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JTEKJIAPAIUIA ITPO BUIOBUTHICTH
Ne UA.TR.MD.018-22

2. HaifMeHyBaHHs Ta apeca BUPOGHHKA:

epKaBHe mi nemcrBo «HoBarop», Byi. Teproniinebka, 17, M. Xmensn Kuii, 29018

3. Ll# nexnapaiiis po BiTIOBIAHICTS BUAAHA IMi/l BAKIFOYHY BiATOBiAATbHICTS BUPOOHMKA.

| 4 O6’exT ,uemapaml Bl,IlIIOBlIlae BUMOramMm BI,I[IIOBII(HPIX TEXHIYHHX peI‘IIaMGHTlB

- TexHiYHOMY periamMeHTy II0J0 MeAHWYHUX BHPOGiB, 3aTBEPIKEHOI0 IOCTAHOBOIO
Kaoinery MinicrpiB Yxkpaiuu Ne753 Bin 02.10.2013 p.;

5. Ilocunanss Ha BIANOBINHI CTAHAAPTH, BKIIOUEHI [0 NEPENTiKY HAIOHATBHUX CTAHAAPTIB, MO Oymu
3aCTOCOBaHI (i3 3a3HAYEHHAM [aT BUJAHHS CTAHAAPTIB) CTOCOBHO SKHMX JEKIAPYEThCS BiAMOBITHICTH:

ACTY EN ISO 13485:2018, ICTY EN 60601-1:2015, JICTY EN 60601-1-2:2015,

ACTY EN 60601-1-6:2015, ICTY EN 60601-1-11:2015, ICTY EN 1041:2019,

| ICTY EN1SO 15223-1:2018, JICTY EN ISO 10993-1:2015, JICTY EN ISO 14155:2015

i1 6. IpusHayeHwit opraH y pasi 3a1y4eHHs:

Opran 3 oninku ianosigHocti 1YO «Mloaitexmeny, inenrndikaniinnii Ne UA.TR.101
(na3Ba, ineHTH(IKALIHARI HOMED)

| TIPOBIiB OUIHKY T CXBAJICHHS CHCTEMH YNIPABJIIHHS SIKiCTIO 3rizHo 3 logaTikom 3 10 TexHidHOTO
DerjIaMeHTy mox0 MenuIHuX BUPoGiB «Ilopsiaok npoBeaeHHs NpoueaypH 3a0e3nedeHHs

i0 AHHS KOMILIEKCHOI CHCTEeMH aBJIIHHS SKICTIO»
(omuic 3aBaaHb)

i Bumas ceprudirar simmosinocti:UA.101.MD.3.0127-22.00 3 Tepminom aii g0 28.06.2027 p.

~ BHMOraMm TeXHI4YHOI0 PerJaMeHTy HI00 MeIUIHHUX BHPOOIB 30epiracTbes Ha JII “Hosatop”,
ByJi. TepHoniabcbka, 17, M. XMeIbHANBKHK

L]

- [linnucano Bix iMeHi Ta 3a nopydentsM 11 «HoBatopy M. Xwmensuummiuii, 29 uepsns 2022 p.

(micrie Ta aTa BUAAHHS)

CaictynoB Oaexciii CepriiioBu4, 1HpeKTop

(mipisBumie, iM's Ta no GaTbKOBi, TOCana)
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7. lomatkoBa indopmartis: TeXHI9HA JOKYMEHTANIs, SIKA € I0KA30B010 623010 BitnoBiAHOCTI NpoxyKLil
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