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Medicines and Medical Devices Agency

TARIFFS
for the authorization of medicinal products for human use

	Code
	Service name
	U/M
	Price, MDL



	1
	2
	3
	4

	I. Expertise for drug authorization

	1.1.
	"Independent" application = "stand-alone" application (complete file with administrative data on quality, non-clinical and clinical data)
	1 application
	26983

	1.2.
	"Independent" application = "stand-alone" application (complete dossier with administrative data on quality, non-clinical and clinical data) – second and subsequent doses/concentrations submitted simultaneously with the initial application
	1 application
	9137

	2.1.
	Application for generic drugs; “bibliographic” application for drugs with well-established medical use; application based on informed consent; “hybrid” application – mixed; application for similar biological product; application for a fixed combination
	1 application
	24078

	2.2.
	Application for generic drugs; “bibliographic” application for drugs with well-established medical use; application based on informed consent; “hybrid” application – mixed; application for similar biological product; application for a fixed combination – second and subsequent doses/strengths submitted simultaneously with the initial application
	
1 application
	
8295

	3.
	Application for herbal medicines with traditional use
	1 application
	14809

	4.
	Application for homeopathic medicines
	1 application
	13498

	5.1.
	Orphan drug
	1 application
	12767

	5.2.
	Orphan drug – second and subsequent doses/strengths submitted concurrently with the initial application
	1 application
	5324

	6.1 .
	"Independent" application = "stand-alone" application (complete file with administrative data on quality, non-clinical and clinical data), simplified procedure
	1 application
	20237

	6.2.
	"Independent" application = "stand-alone" application (complete file with administrative data on quality, non-clinical and clinical data) – second and subsequent doses/concentrations submitted simultaneously with the initial application, simplified procedure
	1 application
	6853

	7.1.
	Application for generic drugs; "bibliographic" application for drugs with well-established medical use; application based on informed consent; "hybrid" application - mixed; application for similar biological product; application for a fixed combination, simplified procedure
	1 application
	18059

	7.2.
	Application for generic drugs; “bibliographic” application for drugs with well-established medical use; application based on informed consent; “hybrid” application – mixed; application for similar biological product; application for a fixed combination – second and subsequent doses/strengths submitted simultaneously with the initial application, simplified procedure
	1 application
	6222

	8.1.
	Collaborative Authorisation Procedure
	1 application
	16190

	8.2.
	Collaborative Authorization Procedure – second and subsequent doses/strengths submitted concurrently with the initial application
	1 application
	5482

	9.1.
	Medicinal product submitted through the Conditional Authorization Procedure
	1 application
	18058

	9.2.
	Medicinal product submitted through the Conditional Authorization Procedure – second and subsequent doses/strengths submitted concurrently with the initial application
	1 application
	6222

	10.1.
	Medicine submitted through the Accelerated Authorization Procedure
	1 application
	35651

	10.2.
	Drug submitted through the Accelerated Authorization Procedure – second and subsequent doses/strengths submitted concurrently with the initial application
	1 application
	15356

	14.
	Maintenance fee in the State Nomenclature for medicines authorized for an indefinite period
	1 year
	5189.13





