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JERJIAPANIIA ITPO BIANOBIAHICTD
Ne UA.TR.MD.003-22

s

' 2. HaiimeHyBaHHs Ta aapeca BHPOOHHMKA:

ldepxasne ninnpunemcreo «HoBartop», Byi. TepHonminbcbka, 17, M. Xmensanubknii, 29018

3. Ils mexnapariis Mpo BiATIOBIAHICTh BHIAHA I BUKIFOYHY BiATOBI NATBHICTS BHpOOHMKA.

. g . 4.06€KT AeKnaparii BiATOBIA€ BUMOTAM BiJNOBIIHMX TEXHIYHAX PErIaMeHTIB:
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- TexHiYHOMY perJiaMeHTy Hi00 MEeAHYHHX BHPOOiB, 3aTBEP/IKEHOI0 IOCTAHOBOI)
Kab6inery MinicrpiB Yxpainn Ne753 Bin 02.10.2013 p.;

5. locunanss Ha BIANIOBiIHI CTAHAAPTH, BKIIFOUEHI JI0 TIEPENiKy HAIOHANIBHUX CTAHAAPTIB, MO Oyiu
3acTOCOBaHi (i3 3a3HAYCHHAM JAT BHIAHHS CTAHAAPTIB) CTOCOBHO SKUX IEKJIAPYEThCS BiMIIOBIIHICT:
ACTY EN ISO 13485:2018, JICTY EN 60601-1:2015, JICTY EN 60601-1-2:2015,
ACTY EN 60601-1-6:2015, ICTY EN 60601-1-11:2015, JICTY EN 1041:2019,
ACTY EN ISO 15223-1:2018, ACTY EN ISO 10993-1:2015, JICTY EN ISO 14155:2015

6. IlpusHauenwmii opras y pasi 3aiydeHHs:
Oprasn 3 oninku sinnosiaHocti IYVO «Ilonitexmeny, inenrudikauiiinuii Ne UA.TR.101
(na3Ba, ineHTH(IKAIIHHAN HOMED)
IIPOBIB omi TA CXBAJICHHY CHCTEMH aBiinHg gxicrio 3rinno 3 lonatkom 3 no Texniunore
" | pernameHTy MO0 METHYHUX BHDOGIB «IlopsiioK NPOBeeHHS NPONEAYPH 3a0e3NeYeHHs
1| dysxnionyBanns KoMiLIeKcHOT CHCTeMM YHIDaBIiHHS SKICTION

(omuic 3aBaaHb)

i Buas ceprudixar sizmosiamocti:UA.101.MD.3.0127-22.00 3 Tepminom aii xo 28.06.2027 p. ~

7. Jloparkosa inpopMaliis: TeXHIYHA JOKYMEHTAIis, KA € I0KA30B0I0 623010 BiANOBITHOCTI IPOAYKIIT
BHMOraM TEXHITHOIrQ peraame 010 M€ BHPOGIB 36epiracToea na JIIT “Horarop”,

[y

ByJ1. TepHOninbebKa, 17, M. XMeabHUILKHNA

v

* ITinrmmacano Bix iMeHi Ta 3a fopydennsm JII1 «Hosaropy M. Xmemsuwipkuii, 29 yepsns 2022p.
(micue Ta jata BUAAHHA)

CeictynoB Ouekciii CepriiioBuy, 1upexTop
(npisBmine, iy’4 T2 o GaTekoBi, TOCana)
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