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ave purchased and use this product in Japan to help their understanding of its details. Please carefully read and fully understand the information given on this

ackage insert before taking this product.

This is the English version of the package insert of this product, translated from the Japanese package insert. The English version is provided for consumers who
h
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Cold remedy
(Non-pyrine)

Product name: Pylon PL Granules

Pylon PL Granules Pro |

Class [2 OTC drug
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Pylon PL Granules Pro is a non-pyrine cold medicine that has an excellent effect on various cold
symptoms such as "sore throat,"” “fever,” and "running nose" with the action of four active
ingredients: Salicylamide and Acetaminophen, which are antipyretic and analgesic components;
Promethazine methylenedisalicylate, which is an antihistamine component; and Anhydrous
caffeine, which helps to suppress pain.

Please read
carefully.

A Precautions

When not to use the
product

(If you do not follow these instructions, the current symptoms may worsen or adverse reactions/incidents are more
likely to occur.)

1. This product should not be taken in the following persons.
(1) Patients who have had an allergic symptom to this drug or its ingredients
(2) Patients who have experienced asthma from taking this drug or other cold remedies, or
antipyretic analgesics
(3) Persons diagnosed as having the following: urination difficulty, gastric/duodenal ulcer,
glaucoma
(4) Children under 15 years old
2. This drug should not be taken together with the following drugs:
Other cold medicines, antipyretics/analgesics, sedatives, expectorants, internal medicine, etc.
containing antihistamines (internal medicine for rhinitis, medicine for motion sickness, medicine
for allergies, etc.)

The following serious symptoms may occur in rare cases. In such cases, immediately seek
medical aid:

Name of symptom Symptom

Symptoms, such as itching of skin, urticaria, hoarseness,
sneezing, itchy throat, breathing difficulties, palpitations, and
clouding of consciousness may occur immediately after take.

Shock
(anaphylaxis)

Hyperthermia, ocular hyperaemia, eye discharge, lip erosion, pain
throat, widespread skin rash/redness, small pimples (small
pustules) on reddened skin, general malaise, anorexia, etc. may
persist or suddenly worsen.

Oculomucocutaneous syndrome
(Stevens-Johnson syndrome), toxic
epidermal necrolysis, acute generalised
exanthematous pustulosis

3. After taking this drug, do not drive a car or operate machinery (sleepiness may occur).
. Do not drink alcohol before/after taking this drug.

Drug-induced hypersensitivity

Widespread skin redness, systemic rash, fever, general malaise.

syndrome

swollen lymph nodes (in the neck, armpit, groin, etc.) may occur.

5. Do not take this drug for along time.

Symptoms, such as bruises, nose bleeds, bleeding gums, fever,
pale appearance of skin and mucosa, fatigue, palpitations,
shortness of breath, becoming dizzy from feeling sick and blood in
the urine, etc. may occur.

Symptoms, such as acute high fever, chills and sore throat, etc.
may occur.

Symptoms, such as nosebleeds, bleeding from the gums and bruises,

Aplastic anemia

Consultation

Agranulocytosis

1. The following persons should contact a physician, pharmacist, or registered salesperson

for a consultation before administration. Thrombocytopenia t::yszgcl:‘yr reduced counts of platelets which is a component of the blood
(1) Patients undergoing medical treatment from a physician or dentist - - — -
(2) Nursing women, pregnant women or women suspected of being pregnant Asthma Symptoms, such as wheezing or hissing when breathing, and

(3) The elderly
(4) Patients who have experienced allergic symptoms associated with drugs, etc.
(5) Persons with the following symptom: hyperthermia
(6) Persons diagnosed as having the following: heart di
bronchial asthma

2. If the following symptoms are observed after taking this drug, these may be adverse
reactions, so immediately discontinue the use of this drug, and show this document to
your physician, pharmacist, or registered salesperson for a consultation.

difficult breathing, etc. may occur.

Shortness and/or difficulties of breath when go upstairs or

Interstitial pneumonia overwork, sudden dry cough and/or fever and its continuance

liver di

kidney di

Symptoms, such as fever, itching, rash, jaundice (yellowing of skin and
white of eyes), brown urine, general malaise, loss of appetite, etc. may
oceur.

Symptoms, such as fever, rash, reduced urinary volume, general
oedema, general malaise, arthralgia (painful joints), diarrhea, etc.

Hepatic function failure

Kidney disorders

Affected area Symptoms may occur.
Skin Rash/redness, itching, oedema Symptoms may include pain in the muscles of the
Blood Skin and mucous membranes become dark purple, anemia Rhabdomyolysis limbs/shoulders/lower back, numbness, weakness or stiffness in

the limbs, general malaise and reddish-brown urine.

Gastrointestinal Nausea and vomiting, loss of appetite, heartburn, abdominal pain,
system gastrointestinal bleeding

Sudden ocular hyperaemia (congestion of the eye), eye pain,

[ m: k S
Glaucoma attac| blurred vision, headache, and nausea may occur.

Dizziness, malaise, headache, ear ringing, deafness, vision disorders, anxiety,
hypersensitivity, insomnia, convulsions, mild clouding of consciousness,

excitement, hallucination, delusion

Neuropsychiatric
system

3. The following symptoms may be observed after taking this drug. If these
symptoms persist or worsen, discontinue the use of this drug, and show this
document to your physician, pharmacist, or registered salesperson for a
consultation:

Dry mouth, drowsiness

Respiratory system Cough, breathing difficulties

Cardiovascular

system Hypertension, hypotension, tachycardia

Urinary system Urination difficulty, urinary retention

Other Excessive temperature decrease, sweating, shivering, rhinitis symptoms, 4. When symptoms do not improve even after taking this drug 5 to 6 times, stop
conjunctivitis taking the drug and consult a physician, pharmacist or registered salesperson,
being sure to take this document with you.
Indication "X Ingredients and amounts

Relief of various symptoms of a common cold: sore throat, fever, running nose,

Pylon PL Granules Pro are white granules, containing the following amounts of ingredients
stuffy nose, sneezing, chills (feeling cold due to fever), headache, joint pain, and

per 4 sachets (1 g x 4 = the daily dose for adults):

muscle pain. ) Amount (per 4 )
Ingredient sachets) Modes of action
Salicylamide 1080 mg . .
.. o " To relieve pain and to reduce fever
Dosage and administration Acetaminophen c00mg
Anhydrous caffeine 240 mg To help relieve pain
Adults (15 years old and over)' Take 1 sachet 4 times a day after each meal and Promethazine methylenedisalicylate 54 mg To relieve running nose, stuffy nose, and sneezing
before bed in intervals of at |eElISl 4 hours between doses, as a standard Additives include lactose hydrate, corn starch, sodium chloride, sucrose, and hydrated silicon dioxide.
Age Single dose Dfally dosing
requency . .
Adults (15 years old and over) 1 sachet 4 times a day Precautlons fOI’ StO rage and handllng

Children under 15 years old Not allowed to take this medicine

e Strictly follow the prescribed dosage and administration. (1) Store in a cool, low humidity place away from direct sunlight.

(2) Keep out of reach of children.

(3) Do not transfer the medicine to a different container. (It may lead to misuse or
alter the quality of the drug.)

(4) Do not take the product after its expiration date.

Manufactured and Distributed by:

Shionogi Healthcare Co., Ltd.

2-6-18 Kitahama, Chuo-ku, Osaka



