2025 - ANO DE LA RECONSTRUCCION DE LA
NACION ARGENTINA

Ministerio de Salud
Secretaria de Calidad en Salud
ANMA.T.

DECLARACION JURADA DE REVALIDA

DISPOSICION ANMAT N° 9688/2019
N° rev: 310-149#0004

En nombre y representacién de la firma BIOSUD S.A. , el responsable legal y el responsable
técnico declaran bajo juramento cumplir con la Disposicion 9688/19 | Anexo V para el producto
médico inscripto bajo el Numero de PM: 310-149

Disposicion autorizante N° DC N° 00 de fecha 17 julio 2020

Disposiciones modificatorias y revalidas N°: DC N° 01 de fecha 22 de octubre de 2020; DC N°
310-149#0001 de fecha 09 de mayo de 2023; DC N° 310-149#0002 de fecha 15 de abril de
2024; DC N° 310-149#0003 de fecha 12 de julio de 2024

Datos Caracteristicos del Producto Médico:

Nombre descriptivo: Introductores

Cddigo de identificacion y nombre técnico del producto médico, (ECRI-UMDNS):
12-727 Introductores de Agujas

Marca(s) de (los) producto(s) médico(s): APT Medical
Clase de Riesgo:

Indicacion/es autorizada/s: El introductor de hemostasia esta indicado para introducir catéteres
en el sistema circulatorio para diagndstico y cirugia de intervencion endovascular.

Modelos: Introductor de hemostasia Braidin™ estéril:

95080624, 95080620, 95080622, 95080625, 95080628, 95080621, 95080629, 95080626,
95040850, 95050850, 95060850, 95070850, 95080850, 95090850, 95100850, 95120850,
95140850, 95160850, 95180850, 95040851, 95050851, 95060851, 95070851, 95080851,
95090851, 95100851, 95120851, 95140851, 95160851, 95180851, 95040900, 95050900,
95050901, 95060900, 95060901, 95070900, 95080900, 95040500, 95040501, 95040700,
95040701, 95050500, 95050501, 95050700, 95050701, 95060506, 95060508, 95070506,
95051301, 95061301, 95060507, 95060509, 95070507, 95051302, 95061302, 95050502,
95060505, 95060504, 95070508, 95051303, 95061303, 95050503, 95060503, 95060502,
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95070509, 95051304, 95061304, 95050504, 95060501, 95060500, 95070505, 95051305,
95061305, 950504510, 950604510, 950704510, 950804510, 950404511, 950504511,
950604511, 950704511, 950804511, 950504512, 950604512, 950704512, 950804512,
950504513, 950604513, 950709413, 950804513, 950504514, 950604514, 950704514,
950804514, 950407015, 950507015, 959507015, 950607015, 959607015, 950707015,
950807015, 950907015, 951007015, 951207015, 951407015, 951607015, 951807015,
950509016, 950609016, 950709016, 950809016, 950509017, 950609017, 950709017,
950809017, 950509018, 950609018, 950709018, 950809018, 950509019, 950609019,
950709019, 950809019, 950409020, 950509020, 950609020, 950709020, 950809020,
950909020, 951009020, 951209020, 951409020, 951609020, 951809020, 950407021,
950507021, 959507021, 950607021, 959607021, 950707021, 950807021, 950907021,
951007021, 951207021, 951407021, 951607021, 951807021, 950409022, 950509022,
959509022, 950609022, 959609022, 950709022, 950809022, 950909022, 951009022,
951209022, 951409022, 951609022, 951809022, 98040070, 98050070, 98050071, 98060070,
98060071, 98070070, 98040110, 98050110, 98050111, 98060110, 98060111, 98070110,
98040150, 98050150, 98050151, 98060150, 98060151, 98070150, 98040250, 98050250,
98050251, 98060250, 98060251, 98070250, 98050900, 98050901, 98060900, 98060901,
98070900, 98080900, 98050902, 98050903, 98060902, 98060903, 98070901, 98080901,
98050904, 98050905, 98060904, 98060905, 98070902, 98080902, 98051250, 98051251,
98061250, 98061251, 98071250, 98081250, 98051252, 98051253, 98061252, 98061253,
98071251, 98081251, 98040111, 98050112, 98050113, 98060112, 98060113, 98070111,
98080110, 98090110, 98100110, 98110110, 98120110, 98130110, 98140110, 98160110,
98180110, 98200110, 98040151, 98050152, 98050153, 98060152, 98060153, 98070151,
98080150, 98090150, 98100150, 98110150, 98120150, 98130150, 98140150, 98160150,
98180150, 98200150, 98040251, 98050252, 98050253, 98060252, 98060253, 98070251,
98080250, 98090250, 98100250, 98110250, 98120250, 98130250, 98140250, 98160250,
98180250, 98200250, 98220250, 98240250, 980400710, 980500710, 989500710, 980600710,
989600710, 980700710, 980401110, 980501110, 989501110, 980601110, 989601110,
980701110, 980401510, 980501510, 989501510, 980601510, 989601510, 980701510,
980401511, 980501511, 989501511, 980601511, 989601511, 980701511, 980402511,
980502511, 989502511, 980602511, 989602511, 980702511, 980401112, 980501112,
989501112, 980601112, 989601112, 980701112, 980801112, 980901112, 981001112,
981101112, 981201112, 981301112, 981401112, 981601112, 981801112, 982001112,
980501113, 989501113, 980601113, 989601113, 980701113, 980801113, 980901113,
981001113, 981101113, 981201113, 981301113, 981401113, 981601113, 981801113,
982001113, 980401512, 980501512, 989501512, 980601512, 989601512, 980701512,
980801512, 980901512, 981001512, 981101512, 981201512, 981301512, 981401512,
981601512, 981801512, 982001512, 980501513, 989501513, 980601513, 989601513,
980701513, 980801513, 980901513, 981001513, 981101513, 981201513, 981301513,
981401513, 981601513, 981801513, 982001513, 980401514, 980501514, 989501514,
980601514, 989601514, 980701514, 980801514, 980901514, 981001514, 981101514,
981201514, 981301514, 981401514, 981601514, 981801514, 982001514, 980501515,
989501515, 980601515, 989601515, 980701515, 980801515, 980901515, 981001515,
981101515, 981201515, 981301515, 981401515, 981601515, 981801515, 982001515,
980402514, 980502514, 989502514, 980602514, 989602514, 980702514, 980802514,
980902514, 981002514, 981102514, 981202514, 981302514, 981402514, 981602514,
981802514, 982002514, 982202514, 982402514, 980502515, 989502515, 980602515,
989602515, 980702515, 980802515, 980902515, 981002515, 981102515, 981202515,
981302515, 981402515, 981602515, 981802515, 982002515, 982202515, 982402515,
980401116, 980501116, 989501116, 980601116, 989601116, 980701116, 980801116,
980901116, 981001116, 981101116, 981201116, 981301116, 981401116, 981601116,
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981801116, 982001116, 980501117, 989501117, 980601117, 989601117, 980701117,
980801117, 980901117, 981001117, 981101117, 981201117, 981301117, 981401117,
981601117, 981801117, 982001117, 980401516, 980501516, 989501516, 980601516,
989601516, 980701516, 980801516, 980901516, 981001516, 981101516, 981201516,
981301516, 981401516, 981601516, 981801516, 982001516, 980501517, 989501517,
980601517, 989601517, 980701517, 980801517, 980901517, 981001517, 981101517,
981201517, 981301517, 981401517, 981601517, 981801517, 982001517, 980401518,
980501518, 989501518, 980601518, 989601518, 980701518, 980801518, 980901518,
981001518, 981101518, 981201518, 981301518, 981401518, 981601518, 981801518,
982001518, 980501519, 989501519, 980601519, 989601519, 980701519, 980801519,
980901519, 981001519, 981101519, 981201519, 981301519, 981401519, 981601519,
981801519, 982001519, 980402518, 980502518, 989502518, 980602518, 989602518,
980702518, 980802518, 980902518, 981002518, 981102518, 981202518, 981302518,
981402518, 981602518, 981802518, 982002518, 982202518, 982402518, 980502519,
989502519, 980602519, 989602519, 980702519, 980802519, 980902519, 981002519,
981102519, 981202519, 981302519 981402519, 981602519, 981802519, 982002519
982202519, 982402519, 980400726, 980500726, 989500726, 980600726, 989600726,
980700726, 980401126, 980501126, 989501126, 980601126, 989601126, 980701126,
980401526, 980501526, 989501526, 980601526, 989601526, 980701526, 980401527,
980501527, 989501527, 980601527, 989601527, 980701527, 980402527, 980502527,
989502527, 980602527, 989602527, 980702527, 980401128, 980501128, 989501128,
980601128, 989601128, 980701128, 980801128, 980901128, 981001128, 981101128,
981201128, 981301128, 981401128, 981601128, 981801128, 982001128, 980401528,
980501528, 989501528, 980601528, 989601528, 980701528, 980801528, 980901528,
981001528, 981101528, 981201528, 981301528, 981401528 981601528, 981801528,
982001528, 980402529, 980502529, 989502529, 980602529, 989602529, 980702529,
980802529, 980902529, 981002529, 981102529, 981202529, 981302529, 981402529,
981602529, 981802529, 982002529, 982202529, 982402529, 980501130, 989501130,
980601130, 989601130, 980701130, 980801130, 980901130, 981001130, 981101130,
981201130, 981301130, 981401130, 981601130, 981801130, 982001130, 980501530,
989501530, 980601530, 989601530, 980701530, 980801530, 980901530, 981001530,
981101530, 981201530, 981301530, 981401530, 981601530, 981801530, 982001530,
980502531, 989502531, 980602531, 989602531, 980702531, 980802531, 980902531,
981002531, 981102531, 981202531, 981302531, 981402531, 981602531, 981802531,
982002531, 982202531, 982402531, 860400701, 860500701, 869500701, 860600701,
869600701, 860700701, 860401101, 860501101, 869501101, 860601101, 869601101,
860701101, 860401501, 860501501, 869501501, 860601501, 869601501, 860701501,
860401502, 860501502, 869501502, 860601502, 869601502, 860701502, 860402502,
860502502, 869502502, 860602502, 869602502, 860702502, 860401103, 860501104,
869501104, 860601104, 869601104, 860701104, 860801104, 860901104, 861001104,
861101104, 861201104, 861301104, 861401104, 861601104, 861801104, 862001104,
860401503, 860501504, 869501504, 860601504, 869601504, 860701504, 860801504,
860901504, 861001504, 861101504, 861201504, 861301504, 861401504, 861601504,
861801504, 862001504, 860401505, 860501506, 869501506, 860601506, 869601506,
860701506, 860801506, 860901506, 861001506, 861101506, 861201506, 861301506,
861401506, 861601506, 861801506, 862001506, 860402505, 860502506, 869502506,
860602506, 869602506, 860702506, 860802506, 860902506, 861002506, 861102506,
861202506, 861302506, 861402506, 861602506, 861802506, 862002506, 862202506,
862402506, 860400707, 860500707, 869500707, 860600707, 869600707, 860700707,
860401107, 860501107, 869501107, 860601107, 869601107, 860701107, 860401507,
860501507, 869501507, 860601507, 869601507, 860701507, 860401508, 860501508,
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869501508, 860601508, 869601508, 860701508, 860402508, 860502508, 869502508,
860602508, 869602508, 860702508, 860401109, 860501110, 869501110, 860601110,
869601110, 860701110, 860801110, 860901110, 861001110, 861101110, 861201110,
861301110, 861401110, 861601110, 861801110, 862001110, 860401509, 860501510,
869501510, 860601510, 869601510, 860701510, 860801510, 860901510, 861001510,
861101510, 861201510, 861301510, 861401510, 861601510, 861801510, 862001510,
860401511, 860501512, 869501512, 860601512, 869601512, 860701512, 860801512,
860901512, 861001512, 861101512, 861201512, 861301512, 861401512, 861601512,
861801512, 862001512, 860402511, 860502512, 869502512, 860602512, 869602512,
860702512, 860802512, 860902512, 861002512, 861102512, 861202512, 861302512,
861402512, 861602512, 861802512, 862002512, 862202512, 862402512, 860401115,
860501115, 869501115, 860601115, 869601115, 860701115, 860801115, 860901115,
861001115, 861101115, 861201115, 861501115, 861401115, 861601115, 861801115,
862001115, 860401515, 860501515, 869501515, 860601515, 869601515, 860701515,
860801515, 860901515, 861001515, 861101515, 861201515, 861501515, 861401515,
861601515, 861801515, 862001515, 860401516, 860501516, 869501516, 860601516,
869601516, 860701516, 860801516, 860901516, 861001516, 861101516, 861201516,
861301516, 861601516, 861601516, 861801516, 862001516, 860402516, 860502516,
869502516, 860602516, 869602516, 860702516, 860802516, 860902516, 861002516,
861102516, 861202516, 861302516, 861602516, 861602516, 861802516, 862002516,
862202516, 862402516, 860400717, 860500717, 869500717, 860600717, 869600717,
860700717, 860401117, 860501117, 869501117, 860601117, 869601117, 860701117,
860401517, 860501517, 869501517, 860601517, 869601517, 860701517, 860400718,
860500718, 869500718, 860600718, 869600718, 860700718, 860401118, 860501118,
869501118, 860501118, 869601118, 860701118, 860401518, 860501518, 869501518,
860601518, 869601518, 860701518, 860402519, 860502519, 869502519, 860602519,
869602519, 860702519, 860401120, 860501121, 869501121, 860601121, 869601121,
860701121, 860801121, 860901121, 861001121, 861101121, 861201121, 861301121,
861401121, 861601121, 861801121, 862001121, 860401520, 860501521, 869501521,
860601521, 869601521, 860701521, 860801521, 860901521, 861001521, 861101521,
861201521, 861301521, 861401521, 861601521, 861801521, 862001521, 860401522,
860501523, 869501523, 860601523, 869601523, 860701523, 860801523, 860901523,
861001523, 861101523, 861201523, 861301523, 861401523, 861601523, 861801523,
862001523, 860402522, 860502523, 869502523, 860602523, 869602523, 860702523,
860802523, 860902523, 861002523, 861102523, 861202523, 861302523, 861402523,
861602523, 861802523, 862002523, 862202523, 862402523, 860401124, 860501124,
869501124, 860601124, 869601124, 860701124, 860801124, 860901124, 861001124,
861101124, 861201124, 861501124, 861401124, 861601124, 861801124, 862001124,
860401524, 860501524, 869501524, 860601524, 869601524, 860701524, 860801524,
860901524, 861001524, 861101524, 861201524, 861501524, 861401524, 861601524,
861801524, 862001524, 860401525, 860501525, 869501525, 860601525, 869601525,
860701525, 860801525, 860901525, 861001525, 861101525, 861201525, 861301525,
861601525, 861601525, 861801525, 862001525, 860402525, 860502525, 869502525,
860602525, 869602525, 860702525, 860802525, 860902525, 861002525, 861102525,
861202525, 861302525, 861602525, 861602525, 861802525, 862002525, 862202525,
862402525, 97040110, 97050110, 97050111, 97060110, 97060111, 97070110, 97080110,
97090110, 97040150, 97050150, 97050151, 97060150, 97060151, 97070150, 97040151,
97050152, 97050153, 97060152, 97060153, 97070151, 97040111, 97050112, 97050113,
97060112, 97060113, 97070111, 97080111, 97090111, 97040152, 97050154, 97050155,
97060154, 97060155, 97070152, 97040153, 97050156, 97050157, 97060156, 97060157,
97070153, 970401110, 970501110, 979501110, 970601110, 979601110, 970701110,

Pagina 4 de 7 Pagina 4 de 7

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



970801110, 970901110, 970401111, 970501111, 979501111, 970601111, 979601111,
970701111, 970801111, 970901111, 970400711, 970500711, 979500711, 970600711,
979600711, 970700711, 970800711, 970900711, 970400712, 970500712, 979500712,
970600712, 979600712, 970700712, 970800712, 970900712, 970401513, 970501513,
979501513, 970601513, 979601513, 970701513, 970401514, 970501514, 979501514,
970601514, 979601514, 970701514, 970401515, 970501515, 979501515, 970601515,
979601515, 970701515, 970401516, 970501516, 979501516, 970601516, 979601516,
970701516, 970401117, 970501117, 979501117, 970601117, 979601117, 970701117,
970801117, 970901117, 971001117, 971101117, 971201117, 971501117, 971401117,
971601117, 971801117, 972001117, 970401517, 970501517, 979501517, 970601517,
979601517, 970701517, 970801517, 970901517, 971001517, 971101517, 971201517,
971301517, 971501517, 971601517, 971801517, 972001517, 970402517, 970502517,
979502517, 970602517, 979602517, 970702517, 970802517, 970902517, 971002517,
971102517, 971202517, 971302517, 971502517, 971602517, 971802517, 972002517,
972202517, 972402517, 970501118, 979501118, 970601118, 979601118, 970701118,
970801118, 970901118, 971001118, 971101118, 971201118, 971501118, 971401118,
971801118, 971801118, 972001118, 970501518, 979501518, 970601518, 979601518,
970701518, 970801518, 970901518, 971001518, 971101518, 971201518, 971301518,
971501518, 971801518, 971801518, 972001518, 970502518, 979502518, 970602518,
979602518, 970702518, 970802518, 970902518, 971002518, 971102518, 971202518,
971302518, 971502518, 971802518, 971802518, 972002518, 972202518, 972402518,
970400719, 970500719, 979500719, 970600719, 979600719, 970700719, 970401119,
970501119, 979501119, 970601119, 979601119, 970701119, 970401519, 970501519,
979501519, 970601519, 979601519, 970701519, 970402519, 970502519, 979502519,
970602519, 979602519, 970702519, 970400720, 970500720, 979500720, 970600720,
979600720, 970700720, 970401120, 970501120, 979501120, 970601120, 979601120,
970701120, 970401520, 970501520, 979501520, 970601520, 979601520, 970701520,
970402520, 970502520, 979502520, 970602520, 979602520, 970702520, 970400721,
970500721, 979500721, 970600721, 979600721, 970700721, 970401121, 970501121,
979501121, 970601121, 979601121, 970701121, 970401521, 970501521, 979501521,
970601521, 979601521, 970701521, 970402521, 970502521, 979502521, 970602521,
979602521, 970702521, 890405000, 890505000, 890505007, 890605000, 890605007,
890705000, 890805000, 890905000, 891005000, 891205000, 891405000, 891605000,
891805000, 890405001, 890505001, 890505008, 890605001, 890605008, 890705001,
890409000, 890509000, 890509002, 890609000, 890609002, 890709000, 890809000,
890909000, 891009000, 891209000, 891409000, 891609000, 891809000, 890409001,
890509001, 890509003, 890609001, 890609003, 890709001, 890806200, 890806203,
890806201, 890806204, 890808000, 890808002, 890405000, 890407000, 890505002,
890507000, 890405001, 890407001, 890505003, 890507001, 890605002, 890605009,
890705002, 890513000, 890613000, 890605003, 890605010, 890705003, 890513001,
890613001, 890505004, 890605004, 890605011, 890705004, 890513002, 890613002,
890505005, 890605005, 890605012, 890705005, 890513003, 890613003, 890505006,
890605006, 890605013, 890705006, 890513004, 890613004, 890604500, 890606000,
890704500, 890706000, 890804500, 890806000, 891006000, 891206000, 890504010,
899504010, 890604010, 899604010, 890704010, 899704010, 890804010, 890504510,
899504510, 890604510, 899604510, 890704510, 899704510, 890804510, 890505010,
899505010, 890605010, 899605010, 890705010, 899705010, 890805010

Periodo de vida util: 3 afos

Condicion de uso: Uso exclusivo a profesionales e instituciones sanitarias
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Fuente de obtencion de la materia prima de origen biolégico: NA
Forma de presentacion: Caja x 5 unidades

Método de esterilizacién: Oxido de etileno

Nombre del fabricante: APT Medical Inc.

Lugar de elaboracion: No. 009, Xiangxiang Road, Xiangxiang Economic Development Zone,
Ciudad de Xiangxiang, Hunan 411400, China

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

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

9 /A

EXN Cris
Respor@Q@@Eal %%@ r‘ﬁ)LPeCI‘IICO
| CUIL
Firne\\QEN® Susana Margaritg Firma y Sello

CIL 271123869005

La presente DECLARACION JURADA ha sido emitida de acuerdo con las previsiones de la
Disposicion ANMAT N° 9688/19, quedando inscripta la revalida en el Registro Nacional de
Productores y Productos de Tecnologia Médica (R.P.P.T.M.) a favor de BIOSUD S.A. bajo el
numero PM 310-149 siendo su nueva vige_&i,a hasta el 17 julio 2030

/%

anMaAt

TERRIZZANO Maria Lorena
CUIL 23242965604

Instituto Nacional de Productos Médicos ANMAT
Firma y Sello

El presente certificado sera valido unicamente cuando se presente junto con las Disposiciones
previas del PM enunciadas anteriormente y sea verificado con su cédigo QR a través de la pagina
de ANMAT.
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Fecha de emision: 05 noviembre 2025

La validez del presente documento debera verificarse mediante el cédigo QR.

N° Identificatorio Tramite: 68654

Tramitada por Expediente N°: 1-0047-3110-004111-25-2
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