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

The medicine is dispensed with a doctor’s prescription only

Priorix
Powder and solution for preparation of a solution for injection
Each dose (0.5 ml) contains:
NLT 103.0 CCID50  – Live attenuated measles virus
NLT 103.7 CCID50  – Live attenuated mumps virus
NLT 103.0 CCID50  – Live attenuated rubella virus
For a list of the inactive and allergenic ingredients in the preparation, see section 2 –  
“Important information about some of the ingredients of the medicine” and section 6 – 
“Further information”.
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 you. Do not pass it on to others. It may harm them, 
even if it seems to you that their medical condition is similar.
1. WHAT IS THE MEDICINE INTENDED FOR?

Active immunisation of children from the age of 9 months or older, adolescents and adults 
against measles, mumps and rubella.
Therapeutic group: viral vaccines.
How does the vaccine work?
When a person is vaccinated with Priorix, the immune system (the body’s natural defense 
system) will make antibodies to protect the person from measles, mumps and rubella 
virus infections.
Although Priorix contains live viruses, they are too weak to cause measles, mumps or 
rubella in healthy people.
2. BEFORE USING THE MEDICINE
Do not use the medicine if:
- you are sensitive (allergic) to one of the active ingredients or to any of the additional 

ingredients contained in the medicine (listed in section 6 “Further information”). Signs 
of an allergic reaction may include itchy skin rash, shortness of breath and swelling 
of the face or tongue.

- you are known to be allergic to neomycin (an antibiotic agent). A known contact 
dermatitis (skin rash when the skin is in direct contact with allergens such as 
neomycin) should not be a problem, but talk to your doctor first.

- you have a severe infection with a high temperature. In these cases, the vaccination 
will be postponed until recovery. A minor infection such as a cold should not be a 
problem, but talk to your doctor first.

- you have any illness )such as human immunodeficiency virus ]HIV[ or acquired 
immunodeficiency syndrome ]AIDS[( or take any medicine that weakens the immune 
system. Whether you receive the vaccine will depend upon the level of your immune 
defenses.

- you are pregnant. In addition, pregnancy should be avoided for one month following 
vaccination.

Special warnings regarding use of the medicine
Talk to your doctor before you receive Priorix if:
• you have disorders of the central nervous system, a history of convulsions accompanying 

high fever or family history of convulsions. In case of high fever following vaccination, 
please consult the doctor promptly.

• you have ever had a severe allergic reaction to egg protein.
• you have had a side effect after vaccination against measles, mumps or rubella that 

involved easy bruising or bleeding for longer than usual (see section 4 “Side effects”).
• you have weakened immune system (e.g., such as HIV infection). You should be closely 

monitored as the responses to the vaccines may not be sufficient to ensure protection 
against the illness (see section 2 “Do not use the medicine if”).

Fainting can occur (mostly in adolescents) following, or even before, any needle injection. 
Therefore, tell the doctor or nurse if you fainted with a previous injection.
If you are vaccinated within 72 hours after contact with someone with measles, Priorix 
will to some extent protect you against the disease.
Children below 12 months of age
Children vaccinated in their first year of life may not be fully protected. The doctor will 
advise if additional doses of vaccine are needed.
As with all vaccines, Priorix may not fully protect all people who are vaccinated.
Drug interactions
If you are taking, or have recently taken other medicines )or other vaccines(, 
including non-prescription medicines and nutritional supplements, tell the doctor 
or pharmacist.
Priorix may be given at the same time you receive other vaccines, such as diphtheria, 
tetanus, pertussis (acellular), Haemophilus influenzae type b, oral or inactivated 
polio, hepatitis A, hepatitis B, varicella, meningococcal serogroup B vaccines, as well 
as meningococcal serogroup C, meningococcal serogroup A, C, W-135 and Y and 
pneumococcal-conjugate vaccines. Talk to your doctor or nurse for further information.
A different injection site will be used for each vaccine.
If not given at the same time, an interval of at least one month is recommended between 
administration of Priorix and other live attenuated vaccines.
Your doctor may delay vaccination for at least three months if you have received a blood 
transfusion or human antibodies (immunoglobulins).
If a tuberculin test is to be performed, it should be done either any time before, 
simultaneously with, or 6 weeks after vaccination with Priorix.
Pregnancy and breast-feeding
Priorix should not be administered to pregnant women.
If you are pregnant or breast-feeding, think you may be pregnant or are planning to have 
a baby, ask your doctor for advice before the vaccination is given.
Also, it is important that you do not become pregnant within one month after having the 
vaccine. During this time, you should use an effective method of birth control to avoid 
pregnancy.
In case of inadvertent vaccination of pregnant women with Priorix, this should not be a 
reason for termination of pregnancy.
Important information about some of the ingredients of the medicine
Priorix contains sorbitol, para-aminobenzoic acid, phenylalanine, sodium and 
potassium
The preparation contains 9 mg of sorbitol per dose.
Priorix contains para-aminobenzoic acid. It may cause allergic reactions (possibly 
delayed), and exceptionally, bronchospasm.
The preparation contains 334 micrograms of phenylalanine per dose.
Phenylalanine may be harmful if you have phenylketonuria (PKU), a rare genetic disorder 
in which phenylalanine builds up because the body cannot remove it properly.
The preparation contains less than 1 mmol sodium (23 mg) per dose, that is to say, it is 
defined as a ‘sodium-free’ preparation.
The preparation contains less than 1 mmol potassium (39 mg) per dose, that is to say, 
it is defined as a ‘potassium-free’ preparation.
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.
The dosage and treatment regimen will be determined by the doctor only.
Priorix is injected under the skin or into the muscle, either in the upper arm or in the 
outer thigh.
Priorix is intended for children from 9 months and up, adolescents and adults.

The appropriate time and number of injections that will be given to you will be determined 
by your doctor on the basis of appropriate official recommendations.
The vaccine should never be given into a vein.
Do not exceed the recommended dose.
Adhere to the treatment regimen as recommended by 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 Priorix 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.
Side effects that occurred during clinical trials with Priorix were as follows:
Very common side effects
These may occur in more than 1 in 10 doses of the vaccine:
• redness at the injection site
• fever of 38°C or higher
Common side effects
These may occur in up to 1 in 10 doses of the vaccine:
• pain and swelling at the injection site
• fever higher than 39.5°C
• rash (spots)
• upper respiratory tract infection
Uncommon side effects
These may occur in up to 1 in 100 doses of the vaccine:
• infection of the middle ear
• swollen lymph glands (glands in the neck, armpit or groin)
• loss of appetite
• nervousness
• abnormal crying
• inability to sleep (insomnia)
• redness, irritation and watering of the eyes (conjunctivitis)
• bronchitis
• cough
• swollen parotid glands (glands in the cheek)
• diarrhoea
• vomiting
Rare side effects
These may occur in up to 1 in 1,000 doses of the vaccine:
• convulsions accompanying high fever
• allergic reactions
After the marketing of Priorix, the following side effects have been reported on a few 
occasions:
• joint and muscle pain
• punctual or small spotted bleeding or bruising more easily than normal due to a drop 

in platelet count
• sudden life-threatening allergic reaction
• infection or inflammation of the brain, spinal cord and peripheral nerves resulting in 

temporary difficulty when walking (unsteadiness) and/or temporary loss of control of 
bodily movements, inflammation of some nerves, possibly with tingling sensation (pins 
and needles) or loss of feeling or normal movement (Guillain-Barré syndrome)

• narrowing or blockage of blood vessels
• erythema multiforme (symptoms are red, often itchy spots, similar to the rash of 

measles, which starts on the limbs and sometimes on the face and the rest of the body)
• measles- and mumps-like symptoms (including transient, painful swelling of the 

testicles and swollen glands in the neck)
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 the doctor.
Reporting side effects
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 stored 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.
Storage conditions
Store in a refrigerator (between 2°C and 8°C). Do not freeze.
Store in the original package in order to protect from light.
After reconstitution, the vaccine should be administered promptly. If this is not possible, 
it must be stored in the refrigerator (between 2°C and 8°C) and used within 8 hours of 
reconstitution.
Do not throw away any medicines via wastewater or household waste. Ask your pharmacist 
how to throw away medicines you no longer use. These measures will help protect the 
environment
6. FURTHER INFORMATION

In addition to the active ingredients, the medicine also contains:
Powder:
Lactose (anhydrous), amino acids (containing phenylalanine), sorbitol, mannitol,  
medium 199 (containing phenylalanine, para-aminobenzoic acid, sodium and potassium).
Solvent:
Water for injections.
Traces of:
Neomycin sulphate.
• What the medicine looks like and contents of the package:
Priorix is presented as a powder and solvent for solution for injection (powder in a vial 
for one dose and solvent in an ampoule or prefilled syringe ]0.5 ml[(.
The powder is whitish to slightly pink coloured and the solvent is clear and colourless 
(water for injections).
• Package sizes of 10 and 100 doses. Needles may be included in the package.
Not all package sizes may be marketed.
License Holder: GlaxoSmithKline (Israel) Ltd., 25 Basel St., Petach Tikva.
Manufacturer: GlaxoSmithKline Biologicals S.A., Rixensart, Belgium.
Registration number of the medicine in the National Medicines Registry of the Ministry 
of Health:
112-06-29388
Revised in November 2022 according to MOH guidelines
Trade marks are owned by or licensed to the GSK group of companies.
©2023 GSK group of companies or its licensor.
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الأعراض الجانبية  )4
كما بكل دواء، إن إستعمال پريوريكس قد يسبب أعراضاً جانبية لدى بعض المستعملين. لا تندهش من قائمة الأعراض 

الجانبية. من الجائز ألا تعاني أياً منها.
أعراض جانبية حدثت خلال التجارب السريرية بـ پريوريكس كانت كالتالي:

أعراض جانبية شائعة جداً
قد تظهر هذه لدى أكثر من 1 من كل 10 مقادير دوائية من اللقاح:

إحمرار في منطقة الحقن  ●
سخونة تعادل 38 درجة مئوية أو أعلى من ذلك  ●

أعراض جانبية شائعة
قد تظهر هذه لدى حتى 1 من كل 10 مقادير دوائية من اللقاح:

ألم وإنتفاخ في منطقة الحقن  ●
سخونة تزيد عن 39.5 درجة مئوية  ●

طفح )بقع(  ●
تلوث في الطرق التنفسية العلوية  ●

أعراض جانبية غير شائعة
قد تظهر هذه لدى حتى 1 من كل 100 مقدار دوائي من اللقاح:

تلوث في الأذن الوسطى  ●
إنتفاخ الغدد الليمفاوية )غدد في الرقبة، في الإبط أو في منفرج الرجلين(  ●

فقدان الشهية للطعام  ●
عصبية  ●

بكاء غير إعتيادي  ●
عدم القدرة على النوم )أرق(  ●

إحمرار، تهيج وتدمع العينين )إلتهاب الملتحمة(  ●
(bronchitis( إلتهاب القصبات الهوائية  ●

سعال  ●
إنتفاخ الغدد اللعابية )الغدة النكفية( )غدد في الخد(  ●

إسهال  ●
تقيؤ  ●

أعراض جانبية نادرة
قد تظهر هذه لدى حتى 1 من كل 1,000 مقدار دوائي من اللقاح:

إختلاجات تترافق بسخونة مرتفعة  ●
ردود فعل تحسسية  ●

بعد بدء تسويق پريوريكس، بُلِّغ عن الأعراض الجانبية التالية في عدة فرص:
آلام في المفاصل والعضلات  ●

نزف موضعي أو نزف لبقع صغيرة أو الإصابة بجروح بسهولة أكبر من المعتاد جراء إنخفاض في عدد الصفيحات   ●
الدموية

رد فعل تحسسي مفاجئ يشكل خطراً على الحياة  ●
تلوث أو إلتهاب الدماغ، الحبل الشكوي والأعصاب المحيطية الذي يؤدي إلى صعوبة مؤقتة في المشي )عدم ثبات(   ●
و/أو فقدان سيطرة مؤقت على حركات الجسم، إلتهاب أعصاب معينة، من الجائز أن يترافق بالشعور بوخز )الشعور 

بدبابيس وإبر( أو خدر أو حركة إعتيادية )متلازمة غيلان - باريه(
تضيقّ أو إنسداد أوعية دموية  ●

حمامى متعددة الأشكال )الأعراض عبارة عن بقع حمراء، حاكة في أحيان متقاربة، بالمشابه لطفح الحصبة، الذي   ●
يبدأ في الأطراف وأحياناً في الوجه وسائر الجسم(

أعراض شبيهة بالحصبة والنكاف )يشمل إنتفاخ عابر ومؤلم للخصيتين وإنتفاخ الغدد في الرقبة(  ●
إذا ظهر عرض جانبي، إذا تفاقمت إحدى الأعراض الجانبية أو عندما تعاني من عرض جانبي لم يذكر في 

هذه النشرة، عليك إستشارة الطبيب.

التبليغ عن أعراض جانبية
بالإمكان التبليغ عن أعراض جانبية لوزارة الصحة بواسطة الضغط على الرابط "تبليغ عن أعراض جانبية عقب علاج 
النموذج  إلى  يوجهك  الصحة )www.health.gov.il( الذي  وزارة  لموقع  الرئيسية  الصفحة  على  دوائي" الموجود 

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

كيفية تخزين الدواء؟  )5
تجنب التسمم! يجب حفظ هذا الدواء وكل دواء آخر في مكان مغلق بعيداً عن متناول أيدي ومجال رؤية الأطفال و/أو 

الرضع وذلك لتفادي إصابتهم بالتسمم. لا تسبب التقيؤ بدون تعليمات صريحة من الطبيب.
تاريخ  العلبة. يشير  على ظهر  يظهر  الصلاحية )exp. date( الذي  إنقضاء تاريخ  الدواء بعد  إستعمال  يجوز  لا 

الصلاحية إلى اليوم الأخير من نفس الشهر.
شروط التخزين

يجب التخزين في البراد )بين 8-2 درجات مئوية(. لا يجوز التجميد.
يجب التخزين في العلبة الأصلية للحماية من الضوء.

بعد التحضير يجب إستعمال اللقاح بشكل فوري. إذا لم يكن الأمر ممكناً، يجب التخزين في البراد )بين 8-2 درجات 
مئوية( والإستعمال في غضون 8 ساعات من التحضير.

لا يجوز إلقاء أي دواء في المجاري أو في القمامة المنزلية. إستشر الصيدلي حول كيفية التخلص من أدوية لم تعد 
قيد الإستعمال. تساعد هذه الوسائل في الحفاظ على البيئة.

معلومات إضافية  )6
يحتوي الدواء بالإضافة للمركبات الفعالة أيضاً على:

مسحوق:
Lactose (anhydrous), amino acids (containing phenylalanine), sorbitol, mannitol, medium 
199 (containing phenylalanine, para-aminobenzoic acid, sodium and potassium).

مذيب:
Water for injections.

آثار لـ :
Neomycin sulphate.

كيف يبدو الدواء وما هو محتوى العلبة:  ●
دوائي  لمقدار  قنينة صغيرة  للحقن )مسحوق ضمن  لتحضير محلول  پريوريكس على شكل مسحوق ومذيب  يتوفر 

واحد ومذيب ضمن أمپولة أو ضمن محقنة جاهزة للإستعمال ]0.5 ملل[(.
المسحوق بلون أبيض حتى وردي قليلاً والمذيب رائق وعديم اللون )ماء للحقن(.
أحجام العلبة: 10 و- 100 مقدار دوائي. من الجائز أن يتم إرفاق إبر للعلبة.  ●

من الجائز ألا تسوّق كافة أحجام العلبة.
صاحب الإمتياز: چلاكسوسميثكلاين )إسرائيل( م.ض.، شارع بازل 25، پيتح تكڤا.

المنتج: چلاكسوسميثكلاين بيولوجيكالس .S.A، ريكسينسارت، بلجيكا.
رقم سجل الدواء في سجل الأدوية الحكومي في وزارة الصحة: 112-06-29388

الدواء مخصص  الرغم من ذلك، فإن  المذكر. على  النشرة بصيغة  القراءة تمت صياغة هذه  من أجل سهولة وتهوين 
لكلا الجنسين.

الثاني 2022 بموجب تعليمات وزارة الصحة تم إعدادها في تشرين 
.GSK العلامات التجارية هي بملكية أو بإمتياز مجموعة شركات

©2023 مجموعة شركات GSK أو صاحب الإمتياز الخاص بها.
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