My No: MSD/SCU(S)/Cir/2025
Medical Supplies Division
357, Ven. Baddegama Wimalawansa Thero Mawatha,
Colombo 10
Tel: (011)2694114/13
at -08-2025
Circular No: MSD/Q/P/2024/30(iv)
Amendment of MSD/Q/P/2024/30(iii)

To:
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

REPORT ON FAILING SAMPLE — Co-amoxiclav Injection 1000mg/200mg Vial

1. Re-above, details of the letters NMRA/P32/ADR04/2023 and NMRA/PV/SAFRESC/2025, dated
subsequently 15" July 2025 and 16™ July 2025, are circulated herewith for your information and
necessary action, please.

Also, this has been reference to MSD Quality Circulars bearing the No: MSD/Q/P/2024/30 and the
subsequent amendments of MSD/Q/P/2024/30(i), MSD/Q/P/2024/30(ii) and MSD/Q/P/2024/30(iii), with
the respective dates of 24" July 2024, 22"¢ November 2024, 28" April 2025, 17" May 2025 and MSD
Quality Circular bearing the No: MSD/Q/P/2025/15 and date 04" April 2025.

1.1) Name of the product/Item : Co-amoxiclav Injection 1000mg/200mg Vial
Co.amoxiclav for injection BP 1.2g (Uniclav 1.2)
SR : 00100905
1.2) Manufacturer : Navesta Pharmaceutical Pvt Ltd, 107A,

Nakalanda Road, Kindelpitiya, Millewa, Horana, Sri Lanka

1.3) Reference of NMRA : To the decisions of SAFRESC committee meetings dated
23 June 2025 and 111 July 2025

2. CEO-NMRA Instructions
2.1) The SAFRESC decision dated 13" February 2025 has been revised as follows,

2.1.1) To revoke batch withdrawal decision of the batches
manufactured using APl supplied by Sinopharm Weiqida
Pharmaceutical Co Ltd, China. The revoked batches
stored under proper storage conditions shall be allowed
for use

2.1.2) The decision to use only batches manufactured with API
supplied by Zhuhai United Laboratories Co Ltd, China, is
amended. Batches manufactured using Sinopharm
Weiqida Pharmaceuticals Co Ltd, China and Zhuhai
United Laboratories Co Ltd, China APls are permitted for
the finished product. However, decision mentioned in No
1 does not affected by this decision
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2.2) According, to the SAFRESC decisions dated 23 June 2025 and 11" July 2025,
2.2.1). Notify the hospitals to record and report the number of
vials discarded due to visible particles in powder for
injection dosage form

3. Considering the above facts, you are requested the following,

3.1) To revoke the batches withdrawal of following tabled batches,

No. Batch No.
1: 511122AMC2
2. 030123AMC2
3. 060123AMC2
4. 070123ANMC2
5. 090123AMC2
6. 140123AMC2
7. 160223AMC2
8. 170223AMC2
9. 210223ANC2
10 250323AMC2
1 260323ANC2
12 270323AMC2
13 280323ANMC2
14 290323ANC2
15 300323ANC2
16 310323AMC2
17 320323AMC2
18 330323AMC2
19 340323ANMC2
20 350323ANMC2
21 360323AMC2
22 370323ANMC2
23 380423ANMC2
24 390423ANC2
25 400423AMC2
26 410523AMC2
27 420523AMC2
28 430523AMC2
29 440523AMC2
30 450523AMC2
31 470523AMC2
32 480523AMC2
33 490523AMC2
34 500523ANMC2
35 510523AMC2
36 520623AMC2
37 530623ANMC2
38 540623ANC2
39 550623ANMC2
40 560623AMC2
41 570723AMC2
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42 580723AMC2
43 590723AMC2
44 600723AMC2
45 610723AMC2
46 620723AMC2
47 660823AMC2
438 670823AMC2
49 680823ANMC2
50 690823AMC2
51 700823AMC2
52 710823ANIC2
53 720823AMC2
54 740923AMC2
55 750923AMC2
56 760923AMC2
57 770923AMC2

3.2) To use the stocks of above batches (as detailed in 3.1 above), if and only if, it has been
maintained continuously proper storage conditions up to now

3.3) To inspect and discard the vials with visible particles after the dissolving, before the
administration

3.4) To inform the CEO/NMRA with a copy to D/MSD (on or before 15t October 2025), the
batchwise information requested for the unexpired batches of above 3.1), in following format
within its utilization period,

Batch No. The available total | Number of vials, Number of vials Remarks
institutional which can be utilize discarded due to visible
stocks, before the | accordingly 3.2) particles as per the 3.3)
implementation of of above, after the
this quality implementation of 3.2)
decision

3.5) To inform in return the D/MSD (on or before 15" October 2025), the batchwise information
requested for the expired batches of above 3.1), in following format,

Batch No. The available total institutional stocks Remarks

4. Please note: It would be your responsibility, on addition to point 3,

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.
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6. Previous Circulars

Circular No Batch
MSD/Q/P/2023/35 070123AMC2
MSD/Q/P/2023/48 030123AMC2
MSD/Q/P/2023/49 310323AMC2
MSD/Q/P/2023/50 300323AMC2
MSD/Q/P/2023/60 420523AMC2
MSD/Q/P/2023/61 370323AMC2
MSD/Q/P/2023/62 320323AMC2
MSD/Q/P/2023/64 490523AMC2
MSD/Q/P/2023/65 620723AMC2
MSD/Q/P/2023/66 610723AMC2
MSD/Q/P/2023/76 09 batches
MSD/Q/P/2024/10 Product
MSD/Q/P/2024/30 -
MSD/Q/P/2024/30(i)

MSD/Q/P/2024/38 010124AMC2
MSD/Q/P/2024/43 Product
MSD/Q/P/2025/8 Product

Decision
Batch Withdraw
Batch Withdraw
Batch Withdraw
Batch Withdraw
Batch Withdraw
Batch Withdraw
Batch Withdraw
Batch Withdraw
Batch Withdraw
Batch Withdraw
Batch Withdraw

Product Withhold and Batches Withdraw
Revoke the Product withhold decision and
withdraw batches manufactured using AP

supplied by Sinopharm

Batch Withhold

Withhold

Revoke the Product Withhold decision

MSD/Q/P/2025/15 Batches manufactured

using the API from Sinopharm

MSD/Q/P/2024/30(ii)

up to 18.07.2024

MSD/Q/P/2024/30(iii)

51122AMC2

Dr. DEDUNU DIAS
Director - (Acting)

_ Medical Supplies Division
Director, / Rev. Baddegama Wimal
Medical Supplies Division. o e Thao N,

ce
1. Auditor General - f.i.
4. DDG(M/S) - f.i.

5.CEO/ NMRA - To change the status on the SWASTHA System for unexpired batches

6. Secretary/MEC - f.i.
7. DINMQAL —f.i.
8. Chief Internal Auditor/ MOH-f.i.

Coloiibo 10,

2.DGHSA.i.

9.D/(Stock Verific.)/MOH - f.i.
11. Chief Accountant/MSD- To take necessary actions accordingly

12. Acct(S)MSD — To take necessary actions accordingly
13. AD/ICT Unit - To publish in MSD web site and to change the status of expired batches
14. AD(P)/MSD - To inform that NMRA had informed the manufacturer, to avoid test for visible particles

15. AD (M&C) —f.i.

16. AD (Stores)/MSD - f.i.

18. All DP/DPDHS - fi. & n.a.

21. SCO (S/WH 01)-fi. & n.a.

22. SCO (D/WH 01)-f.i & n.a.

24. MO (Technical unit)/MOH- f.i & n.a.

17. AD(Dispatch)/MSD - f.i.

19. SP / MSD - f.i.

23.MSA-WH (01)/MSD - f.i. & n.a.

Collecting the remaining quantities

Batches fully consumed Revoke the withdrawal

Retain the Withdrawal state

3.Chairman/SPC - f.i. & n.a.

10. DD/MSD - f.i. & n.a.

20.HSCO (P3) - f.i. & n.a.

25. H/Destruction Unit (MSD) - f.i & n.a.
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