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MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN

2-2, KASUMIGASEKI I-CHOME, CHIYODA-KU, TOKYO 109-8%16

IMPORTANT - BELIVER IMMEDIATELY
This is intended only for the use of the party to whom it is addressed and may contain information .
that is privileged, ~confidential and lprotecled Jrom disclosure under the Mutual Recognition
Agreement and PIC/S and other applicable domestic laws and regulations. If you are not the
addressee, or a person authorized to deliver the document to the addressee, you are hereby nolified
that any review, disclosure, dissemination, copying, or other action based on the conteni of this
commumication is not authorized.  If you have recéived this document in evror, please notify us by
telephone immediately and return it {0 us at the above address by mail.  Thank you.

_ RRAENLESH  Rapid Alert Notification of a Quality Defect/Recall
1.% %85 To:

2. % BN 7 Z A Product Recall Class of D |3.% #&Efmi E )y Counterfeit /Fraud:
efect: [ Yes -+ No ]
[ 1 - 11 JERE7 7 250THE)
435, Product: 5.3 ER# 5 Marketing Authorization Number:
6.8k 554 Brand/Trade Name: 7.~ R4 INN or Generic Name:
871! Dosage Form: 9.5 B Strength:
10.72 v F&F5 Batch/Lot Number: 118 208B Expiry Date:

12.83 4 4 X8 Pack size and Presentation: |13.2LEH H H Date Manufactured:

14 KGR FFH Marketing Authorization Holder:

15. BIEsEFE Manufacturer: 16. I EMZE® Recalling Firm (if different)
(BEEE - ARG ATHETL I8
- S Contact Person: ST Contact Person:
#id Telephone: a5 Telephone:

17. % [BlfU#E 5 Recall Number Assigned:

18,608 X IaOFER [ EE ] Details of Defects/Reason for Recall:

19 GiETHE#H Information on distribution including exports (type of customer, e.g. hospitals
g p

)
20 kBT ML L AFEE Action taken by Issuing Authority:

21BN DHHEE Proposed Action:




22.8FITH S From (Issuing Authority):  123.38#%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.% 4 Signed: 25. %4 H H Date: 26.% B Time:

(&EE) :
HfoRE X, BARTERB AL T L
Tk | 2O ERIE, EMIZLTBLZE,
(4 B85 Product] MIZIE, RFEAD I BLRBHRLOEFEH T L LI, BAOD
NN 2EFH (B Twhite tablets (FIWVERD | ) #MBICTEET A &,
T6.fkR7E4 Brand/Trade Name] #iZiE, JRFEAZEET A &, BARLIEIBIOER
ZTRFELTHDZERL BT, B4 L SRETORBATINET LI L,
. (7 —#E4 INN or Generic Name| #i2it. B9 —BELE2EETAZE,
CEBRS R EHTHEEE, T LI L,
(19,7 BB Information on distribution including exports] #EIZ, B0 EA %25
ATAHIE,
T4 888 Product:|. (6. R4 Brand/Trade Name) , [10.12 v ;3% Batch/Lot Number] |
(118 ZHRR Expiry Date] . [13.85&4H B Date Manufactured} S OEES 2THB
-EE L L, BIRE LRI IETHELEZ R, F08E, IKICHEEFELE
B OHRIZIE Tsee the attached file] & 8d#id 52 &,
FEAZEEE. NAlD EE#TH Ik,
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MINISTRY OF HEALTH, LABOUR AND WELFARE

GOVERNMEN

T OF JAPAN

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

FOLLOW-UP AND NON-URGENT INFORMATION
FOR QUALITY DEFECTS

1. % %35 To:

2. % Bl &5 Recall Number Assigned:

- Zak EPNC B T 5B B National

reference number (When applicable)

4.0 5n

Product:

AR & B Marketing Authorization number:

6.BR 554 Brand/Trade name:

7.8 4 INN or Generic Name:

8. A Dosage form:

9 57 & Strength:

10.7 » h#E % Batch number (and bulk, if different)

14 7GR ERFFA Marketing Authorization folder:

15 8% E Manufacturer:

16 B4 Contact Person:

17.35HF Subject title:

228t B From (issuing Authority):
Compliance and Narcotics Division
Pharmaceutical and Food Safety Bureau
Ministry of Health, Labour and Welfare of
Japan

233845 2% Contact Person:
GMP Section
FAX: +81-3-3501-0034

24.% FEH Signed:

25. %4 H B Date:

26.% B Time:
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