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FOOD AND DRUG
ADMINISTRATION

wdafaurisz el yminnunine
RAPID ALERT NOTIFICATION OF A DEFECTIVE MEDICINAL PRODUCT

tong1sdAry ~ [Usah1deivil (IMPORTANT - DELIVER IMMEDIATELY)

szAvauusvaetywn (Class of Defect): 1

Reference Number: TH/I/2024/01

1. HouBnfiust (Brand/Trade name):
1) IWADIL

2} A-CHLORDYL SYRUP

3) i-cordyl

2. vuilipusnavft (Drug registration number):
1) 2A 41/48
2) 2A 30/61
3) 2A 36/61

3, dwiuldlu (For use in):

uwé (Humans)

4. nsfigaauma wiu. 81 31851 73 (Usaizy)
{Falsification/Fraud - specify): -

5, Jaadity INN or generic name):

See attachment

6. yluuu (Dosage form):
SYRUP

7. amuuss (Strength):

See attachment

8. wnuay§u (Batch/lot number):

See attachment

9. Sufinda (Date manufactured):

See attachment

10, %’uﬁmﬁumq (Expiry date):

See attachment

11, gduuuussqﬁ'mﬁ {Pack size and presentation); -

12. g (Manufacturer):
uiem Rewdu e

FEHA LAB COMPANY LIMITED
HosfAnsio (Contact person): -
Tnsénd (Telephone): -

13 :3'\3’“4?85« (importer):
adffindie (Contact person): -

Tus@wyl (Telephone): -

14, MwazBenveslymitwu/anumgnisBenifiuen@u (Details of defect/Reason for recall):

1) ndasudion IWADIL el 24 41/48 Poraidhanediueaoy

IWADIL: The products Reg. No. 2A 41/48 suspected falsified drug.

o e 03 ol a y b 0y . & I
2) uiindnusign A-CHLORDYL SYRUP uar l-cordyl wufinisisyiuvimaigliasssdosiy shelf-life Aunmdou

drduen

A-CHLORDYL SYRUP and cordyl: The expiration dates of products were found incompliant with the

shelf-Ufe as per drug dossier.
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15, %’agamsm:mUmuazmsﬂaaim {inforrmation on distribution including exports):
Tsawena o800 waswmom

Hospitals clinics and drug stores

Allimpacted overseas markets are unknown, i.e., information to be obtained from local MAH,

16, A ntunTsYeInUIEI (Action taken by Issuing Authorlty):

3 ' al v v ot s @
wrnsnuiedssbinswiamsdumifiuun

Inform other related government sectors regarding the recall of the product. ]

17. masfiunisiudrdudeld (Proposed action):

AamussnumadenivAuer nerumsduanimaivguannainisudivdesiudlifadyme l

Monitor the recall and investigation reports:

18. misanifieenwisde (Issuing Authority): 19. %tgﬁaﬁia {Contact person):

AMNNUANENTIINTOIMITWAYEY NSENTNATWAEY | DY.ITARY Bavies

Food and Drug Administration, Ms.Worasuda Yoongthong
Ministry of Public Health, Thailand n3éwn (Telephone): +66-2590-7405
fuid (E-mail): QA®fda.moph.go.th
20. aedfa (Signed): 21. fuil (Date): 22. 1381 (Time):
=S e 27 January 2024 10.00 AM
{Drwithid Sariddeechaikool)

Deputy Secretary - General
For Secretary - General
Food and Drug Administration
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o = £y v @ e
sensieniivAundaiusiunduiogy wiinlae viev Rowdu drda

Fondinsiae
No (Trade nama) / Saeviilay (NN orgeneric name) / U AR
T ewnsdleuen AT trength): Lot. No.
(Reg. No.)
fumsudn IWL6605 Tudindn 20-11-23
USuneuwneie 5 wa. (Each 5 mi contains) Fumunory 20-11-25 kagnnunand
. WADIL 1. DIPHENHYDRAMINE HYDROCHLORIDE 12.50 MG | aanseyunfavdeiufl 9 Suneu 2565
2A 41748 2. AMMONIUM CHLORIDE 125.00 MG (Lot No. IWL 6605 Mfg. 20-11-23
3. SODIUM CITRATE DIHYDRATE 50.00 MG Exp. Date 20-11-25 and All batches
after Mfd. 09/12/2022)
A-CHLORDYL | WJiuquense 5 ua. (Each 5 ml contains) . . iyt
ynjuntudanddinunong
2 SYRUP 1. CHLORPHENIRAMINE MALEATE 2.00 MG ) )
{All batches before expired)
2A 30/61 2. AMMONIUM CHLORIDE 125,00 MG
USunmutnsie 5 ua. (Each 5§ mi contains) . o Ay
-cordyl wnjunsudandilivuneny
3 1. CHLORPHENIRAMINE MALEATE 2.00 MG - .
2A 36/61 {(All batches before expired)

2. AMMONIUM CHLORIDE 125.00 MG




