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OTDM CERTIFICARE hereby declares that a design examination has been carried out on the medical device
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OFICIUL TEHNIC de DISPOZITIVE MEDICALE CERTIFICARE
Notified Body according to Council Directive

93/42/EEC concerning medical devices
with the Notified Body Number 1868

ANNEX TO EC CERTIFICATE

Additional information on EC certificate No. 20 DM 2.4 / 24.11.2014
The certificate is valid for the following production site:

Aachen Resonance GmbH — PauwelsstraBe 17, DE-52074, Aachen, Germany

Sterilization:

VANGUARD Spezialaufbereitung GmbH
VANGUARD Spezialaufbereitung GmbH holds the certificate no.
05.03.2014, issued by LGA InterCert GmbH for the following scope: provision of ethylen
services for medical devices, in accordance with DIN EN ISO 11135:2007.

The certificate is valid for the following products:

Rapid Exchange ELUTAX-SV-RX

- IndustriestralBe 41, D-26446 Friedeburg, Germany
1921968-040-000-001  wit

acreditat pentru
CERTIFICARE

SR EN 17021:2011
CERTIFICAT DE ACREDITARE
nr. ON 008/2013

Code Length x Diameter

Code

Length x Diameter

ELUTAX-SV-RX 10150 | 10.00 mm x 1.50 mm

ELUTAX-SV-RX 20225

20.00 mm x 2.25 mm

Length x Diameter

40.00 mmx2.00 mm

ELUTAX-SV-RX 10200 | 10.00 mm x 2.00 mm

ELUTAX-SV-RX 20250

20.00 mm x 2.50. mm

ELUTAX-SV-RX 40250

40.00 mmx2.50 mm

ELUTAX-SV-RX 10225 | 10.00 mm x 2.25 mm

ELUTAX-SV-RX 20275

ELUTAX-SV-RX 40300

40.00 mmx3.00 mm

ELUTAX-SV-RX 10250 | 10.00 mm x 2.50 mm

ELUTAX-SV-RX 20300

20.00 mm x"2.75'mm

ELUTAX-SV-RX 40350

40.00 mmx3.50 mm

ELUTAX-SV-RX 10275 | 10.00 mm x 2.75 mm

ELUTAX-SV-RX 20325 |

2000 mmx325mm

ELUTAX-SV-RX 40400

40.00 mmx4.00 mm

ELUTAX-SV-RX 10300 | 10.00 mm x 3.00 mm

ELUTAX-SV-RX 20350

20.00 mm x 3.50 mm

ELUTAX-SV-RX 40500

40.00 mmx5.00 mm

ELUTAX-SV-RX 10325 | 10.00 mm x 3.25 mm

ELUTAX-SV-RX 20375

20.00 mm x 3.75 mm

ELUTAX-SV-RX 40600

40.00 mmx6.00 mm

ELUTAX-SV-RX 10350 | 10.00 mm x 3.50 mm

0.00mm x 4.00 mm

ELUTAX-SV-RX 60200

60.00 mmx2.00 mm

ELUTAX-SV-RX 10375 | 10.00 mm x 3.75 mm

ELUTAX SV RX 2046

20.00 mm x 5.00 mm

ELUTAX-SV-RX 60250

60.00 mmx2.50 mm

ELUTAX-SV-RX 10400 | 10.00 mm x 4.00 mm

)0 [ 20.00 mm x 6.00 mm

ELUTAX-SV-RX 60300

60.00 mmx3.00 mm

ELUTAX-SV-RX 13150 | 13.00 mm x 1.50 mm

25.00 mm x 1.50 mm

ELUTAX-SV-RX 60350

60.00 mmx3.50 mm

ELUTAX-SV-RX 13200 | 13.00 mm x 2.00 m

25.00 mm x 2.00 mm

ELUTAX-SV-RX 60400

60.00 mmx4.00 mm

ELUTAX-SV-RX 13225

13.00 mm x 2.25 mm

ELUTAX-SV-RX 25225

25.00 mm x 2.25 mm

ELUTAX-SV-RX 60500

60.00 mmx5.00 mm

ELUTAX-SV-RX 13250

ELUTAX-SV-RX 25250

25.00 mm x 2.50 mm

ELUTAX-SV-RX 60600

60.00 mmx6.00 mm

ELUTAX-SV-RX 13275

ELUTAX-SV-RX 25275

25.00 mm x 2.75 mm

ELUTAX-SV-RX 80200

80.00 mmx2.00 mm

ELUTAX-SV-RX 13300

nm | ELUTAX-SV-RX 25300

25.00 mm x 3.00 mm

ELUTAX-SV-RX 80250

80.00 mmx2.50 mm

ELUTAX-SV-RX 13325

ELUTAX-SV-RX 25325

25.00 mm x 3.25 mm

ELUTAX-SV-RX 80300

80.00 mmx3.00 mm

ELUTAX-SV-RX 133

ELUTAX-SV-RX 25350

25.00 mm x 3.50 mm

ELUTAX-SV-RX 80350

80.00 mmx3.50 mm

ELUTAX-SV-RX 13375 | 13.00 mm x 3.75 mm

ELUTAX-SV-RX 25375

25.00 mm x 3.75 mm

ELUTAX-SV-RX 80400

80.00 mmx4.00 mm

ELUTAX-SV-RX 13400 | 13.00 mm x 4.00 mm

ELUTAX-SV-RX 25400

25.00 mm x 4.00 mm

ELUTAX-SV-RX 80500

80.00 mmx5.00 mm

ELUTAX-SV-RX 15150 | 15.00 mm x 1.50 mm

ELUTAX-SV-RX 30150

30.00 mm x 1.50 mm

ELUTAX-SV-RX 80600

80.00 mmx6.00 mm

15.00 mm x 2.00 mm

ELUTAX-SV-RX 30200

30.00 mm x 2.00 mm

ELUTAX-SV-RX 100200

100.00 mmx2.00 mm

15.00 mm x 2.25 mm

ELUTAX-SV-RX 30225

30.00 mm x 2.25 mm

ELUTAX-SV-RX 100250

100.00 mmx2.50 mm

15.00 mm x 2.50 mm

ELUTAX-SV-RX 30250

30.00 mm x 2.50 mm

ELUTAX-SV-RX 100300

100.00 mmx3.00 mm

ELUTAX-SV:RX 15275 | 15.00 mm x 2.75 mm

ELUTAX-SV-RX 30275

30.00 mm x 2.75 mm

ELUTAX-SV-RX 100350

100.00 mmx3.50 mm

ELUTAX-SV-RX 15300 | 15.00 mm x 3.00 mm

ELUTAX-SV-RX 30300

30.00 mm x 3.00 mm

ELUTAX-SV-RX 100400

100.00 mmx4.00 mm

ELUTAX-SV-RX 15325 15.00 mm x 3.25 mm

ELUTAX-SV-RX 30325

30.00 mm x 3.25 mm

ELUTAX-SV-RX 100500

100.00 mmx5.00 mm

ELUTAX-SV-RX 15350 | 15.00 mm x 3.50 mm

ELUTAX-SV-RX 30350

ELUTAX-SV-RX 15375| 15.00 mm x 3.75 mm

ELUTAX-SV-RX 30375

3000mmx3/0'g@

ELUTAX-SV-RX 15400 | 15.00 mm x 4.00 mm

ELUTAX-SV-RX 30400

30.00 mm‘f

ELUTAX-SV-RX 20150 | 20.00 mm x 1.50 mm

ELUTAX-SV-RX 30500

ELUTAX-SV-RX 20200 | 20.00 mm x 2.00 mm

ELUTAX-SV-RX 30600

Issuing Date of the Annex: 24.11.2014
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OTDM

CERTIFICARE

Code

Length x Diameter

Code

Length x Diameter

Code

Length x Diameter

ELUTAX-SV-RX 150200

150.00 mmx2.00 mm

ELUTAX-SV-RX 200200

200.00 mmx2.00 mm

ELUTAX-SV-RX 250200

250.00 mmx2.00 mm

ELUTAX-SV-RX 150250

150.00 mmx2.50 mm

ELUTAX-SV-RX 200250

200.00 mmx2.50 mm

ELUTAX-SV-RX 250250

250.00 mmx2.50 mm

ELUTAX-SV-RX 150300

150.00 mmx3.00 mm

ELUTAX-SV-RX 200300

200.00 mmx3.00 mm

ELUTAX-SV-RX 250300

250.00 mmx3.00 mm

ELUTAX-SV-RX 150350

150.00 mmx3.50 mm

ELUTAX-SV-RX 200350

200.00 mmx3.50 mm

ELUTAX-SV-RX 150400

150.00 mmx4.00 mm

ELUTAX-SV-RX 200400

200.00 mmx4.00 mm

ELUTAX-SV-RX 150500

150.00 mmx5.00 mm

ELUTAX-SV-RX 200500

200.00 mmx5.00 mm

ELUTAX-SV-RX 150600

150.00 mmx6.00 mm

ELUTAX-SV-RX 200600

200.00 mmx6.00 mm

Rapid Exchange N-ELUTAX-SV

Code

Length x Diameter

Code

Length x Diameter

N-ELUTAX-SV 10150

10.00 mm x 1.50 mm

N-ELUTAX-SV 20150

20.00 mm x 1.50 mm

N-ELUTAX-SV 10200

10.00 mm x 2.00 mm

N-ELUTAX-SV 20200

20.00 mm x 2.00 mm

N-ELUTAX-SV 10225

10.00 mm x 2.25 mm

N-ELUTAX-SV 20225

20.00 mm x 2.25 mm

10.00 mm x 2.00 mm
40.00 mm x 2.25 mm

N-ELUTAX-SV 10250

10.00 mm x 2.50 mm

N-ELUTAX-SV 20250

20.00 mm x 2.50 mm | N

40.00 mm x 2.50 mm

N-ELUTAX-SV 10275 | 10.00 mm x 2.75 mm |N-ELUTAX-SV 20275 |20.00 mm x 2.75n 40.00 mm x 2.75 mm
N-ELUTAX-SV 10300 | 10.00 mm x 3.00 mm |N-ELUTAX-SV 20300 |20.00 mm x 300 mm 40.00 mm x 3.00 mm
N-ELUTAX-SV 10325 | 10.00 mm x 3.25 mm |N-ELUTAX-SV 20325 [ 20.00 mm 3 25 mm | N-ELUTAX-SV 40325 | 40.00 mm x 3.25mm

N-ELUTAX-SV 10350

10.00 mm x 3.50 mm

N-ELUTAX-SV 20350

20.00'mm x 3:50 mm

N-ELUTAX-SV 10400

10.00 mm x 4.00 mm

N-ELUTAX-SV 20400

N-ELUTAX-SV 40350

40.00 mm x 3.50 mm

N-ELUTAX-SV 40400

40.00 mm x 4.00 mm

N-ELUTAX-SV 13150

13.00 mm x 1.50 mm

N-ELUTAX-SV 25150

N-ELUTAX-SV 13200

13.00 mm x 2.00 mm

N-ELUTAX-SV 25200

N-ELUTAX-SV 13225

13.00 mm x 2.25 mm

N-ELUTAX-SV 13250

13.00 mm x 2.50 mm

N-ELUTAX-SV 13275

13.00 mm x 2.75 mm

.mm x 2.50 mm

25.00 mm x 2.75 mm

N-ELUTAX-SV 13300

13.00 mm x 3.00 mm

30:{ 25.00 mm x 3.00 mm

N-ELUTAX-SV 13325

13.00 mm x 3.25 m

N-ELUTAX-SV 13350

13.00 mm x 3.50 mm

25.00 mm x 3.25 mm

25.00 mm x 3.50 mm

N-ELUTAX-SV 13400

13.00 mm x 4.00 mi

|N-ELUTAX-SV 25400

25.00 mm x 4.00 mm

N-ELUTAX-SV 15150

N-ELUTAX-SV 30150

30.00 mm x 1.50 mm

[ 15.00 mm x 4.00 mm

N-ELUTAX-SV 15200 N-ELUTAX-SV 30200 | 30.00 mm x 2.00 mm
N-ELUTAX-SV 15225 N-ELUTAX-SV 30225 | 30.00 mm x 2.25 mm
N-ELUTAX-SV 15250 | 1 N-ELUTAX-SV 30250 | 30.00 mm x 2.50 mm
N-ELUTAX-SV 15275 | 15.0 N-ELUTAX-SV 30275 | 30.00 mm x 2.75 mm
N-ELUTAX-SV 1530 N-ELUTAX-SV 30300 | 30.00 mm x 3.00 mm
N-ELUTAX-SV 15325 | 15. N-ELUTAX-SV 30325 | 30.00 mm x 3.25 mm
15;9()me x 3.50 mm |N-ELUTAX-SV 30350 |30.00 mm x 3.50 mm

N-ELUTAX-SV 30400 | 30.00 mm x 4.00 mm

Issuing Date of the Annex: 24.11.2014
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Over the wire ELUTAX-SV-OTW

CERTIFICARE

Code

Length xDiameter

Code

Length x Diameter

Code

Length x Diameter

ELUTAX-SV-OTW 10150

10.00 mmx1.50 mm

ELUTAX-SV-OTW 30150

30.00 mmx1.50 mm

ELUTAX-SV-OTW 200500

200.00 mmx5.00 mm

ELUTAX-SV-OTW 10200

10.00 mmx2.00 mm

ELUTAX-SV-OTW 30200

30.00 mmx2.00 mm

ELUTAX-SV-OTW 200600

200.00 mmx6.00 mm

ELUTAX-SV-OTW 10225

10.00 mmx2.25 mm

ELUTAX-SV-OTW 30225

30.00 mmx2.25 mm

ELUTAX-SV-OTW 250200

250.00 mmx2.00 mm

ELUTAX-SV-OTW 10250

10.00 mmx2.50 mm

ELUTAX-SV-OTW 30250

30.00 mmx2.50 mm

ELUTAX-SV-OTW 250250

250.00 mmx2.50 mm

ELUTAX-SV-OTW 10275

10.00 mmx2.75 mm

ELUTAX-SV-OTW 30275

30.00 mmx2.75 mm

ELUTAX-SV-OTW 250300

250.00 mmx3.00 mm

ELUTAX-SV-OTW 10300

10.00 mmx3.00 mm

ELUTAX-SV-OTW 30300

30.00 mmx3.00 mm

ELUTAX-SV-OTW 20700

20.00 mmx7.00 mm

ELUTAX-SV-OTW 10325

10.00 mmx3.25 mm

ELUTAX-SV-OTW 30325

30.00 mmx3.25 mm

ELUTAX-SV-OTW 20800

20.00 mmx8.00 mm

ELUTAX-SV-OTW 10350

10.00 mmx3.50 mm

ELUTAX-SV-OTW 30350

30.00 mmx3.50 mm

ELUTAX-SV-OTW 201000

) mmx10.00 mm

ELUTAX-SV-OTW 10375

10.00 mmx3.75 mm

ELUTAX-SV-OTW 30375

30.00 mmx3.75 mm

ELUTAX-SV-OTW 201200

ELUTAX-SV-OTW 10400

10.00 mmx4.00 mm

ELUTAX-SV-OTW 30400

30.00 mmx4.00 mm

ELUTAX-SV-OTW 201400 |

ELUTAX-SV-OTW 13150

13.00 mmx1.50 mm

ELUTAX-SV-OTW 30500

30.00 mmx5.00 mm

ELUTAX-SV-OTW 40700

ELUTAX-SV-OTW 13200

13.00 mmx2.00 mm

ELUTAX-SV-OTW 30600

30.00 mmx6.00 mm

ELUTAX-SV-OTW 40800

ELUTAX-SV-OTW 13225

13.00 mmx2.25 mm

ELUTAX-SV-OTW 40200

40.00 mmx2.00 mm

ELUTAX-SV-OTW 13250

13.00 mmx2.50 mm

ELUTAX-SV-OTW 40250

40.00 mmx2.50 mm

"40.00 mmx12.00 mm

ELUTAX-SV-OTW 13275

13.00 mmx2.75 mm

ELUTAX-SV-OTW 40300

40.00 mmx3.00 mm

40.00 mmx14.00 mm

ELUTAX-SV-OTW 13300

13.00 mmx3.00 mm

ELUTAX-SV-OTW 40350

40.00 mmx3.50 mm

60.00 mmx7.00 mm

ELUTAX-SV-OTW 13325

13.00 mmx3.25 mm

ELUTAX-SV-OTW 40400

40.00 mmx4.00 mm |

60.00 mmx8.00 mm

ELUTAX-SV-OTW 13350

13.00 mmx3.50 mm

ELUTAX-SV-OTW 40500

40.00 mmx5.00 mm | |

UTAX-SV-OTW 601000

60.00 mmx10.00 mm

ELUTAX-SV-OTW 13375

13.00 mmx3.75 mm

ELUTAX-SV-OTW 40600

40.00 mmx6.00 mm -

ELUTAX-SV-OTW 13400

13.00 mmx4.00 mm

ELUTAX-SV-OTW 60200

ELUTAX-SV-OTW 601200

60.00 mmx12.00 mm

ELUTAX-SV-OTW 601400

60.00 mmx14.00 mm

ELUTAX-SV-OTW 15150

15.00 mmx1.50 mm

ELUTAX-SV-OTW 60250

ELUTAX-SV-OTW 80700

80.00 mmx7.00 mm

ELUTAX-SV-OTW 15200

15.00 mmx2.00 mm

ELUTAX-SV-OTW 60300 -

ELUTAX-SV-OTW 80800

80.00 mmx8.00 mm

ELUTAX-SV-OTW 15225

15.00 mmx2.25 mm

ELUTAX-SV-OTW 60!

ELUTAX-SV-OTW 801000

80.00 mmx10.00 mm

ELUTAX-SV-OTW 15250

15.00 mmx2.50 mm

ELUTAX-SV-OTW 801200

80.00 mmx12.00 mm

ELUTAX-SV-OTW 15275

15.00 mmx2.75 mm

ELUTAX-SV-OTW 801400

80.00 mmx14.00 mm

ELUTAX-SV-OTW 15300

15.00 mmx3.00 mm

60.00 mmx6.00 mm

ELUTAX-SV-OTW 15325

15.00 mmx3.25 mm

1 '80.00 mmx2.00 mm

ELUTAX-SV-OTW 15350

15.00 mmx3.50 mm

80.00 mmx2.50 mm

ELUTAX-SV-OTW 15375

15.00 mmx3.75 mm

ELUTAX-SV-OTW 80250
ELUTAX-SV-OTW 8

80.00 mmx3.00 mm

ELUTAX-SV-OTW 15400

15.00 mmx4.00 mm

ELUTAX-SV-OTW 80350

80.00 mmx3.50 mm

ELUTAX-SV-OTW 20150

20.00 mmx1.50 mm

ELUTAX-SV-OTW 80400

80.00 mmx4.00 mm

ELUTAX-SV-OTW 20200

ELUTAX-SV-OTW 80500

80.00 mmx5.00 mm

ELUTAX-SV-OTW 20225

20.00 mmx2.00 mn

| ELUTAX-SV-OTW 80600

80.00 mmx6.00 mm

ELUTAX-SV-OTW 20250

ELUTAX-SV-OTW 202

ELUTAX-SV-OTW 100200

100.00 mmx2.00 mm

ELUTAX-SV-OTW 100250

100.00 mmx2.50 mm

ELUTAX-SV-OTW 20300 | 20.

ELUTAX-SV-OTW 100300

100.00 mmx3.00 mm

ELUTAX-SV-OTW 100350

100.00 mmx3.50 mm

mmx3.50 mm

ELUTAX-SV-OTW 100400

100.00 mmx4.00 mm

520.00 mmx3.75 mm

ELUTAX-SV-OTW 100500

100.00 mmx5.00 mm

ELUTAX-SV-OTW 20400

20.00 mmx4.00 mm

ELUTAX-SV-OTW 100600

100.00 mmx6.00 mm

20.00 mmx5.00 mm

ELUTAX-SV-OTW 150200

150.00 mmx2.00 mm

ELUTAX-SV-OTW 20500

20.00 mmx6.00 mm

ELUTAX-SV-OTW 150250

150.00 mmx2.50 mm

ELUTAX-SV-OTW 25150

25.00 mmx1.50 mm

ELUTAX-SV-OTW 150300

150.00 mmx3.00 mm

ELUTAX-SV-OTW 25200

25.00 mmx2.00 mm

ELUTAX-SV-OTW 150350

150.00 mmx3.50 mm

ELUTAX-SV-OTW 25225

25.00 mmx2.25 mm

ELUTAX-SV-OTW 150400

150.00 mmx4.00 mm

ELUTAX-SV-OTW 25250

25.00 mmx2.50 mm

ELUTAX-SV-OTW 150500

150.00 mmx5.00 mm

ELUTAX-SV-OTW 25275

25.00 mmx2.75 mm

ELUTAX-SV-OTW 150600

150.00 mmx6.00 mm

ELUTAX-SV-OTW 25300

25.00 mmx3.00 mm

ELUTAX-SV-OTW 200200

200.00 mmx2.00 mm

ELUTAX-SV-OTW 25325

25.00 mmx3.25 mm

ELUTAX-SV-OTW 200250

200.00 mmx2.50 mm

ELUTAX-SV-OTW 25350

25.00 mmx3.50 mm

ELUTAX-SV-OTW 200300

200.00 mmx3.00 mm

ELUTAX-SV-OTW 25375

25.00 mmx3.75 mm

ELUTAX-SV-OTW 200350

200.00 mmx3.50 mm

ELUTAX-SV-OTW 25400

25.00 mmx4.00 mm

ELUTAX-SV-OTW 200400

200.00 mmx4.00 mm
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Short shaft (50 cm) over the wire ELUTAX-SV-OTW-S

Code

Length x Diameter

Code

Length x Diameter

Code

Length x Diameter

ELUTAX-SV-OTW-S 20400

20.00 mmx4.00 mm

ELUTAX-SV-OTW-S 40400

40.00 mmx4.00 mm

ELUTAX-SV-OTW-S 60400

60.00 mmx4.00 mm

ELUTAX-SV-OTW-S 20500

20.00 mmx5.00 mm

ELUTAX-SV-OTW-S 40500

40.00 mmx5.00 mm

ELUTAX-SV-OTW-S 60500

60.00 mmx5.00 mm

ELUTAX-SV-OTW-S 20600

20.00 mmx6.00 mm

ELUTAX-SV-OTW-S 40600

40.00 mmx6.00 mm

ELUTAX-SV-OTW-S 60600

60.00 mmx6.00 mm

ELUTAX-SV-OTW-S 20700

20.00 mmx7.00 mm

ELUTAX-SV-OTW-S 40700

40.00 mmx7.00 mm

ELUTAX-SV-OTW-S 60700

60.00 mmx7.00 mm
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President of the Committee for Safeguarding Impartiality —

Director
Eng. loana TENE
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