
Circular No: MSD/Q lsl2024l 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.l.H'S Kalutara,
All MOIC/MOH- lnstitutions'

MOIC/Medical lnstitutions of Line Ministry

FAILING 9A[nPLts -
/R/S/o0371

SR

1.2) Manufacturer

1.3) Batch No

1.4) Date of Manufacture

1.5) Date of ExPiry

1.6) NMRA Ref' No

1.7) Nature of Defect

1.8) MDEC Decision

CEO-NMRA lnstruction

My No: MSD/SCU(q1cfl2024
Medical SuPPlies Division
gS7, V"n. Eiaddegama Wimalawansa Thero Mawatha'

Colombo 10
Tel: (011)2694114113
2d-02-2024

Adult with face masxKit

1. Re_above, detairs of the retter no NMRAJMD/ eFt1gr2o23 dated 22.02.2024 received from CEO/NMRA are

given below for your information please'

1.1) Name of the producv ltem : Drug Nebulizing Kit for Adult with face mask

Aer6sol Mask iitt, tt"urlizer 6ml, tubing length 213cm

:13901301

:WellLeadMedicalCoLtd,C.4JinhulndustrialEstate,Hualong'
Sllqg+ Panyu, Gangzhou, People's republic of China'

:2212012781

:15-12-2022

:15-11-2027

: NMRA/MD tQFl1gl2o23 dated 22'02'2024

:Holes in the middle of the solution chamber which used to

suct< oxygen on to it are not properly opened'

:The Medical Devices Evaluation Committee (MDEC) held on

oT.oz.2oz4recommendedtowithdrawtheabovebatchfromuse

: To Withdraw the above batch from use immediately'

Considering above facts, you are requested the following:

3.1) To withdraw the above batch from use immediately'

3.2) To inform details of all batches available of this product to D/NMQAL,120 Norris Canal

Road, colombo 10, to enabre tnem'io seiect samples for further testing and provide

samPle on request to NMQAL'

4. Please note: lt would be your responsibility

4.1)TofollowtheinstructionsgivenbysecretaryofHealth'underthecircularNo:01/2021dated
08.12.2021.

2.

3.



5.1)PleasebringthecontentsofthecirculartoallconcernedinyourProvince/Region/
lnstitution'

5.2)PleaseNote:ltistheresponsibilityofaltRDHstoensurethatthecopiesofthiscircular
iscirculat"ou*ongalltheheadsoftrreinstitutionsunderyourprevlew

-/
K DT. DEDUNU DIAS
'/ tr ') ., Director - (Acting) 

.

'il:".i%',ppriesDivision_.,r"Hi:?:tir#l',!il;:lsion-1.oi,ru,;
colornbolo' ar^:--^n/QPc-f i &n.a

Cc:
r niiito,Generar'ri 33ffiIA ^rJ,*n, r L ai-"#H#t$=iii:/MsDto
4.DDG(M/S)-fi'
7. D/NMQAL -tn the event that obtaini"ng;;';irom os different batches is not

'' ;il;';;ptes from available batches 
n/ rsrock Verific.)/MoH - f.i. 10' DD/MSD - I'r' 6lr'a'

B. Chief lnternal A'Jiffii ili;H-f i e'D/ (stock Verifrc)MoH - f i' 10' DD/MSD - f i' & n'a

f il.;kgy [rtr"';i ffi 
" 
* 

" 
ffi iil,]iil: 1*" 

ro'i," 
t 

", 
u nt q u a ntitv rro m th e s u p p I i e r

iitBgifrl$r\s"'""*#:.;i*n'"ffi 1yitpqq:"l'x,ityi"'"ffi :-1[H$L"G'-);,]^::,

17.A* Dp/DpDHs - f.'i..;'il" 
" -. 

-18' 
sP / MSD - t''* n.,3o,on 

and other ,"t""runioetaits'otabove
" ^b"oiiJs ig r.'"_""t*ruHJ[,TtB""?,iii?. :tfl: fit,
21. sco/pD(7) -r.i a ,i" 

---' ii n so-ri?.i';)1''i$'- ii:;;''' 23' Mo(rechnicar unit)/MoH-r'i & n a

ii. iir;"aion unit (MSD) - r'i & n a


