
AUROBINDO

CERTIFICATE OF ANALYS§
PRODUCT NAME ROSWASTATIN CALCIUM Ph.Eur. PAGENo. I of 2

BATCIINUMBER 1411117689 ,dR.No. 14FPR0037

MFG. DATE 14n2t20t3 RETESTDATE 13/06i2015

QUANTITY 5.00 Kg DATE OFRELEA§E 30107t2014

SNo TEST REST]LT SPECIT'ICATION

01 Description Almost white, hygroscopic
powder.

White or almost white, hygroscopic
powder.

02 Solubility

Slightly soluble in water, freely
soluble in methylene chloride,
practically insoluble in anhydrous
ethanol.

Slightly soluble in water, freely soluble
in methylene chloride, practically
insoluble in anhydrous ethanol.

03

Identification

a) By IR

IR spectrum exhibits 6¡1ima at
the same wavenumbErs as the
Rosuvastatin calcium working
standard spectrum.

IR spectrum must exhibit maxima at
the same wavenumbels as the
Ro suvastatin calcium working
standa¡d spectrum.

b) By IIPLC

The retention time of the major
peak as obtained in the limit of
Rosuvastatin Enantiomer test of
the sample solution corresponds
to that of the Rosuvastatin peak in
the system suitability solution.

The retention time of the major peak
as obtained in the limit of
Rosuvastatin Enantiomer test of the
sample solution should correspond to
that of the Rosuvastatin peak in the
systern sütability solution.

c) Test for Calcium
A white, crystalline precipitate is
formed, indicating the presence of
calcium ions.

A white, crystalline precipitate should
forrn indicating the presence of
calcium ions.

d) ByXRD

X-ray diffraction diagram
consists of a very broad, diffi¡se
X-ray reflection; the Rosuvastatin
calcium is therefore cha¡acterised
as amorphous under X-ray.

X-ray diffraction diagram consists
essentially of a very broad, diffrrse X-
ray reflection; the Rosuvastatin
calcium is therefore characterised as

amorphous under X-ray.

04
Water(% w/w, byKF,
letennined on 0.100 g)

1.0 Not more than 6.1

05
Enantiomeric Purity
(By Chiral HPLC, Yowlw)

Not detected Not more than 0.1
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CERTIFICATE OF ANALYSÑ
PRODUCTNAME ROSUVASTATIN CALCIIIM Ph.Eur. PAGENo. 2 oi2

BATCH NT]MBER 141ll17689 A.RNo. 14FPR0037

MFG. DATE 14fi2t2013 RETISTDATE 13/0í20r5

QUANTITY 5.00 Kg DATE OFRELEASE 30t07t2014

§No TEST RESULT SPECMICATION

06

Related Substances (By HPLC, o/ow/w)

Rosuvastatin diastereoisomer
(or) Rosuvastatin anti isomer
lPh.Eur.Impuritv Bl

0.09 Not more than 0.5

3 -Hydroxy-S -keto rosuvastatin

[Ph.Eur. Irnpurity Cl
0.20 Not more than 0.8

Rosuvastatin Lactone
[Ph.Eur. IrnDuritv Dl Below Limit of Quantification Not more than 0.10

Diene imouritv Below Limit of Ouantification Not more than 0.10

Anv other 0.06 Not more than 0.10

Total 0.43 Notmorethan 1.2

07
Assay (By IIPLC, o/ow/w, as

C«CaHs¿FzNeOlzSz, on
anhvdrous basis)

99.2
Not less than 97.0 and
Not more than 102.0

08

Residual Solvents (By GC, pglg)

Methanol Below Limit of Quantification Not more than 3000

Tetrahydrofuran Not detected Not more lhan720
Ethanol Below Limit of Quantification Not more than 5000

Methyl tert-Butyl ether Below Limit of Quantification Not more than 5000

09

Microbiolo gical Quality
a) Total aerobic microbial

count (TAMC), (cfu/e) Less than 10 Not more than 1000 (103)

Total combined yeasts /
moulds count (TYMC),
(cfl:/g)

Less than 10 Not more than 100 (101

b) Escherichia coli Absent Shou1d be absent

Additional test:

t0
Particle Size(By Malvern Particle size analyzer, pm)

D (v,0.9) 35 Less than ¿10 pm
REmarks: The material Complies as per the above specifications.
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