
 

fp^jLfm^`fp^jLfm^`fp^jLfm^`fp^jLfm^`JJJJop=bìêçéÉ~å=tçêâëÜçé=op=bìêçéÉ~å=tçêâëÜçé=op=bìêçéÉ~å=tçêâëÜçé=op=bìêçéÉ~å=tçêâëÜçé=

çå=bèìáî~äÉåÅÉ=`çåëáÇÉê~íáçåë=çå=bèìáî~äÉåÅÉ=`çåëáÇÉê~íáçåë=çå=bèìáî~äÉåÅÉ=`çåëáÇÉê~íáçåë=çå=bèìáî~äÉåÅÉ=`çåëáÇÉê~íáçåë=

Ñçê=lê~ääó=fåÜ~äÉÇ=mêçÇìÅíë=ÑçêÑçê=lê~ääó=fåÜ~äÉÇ=mêçÇìÅíë=ÑçêÑçê=lê~ääó=fåÜ~äÉÇ=mêçÇìÅíë=ÑçêÑçê=lê~ääó=fåÜ~äÉÇ=mêçÇìÅíë=Ñçê

içÅ~ä=^ÅíáçåiçÅ~ä=^ÅíáçåiçÅ~ä=^ÅíáçåiçÅ~ä=^Åíáçå

NOJNP=lÅíçÄÉê=OMNM

cê~åâÑìêíI=dÉêã~åó

 

fåíêçÇìÅíáçå=íç=íÜÉ=tçêâëÜçéfåíêçÇìÅíáçå=íç=íÜÉ=tçêâëÜçéfåíêçÇìÅíáçå=íç=íÜÉ=tçêâëÜçéfåíêçÇìÅíáçå=íç=íÜÉ=tçêâëÜçé

pìÉ=eçäãÉë=EdphF
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fåíÉêå~íáçå~ä=pçÅáÉíó=Ñçê=fåíÉêå~íáçå~ä=pçÅáÉíó=Ñçê=fåíÉêå~íáçå~ä=pçÅáÉíó=Ñçê=fåíÉêå~íáçå~ä=pçÅáÉíó=Ñçê=

^Éêçëçäë=áå=jÉÇáÅáåÉ^Éêçëçäë=áå=jÉÇáÅáåÉ^Éêçëçäë=áå=jÉÇáÅáåÉ^Éêçëçäë=áå=jÉÇáÅáåÉ

� fp^j=áë=~å=áåíÉêå~íáçå~ä=ëçÅáÉíó=íÜ~í=~áãë=íç=ëíáãìä~íÉ=~åÇ=

ÑìêíÜÉê=íÜÉ=áåíÉêÇáëÅáéäáå~êó=ÅççéÉê~íáçå=~åÇ=ÉñÅÜ~åÖÉ=çÑ=

áåÑçêã~íáçå=áå=~ää=~ëéÉÅíë=çÑ=~Éêçëçä=êÉëÉ~êÅÜ=áå=ãÉÇáÅáåÉ=

� ÜííéWLLáë~ãKçêÖ
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fåíÉêå~íáçå~ä=mÜ~êã~ÅÉìíáÅ~ä=fåíÉêå~íáçå~ä=mÜ~êã~ÅÉìíáÅ~ä=fåíÉêå~íáçå~ä=mÜ~êã~ÅÉìíáÅ~ä=fåíÉêå~íáçå~ä=mÜ~êã~ÅÉìíáÅ~ä=

^Éêçëçä=`çåëçêíáìã=çå=oÉÖìä~íáçå=^Éêçëçä=`çåëçêíáìã=çå=oÉÖìä~íáçå=^Éêçëçä=`çåëçêíáìã=çå=oÉÖìä~íáçå=^Éêçëçä=`çåëçêíáìã=çå=oÉÖìä~íáçå=

~åÇ=pÅáÉåÅÉ~åÇ=pÅáÉåÅÉ~åÇ=pÅáÉåÅÉ~åÇ=pÅáÉåÅÉ

� fm^`Jop=áë=~å=áåíÉêå~íáçå~ä=~ëëçÅá~íáçå=çÑ=áååçî~íçê=~åÇ=
ÖÉåÉêáÅ=Åçãé~åáÉë=íÜ~í=ÇÉîÉäçéI=ã~åìÑ~ÅíìêÉ=çê=ã~êâÉí=
çê~ääó=áåÜ~äÉÇ=~åÇ=å~ë~ä=ÇêìÖ=éêçÇìÅíë=ElfkamëFK=fm^`Jop=
áë=ÅçããáííÉÇ=íç=~Çî~åÅáåÖ=ÅçåëÉåëìëJÄ~ëÉÇI=ëÅáÉåíáÑáÅ~ääó=
ÇêáîÉå=ëí~åÇ~êÇë=~åÇ=êÉÖìä~íáçåë=Ñçê=íÜÉëÉ=éêçÇìÅíëI=ïáíÜ=
íÜÉ=éìêéçëÉ=çÑ=Ñ~Åáäáí~íáåÖ=íÜÉ=~î~áä~Äáäáíó=çÑ=ÜáÖÜJèì~äáíóI=
ë~ÑÉI=~åÇ=ÉÑÑáÅ~Åáçìë=ãÉÇáÅáåÉë=íç=é~íáÉåíëK

� ÜííéWLLáé~ÅêëKÅçã
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lêÖ~åáòáåÖ=`çããáííÉÉ=lêÖ~åáòáåÖ=`çããáííÉÉ=lêÖ~åáòáåÖ=`çããáííÉÉ=lêÖ~åáòáåÖ=`çããáííÉÉ=

jÉãÄÉêëjÉãÄÉêëjÉãÄÉêëjÉãÄÉêë

� gìäá~ååÉ=_ÉêêóI=jÉêÅâ

� a~îáÇ=`áéçää~I=^ê~ÇáÖã

� jóêå~=açäçîáÅÜI=jÅj~ëíÉê=r

� `~êçäÉ=bî~åëI=fåëéáêÉ=E`ç`~êçäÉ=bî~åëI=fåëéáêÉ=E`ç`~êçäÉ=bî~åëI=fåëéáêÉ=E`ç`~êçäÉ=bî~åëI=fåëéáêÉ=E`çJJJJ`Ü~áêF`Ü~áêF`Ü~áêF`Ü~áêF

� jáÅÜ~Éä=dçäÇÉåI=mÉ~êä

� pìÉ=eçäãÉëI=dph=E`çpìÉ=eçäãÉëI=dph=E`çpìÉ=eçäãÉëI=dph=E`çpìÉ=eçäãÉëI=dph=E`çJJJJ`Ü~áêF`Ü~áêF`Ü~áêF`Ü~áêF

� ^åÇêÉ~=hìåòÉI=^Åíáî~Éêç

� pîÉíä~å~=ió~éìëíáå~I=a_o

� aÉååáë=lD`çååçêI=_f

� fäëÉ=mÉíÉêëçåI=a_o

� `çäáå=oÉáëåÉêI=mÉ~êä

� aÉååáë=p~åÇÉääI=ëRÅçåëìäíáåÖ

� dìêdìêdìêdìê gm=páåÖÜI=^ubo=E`çgm=páåÖÜI=^ubo=E`çgm=páåÖÜI=^ubo=E`çgm=páåÖÜI=^ubo=E`çJJJJ`Ü~áêF`Ü~áêF`Ü~áêF`Ü~áêF

� qÉêêó=qçìÖ~ëI=_f

� m~í=t~íëçåI=_f
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tçêâëÜçé=lÄàÉÅíáîÉëtçêâëÜçé=lÄàÉÅíáîÉëtçêâëÜçé=lÄàÉÅíáîÉëtçêâëÜçé=lÄàÉÅíáîÉë

� píáãìä~íÉ=ÅçåëíêìÅíáîÉ=Çá~äçÖìÉ=~Äçìí=Éèìáî~äÉåÅÉ=

ÅçåëáÇÉê~íáçåë=Ñçê=lfmë ÄÉíïÉÉå=áåÇìëíêóI=

êÉÖìä~íçêëI=~Å~ÇÉãáÅ=êÉëÉ~êÅÜÉêë=~åÇ=çíÜÉê=

ëí~âÉÜçäÇÉêë

� bñéäçêÉ=~åÇ=éêçãçíÉ=ÄÉëí=ëÅáÉåíáÑáÅ=~åÇ=êÉÖìä~íçêó=

~ééêç~ÅÜÉë=íç=lfm=Éèìáî~äÉåÅÉ=ÇÉíÉêãáå~íáçåëI=

ÉëéÉÅá~ääó=ïáíÜáå=bìêçéÉ
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a~ó=N=mäÉå~êó=pÉëëáçåa~ó=N=mäÉå~êó=pÉëëáçåa~ó=N=mäÉå~êó=pÉëëáçåa~ó=N=mäÉå~êó=pÉëëáçå

� UKPM=UKPM=UKPM=UKPM=ÓÓÓÓ NOKPM=W=oÉÖìä~íçêó=mÉêëéÉÅíáîÉëNOKPM=W=oÉÖìä~íçêó=mÉêëéÉÅíáîÉëNOKPM=W=oÉÖìä~íçêó=mÉêëéÉÅíáîÉëNOKPM=W=oÉÖìä~íçêó=mÉêëéÉÅíáîÉë
� dÉåÉêáÅ=jÉÇáÅáåÉëW=råÇÉêëí~åÇáåÖ=íÜÉ=iÉÖ~ä=cê~ãÉïçêâ

� br=oÉÖìä~íçêë=bñéÉêáÉåÅÉ=ïáíÜ=lfm=bèìáî~äÉåÅÉ=aÉíÉêãáå~íáçåë=EkÉíÜÉêä~åÇëI=rhI=
pïÉÇÉåI=pé~áåF

� `~å~Çá~å=dìáÇ~åÅÉW=páãáä~êáíó=~åÇ=aáëíáåÅíáçå=oÉä~íáîÉ=íç=bìêçéÉ~å=^ééêç~ÅÜ

� ^å=lîÉêîáÉï=çÑ=íÜÉ=ca^=mçëáíáçå=~åÇ=bñéÉêáÉåÅÉ

� NKPM=NKPM=NKPM=NKPM=ÓÓÓÓ RKPM=W=fåÇìëíêó=~åÇ=^Å~ÇÉãáÅ=mÉêëéÉÅíáîÉëRKPM=W=fåÇìëíêó=~åÇ=^Å~ÇÉãáÅ=mÉêëéÉÅíáîÉëRKPM=W=fåÇìëíêó=~åÇ=^Å~ÇÉãáÅ=mÉêëéÉÅíáîÉëRKPM=W=fåÇìëíêó=~åÇ=^Å~ÇÉãáÅ=mÉêëéÉÅíáîÉë
� póåçéëáë=çÑ=íÜÉ=oaaLmnof=mh=tçêâëÜçé

� mêÉëÉåí=~åÇ=m~ëí=^ééêçî~ä=mêáåÅáé~äë

� píìÇó=`çåëáÇÉê~íáçåë

� oÉîáÉï=çÑ=íÜÉ=bjb^=dìáÇÉäáåÉëÛ fåJsáíêç=bèìáî~äÉåÅÉ=`êáíÉêá~=Ñçê=`~ëÅ~ÇÉ=fãé~Åíáçå=
a~í~=ÄçíÜ=îá~=páãìä~íáçå=~åÇ=`~ëÉ=píìÇáÉë

� pçãÉ=råêÉëçäîÉÇ=fëëìÉë=áå=íÜÉ=rëÉ=çÑ=mh=Ñçê=bèìáî~äÉåÅÉ=çÑ=lfmë

 

12-13 October 2010 Equivalence Considerations for Orally Inhaled Products 8

a~ó=O=oçí~íáåÖ=_êÉ~âçìí=a~ó=O=oçí~íáåÖ=_êÉ~âçìí=a~ó=O=oçí~íáåÖ=_êÉ~âçìí=a~ó=O=oçí~íáåÖ=_êÉ~âçìí=

pÉëëáçåëpÉëëáçåëpÉëëáçåëpÉëëáçåë

� UKPM=UKPM=UKPM=UKPM=ÓÓÓÓ NMKMM=W=oçí~íáçå=NNMKMM=W=oçí~íáçå=NNMKMM=W=oçí~íáçå=NNMKMM=W=oçí~íáçå=N

� NMKPM=NMKPM=NMKPM=NMKPM=ÓÓÓÓ NOKMM=W=oçí~íáçå=ONOKMM=W=oçí~íáçå=ONOKMM=W=oçí~íáçå=ONOKMM=W=oçí~íáçå=O

� NKMM=NKMM=NKMM=NKMM=ÓÓÓÓ OKPM=W=oçí~íáçå=POKPM=W=oçí~íáçå=POKPM=W=oçí~íáçå=POKPM=W=oçí~íáçå=P

� qê~Åâ=^W=`çåëáÇÉê~íáçåë=Ñçê=aÉëáÖå=çÑ=bèìáî~äÉåÅÉ=píìÇáÉë`çåëáÇÉê~íáçåë=Ñçê=aÉëáÖå=çÑ=bèìáî~äÉåÅÉ=píìÇáÉë`çåëáÇÉê~íáçåë=Ñçê=aÉëáÖå=çÑ=bèìáî~äÉåÅÉ=píìÇáÉë`çåëáÇÉê~íáçåë=Ñçê=aÉëáÖå=çÑ=bèìáî~äÉåÅÉ=píìÇáÉë

� qê~Åâ=_W=få=sáîç=qÉëíë=EmhI=ma=~åÇ=_áçã~êâÉêëF=få=sáîç=qÉëíë=EmhI=ma=~åÇ=_áçã~êâÉêëF=få=sáîç=qÉëíë=EmhI=ma=~åÇ=_áçã~êâÉêëF=få=sáîç=qÉëíë=EmhI=ma=~åÇ=_áçã~êâÉêëF=

� qê~Åâ=`W=DDDDfåfåfåfåJJJJsáíêç=låäósáíêç=låäósáíêç=låäósáíêç=låäóÒÒÒÒ bèìáî~äÉåÅÉbèìáî~äÉåÅÉbèìáî~äÉåÅÉbèìáî~äÉåÅÉ

� qê~Åâ=aW=aÉîáÅÉ=aÉëáÖå=páãáä~êáíó=~åÇ=qÉëíáåÖ=kÉÉÇÉÇ=íç=pìééçêíaÉîáÅÉ=aÉëáÖå=páãáä~êáíó=~åÇ=qÉëíáåÖ=kÉÉÇÉÇ=íç=pìééçêíaÉîáÅÉ=aÉëáÖå=páãáä~êáíó=~åÇ=qÉëíáåÖ=kÉÉÇÉÇ=íç=pìééçêíaÉîáÅÉ=aÉëáÖå=páãáä~êáíó=~åÇ=qÉëíáåÖ=kÉÉÇÉÇ=íç=pìééçêí
aÉîáÅÉ=`Ü~åÖÉë=áå=brI=rpI=`~å~Ç~aÉîáÅÉ=`Ü~åÖÉë=áå=brI=rpI=`~å~Ç~aÉîáÅÉ=`Ü~åÖÉë=áå=brI=rpI=`~å~Ç~aÉîáÅÉ=`Ü~åÖÉë=áå=brI=rpI=`~å~Ç~

� OWPM=OWPM=OWPM=OWPM=ÓÓÓÓ PWPM=mj=W=PWPM=mj=W=PWPM=mj=W=PWPM=mj=W=

� m~åÉä=ãçÇÉê~íçêë=éêÉé~êÉ=ëìãã~êáÉë=çÑ=ÄêÉ~âçìí=ëÉëëáçåëK=m~åÉä=ãçÇÉê~íçêë=éêÉé~êÉ=ëìãã~êáÉë=çÑ=ÄêÉ~âçìí=ëÉëëáçåëK=m~åÉä=ãçÇÉê~íçêë=éêÉé~êÉ=ëìãã~êáÉë=çÑ=ÄêÉ~âçìí=ëÉëëáçåëK=m~åÉä=ãçÇÉê~íçêë=éêÉé~êÉ=ëìãã~êáÉë=çÑ=ÄêÉ~âçìí=ëÉëëáçåëK=

� ^ííÉåÇÉÉë=äÉ~îÉ=ïáíÜ=íÜÉ=oÉÖáëíê~íáçå=aÉëâ=~åó=ïêáííÉå=èìÉëíáçåë^ííÉåÇÉÉë=äÉ~îÉ=ïáíÜ=íÜÉ=oÉÖáëíê~íáçå=aÉëâ=~åó=ïêáííÉå=èìÉëíáçåë^ííÉåÇÉÉë=äÉ~îÉ=ïáíÜ=íÜÉ=oÉÖáëíê~íáçå=aÉëâ=~åó=ïêáííÉå=èìÉëíáçåë^ííÉåÇÉÉë=äÉ~îÉ=ïáíÜ=íÜÉ=oÉÖáëíê~íáçå=aÉëâ=~åó=ïêáííÉå=èìÉëíáçåë Ñçê=íÜÉ=mäÉå~êó=aáëÅìëëáçåÑçê=íÜÉ=mäÉå~êó=aáëÅìëëáçåÑçê=íÜÉ=mäÉå~êó=aáëÅìëëáçåÑçê=íÜÉ=mäÉå~êó=aáëÅìëëáçå

� PKPM=PKPM=PKPM=PKPM=ÓÓÓÓ RKMM=W=oÉéçêíë=Ñêçã=_êÉ~âçìí=pÉëëáçåë=ÑçääçïÉÇ=Äó=mäÉå~êó=aáëÅìRKMM=W=oÉéçêíë=Ñêçã=_êÉ~âçìí=pÉëëáçåë=ÑçääçïÉÇ=Äó=mäÉå~êó=aáëÅìRKMM=W=oÉéçêíë=Ñêçã=_êÉ~âçìí=pÉëëáçåë=ÑçääçïÉÇ=Äó=mäÉå~êó=aáëÅìRKMM=W=oÉéçêíë=Ñêçã=_êÉ~âçìí=pÉëëáçåë=ÑçääçïÉÇ=Äó=mäÉå~êó=aáëÅìëëáçå=~åÇ=nC^ëëáçå=~åÇ=nC^ëëáçå=~åÇ=nC^ëëáçå=~åÇ=nC^
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tÜ~ítÜ~ítÜ~ítÜ~íÛÛÛÛë=kÉñí\ë=kÉñí\ë=kÉñí\ë=kÉñí\

� c~Åìäíó=ïáää=ÇáëÅìëë=íÜÉ=çìíÅçãÉë=~åÇ=åÉñí=ëíÉéë=

áããÉÇá~íÉäó=ÑçääçïáåÖ=íÜáë=ïçêâëÜçé

� mêÉëÉåí~íáçåë=ïáää=ÄÉ=éçëíÉÇ=çå=íÜÉ=

fm^`Jop=~åÇ=fp^j=ïÉÄëáíÉë

� ^=êÉéçêí=ïáää=ÄÉ=éìÄäáëÜÉÇ
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eçìëÉâÉÉéáåÖ=fíÉãëeçìëÉâÉÉéáåÖ=fíÉãëeçìëÉâÉÉéáåÖ=fíÉãëeçìëÉâÉÉéáåÖ=fíÉãë

� mäÉ~ëÉ=íìêå=çÑÑ=ÅÉää=éÜçåÉë

� mäÉ~ëÉ=ÅçãéäÉíÉ=íÜÉ=Éî~äì~íáçå=Ñçêãë


