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

No. CE 555595
Issued To: Ethicon, LLC

475 C Street
Los Frailes Industrial Park
Suite 401
Guaynabo
Puerto Rico
00969
USA

In respect of:

ETHILON™ Nylon and ETHILON™ Monofilament (Polyamide 6 or 66) Synthetic Non-
absorbable Sutures

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 0086):

Gary Fenton, Global Assurance Director
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ETHILON™ Nylon and ETHILON™ Monofilament (Polyamide 6 or 66) Synthetic Non-
absorbable Sutures

Needle and Suture combinations from within the following limits:

Suture Characteristics Range

Suture Material (Absorbable / Non-Absorbable) Non-Absorbable

Suture Gauge Size 0.1-5.0 (Metric)

Suture Length 5 cm - 200 cm

Suture Dyed / Undyed Dyed / Undyed

Suture Color (if dyed) Black

Suture Coated / Uncoated Uncoated

Suture Needled / Non-Needled Needled / Non-Needled

Multifilament / Monofilament Monofilament

Contains Antimicrobials (Yes/ No) No

Accessories to suture type Retention Tubing
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Suture Characteristics Range

Needle Material Stainless Steel

Needle Coating Silicone Coating

Needle Shape Straight / Curve

Needle Length 3.5 mm - 90 mm

Needle Wire Diameter 0.051 mm - 1.270 mm
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Certificate History

Date Reference
Number

Action

13 November 2009 7449421 First Issue

31 July 2012 10135923 Update to new certificate format.
Administrative change to supplementary pages for clarity only

08 July 2013 10141104 Suture range restricted to current product range and updated
to align with OEM CE 01589. Clarification changes.
Administrative correction to trademark symbols in scope and
administrative addition of supplementary information category
‘Suture Needled/Non-needled’

28 February 2014 10145262 Suture accessory and packaging component updated as a
result of manufacturing transfer

30 May 2014 10147238 Certificate Renewal

Administrative update to supplementary page information

Administrative update to scope

Expiry date realigned with that of the OEM
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This certificate is issued under the OWN BRAND LABELLING process

The corresponding Annex II, Section 3.2 certificate is CE 555605

OEM Information

Name Ethicon, Inc.

Address P.O. Box 151

Route 22 West

Somerville

New Jersey

08876-0151

USA

Notified Body BSI

Certificate No CE 01589

Scope ETHILON™ Nylon and ETHILON™ Monofilament (Polyamide 6 or 66) Synthetic
Non-absorbable Sutures

Issue / Reissue
Date

24 April 1997 / 08 July 2013

Route to
Conformity

Directive 93/42/EEC, Annex II, Section 4
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The validity of this OBL certificate is conditional on the continuing validity of the Original Equipment
Manufacturer’s certification under the Medical Device Directive and the maintenance of the relevant
control exercised by the Own Brand Labeller.


