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MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYOQ 100-8916

IMPORTANT - DELIVER IMMEDIATELY

This is intended 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 other

applicable domestic laws and regulations. If you are not the addressee, or a person authorized to deliver the document to the
addressee, you are hereby notified that any review, disclosure, dissemination, copying, or other action based on the content of this
communication is nat authorized. If you have received this document in error, please notify us by telephone immediately and
refurs it to us at the above address by mail. Thank you.

R2EGERE  Rapid Alert Notification of a Quality Defect/Recall

1. 285E To:
ZHREICLTEL )
2. BN % =R Product Recall Class of Defect: 3. BESMED Counterfeit /Fraud:

[ 1 - 11 ] E&EI5REQOTHD) [ Yes - No 1 (EZ£2=0OTEL)
4. H5 Product: 5 #HEEES Marketing Authorization Number:
6. BR7E4% Brand/Trade Name: 7. —#&% INN or Generic Name:

8. #IB! Dosage Form: 9. 438 Strength:
10. Ow MFES Batch/Lot Number: 11. BRIEABE Expiry Date:
12. FEY A X% Pack size and Presentation: 13. &LESE A H Date Manufactured:

14, B {R1FE Marketing Authorization Holder:

15, BhEEHE Manufacturer: 16. EUNEFEHA Recalling Firm (if different)
_ (ELEEBLRLTAEREETHL)

4 Contact Person: E#% s Contact Person:

&% Telephone: ‘=55 Telephone:

17. Recall Number Assigned:
(EEIcLTELZE)

18. MERIROZEH,/BUYIEH Details of Defects/Reason for Recall:

18, FtEtEHR Information on distribution including exports (type of customer, e.g. hospitals):

20. BITHBFHICL DT Action taken by Issuing Authority:
(ZEWICLTHEL S L)

2. BEEINBHHEE Proposed Action:
(ERIcLTHELI L)

22. BIITH S From (Issuing Authority): 23. EEHE % Contact Person:

Office of Compliance GMP Section

Pharmaceutical and Food Safety Bureau FAX: +81-3-3501-0034

Ministry of Health, Labour and Welfare of Japan

24. EBE Sighed: - 25. % A H Date: 26. BF Time:
(ERICLTHELZ L) ERICLTELZ L) (ERICLTHLZE)

(EE) ROXREEE. BFETHARAMETE L,

h_lo_



