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578015 1 Betahistine dihydrochloride 24 mg Tablet

muﬂszmﬁﬁ'mi’mquaﬂﬁﬁ'\ﬁ

Bam Betahistine dihydrochloride 24 mg Tablet

amasanaly
1. Jusude shasudsznu
2. u 1 1@ Ysznaueis@aen Betahistine dihydrochloride 24 mg
3. yrsyluunsagiiiilouwass wia blister pack tastuamnutuuazugale ™
4. annIzy - Fown FsEnauMmEAYUazAINLT TUKEn ’E‘uéumq \wfikde uasiaansdon
dnsuen Hadwsaauuuussanu
- LUUNIEN aainﬁauﬁms:q%am duUTENaURNERTY AN fuﬁvumq uazavTikER

Angutianunaia o

T emmaemoneda | 0 BP2OI3
1. WS mdrzndagy 95.0 - 105.0 % of the stated amount

2. Identification ATIIHIU

3. Dissolution test ’ gasazanelaivaanin 70% (Q) melw 45 wf
4. Uniformity of content AT

5. Related substances By Liquid chromatography

- N-methyl-bis [B-(2-pyridyl) ethyl] amine : NMT 2%

- 2-vinylpyridine : NMT 0.2%

- Any other secondary peaks : NMT 0.2%

- the sum of the areas of the peaks corresponding to N-methyl- bis
[B-(Z-pyridyl) ethyl]lamine, 2-vinylpyridine and other secondary
peaks : NMT 2%

- Disregard any peak : NMT 0.05%

NIV NMT = Not more than
wanludn g
o . v & a o o A o . o S
1. ml.mmwmmanmsms'lﬂmagzywwmmuumsumv.wam“mzﬂuﬂs:mﬂ‘lm UAZENUAY (declare) UNEINAR
° Qs A‘ -] ° Qo o« 1
1.1 ludematiunadoudniuen (ne.2 ny.3 o4 ududnsd)
ad A a
1.1.1 lunstinduenfindaludszina lne waneds ne.2

ad o o A ' a o
1.1.2 lunsdfdusihduiensudnssy waneds no.3 i
1.1.3 luns@ndusninidranesdszma nunede no 4
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1.2 lwémetunziiouen ne.1 vie o1 2asnfilEueTin wiaumeandsaiataminunug s A
muﬁ‘;‘funnﬁmu‘li’ (finished product specification) ua:'ﬁ'aﬁ'mu@qmmwmaﬁ'mqﬁu (Drug substance
specification) n‘stﬁﬁ'az\;ﬁ:mhamstﬂﬁiﬂuuﬂaoun"'lmw‘i'uLﬁm:ﬁ'amuuLanmivﬁaﬁﬁl.mmwri'mmwaun“lw (v.5)
1"W3aY finished product specification ‘
2, LANATIUTHINIATIIUNIIHEALN
2.1 nsdneuanlwsanalng ArRadaslidumnnweiieniifesisannaspunsndagmandninousd
1ﬁm'swﬁ'lumswammmaanivmwmmsmw (GMP %38 GMP/PICs) lunsaendiiauauny
22 nsmmﬁm:mummnmaﬂszmﬁ Fudadasdiduimawiemiafaiisesanasyumniasiny
wé‘mnmﬁ?‘ﬁ'n’nﬁﬁ'lumwﬁemwaan.ls:mﬁﬁwﬁm %38 Certificate of pharmaceutical products
3. m‘?‘imuaﬁ'aat.ﬂumﬁu‘%ﬁ'ﬂLﬂusjnﬁwéasjumuﬁmmy (WEASLBNEIITUTDY)
4. ai’u,mmwri'lfJLanmsqmé'nunwmmmﬁmuaﬂm
4.1 HanIATIRIATER NIRRTV B IKHER (Certification of analysis) 'lumﬁjuﬁdmﬂud"mtm
4.2 manmiaTRiianzigumwiagdy (Raw material) V896 tnae AT lumInEaen Yﬁmaop‘{wﬁmm
ua:ﬁwﬁmi’mnﬁuﬁtﬂuimﬁmﬁu LLa:Lﬂujmﬁmﬁ‘uamT'saLi'm‘ﬁda (LRAILBNANTILTEY) ADILAAINITATI

Betahistine dihydrochloride mu( e

. aqmead@momeda | pP2o13 | . usp3s ﬁ

1. ﬂ?&nmﬁ"zmﬁm"ry 99 0-101.0% of Betahistine d|hydrochlonde 99.0-101.0% of Betahistine dlhydrochlorlde
(dried substance) (dried substance)

2. Identification A% ATITHIH

3. Appearance of solution ATIIN -

4. pH 20-3.0 20-3.0

5. Related substances - 2-ethenylpyridine (2-vinylpyridine) - 2-(2-Hydroxy-ethyl) pyridine : NMT 0.2%
: NMT 0.2% - 2-Vinylpyridine : NMT 0.2%
- 2-(pyridine-2-yl)ethanol : NMT 0.2% - N-Methyl-N,N-bis(2-pyridin-2yl-ethy!}-amine
- N-methyl-2(pyridin-2-yl)-N-{pyridin-2-yl) : NMT 0.2%
ethanamine : NMT 0.2% - Any other individual impurity : NMT 0.1%

- Unspecified impurities : for each impurity | - Total impurities : NMT 0.5%
NMT 0.1%

- Total : NMT 0.5%

- Disregard limit : NMT 0.05%

8. Loss on drying NMT 1.0% ' NMT 1.0%
7. Sulfated ash NMT 0.1% -
8. Residue on ignition - NMT 0.1%
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5. faeneen
5.1 dlauanmdssdadiageagnaias 3 wihguIsInmn Fududunuusasmesnioaldasudu
aufisnualuiate qmauﬁ'ﬁv‘ﬁ'lﬂ 196U
6.n1sﬂs:ﬁ'uqmmwmﬁdauau (waastana1IN1TTulTENR)
6.1 mqmmmﬁdwauﬁaa‘lﬂﬁanmﬁ 12 1@a% HUNIUSINAY
6.2 amm’mﬁﬁwau a:ﬁaaa’aﬁmmmwmzfln%'mamamwﬂﬁmﬂw‘mjuﬁﬁouawmcjwﬁw
6.3 'lunsrﬁ'ﬁminmwmsv‘i'\msajuﬁ'aas_i'wmﬁd@uamﬁadamﬁﬁmm:ﬁqmmw BTNz
wiiRasavvadagnan Tﬂm‘{mmm”aoa‘omtﬁuﬁnmuénmuﬁwmUﬁ‘ﬁmsﬁwnﬁmﬂ:ﬁua:
Lﬂmﬁuﬁmjaud'l'lﬂs”ihU‘lummﬁﬁmﬂ:v\‘qmmw 1unsrﬁﬁwu'hm'lﬁﬂu"lﬂmuqmﬁ'nunwmww:
Uitazdasheniuinielnifdanaspudaeulilamenna Taglidedldiolag melu 30
Fuiunniudlasiusannlsanenuna warsessmanslisuRnsonnisauenmeding e
g{muua:m?ag{wﬁm’luﬂ%@ia‘lﬂ
6.4 ;‘Jl”mm:éfaa%’uLﬂﬁﬂ%mtﬁ%ﬂné’ﬁmmq wiadafemadenanmmnourmue (Wuaasienans
sulsznn)
7. \@naTaug
7.1 SUWUFINANIANWIANUAIAITDIE1 (Stability data)
7.1.1 lunsdidunaifounanannndy 2 9 ssdasdidummmwanenanisine Long term stability a1#
fuRudalunafousanuan
7.1.2 Wwnsdidunafongnantosndn 2 9 AT UMW IRANIANHIAINAIRIVDILIMNTIE Y
dndulunzadouenanuans Lm:"l@i’%'um's_muw{usauanmﬂﬂnsjﬁé’lmwaau%ﬁ'ﬂ

nanpme : 61989
1 = British Pharmacopoeia 2013
2 = The United States Pharmacopoeia 35
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T ﬂaztﬁﬂﬂqmﬁnvmsmmzuuufhmanmsmiﬁ'ﬁﬁa YA
1auN MO8 / 2558

378NN 2 Cisatracurium (besylate) injection 5 mg/mL, 30 mL

muﬂszmﬁa‘i’mi’mquaﬂﬁmﬁ

iw Cisatracurium (besylate) injection 5 mg/mL, 30 mL
anantianaly
1. iussazasdneenide
2. lwimL Usznausa@en Cisatracurium Besylate ﬁaugaﬁ‘u Cisatracurium 5 mg
3. ussglumauzussyendaniauiatsaeinids type | vwia 30 mL dia 1 MTUUTTY
4. aaMTY - Fasn rullsnaudadRguAANLES Susde i’u?ﬁ;mq Wwufinda uazaunadoudniien
Totedaiauunussasiond
- URuIRAMIEda aﬂﬂoﬁauﬁ'ﬂas:q%am fusznaudre @Ay Aaus 'Yuz‘;umq
WAZLATTRAS

@ v o o @
- fiTannuuiafeuliIaAuenn 2-8 aseniTaLToa uunss?nmvfﬂ?anwuzussgm

Qua - 1 R “ ., o & A (7 v a
amamigmanawa ™ (la official lundrdrsunaves USP 35, BP 2013 dsnmenssumsy idwana1ssress

1umsﬁi'ﬂﬁ'1qmé'nummwnwaom)

1. USnmaaendagy 90.0 - 110.0 % L.A. of Cisatracurium Besylate

2. Identification test m’amhumuﬁs:q‘lu Finished product specification
3.pH mwmumuﬁﬂlﬂu Finished product specification
4. Sterility test Gli’nilﬁi'mm'mﬁiz‘l.ﬂu Finished product specification
5. Bacterial endotoxins @IS’J’W"mmuﬁ‘s:qlu Finished product specification
6. Particulate matter mi’lamumuﬁ'i:q'lu Finished product specification
- U9 > 10 pm laitAin 6,000/container

- %A > 25 pm A 600/container

7. Volume in container m‘smn"mmuﬁ%lqﬂu Finished product specification
Gowludnq

1.z%'n,mn'lwri'lr_uanmims'lﬁ{um;,zymm!umtﬂ pudn U asinslulsneng uazdues (declare) WRAINR®
1.1 luddgmadunadoudiie mo.2 ne.3 ne.4 ufaudnid)
1.1.1 lunsdifiduefindaludminelng e ne2
1.1.2 lunstﬁﬁtﬂummLiﬁLﬁanﬁsttﬂqussq nnpie ne.3
1.1.3 lunsdifiduenindranenedszne nanefis o4
1.2 ludwatunadiouen et wie o1 vesenfiauerim Wﬁ”aamﬂa:LSuw"ﬁam‘m‘mﬂuqmnwmaowﬁmﬁ’m‘rf
auidunadeonly (finished product specification) LazTaiWuARMNTWYAITADAY (Drug substance
specification) nsﬁsﬁag;i:wi'mnmﬂ{i‘ﬂuuﬂmuﬁ”lmﬁuw‘im:eﬁ’aouumanmw%aﬁummwrhﬂmwaufﬂm (8.5)
U5 finished product specification
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2. 1aNFTTUIBINATTIUNTHEALN
2.1 nsdfmuaalulsanalng HrAadaslidumnmieniafasusesanasgiumIKaauaamaninowi
ﬁ‘ﬁ'msﬁ@ﬂumiwammaonszm’mmmimqm (GMP %38 GMP/PICs) lunaaasflauarne
2.2 nsdfduemingrondreysana driadasiidumnmwdomiiFesusesnasgmninaaeany
m‘fmnm‘rﬁﬁmsﬁé‘ﬂunﬁmﬁmuwaaﬂizmﬁg{wﬁm %38 Certificate of pharmaceutical products
3. ﬁ'ummwri'lULanmsqmé'nwm:maamﬁmuaﬁm
3.1 HanIanIle Mz NHEaA YU adHR (Certification of analysis) 1ums;w7iduﬂuﬁ';aaha
3.2 wamsmsw%mﬂ:ﬁqnmqwi’mqﬁu {Raw material) maw‘i‘amﬁ'm"mﬁlﬂun'ﬁwamm vﬁmauﬁuamm uaz
;{wﬁmfmqﬁnﬁtﬂuﬁmﬁmﬁu LtaztﬂuiuLﬁﬂaﬁuaﬁﬂ"aar_haﬁde (LFAILENRTIUTAY)
4. fiananmdassidiatneagnes 3 whoussadued Fadusunuuaasnossiioeldasudaumuiiimue
luwada qmauﬂ‘ﬁﬁ'ﬂﬂiﬁaﬁu
5. mﬁmuas’fmLﬂumﬁu’%ﬁ'mﬂug{wﬁw?asjl’l.mua‘i'lminzJ (WEASLBNFITTUTDY)
6. msﬂs:n”uqmmwmﬁdwau (uaastana1In13IulsEnn)
6.1 mqmaamﬁﬁwauﬁaai&iﬁann’h 12 1@a% HUNIUFEINDL
6.2 mnmmﬁdwau a:v’fmdazi"n,mmwmu'lu%’maowamms’aﬁLﬂﬂ:ﬁvﬁﬁuﬁdouau'naatjwﬁn
6.3 lumtﬁﬁﬂmﬂﬂ’ﬁm‘sﬁ’\msq'uﬁ"mthdmﬁdwamﬁadmnﬁmﬂ:ﬁqmmw RIWTTNTITIIRUIRE
$osvadaating U'ﬂﬂmjﬁnm:ﬁma’amw“v'uﬁnmuﬁ'\muﬁmmﬂi’]‘ﬁmia’amm’?Lﬂﬁ:‘vfu,a:Lﬂug{%'uﬁmaum'liii'm
Iumsmaﬁmﬂ:ﬁqmmw 1unsﬂﬁwui1mhhﬁﬂﬂmuqmé’nym:mm: U?ﬁ'ﬂm:ﬁaaﬁﬁméuﬁwﬁmlmiﬁ'l,%
anaspudaweulilamenna Taolidadldisla 9 malu 30 Suiuaniudldsuudenlsmennauazua
a\nu?m%vl,&i{uﬁmim’lmﬂauaﬂmmﬂ”\ma"n’uaas{m’mua:/ﬁag{mﬁ@l‘luﬂ{idavlﬂ
6.4 ;jmm:@i’ao%’mﬂ?{ﬂumLfiam'lnﬁmmmq wialaifiemsfauammnauiinua
6.5 MavaRNAaIMUnNgIMYE A 2-8 samuaaLFys LY Cold chain system Aldnasgmmamaninat
GDP (Good Distribution Practices) TasuaasananTusznay
7. @nmiing
7.1 SURIULAAINANMIANEIANUAIRIVBILT (Stability data)
7.1.1 lunsdidunzdoneunuinnid 2 0 sxdasdduumnwananan1sdnmn Long term stability aadfitu
Wudulunsidousnanuans
7.1.2 lunsdidunzidougnaniasnii 2 9 asdasdimumnmnwonoransAnEAnIe I8 IeITiEN
Wadnlunsdougauaa uazldiumeamasuseaanansnnglsminvanisn
7.1.3 1ONMIUFNINNNAINIVBINM NS s s anm sl anzauaan st nudaen taluasnu
vu”wu"uﬁ‘lﬁn”mjﬂm ua:é’amaﬂoﬁﬂaztﬁ'ﬂﬂe"ﬁoaaﬂﬂﬁmﬁ'ﬂﬁaQa‘lw,anmsﬁ']ﬁuzn

wanEme  ONdnn

1 = General requirement YBILNFIRTL §WIV Finished products gﬂtmu Injections (Parenteral preparations)
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579msA 3 Cilostazol 100 mg Tablet

aalsmAdIninguaesih

famn

Amanyanly
1. dusda siesudsemu

Cilostazol 100 mg Tablet

2. 1u 1 e Ysznaudau@ren Cilostazol 100 mg

a . a ¥ o v (2
3. yrnaluunsagdiifivanans wia blister pack Jaafin Uastuusald @

A [ A Y L o - At : :I. a
4. anniy - Tan msz::naum’ama'mmvl,m:ﬂ’nmm TUHRA IUFUDY LRUVIHAA uaztaansiiion

@suen ‘Haziw&'mwuums@ﬁm‘ﬁ
» W v A . Q- [ o Qv A.’ i -3
- UuuHdEn adnekBedaITyTem dudsnaudaedint aTwuse Tuauey unsauiinde

amaNiamnawa™?
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 Japanese Pharmacopoeia 16 edition

1. YSunueendngy

95.0 - 105.0% of the L.A. of Cilostazol

90.0 - 110.0% of the L.A. of Cilastazol

2. Identification By Thin-layer Chromatography : ATV
ATV
3. Uniformity of dosage units | #3736 ATIINU

4. Dissolution

Faduagadsnisazatplinasndn
70%(Q) malu 60 wh

Test 1 : davazanslivasnin 80%(Q)
mulu 60 Wil
Test 2 : aavaaelioanin 75%(Q)
muolu 30 wfi
Test 3 : aasazanulaiiaanit 70%(Q)
malu 60 wifi
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Ranludn 9

s . asar & = o 8 4 . ' ° oA
1. mluﬂﬂﬂlw‘ﬂqﬂlﬂﬂmsﬂﬁs‘lﬂiua%mu']@’ﬂuﬂnu Uu@nsuﬂ'ﬂwa%'\ﬂu’]ﬂluﬂﬁlﬂﬁ‘lﬂﬂ URSRILLAN (declale) LLARINAG

o s A’ o a v/ 1)
1.1 lidgynsiunadoudrsuem (me.2 ne.3 ne.4 ududnsdl)

1.1.1 lunsdiduenfnfaludszinealng nanads nw.2

- ol v A '
1.1.2 'lunsmﬁl.ﬁuﬂ'nhmLwammmmsg wuofs ne.3

1.1.3 Tunsdinduenitudranaratssing wansiis no.a

1.2 'LUﬂ"Hlﬂ?l%YI“L‘]JFJ%U’I g1 %30 8.1 'uadmmauaﬂm wsa&mua*taﬂw'nlamsmucmﬂnmww'uamawnmm

mu‘n'ﬂu‘n afouly (finished product specification) uawanmuﬂﬂmmwmaa’mnﬂu (Drug substance

specification) nItN aﬂi"WJ'Nﬂ'l‘illlﬂ EI%LLﬂR\‘JLLﬂWhlLW&IWIJJﬁ]uW amumanm'sv\‘iaml,mmwmﬂmwauﬁ'lm

(8.5) 1AN3D finished product specification

2. LlaNAITIVTRINIATTIUNTIHE AL

2.1 nadifigmaalusamalng fuaadasiidunamiemisisiiseanaspumsnangany

uﬁ’nmmﬂﬁﬁmsﬁﬁlumwﬁﬂmmaonszmwmmsmzfn (GMP %332 GMP/PICs) lunaasnfiiauaya

2.2 nsdiiilugingindrsysana graadasdidunntinemitiResusasanasgunsuaasmna

a ol P a @ o A . .
'vximanﬁ’:ﬁmﬁﬂﬂun’\iﬂﬂﬁﬂ‘l%aaﬂszmﬂgwaﬂ 130 Certificate of pharmaceutical products

A &~ A o s e - \d o . a
3. mmauammLﬂumﬂmumﬂupdwammaﬁdu'ﬂumv\mﬂ ( URAILANRITIUIDY)

4. ﬁ'lL%’m’lei’lﬂLﬂﬂﬁ'ﬁQmi;ﬂHm:ﬂ 2IENAILE%aTIAN

4.1 ieM3IATRAATERRUNNNEAR IV I{HE R (Certification of analysis) 'lums'uﬁdmﬂwﬁazm

4.2 wammﬂﬁmﬂﬂammmwmnﬂu (Raw material) maammmﬂmnl’ﬂunwwamm "f]\ﬁlENNNRﬁEl'I

uamwammnﬂumﬂmmﬂmnu LLRwLﬂ‘Nﬁ%LﬂEl’Jﬂ‘UfJ'Wl’JEILI’N‘/IﬁG (I.Lﬁﬂ\‘ili]ﬂﬂ'lﬁﬂ?ﬂd) mamammsmﬁamu”

; uuummmnuﬂ

' Japanese Pharmacopela 16e ﬁon s

1. ﬁsuwmmma'mm

98.5 - 101.5% of Cilostazol

98.0 - 102.0% of Cilostazol (calculated on
the dried basis)

2. ldentification -

ATIIN

AU

3. Melting point

158 - 162°C

4. Related substances

ATIFHIU (NMT 2%)

- Cilostazol related compound A,B,C
: for each impurity, NMT 0.1%

- Any other individual impurity
- NMT 0.1%

5. Loss on drying NMT 0.1% (1 gm, 105°, 2 hours) NMT 0.3% (110°C, 3 hours)
6. Residue on ignition NMT 0.1% NMT 0.1%

7. Heavy metals NMT 10 ppm NMT 0.001%

8. Chloride - NMT 0.018%
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6. MIIEAUAMMNENAIRINEY (WRAILaNEIINTTILSE)
6.1 mqmaomﬁa’ouauﬁaﬂ&iﬁban’h 12 1824 HUINTURINEL
6.2 mnmmﬁa’wau am’aaiiaa‘hmewn'wzﬂ,u%'mmNan’nmsaa%mﬂ:ﬁmﬁuﬁdwawaaQ’wiw
=k A 1 o 0 L N ﬂ' ) 4 1 o 1 o
6.3 'Lunsmmmvﬂ'ﬁmsmmsqumamam'ﬂmuamﬁaamﬂmLﬂswzqummw wUIETNNTISYN
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6.4 fuazdesiuildsusulasindnuaaiy wIallaiianmsRauannarslsznsle g neurinue
7. LONFTAU
7.4 FUWUIRINANIANVIANUAIAITRILN (Stability data)
¥ . . . . '
7.1.1 lunsditunzidoueiuiunnis 2 9 azdasddunniwdlunanisdnmn Long term stability aadi
A a a
dunudulunzidoueuuaad
d! o ¥ ) v & o ' 3 ar Aldl
7.1.2 lunsddunzifoueruoundn 2 9 azdpafidnunnnanaranmsAn 1AL AIA TN e NNE %
Wwudnlunzidoueuuaas LLa:'l,ﬂ”%'umsmmu%'usaqLanmsmmjﬁz‘hmwaaﬁﬁ%
ad P @ v A a oA A a v s - ., .
7.2 nadifduililsenduuuy dasfindngrumadmmsfidietie ldusainanisdinwiils Bioequivalence study
a Y ] a
TuwysdiFoufisuiuedunuy Faduldarunaninueinisfdnm@rauysvainainiugue nIenI

3)
LREREILGE

NANBIUG : 9W8IIM
1 = Japanese Pharmacopeia 16 edition
2 = The United states Pharmacopeia 35
3 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies Ll,azg;ﬁa
msﬁnm%aﬂs:ﬁn%waua:%’aam‘ga'uawﬁmﬁ'mﬁm NaInILANEN AUNNUATIENIINMS
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5791150 4  Galantamine HBr 8 mg prolonged-release capsule

aalszmadIninauassii

Ban Galantamine HBr 8 mg prolonged-release capsule

amaaian
1. Lﬂumtﬁmﬂﬂ‘ga'ﬁﬁﬂ{uﬂszmu gﬂunuaanqnﬁﬁu (Prolong-release capsule)
2. 1u 1 1da dsznaudlu@ren Galantamine HBr 8 mg
3. urspluunsagdiiisamasd w3a blister pack teatunruiiwle
4. 2Ny - Horn drulsznaudn@aAgUAZANNLTS TunEa i’u?«vumq \wfikde uazanzdou
dsuen Madhatarauunussynimel
- URUHIEN azmﬁauﬁaos:q%am fautiznaudatn@ng AL 'S'uﬁvumuq uaziNUTHAR

Qi - 1 v o v A LA 9 s
amaniamanaia’ (li Official luindadril USP 35, BP 2013 Snniznssunsy ldiflwanasswbilu

MIATNAAN BN IZYDILT)

1. YTnuaedngy 90.0 - 110.0% of the L.A. of Galantamine HBr

2. Identification ﬁli’mmumuﬁiquu Finished product specification

3. Dissolution msaw‘mm’mﬁszq‘lu Finished product specification

4. Uniformity of dosage unit m’aim"mmuﬁinﬂu Finished product specification

5. Related substance m’mn"mmuﬁs:qlu Finished product specification
Hewlydw

o ' e & a o s A o ' ° ' A
1. Funmwdaensmsldieuqnedunadoudrirnitedwinelulsznelng uszdwes (decare) unasnia
o @ X - o s 'Y | P
1.1 ludegmstunadoudisuen me.2 ne.3 ne.4 udueansd)
1.1.1 lunsdindueninfaludszmetng nanwds no.2
~ a o o d f a
1.1.2 lunsdiidugihidunensutonssy wansds ne.3
1.1.3 lunsdndusiigrannesdssina naneds ne.4
° & - A o o a o o A &
1.2 ludmedunzdiouen ne.t wis 1.1 vasnfiauenan wiaumsandsanatamniguamwsaINR A
I T S v o “ _a
aundunzidonls (finished product spegcification) URZTANTAUANMNINYBIIANAL (Drug substance
5 A Py ' o] a a @ ° '
specification) n3diNagjswiwNIA sunlasud liuiduasdasuuuiananmisdnmwanamuaud v (0.5)

N3 finished product specification
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2. lunsdifigmdaludsanalng fuiadosfidumnmeomiifasisaanasgumsniagmunaninoel

a o a o
ABNINGIUNINRALVRINTENTNATINGY (GMP) Tunanagfiauasiy

o o 2/ ) L S 3 = o ' a A e -
'lunsmmﬁummunmnrﬂ'mlszmﬂ QNE\WI@]GQNMLHWJ’I”I‘WH'Iﬂ“uﬂﬁﬂ?ﬂiﬂduﬂ@ﬁjﬂuﬂﬁ?ﬂﬂ@lU'WI’]&J

waninmaiainsidlunsniasvesdssnagnia wia Certificate of pharmaceutical products

3. snfsuadanduenuismdudnianiadunudimiog (uaasanansivses)

4. ﬁ'ummwmmanmsqmé’nunmaamﬁta‘uaﬂm

4.1 wamsanaseigunmwniaiuriva e (Certification of analysis) lusnjundaududaatine

4.2 NanIATIRIRTEAR MWIANAY (Raw material) vaadandngAlfiumaniam NIVBINAALN

a o a o ' & i a a o d o o X
llﬁ:ﬁsﬂﬂW']C‘lqﬂuﬁlﬂﬂ?ulﬁﬂ?ﬂu LLR:lﬂuEuLaﬂ'JﬂUU"I@naﬂ']\ﬂ’\aﬂ (LEAILONFITTILTD) ABILFAININTIININ

Galantamine HBr 23

 ensniGnmemeia

1. PBmarendaty

98.0% - 102.0% of Galantamine HBr

(Calculated on the dried basis)

99.0% - 101.0% of Galantamine HBr

(dried substance)

. Related compound

- N-Desmethyl-galantamine : NMT 0.6%

- O-Desmethyl-galantamine : NMT 0.20%
- 6[3-Hexahydrogalantamine (galantamine
N-oxide) : NMT 0.20%

- 6B-Octahydrogalantamine : NMT 0.35%
- 6Q-Hexahydrogalantamine
{epigalantamine) : NMT 0.20%

- Tetrahydrogalantamine : NMT 0.40%

- Narwedine : NMT 0.15%

- Any unspecified impurity : NMT 0.10%

- Total impurities : NMT 1.0%

2. {dentification AU AU

3.pH - 40-55

4. Specific optical rotation | - g0 © to — 100 © -90° to -100° (dried-substance)
5. Loss on drying NMT 0.5% of its weight (at 105° 4 hours) NMT 1.0% (1gm, 105°C, 4 hours)
6. Residue on ignition NMT 0.1% -

7. Heavy metals NMT 20 ppm NMT 20 ppm

8. Limit of palladium NMT 10 ppm NMT 10 ppm

9

A. Galantamine from natural sources

- Impurity E (N-desmethylgalantamine)

: NMT 0.6%

- Impurity A (narwedine) : NMT 0.15%

- Unspecified Impuriies : for each impurities,
NMT 0.1%

- Total : NMT 0.8%

- Disregard limit : NMT 0.05%

B. Galantamine produced by a synthetic process

- Impurity C (dihydrogalantamine), D(anhydro
galantamine) : for each impurity, NMT 0.4%

- Unspecified Impuriies : for each impurity,
NMT 0.1%

- Total : NMT 1.0%

- Disregard limit : NMT 0.05%

10. Enantiomeric purity

NMT 0.10% of the 4R, 8R

Impurity F (ent-galantamine) : NMT 0.15%

11. Sulfated ash - NMT 0.1%
(39T0)........ Wivv— W ................ UszmuanenIsums
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5. L9
5.1 fiauana desdinaatamathatay 3 winussyiant dadudunuuaaimoazion’ls
mumumunmvmmlummanmauumm’lﬂmmu
6. m3UsziugaMenTigay ( usananasmILLTEi)
6.1 mﬂ'uaamﬁdouaudaa"laiiaﬂn'h 12 L@au BUINTURINDY
6.2 pnaIaTiaNaY arvmaommtmmwmu'lusmaawamsm’ammﬂmmmnamawaawnam
6.3 1unsm°n'v\muﬂ%mmﬂmsaumamomnmuauLwaaamsammﬂ.mmmw wigs1mM I
mfaﬁasawamamamTwwmavwaaaamquanmummummuswmsamsammﬂmun%ﬂu
muwwnaum'l'ﬁmﬂ'lumsm:mmsw*vmmmw lunsmﬂwmwm"lmﬂu'l,ﬂmuﬂmanwmvmmv UIBNITA D9
mmsunwam‘luunnnmmmuawan'lm"[sowmma lanlifesldinala 9 anelu 30 Fulvaniuitdsy
w99 nT5INELR U maamuam‘lmuwmsmmnaua'nmmmnmwawmuua,msawwaﬂluﬂsma‘lﬂ
6.4 mnm]*maasmﬂaﬂummam‘lnanmmu wiaillaiiamndeusnndanyszmisla g awrinue
7. \anaTiug
7.1 SUURAIHANIANHIAMAUNIAI VB98N (Stability data)
7.4.1 Tunsdifunzafousnuinnnii 2 9 ssdeefduummngnonamsane Long term stability aafi
fudadalunafougnanuans
7.1.2 lunsdidunzfougnantosnia 2 9 RAITFUNINENBNAINIANIANAITIAIENA NN
Wandalunzdoneanuaas LLa,‘lmunﬂsmumsusaaLanmsmnwummwawsw
7.2 nydiduilalgnduuy maaumnmumnmm?nmana'l,ﬂuamwamsﬂnmm Bioequivalence study
'luuuumﬂwummunummuuu qmLﬂu"lﬂmwanmmfnmsﬂnmmauuamaonaamuaum nTINTI
oy’

naNgIng : 81983310

1 = General requirement YaILNRBATUF AL Finished product 3UuuL Tablets,Capsules

2 = The United States Pharmacopoeia 35

3 = British Pharmacopoeia 2013

4 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies u,a.,mla
mmnmmﬂsm‘nﬁwauauﬁmhua’namamnm‘wm UERGI T FIUNNUATENITNMIDMITUAZEN
NIENTHATIIUGY

o
[CER512) IO AT TR Uz muamenIsunIg
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18NN 5 Ginkgo biloba extract 40 mg tablet

malsznAIInINaUATIIETR

Tan Ginkgo biloba extract 40 mg tablet

ansaaniana L

1. \usnrfiasinlsznu JuUuuy Tablet w3a Capsule

2. lu 1 1da Usznaudie@aen Ginkgo biloba extract 40 mg

3. urnyluussngfifloavass w3a blister pack flﬂaﬁﬂua:mﬁﬁm‘ﬁﬁaaﬁuum“)

4. amn3ey - Horn srmdsznaudndmfguazauLss SunEa i’u?;umq WfikE unziaunsdon
dsuen Hathtauunussasieg

v § ' @ o & o & d a
- LWULNIEN Bﬂqﬂuaﬂﬁﬂﬂﬂ]{%ﬂﬂq a’)uﬂxnaﬂm’lﬂqmﬂm AVUR ']uauﬂ']ﬂq LAZLRUINHNIA

aa a (1)
AANUaAMIItNAnA

ﬁmﬁmiﬁhwmﬂﬁn - e el U R e USP35

1. YSnmaasdngy - 22.0% - 27.0% of flavonol glycosides
- 5.4% - 12.0% of terpene lactones

1lsznavdae bilobalide, ginkgolide A, ginkgolide B, and ginkgolide C

2. Identification ATI

3. Dissolution NLT 75% of the content of ginkgolide B malu 45 wi
4. Weight variation ATIHIU

1 -
5. Microbial enumeration tests | - #3539 Linui%a Salmonella species WAz Escherichia coli
" a 4
- Total aerobic bacterial count : %ifin 10 cfulg

- Total combined rﬁolds and yeasts count : Taifin 103 cfulg

WA NLT = Not less than

4 4
Rawludw

s ' e & a o o 4 o f ° v a
1. funmwimanasms insueugnedunadoudrsuiiasminalulsanalng ussduas (decare) unswia

1.1 'luﬁ'm"mvmﬁfuﬂnﬁuwhfum (N81.2 8.3 N84 ULRIUANTTH)

1.1.1 lunsdifidueindaludssinalng nunefis ny.2

11.2 luniﬂﬁtﬂumﬁ'\Lﬁﬂtﬁiammﬁaussa} nunefa ne.3

1.1.3 Tunsdinidugiidhanansdssine nanodls ne 4
1.2 lusmetunzfiouen et wie 8.1 TasnfiEueTan waunasBnawar aNTINIUANA NI At
awufidunzifowly (finished product specification) uazdarinuagmuAIWYaITARAY (Drug substance
specification) nsid aqu;s:wmmstﬂiz‘ﬂuuﬂamn"'lw‘ilmﬁmzﬁaouumanmm?aﬁmmmwd*mmwmm"lm (8.5)

WIW3BY finished product specification
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2. lunsdifizmdaluszmalng guiedasiidunnmmwiewiofesusesnasgunisudamaamaninma?

a < a ]
1'ﬁ'ms1ﬂ€ﬂumswam mmaonszmummsmqm (GMP) lununa IR UDUIE

aa o & ' v oa w o a, 3 v A o a
.lunfmnlﬁ%ﬂ'nlﬂﬂl')?'lnﬁ'ml]?&‘!nﬂ F‘J,Nﬂ@l(ﬂﬂd&lﬁ'ﬂu’lﬂ']wn']U“uﬂaa?uiﬂﬂu'\@ﬁjﬂuﬂ'\spdﬂ@lEI'WI’IJJ

ﬁé’ﬂtnm‘ﬁﬁﬁmsﬁmumwﬁmwaaﬂszmm‘{wﬁm %38 Certificate of pharmaceutical products

3. ;nfusmedasiduouismdwiniandedunuiimiog (uaasienansiuses)

Py . v o
4, mluqn'lWﬂqULanaqsﬂmaﬂEm’ﬂ ILINLRUDIIAN

4.1 wamIanilarigumwnianmsfuasii@a (Certification of analysis) lunjuiidadudaating

4.2 HAMIATIWAATERMMNIAYAL (Raw material) vasd Iy AlFlumaniam NIVBIHANLN uaz

v oa o a o - o VoA o o od o Y
HNG a ﬁq@lﬂﬂ lﬂ u?ulﬂ BINW LA L'ﬂ uﬁqulﬂ HINVPNNIDYWINRI (LFAILDNFITIVTDI) ADIUIAINTTNTIA Powdered

e :
Ginkgo Extract @31 m

1. UTmeendngy

- 22.0% - 27.0% of flavonol glycosides
- 5.4% - 12.0% of terpene lactones 15znausp

2.6% - 5.8% of bilobalide

2.8% - 6.2% of the sum of ginkgolide A, B, C on the dried basis’

2. Identification ATIHIN
3. Pesticide residues AN
4. Heavy metals NMT 20 ppm

5. Microbial enumeration tests

P § . o .
- amalidwuge Salmonella species WRz Escherichia coli
. . A 4
- Total aerobic bacterial count : litfin 10 cfulg

- Total combined molds and yeasts count : Tahu 103 cfulg

6.Limit of ginkgolic acids

NMT 5 ug/g

7.Loss on drying

NMT 5.0% of its weight (105°, 2 hours)

HNELWR NMT = Not more than

5. 918198

o v Ve ' ' v ) o o o a v
5.1 alauﬂﬁﬂﬁl AIRINIBLILNBY U 3 ﬂulUUﬁqnm‘VT‘NLﬂuWJLLY]uLLaNTIUa:tﬂﬂ@ﬂ@l

[y o o [VRL% o v W
ﬂT]Jn'Ju@nuﬂﬂ"l“uﬂlluvn’ﬂaﬂmﬂuu@lﬂjvlﬂm'nﬂu

6. MIUTAUMNEINFINAY (URAIBNEININITSLSTAU)

6.1 mq’uaamﬁdwauﬁaﬂsjﬁaﬂn'j’] 12 \@a% HLUINITUFINEL

6.2 ﬂmnamﬁdauau il::m”aoa‘qﬁ']mewrhu'lm"usaoNamsm’m"?mﬁ:ﬁmjuﬁz&waumaa;j’nﬁn

aa o o o 4d a |
6.3 1unsm‘nv\mﬂﬂ’ﬁmsmmiqumamamwawamwaamﬂmmi’l:ﬁqmmw AUIUTIBNITIZHN

mﬁaﬁas’awaéi"aazham'[ﬂuQmﬂﬁ]:m”aadomtﬁuﬁ'nmuﬁwmuﬁwmmswmsa’amw"‘uﬂﬁ:ﬁuauﬂu

Q’%’uﬁwﬁauml'fshu‘lumsmaﬁmﬂ:ﬁqmmw lunsdifiwuiebidwldeugusnsmzianes migmams

o A ¥ 3 [} d‘ “a ] d' ?/ X e 1} v Qs L
visnzdasihsiuinialmifidanaspussaulilswens laslidadldsiela 9 nelu 30 Susiy

mn’i’uﬁvlﬁ'%'u Lﬁrﬁl'mISGWﬂ’m”lﬂ RS Elﬁd’)%ﬁﬂ%vl&ignﬁﬂ'ﬁm’lﬂ']‘ﬂﬁ%i]i"lﬂ'] YIAINENY aosj’mwua:m‘%apj’wﬁm

Tundodolyl

(W13h YasIm)
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(WNEINTT mgaudaint)
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[ v o a v a 4 a a > : o
6.4 Hmma:maﬁmﬂauummam'lnawﬂmq ‘V\SE]L&IElLﬂﬂﬂ’]?tﬁa&lﬁﬂ’]Wﬂ?UUizﬂ'ﬁlﬂ‘] NAUNINUA
4
7. LONTIOU )

7.1 FUUMFAININITANWIAMUAIAIVBILN (Stability data)

X ' e ' - i
7.1.1 Tunsdidunafonorununnnii 2 9 sxdasddummwenenan1sdinin Long term stability #ui
A4 a a
fuiudulunzidousnanuaas

. X 9 ' 'Y ° 1] o ad
7.1.2 lunsdidunzidouenupoonii 2 9 asdaadd i mwenanamMsANEIANUAIRITEIEN MU DU
Wadulunsfiowonuuaas LLa:vlcvﬁ'nmsmmu%’usauanmsmng’l’ﬁﬁwmwaou‘%ﬁ'ﬂ

MANEIYG : 81989370

1 = The United States Pharmacopoeia 35

&
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A
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w3l yasim) (WHRRINDS mMyawial)

winfi3isn3is_yaflmos/2558



Qv Qv ‘g Qo
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318n15h 6 Phenytoin sodium 100 mg Extended release capsule

AaNlsTNAIEIINIA GHER 2} Fgh)

Bam Phenytoin sodium 100 mg Extended release capsule

amanyanaly
P af A
1. Lﬂummmﬂﬂsga Jduuvaangniiiiu (Extended release)
2.1u 1 e Ysznauda8@28n Phenytoin sodium 100 mg
a % o & (1) L A T

3. msq'lum'ﬁu:ﬂﬂauw Yaanwausu UASLIIIN LB INHLRY

A ' o o o v o o X i a
4. aaNTY - T0YT SIMUTTNAUMINEINYUATAMIULTI IUNRe TUFUD Wwfinee wasianaion

@suen 'la"atiwﬁ'mwuumsqﬁ'm‘ﬁ

f @ § ' a o o & a4 a
- UNURIE amouaa@'faos:q%am dudsznauaIend@n AN IUFUDTY UBSLAYNINGG

)

Qua a (1
ARFANUANMIINAKA

1. YSinmassdagy 95.0 - 105.0% of the L.A.of Phenytoin sodium
2. Identification AT
3. Dissolution Test1

- azanelalannnin 45%(Q) of the L.A. of Phenytoin sodium 11 30 w1l

- azangliiannnda 60%(Q) of the L.A. of Phenytoin sodium 1% 60 wafi

- szaelalstonndn 70%(Q") of the L.A. of Phenytoin sodium n 120 wnfl

w3a

Test 2

- azana'lainnit 456%(Q) of the L.A. of Phenytoin sodium 1w 30 wnt

- nzanglalannnidn 65%(Q) of the L.A. of Phenytoin sodium 1u 60 w1

- szanelaiounin 70%(Q") of the L.A. of Phenytoin sodium 1w 120 w1l

4. Uniformity of dosage units | #1529H 1%

(Content uniformity)

5. Related substances -Phenytoin related compound A : NMT 0.5%
-Phenytoin related compound B : NMT 1.0%

4 o
Ganludw 9
o ' war X a o0 s 4 o f ° | &
1. mmﬂmwmmanmsms'lmmagty'mmw:m audrsueiRadminelulinalne uasduas (deciare) unanaa
o Qe ! 0 a L7 1 =l
1.1 ludegmstunadoudisue o2 no.3 o4 udauansdl)
1.1.1 lunsdididuenfindaludszinelng wanudls no.2
112 lunsrﬁﬁtﬂummL'zT'uﬁamsm.imssq wanadia ne.3
1.1.3 lunsandusningannestseing nunefe no.4

o
ﬁ EWEINTIMUNT launug) \\i
~

P
TCG:2) W U S nNITUMY [T (2] N S nNIIuMI
93 yaT) (wrawed mgauiani)
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1.2 ludmatunidiouen net wia v.1 vasnfitauemen wiauneazduaiitamImugugWIBINE AR T
muﬁifuﬂ:tﬂﬂu‘l’i’ (finished product specification) Llazﬁaﬁﬂ%uﬂqmn”lwmadf@lqﬁu (Drug substance
specification) nsrﬁﬁag:s:wj'mmitﬂsUuLLﬂmLLﬁ"l.mﬁuLﬁmzﬁaammanmw?aﬁ'nu'm’lwd'mn'lwaun“l'ﬂ (8.5)
VN3N finished product specification
2. unsdifsudaludsznalng HHRadasdiduwnnieniieiiTaunaszumniauaumaninmet
f‘:‘ﬁ'n'ﬁﬁﬁlumswﬁmmmaonszmummsmqm (GMP) Tunmanagiliauauy '
Twnsddnemingreindwlsana Andadasiidumnmudiomisiesusesnasgunisniaeinin
mé’nmm‘ﬁf‘s'ﬁn'ﬁﬁﬁlumwﬁmmmaaﬂszmm‘{wﬁm %38 Certificate of pharmaceutical products
3. mﬁmuaﬁmLﬂumﬁu?ﬁ'mﬁu;jwﬁw?a;‘il’l,mui‘i'lmirm (LEAILONFTITILIDN)
4. f‘hmewd']manmsqmé’nummaamﬁmuaswm
4.1 mamIATIIIATIRAG N NI ARTATTDaIEKES (Certification of analysis) 'lumjun“duﬂum"ma‘w
4.2 mamsanvdianeigumwiagdv (Raw material) vaagatndAgAllunmiam vﬁmaag’nﬁmmum
Q’Nﬁmf@lqﬁuﬁﬂujmﬁmﬁ'u Ltaztﬂujmﬁmﬁ'nm@'hazhoﬁda (UEALBNATIUTE)  ADIUFAINTATINAIT

. . {2
Phenytoin sodium"®

1. Budrndagy 98.0 - 102.0% of Phenytoin sodium 98.5 - 100.5% of Phenytoin sodium
(Dried basis) (anhydrous substance)
2. Clarity and color of solution ATIWIU ATIIU

(Appearance of solution)

3. identification #7239 % anau
4. Loss on drying NMT 2.5% (105°, 4 hours) -
5. Heavy metals NMT 0.002% -
6. Free phenytoin - AN
7. Heavy metals - NMT 10 ppm
8. Water - NMT 3.0%
9. Related compounds Total impurities : NMT 0.9% By Liquid chromatography
(Excluding benzophenone) -impurity E ((carbamoylamino)(diphenyl)acetic

acid) : NMT 0.3%

-impurity C (2,2-diphenylglycine) : NMT 0.2%
-lmpurity D (3a,6a-diphenyltetrahydroimidazo
[4,5-dJimidazole-2,5(1H,3H)-dione) : NMT 0.15%
-Unspecified impurities : For each impurity
NMT 0.10%

~Total : NMT 0.5%

-Disregard limit : NMT 0.05%

g (\WATV NV Vg
(83%F0)..... WWWY Q. AT UTEFUATENTINMS
o g
{/j'\ (WNENINTTUUNS  Taunus)
4 o \\:
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5. @229
5.1 glauaman dasdsdiatanativiey 3 Wiyt Fududaunuusaimoszdale
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7. lanm3dug
7.1 SUWILIAINIMSANWIANNAIRIVDILN (Stability data)
7.1.1 lunsdfunadousnnannnii 2 1 sxdasfidiunwingnanisinen Long term stability n1ai7idu
Wdslunzidouenanuans _
7.1.2 lunsdifunzdounantesndt 2 9 axdasddnmmineransinmaunIsa T iiy
Wwudslunadoueunuaas u,a:"td'i'umsmmu%'usaaLanmsawné’ﬁﬁ'\mwamﬁh
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180N 7 Rabeprazole sodium 20 mg Tablet

muﬂszmﬁﬁ'\m%’ﬂquaﬂﬁmﬁ

Bam Rabeprazole sodium 20 mg Tablet

ananianaly
1. duwsdesiiasulszniu gﬂu.num@ians@'luﬂs:m"n:mms {Gastro-resistant tablets /Enteric coated tablets)
2. lu 1 iadsznaudiuaaan Rabeprazole sodium 20 mg
3. usnyluunsagfiiluawand w3a Blister pack toanuanuduld
4. a8 N3y - Hotn fuLsEnauMNEIRLATANLTY TUKRS i’uéumq lfinGe wazanzdou
diuen Hadwdauunussanued
- UUURNIEN adwaﬁaﬂﬁaawq%am dulnauandAgy AL i’u‘a’vumq ussiavfinGa

s a1 ' . @ o 4 P o v o
ansaniomanaia’ (L Official lwndadiu USP 35, BP 2013 Genmznasunsy Midwenadreds

Tumsdargmanwuzianizyesen)

1. YSanmarendngy 90.0 - 110.0 % L.A. of Rabeprazole sodium

2. ldentification test m’aﬁlﬁhumuﬁ‘i:q‘lu Finished product specification

3. Disintegration time mﬂamum&lﬁizlﬂu Finished product specification

4. Content Uniformity m’a’«amumuﬁiquu Finished product specification

5. Related substances miiﬂdﬂumﬁuﬁizq1u Finished product specification
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1. ﬁ'ummwrhmanmsms‘lef%’uagmnwfunnﬁ audnsugiasmiglutsznang uszduag (deciare) uwds
HR®
11 ‘lnﬁ'\ﬁ'mvmsifumtﬁvuﬁﬁum (8.2 2.3 B4 URLANTL)
1.1.1 lunsdifdusiindalulssinalng wanada ne.2
11.2 luﬂsrﬁﬁLﬂumﬁwnl”'u.ﬁian'lmﬁamsag waefi ny.3
1.1.3 lunsd@imdugingdranasdssing wanedis no.4
1.2 lWwématunafouen ne1 wie 8.1 vasnfieuemm wiaumanduaiatamInunun WYBINR AX U
muﬁi‘fuﬂnﬁuuvl'f (finished product specification) Llaziaﬁﬁﬂuﬂqmn’lwmm’r@lqﬁu (Drug substance
specification) N3 ag;s:mwmﬂﬂﬁﬂuuﬂmuﬁ”lw‘i'm&m:ﬁ BILULLBNENIRTaEMIMNENEMTUaUA 1 (81.5)
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2. lananITuTaINATIUMIHE AN
2.1 nsdfinudalwdsanalng driedsddnnncienisfesiseunaspumniaeauwaninost
ﬁ‘ﬁmsﬁ'ﬁ'lumsnammmaansxmwmmsmqm (GMP %32 GMP/PICs) lumanaenfiiauany
2.2 nadidiugindrenewysana griedsdidunmninamiiResusaanasunsHaauny
ﬂﬁ'nmm'vﬁﬁmsﬁﬁ'lumwﬁmmmaaﬂs:mm‘{wﬁm %38 Certificate of pharmaceutical products
3. mﬁtauaw’aaLﬂumﬁu‘éﬁ'nLﬂm‘{wﬁmﬁa@mmﬁwmﬂ (LWEAILANFITIUTBY)
4. FUWIMWENLLENEIN MAN BT ALERDTIN
4.1 Namsmn’smﬂzqumwwwﬁmﬁmﬁmaag{wﬁw (Certification of analysis) 'lums_:uﬁa'ogﬂuﬁ'aatho
'lumsmuamumn;jwﬁw'%‘amnmmmuﬁuﬁ'nizmwmmsmgw%’mao
4.2 HAMIATNAATERUNIWIAYAY (Raw material) vasmaendngildlumsniam vﬁmaaﬂ’wﬁmm

va o a o sooa o T} a a s od o v o 2
Lla:ﬁdﬂa@n@lq@u’ﬂLﬂu?ulyﬂﬂ'lﬂu LLR:LﬂuEuW]U'Jﬂ]JU"I@l'Ji’JU'NYIﬁ\’ (LESILAaNFITLTA) ﬂﬂ\’llaﬂﬂﬂﬁﬂﬂﬂﬂdu( )

 emmuiemomene anese ola 16 editlo 1
1. ﬂ?mm‘hmﬁwﬁ‘ty 98.0 - 101.0% of Rabeprazole sodium
2. Identification ATIU
3. Heavy metals NMT 10 ppm
4. Related substances NMT 2.0%
5. Loss on drying NMT 1.0%
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6.4 cd”mﬂa:ﬁaafmﬂﬁuumtﬁaﬂﬂné’ﬂmmq wialafiensieuamndrudsznisle 9 neu dnue
(FAugasenansmssudsenu)
7. anEsiug
7.1 SUWUFAINANTANIINNMNAIAIVBILN (Stability data)
7.1.1 lunsdidunadenenununnnit 2 9 axdasiidummwenonan1séinm Long term stability snafi
Sududulunsidonnnanuans
7.1.2 lunsdidunafousnantiasnih 2 9 sxdesiiiumnmundnenamsfnmanuassgesnaaniu
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nanume : 81989370
1 = General requirement Ya3Lndd13udM3IY Finished product JUUUY Tablets,Capsules
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4 o I
578013 8 Rivastigmine 4.6 mg/24 hr Transdermal patches

‘ muﬂszn‘nﬂﬁ'mi’aquaﬂﬁmﬁ

ﬁ.a g1 Rivastigmine 4.6 mg/24 hr Transdermal patches

AnANIAN 1)
1. iluegUuuy (Transdermal patches)
2. 14 1 win Usenaudasdaen Rivastigmine (base) 9 mg lasfisamuanisudenlusme 4.6 mg de 24 $ala

a ¥ o A v
3. ysnalumousllasiin Yasiuumouazanuuld
4 ) Qs o v Ao - o : A - o
4. amnmy - e dudszneudnddyuaza UL unla uiueng wfinde uasisamadou

dsuen 1 r.ha‘&'mwuumsqn"mfﬁ
a o e e ' o o P . o o o w &
- puuTTABYINAUNREN e iesdaiTyTas SNUTNAUMILIEINY AMILT TURUY Uaz

WRUNRA®

aun 1 ' v . o & a4
Qmauummomﬁﬁﬁ( ' (1 official lundwdnsunIvas USP 35, BP 2013 Santaznssumiy Iilulanens

dnddlumsiavhauansaziawzrase)

1. USanmdendngy 90.0-110 % L.A. of Rivastigmine

2. Identification m’nvhumuﬁi:q'lv. Finished product specification
3. Uniformity of content mﬁiwi'mm&lﬁ‘s:q'lu Finished product specification
4, Dissolution ‘ m‘mci’mmuﬁs:qlu Finished product specification
dewludn 9

1.zhtmn'\wrhmanmsn'ﬁ'lﬂ”%’um‘uy'mifunuﬁﬂm‘hs"umtﬁa'{immu'luﬂszmﬂ'lm uazdLAd (declara)

URSINA®
1.1 ludegmsiunadoudiiem mo.2 ne.3 no.4 ududnsd)

1.1.1 lunvdifidusfindeludszindlng nanofls ne.2

11.2 'lun‘srﬁﬁLﬂummw”'lw‘v‘ammﬂemsq nnudi ne.3

1.1.3 luns@imduswindranndslssne waned ne4
1.2 ludwedwnzfouen no.1 wia 0.1 vesnfiauennn wawmoanduawad: BMIMLANAMIWYBINR AT
auidunzidonly (finished product specification) waztariMuANMNTWYBIIARAY (Drug substance
specification) nydiA agﬁ:‘m’namﬂﬂﬁﬂuuﬂmun“l'mﬁmﬁm:&’ BIuuLLBNENTATad N WEnenTYaud 1 (0.5)

U w3y finished product specification
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2. LanENTSUTRINATIUNINE AL
2.1 nsdinieaaalwlsanalng gradasildumnmwdieniifesusesnasunMIHEamunaninme
SEmsfalumsuinone BINTNTNITINGY (GMP W32 GMP/PICs) Tunanfiauase
2.2 nsdiimiugdugroindrsdsana AHiadasddunawiemiiFaiisesanasyumniasas
v\zi'nLnmﬁ’aﬁmsﬁﬁ'lumwﬁmm’uaaﬂszmm‘{wﬁm %38 Coertificate of pharmaceutical products
3. mﬁmuavfaoLﬂumﬁu‘%ﬁ'mﬂmjwﬁw‘s'avjtmm"mmu (LWEHAILBNANTIUTOY)
4. ﬁmmmwrhmanmsqma"nnm:maom'ﬁtauaﬂm
4.1 AanIAIRATRAgMMWHRAA IV IHEA (Certification of analysis) 'lum‘;'uﬁ’duﬂueﬁadw
4.2 HANIATVUATERUMWIAGAY (Raw material) vaamanignlsluntniam vﬁmaa;{uamm
ua:g{wﬁmi’mqﬁuﬁl.ﬂujmﬁmﬁ‘u ua:tﬁujmﬁmn”umvﬁar.ha'ﬂ'zia (LHAILENRITILITEY)
5. @189
5.1 diguaen dasdadiiadnisedwdas 3 wiiousTane Fadusunuuaainosadoale
ﬂsuﬁmmuﬁﬁmuﬂ'luﬁ"zﬁaqma&m‘ﬁﬁ"'ﬂﬂm‘wd’u
6. msﬂs:ﬁ'uqmmwmﬁdwau (LRASLANIITNTIUYTZAN)
6.1 mqmmmﬁdauauﬁ'aa‘hjﬁaﬂn'h 12 \ieu WU IuEINay
6.2 mnmmﬁ'ﬁmau a:m’ma’a?htmmwrhu‘lu%’maowan'lsm'sw?mﬁ:vfmﬁjuﬁﬁwaumaeg«fnﬁm
6.3 1unstﬁﬁvsu1ﬂﬂ‘ﬁmsmmﬂjm‘f’zazmmﬁdwamﬁaa’omm?mﬂ:ﬁqmmw AUILITIM TN
wiiReTasvadratnenlanganaazd pydsnRuB N mINImbIETIIM I3 wievuazidwisufinsey
sldislunsemediensigmunn lun'stﬁﬁwmhm‘laiLﬂu"lﬂmuqmé'msmwmm: u?ﬁ‘m:e’faamms;uﬁwﬁm
Imifidnaspusmaulilsmenns Tashifedldiela 9 malu 30 Suivaniudlésuudnlsmmnus
uawaimu’an%ﬂﬁ%’uﬁa'ﬁmnmwaﬂmmﬁ'qnihwaovjmuua:m?apjl‘nﬁm'lun%eia‘lﬂ
6.4 g{‘mm:ﬁaﬁuLﬂﬁ‘uumtfiamlnﬁwﬂmq wiadlaifiemadananmdaolsznsla g new fua
7. 1anEIAu Y
7.1 lunsdifunaifioweranannni 2 9 azdasdidunniwaneramsfinm Long term stability enufiéiu
Wudulunsdsuganugas wazldiinmsnsunasiseaenansanglsrunsvanisn
7.2 lunsdifunafiouenantasnda 2 9 wxdasiidnawdisnamsdnsnanuassavasnauiig
Wudnlunzifounanuaas LLa:vld‘%'un'lsmum%'mamanmsmmq«l”ﬁﬁwmwam?ﬁ'ﬂ

naneng : 9w

1 = General requirement maomt-:"’ﬁehfuﬁ’ms"umgﬂuuu Transdermal patches
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5781151 9 Sodium valproate 500 mg sustained release Tablet

muﬂszmﬁﬁwi’ﬁuaﬂﬁmﬁ

i@ﬂ Sodium valproate 500 mg sustained release Tablet

Amaaian2
1. (usude 31]uuwﬁm%’uﬂs:muaanqnﬁﬁu (Sustained Release Tablets)
2. lu 1 ufla Usznauda@ann Sodium valproate 500 mg
3. ysmlumauzdasiin Yastuaruiule
4. ANy - Haen dantlsznaudmduazauLe Tunde 'J”uﬁ"umq \finde unzunziion
dfue Hadndalauuuussyioed
- UUUHIEN arjwaﬁ'aﬂﬁaoszq%am faudssnoudisdng AULT i’u‘ziuumq uazavfinGe

e, - ' o o o & a [
anasigmamana” (Li official lundudsunaues USP 35, BP 2013 Juamznssuntsy iduianas

dndilumsiarmauansuziamzyain )

1. Ysanmarndngy 90.0 — 110.0 % L.A. of Sodium valproate
2. |dentification 617’:31&4"1%01'131#7:141% Finished product specification
[ o o 'Y iKY '
3. Dissolution® - nada g luen 1 dasuaasnisazans iasnin 30%

of the L.A. of Sodium valproate

- patanaluaf 3 desmaasnsazanslikeanin 50%
of the L.A. of Sodium valproate

- pasangalasdi 6 dasuaasmsszanslitaendn 70%
of the L.A. of Sodium valproate

4. Weight variation n3a mi’lﬁlmumuﬁiquu Finished product specification

Uniformity of weight (mass)
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1dunmweisenasmsldsuayqnedunadoudriieiiedminslulsznalng uscdwas (decere) undnaa
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1.1 luddgmstunadoudisue (mo.2 ne.3 no.4 ududnsd)
o s o !
1.1.1 lunsdindusnndaluwdssinalng wanods ne.2
o o 4 '
112 lunstﬁmﬂummmmam‘sunamsq wUBD Ne.3
] A o LA 1]
1.1.3 lunsdindueindhannedrsdssing waneds ne.4a
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1.2 ludnatunzdiouen o1 via 0.1 vaseniauanm wounusuduaiat aMIAILANAMNYBINRATUT
aundunzfiowly (finished product specification) wazdarnuafmnInadinqdu (Drug substance
specification) nsdin ay;?.w.i'mmstﬂﬁ puudsaut luRaudsesdasunuienmnmissnmndnemsvaudly (2.5)
U324 finished product specification
2. 1BNENTSLTINATHIUNTIHEALN
2.1 nadifigmaalssanalng fraadasdiunamiemiifeiisesnmgmumandammamaninmst
ﬁmsﬁﬁ'lumwﬁmnmaons:m’:ammsmqm (GMP %38 GMP/PICs) lunuaaeniivauasy
22 nsdifidugnindromndrssanag fruiadesfidinmwinowifeiuseanaspumindasiaa
né’nmmﬁ%%msﬁﬁlumwﬁmmmaeﬂsxmmj’wﬁm ¥3a Certificate of pharmaceutical products
3. mﬁLauam"aoLﬂumﬁu?ﬁ'mﬂu;jnﬁm‘%ag{uwuﬁ‘hmmu (WEAILBNAITIUTEY)
4, ﬁ'ummwrhmanmsqma"nmwaamﬁmuaﬂm
4.1 mamIaTIIIATIA N AR AA ATV 35WAR (Certification of analysis) 'lum'g'uﬁa'atﬂuﬁ"zatho
4.2 HamMIATIIATIERIMWIANAY (Raw material) vaadaminiltlunmiae vﬁmaoﬁnﬁmm
ua:g'l'wﬁmi'e\qﬁuﬁtﬂwg‘utﬁmﬁu LLa:Lﬂusq'uLéi'U'm“'mrw‘i"mzmﬁdo (LERIBNANTILTOY) ABIURAINTIATIY

. o & (3)4
Sodium valproate mu( M@

e . Japanese o
AMINLVAMINANA i . . BP2013
T L £ "Phqrmacopnela 16 edition: 5 e .

1. ﬂ?mmﬁ"lmﬁ‘wﬁy 98.5 -101.0% of Sodium Valproate 98.5 -101.0% of Sodium Valproate
(dried substance)

2. ldentification AT AT

3. pH 70-85 AU

4. Loss on drying ' NMT 1.0% (105°, 3 hours) NMT 2.0% (105°)

5. Purity 1. Heavy metals : NMT 20 ppm 1. Related substances

2. Related substances : NMT 5.0% 1.1 Impurity K : NMT 0.15%

1.2 Unspecified impurities : for eagh
impurity, NMT 0.05%

1.3 Total : NMT 0.2%

1.4 Disregard limit : NMT 0.03%

2. Chlorides : NMT 200 ppm

3. Sulphates : NMT 200 ppm

4. Heavy metals : NMT 20 ppm

wanuwme 1. ndadiufldtesidsaduatufifivuivielnaini n'stﬁ'l,aitﬁuuwi'uwitﬂu‘lﬂmuﬂsxmnnsxnnammmqﬂ
309 szydm lw”ifuﬁ’uqauﬁﬁw 29IAMENTINMILTENIATIAIEA
2. amInareugmENUAMAINaila dasswdsnnindsdriuaiudmnu FildrenadoudadinnuanenTiims
DIWITURZEN NIENTHETIIAGY

TCREL) N W ...... rb‘ MW lssmuanenssums
{J\ (WHEMINTITMUNT  TAUNUT)
TG L) - nysuNg [GRX1:) R W NITUMSI
W1 Yass) (WWRNINBT Mgandant)
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muﬁ”mm’mﬁﬁ’muﬂhﬁ‘rﬁaqmauu"ﬁﬁl’a"lﬂﬁﬁm”u
6. msﬂ‘s:ﬁuqmmwmﬁémau ( waadLananINITIVYTEnn)
6.1 mq‘uaomﬁ‘ﬁmauﬁaa‘hjﬁaﬂnh 12 1§a% BUINIUSINDL
6.2 mv;mmﬁa‘guau a:ﬁ'aqa‘aﬁ'nu'm'uwri'm'lu%’maman'ﬁmﬂa’nﬂﬂ:v\’ﬂ’\juﬁdwauumg’wﬁm
6.3 lunstﬁﬁmmuswmsﬁ‘lmﬁjuﬁ":azhamﬁa\mamw“aﬁmﬂa%mﬁ:ﬁqmmw AUIIITAITN
mﬁ’qﬁai’awam“aaz.i'louﬂﬂu;‘{mua:ﬁaodqn'xtﬁuSnmuéﬁmuﬁvsmﬂﬂﬁm‘sdmﬂm“Lﬂﬂ:ﬁuaztﬂmﬁuﬂmjau
flgslumsarniinnzigumn 1un‘m‘1'7fwui'1m"laitﬂu'lﬂmuqma"nummm: u?ﬁ‘m:ﬁ'aaﬁwmfuﬁnﬁm
Amifidrwnasgndsnaulilsanenna Tagludadildsasla 9 aelu 30 Fukuaniudldsuuden
Tsswenuna Lm:maimuﬁn%‘lﬂ%’uﬁmsmmﬂauaﬂmzrm“’onzi'rwaag{muua:/n?au;’uﬁm'luﬂ%eia'hJ
6.4 v‘i"mm:m’aa%’mﬂﬁuumlﬁam'lna”mﬂmq wiadlafemsifauamwdantsmsla g dew fnue
7. lanansdug
7.1 FURWFAINANIANEINUAIAIVBIBN (Stability data)
7.1.1 lunvdigunzidouenununnii 2 9 sxdaeddiumwdianan1sfine Long term stability it
SuRudnlunsadouenanuaes
7.1.2 lunsdidunadougnantesnii 2 9 sxdesfiinmwenonanisinsnaanIsa e AR
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1 = General requirement VUNFYF1TEMIU Finished product 31JLL1J?U Tablets
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4 = British Pharmacopoeia 2013
5 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies u,azgjﬁa
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Zomn Topiramate 50 mg tablet
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1. \uenilanRauRau (Film coated tablet) TaTULIzMU

2. 1u 1 uJa dsznaumedisn Topiramate 50 mg

3. sy luuwsagiiiluavans wia blister pack tastuanutin
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AmFniANIINARa’
 emawi@maneda | usp3s
1. Yhanmaendagy 90.0% - 110.0% of the L.A. of Topiramate -
2. Identification AT
3. Dissolution Test 1
NLT 80%(Q) of the L.A. of Topiramate 1144381 20 w1l
Test 2
NLT 80%(Q) of the L.A. of Topiramate luiaa1 40 W1l
Test 2
NLT 80%(Q) of the L.A. of Topiramate luiaan 30 w1l
4. Uniformity of dosage unit %38 AT
Weight variation
5. Impurities By liquid chromatography
- Total impurities : NMT 0.7%
- Topiramate related compound A : NMT 0.5%
- Individual unspecified degradation product : NMT 0.2%
6. Limit of sulfamate and sulfate -Sulfamate ion : NMT 0.25%
-Sulfate ion : NMT 0.25%
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1. thmewrhmanmsm‘s'l@”%’uagzym'fuﬂuﬁum‘iﬁumLﬁ‘ai‘immuluﬂs:mﬁ‘lnu uard U (declare) UNEINAR
11 'luz%'lﬁ‘mums'ffun:tﬁuwiﬁ'um (8.2 NE.3 N4 URWANIT)
1.1.1 Wwnsdiidusindaludssinatng wanofa no.2
1142 lunstﬁﬁ'tﬂummL'z‘l’w‘w'ammﬂmss? nupfa ne.3
1.1.3 Tunsdifidusiidhanarsdsana wanods no.4
1.2 ludmatunzfouen no1 wia .1 vasenfileuamian wiaunoasdoawas aMIMUAIRIMWYBIRE AT T
auitunadonl? (finished product specification) uazdarinuanMAIWYITARAY (Drug substance
specification) nstﬁﬁagw%iﬂanwstﬂﬁuuuﬂaauﬁ’l'uw"iuLﬁuazﬁaauumanmsﬁaﬁﬁmewmumwauﬁ"lw (8.5)
W3 finished product specification
2. LONFNTILTAINAITIUNIINAAEN
2.1 nsdfimmaalusanalng duiadasiidumaminembifeiiseanaspumaniasaamaninusi
ﬁ'ﬁ'msﬁﬁ'lumswﬁmmmaanszmaammsmqm (GMP w38 GMP/PICs) lunuaaeianany
2.2 nydidueingindosana guAadasiliunmmndiamiFasuasanasunIRRaL N
ué’nmmm‘":ﬁmsﬁéﬂummﬁmmmaoﬂs:mmj"wﬁm %38 Certificate of pharmaceutical products
3. m‘ﬁtauaﬁaatﬂumﬁu‘%ﬁ'mﬂm‘{nﬁmﬁav‘il“tmuﬁ'wwhr_l ( WEAILBNFIITUTOI)
4. ehmewn"wuLanmsqmﬁnuwmaomﬁmuaﬂm
4.1 HAMIATIRATIR N HHE AR LY 8 EWER (Certification of analysis) 'lumjuﬁdaﬂwﬁ ating
4.2 HANMIATINIATRAIMMWIARAY (Raw material) yaamandngRlslunsniam vﬁmwj’uﬁwmua:
;{Nﬁmi’mqﬁuﬁtﬂujutﬁmﬁu Lmnﬂmq'mﬁmn"umd”mﬂmm"a‘o (LRAILBNAITTUTOI) ADIUFAINIINTIV

) o X1
Topiramate @31

_ ammnidmoinaiie L e
1. YSunmudhendnaty 98.0% - 102.0% of Topiramate
(Calculated on the anhydrous basis)
2. Identification A79HU
3. Specific rotation -28.6° to -35°
Test solution : 4 to 10 mg per mL, in methanol
4. Water NMT 0.5%
5. Residue on ignition NMT 0.2%
6. Heavy metals NMT 10 ppm
7. Limit of sulfamate and sulfate -Sulfamate : NMT 0.10%
-Sulfate : NMT 0.10%
8. Related compounds (by HPLC) : - Topiramate related compound A : NMT 0.3%
- Any other individual impurity : NMT 0.1%
- Total impurities : NMT 0.5%
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