VACUETTE® Automatic and Manual ESR Systems and Accessories

The safe and reliable ESR readers are distinguished by their simple handling. They are fully automated and can be used
in the ward, the doctor’s office or in a laboratory. The readers work using infrared-sensors, which in contrast to visual
methods guarantee improved reproducibility of results.

The erythrocyte sedimentation rate (ESR) is measured in an enclosed system, ensuring that the user does not come
into contact with patients’ blood. All ESR-readers are equipped with “permanent access”. This means that tubes can be
inserted into the measuring channels randomly and at any time, since each tube is analysed independently.
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Automatic ESR System and Accessories

Three different size models of ESR instruments are offered. Readers with 100
channels are ideal for middle to large laboratories. The 20 and the 10 channel
readers were designed for small laboratories or doctors* offices. All VACUETTE®
ESR instruments operate in accordance to the Westergren method.

Item No.
836580
836587

836592

836582
836283
836585
836586
836596
836597
836588
836577
836578

836579

46

. Packaging
Description Inner Outer
Sed Rate Screener 100/1 (SRS 100/11) 1o 1o
automatic ESR reader with integrated printer (for 100 tubes) Pe. Pe.
Sed Rate Screener 20/11 (SRS 20/11) 100 100
automatic ESR reader with integrated printer (for 20 tubes) PC. PC.
Sed Rate Timer 10/1l (SRT 10/1l) 1 ioe .
automatic ESR reader (for 10 tubes) PC. PC.
Accessories

Thermal printer, for SRT 10/Il, SRS 20/Il and SRS 100/l 1 pc. 1 pc.
Barcode scanner, for SRS 100/Il and SRS 20/I1 1 pc. 1 pc.
Thermal paper roll for printer (836582) 1 e | e
and integrated printers in 836580 & 836587 pC. pC.
Sed Rate Mixer (SRM) for 9mm 1 pc. 1 pc.
Sed Rate Mixer (SRM) for 9mm/13mm 1 pc. 1 pc.
Sed Rate Mixer (SRM) for 13mm 1 pc. 1 pc.
Control Unit for SRS 100/1l, SRS 20/Il and SRT 10/l 1 pc. 1 pc.
VACUETTE® Multi-Mixer for VACUETTE® Tubes 1 pc. 1 pc.
Rack for VACUETTE® 40-Pos. Multi-Mixer for 9 mm VACUETTE® Tubes 1 pc. 1 pc.
Rack for VACUETTE® 40-Pos. Multi-Mixer for 13 mm VACUETTE® Tubes 1 pc. 1 pc.



Manual ESR System and Accessories

Two versions of the VACUETTE® Manual ESR System are available. The open
sedimentation system consists of an ESR Tube made of PET plastic, ESR Pi-
pette with graduated adapter and ESR Rack with graduation. The closed sy-
stem consists of an ESR rack with graduation and a special ESR Glass Tube
having either a 2.9 or 1.6 ml volume, alternatively the new ESR PP tube.

Item No. Description InnePraCKaginguter
727111 ESR Pipette with adapter, graduated, 200mm, for 454073 200 pcs. 1000 pcs.
836072 ESR Rack without graduation for 454073 1 pc. 5 pcs.
836075 ESR Rack with graduation for 729090 1 pc. 8 pcs.
836077 ESR Rack with graduation for 729093 1 pc. 8 pcs.

ESR Tubes

The erythrocyte sedimentation rate (ESR) can be used as a non-specific
search technique for inflammatory reactions and observing their develop-
ment. VACUETTE® ESR tubes are used for determination of the ESR.
NEW: PP ESR tube with 1.5ml fill volume.

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

"y

=~

Nom. Cap Ring
ltem No. Vol. Colour Colour

4NC ESR sodium citrate 3.2%, PET - PREMIUM (Safety Twist Cap)

Tube Size Description

454284 1.5ml black black 183x 75 4NC ESR sodium citrate 3.2%, PET
454073 2ml black black 13x75 4NC ESR sodium citrate 3.2%, PET
4NC ESR sodium citrate 3.2%, glass
729093 1.6ml black 9x120 4NC ESR sodium citrate 3.2%, glass, closed system
729090 2.9ml| black 9x120 4NC ESR sodium citrate 3.2%, glass, closed system
4NC ESR sodium citrate 3.2%, PP (available in autumn 2009)
729073 1.5ml black 9x 120 4NC ESR sodium citrate 3.2%, PP, closed system

™12 pirk.dal. 1 poz. |
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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.

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

Z Serum Clot Activator red black

Z 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

Z 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® Z 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
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® Z 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).

980200_Rev21_05-2018 Page 5/6



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
: Phi 43 7583 6791
4550 Kremsmiinster, Austria one +
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e 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® meégintuvéliai yra skirti
surinkti, transportuoti ir paruosti kraujg serumo, plazmos ar bendro kraujo tyrimui klinikinéje laboratorijoje ir yra skirti profesionaliam naudojimui.

Produkto apraSymas

VACUETTE® yra plastikiniai meégintuvéliai su fiksuotu vakuumo kiekiu tiksliam tdrio jtraukimui. Jie yra su spalvotais VACUETTE® SAFETY kamételiais (2r. 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”. 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
Z Kreséjimo aktyvatorius serumui raudona juoda
Z Kreséjimo aktyvatorius ir gelis serumui (su geliu) raudona geltona
CAT greitas serumo atskyrimas oranziné geltona
Heparino mégintuvéliai
LH Li¢io heparinas Zalia juoda
LH Li¢io heparinas ir gelis 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 Sviesiai violetiné geltona
Gliukozés mégintuvéliai
FE Natrio fluoridas/EDTA (K2E/K3E) pilka juoda
FX Natrio fluoridas/kalio oksalatas pilka juoda
LH Lic¢io heparinas ir lodoacetatas pilka juoda
FH Natrio fluoridas / natrio heparinas pilka juoda
FC Mix mégintuvéliai pilka juoda
rausva juoda
Kryzminio suderinamumo mégintuvéliai
Z Kreséjimo 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 melyna juoda
Z Be priedy meélyna 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 reikalavimuy.

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 Z serumo mégintuvélio su geliu apagioje yra gelio barjeras. Sios medziagos specifinis svoris yra tarp kraujo kresulio ir serumo. Atliekant
centrifugacija, gelio barjeras pasislenka link serumo — kres$éjimo sandira, kur susiformuoja stabilus barjeras, skiriantis serumg nuo fibrino ir Igsteliy. Serumas gali
bati aspiruojamas tiesiogiai i$ surinkimo meégintuvélio, 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 Zzidréti 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 mégintuvéliai su li¢io heparinu ir geliu viduje turi gelio barjerg. Specifinis Sios medziagos svoris yra tarp kraujo Igsteliy ir plazmos. Atliekant
centrifugacijg, gelio barjeras pasislenka j vir8y ir suformuoja stabily barjera, atskiriantj plazmg nuo lIgsteliy. 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 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 mégintuveélio pusé yra padengta K2EDTA arba K3EDTA. Galima jsigyti mégintuvéliy su skystu EDTA tirpalu. EDTA suri$a 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. Zidrékite 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. Jie yra sterilds, vienkartinio naudojimo,
plastikiniai mégintuvéliai su vakuumu ir VACUETTE® saugiais kamsteliais. Mégintuvéliuose yra iy priedy misinys: Na:EDTA, 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 mégintuveéliy 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
VACUETTEe ACD-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 mégintuvéliai

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 bty kompensuotas skiedima citratu. Kai kuriais atvejais faktorius gali
bati jtakotas natdraliy, fiziologiniy svyravimy. Netinka fermentiniy tyrimy metodams. Tyrimo vertinimas parodé, jog suderinamumas ne visada yra. Todél, tyrimy
suderinamumas turi bati 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.

VACUETTEe |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 (1V) linijg, prie$ pradedant uzZpildyti kraujo surinkimo mégintuvélius, uztikrinkite, kad i$ Sios linijos buvo pasalintas IV
tirpalas. Batina iSvengti klaidingy laboratorijos duomeny dél uzter§imo IV skysg&iu.

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 balkSvos iki geltonos spalvos, kas visiSkai nejtakoja ju veiksmingumo.

9. Jei néra laikomasi rekomenduojamos centrifugavimo galios ir/ar laiko, mégintuvéliuose gali atsirasti plaukiojanciy kresuliy.
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9. Nenaudokite mégintuvéliy pasibaigus jy galiojimo datai.

Laikymas

Laikykite mégintuvélius prie 4-25°C (40-77° F).

PASTABA: Nelaikykite tiesioginés saulés spinduliuose. Virsijus rekomenduojamg laikymo temperatirg, bus pakenkta mégintuvélio kokybei (t.y. vakuumo
netekimas, skysty priedy iSdziavimas, 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 lgsteliy 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. Daug TMD jau yra istirta. 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 mégintuvéliai su plaukiojanciais kreSuliais sukelia LDH reik3miy deviacijas.

8. Yra zinoma, jog fluoridas sukelia hemolize. ISsamesne informacijg apie interferuojancias medziagas rasite tyrimo instrukcijoje.

Meéginiy 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. Varztis

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 Glikolitinio inhibitoriaus mégintuvélis

7 Kiti priedai

PASTABA: Jei naudojate peteliS$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 mégintuvelj. Kitiems koaguliacijos tyrimams rekomenduojama surinkti antrg
meégintuvélj, kadangi néra Zinoma, ar Sie tyrimai yra jtakojami.

PASTABA: visada laikykités jasy jstaigoje galiojancio kraujo paémimo eili§kumo protokolo.

PASTABA: naudojant VACUETTE® mégintuvélius sunkiyjy metaly nustatymui (natrio heparinas), rekomenduojame atlikti atskirg kraujo paémima ir taip iSvengti
méginiy uZtersimo.

Tekéjimo atgal prevencija

Dauguma vakuuminiy kraujo surinkimo mégintuvéliy turi cheminiy priedy. Todél yra labai svarbu iSvengti atgalinio tekéjimo i§ mégintuvélio dél galimos neigiamos
paciento reakcijos. Norint iSvengti tékmeés 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 nelie€ia 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 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 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$¢io mégintuvélius. Vakuumas Siuose
megintuvéliuose 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 voZtuvélio 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 voZztuvélio, praduriant gumine diafragma. Mégintuvélj laikykite centrinéje pozicijoje praduriant kamstelj tam, kad
iSvengtumete sienelés praddrimo ir prieslaikinio vakuumo netekimo.

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 minimalizavimui.

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

a) Stumkite mégintuvélj j priekj tol, kol kamstelis bus tinkamai pradurtas. Visada laikykite mégintuvélj vienoje vietoje, spausdami ji nyk$¢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 §j 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 mégintuvéliy su priedais.
Ziarékite rekomenduojama surinkimo eiligkuma.

12. Svelniai pavartykite mégintuvélius i$kart po kraujo surinkimo, kad priedai ir kraujas gerai susimaiyty. 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
vélyvag kreséjimg. Mégintuvéliuose su antikoaguliantais nepakankamas maiSymas gali sukelti trombocity sulipima, kreséjima 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 NENAUDOKITE. Adaty pakartotinis naudojimas 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 centrifuga; neteisingas mégintuvéliy jstatymas gali sukelti VACUETTEe saugaus kamstelio atsiskyrimag
nuo mégintuvélio.

PASTABA: Z serumo atskyrimo mégintuvéliai su kre$éjimo aktyvatoriumi turi bati centrifuguojami per 30 minuéiy po kraujo surinkimo , kad baty minimalizuojamas
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 mégintuvéliai serumui turi visiskai sukre$éti.

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
(maiSymas) Santykiné centrifugavimo jéga (rcf) (min.)

Greito serumo atskyrimo mégintuvéliai 5-10x 1800 g 10

Serumo mégintuvéliai/su geliu 5-10x 1800-2200g 10-15

EDTA mégintuvéliai/su geliu 5-10x 1800 -2200g 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 uz3aldymo plazmos paruosimas (PFP) 4-5x 2500 - 3000 g 20

Kiti centrifugavimo nustatymai irgi gali suteikti tinkama 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 bati atliekamas vésinamoje centrifugoje. Auksta temperatdra gali neigiamai paveikti fizines gelio savybes. Geriausias serumo ir plazmos
naSumas yra prie 20°C-22°C temperataros.

PASTABA: gelio mégintuveéliai 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

VACUETTEe kraujo surinkimo sistema pasizymi unikaliais saugumo kamsteliais. Yra dvi skirtingos uzdarymo sistemos, pasirenkamos priklausomai nuo
megintuvélio dydzio:

13mm mégintuvéliai: Premium ir neuZsukami kamsteliai

Premium kamsteliai yra pritaikyti naudojimui su VACUETTEe Safety Screw Cap. 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 Safety Screw Cap. Kadangi kamstelis yra ne srieginis, jj galite nuimti paprastu traukiamuoju
judesiu.

16 mm meégintuvéliai: VACUETTEe Safety Grip Cap — Kamstelj nuimkite paprastu traukiamuoju judesiu.

Specialls Snap kamsteliai yra pagaminti tik i§ PE ir jais galima pakartotinai uzkimsti laikomus mégintuvélius.

ISmetimas

1. Laikykités bendruyjy 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 atitinkamg biorizikos 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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Nuorodos:

ISO / EN / ANSI/AAMI Standards

1ISO 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-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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