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JNEKJIAPAIIA ITPO BIIHOBITHICTD
Ne UA.TR.MD.008-22

2. HaiiMenyBaHHs Ta afpeca BUPOOHUKaA:
Jlepxasue ninnpuemcreo «HoBaTopy, ByJl. Tepuoninbebka, 17, M. XmenpaunbKnid, 29018

%" 3. s mexuapaliis Mpo BiATIOBiAHICTS BUAHA i/l BUKJIFOYHY BiTOBiNAIBHICTS BUPOOHUKA.
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4.06’exT AeKIaparii BiANoBigae BUMOraM BiITIOBLIHKX TEXHIYHUX PETJIAMEHTIB!

TexuiuHoMy perjame 010 MEIHYHHX BHPOOiB, 3aTBEPAXKEHOI0 NOCTAHOBOIO

~ Ka6inery MinicrpiB Yikpainu Ne753 Bin 02.10.2013 p.;

5. TlocHtaHHA HAa BiTOBiIHI CTAHIAPTH, BKIIOYCHI 10 repeniKy HAINOHANBHMX CTAHIAPTIB, WO Oy
3acTocoBaHi (i3 3a3HAYCHHAM JaT BUAAHHA CTaHAAPTIB) CTOCOBHO AKMX NCKIAPy€ThCS BiJIITOBITHICTH:
JACTY EN ISO 13485:2018, ICTY EN 60601-1:2015, ICTY EN 60601-1-2:2015,
JCTY EN 60601-1-6:2015, ICTY EN 60601-1-11:2015, ICTY EN 1041:2019,

; . ICTY EN ISO 15223-1:2018, /ICTY EN ISO 10993-1:2015, JICTY EN ISO 14155:2015

- 7. lonatkoBa indopMaliisa: TeXHI9HA 10

6. TIpu3sHAaueHuii OPraH y pasi 3aIy4CHHI:
Opras 3 OIIHKH BiANOBIAHOCTI

X

ii Ne UA.TR.101

(ma3Ba, ineHTH(iKaLiHHI HOMED)

. TIpoBiB omi Ta CXBAJECHHS CHCTEMH apiHHS sKicTio 3rigHo 3 Jlonatkom 3 go Texniunoro
perJiaMeHTy o0 MeJHITHHX pupo6iB «IlopaaoK MPOBeIeHHSA NPOLEAVPH 3a0e3neyeHHs

| dynxuionyBaHHS KOMILIEKCHOI CHCTEMH yHOpaB/iiHHS SKICTIO»

" (ormc 3aBRaHDb)

;| 1Bunas ceprudikar sizmosimocti: UA.101.MD.3.0127-22.00 3 TepmiHoM xii 10 28.06.2027 p.

eHTaLisl, KA € A0Ka30B010 023010 BiANOBI oCTi PO

BHMOTraM TEXHIYHOI'0 PerJiaMeHTy 00 MeTHIHNUX BHPOGIB 30epiracrbes Ha JIIT “HoBatop”,

v

ByJ. TepHOMiJIbCHKA, 17, m. XMeIbHHAIbKHHA

v

IMinmcaso Bix imMeHi Ta 3a gopyderHsM JI1 «HoBaTopy M. XMeTbHHIBKAH, 29 uepsnsi 2022 p.
(MicIe Ta JaTa BUJAHHA)

CaicrynaoB Quexciii Cepriiiouy, IMPEKTOD
(npizemime, iM s Ta 1o 6aTHKOBI, MOCaza)
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