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QUALITY CONTROL DEPARTMENT Page 1of 2
THE DRUG & COSMETIC ACT. 1940 & THE RULES THEREUNDER

IFINISHED PRODUCT CERTIFICATE OF ANALYSIS

Product Name : CENFORCE 150. A.R. No. : FAR/231139
Packing : 10x10 TAB
Generic Name : SILDENAFIL TABLETS BP 150 MG Rel. Dt. : 18-09-2023
T.R. Slip No, : CMFT230599
Product Code : C-237 Mfg. Dt. : AUG-2023 TR srp D » 12.08-2023
Batch No. » £-2371001 Exp. Dt. - JUL-2026 .R. I'p t. : 12-09-
Actual Batch Size  : 1212000TAB Test Packing : 60 TAB Analysis Date @ 18-09-2023
Mfg. Lic No. : G/25/2025 Specification No. ; FPS/C-237
Sample Size 1 60.000TAB
Specification Dt, : 12-09-2023
Released Q + 1212000.000FAB {12120 CAR) . .
by { Test As Per : BP STP No. . FPS/C-237
Remarks :
Location : MANJUSAR
Make : CLPL

1 Description A red colored, triangle shaped, biconvex, film coated A red colored, trizngle shaped, biconvex, fim coated
tabtet having a plain on both side . tablet,having a plain on both side .

2 Identification By HPLC In the Assay, the principal peak in the chromatogram In the Assay, the principal peak in the chromatogram
cbtained with the test soletion comesponds to the peak in obizined with the test solution corresponds to the pesk
the chromatogram cbtained with the reference solution. in the chromatograrm oblained with the reference

soludicn.
1 |dentification By TLC The principal spet in the chromatogram obiained with The principal spot in the chromatogram obtained with
solution (1) corresponds in position and color to thatin the solution {1) corresponds in position and color fo thatin
chromatogram cbtained with solution {2} the chrematogram oblained with solution (2.
Weight of 20 Tablets 10.2551 gm 10.300 g + 5.0%
4 Average weight of 20 tablets 512.76 mg 5150mg £5.0%
Uniformity Of Weight Min: -2.92 Within  5.0% of average weight
Max: +3.28 %
6 Disintegration Time Min: 7:51 min NMT 30 min
. : . Max: 9:43min y ] )
7 Dissolution Min: 90.61 % NLT 75 %(Q)
Max: 92.80 %
8 Related Substance 1) impurity A: Not Detected 1) Impurity A: NMT 0.15%
2) Any other secondaty peak: Not Detected 2) Any cther secondary peak: NMT 0.2%
3) Sum of all Secondary peak: Not Detected 3) Sum of all Secondary peak: NMT 0.5%
Loss On Drying 242% NMT 3.0%
10 Assay Siidenafil Each film coated tablet contains:
148.52 mg Sildenafit citrate BP Eq. to Sidenafil 150mg [Limit:
89801 % 95.0% to 105.0% i.e.142.5 mg to 157.5 mg)
11 Microbial Contamination 1.TAMC:- 40CFlligm 1.TAMC:-1000 CFUlgm
2.TYMC:- <10CFiifgm 2.TYMC:- 100CFU/gm
3.Test for pathogen: 3.Test for pathogen: Should be absent
1) £.coli; Absent 1) E.col

Conclusion : The above sample complies as per BP
In the Opinion of the undersigned the sampie 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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THE DRUG & COSMETIC ACT, 1940 & THE RULES THEREUNDER

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

Product Name : CENFORCE 150. AR No. TFARI231130

Packing : 10x10 TAB

Generic Name : SILDENAFIL TABLETS BP 150 MG Rel. Dt : 18-09-2023

Product Code C-237 Mfa. Dt AUG-2023 TR.SlipNe.  : CMFT230599
roduc : C- g. Dt. : . : e

Batch No. : C-23700% Exp. Dt. . JUL-2026 T.R. Sll.p Dt. : 12-09-2023

Actual Batch Size : 1212000TAB Test Packing: 60 TAB Analysis Date  : 18-09-2023

Mfg. Lic No. : G/25/2025 Specification No. : FPS/C-237

Sample Size 1 60.000TAB . .
. 1 12:09-20
Released Qty » 1212000.000TAB (12120 CAR) Test As Per : BP z_';:":::’atm“ Dt o 2::
Remarks :
Location : MANJUSAR
Make : CLPL

2) Saimonella: Absend 2) Salmonetia
3) Pseudarnonas aeruginosa: Absent 3) Pseudomonas aeruginosa
4} S, aureus: Absent 4) S. aureus

Conclusion : The above sampie complies as per BP
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 certificata of analysis is valid without signature”
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