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Mu, aeTorsen C.p.ou.,
3HaxoauMocs 3a agpecolo: [TposinniiiHa gopora Bycro-KaccaHo Ne3 -
21054 daussio Onona (BA), Itarid aeknapyemo npo HacTyIHE:

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

MenunyHi BUpoOH:
Medical devices
[epenix BupoGis:
List of products:
BupoOHuK:
Manufacturer:

YnoBHOBaXKeHUH
Vipaini:
Authorized representative in
Ukraine:

MpEACTAaBHNK B

Knacudikavis:

Classification:

Buuieskasani BupoO¥ BiANOBIAAIOTH
OCHOBHHMM BHMMOI'aM Ui MEOUYHHX
BUpOGIB 3rigHO:

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

BuleBkazani BUpoOH CNpOEKTOBaHI
Ta BUTOTOBJICH] BIMOBIIHO 10 BAMOT
3riHO:

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

Opran 3 OLiHKY BiANOBIAHOCTI:
Conformity assessment body:

TlaHopaMHi, niedanomerpyyHi Ta Tomorpadiuni pentreHichki cucteMu: X-MIND prime 3D, X-MIND
optima 3D =

Panoramic, cephalometric and tomographic X-ray systems: X-MIND prime 3D, X-MIND optima 3D
Tue. noxatok (11 HaliMeHyBaHb)

See Annex (11 items)

ne Fotzen C.p.n (de Gotzen S.r.l.)

Tposinmiiina gopora Bycro-Kaccano Ne 3 — 21054 @anssuo Onona (BA), Itanis (Strada Provinciale
Busto-Cassano, 3 — 21054 Fagnano Olona (VA), Italy)

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

Ipusarue nianpuemcrso “Tanit” (Private Company “Galit”)

Vkpaina, 47711, Teprominsceka 061., TepHOMinbChKuii p-H, CENo Baiixipit, Bys1. 15 kBiTHA, Oy AMHOK
6€ (15 Kvitnia St. 6e, Baikivtsi, Ternopilskyi District, Ternopil Region 47711, Ukraine)

Ten.(Tel.): 0800 502 998

Kitac 116, 3rigno pomarky 2, TeXHIUHOTO pernamMenTy WOAO MEAUYHNX BUpOOiB
Class [Ib according to Annex 2 of technical regulation on medical device

TeXHIYHOTO PErNaMEeHTy MO0 MEAMIHUX BUPOGIB (3aTBEPIKEHMA Mocranosorw KMY Bia 02 x&0BTHs
2013 poky Ne753) — Jlomatok 1. 3acrocoBaHa npouenypa ouiHKM BianosimHocti 3rigHo Jlomatky 3:
3a6e3neucHHs (GyHKUIOHYBAHHSA KOMILIEKCHOT CHCTEMH YNpPaB/IiHHS SKicTiO (32 BUHATKOM IEPEBipKH
npoexry) 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)

TexHi4HOT0 pEraMeHTy (070 OOMCKEHHA BWKOPUCTAHHA [CAKMX HEOE3NEUHHX peHOBMH B
€NCKTPUIHOMY Ta eCKTPOHHOMY 00.TaIHAHHI, 32TBEPIKEHOTO I0CTAHOBOKO KMV Ne 139 Bix 10.03.2017
(31 3minamu). Meanunmii BupiG, y ToMy umcii kabeni, 3amacHi YaCTHHHU s HOrO PEMOHTY HE MICTATh
pedoBur 3asHadeHux y JHomatky Ne 2 1pOro perjameHty B KOHLIEHTpAIlIfX, IO IEPEBHIUIYIOTH
MaKCUMaJIBHO JOTYCTHMI 3HAUEHHS 0OMEXEHHAM BMiCTy HEOE3MEUHUX PEHOBHH.

Technical Regulation on the restriction 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 Jor 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.

ToBapycTRo 3 oGMexkeHO10 BianosinabicTio « YKPMEJICEPT»;

02059, m. Kuis, syn. Jlparomanosa, la, od. 2; Ten. (044)390 63 27, (044) 339-94-00; Homep
NIPU3HAYEHOTO OPTaHy OLHKM BilITOBiTHOCTI 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

TexniuHa JOKYMCHTAllisl Ha
BIPOBAIKEHA.

Jawa nexapauis € yunHa g0 24.01.2031 p.

MeIH9HAN
Jexnapaliist  BifOBIIHOCTI
ceprudikary sianosinHocti Ne UA.MD.328-21 pex. 05 Bin 21.01.2026 Ta
M1i]l HOBHY BIAMOBINATEHICTE BHPOOHHUKA.

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 _

Bupi6 pospobiaeHa Ta
cK/lajieHa Ha [MijacTaBi

BiAmoeinanpHui 3a CKIAIaHHs | BUIAHHS Oeknaparii

BiamoBigHOCTI

[Mpusartne mianpuemcrso “Tamir”
Private Company “Galit”

Responsible for compiling and issuing the declaration of

conformity
Iata Date 23.02.2026

Jupextop

Director

3onotuit Bonogumup IeTpoBuy
Zolotyi Volodymyr Petrovych

Cmopinka 1 32
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Jlonatok o neknapattii
Annex to declaration

No #

Karanorosnii Homep
REF #

Ha3zsa meanunoro Bupoly ykpaiHCbLKOIO
MOBO10O
Name of medical device in Ukrainian

Ha3zea meguuHoro Bupo6y anriificbKko1o MOBOIO
Name of medical device in English

W1200005

g

Cucrema pentresisceka X-MIND PRIME 3D 3
¢yHkuicto  opronantomorpadii  (OIITT) i
KOHYCHO-TIPOMEHEBOI KOMI'IOTEPHOT
tomorpadii (KIIKT) 3 cucreMor0 HacTiHHO-
migBicHoro MoHTaxy. Kowmmiektr 3 po6odoro
CTAHILEI 1 MOHITOPOM

XMP 3D WALL 110-240V + WS + MONITOR

W1200005.PB

Cucrema pentreniscska X-MIND PRIME 3D 3
¢bynkuieio  opromantomorpadii  (OINTI) i
KOHYCHO-TIPOMEHEBOT KOMIT’ FOTEPHOI
tomorpagii (KITKT) 3 cucremoro HactiHHo-
nigBicHoro MoHTaxy. Kommiekt 3 po6odoro
CTAHLI€EFO i MOHITOpPOM (+KoMnyexT PB)

XMP 3D WALL 110-240V + WS + MONITOR (+ KIT PB)

W1200010

Cucrema penrreHisceka X-MIND PRIME 3D
CEPH 3 d¢yHkuieto opromaHtoMorpadii
(OIITT"), KOHYCHO-IPOMEHEBOI KOMIT IOTEPHOT
toMorpadii (KIIKT) i tenepenrrenorpadil
(TPT') 3 cucTeMOW0  HACTiHHO-MiABICHOTO
MOHTaXy, ska KkoMOiHOBaHa KOJIOHOIO JUIsi
ormopu Ha migmory. Kommiekr 3 poGodoio
CTAHLI€I0 i MOHITOPOM

XMP 3D CEPH 110-240V + WS + MONITOR

W1200015

Cucrema pentreHiseska X-MIND PRIME 3D 3
¢yukuieto opromantomorpagii  (OIITI) i
KOHY CHO-IIPOMEHEBO]T KOMII FOTE€PHOT
tomorpadii (KIIKT) 3 cucremoro HacTiHHO-
MiABICHOTO MOHTAXY.

XMP 3D WALL 110-240V NO WS NO MONITOR

W1200020

Cuctema penrretiscska X-MIND PRIME 3D
CEPH 3 ¢yukuieto opronantomorpagii
(OITTT’), KOHYCHO-NPOMEHEBOT KOMII IOTEPHOT
tomorpadii (KIIKT) i tenepenrrenorpadii
(TPT) 3 cuHcTeMOK  HACTiHHO-MiABICHOTO
MOHTaXy, ska KOMOIHOBaHa KOJOHOI I
OIIOpY Ha Mi/uIory.

XMP 3D CEPH 110-240V NO WS NO MONITOR

W1203005

Cucrema J)eHTFeHiBCLKa XMO 3D

HACTIHHHWM  100-240B + POBOYA
CTAHIIIA + MOHITOP

XMO 3D WALL 100-240V + WS + MONITOR

W1203010

Cucrema peHTI‘el-;iB(E‘LKa XMO 3D
HEPAJIOMETPUYHUU 100-240B +
POBOYA CTAHLIA + MOHITOP

XMO 3D CEPH 100-240V + WS +MONITOR

W1203005.FL

Cucrema PEHITCHIBCEKA XMO 3D
MJJOrOBUM  100-240B  + POBOYA
CTAHLIA + MOHITOP

XMO 3D FLOOR 100-240V + WS + MONITOR

W1203015

Cucrema  peHTreHiBChKka XMO 3D
HACTIHHMMA 100-240B BE3 POBOYO{
CTAHLIIf BE3 MOHITOPA g

XMO 3D WALL 100-240V NO WS NO MONITOR

L

- -

10.

W1203020

Cucrema PEHITCHIBCbKA XMO 3D
LE®AJIOMETPUUHUNA  100-240B  BE3
POBOYOI CTAHLIII BE3 MOHITOPA

XMO 3D CEPH 100-240V NO WS NO MONITOR

11

W1203015.FL

Cucrema PEHTIeHiBChKa XMO 3D
MIJUIOTOBUM  100-240B BE3 POBOYOI
CTAHLII BE3 MOHITOPA

XMO 3D FLOOR 100-240V NO WS NO MONITOR

BixrnoinanbHuit 3a cknanaHug i BUIaHHS Aekiapartii
BiAMOBIAHOCTI

Responsible for compiling and issuing the declaration of e

conformity
HNata Date

23,02.2026

Jupextop

Director

IlpuBartHe ninnpuemcrso “Taxit”
Private Company “Galit”

3onotuit Bonmogmvup [Metposuy
Zolotyi Volodymyr Petrovych

Cmopinka 232




