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o Certificate Holder: Donatelle Plastics, LLC
< 501 County Road E-2 Extension
w New Brighton MN 55112
. USA
E Certification Mark: y o
L
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1SO 13485
-
§ Scope of Certificate: Contract Manufacturer of Sterilized Medical
< Devices and Medical Device Components for
o Cardiac, Diagnostic, Drug Delivery, Neuromodulation,
< Ophthalmics, Orthopedics, Surgical Technologies
- and Vascular Products Starting at Product
a Development and Prototyping through Shipment
Ll of Finished Product to Customers
(&)
2
mﬂm Standard: 1ISO 13485:2016
?(m 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.
P Report No.: 721004665
L Effective Date: 2024-11-22
—
< Expiry Date: 2026-08-31
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N~ Date of Issue: 2024-11-27
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o= ( Renee Walker )
Ll Director, US Certification Body, MHS ®
N TUV
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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 SFDK 
 Av.General Valdomiro de Lima, 833 – Jabaquara 
 São Paulo – SP 
 04344-070 
 Brazil
	
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.




