METAPHARMACEUTICAL
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CERTIFICATE OF ANALYSIS
. Product : BiCALUTAMIDE Ph.Eur
| Batch Number . BICE 0020225 Quantity - 234kg
- Mfg. Date . Feb’ 2025 Expxry date : Jam’ 2030
| Analysis completedon @ 19.02.2025 AR Number . FPI/BICE/002/25
S.No | Test o i Specification | Result !
1.0 | Appearance White or almost white powder White powder
! s Practically insoluble in water, freely soluble in acetone,slightly .
L 240 | Sclublity i soluble in anhydrous ethanol and in methylene chicride Complies

identification by

The absorption maxima in the spectrum obtained with the sample

30 IR shall correspond in position and relative intensity to those in the Complies
i . spectrum obtained with that of standard.
XRD - KRD should be conc.:'}rfeiﬂt‘ f[thj?rmJ vi‘iXRD | Comulies
! 40 | Loss on drying ' Not more than 0.5% w/w | 0.13% whw
| 5.0 | Sulphated Ash | Not more than D_‘l%w.'w 0.045% wiw

Related substances by HPLC
i *2) 4cyano-3- (trifluorometnyl) ' S ]

i benzamido-2-methyl-1, 2-epoxide | Not more than 0.001% Not detected
i {impurity-1
80 mtﬁ%ﬁ?r%&h?éﬁﬁrf?%?é&O} | Not more than 0.001% l‘ Not detected
| | ) Impurity C Not more than 0.15% | Not detected
d) Unspecified impurities Not more than 0.10% | 0.02%
i ,me;sf‘rmal impurities Nd?more than 0.50% o o fb.o4% -
: 7.0 | Assayby HPLC (on dried substance) , 975% 10 102.0% wiw. o | 99.2% wiw !
__ | Residual solvenis by GC ' - ‘
r = ' a) Acetone ! Not more than 500 ppm [ 346 ppm
. - b) Methylene chloride | Not more than 200 ppm f BQL ,
: cy Di asoproﬁyl ether . ! N;Gn';re than 80 ppm N o .——ﬁp_mw_#A “T
o) Etylacetete " Not more then 500 ppm . T sspm
e) WT.EQFB hydro furan - i Not m;:—r—t-:‘ than oD ppm o Not detected ‘
1 fy Toluene T 1 Not more than 50 ppm - - | Not?:letected ‘
i ¢} Benzene Not more than 2 ppm | Not detected |
' Prepared by “ ~_Approved by —; ,Peleased by
] b |
SFasdals 1‘ ol i | g ‘-’{’\) ‘
ks | 281325 2, e’%‘ 25]
Sign /Date Sign /Date Sign /Date
Quality Control - Quality control ! Quality Assurance
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CERTIFICATE OF ANALYSIS
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' Product BICALUTAMIDE Ph.Eur

. Batch Number BICE 0020225 Quantity 2.34 kg

- Mfg. Date Feb 2025 Expiry date Jan 2030

\ s T s g e R e

i Analysis completed on 19.02. 2025 AR Number FPiB]CEIOOZIzs

S.No | Test ‘ Specification ! Resuit

il | Microbial Limits T - o o

| *8.0 | ) Total Viable Aerobic Count | Not more than 1000 ciulam 20 CFU/gm

i b)_ Total Fungal Count L wm_i\fﬂe than 100 cfulgm ___________________________________ ) i Nit

; " Particle size

I “10.0 | a) D(v,0.10) ! Not less than 0.1 pm : 0.60 pm

| 7 | b)Dv.0.50) | Setweentto§ pm 1.90 pm ;
| ©) D(v,0.80) | Not more than 10 ym 455pum i

* - In-House Specification

Rest of test's as per Ph.Eur

Abbreviations

Impurity-C : (2RS)-N-[4-CYANQ-3-(trifluoromethyl) phenyl]-3-[(4-fluorophenyl) sulfonyl]-2-methylpropanamide

Mig: Manufacturing, AR: Analytical report, ppm: parts per million. BQL: Below guantification Limit, BDL: Below Detection Limit
Result: The Product conforms to the CEP grade.
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