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1. HAMMEHOBAHWE MEAVWLUWMHCKOTIO
N3OENNS

LLInpuL, MHBEKLMOHHbIA OfHOPa30BbIiA CTepUbHbIA BD
Plastipak™ 1 M1, B BapuaHTax UCMOIHEHUS:

I.  LUnpuy MHLEKLMOHHBI Of4HOPa30BbIli CTEPUBbHBIRA
BD Plastipak® 1 mn 6e3 kaHonmn (urnbl), Tun Luer (Bug
260600):

1  LUnpuu MHbEKLUMOHHBIN 0IHOPa30BbIli CTEPUbHBIN
BD Plastipak® 1 mn 6e3 kaHtonu (Urnbl), Tun Luer - 1
LuT.

2. VIHCTpyKuus no npumeHeHuro - 1
rpynmoByH yNakoBKy

T. Ha

W. Wnpwny NHbBEKLIVIOHHbIIA 04HOPa30BbIi
cTepwbHbln BD  Plastipak® | mn ¢ KaHwonein
(nrnoit) pasmepom25G x 5/8in (0,5 x 16 mm), Tun Luer

(Bng 349160):
1. LWnpuy, WNHBEKLNOHHBIN 0/HOpPa30BbIi
cTepunbHbIii BD  Plastipak® 1 M ¢ KaHtonei

(vrnoit) pasmepom 25G x 5/8in (0,5 X 16 Mm), Tun Luer

- | wr

2. VIHCTpyKUMs no npuMmeHeHuto - 1 wWT. Ha
rpynnoByto yNakoBky

L. LWnpwy, MHBLEKLMOHHBII 0/HOPa30BbIit
cTepunbHbll BD  Plastipak® 1 mMn ¢ KaHtoneid

(vrnoii) pasmepom 26G x 3/8in (0,45 x 10 mm), Tvn Luer

(Bng 349160):
1 LWnpuy, VHBEKLVMOHHbII 0f}HOPa30BbIi
cTepunbHbId BD  Plastipak® | mn ¢ KaHtonel

(urnoii) pasmepom 26G x 3/8in (0,45 x 10 mm), Tn Luer
- 1l

2. WHCTpyKuMs no npumeHeHuto - |
rPynnoByH YNakoBKY

LWT. Ha

[anee no TekCTy MOryT BCTpeyaTbCd cne™o'towue
00603HaveHns MeguumHckoro msgenms: BD Plastipak,
wnpuy(bl), 3aenue, MeamuUMHCKoe msgenve, M.

2. CBEAEHWNA O NPON3BOAWNTENE

bekToH AuknHcoH C.A. / Becton Dickinson S.A.
Camino de Valdeoliva, s/n San Agustin del Guadalix
28750, Madrid, Spain (McnaHus)

3. AOPEC MECTA TMPON3BOACTBA

Becton Dickinson S.A.

Camino de Valdeoliva, s/n San Agustin del Guadalix
28750, Madrid, Spain (MicnaHws)
4, YMMONMHOMOYEHHbLIN
NMPEACTABWTENbL NPON3BOANTENA HA
TEPPUTOPUN POCCUINCKON
PENEPALNU

00O «beKTOH JUKNHCOH BOCTOK»,
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1. NAME OF MEDICAL DEVICE

Single use injection syringe sterile BD Plastipak* 1
ml, in the design styles;

1 Single use injection syringe sterile BD
Plastipak® 1 ml without cannula (needle), Luer type
(type 260600):

1 Single wuse injection syringe sterile BD
Plastipak® 1ml without cannula (needle), Luer type
- 1pc.

2. Instruction for use - 1pc. per group packaging

Il. Single use injection syringe sterile BD
Plastipak® 1 ml with cannula (needle) size 25G x
5/8in (0,5 X 16 mm), Luer type (type 349160):

1 Single use injection syringe sterile BD
Plastipak* 1 ml with cannula (needle) size 25G x
5/8in (0,5 X 16 mm), Luer type - 1pc.

2. Instruction for use- 1pc. per group packaging

HI. Single  use injection syringe sterile BD
Plastipak® 1 ml with cannula (needle) size 26G x
3/8in (0,45X 10 mm), Luer type (type 349160):

1 Single use injection syringe sterile BD
Plastipak* 1 ml with cannula (needle) size 26G x
3/8in (0,45 x 10 mm), Luer type - 1pc.

2. Instruction for use - 1pc. per group packaging

Further on, the following medical device
designations may appear: BD Plastipak, syringe(s),
device, medical device, MD.

2. INFORMATION
MANUFACTLTRER

Becton Dickinson S.A.

Camino de Valdeoliva, s/n San Agustin del Guadalix
28750, Madrid, Spain

3. MANUFACTURING SITE

Becton Dickinson S.A.

Camino de Valdeoliva, s/n San Agustin del Guadalix
28750, Madrid, Spain

4. AUTHORIZED REPRESENTATIVE OF
MANUFACTURER IN THE TERRITORY
OF THE RUSSIAN FEDERATION

ABOUT

«Becton Dickinson Vostob> LLC,



Poccuiickas ®eaepaums, 127051 Mocksa, yn. CagoBas™
CamoTéuHas, 4. 24/27, 2 aTax, nomelleHre 1, KOMHaTa
18

Ten/thakc: +7 495 775 85 82

Email: complaims_CIS@bd.com

5. HABHAYEBVE MEAWLWHCKOTIO
N3NENNA

LWnpuy BD Plastipak - 3T0 MeguuMHCKoe u3genue,
npegHasHavyeHHoe AN MHBbEKUMW U / UK acnmpaumm
MEAVLMHCKUX  XXUAKOCTEA  (KMAKOCTM  OpraHv3Ma;
KpOBb U T.4.) W BBEJEHWS NIEKAPCTBEHHbIX NPenaparos.
6. YCNOBUA/OBNACTb MPUMEHEHNA N
MOTEHUWMANDbHDbI W MOTPEBUTENb
O6Llas KNMHUYecKas MeauuuHa - A1 obecrneyeHus
npoLeaypbl MHDY3MOHHOW Tepanum.
MoTeHunanbHbIN NOTPEOUTENb:
KBanuguumpoBaHHble  COTPYAHVKM
YUPEXAEHWIA.

7. TOKA3AHNA

LLnpuy BD Plastipak - 370 mMeAMUMHCKOE W3aenve,
npefHasHauYeHHoe [ANA  UHBLEKUMIA  NeKapCTBEHHbIX
CPEACTB, M3BMIEYEHMST KPOBU W acnmpaLyny XUAKOCTei
13 p1akoHOB, aMmy/ 1 YacTeil Tena nog NoBepXHOCTbO
KOXW. BHYTpurnasHoe NpuMeHeHre He MOATBEPXKAEHO
MPOU3BOAUTENEM.
8.MPOTMBOIMOKA3AHNA
MpOTMBOMOKAa3aHNS He BbISB/EHBI.
9. BO3SMOXHbIE
OENCTBUA

Mpu TpaHCNOPTUPOBaHWM, XPaHEHUW N NCMO/b30BaHN
MEeAULMHCKOTO W3LeNMst COrMacHO WHCTPYKUMM MO
MPUMEHEHNIO MOBOYHBIX AECTBUIA He BbIABMEHO.

10. OMNCAHWNE

LLInpuy, npescTasnseT cob0i Nosblii rpasyypoBaHHbIiA
LUMAMHAP, Ha KOTOpPbI/ HafleTa WM HafeBaeTcs Urna, ¢
OTKPbITbIM KOHLOM C ApYroii CTOPOHbI, Yepe3 KOTopbIii
B LWIMHAP BBEAEH MOpLUEHb C yMoTHUTeNeM. LLinpuy
ABMIAETCA TPEXKOMMNOHEHTHbIM. LLinpuubl BD Plastipak
(nocTaBnsiemMble B KOMIIEKTE C UF/IOA Wiy 6e3 Urbl)
npefHasHayeHbl  TOMbKO  fAfA  OAHOKPaTHOro
MPUMEHEHUS.

LLINpWL, MHBEKLMOHHbIA 04HOPa30BbIi CTEPUbHBIA BD
Plastipak* 1 mn ¢ kaHtonein (urnoii) pasmepom 25G x
5/8in (0,5 X 16 mm), TN Luer nocTaBnseTcs ¢ Uron ans
MOAKOXHbIX MHBEKLMIA C HOPMaNIbHOWM CTeHKoin (RW)
pasmepom 25G x 5/8in (0,5 x 16 Mwm).

LLINnp1u, MHBbEKLMOHHbI 0AHOPa30BbIli CTEPUNbHBI BD
Plastipak® | mn ¢ KaHoneii (urnoin) pasmepom 26G x
3/8in (0,45 x 10 mm), Tvn Luer nocTaBnsieTcst ¢ Uroi
AN MOAKOXHbBIX WMHBLEKUMIA C HOPMa/lbHON CTEHKOM
(RW) pasmepom 26G x 3/8in (0,45 x 10 Mm).

Wrna HafeTa Ha LINpWL, U ynakoBaHa BMecCTe C HVM B
0f}HOW 6NMCTEPHOI ynakoBKe. rna B cbope COCTOUT U3
CMa3aHHOW  CWAMKOHOM  MOMOM  Tpybknm  u3

MEANLIMHCKMX

MOBOYHBbIE
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24/27 Sadovaya-Samotyochnaya Street, 2“* Floor,
Premises |, office 18, 127051 Moscow, Russian
Federation

Tel/Fax: +7 495 775 85 82

Email: compiaints_CIS@bd.com
5. INTENDED USE OF
DEVICE

BD Plastipak syringe is a medical device designed
for the injection and / or aspiration of medical fluids
(body fluids: blood, etc.) and the administration of
drugs.

6. CONDITIONS / SCOPE AND
POTENTIAL CONSUMER

General clinical medicine - to ensure the procedure
of infusion therapy.

Potential consumer:

Qualified employees of medical institutions.

MEDICAL

7. INDICATIONS

BD Plastipak syringe is a medical device used for
injection of medicinal substences, blood extraction,
and aspiration of fluids from vials, ampoules and
parts of body below the surface of the skin.
Intraocular use is not confirmed by the manufacturer.

8. CONTRAINDICATIONS
No known contraindications.

9, POSSIBLE SIDE EFFECTS

When transporting, storing and using a medical
product according to the instruction for use, no side
effects have been identified.

10. DESCRIPTION

The syringe is a hollow graduated barrel, on which
the needle is fixed or placed on, with an open end
from another side, through which a plunger with a
stopper is inserted into the bamel. The syringe
consists of three components. BD Plastipak syringes
(supplied with or without a needle) are for single use
only.

Single use injection syringe sterile BD Plastipak® 1
mi with cannula (needle) size 25G x 5/8in (0,5 x 16
mm), Luer type is supplied with a needle for
hypodermic injection with regular wall (RW) size
25G x 5/8in (0,5 x 16 mm).

Single use injection syringe sterile BD Plastipak® 1
ml with cannula (needle) size 26G x 3/8in (0,45 x 10
mm), Luer type is supplied with a needle for
hypodermic injection with regular wall (RW) size
26G x 3/8in (0,45 x 10 mm).

Needle is attached on syringe and is packed together
with the syringe in one blister packaging. The needle
assembly consists of a stainless-steel hollow tube
lubricated with silicone. The hollow needle tube is



Hep)xasetoLLelt cTann. Monas Tpybka UMbl C MOMOLLBIO

3MOKCUAHOTO Knest rnoacoeanHeHa K
MONMMPONIUIEHOBON BTYNKE UMbl Wrna B cGope
3aLmLLeHa MONMMPOMNMW/IEHOBLIM 3aLNUTHBIM
KO/IMauKoMm.

11. OCHOBHBbIE KOMTIOHEHTHI
MEANUWMHCKOIO N3AENNA

1 UnnuHap wnpuua

2. MNopLueHs wnpuua

3. YNNOTHUTENb NOPLUHSA

4. Kantonsa (Urna)*

5. Lkana unnuHgpa wnpuua

6. 3aLUTHBIA KOAMA4oK UrMbl*

7. Ynop nopLuHa

8. BTynka urnbl"

*He npvMEHMMO K  LWWMPULY  WHBEKUVOHHOMY
ofHopa3oBoMy cTepuibHOMYy BDPlastipak® 1 mn 6e3
KaHonu (Mrnbl), Tun Luer

'Y
™ {

i
BT yya

connected to the polypropylene needle hub using
epoxy glue. The needle assembly is protected by a
polypropylene protective cap.

11. MAIN COMPONENTS
MEDICAL DEVICE

1. Syringe Barrel

2. Syringe Plunger

3. Stopper

4. Cannula (Needle)*

5. Syringe Barrel Scale

6. Needle Protective Cap"

7. Plunger Top

8. Needle Hub*

*Not applicable for single use injection syringe
sterile BD Plastipak® 1 ml without cannula (needle),
Luer type

OF THE

KomnoHeHTbl MegnumHekoro m3genus / Medical Device’s Components

12. TEXHWYECKWNE XAPAKTEPUCTUKN
7 MATEPUANLI MEOVNLUWNHCKOIO
U3QENUNA

12. TECHNICAL SPECIFICATIONS AND
MATERIALS OF MEDICAL DEVICE

TEXHUYECKUNE XAPAKTEPUCTWKW / TECHNICAL SPECIFICATIONS

XapakTepuctuka wnpuua /
Syringe specifleations

[nvHa wnpurua, mm / Syringe length, mm
HomunHanbHas BMecTMmocTb, M / Nominal Capacity,
ml
[JeneHne wkanbl, mn / Graduation, ml
BMeCTUMOCTb  MeXAy /NMHWAMU  TPagyvupoBKN C
yncnamu, ™Mn [/ Capacity between numbered
graduation marks, ml
O6was AnvMHa LWKanbl [0 OTMETKM HOMWHAILHOM
BMeCTUMOCTY (4mHa oT oTMeTkn 0,1 mn go 1,0 mn) /
Overall scale length to nominal capacity mark (length
from 0,1 ml mark to 1,0 ml mark)

3HaveHue / Value

100,0il,5
1

0,01

0,1

He meHee 57,65 MM / Min 57,65 mm

3HaueHune / Value

Ona vrn 25G X5/8in (0,5
X 16 mm) / For needles
25G x 5/8in (0.5 x 16
mm)

LLINpWL,  MHBEKLMOHHBIN
0[}HOPa30BbI
CTepubHbIi BD
Plastipak® 1 wmn ¢
KaHtonei (urnon)
pasmepom 25G x 5/8in

XapakTepucTtumka un pasmepbl urn / Needle
specifications

MpumexHnmo gns: /
Applicable for:
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Ons vrn 26G X 3/8in
(0,45 X 10 mm) / For
needles 26G x 3/8in
(0,45 x 10 mm)
Lnpwy,
WNHBEKLMOHHBIN
0/[JHOPa30BbIl
CTepWNbHbIA BD
Plastipak® 1 wmn ¢
KaHtonei (urnoi)



TonwwmHa cteHkn Tpybkn urnbl / Needle tube wall
thickness

[nvHa Tpy6ku urnel, mm / Needle tube length, mm
LiBeToBas KogvpoBka (B 3aBMCMMOCTM OT pasMepa
urnel) / Color coding (depending on the size of the
needle)

(0,5 X 16 mm), Tun Luer/
Single use injection
syringe  sterile  BD
Plastipak® 1 ml with
cannula (needle) size 25G
X 5/8in (0,5 x 16 mm),

pasmepom 26G X 3/8in
(0,45 x 10 mm), Tun
Luer / Single use
injection syringe sterile
BD Plastipak® | ml
with cannula (needle)

Luer type size 26G x 3/8in (0,45 x
10 mm), Luer type

HopmanbHas cTeHKa HopmanbHaa — cTeHka

(RW) / Regular wall (RW) / Regular wall

(RW) RAV)

16(+/-1) 10(+/-1)

OpaHxesblin / Orange KopuuHesblid / Brown

MaTtepuansl / Materials

LI npuy;: NonAunponuneH, NOSMU3ONPEH, YepHUna.
Nrna*:  Hepxkaselowas  cTab,  NOMMMPOMNANEH,
MEAMLMHCKUIA CUIIMKOH, KPacuTeNb.

Syringe: polypropylene, polyoisoprene, ink.
Needle*: stainless steel, polypropylene, medical
grade silicone, colorant.

*He npumeHnMO K LWNpu® WHBEKLMOHHOMY OAHOpPa30BoMYy cTepunibHoMy BD Plastipak® 1 mn 6e3 kaHonm
(urnbl), Tvn Luer / *Not applicable for single use injection syringe sterile BD Plastipak®* 1 ml without cannula

(needle), Luer type

13. YMMAKOBKA

VHansunayansbHasa ynakoska - 1 wr.:

MeguuvHCKoe un3fenve MoCcTaBNSeTcs CTEPUIbHbIM,
YNakoBaHHbIM B UHAVBUAYa/IbHYHO YNaKOBKY.
pynnoBas ynakoeka- 120 L.

M3penua yknadblBatoTcA B rpynnoByt0 YNakoBKY MO
120 wr.,, npeacTaBnsAlOWy0  CO60/  KOpOOKY,
M3rOTOB/IEHHYI0O U3 TO(PUPOBAHHOTO  KAapTOHa.
[pynnoBas ynakoBKa COMPOBOXAaeTca VIHCTpyKuueii
no  mnpumeHeHuto. Ha  KOpobKy  HaHOCWUTCH
PYCCKOA3bIYHbIA  CTUKep.  KapTOHHYIO  KOPOO6KY
3aKpbIBAKOT U (PUKCUPYHOT JIMMKOI IEHTOIA.

14. PACLULN®POBKA MAPKWMPOBOUHBbIX
CNMMBONOB

13. PACKAGING

Individual packaging- 1pc.:

The medical device is delivered sterile, packed in
individual packaging.

Group packaging - 120 pc.:

Products are packed in a group package of 120 pcs.,
which is a box made of corrugated cardboard. Group
packaging is accompanied by Instruction for use. A
Russian-language sticker is applied to the box. The
cardboard box is closed and secured with adhesive
tape.

14. EXPLANATION
SYMBOLS

OF GRAPHIC

CTepunbHasa nHgusuayansHas ynakoska / Sterile individual packaging

Cumson/ Symbol
Mil
CE

MarotoBuTens / Manufacturer

Onwucaxue / Description

CE (mapkupoBka CE, cooTBeTcTBME TpeboBaHMAM eBponeickux Hopm) / CE marking,
conformity with requirements of European regulations.

3anpet Ha NoBTOpHOE NpuMeHeHve / Do not re-use

STBta.E|EO Crepunusauusa okemgom atuneHa/ Sterilized using ethylene oxide
Mcnonb3osatb o / Use-by date
IW'T [Jata nsrotosnenus / Date of manufacture
Flotl Kog naptum/ Lot number
REF

Homep no katanory / Catalogue Number

Mpynnosas ynakoska / Group packaging
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SKe

Cumeon/ Symbol

OnucaHue / Description

y W3rotosuTens / Manufacturer
CE (vapkupoBka CE, cooTBeTCTBME TpebGoBaHMAM eBponelickmx Hopm) / CE marking,
C € conformity with requirements of European regulations.

3anpeT Ha NOBTOPHOE NpuMeHeHwe / Do not re-use

3TBLU-tho Crepunusaums okemgom atunera/ Sterilized using ethylene oxide
S Wcnonb3osatk 0 / Use-by date
[ata nsrotoenenns / Date of manufacture
[rn» Kog naptum / Lot number
iREF Howmep no katanory / Catalogue Number

YNaKoBOYHbI MaTepran NogIexXuT BTOPUUHOI nepepaboTke / Recyclable packaging

He pgonyckaTb Bo3aeiicTBMA conHeuHoro ceeta/ Keep away from sunlight

TpaHcnopTHaa ynakoBka/Transport packaging

Cumson/ Symbol

Onwucanue / Description

s Wcnonb3osats fo / Use-by date
[y [Jata nsrotoenenus / Date of manufacture
0 3 Kog naptum / Lot number
IREF| Howmep no katanory / Catalogue Number

15. KOMMNNEKT MOCTABKN

KomMnnekTHOCTb MeANLMHCKOro n3genvs
COOTBETCTBYET MpUBEAEHHOW WHGopmaumn B Pasgene
«HanmMeHoBaHWe MeAULIMHCKOrO U3Aenmns».

B KOMMNMEKT MOCTaBKM BXOAWT LUMPUL, CTEPUbHbINA
0fHOpa3oBbIi.  [lng  BapWaHTOB  WCMOJHEHWS
MeauUMHCKOro  u3genms  LLUNpuy  MHBEKUMOHHBINA
0AHOPa30BbLIA CTepubHbIA BD Plastipak* 1 mn ¢
KaHtoneli (urnoit) pasmepom 25G x 5/8in (0,5 x 16 Mm),
™™n Luer v LUNpWL WHBLEKUMOHHBIA 04HOPA30BbIN
cTepunbHbli BD  Plastipak* 1 mn ¢ KaHoneid
(vrnoif) pasmepom 26G x 3/8in (0,45 x 10 mm), Tn Luer
B KOMM/IEKT MOCTaBKY TaKKe BXOAUT urna. Kaxaplid u3
BApMaHTOB WCMOMHEHNS LUMPULEB (MOCTaBnseMble B
KOMINJIEKTE C U0 UM 6e3 Ur/bl) YyNakoBbIBAaeTCS B
MHAVBUAYaNbHYIO (MEPBUYHYIO) YNAKOBKY Mo | LWTykKe.
WHamBuayansHas yMnaKoBKa ob6ecneymBaeT
CTEPUNbHOCTb, — ANMPOreHHOCTb UM HETOKCUYHOCTb
U3aennii. 3aTemM M3genns MOMELLATCA B FPYNMnoBytO
ynakoBKy B KonuuectBe 120 wTyk. [pynnoBsas
yMNakoBKka  cCOMpoBoXfaeTca  VHCTpykuueid  mo
MPUMEHEHNIO. 8 rPYMMOBbLIX YNaKOBOK (DOPMUPYHOTCS B
TPaHCNOPTHbIE YNaKOBKY.

16. MPEAYNMPEXOEHWUA n
NMPEAOCTOPOXHOCTU

MEPBGI
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15. DELIVERY SET

Completeness of the medical device corresponds to
the information given in Section «Name of medical
device».

The delivery set includes a sterile disposable syringe.
For the design styles of the medical device Single
use injection syringe sterile BD Plastipak* 1 ml with
cannula (needle) size 25G x 5/8in (0,5 x 16 mm),
Luer type and Single use injection syringe sterile BD
Plastipak® 1 ml with cannula (needle) size 26G x
3/8in (0,45 x 10 mm), Luer type delivery set also
includes needle. Each ofthe versions of the syringes
(supplied with or without a needle) is packed in an
individual (primary) package with 1 piece.
Individual packaging ensures sterility, pyrogen-free
and non-toxic products. Then the products are placed
in shelf packaging in the amount of 120 pieces.
Group packagmg is accompanied by Instruction for
use. 8 group packages are fonned into transport
packages.

16. WARNINGS AND PRECAUTIONS



MpoBepbTe LENOCTHOCTb WHAVMBUAYAIbHON YMaKOBKY.
He wcnomb3yiiTe  MeOULMHCKOE — M3genve,  ecnu
WHAMBUAYabHAA YNaKoBKa NoBpexeHa. AnvporeHHo.
CrepunbHo. HeTokcMuHOo. He npefHasHayeHo [451s
npvema BHYTpb. MIA 04HOPa30BOro MCNO/Mb30BAHUS.
BHyTpurnasHoe npuMeHeHWe He MOATBEPXKAEHO
NpPOU3BOAUTESNIEM.

BH/MAHWME! Ecnn  MecTHble npoueaypbl  wau
npoueaypbl  opraHusauun  gonyckawTt /[ TpebytoT
MepeMeLLleHns  HaMo/IHEHHbIX  LUMPULEB,  Mepes
[OCTaBKOM K MECTY WCMOMb30BaHWS, 3aKpblBaiiTe
He1cnosb30BaHHYHO Uy KOMMNaukoMm.

17.CNOCOB NPUMEHEHWNA

LWnpuy BD Plastipak - 310 MeguumHcKoe usgenvie
knacca 2a. Lnpuy BD Plastipak BbinyckaioT B BUge
LUNpMLa ¢ coeguHeHneM Tuna Luer.

MHbekuma:

1. BbibepuTe NOAXOAALLMIA pa3mep LUNPULA U bl ANS
VHBEKLMN.

2. TlpoBepbTe YMakoBKY Ha LEMNOCTHOCTb M CPOK
rOAHOCTW, a 3aTeM W3BNEKUTE MeAULIMHCKOE U3jenune 13
YNaKOBKW, UCMO/b3Ys aCeNTUYECKYHO TEXHUKY.

3. HabepuTe nekapcTBO, MOTAHYB 3a LUTOK MOPLUHS,
MoKa LUMPWL, He HaMOHATCS 40 MPaBWAbHON OTMETKM
[03bl.

4. Y[epXvBas LUNPUL U UFY BBEPXY, YAANUTe BO3AYX
M3 LWINPULA, HaXaB Ha MyHXep A0 Tex nop, rnoka Ha
KOHUYMKe Wbl He 6y AYT BUAHbLI Kaniu.

5. OuncTute 061aCTb MHBEKLMMN.

6. Beeaute wrny B TKaHb Ha COOTBETCTBYHOLLEN
rny6viHe 1 BBeAWTE NIeKapcTBo.

7. OCTOPOXXHO YTUAN3NPYIATE UrAY W LWNPWL,

8. Co3paiiTe faBneHWe Ha 061aCTb UHBEKLMN.

Acnupaums:

1 Bbibepute NoAxoasLLmnii pasMep LUNpULUa 1 Urbl ons
VHBEKLNN.

2. TpoBepbTe YyMakoBKYy Ma LENOCTHOCTL W CPOK
ro4HOCTK, a3aTeM U3BNEKNTE MEAULMHCKOe n3aenve u3
YMNaKOBKM, MUCMO/b3ys acenTUYHECKYHo TEXHUKY.

3. OumncTuTe HYXXHYH 06/1aCTb.

4. BctaBbTe UMy B TKaHb WM (p1aKOH W BbIMNO/IHUTE
acnupauuio Heo6XoAMMOIA XMIKOCTU.

5. N3BneknTe Urny v HageXXHo 3aKpoiiTe ee KPbILLKOiA
UMW aKKypaTHO YTUAU3NPYWATE Uy W WNpuL,

6. Co3pgavite faBneHne Ha 0651acTb.

18. KPUTEPUU HEMNPUTOAHOCTN

He noanexuT Kcnosib30BaHUIo Mpu YCIoBUAX:

- MoBpexaeHa NHAMBUAYaIbHAA YNaKOBKa,;

- [oBpexxaeH Lwnpw,

- NcTek cpok rogHocTtu.

19. PUCKUN MPUMEHEHNA
MEOVWUWMHCKOIo U3JENNA

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

Check the integrity of the individual packaging. Do
not use medical device if individual packaging is
damaged. Non-pyrogenic. Sterile. Non-toxic. Not
intended for ingestion. MD is for single use.
Intraocularuse is not confirmed by the manufacturer.
ATTENTION! If local procedures or organization
procedures allow / require the movement of filled
syringes, close the unused needle with a cap before
being delivered to the place of use.

17. MODE OF APPLICATION

BD Plastipak syringe is class Na medical device. BD
Plastipak syringe is available as a Luer.

Injection:

1 Select proper size of syringe and needle for
injection.

2. Inspect package for integrity and expiry date and
then remove the medical device from package using
aseptic technique.

3. Draw up medication by pulling down on the
plunger rod until the syringe fills to the correct dose
mark

4. Keep the syringe and needle in an upwards
position and remove air from inside the syringe by
pushing the plunger until droplets can be seen at the
needle tip.

5. Clean the area of injection.

6. Insert needle into the tissue at appropriate depth
and inject the medication.

7. Safely dispose the needle and syringe.

8. Create pressure on the area of injection.

Aspiration:

1. Select proper size of syringe and needle for
injection.

2. Inspect package for integrity and expiry date and
then remove the medical device from package using
aseptic technique.

3. Clean the necessary area.

4. Insert needle into the tissue or vial and aspirate
necessary fluid.

5. Withdraw needle and safely cap the needle or
safely dispose of the needle and syringe.

6. Create pressure on the area.

18. CRITERIA OF E4ITIATIVITY

The products should not be used if:

- Individual packaging is damaged;

- The syringe is damaged;

- Expired.

19. RISKS OF MEDICAL APPLICATION



OueHKa MeHe[KMeHTa PUCKOB Oblia npoBedeHa U
[OKYMEHTVIPOBaHa B paMKax OCHOBHOIO MNJiaHa 1 oTyeTa
Nno MeHePKMEHTY PUCKOB, BK/IKOYaA:

1 AHann3 pucKoB Mo KaXKLoMy M3[enunto

2. HasHaueHue  u3gennsi U XapaKTepUCTUKY,
BNMAOLLME Ha 6e30MacHOCTb

3. TMoTeHUManbHbIe OMacHOCTU

4. TloTeHumanbHbI KMHUYECKWIA Bpes n

COMYTCTBYIOLLME CEPbE3HBIE MOCNEACTBUS

5. AHa/I3 COOTHOLLEHWS! KIMHWYECKOrO pUCKa U
Mo/b3bl

Bbln pa3paboTaH aHasu3 BULOB W NMOCAEACTBUIA 0TKA30B
AN OLEHKM PUCKOB, CBA3aHHBIX C  MeAVLMHCKUM
U3genuem, C LEMbo OnpefeneHns BO3MOXHOCTU €ro
CMO/b30BaHMUS MO Ha3HAUEHUHO.

B pamkax npouesypbl  MPOW3BOAMTENEM  Bblnn
onpegeneHbl 0oracHocTH, CBsI3aHHble c
CMO/b30BaHUEM, KOHCTPYKLME 1 Mpoueaypamu.

OnacHOCTM C HenpuemnembiM YPOBHEM pUCKa Oblin
COKpalleHbl [0  MPUEMSIEMOrO  YPOBHA  NYTEM
M3MEHEHU KOHCTPYKLWW, NPOBEAEHUS MUCMbITAaHUA 1
Lpyrux B3ammonpuemneMblx mMep. B HacTosLiee Bpems
Npon3BOAUTENb  UCMOML3YET  MPOLUEAypY  OLEHKM
CTENEHU TSHXKECTU KIMHUYECKUX PUCKOB MO LUKasie OT
He3HAUUTENbHLIX [0 KPUTUYECKMX pucKoB.  [Mpum
BbIIBNEHNN HENPUEMIEMbIX YPOBHEN MHAEKCA PUCKOB
TpeboBaNNCb Mepbl /18 COKpaleHns puckos. Ha
OCHOBaHMW aHann3a 6blM BbISB/EHb! Y COKPALLEHbI 10
NpPMeMNEMbIX  YPOBHEW BCE  YCTAHOBMIEHHblE U
npessuanMble 3apaHee OMacHOCTW, W COMYTCTBYHOLLMeE
puckn.  TpeboBaHUA K  MEHE[KMEHTY  PUCKOB
COOTBETCTBYHOT OCHOBHbIM Tpe6oBaHMAM [MpuioxeHms
Il K Oupektuse coseta 93/42/EEC no MefuLMHCKAM
N3Lenmam.

20. OTPAHMYEHWA MO
COBMECTUMOCTMU

LLnpwuy BD Plastipak - 370 MeguMuuHCKOe n3genue ¢
coefuHeHVeM  Tuna  Luer, W3rOTOBNEHHbIA B
COOTBETCTBUM €O cTaHfaptom EN 20594-1. OH
COBMECTUM C APYTYMU MeSULMHCKUMK YCTPOCTBAMMU,
KoTOpble COOTBETCTBYIOT XapaKTepucTmKam,
yKa3aHHbIM B BbILLEYNOMAHYTOM CTaHzapTe.

21. METOAbI N YCNOBUNA
CTEPUANIALNN

MefuunHCKOe u3fenvie MocTas/ISeTCa CTepU/bHbIM B
repMeTMYHON ynakoBke. CTepunusauus NpPoBOAUTCA
rasoBbIM METOOM C MNPUMEHEHWEM 3TUMIEHOKCKAA, C
NoATBEPXKAEHUEM YPOBHS cTepunbHocTh (SAL) 10
Tonbko [And OLHOPA30BOro MCMob30BaHMA. Ecnn
CTepubHas ynakoBKa NoBpexaeHa, coobLuute 06 3Tom
8 KoMMaHvo npounssoauTens.

22.ycnoemnd TPAHCMNOPTUPOBAHINA,
XPAHEHWNA N SKCMAYATAUNN
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A risk management assessment was carried out and
documented in the framework of the main plan and
the risk management report, including:

1 Hazard analysis for each product

2. Purpose of the product and characteristics
affecting safety

3. Potential hazards

4. Potential clinical harm and associated serious
consequences.

5. Analysis of the ratio of clinical risk and benefit
An analysis ofthe types and consequences of failures
was developed for assessing the risks associated with
a medical device in order to determine whether it can
be used for its intended purpose.

As part ofthe procedure, the manufacturer identified
the hazards associated with the use, design and
procedures. Hazards with an unacceptable level of
risk have been reduced to an acceptable level by
changing the design, testing and other mutually
acceptable measures. Currently, the manufacturer
uses a procedure to assess the severity of clinical
risks on a scale from minor to critical risks. If
unacceptable levels of the risk index were identified,
measures were needed to reduce the risks. Based on
the analysis, all identified and foreseeable hazards
and associated risks were identified and reduced to
acceptable levels. The requirements for risk
management comply with the essential requirements
of Appendix Il to Council Directive 93/42 / EEC of
medical devices.

20. LIMITATIONS ON COMPATIBILITY

BD Plastipak syringe is a medical device with a Luer
type connector manufactured according to standard
EN 20594-1. It is compatible with other medical
devices that comply with the characteristics
specified in the aforementioned standard.

21. METHODS AND CONDITIONS FOR
STERILIZATION

The medical device is supplied sterile sealed.
Sterilization is carried out by the gas method using
ethylene oxide, with confirmation of the level of
sterility (SAL) KO®

Only for single use. If the sterile package is
damaged, report it to the manufacturer.

22. CONDITIONS OF
TRANSPORTATION,
OPERATION

STORAGE AND

10



M3aenms cnpoeKkTUpoBaHbl, NPou3BeaeHb! U ynakoBaHbl

Tak, u4TobGbl UX obwme U PYHKUMOHabHbIE
XapaKTepucTukm, nposiBsemMble npu
NpeaycMOTPEHHOM  NPUMEHeHWW, He  NOABEPrInCh
HebnaronpusTHOMY BO3e/CTBUIO npu
TPaHCMOPTUPOBKE W XpaHeHWW, NPOU3BOAWMBIX B
COOTBETCTBMM C  WHCTPYKUMEA 1 yKasaHusMU,
NpVBEAEHHBLIMY Ha YNaKoBKe U3aeNns.
Ycnosus akcnnyatauum
Temnepatypa
OKpY>KatoLLei OT1 +5 “C po +25 “C
cpenbl,“C
Temnepatypa
aKcnyaraumm
npu KOHTaKvTe ¢ OT1+32 “C po +42 “C
BHYTPEHHel
cpegoii
opraHusma, °C

OT 20% f0 80% 6e3
BnaxHocTb, %

KOHZeHcaumm
AhdpekTnBHAs 1 Ge3onacHas aKcnyaTaums M3genns
BO3MOXHa  TOMbKO B YKasaHHbIX  npefenax

KMMaTUYeCKUX YCNOBUiA (TeMNepaTypa, BNaXXHOCTb).
XpaHeHue

Temnepatypa, °C  OT+5 °C o +25 “C

Ot 20% po 80% 6e3

KOHZeHcaLmum

TpaHcnopTUpoBKa

W3genve TpaHCNOPTYPYIOT BCEMU BUAaMU TpaHcnopTa
B KPbITbIX TPAHCMOPTHbIX CPeACTBAX B COOTBETCTBUM C
npaBuiamy  NepeBO3KW Tpy30B, AEWCTBYIOLMX Ha
TpaHcrnopTe Kaxaoro suga. MeauuMHCKOe u3genuve
TPAHCMOPTUPYETCA B CYXUX, TEMHbIX YC/IOBUAX, Npu
Temnepatype oT +5 ®C o +25 °C 1 OTHOCUTENbHOW
BNXHOCTM Bo3gyxa oOT 20% po 80% (6e3
KOHZEeHcaLun).

23.CPOK TOAHOCTM

CpoK coxpaHeHus CTepUNbHOCTU (CPOK FOAHOCTM) - 5
ner.

24, YTUNNN3ALNA

M3aenus, nmesLUMe KOHTAKT C KPOBbIO U/Wn Apyrumm
6100rNYECKUMM XUAKOCTAMU, NOANEXAT YTUAN3aLMM
nmnn yHUUTOXeHMIo cornacHo CaHlMuH 2,1.3684-21
no knaccy b. Heucnonb3oBaHHble w3genua (He
MMeBLLME KOHTaKTa C KPOBbIO /M C BUONOrMYECKUMM
XWUAKOCTAMM), B T.4. C UCTEKLIMM CPOKOM FOAHOCTH,
noAsiexxar yTunmnsaumm n/mnm YHUUTOXEHUKO COrnacHo
CaHlMuH 2.1.3684-21 no knaccy A.

25. TAPAHTUWHbIE OBA3ATE/ILCTBA
Mpon3BoAWTENb rapaHTUPYeT COOTBETCTBME [AaHHOMO
MeAMLMHCKOro n3genus 3asB/1eHHbIM
XapaKTepucTMkaM B Npedefiax COXpaHeHWs Cpoka
roAHOCTW,  NpU  YCNOBMM, 4TO  COGMIOAAOTCS

BnaxHocTb, %
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Products are designed, manufactured and packaged
so that their general and functional characteristics,
manifested in the intended application, are not
exposed to adverse effects during transportation and
storage, produced in accordance with the instruction
and directions given on the product packaging.

Operating conditions

Ambient

From +5 °Cto +25 °C
temperature, ®C

Operating
temperature in
contact with the
internal
environment of
the body, °C

From +32 “Cto +42 “C

From 20% to 80%

without condensation

Efficient and safe operation ofthe product is possible
only within the specified climatic conditions
(temperature, humidity).

Storage

Humidity, %

Temperature, °C  From +5 “Cto +25 °C

0, 0,
Humidity, % \lj\/rict)rr:(])jtoc/((;r:ge?gzﬁion
Transportation
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 dry, dark place, at temperature from
+5 °C to +25 °C and air relative humidity from 20%
to 80% (without condensation).

23. SHELF LIFE

The term preservation of sterility (shelf life) is 5
years.

24. UTILIZATION

Products that have come into contact with blood and
/ or other biological fluids should be dispose of and
/ or destroyed in accordance with SanPin 2.1.3684-
21 class B. Unused products (without contact with
blood and / or body fluids), incl. Expired in life,
subject to dispose of and / or destruction in
accordance with SanPin 2.1.3684-21 class A.

25. WARRANTY

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

n



Tpe6oBaHWs NPOU3BOANTENS, YKa3aHHbIE B UHCTPYKLN
no  npuveHeHwo.  ponsBoauTeNb  He  Hecet
OTBETCTBEHHOCTW 32 MOBPEXAEHWA WN HEecYacTHble
CMlyyawn, BbI3BaHHbIE HEMPaBWILHOW 3KcMayaTaumei
W3fenvs, Mo BWHe  MOMb30BaTeNei WAM  BHELUHWMX
HenpeABWAEHHbIX CUTYaLWA.

26. TPEBOBAHWNA MO OXPAHE
OKPYXAI LW EWN CPE/bI

[laHHOe MeaWUMHCKOe u3genve Mpy  Haj/exallem
1CMOMb30BaHWK, TPAHCMOPTUPOBKE W XpaHeHWW He
OKasbIBaeT HEraTMBHOrO BO3AEWCTBMS Ha YenoBeka U
OKPYXXatOLLYHO Cpefly.

27. MATEPVNANDI XMBOTHOTIO n
(UNN) YENOBEYECKOTIO
MPONCXOXAOEHWA

B coctaBe wm3genusi  OTCYTCTBYIHOT  MaTepuansbl
YXMBOTHOTO U (MIN) YEIOBEYECKOTO MPONCXOXAEHUS.
28. COOAEPXAHWE B MEAWUWHCKOM
N3AENVWN NEKAPCTBEHHbBIX CPEACTB
LWnpuy BD Plastipak - 310 MeavUMHCKOe w3genve,
KOTOpOE He COAEPXUT NIeKapCTBEHHbIX Cy6CTaHLMA 1
ABMSIETC  COBMECTUMbIM ~ C  JIEKApPCTBEHHbLIMU
cybCTaHLUMAMM, 06bIYHO WCMOMb3YEMbIMWA BO BpeMs
CTaHAapTHbIX  Mpouedyp, AN KOTOpbIX  6bl10
pa3paboTaHo JaHHOe u3fenue.

29. COAEPXAHWE B MEAWLMWHCKOM
N3LENVN &STANATOB, JNTATEKCA W
BUCPEHO A

[aHHOe u3genve He  COAEPXUT  HaTypasbHbIiA
Kay4yyKOBbIA naTekc, Tanartbl, NOMMKApOOHaT U,
cnefoBatenbHo, bucteHon A (BrA).

30. TEXHMNYECKOE OBCNYXWUBAHWE W
PEMOHT

JaHHoe MW aBnseTcs 04HOPAsOBbIM, CTEPUSIbHLIM,
MOBTOPHOE KCMONb30BaHWe 3anpeLleHo. TexHuyeckoe
06CNyXVBaHWE N PEMOHT HEMPUMEHUMbI 411 aHHOT0
MeAVLMHCKOrO U3aenms.

31.COOTBETCTBUE CTAHOAPTAM

the manufacturer’s requirements specified in the
instruction for use are complied with. The
manufacturer is not responsible for damage or
accidents caused by improperuse ofthe product, due
to the fault of users or external unforeseen situations.

26. ENVIRONMENTAL
REQUIREMENTS

This medical device during use, transportation and
storage does not have a negative impact on humans
and the environment.

27. MATERIALS OF ANIMAL AND (OR)
HUMAN ORIGIN

The product contains no materials of animal and (or)
human origin.

28. CONTENTS IN THE MEDICAL
DEVICE OF MEDICINES

BD Plastipak syringe is a medical device that do not
contain medicinal substances and is compatible with
the medicinal substances commonly used during the
standard procedure.s for which this product was
developed.

29. CONTENT IN THE MEDICAL
PRODUCT OF PHTHALATES, LATEX
ANDBISPHENOLA

This product does not contain natural rubber latex,
phthalates, polycarbonate and therefore bisphenol A
(BPA).

30. MAINTENANCE AND REPAIR

This MD is disposable, sterile, and reuse is
prohibited. Maintenance and repairs are not
applicable to this medical device.

31. APPLICATION STANDARDS

CTepunmzaums MeAuUMHCKMX un3genuii - TpeboBaHWS K MEAULMHCKUM  U3AEnUsM,
KOTOpble AO0MKHbI UMeTb 0603HaveHne «CTEPU/IbHBIE» - Yactb 1: Tpe6oBaHus K
OKOHYaTe/IbHO CTEPWUIM30BaHHbIM MeAUUMHCKUM usgenuam. / Sterilization of medical
devices - Requirements for medical deyices to be designated 'STERILE' - Part 1
Requirements for terminally sterilized medical devices.

VHchopmaums npegocTaBneHa NPOW3BOAMTENIEM MEAMLMHCKMX m3genuid. / Information
supplied by the manufacturer of medical devices.

KoHuyeckue hUTHHIM ¢ KoHycoM 6% (JTtoapa) 4Ng LINPULEB, U U HEKOTOPOro ApYroro
MeJaLnHcKoro obopyaosaHus - 3anopHble (utuHrn. / Conical fittings with a 6 % (Luer)
taper for syringes, needles and certain other medical equipment - Lock fittings.
OfHopasoBble Wbl ANS  MOAKOXHbIX WHbEKUWA - LlBeToBas KoAMpOBKa [Ans
naeHTndmkauunn. / Hypodermic needles for single use - Colour coding for identification.
CTepuibHble UMbl A1 NOAKOXKHBLIX WHBEKUMA OLHOPA30BOr0 MCMOMb30BaHUSA -
TpeboBaHMst 1 MeTogbl ucnbiTaHuin. [ Sterile hypodermic needles for single use -
Requirements and test methods.

CTepunbHble WNPWLBI ANS NOAKOXHbLIX MHBbEKLMIA AN OAHOPA30BOr0 UCMOMb30BaHMA -
YacTb 1 LWinpuupl 4ns pyvHoro ucnonb3osaHus. / Sterile hypodermic syringes for single
use - Part 1; Syringes for manual use.

EN 556-1

EN 1041

EN 1707

EN 1SO 6009

EN 1SO 7864

EN 1SO 7886-1
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EN 1SO 9626

EN I1SO 10993-1

EN ISO 10993-7

EN ISO 10993-18

EN ISO 10993-2

EN ISO 10993-10

UNE-EN ISO
11135

ENISO 11138-2

EN 1SO 11607-1

EN ISO M607-2

ENISO 11737-1

ENISO 11737-2

EN 1SO 13485

EN ISO 14971

EN I1SO 15223

WronbyuaTtble TPY6KM M3 HepykaBetoLLeli CTanm AN N3roTOBAEHNUS MEAVULIMHCKNX U3LeNNiA.
TpeboBaHWa 1 MeToabl UCTbITaHuiA. / Stainless steel needle tubing for the manufacture of
medical devices - Requirements and test methods.

Bruonornyeckas oueHKa MeAMLMHCKUX n3genunii - Yactb 1. OueHka M TECTUPOBaHME B
npouecce ynpasneHus puckamu. / Biological evaluation of medical devices - Part 1
Evaluation and testing within a risk management process.

Bronornyeckas OLeHKa MeaMUMHCKMX u3genuin - Yactb 7: OcTaTku CTepunmsaumm
okcupom atuneHa. / Biological evaluation of medical devices - Part 7; Ethylene oxide
sterilization residuals.

Buonornyeckas OuUeHKa MeAMUMHCKMX u3genmii - Yactb  18:  Xumuueckast
Xapaktepuctuka matepuanos. / Biological evaluation of medical devices - Part 18:
Chemical characterization of materials.

Brionoryyeckas oLeHKa MeLULIMHCKUX n3genuin - YacTb 2: TpeboBaHUs K 6narononyyuto
XnBOTHbIX. / Biological evaluation of medical devices - Part 2: Animal welfare
requirements.

Brionornyeckas oueHka MeguLMHCKMX m3gennin - YacTb 10; TecTbl Ha pasgpaxeHue u
ceHcnbunmsauuio Koxu. / Biological evaluation of medical devices - Part 10: Tests for
irritation and skin sensitization.

Crepunmsaums MeguUMHCKUX u3genunin. Okeug aTuneHa. TpebosaHus K pa3paboTke,
Ba/IMJALMM U TEKYLLEMY KOHTPOMKO npoLecca CTepunmnsaLmm MeauLmMHCKNX usgenvii. /
Sterilization of health-care products - Ethylene oxide - Requirements for the development,
validation and routine control of a sterilization process for medical devices.
Crepunusaumst n3genuii MeAULMHCKOrO Ha3HayeHust - Bronormyeckme MHAMKATOPbI -
YacTb 2: buonornyeckne MHAMKATOPbl MPOLECCOB CTEPUM3ALUM OKCUAOM 3TueHa. /
Sterilization of health care products - Biological indicators - Part 2; Biological indicators
for ethylene oxide sterilization processes.

YnakoBka ANl OKOHYaTeNbHO CTEPUMN30BAHHBLIX MEWLUMHCKUX u3genunii - Yactb |
TpeboBaHWA K MaTepuanam, CTePUbHbIM 6apbepHbIM CUCTEMaM W YMaKOBOYHbLIM
cuctemam./Packaging for terminally sterilized medical devices - Part 1. Requirements for
materials, sterile barrier systems and packaging systems.

YnakoBka ANA OKOHYaTeNbHO CTEPUAN30BaHHbLIX MEAWLMHCKUX w3fennid - YacTb 2:
TpeboBaHWa K Banjauuy 41s MNPOLECCOB (DOPMOBaHWSA, repmeTusaumm u cbopku. /
Packaging for terminally sterilized medical devices - Part 2: Validation requirements for
forming, sealing and assembly processes.

Crepunmzaumsi MeAMUMHCKUX M3genunii - Mukpobuonornyeckme metogsl - Yactb L
OnpegeneHne nonynaumMmM MMKPOOPraHM3mMoB Ha npogykTax. / Sterilization of health care
products - Microbiological methods - Part 1. Determination of a population of
microorganisms on products.

CTepunmsaumsa MegULMHCKUX 3gennii - Mmkpobmonormyeckme MeTogbl - Yacts 2: TecTbl
Ha CTEpPWUIbHOCTb, BbIMO/HSAEMble NPU OMpefeneHuy, Banuiauunm 1 NOAAEPXKaHUM
npovecca ctepunmsaumu. / Sterilization of medical devices - Microbiological methods -
Part 2. Tests of sterility performed in the definition, validation and maintenance of a
sterilization process.

MeguumHeke usgenns. CUCTEMbl MeHe[KMeHTa KauecTa. TpeboBaHMs Ans Leneit
perynupoBsanusi. / Medical devices - Quality management systems - Requirements for
regulatory purposes.

MegaunumnHeKvie n3genus - NprMeHeHre yrnpasieHna puckaMu K MeULIMHCKUM U3JENNAM.
/ Medical devices - Application of risk management to medical devices.

MeguuvHckue usgenns. CUMBONbI, WCMOMb3yeMble Ha 3TUKETKAaX, 3ITUKETKax W
NpefocTaBiseMON  MH(opMaUMX O MeauumMHCKUX  m3genusx. Yacts 1. O6lime
Tpeb6osaHus. / Medical devices - Symbols to be used with medical device labels, labelling
and information to be supplied - Part 1. General requirements.
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KOHWuecKme UTUHIM ¢ KOHYycoM 6% (J1t03pa) Ans LUNPULEB, UM U HEKOTOPOro ApYroro
MeAMLMHCKOro obopyaoBaHmusa - Yactb 1. O6wwe TpebosaHms. / Conical fittings with a
6% (Luer) taper for syringes, needles and certain other medical equipment - Part 1: General
requirements.

32. AQPEC AN NPUEMA PEKNTAMAL WK 32. ADDRESS FOR RECLAMATIONS

B cnyyae BO3HMKHOBEHMS BOMpPOCOB, CBsi3aHHbIX € In case of any questions related to the quality of the
KauecTBOM MeAMLIMHCKOro  u3genus, Heobxogumo medical device, please contact the Authorized
06paTUTHCS no cnefytoLLemy afpecy K Representative of the Manufacturer in the Russian
YnonHomoueHHomy MpeacTasuTento MpoussoauTens B Federation at the following address:

Poccuiickoii ®epfepauum: «Becton Dickinson Vostob) LLC,

00O «bekToH ANKMHCOH BOCTOK», 24/27 Sadovaya-Samotyochnaya Street, 2** Floor,
Poccuiickas ®eaepauus, 127051 Mocksa, yn. Cagosas- Premises |, office 18, 127051 Moscow, Russian
CamoTéuHas, Aa. 24/27, 2 atax, nomelyeHve |, komHaTa Federation

BN 20594-1

18 Tel/Fax: +7 495 775 85 82

Ten/thakc: +7 495 775 85 82 Email: complaints_CIS@bd.com

Email: complaints_CIS@bd.com

Bepcus ~ 2023 Version -2023

PY No XXX XXXXXXX ot AO0.MM.IT. RC Ks XXX XXXXXXX dated DD.MM.YY.
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I'IepeBo,q C aHIIMIACKOTO U UCMAaHCKOr0 A3bIKOB Ha pyCCKVII7I A3bIK

<Kpyrnblit rep6osbiit wramn: KOANEMMN HOTAPUYCOB NCIMTAHUNWN>
<Jlorotun 64, (BD)>

NHCTPYKLUMS MO NPUMEHEHUIO

LLINpUL, MHBEKUVOHHbIVW 0AHOPA30BbINA CTEPUIIbHbIV
BD Plastipak® 1 mn, B BapuaHTax UCNOJIHEHUSA

Mpownssogutens: bekToH AnknHcoH C.A.,cnaHns
(Becton Dickinson S.A.,Spain)

«YTBEPXOAKO»
BekTOoH AnknHcoH C.A.
(Becton Dickinson S.A.)

Lon>KHOCTb

PykoBoauTe/Nb 0T Aenaperncrpaunu
Nwmsa

Enena MoponnoH

(Elena Morollon)

Moanucy

M.T.

<Kpyrnasa neuarts;

BEKTOH AVMKWHCOH, C.A.
(BECTON DICKINSON S.A) *
KamuHo ge Banb-ge-Onuea, 6/H
28750 CAH-AT'YCTUH-AENb-T'YALANNKC
(Camino de Valdeoliva, s/n.

28750 SAN AGUSTIN DE GUADALIX) *
(MALPNA)>

<[ognuck>

2023 r.

VD 7608993
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<W T Tamn:

(3apeructpupoBaHo B PeecTpe 3a HomepoMm 5S).

A, XEPMAH MAPUA JNEOH-U-MNHA," HoTtapuyc
BbicLueii KO/Iermm HOTapunycoB Magpwvaa,
3aperncTprpoBaHHsbIi B I. CaH-AryCTUH-Aenb-Iyajanmke:
CBMOETENBCTBYHO: YT0 HacToslas KOmus TOYHO
COOTBETCTBYET MPEAbSBNEHHOMY MHE JOKYMEHTY..........
B nogTeepaeHVe Yero Bbifako HacToOsLLEe CBUAETE/LCTBO
B I. CaH-ArycTuH-aenb-INyagannke

theBpans,"e ThicAuM ABaLATb

<AKLWI3HasH MapKa:
rEHEPAI;IbeIIZI COBET HOTAPVATA UCMNAHWA *
EBPOMNEVCKIN HOTAPUAT * 0280195595>

<MAPKA NErANN3ALIN JOKYMEHTOB
KONMEMIN HOTAPNYCOB UCTIAHWW * A362463688>

<["ep6oBasi neyarb:
'-H XEPMAH MAPWA OE NTEOH MNHA *
HOTAPUNYC I'. CAH-AI'YCTUH-AE/b-T'YAOA/IKC>

<[loAgTCb>
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MepeBoa AaHHOroO TeKcTa cfenaH MHOI, nepeBoA4YMKOM HeTennHoli AHacTacuein MuxaiinosHoiA.

noanmch

Poccuiickas degepaums

Mopog Mocksa

[BajuaTb NepBoro anpens fse ThicAYM ABafLaTb TPeTbLero roga

A, KeuTko Pefop AnekcaHaposuy, HoTapuyc ropoga MockBbl, CBUAETENLCTBYIO NOAIMHHOCTb NOAMUCH
nepeBofYMKa HeTenuHoit AHacTacu MuxainoBHsbl.

Mognuce chenaHa B MOEM MPUCY TCTBUN.

JINYHOCTb NojnucasLLlero AOKYMeHT yCTaHOBNeHa.

3aperucTpuposaHo BpeecTpe: No 62/137-H/77-2023-
YnnayeHo 3a CoBepLUeHVe HOTapuaibHOro geincTaus: 400 py6. 00 Kon.

MNoArinChb

DA

Mep6oBas neyaTsb
HoTapuyca r.Mocksbl
KBuTKO ®.J1

Bcero npoluHyposaHo, p (yMepoBaHo
1 CKPEN/EHO NevyaThbio mmcT(a)(oB)

HoTapwnyc

NoANUnChH

Poccuiickas ®egepauns
[opos MockBa
[BajuaTb Nepsoro anpens fse TbiCAYU fBajLaTb TPeTbEro roga
A, KButko ®efop AnekcaHApoBuY, HoTapuyc ropoga MoCKBbI,
CBUAETENLCTBYH BEPHOCTb KOMUMW C NPEACTAB/IEHHOIO MHE n.0Vv:w A ii.
3apeructpmpoBaHo B peectpe: Ne 62/137-H/77-2023- a
YnnayeHo 3a COBEpLUEHNE HOTapuUanbHOro geiicTeua/A"y6. 00 kon f

uJu

® A. KBUTKO

Bcero npounwro, NnpoHyMepoBaHO, CKPEN/eHo
neyatbto / ~ nuct(a) (oB)

(r
Hotapuyc
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