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Product Service

CERTIFICATE

No. Q1N 1506 48773 032

Holder of Certificate: Demophorius Limited
GEMOPHORIUS 196 Archbishop Makarios i

healthcare 3030 Limassol
CYPRUS
Fac"ity(ies): Demophorius Limited

196 Archbishop Makarios Ill, 3030 Limassol, CYPRUS

Certification Mark:

A ENISO13485 /g

Scope of Certificate: Design and Development, Production and Distribution
of Sutures, Disposable Medical Devices,
Blood collection tubes and blood collection
needles, Polypropylene Mesh, Bone Wax,
Blood bags, Skin Stapler, Closed Suction
Catheter Set

Applied EN ISO 13485:2012 + AC:2012
Standard(s): Medical devices - Quality management systems -
Requirements for regulatory purposes
(ISO 13485:2003 + Cor. 1:2009)
DIN EN ISO 13485:2012

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). See also notes overleaf.

Report No.: 713055218
Valid from: 2015-09-21
Valid until: 2018-07-31
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Date, 2015-09-22
Hans-Heiner Junker
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Product Service

EC Certificate

Full Quality Assurance System

Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, lIb or Iil)

No. G115 08 48773 033

Manufacturer: Demophorius Limited
196 Archbishop Makarios llI
3030 Limassol
CYPRUS

Facility(ies): Demophorius Limited
196 Archbishop Makarios 1ll, 3030 Limassol, CYPRUS

Product Non-absorbable and absorbable Sutures,
Category(ies): Sterile Polypropylene Mesh,

Sterile Bone Wax,

Sterile Bloodbags,

Closed Suction Catheter Set

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.

Report No.: 713055218
Valid from: 2015-09-21
Valid until: 2017-11-06

H-&

Date, 2015-09-22
Hans-Heiner Junker

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
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