My No: MSD/SCU(S)/Cir/2025,
Medical Supplies Division,
357, Ven. Baddegama Wimalawansa Thero Mawatha,

Circular Letter No: MSD/QA3/CL/7/2025 Colombo 10
Tel: (011)2694114/13
To: SD -12-2025
DDG/NHSL — Colombo,
DDG/NH — Kandy, Very Important
DDG/NI — Galle,

All Provincial Directors of Health Services,
All Regional Directors of Health Services,
All Directors of Teaching Hospitals,

All Directors of Specialized Campaigns,
Director- N.I.H.S Kalutara,

All MOIC/MOH- Institutions,
MOIC/Medical Institutions of Line Ministry.

Request to Collect Information from Hospitals Using Ondansetron Injection 8mg/4mL manufactured
by Maan Pharmaceuticals, India Regarding Rhizobacter radiobacter — Positive Patients and
Associated Adverse Reactions '

1. Referencing to the letter of CEO/NMRA, (No. NMRA/PA3/ADR04/2025 and dated 19" December 2025)
under the above caption, requesting to share the following details related to ongoing pharmacovigilance
and quality monitoring activities by NMRA.

2. All the institutions are here by informed to provide the requested information (as detailed in 3.1-3.2.),
that have been utilized the following product (as detailed in point 2.1-2.4)

2.1) Name of the product/item : Ondansetron Injection 8mg in 4ml Vial

2.2) SR Number : 00303103
2.3) Batch No. : All the batches of the same product
2.4) Manufacturer : Maan Pharmaceuticals Pvt Ltd, India

3. If your institution has utilized the above product (as detailed in 2.1-2.4), you are requested to provide
following details to CEO/NMRA, with a copy to D/MSD, at the earliest possible time.

3.1) The total number of patients who tested positive for Rhizobacter radiobacter following
administration of Ondansetron Injection

3.2) Submission of a duly completed Adverse Drug Reaction (ADR) reporting form for each
affected patient, with clear and detailed documentation of:

Clinical signs and symptoms experienced

Time to onset of symptoms after administration
Severity of the reactions and clinical outcome
Any relevant laboratory or microbiology findings

L]
Note: To furnish the same information, temporary establishing an appropriate focal point is
suggested

4. 4.1) Please bring the contents of this circular to all concerned in your Province/ Region/ Institution.

4.2) Please Note: It is the responsibility of all RDHS to ensure that the copies of this circular
are circulated among all the heads of the institutions under your purview.
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Dr. DEDUNU DIAS
Director - (Acting)

Director, Medical Supplies Division
Medic upplies Divisiotf. Baddegama Wimalawansha Thero Mw.
Colombo 10,
Cc:
1. Secretary/ Ministry of Health —f.i. 2. DGHSH.I.
3. DDG(M/S) - f.i. 4.CEO/NMRA -f.i.
5. Chairman/SPC - f.i. 6. DINMQAL —f.i.

7. DD/MSD -f.i. & n.a.
8. AD/ICT Unit — To publish in MSD web site
9. AD(P)/MSD —f.i.

10. AD (M&C) — f.i 11. All DP/DPDHS - f.i. & n.a.
13. HSCO (P2) - f.i. 14. SCO (S/WH03)- f.i. & n.a.

15. SCO (D/WH03) - f.i. & n.a.
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12. SP/MSD - f.i.



