Ne DEG-04 Pepnaxuis Ne0S5
JEKJIAPALSA [TPO BINTOBLIHICTD No:DEG-04 Revision #05
Declaration of Conformity g;;*;g;”e“;&,e: 26.01.2026

Mwu, ne lotsen C.p..,
3HaxoAMMocs 3a aapecoto: [TposiHuiiina nopora bycro-
Kaccano Ne 3 — 21054 ®anbsno Onona (BA), Itanis
JeKJIapy€EMO MPO HACTYIHE:

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

MenuuHi BUpoOu:
Medical devices

[Tepenik B1poOiB:
List of products:

BupoOHuK:
Manufacturer:

YNOBHOBaKEHUI MMPEACTABHUK B
VYkpaini:

Authorized representative in
Ukraine:

Knacudikauist 3riqHo gopatky 2,
TeXHIUHOrO perjameHTy I0A0
MeINYHUX BUPOOIB:
Classification according to Annex
2 of technical regulation on
medical device:

BuuieBkazaHi BUpOOH
BI/LIOBI1AIOTH OCHOBHHUM
BMUMOTaM Ul MEMYHHUX BUPOOIB
3riHO:

The above products meet the
essential  requirements  for
medical devices according to:
Oprat 3 OLiHKK BiIMOBIAHOCTI:
Conformity assessment body:

Iporpamue 3a6e3nedens Ais 00poOKH Ta ynpaBjiiHHA PEHTreHIBCbKMMHU 300paeHHAMH
Acteon Imaging Suite
X-Ray Image Processing and Management Software Acteon Imaging Suite

INo # |Karanorosuii Homep | Hazsa wmeamunoro BupoOy aHriiiicekoro] Hassa MEAUYHOTO BUPOOY
REF # MOBOIO YKPaiHCEKOIO MOBOIO

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

i3 'W0900046 IACTEON IMAGING SUITE [TakeT mnporpaMHoro 3abe3neyeHHs

IACTEON IMAGING SUITE

ae I'orsen C.p.n

de Géotzen S.r.l.

INposinuiiina nopora Bycro-Kaccano Ne 3 — 21054 ®anbsino Onona (BA), Itanis
Strada Provinciale Busto-Cassano, 3 — 21054 Fagnano Olona (VA), Italy

Ten.: +39 0331 376 760 /Dakc: +39 0331.376 763
EsnextponHa nouura: degotzen@acteongroup.com

MpusaTHe nianpuemctso “I'anit” (Private Company “Galit”)

Ykpaina, 47711, TepHoninbcbka 0641., TepHonisibebkuit p-H, ceo bakikisui, Byn. 15 KBiTHs,
OynnHok 6€

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

Knac Ila

Class lla

TexHiUHOro periaMeHTy 11010 MeAHYHIX BUPoOiB (3aTBepkeHuit Iloctanosoro KMV Bin
02 xoBTHs 2013 poky Ne753) — Jlonatok 1. 3acrocoBaHa NpoLeaypa OLIHKM BiANOBiHOCTI
srinHo Jlomarky 3: 3aGe3neueHHss (yHKIIOHyBaHHS KOMIUIEKCHOI CHCTEMM YNpaBJliHHS
AKICTIO (3@ BUHSTKOM MEpeBipku 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)

ToapucTBo 3 o6MeskeHot0 BianosianbHicTio « YKPMEICEPT»;

02059, M. Kuis, By.1. [lparomatoBa, la, o¢. 2; Teun. (044) 390 63 27, (044) 339-94-00; Homep
npusHayeHoro oprany NeUA.TR.099

UKRMEDCERT, Limited Liability Company;

02059, Kyiv, la Drahomanova street, of. 2; Tel. (044) 390 63 27, (044) 339-94-00;

Conformity assessment body No. U.A.TR.099

TexuiuHa J0KyMEHTALlisi Ha MeIMYHHI BUPiO po3pobieHa Ta
BMpoBakeHa. Jlekiapallis BiANOBIAHOCTI CK/laneHa Ha
niacrasi ceprudikary sianosizHocti No UA.MD.328-21 peu.
05 Bin 21.01.2026 Ta nix noBHy BiANOBiiaNLHICTL BUPOOHMKa

Jlana siexapatist € unHHa 10 24.01.2031 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 rev.05 dated 21.01.2026 and under the full responsibility
of the manufacturer.

This declaration is valid until 24.01.2031

aekaapauii BiImoBiAHOCTI
declaration of conformity
Jlata Date 26.01.2026
Hupektop
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BianosifganbHui 3a CKIaaaHHs | BUAAHHS

Responsible for compiling and issuing the ~’g‘ X
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