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JEKJAPALIIA ITPO BIINOBIAHICTD
Ne UA. TR.MD.014-22

i

Hdepxasue ninnpuemcrso «Hosaropy, Byi. TepHoniibebka, 17, M. Xmenoaunbkuii, 29018
| 3. Lx nexnapanis Mpo Bi/IMOBIAHICTS BHIAHA 11/ BUKIFOYHY BiNOBiaNbHICTs BUPOOHHKA.

4.06’exT aexnapariii BIANOBIIa€ BUMOraM BiATIOBIAHMX TEXHIYHMX PETJIAMEHTIB:
- TexHiYHOMY perjiaMeHTV 00 MeAHIHHX BHPOOIB, 3aTBEP/I)KEHOr0 TOCTAHOBOIO
Kabinery MinicrpiB Ykpainu Ne753 Bix 02.10.2013 p.;

5. Ilocunanus Ha BiTIOBITHI CTAHAAPTH, BKIFOUYCHI 10 MEPENiKy HAIOHANBHUX CTAHAAPTIB, MO Oyiu
3aCTOCOBaHI (i3 3a3HAYCHHAM QAT BUIAHHS CTAHAAPTIB) CTOCOBHO SKMX AEKJIAPYEThCS BiAIOBIAHICTS:
JCTY EN ISO 13485:2018, ICTY EN 60601-1:2015, JICTY EN 60601-1-2:2015,
ACTY EN 60601-1-6:2015, JICTY EN 60601-1-11:2015, ICTY EN 1041:2019,
ACTY EN ISO 15223-1:2018, ICTY EN ISO 10993-1:2015, JICTY EN ISO 14155:2015

6. IlpusHauenwuii opraH y pasi 3any4eHHs:

Opran 3 ouinku sinnosinnocti IVO «dloaitexmeny, inentudikauiiinnii Noe UA.TR.101
(Ha3Ba, ixeHTH}IKAIIHAMI HOMED)

TIPOBIB oni T3 CXBAJICHHY CHCTEMH aBjinng gxicrio 3rigno 3 logarkem 3 o Texniunoroe

pPeriamMeHTy mono MexugHux BUpPobis «Ilopsaiok nposeaenns nponeaypH 3adesmedeHHst
dyHKIIIOHYBAHHS KOMILIEKCHOI CHCTEMH YIIPABJIiHHA SKICTION
(omuc 3aBaanb)

: i Bunas ceprudixar sianosizpocti: UA.101.MD.3.0127-22.00 3 Tepminom zii 10 28.06.2027 p.
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7. NonatkoBa indopMaliis: TeXHIYHA JOKYMEHTAILis, SIKa € A0KA30B0I0 (23010 BiANOBIAHOCTI NpOAYKIii

BHMOT'aM TeXHITHOTQ PErJIAMEHTY IO Me BHPOGIB 30epiraerbcs na “Hosartop”
ByJ1. Teproninbcbka, 17, M. XmenbHUILKHH
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- ITignucaxo Bix iMeHi Ta 3a fopydenusm JII1 «HoBatop» M. Xwmempuuimkuii, 29 yepsus 2022p.

(micre Ta jaTa BHAAHHA)
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CaictynoB Ouekciii CepriiioBud, 1upexKTop
(mpizBuine, im’st Ta no GaTeKoBi, mTOCana)
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