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JAEKJTAPALS IPO BUIMOBLIHICTD
Ne UA.TR.MD.04-24
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i ( 1. O6’ext nexnapauii:_Anapart Ajsi HA3bKOYACTOTHOT MarHiTorepanii nopratusauii MAI™ 30-4-01
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o -‘ ~ 12 Haiimenysanus Ta anpeca BupoGHuKka: ToBapHcTBO 3 06Mexenoio Binnosinaasuicio «Hosaropy,
. 1| Bya. Tepuoninbenka, 17, M. Xmeapaunbkuii, 29018
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1" 3. Lla nexnapauis npo BiTIOBIAHICTh BHAAHA IT/] BUKIIOYHY BiIIOBIIaIbHICTh BAPOOHHUKA.
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e 4.06’exT Aexapalyi BIANOBIA€ BMMOraM BiIIOBIHMX TEXHIYHUX PETIAMEHTIB:
- TexHiYyHOMY perjaMeHTy U010 MeIHYHHX BHPOGIB, 3aTBEP/IXKEHOTO IIOCTAHOBOIO
Kab6inery MinicTpiB Ykpainu Ne753 Big 02.10.2013 p.;
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5. INocunanns Ha BiATOBIAHI CTAHIAPTH, BKJIIOYEHI 10 TEPENiKy HALOHAIBHUX CTAHAAPTIB, WO OyH
3aCTOCOBAHI (i3 3a3HAYCHHSAM AAT BUJAHHS CTAHIAAPTIB) CTOCOBHO AKHX AEKIAPYETHCS BiAOBIIHICTS:
ACTY EN ISO 13485:2018, ICTY EN 60601-1:2015, ICTY EN 60601-1-2:2015,
ACTY EN 60601-1-6:2015, ICTY EN 60601-1-11:2015, JICTY EN 1041:2019,
ACTY EN ISO 15223-1:2018, ACTY EN ISO 10993-1:2015, ICTY EN ISO 14155:2015
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6 IlpusHayenuii opran y pasi sanydyenns: OC «CEPT ACY» TOB «CEIL ACY», Ne UA.TR.130
. (Ha3Ba, ineHTH(IKALIHHIA HOMED)

NPOBIB OUIHKY TAa CXBAJICHHSI CHCTEMH YIIPABJIiHHA AKiCTIO 3rinHo 3 [lonatkom 3 no TexHiunoro

DerIaMeHTy o0 MeanYHuX BHPoOiB «Ilopsiaok npoBeaeHHs MPoLeaYPH 3a0e3redeHHs

$YHKIIOHYBAHHS KOMILIEKCHOT CHCTEMH YIPABJIIHHS SKICTION

(ormvc 3aBgaHb)

i BunaB ceprudikar signosigrocti: UA.TR 130.1937-24 3 Tepminom xii 10 02.10.2029 p.
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7 Honarkosd iHpopMallis: TeXHIYHA JOKYMEHTALs, KA € X0KA30B0I0 §a3010 BiINOBIAHOCTI NpoAYKILil
BHMOraM TeXHI9HOI0 PerjaMeHTy 1010 MeIHIHHX BHPOGIB 30epiraerbest na TOB “Hosarop”,
ByJI. TepHominbebka, 17, M. XmeTbHHILKHTA
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[Minmucano Bix imeni TOB «HoBatop» m. Xmeabunubknii, 03 xosTas 2024 p.

(Micue Ta gaTa BUAAHHSA)
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