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VACUETTE® Multiple Use Drawing Needles

Instructions for use
lpd 1.1;1.17.9

Intended use /_

VACUETTE® Multiple Use Drawing Needles are for use in venous blood collection.

Product Description

VACUETTE® Multiple Use Drawing Needles are manufactured from stainless steel and are fitted with a safety valve at one end. The perforated label not only serves to
simplify identification, but also acts as a seal of integrity. VACUETTE® Multiple Use Drawing Needles are a sterile single-use product. The product is to be used by
appropriately trained healthcare professionals only in accordance with these instructions.

Specimen Collection and Handling

Equipment Required for Specimen Collection:

Ensure that the following materials are readily accessible before performing venipuncture:

VACUETTE® Tubes

Labels for(gatient identification of samples.

VACUETTE Blood Collection Needle and holder.

NOTE: VACUETTE” Multiple Use Drawing Needles are designed for optimal use with holders from Greiner Bio-One. The use of holders from other manufacturers is
the responsibility of the user.

Practice general safety precautions, using gloves and appropriate apparel for protection against exposure to bloodborne pathogens.
Alcohol swab or similar for cleansing site.

Dry gauze

Tourniquet

Adhesive plaster or bandage

0. Needle disposal container for safe disposal of used needles and holders.
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General Instructions for Venipuncture Technique and Specimen Collection

1. WEAR GLOVES DURING VENIPUNCTURE AND WHEN HANDLING BLOOD COLLECTION TUBES TO MINIMISE EXPOSURE HAZARD!

2. Remove the cover from the valve section of the needle.
NOTE: The perforated label not only serves to simplify identification, but is also an indicator of sterility and intactness. In the case of the perforations being broken or
damaged, dispose of the needle and select another intact one.

3. Thread the needle perpendicularly into the holder. Ensure the needle is firmly seated so that it does not unthread during use.
NOTE: Angled threading of the needle into the holder can result in damage to the thread of the holder and needle and can cause the needle to loosen during
venipuncture. Do not bend the needle!

4. Select the puncture site. Apply the tourniquet (max. 1 minute) Prepare the venipuncture site with appropriate  antiseptic.
DO NOT PALPATE THE VENIPUNCTURE AREA AFTER CLEANSING!

5. Place the patient’s arm in a downward position.

6.  Remove the needle shield and perform the venipuncture, with the patient’s arm downward and the tube cap upper-most.

7 Push the tube into the holder and onto the needle valve puncturing the rubber diaphragm. Centre tubes in the holder when penetrating the cap to prevent sidewall
penetration and subsequent premature vacuum loss.

8.  Remove the tourniquet as soon as blood flow is established.
NOTE: Do not allow the contents of the tube to contact the cap or the end of the needle during the procedure. i.e. under no circumstances should the tube be turned
upside down during the procedure.

9.  Always hold in place by pressing the tube with the thumb or finger to ensure complete vacuum draw.
NOTE: Blood may occasionally leak from the needle sleeve. Practice universal safety precautions to minimise hazard exposure.
Place succeeding tubes in the holder. Ensure that the contents of the tube do not come into contact with the cap or the needle tip during blood collection.

10. As soon as blood stops flowing into the last tube, carefully remove the needle from the vein, applying pressure to the puncture site with a dry gauze until bleeding
stops.

11. Once clotting has occurred, apply an adhesive plaster or bandage if desired.
NOTE: After venipuncture the top of the cap may contain residual blood. Take proper precautions when handling tubes to avoid contact with this blood. Any needle
holder that becomes contaminated with blood is considered hazardous and should be disposed of immediately.

12. Dispose of the used needle with holder in an appropriate disposal device. DO NOT RECAP! Recapping of needles increases the risk of needle stick injury.

Storage of VACUETTE® Multiple Use Drawing Needles prior use:

Recommended storage temperature: 4-36°C (40-97°F).

NOTE: Avoid exposure to direct sunlight. Exceeding the maximum recommended storage temperature may lead to impairment of the VACUETTE® Blood Collection Needle
quality.

Precautions:

« The handling of VACUETTE® Multiple Use Drawing Needles must be in accordance to the policies and procedures of your facility.

e HBV, HCV, HIV and other infectious diseases can be transmitted through contact with biological samples. In the event of exposure to biological samples, ensure that
appropriate medical attention is obtained.

Discard all VACUETTE® Multiple Use Drawing Needles in biohazard containers approved for their disposal.

e Wear gloves during venipuncture and when handling blood collection tubes to minimise exposure hazard.

« Do not use VACUETTE® Multiple Use Drawing Needles after their expiry date.

Item number ® Do Not Reuse
Lot LOT number 1 Temperature limit
Expiry Date u Manufacturer
Sterilization using EtOx gas

Production location
ical In

subara, Tatebayashi-shi, Gunma, 374-8518, Japan
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Greiner Bio-One GmbH fag.pa@gbo.com

Bad Haller Str. 32 (+43) 07583/6791
4550 Kremsmiunster
Austria
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VACUETTE® multibandinés kraujo surinkimo adatos

Naudojimo instrukcijos

Paskirtis:
VACUETTE® multibandinés kraujo surinkimo adatos yra skirtos veninio kraujo paémimui.

Produkto aprasymas:

VACUETTE® kraujo surinkimo adatos yra pagamintos i$ nertdijan€io plieno su gale esanciu saugiu ventiliu.
Perforuota etiketé yra skirta ne tik identifikacijai, bet ir tarnauja kaip integralumo plomba. VACUETTE® kraujo
surinkimo adatos yra vienkartinio naudojimo sterills produktai.

Méginio surinkimas
Iranga, reikalinga méginio surinkimui:
Prie$ atliekant venos punkcijg, uZtikrinkite, jog turite visas Zemiau ivardintas medZiagas:
1. VACUETTE® megintuvéliai
2. Etiketés, skirtos pacienty méginiy identifikavimui.
3. VACUETTE® kraujo surinkimo adata ir laikiklis.
PASTABA: Optimaliam VACUETTE® kraujo surinkimo adaty darbo atlikimui, kartu naudokite Greiner Bio-
One laikiklius. Kito gamintojo laikikliy haudojimas yra naudotojo atsakomybé.
4. Laikykités bendry saugumo taisykliy, déveékite pirStines ir atitinkamg apranga, kad bity iSvengta
kontakto su kraujo patogenais.
Alkoholyje ar ekvivalentiSkoje medziagoje suvilgytas tamponas ddrio vietos nuvalymui.
Sausa marle.
Varztis.
Lipnus pleistras arba bintas.
Adaty iSmetimo konteineris, skirtas saugiam panaudoty adaty ir laikikliy iSmetimui.
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Bendros instrukcijos venos punkcijos atlikimui ir méginio surinkimui:

1. VENOS PUNKCIJOS IR DARBO SU KRAUJO SURINKIMO MEGINTUVELIAIS METU DEVEKITE
APSAUGINES PIRSTINES, KAD BUTY SUMAZINTA SALYCIO RIZIKA!

2. Nuimkite apsauginj adatos dangtel].
PASTABA: Perforuota etiketé yra skirta ne tik identifikacijai, bet ir sterilumo bei vientisumo indikacijai.
Jei $i etikete yra paZeista, adatg iSmeskite ir naudokite naujg, nepaZeistg adatg.

3. Adatg | laikiklj jkiSkite statmenai. |sitikinkite, kad adata yra tvirtai jstatyta ir nejudés venos punkcijos
metu.
PASTABA: Jei jstatysite adatg kreivai ar kampu, galite paZeisti laikiklj arba adatg, o tai gali sukelti
adatos iSkritimg venos punkcijos metu.

4. Pasirinkite punkcijos vietg. UZdékite varztj (ilgiausiai 1 min.). Paruoskite venos punkcijos vietg
naudodami tinkamg antiseptikg. PO DEZINFEKAVIMO NEPALPUOKITE VENOS PUNKCIJOS VIETOS!

5. Paciento ranka turi bati Zeméjancioje pozicijoje.

6. Nuimkite adatos apsaugg. Atlikite venos punkcijg laikant paciento rankg Zeméjancioje pozicijoje, o
mégintuvélj — kamsteliu j virSy.

7. |ki8kite mégintuveélj  laikiklj, pradurdami gumine diafragma. Praduriant kamstelj, mégintuvélj laikykite
laikiklio centre, nes kitaip galite pazeisti mégintuvélio sieneles ir prarasti vakuuma.

8. Pradéjus tekeéti kraujui, nedelsiant nuimkite varZztj.
PASTABA: venkite, kad proceduros metu mégintuvélio turinys kontaktuoty su kamsteliu ar adatos galu,
t.y. jokiais budais procedudros metu neapverskite megintuvelio.

9. Megintuvélj iSlaikykite vietoje, jj laikydami nykS¢iu ar pirstais, taip uztikrinant tinkamg kraujo surinkimg
vakuume.
PASTABA: Kraujas gali isteketi is adatos. Laikykitées bendryjy saugumo taisykliy uzsikrétimo rizikos
sumazinimui.
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Véliau naudojamus mégintuveélius vieng po kito kiskite j laikiklj. UZtikrinkite, kad mégintuvélio turinys
nekontaktuoty su meégintuvelio kamsteliu ar adatos galiuku kraujo paémimo procediros metu.

10. Baigus kraujui tekéti j paskutinj mégintuvélj, atsargiai iStraukite adatg i venos. Punkcijos vietg spauskite
steriliu tamponu, kol kraujas nustos tekéti.

11. Prasidéjus kreSéjimui, uzklijuokite lipny pleistrg arba uzrikite bintg.
PASTABA: Po venos punkcijos, kamStelio virSuje gali bati like kraujo. Naudodami mégintuvélius,
laikykités atitinkamy saugumo priemoniy ir venkite kontakto su Siuo krauju. Bet kuris krauju uZterStas
laikiklis turi bdti laikomas pavojingu ir turi bati nedelsiant iSmetamas.

12. Visas panaudotas adatas ir laikiklius iSmeskite j tam tikrg konteinerj. PAKARTOTINAI NEUZKIMSKITE!
UzkemsSant panaudotas adatas padidéja jsidGrimo pavojus.

VACUETTE® kraujo surinkimo adaty laikymas prie$ naudojima:

Rekomenduojama laikymo temperatira: 4-25 °C (40-77° F).

PASTABA: saugokite nuo tiesioginés saulés spinduliy. Laikymas kitokioje nei nurodyta temperatiroje gali
pakenkti VACUETTE® kraujo surinkimo adaty kokybei.

Ispéjimai:

e Naudojant VACUETTE® kraujo surinkimo adatas, laikykités jasy laboratorijoje priimty atsargumo
priemoniy ir taisykliy.

HBV, HCV, ZIV bei kiti infekciniai susirgimai gali bati perneSami jvykus kontaktui su biologiniais
méginiais. Jvykus kontaktui su biologiniais méginiais, uztikrinkite, kad bdty imtasi visy atitinkamy
medicininiy priemoniy.

Visas panaudotas VACUETTE® multibandines kraujo surinkimo adatas iSmeskite j tam skirtg utilizavimo
konteinerj.

Atliekant venos punkcijg ir naudojant mégintuvélius, uzsikrétimo rizikos sumazinimui déveékite
apsaugines pirstines.

Nenaudokite VACUETTE® kraujo surinkimo adaty pasibaigus jy galiojimo laikui.

Prekés numeris Nenaudoti pakartotinai

Serijos numeris Temperatdros ribos

@
l
Galiojimo data “ Gamintojas

E =l =
o
L& ]

Sterilizacija atlikta
naudojant EtOx dujas

Gamybos vieta:
Nipro Medical Industries Ltd., Tatebayashi Plant, 2-19-64, Matsubara, Tatebayashi-shi, Gunma, 374-8518, Japonija
Pagaminta Japonijoje, platinama Greiner Bio-One GmbH, Austrija
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Greiner Bio-One GmbH, A-4550 Kremsmunster, P.O. Box 6

Confirmation

To whom it may concern
We,

Greiner Bio-One GmbH
Bad Haller Str. 32
4550 Kremsmunster
Austria

/—|1 p.d. 1.1.1 |
herby confirm, that

the following products are siliconized as follows:

Product Patient end B-side
needle needle
Multiple Use Drawing Needles YES YES
| VISIO Plus Needles YES YES
Luer Adapter (sterile) na* YES
SAFETY Blood Collection Set + Luer Adapter YES YES
SAFETY Blood Collection Set + Holder _YEs  ¥Es
SAFETY Blood Collection Set + Blood Culture Holder YES YES
QUICKSHIELD Complete YES YES
QUICKSHIELD Complete Plus YES YES |

*n.a. not applicable

2017 09- 26 °ing F\ % /

Date \gr Ingrid Blajmauer
Assistant Quality Manager
Preanalytics
Greiner Bio-One GmbH Phone +43 (0) 7583 6791-0 Sitz d. Gesellschaft Gerichtsstand: LG Steyr
Bad Haller StraBe 32 Fax +43 (0) 7583 6318 Bad Haller Stra3e 32 FN 176887 d
4550 Kremsmaunster office@at.gbo.com 4550 Kremsmdnster DVR 1005944

Austria

www.gbo.com Austria UID-Nr.: ATU 45835208
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GreinerBio-One GmbH, A-4550 Kremsminster, P.O. Box 6

Patvirtinimas

Vertimas is angly kalbos
/logotipas/

Visiems, kam tai gali bati aktualu
Mes,

GreinerBio-One GmbH
BadHallerStralle 32
4550 Kremsm{unster
Austrija

Siuo rastu tvirtiname, kad
Zemiau isvardinti produktai yra silikonizuoti:

Produktas Adata paciento Adatos B pusé
puséje

MultipleUseDrawingNeedles TAIP TAIP
VISIO PlusNeedles TAIP TAIP
LuerAdapter (sterile) n.a.* TAIP
SAFETYBloodCollectionSet + LuerAdapter TAIP TAIP
SAFETYBloodCollectionSet + Holder TAIP TAIP
SAFETYBloodCollectionSet + BloodCultureHolder TAIP TAIP
QUICKSHIELDComplete TAIP TAIP
QUICKSHIELDCompletePlus TAIP TAIP

*n.a. - netaikoma

2017-09-28 /parasas/

Data Ing. IngridBlaimauer

/spaudas/

/rekvizitai/

Kokybés vadovo pavaduotojas
Preanalitika

Tikslus dokumento vertimas | lietuviy kalba
Vertéja Akvilé Gegelevigiena

Data_oH/}-- (- A

UAB Diamedica CHS

Meléty pl. 73, Vilnius, Lietuva
Tel. 8 5 279 0080
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Greiner Bio-One Customer Information
VACUETTE® Multi-Sample Needles

Multi-Sample Needles for AT TeINER o1 [eToTs WeTo] | [-Ye3 o]

VACUETTE® Blood Collection Needles are designed for use in the daily blood collection routine
when delegated by a qualified practitioner.

The VACUETTE® Blood Collection Needles are made out of stainless steel and are fitted with a
multiple sampling valve to fill up several tubes.

The perforated label not only serves to simplify identification, but also acts as a seal of integrity.
VACUETTE® Blood collection needles are a sterile single-use product.

The needle shields and hubs are colour coded according to the international colour coding
recommendations for needle gauges.

Colour coding facilitates identification of the different needle sizes.

Black =22G = 0.7mm outer diameter
Green =21G = 0.8mm outer diameter
Yellow = 20G = 0.9mm outer diameter

Gauge Needle length Item number

— 226 25mm 450071
—— 216G 25mm 450072 [P0 1L

— 20G 25mm 450073
e I 22G |38mm 450075

21G 38mm 450076
— 20G 38mm 450077

g = » l
" Materials: | Specifications: 1pd. 1.1.1;1.17.9

Container: (PP) polypropylene

Cap: (PP) polypropylene ——

Hub: (PP) polypropylene

Label: Paper - Siliconised, for improved patient comfort
% Cannula: Stainless steel / siliconised - Shelf-life of 3 years
% Rubber sheath: Natural rubber - For single use only
CE Glue: Epoxy glue - Sterilised by ethylene oxide

Wear gloves during venipuncture and when handling blood collection tubes to minimise exposure hazard.

®
VA‘ U E l ' E Greiner Bio-One GmbH, 4550 Kremsmunster, Austria 6
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Greiner Bio-One informacija klientui
VACUETTE multibandiminés adatos

Vacuette kraujos surinkimo adatos yra skirtos naudoti kraujo surinkimo rutinoje
kvalifikuoto personalo.

Vacuette kraujo surinkimo adatos yra pagamintos i$ plieno su jtaisytu multiméginio
voztuvu, skirtu keletos mégintuveéliy uzpildymui.

Perforuota etiketé skirta ne tik supaprastintai informacijai, bet taipogi tarnauja kaip
plomba. VACUETTE kraujo surinkimo adatos yra sterilios, vienkartinio panaudojimo.

Adatos gaubtelis ir voZtuvas turi spalvinj kodavimg pagal tarptautinio spalvinio
kodavimo rekomendacijas adaty diametro nustatymui.

Spalvinis kodavimas palengvina skirtingy adaty dydziy identifikacija.
Juoda = 22G= 0.7 mm iSorinis diametras

Zalia = 21= 0.8 mmi8orinis diametras
Geltona = 20= 0.9mm iSorinis diametras

Dydis Adatos ilgis Katalogo numeris

= 22G 25mm 450071
— 21G 25mm 450072
= 20G 25mm 450073
— —— 22G 38mm 450075
— 21G 38mm 450076
— 20G 38 450073

Konteineris:  (PP) polipropilenas

Kamételis: (PP) polipropilenas —————

Jvoré: (PP) polipropilenas

Etiketé: popierius - Silikonizuota, paciento komfortui

Adata: plienas/gilikonizuota - Galiojimo laikas 3 metai

Guminé apsauga: Naturali guma - Vienkartiniam naudojimui

Klijai: Epoksitiniai - Sterilizuotos etileno oksidu

Devékite pirstines venos punkcijos metu bei naudodami mégintuvélius siekiant sumazinti uzsikrétimo rizika.

®
VA‘ U E ' I E Greiner Bio-One GmbH, 4550 Kremsmiinster, Austria 6
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VACUETTE®

VISIO PLUS Needles

This cannulais equipped with a transparent
plastic part in the middle, which serves as
aviewing window. If the venipuncture is
successful, this plastic part turnsred due to
the onset of blood flow.

Sharps

Blood Collection Needles

Item no. Colour code Needle size Needle length Needle length Needle wall type Qty.inner/ outer
450040 ®green 216 1.5" 38 mm thin wall 2,000/6,000
450041 ® black 226G 1.5" 38 mm thin wall 2,000/6,000
450042 @®green 216 1" 25 mm thin wall 2,000/6,000
450043 @ black 226G 1" 25 mm thin wall 2,000/ 6,000

VACUETTE®
Multiple Use Drawing Needles
Blood Collection Needles are predominantly
| used in routine blood collection and are

exclusively single use. The colour of the
needle protective cap simplifies visual

y recognition of the individual needle gauges.

1p.d. 1.1.1 poz.

Item no. Colour code Needle size Needle length Needle length Needle wall type Qty.inner/ outer
450071 ®black 226G 1" 25 mm thin wall 2,000/6,000
450072 @®green 216 1" 25mm thin wall 2,000/6,000
450073 C yellow 206G 1" 25mm regular wall 2,000/6,000
450075 ® black 226G 1.5" 38 mm thin wall 2,000/ 6,000
450076 ®green 216 1.5" 38 mm thin wall 2,000/6,000
450077 Cyellow 206 1.5" 38 mm regular wall 2,000/6,000
451071 ®black 226G 1" 25 mm thin wall 700/1,000

www.gbo.com
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VACUETTE® Standard Tube Holder :
( € Versions short and long z =

Instructions for use @

Intended Use: The VACUETTE® Standard Tube Holder-short/long is intended to be used only with VACUETTE®
Multi-Sample Needles. Together with the VACUETTE® Blood Collection Tubes they are used as a system in routine
venipuncture procedures. This device is to be used by properly trained healthcare professionals only in accordance
with these instructions. 1 p.d. 1.2 poz.

Product description: The VACUETTE® e, non- sterlle and made out of
plastic. TJhg’ are compatible with _all VACUETTE Multi- Samgle Needles VACUETTE Luer Adapters and
VACUETTE" Blood Collectlon Sets. The VACUETTE"™ Standard Tube Holder long is stackable and approx. 1.4cm
longer than the VACUETTE® Standard Tube Holder-short. The VACUETTE® Standard Tube Holder-long helps saving
space by stacking one holder on top of another.

VACUETTE® Precautions/Cautions

Precautions

e Check VACUETTE® Standard Tube Holder-short/long before use.

e Do not use VACUETTE® Standard Tube Holder-short/long when damaged.

e Any VACUETTE® Standard Tube Holder-short/long that becomes contaminated with blood is considered hazardous
and must be disposed of immediately.

« Do not reshield VACUETTE® Multi-Sample Needles.

e After venipuncture, dispose of used needle with VACUETTE® Standard Tube Holder-short/long as one unit in
appropriate sharps container in accordance with policies and procedures of your facility.

o Keep hands behind needle at all times during use and disposal.

Cautions

1.Handle all biological samples and blood collection “sharps” (lancets, needles, Luer adapters, and blood collection
sets) according to the policies and procedures of your facility.

2.0Obtain appropriate medical attention in the case of any exposure to biological samples (for example, through a
puncture injury), since they m gtransmit HIV (AIDS), viral hepatitis, or other infectious disease.

3.Discard all used VACUETTE  Standard Tube Holder-short/long together with needle in biohazard containers
approved for their disposal.

4.Gloves should be worn at all times during venipuncture to minimize exposure hazard.

NOTE: VACUETTE® Standard Tube Holder-short/long are designed for optimal use with VACUETTE® Multi-Sample
Needles from Greiner Bio-One. The use of needles from other manufacturers becomes the responsibility of the user.

Storage

Store holders at 4-25°C (40-77° F).

NOTE: Avoid exposure to direct sunlight. Exceeding the maximum recommended storage temperature may lead to
impairment of the holder.

Cleaning recommendations of VACUETTE® Standard Tube Holder-short/long before use:
For cleaning purposes, soak the holder in a disinfectant solution recommended for medical instruments, in
accordance to solution guidelines.

980201 Rev01, 09.2003
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Specimen Collection and Handling

READ THIS ENTIRE CIRCULAR BEFORE PERFORMING VENIPUNCTURE.

WEAR GLOVES DURING VENIPUNCTURE AND WHEN HANDLING BLOOD COLLECTION TUBES TO MINIMISE
EXPOSURE HAZARD!

1.Remove the cover from the valve section of the needle.
NOTE: The perforated label not only serves to simplify identification, but is also an indicator of sterility and product
integrity. If the perforations are broken or damaged, dispose of the needle and select another.

2.Thread the needle perpendicularly into the VACUETTE® Standard Tube Holder-short/long. Ensure the needle is
firmly seated so that it does not unthread during use.
NOTE: Improper threading of the needle into the VACUETTE® Standard Tube Holder-short/long can result in
damage to the threads of the holder and/or needle. This damage can cause the needle to loosen during
venipuncture

3.Select the puncture site. Apply the tourniquet (max. 1 minute) Prepare the venipuncture site with appropriate
antiseptic. DO NOT PALPATE THE VENIPUNCTURE AREA AFTER CLEANSING!

4.Place the patient's arm in a downward position. Remove the needle cap. Perform the venipuncture, with the
patient’s arm downward and the tube cap upper-most.

5.Push the tube into the VACUETTE® Standard Tube Holder-short/long and onto the needle valve puncturing the
rubber diaphragm. Centre tubes in the VACUETTE® Standard Tube Holder-short/long when penetrating the cap to
prevent sidewall penetration and subsequent premature vacuum loss.

6.REMOVE THE TOURNIQUET AS SOON AS BLOOD APPEARS IN THE TUBE. DO NOT ALLOW THE
CONTENTS OF THE TUBE TO CONTACT THE CAP OR THE END OF THE NEEDLE DURING THE
PROCEDURE. i.e. under no circumstances should the tube be turned upside down during the procedure. Always
hold in place by pressing the tube with the thumb to ensure complete vacuum draw.
NOTE: Blood may occasionally leak from the needle sleeve. Practice universal safety precautions to minimise
hazard exposure.

7.Place succeeding tubes in the holder. Ensure that the contents of the tube do not come into contact with the cap or
the needle tip during blood collection.

8. As soon as blood stops flowing into the last tube, carefully remove the needle from the vein, applying pressure to
the puncture site with a dry sterile swab until bleeding stops. Once clotting has occurred, apply an adhesive plaster
or bandage if desired. DO NOT RECAP! Recapping of needles increases the risk of needlestick injury.

NOTE: After venipuncture the top of the cap may contain residual blood. Take proper precautions when handling
tubes to avoid contact with this blood. Any VACUETTE® Standard Tube Holder-short/long that becomes contaminated
with blood is considered hazardous and should be disposed of immediately.

9.Dispose of the used VACUETTE® Standard Tube Holder-short/long together with needle in an appropriate disposal
device.

Disposal

e The general hygiene guidelines and legal regulations for the proper disposal of infectious material should be
considered and followed.

¢ Disposable gloves may prevent the risk of infection.

 Contaminated VACUETTE® Standard Tube Holder-short/long with needles must be disposed of immediately after
blood collection in suitable biohazard disposal containers, which can then be autoclaved and incinerated.

Label Information on the inner packaging (bags) and the outer carton.

Reference Number: VACUETTE® Standard Tube Holder-short/long can be ordered using this item numbers
Lot Number: batch number
@ Single use product
<>

greinerbio-one

Headquarters: Greiner Bio-One GmbH, 4550 Kremsmitinster, Austria Tel: (+43) 07583/6791, Fax: (+43) 07583/6318
Greiner Vacuette® North America Inc., 4238 Capital Drive, Monroe, NC 28112, U.S.A. Tel (01) 888-286-3883
www.gbo.com / office@at.gbo.com
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VACUETTE. Standartiniai mégintuvéliy laikikliai

Ilgi ir trumpi variantai
Naudojimo instrukcija

Skirta naudoti: VACUETTE® standartiniai ilgi/trumpi mégintuvéliy laikikliai yra skirti naudoti tik su VACUETTE®
daugiafunkcinémis adatomis. Kartu su VACUETTE® kraujo paémimo mégintuvéliais, laikikliai yra naudojami kaip sistemos dalis
rutininése venos punkcijos procediirose. Laikikliai turi biiti naudojami tinkamai apmokyto personalo, laikantis ¢ia pateikty

instrukcijy. v—1p.d. 1.2 poz.

Produkto apraSymas:VACUETTE® standartiniai_ilgi/trumpi_mégintuvéliy laikikliai _yra vienkartinio naudojimo, nesterilds,
pagaminti i§ plastiko. Jie tinka naudoti su visomis VACUETTE® daugiafunkcinémis adatomis, VACUETTE® Luer adapteriais ir

VACUETTE® kraujo pacmimo sistemomis. VACUETTE® standartiniai i1lgi laikikliai yra kiigio formos ir apie 1.4cm ilgesni nei
VACUETTE® standartiniai trumpi laikikliai. VACUETTE® standartiniai ilgi laikikliai padeda sutaupyti vietos, nes juos galima
sumauti vieng j kita.

VACUETTE® Jspéjimai/perspéjimai

Ispéjimai:

o Pries naudojima gerai apzitirékite VACUETTE® standartinius ilgus/trumpus mégintuvéliy laikiklius.

e Nenaudokite VACUETTE® standartiniy ilgy/trumpy mégintuvéliy laikikliy, jei jie yra pazeisti.

e Jei VACUETTE® standartinis ilgas/trumpas mégintuvéliy laikiklis yra uzterStas krauju, jis yra laikomas pavojingu ir jj reikia
nedelsiant utilizuoti.

o Atidengg adata, prie$ naudojimg jos pakartotinai neuzdenkite.

o Atlikus venos punkcija, visas panaudotas VACUETTE® kraujo surinkimo adatas ir VACUETTE® standartinius ilgus/trumpus
meégintuvéliy laikiklius iSmeskite j tam skirtg utilizavimo konteinerj.

e Naudojimo ir utilizavimo metu rankomis adatos nelieskite rankomis.

Perspéjimai

1. Dirbdami su visais biologiniais méginiais ir astriomis kraujo paémimo priemonémis (lancetais, adatomis, luer adapteriais ir kraujo
surinkimo komplektais) laikykités darbo procediiry ir politikos.

2. Atkreipkite tinkama démesj j darba su biologiniais méginiais (pvz., punkcijos metu), kadangi jie gali pernesti ZIV (AIDS),
virusinj hepatitg bei kitus kraujo patogenus.

3. Visus panaudotus VACUETTE® standartinius ilgus/trumpus mégintuvéliy laikiklius ir adatas iSmeskite j biorizikos konteinerius,
skirtus jy utilizavimui.

4. Atliekant venos punkcijg visada dévékite pirstines, kad iSvengtuméte pavojingo kontakto su krauju.

PASTABA: VACUETTE® standartiniai ilgi/trumpi mégintuvéliy laikikliai yra sukurti optimaliai naudojimui su VACUETTE®
daugiafunkcinémis adatomis, tieckiamomis Greiner Bio-One. Atsakomybe dél kito gamintojo adaty naudojimo prisiima vartotojas.

Laikymas
Laikiklius laikykite prie 4-25°C (40-77°F)
PASTABA: Venkite tiesioginiy saulés spinduliy. Laikymas didesnéje nei nurodyta temperatiiroje gali sugadinti laikiklius.

Rekomendacijos dél VACUETTE® standartiniy ilgy/trumpy mégintuvéliy laikikliy dezinfekavimo prie§ naudojima:
Panardinkite laikiklj j dezinfekavimo skystj, skirta medicinos instrumentams, laikydamiesi dezinfekavimo instrukcijy.

Méginio surinkimas ir apdorojimas


RemigijusGegeleviĊiu
Callout
1p.d. 1.2 poz.

Remigijus
Line

Remigijus
Line


PRIES ATLIEKANT VENOS PUNKCIJA BUTINAI PERSKAITYKITE SIUOS NURODYMUS 5
VENOS PUNKCIJOS IR DARBO SU KRAUJO SURINKIMO MEGINTUVELIAIS METU DEVEKITE APSAUGINES PIRSTINES,
KAD SUMAZINTI KONTAKTO RIZIKA!

1. Nuimkite apsauginj adatos dangtel;.
PASTABA: Perforuota etiketé yra skirta ne tik identifikacijai, bet ir sterilumo bei vientisumo indikacijai. Jei Si etiketé yra
pazeista, adatg iSmeskite.

2. Adatg j laikiklj jkiSkite statmenai. Isitikinkite, kad adata yra tvirtai jstatyta ir nejudés venos punkcijos metu. [sitikinkite, kad
adata yra tvirtai jstatyta ir neiskris pukcijos metu.

PASTABA.: Jei jstatysite adatq kreivai ar kampu, galite pazeisti laikiklj arba adatq, o tai gali sukelti adatos iskritimg venos

punkcijos metu.

3. Pasirinkite punkcijos vieta. Uzdékite turniketg (daugiausia 1 min.). Paruoskite venos punkcijos vieta naudodami tinkamag
antiseptikg. PO DEZINFEKAVIMO NEPALPUOKITE VENOS PUNKCIJOS VIETOS!

4. Paciento ranka turi biiti zeméjancioje pozicijoje. Nuimkite adatos apsaugg. Atlikite venos punkcijg laikant paciento rankg
zeméjancioje pozicijoje, o mégintuvelj — kamsteliu  virsy.

5. Jkiskite mégintuvélj | VACUETTE® standartinj ilga/trumpa mégintuvélio laikiklj, pradurdami gumin¢ diafragma.
Praduriant kamstelj, mégintuvelj laikykite laikiklio centre, nes kitaip galite pazeisti mégintuvélio sieneles ir prarasti
vakuuma.

6. TURNIKETA NUIMKITE ISKART PASIRODZIUS KRAUJUI MEGINTUVELYJE. NELEISKITE, KAD
PROCEDUROS METU MEGINTUVELIO TURINYS KONTAKTUOTU SU KAMSTELIU AR ADATOS GALU, t.y.
jokiais biidais procediiros metu neapverskite mégintuvélio aukstyn kojomis. Visada mégintuvélj prilaikykite nykséiu.

PASTABA.: Kraujas gali iStekéti i§ adatos. Laikykités bendryjy saugumo taisykliy uzsikrétimo rizikos sumazinimui.

7. Véliau naudojamus mégintuvélius vieng po kito kiskite j laikiklj. Uztikrinkite, kad mégintuvélio turinys nekontaktuoty su
mégintuvélio kamsteliu ar adatos galiuku kraujo paémimo procediiros metu.

8. Baigus kraujui tekéti j paskutinj mégintuvélj, atsargiai iStraukite adata i§ venos. Spauskite punkcijos vietg steriliu tamponu
tol, kol kraujas nustos tekéti.Prasidejus kreséjimui, uzklijuokite lipny pleistra arba uZzriSkite bint3. PAKARTOTINAI
NEUZKIMSKITE ADATOS! UzZkemSant panaudotas adatas padidéja jsidirimo pavojus.

PASTABA: Po venos punkcijos, kamstelio virsuje gali buti like kraujo. Dirbdami su mégintuvéliais laikykités atitinkamy
saugumo priemoniy ir venkite kontakto su Siuo krauju. Bet kuris krauju uzterstas VACUETTE® standartinis ilgas/trumpas
mégintuvélio laikiklis turi buti laikomas pavojingu ir turi biiti nedelsiant iSmetamas.

9. Visas panaudotas adatas ir VACUETTE® standartinius ilgus/trumpus mégintuveliy laikiklius iSmeskite | tam skirta
konteinerj.

ISmetimas

o Laikykités bendryjy higienos reikalavimy ir vietiniy taisykliy dél tinkamo infekciniy medziagy utilizavimo.

o Vienkartinés pirStinés sumazina infekcijos rizika.

o I[3kart po kraujo surinkimo uZtersti VACUETTE® standartiniai ilgi/trumpi mégintuvéliy laikikliai ir adatos turi buti iSmetami |
atitinkama biorizikos konteinerj, kuris véliau gali biiti autoklavuojamas ar sudeginamas.

Etiketés informacija ant vidinés pakuotés (maiSelio) ir iSorinés kartoninés pakuotés

Katalogo numeris. Vacuette standartinis mégintuvélio laikiklis — trumpa/ilga versijos gali biiti uzsakomos naudojant §iuos
numerius

_[LOT] LOTNumber: serijos numeris
@ Vienkartinio naudojimo produktas



Blood Collection Accessories .
Tube Holders

Standard Tube Holders

Holders are used in the daily blood collection
routine. Tube Holders should be used
exclusively with VACUETTE® Multiple Use
Drawing Needles or VACUETTE® VISIO PLUS
Needles, as both components are designed for
optimal compatibility with one another.

1p.d. 1.2 poz.
g Item no. Qty. inner / outer
450201 10/ 1,200
450209 100/2,000

Speedy Quick Release Holder

The Speedy Quick Release Holder enables
safe and reliable ejection of the used blood
. 'ﬁ ﬁ collection needle into a suitable sharps
container, tested for use up 100 times.
Nevertheless, Greiner Bio-One recommends
single use.

el

Item no. Qty. inner/ outer

450212 10/ 1,000

www.gbo.com 121
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VACUETTE® Standard Tube Holder
( € Versions short and long e

Instructions for use @

Intended Use: The VACUETTE® Standard Tube Holder-short/long is intended to be used only with VACUETTE®
Multi-Sample Needles. Together with the VACUETTE® Blood Collection Tubes they are used as a system in routine
venipuncture procedures. This device is to be used by properly trained healthcare professionals only in accordance
with these instructions.

Product description: The VACUETTE® Standard Tube Holder-short/long are single-use, non-sterile and made out of
plastic. They are compatible with all VACUETTE® Multi-Sample Needles, VACUETTE® Luer Adapters and
VACUETTE® Blood Collection Sets. The VACUETTE® Standard Tube Holder-long is stackable and approx. 1.4cm
longer than the VACUETTE® Standard Tube Holder-short. The VACUETTE® Standard Tube Holder-long helps saving
space by stacking one holder on top of another.

VACUETTE® Precautions/Cautions

Precautions

e Check VACUETTE® Standard Tube Holder-short/long before use.

e Do not use VACUETTE® Standard Tube Holder-short/long when damaged.

e Any VACUETTE® Standard Tube Holder-short/long that becomes contaminated with blood is considered hazardous
and must be disposed of immediately.

« Do not reshield VACUETTE® Multi-Sample Needles.

e After venipuncture, dispose of used needle with VACUETTE® Standard Tube Holder-short/long as one unit in
appropriate sharps container in accordance with policies and procedures of your facility.

o Keep hands behind needle at all times during use and disposal.

Cautions

1.Handle all biological samples and blood collection “sharps” (lancets, needles, Luer adapters, and blood collection
sets) according to the policies and procedures of your facility.

2.0Obtain appropriate medical attention in the case of any exposure to biological samples (for example, through a
puncture injury), since they may transmit HIV (AIDS), viral hepatitis, or other infectious disease.

3.Discard all used VACUETTE  Standard Tube Holder-short/long together with needle in biohazard containers
approved for their disposal.

4.Gloves should be worn at all times during venipuncture to minimize exposure hazard.

NOTE: VACUETTE® Standard Tube Holder-short/long are designed for optimal use with VACUETTE® Multi-Sample
Needles from Greiner Bio-One. The use of needles from other manufacturers becomes the responsibility of the user.

Storage

Store holders at 4-25°C (40-77° F).

NOTE: Avoid exposure to direct sunlight. Exceeding the maximum recommended storage temperature may lead to
impairment of the holder.

Cleaning recommendations of VACUETTE® Standard Tube Holder-short/long before use:
For cleaning purposes, soak the holder in a disinfectant solution recommended for medical instruments, in
accordance to solution guidelines.

980201 Rev01, 09.2003



Specimen Collection and Handling

READ THIS ENTIRE CIRCULAR BEFORE PERFORMING VENIPUNCTURE.

WEAR GLOVES DURING VENIPUNCTURE AND WHEN HANDLING BLOOD COLLECTION TUBES TO MINIMISE
EXPOSURE HAZARD!

1.Remove the cover from the valve section of the needle.
NOTE: The perforated label not only serves to simplify identification, but is also an indicator of sterility and product
integrity. If the perforations are broken or damaged, dispose of the needle and select another.

2.Thread the needle perpendicularly into the VACUETTE® Standard Tube Holder-short/long. Ensure the needle is
firmly seated so that it does not unthread during use.
NOTE: Improper threading of the needle into the VACUETTE® Standard Tube Holder-short/long can result in
damage to the threads of the holder and/or needle. This damage can cause the needle to loosen during
venipuncture

3.Select the puncture site. Apply the tourniquet (max. 1 minute) Prepare the venipuncture site with appropriate
antiseptic. DO NOT PALPATE THE VENIPUNCTURE AREA AFTER CLEANSING!

4.Place the patient's arm in a downward position. Remove the needle cap. Perform the venipuncture, with the
patient’s arm downward and the tube cap upper-most.

5.Push the tube into the VACUETTE® Standard Tube Holder-short/long and onto the needle valve puncturing the
rubber diaphragm. Centre tubes in the VACUETTE® Standard Tube Holder-short/long when penetrating the cap to
prevent sidewall penetration and subsequent premature vacuum loss.

6.REMOVE THE TOURNIQUET AS SOON AS BLOOD APPEARS IN THE TUBE. DO NOT ALLOW THE
CONTENTS OF THE TUBE TO CONTACT THE CAP OR THE END OF THE NEEDLE DURING THE
PROCEDURE. i.e. under no circumstances should the tube be turned upside down during the procedure. Always
hold in place by pressing the tube with the thumb to ensure complete vacuum draw.
NOTE: Blood may occasionally leak from the needle sleeve. Practice universal safety precautions to minimise
hazard exposure.

7.Place succeeding tubes in the holder. Ensure that the contents of the tube do not come into contact with the cap or
the needle tip during blood collection.

8. As soon as blood stops flowing into the last tube, carefully remove the needle from the vein, applying pressure to
the puncture site with a dry sterile swab until bleeding stops. Once clotting has occurred, apply an adhesive plaster
or bandage if desired. DO NOT RECAP! Recapping of needles increases the risk of needlestick injury.

NOTE: After venipuncture the top of the cap may contain residual blood. Take proper precautions when handling
tubes to avoid contact with this blood. Any VACUETTE® Standard Tube Holder-short/long that becomes contaminated
with blood is considered hazardous and should be disposed of immediately.

9.Dispose of the used VACUETTE® Standard Tube Holder-short/long together with needle in an appropriate disposal
device.

Disposal

e The general hygiene guidelines and legal regulations for the proper disposal of infectious material should be
considered and followed.

¢ Disposable gloves may prevent the risk of infection.

 Contaminated VACUETTE® Standard Tube Holder-short/long with needles must be disposed of immediately after
blood collection in suitable biohazard disposal containers, which can then be autoclaved and incinerated.

Label Information on the inner packaging (bags) and the outer carton.

Reference Number: VACUETTE® Standard Tube Holder-short/long can be ordered using this item numbers
Lot Number: batch number
® Single use product ~<————1p.d.1.2.1
<>

greinerbio-one

Headquarters: Greiner Bio-One GmbH, 4550 Kremsmitinster, Austria Tel: (+43) 07583/6791, Fax: (+43) 07583/6318
Greiner Vacuette® North America Inc., 4238 Capital Drive, Monroe, NC 28112, U.S.A. Tel (01) 888-286-3883
www.gbo.com / office@at.gbo.com
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VACUETTE. Standartiniai mégintuvéliy laikikliai

Ilgi ir trumpi variantai
Naudojimo instrukcija

Skirta naudoti: VACUETTE® standartiniai ilgi/trumpi mégintuvéliy laikikliai yra skirti naudoti tik su VACUETTE®
daugiafunkcinémis adatomis. Kartu su VACUETTE® kraujo paémimo mégintuvéliais, laikikliai yra naudojami kaip sistemos dalis
rutininése venos punkcijos procediirose. Laikikliai turi biiti naudojami tinkamai apmokyto personalo, laikantis ¢ia pateikty
instrukcijy.

Produkto apraSymas:VACUETTE® standartiniai ilgi/trumpi mégintuvéliy laikikliai yra vienkartinio naudojimo, nesterilds,
pagaminti i§ plastiko. Jie tinka naudoti su visomis VACUETTE® daugiafunkcinémis adatomis, VACUETTE® Luer adapteriais ir
VACUETTE® kraujo paémimo sistemomis. VACUETTE® standartiniai ilgi laikikliai yra kiigio formos ir apie 1.4cm ilgesni nei
VACUETTE® standartiniai trumpi laikikliai. VACUETTE® standartiniai ilgi laikikliai padeda sutaupyti vietos, nes juos galima
sumauti vieng j kita.

VACUETTE® Jspéjimai/perspéjimai

Ispéjimai:

o Pries naudojima gerai apzitirékite VACUETTE® standartinius ilgus/trumpus mégintuvéliy laikiklius.

e Nenaudokite VACUETTE® standartiniy ilgy/trumpy mégintuvéliy laikikliy, jei jie yra pazeisti.

e Jei VACUETTE® standartinis ilgas/trumpas mégintuvéliy laikiklis yra uzterStas krauju, jis yra laikomas pavojingu ir jj reikia
nedelsiant utilizuoti.

o Atidengg adata, prie$ naudojimg jos pakartotinai neuzdenkite.

o Atlikus venos punkcija, visas panaudotas VACUETTE® kraujo surinkimo adatas ir VACUETTE® standartinius ilgus/trumpus
meégintuvéliy laikiklius iSmeskite j tam skirtg utilizavimo konteinerj.

e Naudojimo ir utilizavimo metu rankomis adatos nelieskite rankomis.

Perspéjimai

1. Dirbdami su visais biologiniais méginiais ir astriomis kraujo paémimo priemonémis (lancetais, adatomis, luer adapteriais ir kraujo
surinkimo komplektais) laikykités darbo procediiry ir politikos.

2. Atkreipkite tinkama démesj j darba su biologiniais méginiais (pvz., punkcijos metu), kadangi jie gali pernesti ZIV (AIDS),
virusinj hepatitg bei kitus kraujo patogenus.

3. Visus panaudotus VACUETTE® standartinius ilgus/trumpus mégintuvéliy laikiklius ir adatas iSmeskite j biorizikos konteinerius,
skirtus jy utilizavimui.

4. Atliekant venos punkcijg visada dévékite pirstines, kad iSvengtuméte pavojingo kontakto su krauju.

PASTABA: VACUETTE® standartiniai ilgi/trumpi mégintuvéliy laikikliai yra sukurti optimaliai naudojimui su VACUETTE®
daugiafunkcinémis adatomis, tieckiamomis Greiner Bio-One. Atsakomybe dél kito gamintojo adaty naudojimo prisiima vartotojas.

Laikymas
Laikiklius laikykite prie 4-25°C (40-77°F)
PASTABA: Venkite tiesioginiy saulés spinduliy. Laikymas didesnéje nei nurodyta temperatiiroje gali sugadinti laikiklius.

Rekomendacijos dél VACUETTE® standartiniy ilgy/trumpy mégintuvéliy laikikliy dezinfekavimo prie§ naudojima:
Panardinkite laikiklj j dezinfekavimo skystj, skirta medicinos instrumentams, laikydamiesi dezinfekavimo instrukcijy.

Méginio surinkimas ir apdorojimas



PRIES ATLIEKANT VENOS PUNKCIJA BUTINAI PERSKAITYKITE SIUOS NURODYMUS 5
VENOS PUNKCIJOS IR DARBO SU KRAUJO SURINKIMO MEGINTUVELIAIS METU DEVEKITE APSAUGINES PIRSTINES,
KAD SUMAZINTI KONTAKTO RIZIKA!

1. Nuimkite apsauginj adatos dangtel;.
PASTABA: Perforuota etiketé yra skirta ne tik identifikacijai, bet ir sterilumo bei vientisumo indikacijai. Jei Si etiketé yra
pazeista, adatg iSmeskite.

2. Adatg j laikiklj jkiSkite statmenai. Isitikinkite, kad adata yra tvirtai jstatyta ir nejudés venos punkcijos metu. [sitikinkite, kad
adata yra tvirtai jstatyta ir neiskris pukcijos metu.

PASTABA.: Jei jstatysite adatq kreivai ar kampu, galite pazeisti laikiklj arba adatq, o tai gali sukelti adatos iskritimg venos

punkcijos metu.

3. Pasirinkite punkcijos vieta. Uzdékite turniketg (daugiausia 1 min.). Paruoskite venos punkcijos vieta naudodami tinkamag
antiseptikg. PO DEZINFEKAVIMO NEPALPUOKITE VENOS PUNKCIJOS VIETOS!

4. Paciento ranka turi biiti zeméjancioje pozicijoje. Nuimkite adatos apsaugg. Atlikite venos punkcijg laikant paciento rankg
zeméjancioje pozicijoje, o mégintuvelj — kamsteliu  virsy.

5. Jkiskite mégintuvélj | VACUETTE® standartinj ilga/trumpa mégintuvélio laikiklj, pradurdami gumin¢ diafragma.
Praduriant kamstelj, mégintuvelj laikykite laikiklio centre, nes kitaip galite pazeisti mégintuvélio sieneles ir prarasti
vakuuma.

6. TURNIKETA NUIMKITE ISKART PASIRODZIUS KRAUJUI MEGINTUVELYJE. NELEISKITE, KAD
PROCEDUROS METU MEGINTUVELIO TURINYS KONTAKTUOTU SU KAMSTELIU AR ADATOS GALU, t.y.
jokiais biidais procediiros metu neapverskite mégintuvélio aukstyn kojomis. Visada mégintuvélj prilaikykite nykséiu.

PASTABA.: Kraujas gali iStekéti i§ adatos. Laikykités bendryjy saugumo taisykliy uzsikrétimo rizikos sumazinimui.

7. Véliau naudojamus mégintuvélius vieng po kito kiskite j laikiklj. Uztikrinkite, kad mégintuvélio turinys nekontaktuoty su
mégintuvélio kamsteliu ar adatos galiuku kraujo paémimo procediiros metu.

8. Baigus kraujui tekéti j paskutinj mégintuvélj, atsargiai iStraukite adata i§ venos. Spauskite punkcijos vietg steriliu tamponu
tol, kol kraujas nustos tekéti.Prasidejus kreséjimui, uzklijuokite lipny pleistra arba uZzriSkite bint3. PAKARTOTINAI
NEUZKIMSKITE ADATOS! UzZkemSant panaudotas adatas padidéja jsidirimo pavojus.

PASTABA: Po venos punkcijos, kamstelio virsuje gali buti like kraujo. Dirbdami su mégintuvéliais laikykités atitinkamy
saugumo priemoniy ir venkite kontakto su Siuo krauju. Bet kuris krauju uzterstas VACUETTE® standartinis ilgas/trumpas
mégintuvélio laikiklis turi buti laikomas pavojingu ir turi biiti nedelsiant iSmetamas.

9. Visas panaudotas adatas ir VACUETTE® standartinius ilgus/trumpus mégintuveliy laikiklius iSmeskite | tam skirta
konteinerj.

ISmetimas

o Laikykités bendryjy higienos reikalavimy ir vietiniy taisykliy dél tinkamo infekciniy medziagy utilizavimo.

o Vienkartinés pirStinés sumazina infekcijos rizika.

o I[3kart po kraujo surinkimo uZtersti VACUETTE® standartiniai ilgi/trumpi mégintuvéliy laikikliai ir adatos turi buti iSmetami |
atitinkama biorizikos konteinerj, kuris véliau gali biiti autoklavuojamas ar sudeginamas.

Etiketés informacija ant vidinés pakuotés (maiSelio) ir iSorinés kartoninés pakuotés

Katalogo numeris. Vacuette standartinis mégintuvélio laikiklis — trumpa/ilga versijos gali biiti uzsakomos naudojant §iuos
numerius

_[LOT] LOTNumber: serijos numeris
@ Vienkartinio naudojimo produktas < | 1pd. 121
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Glucose

These tubes are ideal for glucose determinations. The VACUETTE® glucose
tubes contain sodium fluoride as stabiliser with a choice of potassium oxalate,
KBEDTA or sodium heparin as anticoagulant. The VACUETTE® FC Mix tube ena-
bles exact measurement of the in-vivo blood sugar level, which makes it particu-
larly suitable for the diagnosis of Diabetes mellitus.
Tubes are packed 50 pcs per rack and 1200 pcs per carton

..[

Blood Grouping

T
11

Tubes are packed 50 pcs per rack and 1200 pcs per carton

Blood grouping tubes are available in two formulations, ACD-A, ACD-B or with
a CPDA solution. Blood grouping tubes are for blood grouping determinations
and also for cell preservation.

Iltem No.

454061
454094
454062
456062

454238
454297
454438

454085
454091

454221
454033

454218

454510

454511

454513
454514
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Nom. Cap Ring
Vol. Colour Colour

Tube Size Description

FX Sodium Fluoride / Potassium Oxalate - PREMIUM (Safety Twist Cap)

FX Sodium Fluoride / Potassium Oxalate, low draw volume

FX Sodium Fluoride / Potassium Oxalate

Item No.

456055

FX Sodium Fluoride / Potassium Oxalate 1p.d. 1.12.3 455055

FX Sodium Fluoride / Potassium Oxalate

FX Sodium Fluoride / Potassium Oxalate, low draw volume

FX Sodium Fluoride / Potassium Oxalate

FX Sodium Fluoride / Potassium Oxalate, transp. label

FE Sodium Fluoride / K3EDTA, low draw volume

FE Sodium Fluoride / K3EDTA

FE Sodium Fluoride / K3EDTA, low draw volume

FE Sodium Fluoride / KBEDTA

FH Sodium Fluoride / Sodium Heparin, low draw volume

FC Mix, transparent label
FC Mix, transparent label
FC Mix, transparent label

2ml grey white 13x75

3ml grey black 183x75

4ml grey black 13x75

6ml grey black 13 x 100

FX Sodium Fluoride / Potassium Oxalate - Non-ridged (pull cap)
2ml grey white 13x75

4ml grey black 183x75

4ml grey black 13x75

FE Sodium Fluoride / K3EDTA - PREMIUM (Safety Twist Cap)
2ml grey white 13x75

4ml grey black 13x75

FE Sodium Fluoride / K3EDTA - Non-ridged (pull cap)

2ml grey white 13x75

4ml grey black 13x75

FH Sodium Fluoride / Sodium Heparin - PREMIUM (Safety Twist Cap)
2ml grey white 183x75

FC Mix - Non-ridged (pull cap)

2ml pink white 183x75

2ml grey white 183x75

3ml pink black 183x75

3ml grey black 183x75

FC Mix, transparent label

456094

456204
455094

456056

454280

456057
455056

Nom. Cap Ring

Vol. Colour Colour

ACD-A - PREMIUM (Safety Twist Cap)

eml yellow black 13 x 100
ACD-A - Non-ridged (pull cap)

oml yellow black 16 x 100
ACD-B - PREMIUM (Safety Twist Cap)
eml yellow black 13 x 100
ACD-B - Non-ridged (pull cap)

eml yellow black 13 x 100
oml yellow black 16 x 100
CPDA - PREMIUM (Safety Twist Cap)

eml yellow black 13 x 100
CPDA - Non-ridged (pull cap)

4ml yellow black 13x75
eml yellow black 13 x 100
oml yellow black 16 x 100

Tube Size Description

ACD-A

ACD-A

ACD-B

ACD-B
ACD-B

CPDA

CPDA

CPDA
CPDA

21
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VACUETTE® QUICKSHIELD

The VACUETTE® QUICKSHIELD Safety Tube Holder with rotating safety shield
is especially suitable for routine blood collection. The tube holder can be used
with either VACUETTE® Multiple Use Drawing Needles or VACUETTE® VISIO
PLUS Needles.

The tube holder should be used exclusively with VACUETTE® needles.

|
i

Item No.

450230

450237

450238

450206

450234

450235

450239

450226

450228

28

Description Size InnePraCkaginguter

VACUETTE® QUICKSHIELD Safety Tube Holder

VACUETTE® QUICKSHIELD Safety Tube Holder 50 D 1000 pcs.

VACUETTE® QUICKSHIELD Complete (sterile 1 pd 1.3.

VACUETTE® QUICKSHIELD Complete 21Gx11/2" 0.8x388mm 30 pcs. 300 pcs.
—_—

VACUETTE® QUICKSHIELD Complete 21G x 1" 0.8 x25mm 30 pcs. 300 pcs.

VACUETTE® QUICKSHIELD Complete 22Gx11/2" 0.7x38mm 30 pcs. 300 pcs.

VACUETTE® QUICKSHIELD Complete 22G x 1" 0.7 x26mm 30 pcs. 300 pcs.

VACUETTE® QUICKSHIELD Complete PLUS (sterile)

VACUETTE® QUICKSHIELD Complete PLUS 21G x 1" 0.8 x25mm 30 pcs. 300 pcs.

VACUETTE® QUICKSHIELD Complete PLUS 21G x11/2" 0.8x388mm 30 pcs. 300 pcs.

VACUETTE® QUICKSHIELD Complete PLUS 22G x 1" 0.7 x 25mm 30 pcs. 300 pcs.

VACUETTE® QUICKSHIELD Complete PLUS 22G x11/2" 0.7 x38mm 30 pcs. 300 pcs.

£

VACUETTE® CLIX Safety Hypodermic Needle

The VACUETTE® CLIX Safety Hypodermic Needle can be applied for both ve-
‘ nous blood collection as well as injection purposes. The product has a safety
| mechanism which is an integral part of the device.
A A

The product is avallable in a range of additional needle lengths and gauges. Please contact us for more details.

Item No.

411252

411253

411254

411256

411259

411258

411250

411251

411263

411255

411257

411262

411260

411261

Description Size InnePraCkaginC?uter
VACUETTE® CLIX Safety Hypodermic Needle

Vel S, no sk e b b 206X 11" 0.9x38mm 100 pes. 800 pes.
oo S, nc e el e 21GX17%' 0.8x38mm  100pcs. 800 pos.
e e 00t ac i s e i ¢ 21GX 1" 0.8x25mm 100 pes. 800 pes.
o e it o o el v B 22GX17%' 07x38mm  100pcs. 800 pes.
e et ot e s e e i C 28GX1" 0.6x25mm 100 pos. 800 pes.
S i, ok st o e 25GX1" 05x25mm  100pcs. 800 pos,
VACUETTE® CLIX Safety Hypodermic Needle (60 working days lead time)

e Sl 1o i e b e 19GX11/2* 1.1x38mm 100 pos. 800 pes.
e S, 1o i b e 19GX" 1.1x25mm  100pcs. 800 pes.
VACUETTE® CLIX Safety Hypodermic Needle 21G x 2¢ 0.8 5 50 mim 100 pes. 800 pcs.
green, sterile, not made with natural rubber latex

A . ns e i g vobug 10 22GX11/4" 0.7x30mm 100 pes. 800 pos.
e See ot s mih e e Bl ' 23GX11/4" 06x30mm 100 pcs. 800 pos,
oot i,k o i tsel ey i 246X 1" 0.86x25mm 100 pes. 800 pos,
e, i, ok e it el b e 25GX1/2* 05X 12.5mm 100 pcs. 800 pes.
VACUETTE® CLIX Safety Hypodermic Needle 27G X 1/2*  0.4x12.5mm 100 pes. 800 pes.

grey, sterile, not made with natural rubber latex

Further product types available on request.

www.gbo.com/preanalytics
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Safety Products .
VACUETTE® QUICKSHIELD

VACUETTE® QUICKSHIELD
Safety Tube Holder

The Safety Tube Holder with rotating safety
shield is suitable for routine blood collection
"\ due to its particularly easy handling. The tube
holder can be used with either VACUETTE®
Multiple Use Drawing Needles or VACUETTE®
f VISIO PLUS Needles.

Item no. Qty. inner / outer

450230 50/1,000

F
VACUETTE® QUICKSHIELD
Complete
VACUETTE® QUICKSHIELD Complete is
l available as a combination product with a pre-
fy & assembled multiple use drawing needle. The
) I | ‘ | individually packaged product is ready for
| ! | immediate use without any further manual
b | ! assembly steps.
Item no. Colour code Needle size Needle length Needle length Needle wall type Qty. inner/ outer
450238V1 @®green 216 1" 25mm thin wall 30/ 360
T 450237V1 ®green 216 1.5" 38 mm thin wall 30/ 360

1p.d.1.3poz
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G step ahead b greiner bio-one

VACUETTE® [1 p.d. 1.3.1 poz. <>

C€ VACUETTE® QUICKSHIELD Complete D),

2 (with rotational shield)
Instructions for use

Intended Use

The VACUETTE® QUICKSHIELD Complete is intended to be used only with VACUETTE® Blood Collection Tubes as a system in
routine venipuncture procedures. This device is designed with a safety shield, which can be activated to cover the needle
immediately following venipuncture to aid in the protection against accidental needlestick injury. They are for single-use only and
should be used by properly trained healthcare professionals only in accordance with these instructions.

Product Description

The sterile VACUETTE® QUICKSHIELD Complete is a single packed VACUETTE® QUICKSHIELD Safety Tube Holder with
threaded VACUETTE ~ Multiple Use Drawing Needle in a blister pack. It is a sterile, single-use plastic tube holder, designed with a
safety shield, which can be activated to cover the needle immediately following venipuncture.

Precautions/Cautions

1. Do not use VACUETTE® QUICKSHIELD Complete when damaged.

2. Any VACUETTE® QUICKSHIELD Complete that becomes contaminated with blood is considered hazardous and must be
disposed of immediately.

3. Do not recap needle.

4. Do not bend needle.

5.  After venipuncture, dispose of used needle with VACUETTE® QUICKSHIELD as one unit in appropriate sharps container in
accordance with policies and procedures of your facility.

6. Keep hands behind needle at all times during use and disposal.

7. Handle all biological samples and blood collection sharps according to the policies and procedures of your facility.

8. Obtain appropriate medical attention in the event of any exposure to biological samples (for example, through a puncture
injury), since these samples may transmit HIV, viral hepatitis or other infectious disease.

9. Discard all blood collection “sharps” in biohazard containers approved for their disposal.

10. Gloves should be worn at all times during venipuncture to minimize exposure hazard.

Storage

Store holders at 4-36°C (40-97°F).
NOTE: Avoid exposure to direct sunlight. Exceeding the maximum recommended storage temperature may lead to impairment
of the holder.

Handling

READ THIS ENTIRE CIRCULAR BEFORE PERFORMING VENIPUNCTURE.
WEAR GLOVES DURING VENIPUNCTURE AND WHEN HANDLING BLOOD COLLECTION TUBES TO MINIMISE
EXPOSURE HAZARD!

1. Open the blister packaging and fully remove device from packaging.
NOTE: The blister packaging is an indicator of sterility and product integrity. If the blister packaging is broken or
damaged, dispose of the VACUETTE® QUICKSHIELD Complete and select another.
NOTE: Do not bend needles or use VACUETTE® QUICKSHIELD Complete when needle is bent.

The dot on the needle cap indicates the location of the bevel.

2. The shield can be rotated to the preferred position on the holder where it
remains stable during venipuncture.

3. Select the puncture site. Apply the tourniquet (max. 1 minute) Prepare the
venipuncture site with appropriate antiseptic. Do not palpate the venipuncture area
after cleansing!

4. Place the patient’'s arm in a downward position. Remove the needle cap. Perform
the venipuncture, with the patient’s arm downward and the tube cap upper-most.

5. Push the tube into the VACUETTE® QUICKSHIELD Complete and onto the needle valve puncturing the rubber
diaphragm. Center tubes in the VACUETTE® QUICKSHIELD Complete when penetrating the cap to prevent sidewall
penetration and subsequent premature vacuum loss.

6. Remove the tourniquet as soon as blood appears in the tube. Do not allow the contents of the tube to contact the cap or
the end of the needle during the procedure, i.e. under no circumstances should the tube be turned upside down during
the procedure. Always hold in place by pressing the tube with the thumb to ensure complete vacuum draw.

NOTE: Blood may occasionally leak from the needle sleeve. Practice universal safety precautions to minimize hazard
exposure.
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7. Place succeeding tubes in the holder. Ensure that the contents of the tube do not come into contact with the cap or the
needle tip during blood collection.

8. As soon as blood stops flowing into the last tube, carefully remove the needle from the vein, applying pressure to the
puncture site with a dry sterile swab until bleeding stops. Once clotting has occurred, apply an adhesive plaster or
bandage if desired.

Do not recap the needle! Recapping of needles increases the risk of needlestick injury.

NOTE: After venipuncture, the top of the cap may contain residual blood. Take proper precautions when handling tubes to avoid
contact with this blood.

Activation of safety shield
Immediately after removing needle from the vein, the following procedures are used to activate the safety shield to prevent
needlestick injury.

1. Activate the safety shield by gently pressing the shield towards the needle on a stable surface. Activation with a thumb or
finger is also possible, whereby the thumb and finger should remain behind the shield at all times. (See A1/A2)

2. An audible click is heard ensuring the user the safety shield has been properly and fully activated. The risk of a needlestick
injury is thus virtually eliminated. (B)

3. Dispose of the used needle with VACUETTE® QUICKSHIELD Complete in an appropriate disposal device. (C)

NOTE: Do not forcefully release or re-activate the safety mechanism after it has been activated.

Disposal

The general hygiene guidelines and legal regulations for the proper disposal of infectious material should be considered and
followed. Disposable gloves may prevent the risk of infection. Contaminated holders must be disposed of immediately after
blood collection in suitable biohazard disposal containers, which can then be autoclaved and incinerated.

Label information

Manufacturer ﬂ Sterilized using irradiation

- E

Use-by date Do not re-use
1]

Lot Batch code Consult instructions for use

Catalogue number

Greiner Bio-One GmbH www.gbo.com/preanalytics
Bad Haller Strale 32, office@at.gho.com

4550 Kremsmiinster Phone +43 7583 6791
Austria
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VACUETTE® e

CE—nc step ahead b greinerbio-one

C€ VACUETTE® QUICKSHIELD Complete &

“123 (su rotaciniu uzraktu)
Naudojimo instrukcija

Paskirtis

VACUETTE® QUICKSHIELD priemoné yra skirta naudoti tik su VACUETTE® kraujo paémimo meégintuvéliais kaip sistemos dalis
rutininése venos punkcijos procedirose. Si priemoné turi apsauginj rotacinj adatos uZrakta, kuris gali bati aktyvuojamas iskart
po venos punkcijos, taip apsisaugant nuo netycinio jsiddrimo adata. Priemonés yra skirtos tik vienkartiniam naudojimui ir jas turi
naudoti tik tinkamai apmokyti sveikatos priezilros specialistai, laikydamiesi Siy instrukcijy.

Produkto aprasymas

Sterili VACUETTE® QUICKSHIELD Complete priemoné yra individualiai lizdinés plokstelés pakuotéje supakuotas VACUETTE®
QUICKSHIELD saugus mégintuvelio laikiklis su i§ anksto jsukta VACUETTE® multibandimine kraujo paémimo adata. Tai yra sterilus
vienkartinis plastikinis mégintuvéliy laikiklis su apsauginiu uzraktu, kurj galima aktyvuoti iSkart po venos punkcijos, taip uzdengiant
adata.

Atsargumo priemonés / jspéjimai

1. Nenaudokite VACUETTE® QUICKSHIELD Complete priemonegs, jei ji yra pazeista.

2. Jei VACUETTE® QUICKSHIELD Complete priemoné yra uztersta krauju, ji yra laikoma pavojinga ir jg reikia nedelsiant
iSmest.

3. Pakartotinai neuzkimskite adatos.

4. Nesulenkite adatos.

5. Atlikus venos punkcija, VACUETTE® QUICKSHIELD priemoneg kaip vieng vienetg iSmeskite j atriy atlieky konteinerj,
laikydamiesi savo jstaigoje taikytiny taisykliy ir procediry.

6. Naudojimo ir iSmetimo metu rankomis adatos nelieskite rankomis.

7.  Dirbdami su visais biologiniais méginiais ir aStriomis kraujo paémimo priemonémis, laikykités savo jstaigos darbo procediry
ir politikos.

8.  ]vykus salyciui su biologiniais méginiais (pvz., venos punkcijos metu), batina imtis atitinkamy medicininiy priemoniy,
kadangi méginiai gali pernesti ZIV, virusinj hepatitg bei kitas infekcines ligas.

9. Visas panaudotas astrias kraujo paémimo priemones iSmeskite j atitinkamus biologiSkai pavojingy atlieky konteinerius.

10. Venos punkcijos metu visada déveékite pirstines, kad sumazintuméte salycio rizika.

Laikymas

Laikiklius laikykite 4—36°C (40-97°F) temperatroje.
PASTABA: venkite tiesioginés saulés sSviesos. Laikymas aukStesnéje nei rekomenduojama temperatiroje gali pakenti
laikikliams.

Naudojimas

PRIES ATLIEKANT VENOS PUNKCIJA, ATIDZIAI PERSKAITYKITE $] SKYRIY. }
VENOS PUNKCIJOS METU IR NAUDOJANT KRAUJO PAEMIMO MEGINTUVELIUS, DEVEKITE PIRSTINES,
KAD SUMAZINTUMETE SALYCIO RIZIKA!

1. Atidarykite lizdinés plokstelés pakuote ir i$ jos iSimkite priemone.
PASTABA: lizdiné plokStelés pakuoté yra produkto sterilumo ir integralumo indikatorius. Jei pakuoté yra
pazeista, iSmeskite VACUETTE® QUICKSHIELD Complete ir imkite nauja.
PASTABA: nesulenkite adatos, nenaudokite VACUETTE® QUICKSHIELD Complete, jei adata yra sulenkta.

Taskas adatos dangtelyje nurodo nuozulniajg adatos puse.

2. Adatos uzraktg galima pasukti j norima pozicijg. Venos punkcijos metu
pasirinktoje pozicijoje uzraktas iSliks stabilus.

3. Pasirinkite punkcijos vieta. Uzdékite varztj (daugiausia 1 min.). Paruoskite venos
punkcijos vietg naudodami tinkamg antiseptikg. Po dezinfekavimo nepalpuokite
venos punkcijos vietos!

4. Paciento ranka turi bati Zzeméjancioje pozicijoje. Nuimkite adatos apsauga. Atlikite /""/
venos punkcijg laikant paciento rankg zeméjancioje pozicijoje, 0 mégintuvélj —
kamsteliu j virSy.

5. Mégintuvélj jstumkite j VACUETTE® QUICKSHIELD Complete pradurdami gumine diafragma. Praduriant kam3telj,
mégintuvélj laikykite VACUETTE® QUICKSHIELD Complete priemonés centre, nes kitaip galite pazeisti
mégintuvélio sieneles ir prarasti vakuuma.

6. Varztj nuimkite iSkart pasirodzius kraujui mégintuvélyje. Neleiskite, kad procediros metu mégintuvélio turinys
kontaktuoty su kamsteliu ar adatos galu, t.y., procediros metu jokiu badu neapverskite meégintuvélio aukStyn kojomis.
Siekiant uztikrinti tinkamo méginio tdrio paémima, mégintuvelj laikykite stabiliai, prispaude jj nykSciu.

PASTABA: kraujas gali iStekeéti i§ adatos. Salycio rizikos sumaZzinimui laikykités bendryjy saugumo taisykliy.
980219_Red.07_03-2017



7. Véliau naudojamus meégintuvélius vieng po kito kiskite j laikiklj. Uztikrinkite, kad mégintuvélio turinys nekontaktuoty su
mégintuvélio kamsteliu ar adatos galiuku kraujo paémimo procediros metu.

8. Kraujui baigus tekéti j paskutinj mégintuvélj, atsargiai iStraukite adata i$ venos ir punkcijos vietg spauskite sausu
steriliu tamponu, kol kraujas liausis tekéjes. Prasidéjus kreSéjimui, uzklijuokite lipny pleistrg arba apvyniokite bintu.

Pakartotinai neuzkimskite adatos! UzkemsSant panaudotas adatas padidéja jsidirimo pavojus.

PASTABA: po venos punkcijos, kamstelio virSuje gali bdti like kraujo. Naudodami mégintuvélius, laikykités atitinkamy
saugumo priemoniy ir venkite sglycio su Siuo krauju.

Saugaus uzrakto aktyvavimas
IStraukus adatg i$ venos, nedelsiant atlikite Zemiau nurodyta procediirg uzrakto aktyvavimui, taip iSvengiant netycinio
jsiddrimo.

1.  Atréme j kietg pavirsiy, Svelniai stumkite uzraktg adatos link. Uzraktg aktyvuoti galima ir nyksciu ar kitu pirStu, kuomet
pirStas visg laikg yra laikomas uz uzrakto (zr. A1/A2).

2. Spragteléjimas reiskia, jog uzraktas yra aktyvuotas tinkamai. Nety€inio jsidarimo rizika yra eliminuota (B).

3. Panaudotg adatg su VACUETTE® QUICKSHIELD Complete priemone iSmeskite j atitinkamg atlieky konteinerj (C).

T

PASTABA: jega nebandykite atlenkti ar atidengti aktyvuoto uzrakto mechanizmo.

ISmetimas

Laikykités bendryjy higienos reikalavimy ir vietiniy taisykliy dél tinkamo infekciniy medziagy utilizavimo. Vienkartinés
pirStinés gali sumazinti infekcijos rizikg. Uztersti mégintuvéliy laikikliai iSkart po kraujo paémimo turi bati iSmetami j
atitinkamg biologiskai pavojingy atlieky konteinerj, kuris véliau gali bati autoklavuojamos ar sudeginamas.

Informacija etiketéje

u Gamintojas [seic] <] | Sterilizuota spinduliuote
E Naudokite iki nurodytos datos Nenaudokite pakartotinai

LoT Partijos kodas I:E:I Skaitykite naudojimo instrukcijas
Katalogo numeris

Greiner Bio-One GmbH www.gbo.com/preanalytics
Bad Haller Strale 32, office@at.gbo.com
4550 Kremsmiinster Tel. +43 7583 6791

Austria
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Safety Products .
VACUETTE® QUICKSHIELD

VACUETTE® QUICKSHIELD
Safety Tube Holder

The Safety Tube Holder with rotating safety
shield is suitable for routine blood collection
"\ due to its particularly easy handling. The tube
holder can be used with either VACUETTE®
Multiple Use Drawing Needles or VACUETTE®
f VISIO PLUS Needles.

Item no. Qty. inner / outer

450230 50/1,000

VACUETTE® QUICKSHIELD
Complete
VACUETTE® QUICKSHIELD Complete is
l available as a combination product with a pre-
fy & assembled multiple use drawing needle. The
) I | ‘ | individually packaged product is ready for
| ! | immediate use without any further manual
b | ! assembly steps.
Item no. Colour code Needle size Needle length Needle length Needle wall type Qty. inner/ outer
450238V1 @®green 216 1" 25mm thin wall 30/ 360
450237V1 ®green 216 1.5" 38 mm thin wall 30/ 360

klp.d. 1.3.1 poz.
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. VACUETTE® Blood Collection Tubes

VACUETTE®EDTA Tubes

42/

[ 24

. ~ — I -
=\

K2E K2EDTA

VACUETTE® K2E K2EDTA tubes contain

1 p.d. 1.13.1 poz.

u

F di-potassium K2EDTA which blocks the
coagulation cascade. Selected tubes are also
available with transparent labels.

Item no. ':llzmimnzl Cap colour Ring colour Thread type Tube size Label Barcode Ot};lrt‘z:r/
454024 2ml ® lavender C white PREMIUM 13x75 paper no 50/ 1,200
454020 3ml ® lavender ® black PREMIUM 13x75 paper no 50/ 1,200
484526 3ml @ lavender @ black PREMIUM 13x75 paper yes 50/ 1,200
454023 4ml ® lavender @ black PREMIUM 13x75 paper no 50/ 1,200
456023 6 ml ® lavender @ black PREMIUM 13x 100 paper no 50/1,200
454047 2ml ® lavender C white non-ridged = 13x75 paper no 50/ 1,200
454246 3ml ® lavender @ black non-ridged = 13x75 paper no 50/ 1,200
454411 3ml ® lavender @ black non-ridged  13x75  transparent no 50/ 1,200
454209 4ml ® lavender @ black non-ridged = 13x75 paper no 50/ 1,200
454470 4ml @ lavender @ black non-ridged  13x75  transparent no 50/ 1,200
484506 4ml @ pink @ black non-ridged = 13x75 paper yes 50/ 1,200
484507 4ml ® lavender @ black non-ridged = 13x75 paper yes 50/ 1,200
456043 6 ml ® lavender @ black non-ridged  13x 100 paper no 50/ 1,200
455045 9ml ® lavender @ black non-ridged = 16x 100 paper no 50/ 1,200
495045 gml ® lavender @ black non-ridged 16x 100 BiBarcode yes 50/1,200

www.gbo.com
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C€ VACUETTE® QUICKSHIELD Complete D),

2 (with rotational shield)
Instructions for use

Intended Use

The VACUETTE® QUICKSHIELD Complete is intended to be used only with VACUETTE® Blood Collection Tubes as a system in
routine venipuncture procedures. This device is designed with a safety shield, which can be activated to cover the needle
immediately following venipuncture to aid in the protection against accidental needlestick injury. They are for single-use only and
should be used by properly trained healthcare professionals only in accordance with these instructions.

Product Description

The sterile VACUETTE® QUICKSHIELD Complete is a single packed VACUETTE® QUICKSHIELD Safety Tube Holder with pre-
threaded VACUETTE® Multiple Use Drawing Needle in a blister pack. It is a sterile, single-use plastic tube holder, designed with a
safety shield, which can be activated to cover the needle immediately following venipuncture.

Precautions/Cautions

1. Do not use VACUETTE® QUICKSHIELD Complete when damaged.

2. Any VACUETTE® QUICKSHIELD Complete that becomes contaminated with blood is considered hazardous and must be
disposed of immediately.

3. Do not recap needle.

4. Do not bend needle.

5.  After venipuncture, dispose of used needle with VACUETTE® QUICKSHIELD as one unit in appropriate sharps container in
accordance with policies and procedures of your facility.

6. Keep hands behind needle at all times during use and disposal.

7. Handle all biological samples and blood collection sharps according to the policies and procedures of your facility.

8. Obtain appropriate medical attention in the event of any exposure to biological samples (for example, through a puncture
injury), since these samples may transmit HIV, viral hepatitis or other infectious disease.

9. Discard all blood collection “sharps” in biohazard containers approved for their disposal.

10. Gloves should be worn at all times during venipuncture to minimize exposure hazard.

Storage

Store holders at 4-36°C (40-97°F).
NOTE: Avoid exposure to direct sunlight. Exceeding the maximum recommended storage temperature may lead to impairment
of the holder.

Handling

READ THIS ENTIRE CIRCULAR BEFORE PERFORMING VENIPUNCTURE.
WEAR GLOVES DURING VENIPUNCTURE AND WHEN HANDLING BLOOD COLLECTION TUBES TO MINIMISE
EXPOSURE HAZARD!

1. Open the blister packaging and fully remove device from packaging.
NOTE: The blister packaging is an indicator of sterility and product integrity. If the blister packaging is broken or

damaged, dispose of the VACUETTE® QUICKSHIELD Complete and select another.
NOTE: Do not bend needles or use VACUETTE® QUICKSHIELD Complete when needle is bent.

1p.d.1.3.2

The dot on the needle cap indicates the location of the bevel. <_/_

2. The shield can be rotated to the preferred position on the holder where it
remains stable during venipuncture.

3. Select the puncture site. Apply the tourniquet (max. 1 minute) Prepare the
venipuncture site with appropriate antiseptic. Do not palpate the venipuncture area
after cleansing!

4. Place the patient’'s arm in a downward position. Remove the needle cap. Perform
the venipuncture, with the patient’s arm downward and the tube cap upper-most.

5. Push the tube into the VACUETTE® QUICKSHIELD Complete and onto the needle valve puncturing the rubber
diaphragm. Center tubes in the VACUETTE® QUICKSHIELD Complete when penetrating the cap to prevent sidewall
penetration and subsequent premature vacuum loss.

6. Remove the tourniquet as soon as blood appears in the tube. Do not allow the contents of the tube to contact the cap or
the end of the needle during the procedure, i.e. under no circumstances should the tube be turned upside down during
the procedure. Always hold in place by pressing the tube with the thumb to ensure complete vacuum draw.

NOTE: Blood may occasionally leak from the needle sleeve. Practice universal safety precautions to minimize hazard
exposure.

980219_Rev07_03-2017
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7. Place succeeding tubes in the holder. Ensure that the contents of the tube do not come into contact with the cap or the
needle tip during blood collection.

8. As soon as blood stops flowing into the last tube, carefully remove the needle from the vein, applying pressure to the
puncture site with a dry sterile swab until bleeding stops. Once clotting has occurred, apply an adhesive plaster or
bandage if desired.

Do not recap the needle! Recapping of needles increases the risk of needlestick injury.

NOTE: After venipuncture, the top of the cap may contain residual blood. Take proper precautions when handling tubes to avoid
contact with this blood.

Activation of safety shield
Immediately after removing needle from the vein, the following procedures are used to activate the safety shield to prevent
needlestick injury.

1. Activate the safety shield by gently pressing the shield towards the needle on a stable surface. Activation with a thumb or
finger is also possible, whereby the thumb and finger should remain behind the shield at all times. (See A1/A2)

2. An audible click is heard ensuring the user the safety shield has been properly and fully activated. The risk of a needlestick
injury is thus virtually eliminated. (B)

3. Dispose of the used needle with VACUETTE® QUICKSHIELD Complete in an appropriate disposal device. (C)

NOTE: Do not forcefully release or re-activate the safety mechanism after it has been activated.

Disposal

The general hygiene guidelines and legal regulations for the proper disposal of infectious material should be considered and
followed. Disposable gloves may prevent the risk of infection. Contaminated holders must be disposed of immediately after
blood collection in suitable biohazard disposal containers, which can then be autoclaved and incinerated.

Label information

Manufacturer ﬂ Sterilized using irradiation

- E

Use-by date Do not re-use
1]

Lot Batch code Consult instructions for use

Catalogue number

Greiner Bio-One GmbH www.gbo.com/preanalytics
Bad Haller Strale 32, office@at.gho.com

4550 Kremsmiinster Phone +43 7583 6791
Austria

980219_Rev07_03-2017
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C€ VACUETTE® QUICKSHIELD Complete &

*"23 (su rotaciniu uzraktu)
Naudojimo instrukcija

Paskirtis

VACUETTE® QUICKSHIELD priemoné yra skirta naudoti tik su VACUETTE® kraujo paémimo mégintuvéliais kaip sistemos dalis
rutininése venos punkcijos procedirose. Si priemoné turi apsauginj rotacinj adatos uZrakta, kuris gali bati aktyvuojamas iskart
po venos punkcijos, taip apsisaugant nuo netycinio jsiddrimo adata. Priemonés yra skirtos tik vienkartiniam naudojimui ir jas turi
naudoti tik tinkamai apmokyti sveikatos prieziGros specialistai, laikydamiesi Siy instrukcijy.

Produkto aprasymas

Sterili VACUETTE® QUICKSHIELD Complete priemoné yra individualiai lizdinés plokstelés pakuotéje supakuotas VACUETTE®
QUICKSHIELD saugus mégintuvelio laikiklis su i§ anksto jsukta VACUETTE® multibandimine kraujo paémimo adata. Tai yra sterilus
vienkartinis plastikinis mégintuvéliy laikiklis su apsauginiu uzraktu, kurj galima aktyvuoti iSkart po venos punkcijos, taip uzdengiant
adata.

Atsargumo priemonés / jspéjimai

1. Nenaudokite VACUETTE® QUICKSHIELD Complete priemonegs, jei ji yra pazeista.

2. Jei VACUETTE® QUICKSHIELD Complete priemoné yra uztersta krauju, ji yra laikoma pavojinga ir jg reikia nedelsiant
iSmest.

3. Pakartotinai neuzkimskite adatos.

4. Nesulenkite adatos.

5. Atlikus venos punkcija, VACUETTE® QUICKSHIELD priemoneg kaip vieng vienetg iSmeskite j astriy atlieky konteinerj,
laikydamiesi savo jstaigoje taikytiny taisykliy ir procediry.

6. Naudojimo ir iSmetimo metu rankomis adatos nelieskite rankomis.

7.  Dirbdami su visais biologiniais méginiais ir astriomis kraujo paémimo priemonémis, laikykités savo jstaigos darbo procediry
ir politikos.

8.  ]vykus salyciui su biologiniais méginiais (pvz., venos punkcijos metu), batina imtis atitinkamy medicininiy priemoniy,
kadangi méginiai gali pernesti ZIV, virusinj hepatitg bei kitas infekcines ligas.

9. Visas panaudotas astrias kraujo paémimo priemones iSmeskite j atitinkamus biologiSkai pavojingy atlieky konteinerius.

10. Venos punkcijos metu visada déveékite pirstines, kad sumazintuméte salycio rizika.

Laikymas

Laikiklius laikykite 4—36°C (40-97°F) temperatroje.
PASTABA: venkite tiesioginés saulés sSviesos. Laikymas aukStesnéje nei rekomenduojama temperatiroje gali pakenti
laikikliams.

Naudojimas

PRIES ATLIEKANT VENOS PUNKCIJA, ATIDZIAI PERSKAITYKITE $] SKYRIY. }
VENOS PUNKCIJOS METU IR NAUDOJANT KRAUJO PAEMIMO MEGINTUVELIUS, DEVEKITE PIRSTINES,
KAD SUMAZINTUMETE SALYCIO RIZIKA!

1. Atidarykite lizdinés plokstelés pakuote ir i$ jos iSimkite priemone.

PASTABA: lizdiné plokstelés pakuoté yra produkto sterilumo ir integralumo indikatorius. Jei pakuoté yra
pazeista, iSmeskite VACUETTE® QUICKSHIELD Complete ir imkite nauja.
PASTABA: nesulenkite adatos, nenaudokite VACUETTE® QUICKSHIELD Complete, jei adata yra sulenkta.

1 p.d 1.3.2 poz.

Taskas adatos dangtelyje nurodo nuozulniajg adatos puse. </—

2. Adatos uzraktg galima pasukti j norima pozicijg. Venos punkcijos metu
pasirinktoje pozicijoje uzraktas isliks stabilus.

3. Pasirinkite punkcijos vieta. Uzdékite varztj (daugiausia 1 min.). Paruoskite venos
punkcijos vieta naudodami tinkamg antiseptikg. Po dezinfekavimo nepalpuokite
venos punkcijos vietos!

4. Paciento ranka turi bati Zzeméjancioje pozicijoje. Nuimkite adatos apsauga. Atlikite
venos punkcijg laikant paciento rankg zeméjancioje pozicijoje, 0 mégintuvélj —
kamsteliu j virSy.

5. Mégintuvélj jstumkite j VACUETTE® QUICKSHIELD Complete pradurdami gumine diafragma. Praduriant kam3telj,
mégintuvélj laikykite VACUETTE® QUICKSHIELD Complete priemonés centre, nes kitaip galite pazeisti
mégintuvélio sieneles ir prarasti vakuuma.

6. Varztj nuimkite iSkart pasirodzius kraujui mégintuvélyje. Neleiskite, kad procediros metu mégintuvélio turinys
kontaktuoty su kamsteliu ar adatos galu, t.y., procediros metu jokiu badu neapverskite mégintuvélio aukStyn kojomis.
Siekiant uztikrinti tinkamo méginio tdrio paémima, mégintuvelj laikykite stabiliai, prispaude jj nykSciu.

PASTABA: kraujas gali iStekeéti i§ adatos. SalycCio rizikos sumaZzinimui laikykités bendryjy saugumo taisykliy.
980219_Red.07_03-2017
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7. Véliau naudojamus meégintuvélius vieng po kito kiskite j laikiklj. Uztikrinkite, kad mégintuvélio turinys nekontaktuoty su
mégintuvélio kamsteliu ar adatos galiuku kraujo paémimo procediros metu.

8. Kraujui baigus tekéti j paskutinj mégintuvélj, atsargiai iStraukite adata i$ venos ir punkcijos vietg spauskite sausu
steriliu tamponu, kol kraujas liausis tekéjes. Prasidéjus kreSéjimui, uzklijuokite lipny pleistrg arba apvyniokite bintu.

Pakartotinai neuzkimskite adatos! UzkemsSant panaudotas adatas padidéja jsidirimo pavojus.

PASTABA: po venos punkcijos, kamstelio virSuje gali bati like kraujo. Naudodami mégintuvélius, laikykités atitinkamy
saugumo priemoniy ir venkite sglycio su Siuo krauju.

Saugaus uzrakto aktyvavimas
IStraukus adatg i$ venos, nedelsiant atlikite Zemiau nurodyta procediirg uzrakto aktyvavimui, taip iSvengiant netycinio
jsiddrimo.

1. Atréme j kietg pavirSiy, Svelniai stumkite uzraktg adatos link. Uzraktg aktyvuoti galima ir nyksciu ar kitu pirStu, kuomet
pirStas visg laikg yra laikomas uz uzrakto (zr. A1/A2).

2. Spragteléjimas reiskia, jog uzraktas yra aktyvuotas tinkamai. Nety€inio jsidarimo rizika yra eliminuota (B).

3. Panaudotg adatg su VACUETTE® QUICKSHIELD Complete priemone iSmeskite j atitinkamg atlieky konteinerj (C).

T

PASTABA: jega nebandykite atlenkti ar atidengti aktyvuoto uzrakto mechanizmo.

ISmetimas

Laikykités bendryjy higienos reikalavimy ir vietiniy taisykliy del tinkamo infekciniy medziagy utilizavimo. Vienkartinés
pirStinés gali sumazinti infekcijos rizikg. Uztersti mégintuvéliy laikikliai iSkart po kraujo paémimo turi bati iSmetami
atitinkamg biologiskai pavojingy atlieky konteinerj, kuris véliau gali bati autoklavuojamos ar sudeginamas.

Informacija etiketéje

u Gamintojas [seic] <] | Sterilizuota spinduliuote
E Naudokite iki nurodytos datos Nenaudokite pakartotinai

LoT Partijos kodas I:E:I Skaitykite naudojimo instrukcijas
Katalogo numeris

Greiner Bio-One GmbH www.gbo.com/preanalytics
Bad Haller Strale 32, office@at.gbo.com
4550 Kremsmiinster Tel. +43 7583 6791

Austria
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Safety Products .
VACUETTE® QUICKSHIELD

VACUETTE® QUICKSHIELD
Safety Tube Holder

The Safety Tube Holder with rotating safety
shield is suitable for routine blood collection
"\ due to its particularly easy handling. The tube
holder can be used with either VACUETTE®
Multiple Use Drawing Needles or VACUETTE®
f VISIO PLUS Needles.

Item no. Qty. inner / outer

450230 50/1,000

VACUETTE® QUICKSHIELD
Complete
VACUETTE® QUICKSHIELD Complete is
l available as a combination product with a pre-
2 fy & assembled multiple use drawing needle. The
) I | ‘ | individually packaged product is ready for
| { | immediate use without any further manual
L
b | ! assembly steps.
Item no. Colour code Needle size Needle length Needle length Needle wall type Qty. inner/ outer
450238V1 @®green 216 1" 25mm thin wall 30/ 360
450237V1 ®green 216 1.5" 38 mm thin wall 30/ 360

plonasiené

www.gbo.com 87
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\4—1 p.d. 1.4 poz. | B
€ VACUETTE® Luer Adapter —— in

Intended use

The VACUETTE® Luer Adapter is a sterile, single-use device to be used with Safety/Blood Collection sets or Luer needles in routine
blood collection. This device is to be used by trained healthcare professionals only in accordance with these instructions.

Product Description

The VACUETTE® Luer Adapter is manufactured from stainless steel and polypropylene and is fitted with a safety valve at one end. The
perforated label not only serves to simplify identification, but also acts as a seal of integrity.

General Instructions for Use

e Grasp both ends of the luer case and carefully twist.

e Remove the short end of the cover.

e The perforation of the seal will break as the cap is twisted.

NOTE: If the paper label is broken, discard and use another luer adapter

e Thread the needle end of the luer adapter into a holder.
e Make sure the Luer Adapter is securely seated.
NOTE: It is recommended to use the VACUETTE® Luer Adapter with VACUETTE® Holders.

e Remove the shield from the Luer Adapter and attach a Safety/Blood Collection Set or Luer Needle.
e Perform Venipuncture. (see Luer needle and/or Blood Collection Set Instruction for Use for more details)

e After venipuncture, the Holder + Luer + puncture device should be disposed of together as a unit in a sharps container
according to your facility’s protocol.

Storage of VACUETTE® Luer Adapter prior use

Recommended storage temperature: 4-36°C (40-97° F).
NOTE: Avoid exposure to direct sunlight. Exceeding the maximum recommended storage temperature may lead to impairment of the
VACUETTE® Luer Adapter quality.

Precautions

e The handling of VACUETTE® Luer Adapter must be in accordance to the policies and procedures of your facility.

e HBV, HCV, HIV and other infectious diseases can be transmitted through contact with biological samples. In the event of exposure
to biological samples, ensure that appropriate medical attention is obtained.

e Discard all VACUETTE® Luer Adapters in biohazard containers approved for their disposal.

Do not use VACUETTE® Luer Adapters after their expiry date.

e Wear gloves during venipuncture and when handling blood collection tubes to minimise exposure hazard.

Label information Reference
Item number ISO 6710 “Single — use containers for venous blood specimen collection “
Clinical Laboratory Standards Institute (CLSI)
LOT Lot number: Charge number H1-A4 Evacuated Tubes and Additives for Blood Specimen Collection- Fourth Edition; Approved Standard
H3-A6 Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture; Approved
Expiry Date: Product can be used until the end of the month indicated Standard-Fourth Edition
. i . H2-A4 Methods for the Erythrocyte Sedimentation Rate (ESR) Test-Third Edition; Approved Standard
Symbol for “sterilisation with ethylene oxide gas” H21-A3 Collection, Transport, and Processing of Blood Specimens for Coagulation Testing and General
Symbol for “single-use only” Performance of Coagulation Assays; Approved Guideline-Third Edition
<>

greinerbio-one
Headquarter: Greiner Bio-One GmbH, 4550 Kremsmlinster,

Austria Tel: (+43) 07583/6791, Fax: (+43) 07583/6318
www.gbo.com / office@at.gbo.com
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VACUETTE® Luer adapteris

Paskirtis

VACUETTE® Luer adapteris yra sterili vienkartinio naudojimo priemoné, skirta naudoti su
saugiais/kraujo surinkimo rinkiniais arba Luer adatomis rutininése kraujo surinkimo procedirose.
Sig priemong gali naudoti apmokyti sveikatos priezitiros profesionalai ir tik laikantis ¢ia pateikiamy

instrukcijy.

Produkto apraSymas
VACUETTE® Luer adapteris yra pagamintas i§ neridijan¢io plieno ir jame yra jmontuotas saugus

voZtuvas. Perforuota etiketé tarnauja ne tik identifikacijos palengvinimui, bet ir kaip integralumo

plomba.

Bendrosios naudojimo instrukcijos
e Suimkite abu Luer dangalo galus ir atsargiai pasukite.
e Nuimkite trumpgja dangalo dalj.
e Pasukus kamstelj, perforuota etiketé suplys.
PASTABA: Jei naujo Luer adapterio etiketé yra pazeista — ismeskite jj.

e Adapterio galg su adata jsriekite j laikiklj.
o Isitikinkite, kad Luer adapteris yra saugiai jsriegtas.
PASTABA: VACUETTE® Luer adapteri rekomenduojama naudoti su VACUETTE® laikikliais.

e Nuimkite Luer adapterio gaubtg ir pritvirtinkite saugy/kraujo surinkimo rinkinj arba Luer

adata.
e Atlikite venos punkcijg (dél iSsamesnés informacijos praSome Zitréti Luer adatos ir/ar

kraujo surinkimo rinkinio naudojimo instrukcijas).
e Po venos punkcijos, laikiklis + Luer + punkcijos priemoné turi biiti iSmesti kartu ] aStriy
atlieky konteinerj pagal Jusy jstaigos protokola.

VACUETTE?® Luer adapterio laikymas prie§ naudojima
Rekomenduojama laikymo temperatira: 4-36°C (40-97°F).
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PASTABA: venkite tiesioginiy saulés spinduliy. Laikymas aukstesnéje nei rekomenduojama
temperatiroje, gali jtakoti VACUETTE® Luer adapterio kokybe.

Ispéjimai
e Darbas su VACUETTE® Luer adapteriais turi biti atlickamas laikantis Jasy jstaigoje
taikomy procediry.

e HBV, HCV, ZIV ir kitos infekcinés ligos gali biiti perneSamos kontaktuojant su biologinés
kilmés méginiais. Kontakto su biologiniu méginiu atveju, uztikrinkite, kad bty atlikta
tinkama medicinin¢ apzitra.

e Visus VACUETTE® Luer adapterius imeskite j tam skirtus biologiskai kenksmingy
atlieky konteinerius.

e Nenaudokite VACUETTE® Luer adapteriy pasibaigus jy galiojimo laikui.

Venos punkcijos metu ir dirbant su kraujo surinkimo mégintuvéliais, visada dévékite
pirStines, kad sumazintuméte tiesioginio kontakto rizika.

Informacija etiketéje

katalogo numeris

LOT partijos numeris

W]

galiojimo data: produktas gali biiti naudojamas iki nurodyto ménesio pabaigos

jerema] oo »sterilizavimas atliktas su etileno oksido dujomis* simbolis
@ ,,vienkartinio naudojimo* simbolis

Literatiiros nuorodos

IS0 8710 “Single — use containers for venous blood specimen collection ©

Clinical Laboratory Standards [nstitute (CLSI1)

H1-A4 Evacuated Tubes and Additives for Blood Specimen Collection- Fourth Edition; Approved Standard
H3-AB Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture;, Approved
Standard-Fourth Edition

H2-A4 Methods for the Erythrocyte Sedimentation Rate (ESR) Test-Third Edition; Approved Standard
H21-A3 Collection, Transport, and Processing of Blood Specimens for Coagulation Testing and General
Perfarmance of Coagulation Assays; Approved Guideline-Third Edition




Blood Collection Accessories .
Luer Adapter

VACUETTE® Luer Adapter
The VACUETTE® Luer Adapteris for use

in venous blood collection with attached
butterfly needle or luer needle. The productis
' asingle-use device and is fitted with a safety
valve at one end.
HRL

Item no. Colour code Needle size Needle wall type Qty. inner/ outer

450070 ® royal blue 206 regular wall 2,000/ 6,000

Tpd. 141
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Item no.

450091
450191
450092

Safety Products
SAFETY Blood Collection Set

SAFETY Blood Collection/Infusion Set

This version of the product can be used
for blood collection by assembling it with,
l = for example, a HOLDEX® or VACUETTE®

| = SAFELINK, or for short-term infusion for up to
‘ ) 5 hours instead.
Safety mechanism: manual activation
Colour code Needle size Needle length Needle wall type Tubing length Tubing length Qty.inner / outer
®green 216 19 mm thin wall 7.5" 19cm 50/1,000
®qgreen 216 19 mm thin wall 12" 30cm 50/1,000
@ blue 236 19 mm thin wall 7.5" 19cm 50/1,000
® orange 256 19 mm thin wall 75" 19 cm 50/1,000

450090

Tpd. 15

SAFETY Blood Collection Set + Luer Adapter

This version of the SBC set has a Luer adapter
and can be used with a holder such as our
{ standard tube holder or blood culture holder.

/

Safety mechanism: manual activation

Item no. Colour code Needle size Needle length Needle wall type Tubing length Tubing length Qty.inner / outer
450083 ®green 216 19 mm thin wall 4" 10cm 50/1,000
450081 @®green 216 19 mm thin wall 75" 19cm 50/ 1,000
450095 ®green 216 19 mm thin wall 12" 30cm 50/1,000
450084 @ blue 236 19 mm thin wall 4" 10cm 50/1,000
450082 @ blue 236 19 mm thin wall 75" 19cm 50/1,000
450096 @ blue 236 19 mm thin wall 12" 30cm 50/ 1,000
450099 ® orange 256 19 mm thin wall 12" 30cm 50/1,000

www.gbo.com
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VACUETTE® Safety Blood Collection / \

5103 Infusion Set
Instructions for Use

Intended Use

The VACUETTE® Safety Blood Collection/Infusion Set is used in routine blood collection procedures and/or the short-term infusion of
intravenous fluids. The winged needle is designed with a safety shield, which can be activated to cover the needle immediately
following blood collection/infusion to aid in the protection against accidental needlestick injury. The product is to be used by
appropriately trained healthcare professionals only in accordance with these instructions.

Product Description M—lp'd' 1.5.1 poz.
The VACUETTE® Safety Blood Collection/Infusion Set is_a_single-use, sterile, winged needle bonded to a flexible tubing with a
connector. It can be used with various systems for the collection of blood (luer adapter system, holder, Holdex™) and/or the infusion of
“Intravenous fluids with a luer system.

VACUETTE® SAFETY Blood Collection/Infusion Sets

Type Description
VACUETTE® Safety Blood Collection/Infusion Set Lr;/(jslt\g?nually wrapped and sterile allowing set to be used with a luer
VACUETTE® Safety Blood Collection Set Individually wrapped and sterile with Luer Adapter. (for use with e.g.
with Luer Adapter VACUETTE® Standard Tube Holder).

VACUETTE® Safety Blood Collection Set
with Luer Adapter and Holder
VACUETTE® Safety Blood Collection Set Individually wrapped and sterile ready to be used for blood collection.
with Holdex®

(This product contains dry natural rubber.)

Precautions/Cautions

Precautions

The device will perform as intended when the instructions are followed accordingly.

e Refrain from carelessly releasing the lock, or forcefully pulling the wing, as such actions may damage the integrity of the device

e Examine individual package for integrity of packaging prior to use. If packaging has been torn, do not use.

e Any used needle is considered contaminated and should be disposed of in an approved “sharps* biohazard container
immediately after use.

e Do not forcefully release or re-activate the safety mechanism after it has been activated.

e Keep hands behind needle at all times during use and disposal.

Caution

e Handle all biological samples and blood collection “sharps” (lancets, needles, Luer adapters, and blood collection sets) according
to the policies and procedures of your facility.

e Obtain appropriate medical attention in the case of any exposure to biological samples (for example, through a puncture injury),
since they may transmit HIV (AIDS), viral hepatitis, or other infectious disease.
Any used needle is considered contaminated and should be disposed of in an approved “sharps" biohazard container
immediately after use.

e Areuse of the product may cause harmful infections, injury or death.

e Discard all used Safety Blood Collection Sets and Blood Collection Sets together with the Holder in biohazard containers approved
for their disposal.

e Gloves should be worn at all times during venipuncture to minimize exposure hazard.

e The plasticizer DEHP is present in the fluid pathway of the Safety Infusion Set tubing. Leaching of DEHP is possible on contact
with lipids. Special care has to be taken when used on pregnant or nursing women and children.

e  Caution must be taken when collecting blood samples from immobilised, haemophliac or epileptic patients, for example.

e Due to the risk of surface contamination due to blood dripping from the used needle tip, it is recommended to dispose of the
needle with the tip directed upwards.

¢ Never cover the safety mechanism with sticking tape.

e Do not attempt to tamper with the safety mechanism after activation.

Storage of VACUETTE® Safety Blood Collection/Infusion Sets before use

Store the VACUETTE® Safety Blood Collection/Infusion Set at 4-36°C (40-96.8°F).

NOTE: Avoid exposure to direct sunlight. Exceeding the maximum recommended storage temperature may lead to impairment of the
VACUETTE® Safety Blood Collection/Infusion Set quality.
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Handling of the VACUETTE® Safety Blood Collection/Infusion Sets

safety mechanism.

If collecting a blood sample, select appropriate tube(s) and VACUETTE® Safety Blood Collection Set.
B. Remove VACUETTE® Safety Blood Collection/Infusion Set from packaging. Check to make sure that the wing protector is securely locked into its

NOTE: If individual packaging has been opened or tampered with, please choose another needle.

C. Select site for venipuncture. Apply tourniquet and prepare site with appropriate antiseptic. DO NOT PALPATE site after cleansing. Carefully remove

needle cap from safety-winged needle.

D. Blood Collection/ Infusion

E. Activation of safety mechanism

Fig.1

Perform  venipuncture  with
patient's arm in downward
position.

Fig.2
Flashback will confirm
successful venipuncture.
Immobilize the winged needle
with tape when necessary.

. Collect blood
or
. Begin infusion

NOTE: Before connecting
infusion line, remove cap from

Fig.3

After completion of blood
collection/infusion, hold the
gauze down with one hand.
With the other hand, activate
the safety mechanism by
pressing in both sides of the
hub to engage the lock.

NOTE: Do not apply undue
pressure to the puncture site.

Fig.4

Slide the safety mechanism
backward until an audible click
is heard.

The click is a sign that the safety
mechanism has been correctly
activated.

NOTE: Maintain pressure on the
puncture site according to

female luer adapter. facility protocol.

Activation of safety mechanism (detail)

It is recommended to_activate the safety mechanism when_the blood collection/infusion_has been

completed and the VACUETTE® Safety Blood Collection/Infusion Set is in the patient’s vein.

F. Disposal

NOTE: Do not apply undue pressure to the puncture site.

Fig.5 a. Activate the safety mechanism by pressing in both sides of the hub with one hand to release the
Promptly dispose of lock.
VACUETTE®  Safety  Blood b. Slide the hub backward.
Collection/Infusion Set in an c. An audible click is heard when the safety mechanism has been correctly activated. Verify that the
approved disposal container in safety mechanism is secured against the wing protector. The needle will be completely retracted
accordance with the into the wing protector.

procedures of your facility.

NOTE: Maintain pressure on the puncture site according to facility protocol.

Label information Reference:

Item number

LOT| Lot number: Batch number

Expiry Date: Product can be used until the end of
the month indicated

Symbol for “sterilisation with ethylene oxide gas”

(30 Symbol for “single use only”

CLSI (Clinical Laboratory Safety Institute)
H3-A6 Procedures for the Collection of Diagnostic Blood
Specimens by Venipuncture; Approved Standard-Sixth Edition

980224 Rev.05, 01.2009

<>
greiner bio-one
Headquarters: Greiner Bio-One GmbH, 4550 Kremsmunster, Austria Tel: (+43) 07583/6791, Fax: (+43) 07583/6318

Greiner Bio-One Vacuette® North America Inc., 4238 Capital Drive, Monroe, NC 28112, U.S.A. Tel (01) 888-286-3883
www.gbo.com/preanalytics / office@at.gbo.com
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c € VACUETTE® Saugus kraujo surinkimo rinkinys :
0123 Naudojimo instrukcijos \ X

Skirta naudoti:
VACUETTE® saugaus kraujo surinkimo rinkinys yra naudojamas rutininése venos punkcijos procediirose. Adata su sparneliais yra kartu su
apsauginiu skydeliu, kuris yra aktyvuojamas iSkart po kraujo surinkimo, taip i§vengiant netyc¢inio adatos jdiirimo rizikos. Sis produktas gali
biiti naudojamas atitinkamai apmokyto medicinos personalo ir tik laikantis $iy instrukcijy. 1 P d. 151 poz

Produkto apraSymas:VACUETTE® saugaus kraujo surinkimo rinkinys yra vienkartinio naudojimo, sterilus, adata su sparneliais yra prijungta
prie lankscios zarnelés su Luer adapteriu. Galima jsigyti kartu su papildomu Luer adapteriu ar Luer adapteriu 1r laikikliu.

Atsargumo priemonés:
Priemoné veiks pagal apraSyma tik tada, jei laikysités Zemiau pateikty nurodymuy. Jei uzraktas bus atleidziamas neatsargiai ar sparnelis bus
traukiamas jéga, prietaiso vientisumas bus paZzeistas.

e  Pries naudojimg gerai apzitirékite pakuote, ar néra pazeistas jos vientisumas. Jei pakuoté yra praplésta — prietaiso nenaudokite.

e  Panaudota adata yra laikoma uZterSta ir turi buiti iSmetama j atitinkama aStriy daikty konteinerj iSkart po panaudojimo.

e  Nebandykite jéga atrakinti ar i§ naujo aktyvuoti saugos mechanizmo po to, kai jis jau buvo aktyvuotas.

e Naudojimo ir iSmetimo metu rankas laikykite uz adatos.

Ispéjimai:

e  Dirbdami su visais biologiniais méginiais ir a$triomis kraujo paémimo priemonémis (lancetais, adatomis, luer adapteriais ir kraujo
surinkimo komplektais) laikykités darbo procediiry ir politikos.

. Atkreipkite tinkama démesj j darbg su biologiniais méginiais (pvz., punkcijos metu), kadangi jie gali pernesti ZIV (AIDS), virusinj
hepatita bei kitus infekcinius susirgimus.

e Visas kraujo surinkimui skirtas aStrias priemones priemonémis (lancetus, adatas, luer adapterius ir kraujo surinkimo komplektus)
iSmeskite  biorizikos konteinerius, skirtus jy utilizavimui.

e  Atliekant venos punkcijg visada dévékite pirstines, kad iSvengtuméte pavojingo kontakto su krauju.

VACUETTE® saugaus kraujo surinkimo rinkinio laikymas prie§ naudojima

Laikykite VACUETTE® saugaus kraujo surinkimo rinkinj prie 4-25°C (40-77°F). PASTABA: Venkite tiesioginiy saulés spinduliy. Laikymas
didesnéje nei nurodyta temperatiiroje gali sugadinti VACUETTE® saugaus kraujo surinkimo rinkinj. PASTABA: VACUETTE® saugaus
kraujo surinkimo rinkinio sudétyje yra DEHP plastikuoto polivinilchlorido.

VACUETTE® saugaus kraujo surinkimo rinkinio naudojimas
A. JeiruoSiatés surinkti krauja, pasirinkite tinkama mégintuvelj (-ius) ir VACUETTE® saugaus kraujo surinkimo rinkinj.
B. I8imkite VACUETTE® saugaus kraujo surinkimo rinkinj i§ pakuotés. Patikrinkite, ar sparnelio apsauga yra saugiai uzrakinta
saugumo mechanizmu. PASTABA: Jei pakuoté buvo atidaryta, pasirinkite kitq adatq.
C. Pasirinkite venos punkcijos vieta. Uzdékite turniketa ir patepkite pasirinktg vieta antiseptiku. Po dezinfekavimo NEPALPUOKITE
pasirinktos vietos. Suimkite VACUETTE® saugaus kraujo surinkimo rinkinio sparnelius ir atsargiai nuimkite adatos dangtelj nuo
adatos.

D. Venos punkcija E. Saugumo mechanizmo aktyvavimas

=
D. Venos punkcija
Atlikite venos punkcijg, laikydami paciento ranka nuleistg Zemyn.

Atitraukimas uztikrina sékmingg venos punkcija. Jei reikia, imobilizuokite adatg pleistru. Krauja surinkite ] VACUETTE® kraujo
surinkimo mégintuvélius.
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E. Po kraujo surinkimo, viena ranka suimkite sparnelius. Kita ranka aktyvuokite saugos mechanizma paspausdami abi jvorés puses, kad

uZraktas suveikty. PASTABA: bereikalingai nespauskite punkcijos vietos.
Traukite saugos mechanizma atgal, kol pasigirs kliktel¢jimas. Sis garsas reikia, kad mechanizmas yra tinkamai aktyvuotas. PASTABA:

Punkcijos vietq spauskite laikydamiesi jstaigos protokolo.

F. ISmetimas

Nedelsiant iSmeskite VACUETTE® saugaus kraujo surinkimo rinkinj j atitinkama konteinerj, laikydamiesi
Jisy jstaigoje taikomy procediiry

Saugos mechanizmo aktyvavimas

G. Rekomenduojama saugos mechanizma aktyvuoti tada, kai kraujo surinkimo procediira yra pilnai baigta, o VACUETTE® saugaus
kraujo surinkimo rinkinio adata yra paciento venoje. PASTABA: bereikalingai nespauskite punkcijos vietos.

a.  Saugos mechanizmas yra aktyvuojamas paspaudus abi jvorés puses (uzraktas atsilaisvina).

b. Patraukite jvor¢ atgal.
c. Jei mechanizmas yra tinkamai aktyvuotas - pasigirsta kliktel¢jimas. Patikrinkite, ar saugos mechanizmas uzsirakino. Adata

turi biiti pilnai jtraukta i sparneliy apsauga.
PASTABA: Punkcijos vietq spauskite laikydamiesi jstaigos protokolo.

Tikslus dokumento vertimas | lietuviy kalba

Vertéja Akvilé Gegelevigiené

Data_ J(04f ~ -6 D

UAB Diamedica (7
Moléty pl. 73, Vilnius, Lietuva
Tel. 8 5279 0080
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Item no.

450091
450191
450092
450090

Safety Products
SAFETY Blood Collection Set

SAFETY Blood Collection/Infusion Set

This version of the product can be used
for blood collection by assembling it with,
! = for example, a HOLDEX® or VACUETTE®

| = SAFELINK, or for short-term infusion for up to
‘ ) 5 hours instead.
Safety mechanism: manual activation
Colour code Needle size Needle length Needle wall type Tubing length Tubing length Qty.inner / outer
®green 216 19 mm thin wall 7.5" 19cm 50/1,000
®qgreen 216 19 mm thin wall 12" 30cm 50/1,000
@ blue 230G 19 mm thin wall 75" 19cm 50/1,000
® orange 256 19 mm thin wall 75" 19 cm 50/1,000
SAFETY Blood Collection Set + Luer Adapter
This version of the SBC set has a Luer adapter
and can be used with aholder such as our
{ - standard tube holder or blood culture holder.
( ey
—

Item no.

450083
450081
450095
450084
450082
450096
450099

1 p.d1.5.1 poz.

Safety mechanism: manual activation

Colour code Needle size Neegdfe length Needle wall type Tubing length Tubing length Qty.inner / outer
®green 216 19 mm thin wall 4" 10cm 50/1,000
@®green 216 19 mm thin wall 75" 19¢cm 50/1,000
®green 216 19 mm thin wall 12" 30cm 50/1,000
@ blue 236 19 mm thin wall 4" 10cm 50/1,000
@ blue 236 19 mm thin wall 75" 19cm 50/1,000
@ blue 236 19 mm thin wall 12" 30cm 50/ 1,000
® orange 256 19 mm thin wall 12" 30cm 50/1,000

www.gbo.com
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SAFETY Blood Collection Sets

Specially for difficult vein conditions

The SAFETY Blood Collection Set has been specially developed for patients
with difficult vein conditions , but is equally suitable for any regular blood tak-

ing situation, due to the gentle comfort it provides to a patient.

As the protection mechanism is activated whilst the needle is still in the vein,

a high level of safety is ensured. Correct activation via retraction is indicated

by an acoustic signal.

Protect yourself and your employees from the risk of needlestick injury.

Every needlestick injury is one too many.

Transparent
View Window

The transparent view
window provides clear
vein entry indication.

Optional

[t can be used for blood
collection or infusion for
up to five hours.

1 p.d. 1.5.2 poz.

Safety Mechanism

Simple activation of
the safety mechanism
via lightly pressing in
both sides of the hub.
Correct activation

is indicated by an
acoustic signal.

-

-

L More Flexibility

Assorted tube lengths
offer more flexibility for
blood collection.

SAFETY Blood Collection Sets Combination Products

As a practical combination product, the SAFETY Blood Collection Set is also available pre-assembled.

SAFETY Blood Collection Set
+ Luer Adapter

<> Pre-attached set with Luer adapter
in sterile blister pack.

<> Handling is optimised.

ltem No. 450081-84 ~a }(
ltem No. 450095-96 /
ltem No. 450099

SAFETY Blood Collection Set + Holder

Item No. 450080
Item No. 450085-88
Item No. 450160-61

SAFETY Blood Collection Set
+ Blood Culture Holder

<>  Pre-attached set with Blood Culture Holder
in sterile blister pack.

<> Designed for use with most commonly used
blood culture bottles and VACUETTE® blood
collection tubes in one procedure.

<> The set is sterile and pre-assembled for convenience,
cost effectiveness and ensures your patient only has
to undergo one venipuncture for all procedures.

<> Pre-attached set with holder in sterile blister pack.
<> No threading necessary.

<> A practical, ready-to-use solution that saves time.

1 p.d. 1.5.2 poz.

—

ltem No. 450182-85

Instructions for Use *

PP

1 Remove
protective cap

6 Audible click
indicates activation

4 Remove the last tube

1 p.d. 1.5.2 poz.

/

7 Activated SAFETY
Blood Collection Set

* For the complete handling
recommendation please refer
to the Instructions for Use
for each product.

5 Activate the safety

mechanism (oy pressing
down and pulling back the
lighter coloured area)

8 Disposal

4

www.gbo.com/preanalytics I


Remigijus
Line

DiamedicaDaliaRiaubi
Callout
1 p.d. 1.5.2 poz.

DiamedicaDaliaRiaubi
Callout
1 p.d. 1.5.2 poz.

DiamedicaDaliaRiaubi
Callout
1 p.d. 1.5.2 poz.

Remigijus
Line


SAFETY Blood Collection Sets

Item. No. Description Packaging
Inner Outer

SAFETY Blood Collection/Infusion Sets (sterile)

450090 SAFETY Blood Collection/Infusion Set tubing length: 19cm | 25G x 3/4“ | 50 pcs. 1000 pcs.
450091 SAFETY Blood Collection/Infusion Set tubing length: 19cm | 21G x 3/4“ | 50 pcs. 1000 pcs.
450191 SAFETY Blood Collection/Infusion Set tubing length: 30cm | 21G x 3/4“ | 50 pcs. 1000 pcs.
450092 SAFETY Blood Collection/Infusion Set tubing length: 19cm | 23G x 3/4“ | 50 pcs. 1000 pcs.
450192 SAFETY Blood Collection/Infusion Set tubing length: 30cm | 283G x 3/4“ | 50 pcs. 1000 pcs.

SAFETY B

SAFETY Blood Collection Set

lood Collection Sets + Luer Adapters (sterile)

SAFETY B

+ Luer Adapter

lood Collection Sets + Holders (sterile)

4500883 T Luer Adapter tubing length: 10cm | 21G x 3/4“ | 50 pcs. 1000 pcs.
450081 fALEE{XE;%?ngO”GC“O” Set tubing length: 19cm | 21G x 3/4* | 50 pcs. 1000 ps.
450095 fﬁgﬁ%@‘ggoo"ewo” Set tubing length: 30cm | 21G x 3/4“ | 50 pcs. 1000 pcs.
450084 Eﬁzg’\gg;%?gr()ollection Set tubing length: 10cm | 283G x 3/4“ | 50 pcs. 1000 pcs.
450082 f’ﬁ'g—rr)&g;%?groo”e‘mon Set tubing length: 19cm | 23G x 3/4* | 50 pcs. 1000 pes.
450096 fﬁg&%‘;‘ggfo"ewo” Set tubing length: 30cm | 23G x 3/4* | 50 pcs. 1000 pes.
450009 | SAFETY Blood Collection Set tubing length: 30cm | 25G x 3/4* | 50 pcs. 1000 pes.

SAFETY B

SAFETY Blood Collection Set

lood Collection Sets + Blood Culture Holders (sterile)

450087 SAFETY Blood Collection Set + Holder | tubing length: 10cm | 21G x 3/4“ | 24 pcs. 240 pcs.
450085 SAFETY Blood Collection Set + Holder | tubing length: 19cm | 21G x 3/4" | 24 pcs. 240 pcs.
450160 SAFETY Blood Collection Set + Holder | tubing length: 30cm | 21G x 3/4“ | 24 pcs. 240 pcs.
450088 SAFETY Blood Collection Set + Holder | tubing length: 10cm | 23G x 3/4" | 24 pcs. 240 pcs.
450086 SAFETY Blood Collection Set + Holder | tubing length: 19cm | 23G x 3/4" | 24 pcs. 240 pcs.
450161 SAFETY Blood Collection Set + Holder | tubing length: 30cm | 23G x 3/4“ | 24 pcs. 240 pcs.
450080 SAFETY Blood Collection Set + Holder | tubing length: 30cm | 25G x 3/4“ | 24 pcs. 240 pcs.

+ Blood Culture Holder

450182 + Blood Culture Holder tubing length: 19cm | 21G x 3/4“ | 24 pcs. 240 pcs.
SAFETY Blood Collection Set - . 5

4501883 = Sloed Sl e Heer tubing length: 19cm | 23G x 3/4 24 pcs. 240 pcs.
SAFETY Blood Collection Set : . «

450184 = Blosd Euliue Selder tubing length: 30cm | 21G x 3/4 24 pcs. 240 pcs.

450185 | SAFETY Blood Collection Set tubing length: 30cm | 23G x 3/4* | 24 pcs. 240 pes.

These products are not made with natural rubber latex or DEHP.

(&)
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Austria (Main Office)
Greiner Bio-One GmbH
Phone +43 7583 6791-0
E-Mail office@at.gbo.com

Brazil

Greiner Bio-One Brasil
Phone +55 19 3468-9600
E-Mail office@br.gbo.com

China

Greiner Bio-One Suns Co., Ltd.
Phone +86 10 83 55 19 91
E-Mail office@cn.gbo.com

France

Greiner Bio-One SAS
Phone +33 169 86 25 25
E-Mail accueil@gbo.com

Germany

Greiner Bio-One GmbH/Preanalytics
Phone +49 7022 948-0

E-Mail office@de.gbo.com
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Hungary

Greiner Bio-One Hungary Kit.
Phone +36 96 213 088
E-Mail office@hu.gbo.com

India

Greiner Bio-One INDIA Pvt., Ltd.
Phone +91 120 375 9291
E-Mail info@gboindia.com

Indonesia

Greiner Bio One Indonesia KPPA
Phone +62 812 1391 3900
E-Mail office@id.gbo.com

Italy

Greiner Bio-One ltalia S.r.l.
Phone +39 02 9438 3340
E-Mail office@it.gbo.com

Japan

Greiner Bio-One Co. Ltd.
Phone +81 3 3505 8875
E-Mail info@jp.gbo.com

Netherlands

Greiner Bio-One B.V.
Phone +31 172 4209 00
E-Mail info@nl.gbo.com

Portugal

VACUETTE Portugal S.A.
Phone +351 252 647 721
E-Mail info@vacuette.pt

Spain

Greiner Bio One Espana, S.A.U.
Phone +34 91 652 77 07

E-Mail info@es.gbo.com

Switzerland

Greiner Bio-One VACUETTE
Schweiz GmbH

Phone +417 1228 55 22
E-Mail office@ch.gbo.com

Thailand

Greiner Bio-One Thailand Ltd.
Phone +66 38 4656 33

E-Mail office@th.gbo.com

Turkey

Greiner Bio-One Turkey
Phone +90 216 576 6004
E-Mail office@tr.gbo.com

United Kingdom

Greiner Bio-One Ltd.
Phone +44 1453 8252 55
E-Mail info@Quk.gbo.com

USA

Greiner Bio-One North America Inc.
Phone +1 704 261-7800

E-Mail info@us.gbo.com

@
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Item no.

450091
450191
450092
450090

Item no.

450083
450081
450095
450084
450082
450096

Safety Products
SAFETY Blood Collection Set

SAFETY Blood Collection/Infusion Set

This version of the product can be used
for blood collection by assembling it with,
! = for example, a HOLDEX® or VACUETTE®

| = SAFELINK, or for short-term infusion for up to
‘ ) 5hours instead.
Safety mechanism: manual activation
Colour code Needle size Needle length Needle wall type Tubing length Tubing length Qty.inner / outer
®green 216 19 mm thin wall 7.5" 19cm 50/1,000
®qgreen 216 19 mm thin wall 12" 30cm 50/1,000
@ blue 2306 19 mm thin wall 75" 19cm 50/1,000
® orange 256 19 mm thin wall 75" 19 cm 50/1,000
SAFETY Blood Collection Set + Luer Adapter
This version of the SBC set has a Luer adapter
and can be used with aholder such as our
{ - standard tube holder or blood culture holder.
( ey
—
1p.d. 1.5.3 poz.
Safety mechanism: manual activation
Colour code Needle size Needle length Needle wall type Tubing length Tubing length Qty.inner / outer
@®green 216 19 mm thin wall 4" 10cm 50/ 1,000
@®green 216 19 mm thin wall 75" 19cm 50/ 1,000
®green 216 19 mm thin wall 12" 30cm 50/1,000
@ blue 236G 19 mm thin wall 4" 10cm 50/1,000
@ blue 236 19 mm thin wall 75" 19 ¢cm 50/1,000
@ blue 236G 19 mm thin wall 12" 30cm 50/1,000
® orange 256 19 mm thin wall 12" 30cm 50/1,000

450099

www.gbo.com



Safety Products
SAFETY Blood Collection Set

SAFETY Blood Collection/Infusion Set

This version of the product can be used
for blood collection by assembling it with,

! - for example, a HOLDEX® or VACUETTE®
SAFELINK, or for short-term infusion for up to

‘__ , B 5 hours instead.

e |

n

Safety mechanism: manual activation

Item no. Colour code Needle size Needle length Needle wall type Tubing length Tubing length Qty.inner / outer
450091 ®green 216 19 mm thin wall 7.5" 19cm 50/1,000
450191 ®qgreen 216 19 mm thin wall 12" 30cm 50/1,000
450092 @ blue 236 19 mm thin wall 7.5" 19cm 50/1,000
450090 ® orange 256 19 mm thin wall 75" 19 cm 50/1,000

SAFETY Blood Collection Set + Luer Adapter

This version of the SBC set has a Luer adapter
and can be used with a holder such as our
{ standard tube holder or blood culture holder.

1 p'd' 1.5.4 poZ. Safety mechanism: manual activation
Item no. Colour code Needle size Needle length Needle wall type Tubing length Tubing length Qty.inner / outer
450083 @®green 216 19 mm thin wall 4" 10cm 50/1,000
450081 ®green 216 19 mm thin wall 75" 19¢cm 50/ 1,000
450095 ®green 216 19 mm thin wall 12" 30cm 50/1,000
450084 @ blue 236 19 mm thin wall 4" 10cm 50/1,000
450082 @ blue 236 19 mm thin wall 75" 19cm 50/1,000
450096 @ blue 236 19 mm thin wall 12" 30cm 50/ 1,000
450099 ®orange 2506 19 mm thin wall 12" 30cm 50/1,000

www.gbo.com



Safety Products
SAFETY Blood Collection Set

SAFETY Blood Collection/Infusion Set

This version of the product can be used
for blood collection by assembling it with,
l = for example, a HOLDEX® or VACUETTE®

| = SAFELINK, or for short-term infusion for up to
‘ ) 5 hours instead.
Safety mechanism: manual activation
Item no. Colour code Needle size Needle length Needle wall type Tubing length Tubing length Qty.inner / outer
450091 ®green 216 19 mm thin wall 7.5" 19cm 50/1,000
450191 ®qgreen 216 19 mm thin wall 12" 30cm 50/1,000
450092 @ blue 236 19 mm thin wall 75" 19¢cm 50/1,000
450090 ® orange 256 19 mm thin wall 75" 19 cm 50/1,000
SAFETY Blood Collection Set + Luer Adapter
This version of the SBC set has a Luer adapter
and can be used with aholder such as our
{ - standard tube holder or blood culture holder.
( ey
i l —
1 p.d. 1.6 poz. Safety mechanism: manual activation
Item no. Colour code Needle size Needle length Needle wall type Tubing length Tubing length Qty.inner / outer
450083 @®green 216 19 mm thin wall 4" 10cm 50/ 1,000
450081 ®green 216 19 mm thin wall 75" 19cm 50/1,000
450095 ®green 216 19 mm thin wall 12" 30cm 50/1,000
450084 @ blue 236 19 mm thin wall 4" 10cm 50/1,000
450082 @ blue 236G 19 mm thin wall 75" 19 ¢cm 50/1,000
450096 @ blue 236 19 mm thin wall 12" 30cm 50/1,000
450099 ®orange 256 19 mm thin wall 12" 30cm 50/1,000
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VACUETTE® Safety Blood Collection / \

5103 Infusion Set
Instructions for Use

Intended Use

The VACUETTE® Safety Blood Collection/Infusion Set is used in routine blood collection procedures and/or the short-term infusion of
intravenous fluids. The winged needle is designed with a safety shield, which can be activated to cover the needle immediately
following blood collection/infusion to aid in the protection against accidental needlestick injury. The product is to be used by
appropriately trained healthcare professionals only in accordance with these instructions.

Product Description /—1 p.d 1.6.1 poz.

The VACUETTE® Safety Blood Collection/Infusion Set is_a_single-use, sterile, winged needle bonded to a flexible tubing with a
connector. It can be used with various systems for the collection of blood (luer adapter system, holder, Holdex™) and/or the infusion of
intravenous fluids with a luer system.

VACUETTE® SAFETY Blood Collection/Infusion Sets

Type Description
VACUETTE® Safety Blood Collection/Infusion Set Lr;/(jslt\g?nually wrapped and sterile allowing set to be used with a luer
VACUETTE® Safety Blood Collection Set Individually wrapped and sterile with Luer Adapter. (for use with e.g.
with Luer Adapter VACUETTE® Standard Tube Holder).

VACUETTE® Safety Blood Collection Set
with Luer Adapter and Holder
VACUETTE® Safety Blood Collection Set Individually wrapped and sterile ready to be used for blood collection.
with Holdex®

(This product contains dry natural rubber.)

Precautions/Cautions

Precautions

The device will perform as intended when the instructions are followed accordingly.

e Refrain from carelessly releasing the lock, or forcefully pulling the wing, as such actions may damage the integrity of the device

e Examine individual package for integrity of packaging prior to use. If packaging has been torn, do not use.

e Any used needle is considered contaminated and should be disposed of in an approved “sharps* biohazard container
immediately after use.

e Do not forcefully release or re-activate the safety mechanism after it has been activated.

e Keep hands behind needle at all times during use and disposal.

Caution

e Handle all biological samples and blood collection “sharps” (lancets, needles, Luer adapters, and blood collection sets) according
to the policies and procedures of your facility.

e Obtain appropriate medical attention in the case of any exposure to biological samples (for example, through a puncture injury),
since they may transmit HIV (AIDS), viral hepatitis, or other infectious disease.
Any used needle is considered contaminated and should be disposed of in an approved “sharps" biohazard container
immediately after use.

e Areuse of the product may cause harmful infections, injury or death.

e Discard all used Safety Blood Collection Sets and Blood Collection Sets together with the Holder in biohazard containers approved
for their disposal.

e Gloves should be worn at all times during venipuncture to minimize exposure hazard.

e The plasticizer DEHP is present in the fluid pathway of the Safety Infusion Set tubing. Leaching of DEHP is possible on contact
with lipids. Special care has to be taken when used on pregnant or nursing women and children.

e  Caution must be taken when collecting blood samples from immobilised, haemophliac or epileptic patients, for example.

e Due to the risk of surface contamination due to blood dripping from the used needle tip, it is recommended to dispose of the
needle with the tip directed upwards.

¢ Never cover the safety mechanism with sticking tape.

e Do not attempt to tamper with the safety mechanism after activation.

Storage of VACUETTE® Safety Blood Collection/Infusion Sets before use

Store the VACUETTE® Safety Blood Collection/Infusion Set at 4-36°C (40-96.8°F).

NOTE: Avoid exposure to direct sunlight. Exceeding the maximum recommended storage temperature may lead to impairment of the
VACUETTE® Safety Blood Collection/Infusion Set quality.
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Handling of the VACUETTE® Safety Blood Collection/Infusion Sets

safety mechanism.

If collecting a blood sample, select appropriate tube(s) and VACUETTE® Safety Blood Collection Set.
B. Remove VACUETTE® Safety Blood Collection/Infusion Set from packaging. Check to make sure that the wing protector is securely locked into its

NOTE: If individual packaging has been opened or tampered with, please choose another needle.

C. Select site for venipuncture. Apply tourniquet and prepare site with appropriate antiseptic. DO NOT PALPATE site after cleansing. Carefully remove

needle cap from safety-winged needle.

D. Blood Collection/ Infusion

E. Activation of safety mechanism

Fig.1

Perform  venipuncture  with
patient's arm in downward
position.

Fig.2
Flashback will confirm
successful venipuncture.
Immobilize the winged needle
with tape when necessary.

. Collect blood
or
. Begin infusion

NOTE: Before connecting
infusion line, remove cap from

Fig.3

After completion of blood
collection/infusion, hold the
gauze down with one hand.
With the other hand, activate
the safety mechanism by
pressing in both sides of the
hub to engage the lock.

NOTE: Do not apply undue
pressure to the puncture site.

Fig.4

Slide the safety mechanism
backward until an audible click
is heard.

The click is a sign that the safety
mechanism has been correctly
activated.

NOTE: Maintain pressure on the
puncture site according to

female luer adapter. facility protocol.

Activation of safety mechanism (detail)

It is recommended to_activate the safety mechanism when_the blood collection/infusion_has been

completed and the VACUETTE® Safety Blood Collection/Infusion Set is in the patient’s vein.

F. Disposal

NOTE: Do not apply undue pressure to the puncture site.

Fig.5 a. Activate the safety mechanism by pressing in both sides of the hub with one hand to release the
Promptly dispose of lock.
VACUETTE®  Safety  Blood b. Slide the hub backward.
Collection/Infusion Set in an c. An audible click is heard when the safety mechanism has been correctly activated. Verify that the
approved disposal container in safety mechanism is secured against the wing protector. The needle will be completely retracted
accordance with the into the wing protector.

procedures of your facility.

NOTE: Maintain pressure on the puncture site according to facility protocol.

Label information Reference:

Item number

LOT| Lot number: Batch number

Expiry Date: Product can be used until the end of
the month indicated

Symbol for “sterilisation with ethylene oxide gas”

(30 Symbol for “single use only”

CLSI (Clinical Laboratory Safety Institute)
H3-A6 Procedures for the Collection of Diagnostic Blood
Specimens by Venipuncture; Approved Standard-Sixth Edition

980224 Rev.05, 01.2009

<>
greiner bio-one
Headquarters: Greiner Bio-One GmbH, 4550 Kremsmunster, Austria Tel: (+43) 07583/6791, Fax: (+43) 07583/6318

Greiner Bio-One Vacuette® North America Inc., 4238 Capital Drive, Monroe, NC 28112, U.S.A. Tel (01) 888-286-3883
www.gbo.com/preanalytics / office@at.gbo.com
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VACUETTE" e

O e step ohead B gl’EiHEI’ bio-one
c € VACUETTE® Saugus kraujo surinkimo rinkinys :
0123 Naudojimo instrukcijos \ X

Skirta naudoti:
VACUETTE® saugaus kraujo surinkimo rinkinys yra naudojamas rutininése venos punkcijos procediirose. Adata su sparneliais yra kartu su
apsauginiu skydeliu, kuris yra aktyvuojamas iSkart po kraujo surinkimo, taip i§vengiant netyc¢inio adatos jdiirimo rizikos. Sis produktas gali

biiti naudojamas atitinkamai apmokyto medicinos personalo ir tik laikantis $iy instrukcijy. 1 p. d1.6.1 poz.

Produkto apraSymas:VACUETTE® saugaus kraujo surinkimo rinkinys yra vienkartinio naudojimo, sterilus, adata su sparneliais yra prijungta
prie lankscios zarnelés su Luer adapteriu. Galima jsigyti kartu su papildomu Luer adapteriu ar Luer adapteriu 1r laikikliu.

Atsargumo priemonés:
Priemoné veiks pagal apraSyma tik tada, jei laikysités Zemiau pateikty nurodymuy. Jei uzraktas bus atleidziamas neatsargiai ar sparnelis bus
traukiamas jéga, prietaiso vientisumas bus paZzeistas.

e  Pries naudojimg gerai apzitirékite pakuote, ar néra pazeistas jos vientisumas. Jei pakuoté yra praplésta — prietaiso nenaudokite.

e  Panaudota adata yra laikoma uZterSta ir turi buiti iSmetama j atitinkama aStriy daikty konteinerj iSkart po panaudojimo.

e  Nebandykite jéga atrakinti ar i§ naujo aktyvuoti saugos mechanizmo po to, kai jis jau buvo aktyvuotas.

e Naudojimo ir iSmetimo metu rankas laikykite uz adatos.

Ispéjimai:

e  Dirbdami su visais biologiniais méginiais ir a$triomis kraujo paémimo priemonémis (lancetais, adatomis, luer adapteriais ir kraujo
surinkimo komplektais) laikykités darbo procediiry ir politikos.

. Atkreipkite tinkama démesj j darbg su biologiniais méginiais (pvz., punkcijos metu), kadangi jie gali pernesti ZIV (AIDS), virusinj
hepatita bei kitus infekcinius susirgimus.

e Visas kraujo surinkimui skirtas aStrias priemones priemonémis (lancetus, adatas, luer adapterius ir kraujo surinkimo komplektus)
iSmeskite  biorizikos konteinerius, skirtus jy utilizavimui.

e  Atliekant venos punkcijg visada dévékite pirstines, kad iSvengtuméte pavojingo kontakto su krauju.

VACUETTE® saugaus kraujo surinkimo rinkinio laikymas prie§ naudojima

Laikykite VACUETTE® saugaus kraujo surinkimo rinkinj prie 4-25°C (40-77°F). PASTABA: Venkite tiesioginiy saulés spinduliy. Laikymas
didesnéje nei nurodyta temperatiiroje gali sugadinti VACUETTE® saugaus kraujo surinkimo rinkinj. PASTABA: VACUETTE® saugaus
kraujo surinkimo rinkinio sudétyje yra DEHP plastikuoto polivinilchlorido.

VACUETTE® saugaus kraujo surinkimo rinkinio naudojimas
A. JeiruoSiatés surinkti krauja, pasirinkite tinkama mégintuvelj (-ius) ir VACUETTE® saugaus kraujo surinkimo rinkinj.
B. I8imkite VACUETTE® saugaus kraujo surinkimo rinkinj i§ pakuotés. Patikrinkite, ar sparnelio apsauga yra saugiai uzrakinta
saugumo mechanizmu. PASTABA: Jei pakuoté buvo atidaryta, pasirinkite kitq adatq.
C. Pasirinkite venos punkcijos vieta. Uzdékite turniketa ir patepkite pasirinktg vieta antiseptiku. Po dezinfekavimo NEPALPUOKITE
pasirinktos vietos. Suimkite VACUETTE® saugaus kraujo surinkimo rinkinio sparnelius ir atsargiai nuimkite adatos dangtelj nuo
adatos.

D. Venos punkcija E. Saugumo mechanizmo aktyvavimas

=
D. Venos punkcija
Atlikite venos punkcijg, laikydami paciento ranka nuleistg Zemyn.

Atitraukimas uztikrina sékmingg venos punkcija. Jei reikia, imobilizuokite adatg pleistru. Krauja surinkite ] VACUETTE® kraujo
surinkimo mégintuvélius.
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E. Po kraujo surinkimo, viena ranka suimkite sparnelius. Kita ranka aktyvuokite saugos mechanizma paspausdami abi jvorés puses, kad

uZraktas suveikty. PASTABA: bereikalingai nespauskite punkcijos vietos.
Traukite saugos mechanizma atgal, kol pasigirs kliktel¢jimas. Sis garsas reikia, kad mechanizmas yra tinkamai aktyvuotas. PASTABA:

Punkcijos vietq spauskite laikydamiesi jstaigos protokolo.

F. ISmetimas

Nedelsiant iSmeskite VACUETTE® saugaus kraujo surinkimo rinkinj j atitinkama konteinerj, laikydamiesi
Jisy jstaigoje taikomy procediiry

Saugos mechanizmo aktyvavimas

G. Rekomenduojama saugos mechanizma aktyvuoti tada, kai kraujo surinkimo procediira yra pilnai baigta, o VACUETTE® saugaus
kraujo surinkimo rinkinio adata yra paciento venoje. PASTABA: bereikalingai nespauskite punkcijos vietos.

a.  Saugos mechanizmas yra aktyvuojamas paspaudus abi jvorés puses (uzraktas atsilaisvina).

b. Patraukite jvor¢ atgal.
c. Jei mechanizmas yra tinkamai aktyvuotas - pasigirsta kliktel¢jimas. Patikrinkite, ar saugos mechanizmas uzsirakino. Adata

turi biiti pilnai jtraukta i sparneliy apsauga.
PASTABA: Punkcijos vietq spauskite laikydamiesi jstaigos protokolo.
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Comparison Testing of Needles and Packaging of various
Blood Collection Sets

Background:

The Greiner Bio-One portfolio includes various blood collection sets. The product range
encompasses blood collection sets as well as safety blood collections sets with various needle
sizes. One of the most frequently used needle size is 23G x 19 mm. In order to enable
phlebotomists to perform venipunctures which cause as little pain as possible, sharp needles
without any burrs are required. Such products are offered on the market by various companies.
The needle points can vary in terms of shape, size and number of bevels. In addition, the wall
thickness of the needles may vary.

The test was carried out by way of mechanical testing done by Melab Medizintechnik und Labor,
a German laboratory accredited to carry out tests according to the standards listed below.

Study Obijective:

This test was carried out to investigate the effect of these various attributes on needle sharpness
and to determine Greiner Bio-One’s needle quality when comparing it to well-established as well
as new competitor products. To that purpose, penetration and friction force as well as geometry tests
and optical inspections were carried out.

Study design and procedure: 1pd. 151,161
. . 0zZ.
The following needles were all of the size 23G x 19mm. P )
Sample Descriotion Size(mm) Bevel }e/edle tube | Sterilisation
P P Type L thickness method
=
A | SAFETY Blood Collection Set | a o) | _3bevel | Thinwalled EO

Safety blood collection set 23G

B with manually activated 3 bevel | Thin walled EO
L ) (0,6 x 19)

sliding mechanism

Semi-automatic safety blood

C | collection set with ultra thin 23G | 5pevel | EXrathin | oo diation
(0,6 x 19) walled
walled needles
p | Semi-automatic safety blood 23G | 3pevel | Thinwalled | Radiation
collection set (0,6 x 19)

The penetration tests were performed immediately after unpacking in order to minimize the chances of
unintended damage during handling.

1. Penetration Force Tests according to DIN 13097-4
Testing Method
The penetration force tests were performed according to the Standard DIN 13097-4. The penetration
characteristics were recorded as load/penetration length chart while the cannula is piercing the

polyurethane foil. The testing material polyurethane is described in the Standard DIN 13097-4. It is
sensitive for the
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Piercing resistance of the tip
Sharpness of the cutting edges
Dilatation resistance

Surface Treatment — Friction

Equipment: Penetrometer DEKA 9, load cell +/- 200 N
Parameter: Testing Medium: GBO Foil 0.4 mm
Testing Speed: 100 mm /min
Testing Length: 10 mm
Testing Direction: perpendicular

Testing Procedure: The samples were prepared by unpacking them from the sterile package. The needles
were cut from the tube and fixed on the needle holder. A new foil area was then fixed in the foil holder.
The test was started by the needle penetrating the foil. The load and testing length charts were recorded
and a statistical protocol prepared.

2. Geometry
Equipment: Facet Angle Measurings Station FACET
Stereomicroscope Olympus SZH
Profileprojector Werth
Micrometer Mitutoyo

The geometry was measured for 6 samples to determine the bevel geometry.

3. Optical Inspections

The needles were inspected under the microscope. Significant deviations were documented by printed
video images. Type and size of the deviation were determined.

Equipment: Stereo-Microscope Olympus SZH
Video-Printer

Results:

Results of the Penetration Load Tests (DIN 13097-4)
FO — Maximum of the piercing phase (Tip resistance FO / tip penetrates)
F1 — Maximum of the cutting phase (Load peak F1 / end of cutting phase)

F2 — Maximum of the dilatation phase (Load peak F2 / heel passes)
FR — Mean Value of the Friction Phase (55% to 95% of the testing length; Friction FR / shaft glides)

Einstechkraftmessung an medizinischen Kaniilen Penetration Load Measurement of Cannulae
— —_— < = : .
> _} __% > x> 4&/—:‘:/ =§1::
h ' ' ' '
Spitze trifft auf | Spitze drickt ‘ Spitze dringt durch ‘ Schneidphase 1 Schnitt beendet ‘ Schnittaufweitung | Auge passiert ‘ Schaft gleitet
Tip approaching | Tip presses ‘ Tip penetrates ‘ Cutting phase ‘ End of cutting phase ‘ Dilatation of the cut ‘ Heel passes ‘ Shaft slides
N N ~ 1 N 1 N n R ~ 1 2]
/ / //ﬁ‘t / ,""/.‘\ /"/ A". //M‘\
Y "y - dAd
me we | mm mm !/" _ / we o \
| Kraftanstieg ‘ Spitzenwiderstand FO ‘ Schneidwiderstand | Kraftspitze F1 ‘ Aufweitkraftanstieg | Kraftspitze F2 Gleitreibung FR

| Rising load ‘ Tip resistance FO ‘ Cutting resistance ‘ Load peak F1 ‘ Dilatation load rise ‘ Load peak F2 ‘ Friction FR

(For an explanation of the meaning of these results when relating them to the sensation of pain felt during
a venepuncture please refer to the Conclusion in the Annex at the end of the document.)
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Table: Results of the penetration load tests

Sample | Size (mm) | Number FO F1 F2 FR
of pieces min-max min-max min-max min-max

tested in N in N in N in N

A 23G 30 0,60 0,80 0,85 0,04
(0,6 x19) 0,55-0,65 0,75-0,85 0,80- 0,98 0,03-0,06

B 23G 30 0,70 1,05 0,80 0,05
(0,6 x19) 0,50-1,10 0,80-1,27 0,70- 1,05 0,04-0,07

C 23G 30 0,40 1.20 1,15 0,04
(0,6 x19) 0,30-0,48 1,10-1,36 1,00- 1,35 0,03-0,06

D 23G 30 0,60 0,98 0,80 0,04
(0,6 x19) 0,50-0,80 0,80-1,14 0,65- 1,00 0,05-0,03

Statistical graphs of the Penetration Forces

in the testing foil

Pictures of the needle points

Sample A Sample A
2,0
A
19 ()
z I3 4
0B // b
08
0 Testing Length mm
Sample B Sample B
2,0
A
\ t¥]
Ay |
o
o;el Lﬂg
0 Testing Length mm
Sample C Sample C
2,0 A
[\
Sample D Sample D
2,0
1,5

1& A
08!

0 2 Testing Length.
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Geometry

The geometrical measures are listed in the table below. The nomenclature of the measures is according

to DIN 13097 (ISO 7864) and ISO 9626:

OD - outside diameter

ID - inside diameter

s - wall thickness (not standard)

A - Point Length

C - Secondary Bevel Length

a - Primary Bevel Angle

y - Combined Secondary Bevel Angle (Facet Angle)
RW - regular walled

TW - thin walled

ETW - extra thin walled

Table: Geometry of the Cannula

Optical inspections

Tip defects which the products were checked for were:

Hook to inside

Hook to outside

Tip blunt

Tip polished to blunt or

Angle of the Hook > 90 degree regarding the needle’s axis,

Tip missing
Burrs

]

-~

l—'lj—

oD ID Bevel A Cc a Y
mean mean mean mean mean mean
min-max min-max | min-max | min-max
mm mm mm mm degree | degree
Specification | 0,600-0,673 | RW>0,317
ISO 9626 TW>0,370
23G ETW>0,460
Sample A 0,640 0,397 3- 2,073 0,927 13,3 115
(TW) Bevel | 2,009-2,141 | 0,879-0,952 | 13-14 [114-116
Sample B 0,633 0,405 3- 2,031 1,027 11,9 95
(TW) Bevel | 1,811-2,205 | 1,002-1,042 | 11,5-13 | 84-100
Sample C 0,637 0,528 5- 2,369 1,869 11,1 2x100
(ETW) Bevel | 2,334-2,413 | 1,849-1,891 | 10,8-11,5
Sample D 0,637 0,404 3- 1,980 1,046 12,6 106
TW Bevel | 1,911-2,056 | 0,948-1,129 | 12-13,5 | 91-122
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Sketch 1: Tip defects — left to right
1: Hook to outside
2: Hook to inside
3: Tip blunt (side view)
4: Tip blunt (back view)

No remarkable defects were detected on the tested needles. This is also confirmed by the penetration
charts as there is no significant peak at FO.

Conclusion:

The needle tubes of sample A, B and D were thin-walled, the needle tube of sample C was extra thin-
walled. The needle points of sample A, B and D were three bevelled, the needle point of sample C was 5-
bevelled.

The penetration forces of sample A, B and D were very low and showed similar behaviour. The Greiner
Bio-One SAFETY Blood Collection Set had the lowest force during the cutting phase (F1). This, together
with the piercing and dilation phase, is the most relevant measure in regards to the sensation of pain, as
it depicts the force of needle tip penetration through the skin during a venepuncture. The friction forces
are equally relevant in regards to pain, as high friction forces mean a difficult movement of the needle
through the tissue after it has been penetrated by the needle tip. This resistance is also felt as a painful
sensation. The friction forces (FR) of all samples were very low, with the SAFETY Blood Collection Set
having the same low measurement as two of the competitor products, and the third competitor product
showing higher forces.

Another important aspect, in addition to the average measurement results, is the variation of results within
a sample group of tested items. In the laboratory report, large tolerances for the lancet angle Gamma at
the samples B and D were noted. It was specifically pointed out by the external laboratory that Sample A
(Greiner Bio-One SAFETY Blood Collection Sets) had remarkably good values with a very low variation
within the sample group.

Also, it was stated by the external lab that according to their assessment the point geometry of sample C
may have a tissue coring tendency.

In summary, sample A (Greiner Bio-One SAFETY Blood Collection Set) is the product which by external
assessment achieved remarkably good results in regards to the measurements from which a conclusion
regarding the sensation of pain can be drawn, and for which no additional problematic observations were
made by the external laboratory carrying out the tests.

Test of package opening force

In addition to the sharpness of the needle, an aspect which has an impact on the usability of the device is
the opening force of the individual package. A repeated difficult opening of a medical device package may
even lead to a repeated strain injury, which is why in certain markets the opening force of the device is
awarded certain points during a tender decision process.

The opening force of the Greiner Bio-One SAFETY Blood Collection Sets was tested in an internal test,
carried out by Greiner Bio-One, in comparison with competitor devices.

Tested products

Sample Description Lot.No.
A GBO Safety Blood Collection / Infusion Set, 21G x 34", 19 cm tubing 15J17
B Semi-automatic safety blood collection set, 30 cm tubing 4196944
C Semi-automatic safety blood collection set, 19 cm tubing 4125957
D Safety blood collection set with manually activated sliding mechanism, 30 cm tubing | 6034602
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Testing procedure

The packaging of the products was attached to the Zwick and Roell tension and compression measuring
device in a way that the flaps or parts of the packaging intended for opening were held by the clamping
jaws. The tension test was carried out until the packaging opened completely, and the maximum force for
opening the different products was recorded and compared.

Results
(o))
£ Sample A Sample B Sample C Sample D
c =z
8_.
o3 mean 1,4 8,6 8,5 15,8
¥ ) std 0,2 0,6 0,5 1,4
© U min 1,1 7,9 8,0 14,7
= max 1,7 9,0 9,0 17,3
range 0,6 1,1 1,1 2,6
18
16 f
B Sample A
[] Sample B
14 ¢ I Sample C
[ Sample D
12 f
Z 10t
S
£ 8t
6 L
4t
2 L
0
Conclusion:

The results show that the Greiner Bio-One SAFETY Blood Collection Sets have clearly the lowest opening
forces for the single pouch packaging.

MELABO1 Rev.0
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Safety Products
SAFETY Blood Collection Set

SAFETY Blood Collection/Infusion Set

This version of the product can be used
for blood collection by assembling it with,

! - for example, a HOLDEX® or VACUETTE®
SAFELINK, or for short-term infusion for up to

‘__ , B 5 hours instead.

e |

n

Safety mechanism: manual activation

Item no. Colour code Needle size Needle length Needle wall type Tubing length Tubing length Qty.inner / outer
450091 ®green 216 19 mm thin wall 7.5" 19cm 50/1,000
450191 ®qgreen 216 19 mm thin wall 12" 30cm 50/1,000
450092 @ blue 236 19 mm thin wall 7.5" 19cm 50/1,000
450090 ® orange 256 19 mm thin wall 75" 19 cm 50/1,000

SAFETY Blood Collection Set + Luer Adapter

This version of the SBC set has a Luer adapter
and can be used with a holder such as our
{ standard tube holder or blood culture holder.

1 p'd' 1.6.2 poZ. Safety mechanism: manual activation
Item no. Colour code Needle size Needle length Needle wall type Tubing length Tubing length Qty.inner / outer
450083 @®green 216 19 mm thin wall 4" 10cm 50/1,000
450081 ®green 216 19 mm thin wall 75" 19¢cm 50/ 1,000
450095 ®green 216 19 mm thin wall 12" 30cm 50/1,000
450084 @ blue 236 19 mm thin wall 4" 10cm 50/1,000
450082 @ blue 236 19 mm thin wall 75" 19cm 50/1,000
450096 @ blue 236 19 mm thin wall 12" 30cm 50/ 1,000
450099 ®orange 2506 19 mm thin wall 12" 30cm 50/1,000

www.gbo.com
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SAFETY Blood Collection Sets

Specially for difficult vein conditions
The SAFETY Blood Collection Set has been specially developed for patients
with difficult vein conditions , but is equally suitable for any regular blood tak-

ing situation, due to the gentle comfort it provides to a patient.

As the protection mechanism is activated whilst the needle is still in the vein,

a high level of safety is ensured. Correct activation via retraction is indicated

by an acoustic signal.

Protect yourself and your employees from the risk of needlestick injury.
Every needlestick injury is one too many.

Transparent
View Window

The transparent view
window provides clear
vein entry indication.

Optional

[t can be used for blood
collection or infusion for
up to five hours.

1p.d. 162

Safety Mechanism

Simple activation of
the safety mechanism
via lightly pressing in
both sides of the hub.
Correct activation

is indicated by an
acoustic signal.

-

-

L More Flexibility

Assorted tube lengths
offer more flexibility for
blood collection.

SAFETY Blood Collection Sets Combination Products

As a practical combination product, the SAFETY Blood Collection Set is also available pre-assembled.

SAFETY Blood Collection Set
+ Luer Adapter

<> Pre-attached set with Luer adapter
in sterile blister pack.

T

<> Handling is optimised.

SAFETY Blood Collection Set + Holder

<> Pre-attached set with holder in sterile blister pack.
<> No threading necessary.

<> A practical, ready-to-use solution that saves time.

Item No. 450080
Item No. 450085-88
Item No. 450160-61

SAFETY Blood Collection Set !
+ Blood Culture Holder ’

<>  Pre-attached set with Blood Culture Holder {
in sterile blister pack. ”\\
<> Designed for use with most commonly used 3

blood culture bottles and VACUETTE® blood
collection tubes in one procedure.

<> The set is sterile and pre-assembled for convenience,
cost effectiveness and ensures your patient only has
to undergo one venipuncture for all procedures. —

ltem No. 450182-85

ltem No. 450081-84 ~a }(
ltem No. 450095-96 /
ltem No. 450099

1 p.d. 1.6.2 poz.

Instructions for Use *

PP

1 Remove
protective cap

6 Audible click
indicates activation

4 Remove the last tube

1 p.d. 1.6.2 poz.

7 Activated SAFETY
Blood Collection Set

For the complete handling
recommendation please refer
to the Instructions for Use

for each product.

5 Activate the safety

mechanism (oy pressing
down and pulling back the
lighter coloured area)

8 Disposal

4

www.gbo.com/preanalytics I
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SAFETY Blood Collection Sets

Item. No. Description Packaging
Inner Outer

SAFETY Blood Collection/Infusion Sets (sterile)

450090 SAFETY Blood Collection/Infusion Set tubing length: 19cm | 25G x 3/4“ | 50 pcs. 1000 pcs.
450091 SAFETY Blood Collection/Infusion Set tubing length: 19cm | 21G x 3/4“ | 50 pcs. 1000 pcs.
450191 SAFETY Blood Collection/Infusion Set tubing length: 30cm | 21G x 3/4“ | 50 pcs. 1000 pcs.
450092 SAFETY Blood Collection/Infusion Set tubing length: 19cm | 23G x 3/4“ | 50 pcs. 1000 pcs.
450192 SAFETY Blood Collection/Infusion Set tubing length: 30cm | 283G x 3/4“ | 50 pcs. 1000 pcs.

SAFETY B

SAFETY Blood Collection Set

lood Collection Sets + Luer Adapters (sterile)

SAFETY B

+ Luer Adapter

lood Collection Sets + Holders (sterile)

4500883 T Luer Adapter tubing length: 10cm | 21G x 3/4“ | 50 pcs. 1000 pcs.
450081 fALEE{XE;%?ngO”GC“O” Set tubing length: 19cm | 21G x 3/4* | 50 pcs. 1000 ps.
450095 fﬁgﬁ%@‘ggoo"ewo” Set tubing length: 30cm | 21G x 3/4“ | 50 pcs. 1000 pcs.
450084 | 1) henooe ©lL p.d. 1.6.2 poz. fobiag length: 10cm | 23Gx 3/4° | 50 pes. 1000 pes.
450082 f’ﬁ'g—rr)&g;%?groo”e‘mon Set tubing |engt?19cm 23G x 3/4“ | 50 pcs. 1000 ps.
450096 fﬁg&%‘;‘ggfo"ewo” Set tubing length: 30cm | 23G x 3/4* | 50 pcs. 1000 pes.
450009 | SAFETY Blood Collection Set tubing length: 30cm | 25G x 3/4* | 50 pcs. 1000 pes.

SAFETY B

SAFETY Blood Collection Set

lood Collection Sets + Blood Culture Holders (sterile)

450087 SAFETY Blood Collection Set + Holder | tubing length: 10cm | 21G x 3/4“ | 24 pcs. 240 pcs.
450085 SAFETY Blood Collection Set + Holder | tubing length: 19cm | 21G x 3/4" | 24 pcs. 240 pcs.
450160 SAFETY Blood Collection Set + Holder | tubing length: 30cm | 21G x 3/4“ | 24 pcs. 240 pcs.
450088 SAFETY Blood Collection Set + Holder | tubing length: 10cm | 23G x 3/4" | 24 pcs. 240 pcs.
450086 SAFETY Blood Collection Set + Holder | tubing length: 19cm | 23G x 3/4" | 24 pcs. 240 pcs.
450161 SAFETY Blood Collection Set + Holder | tubing length: 30cm | 23G x 3/4“ | 24 pcs. 240 pcs.
450080 SAFETY Blood Collection Set + Holder | tubing length: 30cm | 25G x 3/4“ | 24 pcs. 240 pcs.

+ Blood Culture Holder

450182 + Blood Culture Holder tubing length: 19cm | 21G x 3/4“ | 24 pcs. 240 pcs.
SAFETY Blood Collection Set - . 5

4501883 = Sloed Sl e Heer tubing length: 19cm | 23G x 3/4 24 pcs. 240 pcs.
SAFETY Blood Collection Set : . «

450184 = Blosd Euliue Selder tubing length: 30cm | 21G x 3/4 24 pcs. 240 pcs.

450185 | SAFETY Blood Collection Set tubing length: 30cm | 23G x 3/4* | 24 pcs. 240 pes.

These products are not made with natural rubber latex or DEHP.

(&)
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Austria (Main Office)
Greiner Bio-One GmbH
Phone +43 7583 6791-0
E-Mail office@at.gbo.com

Brazil

Greiner Bio-One Brasil
Phone +55 19 3468-9600
E-Mail office@br.gbo.com

China

Greiner Bio-One Suns Co., Ltd.
Phone +86 10 83 55 19 91
E-Mail office@cn.gbo.com

France

Greiner Bio-One SAS
Phone +33 169 86 25 25
E-Mail accueil@gbo.com

Germany

Greiner Bio-One GmbH/Preanalytics
Phone +49 7022 948-0

E-Mail office@de.gbo.com

<>

greiner bio-one

EE—

Hungary

Greiner Bio-One Hungary Kit.
Phone +36 96 213 088
E-Mail office@hu.gbo.com

India

Greiner Bio-One INDIA Pvt., Ltd.
Phone +91 120 375 9291
E-Mail info@gboindia.com

Indonesia

Greiner Bio One Indonesia KPPA
Phone +62 812 1391 3900
E-Mail office@id.gbo.com

Italy

Greiner Bio-One ltalia S.r.l.
Phone +39 02 9438 3340
E-Mail office@it.gbo.com

Japan

Greiner Bio-One Co. Ltd.
Phone +81 3 3505 8875
E-Mail info@jp.gbo.com

Netherlands

Greiner Bio-One B.V.
Phone +31 172 4209 00
E-Mail info@nl.gbo.com

Portugal

VACUETTE Portugal S.A.
Phone +351 252 647 721
E-Mail info@vacuette.pt

Spain

Greiner Bio One Espana, S.A.U.
Phone +34 91 652 77 07

E-Mail info@es.gbo.com

Switzerland

Greiner Bio-One VACUETTE
Schweiz GmbH

Phone +417 1228 55 22
E-Mail office@ch.gbo.com

Thailand

Greiner Bio-One Thailand Ltd.
Phone +66 38 4656 33

E-Mail office@th.gbo.com

Turkey

Greiner Bio-One Turkey
Phone +90 216 576 6004
E-Mail office@tr.gbo.com

United Kingdom

Greiner Bio-One Ltd.
Phone +44 1453 8252 55
E-Mail info@Quk.gbo.com

USA

Greiner Bio-One North America Inc.
Phone +1 704 261-7800

E-Mail info@us.gbo.com

@
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Item no.

450091
450191
450092
450090

1 p.d. 1.6.3 poz.

Item no.

450083
450081
450095
450084
450082
450096

Safety Products
SAFETY Blood Collection Set

SAFETY Blood Collection/Infusion Set

This version of the product can be used
for blood collection by assembling it with,
! = for example, a HOLDEX® or VACUETTE®

| = SAFELINK, or for short-term infusion for up to
‘ ) 5hours instead.
Safety mechanism: manual activation
Colour code Needle size Needle length Needle wall type Tubing length Tubing length Qty.inner / outer
®green 216 19 mm thin wall 7.5" 19cm 50/1,000
®qgreen 216 19 mm thin wall 12" 30cm 50/1,000
@ blue 236 19 mm thin wall 75" 19¢cm 50/1,000
® orange 256 19 mm thin wall 75" 19 cm 50/1,000
SAFETY Blood Collection Set + Luer Adapter
This version of the SBC set has a Luer adapter
and can be used with aholder such as our
{ - standard tube holder or blood culture holder.
( ey
—
Safety mechanism: manual activation
Colour code Needle size Needle length Needle wall type Tubing length Tubing length Qty.inner / outer
@®green 216 19 mm thin wall 4" 10cm 50/ 1,000
@®green 216 19 mm thin wall 75" 19cm 50/ 1,000
®green 216 19 mm thin wall 12" 30cm 50/1,000
@ blue 236 19 mm thin wall 4" 10cm 50/1,000
@ blue 236 19 mm thin wall 75" 19 cm 50/1,000
@ blue 236G 19 mm thin wall 12" 30cm 50/1,000
® orange 256 19 mm thin wall 12" 30cm 50/1,000

450099

www.gbo.com
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Item no.

450091
450191
450092
450090

1 p.d. 1.6.4 poz.

Item no.

450083
450081
450095
450084
450082
450096
450099

Colour code

®green
®green
@ blue

® orange

Colour code

@®green
®green
®green
@ blue
@ blue
@ blue

®orange

= 1l

n

Needle size

216
216
236
2506

Needle size

216
216
216
2306
2306
2306
25606

Needle length

19 mm
19 mm
19 mm

19 mm

/

Needle length

19 mm
19 mm
19 mm
19 mm
19 mm
19 mm

19 mm

Safety Products
SAFETY Blood Collection Set

SAFETY Blood Collection/Infusion Set

This version of the product can be used

for blood collection by assembling it with,

for example, a HOLDEX® or VACUETTE®
SAFELINK, or for short-term infusion for up to
5 hours instead.

Safety mechanism: manual activation

Needle wall type Tubing length Tubing length Qty.inner / outer

thin wall 7.5" 18 cm 50/1,000
thin wall 12" 30cm 50/ 1,000
thin wall 7.5" 18cm 50/1,000
thin wall 7.5" 18 cm 50/1,000

SAFETY Blood Collection Set + Luer Adapter

This version of the SBC set has a Luer adapter
and can be used with a holder such as our
standard tube holder or blood culture holder.

Safety mechanism: manual activation

Needle wall type Tubing length Tubing length Qty.inner / outer

thin wal 4 10em 50/ 1,000
thin wall 75" 19 em 50 /1,000
thin wal 12° 30cm 50 /1,000
thin wal 4 10em 50/ 1,000
thin wal 75" 19 cm 50/ 1,000
Thinwall 12 30cm 50/ 1,000
thin wal 12" 30cm 50 /1,000

www.gbo.com



VACUETTE® <

G ne step ahead - greiner bio-one

C€ Evacuated Blood Collection System @

For In Vitro Diagnostic Use
Intended Use

VACUETTE® Blood Collection Tubes, Holders and Needles are used together as a system for the collection of venous blood.
VACUETTE® tubes are used to collect, transport, store and process blood for testing serum, plasma or whole blood in the clinical
laboratory and are for professional use.

Product Description

VACUETTE® tubes are plastic tubes with a pre-defined vacuum for exact draw volumes. They are fitted with colour-coded
VACUETTE® Safety Caps (see table below). The tubes, additive concentrations, volume of liquid additives, and their permitted
tolerances, as well as the blood-to-additive ratio, are in accordance with the requirements and recommendations of the
international standard ISO 6710 “Single-use containers for venous blood specimen collection”. Additive choice depends on the
analytical test method. It is specified by the manufacturer of the test reagents and/or instrument on which the test is performed.

Tube interiors are sterile.
VACUETTE® Safety Cap Colour Codes*

Description Safety Cap Colour Cap Inner Ring Colour
No Additive Tubes

Z No Additive white black
Coagulation Tubes

9NC Coagulation sodium citrate 3.2% light blue black

9NC Coagulation sodium citrate 3.8% light blue black

CTAD light blue yellow
Serum Tubes

CAT Serum Clot Activator red black

CAT Serum Sep Clot Activator (Gel Tubes) red yellow

CAT Serum Fast Sep orange yellow
Heparin Tubes

LH Lithium Heparin green black

LH Lithium Heparin Sep (Gel Tubes) green yellow

AH Ammonium Heparin green black

NH Sodium Heparin green black
EDTA Tubes (haematology)

K2E K2EDTA (also immuno haematology) lavender black

K3E K3EDTA (also immuno haematology) lavender black
EDTA Tubes (molecular diagnostics and viral load detection)

K2E K2EDTA lavender black

K2E K2EDTA Sep (Gel Tubes) lavender yellow
Glucose Tubes

FE Sodium Fluoride / EDTA (K2E / K3E) grey black

FX Sodium Fluoride / Potassium Oxalate grey black

LH Lithium Heparin and lodoacetate grey black

FH Sodium Fluoride / Sodium Heparin grey black

FC Mix Tubes %:?k/ E:th
Crossmatch Tubes

CAT Clot Activator pink black

K3E K3EDTA pink black
Blood Grouping Tubes

ACD-B yellow black

ACD-A yellow black

CPDA yellow black
Trace Element Tubes

NH Sodium Heparin royal blue black

Z No Additive royal blue black
ESR Tubes (IFU 980232)
Homocysteine Detection Tubes

Buffered sodium citrate / citric acid solution white red

(Tubes with smaller draw volumes of 1ml or 2 ml have a white inner ring.)

*Example of standard colours. Colour may vary for specific order numbers and/or due to local requirements.

980200_Rev22_09-2018
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Coagulation Tubes and CTAD Tubes

VACUETTE® 9NC Coagulation Sodium Citrate Tubes are filled with buffered tri-sodium citrate solution. Citrate concentrations of
either 0.109 mol/l (3.2 %) or 0.129 mol/l (3.8 %) are available. The choice of the concentration depends upon the policies of the
laboratories. The mixing ratio is 1 part citrate to 9 parts blood.

VACUETTE® CTAD Tubes contain buffered citrate solution, theophylline, adenosine and dipyridamole.

Coagulation and CTAD tubes are used for coagulation tests. 1 D d 1.7 poz

Serum Tubes
All Serum TuBes are coated with micronized silica particles which activate clotting when tubes are gently in
in_a barrier gel that is present in the bottom of the tube. The Apecific gravity of this
material lies between the blood clot and the serum. During centrifugation the barrier gel moves upward to te serum - clot interface,
where it forms a stable barrier separating the serum from fibrin and cells. Serum may be aspirated girectly from the collection
tube, eliminating the need for transfer to another container.
Serum tubes are used for determinations in serum for routine clinical chemistry tests and hormones, serology,
immunohaematology and 1DM. Therapeutic drugs (1DM) were partially tested in gel tubes (for more details consult studies on
https://www.gbo.com/preanalytics).
VACUETTE® CAT Serum Fast Sep Tubes are coated with a clotting activator containing thrombin to accelerate the clotting process.
They are used for determinations in serum for routine clinical chemistry tests. The product is not suitable for patients under heparin
or thrombin inhibitor therapy or fibrinogen deficiency. For more details on tested parameters consult studies on
http://www.gbo.com/preanalytics.

Heparin Tubes

The interior of the tube wall is coated with lithium heparin, ammonium heparin or sodium heparin. The anticoagulant heparin
activates antithrombin, thus blocking the coagulation cascade and producing a whole blood / plasma sample making it ideal for
rapid analysis and analysis of blood from patients under anticoagulant therapy.

VACUETTE® LH Lithium Heparin Sep Tubes contain a barrier gel in the tube. The specific gravity of this material lies between the
blood cells and plasma. During centrifugation the gel barrier moves upward providing a stable barrier separating the plasma from
cells. Plasma may be aspirated directly from the collection tube, eliminating the need for manual transfer to another container.
Heparin tubes are used for plasma determinations of routine clinical chemistry tests. Lithium determinations should not be
performed in Lithium Heparin tubes. Ammonium determinations should not be performed in Ammonium Heparin tubes. Sodium
determinations should not be performed in Sodium Heparin tubes.

EDTA Tubes

VACUETTE® K2E K2EDTA Tubes and VACUETTE® K3E K3EDTA Tubes are used for testing whole blood in haematology. EDTA
Tubes may also be used for routine immunohaematology testing i.e. red cell grouping, Rh typing and antibody screens, viral
marker testing in screening laboratories and molecular diagnostics. The interior of the tube wall is coated with either K2EDTA or
K3EDTA. The tube is also available with a liquid EDTA solution. The EDTA binds calcium ions thus blocking the coagulation
cascade. EDTA Tubes are used for testing whole blood in the clinical haematology laboratory within 24 hours at room temperature.
Blood smears should be prepared within four hours of blood collection.

VACUETTE® K2E K2EDTA Sep Tubes are used for testing plasma in molecular diagnostics and viral load detection.

Standard Glucose Tubes

These tubes are available with different additives. The tubes contain a stabilizer and an anticoagulant: Sodium Fluoride / K3EDTA,
Sodium Fluoride / Potassium Oxalate, Sodium Fluoride / Sodium Heparin. They are suitable for the analysis of glucose
concentration within 48 hrs. Please refer to the test kit instruction for the tube of choice, especially for lactate analysis.

VACUETTE® FC Mix Tubes

VACUETTE® FC Mix Tubes are used to stabilize the in-vivo glucose concentration in whole blood and/or plasma. They are sterile,

single-use, plastic evacuated tubes with VACUETTE® safety caps containing an additive mix of Na,EDTA, sodium fluoride, citric

acid and sodium citrate. Proper mixing (10x) is important! VACUETTE® FC Mix Tubes (Primary Tubes) can be stored after correct

inversion for up to 24 hours at room temperature without centrifugation.

. Should the tubes be expected to be stored longer than 24 hours at room temperature, samples should be centrifuged
immediately after blood collection in order to be stored for up to 48 hours at room temperature.

. Centrifuged aliquots from VACUETTE® FC Mix Tubes can be stored for up to 48 hours at room temperature. Tubes should
be centrifuged as soon as possible.

. Cooling of the samples (4-8°C, 39—-46°F) is also suitable for 48 hours glucose stabilization.

Crossmatch Tubes

Crossmatch Tubes are available in two different versions. One tube type contains clot activator used for crossmatch tests with
serum, while the other type contains K3EDTA and is used for crossmatch tests with whole blood. The field of application is
crossmatching.

Blood Grouping Tubes

Blood Grouping Tubes are available with ACD (Acid Citrate Dextrose) solutions in two formulations (VACUETTE® ACD-A or
VACUETTE® ACD-B) or with CPDA solution (Citrate Phosphate Dextrose Adenin). Blood Grouping Tubes are used for blood
grouping tests or cell preservation.

Trace Element Tubes

Trace Element Tubes contain sodium heparin or no additive and are used to test trace elements. VACUETTE® Trace Element Z No
Additive Tubes do not contain a clot activator and have to remain in an upright position until the blood has fully clotted. Before
determination of trace element all devices used in collection, transportation and storage should be evaluated. A blank measure
for each tube lot must be carried out beforehand.
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VACUETTE® Homocysteine Detection Tubes

VACUETTE® Homocysteine Detection Tubes contain a buffered sodium citrate / citric acid solution (pH=4.2) to stabilize
homocysteine in whole blood. During blood collection, ensure complete filling of tubes (to the fill mark). Gently invert the tubes 5-
10 times immediately after blood collection to reach a proper mix of additive and blood.

The analysis result of the homocysteine concentration must be multiplied by the factor 1.11 to compensate for dilution by the
citrate. In some cases, the factor may be subject to natural, physiological fluctuations. Not suitable for enzymatic test methods.
Assay evaluations show that there is not always compatibility. Therefore the assay compatibility should be verified prior to use.
Incompatibility could lead to erroneous or invalid test results.

No Additive Tubes
VACUETTE® Z No Additive Tubes do neither contain any anticoagulant nor clot activator but are evacuated and the interior is sterile.
They can be used as discard tubes or for the collection of blood.

VACUETTE® Precautions/Cautions

1. Do not use tubes if foreign matter is present!

2. Handle all biological samples and blood collection “sharps” (lancets, needles, luer adapters, and blood collection sets)
according to the policies and procedures of your facility.

3. Obtain appropriate medical attention in the case of any exposure to biological samples (for example, through a puncture
injury), since they may transmit HIV (AIDS), viral hepatitis, or other bloodborne pathogens.

4. Discard all blood collection “sharps” in biohazard containers approved for their disposal.

5. Transferring a sample from a syringe to a tube is not recommended. Additional manipulation of sharps increases the potential
for needlestick injury. In addition, depressing the syringe plunger during transfer can create a positive pressure, forcefully
displacing the stopper and sample and causing potential blood exposure. Using a syringe for blood transfer may also cause
over or under filling of tubes, resulting in an incorrect blood-to-additive ratio and potentially incorrect analysis results.

6. If blood is collected through an intravenous (V) line, ensure that the line has been cleared of IV solution before beginning to
fill blood collection tubes. This is critical to avoid erroneous laboratory data from 1V fluid contamination.

7. Do not use tubes containing lithium iodoacetate if they become coated with a yellow film along the tube walls.

8. Liquid preservatives and anticoagulants are clear and colourless. CPDA tubes contain a yellowish liquid, the clot activator
may appear white and EDTA tubes may have a slightly white to yellow appearance which does not affect the performance
of these tubes.

9. Tubes with visible floating clots occurrence increases when centrifugation conditions are not followed according to
recommended g-force and/or time.

10. Do not use tubes after their expiration date.

Storage

Store tubes at 4-25°C (40-77°F).
NOTE: Avoid exposure to direct sunlight. Exceeding the maximum recommended storage temperature may lead to impairment of
the tube quality (i.e. vacuum loss, drying out of liquid additives, colouring, etc.)

Limitations

1. Referto the instrument assay instructions for use for information on the correct sample material, correct storage and stability.

2. Heparin plasma should be separated from cells within 2 hours, either by collection and centrifugation with a gel tube or by
transferring plasma into a secondary container if a gel tubes is not used.

3. Assay compatibility for the VACUETTE® Homocysteine Detection Tube is not ensured in every case (e.g. in case of enzymatic

methods). Please verify the compatibility prior to use. If there is no assay compatibility, it could lead to false or invalid analysis

results. For more details visit www.gbo.com/preanalytics - section homocysteine tubes.

Not all therapeutic drugs have been tested. Consult studies on www.gho.com/preanalytics

Vitamin D3 determination by HPLC cannot be carried out with all gel tubes.

Serum tubes are not suitable for the determination of trace elements such as Ag, Al, As, Ba, Be, Cd, Cr, Co, Cu, Hg, I, Li,

Mn, Mo, Ni, Pb, Se, Sb, Sn, Te, Th, Tl, U, Zn.

7. VACUETTE® CAT Serum Fast Sep Tubes with visible floating clots lead to deviations in LDH values.

8. Fluoride is known to cause an increase in haemolysis. For further information on substances that may interfere, please
consult the assay instructions for use.

oA

Specimen Collection and Handling

READ THIS ENTIRE DOCUMENT BEFORE PERFORMING VENIPUNCTURE.
Equipment required for specimen collection.

Be sure that the following materials are readily accessible before performing venipuncture:
All necessary tubes, identified for size, draw and additive

Disposable gloves and personal protective equipment

Labels for positive patient identification of samples

Blood collection needles and holders

NOTE: VACUETTE® blood collection needles are designed for optimal use with holders from Greiner Bio-One. The use of
holders from other manufacturers is under the responsibility of the user.

Alcohol swab for cleansing site

Tourniquet

Adhesive plaster or bandage

Sharps disposal container for safe disposal of used material

PR
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Recommended Order of Draw: (based on: CLSI GP41-ED7)

Blood culture

Sodium Citrate

Serum / Serum Sep / Serum Fast Sep (Clot activator)

Heparin / Heparin Sep

EDTA / EDTA Sep

Glycolytic inhibitor tubes

Other additives

NOTE: If a winged blood collection set is used, the first tube in the series will be under-filled. Therefore, if a Sodium Citrate
specimen is drawn first, a discard tube (No Additive) is recommended to be drawn prior to this tube to ensure the proper additive-
to-blood ratio. In addition, even though studies have shown that PT and aPTT tests are not affected if drawn first in a tube series,
it is advisable to draw a second tube for other coagulation assays, since it is not known whether or not these tests will be affected.
NOTE: Always follow your facility's protocol for order of draw

NOTE: For VACUETTE® Trace Element Tubes (Sodium Heparin) we recommend a separate blood collection to avoid contamination
of the samples.

~NOoO O WNPRE

Prevention of Backflow

Most evacuated blood collection tubes contain chemical additives. Therefore, it is important to avoid possible backflow from the
tube, due to the possibility of adverse patient reactions. To prevent backflow from tube into the patient’'s arm, observe the following
precautions:

1. Place patient’s arm in a downward position.

2. Hold tube with the cap uppermost.

3. Release tourniquet as soon as blood starts to flow into tube.

4.  Make sure tube contents do not touch cap or end of the needle during venipuncture.

Freezing/ Thawing

Filled tubes withstand a freezing down to -80°C. It is recommended to keep the samples in the refrigerator for 2 hours prior to
freezing. Freeze centrifuged gel tubes upright in an open metal rack at -20°C for 2 2 hours. The tubes can remain at -20°C or be
transferred to -80°C. After thawing, mix the sample thoroughly prior to analysis. To achieve perfectly clean heparin plasma, thawed
samples should be aliquoted and centrifuged. For long-term storage, it is recommended to use special cryo vials. Users should
also establish their own freezing protocol.

High Altitude
For collection at high altitude (1600 m/5250 ft or 3000 m/9850 ft) we recommend high altitude tubes. The vacuum in these tubes
compensates for the lower outer pressure.

Venipuncture Technique

WEAR GLOVES DURING VENIPUNCTURE AND WHEN HANDLING BLOOD COLLECTION TUBES TO MINIMIZE EXPOSURE
HAZARD.

Select tube or tubes appropriate for required specimen.

Remove the cover over the valve section of the needle.

Thread the needle into the holder. Be sure needle is firmly seated to ensure needle does not unthread during use.

Apply tourniquet as necessary (max. 1 minute)

Prepare venipuncture site with an appropriate antiseptic. DO NOT PALPATE VENIPUNCTURE AREA AFTER CLEANSING.
Place patient’s arm in a downward position.

Remove needle shield. Perform venipuncture WITH ARM DOWNWARD AND TUBE CAP UPPER-MOST.

Push tube into the holder and onto the needle valve puncturing the rubber diaphragm. Centre tubes in holder when
penetrating the cap to prevent sidewall penetration and subsequent premature vacuum loss.

9. REMOVE TOURNIQUET AS SOON AS BLOOD APPEARS IN TUBE. DO NOT ALLOW CONTENTS OF TUBE TO

CONTACT THE CAP OR END OF THE NEEDLE DURING PROCEDURE.

NOTE: Blood may occasionally leak from the needle sleeve. Practice universal standard precautions to minimize hazard

exposure.

If no blood flows into tube or if blood flow ceases before an adequate specimen is collected, the following steps are suggested

to complete satisfactory collection:

a) Ensure the tube is pushed fully forward in the holder. Hold in place by pressing the tube with the thumb or finger to ensure
complete vacuum draw. The fill mark allows for visual control of the correct filling of the tube A tolerance of +/-10% is
allowed.

b) Confirm correct position of needle in vein.

c) If blood still does not flow, remove tube and place new tube onto the holder.

d) If second tube does not draw, remove needle and discard. Repeat procedure from step 1.

10. When the first tube is full and blood flow ceases, gently remove it from holder.

11. Place succeeding tubes in holder, puncturing diaphragm to begin flow. Draw tubes without additives before tubes with
additives. See recommended Order of Draw.

12. Gently invert the tubes immediately after blood collection to reach a proper mix of additive and blood. Turn the filled tube
upside-down and return it to upright position. This is one complete inversion.

NOTE: Do not shake the tubes. Vigorous mixing may cause foaming or haemolysis. Insufficient mixing or delayed mixing in

serum tubes may result in delayed clotting. In tubes with anticoagulants, inadequate mixing may result in platelet clumping,

clotting and /or incorrect test results.
13. Assoon as blood stops flowing in the last tube, remove the tube and then the needle from vein, applying pressure to puncture
site with dry sterile swab until bleeding stops. Once clotting has occurred, apply bandage if desired.

NOTE: After venipuncture, the top of the cap may contain residual blood. Take proper precautions when handling tubes to

avoid contact with this blood. Any needle holder that becomes contaminated with blood is considered hazardous and should

be disposed of immediately.
14. Dispose of the used needle with holder using an appropriate disposal device. DO NOT RECAP. Recapping of needles
increases the risk of needle stick injury and blood exposure.

ONoO~WNE
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15. It is the laboratory’s ultimate responsibility to verify that a change from one tube to another does not significantly affect
analytical results obtained from patient samples.

NOTE: Keep the tubes, especially serum, in an upright position.

Centrifugation

Ensure that tubes are properly seated in the centrifuge carrier; incomplete seating could result in the separation of the VACUETTE®
Safety Cap from the tube.

NOTE: VACUETTE® CAT Serum (Sep) Clot Activator Tubes should be centrifuged at the earliest 30 minutes after blood collection
to minimize post clotting (fibrin build up) in serum. This could lead to contamination of the analyser and to erroneous results.
Blood from patients under anticoagulant therapy or patients with coagulation disorders might need longer than 30 minutes to clot.
Serum tubes should be allowed to fully clot prior to centrifugation.

VACUETTE® CAT Serum Fast Sep Tubes can be centrifuged 5 minutes after blood collection. Inadequate mixing may lead to post
clotting in VACUETTE® CAT Serum Fast Sep Tubes.

Tube Type Inve_rs_,ions R_ecommended g-force Time

(mixing) relative centrifugal force (rcf) (min)
1800 g 10

Serum Fast Sep 5-10x 3000 g 5

Serum Tubes / with Sep

EDTA Tubes / with Sep

Heparin Plasma Tubes / with Sep 5-10x 1800 - 22009 10-15

Standard Glucose Tubes

Homocystein Detection Tubes 2000 — 2200 g 10

VACUETTE® FC Mix Tubes 10x 1800 g 10

Coagulation Tubes

- Platelet tests (PRP) 1509 5

- Routine tests (PPP) 4-5x 1500 — 2000 g 10

- Preparation for deep freeze plasma (PFP) 2500 — 3000 g 20

Other centrifugation settings may also provide acceptable separation. Plasma tubes should ideally be centrifuged at high g-force
(e.g. 2200g). It should be evaluated and validated by the laboratory (e.g. increased g-force and/or decreased time).

Barriers are more stable when tubes are spun in centrifuges with horizontal swing-out rotors rather than those with fixed angle
heads.

NOTE: If the gel movement is occasionally not adequate (especially due to a haematocrit >50%), it is recommended to use a
higher g-force and longer centrifugation time.

Centrifugation should be done in a cooled centrifuge. Higher temperatures could have negative effects on the physical properties
of the gel. The yield of serum or plasma is ideal at 20°C-22°C (68°F-72°F).

NOTE: Tubes should be centrifuged no later than 2 hours after collection. Extended contact of blood cells with the serum or
plasma, may lead to erroneous analysis results, hence centrifugation might be necessary sooner depending on the analyte. It is
not recommended to re-centrifuge gel tubes once the barrier has been formed. The debris underneath the gel might contaminate
the supernatant.

VACUETTE® Caps

The VACUETTE® blood collection system features a unique safety cap design. There are two different closure systems available
depending on the size of the tube:

13mm tubes: Premium and non-ridged tubes

Premium tubes are fitted with a VACUETTE® Safety Screw Cap. Remove the cap from the tube by twisting in an anti-clockwise
direction. The cap cannot be removed by a simple pull action.

Non-ridged tubes are also fitted with a VACUETTE® Safety Screw Cap. However, because of the absence of ridges on the tubes,
the cap can be removed by a simple pull action.

16 mm tubes: VACUETTE® Safety Grip Cap — Remove the cap from the tube with a simple pull action.

Special Snap Caps made of only PE are available to recap the tubes for storing.

Disposal

1. The general hygiene guidelines and legal regulations for the proper disposal of infectious material should be considered and
followed.

2. Disposable gloves prevent the risk of infection.

3. Contaminated or filled blood collection tubes must be disposed of in suitable biohazard disposal containers, which can then
be autoclaved and incinerated afterwards.

4. Disposal should take place in an appropriate incineration facility or through autoclaving (steam sterilisation).
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Label Information

d Manufacturer /l/ Temperature limit
E Use-by date ® Do not re-use

LoT Batch code El:i:l Consult instructions for use
Catalogue number In vitro diagnostic medical device
ﬂ Sterilized using irradiation

References:

ISO / EN / ANSI/AAMI Standards

ISO 6710 “Single-use containers for venous blood specimen collection”

EN 14820 “Single-use containers for human venous blood specimen collection”

ISO 11137 "Sterilisation of health care products — Requirements for validation and routine control — Radiation sterilisation”

Literature:

C38-A "Control of Preanalytical Variation in Trace Element Determinations”, Approved Guideline

GP39-A6 " Tubes and Additives for Venous and Capillary Blood Specimen Collection ", Approved Standard - 6th Edition
GP41-ED7 "Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture", Approved Standard - 7th Edition
GP44-A4 "Procedures for the Handling and Processing of Blood Specimens for Common Laboratory Tests”, Approved Guideline
— 4th Edition

H21-A5 "Collection, Transport, and Processing of Blood Specimens for Testing Plasma-Based Coagulation Assays and Molecular
Hemostasis Assays", Approved Guideline - 5th Edition

H20-A2 "Reference Leukocyte (WBC) Differential Count (Proportional) and Evaluation of Instrumental Methods” Approved
Standard - 2nd Edition.

H26-A2 "Validation, Verification, and Quality Assurance of Automated Hematology Analyzers”, Approved Standard — 2nd Edition.

Greiner Bio-One GmbH Wf\;yw.gbo.c%m/preanalﬁics
“ Bad Haller Str. 32 office@at.gbo.com
; Ph 43 7583 6791
4550 Kremsmiinster, Austria one +
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VACUETTE" ‘<
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ce Vakuuminé kraujo surinkimo sistema

In vitro diagnostiniam naudojimui
Paskirtis
VACUETTE® kraujo surinkimo mégintuvéliai, laikikliai ir adatos yra naudojami kartu kaip sistema veninio kraujo surinkimui. VACUETTE® meégintuveéliai yra skirti
surinkti, transportuoti, laikyti ir paruosti kraujg serumo, plazmos ar bendro kraujo tyrimui klinikinéje laboratorijoje ir yra skirti profesionaliam naudojimui.

Produkto apraSymas

VACUETTE® yra plastikiniai mégintuvéliai su fiksuotu vakuumo kiekiu tiksliam tdrio jtraukimui. Jie yra su spalvotais VACUETTE® Safety (saugiais) kamsteliais (2
Zemiau esancig lentelg). Mégintuvéliai, priedy koncentracijos, skysty priedy tariai ir jy leidZziami nuokrypiai bei kraujo ir priedy santykis atitinka tarptautinio
standarto ISO 6710 “Vienkartiniai veninio kraujo méginiy surinkimo konteineriai” rekomendacijas. Priedy pasirinkimas priklauso nuo analitinio tyrimo metodo.
Tyrimo metoda nurodo reagenty ir (ar) instrumento, su kuriuo yra atliekamas tyrimas, gamintojas. Mégintuvélio vidiné dalis yra sterili.

VACUETTE® SAFETY Kamsteliy spalviniai kodai*

Aprasymas SAFETY (saugaus) kamstelio spalva  Kamstelio vidinio Ziedo spalva
Mégintuvéliai be priedy
Z Be priedy balta juoda
Koaguliacijos mégintuvéliai
9NC Natrio citratas 3.2% koaguliacijai Sviesiai mélyna juoda
9NC Natrio citratas 3.8% koaguliacijai Sviesiai mélyna juoda
CTAD Sviesiai mélyna geltona
Serumo mégintuvéliai
CAT Kreséjimo aktyvatorius serumui raudona juoda
CAT Kreséjimo aktyvatorius ir gelis serumui (mégintuvéliai su geliu) raudona geltona
CAT greitas serumo atskyrimas oranziné geltona
Heparino mégintuvéliai
LH Li¢io heparinas Zalia juoda
LH Li¢io heparinas ir gelis (mégintuvéliai su geliu) Zalia geltona
AH Amonio heparinas Zalia juoda
NH Natrio heparinas Zalia juoda
EDTA mégintuvéliai (hematologija)
K2E K2EDTA (taip pat imunohematologija) Sviesiai violetiné juoda
K3E K3EDTA (taip pat imunohematologija Sviesiai violetiné juoda
EDTA mégintuvéliai (molekuliné diagnostika ir virusy aptikimas)
K2E K2EDTA Sviesiai violetiné juoda
K2E K2EDTA ir gelis (mégintuvéliai su geliu) Sviesiai violetiné geltona
Gliukozés mégintuvéliai
FE Natrio fluoridas/EDTA (K2E/K3E) pilka juoda
FX Natrio fluoridas/kalio oksalatas pilka juoda
LH Li¢io heparinas ir jodo acetatas pilka juoda
FH Natrio fluoridas / natrio heparinas pilka juoda
FC Mix mégintuvéliai pilka juoda
rausva juoda
Kryzminio suderinamumo mégintuvéliai
CAT Kreseéjimo aktyvatorius rausva juoda
K3E K3EDTA rausva juoda
Kraujo grupiy nustatymo mégintuvéliai
ACD-B geltona juoda
ACD-A geltona juoda
CPDA geltona juoda
Mégintuvéliai sunkiujy metaly nustatymui
NH Natrio heparinas mélyna juoda
Z Be priedy mélyna juoda

ESR mégintuvéliai (IFU 980232)
Homocisteino aptikimo mégintuvéliai
Buferizuotas natrio citratas/citriny rigsties tirpalas balta raudona

(Mégintuvéliai su baltu vidiniu kamstelio Ziedu paprastai turi mazesnj surinkimo tdrj, pvz.,1ml ar 2 ml.)
* Standartiniy spalvy pavyzdziai. Spalva gali skirtis specifiniams uzsakymo numeriams ir (ar) dél vietiniy reikalavimy.

Koaguliacijos mégintuvéliai ir CTAD mégintuvéliai

VACUETTE® 9NC koaguliacijos mégintuvéliai su natrio citratu yra uzpildyti buferio tri-natrio citrato tirpalu. Yra galimos 0.109 mol/l (3.2 %) arba
0.129 mol/l (3.8 %) koncentracijos. Koncentracijos pasirinkimas priklauso nuo laboratorijos veiklos. Mai§ymo santykis: 1 dalis citrato ir 9 dalys kraujo.
VACUETTEe CTAD mégintuvéliai su buferio citrato tirpalu, teofilinu, adenozinu ir dipiridamoliu.

Koaguliacijos ir CTAD mégintuvéliai yra naudojami koaguliacijos tyrimuose.

Serumo mégintuvéliai
isi serumo megintuvéliai yra padengtl mikronizuotomis silicio dioksido dalelémis, kurios aktyvuoja kreSéjima, kai mégintuvélis yra Svelniai pavartomas.
lio su geliu apagioje yra gelio barjeras. Sios medziagos specifinis svoris yra tarp kraujo kresulio ir serumo. Atliekant
centrifugavima, gelio barjeras pasislenka link serumo — kreséjimo sandura, kur susiformuoja stabilus barjeras, skiriantis seruma nuo fibrino ir Igsteliy. Serumas gali
bati aspiruojamas tiesiogiai i$ surinkimo mégintuvélio, nenaudojant kito konteinerio.
Serumo meégintuvéliai yra naudojami serumo tyrimams rutininiuose klinikiniuose chemijos ir hormony tyrimuose, serologijoje, imunohematologijoje ir TDM. TDM
mmmmkta atlikty studijy ataskaitose, kurias rasite apsilanke
www.gbo.com/preanalytics).
VACUETTEe CAT greito serumo atskyrimo mégintuvéliai yra padengti kre$éjimo aktyvato

iymi su trombinu, kre$éjimo proceso pagreitinimui.

1p.d 1.7 poz.
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Jie yra naudojami serumo tyrimams rutininiuose klinikiniuose chemijos tyrimuose. Produkto negalima naudoti pacientams, kuriems yra taikomas gydymas heparino
ar trombino inhibitoriais ar sergantiems fibrinogeny nepakankamumu. ISsamesné informacija pateikta atlikty studijy ataskaitose, kurias rasite apsilanke
www.gbo.com/preanalytics.

Heparino mégintuvéliai

Vidiné mégintuvélio sienelé yra padengta li¢io heparinu, amonio heparinu ar natrio heparinu. Antikoaguliantas heparinas aktyvuoja antitrombinus ir blokuoja
koaguliacijos kaskadg bei i$laiko bendro kraujo/plazmos méginus vietoj sukreséjusio kraujo ir serumo, kas suteikia galimybe atlikti greitg tyrima bei istirti kraujg
pacienty, kuriems yra taikomas gydymas antikoaguliantais.

VACUETTEe LH mégqintuvéliai su li€io heparinu ir geliu viduje turi gelio barjera. Specifinis Sios medziagos svoris yra tarp kraujo Igsteliy ir plazmos. Atliekant
centrifugacijg, gelio barjeras pasislenka j virSy ir suformuoja stabily barjera, atskiriantj plazmg nuo Igsteliy. Plazma gali bati aspiruojama tiesiogiai i$ surinkimo
meégintuvélio, nenaudojant kito konteinerio.

Heparino mégintuvéliai yra naudojami plazmos tyrimams rutininiuose klinikiniuose chemijos tyrimuose. Li¢io nustatymai neturi bati atliekami li¢io heparino
meégintuvéliuose. Amonio nustatymai neturi bati atliekami amonio heparino mégintuvéliuose. Natrio nustatymas neturi bati atliekamas natrio heparino
meégintuvéliuose.

EDTA mégintuvéliai

VACUETTEe K2E EDTA mégintuvéliai ir VACUETTEe K3E EDTA mégintuvéliai yra naudojami hematologijoje tiriant bendrg kraujg. EDTA mégintuvéliai gali bati
naudojami rutininés imunohematologijos tyrimuose, t.y. eritrocity grupavime, Rh tipo nustatyme ir antikliny nustatyme, virusiniy Zymeny tyrime laboratorijose bei
molekulinéje diagnostikoje. Vidiné mégintuvélio pusé yra padengta K2EDTA arba K3EDTA. Galima jsigyti mégintuvéliy su skystu EDTA tirpalu. EDTA suriSa kalcio
jonus ir blokuoja koaguliacijos kaskadg. EDTA mégintuvéliai yra skirti bendro kraujo iStyrimui klinikinéje hematologijos laboratorijoje per 24 valandas, laikant
kambario temperatdroje. Kraujo tepinéliai turi bati ruoSiami per keturias valandas po kraujo paémimo.

VACUETTEe K2E EDTA mégintuvéliai su geliu yra naudojami plazmos tyrime molekulinéje diagnostikoje ir virusy aptikime.

Standartiniai gliukozés mégintuvéliai

Gliukozés mégintuveélius galima jsigyti su jvairiais priedais. Mégintuvéliai turi antikoagulianta ir stabilizatoriy: natrio fluoridas/ K3EDTA, natrio fluoridas / kalio
oksalatas, natrio fluoridas/natrio heparinas. Gliukozés mégintuvéliai yra tinkami gliukozés koncentracijos nustatymui per 48 valandas. Skaitykite tyrimo rinkinio
instrukcijg dél mégintuveéliy pasirinkimo, ypa¢ tiriant laktatus.

VACUETTE® FC Mix Tubes

VACUETTE® FC Mix mégintuvéliai in-vivo gliukozés koncentracijos stabilizavimui bendrame kraujyje ir/ar plazmoje. Tai yra sterilGs, vienkartinio naudojimo,
plastikiniai mégintuvéliai su vakuumu ir VACUETTE® saugiais kam$teliais. Mégintuvéliuose yra iy priedy misinys: Na2EDTA, natrio fluorido, citriny ragsties ir
natrio citrato. Labai svarbu tinkamai iSmaisyti (10x)! VACUETTE® FC Mix mégintuvéliai (pirminiai mégintuvéliai) po tinkamo pavartymo gali bati laikomi iki 24
valandy kambario temperatiroje be centrifugavimo.

« Jei mégintuvélius reikia laikyti ilgiau nei 24 valandas kambario temperatdroje, méginiai turi bati centrifuguojami iSkart po paémimo. Tuomet jie kambario
temperataroje gali bati laikomi iki 48 valandy.

« Centrifuguotos alikvotos i§ VACUETTE® FC Mix mégintuvéliy gali bati laikomos iki 48 valandy kambario temperataroje. Mégintuvéliai turi bati centrifuguojami
kaip jmanoma greiciau.

« Méginius galima Saldyti (4-8°C, 39-46°F) 48 valandas gliukozés stabilizavimui.

Kryzminio suderinamumo mégintuvéliai
KryZminés reakcijos mégintuvéliai yra dviejy skirtingy tipy. Vienas mégintuvélio tipas turi aktyvatoriy, kurio pagalba yra atliekamas kryZminés reakcijos tyrimas su
serumu, o kitas tipas turi K3EDTA ir yra naudojamas kryZminio suderinamumo tyrimams bendrame kraujyje. Taikymo sritis yra kryZminio suderinamumo tyrimai.

Kraujo grupiy nustatymo mégintuvéliai

Kraujo grupiy nustatymo mégintuvélius galima jsigyti su ACD (Acid Citrat Dextrose/rligsties citrato dekstrozés) tirpalais dviem formulémis (VACUETTEe ACD-A ar
VACUETTEeACD-B) ar su CPDA tirpalu (Citrate Phosphate Dextrose Adenin/citrato fosfato dekstrozés adeninas). Kraujo grupavimo mégintuvéliai yra naudojami
kraujo grupiy nustatymo tyrimams arba Igsteliy konservavimui.

Mégintuvéliai sunkiyjy metaly nustatymui

Mégintuvéliai sunkiyjy metaly nustatymui turi natrio heparino arba yra be priedy ir yra naudojami sunkiyjy metaly nustatymo tyrimuose. VACUETTEe mégintuvéliai
Z sunkiyjy metaly nustatymui neturi kreSéjimo aktyvatoriaus ir privalo bati laikomi vertikaliai, kol kraujas pilnai sukreSa. Prie$ nustatant sunkiuosius metalus, turi
bati jvertintos visos priemonés, naudotos kraujo paémimui, transportavimui ir laikymui. Kiekvienai mégintuvéliy partijai i$ anksto reikia atlikti tusciajj (blank)
matavima.

VACUETTE® Hemocisteino aptikimo meégintuvéliai

VACUETTE® Homocisteino aptikimo mégintuvéliy sudétyje yra buferizuoto natrio citrato/citriny ragsties tirpalo (pH=4,2), kad bendrame kraujyje baty galima
stabilizuoti homocisteing. Kraujo surinkimo tinkamai metu tinkamai uzpildykite mégintuvélius (iki uZpildymo Zymos). Mégintuvélius Svelniai 5-10 karty pavartykite
iSkart po kraujo surinkimo, kad kraujas ir mégintuvélyje esantis priedas gerai susimaisyty.

Homocisteino koncentracijos tyrimo rezultatas turi bati padaugintas i$ 1.11 faktoriaus, kad baty kompensuotas skiedimas citratu. Kai kuriais atvejais faktorius gali
bati jtakotas natdraliy, fiziologiniy svyravimy. Netinka fermentiniy tyrimy metodams. Tyrimo vertinimas parodé, jog suderinamumas yra ne visada. Todél, tyrimy
suderinamumas turi biti patvirtintas prie$ naudojima. Nesuderinamumas gali sukelti klaidingy ar negaliojanciy tyrimy atsiradima.

Mégintuvéliai be priedy
VACUETTE® Z mégintuvéliai be priedy neturi antikoagulianty ar kre$éjimo aktyvatoriy, taciau yra vakuuminiai, o vidiné dalis yra sterili. Jie gali bati naudojami kaip
atlieky mégintuvéliai ar kraujo paémimo mégintuvéliai.

VACUETTE® |spéjimai/atsargumo priemonés

1. Nenaudokite mégintuvélio, jei jame pastebéjote pasalines medziagas!

2. Dirbdami su visais biologiniais méginiais ir astriomis kraujo paémimo priemonémis (lancetais, adatomis, luer adapteriais ir kraujo surinkimo komplektais)
laikykités savo jstaigos darbo proceddry ir politikos.

3. Bikite atidds dirbdami su biologiniais méginiais (pvz., punkcijos metu), kadangi jie gali pernesti ZIV (AIDS), virusinj hepatitg bei kitus kraujo patogenus.

4. Visas astrias kraujo paémimo priemones iSmeskite | biorizikos konteinerius, skirtus jy utilizavimui.

5. Néra rekomenduojamas kraujo perkélimas i$ SvirkSto j mégintuveélj. Tokiu atveju padidéja jsidarimo rizika. Be to, perneSimo metu spaudziama $virksto kojelé
sukelia teigiamg spaudima, kuris jéga i§stumia kamstelj ir méginj bei sukelia kontakto su krauju rizikg. Svirk$to naudojimas perkeliant krauja taipogi gali jtakoti
meégintuvéliy nepripildyma arba perpildyma, kas sukelia netiksly kraujo ir priedo santykj ir neteisingg rezultaty analize.

6. Jei kraujas yra surenkamas per intravenine (IV) linijg, prie$ pradedant uZpildyti kraujo surinkimo mégintuvélius, uztikrinkite, kad i$ Sios linijos buvo pasalintas IV
tirpalas. Batina iSvengti klaidingy laboratorijos duomeny dél uzter§imo IV skysgiu.

7. Nenaudokite mégintuvéliy su li¢io jodo acetatu, jei jy sienelés pasidengé geltona plévele.

8. Visi skysti konservantai ir antikoaguliantai yra skaidris ir bespalviai. CPDA mégintuvéliuose yra gelsvas skystis, kre$éjimo aktyvatorius gali bati baltas, o EDTA
meégintuvéliy skystis gali bati nuo balk§vos iki geltonos spalvos, kas visiSkai nejtakoja ju veiksmingumo.

9. Jei néra laikomasi rekomenduojamos centrifugavimo galios ir (ar) laiko, mégintuvéliuose gali atsirasti plaukiojanéiy kresuliy.
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9. Nenaudokite mégintuvéliy pasibaigus jy galiojimo datai.

Laikymas

Mégintuvélius laikykite prie 4-25°C (40-77° F).

PASTABA: Nelaikykite tiesioginés saulés spinduliuose. Virsijus rekomenduojama laikymo temperatirg, bus pakenkta mégintuvélio kokybei (t.y. vakuumo
netekimas, skysty priedy i§dziavimas, nusidazymas, ir t.t.).

Apribojimai

1. Informacijg apie tinkamg méginio medziaga, laikymg ir stabiluma rasite instrumento naudojimo instrukcijoje.

2. Plazma su heparinu turi bati atskiriama nuo lIgsteliy per 2 valandas centrifuguojant mégintuvélius su geliu arba perkeliant plazma j antrinj konteinerj (jei
meégintuvéliai su geliu néra naudojami).

3. Tyrimo suderinamumas su VACUETTE® homocisteino aptikimo mégintuvéliu néra uztikrinamas kiekvienu atveju (pvz., fermentiniy metody atveju). Pries
naudojimg, pasitvirtinkite suderinamuma. Jei néra suderinamumo su tyrimu, bus didelé klaidingy ar negaliojanéiy rezultaty tikimybé. I$samesne informacijg rasite
www.gbo.com/preanalytics - skyrius apie homocisteino mégintuvélius.

4. Ne visi terapijai skirti vaistai yra itirti. Atlikty studijy apraSymus rasite www.gbo.com/preanalytics.

5. Vitamino D3 nustatymas naudojant HPLC negali bati atliekamas su visais gelio mégintuvéliais.

6. |prasti mégintuvéliai serumui néra tinkami kai kuriy sunkiyjy metaly pédsaky aptikimui: Ag, Al, As, Ba, Be, Cd, Cr, Co, Cu, Hg, |, Li, Mn, Mo, Ni, Pb, Se, Sb, Sn,
Te, Th, TI, U, Zn.

7. VACUETTE® CAT greito serumo atskyrimo mégintuveéliai su plaukiojanciais kreSuliais sukelia LDH reik3miy deviacijas.

8. Yra Zinoma, jog fluoridas sukelia hemolize. ISsamesne informacijg apie interferuojancias medziagas rasite tyrimo instrukcijoje.

Méginiy surinkimas ir darbas su jais

PRIES ATLIEKANT VENOS PUNKCIJA, ATIDZIAI PERSKAITYKITE SIA INFORMACIJA.
Iranga, reikalinga méginiy surinkimui.

Prie$ atliekant venos punkcija, jsitikinkite, kad turite visg reikalingg jranga:

1. Visi reikalingi mégintuvéliai, identifikuoti dél dydzio, surinkimo tdrio ir priedy.

2. Vienkartinés pirstinés ir asmens apsaugos jranga.

3. Etiketés, skirtos paciento méginio identifikavimui.

4. Kraujo surinkimo adatos ir laikikliai.

PASTABA: VACUETTE® kraujo surinkimo adatos yra sukurtos optimaliam naudojimui kartu su Greiner Bio-One laikikliais. Vartotojas prisiima atsakomybe dél kity
gamintojy laikikliy naudojimo.

5. Alkoholyje sudrékintas tamponas dezinfekavimui

6. Vartztis

7. Lipnus pleistras ar bintas

8. Astriy priemoniy konteineris, skirtas panaudoty priemoniy iSmetimui

Rekomenduojamas surinkimo eiliSkumas: (remiantis CLS| GP41-ED7)

1 Kraujo kultdros

2 Natrio citratas

3 Serumas / su atskyrimo geliu / greitas serumo atskyrimas (kre$éjimo aktyvatorius)
4 Heparinas / heparinas su atskyrimo geliu

5 EDTA / EDTA su atskyrimo geliu

6 Glikolitinio inhibitoriaus mégintuvélis

7 Kiti priedai

PASTABA: Jei naudojate peteli$kés kraujo paémimo rinkinj, pirmasis mégintuvélis bus nepilnai pripildytas. Todél, jei pirmasis méginys yra surenkamas j natrio
citratg, atlieky mégintuvélj (be priedy), jj rekomenduojama paimti prie§ §j mégintuvélj, kad baty uZtikrintas tinkamas priedo ir kraujo santykis. Be to, atliktos studijos
rodo, jog PT ir aPTT tyrimai néra jtakojami, jei kraujas bina paimamas j pirmajj méegintuvelj. Kitiems koaguliacijos tyrimams rekomenduojama surinkti antrg
megintuvélj, kadangi néra Zinoma, ar Sie tyrimai yra jtakojami.

PASTABA: visada laikykités jasy jstaigoje galiojanéio kraujo paémimo eili§kumo protokolo.

PASTABA: naudojant VACUETTE® mégintuvélius sunkiyjy metaly nustatymui (natrio heparinas), rekomenduojame atlikti atskirg kraujo paémima ir taip iSvengti
méginiy uzter§imo.

Tekéjimo atgal prevencija

Dauguma vakuuminiy kraujo surinkimo mégintuvéliy turi cheminiy priedy. Todél yra labai svarbu iSvengti atgalinio tekéjimo i§ mégintuvélio dél galimos neigiamos
reakcijos pacientui. Norint iSvengti tékmés j paciento ranka, laikykités Siy nurodymuy:

1. Paciento ranka turi bati Zeméjancioje pozicijoje.

2. Mégintuvélj laikykite kamsteliu j virSy.

3. Atleiskite varztj kai tik kraujas pradés tekéti j mégintuvél].

4. Uztikrinkite, kad venos punkcijos metu mégintuvélio turinys nelieCia kamstelio arba adatos galo.

Uzsaldymas/atitirpinimas

Visi uzpildyti mégintuvéliai gali bati uzsaldomi prie -80°C. Prie§ uzSaldant, rekomenduojama méginius 2 valandas palaikyti $aldytuve. Centrifuguotus meégintuvélius
su geliu uzsaldykite vertikalioje pozicijoje atvirame metaliniame stove prie -20°C = 2 valandoms. Mégintuvélius galima laikyti prie -20°C arba perkelti prie -80°C.
Po atSildymo, méginj gerai iSmaiSykite. Norint gauti idealiai $varig heparino plazma, atSildyti méginiai turi bati i$pilstyti alikvotomis ir centrifuguojami. ligalaikiam
laikymui rekomenduojama naudoti specialius krio buteliukus. Rekomenduojama patiems naudotojams nusistatyti savo uzsaldymo protokolg.

Aukstis virs jaros lygio
Kraujo surinkimui vietoje, kuri yra labai aukstai vir$ jaros lygio (1600 m — 3000 m) rekomenduojame naudoti didelio auk$c¢io mégintuvélius. Vakuumas Siuose
mégintuvéliuose kompensuoja Zemesnj iSorinj slégj.

Venos punkcijos technologija

ATLIEKANT VENOS PUNKCIJA IR DIRBANT SU KRAUJO SURINKIMO MEGINTUVELIAIS, DEVEKITE PIRSTINES, KAD SUMAZINTUMETE UZKRETIMO
RIZIKA.

2. Nuimkite adatos vozZtuvélio dangtelj.

3. |[kiSkite adatg j laikiklj. Uztikrinkite, kas adata yra gerai jstatyta ir neiSkris proceddros metu.

4. Uzdékite varztj (maks. 1 minute).

5. Paruoskite punkcijos vieta naudodami tinkama antiseptikg. NEPALPUOKITE VENOS PUNKCIJOS VIETOS PO DEZINFEKAVIMO.

6. Paciento ranka turi bati Zeméjancioje pozicijoje.

7. Nuimkite adatos apsauga. Atlikite venos punkcijg RANKA LAIKYDAMI ZEMEJANCIOJE POZICIJOJE, O MEGINTUVEL| LAIKYDAMI KAMSTELIU | VIRSY.
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8. |stumkite mégintuvelj j laikiklj ir ant adatos voZtuvélio, praduriant gumine diafragma. Mégintuvélj laikykite centrinéje pozicijoje praduriant kamstelj tam, kad
iSvengtuméte sienelés praddrimo ir prieslaikinio vakuumo netekimo.

9. NUIMKITE VARZT] ISKART, KAl KRAUJAS IMS TEKETI | MEGINTUVEL]. VENKITE, KAD MEGINTUVELIO TURINYS PALIESTY KAMSTEL| AR ADATOS
GALA PROCEDUROS METU.

PASTABA: Kraujas netycia gali nulaséti nuo adatos. Laikykités bendry saugumo taisykliy pavojaus minimalizavimui.

Jei kraujas neteka j mégintuvélj arba baigia tekéti neprisipildZius reikiamam tdriui, atlikite Zemiau nurodytus veiksmus:

a) Stumkite mégintuvélj j priekj tol, kol kamstelis bus tinkamai pradurtas. Visada laikykite mégintuvélj vienoje vietoje, spausdami ji nyks¢iu, kad uztikrintuméte
visiSkg vakuumo praradima. Stebékite uzpildymo Zzyma ant mégintuvélio. Galima +/-10% paklaida.

b) |sitikinkite, kad adatos pozicija venoje yra tinkama.

c) Jei kraujas vis tiek nebéga, pasalinkite §f mégintuvélj ir naudokite nauja.

d) Jei kraujas nebéga naudojant antrg mégintuvélj, iStraukite ir iSmeskite adatg. Pakartokite proceddrg nuo 1 etapo.

10. Kai pirmas mégintuvélis yra pripildytas ir kraujo ttkmé sumazéja, Svelniai iSimkite mégintuvélj i$ laikiklio.

11. |statykite kitg mégintuvélj j laikiklj, praduriant diafragma, kad prasidéty kraujo tékmé. Mégintuvélius be priedy naudokite pirma mégintuveéliy su priedais.
Ziarékite rekomenduojama surinkimo eiliskuma.

12. Svelniai pavartykite mégintuvélius i$kart po kraujo surinkimo, kad priedai ir kraujas gerai susimaisyty. Apsukite mégintuvélj aukstyn kojomis ir graZinkite j
prading pozicijg — tai vienas pilnas pavertimas.

PASTABA: Nepurtykite mégintuvéliy. Stiprus plakimas gali sukelti putojimg ar hemolize. Nepakankamas arba atidétas serumo mégintuvéliy vartymas gali sukelti
vélyvg kreséjimg. Mégintuvéliuose su antikoaguliantais nepakankamas maiS§ymas gali sukelti trombocity sulipima, kre$éjima ir (ar) neteisingus tyrimo rezultatus.
13. Kai tik kraujas baigia tekéti j paskutinj mégintuvelj, iSimkite adatg i$ venos, spauskite punkcijos vietg sausu steriliu tamponu tol, kol kraujas nebetekés. Jei
reikia, prasidéjus kreséjimui, apriskite rankg bintu.

PASTABA: Po venos punkcijos, ant kamstelio virSaus gali bati kraujo likuciy. Dirbant su mégintuvéliais, laikykités tinkamy atsargumo priemoniy, kad iSvengtuméte
kontakto su krauju. Laikiklis, uZterstas krauju, yra laikomas pavojingu ir turi bati nedelsiant utilizuojamas.

14. Panaudotg adatg ir laikiklj utilizuokite naudodami atitinkamus prietaisus. PAKARTOTINAI ADATOS NEUZKIMSKITE. Adatos dangtelio uzdéjimas padidina
isikarimo ir uzkrétimo rizika.

15. Laboratorija prisiima visg atsakomybe dél vieno mégintuvélio keitimo kitu patvirtinimo ir analitiniy rezultaty, gauty i§ paciento méginio, paveikimo.
PASTABA: mégintuveélius, ypatingai mégintuvélius serumui, laikykite vertikaliai.

Centrifugavimas

Isitikinkite, kad visi mégintuvéliai yra tinkamai patalpinti j centrifugg; neteisingas mégintuvéliy jstatymas gali sukelti VACUETTEe saugaus kamstelio atsiskyrima
nuo mégintuvélio.

PASTABA: CAT serumo atskyrimo mégintuvéliai su kre$éjimo aktyvatoriumi turi bati centrifuguojami per 30 minuciy po kraujo surinkimo , kad baty sumaZintas
kreséjimas (fibrino susidarymas) serume. Tai gali sukelti analizatoriaus uzter§ima ir klaidingus rezultatus.

Kraujas, surinktas is pacienty, kuriems yra taikoma antikoagulianty terapija ar i§ pacienty su koaguliacijos sutrikimais, gali kre$éti ilgiau nei 30 minuciy. Prie$
centrifugavimg, mégintuvéliuose serumui turi jvykti pilnas kreséjimas..

VACUETTE® CAT greito serumo atskyrimo mégintuvéliai gali bati centrifuguojami per 5 minutes po kraujo paémimo. Nepakankamas maiSymas gali sukelti
uZdelstg kre$éjimg VACUETTE® CAT greito serumo atskyrimo mégintuvéliuose.

Mégintuvélio tipas pavertimai Rekomenduojama g-jéga Laikas
(maisSymas) Santykiné centrifugavimo jéga (rcf) (min.)

Greito serumo atskyrimo mégintuvéliai 5-10x 1800 g 10
5-10x 3000 g 5

Serumo mégintuvéliai/su geliu 5-10x 1800 -2200g 10-15

EDTA mégintuvéliai/su geliu 5-10x 1800 -2200 g 10-15

Heparino plazmos/su geliu mégintuvéliai 5-10x 1800-2200g 10-15

Standartiniai gliukozés mégintuvéliai 5-10x 1800 -2200g 10-15

Homocisteino aptikimo mégintuvéliai 5-10x 2000 — 2200 g 10

VACUETTE® FC Mix mégintuvéliai 10x 1800 g 10

Koaguliacijos mégintuvéliai

- Trombocity tyrimai (PRP) 4-5x 150 g 5

- Rutininiai tyrimai (PPP) 4-5x 1500 — 2000 g 10

- Gilaus uz$aldymo plazmos paruosimas (PFP) 4-5x 2500 - 3000 g 20

Kiti centrifugavimo nustatymai irgi gali suteikti tinkamg atskyrima. Plazmos mégintuvéliai turi bati centrifuguojami prie aukstos g-jégos (pvz., 2200g). Tai turi bati
ivertinta ir patvirtinta laboratorijoje (pvz., padidinta g- jéga ir/ar sumazintas laikas).

Barjerai iSlieka stabilesni, jei mégintuvéliai yra centrifuguojami centrifugose su horizontaliais iSsukimo rotoriais nei su fiksuoto kampo rotoriumi.

PASTABA: jei gelio judéjimas néra adekvatus (ypac¢ dél hematokrito >50%), rekomenduojama naudoti didesne g-jéga ir prailginti centrifugavimo laika.
Centrifugavimas neturi biti atliekamas vésinamoje centrifugoje. Auksta temperattra gali neigiamai paveikti fizines gelio savybes. Geriausias serumo ir plazmos
naSumas yra prie 20°C-22°C temperataros.

PASTABA: gelio mégintuvéliai turi bati centrifuguojami ne véliau kaip po 2 valandy po kraujo surinkimo. ligesnis kraujo Igsteliy kontaktas su plazma gali sukelti
klaidingus analizés rezultatus. Susiformavus barjerui, nerekomenduojama i$ naujo atlikti centrifugavimo. Mégintuvéliy pakartotinis centrifugavimas gali pakenkti
gelio barjerui — gelio dalelés gali atsiskirti ir atsidurti supernatante.

VACUETTEe kamsteliai

VACUETTE® kraujo surinkimo sistema pasizymi unikaliais saugumo kamsteliais. Yra dvi skirtingos uzdarymo sistemos, pasirenkamos priklausomai nuo
mégintuvélio dydzio:

13mm mégintuvéliai: Premium ir neuzsukami kamsteliai

Premium kamsteliai yra pritaikyti naudojimui su VACUETTEe saugiais uzsukamais kamsteliais. Sukdami kamstelj pries$ laikrodZio rodykle nuimkite kamstelj
sukamuoju ir traukiamuoju judesiu. Kamstelis negali bati nuimamas traukiamuoju judesiu.

Neuzsukami kamsteliai irgi yra pritaikyti naudojimui su VACUETTEe saugiais uZsukamais kamsteliais. Kadangi kamstelis yra ne srieginis, jj galite nuimti paprastu
traukiamuoju judesiu.

16 mm meégintuvéliai: VACUETTEe saugus uZspaudziami kamsteliai — kamstelj nuimkite paprastu traukiamuoju judesiu.

Specialis Snap kamsteliai yra pagaminti tik i§ PE ir jais galima pakartotinai uzkimsti laikymui skirtus mégintuvélius.

ISmetimas

1. Laikykités bendryjy higienos reikalavimy ir vietiniy taisykliy dél tinkamo infekciniy medziagy utilizavimo.

2. Vienkartinés pirstinés sumazina infekcijos rizikg.

3. Uztersti ar pripildyti mégintuvéliai turi bati iSmetami j atitinkama biologinio pavojaus konteinerj, kuris véliau gali bati autoklavuojamas ar sudeginamas.
4. Utilizavimas turi bati atliekamas tam tikroje kremavimo jstaigoje arba atliekant autoklavavima (sterilizavimas garais).
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Informacija etiketéje

Katalogo numeris In vitro diagnostiné priemoné
Lot Partijos kodas E]i] Skaitykite naudojimo instrukcijg
m Galiojimo data 'I | || Gamintojas

Sterilizacija spinduliais i Temperattiros ribos

")) Nenaudoti pakartotinai

B
Nuorodos:

ISO / EN / ANSI/AAMI Standards

ISO 6710 “Single-use containers for venous blood specimen collection”

EN 14820"Single-use containers for human venous blood specimen collection”

1SO 11137 "Sterilisation of health care products — Requirements for validation and routine control — Radiation sterilisation”

Literatira:

C38-A "Control of Preanalytical Variation in Trace Element Determinations”, Approved Guideline

GP39-A6 " Tubes and Additives for Venous and Capillary Blood Specimen Collection ", Approved Standard - 6th Edition
GP41-ED7 "Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture", Approved Standard - 7th Edition
GP44-A4 "Procedures for the Handling and Processing of Blood Specimens for Common Laboratory Tests”, Approved Guideline
— 4th Edition

H21-A5 "Collection, Transport, and Processing of Blood Specimens for Testing Plasma-Based Coagulation Assays and Molecular
Hemostasis Assays", Approved Guideline - 5th Edition

H20-A2 "Reference Leukocyte (WBC) Differential Count (Proportional) and Evaluation of Instrumental Methods” Approved
Standard - 2nd Edition.

H26-A2 "Validation, Verification, and Quality Assurance of Automated Hematology Analyzers”, Approved Standard — 2nd Edition..

‘ Greiner Bio-One GmbH
Bad Haller str.32
4550 Kremmunster
Austrija
www.gbo.com/preanalytics
office@at.gbo.com
Tel.: +43 7583 6791
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Coagulation sodium citrate / CTAD Serum

L]
R, B , L Coagulation and CTAD tubes are used for examination of coagulation param- m " n The inner wall of the serum tube is specially coated with microscopic silica par-
T - n - eters. Coagulation tubes contain a buffered sodium citrate solution. It is availa- | = ticles, which activate the coagulation process. Serum separator tubes contain
[ i ble with a citrate concentration of 0.109 mol/l (3.2%) or 0.129 mol/l (3.8%). The - a separation gel in the base of the tube; during centrifugation, this gel forms a
| mixing ratic is: 1 part citrate solution to 9 parts blood. In addition to buffered 20l » stable barrier between the serum and the blood cells.
2 i $ - ! sodium citrate, CTAD tubes contain theophylline, adenosine and dipyridamol. ’ ) 31‘ B Tubes are packed 50 pcs per rack and 1200 pes per carton
Tubes are packed 50 pcs per rack and 1200 pcs per carton —— Change in 2018: Label Z Serum will be change 10 (2017)

Nom. Cap Ring . ok Nom. Cap Ring : -
Item No. Vol. Colour Colour Tube Size Description Item No. Vol. Golour Colour Tube Size DgSscription
9NC Coagulation sodium citrate 3.2% - PREMIUM (Safety Twist Cap) Z Serum Clot Activator - PREMIUM (Safety Twist Cap)
454320 Iml light blue white 13x75 Sodium citrate 3.2%, sandwich tube, low draw volume 454098 iml red white 183x 75 Z Serum Clot Activator, low draw volume
454321 2ml light blue white 13 x 75 Sodium citrate 3.2%, sandwich tube, low draw volume 454096 2ml red white 13x 75 Z Serum Clot Activator, low draw volume
474391 om| light blue  white 13x 75 tSrggiSUprgrgirt]ﬁ;% gl.Z%, sandwich tube, low draw volume, 454095 3ml red black 13x 75 Z Serum Clot Activator
454092 4ml red black 13x75 Z Serum Clot Activator
454325 3ml light blue  black 183x75 Sodium citrate 3.2%, sandwich tube )
- - - ; 474092 4ml red black 13x 75 Z Serum Clot Activator, transparent label
454327 3.5ml light blue  black 183 x75 Sodium citrate 3.2%, sandwich tube .
454027 4.5ml red black 13x75 Z Serum Clot Activator
474327 3.5ml light blue black 18x75 Sodium citrate 3.2%, sandwich tube, uarisparer it e )
) i i K 474027 4.5ml red black 183x 75 Z Serum Clot Activator, transparent label
9INC Coagulation sodium citrate 3.2% - Non-ridged (pull cap) -
454322 2ml  lightblue  white 13x75  Sodium citrate 3.2%, sandwich tube, low draw volume WeEtes  Gml G Bl G5l & Sfenm el AGH el
" n " 476092 eml red black 13 x 100 Z Serum Clot Activator, transparent label
. . Sodium citrate 3.2%, sandwich tube, low draw volume, ’
I~ , il ]
454360 2ml light blue white b3 transparent label Z Serum Clot Activator - Non-ridged (pull cap)
454334 3ml light blue black 13x75 Sodium citrate 3.2%, sandwich tube 454236 2ml red white 183x75 Z Serum Clot Activator, low draw volume
454332 3.5ml light blue black 13 x 75 Sodium citrate 3.2%, sandwich tube 454433 4ml red black 183x75 Z Serum Clot Activator, transparent label
9INC Coagulation sodium citrate 3.8% - PREMIUM (Safety Twist Cap) 454204 4ml red black 13x75 Z Serum Clot Activator
454381 2ml light blue  white 13x75 Sodium citrate 3.8%, sandwich tube, low draw volume 454298 45ml red black 13%x 75 Z Serum Clot Activator
454385 3ml light blue  black 13x75 Sodium citrate 3.8%, sandwich tube 456089 6ml red black 13x100  Z Serum Clot Activator
454387  3.5ml  light blue  black 13x76  Sodium citrate 3.8%, sandwich tube 456048  6ml red black 13x100  Z Serum Clot Activator, transparent label
9NC Coagulation sodium citrate 3.8% - Non-ridged (pull cap) 455092 aml - T— 16 x 100 7 S Clisit Aciiiviiar
454382 2ml light blue white 13x75 Sodium citrate 3.8%, sandwich tube, low draw volume Z Serum Sep Clot Activator - PREMIUM (Safety Twist Cap)
454393 3ml light blue  black 13x75 Sodium citrate 3.8%, sandwich tube 454028 25ml  red yellow 13x 75 Z Serum-88p Clot Activator, low draw volume
454392 3.5ml  light blue  black 13x75 Sodium citrate 3.8%, sandwich tube 454071 3.5ml red yellow 13%x 75 erum Sep Clot Activator
CTAD - PREMIUM (Safety Twist Cap) 474071 3.5ml red yellow 13 Z Serum Sep Clot Activator, transparent label
A CTAD, 0.11 M sodium citrate with theophylline, adenosine .
474065 2ml| light blue  yellow 13x75 and dipyridamols, sandwich tube, transparent label 454214 3.5ml  gold gold 13x 75 Z Serum Sep Clot Activator
i i i i i 474214 3.5ml Id d 13x75 ZS Sep Clot Activator, t t label
4304 am lgnibue yelow  13x75  SIADiCAIMsodm cre i eonine agenosne L - T
Py 2 J P 456071 5ml red yellow 13x 100  Z Serum Sep Clot Activator 1pd. 1.7
454064 3.5ml light blue  yellow 183x 75 ;I’(;A c?ibg'riuan,\ﬁoslgfjé%r:dﬁrcar:imteh theophyline, adencsine 476071 sml red yellow 13 x 100 Z Serum Sep Clot Activator, transparent label
i i i i i 456010 5ml old old 13x 100 Z Serum Sep Clot Activator
— -
Py ’ ' P 476010 5ml gold gold 13x 100  Z Serum Sep Clot Activator, transparent label
CTAD - Non-ridged (pull cap)
; CTAD, 0.11 M sodium citrate with theophylline, adenosine
454462 3.5ml light blue vellow 13x75 and dipyridamole, sandwich tube, transparent label
14 15
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VACUETTE® Blood Collection Tubes .
VACUETTE® Serum Tubes

CAT Serum Separator Clot Activator

- l[ VACUETTE® CAT serum separator clot
! i - activator tubes contain a separating gel that
mE migrates up to the interface between serum
! o2t 3 and clot during centrifugation, where it forms
a stable barrier and separates the serum from
s the fibrin and cells.

a2 -—

1 p.d 1.7.1 poz.

Item no. l:llzmimnzl Cap colour Ring colour Thread type Tube size Label Barcode Ot);lijrt]:fr/
454028 2.5ml ®red Oyellow PREMIUM 13x75 paper no 50/1,200
484513 2.5ml ®red Oyellow PREMIUM 13x75 paper yes 50/1,200
454071 3.5ml ®red Oyellow PREMIUM 13x75 paper no 50/1,200
454214 3.5ml @ gold ©gold PREMIUM 13x75 paper no 50/ 1,200
474214 3.5ml @ gold ©qgold PREMIUM 13x75 | transparent no 50/1,200
484514 3.5ml ®red Oyellow PREMIUM 13x75 paper yes 50/ 1,200
456010 5ml ©gold ©qgold PREMIUM 13x100 paper no 50/ 1,200
456071 5ml ®red Oyellow PREMIUM 13 %100 paper no 50/ 1,200
476010 5ml ©gold ©gold PREMIUM 13x100  transparent no 50/ 1,200
476071 5ml @®red Oyellow PREMIUM 13x100  transparent no 50/ 1,200
486503 5ml ®red Oyellow PREMIUM 13x100 paper yes 50/ 1,200
496503 5ml @®red Oyellow PREMIUM 13x100  BiBarcode yes 50/ 1,200
454243 2.5ml ®red O white non-ridged 13x75 paper no 50/ 1,200
454067 3.5ml ®red Oyellow non-ridged 13x75 paper no 50/ 1,200
454319 3.5ml @ gold @ black non-ridged 13x75 paper no 50/ 1,200
454228 3.5ml @ gold ©gold non-ridged 13x75 paper no 50/ 1,200
484502 3.6ml ®red Oyellow non-ridged 13x75 paper yes 50/ 1,200
455057 4ml ®red Oyellow non-ridged  16x 100 paper no 50/ 1,200
485514 4ml ®red Oyellow non-ridged =~ 16x 100 paper yes 50/ 1,200
456073 5ml ®red Oyellow non-ridged  13x100 paper no 50/1,200
456069 5ml ®red Oyellow non-ridged = 13x100 @ transparent no 50/1,200
456234 5ml C gold ©gold non-ridged  13x100 transparent no 50/ 1,200
456018 5ml Cgold ©gold non-ridged =~ 13x100 paper no 50/ 1,200
486500 5ml © gold ©gold non-ridged = 13x 100 paper yes 50/ 1,200
455071 8 ml ®red Oyellow non-ridged =~ 16x 100 paper no 50/ 1,200
485502 8 ml @ red Oyellow non-ridged  16x 100 paper yes 50/1,200
495071 8 ml ®red Oyellow non-ridged = 16x 100 BiBarcode yes 50/1,200
455010 9ml ®red Oyellow non-ridged  16x 100 paper no 50/1,200
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/1 p.d. 1.7.3 poz.

Evaluation of VACUETTE® Serum Gel Tubes
for Therapeutic Drug Monitoring (TDM) in Serum

Backqground:

Greiner-Bio-One, Austria has been selling plastic evacuated tubes (VACUETTE®) for venous blood
collection since 1986.
VACUETTE® Gel Tubes incorporate an inert gel material into the blood collection tube. These gels have a

controlled viscosity and a specific gravity intermediate to the serum and clot. During centrifugation, the
gel material forms an impermeable barrier between the serum and clot.

Study Obijective:

The aim of this study was to show the stability of various commonly monitored drugs in sera when stored
in two VACUETTE® Serum Separator tubes with different gel polymers.

Study design:

Two tube types were evaluated in this study:
Sample Description Draw Volume Size
Sample A 456073 VACUETTE® Serum Clot 5 ml 13x100
US P-Gel Activator Separator
Sample B 456073 VACUETTE® Serum Clot 5 ml 13x100
European Gel Activator Separator

Blood was taken from 16 healthy donors not on any form of medication or therapeutic regimen. One of
each sample tube A and B was taken from each donor. The tubes were gently inverted and allowed to
clot for at least 30 min. All tubes were centrifuged at 2200g for 15 min at 20°C.

Different control material for Ethanol, N-Acetylprocainamide and Procainamide, TCAs as well as one
multiconstituent commercial control material for all other TDMs (see table 1) was required for the
preparation of 8 serum pools in total.

By combining the sera, four serum pools were prepared, one for each control. Each serum pool was split
and spiked, one with low and one with high concentration of each control material. The terms “low and
high” are not specifically defined because the lower and upper limits of the therapeutic range vary
depending on the drug.

The control material was added to the serum pool which was then transferred into 16 pre-labelled test
tubes (4 controls with 1 low and 1 high concentration of each sample tube type). Four tubes (1 low and 1
high concentration of each sample tube type) were analyzed at Oh, 4h, 24h and 48h, respectively. All
tubes were measured in duplicate and stored at 4°C.

Apart from the TCAs, the analysis of the drugs was performed on a Dimension Vista (Siemens) with the
accompanying reagents by means of either LOCI™-Technology (Luminescent Oxygen Channeling
Immunoassay), nephelometry, photometry or V-Lyte® Multisensor Technology. The TCA analysis was
carried out by HPLC D-7000 (Merck-Hitachi).

The following 21 drugs were evaluated:
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Table 1:

Antiepileptics” Phenytoin
Valproic acid
Carbamazepine
Cardiac glycoside” Digoxin
Alkaloids™ Theophylline
Antiarrythmics” Procainamide
n-Acetylprocainamide
Antibiotics” Gentamycin
Vancomycin
Tobramycin
Barbiturate” Phenobarbital
Alcohol” Ethanol
Trace elements” Lithium
Analgesics/Antipyretics” Acetaminophen
Salicylic acid
Tricyclic antidepressants® Nortriptyline
Amitriptyline
Doxepin
N-Desmethyldoxepin
Imipramine
Desipramine
"'Siemens Dimension Vista ?) HPLC

Results / Comments:

Comparing the two VACUETTE® Serum Clot Activator Separator tubes tested, apart from the TCAs, the
study revealed that the recovery values were within +/-20% for Ethanol, Gentamycin, Vancomycin,
Digoxin, Carbamazepine, Valproic acid, Phenobarbital, Salicylic acid, Procainamide, N-
Acetylprocainamide and Theophylline.

As indicated by the graphs below, minimal deviations found equally in both gels for Lithium, Tobramycin,
Acetaminophen and Phenytoin might be primarily due to the imprecision of the method as well as
imprecise pipetting.

It should be considered that Acetaminophen is completely absorbed from the gastrointestinal tract and
has a half-life of approx. 2 — 4 hours. The biological half-life or elimination half-life of a substance is the
time it takes for a substance to lose half of its pharmacologic activity. Therefore, a rapid decline of the
recovery values until the first measurement was found. The half-life of Phenytoin depends on the dosage
administered”. The dosage of Lithium (half-life of approx. 24 hours®) is individually adjusted to every
patient. The half-life of Tobramycin lies in the range of 0.5-15 hours®.

Amitriptyline, Nortriptyline, Imipramin, Desipramine and Doxepin belong to the tricyclic
antidepressants.The TCAs Amitriptyline, Imipramin and Doxepin belong to the so-called parent
substances, whereas Nortriptyline, Desipramine and N-Desmethyldoxepin are the active metabolites,
respectively. The last metabolite is not used as medication but is, however, of analytical importance in
the treatment with doxepin. The mechanism of the TCA is based on the inhibition of the intake of the
neurotransmitters norepinephrine and serotonin into the synaptic gap.

The half-lives of the TCAs lie within 6-50 hours. The dosage of the medication is increased step by step
until the patient responds to the treatment. Since the therapeutic effect of TCAs takes place two to four
weeks later, control analyses are more often recommended at the beginning of the therapy in order to
ensure optimal therapeutic success. The stability of TCA results as demonstrated in this study suggest
doing an analysis within 48 hours after medication intake, a time frame sufficient to assure the quality of
the analysis and avoid loss of concentration due to absorption of the drug by the gel.



Conclusion:

The stability of therapeutic drugs in serum stored in gel tubes has been widely investigated. The
absorption of drugs into the gel is dependent upon several factors including the chemical nature of the
gel and of the drug itself, time on the gel, temperature of storage and volume of sample.

The stability of the drug on the gel up to 48 hours was shown for 21 drugs tested. From these results, it
can be concluded that both gel polymers used in VACUETTE® Serum Separator tubes show substantially
equivalent performance concerning the selected drugs and variation in storage time.
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Results in detail:
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Procainamide
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Vancomycin
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Theophyllin
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Nortryptiline
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Desipramine

140 |}
—o— A: P-Gel low
- - B: Gel low
120 ~-o-- A. P-Gel high
—= B: Gel high
R 100 |
80
60
Initial conc. 0Oh 4h 24h 48h

KHS07 14



VACUETTE® <

G ne step ahead - greiner bio-one

C€ Evacuated Blood Collection System @

For In Vitro Diagnostic Use
Intended Use

VACUETTE® Blood Collection Tubes, Holders and Needles are used together as a system for the collection of venous blood.
VACUETTE® tubes are used to collect, transport, store and process blood for testing serum, plasma or whole blood in the clinical
laboratory and are for professional use.

Product Description

VACUETTE® tubes are plastic tubes with a pre-defined vacuum for exact draw volumes. They are fitted with colour-coded
VACUETTE® Safety Caps (see table below). The tubes, additive concentrations, volume of liquid additives, and their permitted
tolerances, as well as the blood-to-additive ratio, are in accordance with the requirements and recommendations of the
international standard ISO 6710 “Single-use containers for venous blood specimen collection”. Additive choice depends on the
analytical test method. It is specified by the manufacturer of the test reagents and/or instrument on which the test is performed.

Tube interiors are sterile.
VACUETTE® Safety Cap Colour Codes*

Description Safety Cap Colour Cap Inner Ring Colour
No Additive Tubes

Z No Additive white black
Coagulation Tubes

9NC Coagulation sodium citrate 3.2% light blue black

9NC Coagulation sodium citrate 3.8% light blue black

CTAD light blue yellow
Serum Tubes

CAT Serum Clot Activator red black

CAT Serum Sep Clot Activator (Gel Tubes) red yellow

CAT Serum Fast Sep orange yellow
Heparin Tubes

LH Lithium Heparin green black

LH Lithium Heparin Sep (Gel Tubes) green yellow

AH Ammonium Heparin green black

NH Sodium Heparin green black
EDTA Tubes (haematology)

K2E K2EDTA (also immuno haematology) lavender black

K3E K3EDTA (also immuno haematology) lavender black
EDTA Tubes (molecular diagnostics and viral load detection)

K2E K2EDTA lavender black

K2E K2EDTA Sep (Gel Tubes) lavender yellow
Glucose Tubes

FE Sodium Fluoride / EDTA (K2E / K3E) grey black

FX Sodium Fluoride / Potassium Oxalate grey black

LH Lithium Heparin and lodoacetate grey black

FH Sodium Fluoride / Sodium Heparin grey black

FC Mix Tubes %:?k/ E:th
Crossmatch Tubes

CAT Clot Activator pink black

K3E K3EDTA pink black
Blood Grouping Tubes

ACD-B yellow black

ACD-A yellow black

CPDA yellow black
Trace Element Tubes

NH Sodium Heparin royal blue black

Z No Additive royal blue black
ESR Tubes (IFU 980232)
Homocysteine Detection Tubes

Buffered sodium citrate / citric acid solution white red

(Tubes with smaller draw volumes of 1ml or 2 ml have a white inner ring.)

*Example of standard colours. Colour may vary for specific order numbers and/or due to local requirements.
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Coagulation Tubes and CTAD Tubes

VACUETTE® 9NC Coagulation Sodium Citrate Tubes are filled with buffered tri-sodium citrate solution. Citrate concentrations of
either 0.109 mol/l (3.2 %) or 0.129 mol/l (3.8 %) are available. The choice of the concentration depends upon the policies of the
laboratories. The mixing ratio is 1 part citrate to 9 parts blood.

VACUETTE® CTAD Tubes contain buffered citrate solution, theophylline, adenosine and dipyridamole.

Coagulation and CTAD tubes are used for coagulation tests. 1 p d. 1.8

Serum Tubes

ili icles which activate clotting when tubes are gently in
VACUETTE® CAT Serum Sep Tubes contain a barrier gel that is present in the bottom of the tube. The pecific gravity of this
material lies between the blood clot and the serum. During centrifugation the barrier gel moves upward to {fle serum - clot interface,
where it forms a stable barrier separating the serum from fibrin and cells. Serum may be aspirated grectly from the collection
tube, eliminating the need for transfer to another container.
Serum__tubes are used for determinations in_serum_for_routine clinical chemistry tests and hormones, serology,
immunohaematology and TDM. Therapeutic drugs (TDM) were partially tested in gel tubes (for more details consult studies on
https://www.gbo.com/preanalytics).
VACUETTE® CAT Serum Fast Sep Tubes are coated with a clotting activator containing thrombin to accelerate the clotting process.
They are used for determinations in serum for routine clinical chemistry tests. The product is not suitable for patients under heparin
or thrombin inhibitor therapy or fibrinogen deficiency. For more details on tested parameters consult studies on
http://www.gbo.com/preanalytics.

Heparin Tubes

The interior of the tube wall is coated with lithium heparin, ammonium heparin or sodium heparin. The anticoagulant heparin
activates antithrombin, thus blocking the coagulation cascade and producing a whole blood / plasma sample making it ideal for
rapid analysis and analysis of blood from patients under anticoagulant therapy.

VACUETTE® LH Lithium Heparin Sep Tubes contain a barrier gel in the tube. The specific gravity of this material lies between the
blood cells and plasma. During centrifugation the gel barrier moves upward providing a stable barrier separating the plasma from
cells. Plasma may be aspirated directly from the collection tube, eliminating the need for manual transfer to another container.
Heparin tubes are used for plasma determinations of routine clinical chemistry tests. Lithium determinations should not be
performed in Lithium Heparin tubes. Ammonium determinations should not be performed in Ammonium Heparin tubes. Sodium
determinations should not be performed in Sodium Heparin tubes.

EDTA Tubes

VACUETTE® K2E K2EDTA Tubes and VACUETTE® K3E K3EDTA Tubes are used for testing whole blood in haematology. EDTA
Tubes may also be used for routine immunohaematology testing i.e. red cell grouping, Rh typing and antibody screens, viral
marker testing in screening laboratories and molecular diagnostics. The interior of the tube wall is coated with either K2EDTA or
K3EDTA. The tube is also available with a liquid EDTA solution. The EDTA binds calcium ions thus blocking the coagulation
cascade. EDTA Tubes are used for testing whole blood in the clinical haematology laboratory within 24 hours at room temperature.
Blood smears should be prepared within four hours of blood collection.

VACUETTE® K2E K2EDTA Sep Tubes are used for testing plasma in molecular diagnostics and viral load detection.

Standard Glucose Tubes

These tubes are available with different additives. The tubes contain a stabilizer and an anticoagulant: Sodium Fluoride / K3EDTA,
Sodium Fluoride / Potassium Oxalate, Sodium Fluoride / Sodium Heparin. They are suitable for the analysis of glucose
concentration within 48 hrs. Please refer to the test kit instruction for the tube of choice, especially for lactate analysis.

VACUETTE® FC Mix Tubes

VACUETTE® FC Mix Tubes are used to stabilize the in-vivo glucose concentration in whole blood and/or plasma. They are sterile,

single-use, plastic evacuated tubes with VACUETTE® safety caps containing an additive mix of Na,EDTA, sodium fluoride, citric

acid and sodium citrate. Proper mixing (10x) is important! VACUETTE® FC Mix Tubes (Primary Tubes) can be stored after correct

inversion for up to 24 hours at room temperature without centrifugation.

. Should the tubes be expected to be stored longer than 24 hours at room temperature, samples should be centrifuged
immediately after blood collection in order to be stored for up to 48 hours at room temperature.

. Centrifuged aliquots from VACUETTE® FC Mix Tubes can be stored for up to 48 hours at room temperature. Tubes should
be centrifuged as soon as possible.

. Cooling of the samples (4-8°C, 39—-46°F) is also suitable for 48 hours glucose stabilization.

Crossmatch Tubes

Crossmatch Tubes are available in two different versions. One tube type contains clot activator used for crossmatch tests with
serum, while the other type contains K3EDTA and is used for crossmatch tests with whole blood. The field of application is
crossmatching.

Blood Grouping Tubes

Blood Grouping Tubes are available with ACD (Acid Citrate Dextrose) solutions in two formulations (VACUETTE® ACD-A or
VACUETTE® ACD-B) or with CPDA solution (Citrate Phosphate Dextrose Adenin). Blood Grouping Tubes are used for blood
grouping tests or cell preservation.

Trace Element Tubes

Trace Element Tubes contain sodium heparin or no additive and are used to test trace elements. VACUETTE® Trace Element Z No
Additive Tubes do not contain a clot activator and have to remain in an upright position until the blood has fully clotted. Before
determination of trace element all devices used in collection, transportation and storage should be evaluated. A blank measure
for each tube lot must be carried out beforehand.
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VACUETTE® Homocysteine Detection Tubes

VACUETTE® Homocysteine Detection Tubes contain a buffered sodium citrate / citric acid solution (pH=4.2) to stabilize
homocysteine in whole blood. During blood collection, ensure complete filling of tubes (to the fill mark). Gently invert the tubes 5-
10 times immediately after blood collection to reach a proper mix of additive and blood.

The analysis result of the homocysteine concentration must be multiplied by the factor 1.11 to compensate for dilution by the
citrate. In some cases, the factor may be subject to natural, physiological fluctuations. Not suitable for enzymatic test methods.
Assay evaluations show that there is not always compatibility. Therefore the assay compatibility should be verified prior to use.
Incompatibility could lead to erroneous or invalid test results.

No Additive Tubes
VACUETTE® Z No Additive Tubes do neither contain any anticoagulant nor clot activator but are evacuated and the interior is sterile.
They can be used as discard tubes or for the collection of blood.

VACUETTE® Precautions/Cautions

1. Do not use tubes if foreign matter is present!

2. Handle all biological samples and blood collection “sharps” (lancets, needles, luer adapters, and blood collection sets)
according to the policies and procedures of your facility.

3. Obtain appropriate medical attention in the case of any exposure to biological samples (for example, through a puncture
injury), since they may transmit HIV (AIDS), viral hepatitis, or other bloodborne pathogens.

4. Discard all blood collection “sharps” in biohazard containers approved for their disposal.

5. Transferring a sample from a syringe to a tube is not recommended. Additional manipulation of sharps increases the potential
for needlestick injury. In addition, depressing the syringe plunger during transfer can create a positive pressure, forcefully
displacing the stopper and sample and causing potential blood exposure. Using a syringe for blood transfer may also cause
over or under filling of tubes, resulting in an incorrect blood-to-additive ratio and potentially incorrect analysis results.

6. If blood is collected through an intravenous (V) line, ensure that the line has been cleared of IV solution before beginning to
fill blood collection tubes. This is critical to avoid erroneous laboratory data from 1V fluid contamination.

7. Do not use tubes containing lithium iodoacetate if they become coated with a yellow film along the tube walls.

8. Liquid preservatives and anticoagulants are clear and colourless. CPDA tubes contain a yellowish liquid, the clot activator
may appear white and EDTA tubes may have a slightly white to yellow appearance which does not affect the performance
of these tubes.

9. Tubes with visible floating clots occurrence increases when centrifugation conditions are not followed according to
recommended g-force and/or time.

10. Do not use tubes after their expiration date.

Storage

Store tubes at 4-25°C (40-77°F).
NOTE: Avoid exposure to direct sunlight. Exceeding the maximum recommended storage temperature may lead to impairment of
the tube quality (i.e. vacuum loss, drying out of liquid additives, colouring, etc.)

Limitations

1. Referto the instrument assay instructions for use for information on the correct sample material, correct storage and stability.

2. Heparin plasma should be separated from cells within 2 hours, either by collection and centrifugation with a gel tube or by
transferring plasma into a secondary container if a gel tubes is not used.

3. Assay compatibility for the VACUETTE® Homocysteine Detection Tube is not ensured in every case (e.g. in case of enzymatic

methods). Please verify the compatibility prior to use. If there is no assay compatibility, it could lead to false or invalid analysis

results. For more details visit www.gbo.com/preanalytics - section homocysteine tubes.

Not all therapeutic drugs have been tested. Consult studies on www.gho.com/preanalytics

Vitamin D3 determination by HPLC cannot be carried out with all gel tubes.

Serum tubes are not suitable for the determination of trace elements such as Ag, Al, As, Ba, Be, Cd, Cr, Co, Cu, Hg, I, Li,

Mn, Mo, Ni, Pb, Se, Sb, Sn, Te, Th, Tl, U, Zn.

7. VACUETTE® CAT Serum Fast Sep Tubes with visible floating clots lead to deviations in LDH values.

8. Fluoride is known to cause an increase in haemolysis. For further information on substances that may interfere, please
consult the assay instructions for use.

oA

Specimen Collection and Handling

READ THIS ENTIRE DOCUMENT BEFORE PERFORMING VENIPUNCTURE.
Equipment required for specimen collection.

Be sure that the following materials are readily accessible before performing venipuncture:
All necessary tubes, identified for size, draw and additive

Disposable gloves and personal protective equipment

Labels for positive patient identification of samples

Blood collection needles and holders

NOTE: VACUETTE® blood collection needles are designed for optimal use with holders from Greiner Bio-One. The use of
holders from other manufacturers is under the responsibility of the user.

Alcohol swab for cleansing site

Tourniquet

Adhesive plaster or bandage

Sharps disposal container for safe disposal of used material

PR
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Recommended Order of Draw: (based on: CLSI GP41-ED7)

Blood culture

Sodium Citrate

Serum / Serum Sep / Serum Fast Sep (Clot activator)

Heparin / Heparin Sep

EDTA / EDTA Sep

Glycolytic inhibitor tubes

Other additives

NOTE: If a winged blood collection set is used, the first tube in the series will be under-filled. Therefore, if a Sodium Citrate
specimen is drawn first, a discard tube (No Additive) is recommended to be drawn prior to this tube to ensure the proper additive-
to-blood ratio. In addition, even though studies have shown that PT and aPTT tests are not affected if drawn first in a tube series,
it is advisable to draw a second tube for other coagulation assays, since it is not known whether or not these tests will be affected.
NOTE: Always follow your facility's protocol for order of draw

NOTE: For VACUETTE® Trace Element Tubes (Sodium Heparin) we recommend a separate blood collection to avoid contamination
of the samples.

~NOoO O WNPRE

Prevention of Backflow

Most evacuated blood collection tubes contain chemical additives. Therefore, it is important to avoid possible backflow from the
tube, due to the possibility of adverse patient reactions. To prevent backflow from tube into the patient’'s arm, observe the following
precautions:

1. Place patient’s arm in a downward position.

2. Hold tube with the cap uppermost.

3. Release tourniquet as soon as blood starts to flow into tube.

4.  Make sure tube contents do not touch cap or end of the needle during venipuncture.

Freezing/ Thawing

Filled tubes withstand a freezing down to -80°C. It is recommended to keep the samples in the refrigerator for 2 hours prior to
freezing. Freeze centrifuged gel tubes upright in an open metal rack at -20°C for 2 2 hours. The tubes can remain at -20°C or be
transferred to -80°C. After thawing, mix the sample thoroughly prior to analysis. To achieve perfectly clean heparin plasma, thawed
samples should be aliquoted and centrifuged. For long-term storage, it is recommended to use special cryo vials. Users should
also establish their own freezing protocol.

High Altitude
For collection at high altitude (1600 m/5250 ft or 3000 m/9850 ft) we recommend high altitude tubes. The vacuum in these tubes
compensates for the lower outer pressure.

Venipuncture Technique

WEAR GLOVES DURING VENIPUNCTURE AND WHEN HANDLING BLOOD COLLECTION TUBES TO MINIMIZE EXPOSURE
HAZARD.

Select tube or tubes appropriate for required specimen.

Remove the cover over the valve section of the needle.

Thread the needle into the holder. Be sure needle is firmly seated to ensure needle does not unthread during use.

Apply tourniquet as necessary (max. 1 minute)

Prepare venipuncture site with an appropriate antiseptic. DO NOT PALPATE VENIPUNCTURE AREA AFTER CLEANSING.
Place patient’s arm in a downward position.

Remove needle shield. Perform venipuncture WITH ARM DOWNWARD AND TUBE CAP UPPER-MOST.

Push tube into the holder and onto the needle valve puncturing the rubber diaphragm. Centre tubes in holder when
penetrating the cap to prevent sidewall penetration and subsequent premature vacuum loss.

9. REMOVE TOURNIQUET AS SOON AS BLOOD APPEARS IN TUBE. DO NOT ALLOW CONTENTS OF TUBE TO

CONTACT THE CAP OR END OF THE NEEDLE DURING PROCEDURE.

NOTE: Blood may occasionally leak from the needle sleeve. Practice universal standard precautions to minimize hazard

exposure.

If no blood flows into tube or if blood flow ceases before an adequate specimen is collected, the following steps are suggested

to complete satisfactory collection:

a) Ensure the tube is pushed fully forward in the holder. Hold in place by pressing the tube with the thumb or finger to ensure
complete vacuum draw. The fill mark allows for visual control of the correct filling of the tube A tolerance of +/-10% is
allowed.

b) Confirm correct position of needle in vein.

c) If blood still does not flow, remove tube and place new tube onto the holder.

d) If second tube does not draw, remove needle and discard. Repeat procedure from step 1.

10. When the first tube is full and blood flow ceases, gently remove it from holder.

11. Place succeeding tubes in holder, puncturing diaphragm to begin flow. Draw tubes without additives before tubes with
additives. See recommended Order of Draw.

12. Gently invert the tubes immediately after blood collection to reach a proper mix of additive and blood. Turn the filled tube
upside-down and return it to upright position. This is one complete inversion.

NOTE: Do not shake the tubes. Vigorous mixing may cause foaming or haemolysis. Insufficient mixing or delayed mixing in

serum tubes may result in delayed clotting. In tubes with anticoagulants, inadequate mixing may result in platelet clumping,

clotting and /or incorrect test results.
13. Assoon as blood stops flowing in the last tube, remove the tube and then the needle from vein, applying pressure to puncture
site with dry sterile swab until bleeding stops. Once clotting has occurred, apply bandage if desired.

NOTE: After venipuncture, the top of the cap may contain residual blood. Take proper precautions when handling tubes to

avoid contact with this blood. Any needle holder that becomes contaminated with blood is considered hazardous and should

be disposed of immediately.
14. Dispose of the used needle with holder using an appropriate disposal device. DO NOT RECAP. Recapping of needles
increases the risk of needle stick injury and blood exposure.

ONoO~WNE
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15. It is the laboratory’s ultimate responsibility to verify that a change from one tube to another does not significantly affect
analytical results obtained from patient samples.

NOTE: Keep the tubes, especially serum, in an upright position.

Centrifugation

Ensure that tubes are properly seated in the centrifuge carrier; incomplete seating could result in the separation of the VACUETTE®
Safety Cap from the tube.

NOTE: VACUETTE® CAT Serum (Sep) Clot Activator Tubes should be centrifuged at the earliest 30 minutes after blood collection
to minimize post clotting (fibrin build up) in serum. This could lead to contamination of the analyser and to erroneous results.
Blood from patients under anticoagulant therapy or patients with coagulation disorders might need longer than 30 minutes to clot.
Serum tubes should be allowed to fully clot prior to centrifugation.

VACUETTE® CAT Serum Fast Sep Tubes can be centrifuged 5 minutes after blood collection. Inadequate mixing may lead to post
clotting in VACUETTE® CAT Serum Fast Sep Tubes.

Tube Type Inve_rs_,ions R_ecommended g-force Time

(mixing) relative centrifugal force (rcf) (min)
1800 g 10

Serum Fast Sep 5-10x 3000 g 5

Serum Tubes / with Sep

EDTA Tubes / with Sep

Heparin Plasma Tubes / with Sep 5-10x 1800 - 22009 10-15

Standard Glucose Tubes

Homocystein Detection Tubes 2000 — 2200 g 10

VACUETTE® FC Mix Tubes 10x 1800 g 10

Coagulation Tubes

- Platelet tests (PRP) 1509 5

- Routine tests (PPP) 4-5x 1500 — 2000 g 10

- Preparation for deep freeze plasma (PFP) 2500 — 3000 g 20

Other centrifugation settings may also provide acceptable separation. Plasma tubes should ideally be centrifuged at high g-force
(e.g. 2200g). It should be evaluated and validated by the laboratory (e.g. increased g-force and/or decreased time).

Barriers are more stable when tubes are spun in centrifuges with horizontal swing-out rotors rather than those with fixed angle
heads.

NOTE: If the gel movement is occasionally not adequate (especially due to a haematocrit >50%), it is recommended to use a
higher g-force and longer centrifugation time.

Centrifugation should be done in a cooled centrifuge. Higher temperatures could have negative effects on the physical properties
of the gel. The yield of serum or plasma is ideal at 20°C-22°C (68°F-72°F).

NOTE: Tubes should be centrifuged no later than 2 hours after collection. Extended contact of blood cells with the serum or
plasma, may lead to erroneous analysis results, hence centrifugation might be necessary sooner depending on the analyte. It is
not recommended to re-centrifuge gel tubes once the barrier has been formed. The debris underneath the gel might contaminate
the supernatant.

VACUETTE® Caps

The VACUETTE® blood collection system features a unique safety cap design. There are two different closure systems available
depending on the size of the tube:

13mm tubes: Premium and non-ridged tubes

Premium tubes are fitted with a VACUETTE® Safety Screw Cap. Remove the cap from the tube by twisting in an anti-clockwise
direction. The cap cannot be removed by a simple pull action.

Non-ridged tubes are also fitted with a VACUETTE® Safety Screw Cap. However, because of the absence of ridges on the tubes,
the cap can be removed by a simple pull action.

16 mm tubes: VACUETTE® Safety Grip Cap — Remove the cap from the tube with a simple pull action.

Special Snap Caps made of only PE are available to recap the tubes for storing.

Disposal

1. The general hygiene guidelines and legal regulations for the proper disposal of infectious material should be considered and
followed.

2. Disposable gloves prevent the risk of infection.

3. Contaminated or filled blood collection tubes must be disposed of in suitable biohazard disposal containers, which can then
be autoclaved and incinerated afterwards.

4. Disposal should take place in an appropriate incineration facility or through autoclaving (steam sterilisation).
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Label Information

d Manufacturer /l/ Temperature limit
E Use-by date ® Do not re-use

LoT Batch code El:i:l Consult instructions for use
Catalogue number In vitro diagnostic medical device
ﬂ Sterilized using irradiation

References:

ISO / EN / ANSI/AAMI Standards

ISO 6710 “Single-use containers for venous blood specimen collection”

EN 14820 “Single-use containers for human venous blood specimen collection”

ISO 11137 "Sterilisation of health care products — Requirements for validation and routine control — Radiation sterilisation”

Literature:

C38-A "Control of Preanalytical Variation in Trace Element Determinations”, Approved Guideline

GP39-A6 " Tubes and Additives for Venous and Capillary Blood Specimen Collection ", Approved Standard - 6th Edition
GP41-ED7 "Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture", Approved Standard - 7th Edition
GP44-A4 "Procedures for the Handling and Processing of Blood Specimens for Common Laboratory Tests”, Approved Guideline
— 4th Edition

H21-A5 "Collection, Transport, and Processing of Blood Specimens for Testing Plasma-Based Coagulation Assays and Molecular
Hemostasis Assays", Approved Guideline - 5th Edition

H20-A2 "Reference Leukocyte (WBC) Differential Count (Proportional) and Evaluation of Instrumental Methods” Approved
Standard - 2nd Edition.

H26-A2 "Validation, Verification, and Quality Assurance of Automated Hematology Analyzers”, Approved Standard — 2nd Edition.

Greiner Bio-One GmbH Wf\;yw.gbo.c%m/preanalﬁics
“ Bad Haller Str. 32 office@at.gbo.com
; Ph 43 7583 6791
4550 Kremsmiinster, Austria one +
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ce Vakuuminé kraujo surinkimo sistema

In vitro diagnostiniam naudojimui
Paskirtis
VACUETTE® kraujo surinkimo mégintuvéliai, laikikliai ir adatos yra naudojami kartu kaip sistema veninio kraujo surinkimui. VACUETTE® meégintuveéliai yra skirti
surinkti, transportuoti, laikyti ir paruosti kraujg serumo, plazmos ar bendro kraujo tyrimui klinikinéje laboratorijoje ir yra skirti profesionaliam naudojimui.

Produkto apraSymas

VACUETTE® yra plastikiniai mégintuvéliai su fiksuotu vakuumo kiekiu tiksliam tario jtraukimui. Jie yra su spalvotais VACUETTE® Safety (saugiais) kamsteliais (Zr.
Zemiau esancig lentelg). Mégintuvéliai, priedy koncentracijos, skysty priedy tariai ir jy leidZziami nuokrypiai bei kraujo ir priedy santykis atitinka tarptautinio
standarto ISO 6710 “Vienkartiniai veninio kraujo méginiy surinkimo konteineriai” rekomendacijas. Priedy pasirinkimas priklauso nuo analitinio tyrimo metodo.
Tyrimo metoda nurodo reagenty ir (ar) instrumento, su kuriuo yra atliekamas tyrimas, gamintojas. Mégintuvélio vidiné dalis yra sterili.

VACUETTE® SAFETY Kamsteliy spalviniai kodai*

Aprasymas SAFETY (saugaus) kamstelio spalva  Kamstelio vidinio Ziedo spalva
Mégintuvéliai be priedy
Z Be priedy balta juoda
Koaguliacijos mégintuvéliai
9NC Natrio citratas 3.2% koaguliacijai Sviesiai mélyna juoda
9NC Natrio citratas 3.8% koaguliacijai Sviesiai mélyna juoda
CTAD Sviesiai mélyna geltona
Serumo mégintuvéliai
CAT Kreséjimo aktyvatorius serumui raudona juoda
CAT Kreséjimo aktyvatorius ir gelis serumui (mégintuvéliai su geliu) raudona geltona
CAT greitas serumo atskyrimas oranziné geltona
Heparino mégintuvéliai
LH Li¢io heparinas Zalia juoda
LH Li¢io heparinas ir gelis (mégintuvéliai su geliu) Zalia geltona
AH Amonio heparinas Zalia juoda
NH Natrio heparinas Zalia juoda
EDTA mégintuvéliai (hematologija)
K2E K2EDTA (taip pat imunohematologija) Sviesiai violetiné juoda
K3E K3EDTA (taip pat imunohematologija Sviesiai violetiné juoda
EDTA mégintuvéliai (molekuliné diagnostika ir virusy aptikimas)
K2E K2EDTA Sviesiai violetiné juoda
K2E K2EDTA ir gelis (mégintuvéliai su geliu) Sviesiai violetiné geltona
Gliukozés mégintuvéliai
FE Natrio fluoridas/EDTA (K2E/K3E) pilka juoda
FX Natrio fluoridas/kalio oksalatas pilka juoda
LH Li¢io heparinas ir jodo acetatas pilka juoda
FH Natrio fluoridas / natrio heparinas pilka juoda
FC Mix mégintuvéliai pilka juoda
rausva juoda
Kryzminio suderinamumo mégintuvéliai
CAT Kreseéjimo aktyvatorius rausva juoda
K3E K3EDTA rausva juoda
Kraujo grupiy nustatymo mégintuvéliai
ACD-B geltona juoda
ACD-A geltona juoda
CPDA geltona juoda
Mégintuvéliai sunkiujy metaly nustatymui
NH Natrio heparinas mélyna juoda
Z Be priedy mélyna juoda

ESR mégintuvéliai (IFU 980232)
Homocisteino aptikimo mégintuvéliai
Buferizuotas natrio citratas/citriny rigsties tirpalas balta raudona

(Mégintuvéliai su baltu vidiniu kamstelio Ziedu paprastai turi mazesnj surinkimo tdrj, pvz.,1ml ar 2 ml.)
* Standartiniy spalvy pavyzdziai. Spalva gali skirtis specifiniams uzsakymo numeriams ir (ar) dél vietiniy reikalavimy.

Koaguliacijos mégintuvéliai ir CTAD mégintuvéliai

VACUETTE® 9NC koaguliacijos mégintuvéliai su natrio citratu yra uzpildyti buferio tri-natrio citrato tirpalu. Yra galimos 0.109 mol/l (3.2 %) arba
0.129 mol/l (3.8 %) koncentracijos. Koncentracijos pasirinkimas priklauso nuo laboratorijos veiklos. Mai§ymo santykis: 1 dalis citrato ir 9 dalys kraujo.
VACUETTEe CTAD mégintuvéliai su buferio citrato tirpalu, teofilinu, adenozinu ir dipiridamoliu.
Koaguliacijos ir CTAD mégintuvéliai yra naudojami koaguliacijos tyrimuose. 1pd 18 pOZ.

Serumo mégintuvéliai
isi serumo megintuveliai yra padengti mikronizuotomis silicio dioksido dalelémis, kurios aktxvuo'a kreéé'ima, kai mégintuvélis yra Svelniai pavartomas.
VACUETTEe CAT serumo mégintuvélio su geliu apacioje yra gelio barjeras. Sios medziagos specifinis svoris yra tarp kraujo kresulio ir serumo. Atliekant

centrifugavima, gelio barjeras pasislenka link serumo — kre$éjimo sanddra, kur susiformuoja stabilus barjeras, skiriantis seruma nuo fibrino ir Igsteliy. Serumas gali
bati aspiruojamas tiesiogiai i$ surinkimo mégintuvélio, nenaudojant kito konteinerio.

Serumo mégintuvéliai yra naudojami serumo tyrimams rutininiuose klinikiniuose chemijos ir hormony tyrimuose, serologijoje, imunohematologijoje ir TDM. TDM
(terapijai skirti vaistai) buvo dalinai tirti mégintuvéliuoscmmmikta atlikty studijy ataskaitose, kurias rasite apsilanke

www.gbo.com/preanalytics).
VACUETTEe CAT greito serumo atskyrimo mégintuvéliai yra padengti kre$éjimo aktyvatoriumi su trombinu, kre$éjimo proceso pagreitinimui.
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Jie yra naudojami serumo tyrimams rutininiuose klinikiniuose chemijos tyrimuose. Produkto negalima naudoti pacientams, kuriems yra taikomas gydymas heparino
ar trombino inhibitoriais ar sergantiems fibrinogeny nepakankamumu. ISsamesné informacija pateikta atlikty studijy ataskaitose, kurias rasite apsilanke
www.gbo.com/preanalytics.

Heparino mégintuvéliai

Vidiné mégintuvélio sienelé yra padengta li¢io heparinu, amonio heparinu ar natrio heparinu. Antikoaguliantas heparinas aktyvuoja antitrombinus ir blokuoja
koaguliacijos kaskadg bei i$laiko bendro kraujo/plazmos méginus vietoj sukreséjusio kraujo ir serumo, kas suteikia galimybe atlikti greitg tyrima bei istirti kraujg
pacienty, kuriems yra taikomas gydymas antikoaguliantais.

VACUETTEe LH mégqintuvéliai su li€io heparinu ir geliu viduje turi gelio barjera. Specifinis Sios medziagos svoris yra tarp kraujo Igsteliy ir plazmos. Atliekant
centrifugacijg, gelio barjeras pasislenka j virSy ir suformuoja stabily barjera, atskiriantj plazmg nuo Igsteliy. Plazma gali bati aspiruojama tiesiogiai i$ surinkimo
meégintuvélio, nenaudojant kito konteinerio.

Heparino mégintuvéliai yra naudojami plazmos tyrimams rutininiuose klinikiniuose chemijos tyrimuose. Li¢io nustatymai neturi bati atliekami li¢io heparino
meégintuvéliuose. Amonio nustatymai neturi bati atliekami amonio heparino mégintuvéliuose. Natrio nustatymas neturi bati atliekamas natrio heparino
meégintuvéliuose.

EDTA mégintuvéliai

VACUETTEe K2E EDTA mégintuvéliai ir VACUETTEe K3E EDTA mégintuvéliai yra naudojami hematologijoje tiriant bendrg kraujg. EDTA mégintuvéliai gali bati
naudojami rutininés imunohematologijos tyrimuose, t.y. eritrocity grupavime, Rh tipo nustatyme ir antikliny nustatyme, virusiniy Zymeny tyrime laboratorijose bei
molekulinéje diagnostikoje. Vidiné mégintuvélio pusé yra padengta K2EDTA arba K3EDTA. Galima jsigyti mégintuvéliy su skystu EDTA tirpalu. EDTA suriSa kalcio
jonus ir blokuoja koaguliacijos kaskadg. EDTA mégintuvéliai yra skirti bendro kraujo iStyrimui klinikinéje hematologijos laboratorijoje per 24 valandas, laikant
kambario temperatdroje. Kraujo tepinéliai turi bati ruoSiami per keturias valandas po kraujo paémimo.

VACUETTEe K2E EDTA mégintuvéliai su geliu yra naudojami plazmos tyrime molekulinéje diagnostikoje ir virusy aptikime.

Standartiniai gliukozés mégintuvéliai

Gliukozés mégintuveélius galima jsigyti su jvairiais priedais. Mégintuvéliai turi antikoagulianta ir stabilizatoriy: natrio fluoridas/ K3EDTA, natrio fluoridas / kalio
oksalatas, natrio fluoridas/natrio heparinas. Gliukozés mégintuvéliai yra tinkami gliukozés koncentracijos nustatymui per 48 valandas. Skaitykite tyrimo rinkinio
instrukcijg dél mégintuveéliy pasirinkimo, ypa¢ tiriant laktatus.

VACUETTE® FC Mix Tubes

VACUETTE® FC Mix mégintuvéliai in-vivo gliukozés koncentracijos stabilizavimui bendrame kraujyje ir/ar plazmoje. Tai yra sterilGs, vienkartinio naudojimo,
plastikiniai mégintuvéliai su vakuumu ir VACUETTE® saugiais kam$teliais. Mégintuvéliuose yra iy priedy misinys: Na2EDTA, natrio fluorido, citriny ragsties ir
natrio citrato. Labai svarbu tinkamai iSmaisyti (10x)! VACUETTE® FC Mix mégintuvéliai (pirminiai mégintuvéliai) po tinkamo pavartymo gali bati laikomi iki 24
valandy kambario temperatiroje be centrifugavimo.

« Jei mégintuvélius reikia laikyti ilgiau nei 24 valandas kambario temperatdroje, méginiai turi bati centrifuguojami iSkart po paémimo. Tuomet jie kambario
temperataroje gali bati laikomi iki 48 valandy.

« Centrifuguotos alikvotos i§ VACUETTE® FC Mix mégintuvéliy gali bati laikomos iki 48 valandy kambario temperataroje. Mégintuvéliai turi bati centrifuguojami
kaip jmanoma greiciau.

« Méginius galima Saldyti (4-8°C, 39-46°F) 48 valandas gliukozés stabilizavimui.

Kryzminio suderinamumo mégintuvéliai
KryZminés reakcijos mégintuvéliai yra dviejy skirtingy tipy. Vienas mégintuvélio tipas turi aktyvatoriy, kurio pagalba yra atliekamas kryZminés reakcijos tyrimas su
serumu, o kitas tipas turi K3EDTA ir yra naudojamas kryZminio suderinamumo tyrimams bendrame kraujyje. Taikymo sritis yra kryZminio suderinamumo tyrimai.

Kraujo grupiy nustatymo mégintuvéliai

Kraujo grupiy nustatymo mégintuvélius galima jsigyti su ACD (Acid Citrat Dextrose/rligsties citrato dekstrozés) tirpalais dviem formulémis (VACUETTEe ACD-A ar
VACUETTEeACD-B) ar su CPDA tirpalu (Citrate Phosphate Dextrose Adenin/citrato fosfato dekstrozés adeninas). Kraujo grupavimo mégintuvéliai yra naudojami
kraujo grupiy nustatymo tyrimams arba Igsteliy konservavimui.

Mégintuvéliai sunkiyjy metaly nustatymui

Mégintuvéliai sunkiyjy metaly nustatymui turi natrio heparino arba yra be priedy ir yra naudojami sunkiyjy metaly nustatymo tyrimuose. VACUETTEe mégintuvéliai
Z sunkiyjy metaly nustatymui neturi kreSéjimo aktyvatoriaus ir privalo bati laikomi vertikaliai, kol kraujas pilnai sukreSa. Prie$ nustatant sunkiuosius metalus, turi
bati jvertintos visos priemonés, naudotos kraujo paémimui, transportavimui ir laikymui. Kiekvienai mégintuvéliy partijai i$ anksto reikia atlikti tusciajj (blank)
matavima.

VACUETTE® Hemocisteino aptikimo meégintuvéliai

VACUETTE® Homocisteino aptikimo mégintuvéliy sudétyje yra buferizuoto natrio citrato/citriny ragsties tirpalo (pH=4,2), kad bendrame kraujyje baty galima
stabilizuoti homocisteing. Kraujo surinkimo tinkamai metu tinkamai uzpildykite mégintuvélius (iki uZpildymo Zymos). Mégintuvélius Svelniai 5-10 karty pavartykite
iSkart po kraujo surinkimo, kad kraujas ir mégintuvélyje esantis priedas gerai susimaisyty.

Homocisteino koncentracijos tyrimo rezultatas turi bati padaugintas i$ 1.11 faktoriaus, kad baty kompensuotas skiedimas citratu. Kai kuriais atvejais faktorius gali
bati jtakotas natdraliy, fiziologiniy svyravimy. Netinka fermentiniy tyrimy metodams. Tyrimo vertinimas parodé, jog suderinamumas yra ne visada. Todél, tyrimy
suderinamumas turi biti patvirtintas prie$ naudojima. Nesuderinamumas gali sukelti klaidingy ar negaliojanciy tyrimy atsiradima.

Mégintuvéliai be priedy
VACUETTE® Z mégintuvéliai be priedy neturi antikoagulianty ar kre$éjimo aktyvatoriy, taciau yra vakuuminiai, o vidiné dalis yra sterili. Jie gali bati naudojami kaip
atlieky mégintuvéliai ar kraujo paémimo mégintuvéliai.

VACUETTE® |spéjimai/atsargumo priemonés

1. Nenaudokite mégintuvélio, jei jame pastebéjote pasalines medziagas!

2. Dirbdami su visais biologiniais méginiais ir astriomis kraujo paémimo priemonémis (lancetais, adatomis, luer adapteriais ir kraujo surinkimo komplektais)
laikykités savo jstaigos darbo proceddry ir politikos.

3. Bikite atidds dirbdami su biologiniais méginiais (pvz., punkcijos metu), kadangi jie gali pernesti ZIV (AIDS), virusinj hepatitg bei kitus kraujo patogenus.

4. Visas astrias kraujo paémimo priemones iSmeskite | biorizikos konteinerius, skirtus jy utilizavimui.

5. Néra rekomenduojamas kraujo perkélimas i$ SvirkSto j mégintuveélj. Tokiu atveju padidéja jsidarimo rizika. Be to, perneSimo metu spaudziama $virksto kojelé
sukelia teigiamg spaudima, kuris jéga i§stumia kamstelj ir méginj bei sukelia kontakto su krauju rizikg. Svirk$to naudojimas perkeliant krauja taipogi gali jtakoti
meégintuvéliy nepripildyma arba perpildyma, kas sukelia netiksly kraujo ir priedo santykj ir neteisingg rezultaty analize.

6. Jei kraujas yra surenkamas per intravenine (IV) linijg, prie$ pradedant uZpildyti kraujo surinkimo mégintuvélius, uztikrinkite, kad i$ Sios linijos buvo pasalintas IV
tirpalas. Batina iSvengti klaidingy laboratorijos duomeny dél uzter§imo IV skysgiu.

7. Nenaudokite mégintuvéliy su li¢io jodo acetatu, jei jy sienelés pasidengé geltona plévele.

8. Visi skysti konservantai ir antikoaguliantai yra skaidris ir bespalviai. CPDA mégintuvéliuose yra gelsvas skystis, kre$éjimo aktyvatorius gali bati baltas, o EDTA
meégintuvéliy skystis gali bati nuo balk§vos iki geltonos spalvos, kas visiSkai nejtakoja ju veiksmingumo.

9. Jei néra laikomasi rekomenduojamos centrifugavimo galios ir (ar) laiko, mégintuvéliuose gali atsirasti plaukiojanéiy kresuliy.

980200_Rev22_09-2018



9. Nenaudokite mégintuvéliy pasibaigus jy galiojimo datai.

Laikymas

Mégintuvélius laikykite prie 4-25°C (40-77° F).

PASTABA: Nelaikykite tiesioginés saulés spinduliuose. Virsijus rekomenduojama laikymo temperatirg, bus pakenkta mégintuvélio kokybei (t.y. vakuumo
netekimas, skysty priedy i§dziavimas, nusidazymas, ir t.t.).

Apribojimai

1. Informacijg apie tinkamg méginio medziaga, laikymg ir stabiluma rasite instrumento naudojimo instrukcijoje.

2. Plazma su heparinu turi bati atskiriama nuo lIgsteliy per 2 valandas centrifuguojant mégintuvélius su geliu arba perkeliant plazma j antrinj konteinerj (jei
meégintuvéliai su geliu néra naudojami).

3. Tyrimo suderinamumas su VACUETTE® homocisteino aptikimo mégintuvéliu néra uztikrinamas kiekvienu atveju (pvz., fermentiniy metody atveju). Pries
naudojimg, pasitvirtinkite suderinamuma. Jei néra suderinamumo su tyrimu, bus didelé klaidingy ar negaliojanéiy rezultaty tikimybé. I$samesne informacijg rasite
www.gbo.com/preanalytics - skyrius apie homocisteino mégintuvélius.

4. Ne visi terapijai skirti vaistai yra itirti. Atlikty studijy apraSymus rasite www.gbo.com/preanalytics.

5. Vitamino D3 nustatymas naudojant HPLC negali bati atliekamas su visais gelio mégintuvéliais.

6. |prasti mégintuvéliai serumui néra tinkami kai kuriy sunkiyjy metaly pédsaky aptikimui: Ag, Al, As, Ba, Be, Cd, Cr, Co, Cu, Hg, |, Li, Mn, Mo, Ni, Pb, Se, Sb, Sn,
Te, Th, TI, U, Zn.

7. VACUETTE® CAT greito serumo atskyrimo mégintuveéliai su plaukiojanciais kreSuliais sukelia LDH reik3miy deviacijas.

8. Yra Zinoma, jog fluoridas sukelia hemolize. ISsamesne informacijg apie interferuojancias medziagas rasite tyrimo instrukcijoje.

Méginiy surinkimas ir darbas su jais

PRIES ATLIEKANT VENOS PUNKCIJA, ATIDZIAI PERSKAITYKITE SIA INFORMACIJA.
Iranga, reikalinga méginiy surinkimui.

Prie$ atliekant venos punkcija, jsitikinkite, kad turite visg reikalingg jranga:

1. Visi reikalingi mégintuvéliai, identifikuoti dél dydzio, surinkimo tdrio ir priedy.

2. Vienkartinés pirstinés ir asmens apsaugos jranga.

3. Etiketés, skirtos paciento méginio identifikavimui.

4. Kraujo surinkimo adatos ir laikikliai.

PASTABA: VACUETTE® kraujo surinkimo adatos yra sukurtos optimaliam naudojimui kartu su Greiner Bio-One laikikliais. Vartotojas prisiima atsakomybe dél kity
gamintojy laikikliy naudojimo.

5. Alkoholyje sudrékintas tamponas dezinfekavimui

6. Vartztis

7. Lipnus pleistras ar bintas

8. Astriy priemoniy konteineris, skirtas panaudoty priemoniy iSmetimui

Rekomenduojamas surinkimo eiliSkumas: (remiantis CLS| GP41-ED7)

1 Kraujo kultdros

2 Natrio citratas

3 Serumas / su atskyrimo geliu / greitas serumo atskyrimas (kre$éjimo aktyvatorius)
4 Heparinas / heparinas su atskyrimo geliu

5 EDTA / EDTA su atskyrimo geliu

6 Glikolitinio inhibitoriaus mégintuvélis

7 Kiti priedai

PASTABA: Jei naudojate peteli$kés kraujo paémimo rinkinj, pirmasis mégintuvélis bus nepilnai pripildytas. Todél, jei pirmasis méginys yra surenkamas j natrio
citratg, atlieky mégintuvélj (be priedy), jj rekomenduojama paimti prie§ §j mégintuvélj, kad baty uZtikrintas tinkamas priedo ir kraujo santykis. Be to, atliktos studijos
rodo, jog PT ir aPTT tyrimai néra jtakojami, jei kraujas bina paimamas j pirmajj méegintuvelj. Kitiems koaguliacijos tyrimams rekomenduojama surinkti antrg
megintuvélj, kadangi néra Zinoma, ar Sie tyrimai yra jtakojami.

PASTABA: visada laikykités jasy jstaigoje galiojanéio kraujo paémimo eili§kumo protokolo.

PASTABA: naudojant VACUETTE® mégintuvélius sunkiyjy metaly nustatymui (natrio heparinas), rekomenduojame atlikti atskirg kraujo paémima ir taip iSvengti
méginiy uzter§imo.

Tekéjimo atgal prevencija

Dauguma vakuuminiy kraujo surinkimo mégintuvéliy turi cheminiy priedy. Todél yra labai svarbu iSvengti atgalinio tekéjimo i§ mégintuvélio dél galimos neigiamos
reakcijos pacientui. Norint iSvengti tékmés j paciento ranka, laikykités Siy nurodymuy:

1. Paciento ranka turi bati Zeméjancioje pozicijoje.

2. Mégintuvélj laikykite kamsteliu j virSy.

3. Atleiskite varztj kai tik kraujas pradés tekéti j mégintuvél].

4. Uztikrinkite, kad venos punkcijos metu mégintuvélio turinys nelieCia kamstelio arba adatos galo.

Uzsaldymas/atitirpinimas

Visi uzpildyti mégintuvéliai gali bati uzsaldomi prie -80°C. Prie§ uzSaldant, rekomenduojama méginius 2 valandas palaikyti $aldytuve. Centrifuguotus meégintuvélius
su geliu uzsaldykite vertikalioje pozicijoje atvirame metaliniame stove prie -20°C = 2 valandoms. Mégintuvélius galima laikyti prie -20°C arba perkelti prie -80°C.
Po atSildymo, méginj gerai iSmaiSykite. Norint gauti idealiai $varig heparino plazma, atSildyti méginiai turi bati i$pilstyti alikvotomis ir centrifuguojami. ligalaikiam
laikymui rekomenduojama naudoti specialius krio buteliukus. Rekomenduojama patiems naudotojams nusistatyti savo uzsaldymo protokolg.

Aukstis virs jaros lygio
Kraujo surinkimui vietoje, kuri yra labai aukstai vir$ jaros lygio (1600 m — 3000 m) rekomenduojame naudoti didelio auk$c¢io mégintuvélius. Vakuumas Siuose
mégintuvéliuose kompensuoja Zemesnj iSorinj slégj.

Venos punkcijos technologija

ATLIEKANT VENOS PUNKCIJA IR DIRBANT SU KRAUJO SURINKIMO MEGINTUVELIAIS, DEVEKITE PIRSTINES, KAD SUMAZINTUMETE UZKRETIMO
RIZIKA.

2. Nuimkite adatos vozZtuvélio dangtelj.

3. |[kiSkite adatg j laikiklj. Uztikrinkite, kas adata yra gerai jstatyta ir neiSkris proceddros metu.

4. Uzdékite varztj (maks. 1 minute).

5. Paruoskite punkcijos vieta naudodami tinkama antiseptikg. NEPALPUOKITE VENOS PUNKCIJOS VIETOS PO DEZINFEKAVIMO.

6. Paciento ranka turi bati Zeméjancioje pozicijoje.

7. Nuimkite adatos apsauga. Atlikite venos punkcijg RANKA LAIKYDAMI ZEMEJANCIOJE POZICIJOJE, O MEGINTUVEL| LAIKYDAMI KAMSTELIU | VIRSY.
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8. |stumkite mégintuvelj j laikiklj ir ant adatos voZtuvélio, praduriant gumine diafragma. Mégintuvélj laikykite centrinéje pozicijoje praduriant kamstelj tam, kad
iSvengtuméte sienelés praddrimo ir prieslaikinio vakuumo netekimo.

9. NUIMKITE VARZT] ISKART, KAl KRAUJAS IMS TEKETI | MEGINTUVEL]. VENKITE, KAD MEGINTUVELIO TURINYS PALIESTY KAMSTEL| AR ADATOS
GALA PROCEDUROS METU.

PASTABA: Kraujas netycia gali nulaséti nuo adatos. Laikykités bendry saugumo taisykliy pavojaus minimalizavimui.

Jei kraujas neteka j mégintuvélj arba baigia tekéti neprisipildZius reikiamam tdriui, atlikite Zemiau nurodytus veiksmus:

a) Stumkite mégintuvélj j priekj tol, kol kamstelis bus tinkamai pradurtas. Visada laikykite mégintuvélj vienoje vietoje, spausdami ji nyks¢iu, kad uztikrintuméte
visiSkg vakuumo praradima. Stebékite uzpildymo Zzyma ant mégintuvélio. Galima +/-10% paklaida.

b) |sitikinkite, kad adatos pozicija venoje yra tinkama.

c) Jei kraujas vis tiek nebéga, pasalinkite §f mégintuvélj ir naudokite nauja.

d) Jei kraujas nebéga naudojant antrg mégintuvélj, iStraukite ir iSmeskite adatg. Pakartokite proceddrg nuo 1 etapo.

10. Kai pirmas mégintuvélis yra pripildytas ir kraujo ttkmé sumazéja, Svelniai iSimkite mégintuvélj i$ laikiklio.

11. |statykite kitg mégintuvélj j laikiklj, praduriant diafragma, kad prasidéty kraujo tékmé. Mégintuvélius be priedy naudokite pirma mégintuveéliy su priedais.
Ziarékite rekomenduojama surinkimo eiliskuma.

12. Svelniai pavartykite mégintuvélius i$kart po kraujo surinkimo, kad priedai ir kraujas gerai susimaisyty. Apsukite mégintuvélj aukstyn kojomis ir graZinkite j
prading pozicijg — tai vienas pilnas pavertimas.

PASTABA: Nepurtykite mégintuvéliy. Stiprus plakimas gali sukelti putojimg ar hemolize. Nepakankamas arba atidétas serumo mégintuvéliy vartymas gali sukelti
vélyvg kreséjimg. Mégintuvéliuose su antikoaguliantais nepakankamas maiS§ymas gali sukelti trombocity sulipima, kre$éjima ir (ar) neteisingus tyrimo rezultatus.
13. Kai tik kraujas baigia tekéti j paskutinj mégintuvelj, iSimkite adatg i$ venos, spauskite punkcijos vietg sausu steriliu tamponu tol, kol kraujas nebetekés. Jei
reikia, prasidéjus kreséjimui, apriskite rankg bintu.

PASTABA: Po venos punkcijos, ant kamstelio virSaus gali bati kraujo likuciy. Dirbant su mégintuvéliais, laikykités tinkamy atsargumo priemoniy, kad iSvengtuméte
kontakto su krauju. Laikiklis, uZterstas krauju, yra laikomas pavojingu ir turi bati nedelsiant utilizuojamas.

14. Panaudotg adatg ir laikiklj utilizuokite naudodami atitinkamus prietaisus. PAKARTOTINAI ADATOS NEUZKIMSKITE. Adatos dangtelio uzdéjimas padidina
isikarimo ir uzkrétimo rizika.

15. Laboratorija prisiima visg atsakomybe dél vieno mégintuvélio keitimo kitu patvirtinimo ir analitiniy rezultaty, gauty i§ paciento méginio, paveikimo.
PASTABA: mégintuveélius, ypatingai mégintuvélius serumui, laikykite vertikaliai.

Centrifugavimas

Isitikinkite, kad visi mégintuvéliai yra tinkamai patalpinti j centrifugg; neteisingas mégintuvéliy jstatymas gali sukelti VACUETTEe saugaus kamstelio atsiskyrima
nuo mégintuvélio.

PASTABA: CAT serumo atskyrimo mégintuvéliai su kre$éjimo aktyvatoriumi turi bati centrifuguojami per 30 minuciy po kraujo surinkimo , kad baty sumaZintas
kreséjimas (fibrino susidarymas) serume. Tai gali sukelti analizatoriaus uzter§ima ir klaidingus rezultatus.

Kraujas, surinktas is pacienty, kuriems yra taikoma antikoagulianty terapija ar i§ pacienty su koaguliacijos sutrikimais, gali kre$éti ilgiau nei 30 minuciy. Prie$
centrifugavimg, mégintuvéliuose serumui turi jvykti pilnas kreséjimas..

VACUETTE® CAT greito serumo atskyrimo mégintuvéliai gali bati centrifuguojami per 5 minutes po kraujo paémimo. Nepakankamas maiSymas gali sukelti
uZdelstg kre$éjimg VACUETTE® CAT greito serumo atskyrimo mégintuvéliuose.

Mégintuvélio tipas pavertimai Rekomenduojama g-jéga Laikas
(maisSymas) Santykiné centrifugavimo jéga (rcf) (min.)

Greito serumo atskyrimo mégintuvéliai 5-10x 1800 g 10
5-10x 3000 g 5

Serumo mégintuvéliai/su geliu 5-10x 1800 -2200g 10-15

EDTA mégintuvéliai/su geliu 5-10x 1800 -2200 g 10-15

Heparino plazmos/su geliu mégintuvéliai 5-10x 1800-2200g 10-15

Standartiniai gliukozés mégintuvéliai 5-10x 1800 -2200g 10-15

Homocisteino aptikimo mégintuvéliai 5-10x 2000 — 2200 g 10

VACUETTE® FC Mix mégintuvéliai 10x 1800 g 10

Koaguliacijos mégintuvéliai

- Trombocity tyrimai (PRP) 4-5x 150 g 5

- Rutininiai tyrimai (PPP) 4-5x 1500 — 2000 g 10

- Gilaus uz$aldymo plazmos paruosimas (PFP) 4-5x 2500 - 3000 g 20

Kiti centrifugavimo nustatymai irgi gali suteikti tinkamg atskyrima. Plazmos mégintuvéliai turi bati centrifuguojami prie aukstos g-jégos (pvz., 2200g). Tai turi bati
ivertinta ir patvirtinta laboratorijoje (pvz., padidinta g- jéga ir/ar sumazintas laikas).

Barjerai iSlieka stabilesni, jei mégintuvéliai yra centrifuguojami centrifugose su horizontaliais iSsukimo rotoriais nei su fiksuoto kampo rotoriumi.

PASTABA: jei gelio judéjimas néra adekvatus (ypac¢ dél hematokrito >50%), rekomenduojama naudoti didesne g-jéga ir prailginti centrifugavimo laika.
Centrifugavimas neturi biti atliekamas vésinamoje centrifugoje. Auksta temperattra gali neigiamai paveikti fizines gelio savybes. Geriausias serumo ir plazmos
naSumas yra prie 20°C-22°C temperataros.

PASTABA: gelio mégintuvéliai turi bati centrifuguojami ne véliau kaip po 2 valandy po kraujo surinkimo. ligesnis kraujo Igsteliy kontaktas su plazma gali sukelti
klaidingus analizés rezultatus. Susiformavus barjerui, nerekomenduojama i$ naujo atlikti centrifugavimo. Mégintuvéliy pakartotinis centrifugavimas gali pakenkti
gelio barjerui — gelio dalelés gali atsiskirti ir atsidurti supernatante.

VACUETTEe kamsteliai

VACUETTE® kraujo surinkimo sistema pasizymi unikaliais saugumo kamsteliais. Yra dvi skirtingos uzdarymo sistemos, pasirenkamos priklausomai nuo
mégintuvélio dydzio:

13mm mégintuvéliai: Premium ir neuzsukami kamsteliai

Premium kamsteliai yra pritaikyti naudojimui su VACUETTEe saugiais uzsukamais kamsteliais. Sukdami kamstelj pries$ laikrodZio rodykle nuimkite kamstelj
sukamuoju ir traukiamuoju judesiu. Kamstelis negali bati nuimamas traukiamuoju judesiu.

Neuzsukami kamsteliai irgi yra pritaikyti naudojimui su VACUETTEe saugiais uZsukamais kamsteliais. Kadangi kamstelis yra ne srieginis, jj galite nuimti paprastu
traukiamuoju judesiu.

16 mm meégintuvéliai: VACUETTEe saugus uZspaudziami kamsteliai — kamstelj nuimkite paprastu traukiamuoju judesiu.

Specialis Snap kamsteliai yra pagaminti tik i§ PE ir jais galima pakartotinai uzkimsti laikymui skirtus mégintuvélius.

ISmetimas

1. Laikykités bendryjy higienos reikalavimy ir vietiniy taisykliy dél tinkamo infekciniy medziagy utilizavimo.

2. Vienkartinés pirstinés sumazina infekcijos rizikg.

3. Uztersti ar pripildyti mégintuvéliai turi bati iSmetami j atitinkama biologinio pavojaus konteinerj, kuris véliau gali bati autoklavuojamas ar sudeginamas.
4. Utilizavimas turi bati atliekamas tam tikroje kremavimo jstaigoje arba atliekant autoklavavima (sterilizavimas garais).
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Informacija etiketéje

Katalogo numeris In vitro diagnostiné priemoné
Lot Partijos kodas E]i] Skaitykite naudojimo instrukcijg
m Galiojimo data 'I | || Gamintojas

Sterilizacija spinduliais i Temperattiros ribos

")) Nenaudoti pakartotinai

B
Nuorodos:

ISO / EN / ANSI/AAMI Standards

ISO 6710 “Single-use containers for venous blood specimen collection”

EN 14820"Single-use containers for human venous blood specimen collection”

1SO 11137 "Sterilisation of health care products — Requirements for validation and routine control — Radiation sterilisation”

Literatira:

C38-A "Control of Preanalytical Variation in Trace Element Determinations”, Approved Guideline

GP39-A6 " Tubes and Additives for Venous and Capillary Blood Specimen Collection ", Approved Standard - 6th Edition
GP41-ED7 "Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture", Approved Standard - 7th Edition
GP44-A4 "Procedures for the Handling and Processing of Blood Specimens for Common Laboratory Tests”, Approved Guideline
— 4th Edition

H21-A5 "Collection, Transport, and Processing of Blood Specimens for Testing Plasma-Based Coagulation Assays and Molecular
Hemostasis Assays", Approved Guideline - 5th Edition

H20-A2 "Reference Leukocyte (WBC) Differential Count (Proportional) and Evaluation of Instrumental Methods” Approved
Standard - 2nd Edition.

H26-A2 "Validation, Verification, and Quality Assurance of Automated Hematology Analyzers”, Approved Standard — 2nd Edition..

‘ Greiner Bio-One GmbH
Bad Haller str.32
4550 Kremmunster
Austrija
www.gbo.com/preanalytics
office@at.gbo.com
Tel.: +43 7583 6791
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/  Youcan find more
information about this
product in our web-
shop.

VACUETTE®

SERUM TUBES

VACUETTE® serum tubes

are used for determinations

in serum for routine clinical
chemistry tests and hormones,
serology, immunohaematology
and TDM.

Serum tubes from Greiner
Bio-One are available in three
versions: CAT Serum Clot Ac-

VACUETTE® Blood Collection Tubes .

VACUETTE® Serum Tubes

1.p.d 1.8.1poz.

—

tivator, CAT Serum Sep Clot

Activator and CAT Serum Fast

Separator.

The inner wall of each serum
tube is coated with microscop-
ic silica particles(clot activator
main component Si0, )which ac-
tivate clotting when the tubes
are carefully inverted.

www.gbo.com
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. VACUETTE® Blood Collection Tubes
VACUETTE®Serum Tubes

34/

CAT Serum Clot Activator

VACUETTE® CAT serum clot activator tubes
are coated with micronized silica particles
that activate clotting when the tubes are
gently turned. Selected tubes are also
available with a transparent label.

Item no. ':llzmimnzl Cap colour Ring colour Thread type Tube size Label Barcode Ot);lijrtl:fr/
454098 Tml ®red Owhite PREMIUM 13x75 paper no 50/ 1,200
454096 2ml ®red Owhite PREMIUM 13x75 paper no 50/ 1,200
484515 2ml ®red Owhite PREMIUM 13x75 paper yes 50/1,200
454092 4ml ®red @ black PREMIUM 13x75 paper no 50/ 1,200
474092 4 ml ®red ®black PREMIUM 13x75 | transparent no 50/1,200
484525 4 ml ®red ®black PREMIUM 13x75 paper yes 50/ 1,200
456092 B ml ®red ®black PREMIUM 13x100 paper no 50/ 1,200
476092 6 ml ®red @ black PREMIUM 13x100  transparent no 50/ 1,200
486504 B ml ®red @ black PREMIUM 13x100 paper yes 50/ 1,200
454236 2ml ®red O white non-ridged 13x75 paper no 50/ 1,200
454204 4ml ®red @ black non-ridged 13x75 paper no 50/ 1,200
456089 6 ml ®red @ black non-ridged 13 x 100 paper no 50/ 1,200
456048 6 ml ®red @ black non-ridged = 13x100 @ transparent no 50/ 1,200
455092 9ml ®red ® black non-ridged  16x 100 paper no 50/ 1,200

www.gbo.com



. VACUETTE® Blood Collection Tubes
VACUETTE®Serum Tubes
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Item no.

454098
454096
484515
454092
474092
484525
456092
476092
486504
454236
454204
456089
456048
455092

www.gbo.com

Nominal
volume

Tml
2ml
--ETET--
4ml
4ml
4ml
6ml
6ml
6ml
2ml
4ml
6ml
6ml

9ml

CAT Serum Clot Activator

VACUETTE® CAT serum clot activator tubes
are coated with micronized silica particles
that activate clotting when the tubes are
gently turned. Selected tubes are also
available with a transparent label.

1p.d 1.8.2

Cap colour Ring colour Thread type
®red Owhite PREMIUM
®red Owhite PREMIUM
®red DO white PREMIUM
®red ®black PREMIUM
®red ®black PREMIUM
®red ®black PREMIUM
®red ®black PREMIUM
®red ®black PREMIUM
®red @ black PREMIUM
®red O white non-ridged
®red @ black non-ridged
®red @ black non-ridged
®red @ black non-ridged
®red @ black non-ridged

Tubesize

13x75

13 x75

13x75
13x75
13x75
13 x75
13 x 100
13 x 100
13 x 100
13 x75
13x75
13 x 100
13 x 100
16x 100

Label

paper
paper
paper
paper
transparent
paper
paper
transparent
paper
paper
paper
paper
transparent

paper

Barcode

no
no
yes
no
no
yes
no
no
yes
no
no
no

no

Qty. inner/
outer

50/ 1,200
50/ 1,200
50/1,200
50/ 1,200
50/1,200
50/ 1,200
50/ 1,200
50/1,200
50/ 1,200
50/ 1,200
50/ 1,200
50/ 1,200
50/1,200
50/1,200



. VACUETTE® Blood Collection Tubes
VACUETTE®Serum Tubes

34/

Item no.

454098
454096
484515
454092
474092
484525
456092
476092
486504
454236
454204
456089
456048
455092

www.gbo.com

Nominal
volume

Tml
2ml
2ml
4ml
4ml
4ml
6ml
6ml
6ml
2ml
4ml
6ml
6ml

9ml

CAT Serum Clot Activator

VACUETTE® CAT serum clot activator tubes
are coated with micronized silica particles
that activate clotting when the tubes are
gently turned. Selected tubes are also
available with a transparent label.

1p.d 1.8.3 poz.

Cap colour

®red

®red

®red

®red @ black
®red ®black
®red ® black
®red ®black
®red @ black
®red ® black
®red Owhite
®red ® black
®red @ black
®red ® black
®red ® black

Thread type

PREMIUM
PREMIUM
PREMIUM
PREMIUM
PREMIUM
PREMIUM
PREMIUM
PREMIUM
PREMIUM
non-ridged
non-ridged
non-ridged
non-ridged

non-ridged

Tubesize

13x75
13x75
13x75
13x75
13x75
13 x75
13 x 100
13 x 100
13 x 100
13 x75
13x75
13 x 100
13 x 100
16x 100

Label

paper
paper
paper
paper
transparent
paper
paper
transparent
paper
paper
paper
paper
transparent

paper

Barcode

no
no
yes
no
no
yes
no
no
yes
no
no
no

no

Qty. inner/
outer

50/ 1,200
50/ 1,200
50/1,200
50/ 1,200
50/1,200
50/ 1,200
50/ 1,200
50/1,200
50/ 1,200
50/ 1,200
50/ 1,200
50/ 1,200
50/1,200
50/1,200



. VACUETTE® Blood Collection Tubes

VACUETTE®EDTA Tubes
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1 p.d. 1.9 poz.

42/

K2E K2EDTA

VACUETTE® K2E K2EDTA tubes contain
di-potassium K2EDTA which blocks the
coagulation cascade. Selected tubes are also
available with transparent labels.

www.gbo.com

\\/ Item no. ':llzmimnzl Cap colour Ring colour Thread type Tube size Label Barcode Ot};lrt‘z:r/
454024 2ml ® lavender C white PREMIUM 13x75 paper no 50/ 1,200
454020 3ml ® lavender ® black PREMIUM 13x75 paper no 50/ 1,200
484526 3ml @ lavender @ black PREMIUM 13x75 paper yes 50/ 1,200
454023 4ml ® lavender @ black PREMIUM 13x75 paper no 50/ 1,200
456023 6 ml ® lavender @ black PREMIUM 13x 100 paper no 50/1,200
454047 2ml ® lavender C white non-ridged = 13x75 paper no 50/ 1,200
454246 3ml ® lavender @ black non-ridged = 13x75 paper no 50/ 1,200
454411 3ml ® lavender @ black non-ridged  13x75  transparent no 50/ 1,200
454209 4ml ® lavender @ black non-ridged = 13x75 paper no 50/ 1,200
454470 4ml @ lavender @ black non-ridged  13x75  transparent no 50/ 1,200
484506 4ml @ pink @ black non-ridged = 13x75 paper yes 50/ 1,200
484507 4ml ® lavender @ black non-ridged = 13x75 paper yes 50/ 1,200
456043 6 ml ® lavender @ black non-ridged  13x 100 paper no 50/ 1,200
455045 9ml ® lavender @ black non-ridged = 16x 100 paper no 50/ 1,200
495045 gml ® lavender @ black non-ridged 16x 100 BiBarcode yes 50/1,200



The VACUETTE® Product Range

The comprehensive product range consists of evacuated blood collection tubes for blood, saliva and urine collec-
tion, accessories, safety products for prevention of needlestick injuries, both manual and automated ESR systems
(erythrocyte sedimentation rate), sharps disposal containers, transport containers and automatic instruments for

decapping tubes.

The individual tubes contain additives for the
stabilisation of samples. The caps of the tubes
are coloured in accordance with the international
recommended colour code, so that different
tube types can be recognised at first glance.
The different coloured rings on the top of the cap
provide additional optical recognition.

[1 p.d.1.8.1;1.9.1ir 1.10.1

Colour and meaning of the stabilisation ring

Standard Black Ring
Tube

Tube with Yellow Ring
separation gel

Low Draw White Ring
Volume Tube

More safety and efficiency with VACUETTE® closure systems

All tubes with 13mm diameter are available in two versions: with the PREMIUM Safety Twist Caps or with Non-
Ridged pull caps. The VACUETTE® PREMIUM Tube with Safety Twist Cap Is especially suited for manual opening,
whilst the VACUETTE® Non-Ridged tubes with pull cap have been especially developed for use on automatic

decapping instruments.

All tubes with 16mm diameter are only available with pull caps.

3, PREMIUM Tubes with Safety Twist Cap
] Due to the optimal coordination between Safety Twist Cap and thread, the VACUETTE®
ﬁ PREMIUM tube can be opened with a simple twist movement, requiring minimal effort.
| The secure grip on the tube prevents the cap from becoming unfastened by itself.
e This is a particular advantage during transport.

% Non-Ridged Tubes with pull cap

Without threads, the tubes are especially suitable for
automatic decapping by a quick pull movement.

1
www.gbo.com/preanalytics I



EDTA

EDTA tubes are for the examination of whole blood in haematology and are
offered as either K2EDTA or K3EDTA tubes. EDTA binds the calcium ions and
therefore blocks the coagulation cascade.

No Additive

These tubes do not contain any additives.

—

Tubes are packed 50 pcs per rack and 1200 pcs per carton

1 p . d . 1 . 9 . 1 pOZ . Tubes are packed 50 pcs per rack and 1200 pcs per cartc
romNo. \ Yo 3R, B, 1pd.1.9.1poz. | Yom g, 85, Tuwosize Desorption
2E K2EDTA - PREMIUM (Safety Twist Z No Additive - PREMIUM (Safety Twist Cap)
454024 oml lavender  white 75  K2E K2EDTA, low draw volume <—|1 p.d. 1.9 poz. 454088  o2ml  white o 13x75  ZNo Additive, low draw volume
454020 3ml lavender black 13x75 K2E K2EDTA <«—_ 454001 4ml white black 13x 75 7 No Additive
54023 B | B Ve ndlo/black Prts  [NAEINASDIA 456001  6ml white black 13x100  ZNo Additive
456023 6ml lavender black 13 x 100 K2E K2EDTA Z No Additive - Non-ridged (pull cap)
K2E K2EDTA - Non-ridged (pull cap) . -
- 454241 3ml white black 13x75 Z No Additive
454047 2ml lavender white 183x75 K2E K2EDTA, low draw volume - =
454409 2ml lavender white 13 x 75 K2E K2EDTA, low draw volume, transparent label 088 &l il e Stk e e 2N el
454046 3mi T ol 13x 75 K2E K2EDTA 456085 eml white black 13 x 100 Z No Additive
454411 3ml lavender  black 13x75  K2E K2EDTA, transparent label 455001 9ml white plack 16x100  ZNo Additive
454209 aml lavender black 13x75 K2E K2EDTA
454410 Aml lavender black 13x 75 K2E K2EDTA, transparent label
456043 6l lavender  black 183x100  K2E K2EDTA Discard Tubes
acco . . er  black 13x 100  K2F K2EDTA, transparent label 1 pd .1.9.1 poz. L o i The VACUETTE® Discard Tube is not for analysis. The tube interior contains no ad-
1 pd . 1 9 1 pOZ. Her black 16 x 100 K2F K2EDTA E E b i ditive. When using a (safety) blood collection set to draw a coagulation sample, a
[T et s Tt o il o e e e e e
454034 Tml lavender white 13x 75 ' SE KBED 1A, low draw volume ='E.'f___’j_
454087 oml lavender  white 13x75 K3E KBEDTA, low draw volume <__|1 p.d. 1.9 poz. 5 LSl Sl e e S N e 2 e
474087 2ml lavender white 13x75 KBE KBEDTA, low draw volume, transparent label
454086 3ml lavender black 183x 75 KBE K3FNTA ;
474086 3ml lavender B@( 13 x 75 K3E KSED.TA, U anspal il Iaus Item No. \'\/l(c))lm 8grour glc?lgur Tube Size Description
454036 4ml lavender  black 13x 75 K3E K3EDTA Z Discard Tube - Non-ridged (pull cap)
474036 Aml lavender black 13 x 75 KBE KBEDTA, transparent label 456202 5ml black red 183 x 100 Z Discard Tube
454039 4.5ml lavender  black 13x75 K3E KSEDTA 456217 5ml white black 13x 100  Z Discard Tube
456034 5ml lavender black 13 x 100 K3E KSEDTA
456036 6ml lavender black 13 x 100 K3E KBEDTA
K3E K3EDTA - Non-ridged (pull cap)
454222 2ml lavender white 13 x 75 K3E KBEDTA, low draw volume
454217 3ml lavender black 13x 75 K3E KBEDTA
454287 3ml lavender black 13 x 75 KBE KBEDTA, transparent label
454021 Aml lavender black 13x 75 K3E KBEDTA
454425 4ml lavender black 13x 75 KBE KBEDTA, transparent label
454223 4.5ml lavender black 13x75 KBE KSEDTA
456038 6ml lavender black 13 x 100 KBE KSEDTA
456053 Bml lavender black 13 x 100 KBE KBEDTA, transparent label
455036 oml lavender black 16 x 100 K3E KSEDTA
18
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. VACUETTE® Blood Collection Tubes

VACUETTE®EDTA Tubes

42/
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K2E K2EDTA

VACUETTE® K2E K2EDTA tubes contain
di-potassium K2EDTA which blocks the
coagulation cascade. Selected tubes are also
available with transparent labels.

1 p.d. 1.9.1 poz.

Item no. ':llzmimnzl Cap colour Ring colour Thread type Tube size Label Barcode Ot};lrt‘z:r/
454024 2ml ® lavender C white PREMIUM 13x75 paper no 50/ 1,200
454020 3ml ® lavender ® black PREMIUM 13x75 paper no 50/ 1,200
484526 3ml @ lavender @ black PREMIUM 13x75 paper yes 50/ 1,200
454023 4ml ® lavender @ black PREMIUM 13x75 paper no 50/ 1,200
456023 6 ml ® lavender @ black PREMIUM 13x 100 paper no 50/1,200
454047 2ml ® lavender C white non-ridged = 13x75 paper no 50/ 1,200
454246 3ml ® lavender @ black non-ridged = 13x75 paper no 50/ 1,200
454411 3ml ® lavender @ black non-ridged  13x75  transparent no 50/ 1,200
454209 4ml ® lavender @ black non-ridged = 13x75 paper no 50/ 1,200
454470 4ml @ lavender @ black non-ridged  13x75  transparent no 50/ 1,200
484506 4ml @ pink @ black non-ridged = 13x75 paper yes 50/ 1,200
484507 4ml ® lavender @ black non-ridged = 13x75 paper yes 50/ 1,200
456043 6 ml ® lavender @ black non-ridged  13x 100 paper no 50/ 1,200
455045 9ml ® lavender @ black non-ridged = 16x 100 paper no 50/ 1,200
495045 gml ® lavender @ black non-ridged 16x 100 BiBarcode yes 50/1,200

www.gbo.com



. VACUETTE® Blood Collection Tubes

VACUETTE®EDTA Tubes

42/
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K2E K2EDTA

VACUETTE® K2E K2EDTA tubes contain
di-potassium K2EDTA which blocks the
coagulation cascade. Selected tubes are also
available with transparent labels.

1 p.d. 1.9.2 poz.

Item no. ':llzmimnzl Cap colour Ring colour Thread type Tube size Label Barcode Ot};lrt‘z:r/
454024 2ml ® lavender C white PREMIUM 13x75 paper no 50/ 1,200
454020 3ml ® lavender ® black PREMIUM 13x75 paper no 50/ 1,200
484526 3ml @ lavender @ black PREMIUM 13x75 paper yes 50/ 1,200
454023 4ml ® lavender @ black PREMIUM 13x75 paper no 50/ 1,200
456023 6 ml ® lavender @ black PREMIUM 13x 100 paper no 50/1,200
454047 2ml ® lavender C white non-ridged = 13x75 paper no 50/ 1,200
454246 3ml ® lavender @ black non-ridged = 13x75 paper no 50/ 1,200
454411 3ml ® lavender @ black non-ridged  13x75  transparent no 50/ 1,200
454209 4ml ® lavender @ black non-ridged = 13x75 paper no 50/ 1,200
454470 4ml @ lavender @ black non-ridged  13x75  transparent no 50/ 1,200
484506 4ml @ pink @ black non-ridged = 13x75 paper yes 50/ 1,200
484507 4ml ® lavender @ black non-ridged = 13x75 paper yes 50/ 1,200
456043 6 ml ® lavender @ black non-ridged  13x 100 paper no 50/ 1,200
455045 9ml ® lavender @ black non-ridged = 16x 100 paper no 50/ 1,200
495045 gml ® lavender @ black non-ridged 16x 100 BiBarcode yes 50/1,200

www.gbo.com



. VACUETTE® Blood Collection Tubes

VACUETTE®EDTA Tubes

42/

Item no.

454024
454020
484526
454023
456023
454047
454246
454411

454209
454410
484506
484507
456043
455045
495045

www.gbo.com

Nominal
volume

2ml
3ml
3ml
4ml
6 ml
2ml
3ml
3ml
4ml
4ml
4ml
4ml
6ml
9ml

9ml

K2E K2EDTA

VACUETTE® K2E K2EDTA tubes contain
di-potassium K2EDTA which blocks the
coagulation cascade. Selected tubes are also
available with transparent labels.

1 p.d. 1.9.3 poz.

Cap colour Ring colour Thread type Tube size
® lavender C white PREMIUM 13x75
® lavender ® black PREMIUM 13x75
@ lavender @ black PREMIUM 13x75
® lavender @ black PREMIUM 13x75
@ lavender @ black PREMIUM = 13x100
® lavender C white non-ridged = 13x75
® lavender @ black non-ridged = 13x75
® lavender @ black non-ridged = 13x75
® lavender @ black non-ridged = 13x75
® lavender @ black non-ridged = 13x75
@ pink @ black non-ridged = 13x75
® lavender @ black non-ridged = 13x75
® lavender @ black non-ridged  13x 100
® lavender @ black non-ridged = 16x 100
® lavender @ black non-ridged 16x 100

Label

paper
paper
paper
paper
paper
paper
paper

transparent
paper

transparent
paper
paper
paper
paper

BiBarcode

Barcode

no
no

yes
no
no
no

no

yes
no
no

yes

Qty. inner/
outer

50/1,200
50/1,200
50/1,200
50/1,200
50/1,200
50/ 1,200
50/1,200
50/ 1,200
50/1,200
50/ 1,200
50/1,200
50/ 1,200
50/1,200
50/ 1,200
50/1,200



VACUETTE® Blood Collection Tubes .
VACUETTE® Coagulation Tubes

9NC Coagulation Sodium Citrate 3.2 %

. VACUETTE®9NC coagulation 3.2 % trisodium

o citrate (0.109 mol/l) tubes are filled with a
buffered trisodium citrate solution. The
choice of concentration depends on the
laboratory’s procedure. The mixing ratiois 1
part citrate to 9 parts blood. Selected versions

== 08 or
— & Q) are also available with a transparent label.

1p.d 1.10.1

Item no. %gm:::l Cap colour Ring colour Thread type Tube size Label Barcode Oty(;lijrt\::r/
454321 2ml Olight blue O white PREMIUM 13x75 paper no 50/ 1,200
474321 2ml Olight blue D white PREMIUM 13x75 transparent no 50/ 1,200
484517 2ml Dlight blue D white PREMIUM 13x75 paper yes 50/1,200
494512 2 ml Olight blue “white PREMIUM 13 %75 BiBarcode yes 50/ 1,200
454325 3ml Olightblue @ black PREMIUM 13x75 paper no 50/1,200
454327 3.5ml Olight blue @ black PREMIUM 13x75 paper no 50/1,200
474327 3.5ml Olightblue @ black PREMIUM 13x75 | transparent no 50/1,200
484518 3.5ml Olightblue @ black PREMIUM 13x75 paper yes 50/1,200
486505 5ml Olightblue @ black PREMIUM 13x 100 paper yes 50/1,200
454322 2ml O light blue “white non-ridged 13x75 paper no 50/1,200
454334 3ml Olight blue @ black non-ridged 13x75 paper no 50/1,200
484508 3ml Olight blue @ black non-ridged 13x75 paper yes 50/1,200
454332 3.5ml O light blue @ black non-ridged 13x75 paper no 50/ 1,200
455322 gml O light blue @ black non-ridged = 16x 100 paper no 50/ 1,200
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VACUETTE® Blood Collection Tubes .
VACUETTE® Coagulation Tubes

9NC Coagulation Sodium Citrate 3.2 %

- VACUETTE®9NC coagulation 3.2 % trisodium
s

- m E citrate(0.199 mgl/l)tgbes are fillfsd with a

ot buffered trisodium citrate solution. The

' choice of concentration depends on the

laboratory’s procedure. The mixing ratiois 1
) pEE— _I ) part citrate to 9 parts blood. Selected versions
: B G; are also available with a transparent label.
/_1 p.d 1.10.2

Item no. %gm::l Cap colour Ring colour Thread type Tube size Label Barcode Oty(;lijrt\::r/
454321 2ml Olight blue O white PREMIUM 13x75 paper no 50/ 1,200
474321 T Olight blue D white PREMIUM 13x75 transparent no 50/ 1,200
484517 2ml Dlight blue D white PREMIUM 13x75 paper yes 50/1,200
494512 2ml Dlight blue D white PREMIUM 13x 75 BiBarcode yes 50/ 1,200
454325 3ml Dlight blue @ black PREMIUM 13x75 paper no 50/ 1,200
454327 3.5ml  Olightblue ® black PREMIUM 13x75 paper no 50/ 1,200
474327 3.5ml  Olightblue @ black PREMIUM 13x75 | transparent no 50/ 1,200
484518 3.5ml  Olightblue @ black PREMIUM 13x75 paper yes 50/ 1,200
486505 5ml Olight blue ® black PREMIUM 13x 100 paper yes 50/ 1,200
454322 2ml O light blue “white non-ridged 13x75 paper no 50/1,200
454334 3ml Olight blue @ black non-ridged 13x75 paper no 50/1,200
484508 3ml Olight blue @ black non-ridged 13x75 paper yes 50/1,200
454332 3.5ml O light blue @ black non-ridged 13x75 paper no 50/ 1,200
455322 gml O light blue @ black non-ridged = 16x 100 paper no 50/ 1,200
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VACUETTE® Blood Collection Tubes .
VACUETTE® Coagulation Tubes

9NC Coagulation Sodium Citrate 3.2 %

- VACUETTE®9NC coagulation 3.2 % trisodium
s

- m E citrate(0.199 mgl/l)tgbes are fillfsd with a

ot buffered trisodium citrate solution. The

' choice of concentration depends on the

laboratory’s procedure. The mixing ratiois 1
) pEE— _I ) part citrate to 9 parts blood. Selected versions
: B G; are also available with a transparent label.
1p.d 1.10.3

Item no. h\'{gm'r::' Cap colour &/ Ringcolour  Threadtype  Tubesize Label Barcode Ot"(;lij’t‘zre”
454321 2ml Olight blue O white PREMIUM 13x75 paper no 50/ 1,200
474321 2ml Olight blue D white PREMIUM 13x75 transparent no 50/ 1,200
484517 2ml Dlight blue D white PREMIUM 13x75 paper yes 50/1,200
494512 2ml Dlight blue T white PREMIUM 13x75 BiBarcode yes 50/ 1,200
454325 3ml Dlight blue @ black PREMIUM 13x75 paper no 50/ 1,200
454327 3.5 ml O light blue @ black PREMIUM 13x75 paper no 50/ 1,200
474327 3.5ml Olight blue @ black PREMIUM 13x75 transparent no 50/1,200
484518 3.5ml Dlight blue @ black PREMIUM 13x75 paper yes 50/ 1,200
486505 5ml Olight blue @ black PREMIUM 13x 100 paper yes 50/1,200
454322 2ml O light blue “white non-ridged 13x75 paper no 50/1,200
454334 3ml Olight blue @ black non-ridged 13x75 paper no 50/1,200
484508 3ml Olight blue @ black non-ridged 13x75 paper yes 50/1,200
454332 3.5ml O light blue @ black non-ridged 13x75 paper no 50/ 1,200
455322 gml O light blue @ black non-ridged = 16x 100 paper no 50/ 1,200
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. VACUETTE® Blood Collection Tubes
VACUETTE® Coagulation Tubes
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VACUETTE®

COAGULATION TUBES

VACUETTE® coagulation
tubes with sodium citrate are
used for determinationsin
coagulation tests.

Coagulationtubes from Greiner
Bio-One are available in three
versions: 9NC Coagulation So-
dium Citrate 3.2 %, 9NC Coagu-
lation Sodium Citrate 3.8 % and
CTAD.

The additive trisodium citrate
contained in the tube prevents

www.gbo.com

blood coagulation by binding
Ca-ions.

Some of our VACUETTE® Co-
agulation Tubes are also known
as“sandwich”tubes duetotheir
double-wall-technology. Thein-
nertubeismade of PP(polypro-
pylene)and prevents the evapo-
rationof liquid. The outer tubeis
made of PET (polyethylene tere-
phthalate)and ensuresacorrect
draw volume.

You can find more
information about this
product in our web-

1p.d. 1.10.4




<>

greiner bio-one

<>

Your Power for Health greiner bio-one

Your Power for Health

J
wa'e |

|

-4

1 T F
11 %

<

The outer tube is made of

polyethylene terephthalate

(PET) and ensures a long
shelf-life for the vacuum

S —

For further information, please visit our website www.gbo.com/preanalytics or contact us:

> —
— Austria (Main Office) France Netherlands LLETER
Greiner Bio-One GmbH Greiner Bio-One SAS Greiner Bio-One B.V. Greiner Bio-One Thailand Ltd ®
[ Phone (+43) 75 83 67 91-0 Phone (+33) 1 69 86 25 50 Phone (+31) 1 72 42 09 00 Phone (+66) 3 84 65 63-30 l l
| Fax  (+43) 7583 63 18 Fax  (+33) 169 86 25 36 Fax  (+31) 172 44 38 01 Fax  (+66) 3 84 65 63-6 - . VACU E E
E-Mail office@at.gbo.com E-Mail office@fr.gbo.com E-Mail info@nl.gbo.com E-Mail office@th.gbo.com
L]
Brazil Germany Spain UK Coag UIatlon Tu bes
Greiner Bio-One Brasil Greiner Bio-One GmbH VACUETTE Espana S. A. Greiner Bio-One Ltd.
Phone (+55) 19 34 68 96 00 Phone (+49) 201 861 86-0 Phone (+34) 91 652 77 07 Phone (+44) 14 53 82 52 55
Fax  (+55) 19 34 68 96 21 Fax  (+49)201 861 86-12 Fax  (+34) 91 652 33 35 Fax  (+44) 14 53 82 62 66 .
. E-Mail office@br.gbo.com E-Mail office@de.gbo.com E-Mail info@vacuette.es E-Mail info@uk.gbo.com ° O ur | nn Ova‘t ons
L 3
y 2 for Your Safety
Egypt Hungary Switzerland USA =
Greiner Bio-One Middle East Greiner Bio-One Hungary Kft. Greiner Bio-One VACUETTE Greiner Bio-One North America Inc. 3
Sl Phone (+20) 26 21 87 06 Phone (+36) 96 21 30 88 Schweiz GmbH Phone (+1) 70 42 61 78 00 e
Fax (+20) 26 21 87 08 Fax (+36) 96 21 31 98 Phone (+41) 7 12 28 55 22 Fax (+1) 70 42 61 78 99 9
E-Mail hisham.ouda@gbo.com E-Mail office@hu.gbo.com Fax  (+41)7 1228 55 21 E-Mail info@us.gbo.com S
E-Mail office@ch.gbo.com 3
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VACUETTE" Coagulation Tubes

Patented double-wall technology for reliable
analysis results

Over the years, the innovative VACUETTE® Blood Coll-
ection Tubes for coagulation diagnostics from Greiner
Bio-One have proven themselves on the market to be
the ideal solution. This was made possible by Greiner
Bio-One’s technological competence, as only years of
perfecting technical know-how can guarantee highest
quality.

Constant development and improvement of
the tube

Greiner Bio-One is the only supplier in the world to offer
a vacuum coagulation tube with safety twist cap for easy
manual opening as well as automated opening using
decapping instruments.

New, transparent PREMIUM labels provide better visual
control of the sample quality in the tube.

General handling recommendations

During venipuncture, several samples are collected for
laboratory tests. We recommend the following order of
draw.

This order of draw conforms to the CLSI “Standard Pro-
cedures for the Collection of Diagnostic Blood Specimens
by Venipuncture, Approved Standard-Sixth Edition”.

* If taken first, then only suitable for routine tests (e.g. PT and aPTT).
If the first blood sample directly after venipuncture is used, there is a
risk of contaminating the sample with tissue thrombokinase, which
could lead to incorrect results.

Order of draw

1 Blood culture or No additive tubes
2 Coagulation tubes*

3 | Serum tubes with/without gel

4 Heparin tubes with/without gel

5 EDTA

6 | Glucose

7 Other

<>

New fill-level mark
for 1ml, 2ml, 3ml
and 3.5ml

Maximum

Correct
fill volume

air
molecules

Minimum

[ S

%Z'E SIBNID WIPOS uonenbecs ONG

New fill-level mark for correct
mixing ratio and correct results

A new fill-level mark in the form of
an arrow tip clearly indicates the
minimum and maximum fill level,
as well as the nominal fill level. This
ensures a reliable, correct blood to
additive ratio.

<

The inner tube is made out

<— of polypropylene (PP) and

prevents the citrate solution
from evaporating

The correct mixing ratio of venous
blood and sodium citrate is ensured
during blood collection, so that the
tube contains 1 part sodium citrate
solution to 9 parts blood.

<

Polypropylene (PP) is ideal
for sensitive coagulation
parameters, due to its inert
characteristics

Immediately after blood collection, \ -
gently invert the coagulation tube 4

times without shaking. This ensures

that the blood is mixed thoroughly _

with the additive. ' J

Notes on centrifugation

g;:;g Duration
Platelet rich plasma (PRP) 150 g 5 min.
Platelet poor plasma (PPP) ;gggé 10 min.
Platelet free plasma (PFP) 3888 ] 20 min.

It is recommended to centrifuge coagulation tubes with
a 90° swing-out rotor, so that the sediment surface
settles at a right angle to the tube wall.

Check that the tubes are placed correctly in the
centrifuge insert. When citrate plasma is centrifuged,
the centrifugation process should be allowed to coast
to a finish, without sudden braking.

Item Nom. Cap Ring Tube

No. Vol. Colour  Colour Size DIESB[HER

9 NC Coagulation sodium citrate 3.2% — PREMIUM (Safety Twist Cap)

454320 [ 1 mli

light blue | white 13 x 75 | sodium citrate 3.2%, sandwich tube, paediatric draw

454321 | 2ml

light blue |  white 13 x 75 | sodium citrate 3.2%, sandwich tube, paediatric draw

sodium citrate 3.2%, sandwich tube, paediatric draw,

474321 | 2ml transparent label

light blue |  white 13x75

454325 | 3 ml

light blue | black 13 x 75 | sodium citrate 3.2%, sandwich tube

454327 | 3.5ml |lightblue| black | 13 x 75 | sodium citrate 3.2%, sandwich tube

sodium citrate 3.2%, sandwich tube,

474327 | 3.5ml |light blue| black | 13x75
transparent label

Coagulation sodium citrate 3.2% — Non-ridged (pull cap)

454322 | 2 mi

light blue | white 13 x 75 | sodium citrate 3.2%, sandwich tube, paediatric draw

sodium citrate 3.2%, sandwich tube, paediatric draw,

AISAEED || 2o transparent label

light blue | white | 183x 75

454334 | 3 mi

light blue | black | 18 x 75 | sodium citrate 3.2%, sandwich tube

454332 | 3.5ml |light blue| black | 13x 75 | sodium citrate 3.2%, sandwich tube
9 NC Coagulation sodium citrate 3.8% — PREMIUM (Safety Twist Cap)

454381 | 2ml

light blue | white 13 x 75 | sodium citrate 3.8%, sandwich tube, paediatric draw

454385 | 3ml

light blue |  black 13 x 75 | sodium citrate 3.8%, sandwich tube

454387 | 3.5ml |light blue | black 13 x 75 | sodium citrate 3.8%, sandwich tube
9 NC Coagulation sodium citrate 3.8% — Non-ridged (pull cap)

454382 | 2 ml

light blue | white 13 x 75 | sodium citrate 3.8%, sandwich tube, paediatric draw

454393 | 3 ml

light blue | black | 18 x 75 | sodium citrate 3.8%, sandwich tube

454392 | 3.5ml |lightblue| black | 13x 75 | sodium citrate 3.8%, sandwich tube

CTAD - PREMIUM (Safety Twist Cap)

CTAD, 0.11 M sodium citrate with theophyline, adenosine

AERES || A and dipyridamole, sandwich tube, transparent label

light blue | yellow | 13x75

CTAD, 0.11 M sodium citrate with theophyline, adenosine

AT || S and dipyridamole, sandwich tube, transparent label

light blue | yellow | 13x75

CTAD, 0.11 M sodium citrate with theophyliine, adenosine

454064 | 3.5ml |light blue| yellow | 13x75 and dipyridamole, sandwich tube

CTAD, 0.11 M sodium citrate with theophyliine, adenosine
and dipyridamole, sandwich tube, transparent label

474064 | 3.5ml |light blue| yellow | 13x75

CTAD - Non-ridged (pull cap)

CTAD, 0.11 M sodium citrate with theophyliine, adenosine

gl Ol |([giihe|| || Bxwe and dipyridamole, sandwich tube, transparent label

Coagulation and CTAD tubes are available in the PREMIUM version with a choice of paper or
plastic label.

3

www.gbo.com/preanalytics I


DiamedicaDaliaRiaubi
Callout
1 p.d. 1.10.5

RemigijusGegeleviĊiu
Line


VACUETTE® Blood Collection Tubes .
VACUETTE® Coagulation Tubes

9NC Coagulation Sodium Citrate 3.2 %

. VACUETTE®9NC coagulation 3.2 % trisodium
s

- m E citrate(0.1q9 mgl/l)tgbes are fillfsd with a

ot buffered trisodium citrate solution. The

' choice of concentration depends on the

laboratory’s procedure. The mixing ratiois 1
) pEE— ‘I ) part citrate to 9 parts blood. Selected versions
: B G are also available with a transparent label.
1p.d 1.10

\Z Item no. %gm:::l Cap colour Ring colour Thread type Tube size Label Barcode Oty(;lijrt\::r/
454321 2ml Olight blue O white PREMIUM 13x75 paper no 50/ 1,200
474321 2ml Olight blue D white PREMIUM 13x75 transparent no 50/ 1,200
484517 2ml Dlight blue D white PREMIUM 13x75 paper yes 50/1,200
494512 2ml Dlight blue D white PREMIUM 13x 75 BiBarcode yes 50/ 1,200
454325 3ml Dlight blue @ black PREMIUM 13x75 paper no 50/ 1,200
454327 3.5ml  Olightblue ® black PREMIUM 13x75 paper no 50/ 1,200
474327 3.5ml  Olightblue @ black PREMIUM 13x75 | transparent no 50/ 1,200
484518 3.5ml  Olightblue @ black PREMIUM 13x75 paper yes 50/ 1,200
486505 5ml Olight blue ® black PREMIUM 13x 100 paper yes 50/ 1,200
454322 2ml O light blue “white non-ridged 13x75 paper no 50/1,200
454334 3ml Olight blue @ black non-ridged 13x75 paper no 50/1,200
484508 3ml Olight blue @ black non-ridged 13x75 paper yes 50/1,200
454332 3.5ml O light blue @ black non-ridged 13x75 paper no 50/ 1,200
455322 gml O light blue @ black non-ridged = 16x 100 paper no 50/ 1,200
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Item No. \’\Ilgl':n' ggch)Jur gic?lgur Tube Size Description
Z Serum Sep Clot Activator - Non-ridged (pull cap)
454243 2.5ml red white 13 x 75 Z Serum Sep Clot Activator, low draw volume
454225 3.5ml red yellow 13x75 Z Serum Sep Clot Activator
454067 3.5ml red yellow 13x75 Z Serum Sep Clot Activator
454228 3.5ml gold gold 13x 75 Z Serum Sep Clot Activator, black label
454078 3.5ml red yellow 13x 75 Z Serum Sep Clot Activator, transparent label
456073 5ml red yellow 13 x 100 Z Serum Sep Clot Activator
456069 5ml red yellow 13 x 100 Z Serum Sep Clot Activator, transparent label
456018 5ml gold gold 13x100  Z Serum Sep Clot Activator, black label
456234 5ml gold gold 13x 100  Z Serum Sep Clot Activator, transparent label
455099 7ml red yellow 16 x 100 Z Serum Sep Clot Activator, double gel
455071 8ml red yellow 16 x 100  Z Serum Sep Clot Activator
455010 oml red yellow 16 x 100  Z Serum Sep Clot Activator
455059 oml red yellow 16 x 100 Z Serum Sep Clot Activator, transparent label
455034 oml gold gold 16 x 100 Z Serum Sep Clot Activator
Heparin
- w ! The inner wall of the tube is coated with spray-dried lithium, sodium,
- - - or ammonium heparin. These additives are anti-coagulants, which activate
A I 1 anti-thrombins, thus blocking the coagulation cascade of the blood specimen.
LH Lithium Heparin Tubes are also available with a separator gel.
| l ’ g Tubes are packed 50 pcs per rack and 1200 pcs per carton
ltemNo. Mom- &b - RINg  TubeSize Description
LH Lithium Heparin - PREMIUM (Safety Twist Cap)
454089 2ml green white 13x 75 LH Lithium Hepa#h, low draw volume
454082 3ml green black 13x 75 LH Lithium HAéparin
454084  4ml green black 13x75  LH Lithium Heparin
474084 Aml green black 13 x 75 LH Lithium Heparin, transparent label
454049 4.5m| green black 13 x 75 LH Lithium Heparin
456084 6ml green black 13 x 100 LH Lithium Heparin
476084 6ml green black 13 x 100 LH Lithium Heparin, transparent label
LH Lithium Heparin - Non-ridged (pull cap)
454237 2ml green white 13x 75 LH Lithium Heparin, low draw volume
454244 3ml green black 13x75 LH Lithium Heparin
454029 aml green black 13x75 LH Lithium Heparin
454056 aml green black 13x75 LH Lithium Heparin, transparent label
456088 eml green black 13 x 100 LH Lithium Heparin
455084 oml green black 16 x 100 LH Lithium Heparin
16

454046
454083
474083
456083
476083

454247
454008
454285
456087
456216
455083

454051
456051

454030

456028

455051

455031

LH Lithium Heparin Sep - PREMIUM (Safety Twist Cap)

2.5ml green yellow 13x75
3.5ml green yellow 13x75
3.5ml green yellow 13x75
5ml green yellow 13x 100
5ml green yellow 13 x 100

LH Lithium Heparin Sep, low draw volume

LH Lithium Heparin Sep

LH Lithium Heparin Sep, transparent label

LH Lithium Heparin Sep

LH Lithium Heparin Sep, transparent label

LH Lithium Heparin Sep - Non-ridged (pull cap)

3ml green yellow 13x75
3.5ml green yellow 13x75
3.5ml green yellow 13x75
sml green yellow 13x 100
5ml green yellow 13 x 100
aml green yellow 16 x 100

LH Lithium Heparin Sep
LH Lithium Heparin Sep

LH Lithium Heparin Sep, transparent label

LH Lithium Heparin Sep

LH Lithium Heparin Sep, transparent label

LH Lithium Heparin Sep

NH Sodium Heparin - PREMIUM (Safety Twist Cap)

13x75
13x100

4ml green green
eml green green

NH Sodium Heparin - Non-ridged (pull cap)

4ml green green 13x75
eml green green 13x 100
gml green green 16 x 100

NH Sodium Heparin
NH Sodium Heparin

NH Sodium Heparin
NH Sodium Heparin
NH Sodium Heparin

AH Ammonium Heparin - Non-ridged (pull cap)

aml green red 16 x 100

K2E K2EDTA Sep

AH Ammonium Heparin

diagnostics and for viral load determinations.

Tubes are packed 50 pcs per rack and 1200 pes per carton

K2EDTA Sep Tubes are for the examination of EDTA plasma for molecular

Item No.

454235
456011
456211

454059
456058
456282
456205
455021
455040

Nom. Cap Ring
Vol. Colour Colour

Tube Size Description

K2E K2EDTA Sep - PREMIUM (Safety Twist Cap)

K2E K2EDTA Sep, transparent label

3.5ml lavender yellow 183x75 K2E K2EDTA Sep
sml lavender yellow 13x 100 K2E K2EDTA Sep
5ml white yellow 13 x 100 K2E K2EDTA Sep
K2E K2EDTA Sep - Non-ridged (pull cap)

3.5ml lavender yellow 13x 75 K2E K2EDTA Sep
5ml white yellow 13x 100 K2E K2EDTA Sep
5ml lavender yellow 13 x 100 K2E K2EDTA Sep
sml white yellow 13x 100

8ml white yellow 16 x 100 K2E K2EDTA Sep
8ml lavender yellow 16 x 100 K2E K2EDTA Sep
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Item No. \’\Ilgl':n' ggch)Jur gic?lgur Tube Size Description
Z Serum Sep Clot Activator - Non-ridged (pull cap)
454243 2.5ml red white 13 x 75 Z Serum Sep Clot Activator, low draw volume
454225 3.5ml red yellow 13x75 Z Serum Sep Clot Activator
454067 3.5ml red yellow 13x75 Z Serum Sep Clot Activator
454228 3.5ml gold gold 13x 75 Z Serum Sep Clot Activator, black label
454078 3.5ml red yellow 13x 75 Z Serum Sep Clot Activator, transparent label
456073 5ml red yellow 13 x 100 Z Serum Sep Clot Activator
456069 5ml red yellow 13 x 100 Z Serum Sep Clot Activator, transparent label
456018 5ml gold gold 13x100  Z Serum Sep Clot Activator, black label
456234 5ml gold gold 13x 100  Z Serum Sep Clot Activator, transparent label
455099 7ml red yellow 16 x 100 Z Serum Sep Clot Activator, double gel
455071 8ml red yellow 16 x 100  Z Serum Sep Clot Activator
455010 oml red yellow 16 x 100  Z Serum Sep Clot Activator
455059 oml red yellow 16 x 100 Z Serum Sep Clot Activator, transparent label
455034 oml gold gold 16 x 100 Z Serum Sep Clot Activator
Heparin
- w ! The inner wall of the tube is coated with spray-dried lithium, sodium,
- - - or ammonium heparin. These additives are anti-coagulants, which activate
A I 1 anti-thrombins, thus blocking the coagulation cascade of the blood specimen.
LH Lithium Heparin Tubes are also available with a separator gel.
| l ’ g Tubes are packed 50 pcs per rack and 1200 pcs per carton
ltemNo. Mom- &b - RINg  TubeSize Description
LH Lithium Heparin - PREMIUM (Safety Twist Cap)
454089 2ml green white 13x 75 LH Lithium Hepa#h, low draw volume
454082 3ml green black 13x 75 LH Lithium HAéparin
454084  4ml green black 13x75  LH Lithium Heparin
474084 Aml green black 13 x 75 LH Lithium Heparin, transparent label
454049 4.5m| green black 13 x 75 LH Lithium Heparin
456084 6ml green black 13 x 100 LH Lithium Heparin
476084 6ml green black 13 x 100 LH Lithium Heparin, transparent label
LH Lithium Heparin - Non-ridged (pull cap)
454237 2ml green white 13x 75 LH Lithium Heparin, low draw volume
454244 3ml green black 13x75 LH Lithium Heparin
454029 aml green black 13x75 LH Lithium Heparin
454056 aml green black 13x75 LH Lithium Heparin, transparent label
456088 eml green black 13 x 100 LH Lithium Heparin
455084 oml green black 16 x 100 LH Lithium Heparin
16

454046
454083
474083
456083
476083

454247
454008
454285
456087
456216
455083

454051
456051

454030

456028

455051

455031

LH Lithium Heparin Sep - PREMIUM (Safety Twist Cap)

2.5ml green yellow 13x75
3.5ml green yellow 13x75
3.5ml green yellow 13x75
5ml green yellow 13x 100
5ml green yellow 13 x 100

LH Lithium Heparin Sep, low draw volume

LH Lithium Heparin Sep

LH Lithium Heparin Sep, transparent label

LH Lithium Heparin Sep

LH Lithium Heparin Sep, transparent label

LH Lithium Heparin Sep - Non-ridged (pull cap)

3ml green yellow 13x75
3.5ml green yellow 13x75
3.5ml green yellow 13x75
sml green yellow 13x 100
5ml green yellow 13 x 100
aml green yellow 16 x 100

LH Lithium Heparin Sep
LH Lithium Heparin Sep

LH Lithium Heparin Sep, transparent label

LH Lithium Heparin Sep

LH Lithium Heparin Sep, transparent label

LH Lithium Heparin Sep

NH Sodium Heparin - PREMIUM (Safety Twist Cap)

13x75
13x100

4ml green green
eml green green

NH Sodium Heparin - Non-ridged (pull cap)

4ml green green 13x75
eml green green 13x 100
gml green green 16 x 100

NH Sodium Heparin
NH Sodium Heparin

NH Sodium Heparin
NH Sodium Heparin
NH Sodium Heparin

AH Ammonium Heparin - Non-ridged (pull cap)

aml green red 16 x 100

K2E K2EDTA Sep

AH Ammonium Heparin

Tubes are packed 50 pcs per rack and 1200 pes per carton

K2EDTA Sep Tubes are for the examination of EDTA plasma for molecular
diagnostics and for viral load determinations.

Item No.

454235
456011
456211

454059
456058
456282
456205
455021
455040

Nom. Cap Ring
Vol. Colour Colour

Tube Size Description

K2E K2EDTA Sep - PREMIUM (Safety Twist Cap)

3.5ml lavender yellow 183x75

sml lavender yellow 13x 100
5ml white yellow 183 x 100
K2E K2EDTA Sep - Non-ridged (pull cap)

3.5ml lavender yellow 13x 75

5ml white yellow 13x 100
sml lavender yellow 13x 100
sml white yellow 13x 100
aml white yellow 16 x 100
aml lavender yellow 16 x 100

K2E K2EDTA Sep
K2E K2EDTA Sep
K2E K2EDTA Sep

K2E K2EDTA Sep
K2E K2EDTA Sep
K2E K2EDTA Sep

K2E K2EDTA Sep, transparent label

K2E K2EDTA Sep
K2E K2EDTA Sep
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Item No. \’\Ilgl':n' ggch)Jur gic?lgur Tube Size Description
Z Serum Sep Clot Activator - Non-ridged (pull cap)
454243 2.5ml red white 13 x 75 Z Serum Sep Clot Activator, low draw volume
454225 3.5ml red yellow 13x75 Z Serum Sep Clot Activator
454067 3.5ml red yellow 13x75 Z Serum Sep Clot Activator
454228 3.5ml gold gold 13x 75 Z Serum Sep Clot Activator, black label
454078 3.5ml red yellow 13x 75 Z Serum Sep Clot Activator, transparent label
456073 5ml red yellow 13 x 100 Z Serum Sep Clot Activator
456069 5ml red yellow 13 x 100 Z Serum Sep Clot Activator, transparent label
456018 5ml gold gold 13x100  Z Serum Sep Clot Activator, black label
456234 5ml gold gold 13x 100  Z Serum Sep Clot Activator, transparent label
455099 7ml red yellow 16 x 100 Z Serum Sep Clot Activator, double gel
455071 8ml red yellow 16 x 100  Z Serum Sep Clot Activator
455010 oml red yellow 16 x 100  Z Serum Sep Clot Activator
455059 oml red yellow 16 x 100 Z Serum Sep Clot Activator, transparent label
455034 oml gold gold 16 x 100 Z Serum Sep Clot Activator
Heparin
- w ! The inner wall of the tube is coated with spray-dried lithium, sodium,
- - - or ammonium heparin. These additives are anti-coagulants, which activate
A I 1 anti-thrombins, thus blocking the coagulation cascade of the blood specimen.
LH Lithium Heparin Tubes are also available with a separator gel.
| l ’ g Tubes are packed 50 pcs per rack and 1200 pcs per carton
ltemNo. Mom- &b - RINg  TubeSize Description
LH Lithium Heparin - PREMIUM (Safety Twist Cap)
454089 2ml green white 13x 75 LH Lithium Hepa#h, low draw volume
454082 3ml green black 13x 75 LH Lithium HAéparin
454084  4ml green black 13x75  LH Lithium Heparin
474084 Aml green black 13 x 75 LH Lithium Heparin, transparent label
454049 4.5m| green black 13 x 75 LH Lithium Heparin
456084 6ml green black 13 x 100 LH Lithium Heparin
476084 6ml green black 13 x 100 LH Lithium Heparin, transparent label
LH Lithium Heparin - Non-ridged (pull cap)
454237 2ml green white 13x 75 LH Lithium Heparin, low draw volume
454244 3ml green black 13x75 LH Lithium Heparin
454029 aml green black 13x75 LH Lithium Heparin
454056 aml green black 13x75 LH Lithium Heparin, transparent label
456088 eml green black 13 x 100 LH Lithium Heparin
455084 oml green black 16 x 100 LH Lithium Heparin
16

454046
454083
474083
456083
476083

454247
454008
454285
456087
456216
455083

454051
456051

454030

456028

455051

455031

LH Lithium Heparin Sep - PREMIUM (Safety Twist Cap)

2.5ml green yellow 13x75
3.5ml green yellow 13x75
3.5ml green yellow 13x75
5ml green yellow 13x 100
5ml green yellow 13 x 100

LH Lithium Heparin Sep, low draw volume

LH Lithium Heparin Sep

LH Lithium Heparin Sep, transparent label

LH Lithium Heparin Sep

LH Lithium Heparin Sep, transparent label

LH Lithium Heparin Sep - Non-ridged (pull cap)

3ml green yellow 13x75
3.5ml green yellow 13x75
3.5ml green yellow 13x75
sml green yellow 13x 100
5ml green yellow 13 x 100
aml green yellow 16 x 100

LH Lithium Heparin Sep
LH Lithium Heparin Sep

LH Lithium Heparin Sep, transparent label

LH Lithium Heparin Sep

LH Lithium Heparin Sep, transparent label

LH Lithium Heparin Sep

NH Sodium Heparin - PREMIUM (Safety Twist Cap)

13x75
13x100

4ml green green
eml green green

NH Sodium Heparin - Non-ridged (pull cap)

4ml green green 13x75
eml green green 13x 100
gml green green 16 x 100

NH Sodium Heparin
NH Sodium Heparin

NH Sodium Heparin
NH Sodium Heparin
NH Sodium Heparin

AH Ammonium Heparin - Non-ridged (pull cap)

aml green red 16 x 100

K2E K2EDTA Sep

AH Ammonium Heparin

diagnostics and for viral load determinations.

Tubes are packed 50 pcs per rack and 1200 pes per carton

K2EDTA Sep Tubes are for the examination of EDTA plasma for molecular

Item No.

454235
456011
456211

454059
456058
456282
456205
455021
455040

Nom. Cap Ring
Vol. Colour Colour

Tube Size Description

K2E K2EDTA Sep - PREMIUM (Safety Twist Cap)

K2E K2EDTA Sep, transparent label

3.5ml lavender yellow 183x75 K2E K2EDTA Sep
sml lavender yellow 13x 100 K2E K2EDTA Sep
5ml white yellow 13 x 100 K2E K2EDTA Sep
K2E K2EDTA Sep - Non-ridged (pull cap)

3.5ml lavender yellow 13x 75 K2E K2EDTA Sep
5ml white yellow 13x 100 K2E K2EDTA Sep
5ml lavender yellow 13 x 100 K2E K2EDTA Sep
sml white yellow 13x 100

8ml white yellow 16 x 100 K2E K2EDTA Sep
8ml lavender yellow 16 x 100 K2E K2EDTA Sep
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Item No. \’\,lgp' gﬁﬁ)ur gic?lgur Tube Size Description
Z Serum Sep Clot Activator - Non-ridged (pull cap)
454243 2.5ml red white 13x75 Z Serum Sep Clot Activator, low draw volume
454225 3.5ml red yellow 118 75 Z Serum Sep Clot Activator
454067 3.5ml red yellow 118 75 Z Serum Sep Clot Activator
454228 3.5ml  gold gold 13x75 Z Serum Sep Clot Activator, black label
454078 3.5ml red yellow 13x75 Z Serum Sep Clot Activator, transparent label
456073 5ml red yellow 13 x 100 Z Serum Sep Clot Activator
456069 5ml red yellow 13x100  Z Serum Sep Clot Activator, transparent label
456018 5ml gold gold 13x 100  Z Serum Sep Clot Activator, black label
456234 5ml gold gold 13x 100  Z Serum Sep Clot Activator, transparent label
455099 ml red yellow 16 x 100 Z Serum Sep Clot Activator, double gel
455071 aml red yellow 16 x 100 Z Serum Sep Clot Activator
455010 9ml red yellow 16 x 100 Z Serum Sep Clot Activator
455059 oml red yellow 16x 100  Z Serum Sep Clot Activator, transparent label
455034 9ml gold gold 16x 100  Z Serum Sep Clot Activator
Heparin
. m ! The inner wall of the tube is coated with spray-dried lithium, sodium,
- = | ! or ammonium heparin. These additives are anti-coagulants, which activate
i I 1 anti-thrombins, thus blocking the coagulation cascade of the blood specimen.
. = LH Lithium Heparin Tubes are also available with a separator gel.
] | s f Tubes are packed 50 pcs per rack and 1200 pes per carton
Item No. \l\/lglr'n. gﬁﬁ)ur gic?lgur Tube Size Description
LH Lithium Heparin - PREMIUM (Safety Twist Cap)
454089 2ml green white 13x75 LH Lithium Heparin, low draw volume
454082 3ml green black 183 x 75 LH Lithium Heparin
454084 4ml green black 183 x 75 LH Lithium Heparin
474084 4ml green black 183 x 75 LH Lithium Heparin, transparent label
454049 4.5ml green black 183 x 75 LH Lithium Heparin
456084 eml green black 13 x 100 LH Lithium Heparin
476084 eml green black 13 x 100 LH Lithium Heparin, transparent label
LH Lithium Heparin - Non-ridged (pull cap)
454237 2ml green white 13x75 LH Lithium Heparin, low draw volume
454244 3ml green black 13x75 LH Lithium Heparin
454029 4ml green black 13x75 LH Lithium Heparin
454056 4ml green black 13x75 LH Lithium Heparin, transparent label
456088 eml green black 13 x 100 LH Lithium Heparin
455084 oml green black 16 x 100 LH Lithium Heparin
16

LH Lithium Heparin Sep - PREMIUM (Safety Twist Cap)

454046 2.5ml green yellow 13x75 LH Lithium Heparin Sep, low draw volume
454083 3.5ml  green yellow 13x75 LH Lithium Heparin Sep
474083 3.5ml green yellow 13x75 LH Lithium Heparin Sep, transparent label
456083 5ml green yellow 13 x 100 LH Lithium Heparin Sep
476083 5ml green yellow 13 x 100 LH Lithium Heparin Sep, transparent label

LH Lithium Heparin Sep - Non-ridged (pull cap)
454247 3ml green yellow 13x75 LH Lithium Heparin Sep
454008 3.5ml  green yellow 13x75 LH Lithium Heparin Sep
454285 3.5ml green yellow 13x75 LH Lithium Heparin Sep, transparent label
456087 5ml green yellow 13 x 100 LH Lithium Heparin Sep
456216 5ml green yellow 13 x 100 LH Lithium Heparin Sep, transparent label
455083 aml green yellow 16 x 100 LH Lithium Heparin Sep

NH Sodium Heparin - PREMIUM (Safety Twist Cap)
454051 4ml green green 183 x 75 NH Sodium Heparin
456051 eml green green 13 x 100 NH Sodium Heparin

NH Sodium Heparin - Non-ridged (pull cap)
454030 4ml green green 183 x 75 NH Sodium Heparin
456028 eml green green 13 x 100 NH Sodium Heparin
455051 oml green green 16 x 100 NH Sodium Heparin

AH Ammonium Heparin - Non-ridged (pull cap)
455031 oml green red 16 x 100 AH Ammonium Heparin

P K2E K2EDTA Sep
i ] - I | K2EDTA Sep Tubes are for the examination of EDTA plasma for molecular
et i " N diagnostics and for viral load determinations.
3’#-‘ - Tubes are packed 50 pcs per rack and 1200 ps per carton

Item No. \I\Ilglr.n. 8grour gic?lgur Tube Size Description

K2E K2EDTA Sep - PREMIUM (Safety Twist Cap)
454235 3.5ml lavender yellow 13x75 K2E K2EDTA Sep
456011 sml lavender yellow 13 x 100 K2E K2EDTA Sep
456211 5ml white yellow 13x100  K2E K2EDTA Sep

K2E K2EDTA Sep - Non-ridged (pull cap)
454059 3.5ml lavender yellow 183 x 75 K2E K2EDTA Sep
456058 5ml white yellow 183x100  K2E K2EDTA Sep
456282 sml lavender yellow 13 x 100 K2E K2EDTA Sep
456205 sml white yellow 13 x 100 K2E K2EDTA Sep, transparent label
455021 8ml white yellow 16x100  K2E K2EDTA Sep
455040 aml lavender yellow 16 x 100 K2E K2EDTA Sep

17
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Glucose

These tubes are ideal for glucose determinations. The VACUETTE® glucose
tubes contain sodium fluoride as stabiliser with a choice of potassium oxalate,
KBEDTA or sodium heparin as anticoagulant. The VACUETTE® FC Mix tube ena-
bles exact measurement of the in-vivo blood sugar level, which makes it particu-
larly suitable for the diagnosis of Diabetes mellitus.

Tubes are packed 50 pcs per rack and 1200 pcs per carton

Item No.

454061
454094
454062
456062

454238
454297
454438

454085
454091

454221
454083

454218

454510

454511

454513
454514

20

Nom. Cap
Vol. Colour

Ring

Golour Tube Size Description

FX Sodium Fluoride / Potassium Oxalate - PREMIUM (Safety Twist Cap)

2ml grey white 13x75 FX Sodium Fluoride / Potassium Oxalate, low draw volume
3ml grey black 13x75 FX Sodium Fluoride / Potassium Oxalate

4m| grey plack 13 x 75 FX Sodium Fluoride / Potassium Oxalate %'1 p.d. 1.12.1. |
eml - grey black 183 x 100 FX Sodium Fluoride / Potassium Oxalate

FX Sodium Fluoride / Pmmmon-ridged (pull cap)

2ml grey white 183x 75 FX Soaiun 1e2vida / Potassium Oxalate, low draw volume
4ml grey black 13x75 FX Sodium Fluoride / Potassium Oxaiais |

4ml grey black 13x75 FX Sodium Fluoride / Potassium Oxalate, transp. label

FE Sodium Fluoride / K3EDTA - PREMIUM (Safety Twist Cap)

2ml grey white 13x75 FE Sodium Fluoride / KBEDTA, low draw volume

4ml grey black 13x75 FE Sodium Fluoride / K3BEDTA

FE Sodium Fluoride / K3EDTA - Non-ridged (pull cap)

2ml grey white 13x75 FE Sodium Fluoride / K3EDTA, low draw volume

4ml grey black 13x75 FE Sodium Fluoride / KBEDTA

FH Sodium Fluoride / Sodium Heparin - PREMIUM (Safety Twist Cap)

2ml grey white 183x 75 FH Sodium Fluoride / Sodium Heparin, low draw volume
FC Mix - Non-ridged (pull cap)

2ml pink white 13x75 FC Mix, transparent label

2ml grey white 13x75 FC Mix, transparent label

3ml pink black 13x75 FC Mix, transparent label

3ml grey black 13x75 FC Mix, transparent label

Blood Grouping

L
[ E - T Blood grouping tubes are available in two formulations, ACD-A, ACD-B or with
| | ! a CPDA solution. Blood glrouping tubes are for blood grouping determinations
and also for cell preservation.
2 r'-"-'"- 1 . Tubes are packed 50 pes per rack and 1200 pes per carton

Item No. \l}lglr-n. 83{’01“, gi(?lgur Tube Size Description
ACD-A - PREMIUM (Safety Twist Cap)

456055 eml yellow black 13x 100 ACD-A
ACD-A - Non-ridged (pull cap)

455055 gml yellow black 16 x 100 ACD-A
ACD-B - PREMIUM (Safety Twist Cap)

56094 eml yellow black 13 x 100 ACD-B

ACD-B - Non-ridged (pull cap)

456204 eml yellow black 13x 100 ACD-B

455094 9ml yellow black 16 x 100 ACD-B
CPDA - PREMIUM (Safety Twist Cap)

456056 eml yellow black 13x 100 CPDA
CPDA - Non-ridged (pull cap)

454280 4ml yellow black 183x75 CPDA

456057 eml yellow black 13 x 100 CPDA

455056 9ml yellow black 16 x 100 CPDA

21
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Greiner Bio-One GmbH
Postfach 24 | 4550 Kremsminster | Austria

Kremsmdinster, 2 July 2020

Declaration regarding VACUETTE® FX Sodium Fluoride / Potassium Oxalate
Blood Collection Tubes

To whom it may concern:

We hereby want to inform that our VACUETTE® FX Sodium Fluoride / Potassium Oxalate
Blood Collection Tubes contain an additive in dry powder form.

Greiner Bio-One GmbH

Bad Haller Strafe 32
A-4550 Kremsmiinster
. Tel.: ++43(0)7583/6791-0
is':’bm Uj , @Fva\):r :V+43(%)7583/6318
) l }/ -g oO.com

1p.d 1.12.2 poz.

Regina Soldo MSc

Technical Services Co-ordinator

Greiner Bio-One GmbH Sitz der Gesellschaft:
550 Bad Haller StraBe 32 | A-4550 Kremsmunster

Gerichtsstand LG Steyr | FN 17
E-MAIL office@gbo.com DVR 1005944 | UID ATU 45835208

www.gbo.com
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greiner bio-one

Vertimas i$ angly kalbos

Kremsmiinster, 2020 m. liepos 2 d.

Deklaracija dél VACUETTE® FX Natrio fluorido/kalio oksalato kraujo surinkimo

mégintuveliy

Visiems, kam tai gali bati aktualu

1p.d 1.12.2

/|

Siuo rastu informuojame, kad VACUETTE® FX Natrio fluorido/kalio oksalato kraujo

surinkimo megintuveliy sudétyje esantis priedas yra sauso miltelinio pavidalo.

/Spaudas/

Sandra Regina Solo MSc
Techninio aptarnavimo kordinatorius

Tikslus dokumento vertimas j hetuviy kalba
Vertéja Akvile Gegeleviciene

Data 2p 2¢ OF ¢2

UAB Diamedica

Geliy g. 2, Avizieniai, Lietuva

Greiner Bio-One GmbH
Bad Haller StraRe 32
4550 Kremsmiinster

Austria

Fax

www.gbo.com

Phone +43 (0) 7583 6791-0
+43 (0) 7583 6318
office@at.gbo.com

Sitz d. Gesellschaft Gerichtsstand: LG Steyr

Bad Haller Strafze 32 FN 176887 d
4550 Kremsmiinster DVR 1005944
Austria UID-Nr.: ATU 45835208
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Glucose

These tubes are ideal for glucose determinations. The VACUETTE® glucose
tubes contain sodium fluoride as stabiliser with a choice of potassium oxalate,
KBEDTA or sodium heparin as anticoagulant. The VACUETTE® FC Mix tube ena-
bles exact measurement of the in-vivo blood sugar level, which makes it particu-
larly suitable for the diagnosis of Diabetes mellitus.
Tubes are packed 50 pcs per rack and 1200 pcs per carton

..[

Blood Grouping

T
11

Tubes are packed 50 pcs per rack and 1200 pcs per carton

Blood grouping tubes are available in two formulations, ACD-A, ACD-B or with
a CPDA solution. Blood grouping tubes are for blood grouping determinations
and also for cell preservation.

Iltem No.

454061
454094
454062
456062

454238
454297
454438

454085
454091

454221
454033

454218

454510

454511

454513
454514

20

Nom. Cap Ring
Vol. Colour Colour

Tube Size Description

FX Sodium Fluoride / Potassium Oxalate - PREMIUM (Safety Twist Cap)

FX Sodium Fluoride / Potassium Oxalate, low draw volume

FX Sodium Fluoride / Potassium Oxalate

Item No.

456055

FX Sodium Fluoride / Potassium Oxalate 1p.d. 1.12.3 455055

FX Sodium Fluoride / Potassium Oxalate

FX Sodium Fluoride / Potassium Oxalate, low draw volume

FX Sodium Fluoride / Potassium Oxalate

FX Sodium Fluoride / Potassium Oxalate, transp. label

FE Sodium Fluoride / K3EDTA, low draw volume

FE Sodium Fluoride / K3EDTA

FE Sodium Fluoride / K3EDTA, low draw volume

FE Sodium Fluoride / KBEDTA

FH Sodium Fluoride / Sodium Heparin, low draw volume

FC Mix, transparent label
FC Mix, transparent label
FC Mix, transparent label

2ml grey white 13x75

3ml grey black 183x75

4ml grey black 13x75

6ml grey black 13 x 100

FX Sodium Fluoride / Potassium Oxalate - Non-ridged (pull cap)
2ml grey white 13x75

4ml grey black 183x75

4ml grey black 13x75

FE Sodium Fluoride / K3EDTA - PREMIUM (Safety Twist Cap)
2ml grey white 13x75

4ml grey black 13x75

FE Sodium Fluoride / K3EDTA - Non-ridged (pull cap)

2ml grey white 13x75

4ml grey black 13x75

FH Sodium Fluoride / Sodium Heparin - PREMIUM (Safety Twist Cap)
2ml grey white 183x75

FC Mix - Non-ridged (pull cap)

2ml pink white 183x75

2ml grey white 183x75

3ml pink black 183x75

3ml grey black 183x75

FC Mix, transparent label

456094

456204
455094

456056

454280

456057
455056

Nom. Cap Ring

Vol. Colour Colour

ACD-A - PREMIUM (Safety Twist Cap)

eml yellow black 13 x 100
ACD-A - Non-ridged (pull cap)

oml yellow black 16 x 100
ACD-B - PREMIUM (Safety Twist Cap)
eml yellow black 13 x 100
ACD-B - Non-ridged (pull cap)

eml yellow black 13 x 100
oml yellow black 16 x 100
CPDA - PREMIUM (Safety Twist Cap)

eml yellow black 13 x 100
CPDA - Non-ridged (pull cap)

4ml yellow black 13x75
eml yellow black 13 x 100
oml yellow black 16 x 100

Tube Size Description

ACD-A

ACD-A

ACD-B

ACD-B
ACD-B

CPDA

CPDA

CPDA
CPDA
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. VACUETTE® Blood Collection Tubes

VACUETTE®EDTA Tubes

| A8 |

. ~ — I -
=\

K2E K2EDTA

VACUETTE® K2E K2EDTA tubes contain
di-potassium K2EDTA which blocks the
coagulation cascade. Selected tubes are also
available with transparent labels.

1 p.d. 1.13 poz.

Item no. ':llzmimnzl Cap colour Ring colour Thread type Tube size Label Barcode Ot};lrt‘z:r/
454024 2ml ® lavender C white PREMIUM 13x75 paper no 50/ 1,200
454020 3ml ® lavender ® black PREMIUM 13x75 paper no 50/ 1,200
484526 3ml @ lavender @ black PREMIUM 13x75 paper yes 50/ 1,200
454023 4ml ® lavender @ black PREMIUM 13x75 paper no 50/ 1,200
456023 6 ml ® lavender @ black PREMIUM 13x 100 paper no 50/1,200
454047 2ml ® lavender C white non-ridged = 13x75 paper no 50/ 1,200
454246 3ml ® lavender @ black non-ridged = 13x75 paper no 50/ 1,200
454411 3ml ® lavender @ black non-ridged  13x75  transparent no 50/ 1,200
454209 4ml ® lavender @ black non-ridged = 13x75 paper no 50/ 1,200
454470 4ml @ lavender @ black non-ridged  13x75  transparent no 50/ 1,200
484506 4ml @ pink @ black non-ridged = 13x75 paper yes 50/ 1,200
484507 4ml ® lavender @ black non-ridged = 13x75 paper yes 50/ 1,200
456043 6 ml ® lavender @ black non-ridged  13x 100 paper no 50/ 1,200
455045 9ml ® lavender @ black non-ridged = 16x 100 paper no 50/ 1,200
495045 gml ® lavender @ black non-ridged 16x 100 BiBarcode yes 50/1,200

42/ www.gbo.com



EDTA No Additive
B - EDTA tubes are for the examination of whole blood in haematology and are 2 These tubes do not contain any additives.
Py ! offered as either K2EDTA or KSEDTA tubes. EDTA binds the calcium ions and l
} therefore blocks the coagulation cascade. 1 Tubes are packed 50 pos per rack and 1200 pes per carton
[ [ o= Tubes are packed 50 pcs per rack and 1200 pcs per carton
Item No. \I\Ilglr-n. 8gﬁjur gic?lgur Tube Size De Item No. \l;lglr-n. 83{’01“, CR)i(;]Igur Tube Size Description
K2E K2EDTA - PREMIUM (Safety Twist Z No Additive - PREMIUM (Safety Twist Cap)
454024 2ml lavender  white K2E K2EDTA, low draw volume 454088 2m white white 13x 75 Z No Additive, low draw volume
454020 _Sml lavender __black 13x75  K2E K2EDTA <\_|1 p.d. 1.13 poz. 454001  4ml white black 18x75  ZNo Additive
54023 B | B Ve ndlo/black Prts  [NAEINASDIA 456001  6ml white black 13x100  ZNo Additive
456023 6ml lavender black 13 x 100 K2E K2EDTA Z No Additive - Non-ridged (pull cap)
K2E K2EDTA - Non-ridged (pull cap) . -
- 454241 3ml white black 13x75 Z No Additive
454047 2ml lavender white 183x75 K2E K2EDTA, low draw volume - =
454409 2ml lavender white 13 x 75 K2E K2EDTA, low draw volume, transparent label 088 &l il e Stk e e 2N el
454046 3mi T ol 13x 75 K2E K2EDTA 456085 eml white black 13 x 100 Z No Additive
454411 3ml lavender  black 13x75  K2E K2EDTA, transparent label 455001 9ml white plack 16x100  ZNo Additive
454209 aml lavender black 13x75 K2E K2EDTA
454410 Aml lavender black 13x 75 K2E K2EDTA, transparent label
456043 6l lavender  black 183x100  K2E K2EDTA Discard Tubes
456243 6ml lavender black 13 x 100 K2E K2EDTA, transparent label L] T i The VACUETTE® Discard Tubeis not for analysis. The tube interior contains no ad-
455045 oml [ —— [TE— 16 x 100 K2E K2EDTA E [ l d?tive. When using a (safety) blogd collgctign sgt to draV\{ a coagulation sample, a
. | | discard tube should be taken first. This will prime the line to reduce any dead-
K3E K3EDTA - PREMIUM (Safety Twist Cap) space and ensure that the coagulation tube will not be underfilled.
454034 1ml lavender  white 13x 75 E K3EDTA, low draw volume 3‘5«-;.1«4
454087 oml lavender  white 13 x 25 K3E K3EDTA, low draw volume - WEESETD [FEEEE) E0 (5 s ] T [P (2T e
474087 2ml lavender white X 75 KBE KBEDTA, low draw volume, uaiiopeis i icws
454086 3ml___lavender _ black 13x75 _ K3EKSEDTA _ - _ o
274086 8ml  lavender  black 13x75  K3E KEDTA, transparent label hemNo. U™ CRur  Colur  TubeSize Description
454036 4ml lavender  black 13x 75 K3E K3EDTA Z Discard Tube - Non-ridged (pull cap)
474036 Aml lavender black 13 x 75 KBE KBEDTA, transparent label 456202 5ml black red 183 x 100 Z Discard Tube
454039 4.5ml lavender  black 13x75 K3E KSEDTA 456217 5ml white black 13x 100  Z Discard Tube
456034 5ml lavender black 13 x 100 K3E KSEDTA
456036 6ml lavender black 13 x 100 K3E KBEDTA
K3E K3EDTA - Non-ridged (pull cap)
454222 2ml lavender white 13 x 75 K3E KBEDTA, low draw volume
454217 3ml lavender black 183x 75 K3E KSEDTA
454287 3ml lavender black 13 x 75 KBE KBEDTA, transparent label
454021 aml lavender black 183x 75 K3E KSEDTA
454425 4ml lavender black 13x 75 KBE KBEDTA, transparent label
454223 4.5ml lavender black 13x75 KBE KSEDTA
456038 6ml lavender black 13 x 100 KBE KSEDTA
456053 Bml lavender black 13 x 100 KBE KBEDTA, transparent label
455036 oml lavender black 16 x 100 K3E KSEDTA

www.gbo.com/preanalytics
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. VACUETTE® Blood Collection Tubes

VACUETTE®EDTA Tubes

42/

Item no.

454024
454020
484526
454023
456023
454047
454246
454411

454209
454410
484506
484507
456043
455045
495045

www.gbo.com

Nominal
volume

2ml
3ml
3ml
4ml
6 ml
2ml
3ml
3ml
4ml
4ml
4ml
4ml
6ml
9ml

9ml

1 p.d. 1.13.2 poz.

Cap colour Ring colour

® lavender C white
® lavender ® black
@ lavender @ black
® lavender @ black
@ lavender @ black
® lavender C white
@ lavender @ black
® lavender @ black
® lavender @ black
® lavender @ black
@ pink @ black
® lavender @ black
® lavender @ black
® lavender @ black
® lavender @ black

K2E K2EDTA

VACUETTE® K2E K2EDTA tubes contain
di-potassium K2EDTA which blocks the
coagulation cascade. Selected tubes are also
available with transparent labels.

Thread type

PREMIUM
PREMIUM
PREMIUM
PREMIUM
PREMIUM
non-ridged
non-ridged
non-ridged
non-ridged
non-ridged
non-ridged
non-ridged
non-ridged
non-ridged

non-ridged

Tube size

13x75

13x75

13x75
13x75
13x100
13x75
13x75
13x75
13x75
13x75
13x75
13x75
13x100
16x 100
16x 100

Label

paper
paper
paper
paper
paper
paper
paper

transparent
paper

transparent
paper
paper
paper
paper

BiBarcode

Barcode

no
no
yes
no
no
no

no

yes
no
no

yes

Qty. inner/
outer

50/1,200
50/1,200
50/1,200
50/1,200
50/1,200
50/ 1,200
50/1,200
50/ 1,200
50/1,200
50/ 1,200
50/1,200
50/ 1,200
50/1,200
50/ 1,200
50/1,200



VACUETTE® Blood Collection Tubes .
VACUETTE® Coagulation Tubes

9NC Coagulation Sodium Citrate 3.2 %

. VACUETTE®9NC coagulation 3.2 % trisodium
s

- m E citrate(0.1q9 mgl/l)tgbes are fillfsd with a

ot buffered trisodium citrate solution. The

' choice of concentration depends on the

laboratory’s procedure. The mixing ratiois 1
) pEE— ‘I ) part citrate to 9 parts blood. Selected versions
: B G are also available with a transparent label.
1p.d1.14

Item no. %gm:::l Ring colour Thread type Tube size Label Barcode Oty(;lijrt\::r/
454321 2ml D white PREMIUM 13x75 paper no 50/ 1,200
474321 2ml D white PREMIUM 13x75 transparent no 50/ 1,200
484517 2ml “white PREMIUM 13x75 paper yes 50/1,200
494512 2ml /light blue D white PREMIUM 13x 75 BiBarcode yes 50/ 1,200
454325 3ml Dlight blue @ black PREMIUM 13x75 paper no 50/ 1,200
454327 3.5ml  Olightblue @ black PREMIUM 13 X 75 paper no 50/ 1,200
474327 3.5ml  Olightblue @ black PREMIUM 13x75 | transparent no 50/ 1,200
484518 3.5ml  Olightblue @ black PREMIUM 13x75 paper yes 50/ 1,200
486505 5ml Olight blue ® black PREMIUM 13x 100 paper yes 50/ 1,200
454322 2ml O light blue “white non-ridged 13x75 paper no 50/1,200
454334 3ml Olight blue @ black non-ridged 13x75 paper no 50/1,200
484508 3ml Olight blue @ black non-ridged 13x75 paper yes 50/1,200
454332 3.5ml O light blue @ black non-ridged 13x75 paper no 50/ 1,200
455322 gml O light blue @ black non-ridged = 16x 100 paper no 50/ 1,200

www.gbo.com /31



VACUETTE® Blood Collection Tubes .
VACUETTE® Coagulation Tubes

9NC Coagulation Sodium Citrate 3.2 %

. VACUETTE®9NC coagulation 3.2 % trisodium

o citrate (0.109 mol/l) tubes are filled with a
buffered trisodium citrate solution. The
choice of concentration depends on the
laboratory’s procedure. The mixing ratiois 1
part citrate to 9 parts blood. Selected versions

== 08 or
— & Q) are also available with a transparent label.

1 p.d1.14.1

Item no. %gm:::l Cap colour Ring colour Thread type Tube size Label Barcode Oty(;lijrt\::r/
454321 2ml Olight blue O white PREMIUM 13x75 paper no 50/ 1,200
474321 2ml Olight blue D white PREMIUM 13x75 transparent no 50/ 1,200
484517 2ml Dlight blue D white PREMIUM 13x75 paper yes 50/1,200
494512 2 ml Olight blue “white PREMIUM 13 %75 BiBarcode yes 50/ 1,200
454325 3ml Olightblue @ black PREMIUM 13x75 paper no 50/1,200
454327 3.5ml Olight blue @ black PREMIUM 13x75 paper no 50/1,200
474327 3.5ml Olightblue @ black PREMIUM 13x75 | transparent no 50/1,200
484518 3.5ml Olightblue @ black PREMIUM 13x75 paper yes 50/1,200
486505 5ml Olightblue @ black PREMIUM 13x 100 paper yes 50/1,200
454322 2ml O light blue “white non-ridged 13x75 paper no 50/1,200
454334 3ml Olight blue @ black non-ridged 13x75 paper no 50/1,200
484508 3ml Olight blue @ black non-ridged 13x75 paper yes 50/1,200
454332 3.5ml O light blue @ black non-ridged 13x75 paper no 50/ 1,200
455322 gml O light blue @ black non-ridged = 16x 100 paper no 50/ 1,200

www.gbo.com /31



VACUETTE® Blood Collection Tubes .
VACUETTE® Coagulation Tubes

9NC Coagulation Sodium Citrate 3.2 %

- VACUETTE®9NC coagulation 3.2 % trisodium
s

- m E citrate(0.199 mgl/l)tgbes are fillfsd with a

ot buffered trisodium citrate solution. The

' choice of concentration depends on the

laboratory’s procedure. The mixing ratiois 1
) pEE— _I ) part citrate to 9 parts blood. Selected versions
: B G; are also available with a transparent label.
[_1 p.d 1.14.2

Item no. %gmir:: Cap colour Ring colour Thread type Tube size Label Barcode Oty(;lijrt\::r/
454321 2ml Olight blue O white PREMIUM 13x75 paper no 50/ 1,200
474321 2ml Olight blue D white PREMIUM 13x75 transparent no 50/ 1,200
484517 2ml Dlight blue D white PREMIUM 13x75 paper yes 50/1,200
494512 2ml Dlight blue D white PREMIUM 13x 75 BiBarcode yes 50/ 1,200
454325 3m‘ Dlight blue @ black PREMIUM 13x75 paper no 50/ 1,200
454327 3.5ml  Olightblue ® black PREMIUM 13x75 paper no 50/ 1,200
474327 3.5ml  Olightblue @ black PREMIUM 13x75 | transparent no 50/ 1,200
484518 3.5ml  Olightblue @ black PREMIUM 13x75 paper yes 50/ 1,200
486505 5ml Olight blue ® black PREMIUM 13x 100 paper yes 50/ 1,200
454322 2ml O light blue “white non-ridged 13x75 paper no 50/1,200
454334 3ml Olight blue @ black non-ridged 13x75 paper no 50/1,200
484508 3ml Olight blue @ black non-ridged 13x75 paper yes 50/1,200
454332 3.5ml O light blue @ black non-ridged 13x75 paper no 50/ 1,200
455322 gml O light blue @ black non-ridged = 16x 100 paper no 50/ 1,200

www.gbo.com /31



. VACUETTE® Blood Collection Tubes
VACUETTE® Coagulation Tubes

30/
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VACUETTE®

COAGULATION TUBES

VACUETTE® coagulation
tubes with sodium citrate are
used for determinationsin
coagulation tests.

Coagulationtubes from Greiner
Bio-One are available in three
versions: 9NC Coagulation So-
dium Citrate 3.2 %, 9NC Coagu-
lation Sodium Citrate 3.8 % and
CTAD.

The additive trisodium citrate
contained in the tube prevents

www.gbo.com

blood coagulation by binding
Ca-ions.

Some of our VACUETTE® Co-
agulation Tubes are also known
as“sandwich”tubes duetotheir
double-wall-technology. Thein-
nertubeismade of PP(polypro-
pylene)and prevents the evapo-
rationof liquid. The outer tubeis
made of PET (polyethylene tere-
phthalate)and ensuresacorrect
draw volume.

You can find more
information about this
product in our web-

1p.d. 1.14.3
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The outer tube is made of

polyethylene terephthalate

(PET) and ensures a long
shelf-life for the vacuum

S —

For further information, please visit our website www.gbo.com/preanalytics or contact us:

> —
— Austria (Main Office) France Netherlands LLETER
Greiner Bio-One GmbH Greiner Bio-One SAS Greiner Bio-One B.V. Greiner Bio-One Thailand Ltd ®
[ Phone (+43) 75 83 67 91-0 Phone (+33) 1 69 86 25 50 Phone (+31) 1 72 42 09 00 Phone (+66) 3 84 65 63-30 l l
| Fax  (+43) 7583 63 18 Fax  (+33) 169 86 25 36 Fax  (+31) 172 44 38 01 Fax  (+66) 3 84 65 63-6 - . VACU E E
E-Mail office@at.gbo.com E-Mail office@fr.gbo.com E-Mail info@nl.gbo.com E-Mail office@th.gbo.com
L]
Brazil Germany Spain UK Coag UIatlon Tu bes
Greiner Bio-One Brasil Greiner Bio-One GmbH VACUETTE Espana S. A. Greiner Bio-One Ltd.
Phone (+55) 19 34 68 96 00 Phone (+49) 201 861 86-0 Phone (+34) 91 652 77 07 Phone (+44) 14 53 82 52 55
Fax  (+55) 19 34 68 96 21 Fax  (+49)201 861 86-12 Fax  (+34) 91 652 33 35 Fax  (+44) 14 53 82 62 66 .
. E-Mail office@br.gbo.com E-Mail office@de.gbo.com E-Mail info@vacuette.es E-Mail info@uk.gbo.com ° O ur | nn Ova‘t ons
L 3
y 2 for Your Safety
Egypt Hungary Switzerland USA =
Greiner Bio-One Middle East Greiner Bio-One Hungary Kft. Greiner Bio-One VACUETTE Greiner Bio-One North America Inc. 3
Sl Phone (+20) 26 21 87 06 Phone (+36) 96 21 30 88 Schweiz GmbH Phone (+1) 70 42 61 78 00 e
Fax (+20) 26 21 87 08 Fax (+36) 96 21 31 98 Phone (+41) 7 12 28 55 22 Fax (+1) 70 42 61 78 99 9
E-Mail hisham.ouda@gbo.com E-Mail office@hu.gbo.com Fax  (+41)7 1228 55 21 E-Mail info@us.gbo.com S
E-Mail office@ch.gbo.com 3
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VACUETTE" Coagulation Tubes

Patented double-wall technology for reliable
analysis results

Over the years, the innovative VACUETTE® Blood Coll-
ection Tubes for coagulation diagnostics from Greiner
Bio-One have proven themselves on the market to be
the ideal solution. This was made possible by Greiner
Bio-One’s technological competence, as only years of
perfecting technical know-how can guarantee highest
quality.

Constant development and improvement of
the tube

Greiner Bio-One is the only supplier in the world to offer
a vacuum coagulation tube with safety twist cap for easy
manual opening as well as automated opening using
decapping instruments.

New, transparent PREMIUM labels provide better visual
control of the sample quality in the tube.

General handling recommendations

During venipuncture, several samples are collected for
laboratory tests. We recommend the following order of
draw.

This order of draw conforms to the CLSI “Standard Pro-
cedures for the Collection of Diagnostic Blood Specimens
by Venipuncture, Approved Standard-Sixth Edition”.

* If taken first, then only suitable for routine tests (e.g. PT and aPTT).
If the first blood sample directly after venipuncture is used, there is a
risk of contaminating the sample with tissue thrombokinase, which
could lead to incorrect results.

1 p.d 1.14.4 poz.

Order of draw

1 Blood culture or No additive tubes
2 Coagulation tubes*

3 | Serum tubes with/without gel

4 Heparin tubes with/without gel

5 EDTA

6 | Glucose

7 Other

Correct
fill volume

<>

New fill-level mark
for 1ml, 2ml, 3ml
and 3.5ml

Maximum

Minimum

New fill-level mark for correct

mixing ratio and correct results

A new fill-level mark in the form of
an arrow tip clearly indicates the
minimum and maximum fill level,
as well as the nominal fill level. This
ensures a reliable, correct blood to
additive ratio.

The correct mixing ratio of venous
blood and sodium citrate is ensured
during blood collection, so that the
tube contains 1 part sodium citrate
solution to 9 parts blood.

Immediately after blood collection,
gently invert the coagulation tube 4
times without shaking. This ensures
that the blood is mixed thoroughly
with the additive.

[ S

%Z'E SIBNID WIPOS uonenbecs ONG

air
molecules

<

The inner tube is made out
of polypropylene (PP) and

prevents the citrate solution

from evaporating

<

Polypropylene (PP) is ideal
for sensitive coagulation
parameters, due to its inert
characteristics

Notes on centrifugation

g;:;g Duration
Platelet rich plasma (PRP) 150 g 5 min.
Platelet poor plasma (PPP) ;gggé 10 min.
Platelet free plasma (PFP) 3888 ] 20 min.

It is recommended to centrifuge coagulation tubes with
a 90° swing-out rotor, so that the sediment surface
settles at a right angle to the tube wall.

Check that the tubes are placed correctly in the
centrifuge insert. When citrate plasma is centrifuged,
the centrifugation process should be allowed to coast
to a finish, without sudden braking.

Item Nom. Cap Ring Tube

No. Vol. Colour  Colour Size DIESB[HER

9 NC Coagulation sodium citrate 3.2% — PREMIUM (Safety Twist Cap)

454320 [ 1 mli

light blue | white 13 x 75 | sodium citrate 3.2%, sandwich tube, paediatric draw

454321 | 2ml

light blue |  white 13 x 75 | sodium citrate 3.2%, sandwich tube, paediatric draw

sodium citrate 3.2%, sandwich tube, paediatric draw,

474321 | 2ml transparent label

light blue |  white 13x75

454325 | 3 ml

light blue | black 13 x 75 | sodium citrate 3.2%, sandwich tube

454327 | 3.5ml |lightblue| black | 13 x 75 | sodium citrate 3.2%, sandwich tube

sodium citrate 3.2%, sandwich tube,

474327 | 3.5ml |light blue| black | 13x75
transparent label

Coagulation sodium citrate 3.2% — Non-ridged (pull cap)

454322 | 2 mi

light blue | white 13 x 75 | sodium citrate 3.2%, sandwich tube, paediatric draw

sodium citrate 3.2%, sandwich tube, paediatric draw,

AISAEED || 2o transparent label

light blue | white | 183x 75

454334 | 3 mi

light blue | black | 18 x 75 | sodium citrate 3.2%, sandwich tube

454332 | 3.5ml |light blue| black | 13x 75 | sodium citrate 3.2%, sandwich tube
9 NC Coagulation sodium citrate 3.8% — PREMIUM (Safety Twist Cap)

454381 | 2ml

light blue | white 13 x 75 | sodium citrate 3.8%, sandwich tube, paediatric draw

454385 | 3ml

light blue |  black 13 x 75 | sodium citrate 3.8%, sandwich tube

454387 | 3.5ml |light blue | black 13 x 75 | sodium citrate 3.8%, sandwich tube
9 NC Coagulation sodium citrate 3.8% — Non-ridged (pull cap)

454382 | 2 ml

light blue | white 13 x 75 | sodium citrate 3.8%, sandwich tube, paediatric draw

454393 | 3 ml

light blue | black | 18 x 75 | sodium citrate 3.8%, sandwich tube

454392 | 3.5ml |lightblue| black | 13x 75 | sodium citrate 3.8%, sandwich tube

CTAD - PREMIUM (Safety Twist Cap)

CTAD, 0.11 M sodium citrate with theophyline, adenosine

AERES || A and dipyridamole, sandwich tube, transparent label

light blue | yellow | 13x75

CTAD, 0.11 M sodium citrate with theophyline, adenosine

AT || S and dipyridamole, sandwich tube, transparent label

light blue | yellow | 13x75

CTAD, 0.11 M sodium citrate with theophyliine, adenosine

454064 | 3.5ml |light blue| yellow | 13x75 and dipyridamole, sandwich tube

CTAD, 0.11 M sodium citrate with theophyliine, adenosine
and dipyridamole, sandwich tube, transparent label

474064 | 3.5ml |light blue| yellow | 13x75

CTAD - Non-ridged (pull cap)

CTAD, 0.11 M sodium citrate with theophyliine, adenosine

gl Ol |([giihe|| || Bxwe and dipyridamole, sandwich tube, transparent label

Coagulation and CTAD tubes are available in the PREMIUM version with a choice of paper or
plastic label.
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VACUETTE® <

G ne step ahead - greiner bio-one

C€ Evacuated Blood Collection System @

For In Vitro Diagnostic Use
Intended Use

VACUETTE® Blood Collection Tubes, Holders and Needles are used together as a system for the collection of venous blood.
VACUETTE® tubes are used to collect, transport, store and process blood for testing serum, plasma or whole blood in the clinical
laboratory and are for professional use.

Product Description

VACUETTE® tubes are plastic tubes with a pre-defined vacuum for exact draw volumes. They are fitted with colour-coded
VACUETTE® Safety Caps (see table below). The tubes, additive concentrations, volume of liquid additives, and their permitted
tolerances, as well as the blood-to-additive ratio, are in accordance with the requirements and recommendations of the
international standard ISO 6710 “Single-use containers for venous blood specimen collection”. Additive choice depends on the
analytical test method. It is specified by the manufacturer of the test reagents and/or instrument on which the test is performed.

Tube interiors are sterile.
VACUETTE® Safety Cap Colour Codes*

Description Safety Cap Colour Cap Inner Ring Colour
No Additive Tubes

Z No Additive white black
Coagulation Tubes

9NC Coagulation sodium citrate 3.2% light blue black

9NC Coagulation sodium citrate 3.8% light blue black

CTAD light blue yellow
Serum Tubes

CAT Serum Clot Activator red black

CAT Serum Sep Clot Activator (Gel Tubes) red yellow

CAT Serum Fast Sep orange yellow
Heparin Tubes

LH Lithium Heparin green black

LH Lithium Heparin Sep (Gel Tubes) green yellow

AH Ammonium Heparin green black

NH Sodium Heparin green black
EDTA Tubes (haematology)

K2E K2EDTA (also immuno haematology) lavender black

K3E K3EDTA (also immuno haematology) lavender black
EDTA Tubes (molecular diagnostics and viral load detection)

K2E K2EDTA lavender black

K2E K2EDTA Sep (Gel Tubes) lavender yellow
Glucose Tubes

FE Sodium Fluoride / EDTA (K2E / K3E) grey black

FX Sodium Fluoride / Potassium Oxalate grey black

LH Lithium Heparin and lodoacetate grey black

FH Sodium Fluoride / Sodium Heparin grey black

FC Mix Tubes %:?k/ E:th
Crossmatch Tubes

CAT Clot Activator pink black

K3E K3EDTA pink black
Blood Grouping Tubes

ACD-B yellow black

ACD-A yellow black

CPDA yellow black
Trace Element Tubes

NH Sodium Heparin royal blue black

Z No Additive royal blue black
ESR Tubes (IFU 980232)
Homocysteine Detection Tubes

Buffered sodium citrate / citric acid solution white red

(Tubes with smaller draw volumes of 1ml or 2 ml have a white inner ring.)

*Example of standard colours. Colour may vary for specific order numbers and/or due to local requirements.
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Coagulation Tubes and CTAD Tubes

VACUETTE® 9NC Coagulation Sodium Citrate Tubes are filled with buffered tri-sodium citrate solution. Citrate concentrations of
either 0.109 mol/l (3.2 %) or 0.129 mol/l (3.8 %) are available. The choice of the concentration depends upon the policies of the
laboratories. The mixing ratio is 1 part citrate to 9 parts blood.

VACUETTE® CTAD Tubes contain buffered citrate solution, theophylline, adenosine and dipyridamole.

Coagulation and CTAD tubes are used for coagulation tests.

Serum Tubes

All Serum Tubes are coated with micronized silica particles which activate clotting when tubes are gently inverted.

VACUETTE® CAT Serum Sep Tubes contain a barrier gel that is present in the bottom of the tube. The specific gravity of this
material lies between the blood clot and the serum. During centrifugation the barrier gel moves upward to the serum - clot interface,
where it forms a stable barrier separating the serum from fibrin and cells. Serum may be aspirated directly from the collection
tube, eliminating the need for transfer to another container.

Serum tubes are used for determinations in serum for routine clinical chemistry tests and hormones, serology,
immunohaematology and TDM. Therapeutic drugs (TDM) were partially tested in gel tubes (for more details consult studies on
https://www.gbo.com/preanalytics).

VACUETTE® CAT Serum Fast Sep Tubes are coated with a clotting activator containing thrombin to accelerate the clotting process.
They are used for determinations in serum for routine clinical chemistry tests. The product is not suitable for patients under heparin
or thrombin inhibitor therapy or fibrinogen deficiency. For more details on tested parameters consult studies on
http://www.gbo.com/preanalytics.

Heparin Tubes

The interior of the tube wall is coated with lithium heparin, ammonium heparin or sodium heparin. The anticoagulant heparin
activates antithrombin, thus blocking the coagulation cascade and producing a whole blood / plasma sample making it ideal for
rapid analysis and analysis of blood from patients under anticoagulant therapy.

VACUETTE® LH Lithium Heparin Sep Tubes contain a barrier gel in the tube. The specific gravity of this material lies between the
blood cells and plasma. During centrifugation the gel barrier moves upward providing a stable barrier separating the plasma from
cells. Plasma may be aspirated directly from the collection tube, eliminating the need for manual transfer to another container.
Heparin tubes are used for plasma determinations of routine clinical chemistry tests. Lithium determinations should not be
performed in Lithium Heparin tubes. Ammonium determinations should not be performed in Ammonium Heparin tubes. Sodium

determinations should not be performed in Sodium Heparin tubes.

EDTA Tubes

. 1.15.1 poz.

VACUETTE® K2E K2EDTA Tubes and VACUETTE® K3E K3EDTA Tubes are used for testing whole blood in kdematology. EDTA
Tubes may also be used for routine immunohaematology testing i.e. red cell grouping, Rh typing and-antibody screens, viral
marker testing in screening laboratories and molecular diagnostics. The interior of the tube wall is coafed with either K2EDTA or
K3EDTA. The tube is also available with a liquid EDTA solution. The EDTA binds calcium ions“thus blocking the coagulation
cascade. EDTA Tubes are used for testing whole blood in the clinical haematology laboratory within 24 hours at room temperature.
Blood smears should be prepared within four hours of blood collection.
VACUETTE® K2E K2EDTA Sep Tubes are used for testing plasma in molecular diagnostics and viral load detection.

Standard Glucose Tubes

These tubes are available with different additives. The tubes contain a stabilizer and an anticoagulant: Sodium Fluoride / K3EDTA,
Sodium Fluoride / Potassium Oxalate, Sodium Fluoride / Sodium Heparin. They are suitable for the analysis of glucose
concentration within 48 hrs. Please refer to the test kit instruction for the tube of choice, especially for lactate analysis.

VACUETTE® FC Mix Tubes

VACUETTE® FC Mix Tubes are used to stabilize the in-vivo glucose concentration in whole blood and/or plasma. They are sterile,

single-use, plastic evacuated tubes with VACUETTE® safety caps containing an additive mix of Na,EDTA, sodium fluoride, citric

acid and sodium citrate. Proper mixing (10x) is important! VACUETTE® FC Mix Tubes (Primary Tubes) can be stored after correct

inversion for up to 24 hours at room temperature without centrifugation.

. Should the tubes be expected to be stored longer than 24 hours at room temperature, samples should be centrifuged
immediately after blood collection in order to be stored for up to 48 hours at room temperature.

. Centrifuged aliquots from VACUETTE® FC Mix Tubes can be stored for up to 48 hours at room temperature. Tubes should
be centrifuged as soon as possible.

. Cooling of the samples (4-8°C, 39—-46°F) is also suitable for 48 hours glucose stabilization.

Crossmatch Tubes

Crossmatch Tubes are available in two different versions. One tube type contains clot activator used for crossmatch tests with
serum, while the other type contains K3EDTA and is used for crossmatch tests with whole blood. The field of application is
crossmatching.

Blood Grouping Tubes

Blood Grouping Tubes are available with ACD (Acid Citrate Dextrose) solutions in two formulations (VACUETTE® ACD-A or
VACUETTE® ACD-B) or with CPDA solution (Citrate Phosphate Dextrose Adenin). Blood Grouping Tubes are used for blood
grouping tests or cell preservation.

Trace Element Tubes

Trace Element Tubes contain sodium heparin or no additive and are used to test trace elements. VACUETTE® Trace Element Z No
Additive Tubes do not contain a clot activator and have to remain in an upright position until the blood has fully clotted. Before
determination of trace element all devices used in collection, transportation and storage should be evaluated. A blank measure
for each tube lot must be carried out beforehand.
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VACUETTE® Homocysteine Detection Tubes

VACUETTE® Homocysteine Detection Tubes contain a buffered sodium citrate / citric acid solution (pH=4.2) to stabilize
homocysteine in whole blood. During blood collection, ensure complete filling of tubes (to the fill mark). Gently invert the tubes 5-
10 times immediately after blood collection to reach a proper mix of additive and blood.

The analysis result of the homocysteine concentration must be multiplied by the factor 1.11 to compensate for dilution by the
citrate. In some cases, the factor may be subject to natural, physiological fluctuations. Not suitable for enzymatic test methods.
Assay evaluations show that there is not always compatibility. Therefore the assay compatibility should be verified prior to use.
Incompatibility could lead to erroneous or invalid test results.

No Additive Tubes
VACUETTE® Z No Additive Tubes do neither contain any anticoagulant nor clot activator but are evacuated and the interior is sterile.
They can be used as discard tubes or for the collection of blood.

VACUETTE® Precautions/Cautions

1. Do not use tubes if foreign matter is present!

2. Handle all biological samples and blood collection “sharps” (lancets, needles, luer adapters, and blood collection sets)
according to the policies and procedures of your facility.

3. Obtain appropriate medical attention in the case of any exposure to biological samples (for example, through a puncture
injury), since they may transmit HIV (AIDS), viral hepatitis, or other bloodborne pathogens.

4. Discard all blood collection “sharps” in biohazard containers approved for their disposal.

5. Transferring a sample from a syringe to a tube is not recommended. Additional manipulation of sharps increases the potential
for needlestick injury. In addition, depressing the syringe plunger during transfer can create a positive pressure, forcefully
displacing the stopper and sample and causing potential blood exposure. Using a syringe for blood transfer may also cause
over or under filling of tubes, resulting in an incorrect blood-to-additive ratio and potentially incorrect analysis results.

6. If blood is collected through an intravenous (V) line, ensure that the line has been cleared of IV solution before beginning to
fill blood collection tubes. This is critical to avoid erroneous laboratory data from 1V fluid contamination.

7. Do not use tubes containing lithium iodoacetate if they become coated with a yellow film along the tube walls.

8. Liquid preservatives and anticoagulants are clear and colourless. CPDA tubes contain a yellowish liquid, the clot activator
may appear white and EDTA tubes may have a slightly white to yellow appearance which does not affect the performance
of these tubes.

9. Tubes with visible floating clots occurrence increases when centrifugation conditions are not followed according to
recommended g-force and/or time.

10. Do not use tubes after their expiration date.

Storage

Store tubes at 4-25°C (40-77°F).
NOTE: Avoid exposure to direct sunlight. Exceeding the maximum recommended storage temperature may lead to impairment of
the tube quality (i.e. vacuum loss, drying out of liquid additives, colouring, etc.)

Limitations

1. Referto the instrument assay instructions for use for information on the correct sample material, correct storage and stability.

2. Heparin plasma should be separated from cells within 2 hours, either by collection and centrifugation with a gel tube or by
transferring plasma into a secondary container if a gel tubes is not used.

3. Assay compatibility for the VACUETTE® Homocysteine Detection Tube is not ensured in every case (e.g. in case of enzymatic

methods). Please verify the compatibility prior to use. If there is no assay compatibility, it could lead to false or invalid analysis

results. For more details visit www.gbo.com/preanalytics - section homocysteine tubes.

Not all therapeutic drugs have been tested. Consult studies on www.gho.com/preanalytics

Vitamin D3 determination by HPLC cannot be carried out with all gel tubes.

Serum tubes are not suitable for the determination of trace elements such as Ag, Al, As, Ba, Be, Cd, Cr, Co, Cu, Hg, I, Li,

Mn, Mo, Ni, Pb, Se, Sb, Sn, Te, Th, Tl, U, Zn.

7. VACUETTE® CAT Serum Fast Sep Tubes with visible floating clots lead to deviations in LDH values.

8. Fluoride is known to cause an increase in haemolysis. For further information on substances that may interfere, please
consult the assay instructions for use.

oA

Specimen Collection and Handling

READ THIS ENTIRE DOCUMENT BEFORE PERFORMING VENIPUNCTURE.
Equipment required for specimen collection.

Be sure that the following materials are readily accessible before performing venipuncture:
All necessary tubes, identified for size, draw and additive

Disposable gloves and personal protective equipment

Labels for positive patient identification of samples

Blood collection needles and holders

NOTE: VACUETTE® blood collection needles are designed for optimal use with holders from Greiner Bio-One. The use of
holders from other manufacturers is under the responsibility of the user.

Alcohol swab for cleansing site

Tourniquet

Adhesive plaster or bandage

Sharps disposal container for safe disposal of used material

PR
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Recommended Order of Draw: (based on: CLSI GP41-ED7)

Blood culture

Sodium Citrate

Serum / Serum Sep / Serum Fast Sep (Clot activator)

Heparin / Heparin Sep

EDTA / EDTA Sep

Glycolytic inhibitor tubes

Other additives

NOTE: If a winged blood collection set is used, the first tube in the series will be under-filled. Therefore, if a Sodium Citrate
specimen is drawn first, a discard tube (No Additive) is recommended to be drawn prior to this tube to ensure the proper additive-
to-blood ratio. In addition, even though studies have shown that PT and aPTT tests are not affected if drawn first in a tube series,
it is advisable to draw a second tube for other coagulation assays, since it is not known whether or not these tests will be affected.
NOTE: Always follow your facility's protocol for order of draw

NOTE: For VACUETTE® Trace Element Tubes (Sodium Heparin) we recommend a separate blood collection to avoid contamination
of the samples.

~NOoO O WNPRE

Prevention of Backflow

Most evacuated blood collection tubes contain chemical additives. Therefore, it is important to avoid possible backflow from the
tube, due to the possibility of adverse patient reactions. To prevent backflow from tube into the patient’'s arm, observe the following
precautions:

1. Place patient’s arm in a downward position.

2. Hold tube with the cap uppermost.

3. Release tourniquet as soon as blood starts to flow into tube.

4.  Make sure tube contents do not touch cap or end of the needle during venipuncture.

Freezing/ Thawing

Filled tubes withstand a freezing down to -80°C. It is recommended to keep the samples in the refrigerator for 2 hours prior to
freezing. Freeze centrifuged gel tubes upright in an open metal rack at -20°C for 2 2 hours. The tubes can remain at -20°C or be
transferred to -80°C. After thawing, mix the sample thoroughly prior to analysis. To achieve perfectly clean heparin plasma, thawed
samples should be aliquoted and centrifuged. For long-term storage, it is recommended to use special cryo vials. Users should
also establish their own freezing protocol.

High Altitude
For collection at high altitude (1600 m/5250 ft or 3000 m/9850 ft) we recommend high altitude tubes. The vacuum in these tubes
compensates for the lower outer pressure.

Venipuncture Technique

WEAR GLOVES DURING VENIPUNCTURE AND WHEN HANDLING BLOOD COLLECTION TUBES TO MINIMIZE EXPOSURE
HAZARD.

Select tube or tubes appropriate for required specimen.

Remove the cover over the valve section of the needle.

Thread the needle into the holder. Be sure needle is firmly seated to ensure needle does not unthread during use.

Apply tourniquet as necessary (max. 1 minute)

Prepare venipuncture site with an appropriate antiseptic. DO NOT PALPATE VENIPUNCTURE AREA AFTER CLEANSING.
Place patient’s arm in a downward position.

Remove needle shield. Perform venipuncture WITH ARM DOWNWARD AND TUBE CAP UPPER-MOST.

Push tube into the holder and onto the needle valve puncturing the rubber diaphragm. Centre tubes in holder when
penetrating the cap to prevent sidewall penetration and subsequent premature vacuum loss.

9. REMOVE TOURNIQUET AS SOON AS BLOOD APPEARS IN TUBE. DO NOT ALLOW CONTENTS OF TUBE TO

CONTACT THE CAP OR END OF THE NEEDLE DURING PROCEDURE.

NOTE: Blood may occasionally leak from the needle sleeve. Practice universal standard precautions to minimize hazard

exposure.

If no blood flows into tube or if blood flow ceases before an adequate specimen is collected, the following steps are suggested

to complete satisfactory collection:

a) Ensure the tube is pushed fully forward in the holder. Hold in place by pressing the tube with the thumb or finger to ensure
complete vacuum draw. The fill mark allows for visual control of the correct filling of the tube A tolerance of +/-10% is
allowed.

b) Confirm correct position of needle in vein.

c) If blood still does not flow, remove tube and place new tube onto the holder.

d) If second tube does not draw, remove needle and discard. Repeat procedure from step 1.

10. When the first tube is full and blood flow ceases, gently remove it from holder.

11. Place succeeding tubes in holder, puncturing diaphragm to begin flow. Draw tubes without additives before tubes with
additives. See recommended Order of Draw.

12. Gently invert the tubes immediately after blood collection to reach a proper mix of additive and blood. Turn the filled tube
upside-down and return it to upright position. This is one complete inversion.

NOTE: Do not shake the tubes. Vigorous mixing may cause foaming or haemolysis. Insufficient mixing or delayed mixing in

serum tubes may result in delayed clotting. In tubes with anticoagulants, inadequate mixing may result in platelet clumping,

clotting and /or incorrect test results.
13. Assoon as blood stops flowing in the last tube, remove the tube and then the needle from vein, applying pressure to puncture
site with dry sterile swab until bleeding stops. Once clotting has occurred, apply bandage if desired.

NOTE: After venipuncture, the top of the cap may contain residual blood. Take proper precautions when handling tubes to

avoid contact with this blood. Any needle holder that becomes contaminated with blood is considered hazardous and should

be disposed of immediately.
14. Dispose of the used needle with holder using an appropriate disposal device. DO NOT RECAP. Recapping of needles
increases the risk of needle stick injury and blood exposure.

ONoO~WNE
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15. It is the laboratory’s ultimate responsibility to verify that a change from one tube to another does not significantly affect
analytical results obtained from patient samples.

NOTE: Keep the tubes, especially serum, in an upright position.

Centrifugation

Ensure that tubes are properly seated in the centrifuge carrier; incomplete seating could result in the separation of the VACUETTE®
Safety Cap from the tube.

NOTE: VACUETTE® CAT Serum (Sep) Clot Activator Tubes should be centrifuged at the earliest 30 minutes after blood collection
to minimize post clotting (fibrin build up) in serum. This could lead to contamination of the analyser and to erroneous results.
Blood from patients under anticoagulant therapy or patients with coagulation disorders might need longer than 30 minutes to clot.
Serum tubes should be allowed to fully clot prior to centrifugation.

VACUETTE® CAT Serum Fast Sep Tubes can be centrifuged 5 minutes after blood collection. Inadequate mixing may lead to post
clotting in VACUETTE® CAT Serum Fast Sep Tubes.

Tube Type Inve_rs_,ions R_ecommended g-force Time

(mixing) relative centrifugal force (rcf) (min)
1800 g 10

Serum Fast Sep 5-10x 3000 g 5

Serum Tubes / with Sep

EDTA Tubes / with Sep

Heparin Plasma Tubes / with Sep 5-10x 1800 - 22009 10-15

Standard Glucose Tubes

Homocystein Detection Tubes 2000 — 2200 g 10

VACUETTE® FC Mix Tubes 10x 1800 g 10

Coagulation Tubes

- Platelet tests (PRP) 1509 5

- Routine tests (PPP) 4-5x 1500 — 2000 g 10

- Preparation for deep freeze plasma (PFP) 2500 — 3000 g 20

Other centrifugation settings may also provide acceptable separation. Plasma tubes should ideally be centrifuged at high g-force
(e.g. 2200g). It should be evaluated and validated by the laboratory (e.g. increased g-force and/or decreased time).

Barriers are more stable when tubes are spun in centrifuges with horizontal swing-out rotors rather than those with fixed angle
heads.

NOTE: If the gel movement is occasionally not adequate (especially due to a haematocrit >50%), it is recommended to use a
higher g-force and longer centrifugation time.

Centrifugation should be done in a cooled centrifuge. Higher temperatures could have negative effects on the physical properties
of the gel. The yield of serum or plasma is ideal at 20°C-22°C (68°F-72°F).

NOTE: Tubes should be centrifuged no later than 2 hours after collection. Extended contact of blood cells with the serum or
plasma, may lead to erroneous analysis results, hence centrifugation might be necessary sooner depending on the analyte. It is
not recommended to re-centrifuge gel tubes once the barrier has been formed. The debris underneath the gel might contaminate
the supernatant.

VACUETTE® Caps

The VACUETTE® blood collection system features a unique safety cap design. There are two different closure systems available
depending on the size of the tube:

13mm tubes: Premium and non-ridged tubes

Premium tubes are fitted with a VACUETTE® Safety Screw Cap. Remove the cap from the tube by twisting in an anti-clockwise
direction. The cap cannot be removed by a simple pull action.

Non-ridged tubes are also fitted with a VACUETTE® Safety Screw Cap. However, because of the absence of ridges on the tubes,
the cap can be removed by a simple pull action.

16 mm tubes: VACUETTE® Safety Grip Cap — Remove the cap from the tube with a simple pull action.

Special Snap Caps made of only PE are available to recap the tubes for storing.

Disposal

1. The general hygiene guidelines and legal regulations for the proper disposal of infectious material should be considered and
followed.

2. Disposable gloves prevent the risk of infection.

3. Contaminated or filled blood collection tubes must be disposed of in suitable biohazard disposal containers, which can then
be autoclaved and incinerated afterwards.

4. Disposal should take place in an appropriate incineration facility or through autoclaving (steam sterilisation).
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Label Information

d Manufacturer /l/ Temperature limit
E Use-by date ® Do not re-use

LoT Batch code El:i:l Consult instructions for use
Catalogue number In vitro diagnostic medical device
ﬂ Sterilized using irradiation

References:

ISO / EN / ANSI/AAMI Standards

ISO 6710 “Single-use containers for venous blood specimen collection”

EN 14820 “Single-use containers for human venous blood specimen collection”

ISO 11137 "Sterilisation of health care products — Requirements for validation and routine control — Radiation sterilisation”

Literature:

C38-A "Control of Preanalytical Variation in Trace Element Determinations”, Approved Guideline

GP39-A6 " Tubes and Additives for Venous and Capillary Blood Specimen Collection ", Approved Standard - 6th Edition
GP41-ED7 "Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture", Approved Standard - 7th Edition
GP44-A4 "Procedures for the Handling and Processing of Blood Specimens for Common Laboratory Tests”, Approved Guideline
— 4th Edition

H21-A5 "Collection, Transport, and Processing of Blood Specimens for Testing Plasma-Based Coagulation Assays and Molecular
Hemostasis Assays", Approved Guideline - 5th Edition

H20-A2 "Reference Leukocyte (WBC) Differential Count (Proportional) and Evaluation of Instrumental Methods” Approved
Standard - 2nd Edition.

H26-A2 "Validation, Verification, and Quality Assurance of Automated Hematology Analyzers”, Approved Standard — 2nd Edition.

Greiner Bio-One GmbH Wf\;yw.gbo.c%m/preanalﬁics
“ Bad Haller Str. 32 office@at.gbo.com
; Ph 43 7583 6791
4550 Kremsmiinster, Austria one +
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ce Vakuuminé kraujo surinkimo sistema

In vitro diagnostiniam naudojimui
Paskirtis
VACUETTE® kraujo surinkimo mégintuvéliai, laikikliai ir adatos yra naudojami kartu kaip sistema veninio kraujo surinkimui. VACUETTE® meégintuveéliai yra skirti
surinkti, transportuoti, laikyti ir paruosti kraujg serumo, plazmos ar bendro kraujo tyrimui klinikinéje laboratorijoje ir yra skirti profesionaliam naudojimui.

Produkto aprasymas

VACUETTE® yra plastikiniai mégintuvéliai su fiksuotu vakuumo kiekiu tiksliam tario jtraukimui. Jie yra su spalvotais VACUETTE® Safety (saugiais) kamsteliais (Zr.
Zemiau esancig lentelg). Mégintuvéliai, priedy koncentracijos, skysty priedy tariai ir jy leidZziami nuokrypiai bei kraujo ir priedy santykis atitinka tarptautinio
standarto ISO 6710 “Vienkartiniai veninio kraujo méginiy surinkimo konteineriai” rekomendacijas. Priedy pasirinkimas priklauso nuo analitinio tyrimo metodo.
Tyrimo metoda nurodo reagenty ir (ar) instrumento, su kuriuo yra atliekamas tyrimas, gamintojas. Mégintuvélio vidiné dalis yra sterili.

VACUETTE® SAFETY Kamsteliy spalviniai kodai*

Aprasymas SAFETY (saugaus) kamstelio spalva  Kamstelio vidinio Ziedo spalva
Mégintuvéliai be priedy
Z Be priedy balta juoda
Koaguliacijos mégintuvéliai
9NC Natrio citratas 3.2% koaguliacijai Sviesiai mélyna juoda
9NC Natrio citratas 3.8% koaguliacijai Sviesiai mélyna juoda
CTAD Sviesiai mélyna geltona
Serumo mégintuvéliai
CAT Kreséjimo aktyvatorius serumui raudona juoda
CAT Kreséjimo aktyvatorius ir gelis serumui (mégintuvéliai su geliu) raudona geltona
CAT greitas serumo atskyrimas oranziné geltona
Heparino mégintuvéliai
LH Li¢io heparinas Zalia juoda
LH Li¢io heparinas ir gelis (mégintuvéliai su geliu) Zalia geltona
AH Amonio heparinas Zalia juoda
NH Natrio heparinas Zalia juoda
EDTA mégintuvéliai (hematologija)
K2E K2EDTA (taip pat imunohematologija) Sviesiai violetiné juoda
K3E K3EDTA (taip pat imunohematologija Sviesiai violetiné juoda
EDTA mégintuvéliai (molekuliné diagnostika ir virusy aptikimas)
K2E K2EDTA Sviesiai violetiné juoda
K2E K2EDTA ir gelis (mégintuvéliai su geliu) Sviesiai violetiné geltona
Gliukozés mégintuvéliai
FE Natrio fluoridas/EDTA (K2E/K3E) pilka juoda
FX Natrio fluoridas/kalio oksalatas pilka juoda
LH Li¢io heparinas ir jodo acetatas pilka juoda
FH Natrio fluoridas / natrio heparinas pilka juoda
FC Mix mégintuvéliai pilka juoda
rausva juoda
Kryzminio suderinamumo mégintuvéliai
CAT Kreseéjimo aktyvatorius rausva juoda
K3E K3EDTA rausva juoda
Kraujo grupiy nustatymo mégintuvéliai
ACD-B geltona juoda
ACD-A geltona juoda
CPDA geltona juoda
Mégintuvéliai sunkiujy metaly nustatymui
NH Natrio heparinas mélyna juoda
Z Be priedy mélyna juoda

ESR mégintuvéliai (IFU 980232)
Homocisteino aptikimo mégintuvéliai
Buferizuotas natrio citratas/citriny rigsties tirpalas balta raudona

(Mégintuvéliai su baltu vidiniu kamstelio Ziedu paprastai turi mazesnj surinkimo tdrj, pvz.,1ml ar 2 ml.)
* Standartiniy spalvy pavyzdziai. Spalva gali skirtis specifiniams uzsakymo numeriams ir (ar) dél vietiniy reikalavimy.

Koaguliacijos mégintuvéliai ir CTAD mégintuvéliai

VACUETTE® 9NC koaguliacijos mégintuvéliai su natrio citratu yra uzpildyti buferio tri-natrio citrato tirpalu. Yra galimos 0.109 mol/l (3.2 %) arba
0.129 mol/l (3.8 %) koncentracijos. Koncentracijos pasirinkimas priklauso nuo laboratorijos veiklos. Mai§ymo santykis: 1 dalis citrato ir 9 dalys kraujo.
VACUETTEe CTAD mégintuvéliai su buferio citrato tirpalu, teofilinu, adenozinu ir dipiridamoliu.

Koaguliacijos ir CTAD mégintuvéliai yra naudojami koaguliacijos tyrimuose.

Serumo mégintuvéliai

Visi serumo mégintuvéliai yra padengti mikronizuotomis silicio dioksido dalelémis, kurios aktyvuoja kreSéjima, kai mégintuvélis yra Svelniai pavartomas.
VACUETTEe CAT serumo mégintuvélio su geliu apacioje yra gelio barjeras. Sios medziagos specifinis svoris yra tarp kraujo kresulio ir serumo. Atliekant
centrifugavima, gelio barjeras pasislenka link serumo — kre$éjimo sanddra, kur susiformuoja stabilus barjeras, skiriantis seruma nuo fibrino ir Igsteliy. Serumas gali
bati aspiruojamas tiesiogiai i$ surinkimo mégintuvélio, nenaudojant kito konteinerio.

Serumo mégintuvéliai yra naudojami serumo tyrimams rutininiuose klinikiniuose chemijos ir hormony tyrimuose, serologijoje, imunohematologijoje ir TDM. TDM
(terapijai skirti vaistai) buvo dalinai tirti mégintuvéliuose su geliu (i§samesné informacija pateikta atlikty studijy ataskaitose, kurias rasite apsilanke
www.gbo.com/preanalytics).

VACUETTEe CAT greito serumo atskyrimo mégintuvéliai yra padengti kre$éjimo aktyvatoriumi su trombinu, kre$éjimo proceso pagreitinimui.
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Jie yra naudojami serumo tyrimams rutininiuose klinikiniuose chemijos tyrimuose. Produkto negalima naudoti pacientams, kuriems yra taikomas gydymas heparino
ar trombino inhibitoriais ar sergantiems fibrinogeny nepakankamumu. ISsamesné informacija pateikta atlikty studijy ataskaitose, kurias rasite apsilanke
www.gbo.com/preanalytics.

Heparino mégintuvéliai

Vidiné mégintuvélio sienelé yra padengta li¢io heparinu, amonio heparinu ar natrio heparinu. Antikoaguliantas heparinas aktyvuoja antitrombinus ir blokuoja
koaguliacijos kaskadg bei i$laiko bendro kraujo/plazmos méginus vietoj sukreséjusio kraujo ir serumo, kas suteikia galimybe atlikti greitg tyrima bei istirti kraujg
pacienty, kuriems yra taikomas gydymas antikoaguliantais.

VACUETTEe LH mégqintuvéliai su li€io heparinu ir geliu viduje turi gelio barjera. Specifinis Sios medziagos svoris yra tarp kraujo Igsteliy ir plazmos. Atliekant
centrifugacijg, gelio barjeras pasislenka j virSy ir suformuoja stabily barjera, atskiriantj plazmg nuo Igsteliy. Plazma gali bati aspiruojama tiesiogiai i$ surinkimo
meégintuvélio, nenaudojant kito konteinerio.

Heparino mégintuvéliai yra naudojami plazmos tyrimams rutininiuose klinikiniuose chemijos tyrimuose. Li¢io nustatymai neturi bati atliekami li¢io heparino
meégintuvéliuose. Amonio nustatymai neturi bati atliekami amonio heparino mégintuvéliuose. Natrio nustatymas neturi bati atliekamas natrio heparino
meégintuvéliuose.

EDTA mégintuvéliai

VACUETTEe K2E EDTA mégintuvéliai ir VACUETTEe K3E EDTA mégintuvéliai yra naudojami hematologijoje tiriant bendrg kraujg. EDTA mégintuvéliai gali bati
naudojami rutininés imunohematologijos tyrimuose, t.y. eritrocity grupavime, Rh tipo nustatyme ir antikliny nustatyme, virusiniy Zymeny tyrime laboratorijose bei
molekulinéje diagnostikoje. Vidiné mégintuvélio pusé yra padengta K2EDTA arba K3EDTA. Galima jsigyti mégintuvéliy su skystu EDTA tirpalu. EDTA suriSa kalcio
jonus ir blokuoja koaguliacijos kaskadg. EDTA meégintuvéliai yra skirti bendro kraujo iStyrimui klinikinéje hematologijos laboratorijoje per 24 valandas, laikant

kambario temperatiroje. Kraujo tepinéliai turi bati ruoSiami per keturias valandas po kraujo paémimo. 1 d 1 15 1
VACUETTEe K2E EDTA mégintuvéliai su geliu yra naudojami plazmos tyrime molekulinéje diagnostikoje ir virusy aptikime. < p o '

Standartiniai gliukozés mégintuvéliai

Gliukozés mégintuveélius galima jsigyti su jvairiais priedais. Mégintuvéliai turi antikoagulianta ir stabilizatoriy: natrio fluoridas/ K3EDTA, natrio fluoridas / kalio
oksalatas, natrio fluoridas/natrio heparinas. Gliukozés mégintuvéliai yra tinkami gliukozés koncentracijos nustatymui per 48 valandas. Skaitykite tyrimo rinkinio
instrukcijg dél mégintuveéliy pasirinkimo, ypa¢ tiriant laktatus.

VACUETTE® FC Mix Tubes

VACUETTE® FC Mix mégintuvéliai in-vivo gliukozés koncentracijos stabilizavimui bendrame kraujyje ir/ar plazmoje. Tai yra sterilGs, vienkartinio naudojimo,
plastikiniai mégintuvéliai su vakuumu ir VACUETTE® saugiais kam$teliais. Mégintuvéliuose yra iy priedy misinys: Na2EDTA, natrio fluorido, citriny ragsties ir
natrio citrato. Labai svarbu tinkamai iSmaisyti (10x)! VACUETTE® FC Mix mégintuvéliai (pirminiai mégintuvéliai) po tinkamo pavartymo gali bati laikomi iki 24
valandy kambario temperatiroje be centrifugavimo.

« Jei mégintuvélius reikia laikyti ilgiau nei 24 valandas kambario temperatdroje, méginiai turi bati centrifuguojami iSkart po paémimo. Tuomet jie kambario
temperataroje gali bati laikomi iki 48 valandy.

« Centrifuguotos alikvotos i§ VACUETTE® FC Mix mégintuvéliy gali bati laikomos iki 48 valandy kambario temperataroje. Mégintuvéliai turi bati centrifuguojami
kaip jmanoma greiciau.

« Méginius galima Saldyti (4-8°C, 39-46°F) 48 valandas gliukozés stabilizavimui.

Kryzminio suderinamumo mégintuvéliai
KryZminés reakcijos mégintuvéliai yra dviejy skirtingy tipy. Vienas mégintuvélio tipas turi aktyvatoriy, kurio pagalba yra atliekamas kryZminés reakcijos tyrimas su
serumu, o kitas tipas turi K3EDTA ir yra naudojamas kryZminio suderinamumo tyrimams bendrame kraujyje. Taikymo sritis yra kryZminio suderinamumo tyrimai.

Kraujo grupiy nustatymo mégintuvéliai

Kraujo grupiy nustatymo mégintuvélius galima jsigyti su ACD (Acid Citrat Dextrose/rligsties citrato dekstrozés) tirpalais dviem formulémis (VACUETTEe ACD-A ar
VACUETTEeACD-B) ar su CPDA tirpalu (Citrate Phosphate Dextrose Adenin/citrato fosfato dekstrozés adeninas). Kraujo grupavimo mégintuvéliai yra naudojami
kraujo grupiy nustatymo tyrimams arba Igsteliy konservavimui.

Mégintuvéliai sunkiyjy metaly nustatymui

Mégintuvéliai sunkiyjy metaly nustatymui turi natrio heparino arba yra be priedy ir yra naudojami sunkiyjy metaly nustatymo tyrimuose. VACUETTEe mégintuvéliai
Z sunkiyjy metaly nustatymui neturi kreSéjimo aktyvatoriaus ir privalo bati laikomi vertikaliai, kol kraujas pilnai sukreSa. Prie$ nustatant sunkiuosius metalus, turi
bati jvertintos visos priemonés, naudotos kraujo paémimui, transportavimui ir laikymui. Kiekvienai mégintuvéliy partijai i$ anksto reikia atlikti tusciajj (blank)
matavima.

VACUETTE® Hemocisteino aptikimo meégintuvéliai

VACUETTE® Homocisteino aptikimo mégintuvéliy sudétyje yra buferizuoto natrio citrato/citriny ragsties tirpalo (pH=4,2), kad bendrame kraujyje baty galima
stabilizuoti homocisteing. Kraujo surinkimo tinkamai metu tinkamai uzpildykite mégintuvélius (iki uZpildymo Zymos). Mégintuvélius Svelniai 5-10 karty pavartykite
iSkart po kraujo surinkimo, kad kraujas ir mégintuvélyje esantis priedas gerai susimaisyty.

Homocisteino koncentracijos tyrimo rezultatas turi bati padaugintas i$ 1.11 faktoriaus, kad baty kompensuotas skiedimas citratu. Kai kuriais atvejais faktorius gali
bati jtakotas natdraliy, fiziologiniy svyravimy. Netinka fermentiniy tyrimy metodams. Tyrimo vertinimas parodé, jog suderinamumas yra ne visada. Todél, tyrimy
suderinamumas turi biti patvirtintas prie$ naudojima. Nesuderinamumas gali sukelti klaidingy ar negaliojanciy tyrimy atsiradima.

Mégintuvéliai be priedy
VACUETTE® Z mégintuvéliai be priedy neturi antikoagulianty ar kre$éjimo aktyvatoriy, taciau yra vakuuminiai, o vidiné dalis yra sterili. Jie gali bati naudojami kaip
atlieky mégintuvéliai ar kraujo paémimo mégintuvéliai.

VACUETTE® |spéjimai/atsargumo priemonés

1. Nenaudokite mégintuvélio, jei jame pastebéjote pasalines medziagas!

2. Dirbdami su visais biologiniais méginiais ir astriomis kraujo paémimo priemonémis (lancetais, adatomis, luer adapteriais ir kraujo surinkimo komplektais)
laikykités savo jstaigos darbo proceddry ir politikos.

3. Bikite atidds dirbdami su biologiniais méginiais (pvz., punkcijos metu), kadangi jie gali pernesti ZIV (AIDS), virusinj hepatitg bei kitus kraujo patogenus.

4. Visas astrias kraujo paémimo priemones iSmeskite | biorizikos konteinerius, skirtus jy utilizavimui.

5. Néra rekomenduojamas kraujo perkélimas i$ SvirkSto j mégintuveélj. Tokiu atveju padidéja jsidarimo rizika. Be to, perneSimo metu spaudziama $virksto kojelé
sukelia teigiamg spaudima, kuris jéga i§stumia kamstelj ir méginj bei sukelia kontakto su krauju rizikg. Svirk$to naudojimas perkeliant krauja taipogi gali jtakoti
meégintuvéliy nepripildyma arba perpildyma, kas sukelia netiksly kraujo ir priedo santykj ir neteisingg rezultaty analize.

6. Jei kraujas yra surenkamas per intravenine (IV) linijg, prie$ pradedant uZpildyti kraujo surinkimo mégintuvélius, uztikrinkite, kad i$ Sios linijos buvo pasalintas IV
tirpalas. Batina iSvengti klaidingy laboratorijos duomeny dél uzter§imo IV skysgiu.

7. Nenaudokite mégintuvéliy su li¢io jodo acetatu, jei jy sienelés pasidengé geltona plévele.

8. Visi skysti konservantai ir antikoaguliantai yra skaidris ir bespalviai. CPDA mégintuvéliuose yra gelsvas skystis, kre$éjimo aktyvatorius gali bati baltas, o EDTA
meégintuvéliy skystis gali bati nuo balk§vos iki geltonos spalvos, kas visiSkai nejtakoja ju veiksmingumo.

9. Jei néra laikomasi rekomenduojamos centrifugavimo galios ir (ar) laiko, mégintuvéliuose gali atsirasti plaukiojanéiy kresuliy.
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9. Nenaudokite mégintuvéliy pasibaigus jy galiojimo datai.

Laikymas

Mégintuvélius laikykite prie 4-25°C (40-77° F).

PASTABA: Nelaikykite tiesioginés saulés spinduliuose. Virsijus rekomenduojama laikymo temperatirg, bus pakenkta mégintuvélio kokybei (t.y. vakuumo
netekimas, skysty priedy i§dziavimas, nusidazymas, ir t.t.).

Apribojimai

1. Informacijg apie tinkamg méginio medziaga, laikymg ir stabiluma rasite instrumento naudojimo instrukcijoje.

2. Plazma su heparinu turi bati atskiriama nuo lIgsteliy per 2 valandas centrifuguojant mégintuvélius su geliu arba perkeliant plazma j antrinj konteinerj (jei
meégintuvéliai su geliu néra naudojami).

3. Tyrimo suderinamumas su VACUETTE® homocisteino aptikimo mégintuvéliu néra uztikrinamas kiekvienu atveju (pvz., fermentiniy metody atveju). Pries
naudojimg, pasitvirtinkite suderinamuma. Jei néra suderinamumo su tyrimu, bus didelé klaidingy ar negaliojanéiy rezultaty tikimybé. I$samesne informacijg rasite
www.gbo.com/preanalytics - skyrius apie homocisteino mégintuvélius.

4. Ne visi terapijai skirti vaistai yra itirti. Atlikty studijy apraSymus rasite www.gbo.com/preanalytics.

5. Vitamino D3 nustatymas naudojant HPLC negali bati atliekamas su visais gelio mégintuvéliais.

6. |prasti mégintuvéliai serumui néra tinkami kai kuriy sunkiyjy metaly pédsaky aptikimui: Ag, Al, As, Ba, Be, Cd, Cr, Co, Cu, Hg, |, Li, Mn, Mo, Ni, Pb, Se, Sb, Sn,
Te, Th, TI, U, Zn.

7. VACUETTE® CAT greito serumo atskyrimo mégintuveéliai su plaukiojanciais kreSuliais sukelia LDH reik3miy deviacijas.

8. Yra Zinoma, jog fluoridas sukelia hemolize. ISsamesne informacijg apie interferuojancias medziagas rasite tyrimo instrukcijoje.

Méginiy surinkimas ir darbas su jais

PRIES ATLIEKANT VENOS PUNKCIJA, ATIDZIAI PERSKAITYKITE SIA INFORMACIJA.
Iranga, reikalinga méginiy surinkimui.

Prie$ atliekant venos punkcija, jsitikinkite, kad turite visg reikalingg jranga:

1. Visi reikalingi mégintuvéliai, identifikuoti dél dydzio, surinkimo tdrio ir priedy.

2. Vienkartinés pirstinés ir asmens apsaugos jranga.

3. Etiketés, skirtos paciento méginio identifikavimui.

4. Kraujo surinkimo adatos ir laikikliai.

PASTABA: VACUETTE® kraujo surinkimo adatos yra sukurtos optimaliam naudojimui kartu su Greiner Bio-One laikikliais. Vartotojas prisiima atsakomybe dél kity
gamintojy laikikliy naudojimo.

5. Alkoholyje sudrékintas tamponas dezinfekavimui

6. Vartztis

7. Lipnus pleistras ar bintas

8. Astriy priemoniy konteineris, skirtas panaudoty priemoniy iSmetimui

Rekomenduojamas surinkimo eiliSkumas: (remiantis CLS| GP41-ED7)

1 Kraujo kultdros

2 Natrio citratas

3 Serumas / su atskyrimo geliu / greitas serumo atskyrimas (kre$éjimo aktyvatorius)
4 Heparinas / heparinas su atskyrimo geliu

5 EDTA / EDTA su atskyrimo geliu

6 Glikolitinio inhibitoriaus mégintuvélis

7 Kiti priedai

PASTABA: Jei naudojate peteli$kés kraujo paémimo rinkinj, pirmasis mégintuvélis bus nepilnai pripildytas. Todél, jei pirmasis méginys yra surenkamas j natrio
citratg, atlieky mégintuvélj (be priedy), jj rekomenduojama paimti prie§ §j mégintuvélj, kad baty uZtikrintas tinkamas priedo ir kraujo santykis. Be to, atliktos studijos
rodo, jog PT ir aPTT tyrimai néra jtakojami, jei kraujas bina paimamas j pirmajj méegintuvelj. Kitiems koaguliacijos tyrimams rekomenduojama surinkti antrg
megintuvélj, kadangi néra Zinoma, ar Sie tyrimai yra jtakojami.

PASTABA: visada laikykités jasy jstaigoje galiojanéio kraujo paémimo eili§kumo protokolo.

PASTABA: naudojant VACUETTE® mégintuvélius sunkiyjy metaly nustatymui (natrio heparinas), rekomenduojame atlikti atskirg kraujo paémima ir taip iSvengti
méginiy uzter§imo.

Tekéjimo atgal prevencija

Dauguma vakuuminiy kraujo surinkimo mégintuvéliy turi cheminiy priedy. Todél yra labai svarbu iSvengti atgalinio tekéjimo i§ mégintuvélio dél galimos neigiamos
reakcijos pacientui. Norint iSvengti tékmés j paciento ranka, laikykités Siy nurodymuy:

1. Paciento ranka turi bati Zeméjancioje pozicijoje.

2. Mégintuvélj laikykite kamsteliu j virSy.

3. Atleiskite varztj kai tik kraujas pradés tekéti j mégintuvél].

4. Uztikrinkite, kad venos punkcijos metu mégintuvélio turinys nelieCia kamstelio arba adatos galo.

Uzsaldymas/atitirpinimas

Visi uzpildyti mégintuvéliai gali bati uzsaldomi prie -80°C. Prie§ uzSaldant, rekomenduojama méginius 2 valandas palaikyti $aldytuve. Centrifuguotus meégintuvélius
su geliu uzsaldykite vertikalioje pozicijoje atvirame metaliniame stove prie -20°C = 2 valandoms. Mégintuvélius galima laikyti prie -20°C arba perkelti prie -80°C.
Po atSildymo, méginj gerai iSmaiSykite. Norint gauti idealiai $varig heparino plazma, atSildyti méginiai turi bati i$pilstyti alikvotomis ir centrifuguojami. ligalaikiam
laikymui rekomenduojama naudoti specialius krio buteliukus. Rekomenduojama patiems naudotojams nusistatyti savo uzsaldymo protokolg.

Aukstis virs jaros lygio
Kraujo surinkimui vietoje, kuri yra labai aukstai vir$ jaros lygio (1600 m — 3000 m) rekomenduojame naudoti didelio auk$c¢io mégintuvélius. Vakuumas Siuose
mégintuvéliuose kompensuoja Zemesnj iSorinj slégj.

Venos punkcijos technologija

ATLIEKANT VENOS PUNKCIJA IR DIRBANT SU KRAUJO SURINKIMO MEGINTUVELIAIS, DEVEKITE PIRSTINES, KAD SUMAZINTUMETE UZKRETIMO
RIZIKA.

2. Nuimkite adatos vozZtuvélio dangtelj.

3. |[kiSkite adatg j laikiklj. Uztikrinkite, kas adata yra gerai jstatyta ir neiSkris proceddros metu.

4. Uzdékite varztj (maks. 1 minute).

5. Paruoskite punkcijos vieta naudodami tinkama antiseptikg. NEPALPUOKITE VENOS PUNKCIJOS VIETOS PO DEZINFEKAVIMO.

6. Paciento ranka turi bati Zeméjancioje pozicijoje.

7. Nuimkite adatos apsauga. Atlikite venos punkcijg RANKA LAIKYDAMI ZEMEJANCIOJE POZICIJOJE, O MEGINTUVEL| LAIKYDAMI KAMSTELIU | VIRSY.
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8. |stumkite mégintuvelj j laikiklj ir ant adatos voZtuvélio, praduriant gumine diafragma. Mégintuvélj laikykite centrinéje pozicijoje praduriant kamstelj tam, kad
iSvengtuméte sienelés praddrimo ir prieslaikinio vakuumo netekimo.

9. NUIMKITE VARZT] ISKART, KAl KRAUJAS IMS TEKETI | MEGINTUVEL]. VENKITE, KAD MEGINTUVELIO TURINYS PALIESTY KAMSTEL| AR ADATOS
GALA PROCEDUROS METU.

PASTABA: Kraujas netycia gali nulaséti nuo adatos. Laikykités bendry saugumo taisykliy pavojaus minimalizavimui.

Jei kraujas neteka j mégintuvélj arba baigia tekéti neprisipildZius reikiamam tdriui, atlikite Zemiau nurodytus veiksmus:

a) Stumkite mégintuvélj j priekj tol, kol kamstelis bus tinkamai pradurtas. Visada laikykite mégintuvélj vienoje vietoje, spausdami ji nyks¢iu, kad uztikrintuméte
visiSkg vakuumo praradima. Stebékite uzpildymo Zzyma ant mégintuvélio. Galima +/-10% paklaida.

b) |sitikinkite, kad adatos pozicija venoje yra tinkama.

c) Jei kraujas vis tiek nebéga, pasalinkite §f mégintuvélj ir naudokite nauja.

d) Jei kraujas nebéga naudojant antrg mégintuvélj, iStraukite ir iSmeskite adatg. Pakartokite proceddrg nuo 1 etapo.

10. Kai pirmas mégintuvélis yra pripildytas ir kraujo ttkmé sumazéja, Svelniai iSimkite mégintuvélj i$ laikiklio.

11. |statykite kitg mégintuvélj j laikiklj, praduriant diafragma, kad prasidéty kraujo tékmé. Mégintuvélius be priedy naudokite pirma mégintuveéliy su priedais.
Ziarékite rekomenduojama surinkimo eiliskuma.

12. Svelniai pavartykite mégintuvélius i$kart po kraujo surinkimo, kad priedai ir kraujas gerai susimaisyty. Apsukite mégintuvélj aukstyn kojomis ir graZinkite j
prading pozicijg — tai vienas pilnas pavertimas.

PASTABA: Nepurtykite mégintuvéliy. Stiprus plakimas gali sukelti putojimg ar hemolize. Nepakankamas arba atidétas serumo mégintuvéliy vartymas gali sukelti
vélyvg kreséjimg. Mégintuvéliuose su antikoaguliantais nepakankamas maiS§ymas gali sukelti trombocity sulipima, kre$éjima ir (ar) neteisingus tyrimo rezultatus.
13. Kai tik kraujas baigia tekéti j paskutinj mégintuvelj, iSimkite adatg i$ venos, spauskite punkcijos vietg sausu steriliu tamponu tol, kol kraujas nebetekés. Jei
reikia, prasidéjus kreséjimui, apriskite rankg bintu.

PASTABA: Po venos punkcijos, ant kamstelio virSaus gali bati kraujo likuciy. Dirbant su mégintuvéliais, laikykités tinkamy atsargumo priemoniy, kad iSvengtuméte
kontakto su krauju. Laikiklis, uZterstas krauju, yra laikomas pavojingu ir turi bati nedelsiant utilizuojamas.

14. Panaudotg adatg ir laikiklj utilizuokite naudodami atitinkamus prietaisus. PAKARTOTINAI ADATOS NEUZKIMSKITE. Adatos dangtelio uzdéjimas padidina
isikarimo ir uzkrétimo rizika.

15. Laboratorija prisiima visg atsakomybe dél vieno mégintuvélio keitimo kitu patvirtinimo ir analitiniy rezultaty, gauty i§ paciento méginio, paveikimo.
PASTABA: mégintuveélius, ypatingai mégintuvélius serumui, laikykite vertikaliai.

Centrifugavimas

Isitikinkite, kad visi mégintuvéliai yra tinkamai patalpinti j centrifugg; neteisingas mégintuvéliy jstatymas gali sukelti VACUETTEe saugaus kamstelio atsiskyrima
nuo mégintuvélio.

PASTABA: CAT serumo atskyrimo mégintuvéliai su kre$éjimo aktyvatoriumi turi bati centrifuguojami per 30 minuciy po kraujo surinkimo , kad baty sumaZintas
kreséjimas (fibrino susidarymas) serume. Tai gali sukelti analizatoriaus uzter§ima ir klaidingus rezultatus.

Kraujas, surinktas is pacienty, kuriems yra taikoma antikoagulianty terapija ar i§ pacienty su koaguliacijos sutrikimais, gali kre$éti ilgiau nei 30 minuciy. Prie$
centrifugavimg, mégintuvéliuose serumui turi jvykti pilnas kreséjimas..

VACUETTE® CAT greito serumo atskyrimo mégintuvéliai gali bati centrifuguojami per 5 minutes po kraujo paémimo. Nepakankamas maiSymas gali sukelti
uZdelstg kre$éjimg VACUETTE® CAT greito serumo atskyrimo mégintuvéliuose.

Mégintuvélio tipas pavertimai Rekomenduojama g-jéga Laikas
(maisSymas) Santykiné centrifugavimo jéga (rcf) (min.)

Greito serumo atskyrimo mégintuvéliai 5-10x 1800 g 10
5-10x 3000 g 5

Serumo mégintuvéliai/su geliu 5-10x 1800 -2200g 10-15

EDTA mégintuvéliai/su geliu 5-10x 1800 -2200 g 10-15

Heparino plazmos/su geliu mégintuvéliai 5-10x 1800-2200g 10-15

Standartiniai gliukozés mégintuvéliai 5-10x 1800 -2200g 10-15

Homocisteino aptikimo mégintuvéliai 5-10x 2000 — 2200 g 10

VACUETTE® FC Mix mégintuvéliai 10x 1800 g 10

Koaguliacijos mégintuvéliai

- Trombocity tyrimai (PRP) 4-5x 150 g 5

- Rutininiai tyrimai (PPP) 4-5x 1500 — 2000 g 10

- Gilaus uz$aldymo plazmos paruosimas (PFP) 4-5x 2500 - 3000 g 20

Kiti centrifugavimo nustatymai irgi gali suteikti tinkamg atskyrima. Plazmos mégintuvéliai turi bati centrifuguojami prie aukstos g-jégos (pvz., 2200g). Tai turi bati
ivertinta ir patvirtinta laboratorijoje (pvz., padidinta g- jéga ir/ar sumazintas laikas).

Barjerai iSlieka stabilesni, jei mégintuvéliai yra centrifuguojami centrifugose su horizontaliais iSsukimo rotoriais nei su fiksuoto kampo rotoriumi.

PASTABA: jei gelio judéjimas néra adekvatus (ypac¢ dél hematokrito >50%), rekomenduojama naudoti didesne g-jéga ir prailginti centrifugavimo laika.
Centrifugavimas neturi biti atliekamas vésinamoje centrifugoje. Auksta temperattra gali neigiamai paveikti fizines gelio savybes. Geriausias serumo ir plazmos
naSumas yra prie 20°C-22°C temperataros.

PASTABA: gelio mégintuvéliai turi bati centrifuguojami ne véliau kaip po 2 valandy po kraujo surinkimo. ligesnis kraujo Igsteliy kontaktas su plazma gali sukelti
klaidingus analizés rezultatus. Susiformavus barjerui, nerekomenduojama i$ naujo atlikti centrifugavimo. Mégintuvéliy pakartotinis centrifugavimas gali pakenkti
gelio barjerui — gelio dalelés gali atsiskirti ir atsidurti supernatante.

VACUETTEe kamsteliai

VACUETTE® kraujo surinkimo sistema pasizymi unikaliais saugumo kamsteliais. Yra dvi skirtingos uzdarymo sistemos, pasirenkamos priklausomai nuo
mégintuvélio dydzio:

13mm mégintuvéliai: Premium ir neuzsukami kamsteliai

Premium kamsteliai yra pritaikyti naudojimui su VACUETTEe saugiais uzsukamais kamsteliais. Sukdami kamstelj pries$ laikrodZio rodykle nuimkite kamstelj
sukamuoju ir traukiamuoju judesiu. Kamstelis negali bati nuimamas traukiamuoju judesiu.

Neuzsukami kamsteliai irgi yra pritaikyti naudojimui su VACUETTEe saugiais uZsukamais kamsteliais. Kadangi kamstelis yra ne srieginis, jj galite nuimti paprastu
traukiamuoju judesiu.

16 mm meégintuvéliai: VACUETTEe saugus uZspaudziami kamsteliai — kamstelj nuimkite paprastu traukiamuoju judesiu.

Specialis Snap kamsteliai yra pagaminti tik i§ PE ir jais galima pakartotinai uzkimsti laikymui skirtus mégintuvélius.

ISmetimas

1. Laikykités bendryjy higienos reikalavimy ir vietiniy taisykliy dél tinkamo infekciniy medziagy utilizavimo.

2. Vienkartinés pirstinés sumazina infekcijos rizikg.

3. Uztersti ar pripildyti mégintuvéliai turi bati iSmetami j atitinkama biologinio pavojaus konteinerj, kuris véliau gali bati autoklavuojamas ar sudeginamas.
4. Utilizavimas turi bati atliekamas tam tikroje kremavimo jstaigoje arba atliekant autoklavavima (sterilizavimas garais).
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Informacija etiketéje

Katalogo numeris In vitro diagnostiné priemoné
Lot Partijos kodas E]i] Skaitykite naudojimo instrukcijg
m Galiojimo data 'I | || Gamintojas

Sterilizacija spinduliais i Temperattiros ribos

")) Nenaudoti pakartotinai

B
Nuorodos:

ISO / EN / ANSI/AAMI Standards

ISO 6710 “Single-use containers for venous blood specimen collection”

EN 14820"Single-use containers for human venous blood specimen collection”

1SO 11137 "Sterilisation of health care products — Requirements for validation and routine control — Radiation sterilisation”

Literatira:

C38-A "Control of Preanalytical Variation in Trace Element Determinations”, Approved Guideline

GP39-A6 " Tubes and Additives for Venous and Capillary Blood Specimen Collection ", Approved Standard - 6th Edition
GP41-ED7 "Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture", Approved Standard - 7th Edition
GP44-A4 "Procedures for the Handling and Processing of Blood Specimens for Common Laboratory Tests”, Approved Guideline
— 4th Edition

H21-A5 "Collection, Transport, and Processing of Blood Specimens for Testing Plasma-Based Coagulation Assays and Molecular
Hemostasis Assays", Approved Guideline - 5th Edition

H20-A2 "Reference Leukocyte (WBC) Differential Count (Proportional) and Evaluation of Instrumental Methods” Approved
Standard - 2nd Edition.

H26-A2 "Validation, Verification, and Quality Assurance of Automated Hematology Analyzers”, Approved Standard — 2nd Edition..

‘ Greiner Bio-One GmbH
Bad Haller str.32
4550 Kremmunster
Austrija
www.gbo.com/preanalytics
office@at.gbo.com
Tel.: +43 7583 6791
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VACUETTE® Blood Collection Tubes
VACUETTE® EDTA Tubes

K2E K2EDTA Separator

n VACUETTE® K2E K2EDTA separator tubes
- ol Ll contain an additional separating gel and
= are used for plasma testing in molecular

il diagnostics and for virus load determination.
| Selected tubes are also available with a
o mp— transparent label.
(’m = | = P
A i ™
1p.d. 1.15.2
Item no. N fiEL Cap colour Ring colour Thread type Tube size Label Barcode i3 IAIer
volume outer
454235 3.5ml ® lavender C yellow PREMIUM 13x75 paper no 50/ 1,200
456211 5ml C white C yellow PREMIUM  13x 100 paper no 50/ 1,200
456058 5ml C'white C yellow | non-ridged 13x700 paper no 50/1,200
455040 8 ml ® lavender Cyellow  non-ridged 16x100 paper no 50/ 1,200
455021 8 ml C white Cyellow  non-ridged 16x 100 paper no 50/ 1,200

K3E KSEDTA

I I VACUETTE® K3E K3EDTA tubes contain
ki - = tri-potassium KSEDTA which blocks the
! pry ;. coagulation cascade. Selected tubes are also

-

. : | available with transparent labels.

Item no. ':llzmimnzl Cap colour Ring colour Thread type Tube size Label Barcode Ot{;lijrt\zrer/
484509 1T ml @ lavender C white PREMIUM 13x75 paper yes 50/1,200
454087 2ml ® lavender C white PREMIUM 13x75 paper no 50/ 1,200
474087 2ml ® lavender  white PREMIUM 13x75 transparent no 50/ 1,200
484512 2ml ® lavender " white PREMIUM 13x75 paper yes 50/ 1,200
454086 3ml ® lavender @ black PREMIUM 13x75 paper no 50/ 1,200

www.gbo.com /43



VACUETTE® Blood Collection Tubes
VACUETTE® EDTA Tubes

K2E K2EDTA Separator

VACUETTE® K2E K2EDTA separator tubes
Ll contain an additional separating gel and
are used for plasma testing in molecular

il diagnostics and for virus load determination.
| Selected tubes are also available with a
e By ] pi— transparent label.
(!m D | = P
T ™
1p.d. 1.15.3
Item no. N fiEL ap colour Ring colour Thread type Tube size Label Barcode i3 IAIer
volume outer
454235 3.5ml ® lavender C yellow PREMIUM 13x75 paper no 50/ 1,200
456211 5ml C white C yellow PREMIUM  13x 100 paper no 50/ 1,200
456058 5ml C'white  yellow non-ridged 13x 100 paper no 50/1,200
455040 8 ml ® lavender Cyellow  non-ridged 16x100 paper no 50/ 1,200
455021 8 ml C white Cyellow  non-ridged 16x 100 paper no 50/ 1,200

K3E KSEDTA

[ ] VACUETTE® K3E K3EDTA tubes contain
- it tri-potassium K3EDTA which blocks the
pry ;. coagulation cascade. Selected tubes are also

: | available with transparent labels.

) L | '!’“”'

Item no. ':llzmimnzl Cap colour Ring colour Thread type Tube size Label Barcode Ot{;lijrt\zrer/
484509 1T ml @ lavender C white PREMIUM 13x75 paper yes 50/1,200
454087 2ml ® lavender C white PREMIUM 13x75 paper no 50/ 1,200
474087 2ml ® lavender  white PREMIUM 13x75 transparent no 50/ 1,200
484512 2ml ® lavender " white PREMIUM 13x75 paper yes 50/ 1,200
454086 3ml ® lavender @ black PREMIUM 13x75 paper no 50/ 1,200
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VACUETTE® Blood Collection Tubes
VACUETTE® EDTA Tubes

K2E K2EDTA Separator

n VACUETTE® K2E K2EDTA separator tubes
- ol Ll contain an additional separating gel and
= are used for plasma testing in molecular

il diagnostics and for virus load determination.
| Selected tubes are also available with a
Qm [ = transparent label
A ™
1p.d. 1.15
Item no. N fiEL Cap colour Ring colour Thread type Tube size Label Barcode i3 IAIer
volume outer
454235 3.5ml ® lavender C yellow PREMIUM 13x75 paper no 50/ 1,200
456211 5ml C white C yellow PREMIUM  13x 100 paper no 50/ 1,200
456058 5ml C'white C yellow | non-ridged 13x700 paper no 50/1,200
455040 8 ml ® lavender Cyellow  non-ridged 16x100 paper no 50/ 1,200
455021 8 mi C white Cyellow | non-ridged 16x100 paper no 50/1,200
K3E K3EDTA
I I VACUETTE® K3E K3EDTA tubes contain
= - pert tri-potassium K3EDTA which blocks the
H |
! pry ;. coagulation cascade. Selected tubes are also
. : | available with transparent labels.
S W e —
Item no. el Cap colour Ring colour Thread type Tube size Label Barcode iy haruer
volume outer
484509 1T ml @ lavender C white PREMIUM 13x75 paper yes 50/1,200
454087 2ml ® lavender C white PREMIUM 13x75 paper no 50/ 1,200
474087 2ml ® lavender  white PREMIUM 13x75 transparent no 50/ 1,200
484512 2ml ® lavender " white PREMIUM 13x75 paper yes 50/ 1,200
454086 3ml ® lavender @ black PREMIUM 13x75 paper no 50/ 1,200
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. VACUETTE® Blood Collection Tubes
VACUETTE® No Additive Tubes

l Z No Additive
l VACUETTE® tubes without additives contain

no chemical additives, but like the other tubes
! with an additive, are evacuated and are sterile
ontheinside.

= il

1p.d. 1.16

Item no. T’zmimnzl Cap colour Ring colour Thread type Tube size Label Barcode Oty(;lilrt\::r/
454088 2ml C white C white PREMIUM 13x75 paper no 50/ 1,200
454001 4 ml C white ® black PREMIUM 13x75 paper no 50/1,200
484530 4ml  white ® black PREMIUM 13x75 paper yes 50/ 1,200
494510 4 ml C white @ black PREMIUM 13x75 BiBarcode yes 50/1,200
456001 6 ml C white @ black PREMIUM 13x 100 paper no 50/1,200
454256 3ml © gold € gold non-ridged 13x75 paper no 50/ 1,200
454241 3ml C white @ black non-ridged 13x75 paper no 50/1,200
494511 3ml @ gold © gold non-ridged 13x75 BiBarcode yes 50/ 1,200
456085 6 ml _ white ® black non-ridged 13x 100 paper no 50/1,200
455001 9ml C white ® black non-ridged 16 x 100 paper no 50/ 1,200
485506 gml C white ® black non-ridged 16x 100 paper yes 50/ 1,200

46/ www.gbo.com



Greiner Bio-One GmbH, A-4550 Kremsmdnster, P.O. Box 6

Confirmation

<>

greiner bio-one

To whom it may concern
We,

Greiner Bio-One GmbH
Bad Haller Straf3e 32
4550 Kremsmunster

Austria

hereby confirm, that

VACUETTE® No Additive Tubes do not contain any anticoagulant or clot activator but
are evacuated and the interior is sterile. They can be used as discard tubes or for the

collection of blood.

Z No Additive — PREMIUM (Safety Twist Cap)

456001 6 mL Z No Additive, 13x100 (white cap/black ring)

1pd. 1.16.1

VACUETTE® No Additive Tubes can be used for determinations in serum for routine
clinical chemistry test and hormones, serology, immunohaematology and TDM.
Prior to centrifugation VACUETTE® No Additive Tubes must be allowed to clot
thoroughly after blood collection to minimize the buildup of fibrin in serum. As no blood
clotting accelerator is added, the blood in VACUETTE® No Additive Tubes take

considerably longer to clot compared with VACUETTE® Serum Tubes.

Greiner Bio-One GmbH
Bad Haller Strale 32
A-4550 Kramsminster
Tel.: ++43(0)7583/6791-0
Fax: ++43(0)7583/6318
www.gbo.com

S@nolsa. W2

Sandra Wurz
Product Application Coordinator
Greiner Bio-One GmbH

Greiner Bio-One GmbH Phone +43 (0) 7583 6791-0
Bad Haller Stra3e 32 Fax +43 (0) 7583 6318
4550 Kremsmunster office@at.gbo.com

Austria www.gbo.com

Sitz d. Gesellschaft
Bad Haller StralRe 32
4550 Kremsmunster
Austria

~

Gerichtsstand: LG Steyr
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Greiner Bio-One GmbH, A-4550 Kremsmdnster, P.O. Box 6

Patvirtinimas

Vertimas is angly kalbos
/logotipas/

Visiems, kam tai gali bati aktualu
Mes,

Greiner Bio-One GmbH

Bad Haller StraRe 32

4550 Kremsmiinster

Austrija

Siuo rastu tvirtiname, kad

VACUETTE® mégintuveliy be priedy sudeétyje néra atikoagulianty ar kreséjimo aktyvatoriy; jie yra
vakuumuoti, vidiné pusé — sterili. Jie gali bati naudojami kaip iSmetimo mégintuvéliai arba kraujo

paémimo mégintuvéliai.

Z No Additive-PREMIUM (Safety Twist Cap)

456001 6 mL Zbe priedy, 13x100 (baltas kamstelis/juodas ziedas)

1p.d. 1.16

VACUETTE® mégintuvéliai be priedy gali bati naudojami serumo tyrimams rutininés klinikinés

biochemijos tyrimams ir hormony tyrimams, serologijos, imunohematologijos tyrimuose ir TDM.

Pries centrifuguojant, VACUETTE® mégintuvéliai be priedy turi bati palaikomi, kol susiformuos kresulys
po kraujo paémimo, kad blty sumazinta fibrino susidarymo serume galimybé. Kadangi kreséjimo
aktyvatorius néra pridétas, kraujui sukreséti VACUETTE® mégintuvéliuose be priedy reikia Zymiai
daugiau laiko, lyginant su VACUETTE® serumo mégintuvéliais.

/rekvizitai/

/parasas/

Sandra Wurz
Produkty naudojimo koordinatorius
Greiner Bio-One GmbH

/rekvizitai/
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1p.d. 1.16.1

Evaluation of VACUETTE® No Additive and VACUETTE®
Serum Clot Activator Evacuated Blood Collection Tubes for
Immunohematology

Background:

Greiner Bio-One, Austria has sold plastic evacuated
tubes (VACUETTE®) for venous blood collection
since 1986.

The Greiner Bio-One VACUETTE® No Additive tubes
and Greiner Bio-One VACUETTE® Serum Clot
Activator tubes are made of plastic and are used for
the collection of venous blood, which upon
centrifugation, separates serum from the clotted cells.
The Greiner Bio-One VACUETTE® Serum Clot
Activator tubes are coated with micronized silica
particles which activate clotting when the tubes are
gently inverted.

VACUETTE® Serum Clot Activator and VACUETTE®
No  Additive tubes may be used for
immunohematology determinations in serum.

Study Objective:

Studies were conducted at two commercial blood
banks and one university hospital blood bank to
evaluate the wuse of the Greiner Bio-One
VACUETTE® No Additive and the Greiner Bio-One
VACUETTE® Serum Clot Activator tubes in
Immunohematology testing. IRB approval was
obtained on the submitted protocol. Informed
Consent was signed by each participant. The order of
tube draw was randomized.

The study design was based on recommendations
made by reviewers from the FDA Center for Biologics
Evaluation and Research, Division of Blood
Applications (CBER).2

The following tube types were used in this study:

Sample

No. Description

Greiner Bio-One VACUETTE® Serum Clot
1 Activator, 6.0mL, 13x100mm tube, (Item No.
456092)

Greiner Bio-One, VACUETTE® No Additive, 6.0mL,

2 13x100mm tube, (Item No. 456001)
Greiner Bio-One VACUETTE® Serum Clot
3 Activator, 3.0mL, 13x75mm tube, (Item No.
454095)
4 Greiner Bio-One VACUETTE® No Additive, 3.0mL,
13x75mm tube, (Item No. 454241)
Becton Dickinson Vacutainer® Glass, No Additive,
5 Non-Coated Interior, 7.0mL, 13x100mm tube, (Item

No. 369626)

Becton Dickinson, Vacutainer® Glass, No Additive,
6 Non-Siliconized, 7.0mL, 13x100mm tube,
(comparator device, Item No. 366442)

Becton Dickinson Vacutainer® Glass, No Additive,
7 Non-Siliconized Interior, 3 mL, 10.25x64 mm tube,
(comparator device, Item No. 366397)

Blood specimens were obtained using each site’s
standard  phlebotomy techniques referencing
Standard Operating Procedures and OSHA'’s safety
requirements for blood collection. The order of draw
was randomized.

Three tubes were drawn from each donor.

At Donor Center #1, one Greiner Bio-One
VACUETTE® No Additive, 6.0mL, 13x100mm, one
Greiner Bio-One VACUETTE® Serum Clot Activator,
6.0mL, 13x100mm and one Becton Dickinson
Vacutainer® Glass, No Additive, Non-Coated Interior,
7.0mL, 13x100mm tubes were drawn.

At Donor Center #2, one Greiner Bio-One
VACUETTE® No Additive, 6.0mL, 13x100mm, one
Greiner Bio-One VACUETTE® Serum Clot Activator,
6.0mL, 13x100mm and one Becton Dickinson
Vacutainer® Glass, No Additive, Non-Siliconized,
7.0mL, 13x100mm tubes were drawn.

At the University Hospital, in order to minimize the
amount of blood drawn from patients, this study was
divided into two parts. For Part I, one Greiner
VACUETTE® Serum Clot Activator, 3.0mL, 13x75mm
and one Becton Dickinson Vacutainer® Glass, No
Additive, Non-Siliconized Interior, 3.0mL,
10.25x64mm tubes were drawn. For Part Il, one
Greiner Bio-One VACUETTE® No Additive, 3.0mL,
13x75mm and one Becton Dickinson Vacutainer®
Glass, No Additive, Non-Siliconized Interior, 3.0mL,
10.25x64mm tubes were drawn.

A. Donor Center - Site #1.:

The following donors were drawn:

1) 50 prospectively collected donors

2) 15 selected individuals with antibodies

3) Subset of antibody positive individuals (partial
draw) [n=10]

4) Subset of antibody positive individuals (full and
partial draw) for repeat testing at Day 14 [ n=10]

5) Subset of prospectively collected donors (full draw
and partial draw) for antigen phenotyping (13
antigens) [n=10]

6) Subset of prospectively collected donors (full draw)
for repeat antigen phenotyping at Day 14 [n=10]

7) DAT positive individuals tested at Days 0, 7 and 14
[n=5]

B. Donor Center - Site #2:

The following donors were drawn:
1) 50 prospectively collected donors;
2) 15 selected individuals with antibodies

3) Subset of prospectively collected donors (full draw)
for antigen testing [n=11] apparently healthy donors
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C. University Hospital - Site #3:

56 (Part I, Clot Activator) and - 50 (Part Il, No
Additive) patients of various disease states whose
physician ordered a blood transfusion:

1) Liver

2) Cardiovascular

3) Hematology (Leukemia, Lymphoma, Multiple
Myeloma, Sickle Cell Disease)

4) Gastrointestinal

5) Urogenital

6) Neurology

7) Pulmonary

8) ENT (Ear, Nose, Throat)

9) Renal

10) Breast (Cancer of the Breast, Mastectomy)

The tubes were gently mixed using ten complete
inversions immediately following blood collection.
Tubes were centrifuged using the laboratory’s
standard procedure, to separate cellular elements
completely from the serum.

The following tests and instrumentation and tests
were used:

A. Donor Center - Site #1:

1) Manual Method: ABO, Rh, DAT, Antibody
Screening and Identification, Antigen Phenotyping

2) Sample Stability Study/Delay in Testing:

a) Antibody Positive Samples: ABO, Rh, DAT,
Antibody Screening and Identification using full and
partial draw/half-evacuated tubes

b) Antigen Phenotyping Samples: Antigen
Phenotyping using full draw tubes

B. Donor Center - Site #2:

1) Manual Method: ABO, Rh, DAT, Antigen
Phenotyping, Antibody Screening and Identification
2) Ortho ID-Micro Typing System™ (ID-MTS) Gel
Test™: Antibody Screening and Identification

C. University Hospital - Site #3:

1) Manual Method: ABO, Rh, DAT, Antibody
Screening and Identification

2) Standard LISS Tube Method: Antibody Screening
and Ildentification

Conclusion:

The Greiner Bio-One VACUETTE® No Additive and
Greiner Bio-One VACUETTE® Serum Clot Activator
tubes (full and partial draw/half-evacuated)
demonstrated substantial equivalence to the Becton
Dickinson Vacutainer® Glass, Non-Coated Interior
and Non-Siliconized Interior tubes with various
standard assays using donor and recipient
populations. Antigen and antibody identification did
not change over time when samples were stored in
the Greiner Bio-One VACUETTE® No Additive and
Greiner Bio-One VACUETTE® Serum Clot Activator
tubes, demonstrating that these proteins were not
adsorbed onto the plastic walls of the tubes and
interfering substances were not leached from the
walls of the tubes.*®

Results/Discussion:

ABO/Rh Testing

ABO/Rh typing was performed on matching tubes of
blood from 98 apparently healthy blood donors, 15
known antibody positive blood donors and 106
hospitalized patients. The testing was performed
manually. Concordant results were obtained with the
Greiner Bio-One VACUETTE® No Additive, the
Greiner Bio-One VACUETTE® Serum Clot Activator
and the BD Vacutainer® Glass, No Additive, Non-
Coated and Non-Siliconized Interior tubes.

Antigen Phenotyping

Antigen phenotyping was performed on matching
tubes of blood from 21 apparently healthy blood
donors. The samples were screened for the most
commonly detected antigens of the MNS blood group
system (such as S and s antigens) and low incidence
antigens in other blood group systems (such as C, E,
c, e, K, FY?, EY®, JK?, JKP). The distribution of results
is summarized in Table #1. Concordant results were
obtained with the Greiner Bio-One VACUETTE® No
Additive, the Greiner Bio-One VACUETTE® Serum
Clot Activator tube and the BD Vacutainer® Glass, No
Additive, Non-Coated Interior and Non-Siliconized
Interior tubes.

Table #1
Donor
Center — Donor Center — Site
Site #1 #2 (#Pos/#Neg)
(#Pos/#Neg)

C 5/5 714
E 3/7 1/10
c 9/1 9/2
10/0 11/0
K 2/8 0/11
Fy? 8/2 8/3
Fy° 713 714
K 8/2 714
IK 6/4 5/6
S 10/0 11/0
S 10/0 NT
M 8/2 NT
N 5/5 714

*NT = Not tested

At both sites, grading of the reactivity was performed,
using a scale of 1+ to 4+. All antigen results for the
Greiner tubes were within a 1+ grade of the BD
Vacutainer® tube. This variation is within the
expected reproducibility of a subjective grading
system.




Antibody Screening and Identification
Full Draw Tube

Antibody screening was performed on healthy blood
donors, known antibody positive blood donors and
hospitalized patients using the Greiner Bio-One
VACUETTE® No Additive tube, the Greiner Bio-One
VACUETTE® Serum Clot Activator tube and the BD
Vacutainer® Glass, No Additive, Non-Coated Interior
and Non-Siliconized Interior tubes at full draw. At Site
#1, testing was performed using a manual tube
method. Site #2 used two methods, a standard gel
test and a standard tube test at immediate spin and
37°C. All antibody screening positive samples were
followed up with antibody identification testing.
Concordant results were obtained with the Greiner
Bio-One VACUETTE® No Additive, the Greiner Bio-
One VACUETTE® Serum Clot Activator tube and the
BD Vacutainer® Glass, No Additive, Non-Coated
Interior and Non-Siliconized Interior tubes. In some of
the comparisons, there was a 1+ difference, but none
of these results demonstrated a change to a negative
reading. This variation is within the expected
reproducibility of a subjective grading system.

Partial Draw/ Half-evacuated Tube

At Site #1, ABO/Rh typing, antibody screening and
antibody identification were performed on a subset of
10 of the known antibody positive blood donors using
the Greiner Bio-One VACUETTE® No Additive and
the Greiner Bio-One VACUETTE® Serum Clot
Activator full and partial draw tubes and the BD
Vacutainer® Glass, No Additive, Non-Coated Interior
tubes at full draw. The testing was performed using a
manual system according to the established
procedure. Concordant results were obtained with the
Greiner Bio-One VACUETTE® No Additive and
Greiner Bio-One Serum Clot Activator full and partial
draw tubes and the BD Vacutainer® Glass, No
Additive, Non-Coated Interior tubes full draw tubes. In
some of the samples, there was a 1+ difference in
the results. This variation is within the expected
reproducibility of a subjective grading system.

Delay in Testing

At Site #1, the 10 antigen phenotyping samples and
10 of the known antibody positive blood donor
samples (full and partial-draw tubes) were stored at
2-8°C following initial testing. Testing was repeated at
14 days after collection. The antigen phenotyping
samples were only repeated for antigen phenotyping
testing. The known antibody positive blood donor
samples were repeated for ABO/Rh typing, antibody
screening and identification. Concordant results were
obtained with the Greiner Bio-One VACUETTE® No
Additive and the Greiner Bio-One VACUETTE®
Serum Clot Activator full and partial draw tubes and
the BD Vacutainer® Glass, No Additive, Non-Coated
Interior at Day 14. In some of the samples, there was
a 1+ difference in the results. This variation is within
the expected reproducibility of a subjective grading
system.

DAT

Direct Antibody Testing (DAT) was performed on the
98 healthy blood donors, the 15 known antibody
positive blood donors and the 5 known DAT positive
individuals (Site #2) and the 106 hospitalized patients
using the Greiner Bio-One VACUETTE® No Additive,
the Greiner Bio-One VACUETTE® Serum Clot
Activator and the BD Vacutainer® Glass, No Additive,
Non-Coated Interior and Non-Siliconized Interior
tubes. There were no DAT positive results among the
98 blood donors and 15 known antibody positive
blood donors. Four of the 5 known DAT positive
individuals were DAT positive in this study. One
individual was DAT inconclusive with a 2+ Saline
Control. Concordant results were obtained with the
Greiner Bio-One VACUETTE® No Additive, the
Greiner Bio-One VACUETTE® Serum Clot Activator
and the BD Vacutainer® Non-Coated Interior tubes. In
addition, the DAT testing on the known DAT positive
samples was repeated on Days 7 and 14.
Concordant results were obtained with the Greiner
Bio-One VACUETTE® No Additive, the Greiner Bio-
One VACUETTE® Serum Clot Activator and the BD
Vacutainer® Glass, Non-Coated Interior tubes on
Days 0, 7, and 14. In some of the samples, there was
a 1+ difference in the results. This variation is within
the expected reproducibility of a subjective grading
system.
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Evaluation of VACUETTE® No Additive and Clot Activator
Evacuated Blood Collection Tubes for Viral Marker Testing

Background:

Greiner Bio-One, Austria has sold plastic evacuated
tubes (VACUETTE®) for venous blood -collection
since 1986.

VACUETTE® Tubes, Holders and Needles are used
together as a system for the collection of venous
blood. VACUETTE® tubes are used to collect,
transport and process blood for testing serum,
plasma or whole blood in the clinical laboratory.

VACUETTE® No Additive Tubes and VACUETTE®
Serum Clot Activator tubes may be used for viral
marker testing in screening and clinical laboratories.

Study Objective:

A clinical evaluation on viral marker testing was
carried out to compare the performance of the
Greiner Bio-One VACUETTE® Serum Clot Activator
tubes to the Becton Dickinson Vacutainer® Glass No
Additive (Non-Siliconized) tube.

Study design:

The study design was based on recommendations
made by reviewers from the FDA Center for Biologics
Evaluation and Research, Division of Blood
Applications (CBER).

The following tube types were used in this study:

Sample

No. Description

1 Greiner VACUETTE® No Additive, 6.0
mL, 13x100mm tube

2 Greiner VACUETTE® Serum Clot
Activator, 6.0mL, 13x100mm tube

3 Becton Dickinson Vacutainer® Glass No
Additive, Non-Siliconized, 7.0ml,
13x100mm tube, (comparator device)

4 Becton Dickinson Vacutainer® Glass No
Additive, Non-Coated Interior, 7.0ml,
13x100mm tube (comparator device)

Blood specimens were obtained using each site’s
standard phlebotomy techniques, referencing
Standard Operating Procedures and OSHA’s safety
requirements for blood collection. The order of draw
was randomized. The following tubes were drawn
from each donor at the two Donor Centers:

1) one Greiner VACUETTE® No Additive, 6.0mL,
13x100mm tube

2) one Greiner VACUETTE® Serum Clot Activator,
6.0mL, 13x100mm tube and

3) one Becton Dickinson Vacutainer® Glass No
Additive, Non-Coated Interior, 7.0mL,
13x100mm tube

In addition, two Greiner 13x100mm VACUETTE® No
Additive 6.0mL tubes half evacuated to simulate
partial draw, and two Greiner 13x100mm
VACUETTE® Clot Activator 6.0mL tubes half
evacuated to simulate partial draw, were collected
from 10 healthy donors and 10 positive patients at
Donor Center #2.

The following three tubes were drawn from each
individual at the Reference Laboratories:

1) one Greiner VACUETTE® No Additive, 6.0mL,
13x100mm tube

2) one Greiner VACUETTE® Clot Activator, 6.0mL,
13x100mm tube

3) one Becton Dickinson Vacutainer® Glass No
Additive, Non-Siliconized Interior, 7.0mL, 13x100mm
tube

A. Donor Center - #1.:

1) 50 apparently healthy donors

B. Donor Center - Site #2:

1) 50 apparently healthy donors (full draw tubes)

2) Subset: 5 healthy donors (full and half draw) for
delayed testing (Day 0 and Day 7)

3) Subset of 10 patients positive for at least one viral
marker (full and half draw)

4) Subset of 6 positive patients for one viral marker
(full & half draw) for delayed testing (Day 0 & Day 7)
5) Subset of 6 positive patients for one viral marker
full & half draw) for delayed tube mixing (Day 0 &
Day 7)

C. Reference Laboratories — Site #3:

1) 51 known positive patients for HBV, HCV and/or
HIV

The tubes were gently mixed using 8-10 complete
inversions immediately following blood collection.
Tubes were centrifuged using the laboratory’s
standard procedure to separate cellular elements
completely from the serum.
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The following tests and instrumentation and tests were used:

Table #1

Instrumentation, Assays, Tests

Tests

Site #1 Donor Center

Site #2 Donor Center

Site #3 Reference Laboratory

Anti-HBs (detects
HBsAQ)

Abbott AUSZYME®
MONOCLONAL Enzyme
Immunoassa@y Abbott
Commander™ System

ORTHO® Antibody to HBsAg
ELISA Test System 2

Ortho® Summit™ Processor

Abbott AUSZYME®
MONOCLONAL Enzyme
Immunoassa@y Abbott
Commander™ System

HbcAg (detects total
anti-HBc)

Abbott CORZYME® Enzyme
Immunoassay

Abbott Commander® System

ORTHO® HBc ELISA Test
System

Ortho® Summit™ Processor

Abbott CORZYME® Enzyme
Immunoassaé;/ Abbott
Commander™ System

HCV (detects anti-

Abbott HCV EIA 2.0 Enzyme
Immunoassay

ORTHO® HCV Version 3.0
ELISA Test System

Abbott HCV EIA 2.0 Enzyme
Immunoassa(g/ Abbott

HCV
) Abbott Commander® System | Ortho® Summit™ Processor Commander-System
Chiron™ RIBA™ HCV 3.0
HCV RIBA SIA Ortho® Summit™
(Confirmatory)

Processor

HIV ¥ (detects anti-
HIV 1/2)

Abbott HIV AB™ HIV-1/ HIV-2
(rDNA) EIA Enzyme
Immunoassay

Abbott Commander® System

BIO-RAD Genetic Systems™
HIV-1/ HIV-2 Peptide EIA

Ortho® Summit™ Processor

Abbott HIV AB™ HIV-1/ HIV-2
(rDNA) EIA Enzyme
Immunoassay

Abbott Commander® System

HTLV I/ll (detects
anti-HTLV 1/11)

Abbott HTLV-I/HTLV-II
Enzyme Immunoassay

Abbott Commander® System

Organon Teknika Vironstika®
HTLV I/ll Microelisa System

Ortho® Summit™ Processor

Abbott HTLV-I/HTLV-II
Enzyme Immunoassay

Abbott Commander® System

Anti-CMV (detects
antibodies to CMV,
total)

Olympus® PK™TP
CMV-PA System

Olympus® PK7200™
Automated Microplate System

Abbott CMV Total AB EIA
(List#6163)

Abbott Commander® System

Abbott CMV Total AB EIA
Abbott Commander® System

Syphilis Screen

Olympus® PK™ TP System
Olympus® PK7200™
Automated Microplate System

Olympus® PK™ TP System

Olympus® PK7200™
Automated Microplate

Biokit Sure-Vue™ RPR

System
RPR/TPA Fujirebio Diagnostics
(Confirmatory) Serodia® TP*PA
Abbott AEROSET® Clinical ® ™ Ortho-Clinical Diagnostics
ALT Chemistry System Olympus - AU640e VITROS® 950 Chemistry

Chemistry Immuno Analyser

System
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Conclusion:

The Greiner VACUETTE® No Additive and Clot
Activator tubes demonstrated substantial equivalence
to the Becton Dickinson Vacutainer® Glass No
Additive, Non-Coated or No Additive Non-Siliconized
tubes in terms of agreement for the viral marker
testing results with blood donors and antibody
positive individuals. In addition, the tubes
demonstrated similar results when delayed testing
was performed (Day 7) and compared to initial
testing (Day 0), when testing was performed on
partially filled tubes and compared to fully drawn
tubes, and when testing was performed on tubes that
were subjected to delayed mixing.

Results/Discussion:

Anti- HBs (detects HBsAQ)

Testing for HBsAg was performed on samples from
100 apparently healthy adults [AHA] (Sites #1 and 2)
and 55 patients (4 at Site #2; 51 at Site #3), using the
Abbott  AUSZYME®  MONCLONAL Enzyme
Immunoassay (Sites #1 and 3) or the ORTHO®
Antibody to HBsAg ELISA Test System 2 (Site #2).
There were 100 non-reactive AHA samples and 4
initially reactive patient samples. The initially reactive
results were repeated in duplicate and were
repeatedly reactive. All results for the Greiner
VACUETTE® tubes were 100% concordant with the
BD Vacutainer® tubes.

HBcAg (detects total anti-HBc)

Testing for total anti-HBc was performed on samples
from 100 apparently healthy adults [AHA] (Sites #1
and 2) and 60 patients (9 at Sites #2; 51 at Site #3),
using the Abbott CORZYME® Enzyme Immunoassay
(Sites #1 and 3) or the ORTHO™ HBc ELISA Test
System (Site #2). There were 97 non-reactive AHA
samples and 25 initially reactive patient samples. The
initially reactive results were repeated in duplicate
and were repeated(lg/ reactive. All results for the
Greiner VACUETTE" tubes were 100% concordant
with the BD Vacutainer® tubes.

HCV (detects anti-HCV)

Testing for anti-HCV was performed on samples from
100 apparently healthy adults [AHA] (Sites #1 and 2)
and 57 patients (6 at Site #2; 51 at Site #3), using the

Abbott HCV EIA 2.0 Enzyme Immunoassay (Sites #1
and 3) or the ORTHO® HCV Version 3.0 ELISA Test
System (Site #2). There were 100 non-reactive AHA
samples and initially reactive patient samples. Thirty-
five (35) of the initially reactive results were repeated
in duplicate and were repeatedly reactive. One
sample was QNS for repeat testing with the Greiner
VACUETTE® No Additive tube. All results for the
Greiner VACUETTE® tubes were 100% concordant
with the BD Vacutainer® tubes.

HIV 1/2 (detects anti-HIV 1/2)

Testing for anti-HIV 1/2 was performed on samples
from 100 apparently healthy adults [AHA] (Sites #1
and 2) and 51 patients (Site #3), using the Abbott
HIVAB™ HIV-1/HIV- 2 Enzyme Immunoassay (Sites
#1 and 3) or the BIO-RAD Genetic Systems™ HIV-
1/HIV-2 Peptide EIA (Site #2). There were 100 non-
reactive AHA samples and 29 initially reactive patient
samples. Twenty-eight (28) of the initially reactive
results were repeated in duplicate and were
repeatedly reactive. One sample was %NS for repeat
testing with the Greiner VACUETTE™ No Additive
tube. All results for the Greiner VACUETTE® tubes
were 100% concordant with the BD Vacutainer®
tubes.

HTLV I/ll (detects anti-HTLV I/Il)

Testing for anti-HTLV I/l was performed on samples
from 100 apparently healthy adults [AHA] (Sites #1
and 2) and 51 patients (Site #3), using the Abbott
HTLV-I/HTLV-Il Enzyme Immunoassay (Sites #1 and
3) or the Organon Teknika HTLV-1/Il Vironostika®
Microelisa System (Site #2).

There were 100 non-reactive AHA samples and 3
initially reactive patient samples. The initially reactive
results were repeated in duplicate and were
repeatedly reactive. All results for the Greiner
VACUETTE® tubes were 100% concordant with the
BD Vacutainer® tubes.

The patients in this study were under active
treatment, with most demonstrating very high
absorbance levels. However, one patient at Site #3
had moderate absorbance levels for the HTLV I/l
(GR #65). The results were similar between the BD
Vacutainer® and Greiner VACUETTE® tubes (Table
#2).
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Table #2
HTLV Antibody Testing Results for Patients
Initial Testing Repeat Testing
Patient
GR #65 oD Cut Off Repeat OD Repeat OD Cut Off
BD Vacutainer® 0.823 0.382 0.720 0.629 0.633
Greiner 0.794 0.382 0.666 0.592 0.363
VACUETTE®
No Additive
Greiner 0.699 0.382 0.725 0.775 0.363
VACUETTE®
Clot Activator

Anti-CMV (detects antibodies to CMV)

Testing for anti-CMV was performed on samples
from 100 apparently healthy adults [AHA] (Sites #1
and 2) and 50 patients (4 at Site #2; 46 at Site #3).
The Olympus® PK™ CMV-PA System was used at
Sites #1 and 3. The Abbott Commander® System
was used at Site #2.

There were 39 negative AHA samples and 35
positive patient samples. All results from the patient
population and all but one from the AHA population
showed 100% concordance between the Greiner
VACUETTE® tubes and the BD Vacutainer® tubes.
One AHA sample was negative by the Greiner
VACUETTE® Clot Activator tube and the BD
Vacutainer® tube, but was indeterminate by the
Greiner VACUETTE® No Additive tube. The Olympus
PK™ result for the Greiner VACUETTE® No Additive
tube printed out as a positive with question marks.
This indicates an indeterminate result and should be
repeated in duplicate. The laboratory’s procedure on
these types of results is to report them as positive
with no repeat testing.

Syphilis Screening

The STS screening testing for Syphilis was
performed on samples from 100 apparently healthy
adults [AHA] (Sites #1 and 2) and 51 patients (Site
#3). Sites #1 and 2 used the OIympus® PK™TP
System, a fully automated hemagglutination assay in
which the instrument reads the cell patterns. Site #3
used the BioKit Sure-Vue™ RPR Assay, a manual
charcoal agglutination assay in which the
laboratorian reads the aggregate patterns. There
were 99 negative AHA samples and 2 reactive
patient samples. The initially reactive result from the
AHA population was confirmed reactive by TPA
testing.

ALT Testing

Testing for alanine aminotransferase (ALT) was
performed on samples from 100 apparently healthy
adults [AHA] (Sites #1 and 2) and 55 patients (4 at
Site #2 and 51 at Site #3). The Abbott AEROSET®
Clinical Chemistry System was used at Site #1, the
Olympus® AU640e™ Chemistry Immuno Analyzer

was used at Site #2, and the Ortho-Clinical
Diagnostics VITROS® 950 Chemistry System was
used at Site #3.

Samples were considered negative if the ALT
concentration was within the manufacturers’
published expected ranges. The expected ranges
were < 40 U/mL for the Abbott assay, 7-52 U/mL for
the Olympus assay, and 11-66 U/L for the Ortho
assay. There were 100 negative AHA samples and
12 positive patient samples. All of the AHA results for
the Greiner VACUETTE® tubes were 100%
concordant with the BD Vacutainer® tube. Fifty-four
(54) of the patient results for the Greiner
VACUETTE® tubes were 100% concordant with the
BD Vacutainer® tubes. The results for the three tubes
from one patient spanned the defined limit between
negative and positive but were within the
reproducibility of the assay.

Full and Half-Draw Study

A study was conducted for informational purposes
only to evaluate the performance of the viral marker
tests in samples simulating partially drawn tubes. The
testing was performed on a subset of 5 AHAs and 10
patients at Site #2 using the Greiner VACUETTE® No
Additive tubes at full draw and half draw, the Greiner
VACUETTE® Clot Activator tubes at full draw and
half draw and the BD Vacutainer® Glass No Additive
Non-Coated tubes at full draw.

Samples from five of the AHAs were tested for
detection of HBsAg, total anti-HBc, anti-HCV, anti-
CMV, and ALT. The results are summarized in Table
#3. Of the 5 AHAs tested, all five were negative for
HBsAg, total anti-HBc, anti-HCV, and ALT. Three
were negative for anti-CMV and two were positive for
anti-CMV.

Samples from an additional five AHAs were tested for
Anti-HIV 1/2, anti-HTLV I/ll, and STS. The results are
summarized in Table #4. Of the 5 AHASs tested, all 5
were negative for anti-HIV 1/2, anti-HTLV I/1l, and
STS. There was 100% concordance between results
obtained with the Greiner VACUETTE® No Additive
and VACUETTE® Clot Activator full and half draw
tubes and the BD Vacutainer® full draw tubes.
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Table #3
Results from First Five AHAs
BD Greiner VACUETTE® Greiner VACUETTE®
Vacutainer® No Additive Clot Activator
Full Draw Full Draw Half Draw Full Draw Half Draw
HBsAg neg neg neg neg neg
Total
Anti-HBc neg neg neg neg neg
Anti-
HCV neg neg neg neg neg
Anti- 3-neg 3-neg 3-neg 3-neg 3-neg
Cmv 2-pos 2-pos 2-pos 2-pos 2-pos
ALT neg neg neg neg neg
Table #4
Results from Second Five AHAs
BD Greiner VACUETTE® Greiner VACUETTE®
Vacutainer® No Additive Clot Activator
Full Draw Full Draw Half Draw Full Draw Half Draw

HIV 1/2 neg neg neg neg neg
HTLV I/ neg neg neg neg neg
STS neg neg neg neg neg

Samples from subsets of the ten patients were tested

for HBsAg, total anti-Hbc, anti-HCV, anti-CMV, and
ALT. The results are summarized in Table #5. All
initially reactive total anti-Hbc and anti-HCV results

were repeated in duplicate and were repeatedly
reactive. All results for the Greiner VACUETTE®
tubes were 100% concordant with the BD
Vacutainer® tubes.

Table #5
Full/Half Draw Study-Patient Results
BD Greiner VACUETTE® Greiner VACUETTE®
Vacutainer® No Additive Clot Activator
Full Draw Full Draw Half Draw Full Draw Half Draw

HBsAg neg neg neg neg neg
Total 5(RR?) 5(RR?) 5(RR?) 5(RR?) 5(RR?)
Anti-HBc
Anti- 2(RR) 2(RR) 2(RR) 2(RR) 2(RR)
HCV
Anti- ne ne ne ne ne
CMV g g g g g
ALT neg neg neg neg neg

®RR = repeatedly reactive

®One result was indeterminate — the c33c band was P/N; in all other tubes, the c33c band was 1+

page 5/9



The two anti-HCV repeatedly reactive samples were the performance of the viral marker tests on samples

confirmatory tested by HCV RIBA. One sample was in which the serum was not separated from the clot.
confirmed positive by all tubes, the second sample This is not a recommended procedure. The viral
was confirmed positive in all tubes except the Greiner marker assay manufacturers’ package inserts state
VACUETTE® No Additive half draw tube which was to remove the serum from the clot as soon as
indeterminate. This may have been due to a possible. The results were concordant between Day
difference in timing of the HCV RIBA confirmatory 0 and Day 7, with the following exceptions (Table
testing for these samples. The confirmatory testing #6):
was performed four days after screening for the first
sample and seven days after screening the second 1. For one AHA, the BD Vacutainer® tube was non-
sample. In addition, the difference between an reactive for HBsAg on Day 0, but was initially
indeterminate and positive result was the grading of reactive, repeatedly reactive, and confirmed positive
the ¢33c band: 1+ for positive or P/N for on Day 7.
indeterminate result. There was no trend in the result 2. For a second AHA, the BD Vacutainer® tube was
differences and no change in result interpretation non-reactive for HBsAg on Day 0, but was initially
(i.e., positive to negative or negative to positive). reactive and repeatedly non-reactive on Day 7.
Therefore, it can be concluded that the differences 3. For the HCV RIBA results on one of the repeated%
observed were due to the inherent Variability in the reactive patients (Patient #726), the BD Vacutainer
HCV RIBA methodology and the subjective nature of tube and the Greiner VACUETTE® tubes were
the band intensity grading. inconsistent in the results (Table #6).
Delay in Testing There was no trend in the result differences and no
change in result interpretation (i.e., positive to
The Full Draw/Half Draw Study performed at Site #2, negative or negative to positive). Therefore, it can be
was repeated after storage on the samples stored on concluded that the differences observed were due to
the clot at 2-8C, 7 Days from the date of collection. the inherent variability in the HCV RIBA methodology
The only deviation was that the Greiner VACUETTE® and the Subjective nature of the band intensity
No Additive full draw tube was QNS for one of the grading.

samples in the first subset of AHAs. This study was
performed for information purposes only, to evaluate

Table #6
HCV RIBA Results on Patient #726-Delayed Testing
Tube Day 0 Result Day 7 Result
Greiner VACUETTE ® No Additive (full draw) positive indeterminate
Greiner VACUETTE ® No Additive (half draw) indeterminate indeterminate
Greiner VACUETTE © Clot Activator (full draw) positive positive
Greiner VACUETTE © Clot Activator (half draw) positive positive
BD Vacutainer® (full draw) positive indeterminate

Delay in Mixing

depending on the known antibody present, on Day 0
and after storage at 2-8°C, 7 Days from date of
collection. The results are summarized in Table #7.

A study was conducted at Site #2 to evaluate the
effect of viral marker results on delayed tube mixing
after collection. The participants in the study were the
6 antibody positive patients (4 for total anti-HBc, 1 for | . ;

. . ® n the anti-HCV screening test, there was 100%
?rilt'('jHCVt' %nd fl for b?]tT)'bTVtVO Greiner Vﬁ\CiJI(Ej'I'fTE concordance between results obtained with the
ull draw tubes for each tube type were coliected from Greiner VACUETTE® No Additve and Greiner

each patient. One tube was mixed immediately after VACUETTE® Clot Activator tube mixed and delayed

collelctign, ptehr Cfrebinefr |nls(t)rutz_t|ot1s. The S(?.C(tmld tlitbe mix tubes as compared to the BD Vacutainer® mixed
was ‘aid on the table for -4 mintites immediately afier tubes. There were two initially reactive and

collection and then mixed (“(_:Ielayed m|_x"). The repeatedly reactive samples, which were concordant
samples were tested for total anti-HBc or anti-HCV, in all tubes
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Table #7
Mixed/Delayed Mix Study-Patient Results
BD Greiner VACUETTE® Greiner VACUETTE®
Vacutainer® No Additive Clot Activator
Mixed Mixed Delayed Mix Mixed Delayed Mix

Total Anti-HBc
Day 0 5 5(RR?) 5(RR?) 5(RR?) 5(RR?) 5(RR?)
Day 7 5 5(RR?) 5(RR?) 5(RR?) 5(RR?) 5(RR?)
Anti- HCV
Day 0 2 2(RR)" 2(RR)" 1° 2(RR)" 1°
Day 7 2 1° 1° 2(RR)° 2(RR)° 2(RR)"

®RR = repeatedly reactive

® repeatedly reactive and confirmed positive by HCV RIBA

¢ One result was repeatably reactive but indeterminate on HCV RIBA —the ¢33c¢ band was P/N; in all other tubes,

the ¢33c band was 1+

The two anti-HCV repeatedly reactive samples were
confirmatory tested by HCV RIBA. On Day 0, the first
sample was confirmed positive by all the tubes
(mixed and delayed mixed). The second sample was
confirmed positive in the BD Vacutainer® and Greiner
VACUETTE® tubes mixed) and indeterminate in the
Greiner VACUETTE" No Additive and VACUETTE®
Clot Activator delayed mixed tubes.

Testing on the mixed and delayed mix tubes for the
two anti-HCV confirmed positive patients was
repeated on Day 7. On the first sample, the mixed
and delayed mixed samples were all confirmed
positive. The mixed and delayed mix samples from

the second patient (Patient #726) were positive in the
Greiner VACUETTE® Clot Activator tube and
indeterminate in the Greiner VACUETTE® No
Additive tube at Day 7. The results are summarized
in Table #8. The Greiner VACUETTE® tubes and the
BD Vacutainer® tube were inconsistent in results.
There was no trend in the result differences and no
change in result interpretation (i.e., positive to
negative or negative to positive). Therefore, it can be
concluded that the differences observed were due to
the inherent variability in the HCV RIBA methodology
and the subjective nature of the band intensity
grading.

Table #8

HCV RIBA Results on Patient #726 -Delayed Mixing

BD Greiner VACUETTE® Greiner VACUETTE®
Vacutainer® No Additive Clot Activator
Mixed Mixed Delayed Mix Mixed Delayed Mix
Day O POS POS IND POS IND
Day 7 IND IND POS POS POS

POS=positive result
IND=Indeterminate result
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. VACUETTE® Blood Collection Tubes
VACUETTE® No Additive Tubes

l Z No Additive

VACUETTE® tubes without additives contain
no chemical additives, but like the other tubes
with an additive, are evacuated and are sterile
ontheinside.

4

DETiE=—
! =
1p.d. 1.16.2
Item no. T’zmimnzl Cap colour Ring colour Thread type Tube size Label Barcode Oty(;lilrt\::r/
454088 2ml C white C white PREMIUM 13x75 paper no 50/ 1,200
454001 4 ml C white ® black PREMIUM 13x75 paper no 50/ 1,200
484530 4ml  white ® black PREMIUM 13x75 paper yes 50/ 1,200
494510 4 ml | C white @ black PREMIUM 13x75 BiBarcode yes 50/ 1,200
456001 6 ml C white @ black PREMIUM 13x 100 paper no 50/ 1,200
454256 3ml © gold € gold non-ridged 13x75 paper no 50/ 1,200
454241 3ml C white @ black non-ridged 13x75 paper no 50/1,200
494511 3ml @ gold © gold non-ridged 13x75 BiBarcode yes 50/ 1,200
456085 6 ml _ white ® black non-ridged 13x 100 paper no 50/1,200
455001 9ml C white ® black non-ridged 16 x 100 paper no 50/ 1,200
485506 gml C white ® black non-ridged 16x 100 paper yes 50/ 1,200

46/ www.gbo.com



Glucose

a B
1 B

These tubes are ideal for glucose determinations. The VACUETTE® glucose
tubes contain sodium fluoride as stabiliser with a choice of potassium oxalate,
KBEDTA or sodium heparin as anticoagulant. The VACUETTE® FC Mix tube ena-
bles exact measurement of the in-vivo blood sugar level, which makes it particu-

1 p.d. 1.17 poz.

1 p.d. 1.17.1 poz. |

gﬂ_ﬁ_ i larly suitable for the diagnosis of Diabetes mellitus.
Tubes are packed 50 pes per rack and 1200 pes per carton
Item No. \I\/lglr-n. 8glri>ur gi(?lgur Tube Size Description
FX Sodium Fluoride / Potassium Oxalate - PREMIUM (Safety Twist Cap)
454061 2ml grey white 13x75 FX Sodium Fluoride / Potassium Oxalate, low draw volume
454094 3ml grey black 13x 75 FX Sodium Fluoride / Potassium Oxalate
454062 4ml grey black 13x75 FX Sodium Fluoride / Potassium Oxalate
456062 éml < grey black 13x 100 FX Sodium Fluoride / Potassium Oxalate
FX Sodium Fluoride alate - Non-ridged (pull cap)
454238 2ml grey white 183x 75 i Potassium Oxalate, low draw volume
454297 4ml grey black 13x75 FX Sodium Fluoride / Potassium Oxal
454438 4ml grey black 13x75 FX Sodium Fluoride / Potassium Oxalate, transp. label
FE Sodium Fluoride / K3EDTA - PREMIUM (Safety Twist Cap)
454085 2ml grey white 13x75 FE Sodium Fluoride / K3EDTA, low draw volume
454091 4ml grey black 13x75 FE Sodium Fluoride / K3EDTA
FE Sodium Fluoride / K3EDTA - Non-ridged (pull cap)
454221 2ml grey white 13x75 FE Sodium Fluoride / K3EDTA, low draw volume
454033 4ml grey black 13x75 FE Sodium Fluoride / KBEDTA
FH Sodium Fluoride / Sodium Heparin - PREMIUM (Safety Twist Cap)
454218 2ml grey white 183x 75 FH Sodium Fluoride / Sodium Heparin, low draw volume
FC Mix - Non-ridged (pull cap)
454510 2ml pink white 13x75 FC Mix, transparent label
454511 2ml grey white 13x75 FC Mix, transparent label
454513 3ml pink black 13x75 FC Mix, transparent label
454514 3ml grey black 13x75 FC Mix, transparent label
20

| |
E ¥

Blood Grouping

P @

R L]

Tubes are packed 50 pcs per rack and 1200 pcs per carton

Blood grouping tubes are available in two formulations, ACD-A, ACD-B or with
a CPDA solution. Blood grouping tubes are for blood grouping determinations
and also for cell preservation.

Item No.

456055

455055

456094

456204
455094

456056

454280

456057
455056

Nom. Cap Ring

Vol. Colour Colour Tube Size
ACD-A - PREMIUM (Safety Twist Cap)
eml yellow black 13x 100
ACD-A - Non-ridged (pull cap)

gml yellow black 16 x 100
ACD-B - PREMIUM (Safety Twist Cap)
eml yellow black 13 x 100
ACD-B - Non-ridged (pull cap)

eml yellow black 13x 100
9ml yellow black 16 x 100
CPDA - PREMIUM (Safety Twist Cap)

eml yellow black 13x 100
CPDA - Non-ridged (pull cap)

4ml yellow black 183x75
eml yellow black 13 x 100
9ml yellow black 16 x 100

Description

ACD-A

ACD-A

ACD-B

ACD-B
ACD-B

CPDA

CPDA

CPDA
CPDA

21
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Glucose
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These tubes are ideal for glucose determinations. The VACUETTE® glucose
tubes contain sodium fluoride as stabiliser with a choice of potassium oxalate,
KBEDTA or sodium heparin as anticoagulant. The VACUETTE® FC Mix tube ena-
bles exact measurement of the in-vivo blood sugar level, which makes it particu-

1 p.d. 1.17 poz.

1 p.d. 1.17.1 poz. |

gﬂ_ﬁ_ i larly suitable for the diagnosis of Diabetes mellitus.
Tubes are packed 50 pes per rack and 1200 pes per carton
Item No. \I\/lglr-n. 8glri>ur gi(?lgur Tube Size Description
FX Sodium Fluoride / Potassium Oxalate - PREMIUM (Safety Twist Cap)
454061 2ml grey white 13x75 FX Sodium Fluoride / Potassium Oxalate, low draw volume
454094 3ml grey black 13x 75 FX Sodium Fluoride / Potassium Oxalate
454062 4ml grey black 13x75 FX Sodium Fluoride / Potassium Oxalate
456062 éml < grey black 13x 100 FX Sodium Fluoride / Potassium Oxalate
FX Sodium Fluoride alate - Non-ridged (pull cap)
454238 2ml grey white 183x 75 i Potassium Oxalate, low draw volume
454297 4ml grey black 13x75 FX Sodium Fluoride / Potassium Oxal
454438 4ml grey black 13x75 FX Sodium Fluoride / Potassium Oxalate, transp. label
FE Sodium Fluoride / K3EDTA - PREMIUM (Safety Twist Cap)
454085 2ml grey white 13x75 FE Sodium Fluoride / K3EDTA, low draw volume
454091 4ml grey black 13x75 FE Sodium Fluoride / K3EDTA
FE Sodium Fluoride / K3EDTA - Non-ridged (pull cap)
454221 2ml grey white 13x75 FE Sodium Fluoride / K3EDTA, low draw volume
454033 4ml grey black 13x75 FE Sodium Fluoride / KBEDTA
FH Sodium Fluoride / Sodium Heparin - PREMIUM (Safety Twist Cap)
454218 2ml grey white 183x 75 FH Sodium Fluoride / Sodium Heparin, low draw volume
FC Mix - Non-ridged (pull cap)
454510 2ml pink white 13x75 FC Mix, transparent label
454511 2ml grey white 13x75 FC Mix, transparent label
454513 3ml pink black 13x75 FC Mix, transparent label
454514 3ml grey black 13x75 FC Mix, transparent label
20
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Blood Grouping
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Tubes are packed 50 pcs per rack and 1200 pcs per carton

Blood grouping tubes are available in two formulations, ACD-A, ACD-B or with
a CPDA solution. Blood grouping tubes are for blood grouping determinations
and also for cell preservation.

Item No.

456055

455055

456094

456204
455094

456056

454280

456057
455056

Nom. Cap Ring

Vol. Colour Colour Tube Size
ACD-A - PREMIUM (Safety Twist Cap)
eml yellow black 13x 100
ACD-A - Non-ridged (pull cap)

gml yellow black 16 x 100
ACD-B - PREMIUM (Safety Twist Cap)
eml yellow black 13 x 100
ACD-B - Non-ridged (pull cap)

eml yellow black 13x 100
9ml yellow black 16 x 100
CPDA - PREMIUM (Safety Twist Cap)

eml yellow black 13x 100
CPDA - Non-ridged (pull cap)

4ml yellow black 183x75
eml yellow black 13 x 100
9ml yellow black 16 x 100

Description

ACD-A

ACD-A

ACD-B

ACD-B
ACD-B

CPDA

CPDA

CPDA
CPDA
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Glucose

These tubes are ideal for glucose determinations. The VACUETTE® glucose
tubes contain sodium fluoride as stabiliser with a choice of potassium oxalate,
KBEDTA or sodium heparin as anticoagulant. The VACUETTE® FC Mix tube ena-
bles exact measurement of the in-vivo blood sugar level, which makes it particu-

P @

Blood Grouping

Blood grouping tubes are available in two formulations, ACD-A, ACD-B or with
a CPDA solution. Blood grouping tubes are for blood grouping determinations

R L]

| and also for cell preservation.

gﬂ_ﬁ_ ; larly suitable for the diagnosis of Diabetes meliitus. . f— Tubes are packed 50 pos per rack and 1200 pes per carton
Tubes are packed 50 pes per rack and 1200 pes per carton
Item No. \I\/lglr-n. 8glri>ur gi(?lgur Tube Size Description Item No. \l}lglr-n. 83{’01“, gi(?lgur Tube Size Description
FX Sodium Fluoride / Potassium Oxalate - PREMIUM (Safety Twist Cap) ACD-A - PREMIUM (Safety Twist Cap)
454061 2ml grey white 13x75 FX Sodium Fluoride / Potassium Oxalate, low draw volume 456055 eml yellow black 13x100  ACD-A
454094 3ml grey black 13x 75 FX Sodium Fluoride / Potassium Oxalate AGD-A - Non-ridged (pull cap)
454062 4ml grey black 13x75 FX Sodium Fluoride / Potassium Oxalate 455055 gml yellow black 16 x 100 ACD-A
456062 eml rey black 183 x 100 FX Sodium Fluoride / Potassium Oxalate ACD-B - PREMIUM (Safety Twist Cap)
FX Sodium Fluoride late - Non-ridged (pull cap) 456094 eml yellow black 13x100  ACD-B
454238 2ml grey white 183x 75 i Potassium Oxalate, low draw volume ACD-B - Non-ridged (pull cap)
454297 4ml grey black 13x 75 FX Sodium Fluoride / Potassium Ox 1 pd 1.17.2 poz ¢ eml yellow black 13x100 ACD-B
454438 4ml grey black 13x75 FX Sodium Fluoride / Potassium Oxalate, transp. laler TOOUY 9ml yellow black 16x100 ACD-B
FE Sodium Fluoride / K3EDTA - PREMIUM (Safety Twist Cap) CPDA - PREMIUM (Safety Twist Cap)
454085 2ml grey white 13x75 FE Sodium Fluoride / K3EDTA, low draw volume 456056 eml yellow black 13x 100 CPDA
454091 4ml grey black 13x75 FE Sodium Fluoride / K3BEDTA CPDA - Non-ridged (pull cap)
FE Sodium Fluoride / K3EDTA - Non-ridged (pull cap) 454280 4ml yellow black 183x75 CPDA
454221 2ml grey white 183x75 FE Sodium Fluoride / K3EDTA, low draw volume 456057 eml yellow black 13 x 100 CPDA
454033 4ml grey black 183x75 FE Sodium Fluoride / K3BEDTA 455056 9ml yellow black 16 x 100 CPDA
FH Sodium Fluoride / Sodium Heparin - PREMIUM (Safety Twist Cap)
454218 2ml grey white 183x 75 FH Sodium Fluoride / Sodium Heparin, low draw volume
FC Mix - Non-ridged (pull cap)
454510 2ml pink white 13x75 FC Mix, transparent label
454511 2ml grey white 13x75 FC Mix, transparent label
454513 3ml pink black 13x75 FC Mix, transparent label
454514 3ml grey black 13x75 FC Mix, transparent label
20 21
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® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

Certificate e

Standard ISO 9001:2015
Certificate Registr. No. 01 100 1412516

Certificate Holder: Greiner Bio-One GmbH
Bad Haller Str. 32
4550 Kremsmunster
Austria

including the locations according to annex

Scope: Design, manufacture and distribution of collection systems
for medical use, for the collection of urine-, saliva- and
blood samples from patients including blood collection needles
and blood collection sets, sediment screeners and
timers for measurement of erythrocyte sedimentation rate,
products for general laboratory use and accessories for industrial,
medical and research use

Proof has been furnished by means of an audit that the
requirements of ISO 9001:2015 are met.

Validity: The certificate is valid from 2023-02-21 until 2026-02-20.
First certification 2014

2023-02-02 @L\

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Kdln

A TUVRheinland”

kkrediti 1l . .
sipsheiih e Precisely Right.

(( DAKKS

Deutsche

www.tuv.com



RemigijusGegeleviĊiu
Callout
1 p.d. 1.17.3


® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

Annex to certificate

Standard ISO 9001:2015
Certificate Registr. No. 01 100 1412516

No. Location Scope

/01 c/o Greiner Bio-One GmbH Design, manufacture and distribution
Bad Haller Str. 32 of collection systems for medical use,
4550 Kremsmunster for the collection of urine-, saliva- and blood
Austria samples from patients including blood collection

needles and blood collection sets, sediment
screeners and timers for measurement of
erythrocyte sedimentation rate, products for
general laboratory use and accessories for
industrial, medical and research use

/02 c/o Greiner Bio-One GmbH Manufacture of collection systems
Plant Rainbach for medical use, for the collection
Gewerbepark 2 of urine-, saliva- and blood samples
4261 Rainbach im Muhlkreis from patients including blood collection needles
Austria and blood collection sets, sediment screeners

and timers for measurement of erythrocyte
sedimentation rate, products for general
laboratory use and accessories for industrial,
medical and research use

2023-02-02 &L\

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Kdln

Page 1 of 1
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Sertifikatas 1pd 1173

Standartas

Sertifikato registracijos nr.

Sertifikato turétojas:

Apimtis:

Galiojimas:

www.tuv.com

Vertimas is angly kalbos

ISO 9001:2015

01100 1412516

Greiner Bio-One GmbH
Bad Haller Str. 32

4550 Kremsmunster
Austrija

jskaitant priede minimas vietas

Medicininés paskirties surinkimo sistemy, skirty pacienty slapimo, seiliy ir
kraujo meéginiy paémimui, jskaitant kraujo paémimo adatas ir kraujo paémimo
sistemas, sedimentacijos nustatymo prietaisy, skirty eritrocity nusédimo
greiciui nustatyti, produkty, skirty bendram laboratoriniam naudojimui ir
priedy, skirty pramoniniam, medicininiam naudojimui bei tyrimams, kirimas,
gamyba ir platinimas.

Audito metu buvo jrodyta, kad laikomasi ISO 9001:2015 reikalavimy.

Sertifikatas galioja nuo 2023-02-21 iki 2026-02-20.
Pirmasis sertifikatas iSduotas 2014 m.

2023-02-02 /parasas/
TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Koln

/IAF logotipas/ /DakksS logotipas/ /TUV Rheinland logotipas/
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Priedas prie sertifikato

Standartas 1ISO 9001:2015

Sertifikato registracijos nr. 01 100 1412516

Nr. Vieta
/01 Greiner Bio-One GmbH
Bad Haller Str. 32
4550 Kremsmunster, Austrija

/02 Greiner Bio-One GmbH
Plant Rainbach
Gewerbepark
4261 Rainbach im Mubhlkreis
Austrija

2023-02-02

www.tuv.com

Veikla
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C€ Evacuated Blood Collection System @

For In Vitro Diagnostic Use
Intended Use
VACUETTE® Blood Collection Tubes, Holders and Needles are used together as a system for the collection of venous blood.

VACUETTE® tubes are used to collect, transport, store and process blood for testing serum, plasma or whole blood in the clinical
laboratory and are for professional use.
1.17.4

Product Description

VACUETTE® tubes are plastic_tubes with a pre-defined vacuum for_exact draw_volumes. They are fitted with colour-coded
VACUETTE® Safety Caps (see table below). The tubes, additive concentrations, volume of liquid additives, and their permitted

tolerances, as well as the blood-to-additive ratio, are in accordance with the requirements and recommendations of the
international standard ISO 6710 “Single-use containers for venous blood specimen collection”. Additive choice depends on the
analytical test method. It is specified by the manufacturer of the test reagents and/or instrument on which the test is performed.

Tube interiors are sterile.
VACUETTE® Safety Cap Colour Codes*

Description Safety Cap Colour Cap Inner Ring Colour
No Additive Tubes

Z No Additive white black
Coagulation Tubes

9NC Coagulation sodium citrate 3.2% light blue black

9NC Coagulation sodium citrate 3.8% light blue black

CTAD light blue yellow
Serum Tubes

CAT Serum Clot Activator red black

CAT Serum Sep Clot Activator (Gel Tubes) red yellow

CAT Serum Fast Sep orange yellow
Heparin Tubes

LH Lithium Heparin green black

LH Lithium Heparin Sep (Gel Tubes) green yellow

AH Ammonium Heparin green black

NH Sodium Heparin green black
EDTA Tubes (haematology)

K2E K2EDTA (also immuno haematology) lavender black

K3E K3EDTA (also immuno haematology) lavender black
EDTA Tubes (molecular diagnostics and viral load detection)

K2E K2EDTA lavender black

K2E K2EDTA Sep (Gel Tubes) lavender yellow
Glucose Tubes

FE Sodium Fluoride / EDTA (K2E / K3E) grey black

FX Sodium Fluoride / Potassium Oxalate grey black

LH Lithium Heparin and lodoacetate grey black

FH Sodium Fluoride / Sodium Heparin grey black

FC Mix Tubes %:?k/ E:th
Crossmatch Tubes

CAT Clot Activator pink black

K3E K3EDTA pink black
Blood Grouping Tubes

ACD-B yellow black

ACD-A yellow black

CPDA yellow black
Trace Element Tubes

NH Sodium Heparin royal blue black

Z No Additive royal blue black
ESR Tubes (IFU 980232)
Homocysteine Detection Tubes

Buffered sodium citrate / citric acid solution white red

(Tubes with smaller draw volumes of 1ml or 2 ml have a white inner ring.)

*Example of standard colours. Colour may vary for specific order numbers and/or due to local requirements.
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Coagulation Tubes and CTAD Tubes

VACUETTE® 9NC Coagulation Sodium Citrate Tubes are filled with buffered tri-sodium citrate solution. Citrate concentrations of
either 0.109 mol/l (3.2 %) or 0.129 mol/l (3.8 %) are available. The choice of the concentration depends upon the policies of the
laboratories. The mixing ratio is 1 part citrate to 9 parts blood.

VACUETTE® CTAD Tubes contain buffered citrate solution, theophylline, adenosine and dipyridamole.

Coagulation and CTAD tubes are used for coagulation tests.

Serum Tubes

All Serum Tubes are coated with micronized silica particles which activate clotting when tubes are gently inverted.

VACUETTE® CAT Serum Sep Tubes contain a barrier gel that is present in the bottom of the tube. The specific gravity of this
material lies between the blood clot and the serum. During centrifugation the barrier gel moves upward to the serum - clot interface,
where it forms a stable barrier separating the serum from fibrin and cells. Serum may be aspirated directly from the collection
tube, eliminating the need for transfer to another container.

Serum tubes are used for determinations in serum for routine clinical chemistry tests and hormones, serology,
immunohaematology and TDM. Therapeutic drugs (TDM) were partially tested in gel tubes (for more details consult studies on
https://www.gbo.com/preanalytics).

VACUETTE® CAT Serum Fast Sep Tubes are coated with a clotting activator containing thrombin to accelerate the clotting process.
They are used for determinations in serum for routine clinical chemistry tests. The product is not suitable for patients under heparin
or thrombin inhibitor therapy or fibrinogen deficiency. For more details on tested parameters consult studies on
http://www.gbo.com/preanalytics.

Heparin Tubes

The interior of the tube wall is coated with lithium heparin, ammonium heparin or sodium heparin. The anticoagulant heparin
activates antithrombin, thus blocking the coagulation cascade and producing a whole blood / plasma sample making it ideal for
rapid analysis and analysis of blood from patients under anticoagulant therapy.

VACUETTE® LH Lithium Heparin Sep Tubes contain a barrier gel in the tube. The specific gravity of this material lies between the
blood cells and plasma. During centrifugation the gel barrier moves upward providing a stable barrier separating the plasma from
cells. Plasma may be aspirated directly from the collection tube, eliminating the need for manual transfer to another container.
Heparin tubes are used for plasma determinations of routine clinical chemistry tests. Lithium determinations should not be
performed in Lithium Heparin tubes. Ammonium determinations should not be performed in Ammonium Heparin tubes. Sodium
determinations should not be performed in Sodium Heparin tubes.

EDTA Tubes

VACUETTE® K2E K2EDTA Tubes and VACUETTE® K3E K3EDTA Tubes are used for testing whole blood in haematology. EDTA
Tubes may also be used for routine immunohaematology testing i.e. red cell grouping, Rh typing and antibody screens, viral
marker testing in screening laboratories and molecular diagnostics. The interior of the tube wall is coated with either K2EDTA or
K3EDTA. The tube is also available with a liquid EDTA solution. The EDTA binds calcium ions thus blocking the coagulation
cascade. EDTA Tubes are used for testing whole blood in the clinical haematology laboratory within 24 hours at room temperature.
Blood smears should be prepared within four hours of blood collection.

VACUETTE® K2E K2EDTA Sep Tubes are used for testing plasma in molecular diagnostics and viral load detection.

Standard Glucose Tubes

These tubes are available with different additives. The tubes contain a stabilizer and an anticoagulant: Sodium Fluoride / K3EDTA,
Sodium Fluoride / Potassium Oxalate, Sodium Fluoride / Sodium Heparin. They are suitable for the analysis of glucose
concentration within 48 hrs. Please refer to the test kit instruction for the tube of choice, especially for lactate analysis.

VACUETTE® FC Mix Tubes

VACUETTE® FC Mix Tubes are used to stabilize the in-vivo glucose concentration in whole blood and/or plasma. They are sterile,

single-use, plastic evacuated tubes with VACUETTE® safety caps containing an additive mix of Na,EDTA, sodium fluoride, citric

acid and sodium citrate. Proper mixing (10x) is important! VACUETTE® FC Mix Tubes (Primary Tubes) can be stored after correct

inversion for up to 24 hours at room temperature without centrifugation.

. Should the tubes be expected to be stored longer than 24 hours at room temperature, samples should be centrifuged
immediately after blood collection in order to be stored for up to 48 hours at room temperature.

. Centrifuged aliquots from VACUETTE® FC Mix Tubes can be stored for up to 48 hours at room temperature. Tubes should
be centrifuged as soon as possible.

. Cooling of the samples (4-8°C, 39—-46°F) is also suitable for 48 hours glucose stabilization.

Crossmatch Tubes

Crossmatch Tubes are available in two different versions. One tube type contains clot activator used for crossmatch tests with
serum, while the other type contains K3EDTA and is used for crossmatch tests with whole blood. The field of application is
crossmatching.

Blood Grouping Tubes

Blood Grouping Tubes are available with ACD (Acid Citrate Dextrose) solutions in two formulations (VACUETTE® ACD-A or
VACUETTE® ACD-B) or with CPDA solution (Citrate Phosphate Dextrose Adenin). Blood Grouping Tubes are used for blood
grouping tests or cell preservation.

Trace Element Tubes

Trace Element Tubes contain sodium heparin or no additive and are used to test trace elements. VACUETTE® Trace Element Z No
Additive Tubes do not contain a clot activator and have to remain in an upright position until the blood has fully clotted. Before
determination of trace element all devices used in collection, transportation and storage should be evaluated. A blank measure
for each tube lot must be carried out beforehand.
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VACUETTE® Homocysteine Detection Tubes

VACUETTE® Homocysteine Detection Tubes contain a buffered sodium citrate / citric acid solution (pH=4.2) to stabilize
homocysteine in whole blood. During blood collection, ensure complete filling of tubes (to the fill mark). Gently invert the tubes 5-
10 times immediately after blood collection to reach a proper mix of additive and blood.

The analysis result of the homocysteine concentration must be multiplied by the factor 1.11 to compensate for dilution by the
citrate. In some cases, the factor may be subject to natural, physiological fluctuations. Not suitable for enzymatic test methods.
Assay evaluations show that there is not always compatibility. Therefore the assay compatibility should be verified prior to use.
Incompatibility could lead to erroneous or invalid test results.

No Additive Tubes
VACUETTE® Z No Additive Tubes do neither contain any anticoagulant nor clot activator but are evacuated and the interior is sterile.
They can be used as discard tubes or for the collection of blood.

VACUETTE® Precautions/Cautions

1. Do not use tubes if foreign matter is present!

2. Handle all biological samples and blood collection “sharps” (lancets, needles, luer adapters, and blood collection sets)
according to the policies and procedures of your facility.

3. Obtain appropriate medical attention in the case of any exposure to biological samples (for example, through a puncture
injury), since they may transmit HIV (AIDS), viral hepatitis, or other bloodborne pathogens.

4. Discard all blood collection “sharps” in biohazard containers approved for their disposal.

5. Transferring a sample from a syringe to a tube is not recommended. Additional manipulation of sharps increases the potential
for needlestick injury. In addition, depressing the syringe plunger during transfer can create a positive pressure, forcefully
displacing the stopper and sample and causing potential blood exposure. Using a syringe for blood transfer may also cause
over or under filling of tubes, resulting in an incorrect blood-to-additive ratio and potentially incorrect analysis results.

6. If blood is collected through an intravenous (V) line, ensure that the line has been cleared of IV solution before beginning to
fill blood collection tubes. This is critical to avoid erroneous laboratory data from 1V fluid contamination.

7. Do not use tubes containing lithium iodoacetate if they become coated with a yellow film along the tube walls.

8. Liquid preservatives and anticoagulants are clear and colourless. CPDA tubes contain a yellowish liquid, the clot activator
may appear white and EDTA tubes may have a slightly white to yellow appearance which does not affect the performance
of these tubes.

9. Tubes with visible floating clots occurrence increases when centrifugation conditions are not followed according to
recommended g-force and/or time.

10. Do not use tubes after their expiration date.

Storage

Store tubes at 4-25°C (40-77°F).
NOTE: Avoid exposure to direct sunlight. Exceeding the maximum recommended storage temperature may lead to impairment of
the tube quality (i.e. vacuum loss, drying out of liquid additives, colouring, etc.)

Limitations

1. Referto the instrument assay instructions for use for information on the correct sample material, correct storage and stability.

2. Heparin plasma should be separated from cells within 2 hours, either by collection and centrifugation with a gel tube or by
transferring plasma into a secondary container if a gel tubes is not used.

3. Assay compatibility for the VACUETTE® Homocysteine Detection Tube is not ensured in every case (e.g. in case of enzymatic

methods). Please verify the compatibility prior to use. If there is no assay compatibility, it could lead to false or invalid analysis

results. For more details visit www.gbo.com/preanalytics - section homocysteine tubes.

Not all therapeutic drugs have been tested. Consult studies on www.gho.com/preanalytics

Vitamin D3 determination by HPLC cannot be carried out with all gel tubes.

Serum tubes are not suitable for the determination of trace elements such as Ag, Al, As, Ba, Be, Cd, Cr, Co, Cu, Hg, I, Li,

Mn, Mo, Ni, Pb, Se, Sb, Sn, Te, Th, Tl, U, Zn.

7. VACUETTE® CAT Serum Fast Sep Tubes with visible floating clots lead to deviations in LDH values.

8. Fluoride is known to cause an increase in haemolysis. For further information on substances that may interfere, please
consult the assay instructions for use.

oA

Specimen Collection and Handling

READ THIS ENTIRE DOCUMENT BEFORE PERFORMING VENIPUNCTURE.
Equipment required for specimen collection.

Be sure that the following materials are readily accessible before performing venipuncture:
All necessary tubes, identified for size, draw and additive

Disposable gloves and personal protective equipment

Labels for positive patient identification of samples

Blood collection needles and holders

NOTE: VACUETTE® blood collection needles are designed for optimal use with holders from Greiner Bio-One. The use of
holders from other manufacturers is under the responsibility of the user.

Alcohol swab for cleansing site

Tourniquet

Adhesive plaster or bandage

Sharps disposal container for safe disposal of used material

PR
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Recommended Order of Draw: (based on: CLSI GP41-ED7)

Blood culture

Sodium Citrate

Serum / Serum Sep / Serum Fast Sep (Clot activator)

Heparin / Heparin Sep

EDTA / EDTA Sep

Glycolytic inhibitor tubes

Other additives

NOTE: If a winged blood collection set is used, the first tube in the series will be under-filled. Therefore, if a Sodium Citrate
specimen is drawn first, a discard tube (No Additive) is recommended to be drawn prior to this tube to ensure the proper additive-
to-blood ratio. In addition, even though studies have shown that PT and aPTT tests are not affected if drawn first in a tube series,
it is advisable to draw a second tube for other coagulation assays, since it is not known whether or not these tests will be affected.
NOTE: Always follow your facility's protocol for order of draw

NOTE: For VACUETTE® Trace Element Tubes (Sodium Heparin) we recommend a separate blood collection to avoid contamination
of the samples.

~NOoO O WNPRE

Prevention of Backflow

Most evacuated blood collection tubes contain chemical additives. Therefore, it is important to avoid possible backflow from the
tube, due to the possibility of adverse patient reactions. To prevent backflow from tube into the patient’'s arm, observe the following
precautions:

1. Place patient’s arm in a downward position.

2. Hold tube with the cap uppermost.

3. Release tourniquet as soon as blood starts to flow into tube.

4.  Make sure tube contents do not touch cap or end of the needle during venipuncture.

Freezing/ Thawing

Filled tubes withstand a freezing down to -80°C. It is recommended to keep the samples in the refrigerator for 2 hours prior to
freezing. Freeze centrifuged gel tubes upright in an open metal rack at -20°C for 2 2 hours. The tubes can remain at -20°C or be
transferred to -80°C. After thawing, mix the sample thoroughly prior to analysis. To achieve perfectly clean heparin plasma, thawed
samples should be aliquoted and centrifuged. For long-term storage, it is recommended to use special cryo vials. Users should
also establish their own freezing protocol.

High Altitude
For collection at high altitude (1600 m/5250 ft or 3000 m/9850 ft) we recommend high altitude tubes. The vacuum in these tubes
compensates for the lower outer pressure.

Venipuncture Technique

WEAR GLOVES DURING VENIPUNCTURE AND WHEN HANDLING BLOOD COLLECTION TUBES TO MINIMIZE EXPOSURE
HAZARD.

Select tube or tubes appropriate for required specimen.

Remove the cover over the valve section of the needle.

Thread the needle into the holder. Be sure needle is firmly seated to ensure needle does not unthread during use.

Apply tourniquet as necessary (max. 1 minute)

Prepare venipuncture site with an appropriate antiseptic. DO NOT PALPATE VENIPUNCTURE AREA AFTER CLEANSING.
Place patient’s arm in a downward position.

Remove needle shield. Perform venipuncture WITH ARM DOWNWARD AND TUBE CAP UPPER-MOST.

Push tube into the holder and onto the needle valve puncturing the rubber diaphragm. Centre tubes in holder when
penetrating the cap to prevent sidewall penetration and subsequent premature vacuum loss.

9. REMOVE TOURNIQUET AS SOON AS BLOOD APPEARS IN TUBE. DO NOT ALLOW CONTENTS OF TUBE TO

CONTACT THE CAP OR END OF THE NEEDLE DURING PROCEDURE.

NOTE: Blood may occasionally leak from the needle sleeve. Practice universal standard precautions to minimize hazard

exposure.

If no blood flows into tube or if blood flow ceases before an adequate specimen is collected, the following steps are suggested

to complete satisfactory collection:

a) Ensure the tube is pushed fully forward in the holder. Hold in place by pressing the tube with the thumb or finger to ensure
complete vacuum draw. The fill mark allows for visual control of the correct filling of the tube A tolerance of +/-10% is
allowed.

b) Confirm correct position of needle in vein.

c) If blood still does not flow, remove tube and place new tube onto the holder.

d) If second tube does not draw, remove needle and discard. Repeat procedure from step 1.

10. When the first tube is full and blood flow ceases, gently remove it from holder.

11. Place succeeding tubes in holder, puncturing diaphragm to begin flow. Draw tubes without additives before tubes with
additives. See recommended Order of Draw.

12. Gently invert the tubes immediately after blood collection to reach a proper mix of additive and blood. Turn the filled tube
upside-down and return it to upright position. This is one complete inversion.

NOTE: Do not shake the tubes. Vigorous mixing may cause foaming or haemolysis. Insufficient mixing or delayed mixing in

serum tubes may result in delayed clotting. In tubes with anticoagulants, inadequate mixing may result in platelet clumping,

clotting and /or incorrect test results.
13. Assoon as blood stops flowing in the last tube, remove the tube and then the needle from vein, applying pressure to puncture
site with dry sterile swab until bleeding stops. Once clotting has occurred, apply bandage if desired.

NOTE: After venipuncture, the top of the cap may contain residual blood. Take proper precautions when handling tubes to

avoid contact with this blood. Any needle holder that becomes contaminated with blood is considered hazardous and should

be disposed of immediately.
14. Dispose of the used needle with holder using an appropriate disposal device. DO NOT RECAP. Recapping of needles
increases the risk of needle stick injury and blood exposure.

ONoO~WNE
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15. It is the laboratory’s ultimate responsibility to verify that a change from one tube to another does not significantly affect
analytical results obtained from patient samples.

NOTE: Keep the tubes, especially serum, in an upright position.

Centrifugation

Ensure that tubes are properly seated in the centrifuge carrier; incomplete seating could result in the separation of the VACUETTE®
Safety Cap from the tube.

NOTE: VACUETTE® CAT Serum (Sep) Clot Activator Tubes should be centrifuged at the earliest 30 minutes after blood collection
to minimize post clotting (fibrin build up) in serum. This could lead to contamination of the analyser and to erroneous results.
Blood from patients under anticoagulant therapy or patients with coagulation disorders might need longer than 30 minutes to clot.
Serum tubes should be allowed to fully clot prior to centrifugation.

VACUETTE® CAT Serum Fast Sep Tubes can be centrifuged 5 minutes after blood collection. Inadequate mixing may lead to post
clotting in VACUETTE® CAT Serum Fast Sep Tubes.

Tube Type Inve_rs_,ions R_ecommended g-force Time

(mixing) relative centrifugal force (rcf) (min)
1800 g 10

Serum Fast Sep 5-10x 3000 g 5

Serum Tubes / with Sep

EDTA Tubes / with Sep

Heparin Plasma Tubes / with Sep 5-10x 1800 - 22009 10-15

Standard Glucose Tubes

Homocystein Detection Tubes 2000 — 2200 g 10

VACUETTE® FC Mix Tubes 10x 1800 g 10

Coagulation Tubes

- Platelet tests (PRP) 1509 5

- Routine tests (PPP) 4-5x 1500 — 2000 g 10

- Preparation for deep freeze plasma (PFP) 2500 — 3000 g 20

Other centrifugation settings may also provide acceptable separation. Plasma tubes should ideally be centrifuged at high g-force
(e.g. 2200g). It should be evaluated and validated by the laboratory (e.g. increased g-force and/or decreased time).

Barriers are more stable when tubes are spun in centrifuges with horizontal swing-out rotors rather than those with fixed angle
heads.

NOTE: If the gel movement is occasionally not adequate (especially due to a haematocrit >50%), it is recommended to use a
higher g-force and longer centrifugation time.

Centrifugation should be done in a cooled centrifuge. Higher temperatures could have negative effects on the physical properties
of the gel. The yield of serum or plasma is ideal at 20°C-22°C (68°F-72°F).

NOTE: Tubes should be centrifuged no later than 2 hours after collection. Extended contact of blood cells with the serum or
plasma, may lead to erroneous analysis results, hence centrifugation might be necessary sooner depending on the analyte. It is
not recommended to re-centrifuge gel tubes once the barrier has been formed. The debris underneath the gel might contaminate
the supernatant.

VACUETTE® Caps

The VACUETTE® blood collection system features a unique safety cap design. There are two different closure systems available
depending on the size of the tube:

13mm tubes: Premium and non-ridged tubes

Premium tubes are fitted with a VACUETTE® Safety Screw Cap. Remove the cap from the tube by twisting in an anti-clockwise
direction. The cap cannot be removed by a simple pull action.

Non-ridged tubes are also fitted with a VACUETTE® Safety Screw Cap. However, because of the absence of ridges on the tubes,
the cap can be removed by a simple pull action.

16 mm tubes: VACUETTE® Safety Grip Cap — Remove the cap from the tube with a simple pull action.

Special Snap Caps made of only PE are available to recap the tubes for storing.

Disposal

1. The general hygiene guidelines and legal regulations for the proper disposal of infectious material should be considered and
followed.

2. Disposable gloves prevent the risk of infection.

3. Contaminated or filled blood collection tubes must be disposed of in suitable biohazard disposal containers, which can then
be autoclaved and incinerated afterwards.

4. Disposal should take place in an appropriate incineration facility or through autoclaving (steam sterilisation).
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Label Information

d Manufacturer /l/ Temperature limit
E Use-by date ® Do not re-use

LoT Batch code El:i:l Consult instructions for use
Catalogue number In vitro diagnostic medical device
ﬂ Sterilized using irradiation

References:

ISO / EN / ANSI/AAMI Standards

ISO 6710 “Single-use containers for venous blood specimen collection”

EN 14820 “Single-use containers for human venous blood specimen collection”

ISO 11137 "Sterilisation of health care products — Requirements for validation and routine control — Radiation sterilisation”

Literature:

C38-A "Control of Preanalytical Variation in Trace Element Determinations”, Approved Guideline

GP39-A6 " Tubes and Additives for Venous and Capillary Blood Specimen Collection ", Approved Standard - 6th Edition
GP41-ED7 "Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture", Approved Standard - 7th Edition
GP44-A4 "Procedures for the Handling and Processing of Blood Specimens for Common Laboratory Tests”, Approved Guideline
— 4th Edition

H21-A5 "Collection, Transport, and Processing of Blood Specimens for Testing Plasma-Based Coagulation Assays and Molecular
Hemostasis Assays", Approved Guideline - 5th Edition

H20-A2 "Reference Leukocyte (WBC) Differential Count (Proportional) and Evaluation of Instrumental Methods” Approved
Standard - 2nd Edition.

H26-A2 "Validation, Verification, and Quality Assurance of Automated Hematology Analyzers”, Approved Standard — 2nd Edition.

Greiner Bio-One GmbH Wf\;yw.gbo.c%m/preanalﬁics
“ Bad Haller Str. 32 office@at.gbo.com
; Ph 43 7583 6791
4550 Kremsmiinster, Austria one +
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ce Vakuuminé kraujo surinkimo sistema

In vitro diagnostiniam naudojimui
Paskirtis
VACUETTE® kraujo surinkimo mégintuvéliai, laikikliai ir adatos yra naudojami kartu kaip sistema veninio kraujo surinkimui. VACUETTE® meégintuveéliai yra skirti
surinkti, transportuoti, laikyti ir paruosti kraujg serumo, plazmos ar bendro kraujo tyrimui klini 1 17 4 fesionaliam naudojimui.
Produkto apraSymas

VACUETTE® yra plastikiniai_ mégintuvéliai su fiksuotu vakuumo kiekiu tiksliam tario jtraukimui. Jie yra su spalvotais VACUETTE® Safety (saugiais) kamsteliais (Zr.
Zemiau esancig lentelg). Mégintuvéliai, priedy koncentracijos, skysty priedy tariai ir jy leidziami nuokrypiai bei kraujo ir priedy santykis atitinka tarptautinio
standarto ISO 6710 “Vienkartiniai veninio kraujo méginiy surinkimo konteineriai” rekomendacijas. Priedy pasirinkimas priklauso nuo analitinio tyrimo metodo.
Tyrimo metoda nurodo reagenty ir (ar) instrumento, su kuriuo yra atliekamas tyrimas, gamintojas. Mégintuvélio vidiné dalis yra sterili.

VACUETTE® SAFETY Kamsteliy spalviniai kodai*

Aprasymas SAFETY (saugaus) kamstelio spalva  Kamstelio vidinio Ziedo spalva
Mégintuvéliai be priedy
Z Be priedy balta juoda
Koaguliacijos mégintuvéliai
9NC Natrio citratas 3.2% koaguliacijai Sviesiai mélyna juoda
9NC Natrio citratas 3.8% koaguliacijai Sviesiai mélyna juoda
CTAD Sviesiai mélyna geltona
Serumo mégintuvéliai
CAT Kreséjimo aktyvatorius serumui raudona juoda
CAT Kreséjimo aktyvatorius ir gelis serumui (mégintuvéliai su geliu) raudona geltona
CAT greitas serumo atskyrimas oranziné geltona
Heparino mégintuvéliai
LH Li¢io heparinas Zalia juoda
LH Li¢io heparinas ir gelis (mégintuvéliai su geliu) Zalia geltona
AH Amonio heparinas Zalia juoda
NH Natrio heparinas Zalia juoda
EDTA mégintuvéliai (hematologija)
K2E K2EDTA (taip pat imunohematologija) Sviesiai violetiné juoda
K3E K3EDTA (taip pat imunohematologija Sviesiai violetiné juoda
EDTA mégintuvéliai (molekuliné diagnostika ir virusy aptikimas)
K2E K2EDTA Sviesiai violetiné juoda
K2E K2EDTA ir gelis (mégintuvéliai su geliu) Sviesiai violetiné geltona
Gliukozés mégintuvéliai
FE Natrio fluoridas/EDTA (K2E/K3E) pilka juoda
FX Natrio fluoridas/kalio oksalatas pilka juoda
LH Li¢io heparinas ir jodo acetatas pilka juoda
FH Natrio fluoridas / natrio heparinas pilka juoda
FC Mix mégintuvéliai pilka juoda
rausva juoda
Kryzminio suderinamumo mégintuvéliai
CAT Kreseéjimo aktyvatorius rausva juoda
K3E K3EDTA rausva juoda
Kraujo grupiy nustatymo mégintuvéliai
ACD-B geltona juoda
ACD-A geltona juoda
CPDA geltona juoda
Mégintuvéliai sunkiujy metaly nustatymui
NH Natrio heparinas mélyna juoda
Z Be priedy mélyna juoda

ESR mégintuvéliai (IFU 980232)
Homocisteino aptikimo mégintuvéliai
Buferizuotas natrio citratas/citriny rigsties tirpalas balta raudona

(Mégintuvéliai su baltu vidiniu kamstelio Ziedu paprastai turi mazesnj surinkimo tdrj, pvz.,1ml ar 2 ml.)
* Standartiniy spalvy pavyzdziai. Spalva gali skirtis specifiniams uzsakymo numeriams ir (ar) dél vietiniy reikalavimy.

Koaguliacijos mégintuvéliai ir CTAD mégintuvéliai

VACUETTE® 9NC koaguliacijos mégintuvéliai su natrio citratu yra uzpildyti buferio tri-natrio citrato tirpalu. Yra galimos 0.109 mol/l (3.2 %) arba
0.129 mol/l (3.8 %) koncentracijos. Koncentracijos pasirinkimas priklauso nuo laboratorijos veiklos. Mai§ymo santykis: 1 dalis citrato ir 9 dalys kraujo.
VACUETTEe CTAD mégintuvéliai su buferio citrato tirpalu, teofilinu, adenozinu ir dipiridamoliu.

Koaguliacijos ir CTAD mégintuvéliai yra naudojami koaguliacijos tyrimuose.

Serumo mégintuvéliai

Visi serumo mégintuvéliai yra padengti mikronizuotomis silicio dioksido dalelémis, kurios aktyvuoja kreSéjima, kai mégintuvélis yra Svelniai pavartomas.
VACUETTEe CAT serumo mégintuvélio su geliu apacioje yra gelio barjeras. Sios medziagos specifinis svoris yra tarp kraujo kresulio ir serumo. Atliekant
centrifugavima, gelio barjeras pasislenka link serumo — kre$éjimo sanddra, kur susiformuoja stabilus barjeras, skiriantis seruma nuo fibrino ir Igsteliy. Serumas gali
bati aspiruojamas tiesiogiai i$ surinkimo mégintuvélio, nenaudojant kito konteinerio.

Serumo mégintuvéliai yra naudojami serumo tyrimams rutininiuose klinikiniuose chemijos ir hormony tyrimuose, serologijoje, imunohematologijoje ir TDM. TDM
(terapijai skirti vaistai) buvo dalinai tirti mégintuvéliuose su geliu (i§samesné informacija pateikta atlikty studijy ataskaitose, kurias rasite apsilanke
www.gbo.com/preanalytics).

VACUETTEe CAT greito serumo atskyrimo mégintuvéliai yra padengti kre$éjimo aktyvatoriumi su trombinu, kre$éjimo proceso pagreitinimui.
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Jie yra naudojami serumo tyrimams rutininiuose klinikiniuose chemijos tyrimuose. Produkto negalima naudoti pacientams, kuriems yra taikomas gydymas heparino
ar trombino inhibitoriais ar sergantiems fibrinogeny nepakankamumu. ISsamesné informacija pateikta atlikty studijy ataskaitose, kurias rasite apsilanke
www.gbo.com/preanalytics.

Heparino mégintuvéliai

Vidiné mégintuvélio sienelé yra padengta li¢io heparinu, amonio heparinu ar natrio heparinu. Antikoaguliantas heparinas aktyvuoja antitrombinus ir blokuoja
koaguliacijos kaskadg bei i$laiko bendro kraujo/plazmos méginus vietoj sukreséjusio kraujo ir serumo, kas suteikia galimybe atlikti greitg tyrima bei istirti kraujg
pacienty, kuriems yra taikomas gydymas antikoaguliantais.

VACUETTEe LH mégqintuvéliai su li€io heparinu ir geliu viduje turi gelio barjera. Specifinis Sios medziagos svoris yra tarp kraujo Igsteliy ir plazmos. Atliekant
centrifugacijg, gelio barjeras pasislenka j virSy ir suformuoja stabily barjera, atskiriantj plazmg nuo Igsteliy. Plazma gali bati aspiruojama tiesiogiai i$ surinkimo
meégintuvélio, nenaudojant kito konteinerio.

Heparino mégintuvéliai yra naudojami plazmos tyrimams rutininiuose klinikiniuose chemijos tyrimuose. Li¢io nustatymai neturi bati atliekami li¢io heparino
meégintuvéliuose. Amonio nustatymai neturi bati atliekami amonio heparino mégintuvéliuose. Natrio nustatymas neturi bati atliekamas natrio heparino
meégintuvéliuose.

EDTA mégintuvéliai

VACUETTEe K2E EDTA mégintuvéliai ir VACUETTEe K3E EDTA mégintuvéliai yra naudojami hematologijoje tiriant bendrg kraujg. EDTA mégintuvéliai gali bati
naudojami rutininés imunohematologijos tyrimuose, t.y. eritrocity grupavime, Rh tipo nustatyme ir antikliny nustatyme, virusiniy Zymeny tyrime laboratorijose bei
molekulinéje diagnostikoje. Vidiné mégintuvélio pusé yra padengta K2EDTA arba K3EDTA. Galima jsigyti mégintuvéliy su skystu EDTA tirpalu. EDTA suriSa kalcio
jonus ir blokuoja koaguliacijos kaskadg. EDTA mégintuvéliai yra skirti bendro kraujo iStyrimui klinikinéje hematologijos laboratorijoje per 24 valandas, laikant
kambario temperatdroje. Kraujo tepinéliai turi bati ruoSiami per keturias valandas po kraujo paémimo.

VACUETTEe K2E EDTA mégintuvéliai su geliu yra naudojami plazmos tyrime molekulinéje diagnostikoje ir virusy aptikime.

Standartiniai gliukozés mégintuvéliai

Gliukozés mégintuveélius galima jsigyti su jvairiais priedais. Mégintuvéliai turi antikoagulianta ir stabilizatoriy: natrio fluoridas/ K3EDTA, natrio fluoridas / kalio
oksalatas, natrio fluoridas/natrio heparinas. Gliukozés mégintuvéliai yra tinkami gliukozés koncentracijos nustatymui per 48 valandas. Skaitykite tyrimo rinkinio
instrukcijg dél mégintuveéliy pasirinkimo, ypa¢ tiriant laktatus.

VACUETTE® FC Mix Tubes

VACUETTE® FC Mix mégintuvéliai in-vivo gliukozés koncentracijos stabilizavimui bendrame kraujyje ir/ar plazmoje. Tai yra sterilGs, vienkartinio naudojimo,
plastikiniai mégintuvéliai su vakuumu ir VACUETTE® saugiais kam$teliais. Mégintuvéliuose yra iy priedy misinys: Na2EDTA, natrio fluorido, citriny ragsties ir
natrio citrato. Labai svarbu tinkamai iSmaisyti (10x)! VACUETTE® FC Mix mégintuvéliai (pirminiai mégintuvéliai) po tinkamo pavartymo gali bati laikomi iki 24
valandy kambario temperatiroje be centrifugavimo.

« Jei mégintuvélius reikia laikyti ilgiau nei 24 valandas kambario temperatdroje, méginiai turi bati centrifuguojami iSkart po paémimo. Tuomet jie kambario
temperataroje gali bati laikomi iki 48 valandy.

« Centrifuguotos alikvotos i§ VACUETTE® FC Mix mégintuvéliy gali bati laikomos iki 48 valandy kambario temperataroje. Mégintuvéliai turi bati centrifuguojami
kaip jmanoma greiciau.

« Méginius galima Saldyti (4-8°C, 39-46°F) 48 valandas gliukozés stabilizavimui.

Kryzminio suderinamumo mégintuvéliai
KryZminés reakcijos mégintuvéliai yra dviejy skirtingy tipy. Vienas mégintuvélio tipas turi aktyvatoriy, kurio pagalba yra atliekamas kryZminés reakcijos tyrimas su
serumu, o kitas tipas turi K3EDTA ir yra naudojamas kryZminio suderinamumo tyrimams bendrame kraujyje. Taikymo sritis yra kryZminio suderinamumo tyrimai.

Kraujo grupiy nustatymo mégintuvéliai

Kraujo grupiy nustatymo mégintuvélius galima jsigyti su ACD (Acid Citrat Dextrose/rligsties citrato dekstrozés) tirpalais dviem formulémis (VACUETTEe ACD-A ar
VACUETTEeACD-B) ar su CPDA tirpalu (Citrate Phosphate Dextrose Adenin/citrato fosfato dekstrozés adeninas). Kraujo grupavimo mégintuvéliai yra naudojami
kraujo grupiy nustatymo tyrimams arba Igsteliy konservavimui.

Mégintuvéliai sunkiyjy metaly nustatymui

Mégintuvéliai sunkiyjy metaly nustatymui turi natrio heparino arba yra be priedy ir yra naudojami sunkiyjy metaly nustatymo tyrimuose. VACUETTEe mégintuvéliai
Z sunkiyjy metaly nustatymui neturi kreSéjimo aktyvatoriaus ir privalo bati laikomi vertikaliai, kol kraujas pilnai sukreSa. Prie$ nustatant sunkiuosius metalus, turi
bati jvertintos visos priemonés, naudotos kraujo paémimui, transportavimui ir laikymui. Kiekvienai mégintuvéliy partijai i$ anksto reikia atlikti tusciajj (blank)
matavima.

VACUETTE® Hemocisteino aptikimo meégintuvéliai
VACUETTE® Homocisteino aptikimo mégintuvéliy sudétyje yra buferizuoto natrio citrato/citriny ragsties tirpalo (pH=4,2), kad bendrame kraujyje baty galima

stabilizuoti homocisteing. Kraujo surinkimo tinkamai metu tinkamai uipildxkite mégintuvélius (iki uzpildymo zymos). Mégintuvélius Svelniai 5-10 karty pavartykite
iSkart po kraujo surinkimo, kad kraujas ir megintuvelyje esantis priedas gerai susimaisyty.
Homocisteino koncentracijos tyrimo rezultatas turi bati padaugintas i$ 1.11 faktoriaus, kad baty kompensuotas skiedimas citratu. Kai kuriais atvejais faktorius gali

bati jtakotas natdraliy, fiziologiniy svyravimy. Netinka fermentiniy tyrimy metodams. Tyrimo vertinimas parodé, jog suderinamumas yra ne visada. Todél, tyrimy
suderinamumas turi biti patvirtintas prie$ naudojima. Nesuderinamumas gali sukelti klaidingy ar negaliojanciy tyrimy atsiradima.

Mégintuvéliai be priedy
VACUETTE® Z mégintuvéliai be priedy neturi antikoagulianty ar kre$éjimo aktyvatoriy, taciau yra vakuuminiai, o vidiné dalis yra sterili. Jie gali bati naudojami kaip
atlieky mégintuvéliai ar kraujo paémimo mégintuvéliai.

VACUETTE® |spéjimai/atsargumo priemonés

1. Nenaudokite mégintuvélio, jei jame pastebéjote pasalines medziagas!

2. Dirbdami su visais biologiniais méginiais ir astriomis kraujo paémimo priemonémis (lancetais, adatomis, luer adapteriais ir kraujo surinkimo komplektais)
laikykités savo jstaigos darbo proceddry ir politikos.

3. Bikite atidds dirbdami su biologiniais méginiais (pvz., punkcijos metu), kadangi jie gali pernesti ZIV (AIDS), virusinj hepatitg bei kitus kraujo patogenus.

4. Visas astrias kraujo paémimo priemones iSmeskite | biorizikos konteinerius, skirtus jy utilizavimui.

5. Néra rekomenduojamas kraujo perkélimas i$ SvirkSto j mégintuveélj. Tokiu atveju padidéja jsidarimo rizika. Be to, perneSimo metu spaudziama $virksto kojelé
sukelia teigiamg spaudima, kuris jéga i§stumia kamstelj ir méginj bei sukelia kontakto su krauju rizikg. Svirk$to naudojimas perkeliant krauja taipogi gali jtakoti
meégintuvéliy nepripildyma arba perpildyma, kas sukelia netiksly kraujo ir priedo santykj ir neteisingg rezultaty analize.

6. Jei kraujas yra surenkamas per intravenine (IV) linijg, prie$ pradedant uZpildyti kraujo surinkimo mégintuvélius, uztikrinkite, kad i$ Sios linijos buvo pasalintas IV
tirpalas. Batina iSvengti klaidingy laboratorijos duomeny dél uzter§imo IV skysgiu.

7. Nenaudokite mégintuvéliy su li¢io jodo acetatu, jei jy sienelés pasidengé geltona plévele.

8. Visi skysti konservantai ir antikoaguliantai yra skaidris ir bespalviai. CPDA mégintuvéliuose yra gelsvas skystis, kre$éjimo aktyvatorius gali bati baltas, o EDTA
meégintuvéliy skystis gali bati nuo balk§vos iki geltonos spalvos, kas visiSkai nejtakoja ju veiksmingumo.

9. Jei néra laikomasi rekomenduojamos centrifugavimo galios ir (ar) laiko, mégintuvéliuose gali atsirasti plaukiojanéiy kresuliy.
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9. Nenaudokite mégintuvéliy pasibaigus jy galiojimo datai.

Laikymas

Mégintuvélius laikykite prie 4-25°C (40-77° F).

PASTABA: Nelaikykite tiesioginés saulés spinduliuose. Virsijus rekomenduojama laikymo temperatirg, bus pakenkta mégintuvélio kokybei (t.y. vakuumo
netekimas, skysty priedy i§dziavimas, nusidazymas, ir t.t.).

Apribojimai

1. Informacijg apie tinkamg méginio medziaga, laikymg ir stabiluma rasite instrumento naudojimo instrukcijoje.

2. Plazma su heparinu turi bati atskiriama nuo lIgsteliy per 2 valandas centrifuguojant mégintuvélius su geliu arba perkeliant plazma j antrinj konteinerj (jei
meégintuvéliai su geliu néra naudojami).

3. Tyrimo suderinamumas su VACUETTE® homocisteino aptikimo mégintuvéliu néra uztikrinamas kiekvienu atveju (pvz., fermentiniy metody atveju). Pries
naudojimg, pasitvirtinkite suderinamuma. Jei néra suderinamumo su tyrimu, bus didelé klaidingy ar negaliojanéiy rezultaty tikimybé. I$samesne informacijg rasite
www.gbo.com/preanalytics - skyrius apie homocisteino mégintuvélius.

4. Ne visi terapijai skirti vaistai yra itirti. Atlikty studijy apraSymus rasite www.gbo.com/preanalytics.

5. Vitamino D3 nustatymas naudojant HPLC negali bati atliekamas su visais gelio mégintuvéliais.

6. |prasti mégintuvéliai serumui néra tinkami kai kuriy sunkiyjy metaly pédsaky aptikimui: Ag, Al, As, Ba, Be, Cd, Cr, Co, Cu, Hg, |, Li, Mn, Mo, Ni, Pb, Se, Sb, Sn,
Te, Th, TI, U, Zn.

7. VACUETTE® CAT greito serumo atskyrimo mégintuveéliai su plaukiojanciais kreSuliais sukelia LDH reik3miy deviacijas.

8. Yra Zinoma, jog fluoridas sukelia hemolize. ISsamesne informacijg apie interferuojancias medziagas rasite tyrimo instrukcijoje.

Méginiy surinkimas ir darbas su jais

PRIES ATLIEKANT VENOS PUNKCIJA, ATIDZIAI PERSKAITYKITE SIA INFORMACIJA.
Iranga, reikalinga méginiy surinkimui.

Prie$ atliekant venos punkcija, jsitikinkite, kad turite visg reikalingg jranga:

1. Visi reikalingi mégintuvéliai, identifikuoti dél dydzio, surinkimo tdrio ir priedy.

2. Vienkartinés pirstinés ir asmens apsaugos jranga.

3. Etiketés, skirtos paciento méginio identifikavimui.

4. Kraujo surinkimo adatos ir laikikliai.

PASTABA: VACUETTE® kraujo surinkimo adatos yra sukurtos optimaliam naudojimui kartu su Greiner Bio-One laikikliais. Vartotojas prisiima atsakomybe dél kity
gamintojy laikikliy naudojimo.

5. Alkoholyje sudrékintas tamponas dezinfekavimui

6. Vartztis

7. Lipnus pleistras ar bintas

8. Astriy priemoniy konteineris, skirtas panaudoty priemoniy iSmetimui

Rekomenduojamas surinkimo eiliSkumas: (remiantis CLS| GP41-ED7)

1 Kraujo kultdros

2 Natrio citratas

3 Serumas / su atskyrimo geliu / greitas serumo atskyrimas (kre$éjimo aktyvatorius)
4 Heparinas / heparinas su atskyrimo geliu

5 EDTA / EDTA su atskyrimo geliu

6 Glikolitinio inhibitoriaus mégintuvélis

7 Kiti priedai

PASTABA: Jei naudojate peteli$kés kraujo paémimo rinkinj, pirmasis mégintuvélis bus nepilnai pripildytas. Todél, jei pirmasis méginys yra surenkamas j natrio
citratg, atlieky mégintuvélj (be priedy), jj rekomenduojama paimti prie§ §j mégintuvélj, kad baty uZtikrintas tinkamas priedo ir kraujo santykis. Be to, atliktos studijos
rodo, jog PT ir aPTT tyrimai néra jtakojami, jei kraujas bina paimamas j pirmajj méegintuvelj. Kitiems koaguliacijos tyrimams rekomenduojama surinkti antrg
megintuvélj, kadangi néra Zinoma, ar Sie tyrimai yra jtakojami.

PASTABA: visada laikykités jasy jstaigoje galiojanéio kraujo paémimo eili§kumo protokolo.

PASTABA: naudojant VACUETTE® mégintuvélius sunkiyjy metaly nustatymui (natrio heparinas), rekomenduojame atlikti atskirg kraujo paémima ir taip iSvengti
méginiy uzter§imo.

Tekéjimo atgal prevencija

Dauguma vakuuminiy kraujo surinkimo mégintuvéliy turi cheminiy priedy. Todél yra labai svarbu iSvengti atgalinio tekéjimo i§ mégintuvélio dél galimos neigiamos
reakcijos pacientui. Norint iSvengti tékmés j paciento ranka, laikykités Siy nurodymuy:

1. Paciento ranka turi bati Zeméjancioje pozicijoje.

2. Mégintuvélj laikykite kamsteliu j virSy.

3. Atleiskite varztj kai tik kraujas pradés tekéti j mégintuvél].

4. Uztikrinkite, kad venos punkcijos metu mégintuvélio turinys nelieCia kamstelio arba adatos galo.

Uzsaldymas/atitirpinimas

Visi uzpildyti mégintuvéliai gali bati uzsaldomi prie -80°C. Prie§ uzSaldant, rekomenduojama méginius 2 valandas palaikyti $aldytuve. Centrifuguotus meégintuvélius
su geliu uzsaldykite vertikalioje pozicijoje atvirame metaliniame stove prie -20°C = 2 valandoms. Mégintuvélius galima laikyti prie -20°C arba perkelti prie -80°C.
Po atSildymo, méginj gerai iSmaiSykite. Norint gauti idealiai $varig heparino plazma, atSildyti méginiai turi bati i$pilstyti alikvotomis ir centrifuguojami. ligalaikiam
laikymui rekomenduojama naudoti specialius krio buteliukus. Rekomenduojama patiems naudotojams nusistatyti savo uzsaldymo protokolg.

Aukstis virs jaros lygio
Kraujo surinkimui vietoje, kuri yra labai aukstai vir$ jaros lygio (1600 m — 3000 m) rekomenduojame naudoti didelio auk$c¢io mégintuvélius. Vakuumas Siuose
mégintuvéliuose kompensuoja Zemesnj iSorinj slégj.

Venos punkcijos technologija

ATLIEKANT VENOS PUNKCIJA IR DIRBANT SU KRAUJO SURINKIMO MEGINTUVELIAIS, DEVEKITE PIRSTINES, KAD SUMAZINTUMETE UZKRETIMO
RIZIKA.

2. Nuimkite adatos vozZtuvélio dangtelj.

3. |[kiSkite adatg j laikiklj. Uztikrinkite, kas adata yra gerai jstatyta ir neiSkris proceddros metu.

4. Uzdékite varztj (maks. 1 minute).

5. Paruoskite punkcijos vieta naudodami tinkama antiseptikg. NEPALPUOKITE VENOS PUNKCIJOS VIETOS PO DEZINFEKAVIMO.

6. Paciento ranka turi bati Zeméjancioje pozicijoje.

7. Nuimkite adatos apsauga. Atlikite venos punkcijg RANKA LAIKYDAMI ZEMEJANCIOJE POZICIJOJE, O MEGINTUVEL| LAIKYDAMI KAMSTELIU | VIRSY.
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8. |stumkite mégintuvelj j laikiklj ir ant adatos voZtuvélio, praduriant gumine diafragma. Mégintuvélj laikykite centrinéje pozicijoje praduriant kamstelj tam, kad
iSvengtuméte sienelés praddrimo ir prieslaikinio vakuumo netekimo.

9. NUIMKITE VARZT] ISKART, KAl KRAUJAS IMS TEKETI | MEGINTUVEL]. VENKITE, KAD MEGINTUVELIO TURINYS PALIESTY KAMSTEL| AR ADATOS
GALA PROCEDUROS METU.

PASTABA: Kraujas netycia gali nulaséti nuo adatos. Laikykités bendry saugumo taisykliy pavojaus minimalizavimui.

Jei kraujas neteka j mégintuvélj arba baigia tekéti neprisipildZius reikiamam tdriui, atlikite Zemiau nurodytus veiksmus:

a) Stumkite mégintuvélj j priekj tol, kol kamstelis bus tinkamai pradurtas. Visada laikykite mégintuvélj vienoje vietoje, spausdami ji nyks¢iu, kad uztikrintuméte
visiskg vakuumo praradima. Stebékite uzpildymo Zyma ant mégintuvélio. Galima +/-10% paklaida.

b) |sitikinkite, kad adatos pozicija venoje yra tinkama.
c) Jei kraujas vis tiek nebéga, pasalinkite §f mégintuvélj ir naudokite nauja.

d) Jei kraujas nebéga naudojant antrg mégintuvélj, iStraukite ir iSmeskite adatg. Pakartokite proceddrg nuo 1 etapo.

10. Kai pirmas mégintuvélis yra pripildytas ir kraujo ttkmé sumazéja, Svelniai iSimkite mégintuvélj i$ laikiklio.

11. |statykite kitg mégintuvélj j laikiklj, praduriant diafragma, kad prasidéty kraujo tékmé. Mégintuvélius be priedy naudokite pirma mégintuveéliy su priedais.
Ziarékite rekomenduojama surinkimo eiliskuma.

12. Svelniai pavartykite mégintuvélius i$kart po kraujo surinkimo, kad priedai ir kraujas gerai susimaisyty. Apsukite mégintuvélj aukstyn kojomis ir graZinkite j
prading pozicijg — tai vienas pilnas pavertimas.

PASTABA: Nepurtykite mégintuvéliy. Stiprus plakimas gali sukelti putojimg ar hemolize. Nepakankamas arba atidétas serumo mégintuvéliy vartymas gali sukelti
vélyvg kreséjimg. Mégintuvéliuose su antikoaguliantais nepakankamas maiS§ymas gali sukelti trombocity sulipima, kre$éjima ir (ar) neteisingus tyrimo rezultatus.
13. Kai tik kraujas baigia tekéti j paskutinj mégintuvelj, iSimkite adatg i$ venos, spauskite punkcijos vietg sausu steriliu tamponu tol, kol kraujas nebetekés. Jei
reikia, prasidéjus kreséjimui, apriskite rankg bintu.

PASTABA: Po venos punkcijos, ant kamstelio virSaus gali bati kraujo likuciy. Dirbant su mégintuvéliais, laikykités tinkamy atsargumo priemoniy, kad iSvengtuméte
kontakto su krauju. Laikiklis, uZterstas krauju, yra laikomas pavojingu ir turi bati nedelsiant utilizuojamas.

14. Panaudotg adatg ir laikiklj utilizuokite naudodami atitinkamus prietaisus. PAKARTOTINAI ADATOS NEUZKIMSKITE. Adatos dangtelio uzdéjimas padidina
isikarimo ir uzkrétimo rizika.

15. Laboratorija prisiima visg atsakomybe dél vieno mégintuvélio keitimo kitu patvirtinimo ir analitiniy rezultaty, gauty i§ paciento méginio, paveikimo.

PASTABA: mégintuveélius, ypatingai mégintuvélius serumui, laikykite vertikaliai.

Centrifugavimas

Isitikinkite, kad visi mégintuvéliai yra tinkamai patalpinti j centrifugg; neteisingas mégintuvéliy jstatymas gali sukelti VACUETTEe saugaus kamstelio atsiskyrima
nuo mégintuvélio.

PASTABA: CAT serumo atskyrimo mégintuvéliai su kre$éjimo aktyvatoriumi turi bati centrifuguojami per 30 minuciy po kraujo surinkimo , kad baty sumaZintas
kreséjimas (fibrino susidarymas) serume. Tai gali sukelti analizatoriaus uzter§ima ir klaidingus rezultatus.

Kraujas, surinktas is pacienty, kuriems yra taikoma antikoagulianty terapija ar i§ pacienty su koaguliacijos sutrikimais, gali kre$éti ilgiau nei 30 minuciy. Prie$
centrifugavimg, mégintuvéliuose serumui turi jvykti pilnas kreséjimas..

VACUETTE® CAT greito serumo atskyrimo mégintuvéliai gali bati centrifuguojami per 5 minutes po kraujo paémimo. Nepakankamas maiSymas gali sukelti
uZdelstg kre$éjimg VACUETTE® CAT greito serumo atskyrimo mégintuvéliuose.

Mégintuvélio tipas pavertimai Rekomenduojama g-jéga Laikas
(maisSymas) Santykiné centrifugavimo jéga (rcf) (min.)

Greito serumo atskyrimo mégintuvéliai 5-10x 1800 g 10
5-10x 3000 g 5

Serumo mégintuvéliai/su geliu 5-10x 1800 -2200g 10-15

EDTA mégintuvéliai/su geliu 5-10x 1800 -2200 g 10-15

Heparino plazmos/su geliu mégintuvéliai 5-10x 1800-2200g 10-15

Standartiniai gliukozés mégintuvéliai 5-10x 1800 -2200g 10-15

Homocisteino aptikimo mégintuvéliai 5-10x 2000 — 2200 g 10

VACUETTE® FC Mix mégintuvéliai 10x 1800 g 10

Koaguliacijos mégintuvéliai

- Trombocity tyrimai (PRP) 4-5x 150 g 5

- Rutininiai tyrimai (PPP) 4-5x 1500 — 2000 g 10

- Gilaus uz$aldymo plazmos paruosimas (PFP) 4-5x 2500 - 3000 g 20

Kiti centrifugavimo nustatymai irgi gali suteikti tinkamg atskyrima. Plazmos mégintuvéliai turi bati centrifuguojami prie aukstos g-jégos (pvz., 2200g). Tai turi bati
ivertinta ir patvirtinta laboratorijoje (pvz., padidinta g- jéga ir/ar sumazintas laikas).

Barjerai iSlieka stabilesni, jei mégintuvéliai yra centrifuguojami centrifugose su horizontaliais iSsukimo rotoriais nei su fiksuoto kampo rotoriumi.

PASTABA: jei gelio judéjimas néra adekvatus (ypac¢ dél hematokrito >50%), rekomenduojama naudoti didesne g-jéga ir prailginti centrifugavimo laika.
Centrifugavimas neturi biti atliekamas vésinamoje centrifugoje. Auksta temperattra gali neigiamai paveikti fizines gelio savybes. Geriausias serumo ir plazmos
naSumas yra prie 20°C-22°C temperataros.

PASTABA: gelio mégintuvéliai turi bati centrifuguojami ne véliau kaip po 2 valandy po kraujo surinkimo. ligesnis kraujo Igsteliy kontaktas su plazma gali sukelti
klaidingus analizés rezultatus. Susiformavus barjerui, nerekomenduojama i$ naujo atlikti centrifugavimo. Mégintuvéliy pakartotinis centrifugavimas gali pakenkti
gelio barjerui — gelio dalelés gali atsiskirti ir atsidurti supernatante.

VACUETTEe kamsteliai

VACUETTE® kraujo surinkimo sistema pasizymi unikaliais saugumo kamsteliais. Yra dvi skirtingos uzdarymo sistemos, pasirenkamos priklausomai nuo
mégintuvélio dydzio:

13mm mégintuvéliai: Premium ir neuzsukami kamsteliai

Premium kamsteliai yra pritaikyti naudojimui su VACUETTEe saugiais uzsukamais kamsteliais. Sukdami kamstelj pries$ laikrodZio rodykle nuimkite kamstelj
sukamuoju ir traukiamuoju judesiu. Kamstelis negali bati nuimamas traukiamuoju judesiu.

Neuzsukami kamsteliai irgi yra pritaikyti naudojimui su VACUETTEe saugiais uZsukamais kamsteliais. Kadangi kamstelis yra ne srieginis, jj galite nuimti paprastu
traukiamuoju judesiu.

16 mm meégintuvéliai: VACUETTEe saugus uZspaudziami kamsteliai — kamstelj nuimkite paprastu traukiamuoju judesiu.

Specialis Snap kamsteliai yra pagaminti tik i§ PE ir jais galima pakartotinai uzkimsti laikymui skirtus mégintuvélius.

ISmetimas

1. Laikykités bendryjy higienos reikalavimy ir vietiniy taisykliy dél tinkamo infekciniy medziagy utilizavimo.

2. Vienkartinés pirstinés sumazina infekcijos rizikg.

3. Uztersti ar pripildyti mégintuvéliai turi bati iSmetami j atitinkama biologinio pavojaus konteinerj, kuris véliau gali bati autoklavuojamas ar sudeginamas.
4. Utilizavimas turi bati atliekamas tam tikroje kremavimo jstaigoje arba atliekant autoklavavima (sterilizavimas garais).
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Informacija etiketéje

Katalogo numeris In vitro diagnostiné priemoné
Lot Partijos kodas E]i] Skaitykite naudojimo instrukcijg
E:I Galiojimo data 'I | || Gamintojas

Sterilizacija spinduliais i Temperattiros ribos

")) Nenaudoti pakartotinai

B
Nuorodos:

ISO / EN / ANSI/AAMI Standards

ISO 6710 “Single-use containers for venous blood specimen collection”

EN 14820"Single-use containers for human venous blood specimen collection”

1SO 11137 "Sterilisation of health care products — Requirements for validation and routine control — Radiation sterilisation”

Literatira:

C38-A "Control of Preanalytical Variation in Trace Element Determinations”, Approved Guideline

GP39-A6 " Tubes and Additives for Venous and Capillary Blood Specimen Collection ", Approved Standard - 6th Edition
GP41-ED7 "Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture", Approved Standard - 7th Edition
GP44-A4 "Procedures for the Handling and Processing of Blood Specimens for Common Laboratory Tests”, Approved Guideline
— 4th Edition

H21-A5 "Collection, Transport, and Processing of Blood Specimens for Testing Plasma-Based Coagulation Assays and Molecular
Hemostasis Assays", Approved Guideline - 5th Edition

H20-A2 "Reference Leukocyte (WBC) Differential Count (Proportional) and Evaluation of Instrumental Methods” Approved
Standard - 2nd Edition.

H26-A2 "Validation, Verification, and Quality Assurance of Automated Hematology Analyzers”, Approved Standard — 2nd Edition..

‘ Greiner Bio-One GmbH
Bad Haller str.32
4550 Kremmunster
Austrija
www.gbo.com/preanalytics
office@at.gbo.com
Tel.: +43 7583 6791
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VACUETTE®
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C€ Evacuated Blood Collection System @

For In Vitro Diagnostic Use

1pd1.17.5

Intended Use

VACUETTE® Blood Collection Tubes, Holders and Needles are used together as a system for the collection of venous blood.
VACUETTE® tubes are used to collect, transport, store and process blood for testing serum, plasma or whole blood in the clinical
laboratory and are for professional use.

Product Description

VACUETTE® tubes are plastic tubes with a pre-defined vacuum for exact draw volumes. They are fitted with colour-coded
VACUETTE® Safety Caps (see table below). The tubes, additive concentrations, volume of liquid additives, and their permitted
tolerances, as well as the blood-to-additive ratio, are in accordance with the requirements and recommendations of the
international standard ISO 6710 “Single-use containers for venous blood specimen collection”. Additive choice depends on the
analytical test method. It is specified by the manufacturer of the test reagents and/or instrument on which the test is performed.

Tube interiors are sterile.
VACUETTE® Safety Cap Colour Codes*

Description Safety Cap Colour Cap Inner Ring Colour
No Additive Tubes

Z No Additive white black
Coagulation Tubes

9NC Coagulation sodium citrate 3.2% light blue black

9NC Coagulation sodium citrate 3.8% light blue black

CTAD light blue yellow
Serum Tubes

CAT Serum Clot Activator red black

CAT Serum Sep Clot Activator (Gel Tubes) red yellow

CAT Serum Fast Sep orange yellow
Heparin Tubes

LH Lithium Heparin green black

LH Lithium Heparin Sep (Gel Tubes) green yellow

AH Ammonium Heparin green black

NH Sodium Heparin green black
EDTA Tubes (haematology)

K2E K2EDTA (also immuno haematology) lavender black

K3E K3EDTA (also immuno haematology) lavender black
EDTA Tubes (molecular diagnostics and viral load detection)

K2E K2EDTA lavender black

K2E K2EDTA Sep (Gel Tubes) lavender yellow
Glucose Tubes

FE Sodium Fluoride / EDTA (K2E / K3E) grey black

FX Sodium Fluoride / Potassium Oxalate grey black

LH Lithium Heparin and lodoacetate grey black

FH Sodium Fluoride / Sodium Heparin grey black

FC Mix Tubes %:?k/ E:th
Crossmatch Tubes

CAT Clot Activator pink black

K3E K3EDTA pink black
Blood Grouping Tubes

ACD-B yellow black

ACD-A yellow black

CPDA yellow black
Trace Element Tubes

NH Sodium Heparin royal blue black

Z No Additive royal blue black
ESR Tubes (IFU 980232)
Homocysteine Detection Tubes

Buffered sodium citrate / citric acid solution white red

(Tubes with smaller draw volumes of 1ml or 2 ml have a white inner ring.)

*Example of standard colours. Colour may vary for specific order numbers and/or due to local requirements.
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Coagulation Tubes and CTAD Tubes

VACUETTE® 9NC Coagulation Sodium Citrate Tubes are filled with buffered tri-sodium citrate solution. Citrate concentrations of
either 0.109 mol/l (3.2 %) or 0.129 mol/l (3.8 %) are available. The choice of the concentration depends upon the policies of the
laboratories. The mixing ratio is 1 part citrate to 9 parts blood.

VACUETTE® CTAD Tubes contain buffered citrate solution, theophylline, adenosine and dipyridamole.

Coagulation and CTAD tubes are used for coagulation tests.

Serum Tubes

All Serum Tubes are coated with micronized silica particles which activate clotting when tubes are gently inverted.

VACUETTE® CAT Serum Sep Tubes contain a barrier gel that is present in the bottom of the tube. The specific gravity of this
material lies between the blood clot and the serum. During centrifugation the barrier gel moves upward to the serum - clot interface,
where it forms a stable barrier separating the serum from fibrin and cells. Serum may be aspirated directly from the collection
tube, eliminating the need for transfer to another container.

Serum tubes are used for determinations in serum for routine clinical chemistry tests and hormones, serology,
immunohaematology and TDM. Therapeutic drugs (TDM) were partially tested in gel tubes (for more details consult studies on
https://www.gbo.com/preanalytics).

VACUETTE® CAT Serum Fast Sep Tubes are coated with a clotting activator containing thrombin to accelerate the clotting process.
They are used for determinations in serum for routine clinical chemistry tests. The product is not suitable for patients under heparin
or thrombin inhibitor therapy or fibrinogen deficiency. For more details on tested parameters consult studies on
http://www.gbo.com/preanalytics.

Heparin Tubes

The interior of the tube wall is coated with lithium heparin, ammonium heparin or sodium heparin. The anticoagulant heparin
activates antithrombin, thus blocking the coagulation cascade and producing a whole blood / plasma sample making it ideal for
rapid analysis and analysis of blood from patients under anticoagulant therapy.

VACUETTE® LH Lithium Heparin Sep Tubes contain a barrier gel in the tube. The specific gravity of this material lies between the
blood cells and plasma. During centrifugation the gel barrier moves upward providing a stable barrier separating the plasma from
cells. Plasma may be aspirated directly from the collection tube, eliminating the need for manual transfer to another container.
Heparin tubes are used for plasma determinations of routine clinical chemistry tests. Lithium determinations should not be
performed in Lithium Heparin tubes. Ammonium determinations should not be performed in Ammonium Heparin tubes. Sodium
determinations should not be performed in Sodium Heparin tubes.

EDTA Tubes

VACUETTE® K2E K2EDTA Tubes and VACUETTE® K3E K3EDTA Tubes are used for testing whole blood in haematology. EDTA
Tubes may also be used for routine immunohaematology testing i.e. red cell grouping, Rh typing and antibody screens, viral
marker testing in screening laboratories and molecular diagnostics. The interior of the tube wall is coated with either K2EDTA or
K3EDTA. The tube is also available with a liquid EDTA solution. The EDTA binds calcium ions thus blocking the coagulation
cascade. EDTA Tubes are used for testing whole blood in the clinical haematology laboratory within 24 hours at room temperature.
Blood smears should be prepared within four hours of blood collection.

VACUETTE® K2E K2EDTA Sep Tubes are used for testing plasma in molecular diagnostics and viral load detection.

Standard Glucose Tubes

These tubes are available with different additives. The tubes contain a stabilizer and an anticoagulant: Sodium Fluoride / K3EDTA,
Sodium Fluoride / Potassium Oxalate, Sodium Fluoride / Sodium Heparin. They are suitable for the analysis of glucose
concentration within 48 hrs. Please refer to the test kit instruction for the tube of choice, especially for lactate analysis.

VACUETTE® FC Mix Tubes

VACUETTE® FC Mix Tubes are used to stabilize the in-vivo glucose concentration in whole blood and/or plasma. They are sterile,

single-use, plastic evacuated tubes with VACUETTE® safety caps containing an additive mix of Na,EDTA, sodium fluoride, citric

acid and sodium citrate. Proper mixing (10x) is important! VACUETTE® FC Mix Tubes (Primary Tubes) can be stored after correct

inversion for up to 24 hours at room temperature without centrifugation.

. Should the tubes be expected to be stored longer than 24 hours at room temperature, samples should be centrifuged
immediately after blood collection in order to be stored for up to 48 hours at room temperature.

. Centrifuged aliquots from VACUETTE® FC Mix Tubes can be stored for up to 48 hours at room temperature. Tubes should
be centrifuged as soon as possible.

. Cooling of the samples (4-8°C, 39—-46°F) is also suitable for 48 hours glucose stabilization.

Crossmatch Tubes

Crossmatch Tubes are available in two different versions. One tube type contains clot activator used for crossmatch tests with
serum, while the other type contains K3EDTA and is used for crossmatch tests with whole blood. The field of application is
crossmatching.

Blood Grouping Tubes

Blood Grouping Tubes are available with ACD (Acid Citrate Dextrose) solutions in two formulations (VACUETTE® ACD-A or
VACUETTE® ACD-B) or with CPDA solution (Citrate Phosphate Dextrose Adenin). Blood Grouping Tubes are used for blood
grouping tests or cell preservation.

Trace Element Tubes

Trace Element Tubes contain sodium heparin or no additive and are used to test trace elements. VACUETTE® Trace Element Z No
Additive Tubes do not contain a clot activator and have to remain in an upright position until the blood has fully clotted. Before
determination of trace element all devices used in collection, transportation and storage should be evaluated. A blank measure
for each tube lot must be carried out beforehand.
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VACUETTE® Homocysteine Detection Tubes

VACUETTE® Homocysteine Detection Tubes contain a buffered sodium citrate / citric acid solution (pH=4.2) to stabilize
homocysteine in whole blood. During blood collection, ensure complete filling of tubes (to the fill mark). Gently invert the tubes 5-
10 times immediately after blood collection to reach a proper mix of additive and blood.

The analysis result of the homocysteine concentration must be multiplied by the factor 1.11 to compensate for dilution by the
citrate. In some cases, the factor may be subject to natural, physiological fluctuations. Not suitable for enzymatic test methods.
Assay evaluations show that there is not always compatibility. Therefore the assay compatibility should be verified prior to use.
Incompatibility could lead to erroneous or invalid test results.

No Additive Tubes
VACUETTE® Z No Additive Tubes do neither contain any anticoagulant nor clot activator but are evacuated and the interior is sterile.
They can be used as discard tubes or for the collection of blood.

VACUETTE® Precautions/Cautions

1. Do not use tubes if foreign matter is present!

2. Handle all biological samples and blood collection “sharps” (lancets, needles, luer adapters, and blood collection sets)
according to the policies and procedures of your facility.

3. Obtain appropriate medical attention in the case of any exposure to biological samples (for example, through a puncture
injury), since they may transmit HIV (AIDS), viral hepatitis, or other bloodborne pathogens.

4. Discard all blood collection “sharps” in biohazard containers approved for their disposal.

5. Transferring a sample from a syringe to a tube is not recommended. Additional manipulation of sharps increases the potential
for needlestick injury. In addition, depressing the syringe plunger during transfer can create a positive pressure, forcefully
displacing the stopper and sample and causing potential blood exposure. Using a syringe for blood transfer may also cause
over or under filling of tubes, resulting in an incorrect blood-to-additive ratio and potentially incorrect analysis results.

6. If blood is collected through an intravenous (V) line, ensure that the line has been cleared of IV solution before beginning to
fill blood collection tubes. This is critical to avoid erroneous laboratory data from 1V fluid contamination.

7. Do not use tubes containing lithium iodoacetate if they become coated with a yellow film along the tube walls.

8. Liquid preservatives and anticoagulants are clear and colourless. CPDA tubes contain a yellowish liquid, the clot activator
may appear white and EDTA tubes may have a slightly white to yellow appearance which does not affect the performance
of these tubes.

9. Tubes with visible floating clots occurrence increases when centrifugation conditions are not followed according to
recommended g-force and/or time.

10. Do not use tubes after their expiration date.

Storage

Store tubes at 4-25°C (40-77°F).
NOTE: Avoid exposure to direct sunlight. Exceeding the maximum recommended storage temperature may lead to impairment of
the tube quality (i.e. vacuum loss, drying out of liquid additives, colouring, etc.)

Limitations

1. Referto the instrument assay instructions for use for information on the correct sample material, correct storage and stability.

2. Heparin plasma should be separated from cells within 2 hours, either by collection and centrifugation with a gel tube or by
transferring plasma into a secondary container if a gel tubes is not used.

3. Assay compatibility for the VACUETTE® Homocysteine Detection Tube is not ensured in every case (e.g. in case of enzymatic

methods). Please verify the compatibility prior to use. If there is no assay compatibility, it could lead to false or invalid analysis

results. For more details visit www.gbo.com/preanalytics - section homocysteine tubes.

Not all therapeutic drugs have been tested. Consult studies on www.gho.com/preanalytics

Vitamin D3 determination by HPLC cannot be carried out with all gel tubes.

Serum tubes are not suitable for the determination of trace elements such as Ag, Al, As, Ba, Be, Cd, Cr, Co, Cu, Hg, I, Li,

Mn, Mo, Ni, Pb, Se, Sb, Sn, Te, Th, Tl, U, Zn.

7. VACUETTE® CAT Serum Fast Sep Tubes with visible floating clots lead to deviations in LDH values.

8. Fluoride is known to cause an increase in haemolysis. For further information on substances that may interfere, please
consult the assay instructions for use.

oA

Specimen Collection and Handling

READ THIS ENTIRE DOCUMENT BEFORE PERFORMING VENIPUNCTURE.
Equipment required for specimen collection.

Be sure that the following materials are readily accessible before performing venipuncture:
All necessary tubes, identified for size, draw and additive

Disposable gloves and personal protective equipment

Labels for positive patient identification of samples

Blood collection needles and holders

NOTE: VACUETTE® blood collection needles are designed for optimal use with holders from Greiner Bio-One. The use of
holders from other manufacturers is under the responsibility of the user.

Alcohol swab for cleansing site

Tourniquet

Adhesive plaster or bandage

Sharps disposal container for safe disposal of used material

PR
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Recommended Order of Draw: (based on: CLSI GP41-ED7)

Blood culture

Sodium Citrate

Serum / Serum Sep / Serum Fast Sep (Clot activator)

Heparin / Heparin Sep

EDTA / EDTA Sep

Glycolytic inhibitor tubes

Other additives

NOTE: If a winged blood collection set is used, the first tube in the series will be under-filled. Therefore, if a Sodium Citrate
specimen is drawn first, a discard tube (No Additive) is recommended to be drawn prior to this tube to ensure the proper additive-
to-blood ratio. In addition, even though studies have shown that PT and aPTT tests are not affected if drawn first in a tube series,
it is advisable to draw a second tube for other coagulation assays, since it is not known whether or not these tests will be affected.
NOTE: Always follow your facility's protocol for order of draw

NOTE: For VACUETTE® Trace Element Tubes (Sodium Heparin) we recommend a separate blood collection to avoid contamination
of the samples.

~NOoO O WNPRE

Prevention of Backflow

Most evacuated blood collection tubes contain chemical additives. Therefore, it is important to avoid possible backflow from the
tube, due to the possibility of adverse patient reactions. To prevent backflow from tube into the patient’'s arm, observe the following
precautions:

1. Place patient’s arm in a downward position.

2. Hold tube with the cap uppermost.

3. Release tourniquet as soon as blood starts to flow into tube.

4.  Make sure tube contents do not touch cap or end of the needle during venipuncture.

Freezing/ Thawing

Filled tubes withstand a freezing down to -80°C. It is recommended to keep the samples in the refrigerator for 2 hours prior to
freezing. Freeze centrifuged gel tubes upright in an open metal rack at -20°C for 2 2 hours. The tubes can remain at -20°C or be
transferred to -80°C. After thawing, mix the sample thoroughly prior to analysis. To achieve perfectly clean heparin plasma, thawed
samples should be aliquoted and centrifuged. For long-term storage, it is recommended to use special cryo vials. Users should
also establish their own freezing protocol.

High Altitude
For collection at high altitude (1600 m/5250 ft or 3000 m/9850 ft) we recommend high altitude tubes. The vacuum in these tubes
compensates for the lower outer pressure.

Venipuncture Technique

WEAR GLOVES DURING VENIPUNCTURE AND WHEN HANDLING BLOOD COLLECTION TUBES TO MINIMIZE EXPOSURE
HAZARD.

Select tube or tubes appropriate for required specimen.

Remove the cover over the valve section of the needle.

Thread the needle into the holder. Be sure needle is firmly seated to ensure needle does not unthread during use.

Apply tourniquet as necessary (max. 1 minute)

Prepare venipuncture site with an appropriate antiseptic. DO NOT PALPATE VENIPUNCTURE AREA AFTER CLEANSING.
Place patient’s arm in a downward position.

Remove needle shield. Perform venipuncture WITH ARM DOWNWARD AND TUBE CAP UPPER-MOST.

Push tube into the holder and onto the needle valve puncturing the rubber diaphragm. Centre tubes in holder when
penetrating the cap to prevent sidewall penetration and subsequent premature vacuum loss.

9. REMOVE TOURNIQUET AS SOON AS BLOOD APPEARS IN TUBE. DO NOT ALLOW CONTENTS OF TUBE TO

CONTACT THE CAP OR END OF THE NEEDLE DURING PROCEDURE.

NOTE: Blood may occasionally leak from the needle sleeve. Practice universal standard precautions to minimize hazard

exposure.

If no blood flows into tube or if blood flow ceases before an adequate specimen is collected, the following steps are suggested

to complete satisfactory collection:

a) Ensure the tube is pushed fully forward in the holder. Hold in place by pressing the tube with the thumb or finger to ensure
complete vacuum draw. The fill mark allows for visual control of the correct filling of the tube A tolerance of +/-10% is
allowed.

b) Confirm correct position of needle in vein.

c) If blood still does not flow, remove tube and place new tube onto the holder.

d) If second tube does not draw, remove needle and discard. Repeat procedure from step 1.

10. When the first tube is full and blood flow ceases, gently remove it from holder.

11. Place succeeding tubes in holder, puncturing diaphragm to begin flow. Draw tubes without additives before tubes with
additives. See recommended Order of Draw.

12. Gently invert the tubes immediately after blood collection to reach a proper mix of additive and blood. Turn the filled tube
upside-down and return it to upright position. This is one complete inversion.

NOTE: Do not shake the tubes. Vigorous mixing may cause foaming or haemolysis. Insufficient mixing or delayed mixing in

serum tubes may result in delayed clotting. In tubes with anticoagulants, inadequate mixing may result in platelet clumping,

clotting and /or incorrect test results.
13. Assoon as blood stops flowing in the last tube, remove the tube and then the needle from vein, applying pressure to puncture
site with dry sterile swab until bleeding stops. Once clotting has occurred, apply bandage if desired.

NOTE: After venipuncture, the top of the cap may contain residual blood. Take proper precautions when handling tubes to

avoid contact with this blood. Any needle holder that becomes contaminated with blood is considered hazardous and should

be disposed of immediately.
14. Dispose of the used needle with holder using an appropriate disposal device. DO NOT RECAP. Recapping of needles
increases the risk of needle stick injury and blood exposure.

ONoO~WNE
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15. It is the laboratory’s ultimate responsibility to verify that a change from one tube to another does not significantly affect
analytical results obtained from patient samples.

NOTE: Keep the tubes, especially serum, in an upright position.

Centrifugation

Ensure that tubes are properly seated in the centrifuge carrier; incomplete seating could result in the separation of the VACUETTE®
Safety Cap from the tube.

NOTE: VACUETTE® CAT Serum (Sep) Clot Activator Tubes should be centrifuged at the earliest 30 minutes after blood collection
to minimize post clotting (fibrin build up) in serum. This could lead to contamination of the analyser and to erroneous results.
Blood from patients under anticoagulant therapy or patients with coagulation disorders might need longer than 30 minutes to clot.
Serum tubes should be allowed to fully clot prior to centrifugation.

VACUETTE® CAT Serum Fast Sep Tubes can be centrifuged 5 minutes after blood collection. Inadequate mixing may lead to post
clotting in VACUETTE® CAT Serum Fast Sep Tubes.

Tube Type Inve_rs_,ions R_ecommended g-force Time

(mixing) relative centrifugal force (rcf) (min)
1800 g 10

Serum Fast Sep 5-10x 3000 g 5

Serum Tubes / with Sep

EDTA Tubes / with Sep

Heparin Plasma Tubes / with Sep 5-10x 1800 - 22009 10-15

Standard Glucose Tubes

Homocystein Detection Tubes 2000 — 2200 g 10

VACUETTE® FC Mix Tubes 10x 1800 g 10

Coagulation Tubes

- Platelet tests (PRP) 1509 5

- Routine tests (PPP) 4-5x 1500 — 2000 g 10

- Preparation for deep freeze plasma (PFP) 2500 — 3000 g 20

Other centrifugation settings may also provide acceptable separation. Plasma tubes should ideally be centrifuged at high g-force
(e.g. 2200g). It should be evaluated and validated by the laboratory (e.g. increased g-force and/or decreased time).

Barriers are more stable when tubes are spun in centrifuges with horizontal swing-out rotors rather than those with fixed angle
heads.

NOTE: If the gel movement is occasionally not adequate (especially due to a haematocrit >50%), it is recommended to use a
higher g-force and longer centrifugation time.

Centrifugation should be done in a cooled centrifuge. Higher temperatures could have negative effects on the physical properties
of the gel. The yield of serum or plasma is ideal at 20°C-22°C (68°F-72°F).

NOTE: Tubes should be centrifuged no later than 2 hours after collection. Extended contact of blood cells with the serum or
plasma, may lead to erroneous analysis results, hence centrifugation might be necessary sooner depending on the analyte. It is
not recommended to re-centrifuge gel tubes once the barrier has been formed. The debris underneath the gel might contaminate
the supernatant.

VACUETTE® Caps

The VACUETTE® blood collection system features a unique safety cap design. There are two different closure systems available
depending on the size of the tube:

13mm tubes: Premium and non-ridged tubes

Premium tubes are fitted with a VACUETTE® Safety Screw Cap. Remove the cap from the tube by twisting in an anti-clockwise
direction. The cap cannot be removed by a simple pull action.

Non-ridged tubes are also fitted with a VACUETTE® Safety Screw Cap. However, because of the absence of ridges on the tubes,
the cap can be removed by a simple pull action.

16 mm tubes: VACUETTE® Safety Grip Cap — Remove the cap from the tube with a simple pull action.

Special Snap Caps made of only PE are available to recap the tubes for storing.

Disposal

1. The general hygiene guidelines and legal regulations for the proper disposal of infectious material should be considered and
followed.

2. Disposable gloves prevent the risk of infection.

3. Contaminated or filled blood collection tubes must be disposed of in suitable biohazard disposal containers, which can then
be autoclaved and incinerated afterwards.

4. Disposal should take place in an appropriate incineration facility or through autoclaving (steam sterilisation).
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Label Information

d Manufacturer /ﬂ/ Temperature limit
E Use-by date ® Do not re-use

LoT Batch code El:i:l Consult instructions for use
Catalogue number In vitro diagnostic medical device
ﬂ Sterilized using irradiation

References:

ISO / EN / ANSI/AAMI Standards

ISO 6710 “Single-use containers for venous blood specimen collection”

EN 14820 “Single-use containers for human venous blood specimen collection”

ISO 11137 "Sterilisation of health care products — Requirements for validation and routine control — Radiation sterilisation”

Literature:

C38-A "Control of Preanalytical Variation in Trace Element Determinations”, Approved Guideline

GP39-A6 " Tubes and Additives for Venous and Capillary Blood Specimen Collection ", Approved Standard - 6th Edition
GP41-ED7 "Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture", Approved Standard - 7th Edition
GP44-A4 "Procedures for the Handling and Processing of Blood Specimens for Common Laboratory Tests”, Approved Guideline
— 4th Edition

H21-A5 "Collection, Transport, and Processing of Blood Specimens for Testing Plasma-Based Coagulation Assays and Molecular
Hemostasis Assays", Approved Guideline - 5th Edition

H20-A2 "Reference Leukocyte (WBC) Differential Count (Proportional) and Evaluation of Instrumental Methods” Approved
Standard - 2nd Edition.

H26-A2 "Validation, Verification, and Quality Assurance of Automated Hematology Analyzers”, Approved Standard — 2nd Edition.

Greiner Bio-One GmbH Wf\;yw.gbo.c%m/preanalﬁics
“ Bad Haller Str. 32 office@at.gbo.com
; Ph 43 7583 6791
4550 Kremsmiinster, Austria one +
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e step chead B / g reiner bio-one

ce Vakuuminé kraujo surinkimo sistema
In vitro diagnostiniam naudojimui

Paskirtis
VACUETTE® kraujo surinkimo mégintuvéliai, laikikliai ir adatos yra naudojami kartu kaip sistema veninio kraujo surinkimui. VACUETTE® meégintuveéliai yra skirti
surinkti, transportuoti, laikyti ir paruosti kraujg serumo, plazmos ar bendro kraujo tyrimui klinikinéje laboratorijoje ir yra skirti profesionaliam naudojimui.

Produkto apraSymas

VACUETTE® yra plastikiniai mégintuvéliai su fiksuotu vakuumo kiekiu tiksliam tario jtraukimui. Jie yra su spalvotais VACUETTE® Safety (saugiais) kamsteliais (Zr.
Zemiau esancig lentelg). Mégintuvéliai, priedy koncentracijos, skysty priedy tariai ir jy leidZziami nuokrypiai bei kraujo ir priedy santykis atitinka tarptautinio
standarto ISO 6710 “Vienkartiniai veninio kraujo méginiy surinkimo konteineriai” rekomendacijas. Priedy pasirinkimas priklauso nuo analitinio tyrimo metodo.
Tyrimo metoda nurodo reagenty ir (ar) instrumento, su kuriuo yra atliekamas tyrimas, gamintojas. Mégintuvélio vidiné dalis yra sterili.

VACUETTE® SAFETY Kamsteliy spalviniai kodai*

Aprasymas SAFETY (saugaus) kamstelio spalva  Kamstelio vidinio Ziedo spalva
Mégintuvéliai be priedy
Z Be priedy balta juoda
Koaguliacijos mégintuvéliai
9NC Natrio citratas 3.2% koaguliacijai Sviesiai mélyna juoda
9NC Natrio citratas 3.8% koaguliacijai Sviesiai mélyna juoda
CTAD Sviesiai mélyna geltona
Serumo mégintuvéliai
CAT Kreséjimo aktyvatorius serumui raudona juoda
CAT Kreséjimo aktyvatorius ir gelis serumui (mégintuvéliai su geliu) raudona geltona
CAT greitas serumo atskyrimas oranziné geltona
Heparino mégintuvéliai
LH Li¢io heparinas Zalia juoda
LH Li¢io heparinas ir gelis (mégintuvéliai su geliu) Zalia geltona
AH Amonio heparinas Zalia juoda
NH Natrio heparinas Zalia juoda
EDTA mégintuvéliai (hematologija)
K2E K2EDTA (taip pat imunohematologija) Sviesiai violetiné juoda
K3E K3EDTA (taip pat imunohematologija Sviesiai violetiné juoda
EDTA mégintuvéliai (molekuliné diagnostika ir virusy aptikimas)
K2E K2EDTA Sviesiai violetiné juoda
K2E K2EDTA ir gelis (mégintuvéliai su geliu) Sviesiai violetiné geltona
Gliukozés mégintuvéliai
FE Natrio fluoridas/EDTA (K2E/K3E) pilka juoda
FX Natrio fluoridas/kalio oksalatas pilka juoda
LH Li¢io heparinas ir jodo acetatas pilka juoda
FH Natrio fluoridas / natrio heparinas pilka juoda
FC Mix mégintuvéliai pilka juoda
rausva juoda
Kryzminio suderinamumo mégintuvéliai
CAT Kreseéjimo aktyvatorius rausva juoda
K3E K3EDTA rausva juoda
Kraujo grupiy nustatymo mégintuvéliai
ACD-B geltona juoda
ACD-A geltona juoda
CPDA geltona juoda
Mégintuvéliai sunkiujy metaly nustatymui
NH Natrio heparinas mélyna juoda
Z Be priedy mélyna juoda

ESR mégintuvéliai (IFU 980232)
Homocisteino aptikimo mégintuvéliai
Buferizuotas natrio citratas/citriny rigsties tirpalas balta raudona

(Mégintuvéliai su baltu vidiniu kamstelio Ziedu paprastai turi mazesnj surinkimo tdrj, pvz.,1ml ar 2 ml.)
* Standartiniy spalvy pavyzdziai. Spalva gali skirtis specifiniams uzsakymo numeriams ir (ar) dél vietiniy reikalavimy.

Koaguliacijos mégintuvéliai ir CTAD mégintuvéliai

VACUETTE® 9NC koaguliacijos mégintuvéliai su natrio citratu yra uzpildyti buferio tri-natrio citrato tirpalu. Yra galimos 0.109 mol/l (3.2 %) arba
0.129 mol/l (3.8 %) koncentracijos. Koncentracijos pasirinkimas priklauso nuo laboratorijos veiklos. Mai§ymo santykis: 1 dalis citrato ir 9 dalys kraujo.
VACUETTEe CTAD mégintuvéliai su buferio citrato tirpalu, teofilinu, adenozinu ir dipiridamoliu.

Koaguliacijos ir CTAD mégintuvéliai yra naudojami koaguliacijos tyrimuose.

Serumo mégintuvéliai

Visi serumo mégintuvéliai yra padengti mikronizuotomis silicio dioksido dalelémis, kurios aktyvuoja kreSéjima, kai mégintuvélis yra Svelniai pavartomas.
VACUETTEe CAT serumo mégintuvélio su geliu apacioje yra gelio barjeras. Sios medziagos specifinis svoris yra tarp kraujo kresulio ir serumo. Atliekant
centrifugavima, gelio barjeras pasislenka link serumo — kre$éjimo sanddra, kur susiformuoja stabilus barjeras, skiriantis seruma nuo fibrino ir Igsteliy. Serumas gali
bati aspiruojamas tiesiogiai i$ surinkimo mégintuvélio, nenaudojant kito konteinerio.

Serumo mégintuvéliai yra naudojami serumo tyrimams rutininiuose klinikiniuose chemijos ir hormony tyrimuose, serologijoje, imunohematologijoje ir TDM. TDM
(terapijai skirti vaistai) buvo dalinai tirti mégintuvéliuose su geliu (i§samesné informacija pateikta atlikty studijy ataskaitose, kurias rasite apsilanke

www.gbo.com/preanalytics).
VACUETTEe CAT greito serumo atskyrimo mégintuvéliai yra padengti kre$éjimo aktyvatoriumi su trombinu, kre$éjimo proceso pagreitinimui.

980200_Rev22_09-2018


RemigijusGegeleviĊiu
Callout
1 p.d 1.17.5

RemigijusGegeleviĊiu
Line


Jie yra naudojami serumo tyrimams rutininiuose klinikiniuose chemijos tyrimuose. Produkto negalima naudoti pacientams, kuriems yra taikomas gydymas heparino
ar trombino inhibitoriais ar sergantiems fibrinogeny nepakankamumu. ISsamesné informacija pateikta atlikty studijy ataskaitose, kurias rasite apsilanke
www.gbo.com/preanalytics.

Heparino mégintuvéliai

Vidiné mégintuvélio sienelé yra padengta li¢io heparinu, amonio heparinu ar natrio heparinu. Antikoaguliantas heparinas aktyvuoja antitrombinus ir blokuoja
koaguliacijos kaskadg bei i$laiko bendro kraujo/plazmos méginus vietoj sukreséjusio kraujo ir serumo, kas suteikia galimybe atlikti greitg tyrima bei istirti kraujg
pacienty, kuriems yra taikomas gydymas antikoaguliantais.

VACUETTEe LH mégqintuvéliai su li€io heparinu ir geliu viduje turi gelio barjera. Specifinis Sios medziagos svoris yra tarp kraujo Igsteliy ir plazmos. Atliekant
centrifugacijg, gelio barjeras pasislenka j virSy ir suformuoja stabily barjera, atskiriantj plazmg nuo Igsteliy. Plazma gali bati aspiruojama tiesiogiai i$ surinkimo
meégintuvélio, nenaudojant kito konteinerio.

Heparino mégintuvéliai yra naudojami plazmos tyrimams rutininiuose klinikiniuose chemijos tyrimuose. Li¢io nustatymai neturi bati atliekami li¢io heparino
meégintuvéliuose. Amonio nustatymai neturi bati atliekami amonio heparino mégintuvéliuose. Natrio nustatymas neturi bati atliekamas natrio heparino
meégintuvéliuose.

EDTA mégintuvéliai

VACUETTEe K2E EDTA mégintuvéliai ir VACUETTEe K3E EDTA mégintuvéliai yra naudojami hematologijoje tiriant bendrg kraujg. EDTA mégintuvéliai gali bati
naudojami rutininés imunohematologijos tyrimuose, t.y. eritrocity grupavime, Rh tipo nustatyme ir antikliny nustatyme, virusiniy Zymeny tyrime laboratorijose bei
molekulinéje diagnostikoje. Vidiné mégintuvélio pusé yra padengta K2EDTA arba K3EDTA. Galima jsigyti mégintuvéliy su skystu EDTA tirpalu. EDTA suriSa kalcio
jonus ir blokuoja koaguliacijos kaskadg. EDTA mégintuvéliai yra skirti bendro kraujo iStyrimui klinikinéje hematologijos laboratorijoje per 24 valandas, laikant
kambario temperatdroje. Kraujo tepinéliai turi bati ruoSiami per keturias valandas po kraujo paémimo.

VACUETTEe K2E EDTA mégintuvéliai su geliu yra naudojami plazmos tyrime molekulinéje diagnostikoje ir virusy aptikime.

Standartiniai gliukozés mégintuvéliai

Gliukozés mégintuveélius galima jsigyti su jvairiais priedais. Mégintuvéliai turi antikoagulianta ir stabilizatoriy: natrio fluoridas/ K3EDTA, natrio fluoridas / kalio
oksalatas, natrio fluoridas/natrio heparinas. Gliukozés mégintuvéliai yra tinkami gliukozés koncentracijos nustatymui per 48 valandas. Skaitykite tyrimo rinkinio
instrukcijg dél mégintuveéliy pasirinkimo, ypa¢ tiriant laktatus.

VACUETTE® FC Mix Tubes

VACUETTE® FC Mix mégintuvéliai in-vivo gliukozés koncentracijos stabilizavimui bendrame kraujyje ir/ar plazmoje. Tai yra sterilGs, vienkartinio naudojimo,
plastikiniai mégintuvéliai su vakuumu ir VACUETTE® saugiais kam$teliais. Mégintuvéliuose yra iy priedy misinys: Na2EDTA, natrio fluorido, citriny ragsties ir
natrio citrato. Labai svarbu tinkamai iSmaisyti (10x)! VACUETTE® FC Mix mégintuvéliai (pirminiai mégintuvéliai) po tinkamo pavartymo gali bati laikomi iki 24
valandy kambario temperatiroje be centrifugavimo.

« Jei mégintuvélius reikia laikyti ilgiau nei 24 valandas kambario temperatdroje, méginiai turi bati centrifuguojami iSkart po paémimo. Tuomet jie kambario
temperataroje gali bati laikomi iki 48 valandy.

« Centrifuguotos alikvotos i§ VACUETTE® FC Mix mégintuvéliy gali bati laikomos iki 48 valandy kambario temperataroje. Mégintuvéliai turi bati centrifuguojami
kaip jmanoma greiciau.

« Méginius galima Saldyti (4-8°C, 39-46°F) 48 valandas gliukozés stabilizavimui.

Kryzminio suderinamumo mégintuvéliai
KryZminés reakcijos mégintuvéliai yra dviejy skirtingy tipy. Vienas mégintuvélio tipas turi aktyvatoriy, kurio pagalba yra atliekamas kryZminés reakcijos tyrimas su
serumu, o kitas tipas turi K3EDTA ir yra naudojamas kryZminio suderinamumo tyrimams bendrame kraujyje. Taikymo sritis yra kryZminio suderinamumo tyrimai.

Kraujo grupiy nustatymo mégintuvéliai

Kraujo grupiy nustatymo mégintuvélius galima jsigyti su ACD (Acid Citrat Dextrose/rligsties citrato dekstrozés) tirpalais dviem formulémis (VACUETTEe ACD-A ar
VACUETTEeACD-B) ar su CPDA tirpalu (Citrate Phosphate Dextrose Adenin/citrato fosfato dekstrozés adeninas). Kraujo grupavimo mégintuvéliai yra naudojami
kraujo grupiy nustatymo tyrimams arba Igsteliy konservavimui.

Mégintuvéliai sunkiyjy metaly nustatymui

Mégintuvéliai sunkiyjy metaly nustatymui turi natrio heparino arba yra be priedy ir yra naudojami sunkiyjy metaly nustatymo tyrimuose. VACUETTEe mégintuvéliai
Z sunkiyjy metaly nustatymui neturi kreSéjimo aktyvatoriaus ir privalo bati laikomi vertikaliai, kol kraujas pilnai sukreSa. Prie$ nustatant sunkiuosius metalus, turi
bati jvertintos visos priemonés, naudotos kraujo paémimui, transportavimui ir laikymui. Kiekvienai mégintuvéliy partijai i$ anksto reikia atlikti tusciajj (blank)
matavima.

VACUETTE® Hemocisteino aptikimo meégintuvéliai

VACUETTE® Homocisteino aptikimo mégintuvéliy sudétyje yra buferizuoto natrio citrato/citriny ragsties tirpalo (pH=4,2), kad bendrame kraujyje baty galima
stabilizuoti homocisteing. Kraujo surinkimo tinkamai metu tinkamai uzpildykite mégintuvélius (iki uZpildymo Zymos). Mégintuvélius Svelniai 5-10 karty pavartykite
iSkart po kraujo surinkimo, kad kraujas ir mégintuvélyje esantis priedas gerai susimaisyty.

Homocisteino koncentracijos tyrimo rezultatas turi bati padaugintas i$ 1.11 faktoriaus, kad baty kompensuotas skiedimas citratu. Kai kuriais atvejais faktorius gali
bati jtakotas natdraliy, fiziologiniy svyravimy. Netinka fermentiniy tyrimy metodams. Tyrimo vertinimas parodé, jog suderinamumas yra ne visada. Todél, tyrimy
suderinamumas turi biti patvirtintas prie$ naudojima. Nesuderinamumas gali sukelti klaidingy ar negaliojanciy tyrimy atsiradima.

Mégintuvéliai be priedy
VACUETTE® Z mégintuvéliai be priedy neturi antikoagulianty ar kre$éjimo aktyvatoriy, taciau yra vakuuminiai, o vidiné dalis yra sterili. Jie gali bati naudojami kaip
atlieky mégintuvéliai ar kraujo paémimo mégintuvéliai.

VACUETTE® |spéjimai/atsargumo priemonés

1. Nenaudokite mégintuvélio, jei jame pastebéjote pasalines medziagas!

2. Dirbdami su visais biologiniais méginiais ir astriomis kraujo paémimo priemonémis (lancetais, adatomis, luer adapteriais ir kraujo surinkimo komplektais)
laikykités savo jstaigos darbo proceddry ir politikos.

3. Bikite atidds dirbdami su biologiniais méginiais (pvz., punkcijos metu), kadangi jie gali pernesti ZIV (AIDS), virusinj hepatitg bei kitus kraujo patogenus.

4. Visas astrias kraujo paémimo priemones iSmeskite | biorizikos konteinerius, skirtus jy utilizavimui.

5. Néra rekomenduojamas kraujo perkélimas i$ SvirkSto j mégintuveélj. Tokiu atveju padidéja jsidarimo rizika. Be to, perneSimo metu spaudziama $virksto kojelé
sukelia teigiamg spaudima, kuris jéga i§stumia kamstelj ir méginj bei sukelia kontakto su krauju rizikg. Svirk$to naudojimas perkeliant krauja taipogi gali jtakoti
meégintuvéliy nepripildyma arba perpildyma, kas sukelia netiksly kraujo ir priedo santykj ir neteisingg rezultaty analize.

6. Jei kraujas yra surenkamas per intravenine (IV) linijg, prie$ pradedant uZpildyti kraujo surinkimo mégintuvélius, uztikrinkite, kad i$ Sios linijos buvo pasalintas IV
tirpalas. Batina iSvengti klaidingy laboratorijos duomeny dél uzter§imo IV skysgiu.

7. Nenaudokite mégintuvéliy su li¢io jodo acetatu, jei jy sienelés pasidengé geltona plévele.

8. Visi skysti konservantai ir antikoaguliantai yra skaidris ir bespalviai. CPDA mégintuvéliuose yra gelsvas skystis, kre$éjimo aktyvatorius gali bati baltas, o EDTA
meégintuvéliy skystis gali bati nuo balk§vos iki geltonos spalvos, kas visiSkai nejtakoja ju veiksmingumo.

9. Jei néra laikomasi rekomenduojamos centrifugavimo galios ir (ar) laiko, mégintuvéliuose gali atsirasti plaukiojanéiy kresuliy.
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9. Nenaudokite mégintuvéliy pasibaigus jy galiojimo datai.

Laikymas

Mégintuvélius laikykite prie 4-25°C (40-77° F).

PASTABA: Nelaikykite tiesioginés saulés spinduliuose. Virsijus rekomenduojama laikymo temperatirg, bus pakenkta mégintuvélio kokybei (t.y. vakuumo
netekimas, skysty priedy i§dziavimas, nusidazymas, ir t.t.).

Apribojimai

1. Informacijg apie tinkamg méginio medziaga, laikymg ir stabiluma rasite instrumento naudojimo instrukcijoje.

2. Plazma su heparinu turi bati atskiriama nuo lIgsteliy per 2 valandas centrifuguojant mégintuvélius su geliu arba perkeliant plazma j antrinj konteinerj (jei
meégintuvéliai su geliu néra naudojami).

3. Tyrimo suderinamumas su VACUETTE® homocisteino aptikimo mégintuvéliu néra uztikrinamas kiekvienu atveju (pvz., fermentiniy metody atveju). Pries
naudojimg, pasitvirtinkite suderinamuma. Jei néra suderinamumo su tyrimu, bus didelé klaidingy ar negaliojanéiy rezultaty tikimybé. I$samesne informacijg rasite
www.gbo.com/preanalytics - skyrius apie homocisteino mégintuvélius.

4. Ne visi terapijai skirti vaistai yra itirti. Atlikty studijy apraSymus rasite www.gbo.com/preanalytics.

5. Vitamino D3 nustatymas naudojant HPLC negali bati atliekamas su visais gelio mégintuvéliais.

6. |prasti mégintuvéliai serumui néra tinkami kai kuriy sunkiyjy metaly pédsaky aptikimui: Ag, Al, As, Ba, Be, Cd, Cr, Co, Cu, Hg, |, Li, Mn, Mo, Ni, Pb, Se, Sb, Sn,
Te, Th, TI, U, Zn.

7. VACUETTE® CAT greito serumo atskyrimo mégintuveéliai su plaukiojanciais kreSuliais sukelia LDH reik3miy deviacijas.

8. Yra Zinoma, jog fluoridas sukelia hemolize. ISsamesne informacijg apie interferuojancias medziagas rasite tyrimo instrukcijoje.

Méginiy surinkimas ir darbas su jais

PRIES ATLIEKANT VENOS PUNKCIJA, ATIDZIAI PERSKAITYKITE SIA INFORMACIJA.
Iranga, reikalinga méginiy surinkimui.

Prie$ atliekant venos punkcija, jsitikinkite, kad turite visg reikalingg jranga:

1. Visi reikalingi mégintuvéliai, identifikuoti dél dydzio, surinkimo tdrio ir priedy.

2. Vienkartinés pirstinés ir asmens apsaugos jranga.

3. Etiketés, skirtos paciento méginio identifikavimui.

4. Kraujo surinkimo adatos ir laikikliai.

PASTABA: VACUETTE® kraujo surinkimo adatos yra sukurtos optimaliam naudojimui kartu su Greiner Bio-One laikikliais. Vartotojas prisiima atsakomybe dél kity
gamintojy laikikliy naudojimo.

5. Alkoholyje sudrékintas tamponas dezinfekavimui

6. Vartztis

7. Lipnus pleistras ar bintas

8. Astriy priemoniy konteineris, skirtas panaudoty priemoniy iSmetimui

Rekomenduojamas surinkimo eiliSkumas: (remiantis CLS| GP41-ED7)

1 Kraujo kultdros

2 Natrio citratas

3 Serumas / su atskyrimo geliu / greitas serumo atskyrimas (kre$éjimo aktyvatorius)
4 Heparinas / heparinas su atskyrimo geliu

5 EDTA / EDTA su atskyrimo geliu

6 Glikolitinio inhibitoriaus mégintuvélis

7 Kiti priedai

PASTABA: Jei naudojate peteli$kés kraujo paémimo rinkinj, pirmasis mégintuvélis bus nepilnai pripildytas. Todél, jei pirmasis méginys yra surenkamas j natrio
citratg, atlieky mégintuvélj (be priedy), jj rekomenduojama paimti prie§ §j mégintuvélj, kad baty uZtikrintas tinkamas priedo ir kraujo santykis. Be to, atliktos studijos
rodo, jog PT ir aPTT tyrimai néra jtakojami, jei kraujas bina paimamas j pirmajj méegintuvelj. Kitiems koaguliacijos tyrimams rekomenduojama surinkti antrg
megintuvélj, kadangi néra Zinoma, ar Sie tyrimai yra jtakojami.

PASTABA: visada laikykités jasy jstaigoje galiojanéio kraujo paémimo eili§kumo protokolo.

PASTABA: naudojant VACUETTE® mégintuvélius sunkiyjy metaly nustatymui (natrio heparinas), rekomenduojame atlikti atskirg kraujo paémima ir taip iSvengti
méginiy uzter§imo.

Tekéjimo atgal prevencija

Dauguma vakuuminiy kraujo surinkimo mégintuvéliy turi cheminiy priedy. Todél yra labai svarbu iSvengti atgalinio tekéjimo i§ mégintuvélio dél galimos neigiamos
reakcijos pacientui. Norint iSvengti tékmés j paciento ranka, laikykités Siy nurodymuy:

1. Paciento ranka turi bati Zeméjancioje pozicijoje.

2. Mégintuvélj laikykite kamsteliu j virSy.

3. Atleiskite varztj kai tik kraujas pradés tekéti j mégintuvél].

4. Uztikrinkite, kad venos punkcijos metu mégintuvélio turinys nelieCia kamstelio arba adatos galo.

Uzsaldymas/atitirpinimas

Visi uzpildyti mégintuvéliai gali bati uzsaldomi prie -80°C. Prie§ uzSaldant, rekomenduojama méginius 2 valandas palaikyti $aldytuve. Centrifuguotus meégintuvélius
su geliu uzsaldykite vertikalioje pozicijoje atvirame metaliniame stove prie -20°C = 2 valandoms. Mégintuvélius galima laikyti prie -20°C arba perkelti prie -80°C.
Po atSildymo, méginj gerai iSmaiSykite. Norint gauti idealiai $varig heparino plazma, atSildyti méginiai turi bati i$pilstyti alikvotomis ir centrifuguojami. ligalaikiam
laikymui rekomenduojama naudoti specialius krio buteliukus. Rekomenduojama patiems naudotojams nusistatyti savo uzsaldymo protokolg.

Aukstis virs jaros lygio
Kraujo surinkimui vietoje, kuri yra labai aukstai vir$ jaros lygio (1600 m — 3000 m) rekomenduojame naudoti didelio auk$c¢io mégintuvélius. Vakuumas Siuose
mégintuvéliuose kompensuoja Zemesnj iSorinj slégj.

Venos punkcijos technologija

ATLIEKANT VENOS PUNKCIJA IR DIRBANT SU KRAUJO SURINKIMO MEGINTUVELIAIS, DEVEKITE PIRSTINES, KAD SUMAZINTUMETE UZKRETIMO
RIZIKA.

2. Nuimkite adatos vozZtuvélio dangtelj.

3. |[kiSkite adatg j laikiklj. Uztikrinkite, kas adata yra gerai jstatyta ir neiSkris proceddros metu.

4. Uzdékite varztj (maks. 1 minute).

5. Paruoskite punkcijos vieta naudodami tinkama antiseptikg. NEPALPUOKITE VENOS PUNKCIJOS VIETOS PO DEZINFEKAVIMO.

6. Paciento ranka turi bati Zeméjancioje pozicijoje.

7. Nuimkite adatos apsauga. Atlikite venos punkcijg RANKA LAIKYDAMI ZEMEJANCIOJE POZICIJOJE, O MEGINTUVEL| LAIKYDAMI KAMSTELIU | VIRSY.
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8. |stumkite mégintuvelj j laikiklj ir ant adatos voZtuvélio, praduriant gumine diafragma. Mégintuvélj laikykite centrinéje pozicijoje praduriant kamstelj tam, kad
iSvengtuméte sienelés praddrimo ir prieslaikinio vakuumo netekimo.

9. NUIMKITE VARZT] ISKART, KAl KRAUJAS IMS TEKETI | MEGINTUVEL]. VENKITE, KAD MEGINTUVELIO TURINYS PALIESTY KAMSTEL| AR ADATOS
GALA PROCEDUROS METU.

PASTABA: Kraujas netycia gali nulaséti nuo adatos. Laikykités bendry saugumo taisykliy pavojaus minimalizavimui.

Jei kraujas neteka j mégintuvélj arba baigia tekéti neprisipildZius reikiamam tdriui, atlikite Zemiau nurodytus veiksmus:

a) Stumkite mégintuvélj j priekj tol, kol kamstelis bus tinkamai pradurtas. Visada laikykite mégintuvélj vienoje vietoje, spausdami ji nyks¢iu, kad uztikrintuméte
visiSkg vakuumo praradima. Stebékite uzpildymo Zzyma ant mégintuvélio. Galima +/-10% paklaida.

b) |sitikinkite, kad adatos pozicija venoje yra tinkama.

c) Jei kraujas vis tiek nebéga, pasalinkite §f mégintuvélj ir naudokite nauja.

d) Jei kraujas nebéga naudojant antrg mégintuvélj, iStraukite ir iSmeskite adatg. Pakartokite proceddrg nuo 1 etapo.

10. Kai pirmas mégintuvélis yra pripildytas ir kraujo ttkmé sumazéja, Svelniai iSimkite mégintuvélj i$ laikiklio.

11. |statykite kitg mégintuvélj j laikiklj, praduriant diafragma, kad prasidéty kraujo tékmé. Mégintuvélius be priedy naudokite pirma mégintuveéliy su priedais.
Ziarékite rekomenduojama surinkimo eiliskuma.

12. Svelniai pavartykite mégintuvélius i$kart po kraujo surinkimo, kad priedai ir kraujas gerai susimaisyty. Apsukite mégintuvélj aukstyn kojomis ir graZinkite j
prading pozicijg — tai vienas pilnas pavertimas.

PASTABA: Nepurtykite mégintuvéliy. Stiprus plakimas gali sukelti putojimg ar hemolize. Nepakankamas arba atidétas serumo mégintuvéliy vartymas gali sukelti
vélyvg kreséjimg. Mégintuvéliuose su antikoaguliantais nepakankamas maiS§ymas gali sukelti trombocity sulipima, kre$éjima ir (ar) neteisingus tyrimo rezultatus.
13. Kai tik kraujas baigia tekéti j paskutinj mégintuvelj, iSimkite adatg i$ venos, spauskite punkcijos vietg sausu steriliu tamponu tol, kol kraujas nebetekés. Jei
reikia, prasidéjus kreséjimui, apriskite rankg bintu.

PASTABA: Po venos punkcijos, ant kamstelio virSaus gali bati kraujo likuciy. Dirbant su mégintuvéliais, laikykités tinkamy atsargumo priemoniy, kad iSvengtuméte
kontakto su krauju. Laikiklis, uZterstas krauju, yra laikomas pavojingu ir turi bati nedelsiant utilizuojamas.

14. Panaudotg adatg ir laikiklj utilizuokite naudodami atitinkamus prietaisus. PAKARTOTINAI ADATOS NEUZKIMSKITE. Adatos dangtelio uzdéjimas padidina
isikarimo ir uzkrétimo rizika.

15. Laboratorija prisiima visg atsakomybe dél vieno mégintuvélio keitimo kitu patvirtinimo ir analitiniy rezultaty, gauty i§ paciento méginio, paveikimo.
PASTABA: mégintuveélius, ypatingai mégintuvélius serumui, laikykite vertikaliai.

Centrifugavimas

Isitikinkite, kad visi mégintuvéliai yra tinkamai patalpinti j centrifugg; neteisingas mégintuvéliy jstatymas gali sukelti VACUETTEe saugaus kamstelio atsiskyrima
nuo mégintuvélio.

PASTABA: CAT serumo atskyrimo mégintuvéliai su kre$éjimo aktyvatoriumi turi bati centrifuguojami per 30 minuciy po kraujo surinkimo , kad baty sumaZintas
kreséjimas (fibrino susidarymas) serume. Tai gali sukelti analizatoriaus uzter§ima ir klaidingus rezultatus.

Kraujas, surinktas is pacienty, kuriems yra taikoma antikoagulianty terapija ar i§ pacienty su koaguliacijos sutrikimais, gali kre$éti ilgiau nei 30 minuciy. Prie$
centrifugavimg, mégintuvéliuose serumui turi jvykti pilnas kreséjimas..

VACUETTE® CAT greito serumo atskyrimo mégintuvéliai gali bati centrifuguojami per 5 minutes po kraujo paémimo. Nepakankamas maiSymas gali sukelti
uZdelstg kre$éjimg VACUETTE® CAT greito serumo atskyrimo mégintuvéliuose.

Mégintuvélio tipas pavertimai Rekomenduojama g-jéga Laikas
(maisSymas) Santykiné centrifugavimo jéga (rcf) (min.)

Greito serumo atskyrimo mégintuvéliai 5-10x 1800 g 10
5-10x 3000 g 5

Serumo mégintuvéliai/su geliu 5-10x 1800 -2200g 10-15

EDTA mégintuvéliai/su geliu 5-10x 1800 -2200 g 10-15

Heparino plazmos/su geliu mégintuvéliai 5-10x 1800-2200g 10-15

Standartiniai gliukozés mégintuvéliai 5-10x 1800 -2200g 10-15

Homocisteino aptikimo mégintuvéliai 5-10x 2000 — 2200 g 10

VACUETTE® FC Mix mégintuvéliai 10x 1800 g 10

Koaguliacijos mégintuvéliai

- Trombocity tyrimai (PRP) 4-5x 150 g 5

- Rutininiai tyrimai (PPP) 4-5x 1500 — 2000 g 10

- Gilaus uz$aldymo plazmos paruosimas (PFP) 4-5x 2500 - 3000 g 20

Kiti centrifugavimo nustatymai irgi gali suteikti tinkamg atskyrima. Plazmos mégintuvéliai turi bati centrifuguojami prie aukstos g-jégos (pvz., 2200g). Tai turi bati
ivertinta ir patvirtinta laboratorijoje (pvz., padidinta g- jéga ir/ar sumazintas laikas).

Barjerai iSlieka stabilesni, jei mégintuvéliai yra centrifuguojami centrifugose su horizontaliais iSsukimo rotoriais nei su fiksuoto kampo rotoriumi.

PASTABA: jei gelio judéjimas néra adekvatus (ypac¢ dél hematokrito >50%), rekomenduojama naudoti didesne g-jéga ir prailginti centrifugavimo laika.
Centrifugavimas neturi biti atliekamas vésinamoje centrifugoje. Auksta temperattra gali neigiamai paveikti fizines gelio savybes. Geriausias serumo ir plazmos
naSumas yra prie 20°C-22°C temperataros.

PASTABA: gelio mégintuvéliai turi bati centrifuguojami ne véliau kaip po 2 valandy po kraujo surinkimo. ligesnis kraujo Igsteliy kontaktas su plazma gali sukelti
klaidingus analizés rezultatus. Susiformavus barjerui, nerekomenduojama i$ naujo atlikti centrifugavimo. Mégintuvéliy pakartotinis centrifugavimas gali pakenkti
gelio barjerui — gelio dalelés gali atsiskirti ir atsidurti supernatante.

VACUETTEe kamsteliai

VACUETTE® kraujo surinkimo sistema pasizymi unikaliais saugumo kamsteliais. Yra dvi skirtingos uzdarymo sistemos, pasirenkamos priklausomai nuo
mégintuvélio dydzio:

13mm mégintuvéliai: Premium ir neuzsukami kamsteliai

Premium kamsteliai yra pritaikyti naudojimui su VACUETTEe saugiais uzsukamais kamsteliais. Sukdami kamstelj pries$ laikrodZio rodykle nuimkite kamstelj
sukamuoju ir traukiamuoju judesiu. Kamstelis negali bati nuimamas traukiamuoju judesiu.

Neuzsukami kamsteliai irgi yra pritaikyti naudojimui su VACUETTEe saugiais uZsukamais kamsteliais. Kadangi kamstelis yra ne srieginis, jj galite nuimti paprastu
traukiamuoju judesiu.

16 mm meégintuvéliai: VACUETTEe saugus uZspaudziami kamsteliai — kamstelj nuimkite paprastu traukiamuoju judesiu.

Specialis Snap kamsteliai yra pagaminti tik i§ PE ir jais galima pakartotinai uzkimsti laikymui skirtus mégintuvélius.

ISmetimas

1. Laikykités bendryjy higienos reikalavimy ir vietiniy taisykliy dél tinkamo infekciniy medziagy utilizavimo.

2. Vienkartinés pirstinés sumazina infekcijos rizikg.

3. Uztersti ar pripildyti mégintuvéliai turi bati iSmetami j atitinkama biologinio pavojaus konteinerj, kuris véliau gali bati autoklavuojamas ar sudeginamas.
4. Utilizavimas turi bati atliekamas tam tikroje kremavimo jstaigoje arba atliekant autoklavavima (sterilizavimas garais).
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Informacija etiketéje

Katalogo numeris In vitro diagnostiné priemoné
Lot Partijos kodas E]i] Skaitykite naudojimo instrukcijg
E:I Galiojimo data 'I | || Gamintojas

Sterilizacija spinduliais i Temperattiros ribos

")) Nenaudoti pakartotinai

B
Nuorodos:

ISO / EN / ANSI/AAMI Standards

ISO 6710 “Single-use containers for venous blood specimen collection”

EN 14820"Single-use containers for human venous blood specimen collection”

1SO 11137 "Sterilisation of health care products — Requirements for validation and routine control — Radiation sterilisation”

Literatira:

C38-A "Control of Preanalytical Variation in Trace Element Determinations”, Approved Guideline

GP39-A6 " Tubes and Additives for Venous and Capillary Blood Specimen Collection ", Approved Standard - 6th Edition
GP41-ED7 "Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture", Approved Standard - 7th Edition
GP44-A4 "Procedures for the Handling and Processing of Blood Specimens for Common Laboratory Tests”, Approved Guideline
— 4th Edition

H21-A5 "Collection, Transport, and Processing of Blood Specimens for Testing Plasma-Based Coagulation Assays and Molecular
Hemostasis Assays", Approved Guideline - 5th Edition

H20-A2 "Reference Leukocyte (WBC) Differential Count (Proportional) and Evaluation of Instrumental Methods” Approved
Standard - 2nd Edition.

H26-A2 "Validation, Verification, and Quality Assurance of Automated Hematology Analyzers”, Approved Standard — 2nd Edition..

‘ Greiner Bio-One GmbH
Bad Haller str.32
4550 Kremmunster
Austrija
www.gbo.com/preanalytics
office@at.gbo.com
Tel.: +43 7583 6791
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greiner bio-one

Manufacturing Certificate of Analysis

We, Greiner Bio-One GmbH
Bad Haller Straf3e 32
4550 Kremsmiinster
Austria

hereby certify that our [

VACUETTE?® Blood Collection Tubes

1pd1.175

are manufactured in accordance with the following international standards and meet the required
specifications:

98/79/EC “Directive 98/79/EC of the European Parliament and of the Council of 27" Oct
1998 on in vitro diagnostic medical devices”

ISO 6710 “Single-use containers for venous blood specimen collection

EN 14820 “Single-use containers for human venous blood specimen collection”

ISO 11137 “Sterilization of health care products — Radiation”

The products have been manufactured under controlled conditions in accordance with ISO 9001
and EN ISO 13485.

The testing procedures are:

1) Incoming inspection of raw materials and chemicals as far as applicable.

2) In process control of semi-finished products (tube, cap, ring, etc.).

3) Control of draw volume (in process control and laboratory tests according to ISO 6710).

4) Control of additives before and after production (e.g. flame or spectral photometry, pH) as far
as applicable.

5) Microbiological tests (bioburden and sterility tests) as far as applicable.
6) Visual inspection of finished products (labelling, packaging).

The test results are kept for at least 5 years.

This certificate is valid for product manufactured at the date of issue of the document.

00 -10- 24
ks R\fm/&&%m

Date Andreas Aichinger
Quality Manager
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Gamybos analizés sertifikatas

Mes, Greiner Bio-One GmbH
Bad Haller Strasse 32
4550 Kremsmunster
Austrija,

1p.d1.17.5

Siuo rastu tvirtiname, kad misy
VACUEATE ® kraujo paémimo mégintuvéliai

yra gaminamos laikantis Siy tapptautiniy standarty ir atitinka reikalaujamas specifikacijas:
98/79/EC Parlamento 98/79/EC Direktyva ir 1998 m. spalio 27 d. tarybos direktyva dél in
ISO 6710 ,

EN 14820
ISO 11137

ienkartiniai konteineriai, skirti veninio kraujo meéginiy surinkimui“
,Vienkartiniai konteineriai, skirti Zmogaus veninio kraujo méginiy surinkimui“
,Sveikatos priezilrai skirty produkty sterilizavimas — spinduliuoté”

Produktai buvo pagaminti kontroliuojamomis sglygomis pagal 1SO 9001 ir EN I1SO 13485.

Testo proceduros:
1) ISoriné zaliaviniy medziagy ir chemikaly patikra.
2) Pusiau pagaminty produkty (megintuvéliai, kamsteliai, Ziedai ir t.t.) kontrolé proceso metu.
3) Surinkimo tlrio kontrolé (kontrolé proceso metu ir laboratoriniai tyrimai pagal ISO 6710).

4) Priedy kontrolé pries ir po gamybos (pvz., ugnies ar spektro fotometrija, pH).
5) Mikrobiologiniai tyrimai (mikroorganizmy skaiciaus ir sterilumo testai).
6) Vizuali pagaminty produkty apzilra (etiketés, pakuotés).

Testo rezultatai yra saugomi maZiausiai 5 metus.

Sis sertifikatas galioja produktams, pagamintiems dokumento i$leidimo metu.

2017-10-24 /spaudas/ /parasas/
Data Andreas Aichinger

Kokybés vadovas
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greiner bio-one

Greiner Bio-One GmbH, A-4550 Kremsmiuinster, P.O. Box 6

Kremsmunster, 07. Jun.2017

Confirmation

1pd. 1.17.6

To whom it may concern, e

VACUETTE® Safety Caps have a rubber stopper that seals the VACUETTE® Blood

Collection Tubes. The recess in the cap is covered by a plastic cap to protect workers
against contact with blood. An additional stabilisation ring in the plastic cap helps to
easily identify the tube type (i.e. low draw, gel). The design further helps to gently open
the tubes in order to prevent blood splattering.

Standard caps of the tubes are coloured in accordance with the international
recommended colour code [ISO6710], so that different tube types can be recognised at
first glance. The different coloured rings on the top of the cap provide additional optical
recognition.

Due to the optimal coordination between Safety Twist Cap and thread, the VACUETTE®
PREMIUM tube can be opened with a simple twist movement, requiring minimal effort.
The secure grip on the tube prevents the cap from becoming unfastened by itself. This
is a particular advantage during transport as required by ISO 671 0%

6.7 The closure shall not become loose during mixing when tested for leakage in
accoraance with the methods specified in annex C.

6.2 Where a closure is intended to be rermoved to gain access to the contents of the
container, it shall be designed so that it can be removed by gripping with the fingers
anayor by mechanical means without that part of the closure which may be
contaminated by contact with the specimen being touched by the fingers.”

Greiner Bio-One GmbH
Bad Haller Stralfe 32
A-4550 Kremsminster
Tel.: ++43(0)7583/86791-0
Fax: ++43{0)7583/6318
www.gbo.com
Information is subject to change without notice.

Please always also refer to the official instructions for use.
Valid until recalled. English source.

1

https://www.gbo.com/fileadmin/user_upload/Downloads/Product Catalogue/Catalogue Preanalytics/English/980042 VACUETT
ECatalogue rev09 07 2016 e lowres.pdf p.11

2 1S0 6710:1995 Single-use containers for venous blood specimen collection

Greiner Bio-One GmbH Phone +43 (0) 7583 6791-0 Sitz d. Gesellschaft Gerichtsstand: LG Steyr
Bad Haller Stral3e 32 Fax +43(0) 7583 6318 Bad Haller Stral3e 32 FN 176887 d
4550 Kremsmiuinster office@at.gbo.com 4550 Kremsmiuinster DVR 1005944
Austria www.gbo.com Austria UID-Nr.: ATU 45835208
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Greiner Bio-One GmbH, A-4550 Kremsmunster, P.O. Box 6

Kremsmunster, 2017 m. birzelio 7 d.
Patvirtinimas

1.17.6 poz.

Visiems, kam tai gali bati aktualu, {

VACUETTE® saugis kamsteliai turi gumine tarpine, kuri uzsandarina VACUETTE® kraujo paémimo
meégintuvélius. Kamstelio jpjova yra padengta plastiku, taip darbuotojg apsaugant nuo kontakto su
krauju. Papildomas stabilizavimo Ziedas plastikiniame kamstelyje palengvina mégintuvélio tipo
identifikavima (pvz., mazas tiris, gelis). Mégintuvélius lengva atkimsti, iSvengiant kraujo taskymosi.

Standartiniai mégintuvéliy kamsteliai yra skirtingy spalvy, pagal tarptautinj rekomenduojama spalvinj
koda [ISO6710], taigi mégintuvéliy tipus galima atskirti iS pirmo Zvilgsnio. Skirtingy spalvy Ziedai ant
kamsteliy virdutinés puseés suteikia papildomg informacija vizualiam meégintuvéliy tipy atpaZinimuil.

Dél optimalios koordinacijos tarp saugaus atsukamo kamstelio ir sriegio, VACUETTE® PREMIUM
meégintuvélius galima atidaryti paprastu sukamuoju judesiu minimaliomis pastangomis. Patikimas
meégintuvélio sukibimas uzkerta kelig savaiminiam kamstelio atsisukimui. Tai yra ypatingai svarbu
transportuojant mégintuvélius, kaip reikalaujama I1SO 67102:

“6.1 UZsandarinimas negali atsilaisvinti maiSsymo metu, tiriant dél pratekéjimo, naudojant metodus,
nurodytus C priede.

6.2 Kai uZsandarinimgq reikia pasalinti dél patekimo prie konteinerio turinio, sandarinimas turi bati
pasalinamas suimant pirstais ir/ar mechaninémis priemonémis, be uzsandarinimo dalies, kuri gali bati
uZtersta méginiu, palietus pirstais.”

/spaudas/

Informacija gali bati kei¢iama be iSankstinio jspé&jimo.
Visada laikykités oficialiy naudojimo instrukcijy.
Galioja iki at8aukimo. Saltinis angly kalba.

Ihttps://www.gbo.com/fileadmin/user upload/Downloads/Product Catalogue/Catalogue Preanalytics/
English/980042 VACUETTECatalogue rev09 07 2016 e lowres.pdf p.11
21ISO 6710:1995 Vienkartinio naudojimo konteineriai veninio kraujo méginiy paémimui
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The VACUETTE® Product Range

The extensive product range consists of vacuum tubes for sample collection,
accessories, safety products as well as automatic and manual ESR (erythrocyte
sedimentation) systems.

The individual tube types are manufactured with additives. Naturally, the cap
colour corresponds to international colour coding. Various tube types are
therefore clearly distinguishable. The colour of the stabilisation ring on the top
of the cap also provides additional identification for the tubes.

Colour and meaning of the stabilisation ring

o Standard tube Black Ring

Tube with separation gel  Yellow Ring

Tube with beads Red Ring

20

Paediatric tube White Ring

More flexibility and safety by means of different closure systems

To ensure quick and flexible reactions to the varying requirements on the ward
and in laboratories, Greiner Bio-One can offer many VACUETTE® tubes with
13mm diameter in two different versions (Ridged and Non-Ridged): all tubes
with 16mm diameter are standardised as non-ridged tubes.

( Ridged tubes P are provided with a specially designed safety screw cap. The cap can
be opened with a simple twist-pull motion. This method of closure is especially
recommendable for safe tube transport.

Non-ridged tubes » due to the absence of ridges on these tubes, non-ridged tubes can
(in contrast to ridged-tubes) be opened simply by pulling. This method of closure is
especially recommendable when caps of tubes must be removed quickly.

It is easy to tell these tube types apart. Ridged tubes are generally fitted with caps in one solid colour,
whereas non-ridged tubes are fitted with translucent coloured caps.

<> ridged non-ridged

greiner bio-one

-

Design of closure cap

The special construction of the closure cap ensures additional safety during transportation. Even
after opening and re-closing, the cap remains leak-proof. A recess in the upper part prevents any
contact with the blood sample. The blood repellent rubber stopper prevents erythrocytes from
sticking. Furthermore the special form of the safety cap means that there is no aerosol effect or
blood spray when the cap is opened.

1p.d. 1.17.6

The VACUETTE® Product Range 11
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VACUETTE® produkty spektras

Produkty spektras - vakuuminiai \
mégintuvéliai kraujo surinkimui, priedai, Lom

saugiis produktai bei automatinés ir
rankinés ENG (eritrocity nusédimas)
sistemos.

Individualtis mégintuvéliy tipai yra
gaminami su priedais. Kamstelio spalva
atitinka tarptautinj spalvinj Zyméjima.
Todél jvairiu mégintuvéliy tipus lengva
atpazinti. Stabilizavimo ziedo, esancio
kamstelyje, spalva Zymi papildoma
informacijg apie mégintuvelius.

Stabilizavimo Ziedo spalva ir reik§mé

o Standartinis mégintuvelis — juodas ziedas
Meégintuvélis su atskyrimo geliu — geltonas Ziedas
Mégintuvélis su rutuliukais — raudonas ziedas

OPediatrinis meégintuvélis — baltas Ziedas

Skirtingos uzdarymo sistemos — daugiau lankstumo ir saugumo

Greito ir lankstaus uzkimsimo uztikrinimui (atsizvelgiant j jvairius palaty ir laboratorijy
reikalavimus), Greiner Bio-One jvairius 13 mm diametro VACUETTE® mégintuvélius
sitilo dviejy skirtingy versijy (uzsukamus ir neuzsukamus); visi 16 mm diametro
meégintuvéliai yra standartizuoti — neuzsukami.

j UZsukami mégintuvéliai yra specialaus dizaino, saugiu uzsukamu kam§teliu.
Kamstelis yra atkemSamas paprastu sukamuoju — traukiamuoju judesiu. Sis uzkim§imo
metodas yra ypatingai rekomenduojamas saugiam mégintuvéliy transportavimui.

~————— Neuzsukami meégintuveliai yra be grioveliy, todél (lyginant su uzsukamaisiais
meégintuvéliais) yra lengvai atidaromi tiesiog patraukiant kamstelj. Sis uzkimsimo
metodas yra ypatingai rekomenduojamas, kai mégintuvéliy kamsteliai turi biiti greitai
nuimami.

Siuos mégintuvéliy tipus lengva atskirti. Uzsukamy mégintuvéliy kamsteliai yra vienos
ryskios spalvos, o neuzsukamy mégintuvéliy kamsteliai yra blyskds.



oc 38

UZsukami Neuzsukami

Kamstelio dizainas

Speciali mégintuvéelio kamstelio konstrukceija uztikrina papildomg sauguma
transportuojant. Net po pakartotinio atidarymo ir uzdarymo kamstelis iSlieka sandarus.
VirSutinéje dalyje esantis griovelis uzkerta kelig kontaktui su kraujo méginiu. Guminis,
krauja atstumiantis kamstelis neleidZia eritrocitams sulipti. Speciali kamstelio forma
neleidzia susidaryti aerozolio efektui ar kraujo iSsipurskimui atidarius kamstelj.

' ,\_1.17.6 poz.
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greiner bio-one

Manufacturing Certificate of Analysis

We, Greiner Bio-One GmbH
Bad Haller Straf3e 32
4550 Kremsmiinster
Austria

hereby certify that our [

VACUETTE?® Blood Collection Tubes

1pd1.17.7

are manufactured in accordance with the following international standards and meet the required
specifications:

98/79/EC “Directive 98/79/EC of the European Parliament and of the Council of 27" Oct
1998 on in vitro diagnostic medical devices”

ISO 6710 “Single-use containers for venous blood specimen collection

EN 14820 “Single-use containers for human venous blood specimen collection”

ISO 11137 “Sterilization of health care products — Radiation”

The products have been manufactured under controlled conditions in accordance with ISO 9001
and EN ISO 13485.

The testing procedures are:

1) Incoming inspection of raw materials and chemicals as far as applicable.

2) In process control of semi-finished products (tube, cap, ring, etc.).

3) Control of draw volume (in process control and laboratory tests according to ISO 6710).

4) Control of additives before and after production (e.g. flame or spectral photometry, pH) as far
as applicable.

5) Microbiological tests (bioburden and sterility tests) as far as applicable.

6) Visual inspection of finished products (labelling, packaging).

The test results are kept for at least 5 years.

This certificate is valid for product manufactured at the date of issue of the document.

00 -10- 24
ks R\fm/&&%m

Date Andreas Aichinger
Quality Manager
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Vertimas is angly kalbos
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Gamybos analizés sertifikatas

Mes, Greiner Bio-One GmbH
Bad Haller Strasse 32
4550 Kremsmunster
Austrija,

1p.d1.17.7

Siuo rastu tvirtiname, kad misy
VACUETTE ® kraujo paémimo mégintuvéliai

yra gaminamos laikantis $i( tarptautiniy standarty ir atitinka reikalaujamas specifikacijas:

98/79/EC sEuropos Parlamento 98/79/EC Direktyva ir 1998 m. spalio 27 d. tarybos direktyva dél in

vitro diagnostiniy medicinos priemoniy”

ISO 6710 ,Vienkartiniai konteineriai, skirti veninio kraujo méginiy surinkimui“
EN 14820 ,Vienkartiniai konteineriai, skirti Zmogaus veninio kraujo méginiy surinkimui“
ISO 11137 ,Sveikatos priezilrai skirty produkty sterilizavimas — spinduliuoté”

Produktai buvo pagaminti kontroliuojamomis sglygomis pagal 1SO 9001 ir EN I1SO 13485.

Testo proceduros:
1) ISoriné zaliaviniy medziagy ir chemikaly patikra.
2) Pusiau pagaminty produkty (megintuvéliai, kamsteliai, Ziedai ir t.t.) kontrolé proceso metu.
3) Surinkimo tlrio kontrolé (kontrolé proceso metu ir laboratoriniai tyrimai pagal ISO 6710).

4) Priedy kontrolé pries ir po gamybos (pvz., ugnies ar spektro fotometrija, pH).
5) Mikrobiologiniai tyrimai (mikroorganizmy skaiciaus ir sterilumo testai).
6) Vizuali pagaminty produkty apzilra (etiketés, pakuotés).

Testo rezultatai yra saugomi maZiausiai 5 metus.

Sis sertifikatas galioja produktams, pagamintiems dokumento i$leidimo metu.

2017-10-24 /spaudas/ /parasas/
Data Andreas Aichinger

Kokybés vadovas
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Greiner Bio-One GmbH, A-4550 Kremsmunster, P.O. Box 6

Confirmation

<>

greiner bio-one

To whom it may concern
We,

Greiner Bio-One GmbH
Bad Haller Str. 32

4550 Kremsmtinster

Austria

herby confirm, that

the following products are siliconized as follows:

[1.17.8

.

Product Patient end B-side
needle needle
Multiple Use Drawing Needles YES YES
| VISIO Plus Needles YES YES
Luer Adapter (sterile) na* YES
SAFETY Blood Collection Set + Luer Adapter YES YES
SAFETY Blood Collection Set + Holder YES  Ves _
SAFETY Blood Collection Set + Blood Culture Holder YES YES
QUICKSHIELD Complete YES YES
QUICKSHIELD Complete Plus - YES YES

*n.a. not applicable

‘a‘r\% /

Date Ingrid %I@;L‘nauer
Assistant Quality Manager
Preanalytics
Greiner Bio-One GmbH Phone +43 (0) 7583 6791-0 Sitz d. Gesellschaft Gerichtsstand: LG Steyr
Bad Haller StraBe 32 Fax +43 (0) 7583 6318 Bad Haller Stra3e 32 FN 176887 d
4550 Kremsmaunster office@at.gbo.com 4550 Kremsmdnster DVR 1005944
Austria www.gbo.com Austria UID-Nr.: ATU 45835208
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GreinerBio-One GmbH, A-4550 Kremsminster, P.O. Box 6

Patvirtinimas

Vertimas is angly kalbos
/logotipas/

Visiems, kam tai gali bati aktualu
Mes,

GreinerBio-One GmbH
BadHallerStralle 32
4550 Kremsm{unster
Austrija

Siuo rastu tvirtiname, kad
Zemiau isvardinti produktai yra silikonizuoti:

1.17.8

/|

Produktas Adata paciento Adatos B pusé
puséje

MultipleUseDrawingNeedles TAIP TAIP
VISIO PlusNeedles TAIP TAIP
LuerAdapter (sterile) n.a.* TAIP
SAFETYBloodCollectionSet + LuerAdapter TAIP TAIP
SAFETYBloodCollectionSet + Holder TAIP TAIP
SAFETYBloodCollectionSet + BloodCultureHolder TAIP TAIP
QUICKSHIELDComplete TAIP TAIP
QUICKSHIELDCompletePlus TAIP TAIP

*n.a. - netaikoma

2017-09-28 /parasas/

Data Ing. IngridBlaimauer

/spaudas/

/rekvizitai/

Kokybés vadovo pavaduotojas
Preanalitika
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VACUETTE® <>
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greinerbio-one

€ @
VACUETTE® Multiple Use Drawing Needles

Instructions for use

1p.d. 1.17.9

Intended use /_

VACUETTE® Multiple Use Drawing Needles are for use in venous blood collection.

Product Description

VACUETTE® Multiple Use Drawing Needles are manufactured from stainless steel and are fitted with a safety valve at one end. The perforated label not only serves to
simplify identification, but also acts as a seal of integrity. VACUETTE® Multiple Use Drawing Needles are a sterile single-use product. The product is to be used by
appropriately trained healthcare professionals only in accordance with these instructions.

Specimen Collection and Handling

Equipment Required for Specimen Collection:

Ensure that the following materials are readily accessible before performing venipuncture:

VACUETTE® Tubes

Labels for(gatient identification of samples.

VACUETTE Blood Collection Needle and holder.

NOTE: VACUETTE” Multiple Use Drawing Needles are designed for optimal use with holders from Greiner Bio-One. The use of holders from other manufacturers is
the responsibility of the user.

Practice general safety precautions, using gloves and appropriate apparel for protection against exposure to bloodborne pathogens.
Alcohol swab or similar for cleansing site.

Dry gauze

Tourniquet

Adhesive plaster or bandage

0. Needle disposal container for safe disposal of used needles and holders.

rPwNE

Boo~N O

General Instructions for Venipuncture Technique and Specimen Collection

1. WEAR GLOVES DURING VENIPUNCTURE AND WHEN HANDLING BLOOD COLLECTION TUBES TO MINIMISE EXPOSURE HAZARD!

2. Remove the cover from the valve section of the needle.
NOTE: The perforated label not only serves to simplify identification, but is also an indicator of sterility and intactness. In the case of the perforations being broken or
damaged, dispose of the needle and select another intact one.

3. Thread the needle perpendicularly into the holder. Ensure the needle is firmly seated so that it does not unthread during use.
NOTE: Angled threading of the needle into the holder can result in damage to the thread of the holder and needle and can cause the needle to loosen during
venipuncture. Do not bend the needle!

4. Select the puncture site. Apply the tourniquet (max. 1 minute) Prepare the venipuncture site with appropriate  antiseptic.
DO NOT PALPATE THE VENIPUNCTURE AREA AFTER CLEANSING!

5. Place the patient’s arm in a downward position.

6.  Remove the needle shield and perform the venipuncture, with the patient’s arm downward and the tube cap upper-most.

7 Push the tube into the holder and onto the needle valve puncturing the rubber diaphragm. Centre tubes in the holder when penetrating the cap to prevent sidewall
penetration and subsequent premature vacuum loss.

8.  Remove the tourniquet as soon as blood flow is established.
NOTE: Do not allow the contents of the tube to contact the cap or the end of the needle during the procedure. i.e. under no circumstances should the tube be turned
upside down during the procedure.

9.  Always hold in place by pressing the tube with the thumb or finger to ensure complete vacuum draw.
NOTE: Blood may occasionally leak from the needle sleeve. Practice universal safety precautions to minimise hazard exposure.
Place succeeding tubes in the holder. Ensure that the contents of the tube do not come into contact with the cap or the needle tip during blood collection.

10. As soon as blood stops flowing into the last tube, carefully remove the needle from the vein, applying pressure to the puncture site with a dry gauze until bleeding
stops.

11. Once clotting has occurred, apply an adhesive plaster or bandage if desired.
NOTE: After venipuncture the top of the cap may contain residual blood. Take proper precautions when handling tubes to avoid contact with this blood. Any needle
holder that becomes contaminated with blood is considered hazardous and should be disposed of immediately.

12. Dispose of the used needle with holder in an appropriate disposal device. DO NOT RECAP! Recapping of needles increases the risk of needle stick injury.

Storage of VACUETTE® Multiple Use Drawing Needles prior use:

Recommended storage temperature: 4-36°C (40-97°F).

NOTE: Avoid exposure to direct sunlight. Exceeding the maximum recommended storage temperature may lead to impairment of the VACUETTE® Blood Collection Needle
quality.

Precautions:

« The handling of VACUETTE® Multiple Use Drawing Needles must be in accordance to the policies and procedures of your facility.

e HBV, HCV, HIV and other infectious diseases can be transmitted through contact with biological samples. In the event of exposure to biological samples, ensure that
appropriate medical attention is obtained.

Discard all VACUETTE® Multiple Use Drawing Needles in biohazard containers approved for their disposal.

e Wear gloves during venipuncture and when handling blood collection tubes to minimise exposure hazard.

« Do not use VACUETTE® Multiple Use Drawing Needles after their expiry date.

Item number ® Do Not Reuse
Lot LOT number 1 Temperature limit
Expiry Date u Manufacturer
Sterilization using EtOx gas

Production location
ical In

subara, Tatebayashi-shi, Gunma, 374-8518, Japan

. www.gbo.com/preanalytics
Greiner Bio-One GmbH fag.pa@gbo.com

Bad Haller Str. 32 (+43) 07583/6791
4550 Kremsmiunster
Austria

980297 R4, 08-2016
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VACUETTE® multibandinés kraujo surinkimo adatos

Naudojimo instrukcijos 1178

VACUETTE® multibandinés kraujo surinkimo adatos yra skirtos veninio kraujo paémimui.

Produkto aprasymas:

VACUETTE® kraujo surinkimo adatos yra pagamintos i$ nertdijan€io plieno su gale esanciu saugiu ventiliu.
Perforuota etiketé yra skirta ne tik identifikacijai, bet ir tarnauja kaip integralumo plomba. VACUETTE® kraujo
surinkimo adatos yra vienkartinio naudojimo sterills produktai.

Méginio surinkimas
Iranga, reikalinga méginio surinkimui:
Prie$ atliekant venos punkcijg, uZtikrinkite, jog turite visas Zemiau ivardintas medZiagas:
1. VACUETTE® megintuvéliai
2. Etiketés, skirtos pacienty méginiy identifikavimui.
3. VACUETTE® kraujo surinkimo adata ir laikiklis.
PASTABA: Optimaliam VACUETTE® kraujo surinkimo adaty darbo atlikimui, kartu naudokite Greiner Bio-
One laikiklius. Kito gamintojo laikikliy haudojimas yra naudotojo atsakomybé.
4. Laikykités bendry saugumo taisykliy, déveékite pirStines ir atitinkamg apranga, kad bity iSvengta
kontakto su kraujo patogenais.
Alkoholyje ar ekvivalentiSkoje medziagoje suvilgytas tamponas ddrio vietos nuvalymui.
Sausa marle.
Varztis.
Lipnus pleistras arba bintas.
Adaty iSmetimo konteineris, skirtas saugiam panaudoty adaty ir laikikliy iSmetimui.

©oNoO»

Bendros instrukcijos venos punkcijos atlikimui ir méginio surinkimui:

1. VENOS PUNKCIJOS IR DARBO SU KRAUJO SURINKIMO MEGINTUVELIAIS METU DEVEKITE
APSAUGINES PIRSTINES, KAD BUTY SUMAZINTA SALYCIO RIZIKA!

2. Nuimkite apsauginj adatos dangtel].
PASTABA: Perforuota etiketé yra skirta ne tik identifikacijai, bet ir sterilumo bei vientisumo indikacijai.
Jei $i etikete yra paZeista, adatg iSmeskite ir naudokite naujg, nepaZeistg adatg.

3. Adatg | laikiklj jkiSkite statmenai. |sitikinkite, kad adata yra tvirtai jstatyta ir nejudés venos punkcijos
metu.
PASTABA: Jei jstatysite adatg kreivai ar kampu, galite paZeisti laikiklj arba adatg, o tai gali sukelti
adatos iSkritimg venos punkcijos metu.

4. Pasirinkite punkcijos vietg. UZdékite varztj (ilgiausiai 1 min.). Paruoskite venos punkcijos vietg
naudodami tinkamg antiseptikg. PO DEZINFEKAVIMO NEPALPUOKITE VENOS PUNKCIJOS VIETOS!

5. Paciento ranka turi bati Zeméjancioje pozicijoje.

6. Nuimkite adatos apsaugg. Atlikite venos punkcijg laikant paciento rankg Zeméjancioje pozicijoje, o
mégintuvélj — kamsteliu j virSy.

7. |ki8kite mégintuveélj  laikiklj, pradurdami gumine diafragma. Praduriant kamstelj, mégintuvélj laikykite
laikiklio centre, nes kitaip galite pazeisti mégintuvélio sieneles ir prarasti vakuuma.

8. Pradéjus tekeéti kraujui, nedelsiant nuimkite varZztj.
PASTABA: venkite, kad proceduros metu mégintuvélio turinys kontaktuoty su kamsteliu ar adatos galu,
t.y. jokiais budais procedudros metu neapverskite megintuvelio.

9. Megintuvélj iSlaikykite vietoje, jj laikydami nykS¢iu ar pirstais, taip uztikrinant tinkamg kraujo surinkimg
vakuume.
PASTABA: Kraujas gali isteketi is adatos. Laikykitées bendryjy saugumo taisykliy uzsikrétimo rizikos
sumazinimui.
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Véliau naudojamus mégintuveélius vieng po kito kiskite j laikiklj. UZtikrinkite, kad mégintuvélio turinys
nekontaktuoty su meégintuvelio kamsteliu ar adatos galiuku kraujo paémimo procediros metu.

10. Baigus kraujui tekéti j paskutinj mégintuvélj, atsargiai iStraukite adatg i venos. Punkcijos vietg spauskite
steriliu tamponu, kol kraujas nustos tekéti.

11. Prasidéjus kreSéjimui, uzklijuokite lipny pleistrg arba uzrikite bintg.
PASTABA: Po venos punkcijos, kamStelio virSuje gali bati like kraujo. Naudodami mégintuvélius,
laikykités atitinkamy saugumo priemoniy ir venkite kontakto su Siuo krauju. Bet kuris krauju uZterStas
laikiklis turi bdti laikomas pavojingu ir turi bati nedelsiant iSmetamas.

12. Visas panaudotas adatas ir laikiklius iSmeskite j tam tikrg konteinerj. PAKARTOTINAI NEUZKIMSKITE!
UzkemsSant panaudotas adatas padidéja jsidGrimo pavojus.

VACUETTE® kraujo surinkimo adaty laikymas prie$ naudojima:

Rekomenduojama laikymo temperatira: 4-25 °C (40-77° F).

PASTABA: saugokite nuo tiesioginés saulés spinduliy. Laikymas kitokioje nei nurodyta temperatiroje gali
pakenkti VACUETTE® kraujo surinkimo adaty kokybei.

Ispéjimai:

e Naudojant VACUETTE® kraujo surinkimo adatas, laikykités jasy laboratorijoje priimty atsargumo
priemoniy ir taisykliy.

HBV, HCV, ZIV bei kiti infekciniai susirgimai gali bati perneSami jvykus kontaktui su biologiniais
méginiais. Jvykus kontaktui su biologiniais méginiais, uztikrinkite, kad bdty imtasi visy atitinkamy
medicininiy priemoniy.

Visas panaudotas VACUETTE® multibandines kraujo surinkimo adatas iSmeskite j tam skirtg utilizavimo
konteinerj.

Atliekant venos punkcijg ir naudojant mégintuvélius, uzsikrétimo rizikos sumazinimui déveékite
apsaugines pirstines.

Nenaudokite VACUETTE® kraujo surinkimo adaty pasibaigus jy galiojimo laikui.

Prekés numeris Nenaudoti pakartotinai

Serijos numeris Temperatdros ribos

@
l
Galiojimo data “ Gamintojas

E =l =
o
L& ]

Sterilizacija atlikta
naudojant EtOx dujas

Gamybos vieta:
Nipro Medical Industries Ltd., Tatebayashi Plant, 2-19-64, Matsubara, Tatebayashi-shi, Gunma, 374-8518, Japonija
Pagaminta Japonijoje, platinama Greiner Bio-One GmbH, Austrija

u Greiner Bio-One Gmbh www.gbo.com/preanalytics

Bad Haller Str. 32 fag.pa@gbo.com

4550 Kremsmunster (+43) 07583/6791

Austrija
lkslus dokumento vertimas j hetuviy kalba
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Greiner Bio-One Customer Information
VACUETTE® Multi-Sample Needles

Multi-Sample Needles for AT TeINER o1 [eToTs WeTo] | [-Ye3 o]

VACUETTE® Blood Collection Needles are designed for use in the daily blood collection routine
when delegated by a qualified practitioner.

The VACUETTE® Blood Collection Needles are made out of stainless steel and are fitted with a
multiple sampling valve to fill up several tubes.

The perforated label not only serves to simplify identification, but also acts as a seal of integrity.
VACUETTE® Blood collection needles are a sterile single-use product.

The needle shields and hubs are colour coded according to the international colour coding
recommendations for needle gauges.

Colour coding facilitates identification of the different needle sizes.

Black =22G = 0.7mm outer diameter
Green =21G = 0.8mm outer diameter
Yellow = 20G = 0.9mm outer diameter

Gauge Needle length Item number

a_—“.. 22G 25mm 450071
g_____, 21G 25mm 450072

— 20G 25mm 450073
e 22G 38mm 450075
. ' 21G 38mm 450076
T 20G 38mm 450077

m Specifications:

Container: (PP) polypropylene

Cap: (PP) polypropylene ——

Hub: (PP) polypropylene 1.17.8

Label: Paper \Z_ - Siliconised, for improved patient comfort
% Cannula: Stainless steel / siliconised - Shelf-life of 3 years
% Rubber sheath: Natural rubber - For single use only
CE Glue: Epoxy glue - Sterilised by ethylene oxide

Wear gloves during venipuncture and when handling blood collection tubes to minimise exposure hazard.

®
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Greiner Bio-One informacija klientui
VACUETTE multibandiminés adatos

Vacuette kraujos surinkimo adatos yra skirtos naudoti kraujo surinkimo rutinoje
kvalifikuoto personalo.

Vacuette kraujo surinkimo adatos yra pagamintos i$ plieno su jtaisytu multiméginio
voztuvu, skirtu keletos mégintuveéliy uzpildymui.

Perforuota etiketé skirta ne tik supaprastintai informacijai, bet taipogi tarnauja kaip
plomba. VACUETTE kraujo surinkimo adatos yra sterilios, vienkartinio panaudojimo.

Adatos gaubtelis ir voZtuvas turi spalvinj kodavimg pagal tarptautinio spalvinio
kodavimo rekomendacijas adaty diametro nustatymui.

Spalvinis kodavimas palengvina skirtingy adaty dydziy identifikacija.
Juoda = 22G= 0.7 mm iSorinis diametras

Zalia = 21= 0.8 mmi8orinis diametras
Geltona = 20= 0.9mm iSorinis diametras

Dydis Adatos ilgis Katalogo numeris

=_ 22G 25mm 450071
— 21G 25mm 450072
= 20G 25mm 450073
— —— 22G 38mm 450075
— 21G 38mm 450076
B — 20G 38 450073
/_1.17.8 |

Konteineris:  (PP) polipropilenas

Kamételis: (PP) polipropilenas —

Jvoré: (PP) polipropilenas

Etiketé: popierius - Silikonizuota, paciento komfortui

Adata: plienas/silikonizuota - Galiojimo laikas 3 metai

Guminé apsauga: Naturali guma - Vienkartiniam naudojimui

Klijai: Epoksitiniai - Sterilizuotos etileno oksidu

Devékite pirstines venos punkcijos metu bei naudodami mégintuvélius siekiant sumazinti uzsikrétimo rizika.
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greiner bio-one

Manufacturing Certificate of Analysis

We, Greiner Bio-One GmbH
Bad Haller Stral3e 32
4550 Kremsmiinster
Austria

hereby certify that our

1p.d. 1.17.9

VACUETTE® Multiple Use Drawing Needles /_

are manufactured in accordance with the following international standards and meet the required
specifications:

93/42/EEC “Council Directive 93/42/EEC of the 14™ June 1993 concerning medical devices”
ISO 11135 “Sterilization of health care products — Ethylene oxide”

The products have been manufactured under controlled conditions in accordance with ISO 9001
and EN ISO 13485.

Test items include:
1) Visual inspection
2) Functional test

3) Dimensional test

4) Extraction test

5) Bacterial endotoxins test

6) Sterility test based on BI and sterilization process parameter

The test results are kept for at least 5 years.

This certificate is valid for product manufactured at the date of issue of the document.

200 -10- 24 \ =V i AN dol Qi

Date Andreas Aichinger
Quality Manager
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Vertimas is angly kalbos

/logotipas/
Gamybos analizés sertifikatas

Mes, Greiner Bio-One GmbH

Bad Haller Strasse 32

4550 Kremsmunster

Austrija,

/_1.17.9 poz

Siuo rastu tvirtiname, kad misy

VACUETTE ® multibandinimés adatos

yra gaminamos laikantis Siy tarptautiniy standarty ir atitinka reikalaujamas specifikacijas:

93/42/EEC ,1993 m. birzelio 14 d. Tarybos Direktyva 93/42/EEC dél medicininiy priemoniy”
ISO 11135 »Sveikatos priezilrai skirty produkty sterilizavimas — etileno oksidas”
—————

Produktai buvo pagaminti kontroliuojamomis sglygomis pagal ISO 9001 ir EN ISO 13485.

Testo dalys:
1) Vizuali apzira
2) Funkcinis testas
3) Matmeny testas
4) Ekstrakcijos testas
5) Bakteriniy endotoksiny testas
6) Sterilumo testas, paremtas Bl ir sterilizavimo proceso parametrais

Testo rezultatai yra saugomi maziausiai 5 metus.

Sis sertifikatas galioja produktams, pagamintiems dokumento isleidimo metu.

2017-10-24 /spaudas/ /parasas/
Data Andreas Aichinger

Kokybés vadovas

Tikslus dokumento vertimas | lietuvi.

Vertéja Akvilé Gegeleviciene

i / ol
Data ol//7 - / o7

e
o

UAB Diamedica
Moléty pl. 73, Vilnius, Lietuva
Tel. 8 5279 0080
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greiner bio-one
Confirmation
We,
Greiner Bio-One GmbH
Bad Haller Str. 32 1p.d.1.17.10

4550 Kremsmdunster
Austria

hereby confirm, based on the information provided by the physical and/or legal
manufacturer, that the following product group

VACUETTE® Multiple-Use Drawing Needles

is in accordance with the requirements stated in the ISO 6009 as far as applicable.

" Date eorg Sambs
. < {*qulatory Affairs Manager
Greiner Bio-One GmbH Phone +43 (0) 7583 6791-0 Sitz d. Gesellschaft Gerichtsstand: LG Steyr
Bad Haller Strafte 32 Fax +43(0) 7583 6318 Bad Haller Stralte 32 FN 176887 d
4550 Kremsmiinster office@at.gbo.com 4550 Kremsmunster DVR 1005944

Austria www.gbo.com Austria UID-Nr.: ATU 45835208
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Patvirtinimas

Mes,

Greiner Bio-One GmbH
Bad Haller Str. 32
4550 Kremsmunster
Austrija,

remiantis fizinio ir/ar teisinio gamintojo pateikta informacija, Siuo rastu tvirtiname, kad produkty grupé

VACUETTE® Multiple-Use Drawing Needles

atitinka taikytinus reikalavimus, pateikiamus 1SO 6009. < 1.17.10
2018-02-14
Data /spaudas/ /parasas/

Georg Sambs
Reguliavimo reikaly vadovas

Tikslus dokumento vertimas j lietuviy kalbg
Verteja Akvilé Gegelevidiene
Data /- 5 - 14

—

UAB Diamedica
Molety pl. 73, Vilnius, Lietuva

[rekvizitai/ Tel. 85 279 0080
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Statement of Sterilization Method

Greiner Bio-One GmbH
Bad Haller Stralte 32
4550 Kremsmdinster
Austria

hereby confirm, that the below listed products are sterilized in their final packaging configuration
according to the information provided in the table 1.

Product Group Sterilization Method
VACUETTE® QUICKSHIELD Complete Radiation
VACUETTE® QUICKSHIELD Complete PLUS | Radiation

Table 1: Sterilization Information

All above listed products are sterilized according to a validated sterilization process according to
ISO 11137. The Sterility Assurance Level (SAL) is 10°®,

The cannula and needle cap meet the requirements of ISO 6009 as far as applicable.

\

1.17.10poz.

Daniela Gossenreiter N

Team Leader Regulatory Affairs

Towy [g, 2024

ate

£

(o]

o

Greiner Bio-One GmbH Sitz der Gesellschaft: _8
4 Bad Holler StraBe 32 | A-4550 Kremsmunster ;’

PHONE + FAX Gerichtsstand LG Steyr | FN 176887 d 2
ES

E-MAIL DVR 1005944 | UID ATU 45835208 page 1/1
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/greiner BIO-ONE logotipas/
Pareiskimas dél sterilizavimo metodo
Mes,
Greiner Bio-One GmbH
Bad Haller Strasse 32
4550 Kremsmunster

Austrija

Siuo rastu tvirtiname, kad Zemiau iSvardinti produktai galutinéje pakuotéje yra sterilizuoti atitinkamai pagal
1 lenteléje pateikta informacija.

Produkty grupé Sterilizavimo metodas
VACUETTE® QUICKSHIELD Complete Spinduliuoté
VACUETTE® QUICKSHIELD Complete Plus Spinduliuoté

1 lentelé: sterilizavimo informacija

Visi auksciau isvardinti produktai yra sterilizuoti pagal patvirtintg sterilizavimo procesg, pagal ISO 11137.
Sterilizacijos efektyvumo laipsnis yra 10°®.
Kaniulés ir adatos kamsteliai atitinka taikytinus 1ISO 6009 reikalavimus.

N—{1.17.10 poz.

2021 m. geguzés 17 d. /spaudas/ /parasas/
Data Daniela Gossenreiter

Reguliavimo reikaly komandos vadové

Tikslus dokumento vertimas j Itcmwu kalba
Vertéja Akvilé Gegelevi n iené

Dus. JA/-C5 - 19_/]] =

UAB Diamedica

Geliy g. 2, Avizieniai, th.ll]\’d
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confirmation

BIO-ONE

Statement of Sterilization Method

We,

Greiner Bio-One GmbH
Bad Haller Straf3e 32
4550 Kremsmiinster
Austria

hereby confirm, that the below listed products are sterilized in their final packaging configuration
according to the information provided in the table 1.

VACUETTE@ Blood e Tubes L BN EEIOS
VACUETTE® Urine Tubes  Radiation
| VACUETTE® Multiple Use Drawing Needles | ETO
 VACUETTE® VISIO PLUS Needles ~ |ETO

| (Safety) Blood Collection Sets (all versions) | ETO

| VACUETTE® Luer Adapter _ | ETO

Table 1: Stenf:zatzon Information

All above listed products are sterilized according to a validated sterilization process according to ISO
11137 or ISO 11135. The Sterility Assurance Level (SAL) is 10°.

Based on the information provided by the physical and / or legal manufacturer the following product
groups are in accordance with the requirements stated in ISO 6009 as far as applicable:

- VACUETTE® Multiple Use Drawing Needles

- VACUETTE® VISIO PLUS Needles

- (Safety) Blood Collection Sets (all versions)

Aeam Leader Regulatory Affairs

Greiner Bio~-One GmbH Sitz der Geseiischaﬁ

Bad Halle ‘f:::s trafle 32 | A-4550 Kremesmunster Bad Haller Strafle 52 1 A-4550 Kremsmunsiet

PHONE +&05 H583 679 L FAX +48 7583 6518 Germmsstand LG Steyr | ENT&ERT O

E-MAIL ¢ o g:;;‘;iﬁfi;::;‘f“‘:_r:j“zs.:j“:;“*:‘“- DVR 1005044 | UID ATU wR8 \‘*P{\% page 1/1

ww wgb ocom
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Vertimas is angly kalbos
Patvirtinimas /greiner BIO-ONE logotipas/
Pareiskimas dél sterilizavimo metodo
Mes,
Greiner Bio-One GmbH
Bad Haller Strasse 32
4550 Kremsmunster

Austrija

Siuo rastu tvirtiname, kad Zemiau iSvardinti produktai galutinéje pakuotéje yra sterilizuoti atitinkamai pagal
1 lenteléje pateiktay informacija.

Produkty grupé Sterilizavimo metodas
VACUETTE® kraujo paémimo mégintuvéliai Spinduliuoté
VACUETTE® Slapimo mégintuvéliai Spinduliuoteé
VACUETTE® multibandinés kraujo paémimo adatos | ETO

VACUETTE® VISIO PLUS adatos ETO

(Saugis) Kraujo paémimo rinkiniai (visos versijos) ETO

VACUETTE® Luer adapteriai ETO

1 lentelé: sterilizavimo informacija

Visi auksciau isvardinti produktai yra sterilizuoti pagal patvirtintg sterilizavimo procesg, pagal ISO 11137 ar
ISO 11135. Sterilizacijos efektyvumo laipsnis yra 10°®,

Remiantis fizinio ir (ar) legalaus gamintojo informacija, Sios produkty grupés atitinka taikytinus ISO 6099
reikalavimus:

- VACUETTE® multibandinés kraujo paémimo adatos
- VACUETTE® VISIO PLUS adatos
- (Saugdis) Kraujo paémimo rinkiniai (visos versijos)

2021 m. geguzés 19 d. /spaudas/ /parasas/
Data Daniela Gossenreiter

Reguliavimo reikaly komandos vadové

Fikslus dokumento vertirias j hc.[uvu; kalt"
Verteja Akvile Gegelevi

lucnc
Data ;&:3( !f ‘i (
UAB Diamedica

Geéliu g. 2, AviZzieniai, L ietuva

/rekvizitai/



<>

Your Power for Health greiner bio-one

Product Information
VACUETTE® Blood Collection Tubes

Shelf life

Storage Guidelines

1pd. 1.17.11

e

All expiry dates stated on VACUETTE® products are based on stability tests. These tests are carried out in
accordance to the requirements of the international standards for evacuated blood collection systems. Our products meet the
requirements within the stated shelf life as long as the storage guidelines are stictly adhered to.

All VACUETTE® products should be stored at a temperature between 4°C - 25°C. In addition, the
following guidelines must be adhered to:

<~ Avoid direct exposure to the sun, especially at high temperatures (at approx. 50°C).

<~ Avoid storage near heating devices or other warm areas.

<~ Avoid transportation conditions below -15°C and above 40°C.

<~ Avoid storage below 0°C especially for serum, heparin and EDTA tubes with gel. If the tubes are stored below 0°C, they
should be kept at room temperature afterwards for about 1-2 days before usage.

Shelf life list
Cap colour coding Type Fill volume Shelf life
Z Serum 1ml 12 months
m ﬁ Z Serum 2ml - 9ml 18 months
Z Serum / Gel / Granulat  2.5ml - 8ml 18 months
LH 1ml 12 months
m m LH, LH/Gel, AH, NH 2ml - 9ml 18 months
KBE, K2E (spray-dried)  1ml 12 months
n m éiif%gﬁaeel 2ml - 9m 18 months
K3E (liquid) 2.5ml - 9ml| 12 months
FX, FE, FH 2ml - 4ml 18 months
MJA 2ml, 4.5m | 9 months

Greiner Bio-One GmbH | Bad Haller StraBe 32 | A-4550 Kremsmiinster

Phone: (+43) 75 83 67 91-0 | Fax: (+43) 75 83 63 18 | E-mail: office@at.gbo.com

www.gbo.com/preanalytics
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Your Power for Health
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greiner bio-one

Product Information
VACUETTE® Blood Collection Tubes

Shelf life

Shelf life list
Cap colour coding Type Fill volume Shelf life
9NC 3.2%, 9NC 3.8% 1ml 6 months
m m m 9NC 3.2%, 9NC 3.8% 2ml - 3,5ml 12 months
CTAD 3.5ml - 4ml 12 months
. 4NC 3.2% (Glas) 1.6ml, 2.9ml 12 months
4ANC 3.2% (Plastik) 2m 18 months
m ”.q\ ACD, CPDA eml, 9ml 12 months
S g No Additive 2ml - 9ml 18 months
Accessories Shelf life
Type Shelf life
Blood Collection Needles 36 months
o
o g Luer Adapter 36 months
/_/ ‘ : Luer Needles 36 months
ol ‘/ E Safety/ Blood Collection Sets 36 months
' &/’" HOLDEX® 36 months

e

e

Wear gloves during venipuncture and when handling blood collection tubes to minimise exposure hazard.

V0400_E, Rev01, 09-2008

Greiner Bio-One GmbH | Bad Haller StraBe 32 | A-4550 Kremsmiinster
Phone: (+43) 75 83 67 91-0 | Fax: (+43) 75 83 63 18 | E-mail: office@at.gbo.com

www.gbo.com/preanalytics
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Galiojimo laikas

Laikymo rekomendacijos

Vertimas is angly kalbos
«->
greiner bio-one

Informacija apie produkta
VACUETTE" Kraujo surinkimo mégintuvéliai

Galiojimo datos, nurodytos ant VACUETTE® produkty, yra paremtos atliktais stabilumo tyrimais.
Sie tyrimai yra atliekami pagal tarptautiniy standarty reikalavimus dél vakuuminiy kraujo surinkimo
sistemy. Miisy produktai atitinka reikalavimus dél nurodomo galiojimo laiko, jei yra grieztai
laikomasi laikymo rekomendacijy.

Visi VACUETTE® produktai turi biiti laikomi prie 4°C - 25°C temperatiiros. Be to, bitina laikytis
iy rekomendacijy:

vengti tiesioginiy saulés spinduliy, ypac esant aukstai temperatiirai (prie mazdaug 50°C),
nelaikyti prie jkaitusiy prietaisy ar kitose labai Siltose vietose,
vengti transportavimo prie temperatiiros, zemesnés nei -15°C ir auksStesnés nei 40°C,

nelaikyti prie temperatiiros, zemesnés nei 0°C, ypac gelio mégintuvéliy su serumu, heparinu
ir EDTA. Jei mégintuvéliai bus laikomi Zemiau 0°C, 1-2 dienas prie$ naudojimg jie turi biiti

laikomi kambario temperaturoje.

Galiojimo laiko sgraSas

1p.d.1.17.11

i

Kamsteliy spalvinis kodas Tipas UZzpildymo tiiris | Galiojimo laikas
Z Serum Iml 12 ménesiy
= m li m Z Serum 2ml — 9ml 18 ménesiy
| Z Serum/Gel/Granulat | 2.5ml — 8ml _ 18 ménesiuy
iy m i;ﬁ LH 1ml 12 ménesiy
) LH, LH/Gel, AH, NH | 2ml —9ml 18 ménesiy
ﬁ K3E, K2E (sausas) Iml 12 ménesiy
K3E, K2E, K2E/Gel | 2ml —9ml 18 ménesiy
sausas)

K3E (skystas) 2.5ml — 9ml 12 ménesiy
FX, FE, FH 2ml — 4ml 18 ménesiy

MIJA 2ml, 4.5ml 9 ménesiai

ONC 3.2%, ONC 3.8% | 1ml 6 ménesiai
ONC 3.2%, ONC 3.8% | 2ml —3.5ml 12 ménesiy
CTAD 3.5 —4ml 12 ménesiy
4NC 3.2% (stiklas) 1.6ml, 2.9ml 12 ménesiy
4NC 3.2% (plastikas) | 2ml 18 ménesiy
ACD, CPDA 6ml, 9ml 12 ménesiy
Be priedy 2ml — 9ml 18 ménesiy
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Priedy galiojimo laikas

Tipas Galiojimo laikas
e Kraujo surinkimo adatos 36 ménesiai
" Luer adapteris 36 ménesiai
Luer adatos 36 ménesiai
Saugtis/Kraujo surinkimo | 36 ménesiai
rinkiniai
HOLDEX" 36 ménesiai

Venos punkcijos metu ir dirbant su kraujo surinkimo mégintuvéliais dévekite pirstines, kad sumazintuméte pavojaus
rizikg.
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VACUETTE® <

G ne step ahead - greiner bio-one

C€ Evacuated Blood Collection Syste @

For In Vitro Diagnostic Use
Intended Use
VACUETTE® Blood Collection Tubes, Holders and Needles are used together as a system for the collection of venous blood.

e
VACUETTE" tubes are used to collect, transport, store and process blood for testing serum, plasma or whole blood In the clinical
laboratory and are for professional use.

Product Description

VACUETTE® tubes are plastic tubes with a pre-defined vacuum for exact draw volumes. They are fitted with colour-coded
VACUETTE® Safety Caps (see table below). The tubes, additive concentrations, volume of liquid additives, and their permitted
tolerances, as well as the blood-to-additive ratio, are in accordance with the requirements and recommendations of the
international standard ISO 6710 “Single-use containers for venous blood specimen collection”. Additive choice depends on the
analytical test method. It is specified by the manufacturer of the test reagents and/or instrument on which the test is performed.
Tube interiors are sterile.

VACUETTE® Safety Cap Colour Codes*

Description Safety Cap Colour Cap Inner Ring Colour
No Additive Tubes

Z No Additive white black
Coagulation Tubes

9NC Coagulation sodium citrate 3.2% light blue black

9NC Coagulation sodium citrate 3.8% light blue black

CTAD light blue yellow
Serum Tubes

CAT Serum Clot Activator red black

CAT Serum Sep Clot Activator (Gel Tubes) red yellow

CAT Serum Fast Sep orange yellow
Heparin Tubes

LH Lithium Heparin green black

LH Lithium Heparin Sep (Gel Tubes) green yellow

AH Ammonium Heparin green black

NH Sodium Heparin green black
EDTA Tubes (haematology)

K2E K2EDTA (also immuno haematology) lavender black

K3E K3EDTA (also immuno haematology) lavender black
EDTA Tubes (molecular diagnostics and viral load detection)

K2E K2EDTA lavender black

K2E K2EDTA Sep (Gel Tubes) lavender yellow
Glucose Tubes

FE Sodium Fluoride / EDTA (K2E / K3E) grey black

FX Sodium Fluoride / Potassium Oxalate grey black

LH Lithium Heparin and lodoacetate grey black

FH Sodium Fluoride / Sodium Heparin grey black

FC Mix Tubes %:?kl E:th
Crossmatch Tubes

CAT Clot Activator pink black

K3E K3EDTA pink black
Blood Grouping Tubes

ACD-B yellow black

ACD-A yellow black

CPDA yellow black
Trace Element Tubes

NH Sodium Heparin royal blue black

Z No Additive royal blue black
ESR Tubes (IFU 980232)
Homocysteine Detection Tubes

Buffered sodium citrate / citric acid solution white red

(Tubes with smaller draw volumes of 1ml or 2 ml have a white inner ring.)
*Example of standard colours. Colour may vary for specific order numbers and/or due to local requirements.

980200_Rev22_09-2018 Page1/6
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Coagulation Tubes and CTAD Tubes

VACUETTE® 9NC Coagulation Sodium Citrate Tubes are filled with buffered tri-sodium citrate solution. Citrate concentrations of
either 0.109 mol/l (3.2 %) or 0.129 mol/l (3.8 %) are available. The choice of the concentration depends upon the policies of the
laboratories. The mixing ratio is 1 part citrate to 9 parts blood.

VACUETTE® CTAD Tubes contain buffered citrate solution, theophylline, adenosine and dipyridamole.

Coagulation and CTAD tubes are used for coagulation tests.

Serum Tubes

All Serum Tubes are coated with micronized silica particles which activate clotting when tubes are gently inverted.

VACUETTE® CAT Serum Sep Tubes contain a barrier gel that is present in the bottom of the tube. The specific gravity of this
material lies between the blood clot and the serum. During centrifugation the barrier gel moves upward to the serum - clot interface,
where it forms a stable barrier separating the serum from fibrin and cells. Serum may be aspirated directly from the collection
tube, eliminating the need for transfer to another container.

Serum tubes are used for determinations in serum for routine clinical chemistry tests and hormones, serology,
immunohaematology and TDM. Therapeutic drugs (TDM) were partially tested in gel tubes (for more details consult studies on
https://www.gbo.com/preanalytics).

VACUETTE® CAT Serum Fast Sep Tubes are coated with a clotting activator containing thrombin to accelerate the clotting process.
They are used for determinations in serum for routine clinical chemistry tests. The product is not suitable for patients under heparin
or thrombin inhibitor therapy or fibrinogen deficiency. For more details on tested parameters consult studies on
http://www.gbo.com/preanalytics.

Heparin Tubes

The interior of the tube wall is coated with lithium heparin, ammonium heparin or sodium heparin. The anticoagulant heparin
activates antithrombin, thus blocking the coagulation cascade and producing a whole blood / plasma sample making it ideal for
rapid analysis and analysis of blood from patients under anticoagulant therapy.

VACUETTE® LH Lithium Heparin Sep Tubes contain a barrier gel in the tube. The specific gravity of this material lies between the
blood cells and plasma. During centrifugation the gel barrier moves upward providing a stable barrier separating the plasma from
cells. Plasma may be aspirated directly from the collection tube, eliminating the need for manual transfer to another container.
Heparin tubes are used for plasma determinations of routine clinical chemistry tests. Lithium determinations should not be
performed in Lithium Heparin tubes. Ammonium determinations should not be performed in Ammonium Heparin tubes. Sodium
determinations should not be performed in Sodium Heparin tubes.

EDTA Tubes

VACUETTE® K2E K2EDTA Tubes and VACUETTE® K3E K3EDTA Tubes are used for testing whole blood in haematology. EDTA
Tubes may also be used for routine immunohaematology testing i.e. red cell grouping, Rh typing and antibody screens, viral
marker testing in screening laboratories and molecular diagnostics. The interior of the tube wall is coated with either K2EDTA or
K3EDTA. The tube is also available with a liquid EDTA solution. The EDTA binds calcium ions thus blocking the coagulation
cascade. EDTA Tubes are used for testing whole blood in the clinical haematology laboratory within 24 hours at room temperature.
Blood smears should be prepared within four hours of blood collection.

VACUETTE® K2E K2EDTA Sep Tubes are used for testing plasma in molecular diagnostics and viral load detection.

Standard Glucose Tubes

These tubes are available with different additives. The tubes contain a stabilizer and an anticoagulant: Sodium Fluoride / K3EDTA,
Sodium Fluoride / Potassium Oxalate, Sodium Fluoride / Sodium Heparin. They are suitable for the analysis of glucose
concentration within 48 hrs. Please refer to the test kit instruction for the tube of choice, especially for lactate analysis.

VACUETTE® FC Mix Tubes

VACUETTE® FC Mix Tubes are used to stabilize the in-vivo glucose concentration in whole blood and/or plasma. They are sterile,

single-use, plastic evacuated tubes with VACUETTE® safety caps containing an additive mix of Na,EDTA, sodium fluoride, citric

acid and sodium citrate. Proper mixing (10x) is important! VACUETTE® FC Mix Tubes (Primary Tubes) can be stored after correct

inversion for up to 24 hours at room temperature without centrifugation.

. Should the tubes be expected to be stored longer than 24 hours at room temperature, samples should be centrifuged
immediately after blood collection in order to be stored for up to 48 hours at room temperature.

. Centrifuged aliquots from VACUETTE® FC Mix Tubes can be stored for up to 48 hours at room temperature. Tubes should
be centrifuged as soon as possible.

. Cooling of the samples (4-8°C, 39—-46°F) is also suitable for 48 hours glucose stabilization.

Crossmatch Tubes

Crossmatch Tubes are available in two different versions. One tube type contains clot activator used for crossmatch tests with
serum, while the other type contains K3EDTA and is used for crossmatch tests with whole blood. The field of application is
crossmatching.

Blood Grouping Tubes

Blood Grouping Tubes are available with ACD (Acid Citrate Dextrose) solutions in two formulations (VACUETTE® ACD-A or
VACUETTE® ACD-B) or with CPDA solution (Citrate Phosphate Dextrose Adenin). Blood Grouping Tubes are used for blood
grouping tests or cell preservation.

Trace Element Tubes

Trace Element Tubes contain sodium heparin or no additive and are used to test trace elements. VACUETTE® Trace Element Z No
Additive Tubes do not contain a clot activator and have to remain in an upright position until the blood has fully clotted. Before
determination of trace element all devices used in collection, transportation and storage should be evaluated. A blank measure
for each tube lot must be carried out beforehand.
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VACUETTE® Homocysteine Detection Tubes

VACUETTE® Homocysteine Detection Tubes contain a buffered sodium citrate / citric acid solution (pH=4.2) to stabilize
homocysteine in whole blood. During blood collection, ensure complete filling of tubes (to the fill mark). Gently invert the tubes 5-
10 times immediately after blood collection to reach a proper mix of additive and blood.

The analysis result of the homocysteine concentration must be multiplied by the factor 1.11 to compensate for dilution by the
citrate. In some cases, the factor may be subject to natural, physiological fluctuations. Not suitable for enzymatic test methods.
Assay evaluations show that there is not always compatibility. Therefore the assay compatibility should be verified prior to use.
Incompatibility could lead to erroneous or invalid test results.

No Additive Tubes
VACUETTE® Z No Additive Tubes do neither contain any anticoagulant nor clot activator but are evacuated and the interior is sterile.
They can be used as discard tubes or for the collection of blood.

VACUETTE® Precautions/Cautions

1. Do not use tubes if foreign matter is present!

2. Handle all biological samples and blood collection “sharps” (lancets, needles, luer adapters, and blood collection sets)
according to the policies and procedures of your facility.

3. Obtain appropriate medical attention in the case of any exposure to biological samples (for example, through a puncture
injury), since they may transmit HIV (AIDS), viral hepatitis, or other bloodborne pathogens.

4. Discard all blood collection “sharps” in biohazard containers approved for their disposal.

5. Transferring a sample from a syringe to a tube is not recommended. Additional manipulation of sharps increases the potential
for needlestick injury. In addition, depressing the syringe plunger during transfer can create a positive pressure, forcefully
displacing the stopper and sample and causing potential blood exposure. Using a syringe for blood transfer may also cause
over or under filling of tubes, resulting in an incorrect blood-to-additive ratio and potentially incorrect analysis results.

6. If blood is collected through an intravenous (V) line, ensure that the line has been cleared of IV solution before beginning to
fill blood collection tubes. This is critical to avoid erroneous laboratory data from 1V fluid contamination.

7. Do not use tubes containing lithium iodoacetate if they become coated with a yellow film along the tube walls.

8. Liquid preservatives and anticoagulants are clear and colourless. CPDA tubes contain a yellowish liquid, the clot activator
may appear white and EDTA tubes may have a slightly white to yellow appearance which does not affect the performance
of these tubes.

9. Tubes with visible floating clots occurrence increases when centrifugation conditions are not followed according to
recommended g-force and/or time.

10. Do not use tubes after their expiration date.

Storage

Store tubes at 4-25°C (40-77°F).
NOTE: Avoid exposure to direct sunlight. Exceeding the maximum recommended storage temperature may lead to impairment of
the tube quality (i.e. vacuum loss, drying out of liquid additives, colouring, etc.)

Limitations

1. Referto the instrument assay instructions for use for information on the correct sample material, correct storage and stability.

2. Heparin plasma should be separated from cells within 2 hours, either by collection and centrifugation with a gel tube or by
transferring plasma into a secondary container if a gel tubes is not used.

3. Assay compatibility for the VACUETTE® Homocysteine Detection Tube is not ensured in every case (e.g. in case of enzymatic

methods). Please verify the compatibility prior to use. If there is no assay compatibility, it could lead to false or invalid analysis

results. For more details visit www.gbo.com/preanalytics - section homocysteine tubes.

Not all therapeutic drugs have been tested. Consult studies on www.gho.com/preanalytics

Vitamin D3 determination by HPLC cannot be carried out with all gel tubes.

Serum tubes are not suitable for the determination of trace elements such as Ag, Al, As, Ba, Be, Cd, Cr, Co, Cu, Hg, I, Li,

Mn, Mo, Ni, Pb, Se, Sb, Sn, Te, Th, Tl, U, Zn.

7. VACUETTE® CAT Serum Fast Sep Tubes with visible floating clots lead to deviations in LDH values.

8. Fluoride is known to cause an increase in haemolysis. For further information on substances that may interfere, please
consult the assay instructions for use.

oA

Specimen Collection and Handling

READ THIS ENTIRE DOCUMENT BEFORE PERFORMING VENIPUNCTURE.
Equipment required for specimen collection.

Be sure that the following materials are readily accessible before performing venipuncture:
All necessary tubes, identified for size, draw and additive

Disposable gloves and personal protective equipment

Labels for positive patient identification of samples

Blood collection needles and holders

NOTE: VACUETTE® blood collection needles are designed for optimal use with holders from Greiner Bio-One. The use of
holders from other manufacturers is under the responsibility of the user.

Alcohol swab for cleansing site

Tourniquet

Adhesive plaster or bandage

Sharps disposal container for safe disposal of used material

PR
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Recommended Order of Draw: (based on: CLSI GP41-ED7)

Blood culture

Sodium Citrate

Serum / Serum Sep / Serum Fast Sep (Clot activator)

Heparin / Heparin Sep

EDTA / EDTA Sep

Glycolytic inhibitor tubes

Other additives

NOTE: If a winged blood collection set is used, the first tube in the series will be under-filled. Therefore, if a Sodium Citrate
specimen is drawn first, a discard tube (No Additive) is recommended to be drawn prior to this tube to ensure the proper additive-
to-blood ratio. In addition, even though studies have shown that PT and aPTT tests are not affected if drawn first in a tube series,
it is advisable to draw a second tube for other coagulation assays, since it is not known whether or not these tests will be affected.
NOTE: Always follow your facility's protocol for order of draw

NOTE: For VACUETTE® Trace Element Tubes (Sodium Heparin) we recommend a separate blood collection to avoid contamination
of the samples.

~NOoO O WNPRE

Prevention of Backflow

Most evacuated blood collection tubes contain chemical additives. Therefore, it is important to avoid possible backflow from the
tube, due to the possibility of adverse patient reactions. To prevent backflow from tube into the patient’'s arm, observe the following
precautions:

1. Place patient’s arm in a downward position.

2. Hold tube with the cap uppermost.

3. Release tourniquet as soon as blood starts to flow into tube.

4.  Make sure tube contents do not touch cap or end of the needle during venipuncture.

Freezing/ Thawing

Filled tubes withstand a freezing down to -80°C. It is recommended to keep the samples in the refrigerator for 2 hours prior to
freezing. Freeze centrifuged gel tubes upright in an open metal rack at -20°C for 2 2 hours. The tubes can remain at -20°C or be
transferred to -80°C. After thawing, mix the sample thoroughly prior to analysis. To achieve perfectly clean heparin plasma, thawed
samples should be aliquoted and centrifuged. For long-term storage, it is recommended to use special cryo vials. Users should
also establish their own freezing protocol.

High Altitude
For collection at high altitude (1600 m/5250 ft or 3000 m/9850 ft) we recommend high altitude tubes. The vacuum in these tubes
compensates for the lower outer pressure.

Venipuncture Technique

WEAR GLOVES DURING VENIPUNCTURE AND WHEN HANDLING BLOOD COLLECTION TUBES TO MINIMIZE EXPOSURE
HAZARD.

Select tube or tubes appropriate for required specimen.

Remove the cover over the valve section of the needle.

Thread the needle into the holder. Be sure needle is firmly seated to ensure needle does not unthread during use.

Apply tourniquet as necessary (max. 1 minute)

Prepare venipuncture site with an appropriate antiseptic. DO NOT PALPATE VENIPUNCTURE AREA AFTER CLEANSING.
Place patient’s arm in a downward position.

Remove needle shield. Perform venipuncture WITH ARM DOWNWARD AND TUBE CAP UPPER-MOST.

Push tube into the holder and onto the needle valve puncturing the rubber diaphragm. Centre tubes in holder when
penetrating the cap to prevent sidewall penetration and subsequent premature vacuum loss.

9. REMOVE TOURNIQUET AS SOON AS BLOOD APPEARS IN TUBE. DO NOT ALLOW CONTENTS OF TUBE TO

CONTACT THE CAP OR END OF THE NEEDLE DURING PROCEDURE.

NOTE: Blood may occasionally leak from the needle sleeve. Practice universal standard precautions to minimize hazard

exposure.

If no blood flows into tube or if blood flow ceases before an adequate specimen is collected, the following steps are suggested

to complete satisfactory collection:

a) Ensure the tube is pushed fully forward in the holder. Hold in place by pressing the tube with the thumb or finger to ensure
complete vacuum draw. The fill mark allows for visual control of the correct filling of the tube A tolerance of +/-10% is
allowed.

b) Confirm correct position of needle in vein.

c) If blood still does not flow, remove tube and place new tube onto the holder.

d) If second tube does not draw, remove needle and discard. Repeat procedure from step 1.

10. When the first tube is full and blood flow ceases, gently remove it from holder.

11. Place succeeding tubes in holder, puncturing diaphragm to begin flow. Draw tubes without additives before tubes with
additives. See recommended Order of Draw.

12. Gently invert the tubes immediately after blood collection to reach a proper mix of additive and blood. Turn the filled tube
upside-down and return it to upright position. This is one complete inversion.

NOTE: Do not shake the tubes. Vigorous mixing may cause foaming or haemolysis. Insufficient mixing or delayed mixing in

serum tubes may result in delayed clotting. In tubes with anticoagulants, inadequate mixing may result in platelet clumping,

clotting and /or incorrect test results.
13. Assoon as blood stops flowing in the last tube, remove the tube and then the needle from vein, applying pressure to puncture
site with dry sterile swab until bleeding stops. Once clotting has occurred, apply bandage if desired.

NOTE: After venipuncture, the top of the cap may contain residual blood. Take proper precautions when handling tubes to

avoid contact with this blood. Any needle holder that becomes contaminated with blood is considered hazardous and should

be disposed of immediately.
14. Dispose of the used needle with holder using an appropriate disposal device. DO NOT RECAP. Recapping of needles
increases the risk of needle stick injury and blood exposure.

ONoO~WNE
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15. It is the laboratory’s ultimate responsibility to verify that a change from one tube to another does not significantly affect
analytical results obtained from patient samples.

NOTE: Keep the tubes, especially serum, in an upright position.

Centrifugation

Ensure that tubes are properly seated in the centrifuge carrier; incomplete seating could result in the separation of the VACUETTE®
Safety Cap from the tube.

NOTE: VACUETTE® CAT Serum (Sep) Clot Activator Tubes should be centrifuged at the earliest 30 minutes after blood collection
to minimize post clotting (fibrin build up) in serum. This could lead to contamination of the analyser and to erroneous results.
Blood from patients under anticoagulant therapy or patients with coagulation disorders might need longer than 30 minutes to clot.
Serum tubes should be allowed to fully clot prior to centrifugation.

VACUETTE® CAT Serum Fast Sep Tubes can be centrifuged 5 minutes after blood collection. Inadequate mixing may lead to post
clotting in VACUETTE® CAT Serum Fast Sep Tubes.

Tube Type Inve_rs_,ions R_ecommended g-force Time

(mixing) relative centrifugal force (rcf) (min)
1800 g 10

Serum Fast Sep 5-10x 3000 g 5

Serum Tubes / with Sep

EDTA Tubes / with Sep

Heparin Plasma Tubes / with Sep 5-10x 1800 - 22009 10-15

Standard Glucose Tubes

Homocystein Detection Tubes 2000 — 2200 g 10

VACUETTE® FC Mix Tubes 10x 1800 g 10

Coagulation Tubes

- Platelet tests (PRP) 1509 5

- Routine tests (PPP) 4-5x 1500 — 2000 g 10

- Preparation for deep freeze plasma (PFP) 2500 — 3000 g 20

Other centrifugation settings may also provide acceptable separation. Plasma tubes should ideally be centrifuged at high g-force
(e.g. 2200g). It should be evaluated and validated by the laboratory (e.g. increased g-force and/or decreased time).

Barriers are more stable when tubes are spun in centrifuges with horizontal swing-out rotors rather than those with fixed angle
heads.

NOTE: If the gel movement is occasionally not adequate (especially due to a haematocrit >50%), it is recommended to use a
higher g-force and longer centrifugation time.

Centrifugation should be done in a cooled centrifuge. Higher temperatures could have negative effects on the physical properties
of the gel. The yield of serum or plasma is ideal at 20°C-22°C (68°F-72°F).

NOTE: Tubes should be centrifuged no later than 2 hours after collection. Extended contact of blood cells with the serum or
plasma, may lead to erroneous analysis results, hence centrifugation might be necessary sooner depending on the analyte. It is
not recommended to re-centrifuge gel tubes once the barrier has been formed. The debris underneath the gel might contaminate
the supernatant.

VACUETTE® Caps

The VACUETTE® blood collection system features a unique safety cap design. There are two different closure systems available
depending on the size of the tube:

13mm tubes: Premium and non-ridged tubes

Premium tubes are fitted with a VACUETTE® Safety Screw Cap. Remove the cap from the tube by twisting in an anti-clockwise
direction. The cap cannot be removed by a simple pull action.

Non-ridged tubes are also fitted with a VACUETTE® Safety Screw Cap. However, because of the absence of ridges on the tubes,
the cap can be removed by a simple pull action.

16 mm tubes: VACUETTE® Safety Grip Cap — Remove the cap from the tube with a simple pull action.

Special Snap Caps made of only PE are available to recap the tubes for storing.

Disposal

1. The general hygiene guidelines and legal regulations for the proper disposal of infectious material should be considered and
followed.

2. Disposable gloves prevent the risk of infection.

3. Contaminated or filled blood collection tubes must be disposed of in suitable biohazard disposal containers, which can then
be autoclaved and incinerated afterwards.

4. Disposal should take place in an appropriate incineration facility or through autoclaving (steam sterilisation).
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Label Information

d Manufacturer /l/ Temperature limit
E Use-by date ® Do not re-use

LoT Batch code El:i:l Consult instructions for use
Catalogue number In vitro diagnostic medical device
ﬂ Sterilized using irradiation

References:

ISO / EN / ANSI/AAMI Standards

ISO 6710 “Single-use containers for venous blood specimen collection”

EN 14820 “Single-use containers for human venous blood specimen collection”

ISO 11137 "Sterilisation of health care products — Requirements for validation and routine control — Radiation sterilisation”

Literature:

C38-A "Control of Preanalytical Variation in Trace Element Determinations”, Approved Guideline

GP39-A6 " Tubes and Additives for Venous and Capillary Blood Specimen Collection ", Approved Standard - 6th Edition
GP41-ED7 "Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture", Approved Standard - 7th Edition
GP44-A4 "Procedures for the Handling and Processing of Blood Specimens for Common Laboratory Tests”, Approved Guideline
— 4th Edition

H21-A5 "Collection, Transport, and Processing of Blood Specimens for Testing Plasma-Based Coagulation Assays and Molecular
Hemostasis Assays", Approved Guideline - 5th Edition

H20-A2 "Reference Leukocyte (WBC) Differential Count (Proportional) and Evaluation of Instrumental Methods” Approved
Standard - 2nd Edition.

H26-A2 "Validation, Verification, and Quality Assurance of Automated Hematology Analyzers”, Approved Standard — 2nd Edition.

Greiner Bio-One GmbH Wf\;yw.gbo.c%m/preanalﬁics
“ Bad Haller Str. 32 office@at.gbo.com
; Ph 43 7583 6791
4550 Kremsmiinster, Austria one +
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VACUETTE"

N o e step chead

e akuuminé kraujo surinkimo sistema

In vitro diagnostiniam naudojimui

Paskirtis

sistema veninio kraujo surinkimui. VACUETTE® meégintuveéliai yra skirti
surinkti, transportuoti, laikyti ir paruosti kraujg serumo, plazmos ar bendro kraujo tyrimui klinikinéje laboratorijoje ir yra skirti profesionaliam naudojimui.

Produkto apraSymas

VACUETTE® yra plastikiniai mégintuvéliai su fiksuotu vakuumo kiekiu tiksliam tario jtraukimui. Jie yra su spalvotais VACUETTE® Safety (saugiais) kamsteliais (Zr.
Zemiau esancig lentelg). Mégintuvéliai, priedy koncentracijos, skysty priedy tariai ir jy leidZziami nuokrypiai bei kraujo ir priedy santykis atitinka tarptautinio
standarto ISO 6710 “Vienkartiniai veninio kraujo méginiy surinkimo konteineriai” rekomendacijas. Priedy pasirinkimas priklauso nuo analitinio tyrimo metodo.
Tyrimo metoda nurodo reagenty ir (ar) instrumento, su kuriuo yra atliekamas tyrimas, gamintojas. Mégintuvélio vidiné dalis yra sterili.

VACUETTE® SAFETY Kamsteliy spalviniai kodai*

Aprasymas SAFETY (saugaus) kamstelio spalva  Kamstelio vidinio Ziedo spalva
Mégintuvéliai be priedy
Z Be priedy balta juoda
Koaguliacijos mégintuvéliai
9NC Natrio citratas 3.2% koaguliacijai Sviesiai mélyna juoda
9NC Natrio citratas 3.8% koaguliacijai Sviesiai mélyna juoda
CTAD Sviesiai mélyna geltona
Serumo mégintuvéliai
CAT Kreséjimo aktyvatorius serumui raudona juoda
CAT Kreséjimo aktyvatorius ir gelis serumui (mégintuvéliai su geliu) raudona geltona
CAT greitas serumo atskyrimas oranziné geltona
Heparino mégintuvéliai
LH Li¢io heparinas Zalia juoda
LH Li¢io heparinas ir gelis (mégintuvéliai su geliu) Zalia geltona
AH Amonio heparinas Zalia juoda
NH Natrio heparinas Zalia juoda
EDTA mégintuvéliai (hematologija)
K2E K2EDTA (taip pat imunohematologija) Sviesiai violetiné juoda
K3E K3EDTA (taip pat imunohematologija Sviesiai violetiné juoda
EDTA mégintuvéliai (molekuliné diagnostika ir virusy aptikimas)
K2E K2EDTA Sviesiai violetiné juoda
K2E K2EDTA ir gelis (mégintuvéliai su geliu) Sviesiai violetiné geltona
Gliukozés mégintuvéliai
FE Natrio fluoridas/EDTA (K2E/K3E) pilka juoda
FX Natrio fluoridas/kalio oksalatas pilka juoda
LH Li¢io heparinas ir jodo acetatas pilka juoda
FH Natrio fluoridas / natrio heparinas pilka juoda
FC Mix mégintuvéliai pilka juoda
rausva juoda
Kryzminio suderinamumo mégintuvéliai
CAT Kreseéjimo aktyvatorius rausva juoda
K3E K3EDTA rausva juoda
Kraujo grupiy nustatymo mégintuvéliai
ACD-B geltona juoda
ACD-A geltona juoda
CPDA geltona juoda
Mégintuvéliai sunkiujy metaly nustatymui
NH Natrio heparinas mélyna juoda
Z Be priedy mélyna juoda

ESR mégintuvéliai (IFU 980232)
Homocisteino aptikimo mégintuvéliai
Buferizuotas natrio citratas/citriny rigsties tirpalas balta raudona

(Mégintuvéliai su baltu vidiniu kamstelio Ziedu paprastai turi mazesnj surinkimo tdrj, pvz.,1ml ar 2 ml.)
* Standartiniy spalvy pavyzdziai. Spalva gali skirtis specifiniams uzsakymo numeriams ir (ar) dél vietiniy reikalavimy.

Koaguliacijos mégintuvéliai ir CTAD mégintuvéliai

VACUETTE® 9NC koaguliacijos mégintuvéliai su natrio citratu yra uzpildyti buferio tri-natrio citrato tirpalu. Yra galimos 0.109 mol/l (3.2 %) arba
0.129 mol/l (3.8 %) koncentracijos. Koncentracijos pasirinkimas priklauso nuo laboratorijos veiklos. Mai§ymo santykis: 1 dalis citrato ir 9 dalys kraujo.
VACUETTEe CTAD mégintuvéliai su buferio citrato tirpalu, teofilinu, adenozinu ir dipiridamoliu.

Koaguliacijos ir CTAD mégintuvéliai yra naudojami koaguliacijos tyrimuose.

Serumo mégintuvéliai

Visi serumo mégintuvéliai yra padengti mikronizuotomis silicio dioksido dalelémis, kurios aktyvuoja kreSéjima, kai mégintuvélis yra Svelniai pavartomas.
VACUETTEe CAT serumo mégintuvélio su geliu apacioje yra gelio barjeras. Sios medziagos specifinis svoris yra tarp kraujo kresulio ir serumo. Atliekant
centrifugavima, gelio barjeras pasislenka link serumo — kre$éjimo sanddra, kur susiformuoja stabilus barjeras, skiriantis seruma nuo fibrino ir Igsteliy. Serumas gali
bati aspiruojamas tiesiogiai i$ surinkimo mégintuvélio, nenaudojant kito konteinerio.

Serumo mégintuvéliai yra naudojami serumo tyrimams rutininiuose klinikiniuose chemijos ir hormony tyrimuose, serologijoje, imunohematologijoje ir TDM. TDM
(terapijai skirti vaistai) buvo dalinai tirti mégintuvéliuose su geliu (i§samesné informacija pateikta atlikty studijy ataskaitose, kurias rasite apsilanke
www.gbo.com/preanalytics).

VACUETTEe CAT greito serumo atskyrimo mégintuvéliai yra padengti kre$éjimo aktyvatoriumi su trombinu, kre$éjimo proceso pagreitinimui.
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Jie yra naudojami serumo tyrimams rutininiuose klinikiniuose chemijos tyrimuose. Produkto negalima naudoti pacientams, kuriems yra taikomas gydymas heparino
ar trombino inhibitoriais ar sergantiems fibrinogeny nepakankamumu. ISsamesné informacija pateikta atlikty studijy ataskaitose, kurias rasite apsilanke
www.gbo.com/preanalytics.

Heparino mégintuvéliai

Vidiné mégintuvélio sienelé yra padengta li¢io heparinu, amonio heparinu ar natrio heparinu. Antikoaguliantas heparinas aktyvuoja antitrombinus ir blokuoja
koaguliacijos kaskadg bei i$laiko bendro kraujo/plazmos méginus vietoj sukreséjusio kraujo ir serumo, kas suteikia galimybe atlikti greitg tyrima bei istirti kraujg
pacienty, kuriems yra taikomas gydymas antikoaguliantais.

VACUETTEe LH mégqintuvéliai su li€io heparinu ir geliu viduje turi gelio barjera. Specifinis Sios medziagos svoris yra tarp kraujo Igsteliy ir plazmos. Atliekant
centrifugacijg, gelio barjeras pasislenka j virSy ir suformuoja stabily barjera, atskiriantj plazmg nuo Igsteliy. Plazma gali bati aspiruojama tiesiogiai i$ surinkimo
meégintuvélio, nenaudojant kito konteinerio.

Heparino mégintuvéliai yra naudojami plazmos tyrimams rutininiuose klinikiniuose chemijos tyrimuose. Li¢io nustatymai neturi bati atliekami li¢io heparino
meégintuvéliuose. Amonio nustatymai neturi bati atliekami amonio heparino mégintuvéliuose. Natrio nustatymas neturi bati atliekamas natrio heparino
meégintuvéliuose.

EDTA mégintuvéliai

VACUETTEe K2E EDTA mégintuvéliai ir VACUETTEe K3E EDTA mégintuvéliai yra naudojami hematologijoje tiriant bendrg kraujg. EDTA mégintuvéliai gali bati
naudojami rutininés imunohematologijos tyrimuose, t.y. eritrocity grupavime, Rh tipo nustatyme ir antikliny nustatyme, virusiniy Zymeny tyrime laboratorijose bei
molekulinéje diagnostikoje. Vidiné mégintuvélio pusé yra padengta K2EDTA arba K3EDTA. Galima jsigyti mégintuvéliy su skystu EDTA tirpalu. EDTA suriSa kalcio
jonus ir blokuoja koaguliacijos kaskadg. EDTA mégintuvéliai yra skirti bendro kraujo iStyrimui klinikinéje hematologijos laboratorijoje per 24 valandas, laikant
kambario temperatdroje. Kraujo tepinéliai turi bati ruoSiami per keturias valandas po kraujo paémimo.

VACUETTEe K2E EDTA mégintuvéliai su geliu yra naudojami plazmos tyrime molekulinéje diagnostikoje ir virusy aptikime.

Standartiniai gliukozés mégintuvéliai

Gliukozés mégintuveélius galima jsigyti su jvairiais priedais. Mégintuvéliai turi antikoagulianta ir stabilizatoriy: natrio fluoridas/ K3EDTA, natrio fluoridas / kalio
oksalatas, natrio fluoridas/natrio heparinas. Gliukozés mégintuvéliai yra tinkami gliukozés koncentracijos nustatymui per 48 valandas. Skaitykite tyrimo rinkinio
instrukcijg dél mégintuveéliy pasirinkimo, ypa¢ tiriant laktatus.

VACUETTE® FC Mix Tubes

VACUETTE® FC Mix mégintuvéliai in-vivo gliukozés koncentracijos stabilizavimui bendrame kraujyje ir/ar plazmoje. Tai yra sterilGs, vienkartinio naudojimo,
plastikiniai mégintuvéliai su vakuumu ir VACUETTE® saugiais kam$teliais. Mégintuvéliuose yra iy priedy misinys: Na2EDTA, natrio fluorido, citriny ragsties ir
natrio citrato. Labai svarbu tinkamai iSmaisyti (10x)! VACUETTE® FC Mix mégintuvéliai (pirminiai mégintuvéliai) po tinkamo pavartymo gali bati laikomi iki 24
valandy kambario temperatiroje be centrifugavimo.

« Jei mégintuvélius reikia laikyti ilgiau nei 24 valandas kambario temperatdroje, méginiai turi bati centrifuguojami iSkart po paémimo. Tuomet jie kambario
temperataroje gali bati laikomi iki 48 valandy.

« Centrifuguotos alikvotos i§ VACUETTE® FC Mix mégintuvéliy gali bati laikomos iki 48 valandy kambario temperataroje. Mégintuvéliai turi bati centrifuguojami
kaip jmanoma greiciau.

« Méginius galima Saldyti (4-8°C, 39-46°F) 48 valandas gliukozés stabilizavimui.

Kryzminio suderinamumo mégintuvéliai
KryZminés reakcijos mégintuvéliai yra dviejy skirtingy tipy. Vienas mégintuvélio tipas turi aktyvatoriy, kurio pagalba yra atliekamas kryZminés reakcijos tyrimas su
serumu, o kitas tipas turi K3EDTA ir yra naudojamas kryZminio suderinamumo tyrimams bendrame kraujyje. Taikymo sritis yra kryZminio suderinamumo tyrimai.

Kraujo grupiy nustatymo mégintuvéliai

Kraujo grupiy nustatymo mégintuvélius galima jsigyti su ACD (Acid Citrat Dextrose/rligsties citrato dekstrozés) tirpalais dviem formulémis (VACUETTEe ACD-A ar
VACUETTEeACD-B) ar su CPDA tirpalu (Citrate Phosphate Dextrose Adenin/citrato fosfato dekstrozés adeninas). Kraujo grupavimo mégintuvéliai yra naudojami
kraujo grupiy nustatymo tyrimams arba Igsteliy konservavimui.

Mégintuvéliai sunkiyjy metaly nustatymui

Mégintuvéliai sunkiyjy metaly nustatymui turi natrio heparino arba yra be priedy ir yra naudojami sunkiyjy metaly nustatymo tyrimuose. VACUETTEe mégintuvéliai
Z sunkiyjy metaly nustatymui neturi kreSéjimo aktyvatoriaus ir privalo bati laikomi vertikaliai, kol kraujas pilnai sukreSa. Prie$ nustatant sunkiuosius metalus, turi
bati jvertintos visos priemonés, naudotos kraujo paémimui, transportavimui ir laikymui. Kiekvienai mégintuvéliy partijai i$ anksto reikia atlikti tusciajj (blank)
matavima.

VACUETTE® Hemocisteino aptikimo meégintuvéliai

VACUETTE® Homocisteino aptikimo mégintuvéliy sudétyje yra buferizuoto natrio citrato/citriny ragsties tirpalo (pH=4,2), kad bendrame kraujyje baty galima
stabilizuoti homocisteing. Kraujo surinkimo tinkamai metu tinkamai uzpildykite mégintuvélius (iki uZpildymo Zymos). Mégintuvélius Svelniai 5-10 karty pavartykite
iSkart po kraujo surinkimo, kad kraujas ir mégintuvélyje esantis priedas gerai susimaisyty.

Homocisteino koncentracijos tyrimo rezultatas turi bati padaugintas i$ 1.11 faktoriaus, kad baty kompensuotas skiedimas citratu. Kai kuriais atvejais faktorius gali
bati jtakotas natdraliy, fiziologiniy svyravimy. Netinka fermentiniy tyrimy metodams. Tyrimo vertinimas parodé, jog suderinamumas yra ne visada. Todél, tyrimy
suderinamumas turi biti patvirtintas prie$ naudojima. Nesuderinamumas gali sukelti klaidingy ar negaliojanciy tyrimy atsiradima.

Mégintuvéliai be priedy
VACUETTE® Z mégintuvéliai be priedy neturi antikoagulianty ar kre$éjimo aktyvatoriy, taciau yra vakuuminiai, o vidiné dalis yra sterili. Jie gali bati naudojami kaip
atlieky mégintuvéliai ar kraujo paémimo mégintuvéliai.

VACUETTE® |spéjimai/atsargumo priemonés

1. Nenaudokite mégintuvélio, jei jame pastebéjote pasalines medziagas!

2. Dirbdami su visais biologiniais méginiais ir astriomis kraujo paémimo priemonémis (lancetais, adatomis, luer adapteriais ir kraujo surinkimo komplektais)
laikykités savo jstaigos darbo proceddry ir politikos.

3. Bikite atidds dirbdami su biologiniais méginiais (pvz., punkcijos metu), kadangi jie gali pernesti ZIV (AIDS), virusinj hepatitg bei kitus kraujo patogenus.

4. Visas astrias kraujo paémimo priemones iSmeskite | biorizikos konteinerius, skirtus jy utilizavimui.

5. Néra rekomenduojamas kraujo perkélimas i$ SvirkSto j mégintuveélj. Tokiu atveju padidéja jsidarimo rizika. Be to, perneSimo metu spaudziama $virksto kojelé
sukelia teigiamg spaudima, kuris jéga i§stumia kamstelj ir méginj bei sukelia kontakto su krauju rizikg. Svirk$to naudojimas perkeliant krauja taipogi gali jtakoti
meégintuvéliy nepripildyma arba perpildyma, kas sukelia netiksly kraujo ir priedo santykj ir neteisingg rezultaty analize.

6. Jei kraujas yra surenkamas per intravenine (IV) linijg, prie$ pradedant uZpildyti kraujo surinkimo mégintuvélius, uztikrinkite, kad i$ Sios linijos buvo pasalintas IV
tirpalas. Batina iSvengti klaidingy laboratorijos duomeny dél uzter§imo IV skysgiu.

7. Nenaudokite mégintuvéliy su li¢io jodo acetatu, jei jy sienelés pasidengé geltona plévele.

8. Visi skysti konservantai ir antikoaguliantai yra skaidris ir bespalviai. CPDA mégintuvéliuose yra gelsvas skystis, kre$éjimo aktyvatorius gali bati baltas, o EDTA
meégintuvéliy skystis gali bati nuo balk§vos iki geltonos spalvos, kas visiSkai nejtakoja ju veiksmingumo.

9. Jei néra laikomasi rekomenduojamos centrifugavimo galios ir (ar) laiko, mégintuvéliuose gali atsirasti plaukiojanéiy kresuliy.
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9. Nenaudokite mégintuvéliy pasibaigus jy galiojimo datai.

Laikymas

Mégintuvélius laikykite prie 4-25°C (40-77° F).

PASTABA: Nelaikykite tiesioginés saulés spinduliuose. Virsijus rekomenduojama laikymo temperatirg, bus pakenkta mégintuvélio kokybei (t.y. vakuumo
netekimas, skysty priedy i§dziavimas, nusidazymas, ir t.t.).

Apribojimai

1. Informacijg apie tinkamg méginio medziaga, laikymg ir stabiluma rasite instrumento naudojimo instrukcijoje.

2. Plazma su heparinu turi bati atskiriama nuo lIgsteliy per 2 valandas centrifuguojant mégintuvélius su geliu arba perkeliant plazma j antrinj konteinerj (jei
meégintuvéliai su geliu néra naudojami).

3. Tyrimo suderinamumas su VACUETTE® homocisteino aptikimo mégintuvéliu néra uztikrinamas kiekvienu atveju (pvz., fermentiniy metody atveju). Pries
naudojimg, pasitvirtinkite suderinamuma. Jei néra suderinamumo su tyrimu, bus didelé klaidingy ar negaliojanéiy rezultaty tikimybé. I$samesne informacijg rasite
www.gbo.com/preanalytics - skyrius apie homocisteino mégintuvélius.

4. Ne visi terapijai skirti vaistai yra itirti. Atlikty studijy apraSymus rasite www.gbo.com/preanalytics.

5. Vitamino D3 nustatymas naudojant HPLC negali bati atliekamas su visais gelio mégintuvéliais.

6. |prasti mégintuvéliai serumui néra tinkami kai kuriy sunkiyjy metaly pédsaky aptikimui: Ag, Al, As, Ba, Be, Cd, Cr, Co, Cu, Hg, |, Li, Mn, Mo, Ni, Pb, Se, Sb, Sn,
Te, Th, TI, U, Zn.

7. VACUETTE® CAT greito serumo atskyrimo mégintuveéliai su plaukiojanciais kreSuliais sukelia LDH reik3miy deviacijas.

8. Yra Zinoma, jog fluoridas sukelia hemolize. ISsamesne informacijg apie interferuojancias medziagas rasite tyrimo instrukcijoje.

Méginiy surinkimas ir darbas su jais

PRIES ATLIEKANT VENOS PUNKCIJA, ATIDZIAI PERSKAITYKITE SIA INFORMACIJA.
Iranga, reikalinga méginiy surinkimui.

Prie$ atliekant venos punkcija, jsitikinkite, kad turite visg reikalingg jranga:

1. Visi reikalingi mégintuvéliai, identifikuoti dél dydzio, surinkimo tdrio ir priedy.

2. Vienkartinés pirstinés ir asmens apsaugos jranga.

3. Etiketés, skirtos paciento méginio identifikavimui.

4. Kraujo surinkimo adatos ir laikikliai.

PASTABA: VACUETTE® kraujo surinkimo adatos yra sukurtos optimaliam naudojimui kartu su Greiner Bio-One laikikliais. Vartotojas prisiima atsakomybe dél kity
gamintojy laikikliy naudojimo.

5. Alkoholyje sudrékintas tamponas dezinfekavimui

6. Vartztis

7. Lipnus pleistras ar bintas

8. Astriy priemoniy konteineris, skirtas panaudoty priemoniy iSmetimui

Rekomenduojamas surinkimo eiliSkumas: (remiantis CLS| GP41-ED7)

1 Kraujo kultdros

2 Natrio citratas

3 Serumas / su atskyrimo geliu / greitas serumo atskyrimas (kre$éjimo aktyvatorius)
4 Heparinas / heparinas su atskyrimo geliu

5 EDTA / EDTA su atskyrimo geliu

6 Glikolitinio inhibitoriaus mégintuvélis

7 Kiti priedai

PASTABA: Jei naudojate peteli$kés kraujo paémimo rinkinj, pirmasis mégintuvélis bus nepilnai pripildytas. Todél, jei pirmasis méginys yra surenkamas j natrio
citratg, atlieky mégintuvélj (be priedy), jj rekomenduojama paimti prie§ §j mégintuvélj, kad baty uZtikrintas tinkamas priedo ir kraujo santykis. Be to, atliktos studijos
rodo, jog PT ir aPTT tyrimai néra jtakojami, jei kraujas bina paimamas j pirmajj méegintuvelj. Kitiems koaguliacijos tyrimams rekomenduojama surinkti antrg
megintuvélj, kadangi néra Zinoma, ar Sie tyrimai yra jtakojami.

PASTABA: visada laikykités jasy jstaigoje galiojanéio kraujo paémimo eili§kumo protokolo.

PASTABA: naudojant VACUETTE® mégintuvélius sunkiyjy metaly nustatymui (natrio heparinas), rekomenduojame atlikti atskirg kraujo paémima ir taip iSvengti
méginiy uzter§imo.

Tekéjimo atgal prevencija

Dauguma vakuuminiy kraujo surinkimo mégintuvéliy turi cheminiy priedy. Todél yra labai svarbu iSvengti atgalinio tekéjimo i§ mégintuvélio dél galimos neigiamos
reakcijos pacientui. Norint iSvengti tékmés j paciento ranka, laikykités Siy nurodymuy:

1. Paciento ranka turi bati Zeméjancioje pozicijoje.

2. Mégintuvélj laikykite kamsteliu j virSy.

3. Atleiskite varztj kai tik kraujas pradés tekéti j mégintuvél].

4. Uztikrinkite, kad venos punkcijos metu mégintuvélio turinys nelieCia kamstelio arba adatos galo.

Uzsaldymas/atitirpinimas

Visi uzpildyti mégintuvéliai gali bati uzsaldomi prie -80°C. Prie§ uzSaldant, rekomenduojama méginius 2 valandas palaikyti $aldytuve. Centrifuguotus meégintuvélius
su geliu uzsaldykite vertikalioje pozicijoje atvirame metaliniame stove prie -20°C = 2 valandoms. Mégintuvélius galima laikyti prie -20°C arba perkelti prie -80°C.
Po atSildymo, méginj gerai iSmaiSykite. Norint gauti idealiai $varig heparino plazma, atSildyti méginiai turi bati i$pilstyti alikvotomis ir centrifuguojami. ligalaikiam
laikymui rekomenduojama naudoti specialius krio buteliukus. Rekomenduojama patiems naudotojams nusistatyti savo uzsaldymo protokolg.

Aukstis virs jaros lygio
Kraujo surinkimui vietoje, kuri yra labai aukstai vir$ jaros lygio (1600 m — 3000 m) rekomenduojame naudoti didelio auk$c¢io mégintuvélius. Vakuumas Siuose
mégintuvéliuose kompensuoja Zemesnj iSorinj slégj.

Venos punkcijos technologija

ATLIEKANT VENOS PUNKCIJA IR DIRBANT SU KRAUJO SURINKIMO MEGINTUVELIAIS, DEVEKITE PIRSTINES, KAD SUMAZINTUMETE UZKRETIMO
RIZIKA.

2. Nuimkite adatos vozZtuvélio dangtelj.

3. |[kiSkite adatg j laikiklj. Uztikrinkite, kas adata yra gerai jstatyta ir neiSkris proceddros metu.

4. Uzdékite varztj (maks. 1 minute).

5. Paruoskite punkcijos vieta naudodami tinkama antiseptikg. NEPALPUOKITE VENOS PUNKCIJOS VIETOS PO DEZINFEKAVIMO.

6. Paciento ranka turi bati Zeméjancioje pozicijoje.

7. Nuimkite adatos apsauga. Atlikite venos punkcijg RANKA LAIKYDAMI ZEMEJANCIOJE POZICIJOJE, O MEGINTUVEL| LAIKYDAMI KAMSTELIU | VIRSY.
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8. |stumkite mégintuvelj j laikiklj ir ant adatos voZtuvélio, praduriant gumine diafragma. Mégintuvélj laikykite centrinéje pozicijoje praduriant kamstelj tam, kad
iSvengtuméte sienelés praddrimo ir prieslaikinio vakuumo netekimo.

9. NUIMKITE VARZT] ISKART, KAl KRAUJAS IMS TEKETI | MEGINTUVEL]. VENKITE, KAD MEGINTUVELIO TURINYS PALIESTY KAMSTEL| AR ADATOS
GALA PROCEDUROS METU.

PASTABA: Kraujas netycia gali nulaséti nuo adatos. Laikykités bendry saugumo taisykliy pavojaus minimalizavimui.

Jei kraujas neteka j mégintuvélj arba baigia tekéti neprisipildZius reikiamam tdriui, atlikite Zemiau nurodytus veiksmus:

a) Stumkite mégintuvélj j priekj tol, kol kamstelis bus tinkamai pradurtas. Visada laikykite mégintuvélj vienoje vietoje, spausdami ji nyks¢iu, kad uztikrintuméte
visiSkg vakuumo praradima. Stebékite uzpildymo Zzyma ant mégintuvélio. Galima +/-10% paklaida.

b) |sitikinkite, kad adatos pozicija venoje yra tinkama.

c) Jei kraujas vis tiek nebéga, pasalinkite §f mégintuvélj ir naudokite nauja.

d) Jei kraujas nebéga naudojant antrg mégintuvélj, iStraukite ir iSmeskite adatg. Pakartokite proceddrg nuo 1 etapo.

10. Kai pirmas mégintuvélis yra pripildytas ir kraujo ttkmé sumazéja, Svelniai iSimkite mégintuvélj i$ laikiklio.

11. |statykite kitg mégintuvélj j laikiklj, praduriant diafragma, kad prasidéty kraujo tékmé. Mégintuvélius be priedy naudokite pirma mégintuveéliy su priedais.
Ziarékite rekomenduojama surinkimo eiliskuma.

12. Svelniai pavartykite mégintuvélius i$kart po kraujo surinkimo, kad priedai ir kraujas gerai susimaisyty. Apsukite mégintuvélj aukstyn kojomis ir graZinkite j
prading pozicijg — tai vienas pilnas pavertimas.

PASTABA: Nepurtykite mégintuvéliy. Stiprus plakimas gali sukelti putojimg ar hemolize. Nepakankamas arba atidétas serumo mégintuvéliy vartymas gali sukelti
vélyvg kreséjimg. Mégintuvéliuose su antikoaguliantais nepakankamas maiS§ymas gali sukelti trombocity sulipima, kre$éjima ir (ar) neteisingus tyrimo rezultatus.
13. Kai tik kraujas baigia tekéti j paskutinj mégintuvelj, iSimkite adatg i$ venos, spauskite punkcijos vietg sausu steriliu tamponu tol, kol kraujas nebetekés. Jei
reikia, prasidéjus kreséjimui, apriskite rankg bintu.

PASTABA: Po venos punkcijos, ant kamstelio virSaus gali bati kraujo likuciy. Dirbant su mégintuvéliais, laikykités tinkamy atsargumo priemoniy, kad iSvengtuméte
kontakto su krauju. Laikiklis, uZterstas krauju, yra laikomas pavojingu ir turi bati nedelsiant utilizuojamas.

14. Panaudotg adatg ir laikiklj utilizuokite naudodami atitinkamus prietaisus. PAKARTOTINAI ADATOS NEUZKIMSKITE. Adatos dangtelio uzdéjimas padidina
isikarimo ir uzkrétimo rizika.

15. Laboratorija prisiima visg atsakomybe dél vieno mégintuvélio keitimo kitu patvirtinimo ir analitiniy rezultaty, gauty i§ paciento méginio, paveikimo.
PASTABA: mégintuveélius, ypatingai mégintuvélius serumui, laikykite vertikaliai.

Centrifugavimas

Isitikinkite, kad visi mégintuvéliai yra tinkamai patalpinti j centrifugg; neteisingas mégintuvéliy jstatymas gali sukelti VACUETTEe saugaus kamstelio atsiskyrima
nuo mégintuvélio.

PASTABA: CAT serumo atskyrimo mégintuvéliai su kre$éjimo aktyvatoriumi turi bati centrifuguojami per 30 minuciy po kraujo surinkimo , kad baty sumaZintas
kreséjimas (fibrino susidarymas) serume. Tai gali sukelti analizatoriaus uzter§ima ir klaidingus rezultatus.

Kraujas, surinktas is pacienty, kuriems yra taikoma antikoagulianty terapija ar i§ pacienty su koaguliacijos sutrikimais, gali kre$éti ilgiau nei 30 minuciy. Prie$
centrifugavimg, mégintuvéliuose serumui turi jvykti pilnas kreséjimas..

VACUETTE® CAT greito serumo atskyrimo mégintuvéliai gali bati centrifuguojami per 5 minutes po kraujo paémimo. Nepakankamas maiSymas gali sukelti
uZdelstg kre$éjimg VACUETTE® CAT greito serumo atskyrimo mégintuvéliuose.

Mégintuvélio tipas pavertimai Rekomenduojama g-jéga Laikas
(maisSymas) Santykiné centrifugavimo jéga (rcf) (min.)

Greito serumo atskyrimo mégintuvéliai 5-10x 1800 g 10
5-10x 3000 g 5

Serumo mégintuvéliai/su geliu 5-10x 1800 -2200g 10-15

EDTA mégintuvéliai/su geliu 5-10x 1800 -2200 g 10-15

Heparino plazmos/su geliu mégintuvéliai 5-10x 1800-2200g 10-15

Standartiniai gliukozés mégintuvéliai 5-10x 1800 -2200g 10-15

Homocisteino aptikimo mégintuvéliai 5-10x 2000 — 2200 g 10

VACUETTE® FC Mix mégintuvéliai 10x 1800 g 10

Koaguliacijos mégintuvéliai

- Trombocity tyrimai (PRP) 4-5x 150 g 5

- Rutininiai tyrimai (PPP) 4-5x 1500 — 2000 g 10

- Gilaus uz$aldymo plazmos paruosimas (PFP) 4-5x 2500 - 3000 g 20

Kiti centrifugavimo nustatymai irgi gali suteikti tinkamg atskyrima. Plazmos mégintuvéliai turi bati centrifuguojami prie aukstos g-jégos (pvz., 2200g). Tai turi bati
ivertinta ir patvirtinta laboratorijoje (pvz., padidinta g- jéga ir/ar sumazintas laikas).

Barjerai iSlieka stabilesni, jei mégintuvéliai yra centrifuguojami centrifugose su horizontaliais iSsukimo rotoriais nei su fiksuoto kampo rotoriumi.

PASTABA: jei gelio judéjimas néra adekvatus (ypac¢ dél hematokrito >50%), rekomenduojama naudoti didesne g-jéga ir prailginti centrifugavimo laika.
Centrifugavimas neturi biti atliekamas vésinamoje centrifugoje. Auksta temperattra gali neigiamai paveikti fizines gelio savybes. Geriausias serumo ir plazmos
naSumas yra prie 20°C-22°C temperataros.

PASTABA: gelio mégintuvéliai turi bati centrifuguojami ne véliau kaip po 2 valandy po kraujo surinkimo. ligesnis kraujo Igsteliy kontaktas su plazma gali sukelti
klaidingus analizés rezultatus. Susiformavus barjerui, nerekomenduojama i$ naujo atlikti centrifugavimo. Mégintuvéliy pakartotinis centrifugavimas gali pakenkti
gelio barjerui — gelio dalelés gali atsiskirti ir atsidurti supernatante.

VACUETTEe kamsteliai

VACUETTE® kraujo surinkimo sistema pasizymi unikaliais saugumo kamsteliais. Yra dvi skirtingos uzdarymo sistemos, pasirenkamos priklausomai nuo
mégintuvélio dydzio:

13mm mégintuvéliai: Premium ir neuzsukami kamsteliai

Premium kamsteliai yra pritaikyti naudojimui su VACUETTEe saugiais uzsukamais kamsteliais. Sukdami kamstelj pries$ laikrodZio rodykle nuimkite kamstelj
sukamuoju ir traukiamuoju judesiu. Kamstelis negali bati nuimamas traukiamuoju judesiu.

Neuzsukami kamsteliai irgi yra pritaikyti naudojimui su VACUETTEe saugiais uZsukamais kamsteliais. Kadangi kamstelis yra ne srieginis, jj galite nuimti paprastu
traukiamuoju judesiu.

16 mm meégintuvéliai: VACUETTEe saugus uZspaudziami kamsteliai — kamstelj nuimkite paprastu traukiamuoju judesiu.

Specialis Snap kamsteliai yra pagaminti tik i§ PE ir jais galima pakartotinai uzkimsti laikymui skirtus mégintuvélius.

ISmetimas

1. Laikykités bendryjy higienos reikalavimy ir vietiniy taisykliy dél tinkamo infekciniy medziagy utilizavimo.

2. Vienkartinés pirstinés sumazina infekcijos rizikg.

3. Uztersti ar pripildyti mégintuvéliai turi bati iSmetami j atitinkama biologinio pavojaus konteinerj, kuris véliau gali bati autoklavuojamas ar sudeginamas.
4. Utilizavimas turi bati atliekamas tam tikroje kremavimo jstaigoje arba atliekant autoklavavima (sterilizavimas garais).
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Informacija etiketéje

Katalogo numeris In vitro diagnostiné priemoné
Lot Partijos kodas E]i] Skaitykite naudojimo instrukcijg
m Galiojimo data 'I | || Gamintojas

Sterilizacija spinduliais i Temperattiros ribos

")) Nenaudoti pakartotinai

B
Nuorodos:

ISO / EN / ANSI/AAMI Standards

ISO 6710 “Single-use containers for venous blood specimen collection”

EN 14820"Single-use containers for human venous blood specimen collection”

1SO 11137 "Sterilisation of health care products — Requirements for validation and routine control — Radiation sterilisation”

Literatira:

C38-A "Control of Preanalytical Variation in Trace Element Determinations”, Approved Guideline

GP39-A6 " Tubes and Additives for Venous and Capillary Blood Specimen Collection ", Approved Standard - 6th Edition
GP41-ED7 "Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture", Approved Standard - 7th Edition
GP44-A4 "Procedures for the Handling and Processing of Blood Specimens for Common Laboratory Tests”, Approved Guideline
— 4th Edition

H21-A5 "Collection, Transport, and Processing of Blood Specimens for Testing Plasma-Based Coagulation Assays and Molecular
Hemostasis Assays", Approved Guideline - 5th Edition

H20-A2 "Reference Leukocyte (WBC) Differential Count (Proportional) and Evaluation of Instrumental Methods” Approved
Standard - 2nd Edition.

H26-A2 "Validation, Verification, and Quality Assurance of Automated Hematology Analyzers”, Approved Standard — 2nd Edition..
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