
nnx[q.pAUlfl IIPo BTAnonIAHICTb
Declaration Conform

Mu, .qe fo'rseH C.P.'r',

3HaxoAl4Moct 3a aApecorc: IpogiHllifiHa aopora Eycro-Kaccaso N 3 -
21054 @anuno Olona (BA), Iralis AeKJIapyeMo rpo Hacryrue:

Ne DEG-02
No:DEG-02

We' de Gdtzen S.lr.l.,

located at Strada Provinciale Busto-Cassano, 3 - 21054 Fagnano

Olona (VA), Italy herewith declare that

MeauqHi arapoOtt:

Medical devices

flepenir rupo6ib: ''
List ofproducts:

Br,rpo6nnx:
Manufacturer:

YnognosaxeHl.Ifi nPeAcraBHI4K B

Yxpaini:
Aut horize d repre s e nt ativ e in
Ukraine:

Kracrzrpixauir:
ClassiJication:

B nuesra3ani arapo6n siAnosi.uamr
OCHOBHI,IM BI4MOTAM AN' MEAI'IqHI4X

nupo6ia sri.qHo:

The above products meet the

essential requirements fo,
medical devic?s according to:

Buuesxa3aHi uupo6r,r cnpoexroeaHi
Ta sfinorogreHi sianosiaHo Ao

BI4MOf 3flAHO:

The above products has been

designed and manufactured in
accordance with the requirements
of:

Opran I ouiHKrl ei.unosiasocri:
C o nfor mity as s e s s me nt b odY :

n--*opurru i U"Eatoretptrvna peHr.euiscrxa cucreN,Ia X-MIND Prime

Panoiamic and cephelometric X-ray system X-MIND Prime

Aris. AoAaror (5 nafiveHYraur)
See Annex (5 items)

Ae forseH C.pt (de Gatzen S.r'1.)

Iporiuuiftna aopora Eycro-Kaccano N 3 - 21054 (Daursuo O:rona (BA), llwtit (Strada Provinciale

Busto-Cassano, 3 - 21054 Fagnano Olona (VA), Ita
Terr./Tel. : +3 9 03 3 1 37 6 1 60 ; Elerrpouua nourra (email) .. degotzen@acteon group. com

IIp
Yx 1 JIo Eaftxisqi, uyl' 15 xnirnr' 6yAr'ruor

6e P Region 4771 l 'Ukraine)
Ter.Oel.): 0800 502 998

K,rac 116, sriAuo.[oAarxy 2, Texuiuuoro pernaMeHry IqoAo MeAI4qHr'rx rnpo6in

ctass IIb according to Annex 2 of technical regulation on medical device
H'

;
of

C onfo r mity as s e s s m e nt p r oc e dur e foll ow e d : A nne x

3: Ensuring the functioning of a comprehensive quality management system (excluding proiect

veriJication)
TexniqsOrO pernaMeHTy ll6Ao O6vexennq BI'IKOpI4CTaHIUI AetKuX He6esne'{H1{x perrOBI'{H B

eneKTpI,Ir{HoMy Ta eJ,IeKrpoHHouy o6naguauui, saraepANeHoro nocTaHoBolo KMV Ns 139 si'[ l0'03'2017

(si sruiualra).'MeAuqur.rfi nupi6, y rouy rucli xa6eni, sanacsi qacrI4HI4 Ars fioro peMoHry He Nlisrqrr

per{oBrrH 3a3HaqeHr,tx y. Aoaarry Ns 2 usoro pefnaMeHry B KoHUeHrpaqiqx, |llo nepeBl4xlylorb

I'IMI

on ces in electrical and
No' I39 dated March

"fr
t0, 2017 (as amended).'The medical device, including cables and spare parts for its repair, does not

contain the substances listed in Annex No. 2 to this Regulation in concentrations exceeding lhe maximum

permissible values for the restriction of hazardous substances'

Toaapucrno g o6vexeuorc niAnoniAanuricrro'<YKPMEACEPT>;
0205b, v. Knin, ay,r. .{paronanora, lq oQ. 2; Te;': (044)390 63 27, (044)339-94-00; Houep

npu3HaqeHoro oprauy ouinru siAnosiAHocri NsUA.TR'O99

U KRM EDC ERT,' Limite d Liabili ty C omp any ;'
02059, Kyiv, la Drahomanova street, of' 2; Tet' (044) 390 63 27' (044) 339-94-00;

;,fy assessment body No. UA.T4.Q22

Texsiqsa 4oxylrenraqir Ha lteAuqnnfi nr'rpi6 pospo6neHa ra
BnpoBaAxeHa. .{exnapauir si.qnosiAHocri cKJIaAeHa Ha niAcrasi

cepruQirary si,{nosiAHocri N UA.MD.328-21 pe.u. 05 sir,21.01.2026ra
ni^q uoeHy eiAnosiAanrHicrr anpo6Hura.

The technical documentation for the medical device has been

develdped and implem
the basis ofcerti/icate ted

2 | 0l .2026 and under

This declaration is valid until 24.01'2Bf
:i-

,{aHa4er<napauir e 'IIlHHaro 24.01.2031 p.

BiAnosiAamHlafi ga crr4aaHrlr i sI.rAaHHt 4euapauii
siAnoniAHoc'ri

Responsible for compiling and issuing the declaration

of conformity

[naDate 23.02.2026

[upexrop

flpuaarue ni.qnpueuc'mo "f a:rir"
Private Company " Galit"

3onorufi Bolo4uutlP llerPortl.t
Volodymyr PetrovYch

XIJIl

Cmopiurca I s 2



[nn"nnrAlllfl IIPo BI4uonrAHIcrb
D e claration of C onformitY

AoAaror.qo Aexnapauii
Annex to declaration

,(ara ua6pauur'ruHHocti: :

Jl! # Kara.noronnft HolreP

REF #
Harsa MeAHqHoro onpo6y yrpai'Hcrnorc
MOBOK)

Name of medical device in Ukrainian

Harsa ueAuquoro aupo6y aHr,nificsrcoro MoBoto

Name of medical device in English

I w1200001 Cnmeua peurreu PRIME 2D s

tpyurqiero . opro (OnTf) i

cncreMorc Hacrinno-ni,qsicuoro rrao41q:x1-

XMP 2D WALL IlO-240V

2 w1200001.PB Cucreua pentreHiscrrca X-MIND PRIME 2D s

<pyuruiero op'ronanror"rorpa<pii (OIIT|) i

cr,rcreMolo nacriuHo-ni,qsicHoro MoHTtDKy

(+ror'rnlerr PB)

xMP 2D WALL ll0-240v ( +KIT PB)

J w1200009 Cnmeua peurrenigcrKa X-MND PRIME 2D s

Qyur<uiero opronaHrovorpai[ii (OnTf) i
renepenrreuorpat[ii (TPf) 3 cl'IcreMolo

HacriHIro-ni,usicHoro MoHTalKy, tKa
ko nr6i no eaHa KoJIo HoIo .ttJUI onopu ga niAlory

XMP 2D CEPH lIO-240V

4 w1200009.DS Cucreua peHrreniscrxa X-MIND PRIME 2D s

asolaa s6yaosaHI4MI'I ceHcoparnru, 110-240 B
XMP 2D DOUBLE SENSOR IIO-240V

5. w 1200001.FL XMP 2D III.IIJIOfOBI4VI IOO-2408 XMP 2D FLOOR 1IO-240V

Br,uuoglAaruHlafi ga crrta,4annq i slrAauH.s 4ernapauii
ei,unosiAgocri

Responsiblefor compiling and issuing the declaration

of conformity

ilaraDate 23.02.2026

flpuaatHe ni4npuei'rc'rro "f a;rit"
Private Company " Galit "

3oloruft Bono4rutnp flerPontu
Zoloty i Volodymyr PetrovYch

GlTn
30938037

Cmopiurca 2 s 2


