EC Design
Examination Certifica ;

A\ i

;

i

'xm

i
n

\\

according the dir
Annex Il (4)

Occlutech Tibbi Uriinle Sar. Ve Tis, L1d. S1i.

Yesilkdy SB Mah., E Blok Sok«

———
e e

L ——
e
———
——
e

A
T
T,
-
TS
-

ey

.
3.5

-
ey

b .
o
Y

e

AR

e

.._.
TR

RN

o
R
s
\\\s_
RS
oy
-
30
W
AR
“

AR
N

N
N
R
N
—

N
‘i,

R

0
R

T
o

SRR

AN
oy
NN
A
AR
N

7%

7
;fffl' j
%’E}fg”/ 7 7
77
_

/%f/a

| /'/,/ﬂ’(

that the design dossie / (s) described in the annex complies with
the directive 93/42/E s is base %W.%w
dossier according to tl EC An ./WW{
annex. I :

Product: Occlutech®
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Annex to the EC Design Examination
Certificate No. 51322-23-A3

Revision status: 0

Valid from 2021-03-26 to 2024-05-26

Report number: 51322-P1-05, 51322-CN20-05

Product: Occlutech® PDA Occluder

Intended use: The Occlutech® Patent Ductus Arteriosus (PDA) Occluder is an occlus/i

which is percutaneously implanted through a catheter intervention technique and in

surgical occlusion of Patent Ductus Arteriosus (PDA).

Technical data:
Standard PDA:

Occlutech PDA | @ D1 Disc @ D2 Waist

Occluder Ref. Diameter Diameter //

No [mm] [mm]

42PDA05 9 3.5 2 NG Y S

42PDA06 10 4 6 a0/,

42PDA07 11 5~ gz GA Y,

42PDA08 13 80/

42PDA10 16 8 e G, f

42PDA12 18 10~ Erez 1200

42PDA15 20 ) 77
s 7

Occluder Ref.
No

Occlutech PDA /

——
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43PDAO5SL

43PDAO6L

43PDAOQ7L

43PDAOSL

43PDA10L
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