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TEKJIAPAIISA PO BUIMOBITHICTD
Ne UA.TR.MD.023-22

1. O6’exr meknapauii: AapaT MarHiToBakyyMunii Macaxuii AITIOJIJIOH-M

4 9 Hai’m&eﬂysamm Ta afpeca BUPOOHUKA:
epKaBHE IO nemMcrBo «Hosatop», Byi. TepHoniabebka, 17, M. Xmein Kui, 29018

3. Ll# mexmapariis po BiATIOBIAHICTh BHAAHA i/ BUKIIFOYHY BiATOBi nANBHiCTS BHpOOHHUKA.

- 4.06’exT nexinaparii BIITOBiae BUMOTaM BiNOBiIHUX TEXHIYHUX PEIJIAMEHTIB:
- TexHIYHOMY perjaMeHTV 040 MeIHIHHX BHPOOIB, 32aTBEPAKEHOT0 IOCTAHOBOIO
Kaoinery MinicrpiB Ykpainu Ne753 Bin 02.10.2013 p.;

5. [locunanus Ha BiATIOBITHI CTAHZAPTH, BKJIIOUCHI [0 MIEPENiKy HALIOHANBHUX CTAHAAPTIB, WO Oyim
3acTOCOBaHi (i3 3a3HAYCHHAM JAT BUAAHHS CTAHJAPTIB) CTOCOBHO AKHUX JCKIAPYETHCS BiANOBIIHICTS:
ACTY EN ISO 13485:2018, ICTY EN ISO 14971:2015, ICTY EN ISO 15223-1:2018,

i ACTY EN 1041:2019, ICTY EN 60601-1:2015, ICTY EN 60601-1-2:2015,

L ACTY EN 60601-1-6:2015, ICTY EN 60601-1-11:2015, ICTY EN ISO 10993-1:2015

6. IlpusHauenuii opras y pasi 3aiydeHH:
' Opran 3 oninxu sianosinnoecti IVO «Ileaitexmeny, inenTudikaniiianii Noe UA.TR.101
: (na3pa, izeHTH(IKaIIHHNHA HOMED)
i . IPOBiB OMIHKY TA CXBAJICHHS CHCTEMH YNPAaBJIiHHY sKicTio 3rixne 3 loaatkom 3 no Texniunore
perjiamMeHTy mox0 Menunux BUpPoliB «I1opsiIok NpoBeeHHs MPONeAYPH 3a0e3nedeHHs!
dysKHionyBaHHES KOMILIEKCHOI CHCTEMH YIIPABJIiHH SKICTIO»

(ormic 3aBaaHb)

| B Buzaas ceprubikar sixnosizrocti:UA.101.MD.3.0127-22.00 3 tepminom aii io 28.06.2027 p.

7. llonatkosa iH(opMaliis: TeXHI9HA JOKYMEHTA SIKA € A0KA30B010 023010 BiANOBIAHOCTI PO

BHMOI'aM TEXHIYHOIO PerjiaMeHTy HI0J0 MeIHIHNX BHPOGIB 36epiracrocs na JIIT “Hosatop”,
ByJ1. TepHOninbebka, 17, M. XmMenbHUIbLKAH

L

- Ilinnucano Bix iMeHi Ta 3a nopy4uenssm 1 «HoBatopy M. Xmensrumpkwmii, 29 uepsus 2022p.

(micuie Ta JaTa BUAAHHSA)

CeictynoB OJexkciii CepriiioBuy, IUpeKTOp
(mpi3erme, iM’s Ta mo GaTbkoBi, TOCana)
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