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EC Certificate Product Service

EC Design-Examination Certificate
Directive 93/42/EEC on Medical Devices (MDD), Annex Il (4)
(Devices in Class lll)

No. G717 04 57666 054

Manufacturer: Ethicon Endo-Surgery, LLC
475 Calle C
00969 Guaynabo
PUERTO RICO USA

EC-Representative: = Ethicon Endo-Surgery
(Europe) GmbH

Hummelsbitteler Steindamm 71
22851 Norderstedt
GERMANY

Product: Non-Active Implants

The Certification Body of TUV SUD Product Service GmbH declares that a design examination
has been carried out on the respective devices in accordance with MDD Annex Il (4). The design
of the devices conforms to the requirements of this Directive. For marketing of these devices an
additional Annex Il certificate is mandatory. See also notes overleaf.
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Report no.: 713092944
Valid from: 2017-05-05
Valid until: 2022-04-25

Date, 2017-05-05 w

Stefan Preil

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
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EC Certificate Product Service

EC Design-Examination Certificate

Directive 93/42/EEC on Medical Devices (MDD), Annex I (4)
(Devices in Class lll)

No. G717 04 57666 054

Model(s): ENDOPATH® ETS45 Reloads
ECHELON™ 45 and ECHELON™ 60 Stapler Reloads
ENDOPATH ECHELON™ 60 Reloads
ENDOPATH ECHELON™ 45 Reloads

Parameters: ENDOPATH® ETS45 Reload:
TR45G, 6R45B, TR45W

ECHELON™45 ENDOPATH® Stapler Reload:
ECR45B, ECR45D, ECR45G, ECR45M, ECR45W

ECHELON™60 ENDOPATH® Stapler Reload:
ECR60B, ECR60D, ECR60G, ECR60W, ECR60M

ENDOPATH ECHELON™ 60

Endoscopic Linear Cutter Reload

with Gripping Surface Technology:

GST60W, GST60B, GST60D, GST60G, GSTE0T

ENDOPATH ECHELON™ 45

Endoscopic Linear Cutter Reload

with Gripping Surface Technology:

GST45W, GST45B, GST45D, GST45G, GST45T

Facility(ies): Ethicon Endo-Surgery S.A. de C.V., Avenida de Las Torres 7125
Colonia Salvarcar 118, 32580 Ciudad Juarez, Chihuahua,
MEXICO

Ethicon Endo-Surgery, Inc.
3801 University Boulevard SE, Albuquerque, NM 87106, USA

Ethicon Endo-Surgery S.A. de C.V. Planta Il
Calle Durango No. 2751, Colonia Lote Bravo, 32575 Ciudad
Juarez, Chihuahua, MEXICO

Design Ethicon Endo-Surgery, Inc.
Facility(ies); 4545 Creek Road, Cincinnati OH 45242, USA
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