Circular No: MSD/QA3/CL/6/2026

To:
DDG/NHSL — Colombo,
DDG/NH — Kandy,
DDG/NH — Galle,

My No: MSD/SCU(S)/Cir/2025

Medical Supplies Division

357, Ven. Baddegama Wimalawansa Thero Mawatha,
Colombo 10.

Tel: (011)2694114/13

L? -04-2026

IMPORTANT

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 — Notification on Appropriate Use of Colostomy Bags — BAO Health

1. Re-above, decision of the 103 Medical Device Evaluation Committee (MDEC) of National Medicines
Regulatory Authority (NMRA) based on the declaration made by manufacturer, here by sharing for your
information and necessary action, please

1.1) Name of the product/ Item

1.2) Manufacturer

1.3) Reference of the MDEC

2. Decision of the MDEC

No Iltem SR

1.1.1.) | Colostomy Appliance Set complete, 12200203
comprising; 02 Nos. base plates
50mm diameter (approximately)
with support flange, adjustable belt
and 10 Nos. drainable bags with

2 Nos. clamp.

1.1.2.) | Colostomy Bag with adhesive, 12200207
paediatric size, transparent front,
without filter, with a clamp at the
bottom and adjustable opening from
10mm to 30mm diameter,

disposable.

. BAO-Health Medical Instruments Co., Ltd, Add: 2™ Floor of 8-2

Building, Gaogiao Industrial Zone, Tongxiang City, Zhejiang, 314515,
China.

: To the manufacturers letter (Under the caption of : “Urgent Support

and Joint Action plan regarding Colostomy Appliance Set complete”
and dated on 26.03.2026), which requested to : cease the use of
Colostomy Appliance Set (SR 12200203) for paediatric use; and
to use of the special designed product (SR 12200207) for
paediatric use

103" Medical Device Evaluation Committee (MDEC) discussed

the above request and recommended that this information be
conveyed to the Medical Supplies Division for necessary action
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3. Considering above facts, you are requested the followings,

3.1) To immediately discontinue the improper usage of the above product, (under the SR 12200203
- as detailed in 1.1.1 - 1.2 above) for paediatric patients

3.2) To use the above products, (as detailed in 1.1. - 1.2. above) for the relevant patient groups
(adult / paediatric) as claimed by the manufacturer.

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
is circulated among all the heads of the institutions under your purview.

Mediedl Supplies Division:™

Cc:
1. Secretary/ Ministry of Health —f.i. & n.a. 2. DGHS-.I. 3. Chairman/SPC - f.i.
4. DDG(M/S) - f.i. 5. CEO/NMRA -f.i. 6. DD/MSD -f.i. & n.a
7. DINMQAL —f.i.

8. AD/ICT Unit — To publish in MSD web site
9. AD(S)/MSD —f.i.

10. AD (M&C) —f.i

11. Secretary /MDEC - f.i.

12. All DP/DPDHS - f.. & n.a. 13. SP / MSD - f..
14. HSCO (S) - f.i.
15. SCO (S/ WH 12) - fi. & n.a. 16.SCO (D /WH 12) - fi. &n.a.

17. H/Destruction Unit (MSD) - f.i.
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