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NAME OF MEDICAL DEVICE

BD Vacutainer® One Use Holder, non-sterile
(Furtherreferred to as- Medical device/ MD/One Use
Holder)

INTENDED USE

Used to attach and hold a BD Vacutainer® Brand
venous access device such as a blood collection
needle, blood collection set (wing-needle) or luer
adapter during venipuncture and to connect the device
to a BD Vacutainer® blood collection tube.

CONDITIONS/SCOPE OF APPLICATION
Medical device is a single-use, non-sterile.

The BD Vacutainer® One Use Holder is intended to
be used by trained healthcare professionals.

DIRECTIONS

Used during the venipuncture process to guide a blood
collection tube to the non-patient end of a blood
collection needle.

CONTRAINDICATIONS

There are no known contraindications for this device.

POSSIBLE SIDE EFFECTS WHEN USING A
MEDICAL DEVICE

There are no known possible side effects associated
with the use of MD according to the intended purpose
in accordance with the instruction.

Legal manufacturer:

Becton, Dickinson and Company (BD)

1Becton Drive, Franklin Lakes, NJ 07417-1885, USA
Manufacturer Site(s):

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

2. Nypro Ltd., Corke Abbey, Bray, Co. Wicklow,
Ireland.

Authorized representative of the manufacture in
the Russian Federation:

«Becton Dickinson Vostob> Limited Liability
Company

(«Becton Dickinson Vostob> LLC)

24/27 Sadovaya-Samotyochnaya Street, 2nd floor,
premises I, office 18, Moscow 127051, Russian
Federation
Tel./Fax: +7 495 775 85 82
comolaints CIS®,bd.com

DESCRIPTION
The BD Vacutainer® One Use Holder is a non-sterile,
single-use plastic device used during the blood
collection process. It consists ofa plastic longitudinal
barrel with molded edges with a centered female
threaded boss at one end into which the hub ofthe BD
Vacutainer® blood collection device is screwed. The
other end has flanges with rounded edges to assist in
gripping the device during use and is open to allow the
passage of a BD Vacutainer® evacuated blood
collection tube. BD Vacutainer® One Use Holder
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HAVNMEHOBAHWE MEAVWLINHCKOIO N3OENNA
Jepxatens pans  urn BD  Vacutainer®  0fHOpPa30BbIiA,
HecTepunbHbIA. (Janee no TekcTy - MepauumHekoe nsgenve /
MW / Oepxxatens ona vrn)

HA3HAYEHWE

MpefHa3HayveH 418 NPUCOEAUHEHUA U YAEPXKaHUsA YCTPOACTB
BeHo3Horo pgoctyna BD Vacutainer®, TakMx KakK Wrfibl u
Habopbl (rNbl-6a604KK) AN B3ATUA KPOBW UKW afanTepsl TUNa
Jlyep BO Bpems BeHEMyHKUMW, a TakkKe AN COeAMHEHUS
fepxatens ¢ npodmpkoii BD Vacutainer® gns B3ATWS KPOBW.

YCNOBUA/OBNACTb MPUMEHEHNA
MeanuMHCKOe u3genne nNpeacTaBisieT co60W HecTepubHOE
ofHopa3oBoe uzgenve. Aepxatens ans urn BD Vacutainer®

npegHasHayeHo ansa 1Cnonb3oBaHNA 06y4eHHbIMU
MEATXUHCKNMM PaBoTHMUKaMMN.
MOKA3AHUWA

Vcnonb3yeTcd BO BpeMSi BEHEMyLUOWW A7 HarnpaBieHns
npooupkn  0Ns  B3ATUA  KPOBU K wrne (KaHwone), He
KOHTaKTVpYOLLEl C NaLMeHTOM.

MPOTUBOMOKA3AHINA

MpoTMBONOKa3aHWn K TMPUMEHEHWIO 3TOr0  W3AeNnst  He
N3BECTHbI.

BO3MOXHbIE MOBOYHbIE AENCTBUSA MPU
MPUMEHEHNWN MEOQMLLHCKCH'O N3OAENUNA

HeT 13BECTHbIX BO3MOXHbIX NOBGOYHbIX AECTBUIA,

CBSI3aHHbIX C nNpuUMeHeHMeM MW no npegycMOTPEHHOMY
Ha3Ha4yeHWH0 B COOTBETCTBUM C MHCTPYKLMEN.
OTBETCTBEHHbI NPON3BOANTEND:

BekToH, AMKMHCOH aHa KomnaHu (BA),

(Becton, Dicbnson and Company (BD))

1 Becton Drive, Franklin Lakes, NJ 07417-1885, USA (CLLA)
MecTo npon3BoACTBa:

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

2. Nypro Ltd., Corke Abbey, Bray, Co. Wicklow, Ireland
(MpnaHaws).

YNONHOMOYEHHbIV NpeAcTaBUTeNb MPON3BOANTENS B PO:
O6wectBo ¢ OrpaHWueHHON OTBETCTBEHHOCTbIO «BeKTOH
JVKNHCOH BocTok»

(OO0 «beKTOH [AMKMHCOH BOCTOK»)

127051, Poccuiickas degepaums, r. Mocksa, yn. CagoBas-
CamoTéuHas, 24/27,2 aTax, nomelleHue |, komHaTa 18
Ten/hakc: +7 495 775 85 82

complaints CIB"3M-coT

OMMCAHNE

Oepxatens ans urn BD Vacutainer®- 370 HecTepu/ibHOE
0JHOpPa30BOe MMAaCTMKOBOE YCTPOICTBO, MCMOMb3YEMOE BO
BpeMs npovecca B3sATUA KpoBu. OH COCTOWT M3 M1aCTMAacCoBOro
LWAMHAPA € NPOA0/bHBIMM pébpamm Ha Kopnyce 1 pe3bb0Boi
BTY/IKOI NO LEHTPY Ha O4HOM KOHLE, B KOTOPYHO BBUHYMBAETCS
ycTpoiicteo BD  Vacutainer® pans  B3sTMS  KPOBW. Ha
MPOTMBOMO/IOXKHOM KOHLE [JepXartens Aas WM Haxogsatcs
thnaHupbl C 3aKPYTNEHHbIMU KpasiMn XOTA 06/1eryeHns 3axsata
YCTPOIACTBa BO BPEMS €ro MCMO/b30BaHUSA, U OH OTKPbIT ANs
MPOXOX/AEHNS BHYTPb BaKyyMHORN nNpobupkn BD Vacutainer®



used to attach and hold a BD Vacutainer® Brand
venous access device such as a blood collection needle
and blood collection set (wing-needle) or Luer adapter
during venipuncture and to connect the device to a BD
Vacutainer® blood collection tube.

THE MAIN COMPONENTS
_>4

rhreads (Internal)

Barrel with molded
edges

Flanges
TECHNICAL CHARASTERISTICS OF MD

Weight, g 2,20 +20%
Color Transparent
Total length MD, mm 53,29+0,25
Outer diameter, mm (at height 19,13 +0,13
= 5,33 £ 0,13 from the top
screw surface)
Irmer diameter cylinder, mm

. 17 93, ,
(at height * 44,63 + 0,13mm -0,13
from bottom flange surface)
inner diameter, mm (at height 18,07 £0,13
= 31,75 = 0,13mm from
bottom flange surface)
Inner diameter, mm (at height 18,28 £0,13
= 12,70 £ 0,13 mm from
jottom flange surface)
Inner diameter of cylinder, 18,41 +0,13
mm (at bottom flange surface)
Cylinder length, mm 44,63 +0,13
Wall thickness 0,64 +0,13
Length of screw, mm 5,33 10,13
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ona  B3ATMA o6pasuya Kposu. [JepxaTtens pgna wurn BD
Vacutainer® 1cnonb3yeTcs 419 NPUCOEANHEHNA U YAEPXaHUA
YCTPOICTB BEHO3HOrO AocTyna BD Vacutainer®, Takux Kak,
urabl U Habopbl (MrNbl-6a60ukM) ONA B3ATUA KPOBU WK
afanTtepoB Tuna Jlyep, a Takke 419 COefUHEHNs fepxaTens ¢
npo6upkoii BD Vacutainer® ans B3sTUS KPOBU.

OCHOBHbIE KOMTIOHEHTbI

Pe3b60Bast BM'Ka

— IMpofonbHbIe pedpa

PnaHL

TEXHUNYECKUWE XAPAKTEPNCTUKW
MEAVNUNHCKOIO N3AENNA

Macca, r 2,20 + 20%

Liget Mpo3spayHblii

Obuwas gnuHa M, Mm 53,29 £0,25

BHeLlHWiA AuameTp BEpXHEl YacTy, 19,13+0,13

MM (Ha BbicoTe “ 5,33 + 0,13mM OT

MOBEPXHOCTYU BTY/NKW)

BHYTpeHHUIA anameTp, MM (Ha j+0,2S
17,934 A

BbicoTe “ 44,63 = 0,13mm oT -O3

NOBEPXHOCTY (hnaHLa)

BHYTpPeHHWI AnameTp UMANHAPA, 18,07£0,13

MM (Ha BbicoTe = 31,75+ 0,13mMm OT

NOBEPXHOCTYU (haHLa)

BHYTpeHHWn fuameTp UUIMHAPa, 18,28 +0,13

MM (Ha BblcoTe = 12,70+ 0,13Mm OT

NOBEPXHOCTY thnaHLa)

BHYTPEHHWII  AMaMETP  HWDKHEN 18,41 +0,13

YyacTu UMAMHAPa, MM (Ha HWXKHel

NOBEPXHOCTY thnaHLa)

[nvHa umnuHapa, mm 44,63 0,13

OTctyn oT umnumHgpa  go 0,64 £0,13

OKPYXXHOCTM, MM



Diameter ofthe screw, mm 6,20+0,13 [nuHa BTYNKW, MM 5,33 +0,13

Ou_ter Diameter, mm (at 2144@@8_,\%) [nameTp BTYNKU, MM 6,20 £0,13
height = 1,78 + 0,13mm from *-0,2
bottom ﬂange Surface) BHeLHWi anameTp, MM (Ha BbICOTE

= 1,78 £ 0,13 MM OT NOBEPXHOCTMN
Outer Diameter, mm 20,12+0,13 thnaHua)
(at height = 6,10 + 0,13mm BHeLHWi gnameTp, MM (Ha BbICOTe 20,12+0,13
from bottom flange surface) = 6,10 = 0,13 MM OT MOBEPXHOCTH

thnaHua)
Flange height, mm 1,78 +0,13

BbicoTa thnaHues, MM 1,78 +0,13
Flange length, mm 30,18+0,13

[nuHa naHues, Mm 30,18 £0,13
DIRECTIONS FOR USE CrnocCob NPMMEHEHWNA
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S

10.

11.

Practice Standard Precautions. Use gloves,
gowns, eye protection, other personal
protective equipment and engineering
controls.

Check the integrity ofthe product before use.
Do not use if foreign matter is present.
Remove the non-patient needle shield from
devices (blood collection needle and blood
collection set (wing-needle) or Luer adapter)
if necessary (The device is not included in
the scope of delivery to the bolder).
Assemble non patient needle or Luer adapter
into holder with a twist motion. Be sure
needle or Luer adapter is firmly seated to
ensure needle does not unthread during use.

(Fig 1).

Follow your facility’s procedure for venous
blood collection.

When piercing the cap of BD Vacutainer
tube (not included in delivery) position it in
the center of the holder when penetrating the
stopper to prevent sidewall penetration and
resultant premature vacuum loss. Gently
push the tube to the end ofholder until the
needle penetrates through the stopper.

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

I fnecessary, fill subsequent tubes with
blood while still gently holding the holder
with the needle or Luer adapter.

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

Dispose ofholder and attached needle or
Luer adapter in contaminated sharp and
discard in bioha2ard contmner appropriate
for sharps disposal as per your facility’s
recommended procedure, (see p.
DISPOSAL)
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Cobntofaiite cTaHAapTHbIE MEPbI MPELOCTOPOXHOCTH.
Wcnonb3yiiTe mepyaTky, Xanatbl, CPeACTBa 3alluThl
rnas u gpyrve cpeacTsa WHAVBMAYabHOM 3aliunThl, a
TaKKe Hafnexallme TeXHUYeCKre CpeaCcTBa.

MpoBepbTe LLeNI0CTHOCTb n3genvs
1CMO/b30BAHNEM.

He ncnonb3yiiTe U3fenne Npu HaMMumMmn B HEM
MOCTOPOHHUX MPEAMETOB.

CHATb KOMMa4yoK C YycTpoiicTBa (Mrna gns B3ATWS
KpOBW, Habopb! (UrMbl-6a604KKM) AN B3ATUA KPOBK UK
agantepoB Tuna Jlyep) ecnm Heo6xoanmo (Y CTPOCTBO
He BXOAWT B KOMM/EKT MOCTaBKM K IepXKaTesHo)

BpalLaTenbHbIMU ABKEHUAMU BKPYTUTE 0BOPOTHBII
KOHeL, uribl (He MpefHa3HayeHHbI ANA KOHTaKTa C
naumeHToOM) WK agantep Tmna Jlyep BO BHYTPEHHIOKO
BTY/IKY Jepxxatens. YbeauTech, UTO Urna unv agantep
TUna Jlyep NpoyHO 3aMKCMPOBaHbI U He OTCOEAMNHATCA
BO BpPems Mcnonb3oBaHus (Puc. 1).

nepeg,

Mpn B3ATUM KPOBU CnefyiTe MEeTOAMKE, NMPUHSTON B
BaLLIEM YUPEXAEHUN.

Mp  nNpoKaiblBaHUM  KPbIWKW  npobupkn  BD
Vacutainer (He BXOAUT B KOMMNIEKT MOCTaBKM)
pacrnonoxute ee M0 UEHTPY Jepxatens, Ay
MPeaoTBPaLLEHNS €€ HEpPOBHOIO  BBEAEHWS W
nocnefytouleli NpeXxaeBpPeMeHHON MoTepn BaKyyMa.
HagaBute Ha NPpo6UPKY U NPOTKHUTE PE3UHOBYIO YacTb
KPbrILLCK.

Korga nepsas npobupka HanonHUTCs 40 NOM0XEHHOT0
06bema M KpOoBb NepecTaHeT NOCTynaTb, OTCOEAUHUTE
NMpPo6BupKy OT Aepxarens.

Mpwn Heo6xoAMMocTH 3anosiHuTe KpPOBbHO
nocnefyroLime npodupKW, NPOJOMKas akKypaTHO
yAepXuBaTb fepXKaTenb C UFNOA UK aganTepom Tuna
Nyep.

. Korga KpoBb nepecTaHeT MocTynaTb B MOCNEAHION

Npo6upKy, OTCOEAMHWTE MPOBUPKY OT AepXKaTens u
3aBepLUMTe MpoLesypYy B COOTBETCTBUM C METOAVKOM,
MPUHSATON B YUPEXAEHUN.

YTunusupyiite fiepxartesib BMeCTe ¢ NpUcoeauHEHHOA
WUrNoii UK aganTepoM TunaJlyep B yTBEPXKAEHHBIV AN
YTANU3aLMKU  OCTPbIX MNPeAMETOB  KOHTeliHep AN
OUONOTUYECKM  OMAacHbIX ~ OTXO[OB  COF/acHO
PEKOMEH/10BaHHbIM B BaWleM  YupexaeHum



npouenypam, (cM. n. YTUNN3ALNSA)

Symbols present on the group and transport packaging / Pacwmndposka cumsonos,

MPACYTCTBYIOWWWIX HA rpynnoBoii n TpaHCnopTHOM ynakoBKe

Cumson/ Symbol
Hi
UTH

REF

ILOTI

C¢€

MD

Onucaxue / Description

M3roTosutens / Manufacturer

[Jata usrotosneHus/ Manufacturing date

Homep no katanory / Catalogue Number

Kog naptumn / Lot number

O3Ha4aeT, 4TO [JaHHOe YCTPOMCTBO OTBEYaeT TpeboBaHMsM
EBponeiickoit aMpeKTVBbLI O MeAMUMHCKUX npubopax / CE -mark,
conformity with requirements of European regulations

3anpeT Ha NOBTOPHOE NpuMeHeHue / No re-use

MeaununHckoe nsgenve / Medical Device

cal
e
EC REP YNOMHOMOYEHHbIA NpeAcTaBuTeENb B EBponelickoMm coobuectse /
Authorized Representative in the European Community
THE INFORMATION ABOUT NMH®OPMALNA OHANVNYMN B MEAVLUNHCKOM
AVAILABILITY IN THE MEDICAL N3QENNN NEKAPCTBEHHOIO CPEACTBA ANA
PRODUCT OF THE MEDICINE FOR MEOVLUWNHCKOIo NPUMEHEHNA, MATEPVUANOB
MEDICAL APPLICATION, ANIMAL XWMBOTHOIO U (MNN) YENOBEYECKOTIO
MATERIALS AND (OR) HUMAN ORIGIN MPOUCXOXAEHWA

The composition of medical device does not contain B cocTaBe U3aenus 0TCYTCTBYHOT 1eKapCTBEHHbIE CPeACTBa AN
medicinal products for medical use, materials of MeguLrackoro NpPUMeHeHWs, mMaTepuanbl XXUBOTHOTO U (UnK)

animal and (or) human origin.

Ye/N0BEYECKOI 0 NPONCXOXAEHNA.

STATEMENT REGARDING PHTHALATES, 3SAABJTEHVE OTHOCUTE/IBHO ®TANNTATOB,

LATEX ANDBISPHENOL A

NNATEKCA NBNCDEHOJIA A

The product does not contain natural rubber V3genne He COLEPXUT HaTYPaUIbHbIA Kay4yKOBbIA NaTekc.

latex. W3aenve He cofepxuT Tasiathl, Knaccupuumpyemble Kak

The product does not contain phthalates which KaHLeporeHHble, MyTareHHble Un TOKCUYHbIE 411

are classified as carcinogenic, mutagenic or toxic PENPOAYKTUBHOW (hyHKLMK, KaTeropun 1unn 2, B

to reproduction, of category 1or 2, in accordance COOTBETCTBUM C MpunoxxeHvem | K mpektuse

with Annex 1to Directive 67/548/EEC. 67/548/BEC.

The product does not contain bisphenol A. W3genve He cogepXxut ucheHon A.
ENVIRONMENTAL PROTECTION OXPAHA OKPY>XXAILLEN CPEAN
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This product does not harm the environment with
proper operation, transportation, storage and disposal.

STERILIZATION
Non-sterile MD.

CONDITIONS OF TRANSPORTATION,
STORAGE AND OPERATION

Transportation conditions

The medical device is transported using all available
modes of transportation in the covered vehicles
according to the transportation rules forced on each
transportation mode.

The medical device is transported in, at temperature
from +15°C to +25®C and air relative humidity from
40% to 60% (no condensation).

Storaee conditions
Temperature, °C
Humidity, %

From +15 *Cto +25°C
From 40% to 60%
(no condensation)

Operating conditions
Temperature, “C
Humidity, %

From+15‘Cto+25®C
From 40% to 60%
(no condensation)

Efficient and safe operation of the medical device is
possible only in case of observation conductions of
storage and transportation

SHELF LIFE

Shelflife ofthe medical device is 5 years from the date
of manufacture. The date of manufacture is indicated
on the packaging of the medical device.
WARNINGS AND PRECAUTIONS
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[JaHHoe n3genne He HaHOCWT Bpefia OKpPYXKatoLLeil cpeae npu
MpaBWAbHON 3KCMyaTauun, TPaHCMOPTUPOBKE, XPaHeHUU
ynurasauuu.

CTEPUNMTN3ALUNA

He ctepunsHoe M.

YCNOBNA SKCTTYATALINN,
TPAHCMNOPTUPOBKW U XPAHEHUNA

Ycnosua TpaHCNOPTUPOBKY

MeguumMHCKOe W3Aenve TPaHCMOPTUPYIOT BCEMW BUAaMU

TpaHcrnopTa B  KPbITbIX TPaHCMOPTHLIX CPeACTBaX B
COOTBETCTBMM  C  MpasBwWiamy  MEPEBO3KW  TPYy30B,

[ENCTBYIOLLMX Ha TPAHCMOPTe KaXkaoro Buaa.

MeguuuHCKoe u3fenue TPaHCMOPTUPYETCH B CyXMX, TEMHbIX

ycnosusax, npuv Temnepatype ot +15°C pgo +25°C wu
OTHOCWTE/IbHOI BRXXHOCTM BO3gyxa OT 40% po 60% (6e3
KOHZeHcauun).
Ycnosusa xpaHeHus
Temnepatypa, 'C
BnaxHocTb, %

OT+15*Cpo+25 ‘C
OT 40 % po 60 % 6e3s
KOHAeHcauum

Ycnosus akcnayataumm
Temnepatypa, *C
BnaxHocTs, %

Ot +15 *Cpo +25 *C
oT 40 % po 60 % Ges
KOH/eHcaLum

AhchekTVBHAA M Ge3onmacHas SKCMyaTauus MeLLIVHCKOro
U3fenns BO3MOXHA TONMbKO NpU  COGMHOAEHUM  YCOBWIA
XPaHeHWs 1 TPaHCMOPTUPOBKU.

CPOKToAgHOCTMH

CpoK rogHOCTV MeAMUMHCKOro W3fenns cocTaBnseT 5 neT ¢
JaTbl M3roToBneHus. [laTa MpoW3BOACTBA YKasblBaeTcs Ha
YMNaKOBKe MeAMLIMHCKOIO W3ae/us.

TPEBOBAHWNA BE3SOMNACHOCTW N MEPBbI
MPEAOCTOPOXHOCTMU



4t This holder is for single-use only. Dispose of it
according to your facility’s policies and
procedures.

2. Multiple uses of the needle holder may result in
damaged threads and cause the needle to
unthread or spin out.

3. Do not remove non patient needle from holder

after use in order to avoid an accidental
needlestick.
4. Handle all biological samples and blood

collection needles in accordance with the policies
and procedures ofyour facility.

5. Obtain appropriate medical attention in the event
of any exposure to biological samples (for
example, through a puncture injury), since
samples may transmit viral hepatitis, HIV
(ATOS), or other infectious diseases.

6. Do not use if foreign matter is present.

7. Medical device is intended to be used by trained
healthcare professionals.

8. Do not use device past the expiration date.

TERMS AND CONDITIONS OF
UTILIZATION

Medical devices must be disposed of in accordance
with local requirements and local disposal regulation
in given region. Handling and disposal is carried out
in accordance with accepted medical practice and in
accordance with local, state and federal laws and
regulations. Disposal of unused medical device is
carried out in accordance with class A SanPin
2.1.3684-21. Disposal of medical devices in contact
with biological fluids or medical substances is carried
out in accordance with class B SanPin 2.1.3684-21.

WARRANTIES

The manufacturer guarantees the compliance of this
medical device to the declared characteristics within
the limits of the preservation of the shelf life (the
period of preservation of its sterility), provided that the
manufacturer’s  requirements specified in the
instructions for use are complied with.

The manufacturer is not responsible for damage or
accidents caused by improper use ofthe product, due
to the feult of users or external unforeseen situations.

CLAIM

For questions about the circulation of the medical
device in the Russian Federation, please contact
Authorized Representative of the Manufacturer in the
Russian Federation:
«Becton Dickinson
Company

(«Becton Dickinson Vostob) LLC)

Vostok» Limited Liability
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1 3T0T  pgepxatenb  npefHasHayeH  TONbKO  ANd
0JHOpPa30BOr0  MCMO/b30BaHWA.  YTUIM3UPYIiTE  €ero
COrnacHo € MNOAUTUKOW W  MpouefypaMy  Ballero
YUPEXAEHNS.

2. MHOrokpaTHOe UCMOo/b30BaHWE AepXaTens WUribl MOXeT
MPVBECTU K MOBPEXAEHUIO Pe3bO0BOr0 COEAUHEHUS U K
CHATUIO MW PaCKPYUMBAHMIO UT bl

3. He wu3BnekaiiTe TEXHUYECKYID CTOPOHY WIAbl, He
npegHasHayYeHHy [15 KOHTaKTa C MauueHTom, U3
Jep>xaTens Mocne WCMonb30BaHWs, 4TObbl M36exarsb
C/TyYaintHoro yKona.

4. OG6pawarbcs co BCeMU BUOMOrMYECKMMU 06pasuaMu u
nrnamMmm Ans B3sATMS obpasua KpoBWM B COOTBETCTBUM C
npaBunamyM ¥ CTaHAapTamu Ballero MegULMHCKOro
yupeXxXaeHus.

5. O6patnTecb 3a  MOMYYEHMEM  COOTBETCTBYHOLLEN
MEAVMUMHCKOA  MoMOWM B CAyyae KOHTakta ¢
6uonormyeckumn obpasyamu (Hanpumep, Npy TpaBMe OT
yKO/Ma), MOCKOMbKY —06pasubl MOTYT  nepedaBaTb
BUPYCHbI  rematut, BWY (CMWNA) wan  gpyrve
NHMDEKLMOHHBIE 3a60/1€BaHNS.

6. He wcnonb3yiite wu3genue
MOCTOPOHHUX NPeaMETOB.

7. [daHHOe w3fenve npefHasHayeHo [A/1F MCMO/b30BaHWA
TOMbKO MEAULMHCKMMM CreuyanmcTamu.

8. He ncnonb3oBaTth NOC/e UCTEYEHUSA CPOKA FOAHOCTY.

MOPAAOK N YCNOBUA YTUNNIALNN

npn Hanymm B HEM

MeauuUMHCKE — 130enus  [OMKHbl  YTUU3MPOBAaTLC B
COOTBETCTBUM C TPeBOBAHMAMU MECTHbIX OpraHusauuin u
npasMnamm yTUAM3aLMM B [aHHOM PervMoHe. YTunusauus
MPOBOAWTCS B COOTBETCTBUM C MPUHSTON  MEeAULIMHCKOI

FlpaKTVIKOVI, a TakKkKe B COOTBETCTBUM C  MECTHbLIMU,
rocyaapCTB€HHbIMU n q)e,qepal'lebl'll/ll/l 3aKOHamMun n
MNONOXKEHNAMMN. YTtunusaums He MCMnoJsib30BaHHOIo

MEeAMLUMHCKOrO W34enns MNpou3BOLUTCA B COOTBETCTBUM C
knaccom A CaHlluH 2.1.3684-21.YTunusaumsa MeguLMHCKNX
N30eNNiA, KOHTaKTUPOBABLUMX C OMOMOTMYECKAMM XUGKOCTAMM
WMAN  NeKapCTBEHHbIMW  BewlecTBamy  MPOBOAMTCS B
co0TBETCTBUYU C Knaccom b CaHlMnH 2.1.3684-21.

FAPAHTUNHBLIE OBA3ATE/ILCTBA

MpousBoauTeNs  rapaHTUpPYeT  COOTBETCTBME  [aHHOrO
MEAVLIMHCKOTO W3AeNMs 3asiB/IEHHbIM  XapaKTepUCTMKaM B
npefenax COXPaHeHWs CpoKa roAHOCTM, MPU YCMOBWW, YTO
cobnofaloTcs TpeboBaHWs MPOU3BOAMTENS, YKasaHHble B
WHCTPYKLMM MO NPUMEHEHWIO.

Mpou3BoanTENb HE HECeT OTBETCTBEHHOCTW 3a MOBPEHCAEHNS
WM HecyaCTHble  C/lyuan, Bbl3BaHHble  HeMpaBU/bHOIA
3KCN/yaTauueid W3nenus, No BUHE  MOMb30BaTeNen Wm
BHELLHUX HEBPEABUAEHHbIX CUTYaLIMIA.

PEKNTAMALNA

Mo Bompocam o6paweHnss MeAWMUMHCKOTO  M3genus B
Poccuiickoin ®egepaumnn obpaliaiitecb K YNoAHOMOYEHHOMY
MpeacTasuTento MpounssognTens B Poccuiickoin deaepauuu:
O6uwectBo ¢ OrpaHuyeHHO OTBETCTBEHHOCTbIO «BeKTOH
JnknHcoH Boctoro>

(OO0 «beKTOH [MKMHCOH BOCTOK»)

127051, Poccuiickas depepaums, r. Mocksa, yn. CagoBas-
CamoTéuHasn, 24/27,2 atax, nomewleHve |, komHaTa 18
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24/27 Sadovaya-Samotyochnaya Street, 2nd floor, Ten/thakc: +7 495 775 85 82
premises |, office 18, Moscow 127051, Russian comolainls ClISfo"bd.com
Federation

Tel./Fax: +7 495 775 85 82

comniaints ClStolbd.com
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Becton, Dickinson and Company (BD), USA

CrapLwumii MeHeKep MeXAyHapoAHOro oTaena permctpagum/
International Regulatory Affairs Senior Manager

Kapon 3. Nepdopg/Carole E. Ledford

' Bt'Chtii. Dickinson ;ind C ornpiin>
i *5ec:on D'.ve

r Les'OS *CV ,C'S6, 07417
WBDI
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MepeBog, NEPBOrO IMCTA C aHTINACKOTO A3bIKa Ha PYCCKUI A3bIK

<Jlorotun B4 (BD)>

NMHCTPYKUWMA MO NPUMEHEHWIO
MeLULUNHCKOTO n3aenus;
Oepxatens gns urn BD Vacutainer® ogHOpa30Bblii, HECTEPUbHbI A

MpounssoanTenb: BekToH, AUKUHCOH sHA4 Komnanu (BA), CLUA
(Becton, Dickinson and Company (BD), USA)

«YTBEPXOAK»

bekToH, AuknHcoH 3Ha Komnanum (BA4), CLUA

(Becton. Dickinson and Company (BD), USA)

CTaplinii meHefXep MeXAYHapOAHOro oTAena perncrpaunm
{LOMKHOCTb)

Kapon 3. Nleadopa

(Carole E. Ledford)

(ww)

<[ognucb>
(nognwuce)

M.IM.
«P3» okTa6ps 2021 .

«MMoATBEPXK4A0 TOYHOCTh, NPaBUILHOCTb
W AOCTOBEPHOCTb JaHHOTO NepeBOAa Ha PYCCKMIA A3bIK»

<Kpyrnas penbedHas neyarb: Bepcus 1

KENNW N. BUHKO (KELLEY L. BINKO) *
HOTAPNYC * OKPYT BAJITUMOP, MOPUNEHA>

<Ll Tamn:
Iliai XMOPUNENA Okpyr  BANTVMOP
Ceroghs, 13 OKTABPA 20 21 r.,

K3PO 3. NEA®OP[ (CAROLE E. LEDFORD)
JINYHO SIBUNAch KO MHE 1 NOATBEPAMIA MHE MOCPELCTBOM
NpeabsBNEHNs  [OCTATOYHbIX A YAOCTOBEPEHUS
JINYHOCTW [JOKA3ATENbCTB, a MEHHO

CNY>XEBHOIO YAOCTOBEPEHUA [ ]
UTo OHa SBMISIETCH /ULOM, YbMM VIMEHEM MOAMMCAH
MpefLecTBYIOLLWIA WM NPUNaraeMbiii JOKYMEHT B MOEM
npuCyTCTBUM.

Kennu /1. bumko (Kelley L Binko) 2021 r.

Kennu /1. buhko (Kelley  Binko). HoTapuyc
CpoK MOMX NOMHOMOYWIA UcTekaeT 13 anpens 2025 r.>
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@0 oo »id

BekToH, AUKNHCOH 3HA Komnanu (BA4), CLUA

(Becton, Dickinson and Company (BD), USA)

CTaplinii MeHeLkep MeXAyHapoLHOro 0TAeNa perncrpaymm
Kapon 3. Nleatopa

(Carole E. Ledford)

I&< o

<Moanucb>
J)
<
8 <WTamn:
}8 BekToH, AUKNHCOH 3HA KomnaHu
3 1 BekToH [paiiB
% ®paHknnH Nleiike, Hbto-Oxepcn 07417
. CWA
C (Becton, Dickinson and Company

1 Becton Drive
Franklin Lakes, New Jersey 07417
USA) <Norotun b4, (BD)»
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[NepeBof faHHOI0 TEKCTa BbIMOAHEH NepeBogUYMKoM Anekceesbl.® Anekceem AnekcaHaposuye. .

Poccuiickaa ®epepaumns

fopog MockBa.
[dBajuaTb NepBOro oKTA6pAa ABe ThiCAYM ABaALaTb NEPBOro roja.

A. [feiiHeko Jliogmuna BanepueBHa, BPEMEHHO MCMONHAKOWaA 0653aHHOCTU HOTapuyca
ropoga Mocksbl NpokoLIeHKoBON EneHbl EBreHbeBHbI, CBUAETENLCTBYH NMOAIMHHOCTL MNOAMUCH
nepesofunka Anekceesa Anekcesa AfekcaHipoBuya.

Mopnuckb caenaHa B MOEM MPUCYTCTBUMN.
JINYHOCTbL NOANMCABLUErO ALOKYMEHT YCTaHOB/EHA.

3aperucTpupoBaHo B peecTpe: Xo 21/86-H/77-2021-
YnnayeHo 3a coBeplueHne HoTapuanbHoro genctemsa: 400 py6. 00 kon.

N1.B. OeiiHeko

MNoANUCH

MpowWwHYpoBaHO, NPOHYMEPOBAHO W CKPern/ieHo nevaTbto *ucT(-a,-"6B).

[.B™ [leit Heko

nNoAnmch

Poccuiickas deaepaums
I'MockBa

=

q [erso JHTT  w27oesa m Q-
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