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3. ALENUAMINARA

3.1 Finish product specification“’

1. Identification | ATIVNU

2. Specific activity
- 150,000 relative molecular mass neurotoxin - laisteenin 1x1 08 mouse LDg, units / mg of protein
- 900,000 relative molecular mass neurotoxin - livesnin 1x1 O7 mouse LD, units / mg of protein

3. Protein content ATITHIU
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5. Water ATIVHY

6. Sterility ATIVHN

7. Bacterial endotoxins wasnin 10 U per vial

8. Microbial purity ATIINU

9. Genetic purity ATIINIW
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3.1 Finish product specificationm'(z)

1. Snmdapdagy msnmumuﬁszq‘lu Finished product specification
2. Identification m’ﬁm"lumuﬁizlﬂu Finished product specification
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6. impurity / Related substance mmmumuﬁi:q'lu Finished product specification
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3.1 Finish product specification™”
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3. Dissolution mimmumu‘ﬁ'i:lﬂu Finished product specification
4. Content uniformity m’thumuﬁi:u'lu Finished product specification
5. Impurity / Related substance mswmumww‘lu Finished product specification
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1. Baw

2. anvannianialy
2.1 31] Ly

Ginkgo biloba extract 40 mg tablet

wuende dnsusudsems

2.2 dawdsznay Usznaude@ien Ginkgo biloba extract 40 mg 1% 1 1ia

2.3 MIULVIIY ussaluuwoaamumuﬂana %30 blister pack Jaatin Ltayuss'«mmmﬁaanmm "

2.4 2870
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3. AMENUAMSINATA

3.1 Finish product specificationm

“Test ltem

1. ﬂsmmmmmﬂm

90.0 - 110.0% of Ginkgo biloba extract 1ABiAMULSIGIH
- 22.0% - 27.0% of flavono! glycosides
- 5.4% - 12.0% of terpene lactones

135znauaae bilobalide, ginkgolide A, ginkgolide B, and ginkgolide C

2. ldentification

ATV

3. Disintregration

a719ruaNNIzY 4 Finished product specification

4. Uniformity of mass

(Weight variation)

ATIHIH

3.2 Drug substance speclflcatlon Powdered Gmkgo Extractm

*ltem o

1. ﬂsmmmmﬁwmy

- 22.0% - 27.0% of flavonol glycosides

- 5.4% - 12.0% of terpene lactones Usznavueas
2.6% - 5.8% of bilobalide

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

2. |dentification

ATIININ
3. Pesticide residues AU
4. Heavy metals NMT 20 pgig
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3.2 Drug substance specification ; Powdered Ginkgo Extract® (Giil)

5. Microbial enumeration tests - @929 lwu s Salmoneilla species W8s Escherichia coli

- Total aerobic bacterial count : ifiu 10° cfulg

- Total combined molds and yeasts count : liifin 10° cfulg

6. Limit of rutin and quercetin - NMT 4% of rutin
- NMT 0.5% of quercetin

7. Limit of ginkgolic acids NMT 5 pglg

8. Loss on drying NMT 5.0% of its weight (105°, 2 hours)
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5180150 § Phenytoin sodium 100 mg extended relpase capsule

muﬂszmﬁﬁ'\mfﬂquaﬁﬁmﬁ -9 01A, 2562,

1. %o Phenytoin sodium 100 mg extended release capsule

2. amanianaly
2.1 pluyy LﬂumLﬁmthega gﬂuuuaanqnﬁi'm (Extended release) §1%IUTUUTENH
22 dwvney  stnavdaudien Phenytoin sodium 100 mg 1w 1 1fia
23 mruusy  umnlumsuzdasiin dasiuanagu” LLa:ussqn“mfﬁﬁaaﬁ'uuao
2.4 amn - &t FIUUSENAUAIL R PURZANILTI TUrER i’uﬁvumuq Wufinde uazaumadon
frsuen’ld; DEWTARUUULTIIATN
- umw'ﬁumﬁaﬁé'uﬁam atiadpd amq%am S uLRNeURNEIRTY AT fuguawq

ualmninga

3. adNUaNIINAta

3.1 Finish product specification ‘"

1. Snmdandan 95.0 - 105.0% of the L.A. of Phenytoin sodium

2. Identification AU
3. Dissolution Test 1

- aza1wlalunnn 45%(Q) of the L.A. of Phenytoin sodium s 30 wft

- a8l N 60%(Q') of the LA. of Phenytoin sodium 1% 60 w1fi

- azanglaifaenin 70%(Q”) of the LA. of Phenytoin sodium 1w 120 wifi
%3D Test 2

- 8zglaNnni1 45%(Q) of the LA. of Phenytoin sodium 1w 30 wAfl

- szangliannndt 65%(Q) of the L.A. of Phenytoin sodium 14 60 w17l

- azanglaitaendn 70%(Q”) of the LA. of Phenytoin sodium 1w 120 w1l

4. Uniformity of dosage units AT

(Content uniformity)

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

- Any individual, unspecified degradation product : NMT 0.2%
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)

3.2 Drug substance specification

1. ﬁ?&nmﬁ"smﬁ‘lﬁ‘m 98.0 - 102.0% of L.A. of Phenytoin sodium (calculated on the dried basis)

2. Clarity and color of solution ATIU

(Appearance of solution)

3. Identification ATIFEU

4. Loss on drying NMT 2.5%

5. Heavy metals NMT 0.002%

6. Related compounds . - Phenytoin related compound A (Diphenyiglycine) : NMT 0.9%

- Phenytoin related compound B (Diphenylhydantoin acid) : NMT 0.9%
- benzophenone : NMT 0.1%

- Total impurities (Excluding benzophenone) : NMT 0.9%
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2.2 nydifiueningroneedsana AHAAdDIlaNEITUTaNATIIWMISNARENAURS NN UaE
Emsfalunsniag GMP PIC/S (Pharmaceutical Inspection Co-operation Science) laemias4u PIC/S
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'lumjuﬁﬁuﬂum"msho

3.2 HamM3AINATIERRUMNNIaALVBIRIENE1RTY (Certification of analysis of Drug substance) 7il%lu
miwﬁmmjuﬁduﬂmﬁati'wﬁg\‘machwammua:;jwﬁmfmqﬁu

3.3 Laﬂa’lsﬁa%é’nﬁmﬁuﬁum’mé’uw"ufs:wmjumwamaai’mqﬁwaaﬁ‘:mﬁwﬂ"n.; (Drug substance)

98 3.2 n”ujumswﬁwaawﬁmn"mwfmh%agﬂ (Finished product) 12 3.1
3.4 WaN13ANWA Long term stability emamhdmﬂ;uaomﬁ"ﬁ’umtﬁﬂu'l’fﬁuﬁ’lﬁ’mmﬂmnﬁumsmms
UBZET NITNTNETITUIY
3.5 nstienfiiane Wlsenduuuy (original drugs) dasiinilsReuraInmmasay Bicequivalence adtnfi
wuaiSouisunueduuuy lagIEmsdnundaadulumamdninusfussuna julunsfnmdrsuyoves
pasigesi N NUANNTINNMIE MU NGy Tunsdidunzidoudiummuuuuen
adalna (Iaganzfous NG) swsognIiumMsuBLBnEINIAnIFrauysva N
4. @1881981
4.1 disuaman dasdsdantsenaoday 3 WU Fududunuuaaimosziualdasudm
muﬁiﬁwv1umluﬁ'ﬁaqmauu“ﬁn”ﬁ"lﬂ‘ﬁ’mﬁu
5. msﬂszﬁ'uqmmmnﬁeiwau (waastandIIN13TulsEni)
5.1 mﬁdmauﬁaoﬁmq‘lﬂ@“hiﬁ'amniﬁ 1 9 Wuaniusway
5.2 mnmmﬁa’ouau a:m’aoa’ac”‘hmewn"]du%’usaoNamsmsm?mﬁ:ﬁm?uﬁdwau
5.3 nstﬁﬁv&ﬂamwmsﬁwms@ué’mai'wmﬁz«iwamﬂ'aﬁam’m?msw:ﬁqmmw nigTrnisazineRe
99U8R8814 T@]zlgmwU%:@Taoﬁmnﬁ'uSnmuﬁwmuﬁnmmwmsa'omsaa‘imﬁ:ﬁm:tﬂuﬁuﬁwau
eh‘l’EahUﬁLﬁﬂa’xTao'lumsmm%mﬁ:ﬁqmmw nsrﬁﬁ'wn‘hmhitﬂﬂﬂmuqmé’nwmzmww: wigTNTNTVe
#uAns WisuRTInn e TN InE w09 ;jmmm:m?a;jnﬁmluﬂ%eia'lﬂ

5.4 ;jmm]:m”aai"mﬂﬁnumLﬁam'lnﬁﬂmmq %%BLﬁaLﬁﬂﬂ'l?l,aiﬂ&laﬂﬁwﬁ"lﬂﬂi:ﬂ"lﬂﬂ‘] faumwualaslid
Jewly

v

6. fiauanan (Fzne) Busaanlisnidndyginenasuivwe asit
6.1 natinaMIguATINIIATERE Tasnsuingmaasmsunndwioasfiidnnsdldunessu Isonec
17025 Liiduwldewanespiudaimualudszniadsznmasa
6.2 NYLNR AN UM m«nﬁm{gnﬁumﬁuﬁmwnﬁ psemalasdninnuannTIumMIamazen ugasauas
syqnecdaszuny

6.3 nydinudgymamn NNk i 'ﬁm'«aéwaeiaﬂs:ﬁn%naua:mwﬂaaﬂﬁwiasjﬂ'mﬁwlﬂ”%'um

o
(AIBB) e e UseruamenIsums

4 4 /)/
1) RO nITANNT (89%0) ‘

................................................ nSIUNT
(WHEMPIPSaU W¥UT) (WNEIMURRR ATUH)

wifi3emans -qﬂi'uaulzssz
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1. oz Phenytoin 50 mg chewable tablet

2. ansaanianialy

2.1 guluuy Lﬂumtﬁﬂgﬂuumém (Chewable tablet) & wsusUUEMU

22dmtenoy u 1 e Usznaududasn Phenytoin 50 mg

23 mrwsuiny v lumsusdesdin ﬂaon"un'nu%uua:msqn"wﬁﬁaoﬁ’uuao

2.4 aan . s:q%am FULUTTNALAILI TN YUITAINLTS TUNER fu§umq \finda uaz
wanaisud1suen uazdimafusnmnen 1’3’a&i’1\ﬂ§'mwuumsaqﬁ'm‘ﬁ
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3. ansENIAMIINALA

3.1 Finish product sgeciﬁcation(”

1. Pnmdedag ' 95.0 - 105.0% of the L.A. of Phenytoin

2. Identification ATIWIH

3. Dissolution szaneliaendn 70%(Q) of the L.A. of Phenytoin n1elu 120 whdi
4. Uniformity of dosage units AU

)

3.2 Drug substance specification : Phenytoin sodium"’

1. USunmanendnnty 98.0 - 102.0% of L.A. of Phenytoin sodium (calculated on the dried basis)

2. Clarity and color of solution AU

(Appearance of solution)

3. Identification AU

4. Loss on drying NMT 2.5%

5. Heavy metals NMT 0.002%

6. Related compounds - Phenytoin related compound A (Diphenylglycine) : NMT 0.9%

- Phenytoin related compound B (Diphenylhydantoin acid) : NMT 0.9%
- benzophenone : NMT 0.1%

- Total impurities (Excluding benzophenone) : NMT 0.9%

(weamviaans 3lsatglaises)
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8NN 7 Phenytoin sodium 50 mg/mL, 5 mL injection
(g & “ L 48
malsznidvsninguaysaih -9 0A 2552

1. Haen Phenytoin sodium 50 mg/mL, 5 mL injection

2. ansaaianinhal

2.1 yuuuy DumsszansUnannida dnsudatmaaniond

22 swdszney  Usznaudandasn Phenytoin sodium 50 mg/mL 133195 5 mL 1u 1 Vial

2.3 MyuzUIN ussq'lumw:ﬁm%“umsqmﬁﬂﬂﬁm%a'ﬁﬁmmuﬁ"a Type I

2.4 a3 n - s:q%am FUUTNaUMIEIAYLUAZANNLTI TUNER i’uﬁuumq Wfikda uas
wanzidaudTuen uaedtnmsfusnunen vl'?aam%'mwuuqunvmwf

- uumsqn”m‘vfﬁé'uw"am aahaﬁaU@Taas:q%amﬂ?a%amamsﬁﬁ fmdsznavuaz

VUNAAMULTIVEIL LaVTNEN fuéumq"l’s"ﬁ'mﬁm

3. AENLUAIINARA

3.1 Finish product specification”
1. USunadaendrey 95.0-105.0% of the L.A. of Phenytoin sodium | 4.75 - 5.25% W/V of Phenytoin sodium
2. Identification ATITHIU ATV
3. pH 10.0 - 12.3 11.5-121
4. Weight per mL - 1.025 - 1.035
5. Benzil and benzophenone - By thin-layer chromatography

: NMT 0.5% of each
6. Ethanol (Alcohol) 9.0-11.0% 9.0 - 11.0%
7. Propyiene glycol 37.0 - 43.0% 37.0 - 43.0%
8. Bacterial endotoxins NMT 0.3 USP EU/mg of Phenytoin sodium GIS’JQN"]%W]SJ‘?I.S:‘J?I'[‘LL Finished product
specification

9. Sterility ATINIU ATIINU
10. Volume in container AU AU
11. Particulate matter AT ATITEI

- OUMATWIA > 10 pm Taiifin
6,000 833719

- aUMAYIIN > 25 um LitAin
600 aymA
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3.2 Drug substance sgecificationm’m

1. ﬂsunm@hmmamv 98.0 - 102.0% of the L.A. of Phenytoin 98.5 - 100.5% of the L.A. of Phenytoin
sodium sodium (Anhydrous substance)
2. Clarity and color of solution ATITHIH ATITHIU

(Appearance of solution)

3. Identification avvru AU

4. Loss on drying NMT 2.5% -

5. Heavy metals NMT 0.002% NMT 10 ppm

6. Related compounds - Phenytoin related compound A By Liquid chromatography
(Diphenylglycine) : NMT 0.9% -impurity E : NMT 0.3%
- Phenytoin related compound B -Impurity C : NMT 0.2%
(Diphenylhydantoin acid) : NMT 0.9% -Impurity D : NMT 0.15%
- benzophenone : NMT 0.1% -Unspecified impurities : For each impurity

- Total impurities (Excluding benzophenone) : | NMT 0.10%

NMT 0.9% -Total impurities : NMT 0.5%
7. Free phenytoin - ATIVHU
8. Water - NMT 3.0%

wanume 1. nadifsansdouisimaciu weive) ManRseLA eIl IWHuusanansvar ngmsﬁndnﬁ'lﬁi’uaysﬁﬁm

2. Drug substance specification ATsannluTinmzvivasnda drug substance w3aluAiaew drug substance 189
guianduiagl atuleatiunie %\1ﬁmwsaﬁmﬁ:vfmunnﬂ"'avra'?{ﬁmu@

3. Nammﬂa"imﬂ:ﬁqmmwm uldenw Finished product specification L&z Drug substance specification °7i
wBinnundrdfuatiuidieany deldeans aiffsudadinaunmenTIImIsmITuasen NIENTWITTEY
nsmﬂmaummamﬂuﬂ-ﬂmmmmmn@m vasfianemin liasmufilsonenatszme 1w redandasiiu
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1. Lanmims'lmuaum’lwummwmsumtwamwmaluﬂamﬂvlm LR g]iEX] (declare) UnaInEa
11 IUNWFIEUTI”IS'U%Y]"LUUHW]?UU'I (no.2 ne.3 ny.4 LLﬂ')LLWﬂim)
1.1.1 1uﬂimﬁ’lLﬂuﬂﬁﬂwﬂﬂluﬂiuﬂﬂ‘lﬂﬂ wanude na.2
11.2 luﬂiﬂmLﬂuﬂ?u’n’ﬂ'ﬂ‘waﬂﬁiuuduiiﬁl ‘Vm’lﬂﬂﬂ 1ne.3
1.1.3 lummmﬂummmmnmdﬂmnﬁ mmma e 4
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12 ‘lumma’uummﬂum 18.1/8.1 UVBILNTLEWETIN wiaameazdueadanmILgug tmMwssINR ar e
@l’mﬂmumm U (finished product specification) W amﬂu@ﬂmmwmad'mnﬂu {drug substance specification)
nmmaas*“m'mmﬂﬂavuuﬂmu,n"'lmquLem dadunuianmIFwImwatemsvaudly (8.5) swoy
finished product specification Waz/#3a Drug substance specification Tesvourlun awindszniadsznaaTan
Bidnnsafind uazliifiu 2 § o Tudsesmadszniesendidnnsefing
2. 19NF1TTUTAINIATZ WM IHAALN

24 nsdfismaaludranalng Hrdadasdianmsibsennaspunsiaeananinasiuasiinisiialu
MINANLN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taumuagam PIC/S participating authorities
w38 JLaNaNIIUTeININTFININTHAA LM NI NI TN TR LW AT AN I TN UA DR NTTNINS
DIMTUATLN NITNTWRIDITAFY Fermuadulasdauseandasuasiafoutundninusiusz3ensfialn
nswiag PIC/S lunuiasfiiauauney atudgamasauntsanassulesinanfusesfieiudsznane
Usznmanendiinnsafing

2.2 nydfidnensingroneroysand HHadpsdlanmTIusasnaTT MmN acnanamaninusuas
AFmnalunsHAaL GMP PIC/S (Pharmaceutical Inspection Co-operation Science) lagniazd1u PIC/S
participating authorities W38 GMP clearance alUsgamaseumIasIvaey lasdnanssusasiistudsenna
Uszmanaidiinnsafing wiaagansadn udausnsdl
3. tanmiqmmm:aamﬁmuaﬁm

3.1 NamsmsafﬁLﬂﬂ:qummwwﬁmﬁwﬂmﬁwﬁagﬂmaocjwﬁm (Certification of analysis of Finished product)
’lumjuﬁdotﬁwﬁama

32 Namsmﬁafﬁmﬂzﬁqmmwi'mqﬁumaam"’amz-?'m”tg (Certification of analysis of Drug substance) ﬁ"l,«ﬁ
'lumswﬁmms;uﬁduﬂum”aaa'wm"gwaa;{wﬁmamaz;{wﬁmi’mqﬁu

33 Laﬂmw‘%wé’ngmﬁuu"nmwé’uﬁ'uﬁ’s:wj’m;ummﬁmaﬁmqﬁumaaﬁ%mﬁﬁﬂ"mv (Drug substance)
9 3.2 ﬁujumswﬁwaawﬁmn”mﬁmﬁm%mgﬂ (Finished product) 1 3.1

3.4 HaN13ANWT Long term stability maaﬂ'xhamu;uaamﬁfumtﬁvu'lfﬁ'uﬁwﬁmmﬂmnﬁumsmmma:
21 NINTWNITITUGY

3.5 LONMIUFAINNNAINITBIIMERI NS pd s fmuzanmansadatudae ldluanuduty
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36 nadhdunilildenduiuy dasdnenumsinmnmandanlunsinenlenausnuuy Status epilepticus
uaz Generalized tonic clonic seizure launan1sAn U ANEn W ldasnIITENIN T8I T RLLY Uas
lasunmsRuflunsmmimaunndiidediold wia fnerunmsnmmndinlumsiwnlsasusau
Status epilepticus Waz Generalized tonic clonic seizure |USBUBULSEANEMARLINTULLLTRLESUNSARUW
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Fawly
6. flauanan (fue) Busealienidndyginewasuivne doil
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2 = British Pharmacopeia 2013
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i’lzlmsfll 8 Piracetam 400 mg capsul’g_
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1.%8n  Piracetam 400 mg capsule

2. ansansiana ly

2.1 puuy uendauadga dmisulsenu

22 gwdsznay  lu 1 e Uszneudlu@aen Piracetam 400 mg

23 mouzuiny - usnluunsagfiiloawass wia blister pack Yastuamutule

24 2870 - s:q%am fINUIENUMEFNYUAZANULTI TUNR® fu§umq \UANER uas
wanzdoudiivm waednsifiuinmalsdwtauunussyimed

- UMRIEN azhaﬁfam’faos:q%am W3aTomINTIeN FIMLRNEY LASTWIRANNLTY

Va9t (nUTAKE® i’uﬁvumuqvli"ﬁ'mw

3. AANTAMINAA

3.1 Finish product specification”

1. USinmdaendagy maamumu'ﬁ'sth Finished product specification
2. |dentification test mi’mmumuﬁi:qlu Finished product specification
3. Dissolution mi’m&humu‘ﬁizq'lu Finished product specification
4. Uniformity of dosage units mmmum’mﬁi:ﬂu Finished product specification
5. Related substances / Impurity m’zﬁlmum&lﬁﬂqlu Finished product specification

3.2 Drug substance specification“)

T

1. USanudaendngy 98.0 - 102.0% of Piracetam (dried substance)

2. Identification AN

3. Apperance of solution ATIVHIN

4. Related substances - Impurity A, B, C, D : for each impurity, NMT 0.1%

- Unspecified impurities : for each impurity, NMT 0.1%
- Total : NMT 0.3%

5. Heavy metals NMT 10 ppm
6. Loss on drying NMT 1.0%
7. Sulfated ash NMT 0.1%
UszmuamenIsunis
d v
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(WEIYEan 29uI) (WNEINUARS ASURY)

Wi unsis qﬁﬁ B47/2562



VaNBIR 1. nidifaamadomdinmadu waive) misTeseriemeinomsla lﬂ“ﬁuua@manmmé’npuﬁ’enénﬁ'lﬁ'fumquiﬁﬂ”'w
2. Drug substance specification v‘imsmwwnluﬁmﬁ:ﬁmmcguﬁm drug substance #3aluSiATEw drug substance V84
Hudaendniagy ativlaaduwils %\1ﬁmmnﬁm‘mﬁﬂsunnﬁ'ﬁaﬁﬁ’muﬂ
3. wamsm’m%mﬂ:ﬁqmwwm wlilana Finished product specification L&z Drug substance specification
ildvanzudoudamiinnunmenIsmasmsuazen NENTNINIUTY nydlguauiinunaiinvesn
wiadandu vesfianemeliaseufilsonennayszme Iﬁifuﬁuqauﬁﬁwammxnswmsﬂszmﬂ'nm )

o P
Sawludu g
[ v A ' [y A 4 o S/m o -
HlEWaIIAARILRE N IMNAILBNENT wsauaomnua%asmmtanawfmsgumma Tgazidya
Qs qv
Aot
9o & ~ 5 s A, ‘ o (A
1. nasmsiasuenagnetunafouiiusuiedminelulszinglng uazduas (declare) undnan
o Qv ! -l o Qs v 1 =l
1.1 luddgmsiunafoud1sien (mo.2 nu.3 ne.4 ududnsd)
1.1.1 lunsdinduenfefaludssinelng nanois no.2
a o o w A ' <
112 'lunsnmLﬁummtwwammuwssa; nuedd ne.3
1.1.3 lunsdimdusrindrandsdsaine nuneis ne4
° X a P & - e o A o
1.2 Tudwadiunzdou ne.1/e.1 vaseniliawamean WIBUTWRB UM ITONIINTUANA M INDBINR AT U
ak a ) . LS a a
aranTunsiuew  (finished product specification) UISTIMAUAATUNINTBIIATAY (drug  substance
ad ' A A a o o '
specification) nstifiatiiznitamailfouudaus lofinidy szdssunuianamdinawaenisautly (.5)
wwiaw finished product specification Waz/w3a Drug substance specification lazvaunlunausulsenie
dezmenabildnnseding uazlaifiu 2 0 o Tudemeademenasidanseing
2. 1aNF1TTUTBINIATFIMNTHAN LN
oo a v a v a a a & ad o
21 astingnaaluwsanalng NHROA BTl ANEITILIINNATIUMITHAALNAWNATIN T WA AT N TN L
mNaa PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagwiasnu PIC/S participating authorities
- ol Qe = s ad A a o A
%39 ULaNFIIIUTINIATPIUMTHR LI UNANLNUNUAL I TN TNA WA TNA ALY B9 FIENIA TN TINANS
A 3 z = v L Qr Qv ad HI
DIMIURZED NTINTNINTIIUFY Thmuadulasiinnuseandasuszviaifisuiunsninosiuazdsmsfialn
nsuiaen PIC/S lunuiauifiianevne atuagaausaumsaTesaulasiinanissusasdeiutszne
Urmeneddnnefing
2.2 n3dfduweningrene sy seane AndadasiliananTiLsasnaspunsKaaeneamaninaeiuas
ABmadlunskiag) GMP PIC/S (Pharmaceutical Inspection Co-operation Science) lagwiaeay PIC/S
participating authorities w38 GMP clearance abagannseumsaTasey leadinansiusesiisiudszme
Uszmesadidnnsefing wWiaayanandn usaudnsd
3. 19NFEINNINYDILNNIAWDTIAN
3.1 NamwmﬁLﬂﬂ:ﬁqmwwwﬁmn"mwfmﬁﬁL%ﬁlgﬂmao;d”wﬁm (Certification of analysis of Finished product)
‘lumjuﬁmﬂué‘mma
32 Namsmm‘itﬂﬁ:ﬁqmmwi’mqﬁumaam”’amthﬂ”mv (Certification of analysis of Drug substance) N4
lumswﬁmms;uﬁdaLﬁu@ﬁaziwﬂ"a'uaqgwﬁmmua: ELeLLOM

[GEE12) W UszmuamensIums
wssnriann lafglnsas) B
. v ~
A A {
(CRAT) . QL NS (GRS 1) W nITUMIT
a - 9/ ‘Aol
WwnamTigSen Wuh) WNEMIMUAER Auas)

wihii2is1umsiie yalB47/2562



33 Laﬂmsvﬁamﬁ'ngmﬁuﬁ'um’mé’uw"uﬁs:wmg'umswamaqi’mq@‘iwam‘%mmﬂ”zy (Drug substance)
19 3.2 ﬂ”ﬂﬁjumwamawamn"wﬁmﬁ’lL%fagll (Finished product) 7 3.1

3.4 HAMTANA Long term stability caaams'wmayuaamﬁ‘i‘fmnﬁw‘h’n”uﬁ']ﬁmmﬂmnﬁumsmmmaxm
NIENTHIDITUFY
4. @7881987

4.1 diauanan dasdvaastsenataiey 3 WUTIINAA T fadudaunuanimeazdoaldnsudan
mammvmﬂ'lummaﬂmauumm‘lﬂmmu
5. msﬂixnuqmn’mmnmuau (waaBNFITNITULTENR)

5.1 mﬂ‘dwamfeoﬁmaq'l,'ﬁ"lﬂ“lsjﬁaﬂn"h 1 9 BunIuEINBY

52 m‘qmmﬁdwau ﬁ]:@i’addas‘i’ummwrhn'lu%’mawamsmw’?mﬂ:ﬁmiuﬁd\mau

5.3 mrﬁﬁumuswmsv‘hmsdum”qazmmﬁﬁmamﬁ‘az&amm’imsw:vfﬂmmw WUIBTITNNTITMIIRe
Foswadangy lasfunas maoaammwanmummunvxmmwmsmmammﬁmu,a%ﬂumuwmau
m'lfnmzmmmmaa'lumsmsammﬂmﬂmmw nsnmwmwm"lmﬂu‘lﬂmuﬂmanum%awv ®UTITNNTVD
aamanﬂmuwmsmmsmuaﬁmmmnmwao mnmmdmawwam'lummalﬂ

54 g’mm:mmsmﬂayummam‘lnavxmmq maLuamﬂmstaauan’lwmaﬂs:ms‘lme) naudnualas 'yl
fildanly
6. fiawa e (§zne) Bnsanlianidndyyinewasurimue aod

6.1 nytivamsguanndenzinil Tasnsuinmemaasmaunndwiavosd fiansfildunasgm 1Isonec
17025 Liidwldemanespudarimualulsniadssnianan

6.2 NTANAAN U m’nﬁ@ﬁgm‘%umﬁ viunnasamalasdminnuanenssumsssuazen lugamues
é’mmww‘irrawma

6.3 nsmwuﬂmmammwmnwamm«nnawmwamaﬂs,a‘nﬁwaua.,m’\uﬂaa@nﬂmawﬂ'mnvlmum
7. mnmw’nms’uaamuanﬂmuwmsmNa@mmmzrmuﬂs~mnnLSﬂnLnUQuT@ua'\una'nuﬂru.'“n's‘sums
mTuaze tuszeziaan 1 9 dewtudszmeadssnienasidnnsefing

nagneg : 81989370
1

General requirement UBILNETHISU&IBIY Finished product JUuwy Capsules

2 = The International Conference on Harmonisation of Technical Requirements for Registration of
Pharmaceuticals for Human use (ICH quideline), Impurities in New Drug Products Q3B
(R2) ; Current step4 version, 2008.

3 = British Pharmacopoeia 2013

(wenriaann lsafglases)

a '\'/
(CENT) N i, nNITUNTS (m‘fj‘a) /V

................................................ NIINNTT
(WWINTIYSaw 21Ut (WNEMIMUARSE ASuR3)

wii3umails yaflBaziase2



o o & Y
T1EazLd ORI NI L%W1$Ll%ﬂﬁﬁ grand1Isn1iasa L'J‘liﬂm;’ﬁil’l

\aafl B47 /2562

i’lﬂmi‘ﬁ 9 Sodium valproate oral solution 200 mg/mL, 60 mL
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1. 3087

2. ansanganaly
2.1 Juuuy
2.2 sudsznay
2.3 MIULLIN
2.4 a8n

Sodium valproate oral solution 200 mg/mL, 60 mL

Wussazany &msusudssnu

@Tuen "ln”aa'w%mwuuumﬁ'm‘ﬁ

Usznauaaueaen Sodium valproate 200 mg luatazanayIunas 1 mL
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3. AMENLATNIINARA

3.1 Finish product specificationm

-

1. Smdnedngy

95.0 - 105.0% of the Sodium valproate

2. ldentification

ATITNIU

3. pH

ATININ

5. Deliverable volume / Volume in container

JUuuY Oral liquids

ATIHIUAY General requirement VBILNFTFITUEINIU Finished product

6. Related substances

Sum of the areas of any secondary peaks : NMT 0.4%

: Sodium valproatem

3.2 Drug substance specification

1. UTnmdrsndary 98.5 - 101.0% of Sodium valproate (dried substrance)
2. Identification ATINIU
3. Appearance of solution ATIWIU
4.pH ATIANU
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. Chlorides : NMT 200 ppm
3. Sulfates : NMT 200 ppm
4. Heavy metals : NMT 29 ppm
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