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EC Design-Examination Certificate
Directive 93/42/EEC on Medical Devices, Annex II Section 4

No. CE 717746
Issued To: Vanguard AG

Landsberger Str. 266
Berlin
12623
Germany

In respect of:

Remanufactured Vanguard Ablation Catheters uni LT G BTA, uni LT BTB, uni G BTC, uni BTD

BSI has performed a design examination on the above devices in accordance with the Council Directive 93/42/EEC,
Annex II Section 4. The design conforms to the requirements of this directive. For marketing of these products an
additional Annex II excluding Section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 2797):

Gary E Slack, Senior Vice President Medical Devices
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Remanufactured Vanguard Ablation Catheters uni LT G BTA, uni LT BTB, uni G BTC, uni BTD
Catalog

No
Device Name Model, Type Intended Use

per IFU
Classification

34977 Vanguard Ablation Catheter
uni LT G BTA

FC Red 7F 110cm 4p
2-5-2 TC

The Vanguard
Ablation Catheter

uni BT are
intended for the

treatment of
supraventricular
and ventricular
tachycardia or
atrioventricular
node re-entry
tachycardia

Class III

34976 Vanguard Ablation Catheter
uni LT G BTA

FC Blue 7F 110cm
4p 2-5-2 TC

34978 Vanguard Ablation Catheter
uni LT G BTA

FC Green 7F 110cm
4p 2-5-2 TC

34971 Vanguard Ablation Catheter
uni LT G BTA

FC Black 7F 110cm
4p 2-5-2 TC

34979 Vanguard Ablation Catheter
uni LT G BTA

FC Cyan 7F 110cm
4p 2-5-2 TC

34980 Vanguard Ablation Catheter
uni LT BTB

FC Blue 7F 110cm
4p 2-5-2 TC

34972 Vanguard Ablation Catheter
uni LT BTB

FC Black 7F 110cm
4p 2-5-2 TC

34981 Vanguard Ablation Catheter
uni G BTC

FC Red 7F 110cm 4p
2-5-2 TC
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Catalog
No

Device Name Model, Type Intended Use
per IFU

Classification

34982 Vanguard Ablation Catheter
uni G BTC

FC Blue 7F 110cm
4p 2-5-2 TC

The Vanguard
Ablation Catheter

uni BT are
intended for the

treatment of
supraventricular
and ventricular
tachycardia or
atrioventricular
node re-entry
tachycardia

Class III

34983 Vanguard Ablation Catheter
uni G BTC

FC Green 7F 110cm
4p 2-5-2 TC

34969 Vanguard Ablation Catheter
uni G BTC

FC Black 7F 110cm
4p 2-5-2 TC

34984 Vanguard Ablation Catheter
uni G BTC

FC Cyan 7F 110cm
4p 2-5-2 TC

34985 Vanguard Ablation Catheter
uni BTD

FC Red 7F 110cm 4p
2-5-2 TC

34986 Vanguard Ablation Catheter
uni BTD

FC Blue 7F 110cm
4p 2-5-2 TC

34987 Vanguard Ablation Catheter
uni BTD

FC Green 7F 110cm
4p 2-5-2 TC

34970 Vanguard Ablation Catheter
uni BTD

FC Black 7F 110cm
4p 2-5-2 TC
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