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THE DRUG & COSMETIC ACT. 1940 & THE RULES THEREUNDER

IFINISHED PRODUCT CERTIFICATE OF ANALYSIS

Product Name : CENFORCE 100 A.R. No. : FAR/231356
Packing 1 10x10 TAB

Generic Name : SILDENAFIL CITRATE TABLETS 1P 100 MG Rel. Dt. : 08-12-2023
Product Code : C-236 Mfg. Dt. : OCT-2023 :2 :::P ;? E:A:: :2(3)2;98
Batch No. ; £-236006 Exp. Dt. : SEP-2026 K. Ship Lt ;

Actual Batch Size  : 2020000TAB Test Packing ; 60 TAB Analysis Date  : 21-11-2023

Mfg. Lic No. : G/25/2025 Specification No.: FPS/C-236

Sample Size + 60.C00TAB
P Specification Dt . 12-09-2023
Released Qty :+ 2020000.000FAB (20200 CAR) Test As Per : iP STP No rrdl s
Remarks
Location : MANUUSAR
Make CLPL

1 Description A tight blue colored, diamond shaped,film coated A light blue colored, diamond shaped film coated
tablet,engraved “10¢' on both side . tablet,engraved 100" on both side .

2 Identification In the Assay, the principal peak in the chromatogram In the Assay, the principal peak in the chromaiogram
obtained with the test solution corresponds to the peak in obtained with the test solution coresponds to the peak
the chrematogram chtained with the reference solution. in the chromatcgram obtained with the reference

sojution.

3 Weight of 20 Tablets 10.4554 gm 10.609 g £3.0%

Average weight of 20 tablets 522.77 mg 53045 mg + 3.0%
Uniformity Of Weight MIN:-2.13 % Within + 5.0%
MAX: +2.84 %

& Disintegration Time MiN: 07:28 min NMT 30 min
MAX: (8:31 min

7 Dissolution min: 9367 % NLT 70 %{Q)
max: 98.9G %

8 Related Substance 1) Any secondary peak: Not Detected 1} Any secondary peak: NMT 0.8%

2) N-oxide impurity: Not Detected 2) N-oxide impurity: NMT 1.0%
3) Sum of all Secondary peak: Not Detected 3) Sum of all Secondary peak: NMY 2.0%

9 Loss On Drying 0.68% NMT 3.0%

10 Assay Sidenafil citrate : Each film coated tablet contains:

98.68 mg Sildenafil citrate iP Eq. to Sildenafil 100mg {Limit: $0.0%
98.88 % to 110.0% 1.2.90.0 mg te 110.0 mg}

11 Microbiai Contamination 1.TAMC - 30 CFU/gm 1. TAMC:-1000 CFulgm
2.TYMC:- < 10 CFlUfgm 2.TYMC:- 100CFUgm
3.Test for pathoges: 3.Tesi for pathogen: Should be absent
13 E.coli - Absent 1) E.coli
2} Salmonella - Absent 2) Salmonelia
3) Pseudomonas aeruginosa - Absent 3) Pseudomonas agruginesa
4} S. aureus - Absent 4) 5. aureus

Conclusion : The above sample complies as per P
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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