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1. doen Eltrombopag olamine 25 mg tablet

2. guand@ialy
2.1 luuwy WuedinipFeuFisu (Film coated tablet) dwiufuuseny

2.2 dgwulssney  1u 1 dlauseneudiedien Eltrombopag olamine ﬁqamaaﬁ'u

Eltrombopag 25 mg
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3. usulanamatla
3.1 Finished product specification : Eltrombopag olamine 25 mg tablet

i) Test items

Specifications

1. | ldentification

mmshumuﬁsw‘lu Finished product specification

Usunaudiaendndgy

a9 usuisEylu Finished product specification

Dissolution

asavsusuiszylu Finished product specification

Uniformity of dosage units

nsaaRTunufisEylu Finished product specification
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Impurity / Related substance

m’mr«immuﬁssu‘lu Finished product specification
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4.3 ienanspumwYBliaueTen
4.3.1 amInsanlinsevinunnkndusierdiiogueesnda (certificate of analysis
finished product) lugnjuitdutiudesne
4.3.2 wansnsnlinTeiguawingiveeiiendrfiy (certificate of analysis of drug
substance) V"ﬁ*ﬁ‘lumsnﬁmmiuﬁdaL{‘Juaehaﬁwaaﬁwﬁmmuasﬁwﬁmi’mqﬁu
4.3.3 nansviewingubudummudiiussewincunisudnvesingfivussiendadyy (drug
substance) 48 4.3.2 flujuntndnvewdninsiendusagy (finished product) ¥o 4.3.1
4.3.4 wansfinwn long term  stability naanttegrasetitunsdeulifudiinnu
ARBNTTUNTIOIMTUATET NITVTNETIIUGY
4.3.5 fenansBudunsusediuanandes Risk assessment report for DNA Reactive
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tarimunyey ASEAN Guidelines
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1.3 fayaatiusyuquameasniindost 25
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n. g1 nudadsifuuuy 25 Asuuy
v. fn1sfnumendidln (Clinical trial) 15 Asuuy

TneflseunsfinemerddnuisufisuUssavinmussenfueduuuy wieseeu
nundTinduswansieUsedvinveenasifuilunsaramaunmd Resan fet

1. FBmsfnwnduluu Randomized controlled trial waefinsdfuinantsfineias 13 AzluY
MMM IURNSIULTeie

2. WmsAnwuduuuu Non-randomized controlled trial wasiinsaRuikantsinen | 11 Asuuy
SISy deie

3. Bmsfnwudu Comparative studies wuu Cohort studies (prospective) wazs! 9 ABWUY
mfifiuinansfinwansanmanisumdiindeds

4. FBnsfnendunuu Comparative  studies  wuU Case-control  studies 7 ATLUU
(retrospective) uaeinsAfiuinansAn¥asTAEIIIMSuIVSIuLTate

5. BnsAnwdusuu Descriptive studies WUU Case reports/case series wazfinag 5 AZLUU
ARuinan1sEinwasnsanvnsuwdiudede
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6. m3finwaude 1., 2, 3, 4. vie 5. AllldARuWlusans 3 ATLUY
A, dimsAnwmstasuyauasen (BE forsended] 5 azuuu

L. aonuieves fiRnsivinsinulusasemadosivdngiuuansilaunis
gaufuanddnnuANenIIUNITeMITAZET naENsIEsIIuRULs THdwiunden
anflval (New generic drugs) faunsidiousous ¥ 2546

2. Wnsfnwidisaliu Randomized crossover design ¥3e Parallel design (nselensl
t1/2 M)
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5. ﬂmsmmaauﬂ'nmm'wauuazgnﬁ'awaa‘i%“’amsnzﬁﬁ";ﬂﬂu biological sample
wIal

6. Fomslvien dawlngjifuwuy single dose AslduuY multiple dose veldisledl
seugluBensmn wieluen sustained release wazgIdl washout period v3oli
Feilszuermetieden 5 wihves t1/2

7. mufiuditedrafendeufivetiedes 9 go - deuliien, 2 yadasseduenhddy, 3
WIBU Cmax, uaz 3 edaseiuentidas sesznaufivimedouetdes 3 wih
U89 t1/2

8. nan1sVIngeu 90% Cl vewaRNvIovesdnduusay Parameter Ao Cmax, AUC t,
KAZAUCes ity log scale vesenastyuavensuuuy fpsagludas 0.80 - 1.25 Tefiedrd
BE winffu
innsinmsResnmsAnemedasuyavesen (BE) fivrsandeil

1. frnunausiyndeldrsuuudiy

2. fmaviaaay 909%CI vewasteelugas 0.80 - 1.25 uallidminausidolatanils v
feimsfinwlsiuindefio Gawe BE Asudunsdug 9 2543)

4. il TE orange book US FDA wia EMA 5 Asuuy
Buedeeglutynedslu Orange book US FDA wia EMA
nselenFrimgegludynedelu Purple book US FDA i EMA

1.4 Elemental impurities 5 Asuuu

1.5 dayanisfinwnarunsaninen (Long term stability) 10 AzuuY

fnmsAnwmuaanmeitunsdowiuen  wieuensmendnguudastiinsfinm
A meuidnlonsouiidnfiaussan fesen i

1.5.1 fimsfinen Long term stability Wwag Accelerated stability 113 ASEAN Stability Study
Guidelines Tudamnas ASEAN Harmonization Product on Pharmaceutical Registration i’uﬁ 26 5.A. 51
wu gl imsnsmuasanenfigungdl 30£2 °C eewludiing 75e5%RH 5 Asuuy

1.5.2 fin15An® On-going stability 5 AgluyY
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2. wesgruenfitifins azwuwBu 20 Asuuu Rersenenn

2.1 wasgruiefiifint  audeladond sl 10 Asuuu
a da v o ws ' o
2.1.1 mﬁawamTﬂeﬂsmwnwawgumﬂ'smummgm ISO/IEC 17025 #1uUNSVAEBULIRIN
1 A L A A
whgeufisauiulussduaina (ILAC MRA Signatories (International Laboratory Accreditation

Cooperation Mutual Recognition Arrangement Signatories)) w3ailusduwuu 10 AzuuY
2.1.2 e1dudnlnelsaundnildsuansgrusEing WHO-GMP, GMP-PIC/s uasiinmsmmaay
g nvissfiRmsvesgantiuiiunans (3° party) MéFunsduses ISO/EC 17025 5 Azuuy
2.2 Menvaseunaniuefen audoladends dl 10 AzMuy

2.2.1 ewfiBnsnude 2.1.1 Sveuwnmmuannsadunmmeseuninfusiewsasuiuy

S v 1 o € a o ¢ . g
73919 2.1.2 imsguuasTinseindndneien lusenmamessu (test item) famsne 10 Asuuu
TN MARDU AzLuY (Founs)
N | Assay or Potency 40
o v o . . ofe .
U | MVBBUAU Finished product specification auUsznIAUIZNIRTIAT 60
2.2.2 FoeufiRnslasnunneitléuannsgiu GMP-PIC/s 5 Asuuu
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3.1.2 ursyeilasiunamnamiieges (awseriidestiastuuas) 2 ABUUY
3.1.3 pudlaussqegluuasiifieannseyfonn, Lot No., Sufiuegen ynauin 2 pwuuu
3.1.4 gudladl imprint code vuilng diresontsyed (identification) 1 AW
3.1.5 glaitvinuudls fosilsenun uasfinen stability wdewhudadine 3 ATUUY
v. nadliidumis 10 AzHuY
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- Ussfinuet Unld azman 1dde vudentsnseunn
(1suisuusiaeuTon fgaldneuuui)
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nidlilugiafivriniinanafinviaeuassadiifunin Joafuwmnannseumn
3.1.3 o iiafimaurusu vial uneilinTnvansile flip-off Weannsuudiey vie 2 AZUUU
winmeuguTIliu am pule weengnindty
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fouagdlhfennd 2 faduams
A nadlilidueviy 10 AsuuY
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3.2 yneniiwanafin seal Tneimfasuusnuasdmilu (double protection cap) 5 ABLUY

winsaazuuuusafiu 10 TWhihazuuulhidufudiu 10 asuuu

3.2 $lamagu GSP uaz GDP 5 AzuuY

3.3 MIUIMMAaImIsTE 5 aguun  AIITIRIN

vindiodow ATIUY

3.3.1 seuziaiunsdewes 1 ATLWY
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