Ne DEG-07 Penakuia A2

JEKITAPALLS ITPO BUIMOBIIHICTD No:DEG-07 Revision 02
. S . C
Declaration of Conformity ot o || 2002023
Mu, 1e CoTsen C.pa., We. de Gétzen Sr 1.,
jHaxoaumocs 3a anpecoto: Ctpaaa lposinuiane bycto-  focared ar Strada Provinciale Busto-Cassano, 3 — 21054
Kaccano, 3 — 21054 darnano Onona (BA). Itanis Fagnano Olona (VA), ltaly
JIEKNAPYEMO NpPO HACTYTHE: herewith declare that

Mennuni Bupodu:
Medical devices

Mepenik BpoOis:
List of producis

BupobHuk:
Manufacturer

YNoBHOBa)EHUH MpeacTaBHHK B
VYkpaiHi:

Authorized representative in
Ukraine:

Knacudikauis 3rigHo pomatky 2,
TexHi4yHOro  perinamMeHTy  WOAO
MeIUYHUX BHPOOGIB!

Classification according to Annex 2
of technical regulation on medical
device

BuuieskazaHi BUpOOH
BiAIMOBIalOTb OCHOBHHM BHMOIaM
QU1 MEAUYHUX BUPOOIB 3rigHO:

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

OpraH 3 OUiHKMW BIANOBIAHOCTI:
Conformity assessment body

Ckanep docopnux naactun U- SCAN
Phosphor plates scanner U- SCAN

[vs. noparox (2 HaliMeHyBaHHs)
See Annex (2 items)

ne MNorzen C.p.n

de Gotzen Srl

Crpana TlposiHuiane Bycro-KaccaHo, 3 — 21054 darnano Onona (BA), Itanis
Strada Provinciale Busto-Cassano, 3 — 21054 Fagnano Olona (VA), ltaly

Ten.: #39 0331 376 760 ‘®axc: +39 0331.376 763
FEnekTponna nounrra: degotzenigracteongroup.com

[lpusatie ninpuemcerso “Tanit™ (Private Company “Galit”)

Yrpaina, 47711, TepHoninsckbka odi.. Teproninbebkuit p-H, ceno baitkisui, syn. 15
KBITHSA, OyauHOK 6C

15 Kvimia St 6e, Baikivtsi. Ternopilskyi District, Ternopil Region 47711, Ukraine)
Ten.:.0800 502 998

Knac [1a

Class Ila

TeXHIYHOrO perjaMeHTy o0 MeIHYHWUX BUpoGiB (3aTBeplkenuii [Toctanosoro KMV Bin
02 xoBTHs 2013 poky Ne753) — Jlonarok 1. 3acrocoBaHa MpoueAypa OLiHKY BiATOBIXHOCTI
arinHo JlomaTky 3: 3abesreuents (yHKUIOHYBaHHS KOMIUTEKCHOI CUCTEMU YMpaBIliHHA
AKICTIO (33 BUHATKOM TNEpEBipKU MPOEKTY) Annex | of Technical regulation on medical devices,
approved by Decree of Cabinet of Ministers of Ukraine Ne753 on October 2nd, 2013 Conformity
assessment procedure follovwed  Annex 3 Ensuring the functioning of a comprehensive quality
management system (excluding project verification)

TosapucTao 2 oOMexkeHow BianosiaanbHicTio « YKPMEJACEPT»;

02059, m. Kuis, Byn. Jlparomanosa, la, od. 2; Ten. (044) 390 63 27, (044) 339-94-00;
Homep npuzHaueHoro opraHy NeUA . TR.099

UKRMEDCERT, Limited Liability Company;

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

Conformity assessment body No. U.A.TR.099

TexHiuna fokyMeHTaUis Ha MeAWuHKi BUPIO po3pobiieHa Ta The technical documentation for the medical device has been
BIIpORajkeHa. Jleknapailia BitNoBiAHOCTI cknaneHa Ha developed and implemented. The declaration of conformity is
niacrasi ceprudixary Binnosinnocti No UA.MD.328-21 sin made on the basis of certificate of conformity No. UA.MD.328-
28.09.2023 Ta i1 noBILy BIANOBIAAILHICTH BUPOGIiNKa 21 dated 28.09.2023 and under the full responsibility of the
manufacturer.

Jlana Jexiapantis € yunHa 1o 24.01.2026 p.

This declaration ts valid until 24,01.2026

JeKJapauii BianoBigHoCTi
declaration of conformity
Hlara Dare 28.09.2023

HupekTop

Director

BianoeiganeHuii 3a cknagadHs i Brdaiuat

Responsible for compiling and issuindje //

Tpuearue nignpuemctso “Tanit”
Private Company “Galit”
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Honatok 1o nexknapauit
Annex to declaration

4
3onotuii Bonoanmup [Metposuy
JZolotyi Volodymyr Petrovych

Cmopinka | 32



e | WDEG? Pesarm N2
JIEkaAPATLSE TTPO BLATTOBUIHICTD —[ No:DEG-07 W Revision 02

CTaHOM Ha

) 28092023
[ ffective dute: (o2

Declaration of Conformity

No# |Karanorosuii HazBa MeauHOro BIIPoOOY anrificbKoro Ha3Ba MeanuHoro BHPoGY YKPATHCLIKO0 MOBOIO
HoMmep MOBOH) Name of medical device in Ukrainian
REF # Name of medical device in English
I; W 1400001 U-SCAN USB Cranep ¢ocdopuux  TUIACTHH U-SCAN 3
pinkmouennsM no USB intepeiicy

[E=

W 1400002

U-SCAN ETHERNET

Cranep  thochopHnx  naacTHH U-SCAN 3
ninkmovensam no ETHERNET intepdeticy

JlupexTop

|£irector

Responsible for compiling :ynf?.w.w;umg‘m_;_g- o
declaration ofconform:qg:'-" I e,

Hara Dare 28.09.2023,
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BianosigansHui 3a CkalaHHd | BUJ1aHHA
pexapattii BiInoriaHoCTi
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[TpuBaTHe HiAMPUEMCTBO “Tamit”
Private Company “Galit”

3ost0THil Bonoanmup [eTposn
Zolotyi Volodymyr Petrovych

Cmopinka 2 32



