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Drug Information Sheet("Kusuri-no-Shiori") 
Self-injection 

Revised: 05/2022 
The information on this sheet is based on approvals granted by the Japanese regulatory authority. Approval 
details may vary by country. Medicines have adverse reactions (risks) as well as efficacies (benefits). It is 
important to minimize adverse reactions and maximize efficacy. To obtain a better therapeutic response, 
patients should understand their medication and cooperate with the treatment. 

Brand name:Genotropin TC inj. 12mg [growth hormone deficiency 

dwarfism etc.] 
Active ingredient:Somatropin (genetical recombination) 

Dosage form:injection of cartridge type that consists of white clumpy powder, and 

limpid and colorless liquid 
Imprint or print on wrapping: 

 

Effects of this medicine 
This medicine is a growth hormone, which is one of the anterior pituitary hormones, and has action to promote 

growth. 
It is usually used to treat growth hormone deficiency dwarfism, short stature in Turner's syndrome and Prader-Willi 

syndrome and SGA (small-for-gestational age) dwarfism without epiphyseal arrest. 

The following patients may need to be careful when using this medicine.Be sure to tell your doctor and 
pharmacist. 

・If you have previously experienced any allergic reactions (itch, rash, etc.) to any medicines or foods. 
If you have: malignant tumor, Prader-Willi syndrome with obesity or respiratory impairment, diabetes mellitus, 

abnormal glucose tolerance, risk factors for diabetes mellitus, cardiac disease, growth hormone deficiency dwarfism 

due to brain tumor (craniopharyngioma, pituitary adenoma, pinealoma, etc.), a history of brain tumor, chronic renal 

failure or renal disease. 
・If you are pregnant, possibly pregnant or breastfeeding. 
・If you are taking any other medicinal products. (Some medicines may interact to enhance or diminish medicinal 

effects. Beware of over-the-counter medicines and dietary supplements as well as other prescription medicines.) 

Dosing schedule (How to take this medicine) 
・Your dosing schedule prescribed by your doctor is((            to be written by a healthcare professional)) 
・For growth hormone deficiency dwarfism without epiphyseal arrest: In general, intramuscularly inject 0.175 mg of 

the active ingredient per kilogram of the body weight in 2 to 4 divided doses or subcutaneously inject in 6 to 7 

divided doses per week. 
For short stature in Turner's syndrome without epiphyseal arrest: In general, intramuscularly inject 0.35 mg of the 

active ingredient per kilogram of the body weight in 2 to 4 divided doses or subcutaneously inject in 6 to 7 divided 

doses per week. 
For short stature in Prader-Willi syndrome without epiphyseal arrest: In general, subcutaneously inject 0.245 mg of 

the active ingredient per kilogram of the body weight in 6 to 7 divided doses per week. 
For SGA dwarfism without epiphyseal arrest: In general, subcutaneously inject 0.23 mg of the active ingredient per 

kilogram of the body weight in 6 to 7 divided doses per week. If it is not effective enough, subcutaneously inject at 

a dose increased up to 0.47 mg per kilogram of the body weight in 6 to 7 divided doses per week. 
This preparation contains 12.0 mg of the active ingredient in a cartridge. In any case, strictly follow the 

instructions. 
・Be sure to choose a different injection site each time. 
・If you feel sharp pain or if you see the bloodstream flow back when you insert the needle, remove the needle 

immediately and inject into another site. 
・Do not share this medicine between patients, as it may cause infection. 
・If you miss a dose, use the missed dose as soon as possible. You should never use two doses at one time. In 

addition, tell your doctor that you have forgotten the injection. 
・If you accidentally use more than your prescribed dose, decrease in blood glucose (hunger, cold sweat, pale face, 

easy fatigability, trembling limbs, convulsion, decreased consciousness) may occur, then followed by increase in 

blood glucose (malaise, weight loss, thirst, excessive water drinking, increased urine output). In addition, 

excessive administration of this medicine for a long period of time may cause symptoms of acromegaly (enlargement 

of peripheral parts of the body, such as forehead, nose, jaw and limbs). If these symptoms occur, contact your 

doctor immediately. 
・Do not stop using this medicine unless your doctor instructs you to do so. 

Precautions while taking this medicine 
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・Periodical tests of blood glucose levels, HbA1c, etc. are performed, since the use of this medicine may decrease 

insulin sensitivity. In addition, state of disease associated with diabetes mellitus such as diabetic retinopathy is 

periodically checked in diabetic patients. If symptoms such as reduced visual acuity, narrowing of visual field, 

defect in the visual field and distorted vision occur, consult with your doctor. 
・Thyroid function may be periodically tested. If hypothyroidism (easy fatigability, swelling of eyelid, intolerance to 

cold, weight gain, constant sleepiness, constipation, hoarseness, hair loss) occurs or worsens, appropriate 

treatment should be given. 
・Physical and X-ray examinations are periodically performed, since spine deformity (scoliosis) may progress 

excessively in the treatment of short stature in Prader-Willi syndrome without epiphyseal arrest. 
・Blood test and X-ray examination (measurement of bone age) are periodically performed before and while using this 

medicine in the treatment of SGA dwarfism without epiphyseal arrest. 
 

Possible adverse reactions to this medicine 
The most commonly reported adverse reactions include nausea, cardiac murmur, blister, eczema, edema, 

aggressiveness, hair loss, joint pain, weight gain, unstable lower limbs, bleeding at the injection site, headache, 

infectious soft wart, adenoid hypertrophy, pain and injection site reaction. If any of these symptoms occur, consult 

with your doctor or pharmacist. 
The symptoms described below are rarely seen as initial symptoms of the adverse reactions indicated 
in brackets. If any of these symptoms occur, stop taking this medicine and see your doctor 
immediately. 

・muscle spasmodically contracting [convulsion] 

・sweating, weight loss, increase in pulse rate [hyperthyroidism] 

・general edema, decreased urine output, respiratory distress [nephrotic syndrome] 

・dry mouth, excessive water drinking, easy fatigability [diabetes mellitus] 
The above symptoms do not describe all the adverse reactions to this medicine. Consult with your 
doctor or pharmacist if you notice any symptoms of concern other than those listed above. 
Storage conditions and other information 

・Keep out of reach of children. Store at 2 to 8 degrees Celsius, away from light and avoid freezing. 
・After dissolution, use within 4 weeks while being attached to injector or dissolver for exclusive use, and store at 2 to 

8 degrees Celsius, away from light and avoid freezing. Do not use if it is frozen after dissolution. 
・Discard the remainder. Do not store them. If you do not know how to dispose of the unused medicines, seek advice 

of your pharmacy or medical institution. Do not give the unused medicines to others. 
・Discard used injection needles and cartridge in a dedicated trash container as directed by the medical institution. 

For healthcare professional use only      /    / 

 

 

For further information, talk to your doctor or pharmacist. 


