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EC Certificate

EC Design-Examination Certificate
Directive 93/42/EEC on Medical Devices (MDD), Annex Il (4)
(Devices in Class Ill)

No. G7 021103 0032 Rev. 01

www.zlg.de

Product Service

Manufacturer: Mentor Medical Systems B.V.
Zernikedreef 2
2333 CL Leiden
THE NETHERLANDS

Product: Body Contouring Implants
Breast Implants

The Certification Body of TUV SUD Product Service GmbH declares that a design examination has
been carried out on the respective devices in accordance with MDD Annex Il (4). The design of the
devices conforms to the requirements of this Directive. For marketing of these devices an additional
Annex |l certificate is mandatory. See also notes overleaf.

Report no.: 713141378
Valid from: 2019-02-23
Valid until: 2021-02-22

Date, 2019-02-21 / W

Stefan Preil}
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Product Service

Facilitv(ies): Mentor Medical Systems B.V.
y( ) Zernikedreef 2, 2333 CL Leiden, THE NETHERLANDS

Model(s):
MENTOR® Round Gel Breast Implants Cohesive I™ and
IlTM

SILTEX™ Round Moderate Profile Gel Breast Implants
Cohesive I™

354-1007, 354-1257, 354-1507, 354-1757, 354-2007, 354-2257,
354-2507, 354-2757, 354-3007, 354-3257,

354-3507, 354-3757, 354-4007, 354-4507, 354-5007, 354-5507,
354-6007, 354-7007, 354-8007

SILTEX™ Round Moderate Profile Gel Breast Implants
Cohesive II™

354-1009, 354-1259, 354-1509, 354-1759, 354-2009, 354-2259,
354-2509, 354-2759, 354-3009, 354-3259,

354-3509, 354-3759, 354-4009, 354-4509, 354-5009, 354-5509,
354-6009, 354-7009, 354-8009

LTUV SUDSRU '8 3
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SILTEX™ Round Moderate Plus Profile Gel Breast Implants
Cohesive I™

354-1001, 354-1251, 354-1501, 354-1751, 354-2001, 354-2251,
354-2501, 354-2751, 354-3001, 354-3251, 354-3501, 354-3751,
354-4001, 354-4501, 354-5001, 354-5501, 354-6001, 354-7001,
354-8001
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SILTEX™ Round Moderate Plus Profile Gel Breast Implant
Cohesive II™

324-5125, 324-5150, 324-5175, 324-5200, 324-5225, 324-5250,
324-5275, 324-5300, 324-5325, 324-5350,

324-5375, 324-5400, 324-5450, 324-5500, 324-5550, 324-5600,
324-5700, 324-5800

SILTEX™ Round High Profile Gel Breast Implants Cohesive I™
354-4125, 354-4150, 354-4175, 354-4200, 354-4225, 354-4250,
354-4275, 354-4300, 354-4325, 354-4350,

354-4375, 354-4400, 354-4425, 354-4450, 354-4500, 354-4550,
354-4600, 354-4650, 354-4700, 354-4800
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SILTEX™ Round High Profile Gel Breast Implants Cohesive
"TM

324-4125, 324-4150, 324-4175, 324-4200, 324-4225, 324-4250,
324-4275, 324-4300, 324-4325, 324-4350,

324-4375, 324-4400, 324-4425, 324-4450, 324-4500, 324-4550,
324-4600, 324-4650, 324-4700, 324-4800
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SILTEX™ Round Ultra High Profile Gel Breast Implants
Cohesive I™

354-5135, 354-5160, 354-5185, 354-5215, 354-5240, 354-5270,
354-5295, 354-5320, 354-5350, 354-5375,

354-5400, 354-5430, 354-5455, 354-5480, 354-5535, 354-5590

Smooth Round Moderate Profile Gel Breast Implants
Cohesive I™

350-7125BC, 350-7150BC, 350-7175BC, 350-7200BC, 350-
7225BC, 350-7250BC, 350-7275BC, 350-7300BC, 350-7325BC,
350-7350BC, 350-7375BC, 350-7400BC, 350-7450BC, 350-
7500BC, 350-7550BC, 350-7600BC, 350-7700BC, 350-7800BC

Smooth Round Moderate Plus Profile Gel Breast Implants

Cohesive I™

350-1251BC, 350-1501BC, 350-1751BC, 350-2001BC, 350-
2251BC, 350-2501BC, 350-2751BC, 350-3001BC, 350-3251BC,
350-3501BC, 350-3751BC, 350-4001BC, 350-4501BC, 350-
5001BC, 350-5501BC, 350-6001BC, 350-7001BC, 350-8001BC

Smooth Round High Profile Gel Breast Implants Cohesive I™
350-1254BC, 350-1504BC, 350-1754BC, 350-2004BC, 350-
2254BC, 350-2504BC, 350-2754BC, 350-3004BC, 350-3254BC,
350-3504BC, 350-3754BC, 350-4004BC, 350-4254BC, 350-
4504BC, 350-5004BC, 350-5504BC, 350-6004BC, 350-6504BC,
350-7004BC, 350-8004BC

Smooth Round Ultra High Profile Gel Breast Implants

Cohesive I™

350-5135BC, 350-5160BC, 350-5185BC, 350-5215BC, 350-
5240BC, 350-5270BC, 350-5295BC, 350-5320BC, 350-5350BC,
350-5375BC, 350-5400BC, 350-5430BC, 350-5455BC, 350-
5480BC, 350-5535BC, 350-5590BC

Smooth Round Moderate Plus Profile Xtra Gel Breast Implants

SMPX-130, SMPX-160, SMPX-190, SMPX-215, SMPX-240,
SMPX-270, SMPX-295, SMPX-325, SMPX-350, SMPX-370,
SMPX-405, SMPX-440, SMPX-490, SMPX-545, SMPX-605,
SMPX-645, SMPX-755,

SMPX130C, SMPX160C, SMPX190C, SMPX215C, SMPX240C,
SMPX270C, SMPX295C, SMPX325C, SMPX350C, SMPX370C,
SMPX405C, SMPX440C, SMPX490C, SMPX545C, SMPX605C,
SMPX645C, SMPX755C

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrae 65 « 80339 Munich » Germany
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Model(s): SILTEX™ Round Moderate Plus Profile Xtra Gel Breast
Implants

TMPX-130, TMPX-160, TMPX-190, TMPX-215, TMPX-240,
TMPX-270, TMPX-295, TMPX-325, TMPX-350, TMPX-370,
TMPX-405, TMPX-440, TMPX-490, TMPX-545, TMPX-605,
TMPX-645, TMPX-755,

TMPX130C, TMPX160C, TMPX190C, TMPX215C, TMPX240C,
TMPX270C, TMPX295C, TMPX325C, TMPX350C, TMPX370C,
TMPX405C, TMPX440C, TMPX490C, TMPX545C, TMPX605C,
TMPX645C, TMPX755C

SMOOTH Round High Profile Xtra Gel Breast Implants

SHPX-150, SHPX-180, SHPX-200, SHPX-235, SHPX-260, SHPX-
285, SHPX-335, SHPX-355, SHPX-380, SHPX-415, SHPX-450,
SHPX-465, SHPX-490, SHPX-535, SHPX-595, SHPX-650, SHPX-
700, SHPX-755, SHPX-790,

SHPX150C, SHPX180C, SHPX200C, SHPX235C, SHPX260C,
SHPX285C, SHPX335C, SHPX355C, SHPX380C, SHPX415C,
SHPX450C, SHPX465C, SHPX490C, SHPX535C, SHPX595C,
SHPX650C, SHPX700C, SHPX755C, SHPX790C
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SILTEX™ Round High Profile Xtra Gel Breast Implants
THPX-150, THPX-175, THPX-200, THPX-230, THPX-255, THPX-
285, THPX-325, THPX-340, THPX-365, THPX-405, THPX-425,
THPX-455, THPX-470, THPX-515, THPX-570, THPX-620, THPX-
680, THPX-725, THPX-765,

THPX150C, THPX175C, THPX200C, THPX230C, THPX255C,
THPX285C, THPX325C, THPX340C, THPX365C, THPX405C,
THPX425C, THPX455C, THPX470C, THPX515C, THPX570C,
THPX620C, THPX680C, THPX725C, THPX765C
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Product Service

EC Certificate

EC Design-Examination Certificate
Directive 93/42/EEC on Medical Devices (MDD), Annex |l (4)

(Devices in Class Ill)

No. G7 021103 0032 Rev. 01

Model(s):
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MENTOR® Contour PROFILE™ Gel Breast Implants
Cohesive III™

CPG™311 Gel Breast Implant Cohesive IlI"™, Low Height,
Moderate Profile

334-0951, 334-1001, 334-1051, 334-1101, 334-1151, 334-1201,
334-1251, 334-1301, 334-1351, 334-1401,

334-1451, 334-1501, 334-1551, 334-1601, 334-1651

CPG™312 Gel Breast Implant Cohesive llI"™, Low Height,
Moderate Plus Profile

334-0907, 334-0957, 334-1007, 334-1057, 334-1107, 334-1157,
334-1207, 334-1257, 334-1307, 334-1357,

334-1407, 334-1457, 334-1507, 334-1607

CPG™313 Gel Breast Implant Cohesive IlI"™, Low Height, High
Profile

334-0906, 334-0956, 334-1006, 334-1056, 334-1106, 334-1156,
334-1206, 334-1256, 334-1306, 334-1356,

334-1406, 334-1456, 334-1506

CPG™321 Gel Breast Implant Cohesive IlI"™, Medium Height,
Moderate Profile

354-0908, 354-0958, 354-1008, 354-1058, 354-1108, 354-1158,
354-1208, 354-1258, 354-1308, 354-1358,

354-1408, 354-1458, 354-1508, 354-1608, 354-1708

CPG™322 Gel Breast Implant Cohesive IlI™, Medium Height,
Moderate Plus Profile

334-0905, 334-0955, 334-1005, 334-1055, 334-1105, 334-1155,
334-1205, 334-1255, 334-1305, 334-1355,

334-1405, 334-1455, 334-1505

CPG™323 Gel Breast Implant Cohesive IlI™, Medium Height,
High Profile

334-0902, 334-0952, 334-1002, 334-1052, 334-1102, 334-1152,
334-1202, 334-1252, 334-1302, 334-1352,

334-1402, 334-1452

CPG™331 Gel Breast Implant Cohesive IlI™, Tall Height,
Moderate Profile

334-0903, 334-0953, 334-1003, 334-1053, 334-1103, 334-1153,
334-1203, 334-1253, 334-1303, 334-1353,

334-1403, 334-1453, 334-1503, 334-1553

TUV SUD Product Service GmbH « Certification Body - RidlerstraRe 65 « 80339 Munich » Germany
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No. G7 021103 0032 Rev. 01

CPG 332 Gel Breast Implant Cohesive lll™, Tall Height,
Moderate Plus Profile

334-0909, 334-0959, 334-1009, 334-1059, 334-1109, 334-1159,
334-1209, 334-1259, 334-1309, 334-1359,

334-1409, 334-1459, 334-1509

CPG 333 Gel Breast Implant Cohesive ll™, Tall Height, High
Profile

334-0904, 334-0954, 334-1004, 334-1 054, 334-1104, 334-1154,
334-1204, 334-1254, 334-1304, 334-1354,

334-1404, 334-1454

MENTOR® Becker™ Breast Implants Cohesive 1™and
Cohesive II™

SILTEX™ Round BECKER™ 25 Expander / Breast Implant

Cohesive I™
354-1500, 354-2000, 354-2500, 354-3000, 354-3500, 354-4000,
354-5000, 354-6000, 354-7000, 354-8000

SILTEX™ Round BECKER™ 50 Expander / Breast Implant
Cohesive |™
354-1515, 354-2020, 354-2525, 354-3030, 354-3535

SILTEX™ Contour PROFILE™ BECKER™ 35 Expander / Breast

Implant Cohesive II™
324-0955, 324-1055, 324-1155, 324-1205, 324-1255, 324-1305,
324-1355, 324-1405, 324-1 505, 324-1605
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