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Regulatory bureau “Cratia”
Regulatory affairs services on medicines, medical devices, supplements in Ukraine
Address: suite 27, Borysohlebskaya st. 9/15, 04070, Kyiv, UKRAINE

Tel.:.: +38 044 332 42 94, http://www.cratia.com.ua, info@cratia.com.ua

Offer for registration of medicinal products 
in Ukraine 

Our service means project management from A to Z, we take the responsibility to perform all required actions (except receipt of the raw documentation of manufacturer required for registration) and arrangement of all required expenses (except State fees), required to achieve the final result. 
Our obligations, terms and penalties will be specified in the Contract; we do not close any internal process from your eyes and we use only bank-contract relations.

1. Our regulatory service includes: 
· translation of the required parts of the dossier, notary translation of specific documents; 

· submission of the preliminary letters (inquiries) to the State Authorities; 

· preparation of the Application and adoption of it with manufacturer/Applicant; 

· translation and preparation of the instruction and leaflet;

· translation and preparation of the AND (Analytical Normative Documentation – list of control methods) and TND (Technical Normative Documentation – description of the manufacturing process); 

· preparation of the package mock-ups, editing the design; 

· combining the dossier in accordance with local standards and requirements; 

· copying of the dossier in 3 pieces (legal requirement); 

· submission of the dossier and Application to the State Pharmacological Center of Ukraine; 

· accompanying of the dossier in profile commissions, defending the interests of the Applicant; 

· samples import management: approval for import, preparation of the documents, custom clearance and delivery to the laboratory; 

· World Courier (DHL, TNT, FedEx) expenses for delivery of the hard copies of documents; 

· all other expenses; service fee defrays all charges required for registration except State fees; 

2. Prices: 

2.1. Registration of generic (analogue) medicinal product:                                       




	
	CTD format  
	Simple format 

	State fee to the Treasury of Ukraine 
	100 EURO
	100 EURO

	Expertise by State Pharmacological Center 
	2900 EURO
	2100 EURO

	Quality assurance in State laboratory (+/- 25%)
	1200 EURO
	1200 EURO

	Cratia Ltd. fee
	3000-5000 EURO
	3000-5000 EURO

	Additional dosage/strength (1mg, 2mg), package (№10, №20)
	+10%
	+10%


Cratia Ltd. fee includes all expenses required for registration of the product (translations, preparation of the documents, submission and accompanying, import of samples etc.) except State Fees.  
Preparation of the generic dossier (translation, preparation of AND, etc.) – from 1 to 3 months. 

Term to register generic product in SPhC MOH of Ukraine – from 3 to 5 months. 

Total term to register generic product – from 4 to 8 months. 

2.2. Registration of original product: 
	
	CTD format  
	Simple format 

	State fee to the Treasury of Ukraine 
	100 EURO
	100 EURO

	Expertise by State Pharmacological Center 
	3200 EURO
	2100 EURO

	Quality assurance in State laboratory (+/- 25%)
	1200 EURO
	1200 EURO

	Cratia Ltd. fee
	4000-6000 EURO
	4000-6000 EURO

	Additional dosage/strength (1mg, 2mg), package (№10, №20)
	+10%
	+10%


Cratia Ltd. fee includes all expenses required for registration of the product (translations, preparation of the documents, submission and accompanying, import of samples etc.) except State Fees.  

Preparation of the original dossier (translation, preparation of AND, etc.) – from 1 to 4 months. 

Term to register original product in SPhC MOH of Ukraine – from 3 to 6 months. 

Total term to register original product – from 4 to 10 months. 

2.3. Renewal of registration: 
	
	Price: 

	State fee to the Treasury of Ukraine 
	100 EURO

	Expertise by State Pharmacological Center 
	1300 EURO

	Cratia Ltd. fee
	2500 - 5000 EURO

	Additional dosage/strength (1mg, 2mg), package (№10, №20)
	+10%


Cratia Ltd. fee includes all expenses required for registration of the product (translations, preparation of the documents, submission and accompanying, import of samples etc.) except State Fees.  

Preparation of the dossier (translation, update of the AND, instruction; PSUR) – from 1 to 2 months; 

Term to renew the registration in SPhC MOH of Ukraine – app. 3 months. 

2.4. Changes:
	
	Price: 

	State fees for technical changes
	40 EURO

	Cratia Ltd. fee for technical changes
	100-200 EURO

	Term to execute – from 2 weeks

	

	State fees for changes type IA
	80 EURO

	Cratia Ltd. fee for changes type IA 
	100-300 EURO

	Term to execute – from 2 weeks

	

	State fees for changes type IB
	160 EURO

	Cratia Ltd. fee for changes type IB 
	200-400 EURO

	Term to execute – from 2 weeks

	

	State fees for changes type II
	480 EURO

	Cratia Ltd. fee for changes type II 
	250-600 EURO

	Term to execute – from 1 month 


Cratia Ltd. fee includes all expenses required for registration of the product (translations, preparation of the documents, submission and accompanying, import of samples etc.) except State Fees.  

2.5. Execution of the separate parts of the registration procedure: 
Important! Please note that mentioned in the previous chapters (above) prices for services of Cratia Ltd. has already included mentioned below services. 
	
	Price:  

	Preparation (localization) of the documents: 

	Translation of the chemical and medicinal documentation 
	6-8 EURO / 1 page

	Translation and preparation of the AND (Analytical Normative Documentation), term to execute – from 1 week 
	from 350 EURO

	Translation and preparation of the TND (Technological Normative Documentation), term to execute – from 1 week
	from 300 EURO

	Translation and preparation of the leaflet and instruction, term to execute – from 3 days  
	from 150 EURO

	Preparation/editing the package design (primary and secondary: Corel Draw, Acrobat of Photoshop formats)  
	from 50 EURO

	Translation, editing and summarizing of the expert reports, term to execute – from 3 days 
	from 300 EURO

	Preparation of the dossier from your files for submission in Ukraine (translations, preparation of locally required documents and letters etc.),  term to execute – from 1 month 
	from 1500 EURO

	Accompanying of the dossier during expertise in SPhC 

	Submission and accompanying (submission, control of terms and correspondence, import of samples etc.) of the finished dossier till adoption at the session of SPhC, term to execute – from 3 months
	from 1500 EURO

	Import of the samples, term to execute – from 10 days 
	from 250 EURO

	Preparation of the specific letters, analysis of the legislation and other services  
	Upon request  


All required taxes are included to the mentioned above prices. 
3. 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.    

Many thanks in advance and do not hesitate to contact us if you will have any questions, 

General Director Regulatory Bureau “Cratia” 

Mr. Maxim BAGREEV 

Office 27 Borysohlebskaya st. 9/15 

04070, Kiev, Ukraine 

Tel.: +38 044 332 42 94 

Cell: +38 067 586 13 18 

max.bagreev@bureaucracy.com.ua 

www.bureaucracy.com.ua 
