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(B#E 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 privflc’,‘?ed confidential and protected from disclosure under the Mutual Recognition
Agreement and PIC/S and other applicable domestic laws and rc{af,rulations. 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. {f 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. ‘

o BRoEILEE Rapid Alert Notification of a Quality Defect/Recall
1.k 535c To: : : .

2.%[BIY 27 5 A Product Recall Class of D |3.* f&5&dh 2% 4> Counterfeit /Fraud:

efect: [ Yes + No.l

[ 1 - 0 ]GEN252%0THD |
4845 Product: 5.7K5 %5 Marketing Authorization Number:,
6.Jk5t4 Brand/Trade Name: 7.—%4% INN or Generic Name:
8.%I% Dosage Form: | 9.578 Strength:

10.2 v &5 Batch/Lot Number: 11.7203fR Expiry Date:

T2/A%EYV 1 X% Pack size and Presentation: |13.B5&%4H B Date Manufactured:

14. &R RRFE Marketing -Authorization Holder:

15. BLEZEE Manufacturer: 16. [EINEMZEE Recalling Firm  (if different)
(BIEEE LB IBAFEHTHIZ L)
H#&4E Contact Person: EHEHE Contact Person: :

TB55 Telephone: Bt Telephone:
17.% EI{{EE Recall Number Assigned:

IS.ﬁ’Eﬁtﬁfﬁ@'ﬁf—}%ﬂl/ BN Details of Defects/Reason for Recall:

19.7i 8@ E# Information on distribution including exports (type of customer, e.g. hospitals

)
20k W¥RITH/BIZ L DIEE Action taken by Issuing Authority:

21. % BEB SN BFEE Proposed Action:




22 8L/ 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 o '
of Japan

24, xE% Signed: '."-”%*ﬁﬁﬁDM'm"%ﬁﬁqhm

(EE
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ﬁﬁ@k%ém EKI%ﬁ%A4b¢5 & ,
e Bl I B I 2 *--L'Ci‘o< Lo .
T48% Product] MICIX. BRFEL DD %{ﬁﬁﬁ{]fi%ﬂ)%“ﬂijﬁ‘é k & Hiz, §< 2D
N REE (B ['white tablets (BWER) | ) ZHEICERTIZ L,
[6.fR5E4 Brand/Trade Name| #iZiX, BRFe4 2R ToZ &, Eﬂic‘:ﬁﬁ'}@ﬂﬁﬂﬁﬁ

HTHRELTWSERHI2HEIL, B4 & UBETORTEA ZINFETH I L,

[7.—f%4 INN of Generic Name] MIZtX,. Ao O—RAB|EZHEHTIZ L, B

 OEMERS B EET BB, FIBETEI L,

[19. 3% @B % Information on distribution including exports| #iZ, EHEOES %

ATBHZ L,

[4.8L& Product:]. [6.ARFEZ Brand/Trade Name] . [10.2 & ;&5 Batch/Lot Number] .
M 1.75 ZhEARR Expiry Date] , [13.8&% 8 B Date Manufactured] S DB E 3 5TEH
P-BEREL, L LTTRTILTHLELI AR, 2054, BKICRRLAEE
B OMIZIL Tsee the attached file) &iC#ET2Z &.
FHABEAIX. NA) LEHTHE
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IVIINISTRY OF HEALTH, LABOUR AND WELFARE
- GOVERNMENT OF JAPAN .

22, KASUMIGASEKI 1 CI-IOI\/IE CHIYODA—KU TOKYO 100- 8916

: FOLLOW—UP AND NON—URGENT INFORMATION

FOR QUALITY DEFECTS
1% 38%% To: | o o
7. % B35 & Recall Number Assigned: 2a. % ENIZBIT 5 [EQR%% Natioﬁal .
reference number (When applicable)
4B Product A 5. &EF Marketing Authorization number:
6.fk74 Brand/Trade name: . | 7.—793&%. INN or Generic Name:
8.FIH# Dosage for_rh: . 9.578 Strength:

10.7 » h 35 Batch number (and bulk, if different)

14. 73847 FF#E Marketing Authorization folder:

1'5.%%5‘*&_%%‘ Manufacturer: 16.3E#%4C Contact Person:

17.5£%8 Subject title:,

22 38R T 2 ® From (issuing Authority): 23 3E4&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, % B4 Signed: 25.%4EH H Date: ‘ 26. % EF Time:
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(BI#E 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 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 ad. r_essee,dyou are hereby nojgﬁed
- 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 fo us at the above address by mail.  Thank you.

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

2. % [EIXZ Z & Product Recall Class of |3.%{&&EMMED Counterfeit /Fraud:
Defect: [ Yes -+ No ]

[ I - I 1GES7 7 R2A%0QTHLI)
4 85 Product: o

57558 5 Marketing Authorization Number:

6.fk584 Brand/Trade Name: = 7.— %4 INN or Generic Name:
8. Dosage Form: 9.57& Strength:
10.2 & &5 Batch/Lot Number: 11. 752 #[R Expiry Date:

12. 8339 1 X% Pack size and Presentation: |13.B5%4 H H Date Manufactured:

14. &SRR 7% Marketing Authorization Holder:

15. &% Manufacturer: 16. PUNEHEE¥EE Recalling Firm (if different)
(EEELARIBRTBTH L)
EHESFE Contact Person: BHEIE Contact Person: ‘.

#EEE Telephone: &5 Telephone:

17.% E[X %2 Recall Number Assigned:

18. B KRB OEH,/HIULEEH Details of Defects/Reason for Recall:

19.38 5% Information on distribution including exports (type of customer, e.g. hospitals

)
20. % BERICE HIZ X H3FE Action taken by Issuing Authority:

21. % RE SN DFEE Proposed Action:

22 8BMILY A From (Issuing Authority): [23.8#& %% Contact Person:
Compliance and Narcotics Division GMP Section
Pharmaceutical and Food Safety Bureau |[FAX: +81-3-3501-0034
Ministry of Health, Labour and Weifare
of Japan




24.%E#4 Signed: 25.%% H B Date: . 26.% B Time: -

(ER

)

FAoXKE S, EﬁI%ﬁ%A4&?é &
l*] 22 7HEBIX, ZHicLTHBLZ L, o
T4.85 Product] AMITIE. Eﬁw@@o%ﬁ:ﬁéﬁﬁ%@&ﬂ%ﬁéaa% ;,ﬁ.lé i

: :---C’J%FE‘J?’H%@ (481 . Twhite tablets _(EVEERI) ). ) FEICE#HTAZ L.

16524 Brand/Trade Name |-z 13 -R5e4 2 s+ &, BRL F;‘LBUCDEﬁﬁ :
ZTHEFLTWAERDIEAR, B4 & URETORE ’E%ﬁﬂﬁ@'é &,
[7.—#%4% TNN or Generic Name] ITiL, 7&1"'7]5}2 GD—‘EQ% %‘Eﬁ'ﬁ‘é P ?Eﬁ

DRV DEERTORERCINETLT L,

F19.5m8 f‘*#ﬂ Inforrnatlon on dlstnbutlon 1ncludmg exportsj ﬁ i N $‘g°-];‘:|:.‘ 5’50) -ﬁ. E‘“E

ATBHIE,

4.5 %% ProductJ r6. Eﬁ;u% Brand/Trade Name_l rlO.D o }‘%‘5 Batch/Lot
Number] . [11 ﬁ%@ﬁﬂ Expiry Date] . [13. E«.—fﬁﬂiﬂ A Date Manufactured] £ D
E@E?‘%EE P-EEE L, BKE L,"CZI"?‘; LTCHEELZ 2RV, FOEE. B
IosRd L7TE B OMICIE Tsee the attached file] & EE#T D Z k

THREER. VAl LREBTHIL,

_.14._




(B4 )

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.% %85C To:

2% BN 5 Recall Number Assigned:

| 2a. * EPIZ B 1T 5 BN E B National

reference number (When applicable)

4. 515, Product:

5.7 EE Marketing Authorization number:

6.1 k554 Brand/Trade name:

7.~#%4 INN or Generic Name:

8.7 Dosage form:

9.4 & Strength:

10.22 » hZFH5 Batch number (and bulk, if different)

14. iﬂwu{%ﬁ% Marketing Authorization folder:

15.525%%% Manufacturer:

16.E#& 4 Contact Person:

17.5670 Subject title:

22 BRI E D From (issuing Authority):
Compliance and Narcotics Division
Pharmaceutical and Food Safety Bureau
Ministry of Health, Labour and Welfare of

| Japan

23 8% 5 Contact Person:
GMP Section
FAX: +81-3-3501-0034

24.% E4 Signed: 25.% H B Date: -126.% B¢ Time:
(/_fsi‘)
- RO RE X, BZEI%E%M LT3z
. M| 2O 7EHBIX, ZMicLTBLZE,
- [17. 340 Subjecttitle] WITIX, Hri-IZHBA w_@mz;@g@ﬁ (D’ v b, BIHEE

Z) oFREDEITIZ L,
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