EC Design-Examination Certificate

Directive 93/42/EEC on Medical Devices, Annex II Section 4

By Royal Charter

01713

-

No. CE 645522

Issued To: Eurosilicone SAS

Z.I de La Peyroliére
B.P. 68

APT Cédex

84402

France

In respect of:
Silicone gel pre-filled mammary implants.

BSI has performed a design examination on the above devices in accordance with the Council Directive S3/42/EEC,

Annex II Section 4. The design conforms to the requirements of this directive. For marketing of these products an
additional Annex II excluding Section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 0086);

TER!
20.NO1E
| -- RN ativieats
Frank Lee, EMEA Compliance & Risk Director
First Issued: 05 August 2016 Date: 16 September 2016 Expiry Date: 10 November 2018

..making excellence a habit”
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Validity of this certificate is conditional on the quality system being Aalatined to the requirements of the Directive as demonstrated through the requirad
surveiliance activities of the Notified Body, YT E -

This certificate was issued electronicalfy and is bound by the ;a Wi o thewq act,
Information and Contact: BSI, Kitemark Court, Davy Avenue'llimi, i

; Lorr-kepties MKS 8PP, Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under numiber 7805321 at 389 (Aiswick High Road, London W4 4AL, UK
A member of BSI Group of Companies,
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EC Design-Examination Certificate

Supplementary Information to CE 645522

Issued To:

Eurosilicone SAS
Z.1 de La Peyroliére

B.P. 68

APT Cédex

84402
France

By Royal Charter

Round Paragel Mammary Implants, Low Profile, Soft Cohesive Gel Subfamily E.S. 26

Reference

Volume CC Reference Volume CC Reference Volume CC
26/100 100 26/220 220 26/350 350
26/120 120 26/240 240 26/375 375
26/140 140 26/260 260 26/400 400
26/160 160 26/280 280 26/450 450
26/180 180 26/300 300 26/500 500
26/200 200 26/325 325 - -

Round Paragel Mammary Implants, Medium Profile, Soft Cohesive Gel Subfamily E.S. 261

Reference Volume CC Reference Volume CC Reference Volume CC
261/100 100 261/260 260 261/500 500
261/120 120 261/280 280 261/550 550
261/140 140 261/300 300 261/600 600
261/160 160 261/325 325 261/650 650
261/180 180 261/350 350 261/700 700
261/200 200 261/375 375 261/750 750
261/220 220 261/400 400 261/800 800
261/240 240 261/450 450 - -

First Issued: g?} éﬂ% ate: 16 September 2016 Expiry Date: 10 November 2018
|ST et ; i3
iMZA MANDA o\ .making excellence a habit’
S'!E.".R“‘”t-b‘i Page 2 of 11
Validity of th Juality system belng maintained to the |«v:'r2:l (e , s §iTe Directive as demonstrated through the reguired

surveillance a 2s
This cel”hflcar Was s%undc&w. C

1

id s bound by the conditions of the contract. |
\
\ s e

BSI, Kitemark Court, Davy Avenue, Knowihill, Milton Keynes Ms{S\? L Tal: + 44 345 080 2000

Information and Cco
; { n England under number 7805321 at 389 Chiswick HiH Road,-London W4 4AL, UK.
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EC Design-Examination Certificate

Supplementary Information to CE 645522

Issued To:

Eurosilicone SAS
Z.1 de La Peyroliére

B.P. 68

APT Cédex

84402
France

T

By Royal Charter

F01713

Round Paragel Mammary Implants, High Profile, Soft Cohesive Gel Subfamily E.S. 28

Reference Volume CC Reference Volume CC Reference Volume CC
28/100 100 28/220 220 28/350 350
28/120 120 28/240 240 28/375 375
28/140 140 28/260 260 28/400 400
28/160 160 28/280 280 28/450 450
28/180 180 28/300 300 28/500 500
28/200 200 28/325 325 - -

Round Paragel Mammary Implants, Extra High Profile, Soft Cohesive Gel Subfamily E.S. 281

Reference Volume CC Reference Volume CC Reference Volume CC
281/100 100 281/260 260 281/500 500
281/120 120 281/280 280 281/550 550
281/140 140 281/300 300 281/600 600
281/160 160 281/325 325 281/650 650
281/180 180 281/350 350 281/700 700
281/200 200 281/375 375 281/750 750
281/220 220 281/400 400 281/800 800
281/240 281/450 450 - -

\ ISTANBUL 20. NOTERI
| IMZA YETKILI KATIP
[ SERHAN MANDACI

Expiry Date: 10 November 2018
..making excellence a habit”
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surveilignce aciviues
This certificate was is

Information and Contact: BSI, mark Court, Davy Avenue, Kriowltill, Milton Key 000
BSI Assurance UK Limited, r | in England under number 7805327 at 389 ChiSick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.
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EC Design-Examination Certificate

Supplementary Information to CE 645522

Issued To:

Round Cristalline Para

Eurosilicone SAS
Z.1 de La Peyroliére

B.P. 68

APT Cédex

84402
France

gel Mammary Implants, Low Profile,

Soft Cohesive Gel Subfamily E.S.

80
Reference Volume CC Reference Volume CC Reference Volume CC
80/060 60 80/200 200 80/350 350
80/080 80 80/220 220 80/375 375
80/100 100 80/240 240 80/400 400
80/120 120 80/260 260 80/450 450
80/140 140 80/280 280 80/500 500
80/160 160 80/300 300 - -
80/180 180 80/325 325 - -
Round Cristalline Paragel Mammary Implants, Medium Profile, Soft Cohesive Gel Subfamily
E.S. 801
Reference Volume CC Reference Volume CC Reference Volume CC
801/100 100 801/260 260 801/500 500
801/120 120 801/280 280 801/550 550
801/140 140 801/300 300 801/600 600
801/160 160 801/325 325 801/650 650
801/180 180 801/350 350 .801/700 700
801/200 200 801/375 375 801/750 750
801/220 220 801/400 400 801/800 800
801/240 240 801/450 450 - -

idity of this certificate is conditional
5 illance activities of the
This certificate was issued el

Information and Contact: BSI, Kitemark Coutt, Davy Avenue, Knowliyil,
; redistered In England under number 7805321 &t 33
Companies,

BSI Assuranece UK L

A member of BS] Eroup uf

GOy,

on the quality system being malntar
]

1 \
cally and is bound by the conditions of £h
¥

o: 16 September 2016

ents of the Direg

Expiry Date: 10 November 2018
.making excellence a habit”

piswick High Road, London w4 4AL, UK,
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EC Design-Examination Certificate

Supplementary Information to CE 645522

Issued To: Eurosilicone SAS

Round Cristalline Paragel Mammary Implants, High Profile,

Z.I de La Peyroliére

BlPl 68

APT Cédex

84402
France

Soft Cohesive Gel Subfamily E.S.

81
Reference Volume CC Reference Volume CC Reference Volume CC

81/060 60 81/200 200 81/350 350
81/080 80 81/220 220 81/375 375
81/100 100 81/240 240 81/400 400
81/120 120 81/260 260 81/450 450
81/140 140 81/280 280 81/500 500
81/160 160 81/300 300 - -
81/180 180 81/325 325 - -

Round Cristalline Paragel Mammary Implants, Extra High Profile, Soft Cohesive Gel Subfamily

E.S. 811

Reference Volume CC Reference Volume CC Reference Volume CC

811/100 100 811/260 260 811/500 500
811/120 120 811/280 280 811/550 550
811/140 140 811/300 300 811/600 600
811/160 160 811/325 325 811/650 650
811/180 180 811/350 350 811/700 700
811/200 200 811/375 375 811/750 750
811/220 220 811/400 400 811/800 800
811/240 240 811/450 450 e 5

Information and Contact: BSI, Kitemark Court
! e UK Limited,

r of 551 Group of Companies.

nically and is bound b

, Davy Avenue, K
din England under number HuD";....

by the condiifng

e

&40 thy'requirements of the D

389 Uhiswick High Road, London W

Expiry Date: 10 November 2018
..making excellence a habit”
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Ireciive a3 demonstrated through the requirac
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Supplementary Information to CE 645522

Issued To:

Eurosilicone SAS
Z.1I de La Peyroliére
B.P. 68

APT Cédex

84402

France

Round Cristalline Paragel Mammary Implants, Medium Profile, Natural Cohesive Gel Subfamily

E.S. 802N
Reference Volume CC Reference Volume CC Reference Volume CC
802/100N 100 802/260N 260 802/500N 500
802/120N 120 802/280N 280 802/550N 550
802/140N 140 802/300N 300 802/600N 600
802/160N 160 802/325N 325 802/650N 650
802/180N 180 802/350N 350 802/700N 700
802/200N 200 802/375N 375 802/750N 750
802/220N 220 802/400N 400 802/800N 800
802/240N 240 802/450N 450 - -
Round Cristalline Paragel Mammary Implants, High Profile, Natural Cohesive Gel Subfamily
E.S. 810N
Reference Volume CC Reference Volume CC Reference Volume CC
810/155N 155 810/295N 295 810/500N 500
810/180N 180 810/320N 320 810/665N 665
810/215N 215 810/350N 350 810/765N 765
810/240N 240 810/390N 390 - -
810/265N LenbbF — o &O/43SN 435 - -
NOVE "
gL 290
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Expiry Date: 10 November 2018
..making excellence a habit”
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By Royal Charter

Supplementary Information to CE 645522

Issued To:

Round Cristalline Paragel Mammary Implants,

Eurosilicone SAS

Z.I de La Peyroliére

B.P. 68
APT Cédex
84402
France

01713

Medium Extra High Profile, Natural Cohesive

Gel Subfamily E.S. 805N
Reference Volume CC Reference Volume CC Reference Volume CC
805/170N 170 805/290N 290 805/420N 420
805/195N 195 805/310N 310 805/450N 450
805/215N 215 805/335N 335 805/480N 480
805/240N 240 805/360N 360 - -
805/265N 265 805/390N 390 - -
Round Cristalline Paragel Mammary Implants, Extra High Profile, Natural Cohesive Gel
Subfamily E.S. 812N
Reference Volume CC Reference Volume CC Reference Volume CC
812/100N 100 812/260N 260 812/500N 500
812/120N 120 812/280N 280 812/550N 550
812/140N 140 812/300N 300 812/600N 600
812/160N 160 812/325N 325 812/650N 650
812/180N 180 812/350N 350 812/700N 700
812/200N 200 812/375N 375 812/750N 750
812/220N 220 812/400N 400 812/800N 800
812/240N 240 |  812/450N 450 - -

SNSTANBUL 20. NOTERI
"% WZA YETKILI KATIP
SERHAN MANDACI

First Issued: 05 August 2018 5 September 2016 Expiry Date: 10 November 2018
..making excellence a habit”
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Validity of this certificate is conditional on the quality system belng maintained téfhe r%quite,n'! ents of the Direclive as demonstrated through the recuired

surveillance activities of the Notified Body,

30dY. r
This certificate was issued electronically and is bound by the conditipns pf
nfoIr d Contact: BSI, Kitemark Court, Davy Avenue, Knowliyll, #4ilton Keyhes MKS BPP. Tel: + 44 345 gan
BSI A JK Limited, registered in England under number 7805321 at 389 Chiswidk pligh Road, London W4 <
Ame Group of Companies
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EC Design-Examination Certificate

Supplementary Information to CE 645522

Issued To:

Anatomic Cristalline Para

Eurosilicone SAS

Z.I de La Peyroliére
B.P. 68

APT Cédex

84402

France

gel Mammary Implants, High Profile, Natural Cohesive Gel Subfamily

The Matrix ~ Full
Reference Volume CC Reference Volume CC Reference Volume CC
TMF1/120 120 TMF2/150 150 TMF3/175 175
TMF1/140 140 TMF2/175 175 TMF3/205 205
TMF1/170 170 TMF2/195 195 TMF3/230 230
TMF1/195 195 TMF2/225 225 TMF3/275 275
TMF1/225 225 TMF2/250 250 TMF3/305 305
TMF1/250 250 TMF2/285 285 TMF3/345 345
TMF1/290 290 TMF2/320 320 TMF3/385 385
TMF1/320 320 TMF2/360 360 TMF3/430 430
TMF1/370 370 TMF2/410 410 TMF3/475 475
TMF1/420 420 TMF2/465 465 TMF3/545 545
- - TMF2/540 540 TMF3/610 610
- - TMF2/615 615 TMF3/680 680
- - TMF2/670 670 TMF3/730 730

First Issued: 05 August 2016

imited, regi

st

Date: 16 September 2016

-ontact: BSI, Kitemark Court, Davy Avenue, Knowdhill, Milton Keyne
Lirnit i I in England under number 7805321 at 329 Chisyl

45 8PP Tal: + 44 245 (80 2000
itk High Road, London W4 4AL, UK.

Expiry Date: 10 November 2018
..making excellence a habit”
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¢ Directive as demonstrated through the reguired
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Supplementary Information to CE 645522

Issued To: Eurosilicone SAS i,
Z.I de La Peyroliére D 0 | - 93
B.P. 68 ¥ ] ’J Q}‘?
APT Cédex : At
84402 e
France

Anatomic Cristalline Paragel Mammary Implants, High Profile, Natural Cohesive Gel Subfamily
The Matrix = Medium

Reference Volume CC Reference Volume CC Reference Volume CC
TMM1/110 110 TMM2/140 140 TMM3/160 160
TMM1/125 125 TMM2/160 160 TMM3/190 190
TMM1/145 145 TMM2/180 180 TMM3/215 215
TMM1/175 175 TMM2/210 210 TMM3/255 255
TMM1/195 195 TMM2/235 235 TMM3/290 290
TMM1/225 225 TMM2/270 270 TMM3/320 320
TMM1/255 255 TMM2/305 305 TMM3/370 370
TMM1/295 295 TMM2/350 350 TMM3/410 410
TMM1/330 330 TMM2/385 385 TMM3/445 445
TMM1/375 375 TMM2/435 435 TMM3/515 515
- - TMM2/495 495 TMM3/575 55
- - TMM2/560 560 TMM3/645 645
- - TMM2/615 615 TMM3/695 695

ISTANBUL 20, NoTER}
W 0. NOTER]
IMZA YETKiL kaTip
ISERHAN MANDACY

First Issued: 05 August 2016 Date: 16 September 2016

Expiry Date: 10 November 2018
..making excellence a habit’
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Supplementary Information to CE 645522

Issued To: Eurosilicone SAS
Z] de La Peyroliére
B.P. 68
APT Cédex
84402
France

Anatomic Cristalline Paragel Mammary implants, High Profile, Natural Cohesive Gel Subfamily
The Matrix — Low

Reference Volume CC Reference Volume CC Reference Volume CC
TML1/100 100 TML2/120 120 TML3/145 145
TML1/115 115 TML2/145 145 TML3/175 175
TML1/130 130 TML2/175 175 TML3/200 200
TML1/160 160 TML2/195 195 TML3/240 240
TML1/180 180 TML2/225 225 TML3/270 270
TML1/210 210 TML2/260 260 TML3/310 310
TML1/245 245 TML2/295 295 TML3/360 360
TML1/280 280 TML2/330 330 TML3/390 390
TML1/320 320 TML2/375 375 TML3/450 450
TML1/355 555 TML2/415 415 TML3/495 995

First Issued: 05 August 2016 Date: 16 September 2016 Expiry Date: 10 November 2018

~making excellence a habit”
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jed electronically and is bound by the conditions
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2gistered in England under number 7805
Sl Group of Companies,
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EC Design-Examination Certificate

Supplementary Information to CE 645522

Issued To: Eurosilicone SAS
Z.I de La Peyroliére ) .l
B.P. 68 f-G I; ; 'ﬁ f
APT Cédex / ’

84402 X
France

Certificate History

Date Reference Action
Number
05 August 2016 10159692 First issue. Transfer from another Notified Body.
16 September 2016 | 10163266 Review of Tyvek packaging change.

First Issued: 05 August 2016 Date: 16 September 2016 Expiry Date: 10 November 2018
~making excellence a habit”
Page 11 of 11

This certificate was issued electronically and is bound by the conditiond&fthe connfect.

Validity of this certificate is conditional on the quality system being maifitafist ththe fequirements of the Directive as demaonstrated through the required
surveillance activities of the Notifiad Bady.

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowdhill, Milton ké
BSI Assurance UK Limited, registered in England under number 7805321 at 389 |
A member of BSI Group of Companies.

1es MKE 8PP, Tel: + 44 345 080 o000
stk High Road, London W4 441, UK.



