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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 Imvs and regulations,  If you are rnot 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 ervor, please notify us by telephone immediately and return it to us at the above address by mail.  Thank you. .

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

2.%[EN 7 Z A Product Recall Class

3.k {EiEN S D> Counterfeit /Fraud:

of Defect: [ Yes No ]
[ 1 - 1Im ] :
(242 T A OTHL)

4 845 Product:

57788 5 Marketing Authorization
Number:

6.R7t4 Brand/Trade Name:

7.4 INN or Generic Name:

- |8.51%! Dosage Form:

9= Strength:

10.2 v ZF5 Batch/Lot Number:

1L AEHAR Expiry Date:

12.2535% 4 X% Pack size and
Presentation:

(13 85&4FE A B Date Manufactured:

1458 RS Marketing Authorization Holder:

15-1. Bh&3EHE Manufacturer:
W& Contact Person:

EEh Telephbne:

15-2. 85&FT Manuafcturing site (if

different) _ B
BUEEE LB sGG0aTo o8
EHESE Contact Person;

Hat Telephone:

16. Bl EfE# Recalling Firm (if

different) .
(BEE L BB REmETA L)
%S Contact Person:

HHak Telephone:

17.% [EXZ 5 Recall Number Assigned:
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18. 508 K e, R EER Details of Defects/Reason for Recall:

19.70E 53R Information on distribution including exports (type of customer,

e.g. hospitals):

20, % BTG A X AHEE Action taken by Issuing Authority:

21 % BE X SHEE Proposed Action:

22 R4 A From (Issuing Authority):
Compliance and Narcotics Division
Pharmaceutical Safety and Environmental

Health Bureau
Ministry of Health, Labour and Welfare
of Japan ‘

23 .E#4H Contact Person:
International Coordination Unit
FAX: +81-3-3501-0034

24.% &% Signed: 25. %4 H H Date: 26. % Ef Time:

ER

- MO RE S, BATERR AL L9550 L,
- Ik ZOUEEBIL, E#HC L TR L,

- {488, Product] fIZIE. FRFEL D5 LIAENLLOEREH T D L L BT,
S DA T2 L (17 - Twhite tablets (EIVWTH) 1) & fBICEaT52 &,

- T6iR7E4 Brand/Trade Name] #iZid, MR %2iaid a2 &, BARLITR

@%T%Tﬁ%bfWéEﬁ%é%ﬁﬁ\@%k%ﬁ@?@ﬁﬁ%%ﬂ%T

HZ ta :

- [7.—§%4 INN or Generic Name | fRiZiX. A 0O—ML &8T5 2 &,
BEOBYRS SR T AHEEE. EETHI L, '

- N9.FH@iEE Information on distribution including exports (type of customer, e.g.
hospitals): | ﬁ@;‘ B EDEA R TEAT L L,

«  T6.8R5S4 Brand/Trade Name!. [10.12 > 33 Batch/Lot Number!., [11.5%)

HARR Expiry Date], [13.85&4 A B Date Manufactured] FOBhET A %

—ERE L, BEEE LCRTZE THELIAR, FOHE, BlHticiEs

L7=EE OMiciT Tsee the attached file] & itdid 52 &,

TEAEETE. INA) &#id A b,

t
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(B 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. %535 To
2. % N5 Recall ﬁumber Assigned: ZaxERIZE l‘f % [E)E5- National reference
' number (When applicable)
4805 Product: 5.8 H Marketing Authorization number:
6.8R5c4  Brand/Trade name: - 7.—i%4 NN o Generic Name:
8 FIf% Dosage form: | | | 9.43E Strength:

10.2 7 &S Batch number (and bulk, if different)

14.7KZB4RF5E Marketing Authorization Holder:

15 8823 Manufacturer: 16.5@%%5'& Contact Person:

17340 Subject title:

22 18%# 2 )5 From (issuing Authorily): 2384554 Contact Person: International

Compliance and Narcotics Division Coordination Unit

Pharmaceutical Safety and Environmental Health o

Bureau FAX: +81-3-3501-0034

Ministry of Health, Labour and Welfare of Japan ‘

24.% E4 Signed: - 255 H B Date: 26. % FF Time:
EE

oK E 303, Hztzr_%iﬁﬁ%mt b - R

(%] 2o 7-THBEI, LT oL,

M17. 75 Subject title] HRIZIZ. HFi-iZHHA Ltﬁlﬂﬂﬁ%ﬁalﬁl (i b, W
HEES) OFREEETos L,
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