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JEKJIAPALIIA ITPO BIINMOBITHICTD

' i 2. HaiimeHyBaHHs T2 aapeca BUPOOHHKA:
1 Jlepxkasne mignpuevcrso «Hosaropy, Bya. TepHoninbebka, 17, M. Xmenpaunbiuii, 29018

1 3. Ilx mexnapatiis TIPO BiATIOBIAHICTh BUAAHA i BUKIIFOYHY Bi/NOBI AATBHICTS BHPOOHUKA.
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4.06’ekT nexnapani BiAMNOBiia€ BUMOTaM BiNIOBIJHUX TEXHIYHHUX PETIAMEHTIB:
- TexHiyHOMY perjiaMeHTYy II0J0 MeAHYHHX BHPOOIB, 3aTBEPAKEHOI0 NOCTAHOBOIO
Ka6inery MinicrpiB Ykpainn Ne753 Bin 02.10.2013 p.;
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5. TlocwupaHHs Ha BiMOBIIHI CTAHAAPTH, BKIOYEH] 10 NEPEIiKy HALIOHANBHUX CTAHAAPTIB, MO Oyiu
3acTOCOBaHi (i3 3a3HAYECHHSM AT BUAAHHS CTAHJAPTIB) CTOCOBHO AKUX ACKIAPYETHCA BIOTIOBIAHICTD:
/| ZICTY EN ISO 13485:2018, ACTY EN 60601-1:2015, ICTY EN 60601-1-2:2015,

.| JICTY EN 60601-1-6:2015, JICTY EN 60601-1-11:2015, ICTY EN 1041:2019,

JACTY EN ISO 15223-1:2018, ICTY EN ISO 10993-1:2015, ICTY EN ISO 14155:2015
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6. [IpusHaueHuii opraH y pasi 3aIy4eHH::
Opran 3 cuinku Bianosingnocri VO «Mloaitexmen», inenrudikaniiinnii No UA.TR.101
(uassa, ixerTHGIKAIIHHAA HOMED)

| TIpoBiB OIIHKY T3 CXBAJICHHYI CHCTEMH ynpaBJinng gKkicTio 3rigHe 3 lonarikom 3 o Texniunore
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periamMeHTy moxo MeauIHAX BHPOoGiB «Ilopsiaok npoBeieHHs NPONEAYPH 3a0e3neYeHHs
(PYHKIIOHYBAHHA KOMILIEKCHOI CHCTeMH YIPAaBIiHH SKICTION
(ormic 3aBAaHb)

‘| iBumas ceprudikar ianosimnocti: UA.101.MD.3.0127-22.00 3 Tepminom aii so 28.06.2027 p. s
7. NonatkoBa indopmaiiis: TeXHIYHA JOKYMEHTALI, SIKA € 10Ka30B010 623010 BiANOBITHOCTI NPOAYKIil
. BHMOr'aM TE€XHIYHOI0 perjiamMel OI0 M€ BHUPOGIB 36epiracrocs Ha JAII “HosaTtop”

ByJi. TeprHoniibebka, 17, M. XmMenbHANbKAH
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- Ilignwcano Bix iMeHi Ta 3a nopydeHnsam 11 «HoBatopy M. Xvenpruupkuii, 29 yepsHs 2022p.
(mMicuie Ta JaTa BHAAHHA)

CeictynoB Ouekciii CepriiioBuy, 1HPeKTOp

(mpizBuime, iM’s Ta mo GaTeKOBI, TOCana)
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