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3. anaNvAMIINARa

3.1 Finish product specification“’

1. Identification

ATITNIU

2. Specific activity
- 150,000 relative molecular mass neurotoxin

- 900,000 relative molecular mass neurotoxin

- livaendn 1x10° mouse LDs, units / mg of protein

- livaendn 1x1 O7 mouse LDs; units / mg of protein

3. Protein content ATITHU
4, pH ATIVHIU
5. Water ATIVNIW
6. Sterility ATV
7. Bacterial endotoxins %2831 10 1U per vial
8. Microbial purity ATITHIU
9. Genetic purity ATV
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1.8e81  Citicoline 100 mg/mL solution, 30 mL
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3.1 Finish product specification(1)'(2)
1. ﬂ?uﬁmﬁ”;mﬁ’m"fy mmmumuﬁszq‘lu Finished product specification
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6. Impurity / Related substance m'mmumuﬁlszq‘lu Finished product specification
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578MN 4 Ginkgo biloba extract 40 mg tablet
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1. §aen Ginkgo biloba extract 40 mg tablet

2. ansaasiana

2.1 3uluuy Wusde s wsusudemu

2.2 dudwenay Usznaudizdaun Ginkgo biloba extract 40 mg Tu 1 1ia

2.3 MTULLTN ussqluumagﬁﬁwﬂaaﬁ W30 blister pack Jagiin LLa:uﬁqﬁwﬁﬂaaerLaa“)
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3. AmANIANIIINARA

3.1 Finish product specificationm

1. Pnmdindsgy 90.0 - 110.0% of Ginkgo biloba extract apdnuueesfl
- 22.0% - 27.0% of flavonol glycosides

-5.4% - 12.0% of terpene lactones

tsznave e bilobalide, ginkgolide A, ginkgolide B, and ginkgolide C

2. Identification AU
3. Disintregration mwmum&lﬁi:q‘lu Finished product specification
4. Uniformity of mass ATIWIU

(Weight variation)

3.2 Drug substance specification : Powdered Ginkgo Extract™

1. USnmarendagy - 22.0% - 27.0% of flavonol glycosides
- 5.4% - 12.0% of terpene lactones U3znauaae
2.6% - 5.8% of bilobalide

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

2. Identification AT
3. Pesticide residues ATIWY
4. Heavy metals NMT 20 pg/g
(R 12 Y 457 O UsemuamenIsums
(wamyiaan Alveiglaisas)
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(GRET:) WY~ nIINNg (G515 ) N SV NIINAS
(WHFMIYFoU W) (WNRMIMUARH FIURY)
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3.2 Drug substance specification : Powdered Ginkgo Extract” (Gia)

5. Microbial enumeration tests

o329 lalwuige Salmonella species Waz Escherichia coli
- Total aerobic bacterial count : lsiifiu 10° cfuig

- Total combined molds and yeasts count : TaiAin 103 cfu/g

6. Limit of rutin and quercetin - NMT 4% of rutin
- NMT 0.5% of quercetin
7. Limit of ginkgolic acids NMT 5 pg/g
8. Loss on drying NMT 5.0% of its weight (105°, 2 hours)
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o
318NN §  Phenytoin sodium 100 mg extended release capsule
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muﬂszmﬁawmquaﬂﬁmu
1. Bamn Phenytoin sodium 100 mg extended release capsule
2. ansanana
1 af o o
2.1 pluuy Lﬂummml.ﬂﬂ‘ga JUuvueangnIuu (Extended release) #MILSLILTTM
22 dmdsznay  eznaudau@aen Phenytoin sodium 100 mg 1w 1 1ila
A L1 s & (1 & * &
2.3 MUY ussqlum’nu:i‘lﬂauw Yasruanagu'” Lta:msgnmﬁﬁﬂaanuuad
A [ bt e a Qv = v ﬂv A 3 -l
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3. AMANLANIINAka

3.1 Finish product specification”

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

2. dentification AN

3. Dissolution Test 1

- azeneldunnin 45%(Q) of the L.A. of Phenytoin sodium 1% 30 w1l

- azaeliannnda 60%(Q) of the L.A. of Phenytoin sodium 1 60 wifi
- azanalaiiloundn 70%(Q’) of the LA. of Phenytoin sodium 1w 120 w1l
%38 Test 2

- szanelalannnda 45%(Q) of the L.A. of Phenytoin sodium s 30 Wi

- azaelalannnin 65%(Q) of the LA. of Phenytoin sodium 1w 60 w1l

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

4. Uniformity of dosage units ATIIU

(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%

(wiaviaan dlstglsises)

o sV P -
(RI%D)..ov, (b ...................... NSNS GEE) N (&, NISUANT
(WNEMBIYFAN WELT) (WHRTINUART ATUEN)
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3.2 Drug substance specification'”

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

2. Clarity and color of solution AT

(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%

W 1. natdifiansdeusimaiu waive) menmaReL AT eI 1ﬂ"ﬁuuaﬂatanmmﬁnpu@i’endﬂmﬁ'ﬁ"uagu“ﬁﬁm
2. Drug substance specification ﬁ’ﬂ'ﬁtwrmn‘lu’uﬂﬂzﬁ‘mmq HAa drug substance wW3aluTiame drug substance 184
guiandniagy atuleatunita 5\1ﬁmﬁ@mﬁLﬂﬂ:ﬁmunnﬂ"’rﬁaﬁﬁmuﬂ
3. Nammﬂﬁmﬂ“ﬁamﬂﬁ‘ﬂm Wwliany Finished product specification UW8s Drug substance specification V;
dudimnndadrivatuidendu doldeanzdeudedinmmuanenssumIo i suszen NTENTHETIIFY
ﬂsmﬂmauummamﬂuﬂmaammamnﬂu mamLauaﬁm'lumomuﬁfﬁwmmaﬂvmﬁ i S19BInFTdITy
arfuflmainifilsawenunsusne dudu 'I.munuqaUwuﬁmaaﬂmzmmmsﬂs:n'mﬂm )

Bowludnq
Nmuaﬂmmawumtmmwmmanmi wsauaomﬂuaﬁasmamanmsfmuumma Tuadua
aaih
1. ﬁ'lm’mwwdwmanmsms‘lﬁ%’umg.mgmfuml,ﬁﬂu@?ﬁ'nmw‘v‘ admiwlutsinalng wazdues (declare) unaanin
1.1 luddynstunadeudsuen (n8.2 N3 ne.4 uSudnTl)
1.1.1 lunsd@ifiduenindaludszmalng waneds no2
1.1.2 1umtﬁﬁl.ﬂumﬁ'1L'zTﬂLﬂ‘ammﬁwssq wed a3
1.1.3 lunsdifidueniidrandsssng waneds nos
12 lummamummuum N1 VBINTIEMETIN WiBATERLEHAWAT: aNINILAURN WMWVBINT ASTTUT
mm'uwn Waw (finished product specification) Lta“manﬂﬂuﬂﬂmnﬂwmao’mnﬂu (drug substance
specification) nsnmamvmwmnﬂawuﬂaaun‘”lmwumu whBIUULLENFITFLWIMWINemMIveutly (v.5)
NIWTBY finished product specification Laz/"38 Drug substance specification I@mmal.l.n"'lmnaumﬂs:n'm
Uzmanadidnnsafing uazlaiin 2 9 o Sudsemadsrmanaddnmeiing
2. 1BNFETTUIDINIATFIMNTHAAEN
21 msdinemanluysamalng HHAAdadla NI LTI ASTIUMINAAENURA NN T Ua 3 T M TR ALY
MINFAL PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagwieanu PIC/S participating authorities
wia dlanmssussanaspumssiasmansninaeiuasiimsfialunsningivasiinnuamensunis
9IMITURTLY NIENTWEDIIUFY Famnuadulasfiaruranndasuseiafinyiundninasiuarisnenialy
nIndap PIC/S lunuiasnfiiauaniy avuagaaInsaunsasreulasiinan1tsusasfieinlsena
dezmanmildnnseding

(®9%a)
A (wieamviaam Alsadglases)
(R9T0).crr Y nNISUNNT (@990).crrr ‘/)/ ......... nsINMT
(WNENIVIPIFoU 298UA) (WWENIMUART ASuad)

wiN2ian1iis yaniB47/2s62




2.2 nsdfiiuweingroneeissne HuAndasiiianmssusasanesgIumMIKRatnauna NI UaE
’Jﬁmiﬂﬁluﬂ’lwamm GMP PIC/S (Pharmaceutical Inspection Co-operation Science) Taensianau PIC/S
participating authorities %38 GMP clearance auumqﬂmmaumsmnaau Tﬂﬂuwamﬁlﬁmnmuﬂizmﬂ
Uszmamadidnnsefing wieanganaadn usaudnsdl
3. 1PN IRMANTBIETIIERETIM (Funmnane)
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1.%887  Phenytoin 50 mg chewable tablet
2. ansaaianialy
~ X o W G
2.1 puuy Lﬂummﬂgﬂ UuAe (Chewable tablet) #mTuUsUUsEMY

22 @mdsznan 1w 1 e Usznaudaedan Phenytoin 50 mg
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3. amEANLAMISINATa

3.1 Finish product specification'”

1. USunmdaendiey 95.0 - 105.0% of the L.A. of Phenytoin

2. |dentification AT

3. Dissolution szanglaitaendn 70%(Q) of the L.A. of Phenytoin melu 120 wifl
4. Uniformity of dosage units AU

3.2 Drug substance specification : Phenytoin sodium’

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

2. Clarity and color of solution AT

(Appearance of solution)

3. Identification ATIU

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 (Diphenyihydantoin acid) : NMT 0.9%
- benzophenone : NMT 0.1%

- Total impurities (Excluding benzophenone) : NMT 0.9%

. Vv .
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F189MsN 7 Phenytoin sodium 50 mg/mL, 5§ mL injection

ANl NAINIA GHERL T D

1. 38

2. amantanaly
2.1 sluuy
2.2 gwdsznau
2.3 MwuzuIm
2.4 amn

Phenytoin sodium 50 mg/mL, 5 mL injection

Wiusssemolsannige snstdadmasaiiand

Usznausau6ann Phenytoin sodium 50 mg/mL U337@5 5 mL 1% 1 Vial
vsslumauzimsumndaUsnmdasiariauts Type I
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3. AANLANMINATA

3.1 Finish product specification

(1:(2)

. usp

1. JRnueaedagy

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

4.75 - 5.25% WV of Phenytoin sodium

2. Identification ATIINIU AU

3. pH 10.0 - 12.3 11.5-12.1

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. Propylene glycol 37.0-43.0% 37.0 - 43.0%

8. Bacterial endotoxins

NMT 0.3 USP EU/mg of Phenytoin sodium

anarhuaufiszylu Finished product

specification

9. Sterility A59% AT
10. Volume in container AT ATV
11. Particulate matter AT AU

- AUMATWIA > 10 pm Taiifin
6,000 aumn

- UMY > 25 ym LitAu
600 83N
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3.2 Drug substance sgecificationm‘m

1. ﬂ‘immmmmaty 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 ATIIH ATIINIU

(Appearance of solution)

3. Identification ATITNIU ATIWU

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% -lmpurity 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 - ATITHI

8. Water - NMT 3.0%
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1. aen Piracetam 400 mg capsule

2. ansasnianaly

2.1 3uny Wugndouatga smibsudsenm

22 dwdenay 1w 1 e Usznaudadaen Piracetam 400 mg

23 mauzusny U luuniaaiifluavans wie blister pack Uaanuanugnle
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3. amaaiamenaia

3.1 Finish product sgecification("’(z)

1. USinmaaendagy A7 mumuﬁs:q'l,u Finished product specification
2. Identification test mlﬁlmumuﬁizlﬂu Finished product specification
3. Dissolution m’nil&i’lumuﬁ‘szq‘lu Finished product specification
4. Uniformity of dosage units mwmumuﬁszq‘lu Finished product specification
5. Related substances / Impurity mi’:ﬁ]ﬁi’mm&l‘ﬁi:qlu Finished product specification

3.2 Drug substance specificationm

T
1. USanmuasndngy 98.0 - 102.0% of Piracetam (dried substance)
2. Identification ATIVHU
3. Apperance of solution ATIVHU
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%
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MIHRREN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taewiaeau PIC/S participating authorities
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Uszmesmdiannsefing
22 nadfiwenindrondwdsanag Hriedasdienansitssnnaspunniamaunaninamiuas
Fmialwnskaae GMP PIC/S (Pharmaceutical Inspection Co-operation Science) lauw3t9% PIC/S
participating authorities ¥38 GMP clearance alLEganINTEUNNTeIReY audnamstusesfisiulsenna
vemenmidnnsaing wiaagansadn udueinsd
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17025 liiduluawanaspuderimualulezmmlszniaman

6.2 NTOUHE AN U m’ﬁﬁmfgnﬁﬂmﬁuﬁmwnﬁ pvemalasdninruannTIumsamsuazen lugramuas
fynnedeaany

6.3 ﬂitﬂwuﬂvrqummwmnwamﬁmﬂﬁmﬁ)dwa6iaﬂs:?mi‘mal,m:ﬂ'zwﬂaaﬂﬁmia:ﬁ'ﬂ’mﬁvlﬁfum
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General requirement 183tN&TFISUEINTL Finished product JUUuY 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, 20086.

3 = British Pharmacopoeia 2013
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Qs Qo g Qs
swaztﬁﬂmqmanvm:mmumnﬁ"lmanmsmsw%an%nmvﬁm
1l B47 /2562
S78M15N 9 Sodium valproate oral solution 200 mg/mL, 60 mL

muﬂszmﬂﬁ'awi’mqumﬂﬁmﬁ /

1. Heomn Sodium valproate oral solution 200 mg/mL, 60 mL

2. amsaaianaly

2.1 yuuuy Wussazans dmsusudszniu

2.2 futsznau Usznaueiudaen Sodium valproate 200 mg luasazansdSanas 1 mL

23 mauzusry  usnnlumoucdaadin tastuusonazanudn uaes Syringe sxyUIanasidu cc we mL

2.4 a8 - mﬁam WU TNILMENFFYUIZANMAULTI TUNE R 1"u§umq Wwfinde usssunadon
dn3umn Wadsdauuuussariont

- UUMTUEUIIe aﬂwqﬁayﬁaﬁ:q%amﬂ?a%‘amams@h FIUUTZNAVUATIWINAMNUTY

Y841 L8ufinEe fuﬁvumq JECTIEN

3. aENUAIINATA

3.1 Finish product sgecification“)

1. ﬂ?mmé”zmﬁ’mzy, 95.0 - 105.0% of the Sodium valproate

2. Identification AT

3. pH ATIWY

5. Deliverable volume / Volume in container | @333 14a"Y General requirement 2adN§TE15SUIRTY Finished product
ULV Oral liquids

6. Related substances Sum of the areas of any secondary peaks : NMT 0.4%

3.2 Drug substance specification : Sodium valproate“’

1. Phanmdandagy 98.5 - 101.0% of Sodium valproate (dried substrance)

2. ldentification ATIINTH

3. Appearance of solution ATININ

4. pH ATIWIU

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 20 ppm

(wsmviaena 3lsakglaises)
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1.1.1 luns@ifiduenindaludsznalng waneds no.2
112 'lumtﬁ‘?{l,ﬁummw”"nw‘u‘an'ml,ﬁamsq wuneie ne.3
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VIN3aW finished product specification Laz/n3e Drug substance specification Tﬂﬂmmm"lmnamuﬂﬁ:n’m
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lumndaun PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taswianau PIC/S participating
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