R a%mnmunm:nssems FOOD AND DRUG
- OTKISLLAtUN ADMINISTRATION

wdaAauEszelgymamnIne,
RAPID ALERT NOTIFICATION OF A DEFECTIVE MEDICINAL PRODUCT

tana1sa1Agy - 1smraesiuii IMPORTANT — DELIVER IMMEDIATELY)

3eAUAUTULTIYBIUYM (Class of Defect): 1

Reference Number: TH/1/2021/039
1. HowAnstusl (Brand/Trade name): 2. neiouenavdl (Drug registration number):
BOTULAX INJ. 1. 1C 1/62 (BF)
2. 1C 4/54 (BF)
3. 1C 7/58 (BF)
3. dwiuldlu (For use in): 4. n3flgrUasumu Wiu. 81 11831 73 (IUsasey)
uywe (Humans) (Falsification/Fraud - specify): -
5: #amﬁ’m‘, (INN or generic name): 6. 3Uuuy (Dosage form):
Clostridium Botulinum (toxin type A) Sterile powder
7. AL (Strength): 8. Nu"eLaY3u (Batch/lot number):
1. 50 Units YNTUNIWAR
2. 100 Units All batches available in the market
3. 200 Units -
9. Yuiindn (Date manufactured): 10. "J'uﬁtnavua'\q (Expiry date):
N/A N/A
11. 3UMUUUTIY0N (Pack size and presentation): 1 Vials x 50/100/200 Units
12. giw@in (Manufacturer): 13 N::ﬁm?af‘i"a (Importer):
Hugel Inc., Republic of Korea UV ARl WAADA 1A
%as“qjﬁmia (Contact person): - Cosma Medical Co., LTD.
Al (Telephone): +66 2024 8817-9 i"lag’g'ﬁmia (Contact person): -
n3énd (Telephone): -

14. s7eaziBuavasdeymiinu/amanisiFeniiuendy (Details of defect/Reason for recall):
mhenuiiuguanassasgnmaiimdessiunsdanmnansidndunstiegm wsfinneunsdeuhiy
nAntu9ien Botulax Inj. AULT o, edo UL boo Units waalae Hugel Inc. iiossnnumssminendnioust
ﬁ’andnﬁE‘J’alu'lﬁ%'umsaqﬁﬁﬂdamhu dninnuenenssunsemskazedaiiumsiissiunsimiod 1 uazld
81 Botulax Inj. tawnsilou 1C 1/62 (BF) 1C 4/54 (BF) uaz 1C 7/58 (BF) vgnjumswﬁmﬂunwﬁ'i’msn

The Ministry of Food and Drug Safety has revoked the license of Hugel’s botulinum toxin products: Botulax
Inj. 50, 150, and 200 Units for selling the products in the domestic market without obtaining the approval.
Thus, Thai FDA has considered to temporarily suspend the use, corresponding with import and sale, of the
products registered in Thailand: Botulax Inj. Reg. No. 1C 1/62 (BF), 1C 4/54 (BF), and 1C 7/58 (BF).

15. %’ayamsnizmﬂmu.azmsda‘aan (Information on distribution including exports):

lsaneuna wazediin

Hospitals and clinics.

All impacted overseas markets are unknown, i.e., information to be obtained from local MAH.
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16. N15ANUUNT5VBINUILITU (Action taken by Issuing Authority):
1) wdwhenuiiietedinsiutanisseunsitenninan

2) udslviusem aoain whrea 9149 sefuninihdwardmiisendunistangm

1) Inform other related government sectors regarding the suspension of use of the products.
2) Inform the importer to temporarily suspend the import and sale of the products.

17. msadiunisludifusely (Proposed action):
dhseansivieds wavureen Botulax Inj. laweideu 1C 1/62 (BF) 1C 4/54 (BF) waz 1C 7/58 (BF)
valuuazauseina

Monitor the status for import and sale of the products from the domestic and overseas.

18. wihsuiieaniisda (Issuing Authority): 19. ‘i‘saéﬁm’a (Contact person):
AINUANENIINNTOIMNTUAZET NTENTNAGIINGY | AT.39R I09Uslasy
Food and Drug Administration, Suchart Chongprasert, PhD.
Ministry of Public Health, Thailand Wsfn (Telephone): +66-2590-7405
Biud (E-mail): QA@fda.moph.go.th
20. as¥@ (Signed): 21. 5uil (Date): 22. 3@ (Time):
7

; ! <.
(uneaslon iedinnd)
59U8v15N15 UJURTwNTUnY
LAYIBNIANLATINNTOIMITUATEN

-

(Mr.Surachoke Tangwiwat)
Deputy Secretary-General
for Secretary-General
Food and Drug Administration
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