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| Certification. Medical Only.

EC Design Examination Certificate

The Notified Body

MEDCERT Zertifizierungs- und Priifungsgesellschaft firr die Medizin GmbH
Pilatuspool 2 — 20355 Hamburg — Germany

herewith certifies that the design of the medical device(s):

Hip Implants
REVISIO® ACETABULAR CUP System

with specifications listed in the appendix
of the manufacturer:

AQ Solutions GmbH
An der Hasenkaule 10
50354 Hurth
Germany

fulfills the below mentioned requirements of the Council Directive 93/42/EEC:

Annex ll, section 4

This certificate assumes that MEDCERT has to be informed about any changes of the approved
design. Changes need further approval by MEDCERT.

For the placing on the market of medical devices covered by this certificate, a separate EC certificate of conformity
according to Annex Il without section 4 of Council Directive 93/42/EEC is required.

Effective date: 2020-01-25

Expiry date: 2024-05-27
Report No.: 13970IA01F

Process No.: PP - 13970
Certificate No.:  13970GB411200117

Hamburg, 17 January 2020
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Certification. Medical Only.

Appendix of EC Design Examination Certificate
Process No.: PP - 13970
Certificate No.: ~ 13970GB411200117

Specifications

REVISIO® S/M COVER SCREW
20000108 | 20000408 | - [ - | — [ - | —
REVISIO® POLE COVER SCREW
20000110 | = [ - [ - 1 — l — | —
REVISIO® M ACETABULAR CUP STANDARD
20007044 20007048 20007052 20007056 20007060 20007064 20007068
20007072 20007076 — — - — =
REVISIO® M ACETABULAR CUP WITH FLANGE
20009052 20009056 20009060 20009064 20009068 20009072 20009076
20009152 20009156 20009160 20009164 20009168 20009172 20009176
REVISIO® FIXATION PEG
20010030 [ 20010050 | 20010070 | = - = —
REVISIO® COVER SCREW FIXATION PEG
20011014 | = - | - — - e
REVISIO® REDUCING SCREW FIXATION PEG
20012014 | = - | — - — —
REVISIO® LOCKING SCREW FIXATION PEG
20013014 | — — | — — — —
REVISIO® S ACETABULAR CUP SCREW FIXATION
22010344 22015346 22020348 22025350 22030352 22035354 22040356
22045358 22050360 22060364 22070368 — — —
REVISIO® PE-INLAY 10° ASYMMETRIC
27010128 27015128 27020128 27025128 27030128 27030132 27035128
27035132 27035136 27040128 27040132 27040136 27045128 27045132
27045136 27050128 27050132 27050136 27060128 27060132 27060136
27070128 27070132 27070136 — — = —
This appendix is integral part of the above-referenced certificate. \ﬁj"( Ky, Benanntdurch/Designated by
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MED/CER.I.®

Appendix of EC Design Examination Certificate

Process No.: PP - 13970

Certificate No.: ~ 13970GB411200117
REVISIO® PE-INLAY 20° ASYMMETRIC
27010228 | 27015228 | 27020228 | 27025228 | 27030228 | 27030232 | 27035228
27035232 | 27035236 | 27040228 | 27040232 | 27040236 | 27045228 | 27045232
27045236 | 27050228 | 27050232 | 27050236 | 27060228 | 27060232 | 27060236
27070228 | 27070232 | 27070236 — — — —
REVISIO® PE-INLAY CONSTRAINED
27010328 | 27015328 | 27020328 | 27025328 | 27030328 | 27030332 | 27035328
27035332 | 27035336 | 27040328 | 27040332 | 27040336 | 27045328 | 27045332
27045336 | 27050328 | 27050332 | 27050336 | 27060328 | 27060332 | 27060336
27070328 | 27070332 | 27070336 — — — —
REVISIO® PE-INLAY STANDARD
27010028 | 27015028 | 27020028 | 27025028 | 27030028 | 27030032 | 27035028
27035032 | 27035036 | 27040028 | 27040032 | 27040036 | 27045028 | 27045032
27045036 | 27050028 | 27050032 | 27050036 | 27060028 | 27060032 | 27060036
27070028 | 27070032 | 27070036 — — — —

— End of appendix -
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