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Prog Meuropsychopharmacol. 1979;301-3).297-301 .
Ethical aspects of psychopharmacology.

Unidad de Salud Mertal, Hospital Universitario Cali, Columbia.

Abstract

1. A series oftopics are presented for the purpose of eliciting discussion and clarification of issues. These include
parameters on the ethical implications oft a. Psychopharmacalogical research in human subjects with special emphasis an
the use of placebo for drug trials and problems related to the choice of research methods. b. Prescription of psychotropic
drugs, the role of physicians, and the problem of the delegation of functions to para-medical personnel. ¢c. The administration
of psychotropic drugs: Issues related to informed consent ofthe patient, side effects, and groups at special risk. d. Availability
and cost of drugs, generic and trade name preparations, as well a5 selective use of drugs for different populations. 2. Special
reference is made to points contained in the "Declaration of Hawaii" (1973,
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Am o Trop Med Hyg, 2004 Mo, 715157 7-81.

Comparison of generic to branded pentavalent antimony for treatment of new world
cutaneous leishmaniasis.

Soto J, Yalda-Rodriguez L, Toledo J, Yera-Mavarro L, Luz M, Monasterios-Tarrico H, Wega J, Berman J.

Conzorcio de Investigaciones Bioclinicas, Calle 60 & 5-54, Sute 201, Bogota, Colombia. jaime sotof@cakble net oo

Erraturm in:

Amd Trop Med Hyg, 2005 Mar72(3):359,

Abstract

The cost of generic pentavalent antimony (generic stibogluconate) is approximately one-gixth that of branded pentavalent
antimany (stibogluconate in the form of Pentostam or meglumine antimaoniate in the form of Glucantime. We compared
deneric stibhogluconate to Pentastam and Glucantime for the treatment of cutaneous leishmaniasis patients in Bolivia and
Colombia. Forall 114 patients, the per-protocol cure rates were 83-91 % and the intent-to-treat cure rates were 75-83%. The
highestvalues were in the generic stibogluconate group. The incidence of pancreatic enmvme abnormalities was 43-33% and
the incidence of liver engyme abnormalities was 43-87%. The lowest incidences were in the generic stibogluconate group.
The efficacy and tolerance ofinexpensive generic stihogluconate appears comparable to branded formulations for the
treatment of cutaneous leishmaniasis in these endemic regions.
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Biomed Pharmacother. 2009 Jul E3(E1436-41 . Epub 2008 Zep 16.

Characterising vancomycin's immunotoxic profile using Swiss and CFW mice as an
experimental model.

Salguero E, Plaza D, Marifio A Maoreno C, Delgado G,

Immunaotoxicology Research Group, Pharmacy Department, Science Faculty, Universidad Macional de Colombia, Bogota, Colombia.

Abstract

lmmunotoxicolooy can lead to determining the adverse effects of different compounds on the immune system. Sometimes,
many drugs (especially antibiotics) induce immune alterations, mainly auto-immunity. This study was aimed at determining
vancomycin's immunaotoxic effect by camparing the ariginal maolecule to twa ofthe maost used copies. Thirb-two mice fram two
murine strains (Swiss and CEFYW) were treated with three antibiotic formulations for studying its effect on splenic Iymphoid and
petipheral blood cell populations by using haemograms, flow cytometry and blastogenesis assays. The results indicated that
vancomycin produces neutropenia and ivmphocytosis in peripheral populations and that itinduces a selective
immunarmodulatory effect an splenocyte sub-populations, depending an formulation and the strain so treated.
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ol. 2009 Jan 16;9:1.

Application of microbiological assay to determine pharmaceutical equivalence of generic
intravenous antibiotics.

Zuluaga AF, Agudelo M, Rodriguez CA, Yesga Q.

Grupo Investigador de Problemas en Enfermedades Infecciosas, University of Antioguia, Medelin, Colombia. andreszuluaga@une .net.co

Abstract

BACKGROUND: Demonstration of equivalent amounts of the same active pharmaceutical ingredient (AP0 between generic and
innovator products (pharmaceutical equivalence) is a basic requirement of regulatory agencies for intravenous generic drugs
priar ta clinical use, and constitutes the pivotal point to assume therapeutic equivalence. Physicochemical methods are
preferred instead of biological assays to determine concentration of drugs in biological fluids, but it does not permit direct
gquantification of potency. Here, we report a microbiological assay using large plates designed to determine potency and
concentration of pharmaceutical-grade antibiotics for injection and a statistical methaod to assess the invitro equivalence of
generic products with respectto the innovatar,

METHODS: The assay is based an the concentration-dependent variation of the inhibitory effect of antibiotics on reference
hacteria (B. subtilis ATCC 6633, 5. aureus ATCC 6538p and S. epidermidis ATCC 12228) in a seeded agar (Difco Antibiotic
Media), producing a concentration-response linear relationship with two parameters: y-intercept (concentration) and slope
(potency). We compared the parameters of 22 generic products (amikacin 4, gentamicin 15, and vancomycin 3 products)
againstthe innovator and the reference powder by Overall Test for Coincidence ofthe Regression Lines (Graphpad Prism
a.00.

RESULTS: The validation methaod vielded excellent results far linearity ({2 = or = 0.898), precision {intra-assay variation = or=
11%; inter-assay variation = or=10%), accuracy, and specificity tests according to international pharmacaopoeial requirements.
Except far one generic of wvancomycin that had 259% moare AP (Pi-intercept = 0.001), the pharmaceutical equivalence was
demonstrated in 21 generics with undistinguishahle slopes and intercepts (P = 0.6E). Potency estimates were 99,810 100.5,
99.7 t0 100.2 and 98.5 to 99.9% for generic products of amikacin, gentamicin and vancomycin, respectively.

CONCLUSION: The proposed method allows rapid, costsaving, precise, and accurate determination of pharmaceutical
equivalence of drugs in pharmaceutical dasage-farm, and may be used as a technique for testing generic antihiotics priorto
their approval for human use.
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Potential therapeutic failure of generic vancomycin in a liver transplant patient with MRSA
peritonitis and bacteremia.

Rodriguez CA, Agudelo M, Catafio JC, Zuluaga AF, Vesga 0.

GRIPE: Grupo Investigadaor de Problemas en Enfermedades Infecciosasz, University of Antioguia Medical School, Medelin, Colambia.

Abstract
Wie report a case of generic vancaomycin treatment failure in a liver transplant patient with MESA peritonitis and bacteremia,

followed by a rapid sterilization of blood and peritoneal luid after switching to the hranded product. [t raizes concern about
therapeutic equivalence of generc vancamycin.
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PLoS One. 2010 May 205051210744,

Determination of therapeutic equivalence of generic products of gentamicin in the
neutropenic mouse thigh infection model.

Zuluaga AF, Agudelo M, Cardefio JJ, Rodriguez CA, Vesga 0.

Department of Pharmacology and Toxicology, University of Antioguia Medical School, Medelin, Colomkis.

Abstract

BACKGROUND: Drug regulatory agencies (DRAY support prescription of generic products of intravenous antibiotics assuming
therapeutic equivalence from pharmaceutical equivalence. Recent reports of deaths associated with generic heparin and
metopralal have raised concerns ahout the efficacy and safety of DRA-approved drugs.

METHODOLOGY PRINCIPAL FAINDINGS: To challenge the assumption that pharmaceutical equivalence predicts therapeutic
equivalence, we determined in vitro and in wivo the efficacy of the innovator product and 20 pharmaceutically equivalent
generics of gentamicin. The data showed that, while only 1 generic product failed in vitro (MIC = 453 vs. 0.7 mgil, P=0.05), 10
products (ncluding gentamicin reference powder) failed invivo against E. coli due to significantly inferior efficacy (E{max) =
481 t05.32vs. 599 [og{10) CFLIg, P=or=0.043). Although the design lacked power to detect differences in survival after thigh
infection with P. aeruginosa, dissemination to vital organs was significantly higher in animals treated with generic gentamicin
despite 4 days of maximally effective treatment.

CONCLUSION: Pharmaceutical equivalence does not predict therapeutic equivalence of generic gentamicin. Stricter criteria
hased on solid experimental evidence should be required before approval for human use.
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Las recomendaciones internaciona-
les en politicas farmacéuticas estable-
cen la necesidad de promover la com-
petencia en la oferta de medicamentos
como una importante estrategia para
mejorar el acceso a los mismos. Esto
tiene un efecto benéfico sobre los pre-
cios v sobre el desarrollo de capacida-
des nacionales de produccién, en espe-
cial de medicamentos esenciales (1-3).
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Antirretrovirales 203
Anticonvulsantes 196
Hipertension 168
Antineoplasicos 156
Antidepresivos 142
Antipsicoticos 110
Analgésicos 102
Antiinflamatorios no esteroides 93
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Aungue no muy numerosa la investigacion en
medicamentos genéricos viene en aumento
Antirretrovirales y anticonvulsivantes, los mas
estudiados

Colombia tiene alguna participacion

Hay mucho espacio para desarrollo
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