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Conversation	
  about	
  the	
  regulation	
  of	
  irrational	
  Fixed	
  Dose	
  Combination	
  forms	
  in	
  
India	
  between	
  Beverley	
  Snell	
  and	
  Amit	
  Sengupta	
  March	
  2016	
  

 
BS.	
  In	
  the	
  Pacific	
  countries	
  we	
  attempt	
  to	
  strengthen	
  registration	
  systems.	
  	
  

It	
  is	
  much	
  easier	
  in	
  smaller	
  countries	
  to	
  develop	
  registration	
  systems.	
  	
  

Then	
  only	
  registered	
  drugs	
  are	
  allowed	
  in	
  past	
  customs.	
  Close	
  relationships	
  with	
  customs	
  authorities	
  are	
  
very	
  important.	
  

SO	
  that	
  automatically	
  FDCs	
  and	
  other	
  drugs	
  that	
  are	
  not	
  registered	
  cannot	
  come	
  into	
  the	
  country.	
  

Please	
  can	
  you	
  explain	
  to	
  me	
  what	
  is	
  the	
  effect	
  of	
  ‘banning’	
  a	
  drug.	
  	
  How	
  does	
  banning	
  make	
  it	
  not	
  
available?	
  

Is	
  it	
  in	
  effect	
  the	
  same	
  as	
  de-­‐registering	
  a	
  drug?	
  	
  and	
  then	
  enforcing	
  the	
  registration	
  procedures	
  and	
  only	
  
registered	
  drugs	
  can	
  be	
  distributed	
  and	
  sold?	
  

Unregistered	
  drugs	
  can	
  be	
  confiscated	
  and	
  the	
  sellers	
  penalised?	
  

If	
  the	
  regulatory	
  authority	
  is	
  working	
  then	
  only	
  registered	
  drugs	
  could	
  be	
  manufactured	
  or	
  imported.	
  	
  In	
  
the	
  best	
  of	
  circumstances	
  Customs	
  would	
  pick	
  up	
  unauthorised	
  imports	
  and	
  notify	
  drug	
  authorities.	
  	
  -­‐	
  the	
  
Pharmaceutical	
  Regulatory	
  Authority	
  

How	
  does	
  ‘banning’	
  work?	
  

AS:	
  	
  Customs	
  don’t	
  really	
  come	
  into	
  play	
  here	
  as	
  all	
  the	
  formulations	
  'banned'	
  are	
  locally	
  manufactured.	
  
The	
  order(s)	
  (separate	
  orders	
  for	
  each	
  formulation)	
  prohibit	
  sales,	
  distribution	
  and	
  manufacture	
  of	
  the	
  
formulation(s).	
  So,	
  yes,	
  this	
  is	
  like	
  de-­‐registering	
  a	
  drug	
  or	
  withdrawal	
  of	
  the	
  marketing	
  (and	
  
manufacturing)	
  approval.	
  And,	
  yes,	
  this	
  means	
  their	
  sales	
  would	
  be	
  illegal	
  and	
  the	
  drugs	
  can	
  be	
  
confiscated	
  and	
  those	
  involved	
  in	
  manufacture,	
  sales,	
  or	
  distribution	
  can	
  be	
  penalized.	
  

Technically	
  all	
  the	
  formulations	
  that	
  have	
  now	
  been	
  banned	
  had	
  marketing	
  approval	
  -­‐-­‐	
  a	
  bit	
  of	
  a	
  grey	
  area	
  
because	
  the	
  process	
  of	
  receiving	
  marketing	
  approval	
  was	
  flawed	
  and	
  many	
  of	
  the	
  formulations	
  hadn't	
  
received	
  approval	
  from	
  the	
  federal	
  authority	
  but	
  had	
  received	
  only	
  manufacturing	
  approval	
  from	
  state	
  
authorities	
  (who	
  cannot	
  provide	
  marketing	
  approval).	
  

Here's	
  the	
  link	
  to	
  the	
  ban	
  orders:	
  	
  

http://cdsco.nic.in/writereaddata/SO%20705(E)%20TO%201048(E)%20DATED%2010-­‐03-­‐2016.pdf	
  
 


