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1811590 1 Botulinum toxin type A 500 1U for injection
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1. §oan Botulinum toxin type A 500 IU for injection
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2.2 swdszney  Ysznaudiu@ann Clostridium botulinum toxin type A 500 1U lu 1 vial
2.3 MTUEUIN Uiiﬁﬂuﬂﬂ"ﬁm‘umﬁ;U’)a@ﬂﬂﬂ’wﬂﬂL%a
2.4 &N - szq%am RIULTENOUAINE R TYUATAINNT TUNEE fuéumq WUTNER waslanzdon
dnsuen 13 DUNITARULUUTIA U
- uumwzmifgmamaﬁauﬁaas:y%amw%a%amomsﬁw fIUUTTNOLUALTWIAN NI

28997 LavNNAe TuFneNy Hraian

3. AMANUANIIINALA

?«lamﬁ@ﬁ’m%mﬁ:ﬁ@]‘mﬂ’]WL‘f}ulelmm Finished product specification LLax Drug substance specification f

v
a @ A

v a w o o« A 'Y P o A
gedsnnnFrdTuat L@ TeldaanaidsudadinuamenITuANTaI R TLAZEN NIENTNETVIGY N9t
© . @ A vy & v v A a , A e o o o w A
inFrd1sunldensdedanduatuifisuiiinialninituiasgunsrdisuladisunis andsznianiznsag
AT 1389 3TY@MTI0N WA.2556 89T 11 LBIEY W.A.2556 (aoﬂs:mﬂlmw’ﬁﬁwwunmfwﬁ 10 diguion

~ ' =] [ W&/ Qs Y=Y
2556) N3G b wmwlmmmamwmm IAHENITNNTUIINIRTIAEN

3.1 Finish product specificationm

Test ltems BP 2013

1. ldentification ATITHU
2. Specific activity

- 150,000 relative molecular mass neurotoxin | - Mfauni1 1x10° mouse LD, units / mg of protein

- 900,000 relative molecular mass neurotoxin - aivionnin 1x10” mouse LDsg, units / mg of protein
3. Protein content ATIIU
4. pH HININU
5. Water ATITHY
6. Sterility ATIVEU
7. Bacterial endotoxins %BHNI1 10 1U per vial
8. Microbial purity ATIVHU
9. Genetic purity ATIVIU
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819N 2 Ginkgo biloba extract 40 mg tablet
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1. Bown Ginkgo biloba extract 40 mg tablet

2. amaniianaly

2.1 31Uy Wuenda Snsusudszmu

2.2 dsenay Usznaudae@aen Ginkgo biloba extract 40 mg 11 1 e

2.3 MIULUIN ussm‘luumaamuauﬂaaa %38 blister pack Jagfin meussanmmﬂmnuum
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3. AMANUANINARA

Namsm’n‘i}'smﬁ“%ﬂmmm'ﬂuvlﬂmu Finished product specification Waz Drug substance specification
ﬂmoaommna‘ﬁmsnanummnu mﬂmwmmuumamunmuﬂm CTIITUNITANWRITURT YD ﬂid’li’JGﬁ']ﬁ’liﬂl;ﬁ‘ll
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3.1 Finish product speciﬁcation‘ !

1. SSnmdrndey 90.0 - 110.0% of Ginkgo biloba extract lapfnuusiaail
- 22.0% - 27.0% of flavonol glycosides
- 5.4% - 12.0% of terpene lactones
isznavuaae bilobalide, ginkgolide A, ginkgolide B, and ginkgolide C
2. Identification ATITHU
3. Disintregration mmw"mmuﬁizq‘lu Finished product specification
4. Uniformity of mass ATIU
(Weight variation)

) (WY oI TiuuY)
o m/ o .
(GEX L) N nITUNT (CE3 1) N Y, = nIIUMS
(WNETIMUAEH f3ua) (WsusIuns wdlus)
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3 2 Drug substance sgec:ficatlo : Powdered Glnkgo Extract”

; Testitem = “*’ L O us
1. ﬂsmmmmmmy - 22.0% - 27.0% of ﬂavonol glycosides
- 5.4% - 12.0% of terpene lactones Usznaudae
2.6% - 5.8% of bilobalide
2.8% - 6.2% of the sum of ginkgolide A, B, C on the dried basis
2. |dentification ATITHIU
3. Pesticide residues AT
4. Heavy metals NMT 20 pg/g
5. Microbial enumeration tests - m’m'lsjwmifa Salmonella species uaz Escherichia coli
- Total aerobic bacterial count : lajifiw 10° cfulg
- Total combined molds and yeasts count : lsitfiw 10° cfulg
6. Limit of rutin and quercetin - NMT 4% of rutin
- NMT 0.5% of quercetin
7. Limit of ginkgolic acids NMT 5 ug/g
8. Loss on drying NMT 5.0% of its weight (105°, 2 hours)
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2. Drug substance specification wmsm'mn'lmmﬂmmawwam drug substance 3aluSamey drug substance 189
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3. Lanm‘sqmmwmaomﬁtaum'\m (Enwrnnane)

3.1 Namim’a'ﬁmi’l:ﬁqmmwwﬁmﬁ'm‘ﬁ EJ’}Z%WL%?JEiJ‘UENQ’NﬁG\ (Certification of analysis of Finished product) N
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38NN 3 Levetiracetam 500 mg tablet

muﬂszmﬁﬁ'cni’mquas'mmﬁ

1.3a87  Levetiracetam 500 mg tablet

2. amasianaly

2.1 3uuuy Wuenda dwsusudseniu

2.2 susznay  Usznaudisdaen Levetiracetam 500 mg lu 1 1

2.3 MTULUITY msaﬂuuma@ﬁwﬂazjﬁ %38 blister pack Jagiin

2.4 231N - s:q%am fudsznaudIgn@mAYLaTA LTI TUKES fuéumq UKD uaziaY
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3. anaNLGNI9mAKA

Naﬂﬁiﬁli’)ﬁﬁmi’l”ﬁﬂmﬂ’lWLﬂuvLﬂmﬂsJ Finished product specification L&z Drug substance specification ﬁ
mdmmnma‘ﬁmsuauummﬂu sno"l,mmmmUumamunmuﬂmmssumsmmsumm ﬂsmswmmsmm mu
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3.1 Finish product specification

Test Item : USP 38
1. YSanmudhenddy 90.0 - 110.0% of the L.A. of Levetiracetam
2. Identification AU
3. Dissolution Il test 1 : ugasmInsme o in 70%(Q) of the L.A. luaan 15 widl

NIt test 2 : ugaamsazmelaitoandn 80%(Q) of the LA, lwam 15 wifi
il test 3 : umasmIazaelaitasndn 80%(Q) of the LA, T 30 wifi

4. Uniformity of Dosage units AT

5. Impurities SN

3.2 Drug substance specification : Levetiracetam'”

Testitem FRR e ‘USP38 ,,
1. YFuuen El’lﬁ’lﬂwﬁy 98.0 - 102.0% of Levetlracetam (calculated on the anhydrous and solvent free baS|s)
2. Identification AT
3. Residue on ignition NMT 0.1%
4. Heavy metals NMT 20 ppm
5. Water determination NMT 0.5%
6. Limit of Levetiracetam R-Enantiomer | NMT 0.8%
7. Related substance ATITNW
(RN 1) I 5’2_&—' ................. ﬂﬁ:muﬂmwmmms
(Wwa19N 21383 TULY)
(m%a) ........................................... nIsunMs (ae’fm) .................... /‘ "L‘ ................ nIvwMI

Saa a
(WWENIMUGRS miumy) (Wismugiund seflus)
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1. ﬁ'lmewdwLanmsms"l,@ﬁ'uakuy'lm‘fumLﬁﬂu@‘iﬁumLﬁaﬁ‘iwmmluﬂszmﬁ%u uazduas (declare)
WARINER
1.1 luddymstunadoudium me.2 ne.3 ne.4 waueinsil)
1.1.1 lunsdifiduenfindalulszinalng nanef no.2
1.1.2 lunstﬁﬁLﬂuﬂﬁﬂﬂL’ﬁﬂw‘w‘ammﬂaussq wuneie ne.3
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811N 4 Levodopa 200 mg + Benseraside (HCI) 50 mg tablet
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1. §aen Levodopa 200 mg + Benseraside (HCI) 50 mg tablet

2. amanianaly
2.1 3w Wuede §vsusudsemu
2.2 gutlsznay Usnaualuatn Levodopa 200 mg W& Benseraside HCI 50 mg ﬁaugaﬁ'u
Benseraside 50 mg T 1 e
2.3 MIULUTIY vy lumauzusadasiin Yasruussuazanugule
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3. amgalANIMaRe

3.1 Finish product specification™”

1. USumdrendaty mmmumw‘ﬁ's:qiu Finished product specification

2. ldentification mwci’mmwﬁsquu Finished product specification

3. Weight variation mnmumuﬁizlﬂu Finished product specification
%38 Uniformity of Weight (mass)

4. Dissolution @lsmmumwﬁliquu Finished product specification

5. Related compounds / Impurity (ili’;ﬁlci’mmuﬁi:‘uqlu Finished product specification

3.2 Drug substance specification

3.21 Levodopam’“’
Testitem | © usP3s | BrP2013
1. ﬂ‘%mm@"zmﬁm’“r:y 98.0 - 102.0% of Levodopa 99.0 - 101.0% of Levodopa
(Calculated on the dried basis) (Calculated on the dried basis)
2. Identification ATIHU ATITHIU
3. Appearance of solution - ATIIHH
4. pH - 45-70
5. Specific rotation -160° to -167° -
6. Loss on drying NMT 0.5% NMT 1.0%
7. Residue on ignition NMT 0.1% -
(aa%a)ﬁc— ....................... UremuamenIsunig
(WHNAN BNTENITIUUY)

(aa%a) ................ M..nﬁwms (aa%a) .................. B L nyINMSs

(WNENIMUATRE AILRI) (mamwﬁﬁuﬂ{ 216 l8E)
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3.2.1 Levodopa'*

Testitem

E

8. Heavy metals NMT 20 ppm NMT 10 ppm
9. Related compounds - Levodopa related compound A : NMT 0.1% - Levodopa related compound A : NMT 0.1%
- L-Tyrosine : NMT 0.1% - L-Tyrosine: NMT 0.5%
- 3-Methoxytyrosine : NMT 0.5% - 3-Methoxytyrosine : NMT 0.2%
- 1-Veratrylglycine : NMT 0.1% - Unspecified impurities : NMT 0.05%
- Individual unknown impurity : NMT 0.1% - Total : NMT 1.0%
- Total impurity : NMT 1.1%
10. Enantiomeric purity - Impurity D : NMT 0.5%
11.Sulfated ash - NMT 0.1%

4

3.2.2 Benserazide Hydrochloride

1. YBnadapndingy 98.5 - 101.0% L.A. of’Benserazid’e HCl (Anhydrous substanéé)
2. Identification AT
3. Appearance of solution AN
4. pH ' 40-50
5. Related substances By Liquid chromatography
- Impurity A : NMT 0.5%
- Impurity B : NMT 0.5%
- Impurity C : NMT 0.5%
- Unspecified impurities : NMT 0.10%
- Sum of impurities other than A : NMT 1.0%
6. Heavy metals NMT 20 ppm
7. Water NMT 1.0%
8. Sulfated ash NMT 0.1%
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3780151 5 Phenytoin sodium 50 mg/mL, 5 mL injection

muﬂizmﬂﬁ'awi’ﬂquaﬂﬁmﬁ

1. #oen Phenytoin sodium 50 mg/mL, 5 mL injection

2. amanLiana

2.1 pluyy Wussazansdsienide dmiuaadinseaidand

22 smdsznay  deznaudlsdaen Phenytoin sodium 50 mg/mL USunas 5 mL lu 1 Vial

2.3 MTULUIT ussglumm:z%m%umsagmﬁ@ﬂﬁﬂl,%amﬁ@mmﬁa Type I

2.4 33N - ixq%am FIUYTTNaUMUIFIALEZANNLTI TUKES i'uﬁvumq WU uas
wanzidoud1ue waziSnmafusnunen Vli’aai'wfmauuumsqn"wﬁ
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3. AANUANIINATA

Namﬁm’m?mﬁ"ﬁﬂmmm'ﬂuvlﬂmN Finished product specification waz Drug substance specifcation ﬁ

a

EJ’]OE]G‘!]"IﬂLﬂﬁ’ﬁWVSUQUUL@U’Jﬂu fﬁov!,@'«mwmﬂumamum’]uﬂmwnssumsmmmavm nsmswmmsma’u ‘mu
ma’ﬁmsmﬂﬁmaﬁmauﬂuauuwmammmal'ﬁuﬂ’nmmmuma‘nmsulﬂmsuwm AU TENIANTENTS
ﬁ'\ﬁ’]?ﬁkﬁ’ﬂ LiEJ\‘] ﬁw‘U@l’ﬁ’liﬂ W.¢1.2556 aa’mm 11 LIBI8U N.61.2556 (ﬂ\‘?ﬂi”ﬂ’]ﬂluﬁ"ﬁﬂ’%ﬁ]ﬁuLUﬂH’nuﬂ 10 :unmﬂu

2556) ﬂivaSJ LBy Lmlmunwa tNHY IAIENIINMIUTENIATIANEN

3.1 Finish product speciﬁcation‘"’(z’

L . Testitem e . usP3s .. BP2013
1. ﬂ?mrum"'smﬁ'm"zy 95.0- 105 0% of the L.A. of Phenytoin sodium | 4.75 - 5.25% WiV of Phenytoin sodium
2. Identification ATV ATITHIU
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. Propylene glycol 37.0 - 43.0% 37.0 - 43.0%
8. Bacterial endotoxins NMT 0.3 USP EU/mg of Phenytoin sodium mnshumuﬁszqh Finished product
specification
9. Sterility ATINIU ATIVNN
10. Volume in container ATIINL AT
CEViE) W e Uszmuamenssuns
(WBanay a1senITIUUY)
(m‘f}a) ............... W ............... n35UNIT (aa%a)...................ﬁ..‘f...’L..—: .................. NITNNNT
(WNFIMUGRE f3ue) (wiswgTund wdlom)
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(1).(2)

3.1 Finish product specification™* (d@)
11. Particulate matter ( AT AT

- BUMATWIA > 10 pm Lailfin 6,000 aynA

- AUMATUIR > 25 ym lafin 600 a%MA

3.2 Drug substance specification"

1. ﬂ‘%mmﬁwwa‘hﬂ”ﬁy 98.0 - 1020% 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 AU ATIIHIYN

(Appearance of solution)

3. Identification AT ATV

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 - ATIIHU

8. Water - NMT 3.0%

NG 1. nadifsanzidouudsmaiu waive) misssaUiemsimomala lﬂ"ﬁw,mmt.anmmé‘ngwueﬁnénﬁiﬁ’%’umﬁﬁﬁﬁw
2. Drug substance specification An13nniudinnzdvadfuia drug substance wioluIinTes drug substance V89
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3.1 Finish product specification
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1. Yanmudnaendnagy
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m’mmum’mm:q‘lu Finished product specification

2. Identification

. P — P
m’mmuﬂ’m‘n‘izu‘lu Finished product specification

3. Drug release

. P . e
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4. Uniformity of dosage units
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mwmumum:qlu Finished product specification

5. Impurity / Related substance

Gli’aﬁlmwrmﬁ‘inﬂu Finished product specification

3.2 Drug substance speciﬁcation(a’

98.0 - 102.0% of the L.A. of Rivastigmine

Sty

2. |dentification ATIINIW

3. Heavy metals NMT 20 ppm

4. Residue on ignition NMT 0.1%

5. Organic impurities - Phenol impurity (rivastigmine related compound C) : NMT 0.3%
- Nor impurity (rivastigmine related compound B) : NMT 0.1%
- Any other individual impurity : NMT 0.10%
- Total impurities : NMT 0.5%

6. Enantiomeric purity NMT 0.3%

7. Water | NMT 0.5%
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3.1 Finish product speciﬁcationm

1. USunmenendegy mmmuﬂ’m‘ﬁsxﬂu Finished product specification
2. Identification m’)mi’mﬂ’]&lﬁizu:[,u Finished product specification
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7. Particulate matter ATITNN
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3.2 Drug substance specification : Sodium valproatem
- anauganIa , - BP2A3..

1. YSnmaandngy 98.5 - 101.0% of Sodium valproate (dried substance)
2. Identification ATITNI
3. Appearance of solution AN
4, pH AT
5. Loss on drying NMT 2.0%
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3.2 Drug substance specification : Sodium valproate‘z’

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
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3.2 Drug substance specification : Sodium valproate("

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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