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NHCTPYKUWMA no MEAVNUVNHCKOMY NMPUMEHEHNIO

Ha MeAUWLWHCKOE uUsgenne:

Wrna gna wnpuy-pyydkn 1L Micro-Fine Pins o4HOpPa30BOro Mcrosib30BaHWs, B BapuaHTaxX HCHOJTHCHHSA:
Wi'na gna wiHpuy-pydykH BD Micro-Fine Pins 0,25 » » (31G) X 5 MM 04HOPa30BOro Menosib30BaHus;
Wrna gnsa wHpuy-pydykH BD Micro-Fine Pins 0,30 mm (30C) x 8 MM 04HOPa30BOro MUCNosb30BaHUS.

[MpovsBoguTeb: «BeKToH JUKUHCOH 3HE, KomnaHuy, CLLUA

INSTRUCTION EOR USE

for medical device

Single Use Pen Needle BD Micro-Fine Plus, in the design styles:

1. Single Use Pen Needle BD Micro-Fine Plus 0,25 mni (31G) x 5 mm,
2. Single Use Pen Needle BD Micro-Fine Plus 0,30 mm (30G) x 8 mm.
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of this document translated into Russian

THE MAIN INFORMATION ABOUT MEDICAL DEVICE

OCHOBHBIE CBEAEHHA O MEATHUIHHCKOM M3AEJIHH

The name of medical device

BD Micro-Fine Plus Single Use Pen Needle in the design styles:
1.Single Use Pen Needle BD Micro-Finc Plus 0,25 mm (31G) x 5 mm,
2.Single Use Pen Needle BD Micro-Fine Plus 0,30 mm (30G) x 8 mm.
{further refetred to as medical device, or MD)

HaumenoBanue MEANIHHCKOTO HITEARN

Urna mis wnpun-pyakn BD Micro-Fine Plus oaxopazosoro scnonb3oBanus, B
BAPHAHTAX HCTIONHEHHA:

1. Urna ang wnpun-pyuxn BD Micro-Fine Plus 0,25 mm (31G) x 5 MM oaopasosoro
HCTIONL30BAHHA;

2. Urna pns wnpuu-pydxu BD Micro-Fine Plus 0,30 mm (30G) x 8 MM oatopazosoro
HCNONE30BAHHA.

(fanee no TEKCTY - MEMHUHHCKOS H3aeHe, wan MH).

Intended use of the medical device
The medical device designed for the parenteral (subcutaneous) administration
of a drugfinsulin from a cartridge contained in a pen injector.

Description of medical device
The medical device is a single-use and sterile.

Hazuauenne MeARUMHCKOTO MIACANS
MM npenuaziaveHo A NAPSHTEPATHHOTO {NOAKOXKHOIO) BBEACHHA NEKAPCTBCHHONO
npenapata/MHCYIMHA H3 KAPTPUAKE, PACTIOIOKEHHOTO B INNIPHL-PYYKE.

Onucanue MEIHIHHCKONO H3neANY
MU npeacrasaser cololi CTEPHAbLHOE MEAHUMHCKOS H3ZENHA OAHODA3OBOTO
HCNOJb30BAHNS.

Indication for nse

The medical device is designed for the self-administration of a drug/insulin
by a patient in the home setting. MD can also be used by qualified medical
personnel in a medical institution, provided that individual drug / insulin
cartridges and pens are used separately for each patient. The first and major
application is the subcutaneous administration of insulin.

Contraindications
Not identified

Scope of application of the medical device

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

Possible side effects when using a medical device

The manufacturer has not identified possible side effects. All possible
wamings connected with that are necessary for the safe use of the product are
listed in the instructions for use and carton,

IMoxkazankn

MU npeasasHaueno AN CAMOCTOATENLHOTO  BBEACHHS  JICKAPCTBEHHOIO
NpenapaTa/MHCY/IRHA, NALMCHTOM ¢ NOMOLLBIO WNPHLI-PYHKA B AOMAIIHHUX YCAOBHAX.
MH Ttakme moxer ObITH MCNONBIOBAMO KBANNPHUHPOBEHHBIM  MEAMUMHCKHM
MEPCOHANOM B 1e4eOHOM YUPEKIACHHH, NPH YCIOBHH HCTIONB3OBAHHS HHAMBUIYANBHBEIX
KapTps kel ¢ NIEXAPCTEEHHBIM MPENAPATOM/MHCYTHHOM M LINPHL-PYYEK OTACHBHO AIA
Kaxaoro naudenta. OcHobHoe mpuMexenHe MU « noaxoxHoe BBeCHIE MHCYIHHA.
[porneonoxasaaus

He BhisiBnetb

OfnacTsb npumMeneHun

BuinontienHe napeHTEpanbHbIX (NOAKOKHBIX) WHBEKIHH AEKAPCTBEHHLIX BEWECTB/
HHCYNIHHA, B NOGOH 00NACTH MEAHLHMHEL, B JOMAWHAX YCAOBHAX WIH KTMHHKAX, MTPH
TIOMOLUMH INMPHI-PYYEK (WHKEKTOPOB).

Bosmoxuuie noGounsie pelicTpHA NPH HCNOAL30BAHNA MEARIHMACKOTO W3AEARS
[TpouspoauTeNIcM HE BLISIBACHBI BO3MOMKHbIE MOOOUHBIE AeiiCTBHA, CBAZaHHBIE C
NPUMEHEHHEM HITI. Bce BOZMOXHHEC MpeAoOCTEpeXKeHHS, KOTOphIe HeoGXoaHMbl ans
6¢30nacHOr0 NPUMEHEHHA M3ACTHA YKa3aHbl B HHCTPYKUMH MO NPHMEHEHHIO H Ha
YNakoBke,
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INFORMATION ABOUT DEVELOPER, LEGAL
MANUFACTURE AND MANUFACTURING FACILITIES OF
MEDICAL DEVICE
Developer/Manufacturcr
Becton Dickinson and Company, USA

Becton Drive, Franklin Lakes, NJ 07417, USA

Address of Manufacturing Facility of medical device
Becton, Dickinson and Company
Pottery Road Dun Laoghaire Co. Dublin, Ireland.

Authorized Representative of the manufacturer in Rnssian Federation
«Becton Dickinson Vostok» LLC,

27051, Russian Federation, Moscow, Sadovaya-Samotyochnaya str.,
building 24/27, 2nd lloor, room I, room 18

tel. ffax: +7 495 775 85 82

email: Complaints CISfu bd.com

PRINCIPLES OF MEDICAL DEVICE OPERATION AND

The medical device is a disposable, sterile medical device.

The pen needle consists of lubricated on both side stainless-steel cannula fixed
into a hub. . . , [
The patient penetrating end of the cannula is protected by means ot a shield.
The needle and hub are contained in a protective cover, which is covered by a
heat sealed, peel-away sterility bander which also functions as tamper
evidence. o
Internal threads on the hub allow the needle to be screwed onto a pen injector.

THE MAIN COMPONENTS
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CBEAEHWUA O PA3PABOTYUKE, MPOU3IBOANTENE
MPOV3BOACTBA MEAWLUUWHCKOIO U3AENUSA

PaspaboTunk / MponssoguTens
«BeKTOH JVKWHCOH 3HA KomnaHuy», CLLIA
Becton Drive, Franklin Lakes, NI 07417, USA (CLLUA)

Afpec MmecTa NPon3BOACTBA MEAULIMHCKOI U3aennsa
Becton, Dickinson and Company
Pottery Road Dun Laoghaire Co. Dublin, Ireland (VipnaHaus).

YnonHoMmoueHHbI MpegctaButens MponssoanTtensa B Poccuiickoli depepaumnm
OO0O «beKTOH ANKMHCOH BOCTOKY,

127051 Poccuiickas depepauys, Mocksa, yn. CagoBas-CaMoTcuHas, A.24/27, 2 aTax,
nomeLleHve 1 komHarta 18

Ten./tpakc: +7 495 775 85 82

email: Complaints CIS(u bd.com

OMWCAHWE MPUHUMNOB, HA KOTOPbIX OCHOBAHA PABOTA
MEOWUWHCKOIO U3AEAUNA, U UX OCOBEHHOCTWN

MW  daBnfeTca  OA4HOPA30BbIM, CTEPWIbHLIM  MEAUUMHCKAM  u3genvem.  Wrna
npeacTaBnseT coboi  M3fenne, COCTOSLLEE M3 CMasaHHOM C 06eMX CTOPOH MI/bl
(kaHKOMM), COENaHHOM M3 HepyKaBeloLEen cTai. Wrna-HakoHEYHUK (KaHHo/S) Wbl
MPUKPEN/IeHa K LepXaresito Urfbl.

VIrna-HakoHeunvK, VMEOLLAA KOHTAKT C MauyeHToM, 3alyLlieHa KOMMaykoM UMb,
Wrna v gepxatenb Wbl HAXOAATCA MOA 3alMTHLIM KOMMaukoM.  TepMOyCTORYMBbI
Gapbep CTEPUNILHOCTU («A3bIYOK») rapaHTUPYeT KauecTBO u3genus. LdepxkaTenb Wbl
VMEET BHYTPEHHIOK Pe3b0y /15 COEANHEHUA C LLIHPULL-PYUKOIA.
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Pic 1 - The main components: Single use Pen Needle BD Micro-Fine Plus 0,25
mm (31G) x 5 mm
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Pie 2 - The main components: Single use Pen Needle BD Micro-Fine Plus 0,30
mm (30G) x 8 mm
DIRECTIONS FOR USE

For patients performing the injections themselves:

It is recommended to consult your healthcare professional for the needle
length and the

injection technique which is the most appropriate for you.

The pen injector is loaded with a drug/insiilin cartridge (pen injector not
included in package of delivery of medical device). The sterility barrier is
removed from the pen needle. The pen needle is then attached onto the end of
the pen injector, piercing the cartridge septum, and screwed onto the pen
injector. The outer cover is removed, exposing the inner shield, which is
removed directly prior to injection.
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— 3aWuTHbIA KONMayoK CcTepunbHas

KaHNA

Konnayok urnebl
(urna)

CTepunbHbIi 6apbep
(A3b140OK)

!

Lepxatens vl

PucyHOK 1- OCHOBHble KOMMOHeHTbI MU: Urna gna wnpHu-pyykn BD Miero-Finc Plus
0,25 Mm (31G) x 5 MM 0HOPA30BOro UCMO/Ib30BaHUA

13alUTHBIA KONMMa4vokK

CtepunbHas
KaHona
Konna4ok wursbl .
(urna) CTepunbHbIN 6bapbep
(A3bIY0OK)
|
BD ,
MKr&TIn™
rataww 10a

fepxaTenb UMbl

PucyHOK 2 - OCHOBHbIle KOMMNOHEHTbI MW: Urna gna THpuy-pyykn BD Micro-Fine Plus
0,30 mm (30G) X8 MM 0fHOPA30BOro MUCMO/b30BaHUA

CNOCOB NMPUMEHEHMKA

ﬂ,]’lﬂ nauneHToB, BbINO/IHARNWNX NHBEKLUNN CaAMOCTOATE/IbHO:

Heo6Xxoanmo PeKoMeHAyeTCsi MPOKOHCY/bTUPOBATLCS Y fleyalllero Bpaya o MoBogy
TEXHWKN VHBEKLWMM 1 BbIGOPa Hambosee NOAXOAALLEH ans Bac A/MHbI UMb,

B wnpuu-pyyKy (MHXEKTOP, He BXOAWUT B KOMI/IEKT NOCTaBKM) 3arpy>KaeTcs KapTpumK
C JIeKaPCTBEHHbIM  BCLLECTBOM/MHCY/IMHOM.  Bapbep CTepPUIbHOCTU  («A3bIHOK»)
VHAVBMAYaNbHON YMakoBKM MW CHAMAETCA C 3alUMTHOrO Konnayka urfbl. 3atem MU,
MPOAO/KAA HAXOAUTLCA B 3alWMTHOM KOMMauke, MPUKPEN/seTca K LUnpuu-pyyke
(MHXXeKTOpY), NpobrBas MembpaHy KapTpuika, W HaBUHYMBAETCS Ha LLNPUL-PYYKy. C
UMbl NOCNE ee MPUCOEAVHEHMS K LUMPUL-PYUKe CHUMAETCA 3alLMTHBIA KOMMauoK, B
KOTOpbI/i OHa Oblla paHee MOMeLLEHa, OOHaXKas KOMMa4oK WIfbl, HEMOCPeCTBEHHO



R

To cnsure an accurale dose when injecting with an insulin pen:

e Check the flow of insulin through the ncedle after loading a new cartridge
and before any injection.

» Attach a new needle before each injection and remove it immediately after
the injection. Reuse of the needle is prohibited. Never camry a pen with a
needle attached as this leaves an open passageway into the cartridge.

e Insert the needle into the skin in the way that your healtheare professional

suggests.

For «Single Use Pen Needle BD Micro-Fine Plus 0,25 mm (31G) x 5§ mm» is
recommended to perform injections at right angles to the skin surface without
forming a skin fold. Patients aged 2-6, very lean adults and those with loose
skin may require a pinch-up.

For «Single Use Pen Needle BD Micro-Fine Plus 0,30 mm (30G) x 8 mm» is
recommended to perform injections at right angles to the skin surface with the
formation of a skin fold to avoid intramuscular injection.

After needle insertion, push the injection button in as far as it will go and
continue to press firmly for at least ten seconds before removing the needle
from the skin. If insulin continues to drip from the needle after injection, hold
the ncedle in the skin longer the next time you inject.

For medical staff:

The medical device does not require special training or training the medical
staff. When working with the medical device, you shouid observe the
precautions shown for performing invasive procedures / procedures (potential
contact with blood).

HaacToli Ha My, Konavyok Wrs CHHMacrcs © MB!I 1ICHIOCPCHCTBEHIO Nepen
Hibeknuel.

Jng Toro yrobm BBecTH HEOGXOAHMYIO 203y ACKAPCTBEHHOTO BELIECTBA/MHCYRHHA,
HCNONL3YA WIMPHL-PYUKY, HEOGX0AHMO:

e [lpoBecT NPOBEPKY MOCTYMNEHUA B HIMY JIEKAPCTBEHHOrO BELECTBA/ HHCYAHHA,
N0CAe YCTAHORKH HOBOTO KAPTPHDKA H NEpea KAXA0H HHbeKunel.

o Jlna xaxnofl MHLEKLIMH CliemyeT ucnonwu3osath HoBoe MU, kotopoe HemeaneRHO
CHUMAETCA N YTHIH3HPYETC nocie Kaxaoit HwbekuHH. [TosToproe ncnonssopanue
Hrae! 3anpenieHo. Hesib3s oCTaBAATL HINTY, HAKPYUCHHYIO HA IDNPHL-PYHKY, TaK KAK
10 OTKPLIBACT HOCTYN B KapTPHIK.

o BBectH HIUly NOA KOXY, Clieays peKOMEHAALMH JIeHalnero Bpava.

Jna MM: «HMera ons winpuy-pyusu BD Micro-Fine Plus 0,25 uxn (31G) x 5 mm»
OOHOPA30BOI0 UCNOMbIOBAHMA»; PEKOMEHAYETCS BHIOMAHATD HHBEKUHH NOA MPAMBIM
YIROM K NOBEPXHOCTH KOoXH Ge3 dopmmpoBanHua xoxkHoi cknaaku. [launextam B
BO3pacTe OT 2x A0 6 JeT, a TAK JKe O4eHb XyIbIM B3POCILIM H JIIOAAM ¢ TOHKON Koxcel
MOXeT NoTpeGoBaThHCE GOPMUPOBAHKUE KOKHON CKIAAKA.

Ana MU: «¥Hzna ons wnpuy-pyecu BD Micro-Fine Plus 0,30 au (30G) x & aum»
OAHOPA30BOTO HCNOMb3OBAHHAN: PEKOMEHAYCTCH BHLINONHATL HHBEKLMNA NOA NPAMBIM
YrAOM K TOBEPXHOCTH KOXH ¢ dopMuposasnem KOokHOR ClIaAKH BO HIGEKAHHH
BHYTPHMBILIEYHOH HHBEKUHH.

Iocne BBEACHNA HINIbI HAKMHTE KHONKY DBEACHHA HAa IUMPHI-pYYKe A0 ynopa H
npoaomKaiiTe HAXKNMATH €€ B TCHEHHC HEe MEHES NECHTH CeKYHA A0 BLIBEACHHS WML U3
xoxs. Ecii mocsie HEbEKUHH HHCYJIHH NPOAMIKACT BMUCAATLCS H3 MIUILI, TO BO BpeMa
clieayiomteit MHbEKUHH yAepkubalite mvy noa xoxed fonee NPOAODKMTENbHBIHA

NSPHOR BPEMEHH.

AR MeHIEMCKOro NEPCoNAnal

MM ne TpeGyeT cnennanbHoi OArOTOBKK MM o6yueHna Mea. nepeonana. [lpu paGore
¢ MH caenyer cobmonars Mephl NPeAOCTOPOXHOCTH, MOKAZAHHNE IR BLINOHEHAR
HHBAZHBHBIX MAHNTTY AL/ Mpoueayp (NOTEHUHATBHBIH KOHTAKT ¢ KPOBBIO)

THE LIST OF COMPATIBLE INJECTION PENS

IEPEMEHb COBMECTHMbIX MH
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BD Micro-Fine Plus Single Use Pen Needle in the design styles:
1 Single Use Pen Needle BD Micro-Fine Plus 0,25 mm (3 I1CJ) x 5 mm,
2. Single Use I'en Needle BD Micro-Fine Plus 0,30 mm (30G) x 8 mm

is compatible with dilTerent products (pen injectors) of the different

manufacturers.

Pen injectors not included in delivery package of medical device.

Pen injectors, which are indicated in the table below, registered like medical
devices (MDs) in Russian Federation or present primary package registered
of registered phannaceutical drug (pen injector for administration of insulin)
registered in state of registered drug and due to this do not registered as own
medical device.

The list of compatible pens includes but is not limited to following
manufactures:

Mainilactiirer Name of product

Pen-injcclor for admini.stration of insulin «l lumaPen® Luxura
DT», Registration Ceiii/icale M>FSZ 2008/01677 dd

02.10.2017

llumalog®. Registration Certifieate No LP-005186 dd
19.11.2018

llumulin® MZ, Registration Certificate No P N013713/01 dd
25.05.201!

Pen-injector for administration of insulin llumaPen® Ergo Il
Accessories: 1 Case for storage and transport 2.Instruction,
Registration Certificate Ne FSZ2012/12222 dd 19.02.2016
Forsteo®, Registration Certificate M> P N015927/0! dd
12.05.2011

llumalog® Mix 25, Registration Certificate No P N011947/01 dd
28.04.201!

Pen-injector for administration of insulin MiimaPen® Savio in
design styles; MS9694; MS9695; MS9696; MS9697; MS9698;

Eli Liliv

MS9699, Registration Certificate Ne RZN 2014/974 dd
26.08.2014
Ilumalog® Mix 50, Registration Certificate No LP-001045 dd
21.10.2011
tlumalog® .Registration Certificate Ne P N015490/01 dd
09.02.2009
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MF «Fli jia gna wnpuu-pydkn BD Micro-Fine Plus 0gHOpa3oBoro Mcrosb30BaHus, B
BapuaHTax WCMO/HEHUS:

nrna gna wHpKny-pydkn BD Micro-Fine Plus 0,25 mm (31G) X 5 MM 0aHOpPa3oBoro
MCrO/b30BaHMA,

2.Mrna gns wnpuy-pyykn BD Micro-Fine Plus 0,30 mv (30G) X 8 MM 04HOPa30BOro
CMO/b30BaHMA.»

COBMECTUMbI CO LLMPULI-PYYKaMM Pas/IMyHbIX MPOU3BOAUTENENA.

111HPUL-PYYKV B KOMIJIEKT MOETaBKN He BXOLAT.

LLInpuu-pyyKm, npeacTasneHHbIe B TabuLe HUKe, 3aperucTpupoBaHsbl Ha TepprUTopum
Poccwiickoii defepaLim B Ka4eCTBe MEAVLHCKOTO M3LENNS WM ABMISKOTCS NEPBUYHON
YMaKoBKOW /1IeKapCTBEHHOIO CpeAcTBa (MEH-UHLEKTOP A1 BBEAEHWS WHCY/NHA),
3aperucTpupoBaHHOro B rocyapCTBEHHOM PeecTpe fiekapCTBeHHbIX cpeacTs (J1C), u
MO3TOMY He 3aperucTpupoBaHbl B KAyecTBe CamMOCTOSTENIbHOTO  MeAMLMHCKOro
U3enus.

CnucoK COBMECTUMBIX € MW LINpuU-pyyeK BK/IKOYAET, HO He OrpaHM4MBaeTCs
CNefyHOLLMU NMPOU3BOAUTENAMM:

Mpowussogutens /1C
i MKn

HanmeHoBaHue npoayKra

VeH-nHbeKTOp AN BBefeHWsA MHeynnHa “XymalleH® Jliokcypa AT",
PerucTpaunoHHoe ygocTosepeHne No dC3 Ne 2008/01677 oT
02.10.2017

Xymanor®, PerHeTpalHoHHoe yaocTosepeHue Ne J1M-005186 oT
19.11.2018

XymMynuH® M3, PerHeTpalHoHHOe yaocToBepeHue Ne M N013713/01
oT 25.05.2011

1leH-w1lbexTOp A4/19 BBEAEHUA HUeyNHHa XymalleH® 3pro U
MpuHagnexxHoetn: 1 Yexon ansa xpaHeHWUs U NepeHocku. 2.

WHCTpy Kuus., PerHeTpalHoHHoe yaocToBepeHue No ®C3 2012/12222
oT 194)2.2016

dopcTeo®, PerHeTpauHoHHOe yaocToBepeHue Ne M N015927/01 oT
12.05.2011

Xymanor® Muke 25 .PerucTpauumoHHoe ygocTosepeHune Ne [
N011947/01 oT 28.04.2011

11eH-UHbEKTOP 419 BBEAeHUSA MHCYNMHa XymalleH® CaBBUO B
BapuaHrax ucnonHenms: MS9694; MS9695; MS9696; MS9697;
MS9698; MS9699, PerncTpaLmnoHHoe yaocTosepeHne Ne P3H
2014/974 oT 26.08.2014

Xymanor® Mukc 34.PerdcTpaumonHoe yaoeH108epeHneNe S111-
001045 oT 21.10.2011

Xymanor®, PerHeTpayHoHHoe yaocToepeHne Ne I N015490/01 oT
09.02.2009

Eli Lilly
3nu Nunnn
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o Apidrak Solostark , Rewistration Cortificate N LSR-O07IS 69
&d Q2092009

o Lantusk Subostarx

Rutistration Certificate N LSR-(07047 (19 (& (07.009. 21609

o Lyxumiak, Rogsistration Cortificate Ne LP-B02737 Jd 02,12, 2044

o Pencinjector AllSwr reusable with JeCeSMNICS
. Peneinjector AllStar  reusable  with  accessories  Base
composition: | Pen-injector  AllStar.  Accessaries:  L.Case
2insinuction for use lor patients. 3.Inlormation paper

Sanofi-Aventis Ruegistration Certificate Ne RZN 2H 82808 dd 15.07.201 F

o Toujeo SoloStark. Registration Certificate Ae LP-03633 d
30.05. 2016

o Insumank Basl G

Registration Certificate Ne P N 1994 08 dd 15.02.201 1

e Soligus SokStark

Regsistration Cortificate Ne LP-INMRTS did 30.05. 2018

Sanuli-Aventis
Canopu-Ascutue

Ak CoanCrap R, Pectcagriponnae youcmosepenie e S1CP
7048 0V am 87.09. 2009

Jhmy ok CaaoCrapr, Pectompuayiontoe yoocmosepente Ay JI1CP-
P47 1Y am 07 09. 20009

Jukey Mug R, Pesucmpatuonnoe ydocameponie X SHH-02737 om
02.42.2044

Wops-pyuks "OaCiap" (ADSwey oo sHorokpaiore
NCHETOBIAHUN v UPHIRLLICRHOCIAMY
Liltopmu-py aka «uCrapr  (AlISN) ouw sorokpatiore
HCHOIFOHARHS C APHIKLKRAENIOCTAMIG

Bawunaii coctas: L pat-ps aka «OaCiap» (Allstar).
Dpunacuiesuocrie LMexan 2. Hucipy xuss 10 geioinosanmie 118
sanmenTon:  J.Huwpopsawomiuli mcr. Pecucmyxapiontioe
Yoocmonepenue o P 20052805 om 15.07.201 5

Tyamen CoaolCrapk, Peciwmpxaamnoe Yoovaacpenue N JHH-
HI36S3 om 30.05. 2016

Bucy sk bas 1T, Pectonynipunmor yoocmosepenue Ne H
NOTIV9L0f e 1302201}

Cemkra CowCrapR. Pecwcmponnounoe yoocmosepenue Ne JIHT-
N7 4 om 30052048

. Levemirk FlexPen k., Registration Certificate N LOC-KKISY6
d £1.01.2010

. NovoRapidx  FlexPenk,  Registratiom  Certifiewte Ne P
NOIOITE-OF dd 018, 122000

. NovoMixk 30 FlesPenk, Registration Certificare Ne P
NOLSOIHQF dd 06, 10. 200N

L4 Victozar, Registration Certificate N LSR-4405 10 ded
INH5.2080

. Pen-injecter foe administration of insulin «NovoPen Ergoke,
Registration Certificate No FSZ 201 1009703 o&d 23.04. 201§

* Xultophy R, Registration  Cortificate Ne LP-003554 dd
11.04.2086

Novo Nonlisk e NovaMixk 50 FlesPen®, Registration Certificate N LSR-
NI2823,07 dded 31,08 20017

. Sanendak Registrations  Certificate N LPH3491 dd
M.03.2016

. Tresibuk  FlexTouch®, Registration  Certificate e LP-
RIDD2 34 hed 18802013

. NovoMix R0 FlesPen®, Registration Certificare Ne LSR-
1252407 oded 31082007

. Injector  tur  administration  of  insulin NovoPeng 4,
Regristration Cortificate Ne FSZ 2009:05 108 dd §1.09.2009

L] Pen-injector  «ClickStarr  for  administeation i insulin.
Registration Certificate Ne FSZ 2000 07042 &d 26.008. 2040

Nov o Nordisk
Hoso-Hopaucw

Jlenennp® Onesclics R, Pecucmpaponnoe yoovaosepenie M JC-
596 ome {1.08.2040

BusoPainsi k. Qaenclleuk Peswcmpipionnoe yoocmoecperine Ne £
NOFGI7108 om 111220019

EosoMitke & 30 duaekel len ® Pecucmpatiomeon voocmosepene N 1
NI S6L0:01 cun 06,10, D008

Bugrosu R Pocucmpanuonnoe yooemosepense A2 1CP-004405: 10 om
18.05.2080

usekiop  cuin oscwnns  aeynms lHosollen "nok”,
Poecwempanuonnae  Yooemosepenne  Ne @CY 200109703 om
232085

Cyanroaii R, Pecacmpaymamoo yoocmosepenwe Ne s1H-03554 om
11042016

HosoMitke & SO ackel lon &, Pecucmpationine Yoocmospenie N
JACP-D2523.007 onm 310820007

Cakcorcta R, Pecwcmpaguoninoe. yooemoaepenie Ne 03498 om
W3 2086

TpecuBak dackctasr. Pectcmpapninee Ydovmoacpenie A -
2234 om IN.09.204 3

HosoMukck 70 duekellen k. Pecucmpeionnoe yoocmonepente N
JCP-1KI2S24 07 anr 3182007

Hiseekvop . Lon ieaciny nuesanna Hosollen & 4, Peocmpeannoe
vdovmoacpenie A2 O3 009 DS 10N om 11.09.2009

IHepe-pyuga «KangCTAP» U oseeacnss ooy i,
Pecucmpatis ek perne N @O NHOO7H12  om
26.015. 2611}
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- Injection pen AutoPen 24 3.0 ml
Registration certificate No FSZ 2010007919 dd 14.09.201{0

Owen Mumford Caltiok )
(Owen Mumiord ¢ Injection pen AutoPen Classic 3 ml
Lid) Registration certificate Ne FSZ 2010/07710 d&d 14.69.2610

o BiomatikPen ®
Registration cortificate Ne FSZ 2009/04816 ol 03, 10,2017
o BiomatikPen® M for 3 ml cartridges consisting of: 1.
BiomatikPentdM syringe pen for 3 mi cartridges consisting of:

I'(’;’;”""" (Ypsomed 1. BiomatikPen ®M syringe pen for 3 ml cartridges -1 pe
2, Fabric Cover — | pe.

3. Instruction for Use - 1 pe.

4. Cardboard pack - | pe.
Registration certificate Mo RZN 2020 1INW3 dd 27.04. 2020

, s  Bacta®,
AstraZenoca Registration Certificate Mo LS-002221 dd 09.06.2011

PACKAGE OF DELIVERY OF A MEDICAL DEVICE

Owen Mumiford o lllspaepyusa Autopen 24 3.0 ml Jumm minsexusti wicyanna ¢
{Owen Mumford UPHHAINEKIIOCTAMA,  Pectkcmpantiannoe  yoocmoeepenue M OC3
Lid) 208007919 om 14.00.2010

Oym Mambopa | *  Lnpiat-pyuka Autopen Classic 3ml wis visekunit nucysmng ¢
Jhea. UPHHALISKHOCTAMY,  Pecucmpuitonnoe  yooncmosepenue N OC32

2010077 1) om 14.09.2010

¢ llnpun-pyuxa Bronsarikl len® ans kaprpraxel emkoctio 3 s,
Pecucmpigionnioe ydocmoseponie M OC3 200004816 om

03.10.2017
Ypsomed (Ypsomed | ¢ 1lsprue-pyusa Buosrnnkd JenrkM am kapipusxedi evMgoctso 3 s
AG) ncocrase: 1. npuo-pyyasa buesammis] lewk M s saprpiaeli
Hucomen Al emkoetsio 3 s - b e, 2, Yexoa trateruii - 1 e, 3, Hikcrwsimms o

npnmencauo - 1. 4. [auka kaprovaas - 1 arr,

Peowcmpaonnoe yoocmosepentie N P 2000- 10093 om 27.04.2020
AstraZeneca o Bacta®, Pesucnpauonioe yovemosepenie M JIC-002221 om
Actpa Jenesa 09.06.201 1

KOMILIEKT HOCTABKH MEJHIHHCKOT O H3/IEJINS]

Package of delivery of a medical device

100 pieces of medical device, which is packaged in sterile individual
packaging, together with the instructions for use are placed in group/customer
carton package.

12 pes of group/customer packages (100 pes of pen-needles per
group/customer package) are placed in a transport carton box.

Pen injectors are not supplied with medical devices.

During import to Russian Federation the medical device in group/customer
packages and transport packages are provided with the local Russian stickers
that are prevailing when supplied to Russian Federation. In case of
discrepancy of information on the sticker and on the package, it is correct to
consider the information on the sticker.

KOMIIEKT NOCTABKH MEIBIMHCKOTO H3ASAHS

100 mryx MU, kaxia0e H3 KOTOpHIX YNAKOBAHO B CTEPHALHYIO MHAWBHAYANLHYIO
YNakoBKYy, BMECTE ¢ MHCTPYKUHEH NO NPHMEHEHHIO NOMEIAIOTCA B TPYNNoBylo/
NoTPeOUTENLCKYIO KAPTOHHYIO YIIAKOBKY.

12 wTyK rpynnoBLiX/noTpeOHTENLCKUX ynakoBok (no 100 wT. ura B raknoit),
NIOMELIAIOTCA B TPAHCMOPTHYIO KAPTOHHYIO KOPOGKY.

HinpMu-py«KH B KOMILIEKT MOCTABKH HE BXOAAT.

Ipn nocraske Ha TeppuropHio PO rpynnoBas/noTpefUTEALCKaN H TPAHCNOPTHAA
YNaKoBkH CHabXAIOTCH JOTOIHATENBHBIM PYCCKOARLIUBEIM CTHKEPOM, KOTODHI uMeeT
NPUOPHTET I8 N0cTaBok B PA.

Ipu pacxoxaeHnn uxdopMauvws Ha cTHKepe M Ha YMAKOBKS, BEPHBIM CUHTATDH
HHGOPMALHIO HA CTHKEPE.

SYMBOLS PRESENT ON THE PACKAGING

PACIIHOPOBKA CHMBOJIOB, MIPHCYTCTBYIOWIHX HA YIHAKOBKE

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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93/42/135:C)

Yinuanomoucamsii npeacrasiress 8 Espoue (tpedosmsime aapestinu 934YEEC o meammmickom
yerpoiicrse) Authorized Representative in Europe (requirement of the Medical Device Directive

CONDITIONS OF TRANSPORTATION, STORAGE AND
OPERATION

YCJAOBHA IKCIINYATAUHH, TPAHCIIOPTHPOBAHHA H
XPAHEHHA

Operating conditions

Regarding intended use of MD (subcutaneous administration of insulin) and
type of contact - Short-term contact with the human body internal
environment, operation conditions of MD reflect approximate range of human

Ycnosua IkCyaTanun

YuursiBas HaznaueHne MU (noaxoxuoe BBeACHUC WHCYAHHA) W THN KOHTAKTA -
KPaTKOBPEMCHHLI/i KOHTAKT C BHYTpeHHeli cpenoii opranusMa uenoBeKa, YCHOBHA
axcuryatauny MU otpaxaior npHMepHbIii AHANA30H TEMNEPATYPH TENA YeNoBeKa.

body temperature, Temneparypa, "C Or +32 *°C a0 +42 °C
Temperature, "C From +32°C to +42°C Baaxuocts, % Ot 20% a0 80% 6e3 KOHAECHCALHN
Humidity, % From 20% to 80% without condensation

Efficient and safe operation of the MD is possible only in case of observation

Iddexrusnan u Ge3onacHan xcnyatauns MUY Bo3MOKHA TOJILKO NPH COGAIOAEHHA
yenoBiii XpaHeHHS H TPAHCTIOPTHPOBKH, YKA3aHHAIX HHXKE.

conditions of storage and transportation, indicated below. Xpauenune
Storage Temneparypa, “C Or +5°C 10 +30 °C
Temperature, °C | From +5°C (o +30°C Baaxkuocts, % Or 20% no 80% 6e3 xonacHcatHK
Humidity, % From 20% to 80% without condensation
TpaucnoprupoBxa
Transportation Hspenne TpaHCMOPTHPYIOT BCCMH BHAAMH TPAHCIOPTAa B KPHITHIX TPaHCHOPTHBIX

‘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

-20 °C to +40 °C and air relative humidity from 20% to 80% (without
condensation).

CPCACTBAX B COOTBETCTBHH C WPABHAAMH MNEPEBO3KH IPy30B, ACHCTBYIOIWMX Ha
TPAHCHIOPTE KAXAON0 BHAA.

MeaHuMHCKOe H3OenWe TPaHCNOPTHPYETCA B CYXHX, TEMHBIX YCNOBHMSX, NpH
temneparype ot — 20°C ao +40°C n orHocHTenbHOMH BaamHocTH Bo3ayXa of 20% no
80% (6e3 konaeHcaUHN).

SHELF LIFE

CPOK TOAHOCTH

Term of preservation of sterility (shelf life) - 5 years from the date of
production / sterilization. Expiration date is indicated on the packaging of the
medical device.

Cpok cOXpaHeHHA CTEPHALHOCTA (CPOK TOAHOCTH) — S5 JNET ¢  MOMEHTa
NpoM3BOACTBA/CTEPUAH3AUNY. CPOK HCTCHECHHUA MOAHOCTH YKA3MBAIOTCH HA YNaKOBKe
MEAHUHHCKOTO H3AeAns.

WARNINGS AND PRECAUTIONS

TPEBOBAHUA BE3ONNACHOCTH H MEPBI
NMPEAOCTOPOXHOCTH
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Caution!
o Do not exceed the recommended expiry date by the manufacturer.

e  Sec the manufacturer’s “Instructions for Use™ for specific instructions
and usage data.

o For products labeled “For single use only,” the following instructions
must be followed. This product is intended for single use only.
Disposable products are designed and tested for single use only.

o Inspect contents and packaging before each use. Do not use the
contents if the sterile package is opened or damaged.

Ocropoxno!

¢ He upesbimaiTe pekoMEIAOBANNLIA  H3TOTOBHTENEM CPOK  TOAHOCTH
METHIHHCKOI'O H3/ICIHA.

o CM. «HCTPYKURIOD, ANA NOAYHEHHN AONOAHUTENBHLIX CBEACHHH H JAHHBIX 00
HCIIONBIOBAHWH,

o Jlna n3aennii ¢ Mapkuposkoll «Toabko s OJHOPA30BOro HCNONL30BAHM»
HeoOxoauMo cobmoaaTe CREAYKWHe HHCTPYKuHK. JlanHoe MeANLMHCKOe
W3AEnHe MpeAHa3HAYeHO TOABKO JUAR  OHHOPA30BOrO  HCNOAL3OBAHHA,
Oanopaszosbie H3fenHA pa3paGoTaum # NPOUUTH NPOBEPKY TONBKO AR
OMTHOPA3OBOTO NPHMEHEHHA.

o [lepea xaxablM HCMONE30BAHUEM OCMATPHBAITE COACPIKHMOE H Yynakosky. He
HCTIONb3YHTE MEAHLIKHCKOE HIACHE, €C/IH CTEPHIbHAA YNIAKOBKA BCKPHITS HIN
NOBPEXKICHA,

THE INFORMATION ABOUT AVAILABILITY IN THE
MEDICAL PRODUCT OF THE MEDICINE FOR MEDICAL
APPLICATION, ANIMAL MATERIALS AND (OR) HUMAN
ORIGIN

HHOOPMALIUA O HAJIHYHHU B MEAULIHHCKOM H3AEJIHH
JEKAPCTBEHHOI'O CPEACTBA AJii MEAHIIMHCKOI'O
NMPHUMEHEHHS, MATEPHAJIOB ®KHBOTHOI'O H (UJIH)
YEJIOBEYECKOIO MPOUCXOXKAEHHS

The composition of medical device does not contain medicinal products for
medical use, materials of animal and (or) human origin.

B cocrase W3ENHMR OTCYTCTBYIOT JIEKAPCTBEHHbE CPEACTBA AN MEAHUMHCKOrO
MPHMEHEHHA, MATEPHAIIL XHBOTHOTO H (HAH) HENOBEHECKOrO NPOHCXOKICHHA.

STATEMENT REGARDING PHTHALATES, LATEX AND
BPA (BISPHENOL-A)

3AABJEHHE OTHOCHTEJDBHO ®TAJIATOB, JATEKCA H
BOA(BUCOEHOJA-A)

e The products do not contain natural rubber latex.

e The products do not contain phthalates are classified as carcinogenic,
mutagenic, or toxic to reproduction, of category 1 or 2, in accordance with
Aunnex { to Directive 67/548/EEC.

e The products do not contain BPA.

e H3neauns He coaepxarT HaTYpPAIbHLIH Kay yyKOBBIH NaTeKe.

e MHanenus we coaepkar ¢ranarhl, KnaccHpHUHMpyeMbE KAk KAHUEPOreHHbIe,
MYTareHHbie KM TOKCHIMEIE AIA PENPOAYKTHBHON QyHKUMN KaTeropuu 1 Wik 2, 8
cootseTcTBHH ¢ [punoxennem | x Jnpextuse 67/548/EEC.

e Hzmenus He comepxar BOA,

ENVIRONMENTAL PROTECTION

OXPAHA OKPYKAIOLUIEH CPEABI

This product does not harm the environment with proper operation,
transportation and storage.

Dannoe u3feNMe He HAHOCHT BpeNa OKPYMAIOWEH cCpefe NpH NPaBKNbHOMH
IKCTUIYATALMH, TPAHCNIOPTHPOBKE H XPaHCHHH,

TERMS AND CONDITIONS OF UTILIZATION

MOPAAOK H YCJIOBMA YTHAH3AUHH

Medical devices must be disposed of in accordance with local requirements
and local disposal regulation in given region. Handling and disposal is carried
out in accordance with accepted medical practice and in accordance with
local, state and federal laws and regulations. Dispose of unused products as

MeanunHcKHe WNEAHE AOMKHb YTHIHIHPOBATLCA B COOTBETCTBHHN C TPeDOBaHHAMH
MECTHRIX OPraHM3auHI H NPABHIAMM YTHAH3AUHMK B JanHoM perxone. OGpabotka u
YTHAM3ALUMA NPOBOAUTCA B COOTBETCTBHM C NMPHHATOH MEAWUWHCKON NPAKTHKOM, a
TaKKe B COOTBETCTBUH ¢ MECTHBIMH, FOCYA3PCTBEHHEIME N deaepanbHbLIMH 3AKOHAMH
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class /1 waste, and alter use, dispose ofas Class B waste SanPiN 2.1.7.2790-
10.
For home use, medical devices can be disposed ofas household waste.

METHODS AND MEANS OE DISINEECTION AND
PRESTERILIZATION CLEANING

Not applicable. The product is supplied in individual sterile packaging and is
ready for use.

STERILIZATION

The MD is supplied sterile.

The sterilization method is radiation.

Sterilization dose of 8.3 kGy.

Sterility Assurance Level (US): 10

For a report on sterilization validation.

WARRANTIES

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

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

CLAIM HANDLING

In case of any questions related to the quality of the medical device, please
contact the Authorized Representative of the Manufacturer in the Russian
Federation at the following address:

«Becton Dickinson Vostok» LLC,

127051, Russian Federation, Moscow, Sadovaya-Samotyochnaya str.,
building 24/27, 2nd floor, room I, room 18

tel. /fax: +7 495 775 85 82

email: Complaints CIS/u bd.com
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n nonoxennsamu. 1leucvonb'toBannble MFl yTUANAMPOHaTL Kak OTXofbl Kniacca Jl,
nocsie Mcnosb3oBanHs YTUAM3MPOBarb kak 0Txodbl knacca B(Camlimll 2.1.7.2790 -
10).Mpwn fomMalLHeM MPUMENEHN MeAWULMHCKYE U3LENNS MOTYT BbITb YTUIN3UPOBaHbI
Kak 6bIroBble OTXOAb!.

METOAbl W CPEACTBA AE3VUHOEKLUUN U
NMPEACTEPUNU3ALUOHHOW OUYNCTKMU

HenpumeHumo pans gaHHoro MW, W3genve HoeTaBnseTcsd B WILLMBUAYaNbHOM
ETEPU/IbHOH YMAKOBKE 1 MOJIHOCTLIO MOArOTOB/EHO K MCMO/Ib30BAHUIO.
CTEPUNU3ALNSA

MW nocTaBnseTca CTepUbHbIM.

MeToz cTepunmsaumnn - raMma-usnyyeHune

CrepunmsaupoHHas gosa 8.3 ctepunbHocTh (YC): 10*

OTUéT Mo Ba/IMZaLMN CTEPUNN3ALN.

FAPAHTUMHBIE OBA3ATENBLCTBA

blpovsBoauTenb rapaHTUPYeT COOTBETETBME [AAHHOTO  MEAMLMHCKOTO  M3Aenus
3asBMIEHHBIM  XapaKTepPUCTUKaM B Mpefenax COXPaHeHUs CpoKa roaHOCTK (Cpoka
COXpaHEHVs1 €ero CTepWUnbHOCTKM), MPW YCMOBUW, 4TO CO6G/odaloTCs TpeboBaHMA
NPOV3BOAMTENS, YKA3aHHbIE B MHCTPYKLMM HO NMPUMEHEHUIO.

Mpon3BoanTENb He HECET OTBETCTBEHHOCTM 3a MOBPEXAEHNS WM HECUACTHbIE C/TyYan,
BbI3BaHHbIE HEMPaBW/ILHOW SKCMJTyaTalyeid 13agenuns, Mo BuHe MOMb3oBaTeneid Win
BHELLHWX HenpeaBUAEHHbIX CUTYaLIWIA.

MPUEM MPETEH3UNN

B cnyyae BO3HMKHOBEHMS BOMPOCOB, CBA3aHHbIX C KA4eCTBOM MEAMLMHCKOIO M3Lenus,
HEOOXOAMMO  06paTUTLC  HO  Clefytowemy  agpecy K YNOIHOMOYeHHOMY
MpeacTaBuTento MponsBoanTens B Poccuiickoin deaepaumn:

00O «beKToH AVKUHCOH BOCTOK»,

127051 Poccuiickas degepaums, Mocksa, yn. CagoBas-CamoTéuHas, [4.24/27, 2 aTax,
nometleHue |, komHarta 18

Ten./pakc: +7 495 775 85 82

email: Comnlaints CISfu bd.com



Christine Pasquarielio
Notary Public
State ofNew Jersey
My Commission ExpiresAugust18,2024
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BecToH Dickinson and Company

CneunaTCcT MeXX0TapooHOro omoeia perucTpauunu/
Inremarional Regularoiy Affairs Specialisi
y Agam Xaac/Adam Haas

I~ JUficC

NOTARY PIBLIC



<Jlorotun: B4 (BD)>
HHCTPYKIMA MO MEJUHHHCKOM IIPHMEHEHHIO
HA METHIHHCKOE H3AenHe:
Hraa ans mapun-pyaxs BD Micro-Fine Plus ontopa3oBoro nenejib30BaHES, B BAPHAHTAX HCNONHCHAN:
Hraa ans mapuy-pyaks BD Micro-Fine Plus 0,25 MM (31G) x § MM 02HOP2a30BOTo HCNIONBL3IOBAHHS;
Hraa aas mopuu-pysxn BD Micro-Fine Plus 0,30 mm (30G) x 8 MM oHOPa30B0Oro HCONL30BAHAL,

[TpouzBoauTens: «Bexron Muxuncon sun Komnauuy, CIIIA

«YTBEPKIIAIO»

«Bexmon Juxuncon 310 Komnanuy

Creyuanucm mexcoynapoonozo omoena pezucmpayuu

(Oordicrnocmy)
<Haxneiixa/penbednas meuars:
KOMITAHHUA «BEKTOH, IUKHHCOH SHA KOMITAHU» * 1906 * Adam Xaac
3APETHCTPHPOBAHA B HbIO-/DKEPCH> (uns)
< >
<I¥ramm: IHoonuce
NOANHCAHO MOR NPUCATOH B MOEM ITPUCYTCTBUH (noonucs)
CEI'OMTHA. 19 wong 20202, M
< > .
e e I_To_dlmc& —— e « 19 » wions 2020 r.
HOTAPUYC>
«HacTogmem noATEEPAIR0 TOYHOCTD, NPABHABHOCTD H A0CTOBEPROCTD
BAHHOO UEPeBOIa HA PYCCKH A3bLIK»
<Wlramm:
Kpucrun Tackyapseaso <Pemvednas nevars:
e e KPUCTHH ITACKYAPBEJIBO *
Hoxepe HOTAPUYC * HbIO-IDKEPCI>

Cpok noTHOMOYHI HCTEKaET
18 aBrycra 2024 r.>
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IMepeBo, 060pOTa ABEHAALIATOrO INCTA C aHT/IACKOIO Si3bIKa Ha PYCCKUIA S3bIK

<Haknelika/penbedHas neyarb:
KOMIMAHNA «BEKTOH ANKNHCOH 3H4, KOMIMAHW» * 1906 *
3APETMICTPPOBAHA B HbHO-KEPCI>

<LLtramn:
KpucTuH MacKyapbenso «bekTon inkuHcoH ang Komnann»
Hotapuyc CneynanucT Me>XXAyHapoAHOro oT/enaperucrpayum
LLitat Heto-kepcu Agam Xaac

CpOoK MOIHOMOYNiA UCTeKaeT

18 aBrycra 2024 r.>
<[Mogmmct> 19 nioHs 2020 T.

<lWlTamn:
noanncAHO NoA NPUCAron 8 MOEM MPUCYTCTBUN
CErO4HA, 19 unons 2020 .

<[lognucb>
HOTAPUYC>

<PenbefHas nevarb:
KPUCTUH MACKYAPLE/IbLO * HOTAPUYC * HbHO-)KEPCIA>
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C-
Poccuiickan Pepepaums

["opoa Mockaa.
[Bajuatb 4eTBepTOro MNA [Be ThbiCAUM ABafLaTOro roja.

A, MpokoweHKkoBa EneHa EBreHbeBHa, HoTapuyc ropoga MoOCKBbl, CBUAETENLCTBYH

NOANMHHOCTL NOAMUCK MepeBojUYMKa Becenosa MaBna AMuTpueBunya.

Moanucb caenaHa B MOEM NMPUCYTCTBUMN.
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