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Mexnapanig spo eiznosingicts Ne REG-DOC-UA-105
(Declaration of conforning

Jaraanuz gaiea eupoly: Crepusni 0B HIKY LA pan

Ceommriron name of medicol device: Sterile Wound Dressings

Fepeaik supoGin: Hur. Hogater 1 ao uiel [exnapagi npo eianorigsicTs
Lixt of products: See Anaex 1 to the Declaration of cosfornify
Bupodum: 3M Deutschland GmbH

Monufacturer: Health Care Business

Carl-Schurz-5tr. 1, 41453 Neuss, Germany

IM Hodfivaand FaiX,

Xeac Kea Bisnec

Kapr-Livpy Hmpacee {, 41453, Holie, Hivewuuna

¥Yiuosnobakennii TOB "3M Yxpaina',

fpeleTas KK B Y Kpaiui: (3038, Yxpaiua, . Kuis, syn. Amocosa, 12, 7-# nosepx
Authorized representative in Ukraine: Ten: 38044 490 57 77

Eaexrponna aapeca: Support.ua@mmm.com

3M Chraine” 1.LC

Amosove siv, 12, Kviv, 03038 Ulraine

Tel: 38044 490 57 77

e-mail: Support ualdmmm. com

Kiacudiramin: Kaac Ha (srizuo Jozatky 2 TeXHIUAOre PragMenTy 1040 MEAMMHNX BupodiR,
Classification: saTeepipkeHoro NocTanonoo Kadivety Minictpis Yepaiun Ne733 sia 2 wosmhg 2013
poKy)

Clasy Ha (aecording to Apnex 2 of Techwical repularion on Medical devices approved by Decree of Cabinet
of Ministers of Ulraine Xe753 on 2 Oetober 2003)

Fpoueaypa ouninkn Hogatxy 3, TexHMHOTO PerEaMeHTy HI0A0 MeAMIHHX BUpodiR, 3ATREDIKCHOID
sianosiinocTi: Tocranosoo KabGinery MinicTpis Yipainy No753 sin 2 wostng 2013
Cenformite Assessment Route: Amnex 3 of Technical vegudotion on Medicod devices opproved hy Decree of Cabinet of Ministers of Ulraine

Ae753 om 2 October 2013}

Cepradinarn: Cepradixar pinnopigaocti Ne PR35E-17 gilichnit go 26.05.2024
Certificates: Certificate of conformiry Ne PR 338-17 is valid until: 26.05.2024

UATR.IG

Eipuznauesuit opran 3 cuiske
sianosianocti va ore
inenrudicaniiisuii Ko
Conformity assessment bady with its
identification mumber:

53}(}0;}&31’53},&{1}61 cosuit Incratyy Cep rngikauiin

&mm ef Licthiliny € in?g*” rainian Scientific Institute of Certification ™

“Ean } UATR.IEG

fl.)ll{

AHOBHUX BUMOF mdi’b; reandnoro supoby, sriano Josarxy |
'*%d’l}%p,i}m\ﬁ{yi sranoeoio Kabisery Minicrpis Yipainu Mo 753

7 \\/

3M DPeutschland GmbH aexnapye sukon:
TexHI4HO0rO PErNaMERTY IO MEAHEHIX BIY
ain 2 swosrun 2013 p.

¥

Micie Buiaasi: ; ” Hara aianney: 03.11.2620
Floce of tayee: Newss, Germany Date cof sigrning

Harald Ceschinski

Regulatory Affairs and Quality Manager
Iiizrume ynossosakeHot ocoBy Hazsa nocazu, HIb
Sigrnmmes of Authorzed geeson Fositicn, Fufi Mg

Aexnapaws npo sinoripaicrs Mo REG-DOC-UA-105
Declaration of conformisy No: REG-DOC-UA-(GF

Pc*xmuna 4 ( ‘mpmm 1m2
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Hexaapanis npo sipnosizpicrs M REG-DOC-UA-165
{Declaration of conformity}
Hdogarewr 1

Arnex |
Karanoxauii | Hazsa meandgikanif mesnunore supody Hazsa meaniixanii meszuunere supody
HOoMep anraiiicsKele MoBoin YKPaiHChKO MOBOD
Catalogue Name of medical device in English Name of medical device in Ukrainion
ngmher
Tegaderm™ IV Transparent Film Dressing | Tegaderm™ 1.V, Tiposopa nniskosa o’ asia 3
1633 with Border oxpaitkoe
Tegaderm™ IV Transparent Film Dressing | Tegaderm™ LV, fposopa munigrosa nop’s3xa 3
1635 with Border oxpaixon
Tegaderm™ Film Transparent Film
1623W Dressing Frame Style Hposopa wsrisxosa rog’ssxa va pamis Tegaderm™

e
TOKY MEHTIB

Aexnapaws npo sinoripaicrs Mo REG-DOC-UA-105
Declaration of conformisy No: REG-DOC-UA-(GF

Per
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DocuSign Envelope ID: 5EF28445-1E78-4275-A0CF-65FA7889B1C9

Jexaapanis npo Binnosinnicts Ne REG-DOC-UA-MDR-105
(Declaration of conformity)

3arajnHa Ha3Ba BHPOOY: HeaxTnBHI HeIMIUIAaHTOBaHI MPUCTPOI 114 AOTJIALY 32 paHAMH i NIKIPOIO
Common name of medical device: Non-active non-implantable devices for wound and skin care
Hepenik BUPoGiB: Hue. Mogarox 1 mo miel Jexrapanii mpo BiqnoBigHICTE
List of products: See Annex 1 to the Declaration of conformity
Bupobauk: 3M Deutschland GmbH
Manufacturer: Health Care Business
Carl-Schurz-Str.1, 41453 Neuss, Germany
3M Jloiiunano I'moX,

Xenc Kea Biznec
Kapn-1Ilypy HImpacce 1, 41453, Hoiic, Himeyyuna

@OII «Yperiit Cepriii IBanoBI»

YnoBHOBa eHMI 02091, m. Kuis, Ykpaina By;n. Cnasropoacska 8, og. 33
TIPEICTABHUK B YKpaiHi: Tenedon: +38 050 383 49 05, email: service@uretii.com
Authorized representative 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

Knacudikamin: Knac IIa (3rizuo Jlonatky 2 TexHigHOTO periaMeHTy IO MeIUIHUX BUPOOIB,
Classification: 3aTBepmkeHoro ITocranoBoro Kabinery MinicrpiB Vipainum Ne753 Big 2 sxoBtHst 2013
poKy)

Class Ila (according to Annex 2 of Technical regulation on Medical devices approved by Decree of Cabinet
of Ministers of Ukraine Ne753 on 2 October 2013)

IIponeaypa oninku HMonarky 3, TexHIYHOrO periaMeHTy IIOJI0 MeJUYHUX BUPOOIB, 3aTBEPKEHOTO
BinmoBigHOCTI: ITocranororo Kabinery MinictpiB Ykpainu Ne753 Bix 2 sxoptHs 2013
Conformity Assessment Route: Annex 3 of Technical regulation on Medical devices approved by Decree of Cabinet of Ministers of Ukraine

Ne753 on 2 October 2013)

CepTudixaru: Ceprudikar BignosigHocti Ne PR.1427-24 nificunii no 22.02.2027
Certificates: Certificate of conformity Ne Ne PR.1427-24 is valid until 22.02.2027

LATRIW
Ilpn3navenuii opras 3 omiHKHN ToBapucTBO 3 00MekeHOI0 BilMOBiAaTBHICTIO
BinmoBigHocCTi Ta ioro «Yxpaincexnii Hayxopnii IncTutyt Ceprudixaminy
i}IeHTml)ilcalIiiiHnii KOJ Limited Liability Company " Ukrainian Scientific Institute of Certification "
Conformity assessment body with its UA.TR.116

identification number:

3M Deutschland GmbH nexapye BHKOHaHHS OCHOBHHX BUMOT MIOAO MEIUIHOTO BHPoOy, 3rizHo Joaarky 1
TexHiYHOTO pernaMenTy o0 MeJUIHIX BHpoOiB, 3aTBepkeHoro IToctanosoro Kabinery MinictpiB Yikpainu Ne 753

Bix 2 xoBtHA 2013 p.
3M Deutschland GmbH declares 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 Ne753 on 2 October 2013.

Micne Buaaui: Mara migmucy: 27.05.2024

Place of issiiziepocuSign e]é’.g#w Date of signing
—HMW&!’“WW Regulatory Affairs and Quality Manager
TTijgmuc §irs SASAEREHS B toou Hasga nocam, 115

Signature of Authorized person Margaret Bessenbach

Director Regulatory Affairs and Quality

Jexnapanis npo Bignoigaicts Ne REG-DOC-UA-MDR-105 Penaxis: 1 Cropinka 1 i3 2
Declaration of conformity No: REG-DOC-UA-MDR-105 Version: 1 Page 1of2




DocuSign Envelope ID: 5EF28445-1E78-4275-A0CF-65FA7889B1C9

Jexaapanis npo Bixnosinnicts Noe REG-DOC-UA-MDR-105

(Declaration of conformity)
Hoaarok 1
Annex 1

Kartanoxnnii Homep
Catalogue number

Haza momugikanii MeguanOrO0
BHpOOY aHIJIilicbK0I0 MOBOIO
Name of medical device in English

Hazsa momugikanii meguanoro0
BHPOOY YKpaiHCHKO0I0 MOBOIO
Name of medical device in
Ukrainian

1633, 1635, 1655, 1610

Tegaderm™ IV Transparent Film

Tegaderm™ L V. TIpo3opa

Dressing with Border ILUTIBKOBA ITOB 513K 3 OKPAKOIO
1623W, 1624W, 1626W, 1622W, | Tegaderm™ Film Transparent Film | Tegaderm™ IIpo3opa miBkoBa
1627, 1628, 1629, 1630, 1626 Dressing Frame Style OB’ 513Ka Ha PaMITi
3562E, 3564E, 3566E, 3569E, Medipore™ + Pad Adhesive Medipore™ + Pad AxaresuBna
3570E, 3571E, 3572E, 3573E, Wound Dressing OB’ SI3KA JIJIS 3aKPUTTS paH

3562NP, 3566NP, 3569NP,
3570NP, 3562P-10, 3566P-10,
3569P-10, 3570P-10

90800, 90801, 90802, 90803,
90805, 90807

Tegaderm™ Absorbent Clear
Acrylic Dressing

Tegaderm™ A6copOyroua
ITPO30pa AKPIJIOBA OB’ SI3KA

90610, 90611, 90612, 90613,
90614, 90616, 90619

Tegaderm™ High Performance
Foam Adhesive Dressing

Tegaderm™ BucokoedekTBHa
aJre3WBHA II0B’I3Ka HA 3IIIHEHI I
OCHOBI

3582E, 3584E, 3586E, 3589E,
3590E, 3591E, 3593E, 3582NP,
3584NP, 3586NP, 3589NP,
3582SP, 3586SP, 3590SP, 3582P,
3586P, 3589P, 3590P, 3582P-10,
3586P-10, 3582IP, 3586IP, 35891P

Tegaderm™ +Pad Film Dressing
with Non-Adherent Pad

Tegaderm™ +Pad ITniBkoBa
IIOB’513KA 3 HOAYIIIEYKOIO, OO0 HE
IIPUIIMAIIAE

Jexnapanis npo Bignoigaicts Ne REG-DOC-UA-MDR-105

Penaxis: 1

Version: 1

Cropinka 2 i3 2
Page 202

Declaration of conformity No: REG-DOC-UA-MDR-105




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}

¥
¥
¥ oA
§§
S
{
i

Z
i
. %

§
N
N
N
A

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




Ne 003501




CIPFAH 3 QUIHKY BIANOBIAHOCT!

TOB o« YRPATHCHRIR HAYKOBMI THCTUTYT CEPTURIRALITD
04053, s Kutie, Kyapascorui vaai, Bva. 7, odic 320
UATR.11B

s s
.
i
i

Bapobuux:

HWpuanaua
aApeca:

e 1,41453, Holte, Hime

Bupobuwai
EEEREE R R

 Yoosuonsmenui
HBCHCTRRHEK

Bupobu:

amenizaasrieTd
b UATRAIS
oapodicnns,
& THOY PHSHEY

SHOMOHNENM  OT8HY

it HaREaE oo

Ay exg
- Plmenss 0po sy

BHHK DDUARY 3
HKH BIANOBITHOCTE
P00 Muaaass

Cropimga 132







SHS

Jexaapanis mpo sinmoBignicts Ne REG-DOC-UA-105

3araanHa HA3BAa BHPOOY:
Common name of medical device:
Ilepeaik BHPOGIB:

List of products:

Buapoonunk:
Manufacturer:

YnoBaoBaxeHnit
NpeICcTABHAK B YKpaini:
Authorized representative in Ukraine:

Kanacngixanin:
Classification:

IIpomeaypa oninkn
BigmosigHoCTI:
Conformity Assessment Route:

Cepradikarn:
Certificates:

Ilpu3navycHnil opran 3 OMiHKH
BigmosigHocTi Ta Horo
inenrndikaniinnii Kox
Conformity assessment body with its
identification number:

(Declaration of conformity)

CrepuiibHi OB SI3KHA UIsL paH
Sterile Wound Dressings
Jue. Togatok 1 mo miel Jexnapaiil mpo BiANOBIAHICTE
See Annex 1 to the Declaration of conformity

3M Deutschland GmbH

Health Care Business

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

3M Jloiiunano I'm6X,

Xenc Kea biznec

Kapn-1llypy lImpacce 1, 41453, Hotic, Himeyuuna

TOB "3M VYkpaina",
03038, Ykpaina, m. Kuie, Bys. AMocora, 12, 7-# moBepx
Ten: 38044 490 57 77

EnextponHa anpeca: Support.ua@mmm.com
3M Ukraine” LLC

Amosova str., 12, Kyiv, 03038 Ukraine

Tel: 38044 490 57 77

e-mail: Support.ua@mmm.com

Kuac ITa (3rigao Jozatky 2 TexHi9HOTO pErjlaMeHTy MO0 MSAWTHIX BUPOOIB,
sarBepmxeHoro [TocranoBoro Kabinery MinicTpis Ykpainu Ne753 Bix 2 sxoBTHsa 2013
DPOKy)

Class Ila (according to Annex 2 of Technical regulation on Medical devices approved by Decree of Cabinet
of Ministers of Ukraine Ne753 on 2 October 2013)

Jopatky 3, TexHITHOTO PpenIaMEHTy MOAO MSIUIHHX BUPOOIB, 3aTBEPIKECHOTO
IocranoBorw Kabinety MinicTpiB Ykpaiuu Ne753 Bix 2 xoBTHs 2013

Annex 3 of Technical regulation on Medical devices approved by Decree of Cabinet of Ministers of Ukraine
MNe753 on 2 October 2013)

Ceptudikar rigmopigaocTi Ne PR.358-17 gmitichmit go 26.05.2024
Certificate of conformity Ne PR.358-17 is valid uniil: 26.05.2024

HATRYIS
ToBapHCTBO 3 00MeKEHOIO BINIOBIAAIBLHICTIO
«Yxpainceknii Hayxosnii InctaryT CepTHdikanii»
Limited Liability Company " Ukrainian Scientific Institute of Certification "
UA.TR.116

3M Deutschland GmbH aexmapye BUKOHaHHS OCHOBHHX BHMOT MOAO MEeIUIHOTO BHpoOY, 3rimHo omaTky 1
TexHITHOTO PErIaMeHTY MO0 MCAMIHUX BUPOOiR, 3aTBepmkeHoro IToctanoroto Kabinety MinicTpi Ykpaiam Ne 753

Big 2 xoBTHA 2013 p.

3M Deutschland GmbH declares 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 Ne753 on 2 October 2013.

Micue Buzaadi:
szlolfism_- Neuss, Germany

Ilixmume ynoBHOBaXkeHOT 0co6M
Signature of Authorized person

Hara migmicy: 03.11.2020
Date of signing

Harald Ceschinski
Regulatory Affairs and Quality Manager

Hasgsa nocamu, I11b
Position, Full Name

Jexnaparis mpo Bignosiguicts Ne REG-DOC-UA-105 Penaxiin: 4 Cropinka 1 i3 2

Declaration of conformity No: REG-DOC-UA-105 Version: 4 Page 14f2




Jexaapanis mpo sinmoBigricts Ne REG-DOC-UA-105

(Declaration of conformity)
Jonarox 1
Annex 1
Kartaaoxuanii | Hazsa moamdikanii mexpanoro Bupody HasBa moaudikanii MetuunOro BHpoOy
HOMeEp AHTJIiHCBKO0I0 MOBOIO YKpaiHChKO0I0 MOBOIO
Catalogue Name of medical device in English Name of medical device in Ukrainian
number
Tegaderm™ IV Transparent Film Dressing | Tegaderm™ L.V. TIpo3opa mriBkoBa OB’ A3Ka 3
1633 with Border OKPaiKo0
Tegaderm™ IV Transparent Film Dressing | Tegaderm™ L.V. TIpo3opa miiBkoBa OB’ A3Ka 3
1635 with Border OKpafiKo10
Tegaderm™ Film Transparent Film
1623W Dressing Frame Style IIpo3opa mriekora moe’s3ka Ha pamui Tegaderm™

Jexnaparis mpo Bignosiguicts Ne REG-DOC-UA-105

Penaxiiin: 4 Cropinka 2 i3 2
Version: 4 Page 2of2

Declaration of conformity No: REG-DOC-UA-105
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