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Hassa nporyxry: Tomxu snst wnpuir-pyyxu BD Micro-Fine TMPlus 0,30mM(30G)x8mm
Howmep xaramory: 320519

Homep naprii: 0266146
Tepmin nmpugaTnocri: 2025/ 09/30 Hara Bupobuuursa: 2020/ 10/01

Mepuuni npucrpoi Becton Dickinson and Company supobneniy BignosigHocri go BuMmor
Hupexktns EC Directive ans MeIMYHUX NpUCTpoiB 93 /42 /EEC.

Crepunshicrs

Bei mpogyxtn i mapkysaussv " Crepumbni® (Ompominenns Kobanbr 60) sunymeni s
Npojaxy xomnadiel Becton Dickinson and Company CepTU(IKOBAKI AK CTepUIbHI 3a EN
556 32 yMOBH, 110 IIEPBUHHE MAKYBAHHA He BIIKpUTe a60 IONTKOmKeHE.

[uxn crepwmisauii BM3HavaeThcs Ta KOHTPOJIOETBC 3TigHO ISO 11137.

[Inporenuicrs

Bci nponyxTu nipg mapkysansaM " Amiporenmi BUTNYLIEHI NS NPORaKY KOMMOaHicio Becton
I (E pong

Dickinson and Company ceprudikosani sx AniporesHi. Tumnosispasku 6yam npotecrosasi y
BiflTOBiHOCTI 3 ISO 10993.

ToxkcuuHicTb

Bei mpopyxri min mapxyBanmaM  "He Toxcuymi" BUIIYIEH] AN [PONAXy KOMIAHi€l
Becton Dickinson and Company BUTOTOB/IEHI 3 MaTepialiB, AKi MpPOMLWIM TecTYBAHHA Ha
UMTOKCHIHICTD Ta/qM TBAapMHHE TOKCHYHE TECTYBaHHsA y BiAnoBijHocTia IS0 10993 )

Hxictp

I[lponyxktn BD pospobneni Taxum uuHOM, 1106 BIAMOBIMATH BiZMOBIAHNUM MDKHAPOAHUM
TEXHIYHUM CTaHRAPTaM, 1 PO3pOBNAIOTECE, BUTOTOBRNAIOTLCA Ta PO3UOAIAAITECS 3a JOTIOMOTON0

CUCTeM, IO BiAIOBL/JalOTE BIANOBIZHMM BM3HAHMM CBITOBUM cragiapraM fAKocri, IS0 13485
cepiita 21 CFR 820 US FDA.

HOpunuunuit Bupobuuk:Becton, Dickinson and Company, 1 Becton Drive,
Franklin Lakes, New Jersey 07417,USA

lpucrpoi, nepeniveni y Bepxuiit wactumi ceprudikara, Oyam mepepipedi Ta BiANOBigaloTH
Bumoram crenudixanil npguykty Becton Dickinson and Company .

Sharon Lunney, Mikpo6ionor

Db CLA2pt
/50Y D, 77,




JEPIKABHA €

ryanur Donops







NN IR

APOSTILLE

(CONVENTION DE LA HAYE DU § OCTOBRE 1961)

COUNTRY: UNITED STATES QF AMERICA

THIS PURLIC DOCUMENT HAS BEEN SIGNED BY:
VICTORIA L MORROW

ACTING IN THE CAPACITY OF:

NOTARY PUBLIC OF NEW JERSEY

BEARS THE SEAL/STAMP OF:

VICTORIA L MDRRQW, NOTARY

CERTIFIED

. AT TRENTON, NEW JERSEY

THE 27TH DAY OF JULY 2017

BY: Ford M Scudder
State Treasurer

WO: AR178B47
SFAL/STAMP: 10. SIGNATURE
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Ford M Scudder
State Treagsurer

Certificare Nomber: 139785052

Verify this certificate st

https/fwarw L state ) s/ TYTR  StandingCert/idPVerily Cartijsp



Becton, Dickinson svig Ly
1 Becton Drive
Frankiin Lakes, NJ 07417

fennapauln npo sionosigeicors NOUA-00L
Heclsration oF caonformity NeUA-001

 Texsnunmy PernaMenTy LioHe MOgnuNNy snpusis, saTEcpmKeHMyY HocTanosm Kaﬁiﬂm ?s?mm'ms
Frpalne NETSS sip 2 moovws 2083 b
Technical reguiamns on Medical devices, approved by Decree of Cabinst of Ministers of Ukralne N9753 on 3 Oclober

2013

Ppynn meg:s@ﬁia.

Groups of devices:

Mapanic menwsnx supobis:
List of medical devices:
Bupobuma

Manufacturer;

BupoSnima nnonjanie
Manufacturing site:

Yoosuosawmenad npescrasuny s Yapainh

. S it e, 73
Authorized representative in Ukraine:

Kascndinaniy arigne Oogery 2 Texsiusoro
DErRaMENTY LIDAD MeAMMHIX Bupobia,
Faresepmenore Nocranosow Kabinery Mislcrpis
Ypaine NE753 sin 2 xosfes-2013p.

Classification according to Annex 2 of Technical
reguiation on Medical devices agproved by Decres of
Cabinet of Ministers of Ukraine NE753 o 2 October
2013

fipouenvps ouinyy sinnoainxeoth

Conformity Assessment Route:

Homep copridizers sianosinnocth
Certificate number:

Crpon it coprudinsts signosignos i
Validity: period of Certificate of conformity:

Nipuanguesni opray s oubseyw signosigroerd m
fore inswrndlraniiiuni xog

Confarmity assessment body with its identification
number:

Tongw ons WRpUL~PYHIcH

| Pen Needles

Hue. Honavox 1 go uiel fexnapaull npo signosigricrs
See in Anex 1 1o this Declarstion of conformity

- Bewxron Ohducon axg Komnasl, CLUA, Buo Oxepcl, OperkitH Nefike
- 07417, Bexron fpais, 1

_ Bacton, Dickinsors and Company, 1 Becton Drive, Franklin Lakes, NJ

| 07

LiSA

- Baxron Hiniscon sug Kemnamnl, Dorrepl Paya, Hav Jepl, SBySaiy,
| IpraHain

Sauvon, Qlxincoy exn Komnanl Mslven, JoHoep Pove, fporeaa, Nayr,

| Ipnawals _ ;
| Becton Dickinson and Company, Pottery Road, Dun Lenghaire, Co

Bublin, Irsland

Becton, Dickinson s Company Limited, Donvre Road, Diogheda, Co.
Louth, Ireland

TosapuoTan 3 oSuamenow signosigansuicre «KPATIR
MELTRNHIRA», Yepaiva, m. Kiis, syn. Barropyriscesa, 6yn.17-21,
&I nosepx

Liwmited Liabiilty Company “CRATIA MEDTEXENIXA™, 172-21,
Baggovutiveka Str., 5th floor, Xyiv

Tia (nyrier 14 Hosargy 2)

ITe (item 14 of Appendis 2}

Sogarox B 8 nosguensl 2 HBoparson § TexuldHoro pernamesty
wWoge Meauudne supotis, sareepaxesorp Tlocrawoscr.  Kabisery
Minkcrpis Yrpaim NR753 sig 2 wostha 2013 p.

Apnex & combined &snex § of Technical regulation on Medical
tevices approved by Decree of Cabinet of Miristers of Ukraine NO753
on 2 October 2013

PR.2G3 ~37

3 03.07.2017 nop 02.07.2022

since OR.07.201 7 untif 02.07.2022
Tosaproree 3 obmmsanen sinnosinanssior
s¥upaincennil vayrosnt incrurer copnadixauibe
Limited Liability Comipany “Ukralnian Research Institube of
Certification”
VA TRALS

Hars: 20 sunus 2017

Homep: UA-H01
Tiatet July 20, 2017

Neambor: L AD0]

Croplexe 1 3
Page Tof 2

Pegasngise]

Forsion: 1

Page 1 of 3



L4

Bec‘mn, Dickinson and Company
1 Becton Drive
Frankiin Lakes, NJ 07417

2

Gewvon Olxincon ewy Komnasi 5 ocobi Astrana Mepna, WMSHSAXEpa 3 PErynaTopHol NORIMAKK, g CBOIO OPUAMMRY
SIATOBIKANBHICTY SEKNEPYE BUKCGHAHNS OCHOBHUX BUMOT IMOAD MeauLHOTe BuROGY, stiano donariy 1 TEXHIMHOrO pErnanMetTy
WIDAD MEAMuUHM SupeSiE, saTeepaxerore Tottanonge Katiinety Minlorpin ¥ipaiiu N8 753 Bi4 2 WoBTHS 2013 p.

Becton, Dickinson and Company duly represented by Avital Merl, Regulatory Affairs Manager, declares under our sole
responsibility the Rulfilment of basic: requirements for medical devices, according 6 Annex 1 of Technical reguiations on
Medicat devices, approved by Decree of Cabinet of Ministers of Ukraine H2753 an 2 October 2013,

Y
3
Micue seaesh ©pssonin Jefixe, Hun Hepel, CLA H A
Place of issue: Franklin Lakes, New jersey, USA A P '
Hava nignncy | Mignuc ynosnosasuenol ocoby 20 sunns 2047, LE A
Date of signing | Signaturs of Authorized person July 26, 2017 _
ﬁmyﬁommmmeun? poody | Hasss nocagn Asiran Mepn Messpoxep 3 perynstropsol nopitwsu
Full Name of Authorized person | Pasition Avital Mert Regulatory Affairs Manager

Sworn to and subsoribag
o beforg e this
o~ B = day ﬁzszi*uéxﬁ 7

TARY PUBLIC OF MEW JERSE)
;- LD asveeet
" Wy Comimission Explres 102372018

R I P

HAavs: 30 nnmem 2017 Homep: UA-001 Penaxuin:d Croplurs 23
Datex fudy 20, 2017 Nomber:LIA4-001 Yersion: 1 Pagw 2 of2

Pagé 20f3



- pacton, Didkd sxm and Campany
,,,,,, §§ i o i Becton Driva
\Q&\\\\ N Frankiin Lakes, NI 07417

B
D Re®

Sexnapaylisn npo signosignicrs NOUA-001
Declaration of conformity NSUA-001
dogarox &

Annex 1
Nepenix megwunnx supoldis
List of medical devices

Haranonoiml | MHasss memnunore supody Hosns Meanunore snpody s
HOMSD #He anrnificexis monl vepaincenill mosi Dnne sunely
Catalogue Name of medical device in Name of medical device in Product description
number English Ukrainian ; ; . B
320480 BD Micro-Fing™ PFus Pen | Foske  ans  wnpwu-pysion  BD | 0,33mm{286)x12,7mMmM
| Needles e Micro-Fing™ Slus 0.33mm (29G)x12.7mm
320519 BD Mlcm*ﬂne*” Plus Pen | Foaky  ans  wnpui-pyuke  BD | 0,30mm{30G)x8MM
e Needies Micro-Fine™ Plus 8, 30mm {306 x8mm
| 320520 BD Micro-Fine™ Plus Pen | Fonke  ans  wnpuu-pysss BD | 0,23mm{32Ghedmm
L _ Needies Micro-Fing™ Plus 0.23mm (326 )xdmm
| 320800 1 BD Micro-Fine™  Plus Pen | Tomky  Ads  wnpuge-pyugd  BD | 0,256M(318)x5mm
- Needles _— Micro-Fine™ Plug _0,25mim {315 )xEmm
| 47530082 BD Micro-Fine™  Blus Pen | Foski  ans  wopwi-pyat  BD | 0,33mM{28G)1%1 2, Fom
Lo Needles : Micro-Fing™ Plus N 033mm (zgs}xxg,?mm
Fa
Micue engavl Dpamois Nelike, Hwo Hwepel, CIHA S 4 f; f i
Blare of issue; Frankiin Lakes, New Jérsey, USA § S a fé:g
Sars nignuey | Nignue ynosnonamens! ocolu 20 nesa 30179, ({:‘3{ 33‘{ ¥ "*‘jig xis‘k“
Date of signing | Signature of Authorized person July 20, 2017 , ”
IS yoosuosamenol vcotn | Hasse nocanu Anfran Mspn - Meusaxep 3 peryﬂxmpﬁef ronfucs
Full Name' of Authoriged person | Position Avital Mer{ Regulatory Affairs Manager

Bwom to and subsoride
belore me this
S0 davelotdia 20
ST

Baea: 20 punns 2017 Homep: UA-G01 Pensxaing | Cropluwa 313
Dates Bl 30, 207 Naamber U001 Version: 1 | Pagedarz
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«YKPATHCBKMIA HAYKOBMIA IHCTUTYT CEPTUBIKALLD
TOBAPUCTBO 3 OBMEWEHOIO BIANOBIAANBHICTIO

04053, Yupaiua, s Kule, Kyapsacorult yaeis, Byn, 7, odic 320
UATR.116

CEPTUOIKAT BIANOBIAHOCTI

Hepagox aafeapesenna  dyuxuionysansy  cucreMy  yopasainus  axierio pin  use
supoedunurss meymanux supobis (Jonarox 6 Texmiuwore periaMenty MO0 MEIWIHHX
supoBiB, 3arsepRenoro noctanosoo Kabimery Minicrpis Yipalnw sig 02.10.23013 Ne 733 (TP)

i g 3; %4}
By
Mﬂi’

Bupobnun: Becton, Dickinson and Company
IOpuauuna aapeca: 1 Becton Dirive, Franklin Lakes, NI 07417, USA

B{{}}Qﬁﬁgqi ORI 1 Becton i}i‘i\f’i‘ig Franklin Ldki»b. NI 0741 7. PRA
1339 West Highway €, Holdrege, NE 68949, USA
Pottery Road, Dun Laoghaire, Co. Dublin, Ireland
Donore Road, Drogheda, Co, Louth, Treland

Yiosuosmrenut TOB «KPATIH M E}ITEX& KA
HPEICTABHEK: 04107, M. Kuis, syn. barrosyriscexa, Syn. 17-21, Yrpaina
Bupotu: Tucyainosi mnpang 3 CrePRILHOIO BHYTPIINLOW YUCTHHOW,

Vo s wapui-pyusy

Hpuswaucunit opran 3 ouiuxy signosinpocri Topapuernso 3 obmemenor slanosilassnicrn
«¥Yrpaincoxnit sayxosmit imcruryy ceprudivanils (inewvudicauifingl nomep N UATR.11G)
DRATHEPIKYE, WO 3a3Hauenuil supoCHNK BOPOBAIME CHCTEMY YIDPABAIHHE NRICTIY WOL0 npouecis
BHPOSHMUTRE CTOCORHO 3a3Kaxseroro supoly ¥ rianosiznoctt qo ayurris 3-7 Josarmey 6 TP ta sxa v
of CRTOM HEPIOAMUHNY HOTARIOBNX Ry Tis ariaso 3 nyikris 8-11 Honarsy 6 TP

Hiacrana pan pugand
3eir Ne PRUISG/G-17 81 27.04 201 7
Plimenus mpo maaayy cepradicaty No PROISO/T-17 win 03.07.2017.
Ceprndixar Mo PR.263-17
Jittennit mo «02» mwnas 2022 p.
Busganus Ne 1, Cepruhixosano 3 03.07.2017.
Hara peecrpaniy «03s numnn 2017 p.

grosiapoct
0. Muxaaxo

10302 [ soio3 “woninka 1 3 1
SOAEC 17065 | LISOAEC 1702141 Cropiuka 1 3
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