Oslomy care
Urology & Continence care
Wound & Skin care

% Coloplast

Aekaapauis npo sianosiaHicTs Neb94
Declaration of conformity Ne694

TeXHIYHOMY PErAGMEeHTY LLLOAO MeAUYHMX supobis, 3aTBepaxeHomy MoCTaHOBOK KabineTy MiuicTpis
Yxpainm Ne753 Bia 2 x08THA 2013 p.
Technical regulations on Medical devices,approved by Decree of Cabinet of Ministers of Ukraine Ne753 on

2 October 2013

MeanHi Bupobu:
Medical devices:

MPUCTOCYBAHHA AAR CTOMINHOIO BUKOPUCTAHHS
Ostomy devices

Mepeaik meauiHuxX Bupobis:
List of medical devices:

AvB. AOAQTOK 1 AO Uil Aekaapaulii PO BIANOBIAHICTb
See Annex | to the Declaration of conformity

Koa Ta Hassa eupobis sianosiaHo A0 46207
HaWioHaAbBHOro KAacudpikaropa
Product code and name according fo
the national classification
BupoBHuk: KoaonaacTt A/C
Manufacturer: Xoasteaam 1, 3050 Xymaebaek, AaHis
Coloplast A/S
Holtedam 1, 3050 Humlebaek, Denmark
BupoBHMYI NACLLLOAKM: KoaonaacTt A/C
XoabTreaam 3, 3050 Xymaebaek, AaHis
Manufacturing sites: Coloplost A/S, Holtedam 3, 3050 Humlebaek, Denmark

KoaonaacTt A/C

Aq. Aoyic-XeHceH Aame 15, 3060 Ecnepraepae, AaHis
Coloplast A/S, Aa. Louis-Hansens Alle 15, 3060 Espergaerde,
Denmark

KoaonaacT A/C

IHaacTpisein 7, 7700 Tictea. AaHis

Coloplest A/S, Industrivej 7, 7700 Thisted Denmark
Koaonaacr A/C

Oaserseit 4, 3490 Keictrapa, AaHis

Coloplast A/S, Oldenvej 4, 3490 Kvistgaard, Denmark
KoaonaocT Kuram ATa.

No. 202, baouenr Pa. Kcianxoy Aictpikr, Xuxai 519030, Kuran
Coloplest (China) Lid.. No. 202, Baocheng Rd, Xiangzhou
District. Zhugai 519030, China

Koaonaact Kutai ATA.

No. 18, NirBei Ep PA., HauniHr InaacTpiaa Mapk, Xuxdi citi
519040, Kuran

Coloplast China Ltd, No. 18 Pingbei Er Rd.. Nanping Industrial
Park. Zhuhai City 519060, China

KoaonaacT YropuimHa KT

Bapira Crpir 1, 2890 Tarq, YropuumHa

Colopiost Hungary KFT, Barina Street |, 2890 Tata, Hungary
KoaonaacT Yropuwmna KT

Bysasipor y1, 15 2800, TarabaHs, YropLwimHa

Coloplast Hungary KFT, Buzavirag ut, 15 2800 Tatabanya,
Hungary

KoaonaacT YropuimHa K®T

KoaonaacT yrka 2, 4300 Heipbartop. YropuimHa

Coloplest Hungary KFT, Coloplast utca, 4300 Nyirbator,
Hungary

YNOBHOBAXEHMWIA NPEACTABHUK B YKPAiHi:
Authorized representative in Ukraine:

wMpeacTasuuuTeo tKoaonaact A/Cr
Yxpai<a, 04050 Kiiis, sys. lepuena, 17-25, odp. 20,

Rara: 26.12.2023

Date:26.12.2023

Homep: 694
Number 694

Cropinka 1 i3 4

Poge Lot d
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Tea./cbakc:+38044 507 2512, e-mail: vaag@coloplast.com
CAPNOY: 26603799

“Representative Office “Coloplast A/S"

Ukraine, 04050, Kyiv. Herfsena street 17-25, office 20
Tel/fax: +38044 507 2512, e-mail : vaag@coloplast.com
Company code: 26603799

Kaacudpikauis: Kaac | (HecTepuabHi, 6e3 chyHkuii BUMIPIOBAHHSR) (3MIAHO
Classification: nyHKT 9 Aoaarky 2 TexHIMHOTO PErAGMEHTY LLLOAO MEANTHIAX
ppo0is, IATBEPAX¢EHOMO Nocraxoeoo KabiHeTy MinicTpis
YkpaiHu Ne753 BiA Z XOBTHA 2013 poxy)

Class | (non-sterile, without tmeasurement function)
{according item 9 of Appendix 2 of the Technical regulation
on Medical devices approved by Decree of the Cabinet of
Ministers of Ukraine No.753 as of October 2, 2013}

NpoweAypPa OLIHKH sianosiaHocTi: AOAGTOK 8 (30 BHICIOHEHHAM M. 5-6) «NOPAAOK 3AIICHEHHS
Conformity Assessment Route: BHYTPILLHBEOTO KOHTDOAO BUPOBHULTEA MEANYHINX snpobisn
TEeXHIMHOrD PETrAQrAEHTY LLLOAC MEAUHHIUX pmpobis,
sareepaxeHoro NocTaHoBOI0 Kabinety MiHiCTpis YKpGiHM1 Ne753
Bia 2 xcsTHA 2013 p.

Annex 8 (with the exception of p. 5-6) (PROCEDURE for internal
control of the manufactures of Technical regulation on
Medical devices uproved by Decree of Cabinet of Ministers
of Ukraine Ne753 on 2 October 2013

Crtpok All Aekaapauil npo sianosiaHicTs | AMCHO AO 01.06.2026

Validity period of Declaration of valid urtil 01.06.2025

conformity:

MpU3HaYEHUH OPTaH 3 OLIHKK 30QAYHEHHA NPU3HCHEHOrO OPraHy He nepeAbayeHo
sianosiaHoCTI TQ HOTO iaeHTUdikawinHmin | The involvement of conformity assessment authority is not
KOA applicable

Conformity assessment body with its @V:

identification number:

My, Koaonaact A/C, 8 ocobi YNOBHOBOXKEHOMO NPEACTOBHVKG BMPOGHUKA 8 YKPOiHi: «Npe ACTABHULTBO
uKoaonaact A/Cn (koa EAPNOY: 26603799) HQ OCHOBI AOBp@HOCTI Bia 15.06.2023 poky, AGKAGDYEMO
BIANOBIAHICTS NPOAYKLIT, 303HQ4EHOT B Uit ABKAGPALLT NPO BIAMOBIAHICT, BUKOHAHHA OCHOBHWX BUMOT LLLOAO
MEAMIHOTO BupOoDY, IrAHO AOAQTKY 1 TEXHINHOIO PEFAGMEHTY LLIOAD MEAMHHMX supobie, 3QTBEPAXEHOIO
Nocraxosoio Kabinety MiHiCTpIB YkpdiHi Ne7 53 8iA 2 XXOBTHR 2013 p.

TexXHINHO AOKYMEHTALA HO MEAMYH BuMpobu 3riaHO L€ A€</0paUil NPO BIANOBIAHICTS po3pobaeHa 10
BNPOBAAXEHA.

AEKAGPOLLIO NPO BIANOBIAHICT CKAGAGHO MiA WAKOBMTY BIANOT, GABHICTb BUpOBHUKA KomNaHii KoaonAacT
A/C. BiANOBIAQABHICTb 30 AOCTOBIPHICTE HOAQHO! iHchopmaLLi Hece BUPOBHUK.

Hereby we, Coloplast A/S in person of “Representative Office “Coloplast A/S", Authorised representative in
Ukraine, according to Power of Attorney dated 15.06.2023, de-'ares the fulfillment of basic requirements for
medical devices according fo Annex | of Technical regulation on Medical devices, approved by Decree of
Cabinet of Ministers of Ukraine Ne753 on 2 October 2013.

The technical documentation for medical devices to this Declcration of Conformity has been developed
and implemented.

The Declaration of Conformity is written under the sole re:ponsibility of the manufacturer Coloplast A/S. The
manufacturer is responsible for the authenticity of the pro rided information.
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- Micue Buaayi: Kuis, YkpaiHa
Place of issue: Kyiv, Ukraine

Aata nianucy / MianMc ynosHoBaXeHoi ocobu
Date of signing | Signature of Authorized person
Nib ynosHosaxeHoi ocobu | Hazsa nocaam

«MpeactasHMUTBO tKoAONAQCT A/Ch

Full Name of Authorized person | Position

“Representative Office “"Coloplast A/S"
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Aara: 26.12.2023

Date:26.12.2023
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Number:694
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Wound & Skin care

Aoaartok 1 Ao Aexaapauii npo sianosiAHicTs N2 694
Annex 1 to Declaration of conformity No. 694

Nepeaik meauyHux supobis
List of medical devices

Ne Hassa meauyHoro
BUPOBY HO QHrAINCbKIM

MOBI

Name of medical
device on English

Hassa meaunyHoro Bupoby Ha
YKPQiHCBKin mc 8i
Name of medical device on
Ukrainian language

Koa 3a
katarorom = Koa eupoby
Catalogue | Device code

number

language
1. MNacra Coloplast®
Coloplast® Paste (KoaonaacT) 2650/02650 | 0265001072
2 ABCOPBYIOHMIA NOPOLLIOK
Ostomy Powder Brava® Bravo® (5pasal 1907/01907 | 0190751072
* Naciabavad (bpasal 8. | oeceigmsss | olgsssiore

Strip Paste Brava®

Micue snaasi: Kuis, Ykpaina
Place of issue: Kyiv, Ukraine

Aara nianucy / MianMc ynosHosaxeHoi ocobu
Date of signing | Signature of Authorized person
NI ynosHosaxeHoi ocobu | Haisa nocaau

«MpeacrasHuuTeo KoaonaacT A/Cy

Full Name of Authorized person | Position

“Representative Office “Coloplast A/S"

HAara: 26.12.2023

Date:26.12.2023

Homep: 694
Number:694

Pepakuyin:3

Version:y
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Kononnact A/C
XoneTegam, 1
3050 Xymnebaex
Hanis

Coloplast A/S
Holtedam 1
3050 Humlebaek
Denmark

Coloplast

CEPTUDIKAT SAKOCTI
QUALITY CERTIFICATE

Ilum  cepThdikaToM MiATBEPKYEThCA, MO HACTYNHi TNPOJYKTH CTBOPEHi, BHTOTOBJIEHi Ta
KOHTPOIOIOTECA, BianoBiaHo no npuHiumnis Hanexwxoi Bupo6uugoi Ipaktuxku (Good Manufacturing

Practices), o BperynsoBana Jlupextreoto €ppocorosy 93/42EEC Bin 14 Yepsasa 1993 poky, CTOCOBHO
BHpOOiB MEAUYHOTO [IPU3HAYEHH.

Jlns 3abesneueHHs BUCOKOT AkocTi nmpoxykuii, Konommact A/C oTpumas ceptdikanito Bin Jatchkoi
Veranopu 1o ceprudikanii Bupo6is MexugHoro npusHayenns (Danish Medical Devices Certification
DGM) 3a nactynaumu Ctanpaptamu Cucremu SkicHoro Menepkmenty (Quality management System

Standards):

o IS0 9001:2008, DS/EN ISO 9001:2008 ruMor Ctanaaptis Cuctemn SIkicHoro MeHeUKMEHTY.
o ISO 13485:2012 ta DS/EN ISO 13485:2012 CucreMu skocTi BUpoOiB MeTUUHOT O NIPH3YSHHS,
1110 € 060B’A3K0BOK0 BUMOTOK0 A peectpanii EN ISO 9001.

This is to certify that our products have been designed, manufactured, and controlled according to the
principles of Good Manufacturing Practices regulated in the European Council Directive 93/42EEC of
14th June 1993 concerning medical devices.

Coloplast A/S has been approved by Danish Medical Devices Certification (DGM) to the following
Quality Management System Standards:
e IS0 9001:2008, DS/EN ISO 9001:2008 Quality management systems—Requirements
o ISO 13485:2012 and DS/EN ISO 13485:2012 Quality systems — medical devices Particular
requirements for the application of EN ISO 9001

Inpoiic 25030518 / RI Bix 23.01.2026

Otpumygau: TOB «Benta JITA» m. {ninpo, CeassHcbkui y3Bis, 3-A

Hasra
NpoAYKIIil

Bupo6uuk/
BupotHuva
AIIBHHANS

Jexaapanist
npo
BigmoBigHic-
Th

Kine-
KicTh

Jata
BHPOOHH
ITBA

Tepmin
NpUAATH
ocTi go:

10607298

ITacta Brava®
(Bpaga) B
TONOoCIi

Coloplast A/S,
Holtedam 1,
3050 Hum-
lebaek, Den-
mark/
Komommact A/C
XonpTeaam 1,

3050 Xymiebaek,

Hanis
Coloplast Hun-
_gary KFT

Hexaparis
npo
BiZIMTOBITHICTE
Ne 694
(penakuis 3)
Big 26.12.2023

2025-10-
27

2028-10-
26




Buzavirag ut 15,
2800 Tatabanya,
Hungary
Kononnact
Yropmuaa KOT
Bysagipar yT, 15,
2800 Tartabans,
Yropmusa

54368129

ITacta Colo-
plast®
(Konomnnact)

Coloplast A/S,
Holtedam 1,
3050 Hum-
lebaek, Den-
mark/
Kononnact A/C

‘Xonsreaam 1,

3050 Xymnebaek,
Jlanig

Coloplast A/S,
Holtedam 3,
3050 Hum-
lebaek, Den-
mark/
Kononnact A/C
XonwsTegam 3,
3050 Xymnebaek,
Janis

Hexnapanis
npo
BiIMOBITHICTE
Ne 694
(penaxuis 3)
Bin 26.12.2023

2025-10- 2027-10-
28 27

10615426

INacta Brava®
(bpasa), ue
MICTHTB CIIHPTY
60r(g)

Coloplast A/S,
Holtedam 1,
3050 Hum-
lebaek, Den-
mark/
Konomnnacr A/C
XoneTenam 1,
3050 Xymnebaek,
Hanis

Coloplast Hun-
gary KFT
Buzavirag ut 15,
2800 Tatabanya,
Hungary
Komonnact
VYropumaa KOT
By3sasipar yr, 15,
2800 Tarabans,
Yropumna

Hexnapanis
npo
BiITIOBIJIHICTE
Ne CL-8
(penaxuia 2)
Big 26.12.2023

2025-10- 2027-10-
30 29

[MiaTBep/mKy€EMO, IO BCi CTAalii BHIOTORJIEHHS BKA3aHMX BHING BHPOGIB, BMKOHAHI y BiANOBigHOCTI 10
€BPOTEHCHKMX Ta YKPAIHCHKHX BUMOT 10 BUTOTOBJICHHA BUPOOIB MEHHOTO MPU3HAYCHHA, LIO MiATBEPIXYETHCA
Hexnapauiero mpo Bignosignicts Ne 694 (penaxuis 3) Big 26.12.2023, Jlexnapauieio npo Bignosianicts Ne CL-8
(penakuis 2) Bin 26.12.2023,

VnosHosaxenuit npeacrasuuk B Ykpaini: Ipeacrapunurso Konomnact A/C 8 Vipaini, yn. [epuena, =
17-25, od. 20, Kuie 04050, Ten./daxc (044) 507-25-12

We confirm that all stages of the manufacture of the above devices, performed according to the European and
Ukrainian requirements for the manufacture of medical devices, as evidenced by the Declaration of Conformity
Ne 694 (version 3) dated 26.12.2023, Declaration of Conformity Ne CL-8 (version 2) dated 26.12.2023
Authorized representative in Ukraine: Representative office Coloplast A/S in Ukraine, Hertsena street
17-25, of. 20, Kyiv city 04050, tel./fax (044) 507-25-12 :

Ménika
Szaboné
Baranya
(HUMSZB)

Digitally signed by
Ménika Szaboné
Baranya (HUMSZB)
Date: 2026.02.04
08:55:02 +01'00

23.01,2026
Hara Buaayi ceprudikary
Date of issue of the certificate




Oslomy care
Urology & Continence care
Wound & Skin care

% Coloplast

Aekaapauis npo sianosiaHicTs Neb94
Declaration of conformity Ne694

TeXHIYHOMY PErAGMEeHTY LLLOAO MeAUYHMX supobis, 3aTBepaxeHomy MoCTaHOBOK KabineTy MiuicTpis
Yxpainm Ne753 Bia 2 x08THA 2013 p.
Technical regulations on Medical devices,approved by Decree of Cabinet of Ministers of Ukraine Ne753 on

2 October 2013

MeanHi Bupobu:
Medical devices:

MPUCTOCYBAHHA AAR CTOMINHOIO BUKOPUCTAHHS
Ostomy devices

Mepeaik meauiHuxX Bupobis:
List of medical devices:

AvB. AOAQTOK 1 AO Uil Aekaapaulii PO BIANOBIAHICTb
See Annex | to the Declaration of conformity

Koa Ta Hassa eupobis sianosiaHo A0 46207
HaWioHaAbBHOro KAacudpikaropa
Product code and name according fo
the national classification
BupoBHuk: KoaonaacTt A/C
Manufacturer: Xoasteaam 1, 3050 Xymaebaek, AaHis
Coloplast A/S
Holtedam 1, 3050 Humlebaek, Denmark
BupoBHMYI NACLLLOAKM: KoaonaacTt A/C
XoabTreaam 3, 3050 Xymaebaek, AaHis
Manufacturing sites: Coloplost A/S, Holtedam 3, 3050 Humlebaek, Denmark

KoaonaacTt A/C

Aq. Aoyic-XeHceH Aame 15, 3060 Ecnepraepae, AaHis
Coloplast A/S, Aa. Louis-Hansens Alle 15, 3060 Espergaerde,
Denmark

KoaonaacT A/C

IHaacTpisein 7, 7700 Tictea. AaHis

Coloplest A/S, Industrivej 7, 7700 Thisted Denmark
Koaonaacr A/C

Oaserseit 4, 3490 Keictrapa, AaHis

Coloplast A/S, Oldenvej 4, 3490 Kvistgaard, Denmark
KoaonaocT Kuram ATa.

No. 202, baouenr Pa. Kcianxoy Aictpikr, Xuxai 519030, Kuran
Coloplest (China) Lid.. No. 202, Baocheng Rd, Xiangzhou
District. Zhugai 519030, China

Koaonaact Kutai ATA.

No. 18, NirBei Ep PA., HauniHr InaacTpiaa Mapk, Xuxdi citi
519040, Kuran

Coloplast China Ltd, No. 18 Pingbei Er Rd.. Nanping Industrial
Park. Zhuhai City 519060, China

KoaonaacT YropuimHa KT

Bapira Crpir 1, 2890 Tarq, YropuumHa

Colopiost Hungary KFT, Barina Street |, 2890 Tata, Hungary
KoaonaacT Yropuwmna KT

Bysasipor y1, 15 2800, TarabaHs, YropLwimHa

Coloplast Hungary KFT, Buzavirag ut, 15 2800 Tatabanya,
Hungary

KoaonaacT YropuimHa K®T

KoaonaacT yrka 2, 4300 Heipbartop. YropuimHa

Coloplest Hungary KFT, Coloplast utca, 4300 Nyirbator,
Hungary

YNOBHOBAXEHMWIA NPEACTABHUK B YKPAiHi:
Authorized representative in Ukraine:

wMpeacTasuuuTeo tKoaonaact A/Cr
Yxpai<a, 04050 Kiiis, sys. lepuena, 17-25, odp. 20,

Rara: 26.12.2023

Date:26.12.2023

Homep: 694
Number 694
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Poge Lot d

Pepakuyin:3

Version: 3
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Tea./cbakc:+38044 507 2512, e-mail: vaag@coloplast.com
CAPNOY: 26603799

“Representative Office “Coloplast A/S"

Ukraine, 04050, Kyiv. Herfsena street 17-25, office 20
Tel/fax: +38044 507 2512, e-mail : vaag@coloplast.com
Company code: 26603799

Kaacudpikauis: Kaac | (HecTepuabHi, 6e3 chyHkuii BUMIPIOBAHHSR) (3MIAHO
Classification: nyHKT 9 Aoaarky 2 TexHIMHOTO PErAGMEHTY LLLOAO MEANTHIAX
ppo0is, IATBEPAX¢EHOMO Nocraxoeoo KabiHeTy MinicTpis
YkpaiHu Ne753 BiA Z XOBTHA 2013 poxy)

Class | (non-sterile, without tmeasurement function)
{according item 9 of Appendix 2 of the Technical regulation
on Medical devices approved by Decree of the Cabinet of
Ministers of Ukraine No.753 as of October 2, 2013}

NpoweAypPa OLIHKH sianosiaHocTi: AOAGTOK 8 (30 BHICIOHEHHAM M. 5-6) «NOPAAOK 3AIICHEHHS
Conformity Assessment Route: BHYTPILLHBEOTO KOHTDOAO BUPOBHULTEA MEANYHINX snpobisn
TEeXHIMHOrD PETrAQrAEHTY LLLOAC MEAUHHIUX pmpobis,
sareepaxeHoro NocTaHoBOI0 Kabinety MiHiCTpis YKpGiHM1 Ne753
Bia 2 xcsTHA 2013 p.

Annex 8 (with the exception of p. 5-6) (PROCEDURE for internal
control of the manufactures of Technical regulation on
Medical devices uproved by Decree of Cabinet of Ministers
of Ukraine Ne753 on 2 October 2013

Crtpok All Aekaapauil npo sianosiaHicTs | AMCHO AO 01.06.2026

Validity period of Declaration of valid urtil 01.06.2025

conformity:

MpU3HaYEHUH OPTaH 3 OLIHKK 30QAYHEHHA NPU3HCHEHOrO OPraHy He nepeAbayeHo
sianosiaHoCTI TQ HOTO iaeHTUdikawinHmin | The involvement of conformity assessment authority is not
KOA applicable

Conformity assessment body with its @V:

identification number:

My, Koaonaact A/C, 8 ocobi YNOBHOBOXKEHOMO NPEACTOBHVKG BMPOGHUKA 8 YKPOiHi: «Npe ACTABHULTBO
uKoaonaact A/Cn (koa EAPNOY: 26603799) HQ OCHOBI AOBp@HOCTI Bia 15.06.2023 poky, AGKAGDYEMO
BIANOBIAHICTS NPOAYKLIT, 303HQ4EHOT B Uit ABKAGPALLT NPO BIAMOBIAHICT, BUKOHAHHA OCHOBHWX BUMOT LLLOAO
MEAMIHOTO BupOoDY, IrAHO AOAQTKY 1 TEXHINHOIO PEFAGMEHTY LLIOAD MEAMHHMX supobie, 3QTBEPAXEHOIO
Nocraxosoio Kabinety MiHiCTpIB YkpdiHi Ne7 53 8iA 2 XXOBTHR 2013 p.

TexXHINHO AOKYMEHTALA HO MEAMYH BuMpobu 3riaHO L€ A€</0paUil NPO BIANOBIAHICTS po3pobaeHa 10
BNPOBAAXEHA.

AEKAGPOLLIO NPO BIANOBIAHICT CKAGAGHO MiA WAKOBMTY BIANOT, GABHICTb BUpOBHUKA KomNaHii KoaonAacT
A/C. BiANOBIAQABHICTb 30 AOCTOBIPHICTE HOAQHO! iHchopmaLLi Hece BUPOBHUK.

Hereby we, Coloplast A/S in person of “Representative Office “Coloplast A/S", Authorised representative in
Ukraine, according to Power of Attorney dated 15.06.2023, de-'ares the fulfillment of basic requirements for
medical devices according fo Annex | of Technical regulation on Medical devices, approved by Decree of
Cabinet of Ministers of Ukraine Ne753 on 2 October 2013.

The technical documentation for medical devices to this Declcration of Conformity has been developed
and implemented.

The Declaration of Conformity is written under the sole re:ponsibility of the manufacturer Coloplast A/S. The
manufacturer is responsible for the authenticity of the pro rided information.
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- Micue Buaayi: Kuis, YkpaiHa
Place of issue: Kyiv, Ukraine

Aata nianucy / MianMc ynosHoBaXeHoi ocobu
Date of signing | Signature of Authorized person
Nib ynosHosaxeHoi ocobu | Hazsa nocaam

«MpeactasHMUTBO tKoAONAQCT A/Ch

Full Name of Authorized person | Position

“Representative Office “"Coloplast A/S"
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Wound & Skin care

Aoaartok 1 Ao Aexaapauii npo sianosiAHicTs N2 694
Annex 1 to Declaration of conformity No. 694

Nepeaik meauyHux supobis
List of medical devices

Ne Hassa meauyHoro
BUPOBY HO QHrAINCbKIM

MOBI

Name of medical
device on English

Hassa meaunyHoro Bupoby Ha
YKPQiHCBKin mc 8i
Name of medical device on
Ukrainian language

Koa 3a
katarorom = Koa eupoby
Catalogue | Device code

number

language
1. MNacra Coloplast®
Coloplast® Paste (KoaonaacT) 2650/02650 | 0265001072
2 ABCOPBYIOHMIA NOPOLLIOK
Ostomy Powder Brava® Bravo® (5pasal 1907/01907 | 0190751072
* Naciabavad (bpasal 8. | oeceigmsss | olgsssiore

Strip Paste Brava®

Micue snaasi: Kuis, Ykpaina
Place of issue: Kyiv, Ukraine

Aara nianucy / MianMc ynosHosaxeHoi ocobu
Date of signing | Signature of Authorized person
NI ynosHosaxeHoi ocobu | Haisa nocaau

«MpeacrasHuuTeo KoaonaacT A/Cy

Full Name of Authorized person | Position

“Representative Office “Coloplast A/S"
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Kononnact A/C
XoneTegam, 1
3050 Xymnebaex
Hanis

Coloplast A/S
Holtedam 1
3050 Humlebaek
Denmark

Coloplast

CEPTUDIKAT SAKOCTI
QUALITY CERTIFICATE

Ilum  cepThdikaToM MiATBEPKYEThCA, MO HACTYNHi TNPOJYKTH CTBOPEHi, BHTOTOBJIEHi Ta
KOHTPOIOIOTECA, BianoBiaHo no npuHiumnis Hanexwxoi Bupo6uugoi Ipaktuxku (Good Manufacturing

Practices), o BperynsoBana Jlupextreoto €ppocorosy 93/42EEC Bin 14 Yepsasa 1993 poky, CTOCOBHO
BHpOOiB MEAUYHOTO [IPU3HAYEHH.

Jlns 3abesneueHHs BUCOKOT AkocTi nmpoxykuii, Konommact A/C oTpumas ceptdikanito Bin Jatchkoi
Veranopu 1o ceprudikanii Bupo6is MexugHoro npusHayenns (Danish Medical Devices Certification
DGM) 3a nactynaumu Ctanpaptamu Cucremu SkicHoro Menepkmenty (Quality management System

Standards):

o IS0 9001:2008, DS/EN ISO 9001:2008 ruMor Ctanaaptis Cuctemn SIkicHoro MeHeUKMEHTY.
o ISO 13485:2012 ta DS/EN ISO 13485:2012 CucreMu skocTi BUpoOiB MeTUUHOT O NIPH3YSHHS,
1110 € 060B’A3K0BOK0 BUMOTOK0 A peectpanii EN ISO 9001.

This is to certify that our products have been designed, manufactured, and controlled according to the
principles of Good Manufacturing Practices regulated in the European Council Directive 93/42EEC of
14th June 1993 concerning medical devices.

Coloplast A/S has been approved by Danish Medical Devices Certification (DGM) to the following
Quality Management System Standards:
e IS0 9001:2008, DS/EN ISO 9001:2008 Quality management systems—Requirements
o ISO 13485:2012 and DS/EN ISO 13485:2012 Quality systems — medical devices Particular
requirements for the application of EN ISO 9001

Inpoiic 25030518 / RI Bix 23.01.2026

Otpumygau: TOB «Benta JITA» m. {ninpo, CeassHcbkui y3Bis, 3-A

Hasra
NpoAYKIIil

Bupo6uuk/
BupotHuva
AIIBHHANS

Jexaapanist
npo
BigmoBigHic-
Th

Kine-
KicTh

Jata
BHPOOHH
ITBA

Tepmin
NpUAATH
ocTi go:

10607298

ITacta Brava®
(Bpaga) B
TONOoCIi

Coloplast A/S,
Holtedam 1,
3050 Hum-
lebaek, Den-
mark/
Komommact A/C
XonpTeaam 1,

3050 Xymiebaek,

Hanis
Coloplast Hun-
_gary KFT

Hexaparis
npo
BiZIMTOBITHICTE
Ne 694
(penakuis 3)
Big 26.12.2023

2025-10-
27

2028-10-
26




Buzavirag ut 15,
2800 Tatabanya,
Hungary
Kononnact
Yropmuaa KOT
Bysagipar yT, 15,
2800 Tartabans,
Yropmusa

54368129

ITacta Colo-
plast®
(Konomnnact)

Coloplast A/S,
Holtedam 1,
3050 Hum-
lebaek, Den-
mark/
Kononnact A/C

‘Xonsreaam 1,

3050 Xymnebaek,
Jlanig

Coloplast A/S,
Holtedam 3,
3050 Hum-
lebaek, Den-
mark/
Kononnact A/C
XonwsTegam 3,
3050 Xymnebaek,
Janis

Hexnapanis
npo
BiIMOBITHICTE
Ne 694
(penaxuis 3)
Bin 26.12.2023

2025-10- 2027-10-
28 27

10615426

INacta Brava®
(bpasa), ue
MICTHTB CIIHPTY
60r(g)

Coloplast A/S,
Holtedam 1,
3050 Hum-
lebaek, Den-
mark/
Konomnnacr A/C
XoneTenam 1,
3050 Xymnebaek,
Hanis

Coloplast Hun-
gary KFT
Buzavirag ut 15,
2800 Tatabanya,
Hungary
Komonnact
VYropumaa KOT
By3sasipar yr, 15,
2800 Tarabans,
Yropumna

Hexnapanis
npo
BiITIOBIJIHICTE
Ne CL-8
(penaxuia 2)
Big 26.12.2023

2025-10- 2027-10-
30 29

[MiaTBep/mKy€EMO, IO BCi CTAalii BHIOTORJIEHHS BKA3aHMX BHING BHPOGIB, BMKOHAHI y BiANOBigHOCTI 10
€BPOTEHCHKMX Ta YKPAIHCHKHX BUMOT 10 BUTOTOBJICHHA BUPOOIB MEHHOTO MPU3HAYCHHA, LIO MiATBEPIXYETHCA
Hexnapauiero mpo Bignosignicts Ne 694 (penaxuis 3) Big 26.12.2023, Jlexnapauieio npo Bignosianicts Ne CL-8
(penakuis 2) Bin 26.12.2023,

VnosHosaxenuit npeacrasuuk B Ykpaini: Ipeacrapunurso Konomnact A/C 8 Vipaini, yn. [epuena, =
17-25, od. 20, Kuie 04050, Ten./daxc (044) 507-25-12

We confirm that all stages of the manufacture of the above devices, performed according to the European and
Ukrainian requirements for the manufacture of medical devices, as evidenced by the Declaration of Conformity
Ne 694 (version 3) dated 26.12.2023, Declaration of Conformity Ne CL-8 (version 2) dated 26.12.2023
Authorized representative in Ukraine: Representative office Coloplast A/S in Ukraine, Hertsena street
17-25, of. 20, Kyiv city 04050, tel./fax (044) 507-25-12 :

Ménika
Szaboné
Baranya
(HUMSZB)

Digitally signed by
Ménika Szaboné
Baranya (HUMSZB)
Date: 2026.02.04
08:55:02 +01'00

23.01,2026
Hara Buaayi ceprudikary
Date of issue of the certificate




Coloplast A/S

Kononnaer A/C ioplas
X , 1 H 1
S;é?;g;lxeﬁaex 3(?50 Humlebaek % COIOPIGSt
Hanig Denmark
CEPTH®IKAT AKOCTI
QUALITY CERTIFICATE

IHum cepradikatom NiATBEpIKYETHCA, 1O HACTYHHI NPORYKTH CTBODEHi, BUrOTORNEHI Ta
KOHTPOIIOIOTHCH, BianosiaHo fo nmpuamnis Hanexuol BrpoGuusol Mpaktuxu (Good Manufacturing
Practices), mo gperynsopana J{upexTuBoic €spocoiosy 93/42EEC rig 14 Yepsua 1993 poky, CTOCOBHO
BAPOGiB MEMMHOrO NPHIHATEHHY,

Jns 3aGeanenensHd Bucoko! skocti mpoxyknii, Konomact A/C orpamMap ceprudixarito 8ia JlaTcekol
Verarosu no ceprrdikanii supobis meammoro npusaaternz (Danish Medical Devices Certification
DGM) 3a nactynaumy Crasgapramy Crctema Sxicaoro Meremrmenty (Quality management System
Standards): ) _

e 180 9001;2008, DS/EN ISO 9001:2008 zumor Craapaprie Cucremu Sxicroro Meuemxmenry.
o [SO 13485:2012 Ta DS/EN ISO 13485:2012 Curcreme skocTi BupoCis MegmiHoro NpH3YEHEA,
1o € a60B’A3KOBCK BAMOTOIO N peectpalii EN ISO 9001,

This is to certify that our products have been designed, manufactured, and controlied according to the
principles of Good Manufacturing Practices regulated in the European Council Directive 93/42EEC of

14th Junie 1993 concerning medical devices.
Coloplast A/S has been approved by Danish Medical Devices Certification (DGM) to the following

Quality Management System Standards:

+ IS0 9001:2008, DS/EN IS0 9001:2008 Quality management systems—Requirements
» ISO 13485:2012 and DS/EN ISO 13485:2012 Quality systems — medical devices Particular
requirements for the application of EN ISO 9601

Ininoitc Nk 25034458 / RI nig 05.02.2026
| Orpumynas: TOB «BaJIM» M. Juinpo, sya. Ilamixaxi, 2
Cepls Koa Hasea npogyxuil Brpoluax/ Jexmapamis | Kine- | Tepminn
{ mpogyeuil Bupofunvs gimrams npo KicTh { pHARTHOCTI
; s | sianosinamicTs .0H
10675460 | 2655/02655 | Ilacta Brava® Coloplast A/S, Hexnapanig | 640 2028-12-03
: {Bpaea) B monocni | Holtedam 1, 3050 npo
Humlebaek, Denmark/ | sigrosingicts
Kononnacr A/C Ne 694
XomTeaam 1, in 3)
3050 Xyunchaex, 8ix 26.12,2023
Haniz '
Coloplast Hungary
KFT
Buzavirag ut 15, 2800 :
Tatabanys, Hungary e I
Kanonnact Yropugssa % LS
K®T T TR,
| Bysasipsr yt, 15, 2800 - » e %)
TW&HI,WOPHIHH& / Sﬂpmy MEHTIB )(f.




54368132 | 2650/02650 “Coloplast A5, 2027-10-29
Holtedam 1, 3050
Humiebaek, Denmark/
Kononneer A/C
Xomsremam 1, s
3050 XymneGack, Aexnapanis
Coloplast A/S, "mﬁ‘gfm
- Holtedam 3, 3050 ® ix 3)
Humlebaek, Denmark/ | . mozs
Konmonmacr A/C : BReh &L
Xonsrenam 3,
3050 XymneGaex,
| Maniz

IligTeepaxyemo, mo Bei crajil BRIOTORNGHNS BKasaBuX BHINE BupoGip, suKoHani y BianosigHocTi No
€8poTIeHCHKIX Ta YKPalHCLKKX BHMOT 10 BHFOTOB/EHHS BAPOGIE MEIHIHOTO MPUSHANCHHA, IO HiXT-
BepAKycThca Jexnapauielo npo sianonigaicts Ne 694 (penaxuis 3)six 26.12.2023

YnosRoBaXkeHMH npeacTaBHMK B Yxpaiki: [Tpexcrapariteo Kononnacr A/C B Yipaini, Byn. Mepue-
a8, 17-25, od. 20, Keie 04050, ren./gaxc (044) 507-25-12

We confirm that all stages of the manufucture of the above devices, performed according to the European
and Ukrainian requirements for the manufacture of medical devices, as evidenced by the
Declaration of Conformity Ne 694 (version 3) dated 26.12.2023

Authorized representative in Ukraine: Representative office Coloplast A/S in Ukraine, Hertsena street
17-25, of. 20, Kyiv city 04050, tel./fax (044) 507-25-12

Hava Banavi coprudikary ' ]
Date of issuc of the cortificate oy i
' ~~BUALITY i

e HUMiZE) S
s \

( 004

Y
*~4PPROVED..~~

; e
. \MEHTIB
JOKYMEH




==X

wp Coloplast
Kornoracr A/C Coloplast A/S
Xonsremam, 1 Holtedam 1
3050 XymneGaek 3050 Humlebaek

Jawis Denmark

CEPTH®IKAT SIKOCTI
QUALITY CERTIFICATE

v cepmdlilca'rou MATBEP/AKYETECA, MO HACTYIHI IPOXYKTH CTBOPEHI, BHTOTORNEHI Ta
KOHTPOMIOIOTRCH, BIImOBiZHO Ao mpuenynie Hanexnol Bnpoﬁnmm [MpaxTmar (Good Manufacturing
Practices), Mo Bperyisorana J{upexTasoo €apocorosy 93/42EEC Bix, 14 ‘Iepmm 1993 poky, cTOCORHO
BHPOGIB MEAMYHOTC NPE3HAYEHHS,

Jlms 3a6esniedcrnd Bucokoi Axocti mpoayxmi, Kenonmacr A/C orpmmap cepradixaniro Bix Harcbkol
Vetanosu no cepradixanii supobie memmmHoro mpHsHauenHs (Danish Medical Devices Certification
DGM) 34 nactynumvu Crasgapramu Creremu Sxicroro Menememy (Quality management System
Standards):

e ISO 9001:2008, DS/EN ISO 9001:2008 szmor Cranmapris Crcremu SkicHoro MenemEMenTy,
e IS0 13485:2012 ta DS/EN ISO 13485:2012 CacreMu skocTi BEpo6is Memm{om HpA3YeHH,
mo € 060B’A3K0BOI0 BUMOTO0 AN peectpanii EN ISO 9001,

This is to certify that our products have been designed, manufactured, and controlled according to the
principles of Good Manufacturing Practices regulated in the European. Council Directive 93/42EEC of
14th June 1993 concerning medical devices.

Coloplast A/S has been approved by Danish Medical Dewces Certification {DGM) to the following

Quality Management System Standards:

s IS0 9001:2008, DS/EN ISO 9001:2008 Quality management systems—Requirements
. 150 13485:2012 and DS/EN ISO 13485:2012 Quality systems~ medical devices Particular
requirements for the application of EN ISO 9001

Tmmoiic Ne 25051828 / RI nig 14.04.2026

OrpumyBau: TOB «BaJIM» m. {uinpo, By, ]Iz;lﬁxaxi, 2

Kop Hassa npogyruil Bapogaax/ Hewnapamia | Kins- | Tepmin n‘
npogyruil BapoSuata gixeHousa npo kicTh | pHAATHOCTS

Cepin

EBiImoBimHicTE o
10727988 | 2655/02655 | ITacta Brava® Coloplast A/S, Hexnapauia | 64 2029-01-13
(Bpave) B monocni | Holtedam 1, 3050 po
- Humlebaek, Denmark/ | eigmosizgicis
, | Konomnaor A/C e 694
Xomerepam 1, (pemarmia 3)

o 3050 Xymneoaek, Rim 26.12.2023
Janis

Coloplast Hungary
KFT

Buzavirag ut 15, 2800
Tatabanya, Hungary
Kononmact Yropmpsa
KoT

Byszagipar yT, 15, 2800
TaraGaus, Vropopma




60668103

2650/02650.

Iacta Coloplast®
(Kononnact)

Coloplast A/S,
Holtedam 1, 3050
Humlebaek, Denmark/
Kononnact A/C
XomeTemam 1,

3050 Xymmnebaek,

JHagis

Coloplast ASS,
Holtedam 3, 3050
Humlebaek, Denmark/

| Komommact A/C

XomsTenam 3,
3050 Xymnebacek,
Hanis

Hexnapanis
BIAMOBIMHICTE
e 694
(pepaxuis 3)
Bix 26.12.2023

2028-02-05

60668104

2650/02650

Coloplast A/S,
Holtedam 1, 3050
Humlebaek, Denmark/
Kononmact A/C
Xonsrenam 1,

3050 Xyuneback,

Hagia

Coloplast A/S,
Holtedam 3, 3050
Humlebacek, Denmark/
Kononaact A/C
XoneTegaMm 3,

3050 Xymnebaek,
Jania

Hexnapania
po
BiAMOEiAHiCTE
Ne 694

(penaxnia 3) |,
Bin 26.12.2023

2028-02-08

Ilacra Brava®
(BpaBa), He MicTHTE
cuoupty 60 r (g)

Coloplast A/S,
Holtedam 1, 3050
Humlebaek, Denmark/
Kononnact A/C
Xomrrenam 1,

3050 XymnecOaex,
Hanis

Coloplast Hungary
KFT

Buzavirag ut 15, 2800
Tatabanya, Hungary
Konormm Vropmmaa
K&T

Byzagipar yt, 15, 2800
Tarabana, Yropmesa

Hexnapania
npo
BigmoBiAHicTE
Ne Ci-8

(pemexuiz 2)
Bix 26.12.2023

2028-03-23

10777646

ITacta:Brava®
(Bpara), He MicTHTE

crpty 60 r (2)

Coloplast A/S,
Holtedam 1, 3050
Humlebaek, Denmark/
Konoracr A/C
Xonerenam 1,

3050 Xymnebaek,

Buzavirag ut 18, 2R
Tatabanya, Hu \;, Dy

2028-0323




-3

IliaTBEepmKyeMo, N0 BCi CTAAil BATOTORNEHHS BKA2aHAX BAINE BUPOOIB, BUKOHAHI ¥ BiXTORIAHOCTI 10
€BpolelicbkHX Ta YKpalHCHKAX BEMOT JO BATOTORICHHA BHPOGIBR Mef[MIHOTO NPH3HATCHHESA, IO MifET-
Bepmyerhes Jewnapauicio mpo signopianicTs Ne CL-8 (peaaxuis 2) gig 26.12,2023, Jlexnapanicio npo
BignoBizHicTE Ne 694 (pemaxnia 3) rix 26.12.2023

Vrossopaxernii npeacTaBEAK B Ykpaini: IpencrasmmnTeo Komomact A/C B Yrpaini, yir. Tepre-
Ha, 17-25, od. 20, Kuis 04050, Ten./dake (044) 507-25-12

We confirm that all stages of the manufacture ofthe above devices, performed according to the European
and Ulerainian requirements for the manufacture of medical devices, as evidenced by the

Declaration of Conformity Ne CL-8 (version 2) dated 26.12.2023, Declaration of Conformity Ne 694
(version 3) dated 26.12.2023

Authorized representative in Ukraine: Representative office Coloplast A/S in Ulcrame, Hertsena street
17-25, of. 20, Kyiv city 04050, tel./fax (044) 507-25-12 2

14.04.2026

Hara Buagwi cepradixaty
Date of issue of the certificate

. - . Digltally sl d b
Nikoleta ll Ies\Nigoletz {lés (HUNIMAR)”
(HUNIMAR) matorts

Qs

/ TOKYM EHTIB Y

K"\
diRa ~~._._.-;fy




Coloplast A/S
Konstenan, 1 Holtedam 1
3050 XynvieGaex 3050 Humleback
Famin Denmark

CEPTH®IKAT AKOCTI
QUALITY CERTIFICATE

Lmu cepradixaToM HiTREPIKYETECH, IHO HacTymmi TpPOXYKTH CTBOpemi, BUTOTORIEHI Te
KOHTpOMOIOTECH, BiXoBio o npunmmis Harexsol BupoGamsot Tipaxtukn (Good Manufacturing
Practices), mo Epery/borasa JEPSKTUBOK €spocorozy 93/42EEC sin 14 Jepers 1993 poky, CTOCOBHO
BEpODIB MEARYHOrO HPASHATCHEA.

Jins 3abpsmevennd BrcoKoL AKOCTI npoxykLii, Koromnacr A/C otpemas cepradixanio sig Karcerol
VerarosH To ceprripixanil Brpobin MeTHIHOTO NPASHATSHES (Danish Medical Devices Certification
DGM) 3a HacTyremvy Crargapramu Cacrenn fxicoré MeReprMeETY {Quality management System .

%

e SO 9001:2008, DS/EN ISO 9001:2008 samor Cranxapris Cacremn Skicroro Mene/(KMEHTY.
e T1SO 13485:2012 Ta DS/EN ISO 13485:2012 Cuctenmn dkocTi BApo6is MEARTHOTO IPASIEHES,
10 € 060B’F3ROBOIO BAMOTOI A peccrpanii EN ISO 9001.

This is to certify that our products have been designed, manufactured, and controlled according fo the
principles of Good Manufacturing Practices regulated in the European Council Directive 93/42EEC of
14th June 1993 concerning medical devices.

Coloplast A/S has been approved by Danish Medical Devices Certification (DGM) to the following
Quality Management System Standards:

« SO 9001:2008, DS/EN ISO 9001:2008 Quality management systems—Requirements

» ISO 13485:2012 and DS/EN ISO 13485:2012 Quality systems — medical devices Particular
requirements for the application of ENJSO 9001

Trmolic Mo 35060721 / R1 mia 19,05.2026

T Orpumyeaa: TOB «BaJIM5» M. ninpo, syx, Hanixazi, 2

" Cepin Kox Hosea npopyenit |  Bupofume /| Jreknapanis / F Tepmim o
pomyKuil BupobaaTa AiTLEuON | npo ~ prgaTHOCTI
. M | Bixpoziasicts me: .
10789584 || 2655/62655 | Ilacta Brava® ° " { Coloplast A/S, o l JNexnapaniz 2029.02-24 |
I (Spaes) Bmonocwi | Holtedam 1, 3050 A npo '
: ) Humlebaek, Denmark/! 1mi}trlmn'.f:i;lﬁa'rr:
Konomnact AfC e 694
XomsTeman 1, 1 (venaxuisz4)
3050 XybneGack, 5in 01.04.2026

Coloplast Hungary _+— =~
| cHO m\N
(g ~3

1A o,
(f MEHTIB\Y




60863120

2650/02650

ITacta Coloplast®

{ (Konommact)

Holtedan 1, 3050
Humlebaek, Denmark/
Konomacr A/C
KomTomhm 1.!

3050 Xymnefaer,

Hamin .

Coloplast A/S,
Holtedam 3, 3050
Humlebaek, Denmark/
Konomnact A/C
XonrTeaam 3,

3050 XymneGaex,
Hamis

Hexnaparis
mpo
BimosiARicTs
Ne 694
(peaamatin 4)
pig 01.04.2026

2028-02-24

60868119

2650/02650

Coloplast A/S,
Holtedam 1, 3050
Humlebaek, Denmark/
Koncnnacr A/C
XoanremaM 1,

3050 XymuneOaer,
Jauix

Coloplast A/S,
Holtedsm 3, 3050
Humlebaek, Denmark/
Kononnacr A/C
XonsTemaM 3,

3030 Xymunolaek,
Hagiz

Hexmapanis
opo
BipnosigaicTs

M 6%
{penesxix 4)
Bin 01.04.2026

2650/02650

Coloplast A/S,
 Holtedam 1, 3050

Humlebaek, Denmark/
Konomnaer A/C
Xomeremam 1,

3050 Xyuneback,
Janis

Coloplast ASS,
Holtedam 3, 3050
Humlebaek, Denmark/
Konommacr A/C
Xomrepam 3,

3050 Xymnebuex,
Aagin  °

Bexmapaitia
_ mpo
rinnoxixHicTe
Ne 694
‘(pepannix 4)
win 01.04.2026

20380511 |

: Ilecra Brava®
(Bpapa), He MiCTRTE
 cnapry 60 r (g)

Coloplast A/S;
Holtedam 1, 3050
Huomlebaek, Denmark/
Konomnact A/C
Xonerepau 1,

3050 XymneHaex,

Rauia

Coloplast Hungary
KFT

Buzavirag ot 15, 2800
Tatabanya, Hungary
KononracT YropomEaa
Ka&T

Byzgeipar yr, 15, 2800
Tarabang, Vropmura |

s

Hexnapais
- mpo
sinmorigmicTs
Ne CL-8
(penaxniz 4)
mix 01.04.2026 ,

2028-04-13

10908251

T Colopiast A7S,

Holtedam 1, 3050
Humlebaek, Denmark/
Konomnact A/C
XoneTegam 15




3050 Kymcback, (pexakain 4)

Jeisa Big 01.04,2026
Coloplust Hungary

K¥T -

Brzavirag ut 15,2800 |
| Tatabanya, Hungary

; KomomwtacT Yropmmaa
KoT

Byzusipar yT, 15, 2800
Tarabans, YropuHes

1hiTRepAKyEMO, mo Boi cTagil BUrOTORIEHHN BKASRNAX BHLNEC BEpOGiB, BEKOHAH Y BignosiAHOCTI o
eBpONEHCEKIX TA YKpaTHCEKEX BUMOT /[0 ERTOTORICHER BEPODIR MeIIIHOr0 NPHINATEHHH, IR0 miar-
BeprEyeThen JMeknapanieio npo sinos|aricts Ne CL-8 (penarsis 4) six 01.04.2026, JHexmapanieio npo
BigmosigmicTs Ne 694 (pegexuix 4) Bix 01.04.2026

ViosroBaxenuit Tpecrapnnk B Vipaini: Ipencrapnrnrso Koonnacr A/C 3 Vipafui, By Tepne-
ma, 17-25, o 20, Kuis 04050, Tem/dakc (044) 507-25-12

'We confirm that all stages of the manufacture of the above devices, performed according to the European
and Ukratnian requitements for the manufacture of medical devices, as evidenced by the

Declaration of Conformity Ne CL-8 (version 4) dated 01.04.2026, Declaration of Conformity Ne 694
(version 4) dated 01.04.2026

Authorized representative in Ukraine: Represeiitative office Coloplast A/S in Ukraine, Flertsena street
17-25, of. 20, Kyiv city 04050, tel./fax (044) 507-25-12

.. 19.03,2026
Hata sapaai ceprudirary
Date of Issue of the certificate

Digitally signed by

Nikoleta [lIés Nikoleta iés
*(HUNIMAR)

(HUNIMAR) Date: 2026.0528

10:34:52 +02'00'




% Coloplast

Komomnacr A/C Coloplast A/S
XonsTenam, ] Holtedam }

3050 Xymnebacx 3050 Humleback
Jlamia . Denmark

CEPTH®IKAT SIKOCTI
QUALITY CERTIFICATE

L ccpmdnxa-rou TUXTROPAKYETECA, TIO HACTYNHi NPOXYKTH CTBOpCHi, BHTOTORNCHI T2
KOHTPOIIIOIOTECA, BiNOBIARO Ko npwamnis Hanexmol B}tpoﬁmoi IpaxTexe (Good Manufacturing
Practices), 5o Bperynsobata I{npemsom Crpocorosy 93/42EEC six 14 Yepens 1993 poky, ¢10COBEO
pupobGin MemrmHOrO HPHIHANEHHAN

Jns 3abesnevemiz BUCOXOT sKoCTi npozwxm’I Kononnmact A/C orpumar ceprudixaniro pia Jdarcexol
Yerarops o cepradixauii supobis MemuHoro nprsHaverss (Danish Medical Devices Certification
DGM) 3a macrynmnay Cranaapramu Cucremy Axicsoro Menemkmenty (Quality management System
Standards): *

» IS0 9001:2008, DS/EN ISO $001:2008 sumor Cranzaprie Cacremn JxicHoro Menepxmenty.
¢ ISO 13485:2012 ta DS/EN ISO 13485:2012 Crcremn axocti BApobiB MEAHIHOTO IPAZYEHEA,
1o € 000B " A3KOHOM0 BHMOTOI0 JUIA peecrpauii EN ISOQ 9001.

This is to certify that our products have been desngned, manufactured, and controlled according to the
principles of Good Manufacturing Practices regulated in the European Council Directive 93/42EEC of

14th June 1993 concerning medical devices.
Coloplast A/S has been approved by Danish Medical Devices Certification (DGM)} to the following

Quality Management System Standards:

s IS0 9001:2008, DS/EN ISO 9001:2008 Quality management systems—Requirements
o ISO 13485:2012 and DS/EN ISO 13485:2012 Quality systems — medical devices Particular
requirements for the application of EN ISO 9001

lumoitc Ne 23079399 / RI Bix 30.07.2026

Orpumysan: TOB «BaJIM» m. uinpo, sya. Ilaniuﬁxi, 2

Kon Hazea npoxysnfi | Bupofnnx/ Aeexapanis
mponyxulf Bapofiumma piasHuHR upo
eianosixnicTs

2655/02655 | Iacte Brava® Coloplast A/S, Hexnapatia
(Gpaea) 8 nonoci | Holtedam 1, 3050 npo
Humlebaek, Denmark/ | piawosinaicTs
Konomnactr A/C Ne 694
Xomreazm 1, {penakmiz 4)
3050 Xymnebaex, Big 01.04.2026

Janig

Coloplast Hungary
KFT

Buzavirag ut 15, 2800
Tatabanys, Hungary
Kononnact Vropomima




61268136

2650/02650

Coloplast A5,
Haltedam 1, 3050
Humiebnek, Denmark/
Kononaact A/C
Xomeremam 1,

3030 XymmneGaek,

Hauia

Coloplast A/S,
Holtedar 3, 3050
Humichaek, Denmark/
Koaonnacr A/C
Xomrenau 3,

3050 Xyunebaexk,

Heniz

Jexnapanis
npo
BiAtoRiAHicTE
Ne 694
{penaxnis 4)
Big 01.04.2026

61668149

2650/02650

ITacra Coloplast®
{KoaomwacT}

Coloplast A/S,
Holtedam 1, 3050
Humlebsek, Denmark/
Kononnact A/C
Xomstenau 1, .

3050 Xymncaex, -
Haxix

Coloplast A/S,
Holtedam 3, 3050
Humlebaek, Denmark/
Koaomnacr A/C
Xamvrensw 3,

3050 Xyunebaex,
Hanix

Hexnapania
npo
Ne 694
{peraxmis 4)
pig 01.04.2026

2028-04-22

61268135

2650/02650

Coloplast A'S,
Holtedam 1, 3050
Humlebaek, Denmark/
Konommacr A/C
Xonrremam 1,

3050 XywreGaex,
Nanin

Coloplast A/S,
Holtedam 3, 3050
Humileback, Denmark/
Komomnact A/C
Xomrenan 3,

3050 Xymneback,
Hanis

Hexnapania
PO
BIAXOORLAHICTE
M 694
{penaxuix 4)
nin 01.04.2026

14950031

flacra Brava®
{Bpasa}, Ae MicTHTE
crupry 60 r(g)

Coloplast A/S,
Holtedam 1, 3050
Humlebaek, Depmark/
Konomracr A/C
Xomerenem 1,

3050 XymneBack,
Janis

Coloplast Hoogary
KFT

Buzavirag ut 15, 2800
Tatabanyz, Hungary
Kenonnacr Yropuang
KT

Bysasipar yT, 15, 2800
Tarabezux, Yropmuns

2028-05-28

IligreepaayeMo, MO BCi ¢TAAIT BUTOTOBICHAR BKa3aHAX BHIIE BHpoGin, Bukonabh Y/ einm

€BPONEHCHKEX TA YKPAIHCHKHX BHMOT [0 BHFOTOBIEHHA nnpoﬁla MEIUIHOTO npmu R0 I,




BEPIKYETRCH JHexnapanieio npo Bmuommncrs MNe CL-8 (penaxmﬂ 4) piz 01.04, 2026 , JleKIapauiero npo
signosiauicTs Ne 694 (penzxiia 4) Bia 01.04.2026 i

VioBHOBaKECHAN NPEACTARHMK B Yipaini: IIpencrapmncreo Konormacr A/C » Vkpaini, syn. Fepue-
Ha, 17-25, of. 20, Kuis 04050, Ten./daxc (044) 507-25-12

We confirm that all stages of the manufacture of the above devices, performed according to the European
and Ukrainian requirements for the manufacture of medical devices, as evidenced by the
Declaration of Conformity Ne CL-8 (version 4) dated 01.04.2026, Declaration of Conformity Ne 694

(version 4) dated 01.04.2026

Authorized representative in Ukraine: Representative office Coloplast A/S in Ukraine, Hertsena street
17-25, of. 20, Kyiv city 04050, tel./fax (044) 507-25-12

30.07,2026
Jata pagui cepTHixaTy
Date of issue of the certificate

2026-08-27
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Coloplast

Kononnacr A/C Coloplast A/S
Xonvreaam, 1 Holtedam 1
3050 Xymnebaer 3050 Humlebaek
Nanis Denmark

CEPTH®IKAT AKOCTI
QUALITY CERTIFICATE

I ceprudixaroM MiATBEDIKYETBCA, WO HACTYTIHI NPOJYKTH CTBOpeHi, BHTOTORNIEHI Ta
KOHTPOMICIOTECA, BiiNOBizHo Ao npuuimNis Hanexwol Bupobuwdoi Ipaxraxu (Good Manufacturing
Practices), mo aperynsosana Jupekrurow €rpocoiosy 93/42EEC six 14 Hepsua 1993 poky, cTocopso
pupobiB MEAMIHOTO NPHIRAYEHHA,

s sabesncyenns Bucokoi akocti npoayxuii, Konomnact A/C otpumas ceprH(ikalilo Big Jlarcexol
Veranosr no cepradixanii BupoSis Mezumoro npussasenna (Danish Medical Devices Certification
DGM) 12 nactynaemu Crannapramu Cucremy Axicroro Menemxmenty (Quality management System
Standards):

e ISO 9001:2008, DS/EN ISO 9001:2008 sumor Crarzaprie Crcremn Axicsoro MeneDEMenTY.
e ISO 13485:2012 ta DS/EN ISO 13485:2012 CucTeMu axocTi Bupobis MEAUTROTO NPUIICHNA,
mo € 06oB’ 13X0BOK0 BAMOroK K1 peectpauii EN ISO 9001,

This is to certify that our products have been designed, manufactured, and controlled according to the
principles of Good Manufacturing Practices regulated in the European Council Directive 93/42EEC of

14th June 1993 concerning medical devices.
Coloplast A/S has been approved by Danish Medical Devices Certification (DGM) to the following

Quality Management System Standards:

« ISO 9001:2008, DS/EN ISO 9001:2008 Quality management systems—Requirements
» 1SO 13485:2012 and DS/EN ISO 13485:2012 Quality systems — medical devices Particular
requirements for the application of EN ISO 9001

Ingoiic Na 25078457 / RI sig 30.07.2026

Otpamyeau: TOB «BaM» m. Auinpo, syn. Mamixaxi, 2

Cepin Koxn Ha3na npegyxuil Buapobrnx/ Hexaapania Tepmia n
mpoaywn il Bapofiuaya rinuHHug npo paaaTHOCTI
: simuosignlcTs i {1
10974983 | 2655/02655 | Tlacra Brava® Coloplast A/S, Jernapanis 2029-06-11
(Bpasa) s nonecui Holtedam 1, 3050 mpo
Humlebaek, Denmark/ | BigmopizHicTt
Kononmact A/C N 694
Xonpreaam 1, (penaxmia 4)
3050 Xymuchbaex, Bia 01.04.2026
Jania
Coloplast Hungary
KFT
Buzavirag ut 15, 2800
Tatabanyas, Hungary
Kononnact Yropomssa
KoT
Eyzagipar yt, 15, 2800
TaraGaus, YropupiHa




61268136

2650/02650

ITacra Coloplast®

(Konommact)

Coloplast A'S,
Holtedam 1, 3050
Humlebaek, Denmark/
Kononaact A/C
Xonsremam 1,

3050 Xyuneback,
Jamizs

Coloplast A/S,
Holtedam 3, 3050
Humlebhaek, Denmark/
Kononmacr A/C
Xomrenam 3,

Hauin

HAekrnapaniz
BINIIOBINEICTE
Ne 694

ix 4)
Big 01.04.2026

61268135 [ 2650/02650 | Ilacra Coloplast® | Coloplast A/S, {730 T HEET

(Konomnacr) Holtedsm 1, 3050
Humlebaek, Denmark/
Konomnacr A/C
Xonsremam 1, )
3050 Xyunebaek, Hexnaparis
e Binnol;;'::nim
Coloplast A/S, ot
Holtedam 3, 3050 (penaxis 4)
E:ﬁ:::‘;ﬁ““"” sizt 01,04.2026
Xonpremam 3,
3050 Xymnebaex,

Jlamis

61268134 | 2650/02650 | Macra Coloplast® | Cofoplast A/S,

(Komcmnact) Holtedam 1, 3050
Humlebaek, Denmark/
Konornact A/C
Xomremam 1, .
3050 Xymneback, Aexuapais
Hanin P
Coloplast A/S, ’“ﬁ“gg‘;‘m
Holtedsm 3, 3050 gt 4)
Humlebaek, Denmark/ nm'(p an:al 04.2026
Kononnact A/C il
Xossrenam 3,
3050 XymreGack,

Jauis

5040

2028-03-23

10950031

12630

Tlacra Brava®
(Bpapa), He MiCTHTE
crupTy 60 1 ()

Coloplast ASS,
Holtedam I, 3050

Humlebsaek, Denmark/

Konomnacr A/C
Komsrenam 1,
3050 Xymuebaex,

Jlamia

Coloplast Hungary
KFT

Buzavirag wt 15, 2800
TFatabanya, Hungary
Komonnact YropmuHa
KOT .
Bysasipar yr, 15, 2800
Txrabaas, Yropu(ana

Hexnapanis
npo
RiNCBIARICTS
Ne CL-8

x4)
sin 01.04.2026

432

2028-05-28




epmiyeTsen Jexnapaieio upo sinopiguicrs No CL-8 (penaxmu 4) pin 01.04.2026, [lexnapaxicio npo
pignosinmicts Ne 694 (penaxuix 4) Big 01.04.2026 '

ViosHOBaXKeRuH npesicTaErMK B YEpaini: MMpexcrapnurso Koxonnacr A/C p Vxpaini, pym. epe-
#a, 17-25, o, 20, Kuias 04050, Texn./haxc (044) 507-25-12 ;

We.confirm that all stages of the manufacture of the above devices, performed according to the European
and Ukrainian requirements for the manufacture of medical devices, as evidenced by the
Declaration of Conformity Ne CL-8 (version 4) dated 01.04.2026, Declaration of Conformity Ne 694
(version 4) dated 01.04.2026

Authorized representative in Ukraine: Representative affice Coloplast A/S in Ukraine, Hertsena street
17-25, of, 20, Kyiv city 04050, tel /fax (044) 507-25-12

30.07.2026
JlaTa musiat cepradirary
Date of issue of the certificate

2026-08-27

QUALITY

012

' e \
JOKY MEHTIB X
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