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DELTA 
ENTERPRISES 

Manufacturers & Exporters of Phar'maceuticals 
www.deltaenterprises.org  

CERTIFICATE OF ANALYSIS 
(FINISHED PRODUCT)  

(Under Drugs & Cosmetics Act 1940 & Rules made there under) 

Product Name : DELGRA-25  
. 

Generic Name: I_Sildenafil Citrate Tablets  
Batch No. [QRAMO1 A.R. No. : F2011091606  

.Mfg. Date: Sep.2011 Pack Size:  

Exp. Date: Aug.2014 Pack Type: Tablets  
Batch Size: 103000 TAB Sampled On 16/09/2011  
Product Code: AQRAM Sample Quantity 60.00 TAB  
Specification No.: FPS/AQRAM-00 Sampled By: KHUSIIAL SrNGI-I 
Ref. STP No.: AKUMS!STP/030 	 Analyzed By: OMPRAKASH 1 
Manufactured For DELTA ENTERPRISES 	Date of Analysis: 22/09/11  

. 

f Ianufactured By: AKUMS 	 I Release Date: 22/09/11  

S.No.I 	TEST ACCEPTANCE CRITERIA RESULTS' 
1 	IDescription Blue coloured, oval, biconvex & one side 

scored film coated tablets. 10 Tablets 
packed in a blister of clear PVC fllm& 
printed aluminum foil. 

Blue coloured, ova1,bicôn-vex 
& one side scored film coated 

I tablets. 10 Tablets packed in 
a blister of clear Pvc filth & 
printed aluminum fil. 

2 Dimensions As below As below  
Length 12.6 mm±0.2 mm 12.57mm.. 
Width 9.7 mm ± 0.2 mm  9.58111m 	/ 4? l 
Thickness 3.8'rnm±0.3 mm t3.68mm- 
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Identification 

. 

In the assay, the principal peak in the 
chromatogram obtained with the test 
solution corresponds to the peak in the  
chromatogram obtained with reference 
solurion.. 
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4 Average weight 333.0 mg ± 5% 	 - 33 3.80mg  
5 Uniformity of weight Within± 5% of Average weight -1.1% to +1.9%  

-6. Disintegration Time Not more than 30 minutes 	. Passes(06minl Ssec$ 
7 Dissolution . NLT 70 % (D) 98.68%, 9.8.68%, 97. 14%, 

98.81%, 97.78%, 9€76P/o 
8 Related Substances As below As below 

N-oxide Impurity NMT 1.0% 	 1 . 0.01% 

1i-. L4.- -- -. 

Prepared By 	j_ 	 Checked By 	 Approved;  
(Sign/Date) ,Z1- 1 	 QC ExecutiveO)l"( I 	 Head 

• -- - ...: 	 (Sign/Date) 	 (Sign! )*te) 

' I  

p 

P 


