JNEKJIAPALIA ITPO BIANTOBIAHICTD

Ne FUS-02 Penaxnis 02
No FUS-02 Revision 02
. v ; CraHoMm Ha: 22.05.2026
Declaration of Conformity Effective date:

Mu, @yccen Texnonooxci Ko., JITJ
901, 1001, Kopnyc NeD1, Hanowane Yxcuroans, IIpocnexm Croeroans
1001, xomyna Yanwoans, eyauys Taoioans, pation Haneware, 518055
Llenvuoicens, I'vandyn, Kumaiicexa Hapoona Pecnybnixa
0eKaapyemo npo HACMYNHe.

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:

Menu4Hi Bupobu:
Medical devices

Tlepenix Bupobin:
List of products:

Bupobuuk:
Manufacturer:

Anpeca:
Address

V110BHOBaXEHUI
Vxpaini Ta anpeca:
Authorized representative in
Ukraine and address:

NpEeACTABHUK B

Kracudikanis:
Classification:

Bumieskasani BupoGu BiZnoBinaloTh
OCHOBHHMM BHMOTaM AJlsi MEIUYHHX
BUp0OiB 3rigHO:

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

OpraH 3 OI[HKY BiIOBiIHOCTI:
Conformity assessment body:

CucTeMa PEHTIeNiBChKaA CTOMATOIOrHA KoM FoTepHoi ToMorpadii Dentrix 50
Dental Computed Tomography X-ray System Dentrix 50

Hazpa Bnpo0y yKkpalHCEKOIO MOBOIO
Product name in Ukrainian. |

Cucrema peHTreHiBeska cTOMaToforivHa
komn ' 1oTeproi Dentrix 50,2 8 1
CucremMa peHTreHIBCEKA CTOMATONOriuHA
koM ' totepuoi Dentrix 50,3 B 1
®yccen Texunononxi Ko., JIT
Fussen Technology Co., Ltd.

BHPOOY aHIHCHKOI0 MOBOKO. |
. . Product name in English =~ |
Dental Computed Tomography X-ray
System Dentrix 50, 2 in 1

Dental Computed Tomography X-ray
System Dentrix 50, 3 in 1

901, 1001, Kopnyc NeD1, Hanbmans Yxuroans, [Ipocnext Croetoanb 1001, xomyHna Hanroans, By uus
Taoloans, pation Haubinans, 518055 Illenswkens, I'yannyn, Kuraiicbka Haponna Pecny6tika

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

IpusatHe nianpuemctso «[amiT»

By 15 Ksitus, 6C, c. Baiikisui, TepHoninscekuit paiton, TepHonineceka obnacts, 47711, Vkpaina;
Ten.: 0 800 502 998; +38 093 081 87 78; +38 050 338 10 64; e-mail: office@galit.te.ua; www.galit.te.ua
Private Company «Gality

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

Knac, 116 Joaatok 2 TexHiuHOro periaMenTy LIoa0 MeIu4HIX BUpoOiB, 3aTBepLkeHuii [TocTranoBoo
KMY Bix 02 »xoBtHs 2013 poky Ne753 i

Classa, 1Ib Annex 2 of Technical regulation on medical devices, approved by Decree of Cabinet of
Ministers of Ukraine Ne753 on October 2nd, 2013

Jonarky 1 TexHiuHOro pernaMenTy WoA0 MeAYHUX BHpoOiB, 3aTBepxeHuit [ToctaHoBoro KMY Bin
02 xosraa 2013 pokxy Ne753. 3acrocosana mpouexypa ouiHkH BiamosigHocti srinHo Homatky 3
BMIIE3raaloro periaMenTy: 3abesnededHss (YHKIIOHYBaHHS KOMILIEKCHOI CHCTEMH YNDaBJliHHS
sKicTHO (32 BUHATKOM MyHRTIB 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 oOMmexeHow  BiamosimanehicTio  «YkpaiHcekmit  IHcTmtyT — CraHmapriey,
Miciesnaxokenns: 6yanHok 1, Bymus Onexcannpisceska, micto Kuig, 03062, Ykpaina; Tea. +38050
8187333; Homep npuznayenoro oprany NeUA.TR. 137

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

TexHiyHa 10KyMeHTaLlis Ha MeAMYHUH BUPIO po3pobnera Ta
BIpOBa[KeHa. Jleknapauis BiAnoBiAHOCTI CKIaAeHa Ha MiJcTaBi
ceprudikary sinnosizHocti Ne R3M 156 330 B2 ta nix nosny
BiAnoBinanbHicTh BUpoGHUKaA. [laHa feknapallis € YMHHA 40
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

BiznoBinansHuit 3a cknanaHHA i
BUJIQHHSI AeK/1apauii BiamosigqHocTi:
Responsible for compiling and
issuing the declaration of conformity:

Micle i JaTta BUIAHHS:
Place and date issue:
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Tpusathe mignpuemcrso «anit (YOBHOBaXKEHUH MIPEACTaBHUK B YKpaiHi)
Private Company «Galit» (Authorized representative in Ukraine)

Byn. 15 ksiThs 6€,c. Baiikisui, TepHominscekuit pation, TepHominberka o6nacts, 47711, Ykpaina;
6E, 15 Kvitnya St., village Baikivtsi, Ternopil district, Ternopil region, 47711, Ukraine

3onotuit Bonogumup Ilerposuu
Zolotyy Volodymyr Petrovych
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