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(BI#E 3)

MINISTRY OF HEALTH, LABOUR AND WELFARE .
GOVERNMENT OF JAPAN

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

IMPORTANT - DELIVER IMMEDIATELY o

This is intended only for the use of the partfz to whom it is addressed and may contain
information that is privileged, confidential and protected {’rom disclosure under the

utual Recognition Agreement and PIC/S and other applicable domestic laws and
regulations. If you are not the addressee, or a person authorized fo deliver the
document to thé addressee, you are hereby notified that any review, disclosure,
dissemination, cop})ing, or other action based on the content of this communication Js
not authorized. If lyou have received this document in errov, please notify us by
telephone immediaiely and veturn it to us at the above address by mail.  Thank you.

BRAamIiERH Rapid Alert Notification of a Quality Defect/Recall
1.% %85 To: ' :

PEIEN e 5 2 Product Recall Class |3.% (A& a2 H Counterfeit /Fraud;
of Defect: [ Yes + No ]
[ 1 - 1 ]
GE¥Y 7 7 A QTHD)
4 845 Product: - - 5.8 %& S Marketing Authorization
. : Number:
|6.55E4 Brand/Trade Name: 7.—#%4 INN or Generic Name:
8.%1%! Dosage Form: 9.4 & Strength:
10.2 v F &% Batch/Lot Number: 1.8 %Z03AE Expiry Date:

126136 X% Pack size and Present |13.BGESEA H Date Manufactured:
ation: :

14 73R Marketing Authorization Holder:

15. BUEZEHE Manufacturer: [16. FEINERZEH Recalling Firm (if different)
: (LA L R HDBEFTEHT D &)
TS Contact Person: BESE Contact Person:

&5 Telephone: G Telephone:

17. % [BlI¥ &% Recall Number Assigned:

18. 50 B RO FERD,/BIUNFRH Details of Defects/Reason for Recall:

19. 558 F# Information on distribution including exports (type of customer,
e.g. hospitals):




20,k WHOT Y ST IC K HFEE Action taken by Issuing Authority:

21k BE SN DHEE Proposed Action:

22 BHRIEH R From (Issuing Authority): [23.8#5E Contact Person:
Compliance and Narcotics Division GMP Section
Pharmaceutical and Food Safety Bureau|FAX: +81-3-3501-0034
Ministry of Health, Labour and Welfare

of Japan

24.% E 4 Signed: 25.%4EH B Date: 26.% K Time:

(EE)
FAMoORE S, BERILERK A4 LTH 2 .
[%] 2O 7BEE. ZEMc LT T L,
48405 Product] #iZiX, ARFER D > E{ﬁiﬂﬁ?’oﬁ%@%"ﬁﬁw’é EE
_;:\ we C’Dﬂﬁ/ﬁﬁf&%@[ (5] : Twhite tablets (FIV\GEAY)) ZfajHilc 228
BT &,

+ T6JR%4 Brand/Trade Name) MICit, REs4 % u#id 5 o k., BHAL
IRIORFL CHRFE L TWAERHLABEESIT. Ea L é?ﬁ@fd)ﬁﬁjuﬁ *
FIETHI L,

- [7.—f&4 INN or Generic Name| #lZiX, HHROO—Kk4&#T&#H T3
&, BEROBYRSEFSETHHEIL. INETB L,

. [19.%8F#R Information on distribution including exports] iz, L
DOEHLEFTATHZ L,

» 4815 Product:], [6.87i754 Brand/Trade Name]. [10.22 & 35 Batch/Lot
Number], LAEZIHIBR Expiry Datel. 13.50&ESEH B Date Manufactured
ZOEEy2EBE—RRL L, AE LTURTIETHELI IR,
FOiEE. RIS LIEE Offlicid [see the attached file) & 5E#id 5
&, '

FRARESE., NA] L#T5- &,

s



(Bllf#k 4 )

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN

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

FOLLOW-UP AND NON-URGENT INFORMATION

FOR QUALITY DEFECTS
1. %3585 To:
2.3 [A]N#-S- Recall Number Assigned: 2a. % E A BT 5 EILE 5 National
. reference number (When applicable)
4845, Product: _ 5.7k EF 5 Marketing Authorization number:
617754 Brand/Trade name: 7.—f%4 INN or Generic Name:
8.4I7Z Dosage form: ’ | 9.43&: Strength:

10.¥1 & b5 Batch number (and bulk, if different)

14745845 Marketing Authorization Holder:

15. 5% Manufacturer: 1684 Contact Person:

17.35/ Subject title:

22 BT A From (issuing Authority): 23.3E#& 5 Contact Person:

Compliance and Narcotics Division GMP Section .

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

Ministry of Health, Labour and Welfare of Japan

24.%F4, Signed: ' 25.%4EH H Date: 26. % B§ Time:
(EF)

FfioRE X3, HARTERE A L T5Z L
(% | 2 EBIE, ERICLTBL Z &,
« [17. 3/ Subject title] Ml b, FrHP Uz [ma &l (2 &
EHEES) OEREEETHI L,




