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DISPOSICION N' o 1 7 4 
BUENOS AIRES, O 7 ENE 2011 

VISTO el expediente N° 1-47-4947/10-0 del Registro de la Administración Nacional 

de Medicamentos Alimentos y Tecnologia Medica y, 

CONSIDERANDO: 

Que por los presentes actuados la firma ROCHEM BIOCARE ARGENTINA S.A. 

solicita autorización para la venta a laboratorios de análisis clínicos del Reactivo de 

diagnóstico de uso "in vitro" denominado MONOCLONAL ANTIBODIES / 

ANTICUERPOS MONOCLONALES INDICADOS PARA SU USO EN 

INMUNOHISTOQUIMICA, PARA LA DETETECCIÓN DE ANTÍGENOS EN CELULAS 

NORMALES O PATOLÓGICAS que se detalla en el Anexo I. 

Que a fojas 694 a 699 consta el informe técnÍco producido por el Servicio de 

Productos para Diagnóstico que establecen que los productos reúnen las condiciones de 

aptitud requeridas para su autorización. 

Que la Dirección de Tecnologia Médica ha tomado la intervención de su competencia. 

Que se ha dado cumplimiento a los términos que establece la Ley N° 16.463, 

Resolución Ministerial N° 145/98 Y Disposición ANMAT N" 2674/99. 

Que la presente se dicta en virtud de las facultades conferidas por el Artículo 8° inciso 

11) del Decreto 1490/92 y Decreto N" 425/10. 

Por ello; 
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EL INTERVENTOR DE LA ADMINISTRACIÓN NACIONAL DE 

MEDICAMENTOS. ALIMENTOS Y TECNOLOGÍA MEDICA 

DISPONE: 

ARTÍCULO 1°._ Autorizase la venta a laboratorios de análisis clínicos del producto de 

diagnostico para uso in Vitro denominado MONOCLONAL ANTIBODIES I 

ANTICUERPOS MONOCLONALES INDICADOS PARA SU USO EN 

INMUNOHISTOQUIMICA, PARA LA DETETECCIÓN DE ANTÍGENOS EN CELULAS 

NORMALES O PATOLÓGICAS que se detalla en el Anexo 1, el que será elaborado por 

DAKO DENMARK AlS (DINAMARCA) o DAKO NORTH AMERICA INC. (U.S.A.) e 

importado terminado por la firma ROCHEM BIOCARE ARGENTINA S.A en envases que se 

detallan en el Anexo 1, con una vida útil de DOCE (12) MESES, conservado a 2-8°C y que 

la composición se detalla a fojas 216 a 644. 

ARTICULO 2°._ Acéptense los proyectos de rótulos y Manual de Instrucciones a fojas 216 a 

644 debiendo constar en los mismos que la fecha de vencimiento es la declarada por el 

elaborador impreso en los rótulos de cada partida. 

ARTÍCULO 3°._ Extiéndase el Certificado correspondiente. 

ARTICULO 4°._ LA ADMINISTRACIÓN NACIONAL DE MEDICAMENTOS, 

efl. ALIMENTOS y TECNOLOGÍA MEDICA se reserva el derecho de reexaminar los métodos 

de control, estabilidad y elaboración cuando las circunstancias así lo determinen. 

ARTÍCULO 5°._ Anótese, gírese al Departamento de Regístro a sus efectos, por Mesa de 

Entradas notifiquese al interesado y hágasele entrega de la copia de la presente Disposición 
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junto con la copia de los proyectos de rótulos, manual de instrucciones y el certificado 

correspondiente. Remítase una copia de la presente Disposición y Certificado a la Dirección 

de Tecnología Médica. Cumplido, Archívese PERMANENTE.-

EXPEDIENTE N° 1-47-4947/10-0 

DISPOSICIÓN N°: o 1 1 4 
Fd 
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ANEXOI 

PRODUCTOIUSO: MONOCLONAL ANTIBODIES / ANTICUERPOS MONOCLONALES 

INDICADOS PARA SU USO EN INMUNOHISTOQUIMICA, PARA LA DETETECCIÓN 

DE ANTÍGENOS EN CELULAS NORMALES O PATOLÓGICAS 

CÓDIGO NOMBRE DEL PRODUCTO PRESENTACIÓN ORIGEN 

M0613 Monoelonal Mouse Anti-Human Epithelial Membrane Antigen, Clone E29 1 rnUO.2rnL Dinamarca 

M0616 Monoclonal Mouse Anti-Human Von Willebrand Factor, Clone F8/86 1 rnL Dinamarca 

M0617 MonoclonaI Mouse Anti-Thrombomodulin, Clone 1009 1 mL USA 

M0630 
Monoclonal Mouse Anti-Human Cytokeratin, Higb Molecular Weight, Clone 

1 rnUO.2rnL USA 
348El2 

M0634 Monoclonal Mouse Anti-Human Melanosome, Clone HMB-45 1 rnUO.2rnL USA 
M0635 Monoclonal Mouse Anti-Human Musele Actin, Clone HHF35 1 rnL USA 
M0638 Monoclonal Mouse Anti-Human Lantinin, Clone 4C7 1 mL USA 
M0639 Monoclonal Mouse Anti-Metallothionein, Clone E9 1 rnL USA 

M0701 
Monoclonal Mouse Anti-Human CD45, Leucocyte Common Antigen, Clones 

1 rnUO.2rnL Dinamarca 
2B II + PD7/26 

M0725 Monoclonal Mouse Anti-Vimentin, Clone V9 1 rnUO.2rnL Dinamarca 

M0736 Monoclonal Mouse Anti-Human HLA-ABC Antigen, Clone W6/32 1 rnL Dinamarca 

M0737 Monoclonal Mouse Anti-Rabbit Immunoglobulins, Clone MR12/53 1 rnL Dinamarca 

M0742 Monoclonal Mouse Anti-Human CD45RO, Clone UCHLl 1 mL Dinamarca 

M0746 Monoclonal Mouse Anti-Human HLA-DR Alpha Chain, Clone TAL.1B5 1 mL Dinamarca 

M0747 
Monoclonal Mouse Anti-Human MyeloidIHistioeyte Antigen, Clone MAC 

1 rnL Dinamarca 
387 

M0751 Monoclonal Mouse Anti-Human CD30, Clone Ber-H2 1 rnUO.2mL Dinamarca 

M0752 Monoclonal Mouse Anti-Human Neutrophil Elastase, Clone NP57 1 rnL Dinamarca 

M0753 
Monoclonal Mouse Anti-Human CD6l, Platelet Glycoprotein I1Ia, Clone 

1 rnUO.2rnL Dinamarca 
Y2/51 

M0754 Monoclonal Mouse Anti-Human CD45RA, Clone 4KB5 1 rnL Dinamarca 
M0755 Monoelonal Mouse Anti-Human CD20cy, Clone L26 1 rnUO.2rnL Dinamarca 
M0758 Monoclonal Mouse Anti-Human Serotonin, Clone 5HT-H209 1 rnL Dinamarca 

M0759 Monoclonal Mouse Anti-Human Amyloid A, Clone me l lrnL Dinamarca 

M0760 Monoclonal Mouse Anti-Human Desmin, Clone D33 1 rnUO.2rnL Dinamarca 

M0761 Monoclonal Mouse Anti-Human GliaI Fibrillary Aeidic Protein, Clone 6F2 1 rnL Dinamarca 

M0762 Monoclonal Mouse Anti-Human Neurofilarnent Protein, Clone 2FIl O.2rnL Dinamarca 

M0763 Monoclonal Mouse Anti-Human CD23, Clone MHM6 1 rnUO.2rnL Dinamarca 
M0775 Monoclonal Mouse Anti-Human HLA-DP, DQ, DR Antigen, Clone CR3/43 1 rnL Dinamarca 
M0776 Monoclonal Mouse Anti- Synaptophysin, Clone SY38 1 rnL Dinamarca 

M0778 Monoclonal Mouse Anti-Pneumoeystis Jiroveci, Clone 3F6 1 rnL Dinamarca 

M0781 MonoelonaI Mouse Anti-Human Thyroglobulin, Clone DAK-Tg6 1 rnL Dinamarca 

~~ 4 



\J 

Minmerio de So/ud 
Secl'elul'Íu de Pu/nicus, R eKulución 

e Inslnulus 
A.H.M.A. T. 

M0784 Monoclonal Mouse Anti·Human CD21, Clone lF8 

M0785 Monoclonal Mouse Anti-Human Collagen IV, Clone CIV 22 

M0786 Monoclonal Mouse Anti-Human CD43, Clone DF-TI 

M0792 
Monoclonal Mouse Anti-Human Prostatic Acid Phosphatase, Clone 
PASEl4U 

M0804 Monoclonal Mouse Anti-Human Epithelial Antigen, Clone Ber-EP4 

M0814 Monoclonal Mouse Anti-Human CD68, Clone KP I 

M0819 Monoclonal Mouse Anti-Human CD235a, Glycophorin A, Clone JCl59 

M0820 Monoclonal Mouse Anti-Human Glycophorin C, Clone Ret40f 

M0821 Monoclonal Mouse Anti-Human Cytokeratin, Clone MNFI16 

M0823 Monoclonal Mouse Anti-Human CD31, Endothelial Cell, Clone JC70A 

M0825 Monoclonal Mouse Anti-Human CDI4, Clone TUK4 

M0846 Monoclonal Mouse Anti-Human CD35,Clone Ber-MAC-DRC 

M0851 Monoclonal Mouse Anti-Human Smooth Muscle Actin, Clone lA4 

M0869 Monoclonal Mouse Anti-Human Chromogranin A, Clone DAK-A3 

M0872 Monoclonal Mouse Anti-Human Beta-Amyloid, Clone 6F/3D 

CÓDIGO NOMBRE DEL PRODUCTO 

M0873 
Monoclonal Mouse Anti-Human Neuron-Specific Enolase, Clone 
BBSINCNI-H14 

M0874 Monoclonal Mouse Anti-Sarcomeric Actin, Clone AIpha-Sr-1 

M0876 Monoclonal Mouse Anti-Human CD68, Clone PG-MI 

M0879 Monoclonal Mouse Anti-Proliferating Cell Nuclear Antigen, Clone PCIO 

M0880 Monoclonal Mouse Anti-Human Leukaemia, Hairy Cell, Clone DBA.44 

M0887 Monoclonal Mouse Anti-Human BCL2 Oncoprotein, Clone 124 

M0888 Monoclonal Mouse Anti-Human Cytokeratin 19, Clone RCKlO8 

M0897 Monoclonal Mouse Anti-Epstein-Barr Virus, LMP, Clones CS 1-4 

M3501 Monoclonal Mouse Anti-Adrenocorticotropin (ACTH), Clone 02A3 

M3502 Monoclonal Mouse Ant-Human Luteinizing Hormone (LH) 

M3503 Monoclonal Mouse Anti-Human Thyroid Stimulating Hormone (TSH) 

M3504 
Monoclonal Mouse Anti-Human Follicle Stimulating Hormone (FSH) Clone 
CIO 

M3505 Monoclonal Mouse Anti-Human Mesothelial Cell, Clone HBME-I 

M3512 Monoclonal Mouse Anti-Human MyoOl, Clone 5.8A 

M3515 Monoclonal Mouse Anti-Human Cytokeratin, Clone AEIIAE3 

M3517 Monoclonal Mouse Anti-CA 19-9, Clone 116-NS-19-9 

M3520 Monoclonal Mouse Anti-Human CA 125, Clone MIl 

M3525 Monoclonal Mouse Anti-Human Epithelial-Related Antigen, Clone MOC-31 

M3527 Monoclonal Mouse Anti-Human COl 05, Endoglin, Clone SN6h 

M3528 Monoclonal Mouse Anti-Human Papillomavirus (HPV), Clone KIH8 

M3539 Monoclonal Mouse Anti-Human Beta-Catenin, Clone Jl-Catenin-I 

M3556 Monoclonal Mouse Anti-Human Calponin, Clone CALP 

M3557 Monoclonal Mouse Anti-Human Caldesmon, Clone h-CD 

M3558 Monoclonal Mouse Anti-Human Smooth Muscle Myosin Heavy Chain, Clone 

~ 5 
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1 mUO.2mL Dinamarca 

1 mL Dinamarca 

1 mL Dinamarca 

1 mL Dinamarca 

1 mUO.2mL Dinamarca 

1 mL Dinamarca 

1 mL Dinamarca 

1 mL Dinamarca 

1 mL Dinamarca 

1 mUO.2mL Dinamarca 

lmL Dinamarca 

1 mL Dinamarca 

1 mUO.2mL Dinamarca 

1 mUO.2mL Dinamarca 

1 mL Dinamarca 

PRESENTACIÓN ORIGEN 

1 mUO.2mL Dinamarca 

1 mL Dinamarca 

1 mUO.2mL Dinamarca 

1 mL Dinamarca 

1 mL Dinamarca 

1 mUO.2mL Dinamarca 

1 mL Dinamarca 

1 mL Dinamarca 

1 mL USA 
1 mL USA 
1 mL USA 

1 mL USA 

1 mL USA 
1 mL USA 
1 mUO.2mL USA 
1 mL USA 
1 mL USA 
1 mL USA 
1 mL USA 
1 mL USA 
1 mL USA 
1 mL USA 
1 mL USA 
lmL USA 
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SMMS-I 

M3559 Monoclonal Mouse Anti-Myogenin, Clone F5D 

M3561 
Monoelon.1 Mouse Anti-Human Wi1rns' Tumour I (WT1) Protein, Clone 6F-
H2 

M3562 Monoclonal Mouse Anti-Human Androgen Receptor, Clone AR441 

M3563 
Monoclon.1 Mouse Anti-Human Epidermal Growth F.ctor Receptor, Clone 
H11 

M3569 Monoelonal Mouse Anti-Human Progesterone Receptor, Clone PgR 636 

M3571 Monoclonal Mouse Anti-Human CDI., 010 

M3575 
Monoclon.l Mouse Anti-Thyroid Transcription F.ctor, TTF-I, Clone 
8G7G3/1 

M3601 
Monoelonal Mouse Anti-Human CD99, MIC2 Gene Products, Ewing's 
Sarcoma Marker, Clone 12E7 

M3609 Monoelonal Mouse Anti-Human Inhibin n, Clone RI 

M3612 Monoelonal Mouse Anti-Human E-C.dherin, Clone NCH-38 

M3613 Monoelon.1 Mouse Anti-Human N-C.dherin, Clone 6G lI 

M3614 Monoelonal Mouse Anti-Human Thyrnidyl.te Synth.se, Clone TS 1 06 

M3615 Monoelon.1 Mouse Anti-Human Prostein, Clone IOE3 

M3616 Monoelonal Rabbit Anti-Human AMACR, Clone 13H4 

M3617 Monoelonal Mouse Anti-Human COX-2, Clone CX-294 

M3619 Monoelon.1 Mouse Anti-Human D2-40, Clone D2-40 

M3620 
Monoelon.1 Mouse Anti-Human Prostate-Speeific Membrane Antígen, Clone 
3E6 

M3621 Monoelonal Mouse Anti-Human MITF, Clone D5 

M3622 Monoelonal Mouse Anti-Human MAGE-CI, Clone CT7-33 

M3623 Monoclonal Mouse Anti-Human Tyrosinase, Clone T311 

M3624 Monoclonal Mouse Anti-Human Survivin, Clone 12C4 

CÓDIGO NOMBRE DEL PRODUCTO 

M3625 Monoelonal Mouse Anti-Human Mammaglobin, Clone 304-IA5 

M3626 Monoelonal Mouse Anti-Human 1MP3, Clone 69.1 

M3627 Monoelon.1 Mouse Anti-Human PTEN, Clone 6H2.1 

M3628 Monoelonal R.bbit Anti-Human Akt pS473, Clone 14-5 

M3629 Monoelonal Rabbit Anti-Human p53, Clone 318-6-11 

M3631 Monoclonal Rabbit Anti-Human CDI5, Clone Carb-3 

M3632 Monoelonal Mouse Anti-Human Ren.1 Cell Carcinoma, Clone SPM314 

M3633 Monoelonal R.bbit Anti- CD5 Clone SPI9 

M3634 Monoelonal Rabbit Anti-Human ER .Ipha , Clone SP l 

M3635 Monoclonal Rabbit Anti-Cyelin DI, Clone SP4 

M3636 Monoelon.l Mouse anti-Human CDX2, Clone DAK-CDX2 

M3637 Monoelonal Mouse Anti-ViIlin, Clone \02 C3 

M3638 
Monoelonal Mouse Anti-Human Gross Cystic Disease Fluid Protein-15 Clone 
23A3 

M3640 Monoclonal Mouse Anti-Human MutL Protein Homolog 1, Clone ES05 

M7001 Monoelonal Mouse Anti-Human p53 Protein, Clone DO-7 
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1 rnL USA 

1 mL USA 

1 rnL USA 

lrnL USA 

1 rnUO.2rnL USA 

lrnL USA 

1 rnUO.2rnL USA 

1 rnL USA 

1 rnL USA 

l rnUO.2rnL USA 

lrnL USA 

1 rnL USA 

O.2rnL USA 

1 rnUO.2rnL USA 

1 mL USA 

1 rnUO.2rnL USA 

O.2rnL USA 

O.2rnL USA 

O.2rnL USA 

O.2rnL USA 

O.2rnL USA 

PRESENTACIÓN ORIGEN 

O.2rnL USA 

O.2rnL USA 

O.2rnL USA 

1 rnL USA 

1 mUO.2 rnL USA 

1 rnUO.2rnL USA 

1 rnUO.2rnL USA 

1 mUO.2rnL USA 

1 rnUO.2rnL USA 

1 rnUO.2rnL USA 

1 rnUO.2rnL USA 

1 rnUO.2rnL USA 

1 rnUO.2rnL USA 

1 rnUO.2rnL USA 

1 rnUO.2mL Dinamarca 
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M7002 Monoc1onal Mouse Anti-Human Cytokeratin 10, Clone DE-KIO 

M7010 Monoc1onal Monse Anti-Human Cytokeratin 18, Clone DC 10 

M7018 Monoclonal Monse Anti-Human Cytokeratin 7, Clone OV-TL 12/30 

M7019 Monoclonal Monse Anti-Human Cytokeratin 20, Clone Ks20.8 

M7020 Monoclonal Monse Anti-Vimentin, Clone Vim 3B4 

M7046 Monoclonal Monse Anti-Cytokeratin 17, Clone E3 

M7047 Monoclonal Monse Anti-Human Estrogen Receptor n, Clone ID5 

M7050 Monoclonal Monse Anti-Human CD79n, Clone JCB 117 

M7051 Monoclonal Monse Anti-Human CD79ncy, Clone HM57 

M7052 Monoclonal Monse Anti-Human Mast Cell Tryptase, Clone AAI 

M7064 Monoclonal Monse Anti-Enterovirus, Clone 5-D8/l 

M7072 Monoclonal Monse Anti-Human Carcinoembryonic Antigen, Clone 1I-7 

M7077 Monoclonal Monse Anti-Human Plasma Cell, Clone VS38c 

M7082 
Monoclonal Monse Anti-Human CD44, Pbagocytic Glycoprotein-I, Clone 
DFI485 

M7103 Monoclonal Mouse Anti-Human CD8, Clone C8/144B 

M7157 Monoclonal Monse Anti-Human Follicnlar Dendritic Cell, Clone CNA.42 

M7158 Monoclonal Monse Anti-Human Hepatocyte, Clone OCHIE5 

M7165 Monoclonal Monse Anti-Human CD34 Class II, Clone QBEnd lO 

M7191 Monoclonal Monse Anti-Human Placental Alkaline Pbospbatase, Clone 8A9 

M7194 Monoclonal Monse Anti-Human CD5, Clone CD5/541F6 
M7195 Monoclonal Monse Anti-Human CD246, ALK Protein, Clone ALKI 

M7196 Monoclonal Monse Anti-Human Melan-A, Clone Al 03 

M7202 Monoclonal Monse Anti-Human p21 W AFIICip 1, Clone SX 118 

M7203 Monoclonal Monse Anti-Human p27Kipl, Clone SX53G8 

M7211 Monoclonal Monse Anti-Human BCL6 Protein, Clone PG-B6p 

M7228 Monoclonal Monse Anti-Human CDl38, Clone MI15 

M7235 Monoclonal Monse Anti-Human Granzyme B, Clone GrB-7 

M7237 Monoclonal Monse Anti-Human Cytokeratin 5/6, Clone D5/16 B4 

M7239 
Monoclonal Monse Anti-Human Epidermal Growth Factor Receptor (EGFR), 
Clone E30 

M7240 Monoclonal Monse Anti-Human Ki-67 Antigen, Clone MIB-I 

CÓDIGO NOMBRE DEL PRODUCTO 

M7245 Monoclonal Monse Anti-Human Calretinin, Clone DAK-Calret I 

M7254 Monoclonal Monse Anti-Human CD3, F7.2.38 

M7255 Monoclonal Monse Anti-Human CD7, CBC.37 

M7259 Monoclonal Monse Anti-Human MlJMI Protein, Clone MUMlp 

M7260 Monoclonal Monse Anti-Human BCL 10 Protein, Clone 151 

M7262 Monoclonal Monse Anti-Human Lantinin-5, Gamma-2 Cbain, Clone 4G l 

M7263 Monoclonal Monse Anti-Human MCM3 Protein, Clone 101 

M7269 Monoclonal Monse Anti-Human HER2-pY-1248, Clone PN2A 

M7271 Monoclonal Monse Anti-Human CD57, Clone TBOI 
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lrnL Dinamarca 

0.2rnL Dinamarca 

1 mUO.2rnL Dinamarca 

1 mUO.2mL Dinamarca 

1 mL Dinamarca 

1 mL Dinamarca 

1 mUO.2mL Dinamarca 

1 mUO.2 rnL Dinamarca 

1 mL Dinamarca 

0.2rnL Dinamarca 

lrnL Dinamarca 

1 mUO.2mL Dinamarca 

1 mL Dinamarca 

1 mL Dinamarca 

1 mL Dinamarca 

1 mL Dinamarca 

1 mL Dinamarca 

1 mUO.2mL Dinamarca 

1 mUO.2mL Dinamarca 

1 rnL Dinamarca 

1 rnUO.2mL Dinamarca 

1 mUO.2mL Dinamarca 

0.2rnL Dinamarca 

lrnL Dinamarca 

1 mUO.2rnL Dinamarca 

1 mL Dinamarca 

1 mL Dinamarca 

1 mUO.2mL Dinamarca 

1 rnL Dinamarca 

1 mUO.2mL Dinamarca 

PRESENTACIÓN ORIGEN 

1 mUO.2rnL Dinamarca 

1 mUO.2mL Dinamarca 

1 mL Dinamarca 

1 mUO.2mL Dinamarca 

0.2rnL Dinamarca 

1 mL Dinamarca 

0.2mL Dinamarca 

0.2mL Dinamarca 

0.2rnL Dinamarca 
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M7279 Monoclonal Mouse Anti-Human LAT Protein, Clone LAT-l 

M7292 Monoclonal Mouse Anti-Human Estrogen Receptor BI, Clone PPG5/10 

M7293 
Monoclonal Mouse Anti-Human Tissue Inhibitor ofMetalloproteinases 1, 
Clone VT7 

M7294 Monoclonal Mouse Anti-Human uPAR, Clone R4 

M7296 Monoclonal Mouse Anti-Human CDl9, Clone LE-CDl9 

M7303 Monoclonal Mouse Anti-Human ZAP-70, Clone 2F3.2 

M7304 Monoclonal Mouse Anti-Human CD56, Clone 123C3 

M7305 Monoclonal Mouse Anti-Human Nucleophosrnin, Clone 376 

M7306 Monoclonal Rabbit Anti-Humano CD23, Clone SP23 

M7307 Monoclonal Mouse Anti-Human BSAP, Clone DAK-Pax5 

M7308 Monoclonal Mouse Anti-Human CDl 0, Clone 56C6 

M7309 Monoclonal Mouse Anti-Human CD2, Clone AB75 

M7310 Monoclonal Mouse Anti-Human CD4, Clone 4B 12 

NI502 Monoclonal Mouse Anti-Human CD20cy, L26 

NI504 Monoclonal Mouse Anti-Human Epithelial Membrane Antigen, Clone E29 

NI514 Monoclonal Mouse Anti-Human CD45, Clones 2BII + PD7126 

NI520 Monoclonal Mouse Anti-Human CD45RO, Clone UCHL1 

NI521 Monoclonal Mouse Anti-Vimentin, Clone V9 

NI523 Monoclonal Mouse Anti-Human Cytokeratin, Clone MNFI16 

NI524 Monoclonal Mouse Anti-Pneumocystis jiroveci 

NI526 Monoclonal Mouse Anti-Human Desmin, Clone D33 

NI527 Monoclonal Mouse Anti-Cytomegalovims, Clone CCH2 

NI537 Monoclonal Mouse Anti-Cytomegalovims, Clones DDG9+ CCH2 

NI545 Monoclonal Mouse Anti-Human Melanosome, Clone HMB-45 

NI550 Monoclonal Mouse Anti-Human PSA, Clone ER-PR8 

NI553 Monoclonal Mouse Anti-Human Cytokeratin, High Molecular Weight 

NI554 Monoclonal Mouse Anti-Human Epithelial Antigen 

NI557 
Monoclonal Mouse Anti-Human Neuron Specific Enolase, Clone 
BBSINCNI-HI4 

NI558 Monoclonal Mouse Anti-Human CD30, Clone Ber-H2 

NI559 Monoclonal Mouse Anti-Human CD43, Clone DF-TI 

NI560 
Monoclonal Mouse Anti-Human Cytokeratin 8, Low Molecular Weight, 
Clone 35BHll 

NI567 Monoclonal Mouse Anti-Human Actin, Clone HHF35 

NI568 Monoclonal Mouse Anti-Human Kappa Light Chains, Clone RI 0-21-F3 

NI569 Monoclonal Mouse Anti-Human Lambda Light Chains, Clone N 10/2 

NI575 Monoclonal Mouse Anti-Human Estrogen Receptor n, Clone lD5 

NI576 Monoclonal Mouse Anti-Human CD68, Clone PG-MI 

CÓDIGO NOMBRE DEL PRODUCTO 

N1577 Monoclonal Mouse Anti-Human CD68, Clone KPI 

NI581 Monoclonal Mouse Anti-Human p53 Protein, Clone DO-7 

NI583 Monoclonal Mouse Anti- Vimentin, Clone Vim 3B4 
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O.2mL Dinamarca 

1 mL Dinamarca 

O.2mL Dinamarca 

O.2mL Dinamarca 

O.2mL Dinamarca 

1 mUO.2mL Dinamarca 

1 mUO.2mL Dinamarca 

1 mUO.2mL Dinamarca 

1 mUO.2mL Dinamarca 
1 mUO.2mL Dinamarca 

1 mUO.2mL Dinamarca 

1 mUO.2mL Dinamarca 

1 mUO.2mL Dinamarca 

11 mL USA 

11 mL USA 

11 mL USA 

11 mL USA 

11 rnL USA 

11 mL USA 

7mL USA 

11 mL USA 

7mL USA 

7mL USA 

IImL USA 

7mL USA 

11 rnL USA 

7mL USA 

11 mL USA 

11 mL USA 

7rnL USA 

11 mL USA 

11 mL USA 

7rnL USA 

7mL USA 

11 rnL USA 

7mL USA 

PRESENTACIÓN ORIGEN 

7rnL USA 

11 mL USA 

7mL USA 
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NI584 MonoclonaJ Mouse Anti-Human Smooth Muscle Actin, Clone lA4 

NI586 Monoclonal Mouse Anti-Human CEA, Clone 11-7 

NI587 Monoclonal Mouse Anti-Human BCL2 Oncoprotein, Clone 124 

NI590 Monoclonal Mouse Anti-Human Cytokeratin, Clone AEl/AE3 

NI591 Monoclonal Mouse Anti-Human NFP, Clone 2Fll 

NI592 MonoclonaJ Mouse Anti-Human C08, Clone C8/l44B 

NI593 
Monol Mouse Anti-Human C099,MIC2 Gene Products, Ewing's Saracoma 
Marker,Clone l2E7 

NI594 Monoclonal Mouse Anti-Human Me80thelial Cell, Clone HBME-I 

NI596 MonoclonaJ Mouse Anti-Human C031, Clone JC70A 

NI597 MonoclonaJ Mouse Anti-HBsAg, Clone 3E7 

NI598 Monoclonal Mouse Anti-Human Epithelial-Related Ag, MOC-3l 

NI600 Monoclonal Mouse Anti-Human C07, Clone CBC.37 

NI601 MonoclonaJ Mouse Anti-Human Melanoma, Clone PNL2 

NI602 Monoclonal Mouse Anti-Human Thyroid Peroxidase, Clone MoAb47 

NI603 Monoclonal Mouse Anti-Human MUMI Protein, Clone MUMlp 

NI605 Monoclonal Mouse Anti-Human Thymidylate Synthase, Clone TS 1 06 

NI606 Monoclonal Mouse Anti-Human Cox-2, Clone CX-294 

NI607 Monoclonal Mouse Anti-Human 02-40, Clone 02-40 

NI609 Monoclonal Rabbit Anti-Human AMACR, Clone 13H4 

NI610 Monoclonal Mouse Anti-Human Prostein, Clone IOE3 

NI611 
MonoclonaJ Mouse Anti-Human Prostate Specific Membrane Antigen, Clone 
3E6 

N1613 Monoclonal Mouse Anti-Human Calretinin, Clone OAK-Calret I 

NI614 MonoclonaJ Mouse Anti-Human C0246, ALK Protein, Clone ALKI 

NI615 MonoclonaJ Mouse Anti-Human CDlS, Clone C30-1 

NI616 Monoclonal Mouse Anti-Human COla, Clone 010 

NI617 Monoclonal Mouse Anti-Human C03, Clone F7.2.38 

NI618 Monoclonal Mouse Anti-Human COS, Clone COS/S41F6 

NI619 MonoclonaJ Mouse Anti-Human Cyclin DI, Clone OCS-6 

NI620 Monoclonal Mouse Anti-Human E-Cadberin, Clone NCH-38 

NI622 MonoclonaJ Mouse Anti-Human Melan-A, Clone Al 03 

NI623 MonoclonaJ Mouse Anti-HumanTerminal Oeoxynucleotidyl Transferase 

NI626 Monoclonal Mouse Anti-Human Cytokeratin 7, Clone OV-TL 12/30 

NI627 MonoclonaJ Mouse Anti-Human Cytokeratin 20, Clone Ks20.8 

NI628 MonoclonaJ Mouse Anti-Human C079a, Clone JCBI17 

NI630 Monoclonal Mouse Anti-Human Progesterone Receptor, PgR 636 

NI632 MonoclonaJ Mouse Anti-Human C034 Class 11, Clone QBEnd 10 

NI633 MonoclonaJ Mouse Anti-Human Ki-67 Antigen, Clone Mffi-I 

NI634 Monoclonal Mouse Anti-Human Tyrosinase, Clone T311 

NI635 
MonoclonaJ Mouse Anti-Human Thyroid Transcription Factor, Clone 
8G7G3/1 

NI637 Monoclonal Mouse Anti-HumanMammaglobin, Clone 304-IAS 

~ 9 

o 1 7 4 

11 mL USA 
11 mL USA 
IlmL USA 
I1 mL USA 
7mL USA 
7mL USA 

7mL USA 

7mL USA 
7mL USA 
7mL USA 
7mL USA 
II mL USA 

II mL USA 
II mL USA 
II mL USA 
11 mL USA 
11 mL USA 
II mL USA 
II mL USA 
11 mL USA 

II mL USA 

II mL USA 
II mL USA 
11 mL USA 
11 mL USA 
II mL USA 
II mL USA 
11 mL USA 
II mL USA 
I1 mL USA 
II mL USA 
7mL USA 
7mL USA 
7mL USA 
II mL USA 
7mL USA 
II mL USA 
II mL USA 

11 mL USA 

II mL USA 



MinMterio de Su/ud 
SecreforíQ de Polbicos, HeKlÚoclón 

e Insl'Uul'os 
A.H.M.A. T. 

N1698 Universal Negative Control, Mouse 

N1699 Universal Negative Control, Rabbit 

f O 1 7 , 
~ 

10 

]\ rnL 

11 rnL 

USA 

USA 
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Ministerio de Su/ud 
Secretaría de Politicas, Regulaci6n 

e Institutos 
A.N.M.A. T. 

CERTIFICADO DE AUTORIZACIÓN DE VENTA DE 

PRODUCTOS PARA DIAGNOSTICO 

o 1 7 4 

Expediente n° 1-47-4947/10-0 

Se autoriza a la finna ROCHEM BIOCARE ARGENTINA S.A a comercializar el 

Reactivo de diagnóstico de uso in vitro denominado MONOCLONAL ANTIBODIES / 

ANTICUERPOS MONOCLONALES INDICADOS PARA SU USO EN 

INMUNOHISTOQUIMICA, PARA LA DETETECCIÓN DE ANTÍGENOS EN 

CELULAS NORMALES O PATOLÓGICAS. En envases por: 

CÓDIGO NOMBRE DEL PRODUCTO PRESENTACIÓN ORIGEN 

M0613 
Monoclonal Mouse Anti-Human Epithelial Membrane Antigen, 

I mUO.2 rnL Dinamarca 
Clone E29 

M0616 Monoclonal Mouse Anti-Human Von Willebrand Factor, Clone F8/86 I mL Dinamarca 

M0617 Monoclonal Mouse Anti-Tbrombomodulin, Clone 1009 I mL USA 

M0630 
Monoclonal Mouse Anti·Human Cytokeratin, High Molecular 

I mUO.2mL USA 
Weight, Clone 34BEI2 

M0634 Monoclonal Mouse Anti-Human Melanosome, Clone HMB-45 I mUO.2mL USA 
M0635 Monoclonal Mouse Anti-Human Muscle Actin, Clone HHF35 I mL USA 

M0638 Monoclonal Mouse Anti-Human Lantinin, Clone 4C7 I mL USA 

M0639 Monoclonal Mouse Anti·Metallothionein, Clone E9 I mL USA 

M0701 
Monoclonal Mouse Anti-Human CD45, Leucocyte Common Antigen, I mUO.2mL Dinamarca 
Clones 2BlI + PD7/26 

M0725 Monoclonal Mouse Anti-Vimentin, Clone V9 I mUO.2mL Dinamarca 

M0736 Monoclonal Mouse Anti-Human HLA-ABC Antigen, Clone W6/32 I rnL Dinamarca 

M0737 Monoclonal Mouse Anti-Rabbit Immunoglobulins, Clone MR12/53 I mL Dinamarca 

M0742 Monoclonal Mouse Anti-Human CD45RO, Clone UCHLl I mL Dinamarca 

M0746 
Monoclonal Mouse Anti-Human HLA-DR Alpha Chain, Clone 

I mL Dinamarca 
TAL.lB5 

M0747 
Monoclonal Mouse Anti-Human MyeloidIHistiocyte Antigen, Clone 

1 mL Dinamarca 
MAC387 

M075 I Monoclonal Mouse Anti-Human CD30, Clone Ber-H2 I mUO.2rnL Dinamarca 

M0752 Monoclonal Mouse Anti-Human Neutrophil E1astase, Clone NP57 1 rnL Dinamarca 

M0753 
Monoclonal Mouse Anti-Human CD61, Platelet Glycoprotein IIIa, 

I mUO.2mL Dinamarca 
Clone Y2/51 

M0754 Monoclonal Mouse Anti-Human CD45RA, Clone 4KB5 1 mL Dinamarca 

M0755 Monoclonal Mouse Anti-Human CD20cy, Clone L26 I mUO.2mL Dinamarca 

M0758 Monoclonal Mouse Anti-Human Serotonin, Clone 5HT-H209 1 mL Dinamarca 

M0759 Monoclonal Mouse Anti-Human Amyloid A, Clone mel 1 mL Dinamarca 

M0760 Monoclonal Mouse Anti-Human Desmin, Clone D33 1 mUO.2mL Dinamarca 

M0761 
Monoc1onal Mouse Anti-Human Glial Fibrillary Acidic Protein, 

I mL Dinamarca 
Clone 6F2 

0 l 



M3520 

M3525 

M3527 

M3528 

M3539 

M3556 

M3557 

M3558 

M3559 

M3561 

M3562 

M3563 

M3569 

M3571 

M3575 

M3601 

M3609 

M3612 

M3613 

M3614 

M3615 

M3616 

M3617 

M3619 

M3620 

M3621 

M3622 

M3623 

M3624 

Minmerio de Sqfud 
Secretaria de Polilicas, Regulación 

e lnstUutos 
A.N. M. A. T. 

Monoclonal Mouse Anti·Human CA 125, Clone Mil 

Monoclonal Mouse Anti-Human Epithelial-Related Antigen, Clone 
MOC-31 
Monoclonal Mouse Anti-Human COl05, Endoglin, Clone SN6h 

MonoclonaJ Mouse Anti-Human Papillomavirus (HPV), Clone KIH8 

MonoclonaJ Mouse Anti·Human Beta-Catenin, Clone B-Catenin·1 

Monoclonal Mouse Anti-Human Calponin, Clone CALP 

MonoclonaJ Mouse Anti-Human Caldesmon, Clone h-CO 

MonoclonaJ Mouse Anti·Human Smooth Muscle Myosin Heavy 
Chain, Clone SMMS-I 
MonoclonaJ Mouse Anti-Myogenin, Clone F50 
Monoclonal Mouse Anti-Human Wilms' Tumour I (WTI) Protein, 
Clone 6F-H2 
MonoclonaJ Mouse Anti-Human Androgen Receptor, Clone AR441 
Monoclonal Mouse Anti-Human Epidermal Growth Factor Receptor, 
Clone Hll 
MonoclonaJ Mouse Anti-Human Progesterone Receptor, Clone PgR 
636 
Monoclonal Mouse Anti-Human COla, 010 
Monoclonal Mouse Anti-Thyroid Transcription Factor, TTF -1, Clone 
8G7G3/1 
MonoclonaJ Mouse Anti-Human C099, MIC2 Gene Products, 
Ewing's Sarcoma Marker, Clone 12E7 
Monoclonal Mouse Anti-Human Inhibin n, Clone RI 

MonoclonaJ Mouse Anti-Human E-Cadherin, Clone NCH-38 

Monoclonal Mouse Anti-Human N-Cadherin, Clone 6G II 

Monoclonal Mouse Anti-Human Thymidylate Synthase, Clone 
TSI06 
MonoclonaJ Mouse Anti-Human Prostein, Clone IOE3 

Monoclonal Rabbit Anti-Human AMACR, Clone i3H4 

MonoclonaJ Mouse Anti-Human COX-2, Clone CX-294 

Monoclonal Mouse Anti-Human 02-40, Clone 02-40 
Monoclonal Mouse Anti-Human Prostate-Specific Membrane 
Antigen, Clone 3E6 
MonoclonaJ Mouse Anti-Human MITF, Clone 05 

Monoclonal Mouse Anti-Human MAGE-CI, Clone CT7-33 

MonoclonaJ Mouse Anti-Human Tyrosinase, Clone T311 

MonoclonaJ Mouse Anti-Human Survivin, Clone 12C4 

CÓDIGO NOMBRE DEL PRODUCTO 

M3625 MonoclonaJ Mouse Anti-Hurnan Marnmaglobin, Clone 304-IA5 

M3626 Monoclonal Mouse Anti-Human IMP3, Clone 69.1 

M3627 Monoclonal Mouse Anti-Human PTEN, Clone 6H2.1 

M3628 MonoclonaJ Rabbit Anti-Human Akt pS473, Clone 14-5 

M3629 Monoclonal Rabbit Anti-Human p53, Clone 318-6-11 

M3631 Monoclonal Rabbit Anti-Human COI5, Clone Carb-3 

M3632 
MonoclonaJ Mouse Anti-Human Renal cen Carcinoma, Clone 
SPM314 

3 

o , 7 4 

lrnL USA 

1 rnL USA 

1 mL USA 
1 mL USA 
lrnL USA 
1 mL USA 
1 rnL USA 

1 rnL USA 

1 rnL USA 

1 rnL USA 

1 rnL USA 

1 rnL USA 

I rnUO.2rnL USA 

1 rnL USA 

1 rnUO.2rnL USA 

1 rnL USA 

1 rnL USA 
1 rnUO.2rnL USA 
1 rnL USA 

1 mL USA 

O.2rnL USA 
1 rnUO.2mL USA 
1 rnL USA 
1 rnUO.2rnL USA 

0.2mL USA 

0.2rnL USA 
O.2rnL USA 
0.2mL USA 
0.2rnL USA 
PRESENTACIÓN ORIGEN 

O.2mL USA 
O.2rnL USA 
0.2rnL USA 
1 mL USA 
1 rnUO.2rnL USA 
1 rnUO.2rnL USA 

1 rnUO.2rnL USA 



\ji 

M7245 

M7254 

M7255 

M7259 

M7260 

M7262 

M7263 

M7269 

M7271 

M7279 

M7292 

M7293 

M7294 

M7296 

M7303 

M7304 

M7305 

M7306 

M7307 

M7308 

M7309 

M7310 

NI502 

NI504 

NI514 

NI520 

NI521 

NI523 

NI524 

NI526 

NI527 

NI537 

NI545 

NI550 

NI553 

NI554 

NI557 

NI558 

NI559 

NI560 

MiniSterio úe Su/uú 
Secretaría de Po/fJieas, Regulación 

e InstituWs 
A.N.M.A. T. 

Monoclonal Mouse Anti-Human Calretinin, Clone DAK-Calret I 

Monoclonal Mouse Anti-Human CD3, F7.2.38 

Monoclonal Mouse Anti-Human CD7, CBC.37 

Monoclonal Mouse Anti-Human MUMI Protein, Clone MUMlp 

Monoclonal Mouse Anti-Human BCL 10 Protein, Clone 151 

Monoclonal Mouse Anti-Human Laminin-5, Ganuna-2 Chain, Clone 
4GI 
Monoclonal Mouse Anti-Human MCM3 Protein, Clone 101 

Monoclonal Mouse Anti-Human HER2-pY-1248, Clone PN2A 

Monoclona! Mouse Anti-Human CD57, Clone TBOI 

Monoclona! Mouse Anti-Human LAT Protein, Clone LAT-I 

Monoclonal Mouse Anti-Human Estrogen Receptor 81, Clone 
PPG51l0 
Monoclonal Mouse Anti-Human Tissue Inhibitor of 
Meta1loproteinases 1, Clone VT7 
Monoclonal Mouse Anti-Human uPAR, Clone R4 

Monoclona! Mouse Anti-Human CDl9, Clone LE-CDl9 

Monoclonal Mouse Anti-Human ZAP-70, Clone 2F3.2 

Monoclonal Mouse Anti-Human CD56, Clone 123C3 

Monoclonal Mouse Anti-Human Nucleophosmin, Clone 376 

Monoclonal Rabbit Anti-Humano CD23, Clone SP23 

Monoclonal Mouse Anti-Human BSAP, Clone DAK-Pax5 

Monoclonal Mouse Anti-Human CDl O, Clone 56C6 

Monoclonal Mouse Anti-Human CD2, Clone AB75 

Monoclonal Mouse Anti-Human CD4, Clone 4BI2 

Monoclonal Mouse Anti-Human CD20cy, L26 
Monoclonal Mouse Anti-Human Epithelia! Membrane Antigen, 
Clone E29 
Monoclonal Mouse Anti-Human CD45, Clones 2B Il + PD7/26 

Monoclona! Mouse Anti-Human CD45RO, Clone UCHLl 

Monoclonal Mouse Anti-Vimentin, Clone V9 

Monoclonal Mouse Anti-Human Cytokeratin, Clone MNFI16 

Monoclonal Mouse Anti-Pneumocystis jiroveci 

Monoclona! Mouse Anti-Human Desmin, Clone D33 

Monoclonal Mouse Anti-Cytomega!ovirus, Clone CCH2 

Monoclonal Mouse Anti-Cytomegalovirus, Clones DDG9+ CCH2 

Monoclonal Mouse Anti-Human Melanosome, Clone HMB-45 

Monoclonal Mouse Anti-Human PSA, Clone ER-PR8 

Monoclona! Mouse Anti-Human Cytokeratin, High Molecular Weight 

Monoclonal Mouse Anti-Human Epithelial Antigen 

Monoclonal Mouse Anti-Human Neuron Specific Enolase, Clone 
BBS/NCNI-HI4 
Monoclonal Mouse Anti-Human CD30, Clone Ber-H2 

Monoclonal Mouse Anti-Human CD43, Clone DF-Tl 
Monoclonal Mouse Anti-Human Cytokeratin 8, Low Molecular 
Weight Clone 35BHII 

1~ 5 

I mUO.2rnL Dinamarca 

I rnUO.2rnL Dinamarca 

I rnL Dinamarca 

I rnUO.2rnL Dinamarca 

0.2rnL Dinamarca 

I rnL Dinamarca 

0.2mL Dinamarca 

0.2rnL Dinamarca 

0.2mL Dinamarca 

0.2rnL Dinamarca 

I rnL Dinamarca 

0.2rnL Dinamarca 

0.2rnL Dinamarca 

0.2mL Dinamarca 

I rnUO.2rnL Dinamarca 

I mUO.2mL Dinamarca 

I mUO.2rnL Dinamarca 

I mUO.2rnL Dinamarca 

I mUO.2rnL Dinamarca 

I rnUO.2rnL Dinamarca 

I mUO.2rnL Dinamarca 

I mUO.2rnL Dinamarca 

II mL USA 

II rnL USA 

II rnL USA 
II rnL USA 
II rnL USA 
II rnL USA 
7rnL USA 
II rnL USA 
7rnL USA 
7mL USA 
II rnL USA 
7mL USA 
II rnL USA 
7rnL USA 

II rnL USA 

II mL USA 
7mL USA 

II mL USA 



Nl626 

Nl627 

Nl628 

Nl630 

Nl632 

Nl633 

Nl634 

Nl635 

Nl637 

Nl698 

Nl699 

Ministerio de Su/ud 
Secretaría de Políticas, Regulación 

e lnstituros 
A.N.M.A. T. 

Monoclonal Mouse Anti-Human Cytokeratin 7, Clone OV-TL 12/30 

Monoclonal MOllse Anti-Human Cytokeratin 20, Clone Ks20.8 

Monoclonal Mouse Anti-Human CD79a, Clone lCB117 

Monoclonal Mouse Anti-Human Progesterone Receptor, PgR 636 

Monoclonal MOllse Anti-Human CD34 Class n, Clone QBEnd 10 

Monoclonal Mouse Anti-Human Ki-67 Antigen, Clone MIB-I 

Monoclonal Mouse Anti-Human Tyrosinase, Clone T311 

Monoclonal Mouse Anti-Human Thyroid Transcription Factor. Clone 
8G7G3/l 
Monoclonal Mouse Anti-HumanMarnmaglobin, Clone 304-IA5 

Universal Negative Control, MOllse 

Universal Negative Control, Rabbit 

o 1 7 , 

7mL USA 
7rnL USA 
7rnL USA 
11 rnL USA 
7rnL USA 
11 rnL USA 
11 rnL USA 

11 rnL USA 

11 rnL USA 
11 mL USA 
11 rnL USA 

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

Laboratorios de análisis clínicos por hallarse en la condiciones establecidas en la Ley N' 

16.463 Y Resolución Ministerial N° 145/98. Lugar de elaboración: DAKO DENMARK 

NS (DINAMARCA) o DAKO NORTH AMERlCA INC. (U.S.A.). En las etiquetas de 

los envases, anuncIOs y prospectos deberá constar PRODUCTO PARA 

DIAGNOSTICO USO IN VITRO AUTORIZADO POR LA ADMINISTRACIÓN 

NACIONAL DE MEDICAMEN-TOS, ALIMENTOS y TECNOLOGIA MEDICA. 

Certificado n° .0. .. 0. ... 6 .. 6 .. 4 8 

ADMINISTRACIÓN NACIONAL DE MEDICAMENTOS, ALIMENTOS Y 

TECNOLOGIA MEDICA 

Buenos Aires, o 7 ENE 2011 

7 
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Minisreriu ¡fe Su/g¡f 
Secretaria de Polfticas, Regulaci6n 

e Institutos 
A.N.M.A. T. 

CERTIFICADO DE AUTORIZACIÓN DE VENTA DE 

PRODUCTOS PARA DIAGNOSTICO 

o 1 7 , 

Expediente nO 1-47-4947/10-0 

Se autoriza a la firma ROCHEM BIOCARE ARGENTINA S.A a comercializar el 

Reactivo de diagnóstico de uso in vitro denominado MONOCLONAL ANTlliODIES / 

ANTICUERPOS MONOCLONALES INDICADOS PARA SU USO EN 

INMUNOHISTOQUIMICA, PARA LA DETETECCIÓN DE ANTÍGENOS EN 

CELULAS NORMALES O PATOLÓGICAS. En envases por: 

CÓDIGO NOMBRE DEL PRODUCTO PRESENTACIÓN ORIGEN 

M0613 
Monoclonal Mouse Anti-Human Epithelial Membrane Antigen, 

l mUO.2mL Dinamarca 
Clone E29 

M0616 Monoclonal Mouse Anti-Human Von Willebrand Factor, Clone F8/86 l mL Dinamarca 

M0617 Monoclonal Mouse Anti-Tbrombomodulin, Clone 1009 l mL USA 

M0630 
Monoclonal Mouse Anti-Human Cytokeratin, High Molecular 

l mUO.2mL USA 
Weight, Clone 34BEI2 

M0634 Monoclonal Mouse Anti-Human Melanosome, Clone HMB-45 l mUO.2mL USA 

M0635 Monoclonal Mouse Anti-Human Musele Actin, Clone HHF35 l mL USA 

M0638 Monoclonal Mouse Anti-Human Laminin, Clone 4C7 l mL USA 

M0639 Monoclonal Mouse Anti-Metallothionein, Clone E9 l mL USA 
Monoclonal Mouse Anti-Human CD45, Leucocyte Common Antigen, 

M0701 
Clones 2B 11 + PD7/26 

l mUO.2mL Dinamarca 

M0725 Monoclonal Mouse Anti-Vimentin, Clone V9 l mUO.2mL Dinamarca 

M0736 Monoclonal Mouse Anti-Human HLA-ABC Antigen, Clone W6/32 l mL Dinamarca 

M0737 Monoclonal Mouse Anti-Rabbit Immunoglobulins, Clone MRI2/53 l mL Dinamarca 

M0742 Monoclonal Mouse Anti-Human CD45RO, Clone UCHLI l mL Dinamarca 

M0746 
Monoclonal Mouse Anti-Human HLA-DR A1pha Chain, Clone 

l mL Dinamarca 
TAL.IB5 

M0747 
Monoclonal Mouse Anti-Human Myeloid/Histiocyte Antigen, Clone 

l mL Dinamarca 
MAC387 

M075 l Monoclonal Mouse Anti-Human CD30, Clone Ber-H2 l mUO.2mL Dinamarca 

M0752 Monoclonal Mouse Anti-Human Neutrophil Elastase, Clone NP57 l mL Dinamarca 

M0753 
Monoclonal Mouse Anti-Human CD61, Platelet Glycoprotein Illa, 

l mUO.2mL Dinamarca 
Clone Y2/51 

M0754 Monoclonal Mouse Anti-Human CD45RA, Clone 4KB5 l mL Dinamarca 

M0755 Monoclonal Mouse Anti-Human CD20cy, Clone L26 l mUO.2mL Dinamarca 

M0758 Monoclonal Mouse Anti-Human Serotonin, Clone 5HT -H209 ImL Dinamarca 

M0759 Monoclonal Mouse Anti-Human Amyloid A, Clone mcl l mL Dinamarca 

M0760 Monoclonal Mouse Anti-Human Desmin, Clone D33 l mUO.2mL Dinamarca 

M0761 
Monoclonal Mouse Anti-Human Glial Fibrillary Acidic Protein, 

ImL Dinamarca 
Clone 6F2 

+~ 



M3520 

M3525 

M3527 

M3528 
M3539 

M3556 

M3557 

M3558 

M3559 

M3561 

M3562 

M3563 

M3569 

M3571 

M3575 

M3601 

M3609 

M3612 
M3613 

M3614 

M3615 
M3616 

M3617 

M3619 

M3620 

M3621 

M3622 

M3623 

M3624 

MlniJterio úe Su/uú 
Secretaría de Politicas, Regulación 

e Institutos 
A.N.M.A. T. 

Monoc1onal Mouse Anti-Human CA 125, Clone Mil 
Monoclonal Mouse Anti-Human Epithelial-Related Antigen, Clone 
MOC-31 
Monoc1onal Mouse Anti-Human COI05, Endoglin, Clone SN6h 

Monoclonal Mouse Anti-Human Papillomavirus (HPV), Clone KIH8 
Monoclonal Mouse Anti-Human Beta-Catenin, Clone B-Catenin-I 

Monoclonal Mouse Anti-Human Calponin, Clone CALP 

Monoc1onal Mouse Anti-Human Caldesmon, Clone h-CD 
Monoclonal Mouse Anti-Human Smooth Muscle Myosin Heavy 
Chain, Clone SMMS-I 
Monoc1onal Mouse Anti-Myogenin, Clone F5D 
Monoclonal Mouse Anti-Human Wilms' Tumour I (WTI) Protein, 
Clone 6F-H2 
Monoclonal Mouse Anti-Human Androgen Receptor, Clone AR441 
Monoclonal Mouse Anti-Human Epidermal Growth Factor Receptor, 
Clone HII 
Monoclonal Mouse Anti-Human Progesterone Receptor, Clone PgR 
636 
Monoclonal Mouse Anti-Human CDla, 010 
Monoclonal Mouse Anti-Thyroid Transcription Factor, TTF-I, Clone 
8G7G3/1 
Monoclonal Mouse Anti-Human CD99, MIC2 Gene Products, 
Ewing's Sarcoma Marker, Clone 12E7 
Monoclonal Mouse Anti-Human Inhibin n, Clone RI 
Monoc1onal Mouse Anti-Human E-Cadherin, Clone NCH-38 

Monoclonal Mouse Anti-Human N-Cadherin, Clone 6G II 
Monoclonal Mouse Anti-Human Thymidylate Synthase, Clone 
TSI06 
Monoclonal Mouse Anti-Human Prostein, Clone IOE3 
Monoclonal Rabbit Anti-Human AMACR, Clone I3H4 

Monoc1onal Mouse Anti-Human COX-2. Clone CX-294 

Monoclonal Mouse Anti-Human D2-40, Clone D2-40 
Monoclonal Mouse Anti-Human Prostate-Specific Membrane 
Antigen, Clone 3E6 
Monoclonal Mouse Anti-Human MITF, Clone D5 
Monoclonal Mouse Anti-Human MAGE-C1, Clone CT7-33 

Monoclonal Mouse Anti-Human Tyrosinase, Clone T311 

Monoclonal Mouse Anti-Human Survivin, Clone 12C4 

CÓDIGO NOMBRE DEL PRODUCTO 

M3625 Monoclonal Mouse Anti-Human Manunaglobin, Clone 304-IAS 
M3626 Monoclonal Mouse Anti-Human IMP3, Clone 69.1 
M3627 Monoclonal Mouse Anti-Human PTEN, Clone 6H2.1 
M3628 Monoclonal Rabbit Anti-Human Akt pS473, Clone 14-5 
M3629 Monoclonal Rabbit Anti-Human p53, Clone 318-6-11 
M3631 Monoclonal Rabbit Anti-Human CDI5, Clone Carb-3 

M3632 Monoclonal Mouse Anti-Human Renal cen Carcinoma, Clone 
SPM314 

3 

o 1 7 , 

1 mL USA 

lmL USA 

1 mL USA 
1 mL USA 
1 mL USA 
1 mL USA 
1 mL USA 

1 mL USA 

1 mL USA 

1 mL USA 

1 mL USA 

1 mL USA 

I rnUO.2 mL USA 

1 mL USA 

1 rnUO.2 mL USA 

1 mL USA 

1 mL USA 
1 mUO.2mL USA 
1 mL USA 

1 mL USA 

O.2mL USA 
1 mUO.2mL USA 
1 mL USA 
1 mUO.2mL USA 

O.2mL USA 

O.2mL USA 
O.2mL USA 
O.2mL USA 
O.2mL USA 
PRESENTACIÓN ORIGEN 

O.2mL USA 

O.2mL USA 
O.2mL USA 
1 mL USA 
1 rnUO.2mL USA 
1 mUO.2mL USA 

1 mUO.2mL USA 



(j' 

M7245 

M7254 

M7255 

M7259 

M7260 

M7262 

M7263 

M7269 

M7271 

M7279 

M7292 

M7293 

M7294 

M7296 

M7303 

M7304 

M7305 

M7306 

M7307 

M7308 

M7309 

M7310 

NI502 

N1504 

NI514 

NI520 

NI521 

NI523 

NI524 

NI526 

NI527 

NI537 

NI545 

NI550 

NI553 

NI554 

NI557 

NI558 

NI559 

NI560 

Minmerio de Su/ud 
Secretaría de Politicas, Regulación 

e Institutos 
A.N. M.A. T. 

Monoclonal Monse Anti-Human Calretinin, Clone DAK-Calret I 

Monoclonal Monse Anti-Human CD3, F7.2.38 

Monoclonal Mouse Anti-Human CD7, CBC.37 

Monoclonal Monse Anti-Human MUMI Protein, Clone MUMlp 

Monoclonal Monse Anti-Human BCL lO Protein, Clone 151 

Monoclonal Mouse Anti-Human Laminin-5, Gamma-2 Chain, Clone 
4GI 
Monodonal Mouse Anti-Human MCM3 Protein, Clone 10 I 

Monoclonal Monse Anti-Human HER2-pY-1248, Clone PN2A 

Monoclonal Mouse Anti-Human CD57, Clone TBOI 

Monoclonal Monse Anti-Human LAT Protein, Clone LAT-I 
Monoclonal Mouse Anti-Human Estrogen Receptor 61, Clone 
PPG5/10 
Monoclonal Mouse Anti-Human Tissue Inhibitor of 
Metalloproteinases 1, Clone VT7 
Monoclonal Monse Anti-Human uPAR, Clone R4 

Monoclonal Mouse Anti-Human CDI9, Clone LE-CDI9 

Monoclonal Monse Anti-Human ZAP-70, Clone 2F3.2 

Monoclonal Monse Anti-Human CD56, Clone 123C3 

Monoclonal Mouse Anti-Human Nucleophosmin, Clone 376 

Monoclonal Rabbit Anti-Humano CD23, Clone SP23 

Monoclonal Monse Anti-Human BSAP, Clone DAK-Pax5 

Monoclonal Mouse Anti-Human COlO, Clone 56C6 

Monoclonal Monse Anti-Human CD2, Clone AB75 

Monoclonal Monse Anti-Human CD4, Clone 4B 12 

Monoclonal Monse Anti-Human CD20cy, L26 
Monoclonal Monse Anti-Human Epithelial Membrane Antigen, 
Clone E29 
Monoclonal Monse Anti-Human CD45, Clones 2BII + PD7/26 

Monoclonal Monse Anti-Human CD45RO, Clone UCHLl 

Monoclonal Monse Anti-Vimentin, Clone V9 

Monoclonal Monse Anti-Human Cytokeratin, Clone MNFI16 

Monoclonal Mouse Anti-Pneumocystis jiroveci 

Monoclonal Monse Anti-Human Desmin, Clone D33 

Monoclonal Monse Anti-Cytomegalovirus, Clone CCRZ 

Monoclonal Mouse Anti-Cytomegalovirus, Clones DDG9+ CCH2 

Monoclonal Monse Anti-Human Melanosome, Clone HMB-45 

Monoclonal Monse Anti-Human PSA, Clone ER-PR8 

Monodonal Monse Anti-Human Cytokeratin, High Molecular Weight 

Monoclonal Monse Anti-Human Epithelial Antigen 
Monodonal Mouse Anti-Human Neuron Specific Enolase, Clone 
BBSINCIVI-H14 
Monoclonal Monse Anti-Human CD30, Clone Ber-H2 

Monodonal Monse Anti-Human CD43, Clone DF-Tl 
Monoclonal Monse Anti-Human Cytokeratin 8, Low Molecular 
Weig!¡t, Clone 356HIl 

~ 5 

o 1 1 4 

I mUO.2mL Dinamarca 

I mUO.2mL Dinamarca 

ImL Dinamarca 

I mUO.2mL Dinamarca 

O.2mL Dinamarca 

I mL Dinamarca 

O.2mL Dinamarca 

O.2mL Dinamarca 

O.2mL Dinamarca 

O.2mL Dinamarca 

I mL Dinamarca 

O.2mL Dinamarca 

O.2mL Dinamarca 

O.2mL Dinamarca 

I mUO.2mL Dinamarca 

I mUO.2mL Dinamarca 

I mUO.2mL Dinamarca 

I mUO.2mL Dinamarca 

I mUO.2mL Dinamarca 

I mUO.2mL Dinamarca 

I mUO.2mL Dinamarca 

I mUO.2mL Dinamarca 

11 mL USA 

II mL USA 

11 mL USA 

II mL USA 

11 mL USA 

11 mL USA 

7mL USA 

11mL USA 

7mL USA 

7mL USA 

11 mL USA 

7mL USA 

11 mL USA 

7mL USA 

II mL USA 

11mL USA 

7mL USA 

II mL USA 



NI626 

NI627 

NI628 

NI630 

NI632 

NI633 

NI634 

NI635 

NI637 

NI698 

NI699 

Minmerio de Su/ud 
Secretaria de Politicas, Regulación 

e Institutos 
A.N. M.A. T. 

Monoclonal Mouse Anti-Human Cytokeratin 7, Clone OV-TL 12/30 

Monoclonal Mouse Anti-Human Cytokeratin 20, Clone Ks20.8 

Monoclonal Mouse Anti-Human CD79a, Clone JCBI17 

Monoclonal Mouse Anti-Human Progesterone Receptor, PgR 636 

Monoclonal Mouse Anti-Human CD34 Class n, Clone QBEnd 10 

Monoclonal Mouse Anti-Human Ki-67 Antigen, Clone MIB-I 

Monoclonal Mouse Anti-Human Tyrosinase, Clone T311 

Monoclonal Mouse Anti-Human Thyroid Transcription Factor, Clone 
80703/1 
Monoclonal Mouse Anti-HumanMannnaglobin, Clone 304-1A5 

Universal Negative Control, Mouse 

Universal Negative Control, Rabbit 

o 1 7 , 

7mL USA 
7mL USA 
7mL USA 
11 mL USA 
7mL USA 
11 mL USA 
11 mL USA 

11 mL USA 

11 mL USA 
11 mL USA 
11 mL USA 

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

Laboratorios de análisis clínicos por hallarse en la condiciones establecidas en la Ley N° 

16.463 Y Resolución Ministerial N° 145/98. Lugar de elaboración: DAKO DENMARK 

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

los envases, anuncIos y prospectos deberá constar PRODUCTO PARA 

DIAGNOSTICO USO IN VITRO AUTORIZADO POR LA ADMINISTRACIÓN 

NACIONAL IJ'E KEDICAMENTOSS ALIMENTOS y TECNOLOGIA MEDICA. 

Certificado n° O .. u ... 6 ... 6 ... 4 

ADMINISTRACIÓN NACIONAL DE MEDICAMENTOS, ALIMENTOS Y 

TECNOLOGIA MEDICA 

Buenos Aires, o 7 ENE 2011 
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