










	
  

The	
  Drug	
  Permit	
  License	
  issued	
  by	
  the	
  Food	
  and	
  Drug	
  Administration,	
  
Ministry	
  of	
  Health	
  and	
  Welfare	
  of	
  the	
  Republic	
  of	
  China	
  

	
   	
    
Drug Permit License Number:  026313	
  

	
   	
   	
  
Application	
  Number:	
  	
  
DHA05202631300	
  

	
  
Product	
  Name	
  in	
  
Chinese:	
  	
  

 
萊特汝膜衣錠 2.5
毫克 

	
   	
  

Product	
  Name	
  in	
  
English:	
  	
  

LETEOR	
  Film	
  
Coating	
  Tablet	
  
2.5	
  mg	
  

	
   	
  

Drug	
  
Classification:	
  	
  

A	
  prescription	
  
drug	
  that	
  
requires	
  a	
  
physician's	
  
medical	
  
prescription	
  to	
  
be	
  dispensed.	
  	
  

Name	
  of	
  
Pharmaceutical	
  
Company:	
  	
  

Ｄe	
  Ciang	
  
Enterprises	
  Ltd.	
  

Dosage	
  Form:	
  	
   Film-­‐coated	
  
tablets	
  	
  

Name	
  of	
  Product	
  
Manufacturer:	
  	
  
	
  
(Stamp)	
  

HETERO	
  LABS	
  
LIMITED	
  	
  

	
   	
   UNIT-­‐VI,	
  SURVEY	
  
NO.	
  410%	
  411	
  
APIIC	
  
FORMULATION	
  
SEZ,	
  POLEPALLY	
  
VILLAGE,	
  
JADCHERLA	
  
MANDAL,	
  
MAHABOOB	
  
NAGAR	
  
DISTRICT.	
  509	
  
301,	
  ANDHRA	
  
PRADESH,	
  INDIA	
  
(Stamp)	
  

Type	
  of	
  
Packaging:	
  	
  

2-­‐1000	
  tablets	
  in	
  
a	
  retort	
  pouch	
  

	
   	
  

	
  
Active	
  
Ingredients:	
  	
  

	
   	
   	
  

Each	
  F.C.	
  Tablet	
  contains:	
  
Letrozole……………………………...….2.5	
  
mg	
  

	
   	
  

	
  
Indications:	
  	
  

	
  
Please	
  see	
  the	
  details	
  below.	
  	
  

	
  

	
  
The	
  permit	
  license	
  is	
  hereby	
  granted	
  in	
  respect	
  of	
  the	
  product	
  named	
  above,	
  
which	
  has	
  been	
  assessed	
  by	
  the	
  Ministry	
  of	
  Health	
  and	
  Welfare	
  and	
  found	
  to	
  



[Type	
  text]	
   [Type	
  text]	
   [Type	
  text]	
  

conform	
  to	
  the	
  regulations	
  of	
  the	
  Pharmaceutical	
  Affairs	
  Act.	
  	
  	
  
	
  
	
  
Ministry	
  of	
  Health	
  and	
  Welfare	
  of	
  the	
  Republic	
  of	
  China	
  
Minister	
  	
   Chiu	
  Wen-­‐ta	
   (Stamp)	
  
	
   	
   Permit	
  License	
  

Grant	
  Date:	
  	
  
May	
  12th,	
  2014	
  

	
   	
   Valid	
  Until:	
  	
   May	
  12th,	
  2019	
  
	
  
Approved	
  
Time	
  	
  
	
  
Extension	
  
until:	
  

	
  
Year	
  	
  	
  	
  
Month	
  Date	
  	
  

	
  
Year	
  	
  	
  	
  Month	
  
Date	
  

	
  
Year	
  	
  	
  	
  Month	
  
Date	
  

	
  
Year	
  	
  	
  	
  Month	
  
Date	
  

	
  
Document	
  
Number	
  

	
  
(Stamp)	
  

	
  
Other
s	
  	
  

	
  
Amendment
s	
  	
  

	
  
Approva
l	
  
Number	
  

	
  
Approva
l	
  Date	
  	
  

	
  
Amendment
s	
  	
  

	
  
Approva
l	
  
Number	
  

	
  
Approva
l	
  Date	
  	
  

	
  
Indications:	
  	
  
 
The product is used to treat advanced breast cancer in women who have experienced 
natural or induced menopause after treatment failure with anti-estrogens.     
 
This product is a frontline drug to treat postmenopausal women with locally advanced 
breast cancer or metastatic breast cancer.  
  
This product is used as an extensional treatment for hormone receptor-positive and lm 
metastasis positive breast cancer patients following the supplementary tamoxifen 
therapy.  
 
This product is used as a supplementary treatment for postmenopausal patients with 
early stage hormone receptor-positive breast cancer. 

	
  
ME	
  000612	
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