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RAPID ALERT NOTIFICATION OF A DEFECTIVE N4EDICINAL PRODUCT

nnanehilry - Tilffi*litvTufr lupoRTANT - DEL:IER tMtvtEDtATELy)

:v6'unmuguu:ttotflryrar (Ctass of Defect): 2

Reference Number: Tl/ll/ 2024/ 019

i ^ v t.
f . ilozudelnatsi (Brand/Trade name):

ROACII|\I (FOR CHILDREN)

2. uvtfluuetrratfi (Drug registration number):

2A 79/36

:. airvYu"lfflu (For use in):

uur*ri (Humans)

c. n:niurilaoilel1il v{5u. u1 }J1nr1 z: 0r.J:or:rq)
(FaLsification /Fraud - specify):

S. fioarfirg (lNN or generic name):

1) SULPHAI\IETHOXAZOLE

2) TRI[,iEIHOPRI[/

0. gtJulu (Dosage form):

SUGAR COATED TABTET

7. a?1ilui{ (Strength):

1) SULPHAAIETHOXAZOLE iOO IIG

2) TRll'lETHOPRllvl 20 lflc.

8. mrLrutatdu (Batch/tot number):

1) 11001

2) 12505

S. iufie.rfigt (Date manufactured):

1.) 10/01/23

2) 25/05/22

tO. {ufiarf,uoT U (Expiry date)

1) 10/A1/26

2) 25/05/25

tt. :rJuuuu::nfi'cue{ (Pack size and presentation): 1 Box X 10 B[ister X 10 Tabs

t z. r'izufisr (Man ufacturer):

uiriv 1:6'r n rr.l o u{vr n oEddr ffer

ROIA LABORATO RI ES COI\4 PANY LI I\,IITE D, THAI LAN D

{ia{6nroia (Contact person): -

lvr:6'nd (Telephone): - +66 2 279 2416

t: {ritrto#.: (lmporter):

iu^
frorinono (Contact person): -

lvr:6'r^n4' (Tetep hone): -

14. :luact6untotflryrarfiflu/d'lLuanl:uEunr6uur6u (DetaiLs of defecVReason for recat[):

zunitn:rvvi"Lur.[rcieiliuttufrrur;irri;g (Content of active ingredient) rnvil']:avatu (Dissolution) fielrn:gru
The anatytical resuLt of "Content of active inqredient and dissolution" test faited to meet the criteria.

15. {ouant:n:ualUaluasnr:d.:aon (lnformation on distribution inciuding exports):

T:ryrurlrn *avnfrfin

Hospita[s and clinics.

All impacted overseas markets are unknown, i.e., lnformation to be obtalned from locaI lr4AH.

F-D3-1s 0t-23/L1/6, u$: t/z



16. n1:d11fiufl1:ta{t,tdxs{1u (Action taken by lssuing Authority):

ru {"x v il'r u { r u fr r fi u : {o r"hfr r,r : r ! fi '3 n r : G u n l fi r d u u' r

lnform other related government sectors regarding the recat[ of the product.

1 7. nr :rir rfi un r :"[urir 6'u siohJ ( P roposed action) :

a4d4:
Bqalx.l:1u{'lufll:L:ufltflunuBl:rfl{'rutl1:ff1-ld?ufi1fi1t14trtLtnvil'tgtSftlSLtntt!a.tnuxi L1,1tno!tu141%'t

iVonitor the recall. and investigation reports.
,-l

1 8. uilxu{1ufi oonraritf, o (tssuing Authority):

r{r u-n t r u nr ru v fl : :3.r n I : o r 1r I T [ta u u I fl : y ?t : ?.i fi 't D't : fua I
Food and Drug Administration.

Nlinistry of Public Hea[th, Thailand

tl. fiofr6ooia (Contact person):

nfu.?:4fl'l uiv0n

lls.Worasuda Yoongthon g

lvr:fiinrd (Tetephone ) : + 66-2590-7 405

6mei (r-mait): QA@fda.moph.go.th

20. a{60 (Signed): 21

(Dr.Withid Sariddeechaikoot)

(Date):

22 Austtst2024

22.$a1(Time):

07:00 AA/l

For Secretary - Genera[

Food and Drug Administration
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