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1, %E]EJ’I Simvastatin 20 mg tablet
2. gruandAvily
2.1 JUuuv Wugnde dmiusulsemu
2.2 drutsenau Tu 1 uin Usenausesen Simvastatin 20 mg
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3.1 Finished product specification : Simvastatin 20 mg tablet

U9 Test items USP 41 BP 2016
1| YSunudenddgy 90.0-110.0% of the LA. of | 92.5-105.0% of the L.A. of Simvastatin

Simvastatin

2 | Identification 7579 AT

3 | Dissolution NLT 75% (Q) of the LA. of | NLT 75% (Q) of the L.A. of Simvastatin
Simvastatin (nelu 30 W) (nelu 30 W)

4 | Uniformity of dosage units | ag9a6"U AT

5 | Related substances -Tenivastin : NMT 1.0% -Impurity A : NMT 1.0%
-individual unspecified impurity | -impurity B and C: NMT 1.0%
‘NMT 0.5% -Impurity £ and F : NMT 1.0%
-Total impurities : NMT 2.0% -Impurity D or G : for each NMT 0.4%

-Any other secondary peak : NMT
0.2%

“Total impurity (Wis3u impurity AB,C,
D,E,F,G) : NMT 1.0%
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3.2 Drug substance specification : Simvastatin

UD Test items

USP 41

BP 2016

1| YSuneumnendadey

98.0-102.0% of the LA of

Simvastatin (dried basis)

97.0-102.0% of the L.A. of Simvastatin
(dried basis)

2 | Identification

ATIVNIU

M596U

3 | Specific rotation

Between +285° and +298°

Between +285° and +298° (dried

Related substances

- Simvastatin hydroxyacid : NMT
0.4%

- Epilovastatin and lovastatin :
NMT 1.0%

- Methylene simvastatin : NMT
0.4%

- Acetyl simvastatin : NMT 0.4%

- Anhydro simvastatin : NMT 0.4%
- Simvastatin dimer : NMT 0.4%

- Any other individual impurity :
NMT 0.1%
- Total Impurities other than
lovastatin and epilovastatin : NMT

1.0%

substance)
4 | Appearance of solution ATIINIY
5 | Lost on drying NMT 0.5% NMT 0.5%
6 | Residue on ignition NMT 0.1%
7 | Sulfated ash NMT 0.1%
8 | Heavy metals 0.002% NMT 20 ppm
9

- Sum of impurities E and F : NMT
1.0%

- Sum of impurities B and C : NMT
0.8%

- Impurities AD,G : for each impurity :
NMT 0.4%

- Unspecified impurities : for each
impurity : NMT 0.1%

- Sum of impurities other than E and

F: NMT 1.0%
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4. Roulvdy
Hauomaiifesiudnunnmdsienans wionasmeiiofoiusonenanslngiisne suasiBundsil
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4.1.1 Tuddymstumsdeusnduen Wur ve.2 ve.3 ne.d 3o 8.2 udusnsd
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wanfsimuiitunadon  (Finished product  specification) uardafvuanmunmvesingdiu  (drug
substance specification) ﬂitﬁ'ﬁajSzwi’mmiLiJgEJULLUa\‘iLLﬁ'LmﬁuLau%cﬁ'aﬂLLuULaﬂmiﬂ’liﬂJaLLrﬂ‘U (8.5)
wmden finished product specification wag/w3a drug substance specification lnevaufluiouiy

Ysznmadsznmnsiandidnnsednduazliiiu 2 U e Julseniauseniasiandidnnseiind
4.2 1BNANTIUTRWINTFIUNTHEN N

- a Y oa v oa Y a Y] o aa |
4.2.1 nsdlpmdnlulsemelne frdasasdiienarsiusewnasgruningmuvaninusiuay snsidlu
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