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Date: October 20, 2021

To: Ministry of Health (Department of Medical Equipment and Construction)

LETTER OF AUTHORIZATION

We, NIPRO CORPORATION, 3-9-3, Honjo-Nishi, Kita-Ku, Osaka 531-8510, JAPAN, as the product
owner of the medical devices do hereby authorize:

NIPRO SALES VIETNAM COMPANY LIMITED
Address: Floor 15, Unit 15.06 &15.07, Viettel Complex Building, 285 Cach Mang Thang 8, Ward 12,
District 10, Ho Chi Minh City, Vietnam

To marketing the following medical devices in Vietnam.

Name of Products:

As attached list on page 2/4 and 4/4

We commit to provide and support all information concerning the product information, product quality
upon request by Vietnam Ministry of Health (Department of Medical Equipment and Construction) for
medical devices mentioned above.

This Authorization Letter is valid until 20 October, 2026.

Legal representative of the product owner

.Gz

OTANI Miho,

Manager,

Medical Regulatory Affairs Department,

Quality Assurance & Regulatory Compliance Headquarters
NIPRO CORPORATION
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List of products

NIPRO CORPORATION ODATE FACTORY
8-7, Hanukiyachi, Niida, Odate-shi, Akita, 018-5794 JAPAN

Product Names

Models/ Sizes

SAFETOUCH PLUG
IV Connector

ST-P

SAFELET CATH

14Gx2”, 16Gx1 1/4”, 16Gx1 1/27, 16Gx2”, 16Gx2 1/2”,
18Gx1”, 18Gx1 1/4”, 18Gx1 1/2”, 18Gx2”, 18Gx2 1/2”,
20Gx17, 20Gx1 1/47, 20Gx1 1/2”, 20Gx27,

22Gx1”, 22Gx1 1/4”, 24Gx3/4”, 24Gx1”

NIPRO STOPCOCK

3W-R-L

SUREFUSER+

SFS-0505HRP, SFS-0512HRP, SFS-0501DP, SFS-0502DP,
SFS-0503DP, SFS-0505DP, SFS-0501WP,
SFS-1030MP, SFS-1001HRP, SFS-1005HRP,
SFS-1012HRP, SFS-1001DP, SFS-1036HRP,
SFS-1002DP, SFS-1003DP, SFS-1005DP, SFS-1001WP,
SFS-1-15P, SFS-2-15P, SFS-3-15P, SFS-3.5-15P,
SFS-250-25P, SFS-125-25P, SFS-62.5-25P, SFS-10-25P,
SF§-5-25P, SFS-3.5-25P, SFS-2-25P, SFS-1.5-25P,
SFS-2-30P, SFS-3-30P, SFS-4-30P, SFS-5-30P,
SFS-6-30P, SFS-8-30P,

SFS-1001DPUYV, SFS-1002DPUV,

SFS-10-25PUV, SFS -5-25PUV,

SMA-0123-10P, SMA-2345-10P, SMA-123-10P,
SMA-2345-25P, SMA-2468-25P, SMA-3456-25P,
SMA-2435-30P, SMA-3456-30P, SMA-2468-30P

SUREFUSER+ PCA SET

P0530/S0504DP, P2030/S1002DP,
P3030/54-30P, P3060/S4-30P,
P3030/M2345-30P

SAFETOUCH DIALYSIS CATH

14Gx4/57, 14Gx17, 14Gx1-1/4", 14Gx1-1/2”
15Gx17, 15Gx1-1/4", 15Gx1-1/2”
16Gx1”, 16Gx1-1/4", 16Gx1-1/2”
17Gx1”, 17Gx1-1/4”, 17Gx1-1/2”

DIALYSIS CATH

14Gx4/5”, 14Gx17, 14Gx1-1/4”, 14Gx1-1/2”
15Gx1”, 15Gx1-1/47, 15Gx1-1/2”
16Gx1”, 16Gx1-1/4”, 16Gx1-1/2”
17Gx17, 17Gx1-1/4", 17Gx1-1/2”
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NIPRO CORPORATION ODATE FACTORY
8-7, Hanukiyachi, Niida, Odate-shi, Akita, 018-5794 JAPAN

Product Names Models/ Sizes
SYNTHETIC HOLLOW FIBER ELISIO-110HR, 130HR, 150HR, 170HR, 190HR, 210HR
DIALYZER ELISIO-110LR, 130LR, 150LR, 170LR, 190LR, 210LR
SYNTHETIC HEMODIALYZER ELISIO-11HX, 13HX, 15HX, 17HX, 19HX, 21HX

ELISIO-09H, 11H, 13H, 15H, 17H, 19H, 21H, 25H
ELISIO-11M, 13M, 15M, 17M, 19M, 21M
ELISIO-11L, 13L, 15L, 17L, 19L, 21L

HEMODIALYZER FB-05U, 07U, 09U, 11U, 13U, 15U, 17U, 19U, 21U
HEMODIALYZER SUREFLUX-05E, 07E, 09E, 11E, 13E, 15E, 17E, 19E, 21E
NIPRO ULTRAFILTER CF-609N

BRIZIO HEMOCONCENTRATOR BHC 030G, BHC 110G

NIPRO MEDICAL INDUSTRIES LTD. Tatebayashi Plant
2-19-64, Matsubara, Tatebayashi-shi, Gunma, 374-8518 JAPAN

Product Names Models/ Sizes
NIPRO DENTAL NEEDLE 27Gx21mm, 27Gx30mm, 30Gx21mm
NIPRO SPINAL NEEDLE 16G(1.65mm)x88mm, 18G(1.25mm)x88mm,

19G(1.05mm)x88mm, 20G(0.90mm)x88mm,
21G(0.80mm)x88mm, 22G(0.70mm)x88mm,
23G(0.63mm)x88mm, 25G(0.50mm)x88mm,
26G(0.46mm)x88mm, 27G(0.4Imm)x88mm

LIBATAPE PHARMACEUTICAL CO., LTD. KUMAMOTO SECOND FACTORY
1039-5, Sozaki, Shichijyo-machi, Kikuchi-shi, Kumamono, 861-1344 JAPAN

Product Names Models/ Sizes

NIPRO SAFE DERM 10pm 5%7cm, 10pum 8x12c¢m, 10pm 10x15¢cm,
30pm 5x7cm, 30pum 8x12cm, 30pm 10x15cm,
30pm 12%25cm

NIPRO SAFE FIX TVN 30pm 6x6cm, 30pum 7x10cm, 30pm 10x12cm
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Shibuya Corporation
2-232, Wakamiya, Kanazawa-shi, Ishikawa-ken, 920-0054 JAPAN

Shibuya Corporation Medical Equipment Wakamiya Factory
2-72, Wakamiya, Kanazawa-shi, Ishikawa-ken, 920-0054 JAPAN

Product Names Models/ Sizes
SINGLE PATIENT DIALYSIS MACHINE SURDIAL 55Plus
SINGLE PATIENT DIALYSIS MACHINE NCU-18

YAC ELEX Co., Ltd.
Medical Device Manufacturing Center
1-36, 2-Chrome, Sumida, Higashi-Osaka-shi, Osaka, 578-0912 JAPAN

Product Names Models/ Sizes
SINGLE PATIENT DIALYSIS MACHINE DIAMAX
SINGLE PATIENT DIALYSIS MACHINE DIAMAX WOW

Nipro (Thailand) Corporation Limited
10/2 Moo 8, Bangnomko, Sena, Phra Nakhon Si Ayuthaya 13110, THAILAND

Product Names Models/ Sizes

NIPRO STERILE SYRINGE FOR SINGLE USE WITHOUT NEEDLE ImL LUER SLIP
DOSESAVER LD

NIPRO STERILE SYRINGE FOR SINGLE USE WITH NEEDLE ImL 25G x 17
DOSESAVER ND
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Registered No. 2(}3¢5 —2021

NOTARIAL CERTIFICATE

This is to certify that Mr. ITO Hisayuki an agent of
Ms. OTANI Miho, Manager, Medical Regulatory Affairs Department,
Quality Assurance & Regulatory Compliance Headquarters of NIPRO
CORPORATION has stated in my very presence that said Ms. OTANI
Miho acknowledged herself to have signed to the attached
document.

Dated this 22nd day of October, 2021

TAMAKT un
Notary
Osaka Legal Affairs Bureau
1-2, Hirano-Machi, 2-Chome,

Chuo-ku, Osaka, Japan

OstaLEcAL AFFARSBUREAD

(S NOTARY., )
1-2, HIRANO-MACHI, 2-CHOME, //
__CHUO-KU, OSAEA JAPAN
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CERTIFICATE

This is to certify that the signature affixed above has been provided by Notary, duly
authorized by the Osaka Legal Affairs Bureau and that the Official Seal appearing on the
same IS genuine.

Date (CT, 2 2 2021
SUENAGA Masayuki

Director of the Osaka Legal Affairs Bureau

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

Date 00T 2 2 2071
VN2 3

FUKUTANI Katsumi
Osaka,

Official
Ministry of Foreign A ffairs
(Consular Service Division )
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BAI 5U' QUAN NUGC CHXHCN VIET NAM TAI NHAT BAN
EMBASSY OF THE S.R. OF VIET NAM IN JAPAN
CHUNG NHAN/HQP PHAP HOA LANH SYf
CONSULAR AUTHENTICATION

Quéc gia: VIET NAM
Country. Viet Nam
Gidy td, tai liéu nay
This public document
Do 6ng (ba): FUKUTANI KATSUMI ky
Has been signed by . )
Véi chifc danh: CONG CHUC
Acting in the capacity of OFFICIAL
Va con déu clia BO NGOAI GIAO NHAT BAN
Bears the seal/stamp of:  MINISTRY OF FOREIGN AFFAIRS OF JAPAN

dugc chifng nhin/hgp phap hoa lanh suf

Certified
Tai: T-ki-b 6. Ngay: 2_6//&/202— l
At: Tokyo The (dd/mm/yyyy}
Co quan cap: DAL SU QUAN NUOC CHXHCN VIET NAM TAI NHAT BAN
By EMBASSY OF THE S.R. OF VIET NAM IN JAPAN
55: 01-03D/HPHLS
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