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[BIER 3]

HIEH

BRERT

(BIHE3)

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 fo deliver the
document lo 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.

(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 thal 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 notifyy us by telephone immediately and
return it to us at the above address by mail.  Thank you.

BAE LS Rapid Alert Notification of 2 Quality Defect/Recall

BARNESH Rapid Alert Notification of a Quality Defect/Recall

L% %5k To:

1.k %55 To:

2.% N & 5 A Product Recall Class |3.% &M% D Counterfeit /Frand:

of Defect: [ Yes No | of Defect: [ Yes No |
[ I o] [ I I}
(Y 7 22O THI) (Y2 7 AEFQTHTI)

2. % @R Z A Product Recall Class |3.% {38442 Counterfeit /Fraud:

4.3 & Product: 5. 7KFBE 5 Marketing Authorization

Number:

48 5%: Product: 57K#EE Marketing Authorization

Number:

6.JFE7E4 Brand/Trade Name: 7.—#%4% INN or Generic Name:

6.f75t4 Brand/Trade Name: 7.—#%% INN or Generic Name:

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

8.%1% Dosage Form: 9438 Strength:

10.7 » +#&3 Batch/Lot Number: {115 %Z#IR Expiry Date:

10.7 » +#%&5 Batch/Lot Number: 114 5h#BR Expiry Date:

17




1288 4 X% Pack size and

Presentation:

130054 A B Date Manufactured:

128844 X% Pack size and Presenta
tion:

138484 A B Date Manufactured:

14K BRRFE Marketing Authorization Holder:

147K B{R#F#H Marketing Authorization Holder:

15-1. BiE3EE Manufacturer:
JE#%SE Contact Person:

HEE Telephone:

15-2. BIEFF Manuafeturing_site (if
different)

(ME¥EE LA BEEWT ST
L)

E# 4 Contact Person:

#EEE Telephone

|16. [EIREHE#E Recalling Firm (if

different)
(fEseE > RAEDESERTDI L)
H#45E Contact Person:

E3%E Telephone:

17. % [EURFE Recall Number Assigned:

18. R R R MO, /B ERE Details of Defects/Reason for Recall:

1 19.7%:@1%4% Information on distribution including exports (type of customer,

e.g. hospitals):

20. % BPTUBDIC L BEEE Action taken by Issuing Authority:

2Lk RREN DM Proposed Action:

22 FMIT LA From (Issning Authority):
Compliance and Narcotics Division

23.8# 4 Contact Person:
International Coordination Unit

15. B %% Manufacturer: |16, BN FHi#E#E Recalling Firm (if different)
(s L RAZEEREMETI L)

HE#4E Contact Person: i 5E Contact Person:

2% Telephone: 3% Telephone:

17.% BN FE S Recall Number Assigned:

18. R KB sE4R,/ Ei Ee Details of Defects/Reason for Recall:

1955 EfH 2 Information on distribution including exports (type of customer,
¢.2. hospitalg):

20 % R|ITYU /I L ZHE Action taken by Issuing Authority:

2LAMBINDHE Proposed Action:

2338485 Contact Person:
GMP Section
FAX: +81-3-3501-0034

223B$T 55 From (Issuing Authority):
Compliance and Narcotics Division

Pharmaceutical and Food Safety Bursan
Ministry of Heaith, Labour and Welfar

¢ of Japan

24. % B4 Signed: 25 %4 H @ Date: 26.% 0% Time:
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Pharmaceutical Safety and FAX: +81-3-3501-0034
Environmental Health Bureau

Ministry of Health, Labour and Welfar
¢ of Japan

24.% B4 Signed: 25 % F A H Date: 26. % B Time:

(R

RioR&&iE, BFRLEFHE A4 L7228,

(k)] Z-oHBR, EMicLTi{IE,

4845 Product] MNICIX, IRFEA DS LREALLOEREHTEHLEDL
12, ME 0T (1« Twhite tablets (BWEAD 1) MBI
FTazk,

(6.JE7E4: Brand/Trade Name) #ICiX, REAEREMTIE, AFL
IEBIRRFEA CHEL T 3E A HIEEE, B & YRETCORES
BHETBIL,

[7.—fi%4 INN or Generic Name] #MiTit, FOBAa0—RE 2 R#HT S
i, BEOTHRSESHETOHER., FETHI L,

19,5 #1548 Information on distribution including exports (type of
customer, e.g. hospitalsy:| iz, SHEOERERBATI L.

r6.JR5E4 Brand/Trade Name], [10.22 » hZ-5 Batch/Lot Number], 11,
HEHIR Expiry Datel, M13.B5%4 A H Date Manufactured] 25 DBEE
HZHEAEZ—RBLL, L LTRTIETHLELIAR N, TOHEE.
Rz 20w Lo I8 B Ofic X [see the attached file] & iR#T 2 Z &,
RHAEEIE. TNAD EEERTAZ &,

(EEE)
A#oOKRE S, BERIEERAIETHE
M) FoibEAR, ZEMicLTEBLZE,
f4f5 Product] WiziL, 4D S LARNALORRE#ETZELD
i, B OATA K (5] Twhite tablets (B EAD 1) 2 MEUC R
ATk,

l6.li754 Brand/Trade Name) #izik, SREAEEMTHI L, AELid |7

MORFL CHRELTWAERHIBER., B4 LESRECORESEF
#ByHIe,

«  [7.—fk4 INN or Generic Name] #Mizit. s o—ikf & iRET 5
i, BEORPRSEEETIHER. FIETI L,

- T10.¥®{E4 Information on distribution including exports] iz, EtHseo
EfE#TATHI L,

r4.442 Product:), [6.fi554 Brand/Trade Name], [10.2 » b5 Batch/Lot |- -

Number]. TN1.75ZH#IMR Expiry Date], 13.18i&4 5 A Date Manufactured)
ZOMETIHEEZ—RREL, BIRE L TRTZETHELI AN,
FIRE. PIHRITEEH L7 1H B OMIZ X Tsee the attached file) &M+ 52
L.

TEHA2EEE. (NA) LEBTDHZE,
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