JIOT'O Komnomact

Ceprudikar aHajizy roroBoro npoayKry

HacTymni npoxyxru Oyiu BUTOTOBIICHI Ta yrakoBaHi Konomract Ha BUpOOHHYOMY ITiAIPUEMCTBI
Komnomnacr yrua 2, 4300 HeipGatop. Yci cepii BigmoBifat0Th crenudikaiisaM i TexHidHIM (Daitiam
JIABOPATYAP XPA ®APMA (BiznoBigxo 10 HRA-LIS-0059) i Bumoram crerudikaiii Coloplast,
Ta MPOLYKT BUITYILEHO B peaizalilo.

Kox npoaykry Kosomiacr 762272

Onuc npoaykry KoJiomnacr 7622721072

Cnemndikanis Kosonaact/ XPA I[IJIACTUPI BIJI MO30JIIB EKCTPIM 5 mt Ykpaina

Kon ToBapy XPA COBEOYZUKR

Onuc npoxykry XPA KOMIIIJ] TUTACTHUPI BIJI MO30OJIIB EKCTPIM
CEPEJIHI

Konomaact Ne 10150095

Kpaina VYkpaina

ETHKeTKa JHILOBA CTOPOHA 55710557

ETnkerka 060poTHa CTOPOHA 55711319

Kaprka sika BCTABJISIEThCS 55711318

Jlara BHpOOHHITBA 11.04.2025

Tepmin npugaTHocTi 03.2028

KinbkicTs 5760 ynakoBoK

PesynbraTn anaiizy Bianosigae

[le 3acBiguye, 1m0 3a3Ha4€Hy BUIIE CePito OyI10 BUTOTOBIEHO BIAMOBIAHO 10 crierudikarrii
IPOAYKTY, TeXHIYHUX (paiiiiB Ta mirouux HopM ISO 13485.

Hara 3atBepxenns 30.04.2025 | 13:22 Ceprudixopana ocoda ITigmuc

Cropinka 1 3 1

TRIAL MCDE - a valid license will remave this message. See the key

property of this POF for mare information.



armad

" Comnpansy

HMRA Pharma
I0U avenue de Parig
Q320 CHATILGN

FRANCE

Hexaapauin npe signorimniors 2024-14MIV3, pepein 1
Declaration of conformity 2024-14MD/3, version i

Hasea seopranux supobin
Neme of medical devices

>

Mogsndizeani¥
The modifications

Bupolnuk:
Manufacturer:

Bupobumuut glasuuni:
Monwfacturing sites:

YioopHoBRCHENE NPEACTEaBHUK B

Yxpaini:
Authorized vepresenintive in Ulraine:

Cdepa 3acTOCYBANHE
Imended Use:

Kaacudixanin srigso [lonarxy 2
TexsiggOro  PETAAMEHTY  UIOHO
MEMHHHAX BHPOGIS, 3ATBEPIKEHOTO
Hovranorow  Kabinery Minderpis

KOMULI TWIACTHPE BIA MO30JIB ERCTPIM

CEPEIHI
COMPEED® BLISTER MEDIUM EXTREME

- Breoani » pogarky 1 e gexaapanii npo sianesianicrs
 Specified in Annex 1 of Declaration of conformity

LABORATOIRE HRA PHARMA S.A.8., 200 Avenue de
 Paris, 92320 CHATILLON, FRANCE/
 JABOPATVAP XPA GAPMA C.AC., 200 Asemio e
Tlapi, 92320 IUATUILHOH, ©PAHIEA

- LABORATOQIRE HRA PHARMA SAS., 200 Avemue de
 Paris, 92320 CHATILLON, FRANCE/

- JABOPATYAP XPA ©APMA CAC, 200 Arerso me Hapi,
92320 THATIIBHOH, GPAHIIA

 TOB «ITEPPITO YKPAIHAY,
- Vepaiua, 02099, m. Kuir, yn. bopucninscers, 9
ren.: +380 (44) 359-09-53, €JIPIIOY: 37063312

CPERRIGO UKRAINE” LLC, Ukraine, 02099, Kviv,
 Boryspilska Street, 9, phone number.; +380 (44} 359-09-
53, EDRPOU 37063312

Hog'saxu 2idpoxonoioni necmepuipni 863 cariyuansol
wucaomy Non-sterile hydrocollold dressings withouwt
saficylic acid

Knac Ifa
(Ilyuxr 12, Hoparxy 2)
Class Ha
Foint 12, Ammex 2}

Vxpatms Ne733 nig 2 wosrusn 2013 p

-

Classification according fo dnexx 2 of

Techrical regudation on Medical devices

Labsratoire HRA Pharma, Socctd gir Actions Simphific

weew hraspharma.cont

A2 TR 5E2 REE D
2584 3
D FR &7 420 797 382

N upigue d'ientification SIREM

TYA Intracammunaiy




approved by Decvee of Cabinet of Ministers
of Ukraine Mp753 on 2 October 201 3: i

[ipouenypa euinsu slanesianoris ,E.Ee;m??x 3 Uopsgox APOBEACHES NpOURRYPR ;a*;“jemcfie}zzm
Conformity Assesment Ress: hywxugouysanen  xommrexerol CHCTEMM yApasmiums asicvon
- srigne  Texwivsore  DErmaMeNTY  Woeae  Moiumaux  supodis,
sarsepaxenore Hooranosoie Kaliuery Minwwmple Yepalng MNeT53
gi 2 wosras 2013 o
Amnex 37 The procedure Jor enswring pevformonce of
comprehensive quality management system ™ according o Techwical
resudation on Medical devices approved by Decvee of Cabinet of
Ministers  of  Ukeaine  MT7I3 on I Ouotober 2013
Jexaroe § «Tlopagox spificaenns  sEYIPUHENOIO  KONTPOMG
pupofinrgTes meguam Bupobiny arinne Texnlunors pernaMenTy
moRe Memenux supobis, satsepmmenors Hoovausaoie Kabinery
Migicrpin  ¥xpalwn  MN733  sin 2 wommsm 2003 p
dnnex & “Procedure for intevaal comrel of the mamfacture of
medical devices” according to Technical vegulation on Medical
devices approved by Decree of Cabinet of Ministers of Ulraine
Ae753 on 2 Qotober 2013

Homep ceprudixara
BIANOBITHOCTE PR.1477-24

Certificate regiviraiion sumber:

Teprinons aif o2

ol o rom A 31.12.2028

Hprsnagensit spran 3 onlaxn TOR "Vxpalucsxnit naykosuil IHeTHIY T
pinnoninnecti Ta foro ceprudinan?™, 84053, Yepanna, s Kule, nya.
inenTHdixaiiinmi Koy Kynpascsxuit y3sis, 7, odic 320: UATR.116
Conformity assesmient body with its U eradndan Scieniific fastitwte of Certification " Kudryvavsky descent
indentification number: 7, office 328 Kiov, 04053, Ukraine, Number; UATR 116

Binneniamicvs sumoram  TCXHIMHOTG Bianopiise spMoram
PErIAMSHTY HOAO MERMUHUX  Meeis the reguirements
BHpOGIB, IATBEPIKECHOTO

Hocranosowy  Kabinery Minictpis

Vxpaim No733 pin 2 xosrag 2013 p

Complignee with Technical regulation on

Medical devices approved by Decree of

Cabinat of Ministers of Ulraine Me733 on 2

Cerober 2013:

Tepmis gif gexvrapaudi npo slanosipgiors 31.12.2028
Validity term of declaration of conformity

Jlawa nexnapanis upo BLOBIAHICTE 1U0L0 BHKOHGHES OCHORHHX BHMOT 10 METHMEOTS BMpPODY,
grigno TexHisHore perjaMeHty, moxo memmunnx supolin Ne733 (sig 2 xomraa 2013 poxy)
crruagena bin iMeni Ta nin uimkoputy mhauomgansuicts supolHuxa JABOPATVAP XPA
DAPMA CAC, PPAHIIMN

This declaration of conformity regarding the fulfillment of basic requirements for medical devices,
according to Technical Regulations on Medical Devices Ne733 (dated 2 Octaber 2013) composed




on behalf and wnder full responsibilities of the manufacturer LABORATOIRE HRA PHARMA
8.4.8., FRANCE,

[HE, nasa nocaam:
Pozition, Full Naoms

Jspexrop Auss sast BincBepre
Director Anja van Winsberghe
THanae yuosnosasenof ocobus
Authorized Signature

o

gy,
oo

g
s

=
o,

Micue s WATUILHOH, OPANIIHN Jdars slxancyy 24092024
Date gf signafiers.

Flace of insue: CHATHLON, FRANCE

Laboratoire HRA Pharma SAS

300 avenue de Parls
33320 Chitillon, France

sive HRA Pharma, Saciéed par Sations Siaplifine an capisl secial do | 205342583
20792 502

TWA intracemmunsuyies | FR 67 420 7

N nigque didentificadon SIRER . 420 752 3§

Labo

www. hra-pharmacom




Hewaapanis opo sixnosimuicrs 2024-14MD/3, nepein 1
Declaration of conformity 2024-14MD/3, version [

Jonarox 1
Annex i

Haxna seussore supody
AHTHHCHIKOI0 MOBOIO
Name of medical device in
English

Hasna Meapsigors
supoby yrRpalHcs Ko
MOBOIO
Name of medical device in
Jkrainian

Ha supobunursi
{Cybrxonrpaxtanit sapobnux)
On production
(Sub-contractual manufacturer)

COMPEED® BLISTER
MEDIUM EXTREME
5 pes

KOMITEE THTACTHPI BII
MOSGHIB BEKCTPIM
CEPEJHI

S wryk

COLOPLAST A/S,

“oloplast utea 2,
4300 Nyirbator, Huoagary /
KOJOILIACT A/,
Konomaacr yrua 2,
4300 HeipSarop, Yropmusa

L, waspe nocagm:

Fosition, Fudl Name

Jupesrop Assn san BiscBepre
Director Anja van Winsberghe
Hignue yvronuoramenof ccodu:
Authorized Signature

Micne suaani ?.ii\z%TiJIEsff'K)}-’ﬂ, GPAHLIA
Place of issue: CHATHLON, FRANCE

7z

www hra-pharma.com

Aara nignncy: 24.09.2024

Date of signature:

Laboratoire HRA Pharma SAS
200 avenus de Parls
52320 Chitilion, Frante

[eetatyi Sifﬂgfiﬁé& IR
TVA intracomni
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OPPAH 3 CHIHKH BIAIOBIAHOCT] ﬁ;&
TOR «YKPATHOLKHI HAVEKOBHA IHCOTHTYT CEPTHOIKAIED w&
04053, m1. Kurin, Kyorpssossurfl yauiz, 8yva 7, ode 320 “ »

UATRII6 [Ei ey

CEPTH®IKAT BIAITOBIIHOCTI

Hopajor npopeeHas aponeavpn 3alfesneydcHEd PYHRKHIOHYRAHHA KOMILICRCHOT CHOCTEMR
3

yapapxinaa  aricrie (Jogarox 3 Texsivnoro pervaMeHTY UIONO MOIHYHHX  BHpOSIR,
ATREPIKESHOTD nocTanoBow Kadinery Minicrpis Vipainw pig 02.10.2013 Ne 753 (TP)

Bupobunk: LABORATOIRE HRA PHARMA 5.A8./
JABOPATVYAP XPA ®APMA CAC,

O puanyuna 200 Avenae de Paris, 92320 C}I,.»R\T‘ﬁ;{iON,, FRANCE /
agpeea: 200 Apenso ae Mapi, 92320 ITATIIBHOH, OPAHIIM

Brpobnuui LABORATOIRE HRA PHARMA S A8/
ITOMAAKHS JABOPATVAP XPA GAPMA CAC

200 Avenue de Paris, 92320 CH};&T{LE:(}N . FRANCE/
200 Apemro ne Hapi, 92320 HATUILHOH, @PAHIA

 Vooeuopawennii  TOB «[IEPPINO YKPATHA»
 HPeICTABHHK!: 02099, m. Kuie, syn. bopucninscera, 9, Yepaiua
AR Koa €IPIIOY 37063312

- Bupotn: Hor "#3kH riApoKoaoiTal HeCTepHILHI §e3 CATImIORO] KHCAOTH
N {Kouxpemusogana cohepa nasedena wa ermoping 2 yeoen cepmughivama)

Kaacr LB

prrx:maqi:m{ii oprafg 3 ouisxs sippesiguocri Topapucrse 3 efvemenow simosiransuicro
¥gpaipcncnit payveoswil imeraryr cepradivandy (Dewnabixanifianit somep N UATR.116)
BLTTREPIDRYE, MO BRASAHE BEPGOHIK BIPOBLIHE CHCTOMY VIPABATHAS SKICTIO Ha ¢TAAX PO3POSICHHS,
_ ;3;:»;3506};}-{11’{;3&,fra OCTATONHOT NEPCBIPKHE CTOCORHO 3a3HateHX BUpPObIN, ¥ BIANOBLAHOCTE 40 nysKTiR 3-7
;}m}m&?"f!” q’«a_xm., £ of"€XToM NEPIONHYHEX HATEXORHX ayieTiR srigno nyartie 12-15 Honarea 3
TP, ,i{sm’ peanianii npoaysuil TH xaacy nogarsone vas Syru nanssl cepTihirar nepesipcn npockTa W
y H‘yﬂ.{ﬁ{d@:i& $-1171

wika 3 TP,

flincrana pow sBHIaAui:
‘ AKT exonepTHsH goxkymeHTaull Ne PR2379/3-24 sig 05.09,2024;
- Piimenns npo puaaay cepradikata Ne PR.2379/4-24 51a 06.00.2024.

Cepradicar N PR.I477-24
- Hidtenuit 70 «31s rpyams 2028 p.

- Braasms Ne 1 pig «06» nepecun 2024 p,
Briepme sumanc 06.09.2024.,

Kepisnug oprauy 3
GLUHKH BIINOBIgHOOT]
Povag MHXAJRO

~ o Uropinka 132




OPUAH 3 CGLIHKM BIBOBLAHOCTE
TOR «YKPATHOBKHI HAVEOBHA IHCTHTYT CEPTHOIKALID
04033, v Kurip, Kyopersenxufl yaeiz, Gy 7, odic 320

UATR.116
Kouxpernzosana cdepa:
Ne Hassu supodis Hassu supodis
30 AHTTHHCHKOI0 MOBOIO YKPATHCLKOIO MOBOIO

KOMITIA TIRACTHPL BLI MO3QJIB

3 ® N 17
o COMPEED™ BLISTER MEDIUM 5 pes CEPEIHI 5 mrryk

KOMIII TIJACTHPI BI MO30AIB
MIKC 5 grryx

2. COMPEEDY BLISTER MIX 3 pes

COMPEED®  BLISTER  MEDIUM | KOMITIA TIIACTHPI BIJ MO3OJIB
EXTREME S pes EKCTPIM CEPEJHI 5 mrvk

KOMIHA TU {KC'H-i?i BI i M(}i()JIIB
MAHL 6 wryk

1 4. | COMPEED® BLISTER SMALL 6 pes

KepIRRHK oprany 3
OIHHKH RUTORLIHOCTI
Povau MHXAJKO

csanns o Jocepribixara No PR477-24 Cropinka 232




Ne 003750

OB

WL




JIOI'O Komomnact
Ceprugikar agamisy roToBore NpoayKTy

Hacrymui npogykru 6yim BuroToBneri Ta ynakosari Konormact Ha BUpoGHIIOMY I AIpHEMCTBI
Kononnacr ytua 2, 4300 Heip6atop. Yei cepii sinnosinarors cnemudikaniam i Texmianmm datinam
JIABOPATVYAP XPA ®APMA (sinnorinuo no HRA-LIS-0059) i sumoram cremudikanii Coloplast,
TA IPOJYKT BHIYIIEHO B peani3alio.

Koa npopyrty Kononact 762272
Onuc npopykry Kononnacr 7622721072
Crneundixauin Konoruiacr/ XPA. TITACTHPI BIZ MO3OJIIB EKCTPIM 5 mt Yipaina
Kon Tosapy XPA COBEOYZUKR
Ommc nponyxry XPA KOMITIZ TITACTHPI BIJ{ MO30OJIIB EKCTPIM
CEPEIHI
Kosonaact No 10017356
Kpaina Vipaiga
ETHKCTKA JHIL0BA CTOPOHA 55710557
Etnkerka ofoporna cropona 55711319
KapTka Axa BCTaBIACTLES 55711318
Hara BupoGHUNTBA 05.11.2024
Tepmin npuparoocTi 10.2027
Kinnxicrs 17280 yriaxoBox
PegynnTaTi anajisy Bimmosinae
AHami3 MeTon Hianazon PesyabraTn
TeCTYBAHHS cnennirkanii
Inentudikanis Bisyansno Eranou Biamogigae
ToBuiMHA KDOMKH VV-0146758 0,10 - 0,30 Mm 0,20 mMm
ToBmrHa 1o menTpy VV-0146758 1,30 — 1,60 MM 1,37 mm
Posmipu VV-0194362 Mamorok Ne 60027604 | Binnosizae
Etnkerks ra 308Himmii BizyanrHo Eramon Binmosinae
BHIJISIJL ETHKETKH
Mikpobionoriynuit Tecr* | VV-0187687 Hemae mpamux Bigmosigae

* Ha mipcrasi inetpykuii VV-0187721 mixpoGionoriasi JocnimcerAs MpoRoaITECS
LIOKBAPTATHHO.

Ile 3acBinuye, o 3a3Ha9eHy BHIIE cepio Gy0 BUTOTORNEHO BiATOBIAHO A0 cremudikarii
NPOAYKTY, TeXHIMHMK (halinis Ta xirounx Hopm ISO 13485.

Hara sarsepmxensds 19.12.2024 Ceprudikorana ocoba Ilignuc

Cropinka 1 3 1
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" Comnpansy

HMRA Pharma
I0U avenue de Parig
Q320 CHATILGN

FRANCE

Hexaapauin npe signorimniors 2024-14MIV3, pepein 1
Declaration of conformity 2024-14MD/3, version i

Hasea seopranux supobin
Neme of medical devices

>

Mogsndizeani¥
The modifications

Bupolnuk:
Manufacturer:

Bupobumuut glasuuni:
Monwfacturing sites:

YioopHoBRCHENE NPEACTEaBHUK B

Yxpaini:
Authorized vepresenintive in Ulraine:

Cdepa 3acTOCYBANHE
Imended Use:

Kaacudixanin srigso [lonarxy 2
TexsiggOro  PETAAMEHTY  UIOHO
MEMHHHAX BHPOGIS, 3ATBEPIKEHOTO
Hovranorow  Kabinery Minderpis

KOMULI TWIACTHPE BIA MO30JIB ERCTPIM

CEPEIHI
COMPEED® BLISTER MEDIUM EXTREME

- Breoani » pogarky 1 e gexaapanii npo sianesianicrs
 Specified in Annex 1 of Declaration of conformity

LABORATOIRE HRA PHARMA S.A.8., 200 Avenue de
 Paris, 92320 CHATILLON, FRANCE/
 JABOPATVAP XPA GAPMA C.AC., 200 Asemio e
Tlapi, 92320 IUATUILHOH, ©PAHIEA

- LABORATOQIRE HRA PHARMA SAS., 200 Avemue de
 Paris, 92320 CHATILLON, FRANCE/

- JABOPATYAP XPA ©APMA CAC, 200 Arerso me Hapi,
92320 THATIIBHOH, GPAHIIA

 TOB «ITEPPITO YKPAIHAY,
- Vepaiua, 02099, m. Kuir, yn. bopucninscers, 9
ren.: +380 (44) 359-09-53, €JIPIIOY: 37063312

CPERRIGO UKRAINE” LLC, Ukraine, 02099, Kviv,
 Boryspilska Street, 9, phone number.; +380 (44} 359-09-
53, EDRPOU 37063312

Hog'saxu 2idpoxonoioni necmepuipni 863 cariyuansol
wucaomy Non-sterile hydrocollold dressings withouwt
saficylic acid

Knac Ifa
(Ilyuxr 12, Hoparxy 2)
Class Ha
Foint 12, Ammex 2}

Vxpatms Ne733 nig 2 wosrusn 2013 p

-

Classification according fo dnexx 2 of

Techrical regudation on Medical devices

Labsratoire HRA Pharma, Socctd gir Actions Simphific

weew hraspharma.cont

A2 TR 5E2 REE D
2584 3
D FR &7 420 797 382

N upigue d'ientification SIREM

TYA Intracammunaiy




approved by Decvee of Cabinet of Ministers
of Ukraine Mp753 on 2 October 201 3: i

[ipouenypa euinsu slanesianoris ,E.Ee;m??x 3 Uopsgox APOBEACHES NpOURRYPR ;a*;“jemcfie}zzm
Conformity Assesment Ress: hywxugouysanen  xommrexerol CHCTEMM yApasmiums asicvon
- srigne  Texwivsore  DErmaMeNTY  Woeae  Moiumaux  supodis,
sarsepaxenore Hooranosoie Kaliuery Minwwmple Yepalng MNeT53
gi 2 wosras 2013 o
Amnex 37 The procedure Jor enswring pevformonce of
comprehensive quality management system ™ according o Techwical
resudation on Medical devices approved by Decvee of Cabinet of
Ministers  of  Ukeaine  MT7I3 on I Ouotober 2013
Jexaroe § «Tlopagox spificaenns  sEYIPUHENOIO  KONTPOMG
pupofinrgTes meguam Bupobiny arinne Texnlunors pernaMenTy
moRe Memenux supobis, satsepmmenors Hoovausaoie Kabinery
Migicrpin  ¥xpalwn  MN733  sin 2 wommsm 2003 p
dnnex & “Procedure for intevaal comrel of the mamfacture of
medical devices” according to Technical vegulation on Medical
devices approved by Decree of Cabinet of Ministers of Ulraine
Ae753 on 2 Qotober 2013

Homep ceprudixara
BIANOBITHOCTE PR.1477-24

Certificate regiviraiion sumber:

Teprinons aif o2

ol o rom A 31.12.2028

Hprsnagensit spran 3 onlaxn TOR "Vxpalucsxnit naykosuil IHeTHIY T
pinnoninnecti Ta foro ceprudinan?™, 84053, Yepanna, s Kule, nya.
inenTHdixaiiinmi Koy Kynpascsxuit y3sis, 7, odic 320: UATR.116
Conformity assesmient body with its U eradndan Scieniific fastitwte of Certification " Kudryvavsky descent
indentification number: 7, office 328 Kiov, 04053, Ukraine, Number; UATR 116

Binneniamicvs sumoram  TCXHIMHOTG Bianopiise spMoram
PErIAMSHTY HOAO MERMUHUX  Meeis the reguirements
BHpOGIB, IATBEPIKECHOTO

Hocranosowy  Kabinery Minictpis

Vxpaim No733 pin 2 xosrag 2013 p

Complignee with Technical regulation on

Medical devices approved by Decree of

Cabinat of Ministers of Ulraine Me733 on 2

Cerober 2013:

Tepmis gif gexvrapaudi npo slanosipgiors 31.12.2028
Validity term of declaration of conformity

Jlawa nexnapanis upo BLOBIAHICTE 1U0L0 BHKOHGHES OCHORHHX BHMOT 10 METHMEOTS BMpPODY,
grigno TexHisHore perjaMeHty, moxo memmunnx supolin Ne733 (sig 2 xomraa 2013 poxy)
crruagena bin iMeni Ta nin uimkoputy mhauomgansuicts supolHuxa JABOPATVAP XPA
DAPMA CAC, PPAHIIMN

This declaration of conformity regarding the fulfillment of basic requirements for medical devices,
according to Technical Regulations on Medical Devices Ne733 (dated 2 Octaber 2013) composed




on behalf and wnder full responsibilities of the manufacturer LABORATOIRE HRA PHARMA
8.4.8., FRANCE,

[HE, nasa nocaam:
Pozition, Full Naoms

Jspexrop Auss sast BincBepre
Director Anja van Winsberghe
THanae yuosnosasenof ocobus
Authorized Signature

o

gy,
oo

g
s

=
o,

Micue s WATUILHOH, OPANIIHN Jdars slxancyy 24092024
Date gf signafiers.

Flace of insue: CHATHLON, FRANCE

Laboratoire HRA Pharma SAS

300 avenue de Parls
33320 Chitillon, France

sive HRA Pharma, Saciéed par Sations Siaplifine an capisl secial do | 205342583
20792 502

TWA intracemmunsuyies | FR 67 420 7

N nigque didentificadon SIRER . 420 752 3§

Labo

www. hra-pharmacom




Hewaapanis opo sixnosimuicrs 2024-14MD/3, nepein 1
Declaration of conformity 2024-14MD/3, version [

Jonarox 1
Annex i

Haxna seussore supody
AHTHHCHIKOI0 MOBOIO
Name of medical device in
English

Hasna Meapsigors
supoby yrRpalHcs Ko
MOBOIO
Name of medical device in
Jkrainian

Ha supobunursi
{Cybrxonrpaxtanit sapobnux)
On production
(Sub-contractual manufacturer)

COMPEED® BLISTER
MEDIUM EXTREME
5 pes

KOMITEE THTACTHPI BII
MOSGHIB BEKCTPIM
CEPEJHI

S wryk

COLOPLAST A/S,

“oloplast utea 2,
4300 Nyirbator, Huoagary /
KOJOILIACT A/,
Konomaacr yrua 2,
4300 HeipSarop, Yropmusa

L, waspe nocagm:

Fosition, Fudl Name

Jupesrop Assn san BiscBepre
Director Anja van Winsberghe
Hignue yvronuoramenof ccodu:
Authorized Signature

Micne suaani ?.ii\z%TiJIEsff'K)}-’ﬂ, GPAHLIA
Place of issue: CHATHLON, FRANCE

7z

www hra-pharma.com

Aara nignncy: 24.09.2024

Date of signature:

Laboratoire HRA Pharma SAS
200 avenus de Parls
52320 Chitilion, Frante

[eetatyi Sifﬂgfiﬁé& IR
TVA intracomni




£l

OPPAH 3 CHIHKH BIAIOBIAHOCT] ﬁ;&
TOR «YKPATHOLKHI HAVEKOBHA IHCOTHTYT CEPTHOIKAIED w&
04053, m1. Kurin, Kyorpssossurfl yauiz, 8yva 7, ode 320 “ »

UATRII6 [Ei ey

CEPTH®IKAT BIAITOBIIHOCTI

Hopajor npopeeHas aponeavpn 3alfesneydcHEd PYHRKHIOHYRAHHA KOMILICRCHOT CHOCTEMR
3

yapapxinaa  aricrie (Jogarox 3 Texsivnoro pervaMeHTY UIONO MOIHYHHX  BHpOSIR,
ATREPIKESHOTD nocTanoBow Kadinery Minicrpis Vipainw pig 02.10.2013 Ne 753 (TP)

Bupobunk: LABORATOIRE HRA PHARMA 5.A8./
JABOPATVYAP XPA ®APMA CAC,

O puanyuna 200 Avenae de Paris, 92320 C}I,.»R\T‘ﬁ;{iON,, FRANCE /
agpeea: 200 Apenso ae Mapi, 92320 ITATIIBHOH, OPAHIIM

Brpobnuui LABORATOIRE HRA PHARMA S A8/
ITOMAAKHS JABOPATVAP XPA GAPMA CAC

200 Avenue de Paris, 92320 CH};&T{LE:(}N . FRANCE/
200 Apemro ne Hapi, 92320 HATUILHOH, @PAHIA

 Vooeuopawennii  TOB «[IEPPINO YKPATHA»
 HPeICTABHHK!: 02099, m. Kuie, syn. bopucninscera, 9, Yepaiua
AR Koa €IPIIOY 37063312

- Bupotn: Hor "#3kH riApoKoaoiTal HeCTepHILHI §e3 CATImIORO] KHCAOTH
N {Kouxpemusogana cohepa nasedena wa ermoping 2 yeoen cepmughivama)

Kaacr LB

prrx:maqi:m{ii oprafg 3 ouisxs sippesiguocri Topapucrse 3 efvemenow simosiransuicro
¥gpaipcncnit payveoswil imeraryr cepradivandy (Dewnabixanifianit somep N UATR.116)
BLTTREPIDRYE, MO BRASAHE BEPGOHIK BIPOBLIHE CHCTOMY VIPABATHAS SKICTIO Ha ¢TAAX PO3POSICHHS,
_ ;3;:»;3506};}-{11’{;3&,fra OCTATONHOT NEPCBIPKHE CTOCORHO 3a3HateHX BUpPObIN, ¥ BIANOBLAHOCTE 40 nysKTiR 3-7
;}m}m&?"f!” q’«a_xm., £ of"€XToM NEPIONHYHEX HATEXORHX ayieTiR srigno nyartie 12-15 Honarea 3
TP, ,i{sm’ peanianii npoaysuil TH xaacy nogarsone vas Syru nanssl cepTihirar nepesipcn npockTa W
y H‘yﬂ.{ﬁ{d@:i& $-1171

wika 3 TP,

flincrana pow sBHIaAui:
‘ AKT exonepTHsH goxkymeHTaull Ne PR2379/3-24 sig 05.09,2024;
- Piimenns npo puaaay cepradikata Ne PR.2379/4-24 51a 06.00.2024.

Cepradicar N PR.I477-24
- Hidtenuit 70 «31s rpyams 2028 p.

- Braasms Ne 1 pig «06» nepecun 2024 p,
Briepme sumanc 06.09.2024.,

Kepisnug oprauy 3
GLUHKH BIINOBIgHOOT]
Povag MHXAJRO

~ o Uropinka 132




OPUAH 3 CGLIHKM BIBOBLAHOCTE
TOR «YKPATHOBKHI HAVEOBHA IHCTHTYT CEPTHOIKALID
04033, v Kurip, Kyopersenxufl yaeiz, Gy 7, odic 320

UATR.116
Kouxpernzosana cdepa:
Ne Hassu supodis Hassu supodis
30 AHTTHHCHKOI0 MOBOIO YKPATHCLKOIO MOBOIO

KOMITIA TIRACTHPL BLI MO3QJIB

3 ® N 17
o COMPEED™ BLISTER MEDIUM 5 pes CEPEIHI 5 mrryk

KOMIII TIJACTHPI BI MO30AIB
MIKC 5 grryx

2. COMPEEDY BLISTER MIX 3 pes

COMPEED®  BLISTER  MEDIUM | KOMITIA TIIACTHPI BIJ MO3OJIB
EXTREME S pes EKCTPIM CEPEJHI 5 mrvk

KOMIHA TU {KC'H-i?i BI i M(}i()JIIB
MAHL 6 wryk

1 4. | COMPEED® BLISTER SMALL 6 pes

KepIRRHK oprany 3
OIHHKH RUTORLIHOCTI
Povau MHXAJKO

csanns o Jocepribixara No PR477-24 Cropinka 232
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JIOI'O Komomnact
Ceprugikar agamisy roToBore NpoayKTy

Hacrymui npogykru 6yim BuroToBneri Ta ynakosari Konormact Ha BUpoGHIIOMY I AIpHEMCTBI
Kononnacr ytua 2, 4300 Heip6atop. Yei cepii sinnosinarors cnemudikaniam i Texmianmm datinam
JIABOPATVYAP XPA ®APMA (sinnorinuo no HRA-LIS-0059) i sumoram cremudikanii Coloplast,
TA IPOJYKT BHIYIIEHO B peani3alio.

Koa npopyrty Kononact 762272
Onuc npopykry Kononnacr 7622721072
Crneundixauin Konoruiacr/ XPA. TITACTHPI BIZ MO3OJIIB EKCTPIM 5 mt Yipaina
Kon Tosapy XPA COBEOYZUKR
Ommc nponyxry XPA KOMITIZ TITACTHPI BIJ{ MO30OJIIB EKCTPIM
CEPEIHI
Kosonaact No 10017356
Kpaina Vipaiga
ETHKCTKA JHIL0BA CTOPOHA 55710557
Etnkerka ofoporna cropona 55711319
KapTka Axa BCTaBIACTLES 55711318
Hara BupoGHUNTBA 05.11.2024
Tepmin npuparoocTi 10.2027
Kinnxicrs 17280 yriaxoBox
PegynnTaTi anajisy Bimmosinae
AHami3 MeTon Hianazon PesyabraTn
TeCTYBAHHS cnennirkanii
Inentudikanis Bisyansno Eranou Biamogigae
ToBuiMHA KDOMKH VV-0146758 0,10 - 0,30 Mm 0,20 mMm
ToBmrHa 1o menTpy VV-0146758 1,30 — 1,60 MM 1,37 mm
Posmipu VV-0194362 Mamorok Ne 60027604 | Binnosizae
Etnkerks ra 308Himmii BizyanrHo Eramon Binmosinae
BHIJISIJL ETHKETKH
Mikpobionoriynuit Tecr* | VV-0187687 Hemae mpamux Bigmosigae

* Ha mipcrasi inetpykuii VV-0187721 mixpoGionoriasi JocnimcerAs MpoRoaITECS
LIOKBAPTATHHO.

Ile 3acBinuye, o 3a3Ha9eHy BHIIE cepio Gy0 BUTOTORNEHO BiATOBIAHO A0 cremudikarii
NPOAYKTY, TeXHIMHMK (halinis Ta xirounx Hopm ISO 13485.

Hara sarsepmxensds 19.12.2024 Ceprudikorana ocoba Ilignuc

Cropinka 1 3 1
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" Comnpansy

HMRA Pharma
I0U avenue de Parig
Q320 CHATILGN

FRANCE

Hexaapauin npe signorimniors 2024-14MIV3, pepein 1
Declaration of conformity 2024-14MD/3, version i

Hasea seopranux supobin
Neme of medical devices

>

Mogsndizeani¥
The modifications

Bupolnuk:
Manufacturer:

Bupobumuut glasuuni:
Monwfacturing sites:

YioopHoBRCHENE NPEACTEaBHUK B

Yxpaini:
Authorized vepresenintive in Ulraine:

Cdepa 3acTOCYBANHE
Imended Use:

Kaacudixanin srigso [lonarxy 2
TexsiggOro  PETAAMEHTY  UIOHO
MEMHHHAX BHPOGIS, 3ATBEPIKEHOTO
Hovranorow  Kabinery Minderpis

KOMULI TWIACTHPE BIA MO30JIB ERCTPIM

CEPEIHI
COMPEED® BLISTER MEDIUM EXTREME

- Breoani » pogarky 1 e gexaapanii npo sianesianicrs
 Specified in Annex 1 of Declaration of conformity

LABORATOIRE HRA PHARMA S.A.8., 200 Avenue de
 Paris, 92320 CHATILLON, FRANCE/
 JABOPATVAP XPA GAPMA C.AC., 200 Asemio e
Tlapi, 92320 IUATUILHOH, ©PAHIEA

- LABORATOQIRE HRA PHARMA SAS., 200 Avemue de
 Paris, 92320 CHATILLON, FRANCE/

- JABOPATYAP XPA ©APMA CAC, 200 Arerso me Hapi,
92320 THATIIBHOH, GPAHIIA

 TOB «ITEPPITO YKPAIHAY,
- Vepaiua, 02099, m. Kuir, yn. bopucninscers, 9
ren.: +380 (44) 359-09-53, €JIPIIOY: 37063312

CPERRIGO UKRAINE” LLC, Ukraine, 02099, Kviv,
 Boryspilska Street, 9, phone number.; +380 (44} 359-09-
53, EDRPOU 37063312

Hog'saxu 2idpoxonoioni necmepuipni 863 cariyuansol
wucaomy Non-sterile hydrocollold dressings withouwt
saficylic acid

Knac Ifa
(Ilyuxr 12, Hoparxy 2)
Class Ha
Foint 12, Ammex 2}

Vxpatms Ne733 nig 2 wosrusn 2013 p

-

Classification according fo dnexx 2 of

Techrical regudation on Medical devices

Labsratoire HRA Pharma, Socctd gir Actions Simphific

weew hraspharma.cont

A2 TR 5E2 REE D
2584 3
D FR &7 420 797 382

N upigue d'ientification SIREM

TYA Intracammunaiy




approved by Decvee of Cabinet of Ministers
of Ukraine Mp753 on 2 October 201 3: i

[ipouenypa euinsu slanesianoris ,E.Ee;m??x 3 Uopsgox APOBEACHES NpOURRYPR ;a*;“jemcfie}zzm
Conformity Assesment Ress: hywxugouysanen  xommrexerol CHCTEMM yApasmiums asicvon
- srigne  Texwivsore  DErmaMeNTY  Woeae  Moiumaux  supodis,
sarsepaxenore Hooranosoie Kaliuery Minwwmple Yepalng MNeT53
gi 2 wosras 2013 o
Amnex 37 The procedure Jor enswring pevformonce of
comprehensive quality management system ™ according o Techwical
resudation on Medical devices approved by Decvee of Cabinet of
Ministers  of  Ukeaine  MT7I3 on I Ouotober 2013
Jexaroe § «Tlopagox spificaenns  sEYIPUHENOIO  KONTPOMG
pupofinrgTes meguam Bupobiny arinne Texnlunors pernaMenTy
moRe Memenux supobis, satsepmmenors Hoovausaoie Kabinery
Migicrpin  ¥xpalwn  MN733  sin 2 wommsm 2003 p
dnnex & “Procedure for intevaal comrel of the mamfacture of
medical devices” according to Technical vegulation on Medical
devices approved by Decree of Cabinet of Ministers of Ulraine
Ae753 on 2 Qotober 2013

Homep ceprudixara
BIANOBITHOCTE PR.1477-24

Certificate regiviraiion sumber:

Teprinons aif o2

ol o rom A 31.12.2028

Hprsnagensit spran 3 onlaxn TOR "Vxpalucsxnit naykosuil IHeTHIY T
pinnoninnecti Ta foro ceprudinan?™, 84053, Yepanna, s Kule, nya.
inenTHdixaiiinmi Koy Kynpascsxuit y3sis, 7, odic 320: UATR.116
Conformity assesmient body with its U eradndan Scieniific fastitwte of Certification " Kudryvavsky descent
indentification number: 7, office 328 Kiov, 04053, Ukraine, Number; UATR 116

Binneniamicvs sumoram  TCXHIMHOTG Bianopiise spMoram
PErIAMSHTY HOAO MERMUHUX  Meeis the reguirements
BHpOGIB, IATBEPIKECHOTO

Hocranosowy  Kabinery Minictpis

Vxpaim No733 pin 2 xosrag 2013 p

Complignee with Technical regulation on

Medical devices approved by Decree of

Cabinat of Ministers of Ulraine Me733 on 2

Cerober 2013:

Tepmis gif gexvrapaudi npo slanosipgiors 31.12.2028
Validity term of declaration of conformity

Jlawa nexnapanis upo BLOBIAHICTE 1U0L0 BHKOHGHES OCHORHHX BHMOT 10 METHMEOTS BMpPODY,
grigno TexHisHore perjaMeHty, moxo memmunnx supolin Ne733 (sig 2 xomraa 2013 poxy)
crruagena bin iMeni Ta nin uimkoputy mhauomgansuicts supolHuxa JABOPATVAP XPA
DAPMA CAC, PPAHIIMN

This declaration of conformity regarding the fulfillment of basic requirements for medical devices,
according to Technical Regulations on Medical Devices Ne733 (dated 2 Octaber 2013) composed




on behalf and wnder full responsibilities of the manufacturer LABORATOIRE HRA PHARMA
8.4.8., FRANCE,

[HE, nasa nocaam:
Pozition, Full Naoms

Jspexrop Auss sast BincBepre
Director Anja van Winsberghe
THanae yuosnosasenof ocobus
Authorized Signature

o

gy,
oo

g
s

=
o,

Micue s WATUILHOH, OPANIIHN Jdars slxancyy 24092024
Date gf signafiers.

Flace of insue: CHATHLON, FRANCE

Laboratoire HRA Pharma SAS

300 avenue de Parls
33320 Chitillon, France

sive HRA Pharma, Saciéed par Sations Siaplifine an capisl secial do | 205342583
20792 502

TWA intracemmunsuyies | FR 67 420 7

N nigque didentificadon SIRER . 420 752 3§

Labo

www. hra-pharmacom




Hewaapanis opo sixnosimuicrs 2024-14MD/3, nepein 1
Declaration of conformity 2024-14MD/3, version [

Jonarox 1
Annex i

Haxna seussore supody
AHTHHCHIKOI0 MOBOIO
Name of medical device in
English

Hasna Meapsigors
supoby yrRpalHcs Ko
MOBOIO
Name of medical device in
Jkrainian

Ha supobunursi
{Cybrxonrpaxtanit sapobnux)
On production
(Sub-contractual manufacturer)

COMPEED® BLISTER
MEDIUM EXTREME
5 pes

KOMITEE THTACTHPI BII
MOSGHIB BEKCTPIM
CEPEJHI

S wryk

COLOPLAST A/S,

“oloplast utea 2,
4300 Nyirbator, Huoagary /
KOJOILIACT A/,
Konomaacr yrua 2,
4300 HeipSarop, Yropmusa

L, waspe nocagm:

Fosition, Fudl Name

Jupesrop Assn san BiscBepre
Director Anja van Winsberghe
Hignue yvronuoramenof ccodu:
Authorized Signature

Micne suaani ?.ii\z%TiJIEsff'K)}-’ﬂ, GPAHLIA
Place of issue: CHATHLON, FRANCE

7z

www hra-pharma.com

Aara nignncy: 24.09.2024

Date of signature:

Laboratoire HRA Pharma SAS
200 avenus de Parls
52320 Chitilion, Frante

[eetatyi Sifﬂgfiﬁé& IR
TVA intracomni
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OPPAH 3 CHIHKH BIAIOBIAHOCT] ﬁ;&
TOR «YKPATHOLKHI HAVEKOBHA IHCOTHTYT CEPTHOIKAIED w&
04053, m1. Kurin, Kyorpssossurfl yauiz, 8yva 7, ode 320 “ »

UATRII6 [Ei ey

CEPTH®IKAT BIAITOBIIHOCTI

Hopajor npopeeHas aponeavpn 3alfesneydcHEd PYHRKHIOHYRAHHA KOMILICRCHOT CHOCTEMR
3

yapapxinaa  aricrie (Jogarox 3 Texsivnoro pervaMeHTY UIONO MOIHYHHX  BHpOSIR,
ATREPIKESHOTD nocTanoBow Kadinery Minicrpis Vipainw pig 02.10.2013 Ne 753 (TP)

Bupobunk: LABORATOIRE HRA PHARMA 5.A8./
JABOPATVYAP XPA ®APMA CAC,

O puanyuna 200 Avenae de Paris, 92320 C}I,.»R\T‘ﬁ;{iON,, FRANCE /
agpeea: 200 Apenso ae Mapi, 92320 ITATIIBHOH, OPAHIIM

Brpobnuui LABORATOIRE HRA PHARMA S A8/
ITOMAAKHS JABOPATVAP XPA GAPMA CAC

200 Avenue de Paris, 92320 CH};&T{LE:(}N . FRANCE/
200 Apemro ne Hapi, 92320 HATUILHOH, @PAHIA

 Vooeuopawennii  TOB «[IEPPINO YKPATHA»
 HPeICTABHHK!: 02099, m. Kuie, syn. bopucninscera, 9, Yepaiua
AR Koa €IPIIOY 37063312

- Bupotn: Hor "#3kH riApoKoaoiTal HeCTepHILHI §e3 CATImIORO] KHCAOTH
N {Kouxpemusogana cohepa nasedena wa ermoping 2 yeoen cepmughivama)

Kaacr LB

prrx:maqi:m{ii oprafg 3 ouisxs sippesiguocri Topapucrse 3 efvemenow simosiransuicro
¥gpaipcncnit payveoswil imeraryr cepradivandy (Dewnabixanifianit somep N UATR.116)
BLTTREPIDRYE, MO BRASAHE BEPGOHIK BIPOBLIHE CHCTOMY VIPABATHAS SKICTIO Ha ¢TAAX PO3POSICHHS,
_ ;3;:»;3506};}-{11’{;3&,fra OCTATONHOT NEPCBIPKHE CTOCORHO 3a3HateHX BUpPObIN, ¥ BIANOBLAHOCTE 40 nysKTiR 3-7
;}m}m&?"f!” q’«a_xm., £ of"€XToM NEPIONHYHEX HATEXORHX ayieTiR srigno nyartie 12-15 Honarea 3
TP, ,i{sm’ peanianii npoaysuil TH xaacy nogarsone vas Syru nanssl cepTihirar nepesipcn npockTa W
y H‘yﬂ.{ﬁ{d@:i& $-1171

wika 3 TP,

flincrana pow sBHIaAui:
‘ AKT exonepTHsH goxkymeHTaull Ne PR2379/3-24 sig 05.09,2024;
- Piimenns npo puaaay cepradikata Ne PR.2379/4-24 51a 06.00.2024.

Cepradicar N PR.I477-24
- Hidtenuit 70 «31s rpyams 2028 p.

- Braasms Ne 1 pig «06» nepecun 2024 p,
Briepme sumanc 06.09.2024.,

Kepisnug oprauy 3
GLUHKH BIINOBIgHOOT]
Povag MHXAJRO

~ o Uropinka 132




OPUAH 3 CGLIHKM BIBOBLAHOCTE
TOR «YKPATHOBKHI HAVEOBHA IHCTHTYT CEPTHOIKALID
04033, v Kurip, Kyopersenxufl yaeiz, Gy 7, odic 320

UATR.116
Kouxpernzosana cdepa:
Ne Hassu supodis Hassu supodis
30 AHTTHHCHKOI0 MOBOIO YKPATHCLKOIO MOBOIO

KOMITIA TIRACTHPL BLI MO3QJIB

3 ® N 17
o COMPEED™ BLISTER MEDIUM 5 pes CEPEIHI 5 mrryk

KOMIII TIJACTHPI BI MO30AIB
MIKC 5 grryx

2. COMPEEDY BLISTER MIX 3 pes

COMPEED®  BLISTER  MEDIUM | KOMITIA TIIACTHPI BIJ MO3OJIB
EXTREME S pes EKCTPIM CEPEJHI 5 mrvk

KOMIHA TU {KC'H-i?i BI i M(}i()JIIB
MAHL 6 wryk

1 4. | COMPEED® BLISTER SMALL 6 pes

KepIRRHK oprany 3
OIHHKH RUTORLIHOCTI
Povau MHXAJKO

csanns o Jocepribixara No PR477-24 Cropinka 232
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