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i'lzm'liﬁ 8 Lorazepam 1 mg Tablet
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3. AMENUANIINAKA

Namsmn‘?msw:ﬁ‘qmmmﬂuvlﬂmu Finished product specification LLaz Drug substance specification
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3.1 Finish product specification "

amdianImaa

USP 35

BP 2013

1. YSanmaaenday

90.0 - 110.0% of the L.A. of Lorazepam

90.0 - 110.0% of the L.A. of Lorazepam

2. ldentification ATIINH AN
3. Dissolution - azanwliaenin 60%(Q) of the L.A. of AT
Lorazepam N1 olu 30 wi
- azanw liaandn 80%(Q) of the L.A. of
Lorazepam NN olu 60 w7l
4. Uniformity of dosage units ATITHIN AT

5. Related compounds

- Lorazepam related compound D,E

: for each impurities, NMT 0.5%

- Lorazepam related compound C : NMT 3.0%
- Lorazepam related compound B : NMT 0.1%
- Any individual unspecified degradation product
:NMT 0.2%

- Total impurities : NMT 4.0%

- Any other secondary spot : NMT 1%
- Any individual unspecified, for each impurity

:NMT 0.5%
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3.2 Drug substance specification : Lorazepamm’(z)

AMANTANWINATA USP 35 BP 2013

1. USanmaaedny | 98.0 - 102.0% of Lorazepam 98.5 - 102.0% of Lorazepam
(calculated on the dried basis) (calculated on the dried substance)

2. Identification NTIWU AITHIU

3. Loss on drying NMT 0.5% (105°, 3 hours) NMT 0.5% (at 105°C)

4. Residue on ignition NMT 0.3% -

5. Heavy metals NMT 0.002% -

6. Related substances | - Lorazepam related compound D,E : for each | - Impurity B,D : for each impurity, NMT 0.1%
impurities, NMT 0.15% - Unspecified impurities : NMT 0.10%

- Lorazepam related compound A : NMT 0.10% | - Total : NMT 0.2%
- Lorazepam related compound C : NMT 0.30%

- Lorazepam related compound B : NMT 0.01%
- Any individual unspecified impurity : NMT 0.10%
- Total impurities : NMT 0.75%

7. Sulfated ash - NMT 0.1%
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1. Bam Perphenazine 8 mg Tablet
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Namim’mﬁmi’lzﬁqmmwLﬂuvlﬂmu Finished product specification L&z Drug substance specification
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3.1 Finish product specification "

AMENTANIINAKA USP 35

BP 2013

1. USumanendany

90.0 - 110.0% of the L.A. of

Perphenazine

92.5 - 107.5% of the L.A. of

Perphenazine

2. ldentification

AN

ATIINU

3. Dissolution

azanelaiaandn 75%(Q) of the LA.

of Perphenazine N ol 45 wfi

azane'laiaendn 70%(Q) of the L.A.

of Perphenazine nglu 45 W

4. Uniformity of content

FTIVNT

HIVH

5. Related substances

AIINU
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3.2 Drug substance specification : Perphenazinem’(z)

amanianmaiia USP 35 BP 2013
1. ﬂ?mmﬁ’m‘lﬁ‘lﬁiy 98.0 - 102.0% of Perphenazine 99.0 - 101.0% of Perphenazine
(on the dried basis) (on the dried substance)
2. identification ATITHIU ATIY
3. Appearance of solution ATITNIN Clear
3. Meiting range 94° - 100° -
4. Loss on drying NMT 0.5% (65°, 3 hours) NMT 0.5% (65°, 4 hours)
5. Residue on ignition NMT 0.1% -
6. Ordinary impurities HIITHNU - Impurity A : NMT 0.2%
/Related substances - Impurity B : NMT 0.5%
- Unspecified impurities : for each impurity,
NMT 0.10%
- Total : NMT 1.0%
7. Sulfated ash - NMT 0.1%
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1 = The United states Pharmacopeia 35

2 = British Pharmacopoeia 2013
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s18n15n 10 Phenytoin sodium 100 mg Extended release capsule
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1. 5aEn Phenytoin sodium 100 mg Extended release capsule

2. amasianaly
2.1 uuy Wwsudeunyea zﬂLLUUQQHQﬂﬁiﬁu (Extended release) SMTLTUTZNH
22 gudsznay  Usznaualueien Phenytoin sodium 100 mg 1 1 1@
23 maususry  usslumzuzdesdin tasruanuiu” LLazmiﬁgﬁmsrTﬂaaﬁmm
24 28 - Botn fuLENaURILIESLATAALT) TUNAS ’j"ufﬁvumq WuinGe wasisunzdon
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3. AMENVANIINAKA

Nammsn?mﬁ:ﬁqmmwn,ﬂuvlﬂmu Finished product specification Laz Drug substance specification
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fsedsnninddisuatudsny asldaanadoudadinnuamenssunsomIsuassn NIENTREITUEY
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3.1 Finish product specification "

amdalanmaia USP 35
1. USunmarsndagy 95.0 - 105.0% of the L.A.of Phenytoin sodium
2. |dentification ATITHIU
3. Dissolution Test 1

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

- azaneliunnn 60%(Q’) of the L.A. of Phenytoin sodium lu 60 w1
- azaelidanndn 70%(Q”) of the L.A. of Phenytoin sodium 1% 120 w1#i
vi70 Test 2

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

- azanelinnnin 65%(Q’) of the L.A. of Phenytoin sodium 1w 60 w#
- azaneluiounin 70%(Q”) of the L.A. of Phenytoin sodium 1 120 w1l

4. Uniformity of dosage units | @773H %

(Content uniformity)

5. Related substances -Phenytoin related compound A : NMT 0.5%
-Phenytoin related compound B : NMT 1.0%
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3.2 Drug substance specification“)

amduiamnaia USP 35
1. YTnudaendegy 98.0 - 102.0% of L.A. of Phenytoin sodium (calculated on the dried basis)
2. Clarity and color of solution ATV

(Appearance of solution)

3. Identification ATIHU

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%
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1.3a81  Rabies vaccine (PCEC) 2.5 IU/1 mL injection
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3.1 Finish product specification")
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3. Bovine serum albumin NMT 50 ng / dose
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1.3081  Rabies vaccine (Vero cell) 2.5 1U/0.5 mL injection
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3. AMEANDANIINARA

3.1 Finish product specification™ y

AMANLTANIINARA BP 2013
1. Identification ATIINU
2. Potency (3wt Rabies antigen) Not less than 2.5 [U / dose
3. Bovine serum albumin NMT 50 ng / dose
4. Sterility AT
5. Bacterial endotoxin Not less than 25 IU / dose
6. Pyrogens ATV
7. Water NMT 3.0%
8. pH @lsmmumwﬁi:qlu Finished product specification
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3.1 Finish product specification”
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Uniformity of weight (mass)
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BP 2013
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98.5 -101.0% of Sodium Valproate (dried substance)

2. ldentification ATIH
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%

A
GRAL) W ‘5/ ..................... ATINMT @D N, ATINNTT
WNEINDON NaAT e
9
d \\:{
TGREL) WO » ASTUNIT ASSUNNS

(WHFINTT ngyaudand)

(WNENITAUST Lradan)

WA 8N 3T13yaie.03/2559



3.2 Drug substance specification : Sodium Valproate® (#8)

AmmINIANIINARA BP 2013
6. Chlorides NMT 200 ppm
7. Sulfates NMT 200 ppm
8. Loss on drying NMT 2.0%
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3.1 Finish product speclficatlon““ M)
1. dSnmdandnmy 90.0 — 110.0 % L.A. of Sodium valproate
2. |dentification ﬂ‘nﬁ]b&’luﬂ’mﬁi:‘l.qllu Finished product specification
3. Dissolution - %899 N2 la9R 1 Ha9uERINNIAZATY 10 - 30% of the L.A. of Sodium valproate

- paINTAlaR 3 FDILRAINTIRZAIY 30 - 50% of the L.A. of Sodium valproate

- %R3NTLUIN 6 FDILERINIRZANY 50 - 70% of the L.A. of Sodium valproate

4. Weight variation 30 @Sﬂﬂ&i’\%ﬂ’mﬁszﬂu Finished product specification

Uniformity of weight (mass)

5. Related substance Gl':’;ﬁ]ﬁi’\%@l’\&lﬁsquu Finished product specification

3.2 Drug substance specification : Sodium Valproate“’

AnaNtANIINALA BP 2013
1. ﬂ?mmﬁ‘améﬁﬁty 98.5 -101.0% of Sodium Valproate (dried substance)
2. Identification AT
3. Heavy metals NMT 20 ppm
4. Acidity or alkalinity ATV
5. Related substances / - Impurity K : NMT 0.15%
Chromatographic purity - Unspecified impurities : for each impurity, NMT 0.05%

- Total : NMT 0.2%
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3.2 Drug substance specification : Sodium Valproate(" (Gia)

amanLanuInaka BP 2013
6. Chlorides NMT 200 ppm
7. Sulfates NMT 200 ppm
8. Loss on drying NMT 2.0%
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