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Y ByJ. Tepnoninbcbka, 17, M. XMeIbHUIBKHH

JEKJIAPAIIA PO BIANOBIIHICTD
Ne UA.TR.MD.016-22

Jepxasne ninnpuemcreo «Hosaropy, Byi. TepHoniabebka, 17, M. XmensHAnbKHi, 29018

3. la nexnapaiiis Mpo BIOTIOBIAHICTE BUAAHA I BUKIFOYHY Bi/TIOBi aNBHICTS BHPOOHMKA.

4.00’exT mexnapaiiii BiAMOBIA€ BUMOTaM Bi/ITIOBITHHAX TEXHIYHHUX PETIAMEHTIB:
- TexHiyHOMY perjiaMeHTY LI0[0 MeAHYHHX BHP0OiB, 3aTBEPAKEHOI0 OCTAHOBOIO
Kabinery MinictpiB Ykpainn Ne753 Bin 02.10.2013 p.;

5. INocunanus Ha BIATIOBITHI CTAHJAPTY, BKITIOUCHI 0 MEPENiKy HAIIOHABHUX CTAHAAPTIR, MO Oy
3acTOCOBaHI (i3 3a3HAYCHHAM /AT BUIAHHS CTAHJAPTIB) CTOCOBHO AKHUX JEKJIAPYETHCA BiAIIOBIHICTH:

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

ACTY EN 60601-1-6:2015, ACTY EN 60601-1-11:2015, ICTY EN 1041:2019,
ACTY EN ISO 15223-1:2018, ICTY EN ISO 10993-1:2015, ACTY EN ISO 14155:2015

6. [IpusHayeHuit opraH y pasi 3aIy4eHHS:

Opran 3 oninky Bignosiagocti IO «dleaitexmen, inenrudikauiitnnii Ne UA.TR.101
(Ha3Ba, izeHTH(IKAIHHEHA HOMED)
TIPOBIB QHIHKY T3 CXBAJEHHY CHCTEMH yIpasJinusg axicro 3rixno 3 Monarkem 3 no Texniunore
periamMenTy moio Menuunux BHpodis «Ilopsiiox NpoBeeHHs NPONeyPH 3a0e3medeHHs!
dynxuionyBanns KOMILIEKCHOT CHCTEMH YIIDABJIIHHS SKICTION

- (onuc 3aBaanHb)
1 Bunas ceprudikar Bianosignocti: UA.101.MD.3.0127-22.00 3 Tepminom zii x0 28.06.2027 p.

28

7. JlonatkoBa indopmaiiis: TEXHIYHA JOKYMEHTAIisI, KA € I0KA30B0I0 623010 BiANOBITHOCTI MPOAYKIIi

BHMOraM TeXHIYHOI0 PerjiaMeHTy o0 MeHIHUX BHPOOGIB 30epiracrnes na JIIT “Hosarop”,
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" Iligmucano Bif iMeHi Ta 3a gopydennsim 11 «HoBatopy M. Xmensauipkuii, 29 yepsns 2022 p.
(micue Ta jaTta BUAAHHS)

Ceicrynos Ouaekciii CepriiioBuy, 1MpexTop
(mpizBume, iM s Ta no GaTbKOBI, MOCana)
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