B FMW Adelress : Survey No.25/1, Hubli-Karwar-
P A I A {ighway, Kadanakoppa, Kaighatagi,
EoS - I)Imrwaz_ﬁ, Karnataka-581204, India

CERTIFICATE OF ANALYSIS

roductName  |ONDICAN2 -
mc Na_;r MOndansetronmctlor;F 2mm 2ml | F;fod.mlj ]
=Ech No. | Oé@;OHM T |Batchsize | 400 Liters
Mig.Date | eooza | Exp.pate JuL2027
Date of sampling 20082024 - CDmpletemte 12/00/2024 |
"_:__:_t_“ Specification No.. | FPS045

T Tl e | Result
No. Tests Method Specification - Result
' A clear colourless
- 3 A clear, colourless solution filled in solution filled in USP
! ? escrpton - n USP type | glass container. type-l, 2 ml clear
| ampoule with blue dot.
—————] " Inthe assay, the principal peak in —
' ' the chromatogram obtained with the
P test solution corresponds to the peak Complies

2 | ldentification
- in the chromatogram obtained with

reference solution (a )

3 | pH P NLT33t0 NMT4D 3.94
4 I Density ' |H For information 1.007 g/mi '
5 | Extractable volume P | NLT nominal volume 2.0 ml
'ﬁrficulé‘te_l\ﬂ/l'attéf:_"r | Clear and practically free from - ]
rrrr | I ' particles when observed by visuai - Complies
8 | A Vlsua[ mspectron | |inspection by the unaided eyes.
5 o |- Par’ucle size 2 10pm " NMT 6000 per contamer ] 381 73 per c:ontamer
_Eﬂlcle size 2 25pm ’_ ] NMT BDO per cantalner - 7 47 47 per contalner
An}; secondary peak - NMT 0.003%
7 Related substances by = 0.27% I E
HPLC Sum of al\ secondary peaks— ' 0 046%
- NMT 1.5% | __
' Assay ' | 5
; . NLT 95.0% and NMT 105.0% of the | o
8 (Each”l ml of solution | IP labeled amount of Ondansetron | 101.2 %
contains 2 mg | (C1sH1oNzO) ( 2.023 mg/ml)
Ondansetron) 1oT ST _
| Less than 4.8 EU/mg
9 | BET P | NMT 9.9 EU per mg of Ondansetron f Ondansetron ; _
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Factory Address : Survey No.25/1, Hubli-Karwar
Highway, Kadanakoppa, Kalghatagi,
] E N C E 5 Dharwad, Karnataka-581204, India

- - —— ¢ -

o —

CERTIFICATE OF ANALYSIS

ONDICAN 2
Ondansetron Injctian IP 2mg/ml, 2ml _
Mg ' ‘ JUL.2027

Mfg. Date AUG.2024 Exp. Date
Date of sampling 29/08/2024 Completed Date 12/09/2024
RLS/FP/240209 | Specification No.: | FPS045

Additional tests

l Methyl paraben content NLT 90.0% and NMT 110.0%
11 - '

Sterile

Should be sterile

Sterility

Propyl paraben content NLT 90.0% and NMT 110.0% 100.4 %

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

- Analysed by Checked by Approved by
soawe | @ | @ 0

2loq | 2024

Corporate Office: No.O7, KHB, industrial Estate Yelahanka New Town, Bengaluru-560064, india
CIN : U24111KA19991PT0123453
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