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

Circular Letter No: MSD/QA3/CL/3/2025 Colombo 10
Tel: (011)2694114/13
To: -09-2025
DDG/NHSL — Colombo,
DDG/NH - Kandy,
DDG/NH - 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.

Subject - Visible particles in powder for injection form

1. Re-above, details of the letter No. NMRA/PV/SAFRESC/2025 and its subsequent amendment with even
number and dated respectively, 16" July 2025 and 01t August 2025, received from CEQ/NMRA are circulated

herewith for your information and necessary action, please

1.1) CEO/NMRA had issued the following instruction, based on the decisions taken at Safety and Risk
Evaluation Subcommittee (SAFRESC) on 23 June 2025 and 11% July 2025.

1.1.1) To notify the record and report the number of vials discarded due to visible particles in
powder for injection dosage forms

2. Considering above facts, you are requested the followings
2.1) To inspect and discard the vials with visible particles after the dissolving, as indicated in the
product information leaflet (PIL) for all the powder for injection dosage forms

2.2) To inform the CEO/NMRA, with a copy to D/MSD, the batchwise information requested, as a
monthly report (relevant to above 2.1), in the following format

Note: Also, your kind attention is invited to MSD Quality Circular No. MSD/Q/P/2025/42, MSD/Q/P/2025/43,
MD/Q/P/2025/44, MSD/Q/P/2025/45 dated 18" August 2025 and MSD/Q/P/2025/46, MSD/Q/P/2025/47
MSD/Q/P/2025/48, MSD/Q/P/2025/49 and MSD/Q/P/2025/50 dated 20t August 2025

Item Name and SR Brand Name (if any) Batch No. Quantity Discarded Remarks

3. 3.1) Please bring the contents of this circular to all concerned in your Province/ Region/ Institution.

3.2) 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.

Dr. DEDUNU DIAS
Director - (Acting)
Medical Supplies Division
Rev. Baddegama Wimalawansha Thero Mw,,

Medic&l Supplies Divisidfplombo 10.

e
1. Secretary/ Ministry of Health —f.i. & n.a. 2. DGHS-.. 3. DDG(M/S) - f.i.
4 CEO/NMRA -fi. 5. Chairman/SPC - f.i. 6. DINMQAL - f.i.
7. Secretary/MEC - f.i. 8. Secretary- SAFRESC- f.i. 9. DD/MSD - f.i. & n.a.
10. Chief Accountant/MSD - f.i. 11. Acct(S)/IMSD —f.i. & n.a.

12. AD/ICT Unit — To publish in MSD web site
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13. AD(P)/MSD — To confirm the instruction of above 2.1, including in the PIL of every powder for injection products, at
the consignment acceptance stage
14. AD (M&C) —f.i 15. All DP/DPDHS - fi. & n.a. 16. SP /MSD - f.i.

17. All HSCO (P) -To confirm the instruction of above 2.1, including in the PIL of every powder for injection products,
at the consignment acceptance stage
18. All SCO (S/Pharma)- To confirm the instruction of above 2.1, including in the PIL of every powder for injection
products, at the consignment acceptance stage
19. All SCO (D/Pharma)-fi. & n.a. 20. H/Destruction Unit (MSD) - f.i.
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