BD Medical-Diabetes Care
Becton Dickinson
www.bd.com

Aexknapauisa npo BignosigHictb N2UA-001
Declaration of conformity No.UA-001

TexHi4YHOMY pernamMeHTy wWoa[o MeanvyHux eupobis, sarsepmxeHomy MNMocraHoBoto KabiHety MiHicTpiB Ykpaiuu
N2753 Big 2 »xoBTHA 2013 p.
Technical regulation on Medical devices approved by Decree of Cabinet of Ministers of Ukraine No.753 on 2 October

2013

F'pynu Bupo6bis:

Groups of devices:

Mepenik meanuHnx BNpo6is:
List of medical devices:
Bupo6Huk:

Manufacturer:

Bupo6Huua nnowagka:
Manufacturing site:

YroBHOBa)XkeHU1 NpeACTaBHUK B YKpaiHi:

Authorized representative in Ukraine:

Knacudikaugia 3rigHo [logatky 2 TexHiyHOro
pernameHTy LWOAO0 MeAuYHUX BUPO6IB, 3aTBEpPAXKEHOMO
MoctaHoBoto KabiHeTy MiHicTpis Ykpainn N2753 Big 2
X0BTHSA 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
Mpoueaypa ouiHkK BiANOBIAHOCTI:

Conformity Assessment Route:

Homep ceptudikara BignosigHocTi:
Certificate number:

Ctpok pii ceptudikara BignosigHocTi
Validity period of Certificate of conformity:

MpuaHauyeHni opraH 3 OUiHKM BigNoBIiAQHOCTI Ta
noro igeHTudikauiiiHuit ko

Conformity assessment body with its identification
number:

TepmiH aii peknapadii npo BignoBiAHICTb:
The validity of the declaration of conformity:

Fonku gna WNpuUu-pyyvyKkm
Pen Needles

Owue. Jopatok 1 o uiei Jeknapauii npo BiANOBIAHICTb

See in Annex 1 to this Declaration of conformity

BekToH [likiHcoH eHa KomnaHi, CLUA, Heto Jxepci,
®peHknin Jlenkc 07417, bekToH [paiis, 1
Becton, Dickinson and Company, 1 Becton Drive,
Franklin Lakes, NJ 07417, USA
BekToH [likiHcoH eHa KomnaHi, MNMotTepi Poya, AaH Jlepi,
[y6nin, Ipnanais
Becton Dickinson and Company, Pottery Road, Dun
Laoghaire, Co Dublin, Ireland
TOB «KpaTtia MearexHika»,
04107, M. Kuis, Byn. barroByTiBcbka, 6ya. 17-21, YkpaiHa
Ten.: 0 800 21-52-32
EnekTpoHHa nowTa: uarep@cratia.ua, €4PMNOY: 38670845
LLC “Cratia Medtekhnika”,
17-21 Bahhovutivska Str., 04107, Kyiv, Ukraine
Tel.: 0 800 21-52-32
E-mail: uarep@cratia.ua, USREOU Code: 38670845
I1a, 3rigHo 3 [logaTkoM 2 TexHIYHOro pernameHTy LWoao
MeaAnYHuX BMpobiB, 3aTBepaxeHoro MocrtaHosoto KabiHeTy
MinicTpis Ykpainm N2753 Big 2 xoBTHs 2013 poky
IIa, according to Annex 2 of Technical regulation on
Medical Devices approved by Decree of Cabinet of Ministers
of Ukraine N2753 on 2 October 2013

Aopatok 8 B noegHaHHi 3 [logatkoM 6 TexHi4yHOro
pernaMeHTy LWOoAO0 MeAMYHUX BUPO6IB, 3aTBEpAXEHOro
MocTtaHoBoto KabiHeTy MiHicTpiB YkpaiHn N2753 Bia 2 KOBTHS
2013 p.

Annex 8 in conjunction with Annex 6 of Technical
regulation on Medical devices approved by Decree of
Cabinet of Ministers of Ukraine N°753 on 2 October 2013
PR.263 -17

no 02.07.2027
until 02.07.2027

ToBapucTBO 3 06MeXXeHOo10 BignoBigasibHICTIO
«YkpaiHcbkuit HaykoBuii IHcTutyT CepTuddikauii»
Limited Liability Company "Ukrainian Scientific Institute of
Certification"

UA.TR.116
[OincHa po 02.07.2027

Valid till 02.07.2027

BekTtoH [ikiHcoOH eHpa KoMmnaHi B ocobi Asitan Mepn, AvpekTopa 3 perynsaTopHOi MOAITUKK, Nig CBOK HOPUAUYHY
BiANOBIAaNbHICTb AeKapyeE BMKOHAHHSA OCHOBHMX BWMOr LWOAO MeaAuYHMX Bupobis, 3rigHo [opatky 1 TexHiyHoro
pernaMeHTy WoA0 MeaAndHux Bupobis, 3aTBepaxeHoro MoctaHoBoto KabiHeTy MiHicTpiB YkpaiHun N2 753 Big 2 »oBTHa 2013
p.

TexHiyHa AOKyMeHTauis Ha MeauyHi BMpobu 3rigHO uiei aeknapadii Npo BignoBigHICTb po3pobneHa, BnpoBagXeHa Ta
36epiraeTbca y BUpobHMKa.

[eknapauito Npo BiANOBIAHICTbL CKNaAeHO Mig UiNKOBUTY BiANOBiAaNnbHICTL BUPO6HMKA KoMnaHii BekToH [JikiHCOH eHp
KomnaHi. BignoBiganbHicTb 3a AOCTOBIpHICTb HaaaHoi iHpopmaLii Hece BUPOGHUK.

Becton, Dickinson and Company duly represented by Avital Merl, Director Regulatory Affairs, declares under our sole
responsibility the fulfillment of basic requirements for medical devices, according to Annex 1 of Technical regulations on
Medical devices, approved by Decree of Cabinet of Ministers of Ukraine N°753 on 2 October 2013.

The technical documentation for medical devices to this Declaration of Conformity has been developed, implemented and
kept by the manufacturer.

The Declaration of Conformity is written under the sole responsibility of the manufacturer Becton, Dickinson and
Company. The manufacturer is responsible for the authenticity of the provided information.
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BD Medical-Diabetes Care
Becton Dickinson
www.bd.com

Micue Bupaui: ®peHkiiH Jleikc, Horo hkepci, CLUA
Place of issue: Franklin Lakes, New Jersey, USA

Aata nignucy | Niganuc ynoBHoBa>xeHOi ocobu 27 JlnnHsa 2022

Date of signing | Signature of Authorized person July 27, 2022
NIB ynoBHOBaXxeHOi ocobu | Hazsa nocagu Asitan Mepn JmpekTop 3 perynsTopHOI noaiTuku
Full Name of Authorized person | Position Avital Merl Director Regulatory Affairs
Hara: 01 aunns 2022 Howmep: UA-001 Penaxuis: 4 Cropinka 2 i3 2
Date: July 27, 2022 Number:UA-001 Version: 4 Page 2 of 2




BD Medical-Diabetes Care

Becton Dickinson
www.bd.com

& BD

Aexknapaudia npo BignosigHicte N2UA-001

Declaration of conformity N°UA-001

AdopnaTtok 1
Annex 1

Mepenik meanyHnx Bupob6iB

List of medical devices

KatanoxHuit | Hassa meaunuHoro supoby Ha3Ba meauuyHoro Bupoby Ha
HoMep Ha aHrNiACbKi MOBI YKpaiHCbKiA MOBI onuc Bupoby
Catalogue Name of medical device in Name of medical device in Product description
number English Ukrainian
320519 BD Micro-Fine™ Plus Pen Fonkn ana wnpuu-pyydkn BD 0,30mMM (30G) x 8MM
Needles Micro-Fine™ Plus 0,30mm (30G) x 8mm
320520 BD Micro-Fine™ Plus Pen Fonkn ana wnpuu-pyykn BD 0,23mM (32G) x 4MM
Needles Micro-Fine™ Plus 0,23mm (32G) x 4mm
320590 BD Micro-Fine™ Plus Pen Fonkn gna wnpuu-pyydkn BD 0,25mM (31G) x 5Mm
Needles Micro-Fine™ Plus 0,25mm (31G) x 5mm
320736 BD Micro-Fine™ Plus Pen Fonkn ana wnpuu-pydkn BD 0,25mM (31G) x 6MM
Needles Micro-Fine™ Plus 0,25mm (31G) x 6mm
47530082 BD Micro-Fine™ Plus Pen Fonkn gna wnpuu-pyydkn BD 0,33mM (29G) x 12,7MM
Needles Micro-Fine™ Plus 0,33mm (29G) x 12,7mm

Micue Bupaui: ®peHkiH Jleikc, Horo hkepci, CLUA
Place of issue: Franklin Lakes, New Jersey, USA
OaTta nignucy | Niannc ynoBHoBa>xeHOi ocobu
Date of signing | Signature of Authorized person

NIBb ynoBHoBa>xeHOi ocobu | Ha3ea nocaam

27 nunHa 2022

Ot Trurd

July 27, 2022

Asitan Mepn

AnpeKTop 3 perysisitopHoI nosiTuku

Full Name of Authorized person | Position Avital Merl Director Regulatory Affairs
Hara: 01 aunns 2022 Homep: UA-001 Penaxuisi: 4 Cropinka 3 i3 2
Date: July 27, 2022 Number:UA-001 Version: 4 Page 3 of 2




& BD

Pottery Road

Dun Laoghaire Co.

Dublin, Ireland

-

Ceprudikar Binnosiznocri

Page 1| of 1

Homep OPORyKTY
HoMep xaranory
HoMep naprii

320590 Hdara BupoBHuuTRa: ° 01.05.2025
5105029

TepmMin mpumarsocri: 30.04.2030

Tonxm ana wnpuu-pyuks BD Micro-Fine T™M Plus 0,25 Mm (31G) x 5 mm

Crepunsricrs

NOLIKOIXEHe ,

[Iuporennicrs

%

TokcuunicTs

TECTYBaHHA Ha
BlONOBlOHOCTI
Axkicre

Memnuui npucrpoi Becton Dickinson and Company BupoGneni Yy BimmoBiguocTi mo
mMor IimpexTB EC Directive AJIA MEIMYHMX npucTpois 93/42/EEC.

Bei npomykru ni
LJIZ Nponaxy Kom
CTepuiibHl 3a EN

CrepunbHicTeB

O _MapKyBaHHAM "CrepunbHi" (Onpomimenws Kobaner 60) sunymeni
NaHlen Becton Dickinson and Company ceprMPikoBaHil gk
556 =a YMOBM, WO NEpBUHHE laKyBaHHA He B1nkpuTe abo

Umkn crepunizanii BU3HAYAETECS Ta KOHTPOJKETHCH 3rinﬂo\ISO 11137,
Bupi6 crepunisyernca =a BKasaHoo Bume ampecomn.

Bci NPONYKTY M1 MapKyBaHHAM "Anipopeﬂﬂi".annymegi ANA NpONaxy KoMnaHien
Becton Dickinson and Company CepTUQikoBaHi Ak Aniporexsi. Tunosi 3pasku
TokcuuHicTe6ymm NPOTECTOBAaH1l y BimgnoBinocTi 3 ISO 10993,

Bei npomykryu nig MapkyBaHHAM "He TokCyyni™ BUNYWEH1 s npomaxy koMmasien
Becton Dickinson and Company Burorosneni 3 MaTeplayiB, Axki npormuim

LMTOKCUUHICTE Ta/uu TBapuuue TOKCHUYHE TeCTyBaHHA y
3 ISO 10993.

llponyxTy BD pospobneni maxym YMHOM, wo6 BimnomimaTu Binnosinuum MiXHaponumum

TEXHIYHUM CTaHOapTaM, i PO3POONANTLCH, BUIOTOBNANTHCH Ta posnominapTscs 3a
IONOMOT'OK CHUCTEM

akocri, IS0 13485
UIUYHUN BUPOBHMK :
Lakes, New Jersey

O B1ANOBlOANTh BiNMOBimuuM BUM3HaHUM CBiTOBMM CTaHOapTaM
egli Ta 21 CFR 820 US

07417,

. I .

FEA. _
eCtOﬁSA ickinson and Company, 1 Becton Drive, Franklin

lpucTpoi, nepeniveni Y BEpXHiy wacTuui ceprm@ixara,.einm nepesipeni Ta
BlIONOBlOanTb BMUMOTaM cneundpikanii IpoOoykTy Becton Dic

inson and Company.
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Eoghan McCarthy - MikpoGionor
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