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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 INMEDIATELY
This is intended only for the use of the party fo whom it is addressed and may contain information -
that is privilefed confidential and protected from disclosure under the” Mutual 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 to the addressee, 6f/m‘t 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 1o us af the above address by mail.  Thank you.

BXAEISUEE  Rapid Alert Nofification of a Quality Defect/Recall
1.5 % To: ‘

bl

2.k B 27 Z A Product Recall Class of D [3.% &A% D> Counterfeit /Fraud:

efect: - : [ Yes N No . ]
[ 1 - 0 J1@EYZ7XEZ0CTHI ‘
435 Product; - 15.7&783% 2 Marketing Authorization Number:
6.%%@ Brand/Trade Namé: 7.—m%4 INN or Generic Name:
8§ A% Dosage Form: -~ . |9.47& Strength:
10.2 > S Batch/Lot Number: - [ILA%R Expiry Date:

1250559 1 A% Pack size and Presentation: 13.%'%5&‘@)3 A Date Manufactured:.

14 KGR EFE Marketing Authorization Holder:

15. BLEZEE Manufacturer: |16, FEIFE A Recalling Firm (if different)
(RIEEE L ELABEETEHFTA L)
WAE4SE Contact Person: B Contact Person:

%iE Telephone: ' BiE Telephone:
17.% BN+ Recall Number Assigned:

18 6 L K DFEAN,/BIXELE Details of Defects/Reason for Recall:

1978 E R Information on distribution including exports (type of customer, e.g. hospitals

)
|20k WFRICY BT L SHE Action taken by Issuing Authority:

21 % EZE I HHEE Proposed Action:




228t Y /B From (Issuing Authority): [23.8#%%% Contact Person:
Compliance and Narcotics Division GMP Section
Pharmaceutical and Food Safety Bureau |FAX: +81-3-3501-0034
Ministry of Health, Labour and Welfare '

of Japan ,
24.% #4, Signed: 25.%4E B H Date: 26, % EF Time:
(E®). o :

- RMEORT S, BATERE A LT L

) 2l EHBI, ZfflcL T Z L, , :
(4805, Product] Mizix, IRFAD > bR 2LO2REHT AL L bic, #Ho
AR (B ;. Twhite tablets (HVWER)) | ) 2fEEICERTHZ L. ,
- [6.i5E4 Brand/Trade Name] MICIX. BRFEAZFEEH T 228, BALRXBIOMKS:E

A THRFELTWAERDLZEEIE, Ei EEFEETORFTEAZNETH &,
[7 —R%4 INN or Generic Name] #izid, BRSO —RELPERHTAHZ &, BH

DHEPRDEEFTTHHEE, FIFETEZ L, ,

. ﬂ[ 19.%%‘%% Information on distribution including exports) iz, EHEOESA %5
AT BHRZE, - ‘ .
« (4815, Product:}. f6.8R5%4 Brand/Trade Name], [ 10.12 v &5 Batch/Lot Number] .

M1.EZ0EER Expiry Date] . T13.84%4FE A B Date Manufactured) %O BE 3 27HB
P—EFREL, RELTRTIETHELI ARV, TOBE, JMKICER LR
B Oz lL Tsee the attached file} EiC#E+ 5= &, :

RHZRBEEIE. WAl EE@ETsZ 8,
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MINISTRY OF HEALTH, LABOUR AND WELFARE

i

GOVERNMENT OF JAPAN

2-2, KASUMIGASEKI 1-CHOME, CHEYODA-KU, TOKYO 100-8916

FOLLOW-UP AND NON-URGENT INFORMATION
FOR QUALITY DEFECTS

1.% %85 To:

2a. % HNICR T 2 BINE S National

2% [EIVE S Recall Numbcr Assigned:

reference number (When applicable)

4 515, Product:

5. 7K 3% B Marketing Authorization number:

6. k784, Brand/Trade name:

7.—4 INN or Generic Name:

8.7/ Dosage form:

9.47 8 Strength:

10.% »» hE% Batch number (and bulk, if different)

14 7GR IFE Marketing Authorization folder:

15. 8% Manufacturer:

1638%% 4 Contact Person: -

17.3£40 Subject title:

22 BT YA From (issuing Authority):
Compliance and Narcotics Division
Pharmaceutical and Food Safety Bureau
Ministry of Health, Labour and Welfare of
Japan '

23 8% 9 Contact Person:
GMP Section
FAX: +81-3-3501-0034

24.% 24, Signed:

25.% 4 H B Date:

26.k Bf Time:
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FMoKRE SiZ, BATERK A L THZE
f#] OF7ERIX, ZEWMIcLTE I L,

117 B4 Subject title) HRITIL, BB L7z EMGHREEH (2 v b, BiHis%EE
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(BI#E3)

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 privilefea’, 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 (o deliver the document to the ad, ressee,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 to us at the above address by mail.  Thank you.

B AEIE  Rapid Alert Notification of a Quality Defect/Recall
1. % %54 To: :

2. % [\~ 5 A Product Recall Class of 3.k f&1& D& D> Counterfeit /Fraud:
Defect: [ Yes ¢« No ]
[ 1 - 10 JEH72F72A#0THD)

4 5 Product:

5.7 Z%& B Marketing Authorization Number:

6.fR584 Brand/Trade Name: 7.—f%4% INN or Generic Name:
8.1 Dosage Form: 9.8 Strengfh:
10.2 v + 3% Batch/Lot Number: 11 A 2R Expiry Date:

12333 A X% Pack size and Presentation: [13.BUE4H B Date Manufactured:

147K 55 F# Marketing Authorization Holder:

15. BLE#EF Manufacturer: 16. EUNEMZEFE Recalling Firm (if different)
(RiERE L BB AEHTH L)
HAESE Contact Person: WS Contact Person:

T ah Telephone: Han Telephone:

17.% EINZE S Recall Number Assigned:

18. 00 E R IamFEAE,/BIU B B Détails of Defects/Reason for Recall

193815 Information on distribution including exports (type of customer, e.g. hospitals

)

20. % BT H AT L HHE Action taken by Issuing Authority:

21k BEINDHFE Proposed Action:

22 BT EA From (Issuing Authority): |23.38#&%% Contact Person:
Compliance and Narcotics Division GMP Section
Pharmaceutical and Food Safety Bureau |FAX: +81-3-3501-0034
Ministry of Health, Labour and Welfare
of Japan
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24, % B4, Signed: 25. %4 H B Date: . 26. % I Time:
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4 845, Product] MlZiX, BRFELD S %{ﬁﬁmfi%@%ﬂﬁk@_é L hiz, B
OIEEY B (B ;. Twhite tablets (BVEER]) ) ) 2B T2 L,
[6.8X574 Brand/Trade Name] #RiciZ, JRFBA ZFRET DL &, EIZIKJ:HBU@EED#G

AHTHRELTOWIERLHET, B & SETOREA BT 5z }:

{7 —#%4 INN or Generic Name| T3 75 ;}Jﬁ}i YO—RA&ETRHEHT A, B

DHDETE BRI HEEE, FIETLHI &

[19.7B15# Information on distribution including exports| iz, BMHEoEA %

ATDHI L,

(4848 Product:) . [6.Ji584 Brand/Trade Name| . [10.12 > b3FEF Batch/Lot
Number} . [11.75%hHIFR Expiry Date] . [13.3iE%EH B Date Manufactured] 5D
BETA2EES—ERL L, AL LTRTIETHLELIZARY, ZOHE, JlE
(ZEOEL LTJ%: E @*Eﬁ [ rsee the attached file] & pﬂ%ﬁ'ﬁ"é &,
LRSS N/A| LFEET DT &,
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(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

1.5k 585 To:

2.k BN &5 Recall Number Assigned:

2a, % ENIZ BT A BEIE S National

reference number (When applicable)

4 %5 Product:

.mgva‘ Marketing Authorization numbcr:

584 Brand/Trade name;

7. —#%4, INN or Generic Name:

8.7 Dosage form:

9.5E Strength:

10.%2 » h3F-5 Batch number (and bulk, if different)

14 73R~ E Marketing Authorization folder:

15.%%%%‘ Manufacturer:

16. 8454 Contact Person:

175670 Subject fitle:

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

233542 Contact Person:
GMP Section
FAX: +81-3-3501-0034

25.%4E H H Date:

24. % E4 Signed: 26.% BF Time:

(& )
- AROKRI I, BARTERB A4 LT

F*J%oﬁtﬁﬁi ERIZLTRLZ &,

F17. $H4M Subject title| HIZ L, 7=l HIB Lt!ﬁ[l&ﬁ%ﬁ”% (2w b, BWHEE

%) offRERETs L,
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