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Good Manufacturing Practices	  
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Assoc.Prof. Müge Kılıçarslan 



	  Drugs,	  
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are	  the	  mixtures	  of	  one	  or	  more	  ac/ve	  
substances	  in	  pure	  form	  or	  together	  with	  
some	  excipients	  and	  prepared	  by	  various	  
methods	  in	  order	  to	  make	  them	  useful	  for	  
the	  use	  of	  the	  pa/ent	  .	  	  



GMP   
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Give	  me	  

More	  	  

Paper	  ????	  
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	  	  	  It	  is	  not	  enough	  to	  determine	  only	  one	  method	  
for	  the	  prepara?on	  of	  the	  drug.	  

	  	  	  	  	  The	  important	  things	  for	  the	  prepara?on	  of	  drugs	  
are;	  

	  -‐-‐	  Implementa?on	  of	  the	  same	  method	  as	  	  effec?ce	  as	  
for	  each	  prepara?on.	  

	  -‐-‐	  GeFng	  the	  same	  quality	  every	  ?me	  
	  	  	  	  GMP	  is	  not	  related	  to	  prepara?on	  procedure	  but	  
relataed	  to	  quality	  and	  repeatability	  of	  prepara?on	  

GMP	  	  Philosophy	  



What	  is	  	  GMP	  

Good	  Manufacturing	  Prac?ces	  is	  that	  part	  of	  Quality	  
Assurance	  which	  ensures	  that	  Medicinal	  products	  
are	  consistently	  produced	  and	  controlled	  to	  the	  
quality	  standarts	  appropriate	  to	  their	  intended	  use	  
and	  as	  required	  by	  the	  marke?ng	  authorisa?on	  or	  
product	  spesifica?on.	  



Why	  GMP	  ?	  

The	  GMP	  guide	  has	  been	  created	  for	  
	  
-‐  Safety	  

	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  -‐	  Efficacy	  
	  
	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  -‐	  Quality	  of	  drugs	  



This	  system	  has	  been	  created	  to	  
eliminate	  the	  risks	  of	  pharmaceu?cal	  
produc?on	  that	  can	  no	  longer	  be	  
prevented	  during	  finished	  product	  
tes?ng.	  

Why	  GMP	  ?	  
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GMP:	  Good	  Manufacturing	  Prac/ce	  

GLP:	  Good	  Laboratory	  Prac/ce	  

GCP:	  Good	  Clinical	  Prac/ce	  

GSP:	  Good	  Storage	  Prac/ce	  





Safety	  Guidelines	  



EfficacyGuidelines-‐1	  



Efficacy	  Guidelines	  -‐2	  



Mul?disiplinary	  Guidelines	  



GMP RelatedEstablishment/Institudes  
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cGMP 

PIC 

FDA 

EMEA ICH 

WHO 
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   WHO: World Health Organization 

    FDA: Food and Drug Administration 

   EMA: European Medicine Agency 

     PIC: Pharmaceutical Inspection Convention 

    ICH: International Conference on Harmonization  

GMP RelatedEstablishment/Institudes  



GMP	  all	  over	  the	  world	  





EudraLex	  -‐	  Volume	  4	  Good	  manufacturing	  
prac?ce	  (GMP)	  Guidelines	  
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