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Directive 93/42/EEC, Annex Il excluding (4)
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Berlin Cert
Prif- und Zertifizierstelle fur Medizinprodukte GmbH

hereby certifies that

Crystal Photonics GmbH
Albert-Einstein-Stralle 16, 12489 Berlin, Germany

has implemented and uses a quality assurance system for the following scope of application:

Development, manufacturing and final inspection of detectors
and detector systems for medical use (see appendix)

The audit in accordance with Annex Il of MDD 93/42/EEC (report no. A-19-010-SZ) provided
confirmation that the requirements of Annex Il of MDD 93/42/EEC have been fulfilled. The
Manufacturer has to be inspected periodically by the notified body according the
requirements of Annex Il, Article 5 of MDD 93/42/EEC. The manufacturer is allowed to use
this certification in his process for the declaration of conformity.

The manufacturer is allowed to place the CE-mark on the above mentioned products in
combination with the identification No. 0633.
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Appendix to certificate Z-19-010-S-R II-E
from 2019-04-24

Classification

product/product category UMDNS Is/m lla lib
| Gamma probes system "Crystal Probe" and "Crystal Probe automatic” 15-237 [ O
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