A 3 3 = Ne DEG-05 | Penaxuin M2 |
JEKTAPALISE ITPO BIATIOBIAHICTD No:DEG-05 Revision 102 |
. L . . CraHoM Ha:
Declaration of Conformity o K 28.09.2023
Mu, ne l'oTsen C.p.a., We, de Gotzen Sir.l.,
3naxoaHMocs 3a aapecoto: Crpaaa Mposinuiare bycro- located at Strada Provinciale Busto-Cassano, 3~ 21054
Kaccano. 3 — 21054 darnano Onona (BA). ITanis l-agnano Olona (V'4). laly
NeKAApPYEMO NIPO HACTYINHE: herewith declare that

MeanuHi BUpoOH:
Medical devices

[Mepenik BUpoGiB:
List of products:

BupobHuk:
Manufacturer:

YNOBHOBaXEHHH MpeICTaBHUK B
YkpaiHi:

Authorized representative in
Ukraine:

Knacudikauis 3riono apojatky 2,
TeXHIYHOTO  pETNIaMENTY  LIOJO
MEIMYHUX BUPODIB:

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

BuutepkazaHi BUpOOH
BiANOBINAaOTH OCHOBHWUM BHMOram
ANS MeAUUHUX BUPOOIB 3riHo:

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

OpraH 3 OUiHKK BiAMOBIAHOCTI:
Conformity assessment body:

IanopamHa Ta LedanoMeTpuuHa peHTreHiBChka CHCTEMA X-MIND Prime

ManopamHa, uedatoMeTpruta Ta TomorpadivHa penTTeHiBebka cucTema X-MIND Prime 3D
Panoramic and cephalometric X-ray system X-MIND Prime

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

Jlns. nogarox (9 HaiiMeHyBaHb)
See Annex (9 items)

ae Forsen C.p.n

de Gotzen Sl

Crpana [Mposinuiane bycro-Kaccano, 3 — 21054 darxano Onona (BA), ltania
Strada Provinciale Busio-Cassano, 3 — 21054 Fagnano Olona (VA), ltaly

Ten.: +39 0331 376 760 /Makc: +39 0331.376 763
Enextponia nowra: degotzen@acteongroup.com

Mpusatue nianpuemctso “Tanit™ (Private Company "Galit”)

Vkpaina, 47711, Tepuotinbcbia oba.. TepHoninkcbkuit p-H, ceno Bafikisui, Bya. 15
KBITHA. OV IHHOK OC

/5 Kvitnia St Ge. Baikivisi, Ternopilskyi District, Ternopil Region 47711, Ukraine)
Ten.:0800 502 998

Knac 116

Class 11b

TeXHIUHOr0 periaMenTy LONO MeIRYHUX BUPOGIB (3aTBEPIKEHNT MocTtanosoto KMY Bin
02 skoBTHA 2013 poky Ne753) — [lonatok 1. 3acTocosana npoueaypa OUiHKH BiIMOBIZHOCTI
srinno Jlopatky 3: 3abe3neuenns (yHKUIOHYBaHH: KOMIUIEKCHOT cHCTEMHU ynpaBJliHHA
AKICTIO (32 BUHATKOM NepeBipKky MPOeKTy) 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)
ToBapHCTRO 3 0OMEKEHOKO BINOBIAATBHICTIO «YKPMEJCEPT»; |
02059. m. Kuig. sya. /lparomanosa. la. of. 2: Ten. (044) 390 63 27. (044) 335-94-00:
[Homep npusnauctoro oprany Nel!A TR.099

{NRMEDCERT Linred Liabiliy Company,

02059 Kviv La Drahiomanova sireer, of 2. Tel (044) 390 63 27, (044) 339-94-00;

Conforminy assessment bodv No. U A TR.099

Texuimna JokyMeHTain Ha Memmmul supi6 pospobiacna 1a Ihe 1echnical documentation for the medical device has heen
prposaKeHa. Jleknapaiis BIANOBLIHOCT CKAWICHN Ha developed and implemented. The declaration of conformity is
nizcrasi ceprudikary signosianoeri Ne UA MD.328-21 sin made on the basis of certificate of conformity No. UA.MD. 328-
28.09.2023 Ta nid NOBHY BLMOBLAAALITCTE BIPODHIKY I dated 28.09.2023 and under the full responsibility of the
manufacturer.
Jlana xexmapaiiis € unnna 10 24.01.2026 p. / This declaration is valid until 24.01.2026

BinnoBiganbHWAM 3a CKNaaaHHA i BilL

Jeknapatlii BiANoBiAHOCTI

Responsible for compiling and iss g e

declaration of conformity
Jlata Date 28.09.2023

Hupexrtop

Dirvector

Tpweathe mianpremctso “Tanit”

RIS,
e Private Company “Galit”
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AN o g

3onoTuit Bonogmumup TTeTpoBuy
Zolotyi Volodymyr Petrovych
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NExaApALst Iro BIAMoBIAHICTD

Declaration of Conformity

Ne DEG-05
No:HEC-03

Peamxuin M2
Revistan A2

Cranom Ha
Fiffective date

IR 2023

|

JonaTok 40 Aeknapauiy
Annex to declaration

Karanorositit
HoMmep
REF #

Ha3sa MeqruHoro BIPOHy aHIIIICLKOI0
MOBOIO
Name of medical device in English

Ha3ga MeAUHOro BHPOOGY YKpATIichKOK MOBOIO
Name of medical device in Ukrainian

W1200001

XMP 2D WALL 110-240V

Cuctema pentreniscbka X-MIND PRIME 2D 3
byHKUi€0 opronanrtomorpadii  (OTITT) i
CHCTEMOIO HACTIHHO-TIIZIBICHOTO MOHTAXKY

W1200001.PB

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

CucteMa pPEHTIEHIBCbKA X-MIND PRIME 2D 3
byHKUIED oprornaHTomorpadii (OnTr) i
CHCTEMOFO HACTIHHO-TIIBICHOTO MOHTaXY
(+komriniekT PB)

(US]

W1200009

XMP 2D CEPH 110-240V

Cucrema pentreHiscbka X-MIND PRIME 2D 3
hyHKLIE0 opronanTomorpadii (Ot i
tenepentrenorpatii (TPL) 3 cucTeMoKO HacTiHHO-
NiABICHOrO MOHTaXYy, fAka KOMOIHOBAaHA KOJOHOK
119 ONOPH Ha mianory

W1200009.DS

XMP 2D DOUBLE SENSOR [10-240V

Cucrema pentrenisceka X-MIND PRIME 2D 3
Aroma BOY osaHuMK cencopamu, 110-240 B

W 1200005

XMP 3D WALL 110-240V + WS

MONITOR

Cucrema pertredipeska X-MIND PRIME 3D 3
(yHKLieio opronadTomMorpapii (OITT") i koHyCHO-
npomeHeBoi KoM oTepHol romorpadit (KITKT) 3
CHCTEMOID HACTIHHO-TLABICHOTO MOHTaXY.
KOMMIEKT 3 pOGOUOI0 CTAHUIEI0 | MOHITOPOM

W1200005.PB

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

Cucrema pentredisebka X-MIND PRIME 3D 3
dryrkuieto opronanromorpadii (OITTT) i KOHYCHO-
MPOMEHEBOT koM toTepHol TomMorpapit (KTTKT) 3
CHCTEMOK) HACTIHHO-NIABICHOTO MOHTAXKY .
KoMnyekT 3 poBouolo cTanuiero i MOHITOPOM
(+komnaekT PB)

W1200010

XMP 3D CEPH
MONITOR

110-240V + WS +

Cucrema pentrenisebka X-MIND PRIME 3D
CEPH 3 dyusuicio opronantomorpadii (OITTT ),
KOHYCHO-TIPOMEHEBOT komrtoTepHol  Tomorpadii
(KIKT) i tenepentredorpadii (TPI) 3 cieremolo
HACTIHHO-TIARICHOTO MONTAXY, #Ka KomOiHoBaHa
KonoHow ans oropu Ha nimnory. KommiekT 3
POBOUOD CTAHLLIEH i MOHITOPOM

W1200015

NMP 3D WAL
MONITOR

110-240V NO WS NO

Cuerema penrreninenka X-MIND PRIME 3D 3
Py HELIEI0 apronanromorpadii (ONTH) i KOHyCHO-
HPOMEHEROT KOMI KOTEPHOT tosmorpadii (KIMKT) 3
CHCTEMORK HACTIHHO-MI/IBICHOrO MOHTAXY.

W 1200020

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

Cucrema pentrediseska  X-MIND PRIME 3D
CEPH 3 dyukuicio opronantroMorpadif (OTTTT).
KOHYCHO-TTPOMEHEBOT koMt ioTepHoi  Tomorpadit
(KMKT) i renepentrerorpadit (TPI) 3 cueremMolo
HACTIHHO-TIABICHOTO MOHTAKY, AKA komBiHOBaHa
KONOHO AMf 00U Ha MAory.

= e o]

WEERSID Y,

JlupexTop
Director

BianosiaansHuil 3a CKIananHa | uud’.\l;_iyh/ ~ Yo%
nekaapauii BianosianocTi &
Responsible for compiling and issuig
declaration of conformity ~

Hara Date 28.09.2023
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[pueatre nianpuemcTeo “Tamit”
ivate Company “Galit”

3onotuit Bonoanmup fMetposuy
Zolotyi Volodymyr Petrovych
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