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819N 8 Lorazepam 1 mg Tablet
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1.5087  Lorazepam 1 mg Tablet

2. amaanianaly
2.1 ;uuy Wuende §wsusudsenu
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3. AMENVANINAKA

wamsmmﬁmﬁzﬁqmmwn,ﬂu"lﬂmu Finished product specification a2 Drug substance specification
e A o o s = a ] 9 =] ) o
Adsdsnningrdsuatuaeny dldanzidoudadninnuamenIrumsanmisuazen NIENTWEBIIREY
& X “ o o A e a o v A a e P Y B ]
nenFodTuAlEedsdaaduatiunfsurinnialuinit nsdtldfisurudduldarudsemeanseniag
FTITED 1389 TTYMTIN W.A.2556 a9TUN 11 LUBIEU W.A.2556 (aaﬂs:mﬂ‘lmmﬁamgmnmfuﬁ 10
o WA/ s Y3
figwiw 2556) 'Lvmunw;auwuw aanenITUMIlIEMenann

3.1 Finish product specification "**
amaniananaia USP 35 BP 2013
1. WSanaudamdnan 90.0 - 110.0% of the L.A. of Lorazepam 90.0 - 110.0% of the L.A. of Lorazepam
2. Identification ATV AW
3. Dissolution - azanslalstaenin 60%(Q) of the L.A. of ATIFEU

Lorazepam melu 30 Wi
- azang'liaundn 80%(Q) of the L.A. of
Lorazepam nn o/l 60 Wt

4. Uniformity of dosage units AU ATIEU

5. Related compounds - Lorazepam related compound D,E - Any other secondary spot : NMT 1%
: for each impurities, NMT 0.5% - Any individual unspecified, for each impurity
- Lorazepam related compound C : NMT 3.0% : NMT 0.5%

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

- Total impurities : NMT 4.0%

wamnIslws lawwus)
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3.2 Drug substance specification : Lorazepam

(1:(2)

ananianinaia

USP 35

BP 2013

1. Uunudaendag

98.0 - 102.0% of Lorazepam

(calculated on the dried basis)

98.5 - 102.0% of Lorazepam

(calculated on the dried substance)

2. |dentification

FTIIW

AT

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
impurities, NMT 0.15%

- Lorazepam related compound A : NMT 0.10%
- 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%

- Impurity B,D : for each impurity, NMT 0.1%
- Unspecified impurities : NMT 0.10%
- Total : NMT 0.2%

7. Sulfated ash

NMT 0.1%
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5180150 9 Perphenazine 8 mg Tablet
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1. Bagn Perphenazine 8 mg Tablet

2. amanganaly

2.1 3w Wupnde SwsUsuUszmu

2.2 gudsznay  Usznaudlw@ann Perphenazine 8 mg 1 1 1@
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3. andNUANIIINARA

wansasailenzigaumwiiuliana Finished product specification uaz Drug substance specification
'w a @ g Qs a = R A LY r= 3 9 b
Aoedsnnindsdrsuatudeins Jldenadoudeduinnuasenssamsamisuazen NIENTHITIIUY
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3.1 Finish product specification **
AmaniaNInaia USP 35 BP 2013
1. USumeaesndat 90.0 - 110.0% of the L.A. of 92.5 - 107.5% of the L.A. of
Perphenazine Perphenazine
2. |dentification AU ATIIHU
3. Dissolution szannlideunin 75%(Q) of the LA. | azane'litasndn 70%(Q) of the LA
of Perphenazine mulu 45 wi of Perphenazine N alu 45 Wil
4. Uniformity of content ATIU ATIHIN
5. Related substances - ATIVHIU
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3.2 Drug substance specification : Perphenazinem’(z’

amanianunaia USP 35 BP 2013
1. BBnnmeendeiny 88.0 - 102.0% of Perphenazine 99.0 - 101.0% of Perphenazine
(on the dried basis) (on the dried substance)
2. Identification AIIIHIU NTIWU
3. Appearance of solution AW Clear
3. Melting 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 e Al - 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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181N 10 Phenytoin sodium 100 mg Extended release capsule
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1. Bagn Phenytoin sodium 100 mg Extended release capsule

2. amananaly
2.1 guny Dusidauadga E‘IJLLUUElaﬂt]Y]ﬁﬁ% (Extended release) §1%IUTUUTZNW
22 gmdsznay  Usznaudleeien Phenytoin sodium 100 mg 1w 1 1fe
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3. amaaianmaia

Naﬂ’lim'aﬁl,ﬂﬂ:ﬁqmmwL‘ﬂuvl.ﬂm&l Finished product specification LLaz Drug substance specification
feBannnsrdnsua Lk A9 ldeanzidsudadinnuanenssumsomsuasen NITNTHIBITRGY
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3.1 Finish product specification "

AmaantaNn1maha USP 35
1. YSunmamdagy 95.0 - 105.0% of the L.A.of Phenytoin sodium
2. Identification AT
3. Dissolution Test 1

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

- azaelainnnnin 60%(Q") of the L.A. of Phenytoin sodium 1w 60 w1l

- szaelikeandin 70%(Q") of the L.A. of Phenytoin sodium 1 120 wfi
w38 Test 2

- azaglalunnnin 45%(Q) of the L.A. of Phenytoin sodium 11 30 w1l

- azanelWannnin 65%(Q)) of the L.A. of Phenytoin sodium 11 60 w1l

- azane'lidasndn 70%(Q”) of the L.A. of Phenytoin sodium 1% 120 w1l

4, Uniformity of dosage units | #3331 1%

(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”)

AmaNianmaia USP 35
1. ﬂ?mmﬁ‘sméﬁﬁ@ 98.0 - 102.0% of L.A. of Phenytoin sodium (calculated on the dried basis)
2. Clarity and color of solution ATIVHIU

(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%
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5981151 11 Rabies vaccine (PCEC) 2.5 1U/1 mL injection

aralszn adrwnsnilanniznivan mimayu ¥ 19 'sj“!lﬂ"lﬂﬁ 10

1.#a81  Rabies vaccine (PCEC) 2.5 1U/1 mL injection

2. amansianaly
2.1 juuy Hukasniseenie dnsude
22 gwdsznoy  Usznaueday inactivated rabies vaccine Aanmsinziaeadaluead chick embryo A
Rabies antigen Li¥panin 2.5 W/mL USu1a3 1 mL da 1 M1uzUss
2.3 MTULVIN msaﬂwmmﬁﬂﬂﬂﬂmm%aﬁ@aﬁw
2.4 887N - szq%am fIUUTZNALAILENAPUATAINLTI TUKER fuﬁvumq aafinge wwunzdou
@uen Lm:i%mnﬁu{nmm"l:)"asho%’mwuuussgﬁmsﬁ
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3. gmam]?umommﬁn

3.1 Finish product specification“’

qmauﬁamomﬂﬁﬂ BP 2013
1. Identification AU
2. The estimated Potency 4NN 2.5 IU / dose

(USunow Rabies antigen)

3. Bovine serum albumin NMT 50 ng / dose

4. Sterility ATIWU

5. Bacterial endotoxins Not less than 25 U / dose

6. Pyrogens ATITINIW

7. Water NMT 3.0%

8. pH @S'Jilti’m@’mﬁiquu Finished product specification
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5781150 12 Rabies vaccine (Vero cell) 2.5 1U/0.5 mL injection
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1.3087  Rabies vaccine (Vero cell) 2.5 1U/0.5 mL injection

2. aneaatana

2.1 jluuy Duksnteenids dnsuia
22 @mulsznay  Usznauaa inactivated rabies vaccine AMganmawzidsaideluess vero cells AF
Rabies antigen laiagnin 2.5 1U/7 0.5 mL Y33nas 0.5 mL ¢ia 1 MAULUIIT
2.3 MTULUINY Usﬁﬁg’lu"ummfmﬂsmmnL%afl@aﬁw
2.4 287N - szq%am Ul IzNaUMILEmALLATA VLT TUHES fuﬁvumq \wufinae wanzdon
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3. amaaaNmana

3.1 Finish product specification") y

AmaNTANIImaALa BP 2013
1. ldentification AU
2. Potency (USu10w Rabies antigen) Not less than 2.5 IU / dose
3. Bovine serum albumin NMT 50 ng / dose
4. Sterility ATIVHIU
5. Bacterial endotoxin Not less than 25 1U / dose
6. Pyrogens AT
7. Water NMT 3.0%
8. pH mwmumuﬁiquu Finished product specification
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518n15N 13 Sodium valproate 200 mg sustained release Tablet

audsznIAF RN AANTENTIEIS 1IN mng'nmwﬁ 10

1.3281  Sodium valproate 200 mg sustained release Tablet

2. amassianaly
2.1 pluny LﬂumLﬁﬂgﬂLmnaanqwﬁlﬁu (Sustained Release Tablets) 1WiUsUUEMK
2.2 gudszney  Usznaudipdlen Sodium valproate 200 mg 1w 1 1@
2.3 MTUUITY miaﬂ,um’ﬁu:fl@aﬁw Uoaruanudule
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3. Qmamﬁamamﬂﬁﬂ

3.1 Finish product specification"”
1. tnmaednmy 90.0 - 110.0 % L.A. of Sodium valproate
2. Identification mwmumuﬁ'izﬂu Finished product specification
3. Dissolution ﬂi?ﬁ]ﬁiﬂuﬂﬂuﬁﬁquu Finished product specification
4. Weight variation w30 G\?’Jﬁ]ﬁi’]u@ﬂ&lﬁ?:‘lﬂ% Finished product specification
Uniformity of weight (mass)
5. Related substance [Pk shumuﬁ's:qlu Finished product specification

3.2 Drug substance specification : Sodium Valproate(s’

ABANVANIINATA BP 2013
1. Sanmasdngy 98.5 -101.0% of Sodium Valproate (dried substance)
2. |dentification 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” (#19)

amaniannaka BP 2013
6. Chlorides NMT 200 ppm
7. Sulfates NMT 200 ppm
8. Loss on drying NMT 2.0%
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RN : 8198990

1 = General requirement 283LNFBAIVEINIU Finished product EULL‘U‘U Tablets

2 = The International Conference on Harmonisation of Technical Requirements for Registration
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(2R) ; Current step4 version, 2006.
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5780150 14 Sodium valproate 500 mg sustained release Tablet
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1.8ag1  Sodium valproate 500 mg sustained release Tablet

2. amaianaly

2.1 3uuy LﬂumLﬁ@gﬂLLuuaanmﬁiﬁu (Sustained Release Tablets) §1%3UTULTzU

22 dwmilsznay  Usznaudaneien Sodium valproate 500 mg tu 1 e

2.3 MAULUITY Ussaﬂum'ﬁuzﬂﬂaﬁﬂ asruanudule

2.4 281N - szq%‘am FILIENaUAILNEATILAZANNUTI TUNTA fuﬁvumq \finaa
wanziaudsuen wariimsiiushwenednstauuuussioed

- LWL aﬂwqﬁamﬁaﬁ:q%am WiaTannanIse LN UATIUWIAAINKSY

Pa3tn LaufiHEe fuﬁvumqvl:?‘ﬁ'mw

3. qmauﬁamomﬂﬁﬂ

3.1 Finish product speciﬁcation“"(z”(a’
1. USnmaaendnty 90.0 - 110.0 % L.A. of Sodium valproate
2. Identification avaRrumufiszylu Finished product specification
3. Dissolution® - w839 N Lash 1 FausaINIaZaY 10 - 30% of the LA, of Sodium valproate

- waaangalas? 3 Fasusnin1sazany 30 - 50% of the L.A. of Sodium valproate

- %RINT WA 6 FaILEAINIREANE 50 - 70% of the L.A. of Sodium valproate

4. Weight variation 730 Gl‘inchum’mﬁ‘s:ﬂu Finished product specification

Uniformity of weight (mass)

5. Related substance m’mﬂh%ﬂ’mﬁizqh Finished product specification

3.2 Drug substance specification : Sodium Valproate("’

AmANIANIMARA BP 2013
1. Bnmeed ey 98.5 -101.0% of Sodium Valproate (dried substance)
2. ldentification ATITN
3. Heavy metals NMT 20 ppm
4. Acidity or alkalinity AU
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)

aovaNLanInaka BP 2013
6. Chlorides NMT 200 ppm
7. Sulfates NMT 200 ppm
8. Loss on drying NMT 2.0%
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1 = General requirement BaINSTFITUSIMIL Finished product 3UUUD Tablets

2 = Requirement specification UHILIAWUIY

3 = The International Conference on Harmonisation of Technical Requirements for Registration
of Pharmaceuticals for Human use (ICH quideline), Impurities in New Drug Products Q3B
(2R) ; Current step4 version, 2006.

4 = British Pharmacopoeia 2013

5 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies LLa:@:ﬁa
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