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Mn, ae l-orseH C.P..'1.'

3HaxoArlMocfl 3a a.[pecoo: [IpoaiuuiftHa Aopora Bycro-
Kaccano J\! 3 21054 @auunuo Oroua (BA), Ila,rir

lleKnapy€Mo llpo HacryIHe:

We, de Gotzen S.r.l.,
localed at Strada Provinciale Busto-Cassano, 3 * 21054

Fagnano Olona (VA), ltalY
herewith declare thqt

Meau.rui nr.rpo6u:

Medical devices

flepe,rix nupo6ie:

List ofproducts:

Br.rpo6uux:

Manufacturer:

YnosHosaNeHui;i npeacraBHuK B

Yrcpaiui:

Aut hori:cd representat ive i n

Ukraine:

K,racra$ixauir sriAHo .4oaarxy 2,

TexHi.rHoro pernaMeHTy uloao
MeAr4qHux nupo6ia:

C I ass i/icat i on a ccctrding to A nnex
2 o/'technicul regulalion on
medical device:

Buureexa:aHi eupo6tl
siAnoaiaarcru ocHoBHnM

Bl.rMoraM aJrlf MeAhqHHx supo6ie
:riauo:
The ebove products meet the

essenlial recluirements .fo,
medical devices accorcling to:

OpraH r ouiHrcu eianoeiaHocri:
C onfor n i ly a ss es s m en t b o dy :

llporpaune 3a6e3reqeHHr ,urn o6po6r14 ra y[paBniHHr penrreHincbKI4MI,t 3o6paxeHHflM14

Acteon Imaging Suite

le I-or:eH C.p.,r
de Gotzen S.r.l.
Ilpoair-ruiiiHa aopora Bycro-Kaccano Ns 3 -21054 @aHuruo O,lona (BA), Iranir
Strada Provinciale Busto-Cassano, 3 - 21054 Fagnano Olona (VA), Italy

Te,'r.: f39 0331 316 760 /Oaxc: +39 033 1.376 763

E,r e rrpo H u a n o u ra : de gotzen @acte o n gro u p. c o m

[Ipraaarue nianprae n,tcrno "farir" (Private Company "Galit")
YxpaiHa, 41'7 ll,TepHonirscuxa o6r., Tepnoni,rrcuxnfi p-u, ceno EaiKiBui, eyn' l5 xsirHn,

6yalruox 6e
I5 Kvitnia St. 6e, Baikivtsi, Ternopilslqi District, Ternopil Region 4771 l,Ukraine)
Ten.:0800 502 998
K,rac IIa
Class IIa

'fexuiqHoro perJraMeHry uloAo MeailqHr.rx aupo6in (rarnepAxeHnfi llocraHosoro KMY sia
02 x<oerHfl 20 I 3 por<y l\e753) - Aoaaror l. 3acroconaHa npoueAypa ouiHxu siArosiAuocri
rriaHo Loaarr<y 3: :a6e:neqeuur $yuxrlioHyBaHHs KoMrlneKcHoi cl4creMt-l ynpaa,T iuHr

lxicrro (ra nuulrroru nepeaipxu npoer<ry) Annex I o/'Technical regulation on medical devices,

ultprovctl h), l)t'c'ree ol Cubinet of l,linisrers o.l (ikrctine Nit753 on October 2nd,2013. Con/brmity

dssessment procedttt'e _/bllowed; Annex 3; Ensnring the functioning of a comprehensive quality

mctnoge me t1t s.t's te m ( e.rc lud i ng prctj et't ve r i/icat ionl

Toeapucreo : o6ueNeHorc siAnosiaansHicrro <YKPMEICEPT>;
02059, M. Kr.ris, oyr. flparor'rauoBa, la, oS. 2; Ten. (044) 390 63 27,(044) 339-94-00; Houep

rpH3HaqeHoro opraHy XeUA.TR.099
U K RMEDC ERT, Limited Liability Company;

02059, Kyiv, I a Drahomanovo street, of. 2: 7'el. (011) 390 63 27, (041) 339-94-00;

C irv assessment bodv No. U.A.TR.099

X-Rqy Imase Processins and Acteon Imqpinp Suite

Ys# Kararoroauft Houep

REF #

Ha:ea N,rear.r.rHoro ar.rpo6y asr,riiicrxox

t\{oBo}o

Name of medical device in English

Hassa MeAI,ItIHoro nr,rpo61

yKpaiHcbKoro MoBoro

Name of medical device in Ukrainiar

I w0900046 \CTEON IMAGING SUITE laxer nponpauHoro :a6eaneqeHur

{CTEON IMAGINC STJITE

TexHi q sa .[orylaeHrauiq sa ute.4uqsnft nr,rpi6 poapo6,rena ra
BnpoBarxeHa. [ex,rapauir sianosi.qHocri oKnaaeHa Ha

nitcrasi cepru(lixary ei.qnosiaHocri N! UA.MD.328-21 pea.

05 eia 2 I .0 I .2026 ru nia nonny ai.rnoai.'la,r uuic rs urapo6Hu ra

'l'he technical documentationfor the medical device has been

developed and implemented. The declaration of conformity is

nacle on the basis of certilicctte of codormity No. UA.MD.328-
2 I rev.05 duted 2 L0 1.2()26 and under the full responsibility

of the manuJ'acturer.

BianoaiAa,ruu ufi za cwra1aHHfl i BHAaHHfl -..rDD- flpuoarHe niArpueNtcrgo "faliT"
aex,rapauii sianosiaHocri 'ii:rffitv a t e c o m P a nY " G a t i t "

Responsible for compiling and issuing the

clec)lartrlion of'conJotrrttitt, aloY 't Y
fiara Date 26.01.2026

,{,rapexrop Wn I^-^.Ionsz }{tfll-BgrgaHruup flerponr,u

Director fiffi{;/3oosQvv' /#Wi Volodymyr Petrovych

GIT,:

, e q14HHaao 24.01.2031 This declaration is valid until 24.0I .203 I

Cmopiuxa I s I


