SEKISUI

SEKISUI MEDICAL CO., LTD.

International Business Department
Diagnostics Division

13-5, Nihonbashi 3-chome, Chuo-ku, Tokyo,103-0027 Japan
Phone : +81-3-3272-0828
Fax :+81-3-3272-0907

Date: February 8, 2016

LETTER OF AUTHORISATION

To: Ministry of Health (Department of Medical Equipment and Construction)
We, SEKISUI MEDICAL CO.LTD., 13-5, Nihonbashi 3—-Chome, Chuo—ku, Tokyo, 103-0027 Japan,

as the legal manufacturer (product owner) do hereby authorize Thach Phat Trading — Service Co., Ltd, has

address at 44 Nguyen Van Giai Street, Dakao Ward, Dist 1., Ho Chi Minh city, Vietnam to apply for import
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license, import the following medical devices:

Product Package
Coapresta 2000 Set
. 10 x 4mL
Coagpia PT-N 10 x 10mL
x 10m
Coagpia APTT—-N :
) 10 x 4mL
+ Coagpia APTT-N APTT 10 x 10mL
x 10m
+ Coagpia APTT-N  CaCl2 10> 4ml
oagpia =] a
10 x 10mL
Coagpia Fbg :
+ Coagpia Fbg Thrombin reagent 10 x 3mL
+ Coagpia Fbg Sample Dilution Solution 10 x 10mL -

Nanopia D dimer

Set(R1 10.5mL, R2 10mL)

Nanopia P-FDP Set(R1 10.5mL, R2 10mL)
Set(LA Reagent (1) 2mL,
Coagpia LA LA Reagent @ 2mL,
Sample Diluent 1mL)
. Set(R1 SF Buffer Solution(D),
Nanopia SF .
R2 SF Latex test solution2)
Control P-N for Coagpia 1.0mL x 2conc. x 5
Calibrator N for Coagpia - 1.0mL x 10

D—dimer Calibrator

0.5mL x 6conc.

FDP Calibrator N

0.5mL x 5conc.

Nanopia D—dimer Calibrator F Set

6cone. x 0.5mL

Nanopia D—dimer Control F Set

Level 1: 1.0mL x 3
Level 2: 1.0mL x 3
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SCKISUI

SEKISUI MEDICAL CO., LTD.

International Business Department
Diagnostics Division

13-5, Nihonbashi 3-chome, Chuo-ku, Tokyo,103-0027 Japan
Phone : +81-3-3272-0828
Fax :+81-3-3272-0907

Coapresta Control Survey (Coagpia)

TmL x 2

Coapresta Control Survey (FDP/DD)

1mL x 2

FDP Control

1.0mL x 2conc. x 3

Nanopia SF calibrator

0.5mL x Sconc.

Coagpia LA Control

0.5mL x 2conc. x 5

1,000pcs

Cuvette for CP2000
uvette for 5,000pcs
New Alkali 250mL

We commit to provide and support all information concerning product information, product quality

upon request by Vietnam Ministry of Health (Department of Medical Equipment Construction) for medical

devices mentioned above.

This authorization letter is valid until: 3/31/2021(dd/mm/yy).

Legitimate representative of legal manufacturer (product owner)

Signature
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MAMORU TAKEMURA

General Manager,

International Business Department,

Diagnostics Division,

SEKISUI MEDICAL CO., LTD.
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Registration No. 146 of 2016

NOTARIAL CERTIFICATE

This is to certify that Mr. Hideki Watanabe, an attorney-in-fact of Mr.
MAMORU TAKEMURA, General Manager, International Business Department,
Diagnostics Division of SEKISUI MEDICAL CO., LTD. declared in my very
presence that said Mr. MAMORU TAKEMURA had signed to the foregoing

document and so the signature is true and genuine.

Dated this 9th dayof February, 2016.

Hiromi Nagai /p‘”

Notary

Tokyo Ifgal Affairs Bureau.
No.1-10, Nihombashi, Kabuto-cho,
Chuo-ku, Tokyo, Japan.




- TR 2 SEBME /b B

P

BAEAN FAKRATAINHA S REEELM EETE T 5F 11 JIRCEICBITS
BLAVBCOLDIZHERWNE, REA EEFE 280, ANFEAICKHLERL,

XoT, Thzi#itd 5.

TH28E 2 A 9 B, ASEARBIBOT
%ﬁﬁ@%za¢%%M1$we

K x & B R &

% GE A «éf

Notary o S

2

D

i g
J

Hiromi Nagai
BAaiE NO127915 &

alk HH
LR BRE, KR EBRITBAMEANOBELICHELZVLDOTHY, o, TOMEI,
BEODLDTHAI LZIHEMWHT S,
¥k 2 84 ) H 7 H

KOO OB R OE m i E§§<

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.

et FEB. 9.2016
Tomohiro KATO

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  FEB. . 2016
4 Ogarsa

To ky 0, Ayako OGAWA

Official
Ministry of Foreign Affairs

(Consular Service Division)







