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Annex to the EC design examination certificate 50289-23-
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Report number: 50289-P19-02, 50289-CN17-09-CR-00

Product: GALAXY Rapamycin-Eluting Coronary Stent System

Intended use:

The product is indicated for improving coronary luminal diameter in patients. The
Stent is also indicated for treatment of abrupt or threatening closure in patients with
failed interventional therapy.
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Technical data:

Stent Length [mm]: 10/14/18/24128134138  10114118124128/34138
Balloon diameter [mm]: 7 .:f'f/':' .
2 32
Balloon length [mm]: Y 3@4@ : s
Carrier: Poly-di- Iachd—coﬁ{ykoheﬁ@l.ﬁﬁ; :/ayerai/ge/_th*ckuess,’ii‘;i; i
of 5,0 pm; Coatmgamaunta“e/pgnd@ nﬂ:he/stgntfl length S
Drug: Rapamyt;ih;{:li:reftﬁus /// 7= 3/?7%5
Shelf Life: 24 months **?7/ Z //////
Article code: MR2010 /’ 2{@/ IR25"
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MR3014 MR3214 MR3514 MR4014
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MR3024 MR3224 MR3524 MR4024
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