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3araneHa sazea pupody:
Conimon name of medical device:
ITepenix supobis:

List-af products:

Bupotuni:
Manufactwrer:

¥nosuonamenuii
OpencTaBHuK B Vrpaini:
Atithiorized vepresentative i Ukraine:

Kaacudixania:
Classification:

Hpouenypa ouinin
sigoBiagnocTi:
Conjormity Assessivent Ronte:

Ceprindirarn:
Clertificates:

[pnsnavennii opras 3 ominkn
BignogigHocTi Ta #oro
imesTH@iKaiiaEi Ko
Conformity assessment body with its
identificarion mimber;

3M Health Care
2510 Conway Ave.
StPaul, M 55144
USh

JAexnapauis upo signosianicrs Ne REG-DOC-UA-103

{Declaration of conforming

Crpiuicu s GestopHoro 3aKpuTra pan Steri-Strip™
Steri-Strip™ Reinforced Skin Closures
T, Nonaror 1o niel dexaapaiii npo sinnosiniicrs
See dnnex 1 o the Declaration of conformity

3M Health Care,

2510 Conway Ave. St Paul, MN 55144 USA

IM Xeac Kea

2510 Konseni Agenwio, Cenni floa, MH 55144, CLIA

TOB "3M Ykpaina',

(3680, Yrpalua, m. Knis, sya. Amocosa; 12; 7-i nosepx
Ten: 38044 490 5777 '

Enexrponna agpeca: Support.ua@nmm.com

3M Ukraine” LEC

Anrosova str; 12, Kyiv, 13680 Ukraine
Tel: 38044990 57 77

e-matl: Support. uaimmin.com

Kaac Is (srigno Jlonarky 2 TexuiM#oro permaMenTy oo Meaudix supotis,
sarsepakenoro Hocranoroo Kabinery Minictpis Yipainn Ne753 i 2 sostaa 2013
poKy)

Class Is {according 1o Annex 2-of Technical vegilation on Medical devices approved by Decree of Cabiner
of Ministers of Ukraine NeT53 on 2 Ociober 2013)

Hogarky 6 Ta Mogarky 8, Texaiunoro pernaMenTy WOA0 MEAHYHIX BHpODiE,
sarpepiikenoro Nocranopoio KaGiuery Minictpin Yipaitun Ne733 sin 2 wosrus 2013
Anrex 6 and Anmex:8, of Technical vegutation on Medical devices approved by Decree wf Cabineraf
Muiistersof Ukratne Ne753 on 2 Ocrober 2013)

Ceprudicar sianosignocti No PR.274-17 nificuwit ao- 1770372020
Ceriificate of conformity Ne PR.274-17 ks valid wntil: 17:03/2020

UATR.116
Torapuerso 3 oOMexeno10 BiINOBINANBNICTIO
«¥ kpatuchxnii Haykosuit Ineruryt Ceprudinauit»

Limired Lighilite Company " Ukrainian Reseavch: Institute of Certification™
UATR L6

3M Company, 3M Health Care nexnapye sukouanis OCHOBIMX BUMOT IIOLO MEAMMHOTO BUPOBY; 3rigno Jonatky |
Texuiunoro peraamMenTy Wono MeHHux Bupobis; satsepipkenoro ocranoroio Kabinery Minicrpis Ypainu Ne 753

pin 2 wostis 2013 p.

3M Company, 3M Health Care declares the filfilhment of basic vequirements for medical devives; aceording to Annex 1of Technical regilatipns on
Medical duvices, approved by Decree of Cabinet of Ministers of Ulraing Ne753 012 Ocrober 2013

Micue Bugaui;
Pl s ronee:

St.Paul, /54

F o4

[inmme ynosuoramenol ocoln
gt G Awilarized e

Jara nignyucy;

are o sigining ;
U 9{'//3//‘92& f é_{_")

Scott Sardeson

International Regulatory AfTairs and Quality Compliance
Leader

Hassa mocapy, THB

Fowvaim: 1 Naie:

Hexnapaiiis nipo-slanosianicrs Ne REG-DOCUA-103
BDeclavation-of conformity No: REG-DOC-UA=I03

Pegagiiis: 2

Heweiavi
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Hexnapauis itpo sijnosigHicrs Ne REG-DOC-UA-103
(Declaration of conforminy

Honazor 1
Annex]

Karanomuuii Hazsa mopudircanii meapdmoro Haska momdikauii meanunoro supoby

HOMep Bupoby anraiitchKo10 MOBOIO YEPATHCLKO0I0 MOBOIO

Catalogie Name of medical device in English Name of medical device in Ukrainian

nigher ”
R1540 Steri=Strip™ Reinforced Skin Closures . | Crpiukn s 6e3100B10r0 3akputTs pan Steri-Sirip™ -
R1541 Steri-Strip™ Reinforced Skin Closures: | Crpiukn aunst 6e3i0BHONO 3akpuTTs pai Sterf-Strip™
R1542 Steri-Strip™ Reinforeed Skin Closures: | Crpiuku ais 6esiiosHoro sakpurrg pan Steri-Steip™
R 1546 Steri-Strip™ Reinforeed Skin Closures |- Crpiuis s Gestirosroro sakputts pan Steri-Strip™
R1547 Steri-Strip™ Reinforced Skin Closures . | Crpivku s 6e3110BHOro 3aKpHITH pan Steri=Strip™
R1548 Steri=Strip™ Reinforced Skin Closures: | Crpiuku jua esiwosgoro sakpuris pay Steri=Strip™
R1549 Steri-Strip™ Reinforced Skin Closures | Crpiuga s Ge3uiosnoro 3akpurrsa pas Steri-Strip™
RI50C Nexeare™ Steri-Strip™ Skin Closures | Crpiukn aas BesmoBliore 3akpuTry pan Nexcare™

Steri-Strip™

Micie praayr;

Prhace af i

St Paul, {184 Tara niprmey:

Taate fif sigaon

et f/%i/;;d/g

g ' Seott Sardeson
International Regulatory Affairs and Quality Compliance Leader
THamie ynosHosaxkeHoi ocobu Hasea niocans; 116
Shgitainre of dAuifirized porson Fsgituier Ll Semie

Jexnapauis upo sigmosignicrs Mo REG-DOC-UA=103 Peaarubs: 2 Cropinka 2432
Declaration of conforaiity No: REG-DOC-UA-I03 Vaesiiuel Py 242




TOBAPUCTBA 3 OBMEMEHOIO BIZNOBIAANBHICTIO
«YKPATHCbKMIA HAYKOBUIA IHCTUTYT CEPTUDIKALLIT»

04053, m. Kuis, Kyopasceruit yasis, 6ya. 7, odic 320
C E R l (+38) 044 227 41 46; 044 338 07 82

office@uni-cert.ua www.uni-cert.ua

U & OPTAH 3 DLIHKMY BIANOBIBHOCT

YrioeHoBaxeHil oco6i
TOB «3M VYxkpaina»
Kostyn I.C.

03080, m. Kuis, Byn. M. Amocosa, Gyx. 12
VYrpaina

Bio 75 0% 20200 506

Ha No 3M-1407/01 six 14.07.2020

Hlooo naoanns inghopmauii

Opramom 3 omiaku Bigmosignocti TowsapuersoM 3 o6MeReHo0

BIATIOBIKANBHICTIO «YKpalHChbKUi HAYKOBHH iHeTUTYT ceprudixamiiny (mani —
TOB «VHI-CEPT») (imentndikamifiHuii Kom NpPU3HAYEHOTO OpraHy 3 OMIHKH
signosingnocti  UATR.116)  posmsayro  smer  TOB  «3M  Yipainay
(ymoBHOBaXkeHOro mpencraBHuKa BupoGuuka 3M Health Care, 1110 3naxonuTscs 3a
anpecoio: 2510 Conway Ave. St Paul, MN 55144, USA ua teputopii Ykpainu) 3a
Ne 3M-1407/01 Bin 14.07.2020 mono HamanHs iHpopMaril cTOCOBHO MOXKIHBOCTI
peanisoByBaTd Ta poO3MIATH Ha puUHKY VYKpaiHd OpoayKiio, Ha Ky
PO3MOBCIOKYBanucs cepTrdikary BinnmosinHocti Ne PR.274-17, No PR.275-17 ta
ITOBLAOMIISIETECS TIPO TAKE.

Texuiuni permamentn B cdepl MenuuHux BUpOGIB, 3aTBepIIKEeHi
nocraHosamu KMV Bix 02.10.2013 Ne 753, No 754, No 755, nabpaiu uMHHOCTI 3
01. 05 2014 ta mabynu crarycy 0608’ s13k0B0T0 3actocysanns 01.07.2015.

BN B 06ir Ta/ab0 B eKCINTyaTalilo MEIHUHIK BUPOOIB J0O3BOJISETHCS
JIM BOHM IOBHICTIO BINNOBIIAIOTE BUMOraM LbOro TeXHIUHOro
YMOBU HAJIEXKHOIO IIOCTa4aHHsI, BCTAHOBJIEHHA, TEXHIYHOrO

BBG,B;@HHSI B 00Ir - mepia IOsBa MEIU4YHOro BHPOOY, KpiM MEIHUHHX
BUPOOIB, IPU3HAYEHUX I KIIHIYHUX TOCIIIKeHb a60 OLIHKH XapaKTepHCTHK, Ha

PHHKY YKpalHH 3 METOIO PO3HOBCIOMIKEHHY T4/400 34CTOCYBANNA 38 HPU3HATCHHIM
HEe3aJIeXKHO BIJI TOTO, YK € el MEAHUHUE BUPIG HOBUM UM ITOBHICTIO BIAHOBIEHUM,
Ceprudikar  BILMOBIAHOCTI €  MIITBEPIKEHHSIM ~ BHUKOHAHHS  BUMOL
TexHIYHOro ~ peramMenty  IMOXO  HPOAYKUi, 3a3Hadenol y  iioro chepi T2
1




BUTOTOBIICHOI BIIPOAOBXK TEPMiHY il Takoro ceprudikary.

Opranmom 3 ouinku Bignosigdoceri TOB  «VYHI-CEPT» mnposeneno
IPOLEYPY OLIHKK BiANOBIAHOCTI Mponykiil Bupoduuirea 3M Health Care (2510
Conway Ave. St Paul, MN 55144, USA) 3a pesyiabraramy sKol BHIaHO
ceprudikaru BigmosimHocti: Ne PR.274-17 3 Tepminom nil no 17.03.2020 ra
No PR.275-17 3 Tepminom jii no 17.03.2020.

[linTBepmxyemMo, 1Mo MennHuHI BHpoOH, AKi oOXoruieHi cdeporw aii
BUILIE3a3HAYEHHX CEpTUQIKATIB Ta BHUTOTOBJIEHI BIPOMOBXK TEPMIiHY  ii
ceprudikaris i BBeleHH] B 00ir Ha Teputopil Ykpaini MOXyTh OYyTH peanizoBani 1o
3aBepllEeHHS TePMIHY IX MPUIATHOCTI.

i

THBHO-IPABOBUM
BCTAHOBIIIOE TIPABOBHX

Pazom 3 uuM 3a3HauaemMo, L0 JaHWH HI/IC«%HO
aKTOM, BIH Mae nuine iHdopMalinHui xa@;ﬂéﬁ Ta
HOPM. S

e

i

P.O. MuxaJjko

Buk.: [0prepny O.0.
Ten: 2274146
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YKPAIHCBKIP HAYROBMI IHCTUTYT CEPTHDIKAL
TOBAPHMCTRO 3 OBMENEHDID BIANOBIGAALHICTIO

04053, Yrpaing, s Kuls, Kyopsecowid yasls, &ya. 7, odic 320
UATR.118

Hopager  asfesnewenun  dyaxuiouysanus  opcvesu  yvapasaiops  axieno  wln uae
- supofimmursa senwunnx sapebis (Josarox & Texuiuuord pernaMeuTy MO0 MERNSHNK
o\ supelis, saTsepiokenoro nocranoson Kabinery Minicrpis Yxpainm sig 02102013 N 753 (TF)
k N HUISROM SHINGRNY pexwrsmeniz oyinu sidnogionuemil
Bupolina: 36 Health Care

M Nene Kea

IOopmurans aapeeat 2510 Conway Ave, 5t Paul, MN 35144, USA
' 2510 Konselt Ascssin, Cerr Hon, MH 55144, CHlA

Ynosuomuenui TOB «3M Yupaiuay
- NPEICTARKHK 3 03680, m. Kutw, sya ML Asocoss, 12, ¥rpatua

Bupobu: " Stert-Drape™ Qnepartiitud noxpaers;

Crpiara s Sestosnoro saxpurts pan Ster-Strip™;
Faewrpousi erevoosoms Lithmann ™,

Piposops naingona nos saka a paviy Tegaderm™

Dpouguennit opraw 3 owines  migvosboeert Tosaprerss 3 ofivowencws sinnosiznsenione
«Yupaluonsuit  wayeossdt dworwryr  cepradivenide (ncsmndivagiiinell wosep No UATRIS)
DRSPS, (O unaueHuh supofuil RRPOBAANE CHOTOMY YRDRRAINHS SRiOTIO WOA aponesis
srpofuuuTag Crosonse samanenaro supalby ¥ slnnosiproert av ayaxris 37 Homarry & TF va ska «
oG ERTeM NeplINTHER HETARNOBHR Ry ANTIE srime 3 tvaxris 811 Honarey 6 TR,

Hiacrapa gos supaah
CART eRCOSRTHAR AorvaenTanil Ne PRL34G3-1T win 30062017
Phutews npo suagy copradirary No PR 34GE T pin 12.07.2017.

Ceprudisar Ne PRITS-17

Hittowndt no «1 s Gepezus 2020 p
Busanas Mo L Cepragixopano 3 12.07.2017.
Hara peserpant! « 1 2x spovng 2017 p
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