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eAF Release Notes — Summary

This document illustrates the differences between eAF v1.22.0.1 and v1.23.0.0 by using before and after screenshots of the forms.
The scope of release v1.23.0.0 contains the following change requests:

SD-159756 - Add Switzerland (CH) to drop-down list under 2.5.1 b

SD-140624 - OMS-integration in the variation form - present and proposed

SD-170597 - eAF OMS Integration for org last mod and addresses

SD-145156 - NTA changes for All 4 eAF forms

SD-186883 - Remove\Hide OMS entry related fields from eAFs where no OMS data exists

vk wnNE

The release also contains a number of bug fixes reported through internal and external testing. These details can be found in the accompanying release
notes accessed via the eAF esubmission website.



http://esubmission.ema.europa.eu/eaf/index.html

1. SD-159756 - Add Switzerland (CH) to drop-down list under 2.5.1 b — This change is applicable for Human & Vet MAA forms only.

eAF 1.22.0.1 eAF 1.23.0.0

Country | = Country |
Norwa Poland
Telephone Y Telephone Portugal
IR . Romania
Telefax Por‘tuga?l E-mail
Fofas Sloveria
E-mail Slovaki_a Spain
SIov_’enla 2.5.1.1 Contact person in the EEA folc,,
Spalg tzerland
2.5.1.1 Contact person in tH>Veden te; ngaom
United Kingdom

2. SD-140624 - OMS-integration in the variation form - present and proposed sections

eAF 1.22.0.1 eAF 1.23.0.0

PRESENT®*° PROPOSED®® @
Please select organisation from SPOR OMS to autofill address details. If X L Please select organisation from SPOR OMS to autofill address details. If . L
the arganisation is not found or the address details are not carrect, Find Organisation the organisation is nat found or the address details are not correct, Find Organisation
please visit the OMS page in the SPOR portal for more information: please visit the OMS page in the SPOR portal for more information
2 ma.europa. i Clear Address ‘http://spor.ema.europa.eu/omswi/2/ Clear Address
Company name Company name
Address Address
City/Locality/ City/Locality/
Town/Village Town/Village
State State
County County
Postcode Postcode
Country = Country ]
OrgID OrgID
LocID LocID
Telephone Telephone
E-mail E-mail
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3. SD-170597 - eAF OMS Integration for org last mod and addresses

This change is in the XML schema file — there is no visible change in the form, therefore no screenshot.

4. SD-145156 - NTA changes for All 4 eAF forms
a. Common changes across more than one form
i. Changes applicable to Human & Vet MAA forms only

eAF 1.22.0.1 eAF 1.23.0.0

E-mail E-mail

It is hereby confirmed that all existing data which are relevant to the quality, safety and efficacy of the medicinal product
have been supplied in the dossier, as appropriate and that such data are not subject to regulatory data exclusivity in the

Union.

Person authorised for communication*®, on behalf of the Applicant:

Title
It is hereby confirmed that fees will be paid/have been paid according to the national/European Union rules**.

First name

Surname

Tt is hereby confirmed that all existing data which are relevant to the quality, safety and efficacy of the medicinal product
have been supplied in the dossier, as appropriate and that such data are not subject to regulatory data exclusivity in the

Union.

It is hereby confirmed that fees will be paid/have been paid according to the national/European Union rules**,

DECLARATION AND SIGNATURE DECLARATION AND SIGNATURE

Product (invented) name Product (Invented) name

Ty o Prarmaceutical Form: EH + =
Pharmaceutical Farm: [= il
Strength: Unis oy Strangth: Units + -
g B
l ]
Active Substance + Active Substance o
B e =
oK Clear Cancal oK Clear Cancel

In v1.22.0.1 when selecting the "Populate data in sections 2.1.2, 2.2.1 and However in v1.23.0.0 - when selecting the "Populate data in sections

2.6.1" button from the Declaration & Signature section - the form would copy 2.1.2,2.2.1 and 2.6.1" button - the form will copy data into each
data to each respective section including the Proposed (invented) name, Active | respective section with the exception of the Active substance field in
Substance, Pharmaceutical Form, Strength & Unit. section 2.2.1 only. Users will need to manually enter and select an
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DECLARATION AND SIGNATURE

Product (invented) nama mathotrexate

Pharmaceutical Form:  Tablet =

METHOTREXATE DISODIUM = -

Papulate data in sections 2.

2.1.1 Proposed {invented) name of the medicinal product in the

mathotrexate

Tum the "Dedar sbon” wechun.}
erent (invented) names i
decentralised procedure, thes

ilferent Member States are proposed in a mutual recognition or
should be listed in (Arnex 5.19)
2.1.2 Name of the active substance(s)
Fote: Only one name should be given in the following order of prionty: INN®, Fh.Lur., Netional Fharmacopeis, common name,
seientifie name;

* The active substance should be declaced by its recommended TN, accompanied by its salf o hydrate form if refevant
{For further detaits, consult the Guldeline on the SPC)

{The value of the active substances field has been populated from “Declaration” section. )

Autrve Substarce “

METHOTREXATE DIEGOSUM - —

2.1.3 Pharmacetherapeutic group (Please use current ATC coda)

ATC code |Z| =1 -

Group
If ne ATC code has been assigned, please indicate if an application for ATC code has bean made

2.2 STRENGTH, PHARMACEUTICAL FORM, ROUTE OF ADMINISTRATION, CONTAINER AND
PACK SIZES

2.2.1 Strength and pharmaceutical form (use current list of standard terms - European Pharmacopoeia)

(The values of the foliowing fields have been populated from “Dedleration” section. )

Pharmaceutical Form:  Tablet
Strangth: Units
50 L]

For numenc values, phease use the full stop as the decmal separat

Active Substance(s):
METHOTREXATE DISODIUM

active substance for this field.

Users also now have the ability to provide the base\active moitey
details of the Active substance.

211 Drnpma:‘! {inventad) name of the madicinal product in tha Furopean Union/Mambar Stataf lcaland/ Lischtenstein/

3 the "Declaration” section. )
1f different (invented) names in different Membrer States are propesed in a mutual recognition or decentralised
procedure, these should be hsted in [Annex 5.19)

2,1.2 Active substance(s)

Note: * active substance should be indwated hare as full substance. I¥ the substance is induded in the product 85 a salt or hydrate, the
base/active morety shoukd be indicated in the additional fiedd:

Name shautd be biursed an the follawing order of priorty: TNN®, Ph.Fur,, Mationsl PRATTAOCIpOS, COMMAN fRame, scentife name.
{The value of the active sulrstances feld has been populated fram “Decaration section. )

Full name of the active substance(s] [ indluding salt or hydmte, if anplicable)

AL FAMETHN VP RIDATINE

B/ actrvn rramely of the sctive submtanca{s) [ ddferent from above)

Substanoe type : (e.q. chermical substance, E]
recombinant bologrcal substance)

Faor applications submitted in Jccordance with Art. 8(3) or A1, 102 of Directive 2001/83/EC @
Clawm for new active substance(s)
Hor: mctive slistarce rot pet authorised in & medicinal a compedent o by e Eun Ui {For
o yet prockect by a comy sttty or by o {
ipleass provide evidence and justification to support the claim of new active substance Staus in annex 5.23
Known active substance

2.1.3 Pharmacotherapeutic group (Please use current ATC code)

ATC code EI ) &=

Group
1f no ATC code has bean assignad, pleasa indicate if an application for ATC code has been made

2.2  STRENGTH, PHARMACEUTICAL FORM, ROUTE OF ADMINISTRATION, CONTAINER AND
PACK SIZES

2.2.1 Strength and pharmaceutical form (use current list of standard terms - Eurcpean Pharmacoposia)

(The visksers ot Fallerming fivids hurver e progudatedt from “Declansbion” section. )

Pharmacautical Form: Tablat and powdar for oral solution e
strength: units
200 -
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O « Paediatric Use Marketing Authorisation (PUMA) »
(Article 31 of Regulation (EC) No 1901/2006)

Date of acceptance/confirmation by CHMP:

CHMP
Rapporteur

O « Paediatric Use Marketing Authorisation (PUMA) »
(Article 31 of Regulation (EC) No 1901/2006)

Date of acceptance/confirmation by CHMP:

I EMA Product number: I

CHMP
Rapporteur

wMedicinal product which is or has been autherised in accordance with Union provisions in force for not

in the EEA:

nMedicinal product which is or has been authorised in accordance with Union provisions in force for not

ess than 6/8/10 yearshn the EEA:

Marketing authorization Marketing authorization Date of + =

Strength(s)  Units holder numbar authorisation

I

Marketing Marketing Pracedure number for | Date of

Strength(s) Units authorisation helder authorisation number] MRP/DCP (if applicable)§ authorisation

==

I Enter EudraGMF manufacturing authorisation reference I

Enter EudraGDMP document reference numberl

If available If available
attach latest GMP certificate {Annex 5.9) Attach latest GMP certificate (Annex 5.9)
or or
I Enter EudraGMP oertlﬁcate-refamnce number I I Enter EudraGDMP docum-ant reference number I
Is a Active Substance Master File to be used for the active substance(s) Ts a Active Substance Master File to be used for the active substance(s)
(@ Yes Na

(®) Yes No

Name of the ASMF holder
Name of the manufacturer if different from above
EU ASMF reference number if available

National ASMF reference number: (when applicable
and only if EU ASMF reference number is not
available)

Applicant part version number
Date of submission

Date of last update

MName of the ASMF holder
e —————————

Plagea zalact organization from SPOR OMS to sutofill address datails.
If the organization is nat found or the address details are not correct,
please visit the OMS page in the SPOR portal for more information:

hitp:/fspon.ema.curapa.culomswi £/ Clear Addrass

Find Crganisation

Company name

Address

City/Locality/Town/Village

State

County

Pasteode

Country =
Telephone

E-mail

2.6 QUALITATIVE AND QUANTITATIVE COMPOSITION

2.6.1 Qualitative and Quantitative composition in terms of the active substance(s) and the excipient(s]

IA note should be given as to whichlquanti’ty the composition refers (e.g. 1 capsule)

2.6 QUALITATIVE AND QUANTITATIVE COMPOSITION

2.6.1 Qualitative and Quantitative composition in terms of the active substance(s) and the excipient(s)

whi'ch quantity the composition refers (e.g. 1 capsule)
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Name of active substance Name of active substance

For salts and hydrates only, corresponding to)
{indicate base/active moiety)

Referance /
Huaneny £ Unk Monagragh Stardard

Name of Excipient Quantity / Unit Name of Exciplant

[Note: * actve substance shotrid be indicated first as full substance. IF the substance = inchuded in the product a5 @ S or hidrate, Ehis cormesponding baseiacte mukety shoukd be indicated m th
rctauticne) finkd.

e ik Lo Bt i v Falhouming exvclor of purorite: INN®, Pl Eur., Naticial Dlusmaccysouis, commn nams, scentiic name

Note: ™ Only one name of each substance should be given in the following order of priority: INN™*, Ph.Eur., National

Pharmacopoeia, common name, scientific name
" The active substance should be declared by its rec ded INN, accompanied by its salt or hydrate form if relevant

(for further details, consult the Guideline on the SPC)

Changes applicable to all 4 forms

eAF 1.22.0.1 eAF 1.23.0.0

Please select organisation from SPOR OMS to autofill address details.

If the organisation is not found or the address details are not correct, Find Crganlisation
please visit the OMS page in the SPOR portal for more information:
http://spor.ema. europa.eufomswi/#/

Please selact organisation from SPOR OMS to autofill addrass deatails, s
If the organisation is not found or the address details are not correct, 9

please visit the OMS page in the SPOR portal for more information:
: i/ & Clear Address

Clear Address

Company name Company name

Address Address

City/Locality/Town/Village City/Locality/Town/Village

State State
County County
Postcode Postcode
Country = Country [=]
Telephone Telephene
ITeIefax I E-mail
E-maill
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b. Human MAA

eAF 1.22.0.1 eAF 1.23.0.0

EUROPEAN COMMISSION EUROPEAN CQMM DN
B HEALTH AND CONSUMERS DIRECTORATE-GENERAL ] HEALTH AND|FOOD SAFETY PIRECTORATE-GENERAL
Healt Systems and products Heattfsystems _medica products and inovation]

eAF Vession Number: 1.220.1 eAF Version Numbe

Brussels,
(2015)

Revision 12

Medicinal Products for Human Use Medicinal Products for Human Use

VOLUME 2B VOLUME 2B
Module 1.2: Administrative information Module 1.2: Administrative information
Application form Application form

September 2015 February 2018

As from 01/01/2016, mandatory use of electronic application forms for all procedures. This

Mandatory use of electronic Application Forms for Centralised Procedure that explains parts in light
document is for information purposes only. Mot to be used for submissions.

grey. As from 01/01/2016, mandatory use of electronic application forms for all procedures

Revision 13
Update from February 2018.

Revision 12
Update from September 2015 of section 1.4.1; taking into account the review of chapter 1 of July

2015

1.4 APPLICATION IS SUBMITTED IN ACCORDANCE WITH THE FOLLOWING ARTICLE IN 1.4 APPLICATION IS SUBMITTED IN ACCORDANCE WITH THE FOLLOWING ARTICLE IN
) ; DIRECTIVE 2001/83/EC?
DIRECTIVE 2001/83/EC’ et R i
Note: Section to be completed for any application, including applications referred to in section 1.3 Note: s t c-mP o0 ane JM o Mh”c i o in section 1.3
For further details, refer to Notice of Applicants, Volume 24, Chapter 1

1.4.1 (@) Article 8(3) application, (i.e dossier with administrative, quality, pre-clinical and clinical data™) 1.4.1 {'!) Article 8(3) application, (l.e dossier with administrative, quality, pre-clinical and clinical data*)

_'r’or ions of ications, cross references can only be made to pre-clinical and clinical data * for extensions of full applications, cross references can only be made to pre-clinical and clinical data
[7] Claim for new active substance™ *
Note: active substance nol yet authorised in a medicinal product by a competent authority or by the i Urion (for o
procedure)

** please provide evidence and justification to support the daim of new active substance status in  (Annex 5.23)
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2.1.2 Name of the active substance(s)

scientific name;
* The active substance should be declared by its rece
(for further details, consult the Guideline on the SPC)

ded INN, accompanied by its salt or hydrate form if relevant

(The value of the active substances field has been populated from "Declaration” section.)

Active Substance +

= e

2.1.3 Pharmacotherapeutic group (Please use current ATC code)

Note: Only ene name should be given in the following order of priority: INN®, Ph.Eur., National Pharmacopeia, common name,

2.1.2 ve substance(s)

Note: * active sub sy | here as full sub If thy is included in the product s a salt or hydrate, tha

should be the
correspanding base/active moiety should be indicated in the additional field:
Name should be based on the following order of priority: INN*, Ph.Eur., National Pharmacopoeia, commaon name, scientific name.

{The value of the active substances field has been populated from "Declaration” section. )

Full name of the active s), if

g salt or hy

Active Substance +*

Base/active moeity of the active substance(s) (if different from above)

[«

Substance type : (e.g. chemical substance, El
recombinant biological substance)

@ Claim for new active substance(s)

Naote: active sub not yat h d ina dicinal product by 8 compatent authority or by the Eurapean Union (for
centralised procedura)

please provide evidence and justification fo support the claim of new active substance status in annex 5.23

() Known active substance

2.1.3 Pharmacotherapeutic group (Please use current ATC code)

2.2.1 Strength and pharmaceutical form (use current fist of standard terms - European Fharmacopoeia)

(The values of the following fields have been populated from "Declaration” section. )

Pharmaceutical Form:

Strength: Units

Active Substance S

2.2,1 Strength and pharmaceutical form (use current list of standard terms - European Pharmacopoeia)

(The values of the following felds have bean popuiated from “Declaration” section. )

Pharmaceutical Form: + -

Strength: Units

Active Substance +

of Directive 93/42/EEC or one or more active implantable medical devices within the meaning of Article 1{2)(c) of
Directive 50/385/EEC

Yes

2.2.4 | The medical product incorporates, as an integral part, one or more medical devices within the meaning of cle 1(2)(a)

2.2.4 Medical devices

Does this application include ene or more medical devices within the meaning of Article 1({2)(a) of Directive 93/42/EEC or ong
or mare active implantable medical devices within the meaning of Article 1{2){c) of Directive 90/385/EEC intended to
administer a medical product?

Ne Yes
=
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2.2.4.2 Device(s) identification

Name of the device(s)

Serial numbers or other indications necessary to delimit precisely the device(s) incorporated

e ane e mearema
use in the given combination and which is not reusable?

X Ne [ ves
Note: IF no, CE markng of the devic is mandatory. If yes, CE marking of the device is optional. Furhter details must be provided in s
2.2.4.3and 2.2.4.4

2.2.4.1 Device(s) identification

Pharmacavigilance system master file

Number
Copy contact details from 2.4.2 Section

Please select organisation from SPOR OMS5 to autofill address details.
If the organisation is not found or the address details are not correct, Sl
please visit the OMS page in the SPOR portal for more information:

#

http.//spor.ema. europa. i Clear Address

Company name

Address

City/Locality/Town/Village

State

County

Postcode

Country =1

i =
Name of the device(s)
Brief description of the
device
Serial numbers or other indications necessary to delimit precisely the device(s) incorporated
a -

Pharmacavigilance system master file

Number
Copy contact details from 2.4.2 Section

Please select organisation from SPOR OMS to autofill address details.

If the organisation is not found or the address details are not correct, O 2L
please visit the OMS page in the SPOR portal for more information:
http://spor.ema.europa. euy/omswi/# Clear Address

Company name

Address

City/Locality/ Town/Village

State

County

Postcode

Country =

I The Pharmacovigilance system master file location has been registered in Article 57 databasel
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c. Vet MAA

eAF 1.22.0.1 eAF 1.23.0.0

EUROPEAN COMMISSION
ENTERPRISE AND INDUSTRY DIRECTORATE-GENERAL

Consumer goods
Pharmaceuticals

eAF Version Number: 1.22.0.1
Brussels, 10.08.2017

Revision 7.5

EUROPEAN COMMISSION
HEALTH AND CONSUMERS DIRECTORATE GENERAL

Health Systems and products

eAF Version Numbe

Brussels, 01.11.2017

Revision 8

Medicinal Products for Veterinary Use

VOLUME 6B
Presentation and content of the dossier-Part 1
Summary of the dossier Part 1A
Application form

August 2017

Medicinal Products for Veterinary Use

VOLUME 6B
Presentation and content of the dossier-Part 1
Summary of the dossier Part 1A
Application form

November 2017

Revision 7.5

1.3.1 (@) Article 12(3) application, (i.e. dossier with administrative, quality, safety and clinical data*)

and clinical data.

lications, cross referances can only be made to safa

*for extensions of complate a,

New active substance **

Note: constituent of a product not yet authorised by a compatant authority or by the European Union
(for centralised procedure)

** please provide evidence and justification to support the daim of new active substance status in (Annex 5.22)

Known active substance

Note: - constituent of a product aiready authorised by a competent authority or the European Union
- same or different marketing authorisation holder

Mandatory use of electronic Application Forms for Centralised Procedure ndatory use of electronic Application Forms for all Procedures
1.2 IS THIS AN APPLICATION FOR A CHANGE TO YOUR EXISTING MARKETING 1.2 IS THIS AN APPLICATION FOR A CHANGE TO YOUR EXISTING MARKETING
AUTHORISATION LEADING TO AN EXTENSION AS REFERRED TO IN ANNEX I OF AUTHORISATION LEADING TO AN EXTENSION AS REFERRED TO IN ANNEX I OF
COMMISSION REGULATION (EC) NO 1234/2008, OR ANY NATIONAL LEGISLATION, COMMISSION REGULATION (EC) NO 1234/2008, OR ANY NATIONAL LEGISLATION,
WHERE APPLICABLE? WHERE APPLICABLE?
Ye*{comprete sections below and also complate 1.4) I No (complate saction 1.3 and 1.4.) Yes No (complete section 1.3 and 1.4.)
1.3.1 @Arﬂcla 12(3) application, (i.e. dossler with administrative, quality, safety and clinical data*)

*for extensions of complete applications, cross references can only be made to safety and clinical data_
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Note:

{The value of the active sub

2.1.3 Pharmacotherapautic group (Please use current ATC vet code) &

2.1.2 Name of the active substance(s)

fiald has been L 1

from "L

® zaction, )

Active Substance +
) =

only ane name should be given in the following order of priority: INN*, Ph.Eur., National Pharmacepoeia,
common name, scientific name;

* the active substance should be declared by its rec

relevant (for further details, consult the Guideline on the SPC)

INN, acc by its salt or hydrate form if

2.1.4 Target Spacies

2.1.2 Active substance(s)

213

(The value of the active substances field has been populated from "Declaration” section.)

Active Substance +

-]

Basefactive moeity of the active substance(s) (If different from above)
[

b type : (e.q. chemical substance, Ei
recombinant biclogical substance)

Note:  *active substance should be indicated here as full substance. If the substance is included in the product as a
salt or hydrate, the corresponding base/active moiety should be indicated in t‘he additional field; Name shoul'd
be based on the foliowing order of priority: INN, Ph.Eur., Phar o name, sci

name.
** please provide evidence and justification to support the claim of new active substance status in annex 5,22

Mew active substance **

Nate: constituent of a product not yet authorised by a competent autherity or by the European Union
(for centralized procedure)}

** please provide evidence and justification to support the claim of new active substance status in (Annex 5.22)

Known active substance

Note: - constituent of a product already authorised by a competent authority or the European Union
- same or different marketing autherisation holder

Fharmacotherapeutic group (Flease use current ATC vet code) & 2.1.4 Target Species

Yas

Has SME status been assigned by the EMA?

No

Proof of payment (when relevant)

Has SME status been assigned by the EMA?

Yes No

Proof of payment (when relevunl:l not applicable for centralised procedurel

[]s1
Ms2
53
Os4
[ss
[se

[1s.7
[ss

5. ANNEXED DOCUMENTS (WHERE APPROPRIATE)

Proof of payment

Informed consent letter of marketing authaorization holder of autharised veterinary medicinal product.

Proof of blish it of the I in the EEA,

Letter of authorisation for communication on behalf of the applicant/MAH.

(empty)

Manufacturing Autherisation required under Article 44 of Directive 2001/82/EC (or equivalent, outside of the
EEA where MRA or other Eurcpean Union arrangements apply). A reference to EudraGMP will suffice when
available,

(empty)

Flow-chart indicating all sites involved in the turing process of the veterinary medicinal product or
active substance (Including sites invelved in sampling and testing for batch release of products
manufactured in third countries). Note: ALL manufacturing and control sites mentioned throughout the
dossier MUST be consistent regarding their names, datailed addrasses and activities

Statement (or GMP Certificate issued by an EEA insp when lable) from the authority
which carried out the insp of the 2 ing sita(s) (net older than 3 years). Rafemnces ta Eudra
GMP will suffice when available. Where applicable a summary of the other GMP inspections performed in the
last 2 years.

5.

ANNEXED DOCUMENTS (WHERE APPROPRIATE)

[]s1 Proof of payment

[ | 5.2 Informed consent letter of marketing autherisation holder of authorised veterinary medicinal product.

E‘ 5.3 Proof of establishment of the applicant in the EEA.

[ | 5.4 Lattar of authorization for communication on bahalf of the applicant/MAH.

155 (empty)

[ss Manufacturing Authorisation required under Article 44 of Directive 2001/82/EC (or equivalent, cutside of the
EEA where MRA or cther Eurcpean Union arrangements apply). A reference to EudraGMP will suffice when
available.

057  (emety)

[ | 5.8 Flow-chart indicating all sites involved In the manufacturing process of the veterinary medicinal preduct or
active substance (including sitas invelved in sampling and tasting for batch release of products
manufactured in third countries). Note: ALL manufacturing and control sites mentioned throughout the
dossier MUST be consistent regarding their names, detailed addresses and activities

mEE Proof of GMP cempliance (ar GMP certificate issued by an EEA inspectorate, when available) from the

competent authority which carried out the inspection of the manufacturlng site(s) (not older than 3 years).
Refarences to Eudra-GMDF will suffice when lable, Where app v of the other GMP

|n5ﬁ|nns aerfnrmed in the |ast 2 years
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[]s.19

For each active substance, attach a declaration(s) from the Qualified Person of the manufacturing
authorisation holder in Section 2.5.1 and from the Qualified Person of each of the manufacturing
authorisation holders (i.e. located in EEA) listed in Section 2.5.2 where the active substance is used as a
starting material that the active subst: isr factured in pli with the detailed guidelines on
good manufacturing practice for starting materials. Alternatively, such declaration may be signed by one
Qualified Parson on behalf of all QPs involved (provided this is clearly indicated).

[]5.19

For each active substance, attach a declaration(s) from the Qualified Person of the manufacturing
authorisation helder in Section 2.5.1 and from the Qualified Person of each of the manufacturing
authorisation holders (i.e. located in EEA) listed in Section 2.5.2 where the active substance is used as a

starting material that the active substance s manufactured in compliance with the detailed guidelines on
e Fo b i £ i io1 Al it | b o] i b i b

Qualified Person on behalf of all QPs involved (provided this Is clearly indicated and all relevant sites arej
listed on the single declaration). The declaration should refer to an audit and the date of the audit,
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d. Variation Form

eAF 1.22.0.1

EUROPEAN COMMISSION
HEALTH AND CONSUMERS DIRECTORATE-GENERAL

Health Systems and products

eAF Version Number: 1.22.0.1

June 2015

eAF 1.23.0.0

EUROPEAN COMMISSION
HEALTH AND CONSUMERS DIRECTORATE-GENERAL

Health Systems and products

eAF Version Num

February 2018

Name and address of the|ApplicantfMA Holder® ®

Name and address of the MA Holder? ®

& AS SpECIfIEd in section 2. 4 3 In Part meodule 1 Appllcatlon FOI'I'I'I If different, attach letter of authorisation. For

(see also Signatory box below) In case of national marketlng authorlsatlons, several contact polnts In dlfferent Member
States can be introduced for type II variations and worksharing.

% As specified in section 2.4.3 in Part 1&/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 applications
(=ee also Signatory box below).

7 If this list Is very extensive it may be added as annex to the application form. For products authorised via the Centralise
Procedure, the Annex A of the product(s) concerned should be provided as an Annex to the application form. For

DCP procedures, "list of concerned products” can be provided as Annex to the application form.

d ppli

'lVeterinaz Eroducts onl;:!lf this list is very extensive it may be added as annex to the tion form. For
products for niman, the

e should be completed. For products autherised via the Centralised Procedure, the Annex A of

worksharing procedures submitted to the EMA, which include nationally authorised products, relevant product and Member the preduct(s) concerned should be provided as an Annex to the application form. For worksharing procedures submitted to-
State detalls should be provided as an Annex B to the application form (Using the template on the EMA websita). For MRP/ the EMA, which include nationally authorised products, relevant product and Member State details should be provided as an

Annex B to the application form (Using the on the EMA
products” can be provided as Annex to the application form.

bsite). For MRP/DCP procedures, "list of concerned

4.a Type II variations - new indications - orphan medicinal product information

(For human medicinal products only; mark this section N/A if the variation does not relate to a new indication)

Select flag if not applicable; section will not be displayed.

4.a wVpe II variations - new indications - orphan medicinal product
information

(For human medicinal products only; mark this section NfA if the variation does not relate to a new indication)

Select flag if not applicable; section will not be displayed.

TABLE OF CONTENTS

TABLE OF CONTENTS

1. APPLICATION FOR VARIATION TO A MARKETING AUTHORISATION 1. APPLICATION FOR VARIATION TO A MARKETING AUTHORISATION
2. PRODUCTS CONCERNED BY THIS APPLICATION? . PRODUCTS CONCERNED BY THIS APPLICATION’
3.  TYPES OF CHANGE(S) 3. _TYPES OF CHANGE(S)

L. R . . . . 4.a Type IB and [T'ype II variations - new indications - orphan medicinal product
4.a Type II variations - new indications - orphan medicinal product information information
4.b Type II variations - Paediatric requirements 4.b ype II variations - Paediatric requirements
4.c  Type II variations - Extended data/market exclusivity 4.c  Type II variations - Extended data/market exclusivity
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Company name

Address

City/Locality/Town/Village
State

County

Postcode

Country

Telephone

|Telefax

E-mail

Company name

Address

City/Locality/Town/Village
State

County

Postcode

Country

Telephone

E-mail
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e. Renewal Form

eAF 1.23.0.0

EUROPEAN COMMISSION
ENTERPRISE AND INDUSTRY DIRECTORATE-GENERAL

eAF 1.22.0.1

EUROPEAN COMMISSION
ENTERPRISE AND INDUSTRY DIRECTORATE-GENERAL

Consumer goods Consumer goods
Pharmaceuticals Pharmaceuticals

eAF Version Number: 1.22.0.1 eAF Version Number
June 2015 February 2018

APPLICATION FOR RENEWAL OF A MARKETING AUTHORISATION

1. APPLICATION FOR RENEWAL OF A MARKETING AUTHORISATION | 1.

HUMAN VETERINARY HUMAN VETERINARY

National autheorisation in MRP/DCP
EU authorisatiof? (9; I

National authorisation only

National authorisation in MRP/DCP

EU authorisation

National autherisation enly

2 The MA validity period is calculated from the date of notification of the Commission Decision to the MAH. Notification dates

2 For centrally authorised products a list of EU Member States / Norway / Iceland where the product is on the market should
of the Commission Decision can be found in the EC Pharmaceuticals - Community Register

be provided in a separate appendix
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Brief description of functions performed by manufacturers of the active substance(s)

Has a Ph.Eur. Certificate of suitability been issued for the active substance(s):

(@) Yes
() No
Name of the CEP holder

Name of the manufacturer if
different from the above

CEP number

Date of last update

Is a Active Substance Master File to be used for the active substance(s)
@ Yes O No

If yes, please provide the following information
Name and contact details of the ASMF holder
Name of the manufacturer if different from above

EU ASMF reference number if available

National ASMF reference number: (when applicable
and only if EU ASMF reference number is not
available)

Applicant part version number

Date of last update
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(If revised product information (SmPC, Labelling and/or Package Leaflet) is proposed to take account of issues raised by the
expert, specify the precise present and proposed wording, underlining or highlighting the changed words. Alternatively, such

listing may be provided as a separate d t to the app ien form).

(If revised product information is proposed to take account of issues raised by the

expert, specily th sections of the EU-C nt and proposed wording, underlining or highlighting the
changed words. Allernalively, such isting may be provided as a separate document attached to the application form).

The following amended product information proposals are provided in the relevant sections of the EU-CTD

format or NTA volume 6B format, where applicable :

Summary of Product Characteristics
Conditions of the Marketing Authorisation® @
Labelling
Package leaflet

®

Specimens’ @

Mock-ups’

4. DOCUMENTS APPENDED TO THIS APPLICATION
- FOR HUMAN MEDICINAL PRODUCTS ONLY

X

Product subject to shortened renewal

Shortened Procedure Reason

Module 1

1.0 Cover letter

1.1 Comprehensive table of content (not applicable for centrally authorised medicinal products)
4, DOCUMENTS APPENDED TO THIS APPLICATION

- FOR VETERINARY MEDICINAL PRODUCTS ONLY

=

Product subject to shortened renewal

Shortened Procedure Reason

1 Cover Letter

1.1 Comprehensive table of content
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NOTES

! Human Medicinal Products: Number to ba completed by the Marketing Authorisation Holder, reflecting the correct
sequential MRP/DCP Number according to Volume 2A, Chapter 2, 7. Numbering System for the Procedures for Mutual
Recognition and Decentralised Procedure aspublished on the Website of the European Commission (http://ec.europa.eu/
health/documents/eudralex/vel-2findex_en.htm )

veterinary Medicinal Preducts: Renewal number to be issued by the Reference Member State before submissien of the
application according to the correspending CMD(v) Best Practice Guide (http://www.hma.eu)

2 For centrally authorised products a list of EU Member States / Norway / Iceland where the product is on the market should
be provided in a separate appendix

4 For centrally authorised products this information, including packaging and pack size(s), should be provided in tabular
format in a separate appendix (cf. Annex A to CHMP/CVMP Opinion)

4 As specified In section 2.4.3 in Part 1A. If different, attach letter of authorisation

58 € Where more than one Qualified Person (QP) is involved, a single declaration by one of the QPs that the active
substance(s) used as a starting material are manufactured in accordance with the del on good f. ing practice
for starting materials as adopted by the EU, may be submitted provided that:

» The declaration makes it clear that it ic signed on behalf of all the involved QPs.

= The arrangements are underpinned by a technical agreement as described in Chapter 7 of the GMP Guide and

the QP providing the declaration is the one identified in the agreement as taking specific responsibility for the

GMP compliance of the active substance manufacturer(s).

NOTES

1 Human Medicinal Products: Number to be completed by the Marketing Authorisation Holder, reflecting the correct
sequential MRP/DCP Number according to Volume 24, Chapter 2, 7. Numbering System for the Procedures for Mutual
Recognition and Decentralised Procedure aspublished on the Website of the European Commission (http:/fec.europa.eu/
health/documents/eudralex/vol-2/index_en.htm )

Veterinary Medicinal Products: Renewal number to be issued by the Reference Member State before submission of the
application according to the corresponding CMD(v) Best Practice Guide (http://www.hma.eu)

2 The MA validity period is calculated from the date of notification of the Commission Decision to the MAH. Notification dates
of the Commission Decision can be found in the EC Pharmaceuticals - Community Register

3 For centrally authorised products a list of EU Member States / Norway / Iceland where the product is on the market should
be provided in a separate appendix

4 For centrally authorised products this information, including packaging and pack size(s), should be provided in tabular
format in a separate appendix (cf. Annex A to CHMP/CVMP Opinion)

5 As specified in section 2.4.3 in Part 1A. If different, attach letter of authorisation
& only for centrally auhtorised products (Annex II of the EU MA)

7 see Chapter 7 of Volume 6A of the Notice to Applicants or Transfer of information contained in Notice to Applicants, Volume
24, Chapter 7 { http://www.hma.eu) or Dossier requirements for Centrally Authorised Products (http://www.ema.europa.eu)

8&3% where more than one Qualified Person (QP) is involved, a single declaration by cne of the QPs that the active
substance(s) used as a starting material are manufactured in accordance with the guidelines on good manufacturing practice
for starting materials as adopted by the EU, may be submitted provided that:

= The declaration makes it clear that it is signed on behalf of all the involved QPs.

= The arrangements are underpinned by a technical agreement as described in Chapter 7 of the GMP Guide and

the QP providing the declaration is the one identified in the agreement as taking specific responsibility for the

GMP compliance of the active substance manufacturer(s).
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5. SD-186883 - Remove\Hide OMS entry related fields from eAFs where no OMS data exists

a. For the following sections:

i. MAA-Human form - Section 2.4.1 - payment section only and in section 2.5.4 for CROs
ii. MAA-VET form - Section 2.4.1 - payment section only and in section 2.5.4 for CROs

iii. Renewal form - payment section only
iv. Variation form - payment section only

The ability to use the OMS lookup entry has been removed as these types of organisations are not yet present in the OMS dictionary.

Therefore for these entries, Users will be required to enter free text fields only.

eAF 1.22.0.1 eAF 1.23.0.0

Proof of payment (when relevant)

Have all relevant fees been prepaid to competent authorities?

O Yes (for fees paid, attach proof of payment in) (Annex 5.1)
(®) No

Copy address from above address details

Remove All
For Member State FH + -
Billing address (when relevant)
VAT number
Please select organisation from SPOR OMS to autofill address details.
If the organisation is not found or the address details are not correct,

please visit the OMS page in the SPOR portal for more information:
http://spor.ema.europa.eu/omswi/#, Clear Address

Find Organisation

Company name
Address

City/Locality/Town/Village

State

County

Postcode

Country =
Telephone

Telefax

E-mail

Purchase order(PQ) number

Proof of payment (when relevant)

Have all relevant fees been prepaid to competent authorities?

Yes (for fees paid, attach proof of payment in) (Annex 5.1)
(®) No
Copy address from above address details
a1 =
Remove All
For Member State H + -
Billing address (when relevant)

VAT number
p—

Company name

Address

City/Locality/Town/Village
State

County

Postcode

Countoy =]

Telephone

E-mail

Purchase order(PO) number
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