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EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, llb or Ill)

No. G1 101267 0002 Rev. 00

zlg.de

Product Service

Manufacturer: Sisco Latex Pvt. Ltd
No.47, Ground Floor, Mount Poonamalle Road, Nandambakkam
600089 Chennai
INDIA

EC-Representative: Obelis S.A. _
Bd. Général Wahis 53, 1030 Brussels, BELGIUM

Product Category(ies): Latex Foley Catheters, Silicone Foley Catheters,
and Endo Tracheal Tubes

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex Il. This quality
assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance. For marketing of class Il devices an additional Annex Il (4) certificate is mandatory. See
also notes overleaf.
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Report No.: IND2018038
Valid from: 2019-02-28
0 Valid until: 2024-02-27
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Facility(ies): Sisco Latex Pvt. Ltd
No.47, Ground Floor, Mount Poonamalle Road, Nandambakkam,

600089 Chennai, INDIA

Jam Surgical Company Pvt. Ltd

Survey no: 119/3C, Panankottur Village, Appur Road, Maraimalai
Nagar, Chengalpet Taluk, Kanchipuram, 603 209 Tamil Nadu,
INDIA
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