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(BU#K 3)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN

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

IMPORTANT - DELIVER IMMEDIATELY

This is intended only for the use of the party to whom it is addressed and may contain
j'c{ormation that is” privileged, confidential and protected f‘om disclosure under the

utual Recognition Agreement and PIC/S and other applicable domestic laws and
regulations. {/ you are not the addressee, or a person authorized to deliver the
document to the addressee, you are hereb notiﬁed that any review, disclosure,
dissemination, copjying, or other action based on the content of this communication is
not authorized. "If you have received this document in error, please notify us by
telephone immediately and return it to us at the above address by mail. Thank you.

RAEIBGEER  Rapid Alert Notification of a Quality Defect/Recall
1.%%55% To:

2.%[EX 2 X Product Recall Class [3.% &% 2>% 4> Counterfeit /Fraud:
of Defect: [ Yes + No
[ 1 - 1 )
Gz 7 7 2% OTHL)
4835 Product: © |5.7K58FE B Marketing Authorization
Number:
6.fR54 Brand/Trade Name: 7.—#%4% INN or Generic Name:
8.%I%! Dosage Form: 9.7 8 Strength:
10.2 v &S Batch/Lot Number: 11.F%h#R Expiry Date:

1283 YA X% Pack size and Present |13.B1¥54 5 B Date Manufactured:
ation:

14 73K FRPRFFE Marketing Authorization Holder:

15. BIEEE Manufacturer: [16. [EIINEME %% Recalling Firm (if different)
(BLEEEFELRRIGEREHT DI L)

A& S Contact Person: H#EH Contact Person:
TEE% Telephone: EES Telephone:

17. % [Ef¥ 2% Recall Number Assigned:

18. 5B RMaDIEH /EINEEH Details of Defects/Reason for Recall:

19.5%1815# Information on distribution including exports (type of customer,
e.g. hospitals):




20. % BEMITHFIZ L HFEE Action taken by Issuing Authority:
21. % BRI N 5 #5E Proposed Action:

22 BT Y F From (Issuing Authority): [23.B#&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.% Z4 Signed: 25.% 4 A B Date: 26. % B§ Time:

(FE)
AoOREZiZ, BRTERRAG LTHL
M%) 221 72HBIX, ZMICLTBLZ L,
48485 Product] #ICIX, JRFEAL DI AR LOEERHTLHLE LD
gt\ @fmﬂ%%fiﬁ@ () : Twhite tablets (AW EA))) ZMEIZEH
5T ¢,

- [6.JR7%E4 Brand/Trade Name] #iZiL, JRFEA Z LT HZ &, BERL

;ijg_?_ﬁﬁ?’cf TIRELTWAERD BT, BR L YUZETORTEL %
%45 L,

. [7.—#%4 INN or Generic Name] #iZi%. BRSO —R4L 2 i8#i3 5
Tt BROBYRDEEFTIHEE, FIETHZ L,

- T19.75@E4R Information on distribution including exports] iz, &L
DELEFT/ATEHZ L,

- 488, Product:]. [6.BR5E4 Brand/Trade Name]. [10.2 »» F &5 Batch/Lot
Number). [11.F5%#AFR Expiry Date], [13.845&4H B Date Manufactured)
LOETAEBERY —EREL, JIELTRTIETHLELI IR,
FOBA . BRI L 7-HEHE OMICIT [see the attached file] & EC#iT 5
z L,

FEALRBEIX, NA)] LEMTHZ L,



(BU#E4)

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.% 385 To:
2.x [ERFEE Recall Number Assigned: 2a. % EMIZ k1T 5 BIXE 5 National
reference number (When applicable)
4. 845 Product: 5.7K38%& 5 Marketing Authorization number:
6.JR5E4 Brand/Trade name: 7.—R%4 INN or Generic Name:
8. &I Dosage form: 9.57& Strength:

10.e » F3#E5 Batch number (and bulk, if different)

14. 73R4~ FFE Marketing Authorization Holder:

15.86E%E Manufacturer: 16.38%% % Contact Person:

17.3%#8 Subject title:

22 BT Y E From (issuing Authority): 23.38#& % 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. % E4 Signed: 25.%4EH B Date: 26.% F§ Time:
(FEE)
o r RAMOXRESE, BAIESRK A4 LTI L

M%) 27 EBIX. ZWICL TR Z L,
[17. 3/ Subject title) MITI%, FF W8 U 7= BEISHREGHE (2w b,
WHEES) oFRETRT I L,




