LOGOS PHARMA

Village Maissa Tibba, Tehsil Nalagarh, District Solan (H.P.) INDIA-174 101

QUALITY CONTROL DEPARTMENT
FINISHED PRODUCT CERTIFICATE OF ANALYSIS

Name of Product

Bilastiheal — 40 Tablets

Generic Name of Product

Bilastine Tablets IP 40 mg

Each uncoated tablet contains:

Composition of Product glla§ tine IP 40 mg
xcipients q.s.
Colour : Titanium Dioxide IP
Manufactured By LOGOS PHARMA Mfg. Lic. No. MNB/09/809&MB/09/810
Batch No. LGNO08/128/13 AR No. NAL/2425/QCP/QIM/03809
Mig. Date Aug. 2024 Exp. Date Jul. 2026 ‘
Batch Size 50,000 Tabs Mkt. By Healing Pharma
Date of Received 15/08/2024 Date of Released 22/08/2024
Sr. No. | Test Specification Observation
White coloured round shaped | White coloured round shaped
1. Description slightly biconvex plain on both | slightly biconvex plain on both

sides uncoated tablets.

sides uncoated tablets.

In the assay, the principal peak in
the chromatogram obtained with

2. Identification the test solution corresponds to the | Complies
peak in the chromatogram obtained
with the reference solution.
3. Weight of 20 Tablets 5.2000 gm £ 5% 5.1839 gm
4. Avg. weight per tablet 260.00 mg+5% 259.20 mg
Min. -0.66 %
. . . o
S. Uniformity of weight Avg Wt.£5% Max. +0.81 %
6. Friability NMT 1.0% 0.19 %
Min. 8.93 mm
i 2
7. | Diameter 9.00£0.2 mm Max. 8.95 mm
. Min. 4.01 mm
8. Thickness 420+ 0.2 mm Max. 4.05 mm
9. | Hardness NLT 3.0 kg/em? 5.84 kg/em?
10. | Disintegration Time NMT 15 Minutes at 37° C £ 2°C 04 min
11. | Dissolution Q.NLT 80.0 % 100.10 %
Assay Limit Result
Each uncoated tablet contains: Bilastine
12. | Bilastine IP 40 mg 36.00 mg to 44.00 mg/ Tablet 39.240 mg/ Tab
(i.e. 90.0 % to 110.0 % of labeled | (98.10 %)

amount)

Remark: In the opinion of the under signed the sample complies/dees-notcompty for the above mentioned

tests as per IP standard.
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