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Declaration of Conformity

Mu, ze l'orsed C.p.n.,
3HaxoauMocs 3a aapecoro: Crpana IIposiuuiane bycro-
Kaccano, 3 — 21034 darnano Onona (BA
IEKJIapy€EMO PO HACTYMHE:

We, de Gotzen S.r.l.,
located at Strada Provinciale Busto-Cassano, 3 — 21054
Fagnano Olona (VA), ltaly
herewith declare that

), ltanis

MenvuHi Bupoon:
Medical devices

Tepenik BUpoOiB:
List of products:

BupodHuk:
Vianufucturer

YnoBHOBaXEHWH MPEICTaBHUK B
VYkpaii:

Authorized representative in
Ukraine

Knacudikauis 3rinHo gonatxy 2,
TexHiYHOTro periaMeHTy MIoa0
MeaUYHUX BUpOOIB:
Classification  according  to
Annex 2 of technical regulation
on medical device

Buiieskasani B1poOH
BUAMOBIAAIOTS OCHOBHHM
BHMOTaM ans MEANYHUX

BUpOOIB 3rifHO:

The above products meel the
essential  requirements  for
medical devices according to:
OpraH 3 OUiHKHY BiXITOBIAHOCTI:
Conformity assessment body:

TIporpamue 3abe3MeueHHs 1A aHaizy peHTreHiBCbKUX 300pakeHsb | MiarHoCTHKN Acteon
Imaging Suite
Diagnostic imaging software Acteon Imaging Suite

(N0 # | Katazorosuii HoMep Haisa meauudoro supoly aHrnifficexor| Halsa MEANYHOTO BHPODY
REF # MOBOIO VKpalHCBLKOIO MOBOLO

Name of medical device in English Name of medical device in Ukrainian

'W0900046 ACTEON IMAGING SUITE [TakeT nporpamuoro 3abesneveHRs

ACTEON IMAGING SUITE

ne Morzen C.p.n

de Gotzen Srl.

CTpaaa lMposinuiane Bycro-Kaccano, 3 — 21054 darnano Onowa (BA), ITanis
Strada Provinciale Busto-Cassano, 3~ 21054 ['agnano Olona (VA), ltaly

Ten.: +39 0331 376 760 /dakc: +39 0331.376 763
Enextponna nowrTa: degotzen@acteongroup.com

TMpueatHe nignpuemctso “Ianit” (Private Company “Galit”)

Ykpaita, 47711, TepHoninbcbka o6, TepHominbehknii p-H, ceno BafikisLi, By, 15 kBiTH#,
OynuHox 6€

15 Kvitia St. 6e, Baikivisi. Ternopilskyi District, Ternopil Region 47711, Ukraine)
Ten.:0800 502 998

Knac 116

Class 11b

TeXHIUHOrO PeraaMenTy 00 MEAHYHUX BUPOOiB (3aTBepaxeHui [TocTaHoBoo KMY Big 02
#0BTHA 2013 poky Ne753)— Jlosatok 1. 3actocosana npouey pa ouiHku BiAMOBIZHOCTI 3ri/IHO
Jlonatky 3: 3abe3neuenHs (yHKLIOHYBaHHA KOMIIEKCHOI CHCTEMH YTIPaBIiHHS AKICTIO (33
BUHATKOM NepeBipkH Npoekty) Annex | of Technical regulation on medical devices, approved by
Decree of Cabinet of Ministers of Ukraine Ne753 on October 2nd, 2013.  Conformity assessment
procedure followed. Annex 3 Ensuring the functioning of a comprehensive quality management system
(excluding project verification)

ToBapucTso 3 06MexkeHnoo BianosigansHicTio « YKPMEJICEPT»;

02059, m. KuiB, Byn. JIparomanosa, |a, od. 2; Ten. (044) 390 63 27, (044) 339-94-00; Homep
npusnauenoro oprady NeUA . TR.099

UKRMEDCERT, Limited Liability Company;

02059, Kviv, 1a Drahomanova sireet, of. 2: Tel. (044) 390 63 27, (044) 339-94-00;

Confornnn assessment body No UATR0YY

Texniuna JOKyMEHTaLlis Ha MEIWTHHUI BUPIO po3poliacHa Ta
BNpoBaKeHa. Jleknapallist BIANOBIAHOCTI cKTajlena Ha
iierasi ceprudikary sianosianocti Ne UAMD.328-21 six
28.09.2023 Ta i NOBHY BiANOBiaanbHicTL BUPOOHIIKa

BIJH()BI,I(UII)HHH 3d CKJlalaHiiA url! [dlltlil

uehﬂapaun Bl,[lﬂOBl}]HOCTI

Responsible for compiling and mmu{’ IH.

declaration of conformity

Iara Date 28.09.2023
JwvpekTtop

Director

Jlania esiapanis ¢ wrnna 210 ‘-I 01,2026 p

The technical documentation for the medical device has been
developed and implemented. The declaration of conformity is
made on the basis of certificate of conformity No. UA.MD.328-
21 dated 28.09.2023 and under the full responsibility of the
manufacturer

This declaration is valid until 24.01.2026
TMpusatHe nianpuemctso “lanit”
Private Company “Galit™

& -8

3onotuit Bonoaumup Tletposny
Zolotyi Volodymyr Petrovych
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