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OPTAH 3 OUIHKK BIANOBIAHOCTI )
TOB «A0CHOHWA MEOWMYHWA LIEHTP CEPTU®IKALLHY
{DenmuchiKaUiGRUG HOMER NRUBKEYSHDRO opeany UA TR 128

Hakazw MinictepcTea exorROMIMHOIO poseuTry | Toprisni Yepainm
Big 08.03.2018 p. Ne320 Ta Big 11.12.2019 p. Ne723

CEPTU®IKAT BIANTOBIIHOCTI

Bupobanx/Manufacturer:

Anpeca/Address:

YaopHosakenui
HpeACTABHUK B YKpaini /
Authorized representative:

Hponmyxuis/Product.

Binnosinae Bumoram/
Conforms with requirements

of:
Hiponenypa Texuiumoro

pernamenty/Technical
regulation procedure:

Monarxosa indopmanin/
Additional information:

Huapexrop/
Director

Cropiuxa 1 34

Pimnenna/Decision: No 018-H5/03
Hara sunaui/Issue date: 10.07.2023

HuHaiCTs cepTuidicaty BLITOBIAHOCTI MOWHR DN
Ceprudixay 3aHsul 32 YMOBI HPOXOIKEHHS HOPI
The validity of the Certificate of Conformity can be ot
The certificate is valid subject to annual surveillance Gucl

Certificate of Conformity

Ne UA.TR.126 753 23 018 03

Zhejiang Hongyu Medical Commodity Co., LTD / YWiceysan
Xonew Medixan Kovmmooimi Ko.,JImo.

No.668 ChanHua Read, Fotang Town Industrial Functional
Area, 322002 Yiwu City, Zhejiang Province, PEOPLE'S
REPUBLIC OF CHINA/ No668 Inoyempianwna ghynxyionansua
sona micma Pyman Yanxya 322002, micmo Iy, nposinyis Ynceysan,
HAPOIIHA PECHYEJIIKA KHTAH

Tasapmma 3 ofMexenoo BixnosiansHicT JIEOH-GAPMD
[ “LEON-FARM> LLC

Vpaina, 65005, Onecexa obnacts, micro Oneca, Bymug
Kononiuna, 6ymmuok 3/ Ukraine, 650035, Odesa region, Odesa city,
Kolonichna street, building 3

ten. +38(048)7707377, Kon €IPTIOY 42115503

Crepunsni naacrupu 1a mos’s3ku / Sterile plasters and bandages

Hepenix menuunux BHpoOGiB 3a3mavenuii y Jlonarky Ne 1, mo €
HeB1 eMHOI0 YacTHHOIO 1iboro Ceprudixary sinosinxgocti /The list
of medical devices indicated in Annex 1 which is the integral part of
the Certificate of Conformity

TexnigHOro pernamMeHtTy HIOXO MEIMUHMX BUPOOIB (3aTBepaKeHuil
Hocranosoro KMY Bin 02 xostas 2013 poky Ne753) /Technical
regulation on medical devices (approved by Decrees of Cabinet of
Ministers of Ukraine Ne753 dated October 02, 2013)

Honatox 3 — zabezncueHns QYHKIHOHYBAHEA KOMIUIEKCHOT CHCTEMHU
YUPaBIIHHES 9KICTIO (6e3 nepesipku npoexty) / Annex 3 — ensuring of
Junctioning of full quality assurance system (without the design
exgmination)

Hepenixk supo0HEYMX RUTEHMUD BKasauuil y Jonatky 2, mio € HeBiL eMHOIO
qacTuHoO boro Ceprudikary signosinuocti / The list of production sites
indicated in Annex 2 which is integral part of the Certificate of Conformity.
Ceprugixar suzanmii  mHa samigy Cepradikaty  signosiznocti
NoUA.TR.126 753 18 018 02 (zara nepsunnoi ceprudirauii 10.07.2018) /
This Certificate issued to replace the Certificate of Conformity
NeUA.TR.126 753 18 018 02 {initial certification date 10.07.2018)

Hiticuanit 3/Effective date: 10.07.2023
Hiticuuit no/Expiry date: 09.07.2028

Anapiii YEKAJIH
Andrii CHEKALIN

§3 OUIHKHM BiZTICRIAROCTI.

rtification Body.

101358
BCTY EN ISOAEC 17068

Piposynog Xorreswqa Mrara, 24, v Kuig, 02184, Yipaina -~ office@dmos inua - www.dmosinua
Ten, +38{044) 2274081 - xop SAPHOY

38197982




Hoxarok 1/Annex 1
Ho Ceprudixaty BinmoBiznocri Ne UA.TR.126 753 23 018 03/
to Certificate of Conformity Ne UA.TR.126 753 23 018 03

Hepeuix Megnunux BupoobiB/List of medical devices

HailimenyBaHHSI MeAHYIHOTO HaiimenyBanHs MeIHYHOIO Kaac/ Kog 3a HK
Ne BHPOOY YKPaiHCHKOK MOBOK/ BUPOOY aHIilicbK0I0 MOBOIO/ (v,}mq 024:2023/
Product name in Ukrainian Product name in English T | GMDN Code
1 2 3 4 5
CrepunbHuit xipypriuauii niuactap | Sterile surgical plaster on non-
Ha HeTKaHi# ocHOBi «Jleomemy® woven basis «Leopad» ® I 34084
(po3mipmu: (dimensions:
Semx 7,5¢Mm Scm x 7.5cm
1 SeM X 9em 5cm x 9cm
9cMm x 10cem 9cm x 10cm
9cMm x 15¢cm 9cm x 15cm
9cm x 20cm 9cm x 20cm
9cMm x 25¢em 9cm x 25cm
9cM x 30cm) 9cm x 30cm) B
CrepuiipHUM Xipypriunuii mactip | Sterile surgical plaster on a
Ha TIpo30pil ocHOBI «Jleomem® transparent basis «Leopad» ® I 34084
(po3mipw: (dimensions:
Sem x 7,.5¢em Scm x 7,5¢cm
2 ScMm x 9em Scm x 9cm
9cMm x 10cm 9¢m x 10cm
9cMm x 15¢m 9cm x 15¢cm
9cm x 20cm 9cm x 20cm
9cm x 25¢m) 9cm x 25cm)
Crepunennii Xipypriuauit riactup | Sterile surgical plaster on non-
Ha HEeTKaHI{ OCHOBI 3 lIOHAMM woven basis with silver ions [ 34084
cpibna «Jleomem»® «Leopad» ®
(po3mipwu: (dimensions:
S5eM x 7,5eMm Scm x 7,5¢cm
3 SeMm x 9em Sem x 9em
9ceMm x 10cem 9c¢m x 10cm
9cm x 15cMm 9¢cm x 15cm
9cMm x 20cMm 9c¢m x 20cm
9cMm x 25¢m 9cm x 25cm
9cM x 30cm) 9c¢m x 30cm)
Crepunbaumii Xipypriuamii mwiactup | Sterile surgical plaster on non-
4 Ha HeTKaHiit ocHoBi «JIeomepm» ® | woven basis «Leodermy ® I 44990
(po3mipu: (dimensions:
7,2¢cM x 10cM; 8cM X 6¢M) 7,2cm x 10cm; 8cm x 6¢cm)
CrepwipHuii Xipypriusuit miactup | Sterile surgical plaster on non-
5 Ha Ipo3opiit ocuosi «Jleomepm» ® | woven basis «Leodermy ® I 44990
(po3mipu: (dimensions:
7,2cM x 10cM; 8cM X 6¢Mm) 7,2cm X 10cm; 8cm X 6¢cm)
CrepunpHUii rimoanepreHHumit Sterile hypoallergenic eye plaster on
6 OYHHI IIJIACTHP HA HETKAHi¥M OCHOBI | non-woven basis «Leobant I 44990

«Jleobant Afi-ITem» ®
(poamipu: 57mm x 82Mm)

Eye-Pad» ®
(dimensions: 57mm x 82mm)

Cropinka 2 3 4
Mposynox Xotresuda Muata, 24, micto Keia, 02094, Yepaina - office®@dmes.in.ua - www . dmes.in.ua -ten: +38(044) 2274081

kop ©APTIOY 38107962 - lnentudikauifinnih HOMEPD NpuaHaueHoro oprady UA TR.126




Jonarox 1/4nnex 1

Jo Ceprudixary BignoBiznocti Ne UA.TR.126 753 23 018 03/

to Certificate of Conformity Ne UA.TR.126 753 23 018 03
Ilepenix megmannx BUPOOiB/List of medical devices

CrepritbHUH TiMPOKOTOIIHIIMA

Sterile hydrocolloidal surgical

Xipypriyuuii miacTup plaster

(po3wmipu: (dimensions: 43186
Sem x Sem 5cm x Scm

7,.5¢cm x 7,5¢m 7.5cm x 7.5cm

10cMm x 10cm 10cm x 10em

15eMm x 15em
15cMm x 20eMm

15¢cm x 15cm
15¢m x 20cm

20cMm x 20cMm 20cm x 20 cm
8cm x 12¢Mm 8cm x 12cm
5cM x 7,5¢m S5cmx 7.5¢cm
SeM x 9em Scem x 9cm
15em x 18cMm 15cm x 18cm
Semx 10 cMm 5cm x 10cm
Sem x 15¢m S5cm x 15cm
Sem x 20em S5cm x 20cm
2,1lecM x 6,1cMm 2.lecmx 6.1cm
2,6 cMx 7,8¢cMm 2.6cm x 7.8cm
2,7cM x 8,5¢m 2.7cm x 8.5cm
3,2cMm X 9eMm 3.2cm x 9cm
3,9cM x 9,1eMm 3.9cmx 9,1cm
2,8¢cMm x 4,6cMm 2.8cm x 4.6cm

3,7¢M X 5.5¢Mm
4,4cMm x 6,9cMm

3.7cm x 5.5cm
4.4cm x 6.9cm

2,8¢cM x 6,9cMm 2.8cm x 6.9cm

1,5cm x 5,0 cm 1.5cm x 5.0cm

2,0cM X 6,0 cm 2.0cm x 6.0cm

2,5¢M X 6,5 cM)
Jupextop/ Anapiit YEKAJITH
Director Andrii CHEKALIN

P

HNara Bunaqi/Issue date: 10.0

7.53623

Homnartok 1 nifichwit npu HasBHOCTi CepTHdikaty Binmosianocti Ne UA.TR.126 753 23 018 03/
Annex 1 is valid with Certificate of Conformity Ne UA.TR.126 753 23 018 03

Cropinka 3 34
Mposynox Xotresuya Muata, 2A, micto Kiie, 02084, Yepaina - office@dmes.in.ua - www.dmes.in.ua -ten: +38(044) 2274061

ko €APNIOY 38197962 - inenTwdikauifnui HOMED NPUIHEYEHOr oprany UA TR 128




Hoparok 2/Annex 2
Jo Ceprudikaty Bignosinaocri Ne UA.TR.126 753 23 018 03/
to Certificate of Conformity Ne UA.TR.126 753 23 018 03

Hepenix Bupobamunx ginbHENL/ List of production sites

Zhejiang Hongyu Medical Commeodity Co., LTD / Ynceysan Xownzio Meouxan Kommooimi
Ko., /Imo (No.668 ChanHua Road, Fotang Town Industrial Functional Area, 322002
Yiwu City, Zhejiang Province, PEOPLE'S REPUBLIC OF CHINA/ No668
Inoycmpianvna gynxyionansna sona micma @yman Yanxya 322002, micmo Iy, nposinyian
Unnceysan, HAPOIJHA PECITYBJIIKA KHTAH)

\~" Anapiii YEKAJIIH
Andrii CHEKALIN

HAupexrop/
Director

Hara Bunaui/Issue date: 10.07.2023

Honarox 2 nikicumit npu HassHocTi CepTidikary siamosignocti Noe UA.TR.126 753 23 018 03/
Annex 2 is valid with Certificate of Conformity Ne UA.TR. 126 753 23 018 03

Cropinka 4 3 4

Mposynok Xotkesuqa Mhara, 24, micto Kuis, 02004, Yxpaiva - office@dmes.in.ua - www . gmes.in.ua -Ten: +38(044) 2274061
kg CAPTIOY 38187982 - nesrudikauitnuh HoMep Ipuanadenors oprany UA TR 128




P

Zhejiang Hongyu Medical Commodity Co., LTD

B
. . Add:No.668 Chanhua Road,Yi'nan Industrial Area, Yiwu City, CHINA.
Tel: 0086-579-85581308 Fax: 0086-579-85582308

CEPTU®IKAT SIKOCTI
Haiimenysanus npoaykry: CrepuiibHMIl Xipypriuuuii IJacTHpP HA HeTKaHii

OCHOBI 3 ioHamu epidaa «JIEOITE]I»

Po3mip :Sem X 9em

Cepin 120240403

JdaTta BupodHHuTBA : 2024.04

Tepmin npuaaTHOCTI 10 :2029.03

Tun kneiikoro ciior : rinoajiepreHHMIi Ha 0CHORBI aKpuITy
Marepian : IOPHCTA, eJIACTHYHA HETKAHA 0CHOBA

Mu nijirBepIKyeMO, 1110 BHIIEBKa3aHHH IPOAYKT NPOTECTOBAHMHM, IPOIHCIEKTOBAHO i
BIZIIOBi/Ia€ CBOIM XapaKkTepHCTHKAM. PesyapTaTi MpoBeIeHHX aHATI3iIB HaCTYTIHI:

O NI
MeTo/1 KOHTDO.110 BHUMHDIOBaH Cranpapt Meron
HA
Bara kureroqof peqoruam r/m? Min.35 YY0148
Bara nocis r/m? MiH.50 YY0148
Me:xka minHocTi rd/cMm MiH.200 YY0148
Bara MOy MIeYKH r/m? Min.71 YY0148
MinuicTs Ha po3Tar % MiH. 2.0 YY0148
Ilepenaya Bogunx mapie y kieiiobiii r/m? Min.500 ' YY/T0471.1
PeYOBHHH
Horaunanus % MiH.300 YY/T0471.1
Meroz crepuirizamii: 3 BHKOPHCTAHHAM OKCHJT ETHIICHY
EN 552: 1995
Kinekicts B ymaxosui : 50 mnactupis
Kinekicts B KOpoOi 40 v

** 36epiratu B cyxoMy Micui npu temmeparypi Big 5°C o 30°C

Xan Yaur Musnr
R&D i apminicTpariis KOHTPOJIKO SKOCTI

Hara: 01.04.2024

e Quid 4578 %i-“i 1010 Y f):/-)?/'
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OPTAH 3 OUIHKK BIANOBIAHOCTI )
TOB «A0CHOHWA MEOWMYHWA LIEHTP CEPTU®IKALLHY
{DenmuchiKaUiGRUG HOMER NRUBKEYSHDRO opeany UA TR 128

Hakazw MinictepcTea exorROMIMHOIO poseuTry | Toprisni Yepainm
Big 08.03.2018 p. Ne320 Ta Big 11.12.2019 p. Ne723

CEPTU®IKAT BIANTOBIIHOCTI

Bupobanx/Manufacturer:

Anpeca/Address:

YaopHosakenui
HpeACTABHUK B YKpaini /
Authorized representative:

Hponmyxuis/Product.

Binnosinae Bumoram/
Conforms with requirements

of:
Hiponenypa Texuiumoro

pernamenty/Technical
regulation procedure:

Monarxosa indopmanin/
Additional information:

Huapexrop/
Director

Cropiuxa 1 34

Pimnenna/Decision: No 018-H5/03
Hara sunaui/Issue date: 10.07.2023

HuHaiCTs cepTuidicaty BLITOBIAHOCTI MOWHR DN
Ceprudixay 3aHsul 32 YMOBI HPOXOIKEHHS HOPI
The validity of the Certificate of Conformity can be ot
The certificate is valid subject to annual surveillance Gucl

Certificate of Conformity

Ne UA.TR.126 753 23 018 03

Zhejiang Hongyu Medical Commodity Co., LTD / YWiceysan
Xonew Medixan Kovmmooimi Ko.,JImo.

No.668 ChanHua Read, Fotang Town Industrial Functional
Area, 322002 Yiwu City, Zhejiang Province, PEOPLE'S
REPUBLIC OF CHINA/ No668 Inoyempianwna ghynxyionansua
sona micma Pyman Yanxya 322002, micmo Iy, nposinyis Ynceysan,
HAPOIIHA PECHYEJIIKA KHTAH

Tasapmma 3 ofMexenoo BixnosiansHicT JIEOH-GAPMD
[ “LEON-FARM> LLC

Vpaina, 65005, Onecexa obnacts, micro Oneca, Bymug
Kononiuna, 6ymmuok 3/ Ukraine, 650035, Odesa region, Odesa city,
Kolonichna street, building 3

ten. +38(048)7707377, Kon €IPTIOY 42115503

Crepunsni naacrupu 1a mos’s3ku / Sterile plasters and bandages

Hepenix menuunux BHpoOGiB 3a3mavenuii y Jlonarky Ne 1, mo €
HeB1 eMHOI0 YacTHHOIO 1iboro Ceprudixary sinosinxgocti /The list
of medical devices indicated in Annex 1 which is the integral part of
the Certificate of Conformity

TexnigHOro pernamMeHtTy HIOXO MEIMUHMX BUPOOIB (3aTBepaKeHuil
Hocranosoro KMY Bin 02 xostas 2013 poky Ne753) /Technical
regulation on medical devices (approved by Decrees of Cabinet of
Ministers of Ukraine Ne753 dated October 02, 2013)

Honatox 3 — zabezncueHns QYHKIHOHYBAHEA KOMIUIEKCHOT CHCTEMHU
YUPaBIIHHES 9KICTIO (6e3 nepesipku npoexty) / Annex 3 — ensuring of
Junctioning of full quality assurance system (without the design
exgmination)

Hepenixk supo0HEYMX RUTEHMUD BKasauuil y Jonatky 2, mio € HeBiL eMHOIO
qacTuHoO boro Ceprudikary signosinuocti / The list of production sites
indicated in Annex 2 which is integral part of the Certificate of Conformity.
Ceprugixar suzanmii  mHa samigy Cepradikaty  signosiznocti
NoUA.TR.126 753 18 018 02 (zara nepsunnoi ceprudirauii 10.07.2018) /
This Certificate issued to replace the Certificate of Conformity
NeUA.TR.126 753 18 018 02 {initial certification date 10.07.2018)

Hiticuanit 3/Effective date: 10.07.2023
Hiticuuit no/Expiry date: 09.07.2028

Anapiii YEKAJIH
Andrii CHEKALIN

§3 OUIHKHM BiZTICRIAROCTI.

rtification Body.

101358
BCTY EN ISOAEC 17068

Piposynog Xorreswqa Mrara, 24, v Kuig, 02184, Yipaina -~ office@dmos inua - www.dmosinua
Ten, +38{044) 2274081 - xop SAPHOY

38197982




Hoxarok 1/Annex 1
Ho Ceprudixaty BinmoBiznocri Ne UA.TR.126 753 23 018 03/
to Certificate of Conformity Ne UA.TR.126 753 23 018 03

Hepeuix Megnunux BupoobiB/List of medical devices

HailimenyBaHHSI MeAHYIHOTO HaiimenyBanHs MeIHYHOIO Kaac/ Kog 3a HK
Ne BHPOOY YKPaiHCHKOK MOBOK/ BUPOOY aHIilicbK0I0 MOBOIO/ (v,}mq 024:2023/
Product name in Ukrainian Product name in English T | GMDN Code
1 2 3 4 5
CrepunbHuit xipypriuauii niuactap | Sterile surgical plaster on non-
Ha HeTKaHi# ocHOBi «Jleomemy® woven basis «Leopad» ® I 34084
(po3mipmu: (dimensions:
Semx 7,5¢Mm Scm x 7.5cm
1 SeM X 9em 5cm x 9cm
9cMm x 10cem 9cm x 10cm
9cMm x 15¢cm 9cm x 15cm
9cm x 20cm 9cm x 20cm
9cMm x 25¢em 9cm x 25cm
9cM x 30cm) 9cm x 30cm) B
CrepuiipHUM Xipypriunuii mactip | Sterile surgical plaster on a
Ha TIpo30pil ocHOBI «Jleomem® transparent basis «Leopad» ® I 34084
(po3mipw: (dimensions:
Sem x 7,.5¢em Scm x 7,5¢cm
2 ScMm x 9em Scm x 9cm
9cMm x 10cm 9¢m x 10cm
9cMm x 15¢m 9cm x 15¢cm
9cm x 20cm 9cm x 20cm
9cm x 25¢m) 9cm x 25cm)
Crepunennii Xipypriuauit riactup | Sterile surgical plaster on non-
Ha HEeTKaHI{ OCHOBI 3 lIOHAMM woven basis with silver ions [ 34084
cpibna «Jleomem»® «Leopad» ®
(po3mipwu: (dimensions:
S5eM x 7,5eMm Scm x 7,5¢cm
3 SeMm x 9em Sem x 9em
9ceMm x 10cem 9c¢m x 10cm
9cm x 15cMm 9¢cm x 15cm
9cMm x 20cMm 9c¢m x 20cm
9cMm x 25¢m 9cm x 25cm
9cM x 30cm) 9c¢m x 30cm)
Crepunbaumii Xipypriuamii mwiactup | Sterile surgical plaster on non-
4 Ha HeTKaHiit ocHoBi «JIeomepm» ® | woven basis «Leodermy ® I 44990
(po3mipu: (dimensions:
7,2¢cM x 10cM; 8cM X 6¢M) 7,2cm x 10cm; 8cm x 6¢cm)
CrepwipHuii Xipypriusuit miactup | Sterile surgical plaster on non-
5 Ha Ipo3opiit ocuosi «Jleomepm» ® | woven basis «Leodermy ® I 44990
(po3mipu: (dimensions:
7,2cM x 10cM; 8cM X 6¢Mm) 7,2cm X 10cm; 8cm X 6¢cm)
CrepunpHUii rimoanepreHHumit Sterile hypoallergenic eye plaster on
6 OYHHI IIJIACTHP HA HETKAHi¥M OCHOBI | non-woven basis «Leobant I 44990

«Jleobant Afi-ITem» ®
(poamipu: 57mm x 82Mm)

Eye-Pad» ®
(dimensions: 57mm x 82mm)

Cropinka 2 3 4
Mposynox Xotresuda Muata, 24, micto Keia, 02094, Yepaina - office®@dmes.in.ua - www . dmes.in.ua -ten: +38(044) 2274081
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Jonarox 1/4nnex 1

Jo Ceprudixary BignoBiznocti Ne UA.TR.126 753 23 018 03/

to Certificate of Conformity Ne UA.TR.126 753 23 018 03
Ilepenix megmannx BUPOOiB/List of medical devices

CrepritbHUH TiMPOKOTOIIHIIMA

Sterile hydrocolloidal surgical

Xipypriyuuii miacTup plaster

(po3wmipu: (dimensions: 43186
Sem x Sem 5cm x Scm

7,.5¢cm x 7,5¢m 7.5cm x 7.5cm

10cMm x 10cm 10cm x 10em

15eMm x 15em
15cMm x 20eMm

15¢cm x 15cm
15¢m x 20cm

20cMm x 20cMm 20cm x 20 cm
8cm x 12¢Mm 8cm x 12cm
5cM x 7,5¢m S5cmx 7.5¢cm
SeM x 9em Scem x 9cm
15em x 18cMm 15cm x 18cm
Semx 10 cMm 5cm x 10cm
Sem x 15¢m S5cm x 15cm
Sem x 20em S5cm x 20cm
2,1lecM x 6,1cMm 2.lecmx 6.1cm
2,6 cMx 7,8¢cMm 2.6cm x 7.8cm
2,7cM x 8,5¢m 2.7cm x 8.5cm
3,2cMm X 9eMm 3.2cm x 9cm
3,9cM x 9,1eMm 3.9cmx 9,1cm
2,8¢cMm x 4,6cMm 2.8cm x 4.6cm

3,7¢M X 5.5¢Mm
4,4cMm x 6,9cMm

3.7cm x 5.5cm
4.4cm x 6.9cm

2,8¢cM x 6,9cMm 2.8cm x 6.9cm

1,5cm x 5,0 cm 1.5cm x 5.0cm

2,0cM X 6,0 cm 2.0cm x 6.0cm

2,5¢M X 6,5 cM)
Jupextop/ Anapiit YEKAJITH
Director Andrii CHEKALIN

P

HNara Bunaqi/Issue date: 10.0

7.53623

Homnartok 1 nifichwit npu HasBHOCTi CepTHdikaty Binmosianocti Ne UA.TR.126 753 23 018 03/
Annex 1 is valid with Certificate of Conformity Ne UA.TR.126 753 23 018 03

Cropinka 3 34
Mposynox Xotresuya Muata, 2A, micto Kiie, 02084, Yepaina - office@dmes.in.ua - www.dmes.in.ua -ten: +38(044) 2274061
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Hoparok 2/Annex 2
Jo Ceprudikaty Bignosinaocri Ne UA.TR.126 753 23 018 03/
to Certificate of Conformity Ne UA.TR.126 753 23 018 03

Hepenix Bupobamunx ginbHENL/ List of production sites

Zhejiang Hongyu Medical Commeodity Co., LTD / Ynceysan Xownzio Meouxan Kommooimi
Ko., /Imo (No.668 ChanHua Road, Fotang Town Industrial Functional Area, 322002
Yiwu City, Zhejiang Province, PEOPLE'S REPUBLIC OF CHINA/ No668
Inoycmpianvna gynxyionansna sona micma @yman Yanxya 322002, micmo Iy, nposinyian
Unnceysan, HAPOIJHA PECITYBJIIKA KHTAH)

\~" Anapiii YEKAJIIH
Andrii CHEKALIN

HAupexrop/
Director

Hara Bunaui/Issue date: 10.07.2023

Honarox 2 nikicumit npu HassHocTi CepTidikary siamosignocti Noe UA.TR.126 753 23 018 03/
Annex 2 is valid with Certificate of Conformity Ne UA.TR. 126 753 23 018 03

Cropinka 4 3 4

Mposynok Xotkesuqa Mhara, 24, micto Kuis, 02004, Yxpaiva - office@dmes.in.ua - www . gmes.in.ua -Ten: +38(044) 2274061
kg CAPTIOY 38187982 - nesrudikauitnuh HoMep Ipuanadenors oprany UA TR 128
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OPTAH 3 OUIHKK BIANOBIAHOCTI )
TOB «A0CHOHWA MEOWMYHWA LIEHTP CEPTU®IKALLHY
{DenmuchiKaUiGRUG HOMER NRUBKEYSHDRO opeany UA TR 128

Hakazw MinictepcTea exorROMIMHOIO poseuTry | Toprisni Yepainm
Big 08.03.2018 p. Ne320 Ta Big 11.12.2019 p. Ne723

CEPTU®IKAT BIANTOBIIHOCTI

Bupobanx/Manufacturer:

Anpeca/Address:

YaopHosakenui
HpeACTABHUK B YKpaini /
Authorized representative:

Hponmyxuis/Product.

Binnosinae Bumoram/
Conforms with requirements

of:
Hiponenypa Texuiumoro

pernamenty/Technical
regulation procedure:

Monarxosa indopmanin/
Additional information:

Huapexrop/
Director

Cropiuxa 1 34

Pimnenna/Decision: No 018-H5/03
Hara sunaui/Issue date: 10.07.2023

HuHaiCTs cepTuidicaty BLITOBIAHOCTI MOWHR DN
Ceprudixay 3aHsul 32 YMOBI HPOXOIKEHHS HOPI
The validity of the Certificate of Conformity can be ot
The certificate is valid subject to annual surveillance Gucl

Certificate of Conformity

Ne UA.TR.126 753 23 018 03

Zhejiang Hongyu Medical Commodity Co., LTD / YWiceysan
Xonew Medixan Kovmmooimi Ko.,JImo.

No.668 ChanHua Read, Fotang Town Industrial Functional
Area, 322002 Yiwu City, Zhejiang Province, PEOPLE'S
REPUBLIC OF CHINA/ No668 Inoyempianwna ghynxyionansua
sona micma Pyman Yanxya 322002, micmo Iy, nposinyis Ynceysan,
HAPOIIHA PECHYEJIIKA KHTAH

Tasapmma 3 ofMexenoo BixnosiansHicT JIEOH-GAPMD
[ “LEON-FARM> LLC

Vpaina, 65005, Onecexa obnacts, micro Oneca, Bymug
Kononiuna, 6ymmuok 3/ Ukraine, 650035, Odesa region, Odesa city,
Kolonichna street, building 3

ten. +38(048)7707377, Kon €IPTIOY 42115503

Crepunsni naacrupu 1a mos’s3ku / Sterile plasters and bandages

Hepenix menuunux BHpoOGiB 3a3mavenuii y Jlonarky Ne 1, mo €
HeB1 eMHOI0 YacTHHOIO 1iboro Ceprudixary sinosinxgocti /The list
of medical devices indicated in Annex 1 which is the integral part of
the Certificate of Conformity

TexnigHOro pernamMeHtTy HIOXO MEIMUHMX BUPOOIB (3aTBepaKeHuil
Hocranosoro KMY Bin 02 xostas 2013 poky Ne753) /Technical
regulation on medical devices (approved by Decrees of Cabinet of
Ministers of Ukraine Ne753 dated October 02, 2013)

Honatox 3 — zabezncueHns QYHKIHOHYBAHEA KOMIUIEKCHOT CHCTEMHU
YUPaBIIHHES 9KICTIO (6e3 nepesipku npoexty) / Annex 3 — ensuring of
Junctioning of full quality assurance system (without the design
exgmination)

Hepenixk supo0HEYMX RUTEHMUD BKasauuil y Jonatky 2, mio € HeBiL eMHOIO
qacTuHoO boro Ceprudikary signosinuocti / The list of production sites
indicated in Annex 2 which is integral part of the Certificate of Conformity.
Ceprugixar suzanmii  mHa samigy Cepradikaty  signosiznocti
NoUA.TR.126 753 18 018 02 (zara nepsunnoi ceprudirauii 10.07.2018) /
This Certificate issued to replace the Certificate of Conformity
NeUA.TR.126 753 18 018 02 {initial certification date 10.07.2018)

Hiticuanit 3/Effective date: 10.07.2023
Hiticuuit no/Expiry date: 09.07.2028

Anapiii YEKAJIH
Andrii CHEKALIN

§3 OUIHKHM BiZTICRIAROCTI.

rtification Body.

101358
BCTY EN ISOAEC 17068

Piposynog Xorreswqa Mrara, 24, v Kuig, 02184, Yipaina -~ office@dmos inua - www.dmosinua
Ten, +38{044) 2274081 - xop SAPHOY

38197982




Hoxarok 1/Annex 1
Ho Ceprudixaty BinmoBiznocri Ne UA.TR.126 753 23 018 03/
to Certificate of Conformity Ne UA.TR.126 753 23 018 03

Hepeuix Megnunux BupoobiB/List of medical devices

HailimenyBaHHSI MeAHYIHOTO HaiimenyBanHs MeIHYHOIO Kaac/ Kog 3a HK
Ne BHPOOY YKPaiHCHKOK MOBOK/ BUPOOY aHIilicbK0I0 MOBOIO/ (v,}mq 024:2023/
Product name in Ukrainian Product name in English T | GMDN Code
1 2 3 4 5
CrepunbHuit xipypriuauii niuactap | Sterile surgical plaster on non-
Ha HeTKaHi# ocHOBi «Jleomemy® woven basis «Leopad» ® I 34084
(po3mipmu: (dimensions:
Semx 7,5¢Mm Scm x 7.5cm
1 SeM X 9em 5cm x 9cm
9cMm x 10cem 9cm x 10cm
9cMm x 15¢cm 9cm x 15cm
9cm x 20cm 9cm x 20cm
9cMm x 25¢em 9cm x 25cm
9cM x 30cm) 9cm x 30cm) B
CrepuiipHUM Xipypriunuii mactip | Sterile surgical plaster on a
Ha TIpo30pil ocHOBI «Jleomem® transparent basis «Leopad» ® I 34084
(po3mipw: (dimensions:
Sem x 7,.5¢em Scm x 7,5¢cm
2 ScMm x 9em Scm x 9cm
9cMm x 10cm 9¢m x 10cm
9cMm x 15¢m 9cm x 15¢cm
9cm x 20cm 9cm x 20cm
9cm x 25¢m) 9cm x 25cm)
Crepunennii Xipypriuauit riactup | Sterile surgical plaster on non-
Ha HEeTKaHI{ OCHOBI 3 lIOHAMM woven basis with silver ions [ 34084
cpibna «Jleomem»® «Leopad» ®
(po3mipwu: (dimensions:
S5eM x 7,5eMm Scm x 7,5¢cm
3 SeMm x 9em Sem x 9em
9ceMm x 10cem 9c¢m x 10cm
9cm x 15cMm 9¢cm x 15cm
9cMm x 20cMm 9c¢m x 20cm
9cMm x 25¢m 9cm x 25cm
9cM x 30cm) 9c¢m x 30cm)
Crepunbaumii Xipypriuamii mwiactup | Sterile surgical plaster on non-
4 Ha HeTKaHiit ocHoBi «JIeomepm» ® | woven basis «Leodermy ® I 44990
(po3mipu: (dimensions:
7,2¢cM x 10cM; 8cM X 6¢M) 7,2cm x 10cm; 8cm x 6¢cm)
CrepwipHuii Xipypriusuit miactup | Sterile surgical plaster on non-
5 Ha Ipo3opiit ocuosi «Jleomepm» ® | woven basis «Leodermy ® I 44990
(po3mipu: (dimensions:
7,2cM x 10cM; 8cM X 6¢Mm) 7,2cm X 10cm; 8cm X 6¢cm)
CrepunpHUii rimoanepreHHumit Sterile hypoallergenic eye plaster on
6 OYHHI IIJIACTHP HA HETKAHi¥M OCHOBI | non-woven basis «Leobant I 44990

«Jleobant Afi-ITem» ®
(poamipu: 57mm x 82Mm)

Eye-Pad» ®
(dimensions: 57mm x 82mm)

Cropinka 2 3 4
Mposynox Xotresuda Muata, 24, micto Keia, 02094, Yepaina - office®@dmes.in.ua - www . dmes.in.ua -ten: +38(044) 2274081

kop ©APTIOY 38107962 - lnentudikauifinnih HOMEPD NpuaHaueHoro oprady UA TR.126




Jonarox 1/4nnex 1

Jo Ceprudixary BignoBiznocti Ne UA.TR.126 753 23 018 03/

to Certificate of Conformity Ne UA.TR.126 753 23 018 03
Ilepenix megmannx BUPOOiB/List of medical devices

CrepritbHUH TiMPOKOTOIIHIIMA

Sterile hydrocolloidal surgical

Xipypriyuuii miacTup plaster

(po3wmipu: (dimensions: 43186
Sem x Sem 5cm x Scm

7,.5¢cm x 7,5¢m 7.5cm x 7.5cm

10cMm x 10cm 10cm x 10em

15eMm x 15em
15cMm x 20eMm

15¢cm x 15cm
15¢m x 20cm

20cMm x 20cMm 20cm x 20 cm
8cm x 12¢Mm 8cm x 12cm
5cM x 7,5¢m S5cmx 7.5¢cm
SeM x 9em Scem x 9cm
15em x 18cMm 15cm x 18cm
Semx 10 cMm 5cm x 10cm
Sem x 15¢m S5cm x 15cm
Sem x 20em S5cm x 20cm
2,1lecM x 6,1cMm 2.lecmx 6.1cm
2,6 cMx 7,8¢cMm 2.6cm x 7.8cm
2,7cM x 8,5¢m 2.7cm x 8.5cm
3,2cMm X 9eMm 3.2cm x 9cm
3,9cM x 9,1eMm 3.9cmx 9,1cm
2,8¢cMm x 4,6cMm 2.8cm x 4.6cm

3,7¢M X 5.5¢Mm
4,4cMm x 6,9cMm

3.7cm x 5.5cm
4.4cm x 6.9cm

2,8¢cM x 6,9cMm 2.8cm x 6.9cm

1,5cm x 5,0 cm 1.5cm x 5.0cm

2,0cM X 6,0 cm 2.0cm x 6.0cm

2,5¢M X 6,5 cM)
Jupextop/ Anapiit YEKAJITH
Director Andrii CHEKALIN

P

HNara Bunaqi/Issue date: 10.0

7.53623

Homnartok 1 nifichwit npu HasBHOCTi CepTHdikaty Binmosianocti Ne UA.TR.126 753 23 018 03/
Annex 1 is valid with Certificate of Conformity Ne UA.TR.126 753 23 018 03

Cropinka 3 34
Mposynox Xotresuya Muata, 2A, micto Kiie, 02084, Yepaina - office@dmes.in.ua - www.dmes.in.ua -ten: +38(044) 2274061

ko €APNIOY 38197962 - inenTwdikauifnui HOMED NPUIHEYEHOr oprany UA TR 128




Hoparok 2/Annex 2
Jo Ceprudikaty Bignosinaocri Ne UA.TR.126 753 23 018 03/
to Certificate of Conformity Ne UA.TR.126 753 23 018 03

Hepenix Bupobamunx ginbHENL/ List of production sites

Zhejiang Hongyu Medical Commeodity Co., LTD / Ynceysan Xownzio Meouxan Kommooimi
Ko., /Imo (No.668 ChanHua Road, Fotang Town Industrial Functional Area, 322002
Yiwu City, Zhejiang Province, PEOPLE'S REPUBLIC OF CHINA/ No668
Inoycmpianvna gynxyionansna sona micma @yman Yanxya 322002, micmo Iy, nposinyian
Unnceysan, HAPOIJHA PECITYBJIIKA KHTAH)

\~" Anapiii YEKAJIIH
Andrii CHEKALIN

HAupexrop/
Director

Hara Bunaui/Issue date: 10.07.2023

Honarox 2 nikicumit npu HassHocTi CepTidikary siamosignocti Noe UA.TR.126 753 23 018 03/
Annex 2 is valid with Certificate of Conformity Ne UA.TR. 126 753 23 018 03

Cropinka 4 3 4

Mposynok Xotkesuqa Mhara, 24, micto Kuis, 02004, Yxpaiva - office@dmes.in.ua - www . gmes.in.ua -Ten: +38(044) 2274061
kg CAPTIOY 38187982 - nesrudikauitnuh HoMep Ipuanadenors oprany UA TR 128
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