‘nﬂa:t‘é‘mqmé’nﬁm:mwntmuﬁ'ﬁmanmim‘sé'ﬂ%aL'niﬁ'mfﬁm
L8271 M 42/ 2558 |
5180151 1 Alginic acid 200 mg + AI(OH), 30 mg + MgCO, 40 mg Chewable Tablet

awilszmasaninguanzot® 3 ) 79 2559

Fom Alginic acid 200 mg + Al(OH), 30 mg + MgCO, 40 mg Chewable Tablet

amaNiana bty
1 iueiasuyseniu shaRuInawnan (Chewable Tablet)

2. lu 1 Waldsznaudlaaann Alginic acid 200 mg , Al(OH), gel (dried) 30 mg , MgCO; (Light) 40 mg
3. msgluumagﬁﬁwﬂam‘ w3a Blister pack tasruanuaule
4. 2Ny - Foen fudsznaudindeuazA LT Junke fuﬁvumq wfinde uasinadoudsuen
Tagnstaeuuuursyine
- UL aﬂﬁaﬁamﬁaaszq%am FUlTzNaUA NN AT d"uﬁvumq wasavfinG e

G a 12 ' . o o & % v o
amdaNUANIIINAKA (VL&I Official IuLﬂﬁ‘H(ﬂ'ﬁU USP 35, BP 2013 T30 tUENITUNIITY 'Lmﬂw.anmimoaa

lumstaamansusiawzedn)

1. d5nmdaendey @ 85.0 - 115.0% of the L.A of Alginic acid
45.0 - 57.5% of the L.A of AI(OH)3
90.0 - 110.0% of the L.A. of MgCO3

2. ldentification testm mmmu@l’mﬁsquu Finished product specification
3. Acidity and alkalinity”” 33+2

4. Uniformity of dosage units' @sa%&iﬁ%m&ﬁi:@% Finished product specification
Wawnladn 9

1.éﬁtmmwdﬂmanmsms‘l@?%’uag:ymi‘jrumt.ﬁw@'h%’umL*fiaﬁ‘imu’mﬂuﬂs:mﬂlm waz&ILLAY (declare)
URAINE®
1.1 ludgdymsfunzioudisum (e 2 ne.3 no.4 ufudns)
1.1.1 luns@idusnfndelusanalng (muneds yo.2)
1.1.2 ’LunizﬁﬁﬂummLﬁTﬂLﬁammmmsg U8 Ne.3)
1.1.3 lunsdifidusimrannaslssng (manefa no.4)
12 ludmatunsdouen ne. 1 280fiaue A WiouMBanSoaRaTaNINIURNA NS

a  a ad = [ . o . A ' a s oa
naanmtauntunziiounld (finished product specification) nmmags:wmmsl,ﬂaﬂuLLﬂaaLLrﬂmwmmu
ardpauuuLanaInIedmmnanansvaurtly( £.5) uawsan finished product specification Uaz/#38

Drug substance specification

& %
YT HIUAMENITUNTT

L) Wi ot
@ (Woasad ITIRNRN)
Gk i) R U ATINMS nITNNT
WTTH UATNY PWHEIWYS NN
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2. LANENITUTAINIATTIUNSHEAEN
y |
2.1 nsdifigudalusznalng guiadosdidunnwingmiifesusesnasgiumsndasenumaninas
AFNINFLUNIIHAALIBINTINTHITIINED (GMP wia GMP/PICs) lunsaaunfilauanny

a e ]

2.2 nsdfduerudreinsssana Hdadasddnmwinowidafasusesnasgiunisnaauiany
vwa"mnm«ﬁ?%miﬁﬁlummﬁmmmaaﬂs:mmjwﬁm %38 Certificate of pharmaceutical products
3. mﬁmuaﬁauﬂumﬁu?ﬁ’wLﬁugwﬁwgagn,muﬁiwmu (WRAILDNENTIVTAY)
4 ahl,mmwmmanmsqmé“nwm:maamﬁl,auaﬁm
4.1 wamwsw%msw:ﬁqmmwwféﬂﬁm‘ﬁmmg”wﬁm (Certification of analysis) luméuﬁduﬂuﬁmma
42 Namsmaﬁmﬁ:ﬁqmmwi’@qﬁu (Raw material) ’uaaé’amﬁm@ﬁlﬁumwﬁ@m ﬁamaoﬁwﬁmm
Ltazgwﬁmfﬂqﬁuﬁl.ﬁujwﬁmn”u LLa:Lﬂm;uLam'm”umé’aazhaﬁe&a (LEAILANENTTUTY)
5. 1981987
5.1 giguaan dassvaiatvenadwkas 3 WU Fadudunuusasnoszidoeld
muﬁmmwﬁr‘imu@luﬁﬁaqmawﬂaﬁﬂm}”méfu
6. msﬂs:n”uqmmwmﬁﬁouau (LEAILBNFEINITUUT2NN)
6.1 mqmaamﬁdwauﬁaa"lajﬁamﬁ 12 1@0% WLINIREINAL
6.2 mnmmﬁdwau a:ﬁmdoéwmewmuluﬁsaaNamwmﬁmsn:ﬁmjuﬁﬁwaumaag{wﬁﬂ
6.3 'I_,unsrﬁﬁﬁmanmsﬁwmsﬁju61”';aﬂ'1\1u117ie«'owau1,ﬁaﬁamuﬁmﬁ:ﬁqmmw WLNTMIIYNRRIFD
s"ao‘uam”’;aziwaﬁwiﬂygmﬁua:ﬁaodamwLﬁuﬁnmm"wmuﬁwmmwmsdammfimsw:ﬁ waziugisudaTey
dldirolunisaralienciqumn lunsrﬁﬁwudwm"l&iLﬂuvlﬂmuqmé"nvmzmww:mamﬂaummwmi USHn
wdsshenufindalnifidanespusaeulilsmema Taolifedldsola 9 nolu 30 Suineniudldsuss
NNITINDILNAURE 'uam’m%wﬁﬂlaj%’uﬁmsmn’mauaﬁmmﬂ"\ma'n'uadgqj”mml,a:m?mjwﬁﬂluﬂ%@ia'lﬂ
6.4 ;jmm:ﬁaoi”mﬂ&"wml,ﬁam‘lna"ﬂmmq winflaamaFenammwaantszmsla g few fmue
7. ONaTaug
7.1 SUWIMFINANIIANWIANUAIAIVDILN (Stability data)
7.1.1 lunsddunsifouennannndy 2 9 esdasddaummmwiinosansinen Long term stability anafifin
vudnlunsdoweunuang
7.1.2 lwnsddunsnidoutnaniosnii 2 D adsfdunmwinsuamsdnuanunesaau gy
lunzifionenanuaas LL&:'I.GT%“umsmmu%“mmLanmimnpjﬁﬁﬁmwmu‘%ﬁﬂ
72 madiflilgenduuuy dosinanywmaimimsuaainsmsdnm Bioequivalence 1astNTiFuBL S LB
Aunduuuy laoinmsdnndesdwldmundninuafuazuwalfualunsdnmirisuyavasdninnuamenssunis

3
AIRTTURTYN n‘s:maommsmqm( )

WAL : 81989970
1 = General requirement UaILNETFITUSHIU Finished product JULUY Tablets, Capsules
2 = Requirement specification Va381a WL
3 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies LLazfjﬁa
msfAnnErssnduauasiauyavaaniaiusion NBINIVANYT ENNITUATNTINNT
DAITUREE NITNTWETITUEY

nIsuma

(W95 yaIY) (WHETIWTS nyanwia)
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YA UAAMANHUSIANIZURUNLONFIINISIAT D ITA N E
LauN M 42/ 2558
3780131 2 Entecavir 1 mg Tablet

(" [ 7 e §
muﬂs:mﬁaamﬂquaswmﬁ 3 5.5 2558

Zogn Entecavir 1 mg Tablet

ALANITAN2 11
1. s ndandouRad viiasulsznu (Film coated tablet)
2. 1w 1 1Ja Usznaudaueaen Entecavir 1 mg
o a & A i \1 o & @
3. usryluunsaglilunwansd wia blister pack Uasriuaruiule
4. axnEzy - Faen FIMUTNEUMINERYUAZAIAILT TUHGS TuRuay wafinde uszsanadoudifuen
Hathstauuuuussying

- Uuusogn aenalaudnssEy et Sl snaudmndmeny anaus Tuueny uaziaufinge

e a . . v o, o & ] 3
amsauanamanwa (L official luwndwdsuvisuas USP 35 ,BP 2013 Ganmenssumsy 19idu
nansdieBlumsiarhguansmsianizuase )

1. USunudrendamy 90.0 - 110.0% of the L.A. of Entecavir

2. Identification mmmumu‘ﬁ.xﬂu Finished product specification

3. Dissolution mmmumwﬁizyh Finished product specification

4. Content uniformity (v‘\'immummﬁ'iquu Finished product specification
Howludu 9

1.ﬁmmmwmzJLanmims‘lﬁ{ua‘guywifuml,ﬂﬂm‘iﬁumLﬁaémmmluﬂs:mﬂ%ﬁ LIRS (declare)
WENAR
1.1 ‘luﬁ’m@mﬁ‘fuwuﬁm@‘iﬁum (N8.2 NE.3 N4 LRIANTEL)

1.1.1 lunsdiidusnfindalulszinalng manode no.2)

1.1.2 'LunsniﬁLﬂummm’mﬁamﬂmamsq Bu1shs Me.3)

1.1.3 Tunsdifidunindranansdseine BBy Nu.4)

1.2 ludrvatunsiiiowen ne.1 %30 0.1 VeI TEHaTIN wiauuaziueWatansaugua AW

poaniasmriaundunsfowly (finished product specification) nst’iﬁags:mfwmsmsmuuﬂamn’"lm
Wudnasdasunuanamsdnnwiomsveurtly (1.5) swdan finished product specification Laz/%38

Drug substance specification

GRE ) IR 27 [ A Ur I unMeNITINMS
Woasue TN

k
NITUNNT (GREE) W R NITUNIT

(Wwirh yaIs) (WENINTT Mgawiaid)
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2. LANENTIUIBININTFIUNIINEN LN

2.1 nsdigmanlussnalng dnRadasfiiummwinewisieiuseanasgummaemeanimaninmust
"S%'msﬁé‘ﬂumswﬁmmmaans:mwmmsmqm (GMP %38 GMP/PICs) lunuineniauaney

2.2 ns@fdiueningranesylsana HnAadasiidnmnwinonisiesusesmnasguntsniaiany
m:”ﬂanfri‘%%nﬁsﬁﬁlumswﬁmmmaoﬂs:mmﬂ"nﬁm 38 Certificate of pharmaceutical products
3. m‘ﬁ'mua@i"aaLﬂumﬁu'%ﬁ'wLﬂu;gwﬁmﬁa@mm?wmzJ ( WENILANENTIVTDY)
4. éummwmmanmsqm&nwm:maamﬁmuaswm

4.4 WANIATIVIO A UNIWHAA VIV E® (Certification of analysis) luzm;uﬁauﬂuﬁ'aama

4.2 NANMIATIATIERUNWIARFY (Raw material) pasdaenddildlunmniam Vfwaa;gwé‘mm
Lngwﬁmfmqﬁuﬁt,ﬁwgmﬁmn”u ua:tﬁuimﬁmﬁ'vmﬁqaﬂwﬁa'o (LERsLaNA1IIUEY)

5. 688N

5.1 fiaua e devsiatnegnainiiay 3 WHUTTIA AN Fodudmunuugasnoazioale
ﬂsuﬁ'zumuﬁﬁmm‘luﬁaiaqmauuﬁﬁ'ﬂﬂﬂﬁwﬁu
6. msﬂszn”uqmmwmﬁﬁmau ( WRAILDNEITNTTUYIZNW)

6.1 mqmaouwﬁdauauﬁaohjﬁamdﬁ 12 1@k LN INEINDY

6.2 mnmmﬁdauau a:ﬁaoeiaa‘hmewmffl,u%"maawamsmm%m'mﬁmjuﬁawawaag{mﬁ@

6.3 lunszﬁﬁ%manmsﬁwmsejmﬁaammﬁmamﬁaz«iomuﬁmm:ﬁqmmw wihgTIIMIesyin
wﬁa?ai”awaéﬁazmmT,mmgmm:@i”aodomLﬁuSﬂmmiwmuﬁ%mm’mmsa&omﬁﬁmﬁ:ﬁuaztﬁu;ﬁuﬁwﬁau
dﬂ’ﬁai’m'l,umsmaﬁ,ﬂﬁ:ﬁq NN lunsrﬁﬁwudwm%Lﬂuvlﬂqumé'nwmmm: RILTITNTUI BN GBI
siufindalmifidunaspusmsulilsmeng Tavlifadldiela 9 nalu 30 Fuduanfunlesuudsann
Tsawentnauaz °uam’mﬁwﬁvlw{uﬂmsmmsmuaﬁmm@"sn&i'n’uad;‘{mmm:/w?agwﬁmlm%ma'l:d

6.4 cj‘“mm:ﬁaﬁmﬂﬁmmﬁam'Lna”v\mmq wiaialinnsiFananneulszmsle g neufvua
7. lNETaUY

7.1 SUUURAINENMTANBIANNAIAIVDILN (Stability data)

7.1.1 luns@dunsidouenunannni 2 9 axdasddiumnn wdnenan1sdnes Long term stability anaifi
SwRudulunzidougnuusas

7.1.2 lunsdidunzifoneunstonnii 2 9 axdasiidiunmuningnamsdneauaIsIvassa Ui
sRadnlunzdouenuuans wazldsunmsasnniuTadanmIINEN ST ITEN

72 nsdiililgnduuuy dasinangiuneimnusainansinm Bioequivalence Ta9enTiiFuai Soifisy
Augduuuy TasifnisAnmdandularansninusiuazumid jualunisfnmdrauysvesdninenn

AUENITUNIIBIWITLURS ﬂi:m’mmmimq’u(z)
NG : 81959910
1 = General requirement VaILNFTR1IUS WU Finished product 3UuuL Tablets , Capsules
2 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies LLﬂt@;ﬁa
msfn@adinrauaciisuysrasniaiueio nasarugue MENNHAMENTIING

FIRTTHRSEN nszmwmmﬁmqm

U TIUAUHENIIUNNT

nIsunNIg

(wiesril yasn) (WHNENIWES NIan i)
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swaztsyﬂqmﬁnum:mmumuﬁ"lmanmsmiﬁ'ﬂ%mwﬁmﬁm
LeUN M 42/ 2558

518NN 3 Esomeprazole magnesium 20 mg Tablet

Q
muﬂszmﬁé’wi’ﬂquaswmﬁ 30 5.8 2508
|

nam Esomeprazole magnesium 20 mg Tablet

ansdatanaly

1. \lupda wwdauRsy (Film-coated Tablet) TfasuUUsENI%

2.l 1 e Usznaumupaaen Esomeprazole magnesium trinydrate amyjan”u Esomeprazole 20 mg

3. vnyluussagdiiluawasd wia blister pack Uasruanudnle

4. aan3ey - Fotn FruUTzNLRLNE A TIUAZANILTY SRS fué’vumq wufinde wasaunzdoudium
Tadhsdaauuuussasig

- Uuiaen . aeandasszy e §uUiEnaufIn@mn ANNKSY FuEwENY LazaYTinGe

aa a 2 ' . . @ o Pz} e @ A
amaniamemana” (li Official lundwdn$u USP 35, BP 2013 Gsamenssunisy Iifluienasdnedslu

mﬁ@ﬁwqmé‘nwmzmww:maom)

o 90.0 - 110.0 % L.A. of Esomeprazole

1. USunmandagy

dentification test'” @lsmmumwﬁs:ﬂﬂu Finished product specification
M

araaruaufiszy3lu Finished product specification

)

1 " ' a
Dissolution( aranelisianndi 70% of LA of esomeprazole melu 30 U

2.
3. Uniformity of mass
4.
5. @

Related substances

- Total related substance - NMT 2.0%

- H168/66 - NMT 0.5%

- H153/73 - NMT 0.5%

- Any other individual - NMT 0.2%
Gouladu 9

1.é‘i’]mewn"ml,anmsmﬂﬁ%‘umquym%uml,ﬁnu@‘iﬁumlﬁ adminsludszinalng uasduag (declare) WARINAR
1.1 'Luém”n;msifumt,ﬂuw‘iﬁum (N8.2 8.3 N4 URILANTIR)

1.1.1 lunsdifiduenfindalulszinalng mansds no.2)

11.2 ’Lunszﬂﬁﬁumﬁ%ﬁwLﬁammﬁamig (wanefls Ne.3)

1.1.3 luns@ifidusnignanensdssing (wangils no.4)

1.2 ludpadunsfioue ne.1 wie 0.1 vasenTiEuasen WiBULAIBYAWITAMIAILANAMINY DS

niaAmeufituns oty (finished product specification) nsrﬁﬁagszwj'\amstﬂﬁnmmaum’"tmﬁmaw
AABILBULDNENTFUWNINEENTITUBLN 1 (8,5) ATW3ad finished product specification Laz/®3a Drug

substance specification

(RO UIT T IUA D NITANT

(woaTme I5IenNad)

nITUNT

GERT2) T nNyINM3
w3 yaInT) (WNFINTT NMInIa)
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2. Lanmﬁmaammgmmmﬁm g

2.1 nainigmaaludssnalng dudadasimunnmitomiiFaiusamnasymwmsnaaeaimaninmg

"’Jﬁmsﬁﬁlumwﬁﬂmaonsmswmmsmqw (GMP %38 GMP/PICs) lunanaenfiiguauns

2.2 nsdfisdneningrenawdszme guiadesdiumnmiieniiieiisasnasgunmaameny

WININWAIBMINGIUNIHAaINI89TEINaHEA Wia Certificate of pharmaceutical products

3. pfauadasdusnuisnidwiiianTagunuinming (uaasanassusas)

4. FUWNNINNY Lﬂﬂiﬁ‘iﬂq AN WL VDILINLEUEITINN

4.4 Wan1IaTI IR MR HRAAA Vv Ee (Certification of analysis) Tugniudsadudiagng

HANIATIVNATZAUAWIANAY (Raw material) vasdapnddyAldlunsuio Nivasdnian uas

a a a

draedanaunduimasini ussilujud PINLENGIBENINFY (LEAILANENTILITOY) ABILRAINIATI Esomeprazole

. 34 o &
magnesium  a3u

auaNtanmana

USP 35

BP 2013

1. Identification test

ATV

FTITHIW

o

2. YSnuazendnm

]

98.0-102.0% of L.A. of Esomeprazole
magnesium, calculated on the anhydrous

basis

1
98.0-102.0% of L.A of Esomeprazole

magnesium (anhydrous subsatnce)

3. Absorbance

——

Maximum 0.20 at 440 nm. ‘

4. Magnesium content

3.30% - 3.55% (on anhydrous basis)

3.30% - 3.55% (on anhydrous basis)

5. Impurities

- Total impurities : NMT 0.5%

- Omeprazole N-oxide : NMT 0.1%
- Omeprazole sulfone : NMT 0.2%
(related compound A)

- Any other individual impurities : NMT 0.1%

- Impurities D (Omeprazole sulfone) : NYIT 0.2%
- Impurities E (Omeprazole 'N-oxide)jl

: NMT 0.1%

- Unspecified impurities : for each impurity

: NMT 0.1%

- Total : NMT0.5%

- Disregard limit : NMT 0.05%

7. Enantiomeric purity

NMT 0.2% of the R-enantiomer

NMT 0.2% of R-enantiomer

8. Water content

6.0% - 8.0%

6.0% - 8.0%

wNIuKa 1. NMT = Not more than
—

2. ngwdunaBssaniuatufiiismriimia lwini ns:ﬁ'l,aiLﬁzmw'nmiLﬂuvlﬂmum:mﬂns:maamﬁﬁmqm

309 YA ‘lﬁﬁfuﬁuqanﬂﬁwaaam:nswmsﬂs:mmwmm
5. G9819E0
5.1 flauasan fessialatennanay 3 WiLuTTIIN Saiumunuansnoasdoaldasuiam
muﬁﬁmu@luﬁﬁaqmawﬁ‘ﬁﬁﬂﬂﬁnﬁu
6. miﬂs:ﬁ'uqmmwmﬁamau (WRAIBNFITNIUYTAW)
6.1 mqmaamﬁdwauﬁaﬂ;}ﬁaﬂn'jﬂ 12 159% LI IUEINDL

................................................................... YT muaAMeNITUNNT

nazunNg

(WHENINTT Myawiat)

(Wt a3

wﬁnﬁzmumiﬁ3_’qﬁ°7il|42/2558



6.2 mnnn@ﬁdwau a:éfaadaa%mmmwmalué“mawammsaa%mﬁ:ﬁm;’uﬁdwau aocgwam
6.3 lunsﬁﬁummwmsv‘hmsziwﬁaamomﬁawamﬁ ammm?mﬁ:vﬂ‘@g MW AL IRYINRIIFD
faa’uaﬁaaﬂwauﬂmm@wua:ﬁaodamLﬁuSnmwﬁwmuﬁ%mUﬁ’ﬁmsdmsm%Lmﬁzﬁuauﬂu;ﬁ Aazausnltansln
MINTINATIERG NI ’Lunszﬁﬁwudwmhﬂﬂﬂﬂmuqms‘i’nwmzmww:mawmmwms U3 ”m:ﬁaamms;uﬁ
naalmifidanaspussmoulilzmenng laolidaaldiela 9 molu 30 Swivanniudldsuudsnnlsmetna
ez °uammﬁﬂﬁqu§uﬁmim1n’mauaﬂmm@”@na’ﬂmaag&j”'uwua:/ﬁ?a@w5@1’[%@1&%@avl,ﬂ
6.4 ;‘meua:ﬁaﬁuLﬂﬁmumt,f}am‘l,na”ummq %?aLfiaLﬁ@mn?awamwﬁasz:ms‘L@q Aauinue
7. Lanmsﬁuej
7.1 FUWUIAINGNTANBIANNAIAIVBILN (Stability data)
7.1.1 lunsdidunsdougnanannnit 2 1 azdasdidnmnmmmnonanisénm Long term stability ansifiin
wadnlunsidousuugas
7.1.2 Tuns@ifunaidougnanitennin 2 D sxdasddiunmninonamsansenunevassnaunim
wudulunzifousnanusas LLa:VL@T%'umimmufmaaLanmsmngﬁéwmwaau?ﬁw
72 nydiftlalgnduuny dasindngunsimmusasnamsdnen Bioequivalence maamﬁgﬂuam‘%ﬁmﬁw :
dugrduiuy lasifnisdnmdasduldorunaninuaiuazuwad fodlunisdnwdranyavesdinau

ADLENTINMITAIMITURTET NIENTNEDIIUFD”

ANEIAA : 1989970
1
2

General requirement U83LN 5‘156315"1Jé’m‘§'ugmmum Tablets,Capsules

|
Requirement specification 183816 L ‘ i
= The United States Pharmacopoeia 35
4 = British Pharmacopoeia 2013
5 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies LL&:@;ﬁa
msﬁnm%aﬂs:ﬁﬂ%waua:‘?aaugamaowﬁmﬁmsﬁm naamqum éwﬁm'\uﬂmnsmmsmms

BRSHT NITNT I mmimq’u

[GR R L) Y e, Use I uamMENIINMS

(WAsd 13T
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\aT} M 42/ 2558 }
5781157 4 Itopride HCI 50 mg Tablet |
|

aalszmedaninguasizstd 3 0 §.9 7598

=

a8 Itopride HCI 50 mg Tablet

ansasnianaly

1. \DueidanfauRau (Film-coated Tablet) TRaULszNU

2.l 1 e Ysznaudiedaen ltopride HCI 50 mg

3. msaﬂuumagﬁtﬁwﬂamﬁ w38 blister pack Vasruanudele

4. aanazy - Hotn FIULTNBUTINF R UAZANALTI TUNGA fuéumq \Ufikda usztarnzioudnium
Tathsamuuuussyimet

- Unwaen atadaneissyTam §auEnauaen@mAT ANUKTY TURWENE UALIRUTINGS

aa a1 v . @ o A @ U a
Qmﬁﬂﬂﬁﬂﬂdlﬂﬂ%ﬂ (VLSJ Official 'I,ummmm USP 35, BP 2013 sntweNIsuNITy ‘Lmﬂuuanmsanaaa

lumsdaramansmzianizuasen)

1. Ysunmendag 90.0 - 110.0% of the L.A. of Itopride HCI

2. ldentification QS’JQNWum’luﬁi:iﬂu Finished product specification

3. Dissolution m’mmumuﬁszyh Finished product specification

4. Uniformity of dosage units mwmu@l’mﬁi:ﬂu Finished product specificationj
wawludw 9

1.e‘hmewmmanmsms‘léﬁ'uagzywm‘fmuﬁmﬁﬁumLﬁ asmshngludszinalng wazduas (declare) uradseda
1.1 'Lm%m”zymsi‘fuml,ﬁm@iﬁum (N8.2 8.3 N4 URUANTH)
1.1.1 luns@ifiduenndaludszinelng ansfls no.2)
1.1.2 lum:ﬁﬁﬁumﬁu%Lﬁanmmomsg B8de ny.3)
1.1.3 luns@ifiduninighanenadssing (wanefis ne.4)

12 ludrvadunaifoun no. 1 vasrfiauasen wiauiwazBuawTanInILNAtNINTDI
naasmaiaufitunzifonly (finished product specification) nscﬁﬁagizmwomsmﬁummaal,m"'l,mﬁuLau
AedBduRUIBNEIIRIDFUWINIWANENTVBUT b( 8.5) W waw finished product specification waz/%3a
Drug substance specification
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8NN 5 Pancreatin 150 mg Capsule

|
muﬂsznmﬁ'cwi’mqnaswmﬁ 30 3.9 2558’

Basr  Pancreatin 150 mg Capsule

amaNlana i

1.

Wusudegduunuadya riiesulzniu m:ﬂ,umsfg enteric coated microspheres

2. 1w 1 e dznaudrodamn Microspheres pancreatin 150 mg

a a & i ¥ (% & [
3. usraluunsaadiflonwans wia blister pack Uasriuaruiule

) . o o v a o A& = a - o o
4, a,a'mi:q - BOEN a’mﬂsznanmmmmyuazm'lmm TUNRG 1%@%8’]2 ERUNHAA LRLRINELUEUATTUEN

Fateta AUUUUTTA WA

- Unieaen agaviandassiyta §amlsnouainddny anuus Juaueny uazauiinda

wa a ' .. @ o A P 2 2 a
amgniamamana” (I Official luundadnsu USP 35, BP 2013 Gsamenssuniyy Ifidwanansénede

lunwsé'@ﬁﬂqmﬁnwm:mww:m aKlig))

14 ?mmﬁ’;mﬁ’mvry : 90 -165% of the labeled Lipase
: NLT 90% of the labeled Amylase and Protease

2. |dentification test miaamum’mﬁ'i:yvlﬂu Finished product specification

3. Uniformity of mass mwmumwﬁi:qvlﬂu Finished product specifiq,ation l

4. Dissolution / Enzyme release sraunsatantsosianlas atnelas 75% of the labeled of
lipase activity nuhu 30 Wil (71 pH 6 )

5. Loss on drying NMT 5% of its weight

6. Microbial test m'mmummﬁs:qvlﬂu Finished product specification
LLa:@lsva&iwm%a Samonella species Lz Escherichia coli
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i Y el [ . . . Ad ' a PPN (%
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7. 1aNEIBU
7.1 FULUWLEAINANTANMIAINAAIGITBILN (Stability data)
7.1.1 lunsdidunadougnanannny 2 9 ssdasddiunmwenunamsdinm Long term stability anufiin
wadulunadougsnuan
7.1.2 Tunsd@idunzifougnantonnin 2 9 ssdaefldiunmwineuanmsanmanunsauassnauin
wudulunsdousnuusas LLa:'L@Tfumsaamu{usaaLanmsmng{ﬁéwmwaau?ﬁ‘n
72 nad Wlanduuy dasdiwdngumeimnausasnanisinm Bioequivalence Ta3tnTiauaiSouifioy
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AUSNITUNITDIRITURZEN n?:ﬂi?@ﬁqﬁﬁimqm(s)

WANERA : 87989300
1 = General requirement VINETATUEWIU Finished product 3Uuuy Tablets, Capsules
2 = Requirement specification UadeNAULUL .

3 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies u,a:@;ﬁa
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781N 6 Peginterferon alfa 2a 180 mcg/0.5 ml Prefilled Syringe Injection

aNsENIAIINIAAUATIBEIH 0 &9 2558

Homn Peginterferon alfa 2a 180 mcg/0.5 ml Prefilled Syringe Injection
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P S v o 2§ va o
1. Lﬂumia:a’mﬂﬂﬂﬁ]’mlfba ﬁ’]%iu%@wﬂl@m’mud

2. w1 MIweusT3 Ysznaudiu@ann Peginterferon alfa 2a 4119 180 meg/ingn 0.5 mi

= ! L o o
3. msqluvxaa@mmqmmﬂﬂﬁmnmawsam@ (Pre-filled syringe single dose 1119 0.5 ml) Jaginuas

kLt a 1
UaInwLLas

4. aanezy - TN MLTENALAINERTILAZANINNTY TUNES TuFUaY Laafinae wassunadoudiium

Hatwdauunursyim

- tumMTeuIRIde agiandasszyden §mEnaudndIAy MUK TUEUDY LANAINHES

(7

5. Taanundndanlidaiued 2-8 svrwaSua uuussgﬁmfﬁuazm"mwss?m

Qs a 1
Fy“aa”Jﬁ"qﬂlﬂFniﬂ

1. Appearance of the solution

mwmumuﬁiquu Finished product specification

2. ldentification

FaIuFAINANIATvatITes 1 1w 5 35 laun

- CZE w38 IEF

- PAGE uaz/%3a Immunoblotting ‘
- Peptide mapping / LC

- Anti viral activity

- HPLC

3. YSunmeendamy

85.0 - 1156.0% of L.A. of Peginterferon alfa 2a

4. The Specific Antiviral activity

m’aﬁ)mu@l’mﬁi:ylu Finished product specification

5. pH

@ uaNfiszylu Finished product specification

6. Sterility

FIIVNU

7. Bacterial endotoxins

@39 uaNTIszylu Finished product specification

8. Purity lap3% HPIEC #3a HPSEC / Impurities
7% oxidized forms,dimers and high molecular

weight substances

mﬂﬁ]mumuﬁiquu Finished product specification

9. Microbial test

Ay IuaaTITzylu Finished product specification
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1.2 ludwedunufonen nu. 1 2a9mfanasien WIBUAZIBIAWITENMIAIUANG NN LB
nARA TR unz oWl (finished product specification) nszﬁﬁagsmjwmnﬂﬁﬂuuﬂaum"'l.mﬁmﬁm:@i’aa
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7. 1aN&30%9
7.1 FUWILRAINANIIANWIANAIAIVAILN (Stability data)
Py o a ' v A ‘ - dd  a a
7.1.1 lunsfgunafiousnanannnin 2 9 sxdasddimnmwtinenamséne Long term stability anafifuindalu

neidousnuuaad
ad - t | [ oo ’ a §a '’ a
7.1.2 lunsdiunaifisueuntesnin 2 9 asdasdfuuinwinananmsansenunIe e senaafiiw R d iy
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7.2 Lﬁaammﬂum%ﬁ"@q lﬁLLaﬂo%é’ngmmsﬁnmmaﬂ§ﬁn1uwgmﬁ (Clinical trial) f9dseEnEniwnssnm
uwaznatrafinsassnautatldildsunstunsifiouwandinnua e nssumsamisuazevasszinelns Tag
nanIAnwdasdszAnSmwmsinmn lddesnitendunuy wazldsunisdRusimsunwslumsasmeunndiizaie
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8. U3WNY rdasuIeAeN Ribavirin §m3ugilae Chronic hepatitis C auiwaufilssweuiatasua

nangwe 91989970
1 = General requirement VaILNFBATUFINIL Finished product UL Injections
(Parenteral preparations)
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57801371 7 Rebamipide 100 mg Tablet

muﬂs:mﬁa‘i’mi’mquaimmﬁ 3 089 7558

B Rebamipide 100 mg Tablet

Amaniana

1. \lusnilownfouRdy (Film-coated Tablet) riiasuilszniu

2. Tu 1 e dszneudin@asn Rebamipide 100 mg

3. ussaluunsegiiifiununand w3s blister pack tasriuanuduls

4. amnsy - Hotn AUUTNAUA NN UALANUUTI TUKER fuﬁvumq Wwuiinge uazansioudiumn
Hathsaauuuussysined

- Ui agedaudasszyTa sudsnaudndfny anauss AU uazlaafinGe

aa a 1 ' . . @ 5 A 9 ¥ o
Qmauummomﬂuﬂ‘ " (lai Official lundwénsy usP 35, BP 2013 Gamenssunisy Iidwananssneds

lunwsﬁ'@ﬁwqmﬁnwmmww:m a3en)
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2. ldentification m’a’«amumuﬁizylu Finished product specification
3. Dissolution szannliannin 75% of the L.A. of Rebamipide nnely 60 w1t
4. Uniformity of dosage units m’m&h%@’mﬁs:qlu Finished product specification
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