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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 ISO 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 7668 34 60

Fax: +33 4 76 68 3473
Autherized Becton Dickinson-Vostok LLC, 12

CONFIDENTIAL This technical documentation is the property of Becton, Dickinson and Company
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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 Jloek 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<sassembled into an
injection molded hub. The internal-threads allow the safety pen-needle to be screwed

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

Perucrpanna MU B PocagpaBEamzope
www.nevacert.ru | info@nevacert.ru



Helping alt people
live healthy Iwes

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 needles=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. BB 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 Pretective Shields
(0,30mm (30G) x.8mm; 0,30mm (30G) x 5mm)

CONFIDENTIAL This technical documentation is the property of Becton, Dickinson and Company
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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{ Jwith 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 3,95 10,03 4,09.10,03

The cannula of the pen needle.complies with the 1SO 9626 and I1SO 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
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. |rna 6e3onacHas Ans WnpuL-pyyKu
<535 Pen Needle with o 9 y o
en Needle wit | c ABOIHOIA aBTOMATWMYECKOI 3aLMUTHOI CUCTEMOIA

Dual Automatic Protective Shields “UAHCTOVKLMS [0 SKCMVATALIAM
Instructions for Use ana 30 )((JSIEJ"MM)XSMM yarah

foro 30mm (306) X 5mm OTknenBatLLasca Benbliii

aTKeTKa pasmep
n3genvs

in

T/efu"~Dud

1

Wrna

3aLIMTHBIE LLUUTKIA MOC/E UCMONb30BaHUS

OpaHxeT.w
/  WwmToK

17 CoeaunHeHne Urnbl ¢ WNPUL-PYUKOii (He 1ncnonb3oBath, ecm

ynakoBka noBpexgeHa)

OunCTNTE PE3NHOBbLIN BEPX PYUKU, KaK 06bIYHO:

Ypanute aTUKETKY C LUPUL-PYUK.

1.1 [epxa pyuKy 3a BHELUHW yTnsap;-HakpyTUTe Ha Hee urmy.

1.2 CHUMUTE BHeLUHWIA dpyTnsap.

1.3 lMpoBepbTe, NPaBUNbLHO NN NPUKPEN/IEHA Urna: Habepute 2 eAnHULbI, HanpasbTe
PY4Ky BBEPX U HXMUTE KHOMKY GOMBLUNM NasibLEeM.

Ecnmn xuakocTb HE nosiBunack Ha KQHLE, Ur/bl, NOBTOPUTE faHHbIi Lar B COOTBETCTBIAN
C UHCTPYKUMeit K Linpuu-pyyke. ECnnkuakocTb Bce paBHO He NOSIBUMACh, 3aMeHuTe
VLY 1 NOBTOPWTE BbILLIENPUBEAEHHbIE LAy

MpuMeyaHue: X1AKOCTb MOXET YNacTb Ha LUNPUL-PYYT?, B pe3y/bTaTe Ha Kox:e
nocne MHbEKLMI MOXET OCTaTLCS BAAXHbIV cne.

2. BbinonHeHne nHbekuum
Habepute Ha pyyke HyXHYH A03Y (CM. NHCTPYKLMIO K LUNPUL-pyyKe). 3aTtem
onpefenuTe, Kakoin MeTo4UHBEKLMN Bam Gonblue nogxoaut. Cm. Puc. 21 n 2,28
yactax A u b.

A - METO/[] BE3 ®OQPMNPOBAHUA CKNALKN KOXN

2.1 Bo3bmuTE LWINPWL-PYUKy NaAoHbI0. BoNbLUIOi nanew He OMKEeH Nexarb Ha
KHOMKe. BBeAUTE Uiy NPAMO B KOXY OAHWM NNaBHbIM ABVXEHUEM, NOKa 6Gesblii
KOXYX HE KOCHETES KOXM. [laBuTe Ha KOXy paBHOMEPHO (He MeHAITe pyKn).

2.2 HaxmuTe KHORKY 60MbLUMM NanbLeM, YToObl BBECTM A03Y,
MOC/IE noIHOro HaxXaTnsi KHOMKW Uria MOXET OCTaBaTbCsl B KoXe-f10 10 cekyHS.
KoHKpeTHOe BpeMs yAepXMBaHUA CM. B MHCTPYKLMM K LUNPULPYYKE:

fB - METOA € 9OPMNPOBAHMEM CKNALKW KOXN™
" VicnonsayeTtcs npu fnjcKe nonacTb Mrmoii:B*MbILLr, (Hanpiiv
' VII-I'beKLLVIFIX Ma/IeHbK/IM AETAM, IPU HE0CTATOHO pastorron”
KEeTuAl

”@(, "» e LIRSV
K—mvls > -m N

Serdmtn > -
Ithalalgi Becion Dickinson »,

-?
fih, thfud-2d. 2.1 Bo3bMUTE CKNaaKy KOXu TOMLWMHONM 2,5 CM (YLWMNHUTE):

RiJ2gaifiba)K<2 Mah. $ Sinan e
EfoQlu Cad. No:6 Bo3bMUTE LWINPULL3YYKY NafioHb0. BOMbLUOKA nanew HEe ZLO/MKEH NexaTb He

Akel 12 Merkezt 1 BIOK K>3 3480! KHOMKe. BBeanTe Uy NpsiMo B KOXY OAHUM NMNaBHLIMZBUXEHUEM, NOKa Cepblii
Kavacik, Beykoz, Istanbul, Tiirkiyi KOXyX HE KOCHETCS KOXW. [laBuTe Ha KOXy paBHOMEPHO (He MeHaliTe pyLu).

Tel 0216680 10 02

Faks: 0216 680 16 55 2.2 HaxmuTe KHONKy 60MbWMM NanbLeM, 4To6bl BBECTH [03Y.

MOC/E nosnHoro HaxaTus KHOMKU Uria MoXeT.ocTaBaTbCs ¢ koxe 40 10 cekyHp,

iabe: rppe com
KoHKpeTHOe Bpems yAepX1BaHUs CM. B MHCTPYKLINM K LUNPUL-PYYKe.

www.bd.comAr MpuMeyaHne: B HEKOTOPbIX CyYasx nyylle YepeaoBaTb y4acTkn BBeAEHUS.

0 HenpasuibHO

CpenaHo a VipnaHgum Ha 3aBoge € C 3apapcbl3ganabpbinran. AnuporeHa!. HE paccraBnsiite nanblibl 60nblUe YeM Ha 2,5 CMm.

Beclon Dickinson and Company, 0050  ypntel emec Lipxonrel naiiganaHyra apHanras HE BcTaBnaiite Wwnpuu-pyyKy nog yrnom KfaabLam, Tak Bbl MOXETE YKONOTLCA UIMOi,
Pottery 50a0. Dun Laoghairc, CTepunbHO. AMUPOrCHHO, HETOKCMYHO

Co Dublin. ANs 04HOKPATHOrO NPUMENCHNN 3. W3BneueHwue WnpuL-py4Kkn

Vipnangm 3.1 [ocne BBeAeHUS NOMHON A03bl U3BIEKUTE PyuKy N3 KOXMW. KpacHas nonoca
Made mfteland [STERLEIR 1 ENISO 11608-2 201541 yKasbIBaeT, YTO 3alUTHbIN LLUTOK 3atpuKeUpoBaH,

Ne, EDLogo and BOALtoShseid are trademaris of &€<ton, Dickinson and Company. 02015 90 3.2 Bo3bMmuTe LINPUL-PYUKY 3a Gesblit-KoxyX 1 OTKpyTUTe OT Wbl Tenepb KoHew,

All other brands are trademarks of their rospective ownorv Wbl CO CTOPOHbI LUNPUL-PYYK-U, 3aLMLLIEH OPAHXEBbLIM LLIMTKOM.
BQ BOnorov BOAyro Opflyotonssrcs Te/roabLur 3Hakanm Becton, OeWhsonandConrpanty. €2015 B
AoCTanarble quc&umprgmmmmmmaﬁcmﬁwmuocmrssmsyouﬁxrmwmﬁna]mnﬂa HE 6eputecb nanbLamMun 3a 3aluTHbIE LWATKV UMbl BbiGpocbTe NCNONb30BaHHY0
UrNy a KOHTENHep AN5 OCTPbIX OTXOA0B.
CONFIDENTIAL This technical documentation is tl MpumeyaHme: BbiBpockTe BCE NNACTUKOBbIE YNAKOBOUHbIE MaTepuanbl Crmncok

LUNPUL-pyYeK 1 A03aTOPOB YkasaH Ha yrnakoBke.
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BD AutoShield™ Duo

Wrna 6e3onacHas Ans WNPUL-PYYKn C ABOMHONA
aBTOMAaTMYECKOW 3alUTHOW CUCTEMOIA

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

OTKNEenBaLWanca BensI
aTMKeTka pas,ep KOXyX
nagenun

Wrna

3aWwnTHbIE LWUTKN NOC/e NCNOJb30BaHMWA

1.

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

3apapcbI3[0HAbIPbIITaH. ATMpIOTEN).

YwTbl emec. B)p~nrel natganaxyra. apranrom
CrepuibHO AnmporaHHo. HeToKCUYHO

15 OIHOKPATHOrO NPUMaHOWNS:

BD

ISTERILfUI IM 1SO 11608-2

BQ BDLogo and BO Auic5bield /1 k of Becton. Dkkinsort and Company. C>201S BO
M other brands are Uademad:s of their iospecth« owrtors.

BO fiD eTonBO AjfToCutvi [lyo sBnk(01ca 1iprmo'. 2bins«ax/i« Bocton, Dkkinsonarid Cornpgrty. ©2015BD,
to itoJopro("cviapiin SliHAarmolcooeeTLo) W)iamarcura

CONFIDENTIAL This technical documentation is the pre
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OpaHxeBblii
y/  wunToK

CoefinHeHve Urnbl ¢ WNpUL-pyykoi (He NCnonbL3oBaTh, ecnu

ynakoBka noBpexeHa)

OumncTnTe Pe3nHOBLIA BEPX PYUKU, KakK 06bIHHO.

Ypanute aTUKeTKy C LINPULL-PYYKN.

1.1 [lepxa pyuKy 2a BHELHWA yTASP;:-HAKPYTUTE HA Hee urny

1.2 CHUMUTe BHeLWHWIA dyTnap.

1.3 MpoBsepbTe, NpaBUIbLHO N NPUKPENNeHa urna: HabepuTe 2 eNHNLbI, HanpasbTe
pYuKy BBEPX U HOXKMUTE KHOMKY GOMbLUMM NanbLeM.

Ecnu xugkocts HE nosiBnnack Ha KoHLE Ur/bl, NOBTOPUTE aHHbIl LWar B COOTBETCTBUK
C VHCTPYKUMeid K LunpuL-pyyke. ECNv XUAKOCTb BCE PABHO He NOSBUAACH, 3aMeHUTe
UrNy ¥ NOBTOPWTE BbilLEeNPUBELERHbIE Luary.

MprMeyaHne: XMAKOCTb MOXETYNacTb Ha LWNPUL-PYUKy, B pe3y/bTaTe Ha Koxe
nocne UHbEKLMU MOXeT OCTaTbCs, BNaxHbIi cnea,

. BbinonHeHne nHbeKUunmn

Habepute Ha pyuke HYXHY 103y (CM. MHCTPYKLMIO K LUMPUL-PYYKe). 3aTem
onpegenvTe, Kakoih MetTog MHbeKLMN Bam 60nblue nogxoaut. Cm. Puc. 21 n2.2 B
yactax A n b.

2.1 Bo3bMuUTe CKnaaky KOXu TONWMUHOW 2.5 cM (YwunHuTe).
BosbMuTe, LLNpUL-pyUKy NafoHblo. Bonblioii naney He JO/MKeH nexarb Ha
KHOMKe.-BBeanTe Urny NpsiMo B KOXY OHUM NaBHbIM ABKEHNEM, NoKa cepblii
KOXYX He"KOCHeNres KoXu. [laBuTe Ha KOXy paBHOMEPHO (He MeHsliTe pyku).

2.2 HaXmTRe KHonKy 601bWUM nanbLeM, YTobbl BBECTW/ [03Y,

MOCAE nosHOro Haxartusa KHOMKU UTNa MOXeT ocTaBarbCsA B Koxe A0 10 cekyHa,.
KOHKpeTHOe BpeMs yepXUBaHUA CM, B UHCTPYKLMI K LLINPUL-pYYKe.
[TpuMeyaHne: B HEKOTOPbIX Cy4asx flyylle YepeaoBaTb y4acTki BBEAEHUA.

METO/[] BE3 $OPMUPOBAHUNA CKNAAKN KOXN

2.1 Bo3bMuTe WNPUL-PYYKY Naf0oHbi0. BonbLIOA nanew He JOMKEH nexaTtb Ha
KHOMKe. BBegute urny npsamo B KOXY OAHWM AAABHbLIM AB/MXEHWEM, noka 6enbiii
KOXYX HE KOCHETCA KOXW. [laBuTe Ha KOXY _PaBHOMEPHO (He MeHsaiTe pyku)

2.2 HaxmuTe KHOMKY 601bWINM NanbLem, YTabsl BBECTW [03Y,

MOC/IE nonHOro HaxaTusi KHOMKN Urna MOXeT ocTaBaTbCs B koxke 40 10 CekyHS.
KoHkpeTHOoe BpeMs yAepXnNBaHWs CM..B MHCTPYKLMM K LINPULL-PYYKe.

O Henpasu/ibHo

HE paccTaBnsiite nanblbl 60nbwe 4yem Ha 2,5 cm,
HE BcTaBnsiiiTe WNpuWL-pyyKy nog yrnomk nanbuam, Tak Bbl MOXeTe YyKONOTbCA WUIOM.
Vi3BneyveHne Wwnpuy-pyydku
3.1 MNocne BBeAeHWSA NOMHOW A03bIU3BNEKNTE PYUKY M3 KOXMW. KpacHasa nonoca
yKasblBaeT, YTO 3alUTHbINA WWUTOK 3atpMKCMpoBaH,
3.2 Bo3bMuTe WINPUL-PYYKY 3a-0€Mblii KOXYX N 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 CIiIKSTAR, 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 followthe instructions for use to guarantee the performance ofthe device.

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

Group package containing 8 boxes (800 needles) is placed in thetransport box.

CONFIDENTIAL This technical documentation is the property of Becton, Dickinson and Company
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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 *’*\IQR§*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 duringthe 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 beg classified as
epidemiologieally 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

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

ID"# 2373789
NOTARY PUBLIC

o STATA.OF new JERSEY
My Commission Expires May 19, 2018
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Becton Dickinson and Company,
1 Becton Drive, Franklin Lakes, NJ 07417, USA
/ Cneunanuct Otaena

HOPMaTMBHO-NPAaBOBOro pPerynpoBaHns
(nomkHocTbB/position)
CuHTtnA NakateHa (Cynthia Lacatena)
(uvg/name)

/nognncs/
(noanuck/signature)
25 anpensa 2016 r.

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

NOAMMNCAHO MO npucaroin B moem
MPNCYTCTBUIN

25 anpensa 2016 .

/Mognwnce/
MACKAJ/Ib AMATO
MpeHT. Ne: 2373789
FrOCYAAPCTBEHHbIN HOTAPUYC
LW TAT HbIO-OXXEPCW
Mown nonHomo4nsa uctekatoT 19 maa,2018 r.

SKCTITYATAUMOHHAA AOKYMEHTALUWMA

(IHCTPYKLINA MO NMPUMEHEHUNIO)
MeaANnN,MHEKOIo N3aenns.

Mrna 6e3onacHag ansa wnpuu-pyydkn BD AutoShield Duo ¢
[IBOMHON aBTOMATUYecKoin 3awmTtHom cuctemont (0,30 mm (306) x
8'mMmm; 0,30 mm (30G)-X 5 MMm)

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

[HaknagHas nedats: MACKASIb AMATO * TOCYAAPCTBEHHbIA HOTAPNYC * OKPYI CACCEKC, WTAT HbO-IXKEPCU]

Anpens’2016 T.
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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., Pettery Road Dun Laoghaire€o Dublin, Ireland.

3. HopmatmBHas MHhopmaLms

HasBaHue nappec CepTudumkaumsa
OCHOBHOM «bekToH [INKNHCOH 3HA, KomnaHu» 3aperncTtpnposaHo B
npounssoauTenb U bekToH [paiis, 1 cooTBeTeTBun ¢ ISO 13485 B
MecCTO ®paHKVH Jlelike, BpuTaHckoM MHCTUTYTE
pa3paboTKu: Hito-xepcn 07417 ctaHgapros (BSI), Homep gocke

CWA FM.513512

(Becton Dickinson and Company, 2243072 B YnpasneHuu no

1 Becton Drive, KOHTPO/IIO KayecTBa MULLIEBbLIX

Franklin Lakes, MPOAYKTOB 1 IeKapCTBEHHbIX

New Jersey 07417, cpeacts (FDA)

USA)

TenegoH: (201) 847-4298

dakc:-(201) 847-4859
YNOoNHOMOYeHHbIn  «b[l Meankan -Aunabetuc Keap»
npeactasutens B (BD'Medical - Diabetes Care)
EBpone «BeKToH [InknHcoH ®PpaHc C.A.C.»

11, pro Aptuctna-bepre

ala 4

38801 Jle-MNoH-ae-Kne Cedex

dpaHuma

(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 1.

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

(Becton Dickinson and Company,
Pottery Road

Dun Laoghaire

Co Dublin

Ireland)

4. Knaccugmkauma MmegnumHCKoro n3genus
EBponeickas AvMpeKTMBa,Nno MeauuMHCKUM usgeavam: 93/42/EEC Annex 1X
Section 2.2, Rule 6.
Knacc noTeHunanbHOro-pucka NpUMeHeHNsa MeanLnHCKOro u3genns: 2a.
Kopg, no knaccudmkauum GMDN: 44127,

5. HasHauyeHwe meanuMHCKOro nusgenus

Wrna 6e3onacHas gnalwnpuu-pydkn BD AutoShield Duo ¢ ABOHON aBTOMATMYECKOM
3all,MTHOM  CUCTEMOW~ MCNONb3yeTca O/ , BBEAEHUS eKapCTBEHHbIX. BELL,ECTB
MEeANUMHCKAM  MEPCOHA/IOM B N1eYeOHOM ~YyupexxaeHnM Wi  CcamMoCTOSATe/IbHO
MauneHToM B AOMALIHUX YC/IOBUAX MPU MOMOTLM LWNpUU-pyYek. M3genne ssnsetcs
0HOPa30BOW CTEPW/IbHON WIMO, UMEIOLWEN ONA COKpalleHUs pueka CryvyaiHoro
yKofia ¢ 060MX_KOHLOB aBTOMATMYECKYH. 3aLLMTHYIO CUCTEMY, KOoTopas OGnokupyet
KaHIO/IK0 MOC/NE_MCMOo/b30BaHNA (CO CTOPGHbI MauMeHTa) W nocne ‘CHATUS WIMbl CO
LUNPUL-PYYKN (CO CTOPOHbI COEAUHEHWIA)CO LUNPUL-PYYKO, C TEXHNUYECKOro KOHLa
rbl).

6. Cchepa npvMeHeHUst MeaNLMHEKOro n3aenns
BbiNosHeHNe napeHTepasbHbIX (MOAKOXHbIX) WHBLEKUMIA NEKAPCTBEHHbIX BELLIECTB B

KOH®UNAEHLUWANBHO HacTosAwan TexHmyeckas OKyMeHTauua SBnseTca co6CTBEHHOCTbI0 «BeKTOH, JIMKUHCOH 3HA, KomnaHu»
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nobon 0651aCcTM MeAULMHBI, B AOMALUHUX YCMOBUAX WA KIUHMKE, MPU MOMOLL,W
LINpULL-pydeK (MHXEKTOPOB).

7. TlpyHUMN AeincTBusA, onucaHne MeauLMHCKOro n3aenms
Wrna 6e3onacHas ana wnpuu-pyvkn BD AutoShield Duo ¢ ABOVHOI aBTOMATUYECKOM
3all,UTHOM CMUCTEMOI MpeacTaBnseT cobor 04HOPa3oBoe, CTepUIbHOE MEAMLMHCKOe
n3genve.
rna pna wnpuuy-pyykm COCTOUT U3 [ABYCTOPOHHEN KaHKMW, 3akpPerieHHOW BO
BTYy/IKE. BHyTpeHHs pe3bba MO3BOJMISET Urfe 6Ge3onacHon Ana - WNpUL-pyYKn
BKPYUMBATLCA B MHXXEKTOP. 3TO MO3BOJIAET TEXHUYECKOMY KOHLY “Urfbl MNPOHUKATb
yepes NeperopoaKky KapTpuaka.
KaHtona u3genvs MMeeT MexaHWu3M, LKOTOpbI MO3BOJMIAET WIie, OblTb CKPLITOW WU
3a06/10KMPOBAHHOM MOC/E WUCMOMb30BaHNA W YMEHbLUNTb BEPOSTHOCTb C/lyvainHOro
ykona Wrnov. KaHwns v TEXHUYECKUA KOHEL, MMbl BUAUMBL [0 MPUKPENIEHNUs K
NHXXEKTopY. ocne n3BnevYeHns N3Lenvs 3 WNpuL-pyyvkn TEXHUYECKUA KOHEL, UMbl
GNOKMpyeTcA MexaHM3MOM, KOTOpbIA paspabotaH Ans YMEHbLUEHWUS BEpPOSTHOCTU
C/y4yariHOro yKosa Wrniom.
3al,UTHbIN KONMa4oK M3 MONM3TUIeHa HaJeBaeTcsa Ha KaHw/o. Mrna pas wnpuu-
PYYKM MOKPbIBAETCA M30/IMPYHITLMM MaTeprasiom /11 00eCneyeHns CTepUibHOCTM U
3alyMTbl OT BCKPbITUA. rna MOXeT OblTb UCNOMb30BaHa-/Inb B CTEPU/ILHOM BUAE.
Wrnbl  6e3onacHble gn1s  wnpuy-pydkn BD  AutoShield Duo npumeHstoTcs -~ g/
O[HOPa30BOIO  WCMOMb30BaHUA U [O/MKHbl  ObiTb  YTUIN3MPOBaHbLI  -F10C/E
MCMOMb30BaHNA B COOTBETCTBUM C AEWCTBYIOWMMM CTaH4apTamu.
Kaxgoe nsgenve cocTouT 3 crnepyroLmx COCTaBHbIX yacTen,
MPOAEMOHCTPUPOBAHHbIX HUXKE:

3alnTHbIA WUTOK
OTKI'IEMBaPOLLI.aFICFI B LLI,

3TUKeTKa Benblid KoXyx

LlBeToBOE KOAMPOBaHME YMAKOBKM W/3aLUMTHOrO OTPLIBHOMO «sA3blUKa» YMpoLlaeT
pacrosHaBaHne WM 2 pasMepos.

CTepI/II'IbHOCTb bl COXpaHAETCA Mpn nomMoLln naaCTMKOBOro Kosrnavka 1 OTPbIBHOIO

KOHOUAEHUMANBHO HacToswan TexHnyeckas AoKyMeHTaumsa ABnseTcs COOCTBEHHOCTbIO «BekToH, AUKMHCOH 3HA KomnaHu»

Peructpamnug MU B PocagpaBrap3sope
www.nevacert.ru | info@nevacert.ru



«S13bl4Ka», TAPaHTUPYHOLLErO CTEPU/IbHOCTL M3AENKS.

HA KomnaHu»

was TexHn4yeckasa AOKYMEHT

KOHOPVAEHUMANBHO HacTtos



S3BD

f'm
rna 6e3onacHas 45 WnpuL-pyykm Vrna 6e3onacHas s, twnpuy-pyykm
BD AutoShield Duo ¢ aBoviHoW BD AutoShield Duo-¢ ggoiHoi
aBTOMaTNYeCcKomn aBTOMaTUYeCKOn 3allUTHON
3alMTHON CUCTEMOM - [0 UCMO/b30BaHMUS CUCTEMOW - MOCAE NCMO/b30BaHWS

»
Pvic. 2- 06WMIA BUA MEAULMHCKOrO U3Oenus

Wrna 6e3onacHas ans wnpuvu-pyyki-BD AutoShield Duo ¢ ABOHOI aBTOMAaTUYECKON
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
HavmeHoBaHme- Wrna 6e3onacHas gna ‘Mrna 6GesonacHas [Aans

LUNPUL-PYYKM BD = wWwnpuu-pyyKm BD
AutoShield Duo , .¢ AutoShield Duo ‘e
[IBONHOM [IBOVIHOW

MNapameTtp aBTOMaTNYECKON aBTOMAaTNYECKOW

3alUTHOM  CMUCTeMO  3allMTHON CUCTEMOIA
0,30 mm (30G) x@8Mm 0,30 Mmm (30G) x 5:mm

[nvHa vrnbl, Mm 8,0+ 1.25 5,0+ 1.25
dnameTtp urasl, MM 0,30+0.01 0,30+0.01
LiBeToBas KoaupoBka  [ony6oin ®1oeToBbIn
Kannép 30G 30G

Macca, [ 3.95+ 0,03 4.09+ 0,03

KaHona vrfibl ANA WNpUL-pyYykn 13rotaenmeaeTca B cootBeTcTBum ¢ ISO 9626 um 1SO
11608-2:
e lllepoxoBaTtoCcTb MOBEPXHOCTW. WUrMbl: OTCYTCTBME HEPOBHOCTEN, BragvH U
BbICTYMOB (BU3YyasibHasA NpoBepKa)

KOH®UNAEHUMANBHO HacTosawan TexHnyeckas AOKyMeHTaumsa SBNseTcs CO6CTBEHHOCTbI0 «BeKToH, [IMKMHCOH 3HA KomnaHu»
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T BD
OcTpota OCTPUSI WUIMbl: OTCYTCTBME HEPOBHOCTEW, M3rMO0B M OCTPbIX -Kpaes
(BM3yanibHasA NpPoBepKa)

KauecTBO pe3bbbl: < 3.7 /1m

9. VHCTPYKUMS NO NPUMEHEHWIO

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

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

OBD

iald™ IBD AutoShield™ Duo
SBPtAIytONSh(IjleId ith Duo [Wrna 6e3onacHas Ans LWNpUL-pyYKm
Da e|¥A ?n ete gwtl ti Shield | c ABOIHOII aBTOMATMYECKOI 3alMTHON CUCTEMON
val Automatic Frofective Shields 'IHCTPYKLMA MO 3KCMyaTaLmm
Instructions for Use ans 306 10,30wmx S M

for 0,30mm <306) x 5mm

Pasvep  Koxy*
vzpena

3aliMTHbIe LWUTKN Noc/ie NCMOoNb30LWHNSA

KpacHasa nonoca VPMIKSBAh
~ LpTo<

. CoeiMHEHVe UMbl C LINPULL-PYYKOIA (He MCROIb30BaTh, 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 lposepbTe, NPaBUTLUO SN NIPU*pEnIBaa HabepuTe 2 eguHnLA, HanpaebTe
PYUKy BEEPX U NagunTe KHOMKY 6oNbUatv NasibLem
Cennxugkocrb IC notun8C«> nakaT » Hrrbl - WUSBTTANTE fJaMHbiA BcooTecrcrea™n

CvicTpyLLIVei K Lpui-pyLike Ecin xakocTb Coe p3e”a He MoeBIach. 33Vea<Te
vy v noett"Hte 8bLEPA(BeiRKSle Wwarv

MeMAdAUA® KHNKOCTL birLuer mirskK MafjinpHVIC VK n pe(./yrsTATe v wiiks>
riocrie UMbEKMA MOXET OCTaTLCS BASKHBIM Crief,

2. BbinonHeHve nHbekummn
»L«GepuTe H pyuke <jOKItyjoAos® (U m«cp’)«um(0 KLNprL~pK:«) 3arem
onpegenvTe.kakol Me-of MHBLEKLN-BaM GonbLUenLpKoauT Cn Puc 21 n2 28
vactaxA n b

A’MeTO,U' B€3hopMuposaHusa cknagkm Koxu

r,1 BoSbWKte wnpsaytpyy*y Aagnmbio  Borbivoli nanew, He fOMKEH «eXokb ra
MOTVE BBOAUTE »ay.[1pnM«s KOXY AramMnnasc’bIMasn BUVEM. MaKO 6erbM
«OXyX T KocueTcs Koxn.. laBuTte Ha Kexy paBMOMEPMO "HE MeHSIATE pyKu)

2.2 HaxxmuTe KH3/Ky, BK3BLLUM rasibLieM. YTo6bLI ©Be:Tv 403y
MOC/IE Tannoeo Bhukariia KHOMKY MITIS 1 LI T OCTaBaThCs H Kadk» A0 HO oekyHa
KoKldx?mH<s Bpems yar1«/8BHIAS CM B MHCTPYKLWM K LLNpeL-p~ke

i Oqgn
RUSHI(I0 4 e Mah S Scdn 21 LLPSHWA CXTBIKy kowu TOTLVRGM 2,5 CM (YuuyanHnTe)
QuIuG) Nud Bo.vamTi IMpUn-ByMKY Ta/IoHbI0  BCTLI30V NasieL, He Io/KeH IeXaTb Ha,
Aod || tAefift. ABKAK.-33LU; «vorBee, Beeayre vrmy rdsvo B KOXy OAHWM 1albIM ABUBKBMVEM. MOKA CEPbIiA
ﬁjﬁm THIH «eXy*Hi KOCHETCA KOXN [laBuTe Ha k«wKy PaBHOMEPHO (LU (MEHgiiTe pyxnV
2.2 HaxxmmTe «HOmMXy GOMbLUMM raribiaeM.. HTOGb!I BBECTU A03Y.
W bekssebsEagecom FHOC/IE TOMHCCO HAXaTsS! KHOMKM Urie MXKBI OCTaBaTLCA B K€ 0 KO oemymp,
WANDA KOHtheTHOe Bpems yAepH1BaHNA CM. * MHCTPYKLAW K LAPSIL-pYHKe
VWWWW.W [pnmeyaHe: B MBKOTOPMXC/TyHasix Jlyulle Yep”oearh YKBCTKW BBEAEHNS.
07 VenpasnbHo
. T H6oaccrabnBiiTe nankmbl 60nblie 4em Ha 2.5 cm
B! Ddatocess Y Twenec »ponr¥greicAainiMyrissvanis HE BCTaB/siiTe LWNPMM-P XY /I0AYIJIOM K ranbyam T, Bbl MOXETE YKONOTbCs!
Raordr PoxS Qv CixEM4o MxqaexdvD VDIxCH ko,
CoDUOS. [ina oovoRpamVoro T e 3 13BneyeHne WwWnpuL-pyykn
51 Mwnn adAxwk v No*s1 MUTVB WA pymiyal kKoxu Kpar>*ss Tnarn
N#Wfi UtUeK WHtIUHII ENSO 11602 m YKaTbIBAeT YTO 3alUMTHLIA MMTOK 33¢h KC poBaH
0 v A5 O™ & BN Cof T i * (1] 3,2 Bo3bMuUTE LWAPUL-PYUXY 3a Gesblil KOXyX WOTKPY?UTe OTUTbI Tenepb KOHel,
......... A eﬁadmc-ﬂﬁ"{ i /ﬁ;i.* “a ok Y T.Ioib UMbl CO Cr<"X>Hbl U.MPIALDYUEN 3ALUMLLEH OPAKKKBBIM LLKTIOK
@ SA* "SKaKineft* VIEGepuTe(>: naT»LiamMm 3a 3aLLyr>Lee LUIMKU-WLLbI BbiGpockTe UCob30BaHHY0

WUITY B KOHTEHEP A/151 X:TPbIK OTXOA0B

Mpumeyamun*; BbiGpocbTe ©ce NN3CTUKOBME. YNAKOBOYHbIe MaTepuanbl Cnmncok
WINpyL-pyye» 1 A033TO30B ykasaun Ha ynakoBke.
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=

Wrna 6e3onacHas ans wnpuy-pyydkn BD AutoShield Duo ¢ aBOIMHON aBTOMATUYECKOM
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

3alnTHbIEAUUTKA HOWe TIW & MbTBTLW

il WTOK
0»P ¥

CoefuyeHne Urabl ¢ WNPUM>PYHKOW (HE NCNONb30BATbL,eCN
ynakoBka noepexgeHa)

C-HUEMT« pea«M*3B«ii Bep* pyuku. ka< 06b-4i0.

usLLivire aTwWeT«y C UAPUM*Prup»U.

11 flep«apy”Ky aa e««LwmiicpyTd, va Ma®HTY.

1.2 Cvumwie B«g!UWM doyTtnsp,

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

A«El«:c” € noliesliiacl6 na KoH|e urt,1 AN avblii asr ¢ €BOLLATCBUAN
cuncTpyma™te? % Arpuy-py k®, Era-<xum’kacrb T S0*BUTC-b. 3WEM«T<e
urrmyunce'rop” 8l lerEnBuie«mbleww8ru
Mpiiv#uaHnc: SKAIOKTb Ha NAAL-pyYUKy. Y PEYYb. 1ETEVE
JICHOTE W¢<Lym SAOOT OCTaTbCA Tw

N

BbiNnONHEHN A UHBeKLNN

:N3eM7» Ha pyuke 003y IC1 HET KUYIK3 KLL-TPUL-PYHKa). 3aTem
onpesetl7e. »a«onlTX]i.n»1'0€?;mBa«6o.T>alenuwonut Cm.Puc 21 n2.2 B
vactax A n B.

A >W>MMPOW I/mKlttl fa- M

MfMnMfUc ||«TKMlVI>l«q TWw ,SP*HADTLW NU» (KKNrPCii. T

2.1 8wbM»ne o»aral*y LLB0A ToanuHein2.5 w (yu@anvkre)
Bo3bMWTE LIpUb™pyUKy Na/,0Mblo. | &OM»b;CiA NauIEL, UB [,0NKOH- OB« b HA
KWTKe BBe,ATeunty tpnitoi-kach oMum LLA*«bIT.* AKVKEHMBM MOKa Olp»»ii
Klyx. «e kogkoTel tP»M, [laB«Té Hii PMH(>LLpT<> [&6 > B-AATA pyKv;

2.2 Haxxw™Tre KHan"6oruy;lu>m ta™\iitty. MT56bI TACTN [03Y
nocne nmHoTP HAXKATUS KHOMKM Mra bIoxe™ O<IT«BETL3» € «UHe 0 10 erkyHp,
KoHkpeTHoe apel y![ep>walil om. B KMeTp T i e upnu-pyiffes.
MprMeyaHue; B HekpLLPMX CAydakx siydlle ‘“‘BpefoLTs yya;TLu 3BefeHes

HMIM1BMMLLTHKHHAHLL L | |MwH

2.1 BosbMuTe LWIsiLpy Ky NafioHb0. BormbiLeli B3neMHaAeraHeu nesicarbH3
iHaTe BeeauTewurny ApyLW LW evHbl Miabumb- 4BKENTM: T
KKy Ve *BTHETE FOMA. A»B«T# VI « 0Ky pASIHCATPTP  MeHsiifTe pysx¢As.

2.2 1NTaKM*<rek»orT<y6€Nb4£r»*m 4TO6bI €B6HCTY [03Y.
MOCIMe npnu&TaiB.«ami?4 KionKMVIm bioxen ocTbiBaTh;» B tom ao KO cékympa
K5-H1peTHO® ©pemn yaep)«1lens ©uv, B umetpy™ M LWusp|H|-pyu?®,

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

HE 2a”.-waun-1Ta ranbubl 25cm o
D oreaqmaxosip»| * He acraerEP/miiinpnit-py'«y  YITWMK KasibLigB®. LLIKBbI >xOET& YXCYHOTHEA USTHON.
f4(|] T Mﬂhﬁ%ﬂ% &:'\:ﬂ. Dirlinttat >fe GRApysy QCE R 31 NO<awiwi2aeHAsNELNNORA0ITTW »1H? pyuKy U; koKL Mpaoka»nair3al
LLbI< :O RE&I60CHL Nl *K7»l"»st-«»»S*O«sv-q - y.«aspRaier, «T0 aswiitMeir! wmTp» 33:h.4kPiipo6an

3.2 BB3bMHATK UNPNL-PYUXy 3a VHALIN »UmpKk i 0TKpYTUTE OT N TM KCM-CS,
4LLIbIOC CTOPOHbI iIJfPW 4y 3éLmmksl Opanmiuibiv LLLIMIXU

TasiM anm 3a 3an™THbI3 UHKR, »xAM BuWi>CaT« i 3MLERIH/Y»
Mmy 8xoulelisiepy T ocTpbix 0lxpaB«.

MpMM*yansB: 8ulepc<cere BO? IrCTXurviebie y r3kP A ibe Matoour/ibl., CTCOX
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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;y» Humulin  Pen, Forsteo,

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

10. Ocob6eHHOCTM 3KcnyaTalmm
[Nna nauMeHTOoB BbINOHAKLLMX MHBEKLMM CaMOCTOATE/bHO:
CnepyiTe ykaszaHusAM Ballero fieyalt,ero spava.
[Ana meMLUMHCKOro nepcoHana:
3penve TpebyeT NOAroTOoBKM MeAMLMHCKOrO nepcoHania. Tlpn pabote ¢ uU3genvem
cnefyet cobnogate Mepbl (MPefoCTOPOXHOCTY, MNOKasaHHble /1 BbINOHEHNS
MHBa3MBHbIX MaHUNyNaumin/mpouenyp (NOTEHUMaNbHBIA KOHTAKT C KPOBbHO).

11. MNo6oYHbIE AEeNCTBUS
IHbeKUMM € MCNONb30BAHMEM UMM A1 LUNPUL-PYYKM MOTYT Bbl3BaTb HeO0AbLIOE
KpOBOTEYeHVe 1 NoKpacHeHve.

12. Mepbl NpefocTOPoXXHOCTM NpY 06paLLEHUN C U3LENTNEM
Cnefyinte WHCTPYKUMAM MO  MPUMEHEHWUIO ~ANA  Ha4/ieXallero MCrno/ib3oBaHus
n3genus.

13. YnakoBkKa
100 cTepunbHbLIX) UM BMECTE C WHCTPYKLMEA N0 MPUMEHEHWUIO, “HOMELLAlTCa B
KOpoOKy. Matepuan n3rotoBieHUs KOPOGKN - KapTOH.

[pynnoBasi«yAakoBka - 8 KOpoOOk- (800 wurn) nomMeLwalTcst "B TPaHCMOPTHYHO
KapTOHHYH 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)xaHve 3TUKETOK COOTBeTCTBYeT TpeboBaHuam EN 1041 «lAHdopmaums,
npunaraemasi NOCTaBLUMKOM K MeOUUMHCKUM: n3genmam». Vicnonib3yemsle CUMBO/bI
COOTBeTCTBYIOT cumBosiam 13 EN 980 «[paguueckne CMMBO/bI, MUCHOMb3YIOLIMECH B
MapKMpOBKe MeauUMHCKUX n3dennii» n EN ISO 15226-1 «MeauuuHekue nsgenvs -
CMMBO/IbI, UCNONL3YHOWMECH B ITUKETKaX MEOVMUMHCKUX W3fenuid, Heobxoammas
MapKMpoBKa 1 MH(popMaums - YacTb 1.(06wpe TpeboBaHusA».

Cumson OnucaHne
|VA MpoussoauTens
lecfrep] EBponeicknii npeacTaBuTeNb

Y110/HOMOYEHHbII 000 «beKToH [MKMHCOH BocTOoK»;. Poccuickasn
o ®epnepauus, 127018, r. Mocksa, yn. [lBuHueB, 4. 12,
npesacTasnTens (8 PP) kopn 1. Ten/dakc: +7 495 775 85 82

REF Homep no Katanory
Iorl Homep cepun
CE CE
STERILE R CTepunn3oBaHO ramMmma-paguaumen
icnonb3oBarb 4o
.ul OCTOPOXHO
a O3HaKOMUTBLES C MHCTPYKLMEN
(D OfHopa3a@Boe 1Crosib3oBaHve
Latex free «He coggpXXuT natekc»
© 3Hak cootsetctBuA [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 ONUTENbHOrO  XpaHeHWs OaHHOTO  M3genvst  HeobXxoAMMO  MOAAEPXMBaTb
Temnepatypy 23°C £ 5°C npu oTHOCUTENIbHOW BAaXXHOCTM 50% + 10% (CpPOK rogHocTu
3 roga). Miagenne MoXKeT Henpono/mKNTenbHee BpeMs (40 4 Hefesb) XpaHuUTCA npu
Temneparype 4°C n40°C, aTakke 0o 2 HeaeAb npyu temneparype 60°C.
XpaHUTb NpyM  KOMHATHOW Temnepatype;.” 3aluwatb OT BO3AEWCTBUA  NPAMbIX

COJTHEYHbIX JTy4en.

MccnepoBaHna  cTabunbHOCTU  (PYHKHMOHA/IbHBIE  UCTIbITAHWUA) W UCTIbITaHWS
LLeJTOCTHOCTU YMaKOBKM) OblM NpoBefeHbl AN18 MOATBEPXXAEHUA )CpoKa rogHoctn 3
roga.

Cpok rogHocti 3 roga.

16. Crepunusauus
3penvne noctasnsercs CTepusibHbIM.
MeToz cTepynmnsaumn - pagmaunoHHblin (ramma-usnyyeHmnem).

17. TpeboBaHUSA K,0XpaHe OKpY>KaloLlen cpeabl B npouecce aKcnayataumm
N3aenni
3pgenve B npouecce - YKM3HEHHOTO UMK/Ia He) OKasblBaeT BO3AEWCTBUA Ha

OKpYXKatoLLyto cpeay.

18. MpaBuna yrunusawmnm
YTnusaums KOHTaMMHMPOBAHHOW WIbl OO/PKHA MPOU3BOAUTLCA B COOTBETCTBUM C
3aKOHO4ATE/IbHbIMW M MECTHbIMW  HOpMaTtMBaMu, a TakXke . “[poToKo/MaMu
MeANLUNHCKOTO YYpeXkaeHus.

Mo Knaccy ,OMacHOCTY MEAMLMHCKMX- OTXO[0B MNPy YTANM3aUMM  UCXods U3
XapaKTepUCTUKN  MOPONOTMYECKOr0 /~CocTaBa Wbl MOTYT ‘@bITb  OTHECEHbl K
3NNAEMMNOAOTMYECKM oOnacHbIM oTxodaM  (MHMUUMPOBaHHBIE W MOTEHUMaIbHO

KOHO®UNAEHLWNANIBHO HacToswas TexHuyeckan foKyMeHTauna sBnseTca CoO6CTBEHHOCTbIO «BOKTOH, AUKMHCOH 3HA KomnaHu»
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VIHqJI/ILI'I/IpOBaHHbIe oTxoAbl. Matepuanbl U UHCTPYMEHTLI, NPeaMeThbl 3arpsa3HeHHbIe
KPOBbLIO n/nnu APYTMMU O1ONOrMYECKNMMU )KI/IAKOCTHMI/I).

19.MapaHTM npousBoauTeNns
[NpousBoanTeNlb  He HEeCceT OTBETCTBEHHOCTM 3a MNOBPEXAEHWUA WM HEeCcYacTHble
CNyyau, BbI3BaHHble  HENPaBWIbHOW  3KCMyataumend  M3genusd, ““no  BUHE
MoNb30BaTesNIen UM BHELHUX HenpeaBUAEHHbIX CUTYaLMIA.

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
/Cneyynanuct Otaena HOPMaTUBHO-PABOBOIO PerynpoBaHns

(BomkHocTb/position)
CuHtna NNakateHa (Cynthia Lacatena)
(vms/name)

/nognuce/
(nognwuck/signature)
25 anpensa 2016 T.

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

©BD

NMOAMMNCAHO MOA npucsaroii B moem IRognwnce/
NMPNCYTCTBUU MACKA/Ib AMATO
25 anpens 2016 . NpenT. Ne; 2373789

FOCY,EI,APCTBEHHbII7I HOTAPUYC
LW TAT HbIO-AXXEPCU
Mown nonHomo4uunsa ncrtekatoT 19 masa 2018 r.

[HaknagHas nevatb: MACKA/Ib AMATO * TOCYAAPCTBEHHbI HOTAPWUYC * OKPYT CACCEKC, LWUTAT HbKO=-AXKEPCU]

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,£|,|_||/|Cb

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

A, MapTblHOBa Hatanma AHApeeBHa, BPEMEHHO MCMOHAIOLWAA 0653aHHOCTM HOTapuyca
ropoga Mocksbl, AkumoBa [neba bopucosnya, CBUAETENbCTBYHO ~MOL/IMHHOCTb
nognucK, chenaHHon nepesogunkom Kypunosoit CseTnaHO J1eOHWAOBHOW B MOEM
npucyTCTBUN. JTIMYHOCTL €8 yCTaHOB/EHaA.

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

BPWO Hotapuyca: no ,ﬂ,|_||/|Cb

FepboBas nevyarb
HoTapuyca r. MOCKBbI

Axkumosa Tl. b.

Bcero npoLUHypOoBaHo; TH0OHYMepoBa
W cKpenneHo nevarsio)Z t nncra (oB)
BPWNO Hotapuyca:

2 (. 052016
l'opog, Mookea,

Hatanuii AHApeeBHa,  BPEMEHHO WeNOMHIOLLAN
KoTapuyca ropopa Mockebl AKMOBa nasa bopucosiya

aroii KOmuW C-MOM/IMHHVKOM [OKyMBHTA. B
nocniefHeM MOAUMCTOK, MPUMMCOK, [32YEPKHYTBIX CNIOB U WHbIX
HEOrOBOPEHHIX VICTIPAB/IEHMI W/ KaKVIX-ANBO OCOBEHHOCTEN HET

@PYBLLILMYCA 3a.coBEpLLEHVEM HBTaPVATKHOTO
ASYMSHI/E i Tsstadila saksimarre SORBEVE i Shesa Y
r55*Usp/11MBBHO B peecTpe i Ne
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