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THE DRUG & COSMETIC ACT. 1940 & THE RULES THEREUNDER
FINISHED PRODUCT CERTIFICATE OF ANALYSIS
Product Name : VIDALISTA 20 A.R. No. : FAR/240967
Packing : 10x10 TAB
Generic Name : TADALAFIL TABLETS IP 20 MG Rel. Dt. : 03-08-2024
Product Cod V-80 Mfa. Dt JUL-2024 T.R. Slip No. : CMFT240479
roduct Code i V- g. Dt. s JUL- . ¥
Batch No. : V-80006 Exp. Dt. - JUN-2027 T.R. Sh-p Dt. : 03-08-2024
Actual Batch Size  : 2020000TAB Test Packing: 60 TAB Analysis Date ~ : 03-08-2024
Mfg. Lic No. : G/25/2025 Specification No. ;: FPS/V-80

Sample Size : 60.000TAB

Released Qty

Remarks :

: 2020000.000TAB (20200 CRTN)

Test As Per : IP

Specification Dt. : 22-11-2023

STP No. : FPS/V-80
Location : MANJUSAR
Make : CLPL

( Test Specification
1 Description A light yellow colored, drop shaped, biconvex, film coated A light yellow colored, drop shaped, biconvex, film
tablets, embossed with "20" on one side & other side coated tablets, embossed with "20" on one side & other
embossed with "T". side embossed with "T".
2 IDENTIFICATION BY HPLC In the assay,the principal peak in the chromatogram In the assay,the. principal peak in the chromatogram
obtained with the test solution corrospond to the peak in the obtained with the test solution corrospond to the peak in
chromatogram obtained with reference solution (a). the chromatogram obtained with reference solution (a).
Weight of 20 tablets 6.2424 gm 6.2429£3.0%
4 Average weight of 20 tablets 312.12mg 31209 mg £3.0 %
5 Uniformity of weight Min: - 1.75 % Within £ 5 % of Avg. weight.
Max: +2.16 %
6 ]  Unifromity Of Dos&ge unit ( Content 12.39 1.Acceptance Value (10 Dosage Unit) < L1 % where
1 Uniformity) L1=15. )
2 Acceptance Value (30 Dosage Unit) < L1 % andNe
individual content of any dosage unit is less than(1-L2
*0.01) M nor more than ( 1+ 12 * 0.01) M ,where L2=
25.
7 Disintegration time Min: 4:11 min NMT 30 min.
Max: 5:26 min
8 Dissolution Tadalafil: Tadalafil:
1)10 min: 1)10 min:NLT 40%(Q)
Min: 46.13% Max: 48.76% 2)30min:NLT 80%(Q)
2) 30min:
Min: 95.21% Max: 100.46%
9 Organic impurities The area of any secondary peak : Not Detected The area of any secondary peak : NMT 0.2 %
The sum of all secondary peak : Not Detected The sum of all secondary peak :NMT 0.3 %
10 Assay Tadalafil: Each Film coated tablet contains:
19.63 mgftab 98.18 % Tadalafil USP 20 mg
NLT 90.0 % to NMT 110 % of Label Claim
(i.e.18 mg to 22 mg of Label Claim)

Conclusion : The above sample complies as per [P

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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