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CERTIFICATE OF ANALYSIS
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Product Name 5 OND]CAN 2 -
Generlc Name | Ondeneetron imectlen 1P 2mg,/m\ 2m| Product Code

Betch Ne __ s ODA25004 | ._ | Bateh Slze

19/03/2025 - |cC Cempleted Date

- RLSfFPf250050 | Speclflcatlen No.

Method | Specification ' ~ Results

- - ey

L L™
T

ek T ._, A iB. r-

| A clear colourless sotution '
1 | Description H | A clear, colourless solution filled in | filled in USP type-, 2 mi
weSUIP ' USP type | glass container. ' clear ampoule with Dblue
| dot.

' In the assay, the Principal peak In
the chromatogram obtained with the
Test solution corresponds to the
peak in the chromatogram obtained
WIth Reference eelutlen (a) |

2 | Identification ] é P

3 | pH ' P |[NLT33t0 NMT4 0o , 3.72 |

4 | Density Fer mfermetzen | 1.004 a/ml

5 | Extractable volume

NLT nominal volume ' _ K 2.0 ml

LRy
" ™ fr 1

Perticu\ate matter

 Clear and practically free from .
A | Visual inspection P particles when observed by visual | ‘Complies
O mepeetlen by the unalded eyes, :
| Particle size 2 1OIJr‘ﬂ NNIT 6000 per eentamer 444 93
| Particle size 2 25|.1m NMT 600 per centelner 21 73
o Any eeeendery peak NMT 0. 2% - ' 0.015”/:} '
_ Re[eted eubetenees by S — —

HELC

18%2}{} ef ell eeeendery peake - NMT . 0419%

"NLT 95.0% and NMT 105.0% of the —

abeled amount of Ondansetron -
C ( 2.016 ml
(CWHT_QNSO), ) ' ' (2 mg/mi)

.“A'eee‘y (Each K m\ of “
8 | solution contains 2 mg
Ondansetron)

P

g | BET 1P | NMT 9.9 EU per mg of Ondansetron | Less than 4.8 EU per mg

e r L L & T =1 SR R

10 | Sterility H Sheuld be sten\e o Sterility under observation
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CERTIFICATE OF ANALYSIS

Pmduct Name ONDICAN 2

Generic Name ” Ondansetron Injectlon IP 2mg/ml, 2ml Product Code OD

'Batch No. | oDA25004 Batch Size 250 Liters

Mfg. Date | MAR.2025 _ - | FEB.2028
' Date of Samplmg 19/03/2025 - Completed Date | NA

RLS/FP/250050 Specification No. | FPS045

Method

— — e — S

ST.
Tests

Additional tests

Specification - Results

Methy paraben content - NLT 90.0 0% and NMT 110.0% 99.8 %
Propyl paraben content NLT 90 O% and NMT 110.0% 101.5%

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

Analysed by Checked by Approved by

A A

OD—\M\%}‘S i ol)o H'g,g).{'

- Signature

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