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AVIK PHARMACEUTICAL LTD.
A-1 17 &A-1/8, Phase-1, GIDC, V'api-396195. Tel: -r91-260-2401593

Tele fax: +91 -260-2433097 E-m:il: ¡¡vikpharma@avikoharma.com

CERTIFICATE OF ANALYSIS

't

;

i

'i
l

rl

EOr UCT: Clobetasof PropÍondte EP

Batch No. 0LPIM/008/'14 Batch Size 9900gm

Mfg. Date Juty-20'14 A. R. No. AVWCLPt037t14

Exp. Date June-201 I Released Date utaü2ú14

TESTS SPECIFICATIONS RESULTS

Charactérs

Appearance

Solubility

White or almost whilel crystalline powder. White, crystalline

powder

Practically in soiuble in water, freely soluble in acetone,

sparingly soluble in ethanol. (S6 %),

Conforms

ldentification By tR: lnfrared absorption spectrum of the sarnple is

concordant to that of the standard.

Conforms

Spec + 112 to +118 on dried substances. + 115

Related substances
( By HPLC)

lmpuríty A: NMT O.2Q9o ND

lmpuriiy B: NlvlT 0.30 % O O7a/o

lmpurity C: NMT 0.30 % ND

lmpurity D: NMT 0.50o/o 0.03%

lmpurity L: NMT0.20% ND

lmpurity M: NMT A.20 % ND

lmpurity E: NMT 0.70 Yo ND

Unspecified impurity: NMT 0.10 % 0.Q70/o

Total impurities : NMT 2,0 % 0.170/o 
i

ldentifi ed org'anic impurities Betamethasone-1 7-Propignate-2 1 -Tosylate : NMT 0.1 5 % ND

Loss on drying Maximum 0.5Yo wlw 0.3 %

Sulphated ash Maxírnum 0;'10,% 0.03 %

Ass-ay{By l{Pt-c} S1.Q % to 102.0 oA of Q2sH3xClFOs (Dried subslance), 99.3 %

Additionaltests

1951 ppm

Methylene chloride : NMT 600 ppm

T¡ñGiñfFonñamiae: ¡¡ MÍls o-ñm

281 ppm

ND

:B) Fárticle Size

{:rBy Numbe¡,pasis)

100% < p 11.37 ¡-t

Remarks: The sanrple CONFORM as EP;8.0./ Pa¡ty's $ipeoifications. -rlr\B*s*h,
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