Qmé’nwmmawqwaam
Luseosliflozin 5 me film-coated tablet, 1 tablet

GPU 1010511

1. Foen Luseosliflozin 5 mg film-coated tablet

2. AauauATaly

2.1 JUuuy wJuenda dmsusuusenu

2.2 aulsznay Uszneume Luseogliflozin 5 mg

2.3 NUUBUTTY U539buuneTnaiin Uoaffumnudu UULHINSEY Waufin1snEn uas Surinongdniay

2.4 2810 VUYL LTI fesseyTenn dulszneudiendidtuazanunss unde Tumueeny

weiindn waziay nzdouii$uen Pogsdnauuuussgsiosi
UUNYUEUTIEN FoszyTosmielovnninnsdn danuUsEneu wasuiNARNLTIYEdeN
waviiedn Tumuneny TidnuuuusIiost
2.5 orgeseniiamey aedlumosna 1 Huainfuawey
3. AnaNUANINATa
Namim?ﬁﬁm‘iwﬁﬂmmwL‘fjul’dmm Finished product specification Wag drug substance specification
flonsdranindasinsuatiufentu Fslaansidounedineunnensunisenauase nsensassuguiindy
ssuitlrensdemeaduatuiidisumvislmununsgunduhivlamiunis sussnanszmsassugy Ses
seysiien we. 2561 astudl 6 funeu w2561 (asUszmalussiaargunuiuil 12 nuanwus w.e.2562) way
spui1e1 @UUTl 2) w2562 asiuil 3 nngian 1.A.2562 (AaUsznelusiviaanunuiuil 26 nsngiem wa.
2562)

3.1 Finished product specification:

49 Test Items Specifications
3.1.1 | Identification Meet the requirement
3.1.2 | Uniformity of dosage units Meet the requirement
3.1.3 | Assay 95.0 - 105.0% LA.
3.1.4 | Dissolution Not less than Q=80% in 15 minutes

3.1.5 | Related substances
- Individual unspecified NMT 0.1%
- Total NMT 1.0%
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4.1 Long term stability ANADIEEN

4.2 In-use stability N/A

4.3 | Insfinw TE N/A

aa | msvudeuveslavewin Tuanuenanstoyamsvudouveslavemin éun

Heavy metal %39 Elemental impurities

(Risk assessment report)

5. Naulvdy

=

laueadestudiuninaigionans nieuasaeileteiuseaenasineliiionunaneaziden Al

5.1 wnansnlasveugntunsdeumiveniedmielulsemelng uavdung (declare) waandn

5.1.1 TuddynistuneDousiue Thud ne.2 ve.3 ne.4 3o 0.2 udausnsd

5.1.2 ludmetunsdeu ve.1 vie 8.1 vewniiauesa neuseasduniitenisauauamnI
vowmAnSuTnuiiTunzLdeu (Finished product specification) wagdaimunauamvesingiu
(drug substance specification) ﬂiﬁﬁﬁagjiwdwmimﬁ'auwaaLLr'flﬁuLﬁmamzé’amumaﬂmimi

waunly (8.5) umdau finished product specification Wwaz/#3e drug substance specification

5.2. Laﬂa’ﬁ%’maammgmmimﬁmm

5.2.1. mmigmi‘iwwmmamm Active Pharmaceutical Ingredient (API) Aaal@sun155uT09

WHO GMP #4138 GMP PIC/S iN1u LagN3auuuenaIswhand

5.2.2. 119551U15991UN19WEAY8Y Finished product (FP) fiadl@suni1ssusesunnsgu GMP PIC/S

WINHUNSDULUULBNANT AR

53 L@ﬂﬁ’]iQMﬂWWﬁJE]JEJ"IﬁLﬁUE]i']ﬂ’]

5.3.1 Nan1595I93AT RN NHERSusied1593UvedNEn (certificate of analysis finished

product) Tugnguiidadusied

o w =

5.3.2 HAN1IATIVNATIEAUNN IR AUYRIRIE1EAGY (certificate of analysis drug substance) 4
Tlunsndnenguiidaduegaivesindneuazindningau

5.3.3 lona1nsenangiududunuduiusseninegunisuanvesingavvesfiendidgy (drug

substance) 9 5.3.2 ffusun1sHAnTeIARTueIe1d1593U (finished product) 98 5.3.1.
5.3.4 nan13fnw1 long term stability naanisereveteNTunsdeulitudinnunnenssunis

PIMNIUAZEN NTENTNATITUEY (E1T)

5.4 NsUseiuAuA NI idwey

5.4.1 efidseusnaionyliteundt 1 U duaniudweu

5.4.2 Wnnafidwe Idesdsdiunnaglususemanisnsinineiensundaeu



5.4.3 nsdiivmhenensinnisduiegueiidmeuiledinmaiinseinunin miesunisazr
wifsde¥oswoiiogns Inoflauesian ({une) axdesdwfiudnmudwiudiviiensnisdingg
AanginazdugFuiaveulddeiiisadedumsnsalinseinuain nsdiinuineliduly
puAudnYUEIaNE MeTINIveanudnshiiuRinsuaue T mefindnveiaueia
(Fane) waz/visognanluaduioly
5.4.4 flauesen () szfesiuidsusidoslnduuney viawlaianisidenanimseuszns
T Aeurwun Tnglifidoul
5.4.5 LONATUANININTEIUN TN ULAZN T2 EUAT (GSDP) fiadlisunissusessesiu WHO u3a
PIC/S winiiy

5.5 flauasan (§v1e) Bueulvisnidndyainsuasuimun il
5.5.1 nsdluansduanviinnesieni lnensinermansnisunmg vieesufofnisfildunsgu
ISO/IEC 17025 wan1snsaadasieiliilulumuinmsgiudariinue
5.5.2 n3dindndasioiaignEsniuiuaniomainlaedinaunmenssunisomsuaz el
Yanvesdynarionzans

o o

5.5.3 nsanulymamninaineiiienadmaneUssansranazaulaendesegUielasuen

o q
s,

5.6 WiwsIwnsveanuanslisuRisanansueieAifusy iigniSeniiuaulasdrinauaaznssunns
pnsiazentusyesian 1 U

5.7 Meniiausazdodliiiusmmuiifinisussmavesaignssunisimunsanans wazsanludyTemdn
WhsnARENsUsENIA waznnevdainisusemasianatsuazsaludyTomdnuisnilyl flauesian ()
wdesUiunaliliifunmalsznmavesnuenssumsimunsianans Tnefina o Jufissynuusenia waznsdli
sialulsenAauenITINSAmMUATIAINAassIaludsenalyBemdnuisndlinseiu Tidanusainig
Usgmafiflsnansingn

5.8 lunsdififlgedfunuuazdosiionarsuansdeudivoseiiiunsiusesinditnauangnssunise1nis
wazen uansieniuideuddifeurhsueduuulumneidlunmssnvshiu

5.9 flaussiadissdwinenaenssten 1 meussafug dadusunuianisisazidonldasuiumud
savunludonnant® drefu nadldannsadssieneels Wesymgua feiududnasfidevesemsnssunis
frsauna Ingausndsiaogaenléd wnihauuinmsedavdag a vosszyunuuimsadaisius 91ans
faendi¥aunyasal (m.) Suldfu ns. 043363602 lutuasiansens Ghidausadnddldnoudimiusdosls)
\Aunanfifmue)

5.10 swmmaﬂmﬁLa‘uaLﬁaﬁﬂmz:Lmmmamuqmmamimﬁm%ﬂa’m (7 nA 0417/2177 awiuil 24 WEAINEUY
W.7.2549) Fosliliiusiandredavesendl nsudadnarsiivunsiadnld (reimbursement price) wagwnatewdsd
n15UsEMATIANE1989v03817l nsudTnarsiimuasiandnld (reimbursement price) sl flauesian ({u1e)
%

o

efpwluansimadineiliormuiusmvienugnsveansuiydnanuaasdadliiusndadweeninsudyinan

a

Muuns1Adnle (reimbursement price) lneina o Juitszunudsznia



