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-
 3000 . , ,  

 (OIDPs) -
, , -

. -
  

 ( . . ): 
I.  

 ( ): 
1.  ( ): 

) Beclometasone: 
–  (Norton Waterford T/A Ivax Pharmaceuticals, ); 
–  (2013) (Jewim Pharmaceutical (Shandong) Co. Ltd, ; 

, ); 
–  (Chiesi Pharmaceutici S.p.A., ); 
) Budesonide: 

–  (Inteli generics nord UAB, , 
manufactured by Laboratori Aldo-Union, S.A., ). 

II. , -
 ( ): 

) Formoterol: 
–  (Laboratorios liconsa, S.A., ); 
) Salbutamol: 

–  (2010) (Jewim Pharmaceutical (Shandong) Co. Ltd, ); 
–  (Inteli Generics Nord UAB, , Labo-

ratorio Aldo-Union, S.A., ); 
) Salbutamol and sodium cromoglicate: 

–  (Laboratorio Aldo-Union, S.A., ); 
) Salmeterol and fluticasone: 

–  (Aeropharm GmbH, ); 
–  ( , ). 

III. -
,  ( ): 
) Budesonide: 

–  (Inteli generics nord UAB, , 
manufactured by Laboratorio Aldo-Union, S.A., ); 

) Beclometasone: 
–  (teva Czech Industriess r.o., ); 
) Mometasone: 

–  (World Medicine Ilac San. VeTic. A.S., ;  
, -

); 
–  (Lek d.d., ); 
) Fluticasone: 

–  (TEVA Pharmaceutical Industries Ltd., ). 
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1, FDA ( , Albuterol2) HealthCanada3, 4, ( ,  
)5, TGA6  ANVISA7.  in vitro 

. -
: 
 

1) . 
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 (EMEA/CHMP/QWP/49313/2005),  
-

 ( ), -
-
 

                                                        
1http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003568.pdf 
2http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM346985.pdf 
3http://www.hc-sc.gc.ca/dhp-mps/alt_formats/hpfb-dgpsa/pdf/prodpharma/inhalationnas-eng.pdf 
4http://www.hc-sc.gc.ca/dhp-mps/alt_formats/hpfb-dgpsa/pdf/prodpharma/mdi_bad-eng.pdf 
5http://www.hc-sc.gc.ca/dhp-mps/alt_formats/pdf/prodpharma/applic-demande/guide-ld/nas-rhin/nas_rhin-
eng.pdf 
6https://www.tga.gov.au/book/192-clinical-requirement-generic-metered-dose-aerosols 
7http://portal.anvisa.gov.br/wps/wcm/connect/79b2e48048afe02aaeeebe0a466faa84/Regulatory+Considerations+
for+Approval+of+Generic+Inhalation+Drug+Products+in+US,+EU,+Brazil,+China+and+India.pdf?MOD=AJP
ERES 
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:  SAC  (B),  ( ) -
 ( )  28,3 . 
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8http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/ucm075207.htm 


