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JAERJIAPAITA ITPO BIANOBIIHICTD
Ne UA.TR.MD.010-22

1. O6%exr nexnapanii: Anapat Biopomacaxuuii HIPOCTAM

. Hai'nﬁeHyBaH}m Ta aapeca BUPOOHMKA:
Jepxasue ninnpuevcrso «HosaTop», By, Tepaoninbepka, 17, M. XmenpHANbKHi, 29018

3. Lls mexsrapattist po BiATIOBIAHICTD BHUAAHA IMiJ{ BUKIFOYHY Bi/ITIOBi NANBHICTS BHPOOHMKA.

- 4.06%exT JieKIIapanii BIINOBiJa€ BUMOTaM BiINOBIHMX TEXHIYHHMX PETJIAMEHTIB:
- TexHiuHOMY perjiaMeHTY HI0J0 MEeAHYHHUX BHPOGIB, 3aTBEP/IKEHOT0 IOCTAHOBOK
Kab6inery MinicrpiB Ykpainu Ne753 Bin 02.10.2013 p.;

5. Ilocunanna Ha BUATIOBINHI CTAHAAPTH, BKIIFOUEHI O TIEPENiKy HALOHANIHUX CTAHAAPTIB, MO OyIm.
3aCTOCOBaHI (13 333HAYCHHAM JaT BHIAHHS CTAHIAPTIB) CTOCOBHO SKMX ACKIAPYETHCSA BiATIOBIIHICTS:

JACTY 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, ICTY EN ISO 14155:2015

6. Ilpusnavenwii opraH y pasi 3a1yYeHHs:
Opran 3 ouinky Bianoeinnocti JIVO «Jloaitexmeny, i

(Ha3Ba, ixeHTH(IKAMIHANH HOMED)
ABJIIHAA AKicTIo 3rigno 3 Jomatkom 3 no Texniunoro

perjamMenTy moao meauaHux upodiB «Ilopsaiok npoBeIeHHN NPOUEAYPH 3a0e3nedeHHs
dysxnionypanng KOMILUIEKCHOI CHCTEMHE YIPaBIiHHSA SKICTION

(omuc 3aBHanp)

i Bumas ceprudixar sizmosimrocti:UA.101.MD.3.0127-22.00 3 Tepminom aii 5o 28.06.2027 p.

see

7. lonatkoBa i opMallis: TeXHITHA AOKYMEHTAIIis, SIKA € I0KA30B0I0 §23010 BiINOBIAHOCTI npoayKuii

7| BHMOraM TexHIYHOIO PErIAMEHTY MI0/I0 MeHIHHUX BHPOGIB 36epiracThes na JII1 “Hosartop”,
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ByJj. Teprnoninbebka, 17, M. XmMenbHAILKHI

v
" IHiamucaro Bix iMeHi Ta 3a gopydennsm 1 «Hosatopy m. Xmenpuumpkwii, 29 sepsHs 2022p.
(Micue Ta zata BUAAHHS)

CaictynoB Ouexciii CeprifioBud, 1HpeKTop
(npizBuine, iM s Ta no GaTekoOBi, mOcana)
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