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CERTIFICATE OF ANALYSIS

Produck: BICALUTAMIDE {Form-H1)

Batch No. [BT24010009 Reference STP BT-010-05 Analytical HIO02FP24000244 |
i No. {Report No. 1
Reference |Ph.Eur Date of 28-01-2024 Status initial Cerlification
[ ’ { Manufacture | e
[Batch Quantity 1102100 Kg 'Dato of Analysis _|2/-02-2024 RetestDate 27-01-2029
S. No. TEST RESULT SPECIFICATION
1 Description (Ref.:Visual A white powder. White or almost white powder.
inspection)
2 Solubility (Ref.: Visual Complies. Bradiically insoluble in waler, freely soluble
Inspection Ph.Eur 1.4) in acetone, stightly soluble in anhydrous
- - athanol and melhylene chloride.
3 Identification by T i
31 IR absorption (Ref.: Ph.Eur Matches with Working Tho Infrared absorplion spectrum of the
2.2.24) standard. finely ground sample in KBr dispersion
compressed into a disc should exhibit
maxima only at the same wavelengths as
that of a similar preparation of Bicalutamide
. B i {(Form-H1) Working Standard: \
32 HPLC (Ref: Ph.Eur2.2.29  |Matches v worang | The relention lime of the major peak nthe |
In-House} standard. chromalogram of the test soluticn should 1
corresponds to that in the chromatogram of
the Reference solution, as obtained in the \
| assay by HPLC tesl.
|4 Loss on Drying (Rel.: Ph.Eur  |0.23 Yawiw Not more than 0.50% wWiw. ‘
2232 | —
|5 'Sulphated ash (Ref.: PhEUr ‘U.Ow-‘.—‘mv ~ I Tlat more than 0.10% Wiw. ;
. 2.4.14) | i
6 ~Opiical rotation (c=1%wlvin |-0.002° iBetwecn —0.005° end +0.005% 1
B methanol) (Ref.: Ph.Eur.2.2.7) ! R \
7 Related Substances by HPLC | B il ) il
A [Test-A (RelPh.EUr2229 | o i i
) {In-House) !
717 {2RS)[N-[4-cyano-3-{trifluorom ot Detecled Nolmore than 0.10% o
’ ethyl)

phenyi]-3-[(4-fluorophenyl)
sulfinyl]-2-methyl-propanamide
“impurity C (BTRCO07)

Tl (iR—S)-N-[d-cyno—}{m'ﬂuoi’d—mér 10.02 %
hyl)phenyl]-3-{(RS}-(4-ﬂuomphe
nyl)sulfinyl]-2-
hydroxy-2-methylpropanamide.
&
(ZSR)-N—[4-cyno—3-(triﬂuoromet S
' hyl)phenyl]-3-[(RS)-(4-fluorophe Z )

Not more than 0.10%
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U AN
CERTIFICATE OF ANALYSIS
Product BICALUTAMIDE (Form-H1) ' o , A ”_l
Batch No. BT24010009 Reference STP |B1-010-05 Analytical [HL02FP24000244 |
- No. ' Report No. R 5
Reference Ph.Eur Date of 28-01-2024 ismtus {Initial Certification |
Manufacture i L e [
{Batch Quantity 102.100 Kg Date of Analysis | 27-02-2024 ‘Retest Date 27-01-2029 4
5_“ nylsulfinyl]-2-hydroxy-2-methy I
Ipropanamide. Impurity E and
F
713 Unspecified impurity [0.01% Not more than 0.05%
714 Total impurities |0.03% Not more than 0.30%
72 Test-B (Rof: PR.EUr 2.2.29 ' ‘
In-House) !
724 2,3.Epoxy-Z-methyl-N-[4-cyanc- Not Detected ~ | Not more than 10 ppm (LOQ:3 ppm)
; 3-(trifluoromethyl)phenyl] j
1 propanamide# BTRCO1 | \
8 Assay by HPLC (On dried TTE55 Y% wiw ThatTss than 98.0% and Not more ihan 1
bacie) (RefPh.EUr2228) | fotowwm
El “Residual solvents by GC I i - ‘
(Ref.:Ph.Eur 2.2.28, 5.4 '
{in-Hotise)) I — i —
9.1 Acctone [fooBppm |Not T ore than 4000 ppm (LOQE gﬁg;ﬁ}_’_
19:2. Dichloromethane NolDelecled ___ |Nolmorelhan 200 ppm (LOQ:24 pprm)
19.3 Diisopropyl ether {8 ppm [Not more than 200 ppm (LOQ:B ppr) |
54 [Ethyl acetate |Not Detected d‘"”‘"ﬂ@_’i?ﬁ&élhﬁzuo ppm (LOQ:-24 ppm) !
|
! l
|
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