
 

 
֕֋֒֘ ֑֕֞֜֒ ֏֚֒ ֠֋֖֝֠ )֓֏֞֏֑֟֠( ֓֏֍֝֋֞֊  ֔ ֟֠֊"֋ - 1986  

҆ ҆Җ҇ҚҜ҅҃Ҏ҃ ҂Җ҇Қ ҏқҚҐ ҋҖ ҎҔ Ҝҙ҇҇қҐ   
 

֋֎֞֊֖ֆ™  
 ֊֗֏֔֠ ֖֑֠֊֒ ֊֝ևֆ   ֠ ֌֑֋֞֔ ֒ ֒  ֊֗֏֔֠ ֖֑֠֊ ֏։֏֞֋ ֐֋֠ ֏֋֞֏֘ 

Ҏҍ  ґ҇ҙ҇҃ҙ҃:ҎҋҍҐ  

Trastuzumab Deruxtecan 100 mg ґ҂ҙҊғҙ҇Қ҅ ҃҂Ґ҇҈҇Ҋғ҂ҚҊ  001     ҄"Ґ  

 
 ҚҋқҍҜ҃ ҏҋҎҋҔҖ ҋҜҎ҃ ҏҋҚҐ҇҉Ҏ–  ҕҋҔғ ҆҂Қ ҂Ғ҂6   "ҕғ҇Ғ Ҕ҅ҋҐ" . 

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

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

ҋҜ҇҉ҋҊ҃ Ҕ҅ҋҐ ғҋҊҚҍ ҏҋҋҙ ҇ҊҚ҆Ғ҂ ҚҋқҍҜҎ ,ґ҇ҎҔҎ ҕғ҇Ғ҃   ҌҋҎҔқ ,҃҇қ҉ ҋҜ҇҉ҋҊ҃ Ҕ҅ҋҐ ҎҋҍҐ ҆҈ ғҋҊҚҍ .ҎҖ҇ҊҐҎ
ғҋҊҚҍ҃ ґҋҋҔҎ қҋ .҇ҋҖ ҎҔ Ҏ҇ҔҖҎ҇ ҇ҊҚ҆Ғ҂҃ Ҏ҇ҖҋҊ҆ ҌҎ҆Ґ҃҇ Ҏ҇ҖҋҊ҆ ҜҎ҉Ҝ҆ ҋҒҖҎ ,ҜҔ҅Ҏ    ҎҖ҇ҊҐҎ ҋҜ҇҉ҋҊ҃ Ҕ҅ҋҐ

ҜҎҋ҉Ҝ ҏҚҊ҃ ґҍҚҘҎ ґ҇ҎҔ҃҇  ҌҚ҇Ҙ҆ Ҝ҅ҋҐ҃ ҕғ҇Ғ ґ҇ҋҔҎ ғҋҊҚҍ҆ Ҝ҂ Қ҇ҐқҎ қҋ .ҚҋқҍҜ҃ қ҇Ґҋқ҆. 

1.  ?֊֚֋֞֠֊ ֠։֘֋֏֔ ֊֔֒ 

• ֕֎֞֗  ։֟֏֠֞֋֞ֈ ֈ֋֗֔ HER2- ֏և֋֏֍ 
 ҅Ҕ҇ҋҐ ҇ҊҚ҆Ғ҂ Ҏ Ҏ҇ҖҋҊ ҃҂Ҏ ҅қ ґҊҚғ ҏҔ ҏҋҚ҄҇҃Ґ ҏҋҎҖ҇ҊҐ-  ҄҇ғҐ ҋҜҚ҇Қ҄ ҇҂ ҉ҋҜҒHER2-  Ҏ҇ҖҋҊ ҇Ҏ҃ҋҙ Ққ҂ ,ҋ҃҇ҋ҉

 ҅҄Ғҍ ҏ҅҇ҙHER2  :Қ҇҃Ҕ 
•  ҋҜҚ҇Қ҄҆ ҃Ҏқ҃ ҏҜҎ҉Ґ 

҇҂ 
•   ҃Ҏқ҃ ҏҜҎ҉Ґ ̓ҏ҇ҚҊ Ҏ҇ҖҋҊҍ ҏ҅ҙ҇Ґ- ҌҎ҆Ґ҃ ҆ҜҒқҒ ҏҜҎ҉Ґ Ққ҂҇ ,ҏҋҎқҐ ҇҂ ҋ҉҇ҜҋҒ6    ҏ҇ҋғҐ ҏҋқ҅҇҉

ҜҐ҅ҙ҇Ґ҆ ҏҜҎ҉Ґ Қ҇҃Ҕ Ҏ҇ҖҋҊ҆. 

• ֕֎֞֗  ֈ֋֗֔ ֏֠֞֋֞ֈ ։֟HER2- ֐֋֖֔ 

Ҕ҇ҋҐ ҇ҊҚ҆Ғ҂҂Ҏ ҅қ ґҊҚғ ҏҔ ҏҋҚ҄҇҃Ґ ҏҋҎҖ҇ҊҐ҃ Ҏ҇ҖҋҊҎ ҅-  ҄҇ғҐ ҋҜҚ҇Қ҄ ҇҂ ҉ҋҜҒHER2-( Ҍ҇ҐҒIHC 1+ or IHC 

2+/ISH-) ,Ққ҂   ҇Ҏ҃ҋҙҎ҇ҖҋҊ  ҇҂ ҋҜҚ҇Қ҄҆ ҃Ҏқ҃ ҏ҅҇ҙ ҋҖҚҜ҇Ґҋҍқ ҏҜҎ҉Ґ҆ҜҒқҒ  ҌҎ҆Ґ҃ 6  ҏҋқ҅҇҉ ҏ҇ҋғҐ  Ҏ҇ҖҋҊ҆  
ҍ҆ҋҋҖҚҜ҇Ґ  ҏҋҎқҐ҆ . 

• ֕֎֞֗ ֠֋ֆ֏֞  ֈ֋֗֔ ( ֓֏֖֎֝ ֆ֒ ֓֏ֆ֠Non-Small Cell Lung Cancer – NSCLC ֠֏֏֜֎֋֔ ֓֘ )2HER   ֆ֒
 ֏֠֞֋֞ֈ ֋ֆ ֍֏֖֠ 

( ҏҋҒҊҙ ҂Ҏ ҏҋ҂Ҝ ҄҇ғҐ Ҝ҇҂ҋҚ ґҊҚғ ҏҔ ҏҋҚ҄҇҃Ґ ҏҋҎҖ҇ҊҐ҃ Ҏ҇ҖҋҊҎ ҅Ҕ҇ҋҐ ҇ҊҚ҆Ғ҂NSCLC  ,ҋҜҚ҇Қ҄ ҇҂ ҉ҋҜҒ ҂Ҏ )
 Ққ҂Ҝ҇ҎҋҔҖҐ Ҝ҇ҋҘҊ҇Ґ қҋ ҏ҆Ҏқ ҏҋҎ҇҅ҋ҄Ҏ HER2 (ERBB2) , ,ҜҚқ҇҂Ґ ҆ҙҋ҅҃҃ ҇҆҇҈қ ҋҖҍ  Ҏ҇ҖҋҊ ҇Ҏ҃ҋҙ Ққ҂҇

 ҋҐҊғҋғҏ҅҇ҙ . 

 
• ֏֠֞֋֞ֈ ֋ֆ ֓։֝֠֔ ֏֔֋֝֔ ֊և֏֝ ֕֎֞֗ 

  ҇҂ ҜҐ҅ҙҜҐ ҆Ҏ҉Ґ Қ҇҃Ҕ ,҆҃ҋҙ Ҋқ҇ Қ҃ҔҐ ҇҂ ҆҃ҋҙ҆ Ҏқ ҆Ґ҇ҒҋҘҚҙ҇Ғ҅҂ ҏҔ ҏҋҚ҄҇҃Ґ҃ Ҏ҇ҖҋҊҎ ҅Ҕ҇ҋҐ ҇ҊҚ҆Ғ҂
 ҄҇ғҐ ҜҋҜҚ҇Қ҄HER2-ҚҊ ҏҔ ҏҚ҃Ҕ҃ ҇ҎҖ҇Ҋ Ққ҂ ,ҋ҃҇ҋ҉҂҃҂Ґ҇҈҇Ҋғ . 

 ֊֜֋և֝ ֠ ֏֎֏֋֚֞֠ 
  ґ҅҄҇Ғ ,ґҊҚғ҃ Ҏ҇ҖҋҊҎ ҆Җ҇ҚҜ҅҉-ҋҊ҃қ  Ҏ ҅Ґ҇ҘҐҋҖҚҜ҇Ґҋҍ ҚҐ҇҉ . 



 

 
2.  ֊֚֋֞֠և ֟֋֔֏֟֊ ֏֖֚֒ 

 
 :֓ֆ ֊֚֋֞֠և ֟֔֠֟֊֒ ֕֏ֆ 

•   ҆҂Қ( ҆Җ҇ҚҜ҆ ҆ҎҋҍҐ Ққ҂ ҏҋҖғ҇Ғ҆ ҏҋ҃ҋҍҚҐ҆Ґ ҅҉҂ ҎҍҎ ҇҂ ҎҋҔҖ҆ ҚҐ҇҉Ҏ )ҋ҄ҚҎ҂( қҋ҄Қ ҆Ҝ҂
 ҕҋҔғ6 .) 

 ֟֋֔֏֟֒ ֠֋֘ֈ֋֖֊ ֠֋։֍֋֏֔ ֠֋֞֊֌ֆ ֋֎֞֊֖ֆև 
 ֒֋֚֏֎֊ ֏֖֚֒֋֎֞֊֖ֆև :֓ֆ ֆ֚֋֞֒ ֚֞֗ , 

•   ҆ҋҔ҃ ҌҎ қҋҜҋҜ҂ҋҚ ҆ҐҋқҒ҃ Ҝ҇ҋҔ҃ ҇҂ . 

•   Ҏ҃҇ғ ҌҒҋ҆ ҏ҇҆ҋ҈ Ҏқ ҏҋҒҋҐғҜ ҇҂ ҏҋҒҐҋғҐ . 

• ґ҆қҎҍ ҃Ҏ Ҝ҇ҋҔ҃ ҌҎ ҇ҋ҆ ҇҂ ҌҎ қҋ . 

• ҇ҊҚ҆Ғ҂ ҏ҂ Ҕ҇҅ҋ ҂Ҏ .ҙҋҒҋ҆Ҏ ҜҒҒҍҜҐ ҇҂ ҆ҙҋҒҐ Ҝ҂   ҇ҊҚ҆Ғ҂҃ Ҏ҇ҖҋҊ҆ ҌҎ҆Ґ҃ ҙҋҒҋ҆Ҏ ґҋ҂ .ҏ҂ ҃Ҏ҉Ҏ Қ҃҇Ҕ
 ҌқҐ҃҇7   .҆Ғ҇Қ҉҂҆ ҆ҒҐ҆ ҜҎҋҊҒ Қ҉҂Ҏ ҏҋқ҅҇҉ 

 

֓֏։֒֏ ֓֏֞ֈև֠֔֋ : 
 қ҇Ґҋқ҆ Ҝ҇ҎҋҔҋ҇ Ҝ҇҉ҋҊ҃ ҋ҃҄Ҏ Ҕ҅ҋҐ ҏҋҋҙ ҂Ҏ҆҈ ҚҋқҍҜ҃  ҏҋ҅Ҏҋ҃ҏҋҚ҄҃ҜҐ҇ . 

֠֋֏֜֝ֆ֞֎֖֏ֆ/֠֋և֋ֈ֠ ֕֏և ֠֋֏֚֠֋֞֠ : 

֓ֆ  ֊֠ֆ ֍֝֋֒ ,֋ֆ  ֓ֆ ֠֍֝֒  ֊֖֋֞֍ֆ֒ ,֠֋֚֋֞֠ ֠֋֞֍ֆ ֒֒֋֑ ֠֋֚֋֞֠ ֆ֒֒ ֓֟֞֔ ֏֚֗֋֠֋ ֊֖֋֌֠ ,֚֞֗  ֒֘ ֑֐  
ֆ֚֋֞֒ ֋ֆ ֍֝֋֞֒  . 

֕֋֏֞֊:֠֋֏֞֋֚֋ ֊֖֝֊ ,  
֕֋֏֞֊ 

 җҎҐ҇Ґ ҂Ҏ  Ҏ҇ҊҋҎ  ҇ҊҚ҆Ғ҂ ҏ҂  ҌҒҋ҆ ґ҇ҋҚ҆҃ ҇҂ ҆ҋ҇қҔ  ғҒҍҋ҆Ҏ  ґ҇ҋҚ҆Ҏ ,ґ҇҇ҋҍ қ҇ҊҚ҆Ғ҂ Ҏ҇ҎҔ  ҙ҈ҒҎ ҏ҇Қ҄Ҏ Қ҃҇ҔҎ . 
Ҏ қҋ҆ Ҝ҂ Ҕ҅ҋҋ  ҂Җ҇Қ҅ҋҐ ҌҎ҆Ґ҃ ґ҇ҋҚ҆Ҏ ҜғҒҍҒ҇ ґҍҜҋҋқ Ҝ҃қ҇҉ Ҝ҂ ҇҂ ґ҇ҋҚ҆Ҏ ҜғҒҍҒ ҏ҂ ҋҒҖҎ ҇҂  ҃ Ҏ҇ҖҋҊ҆ ҇ҊҚ҆Ғ҂  . 

 ,Ҝ҇ҋҚ҇Җ҆ Ҏҋ҄҃ ҆қҋ҂ Ҝ҂҇ ҆҅ҋҐ҃ .҇ҊҚ҆Ғ҂҃ Ҏ҇ҖҋҊ҆ ҜҎ҉Ҝ҆ ҋҒҖҎ ґ҇ҋҚ҆ Ҝҙҋ҅҃ ҔҘ҃Ҏ ҋ҇қҔ ҂Җ҇Қ҆ 
֊֖֝֊ 

҃ Ҏ҇ҖҋҊ҆ ҌҎ҆Ґ҃ ҙҋҒ҆Ҏ ґҋ҂ ҊҚ҆Ғ҂҇ ҇  ҌқҐ҃Ҕ҃қ҆   ҏҋқ҅҇҉ Ҏқ ҆Ғ҇Қ҉҂҆ ҆ҒҐ҆ Қ҉҂Ҏ҇ҊҚ҆Ғ҂ ҏ҂҆ Ҕ҇҅ҋ ҂Ҏ .҇ҊҚ҆Ғ҂  
 Қ҃҇ҔҎ .ҏ҂ ҃Ҏ҉  ҎҔ ҎҖҊҐ҆ ҂Җ҇Қ҆ ҏҔ ҋ҉҉҇қҌҍ . 

 ֊֘֏֖֔ ֏֘֜֔ֆ 
 .҇ҊҚ҆Ғ҂҃ Ҏ҇ҖҋҊ҆ ҌҎ҆Ґ҃ ҏҋҎҋҔҋ ҆ҔҋҒҐ ҋҔҘҐ҂҃ қҐҜқ҆Ҏ қҋ 

҃ Ҏ҇ҖҋҊ҆ ҌҎ҆Ґ҃ ҏҋҎҋҔҋ ҆ҔҋҒҐ ҋҔҘҐ҂҃ ҇қҐҜқҋ Ҝ҇ҋҚ҇Җ҆ Ҏҋ҄҃ ҏҋқҒ ҋҍ җҎҐ҇Ґ  ҇ҊҚ҆Ғ҂҇ ҌқҐ҃қҏҋқ҅҇҉ ҆Ҕ҃  
 Ҏқ ҆Ғ҇Қ҉҂҆ ҆ҒҐ҆ Қ҉҂Ҏ҇ҊҚ҆Ғ҂ . 

 ҃  Ҏ҇ҖҋҊ҆ ҌҎ҆Ґ҃ ҏҋҎҋҔҋ ҆ҔҋҒҐ ҋҔҘҐ҂҃ ҇қҐҜқҋ Ҝ҇ҋҚ҇Җ҆ Ҏҋ҄҃ ҄҇҈ Ҝ҇Ғ҃ ҏҔ ҏҋҚ҃҄ ҋҍ җҎҐ҇Ґ҇ҊҚ҆Ғ҂ ҇ ҌқҐ҃  
ҏҋқ҅҇҉ ҆Ҕ҃Қ҂  Ҏқ ҆Ғ҇Қ҉҂҆ ҆ҒҐ҆ Қ҉҂Ҏ҇ҊҚ҆Ғ҂ . 

֠֋֏֞֋֚ 
ҏҋҚ҃҄ ҋҍ җҎҐ҇Ґ ҇ҊҚ҆Ғ҂҃ ҏҋҎҖ҇ҊҐ҆  ґ҇ҋҚ҆Ҏ ҆ғҋҒҍҐ ҇ҔҒҐҋ Ҝ҇ҋҚ҇Җ҆ Ҏҋ҄҃ ҄҇҈ Ҝ҇Ғ҃ ҏҔ  ҌқҐ҃҇ Ҏ҇ҖҋҊ҆ ҌҎ҆Ґ҃

  Қ҉҂Ҏ ҏҋқ҅҇҉ ҆Ҕ҃Қ҂ ҜҒҐ ҜҎ҃ҙ Ҏ҇ҖҋҊ҆ ҆Ғ҇Қ҉҂҆ . 
 ,҆Җ҇ҚҜ҃ ҏҋҎҖ҇ҊҐ҆ ҏҋҚ҃҄҃ Ҝ҇ҋҚ҇Җ҃ Ҕ҇҄ҖҎ Ҏ҇ҍҋ ҇ҊҚ҆Ғ҂҃ қ҇Ґҋқ҆ ҂Җ҇Қ҆ ҏҔ җҔҋҋҜ҆Ҏ җҎҐ҇Ґ ҋ҃҄Ҏ ̓ ҈ ҂қ҇Ғ . 

 
:֠֋֖֋֑֔և ֟֋֔֏֟֋ ֊ֈ֏֊֖ 

҇ҊҚ҆Ғ҂қ Қҋ҃ғ ҂Ҏ   ,ҕҋҋҔ қ҉ ҆Ҝ҂҇ ҆҅ҋҐ҃ Ҝ҇Қҋ҆҈ ҆ҒқҐ Ҋ҇ҙҒҎ қҋ .Ҝ҇Ғ҇ҍҐ ҎҋҔҖ҆Ҏ ҇҂ ҄҇҆ҒҎ ҌҜҎ҇ҍҋ҃ Ҕ҄Җҋ
 .қ҂Қ ҃҂ҍҐ Ҏ҃҇ғ ҇҂ ,ҚҚ҉҇ғҐ 

 
3.   ?֊֚֋֞֠և ֟֔֠֟֠ ։֜֏֑ 

қҋ қҐҜқ҆Ҏ ҚҋқҍҜ҃ ҅ҋҐҜ ҏ҂Ҝ҆҃ Ҝ҇҂Қ҇҆Ҏ  ҂Җ҇Қ҆.   
҉҇Ҋ҃ ҌҒҋ҂ ҏ҂ ҉ҙ҇Қ҆ ҇҂ ҂Җ҇Қ҆ ҏҔ ҙ҇҅҃Ҏ ҌҋҎҔ   .ҚҋқҍҜ҃ Ҏ҇ҖҋҊ҆ ґҖ҇҂҇ ґ҇ҒҋҐҎ Ҕ҄҇Ғ҃ 

.҅҃Ҏ҃ ҂Җ҇Қ҆ ҋ҅ҋ ҎҔ ҇Ҕ҃ҙҋ Ҏ҇ҖҋҊ҆ ґҖ҇҂҇ ґ҇ҒҋҐ҆   



 

  .ҋ҂҇ҖҚ Ҝ҇҇Ҙ қҋ҂ ҋ"Ҕ ҋ҅ҋҚ҇ Ҍ҇Ҝ ҋ҇ҚҋҔ҃ ҌҎ ґҜҒҋҋ ҇ҊҚ҆Ғ҂ 
 Ҏқ Ҏ҇ҖҋҊ Қ҇҈҉Ґ( Ҝ҇Ҕ҇҃қ ҆қ҇ҎқҎ Ҝ҉҂ ґҜҋҒ ҇ҊҚ҆Ғ҂21 .)ҏҋҐҋ 

 .ҌҚ҇҃Ҕ ҆Ґҋ҂ҜҐ҆ ҏҋҎ҇ҖҋҊ҆ Ҝ҇Ґҍ ҎҔ ҊҋҎ҉ҋ ҎҖҊҐ҆ ҂Җ҇Қ҆ 
  ҋҒҖҎ  ґҜҐҋ҇ҚҋҔ҆  , ҎҖҊҐ҆ ҂Җ҇Қ҆ Ҝ҇Җ҇ҚҜ ҌҎ ґҜҋ .Ҝ҇҂ҙ҆҇ Ҝ҇Ҏҋ҉҃ ҜҔҋҒҐ҃ ҔҋҋғҎ ҋ҅ҍ 

 ҋҍ ґҍҜҋҋҋ҂҇ҖҚ҆ Ҝ҇҇Ҙ҆ қҋ҂  Ҋ҂ҋ҇҂  ҆ Ҝ҂ ҙҋғҖҋҋ҇ҚҋҔ ҋҒҐ҈ ґҖ҇҂҃   Ҝ҇Қ҇қҙ҆ ҋ҂҇҇Ҏ Ҝ҇ҔҖ҇Ҝ ҉ҜҖҐ ҆Ҝ҂ ҏ҂
ҋҍ ґҍҜҋҋ .ҋ҇ҚҋҔҎ   Ҏ҇ҖҋҊ҆ ҙғҖ҇ҋҜ҇ҜҋҐҘҎ ҆Ҝ҂ ҏ҂ , ҉ҜҖҐ ҋ҂҇҇Ҏ Ҝ҇ҔҖ҇Ҝ ҋ҇ҚҋҔ҆ ҌҎ҆Ґ҃ Ҝ҇Қ҇Ґ҉ . 

 
֠֜֒֔֋֔֊ ֊֖֔֊ ֒֘ ֞֋և֘֒ ֕֏ֆ. 

 
֞֠֋֏ ֊֋ևֈ ֕֋֖֏֔ ֠֋֘֎և ֠֒֎֖ ֓ֆ  ҒҖ ,҆Җ҇ҚҜ҆Ґ ҅Ҏҋ ҔҎ҃ Ҝ҇ҔҊ҃ ҏ҂ ҇҂҆ ҏҋҎ҇҉ Ҝҋ҃ Ҏқ ґ҇ҋҐ Қ҅҉Ҏ ҇҂ ҂Җ҇ҚҎ ҅ҋҐ,  

 ҂҃҆҇ Ҝ҂ .ҌҜҋ҂ ҆Җ҇ҚҜ҆ Ҝ҈ҋҚ҂  

 :֊֚֋֞֠֊ ֠ֆ ֒֋֎֏֒ ֠֍֑֟ ֓ֆ 
Ҝ҉ҍқ ҏ҂   .ҋҖ҇Ҏ҉ Қ҇Ҝ Ҕ҇҃ҙҎ ҜҒҐ ҎҔ ҋҚқҖ҂҆ ҏ҅ҙ҆҃ ҋ҂҇ҖҚ҆ Ҝ҇҇Ҙ҆ қҋ҂ ҏҔ Ққҙ Қ҇ҘҋҎ қҋ ,ҋ҇ҚҋҔ҆ Ҏқ ґҜҐҎ Қ҇Ҝ

.҂҃҆ Ҕ҇҃ҙ҆ Қ҇ҜҎ ґҋҜҐ҆Ҏ ґҋ҂   

ֆ ֝֏֚֗֔ ֊֠ֆ ֓֠֒֏֎֖ ֠ֆ :֊֚֋֞֠֊ 
 .ҎҖҊҐ҆ ҂Җ҇Қ҆ ҏҔ Ҝ҇ҘҔҋҋҜ҆ ҂ҎҎ Ҏ҇ҖҋҊ҆ Ҝ҂ ҙҋғҖ҆Ҏ ҇҂ ґ҇ҒҋҐ҆ Ҝ҂ Ҝ҇ҒқҎ ґҋ҂ 

  ҋ҅ҋ ҎҔ җҎҐ҇҆қ ҋҖҍ Ҏ҇ҖҋҊ҃ ҅ҋҐҜ҆Ҏ қҋ .҂Җ҇Қ҆ 

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

4.  ֠ ֋֚֘֋֠  ֏ֆ֋֋֒ 

 ̓ Җ҇ҚҜ Ҏҍ҃ ҇Ґҍ қ҇Ґҋқ҆ ,҇ҊҚ҆Ғ҂҃   ҜҐҋқҚ ҂ҚҙҐҎ Ҏ҆҃ҋҜ Ҏ҂ .ҏҋқҐҜқҐ҆Ґ ҙҎ҉҃ ҋ҂҇҇Ҏ Ҝ҇ҔҖ҇ҜҎ ҏ҇Қ҄Ҏ Ҏ҇ҎҔ
 .ҋ҂҇҇Ҏ҆ Ҝ҇ҔҖ҇ҜҋҍҜҋґ҆Ґ Ҝ҉҂ ҕ҂Ґ Ҏ҇҃ғҜ ҂Ҏ҇ ґ . 

 
:֠֋֒֒֋֑֊ ֠֋֞֋֔֍ ֏ֆ֋֋֒ ֠֋֚֘֋֠֒ ֓֋֞ֈ֒ ֒֋֒֘ ֋֎֞֊֖ֆ 

• ֠֋֏֘և ֠֋֏֠ֆ֏֞ ֠֋֒֋֒֘֟ ֠֋֏֊֒ ֠֋֞֋֔֍ ,֠֋֖֑֗֔  ֓֏֏֍֋ֆ  ֠֋֒֋֒֘  .֠֋֋֔֒ ֒֏և֋֊֒ҏ҂   ҉ҜҖҐ ҆Ҝ҂
 Ҝ҇ҋҔ҃Ҝ҇ҋҜ҂ҋҚ  ґҍҜҋҋ   ҌҎ ҏ҇қҚҋ ҂Җ҇Қ҆҇ҏҋ҅ҋ҂҇ҚҊғ҇ҙҋҊҚ҇ҙ .қҋ Ҕ҅ҋҋҎ Ҝ҂  ҂Җ҇Қ҆ ҅ҋҐ ҏ҂  ҔҋҖ҇Ґ ҅҉҂  

ҏҋҒҐҋғ҆Ґ  ҇҂   ҏҋҒҋҐғҜ҆ ҏҋ҂҃҆ : 
-  Ҏ҇Ҕҋқ 

-  ̓ ҐҋқҒ ҚҘ҇ҙ ҇҂ ҆ҐҋқҒ҃ ҋқ҇ҙ 

-  ҏ҇҉ 

-  )ҕ҇ҘҖҘ ,҆҈҉҃ җ҉Ҏ ҆Ґ҄҇҅Ҏ( ҏҋҐҋҋҙ ҏҋҒҋҐғҜ҃ ҆ҚҐ҉҆ ҇҂ ҏҋҚ҉҂ ҏҋқ҅҉ ҏҋҋҜҐҋқҒ ҏҋҒҋҐғҜ 

 

• ֊֞֏֚֗ ֊֑֋֖֔  ֒֟ ֏ֆ֠ ֓։ ֓֏֖և֒ (֊֏֖֚֋֞֎֏֋֖ .)҆ҚҋҖғ    Ҏ҇ҖҋҊ҃ ҆Ҙ҇ҖҒ ҆Ғ҆ ҏҋҒ҃Ҏ ҏ҅ ҋ҂Ҝ Ҏқ ҆ҍ҇ҐҒ
҇ҊҚ҆Ғ҂҃   ҙ҇҅҃ҋ ҌҎқ ҂Җ҇Қ҆ .҆Қ҇Ґ҉ Ҝ҇ҋ҆Ҏ ҏҋҜҋҔҎ ҆Ҏ҇ҍҋ҇҂Ҝ   ҜҎ҉Ҝ҆ ҋҒҖҎ ҏҋҒ҃Ҏ҆ ҏ҅҆ ҋ҂Ҝ ҜҚҋҖғ
 Ҏ҇ҖҋҊ҆ ҇ҊҚ҆Ғ҂҃ ,ҋҒҖҎ҇ Ҏҍ ҆ҒҐ .қҋ Ҕ҅ҋҋҎ ҇҆ҋ҈ Ҏқ ҏҋҒҐҋғ ҇҂ ҏҋҒҋҐғҜ ҉ҜҖҐ ҆Ҝ҂ ҏ҂ ҅ҋҐ ҂Җ҇Қ҆ Ҝ҂  ҇҂ ҏ

 ҃  Ҝ҇Қ҇ҐҚҐҘ ҇҂ ҏ҇҉ ҌҎ қҋ ҏ҂ҌҎ҆Ґ Ҏ҇ҖҋҊ҆  ҏҔ҇ҊҚ҆Ғ҂ . 
 

• ֠֋֏֘և և֒ ֠֋֒֋֒֘֟ ֘֏֚֟֊֒ ֒֘ ֠֒֋֑֏ և֒֊ և֋ֆ֟֒ ֓։.   ҜҎ҉Ҝ҆ ҋҒҖҎ ҌҎқ ҃Ҏ҆ ҅҇ҙҖҜ Ҝ҂ ҙ҇҅҃ҋ ҂Җ҇Қ҆
 Ҏ҇ҖҋҊ҆ ҇ҊҚ҆Ғ҂҃ . қҋ Ҕ҅ҋҋҎ Ҝ҂ ҂Җ҇Қ҆ ҅ҋҐ ҏ҂  ҔҋҖ҇Ґ ҅҉҂ ҏҋҒҐҋғ҆Ґ ҇҂  ҏҋҒҋҐғҜ҆ ҏҋ҂҃҆ : 

-  ̓ ҐҋқҒ ҚҘ҇ҙ ҜҚҐ҉҆ ҇҂ ҜҔҖ҇҆ 

-  Ҏ҇Ҕҋқ 

-  Ҝ҇ҖҋҋҔ Ҝқ҇҉Ҝ 

-  ҏҋҋҎ҄Қ҃ ҇҂ ҏҋҋҎ҇ғҚҙ҃ Ҝ҇҉ҋҖҒ 

-  Қҋ҅ғ ҂Ҏ ҃Ҏ ҃Ҙҙ 

-  ҎҙқҐ҃ ҜҋҐ҇҂ҜҖ ҆ҋҋҎҔ 



 

-  Қ҇Қ҉ғ Ҝқ҇҉Ҝ ҇҂ ҜҚ҇҉Қ҉ғ 

-  ̓ Қҍ҆ ҅҇҃ҋ҂ 

 

 ҙ҇҅҃ҋ ҂Җ҇Қ҆  ҇҂ Ҏ҇ҖҋҊ ҆҉҅ҋҋ ,ґ҇ҒҋҐ҆ Ҝ҂ ҅ҋҚ҇ҋ ҂Җ҇Қ҆҇ ґҍҜҋҋ .҇ҊҚ҆Ғ҂ ҏҔ Ҏ҇ҖҋҊ҆ ҌҎ҆Ґ҃ ҇Ҏ҂ Ҝ҇ҔҖ҇ҜҎ ҌҜ҇҂
 ҏ҂ Ҝ҇ҜҋҐҘҎ ҇ҊҚ҆Ғ҂҃ Ҏ҇ҖҋҊ҆ Ҝ҂ ҙҋғҖҋ ҌҒ҆.Ҝ҇Қ҇Ґ҉ ҋ҂҇҇Ҏ Ҝ҇ҔҖ҇ҜҐ Ҏ҃҇ғ 

 
 ֠֘և ֞֠֋֏և ֠֋֍֏֑֟֊ ֏ֆ֋֋֒֊ ֠֋֚֘֋֠ ֠֒֏֎֖֋֎֞֊֖ֆ ։֟ ֕֎֞֗և ֒֋֚֏֎֒  ֏֠֞֋֞ֈ  ֆ֒ ֓֏ֆ֠ ֈ֋֗֔ ֠֋ֆ֏֞ ֕֎֞֗֋

( ֓֏֖֎֝Non-Small Cell Lung Cancer – NSCLC)  ֠֏֏֜֎֋֔ ֓֘HER2 ֠֋֒֒֋֑ : 
•  ̓ Ҏҋ҉҃ 

•  ҏҋҒ҃Ҏ ҏ҅ ҋ҂Ҝ Ҏқ ҆ҍ҇ҐҒ ҆ҚҋҖғ 

•  ҏҋҐ҇҅҂ ҏ҅ ҋ҂Ҝ Ҏқ ҆ҍ҇ҐҒ ҆ҚҋҖғ 

•  Ҝ҇ҖҋҋҔ Ҝқ҇҉Ҝ 

• Ҝ҇҂ҙ҆ 

•  ҚҔҋқ ҜҚҋқҒ 

• ҅҃ҍ ҋ҅҇ҙҖҜ҃ ҆ҋҋҎҔ ҏ҅ Ҝ҇ҙҋ҅҃҃ 

•  ̓ ҍ҇ҐҒ Ҝ҇ҋғҊ ҜҚҋҖғ 

• Ҝ҇ҚҋҘҔ 

•  ґ҇҃҂Ҝ҃ ҆҅ҋҚҋ 

•  Ҏ҇қҎқ 

•  ҏ҅҃ ґ҄Ҏқ҂ Ҏқ ҆ҍ҇ҐҒ ҆ҐҚ 

•  ̓ ҐҋқҒ҆ ҋҍҚ҅҃ ҏҋҐ҇҆ҋ҈ 

•  ҏҋҚҋҚқ҃ ҃҂ҍ ҇҂ Ҝ҇ҐҘҔ҃ 

•  Ҏ҇Ҕҋқ 

 

և ֒֋֚֏֎֒ ֋֎֞֊֖ֆ ֠֒֏֎֖ ֠֘և ֞֠֋֏և ֠֋֍֏֑֟֊ ֏ֆ֋֋֒֊ ֠֋֚֘֋֠֊֔֋֖֏֜֞֝֋֖։ֆ   ֊և֏֝ ֎֟֋ ֞և֘֔ ֋ֆ ֊և֏֝֊ ֒֟
 ֈ֋֗֔HER2-,֏և֋֏֍  :֠֋֒֒֋֑ 
•  ҏҋҐ҇҅҂ ҏ҅ ҋ҂Ҝ Ҏқ ҆ҍ҇ҐҒ ҆ҚҋҖғ 

•  ҏҋҒ҃Ҏ ҏ҅ ҋ҂Ҝ Ҏқ ҆ҍ҇ҐҒ ҆ҚҋҖғ 

•  ̓ ҍ҇ҐҒ Ҝ҇ҋғҊ ҜҚҋҖғ 

•  ̓ Ҏҋ҉҃ 

•  ґ҇҃҂Ҝ҃ ҆҅ҋҚҋ 

• ҅҃ҍ ҋ҅҇ҙҖҜҎ Ҝ҇ҙҋ҅҃҃ ҆ҋҋҎҔ 

•  Ҝ҇ҖҋҋҔ Ҝқ҇҉Ҝ 

•  Ҏ҇қҎқ 

•  ҏ҅҃ ґ҄Ҏқ҂ Ҏқ ҆ҍ҇ҐҒ ҆ҐҚ 

• Ҝ҇҂ҙ҆ 

• Ҝ҇ҚҋҘҔ 

•  ҏ҇҉ 

•  ҚҔҋқ ҜҚҋқҒ 

 

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

 ֏ֆ֋֋֒ ֠֋֚֘֋֠ ֒֘ ֍֋֋֏։ 
 ̓  ҎҔ ҆Ҙҋ҉Ҏ Ҝ҇ҔҘҐ҂҃ Ҝ҇҂ҋҚ҃҆ ҅ҚқҐҎ ҋ҂҇҇Ҏ Ҝ҇ҔҖ҇Ҝ ҎҔ ҉҇҇҅Ҏ ґҜҋҒ  Ҏ҇ҖҋҊ ҃ҙҔ ҋ҂҇҇Ҏ Ҝ҇ҔҖ҇Ҝ ҎҔ ҉҇҇ҋ҅" Қ҇қҋҙ

 "ҋҜҖ҇ҚҜ Ҝ҇҂ҋҚ҃҆ ҅ҚқҐ ҚҜ҂ Ҏқ Ҝҋ҃҆ ҕ҅҃ ҂ҘҐҒқ(www.health.gov.il)    ҎҔ ҉҇҇ҋ҅Ҏ ґ҇҇ҙҐ҆ ғҖ҇ҊҎ ҆ҒҖҐ҆
ҋ҂҇҇Ҏ Ҝ҇ҔҖ҇Ҝ,  :Қ҇қҋҙҎ ҆ғҋҒҍ ҋ"Ҕ ҇҂ https://sideeffects.health.gov.il 

 

http://www.health.gov.il/


 

5.  ֠ֆ ֕֗֍ֆ֒ ֐֏ֆ֋֎֞֊֖ֆ ? 

• ҔҒҐ ҆ҎҔҚ҆ !҆Җ҇ҚҜ ҇҈ Ҏҍ҇ ҆Җ҇ҚҜ ҜҚ҉҂ қҋ  Қ҇ҐқҎ  ҏ҇ҙҐ҃ Қ҇҄ғ җ҇҉Ґ ҄қҋ҆Ҏ ҏ҅ҋ   Ҏқ ҏҜҋҋ҂Қ ҉҇҇Ҋ҇
ҏҋ҅Ҏҋ ҇/҇҂ Ҝ҇ҙ҇ҒҋҜ ҎҔ҇ ҋ҅ҋ Ҍҍ ҔҒҐҜ ҆ҎҔҚ҆. Ҏ҂ ҏ҇Қ҄Ҝ ҆҂ҙ҆Ҏ  ҂ҎҎ ҆҂Қ҇҆ ҜқҚ҇ҖҐ ҂Җ҇Қ҆Ґ! 

• ( ҆҄҇ҖҜ҆ ҌҋҚ҂Ҝ ҋҚ҉҂ ҆Җ҇ҚҜ҃ қҐҜқ҆Ҏ ґҋ҂(exp. date ҆҈ҋҚ҂҆ ҋ҃҄ ҎҔ ҔҋҖ҇Ґ҆.   ғ҉ҋҋҜҐ ҆҄҇ҖҜ҆ ҌҋҚ҂Ҝ

 .҆Җ҇ҚҜ҆ Ҝ҂ ҌҎ ҙҖҋғқ ҉ҙ҇Қ҃ җҔ҇҇ҋ҆Ҏ ҌҋҎҔ ,ҙҖғ Ҏқ ҆ҚҙҐ Ҏҍ҃ .қ҅҇҉ ҇Ҝ҇҂ Ҏқ ґ҇Қ҉҂҆ ҏ҇ҋҎ 
•  .҆҈ҋҚ҂ ҆Ҝ҇҂҃ Ҝ҇Ғ҇қ Ҝ҇Җ҇ҚҜ ґғ҉҂Ҏ ґҋ҂ 

•  ҚҚҙҐ҃ ґғ҉҂Ҏ қҋC °8-C02Қҙ҃ , ҋҚ҇ҙҐ҆ ґ҇ҊҚ҇҂ ҋҒҖҐ ґ҄҆Ҏ ҜҒҐ ҎҔ ҆Ғҍ҆҆ ґҐ҈ ҅Ҕ. .҂ҋҖҙ҆Ҏ ґҋ҂   ґҋ҂

ҚҔҒҎ . 

• ҆Ғҍ҇Ґ҆ ҆ғҋҐҜ҆ Ҝ҂ ґғ҉҂Ҏ ґҜҋҒ ,ҋ҅ҋҋҐ қ҇Ґҋқ ҆қҔҒ ҂Ҏ ҏ҂ :҆Ғҍ҆҆ Қ҉҂Ҏ   ҚҚҙҐ҃ ҋҚ҇ҙҐ҆ ґ҇ҙ҇҃ҙ҃҃
C°8-C02,  ҅Ҕ24 Қ҇҂Ґ ґ҄҇Ґ ,҆Ғҍ҆҆ Ҕ҄ҚҐ Ҝ҇Ҕқ . 

 

6.  ֙ ֗֋֖ ֘։֏֔ 
 

:֓ֈ ֊֒֏֑֔ ֊֚֋֞֠֊ ֒֏֚֘֊ և֏֑֞֔֊ ֒֘ ֙֗֋֖ 
Sucrose, L-Histidine hydrochloride monohydrate, L-Histidine, Polysorbate 80 

։֜֏֑ ֠֏ֆ֖֞ ֊֚֋֞֠֊ ֊֔֋ ֑֕֋֠  ֊֌֏֞ֆ֊ 
 .҃҆҃҆Ҙ ҅Ҕ ґ҃Ҏ Ҕ҃Ҙ҃ ҆ҙ҃҂ 

 

֕֞֜֏: ҆ҋҒҐҚ҄ ,ґҖ҇҆ҒҖ҂Җ ,Ґ"Ҕ҃ ҆Җ҇Қҋ҂ ҇ҋҙҒ҂ғ ҋ'Ҙҋ҂҅ . 
 

֒֘և ֓֋֟֏֞֊ ֕ֆ֋և֏֊֋: ҆ҙҋҒ҈҆ҚҊғ҂ )Ҏ҂Ққҋ( Ҕ҃"Ґ,  '҉Қ Ҕ҅ҋ ҋҚҋҜҔ1 ҚҖҍ ,҂҃ғ  4464301 . 
 
֔֊֚֋֞֠֊ ֓֋֟֏֞ '֗ :֠֋ֆ֏֞և֊ ։֞֟֔ ֒֟ ֏֑֠֒֔֔֊ ֠֋֚֋֞֠֊ ֖֚֗֝և  167-74-36545-00 

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

ҌҚҔҒ ҃ҎҋҚҖ҂ 2023 .Ҝ҇҂ҋҚ҃҆ ҅ҚқҐ Ҝ҇ҋ҉Ғ҆Ҏ ҏ҂Ҝ҆҃   

 

The following information is intended for healthcare professionals only: 

Preparation and Administration 

 

In order to prevent medication errors, check the vial labels to ensure that the drug being prepared and 

administered is ENHERTU (trastuzumab deruxtecan) and not trastuzumab or ado-trastuzumab 

emtansine. 

 

Reconstitute and further dilute ENHERTU prior to intravenous infusion. Use appropriate aseptic 

technique. 

 

ENHERTU (trastuzumab deruxtecan) is a cytotoxic drug. Follow applicable special handling and 

disposal procedures. 

 



 

Reconstitution 

 

• Reconstitute immediately before dilution. 

• More than one vial may be needed for a full dose. Calculate the dose (mg), the total volume of 

reconstituted ENHERTU solution required, and the number of vial(s) of ENHERTU needed. 

• Reconstitute each 100 mg vial by using a sterile syringe to slowly inject 5 mL of Sterile Water for 

Injection, USP into each vial to obtain a final concentration of 20 mg/mL. 

• Swirl the vial gently until completely dissolved. Do not shake. 

• Parenteral drug products should be inspected visually for particulate matter and discoloration prior 

to administration, whenever solution and container permit. The solution should be clear and 

colorless to light yellow. Do not use if visible particles are observed or if the solution is cloudy or 

discolored. 

• If not used immediately, store the reconstituted ENHERTU vials in a refrigerator at 2ºC to 8ºC for 
up to 24 hours from the time of reconstitution, protected from light. Do not freeze. 

• The product does not contain a preservative. Discard unused ENHERTU after 24 hours 

refrigerated. 

 

Dilution 

 

• Dilute the calculated volume of reconstituted ENHERTU in an intravenous infusion bag containing 

100 mL of 5% Dextrose Injection, USP. DO NOT use Sodium Chloride Injection, USP. ENHERTU 

is compatible with an infusion bag made of polyvinylchloride or polyolefin (copolymer of ethylene 

and polypropylene). 

• Gently invert the infusion bag to thoroughly mix the solution. Do not shake. 

• Cover the infusion bag to protect from light. 

• If not used immediately, store at room temperature for up to 4 hours including preparation and 

infusion, or in a refrigerator at 2ºC to 8ºC for up to 24 hours, protected from light. Do not freeze. 

• Discard any unused portion left in the vial. 

 

Administration 

 

• If the prepared infusion solution was stored refrigerated (2ºC to 8ºC), allow the solution to reach 

room temperature prior to administration. Cover the infusion bag to protect from light. 

• Administer ENHERTU as an intravenous infusion only with an infusion set made of polyolefin or 

polybutadiene  

• Administer ENHERTU with a 0.20 or 0.22 micron in-line polyethersulfone (PES) or polysulfone 

(PS) filter.  

• Do NOT administer as an intravenous push or bolus. 

• Cover the infusion bag to protect from light during administration. 



 

• Do not mix ENHERTU with other drugs or administer other drugs through the same intravenous 

line. 

• First infusion: Administer infusion over 90 minutes.  

• Subsequent infusions: Administer over 30 minutes if prior infusions were well tolerated.  

 


