ME%ERT

EC Type Examination Certificate

The Notified Body

MEDCERT Zertifizierungs- und Priifungsgesellschaft fir die Medizin GmbH
Vorsetzen 35 — 20459 Hamburg — Germany

herewith conkirms, that the medical devica

Hoemostats and wound dressings of collagen of porcine origin

according to Attachment

of the manufechrer

Medical Biomaterial Preducts GmbH
Lederstralle 7 — 19306 Neustadt-Glewe
Germany

fulfills the requirements of
annex Il of the Council Directive 93/42/EEC concerning Medical Devices.

The certificate assumas that MEDCERT has o be informed of any significant change made to the
approved product. Changes need further approval from MEDCERT,

The assessment PP« 101460 is part of the cerdificate.

This certificate is valid until: 16 October 2010

Process Mo.: FP - 101460
Hamburg, 26 July 2006

Cerificate Ma.: 10160GE4 1 2060726
MEDCERT Identification Mo D487
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ME%ER.I.

Attachment
EC Type Examination Certificate PP - 10160

Hoemostats of collagen of porcine origin

SURGICOLL - HEMOCOL - VITA-COLL -
MEDIFOME - PORCOLL - DIACOLL

Wound dressing of collagen of porcine origin
NOBAKOLL

Wound dressing of freeze dried porcine skin
XENODERM

The Attachment is valid only in connection
with certificate Mo, 10160GB412080726

Haomburg, 26 July 2006
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MEDCERT Cartification Body
[Dir, Andraas Schich)




__ LGAR | InterCert

/ Zerifizierungsgesellschaft mbH

Certificate

The LGA InterCert Zedifizierungsgesellschaft mbH, a recognized registrar for
quality management systems according to DIN EN 45012, herewith confirms
that the following company

Medical Biomaterial Products GmbH
Lederstralle 7
19306 Neustadt-Glewe
Germany

has infroduced and applies a

Quality Management System

far medical devices accarding o

EN I1SO 13485:2003 + AC:2007
Requirements for regulatory purposes

for the scopes production and final inspection of
steribe Collagen and Wound Dressing from Parcine dermis, Meshes, Loops, Circumcision devices
and Dirapes.

Proaf of fulfilment of the above-mentioned standard has been
provided by the certification thraugh LGA IntarCeart.

This certificate is valid until Seplember 11, 2013 Audit report no.: 1881850
Registration nc.: 1881860-041-000 of; September 5, 2008
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LGAIRY/ InterCert

I Zertifizierungsgeselischaft mbH

QS Certificate

(production quality assurance)

The LGA InterCert GmbH - notified body no. 1275 according to the Council Directive
concerning madical devices — herewith confirms that the following company

Medical Biomaterial Products GmbH
Lederstrale 7
19306 Neustadt-Glewe
Germany

applies a

quality assurance system

for the scopes:
Meshes, Loops, Circumcizion devices and Drapes

in accordance io sacton 3 of the

Directive 93/42/EEC, Annex V

for the manufaciure of the medical devices as specified in the enclosure.

The surveillanca through the LGA InterCert GmibH is effecied according fo annex VW, section 4,

This cerificate is valid until Seplember 11, 2013 Audif report no.: 1881860
Registration no.: 1881860-014-000 of. September 5, 2008
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LGAU InterCert

' Zertifizierungsgeselizchaft mbH

Enclosure of the Certificate Registration no. 1881860-014-000 of the company
MBP Medical Biomaterial Products GmbH, LederstraBe 7,
19306 Neustadt-Glewe, Germany

Date of expiry September 11, 2013

The above-mentioned certificate refers to following medical devices:

No. | Product ~ UMDNS-No. | Glass

1. Collagen Fleece . ‘ 1
| 2. Xenoderm x m
3. Meshes * lib .
;4. Loops i s lla !
'5. | Rectal shield = : is? |
IE. Circumcision Devices x lla

*At present no UMDNS number is available.

]

restricted to the manufacturing steps in connection with sterilization
and maintenance of sterility
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