inusms o ansziiunan mHaniuN

Lansoprazole mo mg orodispersible tablet, blet (GPU crcaax-bodana

[ o a  ar [3
LN mmm‘sﬂimuuﬂmn MMpanNuUNY1 (Performance)

ASUU

. mmmﬂmmwwﬂﬂ (Universal quality criteria) (25 Azuuw)

mmmumsﬂaﬂmm:mﬂntnmm':ﬁm'sﬂmumiﬂaﬂm
[Good Manuf;acturlng Practices (GMP)]
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1.1 Certificate of GMP 483 Active Pharmaceutical Ingredient (API)

Nmammmmﬂmlﬂiunﬁsusaa GMP-PIC/S Tumnaditieadeaiu APl nsdilaissy
MNATALAY ABILANIVIANGIWIT AP Imsuaumm'[uwammnwuwa'mswmmmm

mwammfsmmﬂmlmunﬁ'msaa WHO-GM P luvnafiieavesiu APl sailissy
NATALIU ADILANIVANGIUIT AP lmsuaqmm’[wammﬂwmm’msﬁmna’mm

nwammmmﬂmlmumﬁmm GMP 9nUsSeNARKED TurnaiiigITosiu AP
nso’ﬂmuwmﬂ‘umw foauananang i APl I$FuaugelinanaInmeau’y
fneteq

frdnmaendnnyleiunsiuses GMP uay GMP vuaeglaiiu 3 iAoy (5en31959
Tususay)

1.2 Certlﬁcate of GMP Finished Product
% nmumusswmuam Certificate of GMP 'umamuwummwmu %

HNAnEN (EEMINTERE) 19sun155Us89 GMP-PIC/S Tumnaiiiedeatue
3vavnm'§‘usaa 31 (ﬂ'smummwisa uetlsiuans GMP RNl 2.5 AZUL)

wwamm (wag Nuuwﬁa ) lasun1s3usee GMP-PIC/S 'Luwmﬂmna'ruaanum 1
seEyNaIsusee 2 U (ﬂmumm&m‘m ualaiwans GMP eNTUI 1.5 AZLUL)

mmamm (LLaSNLLUdUTﬁ]) Tasun1s5uses GMP-PIC/S ‘Luwmﬁmmmmmnum 3
sepeiIansusas 1 U (ﬂ‘smmummsa wslainana GMP LRSI 0.5 AZULY)

Ananen (Way AUUIUTTY) @S un155U589 GMP-PIC/S lumnaiiieateaiuen uag
GMP wummalumu 3 1moU (SEWIN9seLUSUTeY)

mﬂsgﬂu'manummﬁ'm:g (Active Pharmaceutical Ingredient
Specuf‘catnon) uazaAsgIUNBAfMeiB1d5gY (Finished Product
Speaﬁcatlor,\)
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2.1 Active Pharmaceutical Ingredient Specification

s ar o

#1984 USP, BP, Ph.Eur., Ph.nt., JP atiuagn wazudlylunzideudisueuan

%1983 USP, BP, Ph.Eur,, Ph.nt., JP atulmindszmaszysiisner wnndi 3 1
wazudlulungifousiuguin

$14949 USP, BP, Ph.Eur., Ph.Int., JP avulmginitlszniasyysisen 1nni 2 U
sazunlvlunsidouiSusuan

1934 USP, BP, Ph.Eur., Ph.int., JP atiulmindtuseniAseysneen unnn 1 U
wazunlvlunsidoudsueuan




97484 USP, BP, Ph.Eur., Ph.int., JP atulmininszmaszysisen wadelild
unlglungilousisuen (sreznanliiiu 2 U duanniuiididnauamuenssunis
ITUALET AI5ULBNETS B.5 DTudueNaIsIaUIAN)

91989 USP 39, BP 2016, Ph.Eur 2014, TP2, Ph.int., JP 17" edition atumy
Usgmasyydsen wazunlulunsieouinsueiuan

v )

v oa . = v ow =i
81984 In-house specification fidenmasanu general chapters Amunszyly
USP,BP, Ph.Eur., Ph.Int., JP aUuaiaa, ICH Guidelines (Q6A) wazuilalu
neouinsusudl vsailuensunuy

v oa . ; =i v @ =l

971984 In-house specification NaenAaBIiU general chapters muniszyly
USP,BP, Ph.Eur., Ph.int., JP atiuluindnsenia seysnsien winnda 3 1, ICH
Guidelines (Q6A) wazunlvlunzitouisueuan

971984 In-house specification fidanAanafiu general chapters Mufiszylu
USP,BP, Ph.Eur., Ph.Int., JP atiulusindausenia seysinsien winnda 2 U, ICH
Guidelines (Q6A) uazunlvlungiloussueuan

9484 In-house specification NiaeAAABiU general chapters mufiszyly
USP,BP, Ph.Eur., Ph.Int., JP atulumindiusenia seysinsien winnda 19, ICH
Guidelines (Q6A) wazunlalunzideumsusuad

9184 In-house specification fiaonndaaiy general chapters m’mﬁ'ﬁsq'lu
USP,BP, Ph.Eur., Ph.Int., JP atiulusindiusenia seysingien, ICH Guidelines
(Q6A) uagalalaudlalunsideousiiuen (szaznaliiiu 2 ¥ Wuaniud
AinuANLNTIINITEMISWAYEN asdulenans 8.5 feTudulenaisiauasan)

97984 In-house specification N@anAaBINU general chapters muﬁ‘isq‘lu
USP,BP, Ph.Eur., Ph.int., JP avumuusend seusnsnen, ICH Guidelines
(Q6A) wazunlylunsilousSueuan

2.2 Finished Product Specification
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1 J

91984 USP, BP, Ph.Eur., Ph.Int., JP atiud1ga uazudlvlungifeushiueudn

972483 USP, BP, Ph.Eur., Ph.int.,, JP atulminissmaszysiisien uinnit 3 Y
wasunlvlunsidousmsueuan

81984 USP, BP, Ph.Eur., Ph.Int., JP atulwindsgnimssysiisen snnnin 2 U
wazunlvlungidoudsueuda

91984 USP, BP, Ph.Eur., Ph.Int., JP atulwminisgniAseysisnen unnndn 1 1
wazunlulunzilounisueua

©1984 USP, BP, Ph.Eur., Ph.int,, JP atiulwininsgmasyysisen usdalild
unlylungilousisue (szezinanliiiu 2 U tuanntuididnauamuenssunis
DIMSHAZET AS5ULENANS 8.5 DITUEUDNASLEUDIIAN)

91999 USP 39, BP 2016, Ph.Eur 2014, TP2, Ph.Int., JP 17" edition Qﬁj,J_mu
Usemaszysnsen wazuilylunsideoushsueu

Vs a o

v a . . =l v ow P
8109 In-house specification NaanAdaInu general chapters muwsquu
USP,BP, Ph.Eur., Ph.Int., JP atiugnae, ICH Guidelines (Q6A) uazunlulu
neidoumSusuan viaiusndunuu




1484 In-house specification NidanAABINU general chapters munseyly
USP.BP, Ph.Eur, Ph.int., JP atulminiwszna svysi1sien uannd1 3 1, ICH
Guidelines (Q6A) uaguilulunzifoudiiugua

[ . . = v ow o

81484 In-house specification Vi@anAaBINU general chapters m'mmx*i_ﬂ.u
USP.8P, Ph.Eur., Phint., JP atulumindszme svysisnen annnda 2 U, ICH
Guidelines (Q6A) uazuflulunzifousiiueum

81484 In-house specification AidanAapaiu general chapters muszylu
USP.BP, Ph.Eur., Ph.int,, JP atulumindwszmea seysi1ane wnnd 11, ICH
Guidelines (Q6A) wazuilulunzifousmiueuad

91984 In-house specification fiaanadpafiv general chapters muﬁszu’lu
USP,BP, Ph.Eur., Ph.Int., JP auulninUsEne iuummm ICH GmdeL!nes
(06A) uigsliilaudlalunsidouiniue (szavathiiiu 2 U Tuaniud
ANUANLNITUNNTEINITIALET A3ULBNANT 8.5 feuduenansiauesnan)

91984 In-house specification faenndaaiu general chapters mmﬁ's:u‘lu
USP.8P, Ph.Eur., Ph.int., JP atugnuusgnia seysinsien, ICH Guidelines
(Q6A) wazudlylunasifousisugiuan

aJﬂmg'mmin's"mUzl'wnuvlﬁmn:u'n'aﬁmiwﬁ'lumsnsuﬂ'wm
[Good Distribution Practice (GDP)]

muaummmam/umiaaam way N'smrmlm'mn'l's'susm GDP-PIC/S 27nd1UNU
AMENIINNITEIVNSHATET WaEAINVMULU third party (maammﬂ%ﬂmu)

quauﬁywmam/uwiamm waz3udnalaiunsiuses GDP-PIC/S NEINIY
AIZNTIUNTEMSWATEN (Rapavinsligunu)

HSueygandn/mdedeen WSumsiuses GDP-PIC/S INEUNIUALNTTUNS
2IMTUALEN

Niuaumﬂmmam/mw:faaaﬂ’l LLa::/maN‘iUi]ﬂa'lmumii‘usad GDP-PIC/S 3170
AnnuauNznIIUNITaIIsHaTY wag GDP wmmtﬂ.umu 3 AU (5¥NIN959
Tuduses) wselunananlasunisiuses GDP

¥, INuTIRNINLRNIE (Specific quality criteria) (70 AZUUL)

wﬁqﬁa*‘s'usaaémmﬁmﬂzﬁ [Certificate of Analysis (CoA)]
(n1u Specification)
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1.1 Certificate of Analysis of Active Pharmaceutical Ingredient (API)

10

nsaifu Active Pharmaceutical Ingredient Specification Asuyniteves
Universal tests wag Specific tests 13784 Supplier Was Manufacturer waziinig
uansualugudayaidieaUiunm (Quantitative data) w39 fiaw eniiu wde

Physical description

10

A4 Active Pharmaceutical Ingredient Specification ﬂiunnﬁ'ﬁa‘uad
Universal tests wag Specific tests @189 Supplier w38 Manufacturer wazil
msuanwmaluzdayaiBniine (Quantitative data) wie fiav pnviu ide

Physical description

m5afiu Active Pharmaceutical Ingredient Specification ASUNNTITDUDS
Universal tests wag Specific tests 113989 Supplier WA Manufacturer WALINTS
wansualuguuu“Conforms, Complies, Not detected, N/A”




n59ffu Active Pharmaceutical Ingredient Specification AsUNNIY28s

Universal tests uae Specific tests \aw1zund Supplier W38 Manufacturer wsiil

m‘suﬁmma’lugmwu“Conforms. Complies, Not detected, N/A”

M59AU Active Pharmaceutical Ingredient Specification ﬂ‘iUﬂnﬁ’a’ﬁaLamz
Universal tests 1aw1z94 Supplier %358 Manufacturer LLaaﬁﬂ’]‘iLLamNa'LugﬂLLUU
“Conforms, Complies, Not detected, N/A”

1.2 Certificate bf Analysis of Finished Product

10

M391U Finished Product Specification ASUNAYRITBUDY Universal tests Way

Specific tests uaginmsuanwalusudayainiunm (Quantitative data) %3o

fay enLIu Wate Physical description

10

n33fiu Finished Product Specification ATUNNILBYBY Universal tests way
Specific tests ualin1suanmaluzuwuy“Conforms, Complies, Not detected,
[1 iA”

1.3 Risk Assessfment Report for Elemental impurities

10

3l Risk Assessment Report for Elemental Impurities waf3 19 Active
Pharmaceutical Ingredient uag Finished Product wiaueildFuniseniiun
Jofimunvad ICH Guidelines (Q3D)

10

i Risk Assessment Report for Elemental Impurities Wand law1e Finished
Product Waziinsvneasy Heavy metals Ty Active Pharmaceutical Ingredient

i1 Risk Assessment Report for Elemental Impurities waad @1 Finished
Product

i Risk Assessment Report for Elemental Impurities waf lan1g Active
Pharmaceutical Ingredient hagiinsnaaau Heavy metals Tu Finished Product

flangn1sadau Heavy metals Tu Active Pharmaceutical Ingredient
Specification wag Finished Product Specification

nsAnwIAMNAA (Stability data)
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fin3Anwn Long term stability uwag Accelerated stability #13 ASEAN
Guidelines asunuogeuuaan (5 1) Fadvlumunesgusdndusisdniagy
Auslulunzidousveuds wagiinan1sdnw On-going stability Uneuliagiu
(Fomadauiivian 0 wag 6 Wou Wusthatios)

15

finnsAnw Long term stability wag Accelerated stability #73 ASEAN
Guidelines ATUANUDILBIVURATN (237) %dtﬂulﬂmummgmwﬁmﬁmﬁm
dusaguiiudlulunsiewshivenuds uazllwansfnun On-going stability Unaul
Haqtiu (Fomaasuiinan 0 uax 6 o iusghaier)
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fin15Anw Long term stability wae Accelerated stability #1131 ASEAN
Guidelines AsunupIgeuuaan (2 ) Faduluaanasgusdaiusiordsogy
fuslilunsidousiiueuds uasilnanis@nw On-going stability Uneuldaguu
(Fomadeuiinan 0 way 6 Wou Wusdries)
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§ins@nw1 Long term stability uay Accelerated stability #1131 ASEAN
Guidelines asunueEEIULRaN (5 B) Faduluaunesgundndusioduiagy
Fudlolunsifouiueuds wikiinan1s@nun On-going stability Unauldagiu

10




finnsAnw1 Long term stability uaz Accelerated stability A3 ASEAN
Guidelines AsunuoIgEULaan (23 B) Fudulusmnnasgundndasion
ﬁﬂﬁﬂgﬂﬁurﬂ‘ﬂuwmﬁmuﬁﬁ%’umuéh wilaifiwanisAnw On-going stability Unau
Ulaguu

fins@nw Long term stability way Accelerated stability #14 ASEAN
Guidelines AsUmNDIBEILLAAIN (2 T) Fadulumunnsgrunandusiendiiogy
utlalunzifoumiueuds wilifluan1sdnwn On-going stability Uneutayuu

finnsAnw Long term stability wag Accelerated stability Laivulumy ASEAN
Guidelines Asumuegeiirmualivuaain (6 ) fadulumunasgrundndios
enddaguiudllunsfouiiueud uaeiinansing) On-going stability U
nautiaguu (Weamaaauiiinan 0 uay 6 Lieu \uagtley)

finsAnwY Long term stability uag Accelerated stability Liulumu ASEAN
Guidelines Asumugeirmualivuaain (23 ) Fadulumunasgu
wanfosserdnsaguiudlalunadeuiiveud waelinan1sdny On-going
stability UevuliJagiiu (Foameasuiinat 0 uax 6 Lisu Wusthley)

finsAnwn Long term stability uag Accelerated stability ladiulumin ASEAN
Guidelines AsuUnuangeiismualivuaain 2 ) Fadulumunasgrundndios
grdseguiindlalunslouiiueuia wasiluanisAnwn On-going stability U
Aeulilagvu (Fowmeaeuiian 0 uay 6 Wou \uegniey)

finsAnw Long term stability uae Accelerated stability #73 ASEAN

o & < @ oA v o o = o 1Y ]
Guidelines Wulumumnnsgrundndnsisrdiiaguinilulunsloumivennad un
Liasumuengeuueain nislidlnanisAnyn On-going stability YnoulUatu

fins@nwn Long term stability uag Accelerated stability Lidulunu ASEAN

- 1 =3 LY « -] A:J =] o o v "
Guidelines {ulumunasgrdasuserdiioguinilulunslounsveinad us

Linsumuengeruuaain Wiskiflwansfiny On-going stability Unoulilagiu

msﬁnm%aﬁﬂuaﬂawaﬁnmmm (Bioequivalence)
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fls1eunisAne Bioequivalence Wulumu ASEAN Guidelines (2t 2) mau,cﬂ
1 1.0.2561 Wuguly vde fsresunisAne Dissolution Tuganu BCS class ii
1430 biowaiver a3 ASEAN Guidelines @adinamuanznssunsemisuazenlv
mMsduseama wasduluanu US.FDA Guidance vi38 EMA Guidelines a1gn %3®
Wugsuuuy
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fls9891unsAn Bioequivalence Wulunu US.FDA Guidance %38 EMA
Guidelines a1d@n wavilnanisnaasuAuwiisumandenssu (Pharmaceutical
equivalence) Wan3

fis1saunnsAne Bioequivalence WWulunu ASEAN Guidelines (U 1) Haust
6 1.A.2552-31 5.1.2560 mamm’mﬂmzn‘ssum‘saw1‘§L1,ava'ﬂ1m'1'i‘sirsmwa

fisaunsdinen Bioequivalence uluma ndninassiuazuuufialuntsdinm
Frauyaveseandey w.e. 2543 wardninauAMEATIINMTEIMISHALETIVINNS
SUS0IHA

fisnaunsane Bioequivalence lailiulumiu ASEAN Guidelines/US.FDA
Guidance/EMA Guidelines WATIHANSNAADUANMVINTAEUNIUNFYNTTY

(Pharmaceutical equivalence) Wan3




fisneaunsfiny Bioequivalence Luifulusu ASEAN Guidelines/US.FDA
Guidance/EMA Guidelines wazlifluanisnaaeuanuinigumandynssy
(Pharmaceutical equivalence) Wend

laifisneaunsAinen Bioequivalence

aravindielun1sdneniueamuuuy (Therapeutic Equivalence)

1¢5unnsussalu US.FDA. Orange Book waglaiunsisusaaann EMA wardand
aonurlumsiuses wiauefuuuy

1¢%un15us39Mu US.FDA. Orange Book #3alisun13iusasann EMA wazdang
anuzlunsiuses

lﬁ%'umwssq’l,u‘swﬂﬁm5mﬁmﬁmmﬁm’lﬁﬁﬁmﬁmﬁwLﬁau'[umsﬁﬂﬁﬂ%' AW
YA ULUUVDIANUNIUANLZATIUATDINTHALEN wardimadnuglunIssuTes

laifinannssusas Therapeutic Equivalence

ussRAnst aann uag lenAsiAuBTEIMIVYIEYITY
(Package, Labelmg & Patient information leaflet )
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5.1 Ui’ii}ﬂm‘ﬂ‘ﬁuuin (Primary Packaging) LLa.,us'iqmumu'lu (Secondary
|

Packaging)

ussyusiiianuaassmuiiszylu Finished Product Specification loun
Injection; Prefilled syringe, Solution/Suspension/Syrup; Glass, Solid; Alu/Alu
foil uarUsIIUUIRNIEWUIY (Individual Package)

ussyfusiiianuauzasamufiszylu Finished Product Specification wnlailaussy
LUURMIEVUIE (Individual Package)

5.2 281N (Latieling) wang unit dose

Ussfiet Foen ALY Fununeny JUNIIHAR wanlunNMUIBYBIEN

3390t Samedios AuUse uaaslunnmigueden

ussRToust 8981 AL Tununeny JUNIIHAR Tuanslunnuiiguesen

5.3 lpnansiuendmiuysEevu (Patient information leaflet : PIL)

MO |~ W W

fenansmiugd@amsulssevu ﬁﬂﬂﬁ’agaﬂsuﬁauﬂwm'ﬁﬁﬁ]"ﬁcu'l'uaaehﬁ’mm
AIENTIUNITOMITUATEINED

luifiienansiiuendmivyssy1vu Weailonansifusidmsusyevy wagaly
HAUNNSAANTUNVBIEILNUAMENTIUNITDINNTHATE

0

o e duasuauAneluUstmea (Thailand Government encourage criteria) (5 AZUUL)
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