
República de Colombia
Ministerio de Salud y Protección Social

Instituto Nacional de Vigilancia de Medicamentos y Alimentos – INVIMA

RESOLUCIÓN No.  2019056303  DE 11 de Diciembre de 2019
Por la cual se concede LA RENOVACIÓN de un Registro Sanitario

La  Directora  Técnica  de  Dispositivos  Médicos  y  otras  Tecnologías  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, ley 1437 de 2011 y ley 962 de 2005.

CONSIDERANDO
 
QUE MEDIANTE RESOLUCIÓN NO.  2010007226  DE 25 DE MARZO DE 2010 EL INVIMA CONCEDIÓ REGISTRO SANITARIO NO.  PARA 
EL PRODUCTO  RADIFOCUS INTRODUCTOR II KIT EN LA MODALIDAD IMPORTAR Y VENDER A FAVOR DE TERUMO LATIN AMERICA 
CORPORATION CON DOMICILIO EN ESTADOS UNIDOS DE AMÉRICA. 
QUE MEDIANTE RESOLUCION NO.  2012005112  DE  1 DE MARZO DE 2012 EL INVIMA MODIFICÓ  LA RESOLUCIÓN NO. 2010007226 
DEL  25/03/2010  EN EL SENTIDO DE CAMBIO DE TITULAR Y ADICION DE IMPORTADOR.
QUE MEDIANTE RESOLUCION NO.  2012023337  DE  14 DE AGOSTO DE 2012 EL INVIMA APROBÓ ADICION DE REFERENCIAS.
QUE MEDIANTE RESOLUCIÓN NO. 2013010940  DE  30 DE ABRIL DE 2013, EL INVIMA MODIFICÓ LA RESOLUCIÓN NO. 2010007226 
DEL  25/03/2010, EN EL SENTIDO DE AUTORIZAR ADICIÓN DE REFERENCIAS
       
QUE  EL  INTERESADO  ALLEGÓ  LA  RESPECTIVA  DOCUMENTACIÓN  TÉCNICO  –  LEGAL   PARA  ACCEDER  A  LA  RENOVACIÓN  DEL 
MENCIONADO REGISTRO Y EN CONSECUENCIA, EL  DIRECTOR(A) TÉCNICO DE DISPOSITIVOS MÉDICOS Y OTRAS TECNOLOGÍAS ,

RESUELVE

ARTICULO PRIMERO.- RENOVAR REGISTRO SANITARIO POR EL TÉRMINO DE  10  AÑOS AL     
PRODUCTO: RADIFOCUS INTRODUCTOR II KIT
MARCA(S): TERUMO
REGISTRO SANITARIO NO.: INVIMA 2019DM-0005511-R1
TIPO DE REGISTRO: IMPORTAR Y VENDER
TITULAR(ES): TERUMO COLOMBIA ANDINA SAS CON DOMICILIO EN BOGOTA - D.C.
FABRICANTE(S): TERUMO LATIN AMERICA CORPORATION CON DOMICILIO EN ESTADOS UNIDOS DE AMÉRICA; 

TERUMO CORPORATION CON DOMICILIO EN JAPON
IMPORTADOR(ES): TERUMO COLOMBIA ANDINA SAS CON DOMICILIO EN BOGOTA - D.C.
ACONDICIONADOR(ES): SEFARCOL S.A. CON DOMICILIO EN BOGOTA - D.C.
TIPO DE DISPOSITIVO NO INVASIVO
RIESGO: IIA
COMPOSICIÓN: POLIPROPILENO,  ACERO  INOXIDABLE,  CAUCHO  DE  SILICONA,  COPOLIMERO  ESTIRENO, 

POLIBUTADIENO, POLICARBONATO, POLIETILENO,  ACEITE DE SILICONAL ACEITE DE SILICONA 
REACTIVO,  POLIESTIRENO,  ETILENO-TETRAFLUOROETILENO,  POLIESTER  CLORICO  - 
POLICLORURO  DE VINILO,  RES,  INA  DE CIANOACRILATO,  RESINA EPOXICA,  RESINA CRILICA, 
TEREFTALATO DE POLIETILENO.

USOS: PARA SER INSERTADO DE MANERA PERCUTANEA EN UNA VENA CON EL FIN DE FACILITAR LA 
INSERCION DE CATETERES ANGIOGRAFICOS, ELECTRODOS, DE BALON O SIMILARES. 

PRESENTACIÓN COMERCIAL: 1.  PAQUETE  INDIVIDUAL,  2.  CAJA  UNITARIA:  LA  CUAL  CONTIENE  5  O  10  UNIDADES  DEL 
PRODUCTO, 3. CARTON DE ENVIO: EL CUAL CONTIENE 4, 5 O 10 CAJAS UNITARIAS.

OBSERVACIONES: EL PRESENTE REGISTRO SANITARIO AMPARA LAS SIGUIENTES REFERENCIAS:
FAMILIA CÓDIGO, MODELO O REFERENCIA

RADIFOCUS INTRODUCER II RS*A40G03AQ

RADIFOCUS INTRODUCER II  RS*A40G05AQ

RADIFOCUS INTRODUCER II  RS*A40G05SQ

RADIFOCUS INTRODUCER II  RS*A40G07SQ

RADIFOCUS INTRODUCER II  RS*A40G10SQ

RADIFOCUS INTRODUCER II  RS*A40G16SQZ

RADIFOCUS INTRODUCER II  RS*A40K10AQ

RADIFOCUS INTRODUCER II  RS*A40K10SQ

RADIFOCUS INTRODUCER II  RS*A40K25MQ

RADIFOCUS INTRODUCER II  RS*A40K25MQ1

RADIFOCUS INTRODUCER II  RS*B40G07SQ

RADIFOCUS INTRODUCER II  RS*B40G10SQ

RADIFOCUS INTRODUCER II  RS*B40K10AQ

RADIFOCUS INTRODUCER II  RS*B40K10MQ

RADIFOCUS INTRODUCER II  RS*B40K10MR

RADIFOCUS INTRODUCER II  RS*B4K10SQ
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RADIFOCUS INTRODUCER II  RS*B40K25AQ

RADIFOCUS INTRODUCER II  RS*C40G10NR

RADIFOCUS INTRODUCER II  RS*C40K10NR

RADIFOCUS INTRODUCER II  RS*C40K25NR

RADIFOCUS INTRODUCER II  RS*R40K10MQ

RADIFOCUS INTRODUCER II  RS*A50G03AQ

RADIFOCUS INTRODUCER II  RS*A50G05AQ

RADIFOCUS INTRODUCER II  RS*A50G05SQ

RADIFOCUS INTRODUCER II  RS*A50G07SQ

RADIFOCUS INTRODUCER II  RS*A50G16AQZ

RADIFOCUS INTRODUCER II  RS*A50G16SQZ

RADIFOCUS INTRODUCER II  RS*A50K10AQ

RADIFOCUS INTRODUCER II  RS*A50K10SQ

RADIFOCUS INTRODUCER II  RS*A50K25AQ

RADIFOCUS INTRODUCER II  RS*A50N25AQ

RADIFOCUS INTRODUCER II  RS*B50G07SQ

RADIFOCUS INTRODUCER II  RS*B50G10MR

RADIFOCUS INTRODUCER II  RS*B50K10MQ

RADIFOCUS INTRODUCER II  RS*B50K10MR

RADIFOCUS INTRODUCER II  RS*B50K10SQ

RADIFOCUS INTRODUCER II  RS*B50K25AQ

RADIFOCUS INTRODUCER II  RS*B50N10AQ

RADIFOCUS INTRODUCER II  RS*B50N10MQ

RADIFOCUS INTRODUCER II  RS*B50N10MR

RADIFOCUS INTRODUCER II  RS*B50N10MR5

RADIFOCUS INTRODUCER II  RS*B50G07SQ

RADIFOCUS INTRODUCER II  RS*B50G10MR

RADIFOCUS INTRODUCER II  RS*B50N10SQ

RADIFOCUS INTRODUCER II  RS*B50N25AQ

RADIFOCUS INTRODUCER II  RS*B50N25AQ5

RADIFOCUS INTRODUCER II  RS*C50N10NR

RADIFOCUS INTRODUCER II  RS*R50K10MQ

RADIFOCUS INTRODUCER II  RS*R50N10MQ

RADIFOCUS INTRODUCER II  RS*A55K10AQ

RADIFOCUS INTRODUCER II  RS*A55K10SQ

RADIFOCUS INTRODUCER II  RS*A60G03AQ

RADIFOCUS INTRODUCER II  RS*A60G05AQ

RADIFOCUS INTRODUCER II  RS*A60G05SQ

RADIFOCUS INTRODUCER II  RS*A60G07SQ

RADIFOCUS INTRODUCER II  RS*A60G16AQZ
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RADIFOCUS INTRODUCER II  RSÄ60G16SQZ

RADIFOCUS INTRODUCER II  RS*A60G25SQ

RADIFOCUS INTRODUCER II  RS*A60K10AQ

RADIFOCUS INTRODUCER II  RS*A60K10SQ

RADIFOCUS INTRODUCER II  RS*A60K25AQ

RADIFOCUS INTRODUCER II  RS*A60N10MQ1

RADIFOCUS INTRODUCER II  RS*A60N10SQ

RADIFOCUS INTRODUCER II  RS*B60G07SQ

RADIFOCUS INTRODUCER II  RS*B60G10MR

RADIFOCUS INTRODUCER II  RS*B60G10SQ

RADIFOCUS INTRODUCER II  RS*B60K07MQ

RADIFOCUS INTRODUCER II  RS*B60K10MQ

RADIFOCUS INTRODUCER II  RS*B60K10MR

RADIFOCUS INTRODUCER II  RS*B60K10SQ

RADIFOCUS INTRODUCER II  RS*B60K25AQ

RADIFOCUS INTRODUCER II  RS*B60N10MQ

RADIFOCUS INTRODUCER II  RS*B60N10MR

RADIFOCUS INTRODUCER II  RS*B60N10MR5

RADIFOCUS INTRODUCER II  RS*B60N10SQ

RADIFOCUS INTRODUCER II  RS*B60N25AQ

RADIFOCUS INTRODUCER II  RS*B60N25AQ5

RADIFOCUS INTRODUCER II  RS*B60N25MQ

RADIFOCUS INTRODUCER II  RS*C60N10R

RADIFOCUS INTRODUCER II  RS*C60N25NR

RADIFOCUS INTRODUCER II  RS*R60K10MQ

RADIFOCUS INTRODUCER II  RS*R60N10MQ

RADIFOCUS INTRODUCER II  RS*R60N25MQ

RADIFOCUS INTRODUCER II  RS*A70G03AQ

RADIFOCUS INTRODUCER II  RS*A70G05AQ

RADIFOCUS INTRODUCER II  RS*A70G07SQ

RADIFOCUS INTRODUCER II  RS*A70K10AQ

RADIFOCUS INTRODUCER II  RS*A70K10MQ

RADIFOCUS INTRODUCER II  RS*A70K10SQ

RADIFOCUS INTRODUCER II  RS*A70K25AQ

RADIFOCUS INTRODUCER II  RS*A70N10MQ

RADIFOCUS INTRODUCER II  RS*A70N10SQ

RADIFOCUS INTRODUCER II  RS*A70N25AQ

RADIFOCUS INTRODUCER II  RS*A70N25MQ1

RADIFOCUS INTRODUCER II  RS*B70G07SQ

RADIFOCUS INTRODUCER II  RS*B70K10MQ
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RADIFOCUS INTRODUCER II  RS*B70K10MR

RADIFOCUS INTRODUCER II  RS*B70K10SQ

RADIFOCUS INTRODUCER II  RS*B70K25AQ

RADIFOCUS INTRODUCER II  RS*B60N10MQ

RADIFOCUS INTRODUCER II  RS*B70N10MR

RADIFOCUS INTRODUCER II  RS*B70N10MR5

RADIFOCUS INTRODUCER II  RS*B70N10SQ

RADIFOCUS INTRODUCER II  RS*B70N25AQ

RADIFOCUS INTRODUCER II  RS*B70N25AQ5

RADIFOCUS INTRODUCER II  RS*B70N25MQ

RADIFOCUS INTRODUCER II  RS*B70N45MR

RADIFOCUS INTRODUCER II  RS*C70N10NR

RADIFOCUS INTRODUCER II  RS*C70N25NR

RADIFOCUS INTRODUCER II  RS*R70K10MQ

RADIFOCUS INTRODUCER II  RS*R70N10MQ

RADIFOCUS INTRODUCER II  RS*A80K10SQ

RADIFOCUS INTRODUCER II  RS*A80N25AQ

RADIFOCUS INTRODUCER II  RS*B80K10MQ

RADIFOCUS INTRODUCER II  RS*B80K10MR

RADIFOCUS INTRODUCER II  RS*B80K10SQ

RADIFOCUS INTRODUCER II  RS*B80K25AQ

RADIFOCUS INTRODUCER II  RS*B80N10MQ

RADIFOCUS INTRODUCER II  RS*B80N10MR

RADIFOCUS INTRODUCER II  RS*B80N10MR5

RADIFOCUS INTRODUCER II  RS*B80N10SQ

RADIFOCUS INTRODUCER II  RS*B80N25AQ

RADIFOCUS INTRODUCER II  RS*B80N25AQ5

RADIFOCUS INTRODUCER II  RS*B80N25MQ

RADIFOCUS INTRODUCER II  RS*C80N10NR

RADIFOCUS INTRODUCER II  RS*C80N25NR

RADIFOCUS INTRODUCER II  RS*R80K10MQ

RADIFOCUS INTRODUCER II  RS*R80N10MQ

RADIFOCUS INTRODUCER II  RS*R80N25MQ

RADIFOCUS INTRODUCER II  RS*A90K10SQ

RADIFOCUS INTRODUCER II  RS*A90N25AQ

RADIFOCUS INTRODUCER II  RS*B90K10MQ

RADIFOCUS INTRODUCER II  RS*B90K10SQ

RADIFOCUS INTRODUCER II  RS*B90K25AQ

RADIFOCUS INTRODUCER II  RS*B90N10MQ

RADIFOCUS INTRODUCER II  RS*B90N10MR
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RADIFOCUS INTRODUCER II  RS*B90N10MR5

RADIFOCUS INTRODUCER II  RS*B90N10SQ

RADIFOCUS INTRODUCER II  RS*B90N25AQ

RADIFOCUS INTRODUCER II  RS*B90N25AQ5

RADIFOCUS INTRODUCER II  RS*C90N10NR

RADIFOCUS INTRODUCER II  RS*R90N10MQ

RADIFOCUS INTRODUCER II  RS*R90N25MQ

RADIFOCUS INTRODUCER II  RS*A10K10SQ

RADIFOCUS INTRODUCER II  RS*B10K10MQ

RADIFOCUS INTRODUCER II  RS*B10K10SQ

RADIFOCUS INTRODUCER II  RS*B10K25AQ

RADIFOCUS INTRODUCER II  RS*B10N10MQ

RADIFOCUS INTRODUCER II  RS*B10N10SQ

RADIFOCUS INTRODUCER II  RS*B10N25AQ

RADIFOCUS INTRODUCER II  RS*A11K10SQ

RADIFOCUS INTRODUCER II  RS*B11K10MQ

RADIFOCUS INTRODUCER II  RS*B11N10MQ

RADIFOCUS INTRODUCER II  RS*B11N10SQ

RADIFOCUS INTRODUCER II  RS*B11N25AQ

RADIFOCUS INTRODUCER II  RS*C11N10NR

RADIFOCUS INTRODUCER II  RM*AF5F10SQ

RADIFOCUS INTRODUCER II  RM*AF5J10SQW

RADIFOCUS INTRODUCER II  RM*AF5J16SQW

RADIFOCUS INTRODUCER II  RM*AF5J25SQW

RADIFOCUS INTRODUCER II  RM*BF510MQ

RADIFOCUS INTRODUCER II  RM*BF5F10PQ

RADIFOCUS INTRODUCER II  RM*BF5F16MQ

RADIFOCUS INTRODUCER II  RM*BF5F16PQ

RADIFOCUS INTRODUCER II  RM*BF5F25PQ

RADIFOCUS INTRODUCER II  RM*BF5J10MQ

RADIFOCUS INTRODUCER II  RM*BF5J10PQ

RADIFOCUS INTRODUCER II  RM*BF5J16MQ

RADIFOCUS INTRODUCER II  RM*BF5J16PQ

RADIFOCUS INTRODUCER II  RM*BFR5J25PQ

RADIFOCUS INTRODUCER II  RM*BF5M25AQ

RADIFOCUS INTRODUCER II  RM*AF6F10SQ

RADIFOCUS INTRODUCER II  RM*AF6G10HQW

RADIFOCUS INTRODUCER II  RM*AF6J10SQW

RADIFOCUS INTRODUCER II  RM*AF6J16SQW

RADIFOCUS INTRODUCER II  RM*AF6J25SQW
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RADIFOCUS INTRODUCER II  RM*BF6F10MQ

RADIFOCUS INTRODUCER II  RM*BF6F10PQ

RADIFOCUS INTRODUCER II  RM*BF6F16MQ

RADIFOCUS INTRODUCER II  RM*BF6F16PQ

RADIFOCUS INTRODUCER II  RM*BF6F25MQ

RADIFOCUS INTRODUCER II  RM*BF6F25PQ

RADIFOCUS INTRODUCER II  RM*BF6J10MQ

RADIFOCUS INTRODUCER II  RM*BF6J10PQ

RADIFOCUS INTRODUCER II  RM*BF6J16MQ

RADIFOCUS INTRODUCER II  RM*BF6J16PQ

RADIFOCUS INTRODUCER II  RM*BF6J25MQ

RADIFOCUS INTRODUCER II  RM*BF6J25PQ

RADIFOCUS INTRODUCER II  RM*BF6N25AQ

RADIFOCUS INTRODUCER II  RM*BF7M25AQ 

RADIFOCUS INTRODUCER II RM*RF5F10PQ

RADIFOCUS INTRODUCER II  RM*RF5F25PQ

RADIFOCUS INTRODUCER II  RM*RF5J16PQ

RADIFOCUS INTRODUCER II  RM*RF6F10PQ

RADIFOCUS INTRODUCER II  RM*RF6F25PQ

RADIFOCUS INTRODUCER II  RM*RF6J16PQ

RADIFOCUS INTRODUCER II  RM*RF5F16PQ

RADIFOCUS INTRODUCER II  RM*RF5J10PQ

RADIFOCUS INTRODUCER II  RM*RF5J25PQ

RADIFOCUS INTRODUCER II  RM*RF6F16PQ

RADIFOCUS INTRODUCER II  RM*RF6J10PQ

RADIFOCUS INTRODUCER II  RM*RF6J25PQ

RADIFOCUS INTRODUCER II  RS*R50A10PQ

RADIFOCUS INTRODUCER II  RS*A60N25AQ

RADIFOCUS INTRODUCER II  RS*R60A10PQ

RADIFOCUS INTRODUCER II  RS*R60D10PQ 

RADIFOCUS INTRODUCER II RS*R60G10PQ

RADIFOCUS INTRODUCER II  RS*B70N10MQ

RADIFOCUS INTRODUCER II RS*R70N25MQ

RADIFOCUS INTRODUCER II  RS*C10N10NR

RADIFOCUS INTRODUCER II  RS*W00G00QR 

RADIFOCUS INTRODUCER II RS*W00G00QR7

RADIFOCUS INTRODUCER II  RS*W00D00QR

RADIFOCUS INTRODUCER II  RS*W00D00QR7

RADIFOCUS INTRODUCER II  RS*W00A00QR

RADIFOCUS INTRODUCER II  RM*AF4J16AQW
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FAMILIA CÓDIGO, MODELO O REFERENCIA

RADIFOCUS INTRODUCER II  RM*AF4J16SQW

RADIFOCUS INTRODUCER II  RM*BF5J25PQ

VIDA UTIL: 2 AÑOS 
EXPEDIENTE NO.: 20017681
RADICACIÓN: 20191230915
FECHA DE RADICACIÓN:                      22 11 2019

ARTICULO SEGUNDO. - AUTORIZAR AGOTAMIENTO DE EXISTENCIAS DE PRODUCTO QUE SE ENCUENTRE MARCADO CON EL
REGISTRO SANITARIO ANTERIOR NO. INVIMA 2010DM-0005511

ARTICULO TERCERO. - CONTRA LA PRESENTE RESOLUCIÓN PROCEDE ÚNICAMENTE EL RECURSO DE REPOSICIÓN, QUE DEBERÁ 
INTERPONERSE  ANTE  EL  DIRECTOR  DE  DISPOSITIVOS  MEDICOS  Y  OTRAS  TECNOLOGIAS,  DENTRO  DE  LOS  DIEZ  (10)  DÍAS 
SIGUIENTES A SU NOTIFICACIÓN, EN LOS TÉRMINOS SEÑALADOS EN EL CÓDIGO DE PROCEDIMIENTO ADMINISTRATIVO Y DE LO  
CONTENCIOSO ADMINISTRATIVO.

ARTICULO CUARTO.- LA PRESENTE RESOLUCIÓN RIGE A PARTIR DE LA FECHA DE SU EXPEDICIÓN.

COMUNIQUESE, NOTIFIQUESE Y CUMPLASE

DADA EN BOGOTÁ D.C. A LOS  11 DE DICIEMBRE DE 2019
ESTE ESPACIO, HASTA LA FIRMA SE CONSIDERA EN BLANCO.

LUCIA AYALA RODRIGUEZ
DIRECTOR(A) TÉCNICO DE DISPOSITIVOS MÉDICOS Y OTRAS TECNOLOGÍAS
PROYECTO: LEGAL: FMOSCOSOM, TÉCNICO:MSANDOVALC,REVISÓ:CORDINA_VARIOS
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