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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

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

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

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

BD Vacutainer® Flashbacks-Single-Use Sterile Needles for Venous Blood
Collection

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

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

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

2. Place of manufacture ofimedical device

Manufacturer: Becton.D’ickinson and Company, 1 B&cton Drive, Franklin Lakes, NJ
07417, USA

Place of manufacture;

10.
11

Becton Dickinson Caribe Ltd, Cerro Gordoskndustrial Park Road 916 k.m. 0.8 No.
98 San Liorenzo, PR 00754, Puerto Rico.

Becton Diickinson Infusion Therapy Systems Inc., 9450 South State Stregt=Sandy,
Utah 84070, USA.

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

Nipro® Medical |Industries Ltd.,=Tatebayashi Plant, 2-19-64;~:Matsubara,
Tatebayashi-shi, Gunma, 374-8518,<Japan

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

Becton Dickinson Medical (S)~Rte Ltd., 30 Tuas Avenue 2, Singapore, 639461,
Singapore

HTL-Strefa S.A., Adamowek 7, "0zorkow 95-035, Poland

Nipro (Thailand) Corporatien Limited, 10/2 Moo 8 Bangnomko, Sena, Phra
Nakhon Si Ayutthaya, 131407 Thailand

Becton Dickinson and Gompany Limited, Pottery Road,’Dun Laoghaire, Co
Dublin, Ireland.

BD Caribe Ltd.,, Road 31°Km.24.3, Juncos, PR 00777-4040, Puerto Rico.

Becton, Dickinson amd/ Company, Belllver Industrial Estate, Belliver Way,
Roborough, Plymouth/“PL6 7BP, UK.



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 thessampling 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 “Dievices are intended for blood coflection 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*~sVenous Blood Collection Negdles are sterile, single
use'medical devices specifically ‘intended to be used for the sampling of venous hlood
d€rived from the human body forthe purpose ofin vitro diagnosticsexamination.

This device is intended to beswsed by trained phlebotomists=or other suitably trained
healthcare professionals.



BD Vacutainer® PrecisionGlide™ needlesfor multiple blood sample collection

1) 1V Cannula
2) 1V Shield
3) Hub

4) NP Cannula
5) NP Sleeve
§) NP Shield

Components;

Component

IV Cannula

IV Shield

Hub

NP Cannula

NP Sleeve

NP Shield

IV Cannula-Lubricant
NP Cannula Lubricant

Adhesive

M aterial, grade

Stainless steel (grade 304)
Polypropylene
Polystyrene

Stainless steel (grade 304)
Synthetic isoprene rubber
Polyethylene

Medical grade silicone
Medicalkgrade 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: Nope

Contact: None

Duration: N-o.ne

Contact: Blood path, indirect
Durationg Liim ited exposure
Contacti'None

Durationy None
ContactiNone

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 needlgwith
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 forser 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 afteruse and prior
to disposal.

The winged blood collection needle g attached to PV C tubing which is.provided in either
seven or twelve inch lengths. Atthe opposite end ofthe 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 adapterhas a sleeve that recovers ovet.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 Macutainer® Safety-Lok’™* Single-Use Device for Blood Collection (winged-needle 21G, without
Luer-adapter)



Picture 4. BD Vacutainer® Safety-Lok™ Single-Use Device for Blood Collection (winged needle23 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)



csi

1 IV Cannula

2. IV Shield (Cannula Protector)

3 Wing

4.  Needle Shield

5 Tubing

6. Female Luer Connector

7. Luer Adapter Hub

8 NP Sleeve

9. Luer NP Cannula

Components:
Component Material, grade
IV Cannula Stainless steel (grade 304)
IV Shield (Cannula Polyethylene
Protector)
Wing Polyvinylchloride
Needle Shield Polypropylene
Tubing Polyvinylchloride

Female Luer Connector
Luer Adapter Hub

NP Sleeve

Luer NP Cannula
Cannula Lubricant
Cannula’Adhesive
Tubing Adhesive

Luer Cannula Lubricant

Acrylonitrile-butadiene-styrene
Polypropylene

Synthetic isoprene: rubber
Stainless steel 304

Medical grade silicone

Epoxy

Cyclohexanone / methyl ethyl

ketone
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: Blood path, dndirect
Duration: Limited exposure
Contact: None

Duration: None

Contact: None

Duration: None

Contact: None

Duration: None

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

Duration: None

Contact: None

Duration: None

Contact: None



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-0f 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 needlestieks after use and prior

to disposal.

The winged blood collection needle is attached to P\C tubing which is provided in either
seven or twelve inch lengths. At the opposite end of the tubing is.a fuer 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~"* Single-Use Device for Blood Sample Collection: winged needles with
luer adapter and-Pre-Attached Tube Holder (23G)



Picture 9. BD Vacutainer® Safety-Lok™” SinglesWse 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



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

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 (1V) end of the needle helps.to prevent

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

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

Contact: None

Duration: None

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

Duration: None

Contact: Skin

Duration: Limited expesure
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:, Nene
Contact:-None
Duration:-None

Contact: None

Duration: None

Contact: None

Duration: None

Contact: None

Duration: None

recovers over the cannula to stop blood;flow during collection of multiple tubes.



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)



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 PentaPoinUMsTechnology Single-Use Device for
Venous Blood Collection (winged needle 23G, with Luer-adapter)



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 Pretector)
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



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

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

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

the needle has-accessed a vein.

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

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



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

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 Material, grade Type of contact with organism
Blade Stainless steel (grade 301) Contact: Blood path, indirect
Duration: Limited exposure
Blade Case (front and Polystyrene Contact: None
back) Duration: None
Actuator / Trigger Polycarbonate Contact: None
Duration: None
Spring Polycarbonate Contact: None
Duration: None
Trigger / spring lubricant ~ Medical grade silicone Contact: None

Duration: Nene



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



8 BD Vacutainer® Eclipse™ Single-Use Sterile Venous Blood Collection Needles;are
sterile, single use medical devices for venipuncture to collect blood specimens drom
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 afier 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 Slegve

Holder (ifavailable)

NOoOORWDN R



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

ﬁvigent seal, and screwing the exposed hub into the BD Vacutainer® needle
older.

The-plastic shield is then removed-from the intravenous (IV) end:of the needle

which, after proper pre-clinical preparation ofthe site, is inserted into'the patient’s

vein.

BIt()Jé)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 dor Blood Collection:
winged needles with luer-adapter or without

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



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

The needle sheath is removed and venipuncture is performed, holding the néedle
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 needlesiwith 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 (& Becton Dickinson Vacutainer® Brand Needle Holder of
appropriate size must be used to ensure proper function.)

The site is prepared forvenipuncture with antiseptic and allowed to dry.

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

Blood is collectedinto 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, insuringthe needle is completely retracted and
locked inplace.

All Blood Collection Sets should be dispoesed 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 \enous 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‘ar 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.



The needle along with the holder is discarded in an appropriate disposal container.

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

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.

The needle chamber allows healthcare worker to visualize blood flashback during
vein puncture, confirming placement of needle in the vein.

Blood 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 user’s procedures.

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

The puncture site i warmed, as appropriate, cleansed with antiseptic and dried.
The blade slot area;of the lancet is held flush to the heel at the desired incision
site.

The trigger is depressed while maintaining contact'with the skin but not applying
pressure.

The lancet istremoved and discarded into an appropriate container.

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

The puncture site is cleaned and dried thoroughly.

The tab-cap with protective tab is twisted off and disposed.

The.opening of the shield is placed ‘against the puncture site and the body of the
lancet is pushed firmly toward the site-causing the shield to retract.

When the shield is retracted fully the puncture is completed. \The lancet
automatically retracts after use.

Pressure is applied to the puncture sites gently to obtain a hanging drop of blood.
The lancet is disposed after use.in an appropriate biohazard container.

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

The blood collection needle is used in conjunction withi/the BD Vacutainer®
Blood Collection Tube and'with the BD Vacutainer® Needle Holder.
The method of use is to twist off the shield that protects the NP end of the needle,

breaking the tamper, evident paper seal, and screw .the exposed hub into the
holder.

The pivot shield is rotated back towards the holder—The shield is then removed
from the 1V endiof'the needle and (after proper pre-clinical preparation of the



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 biologicalisamples (for example,
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 withluer adapter or without are supplied in individual sealed blister packs. 50
blister packs are packaged into each shelfcarton. 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
shelfcartons are then placed into each-shipping box, for 200 units in tetal.

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 Menous Blood Collection
are supplied in shelf cartons eontaining 50 units. These are”subsequently packed in
shipping boxes containing 20-shelf cartons, for 1000 units intotal.

6. BD Microtainer® QuikHeel ™™ Single-Use Sterile Lancets for Capillary Heel Stick
Blood Collection are supplied in individual sealed blisterpacks. 50 blister packs are
packaged into each shelfearton. 4 shelf cartons are then‘placed into each shipping box,
for 200 units in total.



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 wnits 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

STHRILE © Sterilized using ethylene oxide

STHRILE1IR Sterilized using gamma radiation

Use by/shelflife
Single use

/i\ Keep away from sunlight



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 Bload Collection in Difficult
\eins: winged needles with luer adapter or without - 2 years.

BD Vacutainer® Safety-L.ok™ 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 aceordance 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.

= “EN ISO 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



- 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.

- EN ISO 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 dispased 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 Vestok Limited Liability Company;
Becton Dickinson/Vostok LLC, block C, building “4;- 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
BeBcton, Dli)ckineson and Comp...
ecton
Flran 1i?n Lawe/s, New Jersey 0741/
USA
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MeANLMHCKOI0 N3AeNnsa:

N3nenva ofHOKPaTHOro npuMeHeHnsa ansa sabopa Kposu
Npou3BoACTBA «BeKTOH, AUKMHCOH 3HA KoMnaHu,

1 BexToH [pariB, PpaHKMH Jleike, wirat Huto Dxepcn 07417, CLUIA

2016



1. HaumeHoBaHue MeAMLMHCKOIO nU3gennd
M3genna ofHOKpPaTHOro NpMMeHeHUs 44 3abopa KpoBu

30enmst 0AHOKPATHOrO NPUMEHEHMS A4S 3a60pa KPOBU:

1 Wrnbl pns B3ATMA BEHO3HOM kposn BD Vacutainer PrecisionGlide

2. YCTpoiicTBa OIHOKpaTHOro npumeHeHns BD Vacutainer Safety-Lok a5 B3ATVS KpoBu: Ur/bi-
6abouKM B KOMIN/IEKTE C /IH03P-adanTepom uin 6e3

3. YcTpoiicTBa 0gHOKpaTHOro npumeHeHns BD Vacutainer Safety-Lok gns B3fTns npo6 Kposw:
UrNbl-6abouK/ B KOMIMJIEKTE C JIHO3P-3JarnTepoOM U MPUCOEAVHEHHBLIM ~LepxaTeneM /s
MPOBUPOK

4. YCTpoincTBa OfHOKpaTHOro npumMeHeHns “BD Vacutainer Push Button, BD Vacutainer
UltraTouch Push Button ¢ 3atoukoii PentaPoint gis B3ATUS KPOBM: UIMb-6a60YKV B KOMI/IEKTE
C /Ilo3p-afanTepoM wm 6e3

5 Wbl cTepunbHble oaHoKpatHOro mpumMeHeHuss BD Vacutainer ‘Flashback gna 3abopa
BEHO3HOI KpPOBM

6. JlaHUeTbl CTepu/bHble OAHOKpaTHOFO npumeHeHws BD Microtainer Quikheel gna 3abopa
MpPo6 KanwSPHON KPOBY U3 MATKM

7. JlaHUeTbl KOHTaKTHO-akTuBMpyeMble BD Microtainer Contact-Activated Lancet s
MPOKa/TbIBaHMA NabLA MpY B3ATUW.MPO6 KaNWISPHOA KPOBW, OAHOKPATHOTO NMPUMEHEHUS

8. VIl cTepunbHble OAHOKPaTHOIO NpUMeHeHNs AN 3abopa BeHO3HOM Kposu BD Vacutainer
Eclipse

2. MecTo npon3BoACcTBa MeAULNHCKOro N3gennsd

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

IMecTo Mpou3Bo/ACTBa:

1 Becton Dickinson Caribe Ltd, Cerro Gordo Industrial Park Road 916 KM 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 (BB), 1575 Airport Road, Sumter; SC 29153, USA.

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

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

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

9..Becton Dickinson and Company:Limited, Pottery Road Dun Liaoghaire Co. Dublin, Ireland.
10..BD Caribe Ltd., Road 31 Km:24.3 Juncos, PR 00777-4010,:Puerto Rico

11. Becton, Dickinson and Company, Belliver Industrial Estate, Belliver Way, Roborough,
Plymouth, PL6 7BP, UK.



. Knaccudmkauma MeauLnHCKOro naaenns

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

. HasHayeHve mMeaUUMHCKOro usgenus

3nenns 0aHOKPATHOTO MPUMEHEHNS AN 3a6opa KpoBM MpeaHasHaueHbl [ coopa BeHO3HOI
KPOBY 113 OpraHM3Ma YesioBeka [yist noc/eytollield ArarHoCTMKK in vitro.

. Cthepa NpUMEHEHUST MEANLMHCKOIO N3AeAUs

3nenms 0iHOKPaTHOrO MPUMEHEHWs [/18-3a60pa KPOBU MCMOMb3YHOTES, B KNMHUKaX, KOJT, v
APYrnX NeYebHbIX YUPEXAEHMSX Bpadamil, MeAVLIMHCKMI CECTPaMM M ApYTM 00YUEHHbIM
MEAVLIIHCKMM MePCOHa/IOM.

MpUHUMN AeACTBMSA, ONncaHne MEANLIMHCKOTO 13aenuns

V3nenvs oiHOKPaTHOrO MPUMEHEHNs /1 3a60pa KPOBY NpeaHasHadeHbl ANs B3ATVS KPOBU Y
MaLIeHTOB BCEX BO3PACTOB B LIGASIX iNn Vitro AnarHoCTUKA,

®oTto 1-Urnbl gns B3sTUA BeHO3HOW KpoBu BD Vacutainer PrecisionGlide



1 Wrnbl pgna B3ATUS BeHO3HOM KpoBm BD Vacutainer PrecisionGlide - CTepuAbHble
MEAVILMHCKME W3AeNNA OAHOKPATHOrO MPUMEHEHWS, MpeAHasHayYeHHble And cbopa BEHO3HOW
KpOBW 13 OpraHM3ma Ye/oBeka 15 Noc/edyHoLLEei AnarHoCTUKK in vitro.

W3nenve npeaHasHaueHo 1S MENO/b30BaHMS KBa/IMULIMPOBAHHBLIM  3KCY3VIOHUCTOM W
OPYrM 00YyYeHHbIM MEANLIMHCKM MEPCOHa/IOM.

Mrnel ana B3aT A BeHO3HOW KpoBu BD Vacutainer PrecisionG lide

1) BHyTprBEHHas KaHHONS

2) 3alMTHBIA KOMMaYOK BHYTPUBEHHOIN KaHKOMN

3) Brynka

4) KaHIons, He BETYNaroWas B KOHTAKT C MawyieHToM

5) Koxyx Ha KaHo/0, He BCTYNAtOLLYHO B KOHTAKT C FaLMeHTOM

6) 3alMTHbIA KONMAYOK KaHKMM, He BETYMAOLLEI BIKOHTAKT C MaLMEHTOM

KOMMOHEHTLI:
KomroHeHT Martepuan, Mapka Tvn KOHTaKTa € opraH13MoM
BHyTp1BEHHaA KaHIOAA Hep)kasetoLLigs eTanlb KaTteropus KoHTaKTa: onoepefoBaHHbIi
(mapki 304) KOHTaKT € KPOBbHO
JNTenbHOCTb KOHTAKTA:
KpaTKOBPEMEHHLIN
3aLLTHBIN KOJIRaHOK MonunponuneH KaTeropusi KoHTaKTa:—He NpUMeHMo
BHYTPVBEHHOV KaHIO/N JNTeNnsHOCTL KOHTAKTa: He MPUMEHUMO
Bryrnka [MNonucTupon KaTeropusi KOHTaKTa; He MPUMEHUMO

LnTenbHOCTb KOHTAKTA: He MPUMEHUMO
KaHtons, He BCTymatowass  Hepkasetowias eTarb  Kateropusi KOHTaKTa: 0nocpeoBaHHblii

B KOHTaKT € NawyeHToM (mapkm 304) KOHTaKT C KPOBbIO
LON1TeNnbHOETL KOHTAKTa:
KpaTKoBpeMeHHbI

Koxyx-Ha KaHo/o, He CUHTETYECKII Kateropusi KOHTaKTa: He MPUMEHUMO

BCTYHalOLLYHO B KOHTaKT C I/I3OI'IpeHOBI:>II7I Kay4dyK LMTeNbHOCTL KOHTaKTa: He MPUMEHNMO
MallieHToOM

3aI.LI|VITHbII7I KOMMa4vokK . [NonnstnneH KaTteropmna KOHTaKTa: He NMpuUMeHNMO
KaHHO/, HE BCTYMatOLLEN LMTeNbHOETL KOHTaKTa: He MPUMEHNMO



B KOHTaKT C nayneHToM

Cma3Ka BHyTPVBEHHO IMeaVLMHCKWIA KaTeropusi KOHTaKTa: OrnocpenoBaHHbIl
KaHHo/W CU/IMKOH KOHTAKT C KPOBbO
[NMTeNbHOCTb KOHTAKTA:
KPaTKOBPEMEHHbIIA
CMma3Ka KaHHo/, He MeaVLMHCKIIA Kateropyisi KoHTaKTa: He NpUMEHMO
BCTYNatoLLIE/i B KOHTAKT C  CU/IMKOH [MTENbHOCTb KOHTAKTa: HE-APUMEHNMO
MaLyeHTOM
Anresvs anokeug Kateropuis KoHTaKTa: HeMpVYMEHIMO

LMTeNbHOCTL KOHTaKTa: He NMPpUMEHNMO

2. YCTpoMcTBa 0AHOKPaTHOro npumeHeHna BB Vacutajner 8al'ely-boK.Ans B3ATUA KPOBU:
NrNbl-6a60YKN B KOMIMEKTE C /103P-aganTepoM Wan 6e3 COCTOSAT M3 Ur/bl-6ab0ukn C
rMOKM KaTeTepoM [151 3a60pa KPoBW, a Takke C MHEe3[0BbIM W LLUTLIPEBBIM JO3P-afanTepamMi.
YcTtpoiicTBa oHOKpaTHOro npumMeHeHy BO Yaculalrer Safety-Lok Ans B3ATWSI KPOBU: UMbl
6aboyKM B KOMIN/IEKTE C NKO3P-afanTepoM Wim 6e3 Takke CHabyKeHa 3aLLMTHBLIM KOPycom Ay
UMbl

[MbKvie GabouKKM, LIBET KOTOPbIX /COOTBETCTBYET KanmOpy WIbl, ~MpeaycMOTpPeHb! Anis TOro,
YTOGbI MO/L30BATENHO GbUIO YA0GHO BCTAB/STL M M3BNEKATb MIAY.[loc/e 1CToNb30BaHUs Uy
MOXHO BpYYHYIO BCTaBMTb OGPATHO B 3aLLMTHbIA KOMMauoK.~.baboukn 3alle/kvBaloTcs B
3aLLMTHOM KOMMayke, WU Wr/a- OKasbIBaeTCsl MOMHOCTHHO APUKPBITOMA, UYTO MUHUMM3NPYET
BEPOSTHOCTb YKO/IOB WF/IOV NOCAE VCMO/Mb30BaHMS U [I0 €8 YTUAN3aLMN.

Wrna 6abouka coefyHeHa ‘c-kateTepom m3 MBX, KOTOpsiA NOCTaBNSETCA B BapyaHTe [/HbI
CeMb WM [BeHaduaTb [HOAMOB. Ha [pyrom KOHUE KaTeTepa HaxoauTcs rHe3foBOM /koap-
aaanTep 41s coopa KPOBW-B LLMPUL, WK /19 COeAVHEHUS.CO LUTLIPEBbIM J03P-3arNTePOM.

LLITbIpeBOli Noap-afaiiTep OCHALLEH Pe3b0oii 4/1s KPerneHust K urnogepatento Yacllialrer u
KaHIOMel, He BCTYMAtOLLE B KOHTAKT C MALMEHTOM, 19 MPOThIKAHNS KPbILLIEK BaKyyMHbIX
MPOBVPOK 119 3a60pa KPOBK. TEXHUUECKUIA KOHELLUI /bl SH03P-aanTepa CHAOKEN KOMMAYKOM,
MOKPbIBAIOLLM €701 OCTaHAB/MBAIOLLIIM MOTOK KPOBY MPK 3a60pe B HECKO/TbKO TPOBUPOK.

®0T102. YCTPOMCTBO OAHOKPATHOFO npumeHeHus BB Vacutajner Safety-Lok ana B3satus
KpoBY (Urna-6abouka 21C, ¢ n03p-agantepom)



®0TO 3. YCTPOMUCTBO OAHOKpPaTHOro npumeHeHus BB YacHlater Safety-Lok gns B3sftus
KpoBu (Urna-6aboyka 21C, 6e3 noap-agantepa)

r. 4

®oT0 4. YCTpONCTBa OAHOKPATHOED npumMmeHeHnst BO Vacutainer Safety-Lok ans B3stums
KpoBu (Mrna-6abouka 23 C, ¢ N03p=agantepom)

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

®0TO 6. YCTPONCTBO OAHOKPATHOro npumeHeHus BB Vacutainer 8alely-bok gna B3ATus
KpoBu (nrna=6abouka 25C, ¢ no3p-afantepom)

®oT0 7. YCTPOMCTBO OAHOKPATHOro npumMeHeHus BB Vacutainer 8afety-Lok gns B3sTus
Kposu (Urna-6abouka 25C, 6e3 ntosp-agantepa)



1 BHyTprBeHHasa KaHons
2. 3aWMTHbIA KOMNAYoK BHYTPUBEHHOW KaHKONM
3. babouka
4. 3aWuTHBIA KOpNyC Wbl
5. Karetep
6. [He3[0BO NO3p-afanTep
7. BTynka nosp-agantepa
8. KoXyX Ha KaHHo/H0, He BCTYMAtOLLYHO B KOHTaKT C nauyeHToM
9. KaHtons nrosp-afanTepa;He BCTyNatoLLas B KOHTaKT C MauyieHTOM
KOMMOHEHTbI:
KoMMoHeHT Martepuan; Mapka TN KOHTaKTa.C opraH1u3mMom
BHyTp1BEHHas Hepxxasetotilasa cTanb KaTteropums koHTaKTa: onocpefoBaHHbIi
KaHH0/15 (mapka 304) KOHTaKT C-KPOBbO
LMTeNBHOCTb KOHTaKTa: KPaTKOBPEMEHHbIN
3aLLTHBIN MonvatuneH KaTteropms KOHTaKTa: He MpYMEHUMO
KONMa4oK (KaHkorn) JNMTeAbHOCTL KOHTaKTa: He MPYMEHMO
Babouka [onmBnHWNXNopUA KaTeropus KOHTaKTa: He NpUMEHVMO
L/ WMTENBHOCTL KOHTaKTa: He MPYMEHNMO
3alyTHbINA Kopryc  “FlonunponieH Kateropus KoHTaKTa: He NpuMeHNMO
Wbl BANTeNbHOCTL KOHTaKTa: He MPUMEHVMO
Karetep [MonmByHMNXNOPAL, KaTteropus KoHTaKTa: onocpefoBaHHbIM
KOHTaKT C KPOBbHO
L/ MTeNbHOCTL KOHTaKTa: KPaTKOBPEMEHHBIN
He300BOV N03P=."  AKPUIOHUTPWI- KaTteropusi KOHTaKTa: He MpYMEHNUMO
aaarnTep GyTaayeH-cTpor LMTeNnbHOCTb KOHTaKTa: He MPUMEHNMO
Brynka noap- lNonunponuneH KaTteropmna KOHTaKTa: He MpUMEHNMO
afiarrepa JNTeNbHOCTL KOHTaKTa) He MPYMEHVMO
Koxyx Ha KaHtonto,  CUHTETUYECKUIA KaTteropms KoHTaKTa;’ He NPUMEHNMO
He BCTYMalOLLYI0 B M30MPEHOBbIA Kayyyk [1TeNbHOCTL KOHTaKTa: He NPUMEHNMO
KOHTaKT.C
MaLyeHTOM
KaHto/is /1osp- Hepaseroliaa-¢tanb 304 Kateropyist KOHTaKTa: 0rocpeaoBaHHbIN
afartTepa, He KOHTaKT C KPOBbHO
BCTYHaKOLLIA B [nUTeNbHOCTE-KOHTAKTA: KPaTKOBPEMEHHBII
KOHTaKT C
MaLyeHTOM

CMmaska KaHtonm MeaVLMHCKMIA CMKOH  KaTeropust KOHTaKTa: OrocpenoBaHHbIl



KOHTaKT C KPOBbHO
[MTENbHOCTb KOHTAKTa: KPAaTKOBPEMEHHIVA

Agresvs s 3noKena Kateropus KoHTaKTa; He NpUMeHMO
COEANHEHUA LNMTeNbHOCTb KOHTAKTA: He MPUMEHIAMO
KaHHom ¢

KpbUbILLKaMM

Anresvs ans LinknorekcaHoH/ KaTteropms KoHTaKTa: He NPUMEHUMO
COeLVHEHNA METUISTUTIKETOH J/MTeNbHOCTL KOHTaKTa: He NMPYMEHMO
KPbUTbILLEK C

KateTepom

CmasKa KaHH/m MeaMLMHCKWIA CWIMKOH  KaTeropyist KOHTaKTa: He MpUMeEH MO
Nto3p-afantepa JnTeNbHOCTL KOHTaKTa: He nprMeHUMOo
AJresus noap- anokeng Karteropusi KOHTaKTa: He FpYMeHMO
afiarrepa L/ MTeNbHOCTL KOHTaKTa: *He MPYMEHMMO
¥YNaKoBOUHbIVA MonmaTnneH KaTteropms KoHTaKTa: He NnpyuMeHUMO
KOXyX JnTenbHOCTL KOHTaKTa: He MpYMEHUMO

3. YcTpoicTea ogHOKpaTHOro npumeHeHusa BD Vacutainer Safety-Lok ona B3stnsa npo6
KPOBM: WINbl-6a004KM B KOMMJ/EKTe C /03p-afanTepemM W MNpUCcoeaMHEHHbIM
AepxaTtenem Ans Npo6upokK COCTOAT U3 UrMbl-6ab04KM C TMBKNM KaTeTepoM /151 3abopa
KPOBW, a Takke C rHe3[O0BbIM J103P-afarnTepoM M LUTLIPEBLIM /IHO3P-34anTepoM, C
MPUCOeMHEHHbIM  fepkaTefieM  Vacutainer One Use~— YCTpoicTBa OfHOKPATHOIO
npumeHeHnss BD Vacutainer Safety-Lok gns B3aTua [Apo6 KpoBW Takke CHabGXeHbl
3arUMTHLIM KOPMyCcoM AF-Ur/Tbl.

MoK 6ab0YKY, LIBET KOTOPbIX COOTBETCTBYET Ka/IMGPY UI/bl, MPeAyCMOTPEHbI 47151 TOrO,
4TOGbI MO/b30BATENH ObII0 YAOOHO BCTaB/STb M U3B/EKATb Urny. [Mocne 1cnosnb3oBaHms
UIy MOXHO BPYYHYHO BCTaBUTb 00paTHO (By 3alUMTHbIA  KoMMadok. Babouka
3aLLENKMBAETCS B 3ALLUMTHOM KOMMAYKe, 1 UMa OKa3bIBaeTCS MOMHOCTbHO MPUKPLITON, YTO
MUHMU3MPYET BEPOATHOCTb YKO/IOB UI/I0i MOC/IE-MCMONb30BaHMA M 10 ee YTUaM3aLWN.

Wrna-6abouka -[ns 3abopa KPOBW COeAMHEHa C KateTepoM u3 [1BX) KOTOpbIi
MOCTaB/ISETCS “B 'BapMaHTe [/IMHbl CeMb W ‘[ABeHaaUaTb AOMOB. Ha.[pyrom KoHLe
KaTeTepa HaxOmmMTCs flH03p-adanTep, COeAVHEHHbIA C Wrnogepxarenem -Vacutainer, u
KaHH/el, He-BCTYMatoLLEA B KOHTAKT C MalyeHTOM, Ans NMPOTbIKaHNS KPbILLEK BaKyYMHbIX
Npo6YpoK- . Ans 3abopa KpoBW. HenpOHMKatoLas KaHHoNs Nkosp-aganTepa CHabXeHa
KOXXYXOM,-[OKPbIBAOLLYIM €€ 11 OCTaHaBMBAHOLLYIM NMOTOK KPOBW Mpu. 3abope B HECKO/bKO
MPOBUPOK:



®0TO 8. YCTPOMCTBO OAHOKPATHOro npumeHeHns BB YacHlawer Safety-Lok ana B3satus
Npo6 KpoBW: WINbI-6a604KN C N1t03p-afanTepoM B KOMIMJIEKTE) C MNPUCOEANHEHHBLIM
aepxxarenem npobupok (23C)

®0T0 9. YCTPOMUCTBO OAHOKpaTHOro npumeHenuss BB Vacutajner Safety-Lok ' ans B3stus
Npo6 KpoBW: WFAbI-6a604KN C NHO3P-afanTepoM B KOMMIEKTE C MPUCOeLMHEHHbIM
Jepxatenem npoe6upok (21C)

1 |/|,E|||_|

¢l)®

1 BHyTpMBEHHaA KaHIOMS
2. 3alMTHBIA KOMMAYoK BHYTPMBEHHO KaHHON
3. babouka



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
BCTynawowias B
KOHTaKT C
naumveHTom
Cwmaska
BHYTPUBEHHOW
KaHm

Aaresns: gns
coefiMHeHns
KaHom ¢
Kpbl/blLLKaAMU
Agaresns ons

MaTtepuan, mapka

Hepxasetowasa cranb

(mapka 304)

MonunatnneH
MonusuHMNXNopuza
Monunponusied

MonunsnHWAXNOPUA,

AKpuieHUTpUn-byTagneH-

cTupon
MomunponuneH

CUHTETUYECKUNIA

N30MNPEHOBbIN Kay4yk

Hepxasetowwas crasib 304

MeaANUMHCKNIA CUIKOH

anokecng

LinknorekcaHoH/

Tun KOHTaKTa ¢ opraHM3Mom

Kateropus koHTakTa: ornoecpefoBaHHbIi
KOHTaKT C KPOBbIO

ONnTensLHOCTb KOHTaKTa:
KpaTKOBPEMEHHbI

Kateropus KoHTakra: He NnpuMeHnmo
[ONnTenbHOCTb KOHTaKTa: He NPYMEHMO
Kateropusa koHTakra: He NpMMEHUMO
[ONnTenbHOCTb KOHTaKTa: He NPUMEHUMO
Kareropusa koHTakTa: He NpuMeHnmo
ONnTenbHOCTb) KOHTaKTa: He NPUMEHUMO
Kateropwus koHTakTa: onocpefoBaHHbIN
KOHTaKT C_KPOBbIO

OnnTtenbHOCTb KOHTaKTa:
KpaTKOBPEMEHHbI

Kareropmsa koHTakTa: He npMMeHUmO
[ONNTENbHOCTb KOHTaKTa: He NPUMEHNUMO
Kateropusi KOHTaKTa: KOXHbIl
JOnyTensHOCTb KoOHTakTa:
KpaTKOBpPEMEHHbIA

KaTeropus KoHTakTa: He NpYMEeHNMO
ANnTenbHOCTb KOHTaKTa: He-lPUMEeHUMO

KaTeropus koHTakTa: onocpefoBaHHbIl
KOHTaKT C KPOBbIO

OnntensHOCTb KOHTakKTa:
KpaTKOBPEMEHHbII

Kateropus koHTakTa: .onocpefoBaHHbIN
KOHTaKT C KPOBbIO

[nuTenbHoeTb KOHTakKTa:
KpaTKOBPEMEHHbI

KaTeropusi koHTakTa: He NpMMEHMMO
[NnTenbHOCT-KOHTaKTa: He NPUMEHNMO

KaTeropusi KOHTakTa: He NPUMEHUMO



coefiMHeHnst
KPbINbILLIEK C
KateTepom
Cma3ska KaHin
noap-agantepa

MEeTUNITUNKETOH

MeaANUMHCKNIA CUNNKOH

OnnTenbHoeTb KOHTaKTa: He npUMEHUMO

KaTeropusi KOHTakTa: He NPUMEHUMO
[NMTEeNbHOCTb KOHTaKTa: He NPUMEHUMO

AjresuB nosp- anokcung KaTeropus KoHTakrta: He NpuMeHRyMOo
afiantepa [OnnTenbHOCTb KOHTaKTa: He NPUMEHNMO
Jepxatenb Monunponuniex Kateropusa koHTakTa: He NpUMeHUMO
[NTenbHOCTb KOHTaKTa: He-ApUMEHUMO
YNakoBOYHbIl MonunatuneH KaTeropusi koHTakTa: He IPUMEHUMO

KOXYX

OnnTenbHoeTb KOHTaKTa;-He NpMMeHNMO

4. YcTpoicTBa 0AHOKpaTHOro npumeHedna BD Vaeutainer Push Button, BD Vacutainer

UltraTouch Push Button c 3aToukoiisPentaPoint gna B3ATMA KPOBWU; UrNbl-6a604Kn B
KOMM/EKTe € /1I03p-afanTepom Wan 6e3 COCTOAT U3 UMNbl-6a604YKK-'C TMOKUM KaTeTepoMm
Ana 3abopa KpoBK, a Takke C rHe3goBbIM J1H03p-afanTepoM 1 ONUMOHasTbHLIM LUTbIPEBLIM
No3p-afantepoM. YCTpoicTBa Of4HOKpaTHOro npumeHeHus BD-‘Vaeutainer Push Button,
BD Vacutainer UltraTouch Push Button ¢ 3aToukoii PentaPoint Aans B3siTusi KpOBM Takxke
CHabXeHbl 3allMTHbIM KOpNycoM [Ansa urnbl. Baboukn npepHasHaveHbl 471 MeToga
aKTMBHOrO BTAMMBaHUA. pn aKTMBHOM HaxXkaTuu Ha KHOMKY MEN1a NOMHOCTLIO BTAMMBaeTCA
N GNOKMpYyeTCA BHYTpU Kopflyca v3fgenvs. BTArvBaHwe BHYTPUBEHHOM UMbl MO3BONSET
npefoTBPaTUTb CriydaiHble (YKO/bl UMI0M.

[ononHUTeNbHbIA  WITLIPEBON /l03p-aganTep CHabXeH pe3bbor 419 KpenjeHus K
urnogepxatento Vacutainer Brand Needle Holder n kaHinei, He BCTynatwe B KOHTaKT
C nauueHToMm, ANA NPOTbIKaHMA KPbIWeK BakKyyMHBIX MPOOWPOK [Ans 3abopa KpOBW.
HenpoHukatoLwaa KaHinsa nwoap-agantepa CHabXeHa KOXYXOM, MOKpbiBaloWMM ee U
oeTaHaB/IMBAOLLYM (MOTOK KPOBU MpK 3a60pe B HECKO/IbKO NPOBMPOK.



®oT10 10. YCTpPONCTBO OAHOKpPATHOro npumeHeHns BD Vacutainer Pushy Button (urna-
6abouka 21G, c fo3p-aganTepom)

doTo 11. YCTpOWCTBO OfHOKPATHOro npumeHeHusa BD Yacutainer Push Button (urna-
b6abouka 21G, 6e3 nsp-agantepa)

doTo 12. YCcTpoiicTBO OAHOKpaTHOro npumeHeHus BD Vacutainer Push_Button (urna-
6abouka 23G, cnto3p-aganTtepom)

ii»*'

doT10 13. YeTpolicTBO 04HOKpPAaTHOro npumeHeHnsa BD Vaeutainer Push Button (urna-
6abouka 23G, 6e3 ntoa3p-agantepa)



®0T0 14. YCTPOMCTBO OAHOKPATHOro npumMmeHeHnsa BD Vacutainer Push'Button (1rna-
6abouka 25G, c to3p-afanTepom)

®oT0 15. YCTPOMCTBO OAHOKPaTHOro npumeHeHus BD Vacutainer Push Button (urna-
6abouka 25G, 6e3 nap-aganTtepa)

®oT0o 16. YCTPOMCTBO OAHOKpaTHOro npumeHeHus BD Vacutainer UltraTouch Push
Button ¢ 3aTo4ukoii PentaPoint ansa B3saTunsA Kposm (Urna-6abouka 21G, ¢ fK03p-afantepom)

®QT10- 17. YCTPOWCTBO OAHOKPATHOro npumeHeHus BD Vacutainer UltraTouch Push
Button ¢ 3aToukow PentaPoint aas B3STUA KpoBM (Urna-6abouka 23G, ¢ 103p-agantepom)



®oT0 18. YCTpoiicTBO OAHOKpaTHOro npumeHeHmnss BD Vacutainer UltraTouch Push
Button c 3aToukoi PentaPoint gna B3ATUA KpoBuu (Urna-6abouka 25G, ¢ nwo3p-

“g
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KOXYX Ha KQHION10, He BCTYynaw Wy B KOHTAKT C NALMEHTOM

afanTtepom)
o @ ® 0
1. BHYTpUBEHHAA KaHIO A
2. 3aWMTHBIA KONNAYOK BHYTPUBEHHOW KaH NN
3. babouka
4. MepegHnit kopnyc
5. 3agHuit kopnyc
6. Kartetep
7. BTtynkanwoap-agantepa
8. THe340BOW N 3Ip-agantep
9
1

KoMMNOHEH Tb:

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

3al UTHbI i Monuatunen

KONNavyok (KaHionu)

babouka

MonunoneduH

MepesHuii kopnyc Monunponuney

JapHwit kop

MpyxuHa

nyc AKpnnoBbl i @oanmep

Hepxagel W ad cTansb
(mapka 302)

0. KaHlong np@p-afantepa, He BCTynat W afs“BKOHTAKT C NaUNEHTOM

TUn KOHTAKTa € OPraHu3mMom

Kateropus KOHTAKTa: OMOCPLA0BAHHbI
KOHTAKT C KpOBbIO

OnutenbHOCTh KOHTAKTA:/KPAaTKOBPEMEHH bl
Kateropma KOHTAKTA:“HENMPUMEHUMO
ONNTENbHOCTD KOHTAKTA: HE MPUMEHUMO
KaTeropma KOHTAKTA:/JHe NPUMEHUMO
ONnTenbHOCTb KOHTAKTA: HE NPUMEHUMO
Kateropua KOHTaKTa: HE NPUMEHUMO
JnnTenbHOCTb KOHTAKTA: He NPUMEHUMO
Kateropua KOHTaKTa: HE NPUMEHUMO
ONnTenbHOCTb-KOHTAKTA: HE NPUMEHUMO
Kateropng 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 gns
COeLNHEHMNA N0 3p-
agantepac
KaTeTepom
AJLresus niwap-
agantepa

Cmaska KaHwo nu
nwosp-agantepa
Konnayok nio ap:
afantepa

Monusuuunxnopug

AKpunoHutpun-
byTagueH-ctupon
Monunponunex

CHHTETHYECKNI
N30NMPEHOBbLI Kayuyk

HepxaBelowWwas cransb
(mapka 304)

anokcug

MeanUuUHCKIMNA CHANKOH

Y ®-0TBepX Aaemblil
afresus

L MKTOREKCAHOH/
MEeTUNITUNKETOH

anokcug
MEINUUHCKUA CHANKOH

Monunponunex

KaTeropua KOHTAaKTa: 0MOCPEs0BaH Hbl i
KOHTaKT C KPOBbI0
LNVTenbHOCTb KOHTAKTA: KPaTKOBPEMeHH bl i
KaTeropna KoHTakTa: He NpUMeHUWmo
LNnTenbHOETb KOHTAKTA: HEe NPUMEeHUMO

KaTeropma KOHTAaKTa: HE MPUMEHNUMO
LNVTeNnbHOCTb KOHTAKTA: He TIRMMEHUMO

KaTeropua KoHTakTa: He NpAMEHUM O
LNUTeNbHOCTb KOHTAKTA: HE MPUMEHUMO

Kateropua KOHTaKTa: OROLPEA0BAHHbI it
KOHTAKT C KPOBbI0
LNUTeNnbHOCTb KOHTAKTA: KPaTKOBPEMEHH bl if

KaTeropna KOHTAaKTaHEe NPUMEHUMO
LNUTeNnbHOCTb KOHTAKTa: HE MPUMEHUMO

KatTeropna KORTakTa: ONMOCPEJOBaHH bl i
KOHTAKT C KPOBbI0
LNUTenbHOCTb KOHTAKTA: KPaTKOBPEMeHH bl i
KaTeropus KOHTAaKTa: HEe NPUMEHUMO
LnnTentHOCTb KOHTAKTa: HE MPUMEHUMO

KaTeropma KoHTaKTa: He MPUMEHUMO
LNUTeNbHOCTb KOHTAKTA: HE MPUMEHUMO

KaTeropna KOHTAKTa: HE MPUMEHIMO
AANTENbHOETb KOHTAKTA: HEe MPUMEHUM O

Kateropna KoHTaKTa: He NPUMEHUMO
LNUTENbHOCTb KOHTAKTA: He MPUMEHUMO
KaTteropus KOHTaKTa: He NPWMEHUMO
LNVTeNnbHOCTb KOHTAKTA: HENPUMEHUMO

5. UrnblsctepunbHble 0gHOKpaTHoOro. npumeHeHna BD Vacutainer Flashback pna

3abopa-. BeHO3HOW KpoBWU -

CTEPNbHbIE

MELMUMHCKME WM3LEAUS OJHOKPATHOTO

NPUMEHEHNA, NPpeAHA3HAYEHHb & ANA/B3ATNA BEHO3HOM KPOBM N3 OPpraHM3Ma YenoBeka gn4
NOCAEAYIO W el AMATHOCTUKY in Vitrol,

W3genne

npefHasHayeHo [N4A

Wenonb3oBaHmMA

KBaNM@ULUPOBAHHLIM 3KCOY3IUOHUCTOM

WA= LPYTUM OOYYEeHHLIM MEAUUMHCKUM MEepcoHanom. Mrnbl“cTepunbHble OAHOKPATHOTO

MPUMEHEHUS
MPO3payHOit

BD Vaeutaingr
BTYNKOW, MO3BOAAID U €l

Flashback
BUJETb 00paTHbI

BEHO3HOM KpPOBM CHabXeHbl
BOPOC KpoBu. IT0 no3BONAET

Ana  3abopa

NoNb30oBaTeNd NOHATL, YTO WFNa nonana B BEHY.



®oT10 16. VIrnbl cTepuibHble 0AHOKPATHORO- NpUMeHeHNA BB Yaeulalmer ['1a8bbaek ans
3abopa BEHO3HOI KpOBU

AW MTHBIA KONMAYyoK BHYTPUBEHHON KaHI NN

BHYTPUBEHHAA KaHI0NA

BusyanbHaq kamepa

BTynka nwoap-ajanrepa

KaHionq, He BCTYMaK0'l a8 B KOHTAKT C MALNEHTOM

KoXyXx KaHionu, e BcTynaw el B KOHTAKT C NayUueHTOM

AW MTHBI KOMRAYOK KAHIO MW, HEe BCTYNalo L 6//B KOHTAKT C NaLUEHTOM

- oo ol B~ W N s

KOMNOHEHTH M=MAPKN MaTepuanos:

KomMnoHeHT Matepuan, mapka TUN-KOHTAKTa C OPraHu3mMom
3al UTHbI Monunponune KaTeropna KOHTaKTa: He MPUMEHUAMO
Konma4ok . BANTENbHOCTb KOHTAKTA: He NPMMEHNMO
BHYTPUBEHHO
KaHionn
BHYTpUBEHHAA HepxaBelowas crans Kateropug KOHTAaKTa: ONOCPEAOBAHHDI
KaHiong (mapka 304) KOHTaKT C KPOBbIO
ONNTenbHOCTh KOHTAKTA: \KPATKOBPEMEHHbI il
Busyanonaskamepa floauctupon KaTteropus KOHTAaKTa: MHENPUMEHUMO
ONUTENbHOCTD KOHTAKIA: HE MPUMEHUMO
Brynka awap- Monuctupon Kateropuna KOHTaKTAxHe NPUMEHUMO
agantepa ONUTENbHOCTL KOHTAKTA: HE MPUMEHUMO
KaHiwo.ns, He Hepxaselo Wad cTans Kateropua KoHTakTa: onocpesoBaHHbI il
BCTYNako W as B (mapka 304) KOHTaKT ¢ KpOBbT
KOHTAKT C

LNWTeNnbHOCTb KOHTAKTA: KPAaTKOBPEMEeHHbI it
nayunexHTom

Koxyx kaHionu, He  CUHTETHYECKMi Kateropmq KoOHTaKTa: He NPUMEHUMO



BCTyrIaH)LLLGI‘/'I B I/I30I'Ip6HOBbIVIKayLIYK LNuTenbHOCTL KOHTAKTA: HE MPUMEHUNMD
KOHTAKT C

nayuneHToMm

Jal uTHbI# MonnaTunen KaTeropua KOHTaKTa: HE MPUMEHYU MO

Konnavok KaHK)u”M, LNUTEeNbHOCTL KOHTAKTA: He NPUMEHUMO

He BCTynatw uen 8

KOHTAKT C

nayuneHTom

Apnresus dnokcua KaTeropus KOHTAaKTa: HE NPUMEHMUMO
OnnTenbHOCTb KOHTAKTa: HELTPUMEHUMO

Cmaska KaHwonu MEeLUUUHCKNA CUNTMKOH  KaTeropus KOHTaKTa: ONOCPEAOBAHHbI i

KOHTAKT C KPOBbH

BANTenbHOCTh KOHTAKTAISKPATKOBPEM EHHBI I
Cmaska KaHionu, He MEANMUMHCKUIA CUAMKOH  KaTeropua KOHTaKTa: HE TIPUMEHUMO
BCTYNalo el 8 ONUTENbHOCTD KOHTAKTA: HE NPUMEHMMO
KOHTaKT ¢
nayueHToM

. NaHueTbl CTepUbHbIE OAHOKPATHOTO nNpumeHeHMs BB Mlcrolawer Quikheel ans 3abopa
Npo6 KanunnsipHOM KPOBU W3 MATKN npeacTasnsdioT Co60/A OQHOPA30BbE CTEPUNbHLIE
ycTpoicTea AN9 MUKpP03abopa KPoOBU C MOCTOAHHO BTAHYTHIMU T€3BUAMMU, UCNONbIYEMbIE ANA
yKonos B NATKY i 3abopa KpoBW AOCNE NPOKONA KOXM. MexaHusm HEBO3MOXHO aKTUBUPOBATH
MOBTOPHO, YTO MCKAK YAET PUCK  TPaBMUPOBAHMUA WAU NOBTOPHOTO MCNONb3IOBAHMA. JlaHLeTH
BB MIlcrolalner Pwkbee! pagpadoTaHbl ANA NPOKaNblBAHMA NATKM HOBOPOX JEHHbI X W feTeil 4o
roga.

Q2un L LW

Al 1L
®oto 47) JlaHUeTbl CTepusibHble OAHOKpaTHOro npumeHeHusa BB Milcrolater Quikheel
NS 3a60pa NPo6 KanuNAspHOM KPOBW N3 NATKN



KOMMNOHEHTH W MapKkin MaTepuanos:

KomMnoHeHT MaTepuan, mapka TN KOHTAKTa C OpraHusmonm
Nessue Hepxasetowan crans Kateropua KoHTakTa: onocpeoBaHHblil
(mapka 301) KOHTAKT C KPOBb I
OnnTenbHOCTH KOHTAKTA:
KPaTKOBPEMEHHBI i
BHewHunit u MonucTupon Kateropua KOHTaKTa: He MPAMEHMUMO
BHYTPEHHUI Kopnyc ONNTenbHOCTD KOHTAKTA/ HE NPUMEHUMO
nessus

MyCcKOBOA MeXxaHn3M MonunkapboHar

KatTeropns KoHTakTa: HESMTPUMEH UM O
LNUTeNnbHOCTb KOHTAKTA  He NPUMEHUMO
KaTeropua KOHTaKTa  HE NPUMEHNMO
LNUTEeNbHOCTb KOHTAKTA: HE NPUMEHUMO
KaTeropns KoOHTaKTa: He NPUMEHUMO
LNnTenbHOCTb KOHTAKTA: HE NMPUMEHUMO

MpyxXuHka NonunkapboHar

CMa3ka NyckoBoOro
MeXaHU3MalnpyX uHku

MEINUUHCKUA CHANKOH

NaHueTbl KOHTaKTHO-akTUBMpyemble BD Microtainer Contact-Activated Lancet ans
npokanbiBaHWSA Nanbla npyv _B3ATUM Npob6 KanuANAPHOM KPOBW, OAHOKPATHOro
MPUMEHEHNA NpejcTaBAA T COOOW-0AHOPA30BLIE CTEPUNbHbIE yCTpoiicTBa ANA MuKpo3abopa
KPOBW C NOCTOAHHO BTAHYTHIMU NEBBUAMM, UCNONb3YEMbIE ANF N-P-BKONA KOX YW Nanbles v 3abopa
KanuanapHoi KpoBW y B3pOCABLX ™M feTeidl. MexaHW3m HeBO3MOXHO aKTUBUPOBATL MOBTOPHO,
YTO UCKNIO YaeT PUCK TpaBMUPOB&HNA UAN NOBTOPHOTO MCNONb3OBAHNA.

®oT10o 18. JlaHUETbI KOHTaKTHO-akTuBMpyemble, BD Microtainer Contact-Activated Lancet
AN NpoKanblBaHWA nNanbla Npu B3ATUW “APOO KanwuaisapHOW KPOBW;~ O4HOKPATHOrO
NPUMeHeHnsA

KOMMOHEHTH :

KOMNOHEHT
Wrnalnessie

Marteprian, Mapka

HepxaBew W ana crans

Tun KOHTaKTa C OpraH3Mom

KaTeropua KOHTAaKTal OMOCPeAOBaHHblif
KOHTAKT C KPOBbIO

LNUTeNbHOCTb KOHTAKTA: KPATKOBPEMEHH bl il
Kateropna KOHTAKTA: HE NPUMEHUMO
LNUTeNnbHOCTb KOHTAKTA: HE NPUMEHUMO
KaTeropus KOHTaKTa: HE NPUMEHUMO
LNUTeNnbHOCTb KOHTAKTA: HE NPUMEHUMO
KatTeropns KOHTAaKTa: He NPUMEHUMO
LNUTeNnbHOCTb KOHTAKTA: He MPUMEHUMO

K onnayok
HaKOHEYHMKaA

rnonunpon waeH
Fnaghbl i KOpnyc Monunpoomnnen

3aWNTHBIA KONMayok MonnaTunen



Bo3BpaTHas NpyxuHa MpoBonoka us Kateropma KOHTaKTa: HE NPUMEHUM®O
yrnepogucTon cTant C  NpautenbHOCTh KOHTAKTA: HE MPUMEHUMO

LUHKOBLI M
NOKpbITHEM
Wrnogepxatens / Monuctupon KaTteropus KOHTakTa: HE NPUMEHUMO
JaW NTHBIA MexaHusm LNNTeNbHOCTb KOHTAKTa: He MPUMEHNMO
MpusogHaa NpyxuHa MpoBonoka u3 Kateropua KOHTAKTa: He NPUMEHUMO
yrnepoaucTOn CTanu ¢ [ outenbHocTs KOHTAKTA: HE-APUMEHUMO
LMHKOBLI M
MOKpbi TUEM
JafHnii konnayok Monunponunex Kateropns KOHTaKTa: HEWPUMEHUMO

ANuTenbHOCTL KOHTAKTA:HEe NPUMEHUMO

. WNrnbl cTepunbHble OLHOKPATHOTP - MPUMEHeHUA ANna 3abopa’ BeHO3HOW Kposu BD
Vaeutainer Eclipse npegctasnato T c060/ 04HOPa30Bbie CTEPUNbHbBLE MELULUHCKUE M3AENNA
Ans BeHONMYHKuuu w 3abopa o6pa3uoB KpoBM Yy naumeHtoB. Wrma pgna 3abopa KpoBu npwu
MCNONb3OBAHUM MPUKPENNAETCA K-UTnojepxaTtent Vaeutainer KoHLOM, He BCTynawwum B
KOHTaKT ¢ nauueHToM. KONMauyok—MINbl aKTUBUPYETCH BPYYHYI NOCNe WM3BAEYEHUA Wb
Eclipse n3 BeHbl Ang 6e30NacHOR yTnansauum.

®oT10 19. Vrabl cTepunbHble 0AHOKPATHOIO NPUMEHEHNS ANs 3a6opa BEHO3HOI Kposu BD
Vaeutainer Eclipse

BHYTpUBEHHAA KaHiONA



Brynka

-~ O o1 B w

KOMNOHEHTHI:
KOMNOHEHT

BHyTpuBeHHAA KaH NA

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 Hanuymu)

ONOKCUOHbIA afTE3NB(
TONbLKO MPU Hanuuuu
MPUCOEAUHEHHOTO
fepxaTens B
KOMMAeKTaLmm
Cma3Kka BHYTPUBEHHAOIl
KaHto nu

Cma3Ka KaHWIM, He
BCTynatou el B KOHTAKT C
nayuneHToM

MaTepuan,
Mapka
HepxaBgelo L as
ctans 304

Monunponunen

Monunponunen

Monuctupon

Hepxasew W an
cTanp=304

CHHTIETUYECKNN
Kayuyk

flonnatnnen

Monunponunen

anokcup

MeguuuHcKmit
CUANKOH

MeguunmHeknit
CUANKOH

7. VIHCTpYKLWMA MO NPUMEHEHUIO

1.

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)

Tun KOHTAKTAa C OpPraHusmMom

KaTeropua KOHTaKTa: 0NOCPEAOBAHHbIf
KOHTAKT C KPOBbI0

LNVTenbHOCTb KOHTAKTa: KPATKOBPEM eHH bl il
Kateropns KOHTaKTa: He NPUMEHUMO
LNnTenbHOCTb KOHTAKTALHE NPUMEHUMO
Kateropus KoHTakTa: He<mpuMeHNMO
LNVTeNnbHOCTb KOHTAKTA: He MPUMEHUMO
KaTeropns KOHTAKTa&. HE NPUMEHUMO
LNUTeNnbHOCTb KOHTaKTa: He NMPUMEHUMO
Kateropusa KoHTakTa: onocpegoBaHHblif
KOHTaKT C KPOBbIO
LnutensHOCTb(KOHTAKTA: KPATKOBPEMEHH bl il
Kateropns KOHTaKTa: He NPUMEHUMO
LNUTenbHOCTb 'KOHTAKTA: HE MPUMEHUMO

Kateropung WoHTakTa: HE NPUMEHUMO
ONUTEeNbHOCTL KOHTAKTA: HE NPUMEHUMO

KaTeropus KOHTaKTa: HE NPUMEHMNMO
LNVTeNbHOCTb KOHTAKTA: He NPUMeHUMO
KaTeropua KOHTAKTa: HE MPUMEH UM O
LNUTeNbHOCTb KOHTAKTA: He MPUMEHUMO

Kateropua KoHTakTa: 0nocpeAOBaHHbl il
KOHTaKT C KPOBbI

LNUTeNnbHOCTb KOHTAKTa: KPATKOBPEM EHHbI it
KaTeropna KOHTAKTa: HE MPUMEHUMO
LNUTENbHOCTh KOHTAKTANHE NPUMEHUMO

Wrnbfng B3aTNA BEHO3HOR kpoBu BMl“Yacnlalner Precl3lonOWcle

. Wrna gna B3ATMA BEHO3HON "KPOBYU MCNONb3YeTCH BMECTe C-APOGMpPKOA AnA 3ab0opa KpoBYU
BB Yacllalnerwurnogepxatenem BB Yaculalner.
. Ona ocywecTBneHMA BEHUNYHKLUYM [ 3a60pa KPOBYM HEOBXOAMMO CKPYTUTb NNACTUKOBBI i

KONMayoK TEXHWYECKOT0 KOHLa MTAbl (He BCTYNakw W ero B KOHTAKT ¢ MalUMeHTOM).



pasopBath OYyMaxXHyw 3aWUTHYW nNNOMOY W BKPYTUTb OO6HaXUBW YO CA BTYAKY B
nrnogepxatens BB YacHlalner.

3aTeM HeO06XOZUMO CHATb MNNACTUKOBLIA KONMAuyo0K C BHYTPUBEHHOTO KOHas urnsl,
KOTOpbl i nocne Hagnexawed JOKNUHMYECKOH NOLTOTOBKM MecTa NMpOKONa BBOJUTCA B
BEHY MalyueHTa.

MomectuTs npobupky gna 3abopa kposu BO Yacnlalmer B fepxatefs” W nocne
MPOHUKHOBEHWUA B BEHY MONHOCTLI0O BCTaBUTL NPOOUPKY Tak, YTOObL TEXHUYECKUA KOHeL
MWrAbl NMPOTKHYN PE3UHOBYK KPbIWKY NPpOOUPKM, U BaKyymM B npobUpKe 6N BbITECHEH
BEHO3HOW KPOBbIO .

Mocne 3aBepl eHnd 3abopa KPOBU W3BNEYL UIAY M3 PYKU NauueHTa W/YyTUNN3UPOBATDL B
COOTBETETBUN C NPUHATLIMU B MEAULNHCKOM YUYPEX AEHUU NPOLEAYPaMW.

YcTpoiicTBa OLHOKPaTHOTO npumeHewusd BD Vacutainer Safety-Lok Ana B3ATUA KPOBY:
Mrnel-6a604KM B KOMNAEKTE C 10 ap=afantepom unu 6es3

CHATb 6AMCTepHYI ynakoBKY ‘M BbIHYTb CcuUCTeMYy. BKpyrwib nw3p-agantep B
06HaXmBW Yyl CA BTYNKY B  WrA0fepxatene (4nAa  obecmeyeHna Hagnexauwero
OYHKLUOHUPOBAHUA  HEOOXOAMMO ucnonb3oBaTh Aepxatens  Becton Dickinson
Vacutainer cooTBeTCTBY O W ero“pasmepa).

MecTo npokona MNPUTOTOBWUTbL” K BLIMONHEHWI BEHUNYHKUUM NYyTEM TWAaTENbHON
QUUCTKM N CYL KK,

Konnawok urnb yAanuTb W/BE'MONHNTL BEHUNMYHKLUI, JepXKa urny 3a 6abouky.

Co6paTb KpoBb B BAakKyyMHYW npobupky, NOMECTUB_MOCNEAHIOW B [epXaTenb M
MPOTKHYB NPOO6KY, Npu HEOBXOLMMOCTM 3aMEHAA JONONHWTENbHBIMU NpoOUpPKamMU.

Mpu wucnonb3oBaHuu <cuctemsl 3abopa kposu Safety-Lok, 3arem wm3Bneys wurny,
0CTOPOXHO NOTAHYB 3@-6abouky. OAUH M3 MeTOLO0B ‘AKTMBALUM 3aL UTHOTO MEXAHU3MA
3aKNK YaeTcas B TOM,FYTO OAHO «Kpbino» 6abouykm™~6eperca OQHOWA pyKoit, a 06nacTsb
3aXBaTa XEeNTOro OCHOBAHMA 3aW UTHOTO MexaHM3Ma - Apyroi. babouka Bbie3xaer B
3a4HI0K npopesb 3aljMTHOro MexaHu3ma JO WBAMKA, KOTOPbIA O3HAyaer, 4To urna
MONHOCTHLIO BTAHYTA)M 3ab6noKupoBaHa.

Bce cuctembl 3360pa KpoBM CNEAYET YTUAM3IMPOBATL B COOTBETCTBUM C NMPUHATHIMU B
MEAMLUHCKOM YYpeX JeHUN npoLesypamu.

YctpoilcTBa OfHOKpaTHOro npumeHenuns BB Vacutainer Safety-Lok gnqg-B88atua npob
KpOBM: NrNbi=6a604YKM B KOMNNEKTE C N10 IP-@AanTepoM v NPUCOEANHEHHBIM LepX aTenem
ANs Npo6upok

CHATb OAMCTEPHYI YNaKOBKY M BbIHYTb CUCTEMY.

CHATb /~KONNAaY0K C BHYTPUBEHHOFO  "KOHWA WrAbl, N03p-afjantep, BCTaBnsercs B
fepxarenb  (gnq obecneveHuns Hagnexawero (QYHKLMOHMPOBAHMA HeobXOoLuMO
menoas3oBath Jepxatens Becton Dickinson Vacutainer coOTBETCTBYH W ero pasmepa).
MegTo. npokona MNPUTOTOBUTbL KLBLIMONHEHUI BEHUNYHKLUMM SNYyTeM TWaTeNbHOI
OUYMWCTKM U CYW KK,

KomayoKk yraol YyAanuTb u BHINOAHUTL BEHUNYHKLMIO, AepXa WTHY 3a 6abouky.

CobpaTb KpoBb B BAKYYMHYK NPOOMPKY, NOMECTUB NOCNELHIO 10, B JEpPXaTeNb U BCTaBUB
B MONHOCTbLK TakK, 4TO0ObL TEXHMUYECKUIA KOHEL WrAbl NPOJKHYN PE3SUHOBYK KpblLWKY
MpobupKK W BAKYYM B Npo6GUPKE OblN BbITECHEH BEHO3HOW KPOBbIO.

Mocne NONHOTO BbITECHEH A BaKyyMa M3BAEYL NPOGUPKYSH BCTABNTL JONONHUTENbHbI €
BaKyyMHble npobupku gnd.3abopa cnepyollux 06pasloB-Kposu.

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



6.

MexaHusma - Lpyroii. ba6ouka Bble3xaeT B 3af4HK 0 NPOPe3b 3all NTHOTO MEXaHUIMa A0
Wenyka, KOTOPbI A 03HAYAET, YTO UTNA NONHOCTbIO BTAHYTA W 3a6N0KNpOBaHa.

. Bce cuctembl 3a6opa KpoBM CNefyeT YTUNN3UPOBATH B COOTBETCTBUM C MPUHATHI MU B
MELMUNHCKOM YUpeX fAeHUN NpoLeaypamu,

4. YctpolicTBa OLHOKpPAaTHOTO npumeHeHns BD Vacutainer Push Button, BD=Vacutainer
UltraTouch Push Button ¢ 3aToukoit PentaPoint gng B38TMA KPOBM. MIMbl=0a604KN B
KOMNAEeKTe C N1 3p-agantepom unu 6es

. CHATL 6GNUCTEPHYI YyNakOBKY W BbIHYTb YCTPOACTBO OZHOKPATHOTO npuMmeHeHua BD
Vacutainer Push Button gnqa 3abopa kposu.
. BKkpyTuTb N 3p-agantep no 4acoBOW CTpenke B UrNOLepxaTens W/MAMTBHYTPUBEHHSI i

wnpuy BD Vacutainer. 3aTeM CHAThH/j3all UTHbHIA KONMAYyoK BHYTPWBEHHOW WUTAbl C
BHYTPUBEHHOTO KOHLA UTTbI.

. Ytobbl cobpaTtb o6pasey kpoBu, BakyyMHyw npobupky BD Vacutainer HeobXxoaumo
NOMECTUTb B AepXaTenb M BCTaBWUTb €& NONHOCTbIO Tak, YTO6b KOHEL WMrAbl, He
BXOAAW UIA B KOHTAKT C NALUEHTOM=MPOTKHYN PE3UHOBYH Kpbl WKY,NPOOUPKH.

. Mocne TOro Kak Bakyym NONHOCTbI BbiTeCHeH NpobUpKY HeoBX0AMMO yganutb. Mocne
Habopa JOCTATOYHOTO KonMYecTBa Npobupok, Heo6X04UMO HAXATb KHOMKY, B TO BpeMH
Kak urna ewe Haxogutcd B BEHE:

. Wrny, a Takxe LepxaTtenb CAGAYeT YTUAM3INPOBATL B COOTBETCTBUM C MNPUHATHIMU B
MELULUHCKOM YUpex JeHuu npoLegypamu.

Wrnbl cTepunbHbie OQHOKpPAaTHOTO-MpumMeHeHns BD Vacutainer Flashback gns 3a6opa BeHO3HOI
KpoBu

. Lns ocywecTBneHns BEHUNYHKL MM [ 3a60pa KPOBM HEQBXOAUMO CKPYTUTb NNACTUKOBbI I
KONMayok KOHLUA MTNblHE BCTYNAlO L ero B KOHTAKT C.NayMeHTOM, pa3opBaTb GyMaXHYo
3alMTHYK nnomMGys—m BKPYyTMTb O06HaXMBWYl0CA BTYNKy B Murnogepxarens BD

Vacutainer.

. 3aTeM HeO0OXOAMMO CHATb MNACTUKOBLIA KONMAYOK C BHYTPUBEHHON KaHW MW, KOTOpas
nocne Hagnexauwe# HQOKNMHMYECKOA MNOATOTOBKM MecTa NMPOKONAa BBOAUTCA B BEHY
nauueHTa.

. BusyanbHaa kaMmepa Urnb NO3BONAET MEAPabOTHMKY BMULETb 06pPaTHBI BOPOC KPOBU U
y0eamMTLCA, YTO MTNa NONana B BeHY.

. KpoBb MOXET ObITb COOpaHa B OAHY MNU=HECKONbKO BaKyyMHbL X npob6upok 4ns cbopa
KpoBY.

. Mocne 3aBepu exHna 3abopa KPOBM W3BNEYE UrAY U3 PYKU nauueHTa ulyTUAU3NPOBATL B

COOTBETETBUM C MPUHATHIMU B MELUUWHCKOM yUypexX JeHUM NpoLesypamu.

NaHueTl CTePUNbHbLIE OJHOKPATHOrO NpumMeHeHus BD Microtainer Quikheel gnqa 3a6opa npob
KanuanapHOW-KpOBN N3 NATKY

. Tw-arenbHo COrPeTb, OYUCTUTL aHTUCENTUKOM M OCYW UTb MECTO TPOKONA.

. MoqBecTit npopesb ANS Ne3BUs AdHLETa HAa YPOBEHb NMpPeAnoOMaraeMoro Mecra Hagpesa
MATKY.

. HaxaTtb KHOMKY MNYyCKOBOTO. “MexaHusma, YyjAepxwuBas KOHTAKT ¢ KOXeid, HO He
HapaBnueas.

. BblHYTb W YTUAM3NPOBATL MaH1eT B COOTBETCTBYIO W Nl KOHTEAHED.

NaHueTbl  KOHTaKTHO-akTusupyembe BD  Microtainer Contact-Activated Lancet pgns
npokanbiBawung nanblua Nnpu B3IATUM NPOO6 KANUNNAPHON KPOBU, OKHOKPATHOTO NPUMEHEHUS



. TWaTenbHO OYMCTUTL M OCYW UTb MECTO MPOKONa.

. CKPYTUTb M BLIGPOCHTL KONMAYOK HAKOHEYHMKA C 34l UTHBIM HAKOHEUYHNKOM.

. PAacnmonoXmTb OTBEPCTME KPbIW KM HANPOTUB MECTa NPOKONA M MPUXaTb KOPNYC naHueTa
K MECTy npokona, yTo6bl Kpbl W Ka BTAHYNACH.

. Mmocne NOAHOTO BTATUBAHUSA KPbIW KN NPOKON BLIMONHEH. MoCne MCNONb3OBAHMA NaHUeT
aBTOMATUYECKN BTATUBAETCA.

. HagaBnueaTb B MeCTe MPOKONa CNEAYeT OCTOPOXHO, Tak, 4ToGbl NMOAYUYMTL BUCAYYIO
Kannio Kpoeu.

. YTUAM3NpoBaTh NaHUET B COOTBETCTBYW W UIA KOHTEAHEpP ANA GUONOTMYECKM OMACHBIX
0TXO0A0B.

8. Wrnel cTepunbHble OZHOKPATHOTO MpuMeHERwUs fng 3abopa BeHO3HOW KpoOBM BD Vacutainer
Eclipse

. Wrna gnqa 3abopa KpoBWM wucnonbp3yetcs BmecTe ¢ npobupkoit (Zas 3abopa kposu BD
Vacutainer u urnogepxatenem BD"Vacutainer.
. Ons npuMeHeHNS HeOOXOAMMOCKPYTUTL NNACTUKOBLI A KONNAMOK TEXHMYECKOT0 KOHLA

Mrnel (He BCTynawWero B KOHTAaKT C NAUMEHTOM), pasopBalb OyMaxXHYW 3aWUTHYW
nnoM6by u BKPYTUTL 0GHAXMBULEYO CA BTYNKY B UTnogepxatenh BD Vacutainer.

. Bpawatowunitca konnavyok MOBepPHYTh Ha3aj K JepxaTenio. 3aTeM CHATb KOMMauyok ¢
BHYTPUBEHHOTO KOHLA MIAbkl (nocne Hagnexawel JOKTUHUYECKOW NOATOTOBKM MecTa
MpOKONA) BBECTH TNy B BEHY MaLueHTa.

. MomectuTs npobupky ‘gma 3abopa kposu BD Vacutainer B pjepxartens u nocne
MPOHUKHOBEHWUSA B BEHY MONHOCTbIO BCTAaBUTb NPOOMPKYITaK, 4TOOE TEXHUYECKUIT KOHeEL
WINbl MPOTKHYN PE3UHOBYH KpblWKY npobupku, u Bakyym B npobupke 6blN BbITECHEH
BEHO3HON KPOBbI .

. Mocne NONHOTO BblFECHEHUA BaKyyMma U3BAeYL NPOOUPKY W BCTABUTL LONONHUTENbHbLIE
BaKyyMHble npobupky gng 3abopa chnefyolux o6pasyos Kposu.
. Mocne 3aBepl eHwus 3abopa KpoBM U3BAEYL WLAYy M3 PYKUM MNaAUMEHTA U BPYYHYHK

AKTUBUPOBATH BPalalo Wl MACA KOAMAyoK neped TeM, Kak 60e30macHO YyTUOM3UpPOBAThH
yCTPONCTBO.

8. Mepbl NPeoCTOPQYKHOCTI NPY 06PaLLEHNN C U3AENNEM

Mpu obpaweHun c.6Monornyeckumu obpasyammt OCTPLIMUN NpesMeTaMu, NCNOMB3YEMbLI MU NPU
B3ATMYM KpOBYW (A@HLeThl, UrNbl, N 3P-afanTepby KOMONEKTo ANS B3ATUA KpPOBM) cobnio ganTe
npasuna v npoLefypbl, NPUHATHIE B yupexpgeHuun. B cnyyae N0 BOFO0 KOHTaKTa ¢
buonormyeckwmu obpasuamu (Hanpumep, “npH yKoNe OCTPbIM nNpesgmMeTom) obpaTutech 3a
COOTBETCTBY ML EH NOMOW b0 .

Mepbl 3alWEb NPEAYCMOTPEHb B KOHCTPYKUMN HEKOTOPbIX W3JENUilp ENA CHUXEHUA pucka
YKONOB MIRGH.

Y TUNU3NPOBaTL BCE OCTPble NPeAMeTb  MCNONb30OBAHHbBIE Npu 3a60Pe KPOBM, B CNELUMANbHbIE
KOHTE/HEPDL ANS GMONOTUYECKM ONACHDBIX MAaTepUanos.

QTM-U3[ENNA NpefHasHAYEHbl AN WCNONb30BAHUSA KBANUGULUMPOBAHHBIM IKCHYSUOHNUCTOM N
APYEAM OOYYEHHBIM MEAULUHCKAMINEPCOHANnoM.

9. ¥YnakoBKa



L Wrnb gna B3ATMA BEHO3HOW Kkposu BD Vacutainer PrecisionGlide nocTasaftotca B
KapTOHHbLI X ynakoBkax no 100 wT. B KaXpZO0id, KOTOpPb e YyNakOBLIBAKW TCA B TPaHCMOpPTHbIe
kopobku no 10 ynakoBOK B Kax goit, scero 1000 wr.

2.YcTpoiicTBa OQHOKPATHOTO npumeHeHns BD Vacutainer Safety-Lok gng B3ATUA KPOBK: UTNbI-
6aboyku B KOMNAeKkTe C NwWap-agantepom uUAM 6e3 NOCTABNAKWTCHA B MHAMBULYANbHBIX
3aneyvyaTaHHbl X GNUCTepPHBI X ynakoBkax. 50 6AMCTEPHBIX YyNakoBOK NOMEW alo TCAB KAPTOHHbLI €
YyNakoBKM, KOTOpPbl € 3aTeM yNak0BbI BAK TCA B TPAHCNOPTHbLI & KOPOOKKM no 4 ynakoBku, scero 200
Wwr.

3. YcTpoidcTBa OQHOKpPAaTHOTO npumeneHus BD Vacutainer Safety-Lok gng 83%Tns npob kposu:
mrnel-6aboykun B KOMNNEKTE C N03P-ajanTepoM U NPUCOELUHEHHbI M/~ 4epxarenem Ans
npobupok NOCTABNAKWTCA B WHAWBUAYANbHbLIX 3anevyaTaHHblX ONUCTEpPHBEX Yynakoskax. 25
6AMCTEPHBIX YNAaKOBOK NOMELW al TCA B KAPMOHHbLI € YyNaKOBKM, KOTOPbI € 33TEM YyNakoBb Bal TCA B
TPaHCNOPTHbI e KOPOOKKM No 8 ynakoBoK, Beero 200 wr.

4. YcTpoicTBa OJHOKpaTHOro npumedeHua BD Vacutainer Push Button, BD Vacutainer
UltraTouch Push Button ¢ 3atouykoi PentaPoint gna B3ATUA KPOBU: MIAb -6a604KM B KOMNAEKTE
C Nioap-agantepoM wunu 6e3 noCTaBAaw TcH B MHAUBUAYANbHbLI X 3@MEYaTaHHbIX GAUCTEPHbIX
ynakoBkax. 50 6AMCTepPHBIX YyNakoBEk, NOMEL alo TCH B KapPTOHHLI g5y ak0OBKN, KOTOpPbLI € 3aTeM
YyNaKkoBbi BAlO TCH B TPAHCNOPTHLI € KOPOOGKYM No 4 ynakoBku, Bcero 200 wr.

5. Wrnbl cTepunbHble OJAHOKpPAaTHOFO npumeHeHus BD Vacutainer Flashback pgna 3abopa
BEHO3HOW KpOBY MOCTaBNAK TCA B KAPTOHHO# ymakoBke M0 50 wWT., KOTOpbLIE 3aTeM
YyNaKkoBbiBAO TCA B TPAHCNOPTHL e“kopobku no 20 ynakoBok, BCENO 1000 wr.

6. NTaHUeTbl CTepUNbHbIE OAHOKPATHOro npumeHeHus BD M.icrotainer Quikheel gna 3abopa
npob KanuandpHoi KpoBM M3 NMATKM NOCTABAAKWTCA B ~WHEUBUAYANbHbBIX 3aMeyaTaHHbIX
6ancTepHbl X ynakoBkax. 50=6AMCTepHBIX YyNakoBOK NOMEW a0 TCA B KAPTOHHbLIE YNakoBKY,
KOTOpbIe 3aTeM yNakoBbl BAKTCA B TPAHCNOPTHbLI & KOPOOKUMQ 4 ynakosku, Bcero 200 wr.

7. JlaHueTb KOHTakTHO-akTuBupyembe BD Microtainer Contact-Activated Lancet ans
NpoKanbiBaHuWs nanbla WPY., B3ATUM Npob6 KanuNNAPHQAKPOBN, OFHOKPATHOTO NPUMEHEHNSA
nocTaBnal TcA B KapTOHHOW ynakoske no 200 wW7I,~ KOTOpPbe 3aTeM YNakoBbLIBAWTCA B
TPAaHCNOPTHbLIe Kopobky-no 10 ynakosok, Bcero 2 000.wr.

8. Wrnbl cTepunbHbie OFHOKPATHOrO NpUMeHeHus gaf—3abopa BeHo3HOW kposu BD Vacutainer
Eclipse nocTaBnao TCH B KapTOHHOW ynakoske no 48 wT., KOTOpbe 3aTeM YyNakOBbIBAW TCA B
TpaHcnopTHbl e KOopob/ki no 10 ynakosok, Bcero 480, 1.

10. MapkunpoBka
CopepxaHue 3THKeToK cooTBeTcTByeT Tpebopawumam EN 1041 «WHdopmawng, npunaraemas
MOCTABL MKOM Ko MELULMHCKAM W3LENUAM»s, “ Ncnonb3yemble CUMBONbL. COOTBETCTBYIT
cumsonam 3 EN" 980 «Fpaguueckue cUMBObI, UCNONLIYI W MECA B MAPKUDPOBKE MEAULUHCKMX
ngenmit» un BN I1SO 15226-1 «MeguuymHckue wusgennd - CUMBONL, SUCNONb3YHO W HMECT B
ITUKETKAX MEZMUWHCKMX W3KeNnil, HeobOXOZMMAas MapkupoBka W wHdOpmauns - Yacts 1
O6wmue TpeboBaHMAY.

Ha wmapkuposke w3genuit OAHOKPaTHOF0 nNpUMeHEeHUs ANA 3a60pas KPOBM MCNONb3yK TCA

Cumson Onucanue
b [‘pounssogntens

iREFi KatanoXHblii HoMep

ILOTI Homep naprum

C€ CE



OrpaHWyeHne TeMMepaTypbl

- CTEpMNM30BAHO ITUNEHOKCUAOM
STERILE EU

STERILE R CTepunn3oBaHo ramma-paguaymei

McnonbsoBaTh 4O/ CPOK TOAHOCTH

He ucnonbsosatb NOBTOPHO

bepeus 0T CONHEYHBI X NyyYeil

N. TpaHCMOpPTUPOBKA, XpaHEHME U CPOK FOAHOCTU

W3penns paspaboTaHbl, WU3TOTOBAEGHB M yNakoBaHbl Tak, YTOOb WX XapakTepucTuku u pabouue
CBOWCTBA NP MCNONb30OBAHMM NO) HA3HAYEHUIO He YXYLW UAMCh NPU TPAHCNOPTUPOBKE U
XPAHEHUM C YyYeToOM yKasaHuit n wHbopmaynm, npesocTaBneHHbiX BMECTE C ynakoBKOW n3genns.

XPaHWTb NpU KOMHATHOR TemmepaTtype B CyxoMm MecTe; 3aliwiyaTb 0T BO3AEACTBUA NpPAMBIX
CONHEYHBI X NyyYen.

12. CpoK rogHocTu:
CpoK rOgHOCTH (eCNM NMPUMEHUMO) - NOCNEAHMIA JeHb MeCALA, YKa3aHHOTO Ha ynakoBKe nocne
COOTBETCTBY W Ero CuMBONaA:

LWrnel gnq B39Tus BEHO3HOW kposu BD Vacutainer PrecisionGlide - 5 ner

2. Cnctembl OAHOKpATHOTro npumeHeHuns BD Vacutainer Safety-Lok pgna 3abopa KpoBu u3
TPYAHOLOCTYNHb X BEH: urab-6a604kun ¢ unm 6e3nro9p-agantepa - 2 ropa.

3. CuncTembl ofHOKpPaTHOro npumeHenna BD Vacutainer Safety-Lok gna 3abopanpob kposu u3
TPYLAHOLOCTYNHbBX_ BEH: wurnpi-6a604ku B  KOMNNEKTE C NPUCOEAMHEHHL M/ JepxaTenem
npobupok- 2 roga:

4. CucTtembl QFHOKpaTHOro npumeHeHus @BD Vacutainer Push Button,&/BD Vacutainer
UltraTouch Push*Button ¢ Texnwonoruei PemtaPoint gng 3a6opa BeHO3HON KpOBM - 2 TOAA.

5. Wrnbel cTepnbHble OAHOKpaTHOro npumexedHus BD Vacutainer Flashback gna 3abopa
BEHO3HOW KpOBYM - 2 roja.

6. MaHUeTHb./CTEPUNbHbBIE OAHOKPATHOTO MtpuMeHeHus BD Microtainer Quikheel gns 3abopa
npo6 KanWAAApHON KPOBM U3 NATKM - 5 meT.

7. NaHYeTH KOHTAKTHO-akTuBUpyemse’ BD Microtainer Contact<Activated Lancet gns
npokanbiBawung nanbua npu B3ATUM Np0b KanUNNAPHON KPOBU, OAHOKPATHOTO NPUMEHEHUSA - 5
ner.

8. Wrnbl CTepuNbHbie OLQHOKPATHOTO=RPUMEHEHNA 4nA 3abopa BeHO3HOW kKpoen BD Vacutainer
EclipSe -3 ropa (c gepxarenem); 5-nev (6e3 gepxartend) - cM ynakosky.

13. Crepunusauns

W3genna OJHOKPATHOrO npuMmeHeHus gns  3ab6opa KPOBM  ABAAKTCA  CTEPUNbHBIMMK
MEAULUHCKUMU N3LENUIMU.

MEeTo4 CTEPUAN3ALMM - TAMMA-N3NYYEHUEM UM 3TUNEHOKCUHAOM.



Bce m3gennq ctepunn3oBanbl ¢ obecneyeHuem ypoBHA rapaHTun crepunbHocTu (SAL)=L0™.

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

-EK 180 11137-1: Crepunmsayug NpoLyKTOB OTpPAcAu 34paBooxpaHenna - Pagmatua - Yacts
1: Tpe6oBaHua ang pa3paboTku, Banugauum u KOHTPONS npolecca CTepunu3alui=MeinLnHCKNX
n3genni

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

-EN 180 11137-3: CTepununsauna npoLyKroB oTpacnu 3gpasooxpaHeHnd /= Paguayua - Yactsb
3: YKkasaHus

-EN 556-1: Ctepunusaunsd MeguunHcKix=u3nenmit - Yacts 1

- Ebl 180 11737-1: Crepuamnsauns MeguuuHCKUX n3gennit - MukpoGuonornyeckne MeTOLb -
Yactp 1: OnpegeneHue KOAMYECTBA MUKPOOPTaHM3IMOB B NPOAYKTE

-180 11737-2: Ctepununsauns MeguywHCKuX n3genuit - M ukpobuonrormyeckne MeTogbl - Yacts
2: TeCT Ha CTEPUNbLHOCTL, NPOU3BEAEHHbLI A B NpoLecce BaAnAaLnuCCTepunmnsaLum

Ebl 180 11135-1: MeguUmMHCKNe, W3fenus - Bannpgauusd W TNPOM3BOACTBEHHBIW KOHTPONb
CTepunm3aLmm 3TUNEHOKCULOM .

14. Tpe6oBaHMSA K OXpaHe OKPYXal L e epefbl B NpoLeeee IKCANyaTauuu nsgenmnii

W3genus B npolyecce XMU3ZHeHHOro LMKNa He OKa3biBalT HEraTuBHOrO BO3JelieTBUS Ha
OKpYXaw W yw cpeay.

15. MpaBuna ytnnusauun

YTunansaumus AONXKHA/JRPOU3BOANTLCA B COOTBETCTBUM C 3aKOHOLATENbHLIMM U MECTHbI MK
HOPMATMBAMM, @ TAKXKE-NPOTOKONAMU MEAULUHCKOTO=YUPEX AEHNA,

16. MapaHTUK Npous3BoOAUTENA

Mpou3BonTeNb) He HeCeT OTBETCTBEHHOCTI: 32 MNOBPEXAEGHUA WUAN HECYACTHbIE CAyyaw,
Bbl3BaHHbI € HeNnpaBWAbHOR 3KcnayaTayned W3Jenna, no BUHE NMONb30BATENEN WAUM BHEW HUX
HenpeaBUAEHHb X CUTYAUMNI.

17. ¥YNONHOMOYeHHbIN NpeacTaBuUTeNb HaTeppuTopum PO
O6WecTBO C OTPaHUYEHHON OTBETCTBEHHOCTLIO «BEKTOH JUKNHCOH BOCLTOK»;
000 «bekToH AUKUHCOH BocToK»,/Poccua, 127018, r. Mockea, ya-~[BuHues, 4. 12, cTp.
6nokiC,)ten./dakc, (495) 7758582, (495) 7758583



«YTBEPX A »

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

1bekToH Jpaite, ®panknun Neitke, wtat Hoto Axepcn 074176 C L A /1 Becton 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, wtatT Hoto Jxepeus 07417,
cwA



MepeBol BLINONHEH NepeBofYuKOoM KpannuHoim Jenucom AneKCaHApOBUYUEM
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FiopoqI Mocksa.

MaTHaguaTOro gekabps ABe ThiCAYM WecTHagUuaTOoro roga.

A, TpokoweHkoBa EneHa EBreHbesHa, HoTapuyc ropoga MOCKBbI, CBWIeTENbCTBYIO

NOANMHHOCTb MOAMUCK, CAENaHHOR nepeBoAuYMKOM KpannuHbiM [eHucom ANeKCaH4pOBMYEM B
MOEM MpUCYTCTBUN. JINYHOCTb €ro ycTaHOBNEHA.
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MATVBAW TOrO feKatps R

A [poreuwerara EAern E8feioeepl HATapWYE ropofa MPOKeL cBuAeTewiid )
BEPHOCTb 3TOM KOMMM C NOM/MHHUKOM. JOKyMeHTa. B nocasgHem " A o Ne A
3a4epKHYTBIX C/IOB 11 NHbIK HEOrOBOPENHbIX MCMpaBNeHniA MM Kakux-nnbo oco6 cTen x\.

MHoto, nuLly, 06paTvBLLEMY«! 33.C0BEPILIEHNEM HOTAPUANLHOTO IeCTBUMA3bUCHEH,
4T0 Np CMTENbCTBOBAHMM BEPHOCTI KONUN [okyMeHTa i®M™®P*aae’s 3 a m *
COZiepPXaHNA OKYMEHTa 1 COOTBETCTBUE:U3/10XXEHHbI Hemmx OB NBIicaBULLXbOCTU OB
3aperucTpupoBaHo B peectpe 3aNe ¢
B3bICcKaHO rocrioLmHBE(N0 Tapuidy)
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