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Product information
[Drug Facts] 4 <Kyowa-Gifu-Japan>

For resource saving the case is combined with the Japanese
instruction written on the package case. Be sure to read the
instruction carefully before use. Also, please keep it in a safe place
so that you can read again, when you need it.

Class @ drugs Mouth Ulcer (OINTMENT)

OLOFANIC KOUKUYOU NANKOU

“Aphthous stomatitis (Ulcerative stomatitis)” is gray—white spots on
intraoral mucosa, and a general term for inflammation from one to several
small ulcers (less than 10 mm in diameter) with a whiteish round, its shallow
central reddish painful part, and which are occurd on the inside of the
cheek, back of tongue and lips.
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Active ingredient (in 100g) Purpose

Triamcinolone acetonide 0.1g========- Anti—inflammatory ingredient
Uses Stomatitis ( ”Aphthous stomatitis” )

Warnings

[To be avoided]

(Failure to observe the following may result in the current symptoms
worsening or adverse reactions occurring.)

This medicine should not be used by the following persons:

A person who suspected of infectious stomatitis. (Please consult a doctor,
dentist, pharmacist or registered distributor)

A person with having vitiligo, which can be easily peeled off when rubbed with
gauze, and it has spread throughout the oral cavity. (Candida infection may
be suspected.)

A person with yellow pus in affected part. (Bacterial infection may be
suspected.)

A persdn with frequently having small affected part from grain size to azuki
size in the oral cavity, or having blisters or rashes on lips other than oral
mucosa and skin. (Virus infection may be suspected. )
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A person with general symptoms such as fever, loss of appetite, general
malaise, swelling of lymph nodes. (Virus infection may be suspected. )

A person who have some infection in the oral cavity. (Please do not use in
areas with oral infections such as pyorrhea, gingivitis, etc., as there has been
a report that infection has worsened due to the use of steroids.)

A person who do not show improvement of symptoms even if used for 5
days.
A person who see worsening of symptoms by using for 1 to 2 days.

[Consultation]

The following persons should consult a doctor, pharmacist, or registered
distributor before using this medicine.

A person undergoing medical treatment from a doctor or dentist.

A person who have ever had allergic symptoms due to any medication.
A pregnant woman or a woman suspected of being pregnant.

A woman with breastfeeding.

A person who has the affected area in a wide.

Senior persons.

The following symptoms may be adverse reactions to this medicine. If any
of these symptoms occur, stop using immediately and consult a doctor,
pharmacist, or registered distributor with this case.

Related area Symptoms

Vitiligo (suspected of candida infection), yellow
Oral cavity pus in affected area (suspected of bacterial
infection), abnormal taste, feeling of numbness

Others Allergic symptoms (rash, redness, itching, etc.)

If you experience the following symptoms after using this medicine, you may
be suspected of having stomatitis due to infection or other diseases,

Please stop using it , bring the Japanese instructions written on this case,
and consult a doctor, dentist, pharmacist or registered distributor.

Fever, Loss of appetite, General malaise, Swelling of lymph nodes, Blisters
(other than oral cavity), Rash / Redness, Itching, Wide spread of affected
area in oral cavity, Eye pain, Blurred eyes, Vulva ulcer.

Directions




Apply an appropriate amount to the affected area from one to several times
a day.

[When using this product]

(1) Please adhere the recommended dosage and directions.

(2) This medicine should be given to children only under adult supervision.

(3) Please use this agent only for the oral cavity, and do not use it for anything
other than oral cavity.

(4) Please stop using it if your pain is gone.
(5) Please avoid eating and drinking for a while after use.

(6) Please do not use for purposes other than treatment such as adhesion of
dentures.

Other information

(1) Store in a cool and dry with less humidity place free from direct sunlight by
a seal tightly.

(2) Keep all medicine out of the reach of children.

(3) Do not transfer this medicine to a different container. (In this case, cause
misuse or change quality.)

(4) Do not use products that have expired. Please use as soon as possible even
within the expiration date after opening.

Liquid paraffin, Hydroxypropyl cellulose,
Inactive ingredients: Carboxyvinyl polymer, Xylitol, Saccharin sodium
hydrate, Perfume, Gelled hydrocarbon.

Questions or comments

If you have any suggestions about this product, please contact the shop you
purchased or the following address.

Consumer consultation window: Kyowa Pharmaceutical Industry Co., Ltd.
Customer consultation room B 058-246-8771

Reception time 9:00~12:00+13:00~17:00 (Excluding weekends and holidays)

[Request of limited correspondence] <Kyowa—Gifu—Japan>

(1) In case of telephone consultation, please only in Japanese for a while.




(2) The latest Japanese package insert is available on the website of Kyowa
Pharmaceutical Co., Ltd. (www.kyowa—ci.co,jp).

Disclaimer statement

(1) We use a format similar to the FDA OTC Drug Regulations, but this is not an
OTC Drug approved under the FDA. Please note that it is licensed for
domestic use in accordance with the Pharmaceutical Affairs Law of Japan.

(2) This English translation was created by a manufacturer and distributor, but
Japanese is a correct sentence and it should be as a reference material. In
the case of any discrepancy between the two versions, the original Japanese
version prevails.

(3) The provider of this translation shall not be responsible for any damage that
may be attributed to the use of the translation.

(4) Do not use for commercial purpose reproduction, publication etc. of this
English translation.

(5) Although the English translation is prepared on the basis of the Japanese
version of the attached document on the Revised date, the attached
document is revised from time to time, so the English translation may not be
the latest.




