EC DECLARATION OF CONFORMITY

BIOTEX MEDIKAL TEKSTIL ITHALAT IHRACAT SANAYI VE TICARET A.S.

ISLAM PASA MAH. 2 NOLU SEHITLER CAD. NO:41/G MERKEZ / RiZE

Address AKSU OSB MAH. 3NOLU CAD. NO:14 KALKANDERE/RIZE !
Telephone +90 464 217 5888 |
P +90 464 212 0012 ' I
Fax +90 464 213 1638
Brodiict Sterile Disposable Surgical Drapes, Gowns and Sets
35778: Surgical gown
GMDN 47783: Surgical set
Classification Medical device Directive 93/42/EEC Annex IX Class IS in accordance with rule 1.(Sterile)
Conformity Assessment Path Medical Device Dircelive 93/42/LEC quality assurance of the production Annex V

The products we offered above, together with all updates so far, the European Union's medical device Directive
93/42/EEC we declare that complies with the requirements of. All supporting documents to the manufacturer's resident
resides at the address where it s stored.

Applicable Legisiation

Medical Device Directive 93/42/EEC -

Applied Standards
EN ISO 9001: 2015, EN 1SO 13485:2016, EN ISO 14971:2012, EN 1041:2008, EN 10993-1, EN 15223-1:2016, EN
13795:2013
Notified Body Kiwa Belgelendirme Hizmetleri A.S.
Address ITOSB 9. Cadde No:15 Tepeiren Tuzla-ISTANBUL
TURKIYE '
1984

Notified Body Number

Certificate Date, Certificate Number 05.03.2020-1984-MDD-17-549

Publication Place and Date RIZE /15.04.2021

With the authority of the General Manager Ertan Demiy,

Signature BlOTEXM '!_ kST
" [HRACA .veTlC.A.’sG.mE
hiah, 2 Nolu Sehiller Cad. No: 41 i
!ﬁm WD - 1760415521 Tic. Sic. Mo 8456, |
el 0484217 5688 Fax: 04642131638 f
eriiiiNo:UlTﬁM15521m1 ,
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