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T HaiimeHnyBaHHA Ta agpeca BUPOOHMKA!
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JEKJIAPAIIA ITPO BIINOBIIHICTD
Ne UA.TR.MD.022-22

Jdepxasne ninnpruemcreo «HoBaropy, By TepHominbenka, 17, M. Xmensannbkuid, 29018

3. Lis nexmapatiisi po BiATIOBIAHICT BH/IAHA i/ BUKIFOYHY BiAIIOBIJAIBHICTh BUPOOHMKA.

4.00’ext fexnapaiyi BiiNoOBijac BEMOTaM BiTIOBITHAX TEXHIYHUX PETJIAMEHTIB:
- TexHiyHOMY perjiaMeHTYy 00 MEAUIHHX BHPOOiB, 3aTBEPI’KEHOT0 OCTAHOBOIO
KaoGinery MinicrpiB Ykpainu Ne753 Big 02.10.2013 p.;

5. locunanHa Ha BIATIOBIHI CTAHAAPTH, BKIIFOYEHI [0 MIEPENiKY HAIOHATEHUX CTAHAAPTIB, MO Oyiu
3aCTOCOBaHI (i3 3a3HAYCHHAM /AT BUAAHHSA CTaHJApPTIB) CTOCOBHO SKHUX JCKJIAPYETHCS BiAIIOBIIHICTb:

JCTY EN ISO 13485:2018, ACTY EN ISO 14971:2015, ACTY EN ISO 15223-1:2018,

| | ACTY EN 1041:2019, 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 ISO 10993-1:2015,

6. [Ipy3HaveHuii opraH y pasi 3anyueHHS:
Opras 3 oninky Bianosianocrti 1YO «Iloxitexmen», inenrudikaniiinmii Noe UA.TR.101
(na3Ba, ixeHTH}IKaMIHAMI HOMED)
TIPOBIB @ T2 CXBAJICHHY CHCTEMH aBJIiHHg gxicrio 3rigno 3 lonarxem 3 no Texniunere
~ peryiaMeHTy moAoe MeanyHuxX BHPoOiB «Ilopaiok nposeeHHsI NpoNeaypH 3ade3neyeHHs
i0HYBaHHA KOMILIEKCHOI CHCTeMH VIIPABJIIHHA SIKICTION
(omuc 3aBaaHb)

17| i Bunas cepruixar simmosimocti;UA.101.MD.3.0127-22.00 3 Tepmisom aii 1o 28.06.2027 p.

7. lonatkoBa iH(pOpMALlii: TeXHITHA JOKYMEHTALIs, SIKA € A0K230B010 623010 BiANOBIIHOCTI NpoxyKILil

BHMOraM TeXHIYHOI0 persiaMeHTy HIo/i0 MeIHYHUX BHPOOGIB 30epiractoca na /Il “Hosartop”,
BYJ. Tepronminbebka, 17, M. XMeTbHAIBKAHA

v

" [ligmucano Bix iMeHi Ta 33 nopyueHasm 11 «HoBatopy M. Xmensuwuimkuii, 29 yepsrs 2022p.
(micue Ta zaTa BUAAHHSN)

CaictyHoB OJekciii CeprifioBny, JupeKTop £§~

{opisBuime, im’s Ta no GaTbKOBI, TIOCAaAa) &
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