
PATIENT PACKAGE INSERT IN ACCORDANCE WITH THE 
PHARMACISTS’ REGULATIONS (PREPARATIONS) – 1986

The medicine is dispensed with a doctor’s prescription only
Name of the medicine, its form and strength

Pioglitazone Inovamed 15
Tablets
Pioglitazone Inovamed 30
Tablets
Pioglitazone Inovamed 45
Tablets
Each Pioglitazone Inovamed 15 tablet contains:
Pioglitazone hydrochloride 15 mg
Each Pioglitazone Inovamed 30 tablet contains:
Pioglitazone hydrochloride 30 mg
Each Pioglitazone Inovamed 45 tablet contains:
Pioglitazone hydrochloride 45 mg
For the list of inactive and allergenic ingredients in the preparation, 
see “Further Information” in section 6. See also “Important information 
about some of the ingredients of the medicine” in section 2 of this 
leaflet.
Read the leaflet carefully in its entirety before using the 
medicine.
This leaflet contains concise information about the medicine. If you 
have further questions, refer to the doctor or pharmacist.
This medicine has been prescribed for the treatment of your ailment. 
Do not pass it on to others. It may harm them, even if it seems to 
you that their medical condition is similar.
The medicine is not intended for children and adolescents below 
the age of 18 years.
1.	WHAT IS THE MEDICINE INTENDED FOR?
The medicine is intended for the treatment of type 2 diabetes  
(non-insulin dependent) in patients whose blood sugar level cannot 
be controlled by treatment with metformin alone.
Pioglitazone Inovamed is given as monotherapy in patients who are 
unable to take metformin and whose blood sugar level cannot be 
controlled by diet or exercise. Pioglitazone Inovamed is also given 
in combination with other medicines for the treatment of diabetes 
(such as metformin, sulphonylurea or insulin) when adequate 
control of blood sugar level has not been achieved.
Pioglitazone Inovamed helps control the blood sugar level by 
improving the response of the body’s cells to insulin produced in 
the body.
Therapeutic group:
The medicine belongs to the thiazolidinedione group for the 
treatment of diabetes.
2.	BEFORE USING THE MEDICINE

Do not use the medicine if:
•	There is known sensitivity to pioglitazone or to any of the 

ingredients of the medicine (see section 6 “Further information” 
and section 2 “Important information about some of the 
ingredients of the medicine”).

•	You suffer or have suffered in the past, from heart failure.
•	You suffer from liver disease.
•	You suffer from diabetic ketoacidosis, a complication of diabetes 

that causes rapid weight loss, nausea or vomiting.
•	You suffer or have suffered in the past, from bladder cancer.
•	You have blood in your urine that your doctor has not yet 

diagnosed.

Special warnings regarding use of the medicine
Before treatment with Pioglitazone Inovamed, tell the doctor 
if:
•	You have known sensitivity to lactose, as the preparation contains 

lactose.
•	You suffer from fluid retention in the body or from heart failure, 

especially in people above 75 years of age. If you are taking  
anti-inflammatory medicines that may also cause fluid retention 
and swelling, consult a doctor.

•	You suffer from an eye disease typical of diabetes called macular 
edema (swelling in the back part of the eye).

•	You suffer from polycystic ovary syndrome, as Pioglitazone 
Inovamed could cause ovulation and increase the chance of 
becoming pregnant. In order to prevent unplanned pregnancy, it 
is recommended to use contraceptives.

•	You suffer from a liver or heart problem. Before starting treatment 
with Pioglitazone Inovamed, you should perform blood tests to 
assess liver function. It may be necessary to repeat the tests 
during treatment. Certain people who had suffered from diabetes 
for many years and from heart disease or stroke, who took 
Pioglitazone Inovamed and insulin, developed heart failure. Inform 
the doctor as soon as possible if you experience signs of heart 
failure such as: unusual shortness of breath or a sharp increase 
in body weight or localized edema (swelling).

Warnings
•	If you take additional medicines for diabetes, precautionary 

measures should be taken to avoid the development of a condition 
of low blood sugar level (hypoglycemia).

•	Blood tests should be performed at a frequency determined by 
your doctor, as there may be a reduction in blood count (anemia).

•	A high number of bone fractures have been observed in patients 
treated with this medicine, particularly in women. Consult the 
doctor.

Drug interactions
If you are taking, or have recently taken, other medicines, 
including non-prescription medicines and nutritional 
supplements, tell the doctor or pharmacist.
In particular, if you are taking:
•	Gemfibrozil (to lower cholesterol)
•	Rifampicin (to treat tuberculosis and other infections)
In case you are taking either of these medicines, blood sugar levels 
should be tested in order to assess the appropriate dosage of 
Pioglitazone Inovamed.
Use of the medicine and food
Pioglitazone Inovamed can be taken with or without food. Swallow 
with a glass of water.
Pregnancy and breastfeeding
If you are pregnant, think you are pregnant or are planning a 
pregnancy, are breastfeeding or are planning to breastfeed, tell 
the doctor. He may recommend that you stop using the medicine.
Children and adolescents
This medicine is not recommended for use by children and 
adolescents below the age of 18 years.
Driving and operating machinery
The medicine does not impair the ability to drive or operate 
machinery, but exercise caution if you experience vision impairment 
during treatment.
Important information about some of the ingredients of the 
medicine
This medicine contains lactose monohydrate, which is a type 
of sugar. If you have been told by the doctor that you have an 
intolerance to lactose or you are unable to digest certain sugars, 
consult with a doctor before taking this medicine.
3.	HOW SHOULD YOU USE THE MEDICINE?
Always use the preparation according to the doctor’s instructions.
Check with the doctor or pharmacist if you are uncertain about the 
dosage and treatment regimen of the preparation.
Use this medicine at set times as determined by the attending 
doctor.
Dosage
The dosage and treatment regimen will be determined by the doctor 
only.
The usual directions for use are generally as follows:
One tablet of Pioglitazone Inovamed 15 or Pioglitazone Inovamed 
30, once daily. If needed, the doctor will increase the dosage to a 
maximum of 45 mg once daily.
•	If Pioglitazone Inovamed is taken in combination with other 

medicines for the treatment of diabetes (such as insulin, 
chlorpropamide, glibenclamide, gliclazide, tolbutamide), the 
doctor will determine whether a lower dosage of the medicines 
is required.

•	The attending doctor will perform tests to assess the effectiveness 
of treatment with Pioglitazone Inovamed 3 to 6 months after 
commencement of treatment.

•	If you are on a special diet for diabetics, adhere to it during 
treatment with Pioglitazone Inovamed.

•	Routine blood tests should be performed for monitoring while 
using Pioglitazone Inovamed to check that liver function is normal.

•	Your body weight should be monitored regularly. If your body 
weight increases, consult with the doctor.

Do not exceed the recommended dose.
Crushing/halving/chewing
Do not halve the tablets if there is no score line; there is no information 
about crushing.
If you took an overdose, or if a child has accidentally swallowed 
the medicine, refer immediately to a doctor or proceed to a hospital 
emergency room, and bring the package of the medicine with you.

Effects of overdose
Blood sugar levels could fall excessively. Blood sugar level can 
be increased by eating sugar. The patient is advised to carry food 
with him that contains sugar (such as: candies, sweets, cookies or 
sweetened juice).
If you forgot to take the medicine at the required time, take the 
next dose at the scheduled time. Do not take a double dose to make 
up for the forgotten dose.
Adhere to the treatment regimen as recommended by the 
doctor. 
Even if there is an improvement in your health, do not stop treatment 
with the medicine without consulting the doctor. 
Do not take medicines in the dark! Check the label and the 
dose each time you take medicine. Wear glasses if you need 
them.
If you have further questions regarding use of the medicine, 
consult the doctor or pharmacist.

4.	SIDE EFFECTS
As with any medicine, use of Pioglitazone Inovamed may cause 
side effects in some users. Do not be alarmed when reading the 
list of side effects. You may not suffer from any of them.
•	Heart failure may occur frequently (may affect up to 1 in 10 

patients) in patients taking Pioglitazone Inovamed in combination 
with insulin. Typical symptoms are unusual shortness of breath 
or sharp increase in weight or localized swelling (edema). If you 
experience any of these effects, especially if you are over 65 years 
of age, seek medical assistance immediately.

•	Bladder cancer may occur infrequently (may affect up to 1 in 
100 patients) in patients taking Pioglitazone Inovamed. Signs 
and symptoms include blood in the urine, pain when urinating or 
a sudden urge to urinate. If you experience any of these effects, 
consult the doctor as soon as possible.

•	Local swelling (edema) may occur very frequently (may affect more 
than 1 in 10 patients) in patients taking Pioglitazone Inovamed 
in combination with insulin. If you experience this effect, consult 
the doctor as soon as possible.

•	Bone fractures have been reported frequently (may affect up 
to 1 in 10 patients) in cases in which women took Pioglitazone 
Inovamed, and at an unknown frequency in cases in which men 
took Pioglitazone Inovamed. In any case in which this side effect 
occurs, consult the doctor as soon as possible.

•	Blurred vision due to swelling (or fluids) at the back part of the 
eye (unknown frequency). If you experience this effect for the first 
time, consult the doctor as soon as possible. If you suffer from 
blurred vision and the symptoms get worse, contact the doctor 
as soon as possible.

•	Allergic reactions (unknown frequency). If you experience a 
severe allergic reaction, including skin allergy (hives) which can 
be accompanied by itching and swelling of the face, lips, tongue 
or throat that could cause difficulties breathing or swallowing, 
stop taking the medicine and consult with the doctor as soon as 
possible.

Additional side effects:
Common side effects – effects that occur in 1-10 users in 100:
•	Respiratory tract infections
•	Visual disturbances
•	Weight gain
•	Lack of sensation
Uncommon side effects – effects that occur in 1-10 users in 
1,000:
•	Inflammation of the sinuses (sinusitis)
•	Insomnia
Side effects of unknown frequency (frequency cannot be 
determined from the existing data):
•	Increase in liver enzymes
•	Allergic reactions
Possible side effects if Pioglitazone Inovamed is taken in 
combination with other medicines for the treatment of diabetes:
Very common side effects – effects that occur in more than 
1 user in 10:
•	Hypoglycemia – decreased blood sugar levels
Common side effects – effects that occur in 1-10 users in 100:
•	Headache
•	Dizziness
•	Joint pain
•	Impotence
•	Back pain
•	Shortness of breath
•	Mild decrease in red blood cell count
•	Flatulence (release of gas from the digestive system)
Uncommon side effects – effects that occur in 1-10 users in 
1,000:
•	Sugar or protein in the urine
•	Increase in enzyme levels
•	Sensation of loss of balance (vertigo)
•	Sweating
•	Tiredness
•	Increased appetite
If a side effect occurs, if one of the side effects worsens or 
if you suffer from a side effect not mentioned in the leaflet, 
consult with the doctor.
Side effects can be reported to the Ministry of Health by clicking 
on the link “Report Side Effects of Drug Treatment” found on the 
Ministry of Health homepage (www.health.gov.il) that directs you 
to the online form for reporting side effects, or by entering the link:
https://sideeffects.health.gov.il
5.	HOW SHOULD THE MEDICINE BE STORED?
•	Avoid poisoning! This medicine, and any other medicine, should 

be kept in a safe place out of the reach and sight of children  
and/or infants in order to avoid poisoning. Do not induce vomiting 
unless explicitly instructed to do so by the doctor.

•	Do not use the medicine after the expiry date (exp. date) that 
appears on the package. The expiry date refers to the last day of 
that month.

•	Store this medicine at a temperature below 25°C.
6.	FURTHER INFORMATION
In addition to the active ingredient, the medicine also contains:
Lactose monohydrate, Carmellose calcium, Hydroxypropylcellulose, 
Magnesium stearate.
What the medicine looks like and the contents of the package:
Pioglitazone Inovamed 15: White to off-white, round, biconvex, 
uncoated tablets debossed with ‘31’ on one side and ‘H’ on the 
other side.
Pioglitazone Inovamed 30: White to off-white, round, flat faced, 
bevel edge, uncoated tablets debossed with ‘32’ on one side and 
‘H’ on the other side.
Pioglitazone Inovamed 45: White to off-white, round, flat faced, 
bevel edge, uncoated tablets debossed with ‘33’ on one side and 
‘H’ on the other side.
Pack size: Carton package containing 30 tablets in trays (blisters). 
The number of tablets in each package appears on the carton 
package.
Registration number of the medicine in the National Drug 
Registry of the Ministry of Health:
Pioglitazone Inovamed 15:	 167-54-35972
Pioglitazone Inovamed 30:	 167-55-36002
Pioglitazone Inovamed 45:	 167-56-36003
Manufacturer and Address:
Aurobindo Pharma Ltd., Plot #2, Maitrivihar, Ameerpet, Hyderabad, 
India.
Registration Holder and Importer:
Inovamed Ltd., 55 Be’er Ganim Street, P.O.B. 62, Even Yehuda 
40500.
Revised in September 2021 according to MOH guidelines.

4( الأعراض الجانبية
كما بكل دواء، إن إستعمال پيوچليتازون إينوڤامد قد يسبب أعراضاً جانبية لدى بعض المستعملين. 

لا تندهش من قائمة الأعراض الجانبية. من الجائز ألا تعاني أياً منها. 
قد يحدث قصور في القلب بشكل شائع )يمكنه أن يؤثر على حتى 1 من بين 10 متعالجين(  	●
المميزة  إنسولين. الأعراض  بالمشاركة مع  إينوڤامد  يتناولون پيوچليتازون  لدى متعالجين 
هي ضيق تنفس غير عادي أو زيادة حادة بالوزن أو إنتفاخ موضعي )وذمة(. في حال كنت 
تشعر بإحدى هذه الأعراض، خاصة إذا كنت فوق عمر 65 سنة، توجه فوراً لتلقي المساعدة 

الطبية.
قد يحدث سرطان المثانة بشكل غير شائع )يمكنه أن يؤثر على حتى 1 من بين 100 متعالج(  	●
لدى متعالجين يتناولون پيوچليتازون إينوڤامد. علامات وأعراض تشمل دم في البول، ألم 
الأعراض، يجب  التبول. في حال كنت تشعر بإحدى هذه  إلحاح فجائي على  أو  التبول  عند 

إستشارة الطبيب بأسرع وقت ممكن.
قد يحدث إنتفاخ موضعي )وذمة( بشكل شائع جداً )يمكنه أن يؤثر على أكثر من 1 من بين  	●
10 متعالجين( لدى متعالجين الذين يتناولون پيوچليتازون إينوڤامد بالمشاركة مع إنسولين. 

إذا كنت تعاني من هذا العرض، يجب إستشارة الطبيب بأسرع وقت ممكن.
بين 10  على حتى 1 من  تؤثر  أن  بشكل شائع )يمكنها  العظام  في  عن كسور  التبليغ  تم  	●
إينوڤامد، وبشيوع غير معروف في  متعالجين( في حالات تناولت فيها نساء پيوچليتازون 
حالات تناول فيها رجال پيوچليتازون إينوڤامد. في كل حالة يحدث فيها هذا العرض الجانبي 

يجب إستشارة الطبيب بأسرع وقت ممكن.
غير  العين )شيوعها  من  الجزء الخلفي  إنتفاخ )أو سوائل( في  أعقاب  في  الرؤية  تشوش  	●
معروف(. إذا شعرت بهذا العرض لأول مرة يجب إستشارة الطبيب بأسرع وقت ممكن. في 
حال كنت تعاني من تشوش في الرؤية وطرأ تفاقم في الأعراض يجب التوجه إلى الطبيب 

بأسرع وقت ممكن.
تحسسي خطير، يشمل  فعل  برد  معروف(. إذا شعرت  غير  تحسسية )الشيوع  فعل  ردود  	●
الشفتين،  الوجه، في  الجلد )شرى( التي يمكن أن تصاحبها حكة وإنتفاخ في  حساسية في 
في اللسان أو الحنجرة التي قد تسبب صعوبات في التنفس أو البلع، عليك التوقف عن الدواء 

وإستشارة الطبيب بأسرع وقت ممكن.
أعراض جانبية إضافية:

أعراض جانبية شائعة )common( ـ أعراض تظهر لدى 10-1 مستعملين من بين 
:100

تلوثات في الطرق التنفسية 	●
تشوشات في الرؤية 	●

زيادة في الوزن 	●
خدر 	●

أعراض جانبية غير شائعة )uncommon( ـ أعراض تظهر لدى 10-1 مستعملين 
من بين 1,000:

)sinusitis( إلتهاب في الجيوب الأنفية 	●
أرق 	●

أعراض جانبية شيوعها غير معروف )لا يمكن تحديد الوتيرة حسب المعطيات المتوفرة(:
إرتفاع في إنزيمات الكبد 	●

ردود فعل تحسسية 	●
أخرى  أدوية  بالمشاركة مع  إينوڤامد  پيوچليتازون  تناول  أعراض جانبية ممكنة عند 

لعلاج السكري:
أعراض جانبية شائعة جداً )very common( ـ أعراض تظهر لدى أكثر من مستعمل 

واحد من بين عشرة:
نقص سكر الدم ـ إنخفاض في نسب السكر في الدم 	●

أعراض جانبية شائعة )common( ـ أعراض تظهر لدى 10-1 مستعملين من بين 
:100

صداع 	●
دوار 	●

ألم في المفاصل 	●
)impotence( عجز جنسي 	●

ألم في الظهر 	●
ضيق تنفس 	●

إنخفاض طفيف في تعداد خلايا الدم الحمراء 	●
نفخة )إنبعاث غازات من الجهاز الهضمي( 	●

أعراض جانبية غير شائعة )uncommon( ـ أعراض تظهر لدى 10-1 مستعملين 
من بين 1,000:

سكر أو پروتين في البول 	●
إرتفاع في نسب إنزيمات 	●

شعور بفقدان التوازن )ڤيرتيغو( 	●
تعرق 	●
إرهاق 	●

زيادة الشهية للطعام 	●
إذا ظهر عرض جانبي، إذا تفاقمت إحدى الأعراض الجانبية، أو عندما تعاني من عرض 

جانبي لم يذكر في هذه النشرة، عليك إستشارة الطبيب.
عن  الرابط "تبليغ  على  الضغط  بواسطة  الصحة  لوزارة  جانبية  أعراض  عن  التبليغ  بالإمكان 
الصحة  وزارة  لموقع  الرئيسية  الصفحة  على  دوائي" الموجود  علاج  عقب  جانبية  أعراض 
عن  أو  أعراض جانبية  عن  للتبليغ  المباشر  للنموذج  يوجهك  )www.health.gov.il( الذي 

طريق تصفح الرابط:
https://sideeffects.health.gov.il

5( كيفية تخزين الدواء؟
ً‮ ‬عن متناول أيدي‮  تجنب‮‮ ‬التسمم‮!‬‮ يجب حفظ هذا الدواء وكل دواء آخر في‮ ‬مكان مغلق بعيدا 	●
ومجال رؤية ‬الأطفال و/أو الرضع،‮ ‬وذلك لتفادي‮ ‬إصابتهم بالتسمم‮.‬ لا تسبب‮‮ ‬التقيؤ‮ ‬بدون 

تعليمات صريحة من الطبيب‮.
الصلاحية )expiry date( الذي يظهر على  إنقضاء تاريخ  الدواء بعد  إستعمال  لا يجوز  	●

ظهر العلبة. يشير تاريخ الصلاحية إلى اليوم الأخير من نفس الشهر.
يجب تخزين هذا الدواء بدرجة حرارة دون 25 درجة مئوية. 	●

6( معلومات إضافية
يحتوي الدواء بالإضافة للمادة الفعالة أيضاً على:

Lactose monohydrate, Carmellose calcium, Hydroxypropylcellulose, 
Magnesium stearate.

كيف يبدو الدواء وما هو محتوى العلبة:
پيوچليتازون إينوڤامد 15: قرص غير مطلي، مستدير ومحدب، لونه أبيض حتى كريم، طبع 

.H في جانب واحد منه 31 وطبع في الجانب الثاني
پيوچليتازون إينوڤامد 30: قرص غير مطلي، مستدير ومسطح، بلون أبيض حتى كريم، ذو 

.H أطراف مائلة، طبع في جانب واحد منه 32 وطبع في الجانب الثاني
پيوچليتازون إينوڤامد 45: قرص غير مطلي، مستدير ومسطح، بلون أبيض حتى كريم، ذو 

.H أطراف مائلة، طبع في جانب واحد منه 33 وطبع في الجانب الثاني
حجم العلبة: علبة كرتون تحتوي على 30 قرصاً معبأً ضمن لويحات )بليستر(. يظهر على علبة 

الكرتون عدد الأقراص في كل علبة.
رقم سجل الدواء في سجل الأدوية الحكومي في وزارة الصحة:

پيوچليتازون إينوڤامد 15:     167-54-35972
پيوچليتازون إينوڤامد 30:     167-55-36002
پيوچليتازون إينوڤامد 45:     167-56-36003

إسم المنتج وعنوانه:
أوروبيندو فارما م.ض.، مايتريڤيهار 2، أميرپيت، حيدرآباد، الهند.

صاحب الإمتياز والمستورد:
إينوڤامد م.ض.، شارع بئير چنيم 55، ص.ب. 62، إيڤن يهودا 40500.

تم إعدادها في أيلول 2021 بموجب تعليمات وزارة الصحة.
من أجل سهولة وتهوين القراءة، تمت صياغة هذه النشرة بصيغة المذكر. على الرغم من ذلك، 

فإن الدواء مخصص لكلا الجنسين.




