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EC No 1434-1IVDD-086/2018
Full Quality Assurance System

Directive 98/79/EC on in vitro diagnostic medical devices

Polish Centre for Testing and Certification certifies
that the quality assurance system in the organization:

Chil Tibbi Mal. San. Tic. Ltd. Sti.
A.0.S.B. 10028 sok. No:11, Cigli-lzmir, Turkey

fFor the design, manufacture and final inspection of in vitro diagnostic medical devices,
List A

HBsAg Rapid Test

complies with requirements of Annex IV excluding section 4, 6 to the Directive 98/79/EC (as amended)
implemented into Polish law, as evidenced by the audit conducted by the PCBC.

Validity of Certificate: from 17-08-2018 to 17-08-2021
The date of issue of the Certificate: 17-08-2018
The date of the first issue of the Certificate: 17-08-2015

1 434 Vice-Presifent

Application No: 055/2018
Module: H7

Polish Centre For Testing and Certification 23a ktobucka Street, 02-699 Warsaw Poland, phone +48 22 46 45 200, e-mail: pcbc@pcbe.gov.pl



Certificate No 1434-1VDD-086/2018

Issued under the Contract No MD-029/2018
Bears the PCBC hologram.

Warsaw, 17.08.2018



EC No 1434-IVDD-085/2018

EC Design-Examination

Directive 98/79/EC on in vitro diagnostic medical devices

Polish Centre for Testing and Certification certifies
that manufactured by:

Chil Tibbi Mal. San. Tic. Ltd. Sti.
A.0.S.B. 10028 sok. No:11, Cigli-lzmir, Turkey

in vitro diagnostic medical devices,
List A

HBsAg Rapid Test

in terms of design documentation, comply with requirements of Annex IV section 4 to the Directive 98/79/EC (as
amended) implemented into Polish law, as evidenced by the audit conducted by the PCBC.

Validity of Certificate: from 17-08-2018 to 16-08-2021
The date of issue of the Certificate: 17-08-2018
The date of the first issue of the Certificate: 17-08-2015
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Application No: 055/2018
Module: H6

Polish Centre For Testing and Certification 23a ktobucka Street, 02-699 Warsaw Poland, phone +48 22 46 45 200, e-mail: pcbc@pcbe.gov.pl



Certificate No 1434-IVDD-085/2018

Issued under the Contract No MD-029/2018
Bears the PCBC hologram.

Warsaw, 17.08.2018
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