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Hasgna nponyKry Ly, THCYIIH U-40; 3 ronvorn 0,30 My (30G) x 8 Mm
Homep sa karonorom 320911
Howmep naprii 1074299

Tepumin IPUIIATHOCT 2026/03/31
Hara Bupobunyrsa:2021/ 04/01

HOPMATUBHE HOTPUMAHHA 1 CUCTEMA SIKOCTI

Hpopyxrn BD BIATIOBIfAIOT HOPMATUBHUM BUMOTAM periony, B saxoMy BoHM npopami |
BUTOTOB/IEH] ,

Hponyktu BD, o nponarreca B CIIA, BIINOBINAOTE BuMOTaM HMHHOIO 3aKOHONaBCTEd FDA
21CFR820, Memaui UpWiam nepepaxosani 3 FDA sa 21CFRB0O7, BrpoGuuyi Micis
sapeecrposani FDA sa 21CFR807. Bupobu sagosinbusiors FDA BUMOIY TIPEAPUHOYHUX HOBITOMIIE]
sa 21CFR 807,

Hponykru BD I MapKyBanuam CR BijtoOBigaoTL Hupexrupam Menmanux Ipucrpois 93 /42 /ERC
BUPOONAIOTECH Ha BUPOOHMMMX 06 ekTax, sxi BiATIOBifa10TH MbKHapogHoMy CTaHmapTy
15013485 Cucremnu sxoeri - Memuuni supo6u - Bumorn Hns perynaropunx nineit. Bei
KOMITOHEHTH BMUIOTOBIEH i IO BUnpobysanus (B 1.y,

BOKKL Merany ra pH) , ax suswaveno ra Bumaraerbes 180 8537: 2007,

CTEPUIIBHICTD

Bei nmpomyxrm, stki nosnaven AK #erepunbuif ra BULYILeHI 17t npoyiacky  BD ¢ eprudikosani sk
Crepmibui 3a EN 556-1 Crepunisanis Memunmx 11 punajis sa yMmoBm saxio HaKyBauus wine i we
nomkopkene. [lamui nponyxr crepunisyerses Onpominenusm Kobamurom (Cobalt) 60 . Llmkn
Crepunizariil JATBEPIDKEHO Ta KOnTpomoerscs AAMI TIR 13004 Ta BUMOBINHO o Jlroumx
crampapris 1SO 11137,

BIOCYMICHICTD

__BUITIOBINAE Bcim BiIIOBiII UM posjinam .
UWPOTEHHICTD

[lew HpORyKT OYyB owisenni Bimosigno o ISO 109930 Bionoriuna ouinka MeInaumx npunais ",

3a - Dapmakones Crionyaennx Ilraris (USP) ronosa (85): = Tecr ua GakTepianbui engoToKcHm
BUIIOBINAE OOMEXEHHAM, $asHauerim y rtmasi 161- Tpaucysisiui ra indysivtni arperarn Ta
nonioni  Memryui LHPUCTPOT

BUIIPOBYBAHHS 1 PE/NI3U KOHTPOJIIO AKOCTI

UIIOBI BUpOGHITMi 3pasku abuparoTbes | NEPEBIPSIOTHCA  BIIOBIAHO 1o unmHmnx 3aCTOCOBYEMMX
cruennixariin npouykry . lepesipka sarnmcis TEPEBIPAETbCA Ta IifmMcyerbes 1<r?am<])u<0mulwm
HepCoHaNOM s BUILYCKY 1pojiykty. Bunymeni OpUCTPOl BifnoBifaTh Binosinum
l‘ﬂ’("l}‘Ml’})i]\’ﬂﬂ‘fﬂ?\d 1'71*3()1;’1‘}/?('1‘\/ BD -

CHELOUOIKAIISA TIPOTYKITI

liumiup%mmrmmmﬁnacrym-mm crrenudiagism BD: SP700120

MICIHE BUPOBHULITBA o ‘

Micue Bupofunnrea BD:  BD Medical - Diabetes Care - 1329 West Hwy 6,
Holdrege, NE 68949-0860 USA :

Miciie neprunnoi crepunisanii: BD Medical - Diabetes Care 1329 West Hwy 6,
Holdrege, NE 8949-0860 USA

HOpupmannit Bupobunk:  Becton Dickinson and Company 1 Becton Drive, Franklin
Lakeg, NJ. 07417 UsSha

: 7 T : i =" D} s Care
EU Yuosnopaxkesmi [pencraBank: BD Medical D;abgates €
Becton Dickinson France S.A.S. 11 rue Aristide Bergés B
de-Claix Cedex # France ,

Bei uponykru, nosuaveni ax e THPOrenui Ta Buiyiyeni wis lpoftaky Komuaniero BD Gynu nporecrosaiy
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1 Becton Drive

Franklin Lakes, NJ 07417

Bbexnapauis npo signosignicrs NQUA~002
Declaration of conformity NeUA-002

TexHiyHomMy perﬁaneury Woao Meanunnx Brpobis, sarsepiwenomy Mocranosoic KaBinery Minicrpie
Yupainu N2753 sin 2 wosTHr 2013 p.
Technical regulations on Medical devices, approved by Decree of Cabinet of Ministers of Ukraine N¢753 on 2

Qctober 2013

'pynn supobis:

Groups of devices:

Tepenix Mepwynux BupoGin
List of medical devices:$
Bupobunk:

Manufacturer:

Bupofunua nnouianxal
Manufacturing site:

YHOBHOBEIKEHWH NPeacTaBHiK B Yrpaiul:

Authorized representative in Ukraine:

Knacwdhinanis arigno fopatky 2 Texuiuxoro
pernamenHTy Woao MeauuHnx snpobis,
sarsepaxexoro:Mocranosol Kabinery
MinicTpie Yipaluu N9753 sia 2 wostHs 2013p.
Classification according to Annex 2 of
Technical regulation on Medical devices
approved by Decree of Cabinet of Ministers
of Ukraine N¢753 on 2 October 2013
Mpoenaypa oulnky siagnosigrocti:

Conformity Assessment Route:

Homep ceprugpinara signosignocri
Certificate number:

Crpox git ceprudirara signosiguocti
Validity perfod of Certificate of conformity:

MpusHaueHKiA oprad 3 ouixku
signosigHocti ta Horo igenrudirayiiinui
Kom

Conformity assessment body with its
identification number:

THeyRiHOBL WAPULY 31 CTEPUABHOW BHYTPILWHLOIO MECTUHOIO
Insulin syringes with sterile interior

Jus. Doaatok 1. a0 wiel Aexnapauii npo sianopiaticTs

See in Annex 1 to this Declaration of conformity

Bexron Qivincon eng Komnaul, CLUA, Helo xepcl, Openkniy Nelike
07417, Bexron [paits, 1
Becton; Dickinson and Company, 1 Becton Drive, Franklin Lakes, NJ 07417
USA
BA Megivkan - flaBerc Keap, 1329 Becr Xaitaeh 6, Xonapeax, Hebpacks
68949, CllA
BD Medical - Diabetes Care, 1329 West Highway 6, Holdrege, NE 68949,
USA

ToBapucreo 3 cbMenenor signosigansricro. «<KPATIH
MERTEXHIKA», Ykpaina, M, Kuig, syn. BarrosyTiscexa, 6ya,17-21, 6~/
noBepx

Limited Liability Company “CRATIA MEDTEKHNIKA®, 17-21,
Baggovutivs'ka Str., 6th floor, Kyly

IIa (nyukr 14 Joparky 2)

IXa (item 14 of Appendix 2)

Hogaror 8 B nocauamni 3 Jopatkom 6 TexXHIYHOro pPernamedTy oA
MeavHHUX Brpobis, satsepaxeHoro Nocranoboio Kabivety Mikicrpis Ykpai
Ne753 Big 2 xoBTHR 2013 p.

Annex 8 combined Annex 6 of Technical regulation on Medical devices
approved by Decree of Cabinet of Ministers of Ukraine N2753 on 2 October
2013

PR.263 <17

3 03.07.2017 no 02.07.2022
since 03.07.2017 until 02,07.2022

ToBapucTBO 3 06MEKEHOI0 BIANOBIAMILHICTIO
«Yxpatucsiuit naykosuil ucruryT cepTrdinauii»
Limited Liability Company “Ukrainian Research Institute of Certification”
UATR.116

Bexron Qikincon enp Komnawri s ocobi Asitana Mepna, MmeHepkepa 3 perynsroprol nonitukm, nia CsoIO 10PUANYH
8IANOBIAGNBHICTE AEKNIAPYE BUKOHAHHSI OCHOBHUX BUMOT WOAC MEAUUHOro BHPOBY, 3riaHo Hogarky 1 TexHIYKOro pernamMeHt
WOAO MEAUUHUX BUPOGIB, 3aTeepmikeHoro TocTanoBow Kabinety Minicrpis Yepainn N® 753 sig 2 sostha 2013 p.

Becton, Dickinson and Company duly represented by Avital Merl, Regufatory Affairs Manager, declares under our sol
responsibility the fulfillment of basic requirements for medical devices,; according to Annex 1 of Technical regulations on Medic
devices, approved by Decree of Cabinet of Ministers of Ukraine N9753 on 2 October 2013,

Micue sugaql: Openknin flekke, Heo Hxepci, CLUA
Place of issue: Franklin Lakes, New Jersey, USA
Hara nignucy | Nignuc ynosrosaxeHol ocoby
Date of signing | Signature of Authorized person
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17 cepnnsn 2017p, &/Vw&g

August 17, 2017

NYB yrosHosamenol ocobyu | Haasa nocagy

Full Name of Authorized person | Position

Asiran Mepn
Avital Merl

Meremep 3 perynsiropHol noaiTnku
Regulatory Affairs Manager

Hara: 20 aunua 2017
Date: July 20, 2017

Homep: UA-002

Number:UA-002

Peaakuia; 1

Version: 1

Cropinka 13 2
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Aexnapauis npo signosigHicts NSUA-002

Declaration of conformity NeUA-002

Donarox &
Annex 1

Mepenik MeguHNX BUpOGIB
List of medical devices

Katanowunit | Haasa megnuHoro supoGy Hazsa MepuuHOro BupoBy Ha
HoMep Ha anrniicerik Mosi yrpaincskin mopi Onuc supoby
Catalogue Name of medical device in Name of medical device in Product description
number English Ukrainian
BD Micro-Fine™ Plus Demi | Incynivosl wnpuuy 3i U-100, 0,3mn,
320829 Insulin syringes with sterile | crepunbHO0O BHYTPILIHBOK 0,30MM (30G)x8BMMm
interior yactuHow BD Micro-Fine™ Plus =100, 0,3ml,
Demi 0,30mm (30G)x8mm
BD Micro-Fine™ Plus Insulin | Incyaivosi wnputu si U-100, 1mn,
320909 syringes with sterile interior CTEPUABHOIO BHYTPHUHBOIO 0,33Mm (29G)x12,74m
i Yacrunow BD Micro-Fine™ Plus U-100, 1mi,
0,33mm (29G)x12,7mm
BD Micro-Fine™ Plus Insufin | Incynisosi wnpuum ai U-40, imn,
320010 syringes with sterile interior CTEPUNBHOI BHYTPHUHBOO 0,33mMm (29G)x12,7MM
) dactuHow BD Micro-Fine™ Plus U-40, 1mi,
Q,33mm (29G)x12,7mm
BD Micro-Fine™ Plus Insulin | Incyninosi wnpuum ai =40, imn,
320911 syringes with sterile interior CTEPUABHOIO BHYTPILIMbLOKO 0,30MM(30G)KBMM
JactuHow BD Micro-Fine™ Plus U-40; 1mi,
0,30mm {30G)x8mm
BD Micro-Fine™ Plus Insulin | Incyninost wnpum ai U-100, 0,5 mn,
320921 syringes with sterile interior CTEPUNBHON BHYTRILHROIO 0,33um (29G)x12,7mMM
vactuHow BD Micro<Fihe™ Plus U-100, 0,5ml,
0,33mm (29G)x12, 7mm
BD Micro-Fine™ Plus Insulin | Iucynisosi wnpuuw st U-100, imn,
320929 syringes with sterlle interior CTEPUABHOI BHYTPILHBOIKD 0,30Mm {30G)x8mMm
wacTuHow BD Micro-Fine™ Plus U-100, 1m,
: 0,30mm (30G)x8mm
BD Micro-Fine™ Plus Insulin | Incyninosl wnpuon 3i U-100, 0,5mn,
320930 syringes with sterile interior CTEPUNBLHO BHYTPIUNBOI 0,30MM (30G)x8MM
yacrumoto BD Micro-Fine™ Plus U100, G,5mf,
0,30mm (306G )x8mm
BD Micro-Fine™ Plus Insulin | Incynios! wopuum i U-100, 0,5mn,
324904 syringes with sterile interior CTEPUABHOIO BHYTPIWHBLOW 0,25mm (31G)xBMM
wacTunow BD Micro-Fine™ Plus U-100, 0,5ml,
0.25mm (31G)x6mm
BD Micro-Fine™ Plus Insulin | IncyniHosi wnpuiy 3l U-100, 1 Mn,
294905 syringes with sterile interior CTEPUALHOI BHYTPILIHBLOK 0,25mmM (31G)x6MM
vacrtudoro BD Micro-Fine™ Plus U-100, 1mi,
0,25mm (31G)x6mm
Micue supaul: ®peninin Neiire, Holo Mwepci, CLHA f/ } Vi 77 / P
Place of issue: Franklin Lakes, New Jersey, USA / ?/ o {;;;» 2 S }7 V4
Hara nianney | Nignue ynosHosamenol ocobu 17 cepnins 2017p.  ( / LAUSAX [ AU
Date of signing | Signature of Authorized person August 17, 2017 3
NIb ynosHosameno! oceby | Hasea nocagu Asiran Mepn Meneaxep 3 perynsropHoi nonlrikm
Full Name of Authorized person | Position Avital Mert Regulatory Affairs Manager

Sworn to and subscribed
5 hefore me this 9
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¢ YICTORIA L. MORROW
) NOTARY PUBLIC OF NEW JERSEY
LD.# 2379294

" My Cqmmfssien Expires 10/23/201:
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Hara: 20 amnnsg 2017

Dhatecduly 20, 2017

Homep: UA-002 ,

Number:1iA-002

Cropinka 2 i3 2
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«YKPATHCBKU HAYKOBUM IHCTUTYT CEPTUDIKALLT»
TOBAPUCTBO 3 OBMEXEHOIO BIANOBIAANBHICTIO
04053, Ykpaina, m. Kuis, Kyapsascbkuit yseis, 6ya. 7, odic 320

= "|cerT
CEPTU®DIKAT BIANOBIAHOCTI

Mopsinox  3aGe3medenns (YyHKUIOHYBAHHS CHCTEMH YNpPaBJIHHS  fAKICTIO i uac
pupobruuTBa Meauunnx Bupobis (Joxatok 6 TeXHIYHOrO pPEraaMEHTy MIOA0 MCAMTHHX
BHPO6iB, 3aTBEpIKEHOTO TIocTanoroto Kabinery Minicrpis Vipainu i 02.10.2013 Ne 753 (TP)

i i

Bupotuuk: Becton, Dickinson and Company
IOpupnuna agpeca: 1 Becton Drive, Franklin Lakes, NJ 07417, USA

BupoGuuyi niaomaixu: 1 Becton Drive, Franklin Lakes, NJ 07417, USA
1329 West Highway 6, Holdrege, NE 68949, USA
Pottery Road, Dun Laoghaire, Co. Dublin, Ireland
Donore Road, Drogheda, Co. Louth, Ireland

YnoBHOBAKEHUH TOB «KPATIsA ME,HTEXHIKA»
NPeACTABHHK: 04107, M. Kuis, Byn. BarrosytiBcbka, 6yn. 17-21, Yrpaina
Bupobu: Incy riHoBI MIIPHUK 3i CTEPHIILHOI0 BHYTPIIIHBO0 YaCTHHOIO;

Cosiku /15t QHIPHL-PYYKH

Mpusnavennii opran 3 ouinku sianosizwocri Tosapucrso 3 oGMexenoio BIAMOBIAAILHICTIO
«Yxpaincokuii  waykosnii imerntyr ceprudpivauniiy (inenrndixauiinui Homep Ne UA.TR.116)
HiATBEPILKYE, 110 3a3HAUEHUH BHPOGHWK BIPOBAIMB CHCTEMY YMPABJIiHHS AKICTIO LLONO TMPOLECiB
BUPOGHHUIITBA CTOCOBHO 3a3Ha4eHOro supoly y BiANoBixHOCTI A0 nyukris 3-7 donarky 6 TP ra ska €
06’ CKTOM NEpiOAMUHNX HAMISAOBHMX ayAuTiB 3rigHo 3 nyukTis 8-11 Jlonarky 6 TP,

IMigerasa st BUAawi:
3giT Ne PR.186/6-17 Bin 27.04.2017,
Piwenust ipo Bugauy ceprudixary Ne PR.186/7-17 8in 03.07.2017.
Ceprudikar No PR.263-17
Jliticnuit o «02» munws 2022 p.
Bunanns Ne 1. Ceprugikosano 3 03.07.2017.
Jara peccrpanii «03» manug 2017 p.

i

Kepippmeoprany 3

7 /OUIHKY BUUTOBIHOCTI
EC e PO Muxanko

10302 80103 % ,
ISO/IEC 17065 | |ISO/IEC 17021-1 Cropinka 1 31
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