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PATIENT INFORMATION LEAFLET 
 

CORTİPOL 250 mg Powder and Solvent for Solution for I.M./I.V Injection 

Intramuscular or intravenous administration.  

Sterile 

 

 Active substance: Each ampoule contains 250 mg methylprednisolone sodium succinate equivalent 

to 188.5 mg methylprednisolone. 

   Solvent ampoule contains 4 ml water for injection.  

 Excipients: Sodium phosphate dibasic (anhydrous), sodium chloride, water for injection  

 

Before using this medicine, read all of this PATIENT INFORMATION LEAFLET carefully. 

Because, this leaflet includes important information for you. 

 Keep this PATIENT INFORMATION LEAFLET. You may need to read it again. 

 If you have any further questions, ask your doctor or pharmacist. 

 This medicine has been prescribed for you. Do not pass it on to others. 

 During the use of this medicine, tell that you are using this medicine when you go to a doctor or 

hospital. 

Follow these instructions exactly as written. Do not use higher or lower dose other than your 

recommended dose. 

 

The following subjects are covered herein: 

 

1. What is CORTİPOL and what is it used for?  

2. Before you are given CORTİPOL  

3. How you will given CORTİPOL?  

4. Possible side effects  

5. How to store CORTİPOL?  
  

1. What is CORTİPOL and what is it used for?  

 CORTİPOL is a white cake and solvent for injection. It contains methylprednisolone sodium 

succinate. It belongs to a group of medicines called corticosteroids. Corticosteroids are produced 

naturally in your body and are important for many body functions.  

 

 Each pack of CORTİPOL contains one colorless glass ampoule of white lyophilized cake and one 

ampoule of solvent.  

 

 CORTİPOL can help following surgery (e.g. organ transplants), flareups of the symptoms of 

multiple sclerosis or other stressful conditions increasing the corticosteroids in your body. These 

include inflammatory or allergic conditions affecting the:  

- Brain (e.g. a tumour or meningitis, an inflammation of the meninx)  

- Stomach and intestines (e.g. Crohn’s disease and ulcerative colitis, inflammatory bowel 

diseases)  

- Blood and blood vessels (e.g. leukemia, a kind of blood cancer)  

- Eye (e.g, optic neuritis, uveitis, irid, respectively, inflammatory diseases of eye nerve, 

various layers of the eye)  

- Joints (e.g., rheumatoid arthritis, rheumatic fever)  
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- Lungs (asthma, severe allergy or hypersensitivity, tuberculosis or breathing in vomit or 

stomach contents)  

- Muscle (e.g, dermatomyositis and polymyositis with muscle weakness caused by the 

inflammation and destruction in the muscles)  

- Skin (e.g. inflammation of the skin and eyes around the eye, swelling and redness called 

Stevens-Johnson Syndrome) 

 

CORTİPOL may be prescribed to treat conditions other than those listed above. Ask your doctor if you 

are unsure why you have been given this medicine.  

 

2. Before you are given CORTİPOL  

DO NOT USE CORTİPOL under the following circumstances  

If:  

 You are hypersensitive (allergic) to methylprednisolone, other steroid drugs, or other excipients 

contained in CORTİPOL,  

 You have any fungal infection spread to the internal organs,  

 You have a generalized infection that does not receive any special treatment.  

 Not for intrathecal use (via injection into the spinal canal).  

  

USE CORTİPOL with CAUTION if 
If:  

 If you are taking long-term steroid therapy (do not stop the treatment abruptly because your 

adrenal glands will reduce or stop the hormone production function)  

 You have been in contact with someone with chickenpox and measles (immune system can be 

suppressed, so the sensitivity to infections increases. In case of contact, tell your doctor 

immediately),  

 You have osteoporosis (bone thinning),  

 You have hypertension (high blood pressure),  

 You have severe mood disorders (depression, those who have previously had severe mental 

disorders with such drugs), psychological disorder  

 You have diabetes or there is a family history of diabetes,  

 You have tuberculosis or have had tuberculosis in the past,  

 You have glaucoma (increased pressure in the eye) or there is a family history of glaucoma,  

 You have a herpes virus induced infection of the eye,  

 You had a heart attack,  

 You have heart problems, including heart failure,  

 You have hypothyroidism (an under-active thyroid),  

 You have liver or renal failure,  

 You have Kaposi's sarcoma (a type of skin cancer),  

 You have had muscle problems (pain or weakness) while taking CORTİPOL like drugs in the 

past,  

 You have myasthenia gravis (a condition causing fatigue and muscle weakness),  

 You have a gastrointestinal disease such as ulcer, peritonitis, ulcerative colitis, abscess, 

diverticulitis (increased risk of bleeding and perforation),  

 You have thrombophlebitis (superficial venous inflammation),  

 You have epilepsy (seizures).  

 Care should be taken with vaccination. Live vaccines should be avoided. Effectiveness of dead 



3/11 

 

vaccines cannot be ensured.  

 It should be used with caution in the elderly.  

 Children should be carefully monitored for growth because they can do growth retardation in 

children.  

 The treatment should be discontinued slowly in patients receiving treatment for more than 6 

weeks, patients who receive daily doses of more than 32 mg, patients receiving repeated doses of 

corticosteroid therapy, and in patients taking the drug dose usually in the evening as abrupt 

discontinuation of therapy may produce symptoms such as exacerbations of disease symptoms.  

 If you are treated for a long time, intervening disease, surgery or trauma may increase your need 

for medication. Consult your doctor.  

 Before having any operation, tell your doctor, dentist or anesthesiologist that you use this 

medicine.  

 If you are a patient with systemic sclerosis (autoimmune disease), you should inform your doctor 

before using CORTİPOL. In case of use of prednisolone (and equivalent) at a dose of 15 mg or 

more per day for scleroderma, the risk of a serious problem known as Scleroderma Renal Crisis 

may increase. Scleroderma Renal Crisis symptoms are increased blood pressure and decreased 

urine volume. Your doctor may recommend blood pressure monitoring and urine tests. 

 

If these warnings apply or applied to you, please consult your physician. 

 

Using CORTİPOL with food and beverages 
No interaction with food and drinks because of the route of administration.  

  

Pregnancy  
Please consult your physician or pharmacist before taking the drug. 

  

You must tell your doctor if you are pregnant, you become pregnant while using CORTİPOL or are 

planning to have a baby in the near future as this medicine could slow the baby’s growth.  

Your doctor will decide whether you can use CORTİPOL during pregnancy.  

  

If you realize that you are pregnant during your treatment, immediately consult your physician or 

pharmacist.  

  

Lactation 
Please consult your physician or pharmacist before taking the drug. 

  

The active substance of CORTİPOL passes into breast milk. Your doctor will decide whether to stop 

breastfeeding or to stop the treatment with CORTİPOL. The benefit of breastfeeding for the child and 

the benefit of CORTİPOL for the mother will be considered for the decision.  

 

Ability to drive and use machines 
Some possible side effects of CORTİPOL may pose a risk to driving and using machinery as they may 

impair concentration and mobility.  

  

Vital information regarding some of the excipients contained in CORTİPOL  
This medicinal product contains less 1 mmol (23 mg) sodium per ml, i.e it is essentially “sodium free”. 

  

Use in combination with other drugs 

You should tell your doctor if you are taking any of the following medicines before taking CORTİPOL:  

- Digitalis glycosides used for heart failure and/or irregular heart beat  
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- Antihypertensives and diuretics used in hypertensive patients  

- Acetazolamide used to treat glaucoma (pressure in the eye) and epilepsy  

- Carbenoxolone and cimetidine used for stomach disorders  

- Antidiabetic drugs used in patients with diabetes  

- Erythromycin, an antibiotic used in the treatment of various infections  

- Ciclosporin used to treat conditions such as severe rheumatoid arthritis, severe psoriasis or 

following an organ or bone marrow transplant  

- Anticoagulants used to thin the blood (coumarin derivatives)  

- Rifampicin and rifabutin, antibiotics used to treat tuberculosis  

- Carbamazepine, phenytoin and barbiturates used to treat epilepsy  

- Aminoglutethimide used for treating cancer  

- Ketoconazole or itraconazole used to treat fungal infections  

- Diltiazem or mibefradil used for heart problems or high blood pressure  

- Anticholinesterases used to treat myasthenia gravis, a muscle condition  

- Neuromuscular blocking agents used in some surgical procedures  

- Oral contraceptives (estrogens)  

- Acetylsalicylic acid and medicines known as non-steroidal antiinflammatory medicines  

 

Tell your doctor if you have recently had, or about to have any vaccination. You should not have live 

vaccines while using this medicine. Other vaccines may be less effective.  

  

You should tell your doctor or nurse that you are taking CORTİPOL if you will take an allergy test. 

 

Do not take this medicine with alcohol as it may increase irritation in the stomach.  

  

The use of CORTİPOL reduces calcium absorption. In this case, the use of caffeine should be reduced.  

  

Do not take the St. John's wort (or Hypericum perforatum), Cat’s claw and echinacea while using 

CORTİPOL.  

 

If you are currently taking or recently took any prescribed or over-the-counter drugs, please inform 

your physician or pharmacist. 

  

3. How you will be given CORTİPOL?  

 Instructions regarding correct use and dosage/administration frequency: 
Your doctor will decide on the site of injection, how many injections you will receive depending on the 

condition being treated and its severity. Your doctor will inject the lowest dose for the shortest possible 

time to get effective relief of your symptoms.  

  

The administration will be over at least 5 minutes. For larger doses may take 30 minutes or more. Large 

doses should normally be used for only 2 to 3 days.  

  

 Route and method of administration:  
CORTİPOL is given as an injection into a muscle or as an infusion (dropwise) into a vein. In case of 

emergency it is given into a vein slowly by injection. The desired dose may be administered 

intravenously (over a period of several minutes). Intramuscular injections should be deep.  

 

 Various age groups:  
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Use in children:  
Corticosteroids can affect growth in children so your doctor will prescribe the lowest dose that will be 

effective for your child.  

 

Use in elderly:  
Treatment will normally be the same as for younger adults, however your doctor may want to see you 

more regularly for the undesirable effects of the medicine.  

  

 Special usage cases:  

 

Renal failure/ Hepatic Failure:  
Controlled use of CORTİPOL is required in patients with hepatic failure.  

  

If you are under the impression that the effect CORTİPOL is too strong or weak, consult your 

physician or pharmacist. 

 

If you have taken more CORTİPOL than you should have:  
Since this medication will be administered by a qualified healthcare professional, it is unlikely that you 

take more CORTİPOL than you should. If you think you have been given too many injections please 

speak to your doctor immediately. 

 

If you have used CORTİPOL more than you should have or more than prescribed, consult a 

physician or a pharmacist. 

 

If you forget to take CORTİPOL:  
As you will be given this medicine by a specialized healthcare professional, necessary measures will be 

taken to prevent such a situation. If you think you missed a dose you should speak to your doctor 

immediately.  

  

Do not double-dose to make up for forgotten doses. 

  

Possible effects once CORTİPOL treatment is concluded  
Your doctor will inform you on the duration of your treatment with CORTİPOL. Do not stop the 

treatment early without consulting your doctor, even if you feel good.  

 

Consult your doctor or pharmacist if you have other questions about the use of this medicine. 

  

4. Possible side effects  
Like all medicines, CORTİPOL may cause side effects in patients sensitive to its ingredients.  

Following side effects may occur as a result of the use of CORTİPOL.  

  

Common side effects (may be seen in less than 1 in 10 patients but more than 1 in 100 patients):  

 Mental health problems can happen while taking steroids including methylprednisolone. These 

problems are common in both adults and children. They can affect about 5 in every 100 people 

taking medicines like methylprednisolone.  

 Feeling depressed (psychological breakdown) including suicide  

 Feeling high or moods that go up and down  

 Feeling anxious, having problems sleeping, difficulty in thinking or being confused and losing 

your memory.  
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 Feeling, seeing or hearing things which do not exist.  

 Having strange and frightening thoughts, changing how you act or having feelings of being 

alone.  

 

Not known (Cannot be estimated from the available data):  

 Allergic reactions such as skin rash, swelling of the face or wheezing and difficulty breathing. 

This type of side effect is rare but can be serious.  

 Acute pancreatitis (stomach pain spreading to your back, possibly accompanied by vomiting, 

shock and loss of consciousness)  

 Burst or bleeding ulcers. Symptoms of which are stomach pain (especially if it seems to spread to 

your back), bleeding from the back passage, black or bloodstained stools and/or vomiting blood  

 Infections This medicine can hide or change the signs and symptoms of some infections, or 

reduce your resistance to the infection, so that they are hard to diagnose at an early stage. 

Symptoms might include a raised temperature and feeling unwell. Symptoms of a flare up of a 

previous tuberculosis infection could be coughing blood or pain in the chest. Symptoms of a 

previous malaria infection could involve chills and fever. CORTİPOL may also make you more 

likely to develop a severe infection  

 Pulmonary embolus (blood clots in the lung). Symptoms include sudden sharp chest pain, 

breathlessness and coughing up blood  

 Raised pressure within the skull of children (pseudotumor cerebri) Symptoms of which are 

headaches with vomiting, lack of energy and drowsiness. This side-effect usually occurs after 

treatment is stopped  

 Thrombophlebitis (blood clots or thrombosis in a leg vein). Symptoms of which include painful 

swollen, red and tender veins.  

 Problems with the pumping of your heart (heart failure), symptoms of which are swollen ankles, 

difficulty in breathing and palpitations (awareness of heart beat) or irregular or very fast or slow 

pulse  

 High blood pressure, symptoms of which are headaches, or generally feeling unwell.  

 Increased numbers of white blood cells (leucocytisis).  

 Swelling and high blood pressure, caused by increased levels of water and salt content  

 Cramps and spasms, due to the loss of potassium from your body. In rare cases this can lead to 

congestive heart failure (when the heart cannot pump properly).  

 Nausea (feeling sick) or vomiting (being sick)  

 Thrush in the gullet (discomfort when swallowing)  

 Indigestion  

 Bloated stomach  

 Lasting hiccups especially at high doses  

 Glaucoma (raised pressure within the eye, causing pain in the eyes and headaches)  

 Swollen optic nerve (papillioedema, indicated by sight disturbances).  

 Damage to the optic nerve or cataracts (indicated by failing eyesight)  

 Thinning of the clear part at the front of the eye (cornea) or of the white part of the eye (sclera)  

 Worsening of viral or fungal eye infections  

 Protruding of the eyeballs (exophthalmos)  

 Blurred or double vision.  

 Slowing of normal growth in infants, children and adolescents which may be permanent  

 Irregular or no periods in women  
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 Excessive growth of bodily and facial hair in women (hirsutism)  

 Round or moon-shaped face (Cushingoid facies)  

 Increased appetite and weight gain  

 Diabetes or worsening of existing diabetes  

 Prolonged therapy can lead to lower levels of some hormones which in turn can cause low blood 

pressure and dizziness. This effect may persist for months.  

 The amount of certain chemicals (enzymes) called transaminase, aspartate transaminase and 

alkaline phosphatase that help the body digest drugs and other substances in your body may be 

raised after treatment with a corticosteroid. The change is usually small and the enzyme levels 

return to normal after your medicine has cleared naturally from your system. You will not notice 

any symptoms if this happens, but it will show up if you have a blood test.  

 Suppression or modification of reactions to skin tests, such as that for tuberculosis. Increased 

susceptibility to infections.  

 Muscle weakness or loss.  

 Brittle bones.  

 Broken bones or fractures.  

 Breakdown of bone due to poor circulation of blood, this causes pain in the hip  

 Torn muscle tendons causing pain and/or swelling  

 Muscle cramps or spasms  

 Acne  

 Poor wound healing  

 Thinning of the skin  

 Bruising  

 Small purple/red patches on the skin  

 Pale or darker patches on your skin, or raised patches which are unusual colour  

 Scleroderma Renal Crisis in patients with scleroderma. Scleroderma Renal Crisis symptoms are 

increased blood pressure and decreased urine volume. 

 

If you notice any side effect not mentioned in this leaflet, please inform your doctor or pharmacist.  

 

5. How to store CORTİPOL?  
Keep CORTİPOL out of the sight and reach of children, and in its original packaging. 

 

Store at room temperature below 25°C. Use immediately after reconstitution.  

Use in compliance with the expiry date.  

 

Do not throw away drugs that have expired or are not used! Deliver to the collection system determined 

by the Ministry of Environment and Urbanism. 

Do not use CORTİPOL after the expiry date which is stated on the packaging. 
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Do not use CORTİPOL if you notice defects on the product and/or its packaging.  

 

Marketing Authorization 

Holder: 

POLİFARMA İLAÇ SAN. VE TİC. A.Ş. 
Vakıflar OSB Mahallesi, Sanayi Caddesi, 
No:22/1 

Ergene/TEKİRDAĞ/TURKEY 

Tel: +90 282 675 14 04 

Fax: +90 282 675 14 05 

e-mail: info@polifarma.com.tr 

 

Manufacturer (ampoule):  AROMA İLAÇ SANAYİ LTD. ŞTİ. 
Vakıflar OSB Mahallesi, Sanayi Caddesi, 
No:22/1 Kat: 2 

Ergene/TEKİRDAĞ/ TURKEY 

Tel: +90 282 675 10 06 

Fax: +90 282 675 14 05 

 

Manufacturer (solvent 

ampoule): 

İDOL İLAÇ DOLUM SAN. VE TİC. A.Ş. 
Davutpaşa Cad. Cebealibey Sok.  

No:20 34010 Topkapı/İSTANBUL 

 

This patient leaflet was approved on 07.02.2019.  
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THE FOLLOWING INFORMATION IS FOR HEALTHCARE PROFESSIONALS: 

 

Posology / frequency and duration of administration  
As adjunctive therapy in life threatening conditions, the recommended dose is 30 milligrams per kg of 

methylprednisolone sodium succinate, given IV over a period of at least 30 minutes. This dose may be 

repeated every 4 to 6 hours for up to 48 hours.  

 

Dosing schedule for high dosing in corticosteroid responsive diseases in exacerbation and/or 

unresponsive to standard therapy:  

 

 Rheumatic disorders: 1 gm/day for 1, 2, 3 or 4 days IV or 1 gm/month for 6 months IV.  

 Systemic lupus erythematosus: 1 gm/day for 3 days IV.  

 Multiple sclerosis: 1 gm/day for 3 days IV or 1 gm/day for 5 days IV.  

 Oedematous states e.g. glomerulonephritis, lupus nephritis: 30 mg/kg every other day for 4 days 

IV or 1 gm/day for 3, 5 or 7 days IV.  

 

The regimen should be administered over at least 30 minutes and may be repeated if improvement has 

not occurred within a week after therapy or as patient's condition dictates.  

 

Terminal Cancer – Quality of Life  

 

Prospective controlled studies have shown that Methylprednisolone 125 milligrams administered 

intravenously daily for up to eight weeks, significantly improves quality of life in patients with terminal 

cancer.  

 

Prevention of nausea and vomiting associated with cancer chemotherapy. Suggested dosing: Mild to 

moderately emetogenic chemotherapy: Administer Methylprednisolone sodium succinate 250 

milligrams IV over at least five minutes one hour before chemotherapy, at the initiation and at the end of 

chemotherapy,  

 

A chlorinated phenothiazine may also be used with the first dose of methylprednisolone sodium 

succinate for increased effect. Severely emetogenic chemotherapy: Administer methylprednisolone 

sodium succinate 250 milligrams IV over at least 5 minutes with appropriate doses of metoclopramide 

or a butyrophenone one hour before chemotherapy at the initiation and at the end of chemotherapy.  

 

Acute Spinal Cord Injury: The treatment should begin within 8 hours of injury.  

 

Patients started treatment within 3 hours of injury: Administer intravenously 30 mmg/kg in a bolus dose 

over a 15 minutes period, followed by a 45 minute pause, and then a continuous infusion of 5.4 mg/kg 

per hour for 23 hours.  

 

Patients started treatment within 3 to 8 hours of injury: Administer intravenously 30 mmg/kg in a bolus 

dose over a 15 minutes period, followed by a 45 minute pause, and then a continuous infusion of 5.4 

mg/kg per hour for 47 hours.  

 

There should be a separate intravenous site for the infusion pump. The treatment should begin within 8 

hours of injury.  
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Pneumocystis carinii pneumonia in patients with AIDS: Different dosage schedules have been used. 

One approach is to administer 40 mg methylprednisolone sodium succinate every 6 to 12 hours with 

gradual tapering over a maximum of 21 days or until the end of the pneumocystis therapy. Therapy 

should be started within 72 hours of initial anti-pneumocystis treatment.  

 

Anaphylactic reactions: Adrenaline or noradrenaline should be administered first for an immediate 

haemodynamic effect, followed by intravenous injection of CORTİPOL with other accepted 

procedures.  

 

Hypersensitivity reactions: CORTİPOL is capable of providing relief of symptoms within 30 minutes to 

two hours. In patients with status asthmaticus CORTİPOL may be given at a dose of 40 mg 

intravenously, repeated as dictated by the patient response. In some asthmatic patients it may be of 

advantage to administer the product as a slow drop infusion over a time period of several hours.  

 

In graft rejection reactions following transplantation: The daily dose may need to be increased up to 1 g. 

Although the dose and protocol may vary in studies using methylprednisolone sodium succinate in the 

treatment of graft rejection reactions, published literature supports this dose (500 mg-1 g commonly 

used for acute rejection). In general, high-dose corticosteroid therapy should be given until the patient is 

in a stable condition and should never exceed 48-72 hours, depending on the condition of the patient.  

 

Cerebral oedema: Corticosteroids are used to reduce or prevent the cerebral oedema associated with 

brain tumours.  

 

In patients with oedema due to tumour, tapering the dose of corticosteroid appears to be important in 

order to avoid a rebound increase in intracranial pressure. If brain swelling does occur as the dose is 

reduced, restart larger and more frequent doses parenterally. 

 

The following are suggested dosage schedules for oedemas due to brain tumour.  

 

Schedule A (1) Dose (mg) Route Interval (hour) Duration 

     

Pre-operative 20 IM 3-6  

     

During surgery 20-40 IV 1  

     

Post-operative 20 IM 3 24 hours 

 16 IM 3 24 hours 

 12 IM 3 24 hours 

 8 IM 3 24 hours 

 4 IM 3 24 hours 

 4 IM 6 24 hours 

 4 IM 12 24 hours 

 

 

Schedule B (2) Dose (mg) Route Interval (hour) Duration 

     

Pre-operative 40 IM 6 2-3 

     

Post-operative 40 IM 6 3-5 

     

 20 Oral 6 1 
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 12 Oral 6 1 

 8 Oral 8 1 

 4 Oral 12 1 

 4 Oral  1 

 

 

Therapy should be discontinued after 10 days.  

  

In other indications, initial dosage will vary from 10 to 500 mg. Larger doses may be required for short 

term management of severe, acute conditions. The initial dose, up to 250 mg, should be given 

intravenously over a period of at least 5 minutes, doses exceeding 250 mg should be given intravenously 

over a period of at least 30 minutes. Not less than 0.5 mg/kg for 24 hours. Subsequent doses may be 

given intravenously or intramuscularly at intervals dictated by the patient's response and clinical 

condition. Corticosteroid therapy is an adjunct to, and not replacement for, conventional therapy.  

  

Method of administration:  
Following reconstitution of the ampoule containing lyophilized cake with the Solvent, it may be 

administered by IM injection or by IV infusion. The preferred method for initial emergency use is 

intravenous injection. The desired dose may be administered intravenously (over a period of several 

minutes). Intramuscular injections should be deep.  

Perfusion should be performed in isotonic solutions (saline or glucose).  

 

When reconstituted with water for injection as recommended, a solution containing 47 mg of 

methylprednisolone per ml is obtained. Use immediately after reconstitution.  

  

Additional information on special populations:  
  

Renal / Hepatic Failure:  
Controlled use of CORTİPOL is required in patients with renal and hepatic failure.  

In lupus nephritis: High dose general treatment, IV administration: 1 g / day for 3 days.  

  

Pediatric population:  
In the treatment of high dose indications, such as haematological, rheumatic, renal and dermatological 

conditions, a dosage of 30 mg/kg/day to a maximum of 1 g/day is recommended. This dosage may be 

repeated in three consecutive cycles on a daily basis or on every second day. In the treatment of graft 

rejection reactions following transplantation, a dosage of 10 to 20 mg/kg/day for up to 3 days, to a 

maximum of 1 g/day, is recommended. In the treatment of asthmatic states, a dosage of 1 to 4 mg/kg/day 

for 1 - 3 days is recommended.  

 

CORTİPOL may cause growth retardation in children, therefore it should not be used in children unless 

absolutely necessary.  

 

Geriatric population:  
No special administration is required, however, treatment in elderly should be planned bearing in mind 

the more serious undesirable effects of corticosteroids and clinical monitoring is required.  
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