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THE DRUG & COSMETIC ACT. 1940 & THE RULES THEREUNDER
FINISHED PRODUCT CERTIFICATE OF ANALYSIS
Product Name : FERTOGARD 25 A.R. No. : F/0844/2425
Packing : 10x10 TAB
Generic Name : CLOMIFENE TABLETS IP 25 MG Rel. Dt. : 12-07-2024
Pradiint Cod TE-7HEAL Mfa. Dt. JUN-2024 T.R. Slip No. : CHPAP24097
roduct Code : TF= g. : 2 i . .
Batch No. : TF-710005 Exp. Dt. - MAY-2026 T.R. Slip Dt. : 11-07-2024
Actual Batch Size : 101000 TAB Test Packing : 10X10 TABS Analysis Date  : 12-07-2024
Mfg. Lic No. : G/25A/5141-A Specification No.: CRFS/TF-71HEAL/21
Sample Size : 50.000 TAB
¥ Specification Dt : 03-09-2021
Released Qty : 101000.000 TAB (1010 CAR) Test As Per : IP STP No. . STPITF-74HEALAS
Remarks : pass PERIP
Location : GORWAO01
Make : HEALING

DESCRIPTION A white coloured, round shaped, biconvex, uncoated A white coloured, round shaped, biconvex, uncoated
tablet, plain on both side. tablet, plain on both side.
2 IDENTIFICATION Complies Must Complies as per IP
1 IDENTIFICATION A When examined in range 230nm to 360nm the final When examined in range 230nm to 360nm the final
solution obtained in the assay shows absorption maxima solution obtained in the assay should be show
at about 292 nm.which is 0.773 and 0.445 respectively. absorption maxima at about 292 nm.
AVERAGE WEIGHT OF TABLETS 99.07 mg 100 mg £ 7.5% of Avg. weight
UNIFORMITY OF WEIGHT HL:+215% within £ 7.5 % of Avg. weight
LL:-1.48%
5 THICKNESS 3.25mm 3.20 mm £ 0.3 mm
6 DIAMETER 6.07 mm 6.00 7m + 0.2 mm
7 HARDNESS 4.82 kglcm2 NLT 3 kg/cm2
8 DISINTEGRATION TIME 04 minute 25 second in Water Medium at 37 °C. NMT 15 minute in Water Medium at 37 °C
9 FRIABILITY 0.35% NMT 1.0 %
10 DISSOLUTION 89.24 % NLT 70.0 % (Q)
" Z-ISOMER 39.04% 30 % to 50 %
12 ASSAY Each uncoated Tablet contains :
101.72% Clomifene citrate IP 25mg
[LIMIT :92.5% TO 107.5% ]

Conclusion : The above sample complies as per IP

In the Opinion of the undersigned the sample referred to above is of Standard quality as defined in the Act and the Rules made thereunder for

the result given above. "This computer generated certificate of analysis is valid without signature"
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