nannaain1sUszliuauszansninmasnan (Price Performance)
318019 basiliximab 20 mg powder for solution for injection

Tsaneu1ansuAsUNs AnzunneAdns unInendevauwiu

NSAAITAUN FBUTNMSLEUesIAn
1. gawesian dauautfnsuiiu gnaewnulsznIAsznIngIa
2. HAnfaiauesnn ddemvungniesnsuiiu nuAManMgane (Specifications) NiUszn1AUsENIATIAN

o '

3. nadiiazuuununwarAuanTinludselevinenssnisiniifosas 60 AsAnnziu

U5e@n5nnnnnAU 0 AzLUY

AzLUUAUINAgIN1SUsTuANUSEENS A sasAn

FuUsndand 1 siandiiauesian (Price) 20 AzLUY
fuuswing 2 aunmuazauanliindnniidwasressdviamnsinmneuia 80 AT
R 100 AzUUY

Tnefis1uaztdentinnunmsinsluLLAaLAMUITANT 2 AIN1S19

AuNazAaLTRNIITINsTidmadeUsyAvsammnisinvine uia thwifn

AZUUU
1. INIFIUNENST U 10 Az
2. @mamﬁamﬁmmiﬁLgaﬂsxiwﬁm'amaﬂﬁﬁamu 90 AU
Rty 100 AzlUY

wazlunsaziuussoadiinaeinslrngluLeat

AuNMUazAaLTRMIININsTidmadeUsyAvsammnisinyime una thmin
AZUUU
1. 33y unanie 10 AzlUY
1.1 Active Pharmaceutical Ingredient Specification # 5

nstlasun1ssuseslussen Official Pharmacopoeia

: 91989 USP,BP,Ph.Eur.,IPJP atiuagn wazwilulunzleusinsueuds 5
: 91984 USP,BP,Ph.Eur.,IP JP atulmininvseniasyysiisenunnndt 3 Yuazudlulunzdowsinfueuas q
: 81989 USP,BP,Ph.Eur, IP,JP atulmindnsznassysisemnnnit 2 Yuasuilulunsdeusiiveuds 3
: 91984 USP,BP,Ph.Eur.,IP JP atulmininvseniasyysiisenunnndt 1 Yuazudlulunsdowsinfueuas 2
: 81989 USP,BP,Ph.Eur. IP,JP atulmindwsznasyysinsenunnd uida ladlduilalunsideussuen 1

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




nsallilasunssusedlusiianen (Non-Official Pharmacopoeia)

- $71984 In-house specification fideardasiu general chapters (ﬂ’m‘ﬁiquﬁu USP,BP,Ph.Eur.,JP atfuangn, ICH

Guidelines (Q6A) wazwhlalunsdeussueuds vsadueduiuy

: 81989 In-house specification NaeaAdeiu general chapters auiiseylilu USP,BP,Ph.Eur, P atulminisemessy

f518111nA791 3 U, ICH Guidelines (Q6A) wazuwAlulungilausnsueuan

: 81989 In-house specification NaeaAdeiu general chapters auiiseylilu USP,BP,Ph.Eur, P atulminisemessy

f518111nA791 2 U, ICH Guidelines (Q6A) wazuwAlulungilausnsueuan

: 81989 In-house specification NiaenaAdeiu general chapters auiissylilu USP,BP,Ph.Eur, P atulminisemesey

f518111nA91 1 Y, ICH Guidelines (Q6A) wazuwAlulungileusnsueuan

: 81989 In-house specification NidenaAdeiu general chapters aufissylilu USP,BP,Ph.Eur, P atulminisemessy

5181, ICH Guidelines (Q6A) wiikllawAlulungileusnsuen

: 81989 In-house specification NdenAdefiu general chapters muiiszylilu USP,BP,Ph.Eur.,JP atumudssmeisey

M58, ICH Guidelines (Q6A) wazudlulungideusnsueuan

1.2 Finished Product Specification #

nsgilasun1ssusedlusigen (Official Pharmacopoeia)

: 91989 USP,BP,Ph.Eur.,IP JP atuagn wazwilulunsdewsinSueuas (seylulue.5)

: 81989 USP,BP,Ph.Eur, IP,JP atulmindnsznmasyusisenmnnnit 3 Yuasuilulunsdeousiiveuds

: 91989 USP,BP,Ph.Eur.,IP JP atulmininvseniaseusisnenunnndt 2 Yuaswdlulunzdewsiniueuds

: 81989 USP,BP,Ph.Eur, IP,JP atulmindnsznmesyusisemnnnit 1 Yuasuilulunsdeousiiveuds

: 91989 USP,BP,Ph.Eur.,IP JP atulmininvseniasyusisenunnndi wids llduilulunzibeusiven

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

nsmlilasunssuseslusisnen (Non-Official Pharmacopoeia)

- $1994 In-house specification dannanIny general chapters muﬁizﬂ’ﬂu USP,BP,Ph.Eur.,JP aﬁuéﬂﬁﬂ, ICH

Guidelines (Q6A) wazwhlaluneiloudisueuds walueduiuy

- 91994 In-house specification NidenAaasiu general chapters mm‘ﬁﬁqu’yﬂu USP,BP,Ph.Eur.,JP aﬂ'ﬂwﬂﬂ’hﬂismmxu

fsneannin 3 U, ICH Guidelines (Q6A) wazialulunzidoudSueudn

- 91994 In-house specification NidanAaasfiu general chapters mm‘ﬁﬁqu’yﬂu USP,BP,Ph.Eur.,JP aﬂ'ﬂwﬂﬂ’hﬂismmxu

fsneanni 2 Y, ICH Guidelines (Q6A) wazialalungidausSueudn

- 91994 In-house specification NidanAassfiu general chapters mm‘ﬁﬁqu’yﬂu USP,BP,Ph.Eur.,JP aﬂ'ﬂwﬂﬂ’hﬂismmxu

fsneannit 1 3, ICH Guidelines (Q6A) wazialulunzidousSueudn

- 91994 In-house specification NidanAaasfiu general chapters mm‘ﬁﬁqu’yﬂu USP,BP,Ph.Eur.,JP aﬂ'ﬂwﬂﬂ’hﬂismmxu
#5181, ICH Guidelines (Q6A) waldlgudlalungifaussuen (srazanldifu2Uifuaniufidinanuanenssunisenns
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: 97984 In-house specification idannaadiu general chapters (ﬂ’m‘ﬁiqu’ﬁu USP,BP,Ph.Eur.,JP aﬁ'ummﬂizmmw

578, ICH Guidelines (Q6A) wazuAlulunvileumSueuas
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In13ANw1 long term stability uag Accelerated stability a3 ASEAN guideline ATUAIMBNEENULRAN(=3T) Uazina 9
N3fnw on-going stability YnieudTagtu
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Pharmaceutical Ingredient uslluanaena1sguasnmsivasuulasnssuiunmsnanionadwaliiinnisuudou 4

- fimsuansua Risk Assessment Report for Elemental Impurities lu Finish product %38 Active Pharmaceutical

Ingredient uApeslnae1anile 2

Laifin139i Risk Assessment Report for Elemental impurities 0

:M3ur U Unuinenviin flip-off lieann suudeulunisuimseuasiiiuniny

avaIntun1silalden

adnunesaanefnwuuatinluiunisusussy

FJIUALLLUU 100




