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DECLARATION OF CONFORMITY

1)  Manufacturer (Name, department). Codonics, Incorporated

Address: 17991 Englewood Drive, Middleburg Heights, Ohio 44130. USA
SRN: US-MF-000008190

2) European authorized representative for MDR and RoHS

artnerd4u
Address: ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS;

(on product labels printed as:
CEpartner4U , ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS www.cepartnerdu.com/

SRN:_NL-AR-000000111

3) Product(s) (name, type or model/batch number, efc.)

Image Printers, Disc Publishers, Medication Safety Systems, and
accessories / Film (image recording media)
See appendix

4) The product(s) described above is in conformity with:

Title Document No.
Medical Device Regulation (EU) 2017/745
Restriction of the use of certain 2011/65/EU and 2015/863/EU
hazardous substances (RoHS)
Registration, Evaluation, and 1907/2006/EU
Authorization of Chemicals
(REACH)
ISO 13485:2016/NS-EN ISO 245216-2017-AQ-USA-NA-PS Rev. 1.0
13485:2016
IEC 60601-1-2:2014 4th Edition (EU) 2017/745

5) Additional information (conformity procedure, Notified Body, CE certificate, etc.).

Conformity assessment procedure: Medical Device Regulation: Art. 19, Annex |I, Il and IV

This Declaration of Conformity is issued under the sole responsibility of the manufacturer:
Middleburg Heights, Ohio l// S AN
October 25, 2021 Vincent Yee, Bir¢ctor Regulatory Affairs and QA

Digitally signed by Botnaru Andrei
Date: 2023.02.01 14:43:00 EET
Reason: MoldSign Signature
Location: Moldova

Declaration form: Standard ISO/IEC 17050-1:2010
vs. 2021-XIV
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