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Annexe a l'avis de sécurité — lettre d'information destinée aux utilisateurs
finaux

Aws de securité urgent — Im Iants Silimed

Nom commercial des produits concernés :

Chirurgie plastique : Implants mammaires, implants pectoraux, implants fessiers, implants des mollets,
implants pour la chirurgie de la main, expanseurs tissulaires, implants faciaux, dilatateurs nasaux,
feuilles de suspension pour chirurgie mammaire.

Chirurgie bariatrique : anneaux et ballons gastriques.

Implants d'urologie : implants testiculaires, implants péniens, conforméres vésicaux, constricteurs
periurétraux, tubes pour hypospadias, endoprothéses vaginales.

Implants de silicone pour les applications de chirurgie générale : blacs et feuilles.

Dispositifs invasifs de silicone : calibreurs pour implants de silicone.

Identifiant FSCA : FSCA 2015-01

Type de mesure : cesser l'utilisation et mettre en quarantaine tous les dispositifs
énumérés

Date : 24/09/2015

Attention :

A tous les distributeurs et utilisateurs finaux (professionnels, hdpitaux et établissements de
soins de santé)

Détails sur les dispositifs concernés :
Tous les numéros de lot/série des dispositifs énumérés ci-dessous :

* Chirurgie plastique : Implants mammaires, implants pectoraux, implants fessiers, implants des
mollets, implants pour la chirurgie de la main, expanseurs tissulaires, implants faciaux,
dilatateurs nasaux, feuilles de suspension pour chirurgie mammaire.

Chirurgie bariatrique : anneaux et ballons gastriques.
Implants d'urologie : implants testiculaires, implants péniens, conforméres vésicaux,
constricteurs périurétraux, tubes pour hypospadias, endoprothéses vaginales.

* Implants de silicone pour les applications de chirurgie générale : blocs et fauilles.

* Dispositifs invasifs de silicone : calibreurs pour implants de silicone.

Une liste détaillée comprenant les numéros de catalogue de tous les produits se trouve en
annexe de la présente lettre.

Description du probléme :

Lors d'un audit portant sur les procédés de fabrication de la société Silimed par notre organisme notifié
Tiv Sid, des particules ont été découvertes & la surface de certains implants mammaires. Ces
particules étaient conformes aux critéres définis par Silimed, dans la mesure ol aucun critére n'a été
defini dans les normes actuelles, mais cela n'a pas été accepté par TUV SUD. Dés ce moment, une
mesure corrective a eté implémentée dans les procédés de fabrication des implants mammaires de
Silimed afin de tenter d'éliminer la possibilité d'un transfert de particules & la surface des implants,
Toutefois, ces mesures n'ont pas résclu le probléme de maniére définitive et Tiv Sid a décidé de
suspendre le certificat CE jusqu'au 17 décembre 2015. Bien que notre évaluation du risque n'a révélé
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aucun risque grave pour la santé, Silimed est en discussion avec les autorités compétentes
européennes et notre organisme notifié afin d'examiner le probléme en profondeur, de vérifier et de
fournir la preuve qu'il ne représente aucun risque pour la santé du patient et de déterminer les actions
préventives ou correctives supplémentaires qui peuvent étre prises pour éliminer le transfert de
particules. Par mesure de précaution, il est demandé aux utilisateurs finaux de ne pas procéder a
limplantation des dispositifs mentionnés ci-dessus jusqu'a nouvel ordre.

Conseil sur les mesures préventives a prendre par l'utilisateur :

« Cesser limplantation et placer les produits en quarantaine jusqu'a nouvel ordre.

« Veuillez transmettre le présent avis & tous ceux qui doivent étre avertis au sein de votre
organisation ou aux organisations auxquelles les dispositifs susceptibles d'étre concernés ont été
transférés.

«  Signer le formulaire de confirmation en annexe et le renvoyer a votre distributeur de produits

Silimed afin d'accuser réception du présent avis de sécurité. Les coordonnées de volre
distributeur sont disponibles ci-aprés.

Si vous avez des questions, veuillez nous contacter & :

Coordonnées :
Country Address Distributor | Contact Phone E-mall
246 Allée Lavoisker - Mr Wilkam
France F - 42350 La Aspide Medical | Wiscek (33) 47753-1659 | eboulllol@asplde.com
Talaudiere - France Eric Bouiltet

Le soussigné confirme gue le présent avis a été fourni aux organismes de réglementation appropriés.

. : f L '{f
Signature : .-J\',&H-m L}' k;{,{‘_&w L_J\ ™

SILIMED - Industria de Implantes Ltda

Rua Figueiredo Rocha 374 Louise Azevado Alves

91240-660 Rio de Janairo Farmacdutica Hespontavel

Brésil GRF 3411
Accusé de réception

référence ACSE 2015-01 et qu'il/elle agira en conséquence.

Institution :
MNom : Date et signature :

Le soussigné confirme quiillelle a bien regu les informations ci-dessus relatives a l'avis de sécurité avec

Rua Figueiredo Rocha, 374 = Vigario Geral « RlodeJaneiro » R] = Brasll
Tel. 55 213687 7000 Fax 55 21 3687 7140 www.silimed.com.br
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The Products covered by the TUV Certificate and
Products Covered by Annex VIl (Auto-declaration)

Product Name

References

Mammary Implants -
Smooth Surface

10512-XXX

080, 100, 120; 140; 160, 180, 200; 220, 240; 260, 280; 300, 330, 360; 380,
420, 450, 500, 550, 600, 650, 700

10521-XXX

095, 115; 135; 155; 175; 195, 215; 235, 255, 275, 295; 315; 335; 355, 385,
415, 455, 485, 545, 605, 655, 595

10521- XXXEA

115; 135; 165; 175; 195; 215; 235; 255; 275; 2985; 315; 335; 355; 385; 415;
455, 495; 545; 605; 655, 695

21611-KKX

115, 135, 155, 175; 195; 215, 235, 255, 285, 305, 325; 355; 385, 435

21621-XXX

095; 115; 135, 155, 175, 185, 215, 235, 255, 285, 305; 325, 355, 385, 435, 485

Product Name

References

XXX

Mammary Implants -
Textured Surface

20621-XKX

115; 135; 155, 175; 195; 215; 235; 255; 285; 305; 325; 355; 385, 435; 485;
525; 575, 625, 695

20621-XXXEA

206, 225, 245, 265; 285; 305, 330; 355, 380; 410; 450; 500; 550, 600; 650

20622-XXXLO

155; 170; 185; 200; 215; 240, 275, 335; 360; 430; 475; 570; 615

20822-XXXMD

180, 205, 225; 240; 255, 280, 330, 385, 440, 505, 565

20622-XXXHI

225; 245; 2T0; 285; 305; 335, 390, 445; 505; 570

20622-XXXXH

255; 280; 305; 325; 360, 380, 430; 500, 570; 625

20630-XXX

115, 135, 155, 175, 195, 215, 235; 255, 205, 325, 355, 385; 445, 500; 550, 600

20630-XXXEAL

185; 205; 225, 245; 265 285: 305; 325; 345 375 405; 435; 465; 495

20637-XXXLO

135; 145; 155; 170; 185; 200; 230; 275; 315; 360; 410

20637-XXXMD

160; 170; 190; 205; 220; 245: 275; 320; 360; 415; 470

20837-XXXHI

185; 200; 220, 235; 255; 270, 320; 370; 425; 485, 580

20637-XXXXH

210; 230; 250, 270; 290; 320, 385; 425; 475; 550; 610

20644-22 %L

170; 220; 270, 320; 410, 500

20645- 20K L

120, 150; 180, 210; 250, 280; 330; 370, 400; 450; 500; 550

20646-XXXL

180; 240, 300, 370, 480, 550

20846-XAXL0O

220; 250; 285; 320; 365, 405; 455, 505

20648-2CCXMD

250; 280; 320, 360; 400, 450; 500, 555

2084624 XHI

185, 210, 245, 2B5; 315; 355, 395, 450; 500; 545

20646-XXXXH

220; 240, 280, 325; 350, 405; 440, 485

20674-XXALO

225, 260, 295, 340; 380, 425, 475; 530

2067 4-XXXMD

180; 210; 240; 275; 310; 350; 400; 450; 500; 560; 615

2067 4-XXxHI

180; 215; 250, 285; 320, 365, 410; 460; 510, 570; 635

20674-XXXXH

215; 250; 290; 330; 375; 420, 465; 520

20676-AA XL

115; 135; 155, 175; 195; 225, 245; 265; 2B5; 305; 325; 365, 390; 430; 480;
530; 570, 6840

Product Name

References

XXX

Mammary Implants -
Polyurethane Foam
Coated

J0535-XXK

135; 155, 175; 195; 215; 235; 255; 285; 305; 325; 355; 385; 435

30535-XXXLO

108; 135; 160; 180; 226&; 260, 205, 350, 410; 460; 510

J0535-XXXMD

125, 150, 175, 210; 245; 300; 325; 375, 425, 480, 545

30535-2KXHI

140, 185; 185, 235, 275, 315, 355, 400; 460, 520, 615

J0535-XXXXH

150; 180; 215, 265; 300; 345, 380, 435; 505; 560; 655

30615-XXX

040; 060, 080; 100; 120; 140; 160; 190, 220, 250; 280; 310; 350; 370, 400,
450; 500; 550; 600

J0621-XKX

0B5; 115; 135, 165; 175; 195, 215; 235; 255; 285; 305; 325; 355; 385; 435
485, 525, 575; 625, 695

30B22-XXXLO

145, 160; 175; 195, 210; 235; 270; 320; 360; 420, 475; 560; 610

J0E22-XAXXMD

180; 205; 225, 240; 255, 280, 335; 390; 440; 505, 560

30622-XXXHI

225, 240, 265; 280; 305; 330; 380; 435, 495; 560

J0622-XXXHXH

250, 275; 300, 320, 350, 375, 425; 485, 565; 620

J0626-KKX

095; 115; 135; 155; 175; 185; 215; 235; 255; 285 306; 325; 355; 385: 435
485; 525; 575, 625, 635
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The Products covered by the TUV Certificate and
Products Covered by Annex VIl (Auto-declaration)

Product Name

References

XXX

Mammary Implants -
Polyurethane Foam
Coated

30635-XK KL

105; 120; 135; 150; 165; 185; 205; 225; 245; 265; 285, 305; 325; 345; 375;
405; 435; 465; 495 535; 575; 615; 655; 685

30636-XXXL

095; 115; 135; 155; 175; 195, 215; 235; 255; 285; 315; 345; 385; 435: 475;
5185; 565; 605; 645; 685

30637-XXXLO

130; 140; 155; 170; 180; 195; 230; 270; 310; 355; 400; 455; 515; 580

30637-XXXMD

1585; 170; 185, 200, 220; 245, 275; 315; 360; 410; 485

30637-XXXHI

185; 200; 215; 230; 250; 270; 315 360; 410, 465; 525; 590

J0EIT-XKXXXH

210; 230; 245; 270, 280; 315, 360, 410; 470; 530; 580

30644-XX XL

170; 220; 270, 320; 410; 500

30645-XXXL

120, 150; 180, 210, 250; 290; 330; 370, 400, 450, 500; 550

30646-XXXLO

220; 255, 285, 325; 365, 410, 455; 505

J0E46-XXXMD

250; 285; 320; 360, 405, 450; 500; 555

30846-XXxHI

180; 210; 235, 270, 310, 345; 395; 440, 480, 535

J0646-XXXXH

205; 235; 285, 305; 350, 390; 435; 485; 540, 595

30646-XX XL

180; 240, 300, 370; 480, 550

30674-XXXLO

230; 260; 300; 345; 385; 425; 480; 535

3067 4-XXXMD

180; 210; 240, 275; 315; 355; 405; 450, 500; 560, 620

30674-XXXHI

190; 220, 250; 285; 325; 365; 410; 465, 515; 560

J0BT4-XXXXH

220; 250, 290, 335; 375, 420, 470

J06TE-XXXL

115; 135; 155; 175; 195; 225; 245; 265; 285; 305; 325; 365; 390; 430; 480,
530; 570; 840

Product Name

References

XXX

Calf Implant

10400-Xx

012; 030; O70; 090; 095; 120; 140

10410-XXX

085; 140; 180

402-X XX

065, 100; 160; 190, 260; 270

412-KKK

150, 200; 230

Product Name

References

Pectoral Implant

10130-XXX D/E

190, 230, 300

20130-XXX D/E

190, 230, 300

Product Name

References

XXX

Gluteal Implant

10810-XX4X

160; 180, 200; 220; 240; 270; 300; 330; 360

13860-XKX

200, 250, 300, 350, 400, 450, 500

13961-KKK

200, 250, 300; 350, 400; 450; 500

S0340-20X,

145; 225, 275, 330, 385; 445; 550

932-XKX

115; 120; 125; 130

Product Name

References

Chin Implant

10-XKX

035, 045, 050; 055, 075

15-XKX

060, 065, 080

Malar Implant

20-XXX

025; 030, 032

25-X4 DfE

40; 45, 50

Zygomatic Implant

30-X0X DfE

040

Implant for Nasal
Dorsum

S0-2KX

040, 055

Masal
Implant in "L"

TO-RHX
20070-XXA

T1-XXX
2007 1-XXX

T2-KEX

20072-XXX
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The Products covered by the TUV Certificate and
Products Covered by Annex VIl (Auto-declaration)

Product Name

References

Ear Implant

20080-XXX D/E

Product Name

References

MNostril Retainer

TMT1-KXX

018; 019; 020, 021; 022, 023, 024; 025; 026, 027, 028, 029

Product Name

References

XXX

Tendon Spacer

2051-X

34,5686

Product Name

References

KXX

Tissue Expander

F41-KXXK-2

003; 005; 008; 012; 016; 018; 020, 030; 050

B10-XXX-3
20810-XXX-3

030; 050, 100, 105, 160, 200; 205, 250, 320, 400, 500, 500; 640; 700; 720,
800; 1000

B1T7-KXK-1
20817-XX%-1

030; 050; 100; 105; 160; 200; 205; 250; 320, 400; 500; 600; 640; 700; 720;
B800; 1000

B20-XXX-3
20820-KAXK-3

012; 025; 050; 100; 150; 200; 300; 400; 700

B2T-KHK-1
20827-XKX-1

012; 025; 050; 100; 150; 200; 300; 400; 700

BI0-XXX-3
20830-XxX-3

220, 480, 520

841-016-1
20841-016-1

016

B41-XXK-1
20841-X6X-1

040D, 040E; 055D; 055E
* D/E = Right/ Left

B51-X00K-1

001, 002, 003; 004; 005

B61-XXX-1

021; 025

BB0-XXX-1

145; 185

BB1-XAR-1

010

B819-X XX
20819-X8X

160; 200, 205; 250; 320, 400; 500, 600; 640; 700; 720; 80O, 1000

BIO-XXX
20829-X5X,
20820-XXXG

150; 200; 300, 400; 700

20730-KXX-1

320; 470; 600; 850

207E0-XXX-1

200; 300; 400; 500; 800, 700; 800

B00-XXX-3
20800-XXX-3

050; 100; 200; 300; 400; 500; 600; 700; 800; 900; 1000

BOT-XXX-1
20807-XX%-1

050; 100; 200; 300; 400; 500; 600; 700; 800; 900; 1000

802-XXXK

100; 195; 200; 215; 235; 255; 285; 300; 305; 325: 355 400; 500; 600; 700:
800; 900; 1000

20739-XXX

320; 470, 600; 850

20768-XXX

200; 300; 400; 500; 800; 700; 800

20769-XXXG

400, 500, 600, 700, 800

20789-XXX
20788-XXXG

320; 390, 470; 540, 690, 840

20758-XXX

350; 450, 550, 650, 770

20759- XXXG

350, 450, 550; 650; 770

20799-XH XA,

310; 470, 570; 620; 780

20799-XXXAG

310, 380, 470, 570, 620, 780

808-XXX
20808-XXX
20809-XXXG

200; 300, 400; 500; 600; Y00, 800; S00; 1000

2067 49-XXX
206749G-X XX

185, 215, 255, 300, 385, 435, 475; 545

20787 XXX

320, 380, 470, 540, 590, 840




@ The Products covered by the TUV Certificate and
S".lMED Products Covered by Annex VIl (Auto-declaration)

Product Name References
Gastric Balloon B330-XXX 350; 450

Product Name References
1 f
Silicone Sheet 201 X% Q17; 050: O75; 100; 125; 150; 300
1251-XXXS
1200-XXX 010; 030; 050; 080
Silicone Block 1201-XX¥ 140

1202-KXXK 140

Product Name References
3230-XXX 003; 005; 010, 020; 030, 040
Testicular Implant J221-KXN 005; 010; 020; 030; 040

3232-XXXK 022; 025; 030; 040; 045; 050

Product Name References
3109-XXX 120; 140; 160; 180,200
Penile Implant 3111200 140; 160; 180; 200, 220
3113-XKX 170; 190, 210; 230

Product Name References
Vesical Conformer A300-XXX 100; 270

Product Name References

Periurethral 3310-XKX 055. 085: 075
Constrictor —
Inflatable 3312-KXX 045: 055: 085: 075

Product Name References

Tube for
Hypospadias

Product Nama References
Vaginal Stent 3521-XXX : 420: 140: 160

Product Name References

Suspension Sheet
for Mammaoplasty SR
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The Products covered by the TUV Certificate and
Products Covered by Annex VIl (Auto-declaration)

Product Name

References

Model

1240-01312

Inverted “T"

1240-010H

1240-01011

1240-0161

1240-011H

1240-0111

1240-01112

1240-012H

1240-01212

1230-015

Product Name

Refarences

Sizer for Gluteal
Implant

B00-XXX FiM

100, 140, 180, 250, 300

802-XXX FiMm

110, 130, 150, 160, 170

810-XXX FIM

180, 180, 200, 220, 240, 270, 300, 330, 360

B20-XXX FIM

200, 240, 300, 350, 400

922-XXX FiM

150, 155, 160, 165, 168, 170

932-XXX Fim

115, 120, 125, 130

940-XXX FIM

145, 225, 275, 330, 385, 445, 550

942-XXX Fim

135, 145, 160, 170, 175,180, 185

13960-XXX FiM

200, 250, 300; 350, 400; 450; 500

13961-XXX FiM

200, 250; 300, 350, 400; 450, 500

Product Name

References

XXX

Sizer for Calf Implant

10400-2XX Fiv

012, 030, 045, 060, 070, 080, 080, 095, 100, 120, 140

402-XXX FIM

065, 100, 120, 140, 160, 175, 190, 195, 230, 280, 270

10410-X5X FiM

045, 055, 085, 085, 140, 180, 220

412-XXX FIM

120, 130, 140, 150, 160, 170, 180, 190, 200, 220, 230, 245, 265

Product Name

Referances

XXX

Sizers for Penile
Implant

3000-XXX M

230

Product Mame

References

XXX

Sizers for Testicular
Implant

3230-XXX FiM

003, 005, 010, 020, 030, 040

3232-XXX FIM

022, 025, 030, 040, 045, 050




® The Products covered by the TUV Certificate and
SILIMED Products Covered by Annex VIl (Auto-declaration)

Product Name References XXX

100; 105; 110; 115; 120; 125; 130; 135; 140; 145; 150; 155; 160; 165; 170;
175; 180; 185; 190; 195; 200; 205; 210; 215; 220; 225; 230; 235; 240; 245
250, 2585; 260; 265; 270; 275; 280, 285; 290; 295; 300; 305: 310; 315; 320;
325; 330; 335; 340; 345; 350; 355, 360; 365, 370; 375, 380; 385; 390, 395
10521- XXX EAM | 400; 405; 410; 415; 420; 425; 430, 435, 440, 445; 450, 455; 460; 465; 470;
475 480; 485; 490, 495; 500: 505; 510; 515; 520; 525; 530; 535, 540; 545;
§50; 555, 560; 565; 570; 575, 580, 585, 590; 595; 600, 605; 610; 615; 620,
625; 630, 635; 640, 645; 650; 655, 660, 665; 670; 675; 680; 6856, 690; 635,
700

080, 100; 120; 140, 160; 180; 200, 220; 240; 260; 280, 300; 330; 360; 390;
10512-XXXM | 420; 450; 500: 550: 600; 650; 700

095; 115; 135; 155; 175; 195; 215; 235; 255; 275; 295, 315; 335; 355; 385;
10521-XXXM | 415 455; 495. 545. 605: 655. 635

100; 120; 140; 160; 190; 220; 250, 280; 310; 340; 370; 400; 450; 500; 550;
20610-XXXM | e60. 650: 700

115; 135; 155; 175; 195; 215, 235, 255; 285; 305; 325, 355; 385; 435; 485;
20621-XXXM | 555: 575: 625 695
20621-XXX EAM | 205; 225; 245, 265, 285; 305; 330; 355; 380; 410,450, 500, 550, 600; 650

100; 105; 110; 115; 120; 125; 130; 135; 140; 145; 150; 155, 160; 165; 170,
175; 180; 185; 190; 195; 200, 205; 210; 215; 220; 225; 230; 235; 240; 245,
250, 255; 260, 265; 270; 275; 280, 285, 290; 295; 300; 305; 310; 315; 320;
325, 330; 335; 340, 345; 350; 355; 360; 365; 370; 375; 380; 365; 390, 395;
206220000 LOM | 400; 405; 410; 415; 420; 425; 430; 435; 440; 445; 450; 455; 460; 465; 470;
475; 480; 485; 490; 495; 500; 505; 510; 515; 520; 525; 530; 535; 540; 545;
580; 565; 580, 565; 570, 6575, 580, 585; 590; 595, 600, 605; 610; 615; 620;
625 630; 635; 640; 645; 650; 655; 660; 665; 670; 675; 680; 685; 690; 695;
700
100; 105; 110; 115; 120; 125; 130; 135; 140; 145; 150; 155; 160; 165; 170;
175; 180; 185; 190; 195; 200; 205; 210; 215; 220, 225; 230; 235; 240, 245;
) 250; 255; 260, 265; 270, 275; 280; 285; 290; 285, 300; 305; 310; 315; 320;
Sizers for Mammary 325; 330; 335; 340, 345, 350; 355; 360; 365; 370, 375; 380; 385; 380, 305;
Implants - Supplied | 20622-XXX MDM | 400; 405; 410, 415; 420; 425; 430; 435; 440; 445; 450; 455; 460; 465, 470;
non-steriles 475; 480; 485; 490; 495; 500; 505; 510; 515; 520; 525; 530, 535; 540; 545;
550; 555; 560; 565; 570; 575; 580; 585; 590; 595; 600; 605; 610; 615; 620;
625; 830; 635, 640; 645, B50; 655; 680; 665; 670, 675; 680, 685; 690, 695;
700
100; 105; 110; 115; 120; 125; 130; 135; 140; 145, 150; 155; 160; 165; 170;
175; 180; 185; 190; 195; 200, 205; 210; 215; 220; 225; 230; 235; 240; 245,
250; 255; 260; 265; 270; 275; 280; 285; 290; 205 300; 305; 310; 315; 320;
325; 330; 335, 340; 345; 350, 355, 360; 365; 370, 375; 380; 385; 3080, 395
20622-XXX HIM | 400; 405; 410; 415; 420, 425, 430, 435; 440, 445; 450; 455; 460; 465; 470;
475; 480, 485; 490; 495; 500; 505, 510; 515, 520, 525; 530; 535; 540; 545,
580; 555; 560; 565; 570; 575; 580, 585; 590; 595; 600, 605; 610, 615; 620;
625; 630; 635; 640; 645; 650; 655; 660; 665; 670; 675, 680; 685 690; 695;
700
100; 105; 110; 115; 120; 125; 130; 135; 140; 145; 150; 155; 160; 165; 170;
175: 180; 185; 190; 195: 200: 205 210; 215: 220; 225 230: 235: 240; 245;
250; 255, 260, 265; 270; 275, 280, 285; 290, 295; 300; 305; 310; 315; 320;
325; 330; 335; 340; 345; 350; 355; 360; 365; 370; 375; 380; 385; 390, 385;
20822-XXX XHM | 400; 405; 410; 415; 420; 425, 430; 435; 440; 445; 450; 455; 460; 465; 470;
475; 480; 485; 490; 495; 500; 505; 510; 515; 520; 525; 530; 535; 540; 545;
550; 555; 560, 565, 570; 575, 580; 585; 580; 595; 600; 605, 610; 615, 620;
625; 630, 635; 640; 645; 650; 655; 660; 665; 670; 675; 680, 685; 690; 695;
700
20630-XXX M ; ag 135; 155; 175; 195; 215; 235, 255; 295; 325, 355; 385, 445; 500; 550;
135; 165; 185; 205; 225, 245; 265; 285; 305; 325 345; 375; 405; 425; 435,
465; 475; 495; 525
135; 145; 165; 170; 185; 200; 230; 275; 315; 360; 410; 415; 420; 425; 430;
435; 440; 445; 450; 455; 460; 465; 470; 475; 480, 485; 490; 495; 500; 505;
20637-XXX LOM | 510; 515; 520; 525; 530; 535; 540; 545, 550; 555; 560; 565; 570; 575; 580,
585; 580; 595 600; 805, 610; 615; 620; 625, 630, 635; 640; 645; 650, 655;
660, 665; 670; 675; 680, 685, 690; 695; 700

20630-XXXEAM




The Products covered by the TUV Certificate and
Products Covered by Annex VIl (Auto-declaration)

Product Name

References

XXX

Sizers for Mammary
Implants - Supplied
non-steriles

20637-XXX MDM

160, 170, 190; 205, 220; 245; 275; 320, 360; 415, 470; 475, 480; 485; 490;
485, 500; 505, 510, 515; 520; 525; 530; 535; 540; 545; 550, 555; 560; 565;
570, 575, 6580, 5B85; 590, 595, 600; 605, 610; 615; 620, 625, 630; 635; 640,
645, 650, 655, 660, 665, 670, 675, 680, 685, 690, 695, 700

20637-XXX HIM

185; 200; 220; 235, 255; 270; 320; 370; 425; 485; 550; 555; 560; 565; 570;
575; 580; 585, 590, 595; 600; 6805; 610; B15; 620; 625 £30: 635; 640, 645;
650, 655; 660, 665; 670; 675; 6B0; 685, 690; 695; TOO

20637-260% XHM

210; 230; 250; 270; 290; 320: 365: 425: 475; 550; 610; 615; 620; 625; 630;
635, 640, 645; 650; 655 660; 665 670; 675, 680; 685; 690; 695; 700

20644-XXX M

170; 220; 270; 320, 410; 500

20645-2XX M

120; 150; 180; 210, 250; 290; 330, 370; 400; 450; 500, 550

20646-XXX M

180; 240, 300; 370, 480; 550

20646-X5X LOM

100; 105; 110; 115; 120; 125, 130; 135; 140; 145; 150; 155: 180; 165; 170;
175; 180, 185; 190; 195; 200; 205; 210; 215; 220; 225; 230; 235, 240, 245;
250; 255, 260, 265; 270; 275; 280, 285; 200; 295; 300; 305; 310; 315, 320:;
325; 330, 335; 340, 345; 350, 355, 360; 3685; 370; 375; 3B0; 385, 290, 395,
400, 405; 410; 415; 420; 425; 430, 435; 440; 445: 450; 455 460: 465; 470
475, 480, 4B5; 490, 495; 500; 505, 510, 515, 520; 525, 530; 535, 540; 545;
550; 555, 560; 565; 570, 575; 580, 585; 590; 595; 600; 605; 610; 615; 620;
625, 630, 635; 640, 645; 650; 655, 660, 665, 670; 675; 680; 685, 690, 695

700

20646-XXX MOM

100; 105; 110; 115; 120; 125; 130; 135; 140, 145; 150; 155; 160; 165; 170;
175; 180, 185; 190, 195, 200, 205, 210; 215; 220, 225; 230; 235, 240, 245;
250; 255, 260; 265; 270; 275; 280; 285; 290, 205; 300; 305; 310; 315; 320
325, 330, 335; 340, 345; 350; 355: 360; A65; 370: 375; 380: 385; 3890, 395
400; 405, 410; 415; 420; 425, 430; 435; 440, 445 450; 455; 460; 465; 470;
475, 480, 4B5; 490; 495; 500; 505; 510; 515, 520; 525; 530; 535: 540, 545;
550, 555, 560, 565, 570, 575, 580; 585; 590, 595; 600; 605; 610; 615; 620;
625, 630, 635, 640, 645, 650, 655; 660, B65; 670 675, 680; 685, 590, 695;

o0

20645-2% HIM

185; 210; 245; 285; 315; 355; 395; 450; 500; 545; 550; 555; 560; 565: 570;
575, 580, 585, 590; 595; B00; 605; 610, 615; 620; 625; 630, 635; 640, 645;
650, B55; 660, 665, 6870, 675; 680; 685; 620; 695 700

20646-2000% XHM

220, 240; 280, 325, 350; 405; 440; 485; 490; 495; 500; 505; 510; 515, 520;
525: 530; 535; 540; 545; 550; 555; 560; 565: 570: 575 580: 585; 580; 595
B00; 605; 610; 615; 620; 625; 630; 635, B40; 845; 650 655 660, 665, 670;
675; B8O, 685, 690; 695, 700

206T4-XXX LOM

100; 105; 110, 115; 120; 125; 130; 135; 140; 145; 150, 155; 160; 165, 170;
175; 180; 185; 190; 195; 200; 205; 210; 215; 220; 225 230; 235; 240 245;
250, 255; 260, 265; 270, 275; 280; 285; 290, 295 300 305; 310; 315 320;
325; 330; 335; 340; 345; 350; 355; 360, 365; 370; 375; 380: 385; 390, 305;
400; 405; 410; 415, 420, 425; 430; 435, 440, 445; 450; 455; 460; 465: 470;
475, 480; 485, 490; 435; 500; 505; 510, 515; 520; 525, 530; 535; 540, 545;
550, 555, 560, 565, 570, 575; 580; 585, 590; 595; 600 605 610; 615, 620,
B25; 630; 635, 640, 645, 650, 655, 660; 665; 670; 675, 680; 6B5; 690, 595;

700

20674-XX% MDM

100; 105; 110; 115, 120; 125; 130; 135; 140; 145; 150: 155; 160; 165: 170;
175; 180; 185; 190; 195; 200; 205; 210; 215; 220; 225, 230; 235; 240; 245;
250, 255; 260, 265; 270; 275; 280; 285, 290; 295; 300 305; 310; 315; 320;
325, 330; 335, 340, 345; 350; 355; 360, 365; 370; 375, 380; 3B85; 390, 395:
400; 405; 410, 415; 420; 425; 430; 435, 440; 445; 450, 455; 460 465, 470;
475, 480; 485, 490; 495, 500; 505; 510; 515; 520; 525; 530; 535; 540, 545;
550; 555; 560, 565; 570; 575; 580; 585 590; 585: 600 605; 610; 615 620:
B25; 630; 635; 640, 6545, 650, 655, 660, 665, 670, 675 680; 685; 690, 595;

700

2067 4-26K HIM

100; 105; 110; 115; 120; 125; 130; 135; 140; 145; 150, 155; 160; 165; 170;
175, 180; 185; 190, 195; 200; 205; 210; 215; 220; 225; 230; 235; 240; 245;
250; 255; 260, 265, 270, 275; 280; 285; 290, 295; 300; 305; 310; 315; 320;
325; 330; 335; 340, 345; 350, 355; 360, 365; 370, 375; 380; 385; 390, 395;
400, 405; 410, 415, 420; 425; 430; 435; 440 445; 450; 455; 460; 465: 470;
475, 480, 485; 490; 495; 500; 505; 510; 515: 520; 525; 530: 535, 540: 545;
550, 555; 560, 565; 570; 575; 580; 585; 590; 595: 600: 605: 610; 615 620:
G625, B30; 635; 640, 645; 650, 655; 660, 665, 670. 675; 6B0; 685; 690; 695;

700




SUMED 9

Product Name

References

Sizers for Mammary

Implants - Supplied non-

steriles

20674-200% XHM

100; 105; 110; 115; 120; 125; 130; 135; 140; 145; 150; 155; 160; 165; 170;
175, 180; 185; 190; 195, 200; 205; 210; 215; 220, 225, 230; 235; 240; 245,
250, 255; 260, 265, 270, 275, 280; 285; 290, 295; 300; 305; 310; 315; 320;
325; 330; 335; 340, 345, 350; 355; 360, 365; 370; 375; 380; 385; 390, 395;
400; 405; 410; 415; 420; 425; 430; 435; 440; 445; 450; 455; 460; 465; 470
475 480; 485, 490; 495, 500; 505; 510, 515; 520; 525; 530; 535; 540; 545;
550; 555; 560, 565, 570, 575; 580; 585; 590; 595; 600; 605; 610; 615; 620;
625, 630; 635; 640, B45; 650; 655; 660, 665; 670; 675, 680; 685; 690, 695; 700

20676-XX% M

115, 135; 155; 175, 195; 225, 245; 265, 285; 305, 325, 365, 390; 430; 480;
530, 570; 640; 690

2067 7-X6XK M

210; 245; 280, 320; 360, 405; 435; 440, 445; 450; 455; 460; 465; 470; 475,
4B0; 485; 490; 495; 500; 505; 510; 515; 520; 525; 530; 535; 540; 545; 550:
555, 560; 565, 570; 575; 580; 585; 590, 595; 600; 605; 610, 615; 620; 625,
G30; 635; 640; 645, 650, 655; 660; 665, 670; 675; 680; 685; 620; 695; 700

21611-XXX GIM

115; 135; 155; 175, 195, 215; 235; 255, 285; 305, 325, 355; 385; 435

21621-XXX G/IM

085; 115;135;155;175;195; 215;235; 255; 285;305; 325,355, 385; 435; 485

30535-XXX M

135, 1565; 175; 195, 215, 235; 255, 2B5; 305, 325, 355; 385, 435; 485, 525,
575, 625

30535-XXX LOM

100; 105; 110; 115; 120; 125; 130; 135; 140; 145; 150; 155; 160; 165; 170;
175; 180; 185; 190; 195; 200; 205, 210; 215; 220, 225; 230; 235; 240; 245,
250; 255; 260; 265; 270; 275; 280, 285; 290; 295, 300; 305; 310; 315; 320,
325; 330; 335; 340; 345; 350; 355, 360; 365; 370, 375; 380; 385; 390, 395,
400; 405; 410, 415; 420; 425; 430, 435, 440; 445; 450; 455, 460, 465; 470,
4T75: 4B0; 485; 490; 495; 500; 505; 510; 515; 520; 525; 530; 535; 540; 545
B50; 555; 560; 565; 570; 575; 580; 585; 590; 595; 600; 605; 610; 615; 620;
625; 630; 635; 640; B45; 650; 655, 660, 665, 670; 675; 680, 6A5; 690, 695 700

30535-XXX MDM

100; 105; 110; 115; 120; 125; 130; 135; 140; 145; 150; 155; 160, 165; 170,
175; 180; 185; 190; 195; 200, 205; 210; 215, 220, 228; 230; 235, 240, 245,
250; 255; 260, 265; 270, 275; 280, 285; 290; 295, 300; 305; 310; 315; 320,
325, 330; 335; 340, 345; 350; 355, 360, 365; 370; 375; 380, 385, 390, 395,
400, 405; 410, 415; 420; 425, 430, 435; 440; 445, 450, 455, 460, 465; 470,
475, 480; 485; 490; 495; 500; 505; 510; 515; 520; 525; 530; 535; 540; 545,
550, 555; 560, 565, 570, 575, 580, 585; 590, 595; 600, 605; 610; 615; 620,
625; 630; 635 640; 645, 650, 655, 660, 665, 670; 675, 660, 665, 690, 695; 700

30535-XKK HIM

100; 105; 110; 115; 120; 125; 130; 135; 140; 145; 150; 155; 160; 165; 170;
175; 180; 185; 190; 195; 200; 205; 210; 215; 220; 225; 230; 235; 240; 245;
250; 255; 260; 265; 270, 275, 280; 285; 290; 295; 300; 305; 310; 315; 320;
325, 330; 335; 340; 345; 350; 355; 360; 365; 370; 375; 380, 385; 380, 305;
400; 405, 410; 415; 420, 425, 430, 435, 440; 445; 450, 455, 460; 465 470,
475; 480; 485; 490; 495, 500; 505; 510; 515; 620; 525; 530; 535; 540; 545;
550; 555; 560; 565; 570, 575; 580; 585; 590; 595; 600; 605; 610; 615; 620,
625; 630, 635, 640, 645, 650, 655, 660, 665, 670, 675, 680, 685, 620; 695;

30535-XXX XHM

100; 105; 110; 115; 120; 125; 130; 135; 140; 145; 150; 155; 160; 165; 170;
175; 180; 185; 190; 195; 200; 205; 210; 215; 220; 225, 230, 235; 240; 245;
250; 255; 260; 265; 270, 275; 280; 285, 290; 295; 300; 305; 310; 315; 320,
325; 330; 335; 340; 345, 350; 3565; 380, 365; 370; 375; 380; 385; 390, 305;
400, 405; 410; 415; 420, 425; 430; 435, 440, 445; 450, 455, 460, 465, 470,
475; 480; 485; 490; 495, 500; 505; 510; 515, 520; 525; 530; 535, 540; 545;
550, 555, 560; 565, 570; 575, 580, 585, 590; 595, 600; 605; 610, 615; 620;
625, 630; B35; 640, 645; 650, 655; 660, 665; 670; 675; 680, 685; 690; 695; 700

30610-XXX M

040, 060, 080; 100; 120; 140, 160,190, 220, 250; 280, 310; 350, 370,400, 450;
500; 550, 600

30621-KXX M

085; 115, 135, 155, 175; 195, 215,235, 255, 285, 305, 325, 355; 385,435, 485,
5§25, 575, 625; 695

30622-XXX LOM

100; 105; 110; 115; 120; 125; 130; 135; 140; 145; 150; 155; 160, 165; 170,
175; 180; 185; 190; 195; 200; 205; 210; 215; 220, 225, 230; 235; 240; 245;
280; 255; 260; 265; 270; 275; 280, 285; 290; 295; 300; 305; 310; 315; 320;
325; 330, 335; 340; 345; 350; 355; 360, 365; 370; 375; 380; 385; 390, 395;
400; 405; 410; 415; 420, 425; 430; 435; 440; 445, 450; 455; 460; 465; 470,
475; 480: 485; 490: 495; 500: 505; 510; 515; 520 525: 530; 535; 540; 545;
550; 555, 560, 585; 570; 575; 580, 585; 540; 595; 600; 605; 610; 615; 620;
625, 630; 635; 640, 645, 650, 655, B60; 665, 670; 675; 680, 685; 90, 695; 700




® The Products covered by the TUV Certificate and
SlLIMED Products Covered by Annex VIl (Auto-declaration)

Product Name References KXX

100; 105; 110; 115; 120; 125; 130; 135; 140; 145; 150; 155; 160; 165; 170;
175; 180, 185; 190; 195; 200; 205; 210; 215; 220; 225; 230, 235; 240; 245,
250; 255, 260; 265; 270; 275; 280; 285; 290, 295; 300, 305, 310; 315; 320,
30622-XXX MOM 325; 330; 335; 340; 345; 350; 355; 360; 365, 370; 375, 380, 385; 3090, 395;
400; 405: 410; 415; 420; 425: 430; 435; 440; 445; 450; 455: 460; 465, 470,
475; 480; 485; 490; 495; 500; 505, 510; 515; 520; 525; 530; 535; 540, 545;
5&0; 555, 560, 565; 570, 575; 580, 585; 590, 595; 600; 605, 610; 615; 620,
625; 630; 635; 640; 645; 650; 655, 660; 665, 670, 675; 680, 685; 690; 695;
100; 105; 110: 115; 120; 125; 130; 135; 140; 145; 150; 155; 160; 165; 170;
175; 180; 185; 190; 185; 200; 205, 210; 215, 220, 225; 230; 235; 240, 245;
260; 255; 260 265; 270; 275; 280; 285; 280; 295, 300; 305; 310, 315; 320,
20622-xxx HiM | 325: 330; 335; 340; 345; 350; 355; 360; 365; 370, 375; 380, 385, 390, 385;
400; 405; 410, 415; 420, 425; 430; 435; 440, 445; 450, 455, 460, 465, 470,
475; 480; 485; 490; 495: 500; 505; 510; 515; 520; 525; 530; 535; 540; 545,
550, 655: 560, 565; 570; 575; 580; 585; 590, 595, 600, 605, 610; 615; 620;
625; 630; 635 B40; 645, 650; 655; 660; 665; 670; 675; 680; 685; 690, BYS;
100; 105; 110; 115; 120; 125; 130; 135; 140; 145; 150; 155; 160; 165; 170,
175; 180; 185, 190; 195; 200; 205; 210; 215, 220; 225; 230; 235; 240, 245,
250 255; 260; 265; 270; 275; 280; 285; 290, 295, 300; 305; 310; 315; 320;
20622-XXX XHM | 325; 330; 335; 340; 345; 350; 355; 360; 365; 370; 375; 380; 385; 390, 395,
400; 405; 410; 415; 420; 425; 430; 435; 440, 445; 450, 455, 460; 465, 470,
475: 4B0; 485; 490; 495; 500; 505; 510; 515; 520; 525; 530; 535; 540, 545;
550: 555; 560; 565; 570; 575; 580; 585; 500; 595; 600; 605; 610; 615; 620,
625; 630; 635; 640; B45; 650; 655; 660, 665; 670; 675; 680; 685; 690, 695,
105; 120; 135; 150; 165; 185; 205; 225; 245; 265; 285; 305; 325; 345; 375,
405; 435, 465, 495; 535, 575, 615, 655, 685
095: 115; 135; 155; 175; 195; 215; 235, 255; 285; 315; 345; 385; 435; 475,
5156; 565; 605; 645; 685
100: 105; 110; 115; 120; 125; 130; 135; 140; 145; 150; 155; 160; 165; 170,
175; 180; 185; 190; 195; 200; 205; 210; 215; 220, 225; 230; 235; 240; 245,
Sizers for Mammary 250, 255; 260; 265, 270, 275; 280; 285; 290, 295; 300; 305; 310; 315; 320,
Implants - Supplied non- | 30637-XXX LOM 325, 330, 335; 340, 345, 350, 355; 360, 365; 370; 375, 380; 385, 390, 385,
b _lpp 400; 405; 410; 415; 420, 425; 430; 435, 440; 445; 450; 455; 460; 465; 470,
s 475; 480; 485; 490; 495; 500; 505; 510; 515; 520, 525, 530, 535; 540; 545,
550; 555, 560; 565, 570, 575; 580; 585; 590, 595; 600; 605; 610; 615; 620,
625, 630, 635; 640; 645, 650; 655; 660, 665; 670, 675; 680, 685; 690; 695, 700
100; 105; 110; 115; 120; 125; 130; 135; 140; 145; 150, 155; 160; 165; 170;
175; 180; 185; 190; 195 200; 205; 210; 215; 220; 225; 230; 235; 240; 245;
250, 255, 260; 265; 270, 275; 280; 285; 290, 295; 300; 305, 310; 315; 320;
A25; 330; 335; 340; 345; 360; 355; 360; 365; 370; 375, 380; 385; 390, 395;
400; 405, 410; 415; 420, 425; 430; 435; 440, 445; 450, 455; 460; 465; 470,
475 480; 485; 490; 495, 500; 505; 510; 515; 520; 525, 530; 535; 540; 545;
550; 555; 560; 565; 570, 575; 580; 585; 590; 5095; 600; 605; 610; 615; 620;
625; 630, 635; 640; 645, 650; 655, 660, 665, 670, 675; 680, 685, 690, 695, 700
100; 105; 110; 115; 120; 125; 130; 135; 140; 145; 150; 155; 160; 165; 170;
175; 180: 185; 190; 195; 200; 205; 210; 215; 220; 225; 230; 235; 240; 245;
250; 255; 260; 265; 270; 275; 280; 285; 290, 295; 300; 305; 310; 315; 320;
325; 330, 335; 340; 345; 350; 355; 360; 365; 370; 375; 380; 385; 390, 385;
A00; 405, 410; 415; 420, 425, 430; 435; 440, 445; 450; 455, 460; 465, 470,
475; 480; 485; 490; 495; 500; 505; 510; 515; 520; 525; 530; 535; 540, 545;
550; 555; 560, 565; 70; 575; 5B0; 585; 590; 595; 600; 605; 610; 615, 620;
625; 630, 635; B40; 645; 650; 655; 660; 665, 670; 675; 680, 685; 6I0; 695, 700
100; 105; 110; 115; 120; 125; 130; 135; 140; 145; 150; 155; 160; 165, 170,
175; 180; 185; 190; 195; 200; 205; 210; 215; 220; 225; 230; 235; 240; 245,
260; 255; 260, 265; 270; 275; 280; 285; 280; 295 300; 305; 310; 315; 320
30637-XXX XHM 325; 330; 335; 340, 345; 350, 355; 360; 365; 370, 375; 380; 385; 380, 395;
400; 405; 410; 415; 420; 425; 430; 435; 440; 445; 450, 455; 460; 465, 470,
475: 480; 485; 490; 495; 500; 505: 510; 515; 520; 525; 530; 535; 540; 545;
550; 555; 560; 565, 570; 575, 580; 585, 590; 595; 600; 605; 610; 615; 620,
625; B30, 635; 640; B45; 650, 655; 650, BA5; 670; 675, 680; 685, 690; 695; 700
30644-XxX M 170, 220, 270, 320; 410; 500

30645-XXX M | 120; 150, 180; 210; 250, 290; 330; 370; 400; 450; 500; 550
30646-XXX M | 180; 240; 300; 370; 480, 550

30635-XXX M

30636-XXX M

J0637-X6X MDM

J0637-XXX HIM




SUMEDS)

The Products covered by the TUV Certificate and
Products Covered by Annex VIl (Auto-declaration)

Product Name

References

XXX

Sizers for Mammary
Implants - Supplied non-
stenles

30B46-XXX LOM

100; 105; 110; 115; 120; 125; 130; 135; 140; 145; 150; 155; 160; 165; 170;
175; 180; 185; 190; 195; 200; 205; 210; 215; 220, 225; 230; 235; 240; 245;
250; 255; 260; 265; 270; 275; 280; 285; 290; 295; 300; 305; 310; 315; 320;
325; 330, 335, 340; 345, 350; 355; 360, 365; 370, 375; 380, 385; 390, 395;
400; 405; 410; 415; 420; 425; 430; 435; 440, 445; 450; 455; 460: 465: 470,
475: 480, 485; 490; 495; 500; 505; 510; 515; 520; 525; 530, 535; 540; 545;
550, 555, 560; 565; 570; 575; 580, 585; 590, 595; 600; 605; 610; 615; 620,
625; 630, 635, 640; 645; 650; 655; 660, 665, 670, 675; B80; 685; 690; 6A5; 700

30646-XXX MOM

100; 105; 110; 115; 120; 125; 130; 135; 140; 145; 150; 155; 160; 165; 170,
175; 180; 185; 190; 195; 200; 205; 210; 215; 220, 225; 230; 235, 240; 245
250; 255, 260; 265; 270; 275; 280, 285, 280; 295; 300; 305; 310; 315; 320,
325; 330; 335; 340; 345; 350; 355; 360; 365; 370; 375; 380; 385: 390, 395
400, 405; 410; 415; 420; 425; 430; 435; 440, 445; 450; 455; 460, 465; 470,
475; 480, 485; 490; 495; 500, 505, 510; 515; 520; 525, 530; 535, 540; 545;
550; 555; 560; 565; 570; 575 580; 585; 590; 595; 600; 605; 810: 615; 620;
625, 630, 635; 640; 645; 650, 655; 660, 665, 670, 675; 680, 685; 690; 695; 700

30646-XXX HIM

100; 105; 110; 115; 120; 125; 130; 135; 140, 145; 150; 155; 1680; 165; 170,
175; 180; 1B5; 190; 195; 200; 205: 210; 215; 220; 225, 230; 235; 240; 245;
250, 255; 260; 265; 270, 275; 280; 285; 290; 295; 300; 305; 310; 315; 320
325, 330; 335; 340; 345; 350; 355; 360; 365; 370; 375, 280, 3B5; 390, 395,
400, 405, 410, 415; 420, 425, 430; 435; 440, 445; 450, 455; 460; 465; 470,
475 480; 485; 490; 495; 500; 505; 510; 515; 520; 525; 530; 535; 540; 545;
550, 555; 560; 565; 570; 575, 580; 585; 590; 535; 600; 605; 610; 615; 620;
625, 630; 635; 640; B45; 650, 655; 660; 665; 670; 675; 680, 685, 690; 695,

30646-XXX XHM

100; 105; 110; 115; 120; 125; 130; 135; 140; 145; 150; 155 160; 165: 170;
175; 180; 185; 190; 195; 200; 205; 210; 215; 220; 225; 230; 235: 240; 245;
250; 255; 260; 265; 270, 275; 280; 285; 290; 295 300; 305; 310: 315; 320;
325; 330; 335; 340; 345; 350; 355; 360; 385; 370, 375; 380, 385; 390, 395;
400, 405, 410; 415; 420; 425; 430; 435; 440, 445; 450; 455, 460; 465, 470,
475; 480; 485; 490; 495; 500; 505; 510; 515; 520; 525; 530; 535; 540; 545;
560, 555; 560, 565; 570, 575; 580; 585; 550; 595; 600, 605, 610; 615; 620;
625; 630, 635; 640, 645, 650; 655; 680, 665; 670, 675; 680, 685; 690, 685;

30B74-XX% LOM

100; 105; 110 115; 120; 125; 130; 135; 140; 145; 150; 155; 160; 165; 170;
175; 180; 185; 190; 195; 200; 205; 210; 215; 220; 225; 230; 235; 240, 245;
250; 255; 260; 265; 270, 275; 260, 285; 290; 295; 300; 305; 310; 315; 320,
325; 330; 335; 340; 345; 350, 355; 360; 365; 370; 375; 380, 385; 390, 395;
400; 405; 410, 415; 420; 425; 430; 435, 440; 445; 450, 455, 460; 465, 470;
475; 480; 485; 490; 495; 500; 505; 510; 515; 520; 525; 530; 535; 540; 545;
550, 555; 560, 565; 570, 575; 580, 585, 500; 595, 600, 605; 610; 615, 620,
625, 630, 635; 640, 645; 650, 655, 660, 665, 670, 675; 680; 685; 690, 635;

30674200 MDM

100; 105; 110; 115; 120; 125; 130; 135; 140; 145; 150; 155; 160; 165; 170;
175; 180; 185; 190; 185; 200; 205, 210; 215; 220; 225, 230; 235, 240; 245;
250; 255; 260; 265; 270; 275; 280, 285; 290; 295; 300; 305; 310; 315; 320;
325; 330; 335; 340; 345; 350, 355; 360; 365; 370; 375 380, 385; 390, 395;
400; 405; 410; 415, 420, 425, 430; 435; 440; 445; 450, 455; 460, 465; 470,
475; 480; 485; 490, 495; 500; 505; 510; 515; 520; 525; 530; 535; 540; 545;
550; 555; 560; 565; 570, 575; 580; 585; 580; 595; 600; 605; 610; 615; 620;
625; 630; 635; 640; 645; 650; 655; 660; 665; 670; 675, 680, 685; 680; 695;

306T4-X XX HIM

100; 105; 110; 115; 120; 125; 130; 135; 140; 145; 150; 155; 160; 1685; 170;
175; 180; 185; 190; 195; 200; 205; 210; 215; 220; 225; 230; 235; 240; 245;
250; 255; 260; 265; 270, 275; 280; 285; 280; 295; 300; 305; 310; 315; 320;
325 330; 335; 340; 345; 350; 355; 260; 365; 370, 375; 380, 3B5; 390, 395,
400, 405; 410; 415; 420; 425; 430; 435; 440; 445; 450; 455; 460; 465; 470;
475, 480; 485; 490; 495; 500; 505; 510, 515; 520, 525, 530, 535; 540; 545;
550; 555; 560, 565; 570; 575; 580, 585; 590; 585, 600; 605; 810; 615, 620;
625 630, B35, 640, B45; 650; 655, 660, 665; 670, 675; 680, 685; 690; 595;

30674-XXX XHM

100; 105; 110; 115; 120; 125; 130; 135; 140; 145; 150; 155; 160; 165; 170;
175, 180; 185; 190; 185, 200; 205; 210, 215; 220; 225; 230; 235; 240; 245;
250, 255; 260; 265; 270, 275; 280; 285; 290; 285, 300; 305; 310; 315; 320,
325, 330; 335; 340; 345; 350; 355; 360, 365; 370, 375; 380; 385; 390, 395,
400; 405; 410, 415; 420; 425; 430; 435, 440; 445; 450; 455; 460, 465; 470;
475 4B0; 485; 480; 495; 500; 505, 510; 5156; 520; 525; 530; 535; 540; 545;
550, 555; 560; 565; 570, 575, 580, 585; 590; 5095; 600, 605; 610; 615, 620,
G25; 630; 635; 640; 645; 650, 655 660; 665; 670; 675, 680; 685; 690; &95; 700




SLMED &

The Products covered by the TUV Certificate and
Products Covered by Annex VIl (Auto-declaration)

Product Name References XXX
115; 135, 155; 175; 195; 225, 245, 265; 285; 305, 325; 365; 390; 430; 480;
Sizers for Mammary | 30676 XXXM | 5ah' 570! g40: 690
Implants - Supplied 140; 155; 165; 175; 185; 195 210; 230; 255, 265, 285; 295; 310; 330, 345;
non-steriles 06T T-XXHKM 355, 380, 400; 415, 425; 445; 455, 475; 490; 535, 555; 5B5; 615; 635, 655;
685, 700

Product Name

References

XXX

Sizers for Mammary
Implants - Supplied
Steriles

M20610-X XXM

040; 060; 080, 100; 120; 140; 1680; 190; 220; 250, 280; 310; 340; 370; 400;
450, 500; 550; 600

M20621-XXXM

095; 115; 135, 185; 175; 195; 215; 235; 255; 285; 305; 325; 355; 385; 435;
485; 525; 575, 625; 695

M20621-XXXEAM

205; 225; 245, 265; 285, 305; 330; 355; 380; 410; 450, 500, 550, 600; 650

M20622-XXXLOM

155, 170, 185; 200; 215; 240; 275; 335, 360, 430, 475; 570, 615

M20622-XXXMDM

190, 205; 225, 240; 255; 280; 330; 385; 440; 505; 585

M20622-XXXHIM

225, 245; 270, 285; 305; 335; 390; 445, 505; 570

M20622-XXX XHM

255; 280; 305; 325; 360; 380; 430; 500, 570; 625

M20630-XXXM

115; 135; 155; 175; 195; 215; 235; 255, 295, 325; 355; 385 445; 500; 550;
G600

M20830-XXXEAM

185; 205; 225, 245, 265; 285; 305; 325; 345; 375, 405; 435, 465; 495

M20B37-XXXLOM

135; 145; 155, 170, 185, 200; 230; 275; 315; 360, 410

M20637-XXXMDM

160; 170; 190; 205; 220; 245; 275, 320; 360; 415; 470

M20637-XXXHIM

185; 200; 220; 235, 255, 270, 320; 370; 425, 485; 550

M20837-XXX XHM

210; 230, 250, 270; 290; 320, 365; 425; 475; 550, 610

M20644-X XXM 170; 220; 270; 320, 410; 500
M20645-2 %M 120; 150; 180; 210; 250; 290; 330, 370; 400; 450; 500; 550
M20645-X XXM 180; 240; 300; 370; 480; 550
M20646-XXXLOM | 220; 250; 285; 320, 365; 405, 455; 505
M20646-XXXMDM | 250; 280; 320; 360; 400; 450, 500, 555
M20646-XXXHIM | 185; 210, 245; 285, 315; 355; 395; 450; 500, 545
M20B46-XXX XHM | 220; 240; 280; 325; 350; 405, 440; 485

M20674 -XXXLOM

225; 260, 205; 340, 380; 425; 475; 530

M20674-XXXMDM

180; 210, 240; 275; 310, 350, 400, 450; 500, 560, 615

M20674-XXXHIM | 190; 215; 250, 285; 320; 365, 410, 460, 510; 570, 635
M20674-XXX XHM | 215, 250; 290; 330; 375; 420, 465; 520
115, 135, 155, 175, 195, 225, 245, 265, 285, 305, 325, 365, 390, 430, 480,
M20676-XXXM | 530/ 570! 640
M20677-XXXM | 210; 245; 280; 320, 360; 405; 435
M30535-XXXM | 135; 165; 175, 195, 215; 235; 255; 285, 305, 325; 355; 385, 435

M30535 -XAXLOM

105; 135; 160, 190; 225; 260; 295; 350; 410; 460; 510

M30535-XXXMDM

125; 150; 175; 210; 245; 300; 325; 375; 435; 480; 545

M30535-XXXHIM | 140; 165; 185; 235; 275; 315; 355; 400; 460; 520; 615
M30535-XXX KHM | 150; 180; 215, 265; 300; 345; 380; 435, 505; 560; 655
M30610-XXXM 040, 060; 080; 100; 120; 140; 1680, 190; 220, 250; 280; 310; 350; 370; 400;

450: 500; 550; 500

M30B21-XXXM

095, 115; 135, 155; 175, 195; 215; 235; 255; 285; 305; 325; 355; 385; 435;
485, 525; 575; 625; 695

M30622-XXXLOM

145; 160; 175; 195; 210; 235; 270; 320; 360; 420; 475 560: 610

M30G22-XXXMDM

190; 205; 225, 240; 255, 280; 335; 380, 440; 505; 560




SILIMED

The Products covered by the TUV Certificate and
Products Covered by Annex VIl (Auto-declaration)

Product Hame

References

XXX

Sizers for Marmmary
Implants - Supplied
Steriles

M30622-XXXHIM

225; 240, 265, 280, 305, 330; 380, 435; 495; 560

M30622-XXX XHM

250; 275; 300; 320; 350; 375; 425, 485; 565, 620

M3I0EI5-X XXM

105; 120; 135; 150; 165; 185; 205, 225; 245; 265, 285; 305; 325, 345; 375,
405; 435, 465, 495, 535; 575, 615, 655, 685

M30B3G-XXXM

095; 116, 135; 165, 175; 195; 216, 235; 256, 285, 315, 345, 385; 435, 475;
515, 585, 605, 645, 685

M30B3T-XXXLOM

130; 140, 155, 170; 180; 195; 230, 270; 310, 355, 400, 455, 515; 580

M30B3T7-XXXMDOM

155; 170, 185, 200; 220; 245, 275, 315, 3680; 410; 465

M30B3T -2 KHIM

185; 200, 215; 230; 250; 270; 315; 360, 410, 465; 525; 590

MI0EIT-XXX XHM

210; 230; 245; 270; 290; 315 360, 410; 470; 530; 590

M30E44-2X KM

170; 220, 270; 320, 410, 500

M30G45-2CXXM

120; 150, 180; 210; 250; 290; 330; 370, 400; 450; 500, 550

M30646-X XXM

180; 240; 300; 370, 480; 550

M30646-XXXLOM

220, 255; 285; 325; 365; 410, 455; 505

M30646-XXXMDM

250; 285; 320; 360; 405; 450; 500; 555

M30646-X X XHIM

180, 210, 235; 270; 310; 345; 395; 440, 490; 535

M30646-X0XK XHM

205, 235; 265, 305; 350; 390, 435; 485, 540, 595

M3I0GT4-XXXLOM

230, 260; 300, 345, 385, 425; 480; 535

M30BT4-XXXMDM

180; 210; 240, 275; 315, 355; 405; 450; 500, 560, 620

M3I0GT4-XAXXHIM

190, 220; 250; 285, 325, 365, 410, 465; 515, 580,

M30GT4-XXK XHM

220, 250; 290; 335; 375, 420; 470;

MB0ETE-X XXM

115; 135; 165; 175, 195; 225; 245, 265, 285; 305, 325, 365; 390, 430; 480,
530; 570; 640

M30ETT-XXXM

195; 230; 265; 310, 345




