[P
CERTIFICATE

DQS GmbH

Deutsche Gasellschaft rur Zertifiderung von Managementsystemen
haraby certifies that the company

Helm Pharmaceuticals GmbH

Mordkanalstrafie 28
D-20097 Hamburg

has implemanted and maintans a
Quality Management System.
An audit, documentad in a report, perfarmed by DOS

has verified that this guality management system
fuifiits the requirements of

Annex V of Directive 93/42/EEC

with respect to the following medical products:

Medical products for single use according to annex

&5 sat out in section 4, Anmax ¥, of the sald dingcliee,
the manufacture of these devices s subject to suneillance,

This certificate is valid untl 2008-11-18
Cartificato Registration No.: DE6201 MRE
Frankfurt am Maim, Berlin 2003-11-15

0. i

MENAGING DIRECTOR

D-603433 Fraricun am Main, August-Schani-5irafa 21
0-10787 Berin, Burggraferstraie

EC code number of 005 as notified body: 0297



Annex to Certificate Registration No.: 066201 MR5

Helm Pharmaceuticals GmbH

Mordkanalstraffs 28
D-20097 Hamburg

Product categories Products
gloves gurgical gloves

SYTINEES disposable syringes with and without needles
nedles disposable needles

lubes endotracheal wubes

Infusion s=ts I w. Infusion sets

i. v. infusion sets (scalp wein)

devices for blood transfusions blocd transfuson sets
Sopocks disposable stopoocks ifor infusian)
Cativsber i.v. catheter {peripheral)
sterila urinary catheters for intermittant
cathetersation

This anmex s valid only in connectian
wilh the atsws-mentionsd cartificats,



