P e TN T AP S S PN S b i i

e

a1 M e O O
£ Ao % 3 2 a3 &R Lo 3
e i

i

a0 8

i

) |

i

h

; ¥

i

1

&
3

e

512, HalimMeHyBaHHA Ta apeca BUPOOHHKA:

4.06’exT neknapaniii BIANOBinaE BAMOTAM BiATIOBIAHHX TEXHIYHMX PErIaMeHTIB:

1

X

JTEKJIAPALISA PO BIIIOBUTHICTh
Ne UA. TR MD.007-22

:

- O6’exr nexnapauii:_ AnNapar AJas HU3bKOYACTOTHOI MarHiToTepanii noprarusunii MAT 30-4

" JlepkaBHe MiANPHEMCTBO «Hosartopy, By1. TepHonminbcbka, 17, m. XMeabHAUBKHI, 29018

3. Lla mexnapatist ipo BiMOBIAHICTS BUAAHA TTi/T BUKIFOYHY BiIIOBi NATBHICTS BHPOOHHMKA.

= TeXHi‘lHOM! PENVIAMEHTY 100 MEAHIHHX BHQOﬁiBz 3ATBEPIKCHOI0 NIOCTAHOBOKO

KaGinery Minicrpis Yxpainu Ne753 Bix 02.10.2013 p.

5. INocunanns Ha BiATIOBITHI CTAHAAPTH, BKITIOYEH] 10 NEPENiKY HALIOHATBHIX CTaHIapTiB, o Oyiu
3aCTOCOBaH (i3 3a3HAYCHHAM AT BUJAHHS CTAHIAPTIB) CTOCOBHO SKHX JEKJIapYEThCS BLATIOBITHICTS:
CTY EN ISO 13485:2018, ACTY EN 60601-1:2015, JICTY EN 60601-1-2:2015
CTY EN 60601-1-6:2015, ICTY EN 60601-1-11:2015, ICTY EN 1041:2019
ACTY EN ISO 15223-1:2018, ICTY EN ISO 10993-1:2015, ICTY EN ISO 14155:2015
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6. IlpusHavyenuii OpraH y pasi 3alydeHHs:

Opran 3 ouinku BinnosinHocti IYO «Iloaitexmen», inenTudixauiiinuii Ne UA.TR.101
(na3Ba, ineHTH}IKAIHHMI HOMED)

IPOBIB OMIHKY T4 CXBAJEHHS CHCTEMH YIIDAB/IHHS SIKICTIO 3rigno 3 lonatkom 3 no Texnignoro
PerJIaMeHTy moxo Mexuaaux BupodiB «flopsaok nposenenns NpOLEeAYPH 3a0e31eYeHHs
(YyHKIIOHYBAHHS KOMILIEKCHOL CHCTEMH YHPABJIIHHS SAKICTIO»

(ommic 3aBaans)

1 BuzaB ceprudixar simmosizsocti:UA.101.MD.3.0127-22.00 3 Tepminom aii 10 28.06.2027 p. .

7. onarkoBa inpopmaris: TexHiYHA JAOKYMEHTAIs, AKA € A0KA30B0I0 23010 BiANOBiTHOCTI HpoAYKLiT
BHMOI'aM TeXHIYHOIO PerJaMeHTy HI0a0 MeIHHHIX BHPOGiB 30epiracrnes na J{I1 “Hosatop”,

By1. Teproniibebka, 17, M. XMeTbHUNLKHI

Tignuchro Bix iMeHi Ta 3a nopyqennsm [I1 «Hosatopy m. Xmenprwpkuii, 29 yepsus 2022 p.
(Micue Ta aata BUAaHHA)

CeictyHoB OJekciii CepriiioBuy, 1HpeKTOp

(mpizerme, im’s Ta mo GaTbKOBi, TOCaza)
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