amé’nvm:mmwmm Mosapride 5 mg tablet

1
=1

Yay1 Mosapride 5 mg tablet

1. anuauUaaly

(1) Wusdinsiiniuysenu

(2) Usznausemisn Mosapride 5 fiaansy Tu 1 win

(3) ussqluumsiiannsatioatuuas uaganuiuldmasnorgmsldnuuasen

(&) aanszy Foen, druusenauferdftuasauusy, Sunan, i’uﬁumq, laiiNGEs wazlaunsLoy
frsuelivgdaauuuussyioe nsdofiussgluums aanuu maurusseegaesdassryion
w39 dusznauiiendiAyuazAuILse, iuguaquLaxLamﬁmﬁm

(5) Jumunongeniidswsudedlitosniy 1 U Huantuiidaeu

2. ANANUANINATA

(1) Identification : m')mhum’mﬁ‘ixulﬂu finished product specification
(2)  Usunausaendagy : 95.0 -105.0 % L.A. of Mosapride

(3)  Uniformity of dosage units i m‘swmummﬁ‘ssqiﬂu finished product specification
(4) Dissolution time : WanInanIsazangvasenlivasnii 80% ve9

Vinnaimeiudemaluna 45 uiii lnsagraiaesias
i = ar 8 . i i -
uaaandumIavaIEa (Min) Aasan (Max) uagaade

(Average )
(5) Related substances
- RRT about 0.60 - luu1nnan 0.5%
- RRT about 0.85 - lan1nnan 0.5%
- Other : lsiuannan 0.2%
- Total - lawnnnin 1.0%

wnewme - s¥yiYe Dissolution waz Uniformity of dosage units... lluuenansuanisuasdon
Nan13952931As 1% windilaudalilulu coa
- nsdifienvsdeuiuns (waive) msnsasaeuitaseidesenislalituianonans
vanswisnanilasueulinde
- Drug substance specification fia1s1nluiiAseivasdndn drug substance w3aly
WATIEY drug substance vaugianend§azUatulaatunis Tngfinsnsavinsziasy

wnideiifivun
i o
3. waulvdug

(1) dwwnnmargienansmsiasueugnunsdoudsueniiodwmielulszmdlvg wazduns
(declare) unaInG®



1.1 luddynmistunadousinduen (wuu 6.2, ne.2, ne.3, ve.4 udusnse)

1.1.1 lunsalidugindaluysemalng rneds ne.2)
1.1.2 lunsdidugninduiionisuiaussg (mned ve.3)
1.1.3 'Lun'szf'.:ﬁﬁjua'lﬁwir’wmnsmﬂi LA (Munea e.6)

1.2 fustune msm Me.1/61 veseiiaussia wiousgas WeniiianismuaNAuNMTDY
tARSuTA TN \Usu (finished product specification) u,a.u'uamwumﬂmmwmammqﬂu
(drug substance specification) nsflagsyvinansasunamdlufisdusdesuuenans
M3vauilY (8.5) i mieu finished product specification uag/u3o drug substance
specification Inewaunlunouiulsenausemasmddnnsotinduazliifiu 2 ¥ o Juusenaa
Usgnmasiadidnnsetind

(2) 1ENATTUTDININTFIUNTINAREN

2.1 nsiflemanlut sumelne Ardndosiidiunnmaemiidosusennnssiunisadngin
HANNEITIENS TR LUNSHAREYBINTENT AT GMP-PIC/S vaLiisutinuaansenan
a5y Tumnagfiaueue atudganussumsasivdey Tnefinanisiusesdsulsznn
sBiannsetind

2.2 nsdiidugindhainsadseme Arandadidiunmaenidedusennasgiunudne i
wANNTIUAZIEMSARLUNSHERET GMP-PIC/S %38 US cGMP va4U5e wiAkndnatuadAn
soumsnsRasulaeiinamsiusesiviulsemasrmdidnnsotind

(3) dunnmesenasandnuuYeEitaueTIAN

3.1 HAMIATIVIATIZRAMN AN ftuTIvBNiNER (Certification of analysis) Tugngudl vunfu
ﬁ";aejwﬂummuamamﬂﬁwﬁmﬁwmamuﬁm"mwmmsma’a'%"U'saq

3.2 mam'sm'nmmﬂvwﬂmmmmamu (Raw material) madm:1EJmmryﬂq’ﬂumwammmméuﬂu
matmmwummwmammmvmwam Tnefosuansnsnsaa dail

AnENUANImATiA JP XVII —‘

1. Identification mwmumuﬁjsxqiﬁu finished product specification
2. YsuausmendAey 98.5 - 101.0% L.A. of mosapride citrate
3. Heavy metals lainnnndn 20 ppm
4. Related substances

- RRT about 0.47 laiannndn 0.3%

- Other Lsinnnan 0.1%

- Total launndn 0.5% |
5. Water 5.0 - 6.5% J
6. Residue on ignition lalunnndn 0.1% '

(4) mﬁLaumﬂum%‘%ﬁ%L"L‘Juz:fnﬁw%mf!us’jl,muiwma‘[ﬂamﬁqﬁmnm'ﬁmuam
(5) soE1980
5.1 glauesimdasdsiiegenetatay 5 MNPUTTIUN Fudumunuuans seandoald
AsUEuMTIS sl AnanRv Uy dmsumetsianananitulinrusgs
'U@aﬁ'lua‘flﬁﬂi]"‘iiiﬂﬁtl“ﬁ'ﬂ']ﬂ TC"IHN‘EHEJ‘\]-JL‘SEJ ﬂ'i@\‘iLQM‘UF\L‘UEJ"F'I'W'HBﬁﬂ?aUWQWQﬂaqﬁﬂqﬂﬁﬂqUu
Unausgsiile



(6) mhai'vuﬂ1‘3‘11aamuﬁw%‘fhi%'nﬁmﬁmwﬁmﬁ’mvﬁmﬁﬁﬂﬁzi’ﬁqnﬁamﬁuﬁu‘lmuﬁm’mmmm:n‘s‘amm'a
pIMswarenluszuznan 1 Unewtuusemausenmasiadiannsatind
(7) mMsUseiunmameridaey
7.1 ogveseniidewaudadiiiesnin 1 ¥ wuaniudwey
7.2 a'mm'swammy»a~ma::aaa'1l,mmwma’lmmawamimqmm‘s"n.mmwwamawaamwamuav
’LU'JLﬂ's'1.uma*nmuwwa:1r-Jmars:Emu.avnmammnmuﬂwammmwawau
7.3 'I,uﬂsmwma'5'wmTsmmsqum1aa'ma'1maauamwaam‘mmﬂswwﬂmn"rw NUIITIYN1TII
MNADI09UR9819E1 'Imﬂﬁmmﬁ'aadam;ﬁnﬁnmuﬁmmﬁumaﬁ'1=nm'§a'amwﬁm'mﬁu,as
DudFuiiaveuldelumsnsalinssinuam lunsditnuiebidulumunudnuue
N ‘wu’;a's'mmwaaamawﬂmuwmimmsLauammmmnmwaemwLLa.,/waawam'lu
asaaly
7.4 flluduseniuasusilesilndvuneny viadleinnisdenanmreufmun
(8) Lanm‘aﬁuﬂ
8.1 unsdifunslouenumnnnii 2 ¥ ssfesiiduunnmaronansan Long term stability
suidufindulunsdeusuuans
8.2 'hm‘zcﬁﬁlu’lﬁmﬁuwaxﬁa&ﬁwamsﬁnm%’aam&a ( Bioequivalence ) Wisuiueanuuwuulaeis
msdnw Aeaulumuvdninasiuazuuiujiiluntsdinunirauyaveseansiyuesdninau
AENITUNTITDIMTUALYINTENTNASITUAY 39 MInAaaumInain (clinical trial) Y0381
fiausiiouiisuivenduwuy
8.3 lunsalitfildenfunuy (Original drugs) Fesiinifideudninismadey bioequivalence 483877
WuaSeuiisuivenfuwuy Tmaﬁ%’msﬁnms’faaLﬂulﬂmwé'nl,ncuﬁuavLLmﬂﬁﬁ'ﬁlum'ﬁﬂm
Frauyavaseandy 'uaaéwum’mﬂm.,n'amnﬁmm'ma“m nNsENTNaITNge Tatissylunsil

o W

e ']E.!'Tﬁ']ﬂﬂJ‘EJENEﬂWULLUU‘UUﬂ“LUHHﬂE]UU W.A. 2535 LLa%Uuen'l.unamau
- naue Biopharmaceutice Classification System class 3 3@ 4
- mﬁlﬁugﬂtwu modified release
- il narrow therapeutic index

- iidnnuamEnIIINSeMISkaTEUsSE AT d RN AN Bioequivalence 1y
mﬂuﬁ%ﬁm, zidovudine (azidothymidine, AZT),81 sustained release m"’iamﬁuq
auiUsemaluntends

8.4 lunsdiifldenfuuuuazdasiiionansuanstousiduneniiniunsiusesaind tinau
ANENITUNITOIMSIWALEN Tinansireniuiiteusld doassets davuldiiouwiiuendunuy
Turwneiildlunissnuuiiusiuinisudadounsidelilusainuasiitenarsifuguas
PannuvasiiFoudulunuusynianssnsasisaa

(9) fauesmdne)Busenlonidndyaneunsuimun il

9.1 nirﬁmamseimﬁﬁm‘s"nuv'ra1ﬁaﬁﬂﬂsnﬁmmﬁ'mm%mﬁmea“hh,ﬂulﬂmumms%wu'ﬁ'aﬁwum

9.2 n-smmamamsnﬂnumunmiamnmumnmmmmm TagdnNuUANYNSTUNNTEIMNSHAZET Tutie
naeIdIrdeRr I ELUUTIAATIS AR LS

9.3 nsginulymannmannuansnsinievdwmasieUssansrauasaasnseserdieilesuen

9.4 ﬂisﬁ*ﬁ'ﬂmzns:mm'sméﬁjn'ssmtazn'riﬁwﬂ'm‘umamﬁ'uﬁ"u"a"muﬁq}"a TiRsanane1eanaINUYT

199anUu anuiinausgs veenidnnsdidesilunaseqly



ARUENITL ﬂﬁf’?’)‘wuﬂﬂ UANYUZANILY 238

(Wsamansny Wuuie)
¢ =
WU VETEIYY

(W9BYATT TMUUTMS)
WLUWNETIUIYNIS LAY

(Wedivg] Ainnindifug)
WnEYNITIUIYNIS

Uses1unssunis

N33UN1T

A93UN3



