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8NN 1 Levodopa 200 mg + Benseraside HCI 50 mg Tablet

AuUsznEIININ OHERRT F1

Ban Levodopa 200 mg + Benseraside HCI 50 mg Tablet
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1. weudie shesudseniu
2.1 Ja Usznaudiaaien Levodopa 200 mg Wz Benseraside HCI 50 mg
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1. USanmaagndngy 90.0% - 110.0% of the L.A. of Levodopa
' 90.0% - 110.0% of the L.A. of Benseraside HCI
2. |dentification GIS’J’-JN"Iml’mﬁsquu Finished product specification
3. Weight variation mmmum&lﬁi:qlu Finished product specification
%32 Uniformity of Weight (mass)
4. Dissolution ﬂﬂﬁ]ﬁhmﬂ&lﬁi:q‘lu Finished product specification
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3. mmauamaaLﬂumwummﬂuwwammawuwum'ﬁmfJ ( LLaﬂGLﬂﬂﬂ’ﬁﬁ‘UiﬁN)

4. a'nmmwmmanmmmanwm*maommauaﬁm

4.1 wamsmamLﬂﬂ:mmmwwamnmm'uaowwam (Certification of analysis) lusnjufiaadudaating

4.2 Nammﬂmmn,mmmwmnﬂu (Raw material) maammmﬂmﬁ'l'&'lum'swamm ‘YN'!.IENNNR@IU']LLR“‘
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1. WSnmdaendan

98.0 - 102.0% of Levodopa

(Calculated on the dried basis)

99.0 - 101.0% of Levodopa
(Calculated on the dried substance)

. Related compounds

- Levodopa related compound A : NMT 0.1%
- L-Tyrosine : NMT 0.1%

- 3-Methoxytyrosine : NMT 0.5%

- 1-Veratrylglycine : NMT 0.1%

- Individual unknown impurity : NMT 0.1%

- Total impurity : NMT 1.1%

2. Identification ATIWNU ATIWU

3. Appearance of solution - ATIWY

4. pH - 45-7.0

5. Specific rotation -160° to -167° -
6. Loss on drying NMT 0.5% -
7. Residue on ignition NMT 0.1% -
8. Heavy metals NMT 0.002% -
9

By Liquid chromatography

- Impurity A : NMT 0.1%

- Impurity B (tyrosine) : NMT 0.5%

- Impurity C (3-methoxy-DL-tyrosine)

: NMT 0.2%

- Unspecified impurities : for each impurity,
NMT 0.05%

- Total impurity : NMT 1.0%

- Disregard limit : NMT 0.03%

10. Enantiomeric purity

By Liquid chromatography
-impurity D (D-dopa) : NMT 0.5%

11. Heavy metals - NMT 10 ppm
12. Loss on drying - NMT 1.0%
13. Sulfated ash - NMT 0.1%

ANIULHA
—_—

2. NMT = Not more than

(Wwirl Yasam)
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2. amaNiiAn19inAiALas Benserazide Hydrochloride"

Amamiannaie S BP2013 L N
1. USunmdaensagy 98.5 - 101.0% of Benserazide Hydrochloride (anhydrous substance)
2. Identification AT
3. Appearance of solution AT
4. pH 40-5.0
5. Related substances By Liquid chromatography

- Impurity A : NMT 0.5%

- Impurity B : NMT 0.5%

- Impurity C : NMT 0.5%

- Unspecified impurities : for each impurity, NMT 0.10%
- Sum of impurities other than A : NMT 1.0%

- Disregard limit : NMT 0.05%

6. Heavy metals NMT 20 ppm
7. Water NMT 1.0%
8. Sulfated ash NMT 0.1%

NHIEKA  NMT = Not more than
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7.2 nadimiuilailgenduuuy dasdindngmumaimmsfiBafialdusasnamsfinunils Bioequivalence study
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RUIHA : 81989370
1 = General requirement 2 ILNFUFIIUFIAIL Finished product 31JLL1J1.IEJ'1Lﬁﬂ
2 = The United States Pharmacopeia 35 '
3 = British Pharmacopeia 2013
4 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies Ltazﬁjﬁ 3]
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8NN 2 Nicergoline 30 mg tablet
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Zamn Nicergoline 30 mg tablet

anaNiAra
1. \fluwendla slesudsenmu
2. 1u 1 e Usznaudiu@2e Nicergoline 30 mg
3. yrniluunsngfifloavass wia blister pack daiin
4.amnezy - Hoen FIULIZNALMILEAYUITANAULTI IUnER fuéumq wufinGa unzaanadion
dien Madefaiauuuussasied
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amganiamenaia
i qmﬁﬂﬁaﬂflamﬂﬁﬂ Co o Japanese Pharmacopoeia 16" edition
1. YSunmarendraty 95.0 - 105.0% of the L.A. of Nicergoline
2. Identification AT
3. Related substances By Liquid Chromatography : NMT 2.0%
4. Uniformity of dosage units A329HU
(Content uniformity)
5. Dissolution ATIVHIM
WAL NMT = Not more than
Gawludw 9
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URBINAR
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rhas itz oy (finished product specification) nstﬁﬁaQszuiﬁanﬁSLﬂﬁuuuﬂaattﬂmLﬁlmﬁu
ADILUULBNFITRIDENWIMWANENTVBUA LYINWIBY finished product specification
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RANNIATITNIAALUNINEAED8INIZNTIITITUGY (GMP Wia GMP/PICs) lumuameniausuny

2.2 nsdifidngmingrondwisana griadasddnnmtienibifasusaanasgiunniag

mwé’nmmfvf"'ai'i'n'\sﬁﬁlumwﬁmmmaoﬂsxmmjwam %38 Certificate of pharmaceutical products
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3. mmauamaaLﬂumnummﬂucdwammaEtmua’mmg ( LERILBNRITILTAY)

4. zi'ummwrhmanmsqma"nwnwm 9Ll KA TIAN

4.1 Namsmvﬁms’n:‘l{qmmwwﬁmﬁ'mfﬁmaa;j’wﬁsl (Certification of analysis) 'luzm;uﬁduﬂmﬁazi'm

42 wammnﬁmﬁ:ﬁqmwwi’wqﬁu (Raw material) U83028NA N LT IWNTHANEN LR IARETY]

¥ o a i ' a ' w W ' i s o o X
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ANENIAMIINARALBY Nicergoline

(1).(2)
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Japanese Pharmacopoeia 1 6" edition
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 SOMEN

1. Yinmeendagy

(Dried substances)

98.5% - 101.0% of Nicergoline

99.0% - 101.0% of Nicergoline

(Anhydrous substances)

2. ldentification AT

AT

3. Appearance of solution

ATITHU

4. Optical rotation

+5.2° to +6.2°

5. Purity

T ATITU

- Heavy metals : NMT 10 ppm
- Related substances by liquid chromatography

- Related substances determine by liquid
chromatography

1. Impurity B (1-desmethylnicergoline)

: NMT 0.8%

2. Impurity A {(chloronicergoline) : NMT 0.5%
3. Impurity H : NMT 0.3%

4. Impurity D (5-bromopyridine-3-carboxylic
acid) : NMT 0.2%

5. Impurity C, F(isonicergoline), | : for each
impurity, NMT 0.2%

6. Unspecified impurities : for each impurity,
NMT 0.10%

7. Total : NMT 1.2%

8. Disregard limit : NMT 0.05%

6. Loss on drying NMT 0.5%

7. Residue on ignition NMT 0.1%

8. Water

NMT 0.5%

9. Sulfated ash

NMT 0.1%

v [ a Y @ o as R th e A
nygva 1. ADIUFAINBNIINAFAUA UFVUANINAUAY NVDAULNFTANTY Japanese Pharmacopoeia 16 edition #32

BP 2013 T79u
2. NMT = Not more than
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7. LaNETAU Y
7.1 RUWFAINANSANBIANUAIAIVDILN (Stability data)
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7.2 nadifudui lildenduuuy daslinangumadmnsiidatieldusainamsdnmnils Bioequivalence study
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57991 3 Sodium valproate 400 mg sterile powder for injection

muﬂszmﬂ{fmi’ﬂquaﬁﬁmﬁ

fomn  Sodium valproate 400 mg sterile powder for injection

amasiana
1. dumsneennide
2. 1w 1 vial Usznaudauaaen Sodium valproate 400 mg
3. ussqlum'ﬁu:msgmﬁﬂﬂﬂﬁmnL"Bra
4. aanmy - famn Sulsznaudamidyuazanuuss Tunda i’uﬁvumq \ufindn unzinamudon
@suen Hadhitanuuuussaneg
- UUMTULTINNER adnqﬁaﬂﬁawzq%am duenaudend@fy AN fuéumq ua
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asm a ' @ o & P o v &
anaainmanena’ (L official lundsdsy USP 35, BP 2013 @eamznssumsy Widuenanssrsdalunns

TR UANNUIANIZYBIEN)

1. USinmdasdegy 90.0% - 110.0% of the L.A. of Sodium valproate
2. ldentification m’mmumuﬁﬁ:qm Finished product specification
3. pH muamumuﬁ's:q'lu Finished product specification
4. Water content m’aﬁlmumuﬁ‘szqh Finished product specification
5. Sterility test ATIANIN
6. Bacterial endotoxins ma’«amumuﬁs:q'l,u Finished product specification
7. Particulate matter AN

- ayMATWIA 2 10 pm laiifin 6,000 aymea

- aymAYIA 2 25 um Lilfiu 600 ayna
8. Uniformity of dosage units ) mﬂmhumuﬁi:l.‘flu Finished product speciﬂcatibn
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1.2 ludmwatun=ndouen ne. 1 vosenfiiauasan ws”a&mua:LSﬂﬂﬁ";iahﬁmuquqmmwmawﬁmﬁ'm‘ﬁ
aaitunzifiond (finished product specification) nsn’iﬁ'agsmiwmﬂﬂﬁuuuﬂmmﬂmLﬁuLﬁua:ﬁaquuu
LNAIRIa@UIMNENNITTBMA laWIaY finished product specification
2. LANATILIBINIAITIUNINAALT

2.1 nadifiemaaluysanalng HrAadasdidumnwiewiafasusasinasumsHAaEIaY
'mzi'nmmﬂ?ﬁmsﬁﬁlnmswﬁmmmaanszmwmmsmqﬂj (GMP %32 GMP/PICs) lunuaaenlanauy

2.2 ns@idwamingrninawdsana griadasdimumnwdiemiieiusesanasgunisuian
mwﬁ'nmm*ﬁ’a%n’rsﬁﬁ'lun'lmﬁmwaoﬂszmﬁgdl”wﬁm %38 Certificate of pharmaceutical products
3. ﬁ'ummwmmanmsqmé’nunmaamﬁ'muaﬁm

3.1 wansanainERguwRAaA YR (Certification of analysis) 1um§uﬁdm.ﬂm‘i‘;azi'm

3.2 wamsmn'«ﬁmﬁ:ﬁqmmwfmqﬁu (Raw material) mam“’nmﬁﬂﬂ"tymi'lummﬁmm wﬁmaa;ﬁ{wﬁmm
LLa:Q’nﬁmfmqﬁuﬁLﬁus;w.ﬁmn"u uanﬂujmﬁmﬁ'um@ﬁasm'ﬁa'o (LERAILBNRITIUTDY) ADIURAINTATID
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Sodium Valproate @31 2
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 Japanese Phér‘rﬁéc‘opqék[:ak‘iSm'edition;

1. YRnmdrendray

98.5% - 101.0% of Sodium Valproate

(Calculated on the dried basis)

98.5 - 101.0% of Sodium Valproate
(dried substance)

2. identification ATITHIH AT
3. Appearance of solution - ATV
4. pH 70-85 ATIWIU

5. Puﬁty

1. Heavy metals : NMT 20 ppm
2. Related substances : 93190%

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%

1.4 Disregard limit : NMT 0.03%
2. Chlorides : NMT 200 ppm
3. Sulfates : NMT 200 ppm
4. Heavy metals : NMT 20 ppm

6. Loss on drying

NMT 1.0%

NMT 2.0%

UHIULNR
BP 2013 file"

2. NMT = Not more than
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1 = General requirement ¥89LN§%¢#1FU&MIY Finished product JUULY Injections
(Parenteral preparations)
2 = Japanese Pharmacopoeia 16th edition

3 = British Pharmacopoeia 2013
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