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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 anthorized 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 1o us at the above address by mail.  Thank you.

BSEIiE#H Rapid Alert Notification of a Quality Defect/Recall

1. % %55 To:

2.%[EX 7 7 A Product Recall Class

3.k AL A E D> Counterfeit /Fraud:

of Defect: [ Yes No ]
(1 - 1]
(47 7 A OTHED)

4 85 Product:

5.74GB# S Marketing Authorization
Number:

6.ik5¢4 Brand/Trade Name:

7.—%4% INN or Generic Name:

8415 Dosage Form:

9.57 & Strength:

10.72 »» h&5 Batch/Lot Number:

11. 5 28R Expiry Date:

12,8135 1 X% Pack size and
Presentation:

13.8E4E H B Date Manufactured:

14 7GEPRFFE Marketing Authorization Holder:

15-1. BUyE3E3%F Manufacturer:
&S Contact Person:

a5 Telephone:

15-2. BLERT Manuafcturing site (if

different)

¢@%¥%&%&5%ﬁ%ﬁ#é:&
HH&ST Contact Person:

#ah Telephone:

16. BN EHiZESE Recalling Firm (if
different)
BLEEE LR EATEITDHI L)
HEALSE Contact Person:

&G Telephone:

17. % [EY#E 5 Recall Number Assigned:
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18.50E KMEaDFEMR,/[BIUNFEH Details of Defects/Reason for Recall:

19.5%81F# Information on distribution including exports (type of customer,
e.g. hospitals):

20. % EERIT L ST £ HFFE Action taken by Issuing Authority:

21. % BB EINHHEE Proposed Action:

22 BT YA From (Issuing Authority):  |23.3E#%5% Contact Person:
Compliance and Narcotics Division Intemational Coordination Unit
Pharmaceutical Safety and Environmental |FAX: +81-3-3501-0034

Health Bureau
Ministry of Health, Labour and Welfare
of Japan

24.% &4 Signed: 25.%4-H B Date: 26.% F% Time:

(ER)

FAMORE S1X, BARTESRE A ETHI L,

(%] Z D EEBIX, ZElic LT 2L,

(4845 Product] #ICIX, ERFEAD 5 BREN RS DETRT 5 & &b,
RIS OS2 (1) - Twhite tablets (B \WEERY) J) 2 fEBLICEEET D Z &,

l6.8k5¢4 Brand/Trade Name| #fizit, BRFEHEFEHTHZ L, BARE T
@Eﬁ)f% THRGE L TWAENH H5EIE. B4 & YEE CORTA ZFET
5T &,

[7.—#%% INN or Generic Name | #8iZ1%. BRI D—RE 2 &HTH 2 &,
BEOEFEDRD EEB/THHEANL. FlETHZ L,

- T19.7&1FE# Information on distribution including exports (type of customer, e.g.
hospitals):] fiflic, EHEDEL ZTATDHZ &,

- [6.lR5¢4 Brand/Trade Name|. [10.72 > h%&5 Batch/Lot Number|. [11.8%)
HAFR Expiry Date]. [13.84&4EH H Date Manufactured] ZEOR#E T 5IEH %
—EREL, L L TRTIETHLELIZRY, TOHE, HIKICEEER
L7=TE H OfIZiL [seethe attached file] &SFC&ET 5 Z &,
THREAE, INA) EEETDHZ L,
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(Blf&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. %4565 To:
2. % [E)[%&B- Recall Number Assigned: 2a. % EAIZI1T 5 EIIXNE S National reference
number (When applicable)
4 845, Product: 5.7&38& 5 Marketing Authorization number:
6.fl5¢4 Brand/Trade name: 7.—#%4% INN or Generic Name:
8.4 Dosage form: 9./3& Strength:

10.2 > ;5 Batch number (and bulk, if different)

14733 4R =4 Marketing Authorization Holder:

15.845&28 Manufacturer: 16.E#%5C Contact Person:

17.3%4 Subject title:

220EHIC YR From (issuing Authority): 23 ##&C 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.%Z4 Signed: 25.%4H H Date: 26.% B Time:
(HER)

FAORE X3, AARTEER A4 LT

(%] 2O 7-HEBIX, ZBflicL TR E,

M17. 35f Subject title] HIZIX, FF7IHBA L7 BINGHERERH (2> b 6
HEES) offRaidisz L,
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