
EC Certificate
Full Quality Assurance System

Nas been assessed wth espe(l lo:

The conformity assessment procedure described in Article 11.3.a

and Anhex lt excluding section 4 (Module H2)of Council Directive
93/42IEEC on Medical Devices, as amendecl

Funhs derairs of lhe rodud(e) and @ndiliois lor €n icaton are eivei ovedeal

i'i!ti3,,,.,,,,.,""""-

City, Guangdong

DNV Gl:{EllKo PRESAFE As

Th s ls 1o ce.tiry hat the qua itv svstem ol

zhuhai Siger Medical Equipment Co.' Ltd'

Buildlng 2, No-1 ChPangxin
Province, P.R. China

For design production and lina

Dental Unit

Yi Road, Tangjiawan Town ZhLrhai

product inspeclion/tesling ot



EC Certificate
Full Quality Assurance System

Appllcatonof colnci Dnedive93/.42lEEcoll4June
Medisinsk Ulstyl bylhe NoNeglan Niinlslry ofHealth

1993, adopted as FoEkrft om

Revislon I Desc prioi
2017-] I-03o.o I oris nal cerriticate

Products covered by lh s Ceftrcatel

s90 s60 s30
v1000(VEGA).

rJl00, u200, u500 (FAGt).
v2000 v5000 v6000

Ihe complere list of devices is'tited wtlh the Notifed Sody

Zhuha SiqerMed.al BliLdifg 2, No.1 Chuangxin YiRoad, Tangjawan Town
ZhuhaiCity, Guangdong Provine, P.R. Chlna

CGI Business Trad ng and Consuliing e.K

Hans-RaltFslr.1, 60438 Franklurl am i/ain, Gerhany



EC Certificate
Full Quality Assurance System

The cenncate is subrect to lhe lollowins terms afd cond lons:

'Anyproducer(see2001/95/Ecroraprecsedelinlon)isliablefordamagecausedbva
delecr n his producl(s),ln accordafce with dnedve 85/374/EEc asamended,
conern nq iabilty orderecuve products

. The @difiete is onlv vaLid tor the producls afd/or manulacturng premises listed above

. The Manufacllrer shalliullllhe oblgalions afsing oul ol lhe qualtv svslem as approved
afd uohold it so lhat il emainsadequate and etlicienl

. The ruanulacturer shal nlorm Prcsare orany nlended updati.s ofthe quaity syslem
and Presale wilassess lhe changes and declde it the cerllfcale remarns vald

' Pe odica audilswilbe held,ln ordertove ry that ihe Manutaclurer mainta ns and
applies the quality system. P.esafe reserueslhe righl on a spotbassofbased on
suspicion, to pay unarnounced vlsits.

The following may renderthis Cerlilicate invald:
. C-anges r' 'eqlalrysy"lemalie(tnOprodJc o.
. Pedodical audits fot heLd withh the aLlowed ilme u ndow.

cohformlty declaration and marking ofproduci
! /hen meeling with the tems and conditons
declaraton oi @nfomity and lega ly aii x the
identifcatioi number of Presafe.

above, lhe producer maydrawup an EC
CE mark folowed bylhe Nolilied Sody
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