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DISPOS1C\ÚN N°

I
'241 9

BUENOSAIRES, ~13 MAR 2017

VISTO el Expediente NO 1-47-3110-004759-16-1 del Registro de

e.sta Administración Nacional de Medicamentos, Alimentos y Tecnología Médica

(AN¡v1AT), Y

CONSIDERANDO:

I Que por las presentes actuaciones la firma AUDIT~ON S.A. solicita

la ¡OdifiCación d~1 Certificado de Inscripción en el RPPTM ¡NO PM-619-51,

denominado: AUDIFONOS INTRACANALES DIGITALES, marca BELTONE.

I Que lo solicitado se encuadra dentro de los k'cances de la

Disposición ANMAT N° 2318/02, sobre el Registro Nacional dJ Productores y

Prod,uctos de Tecnología Médica (RPPTM). I
Que la documentación aportada ha satisfecho los requisitos de la

normativa aplicable.

Que la Dirección Nacional de Productos Médicos ha tomado la

intervención que le compete.

Que se actúa en virtud de las facultades conferidas por el I ecreto

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

j Por ello;

I • L ADMINISTRADOR NACIONAL DE LA ADMINISTRACIÓN N~CIONAL DE
I • • I
. MEDICAMENTOS,ALIMENTOS Y TECNOLOGIA MEDI~A

DISPONE:

ARTÍCULO 10.- Autorízase la modificación del Certificado de I~scripción en el
I . • I I

RPP~M N0 PM-619-51, denominado: AUDIFONOS INTRACANALES DIGITALES,

marca BELTONE. I
ARTÍtULO 2°.- Acéptase el texto del Anexo de Autorización de Modificaciones el

. . d I d" ., i I di b •cual pasa a formar parte Integrante e a presente Isposlclon y e que e era

agregarse al Certificado de Inscripción en el RPPTMN° PM-619-5
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ARTICULO 3°,- Reglstrese; por el Departamento de Mesa de Entrada,

n'oti~íqUeSeal interesado y hágasele entrega de la copia au~enticadl de la

presbnte Disposición y conjuntamente con su Anexo, gírese a Ila Direc~ión de

GesJión de Información Técnica para que efectúe la agregacióh del A~exo de
, I IModificaciones al certificado. Cumplido, archívese.

I ,

Exp~diente N° 1-47-3110-004759-16-1

DISJ10SICIÓN NO

Gi

Dr \lteBEl'I'i'O
SUbadmlnlstr8dor Na o••

4. 'l" M.A.'I'-

2
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ANEXO DE AUTORIZACION DE MODIFICACIONES
I

I

El tdministrador Nacional de la Administración Nacional del Medicarentos,

Alimentos y Tecnología Médica (ANMAT), autorizó mediahte Disposición

No...\.2~..., ..~r...:9 los efectos de su anexado en el Certificado + Inscri9ción en

el R'PPTMN° PM-619-51 Y de acuerdo a lo solicitado por la firma AUIDITRON

S',A,f la modificación de los datos característicos, que figuran e~ la tablJ al pie,

del producto inscripto en RPPTMbajo: I
1, "Nombre generico del producto medico' AUDIFONOS INTRACANALES
I

DIG~TALES,

MODIFICAbóf'J /
RECTIFIqCION

AUTORIZADA
I

LINEA ACCESS: I
ACS 15 HPG, ACS 25 HPG,
ACS 35 HPG, ACS 415HPG,
ACS 15, ACS 25, AClS35,
ACS 35D, ACS35 D iHPG,
ACS 45, ACS 45D, I
ACS 45D HPG. \'
LINEA IDENTITY: .
IDT15, IDT15HPG, DDT15PB,
IDT15PB HPG, IDT25, j
IDT25 HPG, IDT35, I

IDT 35HPG, IDT35d,
IDT35D HPG, IDT45~ IDT45 PG,
IDT45D, IDT45DHPG. 1

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

I3

DATO AUTORIZADO
HASTA LA FECHA

MODELO ONE:
ONE 15, ONE 15 HPG, ONE
15 PB, ONE 15 PB HPG, ONE
25, ONE 25 HPG, ONE 35,
ONE 35 HPG, ONE 35 D:
ONE 35 D HPG, ONE 45,
ONE 45 HPG, ONE 45 DONE
45 D HPG
MODELO LINQ: \
LINQ 15LINQ 15 HPG, LINQ
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
LÍNEA ACCESS:
ACS 15 HPG, ACS 25 HPG,
ACS 35 HPG, ACS 45 HPG,
ACS 15, ACS 25, ACS 35,I

, I
.1(

I

MODELOS

Marca: BELTONE

DiSp6sición Autorizante de RPPTM: NO3968/07,

Tra~itado por expediente N° 1-47-6888-07-1

Dat+ a modificar:

DATO
IDENTIFICA

TO,RIOA
MODIFICAR

I
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! ACS 35D, ACS35 D HPG, RCH 45HPG, RCH4"5D HPG.I
I

ACS 45, ACS 45D, ACS 45D LINEA TOUCH: I

HPG. T01705, TOl715, T01715 5PG,
LINEA IDENTITY: T0905, T0915, T0915 SPG\.
IDT15, IDT15HPG, IDT15PB, LINEA CHANGE: I
IDT15PB HPG, IDT25, IDT25 CHG15, CHG15HPG, CHG15PB,
HPG, IDT35, IDT 35HPG, CHG15PB HPG, CHG15 XS, CHG25,
IDT35D, IDT35D HPG, CHG25 HPG, CHG35, CHG35 HPG,
IDT45, IDT45HPG, IDT45D, CHG35D, I I
IDT45DHPG, CHG35D HPG, CHG45, ,
LINEA REACH: CHG45 HPG, CHG45D,

!

RCH 15, RCH15 HPG, CHG45D HPG.
RCH15PB, RCH15PBHPG, LINEA TRUE:
RHC 25, RHC25HPG, TRUl715, TRU 17ÜiM,
RCH35, RCH35D, RCH35D TRUl715MP, TRUl715P, ,

, HPG, TRU1725, TRU1725P, TRU1735,

1

RCH 45, RCH 45D, TRU1735P,TRU17~5DP, 1

RCH 45HPG, RCH45D HPG. TRU1735DPW,TRU~735DW,
LINEA TOUCH: TRU1735M, TRU1735MP, i
TOllaS, T01715, TRU1735MPW, TRU1735MU;
T01715 SPG, T0905, TRU1735MUW, TRl.)1735MVV,
T0915, T0915 SPG. TRU1735PW, TRU1735W, 1

LINEA CHANGE: TRU1745, TRU1745D, TRUlv45DP,
CHG15, CHG15HPG, TRU1745DPW, TRU1745DW¡
CHG15PB, CHG15PB HPG, TRU1745P, TRU1745PW, ~
CHG15xs,CHG25,CHG25 TRU1745W, TRU31$, TRU3 5P,
HPG, CHG35, CHG35 HPG, TRU325,TRU325P,~RU335)
CHG35D, CHG35D HPG, TRU335D, TRU335DP, TRU335P,
CHG45, CHG45 HPG, TRU345, TRU345D, TRU345DP,
CHG45D, CHG45D HPG. TRU345P, TRU615,TRU615~,
LINEA TRUE: TRU615MP, TRU61~P, TRU625,

" ,
TRUl715, TRU 1715M, TRU625P,TRU635,TRU635D,
TRUl715MP, TRUl715P, TRU635DP, TRU635PPW,

,

¡ TRU1725, TRUl725P, TRU635DW,TRU635M, TRU6i35MP,
I TRU1735, TRU1735P, TRU635MPW, TRU6~5MU, I
I TRU1735DP, TRU1735DPW, TRU635MUW TRU635MW,

TRU1735DW, TRU1735M, TRU635P, TRU635PW, TRU635W,
TRU1735MP, TRU1735MPW, TRU645, TRU645D,TRU645bP,
TRU1735MU, TRU1735MUW, TRU645DPW, TRU645DW, I
TRU1735MW, TRU1735PW, TRU645P, TRU645PW, TRU645W,
TRU1735W, TRU1745, TRU915, TRU915M,TRU915MP,
TRU1745D, TRU1745DP, TRU915P, TRU925, TRU925P,

I
TRU1745DPW, TRU1745DW, TRU935, TRU935D,TRU935DP,
TRU1745P, TRU1745PW, TRU935DPW, TRU93,5DW, I, TRU1745W, TRU315 TRU935M,TRU935MP, ,

11
I
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TRU315P, TRU325,
TRU325P, TRU335,
TRU335D, TRU335DP,
TRU335P, TRU345,
TRU345D,TRU345DP,
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,
TRU645W, TRU915,
TRU915M, TRU915MP,
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 .
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TRU935MPW, TRU935MU, '1

TRU935MUW, TRU~35MW,
TRU935P, TRU935PW, TRU935W,,
TRU945,TRU945D, TRU94rDP,
TRU945DPW, TRU945DW, ,
TRU945P, TRU945PW, TRU945W.
LINEA ORIGIN:' I
OR115, OR115P, OR135, OR135P,
OR145, OR145P, OR215, O~215P,
OR235,OR235D,OR235DP)
OR235P, OR245, OR245D, I
OR245DP, OR245P, OR315,1
OR315P, OR335, OR335D, ¡
OR335DP, OR335P,' OR345,
OR345D, OR345DP¡ OR345~1'
LINEA PROMISE: '
PSEl715, PSEl715M, PSEl ~15MP,
PSE1715P, PSE1725, PSE1725P,
PSE1735, PSE1735~, PSE17¡35DP,
PSE1735DPW, PSE1735DW,
PSE1735M, PSE1735MP, ~
PSE1735MPW, PSE]735MU, 1

PSE1735MUW, PSEl735MW,
PSE1735P, PSE173~PW, 1

PSE1735W, PSE1745, PSE1~45D,
PSE1745DP, PSE1745DPW, ¡
PSE1745DW, PSE17~5P, .
PSE1745PW, PSE1745W, PS1:915,
PSE915M, PSE915MP, PSE9115P,
PSE925, PSE925P, PSE935, ;
PSE935D, PSE935D~, I
PSE935DPW, PSE935DW, ,
PSE935M, PSE935MP, I
PSE935MPW, PSE93SMU,
PSE935MUW, PSE935MW, I

PSE935P, PSE935PW, PSE93SW,
PSE945, PSE945D, PSE945DP¡,
PSE945DPW, PSE945DW,
PSE945P, PSE945PW, PSE94~W,
PSE635-W, PSE635-DW, PSEID35-
PW, PSE635-DPW, PSE615, '
PSE615-P. I
LINEA MICRO INVISA:
MIVl715, MIV915. I ¡
LINEA LEGEND: I
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LINEA PROMISE:
PSE1715, PSE1715M,
PSE1715MP, PSEl715P,
PSEl725, 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.
LINEA MICRO INVISA:
MIVl715, MIV915
LINEA LEGEND:
LND17ITE-DW UP,
LND17ITE-DW HP,
LND17ITE-DW MP,
LND9ITE-DW UP,
LND9ITE-DW HP,
LND9ITE-DW-MP,
LND6ITE-DW UP, LND6ITE-
DW HP, LND6ITE-DW MP,
LND17ITE-W UP, LND17ITE-
W HP,LND17ITE-W MP,
LND9ITE-W UP, LND9ITE-W
HP, LND9ITE-W MP,
LND6ITE-W UP, LND6ITE-W

6
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LND17ITE-DW UP,l
LND17ITE-DW HP,I
LND17ITE-DW MP,
LND9ITE-DW UP, I
LND9ITE-DW HP,
LND9ITE-DW-MP, I

LND6ITE-DW UP, : 1

LND6ITE-DW HP,
LND6ITE-DW MP,

ILND17ITE-W UP,
LND17ITE-W HP, I

LND17ITE-W MP, LND9ITE-W UP,
LND9ITE-W HP, LND9ITE-WI MP,
LND6ITE-W UP, LND6ITE-W' HP,
LND6ITE-W MP,LND17ITC-d.w UP,
LND17ITC-DW HP,
LND17ITC-DW MP, I
LND17ITC-DW LP, I
LND9ITC-DW UP, I
LND9ITC-DW HP, I
LND9ITC-DW MP,
LND9ITC-DW LP, LNP6ITC-QW UP,
LND6ITC-DW HP, LND6ITC-qW
MP, I I
LND6ITC-DW LP, LND17ITC-W UP,
LND17ITC-W HP, LN~)17ITC-W MP,
LND17ITC-W LP, LND9ITC-W UP,
LND9ITC-W HP, LND~ITC-W MP,,
LND9ITC-W LP, LND6ITC-W l;)P,

, ,
LND6ITC-W HP, LND6ITC-W \"1P,
LND6ITC-W LP, LND17MIH-1 UP,
LND17MIH-W HP, LND17MIH,W
MP, 'i
LND17MIH-W LP, LND9MIH-W UP,
LND9MIH-W HP, LND9MIH-WIMP,
LND9MIH-W LP, LND6MIH-W UP,
LND6MIH-W HP, LND6MIH-W IMP,
LND6MIH-W LP, LND17ITE-D UP,
LND17ITE-D HP, LND17ITE-D IMP,
LND9ITE-D UP, LND9ITE-D HP,
LND9ITE-D MP, LND6FE-D U~,
LND6ITE-D HP, LND6ITE-D MP,
LND17ITE UP, LND17ITE HP, I
LND17ITE MP, LND9I1E UP, ti

LND9ITE HP, LND9ITE MP,
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HP, LND6ITE-W MP, LND6ITE UP, LND6ITE HP, I
I LND17ITC-DW UP, LND6ITE MP, LND17ITC-D UP,

,1

LND17ITC-DW HP, LND17ITC-D HP, LND17ITO-D MP,
LND17ITC-DW MP, LND17ITC-D LP, U\JD9ITC-ID UP,

,1
LND17ITC-DW LP, LND9ITC- LND9ITC-D HP, LND9ITC-DIMP,

I DW UP, LND9ITC-DW HP, LND9ITC-D LP, LN[{6ITC-D ¡UP,
LND9ITC-DW MP, LND9ITC- LND6ITC-D HP, LND6ITC-D MP,

I DW LP, LND6ITC-DW UP, LND6ITC-D LP, LNQ17ITC Uf'

1

LND6ITC-DW HP, LND6ITC- LND17ITC HP, LND17ITC M',
I DW MP, LND6ITC-DW LP, LND17ITC LP, LND9ITC UP,

I LND17ITC-W UP, LND17ITC- LND9ITC HP, LND9ITC MP,,

,1

W HP,LND17ITC-W MP, LND9ITC LP, LND6ITC UP,
LND17ITC-W LP, LND9ITC- LND6ITC HP, LND6HC MP,

1

W UP, LND9ITC-W HP, LND6ITC LP, LND17MIH UP,
LND9ITC-W MP, LND9ITC-W LND17MIH HP, LND17MIH MP,

,1

,
LP, LND6ITC-W UP, LND17MIH LP,LND9MIH UP,

I LND6ITC-W HP, LND6ITC-W LND9MIH HP, LND9MIH MP,
MP, LND6ITC-W LND9MIH LP, LND6rJ1IH UP,

,1
LP,LND17MIH-W UP, LND6MIH HP, LND6~IH MP,

I
1

LND17MIH-W HP, LND6MIH LP, LND17¡ rIC,
I LND17MIH-W MP, LND9 HC, LND6 HC,
I

1
LND17MIH-W LP, LND9MIH- LND17CIC UP UP, LND17CIC HP,,
W UP, LND9MIH-W HP, LND17CIC MP, LNDli7CIC LPI

i I
,

i LND9MIH-W MP, LND9MIH- LND9CIC UP, LND9C[c HP,
I

1
W LP, LND6MIH-W UP, LND9CIC MP, LND9C;IC LP,,

I LND6MIH-W HP, LND6MIH- LND6CIC UP, LND6CIC HP,
i

1 W MP, LND6MIH-W LP,
,

LND6CIC MP, LND6CK LP,
I LND17ITE-D UP, LND17ITE- LND17MIH-S UP, LNID17MIH-S HP,
I

1! DHP, LND17ITE-D MP, LND17MIH-S MP, LNb17MIH-~ LP,
i I LND9ITE-D UP, LND9ITE-D LND9MIH-S UP, LND$MIH-S ~P,,
,

,1

HP, LND9ITE-D MP, LND9MIH-S MP, LND9MIH-S lLP,
i LND6ITE-D UP, LND6ITE-D LND6MIH-S UP, LND6MIH-S ~P,
i I HP, LND6ITE-D MP, LND6MIH-S MP, LND6MIH-S P.
I LND17ITE UP, LND17ITE LINEA PEGASUS: I

I I HP, LND17ITE MP, PGS135P, PGS115P. 1
I

I I LND9ITE UP, LND9ITE HP, LINEA SCORPIUS: i
I, LND9ITE MP, LND6ITE UP, SCS135P, SCSl15P. ,

1 I LND6ITE HP, LND6ITE MP, LINEA TAURUS: : ~
I LND17ITC-D UP, TRS135P, TRS115P.LINEA ALL :
I I LND17ITC-D AY4ITC-D UP, AY4ITC-D HP,

I I HP, LND17ITC-D MP, AY4ITC-D MP, AY4ITC-D LP,
LND17ITC-D LP, LND9ITC-D AY4ITC-W UP, AY4ITC-W HP,

i II UP, LND9ITC-D HP, AY4ITC-W MP, AY4ITC-W LP,
I I LND9ITC-D MP, LND9ITC-D AY4ITC UP, AY4ITC H~,
! LP LND6ITC-D UP AY4ITC MP, AY4ITC LF'l

~

I
I
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LND6ITC-D HP, LND6ITC-D AY3ITC-DW UP, AY3ITC-DW HP,
MP, LND6ITC-D LP, AY3ITC-DW MP, AY3ITC-Dt LP,
LND17ITC UP, LND17ITC AY3ITC-D UP, AY3ITC-D H ,

i HP, LND17ITC MP, AY3ITC-D MP, AY3ITC-D L ,
LND17ITC LP, LND9ITC UP, AY3ITC-W UP, AY3ITC-W ~P,
LND9ITC HP, LND9ITC MP, AY3ITC-W MP, AY3ITC-W ~P,
LND9ITC LP, AY3ITC UP, AY3IT~ HP,
LND6ITC UP, LND6ITC HP, AY3ITC MP, AY3IliC LP,
LND6ITC MP, LND6ITC LP, AY2ITC-DW UP, AY2ITC-DW HP,

,

LND17MIH UP, LND17MIH AY2ITC-DW MP, AY2ITC-D}N LP,
HP, LND17MIH MP, AY2ITC-D UP, AY2ITC-D HP,
LND17MIH LP, AY2ITC-D MP, AY2ITC-D LP,
LND9MIH UP, LND9MIH HP, AY2ITC-W UP, AY*ITC-W ~P,
LND9MIH MP, LND9MIH LP, AY2ITC-W MP, AY2ITC-W P,
LND6MIH UP, LND6MIH HP, AY2ITC UP, AY2ITC HP,
LND6MIH MP, LND6MIH LP, AY2ITC MP, AY2ITC LP,
LND17 IIC, LND9 IIC, LND6 AY4ITE-DW UP, AY4ITE-DW HP,
IIC, LND17CIC UP UP, AY4ITE-DW MP, At4ITE-D ~P,
LND17CIC HP, LND17CIC AY4ITE-D HP, AY4: TE-D M ,
MP, LND17CIC LP, LND9CIC AY4ITE-W UP, AY4ITE-W 1p,

¡

UP, LND9CIC HP, LND9CIC AY4ITE-W MP, AY4ITE UP, AY4ITE
MP, LND9CIC LP, LND6CIC HP, AY4ITE MP, AY3ITE-D~ UP,
UP, LND6CIC HP, LND6CIC AY3ITE-DW HP, AY3ITE-D, MP,
MP, LND6CIC LP, ' ,AY3ITE-D UP, AY3ITE-D Hf?,
LND17MIH-S UP, AY3ITE-D MP, AY3IITE-W U!P,
LND17MIH-S HP, AY3ITE-W HP, AY~ITE-W MP,
LND17MIH-S MP, AY3ITE UP, AY3ITE HP, 1

LND17MIH-S LP, AY3ITE MP, AY2ITE-DW UR,
LND9MIH-S UP, LND9MIH-S AY2ITE-DW HP, At2ITE-D~ MP,
HP, LND9MIH-S MP, AY2ITE-D UP, AY2FE-D H~,

, LND9MIH-S LP, LND6MIH-S AY2ITE-D MP, AY2ITE-W UP,
,

UP, LND6MIH-S HP, AY2ITE-W HP, AY2ITE-W MP,I
I ,

"
LND6MIH-S MP, AY2ITE UP, AY2ITE HP,

I LND6MIH-S LP. AY2ITE MP.
LINEA PEGASUS:
PGS135P, PGS115P. ,
LINEA SCORPIUS:
SCS135P, SCS115P.
LINEA TAURUS: ,

I ,
i TRS135P, TRS115P. I

El ~resente sólo tiene valor probatorio anexado al certificado '1de Auto'rización, I
antes mencionado.
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2017 - "AÑO DE LAS ENERGÍAS RENOVABLES".

9rlinisterio áe Sa[uá
Secretaria áe cFofíticas,
~guración e Institutos

)'/..:N.:M.)'/..'T

Se extiende el presente Anexo de Autorización de Modificaciones del R1PTM a la

firma AUDITRON S.A., Titular del Certificado de Inscripción en ¡el RPPTM N° PM-

61r-51, en la Ciudad de Buenos Aires, a ios días'!1"S"MAR ..20h.
Expediente N° 1-47-3110-004759-16-1 I

I •

,DISPOSICION NO
I

Bf ftOSEI'lTO l~
SUbadmlnistr.dor Nocio,,'

A,N M A 'T'
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