
  ֋֠֟֔״֊ )֓֏֞֏֑֟֠( ֓֏֍֝֋֞֊ ֠֋֖֝֠ ֏֚֒ ֑֕֞֜֒ ֕֋֒֘– 1986 
 ̔ ҃Ҏ҃ ҂Җ҇Қ ҏқҚҐ ҋҖ ҎҔ Ҝҙ҇҇қҐ ҆Җ҇ҚҜ҆ 

 ֊֝֗և֌® 
 ֠ ֋֗֋֑֔ 

 ֋֠֋֑֔֋ ֒֏֚֘֊ ֞֔֋֍֊ 
 :҆ҎҋҍҐ ҆ғ҇Ґҍ Ҏҍ 

 Ҋ҂Ҋғ҇Ҏ҄ҋҐ100 ( ҄ҡҐMiglustat 100 mg ) 
  ҏҋҎҋҔҖ  ҋҜҎ҃҆  ҏҋҚҐ҇҉҆  ҜҐҋқҚҎ ҇ ҏҋҋҒ҄ҚҎ҂҆    ҕҋҔғ  ҆҂Қ  ,ҚҋқҍҜ҃6  ҡҕғ҇Ғ  Ҕ҅ҋҐҡ    ҕҋҔғ҇2  

 ҡ҆Җ҇ҚҜ҆ Ҏқ ҏҋ҃ҋҍҚ҆Ґ ҙҎ҉ ҎҔ ҃҇қ҉ Ҕ҅ҋҐҡ . 

  .֊֚֋֞֠և  ֟֔֠֟֠  ֓֞֎և  ֋֚֋֗  ։֘  ֕֋֒֘֊  ֠ֆ  ֕֋֏֘և  ֆ֞֝  ҎҔ  ҋҜҋҘҐҜ  Ҕ҅ҋҐ  ҎҋҍҐ  ҆҈  ґ҇ҎҔ
 .҉ҙ҇Қ҆ Ҏ҂ ҇҂ ҂Җ҇Қ҆ Ҏ҂ ҆ҒҖ ,Ҝ҇Җғ҇Ғ Ҝ҇Ҏ҂қ ҌҎ қҋ ҏ҂ .҆Җ҇ҚҜ҆ 

  ҏ҆Ҏ ҙҋ҈҆Ҏ ҆Ҏ҇ҎҔ ҂ҋ҆ .ҏҋҚ҉҂Ҏ ҆Ҝ҇҂ Қҋ҃ҔҜ Ҏ҂ .ҌҜҎ҉Ґ҃ Ҏ҇ҖҋҊҎ ҆ҐқҚҒ ҇҈ ҆Җ҇ҚҜ  ҏ҂ ҇ҎҋҖ҂
 .҆Ґ҇҅ ҋ҂҇ҖҚ҆ ҏ҃ҘҐ ҋҍ ҌҎ ҆҂ҚҒ 

1. ?֊֚֋֞֠֊ ֠։֘֋֏֔ ֊֔֒ 
●   ҄҇ғҐ  ҆қ҇҄  ҜҎ҉Ґ҃  Ҏ҇ҖҋҊ1   (type 1  ҏҋҐҋ҂ҜҐ  ҋҜҎ҃  ҇҂ҘҐҒқ  ҏҋҎ҇҉҃  ҜҋҒ҇Ғҋ҃  ҅Ҕ  ҆Ҏҙ  )

҇Ҏ҉ ҋҜҐҋ҈Ғ҂ Ҏ҇ҖҋҊҎ ̔ ҃Ҏ҃ ҋҖ . 
●   ҏҋҒҋҐғҜ҃ Ҏ҇ҖҋҊ  ҏҋҋ҄҇Ҏ҇Қҋ҇Ғ ҇  ҏҋҚ҄҇҃Ґ҃ ҏҋҐ҅ҙҜҐ҃ґҐҋҒ  ҜҎ҉ҐҐ ҏҋҎ҃҇ғ҆ ҏҋ҅Ҏҋ-  ҄҇ғҐ ҙҋҖ

C. 

:֠֏֎֏֋֚֞֠ ֊֜֋և֝   .ҏ҈ҋҎ҇҃ҊҐ ҎҔ ҔҋҖқҐ҆ ,ҋҊҐҋ҈Ғ҂ ҃ҍҔҐ 

2. ֊֚֋֞֠և ֟֋֔֏֟֊ ֏֖֚֒ 
֠և ֟֔֠֟֊֒ ֕֏ֆ ֊֚֋֞ :֓ֆ 

●  Ҏ  ҇҂  )Ҋ҂Ҋғ҇Ҏ҄ҋҐ(  ҎҋҔҖ҆  ҚҐ҇҉Ҏ  )ҋ҄ҚҎ҂(  қҋ҄Қ  ҆Ҝ҂  Ҏҍ  ҅҉҂  Ққ҂  ҏҋҖғ҇Ғ҆  ҏҋ҃ҋҍҚҐ҆Ґ
  ҕҋҔғ ҆҂Қ( ҆Җ҇ҚҜ҆ ҆ҎҋҍҐ6  .)ҡҕғ҇Ғ Ҕ҅ҋҐҡ 

●  ҌҒҋ҆ .҆ҙҋҒҐ ҇҂ ґ҇ҋҚ҆҃ 

 ֊֚֋֞֠և ֟֋֔֏֟֒ ֠֋֘ֈ֋֖֊ ֠֋։֍֋֏֔ ֠֋֞֊֌ֆ 
●  :֓ֆ ֆ֚֋֞֒ ֚֞֗ ֊֝֗և֌և ֒֋֚֏֎֊ ֏֖֚֒ 

-  .҆ҋҎҍ ҜҎ҉ҐҐ Ҏ҃҇ғ ҆Ҝ҂ 
-  .҅҃ҍ ҜҎ҉ҐҐ Ҏ҃҇ғ ҆Ҝ҂ 

●   Ҝ҇Ґҍ Ҝ҂ ҅ҋҚ҇҆Ҏ ҜҒҐ ҎҔ ҌҎқ ҆Ғ҇҈Ҝ҃ ҋ҇Ғҋқ ҎҔ җҋҎҐҋ ҂Җ҇Қ҆қ ґҍҜҋ ,Ҏ҇қҎқҐ Ҏ҃҇ғ ҆Ҝ҂ ҏ҂
  ґ҇҄ҍ Ҝ҇ҍҚҘҒ҆ Ҝ҇ҐҋҐ҉Җ҆҇ ҈҇ҊҙҎ҆҈҇Қҍ҇ғ  )Қҍ҇ғ ҆Ғҙ(  ҇҂ ,Ҏҍ҇҂ ҏҔ ҅҉ҋ ҆ҙғ҃҈ Ҝ҂ Ҏ҇ҊҋҎ ҂Ҏ ,

  Ҏ҇қҎқ ҅҄Ғ ҚҋқҍҜ ґҜҐ Ҏ҇ҙқҎ ҋ҇қҔ ҂Җ҇Қ҆ ҏҋҐҋ҇ғҐ ҏҋҚҙҐ҃ .ҋҒҐ҈ ґҖ҇҂҃ ґ҇ҒҋҐ҆ Ҝ҂ Ҝҋ҉Җ҆Ҏ
  .҅ҋҐҚҖ҇Ҏ ґ҇҄ҍ  ҏҋҎҖ҇ҊҐ҃ ҇҉҇҇҅ )ҋҔҐ҆ ҎҔ ҆ҔҋҖқҐ҆ ҜҋҜҙҎ҅ ҆Ҏ҉Ґ( ґ҆҇Қҙ ҜҎ҉Ґ Ҏқ ҏҋҚҙҐ
 ґҐҋҒ  ҜҎ҉Ґ ҏҔ-  ҄҇ғҐ ҙҋҖC  .҆ҙғ҃҈҃ ҇ҎҖ҇Ҋ Ққ҂ ,  ҏҋ҅ҔҘ҆ Ҝ҇҃ҙҔ҃ Ҏ҇қҎқ҃ ҆Ҏҙ҆ ґҋ҂ ҏ҂

  ґҍҜҋ ҆҈ ҆ҚҙҐ҃ .҂Җ҇Қ҃ җҔ҇҇ҋ҆Ҏ қҋ ,Ҏ҇ҍҋҔ҆ ҜҍҚҔҐ҃ ҜҚ҉҂ ҆ҋҔ҃Ґ Ҏ҃҇ғ ҆Ҝ҂ ҏ҂ ҇҂ ,҇ҎҎ҆
қҕғ҇Ғ Қ҇Қҋ҃ ҔҘ҃Ҏ ҊҋҎ҉ҋ ҂Җ҇Қ҆   ҌҎқ ҏҋҒҋҐғҜҎ Ҝ҇Җғ҇Ғ Ҝ҇҃ҋғ ґҒқҋ ҏ҂ Ҕ҇҃ҙҎ ҜҒҐ ҎҔ . 

●   ҌқҐ҃҇ ҆ҙғ҃҈҃ Ҏ҇ҖҋҊ҆ ґҐ҈҃ ҏҋҒҋҐ҂ ґ҇ҋҚ҆ ҜҔҋҒҐ ҋҔҘҐ҂҃ қҐҜқ҆Ҏ ҏҋ҃ҋҋ҉ ҏҋҚ҃҄ ҏҋҎҖ҇ҊҐ
 .Ҏ҇ҖҋҊ҆ ҚҐ҄ Қ҉҂Ҏ ҏҋқ҅҇҉ ҆қ҇Ҏқ 



 և֝֘֔֋ ֠֋֝֏։և 
 :Ҝ҇҂҃҆ Ҝ҇ҙҋ҅҃҆ Ҝ҂ ҔҘ҃Ҏ ҌҜ҇҂ ҆ҒҖҋ ҂Җ҇Қ҆ ,҇҈ ҆Җ҇ҚҜ҃ Ҏ҇ҖҋҊ҆ ҜҖ҇ҙҜ҃҇ ҋҒҖҎ 

●  ҏҋҋҎ҄Қ҃҇ ҏҋҋ҅ҋ҃ ҏҋ҃ҘҔ Ҝҙҋ҅҃ 
●  ґҋҐҊҋ҇ Ҝ҇ҐҚ Ҝ҅ҋ҅Ґ12 B 
● ґҐҋҒ ҜҎ҉Ґ ҏҔ ҏҋҚ҄҃ҜҐ҇ ҏҋ҅Ҏҋ҃ ҆Ҏҋ҅҄ Қ҉҂ ҃ҙҔҐ- ҄҇ғҐ ҙҋҖC 
●  ҏ҅҃ Ҝ҇ҋғҊ҆ ҜҚҋҖғ Қ҇ҊҋҒ 

  ҏҋҋ҅ҋ҃  җ҇ҘҙҔ  ҇҂  ҆қ҇҉Ҝ  Қғ҇҉  Ҝ҇҇҉Ҏ  ҏҋҋ҇қҔ  ҏҋҐҋ҇ғҐ  ҏҋҎ҇҉қ  ҂ҋ҆  ҇Ҏ҂  Ҝ҇ҙҋ҅҃Ҏ  ҆҃ҋғ҆
  Ҏ҇ҖҋҊ҆ ҌҎ҆Ґ҃ ҎҙқҐ҃ ҆҅ҋҚҋ ҇҂ ,ҏҋҋҎ҄Қ҆ Ҝ҇Җҍ҃҇҆ҙғ҃҈҃  ҊҋҎ҉҆Ҏ ҂Җ҇ҚҎ ҆ҒҚ҇҈ҔҜ Ҝ҇ҙҋ҅҃҆ .

  Ҝ҇ҔҖ҇ҜҐ ҆҂Ҙ҇Ҝҍ ҇҂ ,Ҝ҇Қ҉҂ Ҝ҇Ґҋҋҙ Ҝ҇ҋҔ҃Ґ ҆҂Ҙ҇Ҝҍ ,҆Ҏ҉Ґ҆Ґ ҆҂Ҙ҇Ҝҍ ґ҆ ҇Ҏ҂ Ҝ҇ҔҖқ҆ ҏ҂
 ҕҋҔғ ҆҂Қ( ҆ҙғ҃҈ Ҏқ ҋ҂҇҇Ҏ4  .)ҡҋ҂҇҇Ҏ Ҝ҇ҔҖ҇Ҝҡ 

 ֓ ֏֞ֈև֠֔֋ ֓֏։֒֏ 
  Ҏҋ҄Ҏ Ҝ҉ҜҐ( ҏҋҚ҄҃ҜҐ҇ ҏҋ҅ҎҋҎ Ҝ҅Ҕ҇ҋҐ ҆Ғҋ҂ ҇҈ ҆Җ҇ҚҜ18    ҄҇ғҐ ҆қ҇҄ ҜҎ҉Ґ ҏҔ )ҏҋҒқ1    ґ҇҇ҋҍ

 .҇҈ ҆Ҏ҉Ґ҃ ҆Ҝ҇ҎҋҔҋ ҆Ҕ҇҅ҋ ҂Ҏқ 

  ֠֋֏֚֠֋֞֠ ֕֏և ֠֋և֋ֈ֠/֠֋֏֜֝ֆ֞֎֖֏ֆ 
  ֏֚֗֋֠֋  ֓֟֞֔  ֆ֒֒  ֠֋֚֋֞֠  ֒֒֋֑  ֠֋֞֍ֆ  ֠֋֚֋֞֠  ,֊֖֋֞֍ֆ֒  ֠֍֝֒  ֓ֆ  ֋ֆ  ,֍֝֋֒  ֊֠ֆ  ֓ֆ

.֍֝֋֞֒ ֋ֆ ֆ֚֋֞֒ ֑֐ ֒֘ ֚֞֗ ,֊֖֋֌֠   :҉ҙ҇Ҏ ҆Ҝ҂ ҏ҂ ҅҉҇ҋҐ҃ 
●   Ҝ҇Ґҍ Ҝ҂ ҅ҋҚ҇҆Ҏ Ҝ҇ҋ҇қҔ ,҆ҙғ҃҈ ҏҔ ҅҉ҋ ҏҋҜҋҔҎ Ҝ҇ҒҜҋҒ Ққ҂ ,҈Қғ҇Ҏ҄ҋҐҋ҂ Ҝ҇ҎҋҍҐ҆ Ҝ҇Җ҇ҚҜ

 .ҕ҇҄҃ ҆ҙғ҃҈҆ 

 ֕ ֋֌֔֋ ֊֚֋֞֠և ֟֋֔֏֟ 
 .Ҏҍ҇҂ ҋҎ҃ ҇҂ ҏҔ ҆Җ҇ҚҜ҆ Ҝ҂ Ҏ҇ҊҋҎ ґҜҋҒ 

 ֠ ֋֏֞֋֚֋ ֊֖֝֊ ,֕֋֏֞֊ 
  .ґ҇ҋҚ҆Ҏ  ғҒҍҋ҆Ҏ  ҜҒҒҍҜҐ  ҇҂  ґ҇ҋҚ҆҃  Ҝ҂  ҏ҂  ҆ҙғ҃҈҃  қҐҜқ҆Ҏ  ґҋ҂  Ҕ҅ҋҐ  ҌҎ  ҜҜҎ  Ҏҍ҇ҋ  ҂Җ҇Қ҆

ҕғ҇Ғ . ҎҔҋ .҆ҙғ҃҈҃ Ҏ҇ҖҋҊ҆ ҌқҐ҃ ҏҋҎҋҔҋ ґ҇ҋҚ҆ ҜҔҋҒҐ ҋҔҘҐ҂҃ қҐҜқ҆Ҏ Ҍҋ 
 .҆ҙғ҃҈҃ Ҏ҇ҖҋҊ҆ ҌҎ҆Ґ҃ ҙҋҒ҆Ҏ ґҋ҂ 

  ҌқҐ҃҇  ҆ҙғ҃҈҃  Ҏ҇ҖҋҊ҆  ґҐ҈҃  ҏҋҒҋҐ҂  ґ҇ҋҚ҆  ҜҔҋҒҐ  ҋҔҘҐ҂҃  қҐҜқ҆Ҏ  ҏҋ҃ҋҋ҉  ҏҋҚ҃҄  ҏҋҎҖ҇ҊҐ
 .Ҏ҇ҖҋҊ҆ ҚҐ҄ Қ҉҂Ҏ ҏҋқ҅҇҉ ҆қ҇Ҏқ 

  ҋҒҖҎ ҂Җ҇Қ҃ җҔ҇҇ҋ҆Ҏ қҋ ,ґ҇ҋҚ҆Ҏ ғҒҍҋ҆Ҏ ҜҒҒҍҜҐ ҇҂ ґ҇ҋҚ҆҃ Ҝ҂қ Ҝ҃қ҇҉ ,҆ҙҋҒҐ ,ґ҇ҋҚ҆҃ Ҝ҂ ҏ҂
 .҇҈ ҆Җ҇ҚҜ҃ қ҇Ґҋқ҆ 

 ֠ ֋֖֋֑֔և ֟֋֔֏֟֋ ֊ֈ֏֊֖ 
  қ҇Ґҋқ҆  ҆ҙғ҃҈҃ҜҚ҇҉Қ҉ғҎ ҏ҇Қ҄Ҏ  Ҏ҇ҎҔ .    қ҉ ҌҒҋ҆  ҏ҂ Ҝ҇Ғҍ҇ғҐ Ҝ҇Ғ҇ҍҐ ҎҋҔҖ҆Ҏ ҇҂  ҄҇҆ҒҎ  ґҋ҂

 .Ҝ҇Қ҇҉Қ҉ғ҃ 

 ֊֚֋֞֠֊ ֒֟ ֓֏և֏֑֞֊֔ ֝֒֍ ֒֘ և֋֟֍ ֘։֏֔ 
 ҎҋҍҐ ҆ҙғ҃҈ґҚҜҒ . 

Ґ Ҝ҇҉Җ ҆ҎҋҍҐ ҇҈ ҆Җ҇ҚҜ- 1 ( ґҚҜҒ Ҏ҇ҐҋҎҋҐ23  ,҆ғ҇Ґҍ҃ )҄ҡҐ ҠґҚҜҒ ҜҎ҇ҊҒҠ ҆қҔҐҎ ҂ҋ҆ ҚҐ҇Ҏҍ . 



3.  ?֊֚֋֞֠և ֟֔֠֟֠ ։֜֏֑ 
  ҌҒҋ҂ ҏ҂ ҉ҙ҇Қ҆ ҇҂ ҂Җ҇Қ҆ ҏҔ ҙ҇҅҃Ҏ ҌҋҎҔ .҂Җ҇Қ҆ Ҝ҇҂Қ҇҆Ҏ ҏ҂Ҝ҆҃ ҅ҋҐҜ ҆Җ҇ҚҜ҃ қҐҜқ҆Ҏ қҋ

 ̓ Җ҇ҚҜ҃ Ҏ҇ҖҋҊ҆ ґҖ҇҂҇ ґ҇ҒҋҐҎ Ҕ҄҇Ғ҃ ҉҇Ҋ҃ . 
 :ֆ֋֊ ֑֒֒ ֞֐։և ֒և֋֝֔֊ ֕֋֖֏֔֊ .։և֒և ֆ֚֋֞֊ ֏։֏ ֒֘ ֋֘և֝֏ ֒֋֚֏֎֊ ֚֕֋ֆ֋ ֕֋֖֏֔֊ 

●  ҄҇ғҐ ҆қ҇҄ ҜҎ҉Ґ Қ҇҃Ҕ1 
 ґ҇ҒҋҐ҆  ҏҋҚ҄҇҃Ґ҃( Ҝ҉҂ ҆ғ҇Ґҍ ҎҎҍ ҌҚ҅҃ ҂҇҆100   )҄ҡҐ3    .)҃ҚҔ҇ Ҙҡ҆҉҂ ,Қҙ҇҃( ҏ҇ҋ҃ ҏҋҐҔҖ

ҜҋҎ҂ҐҋғҙҐ҆ Ҝ҇Ґҍ҆  ҜҋҐ҇ҋ҆  ҂ҋ҆3 ( Ҝ҇ғ҇Ґҍ300  .ҏ҇ҋҎ )҄ҡҐ 
● ґҐҋҒ ҜҎ҉Ґ Қ҇҃Ҕ-  ҄҇ғҐ ҙҋҖC 

  Ҏҋ҄ ҎҔҐ( ҏҋҚ҄҃ҜҐ҇ ҏҋҚ҄҇҃Ґ12   )ҏҋҒқ:   ҎҎҍ ҌҚ҅҃ ҂҇҆ ґ҇ҒҋҐ҆2  ( Ҝ҇ғ҇Ґҍ200   )҄ҡҐ3    ҏҋҐҔҖ
  .)҃ҚҔ҇ Ҙҡ҆҉҂ ,Қҙ҇҃( ҏ҇ҋ҃ ҜҋҐ҇ҋ҆ ҜҋҎ҂ҐҋғҙҐ҆ Ҝ҇Ґҍ҆ ҂ҋ҆6 ( Ҝ҇ғ҇Ґҍ600  .)҄ҡҐ 

 Ҏҋ҄Ҏ Ҝ҉ҜҐ ҏҋ҅Ҏҋ12 ҏҋҒқ .ґ҇ҒҋҐ҆ Ҝ҂ ҏҋ҂Ҝҋ ҂Җ҇Қ҆ : 

  ґҍҜҋ  Ҝ҇ҋҎҍ҃  ҆ҋҔ҃Ґ  Ҏ҃҇ғ  ҆Ҝ҂  ҏ҂қ  Ҏ҃҇ғ  ҆Ҝ҂  ҏ҂  .ҚҜ҇ҋ  ҆ҍ҇ҐҒ  ҜҋҜҎ҉Ҝ҆  ҆ҒҐ  ҌҎ  ҏқҚҜ
(  Ҝ҉҂  ҆ғ҇ҐҍҎ  ҎқҐҎ  ,ґ҇ҒҋҐ҆  Ҝ҂  ҌҎ  ҅ҋҚ҇҆Ҏ  Ҏ҇ҙқҋ  ҂Җ҇Қ҆  ,҆ҙғ҃҈  ҜҎҋҊҒ  ґҐ҈҃  Ҏ҇қҎқҐ100  

  ҕҋҔғ ҆҂Қ( ҏ҇ҋ҃ ҏҋҋҐҔҖ ҇҂ ҏҔҖ )҄ҡҐ2    ҂Җ҇Қ҆ .)ҡ҆Җ҇ҚҜ҃ қ҇ҐҋқҎ Ҝ҇Ҕ҄҇Ғ҆ Ҝ҇҅҉҇ҋҐ Ҝ҇Қ҆҈҂ҡ
 .Ҏ҇ҖҋҊ҆ ҜҖ҇ҙҜ ҌқҐ Ҝ҂ ҌҎ Қҋ҃ғҋ 

 .֠֜֒֔֋֔֊ ֊֖֔֊ ֒֘ ֞֋և֘֒ ֕֏ֆ 
●  .Ҏҍ҇҂ ҋҎ҃ ҇҂ ҏҔ ҆Җ҇ҚҜ҆ Ҝ҂ Ҏ҇ҊҋҎ ґҜҋҒ 
●  қҋ .ҏҋҐ ғ҇ҍ ҏҔ ґҜ҇ҐҎқ҃ Ҝ҇ғ҇Ґҍ҆ Ҝ҂ Ҕ҇Ҏ҃Ҏ 

 :֊֍֏֚֠ ֠֋ֆ֞֋֊ 
 :҆ғ҇Ґҍ҆ Ҝ҂ ҂ҋҘ҇҆Ҏ ҜҒҐ ҎҔ 

1.  ҚҚ҇҉Ґ҆ ҇ҙ҆ ҌҚ҇҂Ҏ ҅ҚҖ҆ 
2.  ҏҋҘ҉҆ ґ҇Ґҋғ ҋҖҎ ҚҋҋҒ҆ Ҝ҂ ҕҎҙ 
3.  ҏ҇ҋҒҋҐ҇Ҏ҂҆ ҌҚ҅ ҆ғ҇Ґҍ҆ Ҝ҂ ҕ҇҉҅ 

 ֞ ֠֋֏ ֊֋ևֈ ֕֋֖֏֔ ֠֋֘֎և ֠֒֎֖ ֓ֆ 
ҚҜҋ ҜҒҐ Ҝ҇ҔҊ҃ ҜҎҊҒ ҏ҂    ,҆Җ҇ҚҜ҆ ґҐ ҅Ҏҋ ҔҎ҃ Ҝ҇ҔҊ҃ ҏ҂ ҇҂҆ҒҖ    Ҏқ ґ҇ҋҐ Қ҅҉Ҏ ҇҂ ҂Җ҇ҚҎ ҅ҋҐ

 ҏҋҎ҇҉ Ҝҋ҃ ҂҃҆҇  .ҌҜҋ҂ ҆Җ҇ҚҜ҆ Ҝ҈ҋҚ҂ Ҝ҂ 
 ̓ ҙғ҃҈҃  қ҇Ґҋқ ҌҎ҆Ґ҃    ҅Ҕ Ҏқ ҏҋҒ҇ҒҋҐ҃  ҏҋҋҒҋҎҙ ҏҋҋ҇ғҋҒ҃3000    Ҝ҇ҋҚ҇҅ҍ҃  ҆҅ҋҚҋ  ҆ҜҖҘҒ  ,҄ҡҐ

 ҕҋҔғ҃ Ҝ҇Қ҂҇ҜҐ҆ ҇Ҏ҂Ҏ Ҝ҇Ґ҇҅҆ Ҝ҇Җғ҇Ғ ҋ҂҇҇Ҏ Ҝ҇ҔҖ҇Ҝ ґҍ҇ Ҝ҇Ғ҃Ҏ҆ ҏ҅҆4  .҆҈ ґ҇ҎҔ҃ 

 ֋֌ ֊֚֋֞֠ ֒֋֎֏֒ ֠֍֑֟ ֓ֆ 
҇҈  ҆Җ҇ҚҜ Ҏ҇ҊҋҎ  Ҝ҉ҍқ ҏ҂    ґҐ҈҃ ̔ Ҕ҇ҋҐ҆  ґҋ҂ .҂Җ҇Қ҃ җҔ҇҇ҋ҆҇  Ҏҋ҄Қ҆ ґҐ҈҃ ҆҂҃҆ ҆ҒҐ҆ Ҝ҂ ҉ҙ ,

  ҋ҅ҋ  ҎҔ  җҎҐ҇҆қ  ҋҖҍ  Ҏ҇ҖҋҊ҃  ҅ҋҐҜ҆Ҏ  қҋ  .҆҉ҍқҒқ  ҆ҒҐ  ҎҔ  Ҝ҇ҘҖҎ  ҜҒҐ  ҎҔ  ҆Ҏ҇Җҍ  ҆ҒҐ  Ҏ҇ҊҋҎ
 .҂Җ҇Қ҆ 

 ֊֚֋֞֠֊ ֠֒֏֎֖ ֠ֆ ֝֏֚֗֔ ֊֠ֆ ֓ֆ 
 .҂Җ҇Қ҆ ҏҔ Ҝ҇ҘҔҋҋҜ҆ ҂ҎҎ Ҏ҇ҖҋҊ҆ Ҝ҂ ҙҋғҖ҆Ҏ ґҋ҂ 



  ֊֖֔֊֋  ֠֏֋֋֠֊  ֝֋։և ֋֍և֟֐!   ֠֋֚֋֞֠  ֒֋֎֏֒  ֕֏ֆ֚֓֘  ֑֒և    և֑֞֊  .֊֚֋֞֠  ֒֎֋֖ ֟֊֏֖֐ 
 .֓֊֒ ֝֋֝֌ ֖֐֏֊ ֓ֆ ֓֏֏֚֝֟֔ 

 .֍֝֋֞և ֋ֆ ֆ֚֋֞և ֛֘֋֋֏֊ ,֊֚֋֞֠և ֟֋֔֏֟֒ ֘ֈ֋֖և ֠֋֚֗֋֖ ֠֋֒ֆ֟ ֒֐ ֟֏ ֓ֆ 

4. ֏ֆ֋֋֒ ֠֋֚֘֋֠ 
  Ҏ҆҃ҋҜ Ҏ҂ .ҏҋқҐҜқҐ҆Ґ ҙҎ҉҃ ҋ҂҇҇Ҏ Ҝ҇ҔҖ҇ҜҎ ҏ҇Қ҄Ҏ Ҏ҇ҎҔ ҆ҙғ҃҈҃ қ҇Ґҋқ҆ ,҆Җ҇ҚҜ Ҏҍ҃ ҇Ґҍ

 ґҍҜҋ .ҋ҂҇҇Ҏ҆ Ҝ҇ҔҖ҇Ҝ ҜҐҋқҚ ҂ҚҙҐҎ қ .ґ҆Ґ Ҝ҉҂ ҕ҂Ґ Ҏ҇҃ғҜ ҂Ҏ 
 :֠֋ֆև֊ ֏ֆ֋֋֒֊ ֠֋֚֘֋֠֔ ֠֍ֆ ֠֋֘֏֚֋֔ ֓ֆ ֏։֏֏֔ ֚֕֋ֆև ֆ֚֋֞֒ ֊֖֚ 

● ҚҜ҇ҋ҃ Ҝ҇Қ҇Ґ҉҆ ҋ҂҇҇Ҏ҆ Ҝ҇ҔҖ҇Ҝ : 
  ֋֖֚֜(  ֓֏֏֒ֈ֞֊  ֠֋֑֚և֋  ֓֏֏։֏և  ֒֋֔֏֖  ֠֟֋֍֠  ֋ֆ  ֛֋֜֝֘  ֟֋֍֒  ֓֏֒֋֒֘  ֓֏֒֋֍֊֔  ֝֒֍

 .)֍֏֑֟  ֚֕֋ֆև    ,)҆ҋҜҖ҇Қҋ҇Ғ(  ҜҋҖҙҋ҆  ҏҋ҃ҘҔ  ҜҎ҉Ґ  Ҏқ  ҏҋҒҐҋғ  Ҝ҇ҋ҆Ҏ  Ҝ҇Ҏ҇ҎҔ  ҇Ҏ҂  Ҝ҇ҔҖ҇Ҝ
  ҔҘ҃Ҏ  ҌҜ҇҂  ҆ҒҖҋ  ҂Җ҇Қ҆  .Ҝ҇Ґҋҋҙ  Ҝ҇Ҏ҉ҐҐ  ҆҂Ҙ҇Ҝҍ  ҇҂  ҆ҙғ҃҈  Ҏқ  ҋ҂҇҇Ҏ  Ҝ҇ҔҖ҇ҜҐ  ҆҂Ҙ҇Ҝҍ

 ҕҋҔғ ҆҂Қ( Ҝ҂҈ ҚҚ҃Ҏ ҜҒҐ ҎҔ ҆ҙғ҃҈҃ Ҏ҇ҖҋҊ҆ ҋ҅ҍ Ҍ҇Ҝ҇ ҋҒҖҎ Ҝ҇ҙҋ҅҃2  .)ҡ҃ҙҔҐ҇ Ҝ҇ҙҋ҅҃ҡ 
●  ֒ ֝ ։֘֞ ֟֍ ֊֠ֆ ֓ֆ,    ҎҎҍ ҌҚ҅҃ ֓ ֏֏։֏  ֠֋։֘֋֞ ֆ֚֋֞֒ ֠֋֖֚֒ ֐֏֒֘ ,    ҃҇Қ҃ .ҋҚқҖ҂҆ ҏ҅ҙ҆҃

  ҇҂ ґ҇ҒҋҐ҆ Ҝ҅Қ҇҆ Ҏ҇ҙқҋ ҂Җ҇Қ҆ ҏҋҜҋҔҎ Ҍ҂ ,Ҏ҇ҖҋҊ҆ ҜҙғҖ҆҃ ҌҚ҇Ҙ ҂ҎҎ ҏҎҔҋҋ ҅ҔҚ҆ ҏҋҚҙҐ҆
 .҅ҔҚ҆ ҜҙғҖ҆ ҌҚ҇ҘҎ ҆ҙғ҃҈҃ Ҏ҇ҖҋҊ҆ ҜҙғҖ҆ 

֠֋֜֋֖֚ ։֋ֆ֔ ֏ֆ֋֋֒ ֠֋֚֘֋֠:  Ґ ҅҉҂ қҐҜқҐҐ ҚҜ҇ҋ҃ ҔҋҖ҇҆Ҏ Ҝ҇Ҏ҇ҎҔ(- 10 ) 
 ҆҉҇ҖҒ ґҊ҃ ,Ҏ҇қҎқ .ґ҇҃҂ҋҜ҃ ҆҅ҋҚҋ ,ҎҙқҐ҃ ҆҅ҋҚҋ ,ґҊ҃ ҃҂ҍ ,)ҏҋ҈҄( 

֒֝֟֔և ։֞֋֏ ֊֠ֆ ֓ֆ    ҎҘ҂ ҎҎҍ ҌҚ҅҃ Ҝҙғ҇Җ ҇҈ ҆ҔҖ҇Ҝ .҄҂҅Ҝ Ҏ҂ ҆ҙғ҃҈҃ Ҏ҇ҖҋҊ҆ ҜҎҋ҉Ҝ ҏҔ
 .Ҏ҇ҖҋҊ҆ ҌқҐ҆ ҋ҅ҍ Ҍ҇Ҝ ҏҋҎҖ҇ҊҐ҆ 

 ֠ ֋֜֋֖֚ ֏ֆ֋֋֒ ֠֋֚֘֋֠:   Ҍ҇ҜҐ ҅҉҂ қҐҜқҐ ҅Ҕ҃ ҔҋҖ҇҆Ҏ Ҝ҇Ҏ҇ҎҔ(10 ) 
  ,Ҝ҃ҚҘ ,Ҕ҄Ґ҆ қ҇҉҃ ҆҅ҋҚҋ ,҆ҋ҇ҙҎ ҆ҋҘҒҋ҅Қ҇҂҇ҙ ,җ҇ҘҙҔ ҇҂ Ҏ҇ҐҋҒ Ҝқ҇҉Ҝ ,ҜҚ҇҉Қ҉ғ ,қ҂Қ ҋ҃҂ҍ

 ,҆҃ҋҙ҃ Ҝ҇҉҇Ғ Қғ҇҉ ҇҂ Ҝ҇҉ҋҖҒ ,Ҝ҇҂ҙ҆ ,Ҝ҇ҚҋҘҔ ,҆Ҏҋ҉҃   ̓ ҋҒҖ҇ҊҋҘ҇҃Ґ҇ҚҜ  (  Ҝ҇ҋғҊ҆ ҜҐҚ҃ ҆҅ҋҚҋ
ҏ҅҃ .) ҏҋҋ҄҇Ҏ҇Қҋ҇Ғ҆ ҏҋҒҋҐғҜ҆  ҆ҋҒҖ҇ҊҋҘ҇҃Ґ҇ҚҜ҇ .҆ҐҘҔ ҆Ҏ҉Ґ҆Ґ ҆҂Ҙ҇Ҝҍ ҚҘ҇҇ҋ҆Ҏ ҏҋҎ҇ҎҔ 

֠֋֞֍ֆ  ֏ֆ֋֋֒  ֠֋֚֘֋֠    Ҝ҇Ҙ҇҇ҍҜ҆ Ҝ҇ҎҎ҇ҍ  ҜқҎ҇҉ ҇҂  ,ҋҎ҇҉ Ҝқ҇҉Ҝ҇ ҜҚ҇ҐҚҐҘ ,Ҝ҇ҖҋҋҔ ,ҏҋҚҋҚқ
.ҜҋҒҋҐ҆ ҆ҙ҇қҜ҃ ҆҅ҋҚҋ ,ґ҇Қҍҋ҈ ґ҅҃҇҂ ,҆Ғҋқ ҋ҅҇҅Ғ ,ґ҇҂ҍҋ҅ 

  ґҋ҄҇ҚҋғҎ ҇҂ Ҏ҇ҖҋҊ҆ ҜҎҋ҉Ҝ҃ ҎҎҍ ҌҚ҅҃ ,ҎҡҒ҆ Ҝ҇ҔҖ҇Ҝ҆Ґ ҚҜ҇ҋ ҇҂ Ҝ҉҂҃ ҏҋқ҉ ҏҋҎҖ҇ҊҐ҆ ҃҇Қ
  ҇Ҏ҂ Ҝ҇ҔҖ҇Ҝ ҏ҂ .Қ҆Ґ Ҝҋғ҉ҋ Ҝ҇ҐҎҔҒ҇ Ҝ҇Ҏҙ ґ҆ ҇Ҏ҂ Ҝ҇ҔҖ҇Ҝ ҏҋҚҙҐ҆ Ҝҋ҃ҚҐ҃ .Ҏ҇ҖҋҊ҆ ҋ҅ҍ Ҍ҇Ҝ
  ҎҔ ҆ҘҎҐ҆ ґҋҖ҇Ҏ҉Ҏ ҇҂ ҆ҙғ҃҈ Ҏқ ґ҇ҒҋҐ҆ Ҝ҅Қ҇҆ Ҏ҇ҙқҋ ҂Җ҇Қ҆ .҂Җ҇ҚҎ Ҝ҇ҒҖҎ қҋ ,Ҝ҇ҋҔ҃ Ҝ҇ҐҚ҇҄

 .҇Ҏ҂ ҋ҂҇҇Ҏ Ҝ҇ҔҖ҇Ҝ҃ ҎҖҊҎ ҜҒҐ ҎҔ Ҝ҇Қ҉҂ Ҝ҇Җ҇ҚҜ 

  ֚֠֘֋֠֔ ֒և֋֗ ֊֠ֆ ֞֟ֆ֑ ֋ֆ ֊֞֏֔֍֔ ֏ֆ֋֋֒֊ ֠֋֚֘֋֠֔ ֠֍ֆ ֓ֆ ,֏ֆ֋֋֒ ֚֠֘֋֠ ֊֘֏֚֋֊ ֓ֆ
 .ֆ֚֋֞֊ ֓֘ ֛֘֏֏֠֊֒ ֐֏֒֘ ,֕֋֒֘և ֊֖֏֋֜ ֆ֒֟ ֏ֆ֋֋֒ 

  Ҝ҇ҔҖ҇Ҝ ҎҔ ҉҇҇ҋ҅ҡ Қ҇қҋҙ҆ ҎҔ ҆Ҙҋ҉Ҏ Ҝ҇ҔҘҐ҂҃ Ҝ҇҂ҋҚ҃҆ ҅ҚқҐҎ ҋ҂҇҇Ҏ Ҝ҇ҔҖ҇Ҝ ҎҔ ҉҇҇҅Ҏ ґҜҋҒ
(  Ҝ҇҂ҋҚ҃҆  ҅ҚқҐ  ҚҜ҂  Ҏқ  Ҝҋ҃҆  ҕ҅҃  ҂ҘҐҒқ  ҡҋҜҖ҇ҚҜ  Ҏ҇ҖҋҊ  ҃ҙҔ  ҋ҂҇҇Ҏgov.il.health.www  )

 :Қ҇қҋҙҎ ҆ғҋҒҍ ҋҡҔ ҇҂ ,ҋ҂҇҇Ҏ Ҝ҇ҔҖ҇Ҝ ҎҔ ҉҇҇ҋ҅Ҏ ґ҇҇ҙҐ҆ ғҖ҇ҊҎ ҆ҒҖҐ҆ 
https://sideeffects.health.gov.il 



5.  ?֊֚֋֞֠֊ ֠ֆ ֕֗֍ֆ֒ ֐֏ֆ 
●   ҉҇҇Ҋ҇  ҏ҅ҋ  ҄қҋ҆Ҏ  җ҇҉Ґ  Қ҇҄ғ  ҏ҇ҙҐ҃  Қ҇ҐқҎ  қҋ  ҜҚ҉҂  ҆Җ҇ҚҜ  Ҏҍ҇  ҇҈  ҆Җ҇ҚҜ  !҆ҎҔҚ҆  ҔҒҐ

  ҆҂Қ҇҆  ҂ҎҎ  ҆҂ҙ҆Ҏ  ҏ҇Қ҄Ҝ  Ҏ҂  .҆ҎҔҚ҆  ҔҒҐҜ  Ҍҍ  ҋ҅ҋ  ҎҔ҇  Ҝ҇ҙ҇ҒҋҜ  ҇҂/҇  ҏҋ҅Ҏҋ  Ҏқ  ҏҜҋҋ҂Қ
 .҂Җ҇Қ҆Ґ ҜқҚ҇ҖҐ 

● (  ҆҄҇ҖҜ҆  ҌҋҚ҂Ҝ  ҋҚ҉҂  ҆Җ҇ҚҜ҃  қҐҜқ҆Ҏ  ґҋ҂exp. Date  ҌҋҚ҂Ҝ  .҆҈ҋҚ҂҆  ҋ҃҄  ҎҔ  ҔҋҖ҇Ґ҆  )
 .қ҅҇҉ ҇Ҝ҇҂ Ҏқ ґ҇Қ҉҂҆ ҏ҇ҋҎ ғ҉ҋҋҜҐ ҆҄҇ҖҜ҆ 

●  қҋ ҆Қ҇ҊҚҖҐҊ҃ ґғ҉҂Ҏ Ґ ҆ҍ҇ҐҒ҆-C 30° . 
●   ґҒҋ҂қ  Ҝ҇Җ҇ҚҜ  ҅ҋҐқ҆Ҏ  ҅Ҙҋҍ  ҉ҙ҇Қ҆  Ҝ҂  Ҏ҂қ  .҆Җқ҂Ҏ  ҇҂  ҃҇ҋ҃Ҏ  Ҝ҇Җ҇ҚҜ  ҌҋҎқ҆Ҏ  ґҋ҂

 .҆҃ҋ҃ғ҆ ҎҔ Қ҇ҐқҎ ҇Қ҈Ҕҋ ҇Ҏ҂ ҏҋҔҘҐ҂ .қ҇Ґҋқ҃ 

6.  ֘։֏֔֙֗֋֖ 
 :֓ֈ ֊֒֏֑֔ ֊֚֋֞֠֊ ,֒֏֚֘֊ ֞֔֋֍֊ ֒֘ ֙֗֋֖ 

Sodium starch glycollate, povidone (K30), magnesium stearate, ethanol 99/100%. 

҆ҎҋҍҐ ҆Ҏ҇ғҖҙ҆ ҜҖҊҔҐ : 

Gelatin, titanium dioxide. 

 :ҏҋҎҋҍҐ ҆ғҖ҅҆҆ ҋҔ҃Ҙ 
Opacode Black S-1-27794: shellac, I.M.S 74 OP², n-butyl alcohol, isopropyl alcohol, 

purified water, propylene glycol, black iron oxide. 

҇҂ 
Tekprint sw-9008 black ink: shellac, dehydrated alcohol, isopropyl alcohol, butyl 

alcohol, propylene glycol, purified water, strong amonia solution, potassium 

hydroxide, black iron oxide. 

҇҂ 
10A1 black: shellac glaze 45% (20% esterified) in ethanol, black iron oxide, 

propylene glycol, ammonium hydroxide 28%. 

҇҂ 
10A2 black: shellac, propylene glycol, strong amonia solution, potassium hydroxide, 

black iron oxide. 

 ֊֌֏֞ֆ֊ ֑֕֋֠ ֊֔֋ ֊֚֋֞֠֊ ֠֏ֆ֖֞ ։֜֏֑ : 
ҡ  ҏҔ Ҝ҇Ғ҃Ҏ Ҝ҇ғ҇Ґҍ918OGT ҇  ҆ғ҇Ґҍ҆ ҆ғҍҐ ҎҔ Қ҇҉қ҃ ґҐ҇ғҐ ҡ- ҡ100  ҎҔ Қ҇҉қ҃ ґҐ҇ғҐ ҡ

 .҆ғ҇Ґҍ҆ ҕ҇҄ 
  Ҏқ Ҝ҇҂ғҖ҇ҙ҃ ҆҈҇Қ҂ ҆Җ҇ҚҜ҆4    ҆ҎҋҍҐ Ҝҋқ҄Ґ Ҏҍ ;)ҏҋҚҊғҋҎ҃( Ҝ҇ҋқ҄Ґ21    Ҝ҇ғ҇Ґҍ–    ҍҡ҆ғ84  

 .Ҝ҇ғ҇Ґҍ 

 :֕֞֜֏  ҆ғҚҊ҅҃Қ҇҇ҋ҄ ,ҐҡҔ҃ ғҎҙҋҊ҇ҋҘҐҚ҂Җ ґ҇ҋҎҊҙ҂16/14/12 ,4123 .җҋ҇҇қ ,Ҏҋ҇҇қҎ҂ 

 :֓֋֟֏֞֊ ֒֘և ҋҋ'҄- ҏҋҋҖқ җ҇҃ҋҙ ,ҐҡҔ҃ Қҙ 'ҜҎ҆ ҋғ6099000 .Ҏ҂Ққҋ , 

 :֠֋ֆ֏֞և֊ ։֞֟֔և ֏֑֠֒֔֔֊ ֠֋֚֋֞֠֊ ֖֚֗֝և ֊֚֋֞֠֊ ֓֋֟֏֞ ֚֞֗֔ 
00 30714 34 128   

  ҉ғ҇Ғ ҆҈ ґ҇ҎҔ ,҆҂ҋҚҙ҆ ҜҎҙ҆Ҏ҇ Ҝ҇ҊқҖ҆ ҏқҎ  ҋҒқ ҋҒ҃Ҏ Ҝ҅Ҕ҇ҋҐ ҆Җ҇ҚҜ҆ ,Ҝ҂҈ ҕ҂ ҎҔ .Қҍ҈ ґ҇қҎ҃
 .ҏҋҒҋҐ҆ 

  ҌҚҔҒ  Қ҂҇Қ҃Җ҃2024  .Ҝ҇҂ҋҚ҃҆ ҅ҚқҐ Ҝ҇ҋ҉Ғ҆Ҏ ҏ҂Ҝ҆҃ 



 ҎҔ ғғ҇҃ҐEU SmPC   Қ҃Ґ҃҇ҒҐ2023 . 

SH106831 PL V1 


