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Mu, @ycceu Texuo"'roduci Ko., JIT/I
90 1 , 1 00 1 , Kopnyc NeD l , Hanaruata Lltrcunaua, Ilpocnercm Cnercaua
1001, rcouyua LIaurcanu, eyLruqn'laoroauo, pailou Hauawau4 518055

Illeuuqcrceua, I-yandyn, Rumailcarca Hapodna P ecny6tirca
dexnapyeuo npo H ac mynHe :

IVe, FussenTechnology Co., Ltd.
90 l, I 00 I, Building #D I, Nans han Zhiyuan, 1 00 1 Xueyuan Avenue,

Changyuan Community, Taoywan Street, Nanshan District, 5 18055

S henz hen, Guangdong, China
herewith declare that:

MeAr.rqni nr.rpo6n:

Medical devices

llepe,rir< nupo6in:

List ofproducts:

Bupo6unr:
Manufacturer:

AApeca:

Address'

YnoeHoeaxeFrufi npeAcraBHIzK B

Yxpailri ra a,(peca:

A ut horized repre se nt ative i n

Ukraine and address:

K,racrat!irauir:

Classification:

Buuresxa3aHi er,rpo6rz eianoeiaarcru

ocHoBHxM BI4MO|aM AJI' MeAI4qHlIX

nrapo6in eri.qHo:

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

OpraH a oqiurcH gianoeiauocri:

C onfor mi ty as s e s s me nt b ody :

Cucreva I-{HQpona nuyrpiurHroporoBa Ant peurreHiecrxoi aisyanirauii Fl 00

Digital Intraoral X-ray Imaging System F I 00

Hasra rupody yrpaihcrrorc MoBoIo"

r..1,' ProduqJ name in Ukrainian r. i
Cucrelra l-lraQpoaa nHyrpiuuuoporoea
rnl. penTreHircuroi uirya,risaqii Fl00
Posl'aio N!l

4ry"

Digital Intraoral X-ray Imaging System
Fl00 Size#l

2.

Cncrena I-{uQpona nuyrpiuuroporona
Anfl peHrreuircrxoi sisya-nisauii F100
Po3vio Ns2

Digital Intraoral X-ray Imaging System

F100 Size #2

tDycceu Texso,roAxi Ko., llTA
Fussen Technology Co., Ltd.

901, 1001, Kopnyc ND l, Hanr,Luaar 9Nuroaur, flpocnex'r Croercaur 1001, rovyHa 9aHIoaHb, Bynlrqt
Taoroaur, pafioH HaHruraHs, 5 1 805 5 Il-lesrqNeHr, lyangyH, Karaficrra HapoAna Pecny6rira
901 , I 001, Buitding #Dl, Nanshan Zhiyuan, 1001 Xueyuan Avenue, Changyuan Community, Taoyuan

Street, Nanshan District, 518055 Shenzhen, Cuangdong, China

flpnnarne ni4npuevcrao <faair>
oy,r. 15 Ksi'rHq,6e, c. Eailrcisui, Tepnoni,rrcrrcuil paftoH, Tepuonilscst<a o6,racru, 477ll,Yrcpaiua;
Ter.: 0 800 502998 +38 093 081 87 78; +38 050 338 l0 64; e-mail:office@galit.te.ua; www.galit.te.ua

P rivate C ompany < Galit t
68, 15 Kvitnya St., vilLage Baikivtsi, Ternopil district, Ternopil region,477ll, Ultaine; Phone:

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

Knac, IIa Aoaaror< 2 Texniquoro pefnaMeHry uloAo MeII,IrIHr.rx szpo6ie, sarnepANeuni llocranosorc

KMY eia 02 NoerHr 2013 poxy J\s753

Classa, IIa Annex 2 of Technical regulation on medical devices, approved by Decree of Cabinet of
Ministers of Ukraine J''lb75i on October 2nd, 20 1 3

AoAarKy I Texni.lHono pernaMeHry utoAo MeAr,rrlHr,rx rupo6ia, samepANeHufi flocranosorc KMY sia

02 NosrH.r 2013 pony,\u753. 3acrocoeaHa npoueAypa ouisru siAnosilHocri rri.qno.{o4arry 3

Bxrqe3faAaHoro pernaMeHTy: 3a6egneqeHur rlynruiouynaHHt KoMnJIeKcaoi cucrettn ynparninur

rxicrro (sa BHHTTKoM nyurhir 8-1t;
Annex I of Tec(nical regulation on medical devices, approved by Decree of Cabinet of Ministers of
[Jl<raine Nb753 on October 2nd,20]3. Conformity assessment procedurefollowed: Annex 3 above

mentioned technical regulation: Ensuring the functioning of a comprehensive quality management

system (excLuding poinls 8-l l)
Toaaprcreo g o6ueNesorc eiAnosiaansHicrlo <Yxpaincsrufi Iucrnryr Crangaprie>,
vicqesHaxoANeHHr: 6yAttuox l, ny:rrzqr O,rencaH.qpiactrca, vicro Kuin,03062, Yrpaina; Tel. +38050

8187333; Hovep npNsnaqeHoro opraHy NcUA.TR. 137

Limited Liabitity Company < Ukrainian Standards Institute>; address: building I , Olel<sandrivska street,

iv, 03062, Ukraine; Tel. + 38050 8 1 87 33 3 ; assessment body No. UA.TR.I 37

Texui u ua 4o ry v e nrauis Ha ue 1uqa Ail rrzp i6 porpo 6,'rena'ra
BnpoBaAxeHa. [er,rapaqil siAnoe iaHocri cKJIaqeHa na niAcraei
ceprratfixary siAnoei.qHocri J\! R3M 156 330 82 ra ni4 nonHy

siAnosiAanrHicrs rupo6Hura.,{aua'lercnapauiq e qHHHa Ao
15.01.2030 o.

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 of the manufacturer. This declaration is
valid until 15.01.2030

BianosiaaruHfift sa cx,,ra1agHq i flprzaarue ni.upueucrno <fa,'rir) (YnonHonaNeHufi npe.{ctaeHtlx n Yrpaiui)
Br4.qaHHr 4ernapaqii si.qnosiAuocri'. Privale Company <GaLit> (Authorized representative in Ukraine)

Responsible for compiling and
issuing lhe declaration of conformity:

Micue iAara Br{AaHHfl: ,.11rDr2tr, ey,r. 15 rairnr 6e,c. Ealrxisui, Tepuonirrcsr<uirpditou, TepHouinrcma o6lacrt, 477ll,Yrpaiua;
Place and date issue: l5 Kvitnya Sl., ril Baikivtsi, Ternopil district, Ternopil region, 477 11, Ukraine

lnpercrop -!.;Y ^-_WW)/ 3ororufi Boroaurrrrp flerpoB,q

Di)ecrcr' Sqif.,f 61(l[IfW)VZ zototyy votodymyr Petovych
$.fT

30938037


