Qmé’nvmmawwwaam VONOPRAZAN FUMARATE 20 MG. TABLET

1.39817 VONOPRAZAN FUMARATE 20 MG. TABLET
2. AuauTAVIlY
2.1 3Uuuy Duedandeufidu (film-coated tablet)
2.2 dwlsenau  Usenauniedieg VONOPRAZAN 20 MG.
23 maurussy  unsqluusednain destuniudy
2.4 221N - spylieen duusznouiisdRLazALLse Tundn FuFueny waviindn
waztawnzidousiFugliegadnuuuussqdu
- VuMYUEUTIEnespefiasssy o mtetamansd sunn
ANNLUTIVOIEN LAUTIHER 5u§umeg [CRERNIGLY

3.AMENUANINALNA :  Finish product specification

wamim%ﬁmeﬁqmmmﬁulﬂmu finished product specification Wag drug
substanceSpecification  fignsBesanunduinuiienty  ldaanelousodinnuaniznssunis
DWNTUAZEN NIENTNANSIAY Windasiuiiligdsieaduatiufifisurivdelmindunnsgu
wndusulasiunils muUsemanszTsassigy Fesseyiisen we. 2561 asiudl 6 Sunau
. 2561 (aeUsgmelus1vAsnyunw Uil 12 puaniug 2562)

3.1 Identification AR unzuive. L.
3.2 Assay 95.0 - 105.0 % L.a.of lansoprazole
3.3 Dissolution test ArRUmLTiTuzSEuive.L.
3.4 Related substances

- Others (individual) laiifiu 0.2 %

- Total Taifu 2.9 %
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Qmé’numzmwmmm RABEPRAZOLE SODIUM EC 20 MG. TABLET
1.8987 RABEPRAZOLE SODIUM EC 20 MG. TABLET
2. Augulanaly
2.1 3Uuuy Dugndadwiusuusenu
2.2 @Useneu  Usenaumedien RABEPRAZOLE 20 mg.
2.3 7urUssy  usTghuukeUnadin Jostuamudu
2.4 2870 - seyFenn dnusznoumisdfguasanuuse Yunde fuduony wuiinde
waztawnzidoumniuenlisgnetnauuuussysiue
- YuNMUrUITYenes e edessEyTes M3 adennanisin wun
AIILTIIRNT Ivfian Tudueny LHegedaiay
3. audulanIamaila :  Finish product specification

wan1snsanziaunmdulunin  finished product  specification  way  drug
substanceSpecification  ignsBeanindsiniuientu  Jeldansifousedtnamanenssuns
DWNTUALEN NIENTNASIUGY WindasiuTligdsieaduatiuifieurivielmindunnsgu
indasirsulasiuvils smuUsenansgnssansIsagy (3essryinen wa. 2561 asiudl 6 fuaneau
wa. 2561 (asUszmAlus1visagunwiudl 12 quatius 2562)

3.1 Identification test ATIWU
3.2 Ysunashendragy 95.0 - 105.0 % L.A.
3.3 Uniformity of dosage unit ATIVU
3.4 Dissolution test : Acid phase NMT 10% of Rabeprazole Sodium is
dissolved in 2 hours
: Buffer phase NLT 80% (Q)of Rabeprazle Sodium is

dissolved in 30 minutes

WABUe -* U8 Dissolution wag Uniformity of dosage units Tviluutenasuans
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swazduanan1snsainsIeyt ndlaudeseaideaiiludmiaaliluly COA
- ASENIANZITIULIINTTLIU (Waive) NSNTIVEDUIATIATIBNITLA TAEULERIONENS
wanguRenannlasueyLfce
- Drug substance specification #9151 nlUAATIEMvBeRRER drug substance vi3e TudiAseyt
drug substance 2a3nans1d5a3U avulaatunis Fdinsasavdesgiasuynidenimue
AENITUNISMMUAAMGNYUZIANY
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4. [Waulvdu
Jranesiadssduuaniiidosuses nfeuasasiloveiusonenarslaugiisung
Tazidundiail

6.1 vonansmsleSueugniunadeuiiusiitedmindluussmelng uavduas (declare)

WIGNARE

a.1.1 Tuddymstunsdowiue T ve.2ne.3 ve.d vde 8.2 wdusinsd

0.1.2 Tudwetunzidou .1 wie o1 vesef@uasian nieuswasdenidanis
muammmwmawEmﬁmsﬁmmﬁﬁwsL‘Gau (finished product specification)
wardoivuanuAINYesingAv (drug substance specification)nsdifiog
seinamaasunlastludiniuasdewuuienaisnsvawily (8.5) 1ndou
finished product specification wag/n30drug substance speciﬂcationim‘ua
whlanawiuusenauseninsimaidnnsetng wagliifu 2 U e Tudsgnia
UsgmnsiAddnnseling

4.2 ONANITUTDININTFIUNTNENE

4.2.1 nsflemdnlulssmelne guandaddnuinmdrsnisdedusesnnsgiunis
P8I LNENNTUALITNIARIUNN SHEREY GMP-PIC/S %138 31MI5IUNS
NAREIMIUVANNUTILaEITNINAlUNTHER U1V D TN UANENTTNANS
91MNTUATEN NIENITIEATSTIUAY Taruuatulaedinuaonadeuariniion
Sundninusiwazisnisiialunisudnen Pharmaceutical Inspection Co-
operation Scheme (PIC/S) lunuingiilausyis atudigan1usaunis
asrvaauleinanissuseadsiulszniauseninsaBidnnseiind

ANENTTYZITAIVUAANANYLLRNY
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(Weanuaing anasmi)
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4.2.2 nsdimdugiudiaindrsusema frandosilduinimatenifsdosuses
1ATFIUNTHARE LV TILAaEITNSARTUNSHEN LY GMP-PIC/S 184
Usewagnanatuaiganiuseunisnsiaaeulasiinanisiusesisiudsenea
Ussmespnadnvsednd

4.3 WONANTANN YD TAUDTIAN

4.3.1 Nan1903793ATERAUA NKEN Sugio1dnTagUveendn (certificate of
analysis of finished product) Iua’liuﬁduﬁuﬁaa&iw

432 mamimmmmiwvmmmmmmwaamma’mw (certificate of analysis of
drug substance) ﬁ“[,%‘[,umimammiuwaaL‘UumamwwaamwamenLLaumwammm

4.3.3 NANgIUNI0LeNA1ITUTUAUFUR LS IENINTUNINER VR TRgRUYR 91EN
@1fy (drug substance) 9o 4.3.2 fujun1snanvendndusierdniagy
(finished product) 98 4.3.1

4.3.4 uan13An®YI long term stability maammﬂmqmaamﬁsﬁumLﬁauﬁﬁuéwﬁmm
ANTNITUNITOIMITUAZY NTENTHETITGY

4.3.5 ns@hdusngu biological products iy vaccines, blood products #esiitonans
SusoesunIIudn (Lot release) IINNTUINGIFNARSNITUNNE NTLNTIIASITUET

4.4 §19E19eN
4.4.1 fiauosnn Fosdesiieg1seneg1eden. .10, MiIpuTIAne Sududiuny
wansseazdalansuiIunuinmualuiteama Uiyt

4.5 MyUseiuAuN e TdwaY
4.5.1 g1saeguasyfidsweunaiongldlalidesndt. ... 12 feutduaniudaey
4.5.2 swnnafidseu sxosddiuinimeneluiusemannsiiagieiuiidawey

ARYNTTUN A MUAAINYULIANY

Ues1UNSIUNIS

AIIUNTT

............................................... N95UNNS
(Wamnuading Anasn) /-5-453



5-

4.5.3 nsdifiviasenainisduieg e iidweuiiiodmsiadinsesinuan
VUL TIUNITYIINTIFDT09UR 10819 I%Qmuaﬁm(ﬁm&J)%ﬁaadwmﬁ'u
Snmudauiivitennisdm e nsie s udfuinveuldded
Aeatadlumamnatinngiquamm nsdiinuieldiduluauaudnsus
a1y Mes1wn1sUeanUanElsURasaNsEweTIMEINaNIveELaLe
iwm(ﬁgma)LLaa/ﬁaﬁEmﬁm‘Luﬁ%@mlU

4.5.4 flauosn(uie)azdesiudsusniiosilnduuneiy uieileinnis
Feuanmieusynislandeufnuslaglifidouly

4.55 nsdhdugfideaiuinwiiguund 2 - 8 swmwaduadodionarsuansitil
ssuunmsiiuuazdndiendu cold chain system AldunasgIunLNaN NS
Good Storage Practice (GSP) wag Good Distribution Practice (GDP)

4.6, eNansaue

4.6.1. nydeauelulyeduwuy (original drugs) FasilienalswanisAnen
bioequivalence va3efliauasIAUIoulisuiugfuwuy lagisnsAne
soudulunundninudivazuuiuualunisfinurdrauyavesenadyues
A1INIUAMENIIUNITOMIUALE NTTNTIEAITITOEY

4.6.2. nsdiuenfidesazauuaz/viadenneuld FeslinanisAinwiaunsanw
NN saranuay/v3aiionns lumyhazaier1e ATUMULazaonAdodIny
LNAIMAUYN
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4.7.1 nsfinanisgunsaimsizientiainasuineimaninisunmngldiduluniy
1MIFILRITUR
4.7.2 mzﬁmﬁmﬁm%aﬂ%ﬁﬁﬁgﬂL%&JﬂLﬁu?mmmﬁa@mamimaﬁ’wﬁmmﬂmznswmi
DITUALE) ‘Luﬂmnawmé’mwzywz%ya%m&
4.7.3 ﬂszﬁ‘wui’]zwwmm‘wmﬂmamﬁm%m'ﬁﬁawdwaﬁaﬂﬁxam%mauasmm
Uasnseserieilsfuen
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