
STATEMENT A ,
what served applicant for registration ,
re-registration or introduction changes to the registration
dossier on veterinary drugs


The applicant _____________________________________________________________________
( authorized person) ( authorized person's power of attorney represent  interests / sign documents from name of the applicant ( according to the law ))

___ _____________________ _____ ______________ _________ _________ ___________________
        (position)                                   ( signature ( signatures ))                    ( last name , first name , patronymic )


_____________________________ ___________ ______ ___ “____”____________________ 20__ year.
( place and date)

Hereby We confirm that all the information provided in the registration form is correct there is a dossier for this veterinary drug ( further - the Drug ) . relevant and reliable .

Name of the Drug ___________ _______________ ______________________________________

1. Type of application.

1.1. This statement concerns :
 Applications for registration of the Drug in Ukraine ;
 Applications for re-registration of the Drug;
 Submission applications changes of type "A" to registration documentation on the Drug;
 Submission applications changes of type "B" to registration documentation on the Drug;
 Other .

Additional information : ____________________ _______________ _______________________

Applicant ( authorized person)

2. Details of the application for registration of the Drug.

2.1 Name and ATC vet code of the Drug.
2.1.1. Name of the Drug _____________________________________________________________
( if names Drugs are different , then the name should be given in the form : trade name , name in the pharmacopoeia , scientific name )
____________________ _____________________ ____________________________________________

2.1.2. Name acting substances (*): ______________________ _____________________________
                                                                                  ( name is specified according to the pharmacopoeia )

2.1.3. Pharmacotherapeutic group ( indicating ATC vet code):

ATS Vet ________ ___ _____, Group _________________,

 Mark if the ATS vet code is still in process definition _
2.1.4. Species of animals for which The drug is used :
· 
· 
· 

2.2. Concentration , pharmaceutical form, method input , packing _

2.2.1. Concentration , pharmaceutical form ( used standard the terms specified in the pharmacopoeia ).

Pharmaceutical form: ___ ______________ _________________________________________
Acting substance : _______________________ _______________ __________________________
Concentration : ________________________________________ _______________ ___________

2.2.2. Way input : ______________________ _____________________ _______________
                                                         ( use standard terms specified in the pharmacopoeia )

2.2.3. Marking and species packaging ( incl description materials which _ are used for packaging ): _______ ________________________________________________________________
                                           ( use standard terms specified in the pharmacopoeia )
For each type of packaging :
Size packaging : _ _______________ ________________________________________________
Term eligibility : ___________ ________________ __________________________________
Term suitability after the first opening ( selection ): _________ ____________________ __
Term suitability after dilution or dissolution : ____ ___________________ _________
Conditions storage after the first opening : ______________________ __________________ _

(*) - Name acting substances is accompanied instructions her possible compounds (salts , hydrates and others which can be specified in short characteristics of the Drug).

2.3. Information regarding the Drug and its circulation :
2.3.1. Proposed status:
  for veterinary use only _ medicine ;
  for use in veterinary medicine  medicine  under control veterinary doctor ;
  other _

2.3.2. Proposed way distribution / classification :
by prescription;
without a prescription;
 other _

2.3.3. For veterinary means which _ distributed by recipe:
use recipe ;
reusable recipe use _

2.3.4. Over the counter circulation Drugs :
 delivery only ;
 supply through veterinary pharmacies or through pharmaceutical wholesale ;
delivery/ application only through veterinary doctors ;
supply through veterinary pharmacies and/ or veterinary doctors ;
delivery only through authorized distributor ;
 general terms of delivery.
2.3.5. Information for products not intended for treatment :
 for sale for use only veterinary doctors ;
 sold without any restrictions .




2.4. Data of the owner registration dossier / of the authorized person contact person
2.4.1. Applicant :
Legal entity: _____ __________ __ ________ _______________________________________
Location legal entity: _____________ ___________________ ______________
Country : _____________ _____________________________________________________________
Phone: ______________ __________________________________________________________
Fax: _________________ ____________________________________________________________ _
E-mail: ____________ ____________________________________________________________ _

2.4.2. Legal entity, authorized carry out registration of the drug from name applicant :
________________________________________ ________________________________________
Contract number: ______________________________ __ __ from “___” ___ ___________ 20__
Location legal entity: _____________ ___________________ ______________
Country : _____________ _____________________________________________________________
Phone: ______________ __________________________________________________________
Fax: _________________ ____________________________________________________________ _
E-mail: ____________ ____________________________________________________________ _

2.4.3. Legal entity, authorized the applicant speak representative in the process registration : __ _____________________________________________ ____________________________
Contract number: ______________________________ __ __ from “___” ___ ___________ 20__
Location legal entity: _____________ ___________________ ______________
Country : _____________ _____________________________________________________________
Phone: ______________ __________________________________________________________
Fax: _________________ ____________________________________________________________ _
E-mail: ____________ ____________________________________________________________ _

2.4.4. Legal entity responsible for implementation pharmacological supervision _
Surname ____________________________________________________________________________
Name _____________________________________________________________________________
Paternal name __________________________________________________________________
responsible person (*)

Name company ( subdivision ): _________ _____________________ __________________________
Location legal entity: _____________ ___________________ ______________
Country : _____________ _____________________________________________________________
Phone: ______________ __________________________________________________________
Fax: _________________ ____________________________________________________________ _
E-mail: ____________ ____________________________________________________________ _

2.5. Manufacturer : ___________________ ________________________________________________
( specify name everyone manufacturers which _ take participation in the process preparation of the drug)

2.5.1. Drug quality control .
Legal entity ( subdivision ): ____________ ____________________ _____________________
Location legal entity: _____________ ___________________ ______________
Country : _____________ _____________________________________________________________
Phone: ______________ __________________________________________________________
Fax: _________________ ____________________________________________________________ _
E-mail: ____________ ____________________________________________________________ _
Description control methods :
· 
· 
· 
2.5.2. Manufacturer ( manufacturers ) of the drug and a brief description production .
* ( noted information about manufacturers solvents / thinners )
Product: ______________________ __________________ ______________________________
Name manufacturer : _________________________________ ___________________ ___________
Location legal entity: _____________ ___________________ ______________
Country : _____________ _____________________________________________________________
Phone: ______________ __________________________________________________________
Fax: _________________ ____________________________________________________________ _
E-mail: ____________ ____________________________________________________________ _
Brief description process production : ____________ ____________________ ______________

(*) - Add a copy of the document that confirms qualification of this person
	






