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MUTUAL RECOGNITION PROCEDURE  
(RMS: Hungary) 

����� 

MRP CHECKLIST : Declaration on submitted documents 

This application form is to be used for an application for a marketing authorisation of a 

medicinal product for human use submitted to the National Institute of Pharmacy (NIP) under 

mutual recognition or decentralised procedure in which Hungary is the reference member 

state. 

This form lists those documents and their format, which have to be submitted for the above 

application besides the requirements stated in the Notice to Applicants. 

A combined application form is acceptable for the different strengths of the medicinal 

product. 
 

DECLARATION and SIGNATURE 

Product (invented) name:                     

Applicant:                      

The following documents* have been submitted to the NIP: 

 Letter of intent on the MRP(RMS) procedure (product, proposed timetable) 

 Request for the MRP(RMS) procedure 

 Request for the preparation of the Assessment Report 

 SmPC
1
 

  Product with MA: The loan translation of the valid Hungarian SmPC 

(according to the SmPC guideline**). 

   Product without MA: The loan translation of the proposed Hungarian SmPC 

(according to the SmPC guideline**).  
 Nonclinical Overview

1 
** 

 Clinical Overview
1 
** 

 Nonclinical Summaries
1 
** 

 Clinical Summaries
1 
** 

 PSUR (product with MA)
 1
  

 Modul 4
1
 

 Modul 5
1
 

 

 Quality Overall Summary
1
 

 Composition
1
 

 Specifications: active substance, product
1
 

 Flow chart of the manufacturing process
1
 

 Readability testing
1
 

 PIL
1
 

 Labelling
1
 

 EudraLink Access
2
 

 

 

 

Please check the attachments for details. 
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It is hereby confirmed that all documentations checked in the list above have been submitted 

to the NIP. 

It is hereby confirmed that fees*** for the MRP(RMS) will be paid according to the national 

rules**. 

On behalf of the applicant 

                                ___________________________________________ 

                      Signature(s)  

                      ___________________________________________ 

                                             NAME        
                                              ___________________________________________ 

                                              Function               
                                              ___________________________________________ 

                                              Place                     date (yyyy-mm-dd)       
 
1
 (English; electronic format; text can be selected, copied and pasted) 

2
 not mandatory; access can be ordered from EMEA: Eudralink@emea.eu.int 

* Without the documents (excluding the letter of intent) listed the NIP cannot prepare the Assessment Report. 

** Note: Requirements, guidelines can be found on the Notice to Applicants’ website:

 http://pharmacos.eudra.org/F2/eudralex/vol-2/home.htm 

 A short guidance document about writing bioequivalence expert reports to generic application is available  

 upon request. 

***  Note: if fees have been paid, attach proof of payment - see information on fee payments in the Notice to 

Applicants, Volume 2A, chapter 7 and Decree No. 32/2005. (VIII.11.) EüM. of the Minister of Health on fees 

to be paid 
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Contents of  the requested bioequivalence expert report 
 
 
Biowaiver 
Justification for  biowaiver for different strengths including pharmaceuticals points (same 
manufacturer, same qualitative composition, same ratio between active substance and excipients, 
comparable in vitro dissolution profile) should be given. Dissolutions at  different pH maybe of 
importance.  Dissolution comparisons of products used in the BE studies. A demonstration of the 
discriminative power of the dissolution tests should be provided. A cross-reference to Module III 
should be added, if relevant. Provide information of  the drug substance  BCS classification. 
 
 
Overviews/Expert Reports 
Authors (please attach a short CV)  of the clinical and non-clinical expert reports. The 
bioequivalence expert report is generally part of the clinical expert report but  it is acceptable if 
submitted separately. 
 
Study design  
Short description of the study: design, investigator, study site, protocol number, starting and end 
date of the study, bioanalysis facility, biostatistician  and/or biostatistical institute, drug intake 
procedures (fasting state or with food), meals served fed/fasted condition, constituents of meal (in 
fed studies), multiple/single dose, applied dose, wash-out period, blinding, crossing-over, 
randomization, sampling schedule, analyzed compound (parent and/or metabolites) and matrix 
(plasma, urine data). Dates of the final protocol and Ethics approval should also be provided to 
ensure GCP. Quality control aspects as  auditing and  monitoring, has the investigational facilities 
inspected by EU authorities ?   
 
 
Test and Reference products   
<TRADE NAME + strength> by < APPLICANT> (batch No. …, exp. date …) has been compared 
to <REFERENCE PRODUCT + strength> (Batch No: …., from the <COUNTRY> market, exp. 
date ….). 
The following information should be included in overview on the bioequivalence study and not 
only in the quality part of the assessment report: 
- Actual strength vs. nominal strength of the test and reference products employed in the 
bioequivalence study. 
- Batch size of the test product employed in the bioequivalence study and commercial batch size.  
 
Population(s) studied   
Number of subjects included in the study, number of subjects included in PK- and statistical 
analysis, drop-outs (detail the reasons of dropout), ethnicity, gender, age, health status.  
 
Analytical methods   
Brief description of analytical methods used, with emphasis on the performance characteristics of 
assay validation and quality control. (LoQ, calibration range, between and within run CV, 
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accuracy, sample stability)  Provide information regarding where the bioanalysis was performed. 
In addition, it is essential to include the date of the start and finish of the bio-analytical phase to see 
if the long term stability data of the pre-study validation is enough. Storage conditions of the 
samples should be stated.  Reasons for any reanalysis of samples should be justified by referring to 
the appropriate part  of the relevant SOP.  
 
Analytical report should be provided on CD separately !
 
Statistical methods   
Brief description of statistical methods including prospectively defined acceptance criteria.  
 
Results 
Table 1. Pharmacokinetic parameters (non-transformed values; arithmetic mean ± SD), AUCt, 
AUCinf, Cmax, Tmax  
 
Table 2 : 
GMR ratios and confidence intervals   
AUCt, AUCinf, Cmax  
 
 
Further comments:  
For modified release products, both single dose and steady state studies are needed. In these cases  
tables should be added with the estimates and confidence intervals  with the following parameters: 
 AUC0-t, Cmax, Cmin, Tmax, fluctuation index. 
If applicable: food effect,  period and sequence effects should be discussed . Provide information 
regarding size of extrapolated area. The extrapolated AUC  generally should not be higher than 
20% in any subject (not only the mean extrapolation) except with drugs with long half-lives. 
 
IVIV correlation 
For modified release drugs if IVIV  correlation  study has been carried  out then give a short 
summary of the results and submit the  trial data  (including the dissolutions)  on CD.  
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MUTUAL RECOGNITION PROCEDURE


(RMS: Hungary)


(((((

REQUEST FOR MRP(RMS)

This application form is to be used for an application for a marketing authorisation of a medicinal product for human use submitted to the National Institute of Pharmacy (NIP) under mutual recognition or decentralised procedure in which Hungary is the reference member state.


A combined application form is acceptable for the different strengths of the medicinal product.

We intend to register       with MRP method. For this reason it is necessary to indicate a reference member state. Therefore we would like to ask the National Institute of Pharmacy to participate in this procedure as a RMS.


Detailed information:


Product (invented) name:      

Applicant:      

Active substance:      

Marketing Authorisation number:      

Date of marketing authorisation:      

Concerned Member State(s):


 FORMCHECKBOX 
AT
 FORMCHECKBOX 
BE
 FORMCHECKBOX 
CY
 FORMCHECKBOX 
CZ
 FORMCHECKBOX 
DE
 FORMCHECKBOX 
DK
 FORMCHECKBOX 
EE
 FORMCHECKBOX 
EL
 FORMCHECKBOX 
ES
 FORMCHECKBOX 
FI
 FORMCHECKBOX 
FR
 FORMCHECKBOX 
HU
 FORMCHECKBOX 
IE
 FORMCHECKBOX 
IS
 FORMCHECKBOX 
IT
 FORMCHECKBOX 
LI
 FORMCHECKBOX 
LT
 FORMCHECKBOX 
LU
 FORMCHECKBOX 
LV
 FORMCHECKBOX 
MT
 FORMCHECKBOX 
NL
 FORMCHECKBOX 
NO
 FORMCHECKBOX 
PL
 FORMCHECKBOX 
PT
 FORMCHECKBOX 
SE
 FORMCHECKBOX 
SI 
 FORMCHECKBOX 
SK 
 FORMCHECKBOX 
UK


On behalf of the applicant



                               ___________________________________________




                    Signature(s) 




                    ___________________________________________


                                             NAME

     

                                              ___________________________________________


                                              Function        
     

                                              ___________________________________________


                                              Place           
         date (yyyy-mm-dd)      

Final-Revision 13/12/2005
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MUTUAL RECOGNITION PROCEDURE


(RMS: Hungary)


(((((

Request for assessment report preparation

This application form is to be used for an application for a marketing authorisation of a medicinal product for human use submitted to the National Institute of Pharmacy (NIP) under mutual recognition or decentralised procedure in which Hungary is the reference member state.


A combined application form is acceptable for the different strengths of the medicinal product.

We intend to register       with MRP method. For this reason we have asked the National Institute of Pharmacy to participate in this procedure as a RMS.


The Institute has granted this request so we kindly ask you to prepare the Assessment Report on <Product>.

Detailed information:


Product (invented) name:      

Applicant:      

Active substance:      

Marketing Authorisation number:      

Date of marketing authorisation:      

Concerned Member State(s):


 FORMCHECKBOX 
AT
 FORMCHECKBOX 
BE
 FORMCHECKBOX 
CY
 FORMCHECKBOX 
CZ
 FORMCHECKBOX 
DE
 FORMCHECKBOX 
DK
 FORMCHECKBOX 
EE
 FORMCHECKBOX 
EL
 FORMCHECKBOX 
ES
 FORMCHECKBOX 
FI
 FORMCHECKBOX 
FR
 FORMCHECKBOX 
HU
 FORMCHECKBOX 
IE
 FORMCHECKBOX 
IS
 FORMCHECKBOX 
IT
 FORMCHECKBOX 
LI
 FORMCHECKBOX 
LT
 FORMCHECKBOX 
LU
 FORMCHECKBOX 
LV
 FORMCHECKBOX 
MT
 FORMCHECKBOX 
NL
 FORMCHECKBOX 
NO
 FORMCHECKBOX 
PL
 FORMCHECKBOX 
PT
 FORMCHECKBOX 
SE
 FORMCHECKBOX 
SI 
 FORMCHECKBOX 
SK 
 FORMCHECKBOX 
UK


Day 0. of the preparation of the AR:      

On behalf of the applicant



                               ___________________________________________




                    Signature(s) 




                    ___________________________________________


                                             NAME

     

                                              ___________________________________________


                                              Function        
     

                                              ___________________________________________


                                              Place           
         date (yyyy-mm-dd)      

Final-Revision 13/12/2005



