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udapaudszalyninaninen
RAPID ALERT NOTIFICATION OF A DEFECTIVE MEDICINAL PRODUCT

tana15a1agy — Wsmf1aasiusi IMPORTANT — DELIVER IMMEDIATELY)

52AUANTULSIVRsUenn (Class of Defect): 2

Reference Number: TH/11/2024/019

1. Yamdnsast (Brand/Trade name):
ROACTIM (FOR CHILDREN)

2. nzifousnavii (Drug registration number):
2A 79/36

3. grusuldlu (For use in):
ww&? (Humans)

4. nsdlgnUasumna wiu. 81 was 73 (seszy)
(Falsification/Fraud - specify): -

5. %amﬁmv (INN or generic name):
1) SULPHAMETHOXAZOLE
2) TRIMETHOPRIM

6. 3Uuuu (Dosage form):
SUGAR COATED TABLET

7. AULsY (Strength):
1) SULPHAMETHOXAZOLE 100 MG.
2) TRIMETHOPRIM 20 MG.

8. nun8Lav3U (Batch/lot number):
1) 11001
2) 12505

9. Sufinan (Date manufactured):
1) 10/01/23
2) 25/05/22

10. 5’uﬁm§um&g (Expiry date):
1) 10/01/26
2) 25/05/25

11. gﬂLLUUUS‘JQﬁmﬁ (Pack size and presentation): 1 Box X 10 Blister X 10 Tabs

12. fwdn (Manufacturer):

U3t Tsdnavelineeidsin

ROTA LABORATORIES COMPANY LIMITED, THAILAND
%aéaﬂﬁia (Contact person): -

Inséwsi (Telephone): - +66 2 279 2476

13 gijam3eds (Importer):

YarAnsa (Contact person): -
nsANA (Telephone): -

14. swwazdvavaslyvniinu/anuanisSeniiue1dy (Details of defect/Reason for recall):
HaAT1evluTtousunausiiendifty (Content of active ingredient) wazn1saraie (Dissolution) RANIATFIU

The analytical result of “Content of active ingredient and dissolution” test failed to meet the criteria.

15. {l'ayjaﬂﬁﬂsm’lﬂ&l’ILLaxnﬁd\iaan (Information on distribution including exports):

159MeU18 LasAdnn

Hospitals and clinics.

All impacted overseas markets are unknown, i.e., information to be obtained from local MAH.
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16. NM3AIUNT5VMU89U (Action taken by Issuing Authority):
LAIMUREITUNLN TR NS W AINS IS EAAUAWEN

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

17. nmsandiunisluaiausalu (Proposed action):
AnnusneunsBeniviuen Tenunmsivanumaivauazaiesmsudlutesiulldifadame

Monitor the recall and investigation reports.

18. siineeufivanutisde (Issuing Authority): 19. %aﬁj}fam}'a (Contact person):

AUNUALENIIUNITONUITHAZEN ﬂﬁzﬂi?ﬂﬁ?ﬁ?imﬁﬂ mg.’;’:??;m INod

Food and Drug Administration, Ms.Worasuda Yoongthong

Ministry of Public Health, Thailand Insdwii (Telephone): +66-2590-7405
dwd (E-mail): QA@fda.moph.go.th

20. as¥ia (Signed): 21. §ufi (Date): 22. vian (Time):

NN7-0N ANA
22 August 2024 07:00 AM

St ZUl4
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