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Atorvastatin calcium 40 mg

1. Y981 Atorvastatin calcium 40 mg
2, AuEuTARl
2.1 sUuuu Wueisla dwiuiuusenu
2.2 dauusznav Usenaumesien Atorvastatin calcium 40 mg feidin
2.3 AYUTUTTY UTTR LUk Unaiin Josfuuasuararutu uaziaanssyiununeny uaziaviingn
Lot adaau
2.4 aan flaanssyiunan Tuvumeny lauiinan uaziamedouiiueliededaay
VUNTULUTTY
3, AuaNUANIwNALlA Finished product specification
40 Test items Specifications
1 Identification Complied with finished product specification
2 Assay 94.5 — 105.0% of the labeled amount of atorvastatin
3 Uniformity of dosage units* Complied with finished product specification
4 Dissolution* Complied with finished product specification
5 Related substances Complied with finished product specification
Roulydy 1
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a a
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Atorvastatin calcium 40 mg tablet

1.1 wesguingaumedingy (Active Pharmaceutical Ingredient Specification) (5 Aguuw) 15

waransgIuNandueie1dniagy (Finished Product Specification) (10 AzuL)

1.2 wangvaunmvisdesusemansiinsieyt (Certificate of Analysis, CoA) vadingausa 20

p1d1Aey (10 Azuun) uwazndnsdnniendnsagy (10 Azuu)

1.3 waWguAmuAMNISANYIANAWN (Stability data) 10

1.4 Yeyaaduayuamunmvewingiue: n1sAnwdiauya (Bioequivalence) (15 Agu), H1U 25
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[ msaifu API Specification ATUNNTIUB Y19U84 Supplier wag Manufacturer UazdinSWAAINE 7.5
Tugunuuiian sniiuide Physical description

[ wsaifu API Specification ATUNNYUB Y1904 Supplier wag Manufacturer UagdinSUaAAINA 6
TuguuuuteyaiBeUiunn (Quantitative data) entiuiatie Physical description

[] msaifu API Specification asuynde viswea Supplier wag Manufacturer uailinIuandxaly 3
juluu “Conforms, Complies, Not detected, N/A” gnLIuiYe Physical description

[ wss/fu API Specification AsunnYate wea Supplier w3a Manufacturer wgifinisuansraly 2

MUY “Conforms, Complies, Not detected, N/A” sniiuiatia Physical description
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[ sinama 1
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7.5

Related compounds Wudu ﬁmmamwa'lugﬂuuu “Conforms, Complies, Not detected,
N/ ”

Wte Physical description
[] aisaiu Finished Product Specification ynvhtfe wsisinsuanawaluguuuy “Conforms, 4
Complies, Not detected, N/A” sntiuiate Physical description
[ wisaiu Finished Product Specification ynviate usluvhdeddaemusiie 1w Assay, b
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1.4.2.1 nsahdugfuwuy

[ srwaumsfinsn@aauya ifuluau ASEAN Guidelines for the conduct of bioavailability
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