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20 "L MENISERY OF HEALTH, EABOUR AND WELFARE

GOVERNMENT OF JAPAN

2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following in vitro diagnostics marketed by Fujirebio Inc., 1-8-1

Akasaka, Minato-ku, Tokyo 107-0052, Japan are manufactured under our supervision as stipulated

in the Pharmaceuticals, Medical devices and Other Therapeutic Products Act of Japan, and are

certified by Certification Body to be marketed in Japan.

Product:
Name of Registered

Certification Body:

Certification Number:

Date of Issue:

Component Reagents:

Product:
Name of Registered

Certification Body:

Certification Number:

Date of Issue:

Component Reagent:

Product:
Name of Registered

Certification Body:

Certification Number:

Date of Issue:

Component Reagents:

\Vui long xem danh muc san pham tai trang 2

Lumipulse G KL-6

TOUV SUD Japan Ltd.

219AAAMX00289000

2007/12/7

Lumipulse G KL-6 Immunoreaction Cartridges
Lumipulse G KL-6 Calibrators

Lumipulse G BNP

TUV SUD Japan Ltd.
222AAAMX00195000
2010/11/22

Lumipulse G BNP Immunoreaction Cartridges

Lumipulse G whole PTH

TUV SUD Japan Ltd.
226AAAMX00111000
2014/7/31

Lumipulse G whole PTH Immunoreaction Cartridges
Lumipulse G whole PTH Calibrators
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Prodict:
Name of Registered

Certification Body:

Certification Number:

Date of Issue:

Component Reagents:

Product:
Name of Registered

Certification Body:

Certification Number:

Date of Issue:

Component Reagents:

Product:
Name of Registered

Certification Body:

Certification Number:

Date of Issue:

Component Reagents:

Product:
Name of Registered

Certification Body:

Certification Number:

Date of Issue:

Component Reagents:

Lumipulse G Myoglobin

TOUV SUD Japan Ltd.
228 AAEZX00120000
2016/11/28

Lumipulse G Myoglobin Immunoreaction Cartridges

Lumipulse G Myoglobin Calibrators

Lumipulse G hs Troponin I

TOUV SUD Japan Ltd.
229AAEZX00017000
2017/2/1

Lumipulse G hs Troponin I Immunoreaction Cartridges

Lumipulse G hs Troponin I Calibrators

Lumipulse G CK-MB

TUV SUD Japan Ltd.

229AAEZX00079000

2017/9/5

Lumipulse G CK-MB Immunoreaction Cartridges
Lumipulse G CK-MB Calibrators set

Lumipulse G 25-OH Vitamin D

TUV SUD Japan Ltd.

231AAEZX00009000

2019/3/5

Lumipulse G 25-OH Vitamin D Immunoreaction Cartridges
Lumipulse G 25-OH Vitamin D Calibrators
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-, I Lumipulse G AMH
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Name of Registered- |

Certification Body: TUV SUD Japan Ltd.

Certification Number: 30IAAEZX00012000

Date of Issue: 2019/7/29

Component Reagents: Lumipulse G AMH Immunoreaction Cartridges

Lumipulse G AMH Calibrators

Name of Manufacturing Site: Fujirebio Inc. Sagamihara Facility
Address: 1-3-14, Tanashioda, Chuo-ku, Sagamihara-shi, Kanagawa, 252-0245 JAPAN
Registration number: 14EZ200001

For legahization by the foreign consul in Japan,
this is to certify that the Seal affixed to this document

1s genuine, -
Tokyo, FEB, 8 2004 .

- 44 3 9 MOff'iciaI

inistry of Foreign Affairs
TOKYO, date  JAN. 2 6., 2024

(Consular Service Division)

P o K 3z

NAKAYAMA Tomonori
Director, Medical Device Evaluation Division
Pharmaceutical Safety Bureau

Ministry of Health, Labour and Welfare
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DAL SU'QUAN NUO'C CHXHCN VIET NAM TAT NHAT BAN
EMBASSY OF THE S.R. OF VIET NAM IN JAPAN
CHUNG NHAN/HOP PHAP HOA LANH sy

CONSULAR AUTHENTICATION

Quéc gia: VIET NAM
Country: Viet Nam
Gidly td, tai liéu nay
This public document
Da éng (ba): MAEJIMA TADASHI ky
Has been signed by . ’
Vdi chic danh: CONG CHUC
Acting in the capacity of OFFICIAL
Va con déu cia B8O NGOAT GIAQ NHAT BAN
Bears the sealfstamp of:  MINISTRY OF FOREIGN AFFAIRS OF JAPAN

dugc chiing nhén/hap phap hda 1anh s

Certified
Tai: Té-ki-6 6. Ngay: m] 6 -{!2- zuz‘
At: Tokyo The (dd/mmyyyyy)
Cd quan cép: DAL S’ QUAN NUG'C CHXHCN VIET NAM TAT NHAT BAN
By EMBASSY OF THE S.R. OF VIET NAM IN JAPAN
S8: D02-01L/HPHLS
Aﬂ

TL. Dai si/For the Ambassador
Bi thu thir nhat/First Secretary
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