AEKJIAPAIIA ITPO BIAMMOBIIHICTDH
Ne UA. TR.MD.009-22

" 1. O6°ext aexnaparyi:
Anapar s HM3bK0YACTOTHOI MarHiToTepanii nopratuanii MEJUTOH lux

g 2. HaiimeHyBaHHs Ta anpeca BUPOGHHK:
L1 Jepxasne minnpuemcreo «Horatepy, ByiL. Tepuoninbepka, 17, M. Xmensuunninii, 29018

3. 114 mexsnapattis Iipo BiANOBiAHICTE BH/IaHa T1i/i BUKIOYHY Bi/IIOBIAa/bHICTE BUPOOHMKA.

4.06’exT nexnapariii BiNOBia€ BUMOTaM BiITIOBiTHHMX TEXHIYHHUX PETAMEHTIB:
- TexniuHOMY periaMeHTy HI00 MeMYHUX BHPOGIB, 33TBEPAIKEHOT0 OCTAHOBOIO

. KaGinery MinictpiB Ykpainu No753 Big 02.10.2013 p.;

5. Ilocunanss Ha BiATIOBITHI CTAHAAPTH, BKIIKOYEHI 10 MEPENTiKy HALUOHAIBHUX CTaHIapTIB, mo Oym

3aCTOCOBaHI (i3 3a3HAYCHHSAM JaT BWIAHHSI CTAHIAPTIB) CTOCOBHO SKMX JACKIIaPYETHCS BIAMOBIAHICTS:
CTY EN ISO 13485:2018, ICTY EN 60601-1:2015, ICTY EN 60601-1-2:2015

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

‘| ACTY EN ISO 15223-1:2018, JICTY EN ISO 10993-1:2015, JICTY EN ISO 14155:2015
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6. HpHSHaqemﬁ«i OpraH y pazi 3ainyJeHHs:

Opran 3 ouinku BianosigHocti IYO «llogitexmen», inenTudikamiiiamii Ne UA.TR.101
(uasea, inenTHiKaniiHuE HOMED)
TPOBIB OIIHKY Ta CXBAJICHHS CHCTEMH VIIPABJIiHHS SIKicTIO 3riaH0 3 loxaTkom 3 10 Texniunoro
PerjIaMeHTy Hio/0 MEeANIHUX BHPOGIB «Hogggmc NPOBEAEHHSE NPOIEAYPH 3a0e3meaeH st

OHYBAHHS KOMILICKCHOI CHCTeMH ABJIIHHS SIKICTIO»
{onmc 3aBaans)

.| 1Bunas ceprudixar simmosimHocti:UA.101.MD.3.0127-22.00 3 Tepminom aii 5o 28.06.2027 p.

7. NonarkoBa indopmaris: TeXHIYHA JOKYMEHTAILSI, IKA € JOKA30B010 523010 BIINOBIHOCTI IIpoayKIii
BHMOr'aM TeXHIYHOI0 PErIAMEeHTY MO0 MeANYHHX BAPOGIB 36epiracToes Ha JAI1 “HoBatop”,

ByJ. TepHoniibebka, 17, M. XverpHunbKnii
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- IMinmicaro Bix imMeHi Ta 3a nopydenssm J{I1 «Hosatopy m. Xmensampkui, 29 uepens 2022p.
. (Micne Ta gaTa BUAaHHE)
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« i Caicrynos Oaexkciii Cepriiiosuy, nupekTop

(npisemme, iv’st Ta no GaTekoBi, TOCana)
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