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Declaration of Con ity

Mu, @ycceu Texuo,rodlci Ko., JIT!,
901, 1001, Kopnyc NeDl, Hauautaua Vcrcuroaua, Ilpocnexm Crcercauu

I 00 J, xouyua Vaunaua, eyturln Taonaua, pailou Hauuwau6 5 I 80 5 5

III e u a qJrc e u u, ly au dy u, Ku m ail c arc a H ap o d u a P e c ny 6't ixa
derctapyeuo npo HacmynHe :

Texuiuua 4oxyueuraqia ua ueAuqnufi nupi6 po:po6neHa ra
BrrpoBaAXeHa. flernapaqi* eianosirHocri cKJraaeHa ua niAcraei
ceprutpixary niAnoeiAuocri \& R3M 156 330 82 ra ni4 noany

si.qnosiAanrHicrs nupo6Huxa. .{auagernapauis e quusa Ao
15.01.2030 o.

We, Fussen Technologt Co., Ltd.
9 0 l, I 00 1, Bui lding #D l, Nans han Zhiyuan, 1 00 I Xueyuan Avenue,

Changyuan Community, Taoyuan Street, Nanshan District, 518055
Shenzhen, Guangdong, China

herewith declare that:

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 utd

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

Me.qrqHi supo6u'.

Medical devices

flepe:rir< nupo6ir:
List ofproducts:

Br.rpo6nrar<:

Manufacturer:

Agpeca:

Address'

YuonHosaxeHr.rft npeAcraBHr,rK B

Vrpaiui ra a,(peca:

Aut horized represe nt ative i n

Ukraine and address:

K,racu(pirauir:

Classi/ication:

Buuresra3aHi ynpo1u giAnoeiAalorr

ocHoBHr4M BHMO|aM Am MeAI4qHI,IX

nupo6ir sriAHo:

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

Opran : ouiHxu siAnosiAuocri:

C o nfor mity as s e s s me n t b ody :

Cucreva peHrreHincsra ctot',tatororiqua KoMn'IorepHoi rovorpatpii Dentrix 50

Dental Computed Tomography X-ray System Dentrix 50

Ne

l.

.a:

Dental Computed Tomography X-ray
Svstem Dentrix 50. 2 in I

2.
Crcreva peurrexincrxa croNaarotoriqlta
roun'oreoaoi Dentrix 50. 3 s 1

Dental Computed Tomography X-ray
Svstem Dentrix 50. 3 in I

(DycceH Texno.noAxi Ko., llTA
Fussen Technologlt Co., Ltd.

901, 1001, Kopnyc NsDl, Hauruaur 9Nuroaur, flpocnexr Croercaur 1001, rorrayua 9aHIoaHb, Bytrr4u
TaooaHr, pailon Haururanr, 5 18055 LlleuruNeur, fyau.4yu, Kuraficrxa Hapo4ua Pecny6nira
901, 1001, Building#Dl, NanshanZhiyuan, 1001 XueyuanAvenue, ChangtuanCommunity, Taoyuan

Street, N ans han District, 5 I 80 5 5 Shenz he n, Guangdong, China

llpurarue ni4npneucrro <fa,'rir))
ny,r. 15 Kniruq, 6e, c. Eailxieui, TepHoni,'rrcsnafi pafton, Tepuoninscma o6,racrr, 477ll,Yrpaiua;
Te,r.: 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 t
6E, l5 Kvitnya St., village Baikivtsi, Ternopil district, Ternopil region,477l1, Ukraine; Phone:
0800502998; +380930818778; +380503j81064; E-mail: oflice@galit.te.ua; www.galit.te.ua.

Klac, 116 .{o4aror< 2 TexHiqHoro pernaMeHry uroAo MeAUqHax nr.rpo6ir, :a'rnepANenlrfi flocranosorc

KMY sia 02 xogrHq 2013 poxy Ns753

Classa, IIb Annex 2 of Technical regulation on medical devices, approved by Decree of Cabinet of
Ministers of Ukraine N0753 on October 2nd, 2013

,{oaarxy I Texniquono pernaMeHry utoAo Me.qr4qHrrx supo6ie, oarnepAxeunfi lloctanosoto KMY sia

02 xonrn.fl 2013 pory J11753. 3acrocoeaHa npoueAypa ouiur<ll nianogiAnocri sriaHo AoaarKy 3

Bnule3ra.qaHoro pernaMeHTy: 3a6egreqesur <[yurqiouyeaHHr KoMrrrercsoi cucrevu yupauinnr
qricro (aa enrurron nyuRrin 8-l l)
Annex I 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 lhe functioning of a comprehensive quality management

system (excluding points 8-l I)
Tonapllcrao g o6uexeHoro eiAnoeiaanluicrrc <Yr<paincrrnfi Iucruryt Craulaprir>,
viclegnaxoAxean-r:6yAnuor l, eynrzur Orencau.qpiacrxa, vicro Kuis,03062, Yrpaiha; Tel. +38050

8187333; Honep npusHaueHoro opraHy NUA.TR. 137

Limited Liability Company <Ukrainian Standards Institulet; address: building I , Olel<sandrivska street,
03062, Ukraine; Tel.+38050 8187333; Conformity assessment body No. UA.TR.137

BiAnosiAanrHnft sa cxralaHHs i flpnrarHe nilupuelrcreo <fa,'rir> (YnoaHonaxeuufi npe.qcrarnur a Yrpaini)
Br4;:aHHr.4er<naparlii sianoaiaHocri: Private Company <Galitt (Authorized representative in Ul<raine)

Responsible for compiling and
issuing the declaration of conformity:

Micqe i Aara Br4.[aHHr: sy:r, 15 xnirHn 6e,c. Eafinisui, TepHorimcrxuiapaitoa, Tepuoniarcrxa o6lacrr, 477ll,Yxp{iua;
Place and date issue: 6E, ) 5 Kvitnya St., village Baikivtsi, Ternopil district, Ternopil region, 4771 l, Ul<raine
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