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CERTIFICATE

No. QS2 003357 0006 Rev. 02

&

America

Certificate Holder: Temptime Corporation
116 The American Road
Morris Plains NJ 07950
USA

Certification Mark:

1S0O 13485

Scope of Certificate: Design and Development, Manufacturing, Sales
and Distribution of Irreversible Time-Temperature
Indicators used on Blood Bags or other Temperature
Sensitive Products for Temperature Monitoring

Standard: ISO 13485:2016

The Certification Body of TUV SUD America Inc. certifies that the company mentioned
above has established and is maintaining a quality management system that meets the
requirements of the listed standards.

Report No.: 72177840
Effective Date: 2022-07-21
Expiry Date: 2024-09-11
Page 1 of 2

Date of Issue: 2022-08-02

( Renee Walker )
Manager, US Certification Body,
Medical and Health Services

o @
TUV
TUV SUD America, Inc. » 401 Edgewater Place Suite #500 » Wakefield + MA 01880 » USA » www.tuvsud.com
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=) Facility(ies): Temptime Corporation

<< 116 The American Road, Morris Plains NJ 07950, USA
(&)

o Facility Scopes: Design and Development, Manufacturing, Sales

p— and Distribution of Irreversible Time-Temperature
- Indicators used on Blood Bags or other Temperature
5 Sensitive Products for Temperature Monitoring
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— Facility(ies): Temptime Corporation

<< 321 Richard Mine Road, Suite 301, Rockaway

S Township NJ 07885, USA

=

Fa¥ Facility Scopes: Storage
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 TÜV SÜD Product Service GmbH 
 Certification Body 
 Ridlerstraße 65 
 80339 Munich 
 Germany 
 
 TÜV SÜD America Inc. 
 401 Edgewater Place Suite #500 
 Wakefield, MA 01880 USA 
 
 TÜV SÜD PSB Pte Ltd 
 15 International Business Park 
 TÜV SÜD @ IBP 
 Singapore 609937 
 
 TUV SUD BABT 
 Octagon House 
 Concorde Way 
 Fareham 
 Hampshire 
 PO15 5RL 
 United Kingdom 
 
 TÜV SÜD Certification and Testing (China) Co. Ltd. 
 No. 10 Huaxia Rd.(m) 
 Xishan District 
 Wuxi 
 Jiangsu 
 P.R.China 
 
 TÜV SÜD DO BRASIL SFDK 
 Rua do Tesouro, 23 - 17° andar 
 São Paulo - SP 
 01013-020 
 Brasil
	
This certificate has been digitally signed by TÜV SÜD Product Service GmbH on behalf of the certificate issuing certification body as named in the pdf document's footer.
 
The sole responsiblity for the content of the certificate is with the certificate issuing certification body.




