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m The Eurcpsan Agency for the Evaluion of Medicinal Prockcts
Evalumdion of Medizinas for Human Use

Landen, 26 July 2001
CPMPEWP QWP 140198

COMMITTEE FOR PROPRIETARY MEDICINAL PRODUCTS
{CPMP)

NOTE FOR GUIDANCE ON
THE INVESTIGATION OF BIOAVAILABILITY AND BIOEQUIVALENCE

DISCUSSION IN THE JOINT EFFICACY AMD QUALITY December 16657 -
WORKING GROUP Oichober 1898
TRANSMIZSION TO CPMP July 1868
RELEASE FOR CONSULTATION Decamber 1566
DE ADLINE FOR COMMENTS June 188

DISCUSSION IN THE DRAFTING GROUP

Fabruary — May 2000

TRANSMISSION TO CPMP

duly — Desamber 2000

RELEASE FOR COMSULTATION

Decamber 2000

DE ADLINE FOR COMMENTS

March 2001

DISCUSSION IN THE DRAFTING GROUP

MErCh - My 2001

TREANSMISSIONTO CPNP July 2007
ADOPTION BY CPMP July 2001
DATE FOR COMING INTC DQPERATICN January 2002
ol
This revised Mote for Guidanee will replace the previens madeline adopted n December
1851,

T\’I‘ﬂh&ﬂnﬂ.l}a Whar, London, E14 4HE, UK
Tal 27 T4 1B B4 Fﬂtl—iﬂfl1ﬂﬁ|g
E-mol: mal axmoyg il o

EEMEAZON artr docamani & prasded fm CMEA B
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Figura 2: Test de bioequivalencia (Media + intervalo de confianza 90%,
A, B: bioeguivalencia, C, D, E: no bioeguivalencia)



I\N\IP-'Rg RMED

m SB ) B C

Figura 2.
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Parametros Intervale aceptado Intervalo obtenido
AUC, . 80-125% 100,540% (94.219-107 285%)
80-125% 103 56%% (88.379-121.370%)
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Parametros Intervalo aceptado Intervalo obtenido
AUC, . 80-125% 100,540% (94, 219-107 285%)
| Coaz 20-125% 103.569% (88.370-121,370%)
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Test de bicequivalencia {(Media £ intervalo de confianza 90%;
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NUEVO MEDICAMENTO A EXAMEN
COMITE DE EVALUACION DE NUEVOS MEDICAMENTOS Importe por paciente Yy afo

http:/www.osanet.euskadi.net -
(profesicnales) N7 114-2006

ALENDRONATO/VITAMINA D, 500
— 400
Nombre Comercial y presentacion: Lactosa y sacarosa
Fosavance® (MSD) i 5 e
70 m@2.200 Ul 4 comp jog2 e c""“;ﬁ::::ﬂﬁ::"w"' 300
Fecha de evaluacion: Marzo 2006 200

Fecha de comercializacidn: Enero 2006
Procedimiento de autorizacidn: Centralizado

100

‘ Calificacion: NO APORTA NADA NUEVO | @ | smei e el i s A v T

Una vez realizada |a evaluacion de ALENDRONATONITAMINA D de acusrdo con la evidencia cientifica disponilble en
este momenita, el Comite de Evaluacidn de Nuevos Medicamentos (CENM) recomienda:
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