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MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN

2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

IMPORTANT DELIVER IMMEDIATELY
This is mtended only for the use of the party to whom it is addressed and may contain information that is privileged, confidential,and
protected from disclosure under the Agreement on Mutual Recognition Between the European Community and Japan and otherapplicable
domestic laws and regulations. If you are not the addressee, or a person authorized to deliver the document to-theaddressee, you are
hereby notified that any review, disclosure, dissemination, copying, or other action based on the content of thiscommunication is not

authorized. If you have received this document in error, please notify us by telephone iinmediate{y and

address by mail. Thank you.

return it to us at the above

- RBEBEER Rapld Alert Notification of a Quallty Defect/Recall

1. %E%To:
(TRzLTEZE)

2. [ER%Y 5 X Product Recall Class of Defect:
[ 1 - Il ] E&YSRE0THD)

%mnn?ﬁ‘%‘?ﬁ\Counterfeit /Fraud:
[ Yes - No ) (%&4%OTHD)

4. & EProduct:

5. REBE S Marketing Authorization Number:

6. Fﬁﬁ% Brand/Trade Name:

1. —H%®&INN or Generic Name:

8. #|EDosage Form:

9. % &Strength:

10. O ~#FEBatch/Lot Number:

11. H3XARExpiry Date:

12, B%EH 41 X%Pack size and Presentation:

13. - $Li54 A BDate Manufactured:

14. ZAFB{R#%FEMarketing Authorization Holder:

15. #:3%E Manufacturer:
5B #E 5 Contact Person:

E §& Telephone:

16, [EREHREEZERecalling Firm (f different)

(BEEELRGIFARBT L)
JEH#E S Contact Person:

EE §& Telephone:

17. Recall Number Assigned:
(TRICLTHL S L)

18. B ERMEDEEN, BIXNIEMDetails of Defects/Reason for Recall:

. JRAEtE $ﬁlnformatxon on distribution including exports (type of customer, e.g. hospitals):

20. ﬁ#ﬁméﬁl-&é%ﬁAcﬁm taken by Issuing Authority:

(E’FF&L-L'C;B( &)

. REEh S EProposed Action:
(:’E*fﬂl: LTHELZE)

22. FEIRITH FFrom (Issuing Authority):

Office of Compliance

Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare of Japan

23. E#f%Contact Person:
GMP Section '
FAX: +81-3-3501-0034

24, EASighed: 25. £ A HADate: 26. H#Tlme
(Eﬁ'ﬂ-bfé’a(—&) (E#fﬂl-bf&'a( &) (TWIZLTHLC &)

B) ROXREEE, BRIEREMETHIL
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