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_Quality Control Department
CERTIFICATE OF ANALYSIS (FINISHED PRODUCT)

| Product Name | Ondaheal S; Syrup ~  [AR.No. " FG/G/24A0420 Bl
'| | Generic Name %ndansetron Oral Solution IP o ~ | sample  Quantity 14 Bottles \
| Batch No. | AGL40953 ' Sample Received on | 04/102024 |

| Batch Size 15,500 Bottles " Analy Analysis is Date | 04/ 4/10/2024 |

\ Mfg. Date 09/2024 " | Release Date 11102024 |
Exp. Date \ 08/2026 - | Page No. o | Page 1 of 1 |
| == I — = I e l
FS:NF. T Test Parameter v | E ~ Acceptance Criteria _'_] ~ Result - _'|
‘ 1. ‘ Description Orange colour Syrup filled in 30 ml Orange “colour Syrup ) filled in 30 ml
| | ‘ amber colour PET bottle sealed with | amber colour PET bottle sealed with |
ROPP aluminium cap. ROPP aluminium cap.
‘ _‘ Identrﬁcatron _ o :_ N j: : : -
"A. By TLC T The chromatogram obtained with the | Complies B
y ‘ p
| | test solution corresponds 1O that |
- - obtained with the reference solution. | e _‘
~ B. ByHPLC \Tn the Assay, the principal peak in the | Complles
chromatogram obtained with the test |
| | | solution corresponds to the peak in the |
‘ | o chromatogram - obtained with  the ‘
I E— _{ reference solution. - S __|
| 3. | Weight per ml Between 0.800 gm/ml to 1.200 gm/ml | 1.069 gm/ml ‘
]_ 4 |pH T Between331040 371 B |
Average -age filled Volume | Not less than 30.0 ml S [ 308ml = |
\ 6. | Uniformity of filled | Not less than 28.5 ml Min:-300ml  Max:-32.0 ml |
_;_megi___. o _____,___L_____________!
7. |4 Assay: : |
| | Each 5 ml contains; ~ Claim Limit | L T % |
| _()rﬁansetron— "2mg | Between 95.00 % to 105.0_00/_00Ts§£ed—2_m_10tﬁt—|— _1.98()7 mg | 99.03% |
| ' Hydrochloride i | (Between 1.90 mg to 2.10 mg) | | |

_ ‘ Eq.to Ondansetron L ] - ‘ | _‘
}f 8. | Microbial Limit Tests:

e ——

|l— " | Total aerobic mlcrobral | count IWT—IOO cfu/ml - TZchE/rnl_ B |
| Total yeast ‘and mould count NMT 50 cfu/ ml o n Less than 10 cfu/ml '

y WMTS0chml |
Enterobaeterlaceae count WMT 10 cfu/ ml Absent/ml |

| I Salmonella_ \ “Should be absent/ ml ~ | Absent/ml . T

Remarks: The above test parameters are CO}@/ not-complies as per 1P/BR/USP & In-House Speciﬂcation.

T Check S > |
| Particulars Prepared By ‘ Checked By i Approved By ‘
»T?i__;____ _u¢¢unnny JAKAKV%MMWQ 5%®¢Lﬁwnj/J
| Designation - ‘ B }, \“Lc L.j[j__— | Lfﬁe Cu}‘_\\,.ﬂf —mgnac L @ ﬂ J
]—S'ignature B S ). LL’)_\,L

SO
| Date ___r Y _::_g ____F_)L—\j ﬁ__:r N!_LL’}_B_‘{_

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




