My No: MSD/SCU(S)/Cir/2024
Medical Supplies Division
357. \Ven. Baddegama Wimalawansa Thero Mawatha,
Colombo 10
Tel: (011)2694114/13
‘ " .02.2024
Circular No: MSD/Q/S/Special/2024/1

To:
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 QUALITY: FAILIURE - Intraocular Lens

1. Re-above, details of the report No NMRA/MD/QF/08/2023 dated 01.02.2024 received from CEO/ NMRA are
given below for your information please.

1.1) Name of the product/ Item . Intra Ocular Lens, foldable type, Hydrophobic , sterile.
Preloaded Intraocular Lens (NIDEK SZ-1/SZ-1C)

1.2) Manufacturer : Nidek Co Ltd, Japan.

1.3) Batch no - Serial Number starting from the letter R & U as follows

1. R3, R4, R5, R6, R7, R8, R9, R0
2. UA, UB, UC, UE, UF, UG, UH

1.5) Date of Manufacture - September 2021 to November 2022

1.6) Nature of Defect - Elevated intraocular pressure after implementing of IOL with
the preloaded injection system.

1.7) MDEC Recommendation - The Medical Device Evaluation Committee (MDEC) held on
20.12.2023 recommended to revoke the product withdrawal
decision (NMRA/MD/QF/08/2023 dated 18.05.2023) and withdraw
the above mentioned batches from use based on manufacture’s

voluntary recall.

2.CEO-NMRA Instruction - To Revoke the Product withdrawal decision and Withdraw the
above batches from use immediately.

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

3.1) To Revoke the Product withdrawal decision and withdraw the above batches from use
immediately.

3.2) SPECIAL NOTICE:

I. According to the Supplier, the list of supplied serial numbers that needs to withdraw
are attached herewith (Annexure ).

Il. If you are identified any serial number other than above mentioned list, please withdraw
the same from use immediately and inform relevant details (item name, ltem SR, serial
number, manufacture and Quantity) to the MSD as soon as possible.




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: 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

pr. DEDUNU DIAS
Director - (Acting)

Directgi/ Medical Supp“es DiViSion e
MedicakSupplies Division. - gev. Baddegama Wimalawansa Thero Mw;

Colombo 10.
Cc:.
1. Auditor General - f.i 2.DGHS-f.i 3.Chairman/SPC - f.i. & n.a
4. DDG(M/S) - f.i. 5.CEO/ NMRA - f.i. & n.a. 6. Secretary/MEC - f.i
7. DINMQAL —In the event that obtaining samples from 05 different batches is not possible, to inform D/MSD to

send samples from available batches.
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. AD(Stores)/MSD - f.i.
13. Acct(S)MSD - To make arrangement to recover the value of relevant quantity from the supplier.

14. AD (Dispatch)/MSD - f.i. 15. AD/ICT Unit - to publish in MSD web site
16. AD (S)/MSD - To ensure that SCO concerned provide the required information to NMQAL
17.All DP/DPDHS - f.i. & n.a 18.SP/MSD -f.i&n.a 19.HSCO (S ) - fi. & n.a.

20.SCO/(SS)- 04 To send consignment details, storage condition and other relevant details of above
product as per No:08 of NDL Form No:02

21.SCO/SD (7)-f.i&n.a 22 MSA-WH (20) MSD - f.i. &n.a.  23. MO (Technical unit)/MOH-f.i & n.a

22. H/Destruction Unit (MSD) - fi & n.a




T18760X64-€¥7760X6Y

7SvL0X64-TTV.0X6Y

79690X64-2¢690X64

800L0X64-£9690X64

7S0L0X64-TT0L0OX6Y

00S£0X64-LS7.0X6Y

97S/0X64-€0SL0X6Y

807L0X64-S9€L0X6Y

06S£0X64-675.0X6d

€8TL0OX64Y-C7TLOX6HY

7LTL0X6Y-CECLOX6Y

ES e e T/590X64-0€590X64 L9700X64-772C00X6d
20900X64-79500X64 06900X64-87900X64
678EVX8Y-LOBEYXBY 9TTV¥X8Y-LLOV7X8Y
POrEYXBY-E9EEVXBY 8GTYX8Y-6TTV7X8Y
T6CTYX8Y-LLTTIX8Y 0560t7X84Y-L06077X84
85807X84-9T807X8Y L6TOYX8Y-SSTOVX8Y
9008EX8Y-996LEX8Y 8G5EEXBY-87CEEXBY
070EEXBY-SE6CEXBY SEO0TEXBY-7660EXBY
99/0€X8Y-€CL0EX8Y 9/90€X8Y-0650£X8Y i i i Do s re e
. ) 77S0EX8Y-8S70EX8Y L696TX84-9596CX8Y
e st 0T96TX8Y-8956CX8Y 7EV6TX8Y-06£6CX8Y
EVE6TXBY-00€6CX8Y 79C6TX8Y-TTC6CX8Y
STCLTX8Y-CLTLTX8Y 86660X84-95660X84
£G8€0X8Y-0T8E0X8Y LTETOX8Y-9LCTOX8Y
€0CTPXLY-TOTTYXLY YLT6EXLY-TETO6EXLY
10°Z202 21'9202 G788EXLY-78LB8EXLY GL09EXLY-SE09€EXLY
€8S99TX/LY-07S9TXLY LTTYTXLY-68TVTXLY
59880X/,Y-7C880X LY 8/4550XLY-8€SS0X.LH
T 119202 ST6EEX9Y-088EEX9H
L080TX94-79L0TX9Y L888TX9Y-S788TX9Y
T i707 019207 CTTLEXSY-SB0LEXSH 0EEEEXSY-06CEEXSY
0ZV6TXSY-6LE6CXSH TELEOXSY-ETLEOXSY
2injdejnueln|
10 G Andx3 jo =1eq ‘ON |elas/ yoleg J0ydoig Jaquinn ¥S spooo jo uondursaqg
ZZ-AeN-8T :91e(Q 3210AU|
970S00€T ‘ON YS
0207'80'%'T 40 0Z/2/04/S¥/W/SHA ‘ON 43pual
S¥¥00/S/4/¥/2dS/020T :oN bay asw
| d4nxauuy Z70T'TO'0T @3Lva 02/2AavTTT/T0/0d/SH/W/SHA 0N Juapu|



