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Directorate G e n e . a l of Hea l th Services 

Office of D r u g s Contro l l e r Genera l (Indial 
(New D r a g Divis ion) 

To 
Al l State D r u g s X S n t r o i i e r s 

F D A B h a w a n , 
Ko t la Road , New D e l h i , ^ 
Dated 12 1 ^ 5 " . Z<5fS^ 

Subject: Important safety label changes to Carbamazepine containing pro<lucts -
Regarding. 

Sir , 
C D S C O l a u n c h e d a na t i ona l P h a i nacovig i lance Programme of Ind ia (PvP!) i n the 

year 2010 to mon i to r the Adverse D r u g Re .ctions (ADRs). A t present 150 A D R Moni to r ing 
Centers (AMCs) are func t ion ing u n d e r Natio ' ia] Co -o rd ina t i on Centre (NCC) to moni tor and 
report A D R across the count ry . 

PvPI has received 122 reports of ife threaten ing or fatal s k i n react ions (Stevens 
Johnson ' s Syndrome, Toxic E p i d e r m a l Necro ysis) that may have been caused by the use of 
Carbamazep ine f o rmula t i ons i n the country These 122 reports are out of 1882 reports o f 
Carbamazepine i nduced A D R s from Ind ia i n V-g iBase t i l l 1̂ *̂  Dec, 2014, 

The Subject Expe r t Commit tee (SEC) - Neurology 6& Psych ia t ry i n i ts meet ing held on 
.03.2015 examined the p resc r ib ing in fo rmat ion submi t t ed by some f i rms wh i ch were 

-pe iuut l eu for raarkc t ing the d rug i n the coun.try-ajid-th-e r ecnmmpndat i on ^f the^ Sigr^^l Review 
Panel (SRP), PvP l for screen ing of HLA~B *1502 pr ior to in i t i a t ing the carbamazep ine treatment 
because it is a k n o w n r i sk factor for carbamazep ine i nduced Stevens J o h n s o n ' s Syndrome . It 
was obsei'ved by the Commit tee that assoc ia t ion between Stevens J o h n s o n ' s Syndrome a n d 
I ILA-B *1502 are a lready inc luded i n the prescr ib ing in fo rmat ion of the ment ioned f irms. The 
Committee felt at th is stage no add i t i ona l l a l e l w a r n i n g is required. However, the Commit tee 
recommended that a l l the manu fac tu re r s shou ld inc lude the same i n the prescr ib ing 
information a n d the same shou ld be avai lable on the official website of a l l the f irms 
manufac tur ing Carbamazep ine i n the country 

It is therefore, requested that a l l the manu fac tu re r s l i censed for the sa id product 
under your j u r i s d i c t i o n s h o u l d be asked or i n c lus i on of the same i n the prescr ib ing 
informat ion a n d the same s h o u l d be a v a i l a b L on the official website of a l l the manufac ture rs 
manufac tur ing Carbamazep ine i n the country . 

Ac t i on taken i n the matter may please be c o m m u n i c a t e d to the unders igned . 

Y o u T ^ f M t h f u U y ^ 

(Dr. G.N. Singli) 
Drugs Controller Ge i^ ra l (India) 

Copy forwarded for information and necessary fcilow up to the Zonal/ Sub Zonal ofllcers of CDSCO. 


