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Annex to the EC Certificate No. 5065

Valid from 2019-01-26 to 2024-01-25
Revision status of the annex: 0 dated 2019-01-26

Devices/device categories included in the certificate:

Class | s:

For the products listed below, review of the Quality Assurance System refers exclusivel
manufacture concerned with securing and maintaining sterile conditions.

Urinary Bags
Transurethral Catheter
Accessories:
Catheter syringes
Clamps
Connectors, adapter, Luer Lock
Ureteral Catheter
Stone Basket

Class Il a:

Ureteral Catheters and Sets
Transurethral Catheters
Nephrostomy Catheter and Sets

Cannulas: /
- puncture cannulas

biopsy needle

——

il
Guide Wires }lI}Ii W
Dilators f’}}ﬁ i :
Pusher 7 . ;‘;f’!} :}‘t-
Urodynamics: S '_ fff;ff i;‘ﬁ
Rectal pressure % 1A p{'?é' ’:E
s
7
Class Il b: %}fﬂ%%{,{/ /?z,%;& I,/;,
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