Factory Address « Survey No,25/1, Hubli- !{efwar .
Highway, Kadanakopps, |<°*sighei:age,-
Dharwad, I{erfmtaka Jﬁll’{?ﬂ india C

CERTIFICATE OF ANALYSIS .
‘Product Name | Ondican 2 -
! GenenMe Ondensetroﬁ InJechen IP 2% 2m| Predect Code OD_ e
Beteh No? ‘ | ODA24010 - " Batch eize . 4mfers

Mfg Dete - AUG. 2024 Exp. Date JUL.2027
. Date of semplmg 12108/2024 Cempleted Date 26’/08121024 |
RLS/FP/240188 Speelflcetlen No FPS045
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ﬁ:; a Tests Method Specification Result -
; A clear colourless '
! o A clear, colourless solution filied In solution filled in-USP
1| Heagrpiion i USP type | glass container. type-l, 2 mi clear -
empoule with blue dot
- ' ~ I'Inthe assay, the principal peak in RN
the chromatogram obtained with the -
2 | Identification P test solution corresponds to the peak Complies
! in the chromatogram obtained with
reference eolutlen (a)
3 | pH I NLT331’0NMT4O 355 '
4 Density o \ |H | For information 1.0039 g!ml . ?
5 | Extractable volume P | NLT nominat volume 2.0ml B
Particulate Matter © | Clear and practically free from | N X
o | IP particles when observed by visual Complies |
| Visual inspection | | inspection by the unaided eyes. T
F’ertlere size 2 10um H NMT 6000 per eentalner 175.73 per cen't'ai'ner"-.' 1

- Part |c|e size > 25um | NMT 600 per centelner 1.33 per container. . _

An% secondary peak - NMT _: 0*0035%}3
- Releted substances by 1= 0. 2/5 u I B S A
 HPLC Sum of al eecendary peeks-- 0 0260% -

' NMT 1.5%

Assay | _ " . L
| (Each 1 ml of solution . NLT 95.0% and NMT 105.0% of the 100.9 %
| . IP labeled amount of Ondansetron .
' contains 2 mg (CoH:sNzO ) (2.017 mg/ml)
Ondansetron) 18T O T
9 | BET = j NMT 9.9 EU per mg of Ondansetron | ess than 4.8E_U;mg_] | o
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CERTIFICATE OF ANALYSIS

Ondican | _
ODA24010 Batch size 400 Liters
AUG.2024 Exp. Date

RLS/FP/240188 Specification No.: FPS045

Additional tests

Should be sterile Sterile

Sterility

Methyl paraben content NLT 90.0% and NMT 110.0%

NLT 90.0% and NMT 110.0%

Propyl paraben content

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

- Analysed by Checked by ~ Approved by
e | o | | e
- .
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