
ROSUVA§TATIN CATCIUM ph.Eur.

t5I I I 18354

22ñ2t2015QUANTITY

Slightly soluble in water, freely
soluble in methylene chloride,
pracücally insoluble in anhydrous
ethauol.

Slightly soluble in watel freety
soluble in methylene chloride,
practically insoluble ür anhydrous
ethanol.

a) ByIR.
IR spectrum exhibits maxina at the
§ame wavenumbers as thc
R o§uvastatin calcium working
standard spectrum.

IR specüum must exhibit maxima
at the same wayenümbers as the
Rosuvastatin calcium working
standard spectrum.

b) By HPLC

c) "I'cst for Calcium

The retention tirne of the major
peak as obtained in the
Euantiomeric puris test of the
sample solutjon corresponds to that
of the Rosuvastatin peák in the
§ystcm suitability solution.

A white, crystalline precipitate is
formed, indicating the presence of
calcium ions.

The retention time of the major
peak as obtained in the
Enantiomeric purify test of the
sample solution should
correspond to that of the
Rosuvastatín peak in the system
suitability solution.

A rvhite, crystalline precipitatc
should form indicating thc presence
of calcium ions.

W-f-. (% */*, by KI',

X-ray diffi'action diagram consists
of a very broad, diffuse X-ray
refl ection; the Rosuvast¿tin
calcium is therefore characterised
as amorphous under X-ray.

X-ray diffraction diagram consists
essentially ofa very broad, diffuse
X-ray reflectioni the Rosuvastatin
calcium is therefore characterisecl
as amorphous under X-ray.

Not more than 6. I

Enrntiomeric Purity
Chiral HPLC,Yow/w Not more than 0.1
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White hygroscopic powder.

Not detected
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PRODUff NAME ROS UVA§TATIN CALCIUM pb.Eur-

I}ATCH ¡TUMBER
MT{.G, DATE

A¡ll.Nrrra,
§No

Microbiological euality

more than 5000

Not more than I000 (103)

Not more than I00 (102)

Should be absent

APPROVED BY

I
i

I
j

a) Total aerobic microbial
couut (TAMCi, (cfu/g)

Total combined yeasts / moulds
count (TYMC), (cfir/g)

b) Escherichia coli
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CERTIFICATE OF ANALYSTS

15t 1 I t8354

23/12/29t3
22/t2/20ts

SPtrCIFICATION
Related Substances (By HpLC, yo wlw)
Rosr¡vastatin diastereo isomer
(or) Rosuvastatin anti isomer Not rnore than 0.5

3 -H¡droxy-5-keto rosuvastatin
Not more than 0.8

Not more than 0.l0Ph.Eur. Impurjtv D
Dienc impurity Belorv Limit of Quantification Not more than 0.10

Not more than 0.10

Assay (By HpLC, yow/w, as
C44C-aH54F2No0 

r z S¿, on
anhydrous basis)

Not more than 1.2

Not less than 97.0 and
Not more tlran 102.0

Residual Solvents (By GC, ¡relg)

Not more than720

Not more than 5000

Methyl tert-Butyl ether Below Limit of Quantification
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A.trLNo.

RETEST DATE

DATEOFRELEA§§ 
]

15FPR002r

QUANTII'Y 22/12t20r5

SNo
21/ü4t20ts

TEi §T RESULT §PECIFICATION

IO

Particle size (By Malvem Partic irp, aaoluro*

D(v,O.9) 29. Less than 40 ¡rm.

AUROBINDO
CERTIFICATE OF ANALYSIS

Complies as per thc above specifications
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