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! Human Medicinal Products. Number to be completed by the Marketing Authorisation Holder, reflecting the correct sequential Mutual Recognition Procedure
Number according to Chapter 1 of the ‘Best Practice Guides for the submission and processing of variationsin the Mutual Recognition Procedure’

(http://www.hma.eu).
Veterinary Medicinal Products: Variation number to be issued by the Reference Member State before submission of the application according to the

Purely nationally authorised products: Number to be completed according to requirements of the relevant National Competent Authority

2 A variation is considered ‘unforeseen’ when the proposed variation is not considered aminor variation of Type |B following the Commission Guideline, or has
not been classified asa Type I B variation in an Article 5 recommendation. When one or more of the conditions established in the guideline for a Type |A
variation are not met, the concerned change may be submitted as a Type I B variation unless the change is specifically classified asamajor variation of Typel.

% |f the variations are part of a grouped submission including a line-extension, this application form should be considered an annex to the application form for the
extension application.

4 Type Il variation submitted under Article 29 of Regulation (EC) No 1901/2006.



http://www.hma.eu/
http://www.hma.eu/

5 For worksharing or grouped variations affecting more than one MA, indicate the MA holder to be used as reference MA holder for the handling of the
procedure.
® As specified in section 2.4.3 in Part IA/Module 1 Application Form. If different, attach letter of authorisation. For worksharing or grouped variations affecting

more than one MA, a single contact should be designated for the application (see also Signatory box below). In case of national marketing authorisations, several
contact pointsin different Member States can be introduced for type I variations and worksharing.



"1 thislist is very extensive (more than one page) it may be added as annex to the application form.

8 Indicate the MA numbers affected (arange may be appropriate). For the MRP variation number, which is a product specific number, see the Best Practice Guide on Variations, Chapter 1, example: NL/H/0123/001-004/IB/033/G. For purely nationally
authorised products: number to be completed according to requirements of the relevant National Competent Authority



® Specify the precise present and proposed wording or specification, including dossier section number(s) at the lowest possible level.

10 For SPC, labelling and package | eaflet changes, underline or highlight the changed words presented in the table above or provide as a separate Annex

i applicable, include D-U-N-S number. The Data Universal Numbering System (D-U-N-S) is a system developed by Dun & Bradstreet (D& B) which assigns a
unique digit numeric identifier to asingle business entity. It is used in this case to facilitate the identification of manufacturing sites outside of EEA

124 applicable, include EU or National ASMF reference number (only if EU ASMF reference number is not available)

3 Due to complexity it is not necessary to complete this section for worksharing or grouped variations affecting more than one MA.



Type Il variations — new indications — orphan medicinal product information:
(For human medicinal products only; delete this section if the variation does not relate to a new indication)

HAS ORPHAN DESIGNATION BEEN APPLIED FOR, FOR THIS NEW INDICATION?

O No
O Yes Orphan Designation Procedure Number:

O Pending

O Orphan Designation granted

Date (yyyy-mm-dd): o)
Based on the criterion of "significant benefit": O Yes
O No

Number in the Community Register of Orphan Medicinal Products: v
[]Attach copy of the Designation Decision A

O Orphan Designation Refused ( )\

Date (yyyy-mm-dd):
Commission Decision Reference Number:

O Orphan Designation Withdrawn ‘ \ \

Date (yyyy-mm-dd): x
INFORMATION RELATING TO ORPHAN MARKET EXCLUSINJTY \
Has any medicinal product been designated & grphan medicinal product for a condition

an
relating to the new indication proposed in thissw}ion application?
\

O No
O Yes —
Please specify the EU Orphan/D&signation Number(s):

A\

If yes, has any of the dexﬁwte‘d Orphan medicinal product(s) been granted a marketing
authorisation in the EU? »

‘ : b,
O No «
O Yes
Please spétiy: y
= Name theﬁw indications, strength, pharmaceutical form of the authorised product:
arketing authorisation holder:
etln adthorisation number(s):
authorlsatlon

is the medicinal product, subject of this application, considered as “similar” to any of the
autl‘Torlsed Orphan medicinal product(s)? (as defined in Article 3 of Commission Regulation (EC) No
847/2000)
O No (module 1.7.1 to be completed)
O Yes (modules 1.7.1 and 1.7.2 to be completed)

Note: Repeat as necessary




14 Same” applicant/marketing authorisation holder: as per the Commission Communication (98/C 299/03) (i.e. belonging to the same mother company or group
of companies or which are “licencees’)

%5 To be ticked when the PIP Opinion includes awaiver

18 To be ticked only if there is a product-specific waiver opinion covering all the subsets of the paediatric population




18 see Chapter 7 of Volume 6A of the Notice to Applicants or Transfer of information contained in Notice to Applicants, Volume 2A, Chapter 7
(http://www.hma.eu )

19 Only to be completed for Type IB and Type || variations.


http://www.hma.eu/

% The main signatory is mandatory



LIST OF VARIATIONS (to be deleted upon completion of the form)

Please select the applicable variation(s) from the list presented below and include in the section “Type(s)
of Change(s) — Variations included in this application ” above, in accordance with the following
instructions:

Only the main header of the change with the variation applied for needs to be included. 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. Examples of such z) variations have
been already included in a number of relevant variations and section titles, for convenience.

For Type IA variations the date of implementation by the MAH needs to be added in the last columr»

Full details on the precise scope of the variation concerned, should be given in the section¥precise scope’
of the application form. v

y
Examples of how the variation(s) should be presented in the section “Type(s) af Cha &)” of the
application form. ~

E.g. when applying for a change outside the approved specificati(i'qig for the active substance:

B.l.b.1 Change in the specification parameters and/or limits qj an Procedure
active substance, starting material / intermediate / reage type
used in the manufacturing process of the active sufistanc

Change outside the approved specifications limits.ra for
X .
the active substance

E.g. when applying for an ‘unforeseen’ change qoncemsﬁecification limits for the active substance:

B.l.b.1 Change in the specification parame ndWits of an Procedure
active substance, starting materialLintegmedjate / reagent type
used in the manufacturing procgss of the‘active substance
X 2) Other variation o gy CHAXIB[n | CJArt5

E.g. when applying for an ‘unfores‘adange concerning the control of active substance:
,‘i\

B.LLb Change in control 6fthe as/ive substance Procedure type
X 2) Othervaw \ CIAXIB O [ CJArt5
N
\ ) ¢

The full list of vt@s is to be deleted from the actual submitted application form.
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