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\Audeisenulymanniwsindusien
RAPID ALERT NOTIFICATION OF A DEFECTIVE MEDICINAL PRODUCT

nasddny - Weavredalneviuil (IMPORTANT - DELIVER IMMEDIATELY)

seauAuuuIIUaIlyw (Class of Defect): 1

1. Yondnsinet (Product name): 2. neifousavit (Orug Registration number):
Zontrixone 1C 186/54

3. dwsuldlu (For use in): - uywd (HUMANS)

4. iamﬁ':u (Generic name): 5. 3Uuuu (Dosage form):

Ceftriaxone sodium Sterile powder

6. AU (Strength): 7. vungiavju (Batch/lot number):

1g. - 1910128

8. Jufindn (Date manufactured): 9. $uflrduany (Expiry date)

10/2019 10/2022

10. UuuUITYi (Pack size): Vials

11. Q’Nﬁm (Manufacturer): REYOUNG PHARMACEUTICAL CO., LTD., People’s Republic of China
gunudnine (Distributor): U3EW 1n3h Bamesu afn $fie

FotfAasia (Contact person): -

n3éwii (Telephone): 0-2285-0339-48

Wsans (Fax): -

Bud (E-mail): -

)
12, eazidsavaalgvniing / annanisiSeniiuendu (Details of defect / Reason for recall):

wulasui ALY Mevdimswandedviazaty

13. 'ij'agamsnszmamuazmseiaaan (information on distribution including exports):
Tsaneuna uazadiin

14, msanfiunsvesdninauAnEnssuNSEMITUALET (Action taken by Thai FDA, the competent Authority of Thailand):
1) Wmhsnuideadedinsudnsuiafenfufuen Zontrixone wwziliou 1C 186/54 lavainslaves

U3t in3n Bawedu adh i

2) wdliusth inSn Bawedu adh $1in enuransFeniuetAunnisman waznisduaananvnuasliom
wiomnasmsudledesuiiviAntigmdn

o
& o o

15. pseuilunislughdusely (Proposed action): Anmuwamsi3eniugenismindnveisv infa Sawadu ash 1

16. winanuileaniisde (ssuing Authority): 17. fai{Ainsie (Contact person): uwlennsni Seudn
FinuanznIIINMTOIMISUASEN nséwyi (Telephone): 0 2590 7405
Bud (E-mail): QA@fda.moph.go.th
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