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Declaration of Conformity ?}2;?3:521;1‘“ e \ 23.02.2026

Mpu, ae Forsen C.p.u.,
3HaxoIMMOcs 3a azpecoro: TTposinniiina gopora Bycro-KaccaHo Ne3—
21054 ®aupsso Onona (BA), ITanis gexiapyeMO PO HACTYITHE:

We, de Gétzen S.r.1.,
located at Strada Provinciale Busto-Cassano, 3 — 21054 Fagnano
Olona (VA), Italy herewith declare that

Menu4ni Bupobu: —
Medical devices

Tepenik BupoGiB: ~
List of products:
BupobHuk:
Manufacturer:

VnoBHOBaXCHUH
Vkpaini:
Authorized representative in
Ukraine:

NpeACTaBHUK B

Knacudikauis:

Classification:

Buineskasani BUpoOU BilllIOBiAAXOTE
OCHOBHUM BHUMOTaM A1 MEAUYHUX
BUpOGIB 3rigHO:

The above products meet the
essential ~ requirements  for
medical devices according to:

BumeskasaHi BApoOH CIIPOEKTOBaHI
T4 BMMOTOBJICHI BIINOBIIHO J10
BUMOT 3TiHO:

The above products has been
designed and manufactured in
accordance with the requirements

of:

OpraH 3 OUiHKM BiANOBiAHOCTI:
Conformity assessment body:

TMasopaMHa i LedatoMeTpHYHa PEHTIEHIBCbKA CHCTEMA X-MIND Prime
Panoramic and cephalometric X-ray system X-MIND Prime

JluB. nogatok (5 HaliMeHyBaHb)
See Annex (5 items)

ae Torsen C.p.a1 (de Gotzen S.r.l.)

Iposinuiiina gopora Bycro-Kaccano Ne 3 — 21054 ®aubsino Ounona (BA), Itanis (Strada Provinciale
Busto-Cassano, 3 — 21054 Fagnano Olona (VA), Italy)

Ten./Tel.: +39 0331 376 760; Enexrponna nowra (email): degotzen@acteongroup.com

Tpusarne nignpuemerso “Tanit” (Private Company “Galit 0]

Ykpaina, 47711, Teproninecbka o6, TeproniasChkuii p-H, ceno bakkisL, BYL. 15 kBiTHS, Oy IUHOK
6C (15 Kvitnia St, Ge, Baikivtsi, Ternopilskyi District, Ternopil Region 47711, Ukraine)

Ten.(Tel.): 0800 502 998

Kuac 116, 3ringo nogarky 2, TeXHiYHOro perfiaMeHTy IOA0 MEAUTHUX BHpOGiB

Class IIb according to Annex 2 of technical regulation on medical device

TexHiYHOr0 PErfIaMeHTy 00 MEAMYHUX BUPOOIB (3aTBEpKCHHI [MTocTanosoo KMY sin 02 yoBTHSI
2013 poxy Ne753) — [lonarok . 3acTocoBana mpouERypa ouinkn eignosigsocti srigko Jdomarky 3:
3abesneycHHs GYHKIIOHYBAHHS KOMILIEKCHOT CHCTEMH YIpaBAiHHA AKICTIO (32 BHHATKOM nepesipku
npoexty) Annex I 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)

TexXHIYHOrO pETJaMeHTy 1100 OOMEKEHHS BHKOPWCTAHHS NCAKUX HeOEe3MeYHUX pEeUOBMH B
CIEKTPHYHOMY Ta EIEKTPOHHOMY 00/a/IHAHHI, 3aTBEPIKEHOTO [IOCTAHOBOO KMV Ne 139 Bix 10.03.2017
(3i 3minamun). Meanunuii BUpi6, y ToMy qmeni kabeJli, 3amacHi 4acTHHY A1 HOTO PEMOHTY HE MICTATh
peuoBHn 3asHaueHux y Jomatky Ne 2 LBOTO pEriameHTy B KOHLEHTpALUAX, L0 TEPEBUILYIOTH
MAKCHMAIBHO JONYCTAMI 3HAMEHHS OOMEKEHHAM BMICTY HeGE3MeHHUX PEHOBUH.

Technical Regulation on the resiriction of the use of certain hazardous substances in electrical and
electronic equipment, approved by Resolution of the Cabinet of Ministers of Ukraine No. 139 dated March
10, 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 the maximum
permissible values for the restriction of hazardous substances.

ToBap1CTBO 3 0OMEKEHOIO pignosinansHicTio « YKPMEJICEPT»;

02059, m. Kuis, Byn. Jparomauosa, la, od. 2; Ten: (044) 390 63 27, (044) 339-94-00; Homep
TIPH3HAYEHOrO OPraHy OLiHKH Binnosiguocti NeUA.TR.099

UKRMEDCERT, Limited Liability Company, -

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

Conformity assessment body No. UA.TR.099

Texniuna QOKyMEHTalis
BIIPOBAKEHA.

Jlana gexnapauis € unnta 1o 24.01.2031 p.

Ha MeIU4HMH
Jexnaparis  BigmosinHocti
ceprudixary pinmosiznocti Ne UA.MD.328-21 pex. 05 Bix 21.01.2026 Ta
Mif MOBHY BiAMOBINANBEHICTE BAPOGHHKA. '

Bupi6 pospobieHa Ta
CKNajeHa Ha Iacrasi

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. UAMD.328-21 rev.03 dated
21.01.2026 and under the full responsibility of the manufacturer.

This declaration is valid until 24.91?203]‘:

-

BinnosifansHuii 32 CKNAfAHHS | BUAAHHS JeKnapaii ITpusatHe nignpuemctso “Tamir”
BignosigHoCTi Private Company “Galit”
Responsible for compiling and issuing the declaration A
of conformity
Jlata Date 23.02.2026
(1L -
Jupextop ! AP, 2o, 3onoruii Bonogumup [erpobuy
{ '-’rc- - .
Direstor f@cg%o lotyi Volodymyr Petrovych
B 1

Cmopinka 132
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Annex to declaration

No #

KaranoroBuii Homep
REF #

Ha3zsa meguuHoro BHupoOy YKpPaiHCHKOIO
MOBOH
Name of medical device in Ukrainian

Hazpa MeAR4HOT0 BUPOGY AHTiHCHKOK MOBOIO
Name of medical device in English

W1200001

4 g

Cucrema pentresiechka X-MIND PRIME 2D 3
dynxuiero _opronasToMorpacbit (OIITI) i
CACTEMOIO HACTiHHO-MIABICHOTO MOHTaXy

XMP 2D WALL 110-240V

W1200001.PB

Cucrema pentreniseska X-MIND PRIME 2D 3
dynkuicro  opronanromorpadii  (OIITT) i
CHCTEMOIO  HACTIHHO-TIBICHOTO ~ MOHTXKY
(+xommnext PB)

XMP 2D WALL 110-240V ( +KIT PB)

W1200009

Cucrema pentreniscska X-MIND PRIME 2D 3
dyHkuiero  opromanromorpadii  (OIITI) i
tenepentrenorpadii  (TPI) 3  cucremoro
HACTiHHO-IIiABICHOTO MOHT&XY, sKa
kOMGiHOBaHA KOJIOHOIO ISl OLIOPH Ha MiAIOrY

XMP 2D CEPH 110-240V

W1200009.DS

CuicTeMa PEHTICHIBCBKa X-MIND PRIME 2D 3
nBoMa BOynoBauuMH ceHecopamy, 110-240 B

XMP 2D DOUBLE SENSOR 110-240V

W1200001.FL

XMP 2D ITJUIOTOBHH 100-240B

XMP 2D FLOOR 110-240V

Jara Da

Director

te 23.02.2026

Jlupextop

BinnopizansHuit 3a ckIafaHHs | BUTAHHS AEKIaparii
BiamoBiqHOCTI

Responsible for compiling and issuing the declaration

of conformity

ITpusarne mignpaemcreo “Tamit”
Private Company “Galit”

3onoTuit Bonoaumup IetpoBrd
Zolotyi Volodymyr Petrovych

v

Cmopinxka 2 3 2




