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1. Name of medical device

Single-Use Blood Collection Devices
Single-Use Blood Collection Devices:

. BD Vacutainer® PrecisionGlide™ Venous Blood Collection Needles

2. BD Vacutainer® Safety-Lok™ Single-Use Devices for Blood Collection: winged
needles with luer adapter or without

3. BD Vacutainer® Safety-Lok™ Single-Use Devices for Blood Sample Collection:
winged needles with luer adapter and Pre-Attached Tube Holder

4, BD Vacutainer® Push Button, BD Vacutainer® UltraTouch™ Push Button with
PentaPoint™ Technology Single-Use Devices for Venous Blood Collection:
winged needles with luer adapter or without

5. BD Vacutainer® Flashback Single-Use Sterile Needles for Venous Blood
Collection

6. BD Microtainer® QuikHeel™ Single-Use Sterile Lancets for Capillary Heel Stick
Blood Collection

7. BD Microtainer® Single-Use Contact-Activated Lancets for Capillary Finger Stick
Blood Collection

8. BD Vacutainer® Eclipse™"" Single-Use Sterile Venous Blood Collection Needles

2. Place of manufacture of medical device

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

Place of manufacture:

1. Becton Dickinson Caribe Ltd, Cerro Gordo Industrial Park Road 916 k.m. 0.8 No.
98 San Lorenzo, PR 00754, Puerto Rico.

2. Becton Dickinson Infusion Therapy Systems Inc., 9450 South State Street, Sandy,
Utah 84070, USA.

3. Becton Dickinson Infusion Therapy Systems Inc., S.A. de C.V., Periférico Luis
Donaldo Colosio # 579, Nogales, Sonora, C.P. 84048 Mexico.

4. Nipro Medical Industries Ltd., Tatebayashi Plant, 2-19-64, Matsubara,
Tatebayashi-shi, Gunma, 374-8518, Japan

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

6. Becton Dickinson Medical (S) Pte Ltd., 30 Tuas Avenue 2, Singapore, 639461,
Singapore

7. HTL-Strefa S.A., Adamowek 7, Ozorkow 95-035, Poland

8. Nipro (Thailand) Corporation Limited, 10/2 Moo 8 Bangnomko, Sena, Phra
Nakhon Si Ayutthaya, 13110, Thailand

9. Becton Dickinson and Company Limited, Pottery Road, Dun Laoghaire, Co
Dublin, Ireland.

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

11. Becton, Dickinson and Company, Belllver Industrial Estate, Belliver Way,
Roborough, Plymouth, PL6 7BP, UK.
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3. Medical device classification

European Medical Devices Directive: 93/42/EEC
Class of potential risk of medical device application: Ila

4. Intended use of medical device

Single use Blood Collection 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.

5. Field of medical device application
Single-Use Blood Collection Devices are used in clinics, clinical diagnostic laboratories
and other healthcare institutions by doctors, nurses or other trained healthcare personnel.

6. Medical device operating principle and description

Single-Use Blood Collection Devices are intended for blood collection in patients of all
ages forthe purposes ofin vitro diagnostic examination.

Picture 1 BD Vacutainer® PrecisionGlide™ Venous Blood Collection Needles
1. BD Vacutainer® PrecisionGlide'r Venous Blood Collection Needles are sterile, single
use medical devices specifically intended to be used for the sampling of venous hlood
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.
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BD Vacutainer® PrecisionGlide™ needlesfor multiple blood sample collection

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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M aterial, grade

Stainless steel (grade 304)
Polypropylene
Polystyrene

Stainless steel (grade 304)
Synthetic isoprene rubber
Polyethylene

Medical grade silicone
Medical grade silicone

Epoxy

Type ofcontact 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



2. BD Vacutainer® Safety-Lok™™ Singie-Use Devices for Blood Collection: winged
needles with iuer adapter or without consist of a winged blood collection needle with
flexible tubing, a female luer adapter, and a male luer adapter. The Safety-Lok™ Blood
Collection Setalso contains a needle safety shield.

The flexible wings, color coded according to needle gauge, are provided for user grip
during insertion and removal of the needle. The needle is able to be manually retracted
back into the safety shield after use. The wings lock into place in the safety shield and the
needle is covered completely, minimizing the possibility of needlesticks after use and prior
to disposal.

The winged blood collection needle is attached to PV C tubing which is provided in either
seven or twelve inch lengths. Atthe opposite end of the tubing is a female luer adapter for
collection into a syringe orto mate with a male luer adapter.

The male luer adapter contains threads for attachment to a Vacutainer® Needle Holder,
and a non-patient cannula for puncture of evacuated blood collection tube stoppers. The
NP cannula of the luer adapter has a sleeve that recovers over the cannula to stop blood
flow during collection of multiple tubes.

Picture 2. BD Vacutainer® Safety-Lok’ Single-Use Device for Blood Collection (winged needle 21G, with
Luer-adapter)

Picture 3. BD Vacutainer® Safety-Lok’™* Single-Use Device for Blood Collection (winged needle 21G, without
Luer-adapter)
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Picture 4. BD Vacutainer® Safety-Lok™ Single-Use Device for Blood Collection (winged needle 23 G, with
Luer-adapter)

Picture 5. BD Vacutainer® Safety-Lok™"” Single-Use Device for Blood Collection (winged needle 23 G,
without Luer-adapter)

Picture 6. BD Vacutainer® Safety-Lok'™" Single-Use Device for Blood Collection (winged needle 25G, with
Luer-adapter)

Picture 7. BD Vacutainer® Safety-Lok™"* Single-Use Device for Blood Collection (winged needle 25G, without
Luer-adapter)
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Duration: None

Luer-adapter adhesive Epoxy Contact: None
Duration: None
Packaging Sleeve Polyethylene Contact: None

Duration: None

3. BD Vacutainer® Safety-Lok™ Single-Use Devices for Blood Sample Collection:
winged needles with luer adapter and Pre-Attached Tube Holder consist of a winged
blood collection needle with flexible tubing, a female luer adapter, and a male luer adapter
attached to a Vacutainer® One Use Holder. The Safety-Lok™w Blood Collection Set also
contains a needle safety shield.

The flexible wings, color coded according to needle gauge, are provided for user grip
during insertion and removal of the needle. The needle is able to be manually retracted
back into the safety shield after use. The wings lock into place in the safety shield and the
needle is covered completely, minimizing the possibility of needlesticks after use and prior

to disposal.

The winged blood collection needle is attached to PVC tubing which is provided in either
seven or twelve inch lengths. At the opposite end of the tubing is a luer adapter attached to
a Vacutainer® Needle Holder and a non-patient cannula for puncture of evacuated blood
collection tube stoppers. The NP cannula of the luer adapter has a sleeve that recovers over
the cannula to stop blood flow during collection of multiple tubes.

Picture 8. BD Vacutainer® Safety-Lok'N"* Single-Use Device for Blood Sample Collection: winged needles with
luer adapter and Pre-Attached Tube Holder (23G)
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Picture 9. BD Vacutainer® Safety-Lok™* Single-Use Device for Blood Sample Collection: winged needles with
luer adapter and Pre-Attached Tube Holder (21G)

Bt)

IV Cannula

IV Shield (Cannula Protector)
Wing

Needle Shield

Tubing

Female Luer Connector

Luer Adapter Hub

NP Sleeve

9. Luer NP Cannula

10. Holder

©® No g~ W -

Components:

Component Material, grade Type of contact with organism
IV Cannula Stainless steel (grade 304) Contact: Blood path, indirect
Duration: Limited exposure
IV Shield (Cannula Polyethylene Contact: None
Protector) Duration: None
Wing Polyvinylchloride Contact: None
Duration: None
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Needle Shield

Tubing

Female Luer Connector
Luer Adapter Hub

NP Sleeve

Luer NP Cannula

IV Cannula Lubricant
Cannula Adhesive
Tubing Adhesive

Luer Cannula Lubricant
Luer-adapter adhesive
Holder

Packaging Sleeve

Polypropylene
Polyvinylchloride
Acrylonitrile-butadiene-styrene
Polypropylene

Synthetic isoprene rubber
Stainless steel 304

Medical grade silicone

Epoxy

Cyclohexanone / methyl ethyl
ketone
Medical grade silicone

Epoxy
Polypropylene
Polyethylene

Contact: None

Duration: None

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

Duration: None

Contact: Skin

Duration: Limited exposure
Contact: None

Duration: None

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

Duration: None

Contact: None

Duration: None

Contact: None

Duration: None

Contact: None

Duration: None

Contact: None

Duration: None

Contact: None

Duration: None

4. BD Vacutainer® Push Button, BD Vacutainer® UltraTouch™ Push Button
with PentaPoint™ Technology Single-Use Devices for Venous Blood Collection:
winged needles with luer adapter or without is a winged blood collection set with
flexible tubing, a female luer connector and an optional male luer adapter. The BD
Vacutainer® Push Button Blood Collection Set also contains a needle protector. The
wing set is designed with an active retraction method. When the button is actively
depressed, the needle fully retracts and is enclosed and locked within the barrel of
the device. The retraction of the intravenous (V) end of the needle helps to prevent
accidental needle sticks.

The optional male luer adapter contains threads for attachment to a Vacutainer® Brand
Needle Holder, and a non-patient cannula for puncture of evacuated blood collection tube
stoppers. The non-patient end (NP) of the cannula of the luer adapter has a sleeve that
recovers over the cannula to stop blood flow during collection of multiple tubes.
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Picture 10. BD Vacutainer® Push Button Single-Use Device for Venous Blood Collection (winged needle 21G,
with Luer-adapter)

» S

Picture 11. BD Vacutainer® Push Button Single-Use Device for Venous Blood Collection (winged needle 21G,
without Luer-adapter)

Picture 12. BD Vacutainer® Push Button Single-Use Device for Venous Blood Collection (winged needle 23G,
with Luer-adapter)

Picture 13. BD Vacutainer® Push Button Single-Use Device for Venous Blood Collection (winged needle 23G,
without Luer-adapter)
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Picture 14. BD Vacutaiiier® Push Button Single-Use Device for Venous Blood Collection (winged needle 25G,
with Luer-adapter)

Picture 15. BD Vacutainer® Push Button Single-Use Device for Venous Blood Collection (winged needle 25G,
without Luer-adapter)

Picture 16. BD Vacutainer® UltraTouch™Push Button with PentaPoinU"* Technoiogy Single-Use Device for
Venous Blood Collection (winged needle 21G, with Luer-adapter)

Picture 17. BD Vacutainer® UltraTouch™ Push Button with PentaPoinUM Technology Single-Use Device for
Venous Blood Collection (winged needle 23G, with Luer-adapter)
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Picture 17. BD Vacutaiiier® UltraTouch’™M Push Button with PentaPoint~ Technology Single-Use Device for
Venous Blood Collection (winged needle 25G, with Luer-adapter)

3> ® ® (1)

1 IV Cannula
2 IV Shield (Cannula Protector)
3 Wing
4. Front Body
5 Rear Body
6. Tubing
7. Luer-adapter Hub
8 Female Luer Connector
9. NP Sleeve
10 Luer NP Cannula
Components:
Component Material, grade Type of contact with organism
IV cannula Stainless steel (grade 304) Contact: Blood path, indirect
Duration: Limited exposure
IV Shield (Cannula Polyethylene Contact: None
Protector) Duration: None
Wings Polyolefin Contact: None
Duration: None
Front body Polypropylene Contact: None
Duration: None
Rear body Acrylic Contact: None
Duration: None
Spring Stainless steel (grade 302) Contact: None
Duration: None
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Tubing

Female Luer Connector
Luer Adapter Hub

NP Sleeve

NP cannula

Cannula Adhesive

IV Cannula Lubricant
Hub-Tubing Adhesive
Female Luer - Tubing
Adhesive
Luer-adapter adhesive

Luer Cannula Lubricant

Luer Cap

Polyvinylchloride
Acrylonitrile-butadiene-styrene
Polypropylene

Synthetic isoprene rubber
Stainless steel (grade 304)
Epoxy

Medical grade silicone

UV curable adhesive

Cyclohexanone / methyl ethyl
ketone

Epoxy
Medical grade silicone

Polypropylene

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

Duration: None

Contact: None

Duration: None

Contact: None

Duration: None

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

Duration: None

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

Duration: None

Contact: None

Duration: None

Contact: None

Duration: None

Contact: None

Duration: None

Contact: None

Duration: None

5. BD Vacutainer® Flashback Single-Use Sterile Needles for Venous Blood Collection
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® Flashback Blood Collection Needle has a clear

hub that allows flashback visualization. It provides a means of identifying to the user that
the needle has accessed a vein.

Picture 16. BD Vacutainer® Fiashback Single-Use Sterile Needies for Venous Blood Collection
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1 1V Shield

2. IV Cannula

3. Flash Chamber

4. Male Luer

5 NP Cannula

6. NP Sleeve

7. NP Shield

Components and material grades:
Component Material, grade
IV Shield Polypropylene
IV Cannula Stainless steel (grade 304)
Flash Chamber Polystyrene
Male Luer Polystyrene
NP Cannula Stainless steel (grade 304)
NP Sleeve Synthetic isoprene rubber
NP Shield Polyethylene
Adhesive Epoxy
IV Lubricant Medical grade silicone
NP Lubricant Medical grade silicone
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Type of contact with organism
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

Contact: None

Duration: None

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

Duration: None



6. BD Microtainer® QuikHeeF” Single-Use Sterile Lancets for Capillary Heel Stick
Blood Collection are single-use, sterile micro-collection devices with permanently
retracting blades used to perform heel sticks for the purpose of collecting skin puncture
blood. The mechanism may not be re-activated which prevents injury or re-use risk. BD
Microtainer® QuikHeeF™ lancets are developed for heel stick in newborns and children

under the age of 1year.

Picture 17. BD Microtainer® QuikHeePw Single-Use Sterile Lancets for Capillary Heel Stick Blood

Collection

Components and material grades:

Component
Blade

Blade Case (front and

back)
Actuator / Trigger

Spring
Trigger / spring lubricant
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Material, grade
Stainless steel (grade 301)

Polystyrene
Polycarbonate
Polycarbonate

Medical grade silicone

Type of contact with organism
Contact: Blood path, indirect
Duration: Limited exposure
Contact: None

Duration: None

Contact: None

Duration: None

Contact: None

Duration: None

Contact: None

Duration: None



7. Single-Use BI) Microtainer® Contact-Activated Lancets for Capillary Finger Stick
Blood Collection are single-use, sterile micro-collection devices with permanently
retracting blades used to perform finger stick punctures in adults and children for the
purpose of collecting capillary blood. The mechanism may not be re-activated which
prevents injury or re-use risk.

Picture 18. Single-Use BD Microtainer® Contact-Activated Lancets for Capillary Finger Stick Blood
Collection

Components:
Component Material, grade Type of contact with organism
Needle/blade Stainless steel Contact: Blood path, indirect
Duration: Limited exposure
Tap cap Polypropylene Contact: None
Duration: None
Main Housing Polypropylene Contact: None
Duration: None
Shield Polyethylene Contact: None
Duration: None
Return Spring Zinc Coated Carbon Steel Wire  Contact: None
Duration: None
Needle Carrier/Protective  Polystyrene Contact: None
Tab Duration: None
Drive Spring Zinc Coated Carbon Steel Wire  Contact: None
Duration: None
Rear Cap Polypropylene Contact: None

Duration: None
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8 BD Vacutainer® Eclipse™ Single-Use Sterile Venous Blood Collection Needles are
sterile, single use medical devices for venipuncture to collect blood specimens from
patients. The blood collection needle is used by attaching it to the Vacutainer® Needle
Holder with the non-patient, or NP end. The needle shield is manually activated after the
Eclipse™ needle is withdrawn from the vein to allow safe disposal.

Picture 19. BD Vacutainer® Eclipse™M Single-Use Sterile Venous Blood Collection Needles

IV Cannula

IV Shield

Safety Shield

Hub

NP Cannula

NP Sleeve

Holder (if available)

NOoOORWDN R
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Components:

Component Meterial, grade 5 Type of contact with organism
IV Cannula Stainless steel 304 Contact: Blood path, indirect
Duration: Limited exposure
IV Shield Polypropylene Contact: None
Duration: None
Safety shield Polypropylene Contact: None
Duration: None
Hub Polystyrene Contact: None
Duration: None
NP Cannula Stainless steel 304 Contact: Blood path, indirect
Duration: Limited exposure
NP Sleeve Synthetic rubber Contact: None
Duration: None
NP Shield (if available) Polyethylene Contact: None
Duration: None
Holder (ifavailable) Polypropylene Contact: None
Duration: None
Epoxy adhesive - pre- Epoxy Contact: None
attached holder only Duration: None
IV Cannula Lubricant Medical grade silicone Contact: Blood path, indirect
Duration: Limited exposure
NP Cannula Lubricant Medical grade silicone Contact: None

Duration: None

7. Instruction for use

1 BD Vacutainer® PrecisionGlide™ Venous Blood Collection Needles

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

Venlpuncture/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
holdkr.

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.

BléJé)d can then be collected into single or multiple evacuated blood collection
tubes.

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

2 BD Vacutainer® Safety-Lok™ Single-Use Devices for Blood Collection:
winged needles with luer adapter or without

The blister package is peeled apart and the set removed. The luer adapter is
threaded into a holder (a Becton Dickinson Vacutainer® Brand Needle Holder of
appropriate size must be used to ensure proper function.)
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The site is prepared for venipuncture with antiseptic and allowed to dry.

The needle sheath is removed and venipuncture is performed, holding the needle
by the wings.

Blood is collected into an evacuated tube by placing the tube into the holder and
puncturing the stopper, replacing with additional tubes as appropriate.

When using the Safety-Lok™ Blood Collection Set, the needle is then withdrawn
by grasping the wings and pulling gently. One method of activating the safety
shield is by grasping either wing with one hand, and the grip area of the yellow
safety shield base with the other. The wings slide back into the rear slot of the
safety shield until a click is heard, insuring the needle is completely retracted and
locked in place.

All Blood Collection Sets should be disposed of in the nearest sharps container
according to local regulations.

3 BD Vacutainer® Safety-Lok™ Single-Use Devices for Blood Sample
Collection: winged needles with luer adapter and Pre-Attached Tube Holder

The blister package is peeled apart and the set removed. The luer adapter is
threaded into a holder (a Becton Dickinson Vacutainer® Brand Needle Holder of
appropriate size must be used to ensure proper function.)

The site is prepared for venipuncture with antiseptic and allowed to dry.

The needle sheath is removed and venipuncture is performed, holding the needle
by the wings.

Blood is collected into an evacuated tube by placing the tube into the holder and
puncturing the stopper, replacing with additional tubes as appropriate.

When using the Safety-Lok™ Blood Collection Set, the needle is then withdrawn
by grasping the wings and pulling gently. One method of activating the safety
shield is by grasping either wing with one hand, and the grip area of the yellow
safety shield base with the other. The wings slide back into the rear slot of the
safety shield until a click is heard, insuring the needle is completely retracted and
locked in place.

All Blood Collection Sets should be disposed of in the nearest sharps container
according to local regulations.

4. BD Vacutainer® Push Button, BD Vacutainer® UltraTouch™ Push Button
with PentaPoint™ Technology Single-Use Devices for Venous Blood
Collection: winged needles with luer adapter or without

The BD Vacutainer® Push Button Blood Collection Set (PBBCS) is removed
from blister pack.

The luer adapter is threaded clockwise into the needle holder or IV line/syringe.
Thnegdllv protector shield is then removed from the intravenous (IV) end of the

e

To collect a blood specimen, a BD Vacutainer® evacuated blood collection tube
is placed inside the holder and, once the vein has been penetrated with the needle,
the tube is pushed in so that the Non Patient (NP) end of the needle pierces the
tube’s rubber stopper.

Once the vacuum is fully vented the tube is removed. After the appropriate

number of tubes has been drawn, the user pushes the button while the needle is
still in the vein.
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site), inserted into the patient’s vein.

» A BD Vacutainer® Blood Collection Tube is placed inside the holder and, once
the vein has been penetrated, pushed 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.

* Once the vacuum is fully vented the blood collection tube is withdrawn and
additional evacuated tubes can be inserted to collect successive blood specimens,

» When blood collection is complete the needle is withdrawn from the arm and the
pivot shield manually activated before the device is discarded safely.

8. Safety measures when handling a device

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

Protection measures have been incorporated into the design of some of the devices to
reduce the risk of needlestick injury.

Dispose all sharp objects 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™ Venous Blood Collection Needles are supplied in
shelf cartons containing 100 units. These are subsequently packed in shipping boxes
containing 10 shelf cartons, for 1000 units in total.

2. BD Vacutainer® Safety-Lok™ Single-Use Devices for Blood Collection: winged
needles with luer adapter or without are supplied in individual sealed blister packs. 50
blister packs are packaged into each shelf carton. 4 shelf cartons are then placed into
each shipping box, for 200 units in total.

3. BD Vacutainer® Safety-Lok™ Single-Use Devices for Blood Sample Collection:
winged needles with luer adapter and Pre-Attached Tube Holder are supplied in
individual sealed blister packs. 25 blister packs are packaged into each shelf carton. 8
shelf cartons are then placed into each shipping box, for 200 units in total.

4. BD Vacutainer® Push Button, BD Vacutainer® UltraTouch Push Button with
PentaPoint Technology Single-Use Devices for Venous Blood Collection: winged
needles with luer adapter or without are supplied in individual sealed blister packs. 50
blister packs are packaged into each shelf carton. 4 shelf cartons are then placed into
each shipping box, for 200 units in total.

5. BD Vacutainer® Flashback Single-Use Sterile Needles for Venous Blood Collection
are supplied in shelf cartons containing 50 units. These are subsequently packed in
shipping boxes containing 20 shelf cartons, for 1000 units in total.

6. BD Microtainer® QuikHeel ™™ Single-Use Sterile Lancets for Capillary Heel Stick
Blood Collection are supplied in individual sealed blister packs. 50 blister packs are
packaged into each shelf carton. 4 shelf cartons are then placed into each shipping box,
for 200 units in total.
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7. Single-Use BD Microtainer® Contact-Activated Lancets for Capillary Finger Stick
Blood Collection are supplied in shelf cartons containing 200 units. These are
subsequently packed in shipping boxes containing 10 shelf cartons, for 2000 units in
total.

8 BD Vacutainer® Eclipse™” Single-Use Sterile Venous Blood Collection Needles are
supplied in shelf cartons containing 48 units. These are subsequently packed in
shipping boxes containing 10 shelf cartons, for 480 units in total.

10.Labeling

The label content meets the requirements of EN 1041 “Information supplied by the
manufacturer of medical devices”. The symbols used correspond to the symbols specified
in EN 980 “Graphical symbols for use in the labeling of medical devices” and EN 1SO
15226-1 “Medical devices - Symbols to be used with medical device labels, labeling and
information to be supplied - Part 1 General requirements”.

The following symbols are used in the labeling of the Single-Use Blood Collection
Devices according to the application method:

Symbol Description
Mo Manufacturer
1REFj Catalog number
ILQTI Batch code
CE mark

a
Temperature limitation

STRLE B Sterilized using ethylene oxide

STERILE1R Sterilized using gamma radiation

Use by/shelf life
Single use

/i\ Keep away from sunlight
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11. Transportation, storage and shelf life

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.

Keep in dry place at room temperature; keep away from direct sunlight.

n.Shelflife:

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

1
2
3

o N o O

BD Vacutainer® PrecisionGlide™ Venous Blood Collection Needles - 5 years

BD Vacutainer® Safety-Lok™ Single-Use Devices for Blood Collection in Difficult
Veins: winged needles with luer adapter or without - 2 years.

BD Vacutainer® Safety-Lok™ Single-Use Devices for Blood Sample Collection in
Difficult Veins: winged needles with luer adapter and Pre-Attached Tube Holder - 2

years.

BD Vacutainer® Push Button, BD Vacutainer® UltraTouch Push Button with
PentaPoint Technology Single-Use Devices for Venous Blood Collection: winged
needles with luer adapter or without - 2 years.

BD Vacutainer® Flashback Single-Use Sterile Needles for Venous Blood
Collection - 2 years.

BD Microtainer® QuikHeel™ Single-Use Sterile Lancets for Capillary Heel Stick
Blood Collection - 5 years.

Single-Use BD Microtainer® Contact-Activated Lancets for Capillary Finger Stick
Blood Collection - 5 years.

BD Vacutainer® Eclipse™ Single-Use Sterile Venous Blood Collection Needles - 3
years (with holder) - 5years (without holder) - see packaging.

13. Sterilization

Single-Use Blood Collection Devices are sterile medical devices.

Sterilization method - by gamma irradiation or ethylene oxide.

All devices are sterilized to the Sterility Assurance Level (SAL) of 10"

Sterilization process is validated in accordance with the following standards:

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

- ENISO 11137-2: Sterilization of health care products - Radiation - Part 2 Establishing
the sterilization dose.

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

- EN556-1: Sterilization of medical devices - Part 1
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- ENISO 11737-1: Sterilization of medical devices - Microbiological methods - Part 1
Determination of a population of microorganisms on products.

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

- ENISO 11135-1: Medical devices - validation and process control of sterilization by
ethylene oxide.

14, Environmental protection requirements in the process of device operation

A device does not have an adverse impact on environment during life cycle.

IS. Disposal considerations

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

16. 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.

17. 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

“APPROVE”

Becton Dickinson and Company,
1 Becton Drive, Franklin Lakes, NJ 07417, USA
Staff International Regulatory Affairs Specialist

(position)
B. Lillian Yoo

(name)

(signature)

17/November/ 2016

“day” month (numerals)

Stamp

BeBcéon,nDli)ckineson and Comp...
Flran?(ﬁ?n Lawe/s, New Jersey 0741/
USA
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3. Knaccuukaums meauumMHCKOro nsaenms

EBponeiickas AMpeKTvBa Mo MeaULMHCKUM n3genvam: 93/42/EEC.
Knacc noTeHLmMaIbHOro pucka NpYMeHeHna MeULIMHCKOrO U3fenns: 2a.

4. HasHauyeHMe MeMLMHCKOro NU3aenus

V3nenms 0aHOKPATHOTO MPUMEHEHNS AN 3a6opa KpoBM MpeaHasHaueHbl 418 coopa BeHO3HOI
KPOBY 113 OpraHv3Ma YesioBeka [yt NMoc/edytoLLeli ArarHOCTMKK in vitro.

5. Chepa NpUMeHeHUs MEAULMHCKOIO VU3aenus
3nenms oiHOKPaTHOrO MPUMEHEHWS AN1S 3a60pa KPOBWM MCMOMb3YHOTCA B KMHUKaX, KOJT, v
APYrUX NeYebHbIX YUPEXAeHMSX BpadaMy, MEAVLIMHCKMI CECTpaMM WK ApYTVM 00YHEHHbIM
MEAVLIIHCKMM MePCOHa/IOM.

6. MpuvHUMN AeCTBMSA, onmncaHne MeAULIMHCKOTO 13aenuns

V3nenvs oiHOKPaTHOrO MpUMeHeHUs /1S 3a60pa KPOoBW NpeaHasHaueHbl ANs B3ATVS KPOBU Y
MaLIeHTOB BCEX BO3PACTOB B LEAX iNn Vitro AnarHoCTUKA.

®oT1o 1. Urnel gns B3sSTUA BeHO3HOW KpoBu BD Vacutainer PrecisionGlide
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1 Wrnbl pgna B3ATUS BeHO3HOM KpoBm BD Vacutainer PrecisionGlide - CTepuibHble
MEAVILMHCKME W3AeNNA OAHOKPATHOrO MPUMEHEHWS, MpeAHasHayYeHHble Ans cbopa BEHO3HOW
KpOBW 13 OpraHM3ma Ye/oBeka 15 Noc/edyHoLLEei AnarHoCTUKK in vitro.

V3pgenve npegHasHayeHo [AnA  Menosb30oBaHnA KBaI'II/IdJI/ILIII/IpOBaHHbIM 3KCd)y3I/IOHI/ICTOM wim

OPYrM 00YyYeHHbIM MEANLIMHCKM MEPCOHa/IOM.

Mrnel ana B3aT A BeHO3HOW KpoBu BD Vacutainer PrecisionG lide

1) BHyTprBEHHas KaHHONS
2) 3alMTHBIA KOMMaYOoK BHYTPUBEHHON KaHHKOMN
3) Brynka

4) KaHtond, He BETYMaroLLas B KOHTaKT C MauyeHToM
5) Koxyx Ha KaHo/0, He BCTYMAtOLLYHO B KOHTAKT C MaLyeHToM

6) 3alMTHbIA KONMAYOK KaHH/MN, He BETYMAOLLEI B KOHTAKT C MaLMEHTOM

KOMMOHEHTBI:
KoMnoHeHT Matepuan, Mapka
BHyTpriBeHHas KaHon4 HepxkaBetoLLpgs eTasib
(mapkm 304)
3aLMTHBIA KOMMa4oK MNonvnponuneH
BHYTPUBEHHO KaHHO/IN
Brynka [Nonucturpon

KaHiong, He BCTynatolliga  HepykasetoLLas eTasib
B KOHTAKT C NauyieHToM (mapkn 304)

KOXKyX Ha KaHH/1o, He CVHTETUYECKNIA
BCTYMatOLLYHO B KOHTAKT C  M30MPEHOBbIA KayuyK
rnaLyeHTom

3alMTHBIA KOMMa4oK MonuatuneH

KaHH/IN, He BCTYMaroLLEl
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Twn KOHTaKTa € opraH13Mom

KaTteropuna KoHTaKTa: 0I'IO€p€,D,OB&HHbII7I
KOHTaKT € KPOBbHO

L MTeNbHOCTL KOHTaKTa:
KPaTKOBPEMEHHbIN

KaTteropmna KoHTaKTa: He NnpumeHnmo
LMTeNbHOCTL KOHTaKTa: He NMPUMEHNMO
KaTteropmna KOHTaKTa: He MpuUMEHNMO
LMTeNbHOCTL KOHTaKTa: He NPUMEHNMO
KaTteropuna KoHTaKTa: OI'IOCpe,qOBaHHbIﬁ
KOHTaKT C KPOBbHO

LMTeNbHOETb KOHTaKTa:
KPaTKOBPEMEHHbIN

KaTteropmna KoHTaKTa: He MpUMEHNMO
LMTeNbHOCTL KOHTaKTa: He MPUMEHNMO

KaTteropmna KOHTaKTa: He NMpuUMeHNMO
LMTeNbHOETL KOHTaKTa: He MPUMEHNMO



B KOHTaKT C nayneHToM

Cma3Ka BHyTPVBEHHO MeavLyHCKWIA KaTeropusi KOHTaKTa: OrnocpenoBaHHbIl
KaHHo/W CU/IMKOH KOHTAKT C KPOBbO
[NMTeNbHOCTb KOHTAKTA:
KPaTKOBPEMEHHbIIA
CMma3Ka KaHHo/, He MeaVLMHCKIIA Kateropyisi KoHTaKTa: He NprMeHMMO
BCTYNatoLLIE/i B KOHTAKT C  CU/IMKOH [MTENbHOCTb KOHTAKTa: He MPUMEHUMO
MaLyeHTOM
Anresvs anokeug Kateropuis KOHTaKTa: He NPYMEHVMO

LMTeNbHOCTL KOHTaKTa: He MPUMEHNMO

2. YCTpoiicTBa OAHOKPaTHOro npumeHeHns BB Vacutajner 8al'ely-bok ans B3iTUSI KPOBMW:
NrNbl-6a604YKN B KOMMJEKTE C N03P-aaanTepoM WAn 6e3 COCTOAT W3 WUI/bl-6aboukn ¢
rMOKM KaTeTepoM [1s1 3a60pa KPOBW, a Takke C MHE30BbIM W LLUTbIPEBbLIM JO3P-afanTepamMi.
YcTpoiicTBa 0HOKpaTHOro npumMeHeHns BO Yaculalrer Safety-Lok s B3STVSI KPOBU: UMbl
6aboyKM B KOMIN/IEKTE C NKO3P-afanTepoM Wim 6e3 Takke CHabyKeHa 3aLLMTHBLIM KOPycoMm Ay
UMbl

[M6Kve GabouKK, LIBET KOTOPbIX COOTBETCTBYET KanmOpy WI/bl, MPedyCMOTPeHbI Afis TOro,
4TOGbI MO/L30BATENHO GbUIO YA0BHO BCTAB/ATL M M3BNEKATb MINy. [loc/e 1CToNb30BaHMs Uy
MOXHO BpYYHYIO BCTaBMTb OOPaTHO B 3aLLMTHbIA KOMMadoK. Baboukn 3alle/kvBaloTcs B
3aLLUMTHOM KOMMayke, W WUrna OKasblBaeTCsl MOMHOCTHHO MPUKPBITOA, YTO MUHUMM3NPYET
BEPOSTHOCTb YKO/IOB WF/IOV MOC/IE UCTO/Mb30BaHMS U [I0 €8 YTUMM3ALMN.

Wrna 6abouka coefyHeHa ¢ kateTepom u3 MBX, KOTOpbIiA NOCTaBNSETCA B BapyaHTe [/HbI
CeMb WM [BeHaduaTb [HOMMOB. Ha [pyromMm KOHUE KaTeTepa HaxoguTcs rHe3foBOM /ko3p-
aaanTep 41s coopa KPoBY B LLMPUL, WK /19 COEAVHEHUS CO LUTLIPEBbIM JI03P-3arNTEPOM.

LLITbIpeBOli No3p-afanTep OCHALLEH Pe3b0oli 4 KPEMeHnst K urnogepatento Yacllialrer u
KaHIOMel, He BCTYMAlOLLE B KOHTAKT C MALWMEHTOM, /19 MPOThIKAHWS KPbILLEK BaKyyMHbIX
MPOBVPOK /19 3a60pa KPOBW. TEXHWUUECKUIA KOHEL, Ur/bl SH03P-aanTepa CHAOKEH KOMMAYKOM,
MOKPbIBAIOLLM €70 1 OCTaHaB/MBAIOLLIYIM MOTOK KPOBY MPK 3a60pe B HECKOJTbKO NMPOBUPOK.

®0TO 2. YCTPOWCTBO OAHOKpPaTHOro npumMeHeHus BB Vacutajner Safety-Lok gns B3sTusa
KpoBu (nrna-6aboyka 21C, ¢ N03p-agantepom)
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®oT0 3. YCTPOWMCTBO OAHOKPATHOro npumMeHeHus BB YacHlater Safety-Lok ans B3atus
KpoBu (Urna-6aboyka 21C, 6e3 noap-agantepa)

r. 4

®oT0 4. YCTponcTBa 0AHOKpaTHOro npmmeHeHnst BO Vacutainer Safety-Lok ans B3situs
KpoBu (Mrna-6abouka 23 C, ¢ N03p-agantepom)

®0T0 5. YCTPOWCTBO OAHOKPATHOro npumMeHeHns BB YacHlawer 8alely-bok ans B3siTus
KpoBu (Urna-6abouka 23 C, 6e3 no3p-agantepa)

®0TO 6. YCTPOWNCTBO OAHOKpPATHOro npumMeHeHus BB Vacutainer 8alely-bok ans B3ATusA
KpoBu (Urna-6abouka 25C, ¢ n03p-afantepom)

®0TO 7. YCTPOMCTBO OAHOKPATHOro npumMeHeHus BB Vacutainer 8afety-Lok ans B3stus
Kposu (Urna-6abouka 25C, 6e3 ntosp-agantepa)
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1 BHyTprBeHHasa KaHons
2. 3alWTHBIA KOMMA4YoK BHYTPMUBEHHOM KaHHOMN
3. babouka
4. 3alTHbIA KOPMyC UMbl
5. Karetep
6. [He340BOI NHO3p-adanTep
7. BTynka noap-agantepa
8. KoXyX Ha KaHHo/1H0, He BCTYMAtOLLYHO B KOHTaKT C MauyeHToM
9. KaHtons ntosp-agantepa, He BCTYNatoLL@as B KOHTaKT C MauyieHTOM
KOMMOHEHTbI:
KoMMoHeHT Martepuan, Mapka TN KOHTaKTa ¢ OpraH1u3mMom
BHyTprBEHHas Hep>xagetoLLas CTab Kateropusi KOHTaKTa: ornocpefoBaHHbIN
KaHH0/15 (Mapka 304) KOHTAKT C KPOBbO
[MTeNbHOCTb KOHTAKTa: KPaTKOBPEMEHHBII
3aLLWTHBIN MonuaTuneH KaTeropvsi KOHTaKTa: He NPUMEHIMO
KONMa4oK (KaHkorn) JTeNbHOCTb KOHTaKTa: He MPYMEHMO
Babouka [MonmBuHWUNXNMopuA Kareropusi KOHTaKTa: He MPYMEHMO
LMTeNbHOCTb KOHTaKTa: He MPYMEHMO
3alyTHbIA Kopryc  [MonmnponiuneH KaTeropvsi KOHTaKTa: He MPYMEHUMO
Wbl LMTeNbHOCTL KOHTaKTa: He MpYMEHUMO
KateTtep [NonmBuHMNXNOpPUA, KaTeroprs KoHTaKTa: ornocpeaoBaHHbIiA
KOHTaKT C KPOBbIO
LMTeNbHOCTb KOHTAKTa: KpaTKOBPEMEHHbIN
He300BOV M0SP-  AKPUMIOHUTPWT- KaTeropvsi KOHTaKTa: He NPUMEHMO
aaarnTep GyTaayeH-cTpor LMTenbHOCTb KOHTaKTa: He MPUMEHNMO
Brynka noap- lNonunponuneH KaTteropmna KOHTaKTa: He NMpuMeHNMO
afiarrepa JNTeNbHOCTL KOHTaKTa: He MPYMEHVMO
Koxyx Ha KaHtonto,  CUHTETUYECKWUIA KaTeropusi KOHTaKTa: He NPUMEHNUMO
He BCTYMAlOLLYI0 B M30MPEHOBbIA Kayuyk [MTeNbHOCTL KOHTaKTa: He NMPUMEHMMO
KOHTaKT C
MaLeHTOM
KaHtons ftosp- HepxkagetoLLias cTarb 304 Kateropyist KOHTaKTa: OrocpeoBaHHbIiA
afianTepa, He KOHTaKT C KPOBbIO
BCTYMaroLLis B [nUTeNnbHOCTb KOHTAKTA: KPaTKOBPEMEHHBI
KOHTaKT C
MaLEHTOM
Cwmaska KaHHoM MeaVLMHCKMIA CMKOH  KaTeropust KOHTaKTa: OrocpenoBaHHbIl
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®0TO 8. YCTPOMCTBO OAHOKPATHOro npumeHeHus BB YacHlawer Safety-Lok ana B3satus
Npo6 KpoBW: WINbI-6a604KN C N1t03p-afanTepoM B KOMIMJIEKTE C MNPUCOeAUHEHHBLIM
aepxxarenem npobupok (23C)

®0T0 9. YCTPOMUCTBO OAHOKpPaTHOro npumeHeHuss BB Vacutajner Safety-Lok gns B3stums
Npo6 KpoBW: WUrNbl-6a604KN C NHO3P-afanTepoM B KOMMJIEKTE C MPUCOELMHEHHbIM
Jepxkatenem npo6umpok (21C)

1 |/|,E|||_|

¢l)®

1 BHyTpMBEHHaA KaHOMS
2. 3aWMTHBIA KOMMAYoK BHYTPMBEHHOM KaHHOIN
3. babouka
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Katetep

©oo NG A

3auMTHbI KOpNyc Urbl

MHe340BOW N03p-aganTep
BTynika ntoap-agantepa

KOXyX Ha KaHH/10, He BCTYNaoLLy B KOHTAKT C NaUMeHTOM
KaHtons noap-agantepa, He BCTynatwowas B KOHTAKT C NauueHToM

10. fepxartenb

KOMMOHEHTBI:

KomnoHeHT
BHyTpuBeHHasA
KaHonA

3alnTHbIi
Konna4vok (KaHwnu)

Babouka

3alunTHbI Kopnye
Urnbl

Katetep

CHe340BON No3p-
afantep

BTynka noap-
apanrtepa

KoXyX Ha KaHJ/Io,
He BCTynaloLLyo B
KOHTaKT C
nauveHTom
KaHtona noap-
apantepa, He
BCTynarwoLLas B
KOHTaKT C
naumveHTom
Cwmaska
BHYTPUBEHHOWA
KaHm

AgresuB gns
coefiMHeHns
KaHonmn ¢
Kpbl/blLLKaAMU
Agaresns ons

MaTtepuan, mapka

Hepxasetowasa cranb

(mapka 304)

MonunatnneH
MonusmHMNxnopua
MonunponuneH

MonusuHMNxnopug,

AKpUIoHUTpUn-byTagneHx-

CTUpo”n
MonunponuneH

CUHTETNYECKUNIA

N30MNPEHOBbIN Kay4yk

Hepxasetowwas crasib 304

MeaANLUMHCKNIA CUNMNKOH

anokecng

LinknorekcaHoH/
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Twn KoOHTaKTa c opraHM3mMom

Kateropus koHTakTa: onocpefoBaHHbIi
KOHTaKT C KPOBbIO

[NnnTenbHOCTb KOHTaKTa:
KpaTKOBPEMEHHbI

Kateropus KoHTakTa: He NpYMeHNMO
[NTenbHOCTb KOHTakKTa: He NPYUMEHUMO
Kateropus KoHTakTa: He NpyMeHUMo
[NUTenpHOCTb KOHTaKTa: He NPUMEeHNMO
Karteropus KoHTakTa: He NpYMMeHUMO
[NUTenbHOCTb KOHTaKTa: He NPUMEHNMO
Kateropus koHTakTa: onocpefoBaHHbIN
KOHTaKT C KPOBbtO

[NnnUTenbHOCTb KOHTaKTa:
KpaTKOBPEMEHHbI

Kareropus koHTakTa: He NpyMeHUmo
[NVTenbHOCTb KOHTaKTa: He NPUMEHNMO
Kateropus KoHTaKTa: KOXHbIl
JOnnTensHOCTb KOHTakTa:
KpaTKOBPEMEHHbI

Kateropus koHTakTa: He NPUMEHUMO
[NVTenbHOCTb KOHTaKTa: He NPUMEeHNMO

KaTeropus koHTakTa: onocpefoBaHHbIl
KOHTaKT C KPOBbIO

OnntensHOCTb KoHTakTa:
KpaTKOBPEMEHHbII

KaTeropusi koHTaKTa: onocpefoBaHHbIi
KOHTaKT C KPOBbIO

[nuTenbHoeTb KOHTakKTa:
KpaTKOBPEMEHHbI

KaTeropusi kKoHTakTa: He NPMMEHMMO
[NnTenbHOCTb KOHTaKTa: He NPUMEHUMO

KaTeropusi KOHTakTa: He NPUMEHUMO



coefiMHeHnst
KPbINbILLIEK C
KateTepom
Cma3ska KaHin
noap-agantepa

MEeTUNITUNKETOH

MeaANUMHCKNIA CUNNKOH

OnnTenbHoeTb KOHTaKTa: He npuMeHNMo

KaTeropusi KOHTakTa: He NPUMEHUMO
[MTEeNbHOCTb KOHTaKTa: He NPUMEHUMO

AjresuB nosp- anokcung KaTeropus KoHTakra: He NpMMEeHNUMO
afiantepa [OnnTenbHOCTb KOHTaKTa: He NPUMEeHNMO
Jepxarenb MonunponwuneHx Kareropusa KoHTakra: He NnpuMeHnUMOo
[ONnTenbHOCTb KOHTaKTa: He MPUMEHNMO
YNakoBOYHbIl MonunatuneH KaTeropusi koHTakTa: He NPUMEHUMO

KOXYX

OnnTenbHoeTb KOHTaKTa: He NPMMEHNMO

4. YcTpoicTBa ogHOKpaTHOro npumeHeHna BD Vaeutainer Push Button, BD Vacutainer

UltraTouch Push Button c 3aToukoi PentaPoint gns B3ATUSA KPOBU; UrNbl-6a604KKN B
KOMM/EKTe € /1II03p-afanTepom uam 6e3 COCTOAT U3 UMNbl-6a604YKN- C TMOKUM KaTeTepoMm
NS 3a6opa KpPoBMW, a Takke C rHe3foBbIM /IH03p-afanTepoM U OMUMOHAIbHBIM LUTLIPEBLIM
No3p-afantepoM. YCTpoicTBa O4HOKpaTHOro npumeHeHus BD Vaeutainer Push Button,
BD Vacutainer UltraTouch Push Button ¢ 3aToukoii PentaPoint ans B3siTusi KpOBM Takxke
CHabXeHbl 3allMTHbIM KOpnycoM Ansa urnbl. Baboukn npegHasHaueHbl 4711 MeToga
aKTUBHOrO BTArMBaHUA. MNpy aKTMBHOM HaXKaTum Ha KHOMKY MUrna NosIHOCTbI0 BTArMBaeTCA
N GNOKMpYyeTCA BHYTpPU Kopriyca usfenvs. BTArvBaHwe BHYTPUBEHHOM UMbl MO3BONSET
npefoTBPaTUTb CrlydaiHble YKOJbl UMI0M.

JononHnTenbHbIi  WITbIPEBOA M03p-adanTep CHabXeH pe3bboi AN KPenaeHust K
urnogepxatento Vacutainer Brand Needle Holder 1 kaHionei, He BCTynawLwed B KOHTaKT
C nauueHToMm, AN11A NPOTbIKAHMA KPbIWEeK BaKyyMHbIX MNPOOUPOK [Ans 3abopa KpOBW.
HenpoHuvkalowas KaHiona aap-agantepa CHabkeHa KOXYXOM, MOKpbIBAOWMM ee U
oeTaHaB/MMBAIOLLMM MOTOK KPOBU Mpu 3ab0pe B HECKO/IbKO MPOOMPOK.

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



doT1o 10. YCcTpoiCTBO OfHOKpaTHOro npmmeHeHns BD Vacutainer Push Button (urna-
6abouka 21G, c fo3p-aganTepom)

doTo 11. YcTpolcTBO OfHOKpaTHOro npumeHeHusa BD Vacutainer Push Button (urna-
b6abouka 21G, 6e3 nsp-aganTtepa)

doT0 12. YCTpoONCTBO OAHOKpaTHOro npumeHeHus BD Vacutainer Push Button (urna-
6abouka 23G, c fl03p-afanTepom)

ii»*'

doT10 13. YeTpolicTBO 04HOKpPAaTHOro npumeHeHnsa BD Vaeutainer Push Button (urna-
6abouka 23G, 6e3 ntoa3p-agantepa)
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®oT0 14. YCTPOMCTBO OAHOKPATHOro npumeHeHusa BD Vacutainer Push Button (1rna-
6abouka 25G, c to3p-afanTepom)

®oT10 15. YCTpOWCTBO OAHOKpaTHOro npumMeHeHus BD Vacutainer Push Button (urna-
6abouka 25G, 6e3 nap-agantepa)

®oT0 16. YCTPOWCTBO OAHOKpAaTHOro npumeHeHus BD Vacutainer UltraTouch Push
Button c 3aToukoi PentaPoint gns B3TUA KpoBu (Urna-6abouka 21G, ¢ N03p-aganTepom)

®oT0 17. YCTpPOWCTBO OAHOKpaTHOro npumeHeHmss BD Vacutainer UltraTouch Push
Button ¢ 3aToukow PentaPoint gnsa B3aTnsA KpoBu (Urna-6abouka 23G, ¢ 103p-agantepom)
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®oT0 18. YCTpoiiCcTBO OAHOKpaTHOro npumeHeHmnss BD Vacutainer UltraTouch Push
Button c 3aToukoi PentaPoint gna B3ATUA KpoBuM (Urna-6abouka 25G, ¢ No3p-

afanTtepom)

. BHyTpuBeHHad KaHi N4

“g

¢1)

AW MTHBIA KONMAYoK BHYTPUBEHHOI KaHK N

babouka
MepelHUi Kopnyc

Katetep
Brynka nwoap-agantepa
FHEe340BOIW NWap-agantep

KOoXyX Ha KaHIO N0, He BCTYNA W ylo B KOHTAKT C MAalUEHTOM
0. KaHlons nioap-agantepa, He BCTynatwo W as B KOHTAKT C NaUNEHTOM

1
2
3
4
5. 3agHuit kopnyc
6
7
8
9
1

KOMNOHEHTH :

KOMNOHEHT Matepuan, mapka
BHyTpuBEHHAA HepxagetwlWaa cranb
KaHtons (mapka 304)

3al UTHbI i Monuatunen
KONNavyoKk (KaHionu)

babouka NonnoneduH
MepefHuit kopnyc Monunponunex
3agHuit kopnyc AKpunoBbl i nonnmep
MpyxuHa HepxaBelwWwas cranb

(mapka 302)
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TuUn KOHTAKTa € OPraHu3mMom

Kateropus KOHTAKTa: ONOCPEAOBAHHDI
KOHTAKT C KpOBbIO

ONuTenbHOCTh KOHTAKTA: KPATKOBPEMEHHbI il
Kateropuna KOHTaKTa: HE MPUMEHUMO
ONNTENbHOCTD KOHTAKTA: HE MPUMEHUMO
Kateropna KOHTaKkTa: HE MPUMEHUMO
ONnTenbHOCTL KOHTAKTA: HE NPUMEHUMO
Kateropung KOHTaKTa: He MPUMEHUMO
ONnTenbHOCTb KOHTAKTA: HE NPUMEHUMO
KaTeropma KOHTAaKTa: HE NPUMEHUMO
ONnTenbHOCTb KOHTAKTA: HE NPUMEHUMO
Kateropug KOHTaKTa: HE MPUMEHUMO
OnNnTenbHOCTb KOHTAKTA: HE NPUMEHUMO



KateTtep

FHe3J0BOA Nt 3p-
agantep

Brynka nwoap-
aganTtepa
KoXyx Ha KaHl N,
He BCTynaw Wy B
KOHTAaKT C
naymexHTom

KaHwo nsd, He
BcTynawwas 8
KOHTAaKT C
NauneHToMm
Apresus gnsa
COELUHEHMSA
KaHwonu ¢
KPbl /bl W KaMu
CMaska KaHwo v

Apjresus gng
COGLMHEHMA BTYNKHU
C KaTeTepom
Apresus gng
COeLNHEHMNA N0 3p-
agantepac
KaTeTepom
AJLresus niwap-
agantepa

Cmaska KaHwo nu
nwosp-agantepa
Konnayok niwoap-
afantepa

Monusuuunxnopug

AKpunoHutpun-
byTaguen-ctupon
Monunponunex

CHHTETHYECKNI
N30NMPEHOBbLI Kayuyk

HepxaBelowas cranb
(mapka 304)

anokcug

MEINUUHCKUA CHNUKOH

Y®-0TBepX Aaemblil
afresns

UwnknorekcaHoH/
METUNITUNKETOH

dnokcup
MEINUUHCKUA CHANKOH

Monunponunex

KaTeropua KOHTAaKTa: 0MOCPes0OBAHHbI
KOHTaKT C KPOBbI0
LNuTenbHOCTb KOHTAKTA: KPaTKOBPEMEHHbI /i
KaTeropna KoHTakTa: He NPUMEHUMO
LNnTenbHOETb KOHTAKTA: HE MPUMEHUMO

KaTeropma KOHTAKTa: HE MPUMEHUMO
LNVTeNnbHOCTb KOHTAKTA: He NPUMEHUMO

KaTeropua KoHTakTa: He NPUMEHUMO
LNUTeNbHOCTb KOHTAKTA: HE MPUMEHUMO

KaTeropua KOHTaKTa: 0MOCPes0BaHHbI i
KOHTAKT C KPOBbI0
LNUTeNnbHOCTb KOHTAKTA: KPaTKOBPEMEHH bl if

KaTeropna KOHTAaKTa: HE MPUMEHUMO
LNUTeNbHOCTb KOHTAKTA: HE MPUMEHUMO

KaTeropns KOHTAaKTa: OMOCPESOBaHH bl
KOHTAKT C KPOBbIO
LNUTenbHOCTb KOHTAKTA: KPaTKOBPEMEHH bl i
KaTeropua KOHTAKTa: He MPUMEHUMO
LNUTeNbHOCTb KOHTAKTa: HE MPUMEHUMO

KaTeropna KoHTaKTa: He MPUMEHUMO
LNUTeNbHOCTb KOHTAKTA: HE MPUMEHUMO

KaTeropna KOHTAKTa: He MPUMEHUMO
LNUTeNbHOETb KOHTAKTA: HE MPUMEHUMO

KaTeropua KOHTAKTa: HE MPUMEHUMO
LNUTeNbHOCTb KOHTAKTA: He NPUMEHUMO
KaTeropua KOHTaKTa: HE NPUMEHUMO
LNUTeNbHOCTb KOHTAKTA: He NPUMEHUMO

5. Urnbl ctepunbHble Of4HOKpaTHOro npumeHeHna BD Vacutainer Flashback pna

3abopa BEHO3HOW KpPOBU -

CTEPUNbHDIE

MELMUMHCKME WM3LeNus OJHOKPATHOTO

NPUMEHEHNS, NpeAHA3HAYEHHbIE ANA B3ATUA BEHO3HOA KPOBM M3 OpraHiuama Yenoseka Ang
NoCNeAyl W el AMATHOCTUKY in vitro.

NW3genne

npefHasHayeHo [N4A

MCNnonb30BaHMA

KBAaNUGMUMPOBAHHBLIM IKCHY3SMOHUCTOM

WA LPYTUM OOYYEHHLIM MEAMLUHCKUM MepcoHanoM. Mrnbl CTepUNbHbI e OAHOKPATHOTO

NPUMEHEHNS
Npo3payvyHOoit

BD Vaeutainer
BTYNKOW, MO3BONAI U €l

Flashback
BUJETb 00paTHbI

BEHO3HOA KPOBM CHabXeHb
BOPOC KpoBM. 3IT0 NO3BONAET

Ana  3abopa

NoNb30BaTEN0 NOHATL, YTO Wrna nonana B BEHY.
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®oT10 16. VIrnbl cTepuibHble OAHOKPATHOro npumeHeHna BB Yaeulalner [Nla8bbaek ans
3abopa BEHO3HOI KpOBU

AW MTHBIA KONMAYoK BHYTPUBEHHON KaHI NN

BHYyTpuBEHHAA KaHlo N4

BusyanbHaq kamepa

Brynka nwoap-agantepa

KaHiong, He BCTynaw 1w as B KOHTAKT C MALNEHTOM

KoXyXx KaHoNW, He BCTynaw el B KOHTAKT C NaLUeHTOM

AW MTHBI KONNAYyoK KaHIO MW, He BCTynalo L el B KOHTAKT C NaLUEHTOM

- oo ol B~ W N s

KOMNOHEHTH ¥ MapKin MaTepuanos:

KomMnoHeHT Matepuan, mapka Tun KOHTAKTa C OPraHu3mMom
3al MTHbI I Monunponnnen KaTeropus KOHTAKTA, HE NPUMEHUMO
Konnauok . ONUTenbHOCTD KOHTAKTA: He NPUMEHUMO
BHYTPUBEHHOI
KaHionu
BHYyTpUBEHHAA HepxaBelowas crans Kateropug KOHTAaKTa: 0NOCPEAOBAHHDI
KaHiong (mapka 304) KOHTaKT C KPOBbIO
ONNTenbHOCTD KOHTAKTA: KPATKOBPEMEHHbI il
BusyanbHas kamepa fonnctupon Kateropna KOHTaKTa: He MPUMEHUMO
ONUTENbHOCTD KOHTAKTA: HE MPUMEHUMO
Brynka nwoap- fMonuctupon Kateropua KOHTaKTa: He NPUMEHUMO
agantepa ONNTenbHOCTD KOHTAKTA: HE MPUMEHUMO
Kahtons, He Hepxagetw was cTans Kateropua KOHTaKTa: ONOCPeA0BaHHbI it
BCTYnako uas B (mapka 304) KOHTaKT C KPOBbI
KOHTaKT C LNUTENbHOCTb KOHTAKTA: KPATKOBPEMEHHbI i
nauneHTom
KoXyx kKaHw nu, He CuHTeTHYECK NI Kateropua KOHTaKTa: HE NPUMEHUMO
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BCTynalo W eit 8 M30NpPEeHOBLIM Kayuyk LNUTeNbHOCTb KOHTAKTa: HE MPUMEHUMO

KOHTAaKT C

naLueHTom

AW NTHb nonnatunen Kateropua KOHTaKkTa: He NPUMEHUMO

kKonna4ok KHHQHM, JNuTenbHOCTb KOHTAKTA: He MPUMEHUMO

He BCTynatwwew 8

KOHTAKT ¢

naLueHTom

Apresns dnokeng Kateropug KOHTaKTa: He MPUMEHUMO
ONUTenbHOCTb KOHTAKTA: HE NPUMEHUMO

Cmaska KaHwonu MEANUMHCKNA CHAUKOH  KaTeropus KOHTAKTA: OMOCPEAOBAHHDbI I

KOHTAKT C KPOBbH
BANTenbHOCTh KOHTAKTA: KPAaTKOBPEM EHHBI I

Cmaska KaHionu, He MEANMUMHCKUIA CUNMKOH  KaTeropua KOHTAKTa: HE MPUMEHUMO

BCTYNalo el 8 NNuTeNbHOCTh KOHTAKTA: HE MPUMEHUMO

KOHTaKT ¢

nayueHToM

6. JlTaHUETbI CTepU/ibHbIE OAHOKPAaTHOro npumeHeHnst BB Milcrolawer Quikheel ans 3abopa
Npo6 KanunnsipHOM KPOBM M3 MNATKW npeacTasndoT Cco60/A OQHOPAa30BbEe CTEPUAbHbIE
ycTpoicTea AN9 MUKpP03abopa KPOBM C MOCTOAHHO BTAHYTHIMU NE3BUAMMU, UCNONbIYEMbIE ANA
YyKONOB B MATKY v 3abopa KpOBM nocne npokona Koxwu. MexaHuW3M HeBO3MOXHO aKTUBUPOBATH
MOBTOPHO, YTO MCKNK YAET PUCK TPAaBMUPOBAHWUA WAU NMOBTOPHOTO MCNONb3IOBAHMA. JlaHLETH
BB Milcrolalner Puwkbee! paspaboTaHbl A8 NPOKanbiBaHud NATKN HOBOPOXJEHHbIX W JeTeil A0
roga.

JrANKINE L L

A 17110
®oT10 17. JlaHUETbl CTepu/ibHble OAHOKpaTHOro npumeHeHmns BB Mlcrolarer Quikheel
NS 3a60pa NPo6 KanuNAspHOM KPOBU M3 NATKN
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KOMMNOHEHTH W MapKkin MaTepuanos:

KomMnoHeHT MaTepuan, mapka TWn KOHTAKTa C OPraHusMom
Nessue Hepxasetowan crans Kateropua KOHTaKTa: ONOCpejoOBaHHbI il
(mapka 301) KOHTAKT C KPOBb I

LNnTenbHOCTb KOHTAKTA:
KPaTKOBPEMEHHBI i

BHewHUA u MonucTupon Kateropua KOHTaKTa: He NPUMEHUMO
BHYTPEHH U Kopnyc DNuTenbHOCTh KOHTAKTA: HE MPUMEHUMO
nessus
MycKoBOW MEXAHN3IM Monukap6oHart Kateropua KOHTAKTa: He NPUMEHUMO
ONUTENbHOCTD KOHTAKTA: HE MPUMEHUMO
MpyxuHka Monukap6oHar Kateropug KOHTaKTa: He NPUMEHUMO
ONuTeNnbHOCTb KOHTAKTA: HE MPUMEHUMO
CMa3ka NyckoBoOro MEAVILI,VIHCKI/IVI CANNKOH Kateropua KOHTAKTa: HE NPUMEHUMO
MEXaHU3MAmpPyX UHKU O NnTenbHOCTb KOHTAKTA: HE MPUMEHUMO

7. JlaHUeTbl KOHTakTHO-akTuMBupyemble BD Microtainer Contact-Activated Lancet pgns
npokanbiBaHWSA Nanbla npyv  B3STUM NpPob6 KanuANAPHOM KPOBW, OAHOKPAaTHOro
MPUMEHEHNA npejcTaBAA T CO60A ORHOPA30BLIE CTepUAbHbLIE yCTpoiicTBa ANA MuKpo3abopa
KPOBW C NOCTOAHHO BTAHYTHIMW NE3BUAMM, UCNONb3YEMbIE ANF NPOKONA KOXYW Nanbles v 3abopa
KanunnapHod KPOBM Yy B3POCAbIX M AeTeil. MexaHW3M HEBO3MOXHO aKTUBUPOBATH MOBTOPHO,
YTO UCKNKO YaeT PUCK TpaBMUPOBaHUA UAN NOBTOPHOTO MCNONb30OBAHNA.

®oT1o 18. JlaHLeTbl KOHTAKTHO-aKTUBUpYeMble BD Microtainer Contact-Activated Lancet
AN NpoKa/blBaHWA Manbla Npu B3STUW MPO6 KanwuaisgpHOW KpPOBM, O4HOKPATHOrO
NPUMeHeHnsA

KOMNOHEHTHI !
KOMNOHEHT Marepuian, Mapka Twun KOHTaKTa C OpraH1M3MoM
Wrnalnessue HepxaBew Wwan cTanb  KaTeropua KOHTaKTa: ONOCPESOBAHHbIf
KOHTAKT C KPOBbIO
LNnTenbHOCTb KOHTAKTA: KPaTKOBPEMEHHbl i

Konnayok Monunponunen KaTteropua KOHTaKTa: He NPUMEHUMO
HaKOHEYHUKa LNuTenbHOCTL KOHTAKTA: HE MPUMEHUMO
FnasHbl it kKopnyc Monunponune KaTteropus KOHTAaKTa: He MPUMEHUMO
ONUTENbHOCTD KOHTAKTA: HE MPUMEHUMO
JaWUTHBIA Konnayok Monuatunen Kateropuna KOHTaKTa: HE MPUMEHUMO

LNUTEeNbHOCTL KOHTAKTA: HE MPUMEHUMO
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Bo3BpaTHas NpyxuHa MpoBonoka u3 Kateropma KOHTaKTa: HE NPUMEHUMO
yrnepogucTon cTant C  NautenbHOCTh KOHTAKTA: HE MPUMEHUMO

LUHKOBLI M
NOKpbITHEM
Wrnogepxatens / Monuctupon KaTteropus KOHTaKkTa: HE MPUMEHUMO
JaW NTHBIA MexaHusm LNNTeNbHOCTb KOHTAKTA: HE MPUMEHUMO
MpusogHaa NpyxuHa MpoBonoka u3 Kateropua KOHTAKTa: HE NPUMEHUMO
yrNepoaucTOn CTanu ¢ [ autenbHocTs KOHTAKTA: He NPUMEHUMO
LMHKOBLI M
MOKpbi TUEM
JafHnii konnayok Monunponunex Kateropus KOHTaKTa: He NPUMEHUMO

ONuTeNnbHOCTL KOHTAKTA: HE MPUMEHUMO

Nrnbl cTepunbHble OAHOKPATHOIO MNPUMeEHeHUs AnA 3abopa BeHO3HOW Kposu BD

Vaeutainer Eclipse npegctaBnato T co60ii 04HOPa30Bbie CTEPUNbHbIE MEAULUHCKUAE M3AENNA

LGNS BeHONMYHKuuu w 3abopa o6pa3uoB KpoBM Yy naunmeHtoB. Wrna gna 3abopa KpoBu npwu
MCNONb30OBAHMM MNPUKPENNAETCA K Mrnojepxatent Vaeutainer KOHLOM, He BCTynawwum B
KOHTAaKT ¢ nayueHToM. Konnayok WrNbl aKTUBWPYETCA BPYYHYK MNOCNE W3BNEYEHUS UTNbI
Eclipse n3 BeHbl Ang 6e30NacHOl yTunansauum.,

®oT10 19. VIrnbl cTepubHbIE OAHOKPATHOIO NPUMEHEHNS ANs 3abopa BEHO3HOI Kposn BD
Vaeutainer Eclipse

BHYTpUBEHHAA KaHiONA
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Brynka

-~ O o1 B w

KOMNOHEHTHI:

AW MTHBIA KONNMAYOK BHYTPUBEHHOA KaHIO Nu
JalWWTHBLIA Konnayok

KaHiona, He BCTynaw 1l as B KOHTAKT C NALUEHTOM
KoXyX Ha KaHIO N0, He BCTYNalo Wy B KOHTAKT C NalUeHTOM
Nepxatenb (ecnu ecTb B KOMNAEKTALNM)

KOMNOHEHT Matepuan, TUN KOHTAKTA C OPraHu3Mom
Mapka

BHyTpuBeHHas KaHio N4 HepxaBelowad Kateropug KOHTaKkTa: 0nocpesoBaHHblii
cTanb 304

AW UTHBIA KONMAyoK
BHYTPUBEHHOW KaHi0 Nu

AW UTHBIA KONMmauoK

Brynka

Kanionq, He BcTynaw 1, as 8
KOHTAKT C MaLUEeHTOM

KoXyx Ha KaHi N0, He
BCTYyNal Wel B KOHTAKT C
NaLyMeHTOM (Mpu Hanuumn)
AW UTHBIA KONMmayoK
KaHio W, He BCTynatk W el B
KOHTAKT C NalueHTOM
Nepxatenb (npun Hanuumn)

ONOKCUMAHbIA afTe3ns -
TONbLKO MPU Hanuuuu
MPUCOEAUHEHHOTO
fepxaTens B
KOMMAeKTaLmm
Cma3Ka BHYTPUBEHHOIA
KaHto nu

Cma3Ka KaHO nun, He
BCTYNat W el B KOHTAKT C
nayneHToMm

Monunponune

Monunponunen

Monuctupon

Hepxasewlan
cTanp 304

CHHTETUYECKNN
Kayuyk

Tonunatnnen

Monunponunen

anokcup

MeguuuHcKmit
CUANKOH

MeguunmHeknit
CUANKOH

7. VIHCTpyKUMA MO NMPUMEHEHUIO

KOHTAKT C KPOBbI0

LNVTenbHOCTb KOHTAKTa: KPaTKOBPEMeHH bl il
KaTeropns KOHTAaKTa: HE MPUMEHUMO
LNnTenbHOCTb KOHTAKTA: HE MPUMEHUMO
Kateropus KOHTakTa: He MPUMEHMUMO
LNUTeNnbHOCTb KOHTAKTA: HE MPUMEHUMO
KaTeropns KOHTAaKTa: He NPUMEHUMO
LNNTeNnbHOCTb KOHTAKTA: HE MPUMEHUMO
Kateropusa KoHTaKTa: 0noCpefOBaHH bl
KOHTaKT C KPOBbI0

LNVTenbHOCTb KOHTAKTA: KPATKOBPEMEHH bl il
KaTeropns KOHTAaKTa: He MPUMEHUMO
LNUTeNnbHOCTb KOHTAKTA: HE MPUMEHUMO

Kateropua KOHTaKTa: HE NPUMEHUMO
LNUTENbHOCTL KOHTAKTA: HE NPUMEHUMO

Kateropus KOHTakTa: HE NPUMEHMUMO
LNUTeNnbHOCTb KOHTAKTA: HE NPUMEHUMO
KaTeropua KOHTAKTa: HE MPUMEHUMO
LNUTeNnbHOCTb KOHTAKTA: He MPUMEHUMO

KaTeropua KOHTakTa: 0nNoOCpeAOBaHHbI A
KOHTaKT C KPOBbHI

LNUTenbHOCTb KOHTAKTa: KPaTKOBPEM EHHbI it
KaTeropna KOHTAKTa: He NPUMEHUMO
LNUTENbHOCTh KOHTAKTA: HE MPUMEHUMO

1. Wrno gna B34Tud BeHO3HOM kposu BU Yacnlalner PreclslonOMWUcle
. Wrna gna B3ATMA BEHO3HON KPOBYW MCNONb3YeTCH BMECTe ¢ npo6upkoil gnA 3abopa KpoBu
BB Yacllalnerwurnogepxatenem BB Yaculalner.
. Ona ocywecTBneHMA BEHUNYHKLUYM [ 3a60pa KPOBYM HEOBXOAMMO CKPYTUTb NNACTUKOBBI i

KONMayoK TEXHWYECKOT0 KOHLa MTAbl (He BCTYNakw W ero B KOHTAKT ¢ MalUMeHTOM).
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pasopBath OYyMaxXHYyK 3aWUTHYW nNNOMOY W BKPYTUTb O0O6HaXUBW YW CA BTYNKY B
nrnogepxatens BB YacHlalner.

3aTeM HeO6XOZUMO CHATb MNNACTUKOBLIA KONMAuyO0K C BHYTPUBEHHOTO KOHLA WTAbI,
KOTOpbl A nocne Hagnexawed JOKNUHMYECKOH NOLTOTOBKM MecTa MPOKONa BBOAUTCA B
BEHY MalyueHTa.

MomectuTs npobupky gna 3abopa kposu BO Yacnlalnmer B fepxatens W nocne
MPOHUKHOBEHWUA B BEHY MONHOCTLI0O BCTaBUTL NPOOUPKY Tak, YTOObL TEXHUYECKUA KOHeEL
MrAbl NMPOTKHYN PE3UHOBYK KPbIWKY NPpoOUPKM, U BaKyym B npobupke ObiN BbITECHEH
BEHO3HOW KPOBbIO .

Mocne 3aBepl eHnd 3abopa KPOBU W3BNEYL UIAY M3 PYKU NaLWeHTa W YTUNU3UPOBATHL B
COOTBETETBUN C NPUHATLIMU B MEAULNHCKOM YYPEX AEHUU NpOLEAYypamMi.

2. YcTpoiicTBa OQHOKPAaTHOTO npumeHeHna BD Vacutainer Safety-Lok gns B3ATUA KpoBMU:
mrne-6a604KU B KOMNAEKTE C N0 3p-agantepom unu 6es3
CHATb 6AMCTepHYH yNakoBKY M BbIHYTb CcuUCTEMY. BkpyTuts nw3p-agantep B
o6HaXmBW Yyl CA BTYNKY B wurnopepxartene (gna obecneyeHna Hagnexauwero
OYHKLUOHMpPOBAHUMSA HEOOXOAMMO ucnonb3oBaTb Aepxartens Becton Dickinson
Vacutainer coOTBETCTBYO W €ro pasmepa).
MecTo npokona MNpPUTOTOBUTL K BLHIMONHEHWI BEHUNYHKULWUM NYTEM TWAaTENbHON
QUUCTKM N CYL KK,
Konnawok urnb yAanuTb W BHIMOAHWUTb BEHUMYHKLMI, JepXa UTNY 33 6ab0UKy.
Co6paTb KpoBb B BAKyyMHYW npobupky, NOMECTUB NOCNEAHIOW B [epXaTenb M
NPOTKHYB NPOGKY, NpU HEOOXOAMUMOCTYM 3aMEHAR JONONHNTENbHLI MU NpPOGUpPKAMU.
Mpun wmcnonb3oBaHuu cuctembl 3abopa kposu Safety-Lok, 3atem wn3Bneybs urny,
0CTOPOXHO NOTAHYB 33 6abouky. OAUH M3 MEeTOLOB aKTMBALUM 3L UTHOTO MEXAHU3IMA
3aKNK YaeTcs B TOM, 4YTO OAHO «Kpbino» 6abouyku 6GepercA OJHOWA pyKoit, a 06nacTsb
3aXBaTa XENTOr0 OCHOBAHMA 3aL UTHOTO MexaHM3Ma - Apyroi. babouka Bboie3xaer B
3a4HI0K Npopesb 3aWMTHOrO MexaHM3ma JO LW enYyka, KOTOPbIA O3HAyaer, 4To Murna
MONHOCTbLIO BTAHYTA W 3abnoKupoBaHa.
Bce cucrtemb 3ab0pa KpOBW CNefyeT YyTUAU3UPOBATL B COOTBETCTBUM C MPUHATHI MU B
MEAMLUHCKOM YYpeX JeHUn npoLesypamu.

3. YcTpoicTBa OLHOKpPAaTHOTO npumeHeHuns BB Vacutainer Safety-Lok gna B34tus npob
KPOBW: UTNbl-6260YKM B KOMNNEKTE C N0 3IP-afanTepoM W NPUCOECAUHEHHBIM JepXaTenen
Ans npobupok

CHATbL GNUCTEPHYI0 YNaKOBKY M BHIHYTb CUCTEMY.

CHATb KONNA4YOK C BHYTPUBEHHOTO KOHWA WrAbI, N3p-ajantep BCTaBnsercs B
pepxartenb (pnd obecnevyeHus Hapgnexawero GYHKUMOHUPOBAHMA HEOOXOAMMO
mcnonb3oBaTb fepxatend Becton Dickinson Vacutainer cooTBeTCTBYH LW ero pasmepa).
MecTo npokona MNpPUTOTOBUTL K BHIMONHEHWI BEHUNYHKLUMM MNYyTeM TWaTeNbHOI
QUMCTKM U CYL KK,

Konnmayok yrnbl yganuTb W BHIMONHUTL BEHUNYHKLMIO, Jepxa urny 3a 6a6ouky.

CobpaTb KpoBb B BAKYYMHYK NPOOMPKY, NOMECTUB NOCNELHIO 0 B JepXaTenb U BCTaBUB
ee MONHOCTbLK TakK, 4TOObL TEXHUUYECKUIA KOHEL WIMAbl MPOTKHYN PE3SUHOBYK KpbILWKY
npobupku W BaKyym B npobUpKe 6bIN BbITECHEH BEHO3HOW KPOBbIO.

Mocne NONHOTO BbLITECHEHUA BAKyyMa M3BAEYb MPOGUPKY W BCTaBUTbL JOMNONHUTENbHbIE
BakyymMHble npobupkn gna 3abopa cnegyowymx 06pas3yos KposHu.

Mocne 3aBeplieHns 3abopa KPOBMU M3BNEYL UFNY, OCTOPOXHO NOTAHYB 3a 6abouky. OuH
M3 METOLOB aKTMBALWUM 3L MTHOTO MEXAHU3IMA 3aKNIO YAETCA B TOM, 4TO OLHO «KPbINO»
6aboukn bepetcs OAHOW pyKoid, a 06nacTb 3axBaTa XENTOT0 OCHOBAHWA 3al UTHOTO
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MexaHusma - Lpyroii. ba6ouka Bbie3xaeT B 3af4HK 0 NPOPe3b 3all NTHOTO MEXaHN3IMa A0
Wenyka, KOTOPbI A 03HAYAET, YTO UTNA NONHOCTbIO BTAHYTA W 3a6N0KNpOBaHa.

. Bce cuctembl 3a6opa KpoBM CNefyeT YTUNMU3UPOBATHL B COOTBETCTBUM C MPUHATHIMU B
MELMUNHCKOM YUpeX fAeHUN NpoLeaypamu,

4. YcTpolicTBa OLHOKPATHOTO npumeHeHns BD Vacutainer Push Button, BD Vacutainer
UltraTouch Push Button ¢ 3aToukoit PentaPoint gng B38TA KpOBW: MINbl-6a604KN B
KOMNAEeKTe C N1 3p-agantepom unu 6es

. CHATL 6GNUCTEPHYI YyNakOBKY W BbIHYTb YCTPOACTBO OJZHOKPATHOTO npumeHeHua BD
Vacutainer Push Button gnqa 3abopa kposu.
. BKkpyTuTb N 3p-agantep no 4acoBOW CTpenke B UrNOLepXaTenb WU/MAM BHYTPUBEHHBI i

wnpuy BD Vacutainer. 3aTeM CHATb 3alMUTHbHIA KOAMAYyoK BHYTPUBEHHOW WUTAbl C
BHYTPUBEHHOTO KOHLA UTTbI.

. Ytobbl cobpaTtb o6pasey kpoBu, BakyyMHyw npobupky BD Vacutainer Heob6Xx0aumo
NOMECTUTb B AepXaTeNb M BCTaBUTb €& MNONHOCTbIO Tak, 4YTOObL KOHEW WMIMAbl, He
BXOAAW UIA B KOHTAKT C NALUEHTOM, NPOTKHYN PE3UHOBYH KpblL Ky NPOOUPKH.

. Mocne TOro Kak Bakyym MONHOCTbI BbiTECHEH NpPoOGUPKY HEoOXOAMMO yaanutb. Mocne
Habopa JOCTATOYHOTO KonMyecTBa Npobupok, Heo6XOLUMO HAXaTb KHOMKY, B TO BpeMH
Kak urna ewe Haxogutcd B BEHE.

. Wrny, a Takxe LepxaTtenb CAefyeT YTUAM3INPOBATL B COOTBETCTBUM C NPUHATHIMU B
MELULUHCKOM YYpeX JeHuu npoLegypamu.

5. Wrnbl cTepuabHble OAQHOKPATHOTO npumernenns BD Vacutainer Flashback gna 3a6opa BeHO3HOI

KpoBHU

. Lna ocywecTBNeHMA BEHUNYHKLMUM / 3a60pa KPOBM HEOOXOAMMO CKPYTUTb NNACTUKOBSI i
KONNayoK KOHLA UrNbl, HE BCTYNAlO W ero B KOHTAKT C NALMEHTOM, pa3opBaTb 6YMaxXHY
3alyMTHYW nnomM6by M BKPYTMThL OOHAXMBW YW CS BTYNKY B Mrnogepxartens BD
Vacutainer.

. 3aTeM He0OXOAMMO CHATb MNACTUKOBLIA KOAMAY0K C BHYTPUBEHHON KaHW MW, KOTOpas
nocne Hagnexawed [OKNUHWMYECKOW NOALTOTOBKM MECTa NpPOKONA BBOAUTCH B BeHY
nauueHTa.

. BusyanbHaa kamepa Urnbl NO3BONAET MEAPabOTHMKY BMULETb 06pPaTHBI BOPOC KPOBU ¥
y6eaNTbLCA, YTO Mrna nonana B BeHY.

. KpoBb MOXeT 6biTb cO6paHa B OAHY UAM HECKONbKO BakyyMHblX npobupok gns cébopa
KpoBY.

. Mocne 3aBepleHna 3abopa KPOBM W3BNEYL UIAY U3 PYKW NaLMeHTa W YTUAU3UPOBATL B

COOTBETCTBUM C MPUHATHIMU B MELUUMHCKOM yUYpeX JeHUM NpoLUeaypamu.

6. NaHUueTbl CTepUNbHbIE OQHOKPATHOTO npumeHeHus BD Microtainer Quikheel gnq 3abopa npob
KanuanApHOW KPOBU M3 NATKY

. TwartenbHo COrPeTb, OYUCTUTL AHTUCENTUKOM M OCYW UTb MECTO NPOKONA.

. MopBecTH npope3b ANS Ne3BUS NaHLUETa HAa YPOBEHb MpegnonaraeMoro Mecra Hagpesa
NATKY.

. HaXaTb KHOMKY MNyCcKOBOTO MexaHuW3ma, YAEpPXMBaA KOHTAKT C KOXeh, HO He
HagaBnueas.

. BblHYTb W YTUAM3NPOBATL NaHIET B COOTBETCTBYIO W Nl KOHTEHHEP.

7. JlaHyeTsl  KOHTaKkTHO-akTuBupyembie BD  Microtainer Contact-Activated Lancet pns
npokanbiBawung nanblua Nnpu B3IATUM NPOO6 KANUNNAPHON KPOBU, OKHOKPATHOTO NPUMEHEHUS
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L Wrnb gna B3ATMA BEHO3HOW Kkposu BD Vacutainer PrecisionGlide nocTasnawT1ca B
KapTOHHbLI X ynakoBkax no 100 wT. B KaXpZO0i#, KOTOpPb e YyNakOBLIBAKW TCA B TPaHCMOpPTHbIE
kopobku no 10 ynakoBOK B Kax goit, scero 1000 wr.

2.YcTpoitcTBa OQHOKPATHOTO npumMeHeHns BD Vacutainer Safety-Lok gng B3ATUA KPOBYW: UTNbI-
6aboykum B KOMNAeKkTe C Nwap-agantepom uUnAM 6e3 NOCTABNAKWTCHA B MHAUBULYANbHBIX
3aneyaTaHHbl X GNUMCTepPHBI X ynakoBkax. 50 6AMCTEpHBIX YyNakoBOK NOMEW a0 TCA B KAPTOHHbLIE
YyNakoBKM, KOTOpPbl € 3aTeM yNak0oBbI BAK TCA B TPAHCNOPTHbLI & KOPOOKKM no 4 ynakoBku, scero 200
Wwr.

3. YcTpoidcTBa OQHOKpPAaTHOTO npumeneHus BD Vacutainer Safety-Lok gng 834Tus npob kposu:
mrnel-6aboykun B KOMNNEKTE C NW03p-ajanTepoM U MNPUCOELUHEHHBIM fJepxatenem Ans
npobupok NOCTABNAKWTCA B WHAWUBUAYANbHbLIX 3aneyaTaHHblX ONUCTEPHBIX Yynakoskax. 25
6AMCTEPHBIX YNAaKOBOK NOMELW al TCA B KAPTOHHbLIE YyNAKOBKM, KOTOPbI € 3aTeM YyNaKOoBbLI Bal TCA B
TPaHCNOPTHbLI e Kopobku no 8 ynakoBok, Bcero 200 .

4. YcTpoicTBa OJHOKpPaTHOro npumeHeHus BD Vacutainer Push Button, BD Vacutainer
UltraTouch Push Button ¢ 3atouykoi PentaPoint gng B3ATMA KPOBU: MTNbI-6a604KM B KOMNAEKTE
C Nioap-agantepoM wunum 6e3 noCTaBNA TCH B MHAUBUAYANbHbLI X 3aneyaTaHHbX GAMCTEPHbIX
ynakoBkax. 50 6AMCTepHBIX YyNakoBOK NOMELW alo TCH B KapTOHHbLIE YyNakOoBKW, KOTOPbI e 3aTem
YyNaKkoBbi Balo TCH B TPAHCNOPTHLI € KOPOoOGKYM No 4 ynakoBku, Bcero 200 wr.

5. Wrnbl cTepunbHbie OJZHOKpPAaTHOro npumeHeHus BD Vacutainer Flashback pgna 3abopa
BEHO3HOW KpOBY MOCTaBNAK TCA B KAPTOHHO# ymakoBke no 50 wT., KOTOpbIE 3aTeM
YyNaKkoBbIBAl TCA B TPAHCNOPTHLI e Kopobku no 20 ynakoBok, scero 1000 wr.

6. TaHUueTbl CTepUNbHbIE OAHOKpPAaTHOro npumeHeHus BD Microtainer Quikheel gna 3abopa
npob KanuandpHOW KPOBM W3 MNATKM NOCTABAAKWTCA B WMHAUBUAYANbHbBIX 3ameyaTaHHbIX
6amcTepHbl X ynakoBkax. 50 6AMCTEPHBIX YNakoBOK NOMELW Al TCA B KAPTOHHbLIE YNakoBKY,
KOTOPbI € 3aTeM YNaKOBbLIBal TCA B TPAHCNOPTHLI e KOPOOGKKM no 4 ynakoBku, scero 200 wr.

7. JlaHueTb KOHTakTHO-akTuBupyembe BD Microtainer Contact-Activated Lancet pans
npoKanbiBaHWs nanbla LPW B3ATMUM Npob6 KanUNNAPHOA KPOBW, OFHOKPATHOTO NPUMEHEHMSA
NOCTaBNA TCA B KapTOHHOW ynakoske no 200 wT., KOTOpPbLIE 3aTeM YNakoBbLIBAWTCA B
TpaHCNOPTHbLIe Kopobku no 10 ynakosok, Bcero 2 000 wr.

8. Wrnbl CTepuNbHbLIe OQHOKPATHOrO NpUMeHeHus ana 3abopa BeHO3HOW kposu BD Vacutainer
Eclipse mocTaBna TCH B KapTOHHOW ynakoBke no 48 wWT., KOTOpbLIe 3aTeM YyNMakOBbIBAW TCA B
TpaHCcnoOpTHb e KOpOo6KKM no 10 ynakoBok, Bcero 480 wr.

10. MapkunpoBka
CopepxaHue 3TukeToK cooTBeTcTByeT TpeboBaHuam EN 1041 «WHdopmaumd, npunaraemas
NOCTABLW MKOM K MELULMHCKAM wu3LennaMm». WCNnonb3yemble CUMBOANB  COOTBETCTBYKT
cumsonam u3 EN 980 «Fpaguuyeckue cHMBONLI, UCNONLIYI W MECA B MAPKUPOBKE MEAULUHCKMX
nagenmit» un EN 1SO 15226-1 «MeguuyuHckue wusgenns - CUMBONLI, MCNONb3YyH W MeECH B
ITUKETKAX MEAMUWHCKMX W3Kennil, HeobXxojumMas MapkupoBka W wuHdopmauns - Yacts 1
Ob6wwue TpeboBaHmuA»,

Ha MapKkupoBke W3jeNnuit OLHOKPAaTHOTO nNpUMeHeHUs [Ns 3abopa KPOBM MUCMONb3YH TCA

Cumson Onucanue
b MponssoanTens

iREFi KatanoXHblii HoMep

ILOTI Homep naprum

C€ CE
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Bce m3genna ctepunn3oBanbl ¢ obecneyeHuem ypoBHA rapaHTun crepunbHoctu (SAL) 10"

Mpouecc cTepuan3aumin 0TBAAUAUPOBAH B COOTBETCTBUM CO CNEAYIO L UMU HOPMATUBHbLIMU
LOKYMEHTAMN:

-EK 180 11137-1: Ctepunm3ayus npoLyKTOB OTpacnu 34paBooxpaHedusd - Paguauus - Yacts
1: Tpe6oBaHua Aang pa3paboTku, Banugauum u KOHTPONS npolecca CTepunu3alum MeJULNHCKNX
n3genni

- Ebl 180 11137-2: CTepunm3ayuns npogyKTOB OTpaenu 3fpaBooxpaHeHuna - Pagmayua - Yacto
2: Bolbop fo3bl paguayum

-EN 180 11137-3: Ctepunm3auud npoLyKTOB OTpacnu 3gpasooxpaHeduns - Paguauug - Yyacts
3: YKkasaHus

-EN 556-1: CTepununsaunsd MefguUnHCKMX n3genmnit - Yacts 1

- Ebl 180 11737-1: CTepunusauyns MeAMUUHCKAX U3aenuit - MUKPOOGMONOTHYECKNE METO[bI
Yactp 1: OnpegeneHue KOAMYECTBA MUKPOOPTaHU3IMOB B NPOAYKTE

-180 11737-2: Ctepununsauns MeULUUHCKUX U3jennil - M ukpobuonornyeckme MeTogbl - Yacts
2: TeCT Ha CTEPUNbLHOCTb, NPOMU3BEAEHHbLI A B NpOLECCe BAAMAALMU CTepUAN3aAL UM

Ebl 180 11135-1: MeguumHCKMe W3LeNMs - BanuWpfauus W NPOM3BOACTBEHHBLIW KOHTPOAb
CTepunm3aLmm 3TUNEHOKCULOM .

14. Tpe6oBaHMSA K OXpaHe OKPY>XKal L el epefbl B NpoLLeeee aKCNyaTauuu nsgenmii

W3genus B Npolyecce XMU3HEHHOro LMKNa He OKa3blBalT HEraTuBHOrO BO3JelieTBUS Ha
OKpYXaw W yw cpeay.

15. MpaBuna ytnnusauun

YTunansauus AONXKHA NPOM3BOAMTLCA B COOTBETCTBUM C 3aKOHOLATENbHLIMM W MECTHbI MK
HOPMATMBAMM, @ TAKXE NPOTOKONAMU MEAULUHCKOTO YUPeX AeHNA,

16. MNapaHTuUM npousBoguUTensd

Mpou3BoOANTENb HE HECeT OTBETCTBEHHOCTM 3a MNOBPEXAEGHUA WAN HECYaCTHbIe CAyyaw,
Bbl3BAHHbI € HEMPaBWAbHOA 3KcnayaTayneid W3JZeNnA, N0 BUHE NMONb30BATENEH WAUM BHEW HUX
HenpeaBUAEHHbBI X CUTYAUMNI.

17. ¥YNONHOMOYeHHbIN NpeAcTaBuUTeNb Ha TeppuTopum PO
O6WecTBO C OTPAaHUYEHHON OTBETCTBEHHOCTHI0 «BEKTOH JUKMHCOH BOCTOKY;
000 «bekToH AuKUHCOH BocTok», Poccud, 127018, r. Mockea, yn. AeuHues, 4. 12, cTp.
6nok C, ten./hakc, (495) 7758582, (495) 7758583
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«YTBEPX A »

«beKTOH, LukuHcoH 3vg Komnanu»/ Becton Dickinson and Company,

1bekToH Jpaite, ®panknun Neitke, wtat Hoto Axepcn 074176 C LI A/1Becton Drive,
Franklin Lakes, NJ 07417, USA

CneynannucTt Nno HOPMaTUBHO-NMPABOBOMY PerympoBaHunio

(LOMKHOCTD)

Bb. Nunwunax KO / B. Lilian Yoo
(Mms)

(nognucaHo)

(nognuce)

17 Hoabpa 2016 r.

«fleHb» MecAl (uudpamn)

M.IT.

«BEeKTOH, JUKUHCOH 3HA KoMnaHu»

1bekToH Jpaiis,

®paHknuH Neidke, wratT Hoto Jxepcu 07417,
cwA
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MepeBol BLINONHEH NepeBofYuKOoM KpannuHoim Jenucom AneKCaHApOBUYUEM

O Yo

Bal»cbi21n1K 3MIAX Kn?** -31.1#4:"3:13cal Eifkii

\VoxA

FiopoqI Mocksa.

MaTHaguaTOro gekabps ABe ThiCAYM WecTHagUuaTOoro roga.

A, TpokoweHkoBa EneHa EBreHbesHa, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBYIO

NOANMHHOCTb MOAMUCK, CAENaHHOR nepeBoAuYMKOM KpannuHbiM [eHucoMm ANeKcaH4pOBUYEM B
MOEM MpUCYTCTBUN. JINYHOCTb €ro ycTaHOBNEHA.

3aperucTpuposaHo BpeecTpe 3a Ne
B3bickaHo no Tapudgy: 100 py6.

T YToTapTc

HOAHMCb
ApboBagneyvyaTs

HoTapuyca

1
lMpolwHypoBaHo, NPoOHyMepoBanu "/ / / / )

N CKpenneHo neyaTblo "~ /jucT(-a,-0é”cero Mpowlypoiiasio,

/ npOHylvlepol®/|a 1 OKpannbHo
neyaTtbio

HoTapuyc

rmnce
nop [upitee

py/
MATVBAW TOrO fexatps R

A [poreuwerara Erera E8feiseep HATapWye roposa MPOKsL cBuAeTewiid) )
BEPHOCTb 3TOM KOMMM C NOM/MHHMKOM [oKymeHTa. B nocasgHem " A m Ne A
3a4epKHYTBIX C/IOB 1 NHbIK HEOTOBOPENHbIX UCTIPABNEHUA MM Kakux-1nbo ocob cTen x\.

MHoto, nuly, o6paTvBLLEMy«! 32 COBEPLLEHVEM HOTapUANBHONO AE/CTBUMA3LUCHER,
4T0 Np1 CMTENbCTBOBAHMM BEPHOCTU KONUN [oKyMeHTa i®M™®P*aae’s 3 a m *
COZiepPXaHNA OKYMEHTa 1 COOTBETCTBUE U310 EHHbI Hemmx OB NBIicaBULLXbOCTU OB
3aperucTpuposaHo B peectpe 3aNe  »
B3bIcKaHO rocroLmHb! (1o Tapurdly)
Hotapuyc y
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