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Status

This section describes the status of this document at the time of its publication. Other
documents may supersede this document.

This is an internal draft for review by the Telematic Implementation Group for electronic
submission and ICH Implementation (TIGes) and other concerned parties. It is a stand-alone
document to ease its review. This document is still in its early stage, and may be updated or
replaced by other documents at any time. It is inappropriate to use this working draft as
reference material or to cite them as other than "work in progress'. The latest version of this
specification can be found on:

http://esubmission.eudra.org/ectd/application

Please send review comments to the chairman of the TIGes, Miguel Bley at the following E
mail address : miquel.bley @afssaps.sante.fr
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I ntroduction

The Electronic Common Technical Document [eCTD] developed in the framework of the
International Conference on Harmonization [ICH] specifies that Module 1 should contain
region specific information. The content of Module 1 is described in the EU Module 1
Specification [MOD1]. Volumes 2B and 2C of the Notice to Applicants [NtA] describe
administrative information for marketing authorisation of medicinal products by European
Competent Authorities [ECA] that will be included in the Rules governing Medicina
Products in the European Community.

This document describes the administrative information contained in the Application Form
document [FORM] in Volume 2B of the Notice to Applicantsin XML format [ XML] for first
submission of an application for marketing authorisation of a medicinal product in the EU
Module 1 of the eCTD.

This document should be read together with:
Application Form in the Notice to Applicants [FORM]
ICH eCTD Specification [eCTDSPEC]
EU Module 1 Specification [MOD1]

Origin and Purpose

The decision of developing an electronic Application Form in XML format was taken by the
TIGes. This group was set up by the Telematic Steering Committee (TSC) chaired by the
European Commission in June 2000 as part of a new structure for the management of
European IT projects in the pharmaceutical regulatory area and endorsed by the
Pharmaceutical Committee. All concerned European Competent Authorities are represented
and the group is chaired by France. It works in close collaboration with the European
delegation of the ICH M2 Expert Working Group [M2] responsible for the ICH eCTD
Specification.

The T1Ges is responsible for the maintenance and evolution of this regional standard.
The purpose is to:

1. Provide aregional standard for the exchange of structured administrative information
contained in Application Form in the Notice to Applicants for new applications of
medicina products between Industry and European Competent Authorities to be part
of the EU Module 1 of the eCTD.

2. Facilitate automated processing of thisinformation by all concerned parties.

Concerned Parties

1) Pharmaceutical Industry [PHARMA] as defined in the Procedures for marketing
authorisation in the Notice to Applicants.
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2) European Competent Authorities :

a. European Agency for the Evaluation of Medicinal Products [EMEA].

b. EU Member States. Candidate countries for the accession to the European
Union will also be concerned by this standard once they become Member
States.

c. Countries that are part of the European Economic Area [EEA] namely
Norway, Iceland and Liechtenstein.

Rationale

A conceptua data model largely based on the European Pre-Standard ENV 12610 by the
CEN-TC 251]CEN] was developed to describe the Application Form document. Definitions
and concepts follow this Pre-Standard and the Notice to Applicants. A physical data model
for the set up of a “buffer” database that allows for the creation and/or storage of the data
contained in the XML instance of the submission was also developed. The application.dtd
presented in this document was created from an object oriented representation of the physical
data model.

Coding of some elements are based on existing dictionaries which are maintained by
identified institutions (1SO, OM S, European Pharmacopoeia).

Documentation

This section isinformative and it isnot part of the specification.

The concept data model, the physical data model and the object oriented representation of the
physical model are available with the specification as additional documentation [DOC]. The
scripts for the creation of different databases of widespread use are also available in order to
facilitate the automated implementation of the standard.
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Annex A : Application Form DTD

<I--

PUBLIC "-//EU / DTD eCTD EU Application 0.73//EN'

SYSTEM "htt p: // esubm ssi on. eudr a. or g/ ect d/ eu- appl i cati on. dtd"
In the eCID File O ganisation: "util/dtd/eu-application.dtd"

11 July 2002
Editors:

Aziz DI OP

Af ssaps

azi z. di op@f ssaps. sante. fr
+33 1 55 87 31 80

M guel BLEY

Af ssaps

m guel . bl ey@f ssaps. sante. fr
+44 20 7512 96 15

Contri butor:

M T. Carrasco Benitez
http://dragoman. org/ carrasco
carrasco@r agonan. or g

+352 091 72 04 78

Not es:
This version of the dtd is based on the
Notice to Applicants, Volune 2B, Application Form 18 June 2002

Future directions :
- This dtd will read the "envel ope" as the "eu-index.dtd".
- xm ns shoul d be used.

Meani ng/ val ue of the sufixes and prefixes:

? : the el ement nust appear 0 or 1 tines
* . the el enent nust appear 0 or nore tines
+ : the element nust appear 1 or nore tines

tradename or invented nane, according to context

-->

<!-- Root el ement -->
<! ELEMENT appl i cationform (

decl aration

, application

, maaparticul ars

, scientificadvice

, paedi atric- program
, ot hermaa

) >

<! ATTLI ST appl i cati onform dtd- versi on CDATA #FI XED "0. 73" >

<l-- administrative data ........ ... -->
<! ELEMENT decl aration (
medi ci nal - product-nane
, strength-quantity
, strength-unit
, formnane
, Substance-nane
, applicant
, person-authorised
, signature
, hame-person
, function- person
, place-signature
, date-signature
, ann-1|etter-comunication
, ann- proof - paynment
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)>

<l-- 1. TYPE OF APPLI CATI ON . ..o e e e e -->
<l-- 1.1. This application concerns -->

<! ELEMENT appl i cation (

type-procedure

, orphan-drug-fl ag

, fundanent al - change?

, directive

) >

<! ELEMENT type-procedure (
nmut ual r ecogni t i onpr ocedur e
central i sedprocedure

nati onal procedure

I
|
) >

<l-- 1.1.1. Centralised Procedure ............ ... uuiiiiiiunannnnn -->
<l-- 5.3. attach copy of correspondence with European commi ssion -->

<! ELEMENT central i sedprocedure (
(cpr-partA | cpr-partB)

, rapporteur

, Co-rapporteur

, contact-product-defects

, attach-copy-correspondence

) >

<! ELEMENT cont act- product -def ects (contact) >

<l-- 1.1.2. Mutual recognition Procedure ............ ... iiiiiuiunnn. -->
<! ELEMENT nut ual r ecogni ti onpr ocedure (
ref erence- nenber -state
, date-first-authorisation
, nrp-marketing- aut hori sati on- nunber
, ann- mar ket i ng- aut hori sation
, NTp- procedur e- nunber
, nrp-userank
, country+
) >
<l-- 1.1.3. National Procedure .......... ... . it -->
<! ELEMENT nat i onal procedure (
nati onal - appl i cati on- nunber ?
, country*
, ot her maanat i onal
) >

<l-- 5.1. For national ... -->
<! ELEMENT ot her maanati onal (
appl i cati on-pendi ng- sane- pr oduct
, aut hori sation-granted-sane- product
, copy-authorisation
, therapeutic-inplication?
, state-authorisation
) >

<! ELEMENT t herapeutic-inplication (therapeutic-inplication-note) >

<l-- 1.2. Ophan Designation -->
<! ELEMENT or phan-drug-flag (
or phan- st at us
, orphan-condition-flag
) >

<! ELEMENT or phan-status (
pendi ng

| granted

| refused

| withdrawn

) >

<l ELEMENT pendi ng (or phan-desi gnati on- procnunber) >

<! ELEMENT granted (
or phan-dat e- st at us
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, orphan-benefit-flag
, orphan-nunber - regi ster
, ann- or phan- deci si on
) >
<! ELEMENT refused (
or phan- dat e- st at us
, orphan-deci si on-r ef nunber
) >

<! ELEMENT wi t hdrawn (or phan- dat e- status) >
<! ELEMENT or phan-condition-flag (
or phan- eu-desi gnati on-nunber ?

, orphan-simlar-flag?
) >

<l-- -->
<!-- 1.3. Fundanental change to existing narketing authorisation -->

<! ELEMENT f undarent al - change (
f undarent al - change- fl ag

, marketing-hol der - nane

, full name- exi sti ng- product

, manunber - appl i cati on- mrade

) >

<! ELEMENT fundarent al - change-flag (
| i neext ensi on

| notlineextension
) >

<l-- 1.3.1. Line EXLENSTION .. oo -->
<! ELEMENT | i neext ensi on (

| i ne-ext ensi on-change- newf or m

| i ne-ext ensi on-change-subst ance

|'i ne-extensi on-add- rout e

|'i ne-ext ensi on-change- phar nacoki neti cs

i ne-extension-diff-therapeutic

| i ne-ext ensi on-qual - not new- subst ance

I'i ne-extension-qual -ot her
>

— - = e e e -

<l--1.3.2. Not Line EXtension ........ it -->
<! ELEMENT not | i neext ensi on (

nl i ne- ext ensi on- add- subst ance

nl i ne- ext ensi on- del -subst ance

nl i ne- ext ensi on- qual - new subst ance

nl i ne- ext ensi on- qual - ot her

<l-- 1.4, TH'S APPLICATION | S SUBM TTED | N ACCORDANCE W TH - ->
<! ELEMENT directive (
conpl ete
| bibliographical
| abridged
| fixedconbination
) >

<! ELEMENT abridged ( infornmedconsentapplication | firstlastparagraph ) >

<! ELEMENT i nf or medconsent appl i cati on (
product-ful | nane
hol der
rnp- ens+
letter-consent-fl ag
>

—_—- - -

<! ELEMENT firstl astparagraph ( firstparagraph | |astparagraph )>

<! ELEMENT rnp-ens (narketing-authorisati on-nunber, country-name)>
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<! ELEMENT fir st paragraph (
generi capplication

, gaori gi nal product

, gareferencemnedi ci nal product

, rnp-ens+

, gabip

) >

<! ELEMENT generi capplication (
product-ful | nane

, hol der

) >

<! ELEMENT gaori gi nal product (
date-first-authorisation

, country-nanme

) >

<! ELEMENT gar ef er encenedi ci nal product (
product-ful | nane

, hol der

) >

<! ELEMENT gabip (
product-ful | narre

, hol der

, country-nane

) >

<! ELEMENT | ast par agr aph (

| pori gi nal product

, lprnp

, | prnp-ens+

, | pbi oequi val ence

, | pdifferentoriginal product

) >

<! ELEMENT | pori gi nal product (
product-ful | nane

, hol der

, date-first-authorisation

, country-nane?
) >

<I'ELEMENT | prnp (
product-ful | nane

, hol der

) >

<! ELEMENT | pr np- ens (

mar ket i ng- aut hori sat i on- nunber
, country-nane
) >

<! ELEMENT | pbi oequi val ence (
product-ful | nane

, hol der

, country-nane?

) >

<! ELEMENT | pdi f f erent ori gi nal product (
di fferent -pharnmaceutical-form

, different-strength

, different-route

di ff erent - phar nacoki netic

di fferent -t herapeutic-use

ot her-difference

>

—_—- - -

S -->
<l-- 2. MARKETI NG AUTHORI SATI ON APPLI CATI ON PARTI CULARS -- >
<! ELEMENT maaparticulars (

medi ci nal pr oduct

, Ssubstance+
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, atccl ass+
, fornfull
, substance-strengt h- phar ma+
, route+
, typeof pack+
, legal-status
, dossier
, manuf act ur er bat chr el ease+
, phar mapr oduct manuf act ur er +
, manuf actureracti vesubst ance+
, contract conpany+
, conposition+
, subst ancephar mapr oduct +
» gnmo
) >
<h-m 2,001, PropoSed ...ttt -->
<! ELEMENT nedi ci nal product (
nedi ci nal - product-nane
, hational - name-fl ag

) >
<l-- 2.1.3. Pharnmacotherapeutic group ...........uuuuuuiunnunnnnnnn. -->
<l ELEMENT atccl ass (
at c- code

, atc-version
, atc-nane
, atc-pending
) >
<l--2,2,1, Strength and Pharmaceutical form........................ -->
<l ELEMENT fornful |l (

f or m narre
) >

<! ELEMENT subst ance-strengt h-pharnma (
subst ance- name

, strength-quantity

, strength-unit

) >

<l-- 2.2.2. Route(s) of admnistration .............. ... ... .. ... -->
<! ELEMENT route (

rout e- nane
) >

P
<l-- 2.2.3. Container, closure and adm ni stration device(s) -->

<! ELEMENT t ypeof pack (

cont ai ner

cl osure

adm ni strati ondevi ce*

presentati on+

>

—_ - -

<! ELEMENT admi ni strati ondevi ce (
devi ce- name
) >

<! ELEMENT presentation (
pack-si ze

, life-shelf

, life-open

, life-reconstituted

, storage-shel f

, storage-shel f-open

, list-nockup-flag

) >

<l-- 2,30 legal status ... -->
<l-- 231 -->
<l ELEMENT | egal - status ( prescription | notprescription)>

<l-- 2.3.2. For products subject to nedical prescriptions -->
<! ELEMENT prescription (
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product-prescription-renew
, product-prescription-not-renew
, product-speci al-prescription
, product-restricted-prescription
) >
<l-- 2.3.3. Supply for products not subject to nmedical prescription -->
<! ELEMENT not prescription (
suppl y-fl ag
, pronotion-heal thcare-fl ag
) >

<l-- 2.4. Marketing ... -->
<! ELEMENT dossi er (
mar ket i nghol der
, personconduri ngpr ocedur e
, personconafterauthorisation
, per sonf or phar nacovi gi | ance
, scientificservicenmah
) >

<! ELEMENT mar ket i nghol der (
cont act

, ann- proof - est abl i shnment

) >

<! ELEMENT per soncondur i ngprocedure (
cont act

, attach-letter-authorisation

) >

<! ELEMENT per sonconaft eraut horisation (
cont act

, attach-letter-authorisation

) >

<! ELEMENT per sonf or phar macovi gi | ance (
cont act

, ann- cv-person

) >

<! ELEMENT scientificservi cemah (

cont act
) >

<!-- 2.5. MANUFACTURERS - ->

<! ELEMENT nanuf act ur er bat chr el ease (
cont act

, ann-copy- aut hori sation

, ann-justification

, manuf act uri ng- aut - nunmber

, cont act-bl ood- vacci nes

, contact-batchtesting-site+

) >

<! ELEMENT cont act - bl ood-vacci nes (contact) >
<! ELEMENT cont act- batchtesting-site (contact) >

<l-- 2.5.2. Manufacturer of the medicinal product and site of nmanufacture -->
<! ELEMENT phar mapr oduct manuf act urer (

cont act

description-functions

attach-fl owchart

(manuf acturerineea | manuf act ur erout eea)

>

—_ - -

<! ELEMENT manuf act ureri neea (
manuf act uri ng- aut - nunber - eea

, attach-nmanu-aut horisation

, hame-qualified-person?

) >

<! ELEMENT manuf act ur er out eea (
at t ach- equi nanuaut ho
, inspection-flag
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, ann-inspection-site
, gnp-conpliant-flag
) >

<l-- 2.5.3. Manufacturer of the active substance -->
<! ELEMENT manuf act ur er acti vesubst ance (
subst ance- nane
, contact
, (pheur -certificate | use-dnf)
) >

<! ELEMENT pheur-certificate (
subst ance- nane
, contact-nane
, reference-nunber-certificate
, dat e-| ast updat e- pheur
, ann-certificate-suitability
) >
<! ELEMENT use-dnf (
subst ance- nane
, contact-nane
, reference-nunber - conpet ent - aut
, date-subm ssion
, date-I|astupdat e- dnf
, ann-letter-access
, ann-witten-confirnmation
, outcone
) >
<l-- 2.5.4. Contract ... -->
<! ELEMENT cont r act conpany (
cont act

, duty-perforned
) >

<l-- 2.6. Qualitative and Quantitative conposition -->
<! ELEMENT conposi tion (
subst ance
, substance-indi cator
, strength-quantity
strengt h-unit
r ef er ence- nonogr aph- st andar d

, overage

, quantity-note

) >

<l--2.6.2. List ... -->

<! ELEMENT subst ancephar mapr oduct (
subst ance- nane

, function-material

, material-origin-flag

, special-origin

, pheur-tse-flag

) >

<l-- 2.6.3. Does ... -->

<! ELEMENT gno (
gno-flag

, council-flag
, ann-witten-consent - gno
) >

<!-- 3. SC ENTI FI C ADVI CE -->
<! ELEMENT sci entificadvice (
cpnp-scientific-advice?
, scientific-recommendation-flag+
) >

<! ELEMENT cpnp-scientific-advice (
scientific-advice-date

, scientific-advice-reference

, ann-scientific-advice-cpnp

) >
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<! ELEMENT scientific-recomrendation-flag (
count ry-namne

, dat e-recomendati on

) >

<!-- 4. PAED ATRI C DEVELOPMENT PROGRAMVE -->
<! ELEMENT paedi atri c- program (paedi atric-rel evant-section) >

<l-- -->
<l-- 5. OTHER MARKETI NG AUTHORI SATI ON APPLI CATI ONS -- >

<! ELEMENT ot her maa (

t ypeof treat nent
, dossiernultipleapplication*
) >

<l-- 5.1. (see 1.1.3. -->

<l-- 5.2, Mrketing ... -->
<l-- and 5.4. Marketing ... -->

<! ELEMENT typeoftreatment (

( product -aut horised-in | product-authorised-outside )
pr oduct - pendi ng

product-refused

product-w t hdr awnbef ore

product-w t hdrawnafter

product - suspendedaut hority

— . - e -
\%

<l-- 53 -->

<! ELEMENT dossi ernul ti pl eapplication (
nare- ot her- pr oduct

, date-multiple-application

, applicant-for-nultiple-application

) >

<! ELEMENT product- aut hori sed-in (
count ry-nane

, date-notif

, tradenane

, authorisation- nunber

, ann- nmar ket i ng- aut hori sation

) >

<! ELEMENT pr oduct- aut hori sed-out si de (
count ry-nane

, date-notif

, tradenane
) >

<! ELEMENT pr oduct- pendi ng (
count ry-nane

, date-notif

) >

<! ELEMENT product- refused (
country-name
, date-notif

) >

<! ELEMENT pr oduct- wi t hdr awnbef ore (
count ry-nanme

, date-notif

, tradenane

, reason

) >

<! ELEMENT product-w t hdrawnafter (
count ry-nane

, date-notif

, authorisation- nunber

, reason
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, tradenane
) >

<! ELEMENT pr oduct- suspendedaut hority (

count ry-nane
, date-notif
, reason
, tradenane
) >

<! ELEMENT country (
country-nane
) >

<l--

<l-- comon -->

<! ELEMENT contact (
cont act-nane

, conpany-nane?

, address01

, address02?

, zi pcode?

, town?

, country-nane

, phone

, fax

, email

) >

<!-- Common el enment

<! ELEMENT subst ance (
subst ance- nane

, salt-hydrate-forn?

) >

<l-- Termnal elenents

<! ELEMENT speci al-origin

<! ATTLI ST speci al-origin
ani nal t se

| ot herani nal

| human

) #REQUI RED >

<! ELEMENT conpl ete

>

<! ATTLI ST conpl ete

knownsubst ance ) #l MPLIED >

<! ELEMENT suppl y-fl ag
>

<! ATTLI ST suppl y-fl ag
) #REQUI RED >

<! ELEMENT out cone
>

<I ATTLI ST out comne
) #REQUI RED >

<! ELEMENT nt p-user ank
>

<! ATTLI ST nrp-userank
) #REQUI RED >

<! ELEMENT pronotion-heal thcare-fl ag
>

<! ATTLI ST pronoti on-heal thcare-fl ag
general public ) #REQUI RED >

<! ELEMENT subst ance-i ndi cat or
>

<! ATTLI ST subst ance-i ndi cat or
) #REQUI RED >

(#PCDATA) >
special -origin (

(#PCDATA)

conpl ete ( newsubst ance

(#PCDATA)

suppl y-fl ag ( pharmaci es | not phar naci es

( #PCDATA)

out comre ( positive | negative

(#PCDATA)

nT p- user ank ( first | repeated

( #PCDATA)

pronotion- heal thcare-flag ( heal thcareonly |

(#PCDATA)

subst ance- i ndi cat or ( AS| EX
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<! ELEMENT function-materi al
>

<! ATTLI ST function-materi al
) #REQUI RED >

<I--
<IENTITY % extensi on-att "
( repl acenentsal t

| repl acenenti somer

| repl acenent bi ol ogi cal

| ot herchange

) #REQUI RED

"

(#PCDATA)

function-materi al

( AS| EX| R

<! ELEMENT | i ne- ext ensi on- qual - not new subst ance (#PCDATA)

>

<I ATTLI ST | i ne-ext ensi on- qual - not new subst ance | i ne- ext ensi on-qual - not new subst ance

%xtension-att; >

<! ELEMENT nl i ne- ext ensi on-qual - new subst ance

>

<! ATTLI ST nl i ne- ext ensi on-qual - new subst ance

%extension-att; >

(#PCDATA)

nl i ne- ext ensi on- qual - new subst ance

S -->
<IENTITY %yesno " ( yes | no ) #REQU RED ">

<! ELEMENT i nspection-fl ag EMPTY >

<! ATTLI ST i nspection-flag flag %esno; >

<! ELEMENT gnp-conpliant -fl ag EMPTY >

<! ATTLI ST gnp-conpliant -fl ag flag Y%esno; >

<! ELEMENT material -origin-flag EMPTY >

<! ATTLI ST material -origin-flag flag %esno; >

<! ELEMENT gno-fl ag EMPTY >

<l ATTLI ST gno-fl ag flag Y%esno; >

<! ELEMENT counci | -fl ag EMPTY >

<! ATTLI ST counci l-flag flag %esno; >

<! ELEMENT appl i cati on- pendi ng- sane- pr oduct EMPTY >

<! ATTLI ST appl i cati on-pendi ng- sane- pr oduct flag %esno; >

<! ELEMENT aut hori sat i on-gr ant ed- sane- pr oduct EMPTY >

<! ATTLI ST aut hori sati on-gr ant ed- sane- pr oduct flag %esno; >

<! ELEMENT st at e- aut hori sati on EMPTY >

<! ATTLI ST st at e- aut hori sation flag %esno; >

<! ELEMENT or phan-benefit-flag EMPTY >

<! ATTLI ST or phan-benefit-fl ag flag %esno; >

<! ELEMENT or phan-sim | ar-flag EMPTY >

<! ATTLI ST orphan-sinmilar-flag flag %esno; >
P -->
<l-- YYYY-MM DD -->

<! ELEMENT dat e-| ast updat e- pheur (#PCDATA) >
<! ELEMENT dat e- subni ssi on (#PCDATA) >
<! ELEMENT dat e-| ast updat e- dnf (#PCDATA) >
<! ELEMENT dat e-noti f (#PCDATA) >
<! ELEMENT sci entific- advi ce-date (#PCDATA) >
<! ELEMENT dat e-r ecomrendat i on (#PCDATA) >
<! ELEMENT date-multipl e-application (#PCDATA) >
<! ELEMENT or phan-dat e- st at us (#PCDATA) >
<! ELEMENT dat e-si gnature (#PCDATA) >
<! ELEMENT dat e-first-authorisation (#PCDATA) >
<l-- 6. ANNEXED DOCUMENTS . ..ottt et e e e e e e -->
<! ELEMENT ann- pr oof - paynent (#PCDATA) >
<! ELEMENT | etter -consent-fl ag (#PCDATA) >
<! ELEMENT ann- pr oof - est abl i shnent (#PCDATA) >
<! ELEMENT ann-| etter- conmuni cation (#PCDATA) >
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<l--
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attach-letter-authorisation
ann-cv-person
ann-copy-aut hori sation
attach-nanu-aut hori sati on
at t ach- equi manuaut ho
ann-justification

attach-fl owchart

ann-i nspection-site
ann-certificate-suitability
ann-| etter-access
ann-witten-confirmation
ann-witten-consent- gno
ann-scientific-advice-cpnp
ann-mar keti ng-aut hori sation
attach-copy-correspondence
I'i st-mockup-flag

ann- or phan- deci si on

nati onal -nane-fl ag

fi xedconbi nati on

bi bl i ogr aphi ca
description-functions

manuf act uri ng- aut - nunber- eea
nane-qual i fi ed- person
reference-nunber-certificate
r ef er ence- nunber-conpet ent - aut
dut y- per f or ned

r ef er ence- nonogr aph- st andar d
over age

quantity-note
copy-aut hori sation
therapeutic-inplication-note
t radename

aut hori sati on-nunber

reason

count ry- nane
reference-nmenber-state
product- ful | nane

hol der

mar ket i ng-aut hori sati on-nunber
di f f erent-pharmaceuti cal - form
different-strength
different-route

di f f erent - phar nacoki netic

di fferent-therapeutic-use

ot her-di fference

sal t-hydrate-form

at c-code

atc-version

at c-nane

at c- pendi ng

rout e- nane

cont act- namre

addr ess01

addr ess02

zi pcode

t own

phone

f ax

enai

conpany- nane
scientific-advice-reference
paedi atri c-rel evant- section
nare- ot her - pr oduct
applicant-for-mltiple-application
medi ci nal - pr oduct - nane
strength-quantity
strength-unit

f or mnane

subst ance- nane

per son-aut hori sed

si gnature

nane- per son

function-person

pl ace- si gnature
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<! ELEMENT
<! ELEMENT
<! ELEMENT
<! ELEMENT
<! ELEMENT
<! ELEMENT
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<! ELEMENT
<! ELEMENT
<! ELEMENT
<! ELEMENT
<! ELEMENT
<! ELEMENT

appl i cant

cpr-partA

cpr-partB

r apport eur

co- r appor t eur

nT p- mar ket i ng-aut hori sati on- nunber
nT p- pr ocedur e- nunber

nati onal -appl i cati on-nunber

or phan-desi gnat i on- pr ocnunber

or phan- nunber -r egi st er

or phan-deci si on-ref nunber

or phan- eu-desi gnat i on- nunber

mar ket i ng- hol der- nane

ful | name- exi sti ng- product
manunber - appl i cati on- nade

| i ne-ext ensi on- change- newf orm

| i ne-ext ensi on- change- subst ance
| i ne-ext ensi on- add-rout e

|'i ne-ext ensi on- change- phar macoki neti cs
|'i ne-extension-diff-therapeutic
| i ne-ext ensi on- qual - ot her

nl i ne- ext ensi on-add- subst ance

nl i ne- ext ensi on-del - substance

nl i ne- ext ensi on-qual - ot her

cont ai ner

closure

devi ce-nane

pack-si ze

|'i fe-shel f

I'i fe-open

l'ife-reconstituted

st or age- shel f

st or age- shel f - open

product- prescription-renew
product- prescri ption-not-renew
product- speci al -prescription
product-restricted-prescription
manuf act uri ng- aut - nunber
pheur-tse-fl ag

<!-- end of file-->
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