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Regulatory affairs: substances.

I. Structure of the registration dossier: 

Application for the registration (text of Application will be provided by Cratia Ltd.). 

Drug Master File. 

Scheme and description of the manufacturing process. 

Stability data on 3 manufacturing batches. 

Control method of the stability or validation. 

Certificates of quality on 3 manufacturing batches. 

Samples of the substance (exact quantity of the substance will be provided by Cratia Ltd.) 

Power of Attorney (text of Power of Attorney will be provided by Cratia Ltd.)

All documents have to be submitted in Russian or Ukrainian language. 

II. Registration procedure. 

Standard term of registration of the substance – from 60 to 90 days. 

Obligatory state fee for herbal substance – 180,32 EURO. 

Obligatory state fee from other substances – 659,00 EURO.

Quality assurance in laboratory – from 1000 to 1500 EURO. 

Cratia Ltd. fee is 2000 EURO including VAT tax. 

Following services are included to our fee: 

· translation and notary translation of the documents;  

· preparation of the dossier in accordance with local standards;  

· preparation of the missing documentation; 

· accompanying of the dossier in the state authorities; 

· speeding up the registration procedure; 

Substances are free from VAT tax on the territory of Ukraine. 
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