giunta regionale

Data 2 } ! ‘2\ \2@ 18 Protocollo N° Eﬁ; 52 QlClass.: Prat. Fasc. | Allegati N° 1

Oggetto: Trasmissione avviso di Recall della ditta Allergan: Sospensione della vendita e ritiro delle scorte

rimanenti di protesi mammarie testurizzate ed espansori tissutali.

Trasmessa via PEC
Ai Direttori Generali
Ai Direttori Sanitari
Ai Referenti della Dispositivo Vigilanza
Aziende ULSS, Aziende Ospedaliere, IRCSS,
della Regione del Veneto

All’ ALOP
AI’ANILS.AP.
AI’ARIS.

Al C.US.P.E.

Alla Federazione Industriali del Veneto Comparto
Sanitario

LORO SEDI

Si trasmette in allegato 1’avviso di recall nel quale la ditta Allergan sospende la vendita e dispone il ritiro
delle scorte di protesi mammarie testurizzate ed espansori tissutali; tale sospensione deriva dalla scadenza del
marchio CE per questi prodotti.

Si raccomanda di attenersi a quanto disposto nella comunicazione di Allergan, ovvero di sospendere con
effetto immediato ’utilizzo delle protesi mammarie testurizzate e degli espansori tissutali che risultano in
giacenza presso le Vostre strutture e di provvedere al loro opportuno isolamento; all’interno dell’avviso la ditta
Allergan fornisce inoltre I’elenco dei prodotti interessati dall’azione di ritiro.

Considerata I’importanza dell’argomento, si invitano le SS.LL a verificare il rispetto delle indicazioni fornite dal
fabbricante e a dare massima diffusione alla presente comunicazione.

L’occasione ¢ gradita per porgere cordiali saluti.

Il Direttore

Direzione
Farmaceutico — Protesica —Dispositivi medici

Dott.ssg Gidva Crocearo

Referente della materia:
Dott.ssa Rita Mottola
& 0412793515

mail rita.mottola@regione. veneto.it

Referente della pratica:
Dott.ssa Francesca Bassotto
& 0412791450

mail francesca.bassotto@regione.veneto.it

Area Sanita e Sociale
Direzione Farmaceutico-Protesica-Dispositivi medici
Rio Novo, Dorsoduro 3493 — 30123 Venezia tel. 041.2793412/3415/3406 - fax 041. 2793468

e-mail: assistenza. farmaceutica@regione.venelo.it PEC: area.sanitasociale @pec.regione.veneto.it
Cod. Fisc. 80007580279  P.IVA 02392630279







«»Allergan

Roma, 20 dicembre 2018

Gentile Cliente,

Allergan desidera fornirle un recente aggiornamento relativo alla disponibilita delle protesi
mammarie testurizzate.

Allergan sospende la vendita e ritira le scorte rimanenti degli impianti mammari testurizzati e degli
espansori tissutali, nei mercati europei nei quali & richiesto il marchio CE. La decisione di ritiro fa
seguito ad una richiesta imposta dall'agenzia regolatoria francese ANSM. La sospensione delle
vendite deriva dalla scadenza del marchio CE per questi prodotti.

Allergan, sebbene in disaccordo con la richiesta dell'agenzia francese (ANSM), sta collaborando
pienamente con l'autorita.

Allergan sostiene il profilo di rischio/beneficio delle sue protesi mammarie.

La richiesta ANSM e I'azione di ritiro non sono basate su alcuna nuova evidenza scientifica.
Incltre, ANSM non ha identificato alcun rischio immediato per la salute delle donne con protesi
mammarie testurizzate.

Il Marchio CE per le protesi Allergan a supefrficie liscia & stato regolarmente rinnovato da GMED.
Le protesi a superficie liscia non sono dunque coinvolte e restano disponibili per la vendita.

La sicurezza del paziente e la qualitd del prodotto sono le massime priorita di Allergan. Ci
impegniamo a rispettare rigorosamente tutti i requisiti normativi, le evidenze scientifiche e i pit
alti standard produttivi di settore per i nostri prodotti.

E importante sottolineare che il profilo di sicurezza delle protesi mammarie testurizzate & ben
noto e non prevede alcuna raccomandazione di espianto,

Allergan prende molto seriamente questa situazione e si impegna a fornire a futte le parti
interessate aggiornamenti tempestivi e informativi su questo argomento.

AZIONE DI RITIRO

L'azione di ritro, come misura precauzionale, estesa a tutta Europa per consistenza delle
decisioni delle varie autorita competenti e condivisa in Italia con il Ministero della Salute,
riguardera i prodotti elencati nell’allegato 1 al presente documento.

Nel caso risultassero in giacenza presso la Sua struttura unita di prodotto presenti nell’elenco
allegato, si chiede di sospendere con effetto immediato il loro utilizzo e di isolarle
opportunatamente.

Le unita interessate saranno ritirate da Allergan.

Le chiediamo di indicare le quantita di prodotto impattate dal ritiro compilando I'apposita colonna
neli’ allegato 1 al fine di provvedere all'azione di ritiro da parte di Allergan.



In caso di ulteriori informazioni necessarie, di seguito i contatti aziendali di riferimento:

Ritiro del prodotto

Servizio Clienti ALLERGAN

email: ¢s_italy medical@allergan.com

Tel: 800969060 opzione 1

Informazione di carattere medico

Medical Information ALLERGAN
email : RM_medinfo@Allergan.com

Tel: 0650956290

Dispovigilanza

Quality Assurance ALLERGAN

RM-PFN@allergan.com

Tel: 06 50956247/233

Dlstmtl salutl

Allegato 1




ALLEGATO 1

(da compilare a cura del cliente)
CLIENTE:

Nome Prodotto

Quantita destinate al
ritiro

Natrelle 410
FL—-FM - FF~FX-~ML-MM-MF-MX~LL-LM-LF-LX

Natrelle 410 Soft Touch
FL-FM - FF~FX-ML- MM -MF-MX—-LL-LM - LF - LX

Natrelle 510 Dual Gel
LX ~ MX - FX

Natrelle INSPIRA
TRX — TRF —TRM — TRL - TRLP

Natrelle INSPIRA
TSX —TSF —TSM ~ TSL - TSLP

BRST
CHP - CLP — CMP ~ CXP ~ RHP - RLP - RMP

Natrelle 150 Full Height

Natrelle 150 Short Height

Natrelle™ 168

Natrelle ™ 363

Natrelle™ 468

Natrelle 133
FV~MV =~ LV-~FX-MX-SX-SV

Natrelle T-133
FV—-MV =LV -FX~MX-8X-SV

Natrelle™ Plus 133P
FV =MV -LV—-FX—-MX-SX- SV

Natrelle™ Plus T-133P
FV =MV~ LV—-FX~MX~-SX-SV

RESTITUIRE COMPILATO A:

ALLERGAN Servizio Clienti
email: cs_italy_medical@allergan.com
Fax: 800969061




Appendix 1 to FSCA/FSN-18-001
Allergan Textured Breast Implants and Tissue Expanders

-Product Nare.

‘Deseription U

| Catalogue Number/s . . .

Natrelle 410
FL, FM, FF, FX,
ML, MM, MF,
MX, LE, LM, LF,
IX

BioDIMENSIONAL, INTRASHIEL, BIQCELL
Textured,

Truform Gel 3 Gel-filled, Anatomical
Mammary Implants

N-27-FM055-155
N-27-FM100-180
N-27-FM105-205
N-27-FM110-235
N-27-FM115-270
N-27-FM120-310
N-27-FM125-350
N-27-FM130-395
N-27-FM135-440
N-27-FM140-500
N-27-FM145-550
N-27-FM150-605
N-27-FM155-670
N-27-MM085-135
N-27-MM100-160
N-27-MM105-185
N-27-MM110-215
N-27-MM115-245
N-27-MM120-280
N-27-MM125-320
N-27-MM130-360
N-27-MM135-400
N-27-MM140-450
N-27-MM145-500*
N-27-MM150-555*
N-27-ML095-110*
N-27-ML100-125
N-27-ML105-150*
N-27-ML110-170
N-27-ML115-195
N-27-ME120-220
N-27-ML125-250™*
N-27-ML130-285
N-27-ML135-320*
N-27-ML140-360*
N-27-ML145-390*
N-27-ML150-440*
N-27-FLO95-120*
N-27-FL100-140
N-27-FL105-170*
N-27-FL110-190
N-27-FL115-220
N-27-FL120-250
N-27-FL125-285*
N-27-FL130-320
N-27-FL135-360%
N-27-FL140-400*
N-27-FL145-440*
N-27-FL150-495%
N-27-FF095-160
N-27-FF100-185
N-27-FF105-220
N-27-FF110-255




N-27-F¢115-290
N-27-FF120-335
N-27-FF125-375
N-27-FF130-425
N-27-FF135-475
N-27-FF140-535
N-27-FF145-595
N-27-FF150-655
N-27-FF155-740
N-27-MFQ095-140
N-27-MF100-165
N-27-MF105-195
N-27-MF11G-225
N-27-MF115-255
N-27-MF120-285
N-27-MF125-335
N-27-MF130-375
N-27-MF135-420
N-27-MF140-470
N-27-MF145-525
N-27-MF150-580
N-27-MF155-640Q
N-27-LL095-100*
N-27-1L100-115*
N-27-1L105-135
N-27-11110-160*
N-27-LL115-180
N-27-L1120-210
N-27-11125-240
N-27-LL130-270%
N-27-£0135-300
N-27-1L140-340%*
N-27-11145-370*
N-27-11150-415*
N-27-LL155-455*
N-27-LM095-115*
N-27-LM100-140
N-27-tM105-160*
N-27-LM110-190
N-27-LM115-220
N-27-LM120-250
N-27-LM125-285*
N-27-LM130-320
N-27-LM135-360*
N-27-1.M140-400%
N-27-LM1145-450*
N-27-tM150-495*
N-27-LM155-545*
N-27-LF095-125
N-27-LF100-150
N-27-LF105-175
N-27-LF110-205
N-27-LF115-240
N-27-LF120-270
N-27-LF125-310
N-27-LF130-350*
N-27-LF135-390




N-27-LF140-440
N-27-LF145-490
N-27-LF150-540
N-27-LF155-585
N-27-LX095-145
N-27-LX100-175
N-27-LX105-195
N-27-LX110-225
N-27-LX115-255
N-27-1X120-290
N-27-1X125-330
N-27-1X130-365
N-27-1.X135-405
N-27-1.X140-455
N-27-LX145-515
N-27-LX15G-570
N-27-LX155-625
N-27-LX160-685
N-27-MX095-165
N-27-MX100-195
N-27-MX105-225
N-27-MX110-255
N-27-MX115-290
N-27-MX120-325
N-27-MX125-370
N-27-MX130-410
N-27-MX135-445
N-27-MX140-520
N-27-MX145-550
N-27-MX150-620
N-27-MX155-685
N-27-MX160-765
N-27-FX095-185
N-27-FX100-215
N-27-FX105-245
N-27-FX110-280
N-27-FX115-315
N-27-FX120-360
N-27-FX125-410
N-27-FX130-450
N-27-FX135-495
N-27-FX140-560
N-27-FX145-615
N-27-FX150-690
N-27-FX155-775

Natrelie 410
Soft Touch F,
FM, FF, X, M1,
MM, MF, MX,
LL, LM, tF, LX

BioDIMENSIONAL, INTRASHIEL, BIOCELL
Textured, Truform™ Gel 2 Gel-filled,
Anatomical Mammary Implants

N-ST-FM095-155
N-ST-FM100-180
N-ST-FM105-205
N-ST-FM110-235
N-ST-FM115-270
N-5T-FM120-310
N-5T-FM125-350
N-ST-FM130-393
N-ST-FM135-440
N-ST-FM140-500
N-ST-FM145-550
N-ST-FM150-605




N-ST-FM155-670
N-5T- MM095-135
N-ST-MM100-160
N-ST-MM105-185
N-ST-MM110-215
N-ST-MM115-245
N-5T-MM120-280
N-ST-MM125-320
N-ST-MM130-360
N-ST-MM135-400
N-ST-MM140-450
N-57-ML10D-125
N-ST-ML110-170
N-5T-M1115-195
N-5T-ML120-220
N-ST-ML130-285
N-ST-FL180-140
N-ST-FL110-190
N-ST-FL115-220
N-ST-FL120-250
N-ST-FL130-320
N-ST-FF095-160
N-ST-FF100-185
N-ST-FF105-220
N-ST-FF110-255
N-5T-FF115-290
MN-ST-FF120-335
N-ST-FF125-375
N-ST-FF130-425
N-5T-FF135-475
N-ST-FF140-535
N-ST-FF145-595
N-ST-FF150-655
N-ST-FF155-740
N-ST-MFG95-140
N-ST-MF100-165
N-ST-MF105-195
N-ST-MF110-225
N-ST-MF115-255
N-ST-MF120-295
N-ST-MF125-335
N-ST-MF130-375
N-ST-MF135-420
N-5T-MF140-470
N-ST-MF145-525
N-§T-MF150-580
N-ST-MF155-640
N-ST-LL105-135
N-5T-LL115-180
N-§T-LL120-210
N-ST-LL125-240
N-5T-LL135-300
N-ST-LM100-140
N-ST-LM110-180
N-ST-LM115-220
N-ST-LM120-250
N-ST-LM130-320




N-ST-LF095-125
N-ST-LF100-150
N-ST-LF105-175
N-5T-LF110-205
N-ST-LF115-240
N-ST-LF120-270
N-ST-LF125-310
N-$T-LF130-350
N-ST-LF135-390
N-ST-LF140-440
N-ST-LF145-490
N-ST-LF150-540
N-ST-LF155-595
N-ST-LX085-145*
N-ST-LX100-175*
N-ST-LX105-195*
N-ST-EX110-225*
N-ST-LX115-255%
N-5T-1X120-290*
N-ST-LX125-330*
N-ST-LX130-365*
N-ST-LX135-405*
N-ST-LX140-455*
N-ST-LX145-515*
N-ST-LX150-570*
N-ST-LX155-625*
N-ST-MX095-165*
N-ST-MX10D-195*
N-ST-MX105-225*
N-ST-MX110-255%
N-ST-MX115-290*
N-ST-MX120-325*
N-ST-MX125-370%
N-ST-MX130-410*
N-ST-MX135-445%
N-ST-MX140-520*
N-ST-MX145-550*
N-ST-MX150-620*
N-ST-MX155-685*
N-ST-FX095-185*
N-ST-FX100-215*
N-ST-FX105-245*
N-ST-FX110-280*
N-ST-FX115-315*
N-ST-FX120-360*
N-ST-FX125-410*
N-ST-FX130-450*
N-ST-FX135-405*
N-ST-EX140-560*
N-ST-FX145-615*
N-ST-FX150-690*
N-ST-FX155-775*

Natrelle 510
Dual Gel

LX, MX, FX

BioDIMENSIONAL, INTRASHIEL, BIOCELL
Textured,

Truform Dual Gel, Gel-filled, Anatomical
Mammary Implant

N-510LX-130
N-5101X-155
N-510LX-185
N-5101X-205
N-510LX-230




N-5101X-275
N-510LX-305
N-S101 X-330
N-510LX-365
N-510LX-425
N-510tX-475
N-510LX-530
N-5101X-575
N-510MX-145
N-510MX-175
N-510MX-200
N-510MX-220
N-510MX-245
N-510MX-290
N-510MX-335
N-510MX-360
N-510MX-385
N-510MX-445
N-510MX-490
N-510MX-550
N-510MX-600
N-510FX-165
N-510FX-190
N-510FX-210
N-510FX-250
N-510FX-280
N-510FX-31C
N-510FX-350
N-510FX-400
N-510FX-435
N-510FX-495
N-510FX-545
N-510FX-595
N-510FX-630

Natrelle
INSPIRA TRX,

TRF, TRM, TRL,

TRLP

INTRASHIEL, BIOCELL Textured, Round,
Truform Gel 1

Gel-filled, Mammary Implants

N- TRL11Q
N-TRL125

N- TRL140
N- TRLL70
N- TRL200
N-TRL230
N- TRL260
N- TRL29Q
N- TRL320
N- TRL350
N- TRL380
N- TRL410
N- TRL4EC
N- TRL510
N-TRL560
N-TRL61O
N-TRM140
N-TRM175
N-TRM 185
N-TRMZ210
N-TRM240
N-TRM255
N-TRM275




N-TRM295
N-TRM310
N-TRM330
N-TRM345
N-TRM360
N-TRM375
N-TRM405
N-TRM445
N-TRMA485
N-TRM520
N-TRMS60
N-TRM&00
N-TRME40
N-TRMGBS
N-TRM755
N-TRF180
N-TRF200
N-TRF220
N-TRF240
N-TRF265
N-TRF295
N-TRF325
N-TRF333
N-TRF345
N-TRF365
N-TRF385
N-TRF415
N-TRF450
N-TRF485
N-TRF520
N-TRF560
N-TRF605
N-TRF650
N-TRF685
N-TRF745
N-FRF770
N-TRX205
N-TRX225
N-TRX255
N-TRX285
N-TRX310
N-TRX340
N-TRX375
N-TRX400
N-TRX420
N-TRX445
N-TRX470
N-TRX485
N-TRX525
N-TRX545
N-TRX560
N-TRX580
N-TRX615
N-TRX650
N-TRX700
N-TRX750
N-TRX830




N-TRLP125
N-TRLP145
N-TRLP165
N-TRLP180
MN-TRLP20S
N-TRLP220
N-TRLP235
N-TRLP250
N-TRLP265
N-TRLP280
N-TRLP300
N-TRLP320
N-TRLP340
N-TRLP360
N-TRLP400
N-TRLP440
E N-TRLP4S0
g N-TRLP54C
| N-TRLPSG0
N-TRLPG4Q

N-TSL110

N-TSL125
N-TSL140

N-TSL170

N-TSL200

N-TSL230

N-TSL260

N-TSL290

N-TSL320

N-T5L350

N-TSL380

N-TSL410

N-TSL460

N-TSL510

N-TSL560

N-TSL610
N-TSM140
INTRASHIEL, BIOCELL Textured, Round, N-TSM175
'T’;”'T*;‘;:ST’;L Truform Gel 2 N-TSM195
TSL;' T Gel-filled, Mammary Implant N-TSM210
N-T5M240
N-TSM255
N-TSM275
N-TSM295
N-TSM310
N-TSM330
N-TSM345
N-TSM360
N-TSM375
N-TSM405
N-TSM445
N-TSM485
N-TSM520
N-TSM560
N-TSM600
N-TSMG40
N-TSM685

Natretfe




N-TSM755
N-TSF180
N-TSF200
N-TSF220
N-TSF240
N-TSF265
N-T5F295
N-TSF325
N-TSF335
N-TSF345
N-TSF365
N-TSF385
N-TSF415
N-TSF450
N-TSF485
N-TSF520
N-TSF560
N-TSF605
N-TSFG50
N-TSF695
N-TSF745
N-TSF770
N-TSX205
N-T5X225
N-TSX255
N-TSX285
N-TSX310
N-TSX340
N-TSX375
N-¥SX400
N-TSX420
N-TSX445
N-TSX470
N-TSX435
N-TSX525
N-TSX545
N-TSX560
N-TSX580
N-TSX615
N-TSX650
N-TSX700
N-TSX750
N-TSX800
N-TSLP125
N-TSLP145
N-TSLP165
N-TSLP180
N-TSLP205
N-TSLP220
N-TSLP235
N-TSLP250
N-TSLP265
N-TSLP280
N-TSLP200
N-TSLP320
N-TSLP340
N-TSLP360




N-TSLP400
N-TSLP440
N-TSLP4SO
N-TSLP540
N-TSLPSS0
N-T5LP640

BRST CHP

Round, MicraCell Textured DRIE, High Profile,
Cohesive Gel-fitled, Mammary implant

CHP-220
CHP-240
CHP-265
CHP-325
CHP-345
CHP-385
CHP-450
CHP-520
CHP-560
CHP-605

BRST CLP

Round, MicroCell Textured DRIE, Low Prafile,
Cohesive Gel-filled, Mammary Implant

CLP-145
CLP-165
CLP-190
CLp-220
CLP-250
CLP-280
CLP-320
CLP-360
CLP-400
CLP-440

BRST CMIP

Round, MicroCell Textured DRIE, Moderate
Profile, Cohesive Gel-filled, Mammary implant

CMP-175
CMP-210
CiviP-240
CMP-275
CMP-310
CMP-345
CMP-375
CMP-445
CMP-485
CMP-520

BRST OXP

Round, MicroCell Textured DRIE, Extra High
Profile, Cohesive Gel-filled, Mammary
lenplant.

CXP-255
CXP-285
CXP-310
CXP-375
CXP-420
CXP-470
CXP-525
CXP-560
CXP-615
CXP-700

BRST RHP

Round, MicraCell Textured DRIE, High Profile,
Responsive Gel-filled, Mammary tmplant

RHP-220
RHP-240
RHP-265
RHP-325
RHP-345
RHP-385
RHP-450
RHP-520
RHP-560
RHP-605




BRST RLF

Round, MicroCell Textured BRIE, Low Profile,
Responsive Gel-filled, Mammary implant

RLP-135
RLP-165
RLP-190
RLP-220
RLP-250
RLP-28¢
RLP-320
RLP-360
RLP-400
RLP-440

BRST RMP

Round, MicroCell Textured DRIE, Moderate
Profile, Responsive Gel-filled, Mammary
implant

RMP-175
RMP-210
RMP-240
RMP-275
RMP-310
RMP-345
RMP-375
RMP-445
RMP-485
RMP-520

Natrelle 150
Full Height

BioDIMENSIONAL Siticone Gel with Adjustable
Saline-Fill iInner Lumen Expandable Breast
Implant, Mini Remote Port, BIOCELL Textured
Shell, INTRASHIEL Barrier Shell, Anatomical
Shape

N-27-150231
N-27-150281
N-27-150351
N-27-150431
N-27-150521
N-27-150621
N-27-150721

Natrefle 150
Short Height

BioDIMENSIONAL Silicone Gel with Adjustable
Saline-Fill Inner Lumen Expandable Breast
implant, Mini Remote Port, BIOCELL Textured
Shell, INTRASHIEL Barrier Shell, Anatomical
Shape

N-27-150136
N-27-150166
N-27-150236
N-27-150296
N-27-150386
N-27-150496
N-27-150626

CUIXML

Round Expandable, MicroCell Textured Shell,
DRIE, Low Profile Breast implant

C-XML-180
C-XML-240
C-XML-300
C-XML-360
C-XML-420
C-XML-510
C-XML-600
C-XML-700




|
|
|

Natrelle™ 168

BIOCELL™, Textured, Saline-Filled Breast
Implant, Anterior Diaphragm Valve, RTV Shelj,
Round, Moderate Profile.

N-27-168121
N-27-168151
N-27-168181
N-27-168211
N-27-168241
N-27-168271
N-27-168301
N-27-168331
N-27-168361
N-27-168391
N-27-168421
N-27-168451
N-27-168481
N-27-168511

Natrelle ™ 363

BioDIMENSIONAL™, Saline-Filled Breast
tmplant, Anterior Diaphragm Valve,
BIQCELL™ Textured RTV Shell, Short Height,
Anatomical Shape.

N-27-363231
N-27-363311
N-27-363351
N-27-363511
N-27-363651

Natrelie™ 468

BioDIMENSIONAL™, Saline-filled Breast
tmplant, Anterior Diaphragm Valve,
BIOCELL™ Textured RTV Shell, Anatomical
Shape.

N-27-468196
N-27-468231
N-27-468271
N-27-468301
N-27-468351
N-27-468381
N-27-468451
N-27-468496
N-27-468561
N-27-468621

CUI RTT

MicroCell™ RTV Textured, Saline-Filled Breast
Implant, Anterior Diaphragm Valve, Round.

C-RTT-2090
C-RTT-2120
C-RYTT-2150
C-RTT-2180
C-RTT-2210
C-RTT-2240
C-RTT-2270
C-RTT-2300
C-RTT-2330
C-RTT-2360
C-RTT-2390
C-RTT-2420
C-RTT-2450
C-RTT-2480
C-RTT-2510

Natrelle 133FV

BioDIMENSIONAL Anatomical Tissue
Expander for 2-stage breast reconstruction
with BIOCELL™ Textured shell and MAGNA-
SITE™ Integral Injection Site, Full Height,
Variable Projection

N-67-133FV11
N-67-133FV12
N-67-133FV13
N-67-133FV14
N-67-133FV15
N-67-133FV1i6

Natrelte 133MmV

BioDIMENSIONAL Anatomical Tissue
Expander for 2-stage breast reconstruction
with BIOCELL Textured shell and MAGNA-SITE
Integral Injection Site, Moderate Height,
Variable Projection

N-67-133MV11
N-G7-133MV12
N-67-133MV13
N-67-133MV14
N-67-133MV15
N-67-133MV16




Natrelle 133LV

BioDIMENSIONAL Croissant Shaped Tissue
Expander for 2-stage breast reconstruction
with BIOCELL Textured shell and MAGNA-SITE
Integral Injection Site, Low Height, Variable
Projection

N-67-133LV11
N-67-133LV12
N-67-133LV13
N-67-133LV14
N-67-133LV15
N-67-133LV16

Natrelle 133FX

BioDIMENSIONAL Anatomical Tissue
Expander for 2-stage breast reconstruction
with BIOCELL Textured shell and MAGNA-SITE
Integral Injection Site, Full Height, Variable
{extra fult) Projection

N-67-133FX11
N-67-133FX12
N-67-133FX13
N-67-133FX14
N-67-133FX15
N-67-133FX16

Natrelle 133MX

BioDIMENSIONAL Anatomical Tissue
Expander for 2-stage breast reconstruction
with BIOCELL Textured shell and MAGNA-
SITE™ integral Injection Site, Moderate
Height, Variable {extra full) Projection

N-67-133MX11
N-67-133MX12
N-67-133MX13
N-67-133MX14
N-67-133MX15
N-67-133MX16

Natrelle 1335X

BioDIMENSIONAL Anatomical Tissue
Expander far 2-stage breast reconstruction
with BIOCELL Textured shell and MAGNA-SITE
integral Injection Site, Short Height, Variable
{extra full} Projection

N-67-1335X11
N-67-1335X12
N-67-1335X13
N-67-1335X14
N-67-1335X15
N-67-1335X16

Natrelle 1335V

BioDIMENSIONAL Semi Circular Tissue
Expander for 2-stage breast reconstruction
with BIOCELL Textured shell and MAGNA-SITE
Integral Injection Site, Short Height, Variable
Projection

N-67-1335V11
N-67-1335V12
N-67-1335v13
N-67-1335V14
N-67-1335V15
N-67-1335V16

Natrelle
T-3133FV

BioDIMENSIONAL Anatomical Tissue
Expander for 2-stage breast reconstruction
with Suture Tabs, BIOCELL Textured sheli,
MAGNA-SITE integral Injection Site, Futl
Height, Variable Projection

N-67-T-133FVi11
N-67-T-133FV12
N-67- T-133FV13
N-67- T-133Fvi4
N-67- T-133FV15
N-67- T-133FV16

Natrelle
T-133MV

BioDIMENSHONAL Anatomical Tissue
Expander for 2-stage breast reconstruction
with Suture Tabs, BIOCELL Textured shell and
MAGNA-SITE Integral Injection Site, Moderate
Height, Variable Projection

N-67-T-133MV11
N-67-T-133MV12
N-67-T-133MV13
N-67-T-133MV14
N-67-T-133MV15
N-67-T-133MV16

Natrelle
T-133LV

BioDIMENSIONAL Croissant Shaped Tissue
Expander for 2-stage hreast reconstruction
with Suture Tabs, BIOCELL Textured shell and
MAGNA-SITE Integral Injection Site, Low
Height, Variable Projection

N-67-T-133LV11
N-67-F-133LV12
N-67-T-133LV13
N-67-T-133LV14
N-57-T-133LV15
N-67-T-133LV16

Natreile
T-133FX

BioDIMENSIONAL Anatomical Tissue
Expander for 2-stage breast reconstruction
with Suture Tahs, BIOCELL Textured shell and
MAGNA-SITE Integral Injection Site, Full
Height, Variable {(extra full} Projection

N-67-T-133FX11
N-67-T-133FX12
N-67-T-133FX13
N-67-T-133FX14
N-67-T-133FX15
N-67-7-133FX16

Natreile
T-133MX

BioDIMENSIONAL Anatomical Tissue
Expander for 2-stage breast reconstruction

N-67-T-133MX11
N-67-T-133MX12




with Suture Tabs, BIOCELL Textured shell and
MAGNA-SITE Integral injection Site, Moderate
Height, Variable {extra full) Projection

N-67-T-133MX13
N-67-T-133MiX14
N-67-T-133MX15
N-67-T-133MX16

Natrelle
T-1338X

BioDIMENSIONAL Anatomical Tissue
Expander for 2-stage breast reconstruction
with Suture Tabs, BIOCELL Textured shell and
MAGNA-SITE integral Injection Site, Short
Height, Variable {extra full} Projection

N-67-T-1338X11
N-67-T-1335X12
N-67-T-1335X13
N-67-T-1335X14
N-67-T-1335X15
N-67-T-1335X18

Natrelle
T-1338V

Bio DHVIENSIONAL Sermni Circular Tissue
Expander for 2-stage breast reconstruction
with Suture Tabs, BIOCELL Textured shell and
MAGNA-SITE integral Enjection Site, Short
Height, Variable Projection

N-67-T-1335V11
N-67-T-1335V12
N-67-T-1335V13
N-67-1-1335V14
N-67-T-1335V15
N-67-7-1335V16

Natrelle™ Plus
133P-FV

BioDIMENSIONAL™ Anatormical Tissue
Expander for 2-stage breast reconstruction
with BIOCELL™ Textured shell and MAGNA-
SITE™ Integral Injection Site, Full Height,
Variable Projection

N-67-T-133P-FV11
N-67-T-133P-FVvi2
N-67-T-133P-FV13
N-67-T-133P-FVi14
N-67-T-133P-FV15
N-67-T-133P-FV16

Natrelle™ Plus
133P-MV

BioDIMENSIONAL™ Anatomical Tissue
Expander for 2-stage breast reconstruction
with BIOCELL™ Textured shell and MAGNA-
SITE™ Integral Injection Site, Moderate
Height, Variable Projection

N-67-T-133P-MV11
N-67-T-133P-MV12
N-67-T-133P-MV13
N-67-T-133P-MV14
N-67-T-133P-MV15
N-67-T-133P-MV16

Natrelle™ Plus
133P-LV

BioDHMENSIONAL™ Croissant Shaped Tissue
Expander for 2-stage breast reconstruction
with BIOCELL™ Textured shell and MAGNA-
SITE™ Integral Injection Site, Low Height,
Variable Projection

N-57-T-133P-LVi1
N-67-T-133P-1V12
N-67-T-133P-LV13
N-67-T-133P-LV14
N-67-7-133P-LV15
N-67-T-133P-LV16

Natrelle™ Plus
133P-FX

BioDIMENSIONAL™ Anatomical Tissue
Expander for 2-stage breast reconstruction
with BIOCELL™ Textured shell and MAGNA-
SITE™ Integral Injection Site, Full Height,
Variable (extra full) Projection

N-67-T-133P-FX11
N-67-T-133P-FX12
N-67-T-133P-FX13
N-67-T-133P-FX14
N-67-T-133P-FX15
N-67-T-133P-FX16

Natrelle™ Pius
133p-MX

BioDIMENSIONAL™ Anatomicali Tissue
Expander for 2-stage breast reconstruction
with BIOCELL™ Textured shell and MAGNA-
SITE™ Integral Injection Site, Moderate
Height, Variable (extra full) Projection

N-67-T-133P-MX11
N-67-T-133P-MX12
N-67-T-133P-MX13
N-67-T-133P-MX14
N-67-T-133P-MX15
N-67-1-133P-MX16

Natrelie™ Plus
133pP-5X

BioDIMENSIONAL™ Anatomical Tissue
Expander for 2-stage breast reconstruction
with BIGCELL™ Textured shell and MAGNA-
SITE™ Integral Injection Site, Short Height,
Variable {extra full) Prajection

N-67-T-133P-5X11
N-67-T-133P-5X12
N-67-T-133P-5X13
N-67-T-133P-5X14
N-67-T-133P-§X15
N-67-T-133P-5X16

Natrelle™ Plus
133P-SV

BioDIMENSIONAL™ Semi Circular Tissue
Expander for 2-stage breast reconstruction
with BIOCELL™ Textured shell and MAGNA-

N-67-T-133P-SV11
N-67-T-133P-5Vi2
N-67-T-133P-5V13
N-67-T-133P-5V14




SITE™ Integral Injection Site, Short Height,
Variable Projection

N-67-1-133P-5V15
N-67-T-133P-5V16

Natrelle™ Plus
T-133P-FV

BioDIMENSIONAL™ Anatomical Tissue
Expander for 2-stage breast reconstruction
with Suture Tabs, BIOCELL™ Textured shell,
MAGNA-SITE™ {ntegral Injection Site, Fult
Height, Variable Projection

N-67-133P-FV11
N-67-133P-FV12
N-67-123P-FV13
N-67-133P-FV14
N-67-133P-FV15
N-67-133P-FV16

Natrelle™ Plus
T-133P-MV

BioDIMENSIONAL™ Anatomical Tissue
Expander for 2-stage breast reconstruction
with Suture Tabs, BIOCELL™ Textured shell
and MAGNA-SITE™ Integral Injection Site,
Moderate Height, Variable Projection,

N-67-133P-MV11
N-67-133P-MV12
N-§7-133P-MV13
N-67-133P-MV14
N-67-133P-MV15
N-67-133P-MV16

Natrelle™ Plus
T-133pP-Lv

BioDHVIENSIONAL™ Croissant Shaped Tissue
Expander for 2-stage breast reconstruction
with Suture Tabs, BIOCELL™ Textured shell
and MAGNA-SITE™ Integral Injection Site,
Low Height, Variahle Projection.

N-67-133P-1V11
N-67-133P-LV1i2
N-67-133P-LV13
N-67-133P-LV14
N-67-133pP-LV15
N-67-133P-LV16

Natreile™ Plus
T-133P-FX

BioDIMENSIONAL™ Anatomical Yissue
Expander for 2-stage breast reconstruction
with Suture Tabs, BIOCELL™ Texiured shell
and MAGNA-SITE™ |ntegral Injection Site, Full
Height, Variable {extra full} Projection.

N-67-133P-FX11
N-67-133P-FX12
N-67-133P-FX13
N-67-133P-FX14
N-67-133P-FX15
N-67-133P-FX16

Natrelle™ Plus
T-133P-MX

BiaDIMENSIONAL™ Anatomical Tissue
Expander for 2-stage breast reconstruction
with Suture Tabs, BIQCELL™ Textured shell
and MAGNA-SITE™ integral Injection Site,
Moderate Height, Variable {extra full)
Projection,

N-67-133P-MX11
N-67-133P-MX12
N-67-133P-MX13
N-67-133P-MX14
N-67-133P-MX15
N-67-133P-MX-16

Natrelle™ Plus
T-133P-8X

BioDIMENSIONAL™ Anatomical Tissue
Expander for 2-stage breast reconstruction
with Suture Tabs, BIOCELL™ Textured shell
and MAGNA-SITE™ Integral Injection Site,
Short Height, Variable {extra full} Projection.

N-67-133P-5X11
N-67-133P-SX12
N-67-133P-5X13
N-67-133P-5X14
N-67-133P-5X15
N-67-133P-SX16

Natrelle™ Plus
T-133P-5V

BioDIMENSIONAL™ Semi Circular Tissue
Expander for 2-stage breast reconstruction
with Suture Tabs, BIOCELL™ Textured shell
and MAGNA-SITE™ {ntegral Injection Site,
Short Height, Variable Projection.

N-67-133P-5V11
N-67-133P-5V12
N-67-133P-5V13
N-67-133P-SV14
N-67-133P-SV15
N-67-133P-5V16




