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81 Lansoprazole 30 mg orodispersible tablet

%aﬂﬁLansoprazole 30 mg orodispersible tablet
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Naﬂﬁm’sf\f’ﬁmiwﬁ@mmwLﬂui‘dmu finished product specification ia¢ drug substance
specification #ig138sa1nundrsiuatuieatu Jdldvanadeusodinauanenssuniseinsuay
61 NIENTIEITAY Teindusnsuilisndedenduatuiifieusivdelminiunasgundusi
Tasin$unils auUsEn1ANTENTIsENsNTAIEY 1309 S8UAT181 WA.2561 asTuil 68ua1AN 2561(as
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1. fsrevessendlng atudl 2 @udl 1 e 1 wazatuifiada (Thai Pharmacopoeia I,
Volume |, Part 1 and Supplements) %aé’ﬂﬁmwﬁﬂaﬂszmaqmﬁ”ﬁmqm
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Pharmacopoeia Volume | Volume Il Volume Il Volume IV and Supplements)

3. dsunsguenagulnsineg we. 2560 wazaduifisify (Thai Herbal Pharmacopoeia

2017 and Supplements)
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4. frs18umesuurwranisinlale adufiniasedl 5 uazaduiianda (The Fifth Edition of
The International Pharmacopoeia and Supplements)
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Fourth Edition and Supplements)
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7. a1570FRgWsulalle (daqunneaiansd) alu a.a. 2016 (British Pharmacopoeia
(Veterinary) 2016)
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ﬁm%ugﬂuuumﬁ?uﬂ(general requirement for dosage form) ¥3em 1Lk WIUURY9 Thelnterational
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n. ansﬁqmmwﬁ'ﬂm (General qualijty criteria) 30
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WneNN1sUsEIUUSEENS A TNABS1A1 (Price performance)

1. 30sgIUREAAUT (AZUUULAL 80)

n. nasinun Il (General qualijty criteria) : ATHULLAN(AZLULAY 30 AZWLL)

Aaudssasin 1nasgrulssnuntnlinzuuudaigigadaiie

(AzWUULAL 100 = Wminezwuusasaz10)

LNAUINNITNINTUNEN

yindagay

AZLUULAL

(AZLUUAY)

GMP-PIC/s

1. 1599uKEAlATUNITUTDNINTIUNTHENYINUNANNAIIENTNA LUNSHENET TILIZUNITTUTEINNUNINTFIY

- Issnugnandngauimendidsy (Supplienldsun1ssusesmuunnsgiu GMP-PIC/s

- Tsanududnndnsiaueisd ey (Manufacturenliizun1ssusesmuninsgiu GMP-PIC/s

WHO-GMP

2. T5anunaaldsunsiuseswInsgIunIsHaneURENINaEI3N15NR lun1sHEReT IldTuNsTuseImINNInsgIY

[ [

- Tssugnandngaudenddty (Supplienldsun1ssusosmuunsgiu WHO-GMP

o

-Tsanududandnsiaueied gy (Manufacturenlisun1ssusesmuuinsgiu WHO-GMP

= P %
U UBNLKUDINNUD 1 ey 2

3. T5991URAAATUNITTUTBIMINTFIUNTTHEALIAURANNAIN ITNITNAUNTHENYT NLATUNITFUTRIMNNINTTIY

a o a Y o

- Tssnugnandngauiendidty (Supplienldsun1ssusesmuansgiuaug

o

-lsauindandndueiendisazy (Manufacturen)lisunssusesmnuunsgIudug

FAUATHUUAYU AIMUTION 1 : AZHUULAY

100

FaUsI09N 2...
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1. nsdiladldenduunuu: Wuendseglusmenserandylnindanuwiniiedlunsidadnviverduiuy adud 1 fadu
Uaqu vevdiding) drdniunnznssunsemsuaze NsenNseaIs15addy (THAI Orange book)*diluensunuudetile

AU

2. \JuenFeeglulyTnevendniudieniilédsunsiuses (Approved medicinal list) veaa3etielsimeuia

nauasTuunneamans wiauszmealne (UHosNet*dndusduwuudeilinzwuuiy

3. nadilildendunuu: WWuendeeglusenisUayd Orange book vesUszimmanigeldng (Wiuanwmdngiuindundndousi
Tndnunanlsanudrdnndndusietdusazy (Manufacturen) Weniuiurdadusiinndmheegluansgewsni) vwie

Green book vasUsemalng*dndusndusuudeilinzwuuiy

4. dayaatiuayy Anvniduaunmuaindniel

4.1 NTANANN U _B1RULUY: T5189UNSANYINIARNN ALEADIUTEENT N Nve N lun5SNY) aeaffusly

MFATNNTINNINULTRT BT AUANANWIN ST LY

4.2 nyal_lilvenduuuy: $571891U015ANYINIIARENAUIUBNTIUSEANSAINVDIe VL RULUU Y58 189U
AsANYINIIPATNARERIDIUSEANS ANa/M3arNUaen e Nltlunss Ny asfRuRluITaNTNINISUWNNEN
YdeiaseavannauunmgIuly InedinisAnwinneadtinsusesdisuwinnuendunuy (Gandalateaunils vniuinnii 1

Wite Tidendeniazuuuniniian)

AsnN1sAnwdukuy Randomized controlled trial wazdin1sARuWluINTasNIeNISHINSNULTode

seaugnANLAngIulY

)A8sAnwTunuy Non-Randomized controlled trial wagiin1sfuluinsasnianisunndunieie

seauanANLAnEIUlY

AsNsAnwduLUU Comparative study WUy Cohort study wadlnsANUNIUNTENTNINTUNNST

YdeiaseavannauwnngIuly

YIBnsfnwnduwuu Descriptive study wuu Case report or Case series (31831u{U38) wazdin1sifiun

Tusasmeanisunmdfudediesesvaunnuunngiull

datas n.) 30 1.) W8 A.) W39 1) NhUTin1sARUNTIUINTAITNIINITWNNERULT D s TR UaUNANLANE
July
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Q. ansﬁqmmwmww (Specific quality criteria) : ATLULLAN(ATLUUAY 50 AZLUL)

AauUs3aei 3naigatnnnnutlsdeiusawmanisiasen (nsallaildenduuuu)

LN NITNANTUNEN AZLUULAY

Wadatay (AZLUUAY)

1% ananlnnlssnundnlinisfusesnasgumInanenamdninasiisAmunsuaneildu
N135U58NULINTFIU WHO-GMP, GMP-PIC/s wazdin1snagaug1ainviesufjuminas 3rd party7ilé
$useansy I GLP wieviesUfiRn1siiinuanmsgiu ISO/IEC 17025 MunsnaaeusIanmiaguil
gousulusgduanna ILAC MRA and Signatories (International Laboratory Accrediation

Cooperation Mutual Recognition Arrangement and Signatories) 30 Wusnduuuy

578N 5NAFRULIN

N.Assay or potency

9.ldentication

A.Uniformity of dosage units

4.Dissolution

9.Related substance 38 Organic impurity

319NTNAFDULIAN

N.Assay or potency

9.ldentication

A.Uniformity of dosage units

4.Bacterial endotoxin

9.Sterility

2.Related substance %@ Organic impurity

.pH

9.Particular matter
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AUNBNAITUARINANITANBIAIINAIY (Stability data) 9117U 3 FUNITHAAAIN ASEAN
guideline naonYI9018v0e1NTUNEITeUlY dosdiAmuuinsgiuniunmuualy shelf life
specification ¥nTunziisudiueutesnit 2 U fodilonasuaninisanyInuAIan Ny

SanSausrereliteenia 6 ey

1. dLULENATUAAINANITANYIAIINAIFITEEZE1 (Long term stability) ﬁmumum‘qmﬁ

A livuaann/ndn s

2. EUUNDNEITUAANINANIANIIAINAIRIIUAN1IZLSS (Accelerated Stability data)

3. duenansuanINan1sAnwIANAIivazidald (In use stability data) lawzenmdald

5 v Y 1@ . 52 a v dy
waease (@1edbalididy multiuse lufpsAnAzuuudail )

4. @LUBNANTHARINANITANYIALAIITEEZE1 (On-going stability data) Udngm 1w
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AauUssaei SHaigatauwiniienlunisshuiverdunuy (nsallailvenduuwuy) (Fende 1 w3e 2+3)

1. dnenansLanINansANYIANANLATaIHARS ML (Bioquivalence) LagHANITANE
BE Julumudarinunaina (US FDA, EMA, PMDA, WHO, TGA) wasvinmnunaaiainandasvin

Wi (Wnnzeall)

1.1 Bsfnwdeadulumuinaeivazuuimajiitunsfinvidiauyareseiaiyues
AMNIINNTEMNSHAZET kazoranadasiilddeadudiiouazyiilun1ie steady state two-way

Crossover in vivo

1.2 Bnsfnwdeadulumuinaeivazuuimajiilunsfinvidauyareseiaiyues

& LY a
ANENIIINTRIMNILAYeT Uaviluenanalnsgunni (healthy volunteer)

2. Sunvangunisadudsug1¥ring(interchangeability study: ICS) lanze1¥3ingNgue

TUsAu(Protein therapeutics)[6nil]

° ] 8 o v = L. A o ) = e~ Y 4
3. E?ﬂL‘lﬂLLﬁ@ﬂ’J’]LUuEﬂGU’DWQﬂaWEJﬂaQ (Biosimilars) maa’u,u’maﬂg’]uﬂ’nmﬂiaum&mﬂulm

(Comparaility exercise; CE) lawzenving nguelusiu (Protein therapeutics)

a o =] <
FAUATLUUAU AIUTIIIMN 5 : ASLUULAN

100

AUTIIN 6 ..




-11 -

A7UU5899 6 518NFNEUBLATHIUNITHINTUIAMNINIINAMLNTTUNTNFUNTTULAZNTUTA

LNEUIINITNAITUNE

AZLUULAY

Yindoday

(AZLUUAY)

FIEMINAUBAYNIUNITRATUAUAINIINANENTTUNMTNEINTTULRENTUTR (U miinazuuuseeay 10)

FIUALUUUAY AUUTTO 6 : ATULUULAY

100

4 wad & ¢ a wa < a
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1. fdnyIvuaaINNBULUTIITIdUREE s UIIIMe e1ude daau livgaaen numen1snseunn

(W3suiisuusiazu3en Afaalahu)

2. usssiuandesiunamne wiedes (anzeidesdeosiuue)

3. gnudinussgeglunnsiinainszyles wie FonsAn diulsenaudiendify AL udueny

wargun1ndn Hegdnaunndia

4. 9uddedl Imprint code vuwingn Fsdreman1sust (Identification)

SAUATHUUAY AIMUTION 7 : AZLUULAY

30

o = v & 1
ALUFIDIN 83J'11§I§§']1J1‘1Jﬂ']’i%ﬂtﬂULLﬁ SNIIVUEY

1. flonansiiwansianasglunisdaive GSP

2. flenansfiwanadanasgiulunisvudeniia GOP
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