
D2 Outer Label 

 

The in-use storage condition is different from A20. Please clarify on the storage condition (25celcius or 2-8 celcius). According to SMPC from 

emc reference and other registered product, the storage condition is at 2-8 celcius.  
 
Response: The storage conditions in section A20 and section D2 Outer Label are the same.  
Please refer to submitted section A20 and section D2 Outer Label.  
The Outer Label has been updated adding “Ubat Terkawal”. Please refer to updated Outer Label. 
 

 
 



We reviewed the Package Insert for FENTANYL-HAMELN 50 MCG/ML INJECTION, FENTANYL-PIRAMAL and Fentanyl 50 micrograms/ml Solution for infusion 
that are registered in MY and based on the storage conditions for in-use determined in the Package Insert of these drug products. Please see below the 
summary of storage conditions for in-use of above mentioned drug products:  
 

Drug product name MAH Storage conditions for in-use 

Fentanyl 50 
micrograms/ml 
Solution for infusion  

MAH Mercury 
Pharmaceuticals 
Limited  

 

FENTANYL-PRIMAL  DKSH MALAYSIA 
SDN BHD  

 

FENTANYL-
HAMELN50MCG/ML 
INJECTION  

IDAMAN 
PHARMA SDN. 
BHD.  

 

 
 



The storage conditions for in-use of Fentanyl Kalceks 0.05 mg/ml solution for injection have been determined based on the in-use stability study at release 
and at the end of shelf-life. The both studies have been submitted to NPRA ( doc:  P8 In use stability data (infusions) 0520, P8 In use stability data (end of 

shelf life) 0520). The results of both studies confirm to the in-use specification requirements at 25'C and 2-8'C during 48 h. 


