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JERJIAPALITA ITPO BIANOBIJIHICTD
Ne UA.TR.MD.002-22
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: 1. O6’exT mexnaparyi: ADAPaT JiKYBAJIbHAM iIMOVJILCHUM MarHiTHuM noJem AJIIMII-1M
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™ 2 HafiMeRYBAHHS Ta apeca BUPOGHHKA:
ldepxaBnue nignpuemcro «Hosatop», Bya. Teproninbebka, 17, M. XmenbHunbKuii, 29018
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3. Liz nexnapariist PO BiATIOBIAHICTh BHIAHA IMiJ] BUKIFOYHY BiTIOBI NATBHICTD BHPOOHHKA.
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| 4,06kt JIEKJIapanii BIANOBIAE BUMOTaM BiNIOBIAHMX TEXHIYHHMX PETIIAMEHTIB:
- TexHiYHOMY perjiaMeHTY MO0 MeAWYHHX BHPOGIB, 3aTBEP/IXKEHOr0 IOCTAHOBOIO
Kab6inery MinicrpiB Yxpainn Ne753 Bin 02.10.2013 p.;
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5. lNocunanug HA BiATIOBIAHI CTAHAAPTH, BKIIOYEH] IO TIEPENKY HALOHANBHUX CTAHIAPTIB, MmO Oyim
3acTOCOBaHI (13 3a3HAYCHHAM /AT BUIAHHS CTAaHJAPTIiB) CTOCOBHO AKHUX JCKJIAPYETHC BiAIIOBIIHICTb:
JCTY EN ISO 13485:2018, ICTY EN 60601-1:2015, AICTY EN 60601-1-2:2015,

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

ACTY EN IS0 15223-1:2018, ACTY EN ISO 10993-1:2015, AICTY EN ISO 14155:2015
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| 6. [IpusHaueHuit opran y pasi 3anydeHHs:

Opras 3 ouinku BianosinHocri IVO «Ileaitexmeny, inenTudikauniiinnii Ne UA.TR.101
: (Ha3Ba, izeHTHdiKaIIHHAN HOMED)

.| TIDOBIiB OIIHKY TA cXBaJICHHY CHCTEMH ynpasiinug gxicrio 3rigne 3 loxarkom 3 no Texniunoro

~ perJaMeHTy o0 MeqHYHuX BHPOGIB «[lopaaok npoBeJeHHs NPOUEAYPH 3a6e3me e HHs
dysKiioHyBaHHT KOMILIEKCHOI CHCTeMH YIPABIIiHHY SKICTION

(ommc 3aBaaHb)

i Brnas ceprubirar signosianocti:UA.101.MD.3.0127-22.00 3 tepminom zii no 28.06.2027 p.
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| 7. NonatkoBa indopMaliia: TeXHITHA JOKYMEHTAIs, AKA € I0KA30B0I0 023010 BIINOBIIHOCTI HPOAYKIIii
BHMOT'aM TEXHIYHOI0 PerJiaMeHTy 00 MeHYHUX BHPOOGIB 30epiracrbesa na /Il “Hosatop”,
ByJi. TepHOnminbeobka, 17, M. XmMenbHUNLKAH

1

3 = ¥ : ¥ g
IR LR RN TR R MWL R, SR R SRRSO S S S

AR LR NN DS LRI ST TSN O SN SR SIS O AR S U SRR R S VI RS SR N

‘z‘

*
e

v

L4

§

g O NP Tt PRI ROt g i O P i S N P S5 L O 5 oy Bt A g S A N R

- Migmucano Bix iMeHi Ta 3a nopydennsm 11 «Hosatopy M. Xmembrummkmii, 29 gepsrs 2022p.
(Micne Ta AaTa BUAAHHSA)

CaictyHoB Ounekciii CepriiioBuy, IHpeKTop
(opiseuine, iM’g Ta no GareKoBi, TOCAna)
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