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ZERTIFIXAT ¢ CERTIFICATE ¢

Product Service

EC Certificate

EC Design-Examination Certificate

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

No. G716 03 74376 009

Manufacturer: SABANA Medizinbedarf GmbH
Alwinenstr. 2
65189 Wiesbhaden
GERMANY

Product: Sutures

Sterile, absorbable, synthetical suture
Model(s): SABAsorb

Parameters: see attachement

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.

Report no.: 713060082
Valid from: 2016-03-09
Valid until: 2020-11-17

Date, 2016-03-09 ‘,'4

Stefan Prei?

TUV SUD Product SeRiigel@mibtddNstified Bistpawith i Ll e

m no. 0123
Date: 2019.11.18 16:38:59 EET
Reason: MoldSign Signature
Page 1 of 2 Location: Moldova
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M Attachment for Certificate G7 16 03 74376 009 Product Service

o valid from 2016-03-09 - Project 713060082
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'S SABAsorb

D Material: PGA

Color of suture: violett

c .

< Structure: braided

X Coating: Calciumstearate and Polycaprolacton

i Packaging: 24 pieces per package

L. Color of packaging: violett

-

=4 Article Metric UsP length Needle Needle

:: Number Code

0 G33193-45 2 3/0 45cm 3/8 - 19mm, reverse cutting DS-19
G43133-45 1,5 4/0 45cm 3/8 - 13mm, reverse cutting DS-13
G43163-45 1,5 4/0 45cm 3/8 - 16mm, reverse cutting DSs-16
(G43183-45 1.5 4/0 45cm 3/8 - 18mm, reverse cutting DS-18
G43192-45 1,5 4/0 45cm 1/2 -19 mm, reverse cutting HS-19
G43192-75 1,5 4/0 75cm 1/2-19 mm, reverse cutting HS-19
G41182-75 1,5 4/0 75cm 1/2 - 18mm, round bodied taper HR-18
G53133-45 1 5/0 45cm 3/8 - 13mm, reverse cutting DS-13
G53183-45 1 5/0 45cm 3/8 - 18mm, reverse cutting DS-18
G51132-45 1 5/0 45¢cm 1/2 - 13mm, round bodied taper HR-13
G51172-75 1 5/0 75cm 1/2 - 17mm, round bodied taper HR-17
G63123-45 07 6/0 45cm 3/8 - 12mm, reverse cutting DS-12
G63163-45 0,7 6/0 75¢cm 3/8 - 16mm, reverse cutting DS-16

Munich, CRT2, 2016-03-09

Stefan Preil
Certification Medical Technology
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