Republica Argentina - Poder Ejecutivo Nacional
Afio de la Grandeza Argentina

Certificado - Redaccion libre

Numero: CE-2026-53464867-APN-ANMAT#MS

CIUDAD DE BUENOS AIRES
Viernes 29 de Mayo de 2026

Referencia: 1-0047-3110-001285-26-7

CERTIFICADO DE AUTORIZACION E INSCRIPCION

Expediente N° 1-0047-3110-001285-26-7

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

DATOSIDENTIFICATORIOS CARACTERISTICOS

PM: 416-189
Nombre descriptivo: Sistema de Vaina Introductora

Cadigo de identificacién y nombre técnico del producto médico, (ECRI-UMDNS):
10-678 Introductores de Catéteres

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

Modelos:

4F Straight-15 Introducer Sheath Regular (Ref: FG-04015)
4F Straight-45 Introducer Sheath Regular (Ref: FG-04045)
4F Straight-60 Introducer Sheath Regular (Ref: FG-04060)
4F Straight-90 Introducer Sheath Regular (Ref: FG-04090)

5F Straight-15 Introducer Sheath Regular (Ref: FG-05015)
5F Straight-45 Introducer Sheath Regular (Ref: FG-05045)
5F Straight-60 Introducer Sheath Regular (Ref: FG-05060)
5F Straight-90 Introducer Sheath Regular (Ref: FG-05090)



6F Straight-15 Introducer Sheath Regular (Ref: FG-06015)
6F Straight-45 Introducer Sheath Regular (Ref: FG-06045)
6F Straight-60 Introducer Sheath Regular (Ref: FG-06060)
6F Straight-90 Introducer Sheath Regular (Ref: FG-06090)

7F Straight-15 Introducer Sheath Regular (Ref: FG-07015)
7F Straight-45 Introducer Sheath Regular (Ref: FG-07045)
7F Straight-60 Introducer Sheath Regular (Ref: FG-07060)
7F Straight-90 Introducer Sheath Regular (Ref: FG-07090)

8F Straight-15 Introducer Sheath Regular (Ref: FG-08015)
8F Straight-45 Introducer Sheath Regular (Ref: FG-08045)
8F Straight-60 Introducer Sheath Regular (Ref: FG-08060)
8F Straight-90 Introducer Sheath Regular (Ref: FG-08090)

4F Straight-45 Introducer Sheath Firm (Ref: FG-04045-F)
4F Straight-60 Introducer Sheath Firm (Ref: FG-04060-F)
4F Straight-90 Introducer Sheath Firm (Ref: FG-04090-F)
4F Straight-130 Introducer Sheath Firm (Ref: FG-04130-F)

5F Straight-45 Introducer Sheath Firm (Ref: FG-05045-F)
5F Straight-60 Introducer Sheath Firm (Ref: FG-05060-F)
5F Straight-90 Introducer Sheath Firm (Ref: FG-05090-F)
5F Straight-130 Introducer Sheath Firm (Ref: FG-05130-F)

6F Straight-15 Introducer Sheath Firm (Ref: FG-06015-F)
6F Straight-45 Introducer Sheath Firm (Ref: FG-06045-F)
6F Straight-60 Introducer Sheath Firm (Ref: FG-06060-F)
6F Straight-90 Introducer Sheath Firm (Ref: FG-06090-F)
6F Straight-130 Introducer Sheath Firm (Ref: FG-06130-F)

7F Straight-45 Introducer Sheath Firm (Ref: FG-07045-F)
7F Straight-60 Introducer Sheath Firm (Ref: FG-07060-F)
7F Straight-90 Introducer Sheath Firm (Ref: FG-07090-F)

8F Straight-15 Introducer Sheath Firm (Ref: FG-08015-F)
8F Straight-45 Introducer Sheath Firm (Ref: FG-08045-F)
8F Straight-60 Introducer Sheath Firm (Ref: FG-08060-F)
8F Straight-90 Introducer Sheath Firm (Ref: FG-08090-F)

5F Shaped-45cm Introducer Sheath LIMA (Ref: FG-05045-F-LIMA)

5F Shaped-45cm Introducer Sheath Hockey Stick (Ref: FG-05045-F-HS)

5F Shaped-45cm Introducer Sheath Multipurpose (Ref: FG-05045-F-MP)

5F Shaped-45cm Introducer Sheath Renal Double Curve (Ref: FG-05045-F-RDC)

5F Shaped-60cm Introducer Sheath LIMA (Ref: FG-05060-F-LIMA)

5F Shaped-60cm Introducer Sheath Hockey Stick (Ref: FG-05060-F-HS)

5F Shaped-60cm Introducer Sheath Multipurpose (Ref: FG-05060-F-MP)

5F Shaped-60cm Introducer Sheath Renal Double Curve (Ref: FG-05060-F-RDC)

5F Shaped-90cm Introducer Sheath LIMA (Ref: FG-05090-F-LIMA)

5F Shaped-90cm Introducer Sheath Hockey Stick (Ref: FG-05090-F-HS)

5F Shaped-90cm Introducer Sheath Multipurpose (Ref: FG-05090-F-MP)

5F Shaped-90cm Introducer Sheath Renal Double Curve (Ref: FG-05090-F-RDC)

6F Shaped-45cm Introducer Sheath LIMA (Ref: FG-06045-F-LIMA)

6F Shaped-45cm Introducer Sheath Hockey Stick (Ref: FG-06045-F-HS)

6F Shaped-45cm Introducer Sheath Multipurpose (Ref: FG-06045-F-MP)

6F Shaped-45cm Introducer Sheath Renal Double Curve (Ref: FG-06045-F-RDC)

6F Shaped-60cm Introducer Sheath LIMA (Ref: FG-06060-F-LIMA)
6F Shaped-60cm Introducer Sheath Hockey Stick (Ref: FG-06060-F-HS)



6F Shaped-60cm Introducer Sheath Multipurpose (Ref: FG-06060-F-MP)
6F Shaped-60cm Introducer Sheath Renal Double Curve (Ref: FG-06060-F-RDC)

6F Shaped-90cm Introducer Sheath LIMA (Ref: FG-06090-F-LIMA)

6F Shaped-90cm Introducer Sheath Hockey Stick (Ref: FG-06090-F-HS)

6F Shaped-90cm Introducer Sheath Multipurpose (Ref: FG-06090-F-MP)

6F Shaped-90cm Introducer Sheath Renal Double Curve (Ref: FG-06090-F-RDC)

7F Shaped-45cm Introducer Sheath LIMA (Ref: FG-07045-F-LIMA)

7F Shaped-45cm Introducer Sheath Hockey Stick (Ref: FG-07045-F-HS)

7F Shaped-45cm Introducer Sheath Multipurpose (Ref: FG-07045-F-MP)

7F Shaped-45cm Introducer Sheath Renal Double Curve (Ref: FG-07045-F-RDC)

7F Shaped-60cm Introducer Sheath LIMA (Ref: FG-07060-F-LIMA)

7F Shaped-60cm Introducer Sheath Hockey Stick (Ref: FG-07060-F-HS)

7F Shaped-60cm Introducer Sheath Multipurpose (Ref: FG-07060-F-MP)

7F Shaped-60cm Introducer Sheath Renal Double Curve (Ref: FG-07060-F-RDC)
7F Shaped-90cm Introducer Sheath LIMA (Ref: FG-07090-F-LIMA)

7F Shaped-90cm Introducer Sheath Hockey Stick (Ref: FG-07090-F-HS)

7F Shaped-90cm Introducer Sheath Multipurpose (Ref: FG-07090-F-MP)

7F Shaped-90cm Introducer Sheath Renal Double Curve (Ref: FG-07090-F-RDC)
Clase de Riesgo: 1V

Indicacion/es autorizadals:

El sistema de vaina introductora esté indicado para su uso en la introduccién de dispositivos de diagndstico e intervencién en la vasculatura humana,
incluyendo, por ejemplo, el acceso femoral.

Periodo de vida Util: 3 afios.

Condicion de uso: Uso exclusivo a profesionaes e instituciones sanitarias

Fuente de obtencién de la materia prima de origen biol 6gico: No corresponde.

Forma de presentacion: Por unidad en pouch individual.
Cajapor 5 unidades.

Método de esterilizacion: Oxido de etileno.

Nombre del fabricante:
Contract Medical International GmbH

Lugar de elaboracion:
Lauensteiner StralRe 37

01277 Dresden
Alemania

Se extiende el presente Certificado de Autorizacion e Inscripcion del PM 416-189 , con una vigencia cinco (5) afios a partir de la fecha de la Disposicion
autorizante.

1-0047-3110-001285-26-7
N° Identificatorio Tramite: 75850
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