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This supplement is 
only valid in 
conjunction with the 
main certificate:

Q8 003961 0003 Rev. 03

Certificate Holder: Steri-Tech, Inc.
Road 701 KM 0.7
Salinas Industrial Park
00751 Salinas
PUERTO RICO USA

Facility(ies): Steri-Tech, Inc.
Road 701 KM 0.7, Salinas Industrial Park, 00751 Salinas, 
PUERTO RICO USA

The quality system certified as stated in the main certificate additionally fulfills the applicable 
requirements of 

EN ISO 11135:2014 + A1:2019 Sterilization of Health-care 
products - Ethylene oxide - Requirements for the 
Development, validation and routine control of a sterilization 
process for medical devices (ISO 11135:2014 + Amd. 1:2018)

Audit Report: 721004045
Dated: 2024-12-30

The assessment was performed by auditors authorized under TÜV SÜD Product Service GmbH 
procedures. The audit team included an auditor authorized for sterilization.

Valid from: 2025-11-07

Christoph Dicks
Head of Certification/Notified Body
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 TÜV SÜD Product Service GmbH, Ridlerstraße 65, 80339 Munich, Germany 
 
TÜV SÜD PSB Pte Ltd, 15 International Business Park, TÜV SÜD @ IBP, Singapore 609937 
 
 TÜV SÜD America, Inc., 401 Edgewater Place Suite #500, Wakefield, MA 01880, USA 
 
 TÜV SÜD Certification and Testing (China) Co., Ltd. Floor 1-4, Building B, No.37, Tuanjie Road(Middle), Xishan Economic and Technological Development Zone, Wuxi, Jiangsu, P.R. China 
 
 TÜV SÜD Danmark ApS, Strandvejen 125, 2900 Hellerup, Denmark 
 
 TUV SUD BABT Unlimited, Octagon House, Concorde Way, Segensworth North, Fareham, Hampshire, PO15 5RL, UK 
 
 TÜV SÜD (Malaysia) Sdn Bhd, No. 18, Jalan Astaka U8/82, Bukit Jelutong, 40150 Shah Alam, Selangor, Malaysia 
 
 TÜV SÜD SFDK, Av. General Valdomiro de Lima, 833, Jabaquara, São Paulo, SP, 04344-070, Brazil 
 
 TÜV SÜD Rail GmbH, Barthstraße 16, 80339 Munich, Germany 
 
 TÜV SÜD Auto Service GmbH, Daimlerstraße 11, 85748 Garching at Munich, Germany 
 
 TÜV SÜD Hong Kong Limited, 19/F Yuen Long Trading Centre, 33 Wang Yip Street West, Yuen Long, New Territories, Hong Kong
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The sole responsiblity for the content of the certificate is with the certificate issuing certification body.




