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Republica Argentina - Poder Ejecutivo Nacional
2020 - Afo del General Manuel Belgrano

Disposicion
NUmero: DI-2020-5934-APN-ANMAT#MS

CIUDAD DE BUENOS AIRES
Viernes 7 de Agosto de 2020

Referencia: 1-47-0000-4939-19-1

VISTO e Expediente N° 1-47-0000-004939-19-1 del Registro de esta Administracion Nacional de
Medicamentos, Alimentosy Tecnologia Médica (ANMAT), y

CONSIDERANDCO:

Que por las presentes actuaciones la firma Photonix S.R.L. solicita la autorizacion de modificacién del
Certificado de Inscripcion en e RPPTM N° PM-2202-3, denominado: Equipo de Carga Diferida para
Braguiterapia de Altas Tasas de Radiacion, marca Varian.

Que lo solicitado se encuadra dentro de los alcances de la Disposicion ANMAT N° 2318/02, sobre el Registro
Nacional de Productoresy Productos de Tecnologia M édica (RPPTM).

Que la documentacién aportada ha satisfecho |os requisitos de la normativa aplicable.
Que € Ingtituto Nacional de Productos Médicos ha tomado laintervencidn que le compete.

Que se acttia en virtud de las facultades conferidas por el Decreto N° 1490/92 y sus modificatorios.

Por €llo;
EL ADMINISTRADOR NACIONAL DE LA ADMINISTRACION NACIONAL DE
MEDICAMENTOS, ALIMENTOS Y TECNOLOGIA MEDICA
DISPONE:

ARTICULO 1°- Autorizase la modificacion del Certificado de Inscripcion en e RPPTM N° PM-2202-3,



denominado: Equipo de Carga Diferida para Braquiterapia de Altas Tasas de Radiacion, marca Varian segin
Disposicion Autorizante de (RPPTM) N° 6057/15 y tramitado por expediente N° 1-47-3110-2936-15-8.

ARTICULO 2°.- Acéptase € Anexo de Autorizacion de Modificaciones documento GEDO N°IF-2020-
06389676-APN-INPM#ANMAT, € que debera agregarse a Certificado de Inscripcion en el RPPTM N° PM-
2202-3.

ARTICULO 3°.- En los rétulos e instrucciones de uso deberan constar |a modificacion autorizadas.

ARTICULO 4°- Registrese; por el Departamento de Mesa de Entrada, notifiquese al interesado y hagasele
entrega de copia autenticada de la presente Disposicion conjuntamente con su Anexo, girese a la Direccion de
Gestion de Informacion Técnica para que efectle la agregacion del Anexo de Modificaciones al certificado.
Cumplido, archivese.

Expediente N° 1-47-0000-4939-19-1

Digitally signed by GARAY Valeria Teresa

Date: 2020.08.07 23:14:06 ART
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Valeria Teresa Garay

Subadministradora Nacional

Administracion Naciona de Medicamentos, Alimentosy Tecnologia
Médica
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ANEXO DE AUTORIZACION DE MODIFICACIONES
La Administracion Nacional de Medicamentos, Alimentos y Tecnologia Médica
(ANMAT), autoriza a la firma Photonix S.R.L. la modificacion de los datos
caracteristicos correspondientes al Certificado de Inscripcidn en el RPPTM N° PM
2202-3 de acuerdo con los datos que figuran en tabla al pie, del producto:
Nombre descriptivo aprobado: Equipo de Carga Diferida para Braquiterapia de

Altas Tasas de Radiacion.

Marca: Varian.

Disposicién Autorizante de (RPPTM) N° 6057/15

Tramitado por expediente N° 1-47-3110-2936-15-8

DATO IDENTIFICATORIO

A MODIFICAR

DATO AUTORIZADO

HASTA LA FECHA

MODIFICACION /
RECTIFICACION

AUTORIZADA

Accesorios:

GM11004140 - Vaginal
Applicator Set
GM11004150 -

Segmented Cylinder
Applicator Set
GM11004160 - Stump
Applicator Set with CT
Cylinders
GM11004380 - Shielded

Applicator Set

GM11004140 - Vaginal
Applicator Set
GM11004150 -

Segmented Cylinder
Applicator Set
GM11004160 - Stump
Applicator Set with CT
Cylinders
GM11004380 - Shielded

Applicator Set
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GM11004040 - Cervix
Applicator Set
GM11004540 -

Segmented Cervix
Applicator Set
GM11009840 - Universal
Endometrial Applicator
Set
GM11004580 - Heyman
Packing Applicator Set
GM11000810 - Fletcher-
style Applicator Set
GM11006200 - Titanium
Fletcher-style Applicator
Set

AL13030001 - Titanium

Fletcher-Suit-Delelos-

style Applicator Set
GM11006940 -
Manchester-style
Applicator Set
AL13017000 - Ring &
Tandem Combination

Applicator Set

GM11004040 - Cervix
Applicator Set
GM11004540 -

Segmented Cervix
Applicator Set
GM11009840 - Universal
Endometrial Applicator
Set
GM11004580 - Heyman
Packing Applicator Set
GM11000810 - Fletcher-
style Applicator Set
GM11006200 - Titanium
Fletcher-style Applicator
Set

AL13030001 - Titanium

Fletcher-Suit-Delelos-

style Applicator Set
GM11006940 -
Manchester-style
Applicator Set
AL13017000 - Ring &
Tandem Combination

Applicator Set
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GM11001220 - Ring
Applicator. 45' Set
GM11000760 - Ring
Applicator, 60' Set
GM11000240 - Ring
Applicator, 90' Set
AL13025000 - Miami-
style Applicator Set
GM11008880 Esophagus
Bougie Set
GM11008890 -
Centering Intraluminal
Applicator Set
GM11000620 -
Intraluminal Applicator
Set
Standard Catheters
GM11004690 -
Nasopharynx Applicator
Set
MRNI Prostate Contour
Template for Flexiguides
DK-Technologies

Fixation Template

GM11001220 - Ring
Applicator. 45' Set
GM11000760 - Ring
Applicator, 60' Set
GM11000240 - Ring
Applicator, 90' Set
AL13025000 - Miami-
style Applicator Set
GM11008880 Esophagus
Bougie Set
GM11008890 -
Centering Intraluminal
Applicator Set
GM11000620 -
Intraluminal Applicator
Set
Standard Catheters
GM11004690 -
Nasopharynx Applicator
Set
MRNI Prostate Contour
Template for Flexiguides
DK-Technologies

Fixation Template
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GM11004650 - Prostate | G

and Perineal Implant
Template Set
GM11004680 Flexible
Interstitial Implant Tube
Set
Flexible Interstitial
Implant Tubes 530mm
Interstitial/Breast
Catheter Kits
GM11004660 - Breast
Implant Template Set
AL13011000 - Breast
Bridge and Template
System
AL13012000 - Advanced
Breast Template System
Interstitial Stainless
Steel Needles
Interstitial Titanium
Needles 17 Gauge
(1.47mm)
Interstitial Titanium

Needles 16 Gauge

Interstitial Implant Tube

M11004650 - Prostate
and Perineal Implant
Template Set

GM11004680 Flexible

Set
Flexible Interstitial
Implant Tubes 530mm

Interstitial/Breast
Catheter Kits
GM11004660 - Breast
Implant Template Set
AL13011000 - Breast
Bridge and Template

System
AL13012000 - Advanced
Breast Template System
Interstitial Stainless

Steel Needles
Interstitial Titanium
Needles 17 Gauge
(1.47mm)
Interstitial Titanium

Needles 16 Gauge
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(1.65mm)
GM11004670 Interstitial
Applicator Set
Interstitial Plastic
Needles
GM11004440 Mould
Applicator Set
GM11004370 - Catheter
Flap Set
GM11010080 - Surface
Applicator Set with
Leipzig-style Cone
GM11008920
MammoSite Balloon
Catheter
GM11008680 -
GammaMed Adjustable
Luer Source Guide Tube
GammaMedplus Source
Guide Tubes

PDR Quick Connectors

(1.65mm)
GM11004670 Interstitial
Applicator Set
Interstitial Plastic
Needles
GM11004440 Mould
Applicator Set
GM11004370 - Catheter
Flap Set
GM11010080 - Surface
Applicator Set with
Leipzig-style Cone
GM11008920
MammoSite Balloon
Catheter
GM11008680 -
GammaMed Adjustable
Luer Source Guide Tube
GammaMedplus Source
Guide Tubes
PDR Quick Connectors
Intracavitary Applicators
GM11010490 - Ring

Applicator, 45° Set
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GM11011040 - Ring
Applicator, 60° Set
GM11011210 - Ring
Applicator, 90° Set
GM11010190 - 3D
Interstitial Ring
Applicator 60° Set
GM11010290 - 3D
Interstitial Ring
Applicator 90° Set
GM11011100 - Universal
Segmented Cylinder
Applicator Set
GM11011160 - Universal
Stump Applicator Set
GM11011500 - Universal
Cervix Probe Set, odd
lengths
GM11011700 - Universal
Cervix Probe Set, even
lengths
Intraluminal Applicators
GM11009010 -

Centering Intraluminal
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Applicator Sets
AL13112000 - Standard
Catheter Set
AL13113000 - Standard
Catheter Set
AL13114000 - Standard
Catheter Set
AL13115000 - Standard
Catheter Set
AL13113001 - 4.7 Fr.
plastic-tipped catheter,
100 cm, pack of 10
AL13113002 - 4.7 Fr.
plastic-tipped catheter,
100 cm, pack of 20
AL13112001 - 4.7 Fr.
metal-tipped catheter,
100 cm, pack of 10
AL13112002 - 4.7 Fr.
metal-tipped catheter,
100 cm, pack of 20
AL13114001 - 4.7 Fr.
metal-tipped catheter,

150 cm, pack of 10
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AL13114002 - 4.7 Fr.
metal-tipped catheter,
150 cm, pack of 20
AL13115001 - 4.7 Fr.
plastic-tipped catheter,
150 cm, pack of 10
AL13115002 - 4.7 Fr.
plastic-tipped catheter,
150 cm, pack of 20
Interstitial Applicators
GM11008570 - Flexible
Interstitial Implant
Tube, 530mm
GM11008580 - Flexible
Interstitial Implant
Tube, 530mm
GM11009500 -
Interstitial Stainless
Steel Needles
GM11009510 -
Interstitial Stainless
Steel Needles
GM11009520 -

Interstitial Stainless
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Steel Needles
GM11009530 -
Interstitial Stainless
Steel Needles
GM11009550 -
Interstitial Stainless
Steel Needles
GM11009560 -
Interstitial Stainless
Steel Needles
GM11009570 -
Interstitial Stainless
Steel Needles
GM11009580 -
Interstitial Stainless
Steel Needles
GM11009700 -
Interstitial Titanium
Needles 17 Gauge
(1.47mm)
GM11009710 -
Interstitial Titanium
Needles 17 Gauge

(1.47mm)
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GM11009720 -
Interstitial Titanium
Needles 17 Gauge
(1.47mm)
GM11009730 -
Interstitial Titanium
Needles 17 Gauge
(1.47mm)
GM11010210 -
Interstitial Titanium
Needles 16 Gauge
(1.65mm)
GM11010220 -
Interstitial Titanium
Needles 16 Gauge
(1.65mm)
GM11010230 - Titanium
Needles 16 Gauge
(1.65mm)
GM11010240 -
Interstitial Titanium
Needles 16 Gauge
(1.65mm)

GM11010410 -
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Interstitial Titanium
Needles 16 Gauge
(1.65mm)
GM11010420 -
Interstitial Titanium
Needles 16 Gauge
(1.65mm)
GM11010430 -
Interstitial Titanium
Needles 16 Gauge
(1.65mm)
GM11010440 -
Interstitial Titanium
Needles 16 Gauge
(1.65mm)
GM11007560 -
Interstitial Plastic
Needles
GM11007570 -
Interstitial Plastic
Needles
GM11007580 -
Interstitial Plastic

Needles
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GM11010750 -
Interstitial Plastic
Needles
GM11012200 - Kelowna
GYN Template for 2.0
mm needles, including
locking collets (pack of
25) and needle collet
wrench
GM11012210 - Kelowna
GYN Template for 16
gauge (1.65 mm)
needles, including
locking collets (pack of
25) and needle collet
wrench
GM11012220 - Kelowna
GYN Template for 17
gauge (1.47 mm)
needles, including
locking collets (pack of
25) and needle collet
wrench

GM11012230 - Crook
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Prostate Template for
2.0 mm needles, B-K
labelling, including
locking collets (pack of
25) and needle collet
wrench
GM11012240 - Crook
Prostate Template for 17
gauge (1.47 mm)
needles, B-K labelling,
including locking collets
(pack of 25) and needle
collet wrench
GM11012250 - Croock
Prostate Template for
2.0 mm needles,
Siemens labelling,
including locking collets
(pack of 25) and needle
collet wrench
GM11012260 - Croock
Prostate Template for 17
gauge (1.47 mm)

needles, Siemens

13
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labelling, including
locking collets (pack of
25) and needle collet
wrench
Intraoperative and
Surface Applicators
GM11004590 - Surface
Applicator Set
Accessories
AL13142000 - Cervical
Sleeves
AL13142001 - Cervical
Sleeves
AL13142002 - Cervical
Sleeves
AL13142003 - Cervical
Sleeves
GM11000520 - Source
Guide Tubes for
GammaMedplus
GM11000320 - Source
Guide Tubes for
GammaMedplus

GM11008960 - Source

14
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Guide Tubes for
GammaMedplus
GM11000340 - Source
Guide Tubes for
GammaMedplus
GM11000380 - Source
Guide Tubes for
GammaMedplus
GM11007280 - Source
Guide Tubes for
GammaMedplus
GM11007270 - Source
Guide Tubes for
GammaMedplus
GM11007610 - Source
Guide Tubes for
GammaMedplus
GM11007620 - Source
Guide Tubes for

GammaMedplus

GM11007630 - Source
Guide Tubes for

GammaMedplus
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GM11000460 - Source
Guide Tubes for
GammaMedplus

GM11000370 - Source
Guide Tubes for
GammaMedplus

GM11010020 - Source
Guide Tubes for
GammaMedplus

GM11000310 - Source
Guide Tubes for
GammaMedplus

GM11006650 - Source
Guide Tubes for
GammaMedplus

GM11006060 - Source
Guide Tubes for
GammaMedplus

GM11010760 - Source
Guide Tubes for
GammaMedplus

GM11010780 - Source
Guide Tubes for

GammaMedplus
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GM19003000 -
VariSource Catheter
Transfer Guide Tube Set
- 200 Series
GM19003001 -
VariSource Catheter
Transfer Guide Tube Set
- 200 Series
GM19001000 -
VariSource ClickFit™
Transfer Guide Tube Set
- 200 Series
GM19002000 -
VariSource Needle
ClickFit™ Transfer Guide
Tube Set - 200
GM19002001 -
VariSource Needle
ClickFit™ Transfer Guide
Tube Set - 200
AL12500000 -
VariSource Quick
Connects

AL12500001 -
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VariSource Quick
Connects
AL12500002 -
VariSource Quick
Connects
AL12500003 -
VariSource Quick
Connects
AL12500004 -
VariSource Quick
Connects
AL12550000 -
VariSource Quick
Connects
GM11007090 - PDR
Quick Connectors - 5 -
fold Quick Connectors
with Source Guide Tubes
GM11007100 - PDR
Quick Connectors - 5 -
fold Quick Connectors
with Source Guide Tubes
GM11007110 - PDR

Quick Connectors - 5 -

18
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fold Quick Connectors
with Source Guide Tubes
GM11007120 - PDR
Quick Connectors - 5 -
fold Quick Connectors
with Source Guide Tubes
GM11007130 - PDR
Quick Connectors - 5 -
fold Quick Connectors
with Source Guide Tubes
GM11007140 - PDR
Quick Connectors - 5 -
fold Quick Connectors
with Source Guide Tubes
GM11007150PDR Quick C
GM11007160 - PDR
quick connector socket,
16-20, patient side
GM11007170 -
Connecting tube,
113mm needle
GM11007180 -
Connecting tube,

200mm needle

19
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GM11007190 -
Connecting tube,
320mm needle
GM11007200 -
Connecting tube,
113mm interstitial tube
GM11007210 -
Connecting tube,
200mm interstitial tube
GM11007220 -
Connecting tube,
320mm interstitial tube
GM19004000 -
VariSource 200 and iX
Luer Transfer Guide
Tube Set
GM11009600 - Marker
Wire Products -
GammaMedplus
GM11009610 - Marker
Wire Products -
GammaMedplus
GM11009620 - Marker

Wire Products -

20
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GammaMedplus
GM11009630 - Marker
Wire Products -
GammaMedplus
GM11009640 - Marker
Wire Products -
GammaMedplus
GM11009650 - Marker
Wire Products -
GammaMedplus
GM11009660 - Marker
Wire Products -
GammaMedplus
GM11009670 - Marker
Wire Products -
GammaMedplus
GM11009680 - Marker
Wire Products -
GammaMedplus
GM11000330 - Length
Gauge, Gmplus
AL13116000 - VS
Marker Wire

AL13117000 - VS
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Marker Wire
AL13118000 - VS
Marker Wire
AL13134000 - VS
Marker Wire
AL13154000 - Marker
Wire & Clip
AL13119000 - Marker
Wire & Clip
GM11010770 - Cleaning
Cap, dark blue, pack of
25
GM11003940 - Channel
marker clips coded 1-12
GM11003770 - Channel
marker clips, coded 13-
24
GM11003810 - Leak
stop button (pack of
50), non-sterile
GM11010340 - Universal
Sterilization Box
GM11010510 - Leak

stop channel markers
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Set, 1-12
GM11010520 - Leak
stop channel markers

Set, 13-24
GM11010610 - Leak
stop channel markers,

25-30
GM11001960 - Flexible
Fixation Device for
Gynecological

Applicators

El presente solo tiene valor probatorio anexado al certificado de Autorizacidon

antes mencionado.

EXPEDIENTE N© 1-47-0000-4939-19-1
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Republica Argentina - Poder Ejecutivo Nacional
2020 - Ao del General Manuel Belgrano

Hoja Adicional de Firmas
Anexo

Numero: 1F-2020-06389676-APN-INPM#ANMAT

CIUDAD DE BUENOS AIRES
Miércoles 29 de Enero de 2020

Referencia: 1-47-4939-19-1 PHOTONIX S.R.L

El documento fue importado por el sistema GEDO con un total de 23 paginals.

Digitally signed by GESTION DOCUMENTAL ELECTRONICA - GDE
Date: 2020.01.29 11:31:55 -03:00

Marcela Claudia Rizzo
Directora Nacional
Instituto Nacional de Productos Médicos

Administracién Nacional de Medicamentos, Alimentosy Tecnologia
Médica
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Republica Argentina - Poder Ejecutivo Nacional
2020 - Afo del General Manuel Belgrano

Certificado - Redaccion libre

Numero: CE-2020-52081914-APN-ANMAT#MS

CIUDAD DE BUENOS AIRES
Viernes 7 de Agosto de 2020

Referencia: 1-47-3110-4936-18-6

CERTIFICADO DE AUTORIZACION E INSCRIPCION
Expediente N°: 1-47-3110-4936-18-6

La Administracién Naciona de Medicamentos, Alimentos y Tecnologia Médica (ANMAT) certifica que de
acuerdo con lo solicitado por CORPOMEDICA SA., se autoriza la inscripcion en el Registro Nacional de
Productores y Productos de Tecnologia Médica (RPPTM), de un nuevo producto con los siguientes datos
identificatorios caracteristicos:

Nombre descriptivo: Dispositivo de distraccion 6sea maxilo-mandibul ar
Caodigo de identificacion y nombre técnico UMDNS: 11-291- Distractores
Marca(s) de (los) producto(s) médico(s): Cizeta

Clase deriesgo: 111

Indicacién/es autorizadals:. Los distractores alveolares son destinados exclusivamente a incrementar la region
alveolar verticamente.

Modelo/s: Fijacion de injerto 6seo: 0212C0O-a; 0215C0O-a; 0216CO-a; 0220CO-a

Separadores craneo-maxilo facial Alveolar: 01-AL-a; 01-AL2-a; 01-AL-M-qa; 01-AL-MAR-a, DEG-a; 01-AL-
B-a; 01-DOG-qa; 01-COMO; 01-EC-a

Brocas helicoidales y rebabas
Regeneracion Alveolar: 04-a-a

Instrumentos associ ados



Periodo de vida ttil: 10 afios
Condicion de uso: Venta exclusiva a profesionales e instituciones sanitarias

Forma de presentacion: Los dispositivos, que se suministran por unidad, sin esterilizar, se empaquetan en bolsas
de salalimpias con un papel de grado médico y un polipropileno / poliéster transparente de plastico. En € paquete
hay dos indicadores quimicos:

- para el tono de tinte a vapor paracambiar €l color marron

- para el 6xido de etileno colorante del tinte al cambio de color amarillo

Método de esterilizacion: No esteril. Esterilizar por vacio durante 10 minutos a 134°C antes de usar.
Nombre del fabricante: Cizeta Surgical S.R.L.

Lugar/es de elaboracion: Via Caselle 76, 40068 San Lazzaro di Savena (BO), Italia.

Se extiende el presente Certificado de Autorizacion e Inscripcion del PM 136-205, con una vigencia cinco (5)
afos a partir de lafecha de la Disposicién autorizante.

Expediente N° 1-47-3110-4936-18-6

Digitally signed by GESTION DOCUMENTAL ELECTRONICA - GDE
Date: 2020.08.07 23:17:07 -03:00

Valeria Teresa Garay

Subadministradora Nacional

Administracion Naciona de Medicamentos, Alimentosy Tecnologia
Médica
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