La salud

es de todos

Republica de Colombia
Ministerio de Salud y Proteccién Social
Instituto Nacional de Vigilancia de Medicamentos y Alimentos — INVIMA

RESOLUCION No. 2020025428 DE 4 de Agosto de 2020
Por la cual se concede LA RENOVACION de un Registro Sanitario
La Directora Técnica de Dispositivos Médicos y otras Tecnologias del Instituto Nacional de Vigilancia
de Medicamentos y Alimentos INVIMA, en ejercicio de las facultades Legales conferidas en el Decreto
2078 de 2012, Decreto Reglamentario 4725 de 2005 modificado por el Decreto 582 de 2017,y ley
1437 de 2011.

ANTECEDENTES

Que mediante Resolucion No. 2009009178 de 1 de abril de 2009 se concedié Registro sanitario
INVIMA2009DM-0003636 para el producto STENTS URETERALES PLASTICOS BOSTON
SCIENTIFIC a favor de BOSTON SCIENTIFIC CORPORATION don domicilio en Estados Unidos
de América en la modalidad de importar y vender.

Que mediante escrito numero 20191007941 del 18 de Enero del 2019, el Doctor(a) JHON
ALEJANDRO MARTINEZ, actuando en calidad de Representante legal de la empresa BOSTON
SCIENTIFIC CORPORATION., solicita RENOVACION para el producto STENTS URETERALES
PLASTICOS, en la modalidad de IMPORTAR Y VENDER.

Que mediante Auto No. 2019012489 del 10 de Octubre de 2019, se informa al interesado que
una vez revisado el expediente y para continuar con el tramite solicitado debe cumplir con el
siguiente requerimiento:

1. Ajustar el formulario en el sentido de relacionar por cada familia, las subfamilias de
referencias con su descripcion, tal como lo declara en el Certificado de Venta Libre, en
los estudios técnicos y etiquetas aportadas.

2. Ajustar el formulario en la presentaciéon comercial, indicando como esta conformado el
kit con su correspondiente registro sanitario, lo anterior por cuanto en el folio 81 en
presentacion se indica: "Los kits estan conformados por el Stent Ureteral, un catéter
Ureteral y una Cuerda Guia"

Que mediante escrito No. 20201028881 del 14 de Febrero de 2020, el Doctor(a) JHON
ALEJANDRO MARTINEZ, actuando en calidad de Representante legal de la empresa BOSTON
SCIENTIFIC CORPORATION., allega respuesta al requerimiento No. 2019012489 del 10 de
Octubre de 2019.

CONSIDERACIONES DEL DESPACHO

Como quiera que ante este Instituto se ha solicitado la Concesiéon de la Renovacion de un
Registro Sanitario con base en la documentacion allegada, previo estudio técnico y legal de la
Direccién de Dispositivos Médicos y Otras Tecnologias, que emitid concepto favorable para la
autorizacion de esta, en razon a que el interesado allegd la respectiva documentacion Y como
respuesta al requerimiento No. 2019012489 del 10 de Octubre de 2019, siendo satisfactorio por
cuanto en el punto 1, allega formulario en el sentido de relacionar por cada familia, las
subfamilias de referencias, para el punto 2, allega en la presentacion comercial, indicando como
esta conformado el kit.
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Instituto Nacional de Vigilancia de Medicamentos y Alimentos — INVIMA

RESOLUCION No. 2020025428 DE 4 de Agosto de 2020
Por la cual se concede LA RENOVACION de un Registro Sanitario
La Directora Técnica de Dispositivos Médicos y otras Tecnologias del Instituto Nacional de Vigilancia
de Medicamentos y Alimentos INVIMA, en ejercicio de las facultades Legales conferidas en el Decreto
2078 de 2012, Decreto Reglamentario 4725 de 2005 modificado por el Decreto 582 de 2017,y ley

1437 de 2011.

Por tanto, se encuentran acreditados los requisitos preceptuados en el Decreto 4725 de
2005para acceder a la peticion, en consecuencia, la Directora de Dispositivos Médicos y Otras
Tecnologias del Instituto Nacional de Vigilancia de Medicamentos y Alimentos — INVIMA,;

RESUELVE

ARTICULO PRIMERO.- Renovar REGISTRO SANITARIO por el término de 10 afios al

PRODUCTO:
MARCA(S):

REGISTRO SANITARIO No.:

TIPO DE REGISTRO:
TITULAR(ES):

FABRICANTE(S):

IMPORTADOR(ES):

ACONDICIONADOR(ES):

TIPO DE DISPOSITIVO
RIESGO:
COMPOSICION:

USOS:

PRESENTACION
COMERCIAL:

Oficina Principal:
Administrativo:

www.invima.gov.co

STENTS URETERALES PLASTICOS

BOSTON SCIENTIFIC

INVIMA 2020DM-0003636-R1
IMPORTAR Y VENDER

BOSTON SCIENTIFIC CORPORATION con
ESTADOS UNIDOS DE AMERICA

BOSTON SCIENTIFIC CORPORATION USA con domicilio en
ESTADOS UNIDOS DE AMERICA; BOSTON SCIENTIFIC CORP.
MARINA BAY CUST. FULFILLMENT CENTER con domicilio en
ESTADOS UNIDOS DE AMERICA; BOSTON SCIENTIFIC
CORPORATION con domicilio en COSTA RICA

BOSTON SCIENTIFIC COLOMBIA LTDA con domicilio en
BOGOTA - D.C.

BOSTON SCIENTIFIC COLOMBIA LTDA con domicilio en
BOGOTA - D.C.

domicilio en

INVASIVO
IIb
STENT COPOLIMERO DE ETILENO- VINIL
ACETATO (EVA) CON CARBONATO
DE BISMUTO AZUL RADIOPACO
CUEBIERTA POLIMERO CARBOXI VINIL
HYDROPLUS (POLIACRILATO)
SUTURA NYLON
RESINA POLIETILENO DE BAJA DENSIDAD
(LDPE)/PETROTENO

PARA FACILITAR EL DRENAJE DEL RINON HACIA LA VEJIGA A
TRAVES DE LA COLOCACION ENDOSCOPICA

EMPAQUE INDIVIDUAL: CONTIENE UN STENT URETERAL.
EMPAQUE EN KIT: CONTIENE UN STENT URETERAL, UN
CATETER URETERAL Y UNA CUERDA GUIA.
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Instituto Nacional de Vigilancia de Medicamentos y Alimentos — INVIMA

RESOLUCION No. 2020025428 DE 4 de Agosto de 2020
Por la cual se concede LA RENOVACION de un Registro Sanitario
La Directora Técnica de Dispositivos Médicos y otras Tecnologias del Instituto Nacional de Vigilancia
de Medicamentos y Alimentos INVIMA, en ejercicio de las facultades Legales conferidas en el Decreto
2078 de 2012, Decreto Reglamentario 4725 de 2005 modificado por el Decreto 582 de 2017,y ley

1437 de 2011.

OBSERVACIONES: El REGISTRO SANITARIO AMPARA LAS SIGUIENTES
REFERENCIAS
_ M0061801550 4.8 F X 22-30 cm, Soft Percuflex Material
CO”tOU[JV'; Val“;‘tb'et'-ength M0061801560 6 F X 22-30 cm, Soft Percuflex Material
reteral sten M0061801570 7 F X 22-30 cm, Soft Percuflex Material
Contour Ureteral Stent M0061802350 7 F X 30 cm, Soft Percuflex Material
M0061802400 8 F X 20 cm, Soft Percuflex Material
M0061802410 8 F X 22 cm, Soft Percuflex Material
M0061802420 8 F X 24 cm, Soft Percuflex Material
M0061802430 8 F X 26 cm, Soft Percuflex Material
M0061802440 8 F X 28 cm, Soft Percuflex Material
M0061802330 7 F X 26 cm, Soft Percuflex Material
M0061802320 7 F X 24 cm, Soft Percuflex Material
M0061802450 8 F X 30 cm, Soft Percuflex Material
M0061802200 6 F X 20 cm, Soft Percuflex Material
M0061802340 7 F X 28 cm, Soft Percuflex Material
M0061802210 6 F X 22 cm, Soft Percuflex Material
M0061802220 6 F X 24 cm, Soft Percuflex Material
M0061802230 6 F X 26 cm, Soft Percuflex Material
M0061802240 6 F X 28 cm, Soft Percuflex Material
M0061802250 6 F X 30 cm, Soft Percuflex Material
M0061802300 7 F X 20 cm, Soft Percuflex Material
M0061802310 7 F X 22 cm, Soft Percuflex Material
M0061805200 6 F X 20 cm, Soft Percuflex Material
M0061805210 6 F X 22 cm, Soft Percuflex Material
M0061805220 6 F X 24 cm, Soft Percuflex Material
M0061805230 6 F X 26 cm, Soft Percuflex Material
M0061805240 6 F X 28 cm, Soft Percuflex Material
M0061805250 6 F X 30 cm, Soft Percuflex Material
M0061805320 7 F X 24 cm, Soft Percuflex Material
M0061805330 7 F X 26 cm, Soft Percuflex Material
M0061805340 7 F X 28 cm, Soft Percuflex Material

Oficina Principal:
Administrativo:

www.invima.gov.co

Pagina 3 de 21

| invifma




La salud

es de todos

Republica de Colombia
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Instituto Nacional de Vigilancia de Medicamentos y Alimentos — INVIMA

RESOLUCION No. 2020025428 DE 4 de Agosto de 2020
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La Directora Técnica de Dispositivos Médicos y otras Tecnologias del Instituto Nacional de Vigilancia
de Medicamentos y Alimentos INVIMA, en ejercicio de las facultades Legales conferidas en el Decreto
2078 de 2012, Decreto Reglamentario 4725 de 2005 modificado por el Decreto 582 de 2017,y ley

1437 de 2011.

M0061805310 7 F X 22 cm, Soft Percuflex Material
M0061805430 8 F X 26 cm, Soft Percuflex Material
M0061805420 8 F X 24 cm, Soft Percuflex Material
Percuflex Plus Ureteral Stent | M0061751950 48F x10cm
M0061751960 48F x12cm
M0061751970 48F x 14 cm
M0061751980 48F x16 cm
M0061751990 48F x18 cm
M0061752500 4,8F x20 cm
M0061752530 4,8F x26 cm
M0061752510 48F x22cm
M0061752840 8F x28cm
M0061752830 8 F x 26 cm
M0061752700 7Fx20cm
M0061752540 4,8 F x28 cm
M0061752550 4,8F x30cm
M0061752600 6 F x20 cm
M0061752610 6 Fx22cm
M0061752620 6 F x24 cm
M0061752630 6 F x26 cm
M0061752850 8F x30cm
M0061752650 6 F x30cm
M0061752520 48 F x24 cm
M0061752710 7Fx22cm
M0061752720 7F x24 cm
M0061752730 7F x26cm
M0061752740 7F x28 cm
M0061752750 7Fx30cm
M0061752800 8 Fx20cm
M0061752810 8F x22cm
M0061752820 8 F x24 cm
M0061752640 6 Fx28cm
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M0061755640 6 Fx28cm
M0061755510 48 F x22cm
M0061755520 4,8 F x24 cm
M0061755530 4,8 F x 26 cm
M0061755540 4,8 F x28 cm
M0061755600 6 Fx20cm
M0061755610 6 Fx22cm
M0061755630 6 F x26 cm
M0061755650 6 Fx30cm
M0061755710 7Fx22cm
MO0061755720 7Fx24cm
M0061755730 7 F x26 cm
M0061755740 7Fx28 cm
M0061755810 8 Fx22cm
M0061755820 8 Fx24 cm
M0061755830 8 F x26 cm
M0061755620 6 Fx24 cm
M0061755840 8 F x28 cm
Contour VL Variable Length | M006180155050 | 4,8F (1,6mm)/22cm-30cm 0,035in (0,89mm)
Ureteral Stent Set (Soft PTFE Stiff Bodied Guidewire with 3cm Flexible
Percuflex Material) Tip
M006180155060| 4,8F (1,6mm)/22cm-30cm 0,035in (0,89mm)
PTFE Bentson type Guidewire with 15cm
Flexible Tip
M006180155090 | 4,8F (1,6mm)/22cm-30cm 0,035in (0,89mm)
Sensor Guidewire with 3cm Flexible Tip
M006180155170| 4,8F (1,6mm)/22cm-30cm 0,038in (0,97mm)
150cm Zipwire standard shaft/straight tip
M006180155180| 4,8F (1,6mm)/22cm-30cm 0,035in (0,89mm)
150cm Zipwire Stiff Shaft/Straight Tip
M006180155190| 4,8F (1,6mm)/22cm-30cm 0,035in (0,89mm)
150cm Zipwire standard shaft/straight Tip
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M006180156050

6 F (2,0 mm)/22cm-30cm 0,035in (0,89mm)
PTFE Stiff Bodied Guidewire with 3cm Flexible
Tip

M006180156080

6 F (2,0 mm)/22cm-30cm 0,035in
(0,89mm)/150cm Sensor Guidewire with 3cm
Flexible Tip

M006180156090

6 F (2,0 mm)/22cm-30cm 0,035in
(0,89mm)/150cm Sensor Guidewire with 3cm
Flexible Tip

M006180156120

6 F (2,0 mm)/22cm-30cm 0,038in
(0,97mm)/150cm Sensor Guidewire with 3cm
Flexible tip

M006180156170 6 F (2,0 mm)/22cm-30cm 0,038in
(0,97mm)/150cm Zipwire Standard

Shaft/Straight tip
M006180156180 6 F (2,0 mm)/22cm-30cm 0,035in

(0,89mm)/150cm Zipwire Stiff Shaft/Straight Tip

M006180156190 6 F (2,0 mm)/22cm-30cm 0,035in
(0,89mm)/150cm Zipwire Standard

Shaft/Straight tip
M006180157050 7 F (2,3 mm)/22cm-30cm 0,035in

(0,89mm)/150cmPTFE Stiff Bodied Guidewire
with 3cm Flexible tip

M006180157170 7 F (2,3 mm)/22cm-30cm 0,038in
(0,97mm)/150cm Zipwire Standard

Shaft/Straight tip
M006180157180 7 F (2,3 mm)/22cm-30cm 0,035in

(0,89mm)/150cm Zipwire Stiff Shaft/Straight Tip

M006180157190 7 F (2,3 mm)/22cm-30cm 0,035in
(0,89mm)/150cm Zipwire Standard
Shaft/Straight tip
M006180155070 4,8 F (1,6 mm)/22cm-30cm 0,035in

(0,89mm)/150cm PTFE movable core guidewire
with stright tip

Percuflex Plus Ureteral Stent

Set
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M006175196170

4,8 F (1,6 mm)/12cm 0,038in (0,97mm)/150cm
Zipwire Standard Shaft/Straight tip
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M006175197060

4,8 F (1,6 mm)/14cm 0,035in (0,89mm) PTFE
Bentson Type guidewire with 15 cm flexible tip

M006175197080

4,8 F (1,6 mm)/14cm 0,035in (0,89mm)/150cm
Sensor guidewire with 3cm flexible tip

M006175197170

4,8 F (1,6 mm)/14cm 0,038in (0,97mm)/150cm
Zipwire Standard Shaft/Straight tip

M006175198060

4,8 F (1,6 mm)/16cm- 0,035in (0,89mm) PTFE
Bentson Type guidewire with 15 cm Flexible tip

M006175198080

4,8 F (1,6 mm)/16cm 0,035in (0,89mm)/150cm
Sensor Guidewire with 3 cm flexible tip

M006175198170

4,8 F (1,6 mm)/16cm 0,038in (0,97mm)/150cm
Zipwire Standard Shaft/Straignt tip

M006175199070

4,8 F (1,6 mm)/18cm 0,035in (0,89mm)/PTFE
Movable Core Guidewire with stright tip

M006175199170

4,8 F (1,6 mm)/18cm 0,038in (0,97mm)/150cm
Zipwire standard Shaft/Stright tip

M006175250060

4,8 F (1,6 mm)/20cm 0,035in (0,89mm) PTFE
Bentson-Type Guidewire with 15cm flexible tip

M006175250170

4,8 F (1,6 mm)/20cm 0,038in (0,97mm)/150cm
Zipwire Standard Shaft/Strigth tip

M006175251070

4,8 F (1,6 mm)/22cm 0,035in (0,89mm)PTFE
Movable Core Guidewire with straight tip.

M006175251170

4,8 F (1,6 mm)/22cm 0,038in (0,97mm)/150cm
Zipwire Standard Shaft/straight Tip

M006175252060

4,8 F (1,6 mm)/24cm 0,035in (0,89mm) PTFE
Bentson-Type Guide wire with 15cm Flexible

M006175252170

4,8 F (1,6 mm)/24cm 0,038in (0,97mm) /150cm
Zipwire Standard Shaft/Straight tip

M006175260050

6 F (2,0 mm)/20cm 0,035in (0,89mm) PTFE
Stiff Bodied Guidewire with 3cm flexible tip

M006175263070

6 F (2,0 mm)/26cm 0,035in (0,89mm) PTFE
Movable Core Guidewire with Straight Tip

M006175265060

6 F (2,0 mm)/30cm 0,035in (0,89mm) PTFE
Bentson- Type Guidewire with 15 cm Flexible

tip

M006175265070

6 F (2,0 mm)/30cm 0,035in (0,89mm) PTFE
Movable Core Guidewire with Straight Tip
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M006175270060

7 F (2,3 mm)/20cm 0,035in (0,89mm) PTFE
Bentson- Type Guidewire with 15cm flexible tip

M006175271050

7 F (2,3 mm)/22cm 0,035in (0,89mm) PTFE
Stiff Bodied Guidewire with 3cm Flexible Tip

M006175272060

7 F (2,3 mm)/24cm 0,035in (0,89mm) PTFE
Bentson-Type Guidewire with 15cm Flexible Tip

M006175272070

7 F (2,3 mm)/24cm 0,035in (0,89mm) PTFE
Movable Core Guidewire with straight Tip

M006175275060

7 F (2,3 mm)/30cm 0,035in (0,89mm) PTFE
Bentson Type Guidewire with 15cm Flexible Tip.

M006175275070

7 F (2,3 mm)/30cm 0,035in (0,89mm) PTFE
Movable Core Guidewire with straight tip

M006175280080

8 F (2,7 mm)/20cm 0,035in (0,89mm) /150cm
Sensor Guidewire with 3cm Flexible tip

M006175280180

8 F (2,7 mm)/20cm 0,035in (0,89mm) /150cm
Zipwire Stiff Shaft/Straight Tip

M006175282060

8 F (2,7 mm)/24cm 0,035in (0,89mm) PTFE
Bentson-Type Guidewire with 15cm Flexible tip

M006175284060

8 F (2,7 mm)/28cm 0,035in (0,89mm) PTFE
Bentson-Type Guidewire with 15cm Flexible tip

M006175284070

8 F (2,7 mm)/28cm 0,035in (0,89mm) PTFE
Movable Core Guidewire with straight Tip

M006175284110

8 F (2,7 mm)/28cm 0,038in (0,97mm) /150cm
Sensor Guidewire with 3cm Flexible tip

M006175285190

8 F (2,7 mm)/30cm 0,035in (0,89mm) /150cm
Zipwire estandar Shaft/straight Tip

M006175195050

4,8 F (1,6 mm)/10cm 0,035in (0,89mm) PTFE
Stiff Bodied Guidewire with 3 cm Flexible tip

M006175195180

4,8 F (1,6 mm)/10cm 0,035in (0,89mm) /150cm
Zipwire Stiff Shaft/straight tip

M006175195190

4,8 F (1,6 mm)/10cm 0,035in (0,89mm) /150cm
Zipwire Standard Shaft/straight tip

M006175196050

4,8 F (1,6 mm)/12cm 0,035in (0,89mm) PTFE
Stiff Bodied Guidewire with 3 cm flexible tip

M006175196180

4,8 F (1,6 mm)/12cm 0,035in (0,89mm) 150cm
Zipwire Stiff Shaft/straight tip

M006175196190

4,8 F (1,6 mm)/12cm 0,035in (0,89mm) 150cm
Zipwire standard Shaft/straight tip
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M006175197050

4,8 F (1,6 mm)/14cm 0,035in (0,89mm) PTFE
Stiff Bodied Guidewire with 3 cm Flexible tip

M006175197180

4,8 F (1,6 mm)/14cm 0,035in (0,89mm) /150cm
Zipwire Stiff shaft/straight tip

M006175197190

4,8 F (1,6 mm)/14cm 0,035in (0,89mm) /150cm
Zipwire standard shaft/straight tip

M006175198050

4,8 F (1,6 mm)/16¢cm 0,035in (0,89mm) PTFE
Stiff bodied Guidewire with 3cm Flexible tip

M006175198090

4,8 F (1,6 mm)/16cm 0,035in (0,89mm) /150cm
Sensor Guidewire with 3cm flexible tip

M006175198180

4,8 F (1,6 mm)/16cm 0,035in (0,89mm) /150cm
Zipwire Stiff shaft/straight tip

M006175198190

4,8 F (1,6 mm)/16cm 0,035in (0,89mm) /150cm
Zipwire standard shaft/straight tip

M006175199050

4,8 F (1,6 mm)/18cm 0,035in (0,89mm)PTFE
Stiff Bodied Guidewire with 3cm Flexible tip

M006175199180

4,8 F (1,6 mm)/18cm 0,035in (0,89mm)/150cm
Zipwire Stiff Shaft/straight tip

M006175199190

4,8 F (1,6 mm)/18cm 0,035in (0,89mm)/150cm
Zipwire standard Shaft/straight tip

M006175250050

4,8 F (1,6 mm)/20cm 0,035in (0,89mm) PTFE
Stiff Bodied Guidewire with 3cm Flexible tip

M006175250080

4,8 F (1,6 mm)/20cm 0,035in (0,89mm) /150cm
Sensor Guidewire with 3cm Flexible tip

M006175250090

4,8 F (1,6 mm)/20cm 0,035in (0,89mm) /150cm
Sensor Guidewire with 3cm Flexible tip

M006175250180

4,8 F (1,6 mm)/20cm 0,035in (0,89mm) /150cm
Zipwire Stiff Shaft/straight tip

M006175250190

4,8 F (1,6 mm)/20cm 0,035in (0,89mm) /150cm
Zipwire Standard Shaft/straight tip

M006175251050

4,8 F (1,6 mm)/22cm 0,035in (0,89mm) PTFE
stiff bodied guidewire with 3cm flexible tip

M006175251060

4,8 F (1,6 mm)/22cm 0,035in (0,89mm) PTFE
Bentson-type Guidewire with 15cm Flexible tip

M006175251080

4,8 F (1,6 mm)/22cm 0,035in (0,89mm) /150cm
Sensor Guidewire with 3cm Flexible Tip

M006175251090

4,8 F (1,6 mm)/22cm 0,035in (0,89mm) /150cm
Sensor Guidewire with 3cm Flexible Tip
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M006175251180

4,8 F (1,6 mm)/22cm 0,035in (0,89mm) /150cm
Zipwire Stiff Shaft/straight tip

M006175251190

4,8 F (1,6 mm)/22cm 0,035in (0,89mm) /150cm
Zipwire Standard Shaft/straight tip

M006175252050

4,8 F (1,6 mm)/24cm 0,035in (0,89mm) PTFE
stiff bodied guidewire with 3cm flexible tip

M006175252070

4,8 F (1,6 mm)/24cm 0,035in (0,89mm) PTFE
movable core guidewire with straight tip

M006175252080

4,8 F (1,6 mm)/24cm 0,035in (0,89mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M006175252090

4,8 F (1,6 mm)/24cm 0,035in (0,89mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M006175252180

4,8 F (1,6 mm)/24cm 0,035in (0,89mm) /150cm
Zipwire Stiff Shaft/straight tip

M006175252190

4,8 F (1,6 mm)/24cm 0,035in (0,89mm) /150cm
Zipwire Standard Shaft/straight tip

M006175253050

4,8 F (1,6 mm)/26cm 0,035in (0,89mm) PTFE
stiff bodied guidewire with 3cm flexible tip

M006175253060

4,8 F (1,6 mm)/26cm 0,035in (0,89mm) PTFE
Bentson-type Guidewire with 15cm Flexible tip

M006175253070

4,8 F (1,6 mm)/26cm 0,035in (0,89mm) PTFE
movable core guidewire with straight tip

M006175253080

4,8 F (1,6 mm)/26cm 0,035in (0,89mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M006175253090

4,8 F (1,6 mm)/26cm 0,035in (0,89mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M006175253170

4,8 F (1,6 mm)/26cm 0,038in (0,97mm) /150cm
Zipwire Standard Shaft/straight tip

M006175253180

4,8 F (1,6 mm)/26¢cm 0,035in (0,89mm) /150cm
Zipwire Stiff Shaft/straight tip

M006175253190

4,8 F (1,6 mm)/26¢cm 0,035in (0,89mm) /150cm
Zipwire Standard Shaft/straight tip

M006175254050

4,8 F (1,6 mm)/28cm 0,035in (0,89mm) PTFE
Stiff Bodied Guidewire with 3cm Flexible tip

M006175254060

4,8 F (1,6 mm)/28cm 0,035in (0,89mm) PTFE
Bentson-type Guidewire with 15cm Flexible tip

M006175254070

4,8 F (1,6 mm)/28cm 0,035in (0,89mm) PTFE
movable core guidewire with straight tip
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M006175254080

4,8 F (1,6 mm)/28cm 0,035in (0,89mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M006175254090

4,8 F (1,6 mm)/28cm 0,035in (0,89mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M006175254170

4,8 F (1,6 mm)/28cm 0,038in (0,97mm) /150cm
Zipwire Standard Shaft/straight tip

M006175254180

4,8 F (1,6 mm)/28cm 0,035in (0,89mm) /150cm
Zipwire Stiff Shaft/straight tip

M006175254190

4,8 F (1,6 mm)/28cm 0,035in (0,89mm) /150cm
Zipwire Standard Shaft/straight tip

M006175255050

4,8 F (1,6 mm)/30cm 0,035in (0,89mm) PTFE
stiff bodied guidewire with 3cm flexible tip

M006175255060

4,8 F (1,6 mm)/30cm 0,035in (0,89mm) PTFE
Bentson-type Guidewire with 15cm Flexible tip

M006175255080

4,8 F (1,6 mm)/30cm 0,035in (0,89mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M006175255090

4,8 F (1,6 mm)/30cm 0,035in (0,89mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M006175255170

4,8 F (1,6 mm)/30cm 0,038in (0,97mm) /150cm
Zipwire Standard Shaft/straight tip

M006175255180

4,8 F (1,6 mm)/30cm 0,035in (0,89mm) /150cm
Zipwire Stiff Shaft/straight tip

M006175255190

4,8 F (1,6 mm)/30cm 0,035in (0,89mm) /150cm
Zipwire Standard Shaft/straight tip

M006175260010

6 F (2,0 mm)/20cm 0,038in (0,97mm) PTFE
stiff bodied guidewire with 3cm flexible tip

M006175260060

6 F (2,0 mm)/20cm 0,035in (0,89mm) PTFE
Bentson-type Guidewire with 15cm Flexible tip

M006175260070| 6 F (2,0 mm)/20cm 0,035in (0,89mm) PTFE
movable core guidewire with straight tip
M006175260080| 6 F (2,0 mm)/20cm 0,035in (0,89mm)/150cm

Sensor Guidewire with 3cm Flexible Tip

M006175260110

6 F (2,0 mm)/20cm 0,038in (0,97mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M006175260120

6 F (2,0 mm)/20cm 0,038in (0,97mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M006175260170

6 F (2,0 mm)/20cm 0,038in (0,97mm) /150cm
Zipwire Standard Shaft/straight tip
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M006175260180

6 F (2,0 mm)/20cm 0,035in (0,89mm) /150cm
Zipwire Stiff Shaft/straight tip

M006175260190

6 F (2,0 mm)/20cm 0,035in (0,89mm) /150cm
Zipwire Standard Shaft/straight tip

M006175261010

6 F (2,0 mm)/22cm 0,038in (0,97mm) PTFE
stiff bodied guidewire with 3cm flexible tip

M006175261050

6 F (2,0 mm)/22cm 0,035in (0,89mm) PTFE
stiff bodied guidewire with 3cm flexible tip

M006175261060

6 F (2,0 mm)/22cm 0,035in (0,89mm) PTFE
Bentson-type Guidewire with 15cm Flexible tip

M006175261070

6 F (2,0 mm)/22cm 0,035in (0,89mm) PTFE
movable core guidewire with straight tip

M006175261080

6 F (2,0 mm)/22cm 0,035in (0,89mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M006175261090

6 F (2,0 mm)/22cm 0,035in (0,89mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M006175261110

6 F (2,0 mm)/22cm 0,038in (0,97mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M006175261120

6 F (2,0 mm)/22cm 0,038in (0,97mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M006175261170

6 F (2,0 mm)/22cm 0,038in (0,97mm) /150cm
Zipwire Standard Shaft/straight tip

M006175261180

6 F (2,0 mm)/22cm 0,035in (0,89mm) /150cm
Zipwire Stiff Shaft/straight tip

M006175261190

6 F (2,0 mm)/22cm 0,035in (0,89mm) /150cm
Zipwire Standard Shaft/straight tip

M006175262010

6 F (2,0 mm)/24cm 0,038in (0,97mm) PTFE
stiff bodied guidewire with 3cm flexible tip

M006175262050

6 F (2,0 mm)/24cm 0,035in (0,89mm) PTFE
stiff bodied guidewire with 3cm flexible tip

M006175262060

6 F (2,0 mm)/24cm 0,035in (0,89mm) PTFE
Bentson-type Guidewire with 15cm Flexible tip

M006175262070

6 F (2,0 mm)/24cm 0,035in (0,89mm) PTFE
movable core guidewire with straight tip

M006175262080

6 F (2,0 mm)/24cm 0,035in (0,89mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M006175262090

6 F (2,0 mm)/24cm 0,035in (0,89mm)/150cm
Sensor Guidewire with 3cm Flexible Tip
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M006175262110

6 F (2,0 mm)/24cm 0,038in (0,97mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M006175262120

6 F (2,0 mm)/24cm 0,038in (0,97mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M006175262170

6 F (2,0 mm)/24cm 0,038in (0,97mm) /150cm
Zipwire Standard Shaft/straight tip

M006175262180

6 F (2,0 mm)/24cm 0,035in (0,89mm) /150cm
Zipwire Standard Shaft/straight tip

M006175262190

6 F (2,0 mm)/24cm 0,035in (0,89mm) /150cm
Zipwire Standard Shaft/straight tip

M006175263010

6 F (2,0 mm)/26cm 0,038in (0,97mm) PTFE
stiff bodied guidewire with 3cm flexible tip

M006175263050

6 F (2,0 mm)/26cm 0,035in (0,89mm) PTFE
stiff bodied guidewire with 3cm flexible tip

M006175263060

6 F (2,0 mm)/26¢cm 0,035in (0,89mm) PTFE
Bentson-type Guidewire with 15cm Flexible tip

M006175263080

6 F (2,0 mm)/26cm 0,035in (0,89mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M006175263090

6 F (2,0 mm)/26cm 0,035in (0,89mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M006175263110

6 F (2,0 mm)/26cm 0,038in (0,97mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M006175263120

6 F (2,0 mm)/26cm 0,038in (0,97mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M006175263170

6 F (2,0 mm)/26cm 0,038in (0,97mm) /150cm
Zipwire Standard Shaft/straight tip

M006175263180

6 F (2,0 mm)/26cm 0,035in (0,89mm) /150cm
Zipwire Stiff Shaft/straight tip

M006175263190

6 F (2,0 mm)/26cm 0,035in (0,89mm) /150cm
Zipwire Standard Shaft/straight tip

M006175264010

6 F (2,0 mm)/28cm 0,038in (0,97mm) PTFE
stiff bodied guidewire with 3cm flexible tip

M006175264050

6 F (2,0 mm)/28cm 0,035in (0,89mm) PTFE
stiff bodied guidewire with 3cm flexible tip

M006175264060

6 F (2,0 mm)/28cm 0,035in (0,89mm) PTFE
Bentson-type Guidewire with 15cm Flexible tip

M006175264070

6 F (2,0 mm)/28cm 0,035in (0,89mm) PTFE
movable core guidewire with straight tip
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M006175264080

6 F (2,0 mm)/28cm 0,035in (0,89mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M006175264090

6 F (2,0 mm)/28cm 0,035in (0,89mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M006175264110

6 F (2,0 mm)/28cm 0,038in (0,97mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M006175264120

6 F (2,0 mm)/28cm 0,038in (0,97mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M006175264170

6 F (2,0 mm)/28cm 0,038in (0,97mm) /150cm
Zipwire standard Shaft/straight tip

M006175264180

6 F (2,0 mm)/28cm 0,035in (0,89mm) /150cm
Zipwire stiff Shaft/straight tip

M006175264190

6 F (2,0 mm)/28cm 0,035in (0,89mm) /150cm
Zipwire standard Shaft/straight tip

M006175265010

6 F (2,0 mm)/30cm 0,038in (0,97mm) PTFE
stiff bodied guidewire with 3cm flexible tip

M006175265050

6 F (2,0 mm)/30cm 0,035in (0,89mm) PTFE
stiff bodied guidewire with 3cm flexible tip

M006175265080

6 F (2,0 mm)/30cm 0,035in (0,89mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M006175265110

6 F (2,0 mm)/30cm 0,038in (0,97mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M006175265170

6 F (2,0 mm)/30cm 0,038in (0,97mm) /150cm
Zipwire standard Shaft/straight tip

M006175265180

6 F (2,0 mm)/30cm 0,035in (0,89mm) /150cm
Zipwire stiff Shaft/straight tip

M006175265190

6 F (2,0 mm)/30cm 0,035in (0,89mm) /150cm
Zipwire standard Shaft/straight tip

M006175270010

7 F (2,3 mm)/20cm 0,038in (0,97mm) PTFE
stiff bodied guidewire with 3cm flexible tip

M006175270050

7 F (2,3 mm)/20cm 0,035in (0,89mm) PTFE
stiff bodied guidewire with 3cm flexible tip

M006175270070

7 F (2,3 mm)/20cm 0,035in (0,89mm) PTFE
movable core guidewire with straight tip

M006175270080

7 F (2,3 mm)/20cm 0,035in (0,89mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M006175270090

7 F (2,3 mm)/20cm 0,035in (0,89mm)/150cm
Sensor Guidewire with 3cm Flexible Tip
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M006175270110

7 F (2,3 mm)/20cm 0,038in (0,97mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M006175270120

7 F (2,3 mm)/20cm 0,038in (0,97mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M006175270170

7 F (2,3 mm)/20cm 0,038in (0,97mm) /150cm
Zipwire standard Shaft/straight tip

M006175270180

7 F (2,3 mm)/20cm 0,035in (0,89mm) /150cm
Zipwire stiff Shaft/straight tip

M006175270190

7 F (2,3 mm)/20cm 0,035in (0,89mm) /150cm
Zipwire standard Shaft/straight tip

M006175271010

7 F (2,3 mm)/22cm 0,038in (0,97mm) PTFE
stiff bodied guidewire with 3cm flexible tip

M006175271060

7 F (2,3 mm)/22cm 0,035in (0,89mm) PTFE
Bentson-type Guidewire with 15cm Flexible tip

M006175271080

7 F (2,3 mm)/22cm 0,035in (0,89mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M006175271090

7 F (2,3 mm)/22cm 0,035in (0,89mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M006175271110

7 F (2,3 mm)/22cm 0,038in (0,97mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M006175271170

7 F (2,3 mm)/22cm 0,038in (0,97mm) /150cm
Zipwire standard Shaft/straight tip

M006175271180

7 F (2,3 mm)/22cm 0,035in (0,89mm) /150cm
Zipwire stiff Shaft/straight tip

M006175271190

7 F (2,3 mm)/22cm 0,035in (0,89mm) /150cm
Zipwire standard Shaft/straight tip

M006175272010

7 F (2,3 mm)/24cm 0,038in (0,97mm) PTFE
stiff bodied guidewire with 3cm flexible tip

M006175272050

7 F (2,3 mm)/24cm 0,035in (0,89mm) PTFE
stiff bodied guidewire with 3cm flexible tip

M006175272080

7F (2.3mm)/24cm 0.035in (0.89mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M006175272090

7F (2.3mm)/24cm 0.035,n (0.89mm)/150cm
Sensor, Guidewire with 3cm Flexible Tip

M006175272110

7F (2.3mm)/24cm 0.038in (0.97mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M00617527212
0

7F (2.3mm)/24cm 0.038in (0.97mm)/150cm
Sensor Guidewire with 3cm Flexible Tip
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M006175272170

7F (2.3mm)/24cm 0.038in (0.97mm)/150cm
Z|Pwire Standard Shaft/Straight Tip

M006175272180

7F (2.3mm)/24cm 0.035in (0.89mm)/150cm
ZIPwire Stiff Shaft/Straight Tip

M006175272190

7F (2.3mm)/24cm 0.035in (0.89mm)/150cm
ZIPwire Standard Shaft/Straight Tip

M006175273010

7F (2.3mm)/26cm 0.038in (0.97mm) PTFE Stiff
Bodied Guidewire with 3cm Flexible Tip

M006175273050

7F (2.3mm)/26cm 0.035in (0.89mm) PTFE Stiff
Bodied Guidewire with 3cm Flexible Tip

M006175273060

7F (2.3mm)/26cm 0.035in (0.89mm) PTFE
Bentson-Type Guidewire with 15 cm Flexible Tip

M006175273070

7F (2.3mm)/26cm 0.035in (0.89mm) PTFE
Movable Core Guidewire with Straight Tip

M006175273080

7F (2.3mm)/26cm 0.035in (0.89mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M006175273090

7F (2.3mm)/26cm 0.035in (0.89mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M006175273110

7F (2.3mm)/26cm 0.038in (0.97mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M006175273120

7F (2.3mm)/26cm 0.038in (0.97mm)/150cm
Sensor Guidew1re with 3cm Flexible Tip

M006175273170

7F (2.3mm)/26cm 0.038in (0.97mm)/150cm
Z|Pwire Standard Shaft/Straight Tip

M006175273180

7F (2.3mm)/26cm 0.035in (0.89mm)/150cm
ZIPwire Stiff Shaft/Straight Tip

M006175273190

7F (2.3mm)/26cm 0.035in (0.89mm)/150cm
Z|Pwire Standard Shaft/Straight Tip

M006175274010

7F (2.3mm)/28cm 0.038in (0.97mm) PTFE Stiff
Bodied Guidewire with 3cm Flexible Tip

M006175274050

7F (2.3mm)/28cm 0.035in (0.89mm) PTFE Stiff
Bodied Guidewire with 3cm Flexible Tip

M006175274060

7F (2.3mm)/28cm 0.035in (0.89mm) PTFE
Bentson-Type Guidewire with 15 cm Flexible Tip

M006175274070

7F (2.3mm)/28cm 0.035in (0.89mm) PTFE
Movable Core Guidewire with Straight Tip

M006175274080

7F (2.3mm)/28cm 0.035in (0.89mm)/150cm
Sensor Guidewire with 3cm Flexible Tip
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M006175274090

7F (2.3mm)/28cm 0.035in (0.89mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M006175274110

7F (2.3mm)/28cm 0.038in (0.97mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M00617527412
0

7F (2.3mm)/28cm 0.038in (0.97mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M006175274170

7F (2.3mm)/28cm 0.038in (0.97mm)/150cm
Z|Pwire Standard Shaft/Straight Tip

M006175274180

7F (2.3mm)/28cm 0.035in (0.89mm)/150cm
ZIPwire Stiff Shaft/Straight Tip

M006175274190

7F (2.3mm)/28cm 0.035in (0.89mm)/150cm
ZIPwire Standard Shaft/Straight Tip

M006175275010

7F (2.3mm)/30cm 0.038in (0.97mm) PTFE Stiff
Bodied Guidewire with 3cm Flexible Tip

M00617527505
0

7F (2.3mm)/30cm 0.035m (0.89mm) PTFE Stiff
Bodied Guidewire with 3cm Flexible Tip

M006175275080

7F (2.3mm)/30cm 0.035in (0.89mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M006175275090

7F (2.3mm)/30cm 0.035in (0.89mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M006175275110

7F (2.3mm)/30cm 0.038in (0.97mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M006175275170

7F (2.3mm)/30cm 0.038in (0.97mm)/150cm
Z|Pwire Standard Shaft/Straight Tip

M006175275180

7F (2.3mm)/30cm 0.035in (0.89mm)I150cm
ZIPwire Stiff Shaft/Straight Tip

M00617527519
0

7F (2.3mm)/30cm 0.035in (0.89mm)/150cm
ZIPwire Standard Shaft/Straight Tip

M006175280010

8F (2. 7mm)/20cm 0.038in (0.97mm) PTFE Stiff
Bodied Guidewire with 3cm Flexible Tip

M006175280110

8F (2.7mm)/20cm 0.038in (0.97mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M00617528012
0

8F (2.7mm)/20cm 0.038in (0.97mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M006175280170

8F (2.7mm)/20cm 0.038in (0.97mm)/150cm
Z|Pwire Standard Shaft/Straight Tip

M006175280190

8F (2.7mm)/20cm 0.035in (0.89mm)/150cm
Z|Pwire Standard Shaft/Straight Tip
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Instituto Nacional de Vigilancia de Medicamentos y Alimentos — INVIMA

RESOLUCION No. 2020025428 DE 4 de Agosto de 2020
Por la cual se concede LA RENOVACION de un Registro Sanitario
La Directora Técnica de Dispositivos Médicos y otras Tecnologias del Instituto Nacional de Vigilancia
de Medicamentos y Alimentos INVIMA, en ejercicio de las facultades Legales conferidas en el Decreto
2078 de 2012, Decreto Reglamentario 4725 de 2005 modificado por el Decreto 582 de 2017,y ley

1437 de 2011.

M006175281010

8F (2.7mm)/22cm 0.038m (0.97mm) PTFE Stiff
Bodied Guidewire with 3cm Flexible Tip

M006175281050

8F (2.7mm)/22cm 0.035in (0.89mm) PTFE Stiff
Bodied Guidewire with 3cm Flexible Tip

M006175281070

8F (2.7mm)/22cm 0.035in (0.89mm) PTFE
Movable Core Guidewire with Straight Tip

M006175281080

8F (2.7mm)/22cm 0.035in (0.89mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M00617528111
0

8F (2. 7mm)/22cm 0.038in (0.97mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M006175281120

8F (2.7mm)/22cm 0.038in (0.97mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M006175281170

8F (2. 7mm)/22cm 0.038in (0.97mm)/150cm
Z|Pwire Standard Shaft/Straight Tip

M006175281180

8F (2.7mm)/22cm 0.035in (0.89mm)/150cm
ZIPwire Stiff Shaft/Straight Tip

M006175281190

8F (2. 7mm)/22cm 0.035in (0.89mm)/150cm
Z|Pwire Standard Shaft/Straight Tip

M006175282010

8F (2.7mm)/24cm 0.038in (0.97mm) PTFE Stiff
Bodied Guidewire with 3cm Flexible Tip

M006175282050

8F (2.7mm)/24cm 0.035in (0.89mm) PTFE Stiff
Bodied Guidewire with 3cm Flexible Tip

M006175282070

8F (2.7mm)/24cm 0.035in (0.89mm) PTFE
Movable Core Guidewire with Straight Tip

M006175282080

8F (2.7mm)/24cm 0.035in (0.89mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M006175282090

8F (2. 7mm)/24cm 0.035in (0.89mm)/150cm
Sensor Guidewire with 3cm Flexible Ti

M006175282110

8F (2. 7mm)/24cm 0.038in (0.97mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

M006175282170

8F (2.7mm)/24cm 0.038in (0.97mm)/150cm
Z|Pwire Standard Shaft/Straight Tip

M006175282180

8F (2.7mm)/24cm 0.035in (0.89mm)/150cm
ZIPwire™ Stiff Shaft/Straight Tip

M006175282190

8F (2.7mm)/24cm 0.035in (0.89mm)/150cm
Z|Pwire Standard Shaft/Straight Tip

M006175283010

8F (2.7mm)/26cm 0.038in (0.97mm) PTFE Stiff
Bodied Guidewire with 3cm Flexible Tip
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RESOLUCION No. 2020025428 DE 4 de Agosto de 2020

Por la cual se concede LA RENOVACION de un Registro Sanitario
La Directora Técnica de Dispositivos Médicos y otras Tecnologias del Instituto Nacional de Vigilancia
de Medicamentos y Alimentos INVIMA, en ejercicio de las facultades Legales conferidas en el Decreto
2078 de 2012, Decreto Reglamentario 4725 de 2005 modificado por el Decreto 582 de 2017,y ley

1437 de 2011.

M006175283050

8F (2.7mm)/26cm 0.035in (0.89mm) PTFE Stiff
Bodied Guidewire with 3cm Flexible Tip

M006175283070 8F (2.7mm)/26cm 0.035in (0.89mm) PTFE
Movable Core Guidewire with Straight Tip
M006175283080 8F (2.7mm)/26cm 0.035in (0.89mm)/150cm
Sensor Guidewire with 3cm Flexible Tip
M006175283110 | 8F (2. 7mm)/26cm 0.038in (0.97mm)/150cm
Sensor Guidewire with 3cm Flexible Tip
M006175283120 8F (2.7mm)/26cm 0.38in (0.97mm)/150cm
Sensor Guidewire with 3cm Flexible Tip
M006175283170 8F (2.7mm)/26cm 0.38in (0.97mm)/150cm
ZIPwire Standard Shaft/Straight Tip
M006175283180| 8F (2.7mm)/26cm 0.035in (0.89mm)/150cm
ZIPwire Stiff Shaft/Straight Tip
M006175283190 | 8F (2.7mm)/26cm 0.035in (0.89mm)/150cm
ZIPwire Standard Shaft/Straight Tip
M006175284010 | 8F (2.7mm)/28cm 0.038in (0.97mm) PTFE Stiff

Bodied Guidewire with 3cm Flexible Tip

M006175284050

8F (2.7mm)/28cm 0.035m (0.89mm) PTFE Stiff
Bodied Guidewire with 3cm Flexible Tip

M006175284080 | 8F (2. 7mm)/28cm 0.035in (0.89mm)/150cm
Sensor Guidewire with 3cm Flexible Tip
M006175284120| 8F (2.7mm)/28cm 0.038in (0.97mm)/150cm
Sensor Guidewire with 3cm Flexible Tip
M006175284170| 8F (2.7mm)/28cm 0.038in (0.97mm)/150cm
Z|Pwire Standard Shaft/Straight Tip
MO006175284180| 8F (2.7mm)/28cm 0.035in (0.89mm)/150cm
ZIPwire Stiff Shaft/Straight Tip
MO006175284190| 8F (2.7mm)/28cm 0.035in (0.89mm)/150cm
Z|Pwire Standard Shaft/Straight Tip
M006175285010 | 8F (2.7mm)/30cm 0.038in (0.97mm) PTFE Stiff

Bodied Guidewire with 3cm Flexible Tip

M006175285050

8F (2.7mm)/30cm 0.035in (0.89mm) PTFE Stiff
Bodied Guidewire with 3cm Flexible Tip

M006175285070| 8F (2. 7mm)/30cm 0.035in (0.89mm) PTFE
Movable Core Guidewire with Straight Tip
M006175285080 | 8F (2.7mm)/30cm 0.035in (0.89mm)/150cm

Sensor Guidewire with 3cm Flexible Tip
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Republica de Colombia
Ministerio de Salud y Proteccién Social
Instituto Nacional de Vigilancia de Medicamentos y Alimentos — INVIMA

RESOLUCION No. 2020025428 DE 4 de Agosto de 2020
Por la cual se concede LA RENOVACION de un Registro Sanitario
La Directora Técnica de Dispositivos Médicos y otras Tecnologias del Instituto Nacional de Vigilancia
de Medicamentos y Alimentos INVIMA, en ejercicio de las facultades Legales conferidas en el Decreto
2078 de 2012, Decreto Reglamentario 4725 de 2005 modificado por el Decreto 582 de 2017,y ley
1437 de 2011.

MO006175285110| 8F (2.7mm)/30cm 0.038in (0.97mm)/150cm
Sensor Guidewire with 3cm Flexible Tip

MO006175285170| 8F (2.7mm)/30cm 0.038in (0.97mm)/150cm
Z|Pwire Standard Shaft/Straight Tip

M006175285180| 8F (2.7mm)/30cm 0.035in (0.89mm)/150cm
ZIPwire Stiff Shaft/Straight Tip

M006175263500 | WITH ZEBRA GUIDEWIRE. 6F (2.0mm)/26cm
0.035in (0.89mm)/150cm Zebra Guidewire
Straight

M006175262500 (| WITH ZEBRA GUIDEWIRE, 6F (2.0mm)/24cm
0.035in (0.89mm)/150cm Zebra Guidewire

Straight
M00617526251 | WITH ZEBRA GUIDEWIRE 6F (2.0mm)/24cm
0 0.035in (0.89mm)/150cm Zebra Guidewire
Angled
M00617526351 | WITH ZEBRA GUIDEWIRE 6F (2.0mm)/26cm
0 0.035in (0.89mm)/150cm Zebra Guidewire
Angled

-SE ACLARA QUE EL PRESENTE REGISTRO NO AMPARA LOS
PRODUCTOS CUERDA GUIA Y CATETER URETERAL
INLCUIDOS EN LA PRESENTACION EN KIT LOS CUALES
CUENTAN CON REGISTROS SANITARIOS IDENPENDIENTES.
VIDA UTIL: 3 ANOS PARA CONTOUR VL VARIABLE LENGTH URETERAL
STENT, CONTOUR URETERAL STENT, Y PERCUFLEX PLUS
URETERAL STENT.
4 ANOS PARA LA PRESENTACION EN KIT DE CONTOUR VL
(CONTOUR VL VARIABLE LENGTH URETERAL STENT SET)

EXPEDIENTE No.: 20004180
RADICACION: 20191007941
FECHA: 18/01/2019

ARTICULO SEGUNDO: SE APRUEBAN las etiquetas allegadas, bajo el Radicado No.
20191007941 del 18 de Enero del 2019.

ARTICULO TERCERO: SE AUTORIZA el agotamiento de existencias del producto STENTS
URETERALES PLASTICOS BOSTON SCIENTIFIC etiquetado con el Registro Sanitario No.
INVIMA 2009DM-0003636
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Republica de Colombia
Ministerio de Salud y Proteccién Social
Instituto Nacional de Vigilancia de Medicamentos y Alimentos — INVIMA

RESOLUCION No. 2020025428 DE 4 de Agosto de 2020
Por la cual se concede LA RENOVACION de un Registro Sanitario
La Directora Técnica de Dispositivos Médicos y otras Tecnologias del Instituto Nacional de Vigilancia
de Medicamentos y Alimentos INVIMA, en ejercicio de las facultades Legales conferidas en el Decreto
2078 de 2012, Decreto Reglamentario 4725 de 2005 modificado por el Decreto 582 de 2017,y ley
1437 de 2011.

ARTICULO CUARTO.- Contra la presente decision procede el recurso de reposicion, que debera
interponerse ante la Direccién de Dispositivos Médicos y Otras Tecnologias del Instituto Nacional
de Vigilancia de Medicamentos y Alimentos INVIMA, dentro de los DIEZ (10) dias habiles
siguientes a su notificacion, en los términos sefialados en el Codigo de Procedimiento
Administrativo y de lo Contencioso Administrativo.

ARTICULO QUINTO.- La presente resolucion rige a partir de la fecha de su expedicion.

COMUNIQUESE, NOTIFIQUESE Y CUMPLASE

Dada en Bogota D.C. a los 4 de Agosto de 2020
Este espacio, hasta la firma se considera en blanco.

& N ' g
~ g T e o
G \Pe———— ,_f_
LUCIA AYALA RODRIGUEZ
DIRECTORA TECNICA DE DISPOSITIVOS MEDICOS Y OTRAS TECNOLOGIAS
Proyectd: Legal: ymorenom, Técnico: mbermudezr Revisé: cordina_varios

Signature Not
Verifiegm
Firma gitalmentg por
LUCIA AYALA
RODRIGUEZ

Fecha: 2020/0@04
15:37:05 C

Razon: Invw
Locacion: BQE@PTA D.C.,
Colombia
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