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Pyridostigmine bromide 60 mg tablet
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Pyridostigmine bromide 60 mg tablet
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USP 35

BP 2013

1. BSinmudrendagy

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

Pyridostigmine bromide

92.5 - 107.5% of the L.A. of

Pyridostigmine bromide

2. ldentification

ATIHIU

AT

3. Dissolution

aeangliitasnin 80%(Q) of the LA.
of Pyridostigmine bromide 1 60 w1l

azanelivaunin 70%(Q) of the LA.
of Pyridostigmine bromide 14 45 w1l

4. Uniformity of dosage units

ATITHY

ATV

5. Related substances

By liquid chromatography
-Pyridostigmine impurity B : NMT 6%
-Pyridostigmine impurity A : NMT 0.4%
-Sum of the areas of any other

secondary peaks NMT 0.4%
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1.1 luddgynstunadoudisven (me.2 .3 nu.4 uaudnsm)
1.1.1 lunsdlnduenfnfalusanalng nuneds ne.2
o ° o A ' &
1.1.2 lunsdifidughidniansuliiug maneds yno3
1.1.3 lunsdndugniindrandrodssng waedy no.4
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1.2 ludvetunzifoun not wis 0.1 vasenitEuaTA WIBUTILABEAMITENIIAILNUN AN INYEY
a A € a& ] v . . . - ' 1 E c1 o o
naad i ndunzifiswly (finished product specification) ndnagsznitamstfsuurasun luiatdy
ALFBIUULLINFISENIININEIENNTTaUR 1Y (8.5) Ww3Bw finished product specification Waz/#3a Drug
substance specification
2. laNETILTAINATFIUNINEALN
2.1 nsdifigmaaluiszmalng duiadsaiiiunmmwiemiiaiissanaspumasiamaunaninoe
FBMINAlUNINEALITRINTNTUNTIUGY (GMP w38 GMP/PICs) lunuangiianaine
2.2 nsdifilngingronedsana grRadasliuwnmwiemidiaiusasnasgpuninbaniaiy
wanunmatIsnsfidlunmIndautwesszineinda wia Certificate of pharmaceutical products
3. pnfiawedaadueivisndwinendedunudmiog (ueasanasivses)
o ' a al
4. FUWINTRENBLENANTAUAN NI TBINTILEUITIAN
a & a o & v a 5 . . o al a '
4.1 HANIATINNATIA N ANTAZTTAITVBILJNAR (Certification of analysis) Tuenjuiigadudaating
(% Y Qr o a H - .,: -~
4.2 mam3ayRAaTRERMMWIARAL (Raw material) vasdrtndmdgnlflunniam nsvesdrdam
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L¥PINI3ATI9 Pyridostigmine bromide a3f @

AmAIANIINaAiA usP 35 BP 2013
1. ﬂ?mmﬁﬁmé’m"ry 98.5% - 100.5% of Pyridostigmine bromide | 98.5-101.0% of Pyridostigmine bromide
(Calculated on the dried basis) (Calculated on the dried basis)
2. Identification AU ATIEU
3. Appearance of solution - ATV
4. Melting range 164° to 157° -
5. Loss on drying NMT 2.0% NMT 0.5%
6. Residue on ignition NMT 0.1% -
7. Ordinary impurities ATIY -
8. Acidity or alkalinity - AU
9. Related substances - By liquid chromatography
-impurity A,B : For each impurity NMT 0.4%
-Total impurity : NMT 0.5%
10. Heavy metals - NMT 20 ppm
11. Sulfated ash - NMT 0.1%
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7. lanEsiug
7.1 FUULFAINANIANKIANNAIAIVDILN (Stability data)
711 lunsdidunadousnunannnii 2 0 sxdasfidiunmwenanan1sinen Long term stability anwfi
Swdudnlunadouenanuaas
7.4.2 lunsditunafionsuntasnii 2 9 ssdesfiunmwinnamsdnsananidavasmaniiu
vindulunzidoneuuses uazldsunsamaisesanasangliswnavasnisn
7.2 finsnuminmenainfiuaasflssinnavassnlunisinmlsn Myasthenia gravis uazlasuns
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1 = The United States Pharmacopoeia 35
2 = British Pharmacopoeia 2013
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s 2 Quetiapine fumarate 100 mg Tablet
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Hoen Quetiapine fumarate 100 mg Tablet
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1. 1 dusudie dqwsusudsenu
'Y o L. 4 a .

2. 1u 1 e Usznauaau@an Quetiapine fumarate TIRUYRNY Quetiapine 100 mg

a A e A A v o X we
3. ussyluundagiliiisanosd w3a blister pack Yaanuanusnla
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1. USanodendngy 90.0 - 110.0 % L.A. of Quetiapine
2. |dentification test m’mmumuﬁiquu Finished product specification
3. Dissolution _ Glswﬁhumuﬁi:q'lu Finished product specification

4. Uniformity of dosage units mmmumuﬁszq‘lu Finished product specification

5. Degradation Products @ - N-Oxide < 0.1 % WW
- Total Degradation product : m’mmumuﬁi:q'lu Finished product

specification
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1.1 'luéw"zynwﬁruml,ﬁuuéiﬁ'um (M8.2 N8.3 NB.4 uaILANTH)
1.1.1 Tunsdiniduenfindaludszanalng wanefly ne.2
112 'lunsn‘iﬁtﬂummm"mﬁan’ml,i.iwssq wynefly ne.3
1.1.3 lunsdifdusitidraneadsana nunede ne.4
12 ludaatunafious ne.1 wie 0.1 vasenfiaueman wiaumeaziBsawatamImuquamn e
riarowianandunzfiowly (finished product specification) mrﬁﬁag;'s:whon'lstﬂ‘é"ﬂuuﬂmLtfﬂmﬁmﬁu
wABILRULENEIELMIANENYMTTaun (8.5) N34 finished product specification Uaz/M3a Drug
substance specification
2. laNAITUINNATIUMIHE AL
2.1 psdfmAalsamalng HriadasiidumnmwtingmiiieTsasnasun i amanin et
“ﬁmsﬁﬁ'lumswﬁmmmaanszmummsmqw (GMP %32 GMP/PICs) lunanaenfitauany
2.2 nadifdwaingreneelssne HrAadIdid M amiIResUTeRnaIINNIIHEAEMY

%é’nmmfrﬁﬁmsﬁ@‘ﬂun'\swﬁmwaoﬂszmmjwﬁw 138 Certificate of pharmaceutical products

nIWNIT

WwiTi yasn) (WNEINTT M)

m’hﬁ1mum‘iﬁzqwﬁA37lzssa




3. unﬁtauaﬁauﬂumﬁu‘%ﬁnLﬂuﬁwﬁmﬁaﬁmm‘iwuw (LEASLBNENTIUIBI)
4. mtmmwmmanmsamnnnmmaqmmauaﬁm

4.1 wanmeseTiamnNNRairivasdiEa (Certification of analysis) 'lumsunamﬂumamo

4.2 HANMIATIVIATRAGUNNIADAL (Raw material) vasmatndngilslunndanm m-uaquamm
Ltazgnammqﬂumﬂu;ummnu LLa:LﬂuEuL@mnummammm (LRASLBNFITIUTDY)
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6. miﬂs:ﬁ'uﬂmmwmﬁdwau (LEAILBNENIMITIULIENU)

6.1 mwaamnmuaumaa‘luuaﬂmw 12 1@ia% HUINIURINDY

6.2 m‘nmmnawau mmaaaoa’nmmwmu'l,usmaaNamms'namﬂvvxmswnamamaqmme\

6.3 lunsmm\mmwmsmmsaumamw'maouamwaamﬂmmsvmmmw wiIWTITNIEN
moaasawamamwﬂﬂummmmammmuanmummummu‘ﬂﬁmsadmﬁmmﬂmuaaﬂumum’ﬁau
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Tsanen1na u,a:maamuﬁw%vlaifuﬁmsmmsmuaﬂmm@Tammmaag«fmuua:m?a;jwﬁm’luﬂ%'ywiavl,ﬂ

6.4 ;ﬂi’mm:d’aﬁmﬂawmtﬁam‘lné’vxmmq wiadlalfeamseuamundantsznisla g fau mnua
(LEAIBNEIINNTIULTEAN)

7. 1na3Bug
7.1 FUUWURIINANIANNANNAIRIVILN (Stability data)

711 nsdidunsadongnunannnii 2 © srdasfidnmwinenan1sineg Long term stability @i
SuwRndulunadouenanuzas

7.1.2 Wnsdfunafiousnuniasndi 2 3 sdasdidmunnminoransinsaMuaIdasass e
daudnlunadonswiuaas wazldsunmsseuwnasusasanmsanglamwavasism

72 nyii Wildenduuu dasfinangmumadmmsuaaananisfinw Bioequivalence yasntauailSouifioy
fugduwuy lasdinsansdaandullarunaninmsinazunrd judlumstinmdauyavasdninam
AN TTUMTAWITUALEN nszmaammsmmﬂ‘z’

NANBIAG : 91989970
= General requirement Y83LNRTE1TUFIMIU Finished product JUuuy Tablets
2 = Requirement specification U8I8AULLA
3 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies LLa:g;ﬁa
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o . TP
s78n15N 3 Sodium valproate 400 mg sterile powder for injection

muﬂszmﬁﬁ‘mi’aquaﬂﬁmﬁ

Zou1  Sodium valproate 400 mg sterile powder for injection

amanean
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1. usdendTeannida S wIULe
Tw 1 Vial Usznausas@aen Sodium valproate 400 mg
a X
Ul ansuIsednUTIAnie

Eal

aaNIzY - To01 FIUUNILAINMAYUATANLT Funda TuFuay 1ninde uasimanaiiou
dsuen Mahedauunussanmed
[} \ 4 A ' Qv Iy a Lod :
- tumawuTEnde adasdassyiom SuUENaUAINRIALY ATIWU IUAUIY U
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ananiamanana’  (la Official lundrd15u USP 35, BP 2013 4aAmen3sanisy Ihduianansdredelums

JaaUANMIaNIZYE L)

1. YSunoudaendany 90.0% - 110.0% of the L.A. of Sodium valproate
2. Identification m’mshumuﬁi:qh Finished product specification
3. pH mmmumuﬁs:q'lu Finished product specification
4. Water content m’smhumu'ﬁ.ﬁzqh Finished product specification
5. Steritity test AT
6. Bacterial endotoxins mmmumuﬁiszﬁu Finished product specification
7. Particulate matter ATIHU

- 8MATWIA 2 10 pm Laitfin 6,000 ayma

- aUMATWIA > 25 pm laivfin 600 aypma
8. Uniformity of dosage units mmm%muﬁszq‘lu Finished product specification
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1.2 \wswatunzidoue ne.1 wie 0.1 vasnfiauenan naunuandoaridanINILANNTANTHYDY
naamrTausunzidonly (finished product specification) n‘stﬁﬁagszﬂiﬂonﬁstﬂsuuuﬂaouﬂmLﬁ'mau
azdasuuLanasEnININEenIsautly (.5) awsay finished product specification Waz/w3a Drug
substance specification '

2. laNETIUIDINNAIFINNTINAAL
21 nsdnuaahsszmalng ;‘{wﬁm@Taaﬁa‘hmewn"\wﬁaﬁafmaemmpumiwﬁ@\mmuué'mnmfﬁ
AEMINAIUININAALNTBINTINTWINTIIUGY (GMP W3d GMP/PICs) Tunanenfilananne

2.2 nsdiudnamingeinddsana Nwammawmmewmwmaasnsaammmumwanmmu
vsﬁ'nmm«n?%mmﬁ'lumwﬁmmmaaﬂs*mﬁuwam #38 Certificate of pharmaceutical products
3. mm’mwwmmanmsamanummaammauaﬂm

3.1 wanIaneTizRguKiasinviuasduiie (Certification of analysis) 'lumiuﬂml.ﬂumama
3.2 NaMIATIRUATIZRRININIAQAY (Raw material) YasdatndngAlFluntindas nwamnamm
LLG:QNRG}’MQQU‘HL‘ﬂ%?%l.ﬂtl'lﬂ% LLa:Lﬁu§%LﬂU’JﬂUU’]@l’JaU’NY\m (WFAILBNAIITLTEY) FDIURAINTIATI

Qs :
Sodium Valproate @31 2

ananifinunaia BP 2013
1. PSnmdenaday 98.5 - 101.0% of Sodium Valproate
(dried substance)
2. identification AT
3. Appearance of solution AT
4. pH AT
5. Purity 1. Related substances

1.1 impurity K (2RS)-2-ethyl-2-methylpentanoic acid : NMT 0.15%
1.2 Unspecified impurities : for each impurity, NMT 0.05%
1.3 Total : NMT 0.2%
2. Chiorides : NMT 200 ppm
3. Sulfates : NMT 200 ppm
4. Heavy metals : NMT 20 ppm
6. Loss on drying NMT 2.0%
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6. msﬂnﬁ'mmmwmﬁdman (LRAILANANINTILY M)
6.1 pfidsNaUdaInAnanud lAin 12 1@au WueniusIuey
6.2 m‘nm’m‘nmuau mmaommmewmu'lususaawamsmqmLﬂﬂ.‘v\mwnaouaumawwam
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aa';uaﬂﬁ(lusuwmsmmstauaﬂmmmnm’mmmnuLLﬂ*/mawwam'Luﬂsma‘lﬂ
6.4 gmm:maﬁmﬂaﬂummam'lnawuﬂmq wialaliamaFeuamwnsuimue
7. 1enadug
7.1 FUWUFAINANITANBIAIIUAIAIVDILN (Stability data)
711 lunsdiunaiougnununnna 2 9 axdasfidnmmuinunansAns Long term stability anufiiu
Wwudslunsfousnuuans
7.1.2 lunsdidunadousantasniy 2 1 ardasfin MmN ERaNIANINANAIGITBIN AN
Wwndulunzidousuiuaas ua:‘l@"%’nmsmmu%”maamnmsmn@ﬁéwmwaw%ﬁw
713 Bassnilumniigaazainniould FaauuLENEISLERIAINAAIRITEILNERAINTATANY UATIRE
maﬁwmﬂ{’w‘fmm:aummsmnﬁﬁ'veﬁm‘lﬁlumwn?mfum'ﬁ'n"wj'ﬂw wazdBILARITas i dinanndas
udayalwanaaiiiuen
7 2 nsddugitlalgenduuuy dasdpaunmsansmenainlumssnsnlsnautnuuy Partial seizure
Generalized seizure Wat Status epilepticus e lesumsafunluasanansunndidefie lduaznanisinm
Suseantmwlidsoniinsansvessduiuy  uie dnoemnsdnmmeeifinlunsinmlsesusnuuy
Partial seizure , Generalized seizure WAz Status epilepticus \Winuisnlssang mwiuenduauuiladums
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waname 8198990

1 = General requirement YaINFTATU MY Finished product 3'1JLL1J1J Injections
(Parenteral preparations)

2 = British Pharmacopoeia 2013
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7'1Em'lif".| 4 Sodium valproate oral solution 200 mg/mL, 60 mL

m’mﬂnmﬁé’mi’mquaﬂﬁmﬁ

iLm Sodium valproate oral solution 200 mg/mL, 60 miL

amaniana
1. \luansarane siasulszw
2 1lsznausa8eaen Sodium valproate 200 mg luasarmuyiunes 1 mL U3nas
3. msq'lum“m:ﬂ@\aﬁn tpemuuEILREANNEY uazdl Syringe sxqﬂ%‘mml;ﬂu CC n38a mL
4. aanwy - Foen FmUTENOLMINAAQUAZANIUSY TUHES i’uﬁyumq wrfinae ustaanzioudiuen
Vathstaauumussaimt
- uuussqn”mcﬂﬁé’uﬁam aﬂﬁaﬁaﬂﬁaﬁ:q%am daudsenaudmend@an ANLTI fu?{uumq

waziaufinga
andmimoinaia o
amaniamamnaiia BP 2013
1. U5 maneagy 95.0 - 105.0% of the Sodium valproate
2. Identification a1 %
3. pH AT

5. Deliverable volume / Volume in container AN UGN General requirement Y INFIE1TUERTY Finished product

uuuy Oral liquids

6. Related substances Sum of the areas of any secondary peaks : NMT 0.4%
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é’oi{“)
ansEsiaNINARA BP 2013
1, YSanmdanddy 98.5 - 101.0% of Sodium Valproate (dried substrance)
2. \dentification AU
3. Appearance of solution ATIHIU
4. pH AT
5. Loss on drying NMT 2.0%
6. Purity 1. Related substances

1.1 Impurity K : NMT 0.15%
1.2 Unspecified impurities : for each impurity, NMT 0.05%
1.3 Total : NMT 0.2%

2. Chiorides : NMT 200 ppm

3. Sulfates : NMT 200 ppm

4. Heavy metals : NMT 20 ppm
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