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JTEKJIAPAIIA ITPO BIINOBITHICTD
Ne UA.TR.MD.013-22

~! 2. HalimenyBaHH{ Ta agpeca BHUPOOHHKA:
' Hepxasne ninnpuevcreo «Hosaropy, By, Tepuoninbebka, 17, M. XmeabHANBKAIH, 29018

3 3. La mexnapaiiis Opo BiNOBiqHICTh BUIAHA ITi/] BUKIIFOYHY BiAIIOBIiJATbHICTh BUPOOHHKA.
{
i | 4.06%exr JieKNapanii Bi/INOBiIae BUMOTaM Bi/IOBITHUX TEXHIYHUX PENAMEHTIB:

- TexuiyHOMY perjiaMeHTY HI0J0 MEeIHYHHX BHPOOiB, 3aTBEPAKEHOI0 IIOCTAHOBOIO
KaGinery Minicrpie Ykpainu Ne753 Bin 02.10.2013 p.;

5. TlocunanHs HA RiJTNOBIIHI CTAHAAPTH, BKIIIOYEH] O NEPENiKy HALIOHANBHUX CTAHIAPTIB, IO Oyin
3acTocoBaHi (i3 3a3HAYECHHIM AT BUIAHHS CTAHJAPTIB) CTOCOBHO SKUX JCKIAPYETHCS BiINOBIAHICTS:
JICTYV EN ISO 13485:2018, ICTY EN 60601-1:2015, ACTY EN 60601-1-2:2015,
JCTY EN 60601-1-6:2015, JICTY EN 60601-1-11:2015, ICTY EN 1041:2019,
JCTY EN ISO 15223-1:2018, ICTY EN ISO 10993-1:2015, ICTY EN ISO 14155:2015

7| 6. [IpusHavyeHwii Oprad y pasi 3aIyueHHs:

%{: . Opras 3 oninku Binnosinnocti IVO «Iloxitexmen», inenTndikaniiinnii Ne UA.TR.101
o (ua3Ba, izeHTH(IKAHAEA HOMED)

. TIPOBIB gHi T4 CXBAJCHHI CHCTEMH aBJIiHEYG SKICTIO 3TiTHe 3 atoMm 3 no Texniunoroe
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~ 1| pernamenty mono Meauunux Bupodis «Ilopsaaok npoBexeHHs NPONEAYPH 3a0e3ne9eHHs
| | dynxiionyBanHs KOMILUIEKCHOI CHCTEMH YIIPABJIIHHA AKICTION
(omuc 3aBaaHb)

i Buaas ceprudixar sianmosizsocti:UA.101.MD.3.0127-22.00 3 Tepminom zii g0 28.06.2027 p. i

L | 7. lonatkosa iHdopMariia: TeXHiYHA AOKYMEHTALIs, K4 € J0Ka30B010 623010 BiANOBITHOCTI NPOAYKIT
. BEMOTaM TEXHIYHOT0 PErIaMenTy miofA0 MeIWYHNX BHPOOIB 30epiracThes na JIII “Hosartop”,
“{ By TepHominbebka, 17, M. XMenbHUIbKHHA

v

- ITiznucaHo Bix iMeHi Ta 3a nopydennsm JII1 «HoBatopy . Xvensuumpkuid, 29 uepsHs 2022p.

(mMicuie Ta AaTa BUAAHHA)
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CeictyaoB Ouiekciii CepriiioBuy, 1TMpPEeKTOp
(mpizBume, iM'sTa mo GaTHKOBI, TOCAZa)
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