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NOTIFIED BODY No. 1293

EC CERTIFICATI
FULL QUALITY ASSURANCE SYSTEM

Directive 93l42lEEC on Medical devices, as amended by2007l47lEC of the EP
and of the Council of 5'n September 2007, Annex ll (with the exemption of section 4),
transposed into "Slovak government decree No. 58212008 Coll. of Laws" as amended

No. 40041/1 01 11 120'1 1 ICE

We hereby declare that an examination of the under mentioned full quality assurance system has been carried
out following the requirements of the national legislation to which the undersigned is subjected, transposing
annex ll (with the exemption of section 4) of the Directive 93l42lEEC, as amended by 2OO7l47lEC on medical
devices. We certify that the full quality assurance system confoms with the relevant provisions of the
aforementioned directive.

Manufacturer and Facility

Product(s)

Product type(s)

Classification
of medical device

Scope of quality system

Final report number

Date of issue
Date of the end of validity

Karol Glamo5

DUEBA Contact Lens
3F Beommuf APT Type Factory 1287-1 Beommul-dong
Suseong-Gu, Daegu, Korea

Soft contact lens

Messish, The zone, Cool day, Barbie, Any C,
C more, Alamode, Belita, Clara, Luxa, Namy

Medical Devices - Class lla

Quality of design, production, storage and distribution
of Soft contact lens

40041t2011tC

March 23d,2011
March 22no, 2015
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( t"r*,"n may only be used if all relevant and effective Directives ofEP and council are

.ZSS complied with.

The Notified Body has audited the quality system in accordance with the Directive 93l42lEEC, as amended by
2007147IEC Annex ll (3) and found that the quality system meet the requirements of the Directive 93l42lEEC, as
amended by 2007/47lEC Annex ll.
The manufacturer must nform EVPU a s of any plan far substantial changes in the design, consttuction of the products or the
qualily systen of produclian in oftler to ex amitle whether this Ceftificale rcnains valid Annual Survei enae Audils wil be held la
veify lhe validily of tllis Ceiificale.
fhCe|tificate is valid until the date specified. Any significant changes in the desen at construction af lho products, lhe quality
system ar amendments to the Directive 93/42/EEC as amanded by 2007/47/EC may render thb Ceftificale invaljd al an oarlier
date The ptotluct liability rests wilh the manufaclurcr ot his represenlattve in accotdanco with the Dircctive 85/374/EEC
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EvPlJas NBNo 1293, TrenCianska 19,ha51 Nove Dubnica, Slavak Republic, ylyly- ,e.u.p!!..t!


