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(B 2)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN ‘

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

H\’IPORTANT DELIVER IM]VIEDIATELY

Thrs is intended only for the nse of thefparty to whom it idaddressed and may contain information that isgrivileged

- and protected from disclosure under the Agreement on Mutual Recognition Between the Européan Community and Japan and other

applicgalple rdsome stda thwsr ind degwladieohisy elrf ydue adeo eaitmtkm t!a'n'aesrs}ee

a ¢ w dodt.dcie ¢i o nzé toissar In yzbcmpmnta‘:!zforneycﬂ: hAse h asda n statemnyt inve fr vtihei g

cgmina micadion bs tmof puthosizhdy .hfqydme Fpakeo ricee ivied this dldcarment yn arnod
return it fo us at the above address by mail. _Thank you.

R mEER Rapld Alert Notification of a. Quallty Defecthecall
1. 3E%To: .

A(BRICLTELC L)

- |2. EIR% SR Product Recall Class of Defect: .

3. #A1EMME N Counterfeit [Frand. .
[ Yes - No ] (BEHZEOTHEL)

L - 11 ) E&SHYSRAEOTED)
4, &2 Product: :

5. FEAZESMarketing Authorization Number:

- |6. BR5E4Brand/Trade Name:

7. —REAINN or Generic Name:

8. ﬁ*lﬁ:Dosage Form:

9. ﬁ%Streﬁgth:

10, aw F%ﬁBatchfLot Number

11. AN MIEExpiy Date:

12 @.ﬁ"ﬂ‘ﬂ" 'A”%Pack éize and Presentation:

13. @éﬁﬁﬂ-EDate Manufactured:

14. FRZB{RE¥EFMarketing Authorization Holder:

15. 3E ¥ EManufacturer:
JE#& 5= Contact Person:

&EsE Telephone:

16. EIUREHEZEERecalling Firm (f diffgren't)
(MEERBLRUIGEEHTHL)
K HContact Person:

& &5 Telephone:

17.. Recall Number Ass:gned
(L TR E)

18. REBXRHOEM.~ @HREEiDetaﬂs of Defects/Reason for Recall:

19. ﬁiﬁ'fﬁ#ﬁlnfomlaﬁon on distribution including exports (type of customer, e.g. hospitals):

20. BHMILE MBI & HIEEAction taken by Issumg Authority:

(“"*fﬁ(-b'tia( &)

. IRESh BB Proposed Action:
(:"Eﬁl: LTHLIE)

22. BIRFEY BFrom (Issuing Authority):

Office of Compliance.

Pharmaceutical and Food Séfety Burcau

Ministry of Health, Labour and Welfare of Japan

23. EIFIcContact Person:
GMP Section
FAX: +81-3-3501-0034

24. E 4 Sighed:
(ZRIZLTEL L)

25. 4 A BDate;

26. - 5 Time:
(ERIZLTHELZE)

(EE) ROXREEIE. BRIRRE M ETHI L

(ZTRIZLTEL L)




