FUJIREBIO INC.

Akasaka Intercity AIR, 1-8-1 Akasaka, Minato-ku
FUJIRERIO Tokyo 107-8053, Japar

https://www.fujirebio.com/en/

Ngay 23 thang 10 nam 2023 \Vui Iong xem danh muc san pham tai trang 6
23 Oct 2023

GIAY UY QUYEN
LETTER OF AUTHORIZATION

Kinh gui/To:

- BO Y té/ Ministry of Health

- Céc co quan hitu quan / Whom it may concern

Chung t6i. Fujirebio Inc., 1-8-1 Akasaka, Minato-ku, Tokyo 107-0052, Japan, vOi tu céach la
chu s& hitu trang thiét b y t bing vin ban nay Gy quyén cho Cong ty TNHH ARQon Viét
Nam, dia chi tai S6 23, t6 10, duong Linh Nam, Phuong Linh Nam, Quan Hoang Mai,
Ha Noi, Viét Nam duoc luu hanh tai thi truomg Viét Nam céc trang thiét bi y té sau: xin
xem phu luc dugce dinh kém.

We, Fujirebio Inc. saving address at 1-8-1 Akasaka, Minato-ku, Tokyo 107-0052, Japan, as the
owner of the medical devices listed hereunder, hereby authorize ARQon Vietnam Co., Ltd, located at

No. 23, group 10, Linh Nam Street, Linh Nam Ward, Hoang Mai District, Hanoi, Vietnam to

register/place the following medical devices to the market of Vietnam. please see attached appendix.

Chung t6i cam két cung cdp, hd tro cac yéu ciu lién quan dén thong tin, chat luong va
bao dam céc didu kién vé bao hanh, bao tri, bao dudng va cung cép vat tu, phu kién thay
thé trang thiét bi y té néu trén.

We hereby commit to provide and support any inquiry related to the information and quality of the
medical devices, guarantee all warranty, maintenance and service conditions and supply replacement

materials and accessories for the medical devices.
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Thu dy quyén nay hiéu luc dén thoi diém: 31/12/2027

This Letter of Authorization shall be valid until 31 December 2027.

Ngwoi dai dién hop phap ctia Chi sé hiru

Legal representative of the Product Owner

s pomto JA

Name: Hitomi Ishii

Designation: Senior Manager,

Regulatory Affairs 1st Section, Fujirebio Inc.
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Phu luc /Appendix:

Danh muc trang thiét biy té /List of medical devices

S/N. Product name (simplified) Product Official Name
1 LUMIPULSE G1200 LUMIPULSE G1200
2 LUMIPULSE G600I1 LUMIPULSE G60011
Lumipulse G HBsAb-N Immunoreaction Cartridges
3 Lumipulse G HBsAb-N
Lumipulse G HBsAb-N Calibrators
Lumipulse G HBcAb-N Immunoreaction Cartridges
4 Lumipulse G HBcAb-N
Lumipulse G HBcAb-N Calibrators
5 Lumipulse G HBcrAg Lumipulse G HBerAg Immunoreaction Cartridges set
Lumipulse G HAVAb Immunoreaction Cartridges
6 Lumipulse G HAVAb
Lumipulse G HAVAb Calibrators
7 Lumipulse G HAVIgM Lumipulse G HAVIgM Immunoreaction Cartridges set
8 Lumipulse G HCVADb Lumipulse G HCV Ab Immunoreaction Cartridges set
9 Lumipulse G HIVAg/Ab Lumipulse G HIV Ag/Ab Immunoreaction Cartridges set
10 | Lumipulse G HBclgM Lumipulse G HBclgM Immunoreaction Cartridges set
11 Lumipulse G HBeAg Lumipulse G HBeAg Immunoreaction Cartridges set
Lumipulse G HBsAg-Quant Immunoreaction Cartridges
12 | Lumipulse G HBsAg-Quant Lumipulse G HBsAg-Quant Calibrators
Lumipulse G HBsAg-Quant Confirmation
Lumipulse G HBsAg Immunoreaction Cartridges °
13 | Lumipulse G HBsAg
Lumipulse G HBsAg Calibrators
14 | Lumipulse G HTLV-I/II Lumipulse G HTLV-I/II Immunoreaction Cartridges set
Lumipulse G Free PSA Immunoreaction Cartridges
15 | Lumipulse G Free PSA
Lumipulse G Free PSA Calibrators
Lumipulse G PSA-N Immunoreaction Cartridges
16 | Lumipulse G PSA-N
Lumipulse G PSA-N Calibrators
17 | Lumipulse G TP-N Lumipulse G TP-N Immunoreaction Cartridges set
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18 | Lumipulse G TPOADb Lumipulse G TPOAb Immunoreaction Cartridges set

Lumipulse G CEA-N Immunoreaction Cartridges

19 | Lumipulse G CEA-N
Lumipulse G CEA-N Calibrators

Lumipulse G AFP-N Immunoreaction Cartridges

20 | Lumipulse G AFP-N
Lumipulse G AFP-N Calibrators

Lumipulse G Testosterone Immunoreaction Cartridges

21 Lumipulse G Testosterone Lumipulse G Testosterone Calibrators

Lumipulse G Specimen Diluent 3

Lumipulse G FT4-N Immunoreaction Cartridges

22 | Lumipulse G FT4-N
Lumipulse G FT4-N Calibrators

Lumipulse G T3 Immunoreaction Cartridges

23 | Lumipulse G T3 Lumipulse G T3 Calibrators

Lumipulse G Specimen Diluent 4

Lumipulse G CA19-9-N Immunoreaction Cartridges

24 | Lumipulse G CA19-9-N
Lumipulse G CA19-9-N Calibrators

Lumipulse G Prolactin Immunoreaction Cartridges

25 | Lumipulse G Prolactin
Lumipulse G Prolactin Calibrators

Lumipulse G KL-6 Immunoreaction Cartridges

26 | Lumipulse G KL-6
Lumipulse G KL-6 Calibrators

Lumipulse G FT3-1II Immunoreaction Cartridges

27 | Lumipulse G FT3-I1I
Lumipulse G FT3-III Calibrators

Lumipulse G C-Peptide Immunoreaction Cartridges
28 | Lumipulse G C-Peptide =
Lumipulse G C-Peptide Calibrators

29 | Lumipulse G TgAb Lumipulse G TgAb Immunoreaction Cartridges set

Lumipulse G T4 Immunoreaction Cartridges

30 | Lumipulse G T4 Lumipulse G T4 Calibrators

Lumipulse G Specimen Diluent 4

Lumipulse G PIVKAII-N Immunoreaction Cartridges

31 Lumipulse G PIVKA II-N
Lumipulse G PIVKAII-N Calibrators set
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Lumipulse G TSH-III Immunoreaction Cartridges

32 | Lumipulse G TSH-III

Lumipulse G TSH-III Calibrators

Lumipulse G Insulin-N Immunoreaction Cartridges
33 Lumipulse G Insulin-N

Lumipulse G Insulin-N Calibrators

Lumipulse G CYFRA Immunoreaction Cartridges
34 | Lumipulse G CYFRA

Lumipulse G CYFRA Calibrators set

Lumipulse G CA12511 Immunoreaction Cartridges
35 Lumipulse G CA125I1

Lumipulse G CA125II Calibrators

Lumipulse G BHCG Immunoreaction Cartridges
36 | Lumipulse G BHCG

Lumipulse G BHCG Calibrators

Lumipulse G CA15-3 Immunoreaction Cartridges
37 | Lumipulse G CA15-3

Lumipulse G CA15-3 Calibrators

Lumipulse G IgE Immunoreaction Cartridges
38 | Lumipulse G IgE

Lumipulse G IgE Calibrators

Lumipulse G ProGRP Immunoreaction Cartridges
39 | Lumipulse G ProGRP Lumipulse G ProGRP Calibrators set

Lumipulse G Specimen Diluent 5

Lumipulse G FSH-N Immunoreaction Cartridges
40 | Lumipulse G FSH-N

Lumipulse G FSH-N Calibrators

Lumipulse G Progesterone-N Immunoreaction

Cartridges
4 i - . .

! Lumipulse G Progesterone-N Lumipulse G Progesterone-N Calibrators

Lumipulse G Specimen Diluent 6

Lumipulse G Ferritin-N Immunoreaction Cartridges
42 | Lumipulse G Ferritin-N

Lumipulse G Ferritin-N Calibrators

Lumipulse G LH Immunoreaction Cartridges
43 | Lumipulse G LH

Lumipulse G LH Calibrators

Lumipulse G BeReA*H*M+S PCT Immunoreaction
44 | Lumipulse G BRAHMS pcT | Cartridges

Lumipulse G BeR*A*H*M-S PCT Calibrators set
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Lumipulse G BNP Immunoreaction Cartridges

45 | Lumipulse G BNP
Lumipulse G BNP Calibrators set
Lumipulse G 25-OH Vitamin D Immunoreaction
46 | Lumipulse G 25-OH Vitamin D | Cartridges
Lumipulse G 25-OH Vitamin D Calibrators
Lumipulse G E2-1II Immunoreaction Cartridges
47 | Lumipulse G E2-1IT Lumipulse G E2-1II Calibrators
Lumipulse G Specimen Diluent 2
Lumipulse G whole PTH Immunoreaction Cartridges
48 | Lumipulse G whole PTH
Lumipulse G whole PTH Calibrators
Lumipulse G Myoglobin Immunoreaction Cartridges
49 | Lumipulse G Myoglobin
Lumipulse G Myoglobin Calibrators
Lumipulse G hs Troponin I Immunoreaction Cartridges
50 | Lumipulse G hs Troponin I
Lumipulse G hs Troponin I Calibrators
Lumipulse G CK-MB Immunoreaction Cartridges
51 Lumipulse G CK-MB
Lumipulse G CK-MB Calibrators set
52 | Lumipulse G HBeAb-N Lumipulse G HBeAb-N Immunoreaction Cartridges set
53 | PIVKA-II and KL-6 Controls Lumipulse PIVKA-II and KL-6 Controls
54 | B*R*A+*H+M-*S PCT Controls Lumipulse BeR*A<H*M=S PCT Controls
55 | BNP Controls Lumipulse BNP Controls
56 HBcrAg Controls Lumipulse HBerAg Controls
57 | HBsAg Controls Lumipulse HBsAg Controls
58 HCV Controls Lumipulse HCV Ab Controls
59 | HIVAg/Ab Controls Lumipulse HIV Ag/Ab Controls
60 | HTLV-I/1I Controls Lumipulse HTLV-I/II Controls
61 whole PTH Controls Lumipulse PTH Controls
Lumipulse G Specimen Diluent . . .
62 . Lumipulse G Specimen Diluent 1
Lumipulse G Substrate . )
63 Lumipulse G Substrate Solution

Solution

pry

6 /17

"H.U.GROUP



arqvn
Highlight


FUJIREBIO INC.

;’] Akasaka Intercity AIR, 1-8-1 Akasaka, Minato-ku
FUJIREBIGE) Tokyo 107-0052, Japan

https://www.fujirebio.com/en/

64 | Lumipulse G Wash Solution Lumipulse G Wash Solution

Lumipulse G SARS-CoV-2 Ag Immunoreaction

65 | Lumipulse G SARS-CoV-2 Ag | Cartridges
Lumipulse G SARS-CoV-2 Ag Calibrators set

66 Sample Extraction Solution set | Sample Extraction Solution set

67 SARS-CoV-2 Ag Controls Lumipulse SARS-CoV-2 Ag Controls

Lumipulse G TSH IFCC Immunoreaction Cartridges

. 68 | Lumipulse G TSH IFCC : :
Lumipulse G TSH IFCC Calibrators

Lumipulse G AMH Immunoreaction Cartridges

69 | Lumipulse G AMH - :
Lumipulse G AMH Calibrators
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CERTIFICATE

This is to certify that the signature affixed above has been provided by Notary,

duly authorized by the Tokyo Legal Affairs Bureau and that the Official Seal
appearing on the same is genuine.

pate 0CT.Z2 3. 2023
HIRAMITSU Nobutaka

Director of the Tokyo Legal Affairs Bureau
For legalization by the foreign consul in

Japan, this is to certify that the Seal
affixed hereto is genuine.

pate 0CT.2 3. 2023
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T MAEJIMA Tadashi
okyo,

Official
Ministry of Foreign Affairs

(Consular Service Division)




DAI SU QUAN NUGIC CHXHCN VIET NAM TAI NHAT BAN
EMBASSY OF THE S.R. OF VIET NAM IN JAPAN
CHU'NG NHAN/HQP PHAP HOA LANH SU

CONSULAR AUTHENTICATION

Quék gia: VIET NAM
Country. Viet Nam

Gidly tdy, tai liéu nay
This public document
Do 6ng (ba): MAEJIMA TADASHI ky
Has been signed by i ’
Véi chic danh: CONG CHUC
Acting in the capacity of OFFICIAL
Va con ddu clia B8O NGOAI GIAQ NHAT BAN

Bears the seal/stamp o MINISTRY OF FOREIGN AFFAIRS OF JAPAN

dutic chiing nhan/hdp phap hoa l&nh su

Certified
Tai: T6-ki-0 6. Ngay: 2 B [] 2“23
At: Tokyo The (dd/mm/yyyy)
ca quan cip: DAL SU QUAN NUGC CHXHCN VIET NAM TAL NHAT BAN
EMBASSY OF THE SR. OF VIET NAM IN JAPAN
So MMBO01-05] /HPHLS
'

TL. Pai st/ For the Ambassador
Bi thu thr nhat/First Secretary

i, MH




Registered No.435

NOTARIAL CERTIFICATE
This is to certify that Ms. Hitomi Ishii, Senior Manager,
Regulatory Affairs 1st Section of Fujirebio I(nc., has affixed her

signature in my very presence to the attached document.

Dated this 23rd day of October, 2023

S (oo

AONO Hiroshi

NOTARY




