"2021 - ANO DE HOMENAJE AL PREMIO NOBEL DE
MEDICINA DR. CESAR MILSTEIN"

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

ANEXO Il
DECLARACION DE CONFORMIDAD DE MODIFICACION — PM CLASE I-lI

Numero de revision: 01

Fecha de Emision de la Declaracion revision 00-Disposicion Autorizante o su revalida:
12/07/2017

Numero de PM:

619-51

Nombre Descriptivo del producto:

AUDIFONOS INTRACANALES DIGITALES

Caddigo de identificacion y nombre técnico UMDNS:

17-666 Aparatos auxiliares para la audicidon, programables

Clase de Riesgo:
Clase Il

Marca de (los) producto(s) médico(s):

BELTONE

Modelos (en caso de clase Il y equipos):

LINEA ACCESS: ACS 15 HPG, ACS 25 HPG, ACS 35 HPG, ACS 45 HPG, ACS 15, ACS 25,
ACS 35, ACS 35D, ACS35 D HPG, ACS 45, ACS 45D, ACS 45D HPG.

LINEA IDENTITY:IDT15, IDT15HPG, IDT15PB, IDT15PB HPG, IDT25, IDT25 HPG, IDT35, IDT
35HPG, IDT35D, IDT35D HPG, IDT45, IDT45HPG, IDT45D, IDT45DHPG.

LINEA REACH: RCH 15, RCH15 HPG, RCH15PB, RCH15PBHPG,RHC 25, RHC25HPG,
RCH35, RCH35D, RCH35D HPG, RCH 45, RCH 45D, RCH 45HPG RCH45D HPG.

LINEA TOUCH: TO1715, TO1715 SPG, TO915, TO915 SPG.

LINEA CHANGE: CHG15, CHG15HPG, CHG15PB, CHG15PB HPG, CHG15 xs, CHG25, CHG25
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HPG, CHG35, CHG35 HPG, CHG35D, CHG35D HPG, CHG45, CHG45 HPG, CHG45D,
CHG45D HPG.

LINEA TRUE:TRU1715, TRU 1715M, TRU1715MP, TRU1715P, TRU1725, TRU1725P,
TRU1735, TRU1735P, TRU1735DP, TRU1735DPW, TRU1735DW, TRU1735M, TRU1735MP,
TRU1735MPW, TRU1735MU, TRU1735MUW, TRU1735MW, TRU1735PW, TRU1735W,
TRU1745, TRU1745D, TRU1745DP, TRU1745DPW, TRU1745DW, TRU1745P, TRU1745PW,
TRU1745W, TRU315, TRU315P, TRU325, TRU325P, TRU335, TRU335D, TRU335DP,
TRU335P, TRU345, TRU345D, TRU345DP, TRU345P, TRU615, TRU615M, TRU615MP,
TRUG615P, TRU625, TRU625P, TRU635, TRUG35D, TRU635DP, TRUG635DPW,

TRU635DW, TRU635M, TRU635MP, TRU635MPW, TRU635MU, TRU635MUW TRUG635MW,
TRUG35P, TRUG35PW, TRUG35W, TRU645, TRU645D, TRU645DP, TRU645DPW, TRU645DW,
TRUG45P, TRU645PW, TRU645W, TRU915, TRU915M, TRU915P, TRU925, TRU925P,
TRU935, TRU935D, TRU935DP, TRU935DPW, TRU935DW, TRU935M, TRU935MP,
TRU935MPW, TRU935MU, TRU935MUW, TRU935MW, TRU935P, TRU935PW, TRU935W,
TRU945, TRU945D, TRU945DP, TRU945DPW, TRU945DW, TRU945P, TRU945PW, TRU945W.
LINEA ORIGIN: OR115, OR115P, OR135, OR135P, OR145, OR145P, OR215, OR215P, OR235,
OR235D, OR235DP, OR235P, OR245, OR245D, OR245DP, OR245P, OR315, OR315P, OR335,
OR335D, OR335DP, OR335P, OR345, OR345D, OR345DP, OR345P; LINEA PROMISE:
PSE1715, PSE1715M, PSE1715MP, PSE1715P, PSE1725, PSE1725P, PSE1735, PSE1735D,
PSE1735DP, PSE1735DPW, PSE1735DW, PSE1735M, PSE1735MP, PSE1735MPW,
PSE1735MU, PSE1735MUW, PSE1735MW, PSE1735P, PSE1735PW, PSE1735W, PSE1745,
PSE1745D, PSE1745DP, PSE1745DPW, PSE1745DW, PSE1745P, 'PSE1745PW, PSE1745W,
PSE915, PSE915M, PSE915MP, PSE915P, PSE925, PSE925P, PSE935, PSE935D,
PSE935DP, PSE935DPW, PSE935DW, PSE935M, PSE935MP, PSE935MPW, PSE935MU,
PSE935MUW, PSE935MW, PSE935P, PSE935PW, PSE935W, PSE945, PSE945D, PSE945DP,
PSE945DPW, PSE945DW, PSE945P, PSE945PW, PSE945W, PSE635-W, PSE635-DW,
PSE635-PW, PSE635-DPW, PSE615, PSEG15-P.

LINEA MICRO INVISA: MIV1715, MIV915.

LINEA LEGEND: LND17ITE-DW UP, LND17ITE-DW HP,LND17ITE-DW MP, LNDOITE-DW UP,
LNDOITE-DW HP, LNDOITE-DW-MP, LND6ITE-DW UP, LNDGITE-DW HP, LNDGITE-DW MP,
LND17ITE-W UP, LND17ITE-W HP,LND17ITE-W MP, LNDOITE-W UP, LNDOITE-W HP,
LNDOITE-W MP, LNDGITE-W UP, LND6ITE-W HP, LNDG6ITE-W MP, LND17ITC-DW UP,
LND17ITC-DW HP,LND17ITC-DW MP, LND17ITC-DW LP, LND9ITC-DW UP, LNDOITC-DW HP,
LNDOITC-DW MP, LNDSITC-DW LP, LND6ITC-DW UP, LND6ITC-DW HP, LND6ITC-DW MP,
LND6ITC-DW LP, LND17ITC-W UP, LND17ITC-W HP,LND17ITC-W MP, LND17ITC-W LP,
LNDOITC-W UP, LNDOITC-W HP, LNDOITC-W MP, LNDOITC-W LP, LND6ITC-W UP, LND6ITC-
W HP, LND6ITC-W MP, LND6ITC-W LP,LND17MIH-W UP, LND17MIH-W HP, LND17MIH-W MP,
LND17MIH-W LP, LNDOMIH-W UP, LNDOMIH-W HP, LNDOMIH-W MP, LNDOMIH-W LP,
LND6MIH-W UP, LND6MIH-W HP, LND6MIH-W MP, LND6MIH-W LP, LND17ITE-D UP,
LND17ITE-D, HP, LND17ITE-D MP, LND9ITE-D UP, LND9OITE-D, HP, LNDSITE-D MP, LNDGITE-
D UP, LNDG6ITE-D HP, LNDGITE-D MP, LND17ITE UP, LND17ITE HP, LND17ITE MP, LND9ITE
UP, LNDSITE HP, LNDOITE MP, LND6ITE UP, LND6ITE HP, LND6ITE MP, LND17ITC-D UP,
LND17ITC-D, HP, LND17ITC-D MP, LND17ITC-D LP, LNDOITC-D UP, LND9ITC-D HP,
LND9OITC-D MP, LNDSITC-D LP, LND6ITC-D UP, LND6ITC-D HP, LND6ITC-D

MP, LNDGITC-D LP, LND17ITC UP, LND17ITC HP, LND17ITC MP, LND17ITC LP, LNDOITC UP,
LNDOITC HP, LNDOITC MP, LNDOITC LP, LND6ITC UP, LND6ITC HP, LND6ITC MP, LND6ITC
LP, LND17MIH UP, LND17MIH HP, LND17MIH MP, LND17MIH LP, LNDSMIH UP, LNDOMIH HP,
LNDOMIH MP, LNDOMIH LP, LND6MIH UP, LND6MIH HP, LND6MIH MP, LND6MIH LP, LND17
[IC, LND9 IIC, LNDG6 IIC, LND17CIC UP UP, LND17CIC HP, LND17CIC MP, LND17CIC LP,
LND9OCIC UP, LND9CIC HP, LND9CIC MP, LND9CIC LP, LND6CIC UP, LND6CIC HP, LND6CIC
MP, LND6CIC LP, LND17MIH-S UP, LND17MIH-S HP, LND17MIH-S MP, LND17MIH-S LP,
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LNDOMIH-S UP, LNDOMIH-S HP, LNDOMIH-S MP, LNDOMIH-S LP, LND6MIH-S UP, LND6MIH-
S HP, LND6MIH-S MP, LND6MIH-S LP.

LINEA PEGASUS: PGS135P, PGS115P.

LINEA SCORPIUS: SCS135P, SCS115P.

LINEA TAURUS: TRS135P, TRS115P.

LINEA ALLY: AY4CIC UP, AY4CIC HP, AY4CIC MP, AY4CIC LP AY3CIC UP, AY3CIC HP,
AY3CIC MP, AY3CIC LP, AY2CIC UP, AY2CIC HP, AY2CIC MP, AY2CIC LP , AY4ITC-DW UP,
AY4ITC-DW HP, AY4ITC-DW MP, AY4ITC-DW LP, AY4ITC-D UP, AY4ITC-D HP, AY4ITC-D MP,
AY4ITC-D LP, AY4ITC-W UP, AY4ITC-W HP, AY4ITC-W MP, AY4ITC-W LP, AY4ITC UP,
AY4ITC HP, AY4ITC MP, AY4ITC LP AY3ITC-DW UP, AY3ITC-DW HP, AY3ITC-DW MP,
AY3ITC-DW LP, AY3ITC-D UP, AY3ITC-D HP, AY3ITC-D MP, AY3ITC-D LP, AY3ITC-W UP,
AY3ITC-W HP, AY3ITC-W MP, AY3ITC-W LP, AY3ITC UP, AY3ITC HP, AY3ITC MP, AY3ITC LP
AY2ITC-DW UP, AY2ITC-DW HP, AY2ITC-DW MP, AY2ITC-DW LP, AY2ITC-D UP, AY2ITC-D
HP, AY2ITC-D MP, AY2ITC-D LP, AY2ITC-W UP, AY2ITC-W HP, AY2ITC-W MP, AY2ITC-W LP,
AY2ITC UP, AY2ITC HP, AY2ITC MP, AY2ITC LP , AY4ITE-DW UP, AY4ITE-DW HP, AY4ITE-
DW MP, AY4ITE-D UP, AY4ITE-D HP, AY4ITE-D MP, AY4ITE-W UP, AY4ITE-W HP, AY4ITE-W
MP, AY4ITE UP, AY4ITE HP, AY4ITE MP AY3ITE-DW UP, AY3ITE-DW HP, AY3ITE-DW MP,
AY3ITE-D UP, AY3ITE-D HP, AY3ITE-D MP, AY3ITE-W UP, AY3ITE-W HP, AY3ITE-W MP,
AY3ITE UP, AY3ITE HP, AY3ITE MP AY2ITE-DW UP, AY2ITE-DW HP, AY2ITE-DW MP,
AY2ITE-D UP, AY2ITE-D HP, AY2ITE-D MP, AY2ITE-W UP, AY2ITE-W HP, AY2ITE-W MP,
AY2ITE UP, AY2ITE HP, AY2ITE MP.

LINEA TRUST TST17IIC LP, TSTOIIC LP, TST6IIC LP, TST17ITC-LP, TSTOITC-LP, TST6ITC-LP,
TST17ITC-MP, TSTOITC-MP, TST6ITC-MP, TST17ITC-HP, TSTOITC-HP, TST6ITC-HP,
TST17ITC-UP, TSTOITC-UP, TST6ITC-UP, TST17ITE-MP, TSTOITE-MP, TSTGITE-MP,
TTST17ITE-HP, TSTOITE-HP, TST6ITE-HP, TST17ITE-UP, TSTOITE-UP, TST6ITE-UP,
TST17CIC-LP, TSTOCIC-LP, TST6CIC-LP, TST17CIC-MP, TST9CIC-MP, TST6CIC-MP,
TST17CIC-HP, TSTOCIC-HP, TST6CIC-HP, TST17CIC-UP, TSTOCIC-UP, TST6CIC-UP,
TST17MIH-LP, TSTOMIH-LP, TST6MIH-LP, TST17MIH-MP, TSTOMIH-MP, TST6MIH-MP,
TST17MIH-HP, TSTOMIH-HP, TST6MIH-HP, TST17MIH-LP, TSTOMIH-LP, TST6MIH-LP.

LINEA RELY: RLY4 CIC-W-LP, RLY4 CIC-W-MP, RLY4 CIC-W-HP, RLY3 CIC-W-LP, RLY3 CIC-
W-MP, RLY3 CIC-W-HP, RLY4ITC-DW-MP, RLY4ITC-DW-HP, RLY4ITC-DW-UP, RLY3ITC-DW-
MP, RLY3ITC-DW-HP, RLY3ITC-DW-UP, RLY2ITC-DW-MP, RLY2ITC-DW-HP, RLY2ITC-DW-
UP, RLY4ITE-DW-MP, RLY4ITE-DW-HP, RLY4ITE-DW-UP, RLY3ITE-DW-MP, RLY3ITE-DW-
HP, RLY3ITE-DW-UP, RLY2ITE-DW-MP, RLY2ITE-DW-HP, RLY2ITE-DW-UP,

LINEA AMAZE: AMZ17ITC-DW-LP, AMZ17ITC-DW-MP, AMZ17ITC-DW-HP, AMZ17ITC-DW-UP,
AMZ9ITC-DW-LP, AMZ9ITC-DW-MP, AMZ9ITC-DW-HP, AMZ9ITC-DW-UP, AMZ6ITC-DW-LP,
AMZ6ITC-DW-MP, AMZ6ITC-DW-HP, AMZ6ITC-DW-UP, AMZ17ITC-DWT-MP, AMZ171TC-
DWT-HP, AMZ17ITC-DWT-UP, AMZ9ITC-DWT-MP, AMZ9ITC-DWT-HP, AMZ9ITC-DWT-UP,
AMZ6ITC-DWT-MP, AMZ6ITC-DWT-HP, AMZ6ITC-DWT-UP, AMZ17ITE-DW-MP, AMZ17ITE-
DW-HP, AMZ17ITE-DW-UP, AMZ9ITE-DW-MP, AMZ9ITE-DW-HP, AMZ9ITE-DW-UP, AMZ6ITE-
DW-MP, AMZ6ITE-DW-HP, AMZ6ITE-DW-UP, AMZ17ITE-DWT-MP, AMZ17ITE-DWT-HP,
AMZ17ITE-DWT-UP, AMZOITE-DWT-MP, AMZOITE-DWT-HP, AMZ9ITE-DWT-UP, AMZ6ITE-
DWT-MP, AMZ6ITE-DWT-HP, AMZ6ITE-DWT-UP, AMZ17CIC-W-LP, AMZ17CIC-W-MP,
AMZ17CIC-W-HP, AMZ17CIC-W-UP, AMZ9CIC-W-LP, AMZ9CIC-W-MP, AMZ9CIC-W-HP,
AMZ9CIC-W-UP, AMZ6CIC-W-LP, AMZ6CIC-W-MP, AMZ6CIC-W-HP, AMZ6CIC-W-UP,
AMZ17MIH-W-MP, AMZ17MIH-W-HP, AMZ17MIH-W-UP, AMZ9MIH-W-MP, AMZ9MIH-W-HP,
AMZ9MIH-W-UP, AMZ6MIH-W-MP, AMZ6MIH-W-HP, AMZ6MIH-W-UP, AMZ17MIH-WT-MP,
AMZ17MIH-WT-HP, AMZ17MIH-WT-UP, AMZOMIH-WT-MP, AMZ9MIH-WT-HP, AMZ9MIH-WT-
uP, AMZ6MIH-WT-MP, AMZ6MIH-WT-HP, AMZ6MIH-WT-UP

Composicion cuali-cuanti porcentual exacta (si corresponde):
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no corresponde

Indicaciéon/es autorizadals:

Indicados para hipoacusias conductivas, mixtas y neurosensoriales leves a moderadas, leves a
severas y leves a profundas.

Periodo de vida util (si corresponde):

5 (cinco ) anos

Método de Esterilizacion (si corresponde):

no corresponde

Forma de presentacion:

por unidad

Condicién de uso:

Uso bajo prescripcion médica

Nombre del fabricante:

BELTONE A/S

Lugar/es de elaboracion:
Lautrupbjerg 7, P.O.Box 130 2750 Ballerup, Dinamarca

En nombre y representacion de la firma AUDITRON S.A. , el responsable legal y el responsable
técnico declaran bajo juramento que los productos médicos enumerados en el presente Anexo,
satisfacen los Requisitos Esenciales de Seguridad y Eficacia (R.E.S.E.) previstos por la
Disposicion ANMAT N° 4306/99, que cumplen y se encuentra a disposicion de la Autoridad
Sanitaria la documentacién técnica que contenga los requerimientos solicitados en los Anexos
[1.B y 1ll.C del Reglamento Técnico aprobado por Disposicion ANMAT N° 2318/02 (TO 2004) y
Disposicion ANMAT N° 9688/19.

CUMPLIMIENTO DE R.E.S.E. DISPOSICION ANMAT N° 4306/99 Y GESTION DE
RIESGO
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FECHA

LABORATORIO/ DE
ENSAYO/VALIDACION/GESTION DE RIESGO N° DE EMISIO
PROTOCOLO N

ISO 13485, 1ISO14971: puntos N 1, 2, 3,4,5,6.1) 7.1ayb.
8.1,7.2,9.1,9.2,9.3,12.1,12.2,12.5,12.6, 12.7.1, 12.7.3,
12.8.1,12.8.2, 12.9, 12.9.1. Demas puntos no aplican.

El responsable legal y su responsable técnico son responsables de la veracidad de la
documentacién e informacion presentada y declaran bajo juramento mantener en su
establecimiento y a disposicion de la autoridad sanitaria la documentacion alli declarada y la que
establece la Disposicién 9688/19, bajo apercibimiento de lo que establece la Ley N° 16.463, el
Decreto N° 341/92 y las que correspondan del Codigo Penal en caso de falsedad.

En caso de inexactitud o falsedad de la informacion o documentacion, la Administracién Nacional
podra suspender, cancelar, prohibir la comercializacién y solicitar retiro del mercado de lo ya
autorizado e iniciar los sumarios que pudieran corresponder.

LUGAR Y FECHA: Argentina, 21 abril 2021

/% /%

anMat anmMat

WAINERMAN Susana Aida WAINERMAN Hugo Alfredo

CUIL 27144301140 CUIL 20135155684
Responsable Legal Responsable Técnico

Firma y Sello Firma y Sello

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

La presente DECLARACION DE CONFORMIDAD ha sido emitida de acuerdo con las previsiones
de la Disposicion ANMAT N° 9688/19, quedando inscripta la modificacion en el Registro Nacional
de Productores y Productos de Tecnologia Médica (R.P.P.T.M.) a favor de AUDITRON S.A. bajo
el numero PM 619-51 en la Ciudad de Buenos Aires a los dias 21 abril 2021

Se autoriza la comercializacion del/los producto/s identificados en la presente declaraciéon de
conformidad, la cual mantendra la vigencia que consta en la Declaracién inicial revision 00 o
Disposicion Autorizante o su revalida.
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/%

anMat
’i R1ZZO Marcela Claudia
h CUIL 27169736184
anMat

BODNAR Andrea Veronica
CUIL 27254978472

Direccion de Evaluacién de Registro Instituto Nacional de Productos Médicos
Firmay Sello Firmay Sello

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

Tramitada por Expediente N°: 1-0047-3110-003070-21-7

/%

anMaAt

BOSCO Leonardo César
CUIL 20302386480

/%

aonMaAlt

ABRIOLA Leticia Adriana
CUIL 27323186494
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