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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 to whom it is addressed and may contain information -
that is privileged, confidential and protécted from disclosure under the” Mutual Recognition
A§reement 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 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 1o us at the above address by mail.  Thank you.

BRAEIGESH  Rapid Alert Notification of a Quality Defect/Recall
1.* %85 To: ‘

2.% B2 Z A Product Recall Class of D |3.% {&iEfm2>& 5> Counterfeit /Fraud:

efect: : [ Yes + No.]
[ I - 1 JGExHEZF5A20OTHD)
1488 Product: 5.7k &5 Marketing Authorization Number:
6.8R5E4 Brand/Trade Name: - 7.—#&% INN or Generic Name: |
8.&I% Dosage Form: - 9.4y Strength:
10.7 » F %5 Batch/Lot Number: 11.5%h#IFR Expiry Date:

125959 A% Pack size and Presentation: 13.%%%@)51 H Date Manufactured:

{14.7K5R R ¥FE Marketing Authorization Holder:

15. BIE3£E Manufacturer: 16. ENNEME3#E Recalling Firm (if different)
C | (BEEELRRIBELBMTHIL) “
&L Contact Person: HEH&SE Contact Person: :

E 5% Telephone: FEZE Telephone:
17. % [E][¥ &5 Recall Number Assigned:

18. 5B RKeDEEAl,/ BIINEEH Details of Defects/Reason for Recall:

19.5@ B Information on distribution including exports (type of customer, e.g. hospitals

):
20. % BT S fiC & BFEE Action taken by Issuing Authority:

21. % IEE S A B Proposed Action:




22 BT YF From (Issuing Authority): [23.8#&5 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.%E4 Signed: 25.%4H H Date: 26.* IF Time:

FEDOKE S, BATERR A4 LTHZ L

(k] Z2F=HEHEBIX, i LTI L,
(4.8 Product] HIZIL, JRFEL D 5> LRRHRbOEERTK T L L bz, A

N 2258 (B . Twhite tablets (BVWEH]) | ) ZEEICREFHETHZ &,

- [6.fkR5E4 Brand/Trade Namel HHiZIZ, ERFBARZREHTHZ &, BARLIIBIOIRGE
ATHRFELTWAERD ZGAIX. EL L YZETORBLEIIETSHZ 2:

. r7.—}ﬂ§4§ INN or Generic Name] #iZi%, AR DO—RALEZRHET D &, B
DOERDEEBTHHAEIX. FIETHZ L,

. ;—19 VB fﬁﬁi Information on distribution including exports ] i, E’a‘\ HEDEL %58
ATBHZE,

- T4.81%, Product:]. [6.0R554 Brand/Trade Name] . [10.2 v k&2 Batch/Lot Number] .
T ll.ﬁ SRR Expiry Date) , (1384 A B Date Manufactured] EDBEE2HE
E—ExRE L, e L/'C/:Ji?‘:-c‘_’ THELIZ IRV, ZOHE. BIKIzREH L -1E

B O#ZIX [see the attached file] & FEEHT D Z &,
FEHZRBEEIX. NAL EEEHTHZ &,
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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.%%8%% To:

2.% Bl ZEZ Recall Number Assigned:

2a. %k EPIZ BT 5 BN EES National

reference number (When applicable)

4815, Product:

5.7%38%& 5 Marketing Authorization numbet:

6.lkR584 Brand/Trade name:

7.—#%% INN or Generic Name:

8 7% Dosage form:

9./ & Strength: -

10.22 v &S Batch number (and bulk, if different)

14 K815 Marketing Authorization folder:

15. 8% %% Manufacturer:

16 B%&2E Contact Person:

17.5£#8 Subject title:

228 ITY B From (issuing Authority):
Compliance and Narcotics Division
Pharmaceutical and Food Safety Bureau
Ministry of Health, Labour and Welfare of
Japan ‘ '

23.38#&5E Contact Person:
GMP Section
FAX: +81-3-3501-0034

24.% E4 Signed:

25. %4 H B Date:

26.% E§ Time:

(EE)
- FMORXT S, BARIESRK A4 LTHIL
(%] ZOIF72EHBIX, EMICL TR L,
[17. M Subject title] MZiZ, F7 WP LB SREH (2 b, WHER
%) oFBTRETLIL,
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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 rifulations. If you are not the
addressee, or a person authorized to deliver the document to the ad ressee,ayou 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.

AEINGESH  Rapid Alert Notification of a Quality Defect/Recall
1.5k 385 To: , '

2.% [\~ 5 Z Product Recall Class of |3.kfAERAE S Counterfeit /Fraud:
Defect: [ Yes + No ]

[ 1 - 11 ]@E%772%0THD) . :
4815, Product: 573825 Marketing Authorization Number:
6.lR5E4 Brand/Trade Name: 7.—#&% INN or Generic Name:

8% Dosage Form: 9.57& Strength:

10.21 v F#5 Batch/Lot Number: 1G5 2VEARR Expiry Date:

12./833%EY% A X% Pack size and Presentation: |13.853E4EH H Date Manufactured:

14. 7 BIR#7F3E Marketing Authorization Holder:

15. BIEZE Manufacturer: 16. ENXEMEH#ZE Recalling Firm (if different)
. (BIGE$ELRRIBATEHITHL)
EH&G S Contact Person: B Contact Person:

&5 Telephone: : Bih Telephone:

17. % [E]XZE 5 Recall Number Assigned:

18. 5B KNG DEEHE /BN ERER Details of Defects/Reason for Recall:

19418 5% Information on distribution including exports (type of customer, e.g. hospitals

)

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

R *BEINHFEE Proposed Action:

22 BT E A 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

_13._



24.% Z4 Signed: - |25. %4 H B Date: 26.% B§ Time:

(ER)
BAMOKRE S, BATERKAGETHZ L
M) Zo7EBIL, ZEHicLTRBLLZ &,
4845 Product] MRIZiX, ARFEHD D '64’&4%3’]7‘&%@%@%&75 L Lyiz, B
DHTERY 2 H# (B : Twhite tablets (BVER]) | ) ZERICERTI &,

- T6.JkR7%E4 Brand/Trade Name| #RiZid, fREAZEHMT D &, EK&MEU@E&%
AZTRFELTWAENDZHEIE. B LURECORTELEZINIETDHZ <‘: :

- I7 #)ﬂ%fé INN or Generic Name | i3, BRLO—RAZERT 5 Lo B
DEDRDEERTHESIT. FIFETHZ L,

. —;_19 Jii@fE# Information on distribution including exports] iz, |mBkoEL %
ATBZ L,

. 4845 Product:] . [6.JRk5E4 Brand/Trade Name] . [10.2 v 35 Batch/Lot
Number] . 11531 Expiry Date] . (1384 A B Date Manufactured] 0D
E@@TZ)IEEE’ BRe L, BHEE LTRTIETHELI AR, ZDHE. Bl

TEEE L72E B OMIZIX Tsee the attached file] & F#HTH I &, '
Xlﬁfxi}z—é\m IN/A] LRERTH T &,
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(BlI#K4)

"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.%%85% To:

2. % [E|LZE % Recall Number Assigned:

2a. % [EPIZ 81T 5 [EIZE 5 National

reference number (When applicable)

4 B/I5 Product:

ﬂwu\%% Marketing Authorization number:

6. X524 Brand/Trade name:

7.—#%4% INN or Generic Name:

8 FTE Dosage form:

9.7E Strength:

10.2 ~ F&%5 Batch number (and bulk, if different)

14. ﬁ(w{%ﬁ%‘ Marketing Authorization folder:

15 8E3% Manufacturer:

16.38#&5% Contact Person:

17.5%#%H Subject title:

22 B#RITYF From (issuing Authority):
Compliance and Narcotics Division
Pharmaceutical and Food Safety Bureau
Ministry of Health, Labour and Weifare of
Japan

23. :@%9& Contact Person

| GMP Section

FAX: +81-3-3501-0034

25. %4 H B Date:

24.% F4 Signed: 26. % BF Time:

(EE)
- RAOKRE XX, BARIESKE AL LTHZL

() 2 -EBIX, ZMicL T2,

7. 340 Subject title i I %ﬁﬁ_ ZHIER Lt@ﬂﬁ%ﬁﬁlﬁ (2 b, BIHER

%) DIFRETLMT D &,
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