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CERTIFICATE OF ANALYSIS .
‘HF’raduct Name ONDICAN 2

| Generic Name
Batch No ODA24004 " I'Batchsize ~ | 250 Liters

| Mfg. Date | APR.2024 " |Exp.Date --- .- |MAR2026 |
' Date of sampling 04/04/2024 Completed Date | 19/04/2024

Ondansetron Injection IP 2mg/ml, 2m! | Product Code | OD

Specification No.

|AR. No RLS/FP/240087 FPS045

Sr. Testis Method Specification | Result
No. . o '

' o - | Aclear colourless
1 ' Description IR Aclear, colourless solutlon fllled n solution filled in USP
e e B L USP type | glass contamer b tynesl -2 -mi-clear- -
- ampoule with blue dot.
[In the assay, the principal peakin | -
- | the chromatogram obtained with the
9 | Identification - P~ | test solution correspcmds to the peak Complies
| in the chromatogram obtained W|th o
o L | reference solution (a) | . L
3 | pH | | “ NL--T— _3-.-31:0 NMT-4}-0?----- B e 3.80.
4 | Density . - IH. For information - 1,003 g/mi

5 | Extractaple volume . P NLT nammal vmlume e 2.0m0

Particulate Matter | Clear and practically free from | *;
P particles when observed by visual e o

—— e wmm w s Il ™ e s Jees ms mda " - L L G Y S S — [Fr—= § kiJ _l-l' £

" A Visual ihs-pegtiqn | | Inspection by the unasded eyes.

156.80 particies per
container -
3.33 particles per
container

Particie size 2 10um NMT 6000 per container.

| Particle size = 25um | ~ | NMT 600 per container.

' L_Any secondary” peak* = NMT o e e

' | | 0. 21% 0009%}
Related substances by | - I o
HPLC | | Sum of all secandary peaks- [ 0.146% - -

- NMT15% = TR

Assay . ' - NI AT
.| NLT 95.0% and NMT 105,0% of the o
 (=ach 1 mi of solutlon - IP | labeled amount of Ondansetron - '99'_'4 >
T ( 1.987 mg/mi)

| contains2mg | | _
Ondansetron) ' o | (__C1EI-I19N30) . e e i e 0 B e -
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Factory Address : Survey No.25/1, Hubli-Karwar
e & Highway, Kadanakoppa, Kalghatagi,
N C E 5 Dharwad, Karnataka-581204, India
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CERTIFICATE OF ANALYSIS

oroduct Name | ONDICAN 2 s
Ondansetron Injection IP 2mg/ml, 2ml | Product Code _
Batch No ODA24004 250 Liters

Mfg. Date APR.2024 _ Exp. Date MAR.2026
; 04/04/2024 Completed Date | 19/04/2024
FPS045

Less than 4.8 EU/mg

Sterile |

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

Analysed by Checked by Approved by

-

Corporate Office: No.07, KHB, Industrial Estate,Yelahanka New Town, Bengaluru-560064, India
CIN: U24111KA19991P1012343
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