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5 Hlnprugys in'exuiitni iHcyninosi crepunbui ORhopasosoro sacrocysans BD Micro-Fine TM Plus, 1
gﬁ:ﬁ}d I;l; ‘zg;%noro“ mit, THCYIITH U-100, 3 ronkoro 0,33 MM (29G) x 12,7 mm
Homeg maprit 1320909 Hata supobumnrea:2020/03/01

10041649

Tepmin npuparnocri 2025/02/28

HOPMATVBHE HOTPUMAHHSL I CUCTEMA AKOCTI

ponyxt BD Bimnosinarors HOPMAaTUBHUM BUMOTraM periony, B AKOMY BOHM MpojaHi i
BUTOTOBNEH] .
Hponykrn BD, mo popaorsen B CIIA, sBignosinawors Bumoram QMHHOIO 3aKOHOJIaBCTBa FDA
21CFR820. Mepgmuni Nputanm nepepaxosani 3 FDA 3a 21CFR807., BupoGumai micus
sapeecrposani FDA 3a 21CFR807 . Bupobu sagosinbusors FDA BUMOTH HIPePUHOYHMX H()BiAOMHClLb
sa 21CFR 807.
Hpogxyx’rm BD nin MapkyeanuaMm CE sinnosigawors Hupexrusam Memunux Hpmc*rpo‘m 93/42/REC {
BUPOOISIIOTHC Ha BUPOOHMYIY 00 'exrax, ski BIIIOBIKAIOTD MDKHApogHOMY CTaHJAPTY
15013485: Cucremnu skocri - Memrani Bupo6u - Bumorn s perynaropuux wineit. Bei
KOMITOHEHTY BUTOTOBAIOTHCS Ta TPOXOUATL BUNPOOYBAHHA(BKIIOIAI0MI HA BaYKK] METany Ta

PH) , sx Busmaveno ta BuMaraerbest ISO 8537: 2007.

CTEPUNIBHICTD
Bei npogykry, axi nosnaveni s #crepunbnif Ta BUIYIIEHI JIA HPOJaKy BD ceprudikopani sx
Crepunbui 3a EN 556-1 Crepunisanis Memrammx HPWIAAIB - 32 YMOBM SKIIO IAKYBAHHA Line i e
nomkomKene Janni HPORYKT crepunisyerscs Onpominenusam Kobanvrom (Cobalt) 60. Ilukn
CTeputisanii SATBEPIPKEHO Td KOHTPOMIOEThCst AAMI TIR 13004 Ta BIIIOBIIHO 10 nirodmx
craupapris IS0 11137,
BIOCYMICHICTH
Lest IPOAYKT OyB oiiHeHuit BIIOBiNHO 10 ISO 10993 "Bionoriuna oninka MEJVIHUX HpHUaanis ',
I_siniosinae necim Bitnosigmm posainam .
IIVIPOTEHHICThH
Bei popyxy, nosuaventi sk e IMPOTeHHI Ta BUITYIeH] fyis IpOfaXy Komitaniero BD Gymu 1'1p0'recu‘ona+
32 Dapmakornes Cnonyvenux Ilraris (USP) ronosa (85) - Tecr ua baxrepianphi enpoToKCUIY
BIIIOBINae 0OMexeHHsIM, 3asmageHm y tmaBi 161- Tpaucdysiiini Ta indysiitni arperaru Ta
nomibui Menuuni npucrpoi .
BUIIPOBYBAHHS 1 PEJII3N KOHTPOIIO SKOCTI
Tunosi Bupoumyi 3pasku abuparornes | IEpeBIpAIOThCA BINIOBIAHO 10 umHuMX 3aCTOCOBYEMUX
crenudixaniit npogykry . Hepesipxa sanucis TMEPEBIPAETLCS Ta MAHUCYETHCsL KBa/L(iKOBaHNM
TIEPCOHANIOM VISl BUITYCKy IpoAykry . Bumymeni npucrpoi sigmosinawors BiJ[TIOBIHIM

[piKan] Oponyxry BD,
CHELMDIKAIILSA HPOIVKIIIT
lasuiz L BIINOBIAE HaCTy MM crenudikanisM BD: SP700120
MICIIE BUPOBHIIITBA

Micue BupoGuunTea BD:  BD Medical - Diabetes Care - 1329 West Hwy 6,
HoTdrede. ke B, o BR, Medies

Micue riepsunmof crepumisanii: BD Medical - Diabetes Care 1329 Wesat Hwy 6,
Holdrege, NE 68949-0860 USA

Opuprammi Bupobunx: Becton Dickinson and Company 1 Becto%ﬁ%&xi?ranklir
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Hasea mporveTy Mpyuy in'exnini incyninosi crepunbui OAHOpa3oBoro sacrocysanns BD Micro-
Homep 3§ Iigran);rom Fine TM Plus, 1 mn, THCYITIH U-100, 3 ronkoio 0,33 mm (29G) x 12,7 MM
Homep naprii 320909 [Tata Bupo6umnTea;2020/03/01

_ i 10041649
Tepmin npugarnocri 2025700228

Adriana Martinez Castrejon
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BD Medical
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1329 West Highway #6
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-

Page: 1 of 2

; MmIHCYMHiU%UQ%rmmmmﬂﬁSmm(ZﬂDle?MM
Howmep sa karonoron 390909
%?"if?%”“l’f“? rroens : 0097163
epMin npugaTHocri 2025/04/30

Hara supoGunirsa: 2020/05/01

HOPMATHUBHE HOTPYMAHHS 1 CUCTEMA SIKOCTI

BUTIOTOBMICH] |

34 21CFR 807.

pH) . AK BUSHAYCH ) Ta Bumaracrbes I50 8537: 2007,
CTEPUIDHICTE

crepuisanii SATBEPIDKEHO  1a KOHTpomwerncs AAMI TIR 13004 71a BIATIOBINHO
crapiapris IS0 11137,

BIOCYMICHICTH

Llen Hpouyxr 6ys oarinennii Bimosigno no 180 10993 "Bionoriyua OLIHKa Me
1 vg_i;um‘si,uae_: BCIM B ANOBIM posiinam

HWUPOTEHHICTE

Bei mpopyrern, nosuayui AK HC APOrendi Ta Bumnyieni s HPpojjaxy KoMitanicio BD
38 Dapmakones Crionygenux Ilraris (USP) ronosa

woniGui memgpi HPUCTPOT , A 0
BUITPOBYBAHHS - PE/II3YT KOHTPOJIIO JAKOCTI

Tunosi supoGuuyi 3pasku 3bupaiorses | HEPEBIPAIOTLCA  Bignosinno 00 YuHHuX

crenmndikaniag IPOAYKTY. BD . .
(L'IIIEIIMfﬁ}fKAIHSI HPOJIYKITIT

umumpmxwmum HACTYIHUM Cirenm (pikanism BD: g P700120
MICIE BI/.’[POEHI’IHTBA

Micne BupoGuug rBa BD: BD Medical - Diabetes Care - 1329 West Hwy 6,
Holdrede ik T6E949-0860 1S : i

Usa

Micre HEPBUHHOT Creprmisanii: BD Medical - Diabetes Care 1329 West Hwy 6,

Holdrege, NE 68949-0860 UsA

Opummanmi BHpOOHUE :  Becton Dickinson and Company 1 Bectopes
~akes, NJ 07417 vsa ‘

{9 -

g s %
50U Ynosuosaskenuii Lipencrapnuk: BD Medical - Diabeteg Car %f & P ¥
decton Dickinson France $.A.8. 11 rue Aristide Berg%f Bbg %8§80m 3
ront~de-Claix Cedex # France %‘ K «No3 Lo 28

Hasga nponykry Hnprw in'exagiin eyninosi crepunni OAnopasosoro sacrocysanns BD Micro-Fine TM Plus, 1
a3B¢ KTy )

Hpogyxkry BD BiITOBIAIO TS HOPMaTUBHUM BHMOram periony, s AKOMY BOHM Ilpopani i

Hponyiru BD, wo npoparorses s CUIA, BIIOBINAIOTH BUMOTAM UHHHOTO 3aKOHOHMABCTBa FDA
21CFRB820. Memmani upurapu Hepepaxosaui 3 FDA 3a 21CFR807, BMpo()mam MICIIS
JapeecTposani FDA 34 21CFR807, Bupobu sajiosinbusiors FDA Bumorn OPEeAPUHOMHUX ITOBifoMIIE]

Hponyxtu BD iy MapryBatuam CE  Biposinawors Hupexrusam Meymannx Hpucrpois 93 /42 /BEC
BUPOONAIOTHCS Ha EUPOOHMYMX 06 ' ekrax, s BIAIIOBIfa10TD MbKHapogHOMY Cra"jiapry
18013485 Cucremu axocri - Menmani supobu - Bumorn Hist perynaropunx winest. Bei
KOMIOHEHTH BUFOTORISKTHCS T2 HPOXOILITH BUNpoGyBanus(BKIOMaI0IH 114 BAOKKI MeTanu Ta

Bei Hpopyxru, axi nosnaveni s #erepunbui# 1a BUIYILeH] 115 lipogaxy BD ceprudikosani gx
CTCpHIbHI 3a BN 556-1 ('fl'rq;wmi:’;:-n[i}‘{ Memnunux OPUIaie 3a YMOBU AKUIO ITAKYBaHH S e 1 He
HOUIKoKene, [Tammii APORYKT crepuitisyernes Onpowminennam KoGansrom (Cobalt) 60. ITukn

Oyru tpotectonar
(85) -~ Tecr ma (5;1K’1‘€:}_)ia]1b1'1i CHJIOTOKCUHN
BIIIOBiIae OOMeXeHAsM, SABHAMEHUM v 1aBi 161 - Tpancdysiitni ra ingysinni arperaru Tta

criermdixanii Ipoayrry. Ilepesipka sanucis nepesipserscs Ta uignucyernes KBasiikosanmm
HepcoHanoM jyis BUIIYCKY HPOJYKTY . Bmuyuwni npucrpoi BIIIOBiAI0TE BITOBIHMM

A0 piogny

AUYHUX Hpuiagis |,
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Cep'rmpima'r BiAMOBIiTHOCTI

BD Medical
Diabetes Care

1329 Wegt Highway #6

Holdrege Ng 68949-3126 wg Page: 2 of

Ulnpun in'exuiimi IHCyninoBi crepubyi ONHOPasoBoro sacrocysanus BD Micro-

Hasea npopyiry ) b
PoRyITy s, THCYITH U-100, 3 ronkoro 0,33 Mm (29G) x 12,7 MM

Howmep 3a xaranorom }“;i?);(g sl
Homp aprii ’ 08971(3

i 1t £ v i 5 % ¥l : :
Icpmu npugarwocri 2025/04/30

Mara BupoGuuirsa : 202 0/05/01
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« BD Ceprugikar BigmosigHocTi

BD Medical
Diabetes Care
1329 West Highway #6

Holdrege NE 68949-3126 US Page: 1 of 2
Wnpniy in'exuisini incyninoni crepummii ogropa: 0 3ACTOCY # BD Micro-Fine T™ Plus
7 - npopyKry PRI I €RUBTHI THCYUHOBE Crepuibiil ogHopasosoro 3acrocysanus BD Micro-Fine T™ Plus, |

H()Mep 34 RETOIOTOM ma, THCYII U-100, 3 ronxoro 0,33 mam (29G) x 12,7 mm

s £ 320909

Homep napi

Te win;II:I );;f IIT HoCTi | o
PMIRNPUBATHOCI 565 pnormg

Hara Bupobunursa: 2021/10/01

HOPMATUBHE HOTPUMAHHSA I CUCTEMA SAKOCTI
Hpopykru BD BIANOBI@IOTL HOPMATHBHUM BUMOraM pPErioMy, B sKOMY BOHM Hpofani i
BUTOTOB/ICH] .
[poaykrn BD, mo npojaorbest 8 CHIA, Bignonigaors BUMOTaM 4MHHOTO 3aKOHONABCTBa FDA
21CFR820. Mepmuni npwiaju nepepaxopani 3 FDA sa 21CFR807. Bupobuuui micus
sapeecrposani FDA sa 21CFR807. Bupobn sajosinbusiors FDA BUMOIM NPeAPUHOYHIK NOBILOMIEH
3a 21CFR 807.
IIpwwmu BD nig mapkysanssam CE BiUoBijaors ,‘Lupckumam Mcmmumx [Tpucrpois 93 /42 /BEC 1
BUPOO/STIOTHCS  HA Bwpoémmm 00 'exrax, sAKi BIANOBIIAOTL MbXHApO[HOMY CTAHAApPTY
18013485; Cucremu axocri - \ficfgli‘ﬂnmiputm - Buwmorn [lns perynsropunx minedn. Bei
KOMITOHEHTH BUTOTOBSLIOTHCA TA HPOXOMATE BulpolyBatHA(BKIIOYAI0MA HA BAOKK] MeTamm Ta
pH) , sk Bm3naueno ra pumaraerbes IS0 8537: 2007.
CTEPMILHICTD
Bel npomykrm, axi noswadeni sx #erepunbuif ra Bunyueni st upogaxy BD ceprudikopani Ak
crepunpul 3a BN 556-1 Crepunisania Mepguunmx npuiagis 3a yMOBM AKIO NAKyBAHHA 1ine i He
nonkoprere. Januit uponyxr crepuaisyerses Oupominennsam Kobanprom (Cobalt) 60. Duxn
crepuiisanil 3aTBEPiDKEHO Ta KONTpoaerses AAMI TIR 13004 ra sigunosino pgo jpioumx
cramjiapris IS0 11137,
BIOCYMICHICTb
Lleit npogyxr Oys opiHenuit sigrosino go IS0 10993 "Dbionoriuna oninka Memynux npuiagis’,
| _mijmopiiae BeiM BRAMOBYHUM  pogjinam
HHUPOTEHHICTD
Bei npoaykru, nosHavesi Sk e maporei Ta Buiynient jyis mpofaxy komnanieio BD 6y mporecropal
sa  Dapmakones Cuonysennx Ilraris (USP) ronosa (85) - Tecr Ha baxrepianbi enjoToKCcUHM ||
BijmoBLac OOMEOKCHISIM,  3asHadenuM y rasi 161~ Tpancdysivini ta indysiiniarperatn Ta
1HoMi0H1 MezuHl UpUCTROT,
BUITPOBYBAHHS 1 PEISH KOHTPOJIO SIKOCTI
Tunosi BupoOumul 3pasku 30MpaoTbes 1 HepeBipAIOTHCA BIMITOBIIHO JIO UMHHHUX 33aCTOCOBYEMUX
cuenpdikaniit npoayxry . llepesipxa 3aimcis HepesipAerpcs Ta HFUMCYEThCA KBaI(IKOBaHUM
ucphonanoxt;pu BUIYCKY 1poykry. Buiyueni npucrpol BIIOBIHAKOTD BinoBimmm

L L_npojykty R
Lnyuumnﬁunx MPOUYKINIT
JAHui OpOoIyKT BUITOBIae HacTy UM crieln@iratisam BD: SP700120
hII(‘IiI‘l%li]’()l&lllil{ffiii&

1Y

Micie supoduuirrsa BD : D Medical - Diabetes Care -~ 1329 West Hwy 6,
O PO BG4 o BiB 6T USE ’

4
Micie nepeunnoi crepunisanii: BD Me
Holdrege, NE 68949-0860 US

HOpumunnin BupobHux: Becton
Lakes, NJ 07417 USA

EU Ynoenopaxenuit [lpegcrapuux:
Becton Dickinson France S.A.3. 11
Pont-de-Claix Cedex # France
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Hasga nponykry E‘Ilnpmm B exigifiug eyninogi CTePUIILH| OoOPaszoBore SacTocynany g BN Micro-
oMep aa Karamorey Fine TM Plus, 1 mn, IHCYJI1H U-100, 3 FONKOI0 0,33 pMa (29G) x 12,7 MM
Homep napriy : 13 32):)229
Tepyin npugarnocy; i

PN mpugarhocy; 2026/09/3¢

Jhra BUPOGHUITEA ; 20D 1/10/01

Adriana Martines, Castrejon




1 Becton Drive

Franklin Lakes, NJ 07417

Dexnapauin npo signosignicrs NQUA-002
Declaration of conformity NUA-002

TexuiyHoMY pernaMenty Wogao MeanuHnx BupoBis, saraepamedomy Mocranosoio Kabinery Minicrpis
Yxpainy N2753 sin 2 wostHa 20413 p.
Technical regulations on Medical devices, approved by Decree of Cabinet of Ministers of Ukraine N¢753 on 2

October 2013

I'pynm supobis:

Groups of devices:

Nepenix mepuynux Brpobis:
List of medical devices:$
Bupobuuk:

Manufacturer:

BupoBumua naoumankas
Manufacturing site:

YnopHosaMennl npeacTaBuuk B Yrpaiuh

Authorized representative in Ukraine:

Knacngiauis srigho fJopartky 2 Texuiuxoro
PErnamenTy WoAo MeanuHnX supobis,
sarpepaxeroro Mocranosolo Kabikery

MinicTpis Yrpaiuu N9753 sia 2 wosths 2013p.

Classification according to Annex 2 of
Technical reguiation on Medical devices
approved by Decree of Cabinet of Ministers
of Ukraine N2753 on 2 October 2013
Mpouenypa oulnky sipnorigHocTi:

Conformity Assessment Route;

Howmep ceprudinara sipnopignocris
Certificate number:

Crpox gif ceprudinara pignosiguocri
Validity period of Certificate of conformity:

TipusHaueHuii opran 3 ouinuu
signosigHocTi va Horo igenrudirayiiumui
wog

Conformity assessment body with its
identification number:

Tucynivosl winpuuy 3 CTEPUNEHOK BHYTPILHBLOI) YBCTUHOK
Insulin syringes with sterile interior

dus. Dopatok 1 ao wiel Bexnapauii npo sianopigHicTs

See in Annex 1 to this Declaration of conformity

Bewrow Hikincon enp Komnani, CLIA, Hio Oxepcl, Openknin flefike
07417, bexron fipans, 1
Becton, Dickinson and Company, 1 Becton Drive, Franklin Lakes, NJ 07417
USA
B Mepixan ~ BlaGerc Keap, 1329 Becr Xaitsed 6, Xonapeax, Hebpacks
68949, CllA
BD Medical - Diabetes Care, 1329 West Highway 6, Holdrege, NE 68949,
USA

ToBapucreo 3 cbMemeHow signosigansuicre «KPATIA
MELOTEXHIKA», Ypaina, v, Kuis, syn. Barrosyrischka, 6yn.17-21, 6-i
nosepx

Limited Liability Company “"CRATIA MEDTEKHNIKA®, 17-21,
Baggovutivs ks Str., 6th floor, Kyiv

Iia (nyHkT 14 Jopatky 2)

IXa (item 14 of Appendix 2)

Hogarox 8 & noegguauni 3 Jopatkom & TexHiUHOro pernameHTy wop
MeauuHnx Bupoble, 3artsepaxerors Nocranosow Kabinery Mikicrpis Ykpain
N¢753 sig 2 woBTHA 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 Qctober
2013

PR.263 <17

3 03.07.2017 no 02,07.2022
since 03.07.2017 until 02.07.2022

Tosapucrao 3 obmemenow signosipansuicro
«YRpalHcsKui naykoawi IvcruryT ceprudinauii»
Limited Liability Company "Ukrainian Research Institute of Certification™
UATR.116

Bexron Hixincon eng Komnani B ocobl Asitana Mepna, MeHenaxepa 3 perynstopHol NoAiTUKM, NI CBOIO 10PUAUH
BIANOBIAANBHICTE ASKNAPYE BUKOHAHHS OCHOBHUX BUHOT WOAO MeRuUHOro Bupoby, sriaHo foaarky 1 TexmiyHoro pernament
WOAO MeanuHuX BUPoGis, aaTteepmrenoro Mocradosow Kabivety Minicrpis Ykpainn N¢ 753 sig 2 xostha 2013 p.

Becton, Dickinson and Company duly represented by Avital Merl, Regulatory Affairs Manager, declares under our sol
responsibility the fulfilment of basic requirements for medical devices, according to Annex.1 of Technical regulations on Medici
devices, approved by Decree of Cabinet of Ministers of Ukraine N2753 on 2 October 2013,

%

/.. p

£ Lt 5 o d
VLA

s

Micue supavl: Openknin Jeiike, Heto ixepci, CLUA \/? i /
Place of issue: Franklin Lakes, New Jersey, USA 7
Aara nignucy | Mignuc ynosHoBameHo! ocobun
Date of signing | Signature of Authorized person

4 4 P ;(;‘(
17 cepnnsn 2017p, (AL
August 17, 2017

NI ynosHoamenol ocoby | Hassa nocaay Aslran Mepn Meneaxep 3 perynsiropHol nonitnku
Full Name of Authorized person | Position Avital Merl Regulatory Affairs Manager
Jara: 20 aunna 2017 | Homep: UA-002 Pegaxuis; 1 Cropinga 1 i32

Date: Judy 20, 2047 Nuomber:UA-002 Fersion: 1

Page { r,y°2




Aexnapauis npo signosigxicts NCUA-002
Declaration of conformity N2UA-002

Bonarok L
Annex 1

fepenik megu4HNX BHUpOGiB
List of medical devices

Kartanowwnii | Hassa MeguuHoOro Bupoty Hazpa meauunore supoby Ha
HoMep Ha anrnincekin mosl ypaincwiii mosi Onuc Bupoby
Catalogue Name of medical device In Name of medical device in Product description
number English Ukrainian ]
BD Micro-Fine™ Plus Demi | Incynivosl mnpuuin 3i U-100, 0,3un,
320820 Insulin syringes with sterile | crepunbHO0O BHYTPHUHBOK 0,30MM (30G)x8MM
interior vactuHow BD Micro-Fine™ Plus U-100, 0,3ml,
Demi 0,30mm (230G )x8mm
BD Micro-Fine™ Plus Insulin | Incysinosl wnpuuuy 3i (J-100, 1M,
320909 syringes with sterile interior CTEPUABHOIO BHYTPHUHBOIO 0,33Mm (29G)x12,7mm
HacruHow BD Micro-Fine™ Plus U-100, 1m,
0,33mm (29G)x12,7mm
BD Micro-Fine™ Plus Insulin | Ixcyninosi wripuun ai Ur40, imn,
320910 syringes with sterile interior CTEPUNBHOIO BHYTRILHBO 0,33mMm (29G)x12,7MM
yacTuron BD Micro-Fine™ Plus U~40, 1mi,
0,33mm (29G)x12,7mm
BD Micro-Fine™ Plus Insulin | Incynisosi wnpuum ai U-40, imn,
320911 syringes with sterile interior CTEPUNLHOIO BHYTPILIHBOK 0,30Mm{30G)xBMM
vyacturow BD Micro-Fine™ Plus 40, 1ml,
0,30mm {30G)x8mm
BD Micro-Fine™ Plus Insulin | Incynisost wrpuun 3i U-100, 0,5 mn,
320921 syringes with sterile interior CTEPUNBHO BHYTRILIHBO0 0,33mm (29G)x12,7MM
dactHol BD Micro-Fine™ Plus -100, 0,5ml,
0,33mm (29G)x12,7mm
8D Micro-Fine™ Plus Insulin | Incynivori wnpuuwm si U-100, imn,
3720029 syringes with sterlle interior CTEPUNRHOID BRYTPILHBLOIK 0,30mMm (30G)xBMM
wacTuHow BD Micro-Fine™ Plus U100, 1ml,
0,30mm (30G)x8mm
BD Micro-Fine™ Plus Insulin | Incyninosi wnpuun 3i U-100, 0,5mn,
320030 syringes with sterile interior CTEPUNBHOI BRYTRIIKLOW 0,30MNM {30G)x8MM
wacruHow BD Micro-Fine™ Plus U100, 0,5mi,
0,30mm (30G)x8mm
BD Micro-Fine™ Plus Insulin | Incynidos! wnpkuu ai U-100, 0,5ma,
324904 syringes with sterile interior CTEPUABHOK BHYTRIWHBO 0,25MM (31G)XBMM
HacTMRow BD Micro-Fine™ Plus =100, 0,5ml,
0,25mim (31G)x6mm
BD Micro-Fine™ Plus Insulin | Incyninosl wnpuum 3l . U100, t Mn,
324005 syringes with sterile interior CTEPUABLHOK BHYTRILUHBOIO 0,25mMM (31G)x6MM

yacruHolo BD Micro-Fine™ Plus

U100, 1mi,
0,25mm (31G)x6mm

Micue supaul: ®penknin Neiire, Hewo Dwepci, CIHA
Place of issue: Franklin Lakes, New Jersey, USA

Hara nignuey | Dignue ynosHoBaerol ocobu

Date of signing | Signature of Authorized person
NIB ynosnosamenol ocoby | Hasea nocagu

17 ceprnivs 2017p.
August 17, 2017
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"i/{/é{'/‘i”\f /a,f fo

Full Name of Authorized person | Position

Asiran Mepn
Avital Mer!

Mereagxep 3 peryasiropHol nonitiky
Regulatory Affairs Manager

Sworn to and subscribed

[\ U b o él{\\l\ )

hefo his V
17 dayoéy&{‘b 2017\
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VICTORM L, MORRGW
NO"{ARY PUBLIC OF NEW JERSEY
. LD.# 2379201
My Commission Expires 10/23/201:

Hara: 20 aunuas 2017

Dtes July 20, 2017

: UA-002
14002

Home
Number:

Pemancuiin:
Verston: 1

C
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Topitka 2 13 2
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«YKPATHCbKWIA HAYKOBUI IHCTUTYT CEPTUGIKALLI» ik %
TOBAPUCTBO 3 OBMEXEHOIO BIZANOBIAANBHICTIO n E
04053, Ykpaiuna, m. Kuis, KyapsascbKuii y3sis, 6ya. 7, odic 320

= "|CERT
CEPTU®IKAT BIAMNOBIAHOCTI

Mopsinox  3aGesnevennss QYHNKUIOHYBAHHS CHCTEMH YNPaBJAIHHS #KICTIO I vac
BUpoGHHITBA MeanaHnX Bupobis (Joxarok 6 TexHIUHOrO pErnaMeHTy IOA0 MEJHUHUX
BipoGis, 3aTBEpKEHOTO TocTanoBoo Kabinery Minicrpis Yipainu Bin 02.10.2013 No 753 (TP)

Bupobuux: Becton, Dickinson and Company
FOpupmana agpeca: 1 Becton Drive, Franklin Lakes, NJ 07417, USA

Bupo6uuui miiomanxu: 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

YrnosHoBaskeHU#H TOB «KPATIsA MEHTEXHIKA))
NpPeACTABHIK: 04107, M. KI/ITB, BYJI. BaT‘FOByTiBCl)Ka, 6}/}1. 17-21, praYﬂa
Bupo6u: Tncyainosi wnpunH 3i CTEPHIILHOI0 BHY TPIIIHbOK YACTHHOKO;

Foakn past mmpuu-pyvKu

Mpuanadennii opran 3 ouinku signosixnocri TosapucTBo 3 00MeKeHO0 BIANOBIAAILHICTIO
«YKkpaincoknii nayxosmii imerurtyr ceprudikauii» (inenrtudikauilinuid nomep Ne UA.TR.116)
MiATBEpIUKYE, 1O 3a3HAUEHUM BUPOGHMK BNPOBAAMB CHCTEMY YNpABJiHHS SKICTIO IMOAO [POLECIB
BUPOOHHLITBA CTOCOBHO 3a3HaueHoro supoly y Bignosinxocti po nyukris 3-7 Hoaatky 6 TP ra ska ¢
06’ CKTOM NEPioAMYHHUX HAIAAOBUX ayAWTIB 3rigHo 3 nyHkTis 8-11 Honarky 6 TP.

IMigeraBa pis Buaayi:
3piT Ne PR.186/6-17 8in 27.04.2017;
Pimenns npo sugauy ceprudikary Ne PR.186/7-17 Bin 03.07.2017.
Ceprudikar No PR.263-17
Jiticanit 1o «02» murnst 2022 p.
Buganns Ne 1. Ceprugikosano 3 03.07.2017.
Hara peectpauii «03» nunus 2017 p.
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ISO/IEC 17065 ISO/IEC 17021-1 Cropinka 131
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