JEKJTAPALIS ITro BUINOBIIHICTH
Declaration of Conformity

Ne DEG-03
No:DEG-03
CTaHoM Ha
Lffective date:

Penakius A2
Reviston 02

28.019.2023

Mu, ne ["otsen C.p.a.,

3HaxoanMocs 3a agpecoro: Crpana lposinuiane bycro-
Kaccauo, 3 — 21054 darnado Onona (BA), ITanis

JIeKAapy€EMO MO HACTYMHE:

We, de Géoizen S.r.l.,
located at Strada Provinciale Busto-Cassano, 3 — 21034
Fagnano Olona (VA), taly
herewith declare that

MeanuHi BUpodu:

Medical devices

[Tepenik BupoOiB:

List of products:

Bupobunk:
Manufacturer:

YnoBHOBaXeHHUH
VYkpaini:

npeacrtaBHUK B

Authorized representative in

Ukraine.

Knacudikauin 3riaHo nopatky 2.

TexHiyHoro

pernaMmeHTy - uoao

MeANYHUX BUPOBiIB!
Classification according to Annex 2
of technical regulation on medical

device.
Buuieskasani

BUPOOU

BUATOBIAAKOTL OCHOBHHM BHMOTaM
LT MEIMUHUX BUPOOIB 3rigHo:
The above products meet the

essential

requirements

for

medical devices according 10:

OpraH 3 OUiHKH BiATIOBIXHOCTI:
Conformity assessment body:

Jana jexsapattin € unnua o 24.01.2026 p.

TexHiuna 10Ky MeHTaUs Ha MeudIni RUPIO pospodacna 1
BIpORLLKENA. Jlekaapaitis BEHIOREIIOCTT UK Lcta 1
izcrani ceprudikary giznonizmocti Ne A NMD 328-21 i
28.09.2023 Ta nia noBity BIANOBIIALHICTh RUPOOHUKA

[Matopamua, tedanomeTprtiHa Ta TOMOrpadiina penTreHiBchka cucTema
X-MIND Trium  X-MIND Trium TLD version

Panoramic, cephalometric and tomographic X-ray system

\-AUND Trinnr N-NUND Trivm LD version

Jus. nonaTtok (24 HaWMeHyBaHb)
See Annex (24 items)

ne Totzen C.p.n

de Gotzen S.r.l

Ctpana Ilposinuiane bycro-Kaccano, 3 — 21054 darnano Onoxa (BA), ITanis
Strada Provinciale Busto-Cassano. 3 - 21054 Fagnano Olona (VA), ltaly

Ten.: +39 0331 376 760 /dakc: +39 0331.376 763
EnektpoHHna nowTa: degotzen(@acteongroup.com

Tpusarue nianpuemcteo “Tanit™ (Private Company “Galit”)

Vpaina. 47711, Teproninscbka 061., TepHoninbcbknii p-H, ceno Bavikisui. By, 15
KBITHA, OyAHHOK 6€

15 Kvitnia St 6e. Baikivisi, Ternopilskyi District, Ternopil Region 47711, Ukraine)
Ten.:0800 502 098

Kurac 116

Class 11b

TeXHIUHOrO pernaMenTy WOA0 MEAMYHUX BUPODIB (3aTBEPKEHNH [TocTanosoto KMV Bia

02 oBTHs 2013 poky Ne753) — JomaTok 1. 3acTocoBana npoueypa OUiHKHA BiAMOBiAHOCTI

arigro JlomaTky 3: 3abe3meueHHs (yHKIiOHYBAaHHS KOMIUTEKCHOT CHCTEMH yTIpaBIIiHHS '

AKIiCTFO (33 BUHATKOM TiepeBipku npoekTy) Annex I of Technical regulation on medical devices,

approved by Decree of Cabinet of Ministers of Ukraine Ne753 on October 2nd, 2013. Conformity

assessmen! procedure followed: Annex 3: Ensuring the functioning of a comprehensive quality

management system (excluding project verification)

ToBapHcTBO 3 06MexeHo BimmosinanbHicTio « YKPMEICEPT»;

02059, M. Kuis, Byn. dparomanosa, la, od. 2; Ten. (044) 390 63 27, (044) 339-94-00;

Homep npusHauenoro oprany NeUA TR.099

UKRMEDCERT, Limited Liability Company:

02059 Kviv. la Drahomanova street, of. 2: Tel (044) 390 63 27, (044) 339-94-00;

Conformy assessment bodv No L TR 099 .

f . The technical a’ocumennﬁion/é}r 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 28 09.2023 and under the full responsibility of the

manufacturer

This declaration is valid until 24.01.2026

HupekTop

| Director

BiAnoBinanbHWii 3a CKIaaaHHa | BILAHIA

AeRapatii BLANOBIAHOCTI ¢ ot
Responsible for compiling :uxu?'h_\‘k‘.{ji’h?ifh-‘ I
declaration of conformity s

Jlata Date 28.09.2023 © [
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30938037

[MpusarHe nianpuemcteo “Tanit”
Private Company "Galit”

3onotuit Bonoanmup Tletposuy
Zolotyi Volodymyr Petrovych

Cmopinka I 33




JNEKJTAPALISA ITro BIiITIOBIIHICTH

Declaration of Conformity

Ne DEG-03
No:DEG-03

Penakuis A202
Revision 202

CranoM Ha:
lffective dute:

28.09.2023

JTlogaTok mo gekmapauii
Annex to declaration

Ne #

Karanoroeimii
HOMep
REF #

Hazpa meandHoro BIpody anriiiickkoto

MOBOI0
Name of medical device in Fnglish

Ha3ga Meanuioro Bipody yKpaiHcbKO0W0 MOBOK)
Name of medical device in Ukrainian

W0900007

XMT PAN |

Cuctema  pentreipeeka  X-MIND  TRIUM
nanToMorpadiuHa 3 NaHeno Ypasiinig 3isa

(3]

W0900008

XMT PAN L CEPH READY R

Cucrema  pentrenisceka  X-MIND  TRIUM
maHToMorpadiuta, TroTOBA IS BCTAHOBJICHHA
edanocTary copasa, 3 NaHENK YNpaBlliHHs 3/1iBa

W0900009

XMT PAN L CEPH R

Cucrema  pentrediscbka  X-MIND  TRIUM
nanTomorpadiuHa 3 uearocTaToM CTpasa, 3
MaHessro yIpaslliHAs 31iBa

W0900232

XMT PANL CEPH L

Cucrema  pentrenisceka X-MIND  TRIUM
nauToMorpadiyHa 3 ueanocTaTom 3.iBa, BKIOHAE
aetekTop uedanocTaty, SKUH B EAHYETBCH, 3
naHeIto YNpas/iHHs 371iBa

W0920010

XMT TLD PAN 3D L

Cucrema pentreniscbka X-MIND TRIUM TLD 3
dynkuiero opromanTomorpadii (OITTT), konycHo-
npomeHeoi komn’totepHoi Tomorpadii (KITKT) 3
KnariaTypoto ynpasiiHua 3niBa.  [otoa 10
yaockoHaneHHs  dyHKUieo TenepeHTreHorpadii
(TPT" -CEPH). KomnnekT 3 poGouoto cTaHUiero i
MOHITOPOM

6.

W0920012

XMT TLLD PAN 3D L CEPH R

Cucrtema pentredisckka X-MIND TRIUM TLD 3
dynkuiero oproraHTomorpadii (OTTTT), kowHycHo-
npomeneroi komn'toTepHoi Tomorpadii (KTTKT) i
moaynem Tenepentredorpadii  (TPIT  -CEPH)
cnpaBa, a TaKOX 3 KJaBIaTypolo yNpasiliHKs 31iBa.
KOMIIEKT 3 poB0U0I0 CTAHUIEI | MOHITOPOM

W0920233

XMT TLD PAN 3D L CEPHL

Cuctema pentreniscbka X-MIND TRIUM TLD 3
dynxuieto opronaHtomorpadii (OTITT), koHycHo-
npomeHeBol koM toTepHoi Tomorpadii (KTTKT) i
monynem tenepentrerorpadii (TP -CEPH) 3niBa,
a TAKOX 3 KNABIaTypow YMpaBMiHHS 3.iBa.
KOMTJIEKT 3 poOOUOK) CTAHLIEIO | MOHITOPOM

W0900015

XMT CEPH READY UPG CEPHR

Y I0CKOHATEHHS CUCTEMU peHTreHiBebkol X-MIND
TRIUM 110 CHCTEMU TOTOBOT ANl YJIOCKOHAJICHHA 3
11e(hanocTaToM cnpasa

W0900016

XMT CEPH READY UPG CEPH L

Y 10CKOHANEeHHA cncTeMu perTreHisebkol X-MIND
TRIUM 10 cucTemMu roToBOI A YAOCKOHANEHHS 3
HedanocTaTom 37i8a

W0900018

XMT 3D UPG CEPH R

VnockoHaneHHs cuctTemu peHTreHiseskoi X-MIND
TRIUM po cucremu 3 3D ToMmorpagieto 3
uedanocTaTom cnpasa

W0900019

XMT 3D UPG CEPH L

Y nockoHaneHHs cuctemu peHTreHiscbkoi X-MIND
TRIUM no cucremn 3 3D Tomorpadicio 3
uedhanocTaToM 3Mipa

W0900020

XMT CEPH READY 3D UPG CEPHR

YockoHaneHHsa cucTeMu peHtreHisebkol X-MIND
TRIUM 3 3D Tomorpadi€to 10 CUCTEMH FOTOBO]
ANS yAOCKOHATEHHS 3 edanoctaToM cripasa

13.

W0900021

XMT CEPH READY 3D UPG CEPH L

V IOCKOHANEHHA CUCTEMH penTreHiBcbkoi X-MIND
TRIUM 3 3D Tomorpadi€to 10 CUCTEMH FOTOBOT
A9 y10CKOHANeHH 3 uedanocTaToM 3/isa

W0900053

XMT CEPH UPG 3D

Y 10CKOHaNeHHA CUCTEMH peHTreHiBecbkoi X-MIND
TRFUM 3 uedanocrtatom no cuctemu 3 3D
Tomorpadieto

Cmopinka 2 3 3
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9 202
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IS. W0900114 XMT CARPUS SUPPORT linTpuMKa 3an’acTs Ans 3HIMKiB AN cHeTeM X-
MIND TRIUM
16 29701225.CW XMT LIGHT 115V-230V Curnansha gamna XMT 115-230B ana cuctem
TRIUM
17 W0900227 XMT 3D READY UPG 3D V 10CKOHANEHHA cucTeMHU peHTreHiebkoi X-MIND
TRIUM no cuctemu 3 3D Tomorpadicto
18. W0900236 XMT SELF STANDING BASE (FWT) OcHosa ans BCTAHOBJIEHHSA CHUCTEMH
peHTreHipcbkoi X-MIND TRIUM  wa nianory 6e3
dikcauii 10 CTiHA
19. W0900237 XMT REMOTE BUTTON (WITHOUT [Knonka  ansa BMUKaHHS PEHTTEHIBCLKOFO
CABLE) BUTIPOMiHIOBAHHS CUCTEMM PEHTTeRiBCBKOT  X-
MIND TRIUM 6e3 kabenio
20. W0900091 XMT REMOTE BUTTON & 15mt|Kabens (5 metpie / 15 ¢yTis) i kHomka ana
CABLE BMHKARHA PEHTTCHIBCHKOTO BUIIPOMIHIOBAHHS 114
cucTemn pentrediscbkoi X-MIND TRIUM
21 W0920020 XMT TLD CEPH READY 3D UPG CEPH | YiockoHanenns cucteMu pentreniscbroi X-MIND
R TRIUM TLD a0 cucremu 3 3D Ttomorpadicto 3
uehanocTaTom crnpasa
22, W0920021 XMT TLD CEPH READY 3D UPG CEPH | Y nockonanenHs cucteMn pentrerisebkoi X-MIND
L TRIUM TLD no cucremu 3 3D Tomorpadicto 3
uedanoctatom 3/isa
23, W0920227 XMT TLD 3D READY UPG 3D Y 10CKOHAEHHA CHCTEMH peHTreHiBebkoi X-MIND
TRIUM TL.D no cuctemu 3 3D Tomorpadiero
24 W0920228 XMT TLD 3D READY UPG 3D V10CKOHAMEHHA CUCTEMHU peHTreHiBehkol X-MIND
TRIUM TLD a0 cuctemu 3 3D Tomorpagdicto

BianoiganbHUii 3a ckiiagaHHs 1 BUAAHHA
Jleknapaitii RignosigHocTi

Responsible for compiling and .".\'.ﬁMIJ"F:I.L".I_.‘(r_(' Wano,

TMpueaTHe nianpuemcTao “Tamit”
Private Company “Galit”

declaration of conformity S N
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