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Republica Argentina - Poder Ejecutivo Nacional
ANO DE LA RECONSTRUCCION DE LA NACION ARGENTINA

Certificado - Redaccion libre

Numero: CE-2025-98511850-APN-ANMAT#MS

CIUDAD DE BUENOS AIRES
Jueves 4 de Septiembre de 2025

Referencia: 1-0047-3110-002294-25-2

CERTIFICADO DE AUTORIZACION E INSCRIPCION

Expediente N° 1-0047-3110-002294-25-2

La Administracién Naciona de Medicamentos, Alimentos y Tecnologia Médica (ANMAT) certifica que de
acuerdo con lo solicitado por EMS (Endovascular Suppliers) S.A. ; se autoriza la inscripcion en e Registro
Nacional de Productores y Productos de Tecnologia Médica (RPPTM), de un nuevo producto con los siguientes
datos identificatorios caracteristicos:

DATOSIDENTIFICATORIOS CARACTERISTICOS

PM: 2183-79
Nombre descriptivo: Catéter de Dilatacion con Balén PTCA

Cadigo deidentificacion y nombre técnico del producto médico, (ECRI-UMDNS):
10-702 Catéteres, Percutaneos Cardiacos

Marca(s) de (los) producto(s) médico(s): PIPIT NC

Model os;
FGNT275010, FGNT300007, FGNT300008, FGNT300009, FGNT300010, FGNT300011, FGNT300012,



FGNT300013, FGNT300014, FGNT300015, FGNT300016, FGNT300017, FGNT300018, FGNT300020,
FGNT300021, FGNT300024, FGNT300006, FGNT300005 FGNT275011, FGNT275012, FGNTZ275013,
FGNT275014, FGNT275015, FGNT275016, FGNT275017, FGNT275018, FGNT275020, FGNT275021,
FGNT275024, FGNT275025, FGNT275028, FGNT275029, FGNT275030, FGNT300025, FGNT300028,
FGNT325021, FGNT325024, FGNT325025, FGNT325028, FGNT325029, FGNT325030, FGNT350005,
FGNT350006, FGNT350007, FGNT350008, FGNT350009, FGNT350010, FGNT350011, FGNT350012,
FGNT350013, FGNT325020, FGNT325018, FGNT300029, FGNT300030, FGNT325005, FGNT325006,
FGNT325007, FGNT325008, FGNT325009, FGNT325010, FGNT325011, FGNT325012, FGNT325013,
FGNT325014, FGNT325015, FGNT325016, FGNT325017, FGNT350014, FGNT200005, FGNT200028,
FGNT200029, FGNT200030, FGNT225005, FGNT225006, FGNT225007, FGNT225008, FGNTZ225009,
FGNT225010, FGNT225011, FGNT225012, FGNT225013, FGNT225014, FGNT225015, FGNT225016,
FGNT200025, FGNT200024, FGNT200006, FGNT200007, FGNT200008, FGNT200009, FGNT200010,
FGNT200011, FGNT200012, FGNT200013, FGNT200014, FGNT200015, FGNT200016, FGNT200017,
FGNT200018, FGNT200020, FGNT200021, FGNT225017, FGNT225018, FGNT250015, FGNT250016,
FGNT250017, FGNT250018, FGNT250020, FGNT250021, FGNT250024, FGNT250025, FGNT250028,
FGNT250029, FGNT250030, FGNT275005, FGNT275006, FGNT275007, FGNT275008, FGNT250014,
FGNT250013, FGNT225020, FGNT225021, FGNT225024, FGNT225025, FGNT225028, FGNT225029,
FGNT225030, FGNT250005, FGNT250006, FGNT250007, FGNT250008, FGNT250009, FGNT250010,
FGNT250011, FGNT250012, FGNT275009, FGNT425021, FGNT450017, FGNT450018, FGNT450020,
FGNT450021, FGNT450024, FGNT450025, FGNT450028, FGNT450029, FGNT450030, FGNT500005,
FGNT500006, FGNTS00007, FGNT500008, FGNTS00009, FGNT500010, FGNT450016, FGNT450015,
FGNT425024, FGNT425025, FGNT425028, FGNT425029, FGNT425030, FGNT450005, FGNT450006,
FGNT450007, FGNT450008, FGNT450009, FGNT450010, FGNT450011, FGNT450012, FGNT450013,
FGNT450014, FGNTS500011, FGNT500012, FGNTS00013, FGNT500014, FGNTS00015, FGNT500016,
FGNT500017, FGNTS500018, FGNT500020, FGNTS500021, FGNT500024, FGNTS500025, FGNT500028,
FGNTS500029, FGNTS500030, FGNT350015, FGNT375012, FGNT375013, FGNT375014, FGNT375015,
FGNT375016, FGNT375017, FGNT375018, FGNT375020, FGNT375021, FGNT375024, FGNT375025,
FGNT375028, FGNT375029, FGNT375030, FGNT400005, FGNT375011, FGNT375010, FGNT350016,
FGNT350017, FGNT350018, FGNT350020, FGNT350021, FGNT350024, FGNT350025, FGNT350028,
FGNT350029, FGNT350030, FGNT375005, FGNT375006, FGNT375007, FGNT375008, FGNT375009,
FGNT400006, FGNT400007, FGNT400030, FGNT425005, FGNT425006, FGNT425007, FGNT425008,
FGNT425009, FGNT425010, FGNT425011, FGNT425012, FGNT425013, FGNT425014, FGNT425015,
FGNT425016, FGNT425017, FGNT425018, FGNT400029, FGNT400028, FGNT400008, FGNT400009,
FGNT400010, FGNT400011, FGNT400012, FGNT400013, FGNT400014, FGNT400015, FGNT400016,
FGNT400017, FGNT400018, FGNT400020, FGNT400021, FGNT400024, FGNT400025, FGNT425020.

Clase de Riesgo: IV

Indicacion/es autorizadals:

El Catéter de Dilatacion con Balén PIPIT-NC esta indicado para la dilatacion con baldn de una porcion estenosis
de una arteria coronaria en pacientes que evidencian isgquemia coronaria con € propésito de mejorar la perfusion
miocardica.

También estaindicado parala expansion posterior ala entrega de endoprotesis expandibles de bal on.

Periodo de vida util: 3 afos.

Condicion de uso: Uso exclusivo a profesionales e instituciones sanitarias



Fuente de obtencién de la materia prima de origen biol 6gico: N/A
Forma de presentacion: Unitaria.
Método de esterilizacion: Oxido de etileno.

Nombre del fabricante:
Sahajanand Medical Technologies Limited.

Lugar de elaboracion:
Plot No: 33, 34, 35, 52, 53 & 54, Special Economic Zone, Sachin, Surat, Gujarat, 394230, India.

Se extiende €l presente Certificado de Autorizacion e Inscripcion del PM 2183-79 , con una vigencia cinco (5)
anos a partir de lafecha de la Disposicion autorizante.
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