BnaHk Komnawii YPTO

Nabopatopis YPTO XEA/ICKEA
42 pro pe JIoHrBiK
21300 WeHo., PpaHuin

CEPTU®IKAT BIANOBIAHOCTI

MocTasKka : 22363763

3amMoBNEHHA 1154492383

3aMOBNEHHA KNiEHTa : luneHb 3aMOBNEHHA

3aMOBHMK : TOB «[enbta Meaiken»

KpaiHa :YKpaiHa

KaTtanoxHui Homep 1753262

Mpoaykuin -YPTOMOP naactup ana dyTaueoi wkipn 5 m(m) x 2,5 cm(cm)
Ypro- noban

Kopa cepii 161472

Homep cepii : 12786

[Oata BupobHuuTBa : TpaseHb 2024

JlaTa 3aKkiH4eHHA CTPOKY

NPUAATHOCTI . KsiTeHb 2029

Ll npoayKLjisa nepesipeHa Ta NpUIAHATA Y B8i4NOBIAHOCTI A0 3aTBEPAXKEHWUX NpoLEeayp.

KOHTPO/1b AKOCTI KOMNAHIT YPTO XEA/ICKEA Data /NignucaHo/

30.08.2024 Wramn




LABORATOIRES

ZURGO

HEALTHCARE

LABORATOIRES URGO HEALTHCARE
42 Rue de Longvic
21300 CHENOVE (France)

CERTIFICAT DE CONFORMITE

CERTIFICATE OF CONFORMITY

LIVRAISON / DELIVERY : 22363763

COMMANDE / ORDER : 154492383

COMMANDE CLIENT / CUSTOMER ORDER: JULY ORDER

CLIENT / CUSTOMER : POE "DELTA MEDICAL"

PAYS / COUNTRY : Ukraine

CODE PRODUIT / CODE NUMBER 1 753262

PRODUIT / PRODUCT : URGOPORE 5Mx2,5CM URGO-GLOBAL
LOT SAP / SAP BATCH : 61472

NUMERO DE LOT / BATCH NUMBER : 12786

DATE DE FABRICATION / MANUFACTURING DATE : Mai 2024

DATE DE PEREMPTION / EXPIRY DATE : Avril 2029

Ce produit est contrélé et accepté conformément aux procédures en vigueur

This product is tested and accepted in accordance with approved procedures

QUALITE LABORATOIRES URGO HEALTHCARE Date

QUALITY LABORATQIRES URGO HEALTHCARE 30.08.2024

"Ce document est un certificat informatique
"This document is a computer print"

LABORATOIRES URGO HEALTHCARE | Société par Actions Simplifiée au capital de 52 784 046 €1 R.C.S. DIJON 798 251 559
TVA : FR 65 798 251 559 | SIRET 798 251 559 00026 | APE 72192
Sidge social : 42 rue de Longvic 21300 CHENOVE | Téléphone : 03 80 54 50 00
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Jlexnapauin npo sianosianicts Ne 08
Declaration of conformity No. 08

Meanunnii BHpi6: Tlaactupi, siqno Jonarky 1 1o uiei [exnapauii mpo BianosiaHicTs

Medical device: Tapes, according 1o Annex | to this Declaration of conformity

Bupobuuk: Jlabopartopiz YPI'O Xeanckea, 42 pio e JToursix, 21300, Llenos, ®panuis
Manufacturer: Laboratoires URGO Healthcare, 42 rue de Longvic, 21300, CHENOVE, France.
Micue pupofHuuTea: Bupobaeno y Tainani

Place of manufacture: Made in Thailand

TOB «Kparia Mearexnika»
Vnosnosazennii npeacrasnuk 8 | 04107, M. Kuis, Byn. barroeyriscska, 6ya.17-21, Ykpaina. Tea.: 0800 21 -52-32

Vipaini: Enexrponna nowra: uarep(@cratia.ua, €JIPTIOY: 38670845
Authorized representative in LLC "Cratia Medtekhnika"
Ukraine: 17-21, Baggovutivska Str., Kyiv, 04107, Ukraine., Tel.: 0 800 21-52-32

E-mail: uarep@cratia.ua, USREOU Code: 38670845

Kunac I, 3rizso TexHigHOro pernamMeHTy WoA0 MEINHHIX BUPOGIB, 3aTBEPIKEHOTO

Knacndikauin: INocranoroto Kabinery Minictpis Ykpainu No753 pin 2 wostHa 2013 p.
Classification: Class I, according to Technical regulation on Medical devices approved by Decree of
Cabinet of Ministers of Ukraine M753 on 2 October 2013
CrepuiabHiCTb: He crepuabno
Sterility: Non sterile
DyHKUin BUMIPIOBAHHS: be3 pyukuii BumMiproBanns
Measurement function: Without measurement function
Jlonatok 8 (32 BHKIWUeHHAM NYHKTIB 5-6), TexHiYHOrO periaMenTy U010 MEIHYHUX
[Mpoueaypa oninku supobis, sateepkenoro TocranoBoio Kabinety MinicTpip Yxpainn Ne753 Bix 2 K0BTHS
BiANOBIAHOCTI: 2013 p.
Conformity Assessment Route: Annex 8 (excluding clauses 5-6), of Technical regulation on Medical devices approved by

Decree of Cabinet of Ministers of Ukraine Ne753 on 2 October 2013

[Ipusnavennii opran 3 oninkKu
BiIMOBIAHOCTI T2 HOro
inenTudikauiiinuii Koa:
Conformity assessment body with
its identification number:

He 3acTocoBycTbest
Not applicable

Jladopatopis VPI'O Xeanckea B ocofi ynosmosakenoro npeacrasunka TOB «Kpartia Mearexnika» aexaapye
BiANOBIAHICTL NpoayKuil, 3ainauenoi y uiit gexnapauii npo sianosianicts Bumoram Texniunore peraamenTy woao
Meamunux Bupobis, sateeprkenoro Mocranosoro Kadinery Minicrpis Yipainu Ne753 sin 2 wosrus 2013 poky.

Texniuna 10KYMeHTAIIsS HA MeIWdHi BHpoGH 3riano uici gexnapauii npo sianosianicTe poipobiena Ta BNpoBaLKena.
Jlexaapauitio npe  BianoBiImicTL CKIANEHO Wil UMIKOBHTY BianosilaibuicTh pupobnuka. Biamosizanehicts 3a
A0CTOBIpHicTL Haaanoi indopmanii Hece BUpoHHUEK.

Laboratoires URGO Healthcare in the person of authorized representative LLC "Cratia Medtekhnika” declares that
abovementioned devices comply with the requirements of technical regulation on medical devices, approved by Decree of Cabinet
of Ministers of Ukraine Ne733 on October 2nd, 2013.

The technical documentation for medical devices to this Declaration of Conformity has been developed and implemented. The
Declaration of Conformity is written under the sole responsibility of the manufacturer. The manufacturer is responsible for the
authenticity of the provided information.

3acrynuuk aupextopa 3 axocri TOB «Kpatia Mearexnika»
Deputy Director on Quality of LLC “Cratia Medtekhnika”

Jlexaapauin npo sianosianicrs Ne 08 | Jlara suaannn: 09.07.2025 Iiiicna no: 24.06.2030 Pepaxuin: 2 Cropinka 133
Declaration of conformity No. 08 Date of issue: 09.07.2025 Valid till: 24.06.2030 Version: 2 Page 1 of 3
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Jlexaapauin npo sianosianicTs Ne 08
Declaration of conformity No. 08

Jloparox 1
Annex 1

N Tepenik meanuunx Bupobis, . L

o . Ilepeaix meanunnx Bupobis, yKpaincbK0i0 MOBOI0
= . AECERGROMeNT List of medical device, in Ukrainian

List of medical devices, in English

1. | URGOFILM 5 mx 1,25 cm VPIO®UIM naactup nposopuii S m (M) x 1,25 em (cm)
2. | URGOFILM 5mx2,5¢cm YPI'O®UIM mmactup nposopuii 5 m (M) x 2,5 cm (cm)
3. | URGOFILM Smx 5 cm YPI'O®IJIM nnactup nposopuii 5 m (M) x 5 cm (cM)
4. | URGOFIX 5mx 2,5 cm VYPI'O®IKC nnactup crifiknid 5 m (M) x 2.5 cm (cm)
5. | URGOPORE 5m x 1,25 cm VPI'OIIOP nnactup ans 4ymideoi mkipd 5 m (M) x 1,25 cm (cm)
6. | URGOPORE 5mx 2,5 cm VPIOIIOP nnactup jutg uyTiuBoi mkipu 5 m (M) x 2,5 cm (cM)
7. | URGOPORE 5mx 5 cm YPI'OTIOP nnactup A8 4yTAHBOT WKIpH 5 m (M) X 5 cm (cMm)
8. | URGOSYVAL S mx 1,25 cm YPI'OCIBAJI nnactup crifikuit 5 m (M) x 1,25 cm (cm)
9. | URGOSYVALSmx 2,5¢cm YPI'OCIBAJI ninactup crifikuii 5 m (M) X 2,5 cm (em)
10.| URGOSYVAL S mx 5 cm YPI'OCIBAJI nnactup crifikuit 5 m (M) X 5 cm (cM)

3actynuuk aupextopa 3 axoeri TOB «Kpatis Mearexnika» ¥
Deputy Director on Quality of LLC “Cratia Medtekhnika”

Jlexknapauis npo sianosiznicts Ne 08 | [lava suaanns: 09.07.2025 Jlificna po: 24.06.2030 Pepakuin: 2 Cropinka 233
Declaration of conformity No. 08 Date of issue: 09.07.2025 Valid till: 24.06.2030 Version: 2 Page 2 of 3
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Jexaapauis npo gianosiauicrs Ne 08
Declaration of conformity No. 08

Meanunnii Bupid:

InacTupi, 3izno Joaatky | oo uiei exnapauii npo BiINoBinHicTs

Medical device: Tapes, according to Annex [ to this Declaration of conformity
Bupobnnk: JlaGoparopiz YPI'O Xeanckea, 42 pro e Jloursik, 21300, Ulenon, @panuis
Manufacturer: Laboratoires URGO Healthcare, 42 rue de Longvic, 21300, CHENOVE, France.

Micue BupobHnuTBa:
Place of manufacture:

Bupobaeno y Tainanai
Made in Thailand

YnoBHOBaKeHHIl NPEICTABHHK B
Ykpaini:

Authorized representative in
Ukraine:

TOB «Kparia Mearexnika»

04107, m. Kuis, Byn. barrosyTiscska, 6yn.17-21, Ykpaiua. Ten.: 0 800 21-52-32
Enexrponna nowra: uarep@cratia.ua, E/IPTIOY: 38670845

LLC "Cratia Medtekhnika"

17-21, Baggovutivska Str., Kyiv, 04107, Ukraine., Tel.: 0 800 21-52-32

E-mail: uarep@cratia.ua, USREQU Code: 38670843

Knacudiranin:
Classification:

Kaac I, sriano TexniyHoro pernamMeHTy L1010 MEAHYHHX BHPOOIB, 3aTBEPIKEHOr0
Mocranosoto KaGinery MinicTpie Ykpainu Ne753 Bia 2 swostna 2013 p.

Class I, according to Technical regulation on Medical devices approved by Decree of
Cabinet of Ministers of Ukraine Ne753 on 2 October 2013

CTepHIbHICTD:
Sterility:

He crepunbho
Non sterile

PDyHKUiA BUMIpIOBANHA:
Measurement function:

be3 pynkuii BumipioBanus
Without measurement function

ITpoueaypa ouinku
BIANOBIIHOCTI:
Conformity Assessment Route:

Joaatok 8 (32 BUKIOYEHHSAM NYHKTIB 5-6), TeXHIYHOTO pernamMeHTy 11010 MEAMYHHUX
BHpo0iB, 3aTBepKkeHOro [locranosorw Kabinery MinicTpi Ykpaiuu Ne753 Bin 2 oBTHA
2013 p.

Annex 8 (excluding clauses 5-6), of Technical regulation on Medical devices approved by
Decree of Cabinet of Ministers of Ukraine Ne753 on 2 October 2013

Ipuinavenuii opran 3 oninku
BiaAnoBianocTi Ta fioro
inenTudikaniiinmii koa:
Conformity assessment body with
its identification number:

He 3acTocoByernes
Not applicable

JlaGoparopiz YPI'O Xeanckea B ocobi ynosHosamenoro npeacrasunka TOB «Kparvin Mearexnika» aexnapye
BIIMOBIAHICTE MPOAYKIi, 3a3HaveHoi y niii Aeknapauii npo sianosianicts Bumoram Texwiunoro peraamenTy wmoao
meanannx Bupobis, saTeepaxenoro [Mocranosow KaGinery Minictpis Yipainn Ne753 sin 2 swostus 2013 poxy.

Texuiuna J0KyMeHTALis HA MeIH4HI BHPOOH 3rigHo uici Zexknapauii npo sianosignicTs poipodiena Ta BnpoBatKena.
Jlekaapauio npo BiANOBiLAHICTH CKAadeHO NIl ULIKOBHTY Bianopilaaebnicts sBupobuuka. Binnosinanwwicts 3a
A0CTOBIPHICTH Haganoi indopmanii Hece BupolnnK,

Laboratoires URGO Healthcare in the person of authorized representative LLC "Cratia Medtekhnika" declares that
abovementioned devices comply with the requirements of technical regulation on medical devices, approved by Decree of Cabinet
of Ministers of Ukraine Ne753 on October 2nd, 2013.

The technical documentation for medical devices to this Declaration of Conformity has been developed and implemented. The
Declaration of Conformity is written under the sole responsibility of the manufacturer. The manufacturer is responsible for the
authenticity of the provided information.

Zacrynuuk gupextopa 3 akoeri TOB «Kparis Mearexnika
Deputy Director on Quality of LLC “Cratia Medtekhnika”

Jlijicua xo: 15.07,.2025
Valid uill: 15.07.2025

Peaakuis: |
Version: 1

Cropinka 1i32
Page 10f2

Jata pupanns: 10.01.2024
Date of issue: 10.01.2024

Jlexnapauis npo siznosianicre Ne 08
Declaration of conformity No. 08
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Declaration of conformity No. 08

Jonarox 1
Annex 1
N Mepeaik meanunnx sBupobis, n ; : i
Ne i epesTiK MenIHHX BHPOGIB, YKPATHCHKOK MOBOK)
# " rm_ucu:ou.) MDB'DIO s List of medical device, in Ukrainian
List of medical devices, in English
1. | URGOFILM 5 mx 1,25 cm VYPTO®UIM nnactup nposopuii 3 m (M) x 1,25 cm (cm)
2. | URGOFILM 5mx 2,5 cm YPTIO®UJIM nzactup npo3opuid S m (M) x 2,5 cm (cM)
3. | URGOFILM S mx 5 cm VPTO®UJIM nnactup nposophit 5 m (M) X 5 cm (cMm)
4. | URGOFIX 5mx2,5cm YPI'O®PIKC nnacrup ctifikmii S m (M) x 2,5 cm (c™m)
5. | URGOPORE 5mx 1,25 cm VPI'OINOP niactup ang uyTnuBoi mwkipu 5 m (M) x 1,25 cm (em)
6. | URGOPORE 5mx 2,5 cm YPI'OIOP nnactup juis 4yTiuBoi WKipd 5 m (M) x 2,5 cm (M)
7. | URGOPORE S mx 5 cm VPTOINIOP nnactHp ans uyTnuBoi wkipn S m (M) X 5 cm (cm)
8. | URGOSYVALS5mx1.25cm YPTOCIBAJI nnactup crifikuii 5 m (M) x 1.25 cm (cm)
9. [ URGOSYVALS5Smx2,5cm YPIOCIBAJI nnactup crifikuit S m (M) x 2,5 cm (em)
10.| URGOSYVAL 5 m x5 cm YPTOCIBAJI nnactHp crilikuii 5 m (M) x § cm (cMm)

~ Comuk A.O.
"/ Somyk A.0O.

3actynunk aupextopa 3 skocti TOB «Kparis Mearexnika»
Deputy Director on Quality of LLC “Cratia Medtekhnika™

Jlexaapauis npo sianosizmicrs Ne 08 | data saaanns: 10.01.2024 Miiicna no: 15.07.2025 Penakuis: 1 Cropinka 2i32
Declaration of conformity No. 08 Date of issue: 10.01.2024 Valid till: 15.07.2025 Version: | Page 2 0/2
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Icropin neperasnay Jdexnapauii npo Bianosiamicrs Ne 08
Review history of Declaration of Conformity Ne 08

Hata

N Date

Omuc
Description

! 10.01.2024

[lepuie BHaaHHA
First issuance

2 09.07.2025

Jlpyre BuaaHHs
Second issuance

3acrynuuk aupekropa 3 axocri TOB «Kpatis Mearexnika»
Deputy Director on Quality of LLC “Cratia Medtekhnika”

Jlexnapauis npo Bianosianicts Ne 08
Declaration of conformity No. 08

Jlata suaanns: 09.07.2025
Date of issue: 09.07.2023

Hiiicua po: 24.06.2030
Valid uill: 24.06.2030

Penakuis: 2
Version: 2
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