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

Medical Supplies Division

357, Ven. Baddegama Wimalawansa Thero Mawatha,
Colombo 10

Tel: (011)2694114/13

(0 -07-2025

Circular No: MSD/Q/S/2025/12

To:
DDG/NHSL - Colombo
DDGI/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.[.H.S Kaluthara,
All MOIC/MOH- Institutions,
MOIC/Medical Institutions of Line Ministry

REPORT ON FAILING SAMPLE — PETCRYL 910 Polyglactin 910, coated and braided absorbable
surgical suture (PETCRYL )

1. Re-above, details of the letter NMRA/MD/QF/05/2025 dated 24" June 2025 from CEO/NMRA is circulated
herewith for your information and necessary action, please.

1.1) Details of the products/ltems :

SR Number Item MSD Order PA Number
Number

10000903 polyglactin 910 2021/SPC/N | DHS/S/WW/1
suture 2/0 75cm /IRIS/00111 | 89/ 356YN/21
with 24-26mm half
circle round
bodied taper point
eyeless needle

10001102 Absorbable 2022/SPC/X | DHSI/ICL/XIR
Synthetic Surgical | /R/S/00333 | S/034/168YN/
Suture Size 1, 22

75cm length, with
35mm half circle
round bodied
needle

10000905 polyglactin 910 2022/SPC/E | LP/DHS/RS/E
suture,2/0, 75cm, | IR/IS/00487 | P/53/512AM/2

with 30-35mm, 1/2 2
circle, round
bodied, taper point
needle
1.2) Batch Details
: SR Number Batch Date of Date of
Number Manufacture Expiry
2350818 May/2023 Apr/2028
10001102 2350119 Jan/2023 Dec/2027
10000903 2350758 May/2023 Apr/2028
10000905 2350862 May/2023 Apr/2028




1.3) Manufacturer . Futura Surgicare (Pvt) Ltd, 86/C2, 3rd Main,
Yeshwanthpur Indl Suburb, 2nd Stage, Bangalore 560022, India

1.4) Reference of NMRA : Recommendation of Medical Device Evaluation Committee (MDEC)
held on 04" June 2025, based on the SLSI test report finding on
tensile strength and needle attachment

CEO-NMRA Instruction : Revoke the batch withhold decision and inform all the relevant
hospitals to use the product with caution

A

3. Considering above facts, you are requested the following

3.1) 1. To revoke the batches (as detailed 1.1-1.3 above) withhold decision
2. To utilize the same items with caution

3.2) To inform details of all batches available of this product to D/INMQAL, 120 Norris Canal
Road, Colombo 10, to enable them to select samples for further testing and provide sample on
request to NMQAL

4. Please note: It would be your responsibility,

4.1) To follow the instructions given by Secretary of Health, under the circular No: 01/2021 dated
08.12.2021.

5. 5.1) Please bring the contents of the circular to all concerned in your Province/ Region/ Institution.

5.2) 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 preview.

6. Previous Circulars

Circular No Batch Decision
MSD/Q/S/2025/6 SR 10001102 - 2350818
2350119 Withhold
SR 10000903 - 2350758

SR 10000905 - 2350862
Dr. DEDUNU DIAS
Director - (Acting)
- Medical Supplies Division

Baddega.ma Mma.lawmha There Mw,
Di rector

Medical’'Supplies DlVlSlon

Cc:

1. Auditor General - f.i. 2.DGHS-.i. 3.Chairman/SPC - f.i. & n.a.
4. DDG(M/S) - f.i. 5.CEO/NMRA -fi. 6. Secretary/MDEC - 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. & n.a. 13. AD/ICT Unit - To publish in MSD web site

14. AD(S)/MSD - f.i. & n.a.

15. AD (Stores)/MSD - f.i. 16. AD(Dispatch)/MSD — f.i.

17. All DP/DPDHS - fi. & n.a. 18. SP /MSD - f.i. 19. HSCO (S) -f.i. & n.a.
20. SCO (S/WH 28)-f.i. & n.a.

21. SCO (D/WH 28)-f.i & n.a. 22 MSA-WH (28)/MSD - f.i. & n.a.

23. MO (Technical unit)/MOH-f.i & n.a. 24. H/Destruction Unit (MSD) - f.i & n.a.



