
My No: MSD/SCU(S)lcn 12024

Medical SuPPlies Division
357, Ven. Baddegama Wimalawansa Thero Mawatha,

Colombo 10
Tel: (011)2694114113

19.02.2024
Circular No: MSD/Q/S/Special/20241 1

To:
DDG/NHSL - Colombo
DDGiNH - 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.l.H.S Kalutara,
All MOIC/MOH- lnstitutions,
MOIC/Medical lnstitutions of Line Ministry

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 ProducU ltem

1.2) Manufacturer

1.3) Batch no

1.5) Date of Manufacture

1.6) Nature of Defect

1 .7) MDEC Recommendation

2.CEO-N MRA lnstruction

lntra Ocular Lens, foldable type, Hydrophobic , sterile'

Preloaded lntraocular Lens (NIDEK SZ-1lSZ-1 C)

Nidek Co Ltd, JaPan.

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

September 20211o November 2022

Elevated intraocular pressure after implementing of IOL with

the preloaded injection sYstem.

The Medical Device Evaluation committee (MDEC) held on

20.l2.2o23recommendedtorevoketheproductwithdrawal
decision (NMRA/MD lQFto8t2o23 dated 18.05.2023) and withdraw

the above mentioned batches from use based on manufacture's

voluntary recall.

To Revoke the Product withdrawal decision and withdraw the

above batches from use immediately'

3.Consideringabovefacts'youarerequestedthefollowing:

3.1)ToRevoketheProductwithdrawaldecisionandwithdrawtheabovebatchesfromuse
immediatelY.

3.2) SPEGIAL NOTIGE:

l.AccordingtotheSupplier,thelistofsuppliedserialnumbersthatneedstowithdraw
are attached herewith (Annexure l)'

ll. lf 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,manufactureandouantityltotheMsDassoonaspossible.



4.

5.

Please note. lt would be your responsibility

4.1)TofollowtheinstructionsgivenbySecretaryofHealth,underthecircularNo:01l2021daled
08.12.2021.

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

lnstitution.

5.2) Please Note: lt is the responsibility of all RDHS to ensure that the copies of this circular

is circulated urntng all the heads of the institutions under your preview

DT. DEDUITIU DI/IS
- 

Director ' [Acting)

Vfeaicat SuPPlies Division

n*' srli"t?""t ilfi "I"*"sa 
The ro Mw;

Cc:
1. Auditor General - f.i 2'DGHS-f i 3'Chairman/SPc - f i' & n'a

4. DDG(M/S) - f.i. s.ciol Nrr,rRA - f.i. & n.a. 6. Secretary/MEc - f i

7. D/NMqAL -ln the event that obtainirg "r*pr". 
irom os different batches is not possible' to inform D/MSD to

send samples from available batches'
g. chief tnternalAuditor/ MOH-f.i g.D/ (Stock Verific)/MOH - f.i. 10. DD/MSD - f i' & n'a'

1 1 . Chief AccountanvMSD-f.i & n.a 12. AD(Stores)/MSD - fi'
13. Acct(S)MSD - ro mat<e arrangement to r".tr", the value of relevant quantity from the supplier'

14. AD (Dispatch)/MSb - t.i. " 
15. AD/ICT Unit - to publish in MSD web site

16.AD(SyMSD-roensur"thatSCoconcernedprovidetherequiredinformationtoNMQAL
17.All DP/DPDHS-f.i.&n.a ia.splrriso-f i&n'a ' 1g'HSCO(S)-f i'&n'a'

20.SCO(SS)- 04 To send consignment details, storage condition and other relevant details of above

product as p=er No:08 of NDL Form No:02

21. sco/sD (7)-f.i & n.a 22.MsA-iir-iizoi rtaso - f.i. & n.a. 23. Mo (Technicat unit)/MoH-f i & n'a

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

,/

N,
Director, /
MedicaduPPlies Division'
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