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Republica Argentina - Poder Ejecutivo Nacional
Afio de la Grandeza Argentina

Certificado - Redaccion libre

Numero: CE-2026-37211307-APN-ANMAT#MS

CIUDAD DE BUENOS AIRES
Martes 14 de Abril de 2026

Referencia: 1-0047-3110-005941-25-6

CERTIFICADO DE AUTORIZACION E INSCRIPCION

Expediente N° 1-0047-3110-005941-25-6

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

DATOSIDENTIFICATORIOS CARACTERISTICOS

PM: 954-271
Nombre descriptivo: Catéter con balon para ATP recubierto de farmaco

Cadigo deidentificacion y nombre técnico del producto médico, (ECRI-UMDNS):
17-184 Catéteres, Vasculares, para Angioplastia, con Balon

Marca(s) de (los) producto(s) médico(s): ZENFluxion™

Model os;
ZY 100015002014A, ZY100015004014A, ZY100015008014A, ZY100015010014A, ZY100015012014A,



ZY100020004014A, ZY100020008014A, ZY100020010014A, ZY100020012014A, ZY100020015014A,
ZY 100020022014A, ZY100025004014A, ZY100025008014A, ZY100025010014A, ZY100025012014A,
ZY100025015014A, ZY100025022014A, ZY100030004014A, ZY100030008014A, ZY100030010014A,
ZY100030012014A, ZY100030015014A, ZY100030022014A, ZY100035004014A, ZY100035008014A,
ZY100035010014A, ZY100035012014A, ZY100040004014A, ZY100040008014A, ZY100040010014A,
ZY 100040012014A, ZY100050004014A, ZY100050008014A, ZY100050010014A, ZY100050012014A,
ZY130015002014A, ZY130015004014A, ZY130015006014A, ZY130015008014A, ZY130015010014A,
ZY130015012014A, ZY130020002014A, ZY130020003014A, ZY130020004014A, ZY130020006014A,
ZY130020008014A, ZY130020010014A, ZY130020012014A, ZY130020015014A, ZY130020022014A,
ZY 130025002014A, ZY130025003014A, ZY130025004014A, ZY130025006014A, ZY 130025008014A,
ZY130025010014A, ZY130025012014A, ZY130025015014A, ZY130025022014A, ZY 130030002014A,
ZY130030003014A, ZY130030004014A, ZY130030006014A, ZY130030008014A, ZY130030010014A,
ZY130030012014A, ZY130030015014A, ZY130030022014A, ZY130035002014A, ZY130035003014A,
ZY 130035004014A, ZY130035006014A, ZY130035008014A, ZY130035010014A, ZY130035012014A,
ZY130040002014A, ZY130040003014A, ZY130040004014A, ZY130040006014A, ZY 130040008014A,
ZY130040010014A, ZY130040012014A, ZY130050002014A, ZY130050003014A, ZY130050004014A,
ZY130050006014A, ZY130050008014A, ZY130050010014A, ZY130050012014A, ZY 140020004014A,
ZY 140020008014A, ZY140020010014A, ZY140020012014A, ZY140020015014A, ZY 140020022014A,
ZY 140025004014A, ZY 140025008014A, ZY140025010014A, ZY140025012014A, ZY 140025015014A,
ZY140025022014A, ZY 140030004014A, ZY140030008014A, ZY140030010014A, ZY140030012014A,
ZY140030015014A, ZY140030022014A, ZY140035004014A, ZY140035008014A, ZY140035010014A,
ZY 140035012014A, ZY140035015014A, ZY140035022014A, ZY140040004014A, ZY 140040008014A,
ZY140040010014A, ZY140040012014A, ZY140040015014A, ZY140040022014A, ZY 140050004014A,
ZY 140050008014A, ZY 140050010014A, ZY140050012014A, ZY140050015014A, ZY 140050022014A,
ZY150012501514A, ZY150015001514A, ZY150015002014A, ZY150015004014A, ZY150015008014A,
ZY 150015010014A, ZY150015012014A, ZY150020004014A, ZY150020008014A, ZY 150020010014A,
ZY150020012014A, ZY150020015014A, ZY150020022014A, ZY150025004014A, ZY 150025008014A,
ZY150025010014A, ZY150025012014A, ZY150025015014A, ZY150025022014A, ZY 150030004014A,
ZY150030008014A, ZY150030010014A, ZY150030012014A, ZY150030015014A, ZY150030022014A,
ZY 150035004014A, ZY150035008014A, ZY150035010014A, ZY150035012014A, ZY 150040004014A,
ZY150040008014A, ZY150040010014A, ZY150040012014A, ZY150050004014A, ZY 150050008014A,
ZY150050010014A, ZY150050012014A, ZY045050004018A, ZY045050006018A, ZY045060004018A,
ZY 045060006018A, ZY045070004018A, ZY045070006018A, ZY075020002018A, ZY(075020004018A,
ZY075020006018A, ZY(075020008018A, ZY075020010018A, ZY075020012018A, ZY(075020015018A,
ZY075020022018A, ZY(075025002018A, ZY075025004018A, ZY075025006018A, ZY075025008018A,
ZY075025010018A, ZY075025012018A, ZY075025015018A, ZY075025022018A, ZY(075030002018A,
ZY(075030004018A, ZY(075030006018A, ZY075030008018A, ZY075030010018A, ZY(075030012018A,
ZY075030015018A, ZY(075030022018A, ZY075035002018A, ZY075035004018A, ZY075035006018A,
ZY(075035008018A, ZY075035010018A, ZY075035012018A, ZY075035015018A, ZY(075035022018A,
ZY(075040002018A, ZY(075040004018A, ZY075040006018A, ZY075040008018A, ZY(075040010018A,
ZY(075040012018A, ZY(075040015018A, ZY075040022018A, ZY075050002018A, ZY(075050004018A,
ZY075050006018A, ZY075050008018A, ZYO075050010018A, ZY075050012018A, ZY075050015018A,
ZY(075050022018A, ZY(075060002018A, ZY075060004018A, ZY075060006018A, ZY075060008018A,
ZY(075060010018A, ZY075060012018A, ZYO075060015018A, ZY075060022018A, ZY(075070004018A,
ZY(075070006018A, ZY(075080004018A, ZY075080006018A, ZY075090004018A, ZY(075090006018A,
ZY(090020004018A, ZY(090020008018A, ZY090020012018A, ZY090020022018A, ZY090025004018A,



ZY090025008018A, ZY(090025012018A, ZY090025022018A, ZY090030004018A, ZY(090030008018A,
ZY(090030012018A, ZY(090030022018A, ZY130020002018A, ZY130020004018A, ZY 130020006018A,
ZY130020008018A, ZY130020010018A, ZY130020012018A, ZY130020015018A, ZY 130020022018A,
ZY130025002018A, ZY130025004018A, ZY130025006018A, ZY130025008018A, ZY 130025010018A,
ZY130025012018A, ZY130025015018A, ZY130025022018A, ZY130030002018A, ZY 130030004018A,
ZY 130030006018A, ZY130030008018A, ZY130030010018A, ZY130030012018A, ZY 130030015018A,
ZY130030022018A, ZY130035002018A, ZY130035004018A, ZY130035006018A, ZY 130035008018A,
ZY130035010018A, ZY130035012018A, ZY130035015018A, ZY130035022018A, ZY 130040002018A,
ZY130040004018A, ZY130040006018A, ZY130040008018A, ZY130040010018A, ZY130040012018A,
ZY 130040015018A, ZY130040022018A, ZY130050002018A, ZY130050004018A, ZY 130050006018A,
ZY130050008018A, ZY130050010018A, ZY130050012018A, ZY130050015018A, ZY 130050022018A,
ZY130060002018A, ZY 130060004018A, ZY130060006018A, ZY130060008018A, ZY 130060010018A,
ZY130060012018A, ZY130060015018A, ZY130060022018A, ZY130070004018A, ZY130070006018A,
ZY 130080004018A, ZY130080006018A, ZY130090004018A, ZY130090006018A, ZY 150050004018A,
ZY150050008018A, ZY150050010018A, ZY150050012018A, ZY150060004018A, ZY 150060008018A,
ZY150060010018A, ZY150060012018A, ZY150070004018A, ZY150070008018A, ZY150070010018A,
ZY150070012018A, ZY180020004018A, ZY180020008018A, ZY180020010018A, ZY 180025004018A,
ZY 180025008018A, ZY180025010018A, ZY180030004018A, ZY180030008018A, ZY 180030010018A,
ZY180035004018A, ZY180035008018A, ZY180035010018A, ZY180040004018A, ZY 180040008018A,
ZY180040010018A, ZY180050004018A, ZY180050008018A, ZY180050010018A, ZY180050012018A,
ZY180060004018A, ZY180060008018A, ZY180060010018A, ZY180060012018A, ZY 180070004018A,
ZY 180070008018A, ZY180070010018A, ZY180070012018A, ZY075030002035A, ZY075030004035A,
ZY075030006035A, ZY(075030008035A, ZY075030010035A, ZY075030012035A, ZY075030015035A,
ZY(075030022035A, ZY(075035002035A, ZY075035004035A, ZY075035006035A, ZY075035008035A,
ZY(075035010035A, ZY075035012035A, ZY075035015035A, ZY075035022035A, ZY075040002035A,
ZY075040004035A, ZY075040006035A, ZY075040008035A, ZY075040010035A, ZY(075040012035A,
ZY(075040015035A, ZY(075040022035A, ZY075050002035A, ZY075050004035A, ZY075050006035A,
ZY(075050008035A, ZY(075050010035A, ZY075050012035A, ZY075050015035A, ZY075050022035A,
ZY(075060002035A, ZY(075060004035A, ZY075060006035A, ZY075060008035A, ZY075060010035A,
ZY075060012035A, ZY075060015035A, ZY075060022035A, ZY075070002035A, ZY075070004035A,
ZY075070006035A, ZY(075080002035A, ZY075080004035A, ZY075080006035A, ZY075090002035A,
ZY(075090004035A, ZY(075090006035A, ZY075100002035A, ZY075100004035A, ZY075100006035A,
ZY(075120002035A, ZY(075120004035A, ZY100030002035A, ZY100030004035A, ZY 100030006035A,
ZY 100030008035A, ZY100030010035A, ZY100030012035A, ZY100030015035A, ZY 100030022035A,
ZY100040002035A, ZY 100040004035A, ZY100040006035A, ZY100040008035A, ZY 100040010035A,
ZY100040012035A, ZY100040015035A, ZY100040022035A, ZY100050002035A, ZY 100050004035A,
ZY100050006035A, ZY 100050008035A, ZY100050010035A, ZY100050012035A, ZY 100050015035A,
ZY 100050022035A, ZY 100060002035A, ZY 100060004035A, ZY100060006035A, ZY 100060008035A,
ZY100060010035A, ZY100060012035A, ZY100060015035A, ZY100060022035A, ZY 100070002035A,
ZY100070004035A, ZY100070006035A, ZY 100080002035A, ZY100080004035A, ZY 100080006035A,
ZY100090002035A, ZY 100090004035A, ZY 100090006035A, ZY100100002035A, ZY100100004035A,
ZY 100100006035A, ZY100120002035A, ZY100120004035A, ZY110020002035A, ZY 110020004035A,
ZY110020006035A, ZY 110020008035A, ZY110020010035A, ZY110020012035A, ZY 110020015035A,
ZY110020022035A, ZY110025002035A, ZY110025004035A, ZY110025006035A, ZY 110025008035A,
ZY110025010035A, ZY110025012035A, ZY110025015035A, ZY110025022035A, ZY 110030002035A,
ZY 110030004035A, ZY110030006035A, ZY110030008035A, ZY110030010035A, ZY110030012035A,



ZY110030015035A,
ZY 110035008035A,
ZY 110040002035A,
ZY110040012035A,
ZY 110050006035A,
ZY 130030006035A,
ZY 130030022035A,
ZY 130040010035A,
ZY 130050004035A,
ZY 130050015035A,
ZY 130060008035A,
ZY130070002035A,
ZY 130080006035A.

Clase de Riesgo: 1V

ZY 110030022035A,
ZY 110035010035A,
ZY 110040004035A,
ZY 110040015035A,
ZY 110050010035A,
ZY 130030008035A,
ZY 130040002035A,
ZY 130040012035A,
ZY 130050006035A,
ZY 130050022035A,
ZY 130060010035A,
ZY 130070004035A,

I ndicacién/es autorizadals:
El catéter con baldon recubierto en farmaco ZENFluxion™ est4 indicado para la angioplastia transluminal
percutanea de lesiones por oclusion o estenosis en arterias iliacas, femorales o poplitea

Periodo de vida (til: 3 afios

ZY 110035002035A,
ZY 110035012035A,
ZY 110040006035A,
ZY 110040022035A,
ZY 110050012035A,
ZY 130030010035A,
ZY 130040004035A,
ZY 130040015035A,
ZY 130050008035A,
ZY 130060002035A,
ZY 130060012035A,
ZY 130070006035A,

ZY 110035004035A,
ZY 110035015035A,
ZY 110040008035A,
ZY 110050002035A,
ZY 130030002035A,
ZY 130030012035A,
ZY 130040006035A,
ZY 130040022035A,
ZY 130050010035A,
ZY 130060004035A,
ZY 130060015035A,
ZY 130080002035A,

Condicion de uso: Uso exclusivo a profesionales e instituciones sanitarias

Fuente de obtencion de la materia prima de origen biologico: N/A

Forma de presentacion: Unitaria

M étodo de esterilizacion: Oxido de etileno

Nombre del fabricante:

Zylox-Tonbridge Medical Technology Co., Ltd.

Lugar de elaboracion:

ZY 110035006035A,
ZY 110035022035A,
ZY 110040010035A,
ZY 110050004035A,
ZY 130030004035A,
ZY 130030015035A,
ZY 130040008035A,
ZY 130050002035A,
ZY 130050012035A,
ZY 130060006035A,
ZY 130060022035A,
ZY 130080004035A,

Zylox-Tonbridge Industrial Park, No. 270 Shuyun Road, Y uhang District, Hangzhou, Zhejiang Province, China

Se extiende el presente Certificado de Autorizacion e Inscripcion del PM 954-271 , con una vigencia cinco (5)
afos a partir de lafecha de la Disposicion autorizante.

1-0047-3110-005941-25-6

N° Identificatorio Tramite: 70508

AM



Digitally signed by GESTION DOCUMENTAL ELECTRONICA - GDE
Date: 2026.04.14 08:55:07 -03:00

LUISEDUARDO FONTANA

Administrador Nacional

Administracién Nacional de Medicamentos, Alimentosy Tecnologia
Médica
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