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wdndauseislayvnauninen
RAPID ALERT NOTIFICATION OF A DEFECTIVE MEDICINAL PRODUCT

onasaAgy — [Usaf1a4siusi (IMPORTANT - DELIVER IMMEDIATELY)

szauAMUTULTIURIleywn (Class of Defect): 2

Reference Number: TH/III/2025/27

1. YonAnAeust (Brand/Trade name):
ANACAP 250

2. nadeusiasii (Drug registration number):
1A 417/45

3. g msuldlu (For use in):
N‘Lﬂ:&é (Human)

4. n3lvUaaumML WU, 81 WA 73 (Wsaszy)
(Falsification/Fraud - specify): -

5. ¥p@dgy (INN or generic name):

Mefenamic acid

6. 3Uuuu (Dosage form):
Capsule

7. A9 (Strength):
250 mg

8. wuneLavW (Batch/lot number):
2405001

| 9. Suiindn (Date manufactured):
16/05/24

10. Sufis1duany (Expiry date):
16/05/21

11. g‘tJLLUUUﬁqﬁm*ﬁ'(Pack size and presentation):

1 bottle x 1,000 capsule

12. gudn (Manufacturer):

Ui Ineaulunauuaisned nn
THAI JAPAN LABORATORIES CO. LTD.
’i's'aﬁc?msia (Contact person): -
nséwsi (Telephone): 66 2391 4798

13 Q’ﬁw‘%aé’d (Importer): -
TagiRana (Contact person): -
5w (Telephone): -

14, swazduavaslyyifiwu/amansideniiueniu (Details of defect/Reason for recall):
uadesefluiidonmsaratevessine annasgiumanasinlasueiRluns Jewsihuen

The analytical result of dissolution test failed to meet the criteria.

15. %’agaminﬁxmﬂmuazmsdqaan (Information on distribution including exports):

Tsawenuia AdTn wagsueen

Hospitals, clinics and drug stores.

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

16. N15ALHUNTTVRIRUIBIU (Action taken by Issuing Authority):

wiavineuitisteslmsiudamsiSeniiuduen

Inform other related government sectors regarding the recall of the product.
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17. msaniiumsluandusely (Proposed action):
fanwsieaunsiSeniiufiue stenunsiugumainguazuinsnsidladesiudiiindgywie

Monitor the recall and investigation reports.

18. wineeuiieanniieds (ssuing Authority): 19. %a@'ﬁﬂda (Contact person):

AUNNUAENTTUNTOWNSUAYET NTENTNAGISUGY | ARY.ITAN Eaned

Food and Drug Administration, Ms‘Worasta Yoongthong

Ministry of Public Health, Thailand N5ANN (Telephone): +66-2590-7405
Bud (E-mail): QA@fda.moph.go.th

20. a4 (Signed): 21. 3udl (Date): 22. 1@ (Time):

-~ ~ A oA faa
{1 September 2023 5:04 PM

F-D3-75 (01-23/11/63) win 2/2



