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/ 1. O6’ext nexnapauii:_ Anapar /Ui HH3bKO4YACTOTHOI MarHiToTepanii moprarusuuii MAT 30-4-01

2. HaiiMenyBaHHs Ta aIpeca BUPOOHHKA:
epKaBHE I nemcrBo «HoBaTop», Byi. Teproniisebka, 17, M. XMenn Kuii, 29018
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3. Lia mexmapariis IO BIATIOBIAHICTS BUAAHA T/l BUKIIOYHY Bi/TIOBiNAMBHICTS BHPOOHMKA.
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- 4.06’ext nexnapariii BiAMOBiZa€ BUMOTraM Bi/TIOBiJHUX TEXHIYHMX PETNAMEHTIB:
| - TexHiyHOMY periaMeHTY 010 MeAHYHHX BUPOGiB, 3aTBEDIKEHOI0 NOCTAHOBOIO
KaGinery MinicTpiB Ykpainu Ne753 Bix 02.10.2013 p.;
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5. Tocvnanns Ha BiATIOBIAHI CTAHNAPTH, BKIIOYCH] 10 NEPENiKY HAIOHAIBHMX CTAHAAPTIB, IO Oyl
3acTOCOBaHI (i3 3a3HAYECHHIM JaT BUIAHHS CTAHAAPTIB) CTOCOBHO SKHUX JEKIAPYEThCS BiANOBIAHICTE:
JCTY 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,
JCTY EN ISO 15223-1:2018, ICTY EN ISO 10993-1:2015, ICTY EN ISO 14155:2015
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6. [Ipy3Havenuii OpraH y pasi 3anyyeHHs:
Opran 3 oninku Binnoianocti IYO «Iloaitexmeny, inenrudixauniiinnmii Ne UA.TR.101
| (na3Ba, igeHTH(IKAIIHHMNA HOMED)
. IPOBIB OUIHKY T CXBAJIEHHS CHCTEMH YIPABJIiHHA SKicTIO 3rinno 3 lonatkom 3 1o Texniunoro
|| DernaMeHTy miono MeXHYHMX BHDPOGIB «Ilopaok npoBeieHns NpoueaypH 3ade3neyeHns

| dyHKnionyBAHHS KOMILIEKCHOI CHCTEMH YIIPABJIIHHS SKICTIO» ,
‘ (ommuc 3aB1aHD) 1

i BuzaB ceprugikar sinmosigsocTi: UA.101.MD.3.0127-22.00 3 Tepminom aii 10 28.06.2027 p.

.| 7. lonatkosa inopmariis: TeXHi9HA IOKYMEHTALis, SIKA € I0KA30B0I0 023010 BiINOBiHOCTI mpoayKil

| | BHMOram TeXHIYHOI0 perjiaMeHTy mi0J0 MeIHIHNX BUPOGiB 36epiracroes ma JIII “Hosatop”,
- ByJ. TepHoniabebka, 17, M. XmeabHUIbKAHA
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- [linmacawno Bix iMewi Ta 3a nopyderssm 11 «HoBatop» M. Xmemsuumpkuii, 29 gepsrs 2022 p.

(Micue Ta xaTa BUAAHHSN)

CaicrynoB OJekciii CepriiioBu4, TupeKTop
(mpizBmme, iM’s Ta no GaThKOBi, TOCana)
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