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udafauirszislyviauninen
RAPID ALERT NOTIFICATION OF A DEFECTIVE MEDICINAL PRODUCT

enarsaney - Wsauhaeiuil (IMPORTANT - DELIVER IMMEDIATELY)

szhuAMuTULTIvaadym (Class of Defect): 1

Reference Number: TH/I/2024/028

1. HauAnnua (Brand/Trade name):
wEasumeRlulatunzdoumsu 91uau 13 18073
TIEAELBEAR LD AATITLUL

Thirteen (13) drugs without approval in Thailand

as seen in the attachment

2. nzideuentavi (Drug registration number):
lalysy

N/A

3, dwsuldlu (For use in):
m{b)é (Humans)

4. nsfleUaaunn wsu. 81 wns 73 (WUssey)
(Falsification/Fraud - specify): -

5. Waaiiey (INN or generic name):
TIEEBLBEARILENATILUY

As seen in the attachment

6. sUtuu (Dosage form):
EWUaSLSEiﬂ@WQJ»EQHW‘ELLuU

As seen in the attachment

7. A77UL39 (Strength):

| 8. naneLavIu (Batch/lot number):

seazduanUENATUUY ST

As seen in the attachment N/A

9. Sudiudn (Date manufactured): 10. iuﬁaﬂéuﬂﬂq (Expiry date):
Tasey laissy

N/A | N/A

11. gﬂLLUUUﬁﬁ;ﬁm‘ﬁ (Pack size and presentation):
ALY ARTMLENETT LY

As seen in the attachment

12. fjudn (Manufacturer):
2ans8y “Life Balance Methodology” %58 “LBM”

As stated on the product label, Life Balance
Methodolegy or LBM.

%‘a;ﬁamﬁa (Contact person): -

nsdwv (Telephone): -

13 giunuseds (Importer): -

au
VorAnsio
o

' Insfwi (Telephone): -

(Contact person): -

= = = .
14, sﬁaauaﬂwaai‘]nalmmwu/mmanm’%ﬂmﬁw’mu (Details of defect/Reason for recall):

aufidiineunmsnsTuMIeInTase Swiudsriinsuaduayuuinsgunm uazdihiidisanasliunis
Usudsuminsgranuiiaiersunisduasesiusinn dmswasuadindsewandnsnuindnsdnaounanuas

pwelaglildsuoug e SaflanuinauwszseUydFen w.a.2510 a1 12 laewdeiusieiivuninaiingiedy
w & 1 ] v R & P s w w i = . s
\l@L’W%Wﬂ'ﬁ'.l‘l..i'F‘-Euﬂig'dauﬂWiLa‘JQNﬁa L DR TIVADULAIWUINUUNTIVUNSLY EJUG‘-"TUEJT@NHEHUL"J‘J'igL“ﬂ?\hﬂELLE"l@FJ“QL@

Sadrdedu o TldTunndouiiiven” Juilandn 01 visdmisdudunlusgeiwdns darwianiy

WIETURRLT W.A.2510 WINTT 72(d)
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The Food and Drug Administration, Thailand, in company with the Department of Health Service Support
and the Central Investigation Bureau conducted a site inspection at the well-known clinic in Chatuchak area
where drue production and sale had illegally been organized, according to the Drug Act B.E.2510 section 12.
The acquired products were claimed to be derived by cell culture; however, they have never been approved
in Thailand. Consequently, those products are considered “unregistered drugs”, to which no person shall

preduce, sell or import as stated in the Drug Act B.E.2510 section 72(4).

15; %ag’amsmzmﬂmuaznﬁﬁaaan (Information on distribution including exports):
lyavienua uazAdadn

Hospitals and clinics. All impacted overseas markets are unknown, i.e., information to be cbtained fraom
local MAH.

16. N1301LHUN1TVD9MUI84U (Action taken by Issuing Authority):
wasrguiAgttadlrnsuianiseasfoudse edns e vl ndunsideusisusnluriswang

Inform other related government sectors regarding the rapid alert notification of the unregistered products.

17. msandunisluainunaly (Proposed action):

18. viesuiieanviisde (Issuing Authority): | 19. %aéﬁﬁﬁiﬂ (Contact person):

ANUNOUANENTIUNITEMITUALYT NITNTWAWGIIUEY | NOYITAR gavas

Food and Crug Administration, | Ms.Worasuda Yoongthong

Ministry of Public Health, Thailand | nsdwil (Telephone): +66-2590-7405

‘ awa (E-mail): CA@fda.moph.go.th

20. as39 (Signed): 21. 5uft (Date): 22. 1781 (Time):
= —— 28 November 2024 04:30 PM
| {Driithid Sariddecchaikool)

Deputy Secretary - General

or Secreary - General

tood and Drug Adrminist
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