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[B# 3]

BE#

HIERT

(BIA%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.
document to the addressee, you are hereby noiified 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.  Thank you,

If you are not the addressee, or a person authorized o deliver the

(A% 3)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN

2-2, KASUMIGASEK] 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
fo the addressee, you are herveby notified that any review, disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized,  If
Yyou 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.

BESENYEEE Rapid Alert Notification of a Quality Defect/Recall

FESMENGERS  Rapid Alert Notification of a Quality Defect/Recall

1% 305 To:

1. 5i%% To:

2.%[ER Y 7 A Product Recall Class |3.% &G Counterfeit /Fraud:

of Defect: [ Yes - No ] of Defeet: [ Yes - No ]
[ 1 m ] [L1 - 1]
(2 7 7 2B OCHL) (FLr 7 2AEQTHIY

2.% B Z T X Product Recall Class |3.% AR5 T D> Counterfeit /Fraud:

5.7KFES Marketing Authorization
Number:

485 Product:

485 Product: 57K ES Marketing Authorization

Number:;

6.JR5E4 Brand/Trade Name: 7.—f%4% INN or Generic Name:

6.JR7c4 Brand/Trade Name: 7.—i&% INN or Generic Name:

8. #1E! Dosage Form: 9.5y & Strength:

8.#1E Dosage Form: 9.53& Strength:

1.2 > &S Baich/Lot Number: | 1145%0ER Expiry Date:

10.2 5» S Batch/Lot Number: 1.5 %h#1BR Expiry Date:

17




1288845 4 X8 Pack size and

Presentation:

13.85&4H B Date Manufactured:

1288841 X% Pack size and Presenta| 13.2U¥E4E 8 B Date Manufactured:

tion:

147587 ¥ 3F Marketing Authorization Hoelder:

147K EBHRIE Marketing Authorization Holder:

15-1. BGEHE Manufacturer:

B4 Contact Person;

ERE Telephone:

15-2. B455FT Manuafcturing site (if
different)

(HiERE L RADBATERTH
&)

HE#ESE Contact Person:

EiE Telephone

16. ENREREHEFE Recalling Fim (if
different)
(REERE L BRABATHTHI L)
&S Contact Person:

‘E55 Telephone:

17.% B35 Recall Number Assigned:

18. 50 K E#,/ [MINEEE Details of Defects/Reason for Recall:

19.#fiiE 8 Information on distribution including exports (type of customer,

e.g. hospitals):

20 BT H FIZ L SR Action taken by Issuing Authority:

121, % IREENHHE Proposed Action:

22 BERCYE From (Issuing Authority):
Compliance and Narcotics Division

2338485 Contact Person:
International Coordination Unit

15. BERE Manufacturer: |16, BEINNEMEE Recalling Firm (if different)
. (BLEHE L RR3EEEBTIE L)
45 Contact Person: HERSE Contact Person:

BE3E Telephone: 55 Telephone:

17.% BN 5 Recall Number Assigned:

18 E XKD MB,/EIREMB Details of Defects/Reason for Recall:

19. 5@ EHR Information on distribution including exports (type of customer,
e.g. hospitals):

2004 EEITY RIC L DHEE Action taken by Issuing Authority:

21. % RB SN SR Proposed Action:

2338755 Contact Person:
GMP Section
FAX: +81-3-3501-0034

22 BT R From (Issuing Authority):
Compliance and Narcotics Division
Pharmaceutical and Food Safety Bureau
Ministry of Health, Labour and Welfar
e of Japan

24.% B4 Signed: 25.%4EAH Date:  [26.%EF Time:
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Pharmaceutical Safety and FAX: +81-3-3501-0034
Environmental Health Bureau
Ministry of Health, Labour and Welfar

e of Japan

24.%E4, Signed: 25. %428 B Date: 26.% B Time:
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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 fo 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 defiver
the document to the addressee, you are hereby nolified that any review, dasc!osure, dissemination, copying, or
other action based on the content of this communication is not authorized.  [f you have received this document
in errox; please notify us by telephone immediately and return it to us at the above address by mail.  Thankyou.

BESEGESR  Rapid Alert Notification of a Quality Defect/Recall

1. %a5E To:

2. %[ml¥ 2 = & Product Recall Class

3.k fAESL DS Dy Counterfeit /Fraud:

of Defect: [ Yes « No ]
[ I nm ]
(ZE 7 7 AEFOTHD)

4 215, Product:

5. 7845 Marketing Authorization
Number:

6.0%784 Brand/Trade Name:

7.—h%% INN or Generic Name:

8 AIE! Dosage Form:

4E Strength:

10.2 v hE= Batch/Lot Number:

1 AZHAMR Expiry Date:

12.83EH A X% Pack size and

Presentation:

13.8LEFH R ‘Date Manufactured:

14 7KF{RIFFE Marketing Authorization

Holder;

15-1. Bh&2EE Manufacturer:
ERSSE Contact Person:

HEas Telephone:

16. PN EfEZHEE Recalling Firm (if
different)
(BhEFeE &ﬁtﬁé%’&ﬁ%ﬁ"é &)
EHEHE Contact Person:

Eﬁﬁ Telephone:

15-2. BLERT Manuafcturmg site (if

different)

f%L%%kﬂté%ﬁﬁﬁfé_e
EHESE Contact Person:

TBen Telephone:

17. % [BI¥ZE5 Recall Number Assigned:
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18. 5 E R FROFEH, EINER Details of Defects/Reason for Recall:

19.5%i@81E%R Information on distribution including exports (type of customer,
e.g. hospitals):

20. % BT HRIC L HHEE Action taken by Issuing Authority:

21 % RE SN SFEE Proposed Action:

2238t SR From (Issuing Authority):  [23.E#&5 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.% 24 Signed: 25.%4EH B Date: " 126. % BF Time:

(HEE) :

- FAfEOKRZ I, BARTERKB A4 LT52 ¢,

- Ix) EOFRBEER. EHicLTBL T, \

- [4848 Product] MITIX, RFE4AD D LRARIRSOEEBTH L L bIT,
BT OATERY2HE (B : Twhite tablets (B ER) |) 2 THEICERT B2 &,

+  [6fR584 Brand/Trade Name] #MiZid, BRFEAZRET I L, AL
@ﬁﬁi—:’ué TRELTWASERH HAE. B4 & YHECORTAEFIET
AT &, :

- [7.—f%% INN or Generic Namel #8213, HRSO—BL ¥TET5 - &,
BEROBVETEZERTHEAN. FIETBZ L,

- T19.7@EEH Information on distribution including exports (type of customer, e.g.
hospitals):| I, EHEOELFFEATEIZ &,

«  [6.BR5E4 Brand/Trade Name], [10.22 »» F3ZE-5 Batch/Lot Number]. [11.5%)
HiFR Expiry Date], [13.8&5H B Date Manufactured| S0EHES ATHE %
—ERLL, FEE LTRTZETHELIX IR, ZORE, JHKICER
L7-IBE OMIZIX lsee the attached file] Ei3R&ETH I &,

AHRIEEIL, INA] LiEdiTaZ L,
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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. [BI¥ZES Recall Number Assigned: 2a. % ENiC B B EINE 5 National reference
: number (When applicable)
48,5 Product: 5.7K58#%5 Marketing Authorization number:
6.)R554 Brand/Trade name: 7.—f%4& INN or Generic Name:
8.4 Dosage form: 9.53%: Strength:

10.©1 & hE&5 Batch number (and bulk, if different)

147KER{RFFE Marketing Authorization Holder:

1550523 Manufacturer: 16.384&4% Contact Person:

17.536M Subject title:

22.1BHRCE /M From (issuing Authority): 233484 Contact Person: International

Compliance and Narcotics Division Coordination Unit

Pharmaceutical Safety and Environmental Health

Bureau FAX: +81-3-3501-0034

Minisiry of Health, Labour and Welfare of Japan '

24.% B4 Signed: 25.%4H H Date: 26. % BF Time:
EE

FfEORE 31X, AATERK AL LT

%] Z2OFEBR, ZHicL TR Z E,

[17. #5H0 Subjecttitle] MIZi. FH7-IHIBA L= ENNISREEH oy b, &
HEES) OFRERETs L,
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