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PACK PRODUCT ANALYTICAL REPORT

Product Name : ENHQORA 50

Generic Name : Sildenafil Tablet 50 mg

Bateh Mo :

Code No:

Buyer Order No. & Date : 5349 DTD 22-02-2018

EJ8B00T B
MI/DRUGS/ KD-669-2

Batch Size: 1,50,000 Tablets

Pack Size: 2 x 5's

Sample Size: 20 x 5's

Mfg Date: 02/18

Shelf Life: 36 Months

Date of Sampling: 05/03/2018

Date: 14/@3/2&2

Analysis Date: 05/03/2018 Analyst: Mr. Prashil Report ]
Test Specification Hesult
Release Specification :
Description Light blue coloure_d diamond | Ligh J*Lm coloured  diz
shaped film coated tablets. shaped {ilm coated table:
The retention time of the principal | The retention time of
peak for sample solution as|peak for
Identification qbtqined in the “Assay” test by ob@;a_;;:ca;i n
liquid chromatography corresponds | ligu chrorpatograph
to the prinecipal peak for Sildenafil | 1o the princi pal pzem for 5
citrate working standard. citraie working standarc.
Average Weight 293.55 mg i0 324.45 mg 307.0 mg
Uniformity of weight + 5% of Average Weight Complies
Disintegration Time N.M.T 30.0 mins 4 Ming
T ORe 1 QB0
Dissolution N.L.T. 70.0% f‘! ;;@2 ;‘j ;ig/i
Related Substances by HPLC
3. Single Tmpurity N.M.T. 1.0% 0.16%
4. Total Impurity N.M.T. 2.0% 0.16%
Acceptance value : NMT 15.0
Uniformity Content when determined on 10 individual | 2.9
units
Resulis
Ass ay éia;;;i Limits (%) {miﬁgagaé
Sildenafll Citrate equivalentto | 5o 90.00% 1o 110.00% | 5037 mg 5.7%
Sildenafil
Quality Specification :
Weight of 20 Tablets 5.871 gm to 6.489 gm 6,148 om
Thickness 4.50 mm to 4.90 mm 479 mm

MICROBIAL LIMIT TEST :

Total aerobic microbial count :

Bacterial Count

N.M.T. 1000 cfu/gm

35 chu/em

Fungi N.M.T. 100 cfu/gm None detected -
Test for specified microorganisms

Escherichia coli Absentin 1 gm Absent in | gm

Salmonella Absent in 10 gm Absent in ?3 gim

Pscudomonas Absentin 1 gm Absent in | gm

Staphylococcus Aureus Absentin I gm Absentin | gm

OPINION: The sample Complies as per Standard specification.
The above batch is released for distribution.
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