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Drug Information Sheet("Kusuri-no-Shiori") 
Internal 

Revised: 04/2022 
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:Provera Tablets 2.5mg 
Active ingredient:Medroxyprogesterone acetate 

Dosage form:orange tablet with split line, diameter: 6.5 mm, thickness: 2.6 mm 

Print on wrapping:プロベラ 2.5mg, Provera 2.5mg, U  

Effects of this medicine 
This medicine is a female hormone (progesterone) preparations, has the effect on the endometrial secretion and 

maintenance of pregnancy and improves the symptoms that occur due to progesterone deficiency.  
It is usually used to treat abnormal menstruation, functional uterine bleeding (irregular bleeding from the uterus), 

infertility, miscarriage and premature birth. 

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: thrombotic disease such as cerebral infarction, myocardial infarction or thrombophlebitis or its history, 

liver disorder/liver disease, undiagnosed genital bleeding, urinary tract bleeding or missed abortion. 
・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, for adults, take 1 to 6 tablets (2.5 to 15 mg of the active ingredient) in 1 to 3 divided doses per day. 

Strictly follow the instructions. 
・If you miss a dose, take the missed dose as soon as possible. If it is almost time for the next dose, skip the missed 

dose and follow your regular dosing schedule. You should never take two doses at one time. 
・If you accidentally take more than your prescribed dose, consult with your doctor or pharmacist. 
・Do not stop taking this medicine unless your doctor instructs you to do so. 

Precautions while taking this medicine 
・For patients with amenorrhea, abnormal menstrual cycle (infrequent menstruation, frequent menstruation), 

abnormal menstrual blood loss (hypomenorrhea, menorrhagia), functional uterine bleeding or infertility due to 

luteal dysfunction, the absence of pregnancy should be thoroughly confirmed by medical interview, gynecological 

examination, record of basal body temperature and immunological pregnancy test if you have reproductive 

potential. 
・If you take this medicine in the early/middle stage of pregnancy, external genital virilism in female fetus or 

feminization in male fetus may occur. Avoid taking large doses of this medicine or taking this medicine for long 

periods. 
・If you are breastfeeding, consult with your doctor, since lacteal transfer has been reported in animal studies (rat). 
 

Possible adverse reactions to this medicine 
The reported adverse reactions include rash, abnormal liver function, jaundice, edema, weight gain, loss of appetite, 

nausea/vomiting, abdominal pain, abdominal bloating, diarrhea, dizziness, headache, sleepiness, nervousness, 

insomnia, depression, breast pain, menstrual abnormalities, uterine bleeding, galactorrhea, moon face, amenorrhea, 

cervicovaginal erosion, changes in fluor (vaginal discharge), malaise, fever, chills, alopecia, hairiness, acne, itch and 

hives. If the symptom occurs, 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. 

・severe headache, chest pain, pain/edema of lower limbs [thrombosis] 

・respiratory distress, general edema, high blood pressure [congestive heart failure] 

・respiratory distress, generalized hot flashes, hives [shock, anaphylaxis] 

・focus disorder/loss of vision, bulging eyes, double vision [papilledema] 
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 
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・Keep out of reach of children. Store at room temperature (1 to 30 degrees Celsius), away from direct sunlight and 

moisture. 
・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. 

For healthcare professional use only      /    / 

 

 

For further information, talk to your doctor or pharmacist. 


