HAB PHARMACEUTICALS & RESEARCH LIMITED
10, PHARMACITY, SELAQUI, DEHRADUN
QUALITY CONTROL DEPARTMENT
CERTIFICATE OF ANALYSIS: FINISHED PRODUCTS

Product Name: VARDEGRA 20 ( VARDENAFIL HYDROCHLORIDE TABLETS )
Batch No.: 1430-01 Batch Size: 1.0 Lac Tablets
Mfg. Date: 07/2022 Exp. Date: 06/2024
Sample Qty.: 100 Tablets Received Date: 09/11/2022
Analysis on: 09/11/2022 A.R. No.: FP/13/11/2022
Release Date: 16/11/2022 Analysis for: Self.
PROTOCOLS OF TESTS APPLIED AS PER: IN HOUSE SPECIFICATION
Sr. Test Standard Specification Observation
No
1. | Description Peach colored, round shaped | Peach colored, round shaped
biconvex film coated tablet, | biconvex film coated tablet,
plain on both sides. plain on both sides.
2. | Identification:-
Vardenafil hydrochloride USP By: Liquid chromatography | Complies
3. | Weight of 20 tablets 3.700 gm + 2 % 3.7134 gm
4. | Average weight of tablets 185 mg 185.67 mg
5. | Uniformity of weight 185mg £7.5% 182.7 mg to 189.6 mg
(171.125 mg to 198.875 mg)
6. | Physical parameters
Thickness 3.40mm =+ 0.3mm
(3.10 mm to 3.70mm) 3.52 mm
Hardness NLT 2.0 kg/cm® 3.1 kg/em®
7. | Disintegration NMT 30 minutes 03 — 04 minutes
8. | Dissolution NLT-75.0% 97.42 % to 107.94 %
9. | Composition: )

Each film coated tablet contains:

Vardenafil hydrochloride Trihydrate USP

Eq. to Vardenafil 20 mg

Limit: 90.0 % to 110.0 %

21.39 mg (106.95 %)

OPINION: The Sample Complies comply with the prescribed Standards as per IN HOUSE Specification.
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