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

Revised: 11/2022 
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:NGENLA Inj.24mg Pens 
Active ingredient:Somatrogon (genetical recombination) 

Dosage form:colorless to pale yellow and limpid injectable solution 
Imprint or print on wrapping:  

Effects of this medicine 
This medicine is a long-acting human growth hormone preparation with an extended in vivo half-life by adding an 

amino acid sequence derived from human chorionic gonadotropin to human growth hormone, and has a 

growth-promoting effect. 
It is usually used to treat growth hormone deficiency short stature without epiphyseal closure. 

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. 
If you have diabetes mellitus, impaired glucose tolerance or risk factors for diabetes mellitus. 
If you have a history of brain tumor. 
If you have cardiac disorder or renal dysfunction. 

・If you are 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)) 
・In general, inject subcutaneously 0.66 mg of the active ingredient per kilogram of the body weight once a week. This 

preparation contains 24 mg of the active ingredient in a cartridge. Strictly follow the instructions. 
・You may self-inject this medicine if you or your family have received appropriate training at a medical facility for 

self-injection at home. 
・Be sure to read the "Instruction Manual" before self-injecting. 
・This medicine should be injected once a week on the same day of the week. 
・If it is necessary to change the determined day of the week for the injection, the administration interval before and 

after the change should be at least 3 days. 
・Inject this medicine into the abdomen, thighs, buttocks or upper arms. Rotate the injection site each time and be 

sure not to inject into the same site repeatedly in a short period of time. 
・Use a type A dedicated injection needle that conforms to JIS T 3226-2. 
・A new injection needle should be attached immediately before each injection. Discard the needle after injection. 
・If any problems such as leakage of solution are observed when the needle is attached, replace the needle with a new 

one or take other appropriate measures. 
・Do not share the same injection devices of this medicine with others. 
・Do not use the cartridge if turbidity or yellowing is observed. 
・If your dosage exceeds the limit of the amount of the settable dose at a time, inject in divided doses. 
・If you miss a dose, inject it as soon as you remember when it is within 3 days of the pre-determined date of 

administration and then follow your regular dosing schedule. If more than 3 days have passed since the scheduled 

injection date, skip the missed dose and inject on the next pre-determined day of the week. You should never 

inject two doses at one time. 
・If you accidentally inject more than your prescribed dose, consult with your doctor or pharmacist. 
・Do not stop using this medicine unless your doctor instructs you to do so. 

Precautions while taking this medicine 
・Serum insulin-like growth factor (IGF-I) levels are periodically tested. 
・Periodical tests of blood glucose levels, HbA1c, etc. are performed, since the use of this medicine may decrease 

insulin sensitivity. 
・Thyroid function is periodically tested. If hypothyroidism (fatigue, swelling of eyelid, intolerance to cold, weight 

gain, constant sleepiness, constipation, hoarseness, hair loss) occurs or worsens, appropriate treatment should be 
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given. 
・Symptoms of intracranial hypertension (convulsion, decreased consciousness, headache, vomiting) may worsen or 

recur. If any of the following symptoms such as visual abnormalities, headache, nausea or vomiting is observed, this 

medicine may be discontinued or the dose may be decreased and a fundus examination may be performed. 
 

Possible adverse reactions to this medicine 
The most commonly reported adverse reactions include injection site reaction (pain, erythema, itch, swelling, etc.), 

pain in limbs, anemia, headache, increased appetite and idiopathic hives. 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, increased pulse [hyperthyroidism] 

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

・dry mouth, drinking large amounts of water, fatigue [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 in the refrigerator (at 2 to 8 degrees Celsius) and avoid freezing. 
・After starting to use this medicine, store in the refrigerator (at 2 to 8 degrees Celsius) with the pen cap and use 

within 4 weeks. Do not use if the solution has run out or the expiration date has passed. 
・If this medicine remains, do not store, but discard it. Please consult with your pharmacy or medical institution, since 

appropriate disposal of the unused medicines requires attention. Do not give the unused medicines to others. 
・Discard used needles and medicine in a dedicated disposal container as directed by the medical institution. 

For healthcare professional use only      /    / 

 

 

For further information, talk to your doctor or pharmacist. 


