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EC CERTIFICATE
FULL QUALITY ASSURANCE SYSTEM

issued in accordance with Annex 2 of Government Order No. 54/2015 Coll.
(Annex IT of Directive 93/42/CEC)

No.: MED 190018

The Floctraiechnical Testing Institute, Matiiad Body Mo, 1014, oo the besis of the carnied o and it resulis bas decided that the quality system
established 8t the

CHIEANA T, lajectn, nr.
HomnFansici 2145, 143 @ Praka 4 - Madfany, Crech Bepoblic

el lurer

for design, marafecturing and Gml Fspeation al meadenl deviced(s)

Sterile ahsorbable asd gop-absorhshbe surgicel sutures with alanmalic needles and without meedles,
elass L1

Slerile pariially ahsorbahle surgical meshes, class 110

List of models sce enclosure

meets the provisions of Anmes 2 of Govennen Onder Mo, S42005 Coll., which speeifies sechnical requirements for medical devices [Annex
I o Dirgetive SN4EEEC), The cortificats docs nut oover exdiiinabion of the medical devios desigs inaeeorditce with Annex 3 clause & of
Crovernment Crder Mo, 542005 Call, Jannex I eleuse 4 of Divective S34LEEC)

The natt e body mgrees wilh aimching its idenlifivatios nuriber 1004 10 CE maorkisg, which will be affixed 1o e above mentinmed needizal
devicels| in sovonlanc with Aricie f of Govemment Order Mo, 502015 Coll, felase 17 of Dirsctive S3MNERC)

The decision wis bissad oo the resshs presemed in the audit mepon Mo, MEDMHI0TH-0201 oft 65052009

The approved quality system established at the manufaciurer b sebjeet to reguler surveilbines audits by the notified body iz acoondance with
Anmes 3 dause 11 of Governmeni Order Mo $425005 Coll, (Annex [ elinse 5 of 12irective 004 2FEC). The ranuficiures mus) infom the
ritifiesd bty which spproved the quality system aboulany inferdion of sebetantial changes e quality systen o fhe prodect range covered,
I cass that e condinions under which the cenficats has been issood are vinlaied, the notified Body mey susgend the velidity of the
cenificme or cancel the certificale.

For clss 11l modica] devices this certiflcate can be used anby with BC Design-Examination Certificabe issued in seoondincs with Annex 2
chanse B ol Governmenl Order 582005 Coll. (annex 1T elause 4 of Dircctive SIMEEED).

Editien 1

The first sssuc of this Certlicans froen 1308 2019 with walidity unil 26,05 3024
The validity of this Certificate s Hmied wntil: 36052024

130E 7019 M# &

Praguc ndgr. Mircslay Sedlidek
Hizid of Cenification Body
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