Factory Address @ Survey No,25/1, Hubili-Karwar
Hignway, Kadanakoppa, Kalghatagl,
Uhatwad, Karnatalka-581204, indi

N — CERTIFICATE OF ANALYSIS

Ger__j_v_aric r\_l?me : Ondan__getron Injection (P 4mg/2-|:hl,, iml l Product Code Dlj
| Batch No. | 0DA24002 | Batch size 0

Mfg. Date ' JAN.2024

Exp. Date

| Date_cjf safﬁpling !31!0112024 — | Completed _b’ate - |

AR No. RLS/FP/240018 | Specification No. | FPS045

Sr. | Tests | Method ‘ Specification Result '
No. | -
| _ | | A clear colourless |

| 1 | Description IH A ciear, colourless sr.:rlu.tion filled In solution filled in USP
USP type | glass container type-l, 2 ml clear

| | - . ampoule with blue dot. |
|—| T whe amssy, e prpaT sk =

the chromatogram obtained with the
2 | ldentification - IPp | test solution corresponds fo the peak

I ‘ in the chromatogram obtained with
I reference solution (a).

-|' 3 | pH | IP NLT 3.3 to NMT 4.0 3.73 |
4 | Density IH For information 1.004 g/ml '

|_ 5 I Extractable volume ' 1P " NLT nominal volume 2.0mi _f

Complies J
20.53 particles per
~container

Complies |

| i Particulate Matter : I Clear and practically free from
P particles when observed by visual

' A Vesaliwposion | | rspeconty e ssiced sys

6 . .
‘ ‘ Particle size 2 10um NMT 6000 per container.
B e N— |H . - .

Particle size 2 25um | - NMT 600 per container.

' l - Any setondary peak —IHNMT
l ' Reiated substances by | 0.2%

0.13 partifiies- pe_r
_container |

0.0031%

?' : ”D R I . — —_—
HPLC | Sum of all secondary peaks- 0 0434 ‘
N | [ NMT1.5% T

AL S E— e =
=

ASSa
| (Each 1 mi of solution | ' NLT 95.0% and NMT 105.0% of the

8 | contains 2 mg | IP | I%beﬁdﬁlgount of Ondansetron
Ondansetron) (C1aM1Na0)

100.8 %
(2.016 mg/ml)

— ——

Corparate Office: No.07, KHB, Industrial Estate Yelahanka Hew Town, Bengaluru-560064, india
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Factory Address : Survey No.25/1, Hubli-Karwar

HIE

CERTIFICATE OF ANALYSIS

400 Liters
DEC.2026

' Product Name Ondican 2_

' Generic Nme ' Ondansetron Injection IP 4mg/2ml, 2ml F’ouct Code
Batch No. " ODA24002 Batch size
Mfg_faate | uAN2024 ‘ ‘

Date of sampllng ' 31/01/2024 Completed Date
AR. No. RLS/FF’/24OD18 specmcauon No.
9 | BET NMT 9.9 EU per mg of Ondansetron

| Sterility Should be sterile

| Additional tests

Methyl paraben content NLT 90.0% and NMT 110.0%

Propyl paraben content NLT 90.0% and NMT 110.0%

11

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

Highway, Kadanakoppa, Kalghatagi,
S C I E N C E = Dharwad, Karnataka-581204, india

OD

14/02/2024 _

FPS045

Less than 4.8 EU/mg

Sterile

Analysed by Checked by Approved by
Signature . b B
Date ')’2’{” 6110 s e é\w 27U 066|202y

Corporate Office: No.07, KHB, Industrial Estate,Yelahanka New lown, Bengaluru-560064, India
CIN: U24111KA19991PT012343
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