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TA URET 5.7.0. is a young, dynamic, independent and highly client oriented firm,
created in 2003.

The company' s mission is to provide professional and specialised advice and
healthcare regulatory affairs consultancy and services to the domestic and intemational
pharmaceutical industry.
Main goals are helping our customers in getting their products to the market
economicaly and quickly, ensuring the highest level of performance and patient
efficacy.

Consulting areas:

wDrug registration services

-presubmission and other agency interaction and consultancy
-coordination and preparation of documents for submission to Regulatory

Authorities

-product submission and registration process management
-maitanance up to the end of product life cycle /renewals and variations/
-PIL,SmPC and labelling in locallanguage /Czech and Slovak/
-clinical trials submission and approval management
-expert report writing services /pharmaceutical, preclinical and clinical/

wRegulatory Affairs consultancy

Firma je zapsána v obchodním rejstríku vedeném u Mestského soudu v Praze, oddíl C, vložka 97699

Ifyou are interested in our services do not hesitate to contact us.

-market entry strategy development /recomendation of strategies to effect the
ear1iest posible approval of regulatory applications/
-negotiation with Drug Regulatory Authorities
-impacts of new regulations and EU accesion /serving as informational resource,
regulatory analysis and evaluation the impact of trends, relative to goverment
regulatory activities
-current regulatory perspectives /ensure compliance with Drug Regulatory
Authority requirements/
-pricing and rembuirsement services
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