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.7 2. HaiimenyBaHHs T2 aapeca BUPOGHHKA:

' 3. Lla gexnapaiiis mpo Bi/INOBIAHICT BHIAHA 1/l BUKIFOTHY Bi/INOBiAABHICTH BUPOOHHMKA.

. 4.06’exT AeKnapanii BiINOBIA€ BMMOTaM BiJTIOBIJHUX TEXHIYHHUX PETJIAMEHTIB:

t ICTY EN ISO 15223-1:2018, ICTY EN ISO 10993-1:2015, ACTY EN ISO 14155:2015

~| 6. [Ipu3HaveHuit Opra” y pasi 3alyueHHs:

JTEKJAPAIIIA ITPO BIAITOBIIHICTD
Ne UA. TR.MD.005-22

depxaBHe ninnpuemcrso «HosaTopy, By TepHaoninbebka, 17, M. XMeIbHANBKHI, 29018

- TexHiyHOMY perjJaMeHTy 1010 MEAUIHHX BHPOGIB, 3aTBEPI’KEHOI0 IOCTAHOBOIO
Ka6inery Minicrpis Ykpainu Ne753 Bin 02.10.2013 p.;

5. TloCHIaHHA HA BiATIOBIHI CTAHAAPTH, BKIIOYEH] 10 NEPENKy HALOHANBHUX CTAHAAPTIB, 1O OyiH
3acTOCOBaH (i3 3a3HAYECHHAM JaT BUJAHHSA CTAHIAPTIB) CTOCOBHO SKHX JEKIIapy€ThCs Bi/IITOBITHICTE:
CTY EN ISO 13485:2018, ICTY EN 60601-1:2015, ICTY EN 60601-1-2:2015,
JICTY EN 60601-1-6:2015, ICTY EN 60601-1-11:2015, ICTY EN 1041:2019,

Opras 3 oninku Binnosizuocti YO «Iloaitexven, inenTndikauiiinnii No UA.TR.101

e S P S S P P

(ua3Ba, iAeHTU(IKAHAMI HOMED)

.| mposiB oni T4 CXBAJICHHS CHCTEMH ABJIHHY SKICTIO 3ri arkoMm 3 1o Texniunere
“ 71| pernamenty mono MenuaHux BHP0GiB «Ilopsitok NpoBeIeHHs NPOUEAYPH 3a0e3meYeHHS
. | dysxmionyBanHs KOMILIEKCHOI CHCTEMH YIIDABJIiHHS AKICTIO»

(omuc 3aBAaHb)

‘|l i sunas coprudixar sianosimmocti:UA.101.MD.3.0127-22.00 3 Tepminom xii go 28.06.2027 p.’
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7. Jlomarkosa iHpopmMaliis: TeXHi9HA JOKYMEHTANIs, 1K € A0KA30BOIO 623010 BiIOBIAHOCTI IPOAYKIIIi
BHMOTaM TEXHITHOTO PerJaMeHTy HI00 MeIuIHNX BUPOGiB 30epiracrbes na JII1 “Hosartop”,

v

ByJ. TepHonmiibebka, 17, M. XmenbHANbLKHH

L]

IMigmucaHo Bix iMeHi Ta 3a fopydennsm 11 «HoBatopy M. Xmensrurpkuii, 29 depsrs 2022p.
(micre Ta JaTa BUIAHHT)

CeictynoB Ouexciii CepriiioBuy, IMPEKTOD

(mpisBrime, iM's Ta O GaTHKOBL, HOCana)
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