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?’mmiﬁ 1 Glycerine 10% injection, 500 ml

aadszmassninguaasih

1. %am Glycerine 10% injection, 500 ml

2. ansansiaia

2.1 guuuy Wumsszaodnanndgs 1o Wild smiudadnaeniians

22 §wmdsznay  dsznaudauaisn Glycerin 10% wiv Usa1as 500 mL 1u 1 WLMTUEUTIY
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3. andaIAMIINALA

3.1 Finish product speciﬁcation“’

1. USnaudaendngy ATIVUANNINTF I Finished Product specification
2. Identification test m’zilﬂi'lu@l'mu'lmﬁ'\u Finished Product specification
3. pH ATIIINAINUNTFIN Finished Product specification
4. Sterility m’r«whmnml'lmg’m Finished Product specification
5. Particulate matter mswmum’\&IU'}mﬁ’lu Finished Product specification

- 9918 2 10 pum laifin 25 symamL
- 9W1@ 2 25 pum lailfiu 3 ayme/mL

6. Bacterial endotoxins m’mmumummg’m Finished Product specification

7. Volume in container AT9INUANANATF M Finished Product specification

3.2 Drug substance specification : Glycerin(z”(a’

1. USunmudnendegy 99.0 - 101.0% of Glycerin 98.0 - 101.0% of Glycerin
(calculated on the anhydrous basis) (anhydrous substance)

2. Identification AT AN

3. Specific gravity Not less than 1.249 -

4. Residue on ignition/ NMT 0.01% NMT 0.01%

Sulfated ash
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3.2 Drug substance sgecmcatlo Glycerlnm ) (ma)

NMT 5.0%

5. Water NMT 2.0%

6. Chloride NMT 10 ppm NMT 10 ppm

7. Sulfate NMT 20 ppm -
8. Heavy metais NMT 5 ppm NMT 5 ppm

9. Limit of chlorinated

NMT 30 ppm of C!

ethylene glycol

compounds
10. Fatty acids and esters A5 Ester : amamn
11. Diethylene glycol and NMT 0.10% -

12. Related compounds

- Individual impurities : NMT 0.1%
- Total impurities : NMT 1.0%

- Impurity A : NMT 0.1%
- Any other impurity : NMT 0.1%
- Total : NMT 0.5%

13. Refractive index - 1.470 - 1.475
14. Acidity or alkalinity - ATV

15. Aldehydes - NMT 10 ppm
16. Halogenated compounds - NMT 35 ppm
17. Color AT -

18. Sugars - ATIVNU
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auidunsidon (finished product specification) Lm:ﬂTaﬁmuﬂQmmwmaﬁwqﬁu (drug substance
specification) nitﬁﬁag;i:wmmﬂﬂéﬂuuﬂmLm'"lmﬁmﬁu wdsILULLENATIANENenTYaun 1 (8.5)
¥IN3DY finished product specification Laz/#38 Drug substance specification Togvaurlunauindszme
dezmanaBidnnsafing wazluiiin 2 1 m Sudseaedsznieneanddnnsefing
2. 19NF1ITUVTBINIATFIMMIHARLN

21 nsdinegwaalusznalneg Hraadasiiianmsivsennaspumskdameaamsninosiuazdinisfiain
mMInNaae PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taeniasnu PIC/S participating authorities
wia flenmriusesnasgpiunsriasamunaninasiuaziinsialuntsiasussdinaunmenssums
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3.1 MansanRdleTeAgumwkRaiueinduTegUuasiiia (Certification of analysis of Finished product)
'l.ums;uﬁdmﬂum”’mam
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6. figuasan (fng) Busanlianidndygndenasuivwa aoit

6.1 mrﬁwamsq‘umnﬁmﬂ:ﬁmﬁ Tﬂﬂnsu%mmam‘msuwwzfm?aﬁ'aqﬂﬁu'ﬁnwsﬁvlﬁmmgm ISO/IEC
17025 Liidwldewanaspudaimualulszmedszniaman
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3 = British Pharmacopoeia 2016
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37801131 2 Levetiracetam 500 mg tablet

aalszmaAvIninguausi

1. 88 Levetiracetam 500 mg tablet

2. ansanianaly

2.4 guuy iWuside dwnsusudsenmu

2.2 gudszney  Usznaudinale Levetiracetam 500 mg 1w 1 1dla

23 mywrussy  usnluusegiiiluanand w3e blister pack Jaafin

2.4 a8 - szq%am WU RNIUMENITIATYUAZAINUT TUNES fuﬁvumq \0finGe uaziy
nufoudsuen 13 peNTARULBLITIA U

- uum’ﬁu:ussfgmamaﬁauﬁaas:q%amﬂ?a%amamsdﬁ FIUUTENY UBLTUIRA UL

Va9tN LavAKAR fu§ua1qﬂﬁ'mw

3. amaNUaAMINAla

3.1 Finish product specification“’

1. YTnuarmdagy 90.0 - 110.0% of the L.A. of Levetiracetam
2. Identification ATIFHIU
3. Dissolution n3dild test 1 : usaamsazaneliteand 70%(Q) of the LA. Tuiaan 15 wifi .
MIWLT test 2 : uaasmIazmeldisenit 80%(Q) of the LA, lwaan 15 whfl
n7dile test 3 : usasmaszanglaliasnin 80%(Q) of the L.A. Tulasn 30 wndl
4. Uniformity of Dosage units AU
5. Organic Impurities - Levetiracetam acid : NMT 0.3%
- Any individual unspecified degradation product : NMT 0.1%
- Total impurities : NMT 0.6%

3.2 Drug substance specification : Levetiracetam’™

1. YSunuaendagy 98.0 - 102.0% of Levetiracetam (calculated on the anhydrous and solvent-free basis)
2. Identification AU

3. Residue on ignition NMT 0.1%

4. Heavy metals NMT 20 ppm

5. Water determination NMT 0.5%
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3.2 Drug substance specification : Levetiracetam'” (919)

6. Limit of Levetiracetam R-Enantiomer NMT 0.8%
7. Limit of Levetiracetam related compound B NMT 0.10%
8. Organic impurities - Pyridin-2-0l : NMT 0.025%

- Levetiracetam acid : NMT 0.3% -

- Levetiracetam related compound A : NMT 0.05% .
- Any individual unspecified impurity : NMT 0.05% |
- Total impurities : NMT 0.4%
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518NN 3 Levodopa 200 mg + Benseraside (HCI) 50 mg tablet
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1. Zoen Levodopa 200 mg + Benseraside (HCI) 50 mg tablet

2. ansanana

2.1 guuuy Wusuda dnsusulsznu

2.2 dawisenay Usznaueqaaen Levodopa 200 mg Uas Benseraside HCI 50 mg Nauyany

Benseraside 50 mg 1 e

a o [ & [
2.3 MUy ussqlumwzussqﬁmaun tasnuuasnazanuaule
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3. andniAMIINATA

3.1 Finish product specification("’(z’

1. USunudendeiny

m'mi’mmuﬁs:qlu Finished product specification

2. ldentification

a329RMANANTEY LY Finished product specification

3. Weight variation
%38 Uniformity of Weight (mass)

a3 Fhumuﬁislqllu Finished product specification

4. Dissolution

k] N’mmuﬁi:q‘lu Finished product specification

5. Related compounds / Impurity

@329 MaaNsEYlY Finished product specification

3.2 Drug substance specification
(3)4)

3.21 Levodopa

1. YRanmeaendnagy 98.0 - 102.0% of Levodopa 99.0 - 101.0% of Levodopa
(calculated on the dried basis) (calculated on the dried substance)
2. Identification AT ATIWNU
3. Appearance of solution - ATIINY
4. pH - 45-7.0
5. Specific rotation -160° to -167° -
6. Loss on drying NMT 0.5% NMT 1.0%
7. Residue on ignition NMT 0.1% -
(aa’?j‘a).................‘(Q .................... nITUNT (m%a) ................................................ nYINNT

@WIvigEen 18um)

(WHRIMUGAR AIUE)

wihfmemans qnﬁazslzsss



3.21 Levodopa(s”“’

Testhem . usP41 | BPate

8. Heavy metals NMT 20 ppm NMT 10 ppm

9. Related compounds - Levodopa related compound A : NMT 0.1% - Impurity B : NMT 0.5%
- L-Tyrosine : NMT 0.1% - Impurity C : NMT 0.2%
- Levodopa related compound B: NMT 0.5% - Impurity A : NMT 0.1%
- L-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%

3.2.2 Benserazide Hydrochloride *

1. thnudamdragy 98.5 - 101.0% L.A. of Benserazide HCI (anhydrous substance)
2. Identification ATITNIN

3. Appearance of solution AT

4. pH 4.0-50

5. Related substances - 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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91 Em’l?‘?'l 4 Sodium valproate 500 mg sustained release tablet
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1. 80 Sodium valproate 500 mg sustained release tablet

2. ananLianaly
2.1 guyy
2.2 #udsznay
2.3 MTUUTN
2.4 287N

&1 at . o @ as
Lﬂummwgﬂuwaanqnﬁmu (sustained release tablets) F1MTUTUL TN
dsznaueu@7en sodium valproate 500 mg 11 1 1@
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3. ansaniaMImaia

3.1 Finish product specification

1. Pinadaendey

(1)42)

95.0 - 105.0% of Sodium valproate

2. ldentification

ATIIN

. N 2]
3. Dissolution

A733r" u@]’mﬁisq‘lu Finished product specification

4. Weight variation %38

Uniformity of weight (mass) @

m’aiwhumuﬁt:qlﬁ Finished product specification

5. Related substances /

Chromatographic purity

- Impurity K : NMT 0.2%
- The area of any other secondary peak : NMT 0.1%
- Total : NMT 0.4%

3.2 Drug substance specification : Sodium valproate"’

1. Pundaendagy

98.5 -101.0% of Sodium valproate (dried substance)

2. Identification AT
3. Heavy metals NMT 20 ppm
4. Acidity or alkalinity AT

5. Related substances /

Chromatographic purity

- Impurity K : NMT 0.15%
- Unspecified impurities : for each impurity, NMT 0.05%
- Total : NMT 0.2%

6. Chlorides NMT 200 ppm
7. Sulfates NMT 200 ppm
8. Loss on drying NMT 2.0% )
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