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Mu, {Dycceu Texnonodxi Ko., JITI
901, 1001, I{opnyc NeD}, Hauauraua Vtrcwoaua, Ilpocnercm Cnercaua
I 00 1, xouyua Vau naua, eynu4n Taorcau a, paitou Hanawauq 5 I 80 5 5

ll[eHu,ote ua, lyaudyn, Kumailcaxa Hapodua P ecny6tirca
dex'tapyeuo np o HacmynHe :

We, Fussen Technology Co., Ltd.

90 1, 1 00 1, Building #D l, N ans han Zhiyuan, I 00 I Xueyuan Avenue,

Changtuan Community, TaoTaan Street, Nanshan District, 518055

Shenzhen, Guangdong, China
herewith declare that:

MeAuqui rupo6u:

Medical devices

flepenir< nr.rpo6in:

List ofproducts;

Brzpo6nrar:

Manufacturer:

Aapeca:

Address'

YnosHosaxeHufi npe4crarunr a

Yrpaiui ra a4peca:

A ut hor ize d represe n tat ive i n

Ukraine and address:

BfiuegKa3aHi eupo6r,r

BIAIOBUaIOTb OCHOBHXM

Bl.rMoraM AJrq MeAllrtHt,tx arzpo6in

3flAHO:

The above products meet lhe
essential requirements .fo,
medical devices according to:

OpraH r ouiHxu eiAnosiruocri:
C onformity as s es s me nt b ody :

Crcrerr,ta peHrreuiecgrca ctouaro,rori.lga rouu
Dental Computed Tomography X-ray System

rornrorpaQii

lur. loaarox I (7 HailveHyoaus)
See the Annex I (7 items)

@ycceu TexHoroANi Ko., ,rIT[
Fussen Technology Co., Ltd.

901, 1001, Kopnyc NDl, HanuuaHl 9xurcasr, Ipocnerr Croeroanr 1001, rorrayua 9aurcanr, ByJII{qt

Taorcaur, pafioH Hausruans, 518055 LUeHrrxeur, fyan4yu, Ku'raficrxa HapoAna Pecrry6lira
901, 1001, Building #Dl, Nanshan Zhiyuan, I00l Xueyuan Avenue, Changyuan Community, Taoyuan Street,

Nanshan District, 518055 Shenzhen, Guangdong, China

llpzrarue ni,qupraevcrno < f alir>
eyn. l5 KeirHr, 6e, c. Eafir<igqi, Tepuoni:tcrr<r,rit paiou, Tepuonirucxa o6lacrr, 477ll,Yxpdina; Ten.: 0 800

502998;+38 093 081 87 78; +38 050 338 l0 64; e-mail: office@galit.te.ua; www.galit'te.ua
Private Company < Galit >

68, | 5 Kvitnya St., village Baikivtsi, Ternopil district, Ternopil region, 4771 l, Ulsaine; Phone:

0800502998; +380930818778; +380503381064; E-mail: ffice@galit.te.ua; www.galit.te.ua.

Knac, 116 ,{o4arox 2 TexHiquoro pernaMeHry ruoAo MeAur{Hrzx ar,rpo6in, rareeplNeuufi flocranosorc KMY

siA 02 NosrHs 2013 pory N753
Classa, IIb Annex 2 ofTechnical regulation on medical devices, approved by Decree ofCabinet ofMinisters of
Ukraine Nb753 on October 2nd, 201 3

.{o,uarxy I TexHi.{uoro pernaMeHry utoAo Me.(r4qHrax rupo6ir, :areepAxeuufi flocratrosorc KMY sia 02

xoBrHr 2013 poxy Ns753. 3acrocoBaHa npolleAypa ouinru sianoeiAHocri sri.uHo .(oAa'rxy 3 suqegra,qauoro

pernaMeHTy: 3a6egne.{eHHr rfyHruiouynauHr KoMr1reKcHoi cucrenu ynpauiHH.r rricrrc (sa nunarrolra nyurrie

8-11)

Annex I of Technical regulation on medical devices, approved by Decree of Cabinet of Ministers of Ukraine

Ne7 5 3 on October 2 nd, 20I 3. Conformity assessment procedure followed: Annex 3 above mentioned technical

regulation: Ensuring the functioning of a comprehensive quality management system (excluding points 8-1 l)
Tonapucrno g oblreNeHorc signosila,rruicrro <YrpaiHcsxrfi Iucrnryr Crangaprie>, vicueeHaxoAxeHHt:
6y.qraHox 1, eyluqr Onerccau4piecsrca, vicro KHis,03062, Vrcpaiua; Ter. +38050 8187333; Houep

npn3HaqeHoro oprauy J\!UA.TR. I37
L i m i t e d L i a b i I ity C o m'p any n U kr a i ni a n S t a nd ar ds Institute t ; address : building
03062, Ukraine; Tel.+38050 8187333; C assessment bodv No. UA.TR

TexHiuua 4oxyveHrarriq Ha N4eAt,t.IHLri nnpi6 pospo6neua ra
BrrpoBaAxeHa.,{exnapaqia siAnosiAuocri cKraAeHa na niAcragi
ceprrzt[ixary ei.qnosianocri ],le R3M 156 330 B2 ra ni4 nosny

si.qnosiAaruHicro rrapo6HIzxa. ,{aua aercnapaqi.{ e quHHa Ao
15.01.2030 o.

l, Oleksandrivska street, Kyiv,
137

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 82 and

under the full responsibility ofthe manufacturer. This declaration is
valid until 15.01.2030

Bianogi.qalruufi :a cua,4aHHq i flpnaarHe nilnpaevcrao <fanir> (YnosHonaNeunI npe4craunnx u Yrpaini)
Br4AaHHr Aexaapauii eiAnosiaHocri'. Private Company <Galitt (Authorized representative in Ukraine)

Responsible for compiling ani
issuing the declaration of c onformi ty :

Micqe i Aara Br{AaHHr: ey,,r. l5 r<sirHs 6e,c. EaiKierri, TepHonirucrrufi pafiou, TepHonilrcrra o6lacrr, 477ll,YxpaiYa:'
68, I 5 Kvitnya St., village Baikivtsi, Ternopil district, Ternopil region, 477l l, Ulcraine

22.05.20

,{r.rpe*op ^t*lf$E&\ .2f/ 3ororufi BoroAr.rvrnp flerpoBnq'Direcror' 
^fr^Iyz' M // zolotyy volodymyr Petrovych

ta1*o*\#
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Aur[q.pAIII.fl IIpo BI4uontAHICTb
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Crauou ua:

PeaaKuiq 0l
Revision 0l

22 0s 2026
Declaration of ConJormi 've date

AoAarox I .qo aer,rapauii
Annex 1 to the declaration

I Cncrenaa peHrreuincrxa croMarororiqsa
ronan'rcrepuoi rouorpaQii Marpir<c 7000, Py6ir Ixc1,
4 s l(Kondirvnauis l)

2 Cncrena peH'meHiecsrca croMaro,roriqHa
roun'rorepuoi rorrlorpaQii Marpir<c 7000, Py6irc Ircc1,

5e1(KoHdirypauir2)

Denlal Computed Tomography X-ray System Matrix 7000, Rubik
Xl, 5 in I (Configuration 2)

J Cncrena peurrenincrxa croMarororiqua
xonn'rcrepHoi rouorpaQii Marpirc 7000, Py6ix
IxcCruaor. 3 a I (KoH<birvpauis 3)

Dental Computed Tomograplry X-ray System Matrix 7000, Rubik
XSmart, 3 in I (Configuration 3)

Aa. Cncrena peHrreuincrxa croMarororiqHa
xor.ru'rorepHoi rouorpa$iI Ma'rpirc 7000, Py6in
lxcClaapr, 4 e I (Kogdirypauir 4)

Dental Computed Tomography X-ray System Mahix 7000, Rubik
XSmart, 4 in I (Configuration 4)

5 Cucreva peurrenincrxa croMaroloriqsa
rouu'rorepuoi rorrlorpaSii Marpirc 7800, Py6ix Ixc3,
4sl(Koudirypauisl)

Dental Compuled Tomography X-ray System Matrix 7800, Rubik
X3,4 in I (Configuration l)

6 Cucreua peurrenincrxa croMatororiqna
roun'rorepnoi ronrorpaQii Marpirc 7800, Py6ix Itcc3,

5nl(KoHdirypaqir2)

Dental Computed Tomograplry X-ray System Matrix 7800, Rubik
X3, 5 in 1 (Configuration 2)

7 Cucrelra penrreniecrxa croMatorori.tHa
xoun'rcrepuoi rorr.rorpaQii Ma'rpirc 7800, Py6ix lxc3,
5s1(KoHdirvoauir3)

Dental Computed Tomography X-ray System Matrix 7800, Rubik
X3, 5 in I (Configuration 3)

Place and date issue: 6L, ]J Kvltnya Jt.. batkrytsl, I ernoptl d$trtct, l ert

22.0s.2026,-4/

BiAnoeiAansHfifi :a crcra,qansr i flpura'rue ni4nplleucrao <fa,qir> (Ynonnoeaxeuufi npe4crauuur n YrpaiHi)
Br,4aHHr ,[ernapauii siAnoeiAuocri: Private Company <Galitr (Authorized representative in Ukraine)

Responsible for compiling and
issuing the declaration of conformity:

Micue i.{ara Bu.qaHHq: ryr. l5 xsirur 6e ,c. E isui, Tepnonimcsrcui pafioa, Tepuoni,rscrra o6,racrs, 47717,Yrpaiua;
6E, l5 Kvitnya St., Baikivtsi, Ternopil district, Ternopil region, 477l l, Ukraine

[npercrop ,--{V/I 3ororufi Bono4zrnrLrp flerponzu

Director ^rrr-lltiif,n?*td.^r/Y(r4 Zolotyy votodymyr Petrovych

$(..r

'-N #30938037

..16C
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