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.
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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“ and the Clinical and Laboratory

Standards Institute’s Approved Standards (CLSI). Additive choice depends on the analytical t ethod. It is specified by the
manufacturer of the test reagents and/or instrument on which the test is performed. Tube interiors are ile pOZ 2 3

VACUETTE® Safety Cap Colour Codes*

Product Description

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 red black

CAT Serum Sep red or gold yellow or gold

CAT Serum Fast Sep orange yellow
Heparin Tubes

LH Lithium Heparin green black

LH Lithium Heparin Sep green or mint green yellow

AH Ammonium Heparin green black

NH Sodium Heparin green black
EDTA Tubes

K2E K2EDTA lavender black

K3E K3EDTA lavender black

K2E K2EDTA Sep lavender yellow
Glycolytic Inhibitor Tubes

FE Sodium Fluoride / K3EDTA 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’ g:zg&
Crossmatch Tubes

CAT Crossmatch Serum pink black

K3E Crossmatch K3EDTA pink black
Blood Grouping Tubes

ACD-B yellow black

ACD-A yellow black

CPDA yellow black
Trace Element Tubes

NH Trace Elements Sodium Heparin royal blue black

Z Trace Elements No Additive royal blue black
ESR Tubes (IFU 980232)
Special Tubes

Homocysteine Detection Tubes white red

*Example of standard colours. Cap colour may vary for specific item numbers and/or due to local requirements.
Separator (Sep) Tubes are containing a separator gel. CAT indicates Clot Activator Tubes.

(Tubes with a white inner cap ring have smaller draw volumes of 1ml or 2 ml. Black rings identify standard draw and yellow rings identify Sep tubes.)
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Coagulation Sodium Citrate 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
https://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, which blocks the coagulation cascade to produce 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 that is present in the bottom of the tube. The specific gravity of
this material lies between that of the blood cells and plasma. During centrifugation the gel barrier moves upward, where it forms
a stable barrier separating the plasma from the cells. Plasma may be aspirated directly from the collection tube, which eliminates
the need for manual transfer to another container.

Heparin tubes are used for plasma determinations of routine clinical chemistry tests. NOTE: 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

The interior of the tube wall is coated with either K2ZEDTA or K3EDTA. The anticoagulant EDTA binds calcium ions thus blocking
the coagulation cascade.

VACUETTE® K2E K2EDTA Tubes and VACUETTE® K3E K3EDTA Tubes are used for testing whole blood in haematology. For
parameter stability information, i.e., whole blood count (CBC) and differential blood count (DIFF), follow the recommendations of
the instrument manufacturer. Refer to specific documents (i.e., guidelines, standards) for additional information. Blood smears
should be prepared within four hours of blood collection.

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.

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

Glycolytic Inhibitor 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 are used to stabilize the in-vivo glucose concentration in whole blood and/or plasma. They contain an

additive mix of Na,EDTA, sodium fluoride, citric acid and sodium citrate. NOTE: 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.

e  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

VACUETTE® 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.

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. NOTE: 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 not contain any additive but are evacuated and the interior is sterile. They can be used as
discard tubes or for the collection of blood.

Precautions/Cautions

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

2. To ensure accurate test results, all VACUETTE® Blood Collection Tubes must be allowed to fill completely.

3. 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.

4. Obtain appropriate medical attention in the case of any exposure to biological samples (for example, through a puncture
injury), because of the possible transmission of HIV (AIDS), viral hepatitis or other infectious diseases.

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

6. For safety reason, we do not recommend transferring biological material with a syringe to a VACUETTE® Tube. 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.
The use of the VACUETTE® Blood Transfer Unit is highly recommended. 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.

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

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

9. 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.

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

11. The presence of ammonia is an intrinsic property of sterilized EDTA tubes. If used for determination of ammonia in human
plasma, the establishment of a baseline is recommended. Alternatively, a lithium heparin plasma tube may be used if
appropriate for the test method used.

12. 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 separator tube
or by transferring plasma into a secondary container if a separator tubes is not used. NOTE: Primary VACUETTE® Heparin
Sep Tubes are not recommended to be frozen.

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.

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

5. VACUETTE® CAT Serum Tubes are not suitable for the determination of trace elements such as Ag, Al, As, Ba, Be, Cd, Cr,
Co, Cu, Hg, |, Li, Mn, Mo, Ni, Pb, Se, Sb, Sn, Te, Th, Tl, U, Zn.

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

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

8.  Venous blood collected in heparinized vacuum tubes is not suitable for blood gas analysis.

9. VACUETTE® amber tubes protect specimens against light of wavelengths below 380nm.

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:
1. All necessary tubes, identified for size, draw and additive
2. Disposable gloves and personal protective equipment
3. Labels for positive patient identification of samples
4. 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.
5. Alcohol swab for cleansing site
6. Tourniquet
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7. Adhesive plaster or bandage
8. Sharps disposal container for safe disposal of used material

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

1 Blood culture

2 Sodium Citrate

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

4 Heparin / Heparin Sep

5 EDTA/EDTA Sep

6  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.

~

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

Following the WHO recommendations (WHO/DIL/Lab/99.1 Rev.02), it is recommended to separate serum/plasma from blood
cells before freezing. Filled primary tubes (except tubes with dimension 16x100) withstand a freezing down to -80°C.

NOTE: the total volume inside the tubes should not be more than 2/3 of the nominal volume. After complete filling of the tube
during the blood collection, it may be necessary to remove serum/plasma from the centrifuged tube to obtain the correct fill volume
for freezing.

It is recommended to keep the samples in the refrigerator for 2 hours prior to freezing. Freeze centrifuged serum gel tubes upright
in an open metal rack at -20°C for = 2 hours. The tubes can remain at -20°C or be transferred to -80°C. Thawing is recommended
at room temperature or in the refrigerator.

For long-term storage, it is recommended to use special cryo vials. Users should also establish their own freezing protocol.
NOTE: The stability of the parameters refers to the instrument assay instructions for use.

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. 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.
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.
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. Refer to the 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.

ONoGhA~LONE
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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 a suitable biohazard disposal container. DO NOT RECAP. Recapping of
needles increases the risk of needle stick injury and blood exposure.

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: Prior to centrifugation, VACUETTE® CAT Serum (Sep) Tubes must be allowed to clot thoroughly (minimum 30 minutes) in
an upright position after blood collection to minimize the build-up of fibrin in serum. Recommended time is based on intact clotting
process. Patients with abnormal clotting require more time to complete the clot formation.

VACUETTE® Z No Additive Tubes do not contain a clot activator and have to remain in an upright position until the blood has fully
clotted (minimum 60 minutes). Incomplete clotting may lead to contamination of the instrument and to erroneous results.
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 Inversions Recommended g-force Time
yp (mixing) relative centrifugal force (rcf) (min)
Serum Fast Sep éggg g 150

Serum Tubes / with Sep
EDTA Tubes / with Sep 5-10x

Heparin Plasma Tubes / with Sep 1800 -2200 g 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) 150 g 5

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

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

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 temperature-controlled centrifuge that maintains 18-25°C (64-77°F). Higher temperatures could
have negative effects on the physical properties of the gel. The yield of serum or plasma is ideal at 18-25°C (64-77°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 tubes 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 Removed the cap by a simple pull action.

16 mm tubes:

Non-ridged tubes: Remove the cap from the tube with a simple pull action.

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).

980200_Rev23_06-2020 Page5/6



Label Information

Manufacturer Temperature limit

Use-by date Do not re-use e—pOZ- 25
Batch code Consult instructions for use
Catalogue number In vitro diagnostic medical device
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 - 6" Edition
GP41 "Collection of Diagnostic Venous Blood Specimens”, Approved Standard - 7™ Edition

GP44-A4 "Procedures for the Handling and Processing of Blood Specimens for Common Laboratory Tests”, Approved
Guideline — 4™ Edition

H21-A5 "Collection, Transport, and Processing of Blood Specimens for Testing Plasma-Based Coagulation Assays and
Molecular Hemostasis Assays”, Approved Guideline - 5" Edition

H20-A2 "Reference Leukocyte (WBC) Differential Count (Proportional) and Evaluation of Instrumental Methods”, Approved
Standard - 2" Edition.

H26-A2 "Validation, Verification, and Quality Assurance of Automated Hematology Analyzers”, Approved Standard — 2™ Edition.
WHO/DIL/LAB/99.1 Rev02 "WORLD HEALTH ORGANIZATION, et al. Use of anticoagulants in diagnostic laboratory
investigations. Geneva: World Health Organization, 2002”

Greiner Bio-One GmbH Wf\;yw.gbo.ccl))m/preanalﬁics
“ Bad Haller Str. 32 office@at.gbo.com
2 Phi 43 7583 6791
4550 Kremsmiinster, Austria one +
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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® megintuvéliai yra skirti surinkti, transportuoti ir paruosti kraujg serumo, plazmos ar bendro kraujo tyrimui klinikinéje laboratorijoje ir yra skirti
profesionaliam naudojimui.

Produkto apraSymas

VACUETTE® meégintuvéliai yra plastikiniai mégintuvéliai su fiksuotu vakuumo kiekiu tiksliam tdrio jtraukimui. Mégintuvéliai yra su spalvotais VACUETTE® Safety
kamsteliais (zr. Zemiau esancig lentelg). Mégintuvéliai, priedy koncentracijos, skysty priedy tariai ir jy leidZziami nuokrypiai bei kraujo ir priedy santykis atitinka
tarptautinj standartg ISO 6710 “Vienkartiniai veninio kraujo méginiy surinkimo konteineriai” ir Klinikiniy ir laboratorijos standarty instituto patvirtinty standartus
(CLSI). Priedy pasirinkimas priklauso nuo analitinio tyrimo metodo. Tyrimo metodg nurodo reagenty ir (ar) instrumento, su kuriuo yra atliekamas tyrimas,
gamintojas. Mégintuvélio vidiné dalis yra sterili.

VACUETTE® Safety Kamsteliy spalviniai kodai*

Aprasymas Safety 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 serumui raudona juoda

CAT serumui su geliu
CAT greitas serumo atskyrimas
Heparino mégintuvéliai

raudona ar auksiné
oranziné

geltona ar auksiné
geltona

LH Li¢io heparinas Zalia juoda
LH Li¢io heparinas ir gelis Zalia ar mety geltona
AH Amonio heparinas Zalia juoda
NH Natrio heparinas Zalia juoda
EDTA mégintuvéliai
K2E K2EDTA Sviesiai violetiné juoda
K3E K3EDTA Sviesiai violetiné juoda
K2E K2EDTA ir gelis Sviesiai violetiné geltona
Glikolitinés inhibcijos mégintuvéliai
FE Natrio fluoridas/K3EDTA pilka juoda
FX Natrio fluoridas/kalio oksalatas pilka juoda
LH Lic¢io heparinas ir jodoacetatas pilka juoda
FH Natrio fluoridas / natrio heparinas pilka juoda
FC Mix mégintuvéliai pilka juoda
rausva juoda
Kryzminio suderinamumo mégintuvéliai
CAT kryZminis suderinamumas, serumas rausva juoda
K3E kryZminis suderinamumas, 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 meélyna juoda
Z Be priedy mélyna juoda
ESR mégintuvéliai (IFU 980232)
Specialieji mégintuvéliai
Homocisteino aptikimo mégintuvéliai balta raudona

* Standartiniy spalvy pavyzdziai. Spalva gali skirtis specifiniams uzsakymo numeriams ir (ar) dél vietiniy reikalavimy.
(Mégintuvéliai su baltu vidiniu kamstelio Ziedu paprastai turi mazesnj surinkimo tdrj, pvz., 1ml ar 2 ml. Juodas Ziedas identifikuoja standartinius surinkimo
meégintuvélius, o geltonas — mégintuvélius su skiriamuoju geliu).

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. MaiS§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 kre$éjima, kai mégintuvélis yra Svelniai pavartomas.
VACUETTEe Z serumo mégintuvélio su geliu apadioje yra gelio barjeras. Sios medziagos specifinis svoris yra tarp kraujo kresulio ir serumo. Atliekant
centrifugavima, gelio barjeras pasislenka link serumo — kre$éjimo sanddra, kur susiformuoja stabilus barjeras, skiriantis seruma nuo fibrino ir Iasteliy. 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
buvo dalinai tirti mégintuvéliuose su geliu (dél iSsamesnés informacijos praSome zidréti atlikty studijy duomenis, pateikiamus 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. Dél iSsamesnés informacijos apie tiriamus parametrus praSome Zidréti atlikty studijy
duomenis, pateikiamus 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$laiko bendro kraujo/plazmos méginus vietoj sukre$éjusio 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
centrifugacija, 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 VACUETTEe Amonio Heparino mégintuvéliuose. Natrio nustatymas neturi bati atliekamas Natrio
Heparino mégintuvéliuose.

EDTA mégintuvéliai

VACUETTEe K2E EDTA mégintuvéliai ir VACUETTEe K3E EDTA mégintuvéliai yra naudojami hematologiskai tiriant bendrg kraujg. EDTA meégintuvéliai gali bati
naudojami rutininés imunohematologijos tyrimuose, t.y. eritrocity grupavime, Rh tipo nustatyme ir antikGiny nustatyme, virusiniy Zymeny tyrime laboratorijose bei
molekulinéje diagnostikoje. Vidiné mégintuveélio 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 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.

Glikolitinés inhibicijos mégintuvéliai

Siuos mégintuvélius galima jsigyti su jvairiais priedais. Mégintuvéliuose yra antikoagulianto ir stabilizatoriaus: natrio fluorido/ K3EDTA, natrio fluorido / kalio
oksalato, natrio fluorido/natrio heparino. Mégintuvéliai yra tinkami gliukozés koncentracijos nustatymui per 48 valandas. Skaitykite tyrimo rinkinio instrukcijg dél
meégintuvéliy pasirinkimo, ypac tiriant laktatus.

VACUETTE® FC Mix mégintuvéliai in-vivo gliukozés koncentracijos stabilizavimui bendrame kraujyje ir (ar) plazmoje. Mégintuvéliuose yra iy priedy misinys:
NazEDTA, natrio fluorido, citriny rigsties ir natrio citrato. Labai svarbu tinkamai ismaisyti (10x)!

VACUETTE® FC Mix mégintuvéliai (pirminiai mégintuvéliai) po tinkamo pavartymo gali bati laikomi iki 24 valandy kambario temperataroje be centrifugavimo.
< Jei mégintuvélius reikia laikyti ilgiau nei 24 valandas kambario temperatiroje, 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. Mégintuveéliai 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 kryZzminio suderinamumo tyrimai.

Kraujo grupiy nustatymo mégintuvéliai

Kraujo grupiy nustatymo mégintuvélius galima jsigyti su ACD (rlgsties citrato dekstrozés) tirpalais dviem formulémis (VACUETTEe ACD-A ar VACUETTEe ACD-
B) ar su CPDA tirpalu (citrato fosfato dekstrozés adeninas). Kraujo grupavimo mégintuvéliai yra naudojami kraujo grupiy nustatymo tyrimams arba Igsteliy
konservavimui.

Mégintuvéliai sunkiujy 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® Homocisteino aptikimo mégintuvéliai

VACUETTE® Homocisteino aptikimo mégintuvéliy sudétyje yra buferizuoto natrio citrato / citriny ragsties tirpalo (pH=4,2), kad bendrame kraujyje baty galima
stabilizuoti homocisteing.

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. PASTABA: netinka fermentiniy tyrimy metodams. Tyrimo vertinimas parodé, jog suderinamumas ne visada yra.
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 meégintuvéliai ar kraujo paémimo mégintuvéliai.

VACUETTEe |spéjimai/atsargumo priemonés

1. Nenaudokite mégintuvélio, jei jame pastebéjote pasalines medziagas!

2. Tiksliy tyrimo rezultaty uztikrinimui, visi VACUETTE® kraujo surinkimo mégintuvéliai turi bati tinkamai uzpildyti.

3. Dirbdami su visais biologiniais méginiais ir astriomis kraujo paémimo priemonémis (lancetais, adatomis, luer adapteriais ir kraujo surinkimo komplektais)
laikykités savo jstaigos darbo procedary ir politikos.

4. Bikite atidas dirbdami su biologiniais méginiais (pvz., punkcijos metu), kadangi jie gali perneéti ZIV (AIDS), virusinj hepatita bei kitus kraujo patogenus.

5. Visas astrias kraujo paémimo priemones iSmeskite j biorizikos konteinerius, skirtus jy utilizavimui.

6. Kraujo perkélimas i$ $virksto | VACUETTE® mégintuvélj néra rekomenduojamas. Tokiu atveju padidéja jsiddrimo rizika. Be to, perneSimo metu spaudziama
Svirksto kojelé sukelia teigiamg spaudima, kuris jéga iSstumia kamstelj ir méginj bei sukelia kontakto su krauju rizikg. Rekomenduojama naudoti VACUETTE®
kraujo perpylimo priemone (VACUETTE® Blood Transfer Unit). Svirk§to naudojimas perkeliant kraujg taipogi gali jtakoti mégintuvéliy nepripildyma arba
perpildyma, kas sukelia netiksly kraujo ir priedo santykj ir neteisinga rezultaty analize.

7. Jei kraujas yra surenkamas per intravenine (IV) linijg, prie$ pradedant uZpildyti kraujo surinkimo mégintuvélius, uztikrinkite, kad i$ Sios linijos buvo pasalintas IV
tirpalas. Bitina iSvengti klaidingy laboratorijos duomeny dél uzter§imo IV skysgiu.

8. Nenaudokite mégintuvéliy su li€io jodo acetatu, jei jy sienelés pasidengé geltona plévele.

9. 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.

10. Jei néra laikomasi rekomenduojamos centrifugavimo galios ir (ar) laiko, mégintuvéliuose gali atsirasti plaukiojanciy kresuliy.

11. EDTA mégintuvéliy sterilizavimui yra naudojamas amoniakas. Jei Sie mégintuvéliai yra naudojami amoniako nustatymui Zzmogaus plazmoje, rekomenduojama
nusistatyti bazine verte. Kaip alternatyvg galima naudoti li¢io heparino plazmos mégintuvélius jei tai yra suderinama su naudojamu tyrimo metodu.
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12. Nenaudokite mégintuvéliy pasibaigus jy galiojimo datai.

Laikymas

Mégintuvélius laikykite 4-25°C (40-77° F) temperataroje.

PASTABA: Nelaikykite tiesioginés saulés spinduliuose. Virsijus rekomenduojama laikymo temperatirg, bus pakenkta mégintuvélio kokybei (t.y., vakuumo
netekimas, skysty priedy i§dziavimas, nusidaZzymas, 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). PASTABA: pirminiy VACUETTE® heparino mégintuveéliy su geliu nerekomenduojama uz$aldyti.

3. Tyrimo suderinamumas su VACUETTE® homocisteino aptikimo mégintuvéliu néra uztikrinamas kiekvienu atveju (pvz., fermentiniy metody atveju). Pries
naudojimag, pasitvirtinkite suderinamuma. Jei néra suderinamumo su tyrimu, bus didelé klaidingy ar negaliojanciy rezultaty tikimybé.

4. |8tirti ne visi terapiniai vaistai. Atlikty studijy apraSymus rasite www.gbo.com/preanalytics.

5. VACUETTE® CAT serumo mégintuveéliai néra tinkami Ag, Al, As, Ba, Be, Cd, Cr, Co, Cu, Hg, |, Li, Mn, Mo, Ni, Pb, Se, Sb, Sn, Te, Th, TI, U, Zn pédsaky
aptikimui.

6. VACUETTE® CAT greito serumo atskyrimo mégintuvéliai su plaukiojanciais kre$uliais sukelia LDH reik§miy deviacijas.

7. Yra zinoma, jog fluoridas sukelia hemolize. ISsamesng informacijg apie interferuojancias medziagas rasite tyrimo instrukcijoje.

8. Veninio kraujo méginiai, surinkti j heparinizuotus vakuuminius mégintuvélius, néra tinkami dujy tyrimams.

9. VACUETTE® gintarinés spalvos mégintuvéliai apsaugo méginius nuo $viesos, kurios bangos ilgis yra mazZesnis nei 380 nm.

Vitamino D3 nustatymas naudojant HPLC negali bati atliekamas su visais gelio mégintuvéliais.

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 tario 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 / su atskyrimu

5 EDTA / EDTA su atskyrimu

6 Glikolitinés inhibicijos 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 pries $j mégintuvelj, 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
mégintuvélj, kadangi néra Zinoma, ar Sie tyrimai yra jtakojami.

PASTABA: visada laikykités jusy jstaigoje galiojancio kraujo paémimo eiliSkumo 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§ mégintuveélio dél galimos neigiamos
paciento reakcijos. Norint iSvengti tékmés j paciento ranka, laikykités $iy nurodymu:

1. Paciento ranka turi bati Zeméjancioje pozicijoje.

2. Mégintuvélj laikykite kamsteliu j virSy.

3. Atleiskite varztj kai tik kraujas pradés tekéti j mégintuvel;.

4. Uztikrinkite, kad venos punkcijos metu mégintuvélio turinys nelie€ia kamstelio arba adatos galo.

Uzsaldymas/atitirpinimas

Pagal PSO rekomendacijas (WHO/DIL/Lab/99.1 Red.02), serumg / plazmg nuo lgsteliy atskirti rekomenduojama prie§ uzSaldyma. UzZpildyti pirminiai mégintuvéliai
(iSskyrus 16 x 100 matmeny mégintuvélius) gali bati uz§aldomi iki -80°C temperataroje.

PASTABA: bendras tlris mégintuvélyje negali virSyti 2/3 nominaliosios tario vertés. UzpildZius mégintuvélj, gali prireikti pasalinti serumg / plazma o
centrifugavimo, kad bty gautas uzSaldymui tinkamas taris.

Prie§ uzsaldyma, méginius rekomenduojama 2 valandas palaikyti $aldytuve. Centrifuguotus serumo su geliu mégintuvélius laikykite vertikalioje pozicijoje
metaliniame atvirame stove -20°C temperatiroje = 2 valandas. Mégintuvéliai gali likti -20°C temperataroje arba gali bati perkelti j -80°C temperatarg. Atsildyti
méginius rekomenduojama kambario temperatdroje arba Saldytuve.

ligalaikiam laikymui rekomenduojama naudoti specialius krio buteliukus. Naudotojams rekomenduojama nusistatyti savo uzsaldymo protokola.

Aukstis virs jaros lygio
Kraujo surinkimui vietoje, kuri yra labai aukstai virs jaros lygio (1600 m — 3000 m) rekomenduojame mégintuvélius, skirtus naudoti esant dideliam auks¢iui vir§
jaros lygio. Vakuumas Siuose mégintuvéliuose kompensuoja Zemesnj iSorinj slégj.

Venos punkcijos technologija . . .
ATLIEKANT VENOS PUNKCIJA IR DIRBANT SU KRAUJO SURINKIMO MEGINTUVELIAIS, DEVEKITE PIRSTINES, KAD SUMAZINTUMETE UZSIKRETIMO
RIZIKA.

2. Nuimkite adatos vozZtuvélio dangtelj.
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3. |kiskite adatq | laikiklj. UZtikrinkite, kas adata yra gerai jstatyta ir neiSkris proceddros metu.

4. Uzdékite varztj (daugiausiai 1 minute).

5. Paruoskite punkcijos vietg naudodami tinkamg antiseptika. NEPALPUOKITE VENOS PUNKCIJOS VIETOS PO DEZINFEKAVIMO.

6. Paciento ranka turi bati Zeméjancioje pozicijoje.

7. Nuimkite adatos apsauga. Atlikite venos punkcijag RANKA LAIKYDAMI ZEMEJANCIOJE POZICIJOJE, O MEGINTUVEL| LAIKYDAMI KAMSTELIU | VIRSY.

8. |stumkite mégintuvelj j laikiklj ir ant adatos voztuvélio, praduriant gumine diafragma. Praduriant kamstelj, mégintuvélj laikykite laikiklio centre, kad iSvengtuméte
sienelés pradarimo ir prieslaikinio vakuumo netekimo. Visada laikykite mégintuvélj vienoje vietoje, spausdami jj nyksciu, kad uztikrintuméte visiSkg vakuumo
praradimg. Mégintuvélj uzpildykite iki uzpildymo Zymos. LeidZiamas +/-10% nuokrypis.

9. NUIMKITE VARZT| ISKART, KAl KRAUJAS IMS TEKETI | MEGINTUVEL]. NELEISKITE, KAD MEGINTUVELIO TURINYS PALIESTY KAMSTEL] AR ADATOS
GALA PROCEDUROS METU.

PASTABA: Kraujas netycia gali nulaséti nuo adatos. Laikykités bendry saugumo taisykliy pavojaus minimizavimui.

Jei kraujas neteka j mégintuvélj arba baigia tekeéti neprisipildZius reikiamam tariui, atlikite Zemiau nurodytus veiksmus:

a) |sitikinkite, kad mégintuvélis yra pilnai jstumtas j laikikl].

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. ] laikiklj jstatykite kita mégintuvélj, praduriant diafragma, kad prasidéty kraujo tékmé. Mégintuvélius be priedy naudokite pirma mégintuveéliy su priedais.
Ziarékite rekomenduojama surinkimo eiliskuma.

12. Svelniai pavartykite mégintuvélius iSkart po kraujo surinkimo, kad priedai ir kraujas gerai susimaigyty. Apverskite mégintuvélj aukstyn ir Zemyn - tai vienas
pilnas pavertimas.

PASTABA: Nepurtykite mégintuvéliy. Stiprus plakimas gali sukelti putojimg ar hemolize. Nepakankamas arba atidétas serumo mégintuvéliy vartymas gali sukelti
vélyvg kreséjimg. Mégintuveéliuose su antikoaguliantais nepakankamas maiSymas gali sukelti trombocity sulipima, kreSéjima ir (ar) neteisingus tyrimo rezultatus.
13. Kai tik kraujas baigia tekéti j paskutinj mégintuvélj, iSimkite adatg i$ venos, spauskite punkcijos vietg sausu steriliu tamponu tol, kol kraujas nebetekés. Jei
reikia, prasidéjus kreséjimui, apriSkite ranka bintu.

PASTABA: Po venos punkcijos ant kamstelio virSaus gali bati kraujo likuciy. Dirbant su mégintuvéliais, laikykités tinkamy atsargumo priemoniy, kad iSvengtumeéte
kontakto su krauju. Krauju uzterstas laikiklis yra laikomas pavojingu ir turi bati nedelsiant utilizuojamas.

14. Panaudotg adatg ir laikiklj iSmeskite j biologiskai pavojingy atlieky konteinerj. NEDEKITE ADATOS DANGTELIO. Adaty dangtelio uzdéjimas padidina jsikarimo
ir uzkrétimo rizikg.

15. Laboratorija prisiima visg atsakomybe dél vieno mégintuvélio keitimo kitu patvirtinimo ir analitiniy rezultaty, gauty i§ paciento méginio, paveikimo.

PASTABA: mégintuvélius, ypatingai mégintuvélius serumui, laikykite vertikaliai.

Centrifugavimas

Isitikinkite, kad visi mégintuvéliai yra tinkamai patalpinti j centrifugg; neteisingas mégintuvéliy jstatymas gali sukelti VACUETTEe saugaus kamstelio atsiskyrimg
nuo mégintuvélio.

PASTABA: pries centrifugavimg, CAT serumo atskyrimo mégintuvéliy méginiams leiskite gerai sukre$éti (maziausiai 30 minuciy), laikydami juos vertikaliai,
siekiant sumazinti fibrino susidarymg serume. Trukmé priklauso nuo kre$éjimo proceso. Kraujas, surinktas i§ pacienty su kre$éjimo sutrikimu, gali kre$éti ilgiau.
VACUETTE® Z mégintuvéliuose be priedy néra kre$éjimo aktyvatoriaus. Iki pilno kre$ulio susidarymo, Sie mégintuvéliai turi bati laikomi vertikalioje pozicijoje
(maziausiai 60 minuciy). Nepilnai sukre$éjes méginys gali uZtersti instrumenta ir sukelti klaidingy rezultaty gavima.

VACUETTE® CAT greito serumo atskyrimo mégintuvéliai gali bati centrifuguojami per 5 minutes po kraujo paémimo. Nepakankamas iSmaiSymas 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$aldymo plazmos paruo$imas (PFP) 4-5x 2500 - 3000 g 20

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 turi bati atliekamas kontroliuojamos temperattros centrifugoje, kurioje yra palaikoma 18-25°C (64-77°F) temperatira. Auk$ta temperatara gali
neigiamai paveikti fizines gelio savybes. Geriausias serumo ir plazmos nasumas yra prie 18°C-25°C (64-77°F) 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 kamsteliai. Sukdami kamstelj prie$ laikrodzio rodykle nuimkite kamstelj sukamuoju ir traukiamuoju judesiu. Kamstelis negali bati nuimamas traukiamuoju
judesiu.

NeuzZsukami kamsteliai. Kamstelj nuimkite paprastu traukiamuoju judesiu.

16 mm meégintuvéliai:

Nesrieginiai mégintuvéliai. Kamstelj nuimkite paprastu traukiamuoju judesiu.

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 biorizikos konteinerj, kuris véliau gali bati autoklavuojamas ar sudeginamas.
4. Utilizavimas turi bati atliekamas tam tikroje kremavimo jstaigoje arba atliekant autoklavavimg (sterilizavimas garais).

980200_Rev23_06-2020



Katalogo numeris In Vitro diagnostiné priemoné

=0

Partijos kodas Skaitykite naudojimo instrukcija
Naudokite iki nurodytos datos 3 Gamintojas
Sterilizacija spinduliais Temperatiros ribos

Nenaudoti pakartotinai

2 [B|EE

Nuorodos:

ISO / EN / ANSI/AAMI Standards

1SO 6710 “Single-use containers for venous blood specimen collection”

EN 14820 “Single-use containers for human venous blood specimen collection”

1ISO 11137 “Sterilisation of health care products — Requirements for validation and routine control — Radiation sterilisation”

Literatdra:

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 "Collection of Diagnostic Venous Blood Specimens”, 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.

WHO/DIL/LAB/99.1 Rev02 "WORLD HEALTH ORGANIZATION, et al. Use of anticoagulants in diagnostic laboratory investigations. Geneva: World Health Organization, 2002”.

ﬂ Greiner Bio-One GmbH
Bad Hallestr.32
4550 Kremmunster
Austrija

www.gbo.com/preanalytics
office@at.gbo.com
Tel. +43 7583 6791
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Labelling of VACUETTE® Products

The table below provides a selection of the symbols used on our labelling, with an explanation
in line with ONORM EN 980:2008.

Symbol Description Letter code | Additive 1 Tube Label
Symbol for "Do Not Reuse" V4 None /
Clot Activator
E Symbol for "Use By" LH Lithium Heparin 2
Rack Label
Symbol for "Batch Code" NH Sodium Heparin
Symbol for "Catalogue Number" AH Ammonium Heparin
MI Symbol for "Date of Manufacture" K2E EDTA Dipotassium Salt
u Symbol for "Manufacturer" K3E EDTA Tripotassium Salt
Symbol for aNC Coagulation Trisodium Gitrate 9:1 3 Carton Label
"Sterilized Using Ethylene Oxide" 9 : ~
ﬂ Symbol for 4Nc Coagulation Trisodium Gitrate 4:1 ==
"Sterilized Using Irradiation” 9 ’
GS1 UDI Code:
Sodium Fluoride / This is in GS1 linear form
CE Mark EX odium rluoriae on the case labels and in
( E < —pOZ 22 Potassium Oxalate GS1 datamatrix form on
the racks. Both contain
Symbol for information on the GTIN
IVD i i i
"In Vitro Diagnostic Medical Device" FE Sodium Fluoride / EDTA Z?(;N‘ill %irt:ge?xpwy date
(01) indicates the GTIN
Symbol for . . . (17) the expiry date in
E]E':I "Consult Instructions for Use" FH Sodium Fluoride / Heparin format YYYY-MM-DD
(10) indicates the lot
number
Symbol for . o )
/ﬂ[ "Temperature Limitation” FC Fluoride, citric acid
HIBC Code:
Symbol for "Authorised Representa- With just one swipe
tive in the European Community" SEF (s @ae's, 1he MEm
number, lot number,
DEHP expiry date and packa-
Symbol for "Contains Phthalates" ging unit can be read — a
significant benefit for the
logistics chain.
Symbol for "Contains or Presence of
Natural Rubber Latex"
8
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VACUETTE®EDTA Tubes

/  Youcan find more
information about this
productin our web-
shop.

VACUETTE®

EDTA TUBES
VACUETTE® EDTA EDTAtubesfromGreinerBio-One
tubes are used for are available in three versions:
determinationsin EDTA K2E K2EDTA, K2E K2EDTA Sep-
whole blood for haematology, arator and K3E K3 EDTA.
immunohaematology or for The additive potassium EDTA
the molecular biological (ethylenediaminetetraacetic
identification of viruses, acid) contained in the tube in-
parasites and bacteria after terferes with calcium and thus
/ Di-Potassium K2EDTA centrifugation and plasma for blockades the coagulation
/ Tri-Potassium K3EDTA clinical laboratory use. cascade.



VACUETTE® EDTA Tubes

K2E K2EDTA

VACUETTE® K2E K2EDTA tubes contain
di-potassium K2EDTA which blocks the
coagulation cascade. Selected tubes are also

(A8 |
available with transparent labels.

Item no. ’:‘IZE::' Cap colour Ringcolour  Threadtype  Tubesize Label Barcode 0“’(;:’;2?”
454024 2ml @ lavender O white PREMIUM 13x 75 paper no 50/ 1,200
454020 3ml @ lavender ® black PREMIUM 13x 75 paper no 50/ 1,200
484526 3ml ® lavender ® black PREMIUM 13x 75 paper yes 50/ 1,200
454023 4ml @ lavender ® black PREMIUM 13%x 75 paper no 50/ 1,200
456023 6 ml @ lavender ® black PREMIUM 13x 100 paper no 50/ 1,200
454047 2ml @ lavender Owhite 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
454410 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 9ml ® lavender ® black non-ridged = 16x 100 BiBarcode yes 50/1,200

7~/ R T
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Greiner Bio-One GmbH, A-4550 Kremsmuinster, P.O. Box 6

Kremsmdnster, 3" January 2019

Confirmation - VACUETTE® Blood Collection Tubes Sterility

To whom it may concern

We,

Greiner Bio-One GmbH
Bad Haller Straf3e 32
4550 Kremsmunster
Austria

hereby confirm, that all VACUETTE® Blood Collection Tubes which are labelled as sterile are in
accordance with the following standards as far as they are applicable:

EN 556 Sterilization of medical devices — Requirements for medical devices to be designated
“STERILE”
EN ISO 11137 Sterilization of health care products — Radiation

Further we confirm that the sterility level of VACUETTE® Blood Collection Tubes is SAL 10°.

Information is subject to change without notice.
Valid until recalled.

Greiner Bio-One GmbH Phone +43 (0) 7583 6791-0 Sitz d. Gesellschaft Gerichtsstand: LG Steyr
Bad Haller Strae 32 Fax +43(0) 7583 6318 Bad Haller Straf3e 32 FN 176887 d
4550 Kremsmdnster office@at.gbo.com 4550 Kremsmdnster DVR 1005944
Austria www.gbo.com Austria UID-Nr.: ATU 45835208


Remigijus
Highlight


Vertimas is angly kalbos

/logotipas/
Greiner Bio-One GmbH, A-4550 Kremsmlinster, P.O. Box 6

Kremsmunster, 2019 m. sausio 3 d.

Patvirtinimas — VACUETTE® kraujo paémimo mégintuvéliy sterilumas

Visiems, kam tai gali bati aktualu
Mes,

Greiner Bio-One GmbH
Bad Haller Str.32

4550 Kremsmunster
Austrija

Siuo rastu tvirtiname, kad visi VACUETTE® kraujo paémimo mégintuvéliai, Zymimi kaip sterilGs, atitinka Siuos
taikytinus standartus:

EN 556 Medicinos priemoniy sterilizavimas. Reikalavimai, keliami medicinos priemonéms,
zenklinamoms uzrasu ,STERILU“

EN ISO 11137 Sveikatos prieziliros gaminiy sterilizavimas. Spinduliuoté.

Tvirtiname, kad VACUETTE® kraujo paémimo mégintuveéliy sterilumo lygis yra SAL 10°.
Informacija gali bati keiciama be iSankstinio jspéjimo.

Galioja iki atSaukimo.

/spaudas/

/parasas/

Sandra Wurz

Produkty naudojimo koordinatorius
Greiner Bio-One GmbH

/rekvi
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Greiner Bio-One GmbH, A-4550 Kremsmiuinster, P.O. Box 6

Kremsmunster, 07. Jun.2017

Confirmation

poz. 2.6

To whom it may concern,
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.”

Information is subject to ¢
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

% |SO 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


https://www.gbo.com/fileadmin/user_upload/Downloads/Product_Catalogue/Catalogue_Preanalytics/English/980042_VACUETTECatalogue_rev09_07_2016_e_lowres.pdf%20p.11
https://www.gbo.com/fileadmin/user_upload/Downloads/Product_Catalogue/Catalogue_Preanalytics/English/980042_VACUETTECatalogue_rev09_07_2016_e_lowres.pdf%20p.11
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Vertimas is angly kalbos
/logotipas/
Greiner Bio-One GmbH, A-4550 Kremsmunster, P.O. Box 6

Kremsmunster, 2017 m. birzelio 7 d.
Patvirtinimas

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
kodg [ISO6710], taigi mégintuvéliy tipus galima atskirti i$ pirmo Zvilgsnio. Skirtingy spalvy Ziedai ant
kamsteliy virSutinés puseés suteikia papildoma informacijg vizualiam meégintuveliy tipy atpaZinimui?.

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 ISO 67102:

“6.1 UZsandarinimas negali atsilaisvinti maisymo 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 atsaukimo. Saltinis angly kalba.

*https://www.gbo.com/fileadmin/user upload/Downloads/Product Catalogue/Catalogue Preanalytics/
English/980042 VACUETTECatalogue rev09 07 2016 e lowres.pdf p.11
2ISO 6710:1995 Vienkartinio naudojimo konteineriai veninio kraujo méginiy paémimui

/rekvizitai/




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.

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.

poz. 2.6
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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 i$lieka 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 kamstel;.
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BIO-ONE

Product performance for VACUETTE® Blood Collection Tubes

We at Greiner BIO-ONE hereby inform,

regarding the product performance of following products

all VACUETTE® Blood Collection Tubes

Blood Collection Tubes consist generally of three parts: The plastic tube, a safety cap and the label.

The VACUETTE® Safety Caps feature a stopper shield and an integrated rubber stopper. The cap
is made from thermoplastic materials such as polyethylene. It covers the stopper and the upper part
of the tube to reduce the potential for splatter from the blood specimen when the rubber stoppers
are removed from the collection tube. M

rpoz. 2.6

All VACUETTE® stoppers are lubricated with silicone oil to facilitate stopper insertion as well as the
removal of stoppers. Furthermore, the lubricant minimizes red blood cell and clot adherence to
stoppers in order to prevent serum or plasma contamination.

[1] Bowen RAR, Remaley AT, Interferences from blood collection tube components on clinical chemistry assays. Biochemia
Medica 2014,24(1):31-44.
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Vertimas is angly kalbos

Patvirtinimas /greiner BIO-ONE logotipas/

VACUETTE® kraujo paémimo mégintuvéliy veiksmingumas
Mes, Greiner BIO-ONE Siuo rastu informuojame apie Siy produkty veiksminguma:
visi VACUETTE® kraujo paémimo mégintuvéliai

Kraujo paémimo mégintuvéliai susideda is trijy daliy: plastikinio mégintuvélio, saugaus kamstelio ir
etiketés.

VACUETTE® saugls kamsteliai yra sudaryti i$ kamstelio korpuso ir guminés tarpinés. Kamstelis yra
pagamintas iS termoplastinés medzZiagos, tokios kaip polietilenas. Jis dengia tarpine ir virsutine
meégintuvélio dalj, taip sumazinant galima kraujo méginio taskymasis, kuomet mégintuvélis yra
atkem3amas.

Visos VACUETTE® guminés tarpinés yra padengtos silikono aliejumi. Tai palengvina mégintuvélio uzkimsima
bei atkimsima. Be to, Sis lubrikantas sumazina eritrocity ir kresuliy prilipima prie kamstelio, taip iSvengiant
serumo ar plazmos uztersimo.

V) Bowen RAR, Remaley AT, Interferences from blood collection tube components on clinical chemistry assays.
Biochemia Medica 2014, 24(1):31-44.

/spaudas/ 2021 m. geguzés 10 d. /parasas/
Data ir parasas
Moritz Wiesbauer — Fizinio testavimo ir pakeitimy kontrolés komandos vadovas

Sis patvirtinimas galioja iki 2023/05, nebent jo turinys bus keiciamas arba bus pateiktas kitas pranesimas.

/rekvizitai/




® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

Certificate
/—poz. 3.1

Standard ISO 9001:2015

Certificate Registr. No. 01 100 1412516

Certificate Holder: Greiner Bio-One GmbH
Bad Haller Str. 32
4550 Kremsmiunster
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
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® 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 aeneral
laboratory use an

medical and resee

2023-02-02
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Sertifikatas

Standartas 1ISO 9001:2015

Sertifikato registracijos nr. 01 100 1412516

Sertifikato turétojas: Greiner Bio-One GmbH
Bad Haller Str. 32
4550 Kremsmunster
Austrija

jskaitant priede minimas vietas

Apimtis: 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.

Galiojimas: 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

www.tuv.com /IAF logotipas/ /DakksS logotipas/ /TUV Rheinland logotipas/



Priedas prie sertifikato

Standartas 1ISO 9001:2015

Sertifikato registracijos nr. 01 100 1412516

Nr. Vieta Veikla

/01 Greiner Bio-One GmbH Medicininés paskirties surinkimo sistemuy, skirty
Bad Haller Str. 32 pacienty Slapimo, seiliy ir kraujo méginiy
4550 Kremsmunster, Austrija 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.

/02 Greiner Bio-One GmbH Medicininés paskirties surinkimo sistemuy, skirty
Plant Rainbach pacienty Slapimo, seiliy ir kraujo méginiy
Gewerbepark paémimui, jskaitant kraujo paémimo adatas ir
4261 Rainbach im Muhlkreis kraujo paémimo sistemas, sedimentacijos
Austrija nustatymo prietaisy, skirty eritrocity nusédimo

greiciui nustatyti, produkty, skirty bendram
laboratoriniam naudojimui ir priedy, skirty
pramoniniam, medicininiam naudojimui bei
tyrimams, gamyba.

2023-02-02 /parasas/

Lapas1lis1

www.tuv.com /TUV Rheinland logotipas/
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greiner bio-one

List of applied Standards

We,

Greiner Bio-One GmbH
Bad Haller Str. 32
4550 Kremsmunster
Austria
herewith inform that our
VACUETTE® TUBES

are manufactured in accordance with the following standards:

Sterilization of medical devices - Requirements for medical
devices to be designated "STERILE"

Standard Guide for Accelerated Aging of Sterile Barrier
Systems for Medical Devices

Single-use containers for human venous blood specimen

EN 556

ASTM F1980

ISO 6710 .
collection
/ ENISO | 11137 Sterilization of health care products — Radiation

poz. 2.3 || ENISO | 13485 Medical devices — Quality management systems —

Requirements for regulatory purposes

EN 13612 Performance evaluation of in vitro diagnostic medical devices

EN 14820 SlngIeTuse containers for human venous blood specimen
collection

ENISO | 14971 L\j/leevcii(l:ceasl devices - Application of risk management to medical

Medical devices - Symbols to be used with medical device
ENISO | 15223-1 | labels, labelling and information to be supplied

Part 1: General requirements

In vitro diagnostic medical devices - Information supplied by the

ENISO | 18113 )
manufacturer (labelling)
el
2018 -06- 27
\
Date ;

Greiner Bio-One GmbH Phone +43 (0) 7583 6791-0
Bad Haller Strafze 32 Fax +43(0) 7583 6318

4550 Kremsmunster office@at.gbo.com
Austria www.gbo.com
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/logotipas/
Taikomy standarty sgrasas
Mes,
Greiner Bio-One GmbH
Bad Haller Str.32
4550 Kremsmunster
Austrija
Siuo rastu tvirtiname, kad msy
VACUETTE® MEGINTUVELIAI
yra gaminami laikantis Siy standarty:
EN 556 Medicinos priemoniy sterilizavimas. Reikalavimai, keliami medicinos priemonéms,
zenklinamoms uZrasu ,STERILU”.
ASTM F1980 Medicinos priemoniy sistemy sterilaus barjero greito senéjimo standartinis gidas.
I1SO 6710 Vienkartiniai Zmogaus veninio kraujo méginiy émimo indai.
EN ISO 11137 Sveikatos prieZiliros gaminiy sterilizavimas. Spinduliuoté.
EN ISO 13485 Medicinos priemonés. Kokybés vadybos sistemos. Reglamentuojantys reikalavimai.
EN 13612 Diagnostikos in vitro medicinos priemoniy eksploataciniy charakteristiky jvertinimas.
EN 14820 Vienkartiniai Zmogaus veninio kraujo méginiy émimo indai.
EN ISO 14971 Medicinos priemonés. Rizikos valdymo taikymas medicinos priemonéms.
EN ISO 15223-1 | Medicinos priemonés — simboliai, naudojami medicinos priemoniy etiketése, Zyméjimas
ir tiekiama informacija.
1 dalis: bendrieji reikalavimai.
EN ISO 18113 In vitro diagnostikos medicinos priemonés. Gamintojo teikiama informacija
(zenklinimas).

2018-06-27
Data /spaudas/ /parasas/
Georg Sambs
Reglamentavimo vadovas






