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DISPOSICION N* U 1 7 3

BUENOS AIRES, 07ENE 2011

VISTO el expediente N° 1-47-4946/10-7 del Registro de la Administracién Nacional
de Medicamentos Alimentos y Tecnologia Medica y,

CONSIDERANDO:

Que por los presentes actuados la firma ROCHEM BIOCARE ARGENTINA S.A.
solicita autorizacién para la venta a laboratorios de analisis clinicos del Reactivo de
diagnostico de wuso “in vitro” denominado POLYCLONALS ANTIBODIES /
ANTICUERPOS POLICLONALES PRIMARIOS INDICADOS PAR A SU USO EN
INMUNOHISTOQUIMICA PARA LA DETECCION DE ANTIGENOS EN CELULAS
NORMALES O PATOLOGICAS que se detalla en el Anexo 1.

Que a fojas 357 a 359 consta el informe técnico producido por el Servicio de
Productos para Diagnostico que establecen que los productos retnen las condiciones de
aptitud requeridas para su autorizacién.

Que la Direccién de Tecnologia Médica ha tomado la intervencion de su competencia.

Que se ha dado cumplimiento a los términos que establece la Ley N° 16.463,
Resolucién Ministerial N° 145/98 y Disposicion ANMAT N°® 2674/99.

Que la presente se dicta en virtud de las facultades conferidas por el Articulo 8° inciso
11) del Decreto 1490/92 y Decreto N° 425/10.

Por ello;
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EL INTERVENTOR DE LA ADMINISTRACION NACIONAL DE
MEDICAMENTOS. ALIMENTOS Y TECNOLOGIA MEDICA
DISPONE:

ARTICULO 1°.- Autorizase la venta a laboratorios de analisis clinicos del producto de
diagnosticc para uso in Vitro denominado POLYCLONALS ANTIBODIES /
ANTICUERPOS POLICLONALES PRIMARIOS INDICADOS PAR A SU USO EN
INMUNOHISTOQUIMICA PARA LA DETECCION DE ANTIGENOS EN CELULAS
NORMALES O PATOLOGICAS que se detalla en el Anexo I, ¢l que seré elaborado por
DAKO DENMARK A/S (DINAMARCA) o DAKO NORTH AMERICA INC. (U.S.A) ¢
importado terminado por la firma ROCHEM BIOCARE ARGENTINA S.A en envases que se
detallan en el Anexo I, con una vida util de DOCE (12) MESES, conservado a 2-8°C y que

la composicidn se detalla a fojas 175 a 307.

ARTICULO 2°.- Acéptense los proyectos de rotulos y Manual de Instrucciones a fojas 311 a
355 debiendo constar en los mismos que la fecha de vencimiento es la declarada por el
elaborador impreso en los rétulos de cada partida.

ARTICULO 3°.- Extiéndase el Certificado correspondiente.

ARTICULO 4°- LA ADMINISTRACION NACIONAL DE MEDICAMENTOS,
ALIMENTOS Y TECNOLOGIA MEDICA se reserva el derecho de reexaminar los métodos
de control, estabilidad y elaboracién cuando las circunstancias asi lo determinen.

ARTICULO 5°- Anétese, girese al Departamento de Registro a sus efectos, por Mesa de

Entradas notifiquese al interesado y hégasele entrega de la copia de la presente Disposicién
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junto con la copia de los proyectos de rotulos, manual de instrucciones y el certificado
correspondiente. Remitase una copia de la presente Disposicion y Certificado a la Direccion

de Tecnologia Médica. Cumplido, Archivese PERMANENTE.-
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ANEXO1

0173

PRODUCTO/USO: POLYCLONALS ANTIBODIES / ANTICUERPOS POLICLONALES

PRIMARIOS INDICADOS PAR A SU USO EN INMUNOHISTOQUIMICA PARA LA

DETECCION DE ANTIGENOS EN CELULAS NORMALES O PATOLOGICAS.

CODIGO NOMBRE DEL PRODUCTO

A0008
A0024
A0082
AD0B2
A0098
AD099
A0150
AD191
A0193
A0231
A0251
AD262
A0398
AD423
AD425
A0430
AD452
AD452
AD485
A0564
AD565
AD566
A0568
AD569
A0570
A0576
A0623

A3524

A4502
B0114
B0116
B0357

Polyclonal Rabbit Anti-Human Alpha-1-Fetoprotein
Polyclonal Rabbit Anti-Human Tau

Polyclonal Rabbit Anti-Human Von Willebrand Factor
Polyclonal Rabbit Anti-Human Von Willebrand Factor
Polyclonal Rabbit Anti-Human Progesterone Receptor
Polyclonal Rabbit Anti-Human Lysozyme EC 3.2.1.17
Polyclonal Rabbit Anti-Human Matrix Metalloproteinase 9
Polyclonal Rabbit Anti-Human Kappa Light Chains
Polyclonal Rabbit Anti-Human Lambda Light Chains
Polyclonal Rabbit Anti-Human Chorionic Gonadotropin
Polycional Rabbit Anti-Human Thyroglobulin
Polyclonal Rabbit Anti-Human IgA

Polyclonal Rabbit Anti-Human Myeloperoxidase
Polyclonal Rabbit Anti-Human 1gG

Polyclonal Rabbit Anti-Human IgM

Polyclonal Rabbit Anti-Human Chromogranin A
Polyclonal Rabbit Anti-Human CD3

Polyclonal Rabbit Anti-Human CD3

Polyclonal Rabbit Anti-Human ¢-erbB-2 Oncoprotein
Polyclonal Guinea Pig Anti-Insulin

Polyclonal Rabbit Anti-Human Glucagon

Polyclonal Rabbit Anti-Human Somatostatin
Polyclonal Rabbit Anti-Human Gastrin

Polyclonal Rabbit Anti-Human Prolactin

Polyclonal Rabbit Anti-Human Growth Hormone
Polycional Rabbit Anti-Human Calcitonin

Polyclonal Rabbit Anti-Human Myelin Basic Protein

Polyclonal Rabbit Anti-Terminal Deoxynucleotidyl Transferase

(TdT)

Polyclonal Rabbit Anti-Human CD117, c-Kit
Polyclonal Rabbit Anti-Herpes Simplex Virus Type 1
Polyclonal Rabbit Anti-Herpes Simplex Virus Type 2
Polyclonal Rabbit Anti-Escherichia Coli

I 4

PRESENTACION ORIGEN

0.2mL
1 mL
2mlL
0.2mL
1mL
2mL
0.2mL
2mL
2mL
2mL
2mL
1t mL
0.2mL
1mL
1mL
02mL
1mL
0.2mL
0.2mL
1t mL
1mL
1mL
1mL
1mL
1mL
1mL
1mL

0.5 mL

0.2mL
2mL
2mL
2mL

Dinamarca
Dinamarca
Dinamarca
Dinamarca
Dinamarca
Dinamarca
Dinamarca
Dinamarca
Dinamarca
Dinamarca
Dinamarca
Dinamarca
Dinamarca
Dinamarca
Dinamarca
Dinamarca
Dinamarca
Dinamarca
Dinamarca
USA

USA

.USA

Dinamarca
USA
USA
Dinamarca
USA

USA

USA

Dinamarca
Dinamarca
Dinamarca
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B0471
B0471
B0586
D0336
FO111
FO117
FO169
F0198
F0199

F0200

F0201
CODIGO

F0202
F0203
F0204
F0254
F0315
F0316
FO317
N1501
N1503
N1505
N1506
N1507
N1508
N1509
N1510
N15612
N1513
N1517
N1518
N1519
N1533
N1534
N1535
N1542
N1552
N1556
N1562
N1563
N1565
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Polyclonal Rabbit Anti-Helicobacter Pylori

Polyclonal Rabbit Anti-Helicobacter Pylori

Polyclonal Rabbit Anti-Virus Hepatitis B Virus Core Antigen
Polyclonal Rabbit Anti-Human IgG/AP

Polyclonal Rabbit Anti-Human Fibrinogen/FITC

Polyclonal Rabbit Anti-Human Albumin/FITC

Polyclonal Rabbit Anti-Human C4c Complement/FITC
Polyclonal Rabbit Anti-Human Kappa Light Chains/FITC
Polyclonal Rabbit Anti-Human Lambda Light Chains/FITC

Polyclonal Rabbit Anti-Human IgA, I1gG, |gM, Kappa,
Lambda/FITC
Polyclonal Rabbit Anti-Human C3c¢ Complement/FITC

NOMBRE DEL PRODUCTO

Polyclonal Rabbit Anti-Human IgG/FITC

Polyclonal Rabbit Anti-Human IgM/FITC

Polyclonal Rabbit Anti-Human IgA/FITC

Polyclonal Rabbit Anti-Human C1q Complement/ FITC
Polyclonal Rabbit Anti-Human IgG/FITC, Rabbit F(ab')2
Polyclonal Rabbit Anti-Human IgA/FITC, Rb F(ab')2
Polyclonal Rabbit Anti-Human IgM/FITC, Rb F(ab')2
Polyclonal Rabbit Anti-Human AFP

Polyclonal Rabbit Anti-Human Carcinoembryonic Antigen
Polyclonal Rabbit Anti-Human Von Willebrand Factor
Polyclonal Rabbit Anti-Glial Fibrillary Acidic Protein
Polyclonal Rabbit Anti-Human IgA

Polyclonal Rabbit Anti-Human IgG

Polyclonal Rabbit Anti-Human IgM

Polyclonal Rabbit Anti-Human Kappa Light Chains

Polycleonal Rabbit Anti-Cytokeratin, Wide Spectrum Screening

Polyclonal Rabhbit Anti- Human Lambda Light Chains
Polyclonal Rabbit Anti- Human Prostate-Specific Antigen
Polyclonal Rabbit Anti- Human Prostatic Acid Phosphatase
Polyclonal Rabbit Anti- $100 A

Polyclonal Rabbit Anti-Human Alpha-1-Antitrypsin
Polyclonal Rabbit Anti-Human Chorionic Gonadotropin
Polyclonal Rabbit Anti-Human Chromogranin A
Polyclonal Guinea Pig Anti-Insulin

Polyclonal Rabbit Anti-Human Calcitonin

Poiyclonal Rabbit Anti- Hepatitis B Virus Core Antigen
Polyclonal Rabbit Anti-Herpes Simplex Virus Type 1
Polycional Rabbit Anti-Herpes Simplex Virus Type 2
Polyclonal Rabbit Anti-Humano Thyroglobulin
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1mL
0.2mL
1mL
1mL
2mL
2mL
2mL
2mL
2mL

2mlL

2mL
PRESENTACION

2mL
2mL
2ml
2mL
1mL
1mL
1mL
11 mL
11 mL
11 mL
11 mL
7mL
7mL
7mL
11 mL
11 mL
11 mlL
11 mL
11 mL
11 mL
7mL
7mL
11 mL
7mL
7mL
7mL
7mL
7mL
7mL

Dinamarca
Dinamarca
USA

Dinamarca
Dinamarca
Dinamarca
Dinamarca
Dinamarca
Dinamarca

Dinamarca

Dinamarca
ORIGEN

Dinamarca
Dinamarca
Dinamarca
Dinamarca
Dinamarca
Dinamarca
Dinamarca
USA
USA
USA
USA
USA
USA
USA
USA
USA
USA
USA
USA
USA
USA
USA
USA
USA
USA
USA
USA
USA
USA
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N1573
N1578
N1580
N1621
20097
20196
20259
20311

Z0311

20334
20334
20420
20458
20622
Z5116
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Polyclonal Rabbit Anti-S100

Polyclonal Rabbit Anti-Human Myeloperoxidase
Polyclonal Rabbit Anti-Human CD3

Polyclonal Rabbit Anti-Helicobacter Pylori
Polyclonal Rabbit Anti-Laminin

Polyclonal Swine Anti-Rabbit Immunoglobulins
Polyclonal Rabbit Anti-Mouse Immunoglobuling
Polyclonal Rabbit Anti- S100

Polyclonal Rabbit Anti- $100

Polyclonal Rabbit Anti-Glial Fibrillary Acidic Protein
Polyclonal Rabbit Anti-Glial Fibrillary Acidic Protein
Polyclonal Goat Anti-Mouse Immunoglobulins
Polyclonal Rabbit Anti-Ubiquitin

Polyclonal Rabbit Anti-Cytokeratin, Wide Spectrum Screening
Polyclonal Rabbit Anti-PGP 9.5

11 mL
7mL
11 mL
11 mL
1mL
2mL
2mL
1mL
0.2mL
1mL
0.2mL
1mL
1mL
1mL
1 mL

USA
USA
USA
USA
Dinamarca
Dinamarca
Dinamarca
Dinamarca
Dinamarca
Dinamarca
Dinamarca
Dinamarca
Dinamarca
USA
Dinamarca
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CERTIFICADO DE AUTORIZACION DE VENTA DE
PRODUCTOS PARA DIAGNOSTICO
Expediente n° 1-47-4946/10-7
Se autoriza a la firma ROCHEM BIOCARE ARGENTINA S.A a comercializar el

Reactivo de diagnéstico de uso in vitro denominado POLYCLONALS ANTIBODIES /
ANTICUERPOS POLICLONALES PRIMARIOS INDICADOS PAR A SU USO EN
INMUNOHISTOQUIMICA PARA LA DETECCION DE ANTIGENOS EN

CELULAS NORMALES O PATOLOGICAS.

CODIGO NOMBRE DEL PRODUCTO PRESENTACION ORIGEN
A0008 Polyclonal Rabbit Anti-Human Alpha-1-Fetoprotein 0.2mL Dinamarca
A0024  Polyclonal Rabbit Anti-Human Tau 1mL Dinamarca
A0082  Polyclonal Rabbit Anti-Human Von Willebrand Factor 2mL Dinamarca
A0082 Polyclonal Rabbit Anti-Human Von Willebrand Factor 0.2mL Dinamarca
A0Q98  Polyclonal Rabbit Anti-Human Progesterone Receptor TmL Dinarmarca
A0C098  Polyclonal Rabbit Anti-Human Lysozyme EC 3.2.1.17 2mL Dinamarca
A0150  Polyclonal Rabbit Anti-Human Matrix Metalloproteinase 9 0.2mlL Dinamarca
AQ191 Polyclonal Rabbit Anti-Human Kappa Light Chains 2mL Dinamarca
A0193  Polyclonal Rabbit Anti-Human Lambda Light Chains 2mL Dinamarca
A0231 Polyclonal Rabbit Anti-Human Chorionic Gonadotropin 2mL Dinamarca
AD251 Polyclonal Rabbit Anti-Human Thyroglobulin 2mL Dinamarca
A0262  Polyclonal Rabbit Anti-Human IgA 1mL Dinamarca
A0398  Polyclonal Rabbit Anti-Human Myeloperoxidase 0.2mL Dinamarca
A0423 Polyctonal Rabbit Anti-Human IgG 1 mlL Dinamarca
A0425 Polyclonal Rabbit Anti-Human IgM 1 mlL Dinamarca
A0430  Polyclonal Rabbit Anti-Human Chromogranin A 0.2 mL Dinamarca
A0452  Polyclonal Rabbit Anti-Human CD3 1mL Dinamarca
A0452  Polyclonal Rabbit Anti-Human CD3 0.2mL Dinamarca
AQ0485  Polyclonal Rabbit Anti-Human c-erbB-2 Oncoprotein 0.2mL Dinamarca
A0564  Polyclonal Guinea Pig Anti-lnsulin 1mL USA
A0565  Polyclonal Rabbit Anti-Human Glucagon 1mL USA
AQ566 Polyclonal Rabbit Anti-Human Somatostatin 1mL USA
A0568  Polyclonal Rabbit Anti-Human Gastrin 1mL Dinamarca
A0569  Polyclonal Rabbit Anti-Human Prolactin 1mL USA
A0570 Polyclonal Rabbit Anti-Human Growth Hormone 1mL USA
AQ576 Polyclonal Rabbit Anti-Human Calcitonin 1mL Dinamarca
A0623  Polyclonal Rabbit Anti-Human Myelin Basic Protein 1mL USA
A3524 Fl_oéyrcilonal Rabbit Anti-Terminal Deoxynucleotidyl Transferase 0.5 mL USA
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A4502
BO114
B0116
B0357
BO471

BO471

B0586
D0336
FO111

F0117
F0169
F0198
F0199

F0200

F0201
CODIGO

F0202
F0203
F0204
F0254
F0315
0316
FO317
N1501
N1503
N1505
N1506
N1507
N1508
N1509
N1510
N15612
N1513
N1517
N1518
N1519
N1533
N1534
N1535
N1542
N1552
N1556
N1562

g

Polyclonal Rabbit Anti-Human CD117, ¢-Kit

Polyclonal Rabbit Anti-Herpes Simplex Virus Type 1
Polyclonal Rabbit Anti-Herpes Simplex Virus Type 2
Polyclonal Rabbit Anti-Escherichia Coli

Polyclonal Rabbit Anti-Helicobacter Pylori

Polyclonal Rabbit Anti-Helicobacter Pylori

Polyclonal Rabbit Anti-Virus Hepatitis B Virus Core Antigen
Polyclonal Rabbit Anti-Human IgG/AP

Polyclonal Rabbit Anti-Human Fibrinogen/FITC
Polyclonal Rabbit Anti-Human Albumin/FITC

Polyclonal Rabbit Anti-Human C4c Complement/FITC
Polyclonal Rabbit Anti-Human Kappa Light Chains/FITC
Polyclonal Rabbit Anti-Human Lambda Light Chains/FITC

Polyclonal Rabbit Anti-Human IgA, 1gG, igM, Kappa,
Lambda/FITC
Polyclonal Rabbit Anti-Human C3c Complement/FITC

NOMBRE DEL PRODUCTO

Polyclonal Rabbit Anti-Human IgG/FITC

Polyclonal Rabbit Anti-Human IgM/FITC

Polyctonal Rabbit Anti-Human IgA/FITC

Polyclonal Rabbit Anti-Human C1q Complement/ FITC
Polyclonal Rabbit Anti-Human IgG/FITC, Rabbit F(ab')2
Polyclonal Rabbit Anti-Human IgA/FITC, Rb F(ab')2
Polyclonal Rabbit Anti-Human IgM/FITC, Rb F(ab")2
Polyclonal Rabbit Anti-Human AFP

Polyclonal Rabbit Anti-Human Carcinoembryonic Antigen
Polyclonal Rabbit Anti-Human Von Willebrand Factor
Polyclonal Rabbit Anti-Glial Fibriliary Acidic Protein
Polyclonal Rabbit Anti-Human IgA

Polyclonal Rabbit Anti-Human IgG

Polyclonal Rabbit Anti-Human IgM

Polyclonal Rabbit Anti-Human Kappa Light Chains

Polyclonal Rabbit Anti-Cytokeratin, Wide Spectrum Screening

Polyclonal Rabbit Anti- Human Lambda Light Chains
Polyclonal Rabbit Anti- Human Prostate-Specific Antigen
Polyclonal Rabbit Anti- Human Prostatic Acid Phosphatase
Polyclonal Rabbit Anti- S100 A

Polyclonal Rabbit Anti-Human Alpha-1-Antitrypsin
Polyclonal Rabbit Anti-Human Chorionic Gonadotropin
Polyclonal Rabbit Anti-Human Chromogranin A
Polyclonal Guinea Pig Anti-Insulin

Polyclonal Rabbit Anti-Human Calcitonin

Polyclonal Rabbit Anti- Hepatitis B Virus Core Antigen
Polyclonal Rabbit Anti-Herpes Simplex Virus Type 1

0.2mL
2mL
2mL
2ml
1mL

0.2mL
1mL
1mbL
2mL
2mL
2mL
2mL
2mL

2mL

2mL
PRESENTACION

2mL
2mL
2mL
2mL
1mL
1 mlL
1mL
11 mL
11 mL
11 mL
11 mL
7mL
7mL
7 mL
11 mL
11 mL
11 mL
11 mL
11 mL
11 mL
7 mL
7mL
11 mL
7mL
7mL
7mL
7mL

USA

Dinamarca
Dinamarca
Dinamarca
Dinamarca
Dinamarca
USA

Dinamarca
Dinamarca
Dinamarca
Dinamarca
Dinamarca
Dinamarca

Dinamarca

Dinamarca
ORIGEN

Dinamarca
Dinamarca
Dinamarca
Dinamarca
Dinamarca
Dinamarca
Dinamarca
USA
USA
USA
USA
USA
USA
USA
USA
USA
USA
USA
USA
USA
USA
USA
USA
USA
USA
USA
USA
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N1563 Polyclonal Rabbit Anti-Herpes Simplex Virus Type 2 7mL
N1565  Polyclonal Rabbit Anti-Humano Thyroglobulin 7mL
N1573  Palycional Rabbit Anti-S100 11 mL
N1578  Polyclonal Rabbit Anti-Human Myeloperoxidase 7mL
N1580  Polyclonal Rabbit Anti-Human CD3 11 mL
N1621 Poiyclonal Rabbit Anti-Helicobacter Pylori 11 mL
Z0097 Polyclonal Rabbit Anti-Laminin 1mL
20196 Poiyclonal Swine Anti-Rabbit Immunoglobulins 2mil
20259  Polyclonal Rabbit Anti-Mouse Immunogiobulins 2mL
20311 Polyclonal Rabbit Anti- $100 1mL
20311 Polyclonal Rabbit Anti- S100 0.2mL
Z0334  Polyclonal Rabbit Anti-Glial Fibrillary Acidic Protein 1mL
20334 Polyclonal Rabbit Anti-Glial Fibrillary Acidic Protein 0.2mL
20420  Polyclonal Goat Anti-Mouse Immunoglobulins 1mL
20458 Polyclonal Rabbit Anti-Ubiquitin 1mL
20622  Polyclonal Rabbit Anti-Cytokeratin, Wide Spectrum Screening 1mL
25116  Polyclonal Rabbit Anti-PGP 9.5 1mL

0173

USA
USA
USA
USA
USA
USA
Dinamarca
Dinamarca
Dinamarca
Dinamarca
Dinamarca
Dinamarca
Dinamarca
Dinamarca
Dinamarca
USA
Dinamarca

Vida atil: DOCE (12) MESES, conservado a 2-8°C Se le asigna la categoria: venta a

Laboratorios de anélisis clinicos por hallarse en la condiciones establecidas en la Ley N°

16.463 y Resolucion Ministerial N° 145/98. Lugar de elaboracion: DAKO DENMARK

A/S (DINAMARCA) o DAKO NORTH AMERICA INC. (U.S.A.). En las etiquetas de

los envases, anuncios y prospectos deberai. constar PRODUCTO PARA

DIAGNOSTICO USO IN VITRO AUTORIZADO POR LA ADMINISTRACION

NACIONAL BE MEDICAMENTOS, ALIMENTOS Y TECNOLOGIA MEDICA.

Certificado n° 00664 7

ADMINISTRACION NACIONAL DE MEDICAMENTOS, ALIMENTOS Y
TECNOLOGIA MEDICA

Buenos Aires,

07 ENE 2018

Firma y sello
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