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CERTIFICATE DF ANALYSIS

Factory Address Survey No.25/1, Hubli-Karwar
Highway, Kadanakoppa, Kalghatagl,
Dharwad, Karnataks-581204, indig

s
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Prdduct Name Onm
. Géneric Nar;é Ond-hénsetmctlon P Mml Prod_uct Cr:;de OD__
~mNo r._ODAZM - Batch Si; ;100 Lité}'s
Mfg Date UAN.2024 " |Exp.Date DEC.2026
Date of sampling | 01/02/2024 T | Completed Date | 15/02/2024
ARNo  |RLSFFP240019 Specification No. | FPS045
Tests Specification Result

A clear colourless
solution filled in USP

A clear, colourless solution filled In

1| Description M | USP type | glass container. type-l, 2 ml clear
ampoule with blue dot.
In the assay, the principal ‘peak in ' -
' the chromatogram obtained with the
2 | Identification P test solution corresponds to the peak Complies
in the chromatogram obtained with
reference solution (a).
3 | pH P "NLTsatoNMMo 376 :
4 | Density H | For information 1.004 g!ml
5 | Extractable volume | [P ' NLT nominal volume 2.0 m
Wm Vatter .| Clear and practically free from —
IP | particles when observed by visual Complies
| A| Visual inspection | inspection by the unaided eyes. -
° Particle size = 10pm | NMT 6000 per container. | Loy paicrhcles per
B — IH I - o : O_OCOHrtEHTEI"
. . particles per
rarticle size = Q_S_ﬂ il o °°”ta'”er | container |
Am; secondary peak NMT 0 0019%
Related substances by 0.2% | __
Sum of al\ secondary peaks- 0 0183%
- NMT 1.5% ..
- Assay
NLT 95.0% and NMT 105.0% of the
(Each 1 ml of solutlon - 100.8 %
8 P labeled amount of Ondansetron (2.016 mg/ml)

contains 2 mg
Ondansetron)
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Industrial Estate Yelahanka New Town, Bengaluru-560064, Incia
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Factory Address : Survey No.25/1, Hubli-Karwar
Highway, Kadanakoppa, Kalghatagi,

| E N C E & Dharwad, Karnataka-581204, India
CERTIFICATE OF ANALYSIS
Product Name Ondican 2

Generic Name Ondansetron Injection [P 4g/2m| ' Product Code

Batch No ODA24003 | Batch size 400 Liters

Mfg. Date JAN.2024 Exp. Date DEC.2026
' Date of sampling _ 01/02/2024 Completed Date | 15/02/2024
RLS/FP/240019 Specification No. | FPS045

Less than 4.8 EU/mg

NMT 9.9 EU per mg of Ondansetron

Sterile

- Analysed by Checked by Approved by
Signature . . APTY
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Corporate Office: No.07, KHB, Industrial Estate,Yelahanka New Town, Bengaluru-560064, india
CIN: U24111KA19991PT012343
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