TEIKOKU

SEIYAKU CO.LTD.

567 SANBONMATSU, HIGASHIKAGAWA
KAGAWA 769-2695 JAPAN

PHONE (0879)25-2221

FAX (0879)24-1555

To whom it may concern,

I, Kazuo Kushida, Quality Assurance Manager of Teikoku Seiyaku Co., Ltd. addressed

567 Sanbonmatsu, Higashikagawa, Kagawa 769-2695, Japan, hereby declare the
following;

1) The attached document is a genuine copy of the original GMP Certificate (No. 230)
formally issued by the Pharmaceutical Safety and Environmental Health Bureau,

Ministry of Health, Labour and Welfare Government of Japan on April 14, 2017.

2) The said GMP Certificate has been valid and existed.

(L LA

Kaz&o Kushida
Quality Assurance Manager

Teikoku Seiyaku Co., Litd.

Date: 2™ (7x?'(P

TOKYO OFFICE  6-6 NIHONBASHI-KOBUNACHO, CHUO-KU, TOKYO 103-0024 JAPAN PHONE (03)3661-3331  FAX (03)3661-3333
OSAKA OFFICE  4-1 FUSHIMIMACHI 4-CHOME, CHUO-KU, OSAKA 541-0044 JAPAN PHONE (06)6203-7501 FAX (06)6222-2605
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MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following manufacturing site of Teikoku Seiyaku
Co., Ltd.,, 567 Sanbonmatsu, Higashikagawa, Kagawa, 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: Teikoku Seiyaku Co., Ltd. Sanbonmatsu Factory
Address: 567 Sanbonmatsu, Higashikagawa, Kagawa, JAPAN

Product: lidocaine 5% medicated plaster

No. 7/77 Y

Tomonori [zawa
Director, Compliance and Narcotics Division
Pharmaceutical Safety and Environmental Health Bureau

Ministry of Healfh, Labour and Welfare
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" Registered No. 63

NOTARIAL CERTIFICATE

This 1s to certify that
Kazuo Kushida
(Quality Assurance Manager of
TEIKOKU SEIYAKU CO.LTD.)
residing at
5095, Ohaza—tanaka,
Miki—cho, Kita—gun,
Kagawa, Japan
has affixed his signature iIn my very presence
to the attached document.

Dated this 8th day of September, 2017.

MA‘//M/M\ '/ -owf@f%(j/
¥akinari Yamdho
Notary

TAKANATS
(EGAL AFFAIRS BUREAL

7, KANMEICHO /
IATSU JAPAN~
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Registration No. 121

CERTIFICATE

This is to certify that the annexed Notarial Certificate has
been executed by Notary Public, duly authorized and practising
in Takamatsu, Japan, and that the Official seal appearing on
the same is genuine.

Date  September 8, 2017
TAIZOU MATSUO

Director of the Takamatsu Legal Affairs Bureau
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APOSTILLE

(Convention de La Haye du 5 octobre 1961)

Country: JAPAN
This public document
has been signed by Taizou MATSUO

acting in the capacity of Director of the Takamatsu
Legal Affairs Bureau

bears the seal/stamp of -same as above-
Certified
at Tokyo 6. SEP

by the Ministry of Foreign Affairs
o, 026290
Seal/stamp: 10. Signature:

I —— - ']
#”ﬁ"" T aed aldea
1. TANMAKA

Toshie TANAKA

For the Minister for Foreign Affairs



