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CERTIFICATE CIF A¡\iALYSIS
N : CIo t Propionate EP

Batch CtPllvl/C05/1Í Batch Slze 1 ü420 gr.

fü. Dñte Mar.-2015 A. R. l.lo. AVI«CLP/024/15

Exp. Date Feb.-2020 ñeloased Date 1 6/031?01 5

TESTS SPEC'FICATIOiIS RESULTS

C haracters

Appearance

§olubility

UJhite 0r almost white, eryslalline powder. \tuhite, §rystelline

pov/de¡

Practic6lly rn soluble in wate,, lreely scluble in acalone, sparingly soluble in

ethanol (96 %).

Confc¡ms

ldÉnt¡f i6ation By tRr ¡nfr¿red absorption spectrum of lhe sample is coflcordan[ to thal of

the standard.
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+ 1'12 to +118 oñ c¡ied substanees.

hrpurity A NMT C.20 %

+ 117

ñD-
lmpur;ty B NMT 0.30 %

Impurity C: NMT 0 30 % NDI
lmpurity D: NfvlT 0.50 al ND

impurity Lr NMT 0,2ü % ND

lmpu¡ity M: NMT 0,20 9/a ND

lmpurity E NMT0.70 % ND

Unspecified impurity : Nl\/lT 0.10 lil 0.05%

Tctal rnpurities : Nh4T2 0% 8.16%

ldent¡t¡ed :mp
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Betamethasone : NMI 0.15 % ND

¡mFurity-G : NMT 0.15 o/o ND

lmpurÍty-K : Nlr,lT 0.15 % ND

lmourity-l : Nl\4T 0,15 % ND

lrñpurily-J : NMT 0 15 % ND

Botarnethasone-1 7-Propionate-2'1-Tosylate ; N¡.",iT 0.15 % ND

Specilicd Uniderriit¡ed lmpuriiy{*RT about 0.7} : NMT 0.'15% 0.05%

Loss on drying Maximum 0.5% w/v/

Sulplrated ash Maxirnum 0.10 % n8
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A) Rcsldual solvents §ilÉthanol : NMT 3C00 ppnr 3t2 pp.rl

Methylene chlor de . NtulT 600 ppm 147 pprlr

Dimelhyl Formarnide: NMT 880 ppm 32 ppm

B) Párlical Size

(By Number Easls)

10C% < 20 p 14,24 p

§ Si as EP-
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