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Product Service

EC Certificate

EC Design-Examination Certificate
Directive 90/385/EEC on Active Implantable Medical Devices (AIMDD), Annex 2 (4)
(Other devices than custom made or intended for clinical investigation)

No. 17 017853 0141 Rev. 02

Manufacturer: MED-EL

Elektromedizinische Gerate GmbH
Furstenweg 77A

6020 Innsbruck

AUSTRIA

Product: Cochlear Implants

Auditory Brainstem Implants and related
Accessories

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 AIMDD Annex 2 (4). This design of the
devices conforms to the requirements of this Directive. For marketing of these devices an additional
Annex 2 certificate is mandatory. See also notes overleaf.

Report no.: 713174201, 713169203, 713173997
Valid from: 2020-04-30
Valid until: 2024-04-25

Date, 2020-04-30 c
.®’L\/

Christoph Dicks
Head of Certification/Notified Body
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EC Certificate

EC Design-Examination Certificate
Directive 90/385/EEC on Active Implantable Medical Devices (AIMDD), Annex 2 (4)
(Other devices than custom made or intended for clinical investigation)
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No. 17 017853 0141 Rev. 02

Test Report No.:

Model:

Mi1210 SYNCHRONY ST
Mi1210 SYNCHRONY ST
Mi1210 SYNCHRONY ST
Mi1210 SYNCHRONY ST
Mi1210 SYNCHRONY ST
Mi1210 SYNCHRONY ST

Mi1210 SYNCHRONY ST
Mi1210 SYNCHRONY ST

Mi1210 SYNCHRONY ST

Product:

Test Report No.:
Model:

Mi1200 SYNCHRONY PIN
Mi1200 SYNCHRONY
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713075507
Variant: Model no.:
+ Standard Electrode 33182
+ Compressed Electrode 33184
+ Medium Electrode 33183
+ FLEX?# Electrode 33186
+ FLEXSOFT Electrode 33185
+FLEX?8 Electrode 33187
+FORM® Electrode 33188
+FORM?* Electrode 33189
+FLEX?? Electrode 33191

Auditory Brainstem Implants

(Implant variants listed below are MR Conditional-
see product labeling for information for use in MR
environment

713036349
Variant: Model no.:
ABI 09407

09406
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EC Certificate

EC Design-Examination Certificate
Directive 90/385/EEC on Active Implantable Medical Devices (AIMDD), Annex 2 (4)
(Other devices than custom made or intended for clinical investigation)

No. I7 017853 0141 Rev. 02

www.zlg.de

Product Service

Product: Accessories for Cochlear Implant Systems and
for Auditory Brainstem Implant Systems

Test Report No.: 713036349

Model: Model no.:

Mi1200 Implant Template PIN 09800

Mi1200 implant Template 09799

Product: Cochlear Implants

(Implant variants listed below are MR conditional-
see Product labeling for information for use
in MR environment)

Test Report No.: 713037694

Model: Variant: Model no.:
Mi1200 SYNCHRONY PIN +FLEX20 Electrode 07882

Mi1200 SYNCHRONY 07880
Product: Accessories for Cochlear Implant Systems
Test Report No.: 713075507

Model: Model no.:
Mi1210 Implant Template 33056
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Mi1250 SYNCHRONY 2 PIN
Mi1250 SYNCHRONY 2 PIN

Mi1250 SYNCHRONY 2 PIN

Mi1250 SYNCHRONY 2
Mi1250 SYNCHRONY 2
Mi1250 SYNCHRONY 2
Mi1250 SYNCHRONY 2
Mi1250 SYNCHRONY 2
Mi1250 SYNCHRONY 2
Mi1250 SYNCHRONY 2
Mi1250 SYNCHRONY 2
Mi1250 SYNCHRONY 2

Mi1250 SYNCHRONY 2
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FLEX? Electrode
FORM?'® Electrode
FORM?2* Electrode
STANDARD Electrode
MEDIUM Electrode
COMPRESSED Electrode
FLEXSOFT Electrode
FLEX2 Electrode
FLEX?* Electrode
FLEX2é Electrode
FLEX28 Electrode
FORM'® Electrode

FORM?24 Electrode

36681

37176

37178

36672

36674

36676

36678

37175

36680

36902

36682

37177

37179
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EC Certificate

EC Design-Examination Certificate
Directive 90/385/EEC on Active Implantable Medical Devices (AIMDD), Annex 2 4
(Other devices than custom made or intended for clinical investigation)
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Product Service

Product: Accessories for Cochlear Implant Systems
Test Report No. : 713150923

Model: Model No. :

Mi1250 Implant Template 36894
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