Factory Address Suruey N&ZS/I Hubli- I(arwar ) ?
Highway, Kadanakoppa, Kalghatagl "E”
Dharwad, Karnataka—581204 mdla -
CERTIFICATE OF ANALYSIS
Product Name ONDICAN 2 ] ¢
Generic Name - Ondansetron Ir'lj;_Ctan IP 2mglm| 2m| F’roduct Cocle OD
(BatchNo. | ODA24016 E;;H;z'e | 250 Liters
Mfg Date - OCT 2024 - -I—Exp Date - INSEP 2027
Dateofsampling 091072024 | Completed Date | 24/1 0/2024

[ARNo.  [RLSIFP240243 | specification No. | FPS045

Tests Method Specification Result

A clear colourless
A clear, colourless solution filled in solution filled in USP

USP type | glass container. type-I, 2 ml clear
ampoule with blue dot.

1 | Description _ . H

| In the assay, the principal peak in

| the chromatogram obtained with the

2 | |dentification I= test solution corresponds to the Complies
peak in the chromatogram obtained

with reference soiution (a) '

3 | pH I | NLT 3 3 to NMT4 O ' o 3.95 _
4 | Density FFor mformatlon 1. 0040 g!rnl |
5 | Extractable volume “ NLT nominal volume | : 2 0 rnI
 Particulate Matter : " [ Clear and practically free from =
R . P | particles when observed by visual Cc:mplies
5 | A| Visualinspection | inspection by the unaidea eyes. | e _
5 | Particle size 2 10um IH NMT 6000 per contalner ) | 136.27 per container |
Particle size > 25um | NMT 600 per contalner - 1.87 per container
_ An}; secondary peak - NMT 0.012%
7 ‘Related substances by iP 0.2 '4’ L )
HPLC | Sum of all secondary peaks— 0.092Y
. NMT 1.5% mren
Assay o | |
_ , NLT 95.0% and NMT 105.0% of the .
(Eac:h'1 i of 'SOIUUO_“ ! P labeled amount of Ondansetron wE, /.
contains 2 mg (CraH1sN5O ) (1.974 mgiml)
Ondansetron) _ 1eT T

Corporate Office: No. 07, KHB, Industrial Estate, Yelahanka New Town, Bangaluru- 5{5{]064 lndta
CIN : U24111Kﬁ19991PTﬂ12343
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Factory Address : Survey No.25/1, Hubli-Karwar
Highway, Kadanakoppa, Kalghatagi,
Dharwad, Karnataka-581204, India

CERTIFICATE OF ANALYSIS

Product Name " ONDICAN 2
Ondansetron Injection IP 2mg/ml 2ml | Product Code _

Batch No. ODA24016 250 Liters
| Mfg. Date OCT 2024 Exp. Date SEP 2027

Date of sampling | 09/10/2024 | Completed Date | 24/10/2024
RLS/FP/240243 Specification No. | FPS045

BET NMT 9.9 EU per mg of Ondansetron HBRs lan 4.8 SUmg o
Ondansetron

Additional tests

Methyl paraben content - NLT 90.0% and NMT 110.0% 101.0 %
Propyl paraben content - NLT 90.0% and NMT 110.0% 98.0%

Remarks: The product complies as per IP and In-house specification.

- Analysed by Checked by Approved by
N N S RS S —
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