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(A 2)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN

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

H\/IPORTANT - DELIVER IMMEDIATELY

This is intended only for the use of thefparty to whom it 1daddressed and may contain information that is@rivileged
and protected from disclosure under the Agreement on Mutual Recognition Beiween the European Community and Japan and other
appliaalple rdsoomestaa thwsr ané degwladieohisy elrf ¥ e adeo wautmtb e bdtoestsiee
ag w dodtdcie ¢i & ckivisso b ybompo ot dilefoiney do hse h awa n statenmn yt inoe fr otihei B

cpmimamicadionr Dstniof puthosizhdy

Iff epdue lpakeorie weiviedh mhia ddcament ypn arnod
return if to us at the above address by mail. _Thank you.

RaEIBEH  Rapid Alert Notification of a Quality Defect/Recall

1. 3%To:
(ZBRIZLTHELL I E)

2. [BERY I Z Product Recall Class of Defect:
[ I - 11 ) GEHYSAEOTHD)

3. BERHEH Counterfeit /Fraud:

[ Yes - No 1 (ENEOTHY)

4. &5 Product;

5. A&EEE S Marketing Authorization Number:

6. HR5E4Brand/Trade Name:

7. —HEZINN or Generic Name:

8. E|E'Dosage Form:

9. 4>&Strength

110. O FZ&EEBatch/Lot Number:

11. BxEIRExpiry Date:

12. ‘@ixd o X% Pack size and Presentation:

13. &% 4 B ADate Manufactured:

14, & {E$HEMarketing Authorization Holder:

(15, B E EManufacturer:
JE#& S Contact Person:

EE 5 Telephone:

16. [ENREHEZERecalling Firm (f different)
(Bl - BUL880R8TH8)
L 55 Contact Person:

& Ef Telephone:

17. Recall Number Assigned:
(ZEHEICLTHELI L)

18. REBRMOFM. @W@EDet;ﬂls of Defects/Reason for Recall:

19. $@f5%RInformation on distribution including exports (type of customer, e.g. hospitals):

20. BT UEIC & BB Action taken by Issuing Authority:

(ZBHEIZLTHEL T E)

21. BEEh S#EEProposed Action:
(ZHICLTELC I E)

22. B3Rt B From (Issuing Authority):
Office of Compliance
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare of Japan

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

24, E4Sighed:
(ZERIZLTHEL< I &)

25. % B HDate:
(BICLTHELZE)

26. ETime:
(ZEizLTtes &)

(FE) BEOAKESL, BXIZEBR M ETEI L




