JTEKJIAPAIIS ITPO BUIOBUTHICTD
Ne UA.TR.MD.019-22

' ’ 1. O6’ext mexnapauii:_Anapat 6akrTepuimanoi aii Y ®IT-CM

. 2. HatiMeHyBaHHS Ta apeca BUPOOHHUKA:
epxaBHe mi nemMcreo «HoBarop», ByJ1. TepHomiabcebka, 17, M. Xvensn Kuit, 29018

- 3. Lla nexnapatiis o BiATIOBIAHICTH BHAAHA IMi/l BUKIFOUHY BiIIOBi AANBHICTS BHPOOHMKA.

- 4.06°exT JEKJIapallii BiJTIOBila€ BUMOTaM Bi/IlIOBiJHUX TEXHIYHUX PETJIAMEHTIB:
- TexniuHOMY perjiaMeHTy 100 MEAHYHHUX BHPOGIB, 32 TBEP/IKEHOT0 IOCTAHOBOI)
KaoGinery MinicrpiB Ykpainn Ne753 Bix 02.10.2013 p.;

5. Ilocunanss Ha BiANOBiIHI CTAHAAPTH, BKIIIOYCHI O MEPENiKy HALOHAIBHYX CTAHAApTIB, Mo OyIu
3aCTOCOBaHI (13 3a3HAYCHHAM [aT BUJAHHS CTAHAAPTIB) CTOCOBHO SKHMX JEKIAPYEThCS BiIIOBITHICTH:
ACTY EN ISO 13485:2018, ICTY EN 60601-1:2015, ICTY EN 60601-1-2:2015,
| ACTY EN 60601-1-6:2015, ICTY EN 60601-1-11:2015, ICTY EN 1041:2019,

.| ACTY EN ISO 15223-1:2018, JICTY EN ISO 10993-1:2015, ICTY EN ISO 14155:2015
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6. Ilpusnauenwii opraH y pasi 3any4eHHs:
Opran 3 oninky Bignosinnocti IYO «Ilogitexmeny, inentudixaniiianii Ne UA.TR.101
i (nazBa, ixeHTUIKALIHAEA HOMED)
,| TIDOBIB OIIHKY TA CXBAJICHHS CHCTEMH YIIDABJIIHHS SKICTIO 3rigHo 3 lonarkom 3 no TexHiynoro
7| periamenty mono meanynnx BHPoGiB «IlopsIoK NpoBeIeHHs NpoueAypH 3a0e3nievdeHHs
| dyHKuioHYBaHHS KOMILIEKCHOT CHCTEMH YIPABIHHS SKICTION

(orwc 3aBnaHb)

1 BuaB ceprudixar signosinaocti:UA.101.MD.3.0127-22.00 3 Tepminom aii 1o 28.06.2027 p.

7. MlopatkoBa inpopmaliis: TeXHIYHA JOKYMEHTAIisI, IKA € J0KA30B010 623010 BiANOBiAHOCTI mpoayKmii
BHMOI'aM TeXHIYHOI0 PerjIaMeHTy 00 MeAWIHHX BHPOOIB 30epiracthes na JIIl “Hosarop”,
ByJi. Teproniibepka, 17, M. XmMeIbHANLKHI
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" Ilinnucano Bix iMeHi Ta 3a nopyuennsm JI1 «Hosatopy m. Xmensuumkuii, 29 gepsus 2022p.
(Micuie Ta fjara BHIAaHHSN)

Ceictynos Ouekciii CepriiioBuy, 1HpeKTOp

(mpizBume, iM’s1 Ta mo GaTHKOBI, mOCana)

Pemakmma 1
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