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TOB «JOCHIOHUN MEOUYHUA LIEHTP CEPTU®DIKALIlT»

I0eHmucpikayitiHut Homep npusHadeHo20 opaaHy UA.TR.126

Hakasn MiHicTepcTBa ekoHOMIYHOro Po3BUTKY i TopriBni YkpaiHu
Big 06.03.2018 p. Ne320 Ta Bi,q% 1.12.% % i

AOCTIAHWN MEANYHINA

CEPTUDIKAL Il

19 p. Ne723 =

CEPTUDIKAT BIANNOBIAHOCTI
Certificate of Conformity
Ne UA.TR.126 753 25 132 02

Bupoouux/Manufacturer:  TosapucTBO 3 06Me:KkeHOI0 BianoBifaabuicTio «Opaemay

Anpeca/Address: 02068, m. KuiB, Bys. I'puropenka, 33/44
Ten. (044) 570 07 59; ordema@ukr.net
Kox €JIPTIOY 32304923

Iponyxnis/Product: Je3indexuiiini 3acodn

Ilepenix Meauunux BUpoOiB 3asHadeHui y Jlomatky 1, 0 € HEBiI' €EMHOIO
yactunoro nporo Ceprudikary BiamosinHocti /The list of medical devices
indicated in Annex 1 which is the integral part of the Certificate of
Conformity
Binnmosinae Bumoram/ TexHIUHOro perjiaMeHTy II0J0 MEIUYHHUX BHUPOOIB (3aTBEPIKCHHUM
Conforms with requirements Tloctanosoro KMY Bin 02 sxosras 2013 poxy Ne753) /Technical
regulation on medical devices (approved by Decrees of Cabinet of

of:

Ministers of Ukraine Ne753 dated October 02, 2013)
IIpoueaypa Texniunoro Jonarok 3 (6e3 mn. 8-11) — Ilopanmoxk mpoBEACHHS NpoUerypu
peraamenty/Technical 3a0e3neueHHsl  (YHKIIOHYBAHHS KOMIUICKCHOI CHCTEMH YIIpaBJIiHHS
regulation procedure: saxicTio/ Annex 3 (except p. 8-11) - Procedure for conducting the procedure

for ensuring the functioning of the integrated quality management system

JoaaTkoBa ingopmanis/ [lepenik  BHPOOHHUHX AinbHUIL BKasaHumi y Jlomatky 2, WO £
Additional information: HeBi eMHOI0 uacTHHOIO 1boro Ceprudikary simmosiguocti/The list of
production sites indicated in Annex 2 which is the integral part of the

Certificate of Conformity.

Pimenns/Decision: Ne 132-01/02 ; Hicumii 3/Effective date: 12.05.2025‘
Jara ujgaui/Issue date: 12.05.2025 - Ti#icauit go/Expiry date: 11.05.2030

Annpiii YEKAJITH

Hupexrtop/
*Andrii CHEKALIN

Director

Jlns upoGis 111 kaacy 060’ s3kosum € CepTudikar nepesipku npoexty/ For Class 11 products, a Design Examination Certificate is required

Jlns BupoGis 116 Ta 111 knacy 0608 s3kosum ¢ Ceprrdikar nepesipki tuny (npu sactocysanni npoueaypn Jloaarky 5 abo [onarky 6)/ For Class 11b and
Class 111 products, a Type Examination Certificate is required (Annex 5 or Annex 6 procedure)

Jlns BupoGis 116 knacy 06os si3kosum € CepTudikat nepesipku THiy (pH 3actocyBaHi npoueaypu Joxarky 7)/
For Class I1b products, a Type Examination Certificate is required (Annex 7 procedure)

UnnHicTs cepTH(IKaTy BIANOBIOCTI MOKIA NCPEBIPUTH, 3BEPHYBLIHCH 110 OPraiy 3 OLiHKH Bi/INOBiAHOCTI.
CepTH(ikaT unHHMi 33 YMOBH MPOXOLKCHHS HOPIUHOTO HArIAL0BOrO ayAUTY /

The validity of the Certificate of Conformity can be checked by contacting Certification Body.

The certificate is valid subject to annual surveillance audit.

Cropinka 133

10315
Ceprudikauis npoayKuii

lMposynok XoTtkesuya MHaTa, 2A, m. Kuis, 02094, YkpaiHa . office@dmcs.in.ua - www.dmcs.in.ua
Ten. +38(044) 2274061 - kog €OPIOY 38197962



Jonatok 1/Annex 1

o Ceprudikary Bimmosignocti Ne UA.TR.126 753 25 132 02/ (TP CEPTU®GIKALIT

to Certificate of Conformity Ne UA.TR.126 753 25 132 02
IMepenix mexuunnx BUpo6iB/List of medical devices

JOCTIAHWA MEANYHI

HaiiMeHyBaHHSI MEAHYHOI0 BUPOOY YKPATHCHKOIO Knac/ Kox 3a HK
Ne moBoo/ Product name in Ukrainian Class 024:2023/GMDN
Code
1 2 3 4
L. bioHoJ-cent JIE] 47631
5 Jle3anon codr [Ta 58077
] cepBeTKH JIe3iHDiKyroul
Bionon cunyp C [la 58077
3. cepBeTKH Je3iH(DiKyI04i YHIBepcalbHi
4. bioHon-6akrepuug Ila 47631
5. bionoxa cundpyp M la 47631
6. Bionon cundyp Ila 47631
7 bionos cuiidyp C renp ITa 47631
8. bionoa cuigpyp C [Ta 47631
9. Jle3aHou1 exo IIb 61619
10. bioHoJ dopre I1b 47631
11. BioHoxn ITb 47631
12, Jlezanon I1b 47631
13. Jle3aHos oKco IIb 44835
14. Jlezanon M IIb 40579
13 JlezaHou1 excTpa I1b 47631
16. JlezaHou1 xJiop IIb 47631
17. Jlezanon codpt IIb 47631
HdupexTop/ Anppiii YUEKAJIIH
Director Andrii CHEKALIN

Jlonarok | aiticuuii npu Hassrocti Ceprudikaty Binnosianocti Ne UA.TR. 126 753 25 132 02/
Annex 1 is valid with Certificate of Conformity Ne UA.TR.126 753 25 132 02

Cropinka 233
Mposynok XoTkesuda MHata, 2A, Kuis, 02094, YkpaiHa - office@dmcs.in.ua - www.dmgcs.in.ua -Ten: +38(044) 2274061
ko EJPMNOY 38197962 - lneHTvdiKaLiiHUi HOMEp NPpUsHa4EHOro opraxy UA.TR.126




Honatok 2/Annex 2

Jlo Ceprudixary sixnosigaocti Ne UA. TR.126 753 25 132 02/ LIEHTR CEPTU®DIKALII
to Certificate of Conformity Ne UA.TR.126 753 25 132 02 —

[epenik Bupo6HuunX AiIbHULL/ List of production sites

OCIIILHAA MEOUHHAA
TR CEF I

1. ToBapucTBO 3 0OMEKEHOIO BiIMOBiIAIBHICTIO «Opiemar
07400, m. Bposapwu, 6yi1. Hezanexnocti. 53/4, Ykpaina

Anapiii YEKAJITH

HupexTop/
Andrii CHEKALIN

Director

ineHTUdIKEUIliHMA koA

38197962

Hara Bunaui/lssue date: 12.05.2025

Jlonatok 2 ailicHuii npy HassHocTi CepTuoikaty Bianmosiaxocti Ne UA.TR.126 753 25 132 02/
Annex 2 is valid with Certificate of Conformity Ne UA.TR.126 753 25 132 02

Cropinka 333 )
Mposynok XoTkesuda [HaTa, 2A, Kuis, 02094, YkpaiHa - office@dmcs.in.ua - www.dmcs.in.ua -ten: +38(044) 2274061

kon EAPIMOY 38197962 - |neHTUdDikaLinHWit HOMEp MPU3HA4EHOro opraHy UA.TR.126




