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[AE 2]
(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 protécted 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,af/ou are hereby notified
that any review, disclosure, dissemination, copying, or other action based on the content of this
communication is not authovized. 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.

RZBIGES Rapid Alert Notification of a Quality Defect/Recall
1.% %% To: ’

2.% Al 7 5 A Product Recall Class of D {3.% f&& M2 & D> Counterfeit /Fraud:
efect: [ Yes + No.]
[ 1 - 11 ]1GEHE2Z72%20THD)
4 85, Product: 5.7KF&E 5 Marketing Authorization Number:
6.Jx5t 44 Brand/Trade Name: 7.—%% INN or Generic Name:
8.#IZ! Dosage Form: 9.57E Strength:
10.2 v F#ES Batch/Lot Number: 11.5%h#AFR Expiry Date:

12.8FE % 4 X% Pack size and Presentation: |13.813&E4 H H Date Manufactured:

14 &SRR FFE Marketing Authorization Holder:

15. BI¥E3#F Manufacturer: 16. BN ERZEZE Recalling Firm (if different)
(BlgExE LB ABATHTDI L)
EA&SE Contact Person: BA&ES Contact Person:

Bih Telephone: #Eih Telephone:
17. % EIN& 5 Recall Number Assigned:

18. S R DOEM,[EIUREEAR Details of Defects/Reason for Recall:

19. 5@ E#H Information on distribution including exports (type of customer, e.g. hospitals

):
20. % BHTY/IC L HFEE Action taken by Issuing Authority:

21. % EINDHFEE Proposed Action:




228 H)H From (Issuing Authority):
Compliance and Narcotics Division
Pharmaceutical and Food Safety Bureau
Ministry of Health, Labour and Welfare
" of Japan

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

24. % E4 Signed: 25.% 4 H B Date: 26.% ¥ Time:

(EE).

FEOKREZ X, BATEHRKR A4 L THZ L

(%) Z-2F72BHEBIX, ZEicL T Z L,

(4. 81% Product] #IZiZ. BlRFEL D O LREFRRLOEZEEH TS E L bz, MG

AR 7285 (B : Twhite tablets (BVEER]) | ) ZFEBICE&EH T L.

6.JR7E4 Brand/Trade Name] HHIZIX, fRFBAZREH T HZ &, BARLITRIOMRSE
LTHRFELTWAIERDHABAIL. HA L UYRETORBLEINFETLHIIE,
[7.—#%4 INN or Generic Name| HIZIX. AR OO—RELZEHTHZ &, HIK

DEDEZ =BT T HHEIE, FIETDH L,

119 58 1E# Information on distribution including exports] M2, #HEDOES % 5L

ATBHI L,

« 4.8 Product:). [6.0R5%4 Brand/Trade Name]. [10.2 »» FZFE- Batch/Lot Number] .
M1. 5% Expiry Date! . [13.83%4 A B Date Manufactured] % DRIES 5IEH
FEREL, KE L TRTZETHLELRI 22V, ZOHEA, BIKICRREE LR

B ORIz [see the attached file] EEEHET A &,
FTHAREEIZ. NA) ¢RTHZ L,
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[Bl#F4 ]

(A% 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 %85 To:

2 % EILE & Recall Number Assigned:

2a. % BARIZ BT 5 B ZE S National

reference number (When applicable)

4 815, Product:

5.7k %5 Marketing Authorization number:

6. k74 Brand/Trade name:

7.—f%4 INN or Generic Name:

8.%07% Dosage form:

9.4 & Strength:

10.2 »» F3&E Batch number (and bulk, if different)

14 7% 58{R%¥&3E Marketing Authorization folder:

15.8E ¥ Manufacturer:

16.8E#% 5 Contact Person:

17.3%#8 Subject title:

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

23 &S Contact Person:
GMP Section
FAX: +81-3-3501-0034

24.% E4 Signed:

25. %4 H B Date:

26.% ¥ Time:

(ER)

AROKRE SIX, AATERKAdLTHIL

Ik 2O EBRX, ZEMicL TR I L,

[17. £ Subject title] WNTIX, F/2 KA L7z R REER (2 v b, @tkE
%) oBFRETHTLH L,



