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3.1. Finished product specification: Montelukast sodium chewable tablet

UD Test items Specifications

1 |ldentification Meet the requirement

2 | Assay 92.5 - 107.5% labeled amount of montelukast

3 Dissolution* [nseivnseusiag test 2 dasszyliluluiesed minldseyldioimaaeude test 1]
- Test 1 Not less than 80%(Q) of the labeled amount of montelukast is dissolved
- Test 2 Not less than 70%(Q) of the labeled amount of montelukast is dissolved

4 Uniformity of dosage units* Meet the requirement

5 | Impurities )
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U9 Test items Specifications

- Sulfoxide impurity (Relative retention time 0.45) TaliAu 1.5%

- Montelukast ketone impurity (Relative retention time 0.71) | LAt 0.2%

- Cis-isomer (Relative retention time 0.92) TaitAiu 0.2%
- Any other individual impurities TaitAiu 0.2%
- Total impurities Taifiu 0.2%
6 | Water laAu 2.0 % 9

wanewn * Wde Dissolution, Uniformity of dosage units Iiiuuenansuansswassonnansiasgd mniildue
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3.2. Drug substance specification:

(A) Montelukast sodium USP 40

U9 Test items Specifications

1 | Identification
- Infrared absorption Meet the requirement

- [dentification test (Sodium) Meet the requirement (pyroantimonate precipitate test)

- Enantiomeric purity Meet the requirement
2 | Assay 98.0 ~ 102.0% of montelukast (anhydrous substance)
3 | Impurities

- Sulfoxide impurity(Relative retention time 0.4) TaiAu0.20%

- Cis-isomer(Relative retention time 0.8) TailAiu0.15%

- Michael Adducts 1 and 2 (Relative retention time 0.9) | laitfiu0.15%
- Methylketone impurity (Relative retention time 1.2) 13itAu0.15%
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0] Test items Specifications
- Methylstyrene impurity (Relative retention time 1.9) 141Au0.30%
- Any other individual impurities 131Au0.10%
- Total impurities 14itAu0.60%
4 | Enantiomeric purity
- S-enantiomer 1301A10.20%
5 | Water determination 13itAiud.00% ﬂ
(B) Montelukast sodium: BP 2016
4o Test items Specifications
1 | Identification
- Infrared absorption Meet the requirement
- Enantiomeric purity Meet the requirement
2 | Assay 98.0 - 102.0% of montelukast (anhydrous substance)
3 | Enantiomeric purity

- Impurity A

13117140.20%

Related substances
- Impurity B
- Impurity C
- Impurity F

Impurity G

Sum of impurities D and E

18i1Ai10.30%
1901A110.20%
1lAN0.15%
1401A10.15%
1aiAin0.15%
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- Any unspecified impurities
- Total impurities

- Disregard limit

134710.10%
130471140.60%
1347110.05%

6 |Heavy metals LAy 10 ppm
5 | Water 1311iua.00% (determined on 0.300 g) 2
(C) Montelukast sodium European pharmacopoeia 9.0

4o Test items Specifications
1 |ldentification

- Infrared absorption Meet the requirement

- Enantiomeric purity Meet the requirement
2 | Assay 98.0 - 102.0% of montelukast (anhydrous substance)
3 | Enantiomeric purity

- Impurity A 1aliAiu 0.20%

4 |Related substances

Impurity B

Impurity C
- Impurity F
- Impurity G
- Sum of impurities D and E

- Any unspecified impurities

- Total impurities

TaiAu 0.30%
1siifiu 0.20%
Talfin 0.15%
ladiAin 0.15%
TaliAu 0.15%
TailAu 0.10%
TallAy 0.60%
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- Disregard limit TalAu 0.05%

5 | Water 14141u4.00% (determined on 0.300 g) 67\
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