Ne FUS-04 Penakuis 01
JEKJIAPALIA ITPO BIAOBIAHICTD No FUS-04 Revision 01
Declaration of Conformity tte it Sy

Mu, ®@yccen Texnonooxci Ko., JIT/

901, 1001, Kopnyc NeD1, Hanowans Yorcuroans, Ilpocnexm Croeroans
1001, xomyna Yarnroans, eyauys Taowans, pation Hanvwans, 518055
Ulenvuacens, I'vanoyn, Kumaticoxa Hapoona Pecnybnixa
0eKAapyeEMO PO 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:

MenanaHi BUpoOH:
Medical devices

Iepenix BHpobiB:
List of products:
BupoOnuxk:
Manufacturer:

Anpeca:
Address’

VNOBHOB&XEHMI MpPENCTABHHK B
VkpaiHi Ta agpeca:

Authorized representative in
Ukraine and address:

Knacuikauis:
Classification:

Buueskazani
BIJINOBIAIOTE

BUpPOOH
OCHOBHUM
BUMOTaM Ui MEAMYHMX BUPOOIB
3rigHO:

The above products meet the
essential  requirements  for
medical devices according to:
Opras 3 OLiHKH BIANOBIAHOCTI:
Conformity assessment body:

CrcTema PeHTTEHIBChKA CTOMATOION YHA KOMIT' 1oTepHOT ToMorpadii
Dental Computed Tomography X-ray System

Jug. donarok 1 (7 HaliMeHyBaHb)
See the Annex 1 (7 items)

@yccen Texnomonxi Ko., JIT/]
Fussen Technology Co., Ltd.

901, 1001, Kopnyc NeD1, Haupwans Wxuroans, ITpocnexkt Croetoans 1001, xomyna Yamoaus, Bymdus
Taotoaus, paifon Hawwwans, 518055 [lensuxens, I'yannyn, Kutaiiceka Hapoana PeciryGrika

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

IpuBaTHe mignpuemctso «lamit

By, 15 Kgitns, 6, c. baiikisui, Teproninscokuii paiton, Teprorninschka o6nacts, 47711, Yrpaina; Tea.: 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;
0800502998; +380930818778; +380503381064; E-mail: office@galit.te.ua; www.galit.te.ua.

Knac, 116 Jloaarok 2 TexHiYHOTO pernaMeHTy Mmoo MEAUYHHX BUPOGIB, 3arsepmkennii IloctanoBoro KMY

Bix 02 sxoBTHS 2013 poky Ne753

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

Jonarky 1 TexHiUHOTO perfameHTy IOAO0 MEeIMYHMX BUPOOiB, 3arBepsukeHuit INocranosoio KMY Bin 02
x0BTHA 2013 poxy Ne753. 3acrocoBaHa npoLeaypa OUiHKH BiANoBiAHOCTI 3rinno JlonaTky 3 BULIC3rafaHOro
pernamenTy: 3abesnieuens (yHKIIOHYBaHHs! KOMIICKCHO! CHCTEMH YNPABIiHHA AKICTIO (32 BUHATKOM ITyHKTIB
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)
ToBapHCTBO 3 OOMEKEHO BIANOBiZANBHICTIO «YkpaiHchknid IHCTHTYT CrannapTis», MiCUC3HAXOMKEHHS:
GyauHok 1, Bynuus Onekcanipisceka, micto Kuie, 03062, Ykpaina; Ten. +38050 8187333; Homep
npusnadeHoro oprady 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

Phone:

TexniyHa JOKyMEHTAllis Ha MEANYHUIA BUpiO pospobiena ta
BOpOBaIKeHa. Jlekapanis BiNOBiAHOCTI CIUTANeHa Ha NiACTaBi
ceprutikary sianosignocti Ne R3M 156 330 B2 ta nix nosny
BIAMOBiAATLHICTE BUpOOHUKA. [laHa Aek/apallis € YUHHA 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

BignosinaneHuuit 3a cknajans i

Responsible for compiling and

Miclie 1 Jata BUAaHHS:
Place and date issue:

Hupextop
Director

BHI@HHs Aeknapauil BiANOBiAHOCTI:
>

issuing the declaration of conformity:

[pusatHe niampueMctso «Lanit (Y0BHOBa)KeHHH NPEICTABHAK B Y KpaiHi)
Private Company «Gality (Authorized representative in Ukraine)

By.1. 15 kBiTHs 6C,c. Baiikisui, TepHoninbcbruii paiton, Teproninbcbka 06aacts, 47711, Ykpaina;
6E, 15 Kvitnya St., village Baikivtsi, Ternopil district, Ternopil region, 47711, Ukraine

3onortuii Bonoaumnp [letposuy
Zolotyy Volodymyr Petrovych
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Ne FUS-04 Penakuin 01
JEKIAPALIS ITPO BIAIIOBIAHICTH No FUS-04 Revision 01
Declaration of Conformity i L

Honatok 1 no aexsapatuii
Annex 1 to the declaration

’"Nﬂ Hazsa BHpo0Y yKpaiHCLKOK MOBOIO S Ry Bupoﬁy g}{rn{ﬁé
i Product name in Ukrainian il :
1. Cucrema PEHTTeHIBChKA CTOMATOJIOTiYHA Denm! Computed Tomography X-ray Sysfem Matrlx 7000, Rublk

koM rotepHoi TomMorpadii Marpike 7000, Py6ix Ikcl, | X1, 4 in 1 (Configuration 1)
4 B 1(Kondirypauwis 1)
2% Cucrema PEHTTeHIBCbKA cromaronoriuba | Dental Computed Tomography X-ray System Matrix 7000, Rubik
KOMIT' I0TepHOi ToMorpadii Marpike 7000, Py6ik Ikcl, | X1, 5 in 1 (Configuration 2)

S B 1 (Konoirypauis 2)
35 Cucrema PEHTreHIBCbKa cromaronoriuna | Dental Computed Tomography X-ray System Matrix 7000, Rubik
koMI’oTeproi  Tomorpadii Marpikc 7000, Py6ix | XSmart, 3 in 1 (Configuration 3)

IxkcCmaprt, 3 B 1 (Kondirypauis 3)
4, Cuctema pEHTTeHIBChKA ctomaronoriana | Dental Computed Tomography X-ray System Matrix 7000, Rubik
KOMITI0TepHOT Tomorpadii Marpike 7000, Py6ik | XSmart, 4 in 1 (Configuration 4)

IxkcCmapT, 4 B 1 (KoHdirypauis 4)
5. Cucrema pEeHTreHiBChKa cromaronoriuba | Dental Computed Tomography X-ray System Matrix 7800, Rubik
KoMIT'roTepHOi TomMorpadii Marpike 7800, Py6ik Ike3, | X3, 4 in 1 (Configuration 1)

4 8 1 (Kondirypauis 1)
6. Cucrema PEeHTTEHIBChKA cromartonoriuna | Dental Computed Tomography X-ray System Matrix 7800, Rubik
KOMIT'F0TEpHOT ToMorpadii Marpike 7800, Py6ik Ikc3, | X3, 5 in 1 (Configuration 2)

5 8 1 (KoHdirypauis 2)
iz Cucrema peHTreHiBchka cromaronoriuna | Dental Computed Tomography X-ray System Matrix 7800, Rubik
KoMITtoTepHOi ToMorpadii Matpike 7800, Py6ik Ixc3, | X3, 5 in 1 (Configuration 3)

5 B 1 (Kondirypaliis 3)

BinnosinanbHui 3a cknagaHHs i IMpusarte nianpueMctBo «Tani™ (Y n0BHOBaXEHUH NPEACTaBHUK B Y KpaiHi)
BHJIaHHS AeKnapauii BianoBiJHOCTI: Private Company «Galit» (Authorized representative in Ukraine)

Responsible for compiling and ‘

issuing the declaration of conformity:

Micue i nata BuganHs: Byn. 15 kBiTHs 6€,¢. Baiiisui, TepHoninscekuii paiton, TepHoninbebka o6nacte, 47711, Ykpaina;
Place and date issue: 6E, 15 Kvitnya St., ge Baikivtsi, Ternopil district, Ternopil region, 47711, Ukraine

3onotuii Bonogumup IleTpoBud

Hupextop
Zolotyy Volodymyr Petrovych

Director
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