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PATIENTS INFORMATION LEAFLET 

  

MUFİNES 100 mg lyophilized powder for solution for I.V. infusion 

Administered intravenously.  

Sterile 

 

 Active substance: Each vial contains 100 mg of anidulafungin.  

 Excipients: Fructose, mannitol (E421), polysorbate 80 (E433), tartaric acid (E334), sodium 

hydroxide or hydrochloric acid (s.a), water for injection. 

 

 

 

 

 

 

 

 

 

 

What is in this leaflet: 

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

2. What you need to know before you use MUFİNES 

3. How to use MUFİNES? 

4. Possible side effects 

5. How to store MUFİNES 

 

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

MUFINES is available in powder form for a 100 mg infusion solution in 1 vial. The solution 

powder for infusion is a lyophilized solid white to off-white colour. The reconstituted solution 

should be clear and free of visible particles. 

 

The active substance is anidulafungin. 

 

Anidulafungin belongs to a group of medicines called echinocandins. These medicines are used 

to treat serious fungal infections. 

 

Anidulafungin inhibits the production of a component of the fungal cell wall (1,3-β-D-glucan). 

Fungal cells exposed to anidulafungin have incomplete or defective cell walls and become unable 

to reproduce. Anidulafungin is given to treat a type of fungal infection called invasive candidiasis 

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 
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(including candidiasis). This infection settles in the blood and internal organs of the body. The 

infection is caused by fungal cells (yeast) called Candida. 

 

2. What you need to know before you use MUFİNES 

DO NOT USE MUFİNES under the following circumstances 

- If you are allergic (if you are hypersensitive) to anidulafungin that active substance of 

MUFİNES, other echinocandins, or any of the other ingredients of this MUFİNES. 

 

USE MUFİNES WITH CARE in the following cases 

 If you have symptoms of allergic reactions such as itching, wheezing, skin staining, 

 If there are signs of reaction related to infusion such as rash, hives, itching, redness, 

 Inform your doctor if you experience shortness of breath, dizziness or fainting. 

 

Your doctor may decide to monitor your liver function closely if a liver problem develops during 

your treatment. 

 

In addition, if anesthesia is given during treatment with MUFİNES, your doctor may want to 
monitor you closely. 

 

Please consult your doctor if these warnings apply to you, even at any time in the past. 

 

Using MUFİNES with food and beverages 

Since MUFINES is an intravenous drug, it does not interact with food and drink. 

 

Pregnancy 

Consult your doctor or pharmacist before using this medication. 

 

The effect of MUFİNES on pregnant women is not known. Therefore, MUFİNES is not 
recommended during pregnancy. Effective contraception should be used in women of 

childbearing potential. 

 

If you notice that you are pregnant during treatment, consult your doctor or pharmacist 

immediately. 

 

Lactation 

Consult your doctor or pharmacist before using this medication. 

 

It is not known whether MUFİNES is transferred to milk in lactating women. MUFİNES should 
not be used during breastfeeding. Ask your doctor or pharmacist before using MUFINES while 

breastfeeding. 
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Ability to drive and use machines 

No research has been conducted on the effects on the ability to use or drive any machine 

 

Vital information regarding some of the excipients contained in MUFİNES 

This medicine contains fructose (a type of sugar). If you have been told by your doctor that you 

have an intolerance to some sugars, contact your doctor before taking this medicinal product. 

Patients with rare hereditary problems of fructose sensitivity should not use this drug. 

 

This medicinal product contains less than 1 mmol (23 mg) of sodium per vial; it is actually 

sodium-free. 

 

Use in combination with other drugs 

It is not expected that MUFINES will interact with other drugs or make any adjustments to other 

drugs you take. However, do not start another medication or discontinue any medication without 

the consent of your doctor or pharmacist. 

 

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

inform your physician or pharmacist. 

 

3. How to use MUFİNES? 

 Interactions regarding correct use and dosage/ administration frequency: 

MUFİNES will always be prepared and given to you by a doctor or a healthcare professional 

(there is more information about the method of preparation at the end of the leaflet in the section 

for medical and healthcare professionals only). 

 

The treatment starts with 200 mg on the first day (loading dose). This will be followed by a daily 

dose of 100 mg (maintenance dose).  

 

Your doctor will determine the duration of your treatment and how much MUFİNES you will 
receive each day and will monitor your response and condition. 

 

In general, your treatment should continue for at least 14 days after the last day Candida was 

found in your blood. 

 

 Method of administration: 

MUFİNES should be given to you once a day, by slow infusion (a drip) into your vein. This will 

take at least 1.5 hours for the maintenance dose and 3 hours for the loading dose. 

 

 Various age group: 

Use in children: 
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MUFİNES should not be administered to patients under 18 years of age. 

 

Use in elderly: 

No dose adjustment is required. 

 

 Special usage cases: 

Renal / Hepatic failure 

No dose adjustment is required. 

  

If you are under the impression that the effect MUFİNES is too strong or weak, consult your 
physician or pharmacist. 

 

If you have taken more MUFİNES than you should have  

If you have used MUFİNES more than you should have or more than prescribed, consult a 
physician or a pharmacist. 

 

If you forget to take MUFİNES 

As you will be given this medicine under close medical supervision, it is unlikely that a dose 

would be missed. However tell your doctor or pharmacist if you think that a dose has been 

forgotten. 

 

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

 

Possible effects once MUFİNES treatment is concluded 

You should not experience any effects from MUFİNES if your doctor stops MUFİNES treatment. 

 

Your doctor may prescribe another medicine following your treatment with MUFİNES to 

continue treating your fungal infection or prevent it from returning. 

 

If your original symptoms come back, tell your doctor or another healthcare professional 

immediately. 

 

If you have any further questions on the use of this medicine, ask your doctor or pharmacist. 

 

4. Possible side effects 

Like all medicines, people who are sensitive to the substances contained in MUFİNES may have 
side effects, but these effects are not seen in everyone. 

 

Side effects are listed as shown in the following categories. 

Very common: It can be seen in at least 1 in 10 patients. 

Common: It can be seen in less than 1 in 10 patients, but more than 1 in 100 patients. 
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Uncommon: It can be seen in less than 1 in 100 patients, but more than 1 in 1,000 patients. 

Rare: It can be seen in less than 1 in 1,000 patients, but more than 1 in 10,000 patients. 

Very rare: It can be seen less than 1 in 10,000 patients. 

Not known: Unable to estimate from the available data. 

 

If any of the following occurs, discontinue use of the MUFİNES and tell your doctor 
IMMEDIATELY or contact the emergency department of your nearest hospital: 

- Life-threatening allergic reactions (difficulty breathing with wheezing) 

- Exacerbation of existing debris 

 

These are all very serious side effects. If you have one of these, you are allergic to MUFİNES. 
You may need urgent medical attention or hospitalization. 

All of these very serious side effects are very rare. 

 

If you notice any of the following, tell your doctor immediately or contact the emergency 

department of your nearest hospital: 

- Convulsion (seizure) 

- Flushing 

- Rash, pruritis 

- Hot flush 

- Hives 

- Sudden contraction of the muscles around the airways resulting in wheezing or coughing 

- Difficulty of breathing 

 

Other side effects: 

Very common:  

- Low blood potassium (hypokalaemia) 

- Diarrhoea 

- Nausea  

 

Common:  

- Convulsion (seizure) 

- Headache 

- Vomiting 

- Changes in blood tests of liver function 

- Rash, pruritis 

- Changes in blood tests of kidney function 

- Slowing or stopping of bile flow (kolestaz) 

- High blood sugar 

- High blood pressure 

- Low blood pressure 
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- Sudden contraction of the muscles around the airways resulting in wheezing or coughing 

- Difficulty of breathing 

Uncommon:  

- Disorder of blood clotting system 

- Flushing  

- Hot flush 

- Stomach pain 

- Hives 

- Pain at injection site 

 

Not known:  

- Life-threatening allergic reactions 

 

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

pharmacist. 

 

5. How to store MUFİNES 

Keep MUFİNES out of the sight and reach of children, and in its original packaging. 
 

For single use only. 

Store in a refrigerator at 2°C – 8°C. It can be exposed to temperatures up to 25ºC for one time for 

48 hours. 

 

The reconstituted solution can be stored at 2-25 ºC for up to 1 hour. 

 

The diluted infusion solution should be stored at 2-8ºC and used within 24 hours. 

 

Do not freeze. 

 

At the end of the instructions, MUFİNES storage conditions prepared and diluted in the section 
reserved for the healthcare personnel who will administer this medicine are given in detail. 

Use in accordance with expiration dates. 

Do not use MUFİNES after the expiration date printed on its packaging. If you notice any 

irregularities in the product and/or its packaging, do not use MUFİNES. 

Do not dispose of expired or unused medicines! Provide to the collection system determined by 

the Ministry of Environment and Urbanization. 

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

Ergene/TEKİRDAĞ  

Tel: 0282 675 14 04  

Fax: 0282 675 14 05 

 

Manufacturer:    

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

Ergene/TEKİRDAĞ 

Tel: 0282 675 10 06  

Fax: 0282 675 14 05 

 

These patient information leaflet were approved on 05.11.2019 

 

 

 

THE FOLLOWING INFORMATION IS FOR HEALTH STAFF THAT APPLY THIS 

DRUG. 

MUFİNES must be reconstituted with water for injections and subsequently diluted with ONLY 

sodium chloride 9 mg/mL (0.9%) solution for injection or 50 mg/mL (5%) glucose for infusion. 

The compatibility of reconstituted MUFİNES with intravenous substances, additives, or 
medicines other than 9 mg/mL (0.9%) sodium chloride for infusion or 50 mg/mL (5%) glucose 

for infusion has not been established. 

Reconstitution 

Aseptically reconstitute each vial with 30 mL water for injections to provide a concentration of 

3.33 mg/mL. The reconstitution time can be up to 5 mins. The reconstituted solution should be 

clear and free of visible particulate matter. After subsequent dilution, the solution is to be 

discarded if particulate matter or discoloration is identified. 

The reconstituted solution may be stored at 2-25°C. It should be diluted within 1 hour. 

Dilution and Infusion  

Aseptically transfer the contents of the reconstituted vial(s) into an intravenous bag (or bottle) 

containing either 9 mg/mL (0.9%) sodium chloride for infusion or 50 mg/mL (5%) glucose for 
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infusion obtaining an anidulafungin concentration of 0.77 mg/mL. The table below provides the 

volumes required for each dose. 

 

 

Dilution requirements for MUFİNES administration 

Dose 
Number 

of vials 

Total 

reconstituted 

volume 

Infusion 

volume 
A
 

Total 

infusion 

volume 
B
 

Rate of 

infusion 

Minimum 

duration of 

infusion 

100 mg 1 30 mL 100 mL 130 mL 1.4 mL/min 90 min 

200 mg 2 60 mL 200 mL 260 mL 1.4 mL/min 180 min 

A
 Either 9 mg/mL (0.9%) sodium chloride for infusion or 50 mg/mL (5%) glucose for infusion. 

B
 Infusion solution concentration is 0.77 mg/mL. 

 

Parenteral medicines should be visually checked for particulate matter and color change before 

use, as far as the solution and container allow. Discard the solution if any particulate matter or 

discoloration occurs. 

 

The rate of infusion should not exceed 1.1 mg/min (equivalent to 1.4 mL/min when 

reconstituted and diluted per instructions). 

 

If the diluted infusion solution is not to be used immediately, it should be stored at 2-8ºC. Should 

be used within 24 hours. 

 

For single use only. 

 


