iﬂﬂazsﬁﬂﬁqmﬁnumzmmzuuuﬁ"\manmsmsé’m%mmﬁmﬁm
\aufi M34 /2557
71:ln’lsﬁ 1 Alginic acid 200 mg + Al(OH), 30 mg + MgCO, 40 mg Chewable Tablet
aanlszmasvinguaszonih [ 3 Nn.0. 2557

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

anaaan i
o a X f A
1. Wupdasulsznu siadsanaunin (Chewable Tablet)

2. 11 1 1fasznaudandann Alginic acid 200 mg , Al(OH), gel (dried) 30 mg , MgCO; (Light) 40 mg
3. msq'luumagﬁtﬁuuﬂamf w3 Blister pack tastuanaule
4. aanwy - Farn frulsznaudn@meLasAILS) TUKRS i’uﬁyumq wfinda uszinanaioudiiun
athetauunusran
- Uuuwatn agaiandasTyBatn saulmneudNd@IRY AT 'a"uz“:umq uaztapfinde

an a 12 . A o o ] < ¥ a
ansNiAMIImana (i Official luindwén3L USP 35, BP 2013 Gsamiznysumsy diduianansdned

lunsdarhaanwusanz1a9en)

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

2. Identification testm ’ ek Bi'lumuﬁ‘s:qlu Finished product specification
3: Acidity and alkalinity”” 33+2

4. Uniformity of dosage unitsm AT dﬁumﬂ&iﬁ‘s:‘lﬂ% Finished product specification
5. Water Content" NMT 6.0%
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vaa"nmmwﬁ'ﬁ'miv"iﬁlumwﬁmmmaaﬂszmmjwﬁm %38 Certificate of pharmaceutical products

3. mﬁmuaﬁ’aotﬂumﬁu?ﬁ'nLﬂm‘{nﬁwéac{wuémﬁm (LERILBNFITIVTDY)

4, a‘i'ummwd'\mana'\sqmé'nvm:maam‘?'fl,auaﬁm

4.1 Nammnﬁmﬂ:qummwuﬁmﬁmﬂmaa@’wam (Certification of analysis) luU'ls;uﬁa'al.ﬂuﬁ"J LYk

‘lumsnauamm’m;jwﬁm?amnmmumuﬁuﬁns:mwmmsmq«us’mao

4.2 HanIATRARTERRMMWIRAY (Raw material) asRatndm R lElumMINEAmN vﬁmaog{wﬁmm
ua:@wﬁmi’mqﬁuﬁtﬂuﬁmﬁmﬁu ua:tfluimﬁmr‘fnuﬁ‘zzho?izia (UFAILBNFIITUIDY)

5. @1881981 '

5.1 flauanan desdidiatnenatwdes 3 wisusTaimi Fadudunuuaaimosidveld
muﬁ”:umufiﬁmuﬂ'lun"ﬁaqmauu‘ﬁﬁ’ﬁ'lmhoe?u
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6.2 mnmmﬁdauau a:el”aadaﬁ'ummwrhmlu%’usaawanwsmsm&asw:ﬁmg’uﬁﬁwanmaaé’wﬁm
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7. 1laNETIu g

7.1 lunsdifunadouanannni 2 9 asdasiidnnwinnansdinen Long term stability aafiu
wudalunzdoueanuang uagldsumssamaiisenanansnnglismnvasnish

7.2 lunsdidunadouenantasnin 2 9 ssdasddmunmwineramItnmANunITITa I MU
Wudnlunzidoueauans ua:"lﬂ”i"umsaamm"maaLanmsmn;jﬁa“'xmwam%ﬁ’n
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YLD IAAMANHULIANIZURUN YL NFITMIIATDLIAA M 81
-
/AN M34/ 2557
a
8NN 2 Entecavir 0.5 mg Tablet
ANsENAIINIRGUATITE ’ 12 3 N.A, 2557

Zaw1  Entecavir 0.5 mg Tablet

Qe ﬂ:

amasnian
1. ueuidiandaufad sRasuUsEnu (Film coated tablet)
2. 1 1 ula Usznaudle@aen Entecavir 0.5 mg

A a ¢ A ) ¥ o L e
3. ussaluunsagiifiounand wia blister pack Uasnuaruiule
4. a3y - T SuznaudndRguaA NN TURA TUFUaE WaTinda uazinanadoudisim

athsfaumuuussyrioet
f LY o A ' o o O o & A a
- Unuraen ativasdassryfam amdsnaudandAy anauss Tuduens uasauiinge

aa a 1 ' o . o & o 9/
andnuanmewa (i official lundrdrsunives USP 35 ,BP 2013 dunmenssunisy 16idu

ienansdradslumsiargusnsnsanzade )

1. PSnm@andnay 90.0 - 110.0% of the L.A. of Entecavir

2. Identification mmvi’mmuﬁ.i:q‘lu Finished product specification

3. Dissolution m’mi’mmu‘ﬁ's:q'lu Finished product specification

4. Content uniformity @lsaa&humuﬁs:q‘lu Finished product specification
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vsé’nmwﬁ‘?ﬁmsﬁﬁlumwﬁmuwaqﬂs:mﬂg‘"nﬁm %38 Certificate of pharmaceutical products

3. mﬁ'tauaeTaatﬂumﬁu?ﬁ'mﬁus&’wﬁw?av‘{unuémmu (URAILBNAITIVUTDY)

4. a"mmmwﬁnmanmsqmé’nummaomﬁmuaﬂm

4.1 wammﬁﬁmﬂ:ﬁqmmwwﬁmﬁ'm‘ﬁmaosjnﬁm (Certification of analysis) ‘lum;'uﬁa’qtﬂuﬁ‘mzho
4.2 HEMIATIVUATRAAIUNWIAQAL (Raw material) waamandmngillunkdaen vﬁmmcjnﬁmn
ua:;jjwﬁeri’mqﬁuﬁtﬂujmﬁmﬁu uaztfluimﬁmﬁumﬁ‘zzi‘wf‘léo (WEAIBNFITIUTDY)
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5.1 diauanan dasasdiativeariaios 3 wihgyussaiman Fududunuuaninossoald
muﬁ’*mmuﬁﬁ’muﬂ'luﬁ‘iﬁaqmauu“ﬁﬁ'ﬁ‘lﬂﬂ"mfu

6. msﬂs:ﬁfuqmmwmffa‘man ((WFAILANIINTTIVLIZAN)

6.1 mqmaamﬁa’ouauﬁaﬂﬂﬁaﬂn’h 12 1iaw HUINIUSINBY

6.2 mnmmﬁ'a'mau am’aoa’oﬁmmmwdwlu%’mmNamsmw%mﬂ:ﬁmjﬁfﬁwaumaecjwﬁm
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' 6.4 ;‘4‘”'111ua:m”aa%'mﬂﬁaumtﬁam‘lna’wmmq wiadlaifansdansmndaadsznsla 9 WA

7. lanETau Y

7.1 lunsddunadounuunnnii 2 9 asdasfidmnnmenoranisane Long term stability a7
fuRsdnlunadounanuans uaz‘ld'{ummamu%'mmmnmsmng’fﬁa’m’m‘uaw?ﬁ'n

7.2 lunsdidunadoueaniasnii 2 9 ssdaafidnnmnisnamsinsanunsasasneafitn
Waudulunafoneunuans ua:‘lﬂ”s"umsaumu%'maamnmsannQﬁé’wmwam%ﬁn

7.3 nadinlilsoduuudssiimangrumaizinisiidedielduaninan1sdnmnis Bioequivalence
study TuaysdilSouisunueduuy "‘ﬁaLﬂu"l,ﬂmwé’nmmfrfm'sﬁnm%"aaugamaqnaomuqum NIENTN

mmsmqf
naneue : 81983970
1 = General requirement VBILNFTE1TUFMNTL Finished product zﬂlu.m Tablets , Capsules
2 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies ua:gja‘ia
msﬁnm%’aﬂs:ﬁwiwam:ﬁdaugwaauﬁﬁn"m‘rfm NaINILAUE FWMNNUAULNTINMST
IMILURTEN n‘s:mnammimq‘n
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s1gnsn 3 Esomeprazole magnesium 20 mg Tablet

awdszmesowinguanzsii (3.3 LA, 2857
é’ﬂ_ﬂl Esomeprazole magnesium 20 mg Tablet

amaniianahl ,
1. \Juedle wwRauARY (Film-coated Tablet) 3HiaTuLTN
2. 1w 1 1Ja Usznaudiwenen Esomeprazole magnesium trihydrate augﬂﬁij Esomeprazole 20 mg
3. urnaluunsaglifisanass wia blister pack vastuarugule ,
4. a3y - Haen FmtlnaudnERLAATINLG TUnEa i’uﬁuumq wwufinde wasansoudsien
liathsbarnuuuusmarine
- UUUEIEN BENaaEE aoszq%‘am fINLNoLALNENY AL i’ué'umq uRziaufinde

o - 12 ' . o o e o~ o v a
AMRFENUANIINANA (VLU Official 1“lﬂa?im']'31.| USP 35, BP 2013 T3AtMENIINNITY 1’D‘lﬂulanmﬁﬂj\1§]\1‘lu

MR UANBUIANITVILN)

1. Uiy 90.0 - 110.0 % L.A. of Esomeprazole

Identification testm msww’mmuﬁs:q‘li’lu Finished product specification

" asaarmaaiiszy 1l Finished product specification

M

Dissolution azaneliwaunin 70% of L.A of esomeprazole mulu 30 wifl

@)

2.
3. Uniformity of mass
4.
5. Related substances2

- Total related substance - NMT 2.0%

- H168/66 - NMT 0.5%

- H153/73 ~  NMT 0.5%

- Any other individual - NMT 0.2%
Gdowlugn q

1.ﬁ’ummwri'lmanmsmﬂﬂ"{uagzy'm-l‘fuﬂztﬁvum%’umtﬁaa‘mmzfluﬁszmﬁ‘lvm UazdUAY (declare) UWNRINRS
11 ‘lnﬁm"mvn'mfuwnﬁuuﬁﬁ'um (n8.2 g3 N4 USUANTL)
1.1.1 lunsdifdusfndalulszinalng maneds no.2)
112 ‘lunsz‘ﬁﬁtﬂummL'lT'uw“ammﬁamsa; (e ne.3)
1.1.3 lunsdndueniudranansdszana munef ne.4)

1.2 ludedunsaifioue ne.1 vasnfiauasen wibaneazidsaidensmuquamnInsaIniasiiel
snunTunsdowly (finished product specification) nsrﬁﬁ'a:Js:uiﬂonnstﬂauuttﬂaqutﬂmL'?i'mﬁm:w"muuu
lnaInIadIMNEeNIvaun lwaw3aal finished product specification
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2. unsdifigmaaludsanalng duiadasiidummninowiifeiusesanasgunsudamarumaninmat
f’:inwﬁéﬂummﬁmmmaamzmnmmsmq-u (GMP) lunwaatnfiiauainy
Tunsdifdugmingromeedsana uiadasiidummdowisdsisesanasgunsniamensy
ﬂé’nmm‘ﬁﬁﬁmsﬁﬁlummﬁmmmaws:mﬂcj'wam #1389 Certificate of pharmaceutical products

3. mﬁ'ta{tam"auﬁwﬁ‘?iu?ﬁmﬁuw;’uﬁw?apjtmm’hmhu (LEAILANRITILIDI)

4. a"ummwmmanmsﬂmé”nwmwaomﬁtauaﬂm

4.1 namIaTIR TR N INKE AN DB IENA (Certification of analysis) 1uu*1juﬁd~uﬂud’1azmlu
m‘nauamﬂmn;qq‘vwﬁmv\?amnumumuﬁm:maommsmqm%‘mm \

4.2 HANMIATIAATAN MWIAYAY (Raw material) vpadaniegRlFlunsnEaen %maog‘"nﬁmm
ua:énﬁmi’mqﬁuﬁtﬂuimﬁmn“u ua:xfluimﬁmﬁ’umo’f‘:aﬁ’nﬁdo (UERILBNAITIUIDY)

am N 34
anaNUAMIINALAZaY Esomeprazole magnesium

ATIWY

1. Identification test AW

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

3. Absorbance ' -

magnesium (anhydrous subsatnce)

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) : NMT 0.2%
- Impurities E (Omeprazole N-oxide)

: 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%

RUWKA  NMT = Not more than

—_—
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7. lanansaug

7.1 lwnsdunsfonowunnnii 2 9 ssdasfidunnanonamsinegn Long term stability @138
Wudalunadouenanusas ua*‘l@?’%’ﬁmsmmuﬁ.ﬁaaLanmsmnﬁﬁéwmwam?ﬁ'ﬂ

7.2 lunsdiduwnadousunieonin 2 9 avmaaumtmmwmyuamsanmmwmmmaammunuu
wandulunzdouesnuans ua,‘lmumsmmmusaomnmsmnwummwawmw

7.3 i Wilgenduuuy @1aaumnﬁ']umnmmsﬂL%ana'lﬂu,amuan’rsﬂnmm Bioequivalence study
TuuywduSoufsunumeauuy 5114Lﬂu‘lﬂmwﬁmnmﬁmsﬁnmiaaugammnmmugum NENTIIEITHEY

RANYING : 8198997N

1= General requirement 183LNFEAIUFMIUIUULLYN Tablets,Capsules

2 = Requirement specification 2a3tN@WLUL

3 = The United States Pharmacopoeia 35

4 = British Pharmacopoeia 2013

5 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies ua:@jﬁ 0]
n’usﬁnm"&'aﬂszﬁnﬁwaua:%‘aaugwamﬁmﬁmfﬁm N9INILANEN FUNNUABENTINNTTANT
USTEN NIENTWETITUY

.
v
A A
(R 1) N SN NIIUNTS

(w93wil Yasn) (WHRNINTT mgyaudant)

WinT3510n3713_yaTiM34/2557



sﬂﬂaztﬁmqmé’numzmmzuuuﬁﬂmana'lsn'rsafﬂ%armﬁmﬁﬂ'l
187 M34/ 2557
378n131 4 Itopride HCI 50 mg Tablet

[t3

adsemadaninguanesiih .2 3 .. 2557

Za  Itopride HCI 50 mg Tablet

amamianaly
1. \Dugudowfouay (Film-coated Tablet) BRasUYsENY
2. Tu 1 ulie Ysznaudaaaaen ltopride HCI 50 mg
3. usnyluunsagfifloawand wia blister pack Yaarunnugule
4. amnay - o dutlsznaufand e uaANLT Tunde i'uﬁvumq WnUARES waziaumdoudniien
Waefauuuursasiel
- UUUAIEN aahofiaﬂm"amq%am fulsznaudiend@ng anuus 'S'uﬁvumﬂq URKLRUTiNG®

s a1 i . o o as “ 9 a
amamiamamana (ki Official luinasdrsu USP 35, BP 2013 Seamznssunisy 1iduienansdrods

'lumsa"ﬂﬁﬂqmé'num:quwm 87)

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

2. |dentification maachumuﬁ‘s:qlu Finished product specification

3. Dissolution m’mvhumuﬁ‘i:qlu Finished product specification

4. Uniformity of dosage units , m’nmumuﬁquu Finished product specification
dowludu 9
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1.1.3 lunsdiidueiudrandralszne (s ne.4)
1.2 ludmedunzfousn no.1 vasmauenm wibunazisanatemIniuquamnnas
HaaR T At dowld (finished product specification) nsrﬁﬁagstmf"mn'ﬁulsﬂuuﬂaourﬂmv‘i'auﬁu
ardasunuLanaIIadumInWENensvaun luanwiaa finished product specification
2. lunsdifismaalussanalng griadasiidnunmdnonisfasusasanaspunisuiaanananinmst
Sﬁmsﬁé‘ﬂumsnﬁmm’uaamzmnmmsm@ (GMP) lunsaenfiiauaviy
Tunsdfduamindrondwdsana graadasdidnmndeniafesisasnaspumningia
ﬂé'mnm'ﬁ?fmsﬁﬁlummﬁmmmaaﬂs:mm‘i"wﬁm %38 Certificate of pharmaceutical products
3. mﬁtaua@TaqLﬂumﬁn?ﬁnLﬂmj’wﬁw?a@muiwﬂ'm (LWRAILBNAITTLTEN)
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4. WWMNIBLENIT) AN ¥ VIR I
4.1 HemIaTIRIaTIAR MWK U0 9HAA (Certification of analysis) Tusnjuisailudaading
1um‘smumnzjmnwNamv\samnnmmmaunnsmsummsmammsaa
4.2 eNIATIRTAnR o WIAgRL (Raw material) vasdatniagyillumndam viavasgidagn
uasfadanauiduiudaaiu ua.tﬁmummnummammm (waAtaNA1I3UTBY)
5. d29th9en
5.1 flauanan dassaaaeoenagotas 3 wisussaine faududaunuusameszdoele
asudammwitmualuiTegumuarialudhodu
6. M3UszAUgmMNENINEY (UaRsenaMTIIEi)
' 6.1 mzmaomﬁa’wauﬁao‘hjﬁaun’i'] 12 \@au duaniusday
6.2 tnNafidaay :mnaoaamtmmwma‘lmmaoNnmm'nmmﬂwm‘mmwamlaowwnm
6.3 1unsmmmmwmsmmsam'aamarrmaouamwaaws‘:mmﬂmﬂmmw WILTIIMIaEYin
misfedasvadaatnslaufungesd; maomtwuanmummmnmumjm'sawmmmﬂmua,tﬂuwmnmau
AlFislumsemediensinonmm lunsdifwuinei dwllmugasnsaciewzsmisonsms visnesdas
mmswnNam'lmn|.mu1ms§'1uaouau'lu"{sawmma T@ﬂ'luﬂmm‘lmw'lﬂ 9 mulu 30 Fwiueniuiléstudsnn
quwmmaua"uamvuanﬁ‘lmuwmsrmmnauaﬂmmﬂanmwammnuaﬁsamwamluﬂma‘hJ
6.4 Nmua*mmsmﬂawmmam‘lnav\mm wialaifiamafeusnaosznala g dauimun
7. 1anmsdug
7.1 Tunsdidunadougnanannni 2 9 sxdasifdunmmtinonansdnm Long term stability a1
ﬂmwmwulm.mnummut«m uazldfumasswiisesanansnngiismnavesden
7.2 lunsdidunadoumantosnd 2 1 o daslidiunndranansdnmnanumdaasamuiiu
Wudulunadouenanuang uazldfumsaswuiusesieanmsnngisueaasinn
73 nodiflilsmnduiy dasiningumeinmeiideieldusamamsfinenis Bnoequ:valenoestudy'lu
wsdulSeufsunuenduuuy mu‘lu'l.ﬂmmanmmenmsﬁnm’mama’uaanaomuaum nEnTREmgy”

WABIAY : §198991n
1 = General requirement waomé’wﬁﬁuﬁmi‘usﬂtmum Tablets,Capsules
2 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies LLa“ﬂaJﬂm:ﬁnm
mﬂxa‘nﬁuaLm“ﬂ'muuaﬂamaanmfnm naamunum ﬁwunomﬂnunimmsmmsumm nITNIN
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9
iwaztﬁﬂﬁqmanumzmmzuuuﬁ'ﬁzuanmsmsaﬁ%anﬁnmcﬁm
LlaaNn M34/ 2557
s1gmsh 5 Pancreatin 150 mg Capsule

enanlsemasiwiaguasesnit 9 3 (.0, 2557

Batn  Pancreatin 150 mg Capsule

amaanianaly
1. Lﬂumtﬁﬂgﬂwmmﬂga siasulsznmu mu‘luussq enteric coated microspheres
2. 1u 1 (i@ Usznauda8@2e1 Microspheres pancreatin 150 mg
3. ynluunsagdifisanass w3a blister pack Yastunugule
4. 9NTY - Faen FIMUTNBURINEIRUIZAIANT) TUrAR 'Tu?«yumq wafine uazimamsdoudium
Wadwsawuumursysioel
- UKL a:.i’nﬁaym”aos:q%‘am saulenauand®ng AL fu§umq uAAUTARER

amaNiamMamnakna”

o o : 90 -165% of the labeled Lipase

1. YSanmaasday
: NLT 90% of the labeled Amylase and Protease

2. Identification test m’mhumuﬁs:q'li’lu Finished product specification

3. Uniformity of mass m’mmumuﬁsxq'l.ﬂu Finished product specification

4. Dissolution / Enzyme release azanenIatandsasian oyl atnaias 75% of the labeled of
lipase activity n1alu 30 w1 (M pH 6 )

5. Loss on drying NMT 5% of its weight

6. Microbial test mi1ﬂﬁi1um1uﬁs:y1ﬂu Finished product specification

¢ . I .
WAzA379 lnWLLTa Samonella species Waz Escherichia coli
Geonlugn 9

1.ti’n.mmwrhmanm‘smsvlﬂ"?um’tm;mfmnﬂ gudriusiasminglumindlng wazdues (declare) unaInGa
1.1 1uﬁwa"mn15ifumn.ﬁuuﬁ’1§'um (8.2 N3 NE4 LAIUANTEL)
1.1.1 lunsdiniduenindalulsznelng mansfis ne.2)
112 1umtﬁﬁ|.ﬁumﬁﬁLiﬂlﬁan'\suﬂm-ﬁq (Baefly ne.3)
1.1.3 luns@dusnitugeindedssna maneds ne.4)
1.2 ludmadunaiiouen ne.1 vasenfauasan wibugazduanITanInIUgUA TN INTBINT AR
aufidunsidons (finished product specification) nszﬁﬁag;szm'lenmﬂ?iﬂuuﬂmurﬂmﬁ'mﬁu wADIUUY
naTIa@mLIMNaIeMIaun luawsay finished product specification
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2. lunsdifgmaaluysznalneg cgwamﬁaqﬁﬁwtmmwmuvnfoﬁagusaemmgmmwﬁmmmuna"ﬂmmfrf
AFN1INALUNIHEALITBINTINTHANTITUGY (GMP) Tumanagiianans
Tunsdifmdugningroneeyszna guiadasiiiiwnnmdemiifeiusasnasyunianiamay
vsé’nLnmﬁ%ﬁmsﬁﬁ'lummﬁwmmaoﬂszmﬂﬁwﬁﬂ %38 Certificate of pharmaceutical products

3. mﬁtauaé’aatﬂumﬁﬁﬁ'mﬂuﬁwﬁwﬁaN’Lmuﬁmmi.w (LEAILBNEIIIUIDI)

4. a'nmmwmuLanmsﬂmanmawaommauaﬂm

4.1 mamIaTRnTRg N ARRantiuadgHaR (Certification of analysis) 1umsunaotﬂumamo‘lu
msmuam’mmnmmwsamnv\mmmwn?mwmmsmmsmm

4.2 NaMIATAUATRRANWIAYAY (Raw material) sasdanddilFlumsudam mﬂmunamm
ua:;jwﬁm’?mq&uﬁtﬂm;mﬁmnu ua:tflu;mﬂmnummammm (LEAILENENITUIDY)

5. A28E1987

5.1 fiauanan dasddlegvenataiey 3 wiausTn U Fodusunuuaainuazidualdnsutm
muﬁﬁ’mum‘luﬁ’m’aqmauﬁﬁﬁ"a"lﬂ'ﬁ'\m"u

6. msﬂ‘s:ﬁ’uﬂmmwmﬁéwau (LEAILENRIINTIUYTTAY)

6.1 mm:aamnawaumﬂwaﬂmw 12 \fan WUNITUEINDY

6.2 m"qmmnamau 2z maommmewmalususaawamsm’ammﬂmmsuwmuaumamwam

6.3 lunsdifiminsmerinsguaaating pfigenauiadianadiensiammn wiagmsnsasimiide
sawamazmm'[mlmrm*maoaaml,wuanmmnmummfm’nmsawmnLfmmLtaytﬂunmumanml‘nmu'lu

MINTRINATIER NN lunsdiAnuionliduwllmuguansmaanizramiaensns uwm.maammwn

Namlv\unmmmmuaouaulm"isawmma Tavlifasnlgdela 9 melu 30 'muummuﬁ'lmmmmn'[ﬁwmma

uaz maamuam‘lmuwm‘smmﬂwammzrmonmwaog’uwua:/magmmlumma"lﬂ

6.4 sfmua:ﬁaq%’mﬂﬁs.mml.a‘jam'lna”nmmq wiadlaiienmadsusnndaslsznisla g newinue
7. LlONEIBUY

74 Wuns@dunsdousnanunndi 2 § sxdasddunamdnenansfinu Long term stability anafifin
wadulunzaifouswuaas wszldsunsaswnususasenasnngiisnavasuisn

72 lunsdiunafionsnaniosndn 2  ssdasfidnnwinenenmsfnauAITITasAaTET
wadnlunafousauaas uazldsumssswwitsasenssnngiiswavasuiun

naNBIng : 198990
1 = The United States Pharmacopoeia 35
2 = British Pharmacopoeia 2013
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i’lzm'!sﬁ 6 Peginterferon alfa 2a 180 mcg/0.5 ml Prefilled Syringe Injection

o o a
AU ITNAINIAJUAINTEIN La N.A. 255']

Fam Peginterferon alfa 2a 180 mcg/0.5 ml Prefilled Syringe Injection

amaaanaly
1. \dussasmonannige dmsudadildfmi
2. lu1 MTBUSUIN Usznaudlaaann Peginterferon alfa 2a 1u1a 180 mcg/xi”lf.l'l 0.5 ml

3 ussq'lwaamﬁsqmﬁﬂﬂﬂﬁmm%aws”auﬁ@ (Pre-filled syringe single dose 1w 0.5 mi) Jasfinuas
tlearuuss’
4. amnazy - Fatn FUURNBURENARYUAZANLTI TUNER i’uﬁvumq wafirde usnaunaioudrium
Vathtarauumussgnioe
- UWMTUEUTTIENAR  atiaiand; mmg%‘am FMlsznoUAENERTY AL 'J"u?;umq uRsiATING®

5. fivarnuuiandaulidaiiumi 2-8 svenaadoy UULITAHALRENTUSUITEN

Qmauﬁﬁmamﬂﬁn'
1. Appearance of the solution f99 mumuﬁ'szq‘lu Finished product specification
2. Identification FasugaanansaTivasnatas 1 1u 5 3% laun

- CZE w39 IEF

- PAGE Uaz/%38 Immunoblotting

- Peptide mapping / LC

- Anti viral activity

- HPLC
3. Wsunmaendagy 85.0 — 115.0% of L.A. of Peginterferon alfa 2a
4. The Specific Antiviral activity ms’mmumuﬁs:q'lu Finished product specification
5. pH 79 mumu‘ﬁszq‘lu Finished product specification
6. Sterility ATITHU
7. Bacterial endotoxins 9373 bi’mmuﬁ‘s:qlu Finished product specification
8. Purity lag3% HPIEC w38 HPSEC / Impurities mmmumu?‘{s:qlu Finished product specification
L7% oxidized forms,dimers and high molecular
weight substances
9. Microbial test @ls’nﬁ’lum&lﬁ‘i‘:lﬂu Finished product specification
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deulvbneg
1.ﬁwtmmwri'nmanmsms'lﬁ%"umgn,rm%wuﬁwﬁﬁ'uU'\Lﬁaﬁmmﬂluﬂmwﬂ'lm UazEILAd (declare) uvxémﬁm
1.1 luiwymstunzidoudiuen (o2 no.3 no.4 waaudnTol)
1.1.1 luns@mdusnindeludsznalng manods ne.2)
11.2 'lunstﬁ?'{tﬂumﬁ'\w”mv‘q‘amsuﬂam'sq (wanefia no.3)
1.1.3 lwnsdifiugidrandelssinamansis ne.4)

1.2 lugvedunaifonsn ne.1 vasenfiauanen ws"aamﬂa:L‘a'um”nTanﬁﬂ'mquqmmwmawﬁmﬁ'mcvfmuﬁ
Funzifiawl? (finished product specification) nstﬁﬁ'ag;s:wdnmnﬂﬁuuuﬂmuﬁ"lmﬁuLaua:ﬁaouumanmm%a
ﬁmmmwriwmwau'rﬂmmws’au finished product specification
2. unsdiieuaaluszanalng mqavmaaummewmwmaamsaomms'mmswammmwananmﬁms
 AGluNIHAAENTBINTINTIMBISUEY (GMP) Tunnanfiausins ‘

Tunsaifidngindeindssana guaadasdidunmuiemiieiusaanasguminiasany
v\é'nmmwf‘i%msﬁ@‘ﬂumswﬁmmmaoﬂszmﬁﬁwﬁm $130 Certificate of pharmaceutical products
3. a’ummwmmanmsﬂmammwaammauaﬂm
3.1 Namsmammsvmmmwwamnmcnmawuam (Certification of analysis) 'lummnauﬂumama'lun’maua
-mumnnnammamnv«mm’maunnsmnemmsmmsmaa

3.2 NANMIATIVIATIZRAUMWIANAY (Raw material) vasandngildlunmiEem mmawwamm URZHWAR
'mnﬂumﬂmmﬂmnu uavtﬁmmﬂmnummamonao (WeAIBNEITIUIDY)

4. fiauanandaddsdiagumatniios 3 WgUTIIAII T dadumunuurasnossidoeldasudiuaaiimnua
‘1um°ua Qmauumm'lﬂ T19d%

5. mﬁtauaw'faqLﬂumﬁu%ﬁ'mﬂunrwaw‘%'aQ’uﬂuﬁwmﬂ (WEAILBNFITIVIDY)

6. m'sﬂs:ﬁ'uﬂmmwmﬁdouau (wdastenaIsn1ITUlznm)

6.1 mumaamnawawaa"luuaun‘n 12 1@aw HUINIHRINAY

6.2 mﬂmm‘nawau fmumaomtmmwmﬂlususaoNamsmamLﬂ'ﬂvmnmﬂawawaawwaﬂ

6.3 lunsmmmmwmsv’hmsqumamom‘nawamwaamﬂmmﬂmqmmw mhsTrnIasyinitiie
iawaéi"aazhamTﬂzlrfmm:m”aaziazruﬁuﬁnmuﬁ'mmﬁ%mmwmsa’rmsw?Lﬂi’l:ﬁua:tﬂucﬁ'uv‘imaud’fl’fahu'lu
msmwf‘nﬂﬂ:ﬁqmmw 'lunsniﬁwn'hm'lu'Lﬂu'lﬂmuqmﬁ'nwmzmmmammumﬁn’lsu‘%ﬁmzﬁaoﬁﬂm’g'ui"f
waslnifidanasgmdmeullsmeuna Taglidasldinele 9 melu 30 Sulvnniudldsuudaen
Tsanenunauas 11aaamﬁw%‘l&ii’uﬁmsm’m’manaﬂmmﬁ’onzi'rmaasj"mﬂLL&:/%?ﬂQNﬁ@Iﬂﬂ%@iﬂ‘lﬂ

6.4 g{ﬂnm:m"ao%’mﬂ5uu31Lﬁau11n5wuﬂawq wiaflaiiamsfonannauinnue

6.5 NMIIAFILABINIUANIURAT 7 2-8 samuEAIFLE UL Cold chain system 71 IdanasgIUTMUNANLIN DT
GDP (Good Distribution Practices) lasugasianansilsznay
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7. LlONEIAW 9
ok a ' v e , o - add
7 1 lunstdunzifoneuinnni 2 9 azdasfdiuwimWinananIsAN Long term stability @1amuu
wutdulunsdousnuiuaad
dz = o/ 1 v o 1 s Jd ﬂ. -3
7.2 lwnsdduwnaidousnansiesndn 2 0 sedasfidunnnierRanIAnmaNaIaaTa s hiwRNGals
nzdausLEa ua:‘ld's"unﬁaouﬁu%’mmmnmsmn@'ﬁaﬁmwaoﬁﬁn
A VA e 'Y o an (3 . . o 1 9 wal
7.3 ssnmidusnguiaiag FaauaasTgnumIAanmmeaiiinluauwed (Clinical trial) anugatialen
Uas A’ Qv o a A\ . s )
1esunsTunz o wn AN N UA B NITUNTTETRITUREEN Tagnan1sanwaaduaasnelUsefninmnuazany
a £ L A a € (ai A a v
dnaartlunmssne wazldsumsaRuiimsunslunsmamaunndfigatiald
o e o a . .. ° o e . " ° ! 1%
8. UTHNY ANB8IVIINAY Ribavirin mmugﬂw Chronic hepatitis C mummuﬂsown’\masawa

MINBIKG 81989370
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AAAY 2553,
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5'\zlaztﬁu@@;mé’nﬁmzmmumuﬁ"\manmsmsaﬂ%anﬁnmmm
Laaf M34 /2557
s19n15N 7 Rebamipide 100 mg Tablet

aadszmeasmiaguasesiit 2 3 (LA, 255]

iﬂ_ﬂl Rebamipide 100 mg Tablet

amaaian
1 dusdandauRsu (Film-coated Tablet) sfiasusznu
2. 1w 1 e Usznaudu@a81 Rebamipide 100 mg
3. us‘sa'l,uumaaumﬂuwa o8 w3a blister pack Yastuanuiwld
4. a8nTY - #oen FIUUTNALAANTINYUAZANLIY TUNRA maumn Wufinde uasanadoudiuen
Hathsdawuunussyie
- UULAIEN BENITBYE awu’nam fUUTNAUMENENTY ATUNT 'maua'm uasaufinga

gguauﬁﬁmomaﬁam
1. YSanuesndngy 95.0 - 105.0% of the L.A. of Rebamipide
2. Identification ' m’aﬂmumuﬁszq‘lu Finished product specification
3. Dissolution avao'liteundn 75% of the L.A. of Rebamipide nneilu 60 w1l
4. Uniformity of dosage units f379 N'\umuﬁi:q‘lu Finished product specification
Gownludw 9

1.zi'ummwﬁ'lmanmﬁms'lﬂ"%’uagmgw!umtﬁuu@h%’umLﬁaﬁ'mmﬂ'luﬂs:mﬂvlm UazEILAY (declare) LWRIHRA
1.1 ludagmedunadoudiiim me.2 ne.3 no.4 usaudnsd)
1.1.1 luns@ndusniindeludszanalng manods ne.2)
112 1unsrﬁﬁtﬂumﬁ1ni”nﬁam‘suﬁwﬁq (wnsfa nw.3)
1.1.3 lunsdimdugnihidrandnsdssana (wanoila ne4)

1.2 ludaadunzdisuen ne.1 vassflauamen wauneandoairtansmugugmnnees
naasianufitunzdewly (finished product specification) nsﬂﬁag;s:wmn’mﬂﬁuuuﬂmuﬂmﬁmau
ardpunLLanmInIad I MNENanTrann luanwSaa finished product specification
2. lunsdingmaalndszanalng ArAadasiiiumnnmirenifesusennaspiumniagamananinme

aﬁmmﬁlumswnmu1maans~nswmmsmm (GMP) lunanaenfiiausny
Tunsdiminvesingrenarsdsand o ArAndasfidumnwianiafasisesnasgiumIniagiany
v\é’nmm*ﬁ%%msﬁﬁ'lumwﬁﬂmmaaﬂszmﬁp‘{wﬁm %38 Certificate of pharmaceutical products

3. infiianadaalunfivisndugnianiagunuinmigs (weasanansiiisas)
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4. mtmmwmmanm'sﬂmanummaammauaﬂm

41 Namsommms’lmﬂmmwwmnmmmmNua@ (Certification of analysis) 1umsunaatﬂumamo
'l.un’mauaﬁnumnnnammamnﬂmmwuawnsmswmm'mammaa

4.2 HaMIATIVIATE mnmwwmnﬂu (Raw material) maemmmﬂmﬁ‘lﬂummawm m-uaonwamm
ua:;‘{uﬁmi'ﬂqﬁuﬁtﬂujwﬁmnu uaztfngummnummam\mm (LAAIBNEITTUIDY) ABIUAAINTT

o &)
ATV

qmﬂuﬁ'ﬁmomaﬁn Japanese Pharmacopoeia 16 Edition

1. YSinuarendnty 99.0 - 101.0% of the L.A. of Rebamipide (Dried basis)
2. Identification m'mmumuﬁszl‘ﬂu Finished product specification
3. Loss on drying NMT 3.0% (1g, 105 °C , 2 hours)
4. Residue on ignition NMT 0.1%
5. Purity

- Chloride NMT 0.028%

- Heavy metals NMT 10 ppm

- Rebamipide m-chloro isomer NMT 2.0%

- Related substances NMT 2.0%

WaEnA : NMT = Not more than

5. @2081987

5.1 diauanan dassadntnsgnetaiey 3 WiBUTTAN N Fadudunuugasnoazdoald
muﬁ":umuﬁﬁ'mu@'luﬁ"m’aqmaun"ﬂ‘ﬁ"zvlﬂﬁ'wﬁu
6. msﬂs:ﬁ'uqmmwmﬁﬁwan (LaatanaINTIULTENW)

6.1 mqmaqmﬁﬁmauﬁaa"hiﬁauni'\ 12 1@a% BUIMNIREINDL

6.2 qunaa@ﬁdauau a:ﬂ”aoa'aé’lmewn"ln'lu%’usawamm‘nﬁms‘x:v\'mjuﬁzimammog’wﬁa

6.3 'lunm”iﬁmhUﬁ'ﬁmw‘hmsq'uﬁ'sazi'nm'ﬁdwamﬁ‘aﬁms':ﬁmﬂ:ﬁﬂnmw, AlWTIIMTITH
uﬁoﬁas”awae‘i”:amam'[ﬂmjmm:ﬁaodomtﬁuﬁnmm‘hmuﬁumUﬂ’ﬁmsa'om’mfimﬁ:ﬁua:tﬂucﬁuﬁman
fldarglumeamaliemeigunm ‘lunsn‘iﬁwuhm"lsjLﬂu"hJénuqmé’nunwmm:mammuﬁﬁms U39NITADY
thenjuindalmiidanasgmsasulilsmentna Taghifadldisla 9 mealw 30 Fukuaniufildsuudsen
Tsawmmau,a:maanu?m%‘bj%’uﬁmmﬂmﬂauaﬂmmﬁ'onﬁn'nlaog{mnuazm?asjnﬁm'luﬂi":'a@ia'hJ

6.4 ;‘{mua:m’aafnLﬂﬁ‘uu:mﬁasyﬂna’nmmq wiaflaifiensidenanmndastsznisle g newdmua
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7. laNEIAUY

7.1 lunsd@dunzidonenuunnnii 2 1 szdeadiummnaneran1sdnsn Long term stability a1afi
fwRudnlunadouenanugns uszldsunmsaswnsiasanasnngisuavesudum

7.2 luns@idnadouguiasndt 2 9 wxdasddmuimninanamsinsnanuasfaTasseaiin
Wudulunsfouenanuaas uszldsumssswmsisasanasnnglisunnavasuiem

73 mydnlilgenduuuy é’aaﬁ%é’npumﬁmmsﬁt%aﬁa‘lﬂ”uamnamsﬁnmﬁq Bioequivalence study T
wuwdlFoufisunuenduiuy «‘ﬁmﬂu"lﬂmwﬁ'nl,nmfﬁmiﬁnm%aaugamaqnmmuqum m*:nﬂqmm'smqm‘z’

MNANLIKg : §198931N
1 = Japanease Phamacopoeia 16 edition
2 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies LLa:ﬂﬁamsﬁnu’l
Fulsrfnfuouszirauyavasniaineion nasnIugum SUENNUANIENTINNMIMITUSZEN NIENTA
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