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_Qualit? C?n’t?ome_partment
CERTIFICATE OF ANALYSIS (FINISHED PRODUCT)

| Product Name 10?di<§n Injection - [ARNo. ||_FG_/G55A_2378 ]
| Generic Name ' Ondansetron I@ca)nTP ke S_amﬁeauaﬁg | 65Am soules |
BaebNer AT ———— P L
Batch No.: | AASL2I0 | Sample Received on 24/1272025 |
Batch Size: 1.0 Lac o | Analysis Date " 24/12/2025
| Mfg. Date. - 12re2s —] Release Date '| 10/012026 _I‘
e — R R
| Exp. Date [ 1172027 l Page No.: | Page1of1 |
- __I_______ —
 Sr.No. | Test Parameter | Acceptance Criteria | Resuit |
——t— % |  AccepfanceCriteria re _ Ret ]
1. | Description | A clear colourless liquid filled in 2 ml | A clear colourless liquid filled in 2 ml

| clear glass ampoule. | clear glass ampoule.
"_ 2. | Identification |'mlﬁss_ay,t—meﬁncipal peﬁirﬁhe_[ Complies __:
| | chromatogram obtained with the test
| | solution corresponds to the peak in

| the chromatogram obtained with the |
| | reference solution (a).
| _— - ]
3 IE | Between 3.3 t0 4.0 1385 |
4 | Extractable volume | Not less than 2.0 ml and | not more '|' 283m ]
| | | than 2.30 ml |
s, _| Particulate ] Matter [The—SOFticE should _be—cleE, _'_The—Sol_utiog is_clgr, “colourless and _I
| | | colourless and free from any visible| free from any visible particle. |
| | particle.
" 6. |Bacterial Endotorins — TNRSSETET—oF—ee— ————— |
| 6. Bacterial Endotoxins | NMT 9.9 EU/mg of Ondansetron | Less than 9.9 EU/m

T | :

| ests
—_— o ==
7 Sterility | Should be sterile _|F Sterile
s _‘__R(Tattmbs_tanc_es: | B R e s e P

| Any secondary impurity | Not more than 0.2% - | Not Detected j
‘_ ' Total impurities [ Not more than 1.5% | Not Detected |

9. | Assay: = - e
' Each ml contains: | Claim ! Limit mg | Y% |

| |,.-O;dansetr(m_Hydrochloride 14 [ 2 mg [ Between 95.00 % to 105.00 % of 2_00 Z?mg_‘ T()0T3%_|
| €q. to Ondansetron | | stated amount of Ondansetron. | |
| (Between 1.90 mg t02.10 mg) |

IR B

Remarks: The above test parameters are cothplies/ not complies as per IP/BP/USP & Tt-House Specification.

| Particulars _|'_ Prepared By _|T Checked By |[ Approved By )
—7 = T > Ba—

N 7 A s
Designation | = """'I-ﬁ_:;.-_.;_tf-r . ‘ yeck 4 e | - \I\md & . -
Signature | & B N [ -Aﬁ"m\l B _"
_Date Jo .{31 I;.-')_ p _J _p’ 2004 I| _ _\_\;\b(\‘)/bi-é B _‘

Format No.: SOP/QC/029/F02-01



