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MlNISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN

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

H\’IPORTANT DELIVER IIVIMEDIATELY

Thxs is intended only for the use of thefparty to whom it idaddressed and may contain information that is tprtvzleged
- and protected from disclosure under the Agreement on Mutual Recognition Between the Européan Community and Japan and other
appliaalple rdsomestda dhwsr anéd degwladieolnisv elrf ¥ due adeo cautmt b & ndioestsk e
a9 w dodtdcie ¢ei & & toisseo n'ythcapo st dilefoiney do Ase h awa n statemn yt inve fr otihei ®
comimeimicadionm bstniof puthoyizbdy Iff eydue lpakeorrmeivied thias dldcaiment yn arr nod

réeturn it to us at the above address by mail. Thank you.

RaBLAR Rapld Alert Notification of a Quallty Defect/Recall

?Ef'ETo
(""’tﬂﬁlu LTHLC c‘:)

-12. [EIR%Y S5 A Product Recall Class of Defect: -

3. AESFMEDL Counterfeit /Fraud:
[ Yes - No ] (BEHZOTHD)

[ I - 11 Y &BEXYV9SAEZOTHEHD)
4. S %Product: :

5. &% SMarketing Authorization Number:

6. ER5EH Brand/T rade Name:

|7. ~—f8KINN or Generic Name:

8. Fl%Dosage Form: -

9. \EStrength

10. A h#F-SBatch/Lot Number:

11. BZhEARRExpiry Date:

12. @,%%"j'?f ZXZPack size and Presentation:

13. #iE4 A HDate Manufactured:

14, ?(muf%ﬁ%'Marketmg Authonzatlon Holder:

15. “ai'zi&%%‘Manufactmer:
JE#% S Contact Person:

B & Telephone:

16. [BUNEHE%¥ERecalling Firm (if different)
(BLEREBCRGHHERBISL)
E#& S Contact Person:

E EETelephone:

17.. Recall Number Assigned:
(ZBRRICLTHELZ &) -

18. nngﬂﬂfﬁwﬁ‘ﬂﬂ/ @ﬂRIEEﬁDetalls of Defects/Reason for Recall

uui%_'[%#ﬁhlfonnation on distribution including exports (type of customer, e.g. hospitals):

20. BERTLBIC & BB Action taken by Issumg Authority:

(""’ﬁél-bf&( &)

. 2 & B EProposed Action: .
(":':”.#fﬁl:bf?ﬁ( &) :

22. BERIT L BFrom (Issuing Authority):

Office of Compliance '
Pharmaceutical and Food Safety Bureau

Ministry. of Health, Labour and Welfare of Japan

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

24. E4Sighed:
(ZERICLTHEL T &)

125, 4 A BDate:
(E*Eﬂl: LTHL )

26. B5Time: v '
(TRIZLTHL L)

(EE) FHOXETSIX. BATERBM ETEIE




