
 

 

Ministerio de Salud
Secretaria de Calidad en Salud

A.N.M.A.T.

2025 - AÑO DE LA RECONSTRUCCIÓN DE LA
NACIÓN ARGENTINA

DECLARACION JURADA DE REVÁLIDA

DISPOSICIÓN ANMAT N° 9688/2019

N° rev: 1436-37#0002

 

En  nombre  y  representación  de  la  firma OMNIMEDICA S.A.  ,  el  responsable  legal  y  el
responsable técnico declaran bajo juramento cumplir con la Disposición 9688/19 l Anexo V
para el producto médico inscripto bajo el Número de PM: 1436-37

Disposición autorizante N° 0458/2011 de fecha 21 enero 2011
Disposiciones modificatorias y reválidas N°: Disposición modificatoria 7997/2011
Disposición rectificatoria 3075/2012
Disp. reválida 0608/2017
DDJJ N° rev: 1436-37#0001
 

Datos Característicos del Producto Médico:

Nombre descriptivo: Catéteres Balón para Valvuloplastia transluminal percutánea

Código de identificación y nombre técnico del producto médico, (ECRI-UMDNS):
17-453 - Catéteres, para Valvuloplastia, con Dilatación por Balón

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

Clase de Riesgo: IV

Indicación/es autorizada/s: Valvuloplastia transluminal percutánea de la válvula pulmonar

Modelos: NUMED CANADA, INC.
TYSHAK
PDC001 PDC002 PDC003 PDC004 PDC005 PDC006 PDC007 PDC008 PDC009
PDC010 PDC011 PDC012 PDC013 PDC014 PDC015 PDC016 PDC017 PDC018
PDC019 PDC020 PDC021 PDC022 PDC023 PDC024 PDC025 PDC026 PDC027
PDC028 PDC029 PDC030 PDC031 PDC032 PDC033 PDC034 PDC035 PDC036
PDC037 PDC038 PDC039 PDC040 PDC041 PDC042 PDC044 PDC045 PDC046
PDC047 PDC048 PDC049 PDC050 PDC051 PDC052 PDC053 PDC054 PDC055
PDC056 PDC057 PDC058 PDC059 PDC060 PDC061 PDC062 PDC063 PDC064

Página 1 de 7Página 1 de 7

El presente documento electrónico ha sido firmado digitalmente en los términos de la Ley N° 25.506, el Decreto N° 2628/2002 y el Decreto N° 283/2003.-

Página 1 de 7

El presente documento electrónico ha sido firmado digitalmente en los términos de la Ley N° 25.506, el Decreto N° 2628/2002 y el Decreto N° 283/2003.-



PDC065 PDC067 PDC068 PDC069 PDC070 PDC072 PDC073 PDC074 PDC075
PDC076 PDC077 PDC078 PDC079 PDC080 PDC081 PDC082 PDC083 PDC084
PDC085 PDC086 PDC087 PDC088 PDC089 PDC090 PDC091 PDC092 PDC093
PDC094 PDC095 PDC097 PDC098 PDC099 PDC100 PDC102 PDC103 PDC104
PDC107 PDC108 PDC109 PDC110 PDC111 PDC113 PDC114 PDC115 PDC116
PDC117 PDC118 PDC119 PDC120 PDC121 PDC122 PDC123
PDC12366 PDC124 PDC125 PDC126 PDC127 PDC128 PDC129 PDC130
PDC131 PDC132 PDC133 PDC134 PDC135 PDC136 PDC137 PDC138 PDC139
PDC140 PDC141 PDC142 PDC143 PDC144 PDC145 PDC146 PDC147 PDC148
PDC149 PDC150 PDC151 PDC152 PDC153 PDC154 PDC155 PDC156 PDC157
PDC158 PDC159 PDC162 PDC163 PDC164 PDC165 PDC166 PDC167 PDC168
PDC169 PDC170 PDC171PDC172 PDC173 PDC174 PDC175 PDC176 PDC177
PDC178 PDC179 PDC180 PDC181 PDC182 PDC183 PDC18398 PDC184
PDC185 PDC186 PDC187 PDC188 PDC189 PDC190 PDC191 PDC192 PDC193
PDC194 PDC195 PDC196 PDC197 PDC198 PDC199 PDC200 PDC201 PDC202
PDC52655 PDC8465 SN012
TYSHAK II
PDC500 PDC501 PDC502 PDC503 PDC504 PDC505 PDC506 PDC507 PDC508
PDC509 PDC510 PDC511 PDC512 PDC513 PDC514 PDC515 PDC516 PDC517
PDC518 PDC519 PDC520 PDC521 PDC522 PDC523 PDC524 PDC525 PDC526
PDC527 PDC528 PDC529 PDC530 PDC531 PDC532 PDC533 PDC534 PDC535
PDC536 PDC537 PDC538 PDC539 PDC540 PDC541 PDC542 PDC543 PDC544
PDC545 PDC546 PDC547 PDC548 PDC549 PDC550 PDC551 PDC552
SN001 SN002 SN003 SN004 SN005 SN006 SN007 SN008 SN009
SN010 SN011 SN013 SN11290
SO001 SO002 SO003 SO004 SO007
SO008 SO009 SO014 SO017
SO018 SO019 SO020 SO021 SO029 SO030 SO031 SO032 SO033
SO034 SO035 SO036 SO037 SO038 SO069 SO086 SO100
COEfficient
COE101 COE102 COE103 COE104 COE105 COE106 COE107 COE108 COE109
COE110 COE111 COE112 COE113 COE114 COE115 COE116 COE117 COE118
COE119 COE120 COE121 COE122 COE123 COE124 COE125 COE126 COE127
COE128 COE129 COE130 COE131 COE132 COE133 COE134 COE135 COE136
COE137 COE138 COE139 COE140 COE141 COE142 COE143 COE144 COE145
COE146 COE147 COE148 COE149 COE150 COE151 COE152 COE153 COE154
SN032
TYSHAK II-X
PDC600 PDC601 PDC602 PDC603 PDC604 PDC605 PDC606 PDC607 PDC608
PDC609 PDC610 PDC611 PDC612 PDC613 PDC614 PDC615 PDC616 PDC617
PDC618 PDC619 PDC620 PDC621 PDC622 PDC623 PDC624 PDC625 PDC626
PDC627 PDC628 PDC629 PDC630 PDC631 PDC632 PDC633 PDC634 PDC635
PDC636 PDC637 PDC638 PDC639 PDC640 PDC641 PDC642 PDC643 PDC644
PDC645 PDC646 PDC647 PDC648 PDC649 PDC650
TYSHAK Mini
PDC400 PDC401 PDC402 PDC403 PDC404 PDC405 PDC406 PDC407 PDC408
TYSHAK X
PDC300 PDC301 PDC302 PDC303 PDC304 PDC305 PDC306 PDC307 PDC308
PDC309 PDC310 PDC311 PDC312 PDC313 PDC314 PDC315 PDC316 PDC317
PDC318 PDC319 PDC320 PDC321 PDC322 PDC323 PDC324 PDC325 PDC326
PDC327 PDC328 PDC329 PDC330 PDC331 PDC332 PDC333 PDC334 PDC335
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PDC336 PDC337 PDC338 PDC339 PDC340 PDC341 PDC342 PDC343 PDC344
PDC345 PDC346 PDC347
Z-MED
PDZ300 PDZ301 PDZ302 PDZ303 PDZ304 PDZ305 PDZ306 PDZ307 PDZ308
PDZ309 PDZ310 PDZ311 PDZ312 PDZ313 PDZ314 PDZ315 PDZ316 PDZ317
PDZ318 PDZ319 PDZ320 PDZ322 PDZ323 PDZ324 PDZ325 PDZ326 PDZ327
PDZ328 PDZ329 PDZ330 PDZ331 PDZ332 PDZ333 PDZ334 PDZ335 PDZ336
PDZ337 PDZ338 PDZ339 PDZ341 PDZ342 PDZ344 PDZ345 PDZ346 PDZ347
PDZ348 PDZ349 PDZ351 PDZ354 PDZ355 PDZ356 PDZ357 PDZ358
PDZ359 PDZ360 PDZ361 PDZ362 PDZ363 PDZ364 PDZ365 PDZ366 PDZ367
PDZ368 PDZ369 PDZ370 PDZ371 PDZ372 PDZ373 PDZ374 PDZ377 PDZ378
PDZ379 PDZ380 PDZ381 PDZ382 PDZ383 PDZ384 PDZ386 PDZ387 PDZ393
PDZ394
S0043 S0073 S0074 S0075 S0076 S0077 S0078 S0084 S0085
SN020 SN021 SN022 SN023 SN024 SN025 SN026 SN027 SN028
SN029 SN030 SN031
SO005 SO006 SO013 SO016 SO022 SO023 SO024 SO025 SO026
SO027 SO041 SO046 SO047 SO048 SO049 SO050 SO051 SO052
SO053 SO054 SO055 SO056 SO057 SO058 SO059 SO060 SO061
SO062 SO063 SO064 SO065 SO066 SO067 SO080 SO081 SO082
SO083 SO084 SO087 SO088 SO089 SO090 SO091 SO092 SO094
SO096 SO099
Z-MED II
PDZ600 PDZ601 PDZ602 PDZ603 PDZ604 PDZ605 PDZ606 PDZ607 PDZ608
PDZ609 PDZ610 PDZ611 PDZ612 PDZ613 PDZ614 PDZ615 PDZ616 PDZ617
PDZ618 PDZ619 PDZ620 PDZ621 PDZ622 PDZ623 PDZ624 PDZ625 PDZ626
PDZ627 PDZ628 PDZ629 PDZ630 PDZ631 PDZ632 PDZ633 PDZ634 PDZ635
PDZ636 PDZ637 PDZ638 PDZ639 PDZ640 PDZ641 PDZ642 PDZ643 PDZ644
PDZ645 PDZ646 PDZ647 PDZ648 PDZ649 PDZ650 PDZ651 PDZ652 PDZ653
PDZ654 PDZ655 PDZ656 PDZ657 PDZ658 PDZ659 PDZ660 PDZ661 PDZ662
PDZ663 PDZ664 PDZ665 PDZ666 PDZ667 PDZ668 PDZ669 PDZ670 PDZ671
PDZ672 PDZ673 PDZ674 PDZ675 PDZ676 PDZ677
SN015 SN016 SN017 SN018 SN019 SN033 SN034 SN035 SN036
SO028 SO039 SO040 SO042 SO044 SO045 SO068 SO070 SO071
SO072 SO079 SO093
Z-MED-X
PDZ400 PDZ401 PDZ402 PDZ403 PDZ404 PDZ405 PDZ406 PDZ407 PDZ408
PDZ409 PDZ410 PDZ411 PDZ412 PDZ413 PDZ414 PDZ415 PDZ416 PDZ417
PDZ418 PDZ419 PDZ420 PDZ421 PDZ422 PDZ423 PDZ424 PDZ425 PDZ426
PDZ427 PDZ428 PDZ429 PDZ430 PDZ431 PDZ432 PDZ433 PDZ434 PDZ435
PDZ436 PDZ437 PDZ438 PDZ439 PDZ440 PDZ441 PDZ442 PDZ443 PDZ444
PDZ445 PDZ446 PDZ447 PDZ448 PDZ449 PDZ450 PDZ451 PDZ452 PDZ453
PDZ454 PDZ455
Z-MED II-X
PDC700 PDC701 PDC702 PDC703 PDC704 PDC705 PDC706 PDC707 PDC708
PDC709 PDC710 PDC711 PDC712 PDC713 PDC714 PDC715 PDC716 PDC717
PDC718 PDC719 PDC720 PDC721 PDC722 PDC723 PDC724 PDC725 PDC726
PDC727 PDC728 PDC729 PDC730 PDC731 PDC732 PDC733 PDC734 PDC735
PDC736 PDC737 PDC738 PDC739 PDC740 PDC741 PDC742 PDC743 PDC744
PDC745 PDC746 PDC747 PDC748 PDC749 PDC750 PDC751 PDC752 PDC753
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NUMED INC., Estados Unidos
TYSHAK
PDC001 PDC002 PDC003 PDC004 PDC005 PDC006 PDC007 PDC008 PDC009
PDC010 PDC011 PDC012 PDC013 PDC014 PDC015 PDC016 PDC017 PDC018
PDC019 PDC020 PDC021 PDC022 PDC023 PDC024 PDC025 PDC026 PDC027
PDC028 PDC029 PDC030 PDC031 PDC032 PDC033 PDC034 PDC035 PDC036
PDC037 PDC038 PDC039 PDC040 PDC041 PDC042 PDC044 PDC045 PDC046
PDC047 PDC048 PDC049 PDC050 PDC051 PDC052 PDC053 PDC054 PDC055
PDC056 PDC057 PDC058 PDC059 PDC060 PDC061 PDC062 PDC063 PDC064
PDC065 PDC067 PDC068 PDC069 PDC070 PDC072 PDC073 PDC074 PDC075
PDC076 PDC077 PDC078 PDC079 PDC080 PDC081 PDC082 PDC083 PDC084
PDC085 PDC086 PDC087 PDC088 PDC089 PDC090 PDC091 PDC092 PDC093
PDC094 PDC095 PDC097 PDC098 PDC099 PDC100 PDC102 PDC103 PDC104
PDC107 PDC108 PDC109 PDC113 PDC114 PDC115 PDC116 PDC117 PDC118
PDC119 PDC120 PDC121 PDC122 PDC124 PDC126 PDC127 PDC128 PDC129
PDC130 PDC131 PDC132 PDC133 PDC134 PDC138
PDC139 PDC141 PDC142 PDC143 PDC144 PDC146 PDC147 PDC148
PDC149 PDC150 PDC151 PDC152 PDC153 PDC154 PDC155 PDC156
PDC157 PDC158 PDC159 PDC162 PDC163 PDC164 PDC165 PDC166 PDC167
PDC168 PDC169 PDC170 PDC171PDC172 PDC173 PDC174 PDC175 PDC176
PDC177 PDC178 PDC179 PDC180 PDC181 PDC182 PDC183 PDC18398 PDC184
PDC185 PDC186 PDC187 PDC188 PDC189 PDC190 PDC191 PDC192 PDC193
PDC194 PDC195 PDC196 PDC197 PDC198 PDC199 PDC200 PDC201 PDC202
SN012 SO010 SO011 SO012 SO015

TYSHAK II
PDC500 PDC501 PDC502 PDC503 PDC504 PDC505 PDC506 PDC507 PDC508
PDC509 PDC510 PDC511 PDC512 PDC513 PDC514 PDC515 PDC516 PDC517
PDC518 PDC519 PDC520 PDC521 PDC522 PDC523 PDC524 PDC525 PDC526
PDC527 PDC528 PDC529 PDC530 PDC531 PDC532 PDC533 PDC534 PDC535
PDC536 PDC537 PDC538 PDC539 PDC540 PDC541 PDC542 PDC543 PDC544
PDC545 PDC546 PDC547 PDC548 PDC549 PDC550 PDC551 PDC552
SN001 SN002 SN003 SN004 SN005 SN006 SN007 SN008 SN009
SN010 SN011 SN013 SN014 SN11290 SO001 SO002 SO003 SO004 SO007
SO008 SO009 SO014 SO017 SO018 SO019 SO020 SO021 SO029 SO030 SO031 SO032
SO033 SO034 SO035 SO036 SO037 SO038 SO069 SO086 SO100

COEfficient
COE101 COE102 COE103 COE104 COE105 COE106 COE107 COE108 COE109
COE110 COE111 COE112 COE113 COE114 COE115 COE116 COE117 COE118
COE119 COE120 COE121 COE122 COE123 COE124 COE125 COE126 COE127
COE128 COE129 COE130 COE131 COE132 COE133 COE134 COE135 COE136
COE137 COE138 COE139 COE140 COE141 COE142 COE143 COE144 COE145
COE146 COE147 COE148 COE149 COE150 COE151 COE152 COE153 COE154
SN032

TYSHAK Mini
PDC400 PDC401 PDC402 PDC403 PDC404 PDC405 PDC406 PDC407 PDC408
SO095 SO097 SO098 SO101 SO102 SO103 SO104

TYSHAK X
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PDC300 PDC301 PDC302 PDC303 PDC304 PDC305 PDC306 PDC307 PDC308
PDC309 PDC310 PDC311 PDC312 PDC313 PDC314 PDC315 PDC316 PDC317
PDC318 PDC319 PDC320 PDC321 PDC322 PDC323 PDC324 PDC325 PDC326
PDC327 PDC328 PDC329 PDC330 PDC331 PDC332 PDC333 PDC334 PDC335
PDC336 PDC337 PDC338 PDC339 PDC340 PDC341 PDC342 PDC343 PDC344
PDC345 PDC346 PDC347

Z-MED
PDZ300 PDZ301 PDZ302 PDZ303 PDZ304 PDZ305 PDZ306 PDZ307 PDZ308
PDZ309 PDZ310 PDZ311 PDZ312 PDZ313 PDZ314 PDZ315 PDZ316 PDZ317
PDZ318 PDZ319 PDZ320 PDZ322 PDZ323 PDZ324 PDZ325 PDZ326 PDZ327
PDZ328 PDZ329 PDZ330 PDZ331 PDZ332 PDZ333 PDZ334 PDZ335 PDZ336
PDZ337 PDZ338 PDZ339 PDZ341 PDZ342 PDZ344 PDZ346 PDZ347
PDZ348 PDZ349 PDZ351 PDZ354 PDZ355 PDZ356 PDZ357 PDZ358
PDZ359 PDZ360 PDZ361 PDZ362 PDZ363 PDZ364 PDZ365 PDZ366 PDZ367
PDZ368 PDZ369 PDZ370 PDZ371 PDZ372 PDZ373 PDZ374 PDZ377 PDZ378
PDZ379 PDZ380 PDZ381 PDZ382 PDZ383 PDZ384 PDZ386 PDZ387 PDZ393
PDZ394 PDZ395 PDZ396
SO005 SO006 SO013 SO016 SO022 SO023 SO024 SO025 SO026
SO027 SO041 SO043 SO046 SO047 SO048 SO049 SO050 SO051
SO052 SO053 SO054 SO055 SO056 SO057 SO058 SO059 SO060
SO061 SO062 SO063 SO064 SO065 SO066 SO067 SO073 SO074
SO075 SO076 SO077 SO078 SO080 SO081 SO082 SO083 SO084
SO085 SO087 SO088 SO089 SO090 SO091 SO092 SO094 SO096
SO099 S0043 S0073 S0074 S0075 S0076 S0077 S0078 S0084 S0085
SN020 SN021 SN022 SN023 SN024 SN025 SN026 SN027 SN028
SN029 SN030 SN031

Z-MED II
PDZ600 PDZ601 PDZ602 PDZ603 PDZ604 PDZ605 PDZ606 PDZ607 PDZ608
PDZ609 PDZ610 PDZ611 PDZ612 PDZ613 PDZ614 PDZ615 PDZ616 PDZ617
PDZ618 PDZ619 PDZ620 PDZ621 PDZ622 PDZ623 PDZ624 PDZ625 PDZ626
PDZ627 PDZ628 PDZ629 PDZ630 PDZ631 PDZ632 PDZ633 PDZ634 PDZ635
PDZ636 PDZ637 PDZ638 PDZ639 PDZ640 PDZ641 PDZ642 PDZ643 PDZ644
PDZ645 PDZ646 PDZ647 PDZ648 PDZ649 PDZ650 PDZ651 PDZ652 PDZ653
PDZ654 PDZ655 PDZ656 PDZ657 PDZ658 PDZ659 PDZ660 PDZ661 PDZ662
PDZ663 PDZ664 PDZ665 PDZ666 PDZ667 PDZ668 PDZ669 PDZ670 PDZ671
PDZ672 PDZ673 PDZ674 PDZ675 PDZ676 PDZ677
SO028 SO039 SO040 SO042 SO044 SO045 SO068 SO070 SO071
SO072 SO079 SO093 SN015 SN016 SN017 SN018 SN019 SN033 SN034 SN035 SN036 SN037
SN038 SN039 SN040 SN041 SN042 SN043 SN044 SN045
SN046 SN047 SN048

Z-MED-X
PDZ400 PDZ401 PDZ402 PDZ403 PDZ404 PDZ405 PDZ406 PDZ407 PDZ408
PDZ409 PDZ410 PDZ411 PDZ412 PDZ413 PDZ414 PDZ415 PDZ416 PDZ417
PDZ418 PDZ419 PDZ420 PDZ421 PDZ422 PDZ423 PDZ424 PDZ425 PDZ426
PDZ427 PDZ428 PDZ429 PDZ430 PDZ431 PDZ432 PDZ433 PDZ434 PDZ435
PDZ436 PDZ437 PDZ438 PDZ439 PDZ440 PDZ441 PDZ442 PDZ443 PDZ444
PDZ445 PDZ446 PDZ447 PDZ448 PDZ449 PDZ450 PDZ451 PDZ452 PDZ453
PDZ454 PDZ455
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Z-MED II-X
PDC700 PDC701 PDC702 PDC703 PDC704 PDC705 PDC706 PDC707 PDC708
PDC709 PDC710 PDC711 PDC712 PDC713 PDC714 PDC715 PDC716 PDC717
PDC718 PDC719 PDC720 PDC721 PDC722 PDC723 PDC724 PDC725 PDC726
PDC727 PDC728 PDC729 PDC730 PDC731 PDC732 PDC733 PDC734 PDC735
PDC736 PDC737 PDC738 PDC739 PDC740 PDC741 PDC742 PDC743 PDC744
PDC745 PDC746 PDC747 PDC748 PDC749 PDC750 PDC751 PDC752 PDC753

Período de vida útil: 5 años

Condición de uso: Uso exclusivo a profesionales e instituciones sanitarias

Fuente de obtención de la materia prima de origen biológico: No aplica.

Forma de presentación: Unitaria

Método de esterilización: Gas óxido de etileno

Nombre del fabricante: 1) NUMED CANADA, INC
2) NUMED INC.

Lugar de elaboración: 1) 45 Second Street West, Cornwall, Ontario, Canadá.
2) 2880 Main Street, Hopkinton, NY 12965, Estados Unidos

El  responsable  legal  y  su  responsable  técnico  son  responsables  de  la  veracidad  de  la
documentación e información presentada y declaran bajo juramento que el producto médico no ha
sufrido  modificaciones según Artículo  11°  Disposición 9688/19,  que cumple  y  satisface los
Requisitos Esenciales de Seguridad y Eficacia (R.E.S.E.) previstos por la Disposición ANMAT N°
11467/24.

La  empresa  mantiene  en  su  establecimiento  y  a  disposición  de  la  autoridad  sanitaria  la
documentación requerida por disposición ANMAT N° 64/25 y 9688/19

 
 
 
 
 
 

Responsable Legal
Firma y Sello

 
 
 
 
 
 

Responsable Técnico
Firma y Sello

La presente DECLARACIÓN JURADA ha sido emitida de acuerdo con las previsiones de la
Disposición ANMAT Nº 9688/19,  quedando inscripta  la  reválida en el  Registro  Nacional  de
Productores y Productos de Tecnología Médica (R.P.P.T.M.) a favor de OMNIMEDICA S.A. bajo
el número PM 1436-37 siendo su nueva vigencia hasta el 21 enero 2031
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Instituto Nacional de Productos Médicos ANMAT
Firma y Sello

El presente certificado será válido únicamente cuando se presente junto con las Disposiciones
previas del PM enunciadas anteriormente y sea verificado con su código QR a través de la página
de ANMAT.

Fecha de emisión: 02 enero 2026

La validez del presente documento deberá verificarse mediante el código QR.

N° Identificatorio Trámite: 74617

Tramitada por Expediente N°: 1-0047-3110-000024-26-9
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