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附件(6) :                                                                                                  
 Novamin Injection 外盒  印刷內容變更前後對照表 (Comparison Table of Labeling Change)  

                                                                                       Version : 2.0 
日期(Date): 2023.2.21                                             擔當者(Responsible person):Sherry Wu 

項次 
(Items) 

變更前 
(Current content) 

變更後 
(Proposed change) 

I.版次(Version)   
II.修訂日期(TFDA 核准日期)   
1.中英文品名(Product name)    
2.適應症(Indication)   
3.組成及性狀 
 (Composition and description) 

  

4.用法及用量 
 (Dosage and administration) 

  

5.使用注意事項 
 (Precautions) 

  

6.藥物動力學 
 (Pharmacokinetics) 

  

7.臨床成績 
  (Clinical studies) 

  

8.藥效藥理 
  (Pharmacodynamics) 

  

9.有效成份及其物化性質 
   (Physicochemistry of active  

ingredients) 

  

10.儲存條件 
   (Storage conditions) 

  

11.包裝 
   (Package) 

  

12.參考文獻 
   (Reference) 

  

13.製造廠 
   (Manufacturer) 

  

14.核准文字圖案之顏色、字體、大小  
   (Color, font, type size only) 

  

15.版面設計變更(Change in design 
  and layout without change in text  
  content) 

  

16.增加/變換/刪除字樣、圖樣、條碼

標、註冊商標等文字，但不涉及藥品

品質、用藥安全內容   
(Addition/replacement/deletion of 

pictures, diagrams, bar code, logos 
and/or text that do not imply a quality, 
safety issue) 

  

17.其他 (Miscellaneous) 
 

Pantone 206C Pantone 186C(Shionogi logo, 
5mg) 
DIC198(CCPC logo) 

 

 



變更前 
外盒 

 

 
 

變更後 
外盒 
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