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TUV NORD
Zertifikat / Certificate

gem. / acc. EN ISO 13485:2003 + AC:2009
Reg.-Nr. / Reg.-No. 44 221 06 336056-001

Hiermit wird bescheinigt. dass die Fiuma / This certifies, that the company

Microtek Medical, Inc.

512 Lehmberg Road
Columbus, MS 39702
USA

ein Qualitatsmanagementsysiem nach der Norm EN [SQ 13485:2003 + AC:2009 / DIN EN 1SO 13485:2010 - Medizinprodukle -
Qualitaismanagementsysteme - Anforderungen fur regulatorische Zwecke - eingefihr hal und aufrechierhlt Dieses Zertifikat stelit
nicht den erorderlichen Nachweis zur Anbringung der CE-Kennzeichnung dar.

has established and mainiains a quaity management system that meets the requrements of EN ISO 13485:2003 + AC:2008 1 DIN EN
SO 13485:2010 - Medical devices - Quality management systems - Requirements for regulatory purposes. This certificaie 15 not an
authorisation 1o affix the CE mark

Geltungsbereich / Scope

Design, manufacture and distribution of sterile and non-sterile accessory film
products, drapes and wound evacuation systems as well as manufacturing and
servicing of deep vein thrombosis systems and electric heating blankets.
Supraglottic Airway Laryngopharngeal Tube Endoscope Cleaning Brushes,
Operating Room Gowns

TUV NORD CERT GmbH, Langemarckstr. 20, D-45141 Essen
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Notified Body ID. No. 0044
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Additional sites covered by the QA-System:
Microtek Medical, Inc.
7022 AC Skinner Parkway, # 290, Jacksonville, FL, USA

Microtek Dominicana, S.A.
Zona Franca, # 2, La Romana, Dominican Republic

Microtek Medical, Inc.
602 Lehmberg Road, Columbus, MS 39702, USA

Aktenzeichen Ausstellungsdatum Bericht Nr.
File reference Date of issue Report No.
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