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RENOWED LIFE SCIENCES
PLOT N0—10 11 SEC-6B, L.L.E, SIDCUL HARIDWAR-249403

CERTIFICATE OF ANALYSIS

(See Rule 150 E (F) Under The drug & Cosmetic Act
FINISHED PRODUCT

;1940 & Rules There under)

| Product Name Algreat-120 ‘ I Ref. No. TRS/O724[DT406067B F
Generic I_\!‘ame_ Fexofenadine'Hydrochllqride Tablets IP 120jmg | } ‘ _
Batch No. DT4060678 | AR.No. | FP-0944/24
Batch Size 2.0 Lac Mfg, Date 06/2024
sample Date 1 15/07/2024 Exp. Date 05/2026
Analysis Date 16/07/2024 Releage Date 18/07/2024

.| Description

|
i

Brick red colour eilongated

biconvex film coated
tablets, having three groveés
one side and plam‘on both

Brick red colour elongated
biconvex film coated |
tablets, having three
groves one side and plain

, -side. on both side.
2.| Identification The retention tlme of the
| major peak of thq sample
solution corresponds to that | Complies
of the standard solution, as
_ obtained in the assay.
3.| Average weight 415 mg 5.0 % 412.4 mg
4. Unifqrmity of weight + 5.0 % of average welght Complies
5.| Dissolution: ‘
(Q) NLT- 60% in 10 minutes | 65.42 %
. NLT- 80% in 30 mmutes 85.53 %
6.| Disintegration Time NMT - 30 Minutes 02 to 03 minutes
7.| Related Substances ' ! ‘
Impurity A NMT-0.4% 0.034%
Any individual impurity NMT-0.25% 0.046.%
Decaroxilate degradant NMT-0.15% Not detected
| Total impurity _ NMT-0.5% 0.24%_
8.| Assay: Each filrh coated tablet :
“contains: :
Fexofenadine Hydrochioride 120 mg | 114.0 mg to 126.0 mg 119,41 mg
| NLT-95.0%-NMT 105.0% (99.51%)

Conclusion: The above sample com\p{es/dees—ne‘t—eempnes as p

er I‘P//B~P7LU—S—P7LI—-H specification.
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