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7.2.1 Finished product specification:

Test items

Specifications

1 identification

Meet the requirement

2 Assay

90.0-110.0% labeled amount of rosuvastatin

3 Dissolution

Test 1

Test 2

Test 3

Test 4

- Not less than 75% (Q) of the labeled
amount of rosuvastatin is dissotved in 30
minutes

- Not less than 80% (Q) of the labeled
amount of rosuvastatin is dissolved in 30
minutes

- Not less than 80% (Q) of the labeled
amount of rosuvastatin is dissolved in 45
minutes

- Not less than 80% (Q) of the labeled
amount of rosuvastatin is dissotved in 30

minutes

4 Organic Impurities

Rosuvastatin ketone
Rosuvastatin lactone
Rosuvastatin  ethyt
ester (if present)

Any unspecified
degradation product
Total degradation
products

- Not more than 2.1%

- Not more than 1.5%

- Not more than 0.5%

- Not more than 0.2%

- Not more than 3.6%
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7.3.2 Drug substance specification

) Test items | Specifications
1 Identification Meet the requirement
2 Assay 97.0-103.0% tabeled amount of rosuvastatin
calcium on the anhydrous and solvent-free basis
3 Organic impurities
- Rosuvastatin related - Not more than 0.2%
compound A
- Rosuvastatin - Not more than 0.5%
diastereomers
- Rosuvastatin ketone - Not more than 0.8%
- Rosuvastatin lactone - Not more than 0.15%
- Rosuvastatin dehydro - Not more than 0.15%
analog
- Any unspecified - Not more than 0.10%
impurity
- Total impurities - Not more than 1.5%
4 Enantiomeric purity Not more than 0.15%
5 Limit of chloride Not more than 0.2%
6 Water determination Not more than 6%
VUG

- #adle Uniformity of dosage units wae Dissolution THuuulenatsuaniswasidunna
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7.3 Reulvdun
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bioequivalence wssentiausiIsufsuiusfuwuy lneiEmsfinwnsatiulumundninaus
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aonsigy Tatlsrylunsdiidhenddyuesesndunuuiunadounaut w.a.2535 wasduelungu
gail

- Ngen Biopharmaceutics Classification System class 3 w38 4

- Eﬂﬁtﬂugﬂwv modified release

- Wi narrow therapeutic index

—fidihauausnsuTeIkarssznaddawinsAne bioequivatence 19y
sraunuliagniiiu, zidovudine (azidothymidine, AZT), 81 sustained release wWinenBuq aufl
Usemealumovas

7.3.6.2 nsamiudeidesazateniodeviedeuld doaiinantsfnwiaunianinuas
nsarateviailon ludvhazaiasineg Asutunasasardasiuenansdniuen

7.3.6.3 wnasuisnmaeiluansdmdninaismsiiatlunisfiuineen (Good storage
practice for pharmaceuticals, GSP) a1t WHO Guideline 2003

7.3.6.4 wnaswieameeiuandavdninaliinsiatunsins witendusue (Good
distribution practice for pharmaceuticals, GDP) a1 WHO Guideline 2006
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