
حدوث اختلاط بين الإنسولينات
ملصقة  على  ظاهر  هو  كما  المستحضر  اسم  فحص  يجب  حقن،  عملية  كل  قبل 

الإنسولين وذلك لتجنب حدوث اختلاط بين أپيدرا وبين إنسولين آخر.
يجب المواظبة على العلاج كما أوصيت من قبل الطبيب. لا يجوز التوقف عن العلاج 

بالدواء بدون استشارة الطبيب، حتى ولو طرأ تحسن على حالتك الصحية.
لا يجوز استعمال أدوية في العتمة! يجب تشخيص طابع الدواء والتأكد من المقدار 

الدوائي في كل مرة تستعمل فيها دواء. ضع النظارات الطبية إذا لزم الأمر ذلك.
إذا توفرت لديك أسئلة إضافية حول استعمال الدواء، استشر الطبيب أو الصيدلي.

4. الأعراض الجانبية
كما بكل دواء، إن استعمال أپيدرا قد يسبب أعراضاً جانبية عند بعض المستعملين. 

لا تندهش من قائمة الأعراض الجانبية، من الجائز ألا تعاني أياً منها. 
أعراض جانبية خطيرة

hypoglycemia )انخفاض السكر في الدم( يمكن أن تكون خطيرة جداً. نقص 
سكر الدم هو العرض المبلغّ عنه بشيوع شائع جداً )يوثر على أكثر من مستعمل 1 
من بين 10(. hypoglycemia )انخفاض مستوى السكر( يعني بأنه لا يوجد 
ما يكفي من السكر في الدم. إذا انخفضت نسبة السكر في دمك أكثر من اللازم فأنت 
قد تفقد الوعي. نقص سكر الدم الخطير قد يسبب ضرراً دماغياً وقد يشكل خطراً على 
الحياة. إذا وجدت لديك أعراض لانخفاض نسبة السكر في الدم، عليك القيام بأعمال 

لرفع نسبة السكر في دمك بشكل فوري.
أنظر معلومات إضافية تخص حالة نقص سكر الدم وعلاجه في نهاية النشرة.

إذا كنت تشعر بإحدى الأعراض التالية، توجه إلى الطبيب حالاً:
أعراض تحسسية جهازية هي أعراض يبُلغّ عنها بشيوع غير شائع )تؤثر على حتى 

مستعمل 1 من بين 100(.
حساسية عامة للإنسولين يمكن أن تتمثل بردود فعل في أماكن واسعة في الجلد )طفح 
وحكة بكل الجسم(، انتفاخ شديد للجلد أو للأغشية المخاطية )وذمة وعائية(، ضيق 
القلب وتعرق.  الدم يترافق بوتيرة سريعة لضربات  تنفس، انخفاض حاد في ضغط 
هذه قد تكون أعراضاً لحالات خطيرة لحساسية عامة للإنسولين، تشمل رد فعل تأقي 

الذي قد يشكل خطراً على الحياة.
hyperglycemia )ارتفاع السكر في الدم( يعني بأنه يوجد أكثر مما ينبغي من 
السكر في الدم. لا يمكن تقييم شيوع ارتفاع السكر في الدم. إذا كان مستوى السكر 

في دمك مرتفع أكثر مما ينبغي، فمن الجائز أنك بحاجة لإنسولين أكثر مما حقنت.
فرط سكر الدم الخطير يمكن أن يسبب حماض كيتوني سكري )تراكم حمض في الدم 

نظراً لأن الجسم يفكك الشحوم بدل السكر(. 
هذه أعراض جانبية خطيرة. 

هذه الحالات يمكن أن تحدث عند وجود مشكلة في مضخة الإنسولين أو عند استعمال 
غير سليم للمضخة. 

معنى ذلك عدم تلقيك دائماً ما يكفي من الإنسولين لعلاج السكري لديك. 
فإذا حدث ذلك، عليك التوجه لتلقي مساعدة طبية فورية.

يجب الحرص دائماً على حيازة وسيلة أخرى لحقن أپيدرا تحت الجلد )أنظر بند 3(.
أنظر معلومات إضافية حول علامات وأعراض فرط سكر الدم في نهاية النشرة.

أعراض جانبية أخرى
• تغيرات في الجلد في مكان الحقن

إذا كنت تحقن إنسولين في أوقات متقاربة أكثر مما ينبغي في نفس المكان، قد يتقلص 
النسيج الدهني )lipoatrophy( أو يثخن )lipohypertrophy( )يمكن أن يؤثر 
على حتى 1 من بين 1,000 مستعمل(. كذلك، يحتمل تكون كتل تحت الجلد، تحدث 
بسبب تراكم بروتين باسم أميلويد )الداء النشواني الجلدي؛ شيوع هذه الظاهرة غير 
معروف(. قد لا يعمل الإنسولين الذي تحقنه جيدًا إذا كنت تحقن لمنطقة فيها كتل. 
قم بتغيير مكان الحقن في كل حقنة للمساعدة في منع حدوث هذه التغيرات في الجلد.

أعراض جانبية شائعة بلغ عنها )تؤثر على حتى مستعمل 1 من بين 10(
• ردود فعل جلدية وتحسسية في موقع الحقن

قد تحدث ردود فعل في موقع الحقن )مثل احمرار، ألم شديد بالأخص أثناء الحقن، 
حكة، طفح، انتفاخ أو التهاب(. هي قد تنتشر أيضاً من حول منطقة الحقن. إن غالبية 

ردود الفعل الخفيفة للإنسولينات تزول عادة خلال عدة أيام حتى عدة أسابيع.
أعراض جانبية ذات شيوع لا يمكن تقييمه من المعطيات المتوفرة

• ردود فعل في العينين
إن حدوث تغير ملحوظ )تحسن أو تفاقم( في السيطرة على نسب السكر في الدم قد يسبب 
 proliferative retinopathy من  تعاني  كنت  إذا  مؤقت.  بشكل  الرؤية  تشوش 
)مرض في العينين مرتبط بالسكري(، فإن نوبات شديدة من حالات نقص سكر الدم 

قد تسبب فقدان مؤقت للرؤية.
إذا ظهر عرض جانبي، إذا تفاقمت إحدى الأعراض الجانبية، أو عندما تعاني من 

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

 .https://sideeffects.health.gov.il :جانبية، أو عن طريق تصفح الرابط

5. كيفية تخزين الدواء؟
تجنب ‬التسمم!

يجب حفظ هذا الدواء وكل دواء آخر في ‬مكان مغلق بعيداً ‬عن متناول أيدي ‬ومجال 
بدون  التقيؤ  تسبب  لا  بالتسمم.‬  لتفادي ‬إصابتهم  الرضع، ‬وذلك  و/أو  الأطفال  رؤية 

‬‬‬‬‬‬‬‬‬‬‬‬‬‬‬‬‬‬‬‬‬‬‬‬‬‬‬‬‬‬

صاحب الامتياز، المستورد وعنوانه: سانوفي - ‬أڤنتيس إسرائيل م.ض.‬
چاؤون 10، نتانيا 4250499. 

)hypoglycemia(
تميزك  لمعلومات  بالإضافة  السكر  من  الأقل  على  غرام   20 بـ  دائماً  التزود  عليك 

كمريض بالسكري.

hyperglycemia )نسبة سكر مرتفعة في الدم(
فمن   ،)hyperglycemia( اللازم  مرتفعة عن  دمك  في  السكر  نسبة  كانت  إذا 

الجائز أنك لم تحقن الكفاية من الإنسولين.
لماذا تحدث حالة فرط سكر الدم )hyperglycemia(؟

الأمثلة تشمل:
-	 نتيجة  أقل نجاعة،  إذا أصبح الإنسولين  أو  الكفاية،  لم تحقن  أو  إنسولين  لم تحقن 

التخزين غير الصحيح مثلاً،
-	 كنت تقوم بنشاط بدني أقل من المعتاد، كنت موجود بحالة توتر )ضائقة عاطفية، 

انفعال(، أو أصبت، اجتزت عملية جراحية، وجد لديك التهاب أو سخونة،
-	 كنت تتناول أو تناولت أدوية معينة أخرى )أنظر البند 2(.

)hyperglycemia( العلامات التحذيرية لحالة فرط سكر الدم
الشهية  فقدان  الوجه،  احمرار  الجلد،  جفاف  إرهاق،  للتبول،  الحاجة  زيادة  عطش، 
للطعام، ضغط دم منخفض، ضربات قلب سريعة، چلوكوز وأجسام كيتونية في البول. 
ألم في البطن، تنفس سريع وعميق، الميل للنوم أو حتى فقدان الوعي من شأنها أن 

تكون علامات لحالة خطيرة )حماض كيتوني( ناتج عن نقص في الإنسولين.
ماذا يتوجب عليك فعله إذا كنت تقاسي من حالة فرط سكر الدم )hyperglycemia(؟
تلك  من  واحد  حدوث  لحظة  بولك  في  والكيتونات  دمك  في  السكر  نسبة  افحص 
الأعراض التي ذكرت أعلاه. إن حالة فرط السكر الشديد أو الحماض الكيتوني يجب 

أن تتم معالجتهم دائماً من قبل طبيب، عادة في المستشفى.

hypoglycemia )انخفاض نسب السكر في الدم(
إذا انخفضت نسبة السكر في دمك أكثر من اللازم فأنت قد تفقد الوعي. حالة نقص 
سكر الدم الشديد قد تسبب نوبة قلبية أو ضرر دماغي وقد تشكل خطراً على الحياة. 
بشكل عام يجب عليك أن تكون قادراً على تشخيص متى تنخفض نسبة السكر في دمك 

أكثر من اللازم، بحيث يمكنك اتخاذ الإجراءات الصحيحة.

لماذا تحدث حالة نقص سكر الدم )hypoglycemia(؟
الأمثلة تشمل: 

-	 كنت تحقن إنسولين أكثر من اللازم،
-	 كنت تفوت وجبات أو تؤجلها،
-	 يحتوي على كاربوهيدرات أقل من المعتاد )سكر  لا تأكل الكفاية أو تأكل طعاماً 

ومواد مشابهة للسكر المسماة كاربوهيدرات، مع ذلك، إن المحليات الاصطناعية 
هي ليست كاربوهيدرات(،

-	 كنت تفقد كاربوهيدرات بسبب التقيؤات أو الإسهالات،
-	 كنت تشرب الكحول، خاصة إذا كنت لا تأكل الكثير،
-	 كنت تقوم بنشاطات بدنية أكثر من المعتاد أو نشاط بدني مختلف النوع،
-	 كنت في مرحلة الشفاء من إصابة أو من عملية جراحية أو من أي توتر آخر،
-	 كنت في مرحلة الشفاء من مرض أو من سخونة،
-	 كنت تتناول أو توقفت عن تناول أدوية معينة أخرى )أنظر البند 2(.

تزداد أيضاً قابلية حدوث حالة نقص سكر الدم بشكل أكثر إذا:
-	 بدأت للتو علاجاً بالإنسولين أو غيرت نوع الإنسولين،
-	 نسب السكر في دمك هي تقريباً عادية أو غير ثابتة،
-	 قمت بتغيير منطقة الجلد التي تحقن فيها إنسولين )من الفخذ إلى أعلى الذراع مثلاً(،
-	 كنت تعاني من مرض شديد في الكلى أو في الكبد، أو من مرض آخر مثل قصور 

الغدة الدرقية.
)hypoglycemia( العلامات التحذيرية لحالة نقص سكر الدم

-	 في جسمك
بعض الأمثلة لأعراض تدل على انخفاض نسبة السكر في دمك أكثر من اللازم أو 

أسرع من اللازم:
تعرق، جلد رطب، قلق، ضربات قلب سريعة، ضغط دم مرتفع، خفقان قلب وضربات 
انخفاض  أعراض  قبل  متقاربة  أحيان  في  تظهر  الأعراض  هذه  منتظمة.  غير  قلب 

نسبة السكر في الدماغ.
-	 في دماغك

جوع  الدماغ: صداع،  في  السكر  نسبة  انخفاض  على  تدل  لأعراض  الأمثلة  بعض 
شديد، غثيان، تقيؤات، إرهاق، الميل للنوم، اضطرابات في النوم، قلة الراحة، سلوك 
عدواني، صعوبات في التركيز، ردود فعل شاذة، اكتئاب، ارتباك، اضطرابات في 
النطق )فقدان القدرة على النطق في بعض الأحيان(، اضطرابات في الرؤية، رجفان، 
شلل، الشعور بوخز، خدر ووخز في منطقة الفم، دوار، فقدان السيطرة على الذات، 

فقدان القدرة على الحرص لنفسك، اختلاجات وفقدان الوعي.
)"العلامات  الدم  سكر  نقص  حالة  بحدوث  تنذرك  التي  الأولية  الأعراض  شأن  من 

التحذيرية"( أن تتغير، أن تصبح أضعف أو لا تظهر أبداً إذا:
-	 كنت مسناً،
-	 لديك سكري لفترة طويلة من الزمن،
-	 كنت تعاني من نوع معين لمرض عصبي )اعتلال عصبي سكري ذاتي المنشأ(،
-	 عانيت في الآونة الأخيرة من حالة نقص سكر الدم )في اليوم السابق مثلاً( أو في 

حال تطورها ببطء،
-	 نسب السكر في دمك تقريباً عادية أو على الأقل تحسنت جداً،
-	 .)

PATIENT PACKAGE INSERT IN ACCORDANCE
WITH THE PHARMACISTS’ REGULATIONS 

(PREPARATIONS) - 1986
The medicine is dispensed with a doctor’s prescription only

Apidra
Solution for injection 100 U/ML 
in 10 ml vials

The active ingredient and its quantity: each 1 ml contains: 
100 Units of insulin glulisine.
Inactive ingredients - see section 2 and section 6.
Read this leaflet carefully in its entirety before using 
the medicine.
Keep this leaflet. You may need to read it again. 
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 you. Do not pass it 
on to others. It may harm them even if it seems to you that 
their ailment is similar. 
If a side effect worsens or if a side effect not mentioned in 
this leaflet occurs, please refer to a doctor or pharmacist.

1. WHAT IS THE MEDICINE INTENDED FOR?
Apidra is an antidiabetic preparation, used to reduce the 
blood sugar levels in patients with diabetes mellitus; it is 
used to treat adults, adolescents and children, 6 years of 
age and older. 
Diabetes mellitus is a disease in which the body does not 
produce enough insulin to control the levels of blood sugar. 
The preparation is produced using biotechnological 
techniques. It has a rapid onset, within 10-20 minutes, and 
acts for a short time - about 4 hours.
Therapeutic group: Medicines to treat diabetes, rapid-
acting insulins and analog injectables.

2. BEFORE USING THE MEDICINE
Do not use the medicine:

 If you have a known sensitivity to insulin glulisine or 
to any of the additional ingredients contained in the 
medicine (see section 6).

 In case of hypoglycemia (blood sugar level that is too 
low), act as per the information at the end of the leaflet 
regarding hypoglycemia.

Special warnings regarding use of the medicine:
Talk with the doctor or pharmacist before commencing 
treatment with the medicine.
Strictly follow the instructions regarding dosage, monitoring 
(blood tests), diet and physical activity (physical work or 
exercise) that you were given by the doctor.
Before treatment with Apidra, inform the doctor if: 
You are suffering, or have suffered in the past, from 
impaired function of: the liver, the kidney (you may need 
a lower dosage).
There are insufficient clinical data regarding use of Apidra in 
children below 6 years of age.
Skin changes at the injection site
The injection site should be rotated to prevent skin changes 
such as lumps under the skin. The insulin may not work 
very well if you inject into a lumpy area (see section 3 “How 
should you use the medicine?). 
Contact your doctor if you are currently injecting into a 
lumpy area before you start injecting in a different area. 
Your doctor may tell you to check your blood sugar more 
closely and to adjust your insulin or your other antidiabetic 
medications dose.
Traveling
Before traveling, consult with your doctor. You may need 
to talk about: 
-	 the availability of your insulin in the country you are visiting, 
-	 supplies of insulin, syringes, etc.,
-	 correct storage of insulin while traveling, 
-	 timing of meals and insulin administration while traveling, 
-	 the possible effects of changing to different time zones, 
-	 possible new health risks in the countries to be visited, 
-	 what you should do in emergency situations when you do 

not feel well or become ill.
Illnesses and injuries 
In the following situations, the management of your diabetes 
may require extra treatment: 
-	 If you are ill or are suffering from a major injury - your 

blood sugar level may increase (hyperglycemia). 
-	 If you do not eat enough - your blood sugar level may 

become too low (hypoglycemia). 
In most cases, you will need a doctor. Make sure to 
contact a doctor early. 

If you have type 1 diabetes (insulin-dependent diabetes 
mellitus), do not stop your insulin and continue to consume 
enough carbohydrates. Always tell people who are caring 
for you or treating you that you require insulin. 
Some patients with long-standing type 2 diabetes mellitus 

and a heart disease or previous stroke who were treated 
with pioglitazone and insulin, experienced the development 
of heart failure. Inform the doctor as soon as possible if 
you experience signs of heart failure, such as unusual 
shortness of breath or rapid increase in weight or localized 
swelling (edema).
Drug interactions: 
Some medicines can cause a change in your blood sugar 
level (decrease, increase or both, depending on the 
situation). In each case, it may be necessary to adjust your 
insulin dosage to avoid blood sugar levels that are either 
too low or too high. Be careful when you start or stop taking 
another medicine. 
If you are taking, or have recently taken, other 
medicines, including nonprescription medicines and 
nutritional supplements, inform the doctor or pharmacist. 
Before taking a medicine ask the doctor if it can affect your 
blood sugar level and what action, if any, you need to take.
It is particularly important to inform the doctor or pharmacist 
if you are taking:
Medicines that may cause your blood sugar level to fall 
(hypoglycemia) include: 
-	 other antidiabetic medicines, 
-	 ACE enzyme inhibitors (to treat certain heart diseases or 

high blood pressure), 
-	 disopyramide (to treat certain heart diseases), 
-	 fluoxetine (to treat depression), 
-	 fibrates (to lower high blood lipid levels), 
-	 MAO enzyme inhibitors (to treat depression), 
-	 pentoxifylline, propoxyphene, salicylates (such as aspirin, 

to relieve pain and lower fever), 
-	 sulfonamide antibiotics. 
Medicines that may cause your blood sugar level to 
rise (hyperglycemia) include: 
-	 corticosteroids (such as “cortisone”, to treat inflammation), 
-	 danazol (a medicine acting on ovulation), 
-	 diazoxide (to treat high blood pressure),
-	 diuretics (to treat high blood pressure or excessive fluid 

retention), 
-	 glucagon (pancreas hormone, used to treat severe 

hypoglycemia), 
-	 isoniazid (to treat tuberculosis), 
-	 estrogens and progestogens (present in contraceptive pills), 
-	 phenothiazines (to treat psychiatric disorders), 
-	 somatropin (growth hormone), 
-	 sympathomimetic medicines (such as epinephrine 

[adrenaline], or terbutaline, salbutamol, to treat asthma), 
-	 thyroid hormones (used to treat thyroid gland disorders), 
-	 new-generation antipsychotics (atypical) (such as olanzapine 

and clozapine), 
-	 protease inhibitors (used to treat HIV). 
Your blood sugar level may either rise or fall if you take: 
-	 beta-blockers (to treat high blood pressure), 
-	 clonidine (to treat high blood pressure), 
-	 lithium salts (to treat psychiatric disorders). 
Pentamidine (to treat some infections caused by parasites) 
may cause hypoglycemia which may sometimes later 
develop into hyperglycemia. 
Beta-blockers, like other sympathomimetic medicines 
(such as guanethidine, clonidine, reserpine) may reduce or 
entirely suppress the first warning signs which help you to 
recognize hypoglycemia. 
If you are not sure whether you are taking one of these 
medicines, ask your doctor or pharmacist.
Pregnancy, breastfeeding and fertility
If you are pregnant or breastfeeding, think you may be 
pregnant, or are planning a pregnancy, consult the doctor 
before using Apidra.
Tell your doctor if you are planning a pregnancy or if you 
are already pregnant. Your insulin dosage may be different 
during pregnancy and after delivery. Strict control of your 
diabetes and prevention of hypoglycemia are important for 
your baby’s health.
There are insufficient data regarding use of Apidra in 
pregnant women.
If you are breastfeeding, consult your doctor, as you may 
require a change in your insulin dosage and diet. 
Use of the medicine and alcohol consumption 
The sugar levels in your blood may rise or decline if you 
drink alcohol. 
Driving and operating machines 
Your ability to concentrate or react may be impaired if 
you experience hypoglycemia (low blood sugar levels) or 
hyperglycemia (high blood sugar levels).
Keep this in mind in all situations where you might put yourself 
and others at risk (such as driving or operating machines). 
Consult the doctor regarding driving if: 
-	 You have experienced frequent episodes of hypoglycemia; 
-	 The first warning signs which help you to recognize 

hypoglycemia have become reduced or have disappeared.
Important information regarding some of the ingredients 
of the medicine 
This medicine contains less than 1 mmol (23 mg) sodium 

ions per ml; namely, it is essentially “sodium-free”.
Apidra contains metacresol
Apidra contains metacresol, which may cause allergic 
reactions.

3. HOW SHOULD YOU USE THE MEDICINE?
Dosage 
Always use this 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. 
Based on your lifestyle and the results of your blood sugar 
(glucose) test and your previous insulin usage, the doctor 
will determine how much Apidra you need. 
Apidra is a short-acting insulin. Your doctor may instruct 
you to use it in combination with an intermediate or long-
acting insulin, a basal insulin or with tablets used to treat 
high blood sugar levels. 
If you switch from another insulin to insulin glulisine, your 
doctor may have to adjust your dosage accordingly. 
Many factors may influence your blood sugar level. You 
should recognize these factors so that you will be able to 
react correctly to changes in your blood sugar level and to 
prevent it from becoming too high or too low. 
See the explanation at the end of the leaflet for further 
information. 
Method of administration 
Apidra is injected subcutaneously. 
Your doctor will show you into which area of the skin you 
should inject Apidra. Apidra can be injected in the abdominal 
wall, the thigh or upper arm or by continuous infusion in the 
abdominal wall (via an insulin pump).
The effect will be slightly quicker if the insulin is injected into 
the abdomen. As for all insulins, injection sites and infusion 
sites within an injection area (abdomen, thigh or upper arm) 
should be changed from one injection to the next to help 
prevent skin changes at the injection area (see section 2 
“Before using the medicine” and section 4 “Side effects”). 
Frequency of administration 
Apidra should be taken shortly (0-15 minutes) before or 
immediately after a meal. 
Instructions for use 
Diabetic patients must be skilled in self-injection of insulin, 
monitoring blood sugar levels and in identifying states of 
hypoglycemia (low blood sugar level) and hyperglycemia 
(high blood sugar level).
Make sure that the liquid of the preparation in the vial is 
clear, colorless and has no visible particles in it. 
Do not shake or mix before use!
If you see that there is an unexplainable worsening in the 
control of your blood sugar levels - the insulin in the vial in 
use may have lost its potency - use a new vial. 
If you think there is a problem with Apidra, consult the 
doctor or pharmacist.
 Use of a vial

Apidra vials is intended for use with disposable insulin 
syringes or with an insulin pump.

If you have to mix two types of insulin

Do not mix Apidra with any other medicine other than NPH 
human insulin.
If you have to mix Apidra with NPH human insulin, first draw 
up the Apidra with an insulin syringe. Inject immediately 
after mixing.

Use of disposable insulin syringes

In order to inject insulin, use a syringe that has a measuring 
scale in Units. Use of the wrong syringe may lead to 
misdosage and cause hypo- or hyperglycemia. 
Be sure to use disposable syringes and needles and 
dispose of them properly after use. 
Do not share syringes or needles with others. Use a new 
syringe and needle at each injection.
Instructions for drawing insulin into the syringe:
Do not dilute or mix Apidra with any solution or other 
insulin in the same syringe.
1.	Wash your hands thoroughly.
2.	When starting a new vial, remove the protective cover, 

but do not remove the rubber stopper and the metal ring 
under the cap.

3.	Clean the rubber stopper with an alcohol swab.
4.	Draw air into the insulin syringe, equal to the desired 

amount of insulin. Insert the syringe needle through the 
rubber stopper at the top of the insulin vial, inject the air 
into the vial.

5.	Leave the syringe in the vial and turn the vial and the 
syringe upside down. Make sure that the tip of the needle 
is within the insulin fluid and draw out the proper amount 
into the syringe.

6.	Before removing the needle from the vial, check the 
syringe for air bubbles, which can reduce the amount of 
insulin drawn out. If there are bubbles, hold the syringe 

upright and gently tap it until the bubbles float upwards. 
Use the syringe plunger to push the bubbles back into 
the vial; afterwards, slowly draw out the proper amount of 
insulin into the syringe again.

7.	Remove the syringe needle from the rubber stopper. If 
you have to put the syringe down before injecting, cover 
the needle with its cover to protect it.

Instructions for injecting Apidra with a syringe:
1.	Choose the injection area (thigh, abdomen or arm) as 

determined in coordination with your doctor.
Each time, inject at a different point within the injection 
area that has been chosen.

2.	Clean the injection area with an alcohol swab. Be sure 
that the injection area is dry before injecting.

3.	Pinch up a wide bit of skin and hold it.
4.	 Insert the syringe needle into the skin and make sure 

that the entire needle is inside.
5.	Slowly inject the contents of the syringe into the skin. 

Leave the needle in the skin for 10 seconds after 
completing the injection.

6.	Pull the needle straight out, gently press the injection 
point with a cotton ball or gauze pad for a few seconds. 
Do not rub the injection site.

Use of an insulin pump

Before use of Apidra in a pump, you should receive 
comprehensive instructions for this use, as well as 
information about the measures to be taken in case of 
illness, too high or too low sugar level or failure of the pump. 
Use the type of pump recommended by your doctor. Read 
and follow the instructions provided with your insulin pump. 
Follow the doctor’s instructions about the basal infusion 
rate and administration of a mealtime insulin bolus. 
Measure your blood sugar level regularly to confirm that 
you obtain the optimal treatment from the insulin pump and 
that the pump is working properly.
Change the infusion set and reservoir at least every 48 
hours using aseptic technique. This instruction may be 
different than that of the pump manufacturer. When you 
use Apidra in a pump, it is important to always follow these 
specific instructions; failure to follow these instructions may 
result in severe side effects.
Do not dilute or mix Apidra with any solution or other insulin 
when used in a pump. 

What to do in case of a fault in, or improper use of, the 
pump

A problem with the pump or the infusion set or improper 
use of the pump may mean that you will not receive enough 
insulin. This can rapidly lead to a high blood sugar level and 
diabetic ketoacidosis (build-up of acid in the blood because 
the body breaks down fat instead of sugar). 
If your blood sugar level begins to rise, contact the doctor/
nurse/pharmacist immediately so they can tell you what to 
do.
You may need to use Apidra with syringes or injection pens. 
Be sure to always have another way of subcutaneously 
injecting Apidra, in case the pump breaks.
If you used more Apidra than necessary
If you injected too much Apidra, your blood sugar level 
may be too low (hypoglycemia).
Measure your blood sugar level regularly. In general, 
in order to prevent hypoglycemia, eat more food and 
monitor your blood sugar levels. See instructions about 
hypoglycemia at the end of the leaflet.
If you forgot to use Apidra 
-	 If you skipped an Apidra dose, or if you did not inject 

enough insulin, your blood sugar level may be too 
high (hyperglycemia). Measure your blood sugar level 
regularly. See the instructions about hyperglycemia at the 
end of the leaflet. 

-	 Do not inject a double dose to compensate for a missed 
dose.

If you stopped using Apidra
Discontinuation of use may cause severe hyperglycemia 
(very high blood sugar level) and ketoacidosis (accumulation 
of acid in the blood since the body breaks down fat instead 
of sugar).
Do not stop using Apidra without consulting the doctor, who 
will tell you what you should do.
Insulin mix-ups
Check the name of the preparation that appears on the 
label of the insulin, before each injection, to prevent mix-up 
between Apidra and other insulins.
Adhere to the treatment as recommended by the doctor. 
Even if there is an improvement in your health, do not 
discontinue 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 the medicine. Wear 
glasses if you need them.
If you have further questions regarding use of this 
medicine, consult a doctor or pharmacist.

4. SIDE EFFECTS
As with any medicine, use of Apidra may cause side effects 
in some users. Do not be alarmed when reading the list of 
side effects. You may not experience any of them.
Severe side effects
Hypoglycemia (low blood sugar level) can be very 
serious. Hypoglycemia is an effect reported very frequently 
(affects more than 1 in 10 users). Hypoglycemia (low 
blood sugar level) means that there is not enough 
sugar in the blood. If your blood sugar level falls too 
much, you may lose consciousness. Severe hypoglycemia 
may cause brain damage and may be life-threatening. If 
you have symptoms of low blood sugar level, take actions 
to increase your blood sugar level immediately.
See further information on hypoglycemia and its treatment 
at the end of the leaflet. 
If you experience one of the following effects, refer to a 
doctor immediately: 
Systemic allergic reactions are effects not commonly 
reported (affect up to 1 in 100 users).
Generalized allergy to insulin can be manifested by 
large scale skin reactions (rash and itching all over the 
body), severe swelling of skin or the mucous membranes 
(angioedema), shortness of breath, sharp fall in blood 
pressure with rapid heartbeats and sweating. These may 
be symptoms of severe cases of generalized allergy to 
insulin, including anaphylactic reaction which may be 
life-threatening. 
Hyperglycemia (high blood sugar level) means that 
there is too much sugar in the blood. The frequency of 
hyperglycemia cannot be estimated. If your blood sugar 
level is too high, you may need more insulin than you 
injected.
Severe hyperglycemia can cause diabetic ketoacidosis 
(accumulation of acid in the blood since the body 
breaks down fat instead of sugar). 
These are severe side effects. 
These conditions can occur when there is a problem 
with the insulin pump or upon improper use of the pump. 
This will mean that you will not always receive enough 
insulin to treat your diabetes. 
If this happens, refer for medical assistance immediately.
Always be sure to have another means of subcutaneously 
injecting Apidra (see section 3).
See further information on the signs and symptoms of 
hyperglycemia at the end of the leaflet.
Other side effects
 Skin changes at the injection site

If you inject insulin too often at the same place, the 
fatty tissue may either shrink (lipoatrophy) or thicken 
(lipohypertrophy) (may affect up to 1 in 1,000 users). Lumps 
under the skin may also be caused by build-up of a protein 
called amyloid (cutaneous amyloidosis; how often this 
occurs is not known). The insulin may not work very well if 
you inject into a lumpy area. Change the injection site with 
each injection to help prevent these skin changes.
Common reported side effects (affect up to 1 in 10 users) 
 Skin and allergic reactions at the injection site

Reactions at the injection site may occur (such as redness, 
unusually intense pain on injection, itching, rash, swelling 
or inflammation). They can also spread around the injection 
site. Most of the minor reactions to insulins usually resolve 
within a few days to a few weeks. 
Side effects occurring at a frequency that cannot be 
estimated from the available data
 Eye reactions 

A marked change (improvement or worsening) in control 
of blood sugar levels can temporarily disturb vision. If you 
have proliferative retinopathy (an eye disease associated 
with diabetes), severe hypoglycemic attacks may cause 
temporary loss of vision.
If a side effect occurs, if one of the side effects worsens, 
or if you are suffering from a side effect not mentioned 
in this leaflet, consult 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 must be kept in a 
safe place out of the reach and sight of children and/or 
infants 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. 
Storage conditions:
Before use:
If you do not plan to use the insulin immediately, store the 
vials or cartridges in the package (protected from light) in 
the refrigerator (between 2 and 8 degrees Celsius).
Do not freeze.
After starting use/removing from the refrigerator:
The vial can be used within 4 weeks of first opening or 
taking out of the refrigerator, when stored at a temperature 
that does not exceed 25°C and in a dark place.
It is recommended to write the date of first use/removal 
from the refrigerator on the label of the preparation. 
Do not use the medicine if it does not appear clear and 
colorless. 
Do not store different medications in the same package.

6. FURTHER INFORMATION
In addition to the active ingredient, the medicine also 
contains the following inactive ingredients:
Trometamol, sodium chloride, m-cresol, polysorbate 20, 
sodium hydroxide, hydrochloric acid, water for injection.
What the medicine looks like and the contents of the pack:
A package with one vial that contains 10 ml, which includes 
a clear, colorless solution with no particles.
The leaflet does not contain all of the information about the 
preparation. If you have any question or are not sure about 
something, please refer to a doctor.
License holder, importer and address: sanofi-aventis 
Israel ltd., 10 Beni Gaon Netanya 4250499.
Registration number of the medicine in the National Drug 
Registry of the Ministry of Health: 132-94-31195
Revised in December 2020 according to MOH guidelines.
------------------------------------------------------------------------------

HYPERGLYCEMIA AND HYPOGLYCEMIA
Always have at least 20 grams of sugar with you, in addition 
to information identifying you as a diabetic.

Hyperglycemia (high blood sugar level)
If your blood sugar level is too high (hyperglycemia), 
you may not have injected enough insulin.
Why does hyperglycemia occur?
Examples include:
-	 you did not inject insulin or did not inject enough insulin, 

or if the insulin became less effective, for example, due to 
incorrect storage,

-	 you are performing less physical activity than usual, you 
are under stress (emotional distress, excitement), or you 
have been injured, underwent surgery, have an infection 
or fever,

-	 you are taking or have taken certain other medicines (see 
section 2).

Warning symptoms of hyperglycemia
Thirst, increased need to urinate, tiredness, dry skin, 
redness of the face, loss of appetite, low blood pressure, 
fast heartbeat, glucose and ketone bodies in the urine. 
Stomach pain, rapid and deep breathing, sleepiness or 
even loss of consciousness may be signs of a serious 
condition (ketoacidosis) resulting from lack of insulin.
What should you do if you experience hyperglycemia?
Check your blood sugar level and the ketones in your 
urine as soon as any of the above symptoms occur. 
Severe hyperglycemia or ketoacidosis must always be 
treated by a doctor, usually in a hospital.

Hypoglycemia (low blood sugar level)
If your blood sugar level drops too low, you may lose 
consciousness. Severe hypoglycemia may cause heart 
attack or brain damage and may be life-threatening. 
Usually, you should be able to detect when your blood 
sugar level has dropped too low, so you will be able to take 
the right actions.
Why does hypoglycemia occur?
Examples include:
-	 you inject too much insulin,
-	 you miss meals or delay them,
-	 you do not eat enough or eat food containing less 

carbohydrates than normal (sugar and substances similar 
to sugar are called carbohydrates; however, artificial 
sweeteners are not carbohydrates),

-	 you lose carbohydrates due to vomiting or diarrhea,
-	 you drink alcohol, especially if you are not eating much,
-	 you are performing more physical activity than usual or a 

different type of physical activity,
-	 you are recovering from an injury or surgery or other stress,
-	 you are recovering from an illness or from fever,
-	 you are taking or have stopped taking certain other 

medicines (see section 2).

Hypoglycemia is also more likely to occur if:
-	 you have just started treatment with insulin or you have 

changed the type of insulin,
-	 your blood sugar levels are almost regular or are unstable,
-	 you changed the area of skin where you inject insulin (for 

example, from the thigh to the upper arm),
-	 you suffer from severe kidney or liver disease, or some 

other disease, such as hypothyroidism.
Warning symptoms of hypoglycemia
-	 in your body
Examples of symptoms that indicate that your blood sugar 
level is falling too much or too fast:
Sweating, damp skin, anxiety, rapid heartbeats, high blood 
pressure, palpitations and irregular heartbeat. These 
symptoms often occur before the symptoms of a low sugar 
level in the brain.
-	 in your brain
Examples of symptoms indicating low sugar level in the brain: 
Headaches, intense hunger, nausea, vomiting, tiredness, 
sleepiness, sleep disturbances, restlessness, aggressive 
behavior, difficulty concentrating, impaired reactions, 
depression, confusion, speech disturbances (sometimes 
loss of ability to speak), visual disorders, trembling, paralysis, 
tingling sensation, numbness and tingling in the mouth area, 
dizziness, loss of self control, inability to care for yourself, 
convulsions and loss of consciousness.
The first signs which alert you to hypoglycemia (“warning 
signs”) may change, be weaker or may be missing 
altogether if:
-	 you are elderly,
-	 you have had diabetes for a long time,
-	 you suffer from a certain type of nerve disease (diabetic 

autonomic neuropathy),
-	 you have recently suffered from hypoglycemia (e.g., the 

day before) or if it develops slowly,
-	 your blood sugar levels are almost regular or have at 

least significantly improved,
-	 you are taking or have stopped taking certain other 

medicines (see section 2).
In such a case, you may develop severe hypoglycemia (and 
even faint) before you are aware of the problem. Be familiar 
with your warning signs. If necessary, more frequent sugar 
level tests can help identify mild hypoglycemic events, that 
may otherwise be overlooked.
If you are not sure about your warning signs, avoid 
situations (e.g., driving a car) in which you or others will be 
at risk due to hypoglycemia.
What should you do if you experience hypoglycemia?
1.	Do not inject insulin. Immediately take approximately 10 

to 20 grams of sugar, such as glucose, sugar cubes or 
a sugar-sweetened drink. Caution: artificial sweeteners 
and foods with artificial sweeteners (such as diet drinks) 
will not help treat hypoglycemia.

2.	Eat something that has a long-acting effect in raising 
your blood sugar level (e.g., bread or pasta). The doctor 
or nurse have probably already discussed this topic with 
you in the past.

3.	 If the hypoglycemia recurs, take another 10 or 20 grams 
of sugar.

4.	Speak with your doctor immediately if you are unable to 
control the hypoglycemia or if it recurs.

Tell your relatives, friends and colleagues that:
If you are unable to swallow or if you lose consciousness, 
you will need an injection of glucose or glucagon (a 
medicine which increases the blood sugar level). These 
injections are justified even if it is not certain that you have 
hypoglycemia.
It is recommended to check your blood sugar level 
immediately after taking glucose, to check that you really 
have hypoglycemia.


