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wounBLsaRudgynaun nKEnf eI
RAPID ALERT NOTIFICATION OF A DEFECTIVE MEDICINAL PRODUCT

na1sanfey - Wsndrdelaeviuil IMPORTANT - DELIVER IMMEDIATELY)

53AUAMTULTIYReTM (Class of Defect): o

o ToHANAY (Product name):
Zontrixone

. nesfeugavd (Drug Registration number):
1C 186/54

on. dmsuldlu (For use in): 1ywe (HUMANS)

. foaniiyy (Generic name):

Ceftriaxone sodium

&. JUuuu (Dosage formy:
Sterile powder

. ATULSA (Strength):
lg

o 11N8LaYTU (Batch/lot number):
1) 1910129 2) 1910130 3) 2001131 4) 2002111

<. Yuiindn (Date manufactured):
1) 10/2019 2) 10/2019 3) 01/2020 4) 02/2020

&, ‘J"uﬁm??umq (Expiry date):
1) 10/2022 2) 10/2022 3) 01/2023 4) 02/2023

®o. JULUUUTTYTNe (Pack size): Vials

%aﬁﬁmﬁa (Contact person): -

Inséwsl (Telephone): o blocd omme-c
a3 (Fax): -

Bua (E-mail): -

RS BNEm (Manufacturer): REYOUNG PHARMACEUTICAL CO., LTD., People’s Republic of China
funud vy (Distributon): U3 1n3n Bawesu ash 1in

olo. Swazdunveslymyiny / annenisiSenifivefu (Details of defect / Reason for recall):
Halasgiluiate Particulate matter Tk umumsg1ufinivun

Tsenwenuna warmann

@n. ‘ﬁayjamsnszmamuazmsaﬁqaaﬂ (Information on distribution including exports):

| wiouwesnisudlatostufilviAndams

o MIANIUNTVOIEINNNUANLATTUANTEIVSHAZET (Action taken by Thai FDA, the competent Authority of Thailand):
®) WIIUTEN 1n3n Bawesu ash 1in uagvisnuiierdedimsuinisudasenfiuduen Zontrixone aangilou 1C 186/54
o) wisliudem T Bamedu nin S1in MeruransSeniiueAunniomann wagnsduaumaumgesliym

e msaullunsludidiusialy (Proposed action): famuwamsiSonifiuansionisdsnannvesudiv indn Samesu ash ddn

“ob. MENUTDNNIsEe (Issuing Authority):
A1NNUANENITUANTDIMISHALEN

oe. Fofffiaste (Contact person): u1sdensal Souing
Inséwyi (Telephone): o béxo acod
Blud (E-mail): QA@fda.moph.go.th
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