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3.1 Finished product specification: Pravastatin sodium
v{o Test items Specifications

1 ldentification Meet the requirement

2 fusay 95.0-105.0%o of the labeled amount of pravas-

tatin sodium

3 Dissolution test > B0o/o (Q) dissotved in 30 minutes

4 Uniformity of mass Meet the requirement

5 Loss on dryinq Not more than 6.07o

6 Retated substances

- RMS-414 (Pravastatin [actone)

- RCT-195

- Unidentified (total)

- total

Not more than 2.0o/o of pravastatin sodium

Not more than 1.0olo of pravastatin sodium

Not more than 1.0olo of pravastatin sodium

Not more than 3.070 of pravastatin sodium
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3.2 Drug substance specification:
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Pravastatin sodium EP

t
?0 Test items Specifications

1 ldentification Meet the requirement

2 Appearance of solution Meet the requirement

3 pH 7.2 - 9.0

4 Uniformity of mass Meet the requirement

5 Retated substances

- lmpurity A

- lmpurity B

- lmpurity C

- lmpurity D

- lmpurity E

- lmpurity F

- lmpurity G

- Unspecifledimpurities

- Totat impurities

- Not more than 0.37o

- Not more than 0.2o/o

- Not more than 0.2o/o

- Not more lhan 0.2o/o

- Not more than 0.27o

- Not more than 1.570

- Not more than 1.5olo

- Not more than 0.170

- Not more than 0.67o

6 Heavy metats Not more than 20 ppm

7 Water Not more than 4.0026

8 Assay 97 .0-I02.0o/o of pravastatin sodium
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4.3 ton61:n6uRlyrro{u'1fi rauo:r n'r

4.3.1 zuanl:n:roitn:rvfiqrun'rnzu6mrirud'or;irrSogrJtor{a.r6m (certificate of ana[ysis of
fi nished product) tuur{udei.: ufl u6'rodrr

4.3.2 t{anl:n:roitn:rvdqcuntrimqfiuro16'rur6ir6'19 (certificate of analysis of drug
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4.3.3 tonfit:raioraa'ngruduf,un'rrra'lrVuif:vv'irriunr:a.rdnro.:inqduuorn''luraird'ry (drug

substance) ila q.z.z rYuiunr:l'.rdnrorzu6ni'rus{urrirr5o;rJ (finished product) ilo q.s.t
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