nannainisuszdiuaUszansnineesian (Price Performance)
318119 omalizumab 150 mg/1 mL solution for injection, 1 mL prefilled syringe
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1. WeIgIUNERS U 10 AZLUY
1.1 Active Pharmaceutical Ingredient Specification # 5

nstlasun1ssuseslusisen Official Pharmacopoeia

: 919814 USP,BP,Ph.Eur. IP,JP atuagn wazuilulunzileusmsueua 5
: 91389 USP,BP,Ph.Eur. IP,JP atulminituszmassysiisnenannnit 3 Yuazuilolunsdeudsueuds il
: 91984 USP,BP,Ph.Eur. IP,JP atulminitussmassysisenannnit 2 Yuazuilolunsioudiveud 3
: 91389 USP,BP,Ph.Eur. IP,JP atulminituszmassysisnenannnit 1 Yuazuilolunesideudisueuds 2
: 919814 USP,BP,Ph.Eur. IP,JP atulminiussmassysisenannndt widdallaudlulungidewsinuen 1

: 91389 USP,BP,Ph.Eur. IP,JP atumuusemassumseuasui lvlunsdoudsueuas 0




nsmldlasunissusestusisen (Non-Official Pharmacopoeia)

: §1994 In-house specification Nidenndaariu general chapters nufiszylilu USP,BP,Ph.Eur.JP atiuanan, ICH

Guidelines (Q6A) wazualulungilousueuwdy viadugnduwuy

: 91984 In-house specification Midenndaafiu general chapters mufisyylilu USP,BP,Ph.Eur. JP atulminilsznimssy

f518111NN31 3 U, ICH Guidelines (Q6A) wazwAlulunsidausiSuauds

: §1994 In-house specification Nidenndaariu general chapters mufisyylilu USP,BP,Ph.Eur. JP atulminiiusznimszy

9187017021 2 T, ICH Guidelines (Q6A) uaziAlvlunzidousiueuan

: 91984 In-house specification Midenndaiiu general chapters mufisyylilu USP,BP,Ph.Eur. JP atulminiussnimssy

f1518101NN31 1 U, ICH Guidelines (Q6A) wazAlulungidausiSuaunds

: §1994 In-house specification Nidenndaariu general chapters mufisyylilu USP,BP,Ph.Eur. JP atulminiisznimszy

§in5191, ICH Guidelines (Q6A) wsilailaudlalunsileudSuen

: 91984 In-house specification Midennderiu general chapters aufisyylilu USP,BP,Ph.Eur. JP atiunuuseneasey

#1518, ICH Guidelines (Q6A) wazwdlvlunsiiausmsuanda

1.2 Finished Product Specification #

nsdilgsunssuseslusigen (Official Pharmacopoeia)

: 91389 USP,BP,Ph.Eur. IP,JP atuagn wazuilulunzideusisueudsyylulue.5)

: 91989 USP,BP,Ph.Eur. IP,JP atulminituszmassysiisenannnit 3 Yuazuilvlunsideudisueud

: 91389 USP,BP,Ph.Eur. IP,JP adulminituszmaszyshsnenaunnnid 2 Yuazuilolunsideusisueuds

: 91984 USP,BP,Ph.Eur. IP,JP atulminituszmassysiisenannnit 1 Yuazuilolunsideudsveuds

: 91389 USP,BP,Ph.Eur. IP,JP atulminiiuszmaszyssnenannnd wadslalaudlulunzdewsisuen

(sragnabinu2diuanniuidinauanenssunisemswazenassuenans 8.5 rluduenansauasian)

: 91989 USP,BP,Ph.Eur. IP,JP atumuusemasyysmseuasuilvlunsidoudsveua

nsallilasunisiusedlusiisen (Non-Official Pharmacopoeia)

: §1994 In-house specification Midenndeariu general chapters aufiszylilu USP,BP,Ph.Eur.JP atiuanan, ICH

Guidelines (Q6A) wazudlulungilousueuwdy vialugduwuy

- 91984 In-house specification fidenAassfiu general chapters G\’mﬁizul’ﬂu USP,BP,Ph.Eur.,JP aﬂ’u’imjﬂdnmzmmzq

f51911nn31 3 U, ICH Guidelines (Q6A) wagkilulunzidoussueuas

: 81994 In-house specification Nidenndaiiu general chapters mufisyylilu USP,BP,Ph.Eur. JP atulminilsznimssy

5181111031 2 U, ICH Guidelines (Q6A) wazwdlalungidausdiSuenuan

- 91984 In-house specification fidenAassiiu general chapters G\’mﬁizul’ﬂu USP,BP,Ph.Eur.,JP aﬂ’u’imjﬂdnmzmmzq

f51911nn31 1 U, ICH Guidelines (Q6A) waguilulunzidoussueuas

- 91984 In-house specification fidenAassfiu general chapters G\’mﬁizul’ﬂu USP,BP,Ph.Eur.,JP aﬂ’u’imjﬂdnmzmmzq

o

#5181, ICH Guidelines (Q6A) wiliilaurlalunviloudSuen(srornaliiiultuaniuiddnauanenssunisenms

LAzE1AISULDNENT 8.5 ﬁ§}JIUSULE]ﬂﬁ’]iLﬁUE]§’]ﬂ’])

- 971994 In-house specification danAaadiy general chapters G\?Nﬁiquﬂu USP,BP,Ph.Eur.,JP aﬁumﬂuﬂixﬂﬂﬂixq

fin518, ICH Guidelines (Q6A) warwdlulungideusnsueuan
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$in3finw long term stability Waz Accelerated stability 1131 ASEAN guideline ﬂiumumqmuuamﬂ(z?ﬁ) uagdina 10

N13ANY1 on-going stability YreulTagtu wazdienanswaninsuiu

AIn3finw long term stability Way Accelerated stability #1131 ASEAN guideline ATUAIN@IgEUURAIN(23T) Uazdina 9

n13fin® on-going stability UrieutUagtu

In3finw long term stability Way Accelerated stability #1131 ASEAN guideline ATUAIN@1geUURAIN(2Y) UWavilka 8

N13AN®1 on-going stability Yreullagiu

dinsfnw long term stability way Accelerated stability m1u ASEAN guideline ﬂﬁumum&gmuuamﬂ(ﬁﬂ) usibaiing 7

N13ANY1 on-going stability Yreutlagdu

AIn15Anw1 long term stability wag Accelerated stability n11 ASEAN guideline AsusuegeuuaaIn(2l) ualiina 6

N13AN®1 on-going stability YreulTagiu

n3finw long term stability waz Accelerated stability Laliduluma ASEAN guideline AsunuegeUuRaIN(23T) 5

uazilnan13Anyi on-going stability Unewtdaqtu

fnn3finw long term stability waz Accelerated stability Lak¥ulumiu ASEAN guideline asumuengetuuaan(2l) uay a

finan15AnwY1 on-going stability Uneutagdu

nn3finw long term stability waz Accelerated stability Latdulumia ASEAN guideline Asumuangetuuaan ualifing 0

N15ANY1 on-going stability Yaan
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- fnan1sfnwn BENY fast uay fed study Nfusedlagdtinauanenssunsemnswasen wse 1Wuen BCS class |

F%U biowaiver 9MNETNNUANZATIINITOIMITWALEN 15
- finan13@nw BE W fast condition dvdntinnunmznIsunmsotmiLazenlinaiusena 12
- nansAnwn BE 1wy fast condition uliiivisfesuseswa BE andrtinaunngnssunsemswazen 7
- lsifimansfnw BE 0

- finans@nen BE v19_single dose waz multiple dose lun1agis fast wag fed condition ASuseladinmuy

PN av v . . ° w
AMENTIUNTIMSHAYET wse WU BCS class | Ml@3U biowaiver 31n@NTNUAMENTINNTOIMNSUALEN 15

- finanns@nwa BE 719 single dose wag multiple dose Tunay fast condition 1igegnafen Fediineu

AENITUNITIVNSHAZEIANITTUTOINA 12




- finan5Anw1 BE 919 single dose wag multiple dose Tunnae fast condition isseenafan waliiivtsde

SusesNa BE 91ndUnguAnEnITuN1Te1swaZe) 9

- finans@nw BE  sinele dose Tun1ay fast condition wiiepdnaifen Feaiinisdosuseswa BE ananinau

AUENTINNITDINITHATY 7

- fiwansAnw1 BE @ne single dose lun1ay fast condition wigaaeaiien ualdifimisdesusesaindtinau

ALNTTUNITOIVNSHAZEIINITSUTOING 5

- laifinansfnwn BE 0

HNRULUY 30
A35Anwduwuy Randomized controlled trial wWSguiieufiugduwuy ARuWlusaIsnIanIsunmeg 20
aal =% [ . . M v = = U U ala 4

AFnsAnwiluwuu Randomized controlled trial lailduSsuisutuendunuy ARuwluNsansniIanIswnme 10
A3n15FnwTuwuy Non-Randomized controlled trial AfiuluINsasnianIsenme 7
A8msAnwndunuu Comparative studies WU Cohort studies (Prospective) ARUWILANTANTNINITUANS 5
Asnnsanwduluy Comparative studies WUy Case-control studies (Retrospective) @fiuwluansansnisnisunne 3
LlalfinnsAnwiTen1enadin 0

- finsuansua Risk Assessment Report for Elemental Impurities Tuyn3uteinsudnng Finish product wag Active

Pharmaceutical Ingredient uazdn1suanaena1stuamnasaninsiuasuulanssuiunisudniensdmalminnisuudeou 10

- finsuansua Risk Assessment Report for Elemental Impurities Tunn3uwesnsudnans Finish product way Active

Pharmaceutical Ingredient uskluanaonansinainisiasunlainssuiunisuaniienadealminnisuuleu 8

- finsuansua Risk Assessment Report for Elemental Impurities Tuun93uvesn1swa@nyis Finish product waz Active

Pharmaceutical Ingredient uazlin1swanaena1stuamnasiniinsiuasuulanssuiunisudniensdmalmninnisuudeou 6

- finsuansma Risk Assessment Report for Elemental Impurities Tuunssuwesniswanyis Finish product wag Active

Pharmaceutical Ingredient ualduansonansiuasnsiuasuwlasnssuiunsnaniionvsdwalmianisdudou 4

- finsuansua Risk Assessment Report for Elemental Impurities Tu Finish product #38 Active Pharmaceutical

Ingredient wAveslaoeiNandls 2

J1aifinn9vi Risk Assessment Report for Elemental impurities 0
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