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swazdInRANBMzIanIzen Simvastatin 20 mg tablet
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1. Foen Simvastatin 20 mg tablet
2. eauautAnly

2.1 gduuy Wuewsie dwususeniu
2.2 dulseneu Tu 1 e Uszneusmeden Simvastatin 20 mg
2.3 ANYUBUTTY ussqluussToadn dosfunintu
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3. auduUANIwmailn

mamsm's%?Lﬂiwﬁﬂmmm’ﬂulﬂmm finished product specification wag drug
substance specification 1819833 nadsSuatuifieniu Feldeanzidousadidnay
ARIZNTTUNITOIMTUALET N5ENTNEGTAEY  Teindusifulisdedsaiuatuiiiioy

wiwselwindunasgrundusiuladiiunils anudszmensensasansisuae

3.1 Finished product specification: Simvastatin 20 mg tablet

U9 Test items USP 41 BP 2016
USuneusnenddyy 90.0 - 110.0% of the L.A. of 92.5 - 105.0% of the L.A. of
Simvastatin Simvastatin
Identification AT AT

Dissolution

NLT 75%(Q) of the L.A. of

Simvastatin (n1glu 30 uf)

NLT 75%(Q) of the L.A. of

Simvastatin (nglu 30 wf)

Uniformity of dosage units
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Test items

USP 41

BP 2016

5. | Related substances | - Tenivastatin : NMT 1.0% - Impurity A : NMT 1.0%
- Individual unspecified - Impurity B and C : NMT 1.0%
impurity : NMT 0.5% - Impurity E 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 (lisau impurity
AB,C,D,EF,G) : NMT 1.0%
3.2 Drug substance specification: Simvastatin
o Test items USP 41 BP 2016
1. | Ysunashenddygy 98.0 - 102.0% of LA. of 97.0 - 102.0% of L.A. of Simvastatin
Simvastatin (dried basis) (dried basis)
2. | Identification A5 #3396
3. | Specific rotation Between +285° and +298° Between +285° and +300°
(dried substance)
4. | Appearance of = ATIY
solution
5. | Loss 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
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U2 Test items

USP 41

BP 2016

9. | 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%

- 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%

3.3 Wan13ILAIIeH Elemental impurity %3ail Risk assessment report (WEASLBNENS

UYsznav)

UUBLUA - NMT = Not more than
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5. nsUstiuaUsEanSnwmeas1an (Price Performance)
nMssaRadgltndninasinisusyiliua1Useaninindesian (Price  Performance)

al v ' o g Y 1 L o
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