HNEKJAPALIA [IPO BIINIOBIIHICTD

Ne FUS-03 Penakuis 02
No FUS-03 Revision 02
. . CTtaHoMm Ha: 22.05.2026
Declaration of Conformity Effsctive date:

Mu, ®@yccen Texnonoooci Ko., JIT/

901, 1001, Kopnye NeD1, Hanvwane Hocuwoans, lpocnexm Croeroans
1001, komyna Yanoans, gyauys Taowane, pation Hanewans, 518035
Llenvuorcens, [yarnoyn, Kumaticoxa Hapoona Pecnybnixa
0eKnapyemMo npo Hacmynte:

We, Fussen Technology Co., Ltd.

901, 1001, Building #D1, Nanshan Zhiyuan, 1001 Xueyuan Avenue,
Changyuan Community, Taoyuan Street, Nanshan District, 518055
Shenzhen, Guangdong, China
herewith declare that:

Meauuni BUpoOU:
Medical devices

[Tepenik BupoGiB:
List of products:

Bupo6Huk:
Manufacturer:
Ajnpeca:
Address’

VYoBHOBaXKEHUH
Vxpaini Ta agpeca:

TPEACTABHUK B

Authorized representative in
Ukraine and address:

Kracudikaunis:
Classification:

Buineskasani BHMpoGH BiXmoBinatoTs
OCHOBHHM BMMOTaM JUI MEIMYHMX
BUPOOIB 3rifHO!

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

OpraH 3 OLiHKH BiXMOBIAHOCTI:
Conformity assessment body:

Cucrema Llngposa BHyTpilIHLOPOTOBA /U1 PeHTreHiBCbKOT Bisyamizanii F100
Digital Intraoral X-ray Imaging System 100

Hazna BUPOOY praIHCLKow MOBOIO.
o Product name in Ukrainian -
CMCTeMa Lndposa BHyTplLlIH]:OpOTOBa

.Dlgltal Intraoral e -ray Imag.mlg System

1) A1 peHTreniBehkoi  Bisyamsauii F100 | F100 Size #1

Po3mip Nel

Cucrema Llndposa BHyTpimmnsoporosa | Digital Intraoral X-ray Imaging System
A Ans pentreHiBenkoi  Bisyamizauil F100 | F100 Size #2

Poamip Ne2

dyccen TexHononxki Ko., JIT,
Fussen Technology Co., Ltd.

901, 1001, Kopnyc NeD1, Hanpwaus Uxutoans, [Ipocnext Croeroans 1001, komyHa Hanioans, By LS
Taotoans, patton Hanbiuane, 518055 lenswxens, I'yanayn, Knraiiceka Hapoasa PecnyGrika

901, 1001, Building #D1, Nanshan Zhiyuan, 1001 Xueyuan Avenue, Changyuan Community, Taoyuan
Street, Nanshan District, 518055 Shenzhen, Guangdong, China

[Tpusatne mianpuemcrso «lami

Bys. 15 Ksitns, 6€, c. Baiikisui, TepHoninecbkuli pation, TepHonineceka 001acTs, 47711, Ykpaiua;
Ten.: 0800 502 998; +38 093 081 87 78; +38 050 338 10 64; e-mail: office@galit.te.ua; www.galit.te.ua
Private Company «Galit»

6E, 15 Kvitnya St, village Baikivtsi, Ternopil district, Ternopil region, 47711, Ukraine; Phone:
0800502998 +380930818778; +380503381064; E-mail: office@galit.te.ua, www.galit.te.ua.

Knac, ITa JTonatok 2 TexniyHOro periaMeHTy Wono MeANYHUX BUPOOiB, 3aTBeplkeHni IocTanoBo0
KMY Bin 02 xos8tHs 2013 poky Ne753

Classa, lla Annex 2 of Technical regulation on medical devices, approved by Decree of Cabinet of
Ministers of Ukraine Ne753 on October 2nd, 2013 4

Jlopatky 1 TexHi4HOTO pernaMenTy HIOAO MeAWHHKX BUPOGiB, 3arBepikenuii [loctanosoro KMY Bin
02 sxoBtHs 2013 poky Ne753. 3acrocosana mpoueiypa OLiHKYM Bixmosinsocti srimso Jlomarky 3
BHLLE3TANAHOI0 periamMenTy: 3abesnedents (yHKLIOHYBaHHS KOMIUIGKCHO! CHCTEMH YNpaBJliHHS
AKICTIO (32 BUHSTKOM IMyHKTIiB 8-11)

Annex 1 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 above
mentioned technical regulation: Ensuring the functioning of a comprehensive quality management
system (excluding points 8-11)

TosapuctBo 3 oOMmexeHoro  pianosizanenictio  «Yxpaincekuit  Imcturyr  Cranmaprisy,
Micuesnaxomkenns: 6yaunox 1, Bynuus Onekcanapisceka, micto Kuig, 03062, Yxpaina; Ten. +38050
8187333; Homep npuznaderoro opraHy NeUA.TR. 137

Limited Liability Company « Ukrainian Standards Institute»; address: building 1, Oleksandrivska street,
Kyiv, 03062, Ukraine; Tel.+38050 8187333, Conformity assessment body No. UA.TR.137

Texuiuna foKyMeHTallis Ha MeIuuHNH BUPiO pospobnena Ta
BIpoBaMkeHa. Jlexknapauid BianosinHoCTi cknaneHa Ha MiacTaBi
ceprudikary sinnosizsocri Ne R3M 156 330 B2 Ta nia nosny
BignosinanLuicTs BUpoOHUKa. JlaHa Aeknapaliis € Y4MHHA 10
15.01.2030 p.

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. R3M 156 330 B2 and
under the full responsibility of the manufacturer. This declaration is
valid until 15.01.2030

Bianosigansaui 3a cxiaganus i
BUJIaHHs AeKNapalil BiAMoBiAHOCTI:
Responsible for compiling and
issuing the declaration of conformity:

Micue i Aata BHAAHHS:
Place and date issue:

JupekTtop
Director

"""""
"' ¢ WANPye, ’%,E, 15 Kvitnya St., viligg

Tpusarne nianpuemctso «Camim (YoBHOBaXEHUH NPeICTaBRUK B Y KpaiHi)
Private Company «Galit» (Authorized representative in Ukraine)

By 1. 15 ksitus 6€,c. Baitkisii, TepHomineceknii pation, Teprouinschbka o6nacts, 47711, Ykpaina,
2 Baikivtsi, Ternopil district, Ternopil region, 47711, Ukraine

3onoruii Bonoaumup Ilerposuy
Zolotyy Volodymyr Petrovych
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