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51KAS LA FOOD AND DRUG

ADMINISTRATION

wdnRauihszdelyvnaunine
RAPID ALERT NOTIFICATION OF A DEFECTIVE MEDICINAL PRODUCT

5 8

tana15a1Agy - Wsmraeviuil IMPORTANT - DELIVER IMMEDIATELY) 3 tnili/ ()

52AUAMUTULTIYeym (Class of Defect): 1

Reference Number: TH/1/2024/018

1. Yondnsoust (Brand/Trade name):
BRAVECTO

a §
2. nziduusnaai (Drug registration number):

v

3. dwsuldlu (For use in):

&3 (Animals)

4. nstlgWaaumu wu. 1 41w 73 (Usesey)
(Falsification/Fraud - specify):

gnUanu (Falsification)

5. §aanaiey (INN or generic name):
FLURALANER

6. 3Uuuu (Dosage form):
Chewable tablet

7. AU (Strength):
1) 112.5 MG 3) 500 MG
2) 250 MG 4) 1400 MG

8. vuneLaviu (Batch/lot number):
1) 21M1023A14 3) 22M3009A01
2) 22M2015A03 4) 21M5107A01

9. Sufindn (Date manufactured):
1) 03-2023 3) 03-2023
2) 03-2023 4) 03-2023

10. 5’uﬁuw§uaqq (Expiry date):
1) 02-2025 3) 02-2025
2) 02-2025 4) 02-2025

11. g‘tJLLUUUﬁQﬁmﬁ (Pack size and presentation): 1 Box X 1 Chewable tablet

12. §u@in (Manufacturer):

A yva
Yopnanad (Contact person): -

nséwil (Telephone): -

13 éﬁw‘%aﬁ"a (Importer):

d ' 1
Yoffinsia (Contact person): -

nsdAwn (Telephone): -

14. swazidyavasiymiinu/mmanisiSeniiuendu (Details of defect/Reason for recall):

wunsanasuthid1en BRAVECTO fAnnguisnendniiiulifindsdud ilesenssiminerinudesnsesylat]

MBI MNTIATEIMlRIeImans asUldidnvugndes Fafitestunisinue uwaudames

WAZLBNANTAAUY WaLAIBENNANA T 4 AuuLsatudueUasy

legally import BRAVECTO stored in warehouse. The forensic analysis of the questioned samples of

Bravecto 112.5 mg, Bravecto 250 mg, Bravecto 500 mg, and Bravecto 1400 mg concluded that the cartons,

TES, blisters, patient inserts, and products of 4 Samples strength are counterfeit.
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15. ﬁ'as‘JJan"lsni::muw.l,azmsdaaan (Information on distribution including exports):

ﬂill‘d?!ﬁm'j #unndani Tsaneuna AAUN WarS1uTIEeN

Department of livestock development, Vet council, Hospitals, veterinary clinics, and pharmacy stores.

All impacted overseas markets are unknown.

16. M3AULUN1ITVaMUEINU (Action taken by Issuing Authority):

wdmhgauiiedeslvinsiu

Inform other related government sectors for product monitoring and surveillance.

17. msaliunisluaiausalu (Proposed action):

18. wirsnuiioanniisde (Issuing Authority): 19. %‘aé’ﬁﬁﬁ'a (Contact person):
dAUNNUANZATIUNITOIMNIUALEN NTENTNABTUGY | NEY.I5qM gD

Food and Drug Administration, Ms.Worasuda Yoongthong

Ministry of Public Health, Thailand 3fnsi (Telephone): +66-2590-7405
. dwa (E-mail): QA@fda.moph.go.th

20. as¥ (Signed): 21. 5ufl (Date): 22. 3@ (Time):

— < =
(DrWithid Sariddeechaikool) 22 August 2024 07:00 AM

Deputy Secretary = Generat
For Secretary - General

Food and Drug Administration
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MnuanINsiUSEUfigugnUaay BRAVECTO wazenfivunzidevludssndlne

The comparation picture of BRAVECTO medicinal product between the falsified and

authorized products in Thailand

, ‘ BRAVECTO (112.5 MG)
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(falsified)

g1Uaau BRAVECTO (250 MG)

BRAVECTO 250 MG)
wuneidey
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BRAVECTO (500 MG)

g1Uaau BRAVECTO (500 MG) oy
(falsified) 1F 14/59 (NC)
(authentic)

' //24-0"7-AP—'|N—ouéaos %,

tiuhctions
s, teaen of tick i flea s e
whestations.

Methad and reate of Adminstiation
Qeai . Rgad pacvage teafel hefode i,

Whindeavat peried
et pgplalie

Ssorage romtision
privcd et fiot sl W'

o fult detaits on nasage, indicatuims,
methods and raute o ministrouor,
conteaindicabions 43 YRCH warings,
please see package ingert.

Heen out of Sight and reach of dirkdren.
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BRAVECTO (1400 MG)

g1Uaay BRAVECTO (1400 MG) Nty
1F 25/60 (NC)

(authentic)

(falsified)

Formutation
Fach ciewahie fablet contais: (400my

Fiurlaner
Indfauons
Forthe tigatment oF tick, ey and Bite
infectatron,
Method ani route uf Adminstration
Oraf e Koot pacicege fesfiet beivresse.
Withitrewai prriod
ot agpheabic

Stocate condition
Store st tesiperatires cot ésrcakeg 20°L.

For fuh detais ua dosage, ingications.
metharts ap foute of advinisteatian,
ams and specia)

ko so packaqe foseets
Heep out ot algib aed rauch of childien.

349,
=

21M5107A
03=2023

02=2825
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