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Ipca Laboratories Limited
| C-1IB:26 Phase - |, GIDC, VAPI-336195.Tel:61-260-2423365/2401504 |~
Tele fax :'91-260: 2433097 E-mail’: awkgharma@avxkggarma com 1
: CERTIFICATE OF ANALYSIS
Name of Productw = ESTOSTERONE PROPIONATE EP i fidl
el i : (MICRONISED) | ! 0
Batch No. 'TPIMIUO2/13 ‘ L Batch size  :10620gm.!
Mfg, Date ,.Nov 20120 i ARNo.  :AVKIIFP/O34/12.
(Exp. Date i . bate i 1 :09/02/2013
SPECIFICATIONS 5 = RESULTS): |
e : = — - ik
i CHARACTERS
i | Appearance : S White'or almost white paWdér or éolouﬂess crystals. White'Powder |
Solubllitys i L Practically insoluble in water, freely soluble in Coriforms
i acetone and in alcohol soluble'in fa!ty m[s :
; 5
IDENTIFICA‘TION i} i : Y ot |
BYIR e o [nfrared absarptlon spectrum of the sample is concordant: Con(orms
1o that of the standard !
SPECIFICOPTICAL | 4 5445 450% o e bisis, [+ 88°
ROTATION i :
RELATED SUBSTANCES THpURA < NMT 0.5% . ‘ ND
(BYHPLC) Impurity C INMT 0.2 % ; ND
! o ; Unspecified Imp :INMT 0.1 % e ; 0.06 %
| Total impurities . : NMT 0.7 % / 0.06 % !
. |LOSSONDRYING' ' ' Inutosowmw, ; co ooy
ASSAY (BY HRLC) | 97.5 % to 102.0 % of CysHz,0s on diried bass, 1002 %
ADDITIONALTEST = e v i
A.RESIDUAL SOLVENTS | 'Memam] e NM]T 3000ppm g o ppm
| i ; MDC : NMT, 600 ppm 3 L 04ppm i
i 4 | | Pyridine *NMT 200/ ppm o S IND +
B, PARTICLESIZE © | 100%<20um g ‘
(ByNumberBas[s) | i B i
REMARKS' The ' product. CONFORMS as per EP.7. 4 specnﬁcahons | e
|/PREPAREDBY. /. | | ' CHECKED-BY. - o APPROVED BV |
DATE # safoalizes 0t i ‘DATE 0’”"44"5 ol :




