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JEKJAPAIIIS ITPO BINOBIIHICTH
Ne UA.TR.MD.05-24

et/ . i : &
“ M / 1. O6’exr nexnapauii:_Anapar Aasi HH3LKOYACTOTHOI MarHiToTepanii noprarusunii ME/IITOH
¥, i1
- i ;'” 2 HaiimeHyBaHHs Ta aapeca BUpoOHHKa: ToBapucTBO 3 06MexeHo0 BianosinaabuicTio «HoBaTopy,
| i, ByJI. TepHonminbcbka, 17, M. XmeabHuubKHii, 29018

0

- 3. La mexnapauis npo BiTIOBIIHICTh BUAAHA ITiJ] BUKJIFOYHY BiATOBIAAIBHICTS BUPOOHMKA.

4.06’exT nexnaparii BiAMOBIAAE BHMOraM Bi/INOBIIHMX TEXHIYHUX PETJIAMEHTIB:
- TexHiuyHOMY periaMeHTy 100 MeAHYHHX BHPOGIB, 3aTBEP/I?KEHOI0 IOCTAHOBOI)
KaGinery MinicrpiB Ykpainu Ne753 Bix 02.10.2013 p.;

5. IlocunanHs Ha BiANOBIIHI CTAHAAPTH, BKIIOUEHI 0 NEPEiKy HALIOHAIBHMX CTAHAAPTIB, IO Oyiu
3aCTOCOBaHI (i3 3a3HAYEHHAM AT BUAAHHA CTAHIAPTIB) CTOCOBHO AKMX JEKJIAPYEThCS BiAMOBIIHICTD:
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, 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 Ilpusnauenwii opran y pasi sanyuenus: OC «CEPT ACY» TOB «CEIL ACY», Ne UA.TR.130
. (na3Ba, izeHTH(IKALIHHKIE HOMED)

TIPOBIB OUIHKY TA CXBAJIEHHS CHCTEMH YIPABJIIHHA SIKICTIO 3riano 3 Jlonatikom 3 g0 Texniunoro

DPErIAMEHTY 010 MeAnYHHX BUPoGiB «IlopsioK npoBeAeHHs NPOLEaYPH 3a0e3neYeHHs

GyHKIOHYBAHHS KOMILIEKCHOT CHCTEMH YIIPABJIIHHS AKICTION

(omHc 3aBaaHb)
1 Buzas ceprudikar sianosigaocti: UA.TR 130.1937-24 3 Tepminom xaii 10 02.10.2029 p.

see

7 HMonatkosd iHpopMaliis: TeXHIYHA JOKYMEHTAWisl, KA € I0KA30B010 623010 BiANOBIIHOCTI NpoAYK
BHMOIraM TeXHIYHOI0 perjiaMeH 010 MeAMYHHX BHPOOIB 30epiraerbes Ha TOB “Hosatop”
BYJI. TepHomijibebka, 17, M. XmMeabHunbKHii

IMTigrmucano Bix imesi TOB «HoBaTopy m. Xmeabuunbkuii, 03 mosTas 2024 p.
(Micue Ta AaTa BUAAHHA)
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Mupextop TOB «HoBatop» Ouaena Kypra

BIAaCHE IM 51 Ta MPI3BUINE
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