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(B#E3)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN

2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 160-8916

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

lutual Recognition” Agreement and PIC/S and other applicable domestic laws and
regulations. "I you are not the addressee, or a person authovized to deliver the
document to the addressee, you are hereb not;’ﬁed that any review, disclosure,
dissemination, copjyfng, 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.

BAEIPLEH  Rapid Alert Notification of a Quality Defect/Recall
1.k3%685% To

2. %8Il 7 X Product Recall Class |3.% 5185 7% D> Counterfeit /Fraud:

of Defect: [ Yes - No ]

S T | B

CEVIEX AN 1))

4 8E Product: 5758 & 5 Marketing Authorization
Number:

6. RFE 4 Brand/Trade Name: 7.4 INN or Generic Name:

8. A1 Dosage Form: 9738 Strength:

10,1 b &S Batch/Lot Number: 11 HZhHAE Expiry Date:

12835V A 2% Pack size and Present |13. B H B Date Manufactured:
ation:

14 K GR{%EFE Marketing Authorization Holder:

15, 8EEE Manufacturer: [16. B EREE Recalling Firm (if different)
(BhEE LB BeR#ETo 1)

HFE S Contact Person: WS4 Contact Person:
BEE Telephone: EEE Telephone:

17.5% [BH{#& % Recall Number Assigned:

8. 5nE KM DFEH, B Details of Defects/Reason for Recall:

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




20.

*ERoTE T L A Action taken by Issuing Authority:

21k EE SN HFE Proposed Action:

22 EF BB From (Issuing Authority): [23.E#&5% Contact Person:
Compliance and Narcotics Division GMP Section
Pharmaceutical and Food Safety Bureau [FAX: +81-3-3501-0034
Ministry of Heaith, Labour and Welfare

of Japan

24. % E4 Signed: 25 % F H H Date: 26. % BF Time:

(FF:

B)
oKX X1i, BARTIEEE A4 LTI L
F*J%oftﬁaj 7Eilc LT Tk,

"4 B Product] MITIL, JRTEHR D D HREMLLOEFERT S L LD
V2L RO R R (B9 0 Twhite tablets (BWVBEAL) J) A fELICEHE

THI L,

[6. 8554 Brand/Trade Name) flZi3. R4 %Eﬁﬁtﬁ"é &, BARE
ﬁﬁ@ﬁm%?ﬁ%bTM6@ﬁ%6%Al & & HEETORFEL Y
f’] —ﬁ’”% INN or Generic Name| Hi2id, BRSO —FL s+ 5

i, BEOEDRSEEETOHEE, FIFETLIL

F19.70M1E# Information on distribution including exportsj Wio, Ak

m.%‘%na/—x\?'f ':: .c

(4 850 Product:]. 6. 8554 Brand/Trade Name). ! 10.2 v &% Batch/Lot
Number]. [11.HZHAR Expiry Date;, T13. 8589 H B Date Manufactured)
EOET 4 5:55 gLl L, B LRI ZETHLELEZ RV,
%@iﬁ%/\ BRI CEOE L /- B OMIZ T [see the attached file) & o35

Zk,
$%ﬁ%@ﬁ\NMJ&%ﬁTé;



(Bilk 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.k 584 To:

2% B EFH Recall Number Assigned:

2a. % EWNIZ 317 D B # 5 National
reference number (When applicable)

4855 Product:

5.7K38# 5 Marketing Authorization number:

6.8R%84 Brand/Trade name:

7.—R%E INN or Generic Name:

8 EF Dosage form:

9.7 & Strength:

10.17 v 35 Batch number (and bulk, if different)

14 A GERFFE Marketing Authorization Holder:

1580 ER Manufacturer:

16,859 Contact Person:

175540 Subject title:

Compliance and Narcotics Division
Pharmaceutical and Food Safety Bureau
Ministry of Health, Labour and Welfare of Japan

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

24.% B4 Signed:

25. % F A H Date:

26. % 8% Time:

(EE)

il

B@oREX, BARTERB A L TH- L

Pk | woorbmEB L, 2

CLTRECIE,

17, F6#B Subject title] MIZIL. EH7- 8B L7 G 2660 (2 v b,

b

RS OFRLEE TS DL,




