e
MINISTRY OF HEALTH, LABOUR AND WELFARE

GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

[t is hereby certified that the following in vitro diagnostic marketed by Fujirebio Inc., 2-1-1 Nishi-
Shinjuku, Shinjuku-ku, Tokyo 163-0410 JAPAN is manufactured under our supervision as stipulated
in the Pharmaceuticals, Medical devices and Other Therapeutic Products Act of Japan and is allowed

to be sold in Japan.

Product: ESPLINE SARS-CoV-2
Product code: 231906

Date of Marking Approval:  2020/5/13
Marketing Approval Number: 30200EZX00026000

Name of Manufacturing Site: Fujirebio Inc. Ube Facility
Address: 203-152, Aza-Ushiake, Oaza-Yoshiwa, Ube-shi, Yamaguchi 759-0134 JAPAN
Registration Number: 35EZ280004

No. 30/2
TOKYO, date (T, -5 2020

AR S

KONO Noriatsu

Director, Medical Device Evaluation Division

Pharmaceutical Safety and Environmental Health Bureau

Ministry of Health, Labour and Welfare

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

is genuine. = o
Tokyo, 001 19 0 Aohdfr loslice-
Official ; )
Ministry of Foreign Affairs
(Consular Service Division)
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DAT S QUAN NUG'C CHXHCH VIET HAM TAI NHAT BAN
EMBASSY OF THE S.R. OF VIET NAM I JAPAN
CHUNG NHANJHQP PHAP HOA LANH SV

CONSULAR AUTHENTICATION

Quéc gla: VIET NAM

Country. Viet Nam
Giy t, t3i Béu ndy
This public document

Do dng (b3): TANAKA TOSHIE ky

Has been signed by i 5

Vi ¢hife danhy: CONG CHUC

Acting In the capacity of  OFFICIAL

V3 con ddu cla B NGOAT GIAO NHAT BAN

Bears the sealfstamp of:  MINISTRY OF FOREIGN AFFAIRS OF JAPAN

@dugc chiing nhdn/hgp phap hda Bnh sy
Cevtilixd

Toi: Tok5 6. Nody: A ‘3’/-( A / 2020
At: Tokyo Dale (dd/mayyyyy)
€0 quan ¢3p: DAT SU QUAN RUGC CHXHCH VIET NAM TAT HiHAT BAN
By EMBASSY OF THE S.R. OF VIET NAM IN JAPAN
58: 17-03T/HPHLS
"

TL. Dal st/For the Ambassador




FEDERAL AGENCY FOR MEDICINES AND HEALTH PRODUCTS (FAMHP)

FREE SALE CERTIFICATE
In-vitro Diagnostic Medical Devices (IVDs)

N® of Certificate: 000006 02-10-20

Exporting (certifying) country: Belgium

Importing (requesting) country:fwetnam

SECTION TO BE COMPLETED BY THE APPLICANT OF THE CERTIFICATE
1. Name and notification number of IVDs:

1) Lumipulse G SARS-CoV-2 Ag Immunoreaction Cartridges (Ref.260340) ~ Notification n®: BE-
CA01/1-90021-00016-1VD

2) Lumipulse G SARS-CoV-2 Ag Calibrators set (Ref.231869) - Notification n°: BE-CA01/1-90021-00017-IVD
3) Lumipulse SARS-CoV-2 Ag Sample Extraction Solution set for Nasopharynx swab (Ref.231883) - Notlfication
n°: BE-CA01/1-90021-00018-1VD

4) Lumipulse SARS-CoV-2 Ag Controls (Ref.231876) - Notification n®: BE-CA01/1-90021-00019-1VD

5) ESPLINE SARS-CoV-2 (Ref.231906) - Notification n°: BE-CA01/1-90021-00020-1VD

1.1. Groupinhg according to Directlve 98/79/EC: OIVD List A annex 11

(OIVD List B annex 11
(ODevice for self-testing not in annex 11

(s;Other
1.2. Does the product contain radioactive substances?
If yes, which radiolsotope and how much Becquerel?|NA |
1.3. Is this product authorized to be placed on the market for use In the exporting country? Yes
1.4. Is this product actually on the market In the expotting country? . Yes
1.5. Does the exported product carry the CE mark according to Directive 98/79/EC? Yes

2, Information regarding the manufacturer:
2.1, Manufacturer (according to the definition of Directive 98/79/EC): name and address:

Fujirebio Inc, 2-1-1 Nishishinjuku, Shinjuku-ku, Tokyo 163-0410 Japan
2.2. Applicant for certificate;

Fujirebio Europe N.V., Technologiepark 6, 9052 Gent, Belglum

2.3. Name and number of the Notified Body (if applicable):]@ j

2.4. Has the manufacturer been certifled to be In compliance with ISO 9000/ EN 13485 standards? |yes

If yes state the name of the organisation that dellvered the Certiﬂcate:|TUV SUD Product Service GmbH ]

If no, please explaln: |NA




RESERVED FOR THE ADMINISTRATION
The IVD as described above Is presumed to meet the applicable provisions of Directive 98/79/EC and

can be placed on the market in the exporting country.

Address of certlfying authority: [FEDERAL AGENCY FOR MEDICINES AND HEALTH PRODUCTS
EURQSTATION II, Victor Hortaplein 40 bus 40, 1060 BRUSSELS (BELGIUM)

Telephone n°; +32 2 528.40,00
Qatel 02/10/2020 Name of authorized person:

Xavier De Cuyper

Chief Executive Officer

P.O. Hugues MALONNE
Directeur général - DG-POST
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