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Ministerio de Salud
Secretaria de Poltticas,
Regulacion ¢ Institutos

ANMAT

BUENOS AIRES, '} 3 MAR 2017

VISTO el Expediente N© 1-47-3110-004759-16-1 |del Regi
esta Administraciéon Nacional de Medicamentos, Alimentos y Tecnologia
(ANMAT), y

CONSIDERANDO:

Que por las presentes actuaciones la firma AUDITR!ON S.A.

stro de

Meédica

solicita

la modificacion del Certificado de Inscripcion en el RPPTM [N© PM-619-51,

denominado: AUDIFONOS INTRACANALES DIGITALES, marca BELTONE,
Que lo solicitado se encuadra dentro de los alcances
Disposicion ANMAT N° 2318/02, sobre el Registro Nacional de Produc
Productos de Tecnologia Médica (RPPTM). ‘

normativa aplicable.

intervencidn que le compete.

de la

tores y

Que la documentacion aportada ha satisfecho los requisitos de la

Que la Direccién Nacional de Productos Médicos| ha tomado la

Que se actua en virtud de las facultades conferidas por el Decreto

N© 1490/92 y Decreto N° 101 del 16 de diciembre de 2015.

Por ello;

=L ADMINISTRADOR NACIONAL DE LA ADMINISTRACION NACIONAL
MEDICAMENTOS, ALIMENTOS Y TECNOLOGIA MEDICA
DISPONE: ‘

T

DE

ARTICULO 10.- Autorizase la modificacién del Certificado de Inscripcién en el

| ,
RPPT‘M Ne PM-619-51, denominado: AUDIFONOS INTRACANALES DIGI

marca BELTONE.

ARTICULO 2°.- Acéptase el texto del Anexo de Autorizacion de Modificaci
cual pasa a formar parte integrante de la presente disposicién yI el que
agregarse al Certificado de Inscripcién en el RPPTM N© PM-619-51.

TALES,

ones el

debera
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ARTICULO 39°.- Registrese; por el Departamento de Mesa de Entrada,

notif

presente Disposicion y conjuntamente con su Anexo, girese a

Gestion de Informacion Técnica para que efectle la agregacié

M;odlwﬁcaciones al certificado. Cumplido, archivese.
Expédiente NO 1-47-3110-004759-16-1
DISPOSICION NO

Gi

2419

5ubadn1lnistrad
ANM

iquese al interesado y hagasele entrega de la copia autenticada de la

la Direccion de

N del Anexo de




El A
Alim

entos

Ministerio de Salud
Secretaria de Pofiticas,
Regulacion e Institutos

ANMAT

ANEXO DE AUTORIZACION DE MODIFICACIONE?

4

\dministrador Nacional de la Administracion Nacional deLMedicam
Tecnologla Médica (ANMAT),

N°2&? los efectos de su anexado en el Certificado de Inscnp%mn en
el RPPTM N°¢ PM-619-51 y de acuerdo a lo solicitado por la firma AUI

|
S.A., la modificacién de los datos caracteristicos, que figuran en la tabla

del ‘[:faroducto inscripto en RPPTM bajo:

Nombre

DIGITALES.

genérico  del

producto

Marca: BELTONE

Disposicion Autorizante de RPPTM: N© 3968/07.
litado por expediente N° 1-47-6888-07-1

Tra

Datos a modificar:

2017 -

medico:

autorizd media

AUDIFONOS

. L
"ANO DE LAS ENERGIAS RENOVABLES”,

entos,

te Disposicion

DITRON

al pie,

INTRACANALES

DATO
IDENTIFICA DATO AUTORIZADO “&ggﬁ;ﬁéﬁ?&/
TORIO A HASTA LA FECHA SCTEIOAIO
MOBIFICAR ,
| MODELO ONE: LTNEA ACCESS:
ONE 15, ONE 15 HPG, ONE | ACS 15 HPG, ACS 25 HPG,
15 PB, ONE 15 PB HPG, ONE | ACS 35 HPG, ACS 45 HPG,
25 ONE 25 HPG, ONE 35, | ACS 15, ACS 25, AGS 35,
ONE 35 HPG, ONE 35 D: | ACS 35D, ACS35 D HPG,
ONE 35 D HPG, ONE 45, | ACS 45, ACS 45D,
ONE 45 HPG, ONE 45 DONE | ACS 45D HPG.
- 45 D HPG LINEA IDENTITY:
| MODELO LINQ: . | 1DT15, IDT15HPG, IDT15PB,
VObELos | LINQ 15LINQ 15 HPG, LINQ | IDT15PB HPG, IDT25,

15 PB, LINQ 15 PB HPG,
LINQ 25, LINQ 25 HPGLINQ
35, LINQ 35 HPGLINQ 35 D
LINQ 35 D HPG, LINQ 45
LINQ 45 HPG, LINQ 45 D,
LINQ 45 D HPG

LINEA ACCESS:

ACS 15 HPG, ACS 25 HPG,
ACS 35 HPG, ACS 45 HPG,
ACS 15, ACS 25, ACS 35,

IDT25 HPG, IDT35, |
IDT 35HPG, IDT35D,
IDT35D HPG, IDT45, IDT45H
IDT45D, IDT45DHPG.
LINEA REACH:

RCH 15, RCH15 HPG, RCH15
RCH15PBHPG,
RHC 25, RHC25HPG, RCH35,
RCH35D, RCH35D HPG,
RCH 45, RCH 45D,

PG,

PB,
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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:

TO1705, TO1715,

TO1715 SPG, TO905,
TO915, TO915 SPG.

LINEA CHANGE:

CHG15, CHG15HPG,
CHG15PB, CHG15PB HPG,
CHG15 xs, CHG25, CHG25
HPG, CHG35, CHG35 HPG,
CHG35D, CHG35D HPG,
CHG45, CHG45 HPG,
CHGA45D, 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,

RCH 45HPG, RCH45D HPG.
LINEA TOUCH: :
TO1705, TO1715, TO1715 SPG
TO905, TO915, TO915 SPG.
LINEA CHANGE: |
CHG15, CHG15HPG, CHG15PB,
CHG15PB HPG, CHG15 xs, CHG25
CHG25 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, TRUL735DW,
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, TRU34SDP
TRU345P, TRU615, TRU615M
TRU615MP, TRU615P, TRU625
TRU625P, TRU635, TRU635D,
TRU635DP, TRU635DPW,
TRU635DW,TRU635M, TRU635MP,
TRU635MPW, TRU635MU,
TRU635MUW TRU635MW, |
TRU635P, TRU635PW, TRU635W,
TRU645, TRU645D, TRU645DP,
TRU645DPW, TRU645DW,
TRU645P, TRU645PW, TRUG45W,
TRU915, TRU915M, TRU915MP,
TRU915P, TRU925, TRU925P,
TRU935, TRU935D, TRUS35DP,
TRU935DPW, TRU935DW,
TRU935M, TRU935MP,
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|

TRU315P, TRU325,
TRU325P, TRU335,
TRU335D, TRU335DP,
TRU335P, TRU345,
TRU345D, TRU345DP,
TRU345P, TRU6G15,
TRU615M, TRU615MP,
TRU615P, TRU6G25,
TRU625P, TRU635,
TRU635D, TRU635DP,
TRUG35DPW, TRU635DW,
TRU635M, TRU635MP,
TRU635MPW, TRU635MU,
TRU635MUW TRU635MW,
TRU635P, TRUG35PW,
TRU635W, TRU645,
TRU645D, TRU645DP,
TRU645DPW, TRU645DW,
TRUG45P, TRU645PW,
TRU645W, TRU915,
TRU915M, TRU915MP,
TRU915P, TRU92S,
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,

OR315P, OR335, OR335D,

OR345D, OR345DP,
OR345P.

OR245DP, OR245P, OR315,

OR335DP, OR335P, OR345,

I
TRU935MPW, TRU935MU, |
TRU935MUW, TRU935MW,
TRU935P, TRU935PW, TRUD35W,
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, OR345F,
LINEA PROMISE: A
PSE1715, PSE1715M, PSE1715MP,
PSE1715P, PSE1725, PSE1725P,
PSE1735, PSE1735D, PSE1735DP,
PSE1735DPW, PSE1
PSE1735M, PSE1735MP, |
PSE1735MPW, PSE1735MU,
PSE1735MUW, PSE1735MW,
PSE1735P, PSE1735PW, |
PSE1735W, PSE1745, PSE1745D,
PSE1745DP, PSE1745DPW,
PSE1745DW, PSEL745P, |
PSE1745PW, PSE1745W, PSE915,
PSEQ15M, PSEQ15MP, PSE91[5P,
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, PSEG35-
PW, PSE635-DPW, PSE615,
PSE615-P.
LINEA MICRO INVISA:
MIV1715, MIV915, |
LINEA LEGEND: |
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LINEA PROMISE:
PSE1715, PSEL715M,
PSE1715MP, PSE1715P,
PSE1725, PSE1725P,
PSE1735, PSE1735D,
PSE1735DP, PSE1735DPW,
PSE1735DW, PSE1735M,

PSE1735MW, PSE1735P,
PSE1735PW, PSE1735W,
PSE1745, PSE1745D,
PSE1745DP, PSE1745DPW,
PSE1745DW, PSE1745P,
PSE1745PW, PSE1745W,
PSE915, PSE915M,
PSE915MP, PSE915P,
PSE925, PSE925P, PSE935,
PSE935D, PSES35DP,
PSE935DPW, PSE935DW,
PSE935M, PSE935MP,
PSE935MPW, PSE935MU,
PSE935MUW, PSE935MW,
PSE935P, PSE935PW,
PSE935W, PSE945,
PSE945D, PSES45DP,
PSE945DPW, PSE945DW,
PSE945P, PSE945PW,
PSEQ45W.

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, LND6ITE-
DW HP, LND6ITE-DW MP,
LND17ITE-W UP, LND17ITE-
W HP,LND17ITE-W MP,
LNDQITE-W UP, LNDOITE-W
HP, LNDSITE-W MP,

LND6ITE-W UP, LND6ITE-W

PSE1735MP, PSE1735MPW,
PSE1735MU, PSE1735MUW,

|
LND17ITE-DW UP,. \
LND17ITE-DW HP, |
LND17ITE-DW MP,.
LNDOITE-DW UP, |
LNDOITE-DW HP, ,
LNDSITE-DW-MP, |
LND6ITE-DW UP, ! |
LND6ITE-DW HP,
LND6ITE-DW MP, .
LND17ITE-W UP,
LND17ITE-W HP, |
LND17ITE-W MP, LNDSITE-W UP,
LNDSITE-W HP, LNDSITE-W|MP,
LND6ITE-W UP, LND6ITE- W HP,
LNDG6ITE-W MP,LND17ITC-DW UP,
LND17ITC-DW HP, .
LND17ITC-DW MP, | l
LND17ITC-DW LP, | . l
LNDOITC-DW UP, | ‘
LNDOITC-DW HP, '
LNDOITC-DW MP,
LNDOITC-DW LP, LND6ITC- DW uP,
LND6ITC-DW HP, LND6ITC- DW
MP,
LND6ITC-DW LP, LND17ITC- LV up,
LND17ITC-W HP, LND17ITC-W MP,
LND17ITC-W LP, LND9ITC W UP,
LNDOITC-W HP, LNDOITC-W MP
LNDOITC-W LP, LND6ITC-W qp
LND6ITC-W HP, LNDGITC-W MP,
LND6ITC-W LP, LND17MIH-W UP,
LND17MIH-W HP, LND17MIH|W
MP,
LND17MIH-W LP, LNDOMIH- V\|/ ue,
LNDOMIH-W HP, LNDSMIH-W MP,
LND9MIH-W LP, LND6MIH-W UP,
LND6MIH-W HP, LNDEMIH-W MP,
LND6MIH-W LP, LND17ITE-D UP,
LND17ITE-D HP, LND17ITE-D [MP,
LND9ITE-D UP, LNDOITE-D HP,
LNDOITE-D MP, LND6ITE-D UP,
LNDGITE-D HP, LND6ITE-D MP
LND17ITE UP, LND17ITE HP,
LND17ITE MP, LND9ITE UP,

LNDOITE HP, LNDOITE MP, |
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HP, LND6ITE-W MP,
LND17ITC-DW UP,
LND17ITC-DW HP,
LND17ITC-DW MP,

DW UP, LNDOITC-DW HP,
LNDSITC-DW MP, LNDOITC-
DW LP, LND6ITC-DW UP,
LNDGITC-DW HP, LND6ITC-
DW MP, LND6ITC-DW LP,
LND17ITC-W UP, LND17ITC-
W HP,LND17ITC-W MP,
LND17ITC-W LP, LNDSITC-
W UP, LNDSITC-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, LNDSMIH-
W UP, LND9OMIH-W HP,
LNDOMIH-W MP, LNDSMIH-
W LP, LND6MIH-W UP,
LND6MIH-W HP, LND6MIH-
W MP, LND6MIH-W LP,
LND17ITE-D UP, LND17ITE-
DHP, LND17ITE-D MP,
LNDSITE-D UP, LND9OITE-D
HP, LNDSITE-D MP,
LND6ITE-D UP, LND6ITE-D
HP, LND6ITE-D MP,
LND17ITE UP, LND17ITE

HP, LND17ITE MP,

LNDOITE UP, LNDOITE HP,
LNDOITE MP, LNDG6ITE UP,
LND6ITE HP, LNDGITE MP,
LND17ITC-D UP,
LND17ITC-D

HP, LND17ITC-D MP,
LND17ITC-D LP, LNDOITC-D
UP, LNDSITC-D HP,
LNDOITC-D MP, LNDOITC-D

LND17ITC-DW LP, LNDOITC-

I
LND6ITE UP, LND6ITE HP, |
LND6ITE MP, LND17ITC-D UP,
LND17ITC-D HP, LND17ITC-D MP,
LND17ITC-D LP, LND9ITC-
LNDSITC-D HP, LNDSITC-DIMP,
LND9ITC-D LP, LND6ITC-D UP,
LND6ITC-D HP, LND6ITC DIMP,
LNDSITC-D LP, LND17ITC UP,
LND17ITC HP, LND17ITC M
LND17ITC LP, LNDQITC up,
LNDSITC HP, LNDQITC MP,
LNDSITC LP, LND61TC UP,
LND6ITC HP, LND6ITC MP,
LND6ITC LP, LND17MIH UP,
LND17MIH HP, LND17MIH MP,
LND17MIH LP,LNDOMIH UP,
LNDOMIH HP, LNDOMIH MP,
LNDOMIH LP, LND6MIH up,
LND6MIH HP, LND6MIH MP,
LND6MIH LP, LND17, IIC,

LND17CIC UP UP, LNDl?CIC HP,
LND17CIC MP, LND1|7CIC LP,
LND9CIC UP, LNDOCIC HP,
LND9CIC MP, LNDSCIC LP,
LND6CIC UP, LND6CIC HP,
LND6CIC MP, LND6CIC LP,
LND17MIH-S UP, LND17MIH s HP,
LND17MIH-S MP, LND17MIH-S LP,
LNDSMIH-S UP, LNDOMIH-S HP,
LND9YMIH-S MP, LNDSMIH-S |lP
LND6MIH-S UP, LNDBMIH-S
LNDEMIH-S MP, LND6MIH-S P
LINEA PEGASUS:

PGS135P, PGS115P. |

LINEA SCORPIUS: |

SCS135P, SCS115P. |
LINEA TAURUS: i k
TRS135P, TRS115P.LINEA ALLY:
AY4ITC-D UP, AY4ITC-D HP,
AY4ITC-D MP, AY4ITC-D LP,
AY4ITC-W UP, AY4ITC-W HP, |
AY4ITC-W MP, AYAITG-W LP, |

LP, LND6ITC-D UP,

AY4ITC UP, AY4ITC HP,
AY4ITC MP, AY4ITC LR,
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LNDGITC-D HP, LND6ITC-D
MP, LND6ITC-D LP,
LND17ITC UP, LND17ITC
HP, LND17ITC MP,
LND17ITC LP, LNDOITC UP,
LND9ITC HP, LNDIITC MP,
LNDOITC LP,

LND6ITC UP, LND6ITC HP,
LND6ITC MP, LND6ITC LP,
LND17MIH UP, LND17MIH
HP, LND17MIH MP,
LND17MIH LP,

LNDOMIH UP, LND9MIH HP,
LND9MIH MP, LND9MIH LP,
LND6MIH UP, LND6MIH HP,
LND6MIH MP, LND6MIH LP,
LND17 IIC, LND9 IIC, LND6
11C, LND17CIC UP UP,
LND17CIC HP, LND17CIC
MP, LND17CIC LP, LND9CIC
UP, LNDSCIC HP, LND9CIC
MP, LND9SCIC LP, LND6CIC
UP, LND6CIC HP, LND6CIC
MP, LND6CIC LP,
LND17MIH-S UP,
LND17MIH-S HP,
LND17MIH-S MP,
LND17MIH-S LP,
LND9MIH-S UP, LNDIMIH-S
HP, LNDOMIH-S MP,
LND9YMIH-S LP, LND6MIH-S
UP, LND6MIH-S HP,
LND6EMIH-S MP,
LNDGMIH-S LP.

LINEA PEGASUS:

PGS135P, PGS115P.

LINEA SCORPIUS:
SCS135P, SCS115P.

LINEA TAURUS:

TRS135P, TRS115P,

AY3ITC-DW UP, AY3ITC-DW HP,
AY3ITC-DW MP, AY3ITC-D
AY3ITC-D UP, AY3ITC-D HP,
AY3ITC-D MP, AY3ITC-D L
AY3ITC-W UP, AY3ITC-W 'JE*P
AY3ITC-W MP, AY3ITC-W LP,
AY3ITC UP, AYBITC 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 Lb
AY2ITC-W UP, AY2ITC-W HP,
AY2ITC-W MP, AY2ITC-W LP,
AY2ITC UP, AY2ITC HP,
AY2ITC MP, AYZITC LP,
AY4ITE-DW UP, AY4ITE DW HP,
AY4ITE-DW MP, AY4ITE-D UP,
AY4ITE-D HP, AY4 TE-D MP,
AYAITE-W UP, AYAITE-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 Hrf,
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 HR,
AY2ITE-D MP, AY2ITE-W UP,
AY2ITE-W HP, AY2ITE-W MP,
AY2ITE UP, AY2ITE HP,
AY2ITE MP,

i
!
¢

El presente solo tiene valor probatorio anexado al certificado |de Autorizacion

antes mencionado.

L7
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'Se extiende el presente Anexo de Autorizacién de Modificaciones del RPPTM a la

firr?'\a AUDITRON S.A., Titular del Certificado de Inscripcidn en ?el RPPTM N© PM-
619-51, en la Ciudad de Buenos Aires, a los dms;‘aMARz[] ']

EXL!)ediente N0 1-47-3110-004759-16-1

| ,
DISPOSICION No

sl rang

Br. ROBERTO EED,E

Subadministrador Naciosal
| ANM AT
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