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Republica Argentina - Poder Ejecutivo Nacional
Afio de la Grandeza Argentina

Certificado - Redaccion libre

Numero: CE-2026-14321405-APN-ANMAT#MS

CIUDAD DE BUENOS AIRES
Lunes 9 de Febrero de 2026

Referencia: 1-0047-3110-008912-25-5

CERTIFICADO DE AUTORIZACION E INSCRIPCION

Expediente N° 1-0047-3110-008912-25-5

La Administracion Nacional de Medicamentos, Alimentos y Tecnologia Médica (ANMAT) certifica que de
acuerdo con lo solicitado por Angiocor S.A. ; se autoriza lainscripcion 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: 416-188
Nombre descriptivo: Sistemade injerto de stent toracico

Cadigo de identificacién y nombre técnico del producto médico, (ECRI-UMDNS):
15-784 Endoprotesis (stents)

Marca(s) de (los) producto(s) médico(s): PERCUTEK

Modelos:

Sistema de injerto de stent toracico

PTBS2222080, PTBS2424080, PTBS2626080, PTBS2828080, PTBS3030080, PTBS3232080, PTBS3434080,
PTBS3636080, PTBS3838080, PTBS4040080, PTBS4242080, PTBS4444080, PTBS4646080, PTBS2222150,



PTBS2424150, PTBS2626150, PTBS2828150, PTBS3030150, PTBS3232150, PTBS3434150,
PTBS3636150,PTBS3838150, PTBS4040150, PTBS4242150, PTBS4444150, PTBSA646150, PTBS2222180,
PTBS2424180, PTBS2626180, PTBS2828180, PTBS3030180, PTBS3232180, PTBS3434180, PTBS3636180,
PTBS3838180, PTBS4040180, PTBSA4242180, PTBSA4444180, PTBS4646180, PTBS2222210, PTBS2424210,
PTBS2626210, PTBS2828210, PTBS3030210, PTBS3232210, PTBS3434210, PTBS3636210, PTBS3838210,
PTBS4040210, PTBSA4242210, PTBS4444210, PTB3S4646210, PTBS2222240, PTBS2424240, PTBS2626240,
PTBS2828240, PTBS3030240, PTBS3232240, PTBS3434240, PTBS3636240, PTBS3838240, PTBS4040240,
PTBSA242240, PTBS4444240, PTBS4646240

Sistema de injerto de stent toracico

PTBS2622150, PTBS2822150, PTBS2824150, PTBS3022150, PTBS3024150, PTBS3026150, PTBS3222150,
PTBS3224150, PTBS3226150, PTBS3228150, PTBS3424150, PTBS3426150, PTBS3428150, PTBS3430150,
PTBS3626150, PTBS3628150, PTBS3630150, PTBS3632150, PTBS3828150, PTBS3830150, PTBS3832150,
PTBS3834150, PTBS4030150, PTBS4032150, PTBS4034150, PTBS4036150, PTBS4232150, PTBS4234150,
PTBS4236150, PTBS4238150, PTBS4434150, PTBS4436150, PTBS4438150, PTBS4440150, PTBS4636150,
PTBS4638150, PTBS4640150, PTBS4642150, PTBS2622180, PTBS2822180, PTBS2824180, PTBS3022180,
PTBS3024180, PTBS3026180, PTBS3222180, PTBS3224180, PTBS3226180, PTBS3228180, PTBS3424180,
PTBS3426180, PTBS3428180, PTBS3430180, PTBS3626180, PTBS3628180, PTBS3630180, PTBS3632180,
PTBS3828180, PTBS3830180, PTBS3832180, PTBS3834180, PTBS4030180, PTBS4032180, PTBS4034180,
PTBS4036180, PTBS4232180, PTBS4234180, PTBS4236180, PTBS4238180, PTBS4434180, PTBS4436180,
PTBS4438180, PTBS4440180, PTBS4636180, PTBS4638180, PTBS4640180, PTBS4642180, PTBS2622210,
PTBS2822210, PTBS2824210, PTBS3022210, PTBS3024210, PTBS3026210, PTBS3222210, PTBS3224210,
PTBS3226210, PTBS3228210, PTBS3424210, PTBS3426210, PTBS3428210, PTBS3430210, PTBS3626210,
PTBS3628210, PTBS3630210, PTBS3632210, PTBS3828210, PTBS3830210, PTBS3832210, PTBS3834210,
PTBS4030210, PTBS4032210, PTBS4034210, PTBS4036210,PTBS4232210, PTBS4234210, PTBS4236210,
PTB3238210, PTB$4434210, PTB$4436210, PTB$4438210, PTB3X440210, PTB$4636210, PTBS4638210,
PTB$4640210, PTBS4642210, PTBS2622240, PTBS2822240, PTBS2824240, PTBS3022240, PTBS3024240,
PTBS3026240, PTBS3222240, PTBS3224240, PTBS3226240, PTBS3228240, PTBS3424240, PTBS3426240,
PTBS3428240, PTBS3430240, PTBS3626240, PTBS3628240, PTBS3630240, PTBS3632240, PTBS3828240,
PTBS3830240, PTBS3832240, PTBS3834240, PTBS4030240, PTBS4032240, PTBS4034240, PTBS4036240,
PTB$SA4232240, PTBSA234240, PTBSA236240, PTBSA4238240, PTBS4434240, PTBS4436240, PTBS4438240,
PTBS4440240, PTBS4636240, PTBS4638240, PTBS4640240, PTBS4642240

Sistema de injerto de stent toracico

PTCW2222070, PTCW2424070, PTCW2626070, PTCW2828070, PTCW3030070, PTCW3232070,
PTCW3434070, PTCW3636070, PTCW3838070, PTCW4040070, PTCW4242070, PTCW4444070,
PTCW4646070, PTCW2222150, PTCW2424150, PTCW2626150, PTCW2828150, PTCW3030150,
PTCW3232150, PTCW3434150, PTCW3636150, PTCW3838150. PTCW4040150, PTCW4242150,
PTCW4444150, PTCW4646150, PTCW?2222180, PTCW2424180, PTCW2626180, PTCW2828180,
PTCW3030180, PTCW3232180, PTCW3434180, PTCW3636180, PTCW3838180, PTCW4040180,
PTCW4242180, PTCW4444180, PTCW4646180, PTCW2222210, PTCW2424210, PTCW2626210,
PTCW2828210, PTCW3030210, PTCW3232210, PTCW3434210, PTCW3636210, PTCW3838210,
PTCW4040210, PTCW4242210, PTCW4444210, PTCW4646210, PTCW2222240, PTCW2424240,
PTCW2626240, PTCW2828240,PTCW3030240, PTCW3232240, PTCW3434240, PTCW3636240,
PTCW3838240, PTCW4040240, PTCW4242240, PTCW4444240, PTCW4646240



Sistema de injerto de stent toracico

PTCW2622150, PTCW2822150, PTCW2824150, PTCW3022150, PTCW3024150, PTCW3026150,
PTCW3222150, PTCW3224150, PTCW3226150, PTCW3228150, PTCW3424150, PTCW3426150,
PTCW3428150, PTCW3430150, PTCW3626150, PTCW3628150, PTCW3630150, PTCW3632150,
PTCW3828150. PTCW3830150, PTCW3832150, PTCW3834150, PTCW4030150, PTCW4032150,
PTCW4034150, PTCW4036150, PTCWwW4232150, PTCW4234150, PTCW4236150, PTCW4238150,
PTCW4434150, PTCW4436150, PTCW4438150, PTCW4440150, PTCW4636150, PTCW4638150,
PTCW4640150, PTCW4642150, PTCW2622180, PTCW2822180, PTCW2824180, PTCW3022180,
PTCW3024180, PTCW3026180, PTCW3222180, PTCW3224180, PTCW3226180, PTCW3228180,
PTCW3424180, PTCW3426180, PTCW3428180, PTCW3430180, PTCW3626180, PTCW3628180,
PTCW3630180, PTCW3632180, PTCW3828180, PTCW3830180, PTCW3832180, PTCW3834180,
PTCW4030180, PTCW4032180, PTCW4034180, PTCW4036180, PTCW4232180, PTCW4234180,
PTCW4236180, PTCW4238180, PTCW4434180, PTCW4436180, PTCW4438180, PTCW4440180,
PTCW4636180, PTCWA4638180, PTCW4640180, PTCW4642180, PTCW2622210, PTCW2822210,
PTCW2824210, PTCW3022210, PTCW3024210, PTCW3026210, PTCW3222210, PTCW3224210,
PTCW3226210, PTCW3228210, PTCW3424210, PTCW3426210, PTCW3428210, PTCW3430210,
PTCW3626210, PTCW3628210, PTCW3630210, PTCW3632210, PTCW3828210, PTCW3830210,
PTCW3832210, PTCW3834210, PTCWA4030210, PTCWA4032210, PTCW4034210. PTCW4036210,
PTCW4232210, PTCW4234210, PTCW4236210, PTCW4238210, PTCW4434210, PTCW4436210,
PTCW4438210, PTCW4440210, PTCW4636210, PTCW4638210, PTCW4640210, PTCW4642210,
PTCW2622240,PTCW2822240, PTCW2824240, PTCW3022240, PTCW3024240, PTCW3026240,
PTCW3222240, PTCW3224240, PTCW3226240, PTCW3228240,PTCW3424240, PTCW3426240,
PTCW3428240, PTCW3430240, PTCW3626240, PTCW3628240, PTCW3630240, PTCW3632240,
PTCW3828240, PTCW3830240, PTCW3832240, PTCW3834240, PTCW4030240, PTCW4032240,
PTCW4034240, PTCW4036240, PTCW4232240, PTCW4234240, PTCW4236240, PTCW4238240,
PTCW4434240, PTCW4436240, PTCW4438240, PTCW4440240, PTCW4636240, PTCW4638240,
PTCW4640240, PTCW4642240

Clase de Riesgo: IV

Indicacién/es autorizadals:

El sistema de endoprotesis cubierta toracica Percutek esta indicado para €l tratamiento endovascular de pacientes
con enfermedades de la aorta torécica descendente, incluidos, entre otros, aneurismas y disecciones, que
presenten las siguientes condiciones.

- Abordaje iliaco / femoral apropiado;

- Enfermedades de |a aorta torécica descendente, y diametro del cuello de 20-44 mm

- La longitud de la zona de aterrizaje proximal mayor o igual a 10 mm, sin calcificacion significativay / o
trombosis significativa;

- Tener una morfol ogia anatémica adecuada para la reparacion endovascular.

Periodo de vida dtil: 3 afios
Condicion de uso: Uso exclusivo a profesionales e instituciones sanitarias
Fuente de obtencion de la materia prima de origen biologico: No corresponde.

Forma de presentacion: -Sistema de endoproétesis toracica (1 sistema).



M étodo de esterilizacion: Oxido de etileno

Nombre del fabricante:
Beijing Percutek Therapeutics Inc.

Lugar de elaboracion:
Room 401, Floor 4, Building 14, No. 26 Yongwang West Rd,Bioengineering & Medical Industry Base, Daxing
District,Beijing, China

Se extiende €l presente Certificado de Autorizacion e Inscripcion del PM 416-188 , con una vigencia cinco (5)
afos a partir de lafecha de la Disposicion autorizante.
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LUISEDUARDO FONTANA

Administrador Nacional
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