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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

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

No. CE 669619
Issued To: Euromi Biosciences

Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

In respect of:

Round shaped textured and smooth silicone gel breast implants.

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 2797):

Gary E Slack, Senior Vice President - Medical Devices
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Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
RLMV100
RLMV125
RLMV150
RLMV175
RLMV200
RLMV220
RLMV240
RLMV260
RLMV280
RLMV300
RLMV325
RLMV350
RLMV400
RLMV450
RLMV500

CEREFORM®
SILICONE GEL-
FILLED BREAST
IMPLANTS

ROUND LOW (RL),
MICRO-TEXTURING
(MV),
CLASSICAL GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or defective
implant.

Class III

RLS100
RLS125
RLS150
RLS175
RLS200
RLS220
RLS240
RLS260
RLS280
RLS300
RLS325
RLS350
RLS400
RLS450
RLS500

CEREFORM®
SILICONE GEL-
FILLED BREAST
IMPLANTS

ROUND LOW (RL),
SMOOTH (S),
CLASSICAL GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or defective
implant.

Class III
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
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Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
RMMV100
RMMV125
RMMV150
RMMV175
RMMV200
RMMV220
RMMV240
RMMV260
RMMV280
RMMV300
RMMV325
RMMV350
RMMV375
RMMV400
RMMV450
RMMV500
RMMV550
RMMV600
RMMV650
RMMV700

CEREFORM®
SILICONE GEL-
FILLED BREAST
IMPLANTS

ROUND  MEDIUM
(RM),
MICRO-TEXTURING
(MV),
CLASSICAL GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or defective
implant.

Class III
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
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Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
RMS100
RMS125
RMS150
RMS175
RMS200
RMS220
RMS240
RMS260
RMS280
RMS300
RMS325
RMS350
RMS375
RMS400
RMS450
RMS500
RMS550
RMS600
RMS650
RMS700

CEREFORM® SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND MEDIUM
(RM),
SMOOTH (S),
CLASSICAL GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
RIMV150
RIMV175
RIMV200
RIMV225
RIMV250
RIMV275
RIMV300
RIMV325
RIMV350
RIMV375
RIMV400
RIMV450
RIMV500

CEREFORM® SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND
INTERMEDIATE
(RI),
MICRO-TEXTURING
(MV),
CLASSICAL GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III

RIS150
RIS175
RIS200
RIS225
RIS250
RIS275
RIS300
RIS325
RIS350
RIS375
RIS400
RIS450
RIS500

CEREFORM® SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND
INTERMEDIATE
(RI), SMOOTH (S),
CLASSICAL GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
RHMV125
RHMV150
RHMV175
RHMV200
RHMV225
RHMV250
RHMV275
RHMV300
RHMV325
RHMV350
RHMV375
RHMV400
RHMV425
RHMV450
RHMV500
RHMV550
RHMV600
RHMV650
RHMV700

CEREFORM® SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND HIGH (RH),
MICRO-TEXTURING
(MV),
CLASSICAL GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
RHS125
RHS150
RHS175
RHS200
RHS225
RHS250
RHS275
RHS300
RHS325
RHS350
RHS375
RHS400
RHS425
RHS450
RHS500
RHS550
RHS600
RHS650
RHS700

CEREFORM® SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND HIGH (RH),
SMOOTH (S),
CLASSICAL GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
RVHMV130
RVHMV160
RVHMV190
RVHMV220
RVHMV250
RVHMV280
RVHMV310
RVHMV340
RVHMV370
RVHMV400
RVHMV450
RVHMV500
RVHMV550
RVHMV600
RVHMV650
RVHMV700
RVHMV750
RVHMV800
RVHMV900

CEREFORM® SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND VERY HIGH
(RVH),
MICRO-TEXTURING
(MV),
CLASSICAL GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
RVHS130
RVHS160
RVHS190
RVHS220
RVHS250
RVHS280
RVHS310
RVHS340
RVHS370
RVHS400
RVHS450
RVHS500
RVHS550
RVHS600
RVHS650
RVHS700
RVHS750
RVHS800
RVHS900

CEREFORM® SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND VERY HIGH
(RVH),
SMOOTH (S),
CLASSICAL GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
RLMV100+
RLMV125+
RLMV150+
RLMV175+
RLMV200+
RLMV220+
RLMV240+
RLMV260+
RLMV280+
RLMV300+
RLMV325+
RLMV350+
RLMV400+
RLMV450+
RLMV500+

CEREFORM® SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND LOW (RL),
MICRO-TEXTURING
(MV),
APTIMA GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 

Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
RLS100+
RLS125+
RLS150+
RLS175+
RLS200+
RLS220+
RLS240+
RLS260+
RLS280+
RLS300+
RLS325+
RLS350+
RLS400+
RLS450+
RLS500+

CEREFORM® SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND LOW (RL),
SMOOTH (S),
APTIMA GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
RMMV100+
RMMV125+
RMMV150+
RMMV175+
RMMV200+
RMMV220+
RMMV240+
RMMV260+
RMMV280+
RMMV300+
RMMV325+
RMMV350+
RMMV375+
RMMV400+
RMMV450+
RMMV500+
RMMV550+
RMMV600+
RMMV650+
RMMV700+

CEREFORM® SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND MEDIUM
(RM),
MICRO-TEXTURING
(MV),
APTIMA GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
RMS100+
RMS125+
RMS150+
RMS175+
RMS200+
RMS220+
RMS240+
RMS260+
RMS280+
RMS300+
RMS325+
RMS350+
RMS375+
RMS400+
RMS450+
RMS500+
RMS550+
RMS600+
RMS650+
RMS700+

CEREFORM® SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND MEDIUM
(RM),
SMOOTH (S),
APTIMA GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
RIMV150+
RIMV175+
RIMV200+
RIMV225+
RIMV250+
RIMV275+
RIMV300+
RIMV325+
RIMV350+
RIMV375+
RIMV400+
RIMV450+
RIMV500+

CEREFORM® SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND
INTERMEDIATE
(RI),
MICRO-TEXTURING
(MV),
APTIMA GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
RIS150+
RIS175+
RIS200+
RIS225+
RIS250+
RIS275+
RIS300+
RIS325+
RIS350+
RIS375+
RIS400+
RIS450+
RIS500+

CEREFORM® SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND
INTERMEDIATE
(RI),
SMOOTH (S),
APTIMA GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
RHMV125+
RHMV150+
RHMV175+
RHMV200+
RHMV225+
RHMV250+
RHMV275+
RHMV300+
RHMV325+
RHMV350+
RHMV375+
RHMV400+
RHMV425+
RHMV450+
RHMV500+
RHMV550+
RHMV600+
RHMV650+
RHMV700+

CEREFORM® SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND HIGH (RH),
MICRO-TEXTURING
(MV),
APTIMA GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
RHS125+
RHS150+
RHS175+
RHS200+
RHS225+
RHS250+
RHS275+
RHS300+
RHS325+
RHS350+
RHS375+
RHS400+
RHS425+
RHS450+
RHS500+
RHS550+
RHS600+
RHS650+
RHS700+

CEREFORM® SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND
HIGH (RH)
SMOOTH (S)
APTIMA GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
RVHMV130+
RVHMV160+
RVHMV190+
RVHMV220+
RVHMV250+
RVHMV280+
RVHMV310+
RVHMV340+
RVHMV370+
RVHMV400+
RVHMV450+
RVHMV500+
RVHMV550+
RVHMV600+
RVHMV650+
RVHMV700+
RVHMV750+
RVHMV800+
RVHMV900+

CEREFORM® SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND VERY HIGH
(RVH),
MICRO-TEXTURING
(MV),
APTIMA GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 19 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
RVHS130+
RVHS160+
RVHS190+
RVHS220+
RVHS250+
RVHS280+
RVHS310+
RVHS340+
RVHS370+
RVHS400+
RVHS450+
RVHS500+
RVHS550+
RVHS600+
RVHS650+
RVHS700+
RVHS750+
RVHS800+
RVHS900+

CEREFORM® SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND VERY HIGH
(RVH),
SMOOTH (S),
APTIMA GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 20 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
RLMV100E
RLMV125E
RLMV150E
RLMV175E
RLMV200E
RLMV220E
RLMV240E
RLMV260E
RLMV280E
RLMV300E
RLMV325E
RLMV350E
RLMV400E
RLMV450E
RLMV500E

CEREFORM® SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND LOW (RL),
MICRO-TEXTURING
(MV),
ELLIPSE GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
RLS100E
RLS125E
RLS150E
RLS175E
RLS200E
RLS220E
RLS240E
RLS260E
RLS280E
RLS300E
RLS325E
RLS350E
RLS400E
RLS450E
RLS500E

CEREFORM® SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND LOW (RL),
SMOOTH (S),
 ELLIPSE GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 22 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
RMMV100E
RMMV125E
RMMV150E
RMMV175E
RMMV200E
RMMV220E
RMMV240E
RMMV260E
RMMV280E
RMMV300E
RMMV325E
RMMV350E
RMMV375E
RMMV400E
RMMV450E
RMMV500E
RMMV550E
RMMV600E
RMMV650E
RMMV700E

CEREFORM® SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND MEDIUM
(RM),
MICRO-TEXTURING
(MV),
ELLIPSE GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
RMS100E
RMS125E
RMS150E
RMS175E
RMS200E
RMS220E
RMS240E
RMS260E
RMS280E
RMS300E
RMS325E
RMS350E
RMS375E
RMS400E
RMS450E
RMS500E
RMS550E
RMS600E
RMS650E
RMS700E

CEREFORM® SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND MEDIUM
(RM),
SMOOTH (S),
 ELLIPSE GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 24 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
RIMV150E
RIMV175E
RIMV200E
RIMV225E
RIMV250E
RIMV275E
RIMV300E
RIMV325E
RIMV350E
RIMV375E
RIMV400E
RIMV450E
RIMV500E

CEREFORM® SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND
INTERMEDIATE
(RI), MICRO-
TEXTURING (MV),
ELLIPSE GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
RIS150E
RIS175E
RIS200E
RIS225E
RIS250E
RIS275E
RIS300E
RIS325E
RIS350E
RIS375E
RIS400E
RIS450E
RIS500E

CEREFORM® SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND
INTERMEDIATE
(RI),
SMOOTH (S),
ELLIPSE GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 26 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
RHMV125E
RHMV150E
RHMV175E
RHMV200E
RHMV225E
RHMV250E
RHMV275E
RHMV300E
RHMV325E
RHMV350E
RHMV375E
RHMV400E
RHMV425E
RHMV450E
RHMV500E
RHMV550E
RHMV600E
RHMV650E
RHMV700E

CEREFORM® SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND HIGH (RH),
MICRO-TEXTURING
(MV),
ELLIPSE GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
RHS125E
RHS150E
RHS175E
RHS200E
RHS225E
RHS250E
RHS275E
RHS300E
RHS325E
RHS350E
RHS375E
RHS400E
RHS425E
RHS450E
RHS500E
RHS550E
RHS600E
RHS650E
RHS700E

CEREFORM® SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND HIGH (RH),
SMOOTH (S)
ELLIPSE GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
RVHMV130E
RVHMV160E
RVHMV190E
RVHMV220E
RVHMV250E
RVHMV280E
RVHMV310E
RVHMV340E
RVHMV370E
RVHMV400E
RVHMV450E
RVHMV500E
RVHMV550E
RVHMV600E
RVHMV650E
RVHMV700E
RVHMV750E
RVHMV800E
RVHMV900E

CEREFORM® SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND VERY HIGH
(RVH),
MICRO-TEXTURING
(MV),
ELLIPSE GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
RVHS130E
RVHS160E
RVHS190E
RVHS220E
RVHS250E
RVHS280E
RVHS310E
RVHS340E
RVHS370E
RVHS400E
RVHS450E
RVHS500E
RVHS550E
RVHS600E
RVHS650E
RVHS700E
RVHS750E
RVHS800E
RVHS900E

CEREFORM® SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND VERY HIGH
(RVH),
SMOOTH (S),
ELLIPSE GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 30 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
CRLMV100
CRLMV125
CRLMV150
CRLMV175
CRLMV200
CRLMV220
CRLMV240
CRLMV260
CRLMV280
CRLMV300
CRLMV325
CRLMV350
CRLMV400
CRLMV450
CRLMV500

CREAFORM®  SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND LOW (RL),
MICRO-TEXTURING
(MV),
CLASSICAL GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 31 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
CRLS100
CRLS125
CRLS150
CRLS175
CRLS200
CRLS220
CRLS240
CRLS260
CRLS280
CRLS300
CRLS325
CRLS350
CRLS400
CRLS450
CRLS500

CREAFORM®  SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND LOW (RL),
SMOOTH (S),
CLASSICAL GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
CRMMV100
CRMMV125
CRMMV150
CRMMV175
CRMMV200
CRMMV220
CRMMV240
CRMMV260
CRMMV280
CRMMV300
CRMMV325
CRMMV350
CRMMV375
CRMMV400
CRMMV450
CRMMV500
CRMMV550
CRMMV600
CRMMV650
CRMMV700

CREAFORM®  SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND  MEDIUM
(RM),
MICRO-TEXTURING
(MV),
CLASSICAL GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 33 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
CRMS100
CRMS125
CRMS150
CRMS175
CRMS200
CRMS220
CRMS240
CRMS260
CRMS280
CRMS300
CRMS325
CRMS350
CRMS375
CRMS400
CRMS450
CRMS500
CRMS550
CRMS600
CRMS650
CRMS700

CREAFORM®  SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND MEDIUM
(RM),
SMOOTH (S),
CLASSICAL GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 34 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
CRIMV150
CRIMV175
CRIMV200
CRIMV225
CRIMV250
CRIMV275
CRIMV300
CRIMV325
CRIMV350
CRIMV375
CRIMV400
CRIMV450
CRIMV500

CREAFORM®
SILICONE GEL-
FILLED BREAST
IMPLANTS

ROUND
INTERMEDIATE
(RI),
MICRO-TEXTURING
(MV),
CLASSICAL GEL

• breast reconstruction
following a mastectomy,
• plastic breast augmentation
/ correction of various
congenital or acquired
abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 35 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
CRIS150
CRIS175
CRIS200
CRIS225
CRIS250
CRIS275
CRIS300
CRIS325
CRIS350
CRIS375
CRIS400
CRIS450
CRIS500

CREAFORM®  SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND
INTERMEDIATE
(RI), SMOOTH (S),
CLASSICAL GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 36 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
CRHMV125
CRHMV150
CRHMV175
CRHMV200
CRHMV225
CRHMV250
CRHMV275
CRHMV300
CRHMV325
CRHMV350
CRHMV375
CRHMV400
CRHMV425
CRHMV450
CRHMV500
CRHMV550
CRHMV600
CRHMV650
CRHMV700

CREAFORM®  SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND HIGH (RH),
MICRO-TEXTURING
(MV),
CLASSICAL GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 37 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
CRHS125
CRHS150
CRHS175
CRHS200
CRHS225
CRHS250
CRHS275
CRHS300
CRHS325
CRHS350
CRHS375
CRHS400
CRHS425
CRHS450
CRHS500
CRHS550
CRHS600
CRHS650
CRHS700

CREAFORM®  SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND HIGH (RH),
SMOOTH (S),
CLASSICAL GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
CRVHMV130
CRVHMV160
CRVHMV190
CRVHMV220
CRVHMV250
CRVHMV280
CRVHMV310
CRVHMV340
CRVHMV370
CRVHMV400
CRVHMV450
CRVHMV500
CRVHMV550
CRVHMV600
CRVHMV650
CRVHMV700
CRVHMV750
CRVHMV800
CRVHMV900

CREAFORM®  SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND VERY HIGH
(RVH),
MICRO-TEXTURING
(MV),
CLASSICAL GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
CRVHS130
CRVHS160
CRVHS190
CRVHS220
CRVHS250
CRVHS280
CRVHS310
CRVHS340
CRVHS370
CRVHS400
CRVHS450
CRVHS500
CRVHS550
CRVHS600
CRVHS650
CRVHS700
CRVHS750
CRVHS800
CRVHS900

CREAFORM®  SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND VERY HIGH
(RVH),
SMOOTH (S),
CLASSICAL GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 40 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
CRLMV100+
CRLMV125+
CRLMV150+
CRLMV175+
CRLMV200+
CRLMV220+
CRLMV240+
CRLMV260+
CRLMV280+
CRLMV300+
CRLMV325+
CRLMV350+
CRLMV400+
CRLMV450+
CRLMV500+

CREAFORM®  SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND LOW (RL),
MICRO-TEXTURING
(MV),
APTIMA GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
CRLS100+
CRLS125+
CRLS150+
CRLS175+
CRLS200+
CRLS220+
CRLS240+
CRLS260+
CRLS280+
CRLS300+
CRLS325+
CRLS350+
CRLS400+
CRLS450+
CRLS500+

CREAFORM®  SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND LOW (RL),
SMOOTH (S),
APTIMA GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
CRMMV100+
CRMMV125+
CRMMV150+
CRMMV175+
CRMMV200+
CRMMV220+
CRMMV240+
CRMMV260+
CRMMV280+
CRMMV300+
CRMMV325+
CRMMV350+
CRMMV375+
CRMMV400+
CRMMV450+
CRMMV500+
CRMMV550+
CRMMV600+
CRMMV650+
CRMMV700+

CREAFORM®  SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND MEDIUM
(RM),
MICRO-TEXTURING
(MV),
APTIMA GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
CRMS100+
CRMS125+
CRMS150+
CRMS175+
CRMS200+
CRMS220+
CRMS240+
CRMS260+
CRMS280+
CRMS300+
CRMS325+
CRMS350+
CRMS375+
CRMS400+
CRMS450+
CRMS500+
CRMS550+
CRMS600+
CRMS650+
CRMS700+

CREAFORM®  SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND MEDIUM
(RM),
SMOOTH (S),
APTIMA GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
CRIMV150+
CRIMV175+
CRIMV200+
CRIMV225+
CRIMV250+
CRIMV275+
CRIMV300+
CRIMV325+
CRIMV350+
CRIMV375+
CRIMV400+
CRIMV450+
CRIMV500+

CREAFORM®  SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND
INTERMEDIATE
(RI),
MICRO-TEXTURING
(MV),
APTIMA GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 45 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
CRIS150+
CRIS175+
CRIS200+
CRIS225+
CRIS250+
CRIS275+
CRIS300+
CRIS325+
CRIS350+
CRIS375+
CRIS400+
CRIS450+
CRIS500+

CREAFORM®  SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND
INTERMEDIATE
(RI),
SMOOTH (S),
APTIMA GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 46 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
CRHMV125+
CRHMV150+
CRHMV175+
CRHMV200+
CRHMV225+
CRHMV250+
CRHMV275+
CRHMV300+
CRHMV325+
CRHMV350+
CRHMV375+
CRHMV400+
CRHMV425+
CRHMV450+
CRHMV500+
CRHMV550+
CRHMV600+
CRHMV650+
CRHMV700+

CREAFORM®  SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND HIGH (RH),
MICRO-TEXTURING
(MV),
APTIMA GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 47 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
CRHS125+
CRHS150+
CRHS175+
CRHS200+
CRHS225+
CRHS250+
CRHS275+
CRHS300+
CRHS325+
CRHS350+
CRHS375+
CRHS400+
CRHS425+
CRHS450+
CRHS500+
CRHS550+
CRHS600+
CRHS650+
CRHS700+

CREAFORM®  SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND
HIGH (RH)
SMOOTH (S)
APTIMA GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 48 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
CRVHMV130+
CRVHMV160+
CRVHMV190+
CRVHMV220+
CRVHMV250+
CRVHMV280+
CRVHMV310+
CRVHMV340+
CRVHMV370+
CRVHMV400+
CRVHMV450+
CRVHMV500+
CRVHMV550+
CRVHMV600+
CRVHMV650+
CRVHMV700+
CRVHMV750+
CRVHMV800+
CRVHMV900+

CREAFORM®  SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND VERY HIGH
(RVH),
MICRO-TEXTURING
(MV),
APTIMA GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 49 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
CRVHS130+
CRVHS160+
CRVHS190+
CRVHS220+
CRVHS250+
CRVHS280+
CRVHS310+
CRVHS340+
CRVHS370+
CRVHS400+
CRVHS450+
CRVHS500+
CRVHS550+
CRVHS600+
CRVHS650+
CRVHS700+
CRVHS750+
CRVHS800+
CRVHS900+

CREAFORM®  SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND VERY HIGH
(RVH),
SMOOTH (S),
APTIMA GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 50 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
CRLMV100E
CRLMV125E
CRLMV150E
CRLMV175E
CRLMV200E
CRLMV220E
CRLMV240E
CRLMV260E
CRLMV280E
CRLMV300E
CRLMV325E
CRLMV350E
CRLMV400E
CRLMV450E
CRLMV500E

CREAFORM®  SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND LOW (RL),
MICRO-TEXTURING
(MV),
ELLIPSE GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 51 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
CRLS100E
CRLS125E
CRLS150E
CRLS175E
CRLS200E
CRLS220E
CRLS240E
CRLS260E
CRLS280E
CRLS300E
CRLS325E
CRLS350E
CRLS400E
CRLS450E
CRLS500E

CREAFORM®  SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND LOW (RL),
SMOOTH (S),
 ELLIPSE GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 52 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
CRMMV100E
CRMMV125E
CRMMV150E
CRMMV175E
CRMMV200E
CRMMV220E
CRMMV240E
CRMMV260E
CRMMV280E
CRMMV300E
CRMMV325E
CRMMV350E
CRMMV375E
CRMMV400E
CRMMV450E
CRMMV500E
CRMMV550E
CRMMV600E
CRMMV650E
CRMMV700E

CREAFORM®  SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND MEDIUM
(RM),
MICRO-TEXTURING
(MV),
ELLIPSE GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 53 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
CRMS100E
CRMS125E
CRMS150E
CRMS175E
CRMS200E
CRMS220E
CRMS240E
CRMS260E
CRMS280E
CRMS300E
CRMS325E
CRMS350E
CRMS375E
CRMS400E
CRMS450E
CRMS500E
CRMS550E
CRMS600E
CRMS650E
CRMS700E

CREAFORM®  SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND MEDIUM
(RM),
SMOOTH (S),
 ELLIPSE GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 54 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
CRIMV150E
CRIMV175E
CRIMV200E
CRIMV225E
CRIMV250E
CRIMV275E
CRIMV300E
CRIMV325E
CRIMV350E
CRIMV375E
CRIMV400E
CRIMV450E
CRIMV500E

CREAFORM®  SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND
INTERMEDIATE
(RI), MICRO-
TEXTURING (MV),
ELLIPSE GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 55 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
CRIS150E
CRIS175E
CRIS200E
CRIS225E
CRIS250E
CRIS275E
CRIS300E
CRIS325E
CRIS350E
CRIS375E
CRIS400E
CRIS450E
CRIS500E

CREAFORM® SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND
INTERMEDIATE
(RI),
SMOOTH (S),
ELLIPSE GEL

• breast reconstruction following a
mastectomy,
• aesthetic breast augmentation,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 56 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
CRHMV125E
CRHMV150E
CRHMV175E
CRHMV200E
CRHMV225E
CRHMV250E
CRHMV275E
CRHMV300E
CRHMV325E
CRHMV350E
CRHMV375E
CRHMV400E
CRHMV425E
CRHMV450E
CRHMV500E
CRHMV550E
CRHMV600E
CRHMV650E
CRHMV700E

CREAFORM® SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND HIGH (RH),
MICRO-TEXTURING
(MV),
ELLIPSE GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 57 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
CRHS125E
CRHS150E
CRHS175E
CRHS200E
CRHS225E
CRHS250E
CRHS275E
CRHS300E
CRHS325E
CRHS350E
CRHS375E
CRHS400E
CRHS425E
CRHS450E
CRHS500E
CRHS550E
CRHS600E
CRHS650E
CRHS700E

CREAFORM®  SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND HIGH (RH),
SMOOTH (S)
ELLIPSE GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 58 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
CRVHMV130E
CRVHMV160E
CRVHMV190E
CRVHMV220E
CRVHMV250E
CRVHMV280E
CRVHMV310E
CRVHMV340E
CRVHMV370E
CRVHMV400E
CRVHMV450E
CRVHMV500E
CRVHMV550E
CRVHMV600E
CRVHMV650E
CRVHMV700E
CRVHMV750E
CRVHMV800E
CRVHMV900E

CREAFORM®  SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND VERY HIGH
(RVH),
MICRO-TEXTURING
(MV),
ELLIPSE GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 59 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
CRVHS130E
CRVHS160E
CRVHS190E
CRVHS220E
CRVHS250E
CRVHS280E
CRVHS310E
CRVHS340E
CRVHS370E
CRVHS400E
CRVHS450E
CRVHS500E
CRVHS550E
CRVHS600E
CRVHS650E
CRVHS700E
CRVHS750E
CRVHS800E
CRVHS900E

CREAFORM®  SILICONE
GEL-FILLED BREAST
IMPLANTS

ROUND VERY HIGH
(RVH),
SMOOTH (S),
ELLIPSE GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 60 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
BRLMV100
BRLMV125
BRLMV150
BRLMV175
BRLMV200
BRLMV220
BRLMV240
BRLMV260
BRLMV280
BRLMV300
BRLMV325
BRLMV350
BRLMV400
BRLMV450
BRLMV500

EUROMI
BIOSCIENCES®
SILICONE GEL-FILLED
BREAST IMPLANTS

ROUND LOW (RL),
MICRO-TEXTURING
(MV),
CLASSICAL GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 61 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
BRLS100
BRLS125
BRLS150
BRLS175
BRLS200
BRLS220
BRLS240
BRLS260
BRLS280
BRLS300
BRLS325
BRLS350
BRLS400
BRLS450
BRLS500

EUROMI BIOSCIENCES®
SILICONE GEL-FILLED
BREAST IMPLANTS

ROUND LOW (RL),
SMOOTH (S),
CLASSICAL GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 62 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
BRMMV100
BRMMV125
BRMMV150
BRMMV175
BRMMV200
BRMMV220
BRMMV240
BRMMV260
BRMMV280
BRMMV300
BRMMV325
BRMMV350
BRMMV375
BRMMV400
BRMMV450
BRMMV500
BRMMV550
BRMMV600
BRMMV650
BRMMV700

EUROMI
BIOSCIENCES®
SILICONE GEL-FILLED
BREAST IMPLANTS

ROUND  MEDIUM
(RM),
MICRO-TEXTURING
(MV),
CLASSICAL GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 63 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
BRMS100
BRMS125
BRMS150
BRMS175
BRMS200
BRMS220
BRMS240
BRMS260
BRMS280
BRMS300
BRMS325
BRMS350
BRMS375
BRMS400
BRMS450
BRMS500
BRMS550
BRMS600
BRMS650
BRMS700

EUROMI BIOSCIENCES®
SILICONE GEL-FILLED
BREAST IMPLANTS

ROUND MEDIUM
(RM),
SMOOTH (S),
CLASSICAL GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 64 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
BRIMV150
BRIMV175
BRIMV200
BRIMV225
BRIMV250
BRIMV275
BRIMV300
BRIMV325
BRIMV350
BRIMV375
BRIMV400
BRIMV450
BRIMV500

EUROMI
BIOSCIENCES®
SILICONE GEL-FILLED
BREAST IMPLANTS

ROUND
INTERMEDIATE
(RI),
MICRO-TEXTURING
(MV),
CLASSICAL GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 65 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
BRIS150
BRIS175
BRIS200
BRIS225
BRIS250
BRIS275
BRIS300
BRIS325
BRIS350
BRIS375
BRIS400
BRIS450
BRIS500

EUROMI BIOSCIENCES®
SILICONE GEL-FILLED
BREAST IMPLANTS

ROUND
INTERMEDIATE
(RI), SMOOTH (S),
CLASSICAL GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 66 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
BRHMV125
BRHMV150
BRHMV175
BRHMV200
BRHMV225
BRHMV250
BRHMV275
BRHMV300
BRHMV325
BRHMV350
BRHMV375
BRHMV400
BRHMV425
BRHMV450
BRHMV500
BRHMV550
BRHMV600
BRHMV650
BRHMV700

EUROMI
BIOSCIENCES®
SILICONE GEL-FILLED
BREAST IMPLANTS

ROUND HIGH (RH),
MICRO-TEXTURING
(MV),
CLASSICAL GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 67 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
BRHS125
BRHS150
BRHS175
BRHS200
BRHS225
BRHS250
BRHS275
BRHS300
BRHS325
BRHS350
BRHS375
BRHS400
BRHS425
BRHS450
BRHS500
BRHS550
BRHS600
BRHS650
BRHS700

EUROMI BIOSCIENCES®
SILICONE GEL-FILLED
BREAST IMPLANTS

ROUND HIGH (RH),
SMOOTH (S),
CLASSICAL GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 68 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
BRVHMV130
BRVHMV160
BRVHMV190
BRVHMV220
BRVHMV250
BRVHMV280
BRVHMV310
BRVHMV340
BRVHMV370
BRVHMV400
BRVHMV450
BRVHMV500
BRVHMV550
BRVHMV600
BRVHMV650
BRVHMV700
BRVHMV750
BRVHMV800
BRVHMV900

EUROMI
BIOSCIENCES®
SILICONE GEL-FILLED
BREAST IMPLANTS

ROUND VERY HIGH
(RVH),
MICRO-TEXTURING
(MV),
CLASSICAL GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 69 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
BRVHS130
BRVHS160
BRVHS190
BRVHS220
BRVHS250
BRVHS280
BRVHS310
BRVHS340
BRVHS370
BRVHS400
BRVHS450
BRVHS500
BRVHS550
BRVHS600
BRVHS650
BRVHS700
BRVHS750
BRVHS800
BRVHS900

EUROMI BIOSCIENCES®
SILICONE GEL-FILLED
BREAST IMPLANTS

ROUND VERY HIGH
(RVH),
SMOOTH (S),
CLASSICAL GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 70 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
BRLMV100+
BRLMV125+
BRLMV150+
BRLMV175+
BRLMV200+
BRLMV220+
BRLMV240+
BRLMV260+
BRLMV280+
BRLMV300+
BRLMV325+
BRLMV350+
BRLMV400+
BRLMV450+
BRLMV500+

EUROMI
BIOSCIENCES®
SILICONE GEL-FILLED
BREAST IMPLANTS

ROUND LOW (RL),
MICRO-TEXTURING
(MV),
APTIMA GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 71 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
BRLS100+
BRLS125+
BRLS150+
BRLS175+
BRLS200+
BRLS220+
BRLS240+
BRLS260+
BRLS280+
BRLS300+
BRLS325+
BRLS350+
BRLS400+
BRLS450+
BRLS500+

EUROMI BIOSCIENCES®
SILICONE GEL-FILLED
BREAST IMPLANTS

ROUND LOW (RL),
SMOOTH (S),
APTIMA GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 72 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
BRMMV100+
BRMMV125+
BRMMV150+
BRMMV175+
BRMMV200+
BRMMV220+
BRMMV240+
BRMMV260+
BRMMV280+
BRMMV300+
BRMMV325+
BRMMV350+
BRMMV375+
BRMMV400+
BRMMV450+
BRMMV500+
BRMMV550+
BRMMV600+
BRMMV650+
BRMMV700+

EUROMI
BIOSCIENCES®
SILICONE GEL-FILLED
BREAST IMPLANTS

ROUND MEDIUM
(RM),
MICRO-TEXTURING
(MV),
APTIMA GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 73 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
BRMS100+
BRMS125+
BRMS150+
BRMS175+
BRMS200+
BRMS220+
BRMS240+
BRMS260+
BRMS280+
BRMS300+
BRMS325+
BRMS350+
BRMS375+
BRMS400+
BRMS450+
BRMS500+
BRMS550+
BRMS600+
BRMS650+
BRMS700+

EUROMI BIOSCIENCES®
SILICONE GEL-FILLED
BREAST IMPLANTS

ROUND MEDIUM
(RM),
SMOOTH (S),
APTIMA GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 74 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
BRIMV150+
BRIMV175+
BRIMV200+
BRIMV225+
BRIMV250+
BRIMV275+
BRIMV300+
BRIMV325+
BRIMV350+
BRIMV375+
BRIMV400+
BRIMV450+
BRIMV500+

EUROMI
BIOSCIENCES®
SILICONE GEL-FILLED
BREAST IMPLANTS

ROUND
INTERMEDIATE
(RI),
MICRO-TEXTURING
(MV),
APTIMA GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 75 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
BRIS150+
BRIS175+
BRIS200+
BRIS225+
BRIS250+
BRIS275+
BRIS300+
BRIS325+
BRIS350+
BRIS375+
BRIS400+
BRIS450+
BRIS500+

EUROMI BIOSCIENCES®
SILICONE GEL-FILLED
BREAST IMPLANTS

ROUND
INTERMEDIATE
(RI),
SMOOTH (S),
APTIMA GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 76 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
BRHMV125+
BRHMV150+
BRHMV175+
BRHMV200+
BRHMV225+
BRHMV250+
BRHMV275+
BRHMV300+
BRHMV325+
BRHMV350+
BRHMV375+
BRHMV400+
BRHMV425+
BRHMV450+
BRHMV500+
BRHMV550+
BRHMV600+
BRHMV650+
BRHMV700+

EUROMI
BIOSCIENCES®
SILICONE GEL-FILLED
BREAST IMPLANTS

ROUND HIGH (RH),
MICRO-TEXTURING
(MV),
APTIMA GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 77 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
BRHS125+
BRHS150+
BRHS175+
BRHS200+
BRHS225+
BRHS250+
BRHS275+
BRHS300+
BRHS325+
BRHS350+
BRHS375+
BRHS400+
BRHS425+
BRHS450+
BRHS500+
BRHS550+
BRHS600+
BRHS650+
BRHS700+

EUROMI BIOSCIENCES®
SILICONE GEL-FILLED
BREAST IMPLANTS

ROUND
HIGH (RH)
SMOOTH (S)
APTIMA GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 78 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
BRVHMV130+
BRVHMV160+
BRVHMV190+
BRVHMV220+
BRVHMV250+
BRVHMV280+
BRVHMV310+
BRVHMV340+
BRVHMV370+
BRVHMV400+
BRVHMV450+
BRVHMV500+
BRVHMV550+
BRVHMV600+
BRVHMV650+
BRVHMV700+
BRVHMV750+
BRVHMV800+
BRVHMV900+

EUROMI
BIOSCIENCES®
SILICONE GEL-FILLED
BREAST IMPLANTS

ROUND VERY HIGH
(RVH),
MICRO-TEXTURING
(MV),
APTIMA GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 79 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
BRVHS130+
BRVHS160+
BRVHS190+
BRVHS220+
BRVHS250+
BRVHS280+
BRVHS310+
BRVHS340+
BRVHS370+
BRVHS400+
BRVHS450+
BRVHS500+
BRVHS550+
BRVHS600+
BRVHS650+
BRVHS700+
BRVHS750+
BRVHS800+
BRVHS900+

EUROMI BIOSCIENCES®
SILICONE GEL-FILLED
BREAST IMPLANTS

ROUND VERY HIGH
(RVH),
SMOOTH (S),
APTIMA GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 80 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
BRLMV100E
BRLMV125E
BRLMV150E
BRLMV175E
BRLMV200E
BRLMV220E
BRLMV240E
BRLMV260E
BRLMV280E
BRLMV300E
BRLMV325E
BRLMV350E
BRLMV400E
BRLMV450E
BRLMV500E

EUROMI
BIOSCIENCES®
SILICONE GEL-FILLED
BREAST IMPLANTS

ROUND LOW (RL),
MICRO-TEXTURING
(MV),
ELLIPSE GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 81 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
BRLS100E
BRLS125E
BRLS150E
BRLS175E
BRLS200E
BRLS220E
BRLS240E
BRLS260E
BRLS280E
BRLS300E
BRLS325E
BRLS350E
BRLS400E
BRLS450E
BRLS500E

EUROMI BIOSCIENCES®
SILICONE GEL-FILLED
BREAST IMPLANTS

ROUND LOW (RL),
SMOOTH (S),
 ELLIPSE GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 82 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
BRMMV100E
BRMMV125E
BRMMV150E
BRMMV175E
BRMMV200E
BRMMV220E
BRMMV240E
BRMMV260E
BRMMV280E
BRMMV300E
BRMMV325E
BRMMV350E
BRMMV375E
BRMMV400E
BRMMV450E
BRMMV500E
BRMMV550E
BRMMV600E
BRMMV650E
BRMMV700E

EUROMI
BIOSCIENCES®
SILICONE GEL-FILLED
BREAST IMPLANTS

ROUND MEDIUM
(RM),
MICRO-TEXTURING
(MV),
ELLIPSE GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 83 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
BRMS100E
BRMS125E
BRMS150E
BRMS175E
BRMS200E
BRMS220E
BRMS240E
BRMS260E
BRMS280E
BRMS300E
BRMS325E
BRMS350E
BRMS375E
BRMS400E
BRMS450E
BRMS500E
BRMS550E
BRMS600E
BRMS650E
BRMS700E

EUROMI BIOSCIENCES®
SILICONE GEL-FILLED
BREAST IMPLANTS

ROUND MEDIUM
(RM),
SMOOTH (S),
 ELLIPSE GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 84 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
BRIMV150E
BRIMV175E
BRIMV200E
BRIMV225E
BRIMV250E
BRIMV275E
BRIMV300E
BRIMV325E
BRIMV350E
BRIMV375E
BRIMV400E
BRIMV450E
BRIMV500E

EUROMI
BIOSCIENCES®
SILICONE GEL-FILLED
BREAST IMPLANTS

ROUND
INTERMEDIATE
(RI), MICRO-
TEXTURING (MV),
ELLIPSE GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 85 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
BRIS150E
BRIS175E
BRIS200E
BRIS225E
BRIS250E
BRIS275E
BRIS300E
BRIS325E
BRIS350E
BRIS375E
BRIS400E
BRIS450E
BRIS500E

EUROMI BIOSCIENCES®
SILICONE GEL-FILLED
BREAST IMPLANTS

ROUND
INTERMEDIATE
(RI),
SMOOTH (S),
ELLIPSE GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 86 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
BRHMV125E
BRHMV150E
BRHMV175E
BRHMV200E
BRHMV225E
BRHMV250E
BRHMV275E
BRHMV300E
BRHMV325E
BRHMV350E
BRHMV375E
BRHMV400E
BRHMV425E
BRHMV450E
BRHMV500E
BRHMV550E
BRHMV600E
BRHMV650E
BRHMV700E

EUROMI
BIOSCIENCES®
SILICONE GEL-FILLED
BREAST IMPLANTS

ROUND HIGH (RH),
MICRO-TEXTURING
(MV),
ELLIPSE GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 87 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
BRHS125E
BRHS150E
BRHS175E
BRHS200E
BRHS225E
BRHS250E
BRHS275E
BRHS300E
BRHS325E
BRHS350E
BRHS375E
BRHS400E
BRHS425E
BRHS450E
BRHS500E
BRHS550E
BRHS600E
BRHS650E
BRHS700E

EUROMI BIOSCIENCES®
SILICONE GEL-FILLED
BREAST IMPLANTS

ROUND HIGH (RH),
SMOOTH (S)
ELLIPSE GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 88 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
BRVHMV130E
BRVHMV160E
BRVHMV190E
BRVHMV220E
BRVHMV250E
BRVHMV280E
BRVHMV310E
BRVHMV340E
BRVHMV370E
BRVHMV400E
BRVHMV450E
BRVHMV500E
BRVHMV550E
BRVHMV600E
BRVHMV650E
BRVHMV700E
BRVHMV750E
BRVHMV800E
BRVHMV900E

EUROMI
BIOSCIENCES®
SILICONE GEL-FILLED
BREAST IMPLANTS

ROUND VERY HIGH
(RVH),
MICRO-TEXTURING
(MV),
ELLIPSE GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26

Page 89 of 90

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

 
Catalogue Number Device Name Model, Type Intended purpose per IFU Classification
BRVHS130E
BRVHS160E
BRVHS190E
BRVHS220E
BRVHS250E
BRVHS280E
BRVHS310E
BRVHS340E
BRVHS370E
BRVHS400E
BRVHS450E
BRVHS500E
BRVHS550E
BRVHS600E
BRVHS650E
BRVHS700E
BRVHS750E
BRVHS800E
BRVHS900E

EUROMI BIOSCIENCES®
SILICONE GEL-FILLED
BREAST IMPLANTS

ROUND VERY HIGH
(RVH),
SMOOTH (S),
ELLIPSE GEL

• breast reconstruction following a
mastectomy,
• plastic breast augmentation /
correction of various congenital or
acquired abnormalities such as
asymmetry, amastia, aplasia,
hypomastia and hypoplasia,
• replacement of an old or
defective implant.

Class III



 

EC Design-Examination Certificate

Supplementary Information to CE 669619

Issued To: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

First Issued: 2021-04-02 Date: 2021-04-02 Expiry Date: 2024-05-26
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

Certificate History
Date Reference

Number Action

Current 8694762 Issued.



 

Supplementary Information to CE 669619 - Non-significant changes approved after the 26th May 2021
as per the Transitional Provisions of MDR Article 120.3

Issued to: Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

Date: 25 April 2023

Changes Approved:

Date Reference Number Action
03 August 2022 3446738 Addition of manufacturing location Euromi

Biosciences France for manufacture of
CEREFORM®, CREAFORM®, and EUROMI
BIOSCIENCES round silicone gel-filled breast
implants

25 April 2023 3792061 Amended – Change in cross-linking and sterilisation
oven.
Amended – Shelf-life extension to 5 years.
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NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, Netherlands; Phone : +31 (0)20 346 07 80
Corporate Contact: BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London, W4 4AL, UK. A member of
BSI Group of Companies



 

25 April 2023
Euromi Biosciences
Zoning Industriel des Plenesses
11 rue des nouvelles technologies
B-4821 Andrimont
Belgium

To whom it may concern,

The transitional provisions specified in MDR Article 120(3) prohibit Notified Bodies from issuing new
certificates or amending, modifying, supplementing any existing MDD/AIMDD certificates from 26th May 2021.
This letter is to confirm that BSI has reviewed and approved the change(s) detailed in the table below. These
changes do not represent a significant change in design or intended purpose under MDR Article 120(3) and as
per the guidance provided in MDCG 2020-3. The related MDD certificate specified below remains valid until
the expiry date specified on the certificate.

Certificate Directive and
Annex

Reference
Number

Changes approved

CE 669619 93/42/EEC Annex
II Section 4

3792061 Amended – Change in cross-linking and sterilisation oven.
Amended – Shelf-life extension to 5 years.

Should you have any queries concerning your certification, or if we can be of further assistance to you, please
contact your BSI Scheme Manager.

Yours sincerely,

Graeme Tunbridge
Senior Vice President, Medical Devices

BSI Group The Netherlands B.V.
Say Building
John M. Keynesplein 9
1066 EP Amsterdam
The Netherlands

T: +31 20 346 0780
info.nl@bsigroup.com bsigroup.nl
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