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Tel.: +38 044 332 42 94
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Proposal for registration of medicinal products.
We think that each product – is an individual project that requires time to devote and resources to spend. Below you can find only the price policy. Terms and quotations for each product, especially with new partners, we prefer to discuss individually.  
Terms of payment. 

Payment for our service is separated into 3 parts: 

· Part one, 25% of the total sum of Contract is being paid during 10 days after the Contract is signed and dossier for the products is transferred to us. This sum includes translation of files, preparation of the AND, TND, instruction and leaflets, making 3 copies of the dossier. 

· Part two, 50% of the total sum of Contract is being paid during 10 days after the dossier is submitted to the authorities. This sum includes our work for accompanying the dossier during expert commissions, quality assurance tests etc. 

· Part three, 25% of the total sum of Contract is being paid during 10 days after the product was adopted in the session of the SPC and original registration certificate is received. To that sum we include our work on the last stage and bonus for successful finish of the procedure and all other expenses*. 

*We also included expenses for transferring of the original documents (invoices, orders, registration certificate) by direct mail (DHL, TNT) during the whole registration procedure.    

1. Registration of generic product. 

1.1. State obligatory fees: 

- State fee to the Treasury of Ukraine – 1000 Euro. 

- Expert evaluation in the State Pharmacological Center – from 2000 to 3800 Euro (depends on composition and properties of the product). 

- Quality assurance in state laboratory – from 800 to 2000 Euro (depends on control methods). 

Total state fees to be paid during registration of generic product: from 3800 to 6800 Euro. 

1.2. Bureau “Cratia” service fee varies* from 3500 to 5000 Euro.  

1.3. Additional dose or strength – plus 10% to the State and service fee. 

1.4. Term to complete – from 3 to 5 months from the date of submission of the dossier. 

2. Registration of original product. 

2.1. State obligatory fees: 

- State fee to the Treasury of Ukraine – 1200 Euro. 

- Expert evaluation in the State Pharmacological Center – from 2000 to 4000 Euro (depends on composition and properties of the product). 

- Quality assurance in state laboratory – from 800 to 2000 Euro (depends on control methods). 

- Preclinical trials** – from 800 to 2000 Euro. 

- Clinical trials** – from 2000 to 10000 Euro. 

Total state fees to be paid during registration of the product: from 6800 to 19200 Euro. 

2.2. Bureau “Cratia” service fee varies* from 4500 to 7000 Euro.  

2.3. Additional dose or strength – plus 10% to the State and service fee. 

2.4. Term to complete – from 5 to 8 months from the date of submission of the dossier. 

** There is a possibility that preclinical and clinical trials will not be evaluated in the case if they will be present in the dossier with a very good quality and quantity of the material. Please contact us for details.   

3. Renewal of registration. 

3.1. State obligatory fees: 

- State fee to the Treasury of Ukraine – 1200 Euro. 

- Expert evaluation in the State Pharmacological Center – from 2000 to 4000 Euro (depends on composition and properties of the product). 
- During renewal of registration quality assurance is not being carried out. 

3.2. Bureau “Cratia” service fee varies* from 1800 to 3500 Euro.  

3.3. Additional dose or strength – plus 10% to the State and service fee. 

3.4. Term to complete – from 2,5 to 5 months from the date of submission of the dossier.

4. Changes type “A” (minor changes, ex. – change of package design). 

4.1. State obligatory fees: 

- Expert evaluation in the State Pharmacological Center – 500 Euro. 

4.2. Bureau “Cratia” service fee – 500 Euro. 

4.3. Term to complete – from 2 weeks to 2 months.

5. Changes type “B” (major changes, ex. – change of the excepients). 

5.1. State obligatory fees: 

- Expert evaluation in the State Pharmacological Center – 800 Euro. 

- Quality assurance in state laboratory – from 800 to 2000 Euro (depends on control methods). 

5.2. Bureau “Cratia” service fee varies* from 700 to 1200 Euro.  

5.3. Term to complete – from 1 to 2 months.

* Discounts for our fee vary on the quality of the registration dossier, language of the dossier Russian or Ukrainian, quantity of simultaneous products to register and your negotiation skills. 

Any additional information can also be prepared upon your request. 
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