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1. Name of the medical device
BD AutoShield Duo Safety Pen Needle with Dual Automatic Protective Shields

(0,30mm (30G) x 8mm; 0,30mm (30G) x 5mm)

2. Place of manufacture of the medical device

Legal manufacturer: Becton Dickinson and Company, 1 Becton Drive, Franklin Lakes,
NJ 07417, USA.

Manufacturing sites:

- Becton Dickinson and Company Ltd., Pottery Road Dun Laoghaire Co Dublin,
Ireland.

3. Regulatory Information

Name and Address Certification
Manufacturer Becton Dickinson and Company  Registered to SO 13485,
and design 1 Becton Drive with BSI under file number
site: Franklin Lakes FM 513512

New Jersey 07417 2243072 for FDA

USA

Telephone: (201) 847-4298
Fax: (201) 847-4859

Authorized BD Medical - Diabetes Care
representative  Becton Dickinson France S.A.S.
in Europe: 11, rue Aristide Berges

BP 4

38801 Le Pont-de-Claix Cedex

France

Contact Person:

Director Regulatory and Quality

Management

Telephone: +33 4 76 68 34 60

Fax: +33 4 76 68 34 73
Authorized Becton Dickinson Vostok LLC, 12

CONFIDENTIAL This technical documentation is the property of Becton, Dickinson and Company

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



Q BD

Helping all f>eapl€
live healthy live>

representative  Dvintsev str. bid 1, Moscow,
in Russia: 127018, Russian Federation,
tel./fax: +7 495 775 85 82
Manufacturing  Becton Dickinson and Company, Registered to EN ISO 13485,

Site(s): Pottery Road with NSAI under file number
Dun Laoghaire MD19.1385,
Co. Dublin 9616656 for FDA
Ireland

4. Medical device classification

Directive 93/42/EEC on Medical Devices, Annex IX, Section 2.2, Rule 6.
Class of potential risk of use of the medical device: lla.

GMDN code: 44127.

5. Destination of the medical device

BD AutoShield Duo Safety Pen Needles with Dual Automatic Protective Shields are
intended for use with pen injector devices for the injection of drugs either by a health
care professional on a patient or for self-injection by a patient at home or in a
hospital setting. The device is a single use sterile needle designed to reduce
occurrence of accidental needle sticks from both ends of the needle by providing two
safety shields, which lock in place after use (patient-end) and upon removal of the
needle from the pen (pen connection-end).

6. Scope of application of the medical device

Performing parenteral (subcutaneous) injections of drugs in any area of medicine, in
the home setting or in a hospital using injection pens (injectors).

7. Principle of operation, description of the medical device

BD AutoShield Duo Safety Pen Needle with Dual Automatic Protective Shields is a
single-use sterile medical device.

The needle assembly consists of a double-ended cannula that is assembled into an
injection molded hub. The internal threads allow the safety pen needle to be screwed
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onto the pen injector device. This allows the non-patient end of the cannula to
penetrate through the septum of the cartridge.

The patient end of the device has a mechanism that allows the needle to be shielded
and locked after use and is designed to reduce the occurrence of accidental needle-
stick injuries. The patient and non-patient end of the cannula is visible prior to
attachment to the injector pen. Following removal of device from the pen injector,
the non -patient end needle is also shielded with a mechanism that is designed to
reduce the occurrence of accidental needle-stick injuries.

An injection molded outer cover is assembled over the patient end of the cannula.
This needle assembly is sealed with a peel-away label to provide a sterility barrier and
tamper evidence. The needle is only distributed in sterilized form. BD AutoShield Duo
pen needles are intended for single use only and should be properly disposed of after
use.

Each unit consists of the following different parts illustrated below:

White  Inner Outer
Peel Tab Product Sleeve Shield CIearOgter Cover
S|

Needle

Colour coding of the packaging and of the detachable protective label simplifies the
recognition of the 2 size needles.

Sterility of the needle is protected by the plastic cap and the peel-away sterility
barrier.

»'-

BD AutoShield Duo - before use BD AutoShield Duo - after use

Fig. 2- general view of the medical device
BD AutoShield Duo Safety Pen Needle with Dual Automatic Protective Shields
(0,30mm (30G) x 8mm; 0,30mm (30G) x 5mm)
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8. Specification of the medical device

Table 1
The main parameters of the needles:
Name BD AutoShield Duo Safety BD AutoShield Duo Safety

Pen Needle with Dual Pen Needle with Dual

Parameter: Automatic Protective Automatic Protective
Shields: 0,30mm (30G) x Shields: 0,30mm (BOG) x
8mm 5mm

Needle length, mm 8.011.25 5.011.25

Needle diameter, mm  0.301 0.01 0.3010.01

Colour Blue Purple

Gauge BOG 30G

Weight, g 3,951 0,03 4,09 10,03

The cannula of the pen needle complies with the ISO 9626 and 1SO 11608-2:
- Surface roughness: absence of burrs, slivers, blunt (visual check)
- Sharpness of the needle point: absence of burrs, kooks and feather edges

(visual check)
- Thread quality: < 3.7mm

9. Instruction for use (instruction leaflet)

BD AutoShield Duo Safety Pen Needle with Dual Automatic Protective Shields
0,30mm (30G) x 5mm:

CONFIDENTIAL This technical documentation is the property of Becton, Dickinson and Company

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



T/efu"™~Dud
<535~ Pen Needle with
Dual Automatic Protective Shields

Instructions for Use

for 0,30mm (306) X 5mm
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|BD AutoShield™ Duo

|rna 6e3onacHas Ans WnpuL-pyyKu
| c ABOIiHOI aBTOMATMYECKON 3aLUTHON CMCTEMOIA

“UHCcTpyKumns no akcnnyartaumm

ana 30G (0,30mMm) x S5mm

OTkneuBaroLwasncs Benbliii
3TMKeTKa pasvep
n3genus

in 1

Wrna

3aLLI|I/ITHI:>Ie LLUMTKN NOC/ie NCNO/Ib30BaHNA

OpaHxeT.w
/  WwmToK

1. CoeanHeHne UMbl C WNPUL-PYYKORA (HE MCMONb30BaTh, €CN
ynakoBka noBpexgeHa)
OunCTNTE PE3NHOBbLIN BEPX PYUKU, KaK 06bIHHO.
Ypanute aTUKETKY C LUPUL-PYUK.
1.1 [epxa pyuKy 3a BHELUHWA oyTnsp, HaKpyTUTe Ha Hee urmy.
1.2 CHUMUTE BHeLUHWIA dpyTnsap.
1.3 MpoBepbTe, NPaBWILHO 1M NPUKPENNEHa urna: HabepuTe 2 efnHNLbI, HanpaBbTe
Py4Ky BBEPX U HXXMUTE KHOMKY GOMbLUNM NasibLEeM.

Ecnm xuakocTs HE nosiBuiack Ha KOHLE WUr/ibl, NOBTOPUTE faHHbIi Lar B COOTBETCTBIAN
C UHCTPYKLMeit K Linpuu-pyyke. ECnn XuakocTb Bce paBHO He NOSIBUMACh, 3aMeHuTe
VLY 1 NOBTOPUTE BbILLIENPUBEAEHHbIE LLArU.

MpuMeyaHue: X1AKOCTb MOXET yNnacTb Ha LUNPUL-PYYT?, B pesy/bTaTe Ha Kox:e
nocne MHbEKLMI MOXET OCTaTbCS BNAXHbIV cne.

2. BbinonHeHne nHbekunm
HabepuTe Ha pyyke HyXHyt 403y (CM. MHCTPYKLMIO K LUNPUL-PYYKe). 3aTem
onpefenuTe, Kakoin MeTof UHbekUMn Bam 6onblue nogxoamt. Cm. Puc. 21 n 2,28
yactax A u b.

A - METO/[] BE3 ®OPMNPOBAHUA CKNALKN KOXN

2.1 Bo3bmuTe LINPUL-PYUKY NafoHbI0. BonbLol nanew He JO/MKEeH nexartb Ha
KHOMKe. BBeguTe Ury NPsIMO B KOXY OAHWM NNaBHbLIM BVXEHUEM, NMOKa 6Gesblii
KOXYX HE KOCHETCS KOXM. [laBnTe Ha KOXY paBHOMEPHO (He MeHsTe pyku).

2.2 HaxmuTe KHOMKy 60MbLUMM NanbLeM, YToObl BBECTU A03Y,
MOC/IE nosHOro HaxXaTusi KHOMKN WUria MOXET OcTaBaTbCsl B Koxe [0 10 cekyHS.
KoHKpeTHOe BpeMs yAepXMBaHWUA CM. B MHCTPYKLMM K LUNPUL-PYYKe.

- METO4 C ®OPMVPOBAHVNEM CKNALKW KOXN "

" Vicnonb3ayeTes npu fwjcke nonacTb Urmow: B*MbILLHP (HanpiiM

VIH'bEKLI,l/IFlX Ma/IeHbKIM IETAM, PV HEIoCTaTOHO pastorroin"
KEeTuAl

"» e a m ,\I *Vv

I.‘ HEO! Gecr ,
Se iy od

2.1 Bo3bMUTE CKNaAKy KOXMW TOMLWMHONM 2,5 CM (YLWmnHuTE).
BosbmMuTe WINPULL3YYUKY NafjoHb0. BONbLLOKA nanew He JO/KEH NexaTb He
KHOMKe. BBeguTte urny Npsamo B KOXY OfHUM NNaBHbIM ABUXEHNEM, NOKa Cepblit
KOXYX HE KOCHETCS KOXW. [laBuTe Ha KOXy paBHOMEPHO (He MeHsaliTe pyLu).

fB

K—mol S »

2.2 HaxmwuTe KHOMKy 60MbLUMM NanbLeM, YTo6bl BBECTM A03Y.
MOC/IE NonHOro HaxaTusi KHOMKW Mr/ia MOXEeT ocTaBaTbCs C Koxe 0 10 cekyHA
KoHKpeTHOe BpeMs yAepX1BaHUSA CM. B UHCTPYKLMM K LUNPULI-PYYKe.

MpumeyaHne: B HEKOTOPbIX CyYasx nyulle YepeaoBaTb y4acTku BBEAEHUS.

0 HenpasuibHO
HE paccraBnsiite nanblibl 60nblue Yem Ha 2,5 cm.
HE BcTaBnsiiTe WNpuL-pyyky nog yrjiom K nasiblam, Tak Bbl MOXeTe yKONOTbCS UToi,
3. Vi3BneyeHve Wwnpuy-pyyKku

3.1 MMocne BBEAEHNA NOMHONM A03bl U3BNEKUTE PyYky U3 KOXW. KpacHas nonoca
yKa3bIBaeT, YTO 3alUTHbIA LLMTOK 3atpuKCUpoBaH,

3.2 Bo3bMuTe LINPUL-PYUKY 32 GENbIA KOXYX 1 OTKPYTUTE OT UIMbl. Tenepb KoHew,
UIbl CO CTOPOHbI LUMPULI-PYYK-U 3aLLMLLEH OPaHXEBbIM LLUTKOM.

HE 6eputecb nanbLlamun 3a 3aluTHble WATKY UMbl BbiGpocbTe UCNONb30BaHHY0
Urny a KOHTeWHep A1 OCTPbIX OTXOAOB.

MpumeyaHne: BbiGpocbTe BCe NNACTUKOBbIE YNakoBOYHbIE MaTepuanbl Cnmcok
LUNPUL-pyYeK 1 A03aTOPOB YkasaH Ha yrnakoBke.
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Wrna 6e3onacHas Ans WNPUL-PYYKn C ABOMHONA
aBTOMAaTMYECKOW 3alUTHOW CUCTEMOIA

|/|HCprKLI,I/IFI MO 3KCrayaraunn
anga 30G (0,30mm) X 8mm

OTKNEenBaLWanca BensI
aTMKeTka pas,ep KOXyX
nagenun

Wrna

3alWnTHbIE LWUTKN NOC/e NCNOJb30BaHMWA

1

n Vipnangmn Ha 3age |
Breton Dlckinscn and Company, f
PoKery Road. CX)n Laoghalro. |
Co Dublin, WpnaHaus

3apapcbI3[0HAbIPbIITaH. ATMpioTema).

YwTbl emec. B)p~nrel natganaHyra apHanrom
CrepunbHO AnmporaHHo. HeTokcuyHo

15 OIHOKPATHOrO NPUMaHOWKSA.

BD

ISTERILfUI IM 1SO 11608-2

BQ BDLogo and BO Auic5bield n k of Becton. Dkkinsort and Company. C>201S BO
M other brands are Uademad:s of their iospecth« owrtors.

BO fiD eTonBO AjfToCutvi [lyo sisnk(01cs 1iprmo'. 2bins«ax/i« Bocton, Dkkinsonarid Cornpgrty. ©2015 BD,
to ito Jopro("eviapkiv 3lisonsolesooteme)L W)iamarcura
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OpaHxeBblii
y/  wunToK

CoefiuHeHve Urnbl ¢ WNpUL-pyyKoii (He NCNnobL30BaTh, ecnu

ynakoBka noBpexeHa)

OuncTUTE PE3NHOBBLIN BEPX PYUKM, KaK 06bIYHO.

Ypanute aTUKeTKy C LINPULL-PYYKN.

1.1 [lepxa pyuKy 2a BHELIHW hyTNAp, HaKpyTUTE Ha Hee urny

1.2 CHUMUTe BHeLWHWIA dyTnap.

1.3 lMposepbTe, NPaBUILHO N NPUKPeNneHa urna: Habepute 2 efUHULBI, HanpaBbTe
PYuKy BBEPX U HOXMWUTE KHOMKY GOMbLUUM NanbLeM.

Ecnm xugkocts HE nosiBunack Ha KOHLE Ur/bl, NOBTOPUTE AaHHbIV LWar B COOTBETCTBUK
C VUHCTPYKLMEN K LWnpuu-pyyke. ECAM XNAKOCTL BCE PaBHO HE NOsBUMACh, 3aMeHnTe
UrNy 1 NOBTOPUTE BbILIENPUBELEHHbIE LUArY.

MprMeyaHne: XMAKOCTb MOXET yNacTb Ha LWNPUL-pYUKy, B pe3y/bTaTte Ha Koxe
nocne MHbEKLMU MOXEeT 0CTaTbCA BNaXHbIA cnea,

. BbinonHeHne nHbeKunmn

Habepute Ha pyuke HYXHYI [03Y (CM. MHCTPYKLMIO K LUMPUL-PYYKe). 3aTem
onpegenvTe, Kakoi MeToA MHbeKLMN Bam 60nblue nogxoaut. Cm. Puc. 21 n2.2 B
yactax A n b.

2.1 Bo3bMUTE CKNafKy KOXW TOMLWMHOW 2.5 cM (YunHuTe).
Bo3bmuTE LWINPUL-PYUKY NafoHbl0. Bonblioii naney He JO/MKEH nexarb Ha
KHoMke. BBeAuTe Urny NpsiMo B KOXY OHUM NNaBHbIM JBKEHUEM, NoKa cepblii
KOXYX He KOCHenres Koxw. [laBuTe Ha KOXy paBHOMEPHO (He MeHslTe pyku).

2.2 HaxmTne KHonky 601bWUM nasnbLeM, YTobbl BBECTU A03Y,

MOC/IE nonHoro Haxatus KHOMKW UTMa MOXeT ocTaBaTbCsl B koxe 0 10 cekyHp,.
KoHKpeTHOe BpeMs yiepXUBaHUA CM, B UHCTPYKLMM K LLNPUL-pYYKe.
MprMeyaHne: B HEKOTOPbIX Cy4asx flyylle YepeaoBaTb y4acTKu BBEAEHUA.

METO/[ BE3 $OPMUPOBAHUNA CKNALKN KOXN

2.1 Bo3bMuUTe WNPUL-PYUKY Naf0Hb0. BONbLONA Nanew He fOMKEH NexaTb Ha
KHOMKe. BBegute urny npsamo B KOXY OAHWM NNABHbLIM ABUMKEHWEM, noka 6enbiii
KOXYX HE KOCHETCA KOXW. [laBuTe Ha KOXY paBHOMEPHO (He MeHsaiTe pyku)

2.2 HaxmuTe KHOMKY 60MbWINM NanbLem, YTo6bl BBECTW [03Y,

MOC/IE nonHOro HaxaTusi KHOMKW Urfa MOXeT OCTaBaTbCs B koxke 40 10 CeKyHS.
KoHkpeTHOe Bpems yepXuBaHnsi CM. B MHCTPYKLIMK K LINPUL-PYYKe.

O Henpasu/ibHo

HE paccTaBnsiite nanblbl 60nbwe 4yem Ha 2,5 cwM,
HE BcTaBnsiiiTe WNpuWL-pyyKy nog yrnom K nanbLam, Tak Bbl MOXeTe yKONOTbCA WUI/OM.
Vi3BneyeHne Wnpuy-pyydkn
3.1 MNocne BBeAEHWSA NOMHOW A03bl U3BNEKNTE PYUKY M3 KOXMW. KpacHasa nonoca
yKasbIBaeT, Y4TO 3aLUTHbINA WUTOK 3atpMKCUpPOBaH,
3.2 Bo3bMuTE LUNPUL-PYUKY 32 6enblil KOXYX U OTKPYTUTE OT UrNbl. Tenepb KoHel,
UINbl CO CTOPOHbI LUNPUL-PYUKM 3aLLMLLEH OPAHXEBbIM LUTKOM.

HE 6epuTtech nanbuamuy 3a 3awmTHbIe WUTKN Urbl. BbiIGPOCbTE NCNONb30BaHHY0
UrNy B KOHTEHEpP 415 OCTPbIX OTXOA0B.

MpumoyaHno; BbIGpoCcbTe BCe NNACTUKOBbIE YNakoBOYHbIe MaTepuasnbl. Cnncok
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Manufacturer Name

Sanofi CliKSTAR, SoloSTAR, OptiClik, OptiPen Pro 1/2,
OptiSet,TactiPen, Lyxumia

Lilly HumaPen Savvio, KwikPen, HumaPen Memoir,
HumaPen Luxura, HumaPen Luxura HD, Humalog
Pen, Humulin Pen , Forsteo, HumatroPen

Astra-Zeneca Byetta Pen

Novo Nordisk Victoza Pen, FlexPen, NovoPen %, Innolet

B. Braun Omnican Pen 31/32

Owen Mumford AutoPen Classic, AutoPen 24

Ypsomed Ypsopen

Beriin-Chemie BerliPen Areo

10. Particularities of use
For patients performing self-injection:
Follow your doctor's instructions.

For medical personnel:
The device does require training of medical personnel. When working with the

device, precautions for performance of invasive procedures / operations (potential
contact with blood) must be taken.

11. Side-effects
The injection with a pen needle can cause bleeding and brushing.

12. Precautions by using the device
Need to follow the instructions for use to guarantee the performance of the device.

13. Packaging
100 sterile needles together with instructions for use are placed in a box. Material of
the box is cardboard.

Group package containing 8 boxes (800 needles) is placed in the transport box.
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Component Material Number of individual
units in package

Shelf carton Paperboard 100

Shipping case Corrugated paperboard 800

14. Marking

The labels conform in content with the requirements of EN 1041 “Information
supplied by the manufacturer with medical devices". The symbols used are those
given in EN 980 "Graphical symbols for use in the labelling of medical devices" and EN
ISO 15226-1 "Medical devices - Symbols to be used with medical device labels,
labeling and informations be supplied - Part 1: General Requirements".

Symbol Description
d | Manufacturer
leclrepl European representative
Authorized
representative Becton Dickinson Vostok LLC, 12 Dvintsev str. bid 1, Moscow,
(in Russia) 127018, Russian Federation, tel./fax: +7 495 775 85 82
REF Code number
flot] Serial number
CE CE marking

STERILE R Gamma-radiation sterilized

Use before
A Caution
|_|J Consult Instructions for Use
(D Do. not reuse
Latex free "Latex free"

Mark of conformity to GOST R

CONFIDENTIAL This technical documentation is the property of Becton, Dickinson and Company
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Py *’*\|9~kp~k§*H - - - -
reye Number of Registration Certificate, date of issue
or A0.MM.ITIT

15. Transportation, storage and shelf life

The long terms storage conditions for this product are 23°C £ 5°C, at 50% +10%
relative humidity for up to 3 years with capacity to withstand short periods of
exposure at 4°C and 40°C for up to 4 weeks and at 60“C (up to 2 weeks).

Store at room temperature; protect from direct sunlight.

Stability studies (functional testing and packaging integrity testing) were conducted
to support 3 year shelf-life.

Shelf life is 3 years.

16. Sterilization
The device is suppiied sterile.
Sterilization method is Gamma irradiation.

17. Requirements for environmental protection during the use of the devices
The device in the process of its iife cycle has no negative impact on the environment.

18. Disposal rules
Disposal of a contaminated needle must be in accordance with the laws and local
regulations, as well as with the protocols of the medical institution.

According to the class of hazard medical waste for disposal based on the
characteristics of the morphological structure - needles can be classified as
epidemiologically dangerous waste (Infected and potentially infected waste.
Materials and tools, items contaminated with blood and/or body fluids).

19. Manufacturer's warranty
The manufacturer shall not be liable for any damage or accidents caused by improper

use of the device, at the fauit of users or externai contingencies.
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Becton Dickinson and Company,
1 Becton Drive, Franklin Lakes, NJ 07417, USA
/ RA Specialist
(nomkHocT b/position)
Cvnthia Lacatena
(nms/nar

/ognmes/signature)
25 » April 2016 .

«AieHb» MecAL, (Lundpamm) / «day» month (numerals)
M.IM. /Stamp

O bd
SQUALE AlllTe

ID # 2373789
NOTARY PUBLIC

o STATM.OF new JERSEY
My Eommission Expires May 19, 2018
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«yTBEP)K.DAl-O»/ "APPROVE" MOAMMNCAHO MO npucsiron B moem
MPNCYTCTBUN

Becton Dickinson and Company, 25 anpens 2016 T.
1 Becton Drive, Franklin Lakes, NJ 07417, USA
/ Cneunanuct Otgena

HOPMaTnBHO-NPAaBOBOro perynmpoBaHunA /Mognucs/
(momkHocTb/position) NMACKAJIb AMATO
CuHTWS JlakaTeHa (Cynthia Lacatena) vienT. Ne: 2373789
FOCYAAPCTBEHHbIN HOTAPUYC
(Mmsi/name) WTAT HbIO-AXEPCU
/I'IO,D,I'II/ICb/ Mou nonHomoumsa uctekawT 19 mas 2018 .

(noanuck/signature)
25 anpensa 2016 r.

«fleHb» Mecal, (undpamu) / «day» month
(numerals)
M.M. /Stamp

SKCIIMYATAUMOHHAA OOKYMEHTAUNA

(MIHCTpYKUMA MO NPUMEHEHUIO)
Meann,MHEKOro N3aennA.

Mrna 6e3onacHasa ansa wnpuu-pyydkn BD AutoShield Duo ¢
[IBOMHON aBTOMaTn4eckoi 3awmTtHon cuctemont (0,30 mm (30G) x
8 mm; 0,30 mm (30G) X 5 Mm)

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

[HaknagHas nedats: MACKASIb AMATO * TOCYAAPCTBEHHbIV HOTAPUYC * OKPYT CACCEKC, LUTAT HbO-IXXEPCU]

Anpenb 2016 T.

KOHOUAEHUNANIBHO HacTosiwan TexHuyeckas AOKYMeHTauus ABNsSeTCS CO6CTBEHHOCTbIO «BeKTOH, AUKMHCOH 3HA KomnaHu»
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1. HanmeHoBaHMe MeANLMHCKOIo n3genus
Wrna 6e3onacHas ana wnpuu-pyvkn BD AutoShield Duo ¢ ABOMHOI aBTOMATUYECKOM
3aww,utHon cuctemoi (0,30 mm (30G) x 8 Mm; 0,30 mm (30G) X 5 Mm)

2. MecTo nponssoacTBa MeAULUHCKOTO U3AeNNs

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

[MpON3BOACTBEHHbIE MN/IOLWAAKN:
- Becton Dickinson and Company Ltd., Pottery Road Dun Laoghaire Co Dublin, Ireland.

3. HopmatmBHas MHhopmaLms

Ha3BaHue nappec Ceptnmkaums
OCHOBHOM «BbeKToH [INKNHCOH 3HA, KomnaHw» 3apernctpupoBaHo B
npounssoauTenb U bekToH [paiis, 1 cootseTcTBUn ¢ I1SO 13485 B
MecCTO ®paHKVH lelike, bputaHCcKOM MHCTUTYTE
pa3paboTKu: Hbto-xepcn 07417 craHgaptos (BSI), Homep gocke

CLUA FM 513512

(Becton Dickinson and Company, 2243072 B YnpasneHuu no

1 Becton Drive, KOHTPO/IIO KayecTBa MULLIEBbLIX

Franklin Lakes, NPOAYKTOB 1 IeKapCTBEHHbIX

New Jersey 07417, cpeacts (FDA)

USA)

TenegoH: (201) 847-4298

dakc: (201) 847-4859
YNONHOMOYeHHbIN  «B[l Meankan -Aunabetuc Keap»
npepactasutens B (BD Medical - Diabetes Care)
EBpone «BeKToH [inknHcoH PpaHc C.A.C.»

11, pto Aptuctng-bepre

a/a 4

38801 Jle-MNoH-ae-Kne Cedex

®paHuus

(Becton Dickinson France S.A.S.

11, rue Aristide Berges

BP 4

38801 Le Pont-de-Claix Cedex France)

KOHOUNAEHUMAJIBHO HacToswan TexHuyeckas AOKyMeHTauus ABNSeTca CO6CTBEHHOCTbI0 «BekToH, IUKMHCOH 3HA KomnaHu»
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KOHTakTHOE NnLo:

[npektop no npasoBoMy

perynnpoBaHuio 1 ynpasieHuo

KauecTBOM

TeneoH: +33 4 76 68 34 60

dakc: +33 4 76 68 34 73
YNonHomMmoueHHbIh OO0 «bekToH [JMKUHCOH BOCTOK»,
npeactaButens B Poccuiickas ®epepaums, 127018, T.

Poccun Mocksa, yn. [BuHLeB, 4. 12, kopn 1
Ten/akc: +7 495 775 85 82
MecTo «BbeKToH [IMKMHCOH 3HA, KoMnaHm» 3aperncTpupoBaHo B
Nnpown3BOACTBaA: MNotrepwn Poyp, cootsetcTBun ¢ EN ISO 13485 B
[yH Naape NSAI, Homep gocbe MD19.1385,
MpadcTBo Ay6nmH 9616656 B FDA
NpnaHans

(Becton Dickinson and Company,
Pottery Road

Dun Laoghaire

Co Dublin

Ireland)

4. Knaccugmkauma MegnumHCKoro n3genus
EBponeiickas avpektmBa Mo MeauvuMHCKUM usgenuam: 93/42/EEC Annex IX
Section 2.2, Rule 6.
Knacc noTeHunanbHoro pucka NpUMeHeHns MeanunHCKOro u3genns: 2a.
Kopg, no knaccudmkaumm GMDN: 44127,

5. HasHauyeHwe meauuMHCKOro nusgenvs

Wrna 6e3onacHas ana wnpuu-pyvkn BD AutoShield Duo ¢ ABOHOI aBTOMATMYECKOM
3allL,UTHOMN CUCTEeMOW  WCNONb3yeTcs [/  BBEAEHWS JIeKapCTBEHHbIX  BeL,eCTB
MEeAVUMHCKAM  MEePCOHa/IOM B 1Ie4eOHOM  yupexxaeHun WM CcamoCTOSTE/IbHO
MauneHToM B AOMALLHUX YC/IOBUAX MPU MOMOrUM LWNpuU-pyyek. M3aenne asnsetcs
0HOPa30BOW CTEPWU/ILHON WINOA, UMEILLE ON1A COKPalLeHUs pucka CryvyaiHoro
yKofia ¢ 060MX KOHLOB aBTOMATMYECKYH 3aliMTHYH CUCTEMy, KoTopas OGnokupyet
KaHIO/IK0 MOC/Me MCMOo/b30BaHMA (CO CTOPOHbI MauMeHTa) W nocne CHATUS  WIMbl CO
LUNPUL-PYYKM (CO CTOPOHbI COEAUHEHWIA CO LUNPUL-PYYKO, C TEXHUYECKOro KOHLa
rbl).

6. Cchepa NnpMMeHeHUss MeaANLMHCKOTO 13aenns
BbiNosHeHNe napeHTepasbHbIX (MOAKOXHbIX) WHBLEKUMIA NEKAPCTBEHHbIX BELLIECTB B

KOH®UNAEHLUWANBHO HacTosAwan TexHmyeckas OKyMeHTauua SBnseTca co6CTBEHHOCTbI0 «BeKTOH, JIMKUHCOH 3HA, KomnaHu»
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nobon 0651acTM MeAULMHBI, B AOMALUHUX YCMOBUAX WA KIUHUKE, MNP MOMOLL,M
LINpULL-pydeK (MHXEKTOPOB).

7. TlpyHUMN AeincTBusA, onucaHne MeauLMHCKOro n3aenms
Wrna 6e3onacHas ana wnpuu-pyvkn BD AutoShield Duo ¢ ABOHOI aBTOMATUYECKOM
3all,UTHOM CMUCTEMOI MpeacTaBnseT cobor 04HOPa3oBoe, CTepUIbHOE MeaMLUMHCKOe
n3genve.
Wrna pns  wnpuuy-pyyvykm COCTOUT U3 [ABYCTOPOHHEN KaHKMW, 3aKpernieHHOW BO
BTY/IKe. BHyTpeHHs pe3bba Mo3BOMISET Urfe 6Ge3onacHon [aAna  WNpUL-pyYKn
BKPYUMBATLCA B MHXXEKTOP. 3TO MO3BOJIAET TEXHUYECKOMY KOHLY Wbl MPOHUKATb
yepes NeperopoaKky KapTpuaka.
KaHtona u3genis MMeeT MeXaHW3M, KOTOpPbI MO3BOSISET ure OblTb CKPLITOW WU
3a06/T0KMPOBAHHOM MOC/E WUCMOMb30BaHNA W YMEHbLUNTb BEPOATHOCTb C/lyvainHOro
ykona Wrnov. KaHwons v TEXHUYECKUA KOHEL, MIbl BUAUMbI OO MPUKPENIEHNUs K
NHXXEKTOpY. ocne n3BnevYeHus N3genvs u3 WNpuL-pyukn TEXHUYECKUA KOHEL, UMbl
GNOKMpyeTcA MexaHM3MOM, KOTOpbIA paspabotaH Ans YyMeEHbLUEHWUS BepPOSTHOCTU
C/y4yariHOro yKosa Wrniom.
3al,UTHbIN KONMa4oK M3 MOMM3TU/IEHA HaeBaeTca Ha KaHwo. Mrna pas wnpuu-
PYYKM MOKPbIBAETCA M30/MPYIOTLMM MaTepuasiom /i1 06ecrneyeHns CTepuibHOCTM U
3alyMTbl OT BCKPbITUA. rna MOXXeT ObITb UCMOMb30BaHa /Wb B CTEPU/ILHOM BUAE.
Wrnbl  6e3onacHble gns  wnpuy-pydkn BD  AutoShield Duo npumeHstoTcs  o/is
OHOPa30BOI0  WCMOMb30BAHUA U [O/MKHbI  ObITb  YTUIN3MPOBaHLI  MOC/e
MCMOMb30BaHNA B COOTBETCTBUM C AEWCTBYOWMMM CTaH4apTamu.
Kaxgoe nsgenve cocTouT 3 crenyroLLmx COCTaBHbIX yacTen,
MPOAEMOHCTPUPOBAHHbIX HUXKE:

3alnTHbIA WUTOK
OTKI'IEMBaPOLLI.aFICFI B LLI,

ATUKETKA Benbiini KoXyx

LlseToBOE KOAMPOBAHME YMAKOBKM W 3aLMTHOrO OTPLIBHOMO «sA3blUKa» YMpoLlaeT
pacrosHaBaHve W 2 pa3Mepos.

CTepI/I]'IbHOCTb Wbl COXPaHAETCA MNPy NOMOLLM MIaCTUKOBOIro KoJnavka 1 OTPbIBHOIO

KOHOUAEHUMANBHO HacToswan TexHnyeckas AoKyMeHTaumsa ABnseTcs COOCTBEHHOCTbIO «BekToH, AUKMHCOH 3HA KomnaHu»
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«S13bl4Ka», TAPaHTUPYHOLLErO CTEPU/IbHOCTL M3AENKS.
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S3BD

f'm
rna 6e3onacHas 45 WnpuL-pyykm Mrna 6e3onacHas gnsa Wwnpuy-pyykm
BD AutoShield Duo ¢ aBoviHoW BD AutoShield Duo c ggoitHoi
aBTOMaTNYeCcKomn aBTOMaTUYeCKOW 3aLUTHON
3alMTHON CUCTEMOM - [0 UCNOMb30BaHUA CUCTEMOW - MOC/e MUCNO/b30BaHWS

»
Pvic. 2- 06LWMIA BUA MeAULMHCKOTO U3aenus

Wrna 6e3onacHas ans wnpuvu-pyydkn BD AutoShield Duo ¢ ABOMHOI aBTOMATUYECKO
3awmTHoin cuctemoit (0,30 mm (30G) x 8 mm; 0,30 MM (30G) X 5 Mm)

8. Cneundukauna meaNUNHCKOro U3nenus
Tabnmua 1

OCHOBHble napameTpbl W
HanmeHoBaHne Wrna 6e3onacHas gna Wrna 6GesonacHas [Aans

LUNPUL-PYYKM BD wnpuu-pyykm BD
AutoShield Duo c¢ AutoShield Duo ¢
[IBONHOM [IBOVIHOW

MNapameTtp aBTOMaTNYECKON aBTOMAaTNYECKOW

3alUTHOM  CMUCTEMOW  3alLUMUTHOM CUCTEMOIA
0,30 mm (30G) x 8 Mm 0,30 Mm (30G) x 5 Mm

[nvHa vrnel, Mm 8,0+ 1.25 5,0+ 1.25
dnameTtp urnbl, MM 0,30+0.01 0,30+0.01
LiBeToBas koguposka  [ony6oin ®1oeToBbIn
Kannép 30G 30G

Macca, T 3.95+ 0,03 4.09+ 0,03

KaHona wrnbl ona Wnpuy-pyykn nsrotasnmeaeTca B cootBeTcTBun ¢ ISO 9626 u 1SO
11608-2:
e lllepoxoBaTtoCTb MOBEPXHOCTU WI/bl: OTCYTCTBME HEPOBHOCTEW, BMaAVH U
BbICTYNOB (BU3YyasibHasA NMpoBepKa)

KOH®UNAEHUMANBHO HacTosawan TexHnyeckas AOKyMeHTaumsa SBNseTcs CO6CTBEHHOCTbI0 «BeKToH, [IMKMHCOH 3HA KomnaHu»
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T B D
OcTpoTa OCTpUSI WIMbl: OTCYTCTBME HEPOBHOCTEM, W3rMO0B WM OCTPbIX KpaeB
(BM3yanibHasA NpPoBepKa)

KauecTBO pe3bbbl: < 3.7 /1m

9. VHCTPYKUMS NO NPUMEHEHWIO

Wrna 6e3onacHas ana wnpuu-pyykn BD AutoShield Duo ¢ ABOMHOI aBTOMATUYECKOM
3aw,utHon cuctemoit 0,30 mm (30G) X 5 mm:

KOHOUAEHUMAMBHO HacTosiwasa TexHmyeckas 4oKyMeHTaumsa SABNsSeTcsa COOGCTBEHHOCTbI0 «BeKTOH, JUKMHCOH 3HA KoMnaHu»
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OBD

iald™ IBD AutoShield™ Duo
SBPtAIytONSh(IjleId ith Duo [Wrna 6e3onacHas Ans LWNpUL-pyYKm
Da e|¥A ?n ete ISWtI ti Shield | c ABOIHOII aBTOMATMYECKOI 3alMTHON CUCTEMON
|Il’J]aStl‘uU%nE?(;CnSmfgl'NeLJSg : 'IHCTPYKLMS MO 3KCMAyaTaLmm
ana 30G |0,30mMm)x 5m:M
for 0,30mm <306) x 5mm

Pasvep  Koxy*
vzpena

3almnTHbIe WUTKN NOoCc/ie NCNOoNb30LWHNSA

KpacHasa nonoca VPMIKSBAh

VAT (3
B
Ly

. CoeiMHEHVe UMbl C LINPULL-PYYKOIA (He NCMob30BaTh, eCN

naKkoBKa NoBpeXaeHa)
ICTLLIE PEXHOBbIV »ep* pysl. kak
Ypanre 3TULETKY C UMPULL-PYYK».

1.1 [lep3ka pymky 3a **-eL™ii coyTnsp, Ma»pyTuTe H3 »ee MLy
1.2 CHummTe BVELLHAY* DYTNAp

13 MMposepbTe, NPaBUTLUO N NpU*pervisa HabepviTe 2 eyHnLA, HanpaBbTe
PYUKy BEEPX U NaguUTe KHOMKY 60MbLaTM NasibLiem
Cennxugkocrb IC notun8C«> nakaT » Hrrsl WUSBTTANTE fJaMHbiA BcooTecrcrea™n

CuicTpyLmeli K LWipum-pyLike ECnn xamakocTb Coe p3e”’a He NoeBuiach. 33viea<re
vy v noett"Hte 8L A(BetRKSIe Warn

MeMAdAUA® KHNKOCTL birLuer mnrsk MaflinpHVIC VY n pe(./ymsTATe v wiiks>
rocrie UMbEKMA MOXET OCTaTLCS! BNaXHBIM Crief,

2. BbinonHeHve nHbekLmmn
»L«GepuTe H pyuke <jOKItyjoAos™ (M M) «um(0 KLNprL~pK:«) 3arem
onpeenvTe.kakol Me-of MHBbEKLWM BaM GonbLUenLpKoauT Cu Puc 21 n2 2B
vactaxA n b

A’MeTOﬂ' B€3hopmuposaHusa cknagkm Koxu

r,1 BoSbWKte wnpsaytpyy*y nagnmbio Borbivoli nanew, He fOMmKeH «exokb ra
MOTME BBOAUTE »&Ty [PNM«s KOXY AramMnnasc’bIMasn BUVEM. MaKO 6erbM
«OKYX T KOCUETCS KOXWA.. [JaBUTE Ha KeXy PaB1OMEPMO "HE MeHsIiTE pyku)

2.2 HaxxmuTe KH3/Ky Gra/TBLLUM rasibLieM. YTo6bL1 ©Be:Tv 403y
MOC/IE Tannoeo biikqariia KHOMKY MITIS U LI T OCTaBaTbCs H Kadk» A0 HO oekyHa
KoKldx?H<s Bpems yar1«n8BHIAS CM B MHCTPYKLWM K LLNpeL-p~ke

i Oqgn
RUSHII0d e Mah S Sedn 21 UL CXBIKy kowu TOTLVRGM 2,5 CM (YuuyanHiTe)
QuyucA) Nud Bo.vam/Tii IMpUn-ByMKY Ta/IoHbI0  BCTLI30V Nasiel, He IO/KeH NIexaTb Ha,
Aod || tAefift. ABKAK.-33LU; «vonee Beegyre vrmy rdsMo B KOXY OAHWM 1al bIM ABUBKBMVIEM. MOKA CEPbIiA
ﬁjﬁm TUkIH «eXy* Hi KOCHETCA KON [laBuTe Ha k«wKy PaBHOMEPHO (W MeHsiTe pyxnV
2.2 HaxxmmTe «HOmXy GOMbLUMM raribiaeM.. HTOGbI BBECTU A03Y.
W bekssebsEagecom TFOC/TE TOMHCCO HaXaTst KHOMKM UITie MXKBI OCTaBaTkCA B Kis<e A0 HO oeymy
WANDA KoHcheTHoe Bpemst yAepH1BaHNA CM. * MHCTPYKLAW K LNPSIL-pyqKe
VWWWW.W MprmeyaHre: B MBKOTOPMXC/TyHasix flyulle Yep~oeaTb YKBCTKW BBEAEHS.
0 VenpasnisHo
- Thporesh> H6oaccraBnBiiTe naskMbl 60MbLe Yem Ha 2.5 cm
B Dtatocans y#Twenec »pronrei«AainiMyrissVerew HE BCTaBnsiiiTe LNpMM-pXy NIOYT/IOM K anbyaM T Bbl MOKETE YKO/OTHCS
Raordr Poi6 Qv CixEMid*0 MxrexdD VDT
QDL [ qoVOQaTvVoro Tehexei 3. i3BieyeHne WwWnpuL-pyykn
51 M sqAKwk nNNWiA 10*s1 MUTra Ui pyvkyal Koy Kpars*sg Tnnrn
N#Wfi UtUeK WHtIUHII ENSO 11602 %]! YKaTblBAET YTO 3alUMTHLIA MMTOK 33¢h KC poBaH
i S0l ¥ ToAHS O &« [ COTYY i * (1] 3,2 Bo3bMuUTE LWIAPUL-PYUXy 3a Gesblil KOXyX MOTKPY?UTe OTUTbI Tenepb KOHeL,
4 ] A m-ﬁl&:’d\a Clﬂﬂ"{ j /ﬁ;i.* o Lo i T.Ioib U7l CO CT<X>Hbl U.JIPALGIYYEN 3ALLUMLLEH OPAK«<KBbIM LLICTIOK»
L% @ SA* "SKaKineft* VIEGepuTe(>: naT»LiamMm 3a 3aLLT>Lee LUIMKMN WLlbl BbiIGpockTe UCrob30BaHHY0

WUITY B KOHTEHEP A/151 X:TPbIK OTXOA0B

Mpumeyamun*; BbiGpocbTe ©ce NN3CTUKOBME YNakoBOYHble MaTepuanbl Cnmncok
LINpUL-pyye» 1 A033TO30B ykasaun Ha ynakoBke.

KOHO®UWAEHLIVMAJIBHO HacToswaa TexHuyeckas fOKyMeHTauus ABnsetcs co6CTBEHHOCTbI0 «BekToH, UKUHCOH 3HA, KomnaHu»
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=

Wrna 6e3onacHas ans wnpuy-pyydkn BD AutoShield Duo ¢ aBOIMHON aBTOMATUYECKOW
3awmrtHoi cuctemoit 0,30 mm (30G) x 8 mm:

KOH®UAEHLIMAJIbHO HacToAwan TexHnyeckas fOKyMeHTauus ABnseTcs cCO6CTBEHHOCTbI0 «BekToH, UKUHCOH 3HA, KomnaHu»
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Mrna 6e3onacHas gas Wnpuun-pyyll ¢ 4BONHOM

BD AUtOShieidm DUO aBTCMaTLIeCcKol 3almTHON encreMOi

Safety Pen Needle with
Dual Automatk: Protective Shiecs ﬂ;‘%gg%’o'%ﬂj_x”fwaKC””yaTa”””

Instructions for Use

for §,30mra C306) x 8mtin

3alnTHbIE LWWUTKN HOoWwe TIW & MbTBTLW

il WTOK
0»P ¥

CoepauyeHne UMbl C WNPUM>PYHKONA (He NCNONb30BaTb,eCNN

ynakoBka noepexjeHa)
C-HUCMT« pea«M*3B«ii Bep* pyuku. ka< 06b-4i0.
WsLLivre aTweT«y ¢ UAPUM*Prup»m.

11 flep«apy”Ky aa e««LwmiicpyTd, va Ma®HTy.
1.2 Cvumie B«g!UWM coyTtnsp,

1.3 MMpoBepbTe. 1p3aBnn5*«oau BPSIKPENT»<ii Urna; nabeinln-2 winitibie
BBepXMU i:a™w»TS KHOMNKy 60nblwnM ransi!!b«.

A«El«:c” € noliesliiacl6 na KoH|e urt,1 [ avblii asr ¢ €BOLLATCBUAN
cuncTpyma™te? % Arpuy-py k®, Era-<xum’kacrb T S0*BUTC-b. 3WEM«T<e
urrmyuncs'rtop” 8l lerEmsue«mbiew8ru
Mpiiv#uaHnc: SKAIOKTb Ha UNAL-PYUKY. Y PEryIb.IETeB
JICHOTE W¢<Lym SAOOT OCTaTbCA Tw

N

BbiNnONHEHN A UHBeKLNN

:N3eM7» Ha pyuke 003y IC1J IHET KUYK3 KLLFTPUL-PYHKa). 3aTem
onpesetl7e. »a«onlTX|i.n»1'0€?;lmBa«6o.T>alenuonut Cm.Puc 21 n2.2 B
vactax A n B.

A >W>M1mpow I/mKlttl fa- M

MfMnMfUc ||«TKMlVI>l«q TWw ,<PFHADTLW NU» (KKNrPCIA. T

2.1 8wbM»ne oxaral*y LLB04 ToanuHo2.5 W (yu@4nvkre)
Bo3bMWTE LIpUb™pYUKY Na/,0Mblo. &OM»b;Cii NaUIEL, UB [,0NKOH- OB« b HA
KWTKe BBe,ATeunTy tpnito i kach oMM LWA*«bIT.* AKVKEHMBM MOKa O!p»»ii
Kyx. «e kogkoTel tP»M, [laB«Té Hii PMH(>LLIpT<> [6 >R pyKv;

2.2 Haxxm™re KHan"6oruy;lu>M ta\iitty. MT56bI TACTN [03Y
nocne nuHoTP HAXATUS KHOMKM Mra bIoke™ O<IT«BETL3» € «UHe 0 10 erkyHs,
KoHkpeTHoe apel y![ep>Lwaiill oM. B KMeTp T e upnu-pyiffes.
MprMeyaH1e; B HekpLLPMX cAydakx siydlle ““‘BpefoLTs yya;TLu 3BejeHes

HMIM1BMMLL IHKHHAHLL L | |MwH

2.1 BosbMuTe LWIpsiLpywxy NafioHb0. Bormbileli B3nemHaAeraHeu nesicarbH3

iH3Te Beeguteurny npyw LW eavHbl Miakuvb- ABMXENTM : TLA
KKy Ve *BrTHETE KOMA. A»B«T# VI « 0Ky pASIHCATPTP  MeHsiifTe pysx¢Ae
2.2 1NTaKM*<rek»orT<y6€MNb4£r»*m 4TO6bI €B6HCTY [03Y.

MOCT e npnu&Ta KB.«ami?4 KonkKMvrm bioxen ocTbiBath;» B tom ao O cékynp,
K5-H1peTHO® ©pemn yaep)«1lens ©v, B umeTpy™ M Wusp|H|-pyux?®,

A
3|_ap3pt»*15a|§2(0/vf m]l<_ L/‘l(v,ls;paexﬂmp

HE 2a”.-wan-wra ranbubl 25cm o
D oreaqppxorp| * He acrerERm3iiinpnit-py'«y  HITWMVK KastbLaB*. LLIKBbI *CET& YOYHOTECA YIIHOM.
%II]I T Mﬂhﬁ%ﬂ% &f’lﬂ Dirlinttat >fe GRApysy QCE R 31 NO<aww2aeHasNELNNORA0ITTW »1H? pyuKy U; koKL Mpao«a»nair3dl
LLK KO sk«»€&%0Cnww flp *K7>>If\»st-«»>>3*0«sv-q - y.«aspater, «10 saw At ur! wmrp» 33:p.4kPiipoGan

3.2 BB3bMATK UNPUL-PYUXy 3a VHALIV »UmpK i OTKPYTUTE OT N TM KCM-CS,
4LLIbIOC CTOPOHbI IJfpW 4 pywi 38LLMumKbl Opanmiubiv LLLIFIXLL

TasiM anm 3a 9an™THbI3 UHKR, »xAM BuWi>CaT« Hirt- 3MLERIHY»
Mmy 8kouleiisiepy T ocTpbix 0lxpaB«.

MpMM*yansB: Bullepc<cere BO? IrCTXrviebie y r3kP A ibe Matoour/ibl., CTCoX

KOHOUAEHUMANBHO HacTosawan TexHnyeckas AoKyMeHTaumsa ABnsaeTcs CO6CTBEHHOCTbIO «BeKTOH, UKMHCOH 3HA, KomnaHu»
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MepeyeHb COBMECTUMbIX LUMPUL-PYYEK:

MpownssoanTenb HanmeHoBaHue

Sanofi CliKSTAR, SoloSTAR, OptiClik, OptiPen Pro 1/2,
OptiSet, TactiPen, Lyxumia

Lilly HumaPen Sawvio, KwikPen, HumaPen Memoir,

HumaPen Luxura, HumaPen Luxura HD,
Humalog Pen, Humulin Pen, Forsteo,

HumatroPen
Astra-Zeneca Byetta Pen
Novo Nordisk Victoza Pen, FlexPen, NovoPen % Innolet
B. Braun Omnican Pen 31/32
Owen Mumford AutoPen Classic, AutoPen 24
Ypsomed Ypsopen
Berlin-Chemie BerliPen Areo

10. Ocob6eHHOCTM 3KcnyaTaumm
[na nauMeHTOoB BbINOHAKLLMX MHBEKLMN CaMOCTOATE/bHO:
CnepyiTe ykaszaHusM Balliero fieyald,ero spava.
[Ana meMLUMHCKOro nepcoHana:
3penne TpebyeT NOArOTOBKM MeAMLMHCKOrO nepcoHana. lNpu pabote ¢ m3genvem
cnefyet cobnogatb Mepbl NPefoCTOPOXHOCTW, MOKa3aHHble 415 BbINO/HEHWS
MHBAa3MBHbIX MaHunynsuunia/npoueayp (NOTEHUMaTbHbLIN KOHTAKT C KPOBbHO).

11. MNo6oYHbIE AenCTBUS
IHbeKUMM ¢ MCNONb30BaHMEM WM A5 LWNPUL-PYYKA MOTYT Bbi3BaTb HeOO/bLIOE
KpOBOTEYEHMEe 1 MOKpacHeHue.

12. Mepbl NpesoCcTOPOXXHOCTM MpY 0bpaLLeHnn ¢ U3gevem
Cnefyinte WHCTPYKUMAM MO MPUMEHEHWIO [ONA  Ha4/1eXallero MCrosib30BaHus
n3genus.

13. YnakoBka
100 cTepwnbHbIX WU BMECTE C MHCTPYKUMEA MO MPUMEHEHUIO MOMELLATCH B
KOpobKy. Martepvian u3rotoB/ieHMsi KOPOOKN - KapTOH.

[pynnoBasi ynakoBka - 8 KOpo6okK (800 wrn) nomewiarTcss B TPaAHCMOPTHYH
KapTOHHYI0 KOPOOKYy.

KOH®UNOEHUMANBHO HacToswan TexHuyeckas AoKyMeHTauna sBnseTcs CoO6CTBEHHOCTbIO «BekToH, AMKMHCOH 3HA KomnaHu»
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KoMMoHeHT Martepuan Konnyectso eanHuL, B

ynakoBKe
CTennaxHbli KapToH KapToH 100
TpaHCNOPTHBIA ALK Fo(hpMpOBaHHbIA KapTOH 800

14. MapKnpoBka
Cofep)xaHne 3TUKETOK COOTBeTCTByeT TpeboBaHuam EN 1041 «/Hdopmaums,
npunaraemasi NOCTaBLUMKOM K MeOUUMHCKUM n3genuam». Vcnosb3yemble CUMBO/bI
cooTBeTCTBYtOT cMMBOsiaMm 13 EN 980 «[padmyeckne crmBO/IbI, UCMOMb3YHOLLMECA B
MapKMpoBKe MeauUMHCKUX n3dennii» n EN ISO 15226-1 «MeauuuHckue nsgenus -
CAMBO/bI, UCNOMb3YIOLWMECH B ITUKETKAX MeOUUMHCKUX WU3Oenvin, Heobxoaymas
MapKMpoBKa 1 MH(popMaums - Yactb 1. O6wpme TpeboBaHus».

Cumson OnucaHne
|VA MpoussoauTens
lecfrep] EBponeiicknii npeacTaBuTeNb

Y110/THOMOYEHHbII OO0 «bekToH ANKNHCOH BocToK», Poccuinckas
o ®epepauus, 127018, r. Mocksa, yn. [iBuHues, 4. 12,
npeactasuTenb (8 PO) 01 Ten/takc: +7 495 775 85 82

REF Homep Mo Katanory
Iorl Homep cepun
CE CE
STERILE R CTepunn3oBaHO ramma-paguaumen
icnonb3oBarb Ao
.ul OCTOPOXHO
a O3HaKOMUTLCSA C UHCTPYKLMENR
(D OfHopa3oBoe 1CMosib3oBaHve
Latex free «He cogepXXuT natekc»
© 3Hak cootBetctBuA [OCT P

KOH®UNAEHUWANBHO HacTtosiwas TexHuyeckas AOKyMeHTauua sBnseTca CO6CTBEHHOCTbIO «BekToH, UKMHCOH 3HA KomnaHu»
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O bd

PINGBH»»>hms™ HoMep per1cTpaLyMoHHOro Y/0CTOBEPEHNs, faTa
aﬁ\MﬂT Bblgaum

15. TpaHCnopTUPOBKa, XpaHeHMe 1 CPOK rogHOCTA
AN ONUTENbHOTO  XpaHeHWs [OaHHOTO  M3genvst  HeobXxoAMMO  MOAAepXXMBaTh
Temnepatypy 23°C + 5°C npu oTHOCUTENIbHOW BaxkHOCcTM 50% + 10% (CpOK rogHocTu
3 roga). Miagenne MoXKeT HenpoLo/mKNTeNbHoe BpeMs (40 4 Hefesfb) XpaHUTCA Mpu
Temneparype 4°C n40°C, aTakke 0o 2 Hegenb npyu temneparype 60°C.
XpaHUTb MpVM  KOMHATHOM Temnepatype; 3aluiiate OT BO3AENCTBUA MPAMbIX

COJTHEYHbIX JTy4en.

NccnepoBaHna  cTabunbHOCTU  (PYHKUMOHAIbHBIE  UCMIbITAHUA UM UCTIbITaHWS
LLeJTOCTHOCTU YMaKOBKM) OblM NPOBeAeHbl 418 NMOATBEPXKAEHUA CpoKa rogHoctn 3
roga.

Cpok rogHocti 3 roga.

16. Crepunusauus
3penvne noctasnsercs CTepubHbIM.
MeToz cTepynmnsaumn - pagmauyoHHblin (ramma-usnydyeHvem).

17. TpeboBaHUSA K OXpaHe OKpY>XaloLlen cpebl B NpoLecce aKcnayaraumm
N3aenni
3genve B npouecce D>KM3HEHHOTO UMKIa He OKasblBaeT BO3AEWCTBUA  Ha

OKpYXKatoLLyto cpeay.

18. MpaBuna ytmnunsaumnm
YTnusaums KOHTaMWUHUPOBAHHOW Wbl [O/MKHA MPOU3BOAUTLCA B COOTBETCTBUM C
3aKOHO4ATe/IbHbIMM M MECTHbIMW  HOpMaTtMBaMu, a TakKke MpPOTOKo/NaMu
MEeANLUMNHCKOTO yupeXkaeHus.

Mo Knaccy OMacHOCTY MEAMLMHCKMX OTXOJOB MpW  YTWAM3aUMM  UCXods U3

XapaKTepUCTUKN  MOPMONOTMYECKOTO COCTaBa WIlbl  MOTYT ObITb  OTHECEHbI K
3NNAEMMNONOTMYECKM oOnacHbIM oTxogaM  (MHhUUMPOBaHHbIE W MOTEHLUMaIbHO

KOHO®UNAEHLWNANIBHO HacToswas TexHuyeckan foKyMeHTauna sBnseTca CoO6CTBEHHOCTbIO «BOKTOH, AUKMHCOH 3HA KomnaHu»
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I/IHqJI/ILI'I/IpOBaHHbIe oTxoAbl. Matepuanbl U UHCTPYMEHTLI, NPeaMeThbl 3arps3HeHHbIe
KPOBbLIO n/nnu APYTMMU O1ONOrMYECKNMMU )KI/IAKOCTHMI/I).

19.MapaHTM npousBoauTeNns
[NpousBoanTeNlb  He HEeCceT OTBETCTBEHHOCTM 3a MNOBPEXAEHWUA WIM HecyacTHble

C/lyyan, Bbl3BaHHble  HEMpPaBWbHOW  3KCMyaTauuein  m3genns, MO BUHE
No/b30BaTeNIeN UM BHELLHWX HENPEABUAEHHbIX CUTYaLWIA.

KOHONAEHUWMANBHO HacTtoswas TexHuyeckan AOKyMeHTauus ABAsieTcsi CO6CTBEHHOCTbIO «BEeKTOH, [MKMHCOH 3HA KomnaHm»
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«YTBEPXXAHO» / "APPROVE"

Becton Dickinson and Company,
1 Becton Drive, Franklin Lakes, NJ 07417, USA
/Cneymnanuct Otaena HOPMaTUBHO-NPABOBOIO PerynpoBaHns
(BomkHocTb/position)
CuHtna NNakateHa (Cynthia Lacatena)
(vms/name)
/nognuce/
(nognwuck/signature)
25 anpensa 2016 T.

«fleHb» mecsy, (umgpamu) / «day» month (numerals)
M.M. /Stamp

©BD

NMOANMNCAHO MNMOA npucsaroi B moem /Mognwnce/
NMPNCYTCTBUU MACKAJ/Ib AMATO
25 anpens 2016 . NpeHT. Ne; 2373789

FOCY,EI,APCTBEHHI:II?I HOTAPUYC
LW TAT HbIO-AXEPCU
Mown nonHomo4uunsa ncrtekatoT 19 masa 2018 r.

[HaknagHas nevatb: MACKAS/Ib AMATO * TOCYAAPCTBEHHbIA HOTAPUYC * OKPYT CACCEKC, LUTAT HbO-AXXEPCU]

KOH®UAEHLUWMANBHO HacTtosiwas TexHuyeckan foKyMeHTaumsa ABNsaeTcs cO6CTBEHHOCTbI0 «BeKToH, IMKUHCOH 3HA KoMnaHu»
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MepeBoA, C aHIMMIACKOTO S3bIKa Ha PYCCKWA HKLLIOMHEH NePeBOAUYNKOM
Kypunosoit CeeTnaHol JIeOHUA0BHOW. * |_|O,ﬂ,|_||/|Cb

"opoa Mocksa.
[BajuaTb 4eTBepTOro Mas [Be TbICAYM LLUECTHAALATOro rofa.

A, MapTblHOBa Hatanma AHfpeeBHa, BPEMEHHO MCMOHAOLWAA 0653aHHOCTM HOTapuyca
ropoga Mocksbl, AkumoBa [neba bopucosnya, CBUAETENbCTBYHO MOLJ/IMHHOCTb
nognucy, chenaHHon nepesogunkom Kypunosoit CseTnaHO J1IeOHWAOBHOW B MOEM
npucyTCTBUN. JTIMYHOCTL €8 yCTaHOB/EHaA.

3aperncTpmpoBaHo B peecTpe 3a No
B3bickaHo no Tapudyy: 100 py6nei

BPWO Hotapuyca: no ,ﬂ,|_||/|Cb

epboBas neuyatb
HoTapuyca r. MOCKBbI

Akunmosa I'. b.

Bcero npowHypoBaHo, rtooHymepoBa
W CKpenneHo nevatbio Zt nncra (oB)
BPWNO Hotapuyca:

2 (. 05.2016
l'opog, Mookea,

Haranuii AHApeeBHa, BPeMEHHO WenonHItoLLAiA
KoTapuyca ropopa Mockebl AkimOBa nasa bopucosiya

aroil KOmuW C MOZ/WHHUKOM [OKyMBHTA. B
nocniefHeM MOAUMCTOK, MPUMMCOK, 3a4YEPKHYTBIX CMIOB U WHbIX
HEOrOBOPEHHIX VICTIDAB/IEHMI /T KaKVIX-fINBO OCOBEHHOCTEN HeT

@PYBLIMYCOA 3a coBepLLEHVEM HBTapVaKHOrO
ASYMSHIE i Tsstadida sasiwoid SORBEVE i Sahesa Y
r55*Usp/ILMBBHO B peectpe 31 Ne
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