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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 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 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 to us at the above address by mail. ~ Thank you.

Gy

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 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 error, please notify us by telephone immediately and
return it to us at the above address by mail.  Thank you.

BXAMEEH  Rapid Alert Notification of a Quality Defect/Recall

BXAMEEH  Rapid Alert Notification of a Quality Defect/Recall

1.5k %8%¢ To:

1.5k %84 To:

2.% A 7 < A Product Recall Class |3.% {43i& 575 65> Counterfeit /Fraud:

2.% A 7 < A Product Recall Class |3.%{4i& 72> 7> Counterfeit /Fraud:

Number:

of Defect: [ Yes No ] of Defect: [ Yes No ]
[ 1 m ] [ 1 m ]
%% 7 7 A% O THie) %% 7 7 A% O THie)
4. %5 Product: 5. 7478 5 Marketing Authorization 4. %5 Product: 5. K73 % Marketing Authorization

Number:

6.i584 Brand/Trade Name: 7.—f%4 INN or Generic Name:

6.0584 Brand/Trade Name: 7.—f%% INN or Generic Name:

8. A% Dosage Form: 9.471 Strength:

87412 Dosage Form: 9./7 % Strength:

10.2 v %5 Batch/Lot Number: 116 %8R Expiry Date:

10.2 v~ ~Z& 5 Batch/Lot Number: 1185 %hIBR Expiry Date:

17




128134 X% Pack size and

Presentation:

13. 8% 4E 4 H Date Manufactured:

12835 X% Pack size and Presenta|13.81&E4E H H Date Manufactured:

tion:

147K RFFE Marketing Authorization Holder:

147K RFFE Marketing Authorization Holder:

15-1. f&EZEFE Manufacturer:
JHA%SE Contact Person:

T &5 Telephone:

15-2. #5EFT Manuafcturing_ site (if

different)
(G 2H L R D AHHTD 2
&)

JHA&SE Contact Person:

#i ik Telephone

16. B EfE¥A Recalling Firm (if
different)
(BhEE LR 2 HaL#HT L2 L)
H#&SE Contact Person:

7E55 Telephone:

17.% A5 Recall Number Assigned:

18 B KD FEA,/ I EEH Details of Defects/Reason for Recall:

19.@ 15 ¥R Information on distribution including exports (type of customer,

e.g. hospitals):

20. % ALY JHIZ L D HEE Action taken by Issuing Authority:

21 % RE SN D HEE Proposed Action:

22 B ICY R From (Issuing Authority):
Compliance and Narcotics Division

23 #%5E Contact Person:
International Coordination Unit

15. BiE¥HE Manufacturer: |16. [FIUNFEMEZES Recalling Firm (if different)
(HLEER L R 256K THZ &)
JHA%SE Contact Person: JHA%SE Contact Person:

#2F Telephone: &5 Telephone:

17.% [B[X &5 Recall Number Assigned:

18 B KD FEAM,/ I EEH Details of Defects/Reason for Recall:

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

20. % HAMICY ST L D HEE Action taken by Issuing Authority:

21 % BE XD HE Proposed Action:

23.3##& 5 Contact Person:
GMP Section
FAX: +81-3-3501-0034

22 @IC Y R From (Issuing Authority):
Compliance and Narcotics Division

Pharmaceutical and Food Safety Bureau
Ministry of Health, Labour and Welfar

e of Japan

24. % E4, Signed: 25.%4H H Date: 26.% B 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.% %4, Signed: 25.%4FEH B Date: 26.% I Time:

(EE)

RO K& &1, BATERK A4 T2 L,

[ ] ZO7-HBEIL, ZEMic LT 2L,

485 Product] fllZi%, IRFALD > LARKRNRLOETHTHL LD
2, B OSBRI 7R (1] Twhite tablets (FIVEERA) 1) % i LI Rl
THZ L,

[6.87¢4 Brand/Trade Name] MIZI1%, Bt aidd o2&, AARE
WEBIDIRFES TIRTE L TW A ENH 235 1%. B4 & YETORTE4
BINFETDH L,

[7.—f%4 INN or Generic Name| MIZiX. Bk O—fs4 2 Rd T 2
&, BEORMRSEER T ALAE. FIETH L,

19.9% 18 {% ¥ Information on distribution including exports (type of
customer, e.g. hospitals):| ffllZ, HHEOEAZFTLAT L&,

6524 Brand/Trade Name|, [10.22 v k3% Batch/Lot Number), [11.
HIHIBR Expiry Date], [13.%4%4-H B Date Manufactured] 2¢ 0 B85
LZHEAZ—EREL, JME L TRTIETHLELIZRD, TOEA,
BIMRIZFLHE L 72T H OMIIZIL Tsee the attached file) &FEfiT 52 &,
RHZREGAE, NA] EFHT DL,

(FEE)

HAMORETZE, HATHERK A4 ETH2 L

M) ZO7=HAX, EMicL TR Z L,

4845 Product] MIZIX, IRFBL DI LREN R LOETHTH L LD
(2, WS OSMBHI K (5] : Twhite tablets (FIVER) 1) Z i LIS LS
HT L,

[6.0%x5¢4 Brand/Trade Name] #IZ1X, Bt Zmidid o2 L, AARLX
BlOWFES TIRFE L TWAEN S 2561, E4 & 4% ETOMRELA % 5
#THT L,

[7.—#%4 INN or Generic Name] 21, BRI O—ix4 Z5L#d D
&, BEOBRRRGEERT A% EE, FIETHI L,

[19.i@ & Information on distribution including exports| Mz, i 55D
E4ZRLATDH L,

485 Product:]. [6.lK5844 Brand/Trade Name]. [10.72 »» k&5 Batch/Lot
Number], 11.H5%#R Expiry Date], 1354 H H Date Manufactured |
LEORETHEBEZ—EREL, JME L TORTZETHLELI LR,
ZOWHE . BIMKIZFH L72TE B OMIZIT Tsee the attached file) & Fi#id 5 =
L,

RAZRGEIL, INA) LRI D2 &,
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(5% 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 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 errvor; please notify us by telephone immediately and return it to us at the above address by mail.  Thank you.

BXAEIGAER  Rapid Alert Notification of a Quality Defect/Recall

1.3k %55t To:
2.3k [E]I¥ 7 < A Product Recall Class |3.k{&41& A 57> Counterfeit /Fraud:
of Defect: [ Yes No ]
[ 1T - 1 ]
(%247 7 22O TP

4 85 Product:

5. 7K73% 5 Marketing Authorization
Number:

61584 Brand/Trade Name:

7.—f%4% INN or Generic Name:

8.7 Dosage Form:

9./7 & Strength:

10.2 » &&= Batch/Lot Number:

11. 6% R Expiry Date:

1283454 A X% Pack size and
Presentation:

13.55E4 H H Date Manufactured:

14 758 PR 78 Marketing Authorization

Holder:

15-1. HLEZEE Manufacturer:
HAESE Contact Person:

#Eah Telephone:

16. R SEfiZEE Recalling Firm (if
different)
(&S L R DA T 22 &)
HH&SE Contact Person:

#Eah Telephone:

15-2. HE&FT Manuafcturing site (if
different)

(BLEER L R DA HT 52 &
)

&S Contact Person:

&G Telephone:

17. % [F]I 75 Recall Number Assigned:
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18. 5 E K KaDEM[EUVEFREHE Details of Defects/Reason for Recall:

19.77 85 Information on distribution including exports (type of customer,
e.g. hospitals):

20. % LY JIZ K DH5[E Action taken by Issuing Authority:

21 R ER S L HHE Proposed Action:

22 BRIt YR From (Issuing Authority):  |23.3#5#&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.% F4, Signed: 25.%4-H H Date: 26.% IF Time:

(FE)
RO E X3, BARTEHK A4 LTHZ L,

[ | OB, ZEMic LT 2 &,

[4 #5 Product) HRIZIZ. MGE4 D O BAREH R LD EFEHTH & & b,
FR ORI 725 (51 : Twhite tablets (I EEA) 1) ZfHICFEHET 5 2 &,

[6.1x5644 Brand/Trade Name] HilZIE., B4 Z250dd 52 &, HAREITR]
DEFE4 THGE L CW A ENR S D 561E. [E4 & Yi%E Coles 2554
H L,

[7.—#%4 INN or Generic Name | #lZIX. BRI DO— x4 Zicd# 75 2 &,
OB a6 T D500, FIETHZ L,

[19.77EEF ¥R Information on distribution including exports (type of customer, e.g.
hospitals):] I, HHSCOEL ZFLATDH L,

[6.8x524 Brand/Trade Name|. [10.7 > F3& 5 Batch/Lot Number|., [11.5%)
W Expiry Date), [13.54&4FEH H Date Manufactured ] 25 DES# 3 5IHH %
—EREL, fKE L TORTZETHELIZ RV, 2085, BIRKICEEH
L7-E H OHIcIL Tsee the attached file] & F0dd 5 = &,

RAZRGEE, INA) Ct#d b2 L,
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(Al 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
1.5 %85 To:
2. % [EY%&+ Recall Number Assigned: 2a. % ENIZI1T 5 [EIILFE 5 National reference
number (When applicable)
4. 545 Product: 5. 7K58% 5 Marketing Authorization number:
6./)R5244 Brand/Trade name: 7.4 INN or Generic Name:
8. Al Dosage form: 9.57 & Strength:

10.22 v &5 Batch number (and bulk, if different)

14 7KF2PREFFE Marketing Authorization Holder:

15.5&E2E3# Manufacturer: 16.H4%5 % Contact Person:

17.55H0 Subject title:

22380t /A From (issuing Authority): 23.385#&%t 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.% &4, Signed: 25.%H H Date: 26. % [Kf Time
(ER)

R ORE 813, BARTESE A4 LT 52 L

k] Z oA, ZEMICL TR 2L,

[17. #£HH Subject title) M1, 7= L7z BIDCHEEEE (2> b,
HIEES) OFMERIET 2 2 &,
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