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MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

IMPORTANT - DELIVER IMMEDIATELY
This is infended 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 Agreement on Mutual Recognition Between the Eyropean Communily and Japai and other
applicable domestic lmes 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
comntmication is not authorized. If you have received this document in ervor, please notify us by telephore immediately and
return i fo us af the above address by mail,  Thank you. .

EX S AR Rapid Alert Notification of 2 Quality Defect/Recall

1. 385 To:
(LTt &)

2. A4 5 R Product Recall Class of Defect:
[ 1 « I ] GEH25ATOTHD

3. BESD Z ™ Counterfeit /Frand:

[ Yes No ] (&EHZ2OTHLD)

4. E18 Product:

5. AHEE Marketing Authorization Number

6. BR554 Brand/Trade Name:

7. —i&4 INN or Generic Name:

8. %™ Dosage Form:

9. #& Strength:

10. O F&EE Batch/Lot Number:

11. FZEIR Expiry Date:

12. ‘G13EH 4 ZZf Pack size and Presentation:

13, BE % B A Date Manufactured:

14. FE2 {78 Marketing Authorization Holder:

15. 8E3EE Manufacturer:
#8545 Contact Person:

f&55 Telephone:

16. EMREHEEEE Recalling Firm (if different)
(BLEEELRUDIBEEEHT L)
&4 Contact Person:

B 5 Telephone:

17. Recall Number Assigned:
(ERICLTEL{ZE)

18. GhE X Mao M.~ EINERER Details of Defects/Reason for Recall:

19. FE1E3R Information on distribution including exports (type of customer, e.g. hospitals):

20. BIRTH BRI & HHBIE Action taken by Issuing Authority:

(BRILTHELZ L)

21, RE Eh SHEE Proposed Action:
(EFICLTECIE)

22. SE#TT 2B From (Issuing Authority):
Office of Compliance

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

23, Eig &L Contact Person:
GMP Section
FAX: +81-3-3501-0034

24. F4 Sighed:
(ZEi—LTH L)

25. % A B Date:
(EE-LTR{CZE)

26. ¥ Time: *
(@i L Th<od)
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K2
(Form No.11-2)
MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN _
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916-
Certificate No: /! /

As requested by on _ [/ (date), the Ministry of Health, Labour
and Welfare, as the Competent Authority of JAPAN, confirms the following:

The company , whose legally registered address is:

(Address of the headguarters)

has been authorized, in accordance to: Article 12, Paragraph 1 or Article 18, Paragraph 1; and Article 80,
Paragraph 1 of the Pharmaceutical Affairs Law, under the license number:

>

covering the following site (s) of manufacture:

to carry out the following operations:
+ total manufacture of medicinal products for human use ( #Yy
+ partial manufacture of medicinal products for human use (¥)

of the following medircina] product or grcilp of products for human use:

in the following dosage forms:

+ Liquid dosage forms (*)
+ Semi-solid dosage forms (*)

+ Solid dosage forms —unit dose form
(Tablets/capsules/suppositories) (*)

+ Solid dosage forms (tablets} -- multi dose_form
(Powders/granules)(*)

From the knowledge gained during inspection of this manufacturers, the latest of which was conducted on
/ / (date) , it is considered that the company complies with the Good Manufacturing Practice
requirements referred to in the Agreement of Mutual Recognition between Japan and the European
Community.

This certificate remains valid for three years from the date of last inspection.
TOKYO, / / (date)

Director, Compliance and Narcotics Division,
Pharmaceutical and Food Safety Bureau

as the authorized person

of the Competent Authority of JAPAN
FAX:+81-3-3501-0034
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