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Bogota D.C., Marzo 15 de 2016

ASUNTO: Acuso Recibo de Eventos Adversos Serios

Dando cumplimiento a lo estipulado en la Resolucion No. 2011020764 del 10 de junio de 2011 *
Por la cual se establece el reglamento relativo al contenido y periodicidad de los reportes de
eventos adversos en la fase clinica con medicamentos en humanos de que trata el articulo 146 del
decreto 677 de 1995, la Direccién de Medicamentos y Productos Bioldgicos del INVIMA, da acuso
de recibo de la informacion allegada con los siguientes radicados, correspondientes al reporte de
eventos adversos serios nacionales e internacionales y otros documentos relacionados. El INVIMA
en cualquier momento y como parte del proceso de andlisis de la informacién, podra requerir datos
adicionales, para efectos de Inspeccion Vigilancia y Control.

Eventos Adversos Serios Nacionales

RADICADO Ao PATROCINADOR 0 CRO CODIGO INVIMA
15137139 30/12/2015 BRISTOL PIBM 943
16005018 20/01/2016 ASTRAZENECA PI PA 513
16005021 20/01/2016 ASTRAZENECA PI AZ 886
16004973 20/01/2016 JANSSEN PIJR 724
16005309 21/01/2016 ELILILLY PI1C 638
16005264 21/01/2016 INC RESEARCH PIKC 446
16005284 21/01/2016 BAYER PIBH 773
16005286 21/01/2016 BAYER PIBH 816
16005408 21/01/2016 SANOFI PASTEUR Pl SA 759
16005406 21/01/2016 SANOFI PASTEUR PI QC 425
16005392 21/01/2016 BOEHRINGER INGELHEIM PI PP 455
16005388 21/01/2016 BOEHRINGER INGELHEIM PI PP 455
16005662 221012016 PFIZER PI PF 842
16005617 22/01/2016 QUINTILES PIAG 737
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16005615 22/01/2016 QUINTILES PI AG 888
16005614 22/01/2016 QUINTILES PI AG 737
16005612 22/01/2016 QUINTILES PI AG 736
16005609 22/01/2016 QUINTILES PI AG 839
16005693 22/01/2016 JANSSEN P1JC 953
16005762 22/01/2016 BOEHRINGER INGELHEIM PlI PP 422
16005763 22/01/2016 BOEHRINGER INGELHEIM PlI PP 422
16005765 22/01/2016 BOEHRINGER INGELHEIM Pl PP 455
16005766 22/01/2016 BOEHRINGER INGELHEIM Pl PP 455
16005747 22/01/2016 SANOFI PASTEUR PI QC 425
16005706 22/01/2015 ASTRAZENECA PI PA 513
16005761 22/01/2016 PHARMACEUTICAL RESEARCH Pl1 PP 422
16005760 22/01/2016 PHARMACEUTICAL RESEARCH PI PP 422
16005759 22/01/2016 PHARMACEUTICAL RESEARCH PI PP 422
16005758 22/01/2016 PHARMACEUTICAL RESEARCH PI PP 422
16005756 22/01/2016 PHARMACEUTICAL RESEARCH PI PP 422
16006967 26/01/2016 ELILILLY P1I1C 638
16006966 26/01/2016 ELILILLY P11C 638
16007011 26/01/2016 BRISTOL P1 BM 745
16007009 26/01/2016 BRISTOL P1 BM 831
16007007 26/01/2016 BRISTOL P1 BM 831
16007030 26/01/2016 SANOFI PASTEUR P1 QC 425
16007027 26/01/2016 SANOFI PASTEUR PI SA 759
16006954 26/01/2016 MSD PI MS 920
16006910 26/01/2016 JANSSEN P1JC 953
16006132 25/01/2016 INC RESEARCH PI MEI 811
16006785 26/01/2016 BAYER PIBH 773
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16006788 26/01/2016 BAYER PIBH 773
16006983 26/01/2016 QUINTILES PI HGS 723
16006982 26/01/2016 QUINTILES PI HGS 723
16006175 25/01/2016 NOVARTIS PI'NO 861
16006243 25/01/2016 SANOFI PASTEUR PI QC 425
16006247 25/01/2016 SANOFI PASTEUR PI SA 759
16006131 25/01/2016 INC RESEARCH PI MEI 811
16006167 25/01/2016 PFIZER PI PF 851
16007472 27/01/2016 NOVARTIS PI'NO 530
16007519 27/01/2016 SANOFI PASTEUR PI SA 759
16007417 27/01/2016 BAYER PIBH 773
16007418 27/01/2016 BAYER PIBH 773
16007489 27/01/2016 BOEHRINGER INGELHEIM Pl PP 455
16007487 27/01/2016 BOEHRINGER INGELHEIM Pl PP 455
16007454 27/01/2016 MSD PI MS 412
16007456 27/01/2016 MSD PI MS 941
16007517 27/01/2016 BRISTOL P1 BM 943
16007514 27/01/2016 BRISTOL P1 BM 745
16007342 27/01/2016 GLAXOSMITHKLINE P1 GS 908
16007960 28/01/2016 QUINTILES Pl ML 694
16007396 27/01/2016 PFIZER Pl PF 841
16007948 28/01/2016 QUINTILES PIHGS 723
16007949 28/01/2016 QUINTILES PI HGS 723
16007953 28/01/2016 QUINTILES PI HGS 723
16007993 28/01/2016 SANOFI PASTEUR PI QC 425
16007919 28/01/2016 ROCHE PI RO 747
16007938 28/01/2016 BOEHRINGER INGELHEIM P1 PP 455
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16008330 29/01/2016 QUINTILES PI AG 737
16008329 29/01/2016 QUINTILES PI AG 736
16008325 29/01/2016 QUINTILES PI AG 888
16008322 29/01/2016 QUINTILES PI AG 737
16008282 29/01/2016 BAYER PIBH 773
16008278 29/01/2016 BAYER PIBH 773
16008270 29/01/2016 ASTRAZENECA PI PA 513
16008067 29/01/2016 PHARMACEUTICAL RESEARCH PI BA 796
16008356 29/01/2016 SANOFI PASTEUR PI SA 759
16008353 29/01/2016 SANOFI PASTEUR PI QC 425
16008209 29/01/2016 ELI LILLY P1'IC 638
16008834 01/02/2016 PFIZER Pl PF 842
16008840 01/02/2016 PFIZER Pl PF 842
16008905 01/02/2016 SANOFI PASTEUR PI SA 759
16008899 01/02/2016 BOEHRINGER INGELHEIM Pl PP 455
16008686 01/02/2016 PECET PIDR 777
16009456 02/02/2016 SANOFI PASTEUR P1 QC 425
16009433 02/02/2016 MSD Pl MS 941
16009435 02/02/2016 MSD P1 SP 466
16009438 02/02/2016 MSD PI MS 528
16009439 02/02/2016 MSD P1 MS 859
16009431 02/02/2016 MSD P1 MS 920
16009346 02/02/2016 PFIZER Pl PF 841
16009385 02/02/2016 JANSSEN PIJR 724
16009384 02/02/2016 PAREXEL PI OPH 878
16009329 02/02/2016 BAYER PIBH 773
16009383 02/02/2016 JANSSEN P1JC 953
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16009395 02/02/2016 NOVARTIS PI' NO 861
16009873 03/02/2016 INC RESEARCH PI MEI 811
16010028 03/02/2016 ASTRAZENECA PI PA 513

16010026 03/02/2016 ASTRAZENECA PI PA 513

16010051 03/02/2016 SANOFI PASTEUR PI QC 425
16010030 03/02/2016 ASTRAZENECA Pl AZ 886

16008639 01/02/2016 MSD PI MS 920
16010057 03/02/2016 BRISTOL PI BM 745
16010055 03/02/2016 BRISTOL PI BM 745
16010654 04/02/2016 ROCHE PI' RO 789
16010666 04/02/2016 SANOFI PASTEUR PI SA 759

16010517 04/02/2016 PPD PI MEI 939
16010525 04/02/2016 ELI LILLY P1IC 638

16011656 08/02/2016 NOVARTIS PI NO 927
16011703 08/02/2016 ELI LILLY P1IC 638

16011625 08/02/2016 BAYER PIBH 773
16011626 08/02/2016 BAYER PIBH 773
16011752 08/02/2016 SANOFI PASTEUR P1 SA 759

16011754 08/02/2016 SANOFI PASTEUR P1 QC 425
16011739 08/02/2016 INC RESEARCH P1 KC 446
16011732 08/02/2016 INC RESEARCH Pl ANT-795
16011624 08/02/2016 BAYER PIBH 773
16011623 08/02/2016 BAYER PIBH 773
16011622 08/02/2016 BAYER PIBH 773
16011050 05/02/2016 NOVARTIS PI NO 854
16010933 05/02/2016 GLAXOSMITHKLINE PI GS 908
16010932 05/02/2016 GLAXOSMITHKLINE PI GS 908
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16010930 05/02/2016 GLAXOSMITHKLINE PI GS 908
16011139 05/02/2016 SANOFI PASTEUR PI QC 425
16011141 05/02/2016 SANOFI PASTEUR PI SA 759
16011138 05/02/2016 SANOFI PASTEUR PI QC 425
16011147 05/02/2016 SANOFI PASTEUR PI SA 759
16011017 05/02/2016 ASTRAZENECA PI AZ 907
16011014 05/02/2016 ASTRAZENECA PI PA 513
16010842 05/02/2016 QUINTILES Pl HGS-723
16010847 05/02/2016 QUINTILES PI AG 839
16010850 05/02/2016 QUINTILES PI AG 888
16010851 05/02/2016 QUINTILES PI AG 737
16010853 05/02/2016 QUINTILES PI AG 737
16010854 05/02/2016 QUINTILES PI AG 736
16013336 011/02/2016 BRISTOL PI BM 831
16013345 11/02/2016 BOEHRINGER INGELHEIM Pl PP 455
16013166 11/02/2016 INC RESEARCH PI ANT 795
16013370 11/02/2016 SANOFI PASTEUR P1 QC 425
16012877 10/02/2016 SANOFI PASTEUR P1 SA 759
16012821 10/02/2016 BRISTOL P1 BM 831
16012829 10/02/2016 BRISTOL P1 BM 831
16012836 10/02/2016 BRISTOL P1 BM 831
16012256 09/02/2016 SANOFI PASTEUR P1 QC 425
16012171 09/02/2016 JANSSEN PI1JC 722
16012146 09/02/2016 BOEHRINGER INGELHEIM PI PP 455
16012145 09/02/2016 BOEHRINGER INGELHEIM PI PP 455
16012189 09/02/2016 ICON PI FIB 891
16012295 09/02/2016 GLAXOESMITHKLINE PI GS 908
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16012840 10/02/2016 BRISTOL PI BM 831
16013635 12/02/2016 QUINTILES PI HGS 723
16013634 12/02/2016 QUINTILES PI AG 736
16013671 12/02/2016 BAYER PIBH 773
16013669 12/02/2016 BAYER PIBH 773
16013668 12/02/2016 BAYER PIBH 773
16013667 12/02/2016 BAYER PI BH 816
16013666 12/02/2016 BAYER PIBH 773
16013787 12/02/2016 MSD PI MS 830
16013784 12/02/2016 MSD PI MS 412
16013781 12/02/2016 MSD PI SP 466
16013779 12/02/2016 MSD PI MS 920
16013763 12/02/2016 JANSSEN PI'JR 930
16013795 12/02/2016 SANOFI PASTEUR PI QC 425
16013769 12/02/2016 QUINTILES PI HGS 723
16013695 12/02/2016 BOEHRINGER INGELHEIM Pl PP 455
16013633 12/02/2016 QUINTILES PI AG 737
16013632 12/02/2016 QUINTILES P1 AG 839
16013631 12/02/2016 QUINTILES Pl1 AG 888
16013630 12/02/2016 QUINTILES PI AG 737
16014329 15/02/2016 GLAXOESMITHKLINE P1 GS 908
16014332 15/02/2016 GLAXOESMITHKLINE P1 GS 908
16014335 15/02/2016 GLAXOESMITHKLINE PI GS 908
16014301 15/02/2016 QUINTILES PI HGS 723
16014305 15/02/2016 QUINTILES PI HGS 723
16014308 15/02/2016 QUINTILES PI HGS 723
16014212 15/02/2016 INC RESEARCH PI ANT 795

Instituto Nacional de Vigilancia de Medicamentos y Alimentos — INVIMA

Carrera 10 N.°64/28
PBX: 2948700

Bogotd - Colombia
www.invima.gov.co

GP202-1

1S0 9001

Qiicontec

SC7341-1 CO-SC-7341-1



TODOS PORUN
NUEVO PAIS

PAZ EQUIDAD EDUCACION

® Invima

OFICIO 600-1425-16

16014211 15/02/2016 INC RESEARCH PI MEI 811
16014235 15/02/2016 NOVARTIS PI NO 927
16014242 15/02/2016 PFIZER Pl PF 841
16014250 15/02/2016 ELI LILLY P1'IC 638
16014295 15/02/2016 BOEHRINGER INGELHEIM PI PP 455
16014666 16/02/2016 BOEHRINGER INGELHEIM PI MS 528
16014330 15/02/2016 SANOFI PASTEUR PI QC 425
16014668 16/02/2016 PAREXEL PI HGS 678
16014728 16/02/2016 SANOFI PASTEUR PI SA 759
16015421 18/02/2016 ELI LILLY P1'IC 638
16015586 18/02/2016 SANOFI PASTEUR PI QC 425
16015028 17/02/2016 BAYER PIBH 773
16015111 17/02/2016 BRISTOL BRISTOL
16015119 17/02/2016 SANOFI PASTEUR PI SA 759
16015074 17/02/2016 ASTRAZENECA PI AZ 907
16015072 17/02/2016 ASTRAZENECA PI PA 513
16015104 17/02/2016 BRISTOL P1 BM 745
16015947 19/02/2016 QUINTILES PI AG 737
16015937 19/02/2016 PAREXEL P1 OPH 878
16015935 19/02/2016 PAREXEL P1 OPH 878
16015781 19/02/2016 BAYER PIBH 773
16015943 19/02/2016 PFIZER Pl PF 842
16015949 19/02/2016 QUINTILES PI AG 736
16015948 19/02/2016 QUINTILES PI AG 839
16016037 19/02/2016 SANOFI AVENTIS PI QC 425
16015950 19/02/2016 QUINTILES PI AG 737
16015958 19/02/2016 JANSSEN PI'JR 930
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16015990 19/02/2016 ASTRAZENECA PI PA 513
16016506 22/02/2016 BAYER PIBH 773
16016507 22/02/2016 BAYER PIBH 773
16016190 22/02/2016 BOEHRINGER INGELHEIM PI PP 890
16016189 22/02/2016 BOEHRINGER INGELHEIM PI PP 890
16016136 22/02/2016 QUINTILES PI HGS 824
16016135 22/02/2016 QUINTILES PI HGS 723
16016645 22/02/2016 QUINTILES PI AG 737
16016569 22/02/2016 ASTRAZENECA PI AZ 907
16016570 22/02/2016 ASTRAZENECA PI AZ 907
16016654 22/02/2016 BOEHRINGER INGELHEIM Pl PP 455
16016655 22/02/2016 BOEHRINGER INGELHEIM P1 LBI 946
16016665 22/02/2016 SANOFI PASTEUR PI SA 759
16016643 22/02/2016 PHARMACEUTICAL RESEARCH PI BA 795
16017753 24/02/2016 SANOFI PASTEUR PI QC 425
16017746 24/02/2016 ELI LILLY P1IC 638
16017634 24/02/2016 ASTRAZENECA PI1 AZ 907
16017635 24/02/2016 ASTRAZENECA PI PA 513
16017636 24/02/2016 ASTRAZENECA Pl AZ 886
16017633 24/02/2016 ASTRAZENECA PI1 AZ 907
16017631 24/02/2016 ASTRAZENECA PI1 AZ 907
16017687 24/02/2016 JANSSEN P1JC 953
16017209 23/02/2016 BOEHRINGER INGELHEIM PI LBI 946
16017191 23/02/2016 MSD PI MS 920
16017189 23/02/2016 MSD PIMS 778
16017188 23/02/2016 MSD PI SP 466
16017223 23/02/2016 SANOFI PASTEUR PI QC 425
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16018504 26/02/2016 PAREXEL Pl IRI 852
16018638 26/02/2016 SANOFI PASTEUR PI SA 759
16018659 26/02/2016 QUINTILES PI AG 737
16018653 26/02/2016 QUINTILES PI AG 736
16018657 26/02/2016 QUINTILES PI AG 737
16018658 26/02/2016 QUINTILES PI AG 839
16018691 26/02/2016 BRISTOL PI BM 831
16018741 26/02/2016 GLAXOSMITHKLINE PI GS 908
16018636 26/02/2016 SANOFI PASTEUR PI QC 425
16018684 26/02/2016 NOVARTIS PI'NO 309
16018575 26/02/2016 INC RESEARCH PI ANT 795
16018144 25/02/2016 PFIZER Pl PF 842
16018147 25/02/2016 PFIZER Pl PF 841
16018260 25/02/2016 ELI LILLY P1'IC 638
16018228 25/02/2016 NOVARTIS PI NO 927
16018211 25/02/2016 JANSSEN PI JR 900
16018252 25/02/2016 SANOFI PASTEUR P1 QC 425
16019188 29/02/2016 PAREXEL PI HGS 726
16019452 29/02/2016 SANOFI PASTEUR P1 QC 425
16019162 29/02/2016 BRISTOL P1 BM 831
16019961 01/03/2016 BAYER PIBH 773
16019960 01/03/2016 BAYER PIBH 773
16019959 01/03/2016 BAYER PIBH 773
16019974 01/03/2016 JANSSEN P1JR 900
16019977 01/03/2016 JANSSEN P1JR 900
16020060 01/03/2016 SANOFI PASTEUR P1 SA 759
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16020065 01/03/2016 SANOFI PASTEUR PI QC 425
16019847 01/03/2016 PHARMACEUTICAL RESEARCH PI BG 662
15137079 30/12/2015 BAYER P1JC 949

15137219 31/12/2015 BOEHRINGER INGELHEIM EO BO 130
16001867 07/01/2016 BOEHRINGER INGELHEIM EO BO 130
16002233 08/01/2016 BOEHRINGER INGELHEIM EO BO 130
16014297 15/02/2016 BOEHRINGER INGELHEIM EO BO 130
16009344 02/02/2016 BOEHRINGER INGELHEIM EO BO 130
16002201 08/01/2016 JANSSEN JANSSEN
16011585 08/02/2016 PFIZER Pl PF 842

16011584 08/02/2016 PFIZER Pl PF 841

16008838 01/02/2016 PFIZER PI1 LP 554

16017099 23/02/2016 PFIZER P1 LP 554

15108926 14/10/2015 MSD PI MS 920
15108937 14/10/2015 SANOFI PASTEUR PI QC 425
15108932 14/10/2015 SANOFI PI SA 759
15108925 14/10/2015 MSD P1 MS 830
15108921 14/10/2015 MSD PI MS 528
15108870 14/10/2015 BOEHRINGER INGELHEIM P1 PP 455
15108871 14/10/2015 BOEHRINGER INGELHEIM P1 PP 455
15108872 14/10/2015 BOEHRINGER INGELHEIM P1 PP 455
15108873 14/10/2015 BOEHRINGER INGELHEIM P1 PP 455
15107311 09/10/2015 ELI LILLY P1IC 638

15123056 19/11/2015 SANOFI PI SA 759

15121421 13/11/2015 BAYER PIBH 773
15121530 13/11/2015 PHARMACEUTICAL RESEARCH PI BA 796
15121991 17/11/2015 ASTRAZENECA PI PA 513
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15121993 17/11/2015 ASTRAZENECA PI AZ 907
15122026 17/11/2015 SANOFI PASTEUR PI SA 759
15122029 17/11/2015 SANOFI PASTEUR PI QC 425
15121992 17/11/2015 BRISTOL PI BM 511
15121997 17/11/2015 QUINTILES Pl TAK 883
15121999 17/11/2015 QUINTILES PI QC 651
15121778 17/11/2015 QUINTILES QUINTILES
15121780 17/11/2015 QUINTILES PI AG 736
15121774 17/11/2015 QUINTILES PI AG 839
15121771 17/11/2015 QUINTILES PI AG 888
15122131 18/11/2015 ELI LILLY P1'IC 638
15122500 18/11/2015 SANOFI PASTEUR PI SA 759
15122425 18/11/2015 INC RESEARCH PI BP 832
15122499 18/11/2015 SANOFI PASTEUR PI QC 425
15122450 18/11/2015 NOVARTIS NOVARTIS
15122448 18/11/2015 NOVARTIS NOVARTIS
15122517 18/11/2015 GLAXOSMITHKLINE P1 AG 908
15122470 18/11/2015 MSD MSD
15122471 18/11/2015 MSD P1 MS 809
15122468 18/11/2015 MSD PI MS 74
15122472 18/11/2015 MSD Pl MS 634
15121960 17/11/2015 BOEHRINGER INGELHEIM PI1LBI 910
15121432 13/11/2015 ELI LILLY P1IC 638
15121391 13/11/2015 PECET PIDR 777
15121506 13/11/2015 SANOFI PASTEUR PI SA 759
15121500 13/11/2015 SANOFI PI SA 499
15121509 13/11/2015 SANOFI PASTEUR PI QC 425
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15121070 12/11/2015 BAYER PIBH 773
15112627 22/10/2015 SANOFI PASTEUR PI QC 425
15112590 22/10/2015 BAYER PIBH 773
15112589 22/10/2015 BAYER PIBH 773
15112586 22/10/2015 BOEHRINGER INGELHEIM Pl PP 455
15111886 21/10/2015 ELI LILLY P1IC 638
15111824 21/10/2015 FOSCAL Pl 114

15111946 21/10/2015 BAYER PIBH 773
15112185 21/10/2015 SANOFI PI SA 749
15112188 21/10/2015 SANOFI PASTEUR PI SA 759
15112186 21/10/2015 SANOFI PASTEUR PI QC 425
15109481 15/10/2015 SANOFI PASTEUR PI SA 759
15109468 15/10/2015 ELI LILLY P1IC 638
15111247 20/10/2015 BOEHRINGER INGELHEIM Pl PP 455
15111243 20/10/2015 BOEHRINGER INGELHEIM PI PP 422
15111029 20/10/2015 GLAXOSMITHKLINE PI GS 783
15111313 20/10/2015 BRISTOL P1 BM 745
15113738 26/10/2015 ASTRAZENECA PI PA 513
15113710 26/10/2015 BRISTOL P1 BM 745
15113709 26/10/2015 BRISTOL P1 BM 875
15113715 26/10/2015 BRISTOL P1 BM 745
15113724 26/10/2015 BRISTOL P1 BM 745
15113731 26/10/2015 SANOFI PASTEUR PI QC 425
15113728 26/10/2015 SANOFI PASTEUR PI SA 759
15113735 26/10/2015 SANOFI PI SA 749
15113557 26/10/2015 PFIZER Pl PF 841
15113089 23/10/2015 QUINTILES PI AG 736

Instituto Nacional de Vigilancia de Medicamentos y Alimentos — INVIMA

Carrera 10 N.°64/28
PBX: 2948700

Bogotd - Colombia
www.invima.gov.co

GP202-1

1S0 9001

Qiicontec

SC7341-1 CO-SC-7341-1



® Invima

OFICIO 600-1425-16

TODOS PORUN
NUEVO PAIS

PAZ EQUIDAD EDUCACION

15112873 23/10/2015 QUINTILES PI QC 651
15112871 23/10/2015 QUINTILES PI SS 857
15112868 23/10/2015 QUINTILES PI SS 857
15112867 23/10/2015 QUINTILES PI ML 694
15112875 23/10/2015 QUINTILES PI QC 651
15113146 23/10/2015 SANOFI PASTEUR PI SA 759
15113095 23/10/2015 QUINTILES PI AG 839
15113097 23/10/2015 QUINTILES PI AG 737
15113165 23/10/2015 BOEHRINGER INGELHEIM PI PP 890
15111309 20/10/2015 BRISTOL PI BM 745
15111307 20/10/2015 BRISTOL PI BM 745
15111303 20/10/2015 BRISTOL PI BM 745
15111248 20/10/2015 ELI LILLY P1IC 638
15111319 20/10/2015 SANOFI PASTEUR PI SA 759
15115445 29/10/2015 QUINTILES PI QC 651
15116477 03/11/2015 INC RESEARCH PI KC 490
15116492 03/11/2015 JSS MEDICAL RESEARCH P1 BIO 807
15115434 29/10/2015 QUINTILES P1 SS 857
15111032 20/10/2015 GLAXOSMITHKLINE P1 GS 408
15116494 03/11/2015 JSS MEDICAL RESEARCH PI LC 630
15114434 27/10/2015 SANOFI PASTEUR P1 SA 799
15121143 12/11/2015 MSD P1 MS 920
15121176 12/11/2015 SANOFI PI SA 749
15120572 11/11/2015 SANOFI PASTEUR PI QC 425
15120519 11/11/2015 ROCHE ROCHE

15120398 11/11/2015 BAYER PIBH 773
15120399 11/11/2015 BAYER PIBH 773
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15120428 11/11/2015 PFIZER PI PF 899
15115272 29/10/2015 BOEHRINGER INGELHEIM PI PP 890
15115516 29/10/2015 GLAXOSMITHKLINE PI GS 783
15115590 29/10/2015 SANOFI PASTEUR PI QC 425
15115592 29/10/2015 SANOFI PASTEUR PI SA 759
15112534 22/10/2015 PFIZER Pl PF 841
15109702 16/10/2015 BAYER PIBH 773
15109697 16/10/2015 GLAXOSMITHKLINE PI GS 908
15109817 16/10/2015 QUINTILES PI AG 839
15109819 16/10/2015 QUINTILES PI AG 737
15109821 16/10/2015 QUINTILES PI AG 736
15109847 16/10/2015 SANOFI PASTEUR PI QC 425
15109941 16/10/2015 BOEHRINGER INGELHEIM Pl PP 455
15109816 16/10/2015 ASTRAZENECA PI AZ 907
15109938 16/10/2015 BOEHRINGER INGELHEIM Pl PP 455
15110559 19/10/2015 ASTRAZENECA PI PA 513
15110527 19/10/2015 INC RESEARCH PI TP 897
15110555 19/10/2015 ASTRAZENENCA PI1 AZ 907
15110565 19/10/2015 ASTRAZENECA PI PA 513
15109438 15/10/2015 BAYER PIBH 773
15110677 19/10/2015 BRISTOL P1 BM 745
15110790 19/10/2015 SANOFI PASTEUR P1 SA 759
15108186 13/10/2015 GLAXOSMITHKLINE PI GS 908
15108150 13/10/2015 PFIZER Pl PF 842
15112531 22/10/2015 PFIZER Pl PF 842
15122420 18/11/2015 INC RESEARCH PI ANT 795
15121142 12/11/2015 MSD PI SP 466
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15115271 29/10/2015 BOEHRINGER INGELHEIM Pl PP 455
15116053 30/10/2015 QUINTILES PI AG 839
15115443 29/10/2015 QUINTILES PI SS 857
15115438 29/10/2015 QUINTILES PI SS 857
15116555 03/11/2015 BAYER PIBH 773
15116556 03/11/2015 BAYER PIBH 773
15116570 03/11/2015 PFIZER Pl PF 841
15116573 03/11/2015 PFIZER PI LP 60

15116572 03/11/2015 PFIZER PI PF 899
15116049 30/10/2015 QUINTILES PI AG 736
15116039 30/10/2015 ELI LILLY P1'IC 638
15116136 30/10/2015 SANOFI AVENTIS PI QC 425
15115597 29/10/2015 SANOFI PI SA 749
15113736 26/10/2015 ASTRAZENECA PI PA 513
15116554 03/11/2015 BAYER PIBH 773
15116757 03/11/2015 ROCHE PI RO 789
15116708 03/11/2015 SANOFI PASTEUR P1 QC 425
15114429 27/10/2015 SANOFI PASTEUR P1 SA 759
15115430 29/10/2015 QUINTILES P1 SS 857
15095148 11/09/2015 JANSSEN P1JC 624

Eventos adversos Serios Internacionales

15115477 29/10/2015 ALVAREZ GOTUZZO PI REP 959
15132907 16/12/2015 BAYER PIBH 671
15132965 16/12/2015 PHARMACEUTICAL RESEARCH Pl UB 916
15135652 23/12/2015 ABBVIE PI AB 909
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15119053 09/11/2015 RESOLUTION LATIN AMERICA PI XO 977
15119050 09/11/2015 RESOLUTION LATIN AMERICA P1 XO 978
15118305 06/11/2015 GLAXOSMITHKLINE PI GS 672
15118307 06/11/2015 GLAXOSMITHKLINE PI GS 674
15118306 06/11/2015 GLAXOSMITHKLINE P1 PA 710
15118481 06/11/2015 NOVARTIS NOVARTIS
15117128 04/11/2015 ELI LILLY ELI LILLY
15117129 04/11/2015 ELI LILLY P1'IC 638
15117146 04/11/2015 INC RESEARCH PI GAL 844
15117148 04/11/2015 INC RESEARCH P1 GAL 804
15113113 23/10/2015 PHARMACEUTICAL RESEARCH PHASIQASAEii%TACAL
15112596 22/10/2015 BOEHRINGER INGELHEIM BI?\IEGI-IIET_IIII\ISII\E/IR
15112595 22/10/2015 BOEHRINGER INGELHEIM PI PP 890
15112594 22/10/2015 BOEHRINGER INGELHEIM BI?\IEGI-IIET_II[I\ISII\E/IR
15112593 22/10/2015 BOEHRINGER INGELHEIM BI(ID\IEGFI;T_IIL\ISII\EAR
15109701 16/10/2015 BAYER PIBH 671
15112965 23/10/2015 ABBVIE P1 AB 909
15116005 30/10/2015 ASTRAZENECA Pl AZ 886
15116003 30/10/2015 ASTRAZENENCA Pl AZ 25
15115992 30/10/2015 ASTRAZENENCA PI PA 513
15116002 30/10/2015 ASTRAZENENCA P1 AZ 929
15115972 30/10/2015 .LR.L.S. Pl IRI 852
15114172 27/10/2015 PAREXEL PI LW 357
15116010 30/10/2015 ASTRAZENECA P1 AZ 932

Instituto Nacional de Vigilancia de Medicamentos y Alimentos — INVIMA

Carrera 10 N.°64/28
PBX: 2948700

Bogotd - Colombia
www.invima.gov.co

GP202-1

C

1S0 9001

Qiicontec

SC7341-1 CO-SC-7341-1



TODOS PORUN
NUEVO PAIS

PAZ EQUIDAD EDUCACION

® Invima

OFICIO 600-1425-16

15116009 30/10/2015 ASTRAZENECA PI AZ 907

15110707 19/10/2015 PHARMACEUTICAL RESEARCH PIUB 916

15092944 07/09/2015 ROCHE EO-RO-34
15092942 07/09/2015 ROCHE PI RO 186

15092941 07/09/2015 ROCHE PI RO 525

15092940 07/09/2015 ROCHE PI RO 887

15092939 07/09/2015 ROCHE PI' RO 789

15092938 07/09/2015 ROCHE PI RO 504

15092937 07/09/2015 ROCHE PI RO 562

15092936 07/09/2015 ROCHE PI RO 747

15092935 07/09/2015 ROCHE PI' RO 390

15092933 07/09/2015 ROCHE PI RO 701

15092313 04/09/2015 QUINTILES PI CAR 739
15092030 04/09/2016 QUINTILES PI QC 651

15092028 04/09/2015 QUINTILES PI ML 694

15092027 04/09/2015 QUINTILES PI SS 896

15092080 04/09/2015 JSS MEDICAL RESEARCH LATAM P1 BIO 807
15092153 09/04/2015 PPD PI PP 527

15092154 09/04/2015 PPD P1 FO 688

15092155 04/09/2015 PPD Pl AK 742

15092157 04/09/2015 PPD Pl PP 884

15093166 08/09/2015 QUINTILES P1 AG 905

15093423 08/09/2015 PAREXEL P1 OPH 878
15093170 08/09/2015 QUINTILES QUINTILES
15095079 11/09/2015 INC RESEARCH PI SO 894

15095083 11/09/2015 INC RESEARCH PI CEM 866
15104504 05/10/2015 SANOFI SANOFI
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15106104 07/10/2015 INC RESEARCH PI MEI 811
15106102 07/10/2015 INC RESEOARCH PI'IN 639
15106247 07/10/2015 MSD MSD
15111233 20/10/2015 INC RESEARCH INC RESEARCH
15118444 06/11/2015 PPD PI PP 884
15118440 06/11/2015 PPD PI MDV 828
15118288 06/11/2015 QUINTILES Pl TAK 883
15118308 06/11/2015 GLAXOSMITHKLINE PI GS 783
15118337 06/11/2015 INC RESEARCH P1 GAL 804
15118338 06/11/2015 INC RESEARCH PI KC 593
15118343 06/11/2015 PAREXEL PAREXEL
15118339 06/11/2015 INC RESEARCH P1 KC 247
15118336 06/11/2015 INC RESEARCH PI SA 751
15118473 06/11/2015 QUINTILES PI ML 694
15119000 09/11/2015 PPD PI SH 914
15119001 09/11/2015 PPD PI FO 688
15119004 09/11/2015 PPD Pl MP 933
15119005 09/11/2015 PPD Pl AK 742
15119006 09/11/2015 PPD PI INA 913
15119007 09/11/2015 PPD PI MEI 939
15119008 09/11/2015 PPD P1 SH 979
15119009 09/11/2015 PPD PI LC 882
15119106 09/11/2015 TECNOQUIMICAS PITQ 838
15119094 09/11/2015 QUINTILES QUINTILES
15119092 09/11/2015 QUINTILES PI AG 905
15119089 09/11/2015 QUINTILES QUINTILES
15119088 09/11/2015 QUINTILES QUINTILES
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15119085 09/11/2015 QUINTILES PI QC 651
15119095 09/11/2015 QUINTILES PI CAR 739
15119086 09/11/2015 QUINTILES QUINTILES
15119083 09/11/2015 QUINTILES PI RO 806
15118865 09/11/2015 QUINTILES QUINTILES
15120396 11/11/2015 INC RESEARCH PI CEM 866
15119673 10/11/2015 INC RESEARCH PI DA 952
15119726 10/11/2015 QUINTILES PI AP 947
15120586 11/11/2015 ROCHE PI' RO 699
15120576 11/11/2015 ROCHE PI PF 855
15120585 11/11/2015 ROCHE PI RO 664
15120584 11/11/2015 ROCHE PI RO 504
15120581 11/11/2015 ROCHE PI RO 887
15120580 11/11/2015 ROCHE PI RO 656
15120579 11/11/2015 ROCHE PI' RO 790
15120578 11/11/2015 ROCHE PI FH-847
15120613 11/11/2015 ROCHE PI RO 747
15120611 11/11/2015 ROCHE PI RO 562
15120609 11/11/2015 ROCHE P1 RO 504
15120605 11/11/2015 ROCHE P1 RO 887
15120599 11/11/2015 ROCHE PI RO 789
15120597 11/11/2015 ROCHE PI RO 701
15120596 11/11/2015 ROCHE PI' RO 390
15120595 11/11/2015 ROCHE PI RO 525
15120591 11/11/2015 ROCHE PI RO 186
15120589 11/11/2015 ROCHE EO-RO 34
15119704 10/11/2015 PAREXEL Pl OPH-878
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15120395 11/11/2015 INC RESEARCH P1 SO 894
15121974 17/11/2015 ALCON Pl ALR 895
15123001 19/11/2015 BRISTOL BRISTOL
15123023 19/11/2015 BRISTOL BRISTOL
15123008 19/11/2015 BRISTOL Pl1 BM 178
15123003 19/11/2015 BRISTOL BRISTOL
15122993 19/11/2015 BRISTOL Pl BM 980
15122998 19/11/2015 BRISTOL Pl BM 943
15122987 19/11/2015 BRISTOL BRISTOL
15121929 17/11/2015 BAYER Pl BH 816
15123021 19/11/2015 BRISTOL Pl BM 831
15126973 30/11/2015 PFIZER PFIZER
Atentamente,

LUZ HELENA FRANCO CHAPARRO
Directora de Medicamentos y Productos Biolégicos

Proyecto: Profesionales del Grupo Ensayos Clinicos — Programas Especiales
Archivo: Eventos Adversos 2016
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