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(BlE 2)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN

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

IMPORTANT - DELIVER IMMEDIATELY
This is intended only for the use of ihe party 1o whom it is addressed and miay coniain information that i privileged, confid ential,and
protecied from disclosure under the Agreement on Mutual Recognition Between the European Community and Japen and otherapplicable
domestic laws and regulations. If'you are not the addressee, or a person authorized lp deliver the document to theaddressee, you are
hereby notified that any review, disclosyre, disseminaiion, 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 immediately and  return it (6 us at the above

addre_ss by mail, _Thank you,

g;ﬂlﬂlﬁiﬁﬁ Rapid Alert Notification of a Qualify_ i)e[ecthécﬁll

1. $8%To:
(W= LTELZE)

2. EM% SR Product Recall Class of Defect: |
[} - U ] @&%95X20TEL)

; 3. A& ED Countorfeit /Fraud:
[ Yes - No ] (B EQ'G.EQ)

4. 8 Product:

[5. EEE B Marketing Authorization Number:

6. FR73% Brand/Trade Name:

7. —RABINN or Generic Namer

8. #EDosage Form:

(9. 53 EStrength:

10. A v FHSBatch/Lot Number:

- 11. ﬁﬁ_fﬂ mEXPi_ry Date: 7

12. @%H A XZPack size and Presentation:

1 & ﬁiﬁ;_ﬁ =] Da_te Manufactured:

14, REEfRTFE Marketing Authorization Holder:

15. ﬂiﬁ*%Manufaémrer:
& 52 Contact Person:

& E& Telephone:

16. EXKERE Recalling Firm (F differont)
(SR RET800RBTI L)
JE#R S Contact Person:

T Telephone:

17. Recall Number Assigned:
(BWISLTECE)

18, @M RMEOEEM, FURE BDetails of Defects/Reason for Recall:

19, ﬁﬁﬁ;ﬁﬁiﬁfonnaﬁon”m distribution including_ exports it;ei)c of ct_l-stdmer,re.g. hospitals):

20. BHEGTERIZ & B 1EEAction taken by Issuing Authority:

(BWicL T E)

21. REEH S BProposed Action:
(ZRISLTHE( D &)

22, EBTLURFrom (ssuing Authority):

Office of Compliance

Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare of Japan

23, E#E S Contact Pason:
GMP Section
FAX: +81-3-3501-0034

24, BZSighed:
(BRI LTEL &)

25, 4 F HDate:
(EBICLTHELCE)

2. B#Titne:
(ML THECo &)

(EF) ABOXEX)}, BEATRER M ETEC &
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