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To: @ 12.2023

DDG/NHSL - Colombo

DDG/NH - Kandy

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

REPORT ON FAILING SAMPLE- Sirolimus - Eluting Polymer - Free Coronary Stent System

1. Re-above, details of the letter No NMRA/MD/QF/21/2023 dated 04.12.2023 received from CEO/ NMRA are
given below for your information please.

1.1) Name of the product/ Item - Sirolimus - Eluting Polymer - Free Coronary Stent System
‘ (Coroflex - ISAR)

1.2) Manufacturer : B.Braun Melsungen AG, Vascular System, Sieversufer 8, 12359
Berlin,Germany.

Product Name REF No LOT No
Coroflex — ISAR Neo 2.5x19mm 5028933 23F03809
Coroflex — ISAR Neo 2.75x24mm 5028941 23F03809
1.3) Nature of Defect : Label Error
1.4) NMRA Recommendation :To vquntailry recall of the batches
2. CEO-NMRA Instruction - To voluntary recall of the above batches from use immediately.

3. Considering above facts, you are requested the following:
3.1) To recall the above batches from use immediately

4. It is noted that, above batches are not procured and supplied by MSD.
5. 5.1) Please bring the contents of the circular to all concerned in your Province/ Region/ Institution.

5.2) Please Note: Itis the responsibility of all RDHS to ensure that the copies of this circular
is circulated among all the heads of the institutions under your preview.

7 Dr. DEDUNU Dl AS
Director - (Act\qg) '
‘9 Medical Supplies Division

sa Thero Mw;

Dir r  Baddegama wimalawan

Meédical Supplies Division e Colombo 10-

Cc:
1.Auditor General - f.i 2.DGHS-.i 3.Chairman/SPC - f.i.
4 DDG(M/S) - f.i. 5.CEO/ NMRA -f.i. & n.a. 6. Secretary/MEC - f.i
7. DINMQAL —f.i 8. Chief Internal Auditor/MOH - f.i. 9.D/(Stock Verific.)/MOH - f.i.
10. DD/MSD - f.i. & n.a. 11. Chief Accountant/MSD-f.i & n.a 12. Acct(S)MSD - f.i
13. AD(P 1))MSD -f.i 14. AD (Stores)/MSD - f.i. 15. AD (Dispatch)/MSD - f.i.
16. AD/ICT Unit - to publish in MSD web site 17.All DP/DPDHS - f.i. & n.a.
18. CP / MSD - f.i 19.HSCO (P I) - f.i. 20.SCO SS(07)-f.i

21. SCO(SD 04)-f.i 22 MSA-WH (240)/MSD - f.i. 23. MO(TEC unit)/MOH-f.i & n.a




