OBD

MHCTPYKUWA no NMPUMEHEHUIO
Ha MeAULMHCKOe nsgenue:
Mrna gns wnpuu-pydykn BD Mukpo-daiiH Mnoc® ¢ NATUTpaHHOM 3aTOUYKON No TexHonornm PentaPoint®, cTtepunbHas, 04HOPa3oBOro UCMNONb30BaHUS, B BapmaHTax
NCMOSTHEHUA:
1. Nrna 4.7 wnpuu-py4ykn BD Mukpo-®aiiH Maoc® ¢ NATUTPaHHON 3aTOYKOW No TexHonorum PentaPoitU® 0,23mm (32G) X 4MM, CTepu/ibHas, 04HOPa3oBOro
MCMNONb30BaHUSA;
2. Nrna gnsa wnpuy-pydykn BD Mukpo-®aitH Mnoc® ¢ naTUrpaHHol 3aTo4KON no TexHonornm PentaPoint® 0,25mMm (31C) X 5MM, cTepunbHasn, 04HOPa3oBoOro
MCMNONb30BaHUS;
3. Nrna gns wnpuy-py4ykn BD Mukpo-®aitH Mnoc® ¢ nATUIPaHHON 3aTOUKOM No TexHonornm PentaPoint® 0,25mMm (31G) x 8MM, cTepunbHas, o4HOPa3oBoro
Ncnonb3oBaguns.
MpounssognTens: HekKToH ANKUHCOH aHA KomnaHu, CLLUA
EXTRACT FROM TECHNICAL DOCUMENTATION
for Medical Device:
Single Use sterile Pen Needle BD Micro-Fine Plus with PentaPoinC'~ Technology in design styles:

1. Single Use sterile Pen Needle BD Micro-Fine Plus with PentaPoint™ Technology 0,23 mm (32G) x 4 mm;
2. Single Use sterile Pen Needle BD Micro-Fine Plus with PenlaPoint™ Technology 0,25 mm (31G) x 5 mm;
3. Single Use sterile Pen Needle BO Micro-Fine Plus with PentaPoinU* Technology 0,25 mm (31G) \ 8 mm.

Manufacturer; Becton Dickinson and Company, USA
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NAME OF THE MEDICAL DEVICE HAMMEHOBAHWE MEAVNLUNHCKOIO N3AENNA n
Single Use sterile Pen Needle BD Micro-Fine Plus with PentaPointr” Technology in Wrna ans wnpuy-pyykn BD Mukpo-®aiiH MNnoc® ¢ nATUIpaHHON 3aTOYKOW
design styles: no TexHonoruu PentaPoint®. cTepuibHas, 04HOPAa30BOro MCNO/b30BaHUA, B

. . i . ) ) BapuaHTax UCNOIHEHUS:
1 Single Use sterile Pen Needle BD Micro-Fine Plus with PentaPoint™

Technology 0,23 mm (32G) x 4 mm _ _ _ _ 1 Wrna gns wnpuy-pydkn BD Mukpo-®aitH Mc® ¢ NATUrPaHHOIA
2. Single Use sterile Pen Needle BD Micro-Fine Plus with PentaPoinUM  orouvoii no Texnonoruu PentaPoint® 0,23uM (32G) X 4MM, CTepunbHas.

Technology 0,25 mm (31G) X 5 mm ,
3. Single Use sterile Pen Needle BD Micro-Fine Plus with PentaPoint™ OAHOPA30BOTO MEnonb3osania,

Technology 0,25 mm (31G) x 8 mm 2. Wrpna gna wnpuu-pydkn BD Mukpo-®aiiH Mnoc® ¢ nATUrpaHHoM
3aTo4YKO no TexHonoruyn PentaPoint® 0,25Mm (31G) X 5MM, cTepunbHas.

(Further referred to as medical device, or MD) 0/IHOPA30BOro UCMOJIb30BaHUS;
3. Wrna gna wnpuu-pydykn BD Mukpo-®aiiH Mnoc® ¢ nATUrpaHHoM

3aTO4KoM no TexHonorum PentaPoint® 0,25Mm (31G) X 8mM, cTepusibHas,
0L HOPA30BOr0 MCMO/b30BaHNA.
(Oanee no TekcTy - MeauuuHckoe nsgenune / MIN)

INFORMATION ABOUT MANUFACTURER OF MEDICAL DEVICE CBEOEHWNA O NPOU3BOANTEJNIE MEAVNUNHCKOIO N3AENUNA

Legal Manufacturer: OTBETCTBEHHbI MPOU3BOANTEND:

Becton Dickinson and Company BekToH JNKMHCOH 3HA KomnaHu

1 Becton Drive, Franklin Lakes, New Jersey 07417, USA 1 Becton Drive, Franklin Lakes, New Jersey 07417, USA (CLUA)

Developer/Manufacturer: PaspaboTunk/MponssoanTens:

Becton Dickinson and Company «bekToH AnkunHcoH 3Ha KomnaHu», CLUA

1 Becton Drive, Franklin Lakes, New Jersey 07417, USA 1 Becton Drive, Franklin Lakes, New Jersey 07417, USA (CLLA)

Manufacturing Site(s): MecTa NpounssoacTea:

1. Becton, Dickinson and Company, Pottery Road, Dun Laoghaire, Co. Dublin, 1. Becton, Dickinson and Company,
Ireland Pottery Road, Dun Laoghaire, Co. Dublin, Ireland (MpnaHgms)

2. Becton, Dickinson and Company Limited, Donore Road, Drogheda, Co. 2. Becton, Dickinson and Company Limited, Donore Road, Drogheda, Co.
Louth, Ireland Louth. Ireland (MpnaHams)

Authorized representative of the manufacture in the Russian Federation: YNONHOMOYEHHbIV NpeacTaBUTeNb NPOU3BOANTENSA B PO:

«Becton Dickinson Vostok» Limited Liability Company O6uectBo ¢ OrpaHMyeHHON OTBETCTBEHHOCTbIO «BEKTOH AUKNMHCOH BOCTOK»

(«Becton Dickinson Vostok» LLC) (OO0 «bekToH ANKMHCOH BOCTOK»)

127051, Russian Federation, Moscow, Sadovaya-Samotechnaya str., building Poccuiickas ®egepaums, 127051 r. Mocksa, yn. CagoBasi-CamoTéuHas, 4.

24/27, 2nd floor, room I, room 18 24/27,2 3Tax, nomeweHne'!, KomHaTa 18

tel./fax:+7 495 775 85 82 Ten/ipakc: +7 495 775 85 82
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email: Complaints CIS@bd.com

THE MAIN INFORMATION ABOUT MEDICAL DEVICE

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

Conditions / scope of application

Performing parenteral (subcutaneous) injections of drugs/insulin in any area of
medicine, in the home setting or in a hospital using injection pens (injectors).
Treatment may be carried out by a patient or by a healthcare professional, either in
the home setting, in a hospital, or a clinical setting.

Indications

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

There are no contraindications identified.

Possible side effects when using a MD

The manufacturer has not identified possible side effects associated with the use of
MD. All possible warnings that are necessary for the safe use of the MD are listed
in the instructions for use and on the package.

DESCRIPTION OF MEDICAL DEVICE OPERATION AND FEATURES

The medical device is a disposable, sterile medical device.

The pen needle consists ofa double-ended lubricated stainless-steel cannula fixed
into a polypropylene hub.

The needle and hub are contained in a protective polyethylene cover, which is
covered by a heat sealed, peel-away sterility barrier which also functions as tamper
evidence.
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OCHOBHbIE CBEAEHNA O MEAVWUMNHCKOM U3OENNN

Ha3HaveHne MeANLMHCKOro n3genus

MW  npefHasHayeHO 414  napeHTepanbHOro  (MOAKOXHOro) — BBeLeHUA
NEeKapCTBEHHOMo Mnpenapata/MHCyNMHA W3 KapTpuaxka, pacrofioKeHHOro B
LUNPUL-PYYKe.

Ycnosus / obnactb NpuMeHeHUs

BbinonHeHne napeHTepasibHbIX (MOLKOXHBIX) WHBEKLUMWIA N1eKapCTBEHHbIX
BeLLecTB/ MHCYNNHA, B 1060 061aCTN MeULMHBI, B LJOMALIHUX YCIOBUAX U
KIMHMKax, Npy NMomOoLLM LINPUL-pyYeK (MHXEKTOPOB)

JledyeHne MOXET NPOBOAUTLCA NAUWEHTOM WM MeLULUHCKMM pabOTHUKOM B
[AOMaLUHUX YCNOBUAX, B OO/IbHULE UM B KIIMHUYECKUX YCNOBUSAX.

MNokasaHunA

MW npefgHa3Ha4yeHO A1 CamMOCTOATENIbHOIO BBEAEHWSA /IEKAapCTBEHHOI0
npenapara/MHCyNHA. NMaLMeHTOM C NOMOLLbIO LUNPUL-PYYKM B JOMALLHUX
ycnosumsax. MU Takxke MOXeT ObITb UCNOMb30BAHO KBAIM(PULMPOBAHHbLIM
MeAMLMHCKUM NepcoHanoM B /Ie4e6HOM YUPeXAeHUn, npu yCrioBum
MCNONb30BAHUA UHAMBUAYANbHBIX KapTPUAXKe C N1eKapCTBEHHbIM
npenapaToM/MHCYIMHOM W LUNPUL-PYYEK OTAENbHO /15 KaXKA0ro nauueHTa.
OcHoBHoOe npumeHeHne MW - NOAKOXXHOE BBELEHME UHCYNVHA.
NMpoTuBONOKa3aHuA

lMpoTnBOMNOKa3aHNA He BbIABNEHbI.

B0o3MOXHble N060YHbIE AeNCTBUSA NpY UCNob3oBaHUN MU
Mpoun3BOAMTENEM He BbISIB/IEHbI BO3MOXHble MOBGOYHbIE AENCTBUSA, CBA3AHHbIE
C npumMeHeHnem camoro M. Bce BO3MOXHblE MPeOCTEPeXKeHNs, KOTopble
Heob6Xxo4UMbI N5 6e30MacHOro NPUMeHeHUs U3LeNns, YKasaHbl B UHCTPYKLMK
Mo NPUMEHEHUIO N Ha YMaKoBKe.

OMMNCAHVE MEONUNMHCKOIO M3AENTNA NTIPUHUWMOB, HA
KOTOPbIX OCHOBAHA PABOTA MEANUWHCKOIO N3AENNA,

NMX OCOBEHHOCTMW

MW npeactaBnsieT cob6oil 0fHOPa30BOe, CTEPUIbHOE MELMLMHCKOE W3AENUe.
Wrna gns Wwnpui-py4ykn COCTOUT M3 IBYCTOPOHHEI KaHIONN M3 HEpPXKaBELOLLEN
CTanu, MNOKPbLITOA  CMasblBalOWMM  BELECTBOM U 3aKpenseHHon B
NOAWNPONWUIEHOBOM BTYNKe. Mrna u BTYAKa HaxoAAaTcs B 3alUTHOW wau
MONMATUNIEHOBOM KPbILIKE, KOTOpas 3aKpbiTa 6apbepoM CTEPUNIbHOCTU -



Color coding of group/customer carton packaging, protective tear drop/individual
label, as well as inner needle shield simpliHes the recognition of needles of different
sizes.

Sterility of the needle is maintained by means of a plastic cover and tear
drop/individual label, which guarantees the sterility of the product.

The needle is protected from an accidental injection in the removed condition by the
design feature of a protective inner shield.

Penetrating needle contains five sharpening angels. Five bevels technology is called
PentaPoint. Five-bevel technology is designed to reduce the resistance that occurs
when needle passes through the tissues, which reduces patient’s pain during
injection.

The needle is only distributed in its sterilized form, is intended for single use only.

Principles of operation of a medical device:

The pen injector is loaded with a drug/insulin cartridge. 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 prior to
injection.

DIRECTIONS FOR USE

For patients performing the injections themselves:

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/insulin cartridge (pen injector not included in
package of delivery of medical device). The sterility barrier («tear drop/individual
label») of individual pack is removed from the pen needle. Then the pen needle is
attached into 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.

This inner shield is removed directly prior to injection.
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cTepwibHas 3anasHHas OTpbIBHas Memb6paHa,
OTpblBaHas MembpaHa Takxe CNY>XWUT UHANKATOPOM MepBOro BCKPbITUIA

LiBeTOBOE KOAMPOBaHME TPYynnoBoK/NOTPe6UTENbCKON KAapTOHHOW YNakoBKM
MW n 3alWmTHOrO fA3bluka/ MHAMBUAYaNbHOW YynakoBku MW ynpouwaeT
pacnosHasaHue urn pasHoro pasmepa.CrtepunbHOCTb MW coxpaHseTcd npu
MOMOLLM 3alWMUTHOIO Ko/Mnayka u Gapbepa CTEPUAbHOCTU/MHAUBUAYAbHOW
YNaKOBKW, rapaHTUPYIOLLEro CTEPUIbHOCTbL U3LeNunA.

OT cnyyaiiHOro ykona B CHATOM COCTOSHWM MW 3awiuuiaet 0CO6EHHOCTb
KOHCTPYKLMN 3aLLUTHOrO KOMMayKa.

Wrna ¢ NpoHMKalOLWEen CTOPOHbI COAEPXMUT 5 YrnoB 3aToyku. TexHosmorus
NATUIPaHHOW 3aTOYKM Monyyuna HaseaHue PentaPoint.

MaTurpaHHas 3aTtoyka OCTPWUA Wbl NpefHasHayeHa [A1F  YMEeHbLUeHUs
COMPOTMBEHNSA, BO3HUKAOLLErO MNPV MPOXOXKAEHUN WI/bl Yepe3 TKaHW, 4TOo
MO3BONSAET CHU3NUTbL 60NEBbIE OLYLLEHNA MaLMeHTa NPu UHLEKLUN.

Virna nocraBnseTcs TONbKO B CTEPUIbHOM BUAE M MpefHa3HavyeHa TOMbKO Ans
0[lHOPa30BOro MCNONb30BaHUA.

MpuHUMnbl paboTbl MeguUMHCKoro usgenua (MW):

B LUNPUL-PYYKY 3arpykaercs KapTpuaxX C NEeKapCTBEHHbIM
BELLLECTBOM/MHCYNIMHOM. Bapbep CTepunbHOCTU («A3bIYOK») UHAUBMAYaNbHOM
ynakosky MW cHMmaeTca ¢ 3alMTHOro Kosnayka urnbl. 3ateM MW, Haxogsach
B 3alUMTHOM KO/MMayke, MPUKPENIseTca K LWNpuL-pyydke (MHXeKTopy),
MPOHMKaA CKBO3b MembpaHy KapTpuixa, N HaBMHUMBAETCA Ha LUMPULL-PYUKY.
C wrnbl nocne ee MNPUCOEAMHEHUS K LUNPUL-PYYKE CHUMAETCA BHELLIHWI
3alUMTHBIA KOMNAvyoK, O6HaXas BHYTPEHHWI KOMNavyokK, HernocpeAcTBEHHO
HaZeTblil Ha Urny. BHYTPeHHWI KOMMa4yoK CHUMAETCA C Wr/bl nepes camoi
WNHBEKLINEN.

Cnocob NPMMEHEHWA

[Ona nauvMeHTOoB, BbIMOMHAKWNX UHBEKL NN CAMOCTOATE/IbHO:
Heo6x04UMM0 NPOKOHCY/IbTMPOBATLCA Y /levallero Bpaya no noBofLy TEXHUKM
NHBLEKLUN 1 BbibOpa Hanbonee noaxofsllen ana Bac ANUHbI UMbl

B wnpuu-pyyky (MHXEKTOpP, He BXOAWUT B KOMMJIEKT MOCTaBKW) 3arpy’kaetcs
KapTpuaX C SIeKapCTBEHHLIM BELLECTBOM/UHCYNMHOM. Bapbep CTepuibHOCTU
(«MHAMBUAYanbHas 3TUKeTKa») MHAUBUAYaNbHOW YNakoBKU MW cHumaeTcs ¢
3alWNTHOrO Konnayka urnel. 3atem MW, npogomkas HaXoauThCA B 3aLLUTHOM
KONnayke, NPUKpPenseTcs K Wnpuy-pyyke (MHXeKTopy), npobusas MemopaHy
KapTpuaka, W HaBMHUYMBAETCA Ha wWnpuu-pyyky. C wWrnbl nocne ee
NPUCOEANHEHMNS K LLMPULL-PYUKEe CHUMAETCA 3aLMTHbIA KOMMa4yoK, B KOTOPbIN



To ensure an accurate dose when injecting with an insulin pen:

1) Check the flow of insulin through the needle after loading a new cartridge and
before any injection.

2) Attach a new needle before each injection and remove it immediately after the
injection. Needle reuse is highly not recommended. Never carry a pen with a
needle attached as this leaves an open passageway into the cartridge.

3) Insert the needle into the skin in the way that your healthcare professional
suggests.

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 needle 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 should observe the precautions shown
for performing invasive procedures / procedures (potential contact with blood).

TECHNICAL DESCRIPTION

General view of the medical device
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OHa 6blna paHee nomelleHa, obHaxas Konmadok nKn”
HageTblii Ha nrny. Konnayok Uribl CHUMAETCA C UMbl HENOCPEACTBEHH!
NHBLEKLMEN.

Ons  TOoro  4tobbl  BBECTM  HeOOXOAUMYK 03y
BeLLeCTBa/MHCYIMHA. UCNONb3YA LWNPUL-PYUKY, HE0OX0AMMO:
1) TpoBecT NpoOBepKYy MOCTYMN/IEHNA B WYy JIeKapCTBEHHOrO BewecTsa/
WHCYNMHA, NOCNe YCTaHOBKM HOBOrO KapTpuaKa 1 nepes Kaxao NHbeKUue.
2) Ona Kaxgo WHbEKUMWM CcneayeT WCnonb3oBaTb HoBoe MW, KoTopoe
HEMEL/IEHHO CHMMAeTCs W YTUAU3UPYeTCA Mocne Kaxaoh uHbekuuu. He
pekoMeHAyeTCs MOBTOPHOE MCMOMIb30BaHWe Wrfbl. Henb3d oCTaBnfTb Urny,
HaKPYYEHHYIO Ha LUNPUL-PYYKY, TaK KaK 3TO OTKPbIBaeT AOCTYMN B KaPTPULXK.
3) BBecTu urny nof Koxy, crefys peKoOMeHAauuy fevatlero spaya.

NEKapCTBEHHOIO

Mocne BBEAEHUA UMbl HAXXMUTE KHOMKY BBELEHWUA MHCY/IMHA Ha LLNPUL-pYYKe
N yaepxmBainte ee MUHUMYM 10 CeKyHA A0 BbIBEAEHUS UMbl U3 KOXMW. Ecnn
nocne WHbEKUMU WHCYNUH NPOAO/XKaeT BbIAeNATbCA M3 WINbl, BO Bpems
Cnefylowen  MHbeKUUW  yaepXxuBanTe  WUry  MOL4  KOxein  6onee
NPOAO/MKNTENbHBIA Nepuos BpeMeHw.

Ona meAnMUMHCKOro rnepcoHasna:

MW He TpebyeT cneunanbHOW MOATOTOBKM WM O06YYeHUS Mef. NepcoHana.
Mpun pabote c¢ MW cnepgyer cobnwofgaTb Mepbl NPeLOCTOPOXHOCTH,
noKasaHHble [N BbIMOMHEHWUA  WMHBA3WBHbIX  MaHunynauui/npouesyp
(MOTeHUMaNbHbIA KOHTAKT C KPOBbLHO)

TEXHNYECKOE ONMMCAHVE MEANUWMNHCKOIO N3AENUNA

Obwnii BUA MeAULIMHCKOIO N3aenns



Pic. 1- General view. Single Use sterile Pen Needle BD Micro-Fine Plus with PentaPoint™ Technology 0,23 mm (32G) x 4 mm

Puc. 1- O6wwii Bua. Virna ana wnpuy-py4dkn BD Mukpo-®aiiH Mnoc® c TexHonorven PentaPoint® 0,23mMm (32G) x 4MM, cTepubHas, 0HOPa3oBoro
1CNonb30BaHNA

Pic. 2 —General view Single Use sterile Pen Needle BD Micro-Fine Plus with PentaPointTw Technology 0,25 mm (31G) x 5 mm;
Puc. 2 —06wwuii Bng. rna ana wnpuy-pyyukn BD Mukpo-®aitH Mnoc® ¢ TexHonorueid PentaPoint® 0,25mMMm (31G) X 5MM, cTepuibHas, 04HOPa30Boro
MCNONb30BaHMA
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Pic. 3 - General view. Single Use sterile Pen Needle BD Micro-Fine Plus with PentaPoinn” Technology 0,25 mm (31G) x 8 mm.
Puc. 3- O6wwmin Bug. Nrna gns wnpuy-pyvykn BD Mukpo-®aiiH Mnoc® c TexHonoruel PentaPoint® 0,25mMm (31G) x 8MM, cTepuibHas, 04HOPa30BOro
MCcnonb3oBaHuA

—Cover
Sterile
£3nnuia{neet»e) Steriittv barrier

{teardrop label

Needle shield

Needls hub

Pic. 4 ~ Main components of MD: Single Use sterile Pen Needle BD Micro-Fine Plus with
PentaPointTM Technology 0,23 mm (32G) x 4 mm

Sterile cannula
ineedie)

Sterility barrier (tear drop label)
Needle shield

— Cover

Needle hub

Pic.5 - Main components of MD: Single Use sterile Pen Needle BD Micro-Fine Plus with
PentaPoint™ Technology 0,25 mm (31G) x 5 mm;
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.- 3awuTHblii KO/LIBYOK

CTepunbHas
KaHons
(vrna),

Konnauok urs CTepunbHbIii 6apbep (S»blyok)

Oepxatenb vrnbl

Puc. 4 - OCHOBHble KOMMNOHEHTbI MW: Urna gna wnpuy-pydkn BD Mukpo-daiiH
Mntoc® ¢ TexHonormen PentaPoint® 0,23mm (32G) X 4MM, cTepu/bHasi, 0[JHOPa3oBOro
NCMosb30BaHus

3auyrrHbiH Konna4yok CTepunbHaa KaHwons

(rna) CTepu.nbKblli 6apbep (A3bI4OK)

Konna4vok urnbl

AepxaTtenb UMbl

Puc. 5 - OcHOBHble KOMNOHEHTBI MW: Wrna gns wnpuy-pydkn BD Mukpo-daiiH
Mnoc® ¢ NATMrpaHHOM 3aTO4KOW No TexHonorum PentaPoint® 0,25mMMm (31G) X 5MMm,
CTepusibHas, 04HOPa30BOro UCMOJb30BaHWS,;




3anurrHbIii Konavyok
-Cover

Stefile«cnule

(nesOie)

Stenhtv bsmer (tear drop label) Konnayok vrnbl

Needle hub [ep>xxaTtenb urmbl

Puc. 6 - OCHOBHble KOMMOHEHTbI MW: Wrna ana wnpuy-pyykn BD Mukpo-®PaiiH
Mnoc® ¢ naTUrpaHHol 3aTo4Kol No TexHonorum PentaPoint® 0,25mMMm (31G) x 8Mm,
cTepunbHasa, 0iHOPa30BOro UCNo/b30BaHNs.

Pic.6 - Main components of MD: Single Use sterile Pen Needle BD Micro-Fine Plus with
PentaPoint™ Technology 0,25 mm (31G) x 8 mm.

Name of MD

Parameter \
MD \

Needle length, mm (A)

Color of inner shield

Gauge Size

Weight of needle
without pack, g

Single Use sterile Pen
Needle BD Micro-Fine
Plus with PentaPoint™
Technology 0,23 mm
(32G) x4 mm

4 (+1- 1,2)

Green

32G

0,2 +/-0,05
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Single Use sterile Pen
Needle BD Micro-Fine
Plus with PentaPoint™
Technology 0,25 mm
(31G) X5 mm;

5 (+/- 1.2)

Purple

31G

0,2 +/-0,05

Single Use sterile Pen
Needle BD Micro-Fine
Plus with PentaPoint™
Technology 0,25 mm
(31G) x 8 mm.

8 (+/- 1.2)

Blue

31G

0.2 +/-0.05

\ HaumeHoBaHue
\ MW
Mapametp \

MH \

OnuHa urnbl, mm (A)

LiBeT Konnayka urnbl

KannbpoBaHHbIN pasmep
Urnbl

Macca urnbl 6e3
YyNaKoBKW, 1

Wrna gnsa wnpuu-
py4ykn BD Mwukpo-
dalin MNnoc® ¢
NATUTpaHHOM
3aTO4YKOM Mo
TexHonoruu
PentaPoint® 0,23.MM
(32G) X4mm.
cTepunbHas,
04HOPa3oBOro
NCMONb30BaHNA

4(+/- 1,2)
3eneHblin

32G

0.2 +/-0,05

Wrna gnsa wnpuu-
pyykun BD Mwukpo-
daliH Mnoc® ¢
NATUrPaHHO’
3aTOYKON no
TexHonormm
PentaPoint® 0,25MM
(31G) X5mm,
cTepunbHas,
0fjHOpa3oBoro
MCMnosb30BaHNA
5(+/- 1,2)

duroneToBbIl

31G

0,2 +/-0,05

Wrna gnsa wnpuu-
pyukun BD Mwukpo-
®daliH MNnoc® ¢
NATUTrPaHHo’
3aTOYKOW No
TexHonornm
PentaPoint® 0,25.Mm
(31G) x8Mm.uy,
cTepunbHas,
0HOpPa3oBoro
NCrosib3oBaHnsA

8 (+/- 1.2)

CuHwniA

31G

0,2 +/-0,05



Symbols present on the packaging / PacwimndgpoBKa cMB0O/I0B» MPUCYTCTBYIOLNX Ha YNaKoBKax

Cumon/ Symbol

A A 0050

®

| 1o t|

STtRILEI R1

Cumon/ Symbol
id

‘C ¢ 0050

1ot]

IREF
STERILE1R1

1 EC irepl
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Pacwndposka / Description

O3HayaeT, 4YTo faHHOe YCTPOMCTBO OTBeyaeT TpeboBaHMAM EBpPONECKOl AUPEKTVBLI 0 MeAULMHCKUX npubopax
93/42/EEC / CE -mark, conformity with requirements of European regulations 93/42/EEC.

[na ogHoKpaTHOro npumeHeHus / Single Use

Kog naptum / Lot number

PagvaunoHHasa ctepunusauumsa / Sterilization method is radiation

WMcnonb3osatb 1o / Use By Date

r pynnosas ynakoska/ Group packaging
Cumon/ Symbol
W3rotosutesns / Manufacturer

O3HayvaeT, YTO JaHHOe YCTPOMCTBO OTBeYaeT TpeboBaHMSM EBPONENCKO AMPEKTMBLI O MEeAULMHCKMX npubopax
93/42/EEC / CE-mark, conformity with requirements of European regulations.

Mcnonb3osaTtk A0 / Use By Date
[na ogHokpaTHoro npumeHeHus / Single Use
Kog naptum / Lot number
Homep no katanory / Catalogue Number
PagnaunoHHasn ctepunmsayms / Sterilization method is radiation.

YNoNHOMOYeHHbIW npeacTaBuTens B EBpone (TpeboBaHue ampekTusbl 93/42/EEC 0 meguMumMHCKOM ycTpolicTee)/
Authorized Representative in Europe (requirement of the Medical Device Directive 93/42/EEC)



O | I O6patnTecb K MHCTPYKUMK No npumMeHeHuto/ Consult the IFU

g ) He nognexut nosTopHoi ctepunusayuun/ Do not sterilize

TpaHcnopTHas ynakoBKa /Transport packaging

Cumson/ Symbol Cumson/ Symbol
d W3rotosuTens /Manufacturer
STERILE1R1 PagnaunoHHas ctepunmsaums /Sterilization method is radiation.
He gonyckatb Bo3geiicTBus conHevHoro ceeta / Keep Away From Sunlight
r ~T

bepeub OT Bnaru /Keep Dry

O3HayaeT, Yo JaHHOe YCTPOWCTBO OTBeYaeT TpeboBaHMAM EBponenckoi ANPEKTMBLI O MeAULMHCKMX Mnpubopax
N\ N\ 93/42/EEC I CE -mark, conformity with requirements of European regulations.

® [na ofHOKPATHOro NpUMeEHeHUs /Single Use

YnakoBKa npurogHa ans nepepaboTku /Recyclable Packaging

YNONHOMOYEHHbIV NpeacTaBuTenb B EBpone (TpeboBaHue anpekTmebl 93/42/EEC 0 MeAUUMHCKOM ycTpolicTee)/

EC [vep Authorized Representative in Europe (requirement of the Medical Device Directive 93/42/EEC)
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THE LIST OF COMPATIBLE INJECTION PENS

MD Single Use sterile Pen Needle BD Micro-Fine Plus with PentaPoint

Technology in design styles:

1. Single Use sterile Pen Needle BD Micro-Fine Plus with PentaPoint
Technology 0,23 mm (32G) x 4 mm

2. Single Use sterile Pen Needle BD Micro-Fine Plus with PentaPoint
Technology 0,25 mm (31G) x 5 mm

3. Single Use sterile Pen Needle BD Micro-Fine Plus with PentaPoint
Technology 0,25 mm (31G) x 8 mm

is compatible with following products (pen injectors) ofthe 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 pharmaceutical 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:
Manufacturer Name of product

Pen-injector for administration of insulin

«HumaPen® Luxura DT», Registration Certificate

No FSZ 2008/01677 dd 02J0O.2017

Humalog®, Registration Certificate Ne LP-005186

dd 19.11.2018
Humulin® MZ, Registration Certificate Ne P
N013713/01 dd 25.05.2011

Pen-injector for administration of insulin HumaPen®
Eli Lilly Ergo |1, Registration Certificate Ne FSZ 2012/12222

dd 19.02.2016

Forsteo®, Registration Certificate Ne P N015927/01

dd 12.05.2011

Humalog® Mix 25, Registration Certificate No P

N011947/01 dd 28.04.2011

Humalog® Mix 50, Registration Certificate N° LP-

001045 dd 21.10.2011
Humalog®, Registration Certificate Ne P
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NMEPEYEHb COBMECTUMbIX MU

MW «Wrna gna wnpuu-pydkn BD Mukpo-®aiiH Mnoc® c TexHonA!!!
PentaPoint®, cTepunbHas, 0AHOPa30BOr0 WCMNOMbL30BaHWA, B BapuaHTax
NCMONHEHNA»:

1 Wrna pans wnpuu-pyykn BD Mukpo-®aiiH Mnoc® ¢ TeXHOoMornen
PentaPoint® 0,23Mm (32G) x 4mM, CTepunbHass, O[IHOPA30BOro
1CNOMb30BaHNS,

2. Nrna pgna wnpuy-pydkn BD  Mukpo-®aitH Mnoc® ¢ TexHonoruen
PentaPoint® 0,25mm  (31G) X 5mMm, CcTepunbHasA, OAHOPa30BOro
MCMoNb30BaHMA,

3. rna pgna wnpuy-pydykn BD  Mukpo-®aitH Tnoc® ¢ TeXHONorunei
PentaPoint® 0,25mm (31G) x 8wmM, CTepunbHas. 04HOPa30BOro
NCMONb30BaHMS.

COBMECTMMbI CO LUNPUL-PYYKaMK pasfiMyHbIX NPOU3BOAUTENEN.

LLINpUu-pyyKn B KOMMIEKT MNOCTaBKM HE BXOAAT.

LLnpuy-pyykn, npeacTaBneHHble B Tabnuue HUXe, 3aperMcTpupoBaHbl Ha

TeppuTopun Poccuiickoi defepaLlny B Ka4ecTBe MeLULUHCKOIO U3AeNnsa uim

ABNAKOTCA MEPBUYHON YNaKOBKOW NeKapCTBEHHOro cpeacTsa (NeH-nHXeKTop

AN BBELEHWS UHCY/IMHA), 3aperncTpMpoBaHHOIO B rocyjapCTBEHHOM peecTpe

neKapcTBeHHbIX cpeacts (J1IC), 1 NO3TOMY He 3aperncTpupoBaHbl B KayecTse

CaMOCTOATENbHOIO MefMUUHCKOro u3genns. Cnmncok coBmecTuMbIX ¢ MU

WNpUU-pyyYeK  BK/IKOYaeT, HO HE  OrpaHu4MBaeTcd  C/efytowumu

NPOU3BOAUTENAMM:

lponssoAnTens HanmeHoBaHMe NpoayKTa
ncuMmM
e T[leH-UHBEKTOpP A4/18 BBELEHUSA UHCY/NHA
"XymalleH® Mlokcypa AT", PerncTpaymoHHoe
ypocTosepenne Ne ®C3 Ne 2008/01677 oT
02.10.2017
Eli Lilly » Xymanor®, PerucTpaumoHHoe y40CTOBEpPeHMe
3 Nlnnnu Ko/1M-0051860T 19.11.2018

e XyMYNMH® M3, PeeucmpaifuoHHoe
ypocToBepeHmne Ne M N013713/01 oT 25.05.2011

e TleH-nHbeKTOp AN1A BBeAEHUS NHCYNNHA
XymalleH® 3pro Il, PerucTpaLnoHHoe



N015490/01 dd 09.02.2009

Sanofi-Aventis

o Apidra® Registration Certificate Ne LS-002064 dd
03.10.2011

o Lantus® Solostar®, Registration Certificate Ne LP-
Ae(000207)-(RG-RU) dd 20.04.2021

o Lyxumia®, Registration Ceriificate Ne LP-002737 dd
02.12.2014

* Pen-injector AllStar reusable with accessories,
Registration Certificate Ne RZN 2015/2805 dd
15.07.2015

¢ Toujeo SoloStar®, Registration Certificate Ne LP-
003653 dd 30.05.2016

¢ Insuman® Bazal GT

Registration Certificate Ne P N011994/01 dd
15.02.2011

e Soliqua SoloStar®

Registration Certificate Ne LP-Ne(000323)-(RG-RU) dd

27.07.2021

yoocmoseperue No @C3
19.02.2016 ‘
¢ Qopcreo®, Pezucmpayuonnoe yoocmosepesiue
Ne TTN0O15927/01 om 12.05.2011
o Xymanor® Muxc 25 Pezucmpayuonnoe
yoocmosepenue Ne IT N011947/01 om 28,04.2011
¢ Xymanor® Muxc 50, Pezucmpayuonnoe
Yoocmoeepenue Ne JIIT-001045 om 21.10.2011
Xymanor®, Pezucmpayuonnoe ydocmosepenue Ne
11 N015490/01 om 09.02.2009

Sanofi-Aventis
Canodn-

ABeHTHC

¢ Aonuapa®, Pezucmpayuonnoe yoocmosepenue
Me JIC - 002064 om 03.10.2011
s Jlantyc® ConoCrap®, Pezucmpayuonnoe
yoocmosepenue Ne JITT-Ne (000207)-(PI'-RU) om
20.04.2021
o Jinkcymua®, Pezucmpayuonnoe ydocmosepenue
Ne JITT-002737 om 02.12.2014
o Uinpuu-pyuxa "OnCrap” (AliStar) ans
MHOTOKPATHOIO HCNOL30BAHHA C
NPHHAANEXKHOCTAMM, Pe2uicmpayuonnoe
yoocmosepenue Ne P3H 2015/2805 om
15.07.2015
¢ Tyaxeo ConoCrap®, Pezucmpayuonnoe
ydocmosepenue Ne JIIT1-003653 om 30.05.2016
o Hucyman® Bazan I'T, Pezucmpayuonnoe
yoocmosepenue Ne IT NO11994/01 om
15.02.2011
e Conuxsa ConoCrap®, Pezucmpayuornnoe
yoocmosepenue Ne JITT-Ne(000323)-(PT-RU) om
27.07.2021

Novo Nordisk
Hoso-Hopanck

o Jlesemup® Onexcllen®, Pezucmpayuonnoe
yoocmoeepenue Ne JIC-000596 om 11.01.2010

o HosoPanua® ®nexcllen®, Pecucmpayuonnoe
ydocmoeepenue Ne II NO16171/01 om
01.12.2009
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Novo Nordisk

Owen Mumford
(Owen Mumford
Ltd)

Ypsomed (Ypsomed
AG)

AstraZeneca

Levemir® FlexPen®, Registration Certificate No
LC-000596dd 11.01.2010

NovoRapid® FlexPen®, Registration Certificate Ne
P N016171/01 dd 01.12.2009

NovoMix® 30 FlexPen®, Registration Certificate
No P N015640/01 dd 06.10.2008

Victoza®, Registration Certificate No LSR-
004405/10 dd 18.05.2010

Pen-injector for administration of insulin
«NovoPen Echo®», Registration Certificate Ne
FSZ 2011/09703 dd 23.04.2015

Xultophy®, Registration Certificate Noe LP-003554
dd 11.04.2016

NovoMix® 50 FlexPen®, Registration Certificate
No LSR-002523/07 dd 31.08.2007

Saxenda®, Registration Certificate No LP-003491
dd 09.03.2016

Tresiba®, Registration Certificate No LP-002234
dd 18.09.2013

NovoMix ®70 FlexPen®, Registration Certificate
No LSR-002524/07 dd 31.08.2007

Injector for administration of insulin NovoPen® 4,
Registration Certificate Ne FSZ 2009/05108 dd
11.09.2009

Injection pen AutoPen 24 3.0 ml for insulin Owen Mumford
injections with accessories, Registration certificate (Owen Mumford
No FSZ 2010/07919 dd 14.09.2010 Ltd)

Injection pen AutoPen Classic 3 ml for insulin OyaH Mamdpops

injections with accessories, Registration certificate Nt

No FSZ 2010/07710 dd 14.09.2010

BiomatikPen ® for 3 ml cartridges, Registration

certificate Ne FSZ 2009/04816 dd 03.10.2017 Ypsomed
BiomatikPen® M for 3 ml cartridges. Registration (Ypsomed AG)
certificate Noe RZN 2020/10093 dd27.04.2020 Nncomep Al

Byetta ®, Registration Certificate N2 LS-002221 dd
09.06.2011
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HoBoMukc® 30 Priekcl TeH®!
PerncTpaunoHHoe y10CTOBepeHue
N015640/01 oT 06.10.2008

BukT03a®, PerncrpaunoHHoe ya0CTOBepPeHNe
Ne/TICP-004405/100T 18.05.2010

VHbekTOp ANnd BBeAeHUs nHcynnHa "HosolleH
Ixo0®", PerncrTpaymoHHoe yaocToBepeHmne N2
®C32011/09703 oT 23.04.2015
CynbToaii®, PerncrpaunoHHoe
yaocTosepeHue N2/1M-003554 o1 11.04.2016
HoBoMukKc® 50 dnekclleH®,
PerncTpaunoHHoe yaqocToBepeHne N2 J1CP-
002523/07 oT 31.08.2007

CakceHpa®, PerucTpaunoHHOe y40CT OBEPEHUE
N2/111-003491 ot 09.03.2016

1 pecnba®, PerncTpaumoHHOe yL0CTOBEPeHMe
N2J1M-002234 oT 18.09.2013

HoBoMukKc® 70 dnekclleH®,
PerncTpaunoHHoe ygocToBepeHue N2J1CP-
002524/07 o1 31.08.2007

VHbeKkTOop Ans BBeAeHUa MHcynnHa HosoleH®
4, PerncTpaunoHHoe ygocTosepeHne N2 dC3
2009/05108 oT 11.09.2009

LLinpuy-pyuka Autopen 24 3.0 ml gna
WHBEKUMIA MHCYNMHA C MPUHAANEXHOCTAMM.
PerncTpaunoHHoe ygocTosepeHne N2 ®C3
2010/07919 oT 14.09.2010

LLInpuy-pyyka Autopen Classic 3ml ans
WHBEKUWIA UHCYNNHA C MPUHAANEXXHOCTAMN.
PerncTpaunoHHoe ypocTosepeHne N2 ®C3
2010/07710 oT 14.09.2010

Lnpuu-pyyka BromatukleH® ans
KapTpuaKel eMKOCTbIO 3 MA, PerucTpaunoHHoe
ypocTosepeHne N2 ¢C3 2009/04816 oT
03.10.2017

LWnpuy-pyyka bruomatnkleH®M ang



KapTpuaXei eMKOCTbIO 3 M,
PerucTpaunoHHoe ygocToBepeHune No
2020/10093 oT 27.04.2020

AstraZeneca * baeta®, PerncTpaymoHHoe ygocTosepeHume Ns
AcTpa 3eHeka N1C-002221 o1 09.06.2011
THE INFORMATION ABOUT AVAILABILITY IN THE MEDICAL NH®OPMALWNA O HAJTMYNIN B MEANUNHCKOM U3AENTNA
PRODUCT OF THE MEDICINE FOR MEDICAL APPLICATION» NEKAPCTBEHHOI'O CPEACTBA A4J/1A MEANUMNHCKOT O
ANIMAL MATERIALS AND (OR) HUMAN ORIGIN MPUMEHEHNA, MATEPUAJTIOB XXBOTHOI O U (UJTN)

YE/TOBEYECKOIO NMPONCXOXAEHNA

The composition of medical device does not contain medicinal products for B coctaBe u3fenusa  OTCYTCTBYKOT JIeKAPCTBEHHbIE

cpeacTBa AN
medical use, materials of animal and (or) human origin.

MEQNLUMNHCKOIO NpUMEHEHNA, MaTepnasibl )KWBOTHOTO U (I/I!'IVI) yennoBeyeckKoro

MPONCXOXAEHUSA.
THE LIST OF INTERNATIONAL STANDARDS APPLIED TO THE MEPEYEHb HALUMNOHAJIbHBIX N MEXAYHAPOAHbBIX
MEDICAL DEVICE HOPMATWVBHbIX AJOKYMEHTOB/CTAHOAPTOB, KOTOPbLIM
COOTBETCTBYET MEANUMHCKOE N3OENUNE
Standard / Description OnucaHue
CraHpapTt
Sterilization of medical devices —Requirements for Tpe60BaHWUA K MESULMHCKUM U3AENUAM, KOTOPbIE MOANeXar cTepunmsauny - Yactb
EN 556-1 medical devices to be designated ‘STERILE’ - Part  1: Tpe6oBaHus K (QUHNLIHOI CTEPUAN3ALN MEANLMHCKUX N3AeNNii
1. Requirements for terminally sterilized medical
devices
EN 1041 Information supplied by the manufacturer with WHdopmauus, npegoctasngeMas Npou3BOAUTENEM C MESULMHCKUMN Nprbopamm
medical devices
Medical devices - Part 1: Application of usability MeguunHckue npubopbl. MprMMeHeHWe NPOEKTMPOBaHUA C Y4yeToM YyA06CTBa
EN 62366 engineering to medical devices ncnonb3oBaHNUA K MeaNLNHCKNM I'IpVI60paM.
EN 1SO Biological evaluation of medical devices bronorunyeckas oueHka MeANUMHCKUX NpM6opos

cepun/series 10993

Sterilization of healthcare products - Radiation - Crtepunusaums mMeguuMHCKoW npoaykumu. O6nydeHme. YacTb 1. Tpe6oBaHUs K

EN 1SO 11137-1 Part 1. Requirements for development, validation pa3paboTke, Banufaunyv u TeKyLlemy KOHTPO/O npolecca CTepuansauum
and routine control of a sterilization process for MegUUWHCKUX U3aennii
medical devices

EN 1SO 11137-2 Sterilization of healthcare products - Radiation - CTepunusauna mefuUUHCKOA npofykumun. O6nydeHune. Yactb 2. OnpegeneHue

Part 2: Establishing the sterilization dose CTEPUNN3YIOLLEN A03bl.
EN ISO 13485 Medical devices - Quality management systems - MeguuuHckme wusgenns - CuUCTeMbl MeHe[)KMeHTa KayecTBa - TpeGoBaHMA K
'Requirements for regulatory purposes perynnposaHunio (1ISO 13485)
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ENISO 14971

EN 1SO 11607-1

EN ISO 11607-2

EN 1SO 11737-1

EN 1SO 11737-2

EN I1SO 15223-1

ISO 11608-1

ISO 11608-2

ISO 9626

ISO 11137-3

Medical devices - Application of risk management
to medical devices

Packaging for terminally sterilized medical devices
- Part 1 Requirements for materials, sterile barrier
systems and packaging systems

Packaging for terminally sterilized medical devices
e Part 2: Validation requirements for forming,
sealing and assembly processes

Sterilization of medical devices - Microbiological
methods - Part 1. Determination of a population of
microorganisms on products

Sterilization of medical devices - Microbiological
methods - Part 2: Tests of sterility performed in the
definition, validation and maintenance of a
sterilization process

Medical devices — Symbols to be used with medical
device labels, labelling and information to be
supplied — Part 1. General requirements
Needle-based injection systems for medical use —
Requirements and test methods - Part 1. Needle-
based injection systems.

Needle-based injection systems for medical use -
Requirements and test methods - Part 2: Needles

Stainless steel needle tubing for the manufacture of
medical devices

Sterilization of healthcare products - Radiation -
Part 3: Guidance on dosimetry aspects

ENVIRONMENTAL PROTECTION

This product does not harm

transportation, and storage.
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the environment with proper operation,

MegunumHckune npuéopsl. MpumeHeHne ynpasneHns pHCKaMITAJsjriMn
npuéopam.

YnakoBKa OKOHYaTe/lbHO CTEPUIN30BaHHbIX MeAULMHCKUX npubopos. YacTbe "
TpeboBaHVA K Martepuanam, CUCTEMaM 3aliUTbl CTEPUIBHOCTM W CUCTeMaM
YMaKOoBKW.

YNakoBKa OKOHYaTe/IbHO CTepUIN30BaHHbIX MeAWMLMHCKUX Npubopos. YacTb 2.
Tpeb6oBaHWs K BaNMaLum npoLeccos POPMOBKM, repmMeTusaLmm 1 cbopku.

Crepunusaums MefuuMHCKUX Nprbopos. Mukpobmnonornyeckme metogbl. Hacts 1
OnpegenexHve nonynaumMm MAUKpPOOPraHM3mMoB Ha nprubopax

CTepunusauus MeUuLUHCKNX Npr6opos. MUKpo6bronormyeckue Metoapl. Yacts 2.
TecTbl Ha CTEpPUNbHOCTb, BbLIMOMHAEMbIE NPY  OMPeAeneHun, Banugauum u
NPOBeAEHNM NpoLecca CTePUIN3aLINN.

MeguumHckne npubopbl. CUMBONLI, KOTOpble [O/MKHbI  WUCNO/b30BaTbCA Ha
3TMKETKAX MeJULMHCKNX NprbopoB, Tpebyemble ITUKETKN U MHopMaums. YacTb
1 O6wme TpeboBaHUS

|/|H'beKLI|I/IOHHbIe CUCTEMbI MEAMUMHCKOINo Ha3HaydeHMA Ha OCHOBE WUIbl.

TpeboBaHWA 1 MeTOAbl UCMbITaHWA. YacTb 1. IHbEKLMOHHbIE CUCTEMbI HA OCHOBE
Ubl.

VHBLEKUNOHHbIE CUCTEMbl MeAWLMHCKOro HasHayeHWsa Ha OCHOBE WIbl.

TpeboBaHMA 1 MeTOAbI UCMbITaHWI- YacTb 2. UMbl

Tpy6Ka cTanbHas HepyXaBeroLas 415 NPon3BOACTBA MeANLMHCKUX U3aeninii

CTepunmsauus MeAnLMHCKOW npoayKumn. O6nyuyeHne. YacTb 3. PyKOBOACTBO MO
BOMpOCam A03UMETPUN.

OXPAHA OKPYXAIO L EN CPEga!

[JaHHoe u3fenve He HaHOCWUT Bpeja OKpYXKaloliei cpefje Npu MpaBUbHON
3KCnyaTaLym, TPaHCMOPTUPOBKE U XPaHEHNM.
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STERILIZATION

The MD is supplied sterile.
The sterilization method is gamma-irradiation.
Sterilization dose of 8.3 kGy: 10"

CONDITIONS OF TRANSPORTATION,STORAGE AND
OPERATION

Operating conditions

Regarding intended use ofM D (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 body

From +32°C to +42°C
From 20% to 80% without condensation

Temperature, °C
Humidity, %

Efficient and safe operation of the MD is possible only in case of observation
conditions of storage and transportation, indicated below.

From +5°C to +30°C
From 20% to 80% without condensation

Temperature, °C
Humidity, %

Transportation

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

The medical device is transported in dry, dark place, at temperature from

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

GUARANTEED PERIOD OF PRESERVATION OF STERILITY
(SHELF LIFE) OF MEDICAL DEVICE

Period of preservation of sterility (shelf life) of medical device is 5 years since
manufacturing date.

16

CTEPUTN3ALNA

MW nocTaBnaeTca CTepusibHbIM.
MeTog CcTepuansauun - pagualuoHHbIA raMmMa nydyamm
CrepunusalmoHHas gosa 8.3 ctepunibHocTtun (YC); 107

YCNOBUA SKCMNNYATAUNN, TPAHCMNOPTUPOBKIW U
XPAHEHWA

Ycnosus skennyataunm

YuutbiBas HazHavyeHre MW (NOAKOXXHOE BBeAeHWEe UHCYNNHA) U TUM KOHTAKTa -
KPaTKOBPEMEHHbI KOHTaKT C BHYTPEHHE Cpefoil opraHusMa 4esnoBeka,
ycnosus akcnayatauum MIA oTpaxatoT NPUMepHbIV AnanasoH Temnepatypsbl
Tena YenoBeKa.

OT+32“Cpo+42 "C
0T 20% p0 80% 6e3 KOHAeHcaL MM

Temneparypa, °C
BnaxHocTb, %

AhekTBHAA ¥ 6GesonacHas akcnayaraums MU BO3MOXKHA TOMBKO MpU

CO6/IH04eHNMN YCNOBUIA XpaHEHUS Y TPAHCMOPTUPOBKM, YKa3aHHbIX HUXKeE.

XpaHeHue
Temnepartypa, °C
BnaxHocTb, %

Ot +5 “C po +30 °C
OT 20% p0 80% 6e3 KOHAeHcaUun

TpaHcnopTupoBKa

3penve TpaHCNOPTMPYIOT BCEMU BUAAMW TPAHCMOPTA B KPbITbIX TPAHCMOPTHbIX
CpeAcTBax B COOTBETCTBUM C MpaBuiamyi MePeBO3KW FPy30B, AENCTBYHOLMNX Ha
TpaHCnopTe Kaxaoro Buaa.

MeaVLUMHCKOe M3fenne TPaHCNopTUPYeTC B CyXMX, TEMHbIX YCNOBUSAX, NpU
Temnepatype oT - 20°C o +40°C 1 OTHOCMTENbHON BNAXXHOCTU BO3ayxa 0T 20%
no 80% (6e3 KoHAeHcauun).

FAPAHTVPOBAHHbBIA CPOK COXPAHEHUSA CTEPUIBHOCTU
(CPOK TOAHOCTW) MEANLUHCKOTO U3AENUSA

CpoK coxpaHeHus cTepunbHOCTK (CPOK rogHocT) MIA cocTaBnsieT 5 neT ¢ Aatbl
N3roTOBNEHMS.



WARNIN(;S AND PRECAUTIONS

Caution!

* Do not exceed the recommended expiry date by the manufacturer.

» See the manufacturer's “Instructions for Use” for specific instructions and
usage data.

« For products labeled “For single use only,” the following instructions must be
followed. This product is intended for single use only. Re-sterilization, re-
treatment or re-use is prohibited. Disposable products are designed and tested
for single use only.

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

RISK MANAGEMENT

The product was manufactured in accordance with ISO standard 14971 «Medical
devices. Application of risk management to medical devices».

The overall residual risk for medical device BD Pen Needles is acceptable as all
individual risks have been reduced as far as possible to acceptable levels through
risk mitigations or accepted through the Risk Benefit Analysis and medical
benefits, according to analysis of outweigh the combined impact of individual
residual risks according to the Risk Benefit Analysis.

Based on Risk Benefit Analysis, benefits were confirmed for medical devices:
«Single Use sterile Pen Needle BD Micro-Fine Plus with Penta Point
Technology in design styles:

1 Single Use sterile Pen Needle BD Micro-Fine Plus with PentaPoint
Technology 0,23 mm (32G) x 4 mm;

2. Single Use sterile Pen Needle BD Micro-Fine Plus with PentaPoint
Technology 0,25 mm (31G) x 5 mm;

3. Single Use sterile Pen Needle BD Micro-Fine Plus with PentaPoint
Technology 0,25 mm (31G) x 8 mm.»

outweigh the residual risks for the device hazards subjected to the analysis.
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TPEEOBAHWA BE3OINMACHOCTU N MEPBI
MPEOOCTOPOXHOCTN

OcTopoxHo!

* He npeBbiwainTe peKOMeH0BaHHbIN
MeLVLMHCKOTO U3aenus.

o CM. «/HCTpYKUNIO», ANA NOMYyYeHUS JOMONHUTENbHbIX CBEAEHWNIA W faHHbIX
06 “Cnonb30BaHMK.

o [1Ns M34enunin ¢ MapKMpoBKOM «TOMbKO AN O4HOPA30BOr0 UCMO/b30BaHMA»
Heobxo4uMMo cobntogatb creayowme MHCTPYKUMKU. [aHHOe MefUUMHCKOe
n3genue npefHasHayeHO TONIbKO [N OAHOPAa30BOro  MCMO/b30BaHUA.
lMoBTOpHas  cTepuausauus, MOBTOpHas 06paboTka WM MOBTOPHOE
ncrnosb3oBaHme 3anpeleHo. OfHOpPa3oBble U3Aenuns paspaboTaHbl U NPOLLIN
NPOBePKY TOMbKO A5 0AHOPA30BOro NPUMEHEHUS.

* MNepen KaxablM UCMOMb30BaHMEM OCMaTpuBaiiTe COAEPXMMOE U YNaKoBKY.
He ncnonb3yiiTe MeANLUHCKOE U3feNne, eCnv CTepU/ibHas yNakoBKa BCKpbITa
NN NOBpPeXAeHa.

YMNMPABNEHNE PUCKAMNK

N3penve 6bIn0 npoussefeHO B cooTeeTcTBUM ¢ ISO 14971 «MeanumMHCKue
npuéopsl. MpUMeHeHVe yNpaBieHNa puckammn K MeULUHCKUM npubopam».
COBOKYMHbIV OCTaTOYHbIA PUCK, CBA3aHHbLIA ¢ MW, aABnseTca npuemiembim,
MOCKO/IbKY BCE OTAe/lbHble PUCKM OblIM  MakCUMaibHO CHWKEHbI A0
NPUEeMIEMbIX YPOBHEN NyTeM CMATYEHNSA PUCKOB, WX NPUHATBI NO pe3ynbTaTtam
aHa/im3a COOTHOLLEHMS puck/nofib3a, a MeAWUMHCKWE TMNpeuMmyLlecTsa, B
COOTBETCTBMM C aHa/IM30M COOTHOLUEHWS PUCK/NONb3a, NepeBeLunBaloT
COBOKYMHOE BO3/eiCTBME OTAENbHbIX OCTAaTOYHbIX PUCKOB.

Ha ocHOBaHWW aHann3a COOTHOLIEHNA PUCK/MOb3a. 6bIN0 NOATBEPXKAEHO, UTO

MeLULUHCKNE NPerMyLLEeCTBa U3AeNuns:

«Wrna gns wnpuy-pydykn BD Mukpo-®aiiH Mac® ¢ NATUrpaHHoN 3aTo4KOW

no TexHosnornm PentaPoint®, ctepunbHas, 04HOPa30BOro UCNo/b30BaHus, B

BapvaHTax MCMOMHEHUS:

1. Nrpa gnsa wnpuy-pyuykn BD Mukpo-®aitH Maoc® ¢ NSTUrpaHHoOW 3aTOUKOW
no TexHonorun PentaPoint® 0,23MMm (32G) X 4MM, CTepUSbHAS,
0LHOpPa30BOro MCMO/b30BaHNS;

2. irna gns wnpuy-pyvkn BD Mukpo-®aiiH Maoc® ¢ NATUrpaHHon 3aToukom
no TexHonorun PentaPoint® 0,25MMm (31G) X 5MM, cTepubHas,
0LHOpPa30BOro MCMO/b30BaHNS;

M3roToBMUTENEM CPOK TOAHOCTU
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Therefore, the overall device residual risk associated with BD Pen Needles in the
scope of this report is confirmed to be acceptable. Information for Safety for all
device hazards submitted to the Risk / Benefit Analysis have been identified and
implemented.

"TECHNICALSmVICE HETAILS

Not applicable for this medical device. The medical device is single use and does
not require technical service.

TERMS AKO CONDITIONS OF UTILIZATION

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

Disposal of unused medical device is carried out in accordance with class A
SanPin 2.1.3684-21.

Disposal of medical devices in contact with biological fluids or medical
substances is carried out in accordance with class B SanPin 2.1.3684-21.

For home use, medical devices can be disposed of as household waste.

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.

3. Virna gnsa wnpuy-pyykn BD Mukpo-®aiiH Mnoc® ¢ natmrin— A
no TexHonornn PentaPoint® 0,25mMM (31G) X 8MM, cTepubHas,
0/IHOPa30BOr0 MCMO/b30BaAHUSA.»
nepeBeLUVBalOT  MPoaHanM3NpOBaHHble OCTaTOYHble PUCKM  OMaCHOCTER,
CBSA3aHHbIX C M3genuem. Takum 006pa3oMm, MOATBEPXKAAETCS MNPUEMNEMOCTb
OXBaTblBAEMOr0  AaHHbIM  OTYETOM COBOKYMHOrO OCTAaTOYHOrNO  PUCKa,
cBsizaHHOro ¢ MW. WHdopmaums no 6e30nacHOCTM Ans BCEX OMacHOCTEW,
CBSA3aHHbIX C W3AENMEM, KOTOPble BK/OYEHbI B aHa/inM3 COOTHOLLEHNS
pUCK/NoNb3a, BbiSIBIEHA WU UCMO/b30BaHa.

CBEAEHUWA O TEXHNWYECKOM OBCNYXMNBAHWN

He npumeHumo ana gaHHoro MW. N3pgenve gnsa o4HOPa30BOro UCMO/b30BaHMUSA
N He NOANEXUT TEXHNUYECKOMY 00CTYXXUBAHUIO.

MOPAOOK M YCNOBUA YTUNN3ALUNW

MeauumHcKue n3genus  [O/MKHbl - YTUAU3MPOBATbCA B COOTBETCTBUM C
TpeboBaHWAMM MECTHbIX OpraHusauuii 1 npasunamm yTuamsauum B AaHHOM
pervoHe. YTunusaums npoBoaUTCA B COOTBETCTBUM C MPUHATON MeAULMHCKON
NPaKTUKOM, a TakXe B COOTBETCTBMM C MECTHbIMMW, TOCYAAPCTBEHHbLIMW W
(hefiepasibHbIMU 3aKOHaMU 1 MONOXEHUAMMN

YTunusaums He MCMosb30BaHHOTO MeAMLUMHCKOro M3faenvsa npou3BOAUTCHA B
cooTBeTcTBUN € Knaccom A CaHlMnH 2.1.3684-21.

YTunusaumsa mMeauuMHCKUX WU3LeNnid, KOHTAKTMPOBaBLUMX C 6UON0rMYecKumMn
XXNAKOCTAMM U/MNN NEKapCTBEHHLIMU BELLLECTBaMW MPOBOANTCA B COOTBETCTBUM
¢ knaccom b CaHluH 2.1.3684-21.

Mpu pgomaliHeM  NPUMeHeHUW  MeLUUMHCKUe
YTUAN3NPOBaHbI KaK ObITOBbIE OTXOpbI.

n3pgennsa MOTYT ObITb

FTAPAHTUWHBIE OBA3ATE/ILCTBA

Mpoun3BoAMTeNb rapaHTUpPyeT COOTBETCTBME AAHHOI0 MEeAWLMHCKOro M3genus
3afBNEHHbIM  XapaKTepucTMkaM B Mpefenax rapaHTMPOBAHHOIO  CpoKa
coxpaHeHus cTepunbHocT (5 neT), nNpu  yCnoBUW, UTO COGMOAAKTCA
Tpe6oBaHWA NPOM3BOANTENS, YKa3aHHbIE B MHCTPYKL MU MO NPUMEHEHWIO.
Mpoun3BoAMTeNb He HeceT OTBETCTBEHHOCTMU 32 NOBPEXAEHUA WAW HecYacTHbIe
Cny4yan, Bbl3BaHHble HeMpaBW/bHOW 3KCMyaTauueid wu3genns, Mo BUHE
nonb3oBaTenel NN BHELWHMX HeNpeaABUAEHHbIX CUTYaLWIA.



CLAIM PEKNTAMAULNA

In case of any questions related to the quality of the medical device, please B cny4ae BO3HMKHOBEHMSI BOMPOCOB, CBS3aHHbIX C Ka4eCTBOM MEAULIMHCKOrO
contact the Authorized Representative of the Manufacturer in the Russian wu3genus,  Heobxogumo — o6paTuTbCA N0 Clefylolwemy — agpecy K
Federation at the following address: YnonHomoueHHomy  Mpegctasutento  poussogutens B Poccuiickoit

«Becton Dickinson Vostok» LLC, depepaymm:
127051, Russian Federation, Moscow, Sadovaya-Samotechnaya str., building OOO «bekTOH [JMKMHCOH BOCTOK»,
24/27, 2nd floor, room |, room 18 127051 Poccwuiickaa ®epepauns, Mocksa, yn. Cagosas-CamoTéuHas, 4. 24/27, 2

tel. /fax: +7 495 775 85 82 aTax, nomMewieHune I, komHaTa 18

email: Complaints_CIS@bd.com Ten./akc: +7 495 775 85 82
email: Complaints CIS@bd.com
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OBD N
NMHCTPYKLUNMNA MO NPUMEHEHUIO
Ha MeJULWHCKOe n3fenue:
Wrna gns wnpuy-pyyukn BD Mukpo-daiiH Maoc® ¢ naTurpaHHoi 3aTo4Kol no TexHonormm PentaPoint®, cTepuibHas, 04HOPa3oBoro
MCNOMb30BaHUA, B BapnaHTax UCMOJIHEHNSA:

1. Wrna gns wnpuy-pyydkn BD Mukpo-®aiiH Mnoc® ¢ naTurpaHHoli 3aTo4KoM no TexHonorum PentaPoint® 0,23mm (32G) X 4MM, CTepunbHas,
0[lHOPAa30BOro NUCNonNb30BaHUS;

2. Wrna gns wnpuu-pydkn BD Mukpo-®aiiH Maoc® ¢ nATUrpaHHON 3aTOYKOM No TexHonormm PentaPoint® 05mm (31G) X 5MM, cTepunbHas,
0[lHOPAa30BOro MCMoNb30BaHUA,

3. Wrna gna wnpuy-pydkn BD Mukpo-®aiiH Matoc® ¢ nATUrpaHHo 3aTOUKOM No TexHonormum PentaPoint® 045mm (31G) x 8MM, cTepu/bHas,
0[IHOPa30BOro MCMONb30BaHMS.

MpownssoguTenb: beKToH AUKUHCOH 3HA KomnaHu, CLUA

/Kpyrnas rep6osas neyats/: BEKTOH, ANKNWHCOH 3H/, YTBEP>XXJAHO»
KOMMNAHW * PUPMEHHAA * NMEYATb 1906 * HbKO AXXEPCW BekTOH [IUKNMHCOH 3HA KoMnaHm
OvpekTop - OTAaenperucTpayuu

(LOMKHOCTD)

3BuTan Mepn

(M)

/Moannck/12/16/2021

(nognwuce)

M.
«16» lekabps

«I'Io,u,TBep>K,qaro TOYHOCTb, NPaBU/IbHOCTb N NEPEBOA Ha pYCCKMVI A3bIK»

/WTamn/: /WTtamn/:
KpuctuH Mackyapuenuo (Christine Pasquarielio) NOANMNCAHO NOA NMPNCAroON 8 MOEM MPUCYTCTBUW * CEFTO4HSA
* HoTapuyc 16 AEKABPA 2021 TO4A «/NOAMNCH/ * HOTAPUYC

* W Tat Heto-xepcn
* CpoK eiicTBMA MOUX NOTHOMOYNIA ncTekaeT 18 aBrycta 2024 .
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MepeBoA faHHOIo TeKCcTa C aHrMICKOr0 A3blKa Ha PYCCKMNiA A3bIK BbINOMHEH MHOW, NepeBoLYNKOM
Becenosbim NMaBnoM AMUTprUeBNYEM.

NoAMNUCH

Poccuiickaa ®egepayms
Mopog Mocksa
[BajuaTb AeBATOro gekabps Ase ThicA4M ABajuaTb Nepsoro roga.
A, InTerHOBa TaTbsHa HUKONaeBHa, BPEMEHHO UCMONHAOLLAA 0653aHHOCT W HOTapuyca roposa Mocksbl

FAKy60B0OI TaTbsAHbI OnerosHbl, CBUAETENLCTBYHO NOAMMHHOCTb NOANMCY NepeBojymka Becenosa Masna
OMnTpuresnya.

Moanuch caenaHa B MOeM MPUCY TCTBUN.
JINYHOCTb NoANMCaBLLEro AOKYMEHT YCTaHOB/EHa.

3apermcTpuposaHo BpeecTpe: Ne 77/2171-H/77-2021-
YnnayeHo 3a coBepLUeHne HoTapuasibHoro geiicTamsa: 400 py6. 00 Kon.

epboBas neyatb
HoTapuyca ropoga MockBbl
Aky6oBon T. O. noanncb MH.JInTBUHOBA
WHH 771775502947*

ep6oBas neyatb

Bcero npoLHypoBaHo, MPOHYMEPOBaHO HoTapuyca ropoga MocCKBbl
1 CKPEneHo neyatblo 7.0 11cT(a)(0B) Akybosoli T. O.

WHH 77177550294 7*
BPWO HoTapuyca noanncb

Poccuiickan depepauns
Fopopg MockBa
[BaguaTb 1eBATOr0 Aekabps ABe TbiCAYM ABaALATbL MNEPBOro roja
A, JIntBnHoBa TaTbsaHa HMKoOaeBHa, BPEMEHHO MCMOMHAOLAA
06a3aHHOCTa HoTapuyca ropoga Mockebl AKy60B0M TaTbsiHbl ONeroBHbI,
OCTb KOMUUIC NpeacTaB/IegHHOro MHe AOKYMeHTa.
Ne 77/2171-H/77-20214u/-/>Y
;0TEmanbHOro AeAcTBISA: py6. 00 Kon.

T.H.JInTBnHOBa

)OBaHO, MPOHYMEPOBaHO
11 CKPEN/eHOo neyatbto anct(a)(s

BPWO HoTapnyca
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