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CERTIFICATE OF ANALYSIS

N*me of Product : Bétamotl'tásone Dlproplonate EP

Batch No : BDP/M1005/15

Mfg" Date : Feb.-2015

Exp. Date : Ja0.-2020

CHARACTERS

APPERHAT'¡CE

SOLURILITY

IDENTIFICATIOÑ

SPECITIC OPTICAL ROTATION

RELATÉD SUB§TAI,¡CES
(BY HpLC)

ldentified lmpurities

( By HPLC)

LOSS ÓN ORYING

ASSAY (By HPLC)

AqDITIONAI. TE§T
A).Residual solvents

$PECIFICATION

White or simcat white crystá:line po,,{dsr.

Praclicel¡r.insotut,le ifl watar, freely solr:bl+ ínaee!Éne $¡d !ñ rñeihylene chloride;
spadngly soh¡ble in etharrol (96%).

A). By UV: Thg abso.bafi§e measured at 41$ nm is NMT 0,10.
B). By 1R.: The lnfrared absorption spocirum oÍ the tesl sample !s concordant fc that of
the standard
C). By TLCI Resuli A : The p¡incipat spot in each the chron"ratograms obtained with the
test solutions is slmilar in position, and si¿e to the principal spot ¡n the chromatogrant
obtained !^/ith the corresponding re{erence soluiion.
Result B:-'Ihe principal spot in each of the chromaiograms obtained witlr tfis
tÉst solut¡ons is slmilar in positjon, colour in daylight, fluoréscence in ultraviolet light ai
3§5 nm and sizs to lhe prineipal spot ¡D the chromaiogram obtained with the
coresponding reference solution, the princ¡pal spol in each of thp chtomafograms
qbtained.v¡ith test solution (b) and reference solution (b) has an Rf vslue distinctly lovrcr

than that of the principal spot in each of the chromatcgranrs oblained with tha test
solution (a) and reference solution (a).
(D). The colour of solution is d¡scharsad end a clear solution remains.
E). The lest solution is yellow and the llank l* red.

* 84o to * 880 On dried subslance

l*:purity § : lrlMT 0.3 %
¡mpurity C : NMT 0.5 %
lmpuriiy D; NMT 0,2 %
lmpurity E : NIviT 0.2 %
Impurity G : NMT 0.2 %
lmpurity H NMT 0.3 %
Unspecified impuriiy r NMT 0. 1 %
Total impuriiies : NMT 1.0 %

Betamethasone (lmpurlty A) : NMT 0. 15 %
SP, 11F- Eloxy Beiamethasone Dipropionale (lrnpulity-F) i NMT 0.15 %

M¿ximum 1.0% wlw.

97.0 % to 102,0% of C2qH31FQ7 iOfl driedsubstance.)

Batc

A.R"No.

Date

: AV#8DP/031i'i5

: 1 1i03lt015

RtS ULTS

crystalline
povrdsr

*.09
Conlorms

Conforms

Conforms

Co nforfns
Conforms

, ^^0fóe

I'lD
0.4q %
ND
ND
N§
ND
ÑD
0.44 %

lvlethancl
Me'thylene chlsride
I nethylamrne
Tetrahy<Irofuran
Dimeihyl for¡namide

100% < 10UfiT

NMT 3000 ppm
NMT 600 ppm
NMT 320 ppm
NMT 720 ppm
NMT BB0 ppm

ND
ND

0.J %

9r.a a/c

1 48 ppre
225 pp,'n

ND

J5 ppm
2§7 ppm

$.§Cr pnt

REMARKSi The sample COI'lf ORMS as per EP-8.0/ Party's

E),Parliffls S¡ze
{By Number Bas¡s)

PR=PARED BY
NAME ; HET,AL J
DE§IGNATION :

DAIVAGNA
OC SR.OFFiCÉR

CI.IECKED BY
NAME; MAHESH G DUNNA

BY
NAME ¡ VINOD
AP

DESIGNATION : AS§TMANAGER DE§IGNAT¡
DATE : ,''¿ /¿ DATE : DATE
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