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Secukinumab 150 mg/1 ml solution for injection,1 ml pre-filled pen
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1. doen Secukinumab 150 mg/1 ml solution for injection,1 ml pre-filled pen
2. grugsiEvly
2.1 guuy Fuenh Ysmande LifddSEmieseu dwivsliRam
22 dwlseneu  Ussneushedien Secukinumab 150 mg lu 1 Sad8ns
23 auaussy  YSums 1.0 daddes
24 amvzussy  ussqluveeaussgE A ndoriiandesdn Pre-filled pen
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3. pauduUAinuvaile

3.1 Finished product specification: Secukinumab solution for injection

) Test items Specifications
1. | Identification N5
2. | Assay 90.0-110.0 % of L.A. of secukinumab
3. | Determination of free SH-groups 2.0-2.7 mol SH/mol secukinumab
4. | Determination of methionine content 4.5-5.5 mM
5. | pH 5.5-6.1
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3.1 Finished product specification: Secukinumab solution for Injection_(sie)

de Test items Specifications
6. | Osmolality by freezing point depression | 300-400 mOsmol/kg
7. | Purity AU
8. | Impurities
- Sum of impurities NMT 2.5%

9. | Sterility AT
10. | Bacterial endotoxins Less than 0.4 EU/mg
11, | Particulate matter (particle/syringe)

- Particles > 10 um NMT 6,000/syringe

- Particles > 25 um NMT 600/ syringe
12. | Bacterial endotoxins test Less than 0.4 EU/mg of secukinumab

3.2 Drug substance specification: Secukinumab

o Test items Specifications
1. | Identification AT
2. | Assay of protein 175 - 215 mg/ml
3, | Potency Inhibition of IL-6 release from C- | 80 - 125% compared to the reference
20/A4 chondrocytes substance
4. | Determination of free SH-groups 2.0-2.7 molSH/mol of secukinumab
5 | pH 5.5-6.1
6. | Purity AT
7. | Impurities
- Sum of impurities NMT 1.5%
8. | Determination of CHO Host Cell Protein | NMT 20 ng HCP/mg of secukinumab
9. | Bacterial endotoxin Less than 0.1 EU/mg of secukinumab

/

ARNTTUMIMAUATIEAZITEAAUSNUMSIONISUASTIAINATS

LA

g LV

(WeamseIR oushgly)
mau?\éinmsums

. L
4
(uwmfaﬁmc&u fdvaiung)
ndnsdruiginisfiveie

....... ufind

(wransiing Fetmumnade)

uwngdugnsiiens
<

x...4
(WWENANT 1W3gAR)
wndanyduignis

{. ’

¢

(uedgysd IFeRInna)
wndensideargy

ﬁ;‘; 'F;w )(
Wrenigruuned n3an1s)
ndwnsufinnns




vueivg - *Hads Dissolution wae Uniformity of dosage units Wkuuianasuans Teasiduananisesis
Anzred mnldudenessiBuafiduduatlsivlu coa
- nsdiiteavefouudemaiy waive) nanseseviaTevirienslabitusansenassngrudenanad
I#Sueyisey
- Drug substance specification ﬁm‘mmmnﬁﬁm‘swﬁ‘umﬁnﬁm drug substance #38lUAASEY drug
substance waunBneduiagy atulnaduwil dimsmscdinseinsunnidefimun

3.3 Wan19M32931AI18Y Elemental impurity %398 Risk assessment report (WandLansds
Usznav)

) o
4. WNeulvdu
% | ' v A 4 o el o = w
gieenminssduduunmeieienans wiaasarelledeiusesenasinediidun vesuSen]
s & o o d o ] Pop 2
4.1 wnansilldsuaygatunsdeudfusiesmunelusnelne uardumi(declare)unawdn
hod lg o _ Q7 1 1
4.1.1 Tudégymstuveidousdver Wun  ve.2 vie.3 ve.d vie 8.2 udusinsdl
° & <l o
4.1.2 Tudwetuneidou ve.l vie v.1 assenflauesia wisureasBeaiidanisaiuey
A w o .. . N o
Aun s dnduinuifunedou (Finished product  specification) uazdarimuanua e

9
s [

QAU (drug  substance  specification) nsdiflegsmitnsiuisuutasudlufiudussdeauy
lenasnsvaufly (8.5) suwdeu finished product specification  uag/v5e drug substance
specification lagvauflunsuiulsenmassmasadidnvsetnduarlaiiiu 2 U o uuseniausenin
sndidnnseiingd
4.2 wnasiuseunsgIuMIREnen

4.2.1 nydlemdalulseivelne frdadesdienaiussnnasgiundnenumdninasiuas38nis
Alun1snEne PIC/S (Pharmaceutical Inspection Co-operation Scheme) lagwiage1y PIC/S
participating authorities w3eflienansfusewnnsgrunsuiaemamdninusiuasIBnsimlunsudn
grvesdhilneueNENTIINITEMSULAYEY NIENTIENEITET Bsmustulaeiinusonedeuas
FfsufundninasiuaziBnsi@luntsudnen PIC/S Tumneufliauereatusganuseunis

nssvdaulnaiinanisiusesfeiulsemalsennsasidnnsatind

-

ANSNTTIMSATVUAT IR SUAAMINEUSIONIZUASIRINEN -
~ L i
q/ W wﬁ\ ¢
I @S = 14 o e/ =y
(WanTgs susigly) (uransfing Te¥aumnded) (udyrd 3FeRBang)
WIBUHASTIUIYNS wrkwngT ARty indonsifenyngy
P -
............ A M b
(UNEATTINT 1e3gyAT) (Wnaedgruuned alanis)

wndunsdugnisfiee wndensdugyng ndynsufusng




4.2.2 nsdlynddhansineussne fudadesdlienansiusewnsgunisdnemavdninasiuas
FmsAtRlumssBnerPIC/S(Pharmaceutical Inspection Co-operation Scheme) lnuuwiaasuPIC/S
participating authorities atuaganssaunmsnmsdeulaeiinansiusestieiuuseniausenansian
Biinnselindvieengraandnudusinsd

4.3 wnasRmuAYeIElausIAN

431 wan1snsvinTesiRuawkdndusienduioguvesdndn (certificate of analysis
finished product) Tusnjuitdatufesng

432  mansesvdeTsiguningiuvesdiedy (certificate of analysis of drug
substance) ﬁ'l%‘lummﬁmmiuﬁdmﬂuaemﬁ"wmQ’m%mmuasﬁmﬁm’mqﬁu

4.3.3 ienasvizevdngrubuduauduiussewinsjunisndavesingiuvesiaend fey (drug
substance) 4e 4.3.2 fujuntinBnveswdndusierdudagy (finished product) 4o 4.3.1

434  wan1sAnw long term  stability maamhammmmﬁ%wzLﬁuul"fﬁ’uahﬁ‘mﬂu
ANISNTTUNMTDMNIUATE NTENTIEATITNGY

4.4 fegden
4.4.1 Jauerefesdsognetetler 1 misusigins duludunuuanseasiSuald
asufunuiidmusluidenmantarilutriu
4.5 mavssfiugunmefiduey
4.5.1 grildweufesiongliinnmin 1 T duentusdn
4.5.2 ymnasitdaey sedesdduuinmaisluiusemanameiinseieiuiidaey

4.5.3 nafifviesamaiinsguiedenfidasuiedwssliesedauam whesiens
whwildefewetetns Tnefiaueien §ue) ssfesdwnfudnaudmauiwiaesens
dwnsaniiesedt wasduffuinveudlddeiifededuninmsiinseiguam asdinuiietsl
Wulumuraidnenziens mhenemiveanudnsbifufinsuauesaefind1ivesiaussin
(ne) wor/vieinslunduwiely

4.5.4 fiauesm §ue) wxfesfususslesilndmnety viadeifanadenanimeae

1 o 1o d
Usznslag neurwun laglifiGeuly

ARATTUMINMVUATIUASIBUARNSNBUSIENIZUAZTIANATY C

@ W _

[ o 4 W «o .4 e/ ol oA e
(Wnanged susigly) (Wiansiing Feaurndieg) (unded IteRdana)
wewwRd e Yraunngdrungynsiitets wndansidenengy
-

/ 1.4 N o of
> wd o
(wranfunun | Mavaning) (UEIing 1SSgyR3) (weglgruund 0iams)

ndensdrunginsiiene indunsdungnis wndnsUFURN3




46  neflifusilfesnsarsuas/viailorreuld Fesansfnwmnuman mudenisazans
waz/viaideanlufivharaurngesufu uszseardesfulenansifiuen
4.7 fauesie (une) Suserliunidndygneunsurimun s
471 nydlnanisdunsanfinsesiond Tnensuinermansnisuwndvieveau foRnnsals
WM ISO/EC17025 man1snsaniiasissiliiiulumuanasyudedwmunlulssmeaussnmnsian
4.7.2 nadindnsasieinignienifiuiuaniemarslaedinmurnenssunisemsuasen
Tuthnawesdgygerdowany
4.7.3 ns:ﬁwuﬂ:umﬁmmwmnN§mﬁmﬁunﬁﬁmdwam’aﬂszﬁw%nauazmmﬂaamﬁ'wia@'ﬂw
ATy
4.8 wmhesensvesrudnshifuieusdadusdeifusefignFenfuiulaediney
AugnITuNTIEMIsWaselussesiagn 1 U newludsenirlssmasmdidnnselind

5.miussdiuA1UsEdvenneiesian (Price Performance)
nsansauaaslandninusinisussiliuAtUssaniniwnasian (Price  Performance)
TeasidunmuenasUssmnmm Tnedeeglusngy n fwusmiwiindadiussuuuresiuswin 2
#2 reil
1. Tefleus (Price) Pdwiinivinfudesss 30

2. wwgruresdufmIouims (Performance)  dwiinwinfufesas 70

ANSNTTINTSMAUATIEaSITEARMANYMZIANISHAZTIAINATS $\
/

@}S D(‘M/ e w%\\é ................ T

(WnanTgsR eusfigly) (wrawsfing Felaunda) (udyed 3HeRTeng)
wgunvEdgnIs wguwnddugnTiay wndng ey
<
K ......... Lo Thione wof

o = < =3
(uwmﬁumln saiung) wEmfinne 193gA3) (unuelgruunsd niants)

o o oMn
wndansdungpsiivee WAYNITIUIGYNIT wndunsU{usnns

&



nininausinsussfludiussivinmeiesnat (Price Performance)
Tsewerutragauniy

nrRearusmaauesim eldvdninasinisussfiususedvinmeiesian Fedifaus

(% =, a 1 o 3 ) o S o o &
wanﬁl%lﬁummm“lun'lsﬂizwuﬂ’mszawﬁn'lwmai'lm Usznaunie 2 MU BagNMUAUIvUN sl

LI
. . Unminasuuy
fuluan :
gINgst N
1. sATligue (Price) 30
2. MpIguresusmieuims (Performance) 70
kXY 100
wnsgruressudmiauing (Performance)
¢ A Qo L) g o/ as é‘
Usznaumaeiulsses 3/ uasidminrsuuu fsll
AulsIes dinazuuy
1. sesgrununwaBngiud 60
2. wmIguesURms 20
md a1 o QA
3. amauwmLgaﬂss‘[wumamwgumm 20
Ext 100
o W o o w ¢ o o &
TuavIRuRiLYITed 3 /7 dvdninaeinsidrzuuungmunn #il
1. wnsgrunmun waEadiel ASUUULAY 60  AZMUY
1.1 msfusssnasgruntndud 15 ;suuu
= @ a_ w & %) v o e &
finsfurewnnsgrunansiue audeladendiwieluil
dedoy AZUUY
1.1.1 Ug@nedendnfasiennunimuazdudn Green book) i 1 fussilaglu 3
1.1.2 HuenitldfunsdmdentslulsmennanguaniduummdmansuvisUsemalg (uis 2
Touvienddelu 7 uvie doif swqnaensel @By wsmBuR swamsrurs el
Tw.AfuATund snasratuaiuns)
1.1.3 Wunemaeniegludtyiuinnssilvelagdu 5

(35 */ m?wg

(WeamIsgaR susigly) wansfing Seimumidled)

amznmm'zﬁﬂmmwassﬁﬂﬁQmﬁ'nmuzmmzuassqmnaw

L.

o

(unedgyed FHuRBang)

WUy Ms weuwgd gAY indunsidenungy
7 -
.............. A o Mg £
= = L ¢ o
(UNERusU FaBZsiung) WRETTIWG LSRR (WIHAFUUUNIA 0I8N7)
ndansdnngpisiiee wndwnsdngnis indunsufjusng




wateday ASHUY

1.1.4 Wuedeinanisansdianyien stuaulitesndt 3 sumsnan Taevesufinsd 5
j: A F ] ar £ d ! [=3
19Funsiuses ISO/IEC 17025 annwhesussduannaviensuivda sl fiBing
¥ o » o v ‘v 3 o 1 o
RN AL ﬁaﬂ"mamsms‘ammeﬁmaﬂuuaam‘lﬁ'ﬁaﬁszq‘lu Green book atuangail

eneaniigieiu uaznan e vilonglifiu 5 U funtuitldfumsiusemanira
Amzdt fefulssmeauszmesimdidnnseiind

1.2 snwasnnenmesderdiiogy 5 AZUUY
franvnpusnvasusaiildeniudwiennussamduian 5 veseuAazULUY waid
virdadoy ASUUL
1.2.1 yudia >

- tudleliinfay gaundeu Tneguinsesunnvidesestuvuiaisinen,mauan figansenns
wWasud manednfusesdae videmamnadnuukliniugussgvieuudadine

- oudlndoy  garwliasanmusadaniou mumbhiausvemaadoy Taugainey
wn Sigense anumevtesiagriouLasmaineiuresen

- peles waanduude oy sdnwastewaUmsiudwIeseuilunnung  seeses
7
‘o | »
JLUAEN

msvasefine Tagguinnsemreuion1sieds, fuasmse

1.2.2 inda 5
= 2 =) o

- DRONWA g MIAZATEUBIHIET wdsnsazate  aldves srsazane

ATNEAIVBINIELN

- e1duuuaniaeene o aaild @

- GIAALUURTIUAZNDU 2 MINTEAEHT

1.2.3 918 5

- gy ganwuendwlunisld,
S1urueds pruiteny

- g meenn/y § Al

- 91ReUTTYEes wee1siu aldudaliufeu messanense n

muznmmsﬁ'\mnsqsaz@uaqi’nvmzwmsuazmmnme S

ndrnstugnstiee wndgnsdnngnns wndynsuuRnis

{
- Ve
P
@ qw\/ W o
= ¢ £ o o L34 = as
(uwmqéﬁmﬁ ausfigly) (Wwsfing TeTaunded) (Wedgyed IfuRInng)
UBLWNE AU NS uwuwwsj"*ﬁwgmymsﬁm"e indunsifeanng
A / I D
..... —-— e . g
(wvamdumn (& AUUNE) (Weamfinws e3gA3) (Weelgruunid aianas)

p



1.3 dayesdusyugunmussdniosl 25 ASUUY

Wdaten AZUUY
n. g nudndueidunyy 25 AZUUY
9. fimseinwweaiiln (Clinical trial) 15 Azuuu

Tneflisiseuntsfinwmeeddniufeuiiauyse s nmnes e fueduLuy ¥es1891unIe
an 9 o o o o
AddnTiusLansdalseBvBnneserasmRuiliusanensunnd Regan &l

1. FnsAnwuduuuy Randomized controlled trial LagfinsiRunnansineias 13 AzuUU
MsEsINsunmgiundete

2. FmsAnwuduwuu Non-randomized controlled trial  waziinmsifuinantfnenas | 11 Asuuu
)
MsEIMRMsuwsTiudede

3. Tn1sfnwnlu Comparative studies WUy Cohort studies (prospective) waeslnng |  Aeuuu
) ‘J 1
Muransfnwiasnsasyanmsunndfundeds

4. FnsAnwufuuuy Comparative studies wuu Case-control studies (retrospective) | 7 Agluu
a e o
warfinmsRuinansfneransasneanmsuwndfundede

5. 38n19fnew8unuy Descriptive studies WUy Case reports/case series uarfinsaiius | 5 Aruuu
P
NaMSANWIaMITEITIINMSuWERUTete
o - ,
nssifdunsinentieufouiuendusuy  Wesuuufly 2 azuuu

6. MIAnwITe 1., 2., 3., 4. wie 5. AllaFAuluITas 3 AZLUY

(3 h.2d g
a. imsAnymeliaduyavesen (BE)  fersandsil 5 AT

1. aarduvdeviesufiRnsivhmafnurluseusemedasindngrunansinldfunseendu
MNHTNMIURMENTINNTDMITUETET nTENTNESITUgULER Todmiunsdutandeyivl
(New generic drugs) FdunzDeudus U 2546

2. Wnsfnwdisaiiu Randomized crossover design #58 Parallel design (nsfend t1/2
817)

3. mafinfeneanatasmaduemaliesitilquad vieidudioe wu swede wezendu
HIV

4. dwnushetiidnundedsifeosnit 12 au wredufunsfinwuuy Parallel $1uu

'Y o v s v ' 3 .
m?@ﬁ?ﬁ'ﬂﬁﬂ'@'\ﬂa\ﬂi}uaﬂﬂqq 2 WMUBLUU Randomized crossover

ansnsinavunTeasifusguinuusiewsuasmnats

el Lo
- -

/ o/ iy :
WNEMINYIR eusfgley) (wansing Fe¥munndae) Wedgyed SHuRnng)
Wk dghuigng Wehwvgdugn SR wndunsidengy

> g
/ 2.1 Wiy
v .Iv =
(Unamuaun) pedeauna) (uwamfinms 9igAY) (wetlgruumd 0iane)

indensdrufynisiiee wndensdungnis wndrnsufirnis




virdatey ATUUY

5. fnmImneseurumsaukasgnieesitiieesifienlu biological sample
w3sli
6. WBnslien dadlugiifiunuy single dose nsteuuy multiple dose aeldidled
sefugluifiensiunn viaiuen sustained release uawganil washout period el
Feflsvernnanstheton 5 whues t1/2
7. mufiufhegrafenseuiuediaies 9 9o - Aeulien, 2 qeeassedurtdedy, 3
R9BU Cmax, uew 3 rYesedugnideas ssesnanfukvuadeusgaios 3 wih
89 t1/2
8. NaNIVIREEY 90% Cl vesNasnviTevednduusiay Parameter fia Cmax, AUC t,
uazAUCes My log scale vasenandiyuassndunuy Fesaglutas 0.80 - 1.25 Tedteinil
BE wifiu
innsintsfiorsannsinemsamyavesen (BE) Avsandll
1. fwunaudiyndeldresuuiy
2. fmavmay 90%CI Yesnariaglutae 0.80 - 1.25 uilsiknuinausitoladeuil e
fiolimsfnuilaundaie (lawe BE Adudunisdiud § 2543)
s. il TE orange book US FDA w38 EMA 5 ALY
WuendseglutiyTaedelu Orange book US FOA e EMA
nsdlnafmgeeiutyTsnedelu Purple book US FDA ie EMA

1.4 Elemental impurities 5 Asuuu

1.5 dayansAnyiAMuAtENIWED (Long term stability) 10 AzuuU

fimsfnwmmaesmweiitunedeuhive wisuienansvievdngrunansdinsfinuaun
juilndnlapanuiindnfiauasen farsan feil

1.5.1 fin13@nwn Long term stability Wwas Accelerated stability ®13l ASEAN Stability Study
Guidelines Tudamnas ASEAN Harmonization Product on Pharmaceutical Registration ’a’uﬁ 26 5.A. 51 19U
guin vinsAnwruasanmeniigangl 302 °C auFudining 7515 %AH 5 AvkuY

1.5.2 {n1s@nw On-going stability 5  ABLUY

ausnTRINMIAMMUATEasBunquinuusiowsuassmnats

................ W ﬁ\%‘&

(Wsangd eusfigley) (wransiing  Se¥mumndizg) (udgrd FuRBana)
wLuwnddugyns wsknvdgrugnsile wndanaderrgy
<> -~ ;
v/ ‘mgbme
(mamﬁumukl Hytung) (a1 93gA3) (Wetlgruund olann)

wndenstunghfstiens wndensgugns wndansUfURns

q



2. ANIY mﬁgiﬂﬁﬁﬁmz ASUUULAY 20 ASUUY F21304197N

2.1 smsgruttesdfiiiingg  mudeladenids fl 10 ASLUY
2.1.1 srdwdnlaelseuilifesufiRnesinanasg ISOMEC 17025 Funtsvageugnannnizesnud
gausuluseduana (ILAC MRA Signatories (International Laboratory Accreditation Cooperation

Mutual Recognition Arrangement Signatories)) 3atlugnsunuu 10 AsUuUY
212 edudlnelscoundnléunnsgiundng WHO-GMP, GMP-PIC/s uardinsvageuensin
viesUfiRnmsussaniuiifiunats (3 party) fldumstuses ISO/EC 17025 5 ASUUY
2.2 emavadaunansiueien aadeladends sl 10 AsuuY

2.2.1 vesfinmamude 2.1.1 frsunaruaunsafunieseundndusioudarguuuy ie

Yo 2.1.2 fimsduuasTinseindniusien lumenimegay (test item) fm1sng 10 Azuuu
FIWNIVATOU azuuy (fouas)
f | Assay or Potency 40
4 | WadeBumu Finished product specification puusenAUIENINgIANS 60
2.2.2 FeeUfURmalsanunBneniléuninggiu GMP-PIC/s 5 Asuwuu

ASHULLAL 20 ASHUY  ARISRINRIN

ar ' o P w &

3.1 ANUMSTRINITUSUSTTY, UTTYAneluazeain 10 Asuuu  ARnseneuguuuuen Al
Wadioton ASHUY

n  nedifidueuda 10 AZUUY

d @ o =
3.1.1 meurysigndudaenuarussqgiuel - fasanan

o o A o Q ¥ 1 t
- MdnwsUuRaINN U UTIRRdudEEusrUTIYAnsiauie dauau luvgaaen 2 Az
- Us9qsTauat 1l geman 1448 nusentsnseunn
1 o Q) d
(Wisuidlsuusiasuish Afgrisnsuuuiu)

3.1.2 ussyfnusilasfunamngmisegon (awiseniideslasiunas) 2 ALY
3.1.3 enifleussyeeluuasiiilaminssyfesn, LotNo,, ’a’ué'umqm Wnauln 2 AzluY
3.1.4 g1diafl imprint code vuingn dssresensusd (identification) 1 ATUUY
3.1.5 gdiafiinuudls deelivesuin uasfinw stability vdawnuvadiae 3 ABLUU

v. padifidivenda 10 AswuY
3.1.1 murusigidudauesussgiost  Aeanenn 2 ABUUY

Q) e

d ) h 3 ) ] 3
- fadhwsuuannaeuruTIgTidudssuaruTIgSue e1ude Sy livgenen

AnsnsTunsivuaTeaBuepuinesiawsuazamnes

@(W ................. NQN}{ ............. S

7
(WETEni eusfigley) (wransfing  Je¥muraded) (uedged SHeRlens)
WLLAVIEFRUIGYNIS wiswwndgungnsitens ndonsdeavgy
Mi
Y A 7.3 sy
(u'mmﬁum]m dviung) (WEfnmws i) (Weelgruunid 63an19)

indunsdrnegnisfivay wnd¥nsFugnTs wdrnsuuRng




- uTsqsieust wild awenn 14dire vuslemsnszunn (Wisuifisuusiasuiey Agm
Iiznudy

3.1.2 ysvqiusilestunamnamisetes (tawzenfiFesdosfuuas) 4 Az
nsdlfuiaivriniinanafinvusounazsesiifurn desfurinmnnseunn
3.1.3 slipfimeuzussqiliu vial uaeili-Tamnein flip-off tsannisuudiou wie 2 ATUU
winmaurussliu am pule veengwindty
3.1.6 e Suunedadnusvesden fenddyuazauuse VURRINATIULUTTY 2 Agluu
Suegeliidosnt 2 fafiwes
a. nafififueviy 10 AznuY
3.1.1 Mwsussyiidudasuazusyiel Rersanan
- fadnwsuuemnmurussyRidudaeuasuTIgusieuie daiu Livqenen 2 AEUUU
- UsTRAiuel 1Y aeenn T4dte uslentsnssuwn 2 ALY
(WEsuisuwsiasuden Ageldnsuuuisi)
3.1.2 ussytnsilestunawnqmieges (ewseriifecliostuuas) 2 AYLUU
winsweziuuuaiy 10 heewuuldiduiudu 10 aeuuy
e padifiudungs 10 AzHUY
3.1.1 meuzuTyidutanuasussyts  Avsanan 2 priuu
- fhdhwsuweanaeurussidutauasuTIgSusisude daiou livgeaen
- UssYsieust 1Y aeman T nudenisnszumn
(Wisuileuusiaruien fgeldrzuuuis)
3.1.2 qnensiiwanadin seal Ynafinesuusnuazsilu (double protection cap) 5 AU
wnsauasuuuniaiu 10 Wihasuulviduiadau 10 asuuu
3.2 ilumsgru GSP uas GDP 5 AzuuY
3.3 mMIuimInaensue 5 asuuu #9180
vrfatoy ATUUY
3.3.1 syggialunsaned 1 AZUUY
3.3.2 aruazadntunisfiode 1 Azluu
3.3.3 Yseiinsviedsdusi 1 ABUUU
3.3.4 msfuAswAuud 2 Azuuy
v ) 219 AnEslaNIzILaY 1
ANsNIIINMSMUUATEaduaRuaneMsawIzuasTIMNG {%\/

Do/ T

(mam'n%mﬁ susigly) (wawsing Felmunidud)

(Wedgyrd IHeRBnng)

wgwwngdrurgyms wswmdgungnisiiey undensidenngy
= - g
LoiBe uhbesng
o oy L% g  a
(usEmunu (WNAIWS LASyA3) (WBUFVUURIA 07aN73)
indensdrupginsiiens indansdhungns ndwnsufuRns

"



.................
...................................................................................................................................

B TEUVAUER DU oo e e e s e sttt ee e se s

e DU EUE1) oo ee e

Uszitumsa (60

wiewe: ngannsanseandealinsuiiu wdenwuuausmeniululausan

w o w o P
Tufutudatauamedumatin



as 2 A £
munsdnviusunsliwaninBaneluysava

{ )

TATINT oot s ere s rostissaesssse s ssssmmsns
menswaguiersiudiitdiulasinns
w o o
ununisldnanininnwlulszmea
fdu s18n13 wite  Bara | swsewne | ulu | Aag Wei
(um) Tudszind AU szind
(574)
& Yudiug
) X 1 -
© nszrdiag
o Hnuwau
& aen v }
& Taulv |
334 XXX XX XXX
8031 B00 o @mo
(Souns) ;
| 4
= 2 B 'u
BB e o (BF g weSudng




F9NEUNIRAY @

s o/ a o
LL‘UUVIU\]%Q?U‘S@Q’NN“E‘NL%@

< 9 a a o
B3I FUTBNNNUAULYD

AT (%apziﬂsznaums TAYARS/UARBTTINA ... wyUsedng
K138n1801n5/41auUsE3IUSEV YU L@VT oo svvardrfunstunz ey
Jugdusenaunissuneadne damundninasiuay Bnsfedenduguszneunisaiuneasng
mmﬂimwmmamaaLauavxmﬁaimamqLauﬁuma/ﬁ]uLmaumamuanwmamwaﬁﬁ
wfiaulmmsamax,auaﬂsmwwaumataualuuuamamﬁma\mamsmamuﬁmw silou vSellunlilifiame
fazidduteiaus waumaLauammﬂummuauwamﬂﬁu']ms Imamaammuauwa o T & vasyam

wﬂssmm%ﬂmamsmaswms‘wa‘wuaLau'aﬂu Lmauﬂ‘ix‘i JelAnuUsrasAAEUIAT oo

14

=

o

.

.

r.'l Qs a s o 4 e > 5
(BOFUIAT) v, FUTOINNUFULTD LN UTENBUNTNINTUIAIY WU

................. (ﬁ@ﬁuqﬂﬁ)................‘UEJ'iUS@Q’J’]........‘....‘........(’U?JNUi”ﬂ’eJUﬂﬁ URunna/
UAARTTTUA oo Tradununyudewluraduldanndn. UM
G U TusnYs.......... ) LA BUR AN UAULDATETUINIU e U



s «f
fdoY @

wuunilsdaSusesrsdududedidnnseting

e Suseridudude

s o w

AW, (%a@’ﬂﬁznaums AYAAA/YAABTTTUAD oo LaYUTEaIEn
H1d8n1801n9/180UsE IHIUTEVIVU 48U, sz funstunsdou
Hufuseneunisaudeatne Famundninusiuasitnisdadenidugussnaunisa uneadis
AvualhfBudvedesausntedasuseriniudude/asidfudoiaue funiassureds
%u’é‘aulmms@"u%mauamgﬁﬁQ’ﬁu%’aLauahjﬁ%laﬁ'\qv}%‘umﬁﬂﬂ'ﬁﬁanmwmﬁau wiellunlsiiieswa
fazidhButoiaus {iutelauefomeniududonnsums Tnedesiiuaude o u « VBIYAAT
swsznamadasimsyiesensittudoiausluudazads Sefiamuussmdlvounme. ...

4' Qs a A Iy & 5
(FDFUIANT) e Susenidudude WeUsznsumshansoisne T
A @O 3 td L2 )
................. (FDFUIATT)... v DDTUTOIN L (VORUTENBUNNT UBYPAG/
UAABTTTUAD oo e unumyuideuluradulaand . o UM
o =Y al o } 4 =Y d a
[ Suudududnues....... ) warduRlvaadududeneTua ¥ e U

YBUAAIAIUTUND

** LanansatuidaiuilauszuuBldnnsotind **




% 001 sy vrwmmtwrcarwnﬁ.ssvw Z.mm@twrcarwnﬁ.SﬁZw_e:.mwrww»w?;_zvSzjRr&»rmm@twrcagr%v@\—mvrwwasa\vvm?nﬁaﬁm bURLIRYA |

SLUDSUIMATLIDRRLBERAUNBKIEIE SLUNIILBIMIRLALIEARLYBRULEILILY ILAHIILHMINERRLRE NVid% |(§
7 b 7. bt i et b s Lty

SLURLEABETBERMLIMLBERAUNRUNLINMMNLIZERRLULETILILY SLURLESRINALILYLR | Asuow | (v
% (€

AP

fewvl g nenLe _\mwamv\w:rv:@r@:xﬁ;rs?wmatwrcrus: RLWTALY BLRBEVIBEY (1 winLn
4410 2/Nv1d % . )
2/NV1d % =
i} Gl
4410 20V %
IVNIDV DIV %
IVNLIV %
NV1d D2V % TFALIV DY 4
NV1d %
Kauowdoy
Asuop
%0 - e
4] TUELURLE
L’} TULLURALY
BLUALMALY 4
it “UELURLE
At “UELURLE
;mérwm»wcwmw:rv 1
.::.mm,_ ...?mmd ...:,m@ ...me._ ..._ﬂwm._ .:ﬁmm,_ ...amm._ ...Bmwa % 3@3@ BLIURILBLE LMULIELN el sLURLE Wo
8 L 9 9 v € z 1

FLBLUASLUMNMIILABEELUNNTBLRRELY

@ RLYLRNBANE



werw&wﬂw»;rvv@PrtGWDm:,_.w_.%mmd wrc?@?@?zﬁarsw‘?vvmFrt@ﬁcr@&o?r@ RLMILVAMIMERRERES
wrcarmnﬂ.63v@F?rvr.&&??@?@KaarvﬁzﬁzrsnGEQMCroaﬁzrm wrcarw»GKSQFVF.&Gm
ercarwv@r 001 =eRegnpicy Rmmvrmmthwmw_érv BLERLBILY 00T RERESN[LILY vrmm@twrcarw»@tjvw vr\mmwtwrcarwna.ssva;@mf?»w?ﬁrv;xﬁRrsvr.m—wmtwrcﬁmur%v@%vrwﬁmww?rvvmpaﬁamm BERLIEA

MRyl § BLEBRULLRLIZRALLIALY BLULMBLEBBUNLE 'Z NMEYT ¢ NELnLE BLEBBULBLIZRILVIULY Rmmvrmmvw&wmwﬂrrv T MY BLERBULLURLEZUITIBRRILLATIEILIIMIIIELSLEIBBURLULBLIZARE ranLER

4410 Z/NVd %
C/NVId %
4414 D2V %
IVNLDV DDV %
IVNLIV %
NV'1d 30V % WO DY 5 % NYd D0V Y gz
NV1d %
ADUOWOY
Kauop
%001 0000O'E ree

%6 0000057 000' 00¢ (137

%9¢ 000008 000°C 00t Ni42"}

%8 000'0v2 000C 1749 e

%91 000004 000's 001 e

% 3@2@._ RLMABWLULE  FLLBTBLIEEN e

FLLBLUELUMMIILABEELUSERLREEY

TLeYl 8 femLk r?muhuv%;rv;ﬁsr.s?zjRr_&vrmﬁm.cwrc_\agnauwsgrt BLRRLYBLY (T

Zq
19
BLKAT LY
ze
1€
Rmmvrmuvwcwmwgv
ELURLS

aminLen

T

W GLYLIEN NS



LUY UN.ob
o . o o a
ATNLENIRBIUY TN AT U R TILasTIATINaY (31A8989)

a a dag ]
Tuntsindadadreiinldeunoatag

@. ia’f,ﬁsams.m Secukinumab e&o mg/ @ ml solution for injection, @ ml pre-filled pen

UM Foo KU

. Fufifvuasiainens (andrde ¢ TQUIEL e
... 0,60, 0¢0.00....... UM TIAWHENLIE.....& Kob.om.. UTV/E (Tasvat)
€. UWETNYBITIMNa"s (518N8954)
<o MAMNANAWUTENARUENTINNTRAIUITEUUETLATIR 1389 Fvunsanans Usenie

:
v o

WUN o¢ BIMAU beod

¢ e mihitdhmunsainats (588 yoau

Y

o UNEMITEE  ausigly AUy Weuwnghugns

&lo wrnsiing  Fefaunnded AUVUY Wwndgungm sy
&o uNSYYd  IHeuidanga s Wdwnsidearyy

&.& UINENTUAUN cﬁ’aﬁmuqa U LndgnsTIgnsRleY
E& WNENINT  ITAS Auvis indunsgungnis

&5 WLlgIUUNA  odans e LndnsuuRng






