Ne DEG-05 Penaxuia MO0
JEKJAPALSA [TPO BIAOBIHICTD No:DEG-05 Revision #00
Declaration of Conformity ;| 25012021

Mu, pe I'otzen C.p.a.,
3HaxXo0aAMMOCH 3a anpccoro:

We, de Gotzen Sr.l.,
located at via Roma 45, 21057 Olgiate Olona, Italy

pia Poma 45, 21057 Onsmkare Oniona, Itanis

JeKIapyeEMO MO HACTYIHE!

herewith declare that

MenuuHi BHpoOH:
Medical devices

[lepenik BupobiB:
List of products:

BupoGuuk:
Manufacturer:

VnoBHOBaXeHHH TMPEJCTABHHK B
VYkpaiHi:

Authorized representative in
Ukraine:

Knacuikauis 3rizHo nomatky 2,
TexHiyHoro periaMmeHty  ILOJ0
MEIHYHHX BHPOOiB:

Classification according to Annex 2
of technical regulation on medical
device:

BullieBkasaHi BHpOOH
BIAMOBINAIOTH OCHOBHMM BHMOTraM
U1 MeIHYHUX BUPOOIB 3riaHO!

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

OpraH 3 OUIHKH BIANOBIAHOCTI:
Conformity assessment body:

IManopamua Ta uedaroMeTpuyHa peHTreHiBebka ciereMa X-MIND Prime

INaHopamHa, LedanomeTpryta Ta ToMorpadiuna pentreniscka cucrema X-MIND Prime 3D
Panoramic and cephalometric X-ray system X-MIND Prime

Panoramic, cephalometric and tomographic X-ray system X-MIND Prime 3D

Jlus. nonarok (6 HaliMeHyBaHb)

See Annex (6 items)

ne Fotsen C.p.n (de Gétzen S.r.l) .

pia Poma 45, 21057 Onbmwkare Onona, Itanis (via Roma 45, 21057 Olgiate Olona, ltaly)
Tel.: +39 0331 376 760 /Fax: +39 0331.376 763

E-mail: degotzen@acteongroup.com

[puBathe nianpuemctso “I'anit” (Private Company “Galit”)

Ykpaina, 47711, TepHoninbcbka 061, TepHoninberknif p-H, ceno Baifkisui, Bys. 15
kBiTHA, 6yauHok 6€; Ten.:0800 502 998

(15 Kvitnia St. 6e, Baikivtsi, Ternopilskyi District, Ternopil Region 47711, Ukraine)

Knac 116
Class IIb

TexHiYHOro pernamMenTy Woao MeaAndHnX BUpoGiB (3aTBepwkeHuii [Toctanosoo KMY Bin
02 skoBTHs 2013 poky Ne753) — Jloaarok 1. 3acTocoBaHa npole1ypa OLiHKH BiANOBiAHOCTi
arinHo Jlonatky 3: 3aGesneueHHs (YHKUIOHYBaHHA KOMILIEKCHOT CHCTEMH YMpaBIliHHSA
AKICTIO (38 BHHATKOM MepeBipKy NPOeKTY) 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)

Tosapuctso 3 obmexenoio BianosinansicTio «YKPMEJICEPT»; IOpuautuHa anpeca:
02105, m. Kuis, npocnext Bo33’eaunanns, 6. 2/1-A; [Tomrosa anpeca: 02068, M. Kuis, By
Jlparomanosa, 1a, od. 2; Ten. (044) 390 63 27, (044) 339-94-00;Homep npusHaueHOro
oprany NeUA.TR.099)

UKRMEDCERT, Limited Liability Company; Legal address: 02105, Kyiv, 2/1-A Vozyednannia
avenue; Postal address: 02068, Kyiv, 1a Drahomanova sireet, of. 2; Tel. (044) 390 63 27, (044) 339-
94-00; Conformity assessment body No. U.A.TR.099)

Texuiuna NOKyMeHTallis Ha MeauyHuil BUpi0
po3pobaena Ta BnposamkeHa. Jlekiapallis BiANoBiAHOCTI
CK/Ia/leHa Ha nijcTasi cepTudikaTy BiimoBiaHoOCTI N
UA.MD.328-21 Bin 25.01.2021 Ta nia noBHy
BiANOBiZANbHICTE BUPOOHHKA

Jlana neknapatiisi € unnHa no 24.01.2026 p.
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BianogigansHuii 3a CKIagaHHs | BUIAHHA ..o‘:; g WPy,
JeKnapauii BiANOBiAHOCTI ‘,Q gﬁ’
Responsible for compiling and issuing the ~ § %
declaration of conformity Eg
Jlata Date 25.01.2021 ii

-
JlupekTop ‘;f* :

.-

Director

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 dated 25.01.2021 and
under the full responsibility of the manufacturer.

This declaration is valid until 24,01.2026

[Mpuearxe nianpuemctso “Tanit”
Private Company “Galit"

3onotuii Bonoaumup IMetposuy
Zolotyi Volodymyr Petrovych

Cmopinka 132



Ne DEG-05 Penaxuis MNe00
JIEKIAPAILIS ITPO BIAMOBITHICTH No:DEG-05 Revision #00
Declaration of Conformity et date: | 25.01-2021
Jloatok jio Jeknaparii

Annex to declaration

Ne #

Karanorosuii
Homep
REF #

Hassa meau4unoro supoly aHraiiicbkoio
MOBOK
Name of medical device in English

Ha3sea meanuHoro Bupo0y ykpaiHCbKOI MOBOIO
Name of medical device in Ukrainian

W1200001 XMP 2D WALL 110-240V

Cucrema penrrenisecbka X-MIND PRIME 2D 3
¢yHkuiewo  opromantomorpadii  (OINTI) i
CHCTEMOK HACTIHHO-TIIBICHOTO MOHTAKY

W1200003 XMP 2D COLUMN 110-240V

Cucrema penrreniscbka X-MIND PRIME 2D 3
¢yHkuiero  opromanromorpadii  (OITI) i
CHCTEMOK) HACTIHHO-MIJBICHOTO MOHTaKy, sKa
KOMOIHOBaHa KOJIOHOIO UTA OTIOPH Ha Minory

W1200009 XMP 2D CEPH 110-240V

Cuctema pentreniscska X-MIND PRIME 2D 3
¢ynkuiero  opromanromorpadii  (OINTI) i
tenepentreHorpadii (TPI') 3 cucremolo HacTiHHO-
NiABICHOrO MOHTAXY, AKAa KoMOiHOBaHa KOJIOHOK
1A OTIOpH Ha MiIoTY

W1200005 XMP 3D WALL

MONITOR

110-240V + WS +

Cuctema penrresisceka X-MIND PRIME 3D 3
¢yHkuiero opronantomorpadii (OITTT) i korycHo-
npomeHesoi koMm'totepHoi Tomorpadii (KITKT) 3
CHCTEMOIO HACTiHHO-NiBiCHOTO MOHTaKY.
Kommnekt 3 po6ouoro CTaHiie i MOHITOpOM

W1200007 XMP 3D COLUMN 110-240V + WS +

MONITOR

Cucrema pentrenisceka X-MIND PRIME 3D 3
¢ynkuiero opronanromorpadii (OIN1TI) i konycHo-
npomeneBol komm'totepHoi Tomorpadii (KITKT) 3
CHCTEMOK) HACTIHHO-IMIABICHOTO MOHTaXKy, sKa
kOoMOIHOBaHa KOMOHOK /U1 OMNOpH Ha MiwIory.
KoMmnekt 3 po6ouoio CTaHUIe | MOHITOPOM

W1200010 XMP 3D CEPH 110-240V + WS +

MONITOR

Cucrema pentredisceka X-MIND PRIME 3D
CEPH 3 ¢ynkuieto opronantomorpadii (OITTT),
KOHYCHO-NpOMeHeBoT KoM’ roTepHoi Tomorpadii
(KIIKT) i Tenepentrenorpadii (TPT') 3 cucremoro
HACTiHHO-MiIBICHOr0 MOHTaXKY, fika KoMOiHOBaHa
KONOHOK JuiA onopu Ha miatory. Kommekt 3
po6ou0lo CTAHLLIEK | MOHITOPOM

Binnoepinansuuii 3a ckiiagaHHs | BHAAHHA

feK1apadii BiAMoBiAHOCTI gaEsag,
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[IpuBathe nianpuemctso “Tanit”
Private Company “Galit”

Cmopinka 2 3 2



