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QUALITY CONTROL DEPARTMENT
THE DRUG & COSMETIC ACT. 1540 & THE RULES THERE UNDER

1ol
CERTIFICATE OF ANALYSIS ik
Product Name : SLDALST
Generic Name. @ Sidenafil citrate and Tadalafil Tabiets (HS
Batch No., 1 IRMDZ3006 A.R. No. + FGLTOS232601
Batch Size 1 2,00,000.008 TAB Oty of Sample oanoon TAR
Nifg. Dt : haAY-ORS Cxp.Dt. . APR.20ZE Rscalved Dt 1 3I/05/2023
Parent Product Code @ SMDODDGTS Release Dt. 3 31J05F2023
Parent Batch No. i LHADEA006
Parent Batch Size @ 2,00,000.000 TAB Specification No. : CHC/QC/FGRS/S73
Storage Condition : Storeata temperature not exceading 2590 in a-dry place, protect from light
sr. Test Result Specification
1 |Description Brown coloured, rectangular Brown coloured, rectangular shaped flat
shaped flat oneside hreakline and nneside hreakline and other side twe lina
other side two lineg film coated tablet, (film coated tablet, contains in Blister pack,
contains in Blister pack, imprinted imprinted with SILDALIST.
wilh SILDALIST.
2 |dentification test Complies Should be positive for Sildenafil citrate &
Tadalafil,
3 | Averapge weight 58550 mg 5820 mg £ 50%
4 | Uniformity of weight -1.34%, +1.21% + 5.0 % of average weight
5 jlengthinmm 1685 mm 16.80 mm 0.2 mm
6 |Widthinmm 6.58 mm 650 mm £ 0.2 mm
T | Thickness 4,06 mm 4.00 mmt 0.5 mm
2 |HardnessinKgfcm? 266 kgfem?® NLT 5 kg/em®
9 | Dissolution for Sildenafil citrate US.P. eqg. | Min 99.55% & Max 104.36% MLT 70.0%
to Sifdenafil 100 mg
10 | Dissolution for Tadalafil USP 20 mg Min 88.30% & Max 92.01% NLT 60.0%
11 | Assay for Sildenafil Citrate USP eg.to 95,522 me (99.52%) NLT 90.0% & NMT 110.0% of the |abel claim
Sildenafil 100 mg
12 | Assay for Tadalafil USP 20 mg 19.6494 mg (98.22%) NLT 90.0% & NRT 110.0% of the label claim
i the opinion of undersigned t.]'tES.]r‘ll[ﬂl".' referred b aboveis stambtd qualily / metofstmdbard-muatifg, a5 per IHS spacification
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