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CERTIFICATE

EN ISO 13485:2012 + AC:2012

DEKRA Certification GmbH hereby certifies that the company

Teleflex Medical Sdn. Bhd.

Scope of certification:

Design and development, and manufacture of (sterile and non-sterile) duodenal tube, rectal tube, 
tamponade catheter, Condom catheter, drainage catheter, breathing circuit, Laryngoscope blade, 
Naso-pharyngeal tube/kit, tracheal tube/set, tracheostomy tube/kit, Surgical drainage catheter, 
Laparoscopy Filter, nephrostomy catheter, suprapubic catheter/set, transurethral catheter and 
Urodynamic Catheter for the area of Urology, Gastroenterology, Gynaecology, Surgical and 
Respiratory Care. On-site Ethylene Oxide Sterilization

Certified location:

Lot PT 2577, Jalan Perusahaan 4, 34600 Kamunting Perak, Malaysia

has established and maintains a quality management system according to the above mentioned 
standard. The conformity was adduced with audit report no. 50076-Z6-00.

This certificate is valid from 2017-06-27 to 2020-06-26

Registration No.: 50076-11-01

Ruth Delbeck-Bayer
DEKRA Certification GmbH Stuttgart; 2017-04-19
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