
Detailed description of the to be medicinal products registration procedure
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Part 1/2

Delay to the 
preparation of 

dossier materials

The applicant 
asked for a 

postponement

Yes

Rejection of the application
for registration (by Agency order)

The applicant submits the 
application/completed registration 
form and receives a preliminary 

consultation if necessary

Applicant submits 
the materials of  

registration dossier  
in paper and 

electronical form

No

Conducting 
preliminary expertise

Clarification of 
information from the 

applicant

Providing the 
necessary materials 

and explanations

Is form 2 without 
remarks?

The expert fills the 
conclusion on the 

results of the 
preliminary 
examination

(Form 2)

No

Yes
Drawing a referral to 

a specialized 
examination
(Form 11)

Distribution of dossier materials for 
specialized expertise (receipts are 

submitted in EDMS)

Special expertise of 
the quality of the 

medicines 
(module 3)

Special expertise of 
1) application 

effectiveness of MP 
(module 4 and 5)

and 2) instructions 
(module 1-2)

Notification that the materials of the 
dossier have passed a preliminary 

expertise (Form 10) - through the office

Expertise of the 
applicant's legal 

documents

Is there a remark 
to the applicant?

Providing the 
necessary materials 

and explanations

Yes

No
Drawing the expert 

conclusion (see 
below)

Had already 2 
remarks?

No Yes

Refusal to register MP
(by Agency order)

Tasks fulfilled in EDMS

Sub-process

Receiving electronic documents (messages)

Special expertise of 
bioavailability and / 
or bioequivalence 

materials 
(module 5)

Assessment of the 
benefit-risk of 

medicines

Sending electronic documents (messages)

Electronic means of communication (e.g. email
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Part 2/2

Expert and Director 
of Department signs

Expert and Head of 
Department signs

Expert and Director 
of Department signs

Consolidation in one 
conclusion and signing

(Form 98)

Director of Department 
signs a consolidated 

conclusion  

Preparation and adjustment of 
the SEC / STC agenda

Checking the Conclusion 
98 for errors, 

completeness (also 
complected with 

instructions, marking and 
GMP confirmation)

Signing the 
conclusion

Signing a conclusion

Preparation of the 
Draft registration 

certificate

The approval of the draft 
registration certificate and 
instructions (if there were 

changes therein), methods of 
quality control and marking

Preparation of the 
Draft individual order

Signing the 
individual order

Registration data is entered into 
the Register of MP

Completion of the 
Registration procedure

Making a proposal for inclusion of 
medicines on the agenda of the SEC / STC

Results of 
examination 

accepted by SсEC / 
STC (Processed by 

the protocol)?

YesNo

The number and date of the 
Agency order is entered to the 

registration certificate

Signing the 
registration 
certificate

Yes

The conclusion Is 
doubtful from 

scientific point of 
view?

Consideration of the 
results of the examination 

at the meeting of the ScEC 
(2 per month) and the STC 

(every Thursday)

No

Tasks fulfilled in EDMS

Sub-process

Receiving electronic 
documents (messages)

Sending electronic 
documents (messages)

Automatic task (Script)

Electronic means of 
communication (e.g. email


