NEKJIAPALUS ITPO BIMOBIIHICTD
TEXHUYHOMY PEI'JIAMEHTY OO MEJIMYHUX BUPOBIB

Bupobuuk: TOB «MEQIR'O—IHCTPYMEHTAJTLHHIZ‘ 3ABOA — MEJAITAPAT»,

Ykpaina, 67700, Qdecvka 001., M. binzopoo-/InicmposcoKui, 6y.
Maskoecvkozo, 59, koo EAPIIOY 31411528

(Ha3Ba Ta MiCLIe3HAXOIKEHHA BUPOOHHKA)

B 0co0i nqupektopa TOB «<MEAIKO-IHCTPYMEH TAJTBHHH 3ABO/T -
MEJIAIIAPAT» Izopa Bikmopoeuua Koneiiuyka

niATBEpIKY€, 1o Bupobu MeanyHi: TepmocraTu cyxonosiTpsini TC, TCO:
TC-20,TC-50, TC-80, TC-160, TC-320, TCO=50, TCO-80, TCO-160, TCO-320
koa JAKIIII 26.51.70-15.00

Ki1ac pusuky: 1

siki BUroTOBAMIOTECA TOB « MEJIKO-IHCTPYMEHTAJIbHUH 34BOJI -
MEJIAITAPAT), Ykpaina, 67700, Qdecvka 00.4., m. birzopod-AnicmpogcoKkul,
eyi. Maakoscbkoz2o, 59, koo EJAPIIOY 31411528

Miclie BUpOOHUITBA (BUPOGHHYI NOTYXkKHOCTI): YKpaina, 67700, Oxecbka 00.1.,

m. Biaropoa-/InicTpoBcbKuii, BYJl. MasikoBCLKOr0, 59

BiAnoBizaTs BHMoram TexHIYHOro perJiaMeHTy LIOA0 MeAHYHHX BHPOOiB, AKHH
saTeepaxkeno [ocranosor Kabinery MiunicTpie Ykpainu Bin 02.10.2013p. Ne753

exnapauiro cknadeno na niocmasi:
1.  Ceprudikar Ha cucTeMy ymnpaBiiHHA skicTio Biamosiano sumor JICTY EN ISO
13485:2018 «Meauuni Bupo6u. Cucrema ynpapiiHHs SKICTIO. BUMOr# 110 peryiroBaHHs .
EN ISO 13485:2016 (ISO 13485:2016, idt) “Medical devices — Quality management
systems — Requirements for regulatory purposes”, Bix 29.02.2024 p., UiHHUH 10
28.02.2027 p.
Cepmudpixam euoano JII «Xapkiecbkum pezioHanbHUM HAYKOB0-8UPODHUYUM
UeHmpom cmanoapmusayii, memponozii ma cepmudikauiiy, Ykpaina, 61002,
M. Xapkie, eya. MupoHocuybpka, 36, (amecmam aKpeoumauii NelO119),
men./paxce (057)700-37-02 (Homep npU3HA4EHOZ0 OP2AHy Ne UA.TR.002).

BiAMOBiabHICTS 32 10CTOBIPHICTh HAaHOT iH(pOpMALLii Hece BUPOOHNK:
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