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Příloha 1
PRODUCTS CONCERNED BY THIS APPLICATION

Example 1) Worksharing 
· NL/H/0111/001;  CMS: AT, DE, FR, UK (MA-number in The Netherlands: RVG 12345)
· NL/H/0222/001; CMS : AT, DE, FR (MA-number in The Netherlands: RVG 23456)
· DE/H/0333/001; not authorized in NL;  CMS: NO
· The Worksharing consist of a Grouped submission including a Type II variation.

For the worksharing procedure for these three dossiers the completed table would be:

	(Invented)Name(s):
	Active substance(s)
	Pharmaceutical form 
	Strength
	MA holder name(s):


	MA number(s): 8
	MRP Variation Number8

	NL: WonderPill A 20 mg
AT: <to be completed>

DE: <to be completed>

FR: <to be completed>

UK: <to be completed>
	<INN>
	Tablet
	20 mg
	PharmaCompany
	NL: RVG 12345
AT: <to be completed>

DE: <to be completed>
FR: <to be completed>

UK: <to be completed>
	NL/H/0111/001/II/033/WS

	NL: WonderPill B 20 mg

AT: <to be completed>

DE: <to be completed>
FR: <to be completed>
	<INN>
	Tablet
	20 mg
	PharmaCompany
	NL: RVG 23456

AT: <to be completed>

DE: <to be completed>
FR: <to be completed>
	NL/H/0222/001/II/044/WS

	DE: <to be completed>

NO: <to be completed>
	<INN>
	Tablet
	20 mg
	PharmaCompany
	DE: <to be completed>

NO: <to be completed>
	DE/H/0333/001/II/055/WS


Example 2) Gouped variation within one MA
· NL/H/0111/001-003;  CMS: AT, DE, FR, UK (MA-numbers in The Netherlands: RVG 12345, RVG 12346, RVG 12347)
· Grouped submission includes a Type IB variation.

For the grouped variation for this MA the completed table could be:
	(Invented)Name(s):
	Active substance(s)
	Pharmaceutical form 
	Strength
	MA holder name(s):


	MA number(s): 8
	  MRP Variation Number8

	NL: WonderPill 10 mg

AT: <to be completed>

DE: <to be completed>

FR: <to be completed>

UK: <to be completed>
	<INN>
	Tablet
	10 mg
	PharmaCompany
	NL: RVG 12345

AT: <to be completed>

DE: <to be completed>
FR: <to be completed>

UK: <to be completed>
	NL/H/0111/001/IB/033/G

	NL: WonderPill 20 mg

AT: <to be completed>

DE: <to be completed>
FR: <to be completed>

UK: <to be completed>
	<INN>
	Tablet
	20 mg
	PharmaCompany
	NL: RVG 12346

AT: <to be completed>

DE: <to be completed>
FR: <to be completed>

UK: <to be completed>
	NL/H/0111/002/IB/033/G

	NL:  WonderPill 30 mg

AT: <to be completed>

DE: <to be completed>
FR: <to be completed>

UK: <to be completed>
	<INN>
	Tablet
	30 mg
	PharmaCompany
	NL: RVG 12347

AT: <to be completed>

DE: <to be completed>
FR: <to be completed>

UK: <to be completed>
	NL/H/0111/003/IB/033/G


Or, alternatively (nte however that for the electronic application form the below mentioned alternative option of indication of a range is not appropriate separate MA and MRP Variation numbers need to be listed):
	(Invented)Name(s):
	Active substance(s)
	Pharmaceutical form 
	Strength
	MA holder name(s):


	MA number(s): 8
	  MRP Variation Number8

	NL:  WonderPill 10/20/30 mg
AT: <to be completed>

DE: <to be completed>

FR: <to be completed>

UK: <to be completed>
	Ph.Eur.
	Tablet
	10/20/30 mg
	PharmaCompany
	NL: RVG 1234/6/7

AT: <to be completed>

DE: <to be completed>
FR: <to be completed>

UK: <to be completed>
	NL/H/0111/001-003/IB/033/G


Příloha 2
TYPE(S) of CHANGE(S)

For Type IA variations but also for Type IB variations listed as an example (or Type IB variations listed as Type IA in the Classification Guideline but submitted as a Type IB change: see below) a copy of the Classification Guideline needs to be provided and the relevant boxes for conditions and documentations need to be ticked. For Type IA variations, all documents in the guideline should be provided (unless the guideline indicates that their absence may be appropriate or can be justified). For Type IB variations, to ease validation applicants are advised to provide all documents suggested in the classification guideline, including the documentation required for Type IA variations, but which are submitted as a Type IB variation since not all of the Type IA conditions are met.
For Type IA variations following an Article 5 recommendation a copy of the conditions needs to be provided and the relevant boxes for conditions need to be ticked.

Only the main header of the change with the variation applied for needs to be selected. So from the list of changes presented as:
	
	B2
	Changes in the manufacturing process of the active substance
	Procedure type

	 FORMCHECKBOX 

	
	a)
	Minor change in the manufacturing process of the active substance, except changes referred to in c), d) and e) below
	 FORMCHECKBOX 
 IA
	 FORMCHECKBOX 
 IB9
	Implement. Date:

	 FORMCHECKBOX 

	
	b)
	Substantial change to the manufacturing process of the active substance which may have a significant impact on the quality, safety or efficacy of the medicinal product.
	II

	 FORMCHECKBOX 

	
	c)
	The change refers to a biological / immunological substance or use of a different chemically derived substance in the manufacture of a biological/immunological medicinal product and is not related to a protocol.
	II

	 FORMCHECKBOX 

	
	d)
	The change relates to a herbal medicinal product and there is a change to any of the following: geographical source, manufacturing route or production.
	II

	 FORMCHECKBOX 

	
	e)
	Minor change to the restricted part of an Active Substance Master File.
	IB

	 FORMCHECKBOX 

	
	z)
	Other variation
	 FORMCHECKBOX 
IA  FORMCHECKBOX 
IB  FORMCHECKBOX 
II
	 FORMCHECKBOX 
 Art 5
	Implement. Date:




9 If one of the conditions is not met and the change is not specifically listed as Type II.
the following information needs to be included in the application form when applying for variation B.2.c).

	
	B2
	Changes in the manufacturing process of the active substance
	Procedure type

	 FORMCHECKBOX 

	
	c)
	The change refers to a biological / immunological substance or use of a different chemically derived substance in the manufacture of a biological/immunological medicinal product and is not related to a protocol.
	II


Further explanation:

	
	B2
	Changes in the manufacturing process of the active substance
	Procedure type

	 FORMCHECKBOX 

	
	a)
	Minor change in the manufacturing process of the active substance, except changes referred to in c), d) and e) below
	 FORMCHECKBOX 
 IA
	 FORMCHECKBOX 
 IB9
	Implement. Date:


9 If one of the conditions is not met and the change is not specifically listed as Type II.
Since Type IA variations are ‘do and tell’ the implementation date needs to be specified in last column. For all other variations the implementation date needs to be provided at the end of the application form.
The Type IA variations from the Classification Guideline may also be indicated to be Type IB in the application form: if one or more of the conditions for a Type IA variation is not met and the change is not listed as a Type II variation, such variation is considered to be a foreseen Type IB variation and the tick-box indicating the procedure type as IB needs to be ticked.
	
	B2
	Changes in the manufacturing process of the active substance
	Procedure type

	 FORMCHECKBOX 

	
	z)
	Other variation
	 FORMCHECKBOX 
IA  FORMCHECKBOX 
IB  FORMCHECKBOX 
II
	 FORMCHECKBOX 
 Art 5
	Implement. Date:




To apply for variations not foreseen in the guideline, MAHs should declare such other variation (“z”) under the specific guideline section concerned at the lowest possible level i.e. either within a specific variation or under the appropriate guideline section title, as appropriate, including its proposed classification. Please indicate whether the variation has been subject to an Article 5 procedure. 
These changes can only be submitted as a Type IA variation, when such classification has been recommeded following an Article 5 procedure.
Note that ‘other variations’ recommended to be Type IB via an article 5 procedure, should be considered as foreseen Type IB variations on the first page of the application form.
“Foreseen”
	
	B2
	Changes in the manufacturing process of the active substance
	Procedure type

	 FORMCHECKBOX 

	
	z)
	Other variation
	 FORMCHECKBOX 
IA  FORMCHECKBOX 
IB  FORMCHECKBOX 
II
	 FORMCHECKBOX 
 Art 5
	Implement. Date:




“Unforeseen”

	
	B2
	Changes in the manufacturing process of the active substance
	Procedure type

	 FORMCHECKBOX 

	
	z)
	Other variation
	 FORMCHECKBOX 
IA  FORMCHECKBOX 
IB  FORMCHECKBOX 
II
	 FORMCHECKBOX 
 Art 5
	Implement. Date:














