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HEKJIAPALISA ITPO BIANTOBIIHICTD
Ne UA.TR.MD.08-24
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"/ 1. O6’ext nexnapauii: AapaT JiKyBaJbHUH iMIyJIbCHUM MarHiTHum nojem AJIIMII-1M b,

i
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_;’:2 HatimenyBanHs Ta agpeca BupoOHHKa: ToBapucTBO 3 00MexkeH0I0 BinnoBixaabHicTio «HoBaTopy,
ByJ1. TepHoninbebka, 17, M. XmeabHunbknii, 29018
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3. s nexnapatiist Ipo BiATOBIAHICTs BUAAHA I1iJ BUKIIOYHY BiAIOBIAAIbHICT BUPOOHHUKA. A
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- 4.06’€eKT Aex1apallii BiANOBIZA€ BUMOTaM Bi/IIOBITHMAX TEXHIYHUX PeraMEHTIB:
- TexHi4HOMY perjaMeHTy 00 MeAHYHHX BHPOGIB, 3aTBEP/IXKEHOT0 IOCTAHOBOIQ
KaGinery MinicTpiB Ykpainu Ne753 Bix 02.10.2013 p.;
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5. IocunaHusa Ha BIANOBIAHI CTAHAAPTH, BKIFOYEHI J0 NMEPENiKy HALIOHAJBHUX CTAHAAPTIB, WO Oyiu
3acTOCOBAaHI (i3 3a3HAYEHHAM JaT BUAAHHSA CTAHAAPTIB) CTOCOBHO SKHX AEKJIAPYETHCS BiATIOBIAHICTE:
JCTY EN ISO 13485:2018, ACTY EN 60601-1:2015, AICTY EN 60601-1-2:2015,

ACTY EN 60601-1-6:2015, ICTY EN 60601-1-11:2015, ICTY EN 1041:2019,
ACTY EN ISO 15223-1:2018, ICTY EN ISO 10993-1:2015, ACTY EN ISO 14155:2015
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6 ITpusnayenuii oprau y pasi sanydenns: OC «CEPT ACY» TOB «CEIL ACY», Ne UA.TR.130
. (rHa3Ba, iqeHTHOIKALIHHUI HOMED)

NPOBIB OLIHKY Ta CXBAJEHHS CHCTEMH YIIPABJIIHHS AKicTIO 3rinHo 3 [lonatkom 3 10 TexHiunoro

perjamMeHTy moa0 meaudHux Bupodis «Ilopsiok npoBeaeHHs npoueaypu 3a0e3nedeHHst

¢yHKIiOHYBAHHS KOMIIIEKCHOI CHCTEMH YIIPABIIHHA AKICTION

(ormuc 3aBaaHb)

i Bunas ceprudikar signosignocti: UA.TR 130.1937-24 3 tepminom aii a0 02.10.2029 p.
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7 Jonarkosd iHpopMmaliis: TeXHiUHA JOKYMEHTALfl, IKA € I0KA30B010 623010 BiINOBIAHOCTI PO ii
BHMOI'aM TeXHI9YHOIr0 perjiamMeH 010 MeTMIHHX BHPOOiB 30epiracrhest Ha TOB “Hosarop”
BYJ/L TepHomiibcbka, 17, M. XMeabHHIbLKHH
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- k : | Tliamacaro Bin imeni TOB «Hosatop» M. XmenbHaubkuit, 03 xkosTas 2024 p.

e |- (Micue Ta 1aTa BHAAHHS)
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Ouaena Kypra
(BracHe iM’s1 Ta Pi3BULIE)
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