Jexnapauin npo sianosiauicts e REG-DOC-UA-MDR-105

(Declaration of conformity)

3aransxa nasa supoGy: HeaxkTusHi HeiMn1anTOBaHI NpPHCTPOT NS AOrANAY 32 PRHAMH i WKIPOKW
Common name of medical device Non-active non-implantable devices for wound and skin care
IMepenik supobis: Jus. llonatok 1 ao wiei Jexnapauii mpo BiANOBiAHICTL
List of products See Annex | to the Declaration of conformity
BupoGuuk: 3M Deutschland GmbH
Manufacturer Health Care Business

Carl-Schurz-Str.1, 41453 Neuss, Germany

3M [oiiunano I'mbX,

Xenc Kea Biuec

Kapn-Lllypy LlImpacce 1, 41453, Houc, Himeyvuna

®OIT «Yperiit Cepri#t IpanoBuY»

YnoBHoBaxeHH 02091, m. Kuis, Ykpaina Bysn. Cnasroponceka 8, o¢. 33
npeacTaBHHK B Y kpalHi: Tenegon: +38 050 383 49 05, email: service@uretii.com
Authorized representalive in Ukraine Individual Entrepreneur "Uretii Sergii Ivanovich”,
Slavgorodska 8 str., of. 33, Kyiv, 02091, Ukraine

tel: +38 050 383 49 05 , email: service@uretii.com

Knacugixauin: Knac 11a (3riano Joaatky 2 TexHiUHONO periaMeHTy LIOAO MEAHYHHX BHDPOGIB,
Classification: sareepmkeHoro [ocranosoio KaGinety MiHicTpis Y kpainu Ne753 pin 2 xosTHsa 2013
PoKy)

Class /la (according 1o Annex 2 of Technical regulation on Medical devices approved by Decree of Cabinet
of Ministers of Ukraine 2753 on 2 October 2013)

[Tpoueaypa oniHkH Jonatky 3, TeXHIYHOro pernaMeHTy WOAO MEAHYHHX BHPOOiB, 3aTBEPIKEHOIO

BiAnoBiaAHOCTI: Moctanorolo Kabinery MiHictpis Ykpainu Ne753 Bia 2 xoeTHa 2013

Conformity Assessment Route Annex 3 of Technical regulation on Medical devices approved by Decree of Cabinet of Ministers of Ukraine
M753 on 2 October 2013)

CepmudixaTu: Ceptuoikar BinnoiaHocti Ne PR.1427-24 niiicHuit no 22.02.2027

Certificates Certificate of conformity Ne No PR.1427-24 is valid until 22.02.2027 ‘;

UA.TR.116

INpuinayeHnl opran 3 oMiHKK TosapHcTBO 3 06MexeHOI0 BiANOBIAANLHICTIO

BianosiaxocTi Ta foro «YxpaTucoknit Hayxosu#t IncruryT Ceprdixauid

inenTudixauiinuit xon Limited Liability Company " Ukrainian Scientific Institute of Certification "

Conformity assessment body with its UATR.116

identification number

3M Deutschland GmbH aeknapye BUKOHAHHA OCHOBHMX BMMOT OO0 MEAWYHOrO BHpoOby, 3rizno Joaarxy |
TeXHIYHOrO pernaMeHTy WOAO MEAHYHHX BHPOGiB, 3aTBepmkeHoro IoctaHoBoio KabineTy MiHicTpiB Vipainu Ne 753
Bia 2 xoBTHA 2013 p.

3M Deutschland GmbH deciares the fulfillment of basic requirements for medical devices, according to Annex | of Technical regulations on Medical
devices, approved by Decree of Cabinet of Ministers of Ukraine 753 on 2 October 2013.
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Hexnapauin npo sianosignicts M@ REG-DOC-UA-MDR-105

(Declaration of conformity)
JlonaTox 1
Annex |

Katanoxuuii momep

Ha3isa moaudixauil meauunoro

Haspa moaugixauil meauunoro

Catalogue number Bupoby anrilicsxo10 MOBOI0O BHpoby yxpaiucLko010 MOBOIO
Name of medical device in English Name of medical device in
- Ukrainian
1633, 1635, 1655, 1610

Tegaderm™ [V Transparent Film

Tegaderm™ 1.V. INposopa

| Dressing with Border MNiBKOBA MOB’A3Ka 3 OKPAHKOIO
1623W, 1624W, 1626W, 1622W, | Tegaderm™ Film Transparent Film | Tegaderm™ [Ipo3opa nniskoea
1627, 1628, 1629, 1630, 1626 Dressing Frame Style MOB’A3Ka Ha pamuli
3562E, 3564E, 3566E, 3569E, Medipore™ + Pad Adhesive Medipore™ + Pad AaresusHa
3570E, 3571E, 3572E, 3573E, Wound Dressing NOB’A3Ka J/1A 3aKPHTTA paH
| 3562NP, 3566NP, 3569NP,
3570NP, 3562P-10, 3566P-10,
3569P-10, 3570P-10
90800, 90801, 90802, 90803, Tegaderm™ Absorbent Clear Tegaderm™ AGcop6yroua
90805, 90807 Acrylic Dressing MpO30pa aKpWIoBa Mo’ x3Kka
! 90610, 90611, 90612, 90613, Tegaderm™ High Performance Tegaderm™ BucokoepexTurna
| 90614, 90616, 90619 Foam Adhesive Dressing a/iIre3HBHa MOB’A3KA Ha 3MiHEHIH
\ OCHOBI
' 3582E, 3584E, 3586E, 3589E, Tegaderm™ +Pad Film Dressing Tegaderm™ +Pad IMniskora

' 3590E, 3591E, 3593E, 3582NP,

| 3584NP, 3586NP, 3589NP,
3582SP, 3586SP, 3590SP, 3582P,
3586P, 3589P, 3590P, 3582P-10,

| 3586P-10, 35821P, 35861P, 3589IP

with Non-Adherent Pad

MOB’A3Ka 3 NOAYLIEYKOIO, IO HE
NpHIMNac

 Jlexnapaws npo sumosiwiicT Ne REG-DOC-UA-MDR-105
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OPFAH 3 CHIHEKH BUHIORTHOCTI

TOB «VKPATHUBKEH HAVKOBHE IHOTHTVT CEPTHOIK AL
Q4053w Kas, Kyapsiseskalt vasty, 6va 7, ofic 320

UATR.IG

CEPTUDIKAT BIAITOBIJHOCTI

Hopsaor apopejenns aponeaypy safernevenusn GyHRIIOHYBAHES KOMILIEKCHO CHOTeME
yupapaingg  aricrm  {(Joxarox 3 ToxHiuuoro perviaMeHTy UKW MENHUHHX  BHPODIR,
JATRCPKSHOTD noctanororo KaGinery Minicorpin Vipainn sig 02.10.2013 N 753 (TP}
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Brpodnuk: 3M Dentschiand GmbH Health Care Business /
IM Joitwaany I'sdX Xeace Kea Bisuec

Kpunuana Carl-Schurz-Strale 1, 41453 Neuss, Germany /
agpeca: Kapa-iHvpu-tlrpacce 1, 41453 Holic, Himewunna
Bapobamui IM Dreatschland GmbH Health Care Business /

A GHITRH S 3M Jottunang I'vbX Xene Kea bisnec

Carl-Schurz-Strafle 1, 41453 Neuss, Germany /
Kapa-1llypu-tirtpacce 1, 41453 Hoftc, Himewunna

¥ HOBHOBOKEHHH PO «¥periit Cepriit Isanopuu»
APCACTARHHKS 02091, s, Kuie, rya, Crarroponerka, 8, ofue 33, Yrpaina
RSN ITH 3019210134

Bupobdn: Heaxrupni peivnaanropani npuerpol am 0rasgy 3a panamn i
£ HRIpoW
(KOHKpemHIoguHa chepa rasedena #a cmopinyl 2 yhoco cepmudbixamal

Kaag: T {crepuasuuni), Ha, H6

- [pusnauenuii opran 3 euimxu sinnesinnocyi Towapmcrse 3 ofuowenow sipmosizanusicyse
«Ywpaincsruil Haykomwl isenmoyy  cepradixanids (onradivauniitani wosmep N UATRILG)
e

WDRYE, O Brazannil BHPOORIK RHPOBAMHE CHOTEMY YIDABIIMEE SRICTIO Ha Tanax pospodnenng,
* BUPOGHHHTES Ta 0eTaTouHO! NEPEBIPRR CTOCORHO 3alHAMSHHX BHPoGiB, a ana supodis I {cTepuapiii)
KAGCY BR CTadisx BupoSHHEOrO npouccy, Mo nop’ssami iz :afewmeucuisM Ta sOepomennas ciany
' -C’re}xm.sm}c‘ri ¥ sigmopiguoeti go pynxTis 327 Homatxa 2 TP ta sxka ¢ of’exvom meplogusiux
HRFTSADRUY AVANTIR origmoe nyanris 12413 Jlonarsa 3 TP, b peanizawii npoaviai HI wmacy

KOR GYTH HanBHR COPTHOIKAT Hepesipra poekTa 3a yarkTamu 8-11 Josatxa 3 TP,

. NONSTRORO Mae §

Hizcrasa nas ppgani:
. 3eir Ne PR.2495/4-24 Bin 24.05.2024;
. Pimewns npo sunavy cepradikata No PR2495/5:24 rin 27.05.2024,

Ceprudixar Ne PR.1427-24
Hittcnmit o «22» moTore 2027 p.
Bunanus No 1 pig «27 tpasus 2024 p.
Brepme suano 27.05.2024, -
RS Lo ‘ KepiRHEE Oprany 3
OMIHKH BignosiggocT
Poasan MHXAJKO

o Cropmxa 132




OPFAH 3 CHEHKM BLUIHTIOBRIIHOOTT
TOR «VKPAIHCHKIH HAVKOBHI IRCTHTVT CEPTHMKAIN
Q4053w Kas, Kyapsiseskalt vasty, 6va 7, ofic 320
LATR. g

Kourperuiorana cepa:

e
¥

Hazpu nupobin
AHMTHHCHROI0 MOROIR

Haznun supodie
YRPATHCB KO0 MOBOK

Tegaderm”™ IV Transparent Film
Dressing with Border

Tegaderm™ LV, Tposopa miiBkoBa MO S3Ka 3
OEPAlKMO

&

ey

Dressing Frame Styvle

Tegaderm™ Film Transparent Film

Tegaderm™ [lposopa nniskopa moR'Aska Ha
panii

[

. kRS > 7
Medipore + Pad Adhesive Wound
Dressing

. R 4
Medipore ™ + Pad Agresussa mor'S3ka [us
JAKPHTTA Pan

Tegaderm ™ + Pad Film Dressing
with Non-Adherent Pad

TR < Y
Tegaderm ™ + Pad [lniskosa por'gika 3

TNOIYHEISMKGR, THO HO NPMIHTAC

2N 3 v
Tegaderm Absorbent Clear Acrylic
Dressing

BN o
Tegaderm ™ Abcopfyioua npolopa  akpHiosa
IO A3KA

6.

g ™ v o~ ~
Tegaderm ~ High Performance Foam
Adhesive Dressing

R X
Tegadorm
OB IRG HA WHHEH]

BrookoadrekTiRHA

AAPEIBHA
Benosl -

KepiBHEK oprany 3
OHIHKH BLIOREHOCT]
Posan MHXAJIKO

o cepradixara No PR.1427-24  Cropinxa 232
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Hexmapanist npo sinopianicte Ne REG-DOC-UA-131

JaramsHa HA3Ba BEpOOY:
Conunon name of medical device:
Hepenix supodin:

List of products:

Bupotuuk:
Manufacturer:
Yuoruosakennit

MPCACTABHAK B YRpaini
Authorized representative in Ukraine:

Kaacndiramin:
Classification:

Tipoueaypa omiskn
Bi/IiORIAHOCTI:
Conformity Assessment Route:

Ceprudixaru:
Certificates:

Hipusnagvennii oprag 3 ominKH
BIIHOBIAHOCTE Ta HOr0
imenTudgivamiiionii xox
Conformity assessment body with its
identification number:

(Declaration of conformity)

CrepuinHi nop’ S3KH TS pax
Sterile Wound Dressings
Jue. Tomarok 1 mo wmiel Jewnmapaiif mpo BIANOBIAHICTS
See Annex 1 to the Declaration of conformity

3M Deutschland GmbH

Health Care Business

Carl-Schurz-Str. 1, 41453 Neuss, Germany

M Joiiunano FmbX,

Xenc Kea Biznec

Kapn-Iilvpy Ulmpacce 1, 41453, Hoitc, Hiveuuuna

TOB "3M VYxpaiua”,

03038, Vxpaina, v. Kuis, By Amocosa, 12, 7-i noBepx
Ten: 38044 490 57 77

Enexrporsa axpeca: Support.ua@dmmm.com

"3M¢ Ukraine" LLC

Amosova str., 12, Kyiv, 03038 Ukraine

Tel: 38044 49057 77

e~mail: Support.ual@mmin.com

Kaac Is (3rizmo Jloaatky 2 TexHIMHOTO PEIIaMEHTY MOAO MEIXMYHHX BHPOOIB,
3arsepmicHOro [loctanosoro Kadinery MinicTpis Yxpaiam Ne753 six 2 sxosTHa 2013
POKY)

Class Is (according fo Annex 2 of Technical reguiation on Medical devices approved by Decree of Cabinet
of Ministers of Ukraine No753 on 2 October 2013)

Joaarry 3, TCXHIYHOTO PETIAAMEHTY MIOA0 MCIWYHAX BUPOOIB, 3aTBEPIHKCHOTO
TTocranororo Kabinery Minictpis Yxpainu Ne753 Bia 2 sxosras 2013

Annex 3, of Technical reguiation on Medical devices approved by Decree of Cabinet of Ministers of
Ukraine No753 on 2 October 2013)

Ceprugixar sianosinaocti Ne PR.358-17 miticauit mo 26.05.2024
Certificate of conformity Ne PR.358-17 is valid until: 26.05.2024

UATRIIS
TorapucTro 3 00MEKCHOW BIINOBITATLHICTIO
«¥Yxpaiscornii Haycosuit Incturyr Ceprudixanii,

Limited Liability Company " Ukrainian Research Institute of Certification "
UATR.116

3M Deutschiand GmbH nexiapye BUKOHAHHA OCHOBHAX BEMOT MO0 MEIHUHOTO BHPOOY, 3rinHo Hoxarky 1
TexHiuHOTO perIaMeHTy o0 MeIuyHHE BHPoOis, 3ateepmkeroro [locrasosoro Kabinery Minictpis Vipainu Ne 753

Bix 2 sxoeTHA 2013 p.

3M Deutschiand GmbH deciares the fiilfillment of basic requivements for medical devices, according to Annex 1 of Technical regulations on Medical
devices, approved by Decree of Cabinet of Ministers of Ukraine Ne753 on 2 October 2013.

Micne sugaui:

i

Place of issie: Neuss, Germany

Tlignue ynosHoBOREHOT 0co0n

Signature of Authorzed person

Hara minmucy: 03.11.2020

Date of signing

Harald Ceschinski
Regulatory Affairs and Quality Manager
Hassa mocamy, [TIB

Position, Fuil Name
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Hexnapamis npe sizoorigmicts Ne REG-DOC-UA-131
(Declaration of conformity)
Jomgarox 1

Annex 1
Karanoxuuii Ha3pa mopudircamii Meaungsore Hazra moaudicamii veurmero upody
HOMEp BHPOOY aHIVHHCLKOI MOBOIO YKPATHCHKOIC MOBOK
Catalogue Name of medical device in English Name of medical device in Ukrainian
number
3560E Medipm‘em + Pad Adhesive Wound Medipore™ + Pad Anre3msHa HOR A3KA JI7I% 3aKPHTTSE
Dressing pax
3364F Mediporem + Pad Adhesive Wound Medipore™ + Pad AnrcamsHa noB’ 43KA 1A 3AKPUTTA
Dressing paH
3566E ]\/Iediporem + Pad Adhesive Wound Medipore™ + Pad AxresueHa MoB’ A3Ka [ 3aKPHTTS
Dressing pag
3569 MediporeTM + Pad Adhesive Wound Medipore™ + Pad AnresnsHa noB 43Ka TS SAKPWITA
Dressing pad
3570 Medipore’m + Pad Adhesive Wound Medipore™ + Pad AxresmsHa DOB A3KA IS 3aKPHTTE
Dressing pau
3571E Mediporem + Pad Adhesive Wound Medipore™ + Pad Anrc3usHa OB’ A3Ka LT 3AKPHTTS
Dressing pax
3579E Mediporem + Pad Adhesive Wound Medipore™ + Pad AnxrcsmsHa NOB’ 43Ka IIA 3AKPUTTS
Dressing paH
3573E MediporeTM + Pad Adhesive Wound Medipore™ + Pad AnresnsHa noB 43Ka TS SAKPWITA
o Dressing pag
3562NP Medipore™ + Pad Adhesive Wound Medipore™ + Pad AnresuBHa OB A3Ka J71 3aKPUTTHA
Dressing pau
3566NP Medipore™ + Pad Adhesive Wound Medipore™ + Pad Axrc3usHa OB’ A3Ka 7% 3aKPHTTA
Dressing pax
3569NP Medipore™ + Pad Adhesive Wound Medipore™ + Pad AnrcaueHa OB’ A3Ka I 3AKPHTTS
Dressing pas
3570NP Medipore™ + Pad Adhesive Wound Medipore™ + Pad Anresusna nos’13xa s 3aKpRITA
Dressing pas
3562P-10 Medipore™ + Pad Adhesive Wound Medipore™ + Pad AxresmsHa DOB A3KA IS 3aKPHTTE
Dressing pau
3566P-10 Medipore™ + Pad Adhesive Wound Medipore™ + Pad Anrc3usHa OB’ A3Ka LT 3AKPHTTS
Dressing pax
3569P-10 Medipore™ + Pad Adhesive Wound Medipore™ + Pad Anre3usHa OB A3Ka JJA 3aKPHTTA
Dressing pan
3570P-10 Medipore™ + Pad Adhesive Wound Medipore™ + Pad AxresueHa MoB’ A3Ka [ 3aKPHTTS

Dressing

pay

Jexsmapania npo sigmosinricts Ne REG-DOC-UA-131
Declaration of conformity No: REG-DOC-UA-131
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