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(B 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 information that is
privileged, confidential and protected from 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 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 to us at the above address by mail.  Thankyou.

BXSEIDGEH  Rapid Alert Notification of a Quality Defect/Recall
1.%555E To: T

2.%[8x 7 % R Product Recall Class [3.%&&ERA 52> Counterfeit /Fraud:

of Defect: [ Ys * No ] -

(1 - 1) '
(ZE 7 7 X%EOTHir)
4895, Product: 5.7K58F 5 Marketing Authorization

Number: , '

6./k5t4% Brand/Trade Name: 7.—#%4%4 INN or Generic Name:
8.F1%&! Dosage Form: 19.53& Strength:
10.2 »» F#5 Batch/Lot Number: 11.55%03FR Expiry Date:
1283 Y 1 X% Pack size and [3.B55%A B Date Manufactured-
Presentation:

14 7XF24RFF% Marketing Authorization Holder:

15-1. BEEFEE Manufacturer: 16. EMNEREZEZE Recalling Firm (if
different)

A& Contact Person: (BLEEE LR DBEERT I L)
' _ EAESE Contact Person: ‘
BaE Telephone: ’

#E5E Telephone:

15-2. BEFT Manuafcturing site (if

different)
(BOERE L RR2GE0MTH L
R4 Contact Person:

5% Telephone:

17.% B E 5 Recall Number Assigned:
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is.ﬁgﬁtﬁféwﬁi’ﬁﬂ/ EIXE R Details of Defects/Reason for>Recall:

19.70EFH Information on distribution mcludmg exports (type of customer,
e.g. hospitals):

20. % EIRIT LI X HIEE Action taken by Issuing Authority:

2L xBRINBERE Proposed Action:

22.3BHtE A From (Issuing Authority):  [23.B#R5E Contact Person:
Compliance and Narcotics Division International Coordination Unit
Pharmaceutical Safety and Environmental |FAX: +81-3-3501-0034

Health Bureau
Ministry of Health, Labour and Welfare
of Japan

24.% B4 Signed: ~ |25.%%EA B Date: 26. BF Time:

(EE#)
BEORE &1, BARTEEBAI LT,

© Dk OB, ZMICLTREL 2L,

« T484% Product] #MiTiX, RFELD D %ﬁi&ﬁ&%@?ﬁiﬁ‘é Léh h\
RS DATERZ2 4 (B - Twhite tablets (B SER) ) 2MICER#®T 32 L.

+  [6.fR5E4 Brand/Trade Name] WiZi%. BRFELAZTHT 2L, BEL T
gﬁﬁﬁf% TRELTWAERHIHEAIX. B4 %’SZE]?(DR&%% Y

« [7.—~f%4 INN or Generic Name | #iZ1X. B S D—i%4 Ef“’ﬂﬁ'?‘é L.
BEOFEVWRDZEB/THIHRAIL. FIFETR L,

- N9.55@EEH Information on distribution including exports (type of customer, e,
hospitals):] iz, ERHEOEAZEATEIZ L,

»  [6.fR7E4 Brand/Trade Name]. 10.2 v & Batch/Lot Number], [11.5%h
HABR Expiry Date), [13. 8584 A B Date Manufactured) Z0ORSE+S 2180 %
—RRELL, L LTRTZLETHELR LR, FOBE, JIEICTE#R

' L7-IH B OMiziX (see the attached file) & E#T3 Z
- TREAZREAIE. TN/A] ¢E#T B L,
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(A4 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.%585% To:
| 2.x A5 Recall Number Assigned: 2a. % ENIZHIT A EILES National reference
' number (When applicable)
4845, Product: 5HKEES Mmkeﬁﬁg Authorization number:
6.ik5t4: Brand/Trade name: 7.—#%4 INN or Generic Name:
8.5/ Dosage form: 9.5yR Strength:

10.2 » &5 Batch number (and bulk, if different)

14.7&EB{RF4E Marketing Authorization Holder:

15.85&3%% Manufacturer: 16,8484 Contact Person:

17.5448 Subject title:

22388 YF From (issuing Authority): 23184845 Contact Person: International

Compliance and Narcotics Division Coordination Unit :

Pharmaceutical Safety and Environmental Health

Bureau ’ FAX: +81-3-3501-0034

Ministry of Health, Labour and Welfare of Japan : :

24.%E4 Signed:- 25.%4EH B Date: 26.%B§ Time:
EE

FREDOKRE X3, BATERKR A4 T3
o Tk] ZOUTRBIL, ZEMICLTRLLZ L,
«  [17. 35/ Subjecttitle) MNTIZ, Br7-1THIBA L7460 (oy b, &
HEES) OFRETLRTDZ L,
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