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[BiFE 2]
(BIHE 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 privz‘lefed confidential and Zprotected 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, ]ou 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 0 us at the above address by mail.  Thank you.

BRAREIGES  Rapid Alert Notification of a Quality Defect/Recall
1. %585 To:

2.% [\Y Z Z X Product Recall Class of D [3.k{&&mAE D> Counterfeit /Fraud:
efect: [ Yes + WNo.]

[ I - I )ExY2Z5A0OTHLI
4845, Product: ' 57K & E Marketing Authorization Number:
6.1R554 Brand/Trade Name: 7.—fi%4 INN or Generic Name: .
8.F12! Dosage Form: 9.5 & Strength:

10.2 > h&FEE Batch/Lot Number: 11.8%#fB Expiry Date:

12 8% H X5 Pack size and Presentation: [13.30354FEH H Date Manufactured:

14. 5GERFFE Marketing Authorization Holder:

15. BLEZEE Manufacturer: 16. BEIXZEHESEH Recalling Firm (if different)
(BLEEE L ARG ERETH L)
WAESE Contact Person: WH S Contact Person:
Eat Telephone: .55 Telephone:

17. % EIX &5 Recall Number Assigned:

18. B KKaDFEM,/BINIEH Details of Defects/Reason for Recall:

19.508 158 Information on distribution including exports (type of customer, e.g. hospitals

)
20.% AIMTHFIZ L HHEE Action taken by Issuing Authority:

21 xR INDSHEE Proposed Action:




22 BT ES From (Issuing Authority): [23.2E#&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.% 4 H B Date: 26.% B Time:

(ER). :
O RE SR, BATERR AL LTI L
[%] BZOFBEBR. ZEMicL TR L,
- T485 Product] #iZi%, BFE4AD I LARMRLOEEET L& L bic, HAED
NFEY 4B () ¢ Twhite tablets (HVWER]) ) ) 2EEICEEERT S Z &,
[6.JR5%4 Brand/Trade Name] #iZiX. IRFELZFTHT D2 &, BARLITHIOIRTE
LA THEFELTWEIERS A BRI, BL L UZRETORBREINETLI L,
« [7.—§2% INN or Generic Name] #izid. B Oo0O—R42iw& T2 L., B
DEDRSEZEF/THEEE, FIETDZ L,
. _;;19.%3@’%*& Information on distribution including exports| #IZ. B DE% Z L
ATBHZ &,
- T4.8458 Product:|. [6.8k5E4 Brand/Trade Name]. [10.12 »» 32 Batch/Lot Number] .
N1E%HAR Expiry Date] . (1384 A A Date Manufactured| F0EHEY 2IEE
P—ERLL, ML LTRTIETHLELIX AR, ZOHE, BIRKICESR LR
B OMIZ X [seethe attached file] *EEET AT &,
TEHAZRESIE. TNAl Li#idTsz e,
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[RiFR4]

(3K 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
[T %355 To: |
2 % [EZ& % Recall Number Assigned: 2a. * EWIZ R T % B 5 National
reference number (When applicable)
4305 Product: 5.7 &5 Marketing Authorization number:
6784 Brand/Trade name: 7.—f%% INN or Generic Name:
87 Dosage form: ' 9.7 & Strength:

10.71 »» 3% Batch number (and bulk, if different)

14 74 GR{RKEE Marketing Authorization folder:

15. 50 % 2% Manufacturer: - 16.E#&4% Contact Person:

17587 Subject title:

22 BT Y B From (issuing Authority): 23 8#%5E 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.% 4 A B Date: 26.% EF Time:
(FER)

Ok E X3, BATERK A4 2 THIL
o Tk) 2o RERR. EMicLTBLIE,
- T17. 5@ Subject title) WIZiZ, F/z WA LB R4H (2 v b, WHEE

%) OfFBERHT LI L,
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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 Iprotected 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 ad ressee,dvou 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 recetved this document in error, please notify us by
telephone immediately and return it 1o us at the above address by mail.  Thank you.

EXS.ElEE  Rapid Alert Notification of a Quality Defect/Recall
1.5k %85 To:

2.% B 7 5 & Product Recall Class of [3.%{&&MAHE D> Counterfeit /Fraud:
Defect: [ Yes -+ No ]

[ 1 - I ]@@EEN7 7250 THL .
4845 Product: 5.7 38 % B Marketing Authorization Number:
6.8f5¢4 Brand/Trade Name: 7.—#&% INN or Generic Name:
8. A% Dosage Form: 9.4y & Strength:

10.2 v F&F S Batch/Lot Number: 11.55%h#A88 Expiry Date:

1283 1 X% Pack size and Presentation: |13.5:&4 H H Date Manufactured:

14 A&GE45 3 Marketing Authorization Holder:

15. BLEEE Manufacturer: 16. [HINFEHEZE Recalling Firm (if different)
_ (BIEEELLERIBATEH#HTHZL)
AT Contact Person: &S Contact Person:

&% Telephone: B35 Telephone:

17.% [V &S Recall Number Assigned:

18. B KMeDEFH,/BINEEH Details of Defects/Reason for Recall:

19.%®15E} Information on distribution including exports (type of customer, e.g. hospitals
p

)
20. % BT Y AL L AHEE Action taken by Issuing Authority:

21 % RE SN SHE Proposed Action:

22 BHMIc8 )5 From (Issuing Authority): |23.E#&5E 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. % E4 Signed: 25.%4 H B Date: . 26.% B Time:

(ER)

FEORZ &3, BRATIERER AAETHIE
P} 22 IEBIX. ZEficLTELL L,
M4 845 Product] #iZIX, BRFERD 5 HRAKAIR D @%‘aﬁw'{o EEbiz,
ORI AEH (B © Twhite tablets (B EH]) | ) ZBEICESRKTLIZ L,
. [6.8k 74 Brand/Trade Name) #izi%, BRFELERERTHZ &, BARLIIBIORHGE
LTRIELTWVWAERHIBEIE, BRLUZETORTLZINETDH I &,
- I7.—#%4 INN or Generic Name] #ITIX, 75 DS D—RBETHEHTHZ &, B
DEPDRDZER/THHEE, FlFETH L,
. ;_19 ﬁl(‘;ﬁ’fiﬁﬁ Information on distribution 1ncludmg exports) HHiC, BHEDOEALAZR
AT 3 Z
. M4.845 Product:] . [6. K754 Brand/Trade Namel . [10.12 v F3&-5 Batch/Lot
Numberj . [11.5%HFR Expiry Date] . [13.883%% A B Date Manufactured} 0
BETIEEY—BkE L, KL L“CH‘?‘\_ LTCHELE IRV, TOBEE. K
WCEEEE L7278 B Ozt lsee the attached file] L FE#ET 52 &,
FEHREEIE., WA LE&HTZ L.
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(Bifk4)

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. % [BINE S Recall Number Assigned:

2a. % EPNZ BT 5 R ZE 5 National

reference number (When applicable)

4 515 Product:

5 &8 B Marketing Authorization number:

6.Bk5c4 Brand/Trade name:

7.—k%4 INN or Generic Name:

8.5 Dosage form:

9.5 & Strength:

10.= v h#&2 Batch number (and bulk, if different)

14 7&SR%FFE Marketing Authorization folder:

15.:@5&%%‘ Manufacturer:

16.538E#%45E Contact Person:

17.5%# Subject title:

22845 From (issuing Authority):
Compliance and Narcotics Division
Pharmaceutical and Food Safety Bureau
Ministry of Health, Labour and Welfare of
Japan

23 E#E 4 Contact Person:
GMP Section
FAX: +81-3-3501-0034

24, % E4 Signed:

25. % H B Date:

26.% B Time:

(ER)

BiEOKRE 4, EKI%ﬁ%A4&T5 &

%] 220 HEBI, ERICL TR IE,

- [17. 340 Subject title] MITIL, %?Tg_ VZHIBA L7 Bl RS 45

%) offgeiKETaz L,

(E' v b, BHEE
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