
[nx"uaeAlllfl ilPo Bt4uontAHICrb
D e c I ar at io n of C o nfor mitY

,{ara na6pauH.n quxsocri : :

Mn, Ae forseH C.P'n.,

3HaxoAl4Mocs 3a atlpecoru: flponiuuifiua aopona Eycro-Kaccauo N 3 -
21054 @antqHo Oloua (BA), Imris AeKnapy€Mo npo HacrynHe:

We, de Gbtzen S.r.l '
located at Strada Provinciale Busto-Cassano, 3 - 2 I 054 Fagnano

Olona (VA), Italy herewith declare that

Mear,rqHi nupo6u:
Medical devices

I IepenrK Br{poolB:

List ofproducts:

Bupo6utzx:
Manufacturer:

YuoeHosaxeHl4fi [PeAcraBH]'IK B

Vr<pailri:
A ut hor ize d rep rese nt ative in
Ukraine:

Kaacurfirauir:
Classification:

Buu{esKa3aFIi nrapo6u siAnosira}ors
OCHOBHI,IM B}IMOIAM .[JI' MCAT4qH'IX

napo6in:riauo:
The above products meet the

essential requirements for medical
devices according to:

Buutesxa3aHi nupo6n cnpoerroeani
Ta B[foroBJIeHi si.qnosiauo Ao BI'IMor

sriAHo:
The above products has been designed
and manufactured in accordanc.e with
the requirements of:

Opran s oqinrcu siAnosi4nocri:
C o nfor mity as s e s s me nt b odY :

flanopavni, qeQanorr,terprauni 'ra rorrlorpatpivni pen'rreuincsri cucrerrlla: X-MIND prime 3D, X-MIND

optima 3D 1

ianoramic, cephalometric and tomographic X-ray systems: X-MIND prime 3D, X-MIND optima 3D

,I[ug. AoAa'ror (11 uafiveuYnanr)
See Annex (l I items)

.{e forseH C.p.n (de Gotzen S.r.l.)
lporiuqi;Ha aopora Eycro-Kaccano ]..1b 3 - 21054 (DantsHo Oloua (BA), hwtir. (Strada Provinciale

Bisto-Cassano, 3 - 21054 Fagnano Olona (VA), Italy)
Ten./Tel.: +39 0331 376 760; E,rerrpouua norura (email)" degotzen@acteongroup.com

flpnrarue ni4npuevcrro "fanit" (P rivate Company " Galit " )
yrpaisa" 4771f, Tepnonilrcma o61., Tepuoninrc*nft p-H, ceno Eafir<isqi, ryl. l5 rrirua, 6y,{ranor

6e Q 5 Kvitnia st. 6e, Baikivtsi, Ternopitslqi District, Ternopil Region 477 I l,Ukraine)

Ten.(Tel.): 0800 502 998

Knac 116, griAHo Ao,(arry 2, Texniuuoro per,laMeHry [Io,(o MeAurIHnx rupo6in

Class IIb according to Annex 2 oftechnical regulation on medical device

Texni.rHoro pernaMeHry [IoAo MeAr4rrHnx rupo6ir (sarrep.4xenl'Ifi flocranosoro KMY ni.q 02 xostHt

2013 pory mZS:) - Aoauto* l. 3acrocosaHa nporleAypa oqinxrE silnosiAnocri gri.qno Ao.qarry 3:

:a6e:ne"ennr QynxuionynanHr KoMnreKcHoi cltcreuu ynpauiHu.r gricrro (:a suurrxotu nepeaipru

npoerry) Annix I of iechnical regulation on medical devices, approved by Decree of Cabinet of
Uir*tiit of Ukraine Ne753 on October 2nd, 2013. Conformity assessment procedure followed: Annex

3: Ensuriig the functioning of a comprehensive quality management system (excluding project

verification)
TexuiqnOnO pefnaMeHTy I{6A0 o6vexeurlfl BI4KOpI'ICTaHHI AetKlx He6egne'{Hgx peqpBhH B

eflepTpr{qHoMy ra e,,reKrpoHHonay o6,ra,4uanni, sarnepANenoro nocraHoBolo KMy l\! 139 sil 10.03.2017

(si suiuaruu). M"lt"tiit rupi6, y rovy .rucni xa6eli, ganacsi .{acruH,' A,'q fioro peMoHry He vicfqrr
peqoBr4g 3ailHaqeHltx y .{o.qarry Ns 2 qloro pernaMeHry B KoHIIeHrpaIIltx, ulo nepeBtIIqyIoTL

MaKClrMaJrbHo 4OnyCrraUi 3HaqeHHl O6NrexennsN{ rrr4iCry He6erner{H[X p9qOBI'IH.

Technical Regulaiion on the restriction of the use of certain hazardous substances in electrical and

electronic equipment, approvedby Resolution of the Cabinet ofMinisters of (Jkraine No. I39 dated March

10, 2017 (is imended). The medical device, including cables and spare parts for its repair, does not

contain the substances lisled in Annex No. 2 to this Regulalion in concentrations exceeding the maximum

pe r mis s ib I e v alue s fo r t he re s tr icti on of hazardous su b s t ance s.

Touapnc'reo g o6uexesoo si.unosiAanuHicrro <VKPME.{CEPT>;
0205b, v. Kria, eyn. ,{pbrouaHona, la, oQ. 2; Tel'.'(044)390 63 27, (044) 339-94-00; Hotuep

rpr€HaqeHoro oprany ouiuxn siAnosiAHocri ]'lbUA.TR.099

Ll KRM EDC ERT,' Li mi ted Liab i I ity C o mpany ;'
02059, Kyiv, la Drahomanova street, of 2; Tel. (044) 390 63 27' (044) 339-94-00;

C assessment body No. UA.TR.099

Texniqua .qoryuenraqix Ha ueAlqsr'rft rupi6 po:po6lega ra
BnpoBaAxeHa.,{ernapauil siArosiAHocri cKna4eHa Ha niacrasi
ceprnQircary eiAnosiAHocri .1'1b UA. MD' 3 28 -2 I pea' 0 5 sir' 2 1.0 1.2026 r a

ni.4 nonuy riAnoaira,'IrHicrr wtpo6uura.

.{aua Aexnapaqiq e .IuHHa.qo 24.01.2031 p.

The teehnical documentation for the medical device has been

developed and implemented. The declaration ofconformity is made on

the basis of certifi.cate of conformity No' UA'MD.328-21 rev'05 dated

2 1 .01 .2026 and under the full responsibility of tfue manufacturer.

-, This declaration is valid until 24.01-2031 -

BiAnoeiaaruHufi ga crlaAanns i guAaHH,s .ue nnapauii

aianosiaHocri

Responsible for compiling and issuing the declaration of
conformity

ilara Date 23.02.2026

flpurarne ni4npuelrcrro "faair"
P r iv ate C o mpany " G alit "

3olorr.rft BonoguuuP llerPonuv
Zoloty i Vol odymyr PetrovYch

30938037

Cmopiurca I s 2



AnrrapArlrq [Ipo BrAnosIAHICrb
D e c I ar at i o n of C o nfor mity

AoAaror,qo 4ernapauii
Annex to declaration

,{ara Ha6paxHr qnnsocri::

J\b # Kara.noroenfi uomep
REF #

Harsa MeAllqHoro enpo6y yrpalHcurcoro
MOBOK)

Name of medical device in Ukrainian

Hasea rvreAnqHoro nupo6y an r.n ift csroro MoBoIo
Name of medical device in English

I w1200005 Cacrerrra peurreniscrraX-MIND PRIME 3D s
tpyurqiero opronauror'.rorpatpii (OtITf) i
ronycno-npoueueroi roun'rorepnoi
rovonpatpii GIIKT) 3 cr4creMoro uacriuso-
niAeicHoro MoHrzDKy. Kovnlerr I po6ovoro
crasuiero i vonirooolr

XMP 3D WALL I IO-240V + WS + MONITOR

z. w1200005.PB Cr,rcrerua penrrenincrxa X-MIND PNME 3D s

Qyurqiero opronanrorraorparpii (OITD i
roHyCuo-npolreuenoi xonn'rorepnoi
rovorpaQii (Kffl(T) 3 cucreMoro uacriHso-
niAsicHoro MoHTaxy. Konnrerr s po6o.roro
crauuiero i l.roHiropov (+r<orr,rnnercr PB)

XMP 3D WALL I 1O-240V + WS + MONITOR (+ KIT PB)

3. w1200010 Cncreua penrreHincrra X-MIND PRIME 3D
CEPH s tpyuxuieio op'ronaurovorpaQii
(OlITf), KoHycHo-npoMeuenoi xoun'rcrepuoi
rouorparpii 6nKT) i'rerepeurrenorpat[ii
(TPf) 3 cr4creMoro HacrinHo-niAsicHoro
MoHTaxy, rra roM6iHosaHa KonoHoro Anq
oropr{ Ha nialory. Kolrnrerr s po6ovoro
cranuiero i voniroportr

XMP 3D CEPH I IO-240V + WS + MONITOR

4. w1200015 Cncreva peurreHiscrxa X-MIND PRIME 3D e

tpyHrqiero opronauronrorpaSii (OITD i
rouycHo-nponenenoi xor'.rn'rcrepuoi
rorraorpatpii (Knl(T) 3 cr4creMolo sacrisso-
niasicHoro MoHTaxv.

XMP 3D WALL I IO.24OV NO WS NO MONITOR

5. w1200020 Cucrerr.ra peurreuircrra X-MIND PzuME 3D
CEPH o Qynrqielo opronauronaorpa(pii
(O[Tf), KoHycHo-rrpoMeHeaoi roun'mepuoi
rouorpaQii 6nKT) i renepeurreHorpa$ii
(TPf) 3 cacreMoro HacriHno-niAsicHoro
MoHTalKy, sra rol.{6iHosaHa KoJ'roHoro IJrt
onoou Ha nilrorv.

XMP 3D CEPH I IO.24OV NO WS NO MONITOR

o w1203005 Cncreua peHrreHiscrxa XMO 3D
HACTIHHI4fi IOO-240B + POEOI{A
CTAHI]I' + MOHITOP

XMO 3D WALL IOO-240V + WS + MONITOR

7 w1203010 Cllcrelra oenueriiecma XMO 3D
uEoAnoMETPVqHr4n 100-2408 +
POEOI{A CTAHUI' + MOHITOP

XMO 3D CEPH IOO-240V + WS +MONITOR

8 w1203005.FL Cvrcreva peurreHiacrra XMO 3D
nrnnofoBHtz 100-2408 + PoEorrA
CTAHUI-S + MOHITOP

XMO 3D FLOOR 1OO-240V + WS + MONITOR

o w1203015 Cucreva oeHrreHiecrra XMO 3D
HACTIHHI4I4 IOO.24OB EE3 POEOI{OI
CTAHIIII EE3 MOHITOPA i

XMO 3D WALL IOO-240V NO WS NO MONITOR
r.

10 w1203020 Cucreua peHrreuiscrxa XMO 3D
uEoAnoMETpvlrrHkrir 100-2408 EE3
POBOqOI CTAHUII EE3 MOHITOPA

XMO 3D CEPH IOO.24OV NO WS NO MONITOR

1l w1203015.FL Cr,rcrelra peurreuincrra XMO 3D
nrAnofoBr4fi 100-2408 EE3 PoEoqoi
CTAHUII EE3 MOHITOPA

XMO 3D FLOOR IOO-240V NO WS NO MONITOR

BilnosiAanrHrafi sa cr,raganHr i rulauur Aexnapauii
eirnogi,{Hocri

Responsiblefor compiling and issuing the declaration of
conformitv

flpnnarHe ni4npuevcrao "f a,rir"
Private Company "Galit"

3ororufi Bolo4lnu.rp flerporlrv
ZoloIy i Volodymyr Petrovy ch

30938037 Cmopiuxa 2 s 2


