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1. INFORMATION ABOUT DEVELOPER, LEGAL
MANUFACTURE AND MANUFACTURING
FACILITIES OF MEDICAL DEVICE
I.I Developer/Manufacturer:
Becton Dickinson and Company, USA
| Becton Drive, Franklin Lakes, NJ 07417, USA

12 Addresses of Manufacturing Facilities
Becton, Dickinson and Company
Pottery Road, Dun Laoghalre, Co. Dublin, Ireland

Becton Dickinson and Company Limited
Donore Road, Drogheda, Co. Louth, Ireland

13 Authorized Representative of the manufacturer
in Russian Federation:

«Becton Dickinson Vostok» LLC,

127051, Russian Federation, Moscow, 24/27 Sadovaya-
Samotyochnaya Street, 2nd floor, premises 1 office 18

tel. /fax: +7 495 775 85 82
email: Complaints_CIS@bd.com
2. THE MAIN INFORMATION ABOUT MEDICAL
DEVICE
2.1. The name ofmedical device

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

1.Single Use Pen Needle BD Micro-Fine Plus 0,23 mm
(32G) X4 mm,

2.Single Use Pen Needle BD Micro-Fine Plus 0,25 mm
(31G) x 6 mm.

(further referred to as medical device, or MD)

2.2. Intended use of the medical device

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

2.2.1Description of medical device
The medical device is a single-use and sterile.

2.3. Indicationfor use

The medical device is designed for the self-

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

1. CBEAEHNA O PASPABOTUYMKE,
MPON3BOAVNTENE N MECTE NMPOV3BOACTBA
MEOMLUWNHCKOI O N34ENNSA
11 Pa3paboTuuk / MNMponssoanTens:
«BeKTOoH JVKnHCOH 3HA KomnaHw», CLL A
1Becton Drive, Franklin Lakes, NJ 07417, USA
(CWA)

12 Appeca MecT Npom3BOACTBA MEANLMHCKOIO
n3aenus:

Becton, Dickinson and Company

Pottery Road, Dun Laoghaire, Co. Dublin, Ireland
(NpnaHans)

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

13 YnonHoMoueHHbIV MpepctaBuTeNb
MpomnssoguTens B Poccuiickoii depepauyvi:
00O «beKTOH ANKMHCOH BOCTOK»,

Poccuiickas ®epepaums, 127051 r. Mocksa, yi.
CagoBasi-CaMoTEéUHas, 24/27, 2 aTax, NOMELLEHME ],
KomHaTta 18

Ten/akc: +1 495 775 85 82

email: Complaints_CIS@bd.com

2. OCHOBHbIE CBEAEHNA O MEAVLUMHCKOM
N3OENNN

2.1. HaumeHoBaHVe MeQVULMHCKOr 0 U3aenus
Wrna gna wnpuy-pydkn BD Micro-Fine Pins
0[IHOPAa30BOrro MCMoIb30BaHUA, B BapMaHTax
WCMOJTHEHNS:
1. Wrna gna wnpuu-pyydkn BD Micro-Fine Plus 0,23
MM (32G] X4 MM 04HOPA30BOro UCMO/1b30BaHUS,
2. Wrna gna wnpuu-p3rykm BD Micro-Fine Plus 0,25
MM (31G] X 6 MM 0JHOPA30BOro NCMO/1b30BaHUS,
(oanee no Tekcty - MeAULUMHCKOE m3fenue, v

MW).

2.2. HazHayeHne meULMHCKOro n3genns

MW npegHasHayeHO AN NapeHTepasbHOro
(nogkoxHoro) BBeAeHUSA NIeKapCTBEHHOro
npenaparta/vHcynnHa n3 KapTpuaxa,

pPacnonoXeHHOro B LUMPUL-PYUKE.
2.2.1 OnwucaHne MegULUHCKOro n3aenus

M npeacrasnseT coboi cTepusibHoe
MeaULMHCKOe n3genuns 0[lHOPAa30BOro
NCMoJ/Ib30BaHMA.

2.3. TlokasaHus

MW npefHasHayeHO ANnA  CaMOCTOATE/IbHOro



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 7 insulin cartridges and pens are
used separately for each patient. The first and major
application is the subcutaneous administration of
insulin.

2.4, Contraindications
Not identified

2.5. Scope ofapplication 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).

2.6. Possible side effects when using a medical
device

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

3. PRINCIPLES OF MEDICAL DEVICE OPERATION
AND

The medical device is a disposable, sterile medical
device. Design contains two pieces. Needle tip is of a
central location, attached to a plastic holder.

The plastic holder has an internal thread for making
a connection with a pen injector. The cannula on the
side of the injector handle has a special elongation for
puncturing the drug/insulin cartridge.

Color coding of group/customer carton packaging
and protective tear-off "tongue" tear drop/individual
label simplifies the recognition of needles of different
sizes.

Sterility of the needle is maintained by means of a
plastic cover and tear-off "tongue" tear drop label,
which guarantees the sterility of the product.
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BBEAEHUSI NIEKapCTBEHHOro npenapaTta/VHCYNNHa,
MaUMeHTOM C  MOMOLIbH  LINPUL-PYYKN B
JIOMALLHMX YCMoBMSX. MW TakxKe MOXET OblTb

NCMosib30BaHO KBa/IN(PULMPOBAHHbIM
MeANLMHCKUM nepcoHasIom B NeyebHOM
yypexaeHun, npu  ycnosun - UCNONb30BaHUA
WHAMBUAYAIbHbBIX KapTPUKEA C NeKapCTBEHHbIM
npenapaTrom/VHCYIMHOM 7 LINPpUL-pYyYeK
OTAeNbHO AnA  Kaxporo nauyueHta. OcHOBHoOe
npumMeHeHve MW - NOAKOXHOe  BBefAeHMe
WHCY/IMHA.

2.4. [lpoTwmusonokasaHus

He BbisiBfieHbI

25. 0O6nacTb NPUMEHEHUSA

BbinonHeHe napeHTepasibHbIX (NOAKOXHbIX)
WHBEKUNI NeKapCTBEHHbIX BewwecTs/ MHCYNVHA, B
no6oi 061acTV MeAULUHDI, B AOMALLHUX YC/I0BUAX

WA KIMHWKaX, Mpyv  MOMOLWM  LUNPUL-pyYeK
(VHXeKTOpOB).
2.6. BO3MO>KHble MOOOYHbIE [eNCTBMUA Mpu

McnoJsib3oBaHNMM MeaNUMNHCKOIo naagennd

Mpon3BOAUTENEM HE  BbISIB/IEHbI  BO3MOXHbIE
No60oYHbIE fencTeus. Bce BO3MOXHbIE
NPefoCTEPEXEHUS, KOTOPble HEOGXOAUMbI  Ans

6e3onacHoro npuMeHeHNA wn3nenna YyKasaHbl B
MHCTPYKUMN NO NMPUMEHEHUNIKO N YTNAaKOBKE.

3. OMMNCAHWE NMPHUMOB, HA KOTOPbIX
OCHOBAHA PABOTA MEOVNUWMHCKOIO
N3OENA, N X OCOBEHHOCTI
M npeacTaBnseT co6oi 0/1HOPa30Boe,
cTepusibHoe MeauUMHCKoe nsaenve. KOHCTpyKLus

ABYXAeTasibHasl. Mrna-HaKoHeYHUK
LEHTPa/IbHOrO PacrofioXeHUs  MpUKpenaeHa K
NNaCTMKOBOMY [EPXATE/TH0 UT/bl.

MNacTUKOBbIA JlepXaTenb Wbl nveeT
BHYTPEHHIOI0 pe3b0y A/ COeAMHEHUA C  LIMpPUL-
pyuKoii. KaHons UMeeT crneymanbHoe Yo IMHEHWE B

CTOPOHY  PYYKM-UHXEKTOpa  A4na  npokona
MemOpaHbl  KapTpuixa C  JIEKapCTBEHHbIM
CpeacTBOM/NHCY/INHA.

LiBeToBoe KoAMpOBaHue
rpynnoBoin/noTpebrTensCcKoi KapTOHHOIA
ynakoBkm MW un  6Gapbepa  CTepusIbHOCTU
(«A3bl4Ka»)  MHOUBMAOYA/IbHOW  ynakoBkn MU

ynpoLiaeT pacnosHaBaHWe U pasHoOro pasmepa.
CtepunbHOCTb MW coxpaHsieTca Mpy MOMOLLM
3alMTHOrO Konnayka u Gapbepa CTEPUNBHOCTU



The needle is protected from an accidental injection

in the removed condition by the design feature of a

protective inner shield.
The main components and materials for BD
Micro-Fine Plus Pen needle

|

Needle shield Sterile cannula
|

<ncedle)
| |
- I ||

Pic 2 - The main parts; BD Micro-Fine
needle, 0,25 mm (31G) X 6 MM

Sterility barrier
(tear drop label)

Plus single use

Needle shield Sterile cannula

Sterility barrier
(tear drop label)

Pic 2 - The main parts: BD Micro-Fine Plus single use
needle, 0,23 MM (32G) X 4 MM

4. DIRECTIONS FOR USE
4.1. For patients performing the
themselves:
Consult your healthcare professional for the needle
length and the injection technique which is the most

appropriate for you.

injections

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.

To ensure an accurate dose when injecting with an
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(«A3bluKa»),
n3genus.
OT cnyyaiiHOro ykona B CHATOM cocTosiHUM MU
3alMLLaeT 0CO6EHHOCTb KOHCTPYKLUMN 3alMTHOMO
Konnavka.

rapaHTMpyrouiero CTEPNbHOCTb

OCHOBHbIE KOMMOHEHTHI
py4yku BD Micro-Fine Plus

nrnol gnd  wnpuu-

— 3aWuTHbI KonNaUok

Crepwnbran
Kawions

Konnauok urnst (urna)

I [
PucyHok 1 - OcHOBHble 4acTu: Wrna gna wnpuu-

pyuyku BD Micro-Fine Plus 0,25 MM (31G) x 6 MM
04HOPa30BOro NCNOb30BaHUSA.

CTepunbHbiii Gapbep
(A@bINOH)

— 3aWuTHbI KoANaUOK

CrepunbHas
KaHions

Konnauok urbi (v

1
I |
PucyHok 2 - OcHOBHble 4yactu: Wrna gnga wnpuu-

pyuykn BD Micro-Fine Plus 0,23 MM (32G) X 4 MM
04HOPa30BOro NCMOIb30BaHUS.

CTepunbHsili 6apsep
(A3b10K)

4. Crnocob NPUMEHEHWA
41 [OnAa nauveHTOoB, BbINOJIHAKNWNX UHBEKLUN
CaMOoCTOATEe/IbHO:
Heobxo4MMO NPOKOHCY/bTUPOBATLCA Y Jslevallero
Bpaya Mno rnoBofy TEXHUKU WHBEKLMW U Bblbopa
Hambonee noaxodsawen anst Bac AnnHbI UMbl

B wnpuu-pyyKy 3arpyaetcs  KapTpugpK C
JNIeKapCTBEHHbLIM BeLLecTBOM/UHCYTMHOM. Bapbep
CTEPUIBHOCTU  («SI3bIYOK»)  MHANBUAYASIbHOW
ynakoBkn MW cHMUMaeTca € 3alWMTHOro KoJsinayka
urnol. 3atem MW, HaxogsAcb B 3alMTHOM KOJnayke,
NPUKpennseTcs K WApUy-pydke (MHXeKTopy),
npo6uBas MeMbpaHy KapTpuaxa, n
HaBMHUMBAETCA Ha LWNPUL-PYYKy”™ C UrNbl nocre ee
NPUCOEAMHEHNS K LMPUL-PYYKe CHUMaeTcs
BHELUHWA  3aWMTHbIN KO/MMayoK,  O6Haxas
BHYTPEHHWIA KOMMa4ok, HEenocpeAcTBEHHO
HageTbldi Ha wrny. BHyTpeHHWiA KOMINa4yoK
CHMMAETCS C Ur/Ibl NEpes, camoii UHBbEKLMEA,

Ona Toro 4to6bl BBECTU HEOOXOAMMYK [03Yy



insulin pen:

*Check the flow of insulin through the needle after
loading a new cartridge and before any injection.
eFor each injection use a new medical device, which
is removed and disposed of after each injection. The
needle left twisted on the pen injector leaves an open
passageway into the cartridge.

eInsert the needle into the skin in the way that your
healthcare professional suggests.

For Single Use Pen Needle BD Micro-Fine Plus 0,23
mm (32G) x 4 mm is recommended to perform
injections at right angles to the skin surface without
forming a skin fold.

For Single Use Pen Needle BD Micro-Fine Plus 0,25
mm (31G) x 6 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 needle in the skin longer the
next time you inject.

4.2 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.

5. INFORMATION ON COMPATIBLE MEDICAL
DEVICES

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

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

2. Single Use Pen Needle BD Micro-Fine Plus 0,25
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NIEKAPCTBEHHOTO BeLLeCTBa/UHCY/IMHA, UCMOSb3Ys
LINPUL-PYUKY, HEOGXOLUMO:

*[1poBECTV MPOBEPKY MOCTYMNEHMS B UMy
NEeKapCTBEHHOro BewlecTBa/  MHCYMHA, MocC/e
YCTAaHOBKM HOBOTO KapTpuiXa W nepes Kaxaol
VHbEKUMENA.

[N KakAol WHBEKUMM cregyeT MCronb3oBaTb
HoBoe MW, KOTOPOE CHMMAEeTCS W YTUIN3NPYETCS
nocne Kaxgo WHbeKuMn. Wrna, ocTaBneHHas
HaKpy4YeHHOW Ha  WNPUU-PYYKY, OTKpbIBaET
[0CTYN B KAPTPUAX.

*BBECTM Wrny nog Koxy, cregys pekoMeHgaumv
nevalllero Bpava.

Ona MW: «Mrna gna wnpuy-pyydkun BD Micro-Fine
Plus 023 mm (32G) x 4 MM 0fHOPa3oBOro
NCMO/Ib30BaHMA».  PEKOMEHAYETCS  BbIMOMHATb
WHBEKLUM NOA4 NPAMbIM YI/IOM K MOBEPXHOCTU
KOXM 6€3 (hoOpMMPOBaHNSA KOXHOW CKNagKu.

Ona MU: «Mrna gna wnpuu-pydykmn BD Micro-Fine
Plus 025 wmm (31G) X 6 MM 0AHOPa3oBOro
NCMO/Mb30BaHUA».  PEKOMEHAYeTCA  BbIMO/HATL
WHBEKUUW NOA4 MNPAMbIM YI/IOM K MOBEPXHOCTU
KOXNU C (DOPMUPOBAHMA KOXHOW CKMagKM BO
N36e>XxaHNN BHYTPUMbILLEYHON NHBEKLUN,

Mocne BBeAEHUS UMbl HXKMUTE KHOMKY BBEAEHUS
Ha LWNpWL-pyyke [0 ynopa W npojoskaiite
Ha)KMMaTb ee B TeUYeHMe He MeHee [JeCATU CeKyH[
[0 BbIBefleHUS Wrbl U3  KOxu. Ecnm  nocne
WHBEKLMMN WHCYMH NPOAO/HKAeT BbIAENSATLCA U3
Urnbl, TO BO BPeMs Crefylolleli  UHBEKLUU
yaepXusaiite urny  nog KOXEN 6onee
NPOAC/HKUTENBHBIN Nepro BPEMEHN.

4.2 [Ona mMeauUMHCKOro nepcoHana:

MW He TpebyeT cneuymanbHOW NOAFOTOBKU WW
obyuyeHuss wmepn. nepcoHana. lMpu pabote ¢ MU
cnegyeT cobnofaTb Mepbl NPefoCTOPOXHOCTH,
nokasaHHble AN BbINOMIHEHUSA  WUHBA3UBHbIX
MaHUNyNALNIA.

5. CBEAEHWNA O COBMECTUMbIXMEOVNLNHCKNX
N3OENNAX

MW «Mrna gna wnpuu-pydkn BD Micro-Fine Plus
0HOPa30BOr0  MCMONb30BaHUA, B BapuaHTax
WCMOJTHEHNS:

1VWrna gna wnpuy-pydykn BD Micro-Fine Plus 0,23
MM (32G) x 4 MM OHOPa30BOro MUCMO/Ib30BaHUS.



mm (31G) X6 mm
The list of compatible pens includes but is not limited to
following manufactures:

Manufacturer Name

Sanofi (Sanofi- Injection pen "CIikSTAR"

Aventis . ] o

Deutschland (Registration certificate No

GmbH) FSZ 2010/07012 from
26.05.2010)

Owen Mumford Injection pen AutoPen 24 3.0

(Owen  Mumford ml (Registration certificate

Ltd) Ne FSZ 2010/07919 from
14.09.2010),
Injection pen AutoPen
Classic 3 ml (Registration
certificate Ne FSZ
2010/07710 from
14.09.2010)

Ypsomed Biomatik Pen (Registration

certificate Ne FSZ
2009/04816 from
03.10.2017)

(Ypsomed AG)

6. MEDICAL DEVICE LABELING AND PACKAGING

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 pcs of group/customer packages (100 pcs 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
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2.Wrna gna wnpuu-pydykn BD Micro-Fine Plus 0,25
MM (31G) x 6 MM OHOPA30BOr0 NUCMO/Ib30BaHUA»
Crnincok coBmecTUMbIX ¢ M LUNPUL-PYYEK BKIIHOYAET,

HO He orpaHuyMBaeTcs cnesyowmmm
NPOV3BOAUTENAMM:
MpoussoguTesnb HanmeHoBaHuMe

Sanofi (Sanofi- LWnpwuy-pyuka

Aventis «KnnkCTAP» ans
Deutschland BBEAEHNA NHCYNMHA
GmbH) PerucTpayuoHHoe

CaHo(n-ABeHTUC
JdonunaHg M6X

yoocToBepeHne Ne ®C3
2010/07012 oT
26.05.2010]

Lnpuu-pyuka Autopen 24
3.0 ml gnsa viHbekUKMiA

Owen Mumford
(Owen Mumford
Ltd)

WHCYINHA C
jc.)I)T/SH Mamopa NPUHALNEXHOCTAMU
A PerncTpauuoHHoe

ynocToBepeHne Ne ®C3
2010/07919 oT 14.09.2010

Wnpuu-pyuka Autopen
Classic 3ml ana nHbeKunii
MHCYNNHa C
NPUHaLNEXHOCTAMUN
PerucTpavmnoHHoe
ynocToBepeHue Ne ®C3
2010/07710 oT 14.09.2010

Ypsomed (Ypsomed
AG)
Mncomep Al

Wnpuy-pyyka
BuomatuklleH gna
KapTPUAKeNn eMKOCTbIO 3
M1

PerucTpaynoHHoe
yaocTosepeHne Ne ®C3
2009/04816 oT
03.10.2017)

6. CBEAEHNA O MAPKMPOBKE 1 YNAKOBKE
MEAVLUWMHCKOIo N3genund

KomMnnekT noctaBkn MeULMHCKOIO N3aenms
KoMnieKT nocTaBky MeANLMHCKOro U3aenms
100 wTtyk MW, Kaxpoe M3 KOTOPbIX ynakoBaHO B
CTEPUNIBHYIO UHAVBUAYA/IbHYIO YMaKoBKY, BMeCTe
C VIHCTPYKUMel No MpUMEHEHMIO MOMELLAKTCA B
rpynnosyto/ NnoTPebuTENbCKYHO KapTOHHY0
YNaKOBKY.

12 WwTyK rpynnoBbIX/NoTpebuTeNnbCKNX YNakoBOK
(no 100 wT. wvrn B KaXxpgon), nomewjaloTcs B
TPaHCMOPTHYI KapPTOHHYIO KOPOOKY.
LUNpMU-pyYKN B KOMMJIEKT NMOCTaBKN HE BXOAAT.



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.

Mpwn nocraske Ha TeppuTopuio P®
rpynnosas/noTpebutensckad W TpaHCNopTHas
YNaKOBKM CHabxaroTcs [ONONHUTENbHbIM
PYCCKOA3bIYHBbIM ~ CTUKEPOM, KOTOPbIA  MMeeT

NPMOPUTET A1 NOCTaBOK B P®.
Mpy pacxoXgeHnn NHGoPMaLnmM Ha CTUKEpPe 1 Ha

6.1 Symbols present on the packaging

yNnakoBKe, BE€PHbIM
CTUKepe.

6.1 PacwmngpoBka CMMBOJIOB,
NPUCYy TCTBYOLWMX HayNaKoBKe

CTepunbHaa nHanBmayanoLHasa ynaKOBKa/Unit level

CnmBon /Symbol

| 1ot|

STERILE 1R1

N N

0050

PaCUJquJpOBKa/Description

[nsa ofHOKpaTHOro NpUMeHeHus /Single Use
Vcnonb3oBaTtb A0 / Use before

Kog naptumn /Lot number

PagnauvoHHas ctepuamnsaumna /Sterilization
method is radiation

O3HauaeT, 4TO JaHHOe YCTPOICTBO OTBEYaeT
TpeboBaHsM EBpONencKoli AMPeKTMBbI O
MeULMHCKNX npubopax 93/42/EEC /CE -mark,
conformity with requirements of European
regulations.

pynnosas ynaKOBKa/Group level

CnmBon /Symbol

id

VAN VAN

0050
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PacmqupOBKa/Description

MN3rotoBUTENDb / Manufacturer

[JaTa n3rotoBneHus /Manufacturing date

O3HauyaeT, 4TO [JaHHOe YCTPOWCTBO OTBeYaeT
TpeboBaHMAM  EBpONencko  AMPEKTMBbI O
MeauLUMHCKNX npmnbopax 93/42/EEC /CE -mark,
conformity with requirements of European
regulations.

cuATaTh MH(OPMaLUI  Ha



Wcnonb3osaTb 8o / Use By Date

[na ogHokpaTHOro npumeHeHus / Single Use

Kog naptuu / Lot number
lot]
Homep no katanory / Catalogue Number

3Hak cooTtBeTcTBUA NOCT P / Mark GOST R

PagnauvoHHaa ctepunusauma /  Sterilization
STERILE IR method is radiation.

YNONHOMO4YeHHbIN npeacTaBuTenb B EBpone

EC REP (Tpe6oBaHve anpekTuBbI 93/42/EEC 0
mMeguLmMHCcKoMm ycTpoinctee)/ Authorized
Representative in Europe (requirement of the
Medical Device Directive 93/42/EEC)

YnakoBKa npurogHa ans nepepabotku /
Recyclable Packaging*

He cTepunusosatb nosTopHO / Do not re-sterilize*

* For the 31Gx6mm only / npyMeHNMO Ha yrnakoBKe To/bKo ansa «Wrna gns
wnpuy-pyyku BD Micro-Fine Plus 0,25 mm (31G) X 6 MM 0JHOPa30BOro
NCMONb30BaHUA»

TpaHcnopTHana ynakoska / Transport packaging
Cumson / Symbol Pacwmndposka / Description

M3rotoButens / Manufacturer

m |
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|10 t]

Irefl

N N

0050

IRLI2H

6.2 Packaging Details

The medical device has individual (sterile) packaging,
consisting of a protective cap and a sterile barrier
(tongue) tear drop label with follow labeling:

7. CONDITIONS OF TRANSPORTATION, STORAGE

AND OPERATION
7.1 Operating conditions
Temperature, °C

Humidity, %
condensation

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

From+32°C to +42°C

From 20% to 80% without

Wcnonb3oBatb Ao / Use By Date

Kog naptun / Lot number

Homep no kaTanory / Catalogue Number

3Hak cooTBeTcTBMA OCT P / Mark GOST R

He ponyckaTb BO34eACTBUA CO/THEYHOrO cBeTa /
Keep Away From Sunlight

Bepeub oT Bnarn / Keep Dry

O3HauaeT, 4YTO AaHHOe YCTPOWCTBO OTBeYaeT
TpeboBaHnsM EBponelickoii AUpeKTuBbI 0
MeanUMHCKUX npubopax 93/42/EEC / CE -mark,
conformity with requirements of European
regulations.

[nsa ogHokpaTHOro npumeHeHus / Single Use

YnakoBKa npurogHa ans nepepabotku / Recyclable
Packaging

6.2 CBefeHUs 06ynakoBKe
MU

yNaKoBbIBaeTCs B VHAVBUAYAbHYIO
(cTepwnbHYO)  YMakoBKY,  COCTOSLLYH U3
3alWUTHOro Ko/nayka n 3aKpbIBaEMOro

CTEPUSIbHLIM 6apbepoM (A3bIYKOM).
7. YCNOBUA SKCMAYATALNN,
TPAHCMNOPTUPOBAHUNA N XPAHEHNA
7.1 YcnoBus akcnyaTaymn
Temnepatypa, °C OT +32 °C no +42 °C

BnaxHocTb, % OT 20% n0 80% 6e3

KOHAeHCauunnm

*  JhpekTUBHAA 1 6Ge3onacHas 3IKcryaTaums



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

7.2 Storage

Temperature, °C~ From +5to +30 C

From 20% to 80% without
condensation

Humidity, %

7.3 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).

8. SHELF LIFE
Term of preservation of sterility (shelf life) - 5 years
from the date of production / sterilization
9. WARNINGS AND PRECAUTIONS

Caution!

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

+ See the manufacturer's "Instructions for Use” for
specific instructions and usage data.

e 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.

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

I0.THE INFORMATION ABOUT AVAILABILITY IN
THE MEDICAL PRODUCT OF THE MEDICINE FOR
MEDICAL APPLICATION, ANIMAL MATERIALS
AND (OR) HUMAN ORIGIN

The composition of medical device does not contain

medicinal products for medical use, materials of

animal and (or) human origin.
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n3genuss  BO3MOXHA TOMbKO B yKasaHHbIX
npegenax KNMmMaTUyecKmx ycnoBuin (Temnepartypa,
B/IXXHOCTD).

7.2 XpaHeHwune

Temnepatypa, °C OT+5°C o +30 °C

BnaxHocTb, % OT 20% po 80% 6e3

KOHeHcauum

7.3 TpaHcnopTUpPOBKa
N3pgenve  TpaHCMOPTUPYKOT  BCEMW  BUAAMMU
TpaHcnopTa B KPbITbIX TPAHCMOPTHbLIX CPeACcTBax B
COOTBETCTBMM C MpaBuiaMmy MEePeBO3KN TPY30B,
[AeNCcTBYOLWMX Ha TPAHCMOPTEe KaXKAoro Buaa.
MeAMUMHCKOE M3fenne TPaHCMoOpPTUPYeTCcS B
CYXUX, TEMHbIX YC/TOBUSIX, MpU TemnepaType oOT -
20°C pgo +40°C ” OTHOCUTE/IbHOM BNaXHOCTU
Bo3ayxa oT 20% 0 80% (6e3 koHAeHcaLmn).
8. CPOKTOAHOCTU

CPOK COXpaHeHMs CTEPUNBHOCTM (CPOK rO4HOCTW)
- 5 neT ¢ MOMeHTa Npon3BoOACTBa/CTepUIN3aLmn

9. TPEBEOBAHWNA BE3OMACHOCTW N MEPHI

MPEAOCTOPOXHOCTU

OcTopoXKHO!
e He npesblwaiite PEKOMEHA0BaHHbI
M3roTOBUTENIEM CPOK TFO4HOCTU MEAULMHCKOro
n3genus.
e Cm «UMHCTPYKUNIO»,
[OMONTHNTENBHbIX
NCNONb30BaHUN,
e [ns wv3pgennin ¢ MapKuUpoBKOW «TONbKO AN
O0HOPa30BOr0  UCMOMb30BaHMsA»  HeobXo4MMo
cobnogaTb cnegyrowme  UHCTpyKumn.  [aHHoe
MegMLUMHCKOEe un3genne npegHasHavyeHo TOJIbKO
AN 04HOPa30BOr0 UCMO/b30BaHMsA. [loBTOpHas
cTepunu3ayms, MOBTOpHas  o06paboTka  wm
NOBTOPHOE NCMO/Ib30BaHMe 3anpeLeHo.
OpHopa3oBble M3denMa paspaboTaHbl M MPOLLIN
NPOBEPKY TO/IbKO A4/151 0AHOPA30BOro NPUMEHEHMSI.

ans
CBEeeHUn 1

nosy4YeHns
OaHHbIX 06

* epeq KaXAbIM MCMONb30BaHNEM
ocmaTpuBaliTe COAEPXUMOE W yMNakoBKy. He
UCrnonb3ylite  MeAUUMHCKOE  W3Aenve,  eciu

CTepW/ibHaA ynakoBKa BCKPbITa UM MOBpeXxaeHa.
H0O.MHPOPMALNA O HANNYUMN B
MEOVLUNHCKOM WM3OENNN NEACAPCTBEHHOIO
CPEACTBA A1 MEANLINHCKOIO
NMPNMEHEHWA, MATEPNANOB XXMBOTHOIO U
(1Nnn) YENOBEYECKOIO MPOUCXOXXKAEHWNA
B cocTaBe n3genus OTCYTCTBYHOT JIeKapCTBEHHbIE
cpeacTBa ANA MEAUUMHCKOTNO  NPUMEHEHWS,
MaTepuasbl XMBOTHOrO U (WIM) 4enoBevYecKoro



11. STATEMENT REGARDING PHTHALATES,
LATEX AND BPA

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 Annex | to Directive 67/548/EEC.

e The products do not contain BPA.

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

13. TERMS AND 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. Dispose of unused products as class A
waste, and after use, dispose of as Class B waste
(SanPiN 2.1.7.2790-10].

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

14. METHODS AND MEANS OF DISINFECTION AND
PRESTERILIZATION CLEANING
Not applicable

15. STERILIZATION
The MD is supplied sterile.
The sterilization method is gamma-irradiation.

16. THE LIST OF INTERNATIONAL STANDARDS
APPLIED TO THE MEDICAL DEVICE
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NMPONCXOXKAEHUA.
11. BAABNEHVE OTHOCUTE/IbHO ®TAJIATOB,
NATEKCA 1 BOA

e W3genus He  cofepXaT  HaTypa/ibHbIiA
Kay4yKOBbIA naTeKc.

e W3genus He cofepxar thTanatsl,
KnaccuuumpyemMble Kak KaHL,epOreHHbIE,
MyTareHHble nnu TOKCUYHbIE ans

penpoayKTUBHOM (yHKUMWM KaTeropun 1 vunm 2, B
cootBeTcTBUM C [punoxeHvem 1 Kk [AupekTtuse
67/548/EEC.

e W3genna He cogepxat BPA.

12. OXPAHA OKP)’)KAI'OU_I,EI7I CPEAbI
[JaHHoe m3flenve He HaHOCUT Bpefa OKpYXKalollei
cpeae npwu npaBUIbHOM aKcnyaTaymu,
TPaHCNOPTUPOBKE U XPaHEHUN.

13. NOPAAOK n YCNOBUA YTUNN3ALIUN

MeauLMHCKNe nsgenus LO/MDKHBI
yTUIN3NPOBATLCA B COOTBETCTBUM c
TpeGoBaHUSIMM  MECTHbIX  OpraHu3auuii = u

npasunamn yTuavMsaumm B [aHHOM  pEeruoHe.
ObpaboTka W yTWau3auMs  NPoOBOANTCA B
COOTBETCTBMN  C  MPUHATON MeANLINHCKOW
NPaKTUKOW, a TakKe B COOTBETCTBUN C MECTHbLIMU,
rocyapCTBeHHbIMN U PefepasibHbIMU 3aKOHAMU 1

nonoXeHnammn.Hemcnosib3oBaHHbIE MW
YyTUAN3NPOBaTb KaK OTXoAbl Knacca A, nocne
MUCMONb30BaHNA  YTUIN3UPOBATb KakK  OTXOZbl

knacca b (CaHlvH 2.1.7.2790-10].NMpn gomaluHem
NPYMEHEHUN MEAVLMHCKNE U34enns MOryT 6bITb
YTWUAN3MPOBaHbI KaK 6bITOBble 0TX0AbI.

14. METOAbI 1 CPEACTBA AE3VIHOEKLUW U
MPEACTEPUTN3ALIVIOHHOM OUUCTKM
HenpumeHumo gna  gaHHoro MW,  Wspenue
nocTaBnseTcd B WHAVUBUAYA/IbHOW CTEPUIIbHOM
YNakoBKe W  MOJIHOCTbIO  MOArOTOB/IEHO K

NCMOJb30BaHUIO.

15. CTEPUN3ALNA
MW nocTaBnseTcsa CTepusibHbIM.
MeTog cTepuamMsauum - paguauMoHHbIA  raMma
nyyamu,

16. MEPEYEHb HALUMOHANBbHbLIX A
MEXXAYHAPOAHbIX HOPMATUBHbIX
OOKYMEHTOB/CTAHAAPTOB, KOTOPbIM
COOTBETCTBYET MEANUMHCKOE N3OENNE



CraHpapTt /
Standard
EN ISO 13485

EN ISO 14971

EN 1041

EN I1SO 15223-1

EN ISO 11137-1

ENISO 11137-2

EN ISO 11137-3

EN 556-1

EN 1SO 11607-1

ENISO 11607-2

ENISO 11737-1

OnucaHue

MeguuuHckne nsgenma - Cuctemel
MeHeKMeHTa KayecTBa

TpeboBaHUSA K perynnmpoBaHuio
fISO 134851

MegmumHekme n3genuns
MprmeHeHne ynpasfieHns
prckamum K MeANLNHCKUM
n3gennam

VHopmaums, npepocTtasnseMast

M3roToBUTENEM C MefULMNHCKUMU
n3genmsamMm

M3penna megunumHckue. CMMBOIbI,
npUMeHsieMble npu
MapKMpOBaHNUN Ha MeANLMHCKNX
n3genunsx, 3ITUKeTKax U B
COMPOBOAMUTENLHON
JOKyMeHTaumm - Yactb 1. O6wme
TpeboBaHMs

Ctepunusauus MeULMHCKNX
n3genuin - PaamnaumoHHas - YacTb
1. TpeboBaHua K pa3paboTkKe,

BaIMAALNN n TeKyLEMY
KOHTPO/I0 npouecca
cTepUAM3aumm MeANLNHCKNX
n3nenuii

CTepunusauns MeANLNHCKNX

n3gennin - PaguaumoHHasa - Yactb
2 :YcTaHOB/EHME CTEPUNM3YIOLLEN
003bl

CTepunuzauus MeANLVNHCKNX
n3gennin - PaguauymoHHasa - Yactb

3: PykoBoacTBO N0 BOMpocam
Jo31meTpumn

TpeboBaHUA K  MEAULUHCKUM
N3genuaMm, KOTopble  noAsexart
cTepunmsaumm - Yacte 1:
TpeboBaHus K (OUHULIHON
cTepunmnsaumm MeANLMHCKNX
n3aenuii

YnakoBoYHble MmaTepuanbl  Ans
(OUHULIHOWN cTepuaMsaumn
MeANLVHCKNX nu3agennin - Yactbe L
Oo6Lme TpeboBaHMs ans
MaTepuanos, CTepU/ibHbIX

6apbepoB U YNaKoBKM
YnakoBoYHble  MaTepuanbl  Ansi

(OUHWLIHON cTepuansaumnn
MeANLVHCKNX n3genuin - Yactb 2
Banmpauuns

TpeboBaHuii K npotieccam

(hopMUPOBaHUA, FepMeTM3aLum K
c60opKU

CTepunusaums MeNLVNHCKUX
n3gennin - Mukpoburonornyeckue
Metogabl - Yacte 1. OueHka
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Description

Medical  devices -
management systems
Requirements for regulatory
purposes

Medical devices - Application of

Quality

risk management to medical
devices
Information supplied by the
manufacturer  with medical
devices

Medical devices — Symbols to be
used with medical device labels,
labelling and information to be

supplied — Part 1. General
requirements
Sterilization of healthcare

products - Radiation - Part 1
Requirements for development,
validation and routine control of
a sterilization process for medical
devices

Sterilization of healthcare
products - Radiation - Part 2
Establishing the sterilization dose

Sterilization of healthcare
products - Radiation - Part 3
Guidance on dosimetric aspects

Sterilization of medical devices -
Requirements for medical devices
to be designated 'STERILE' - Part
1. Requirements for terminally
sterilized 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 - Part
2; Validation requirements for
forming, sealing and assembly
processes

Sterilization of medical devices -
Microbiological methods - Part 1:
Determination of a population of



EN 1SO 11737-2

nonysiuuM MUKPOOPraHM3MOB Ha
npoaykTe

CTepunusauus MEAVNLMHCKNX
nsgenuini - MuKpo6uonoruyeckme

microorganisms on products

Sterilization of medical devices -
Microbiological methods - Part 2:

mMeToabl - YacTtb 2: TecTbl Ha Tests of sterility performed in the
CTepunbHOCTL, MNpoun3sBedeHHble B  definition, validation and
npotiecce Banvjaumm maintenance of a sterilization
cTepuaM3anmm process

1SO 11608-1 VHBEeKUNOHHbIe cuctembl  Needle-based injection systems
MeAMUMHCKOro HasHayeHusa Ha for medical use — Requirements
OCHoBe wurnbl. Tpeb6oBaHus U and test methods - Part 1
mMeToAbl ucnbiTaHMiA. YacTb 1 Needle-based injection systems.
NHBbeKLMOHHbIE  CUCTEMBI Ha
OCHOBE WIIbl.

ISO 11608-2 PYUYKu-UHXEKTOPbI ana  Needle-based injection systems
MEANLMHCKOro  MPUMEHEHUs for medical use - Requirements
Tpe6oBaHuSA n and test methods - Part 2
MeToAbl McnbiTaHMA - Yactb 20 Needles
Urnel -

1SO 9626 Tpybka cTanbHasa HepXaBetowaa Stainless steel needle tubing for
Ansa npousBofcTBa MeguumHckux the manufacture of medical
n3genvia devices

ISO 2859-1 Mpoueaypsbl BblbopoyHOro Sampling procedures for
KOHTpO/A Nno  KayecTBeHHbIM inspection by attributes - Part 1:
npusHakam - Yacte 1, Cxembl Sampling schemes indexed by
oT6opa 06pa3sLos no acceptance quality limit (AQL) for
MHAeKcupoBaHuto  gonyctumoro lot-by-lot inspection
npegena kKadectsa (AMNK) ana
NPOBEPKN CEPUIAHBIX U3AENNIA.

EN 62366 MeanumnHckmne n3genva.  Medical devices - Part 1
MpoekTupoBaHne  MeauumMHcKMx Application of usability
n3aenni c yyeTom engineering to medical devices
3KcnyaTauuoHHOW NPUrogHoCcTm

EN ISO 10993 Biological evaluation of medical bBbuonornyeckas oLeHKa

series devices MeAMLMHCKUX MprubopoBs

17. TECHNICAL SERVICE DETAILS

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

18. 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.

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

17. CBEAEHWNA O TEXHUUECKOM
OBCNYXNBAHNI
He npumeHumo pgna pgaHHoro MW. Uspenve ans
0HOPa30BOro WCMO/b30BaHUA U He NOANEXUT
TEXHUYECKOMY 06CNY)XVNBaHMIO.

18. rapaHTuiliHblie 06s13aTenbCcTBA
MpounsBoanTenb rapaHTUpyeT  COOTBETCTBUE
[aHHOro  MeAULMHCKOro Wu3fenus  3asaBieHHbIM
XapakKTepucTMkamMm B Mpefenax COXpaHeHus cpoka
rogHocTu (CpoKa COXpaHeHUs1 ero CTEPUNIbHOCTU),
npu Yycnosuu, u4TOo cobnogalTca TpeboBaHUA
npon3BoAnTENs, YKasaHHble B WHCTPYKUUM NO

NPUMEHEHUIO.

Mpon3BoAUTENb HE HeceT OTBETCTBEHHOCTM 3a
MOBPEXaeHNS nnm HecyacTHbIe cnyyam,
BbI3BaHHbIE ~ HEMpaBW/IbLHOW  3KcnyaTaumei

n3genusd, no BmMHe nonb3oBaTeneil UNN BHELIHNX



19. CLAIM
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, 24/27 Sadovaya-
Samotyochnaya Street, 2nd floor, premises 1, office 18
tel. /fax: +7 495 775 85 82
email: Complaints_CIS@bd.com
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...J Ha PYCCKUIA A3bIK

HenpeaBUAeHHbIX CUTYyaLun.
19. PEKTAMAL A

B cnyyae BO3HMKHOBEHWUSA BOMPOCOB, CBA3AHHbIX C

KauyecTBOM MeAMLMHCKOro u3fenus, Heobxoaumo

obpaTuTbeA no cregywlwemy  agpecy K

YNonHoMo4YeHHOMY MpeacTtasuTento

MponssoanTens B Poccuiickon degepaumu:

00O «bekToH ANKNHCOH BOCTOKY,

Poccuiickan ®epepaums, 127051 r. MockBa, yi.

CapoBas-CamoTEUHas, 24/27, 2 aTax, NoMeLleHwve |,

KomHaTa 18

Ten./gakc: +7 495 775 85 82

email: Complaints_CIS@bd.com



J-

BectoM Dickinson and Company
CrneunaTcT Meyca}T<apofH”™o oTAenapecucmpatiHn/
Inten”rional R~ulatoty Affairs Specialist

Apam Xaac/Adam Haas

/2- 1-~An

ChristinePa ?
Notary Public j
State ofNew Jerse |
ACommissionExpresAu”i life,2024
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MepeBog, NepPBOro AINCTa C aHI/IMINCKOr0 A3bIKa HA PYCCKNIA A3bIK

<Nlorotun b/ (BD)>

MHCTPYKUWA MO MPUMEHEHWIO
MeANLMHCKOro usgenuvs
Wrna ana wnpuvy-pyydykn BD Micro-Fine Plus ogqHOpa3oBoro 1crosib3oBaHus, B BapuaHTax
VICMOJIHEHUA:
1 Wrna ana wnpuu-pydkn BD Micro-Fine Plus 0,23 mm (32G) X 4 MM 04HOPa30BOro UCNosib30BaHUS,
2. rna gna wnpuy-pyykn BD Micro-Fine Plus 0,25 mm (31G) X 6 MM 04HOPA30BOro MCMNosib30BaHUS.

Mpounssogutens: «bekKToH ANKUHCOH 3HA KomnaHu», CLU A

«YTBEPXOAKO»

«BeKkTOoH IMKMHCOH 3HA KomnaHu» (Becton Dickinson and Company)
CneyuanmcT MeXKAyHapogHOro 0T Aena perucTpaumu

(BOMKHOCT)

Apam Xaac (Adam Haas)

(nms1)
<Mognuce>
<Hakrelika/penbetHas neyvars:
KOMMAHWA BEKTOH, AJUWKNHCOH 3HA KOMMAHW (noanwuchb)
(BECTON, DICKINSON AND COMPANY) *
1906 + BAPETMCTPVUPOBAHA B HbO-IXKEPCU> M.

12 Hos6ps 2019 .

«HacTosAlWnMM NogTBepXKAald TOUHOCTh, MPAaBUILHOCTL U AOCTOBEPHOCTb
[JaHHOr0 NnepeBofa Ha PYCCKMIA A3bIK»

MOAMMCAHO Mog, NPUCATOW 8 MOEM MPUCYTCTBUW KpucTuH MNackyapbesnbo
CEr04HA, 12 Hos6ps HoTtapuyc
LLtaT Helo-kepcu
<Mopnucb>

CpOK MOTHOMOUMIA UCTEKAET

HOTAPNYC> 18 aBrycTta 2024 r.>

<PenbechHasi nevars:
KPUCTUH NACKYAPBLEJ/IBO * HOTAPUNYC * HbKO-AXXEPC>
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MepeBos 060pOTa YeTbIPHAALATONO JINCTA C aHMIMIACKOTO A3bIKa Ha PYCCKMWIA 513bIK

<PenbethHasi nevars;
KPUCTUNH MACKYAPBE/IBO * HOTAPNYC * HbO-O)XXEPCU>

<UWramn:
KpuctuH lMackyapbesso
HoTapuyc «BeKTOoH InKMHCOH 3HA KomnaHu» (Becton Dickinson and Company)
LiTaT Hbro-[Hkepcn CneunanucT Me>KayHapoaHOro oTaena perucTpawmm

CpOK MOSITHOMOUUIA UCTEKAET

18 aBrycta 2024 r> Anam Xaac (Adam Haas)

12 HosA6ps 2019 T. <Mopgnncb>

<Haknelika/penbedHast nevaTb:

KOMMAHWA BEKTOH, ANKWMHCOH 3H4 KOMMAHW
(BECTON, DICKINSON AND COMPANY) *

1906 * SAPETMCTPUPOBAHA B HbO-IXXEPC>

<lWTamn:
noAnnCAHO noa NPNCAronl e MOEM MPNCYTCTBUN
CErOAHA, 12 Hosbps

<Moanucs>
HOTAPNYC>
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Mepe>xXoaHHOro TekcTa BbINO/IHEH nepeBogumMKoM VnbueHko Cepreem EBreHbesmnyem.

Poccuiickaa depepauuns
fopog Mocksa.

[eBsaTHaguaToro Hosi6psa gBe Thicaun ge " ag”~1oro

yo. d
A, Kopcuk Bnagummnp KOHCTAHTUHOBMY, HoTapu)™' naeTenbCcT
NoA/IMHHOCTb NoAnucy nepesogynka, MinbyeHko Cepresa EB|
Moanwuce caenaHa B MOEM MPUCYTCTBUMN. - «
JIn4yHOCTbL NognucaBLLEero 4OKYMeHT yCTaHOB/eHa. '
K X * v9'*nQ, A
3aperncrtpuposaHo B peectpe: Ne 77/2138-H/77-2019-" 4

CTBEHHOM nownHbl (Mo Tapudy): 100 py6. 00 kon.
oKasriisive ycnyr npaBoBOr0 M TEXHUYECKOro xapakTepa: 20Qi Kon.
F Kopcuk

Bcero npowHypoBaHo, rf)OHyMepoBaHO
M ckpenneHo nevarteto / N nuct(a)(oB.)

HoTapuyc
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