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JEKJIAPAIIA ITPO BIANOBIAHICTD
Ne UA.TR.MD.021-22

1. O6’exT pexnapamii: Anapat macaxkauii @I3IONPOCT

i

i

2 HaiiMenysamm Ta aapeca BUPOOHMKA:
epKaABHE 1 neMmcreo «HoBarop», Byi. TepHonuinebka, 17, M. Xmenn. bKHH, 29018

;

i

3. s mexnapatiist 1po BiOBIJHICTE BUAAHA I1i/] BUKIFOYHY BiOBIMATBbHICTS BHPOOHHKA.

i

| 4.06’ekt JieKIapallii BIANOBIIA€ BUMOTAM BITIOBITHUX TEXHIYHUX PETJIAMEHTIB:
‘ - TexHIYHOMY perjiaMeHTy I0/I0 MeAWYHHX BHPOGIB, 3aTBEP/IZKEHOI0 TOCTAHOBOIO
KaoGinery MinicrpiB Ykpainn Ne753 Bix 02.10.2013 p.;

i

| 5. Tlocunanns Ha BITIOBIHI CTAHJAPTH, BKIIOUCHI IO TIEPENiKY HAIOHANLHUX CTAHAAPTIB, MO OyIH
3aCTOCOBaHI (i3 3a3HAYCHHAM JAT BUIAHHS CTAHAPTIB) CTOCOBHO AKHUX JEKIAPyETHCA BiATIOBITHICTH:
JCTY EN ISO 13485:2018, JICTY EN ISO 14971:2015, ACTY EN ISO 15223-1:2018,
ACTY EN 1041:2019, ACTY 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,
ACTY EN ISO 14155:2015

6. Hpmﬂaqefﬁn‘& OpraH y pasi 3aiyyeHHs:

Opran 3 oninky BinosiaHocTi IYO «Iloaitexmeny, inenrudikamiiinmii Ne UA.TR.101

(Ha3Ba, IAeHTH}IKALIHEIH HOMED)

MPOBIB OMIHKY TA CXBAJCHHS CHCTEMH YNPABJIiHHS SKicTIO 3rinHo 3 lonaTtkom 3 10 Texniunoro
peraamMeHTy nioao meanunux supobis «ilopagox npoBegennst npoueaypu 3adesneyeHHs
dyBHKHioHYBAHHSA KOMILTEKCHOI CHCTEMY YIIPABJIIHHS SKICTION

(ormxc 3aBAaHb)

1 Buzas ceprudixar signosimrHocti: UA.101.MD.3.0127-22.00 3 Tepminom aii no 28.06.2027 p.

7. Nonatkosa inpopMaliis: TeXHiYHA JOKYMEHTAMis, SKA € A0KA30B010 623010 BiANOBIAHOCTI IpoayKIIii
BHMOI'aM TEXHIYHOI0 PerjjaMeHTy 00 MeINIHHX BHPOGIB 30epiractoes na /I “Hosatop”,

ByJL, TepHominbepka, 17, M. XvMeabHHAIBKAN
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ITinmacano Bin iMeHi Ta 3a nopyueHHsM JI1 «<Hosatopy M. Xwmenprwmmkuii, 29 yepsns 2022 p.
(Micoe Ta faTa BHAAHHA)
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CaictynoB Ouiekciii CepriiioBny, 1THPEKTOD
(mpi3Bumie, iM's Ta mo GaThKOBI, Mocana)
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