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 :ʯʥʣʰʤʯʥʫʣʲ  ʯʥʬʲʯʥʬʲʥ ʯʫʸʶʬ  ʠפʥʸʬʸʩʹʫʺʬʭʩ  

 ʯʩʦʠʩʨʥʸ25פ  ʢ"ʮMG 25Prothiazine  

 Prothiazine Syrupפʥʸʩʱ ʯʩʦʠʩʨʥʸפ 

 ʩʫ ʭʫʲʩʣʥʤʬ ʭʩʹʷʡʮ ʥʰʠʥʬʲʤʭʩʰ ʯʫʸʶʬ  ʠʴʥʸʬʥʸʩʹʫʺʤ ʬʹʭʩ ʫʣʥʲ ʯʥʣʰʡʹʥʰ. ʯʥʬʲʤ ʯʥʫʣʲ .ʺʥʸʮʧ ʬʬʥʫ 
 
 

ʸʩʹʫʺʤ ʺʸʥʶ: 
Tablets, Syrup  

ʥʥʺʤʤʺʥʩ ʸʹʥʠʮʤʥ:ʺ 
Antihistaminic, Antiemetic, Sedative. 

 
ʷʦʥʧʥ ʡʫʸʤ ʬʩʲפ ʸʮʥʧ: 

PROMETHAZINE HYDROCHLORIDE 25 MG, 5 MG / 5 ML 

 
 ʥʲʶʥʡ ʥʡ ʲʣʩʮʤ ʠʡʥʮ ʯʬʤʬʹ ʨʥʸʩʴʡʣʡʬʡ ʭʩʩʺʥʤʮ ʭʩʩʥʰʩʹ. 

 ʩʥʰʩʹ ʬʲʡ ʨʱʷʨ ʥʠ ʨʱʷʨ ʺʴʱʥʺ ʩʺʥʲʮʹʮʮʥʱʮʯ .ʤʶʥʧ ʥʷʡ ʺʰʮʥʱʮ ʨʱʷʨ ʺʷʩʧʮ .ʲʡʶʡ 
 

 ʯʥʬʲʡ ʭʩʰʥʫʣʲʤ ʠפʥʸʬ:ʭʩʠʡʤ ʭʩפʩʲʱʡ ʥʹʲʰ 
{..} 

4.4 Special warnings and precautions for use 

Photosensitivity reactions 

Due to the risk of photosensitivity, exposure to strong sunlight or ultraviolet light should be avoided during or 

shortly after treatment (see section 4.8). 

{..} 

4.5 Interaction with other medicinal products and other forms of interaction 

Alcohol should be avoided during treatment. Combination with alcohol enhances the sedative effects of H1  

antihistamines. 

{..} 

4.6 Fertility, pregnancy and lactation 

Breast-feeding 

Prothiazine is excreted in breast milk (see section 5.2). There are risks of neonatal irritability and excitement. 

Prothiazine is not recommended for use in breast-feeding. 

{..} 

4.8 Undesirable effects 

Immune system disorders 

Allergic reactions, including urticaria, rash, pruritus and anaphylactic reactions have 

been reported 

Nervous system disorders 

Somnolence, dizziness, headaches, extrapyramidal effects including restless legs syndrome, muscle spasms 

and tic-like movements of the head and face 
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Psychiatric disorders 

Restlessness, nightmares, and disorientation. Infants (newborn and premature) are susceptible to the 

anticholinergic effects of promethazine, while other children may display paradoxical hyperexcitability. 

Gastrointestinal disorders 

Epigastric irritation/ discomfort, dry mouth 

Blood and lymphatic system disorders 

Blood dyscrasias including haemolytic anaemia rarely occur. Agranulocytosis. 

{..} 

4.9 Overdose 

Symptoms 

Symptoms of severe overdosage are variable. They are characterised in children by various combinations of 

excitation, ataxia, incoordination, athetosis and hallucinations, while adults may become drowsy and lapse 

into coma. Convulsions may occur in both adults and children: coma or excitement may precede their 

occurrence. Tachycardia may develop. 

 

ʬ ʯʥʬʲʡ ʭʩʰʥʫʣʲʤʯʫʸʶ :ʭʩʠʡʤ ʭʩפʩʲʱʡ ʥʹʲʰ 
2 ʩʰפʬ .ʤʤפʥʸʺʡ ʹʥʮʩʹ 

}..{ 
ʤפʥʸʺʡ ʹʥʮʩʹʬ ʺʥʲʢʥʰʤ ʺʥʣʧʥʩʮ ʺʥʸʤʦʠ 

}..{ 
 ʥʠ ʠפʥʸʬ ʪʫ ʬʲ ʸפʱ ,ʤʰʥʦʺ ʩפʱʥʺʥ ʭʹʸʮ ʠʬʬ ʺʥפʥʸʺ ʬʬʥʫ ʺʥʸʧʠ ʺʥפʥʸʺ ,ʤʰʥʸʧʠʬ ʺʧʷʬ ʭʠ ʥʠ ,ʧʷʥʬ ʤʺʠ ʭʠ

 .ʧʷʥʸʬ ʭʠ ʣʧʥʩʮʡ:ʧʷʥʬ ʤʺʠ 
}..{ 

 ʺʥʴʥʸʺ ʩʨʰʠ ʺʥʩʬʠʩʡʥʸʷʩʮ  :ʯʥʢʫ(ʯʩʶʩʮʥʸʺʩʸʠ ʯʩʶʱʷʥʬʴʥʡʬʥ) ʭʩʮʥʤʩʦʡ ʬʥʴʩʨʬ  
}..{ 

3 ?ʤפʥʸʺʡ ʹʮʺʹʺ ʣʶʩʫ . 
}..{ 
}..{ 

4ʩʠʥʥʬ ʺʥʲפʥʺ . 
}..{ 

:ʺʥʠʡʤ ʺʥʲפʥʺʤʮ ʺʧʠ ʤʲʩפʥʮ ʭʠ ʭʩʬʥʧ ʺʩʡʬ ʥʠ ʠפʥʸʬ ʣʩʮ ʺʥʰפʬʥ ʤפʥʸʺʡ ʹʥʮʩʹʤ ʺʠ ʷʩʱפʤʬ ʹʩ 

 .ʭʩʰʴʤ ʥʠ ʹʠʸʤ ʩʸʩʸʹʡ ʤʨʩʬʹ ʸʱʥʧ 

  ʥʠ ,ʭʩʰʴʤ ʩʸʩʸʹ ʺʥʩʥʶʥʥʫʺʤ ,ʯʥʹʬʤ ʬʹ ʺʥʢʩʸʧ ʺʥʲʥʰʺ ,ʭʩʰʴʤ ʩʸʩʸʹʮ ʷʬʧʡ ʤʨʩʬʹ ʸʱʥʧ )ʭʩʩʰʩʲ ʬʥʢʬʢ( ʭʩʩʰʩʲ ʬʥʡʬʴ
.ʣʲʸʥ 

  ,ʺʩʬʬʫ ʤʹʬʥʧ)ʱʩʦʥʨʩʶʥʬʥʰʸʢʠ( ʭʣʡ ʭʩʩʥʰʩʹʮ ʤʠʶʥʺʫ ʭʥʧʥ )ʯʥʸʢ ʺʥʷʬʣ ʸʷʩʲʡ( ʸʺʥʩ ʤʤʥʡʢ ʺʥʸʩʣʺʡ ʭʩʮʥʤʩʦ. 
}..{ 

 ʩʠʥʥʬʤ ʺʥʲפʥʺ ʭʠ ʠפʥʸʬ ʺʥʰפʬ ʹʩ ʯʫ ʥʮʫ:ʭʩʮʩ ʸפʱʮʬ ʸʡʲʮ ʺʥʫʹʮʰ ʥʠ ʺʥʸʩʮʧʮ ʯʬʤʬʹ 
}..{ 

 ʯʥʡʠʩʺ ʣʥʡʩʠ, ʥ ʬʥʫʩʲʡ ʺʥʲʸʴʤ ʥʠʤʡʩʷʡ ʩʥʸʩʢ. 
}..{ 

 
 
 

ʥʬʲʤʭʩʰ ʭʩʰʫʣʥʲʮʤ ʧʬʹʰʥ ʡ ʭʥʱʸʴʬ  ʺʥʠʩʸʡʤ ʣʸʹʮ ʸʺʠʡʹ ʺʥʴʥʸʺʤ ʸʢʠʮhttp://www.health.gov.il. 
 ʯʺʩʰʭʬʡʷʬ ʱʴʣʥʮʭʩ ʧʸ ,ʮ"ʲʡ ʨʶʫ ʺʸʡʧʬ ʤʩʰʴ ʩʣʩ ʬʲ'  ʹʸʧʤ4 ʯʥʸʹʤ ʣʥʤ 1-700-500-220 
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,ʤʫʸʡʡ 

 ʤʩʠʮʸʥʨʷʴʱ 
ʧʷʥʸʺ ʤʰʥʮʮ 
ʨʶʫ ʺʥʩʮʩʫ ʺʥʩʹʲʺ ʮ"ʲʡ 


