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AEALTH BIOTECH LTD.

Nk Sandoli, Nalagarh Road Baddi (H.P)-173205, India

V

QUALITY CONTROL DEPARTMENT
CERTIFICATE OF ANALYSIS-FINISHED PRODUCT

Name of Product | MESNA INJECTION 100 MG/ ML
Generic Name | MESNA INJECTION 4 ML
Manufactured Health Biotech Ltd. Mfg. Date 10/2022
By Nalagarh Road Baddi Distt. y 092004
Solan (H.P)-173205 Exp. Date =
Batch No. HIME22007 Date of Sample 14/10/2023
bR Qty. sampled 50 UNITS
Sampled By VIKASH Release Date 28/10/2023
Specifications IH A.R. No. HIME 22007/10/22/FP
S.NO. | TEST : SPECIFICATION RESULT
Description 3 Clear colorless solution, filled in | Clear colorless solution, |
1 ‘ colorless glass ampoules. filled in colorless glass
P e i ampoules.
IDENTIFICATION Should be positive for Mesna Complies
2 (BY HPL.C)
e ——— PEROEN SO ECA NP E IV MO S SEe i _-_._.__4
3 Extractable Volume Not Less than 4.0 ml LA e g
PARTICULATE MATTER Should be free from particulate Free from particles
A. (Visible Particles) matter, when examined visually. Sy
3 Q@ de 1elecg
4 B. (Sub Visible Particles) Not more than (.>O()() I:ess t!lan 6000 Particles/
5§ ity particles/Container Container '
2 b Not more than 600 Less than 600 particles/
>25um ; .
particles/Container Container
5 Bacterial Endotoxins Not more than 16.1 EU/ml [ess than 16.1 EU/ml |
6 Sterility Test Should be sterile Sterile
7 ASSAY: Each ml contains
MESNA BP—100 mg 90 mg to 110.0 mg 99.82 mg
(90.0-110.0%) 99.82%
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