Republica Argentina - Poder Ejecutivo Nacional
2018 - Aiio del Centenario de la Reforma Universitaria

Disposicién
Nimero: DI-2018-4678-APN-ANMAT#MS

CIUDAD DE BUENOS AIRES
. Viemes 11 de Mayo de 2018

Referencia: 1-47-3110-4899-17-7 -

VISTO el Expediente N° 1-47-3110-4899-17-7 del Registro de esta Administracion Nacional de
Medicarpentos, Alimentos y Tecnologia Médica (ANMAT), y

CONSIDERANDO:

Que por las presentes actuaciones la firma AXIMPORT S.R.L. solicita la revalidacién y modificacion del
Certificado de Inscripcién en el RPPTM N° PM-646-16, denominado STENT PERIFERICO, marca
BALTON.

Que lo solicitado se encuadra dentro de los alcances de la Disposicion ANMAT N° 2318/02, sobre el
Registro Nacional de Productores y Productos de Tecnologia Médica (RPPTM).

Que la documentacién aportada ha satisfecho los requisitos de la normativa aplicable.
Que la ]5ireccic’m Nacional de Productos Médicos ha tomado la intervencién que le compete.
Que se actita en virtud de las facultades conferidas por el Decreto N° 1490/92 y el Decreto N° 101 del 16
de Diciembre de 2015. -

l;or ello;

EL ADMINISTRADOR NACIONAL DE LA ADMINISTRACION NACIONAL DE
MEDICAMENTOS, ALIMENTOS Y TECNOLOGf{A MEDICA
s DISPONE:

ARTICULO 1°.- Revalidese la fecha de vigencia del Certificado de Inscripcion en el RPPTM N° PM-646-

16, correspondiente al producto médico denominado STENT PERIF ERICO, marca BALTON, propiedad de

la firma AXIMPORT S.R.L. obtenido a través de la Disposicion ANMAT N° 2967/13 de fecha 17 de
Mayo de 2013, la cual sera 17 de Mayo de 2023.

~



N
ARTICULO 2°.- Autorizase la modificacién del Certificado de Inscripcion en el RPPTM N° PM-646-16,
denominado STENT PERIFERICO, marca BALTON.

ARTICULO 3°- Acéptase el Anexo de Autorizacion de Modificaciones documento N° IF-2018-
13966962-APN-DNPM#ANMAT, el que debera agregarse al Certificado de Inscripcion en el RPPTM N°
PM-646-16.

ARTICULO 4°.- En los Rétulos e Instrucciones de uso deberan constar las modificaciones autorizadas.

ARTICULO 5°.- Registrese; por el Departamento de Mesa de Entrada, notifiquese al interesado y hagasele
entrega de la presente Disposicion conjuntamente con su Anexo, girese a la Direccion de Gestion de
Informacién Técnica para que efectie la agregacion al Certificado de Inscripcion correspondiente.
CumpliQo, archivese.

Expediente N° 1-47-3110-4899-17-7

Dt 201808 17 00120 AR
Location: Ciudad Auténoma de Buenos Aires
Roberto Luts Lede
SubAdministrador

Administracién Nacional de Medicamentos, Alimentos y Tecnologia
Meédica
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N ANEXO DE AUTORIZACION DE MODIFICACIONES
El Administrador Nacional de la Administracién Nacional de Medicamentos,
Alimentos y Tecnologia Médica (ANMAT), autoriza a la firma AXIMPORT

~S.R.L. la modificacién de los datos caracteristicos correspondientes al
Certificado de Inscripcion en el RPPTM N° PM-646-16 de acuerdo con los
datos que figuran en la tabla al pie, del producto:

. Nombre genérico aprobado: STENT PERIFERICO, marca BALTON.
Disposicién Autorizante de (RPPTM) N° 2967/13.

Tramitado por expediente N° 1-47-14172-10-4.

1 DATO DATO AUTORIZADO | MODIFICACION
IDENTIFICATORIO | HASTA LA FECHA RECTIFICACION
A MODIFICAR AUTORIZADA

ZSTP4x123580 ZSTP4x162580
ZSTP4x9535110 ZSTP4x1625110
ZSTP4x143580 ZSTP4x163580
ZSTP4x10035110 ZSTP4x1635110
ZSTP4x163580 ZSTP4x202580
ZSTP5x123580 ZSTP4x2025110
ZSTP4x183580 ZSTP4x203580
ZSTP5x143580 ZSTP4x2035110
ZSTP4x203580 ZSTP4x252580
ZSTP5x163580 ZSTP4x2525110
ZSTP4x253580 ZSTP4x253580
Modelos ZSTP5x1 83580 ZSTP4x2535110
ZSTP4x303580 ZSTP4x302580
ZSTP5x203580 ZSTP4x3025110
ZSTP4x353580 ZSTP4x303580
ZSTP5x253580 ZSTP4x3035110
ZSTP4x403580 ZSTP4x352580
ZSTP5x303580 ZSTP4x3525110
ZSTP4x453580 ZSTP4x353580
ZSTP5x353580 ZSTP4x3535110
ZSTP4x503580 ZSTP4x402580
ZSTP5x403580 ZSTP4x4025110
ZSTP4x553580 ZSTP4x403580
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Z5TPaxa035110

ZSTP5x453580

ZSTP4x603580 ZSTP4x452580
ZSTP5x503580 ZSTP4x4525110
ZSTP4x653580 ZSTP4x453580
ZSTP5x553580 ZSTP4x4535110
ZSTP4x703580 ZSTP4x502580
ZSTP5x603580 ZSTP4x5025110
ZSTP4x753580 ZSTP4x503580
ZSTP5x653580 ZSTP4x5035110
ZSTP4x803580 ZSTP4x552580
ZSTP5x703580 ZSTP4x5525110
ZSTP4x853580 ZSTP4x553580
ZSTP5x753580 ZSTP4x5535110
ZSTP4x903580 ZSTP4x602580
ZSTP5x803580 ZSTP4x6025110
ZSTP4x953580 ZSTP4x603580
ZSTP5x853580 ZSTP4x6035110
ZSTP4x1003580 ZSTP4x652580
ZSTP5x903580 ZSTP4x6525110
ZSTP4x1235110 ZSTP4x653580
ZSTP5x953580 ZSTP4x6535110
ZSTP4x1435110 ZSTP4x702580
ZSTPSx1003580 ZSTP4x7025110
ZSTP4x1635110 ZSTP4x703580
ZSTP5x1235110 ZSTP4x7035110
ZSTP4x1835110 ZSTP4x752580
ZSTP5x1435110 ZSTP4x7525110
ZSTP4x2035110 ZSTP4x753580
ZSTP5x1635110 ZSTP4x7535110
ZSTP4x2535110 ZSTP4x802580
ZSTP5x1835110 ZSTP4x8025110
ZSTP4x3035110 ZSTP4x803580
ZSTP5x2035110 ZSTP4x8035110
ZSTP4x3535110 ZSTP4x852580
ZSTP5x2535110 ZSTP4x8525110
ZSTP4x4035110 ZSTP4x853580
ZSTP5x3035110 ZSTP4x8535110
ZSTP4x4535110 ZSTP4x902580
ZSTP5x3535110 ZSTP4x9025110
ZSTP4x5035110 ZSTP4x903580
ZSTP5x4035110 ZSTP4x9035110
ZSTP4x5535110 ZSTP4x952580
ZSTP5x4535110 ZSTP4x9525110
ZSTP4x6035110 ZSTP4x953580
ZSTP5x5035110 ZSTP4x9535110
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ZSTP4x6535110 ZSTP4x1002580
ZSTP5x5535110 ZSTP4x10025110
ZSTP4x7035110 ZSTP4x1003580
ZSTP6x6035110 ZSTP4x10035110
ZSTP4x7535110 ZSTP5x162580
ZSTP5x6535110 ZSTP5x1625110
ZSTP4x8035110 ZSTP5x163580
ZSTPSx7035110 ZSTP5x1635110
ZSTP4x8535110 ZSTP5x202580
ZSTPSx7535110 ZSTP5x2025110
ZSTP4x9035110 ZSTP5x203580
ZSTP5x8035110 ZSTP5x2035110
ZSTP6x7535110 ZSTP5x252580
ZSTP8x653580 ZSTP5x2525110
ZSTP6x8035110 ZSTP5x253580
ZSTP8x703580 ZSTP5x2535110
ZSTP6x8535110 ZSTP5x302580
' ZSTP8x753580 ZSTP5x3025110
ZSTP6x9035110 ZSTP5x303580
ZSTP8x803580 ZSTP5x3035110
ZSTP6x9535110 ZSTP5x352580
ZSTP8x853580 ZSTPSx3525110
ZSTP6x10035110 ZSTP5x353580
ZSTP8x903580 ZSTP5x3535110
ZSTP7x123580 ZSTP5x402580
ZSTP8x953580 ZSTP5x4025110
2STP7x143580 ZSTPSx403580
ZSTP8x1003580 ZSTP5x4035110
ZSTP7x163580 ZSTP5x452580
ZSTP9x123580 ZSTP5x4525110
ZSTP7x1835110 ZSTP5x453580
ZSTP9x143580 ZSTP5x4535110
ZSTP7x203580 ZSTP5x502580
ZSTP9x163580 ZSTP5x5025110
ZSTP7x303580 ZSTP5x503580
ZSTP9x203580 ZSTP5x5035110
ZSTP7x353580 ZSTP5x552580
ZSTP9x253580 ZSTPS5x5525110
ZSTP7x403580 ZSTP5x553580
ZSTP9x303580 ZSTP5x5535110
ZSTP7x453580 ZSTP5x602580
ZSTP9x353580 ZSTP5x6025110
ZSTP7x503580 ZSTP5x603580
ZSTP9x403580 | ZSTP5x6035110
ZSTP7x553580 ZSTP5x652580
IF-2018-1 3966962-APN-DNPM#ANMAT
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ZSTP9x453580 ZSTP5x6525110
ZSTP7x603580 ZSTP5x653580
ZSTP9x503580 ZSTP5x6535110
ZSTP7x653580 ZSTP5x702580
ZSTP9x553580 ZSTP5x7025110
ZSTP7x703580 ZSTP5x703580
ZSTP9x603580 ZSTP5x7035110
ZSTP7x753580 ZSTP5x752580
ZSTP9x653580 ZSTP5x7525110
ZSTP7x803580 ZSTP5x753580
ZSTP9x703580 ZSTP5x7535110
ZSTP7x853580 ZSTP5x802580
ZSTP9x753580 ZSTP5x8025110
ZSTP7x903580 ZSTP5x803580
ZSTP9x803580 ZSTP5x8035110
ZSTP7x953580 ZSTP5x852580
ZSTP9x853580 ZSTP5x8525110
ZSTP7x1003580 ZSTP5x853580
ZSTP9x903580 ZSTP5x8535110
ZSTP8x123580 ZSTP5x902580
ZSTP9x953580 ZSTP5x9025110
ZSTP8x143580 ZSTP5x903580
ZSTP9x1003580 ZSTP5x9035110
ZSTP8x163580 ZSTP5x952580
ZSTP10x123580 ZSTP5x9525110
ZSTP8x183580 ZSTP5x953580
ZSTP10x143580 ZSTP5x9535110
ZSTP8x203580 ZSTP5x1002580
ZSTP10x163580 ZSTP5x10025110
ZSTP8x253580 ZSTP5x1003580
ZSTP10x183580 ZSTP5x10035110
ZSTP8x303580 ZSTP6x162580
ZSTP10x203580 ZSTP6x1625110
ZSTP8x353580 ZSTP6x163580
ZSTP10x253580 ZSTP6x1635110
ZSTP8x403580 ZSTP6x202580
ZSTPI 0x303580 ZSTP6x2025110
ZSTP8x453580 'ZSTP6x203580
ZSTP10x353580 ZSTP6x2035110
ZSTP8x503580 ZSTP6x252580
ZSTP10x403580 ZSTP6x2525110
ZSTP8x553580 ZSTP6x253580
ZSTP10x453580 ZSTP6x2535110
ZSTP8x603580 ZSTP6x302580
ZSTP10x503580 ZSTP6x3025110
IF-2018-13966962-APN-DNPM#ANMAT
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ZSTPSxS0351 10 ZSTP6x303580
ZSTP7x4035110 ZSTP6x3035110
ZSTP5x5535110 ZSTP6x352580
ZSTP7x45351 10 ZSTP6x3525110
ZSTP5x60351 10 ZSTP6x353580
ZSTP7x5035110 ZSTP6x3535110
ZSTP5x65351 10 ZSTP6x402580
ZSTP7x55351 10 ZSTP6x4025110
ZSTPSx70351 10 ZSTP6x403580
ZSTP7x6035110 ZSTP6x4035110
ZSTP5x75351 10 ZSTP6x452580
ZSTP7x65351 10 ZSTP6x4525110
Z2STP5x80351 10 ZSTP6x453580
ZSTP7x7035110 ZSTP6x4535110
ZSTP5x8535110 ZSTP6x502580
ZSTP7x75351 10 ZSTP6x5025110
ZSTP5x9035110 ZSTP6x503580
Z2STP7x8035110 ZSTP6x5035110
ZSTPSx9535110 ZSTP6x552580
ZSTP7x8535110 ZSTP6x5525110
Z2STP5x10035110 ZSTP6x553580
Z2STP7x9035110 ZSTP6x5535110
ZSTP6x1235110 ZSTP6x602580
ZSTP7x9535110 ZSTP6x6025110
ZSTP6x1435110 ZSTP6x603580
ZSTP7x10035110 ZSTP6x6035110
ZSTP6x1635110 ZSTP6x652580
ZSTP8x1235110 ZSTP6x6525110
2STP6x1835110 ZSTP6x653580
Z2STP8x1435110 ZSTP6x6535110
ZSTP6x2035110 ZSTP6x702580
ZSTP8x1635110 Z2STP6x7025110
ZSTP6x2535110 ZSTP6x703580
ZSTP8x1835110 ZSTP6x7035110
ZSTP6x3035110 ZSTP6x752580
ZSTP8x2035110 Z2STP6x7525110
ZSTP6x3535110 ZSTP6x753580
ZSTP8x2535110 ZSTP6x7535110
ZSTP6x4035110 ZSTP6x802580
ZSTP8x3035110 ZSTP6x8025110
ZSTP6x4535110 ZSTP6x803580
ZSTP8x3535110 ZSTP6x8035110
ZSTP6x5035110 ZSTP6x852580
ZSTP8x4035110 ZSTP6x8525110
ZSTP6x5535110 ZSTP6x853580
TF-2018-13966962-APN-DNPM#ANMAT
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ZSTP8x4535110 ZSTP6x8535110
ZSTP6x6035110 ZSTP6x902580
ZSTP8x5035110 ZSTP6x9025110
ZSTP6x6535110 ZSTP6x903580
ZSTP8x5535110 ZSTP6x9035110
ZSTP6x7035110 ZSTP6x952580
ZSTP8x6035110 ZSTP6x9525110
ZSTP6x7535110 ZSTP6x953580
ZSTP8x6535110 ZSTP6x9535110
ZSTP6x11035110 ZSTP6x1002580
ZSTP8x7035110 ZSTP6x10025110
ZSTP6x8535110 ZSTP6x1003580
ZSTP8x7535110 ZSTP6x10035110
ZSTP6x9035110 ZSTP7x163580
ZSTP8x8035110 ZSTP7x1635110
ZSTP6x9535110 ZSTP7x203580
ZSTP8x8535110 ZSTP7x2035110
ZSTP6x10035110 ZSTP7x253580
ZSTP8x9035110 ZSTP7x2535110
ZSTP7x1235110 ZSTP7x303580
ZSTP8x9535110 ZSTP7x3035110
ZSTP7x1435110 ZSTP7x353580
ZSTP8x10035110 ZSTP7x3535110
ZSTP7x1635110 ZSTP7x403580
ZSTP9x1235110 ZSTP7x4035110
ZSTP7x1835110 ZSTP7x453580
ZSTP9x1435110 ZSTP7x4535110
ZSTP7x1835110 ZSTP7x503580
ZSTP9x1635110 ZSTP7x5035110
ZSTP7x2035110 ZSTP7x553580
ZSTP9x1835110 ZSTP7x5535110
ZSTP7x2535110 ZSTP7x603580
ZSTP9x2035110 ZSTP7x6035110
ZSTP7x3035110 ZSTP7x653580
ZSTP9%x2535110 ZSTP7x6535110
ZSTP7x3535110 ZSTP7x703580
ZSTP9x3035110 ZSTP7x7035110
ZSTP7x753580
ZSTP7x7535110
ZSTP7x803580
ZSTP7x8035110
ZSTP7x853580
ZSTP7x8535110
ZSTP7x903580
ZSTP7x9035110
IF-2018-13966962-APN-DNPM#ANMAT
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ZSTP7x953580
ZSTP7x9535110
ZSTP7x1003580
ZSTP7x10035110
ZSTP8x163580
ZSTP8x1635110
ZSTP8x203580
ZSTP8x2035110
ZSTP8x253580
ZSTP8x2535110
ZSTP8x303580
ZSTP8x3035110
ZSTP8x353580
ZSTP8x3535110
ZSTP8x403580
ZSTP8x4035110
ZSTP8x453580
ZSTP8x4535110
ZSTP8x503580
ZSTP8x5035110
ZSTP8x553580
ZSTP8x5535110
ZSTP8x603580
ZSTP8x6035110
ZSTP8x653580
ZSTP8x6535110
ZSTP8x703580
ZSTP8x7035110
ZSTP8x753580
ZSTP8x7535110
ZSTP8x803580
ZSTP8x8035110
ZSTP8x853580
ZSTP8x8535110
ZSTP8x903580
ZSTP8x9035110
ZSTP8x953580
ZSTP8x9535110
ZSTP8x1003580
ZSTP8x10035110
ZSTP9x163580
ZSTP9x1635110
ZSTP9x203580
ZSTP9x2035110
ZSTP9x253580

IF-2018-13966962-APN-DNPM#ANMAT

pagina 7 de 12



ZSTP9x2535110
ZSTP9x303580
ZSTP9x3035110
ZSTP9x353580
ZSTP9x3535110
ZSTP9x403580
ZSTP9x4035110
ZSTP9x453580
ZSTP9x4535110
ZSTP9x503580
ZSTP9x5035110
ZSTP9x553580
ZSTP9x5535110
ZSTP9x603580
ZSTP9x6035110
ZSTP9x653580
ZSTP9x6535110
ZSTP9x703580
ZSTP9x7035110
ZSTP9x753580
ZSTP9x7535110
ZSTP9x803580
ZSTP9x8035110
ZSTP9x853580
ZSTP9x8535110
ZSTP9x903580
ZSTP9x9035110
ZSTP9x953580
ZSTP9x9535110
ZSTP9x1003580
ZSTP9x10035110
ZSTP10x163580
ZSTP10x1635110
ZSTP10x203580
ZSTP10x2035110
ZSTP10x253580
ZSTP10x2535110
ZSTP10x303580
ZSTP10x3035110
ZSTP10x353580
ZSTP10x3535110
ZSTP10x403580
ZSTP10x4035110
ZSTP10x453580
ZSTP10x4535110
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ZSTP10x503580
ZSTP10x5035110
ZSTP10x553580
ZSTP10x5535110
ZSTP10x603580
ZSTP10x6035110
ZSTP10x653580
ZSTP10x6535110
ZSTP10x703580
ZSTP10x7035110
ZSTP10x753580
ZSTP10x7535110
ZSTP10x803580
ZSTP10x8035110
ZSTP10x853580
ZSTP10x8535110
ZSTP10x903580
ZSTP10x9035110
ZSTP10x953580
ZSTP10x9535110
ZSTP10x1003580
ZSTP10x10035110
ZSTP12x163580
ZSTP12x1635110
ZSTP12x203580
ZSTP12x2035110
ZSTP12x253580
ZSTP12x2535110
ZSTP12x303580
ZSTP12x3035110
ZSTP12x353580
ZSTP12x3535110
ZSTP12x403580
ZSTP12x4035110
ZSTP12x453580
ZSTP12x4535110
ZSTP12x503580
ZSTP12x5035110
ZSTP12x553580
ZSTP12x5535110
ZSTP12x603580
ZSTP12x6035110
ZSTP12x653580
ZSTP12x6535110
ZSTP12x703580
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ZSTP12x7035110
ZSTP12x753580
ZSTP12x7535110
ZSTP12x803580
ZSTP12x8035110
ZSTP12x853580
ZSTP12x8535110
ZSTP12x903580
ZSTP12x9035110
ZSTP12x953580
ZSTP12x9535110
ZSTP12x1003580
ZSTP12x10035110
ZSTP14x163580
ZSTP14x1635110
ZSTP14x203580
ZSTP14x2035110
ZSTP14x253580
ZSTP14x2535110
ZSTP14x303580
ZSTP14x3035110
ZSTP14x353580
ZSTP14x3535110
ZSTP14x403580
ZSTP14x4035110
ZSTP14x453580
ZSTP14x4535110
ZSTP14x503580
ZSTP14x5035110
ZSTP14x553580
ZSTP14x5535110
ZSTP14x603580
ZSTP14x6035110
ZSTP14x653580
ZSTP14x6535110
ZSTP14x703580
ZSTP14x7035110
ZSTP14x753580
ZSTP14x7535110
ZSTP14x803580
ZSTP14x8035110
ZSTP14x853580
ZSTP14x8535110
ZSTP14x903580
ZSTP14x9035110
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ZSTP14x953580
ZSTP14x9535110
ZSTP14x1003580
ZSTP14x10035110
ZSTP16x163580
ZSTP16x1635110
ZSTP16x203580
ZSTP16x2035110
ZSTP16x253580
ZSTP16x2535110
ZSTP16x303580
ZSTP16x3035110
ZSTP16x353580
ZSTP16x3535110
ZSTP16x403580
Z2STP16x4035110
ZSTP16x453580
ZSTP16x4535110
ZSTP16x503580
ZSTP16x5035110
ZSTP16x553580
ZSTP16x5535110
ZSTP16x603580
ZSTP16x6035110
ZSTP16x653580
ZSTP16x6535110
ZSTP16x703580
ZSTP16x7035110
ZSTP16x753580
ZSTP16x7535110
ZSTP16x803580
ZSTP16x8035110
ZSTP16x853580
ZSTP16x8535110
ZSTP16x903580
ZSTP16x9035110
ZSTP16x953580
ZSTP16x9535110
ZSTP16x1003580
ZSTP16x10035110

18-238 ENDOPROTESIS
ECRI-UMDNS (STENT), VASCULARES
PERIFERICOS

17-461 ENDOPROTESIS
(STENTS), VASCULARES

IF-2018-13966962-APN-DNPM#ANMAT
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Nombre Genérico

STENT PERIFERICO

STENTS PERIFERICOS
NEPTUN CON SISTEMA DE
LIBERACION

AL. NOWY SWIAT 7/14 00-

Lugar de 496, VARSOVIA, POLONIA NOWY SWIAT 7/14 00-
1 Elaboracién 294 MODLINSKA 03-152, | 496, VARSOVIA, POLONIA.
VARSOVIA, POLONIA. '
Nombre del BALTON SRL. BALTON Sp.z.0.0
Fabricante :
1 Vigencia del 17 de Mayo de 2018 17 de Mayo de 2023
Certificado

. El presente sélo tiene valor probatorio anexado al certificado de
Autorizacidn antes mencionado.

Expediente N° 1-47-3110-4899-17-7

IF-2018-13966962-APN-DNPM#ANMAT
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