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CERTIFICATE OF ANALY§15

Namá ol Product : Betamethasone Dipropionate EP

Batch No

f!'lft|. Date

gDPtMta24!14 t

Dec.-2O14 i

CHARACTERS

APPEREANCE

SOLUBILITY

IDENTIFICATION

SPECIFIC OPTICAL ROTATfON

RELATED SUBSTANCES
(BY HPLC)

LOSS ON DRY¡NG

ASSAY (By HPLC)

ADDITlONAL TEST
A).Residual solvents

B).Particle Size

{By Number Basis)

REMARKS:

Date

SPECIFICAT¡ON

yvhite or almost vrhíte cryslalline polvder.

840 lo r. 8Bo on drieci substance.

lmpurity B : NMT 0.3 %
lmpurity C : NMf 0.5 %
lmpurity D : NMT 0.2 %
lmpur¡ty E : NMT 0.2 %
lmpurity G : NMT 0.2 %

lmpurity ll : NMT 0.3 %
Unspecified impurity : NtulT 0.1 %
Tot¿l impurliies : NlvlT 1.0 %

Meximun'l

97.0 o,l to '102,0 % oiCzH¡7F07 (On riried subsiance.)

size : 6250 gm

A-R.NO. :AVKIBDP/O96/14

23t1212014

5§--

RESULTS

Practical¡y insoluble in \¡iater, freely so¡uble ¡n acetone and in meihylene chloricle;
spar:nltly soluble in ethanol (96%).

A). By UV: The absorbance med§ured at 419 nm is NMT 0.'10.

e).gyln,: Thelnfraredabsorpt¡onspectrumof thetestsampleisconcordant toihatof
the slanCard. .

Ó). ey fLc: Result A : The principal spol in each ths chromatogram§ obtained !,vith the

test solLrtions is similar in posit¡on,.and §ize to lhe principal spot in the chromaiogram

obtained \,'rith the corresponding ¡eferenca solutioñ.
Result B:. The principal spot inLach oÍ the chronl¿logr¿lns obta¡ned $/ith the

test solulio¡rs is similar in pos¡tion, colour in daylighi, fluorescence in ultraviolet light at

365 nm and size to the princlpal spot in ihe chromatogram obtained vriih the

correspond¡ng refere¡ce soluiÍon, the princ¡pal spot in eaclt of ihe chromatograms.
otliaineci withlest solulion (b) and reference solution (b) ha§ an Rí velue distinctly loler
thaD thai of the principal spot in each of the chfomatograms obtainerj w¡th the tesi
solulion (a) and reference solution (a).
(D). l-he colour of solution is djschargeJ and a clear solutiofl remains.
E). The tÉsi solution ls yellolv and the blank is red.

White
crystalline
povrder

Gonforms
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NMT 3000 ppm
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: N¡¡T 720 Ppm
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5.9ú um

l,lelhanol
llethylene chloriCe
Triethylamine
Tetrahydrafurarl
Dimeihyl formamide

100% < 10pm

as per EP-8.0 / Party's
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