NOTIFIED BODY No. 1293

EC CERTIFlCATE

FULL QUALITY ASSURANCE SYSTEM

Directive 93/42/EEC on Medical devices, Annex Il (with the examptlnn of sectmn 4),
tfanspmd into “Slovak government decree No. 5?2!2091 Coll. of Laws as amandad Do

No. 40030/101/1/2010/CE }

We hereby dadam that an examination of the under mentioned full quulily assurance watum has bun carried .\ »
out following the requirements of the national legislation to which the undersigned is subjected, transposing J

B
=

i
L
N

i vl e S
"\.-..-:-._-:-"'_\—-;‘.. o e R e o
1 2 gy i

-

_[‘; 3
‘1; - J'
ran -'Y",r i1

annex Il (with the exemption of section 4) of the Directive 93/42/EEC on medical devices. We certify that the full * Jgiml.
quality assurance system conforms with the relevant provisions of the aforementioned directive. Identification of AL 0
the products covered by this certificate is given in the Appendix. : i ‘_‘!:_._-
Manufacturer and Facility UAB “Medicinos linija” r’-.-‘
Karaliauciaus str. 29, LT-78374 Siauliai, Lithuania : ,f. ~
Applicant UAB “Medicinos linija” 4" A
Karaliauciaus str. 29, LT-78374 Siaulial, Lithuania sl
Product(s) Light Cure composite, Chemical Cure composite, Etchants 404 -
Bonding Adhesive, Temporary materials, Cements T
Product type(s) _ see Annex 1 ' /. + '9
Classification Medical Devices - Class lla o A
of medical device . L.
Scope of quality system Quality of design, production, storage and distribution SRE
o Rl e _ of dental materials T
q ,,-,!_, | Final report number 40030/2010/C - o
Y Dateof issue ~ March18",2010 | i 1
{.0.l.  Date of the end of validity =~ March 17" ' _ L
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"9V . The Notified Body has audited the quality system in accordance with the Directive 93/42/EEC Annex Ii 3 aﬂd
; "‘.;”"',  found that the quality system meet the requirements of the Directive 93/42/EEC Annex 1.
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i v T Directive 93/42EEC Annex I (4) is required.

The manufactuner must inform EVPLU a s of any plan for substantial changes in the design, nmmmufmupmdutmrwh
quality system of production in order o exsmine whether this Certificale remaing valid. Annual Surveillance Audits will be haeld o
verily the validity of this Certificate. 'i
This Certificate is valid until the date specified. Anymﬁcmchangosmmndmmwmmmmwmm mmﬁuw
system or amendments fo the Directive 8342EEC may render this Certificate invaiid af an earlier date. mmm
rests with the maniufacturer or his repraseniative in accordance with the Directive B537T4EEC.
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