9
F18aztd Hﬂﬂmaﬂ‘ﬂmw ) |14 g punNEan

A
s7an1In 1
Qs - ") -~
AaltlsENNABIRIAYUANBE I

u.w'n A37 | 2558

Qs 4 (Y] 's
INIIATIITNMNET

Pyridostigmine bromide 60 mg tablet

10 NA. 258

Fawp

amaaianil

1 dweude dwsuiudsmu

Pyridostigmine bromide 60 mg tablet

2.1 1 e ﬂivnauﬁwvﬁm Pyridostigmine bromide 60 mg

3. ussalum'nu,ﬂaanuuao

4. 287N2Y - ﬂiﬂﬂ”l muﬂsznaummmﬂmua

a1 13 amamwwunﬁanmm

- BULRIET Elﬂ']ﬁuaﬂ@lﬂﬂid.}"ﬁﬂﬂ’l dawils

ae a (1))
AMANUANIINAKA

Qr a a A“ A =3 o ol o @
cANNHLTT TUHAR TURUOE LWLINHA® RRZIRINLAUBUATTY

naUTINERTY) ANNLTI TUTuaY LAZINUTINGR

qmauﬁﬁmomﬂﬁa

USP 35

BP 2013

1. YSanmdendany

95.0% - 105.0% of the L.A. of

Pyridostigmine bromide

92.5 - 107.5% of the L.A. of

Pyridostigmine bromide

2. Identification

AN

ATIIH

3. Dissolution

azane livaandn 80%(Q) of the LA.
of Pyridostigmine bromide 1w 60 wfi

avane'hiaunin 70%(Q) of the LA.
of Pyridostigmine bromide u 45 w1t

AN

ATIINN

4. Uniformity of dosage units

5. Related substances - By liquid chromatography
-Pyridostigmine impurity B : NMT 6%
-Pyridostigmine impurity A : NMT 0.4%

-Sum of the areas of any other

secondary peaks NMT 0.4%
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1. ﬂ?mmm"‘;mﬁwﬁm 98.5% - 100.5% of Pyridostigmine bromide 98.5-101.0% of Pyridostigmine bromide
(Calculated on the dried basis) (Calculated on the dried basis)
2. Identification A7 A%
3. Appearance of solution - ATITHIU
4. Melting range 154° to 157° -
5. Loss on drying NMT 2.0% NMT 0.5%
6. Residue on ignition NMT 0.1% -
7. Ordinary impurities @79 -
8. Acidity or alkalinity - AITHIU
9. Related substances - By liquid chromatography
-Impurity A,B : For each impurity NMT 0.4%
-Total impurity : NMT 0.5%
10. Heavy metals - NMT 20 ppm
11. Sulfated ash - NMT 0.1%
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s78n1sN 3 Sodium valproate 400 mg sterile powder for injection
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forn  Sodium valproate 400 mg sterile powder for injection
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1. Duwsndmannida swsuda

2. 1w 1 Vial Usznaud2s6ae1 Sodium valproate 400 mg
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Sodium Valproate A% z
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1. YSundaendnany 98.5 - 101.0% of Sodium Valproate
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2. Identification AT
3. Appearance of solution ATIHIN
4. pH ATIVWY
5. Purity 1. Related substances
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1.2 Unspecified impurities : for each impurity, NMT 0.05%
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2. Chlorides : NMT 200 ppm
3. Sulifates : NMT 200 ppm
4. Heavy metals : NMT 20 ppm
6. Loss on drying NMT 2.0%
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1. Wnmaaedag 95.0 - 105.0% of the Sodium valproate
2. Identification ATIU
3. pH AU

5. Deliverable volume / Volume in container ATIIHIUAIY General requirement Va3 FBR1UFIMSY Finished product
JYuLL Oral liquids

6. Related substances Sum of the areas of any secondary peaks : NMT 0.4%
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4.1 Namsmﬁﬁmﬂ:ﬁﬂmmwwﬁmﬁ'wﬁmaow’wﬁm (Certification of analysis) 'lums'uﬁaiuﬂuﬁ'aazha
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1. WSnmaaendegy 98.5 - 101.0% of Sodium Valproate (dried substrance)
2. Identification AU
3. Appearance of solution AT
4. pH ATIIU
5. Loss on drying NMT 2.0%
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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