JAEKJIAPALISA ITPO BIANMOBIZAHICTD
TEXHUYHOMY PEI'JTAMEHTY IOJA0 MEAUYHHUX BUPOBIB

Bupobuuk: TOB «MEJIKO-IHCTPYMEH TAJIBHUH 3ABOJ — MEJIAITAPAT),
Ykpaina, 67700, Ooecvoka 061., m. Binzopoo-/InicmpoecvKuil,
evi1. Masakoecovkozo, 59, koo EAPIIOY 31411528

(Ha3Ba Ta Micue3HaxOAKeHHA BUPOOHHKA)

B 0co6i aupektopa TOB «MEJIKO-IHCTPYMEHTAJIbHHH 3ABOJ —
MEJAIIAPATy» I20pa Bikmoposuua Koneiiuyka

MiATBEPUKYE, 10 BUpoOH MeauyHi: CrepuizaTopu nosiTpsini: I'T-10, I'TI-20, I'TI-40,
I'T1-80, I'T1-100, I'T1-160, I'T1-320, I'TI-320 aBoaBepwuii, [III-320,
I'TIA-320 aBoaBepHuii, I'T1-640, I'TIA-640, I'TIA-1300 kox AKIIIT 32.50.12-00.00

(na3sa mpoaykuif)

Kiac pusuky: 110

aki BUrotoBasoThess  TOB «Meniko-iHcTpyMeHTaAbHUI 3aBoa — Meaanaparty,
Ykpaina, 67700, Onecbka 00.1., M. Biiropoa-/IHicTpoBchbKHif,
BYJI. MasikoBCbKOro, 59, ko0 EAPIIOY 31411528

(Ha3Ba Ta Micue3HaxoDkeHHS BUPOOHHKa)
azpecd BUpOOHMYMX MaliJaH4yuKiB: YKpaina, 67700, Opecbka 00.., M. Biaropoa-
JduicTpoBcbkuii, ByJ1. MasikoBcbkoro, 59

BiangeinawTe Bumoram TexuiuyHoro persiameHTy w040 MeAHYHHX BHPOOIB,
3aTBepaxeHoro Ilocranosor Kabinery MinicTpis Ykpainu Bix 02.10.2013 Ne753.

Hexnapauiio ckiadeno Ha niocmagi:

1. Ceprudikar Ha cucreMy ynpapiiHHs skicTio BianosiaHo Bumor JCTY EN ISO
13485:2018 «Meanuri Bupobu. Cucrema ynpapiiHHS SKiCTIO. BUMOTH 10 peryioBanHs»;
EN ISO 13485:2016 (ISO 13485:2016, idt) “Medical devices — Quality management
systems — Requirements for regulatory purposes™, Bix 29.02.2024 p., ynHHMH /10
28.02.2027 p.

2. Ceprudikar ignosigsocti Ne UA.TR.002.CB.3484 — 24 Bix 01.04.2024p., unnnuii
no 31.03.2029 p. mopo 3abe3neyeHHs (GYHKIIOHYBAHHS KOMIIJIEKCHOI CHCTEMH
YIPaBJIIHHSA AKICTIO BUMOraM TeXHIUHOro periaMeHTy 1010 MeAMYHUX BUPOOiB.

Cepmudpixamu  euoano JI1 «Xapkiecokum pezioHanbHuUM HAYKOGO-8UPOOHUYUM
UeHmpom cmanoapmusayii, mempoanozii ma cepmudpixauiin, Yxpaina, 61002,

Mm. Xapkie, eyn. Muponocuyvka, 36, (amecmamu akpeoumauyii NelQ119 ma Ne80072),
men./paxc (057)700-37-02 (nomep npusnayenozo opzany Ne UA.TR.002).

BianoBigaabHICTh 3a JOCTOBIPHICTh HaAaHOT iHGOpMaLlil Hece BUPOOHUK:

e Koneituyk Irop BikropoBuu
JupekTop T (TIIE)
Bin 01.04.2024 poky aie 1o 31.03.2029 poky
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