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(B 2]
(B 3)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN : ‘

2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8%16

IMPORTANT - DELIVER 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 protected from disclosure under the” Mufual Recognition
eement and PIC/S and other applicable domestic laws and regulations. If you are not the
addressee, or a person authorized to deliver the document fo the addressee, dyou are hereby notified .
that any review, disclosure, dissemination, copying, 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 1o’ us at the above address by mail.  Thank you.

e BRI ES  Rapid Alert Notification of a Quality Defect/Recall
1.*% %55 To:

2.% BN Z 5 A Product Recall Class of D [3. % {&&EMmME D Counterfeit /Fraud;

efect: [ Yes + No.]
[ 1 - 0 )]GS FA2OTHL)
4845 Product: 5.7K58& B Marketing Authorization Number:
6.JR5E4 Brand/Trade Name: 7.—#%% INN or Generic Name:
8. A2, Dosage Form: 9578 Strength:
10.© » F3&EB Batch/Lot Number: 11,73 %HAMR Expiry Date:

12.8 IV A A% Pack size and Presentation: |13.50154E A H- Date Manufactured:

14.7KEBIR7FE Marketing Authorization Holder:

15. BLEZEFE Manufacturer: 16. ENUERZETE Recalling Firm (if different)
(RE3EE L BRIBETWRT DO L)
- JE#SE Contact Person: | EHESE Contact Person:

A% Telephone: &t Telephone:
17. % Bl Z%5 Recall Number Assigned:

18.%’&§(E{é@%¥?ﬂﬁ/ BIRIEE Details of Defects/Reason for. Recall:

19. 7% BB % Information on distribution including exports (type of customer, e.g. hospitals

):
20. % WBHITLERIT & DIFE Action taken by Issuing Authority:

21. % BEINAFEE Proposed Action:




22 BT Y/H From (Issuing Authority):
Compliance and Narcotics Division
Pharmaceutical and Food Safety Bureau
Ministry of Health, Labour and Welfare
of Japan

238 #E 5 Contact Person:
GMP Section
FAX: +81-3-3501-0034

24, % B4 Signed: 25. % H B Date: 26.% F Time:

(ER).

FEORE &, BRITERK A4 LELTHT a

(k] ZO7EA X, ZEMIcLTBS 2L,

(4 85 Product] ML, BFEED S Ef*ﬁiﬁ@iﬁ%@%?ﬂﬁf{) bz, 8RO
%ﬁ’ﬁﬁfiﬁ‘& (1 © Twhite tablets (BV EEHK]) | ) 2 EEBIZEHKTHZ L,
- - (6. R5%E4 Brand/Trade Name) fRITi%., BRFEL ZRE#T 2 &, BARLIIFIDIRT
ﬁfﬁﬁ% LTWAEIHIHEEE., B4 LU EETOREA E’?Ué'ﬂ“é &
«  17.—§%4 INN or Generic Name) fiTi%. & ;?jjﬁiﬁ}d)—ﬂﬁé. PEERTAIL, B
DHDEAEEFTHESIR, FIETHZ L,
. —a|'_19 ﬁkffﬁﬁﬁ Information on distribution including exportsj Wiz, B0 EL 23
ANTBZ
«  [4.85 Product:]), 16.R5F4 Brand/Trade Name], [10.% v hZF3 Batch/Lot Number] .
MN1AZHR Expiry Date] . (138434 A B Date Manufactured] S OMBET 5HE
ke L, S LTRTZETHELEZR AR, £0FE, DIMKICRHE LR
B OMIZIL [see the attached file) & "Eﬁ‘ﬁ’é &
REAREAIE. NA] ¢E#T5Z



[BU%R 3]
. (A& 2)
BRARERBEONR L 25E (FHR 26 7 HRR)

ANE— TNHYT, Fxa, Fre—2, P4V, A =27, FALFVE, Y
Ve, ALY TIVAR, IuTFT, AZVT, TR, LTV IT=T,
NI TNT NoHY)V—, wNE, FFVH A—ARIT, A=FF, EAEH
Ny Ne—%=F ARR=F, AuRFT, ZL4 0Ty FE AVe—F v AFXVR, T
ARGV R, ARTIN, VEFYVaBly, INTz—. ALA TIT4F, BT
. TAVAEGERE, TAELFL, wL—I T, YUAR—A, A FRVT, B,
A, A—RA VT, =a—-U—FF BETTID

(_>:<)' T#  MRABEICESE, TEERICRIERRLEEE (GMP) /AT
BABFITEE] X D EASNBERRIT OV, TR 26F7
AURIAE, BERIUERZFHE L TWeE

PIC/S INEAE (FHK 26 £ 7 ARFR)

Hii5 PIC/S ANEEE

RN F=ARIT, ANEF— FTUR, Fxa, Frv—I, TAL=T,
TAVTGUE, TI5VAR, FAY, )y NoHV— TARAT VR,
TANZY R, ARTIN, AFVT, FPET7, VeToriraflfr,
UNFP=F, =AE, FF50H, INTx— R=F R, R PHI,
N—==F ARFT, ARR=F, AR[ Vv, AV=—F o/ AR,
vIZAF, AFIR

F e S AFH, TAVAEGRE

HREK FAErF |

TIF <L =T, YwHR—N, A FRIT, BE., ®E, AR
FET=7T F—=ZIFVT, Za—P—FUF

TTVH M7T7VH

(3%) PIC/SIMBEIX. L TFTOR—LR—UTHRETE S,
http://picscheme. org/members. php

ERNEA (SEAL 26 48 7 A ERAE)

~AF— IANHVT Fza, Fre—r, R4V, TR R=F, FALIVE, ¥
Yy, ALY, TIFVAR, IaTFT, AFZVT FTRR, FRET, VT ET,
N TANT NoH) = eNE FTFF A=A IT, BR=F R, BT
NV, V—==T AT, T4y FU R Ava—Fr, AFXIR




[BiEs 4]

(Bl 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.% %35 To:

2.% EI% = Recall Number Assigned:

2a.% ENIZ 81T 5 EIINE B National

reference number (When applicable)

4 B15 Product:

5.7K58%& 5 Marketing Authorization number:

61754 Brand/Trade name:

7.—#%4% INN or Generic Name:

8.%17% Dosage form:

9.5 & Strength:

10.2 »» b5 Batch number (and bulk, if different)

14 AGRIRFFE Marketing Authorization folder:

15.8&33# Manufacturer:

16.8E#% % Contact Person:

17.5%#8 Subject title:

22 B$RTH A From (issuing Authority):
Compliance and Narcotics Division
Pharmaceutical and Food Safety Bureau
Ministry of Health, Labour and Welfare of
Japan

23 HA&4C Contact Person:
GMP Section
FAX: +81-3-3501-0034

24.% 24, Signed:

25.% £ A B Date:

26.% B% Time:

(EE)

- ROKRE S, ARTEMAK A4 LTHILE
- %] 2OEBAR, EMRICLTEB I L, : '
[17. 3640 Subject title] W IE, Fi7=iCHIB Lz BINESREER (v v b, WiHLE

%) OFRETHTH L,




