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DAIICHI -SANKYO CO., LTD.
3-5-1, Nihonbashi, Honcho Chuo-‘i:u, Tokyo 103-8426, Japan

“Telephone:(81)3-6225-1111 Facsimile:(81)3-3246-6916

Daiichi-Sankyo

Declaration

I, Shigemochi Dobashi, hereby solemnly and sincerely declare that the attached
document, GMP certificate is a true and genuine copy of original.

KYOWA PHARMA CHEMICAL CO., LTD is our contract manufactory for this API
product TRANEXAMIC ACID. '

I make this declaration conscientiously with confidence in contents of the same to be
true and correct.

~ST b el

Shigemochi Dobashi

Vice President

Business Planning Department
ASCA Company

DAIICHI SANKYO CO., LTD.

Date:A/y‘/‘j? _),_5:/?
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MINISTRY OF HEALTH, LABOUR AND \’VEI-FARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916-

CERTIFICATE

It is hereby certified that the following manufacturing site of KYOWA PHARMA
CHEMICAL CO., LTD., 530, Chokeiji, Takaoka, Toyama, Japan, in which the following
product is produced is subject to our inspections at suitable intervals, and the
manufacturing in the site conforms to all the requirements of the Ministerial Ordinance on
Standards for Manufacturing Control and Quality Control for Drugs and Quasi-drugs
(“Drugs/Quasi-drugs GMP Ordinance™) laid down in accordance with the recommendation

of the World Health Organization.

Name of Manufacturing Site: Main Plant, KYOWA PHARMA CHEMICAL CO., LTD.
Address: 530, Chokeiji, Takaoka, Toyama, Japan
Product: TRANEXAMIC ACID

No. 398

TOKYO, date #0F 8 2019

B Fmibe

Director, Compliance and Narcotics Division

Toru Tanaka

Pharmaceutical Safety and Environmental Health Bureau

Ministry of Health, Labour and Welfare




Registration NO. ,} P P ?

NOTARIAL  CERTIFICATE

This is to certify that the signature on the attached document is genuine
and authentic signature of Shigemochi DOBASHI, Vice President, Business
Planning Department, ASCA Company of DAIICHI SANKYO CO., LTD., a
corporation existing and organized under the laws of Japan, who has
produced sufficient proof of his power to execute the said instrument on behalf

of the above-mentioned corporation.

Dated this 6t day of November, 2019,

TOKYO LegaL Arrams BUREAY
NOTAR Y

252-2 UCHISAIWAICHO

CHIYODA-KU
TOKYO JAPAN

W
HIDEKI HAGIWARA
-~ NOTARY
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APOSTILLE
(Convention de La Haye du 5 octobre 1961)

1. Country: JAPAN
This public document
2. has been signed by HIDEKI HAGIWARA
3. acting in the capacity of Notary of the Tokyo Legal Affairs Bureau
4. bears the seal/stamp of HIDEKI HAGIWARA, NOTARY

Certified
5. atTokyo 6. November 6, 2019
7. by the Ministry of Foreign Affairs
8. 19-N2113388
9. Seal/stamp: 10. Signature
T. Tanaka
Toshie TANAKA

For the Minister for Foreign Affairs




