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JEKJIAPATIISA ITPO BUIMTOBUTHICTD
Ne UA.TRMD.017-22

~ | 3. lla mexmapariis Mpo BiATIOBIAHICTh BHAAHA ITiJ] BUKIIOYHY BiATOBinaNBHiCTS BHPOOHHMKA.

4.006’exT gexnapariii BIANOBINAE BUMOraM BiIOBIJHMX TEXHIYHUX PETTIAMEHTIB:
- TexHi4yHOMY perJIaMeHTY IIOA0 MEAHYHHX BHPOGIB, 3aTBEPIIKEHOI0 IOCTAHOBOIO
KaoGinery MinictpiB Ykpainn Ne753 Bin 02.10.2013 p.;

5. INocunanHa Ha BITIOBI{HI CTAHAAPTH, BKIIIOYCHI 0 TIEPENiKy HALIOHANBHUX CTAHIAPTIB, IO Oyiam
3aCTOCOBaHI (i3 3a3HAYEHHAM JaT BHIAHHS CTAHAAPTIB) CTOCOBHO AKHMX JEKJIAPYETHCS BiAOBIIHICTS:
-/ JAICTY EN ISO 13485:2018, ICTY EN 60601-1:2015, JICTY EN 60601-1-2:2015,

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

JCTY EN ISO 15223-1:2018, JICTY EN ISO 10993-1:2015, ICTY EN ISO 14155:2015

6. IlpusHauenwuii oprad y pasi 3a1y4eHH:
Opran 3 oninkn Bimmosianocti 1YO «lloaitexmeny, inentudikamiiinmii Ne UA.TR.101
/i (Ha3Ba, iAeHTHDIKAIAHEI HOMED)
TIPOBIB Ol TA CXBAJEHHS CHCTEMH aBJIHHESA AKicTIO 3rinno 3 logarkom 3 o Texniunoro
\ PerIaMeHTy moao Mennanux Bupobis «llopsiok npoBeaeHHs NPONEAYPH 3a0e3neYeHHSs
| dyskuionyBaHHS KOMILIEKCHOL CHCTeMH YIIPABTIHHS SIKICTIO»

(omuc 3aBaaHb)

‘| i Bumas cepruikar sianosigsocti: UA.101.MD.3.0127-22.00 3 Tepminom nii 10 28.06.2027 p.

BHMOI'aM TEXHIYHOI0 PErjiaMeHTy MO0 MeTHIHHX BHPOGIB 30epiracrocsa na /I “Hosatop”,

s

ByJ1. TepHoninbcpka, 17, M. XMensHANBKAN

v
- IMinnucano Bin imei Ta 3a nopy4ennsm JI1 «Hosatopy m. Xmensnumpxuii, 29 gepsns 2022 p.
(umicme Ta faTa BUAaHH) :

CaictyHoB Ougekciii CepriiioBud, AUPEKTOD
(mpi3Buime, iM’sTa Mo GAaTHKOBI, MOCAna)
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7. [lonatkosa iHpopMallis: TeXHI9HA JOKYMEHTALis, AK2 € I0KA30B010 623010 BiANOBIHOCTI MpoayKIil
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