wannaein1sUsEliuAUssansnmAasmn (Price Performance)
318119 secukinumab 300 mg/2 mL solution for injection
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1.1 Active Pharmaceutical Ingredient Specification # 5

nselasun1ssuseslusiisen Official Pharmacopoeia

: 81989 USP,BP,Ph.Eur,,IP,JP atiuanan waswilulunseusiueuds 5
: 1989 USP,BP,Ph.Eur.,IP JP atulmininvsgniaszyssnenunnnit 3 Yuazudlulunzdewsinsueuds il
: 81989 USP,BP,Ph.Eur, IP,JP atulmindszmesyusisemnnni 2 Yuasuilulunsdeusiiveuds 3
: 1989 USP,BP,Ph.Eur.,IPJP atulmininvsgniaseyisnenunnnit 1 Yuaswdlulunzdewsinsueuds 2
: 81989 USP,BP,Ph.Eur. IP,JP atulmindwsznasyysinsenunnd uida ladlduilalunsideussuen 1

: 81989 USP,BP,Ph.Eur,,IP,JP atumulszniassysiseuaziililungsfeowiueudn 0




nsallalasunissuseslusiisen (Non-Official Pharmacopoeia)

: 91984 In-house specification NaanAdasiu general chapters mufisyylilu USP,BP,Ph.Eur. P atiuaian, ICH

Guidelines (Q6A) wazuAlalunzidoudiiueiuwdl viadugduwuy

: 91984 In-house specification fdenARBsiu general chapters aufisylilu USP,BP,Ph.Eur.JP atulniniy

UsgnmAseuinsemnnd 3 Y, ICH Guidelines (Q6A) uazuAlulunzibowsiiugudn

: 91984 In-house specification fNdanARBsiu general chapters aufisylilu USP,BP,Ph.Eur.JP atiuluind

UsgniasgysinTeannndt 2 U, ICH Guidelines (Q6A) uazudlulunzilousiiueudy

: 91984 In-house specification NidanAResiu general chapters aufiszylilu USP,BP,Ph.Eur. )P atiuluini

Usgniasgysinmeannndt 1 Y, ICH Guidelines (Q6A) uazudlulunzilousiiueudy

: 91984 In-house specification NidenAdasiu general chapters aufiszylilu USP,BP,Ph.Eur.JP atiuluini

Usgmasyysin1e1, ICH Guidelines (Q6A) usillldudlalungilousiiuen

: 91984 In-house specification NdanAdasiu general chapters mufiszylilu USP,BP,Ph.Eur.JP atiunuusenie

52Us3181, ICH Guidelines (Q6A) uazuflulungiBeusiiueusn

1.2 Finished Product Specification #

nsallasunissuseslushanen (Official Pharmacopoeia)

: 81989 USP,BP,Ph.Eur. IP,JP atiuangn wasuilulunsideusdsueuds (seylulue.5)

: 91989 USP,BP,Ph.Eur.,IPJP atulmininvsgniaseusisnenunnndt 3 Yuaswilulunzdewsinsueuds

: 81989 USP,BP,Ph.Eur, IP,JP atulmindnsznmasyusisemnnnit 2 Yuasuilulunadeousiiveuds

: 91989 USP,BP,Ph.Eur.,IP JP atulmininvseniaseusisnenunnndt 1 Yuasudlulunzdewsiniueuds

: 91989 USP,BP,Ph.Eur.,IPJP atulmininvseniaseusisnenunnndi wids llduilulunzibeusiven

(szpzrianlainu 2Uiuan T uRd TN UANENSTUNTEIMNSLATENaISUeNENS 8 .5 DeTuduenalsiaussian)

: 81989 USP,BP,Ph.Eur, IP,JP atumulszniassusiseuazidllungfewisueudn

nselilasunissusedludisen (Non-Official Pharmacopoeia)

- $1994 In-house specification dannaIy general chapters Gl’m'ﬁizulﬂu USP,BP,Ph.Eur.,JP aﬁualﬂ?jﬂ, ICH

Guidelines (Q6A) wazwhluluneloudsueuds wsadueduiuy

- 91994 In-house specification NidanAaasiu general chapters mwﬁﬁqu’ﬂu USP,BP,Ph.Eur.,JP atuluini

UsgniAsyusinsemnnd 3 U, ICH Guidelines (Q6A) wazuAlulunzibausiiueudn

- 91994 In-house specification NidanAaasfiu general chapters mwﬁﬁqu’ﬂu USP,BP,Ph.Eur.,JP atulninin

Usgmasgysinsesnnndy 2 U, ICH Guidelines (Q6A) uazudlulunzifousiiueudy

: 81989 In-house specification fidenndeiu general chapters suiiszylilu USP,BP,Ph.Eur.JP atulminiy

Usgmeszysisenmnndy 13, ICH Guidelines (Q6A) wazunlulumgidousiisueue

: 91984 In-house specification NdanARBsiU general chapters aufiszylilu USP,BP,Ph.Eur.JP atulnini
Usgn1Aseysngen, ICH Guidelines (Q6A) waililldudlulungideusisuen (svpvialidfiu2lduaniuiiddnanu

ANZNITUNITOMTUALYIAITULDNEATT B .5 'ﬁai’uﬁmaﬂamauaswm)

: 97984 In-house specification ¥idannaadiu general chapters (ﬂ’m‘ﬁiqu’ﬁu USP,BP,Ph.Eur.,JP atumiuusznie

JUMTIEN, ICH Guidelines (Q6A) uazunlulunzileousiiueudn
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:In13Anw1 long term stability uag Accelerated stability @3l ASEAN guideline ASURTMBTgE ULRAN(=3T) Uag 10

a =2 . o PSP = o = v
Inan13Anw on-going stability Unewtlagtu uaziiienansuaniasuniu

Jinsfinw long term stability Wag Accelerated stability @1u ASEAN guideline ﬂﬁumum&;muuﬁmﬂ(ﬁ%) Loy 9

$iHan13@nw on-going stability UneutUaqdu

AIn15ANnw1 long term stability waz Accelerated stability a3 ASEAN guideline AsusIu@geuLaaIn(2l) uazdl 8

HAN3ANY on-going stability UneutUaqiu

Jinsfnw long term stability Wag Accelerated stability m1a ASEAN guideline ﬂiumumqmuuamﬂ(zﬁ) wel 7

Laifinan1sfinw on-going stability UrewdTagiu

An1sfinw long term stability uaz Accelerated stability n1a1 ASEAN guideline Asumue1geuuaaIn(2) wily 6

dnan1sAnu on-going stability Urieutiagdu

JinsAnw long term stability way Accelerated stability Tafuluanu ASEAN guideline ATUANUDIYUIUVUIAN 5

(230) uaziinanisfny on-going stability Yneutlaqlu

FnsAnw Long term stability uaz Accelerated stability laiifuluniu ASEAN guideline asumuiegeTuuaan 4

(29) uagiinamsfinw on-going stability Urieutlagtu

JinsAnw long term stability way Accelerated stability Tauluanu ASEAN guideline ATUANUDIYUIUVUIAN 0

usiliifinansny on-going stability Yagn
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a = 1 Ao o @ a &
- fwan1sAnwn BE 914 fast way fed study NSusedlneditnauamznssunsonsuasen wie Wuer BCS
class | Ale%u biowaiver MMNETNNUANLNTITUNTDMNTHAZEN 15
- Anans@nwn BE g fast condition Fedntingaumngnssunsamswarenlinissusesa 12

- {nansfnwn BE Lamie fast condition welaliiviladasusessa BE a1ndiinaiumnenssunsevsway

- lifinan1sfnwn BE 0

Ao
n Nfusedlag

- AnansAnwn BE 4

FiinuaenIsUNNTaIMNSHaren vise Wuen BCS class | MlF3U biowaiver NdTNuANENTTUNTOMTHALEN 15

- Hnan1sAnwn BE 19 single dose way multiple dose lun1y fast condition tiieag1aien T

o

AUNNUANYNITUNTOIMSRAE YNNI TUTINE 12




- AnansAnwn BE 919 sinele dose wag multiple dose lunng fast condition Lileape1aien weilidl

PMIsED5UTEINE BE :ndUNMUANENTINNITEINSHAYEN 9
- {Nan1s@nwn BE  sinele dose Tunng fast condition Lilesaeaien Feiiviladasuseasna BE anndinauy
AYNITUNTOMTUAZEN 7
a = . e = 1 a i 1 o A U o cY
- Anan1sAnwT BE @wg sinele dose Tunae fast condition Lilepenaien ualiil wilsdesusesaindinaiu
ANEATIUNTEIMSHAYeNliNSSUTeIHE 5
- liifinans@nwn BE 0

- fimsuansua Risk Assessment Report for Elemental Impurities Iu%ﬂju%aﬂmiwamﬁd Finish product ag

Active Pharmaceutical Ingredient uagdn1suanaonastuaamnasiiiimavasuwlainssuiunsnanfionvdmal

AULUY 30
AmsFnwiduiuu Randomized controlled trial WS UgURUENEULUY ARLWILINTENTNINITUINE 20
aa = I . . M v = o v ala L4

AnsAnwduwuy Randomized controlled trial lallaUSsuiisuiuenduwuy ARUWIISENSNIeNITUINg 10
AmsAnwiduiuy Non-Randomized controlled trial Afiusiluansansnianisunmg 7
ASsfnwluuuy Comparative studies WUy Cohort studies (Prospective) AfiHlUNTENTNINTUINS 5
A8msFnwudunuy Comparative studies LUy Case-control studies (Retrospective) @iuslunsansniansunng 3
LifinsAnwnidenamaiin 0
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: finm3uaning Risk Assessment Report for Elemental Impurities Tuynjuvesn1su@nng Finish product wag

Active Pharmaceutical Ingredient waliiansionanssnasmsivasuniainssuiumniniionadwwalmiinnis

Yudou 8
- fnsuanswa Risk Assessment Report for Elemental Impurities Iujjjgjummmiwﬁmﬁd Finish product ey
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Julou a
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