	
	
	Annex 7
 to Item 4.3 of the Procedure for Conducting Expert Evaluation of Materials Pertinent to Medicinal Products Submitted for the State Registration (Re-registration) and for Expert Evaluation of Materials about Introduction of Changes to Registration Documents during the Validity Period of Registration Certificate

(in the wording of MoH Ukraine Order as of 11.09.2007 №536)


Application 
for Conducting Expert Evaluation of Materials about Introduction of Changes to Registration Documents for Medical Product 

Application  received on                


№______________________

___ __________ 200__    

	I hereby declare that (tick where applicable) 

· There are no other changes, except for the indicated in this application (exception: other changes applied simultaneously and indicated in the section “Other applications”;

· Change(s) will have no negative effect to the quality, efficacy and safety of medical product; 

· All conditions (as per Annex 5 of this Procedure) concerning change(s) have been performed;

· The necessary documents concerning change (s) have been submitted;

· All fees have been paid/will be paid according to the requirements of the current legislation

Changes will be introduced: 

· From the next manufacturing process/next release

· Date__________________________________________

Master signatory  _____________                     Status  _____________________

Name_____________________                           Date       ______________________

Second signatory    ______________                 Status  ______________________

(where appropriate)

Name ____________________                            Date       ______________________




Note.  Please attach a proof of payment of  the expert evaluation cost to the State Pharmacological Center MoH Ukraine (hereinafter – the Center) immediately after payment has been made or a letter guaranteeing related payments.
	Type of Changes

□ Type ІА

□ Type ІB

□ Type ІІ                   □ Safety

                                  □ Urgent restrictions pertinent to safety

                                  □ Quality

                                  □ Other

                                  □ Changes requiring a new registration of medicinal product




	Trade name of medicinal product

Active substance(s) 

Pharmaceutical form and strength

Registration certificate №
	Name and address of applicant

Name and address of authorized representative

Phone

Fax

E-mail

Applicant’s reference


Changes of Type IA and IB (tick where appropriate)


Notes:

In case of Type II changes, the list of Type I changes stated below shall be withdrawn. 

In case of Type I changes, those Type I changes, not included in the application, shall be withdrawn.

   In case of changes requiring new registration, Type I and II changes, not  covered by the  

    application, shall be withdrawn.
	№


	Name of variation
	Primary variation
	Concomitant variation

	
	
	ІА
	ІB
	ІА
	ІB

	1.
	Change in the name and/or address of applicant (holder of marketing authorization) 
	□
	
	□
	

	2.
	Change in the name of the medicinal product
	
	□
	
	□

	3. 
	Change in the name of the active substance 
	□
	
	□
	

	4.
	Change in the name and/or address of a manufacturer of the active substance (where no European Pharmacopoeia certificate of suitability is available) 
	□
	
	□
	

	5.
	Change in the name and/or address of a manufacturer of the finished product
	□
	
	□
	

	6.
	Change in ATC Code
	□
	
	□
	

	7.
	Replacement or addition of a manufacturing site for part or all  of manufacturing process of the finished product

	
	(а) Secondary packaging for all types of pharmaceutical forms
	□
	
	□
	

	
	(b) Primary packaging site
	
	
	
	

	
	1.Solid pharmaceutical form, e.g. tablets or capsules
	□
	
	□
	

	
	2. Semi-solid or liquid pharmaceutical forms
	
	□
	
	□

	
	3. Liquid pharmaceutical forms (suspensions, emulsions) 
	
	□
	
	□

	
	(c) All other manufacturing operations except batch release 
	
	□
	
	□

	8.
	Change in manufacturing site of batch release and quality control testing of the finished product 

	
	(а) replacement or addition of a site where batch control /testing takes place 
	□
	
	□
	

	
	(b) replacement or addition of a manufacturer responsible for batch release 
	
	
	
	

	
	1.  Not including batch control/testing 
	□
	
	□
	

	
	2.  Including batch control/testing
	□
	
	□
	

	9.
	Deletion of any manufacturing site (for an active substances, intermediate or finished product, packaging site, if manufacturer responsible for batch release and site, where batch control takes place)
	□
	
	□
	

	10. 
	Minor changes in the manufacturing process of active substance 
	
	□
	
	□

	11. 
	Changes in batch size of active substance or intermediate 

	
	(а) up to 10 fold compared to the original batch size, approved at the registration 
	□
	
	□
	

	
	(b) downscaling 
	□
	
	□
	

	
	(c) more than 10 fold compared to the original batch size, approved at the registration
	
	□
	
	□

	12. 
	Changes in the specifications of an active substance  or starting material/intermediate/reagent, used in the manufacturing process of the active substance  

	
	(а) Tightening of specification limits
	□
	□
	□
	□

	
	(b) addition of a new test parameter to the specification
	
	
	
	

	
	1.  An active substance
	
	□
	
	□

	
	2.  Starting material/intermediate /reagent, used in the manufacturing process of the active substance 
	
	□
	
	□

	13. 
	Changes in test procedure for active substance or starting material/intermediate/reagent used in the manufacturing process of the active substance 

	
	(а) minor change to an approved test procedure
	□
	
	□
	

	
	(b) other changes to a test procedure, including replacement or addition of a test procedure
	
	□
	
	□

	14. 
	Change in the manufacturer of the active substance or starting material/intermediate /reagent in the manufacturing process of the active substance, where no European Pharmacopoeia certificate of suitability is available

	
	(а) change in the site of manufacturing of the already approved manufacturer (replacement or addition)
	
	□
	
	□

	
	(b) new manufacturer (replacement or addition)
	
	□
	
	□

	15. 
	Submission of a new or updated European Pharmacopoeia certificate of suitability for an active substance or starting material/intermediate /reagent used in the manufacturing process of the active substance 

	
	(а) from a manufacturer currently approved 
	□
	
	□
	

	
	(b) from a new manufacturer  (replacement or addition)
	
	
	
	

	
	1. Sterile substance 
	
	□
	
	□

	
	2. Other substances
	□
	
	□
	

	16. 
	Submission of a new or updated TSE European Pharmacopoeia certificate of suitability for an active substance or starting material/intermediate/reagent used in the manufacturing process of the active substance for currently approved manufacturer and currently approved manufacturing process
	□
	
	□
	

	17. 
	Change in:

	
	(а) the re-test period of the active substance
	
	□
	
	□

	
	(b) storage conditions for the active substance 
	
	□
	
	□

	18. 
	Replacement of an excipient with a comparable excipient
	
	□
	
	□

	19. 
	Change in specification of an excipient 

	
	(а) Tightening of specification limits
	□
	□
	□
	□

	
	(b) Addition of a new test parameter to the specification 
	
	□
	
	□

	20. 
	Change in the test procedure for an excipient

	
	(а) minor changes to approved test procedures
	□
	
	□
	

	
	(b) minor changes to approved test procedures for a biological excipient
	
	□
	
	□

	
	(с) other  changes to test procedures, including replacement  of approved test procedures by new test procedure 
	
	□
	
	□

	21. 
	Submission of a new or updated European Pharmacopoeia certificate of suitability for an excipient

	
	(а) from a manufacturer currently approved 
	□
	
	□
	

	
	(b) from a new manufacturer (replacement or addition)
	
	
	
	

	
	1.  Excipients for manufacturing sterile medicinal products 
	
	□
	
	□

	
	2.  Other excipients
	□
	
	□
	

	22.  
	Submission of a new (updated) TSE European Pharmacopoeia certificate of suitability for an excipient from a manufacturer currently approved or new manufacturer (replacement or addition)
	□
	
	□
	

	23.  
	Change in source of an excipient from a TSE risk to a source of an excipient of vegetable or synthetic origin

	
	(а) excipient or reagent used in manufacture of biological active substance or manufacture of a finished product containing biological active substance
	
	□
	
	□

	
	(b) other cases 
	□
	
	□
	

	24.  
	Change in synthesis or recovery of an excipient not specified in State Pharmacopeia of Ukraine (hereinafter - SPhU) or European Pharmacopeia (when described in the dossier) 
	
	□
	
	□

	25.  
	Change to comply with SPhU or European Pharmacopoeia 

	
	(а) Changes to comply with the relevant monograph of the SPhU or European Pharmacopoeia;
	
	
	
	

	
	1.  Active substance
	
	□
	
	□

	
	2.  Excipient
	
	□
	
	□

	
	(b) Changes of specifications of a pharmacopoeial substance to comply with an update of SPhU or European Pharmacopoeia
	□
	
	□
	

	
	1.  Active substance
	
	
	
	

	
	2.  Excipient
	
	
	
	

	26.  
	Change in the specifications of the immediate packaging of the finished product  

	
	(а) Tightening of specification limits
	□
	□
	□
	□

	
	(b) Addition of new test parameter  
	
	□
	
	□

	27.  
	Change to a test procedure of the immediate packaging of the finished product 

	
	(а) minor change to an approved test procedures
	□
	
	□
	

	
	(b) other  changes to a test procedure, including replacement or addition of a test procedure
	
	□
	
	□

	28.  
	Change in any part of (primary) packaging material not in contact with the finished product formulation (such as color of flip-off caps, color of code rings on ampoules, change of needle shield (different plastic used)) 
	□
	
	□
	

	29.  
	Change in qualitative and/or quantitative composition of the immediate packaging material

	
	(а) semi-solid and liquid pharmaceutical forms
	
	□
	
	□

	
	(б) all other pharmaceutical forms
	□
	□
	□
	□

	30.  
	Change (replacement, addition or deletion) in supplier of packaging components or devices (when mentioned in the dossier): spacer devices for metered dose inhalers are excluded

	
	(а) deletion of supplier
	□
	
	□
	

	
	(b) replacement or addition of a supplier
	
	□
	
	□

	31.  
	Change to in-process tests or limits applied during the manufacture of the product

	
	(а) Tightening of in-process limits
	□
	□
	□
	□

	
	(b) Addition of new tests and limits
	
	□
	
	□

	32.  
	Change in batch size of the finished product 

	
	(а) up to 10 fold compared to the original batch size, approved at the registration 
	□
	
	□
	

	
	(b) Downscaling down to 10 fold 
	
	□
	
	□

	
	(c) Other situations
	
	□
	
	□

	33.  
	Minor changes in the manufacture of the finished product
	
	□
	
	□

	34.  
	Change in the coloring system or the flavoring system currently used in the finished product 

	
	(а) reduction or elimination of one or more components of the

	
	1.  Coloring system
	□
	
	□
	

	
	2.  Flavoring system
	□
	
	□
	

	
	(b) increase, addition or replacement of one or more components of
	
	
	
	

	
	1.  Coloring system
	
	□
	
	□

	
	2.  Flavoring system
	
	□
	
	□

	35.  
	Change in coating weight of tablets or change in weight of capsule shells 

	
	(а) immediate release oral pharmaceutical forms 
	□
	
	□
	

	
	(b) gastro-resistant modified or prolonged release pharmaceutical forms
	
	□
	
	□

	36.  
	Change in shape or dimensions of the container or closure

	
	(а) sterile pharmaceutical forms or biological medicinal products 
	
	□
	
	□

	
	(b) other pharmaceutical forms
	□
	
	□
	

	37.  
	Change in the specification of the finished product 

	
	(а) Tightening of specification limits
	□
	□
	□
	□

	
	(b) Addition of new tests parameter
	
	□
	
	□

	38.  
	Change in test procedure of the finished product 

	
	(а) minor change to an approved test procedure
	□
	
	□
	

	
	(b) minor change to an approved test procedure for biological active substance or biological excipient
	
	□
	
	□

	
	(c) other changes to a test procedures, including replacement or addition of a test procedure
	
	□
	
	□

	39.  
	Change or addition of imprints, bossing or other markings (except for scoring/break lines) on tablets or printing on capsules, including replacement, or addition of inks used for product marking.  
	□
	
	□
	

	40.  
	Change of dimensions of tablets, capsules, suppositories or pessaries without change in quantitative or qualitative composition and mean mass 

	
	(а) gastro-resistant modified or prolonged release pharmaceutical forms and scored tablets 
	
	□
	
	□

	
	(b) all other tablets, capsules, suppositories and pessaries
	□
	
	□
	

	41.  
	Change in pack size of the finished product 

	
	(а) change of number of units (e.g. tablets, ampoules, etc.) in a pack. 
	
	
	
	

	
	1.  Change within the limits of approved package size.
	□
	
	□
	

	
	2.  Change outside the rage of the currently approved pack sizes.
	
	□
	
	□

	
	(b) change in the fill weight/fill volume of non-parenteral multi-dose products. 
	
	□
	
	□

	42.  
	Change in:

	
	(а) the shelf life of finished product 

	
	1.  As packed for sale
	
	□
	
	□

	
	2.  After first opening
	
	□
	
	□

	
	3.  After dilution or reconstitution
	
	□
	
	□

	
	(b) the storage conditions of the finished product or the diluted/reconstituted product 
	
	□
	
	□

	43.  
	Addition, replacement or deletion of a measuring or administration device not being an integrated part of the primary packaging (spacers devices for metered dose inhalers are excluded) 

	
	1.  Addition or replacement
	□
	
	□
	

	
	2.  Deletion
	
	□
	
	□

	44.  
	Changes in the summary of  product characteristics, package leaflet/insert and labelling, introduced in the context of healthcare, in particular, after the results of postmarketing surveillance 
	
	□
	
	□

	45.  
	Deletion of:

	
	(а) a pharmaceutical form
	□
	
	□
	

	
	(б) a strength
	□
	
	□
	

	
	(в) a pack size(s)
	□
	
	□
	


Note.  Some concomitant variations may be absent, so, it is not necessary to make relevant note in the square.

The concomitant variation(s) may belong or not to the same type, to which the main does, or may be less sever (e.g. variation of Type IB with concomitant variation of Type IB or IA, but not the variation of Type IA with concomitant variation of Type IB) 

Variations of Type II (where appropriate)

For documents submitted for registration in format specified in Annex 2 of this Procedure 

	Changes in the Part I of the registration dossier
	○
	Expert report         
	○

	Changes in the Part II of the registration dossier
	○
	Updating
	○

	Changes in the Part III of the registration dossier
	○
	Addition
	○

	Changes in the Part IV of the registration dossier
	○
	
	


For documents submitted for registration in CTD format (Annex 3 of this Procedure)

	Changes in module I of the registration dossier
	○
	Brief review         
	○

	Changes in module 2 of the registration dossier
	○
	Resume
	○

	Changes in module 3 of the registration dossier
	○
	Updating
	○

	Changes in module 4 of the registration dossier
	○
	Addition
	○

	Changes in module 5 of the registration dossier
	○
	
	

	Other application(s) 

(The proposed variations or other variations, applied simultaneously, up-dating or extension of application shall be justified)



	Content (all variations shall be mentioned in brief)




	Conditions for introduction of changes and justification of concomitant variations (if necessary) 

(A brief explanation of conditions for proposed changes and justification, in case of concomitant changes, shall be given)



	Current wording *
	Proposed wording*

	
	


*Indicate the exact current and proposed wording or specification.If variations relate to the labelling or package leaflet, underline or mark the changed words in the table above, or submit in a separate Annex.

Attach (if necessary) the proposed information texts about medicinal product (summary of product characteristics, package leaflet, labelling) and other materials which justify introduction of changes.
(Annex 7 amended by MoH Ukraine Order as of 01.03.2006 № 95, in wording of MoH Ukraine Order as of 11.09.2007 № 536, amended by MoH Ukraine Order as of 25.09.2008 № 543)
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