vannaein1sussdiuauseansninsesian (Price Performance)
318013 lanreotide 120 mg/0.5 mL solution for injection
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1.1 Active Pharmaceutical Ingredient Specification # 5

nsmlasun1ssuseslusiignen Official Pharmacopoeia

: 1984 USP,BP,Ph.Eur, IP,JP atiuanan uaruilulunzileusisueuen 5
: 91984 USP,BP,Ph.Eur, IP,JP atiulnindsznimsyysisnenuinndy 3 Yuazudlulunzdowinfueuds il
: 91984 USP,BP,Ph.Eur, IP,JP atiulnindszniasyysiisnenninndy 2 YuazudlulungdowinSueuds 3
: 91984 USP,BP,Ph.Eur, IP,JP atiulmindszniasyysiisnenninndy 1 Yuazudlulunzdowinueuds 2
: 1384 USP,BP,Ph.Eur, IP,JP atiulniiniiuszniaszussenmnndy uaddlaldwdlulunzdewsihuen 1

: 91984 USP,BP,Ph.Eur, IP,JP atiunuusemaszuisewazuilulungidowinSueuds 0




nsalllasunissuseslusisen (Non-Official Pharmacopoeia)

: 919849 In-house specification GRG GRS general chapters G\’mﬁﬁqu’ﬂu USP,BP,Ph.Eur.,JP aﬁua'wa;m, ICH

Guidelines (Q6A) wazuhlulunzifousiueuas viadueduuuu

: 1994 In-house specification figanadesiiu general chapters auiiszylilu USP,BP,Ph.Eur.JP atiulwindi

UsznAseysins18111nndn 3 T, ICH Guidelines (Q6A) uazuflulunziBeusmiug e

: 919849 In-house specification  GRG GRS general chapters G\’mﬁﬁqu’ﬂu USP,BP,Ph.Eur.,JP adulvaini

UsgnAseusns1e1u1nndt 2 U, ICH Guidelines (Q6A) wazuiiltvlunzieusiiue e

: 91984 In-house specification Ni@enARaiu general chapters auiiszylilu USP,BP,Ph.Eur.JP atulnaind

UsgnAseysins181u1nnd 1 Y, ICH Guidelines (Q6A) uazuilulunzileumfugu

: 919849 In-house specification fapnnapaiu general chapters muﬁi%ﬂ’yﬂu USP,BP,Ph.Eur.,JP avulviini

UsenAseysns1e, ICH Guidelines (Q6A) usilldudlalungideusiuen

: 91984 In-house specification Ni@eaAdasiu general chapters auiiszylilu USP,BP,Ph.Eur. )P atunuusenia

321318, ICH Guidelines (Q6A) uazuilylunzileumugue

1.2 Finished Product Specification #

nsalasunssuseslusisnen (Official Pharmacopoeia)

: 1384 USP,BP,Ph.Eur, IP,JP atuaan uazuilulunzifeusfveudaszylulue.5)

: 1984 USP,BP,Ph.Eur, IP,JP atiulninisznimssyssnenuinndy 3 Yuazudlulunzdewsiueuds

: 1984 USP,BP,Ph.Eur, IP,JP atiulniinisznimssussnenuinndy 2 Yuazwdlulunzdewsifueuds

: 1984 USP,BP,Ph.Eur, IP,JP atiulniindisznimssyssnenuinndy 1 Yuazwdlulunzdewsinueuds

: 91984 USP,BP,Ph.Eur, IP,JP atiulmindsenmasyysisennnndy uiddlallaudlulungdowsinfuen

(szazalaiiniu2diuaniuidrdnaunuenssunisermsiazetasiuenals 8.5 defuduenaisiauasnan)

: 1988 USP,BP,Ph.Eur, IP,JP atumuusznmaszuisewazuilulunzdewiSueuds

nsalilasunissuseslussen (Non-Official Pharmacopoeia)

- 91984 In-house specification AigenAdesriu general chapters m‘mﬁisul’ﬂu USP,BP,Ph.Eur.,JP adiuanan, ICH

Guidelines (Q6A) wazuhlvlunsidousiueud viaduenduuuu

: 1984 In-house specification fidanadesiiu general chapters auiiszylilu USP,BP,Ph.Eur.JP atiulninda

Usznmseusinsne1uInndt 3 U, ICH Guidelines (Q6A) wavuilulunzideusisueudn

: 1984 In-house specification fidanadeasiiu general chapters auiiszylilu USP,BP,Ph.Eur.JP atiulnind

Usznmseusinsne1uInndt 2 U, ICH Guidelines (Q6A) wavuilulunzideusisueudn

: 1994 In-house specification fidanadesiiu general chapters auiiszylilu USP,BP,Ph.Eur.JP atiulwind

Usznaseusinsnenuinndt 1 T, ICH Guidelines (Q6A) wazuilulunzileusisueudn

: 91984 In-house specification NieenAdaiu general chapters anuiiszylilu USP,BP,Ph.Eur.JP atiulniind
UsgnAseysns1e, ICH Guidelines (Q6A) wilildudlalunsidousiven(sragaliiultuantundiinnu

ANENTIUNITOINSUAZENAISULDNENT 8.5 BeTubulenalsiaussini)

: 1984 In-house specification fidanadesiiu general chapters auiiszylilu USP,BP,Ph.Eur.JP atiunuusznia

33U3187, ICH Guidelines (Q6A) wazuilulunzideusisueudn
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Ausvaunsalnsldlulssmeruaasuesunsiaadunisldlunsshvidnfuazdiegludayiseteslsinevians

In13AnwY1 long term stability Uz Accelerated stability #1131 ASEAN guideline ATUAINB88 ULARN(=3T) Loy 10
In13AnwY1 long term stability Uz Accelerated stability #1131 ASEAN guideline ATUAINB88 ULARIN(=3T) Loy 9
In13AnwY1 long term stability Uz Accelerated stability #1131 ASEAN guideline ATUAINB881ULAAN2Y) Uaydl 8
In13Anw1 long term stability uaz Accelerated stability i3t ASEAN guideline ATUAINBEENULRAN(=3T) U 7
Jin15@nw long term stability way Accelerated stability m1u ASEAN guideline mumumqmuuamn(zﬂ) uelad 6
Jin15@nw long term stability way Accelerated stability Taulunnu ASEAN guideline ATUANBIEEIVURAN 5
nsfinw long term stability uaz Accelerated stability lifuluniu ASEAN guideline asusnu@geuwaan a
Jin5@nw long term stability way Accelerated stability Taulunnu ASEAN guideline ATUAINBIEEIVURAN 0

Auszaunisainsilulsaneruadetn UHOSNET aundnnasa wanaulpadunisldlunisinwuni @enanswuu

Lluifiuszaunisainsldy

- finan13@nw1 BE Wa_sinele dose way multiple dose lun1ae913 fast uay fed condition N5usedlng

- fiNan1sAnwY BE_114 fast way fed study §usedlasditinauamugnssunisemsuazen wie Wuen BCS

class | MlAsu biowaiver N TNIIUAMLNTTUAITOIMSHALEN 15
- fian15@nwn BE a1y fast condition F9dinauAnEnIIUNITEIMSHaZeRNISSUTaINA 12
- {Nans@nwn BE Lany fast condition usliifimiladasusedna BE 3ndtinaunnMenssunseImsway

e 7
- lsifimanns@nw BE 0

o o a < A v . . o o
FinauANENIIUNITEINSHaLe %38 Wuen BCS class | AlASU biowaiver 39ndtneIuAMEnssIAITaIMIsLazen 15
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- flansAnw1 BE 914 sinsle dose way multiple dose Tun1ay fast condition tilgapenaiag 9
#inunuenIsUAITaISare NS USeINE 12
- {ans@nwn BE 114 sinele dose wag multiple dose lunag fast condition witeaenafien welsld
yiladEesUTaINa BE 31nd 1t uAenIsunIse1vshazen 9
= = . . P ' = & A v o o o
- finan13@nwl BE  sinele dose lun1ag fast condition Lilgaaenaien Fafiutladasuseana BE and1nau
AMENIIUNTOINITUAZYN 7
p — - ———— = —
- Hnan15Anw1 BE @1 single dose Tunnay fast condition wlgaaenaiien walddmisdesusosanditdnau
AEATIUNTOIMITHALENANITSUTBING 5

- lsifimans@nw BE
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A3nsAnwduluy Randomized controlled trial Wiguifigufiugnduluy ARWlLTaNTNIenIsums

AsmsAnwnduuuu Randomized controlled trial lailsiU3auiteufugfunuu Afulunsaismenisunmg 10
aa = < aa (3 7
AdnsAnwduluu Non-Randomized controlled trial AfnluIsaNTNIAITLANG
aa = < aa 4 5
AvnsAnwduwuy Comparative studies wuu Cohort studies (Prospective) FRnsilunsanmenisnme

3
A8ns@nwduiuy Comparative studies Wuu Case-control studies (Retrospective) Afiuluansansmisnisunmd
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- finsuansua Risk Assessment Report for Elemental Impurities 'Lumgjimaqmswﬁmﬁy’q Finish product uag
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