AEKJIAPALLISA ITPO BIINTOBIAHICTD
TEXHUYHOMY PEI'JIAMEHTY IIOA0O MEAWYHUX BUPOEBIB

BupoGuuk: TOB «MEJIKO-IHCTPYMEHTAIbBHUH 34ABO/ — MEJTAITAPATy,

Ykpaina, 67700, Qoecvka 06a., m. bineopod-/Anicmposcoxuil,
eyn. Mankoéecvko20, 59, koo EJAPIIOY 31411528

(Ha3pa Ta MicLe3HaxoLKeHHs BUPOGHHMKA)

B 0c06i upektopa TOB « MEJIKO-IHCTPYMEHTATIBHUH 3ABOJ] —

MEJAIIAPATy Izopa Bikmopoeuua Konetiuyka

MiATBEPKYE, 110 BUpobu meanyni: CTepuaizaTopu noirpsini: I'T1-10, I'T1-20, I'TI-40,
I'TI-80, I'T1-100, I'TI-160, I'TI-320, I'TI-320 aBoaBepHuii, I'TII-320,

I'TIJ1-320 aBoasepumii, I'MI-640, I'TIA-640, I'TIA-1300 xox AKIIIT 32.50.12-00.00

(Ha3pa npoaykuir)

Knac pusuky: 116
Akl BHroTOBJIAIOTECE TOB «Meaiko-iHCTpyMeHTaJbHHIT 3aBon — Mexanapar,

Ykpaiua, 67700, Onecbka 00.1., M. Biniropoa-/InicTpoBchKHif,
BY.J1. MasikoBCbKOI0, 59, koo EAPIIOY 31411528

(Ha3pa Ta MicLie3HAXOIKEeHHA BUPOOHHKA)
aapecd BMpOOHMYMX MailaaHuukiB: Ykpaina, 67700, Onpecbka 06.., m. Biaropoa-
JIHicTpoBCchLKHI, BYJ1. MasiKkoBCbKOTI0, 59

BiangsinawoTe BHMoram TexniuHOro periameHTy W00 MeIHYHHX BHPOOIB,
saTBepaKeHoro Ilocranosor Kabinery MinictpiB ¥Ykpainu Bix 02.10.2013 Ne753.

Hexknapauyiro ckradeno na niocmasi:

1. Ceprudikar Ha cucTeMy ympaBiliHHA sKicTio Biamosizxo Bumor JICTY EN ISO
13485:2018 «Meanuni Bupobu. Cucrema ynpasiiHHsS AKicTIO. BUMOrd 10 peryioBaHHs»;
EN ISO 13485:2016 (ISO 13485:2016, idt) “Medical devices — Quality management
systems — Requirements for regulatory purposes”, Bix 29.02.2024 p., unnHuii 10
28.02.2027 p.

2. Ceprudikar BianosigHocti Ne UA. TR.002.CB.3484 — 24 8ig 01.04.2024p., unuumuii
no 31.03.2029 p. moxo 3alesnedeHHs (YHKIUIOHYBAaHHS KOMIUIGKCHOI CHCTEMH
YIpPaBIIiHHA AKICTIO BAMOraM TeXHIUHOro perjnamMeHTy 1oA0 MEIHYHUX BUPOGIB.

Cepmugpikamu  eudano I «Xapkiecokum pe2ioHANbHUM HAYK0BO-8UPOOHUY UM
UeHmpom cmanoapmusauii, memponozii ma cepmugpixauiin, Yxpaina, 61002,

M. Xapkis, eyn. Muponocuuwska, 36, (amecmamu axkpeoumauii NelO119 ma Ne80072),
men./(harc (057)700-37-02 (nomep npuznauenozo opzany Ne UA.TR.002).

BianoBinaisHicTh 3a 10CTOBIpHICTE HanaHoi iHdopMallii Hece BHPOOHNK:

,/LH/&); S .
/ Mg Koneituyk Irop BiktopoBuy

Jupektop o — )

Biax 01.04.2024 poky Aaie 1o 31.03.2029 poky
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