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

Circular Letter No: MSD/QA3/CL/6/2025 Colombo 10
Tel: (011)2694114/13
T6 " /ﬂ -10-2025

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 — Voluntary batch withdrawal of B.No.: 12250193A by the manufacturer due to
out-of-specification results

1. Re-above, details of the letter No. NMRA/PA3/VR02/2025 dated 13" October 2025, received from CEO/NMRA
are circulated herewith for your information and necessary action, please

1.1) Name of the product/item : Salmeterol 26mcg & Fluticasone Propionate 250mcg/Actuation
Pressurized Inhalation (Combiwave SF 250%®)

1.3) Batch No. : 12250193A
1.3) Manufacturer : Glenmark Pharmaceuticals Pvt. Ltd, India
2. CEO/NMRA notification : The National Medicines Regulatory Authority has accepted the voluntary

batch withdrawal (B.No.: 12250193A), which has received from Market
Authorization Holder; Hemas Pharmaceuticals Pvt Ltd, Sri Lanka

3. Considering above facts, you are requested the followings

3.1) To ensure that the item referred is not further being utilized withing the institute.

Note: This item has been not supplied through the MSD

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.

Dr. DEDUNU DIAS

Director - (Acting)
) Medic: slies Divi or

DiriM Rev. Baddegama Wimalawansha Thero M,

Medi€al Supplies Division. Colombo 10.

Ce:
1. Secretary/ Ministry of Health — f.i. & n.a. 2. DGHS-.i. 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 - fi. & n.a.

10. Chief Accountant/MSD — f.i. 11. Acct(S)/MSD —f.i. & n.a.

12. AD/ICT Unit — To publish in MSD web site
13. AD(P)/MSD —f.i.

14. AD (M&C) —f.i 15. All DP/DPDHS - fi. & n.a. 16. SP /MSD - f.i.
17. HSCO (P2) —f.i. 18. SCO (S/WHO08)- f.i. & n.a.
19. SCO (D/WH08)- f.i. 20. H/Destruction Unit (MSD) - f.i.

Page1lof1



