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1. Name of medical device

BD Vacutainer devices for blood collection in sets and individual packaging

BD Vacutainer devices for blood collection in sets and individual packaging:

N o ol wbdpE

o

10.
11.
12.
13.
14.

BD Vacutainer PrecisionGlide Needles

BD Vacutainer One Use Holder

DIFF-SAFE Blood Dispenser

BD Microtainer Tube Extender

BD Vacutainer Stretch Tourniquet

CBC-Tourniquet

BD Vacutainer Multiple Sample Adapters: Luer Adapter or Luer-Lok access device
with pre-attached holder

BD Microtainer tubes

BD Vacutainer tubes

BD Vacutainer tubes with BD Hemogard cap

BD Vacutainer CD4 Stabilization Blood Collection Tubes

BD Seditainer blood collection tubes 4NC

BD Seditainer Stand

BD Vacutainer Blood Transfer Device Holder with Pre-Attached Multiple Sample
Female Luer Adapter

2. Place of manufacture of medical device

Manufacturer: Becton Dickinson and Company, 1 Becton Drive, Franklin Lakes, NJ
07417-1885, USA

Place of manufacture:

1

o~ DN

Becton Dickinson and Company, Belliver Industrial Estate, Belliver Way, Roborough,
Plymouth, PL6 7BP, United Kingdom

Kimetec GmbH, Gerlinger Strasse 36-38, 71254 Ditzingen, Germany

Alpha Scientific Corp, 820 Springdale Drive, Exton, PA 19341, USA

BD Caribe Ltd., Road 31 Km. 24.3, Juncos, PR 00777-4010, Puerto Rico

Becton, Dickinson and Company (BD), 150 South First Avenue, Broken Bow, NE
68822, USA

6. Becton Dickinson and Company (BD), 1575 Airport Road Sumter, SC 29153, USA

Becton, Dickinson and Company (BD), 1 Becton Drive, Franklin Lakes, NJ 07417-
1885, USA
Hygenic Corporation, 1245 Home Avenue, Akron, OH 44310-2575, USA
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3. Medical device classification

European Medical Device Directive: 93/42/EEC
Class of potential risk of medical device application: 2a

« BD Vacutainer PrecisionGlide Needles

European Medical Device Directive: 93/42/EEC
Class of potential risk of medical device application: | sterile

<«

 BD Vacutainer Multiple Sample Adapters: Luer Adapter or Luer-Lok access device
with pre-attached holder

 BD Vacutainer Blood Transfer Device Holder with Pre-Attached Multiple Sample
Female Luer Adapter

European Medical Device Directive: 93/42/EEC
Class of potential risk of medical device application: | non-sterile, non-measuring

* BD Vacutainer One Use Holder
* BD Vacutainer Stretch Tourniquet
« CBC-Tourniquet

European in vitro Diagnostic Medical Device Directive: 98/79/EC
Class of potential risk of medical device application: Non Annex Il in vitro Diagnostic
Medical Device

* DIFF-SAFE Blood Dispenser

 BD Microtainer Tube Extender

« BD Microtainer tubes

» BD Vacutainer tubes

* BD Vacutainer tubes with BD Hemogard cap
» BD Seditainer blood collection tubes 4NC

* BD Seditainer Stand

Non-CE marked devices

« BD Vacutainer CD4 Stabilization Blood Collection Tubes
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4. Intended use of medical device

BD Vacutainer devices for blood collection in sets and individual packaging are intended
to be used or aid in the sampling of blood derived from the human body and in vitro
diagnostic examination.

5. Field of medical device application

BD Vacutainer devices for blood collection in sets and individual packaging are used in
clinics, clinical diagnostic laboratories and other healthcare institutions by doctors, nurses
or other trained healthcare professionals.

6. Medical device operating principle and description

BD Vacutainer devices for blood collection in sets and individual packaging, where
applicable, are intended to be used with patients of all ages for the purposes of in vitro
diagnostic examination.

Picture 1L BD Vacutainer PrecisionGlide Needles
1. BD Vacutainer PrecisionGlide Needles are sterile, single use medical devices
specifically intended to be used for the sampling of venous blood derived from the human
body for the purpose of in vitro diagnostic examination.

This device is intended to be used by trained phlebotomists or other suitably trained
healthcare professionals.

BD Vacutainer PrecisionGlide needlesfor multiple blood sample collection
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1) 1V Cannula
2) IV Shield
3) Hub

4) NP Cannula
5) NP Sleeve
6) NP Shield

Components:

Component

IV Cannula

IV Shield

Hub

NP Cannula

NP Sleeve

NP Shield

IV Cannula Lubricant
NP Cannula Lubricant

Adhesive
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Material, grade

Stainless steel (grade 304)
Polypropylene
Polystyrene

Stainless steel (grade 304)
Synthetic isoprene rubber
Polyethylene

Medical grade silicone
Medical grade silicone

Epoxy

Type of contact with
organism

Contact: Blood path, indirect
Duration: Limited exposure
Contact: None

Duration: None

Contact: None

Duration: None

Contact: Blood path, indirect
Duration: Limited exposure
Contact: None

Duration: None

Contact: None

Duration: None

Contact: Blood path, indirect
Duration: Limited exposure
Contact: None

Duration: None

Contact: None

Duration: None



Possible varieties

For multiple blood sample collection

Dimension Length Color
22G (0.7 mm) 1.5” (38 mm) Black
22G (0.7 mm) 1” (25 mm) Black
21G (0.8 mm) 1.5” (38 mm) Green
21G (0.8 mm) 1” (25 mm) Green
20G (0.9 mm) 1.5” (38 mm) Yellow
20G (0.9 mm) 1”7 (25 mm) Yellow

2. BD Vacutainer One Use Holder is a non-sterile, single-use plastic device used during the
venipuncture process to secure a blood collection tube to the blood collection needle. It
consists of a plastic barrel with a female threaded boss at one end into which the hub of the
BD Vacutainer blood collection device is screwed. The other end has flanges to assist in
gripping the device during use and is open to allow the passage of a BD Vacutainer
evacuated blood collection tube. The BD Vacutainer One Use Holder serves to facilitate
the insertion of the needle into the patient’s vein and to help guide the evacuated blood
collection tube onto the non-patient (NP) end of the needle during the blood collection

process.

Picture 2. BD Vacutainer One Use Holder
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Components:

Component Type of contact with
organism
Ilolder Polypropylene Contact: None

Duration: None

3. DIFF-SAFE Blood Dispenser is intended to provide a safe means for puncturing a closed
collection tube and obtaining a drop of blood without the need for removing the stopper.
The device produces a uniform drop of blood suitable for making a smear. It is comprised
of a base of plastic and a blunt ended stainless steel cannula. The device is not sterile. It is
compatible with both BD Vacutainer and BD Hemogard brand tubes. This is a single use
device and is not to be used with multiple specimens or to be cleaned and reused. The
DIFF-SAFE may be discarded while still inserted in the tube or removed and discarded

separately.
Picture 3. DIFF-SAFE Blood Dispenser
Components:
Component Material, grade Type of contact with
organism
Plastic Base Acetyl copolymer Contact: None
Duration: None
Blunt Ended Cannula Stainless steel Contact: None

Duration: None

4. BD Microtainer Tube Extender fits into the bottom of the reservoir and increases
the tube length to about 75 millimeters (mm). With this extender, the tube fits in a
standard 13 x 75 mm test tube rack. The extender also provides a larger area for
specimen labeling.

Picture 4 BD Microtainer Tube Extender
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Components:

Component Material, grade Type of contact with
organism
Tube Extender Polypropylene Contact: None

Duration: None

5. BD Vacutainer Stretch Tourniquet is used during venous blood collection procedures to
increase intravascular pressure, which aids in the palpitation and selection of a vein, and
the enhancement of blood fill for tubes, syringes and other blood collection devices. The
product is a single use, non-sterile, latex-free, tourniquet with vanilla scent. The tourniquet
is blue with white printing and is packaged in roll form in a dispenser box, with
perforations to allow tearing of each tourniquet. Material - Synthetic Polyisoprene.

Picture 5 BD Vacutainer Stretch Tourniquet

Components:
Component Material, grade Type of contact with
: organism
Tourniquet Synthetic polyisoprene Contact: Skin

Duration: Limited exposure

6. CBC-Tourniquet is used during venous blood collection procedures to increase
intravascular pressure, which aids in the palpitation and selection of a vein, and the
enhancement of blood fill for tubes, syringes and other blood collection devices.
The product is a multiple use, non-sterile, latex-free tourniquet designed with a
clasp and fastener for safe and secure usage. It is available in multiple colors; Green,
Blue, Yellow and Purple.
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Picture 6 CBC-Tourniquet

Components:
Component Material, grade Type of contact with
Casing Polycarbonate (PC) Contact: Skin
Duration: Limited exposure
All other casing parts Polyoxymethylene (POM) Contact: Skin
Duration: Limited exposure
Ribbon Polyester and Lycra, phthalate Contact: Skin
free Duration: Limited exposure

7. BD Vacutainer Multiple Sample Adapters: Luer Adapter or Luer-Lok access device
with pre-attached holder.

BD Vacutainer Luer-Lok Access Device Holder with Pre-Attached Multiple Sample
Adapter is single use, sterile device designed to provide safe and secure connection to a

catheter port, to enable blood or urine sampling using an evacuated collection tube. These
products are intended for use by healthcare professionals.

m

L
Picture 7 BD Vacutainer Luer-Lok Access Device Holder with Pre-Attached Multiple Sample Adapter
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1 Hub
2. Sleeve
3. Holder
Components:
Component Materlal, grade Type of contact with
organism
NP Cannula Stainless Steel (304 Grade) Contact: None
Duration: None
Hub Polycarbonate (PC) Contact: None
Duration: None
Sleeve Synthetic Isoprene Contact: None
Duration: None
Holder Polypropylene (PP) Contact: None

Duration: None

BD Vacutainer Multiple Sample Luer Adaptor is single use, sterile device designed to
provide safe and secure connection to a catheter port, to enable blood or urine sampling
using an evacuated collection tube. The Luer Adapter consists of a male luer-slip fitting,
which fits into the female connector of other medical devices. It has a nonpatient (NP)
cannula which is threaded into BD Vacutainer Needle Holders and functions to puncture
the stopper of an evacuated tube during blood collection. The NP cannula of the multi-
sample luer adapter is also lubricated and has a sleeve that recovers over the cannula to
stop blood flow during collection of multiple tubes.
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Picture 8 BD Vacutainer Multiple Sample Luer Adaptor twisted in BD Vacutainer One-use
Holder

Picture 9 BD Vacutainer Multiple Sample Luer Adaptor

1. NP Cannula
2. Hub
3. Sleeve
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Components:

Component Material, grade Type of contact with
organism
NP Cannula Stainless Steel (304 Grade) Contact: None
Duration: None
Hub Polystyrene (PS) Contact: None
Duration: None
Sleeve Synthetic Isoprene Contact: None
Duration: None
IV Shield Polypropylene Contact: None
Duration: None
NP Shield Polyethylene Contact: None
Duration: None
NP Cannula Lubricant Medical grade silicone Contact: None
Duration: None
Adhesive Epoxy Contact: None

Duration: None

8. BD Microtainer tubes are used to collect, transport and store skin puncture blood
specimens for hematology tests, or for tests utilizing serum or heparinized plasma.

BD Microtainer Tubes are plastic tubes with FloTop collectors and color-coded closure
plugs. The tubes contain additives in varying concentrations dependent upon the fill
volumes and the required additive to blood ratio for the tube. Additive choice depends on

the analytic test method, and is specified by the manufacturer of the test reagents and/or
instrument on which the test is performed.

Picture 10 BD Microtainer Sodium Fluoride and Sodium EDTA Tube with Microgard Closure

Picture 11 BD Microtainer PST (Amber) with Microgard Closure
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Picture 12 BD Microtainer PST with Microgard Closure

Picture 13 BD Microtainer SST (Amber) with Microgard Closure

Picture 14 BD Microtainer EDTA Tube with Microgard Closure

Picture 15 BD Microtainer SST with Microgard Closure

Picture 16 BD Microtainer Lithium Heparin Tube with Microgard Closure
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Picture 17 BD Microtainer No Additive Tube with Microgard Closure

Possible varieties:

Tube Tube  Maximum Fill Additive  Closure
material  size fill lines ) material  color
I_LI LLI )) —— (mm)  volume (pL)
L
BD Microtainer Polypro 10x 600 400 & Powder: High Grey
Sodium Fluoride and  pylene 45 600 1.665mg  Density
Disodium EDTA (PP) Polyethy
Tube with Microgard 2.835mg  lene
Closure Resin
(HDPE)
BD Microtainer PST ~ Polypro 10x 600 400 & Barrier High Mint
(Amber) with pylene 45 600 material:  Density  Green
Microgard Closure (PP) 170mg - Polyethy
Amber lene
2?0r'ng Resin
thhlu.m (HDPE)
heparin
solution:
2mg -
8mg
BD Microtainer PST ~ Polypro 10x 600 400 & Barrier High Mint
with Microgard pylene 45 600 material:  Density Green
Closure (PP) 170mg - Polyethy
Amber 270mg lene
. Resin
thhlt{m (HDPE)
heparin
solution:
2mg -
8mg
BD Microtainer SST ~ Polypro 10x 600 400 & Barrier High Gold
(Amber) with pylene 45 600 material:  Density
Microgard Closure (PP) 170mg -  Polyethy
Amber 270mg lene
Resin
(HDPE)
BD Microtainer Polypro 10x 500 250 & K2EDTA High Lavend
EDTA Tube with pylene 45 500 Solution:  Density  er
Microgard Closure (PP) 3.75mg -  Polyethy
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6.25mg lene
Resin
(HDPE)
BD Microtainer SST  Polypro 10x 600 400 & Barrier High Gold
with Microgard pylene 45 600 material:  Density
Closure (PP) 170mg -  Polyethy
Amber 270mg lene
Resin
(HDPE)
BD Microtainer Polypro 7.5 x 400 200 & Lithium High Green
Lithium Heparin pylene 445 400 heparin Density
Tube with Microgard (PP) solution:  Polyethy
Closure 2mg - lene
8mg Resin
(HDPE)
BD Microtainer No Polypro 7.5x 500 250 & None High Red
Additive Tube with pylene 445 500 Density
Microgard Closure (PP) Polyethy
lene
Resin
(HDPE)

9. BD Vacutainer tubes are used for the collection, transport and processing of venous blood
to obtain serum, plasma or whole blood for testing in the clinical laboratory.

BD Vacutainer Tubes are evacuated tubes with color-coded conventional stoppers or BD
Hemogard Closures. BD Vacutainer Plus Tubes are plastic tubes. Most tube types contain
additives in varying concentrations dependent upon the amount of vacuum and the required
additive to blood ratio for the tube. See each shelf package or case label for specific
additive quantity and approximate draw volume. Additive choice depends on the analytic
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. Tube stoppers are lubricated with
silicone or glycerin to facilitate stopper insertion.
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Picture 18 BD Vacutainer tubes

BD Vacutainer Tube Closure Color Code Cross Reference*

ADDITIVE GROUP/ADDITIVE

Gel Separation Tubes

BD Vacutainer® SST™ IlAdvance Tubes with
Gel and Clot Activator
BD Vacutainer® PST™ Il Tubes with Gel and
Lithium Heparin"1
Non-Additive Tubes
No Additive2
Serum Tubes with Additives

Thrombin3
Plus Serum/CAT with Clot Activator

Whole Blood/Plasma Tubes

K2EDTA or K3EDTA

K2EDTA

Citrate/CTAD (Coagulation)

Citrate (ESR)

Sodium Fluoride/Sodium EDTA
Sodium Fluoride/Potassium Oxalate
Heparin"l

Acid Citrate Dextrose (ACD)
Sodium Polyanethol Sulfonate (SPS)

Trace Element Tubes

Silicone Coated, Heparin"l
K2EDTA or with clot activator

"Closure color may vary for specific reorder numbers.

CONVENTIONAL
CLOSURE

N/A

N/A

Cherry Red/Light Gray

N/A
Red

Lavender
Pink

Light Blue
Black
Gray
Gray
Green
Yellow
Yellow

N/A

BD HEMOGARD™
CLOSURE

Gold

Light Green

Clear

Orange
Red

Lavender

Pink

Light Blue or Clear
Black

Gray

Gray

Green

N/A

N/A

Royal Blue

"HeparinN source is porcine. Devices labeled with a superscript letter ‘N’ indicate that the device contains
heparin which has been certified to meet the requirements of USP Heparin Monograph October 1, 2009.

2May only be used as a discard tube or as a secondary specimen collection tube.

AThrombin source is bovine.
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BD Vacutainer Plus Serum Tubes

BD Vacutainer Serum Plus Tubes / Plus CAT Tubes are coated with silicone and
micronized silica particles to accelerate clotting. Particles in the white film on the interior
surface activate clotting when tubes are mixed by inversions. A silicone coating on the
walls of most serum tubes reduces adherence of red cells to tube walls.

BD Vacutainer Glass and Plus Tubesfor Trace Element Tests

Tubes for lead testing and other trace elements are labeled specifically for these purposes
on the shelf package and case label. Use only appropriately labeled tubes for these tests.
The tubes for lead and trace element testing have been tested by extraction of the stoppered
tube for 4 hours. Inductively Coupled Plasma-Mass Spectrometry (ICP-MS) testing
yielded results below these concentration limits:

BD Vacutainer* Trace Element Tubes Contamination Upper Limits

Analyte Glass pg/L Plus*uq/L Analyte Glass ugH Plus uq/I
Antimony 0.8 Lead 2.5 0.3
Arsenic 1.0 0.2 Magnesium 60 40
Cadmium 06 0.1 Manganese 15 15
Calcium 400 150 Mercury* * - 3.0
Chromium 0.9 0.5 Selenium - 0.6
Copper 8.0 5.0 Zinc 40 40
Iron 60 25

*BD Vacutainer Glass and Plus Trace Element Tubes should not be used for antimony testing.
Water extraction analyzed by **Cold Vapor, all others ICP-MS

BD Vacutainer SSTI11 Plus Advance Tubes -

The interior of the tube wall is coated with micronized silica particles to accelerate
clotting. A barrier polymer is present at the tube bottom. The density of this material
causes it to move upward during centrifugation to the serum-clot interface, where it forms
a barrier separating serum from fibrin and cells. Serum may be aspirated directly from the
collection tube, eliminating the need for transfer to another container. A silicone coating on
the inner tube wall reduces adherence of red cells to tube walls.

BD Vacutainer PST Il Plus Tubes

The interior of the tube wall is coated with lithium heparin to inhibit clotting. Heparin
activates antithrombins, thus blocking the coagulation cascade and producing a whole
blood/plasma sample instead of clotted blood and serum. A barrier polymer is present at
the tube bottom. The density of this material causes it to move upward during
centrifugation to the plasma-cell interface, where it forms a barrier separating plasma from
cells. Plasma may be aspirated directly from the collection tube, eliminating the need for
transfer to another container.

BD Vacutainer Glass and Plus Tubesfor Blood Banking

BD Vacutainer Plus Serum Tubes, BD Vacutainer Plus K2EDTA Tubes, BD Vacutainer
Glass Serum Tubes, and BD Vacutainer Glass K3EDTA Tubes, may be used for routine
immunohematology testing such as ABO grouping, Rh typing, antibody screening, red cell
phenotyping and DAT testing, and blood donor screening for infectious disease such as
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Syphilis Ab, anti-HIV, anti-HTLV, anti-HCV, anti-HBc and HBsAg. The performance
characteristics of these tubes have not been established for immunohematology testing and
infectious disease testing in general; therefore, users must validate the use of these tubes
for their specific assay-instrument/reagent system combinations and specimen storage
conditions.

BD Vacutainer SST Plus Tubes, BD Vacutainer SST Glass Tubes and BD Vacutainer SST
Il Plus Advance Tubes may be used for routine blood donor screening and diagnostic
testing of serum for infectious disease such as TORCH, Syphilis Ab, anti-HIV, anti-HCV,
anti-HTLV, anti-HBc and HBsAg. The performance characteristics of these tubes have not
been established for infectious disease testing in general; therefore, users must validate the
use of these tubes for their specific assay-instrument/reagent system combinations and
specimen storage conditions.

BD Vacutainer Glass CTAD Tubes

The BD Vacutainer Glass CTAD tube is used for the collection and transport of specimens
for hemostasis testing. The CTAD solution is a mixture of sodium citrate, theophylline,
adenosine and dipyridamole. The purpose of the additive is to anticoagulate the specimen
and to minimize in vitro platelet activation.

BD Vacutainer Glass and Plus Citrate Tubes

BD Vacutainer Citrate Tubes are made of glass or plastic. The plastic (Plus) tube is
comprised of two plastic tubes assembled together to maintain the draw volume. Both
glass and plastic tubes contain a buffered sodium citrate additive.

BD Vacutainer Plus EDTA Tubes

The interior of the tube wall is coated with either dipotassium EDTA or tripotassium
EDTA to inhibit clotting. EDTA chelates calcium, thus blocking the coagulation cascade
and producing a whole blood/plasma sample instead of clotted blood and serum.

BD Vacutainer Plus Fluoride Tubes

The interior of the tube contains either sodium fluoride/disodium EDTA or sodium
fluoride/dipotassium oxalate. EDTA and oxalate are anticoagulants which produce a whole
blood/plasma sample instead of clotted blood and serum. Sodium fluoride inhibits
enzymatic activity in the glycolytic pathway.

BD Vacutainer Plus Heparin Tubes

The interior of the tube wall is coated with lithium heparin or sodium heparin to inhibit
clotting. Heparin activates antithrombins, thus blocking the coagulation cascade and
producing a whole blood/plasma sample instead of clotted blood and serum.

BD Vacutainer Glass Acid Citrate Dextrose (ACD) Tubes

BD Vacutainer ACD Tubes contain a liquid solution available in two formulations, ACD
Solution A and ACD Solution B. Both solutions are comprised of trisodium citrate, citric
acid and dextrose. The purpose of the additive solution is to anticoagulate the specimen
and to maintain cell viability. The formulations are as follows:
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ACD Solution A (1.5mL): Trisodium citrate 22.0 g/L, Citric Acid 8.0 g/L, Dextrose 24.5
g/L
ACD Solution B (1.OmL): Trisodium citrate 13.2 g/L, Citric Acid 4.8 g/L, Dextrose 14.7
g/L

10. BD Vacutainer tubes with BD Hemogard cap are used for the collection, transport and
processing of venous blood to obtain serum, plasma or whole blood for testing in the
clinical laboratory.

BD Vacutainer Tubes are evacuated tubes with color-coded conventional stoppers or BD
Hemogard Closures. BD Vacutainer Plus Tubes are plastic tubes. Most tube types contain
additives in varying concentrations dependent upon the amount of vacuum and the required
additive to blood ratio for the tube. See each shelf package or case label for specific
additive quantity and approximate draw volume. Additive choice depends on the analytic
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. Tube stoppers are lubricated with
silicone or glycerin to facilitate stopper insertion.

Picture 19 BD Vacutainer plus blood collection tubes with BD Hemogard cap for Serum
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Picture 20 BD Vacutainer plus blood collection tubes with BD Hemogard cap for Plasma

Picture 21 BD Vacutainer plus blood collection tubes with BD Hemogard cap with EDTA for Hematology
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Picture 23 BD Vacutainer Plus Fluoride Tubes and BD Vacutainer Glass and Plus Tubes for Trace Element
Tests
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BD Vacutainer Tube Closure Color Code Cross Reference*

™
ADDITIVE GROUP/ADDITIVE CONVENTIONAL BD HEMOGARD
CLOSURE CLOSURE
Gel SeDaration Tubes 1 — =~
Gold

BD Vacutainer® SST™ NLAdvance Tubes with N/A ©

Gei and C\ot Activator light Green

BD Vacutainer® PST™ \Tubes with Ge\ and NIA g
lithium Heparin**1

Mon-Additive Tubes
No Additive2 Cherry RedllightGray Gear

Serum Tubes with Additives
Thrombin5 N/A Orange
Plus Serum/CAT with Clot Activator Red Red

Whole Blood/Plasma Tubes n
K2EDTA or K3EDTA Lavender Lavender
K2EDTA Pink Pink
Citrate/CTAD (Coagulation) Light Blue Light Blue or Clear
Citrate (ESR) Black Black
Sodium Fluoride/Sodium EDTA Gray Gray
Sodium Fluoride/Potassium Oxalate Gray Gray
HeparinN1 Green Green
Add Citrate Dextrose (ACD) Yellow N/A
Sodium Polyanethol Sulfonate (SPS) Yellow N/A

Trace Element Tubes

Silicone Coated, Heparin” 1
K2EDTA or with clot activator N/A Royal Blue

'Closure color may vary for specific reorder numbers.

'HeparinN source is porcine. Devices labeled with a superscript letter ‘N’ indicate that the device contains
heparin which has been certified to meet the requirements of USP Heparin Monograph October 1, 2009.
May only be used as a discard tube or as a secondary specimen collection tube.

3rhrombin source is bovine.

BD Vacutainer Plus Serum Tubes

BD Vacutainer Serum Plus Tubes / Plus CAT Tubes are coated with silicone and
micronized silica particles to accelerate clotting. Particles in the white film on the interior
surface activate clotting when tubes are mixed by inversions. A silicone coating on the
walls of most serum tubes reduces adherence of red cells to tube walls.

BD Vacutainer Glass and Plus Tubesfor Trace Element Tests

Tubes for lead testing and other trace elements are labeled specifically for these purposes
on the shelf package and case label. Use only appropriately labeled tubes for these tests.
The tubes for lead and trace element testing have been tested by extraction of the stoppered
tube for 4 hours. Inductively Coupled Plasma-Mass Spectrometry (ICP-MS) testing
yielded results below these concentration limits:
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BD Vacutainer Tube Closure Color Code Cross Reference*

ADDITIVE GROUP/ADDITIVE

CONVENTIONAL

BD HEMOGARD™

CLOSURE CLOSURE

Gel Separation Tubes

BD Vacutainer® SST™ IlAdvance Tubes with N/A Gold

Gel and Clot Activator

BD Vacutainer® PST™ Il Tubes with Gel and N/A Light Green

Lithium Heparin"1

Non-Additive Tubes

No Additive2 Cherry Red/Light Gray Clear
Serum Tubes with Additives

Thrombin2 N/A Orange

Plus Serum/CAT with Clot Activator Red Red
Whole Blood/Plasma Tubes

K,EDTA or KJEDTA Lavender Lavender

K2EDTA Pink Pink

Citrate/CTAD (Coagulation) Light Blue Light Blue or Clear

Citrate (ESR) Black Black

Sodium Fluoride/Sodium EDTA Gray Gray

Sodium Fluoride/Potassium Oxalate Gray Gray

Heparin"l Green Green

Acid Citrate Dextrose (ACD) Yellow N/A

Sodium Polyanethol Sulfonate (SPS) Yellow N/A

Trace Element Tubes

Silicone Coated, Heparin"1
K2EDTA or with clot activator N/A
"Closure color may vary for specific reorder numbers.
'HeparinN source is porcine. Devices labeled with a superscript letter ‘N’ indicate that the device contains
heparin which has been certified to meet the requirements of USP Heparin Monograph October 1, 2009.
May only be used as a discard tube or as a secondary specimen collection tube.
3Thrombin source is bovine.

Royal Blue

BD Vacutainer Plus Serum Tubes

BD Vacutainer Serum Plus Tubes / Plus CAT Tubes are coated with silicone and
micronized silica particles to accelerate clotting. Particles in the white film on the interior
surface activate clotting when tubes are mixed by inversions. A silicone coating on the
walls of most serum tubes reduces adherence of red cells to tube walls.

BD Vacutainer Glass and Plus Tubesfor Trace Element Tests

Tubes for lead testing and other trace elements are labeled specifically for these purposes
on the shelf package and case label. Use only appropriately labeled tubes for these tests.
The tubes for lead and trace element testing have been tested by extraction of the stoppered
tube for 4 hours. Inductively Coupled Plasma-Mass Spectrometry (ICP-MS) testing
yielded results below these concentration limits:
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BD Vacutainer* Trace Element Tubes Contamination Upper Limits

Analyte Glass ug/L Plus*UO/L Analyte Glass ug/L Plus uq/I
Antimony 0.8 Lead 25 0.3
Arsenic 1.0 0.2 Magnesium 60 40
Cadmium 0.6 0.1 Manganese 15 15
Calcium 400 150 Mercury** - 3.0
Chromium 0.9 0.5 Selenium - 0.6
Copper 8.0 5.0 Zinc 40 40
Iron 60 25

*BD Vacutainer Glass and Plus Trace Element Tubes should not be used for antimony testing.
Water extraction analyzed by **Cold Vapor, all others ICP-MS

BD Vacutainer SSTI11 Plus Advance Tubes

The interior of the tube wall is coated with micronized silica particles to accelerate
clotting. A barrier polymer is present at the tube bottom. The density of this material
causes it to move upward during centrifugation to the serum-clot interface, where it forms
a barrier separating serum from fibrin and cells. Serum may be aspirated directly from the
collection tube, eliminating the need for transfer to another container. A silicone coating on
the inner tube wall reduces adherence of red cells to tube walls.

BD Vacutainer PST Il Plus Tubes

The interior of the tube wall is coated with lithium heparin to inhibit clotting. Heparin
activates antithrombins, thus blocking the coagulation cascade and producing a whole
blood/plasma sample instead of clotted blood and serum. A barrier polymer is present at
the tube bottom. The density of this material causes it to move upward during
centrifugation to the plasma-cell interface, where it forms a barrier separating plasma from
cells. Plasma may be aspirated directly from the collection tube, eliminating the need for
transfer to another container.

BD Vacutainer Glass and Plus Tubesfor Blood Banking

BD Vacutainer Plus Serum Tubes, BD Vacutainer Plus K2EDTA Tubes, BD Vacutainer
Glass Serum Tubes, and BD Vacutainer Glass K3EDTA Tubes, may be used for routine
immunohematology testing such as ABO grouping, Rh typing, antibody screening, red cell
phenotyping and DAT testing, and blood donor screening for infectious disease such as
Syphilis Ab, anti-HIV, anti-HTLV, anti-HCV, anti-HBc and HBsAg. The performance
characteristics of these tubes have not been established for immunohematology testing and
infectious disease testing in general; therefore, users must validate the use of these tubes
for their specific assay-instrument/reagent system combinations and specimen storage
conditions.

BD Vacutainer SST Plus Tubes, BD Vacutainer SST Glass Tubes and BD Vacutainer SST
Il Plus Advance Tubes may be used for routine blood donor screening and diagnostic
testing of serum for infectious disease such as TORCH, Syphilis Ab, anti-HIV, anti-HCV,
anti-HTLV, anti-HBc and HBsAg. The performance characteristics of these tubes have not
been established for infectious disease testing in general; therefore, users must validate the
use of these tubes for their specific assay-instrument/reagent system combinations and
specimen storage conditions.
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BD Vacutainer Glass CTAD Tubes

The BD Vacutainer Glass CTAD tube is used for the collection and transport of specimens
for hemostasis testing. The CTAD solution is a mixture of sodium citrate, theophylline,
adenosine and dipyridamole. The purpose of the additive is to anticoagulate the specimen
and to minimize in vitro platelet activation.

BD Vacutainer Glass and Plus Citrate Tubes

BD Vacutainer Citrate Tubes are made of glass or plastic. The plastic (Plus) tube is
comprised of two plastic tubes assembled together to maintain the draw volume. Both
glass and plastic tubes contain a buffered sodium citrate additive.

BD Vacutainer Plus EDTA Tubes

The interior of the tube wall is coated with either dipotassium EDTA or tripotassium
EDTA to inhibit clotting. EDTA chelates calcium, thus blocking the coagulation cascade
and producing a whole blood/plasma sample instead of clotted blood and serum.

BD Vacutainer Plus Fluoride Tubes

The interior of the tube contains either sodium fluoride/disodium EDTA or sodium
fluoride/dipotassium oxalate. EDTA and oxalate are anticoagulants which produce a whole
blood/plasma sample instead of clotted blood and serum. Sodium fluoride inhibits
enzymatic activity in the glycolytic pathway.

BD Vacutainer Plus Heparin Tubes

The interior of the tube wall is coated with lithium heparin or sodium heparin to inhibit
clotting. Heparin activates antithrombins, thus blocking the coagulation cascade and
producing a whole blood/plasma sample instead of clotted blood and serum.

BD Vacutainer Glass Acid Citrate Dextrose (ACD) Tubes

BD Vacutainer ACD Tubes contain a liquid solution available in two formulations, ACD
Solution A and ACD Solution B. Both solutions are comprised of trisodium citrate, citric
acid and dextrose. The purpose of the additive solution is to anticoagulate the specimen
and to maintain cell viability. The formulations are as follows:

ACD Solution A (1.5mL): Trisodium citrate 22.0 g/L, Citric Acid 8.0 g/L, Dextrose 24.5
g/L

ACD Solution B (1.OmL): Trisodium citrate 13.2 g/L, Citric Acid 4.8 g/L, Dextrose 14.7
g/L

11. BD Vacutainer CD4 Stabilization Blood Collection Tubes are intended for the
collection, -transport, and storage of blood specimens for the preservation of white blood
cells for immunophenotyping by flow cytometry for the markers associated with HIV. BD
Vacutainer Tubes, Needles and Holders are used together as a system for the collection of
venous blood. BD Vacutainer Tubes are used to transport and process blood for testing
serum, plasma or whole blood in the clinical laboratory.
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Picture 24 BD Vacutainer CD4 Stabilization Blood Collection Tubes

The BD Vacutainer CD4 Stabilization Blood Collection Tube contains K3 EDTA and a
preservative, which preserves the antigenic sites of white blood cell integrity until
processing and analysis can be performed. Immupophenotyping by flow cytometry
provides a rapid and accurate assessment of the frequency and type of leukocytes in a
blood sample on the basis of cell surface antigens using fluorescent antibodies.
Quantitative and qualitative changes in leukocyte subsets are used to identify and monitor
immunodeficiency and hematologic diseases.

The BD Vacutainer CD4 Stabilization Blood Collection Tube is designed to preserve
peripheral blood samples’ quantitative and qualitative leukocyte subset characteristics.

Blood samples collected and stored in the BD Vacutainer CD4 Stabilization Blood
Collection Tube are stable for the determination of absolute cell counts for CD markers for
up to seven (7) days at 30° C and three (3) days at 37° C.

12. BD Seditainer blood collection tubes 4NC provide a means to measure the erythrocyte
sedimentation rate (ESR - mm/h) without the need to access or transfer the specimen. The

tubes contain a buffered sodium citrate solution,

The ESR tubes are available in the following configurations:

Tube size Draw Volume Closure type

8 x 100 mm 1.8 ml C
10.25 x 120 mm 5ml C
10.25 x 120 mm 5ml H
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The 1.8ml Seditainer tubes are designed to be used exclusively with the BD Sedi-20 and
BD Sedi-40 instruments as part of the BD Seditainer system to obtain ESR results in 30
minutes, with the option to correct to a reference temperature of 18°C. The BD Seditainer
system is a variation of the standard Westergren method for the determination of the ESR.
The BD Sedi-20 and BD Sedi-40 instruments have been designed to simplify Erythrocyte
Sedimentation Rate (ESR) analysis, avoiding sample handling and therefore reducing the
risk of exposure to blood.

The 5ml Seditainer tubes are designed to be used with the BD Seditainer Stand in order to
determine the ESR via the standard Westergren method. The filled tube has a 100 mm
column height and the ESR is read from a scale on the Seditainer Stand. The use of a 100
mm column results in a measured value that differs from the Westergren method. The
general relationship is non-linear. A mathematical approximation of this relationship was
determined using the results of evaluations across the full range of ESR values.

Picture 25 BD Seditainer Tube with Conventional Closure - 1.8 mi

Picture 26 BD Seditainer Tube with BD Hemogard Safety Closure - 5 ml

Possible varieties:

Name Tube T Draw  Fill line  Additive Closure Closur Closu
material  size volum indicato s -V material e re
(mm) e(mL) r (cap) materi  colou
al r
(A : = (stoppe
J)
BD Seditainer Glass 10.25 5 Yes 1.25mL  Polyme Bromo Black
Tube with BD x 120 (Inverte  of r (low butyl
Hemogard Safety d) 0.105M  density  Elasto
Closure Buffere  Polyeth mer
d ylene
Sodium  resin)
Citrate
Solution
(4NC)
BD Seditainer Glass 1025 5 Yes 1.25mL  Polyme Bromo Black
Tube with x 120 (Inverte  of r (low butyl
Conventional d) 0.105M  density  Elasto
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Closure

BD Seditainer Glass
Tube with

Conventional

Closure

8x
100

18

Yes
(Inverte
d)

Buffere
d
Sodium
Citrate
Solution
(4NC)
0.45mL
of
0.105M
Buffere
d
Sodium
Citrate
Solution
(4NC)

Polyeth
ylene
resin)

N/A

mer

Halobu Black
tyl

Elasto

mer

13. BD Seditainer Stand is an accessory to the 5ml Seditainer tubes and is used for the

conversion to the hourly Westergren ESR rate of blood samples.

Picture 27 BD Seditainer Stand and BD Seditainer tubes

14. BD Vacutainer Blood Transfer Device Holder with Pre-Attached Multiple Sample
Female Luer Adapter is a sterile, single use device designed to provide safe and
convenient needleless transfer of blood specimens drawn from a syringe into an evacuated

It is composed of a female luer adapter sub-

assembly bonded to a BD Vacutainer Holder.

BD Vacutainer Blood Collection Tube.
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Picture 28 BD Vacutainer Blood Transfer Device Holder with Pre-Attached Multiple Sample Female Luer

Adapter
Components:
Component Material, grade
TR organisrn°n*aCt
NP Cannula Stainless Steel (304 Grade) Contact: None
Duration: None
Hub Polycarbonate (PC) Contact: None
Duration: None
NP Sleeve Synthetic Isoprene Contact: None
Duration: None
Needle / Blade: Polypropylene (PP) Contact: None
Duration: None
Holder: Polypropylene (PP) Contact: None

Duration: None
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7. Instruction for use

1. BD Vacutainer PrecisionGlide Needles

* The blood collection needle is used in conjunction with the BD Vacutainer blood
collection tube and the BD Vacutainer needle holder.

* Venipuncture/blood collection is performed by twisting off the plastic shield that
protects the non-patient (NP) end of the needle, thus breaking the paper tamper
evident seal, and screwing the exposed hub into the BD Vacutainer needle holder.

» The plastic shield is then removed from the intravenous (IV) end of the needle
which, after proper pre-clinical preparation of the site, is inserted into the patient’s
vein.

A BD Vacutainer Blood Collection Tube is then placed inside the holder and, once
the vein has been penetrated, inserted fully in so that the NP end of the needle pierces
the rubber stopper of the tube and the vacuum in the tube is vented by the venous
blood.

* When blood collection is complete the needle is withdrawn from the arm and
discarded in accordance with local procedures.

2. BD Vacutainer One Use Holder

» The male thread of the blood collection needle, blood collection set or luer adapter
should be screwed into the female threaded section of the holder

» Center tube in the holder to prevent sidewall penetration and resultant premature
vacuum loss. Gently push the tube to the end of holder until the needle penetrates
through the stopper.

* When first tube has filled to its stated volume and blood flow ceases, remove it from
holder.

» Place succeeding tubes in holder, puncturing stopper to begin flow.

» As soon as blood stops flowing into the last tube, remove tube from holder and
complete blood collection procedure per the facility’s procedure.

» Dispose of holder and attached needle in an approved sharps container as per the
facilities local procedures.

3. DIFF-SAFE Blood Dispenser

» Press the blunt-ended stainless steel cannula into the Vacutainer tube stopper while
holding the tube in an upright position.

» After mixing the blood by gentle inversion of the tube (4-6 times), invert the tube
and press against a microscope slide using moderate pressure. The instant the drop
appears, release the pressure. Ifthe drop fails to appear, check for clots.

» Discard the DIFF-SAFE device in an approved sharps container as per the facilities
local procedures.

4, BD Microtainer Tube Extender
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* Place the Microtainer tube into the Microtainer Tube Extender in order increase the
exterior dimensions of the tube so that it more compatible with equipment (for
example centrifuges and test tube holders) designed for standard size tubes.

o Dispose of the Microtainer tube and Tube Extender as per the facilities local
procedures.

5. BD Vacutainer Stretch Tourniquet

» Extend the patient’s arm completely, then with a gloved hand, take your index finger
and palpate the arm to locate a vein.

» Apply the BD Vacutainer Stretch Tourniquet approximately 3 to 4 inches above the
site selected for the venipuncture by holding both ends in one hand, as the other hand
inserts a section next to the skin and creates a loop with the tourniquet.

» Ensure that the tourniquet is applied appropriately.

» Ask the patient to make a fist and then palpate the vein.

» Select the vein.

» After the vein is selected, clean the site with an antiseptic.

» Perform the venipuncture. Once venous access is confirmed, ask the patient to
unclench the fist.

* Release the tourniquet once the blood flow has been established by pulling upward
on the loose ends of the tourniquet with one hand.

* Once released, remove the tourniquet or it can remain insecurely around the arm of
the patient until the blood collection procedure is completed.

» Dispose of as per the facilities local procedures.- *

6. CBC-Tourniquet

» Extend the patient’s arm completely. With a gloved hand, take your index finger and
palpate the arm to locate a vein. Apply the Kimetec CBC-Tourniquet approximately
3to 4 inches (70-100 mm) above the site selected for the venipuncture.

» Secure the clasp to the fastener.

» Tighten the tourniquet to apply it appropriately.

» Ask the patient to make a fist and then palpate the vein.

» Select the vein.

o After the vein is selected, clean the site with an antiseptic.

» Perform the venipuncture. Once venous access is confirmed, ask the patient to
unclench the fist.

* Release the tourniquet once the blood flow has been established by unfastening the
clasp to the fastener.

* Once released, remove the tourniquet or keep it insecurely around the arm of the
patient until the blood collection procedure is completed.

» Follow your site’s policies and Standard Operating Procedures for phlebotomy.

« Always use your site’s procedure for cleaning and/or disinfecting the tourniquets, in
accordance with the policies and procedures of your facility. Information provided
by the manufacturer may also be included in the procedure.
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7. BD Vacutainer Multiple Sample Adapters:

Luer Adapter

e Twist the top and bottom shields of the Luer adapter in opposite directions to open.

» After the paper label splits, the ends may be pulled apart, leaving the luer adapter
shield in place and exposing the NP cannula.

* The exposed NP cannula end is threaded into a BD Vacutainer One Use Holder.
* Remove adapter shield by gently pulling it away from the holder.

* The syringe or female luer fitting is then firmly slipped over the Luer Adapter.,
twisting to ensure secure fit.

Luer-Lok access device with pre-attached holder

* Remove the Luer-Lok™ Access Device from the peel-apart blister package.

* The male luer hub of the device is threaded to the female luer of the catheter port by
a clockwise rotation.

» The evacuated BD Vacutainer Blood or Urine Collection Tube is centered inside the
holder of the device and pushed forward so that the tube stopper is pierced by the
cannula allowing the sample to be collected in the tube.

» Additional tubes can be replaced as appropriate.

o After removing the last tube, discard entire assembly (Luer-Lok™ Access Device
and syringe) in an approved sharps collector as per the facilities local procedures.

8. BD Microtainer tubes .-

* Remove closure from tube and place on a convenient surface. The closure may be
nested on the base of the tube.

* Puncture skin with the appropriate lancet, following instructions supplied by the
manufacturer. Dispose of lancet in an approved sharps container. Wipe away first
drop of blood with gauze.

* Hold BD Microtainer Tube at 30°- 45° angle from surface of puncture site. Touch
collector end of reservoir to drop of blood. Avoid scraping skin surface to collect
blood specimen. After collecting 2 or 3 drops, blood will freely flow down reservoir
wall to bottom of tube.

CAUTION: “Milking” of skin puncture site may cause hemolysis and adversely
affect test result accuracy.

e Fill tubes between fill marks noted on the tubes. Over or underfilling of tube may
result in clotting and/or erroneous test results.

* Replace closure by twisting and pushing cap downward.

* Mix tubes as follows.

a. Invert plasma tubes 8-10 times.

b. Invert SST tubes 5 times.

c. EDTA specimens should be mixed thoroughly just before analysis. A minimum
of 20 manual inversions is recommended.
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9.

10.

Fill other BD Microtainer Tubes as required. The recommended order of draw for
capillary blood collection (microcollection) differs from the one used for venous
blood collection.

NOTE: If capillary blood gas testing is to be done, the capillary tubes used to collect
specimens must be filled before other specimens are collected. Otherwise, the EDTA
specimens for hematology testing should be filled first.

Dispose of used lancet and any contaminated materials into appropriate containers as
per the facilities local procedures.

BD Vacutainer tubes

In order to collect the specimen, a blood collection needle and holder are required.
Venipuncture/blood collection is performed by twisting off the plastic shield that
protects the non-patient (NP) end of the needle and screwing the exposed hub into
the BD Vacutainer One Use Holder.

The plastic shield is then removed from the intravenous (IV) end of the needle
which, after proper pre-clinical preparation of the site, is inserted into the patient’s
vein.

The BD Vacutainer tube is then placed inside the holder until the NP end of the
needle pierces the rubber septum of the tube stopper and the vacuum is vented by the
venous blood.

Once the vacuum is fully vented and blood has ceased to flow the blood collection
tube is withdrawn from the needle and, where appropriate, mixed by gently inverting
through 180° and back again the correct number of times to mix the blood with the
additive.

Where a multi-sample needle has been used; additional evacuated blood collection
tubes can be inserted to collect successive specimens before the needle is withdrawn
from the patient’s arm.

The tubes can then be centrifuged if required.

BD Vacutainer tubes with BD Hemogard cap
In order to collect the specimen, a blood collection needle and holder are required.
Venipuncture/blood collection is performed by twisting off the plastic shield that
protects the non-patient (NP) end of the needle and screwing the exposed hub into
the BD Vacutainer One Use Holder.
The plastic shield is then removed from the intravenous (IV) end of the needle
which, after proper pre-clinical preparation of the site, is inserted into the patient’s
vein.
The BD Vacutainer tube is then placed inside the holder until the NP end of the
needle pierces the rubber septum of the tube stopper and the vacuum is vented by the
venous blood.
Once the vacuum is fully vented and blood has ceased to flow the blood collection
tube is withdrawn from the needle and, where appropriate, mixed by gently inverting
through 180° and back again the correct number of times to mix the blood with the
additive.
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Where a multi-sample needle has been used; additional evacuated blood collection
tubes can be inserted to collect successive specimens before the needle is withdrawn
from the patient’s arm.

The tubes can be centrifuged if required.

11. BD Vacutainer CD4 Stabilization Blood Collection Tubes

In order to collect the specimen, a blood collection needle and holder are required.
Venipuncture/blood collection is performed by twisting off the plastic shield that
protects the non-patient (NP) end of the needle and screwing the exposed hub into
the BD Vacutainer One Use Holder.

The plastic shield is then removed from the intravenous (IV) end of the needle
which, after proper pre-clinical preparation of the site, is inserted into the patient’s
vein.

The BD Vacutainer tube is then placed inside the holder until the NP end of the
needle pierces the rubber septum of the tube stopper and the vacuum is vented by the
venous blood.

Once the vacuum is fully vented and blood has ceased to flow the blood collection
tube is withdrawn from the needle and mixed by gently inverting through 180° and
back again 8-10 times to mix the blood with the additive.

Where a multi-sample needle has been used; additional evacuated blood collection
tubes can be inserted to collect successive specimens before the needle is withdrawn
from the patient’s arm.

12. BD Seditainer blood collection tubes 4ANC

In order to collect the specimen, a blood collection needle and holder are required.
Venipuncture/blood collection is performed by twisting off the plastic shield that
protects the non-patient (NP) end of the needle and screwing the exposed hub into
the BD Vacutainer One Use Holder.

The plastic shield is then removed from the intravenous (IV) end of the needle
which, after proper pre-clinical preparation of the site, is inserted into the patient’s
vein.

The BD Vacutainer tube is then placed inside the holder until the NP end of the
needle pierces the rubber septum of the tube stopper and the vacuum is vented by the
venous blood.

Once the vacuum is fully vented and blood has ceased to flow the blood collection
tube is withdrawn from the needle and mixed by gently inverting through 180° and
back again 8-10 times to mix the blood with the additive.

Where a multi-sample needle has been used; additional evacuated blood collection
tubes can be inserted to collect successive specimens before the needle is withdrawn
from the patient’s arm.

13. BD Seditainer Stand

Collect venous blood into the BD Seditainer Tube.
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o Just before performing the test, invert the tube 8-10 times to mix thoroughly. Use of
a rotating mixer is recommended.

* Place the BD Seditainer Tube in the BD Seditainer Manual ESR Stand. Align the 0
mark at the top of scale with the bottom of the meniscus of the blood at the blood-air
interface.

» Place the rack on the table or the counter where it will not be moved or disturbed for
the duration of the test. The stand must be level.

o Set the timer for 60 minutes.

» When the timer indicates, read the level of interface between the settled erythrocytes
and the supernatant plasma from the scale on BD Seditainer Manual ESR Stand.

» Discard the BD Seditainer Tubes without opening the appropriate container.

14. BD Vacutainer Blood Transfer Device Holder with Pre-Attached Multiple Sample
Female Luer Adapter

* Remove the Blood Transfer Device from the peel-apart blister package.

* Insert the syringe tip into the female luer hub of the device and rotate syringe
clockwise to secure syringe to hub.

* The evacuated BD Vacutainer Blood Collection Tube is centered inside the holder of
the device and pushed forward so that the tube stopper is pierced by the cannula
allowing the sample to be collected in the tube.

» Additional tubes can be replaced as appropriate.

« After removing the last tube, discard entire assembly (Blood Transfer Device and
syringe) in an approved sharps collector as per the facilities local procedures.

8. Safety measures when handling a device

When handling the biological samples and sharp objects used during blood collection
(needles, Luer-adapters), follow the rules and procedures established in the institution. In
case of contact with the biological samples (for example, in case of a needlestick injury)
seek medical attention.

Dispose all devices used in the process of blood collection in the dedicated containers for
the biohazardous materials.

These devices are intended to be used by trained phlebotomists or other suitably trained
healthcare professionals.

9. Packing

1 BD Vacutainer PrecisionGlide Needles are packaged in cardboard shelf packs
each containing 100 needles. 10 shelf packs are subsequently packed into
cardboard shipping boxes, for a total of 1000 units.

2. BD Vacutainer One Use Holder is supplied in bags of 250 units. These are then packed
4 bags in each shipping box, for 1000 units in total.
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3. DIFF-SAFE Blood Dispenser is supplied in packs of 100 units. 10 bags are packed into
shelf cartons for 1000 units, 10 shelf cartons are then placed into each shipping box, for
10,000 units in total.

4. BD Microtainer Tube Extenders are supplied in bags of 50 units. 4 bags in each
shipping box, for 200 units in total.

5. BD Vacutainer Stretch Tourniquet is supplied in shelf cartons containing 25 units.
These are subsequently packed in shipping boxes containing 20 shelf cartons, for 500
units in total.

6. CBC-Tourniquets are supplied in individually sealed bags. 6 bags are packed into each
shelf carton. 10 shelf cartons are then placed into each shipping box, for 60 units in
total.

7. BD Vacutainer Multiple Sample Adapters: Luer Adapter or Luer-Lok access device
with pre-attached holder. BD Vacutainer Luer-Lok Access Device Holders with Pre-
Attached Multiple Sample Adapters are supplied in individual sealed blister packs. Two
hundred blister packs are placed into the case carton, and two case cartons will be
bundled together with shrink film. BD Vacutainer Multiple Sample Luer Adapters are
packed into shelf cartons containing 100 unit. 10 shelf cartons are then placed into each
shipping box, for 1000 units in total.

8. BD Microtainer tubes are supplied in individual bags each containing 50 tubes. 4 bags
are then placed into each shipping carton, for 200 tubes in total.

9. BD Vacutainer tubes are packaged in polystyrene trays each containing 100 tubes. 10
polystyrene trays are then placed into each shipping box, for 1000 units in total.

10. BD Vacutainer tubes with BD Hemogard caps are packaged in polystyrene trays
each containing 100 tubes. 10 polystyrene trays are then placed into each shipping box,
for 1000 units in total.

11. BD Vacutainer CD4 Stabilization Blood Collection Tubes are packaged in
polystyrene trays each containing 100 tubes. 10 polystyrene trays are then placed into
each shipping box, for 1000 units in total.

12. BD Seditainer blood collection tubes 4NC are packaged in polystyrene trays each
containing 100 tubes. 10 polystyrene trays are then placed into each shipping box, for
1000 units in total.

13. BD Seditainer Stands are packaged into individual shelf cartons.

14. BD Vacutainer Blood Transfer Device Holders with Pre-Attached Multiple
Sample Female Luer Adapters are supplied in individual sealed blister packs. Two
hundred blister packs are placed into the case carton, and two case cartons will be
bundled together with shrink film.

10. Labeling

The label content meets the requirements of EN 1041 “Information supplied by the
manufacturer of medical devices” where applicable. The symbols used correspond to the
symbols specified in EN 980 “Graphical symbols for use in the labeling of medical
devices” and ISO 15226-1 “Medical devices - Symbols to be used with medical device
labels, labeling and information to be supplied - Part 1. General requirements”.
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The following symbols are used in the labeling of the Single-Use Blood Collection
Devices according to the application method:

Symbol Description
i J Manufacturer
E Catalog number

Batch code

LL
CC CE mark

EC | REP I Authorised representative in the European community
Temperature limitation

STERILE R Sterilized using irradiation

Non-sterile

Use by / shelf life

Do not reuse
Keep away from sunlight

Caution

IVvD In vitro diagnostic medical device

Consult instructions for use

Keep dry

Do not use if package is damaged
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11. Transportation and storage

The devices are designed, manufactured and packed in such a way that their characteristics
and performances during their intended use will not be adversely affected during transport

and storage taking account of the instructions and information provided with the device
packaging.

Specific storage conditions can be found on the product packaging.
12. Shelf life

Shelf life (if applicable) is the last day of the month indicated on the packaging after the
corresponding symbol:

1 BD Vacutainer PrecisionGlide Needles - 5 years

BD Vacutainer One Use Holder - no specified shelf life

DIFF-SAFE Blood Dispenser - no specified shelf life

BD Microtainer Tube Extender - no specified shelf life

BD Vacutainer Stretch Tourniquet - no specified shelf life

CBC-Toumiquet - no specified shelf life

BD Vacutainer Multiple Sample Adapters: Luer Adapter or Luer-Lok access device

with pre-attached holder - 36 months

8. BD Microtainer tubes - 15-18 months

9. BD Vacutainer tubes - 6-24 months

10. BD Vacutainer tubes with BD Hemogard cap - 6-24 months

11. BD Vacutainer CD4 Stabilization Blood Collection Tubes - 18 months

12. BD Seditainer blood collection tubes 4NC - 12-18 months

13. BD Seditainer Stand - no specified shelf life

14. BD Vacutainer Blood Transfer Device Holder with Pre-Attached Multiple Sample
Female Luer Adapter - 36 months

N o ok wd

13. Sterilization

BD Vacutainer devices for blood collection in sets and individual packaging are sterile and
non-sterile medical devices.

Sterilization method - by gamma irradiation or ethylene oxide.
All devices are sterilized to the Sterility Assurance Level (SAL) of 10'6.

Sterilization process is validated in accordance with the following standards:

- EN ISO 11137-1: Sterilization of health care products - Radiation - Part L
Requirements for development, validation and routine control of a sterilization process
for medical devices
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- EN ISO 11137-2: Sterilization of health care products - Radiation - Part 2: Establishing
the sterilization dose

- EN ISO 11137-3: Sterilization of health care products - Radiation - Part 3: Guidance.

- EN 556-1: Sterilization of medical devices - Part 1

- EN ISO 11737-1: Sterilization of medical devices - Microbiological methods - Part 1.
Determination of a population of microorganisms on products

- EN ISO 11737-2: Sterilization of medical devices - Microbiological methods - Part 2
Tests of sterility performed in the definition, validation and maintenance of a
sterilization process

- EN 556-1: Sterilization of medical devices - Requirements for medical devices to be
designated "STERILE" - Part 1: Requirements for terminally sterilized medical devices

14. Technical service maintenance and repair
Technical service maintenance and repair is not applicable to BD Vacutainer devices for
blood collection in sets and individual packaging.

15. Environmental protection requirements in the process of device operation

The devices do not have an adverse impact on the environment during their life cycle.

16. Disposal considerations

The medical devices shall be disposed in accordance with legal and local norms, as well as
protocols of the medical institution.

17. Manufacturer’s warranties

The manufacturer is not liable for the damages or accidents caused as a result of the device
misuse due to the users’ fault or external unforeseen situations.

18. Authorized representative in the territory of the Russian Federation
Becton Dickinson Vostok Limited Liability Company;

Becton Dickinson Vostok LLC, block C, building 1, 12 Dvintsev Str., Moscow, 127018,
Russia, Tel./Fax (495) 7758582, (495) 7758583
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“APPROVE”

Becton Dickinson and Company,

1 Becton Drive, Franklin Lakes, NJ 07417-1885, USA
Staff International Regulatory Affairs Specialist
(position)

B. Lillian Yoo

(name)

(signature)
ny . 16
""day ” month (numerals)
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«YTBEPXOAKD» / "APPROVE"

BekToH, ANKNHCOH 3H4 KomnaHu

(Becton Dickinson and Company),

1 BekToH [paiiB, ®paHkvH Jleiike, Hbto Oykepcn 07417-1885, CLUA

(1 Becton Drive, Franklin Lakes, NJ 07417-1885, USA)

Crneuunanuct MeXyHapo4Horo otaena HOpMaTtMBHO-MPaBOBOro PerynmpoBaHus

(BomkHoCTb/position)

b. lnnuan KO (B. Lilian Yoo)
(umg/name)

/MNoanuck/
(nognuce/signature)

04 mapta 2016

«fleHb» mecay, (undgpamm) / «day» month (numerals)
M.IM. / Stamp

[Mevatsb]

QKCIMNNYATAUNOHHAA OOKYMEHTALUWA

(MHCTPYKLMSA N0 NPUMEHEHNIO)
MEONLIMHCKOIO U3AE/TNA:

N3penna gna B3aTua Kposm BD Vacutainer B Habopax v
OT/Ae/IbHbIX YNaKOBKax

npounssozcTea Becton Dickinson and Company,
1 Becton Drive, Franklin Lakes, NJ 07417-1885, USA

2016
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1 BekToH [paiiB (1 Becton Drive)
O B D ®paHknH fleiike, Hoto-Ixepcn 07417
(Franklin Lakes, NJ 07417)

bd.com

2 wmoHa 2016 T.
[ns npefoctasneHns no Mecty TpeboBaHuUs

HacToAwum yfoCTOBEPS0, YTO NPUKPENIeHHas 3KcnayaTaunoHHas JOKYMeHTaLua Ha U3genus
Aana B3aTna kposu BD Vacutainer B Ha6opax v OTAENbHbIX YNAaKOBKax ABMSAETCH MOAJIMHHOW 1
BEPHOI Konuei.

C yBaxeHuem,

/Mognuce/ 2 noHa 2016 .

B. Nunnan Mo (B. Lillian Y00)

Cneymnannct mexayHapoaHOro otfesia HOpMaTUBHO-NPABOBOr0 perynnpoBaHus
«bekToH, AINKNHCOH 3H4 KoMnaHu»

(Becton, Dickinson and Company)

[TucHeHaa HaknagHas neyatb: XKAK/VH M. T'YEPPA (JACQUELINE M GUERRA)]

[WTamn:
XAKNVH M. TYEPPA
FOCYAAPCTBEHHbIN HOTAPUYC  WTATA  HbIO-

O)XEPCU
CpoK AeliicTBMA MOUX MNONHOMOUYMIA ncTekaet 17.12.2017 r.]

/Mopnwnck/
02.06.2016 r.
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1 HanmeHoBaHMe MeAULMHCKOIO M3genus
MN3pgenuna ona B3atua kKposu BD Vacutainer B Habopax 1 0TAeNIbHbIX YNaKoBKax

W3penns gna B3atusa kposu BD Vacutainer B Habopax u OTAeNbHbIX YNaKoBKax:

1 Wrnel BD Vacutainer PrecisionGlide (BD Vacutainer PrecisionGlide Needles)

2. OgHopa3soBblil gepxatens BD Vacutainer One Use Holder (BD Vacutainer One Use Holder)
3. OucneHcep DIFF-SAFE pans nonyyeHus kannum kposu u3 npobupkm (DIFF-SAFE Blood
Dispenser)

4. Y pnnHutens ang npoéupok BD Microtainer (BD Microtainer Tube Extender)

5. )KryT BD Vacutainer Stretch gnsa B3atua kposu (BD Vacutainer Stretch Tourniquet)

6. XXryt CBC-Tourniquet ans B3atusa kposu (CBC-Tourniquet)

7. Apantepbl BD Vacutainer gnsa B3aTusa HECKONbKNX 06pa3uoB: Jlyap agantep uanM yCTPOMCTBO
poctyna Luer-Lok ¢ npucoeguHeHHbIM gepxxaTtenem (BD Vacutainer Multiple Sample Adapters:
Luer Adapter or Luer-Lok access device with pre-attached holder)

8. Mpo6upku BD Microtainer (BD Microtainer tubes)

9. Mpo6upkn BD Vacutainer (BD Vacutainer tubes)

10. Mpobupkn BD Vacutainer ¢ kpbiwkoir BD Hemogard (BD Vacutainer tubes with BD
Hemogard cap)

11. Mpob6upkn BD Vacutainer gns B3ATMA KPOBM C Uenbio ctabunusaumu knetok CD4 (BD
Vacutainer CD4 Stabilization Blood Collection Tubes)

12. Mpobupkn pgna onpegenedHns CO3 BD Seditainer ¢ uutpatom Hatpusa (0,105 M) (BD
Seditainer blood collection tubes 4NC)

13. Wratme gns npobupok BD Seditainer (BD Seditainer Stand)

14. YcTpoicTBO Ana nepeHoca KpoBu BD Vacutainer: gepxatenb C NpucoeauHeHHOW Jlyep
KaHtonen (noptom) (BD Vacutainer Blood Transfer Device Holder with Pre-Attached Multiple
Sample Female Luer Adapter)

2. MecTo nponsBoacTBa MegULUHCKOIO U3Lenus

Mpounssogutens: Becton Dickinson and Company, 1 Becton Drive, Franklin Lakes, NJ 07417-
1885, USA

MecTo npon3BoOACTBa:

1 Becton Dickinson and Company, Belliver Industrial Estate, Belliver Way, Roborough,
Plymouth, PL6 7BP, United Kingdom

2. Kimetec GmbH, Gerlinger Strasse 36-38, 71254 Ditzingen, Germany

3. Alpha Scientific Corp., 820 Springdale Drive, Exton, PA 19341, USA

4, BD Caribe Ltd., Road 31 Km.24.3 Juncos, PR 00777-4010, Puerto Rico

5. Becton, Dickinson and Company (BD), 150 South First Avenue, Broken Bow, NE 68822,
USA

6. Becton Dickinson and Company (BD), 1575 Airport Road Sumter, SC 29153, USA

7. Becton Dickinson and Company (BD), 1Becton Drive, Franklin Lakes, NJ 07417-1885, USA
8. Hygenic Corporation, 1245 Home Avenue, Akron, OH 44310-2575, USA
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3. Knaccupmkauna meguumHCKoro nsgenms

EBponeickas gupekTmea no MeguunHCKumM nsgenunsam: 93/42/EEC.
Knacc noTeHUManbHOro pucka NPpUMEHeHNsa MeguMLUNHCKOro u3genus: 2a.

e Wrnel BD Vacutainer PrecisionGlide

EBponeiickas gnpekTuea no meguuuHcKum mnsgenvam: 93/42/EEC.
Knacc noTeHUManbHOro pucka NpUMeHeHNs MeauLMHCKOro n3genus: | cTepunbHblii.

 Apantepbl BD Vacutainer gns B3STUA HECKONbKUX 06pas3yoB: Jlyap agantep wau
yCTpoicTBo aocTyna Luer-Lok ¢ npucoeAnHEHHbIM aepXXaTenem

e YCTpoOWCTBO ANa nepeHoca kKpoeu BD Vacutainer: gepxatenb ¢ NpucoegnuHeHHoN Jlyep
KaHtnen (noptom)

EBponeiickas gupekTuea no MeguunHCKUM nsgennam: 93/42/EEC.
Knacc noTeHUManbHOro pucka MNPUMEHEHUA MEAMLMHCKOro u3genvsa: | HecTepubHbIN,
HEN3MEPUMBIIA.

» OpHopasoBblli gepxatenb BD Vacutainer One Use Holder
e Xryt BD Vacutainer Stretch gns B3stus Kposu
e JKryt CBC-Tourniquet 4na B3aTUA KPOBU

EBponeiickas gupekTuBa No MegULUNHCKUM U3[eNNsSM AN AMarHOCTMKK in vitro: 98/79/EC.
Knacc noTeHUWanbHOro pucka nNpuMeHeHUs MefuuuHckoro usgenunda: Het TMpunoxeHue I,
MeANLMHCKOE M3aenne ans ANarHoCTUKK in vitro.

* [JAucneHcep DIFF-SAFE ana nonyyeHuns Kanav Kposu 13 npobupku

o Yanuuutens ana npobupok BDMicrotainer

* [pobupkn BD Microtainer

* [pob6bupkn BD Vacutainer

* TMpob6bupkn BD Vacutainer ¢ kpbiwkoi BD Hemogard

* [lpobupku ana onpegenedmna CO3 BD Seditainer ¢ ymutpatom Hatpusa (0,105 M)
* LWTatue gna npobupok BD Seditainer

N3penusa 6e3 mapkuposku CE

* [MMpob6upkn BD Vacutainer gns B3ATUA KPOBM C LieNblo cTabunmsaumm knetok CD4

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

1



4, HasHayeHne MeAULLMHCKOro N3aenus

WN3genus gna B3atusa kposu BD Vacutainer B Habopax v OTAeNbHbIX yMNaKoBKax MnpegHasHaveHbl
Ana c6opa KpoBU U3 OpraHyM3ma YesioBeka v nocrefyoLleil AnarHoCTUKHY in vitro.

5. Cdepa npyMeHeHUA MegULUHCKOT0 N3fenus
N3penna pns B3atua kposu BD Vacutainer B Habopax W OTAefbHbIX YMNakKoBKax
NCMONb3YITCA B KAMHUKAX, KIMHUKO-AMArHOCTUYECKUX nabopaTopuax U LPYrux fevebHbIX

yupexaeHusax BpayamMu, MeAULUHCKMMMK CecTpamu Wan ApyruM 06YyYeHHbIM MeAULUHCKUM
MepCcoHanomM.

6. MpuHUMN feiAcTBUSA, ONMcaHNe MeANLIMHCKOTO M3aenms

W3pgenus pna B3atus kpoeum BD Vacutainer B Habopax W OTAeNbHbIX YNaKoOBKax
npefHasHayeHbl N5 B3ATUSA KPOBU Y NaLMEHTOB BCEX BO3PACTOB B LensAX in vitro 4UarHoCTUKM.

doto 1. Vrnbl BD Vacutainer PrecisionGlide

1. rnel BD Vacutainer PrecisionGlide - cTepu/ibHble 04HOpa3oBble MeAULMHCKME M34enns,
npefHasHayeHHble A15 B3ATUA BEHO3HOM KPOBWM M3 OpraHusMa 4enoBeka ANna nocnegytouen

OVarHoCcTuKK in vitro.

W3genve npefHasHauyeHO A1 WUCNOMb30BaHUA KBaNM(ULMPOBAHHLIM 3KCHY3NOHUCTOM WK
APYTUM 00yYEHHbIM MEAULUHCKUM MepCOHaN0oM.

Mrnbl BD Vacutainer PrecisionGlide ans B3STuWA HECKO/bKMX NMPO6 KpoBu
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1) KaHwons
2) Konnayok KaHwm
3) BTysnka

4) TexXHWUYECKNA KOHel, Urfbl
5) KOXyX TeXHUYeCKOro KoHLa urbl
6) Konnayok TeXHWYECKOro KoHua urnbl

KOMMOHEHTHI:

KOMMOHEHT
KaHtons

Konnayok KaHionu
BTynka

TeXHNYECKUIA KOHeL, bl

KOXXyX TeXHMU4YecKoro
KOHLa Urnbl

Konnayok TEXHUYECKOro
KOHLA WT bl
CmasKa KaHtonm

Cma3Ka TEXHNUYECKOoro
KOHLA WUT/bl

Afresus

Martepuan, mapka
Hep>kaBetowlaa crtanb
(copT 304)

MonunponusneH
Monuctupon
Hep>xasetowias crasb

(copt 304)

CUHTeTMYeCKNi
N30NPEHOBbIN Kay4yyK

MonuatunexH

MeanunHCKniA
CUNTIMKOH

MeanunHCKni
CUJTNKOH

anokcug
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TWN KOHTaKTa c opraHn3mMom

KaTeropus KoHTaKTa: HenpsMOin KOHTaKT
C KPOBblO

ONNTeNbHOCTb KOHTaKTa: OrpaHuyeHHoe
BO3/einCTBUE

KaTteropua KOHTaKTa: HeT KOHTaKTa
ONNTeNbHOCTb KOHTaKTa: HeMmpuMMEHUMO
KaTeropua KoHTaKTa: HeT KOHTaKTa
ONNTeNbHOCTb KOHTaKTa: HENPUMEHUMO
KaTteropmsa KoHTakTa: HenpsiMoin KOHTaKT
C KPOBbIO

ONNTenbHOCTb KOHTaKTa: OrpaHMyYeHHoe
BO3/EeNCTBUE

KaTteropmsa KoHTakTa: HeT KOHTaKTa
ONNTeNbHOCTb KOHTaKTa: HEMPUMEHUMO
KaTeropus KOHTaKTa: HeT KOHTaKTa
ONNTeNbHOCTb KOHTaKTa: HeMpPUMEHUMO
KaTteropmsa KoHTakTa: HenpsiMoin KOHTaKT
C KpPOBbtO

ONNTenbHOCTb KOHTaKTa: OrpaHMyeHHoe
BO34eiCcTBME

KaTeropua KoHTaKTa: HeT KOHTaKTa
ONNTenbHOCTb KOHTaKTa: HeNnpUMEHMMO
KaTeropus KoOHTaKTa: HeT KOHTaKTa
ONNTeNnbHOCTb KOHTaKTa: HempUMeHUMO



B03MOXHble pasHOBUAHOCTH

ANnsa B3ITUSE HECKO/IbKMX NMPO6 KPOBY

Pa3mep OnnHa UgeTt
22G (0,7 mm) 1,5” (38 mMm) YepHblii
22G (0,7 mm) 1”7 (25 mm) YepHblii
21G (0,8 mm) 1,5” (38 mm) 3eneHbli
21G (0,8 mm) 17 (25 mm) 3eneHbli
20G (0,9 mm) 1,5” (38 mm) Xentbinn
20G (0,9 mm) 1” (25 mm) XenTblii

2. OpgHopasoBblii gepxxatenbs BD Vacutainer One Use Holder - HecTepuibHOe 0fHOpPa3oBoe
NNacTMKOBOE MeAMLUHCKOE Wu3jenne, WUCNOMb3yeMOe TMpu BEHOMYHKUUW AN8  KpenjeHus
NpobuMpKK ANs B3ATUA KPOBU K Urne Ansa 3abopa KpoBu. OH COCTOMT M3 NAACTUKOBOMO LUANHAPA
C MPUANBOM C BHYTPEHHE pe3b00il Ha OHOM KOHLIE, B KOTOPbI/ BBMHUYMBAETCA BTY/NKA U3genus
ans B3ATMA KpoBu BD Vacutainer. BTOpoil KOHel cHabXeH (naHuamu, ob6nervawowumm
AepXXaHue M3hennsa nNpu Ucnonb3oBaHWK, 1 OTKPbLIT, 06ecrneymBas NPoxod NpobMpKK Ans B3ATUA
Kposun BD Vacutainer. OgHopa3osblil gepxatens BD Vacutainer One Use Holder o6neryaet
BBEAEHME UINbl B BeHY NayueHTa U COBMeLLeHNe BaKyyMHOW NPOOUMPKU NS B3ATUA KPOBU C
TEXHWYECKUM KOHL,OM MT/bl NPY B3STUU KPOBMU.

doT10 2. OfHopa3oBbI gepxatesib BD Vacutainer One Use Holder
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KOMMNOHEHTBI:

KoMmMoHeHT Martepuan, mapka Twn KOHTaKTa C OpraHn3mom
Jepxatenb Monunponunex Karteropusa KOHTaKTa: HET KOHTaKTa
ONnnTenbHOCTb KOHTAKTa: HENPUMEHNUMO

3. OucneHcep DIFF-SAFE pna nonyydyeHMa Kanau KpPOBU M3 NpobuUpKM obecneumBaet
6e30MacHbIii NPOKON 3aKYMOPEHHO NPOOUPKN ANs B3ATUS KPOBM M MOMYYEHUS Kaniu KpoBu 6e3
BbIHUMaHWA NPo6KW. M3aenne no3sonseT nosyyaTb OAMHAKOBbIE Kaniu KpOBW, MOAXOAALLME
Ana ma3koB. OH COCTOWUT M3 NIaCTUKOBOW OCHOBbI M TYNMOKOHEYHOW KaHIoNM U3 HepXKaBetoLLeid
ctann. WN3genue He dBnseTcs cTepunbHbIM. OHO COBMEeCTMUMO C npobupkamm Mapok BD
Vacutainer n BD Hemogard. 3710 ogHOpa3oBoe M3aenne, KOTOPOe He A0/KHO MCMONb30BaTbCH
NS NONMyYeHUS HEeCKONIbKUX 06pasyoB WM MCNOMb30BaTbCA MOBTOPHO Mocne o4yucTku. DIFF-
SAFE MOXHO yTwWivM3mpoBaTb BCTaB/IeHHbIM B MNPOOUPKY WAM U3BMEeYL W YTUIN3MPOBATb

OTAe/bHO.
doTo 3. AucneHcep DIFF-SAFE o118 nosiy4veHns Kanav KpoBy 13 NPooupKu
KOMMNOHEHTbI:
KOMMNOHeHT Martepuan, mapka TWn KOHTaKTa c opraHn3mMom
MnacTukoBas oCHoBa AueTnn-cononmmep KaTeropms KOHTaKTa: HeT KOHTaKTa
OnnTenbHOCTb KOHTaKTa: HEMPUMEHKMO
TynoKoHeYHasa KaHKA Hep>kaBetowlaa ctanb KaTeropus KOHTaKTa: HET KOHTaKTa

ONNTeNbHOCTb KOHTaKTa: HenpuMeHUMO
4. YanuHnTenb ansa npobupok BD Microtainer noMmewaeTcs B HMKHIOK 4YacTb pe3epByapa u
yBeNNYMBaEeT ANNHY NPOBUMPKU NPUMEPHO HAa 75 mMuAaumeTpoB (Mm). C 3TUM YANMHUTENEM

npobupka COOTBETCTBYET CTaHAApTy NPO6MPOYHOro wratuea 13 X 75 MM. Y AMHUTENb TakxXe
faeT 60o/blle MecTa A4/ MapKUpOBKK o6pasua.

doT0 4. YanunHuTenb An1a npobupok BD Microtainer
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KOMMOHEHTHI:

KomnoHeHT Martepuan, mapka Twnn KOHTaKTa ¢ OpraHnN3Mom

Y pnvHnTenb Npo6mpkm Monunponunex KaTeropus KOHTaKTa: HeT KOHTaKTa
[JNUTeNbHOCTb KOHTaKTa: HEeMpPUMEeHMMO

5. Xryt BD Vacutainer Stretch gna B3aTus KpoOBM WUCNOMb3yeTCH NpPU B3ATUU BEHO3HOW
KPOBW N5 NOBbIWEHUA BHYTPUBEHHOIO faB/ieHWs, KOTOPOE MOBbILWAET Nynbcauuto 1 obneryaer
BbI6OP BEHbI, & TAKXKe yNy4llaeT HanoJIHeHWe KPOBbO NPOBMPOK, LWNPULOB 1 APYTUX YCTPONCTB
ans 3abopa kpoBu. W3genue npefctaBnsieT co60 0QHOPA30BbIA HECTEPWUNIbHbLIA XIYT, He
coaepxXalluMii natekca, C BaHW/bHbIM 3amaxoMm, Troay6oro uBeta € 06enbiM  MNPUHTOM,
ynakoBaHHbIi B (opme py/noHa B KOpPOOKy-fo3aTop, NepOopuMpOBaHHbIN ANA 06/1eryeHuns
OTAeNeHna XryTos. Martepuan - CUHTETUYECKUI NONUN30MPEH.

doTo 5. XKryT BD Vacutainer Stretch Ansa B3ATUA Kposu

KOMMOHEHTHI:
KOMMNOHeHT Martepuan, mapka TWnN KOHTaKTa C opraHn3mMom
XKryT CUHTETUYECKNIA KaTeropus KoHTaKTa: ¢ KOXel
nosiMM3onpeH ONVTeNnbHOCTb KOHTaKTa: OrpaHnyeHHoe
BO34eiNcTBME

6. XKryt CBC-Tourniquet g5 B3TUS KPOBU UCMOMb3YeTCA NPU B3SATUWU BEHO3HOW KPOBU ANS
MOBbILIEHUS BHYTPUBEHHOIO [aB/IeHNs, KOTOpPOe MOBbIWaeT My/bcauuto U obneryaet BblIGOP
BeHbl, a TaKXe y/yuyllaeT Harno/HeEHWEe KPOBbO MPOOMPOK, LWNPULOB U APYIMX YCTPOMCTB AN1A
3abopa kposu. W3genve npefctaBnseT cob60M  MHOropasoBblii HECTEPUbHBLIA XIYT, He
cofepXalmii natekca, CHabXXeHHbI NPSHKKON N hukcaTopoM Ana 6e30NacHOCTM U HAJEXHOCTH
MCNOMb30BaHMA. B HaNMUMM HECKONbKO LBETOB: 3e/1eHbIi, roNy60W, XenTblii U NYypnypHbIN.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



doTo 6. XKryT CBC-Tourniquet ans B3aTUA KPOBU

KOMMNOHEHTbI:

KomnoHeHT Martepuan, mapka Twn KoOHTaKTa ¢ OpraHn3mom

Kopnyc Monukap6oHat KaTeropms KoOHTaKTa: C KOXel
LONNTeNbHOCTb KOHTaKTa: orpaHuyeHHoe
BO3felicTBUE

Bce ocTanbHble getanu MonnokcnmeTnneH KaTeropus KOHTaKTa: C KOXel

Kopnyca ONNTeNbHOCTb KOHTaKTa: OrpaHMyeHHoe
BO3/encTBune

NenTa Monunactep u namkpa, KaTeropus KOHTaKTa: ¢ Koxeii

bes dpranata ONnTenbHOCTb KOHTaKTa: OrpaHUYeHHoe

BO3/eincTBue

7. Apgantepbl BD Vacutainer gns B3aTUA HeCKO/NbKUX o06pasuos: Jlysp agjanTtep wunu
yCcTponcTBOo gocTtyna Luer-Lok ¢ nprucoegnHEHHbLIM aepXXaTenem

YcTpoiictBo pgoctyna Luer-Lok BD Vacutainer ¢ npucoeguUHEHHbIM [fep)XaTenem -
0fjHOpa3oBoe CTepu/bHOe u3fenue, obecrneyusaroliee 6e30MacHOE U HafeXHOe CoeAuHeHue C

MopTOM KaTeTepa Mpu 3a6ope KPOBM WAM MOYM B BaKyyMHYH NpobupKy. [aHHbli NpoayKT
npefHasHayeH 418 UCMOb30BaHUA PabOTHUKAMM 3paBOOXPaHEHUS.

doT0 7. ¥YcTpolicTBo goctyna Luer-Lok BD Vacutainer ¢ NprcoeguHeEHHbIM AepXKaTenem
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1 Brynka
2. Koxyx
3. [lepxarenb

KOMMNOHEHTLI:
KomMnoHeHT Martepuan, mapka Twun KoOHTaKTa C OpraHM3Mom
TexHU4YecKunin KoHew, urnel  Hepxasetoljas cTasib Kareropua KoHTaKra: HeT KOHTaKTa
(copt 304) ONuTenbHOCTb KOHTAKTa: HEMPUMEHUMO
BTynka MonunkapboHat KaTteropmsa KoHTakTa: HeT KOHTaKTa
ONnTenbHOCTb KOHTaKTa: HEMPUMEHUMO
Koxyx CUHTETUYECKNIA Karteropums KOHTaKTa: HeT KOHTaKTa
n3onpeH ONNTeNbHOCTb KOHTaKTa: HeNPUMEHUMO
[JepxaTenb Monunponunex KaTteropmsa KoHTakTa: HeT KOHTaKTa
ONnTenbHOCTb KOHTaKTa: HeNnpuMEHUMO
JTioap apanTep [ANA B3ATUA HeECKO/NbKUX o6pa3uos BD Vacutainer - ofHopa3oBoe

CTepunbHOe wu3genve, obecneuymBaroliee 6e30MacHOe W HafleXXHOe COeAWHEeHWe C MOPTOM
KaTeTepa npu B3ATUM KPOBWU UMM MOYU B BaKyyMHYH MPOOUPKY. JTHO3PHbIA afantep COCTOUT U3
IITbIPEBON CKOMb3SILLENA /HO3POBCKON COEAMHMTENbHOW 4acTW, KOTOpasi BCTaBMseTcs B
FHE340BOW pasbem APYrUX MeAMUUHCKUX YCTPOWCTB. OH CHabXXeH HEenpOHMKaloLield KaHNewn,
KOoTOpas 3anpasnsdeTcd B urnofepxarenn BD Vacutainer n cnyxuTt gns npoTbiKaHUS Npo6Ku
BaKyyMHOI Npobupky npu 3abope KpoBu. HempoHuKarowas KaHNs MOIPHOro agantepa Ans
HECKO/IbKMX 06pa3LoB Takxe CMasaHa W CHabXeHa KOXYXOM, MpUKpbIBaOWNUM ee [Ans
OCTaHOBKM MOTOKa KPOBMW NpW B3ATUN €€ B HECKONbKO NMPO6UPOK.
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doTo 8. JTto3p aganTep A8 B3ATUSA HECKOMbKMX 06pasuoB BD Vacutainer, BBMHYEHHbI B OAHOPa30BbIl
Lepxatenb BD Vacutainer One Use Holder

doT10 9. JTioap apanTep 415 B3ATUSA HECKO/bKMUX 06pasuoB BD Vacutainer

1 TexXHMYEeCKniA KOHELL UT bl
2. Btynka
3. Koxyx
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KOMMOHEHTHI:

KoMMoOHeHT
HenpoHuKawoLwasa KaH s

Brynka

KoXyXx HenpoHuKatoLein
KaHoNu

Konnavyok BHYTPUBEHHO
KaHtu

Konnayok
HEMPOHMKAIOLWEN KaHIOMN

Cwma3Ka HEMPOHUKatoLLLel
KaHu

Ajresus

Martepuan, mapka
Hepxxasetowasa cranb
(copt 304)
Monuctupon

CUHTeTMYeCKNi
M30MPEHOBBIN KayuyK

MonunponuneH

MonuatunexH

MeanunHCKNiA
CUNTNKOH

anokecug,

Tun KOHTaKTa ¢ OpraHn3mom

KaTeropvm KOHTaKTa: HET KOHTaKTa
LONnTenbHOCTb KOHTaKTa: HENPUMEHNMO

KaTeropvm KOHTaKTa: HeT KOHTaKTa
LONNTenbHOCTb KOHTaKTa: HeNnpuMeHnmMo

KaTeropvm KOHTaKTa: HeT KOHTaKTa
LONNTenbHOCTb KOHTaKTa: HeMmpuMMeHnUMo

KaTeropvm KOHTaKTa: HeT KOHTaKTa
LONnTenbHOCTb KOHTaKTa: HENPUMEHNMO
KaTeropvm KOHTaKTa: HeT KOHTaKTa
LONnTenbHOCTb KOHTaKTa: HENPUMEHNMO
KaTeropvm KOHTaKTa: HeT KOHTaKTa
LONnTenbHOCTb KOHTaKTa: HENPUMMEHNMO
KaTeropMﬂ KOHTaKTa: HeT KOHTaKTa
LONnTenbHOCTb KOHTaKTa: HENPUMEHNMO

8. Mpobupkn BD Microtainer ncnonib3yroTca Ans B3ATUA, TPAHCMOPTUPOBKU W XPaHEHWUA
06pa3LoB KPOBW, MOJIYYEHHbIX MyTeM MPOKONa KOXW, ANA remaTofiorMyeckux TECTOB WK
TECTOB C UCNO/Ib30BaHWEM CbIBOPOTKM UM TENapUHN3NPOBAHHOW Niasmbl.

Mpobupkn BD Microtainer -

3TO NacTUKOBble MNpPobupkM ¢ pesepByapamu FloTop u

repMeTUYHbIMU KpbIWKaMM C LBETOBO KOAMPOBKOW. MpPO6GUPKM COAepXXaT KOHCEPBaHTbl B
pas/IMYHON KOHLEHTpaLMM B 3aBUCMMOCTM OT O0OGBLEMOB B3ATOW KPOBM U HeO6GXOAMMOTO
COOTHOLLUEHNS KOHCEpPBaHTa K KPOBM A8 NPo6MpKu. Bbi6Op KOHCcepBaHTa 3aBUCUT OT MeToja
aHanM3a U YyKasblBaeTCS W3rOTOBUTENIEM PEareHToB ANS aHanu3a W/WAW WMHCTPYMeHTa, npu
MOMOLLM KOTOPOro NpPOBOAMTCA aHau3.

®oto 10. Mpobupka BD Microtainer co hTopucTbiM HaTprem 1 HaTpuesoid SATA ¢ Kpbiwkoi Microgard

doTo 11. Mpobrpka BD Microtainer PST (AaHTapb) ¢ Kpblwkoin Microgard
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doTo 12. Mpobmpka BD Microtainer PST ¢ Kpbiwwkoi Microgard

T > w W

®oTo 13. MNpobupka BD Microtainer SST (aHTapb) ¢ KpbliLkoin Microgard

LLI GNUiAsNth

jpmur w : Brand Tabes

doTo 14. MNpobmpka BD Microtainer 34 TA ¢ Kpbiwkoi Microgard

®oTo 15. Mpobupka BD Microtainer SST ¢ Kpbliwkoii Microgard

MICROTAINER
Brand Tubes
1)

doTo 16. Mpobupka BD Microtainer ¢ nMTuii-renapmMHoM ¢ Kpbilkoii Microgard
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doTo 17. Mpobupka BD Microtainer 6e3 KOHCEPBaHTOB C KpbILKoOi Microgard

B0O3MOXHble BapuaHThI:

Ha3BaHue

Mpobupka BD
Microtainer co

(hTOPUCTBIM
HaTpuem 7
[BYHaTpreBoi
SATA c
KPbILLKOM
Microgard
Mpobupka BD
Microtainer

PST (aHTapb)
C  KpbILLKOV
Microgard

Mpobupka BD
Microtainer
PST c
KPbILLKOW
Microgard

Mpobupka BD
Microtainer
SST (aHTapb)
C  KpbILWKOi
Microgard

1Mpo6upka BD

1 Microtainer
SOTA c

| KpbILLKOIA

Il Microgard
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Martepuan
npo6upKu

Monvnpon
nnex

Monvnpon
nneH
FAHTapbL

Monvnpon
nneH
AHTapb

Monvnpon
nneH
AHTapb

Monvnpon
nnex

Pa3wmep
npobupku
(M)

10x45

10x45

10x45

10x45

10x45

Makcuman
bHbIi
06BbEM
3aMo/IHEHN
A (MKJT)
600

600

600

600

500

JInHnn
3anosiHe
HYIS
(M)

400
600

400
600

400
600

400
600

250
500

KoHcepBsaH
-

MopoLuok:
1,665 wmr -
2,835 mr

Wsonupyto
LT
maTepuan:
170 wmr -
270 mr
PacTtsop
mtma - u
renapuHa:
2Mr- 8mr
M3onupyto
LA
maTepuan:
170 mr -
270 mr
PacTtsop
mtms u
renapuHa:
2Mr- 8wmr
M3onupyto
LT
maTepuan:
170 wmr -
270 mr

Pactsop
K2 34TA:
3,75 w~r -
6,25 mMr

Martepuan
KPbILLKY

MonnatuneHos
bIiA KayuyK
BbICOKOIA
NAOTHOCTU

MonunatuneHos
bIVi Kay4yK
BbICOKOIA
NNOTHOCT

MonunatuneHos
bIVi KayuyK
BbICOKOW
NIOTHOCTN

MonnatuneHos
bliA KayuyK
BbICOKOIA
NNOTHOCTY

MNonuatuneHoB
bl KayuyK
BbICOKOIA
NNOTHOCTN

LIBeT KpbILLIKK

Cepbli

CBeTno-
3e/1eHbIN

CaeTno-
3e/1eHbIn

3010TUCTbIN

Jlnnosblii



Mpobupka Momunpon  10x45 600 400 1 600  W3onupytowy  Tonmatune  3o0n0Tu
BD nneH W maTepuan:  HOBbIiA CTbliA
Microtainer AHTapb 170 mr - 270 Kkay4dyk

SST c Mr BbICOKOM

KPbILLIKOVA MA0THOCTH

Microgard

Mpobupka Mosnnpon 7,5 x445 400 200 n400  PactBOp Monuatnne  3efieHsbl
BD nneH NTUS M HOBbIN n
Microtainer ¢ renapuHa: 2 Kayuyyk

NNTWiA- MF - 8 Mr BbICOKO

renapuHoMm ¢ M10THOCTK

KPbILLKOW

Microgard

Mpobupka Monunpon  7,5x44,5 500 250 1500  Her Monuatnne  KpacHsl
BD nneH HOBbII n
Microtainer Kay4yK

6e3 BbICOKOW
KOHCEpBaHTO NA0THOCTU

B C KPbILLIKOM

Microgard

9. Mpobupkn BD Vacutainer ucnonb3yrTca ANA B3ATUA, TPaHCMOPTUPOBKM U 06paboTKm
BEHO3HON KPOBW A8 MNOJMyYeHUS CbIBOPOTKW, NnasMbl WU LENbHOW KPOBWM [N1S aHanns3a B
KNMHWYeCcKol nabopatopuu.

Mpobupkn BD Vacutainer - 3T0O BaKyyMHble MPOOMPKM CO CTaHAapTHbIMW MpobKaMu C
LLBETOBOW KOAMPOBKOW MM Kpbilwkammu Hemogard. Mpo6upkn BD Vacutainer n3rotoseHbl 13
nnacTnka. BONbWMHCTBO TUMOB NPOBMPOK COLEPXaT KOHCEPBAHTbI B Pa3/IMYHON KOHLLeHTpaLmu,
B 3aBUCUMOCTM OT KO/MMYECTBa BaKyyma v Heo6X04MMOro COOTHOLIEHUA KOHCEpBaHTa K KpOBU
ans npobupku. KonuyecTBO KOHCepBaHTa W NPUGAN3NTENbHbIA 00bEM KPOBWU YKasaHbl Ha
ynakoBKax roTOBOM NPOAYKUWWM WAM 3TMKEeTKax Ha Tape. Bbl6op KoHCepBaHTa 3aBMCUT OT
MeTofa aHanu3a M yKa3blBaeTCH M3roTOBMTENEM peareHTOB A8 aHanmsa W/Uam MHCTPYMEHTa,
nMpu NOMOLLKM KOTOPOro NPOBOAMTCA aHanu3. BHyTpu nNpobupkun ctepuibHbl. Mpobku npobupok
CMa3aHbl CUIMKOHOM W/W TINLEPUHOM AN 061eryeHns nux BBoja B Npo6uUpKy.
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doto 18. Mpobupkun BD Vacutainer

LiBeTOBas KOAMPOBKa KpbllweK ans npobupok BD Vacutainer*

MPYMMA KOHCEPBAHTOB
KOHCEPBAHT
Mpo6UpKK C pas3genmnTeNibHbIM refem

/" OBbIYHAA KPbILWKA

Mpobupkn BD Vacutainer SST 11 HenpumeHumo

Advance Cc renemMm ” akTUBaTOPOM
CBEPTbIBaAHMA

Mpobupkn BD Vacutainer PST Il ¢
renem v NUTuin-renapnHomul
Mpobupkmn 6e3 KOHCEPBAHTOB

be3 KoHcepBaHTa2

HenpumeHnmo

BuwHeBo-kpacHas/

CBETNO-Cepan

Mpo6upKK AN CbIBOPOTKU C KOHCEPBaHTaMu

TpomM6UH3
Serum/CAT ans nonyyeHus
CbIBOPOTKN/ c aKTMBaTopoOMm

CBEpTbIBAHNA

Mpobupkn ana  uenbHol  Kposwu/
naasmbl

Kr34TA nnn KsSATA

K2234TA

Uutpat/ CTAX) (gns koarynauum)

Lutpar (COJ)

®T1opug Hatpua / Hatpua SOTA
®Topug Hatpua / okcanar Kanvs
MenapuHk 1

Acid Citrate Dextrose (ACD,
NUMOHHas K1cnoTa, TpUHaTpuii
LUuTpaT, 4eKcTpo3a)

Sodium Polyanethol Sulfonate (SPS,
nosnaHeToNCyNb(HOHAT HATPUA)
Mpobupku gns cnefoBbliX 31EMEHTOB
C CU/IMKOHOBbLIM MOKPbITUEM,
MenapuHi

Kr3ATA wnnn CAT (C aKTMBATOpPOM
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HenpumeHnmo
KpacHas

Jlnnosas
Po3oBas
Csetno-ronybas

YUepHas

Cepas

Cepas

3eneHas
JIMMOHHO-XXenTas

JINMOHHO-XenTas

HenpumeHnmo

KPbILI KA
HEMOGARD

XXenTas

CBeTn0-3eeHas

Mpo3payHas

OpaHxeBas
KpacHas

Nnnosas
Po3oBas
Csetno-rony6as
npospayHas
YepHasa

Cepas

Cepas

3eneHas
HenprumeHnmo

HenprumeHnmo

TeMHO-CUHASA

BD

nnn



CBepTbiBaHNSA)

* L|BeT KPbILUKM MOXET pa3nnyaTbCs B 3aBUCUMOCTU OT HOMepa KOHKPETHOT0 NMOBTOPHOIO
3aKasa.

1TenapnH¥ Nnpon3BOANTCA C UCMONb30BaHWEeM GuomaTepuana CBUHeil. M3nenns, noMeyeHHble
HafACTPOYHON OykBOM «N», cogepxar renapuH, CepTURULUPOBAHHLIA A1 COOTBETCTBUA
TpeboBaHMAM MOHOrpapun Ha renapuH ®apmaxkonen CLLUA ot 1 okTta6psa 2009 r.

2 MoxeT MUCcnosib30BaTbCA TONbKO Kak npobupka Ans cbpoca KPOBM WM KaK BTOPUYHASA
npobupka ans B3ATUA 06pasLLoB.

3TpOMOUH NMeeT Bblube MPOUCXOXKAEHME.

Mpobupkn BD Vacutainer gns nonyyeHns cbiBOPOTKU

Mpobupkn BD Vacutainer Plus Serum / CAT NOKpPbITbl CUAMKOHOM U TOHKOW3MENbYEHHbIMU
yacTuuammn cunukarens [ANns YCKOpPeHWs CBepTbiBaHWMA. YacTuubl, cogepxawmecs B 6enoin
NnAeHKe Ha BHYTPEHHEN NOBEPXHOCTU, aKTUBUPYIOT CBEPTbIBAHME, KOTAA COAEPXMMOe NMPpobUpokK
nepemelunsaetca. CUIMKOHOBOE MOKPbITME CTEHOK 6GO0/bLIMHCTBA NPOOUPOK AN MNONy4YeHus
CbIBOPOTKW CHWMXXAET afire3nto spuTpoLMTOB K CTEHKaM Npobupok.

Mpobupkn BD Vacutainer gns aHanmsa CBMHLA W CNef0BbIX 3/IEMEHT OB

Mpobupkn Ana aHanmsa CBUHLA W APYTUX CNeLOBbIX 3/1EMEHTOB CheunanbHo AN 3TUX Lenei
MOMeYeHbl Ha 3TMKETKaxX NPOOGMPKM M KOPOOKW. Mcnonb3yinTe And AaHHbIX MCCNefoBaHUM
TO/IbKO COOTBETCTBYHOLW MM 06pa3oM MoMeyeHHble NPobupkn. Mpobupkn Ans aHanmsa CBMHLA U
CNefoBbIX 3/EMEHTOB MPOTECTMPOBaHbl 3KCTparnpoBaHMEM B 3aKyMOpPeHHOW npobupke B
TeyeHne 4 4yacoB. TecTMpoBaHMe C NOMOLLbIO MaCC-CMEKTPOMETPUN C UHAYKTUBHO CBS3aHHOW
nnasmoii (ICP-MS) nokasano pesynbTaTbl H/XKE AaHHbIX NPeAe/ioB KOHLEHTpauuun:

BepxHue npegenbl 3arpsisHeHHOCTM Npobupok BD Vacutainer gns aHanusa cnejoBbiX

3/1EMEHTOB
Onpegensemoe  Glass Plus, mkr/n Onpegensemoe Glass Plus, mKr/n
BELLECTBO (cTekNAHHbIE), BELLECTBO (CTekNAHHbIE),
MKr/n MKr/n
CypbMa 0,8 _* CBuHell 2,5 0,3
MblLWbAK 1,0 0,2 Maruui 60 40
Kagmuii 0,6 0,1 MapraHel, 15 15
Kanbuunii 400 150 PTyTh ** : 3,0
Xpom 0,9 0,5 CeneH . 0,6
Megb 8,0 5,0 LIMHK 40 40
XKeneso 60 25

** MpobupKn ana aHanusa cnefoBbix anemeHToB BD Vacutainer Plus Henb3s ncnonb3osatb AN
aHanunsa cypbMbl.

JKCTpakuma BOAbl NpoTecTMpOBaHa ** X0N0A4HbLIM BbinapuBaHnem u apyrumun metogamun ICP-
MS

Mpo6bupkn BD Vacutainer SSTII Plus Advance

BHYTpeHHSS NOBEPXHOCTb CTEHKW MPOOMPKM MNOKPbITA TOHKOU3MENbYEHHbIMU YacTuuamu
cunukarens ANs YCKOpPeHWs cBepTbiBaHWA. Ha AHe Npo6upKM HaxoAUTCH 3alUTHbLIA Noaumep.
MNoTHOCTL 3TOrO0 MaTtepumana TakoBa, UYTO NPU UEHTPUGYrMpoBaHUM OH MOLHUMAETCH Ha
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rpaHuLy pasgena CbiIBOPOTKM K CrycTka, 06pasys 6apbep, OTAENAHOWNIA CbIBOPOTKY OT hUOPUHa
M KNeTOK. B pe3synbTaTe CbIBOPOTKY MOXHO BCacbiBaTb HEMOCPEACTBEHHO M3 NPOOGUPKK, 6e3
annKBOTUpPOBaHNA. CUNIMKOHOBOE MOKPbITME BHYTPEHHE MOBEPXHOCTU CTEHOK MNPOOUPOK
CHWXXaeT afres3nto 3pnTPOLMTOB K CTEHKaM NMpPOBMpPOK.

Mpo6upkn BD Vacutainer PST Il Plus

BHYTpeHHAA NOBEPXHOCTb CTEHOK MPOOMPKX MOKPbITA NUTUIA-TenapuHoOM Ans 3ameNeHus
CBepTbIBaHMA. [enapuH aKTUBU3MPYeT aHTUTPOMOWHBI, 6NOKUPYSA CUCTEMY CBEPTbIBAHWUA W
(hopmmpysa obpaseL, LEenbHON KpoBW/ Nna3Mbl BMECTO CBEPHYBLUEWCA KPOBU U CbIBOPOTKKU. Ha
[AHe MPOOGUPKN HaxoMTCH 3alUTHLIA nonumep. MAOTHOCTb 3TOr0 BeLLECTBa TakKoBa, YTO Npw
LeHTPUMYrMpoBaHMM OHO MOAHUMAETCA Ha rpaHuLy pasjena nnasmbl U KeTok, o6pasys
Gapbep, OTAeNAwWMIA nnasmy OT KNeTok. B pesynbtaTte nnasMy MOXHO BcacblBaTb
HEnocpeAcTBEHHO N3 NPOOGUPKK, 6e3 aNNKBOTUPOBAHNS.

Mpobupkn BD Vacutainer gns nomeweHnsa B 6aHK KpoBU

Mpobupkn BD Vacutainer Plus Serum gnsa nonyyeHus cbiBOPOTKW, npobupkn BD Vacutainer
Plus K2EDTA (c K23A4TA), cTeknsHHble npobupkn BD Vacutainer Glass Serum ans
NnoNy4YeHns CbIBOPOTKM U CTeKNsAHHble npobupkn BD Vacutainer Glass K3EDTA (c K394ATA)
MOXHO MCMO/b30BaTb AN CTAHAAPTHLIX UMMYHOreMaTon0rMyecknx UccrefoBaHUin, Takux Kak
onpefenieHne Trpynnbl KPOBM W pPe3yC-NPUHAANIEXHOCTU, Ceposiornyeckoe TecTUPOBaHME,
(heHOTMNUPOBaAHME 3PUTPOLUTOB N NPAMOIA aHTUINOOYNMHOBLINA TECT, a TakKe 06cnefoBaHume
[OHOPOB KPOBM Ha WH(eKLMOHHble 3aboneBaHus, Hanpumep Ha aHTuTena K cuguaucy, BNY,
NMMM{OTPONHOMY T-KNeToyHOMYy Bupycy, Bupycy renatuta C, AfepHOMY aHTUIEHY Bupyca
renatuta B M NoBepXHOCTHOMY aHTWUIeHY Bupyca renatuta B. QkcnnyartauuMoHHble KavyecTBa
JaHHbIX  MPO6GUPOK AN MMMYHOremMaTOnorMyeckMx  WUCCMefoBaHUM U onpefeneHus
NHPEKUMOHHbIX 3ab0neBaHnii B 06WWEM He 6biNn YyCTAHOB/IEHbI; B CBA3W C 3TUM NOJIb30BaTe/NN
[JO/KHbI  YAOCTOBEPUTLCA B MPABWALHOCTU WCMO/Mb30BAHUA MNPOOUPOK AN KOHKPETHbIX
KOMOMHaUMAn aHanM3npyemoro obpasua um cuctembl NpubOpPOB/peareHTOB M YCNOBUIA XpaHEeHUA
o6pasua.

Mpo6bupkn BD Vacutainer SST Plus, cTeknsHHble npobupkn BD Vacutainer SST Glass u
npobupkn BD Vacutainer SST |1l Advance MOXHO WCMONb30BaTh A1 CTaHAapTHOrO
nccnefoBaHUs  AOHOPCKOW  KPOBM M AMArHOCTUYECKOro UCCNefOBaHWA  CbIBOPOTKM  Ha
MHDEKLMOHHbIE 3ab0MeBaHMs, HanpuMep, Ha aHTUTena K Bupycam Komnnekca TORCH,
cugpmnucy, BWY, numdoTponHomy T-KneTouyHoMmy Bupycy, Bupycy renatuta C, afepHoOmMy
aHTUreHy Bupyca renatuta B 1 MOBEepXHOCTHOMY aHTWreHy Bupyca renatuta B.
JKcnnyaTauMoHHbIe  KayecTBa  [aHHbIX NpPo6GMPOK Ans  onpejeneHns  UHPEKLMOHHbIX
3aboneBaHnii B 00LlEM He OblM YCTAHOB/EHbI; B CBA3W C 3TUM MNOMb30BATENN [O/MKHbI
YLOCTOBEPUTHLCA B MPaBUNbHOCTU WCMO/Mb30BAHUA NPOOGUPOK AN KOHKPETHbIX KOMOGUHaLMW
aHanu3upyemoro obpasua u cMcTembl NPMOG0OPOB/peareHTOB M YCNOBUIA XpaHeHns obpasua.

Mpobupkmn BaKy'ymHble CTeKNsiHHbIe BD Vacutainer co CTAD

CrteknsHHaa npobupka BD Vacutainer ¢ pactsopom CTAD wucnonb3yeTcd ANn8 B3ATUA W©
nepeHoca 06pa3uoB Ans uccnegosaHus remoctasa. Pactsop CTAD npeactaBnseT co60i CMech
uuTpata HaTpusa, TeouNanHa, afeHo3nHa W gunupugamona. Lienbio HanonHUTens sBnsetcs
aHTuKoarynaumsa obpasua v cBefjeHne K MUHUMYMY akTMBaLum TpOM6OLMTOB in Vitro.

Mpobupkn BakyymHble nnacTukoebie (Plus) wim cTeknsaHHble BD Vacutainer ¢ yuTpaTom
HaTpus

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Mpobupkn BD Vacutainer ¢ umMTpaTtoM M3roTOBMAEHbl M3 CTeKNa MAX nnacTuka. MnacTukosas
(Plus) npobupka cocTOMT W3 [BYX MAaCTUKOBbIX MNPOOUPOK, COEAWHEHHbIX BMecTe [AnA
noggepxxaHus o6bemMa u3Bnekaemoro o6bpasya. CTeknfgHHble U MNAaCTUKOBble MPOGUPKK
cofepxat 6yhepnpoBaHHbI pacTBOp LUTpaTa HaTpus.

Mpobumpkn BakyyMHble nnacTukosble BD Vacutainer Plus ¢ 34TA

BHYTpeHHsS NOBEPXHOCTb CTEHOK MPO6GMPKN NOKpbiTa Ankannem SATA wnnm Tpukanuem 3A4TA
AN npefoTBpalleHnMs cBepTbiBaHMA. OATA cBfi3biBaeT KanblUWil, ONOKMPYS CUCTEMY
CBepTbIBaHUS M hopmupys obpasel, LenbHON KpoBu/ nna3Mbl BMECTO CBEPHYBLUEACS KPOBMU U
CbIBOPOTKM.

Mpobupkn BaKyyMHble NNacTWKOBbIe [N UcCnefoBaHMA T[NOKo3bl BD  Vacutainer Plus c
thTopunaom

BHYTpeHHAS NOBEPXHOCTb MNPOGMPKM COAEPXUT (hTOpWUL HaTpus/aByHatTpueByr conb I4TA
unn  topug Hatpusa/okcanat gukanua. SATA M okcanaT ABNAKTCA aHTUKOArynsHTamu,
KoTopble (opMupyloT ob6pasel LeNbHON KpoBW/nnasmMbl BMeCTO CBEPHYBLUENCS KpOBUM W
CbIBOPOTKU. PTOPUA HATPUA 3amMefNseT aKTUBHOCTb (PEPMEHTOB B MIUKONUTUYECKUX peakLnax.

Mpobupkn BaKyyMHble NNacTUKOBblIe AnA nnasmbl BD Vacutainer Plus ¢ renapMHOM AMTus win
renapuHOM HaTpus

BHYTpeHHAS MNOBEPXHOCTb CTEHOK MNPOOMPKM NOKpbITa NUTUA-TeNnapuHOM WUAW  HaTpuUii-
renapMHoM [And WHrMoéuposaHWs cBepTbiBaHWA. [enapuvH akTUBUPYET aHTUTPOMOUHBI, TeMm
cambiM 610KMpPYS Kackag Koarynauuum u BblpabatbiBas obpasel, LefbHOW KpoBu/ niasmbl BMECTO
CBEPHYBLUENCA KPOBU U CbIBOPOTKMN.

Mpobupkn BakyymMHble cTeKNsAHHbIe BD Vacutainer c ACD

Mpobupkn BD Vacutainer ACD copgepxaT >XWUAKWIA pacTBOp, AOCTYMHbLIA B ABYX BapuaHTax
cocTaBa: pacteop ACD A un pactsop ACD B. Ob6a pactBopa COCTOAT U3 TpUHATPWUA UMTpaTa,
NMMOHHOM KWUCNOTbl U AeKCTPo3bl. Llenblo pacTBopa HanonHUTENs ABNAETCA aHTUKOoarynauus
obpasua v nogaepxaHvie XnM3HecnocobHocTn Knetok. CocTasbl PacTBOPOB:

pacteop ACD A (1,5 mn): TpuHaTpuin uutpata — 22,0 r/n, NUMOHHOW Kucnotel — 8,0 r/n,
LeKcTpo3sbl — 24,5 1/n;
pactBop ACD B (1,0 mn): TpuHatpuin umtpata — 13,2 r/n, NMMOHHOI Kucnotel — 4,8 r/n,

LeKcTpo3bl— 14,7 1/n.

10. Mpo6bupkn BD Vacutainer ¢ kpblwkon BD Hemogard ucnonb3ylTca ANS B3ATUSA,
TPaHCNOPTUPOBKM M 06pabOTKM BEHO3HOW KPOBWU A/ NOJMyYEeHUS CbIBOPOTKM, MAasMbl WK
Lle/IbHOM KPOBMW ANS aHanm3a B KNMHUYECKON nabopaTopuu.

Mpobupkn BD Vacutainer - 3T0 BakKyyMHble MPOOMPKM CO CTaHAapTHbIMKW Mpobkamn C
LLBETOBOW KOAMPOBKOM M Kpbiwkamum Hemogard. Mpo6upku BD Vacutainer Plus n3rotosneHbl
M3 nnacTuka. BONbWMHCTBO TUMNOB MNPOOGUPOK COAepXaT KOHCepBaHTbl B  Pa3/IMYHOW
KOHLEeHTpauuun, B 3aBUCUMOCTW OT KOAMYeCTBa BaKyyma W Heob6XO4MMOro COOTHOLUEHUA
KOHCepBaHTa K KpoBM Ans npobupku. KonumyectBo KOHCepBaHTa W MPUBAN3UTENbHBLIA 06bEM
KPOBW yKa3aHbl Ha yrnakoBKax roToBoW NPOAYKUUU UM 3TUKETKax Ha Tape. Bbibop KoHCcepBaHTa
3aBMCUT OT MeToa aHanm3a W YKasblBaeTCH W3roTOBWUTENEM peareHTOB ANA aHanu3a u/mnu
WHCTPYMEHTa, NpY MOMOLLM KOTOPOro MNPOBOAMTCHA aHaiv3. BHYTpu npoOUpKM CTEpUbHBI.
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Mpobkn npobupoK CMasaHbl CUIVKOHOM WU

NpOGUpKY. [MLEPUHOM ANA 0GNErYeHns uy gpona B

doTto 19. MNpobrpkun :
BD Vacutainer Plus 451a B3aTUA KpoBU ¢ KpbILLKOM BD Hemogard ans —
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doTo 20. Mpobupkn BD Vacutai,er Plus gna B3ATns Kpomm ¢ Kpbiwkoii BD Hemogard gnsa nnatub,

doT1o 21. Mpobupkn BD Vacutainer Plus
remMaTonIorMyecKoro aHaamsa

ONs B3ATUA KPOBM C Kpblwkoii BD Hemogard ¢ SATA and
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doT10 22. Mpobupkn BD Vacutainer Plus gns B3siTMa KpoBM C Kpbiwkoii BD Hemogard ¢ umTtpaTtom ans
Koarynsuum

doto 23. Mpobupku BD Vacutainer Plus ¢ dhtopmgom m npobupku BD Vacutainer gna aHaivsa cBUHLUA Y
CNefoBbIX 3/1eMEHTOB
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LiBeToBas KoAMpOBKa KpbllwekK ana npobupok BD Vacutainer*

rPYnnA KOHCEPBAHTOB
KOHCEPBAHT

Mpo6upkn Cc pasfgennTesibHbIM renem
Mpobupkn BD Vacutainer SST I
Advance Cc renemM W akTUBaTOPOM
CBepTbIBaHMA

Mpobupkn BD Vacutainer PST Il ¢
renem v nUTUin-renapuHomil
Mpobupkn 6e3 KOHCEPBAHTOB

bes KoHcepBaHTa?2

/' OBbIYHAA KPbIWWKA

HenpumeHumo

HenpnmeHnmo

BuwHeBo-kpacHas/

CBeTNo-cepas

Mpo6MpKK AN CbIBOPOTKM C KOHCEpPBaHTaMu

Tpom6UuH3
Serum/CAT ans nosiyyeHuns
CbIBOPOTKM/ c aKTMBaTOpPOM

CBEpPTbIBaHMA

Mpobupkn And  UenbHOW  KpoBw/
nnasmbl

K224TA unn K33ATA

K224TA

LuTtpat/ CTAJT) (gns Koarynauum)

Lutpar (COJ)

®Topug Hatpua / HaTpua SATA
®dTopna HaTpua / okcanaT Kanus
MenapnHil

Acid Citrate Dextrose (ACD,
NUMOHHaA K1cnoTa, TpUHaTpUii
LuUTpaT, LeKCTpo3a)

Sodium Polyanethol Sulfonate (SPS,
NoNMaHeTonCcyboHAT HaTpus)
Mpo6upkn A4Na cnejoBbiX 31EMEHTOB
C CWU/IMKOHOBbLIM NMOKPbITUEM,
MenapnH¥’,

K224ATA vwau CAT (c akTMBaTOpOM
CBepTbiBaHNSA)

* L|BeT KPbILIK/ MOXET pa3nnyaTbCs B 3aBUCUMOCTU OT HOMepa KOHKPETHOT0 NMOBTOPHOIO

3aKasa.

HenprumeHnmo
KpacHas

JlunoBas
Po3oBas
CseTno-ronybas

YepHas

Cepas

Cepas

3eneHas
JIMMOHHO-XXenTas

JINMOHHO-XenTas

HenpnmeHnmo

KPbIL KA
HEMOGARD

XXenTtas

CBeTno-3eneHas

Mpo3payHas

OpaHxxeBas
KpacHasg

Nnnosas
Po3oBas
CseTno-ronybas
npospayHas
YepHas

Cepas

Cepas

3eneHas
HenpumMmeHumo

HenpumeHumo

TeMHO-CUHAS

BD

nnn

1MenapuH¥4 Npon3BoAMTCA C MCMOMb30BaHMEM GuomaTepuana CBUHel. M3aenms, NOMEYEHHbIe

HaJCTPOYHOII - ByKBOW «N», cogepxaT renapuH,

TpeboBaHMAM MOHOrpadum Ha renapmH ®apmakonen CLUA ot 1 okTa6psa 2009 r.
2 MOXeT uCnofb30BaThCA TOMbKO Kak npobupka gnd cébpoca KPOBW WAW KaK BTOPUYHAs

npobupka Ana B3ATMA 06pasLLoB.

3TpOMOUH MMeeT BblUbe NPOUCXOXAEHNE.
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Mpo6upkn BD Vacutainer gns nonyy4yeHnst CbiIBOPOT KM

Mpobupkn BD Vacutainer Plus Serum / CAT NOKPbITbl CUIMKOHOM U TOHKOU3Me/IbYEHHbIMU
yacTuuaMu cunukarens [Ns YCKOPeHUs CBepTbiBaHuA. YacTuubl, cogepxalinecs B 6enoi
MNEeHKe Ha BHYTPEHHen NoBepXHOCTU, aKTUBUPYIOT CBEPTbIBaHME, KOrha cogepXumoe npobmpok
nepemewunsaetca. CUIMKOHOBOE MOKPbITME CTEHOK O60/bLIMHCTBA MPOOGUPOK ANA MONY4YeHUA
CbIBOPOTKW CHWMXKAET afire3vio 3puTpoLMTOB K CTEHKaM NpPo6UpoK.

Mpobupkn BD Vacutainer gns aHanusa CBUHLA U CNeL0BbIX 3/1EMEHT 0B

Mpobupkn Ana aHanusa CBUHLA W APYTUX CNeLOBbIX 3/IEMEHTOB CNeuuanbHO A8 3TUX Lenein
NMOMeYeHbl Ha 3TMKETKax NpooupknM u Kopobku. Wcnonb3ylite Ans AaHHbIX WCCNeLOBaHWUiM
TO/IbKO COOTBETCTBYHOLW MM 06pa3oM nomeyeHHble NPo6upkun. Mpobupkn Ans aHanmsa CBUHLA U
CNefloBbIX 3/1EMEHTOB MPOTECTMPOBaHbl 3JKCTpParnpoBaHWeM B 3aKyMNOpPeHHOW npobupke B
TeyeHue 4 yacoB. TecTMpoBaHWe C NMOMOLLbID Macc-CNeKTPOMeTPpUN € MHAYKTUBHO CBSI3aHHOW
nnasmoin (ICP-MS) nokasano pe3ynbTaTbl HKE faHHbIX NPeLeN0B KOHLEHTpaLnu:

BepxHue npegenbl 3arpsasHeHHOCTM Npobupok BD Vacutainer gns aHanusa cnefoBblX

3/1EMEHTOB
Onpegensemoe  Glass Plus, mkr/n Onpepensemoe Glass Plus, mkr/n
BELLECTBO (CTEKNSAHHbIE), BELLECTBO (CTeknsAHHbIE),
MKr/n MKr/n
CypbMa 0,8 7 CBuHel 2,5 0,3
MbIWbSK 1,0 0,2 MarHwuii 60 40
Kagmuii 0,6 0,1 MapraHeL, 15 15
Kanbuuii 400 150 PTyTh ** - 3,0
Xpom 0,9 0,5 CeneH - 0,6
Megb 8,0 5,0 LIMHK 40 40
XXeneso 60 25

** MpobupKu Ana aHanusa cnefoBbix anemeHToB BD Vacutainer Plus Henb3s ncnonb3oBath Ans
aHanuns3a cypbMbl.

JKCTpakumMsa BOAbl MPOTECTMPOBaHA ** XO0NOAHbLIM BbinapusaHuem W gpyrumm metogamun |ICP-
MS

Mpobupkn BD Vacutainer SSTII Plus Advance

BHYTpeHHAS MOBEPXHOCTb CTEHKW MPOOUPKM MNOKPbITA TOHKOU3MENbYEHHbIMU YacTuuamu
cunukarens 4Ns yCKopeHus cBepTbiBaHWA. Ha fHe NpoOUPKM HaxOoAUTCH 3alWUTHbLIA MonumMep.
MAOTHOCTL 3TOr0 Martepuasna TakKoBa, UTO NpPU LEHTPUPYrMpoBaHWM OH MNOAHMMaeTCcs Ha
rpaHuuy pasgena CbiBOPOTKM U CrycTKa, 06pasys Gapbep, OTAENAOLWMNIA CbIBOPOTKY OT hnbpurHa
N KNeToK. B pesynbTate CbIBOPOTKY MOXHO BCacblBaTb HEMOCPELCTBEHHO W3 MPO6UpPKM, 6e3
anMKBOTUPOBaHMA. CUNMKOHOBOE MOKPbITUE BHYTPEHHEA MOBEPXHOCTU CTEHOK Npobupok
CHUXAET afre3nto apuTpoLUTOB K CTEHKAM MPoBUpoK.

Mpo6upkn BD Vacutainer PSTII Plus

BHYTpeHHAA MNOBEPXHOCTb CTEHOK MPOOMPKM MOKpbITA NUTUIA-TenapMHOM [A15 3amefNeHuns
cBepTbiBaHMA. [enapuH akTUBU3MPYET AHTUTPOMOUHbLI, GIOKMPYA CUCTEMY CBepPTbIBAHUSA U
(hopmumpys ob6pasew, LenbHOW KpoBWU/ Mia3mMbl BMECTO CBEPHYBLUECA KPOBU U CbIBOPOTKKU. Ha
AHe NMPoOMPKU HaxouTCs 3alMTHbIA nonumep. MNOTHOCTL 3TOrO BellecTBa TakoBa, YTO Npwu
LeHTPUMYrmMpoBaHMM OHO MNOAHWMAeTCA Ha rpaHuuy pasfena nnasmbl U KNETOK, o6pa3sys
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Gapbep, OTAeNAwWMIA nnasMy oOT KneTok. B pe3ynbTate nnasmy MOXHO BCacblBaTb
HenocpeLCcTBEHHO U3 NPOOUPKU, 6€3 aNMKBOTUPOBAHUS.

Mpo6upkn BD Vacutainer gna nomew,eHns B 6aHK KpoBu

Mpobupkn BD Vacutainer Plus Serum gns nonyyeHus CbiBOPOTKW, npobupkn BD Vacutainer
Plus K2EDTA (¢ K23A4TA), cTeknsHHble npobupkun BD Vacutainer Glass Serum pans
NONYyYeHUs CbIBOPOTKM N CTeKNsiHHble npobupkn BD Vacutainer Glass K3EDTA (c K334TA)
MOXHO MCMNONb30BaTb A5 CTaHLAPTHbIX UMMYHOreMaToN0rM4yecKux UccnefoBaHui, TakMX Kak
onpegeneHvie rpynnbl KpPOBM W pe3yC-NPUHAANIEXHOCTU, Ceposiormyeckoe TeCcTUPOBaHME,
(heHOTUNUPOBaHME 3PUTPOLUTOB U NPAMOIA aHTUTNOOYNMHOBBLIA TECT, a Takxe o06cnegoBaHue
[OHOPOB KPOBM Ha MHMEKUMOHHble 3aboneBaHus, HanpuMep Ha aHTUTena K cuguaucy, BNY,
AMMMOTPONHOMY T-KNeTouyHoMy Bupycy, Bupycy renatuta C, AfepHOMY aHTUTeHy Bupyca
renatuta B v NMoBepXHOCTHOMY aHTWUIeHY BMpyca renatuta B. DkcnnyaTaumoHHble KayecTBa
[JaHHbIX  NPO6GUPOK AN MMMYHOreMarto/lorMyecKUX  WUCCNefoBaHWn WM onpegeneHuns
NH(EKLMOHHbIX 3a60/M1eBaHNn B 06LEM He OblNM YCTaHOBMEHbI; B CBA3M C 3TUM MO/Ib30BaTeN
[O/KHbI  YAOCTOBEPUTLCA B MNPaBU/IbHOCTU  WCMO/b30BaHUSA MNPOOGUPOK ANA  KOHKPETHbIX
KOMOMHaUMA aHanm3npyemoro obpasua 1m cucTembl NPUOOPOB/peareHToOB U YCNOBUI XpPaHeHUs
obpasua.

Mpobupkn BD Vacutainer SST Plus, cTeknsiHHble npobupkn BD Vacutainer SST Glass u
npobupkn BD Vacutainer SST Il Advance MOXHO MWCMNOMAbL30BaTb AN CTaHLAPTHOrO
nccnefoBaHUs  AOHOPCKOW  KPOBM M AMArHOCTUYECKOrO0  UCCNefO0BaHUS  CbIBOPOTKM  Ha
MH(EeKLMOHHbIE 3abo/ieBaHWs, Hanpumep, Ha aHTMTena K Bupycam Komnaekca TORCH,
cutpunucy, BUY, numdgoTtponHomy T-KNeTouHoMy BUpycy, Bupycy renatuta C, fnepHomy
aHTUreHy Bupyca renatuta B 1 NOBEPXHOCTHOMY aHTUreHy Bupyca renatuta B.
JKcnnyaTauMoHHbIe  KayecTBa [aHHbIX NpPoOGMPOK Ans  onpejeneHns  UHPEKLUOHHbIX
3ab0neBaHnin B 00LLEM He OblM YCTAHOB/EHbI; B CBA3M C 3TUM MOMb30BATENN AO/MKHbI
YAOCTOBEPUTHLCA B MPaBUIbHOCTU WCMO/Mb30BAHUSA NPOOGUPOK ANA KOHKPETHbIX KOMOWHauui
aHanm3npyemoro o6pasua u cuctembl NpM6OPOB/peareHTOB 1 YCNOBUIA XpaHeHUs obpasua.

MpobupKn BakyymMHble CTeKNAHHbIe BD Vacutainer co CTAD

CteknsHHaa npobupka BD Vacutainer ¢ pactsopom CTAD wucnonb3yetcsd 404 B3ATUA U
nepeHoca o6pasuoB Ans uccnefosaHusa remocrtasa. Pactsop CTAD npepfctaBnser coboil cmech
unTparta HaTpus, Teo(MNNMHA, afeHOo3nHa W gunupupamona. Llenbto HanonHuTens sBnseTcs
aHTukKoarynaumsa obpasua u cBefileHne K MUHUMYMY akTuBaLMm TpOMOOLMTOB in Vitro.

Mpobupkn BakyyMHble nnacTukosble (Plus) unm cTeknaHHble BD Vacutainer ¢ unTpaTom
HaTpus

Mpobupkn BD Vacutainer ¢ LuTpatoM M3roTOBMAEHbl M3 CTeKNa WUAU nnacTuka. MnacTtukoas
(Plus) npobupka cocTOMT U3 [BYX MaCTUKOBbIX MNPOOMPOK, COEAWMHEHHbIX BMecTe [ANS
noajepXxaHns 060beMa W3BNEKAemMoro obpasua. CTekNsHHble W NNAaCTUKOBbIE MPOBMPKU
coaepxXat 6ythepnMpoBaHHbIN pacTBOP LMUTpaTa HaTpus.

Mpobupkn BakyymMHble nnacTukosble BD Vacutainer Plus ¢ 94TA

BHYTpeHHAS NOBEpPXHOCTb CTEHOK NPOBGMpPKK MokpbiTa gukanvem SATA wam Tpukanmem SATA
0N npefoTBpalleHus cBepTbiBaHMA. JATA cBA3bIBAaeT KanbUWiA, OMOKMPYS CUCTEMY
CBepTbiBaHUA M (hopMupys obpasel, LefbHOW KpoBW/ niasMmbl BMECTO CBEPHYBLUENCA KPOBU U
CbIBOPOTKMN.
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Mpobupkn BaKyyMHble NNacTUKOBbIE [ANA WccnefoBaHusa rnwkossl BD  Vacutainer Plus ¢
thTopngom

BHYTpeHHAA NOBEPXHOCTb MPOGUPKM COAepXUT (Topui Hatpuda/asyHaTpuesyto conb SATA
nnn @ropug Hatpusa/okcanat gukanud. SATA u© okcanat ABAAKTCA aHTUKOoarynsgHtamu,
KOTOpble (QopMUPYHOT o06pasel LeNbHON KpoBu/Mnasmbl BMECTO CBEPHYBLUEACA KPOBM K
CbIBOPOTKW. P TOPUS HATPUA 3aMefNAeT aKTUBHOCTb (PEPMEHTOB B MTMKO/IMTUYECKNX PEaAKLUNAX.

MpobupkKnM BaKyyMHble nnacTUKoOBble Ana nnasmbl BD Vacutainer Plus ¢ renapMHoM AnTua wm
renapuHoOM HaTpus

BHYTpeHHAS MNOBEPXHOCTb CTEHOK MNPOOMPKM MNOKpbITa NUTUA-renapuHOM WAW  HaTPUil-
renapuHoM Jns WMHrubuposaHWA CBepTbiBaHUA. [enapuH akTUBUPYET aHTUTPOMOWHbLI, Tem
caMbIiM 6M10KMPYA KacKaf Koarynsauum u BbipabaTbiBas 06pasel, LenbHOM KpoBu/ nnasmbl BMECTO
CBEPHYBLUENCA KPOBU U CbIBOPOTKMN.

Mpobupky BakyyMHble cTeknsHHble BD Vacutainer c ACD

Mpobupkn BD Vacutainer ACD cofepXaT XUAKWUIA pacTBOp, LOCTYMHbIA B [BYX BapuaHTax
coctaBa: pactBop ACD A u pactsop ACD B. O6a pacTBopa COCTOAT M3 TPUHATPUIA uMTparta,
NMMOHHOW KWUCNOTbl U AeKCTPo3bl. Llenbto pacTBopa HanmonHUTENs ABNAETCA aHTUKoarynauus
obpasua v noggep>xaHue XXn3HecnocobHoOCTM KneTtok. CocTaBbl PaCTBOPOB:

pacteop ACD A (1,5 mn): TpuHatpuii umtpata — 22,0 r/n, NTMMOHHOWK kucnotel — 8,0 r/n,
LeKkcTpo3bl — 24,5 1/n;

pacteop ACD B (1,0 mn): TpuHatpuin umtpata — 13,2 r/n, NUMOHHON KucnoTel — 4,8 r/n,
LeKcTposbl — 14,7 r/n.

11. Mpobupkn BD Vacutainer gna B3ATUA KPOBWU C LeNblo cTtabunusaunm knetok CD4
npegHasHayeHbl AN B3ATUSA, TPAHCMOPTUPOBKN U XpaHeHUs 06pa3LoB KPOBWU [A/18 COXPaHEHUS
6enbIX KPOBAHbIX KNETOK A1 UMMYHO(EHOTUNMPOBAHMA MPOTOYHOW LUTOMETPUEN HA MapKepsbl
BWY. Mpobupkun, urnel 1 gepxartenun BD Vacutainer ncnonb3yoTcqd BMeCTe B BUE CUCTEMbI
ANa B3ATUS BEHO3HOW KpoBu. Mpobupkn BD Vacutainer ncnonb3yroTca Ans TpaHCNOPTUPOBKA U
00paboTKM KpOBWM ANS  aHaIM3UPOBAHUA CbIBOPOTKM, MNAasMbl WAM  LENbHOMW KPOBU B
KNMHWYeCcKol nabopatopuu.
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doTo 24. MNMpobupkn BD Vacutainer 41 B3ATUA KPOBU C Liefbio cTabunmsaumm knetok CD4

Mpobupka BD Vacutainer gns B3fTUA KPOBM C Lenbio cTabunmsaumy Knetok CD4 cogepxut
K39ATA © KOHCepBaHT, 3awWuualoWwmii - LenoCTHOCTb  MMMYHOAOMMUHAHTHbLIX  CaliToB
nenkoumToB A0 06paboTKM M aHanm3a. VIMMyHO(eHOTMNMPOBaHME MPOTOYHOW LMTOMETpUen
obecneymBaeT ObICTPYO U TOYHYH OLEHKY 4acToTbl M TUNa NemkoumToB B 06pasue KpPoBM Ha
OCHOBE AHTUTeHOB MOBEPXHOCTM KNETKW Npy MoMOWM (IOOPECLUPYIOLLNX aHTUTEN.
KonnyecTBeHHble N KayeCTBEHHbIE W3MEHEHUS Cybnonynauuin NemKouMToB WUCMOMb3YHTCA ANA
onpejeneHns N KOHTPONA UMMYHOZeULMTA U reMaToNorMyecknx 3aboneBaHunin.

Mpobupka ans B3ATUS KPOBWM ANna cTabunusaumm knetok BD Vacutainer CD4 npegHa3HauyeHa
AN151 COXPaHEHUA KONMMYECTBEHHbIX U Ka4eCTBEHHbIX XapaKTepUCTUK cybnonynaynini nemkoLmuTos
06pasloB nepudepnyecKoin Kposu.

O6pasybl KpoBMW, NONYYEHHbIE N XpaHsLLMECA B MPOOUPKe ANs B3ATUA KPOBU ANA cTabunmsaumnu
knetok BD Vacutainer CD4, sBnawTcs cTabunbHbIMKW A0S  ONpeAeneHMss abCconMTHOro
cofiepXXaHus Knetok Kposu Ha CD-mapkepbl fo cemu (7) gHelt npu 30°C u Tpex (3) AHein npm
37°C.

12. Mpobupkn ansa onpegeneHns CO3J3 BD Seditainer ¢ yutpatom HaTtpusa (0,105 M)
obecrneynBardT BO3MOXHOCTb M3MEPEHUS CKOPOCTM ocefgaHus aputpountoB (CO3 - mm/4y) 6e3
Heob6xo4uMmMoCTK fJoCTyna uan nepemelleHns obpasua. Mpobupku cogepxkat O6yhepnu3oBaHHbI
pacTBOp LMTpaTa HaTpus.

CO3-npobupky CyLLecTBYIOT B CeAyOWNX KOHDUTYpaLusx:

Pa3smep npobupku O6bem obpasya Twun KpbIWKK
8 x 100 mm 1,8 mn C
10,25 x 120 mm 5wmn C
10,25 x 120 mMmm 5mn H
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Mpobupku Seditainer 1,8 Mn npegHasHayeHbl A1 WUCNOMb30BAHUSA UCKIKUUTENBHO C
nHctpymeHTamn BD Sedi-20 u BD Sedi-40, Bxogawumu B cuctemy BD Seditainer, ans
nony4veHus pesynbtatoB No CO3J 3a 30 MUHYT C OnumMeli KOPPEKLUM Mo 3TaNIOHHON TemnepaType
18°C. Cuctema BD Seditainer siBnsetcs Bapuayuein ctaHgapTHOro metoga onpegeneHms CO3
no BecteprpeHy. iHcTpymeHTbl BD Sedi-20 n BD Sedi-40 6binn paspaboTtaHbl A0 YNpOLWeHns
aHanmsa CKopocTu ocefaHus aputpoumtoB (COQJ) 6e3 nepemeuieHnii obpasua, 4TO CHUXKAET
PUCK BO3AECTBUA KPOBU.

Mpobupkun Seditainer 5 M npefHas3HayeHbl A48 UCNONb30BaHWUA cO wWTatueom BD Seditainer
ans onpegeneHns COQ3 cTaHapTHLIM MeToLOM Mo BecTteprpeHy. 3anofiHeHHas npobupka nmeet
B BbicOoTy 100 MM, n CO3 cunTbiBaeTca MO WKane Ha wratmee Seditainer. cnonb3oBaHus
cton6buka 100 MM fgaeT 3HavyeHuWe, OT/MYaloLleecd OT 3HaYeHUdA, NONYYEHHOro MeTOAOM MO
BecteprpeHy. OO6ulee COOTHOLIEHME HeNUHeWHO. MaTtemaTuyeckoe nNpubAMKeHMe 3TOrO
COOTHOLUEHMA OonpeaenseTca Npu NOMOLLM pe3y/ibTaTOB OLEHKW BCEro fuanasoHa 3HayeHui

CO3.
doTo 25. MNpoburpka BD Seditainer co cTaHAapTHOM KpbILWKOMA - 1,8 Mn
doT0 26. MNpobupka BD Seditainer ¢ 6e3onacHoii Kpbiwkon BD Hemogard - 5 m
HassaHuve Matepnan  Pasvep O6bem VHgukaTop KoHcepBaHT ~ Matepuan Matepuan LiseT
npobupkn  Npobupku 3aMofiHEH  JIMHWK bl KPbILLKN KPbILUKM KPbILLIKT
(Mm) na (M) 3ano/iHeHWs (KpbILLKa) (npobka)
Mpobupka Crekno 1025x 120 5 Ja 125 mn  [Monvumep Qnactomep UepHbiii
BD Seditainer (nHBepTupoBa  0,105M (nonuatune  GpombyTUn
¢ 6e3onacHoii NHas!) Gythepn3oBa  HOBbIIA Kayuyka
Kpbiwkoin BD MNHOro KayuykK
Hemogard pacTBopa HU3KOA
umTpaTa M0THOCTK
HaTpua
(4NC)
Mpo6upka Creknio 1025x 120 5 1,25 mn - lMonumep dnactomep UepHblii
BD Seditainer (vHuBeptuposa  0,105M (nonuatne  6poMBYTMN
co MHast) OydepnsoBa  HOBbIIA Kayvyka
CTaHAapTHOW MHOrOo KayuyK
KPbILLUKOW pacTBopa HU3KOM
umTpata NAOTHOCTK
HaTpuA
(4NC)
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Mpobupka Crekno 8 x 100 18 Oa 0,45 M1 HenpumeHn  Snactomep UepHblii

BD Seditainer (vHBepTupoBa  0,105M MO ranobyTtuna
(e¢} NHas!) 6yepn3oBa
CTaHAapTHOW VHOro
KPbILLKOM pacTBopa
umTpara
HaTpwms
(4NC)

13. WTatme gnsa npobupok BD Seditainer - npucnoco6neHune ana npobupok Seditainer 5
M/, MCNOMb3yeTCa A1 KOHBEepTauum no4yacoBoro 3HadeHnss COD 06pas3uoB KpoBM MO

BecTteprpeHy.

doTo 27. LLUtaTne gna npobupok BD Seditainer n npobupkun BD Seditainer

14. YcTpolicTBO A4Nna nepeHoca KpoBu BD Vacutainer: fepxxaTesib C NPUCOeAUHEHHON
Nyep KaHtoei (NOPTOM) - CTepubHOE O0f4HOPAa30BOe YCTPOMCTBO, NpefHa3HayeHHOe A/iA
obecneveHns 6e3onacHoOro u yaobHoro nepeHoca 6e3 MCnNonb30BaHUA UIAbl 06pas3L0B KPOBW,
B3STbIX M3 WINPULA, B BaKyyMHYI NpobupKy ans B3aTus Kpoeu BD Vacutainer . CoctouT u3
6/10Ka rHe340BOro /IID3PHOIo ajanTtepa, NPUKPENIEHHOTo K gepxartento BD Vacutainer.

doT0 28. YCTpOICTBO /151 NepeHoca Kposu BD Vacutainer: gepxkaTesib C NPUCOeaUHEHHON Jlyep KaHronel
(nopTom)
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KOMMOHEHTHI:

KOMMOHeHT
HenpoHuKatoLaa KaHionAa

BTynka
KoXyX HenpoHuKarLL e
KaHu

Wrna/ne3sune

Jepxartenb
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Martepuan, mapka
Hep>kasetowasa cranb
(copt 304)
Monnkap6oHat

CUHTETUYECKWIA
n30npeH

MonunponwuneH

MonnnponuneH

Tun KOHTAKTa C 0OpraHn3mMom

KaTeropus KoHTakTa: HeT KOHTaKTa
ONNTeNbHOCTb KOHTaKTa: HenmpuMeHUMOo
KaTteropmsa KoHTakTa: HeT KOHTaKTa
ONNTeNbHOCTb KOHTaKTa: HenmpuMeHMMo
KaTteropmsa KoHTakTa: HeT KOHTaKTa
ONnTenbHOCTb KOHTaKTa: HeNMmpUMEHNMOo
Kateropma KOHTaKTa: HET KOHTaKTa
ONMTenbHOCTb KOHTaKTa: HempumMeHUMo
Karteropuns KoHTaKTa: HET KOHTaKTa
ONVTeNnbHOCTb KOHTaKTa: HEMPUMEHUMO



7. IHCTPYKUMA MO NPUMEHEHUIO
1 Wrnel BD Vacutainer PrecisionGlide

* Wrna gns 3abopa KpoBM MCNO/Mb3yeTcHs BMecTe C NPOOGUPKON AN B3ATUSA Kposu BD
Vacutainer n urnogepxxarenem BD Vacutainer.

 [na oOCyuWecTBNEHWUA BEHONYHKUMW /[ B3ATUA KPOBU HEOOXOAMMO CKPYTUTb
NNacTUKOBbLIA KOJMIMAYOK TEXHMYECKOro KOHUA Wbl (He BCTynawLwWwero B KOHTAKT C
nauneHToM), pasopBaTb BYMaXHYH 3alWUTHYI NIOMOY U BKPYTUTb OOHaXKMBLLYHOCS
BTY/IKY B urnogep>xatesns BD Vacutainer.

e 3areM He06X04MMO CHATb MAACTUMKOBBLIA KONMNAYOK C  KaHK/M, KoTopas nocrne
Hafnexallei [JOKIMHMYECKOM MNOLFOTOBKM MecTa MpoKona BBOAMTCH B BeHY
naumeHTa.

« T[lomecTuTb Npobupky Ana B3aTMA KpoBu BD Vacutainer B fepxaTtenb u nocne
MPOHWKHOBEHUS B BEHY MOJIHOCTbIO BCTaBUTb MPOOUPKY TaK, YTOObI TeXHUYECKMU
KOHeL, Urnbl NPOTKHY/ PE3VHOBYH KPbILWKY NMPOOGUPKU U BaKyym B Mpobupke 6bis
BbITECHEH BEHO3HOW KPOBbLIO.

» T[locne 3aBepweHns 3abopa KPOBW M3BNEYL UTTY U3 PYKU MaLMeHTa U yTUAN3NPOBaTb
B COOTBETCTBMM C NPUHATHIMWU B MEAULNHCKOM YUpeXAeHuu npouesypamu.

2. OpHopa3oBblli aepxatenb BD Vacutainer One Use Holder

* HapyxHylo pe3bby urnbl ansa B3ATUA KPoBW, Habopa nns 3abopa KpPOBWM WU NIO3P
afanTtepa crnegyeT BKPYTUTb BO BHYTPEHHIOKO pe3b60BYIO YacCTb Aepxxartens.

* LeHTpupoBaTb npobupky B JepxxaTene BO K3bexaHwe NPOHUKHOBEHUS COOKY W B
pesynbTaTte MpPeXAeBPeMeHHOW noTepn Bakyyma. OCTOPOXHO NPOTONKHYTb MPOBMPKY
[0 KOHLUa fiepXaTens Tak, 4Tobbl Urna npoLuia Yepes KpbILLKY.

« [locne 3anofHeHWs nNepBOil MPO6GUPKM [0 YyKasaHHOro 06beMa M OCTaHOBKM MOTOKA
KpOBU M3BNeYb NPOBGUPKY M3 fepxaTens.

« [lomecTuTb cnegytowme npobupku B [AepxaTenb, NPOTbIKas KpPbIWKW A8 3anycka
noToKa.

« [locne ocTaHOBKM MOTOKa KPOBM B MOCNEAHIOD MPOOBMPKY M3BMEYL ee W3 AepxaTtens u
3aBepwnTb npouecc 3abopa KpPOBM B COOTBETCTBMM C MPUHATBIMU B MESULUHCKOM
yupexaeHum npouesypamu.

e  YTunusnposaTb JepxXaTenb W TMNPUKPENJIEHHYID K HEMY WMy B YTBePXAEHHbIN
KOHTEeliHep ANnA OCTPbIX OTXOAOB B COOTBETCTBUM C MPUHATBIMA B MeLMLUHCKOM
yupexzaeHumn npouesypamm.

3. [OucneHcep DIFF-SAFE ana nonyyeHns Kanavm KpoBu M3 NPO6GUPKM

e BcCTaBUTb TYNMOKOHEYHYIO KaHIOM0 U3 HepXaBellleid cTannm B KPbIWKY MNPO6GUPKY
Vacutainer, fepxa npodupKy BepTUKanbHO.

* [locne nepemelwnBaHMUA KpPOBM MATKMM MepeBopavymMBaHMeM npobupkn (4-6 pas)
nepeBepHyTb MNPOGMPKY W NpmxaTb K MPeaMETHOMY CTEK/ly C YMEpPeHHOR cuioin
[aBneHns. B MOMeHT nossieHUs Kanav ocnabutb faBneHue. Ecnv kannsg He nossnseTcs,
NPOBEPUTL Hanyme CrycTKosB.

s  YTtunusmposatb DIFF-SAFE B yTBEpPX[EHHbI KOHTeWHep NS OCTPbIX OTXOAO0B B
COOTBETCTBUM C NPUHATHLIMU B MEAULIMHCKOM YUpPEXAEHUN npoLesypamu.

4. YpanuHntens ana npobupok BD Microtainer
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* T[TlomecTuTb npobupky Microtainer B yanuHUTeNb Ana nNpobupok Microtainer pgns
YBENNYEHUA BHELWHUX pa3MepoB MNPOOGMPKM W MOBbIWEHUS ee COBMECTUMOCTU C
obopyaoBaHvem (Hanpumep, UeHTpudyramu u gepxarensiMmm npobUpoK Ans aHanm3os),
npefHasHayeHHbIM 418 NPO6MPOK CTaHAAPTHOrO pasmepa.

e YTunmsuposatb Npobumpky Microtainer n yaonnHWTENb B COOTBETCTBUM C MPUHATLIMU B
MeMNLMHCKOM YUYpexaeHmn npoueaypamu.

5. JKryTt BD Vacutainer Stretch gna B3atns Kposu

e T[10NHOCTbIO pacnpsAMUTb PYKY MNauueHTa, 3aTeM PYKOM B MNepyaTke YyKas3aTe/lbHbIM
nanbLem nanbnupoBaTb PYKY A5 06HApY>XXeHUA BEHbI.

* Hanoxutb XXryt BD Vacutainer Stretch gns B3aTus KpoBu NpuMepHO Ha 3-4 Aroiima
Bbllle BbIGPAHHOI0 MecTa MPOKO/a BeHbl, AepXa 06a ero KoHua B OHOW pyKe, & BTOPOM
npojeBas ero Yyactb 6/MKe K KOXe U fienas neTio U3 XryTta.

*  Y6eAnTbCA, YTO XIYT HAN0XeH NpaBubHO.

* [lonpocuTb NaumneHTa cXaTb Kyfak 1 nanbnupoBaTb BEHY.

* Bubibpatb BeHy.

* [locne BbI6Opa BEHbI OYNCTUTHL MECTO BEHOMYHKLMW aHTUCEMTUKOM.

e BbINOAHUTbL BeHOMyHKUMiO. Tlocne NOATBePXAeHWS [AOCTyna K BeHe MOMPOCUTb
nayueHTa pasxaTb Kynak.

* Tocne crtabunusayuy NOTOKa KPOBU 0CNabUTb XIyT, MOTAHYB BBepX 3a CBOOOAHbIE
KOHLIbI XXT'yTa OfHOW PYKOIA.

« Tocne ocnabneHns CHATb XIYT UMW OCTaBUTb €ro ocnabfeHHbIM Ha pyke nauueHTa Ao
3aBepLUeHMs NpoLeaypbl 3a6opa KPoBy.

e  YTuUAnM3npoBaTb B COOTBETCTBUM C TMPUHATBIMA B  MEAULUHCKOM  YUPEXAEHUM
rnpoueaypamu.

6. >Kryt CBC-Tourniquet gns B3aTnA KPOBU

e T10MHOCTbIO pacnpsAMUTb PYKY MauveHTa, 3aTeM PYKOMN B nepyaTtke yKasaTe/lbHbIM
nanbLem nanbnupoBaTb PyKy A8 06HapyXeHus BeHbl. Hanoxuts Xryt CBC-Tourniquet

ans B3ATMS KpoBum Kimetec npumepHo Ha 3-4 groitma (70-100 mm) Bbilwe BbIGpaHHOTO
MecTa NPoKo/a BEHbI.

* 3akpenuTb NPSHXKY Ha PuUKcaTope.

* 3aTAHYTb XIYT, HACKO/IbKO HEO6X0ANMO.

* [lonpocuTb NauneHTa cxaTb Kyfak 1 nanbnupoBaTb BeHy.

* BbibpaTtb BeHy.

* Tlocne BbiGbopa BEHbl OYMCTUTb MECTO BEHOMYHKLUN aHTUCENTUKOM.

* BbINONHUTL BEHOMYHKUMIO. [locne NOATBEPXAEHWA [OCTyna K BeHe MOMNpocuTb
nauuneHTa pasxaTb Kynak.

» Tlocne ctabunmsaumm NoToka KPOBM 0CNabuTb XIyT, OTCOEAUHUB MPSXKKY OT uKcaTopa.

» [locne ocnabneHnsa CHATb XIYT WAK OCTaBUTb ero 0CnabfeHHbIM Ha pyKe MnauueHTa Ao
3aBepLUeHusa npoLesypbl 3a60pa KpoBy.

+ CobnopaTth npasuna MefULMHCKOTO YYpPeXAeHnUsa U CTaHAapTHble paboune npouegypsl
ansa hnedéotomMum.

 [lpn uywnctke wn/vunn pe3sMH@eKUMn >Krytos HeobXOAMMO CcfefoBaTb MNpasuiam U
npouegypaM CBOero MeAWUMHCKOro yupexieHusa. WHdopmaumsa, npegoctaBfieHHas
NMPOM3BOAUTENEM, TAKXE MOXET ObITb BK/IKOYEHA B NpoLesypy.
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7.

Agantepbl BD Vacutainer gns B3aTUsS HECKONbKUX 06pasL,oB

Noap aganTtep

MOBEPHYTb BEPXHUIN W HWKHUIA Konnmayky J1osp agantepa B MPOTUMBOMONOXKHbIE
CTOPOHbI, YTOObI OTKPbITD.

Mocne paspbiBa 6YMaXKHOW 3TUKETKM KOHLbl MOXXHO PacTAHYTb, OCTaBMB KOJINAYOK /103
afiantepa Ha MecTe U 0OHaXUB TEXHUYECKUI KOHEeL, UTbl.

TeXHMYECKNA KOHELL MTNbl BCTABNSETCA B OIHOPA30BbIA AepxaTtenb BD Vacutainer.
CHATb KONMNAa4yokK afjanTepa, OCTOPOXKHO CTArMBas ero ¢ gepxxarens.

Wnpuy wan rHe3foBo (UTUHT C BHYTPEHHeid pe3bO0i, Takum 06pa3oM, MNPOYHO
BCTaB/IAeTCA B /II0O3P ajanTep, 3aKpyymBaeTcs 41 06ecrneyeHUs yaepxaHus.

YcTpoiicTeo gocTtyna Luer-Lok ¢ npucoegnHeHHbIM gepxxaTenem

BbiHyTb ycTpoiicTBO focTyna Luer-Lok n3 paspbiBatoweiica 61MCTEpHON yNakoBKuU.

LI TbipeBas N03p-BTY/IKA YCTPOMNCTBA BCTABNAETCA B FHe340 MopTa KaTeTepa BpalieHuem
MO YacoBOW CTpesiKe.

FepmetTnyHas npobupka BD Vacutainer ueHTpupyetcs B fep)aTefne YCTpoicTBa W
npoTaskuBaeTCcs Brepes TakK, 4YTO6bl KpblKa MNPOOGUPKM Oblna NPOTKHYTA KaHoneh un
obpa3sel, cTekan B Npo6GUPKY.

JononHnuTenbHble NPOBUPKN MOTYT BCTaBMATLCA MO OYEpeaw.

Mocne ypaneHus nocnefHein NpoobUPKM YTUAM3NPOBATb BECb KOMMAEKT (YCTPOMCTBO
poctyna Luer-Lok v wnpuy) B YTBEPXAEHHbIA KOHTEWHEp AN OCTPbIX OTXOAOB B
COOTBETCTBUM C MPUHATBIMU B MEAULMHCKOM YUYpexaeHuy npoueaypamu.

Mpo6upkn BD Microtainer

CHATb KpbIWKY C MNPOOGUPKM M MOMECTUTb Ha MOAXOAALLYH MOBEPXHOCTb. KpbIWKy
MOXXHO HafeTb Ha OCHOBaHWe NPOBGUPKMN.
MPOKO/MOTb KOXY MOAXOAALWMM JIaHLLETOM COr/laCHO WHCTPYKUUAM MPOU3BOAUTENSA.
YTUNM3npoBatb NlaHUET B YTBEPXKAEHHbIA KOHTENHep AN8 OCTPbIX OTX0A0B. BbiTepeTb
nepBYyO Kanj KpoBW Mapnen.
[epxatb npobupky BD Microtainer nog yrnom 30°-45° K NOBEPXHOCTM MecTa NPOKOAa.
Kanns KpoBM [O/MKHA ynacTb Ha AHO pe3epByapa. [pu B3ATUM KpoBM wu3beratb
COCKpebaHuns KoXu. Tlocne nonydeHusa 2-3 Kanenb KpPOBb CBOGOAHO MOTeYeT MO CTeHKe
pesepByapa Ha AHO NPoBMpKHN.
OCTOPOXHO: HapgaBnMBaHMe B MeCTe MPOKO/A KOXW MOXET Bbl3BaTb TeMO/IN3 U
YMEHbLWNUTbL TOUHOCTb pe3y/ibTaTa aHanusa.
3anofHNTL NPOOGUPKM O OTMETOK Ha HUX. HanonHeHve MpoOGUPKMW Bbile WAN HUXe
OTMETKM MOXET Bbl3BaTb CBEPTbIBAHME U/UN OLINGOYHbIE pe3yibTaTbl aHaIn3a.
BepHyTb KpbILWKY Ha MECTO, NOBOPaYMBas ee U HajaB/vBas BHUS.
MepemelaTb cofep>Xnmoe nNpodrpok:

a. MepeBepHYTb NPo6bMpKK ¢ nnasmoii 8-10 pas.

b. MNepeBepHYyTb Npobupku ¢ SST 5 pas.

c. Ob6pasubl ISATA cnefyetT Twarte/bHO MepeMellaTtb MPAMO MNepes aHaau3om,

pekoMeHAyeTca MUHUMYM 20 nepeBopaymBaHunii BPyUHYHO.
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e 3anonHuTbL ocTanbHble Npobupkn BD Microtainer no He06X04MMOCTU. PeKOMeHAYeMbIl

NopsAAOK B3ATUA KanuANapHOW KpoBu (MUKpo3abopa) OTNMYaeTcs OT MopsAjKa B3ATUA
BEHO3HOW KpPOBMU.
MPUMEYAHWME: Ecnn b6yaeT fgenaTbCA aHanvM3 Ha onpefefieHWe rasoB KanwunasipHoW
KpPOBM, NPO6GUPKW NS KanwuaaspHOW KPOBW, WCMOJMib3yeMble [Ans B3ATUA 06pasLos,
OO/DKHbBI 3aMONMHATLCA paHble Apyrux. B npoTMBHOM criyyae mepBbIMU 3aMOMHAKOTCA
npobupkn ¢ SATA o remMaTosiorMyeckoro aHanmsa.

9. Mpob6upkn BD Vacutainer

 [Ana B3aTMA 06pasLoB HYXHbl Wrna u fJepxarenb. BeHONYHKUMA/B3ATUE KPOBM
OCYLLECTBNAETCA CKpPYy4YMBaHMEM MNACTUKOBOrO KO/Mayka, 3alimiiatollero TeXHMYeckui
KOHeL, Urbl U BKPy4YMBaHMEM OOHaXKMBLUENCA BTY/NIKW B OLHOPA30Bbli Aepxatens BD
Vacutainer One Use Holder.

e 3aTeM NNacTUKOBbIA KOMMAYOK CHUMAeTCA C KaHionM, KoTopas nocne LOKIUHUYECKON
MOLrOTOBKN MecTa MPOKOJia BBOAUTCA B BEHY NaLMeHTa.

o 3arem npob6bupka BD Vacutainer nomewjaetcs B Aepxartefib Tak, 4YT0Obl pe3nHOBas
neperopojka KpblWKN NPO6UPKK Oblnia NPOTKHYTA TEXHUYECKUM KOHLOM UT/Ibl U BAKYYM
Obl/1 BbITECHEH BEHO3HOW KPOBbIO.

* [locne NOMHOrO BbITECHEHMSA BaKyyma ¥ OCTAHOBKW MOTOKAa KPOBU NpobupKa oTAensercs
OT WIbl WU Npu HeobxogMmocTW nepeBopaymBaeTcs Ha 180° u obpaTHO Ans
nepemMeLliBaHNA KPOBU C KOHBEPBAHTOM HY>XHOE 4MC/Io pas.

e [lpn nCNONb30BaHUN WrNbl AN HECKONbKWX 06pasuoB [OMONHUTE/IbHbIE NPOGUPKY
MOryT BCTaBNATLCA AN1A B3ATUA 00pasL,0B 40 U3BNEYEHUS UT/bl U3 PYKU NaLueHTa.

* 3areM NpoBMPKN MOXXHO LeHTpUgyrnposaTb npu He06XoANMOCTH.

10. Mpobupkn BD Vacutainer ¢ kpbiwkoit BD Hemogard

o [Ons B3ATMA 00pas3uoB HYXHbl Wrna w fgepxarenb. BeHONYHKUMA/B3SATUA KPOBU
ocyliecTBnseTcs CKpy4MBaHuEM NnaacTUKOBOIO KOMnauka, 3almuiaroLLero
HENPOHMKAIOLWMIA KOHEL, UTbl U BKPyUYMBaHUEM OOGHaXXMBLLENCS BTYNKW B O4HOPA30BbIi
gepxatenb BD Vacutainer One Use Holder .

e 3aTeM nNNacTUKOBbIA KOMMA4YOK CHUMAETCHd C BHYTPUBEHHOrO KOHLA WUr/bl, KOTOPbIW
nocne JOKAMHMYECKON NOATOTOBKM MeCcTa MPOKo/ia BBOAUTCA B BEHY MauueHTa.

e 3atem npobupka BD Vacutainer nomeuwiaetcs B AepXaTenb Tak, 4TOObl pe3nHOBas
neperopogka KpbIWKNU NPo6UpPKN Bblna NPOTKHYTa TEXHUYECKUM KOHLOM WUT/bl U BaKyyM
OblN1 BbITECHEH BEHO3HOW KPOBbLIO.

* [locne NOMHOro BbITECHEHUSA BaKyyma ¥ OCTAHOBKM NMOTOKa KPOBU Npobupka oTAensercs
OT wurael U nNpu  HeobXoAMMOCTU nepesopaumsaeTcad Ha 180° wm obpaTtHo Ans
nepeMeLlBaHUs KPOBU C KOHBEPBAHTOM HY>XXHOE YMC/I0 pas.
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* [lpuM WCNONb30BAHUW WrNbl A/ HECKO/IbKUX 00pasyoB [OMNOJIHUTENbHbIE MPOBUPKK
MOTyT BCTaBNATbLCA A5 3a6opa 06pasL,0B 40 U3BNEYEHUS UT/bl U3 PYKU MaLMeHTa.
e 3aTeM NpPo6UPKM MOXHO LUEeHTPUGYrMpoBaTb Npu He0b6X04MMOCTH.

11. Mpo6upkn BD Vacutainer ansa B3fTUSA KPOBM C LieNiblo cTabunmnsayum knetok CD4

o [ns B3dTUS 06pasy0oB HYXHbl WUrna u gepxartenb. BeHONyHKUMA/B3ATME KPOBU
OCyLLecTBNsAEeTCA CKpyuMnBaHvem nnacTMKoOBOro KO/Inayka, 3aw M aroLLero
HEMPOHWUKAILWINIA KOHEL, UTMbl U BKPYUMBAHMEM OOHaXKMBLUEWCS BTY/IKU B 0HOPA30BbIi
pepxatens BD Vacutainer One Use Holder.

e 3areM NNacTMKOBbIMA KOMMAY0K CHMMAeTCA C KaHK/IM, KoTopas nocfne AOKINHUYECKOMN
NMOArOTOBKM MecTa MPOKona BBOAUTCA B BEHY NaLMeHTa.

» 3arem npobupka BD Vacutainer nomeuiaetcd B fgep)atefb TaK, 4YT0Obl pe3nHOBas
neperopojka KpbllWKyY NPoOGMPKK Oblna NPOTKHYTa TEXHUYECKUM KOHLLOM WUT/bl N BaKyyM
OblN BbITECHEH BEHO3HOWN KPOBbIO.

* [locne NONHOrO BbITECHEHMSA BaKyyMa U OCTaHOBKM MOTOKA KPOBM MPo6UpKa OTAenseTcs
OT Wrabl U NpyM HeobXo4MMOCTM nepeBopaymsBaeTcd Ha 180° wu obpaTtHo [Ans
nepemeLlBaHNA KPOBW C KOHBEPBAHTOM HY>XHOE YMC/O pas.

* T[lpyM MCNONb30BaHUM WUINbl ANA HECKONbKUX 06pa3uoB AOMOMHUTENIbHbIE MPOGUPKK
MOryT BCTaBNATbCA AN 3a60pa 06pa3LoB L0 U3B/EYEHNUA UT/bl U3 PYKU NaLueHTa.

12. Mpobupku gnda onpegdeneHna CO3 BD Seditainer ¢ yutpatom Hatpusa (0,105 M)

e [na B3aTUA 00pasL0B HYXHbl urna W fepxatens. BeHoNyHKLWA/B3ATME KPOBU
OCYLLECTBNSETCA CKPYYMBAHMEM MNACTMKOBOr0O KO/Mayka, 3alwuuialowero TeXHUYecKuii
KOHeLl, UMbl U BKPy4YMBaHMEM OOHaXWBLUEACH BTY/NIKM B OAHOPAa30Bbli fepxaTens BD
Vacutainer One Use Holder .

e 3aTeM NNacTMKOBbIM KONMNAYOK CHMMAeTCA C KaHKM, KoTopas nocie JOKIUHWUYECKOMN
NMOAroTOBKW MecTa NpPoKo/ia BBOAUTCA B BEHY MauueHTa.

» 3arem npobupka BD Vacutainer nomewiaetcqd B AepxaTenb TaK, 4T0Obl pe3nHOBas
neperopogka KpbllWKM NPoOUPKKN Oblna NPOTKHYTA TEXHUYECKUM KOHLLOM UT /bl U BaKyyM
OblN1 BbITECHEH BEHO3HOW KPOBbLIO.

e [locne NONHOro BbITECHEHMA BaKyyMa M OCTaHOBKU MOTOKA KPOBWU NpobUpKa oTaensercs
OT wurabl M npyM HeobxoAMMOCTW nepeBopaymBaeTca Ha 180° mn o6paTHO AN
nepeMeLlBaHUs KPOBU C KOHBEPBAHTOM HYXXHOE YUC/0 pas.

e [lpn wncnonb3oBaHWWM WUrNbl A9 HECKOSIbKUX 06pa3yoB AOMNOSHUTENIbHblE MPOBMPKM
MOTYT BCTaBMATLCA 419 B3ATWUA 00pasLLOB 40 U3B/IEYEHUSA UMbl U3 PYKW MaLMeHTa.

13. WraTtus gna npobupok BD Seditainer

» Cobpartb BeHO3HY KpoBb B Npobupky BD Seditainer.
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* [lpAmMO nepes aHanM3oM nepeBepHyTb nNpobupky 8-10 pas And  TWaTesnbHOro
nepeMmewmBaHua. Ecnn pekomeHgyeTcs, MCNOMb30BaTh BpaljaloLleecs YCTPOWCTBO ANSA
nepemeLInBaHnA.

» [Momectnth Npobupky BD Seditainer B wtatue ans py4Horo onpegeneHus CO3 BD
Seditainer. COBMeCTUTb OTMeTKY O BBEPXY LUKa/bl C HUXKHEN 4acTbio C MEHUCKOM KPOBU
N CTbIKa KPOBU C BO3JYXOM.

* [MomecTuTb WITATMB Ha CTOM UMW CTONKY, r4e OH He By[eT CMeLLaTbCa BO BPEMSA aHam3a.
LLITaTMB AO/KEH CTOATL POBHO.

e YCTaHOBUTb TailMep Ha 60 MUHYT.

 Korga Tailimep mMOKaxeT BpeMf, CuYMTaTb YPOBEHb MOBEPXHOCTU  OCAXKAEHHbIX
3pUTPOLUTOB M HaO0CALOYHOWN MMasMbl Ha LIKane LWTaTMBa A9 PYYHOro OnpesfeneHuns
CO3 BD Seditainer.

e YT1unnsuposaTb Npobupkn BD Seditainer, He 0TKpbIBas KOHTeHep.

14. YcTpolicTBO 415 nepeHoca Kposu BD Vacutainer: gepxartefb ¢ NpuUcoefuHEHHOW Jlyep
KaHtnen (noptom)

* BbIHYTb YCTPONCTBO AN5 NepeHOCa KPOBM U3 pa3pbiBatoLLelics 6/IMCTEPHON YNaKOBKM.

e BcTaBuTb KOHeL, Wwnpuua BO BTY/KY /1103p MopTa YCTPOWCTBA M MOBEPHYTb LUMPWUL, MO
4acoBOW CTpesike 415 3aKpenneHus.

e [epmeTnyHas npobupka ana B3sTMA KpoBu BD Vacutainer LeHTpupyeTca B aepxartene
YyCTpOWCTBa M NPOTankuMBaeTCcs Brepes Tak, YTo6bl Kpblka NMPoOupKM 6bina NPoTKHYTa
KaHnen n obpasel, cTekan B Npodupky.

o JlononHuTenbHble NPO6UPKN MOTYT BCTaBNATLCA MO OYEPesM.

e T[locne ypaneHus nocnefHen Npo6UPKU yTUAN3MPOBaTb BeCb KOMM/EKT (YCTPOMCTBO
nMepeHoca KpPOBM W LUNPUL) B YTBEPXAEHHbIA KOHTEHep ANA OCTPbIX OTXOAOB B
COOTBETCTBUM C MPUHATBIMU B MeAULMHCKOM YYpeXxaeHun npouesypamu.

8.Mepbl NPefoOCTOPOXHOCTN NpU obpalleHnn ¢ n3genmem

Mpn ob6paweHun Cc  6GMONOTUYECKMMM  o6pasuamm M OCTPbIMM  MNpegMeTamum,
MCNONb3YEMbIMU MNpPWU  B3ATUM KPOBWM (MrNbl, NO3p-aganTepbl) cobngaliite npasuna u
npouegypbl, NPUHATbIE B YyupexpaeHun. B cnyyae nw6Oro KoHTakTa C 6GMONOrMYECKUMU
obpasuamu (Hanpumep, MpPWM YKOMe OCTPbIM NpeaMeToOM) 06paTMTECh 3a COOTBETCTBYHOLLEN
MOMOLLbHO.

YTI/I!'II/I3I/IpOBaTb BCe€ NpeagMeTbl, NCMONb30BaHHbIE MpPU B3ATUW KPOBW, B ChNeLMaibHblE
KOHTeVIHepr ana 6M0N10rn4YeckKn onacHbIX MaTepuranos.

TM  wn3genua  npeAHasHauyeHbl  ANS  WUCNOMb30BaHWA  KBaIM(ULMPOBAHHbLIM
(ne6oTOMUCTAMU MW APYTUM OBYUYEHHBIM MEAULMHCKUM NEePCOHANOM.

9.¥YnakKoBKa

1 Wrnel BD Vacutainer PrecisionGlide nocTtaBnfoTCA B KapTOHHbIX yrnakoBkax no 100 wT. B
KaX[0, KOTOpble YNaKoBbIBAKOTCA B TPAHCMOPTHbIe KOPOOKM no 10 ynakoBOK B KaX[OW, BCero
1000 wr.
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2. OpHopasoBbli gep>xatens BD Vacutainer One Use Holder noctaBnsetcs B ynakoBkax no 250
WTYK, KOTOPble 3aTeM YNaKOBbIBAOTCA B TPaHCMNOPTHble KOPOOKM MO 4 yNakoBKW B KaXAoMH,
Bcero 1000 wr.

3. AwucneHcep DIFF-SAFE pana nonyyeHuWs Kanaum KpPoOBW U3 MPOOMPKM MocTaBiseTcd B
ynakoBkax no 100 wTyK, KOTOpble 3aTeM ynakoBbiBawoTca B 10 Kopo6ok no 1000 wTyk,

KOPOOKM 3aTeM NMOMeELLLATCA B TPAHCMOPTHbIE KOPoOKM no 10 Kopo6oK B Kaxaow, Bcero 10000
.

4. Yanuautenn ana npo6bupok BD Microtainer noctaBastoTcs B ynakoBkax no 50 WTYK,
KOTOpbIE 3aTEM YMNaKOBbIBAKOTCA B TPAHCMOPTHbIE KOPOOGKKN Mo 4 ynakoBku, Bcero 200 wwiT.

5. Xryt BD Vacutainer Stretch gns B3aTus KpoBM NOCTaBNSETCA B KapTOHHOM ynakoBke no 25
WTYK, KOTOpble 3aTeM YNakoBbIBAlOTCA B TPaHCMNOPTHble KOpobkn no 20 ynakoBok, Bcero 500
L.

6. XKryt CBC-Tourniquet gnd B3aTMA KPOBM MOCTaBNAETCA B MHAUBMAYANbHbIX 3amneyaTaHHbIX
ynakoekax. 6 YMakoBOK MOMELLAOTCA B KOPOOKY, KOTOpble 3aTem YMaKoBblBalOTCA B
TpaHCNopTHble KOPOo6KKM No 10 ynakoBoK, Bcero 60 wr.

7. Apantepbl BD Vacutainer gns B3aTus HECKO/IbKMX 06pa3LoB: Jlyap agantep Wam yCTPOMNCTBO
poctyna Luer-Lok ¢ npucoeamHeHHbIM fepxatenem. YcTpolictBo goctyna Luer-Lok BD
Vacutainer ¢ NpucoeAnHEHHbIM AepXaTesieM MNOCTaBAATCA B UHAUBUAYANbHbLIX GAMCTEPHbIX
ynakoBkax, KOTopble nomewatoTca no 200 ynakoBOK B KapTOHHble YMakKOBKW, KOTOpble
CBA3bIBAIOTCA MO [Be TepMOyCajo4yHON MNeHKOW. J1to3p ajanTepbl ANS HECKO/bKUX 06pasLoB
BD Vacutainer ynakoBblBalOTCA B TPAHCMOPTHble KOpPOo6kM no 100 wWTyK, KOTOpble 3aTem
noMeLLatnTCA B TPAHCNOPTHbIEe KOpobkM no 10 Kopo6oK B Kaxaow, scero 1000 L.

8. Mpobupkn BD Microtainer noctaBnslTCA B MHAMBUAYaNbHbIX YnakoBkax no 50 WTYyK,
KOTOpbIe 3aTEM YMNaKOBbIBAOTCA B TPAHCMOPTHbIE KOPOOKM MO 4 ynakoBKKU B Kaxkaoi, Bcero 200
L.

9. Mpobupkn BD Vacutainer ynakoBbIiBarOTCA B MOAUCTUPOOBbIE NOALOHbLI MO 100 Npobupok B
KaXIoM, KOTOpble 3aTeM YMaKOBbIBAOTCA B TPaHCMOPTHble KOpobku no 10 nofLoHOB, BCErO
1000 wr.

10. Mpobupkn BD Vacutainer ¢ kpbliwkolii BD Hemogard ynakoBbiBatOTCS B MOIUCTUPONOBbIE
nogaoHbl no 100 npo6bupoK B KaXAoOM, KOTOpble 3aTeM YNaKOBbIBAOTCA B TPaHCMOPTHbIE
Kopobku no 10 nogpoHoB, Bcero 1000 wr.

11. Mpobupkn BD Vacutainer ana B3ATWS KPOBM C LeNbl CcTabunusaumm knetok CD4
yNakoBbIBAOTCA B MOAMUCTUPONOBbIE NOALOHbI MO 100 NMPoO6MPOK B KaXAOM, KOTOpble 3aTem
YyNaKoBbIBAKOTCA B TPAHCMOPTHbIE KOPO6KK no 10 nogaoHos, Bcero 1000 wr.

12. Tpobupkn pna onpegeneHuns COS BD Seditainer ¢ uutpatom Hatpusa (0,105 M)
YyNakoBbIBAOTCA B MOMUCTUPONOBbIE NOALOHbI MO 100 NPo6MPOK B KaXKAOM, KOTOpble 3aTem
YyMaKoBbIBAOTCA B TPAHCNOPTHbIe KOPO6KKM no 10 noagoHoB, Bcero 1000 wiT.

13. WTatmBbl ana npobupok BD Seditainer ynakoBbIBalOTCSA B OTAe/bHble TPAHCMOPTHbIE
KOpO6KN.

14. YcTpolicTBa ana nepeHoca kposu BD Vacutainer: gepxaTenb C NpucoeguHeHHon Jlyep
KaHtofielh (NOpTOM) NOCTaBAATCA B MHAMBUAYaNIbHbIX OGAMCTEPHBbIX YMNakKOBKaX, KOTOpble
nomewatotcd no 200 ynakoBOK B KapTOHHble YMNaKOBKW, KOTOpble CBA3bIBAKOTCA MO [ABe
TEPMOYCaf04YHON NNEHKOWA.
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10.MapkunpoBka
CogepxxaHue 3TUKeTOK COOTBETCTBYeT TpeboBaHuam EN 1041 «MHpopmauus, npunaraemas
MOCTaBLWMKOM K MEAULUHCKUM  u3genuam». Mcnonb3yemble CUMBOJIbBI  COOTBETCTBYHOT
cumBonam 13 EN 980 «IMpauueckme CUMBOMbI, UCMONb3YIOWMECA B MAPKUPOBKE MeAULIMHCKNX
n3gennin» n EN ISO 15226-1 «MegnumHckue wnsgennsa - CKUMBOMbI, UCMOMb3YHOLLMECA B
3TUKETKaX MeULMHCKMUX W34ennin, HeobxofuMmas MapkKupoBKa u uHdopmauumsa - Yactb 1
O6uwume TpeboBaHNA».

Ha mapkupoBke n3genunin gns B3atusa kposu BD Vacutainer B Habopax v OTAeNbHbIX YNakoBKax
NCNOoMb3yTCA C/efytoLne CUMBO/bI N0 NPUMEHUMOCTH:

CumBon OnwucaHue
m| MponsBoanTeNb
L a KaTanoxHblii HOMep
|TOI1 Homep naptun
C€ CE mapka
1(( ]_”EP | YNOMHOMOYEHHbIA npegcTasuTens B EC

r

-1

OrpaHnyeHne TeMnepaTypsbl

SIRIE R CTepnnm3oBaHo ramma-paguaymen
Au HecTepunbHo
14
1 Mcnonb3oBatb [0/ CPOK FOAHOCTU

He ncnonb3oBaTb NOBTOPHO

Bepeyb OT COMHEYHbIX NyYeit

MeauuMHCKOe nU3fenne aAns AMarHOCTUKK in
vitro

A OCTOPOXHO
T

J
E|/| CM. MHCTPYKLMIO MO UCNOMb30BaHUIO

bepeub oT Bnaru

He ncnonb3oBaTb, eC/n ynakoBKa NoBpeXaeHa
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M. TpaHcnopTMpPOBKA N XpaHeHKUe

N3penuns pa3paboTtaHbl, N3rOTOBMEHBI U YMaKOBaHbl TaK, YTOObl X XapakTepucTuku n pabouve
CBOWCTBA MPW WUCMNOMIb30BAHWM MO HA3HAYEHUID He W3MEHANUCb NPWU TPaHCNOPTUPOBKE W
XpaHeHWUW C YYETOM yKaszaHui U MH(opMaunu, NpeLocTaBNeHHbIX BMECTe C YNaKOBKOW U3aenus.

KOHKpeTHbIe YCN0BUSA XPaHEeHNS YKa3aHbl Ha YMakKoBKe NpoayKLuN.

12.CpokK rogHoctu
CpoK rogHocT (ecnu NPUMEHNMO) - MOCNefHUIN feHb MecAua, YKa3aHHOro Ha yrnakoBKe nocne
COOTBETCTBYIOLLENO CMMBONA:

1 Wrnbl BD Vacutainer PrecisionGlide - 5 net

2. OpfHopasosblil gepxatens BD Vacutainer One Use Holder - cpok rogHOCTU He onpejeneH

3. OucneHcep DIFF-SAFE ana nonyyeHus Kanau KpPoBM M3 MPOOUMPKM - CPOK FOAHOCTM He
onpegeneH

4. Y pnvHutenb ansd npobupok BD Microtainer - cpokK rogHOCTU He onpegeneH

5. XKryt BD Vacutainer Stretch ansa B3fatus Kposu - CpoK rO4HOCTU He onpegeseH

6. XKryt CBC-Tourniquet 4ns B3ATUA KPOBU - CPOK FOAHOCTM He onpejesieH

7. ApganTtepbl BD Vacutainer gns B3sTMA HECKONbKUX 06pa3uos: Jlyap agantep wau yCTpPOKCTBO
poctyna Luer-Lok ¢ npucoeguMHeHHbIM fepxartesiem - 36 MecsLeB

8. Mpobupkn BD Microtainer - 15-18 mecsiLes

9. Mpobupkn BD Vacutainer - 6-24 mecsua

10. Mpo6upkn BD Vacutainer ¢ kpbiwkoit BD Hemogard - 6-24 mecsua

11. Mpobupkn BD Vacutainer gns B3ATUS KPOBM C LENb cTabunmsaumm knetok CD4 - 18
MecsLeB

12. Mpob6upkn ans onpegeneHns COD BD Seditainer ¢ yntpatom Hatpus (0,105 M) - 12-18
MecsLeB

13. WTatme gna npobupok BD Seditainer - cpok rogHOCTW He onpejeneH

14. YcTpoiicTBO AnA nepeHoca KpoBu BD Vacutainer: gepxxaTenb C NpucoefnHeHHoOn Jlyep
KaHtone (noptom) - 36 mMecsues

13.Ctepununsauymnsa

W3genna ona B3ATMA KpoBu BD Vacutainer B Habopax U OTAefIbHbIX YMakOBKax SABAAKTCA
CTEPUNIBHBIMUN N HECTEPUJIBHBIMU MEANLNHCKUMU N3LENNAMMU.

MeTog cTepunnsaynm - raMmma-usnyyeHMem nan 3TUNEHOKCULOM.
Bce nsgenns ctepunn3oBaHbl ¢ 06ecneyYeHMeM YPOBHSA rapaHTum ctepunbHocTn (SAL) 10'6.

Mpouecc cTepun3aLmm BaiMANPOBaH B COOTBETCTBUM CO CefyHOWMMU HOPMATUBHBIMU
LOKYMeHTaMu:

- EN ISO 11137-1: CTepuansaumnsg npofyKToB oTpaciun 34paBooxpaHeHus - Pagmaumd - Yactb
1: Tpe6oBaHua ans paspaboTkuM, BaIufaunmn U KOHTPONA npolecca CTepuinsanum MegnLmHCKNX
n3genuin.
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- EN ISO 11137-2: Ctepunusaunsa npogyKToB oTpacin 3gpaBooxpaHeHuns - Pagmauus - YacTb
2: Bbibop go3bl pagmauumn

- EN ISO 11137-3: Ctepunnsaums npogykKToB OTpac/in 3apaBooxpaHeHna - Pagmaumsa - Yactb
3: PyKOBOACTBO

- EN ISO 11737-1: CTepunusauma MeAUUUHCKUX n3gennii - Mukpobuonormyeckne metogbl -
YacTtb 1: OnpegeneHne KoNnMYyecTsa MUKPOOPraHN3MOB B NPOAYKTe

- 1SO 11737-2: CTepunmsayns MegULUUHCKUX ngenunii - Mukpobuonornyeckne Metogbl - Hactb
2: TeCcT Ha CTepuibHOCTb, MNPOM3BEAEHHbI B TMpouecce OnpedefieHns, Banujauum W
nogfepXaHua crepunusauuu

- EN 556-1: CTepununsauma MeUUNHCKUX U3LeNNiA. - TpeboBaHUA K MEAULMUHCKUM U3LeNNaMm,
KOTOpble nognexart cTepunusaumm - Yactb 1. TpeboBaHWS K (UHULLIHON CTepuansauunm
MeANLMHCKNX U3JEeNNiA.

14. TexHNYeCcKoe CepBUCHOE 06CTY)KMBAHNE U PEMOHT
TexHMYecKoe cepBUCHOE 06CNYXXMBaHUE W PEMOHT He MPUMEHWUMbI ANA U3LENWi ANA B3ATUA
KpoBu BD Vacutainer B Habopax 1 0TAeNbHbIX YNaKOBKaX.

15.TpeboBaHMA K 0XpaHe OKpYy>KatoLlei cpefbl B npoLecce akcnayaTaunm nigenuni
N3penua B npouecce >XU3HEHHOrO LUMKNa He 0Ka3blBalOT HWUKAKOro BO3AeNCTBUA Ha
OKpY>KaloLLyto cpegy.

16. lMpaswuna yTnnusaumm
YTununsauma [O/HKHa NPOM3BOAMTLCA B COOTBETCTBMM C 3aKOHOAATe/IbHbIMWU W MECTHbIMU

HOpMaTMBaMU, a TakXXe NPOTOKONAaMU MeAULMHCKOTO YUpexaeHus.

17. MapaHTUM Npon3BoAMTENSA
Mpoun3BoauTeNlb  He HeceT OTBETCTBEHHOCTM 3a MOBPEXAEHWS WM HecuyacTHble Cry4vau,
BbI3BaHHbIE HeMNpaBU/IbHOW 3Kcnayartauuen usgenus, No BUHe MoOJMib30BaTeNeid MU BHELUHUX
HenpeaBUAEHHbIX CUTYaLUIA.

N.YNONMHOMOUYEHHbI NpeacTaBuUTe/lb HA TeppuTopun Pd

O6LLecTBO C OrpaHNYeHHOW OTBETCTBEHHOCTbH «BeKTOH AMKMHCOH BOCTOK»;

00O «bekToH AuknHcoH BocTok», Poccuda, 127018, r. Mocksa, yn. [AsuHues, 4. 12,
cTp. 1, 6nok C, Ten./tpakc, (495) 7758582, (495) 7758583
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«YTBEPXOAK» / "APPROVE"

BbekToH, AUKMHCOH 3HA KomnaHun

(Becton Dickinson and Company),

1 BekToH [paiiB, dpaHKNVH flelike, Hbto xepcn 07417-1885, CLLA
(1 Becton Drive, Franklin Lakes, NJ 07417-1885, USA)

Cneunanuct MexayHapogHoro otaena HopMaTtUBHO-NPaBOBOro PeryniMpoBaHuns
(BomkHoCTb/position)

b. Nnnunax KO (B. Lilian Yoo)

(umga/name)

/Nognuck/

(nognuce/signature)

04 wmapTta 2016

«fleHb» Mecay, (undpamu) / «day» month (numerals)
M.MM. / Stamp
[MevaTs]
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MepeBOA C aHTMMIACKOTO A3blKa Ha PYCCKMWIA A3bIK BbINOMHEH MEPEBOLYNKOM
KpannuHeim [leHncom AnieKcaHApOBUYEM

1 nnnnunce 1

"opoa Mockaa.
[eBATOoro MoHA f1Be ThICAYN LLIECTHAALATOro roga.

4 TMpokoweHKoBa EneHa EBreHbeBHa, HoTapuyc ropofa MOCKBbl, CBUAETENbCTBYIO
NOAMHHOCTb MOoANUCKU, cAenaHHoW nepesogymkom KpannuHbiM [leHUcoM AfneKCaHApPOBUYEM B
MOEM MPUCYTCTBUN. JINUHOCTb €ro yCTaHOoB/EHA.

3apermcTpupoBaHo BpeecTpe 3a No
B3bickaHo no Tapudgy: 100 py6.

Fep6oBas nevyaTb |
HOTapuyca

MpoLIHYpOBaHO, MPOHYMEpPOBAHO
N CKpenfeHo neyaTbid & nucT(-a,-0B)

waeascnsw HOT @pUyC 0 Bcero npouy3sHy”Bdo,
[Moanncb & yEPREne
J \ X JTNCTOB.
"opon, Mocksa
AeBsiToro vos (utmucmifcmngi
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