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Version |Date Author(s) Comments
0.1 July, 2001 Stan van Belkum Draft
0.2 September, 2001 Stan van Belkum Draft
0.3 October, 2001 Stan van Belkum Draft
0.4 November, 2001 Stan van Belkum Draft
0.5 February, 2002 Stan van Belkum Draft
0.6 February, 2002 Stan van Belkum Draft
0.7 March, 2002 Stan van Belkum Draft
0.8 October, 2002 Stan van Belkum Draft
0.9 November, 2002 Stan van Belkum Draft
0.91 February, 2003 Stan van Belkum Draft
0.92 July, 2003 Stan van Belkum Draft
0.93 February 2004 M. Bley Draft
0.95.1 May 2004 EMEA Draft
0.95.2 28 May 2004 EMEA Draft
0.95.3 23 June 2004 EMEA Draft
1.0 July 2004 EMEA Final
1.1 December 2005 EMEA Integration of PIM
1.2 May 2006 EMEA Structural changes from CTD
121 October 2006 EMEA Alignment to CTD and Change Requests
1.3 May 2008 EMEA Incorporation of paediatric requirements and Change
Requests
1.4 August 2009 EMEA Alignment to the New Variation Regulation and
Change Requests
1.4.1 November 2011 EMA Alignmentto EU M1v 1.4.1
1.4.2 December 2012 EMA Updated the xml examples contained in the grey
areas.
2.01 December 2012 EFPIA Updated text and folder structure graphic, changed
EMEA to EMA except for the CP procedure number,
updated agencies names,
2.02 February 2013 EFPIA Corrected example on folder structure for MRP
Changed DTD version in XML examples from 1.4 to
2.0 Added that for CP tracking number is available in
Eligibility Confirmation Letter
2.0 February 2013 EFPIA/JEMA/NCA Final
REZE
Version Name Organisation
0.1-0.3 EU Regulators EU Regulatory Authorities, EMEA
0.4 Interested parties
0.5-0.6 EU Regulators EU Regulatory Authorities, EMEA
0.7-0.8 Interested parties
0.9 EU regulators EU Regulatory Authorities, EMEA
0.91 EU Regulators ICH, EMEA EU Regulatory Authorities, EMEA
0.92 EU regulators EU Regulatory Authorities (members TIGes and NtA)
0.95.1 EU Regulators, interested parties | EU Regulatory Authorities (members TIGes and NtA), EFPIA,
Pharma, other interested parties

0.95.2 EU Regulators, interested parties | EU Regulatory Authorities (members TIGes and NtA), EFPIA,
Pharma, other interested parties

0.95.3 EU Regulators, interested parties | EU Regulatory Authorities (members TIGes and NtA), EFPIA,
Pharma, other interested parties

1.1

1.2

1.2.1

1.3 EU Regulators, interested parties | EU Regulatory Authorities (members TIGes and NtA), EFPIA,

Pharma, other interested parties




1.4 EU Regulators, interested parties | EU Regulatory Authorities (members TIGes and NtA), EFPIA,
EGA, other interested parties

1.4.1 EU Regulators, interested parties | EU Regulatory Authorities (members TIGes and NtA), EFPIA,
EGA, other interested parties

2.0 EU Regulators, interested parties | EU Regulatory Authorities (members TIGes and NtA), EFPIA,

EGA, other interested parties
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(EU/1/00/44/0003 — 0004 % &) %ﬁﬁ']%’l%b§$§§®5ﬁﬁ'ﬁliﬁﬁﬁTé%0)11"_1.0)37)b@é%ﬁ (PL01234/0003-
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<?xml version="1.0" encoding="UTF-8"?>
<IDOCTYPE eu:eu-backbone SYSTEM *._\..\util\dtd\eu-regional .dtd">
<?xml-stylesheet type="text/xsl" href="__\._\util\style\eu-regional .xsl"?>
<eu:eu-backbone xmlns:eu="http://europa.eu.int"
xmIns:xlink="http://www.w3c.org/1999/xlink"™ dtd-version="2.0">
<eu-envelope>
<envelope country="ema'>
<submission type="initial-maa'>
<tracking>
<number>H002227</number>
</tracking>
</submission>
<applicant>Pharma Unlimited</applicant>
<agency code="EU-EMA"/>
<procedure type="centralised"/>
<invented-name>WonderPil I</invented-name>
<inn>INN-PIL</inn>
<sequence>0000</sequence>
<submission-description>Initial submission</submission-description>
</envelope>
</eu-envelope>
<ml-eu>
<m1l-0O-cover>
<specific country="ema'>
<leaf ID="i1d-cover-1" operation="new"
checksum=""d026431303be07099618458b24f8d8a9" checksum-type="md5"
xlink:href="10-cover/ema/ema-cover .pdf>
<title>Cover Letter for EMA</title>
</leaf>
</specific>
</ml1l-0-cover>
<ml-2-form>
<specific country="ema'>
<leaf ID="i1d-form-1" operation="new"
checksum=""d026431303be07099618458b24f8d8a9" checksum-type="md5"
xlink:href="12-form/ema/ema-form._pdf">
<title>Application Form</title>
</leaf>
</specific>
</ml-2-form>
</ml-eu>
</eu:eu-backbone>
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ENEHELEL T SBEEDF5 &
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<?xml version="1.0" encoding="UTF-8"?>
<IDOCTYPE eu:eu-backbone SYSTEM '._\..\util\dtd\eu-regional .dtd">
<?xml-stylesheet type="text/xsl" href="__\__\util\style\eu-regional .xsl"?>
<eu:eu-backbone xmlns:eu="http://europa.eu.int"
xmins:xlink=""http://www.w3c.org/1999/xlink" dtd-version="2.0">
<eu-envelope>
<envelope country="ema'>
<submission type="supplemental-info'>
<tracking>
<number>EMEA/H/C/000456</number>
</tracking>
</submission>
<applicant>Pharma Unlimited</applicant>
<agency code="EU-EMA"/>
<procedure type="centralised"/>
<invented-name>WonderPil I</invented-name>
<inn>INN-PIL</inn>
<sequence>0012</sequence>
<related-sequence>0011</related-sequence>
<submission-description>Final amended translations</submission-description>
</envelope>
</eu-envelope>
<ml-eu>
<ml-0O-cover>
<specific country="ema'>
<leaf ID="id-cover-1" operation="new"
checksum=""d026431303be07099618458b24f8d8a9" checksum-type="md5"
xlink:href="10-cover/ema/ema-cover .pdf >
<title>Cover Letter for EMA</title>
</leaf>
</specific>
</m1-0-cover>
<ml-2-form>
<specific country="ema'>
<leaf ID="id-form-2" operation="'replace"
checksum=""d026431303be07099618458b24f8d8a9" checksum-type="md5"
xlink:href="12-form/ema/ema-form.pdf"
modified-file="._/._/../0000/m1l/eu/eu-regional . xml# id-form-1"">
<title>Revised Application Form</title>
</leaf>
</specific>
</ml-2-form>
</ml-eu>
</eu:eu-backbone>
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<?xml version="1.0" encoding="UTF-8"?>
<IDOCTYPE eu:eu-backbone SYSTEM "._\..\util\dtd\eu-regional .dtd">
<?xml-stylesheet type="text/xsl" href="__\__\util\style\eu-regional .xsl"?>
<eu:eu-backbone xmlns:eu="http://europa.eu.int"
xmins:xlink=""http://www.w3c.org/1999/xlink" dtd-version="2.0">
<eu-envelope>
<envelope country="es">
<submission type="supplemental-info" mode="single">
<tracking>
<number>ES/H/0123/001/11/987</number>
</tracking>
</submission>
<appl icant>PharmaCompany</appl icant>
<agency code="ES-AEMPS'"'/>
<procedure type="mutual-recognition"/>
<invented-name>WonderPil I</invented-name>
<inn>Pioglitazone hydrochloride</inn>
<sequence>0012</sequence>
<related-sequence>0011</related-sequence>
<submission-description>Amendment SPC 4.8 after 4th PSUR</submission-
description>
</envelope>
<envelope country="fr">
<submission type="supplemental-info'" mode="single">
<tracking>
<number>ES/H/0123/001/11/987</number>
</tracking>
</submission>
<appl icant>PharmaCompany</applicant>
<agency code="FR-ANSM"/>
<procedure type="mutual-recognition"/>
<invented-name>WonderPill</invented-name>
<inn>Pioglitazone hydrochloride</inn>
<sequence>0012</sequence>
<related-sequence>0011</related-sequence>
<submission-description>Amendment SPC 4.8 after 4th PSUR</submission-
description>
</envelope>
</eu-envelope>
<ml-eu>
<ml-0O-cover>
<specific country="common">
<leaf ID=""cover-common" operation="new"
checksum=""d026431303be07099618458b24f8d8a9" checksum-type="md5"
xlink:href="10-cover/common/common-cover .pdf">
<title>Cover Letter</title>
</leaf>
</specific>
<specific country="common'>
<leaf ID="tracking-common® operation="new"
checksum=""d026431303be07099618458b24f8d8a9" checksum-type="md5"
xlink:href="10-cover/common/common-cover-tracking.pdf>
<title>Tracking table</title>
</leaf>
</specific>
</ml1l-0-cover>
<ml-2-form>
<specific country="common'>
<leaf ID="form-common' operation="new"
checksum=""d026431303be07099618458b24f8d8a9" checksum-type="md5"
xlink:href="12-form/common/common-form.pdf>
<title>Application Form</title>
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</leaf>
</specific>
</ml-2-form>
<ml-3-pi>
<ml-3-1-spc-label-pl>
<pi-doc xml:lang=""en" type="'spc' country="‘common’>
<leaf ID="spc-en" operation="replace"
checksum=""d026431303be07099618458b24f8d8a9" checksum-type="md5"
xlink:href="13-pi/131-spclabelpl/common/en/uk-spc.pdf"
modified-fille="../../../0011/ml/eu/eu-regional . xml#spc-en'>
<title>SPC in English</title>
</leaf>
</pi-doc>
</m1-3-1-spc-label-pl>
</ml-3-pi>
</ml-eu>
</eu:eu-backbone>
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&S (procedure number) [XEETHY. Tltrackingl] EZRDT®D Mnumber] 7 4 —JL FTREESH
%,

LUTOHITIE, PREBEAXDTTE—DEA4T IADEEZHBETHHBEICONTHEATS (2D
BIDEEETIC 44 HOEENT TIZIEBEINATWRLDEBE—CDLSICHASA THLIIILD
EENSDFERBETHEVSRAIE, LBROETOFIZEIT32L2TOEERIERASIND) &

<envelope country="ema'>
<submission type="var-typela" mode="single'>
<tracking>
<number>EMEA/H/C/000123/1A/045</number>
</tracking>
</submission>

</envelope>

H—DVA ICE T BEACEBEDEEDI/IL—E>D

BMULHEE (247 1B B E) DEHRDLEED-HD eCTD #RHEIT HBEEF. ToRO—TD
lsubmission] 7 4 —JL K% lgroupingl E— FICKRETHILENH D, BEOELHAX., HxX
lvar-typelb] IZRET S, LEALARNILOBESFER AL, BEE/ENRESIEETHY . 4
ZERICHT EROEGESDREIZ 6] #EMLIZ3DET S,

UTOHITIE, FRBEEAXDTTYIL—ELITLEEHRDE2A4 T IB DEBEFHET HHEI12DO0L
TEHBAT 5,

<envelope country="ema'>
<submission type="var-typelb"™ mode="grouping'>
<tracking>
<number>EMEA/H/C/000123/1B/046/G</number>
</tracking>
</submission>

</envelope>
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H—DMA BT BELEEFEDEED/L—E>0

BL51EE BIRIE. 247 11 RUS4A4 T IB) OEBRODEEDI-HD eCTD #RET 561, T
oARO—7J® lsubmission] 74 —JL K% lgroupingl] E— FIZRET I2WENH D, HFEDIESE
(X, BIZIE Tvar-type2] DL S, FRTIL—TIZEFEND [BRE] OLEEDOEHICHKTET %, £
MELANILOEBESFEAINGL, BE EFRESEIEETHY . BZERIIHTIROEHFFZEDEK
BIZ Tel #BMLI=3DET S, HH, DEAICEEN BRI TE., FIEDEHIIEELLEL,
AAShE-ZTEOEAGERZRBLIEFE YTV AEZFHEESORRICDTEMNITRETH S, M
[CDOWTIEXAAMFURESEBT B &,

LUTOHITIE, dREBEARXDODTTYIL—ELTLEERDSZA4AT IBRUSAT | DEEEZHRE
LIGAICDONVTCERBAT %,

<envelope country="ema'>
<submission type="var-type2'" mode="‘grouping'>
<tracking>
<number>EMEA/H/C/000123/11/047/G</number>
</tracking>
</submission>

</envelope>

HEHDMA [ZHTBZ1 T ADEEDT)L—E>

MAH A’ L THAHERD MAIZHT 5 1 HRIFERDE A T IAZEDT=HD eCTD £RET H15E
[Z. ToRO—7® Tsubmission] 7«4 —JL K% lgroupingl E— FIZREIT EIHENH D, HEE
DiEFEIE. Tvar-typelal IZERET 5.

CDOESBREICIE., TORBICE - TEEEZZ T 52 TCORERTARRBEZEET S LALANILOEA
FEEHIADETHD, LRLRILOBEFEESIL. Tsubmission] 74— FOTOERA®D Mumber]
EXTRETIDLELNHD, (ZOLLELRNILVOBEBSICEAT S2EANLTRABERUBIREL, KR
ELTHERTHD, AXEDBMLE, Ti16] EVWSHEEZFERTIN., ChFSEREEINSIGE
nHbd) .

EHlC, HEAZZITHEROEERFTRRICDOLT, BiES % ltracking] EEDT® lumber]
T74—ILFTCRETIVHENH D,

BE, BEEZZTHELOEERFTAZICONT, ERD eCTD BFEEHZIRE LB TNEE 540N,
ERILRIILOBEESIE. ERDeCTD RFEEHICKH L TRILESZRALS,

LTOFITIE, 2 HORERTHAZHFE (FF (Procedure) &S 000123 B U 000456) 1ZDLVT,
PREEAROTTIL—EVITLEERDOZ2A TIAOERZRET HIHSICOVTHAT S,

<envelope country="ema'>
<submission type="var-typela" mode="grouping">
<number>EMEA/H/XXXX/1G/002</number>
<tracking>
<number>EMEA/H/C/000123/1G002</number>
</tracking>
</submission>
</envelope>
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<envelope country="ema'>
<submission type="var-typela" mode="grouping">
<number>EMEA/H/XXXX/1G/002</number>
<tracking>
<number>EMEA/H/C/000456/1G002</number>
</tracking>
</submission>
</envelope>

HE. ERLRILOBEESIE EMA/BHILE B R TLIZCE2TEYE T NST-6H, FE
HEMICHEE MAH "LITLEZDBESEH>TWLWSEEFRBRLEL, TOLSBBEIZEK., ED
BESYE TXxxx] &35, URBIZESDTEMLRILDBEEENRES NS, LIBOBRETIE
TDESEFEATLH L,

T—0S P T—FEHDMA ICHTE3Z17 T BRUS-"RIFZ1 TN DEE

D=9 xF7)oTDHD eCTD #IBET B15E(E. To_AO—T® lsubmission] 74 —JLF
# Tworksharing] E— RICRETHILENH D, BHEDEHEX. fIZEZDITIL—TI2E&FEND
=] OEEOEHEICEET D (4T B EAAT I OEEZTIL—EVTTBHEHEE Tvar-
type2] & BHEE) ,

COESHTHFBICIE, FORBICE > THELZTHIETHEE /MUERFTRABZEARETHEALA
LoD =5 z7)05)] BENBETHD, T—9z71)25]1 BS(X. [lsubmission]
TJ4—ILEOTOERAD Thumber] EETEMT IDENH S,

EH(C, HEAXZZITHEROEERFTRRICDOLNT, BMiES % ltracking] EEDT® Mumber]
T74—ILFTCRETIVENH D,

BH., FEEXZTHELKOEGERFTAEIZDONT, ERD eCTD BHFEEHEFIRE LA TAIELE S,
ERLRILODT—H 227 ) U 5BEIX, ERID eCTD HEZHICH L TRILEBESZHNSM, B
TR T 2EMHBF (X, BEEIZ, UZMADAANTITEDELS,

LUTOFITIE, 7= 7Y IEEORREGEH>TNS 2 HORERTHAZBRFICDOLT, AR
BEARXDTCTH-—DEATINDEEZRET HHEICOVTHREAT %,

<envelope country="ema'>
<submission type="'var-type2" mode="worksharing'>
<number>EMEA/H/XXXX/WS/005</number>
<tracking>
<number>EMEA/H/C/000123/WS005/023</number>
</tracking>
</submission>

</envelope>

<envelope country="ema'>
<submission type="'var-type2" mode="worksharing'>
<number>EMEA/H/XXXX/WS/005</number>
<tracking>
<number>EMEA/H/C/000456/WS005/037</number>
</tracking>
</submission>

</envelope>

BE. LELRILOT—9 227 ) U 5ESIE EMA/REILE B RXATFLICE>TEY LTS
naf-86., HIEIRERICHEE MAH ML FT LEZDBBSEHMO>TWSEEFIRLEL, ZDOL5%
BEICIK. VEHRERICCOERICHT HEDBEESRSZ XXy £§56, HRICK>TLEELA
LDIT—0z7 )V IBENRESNEzH, LBOBRETEZOESEHERT I L,
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AFE4: BE—HVITVADER

BHOWUERFTEABICHEEZRITT eCTDHEEZEREZ (TIL—E2 T XE D=9 xT7) 0T
E—FTRETSEE. V—9 I R RUY TEHEY—YIVR] T4—ILREDERISEELEIT
nIEE 540,

eCTD IZEWVT, A4 THA VL EBIFIERZANTHS=H. BLOESZBEFIZDONT, —FED eCTD
HEZEMNCERTIRNETHSD, (CHeCTD v3xEHTIX, BE—DRERFTAZICEET H1EHRD
RELMATELWL, LEA2T, JIL—FEVIRET—H L7 ) I EREXRFET HHRIE. &E
RFERDCLICeCTDHEBEERZRAE LG TNIE G SR, )

BEGOITANO—TIL, BliE STHALIESIZ, BEBFICEEFZ (T UZAERTAREOHF
BETHIEOTHRITAEGSAL, To—9 T R R TBEY—SYITIVR] T4—ILKIEELZ®D
eCTDHEE (RERFTHARE) A ITVAVIICABTHD D, InbIHEEERIT5%eCTD
HEZHETLILDTHILENH D, RHRIC. SA4T7HA/VIILEEL, BRAINIBFERV—ED
REZERICEINTILENH D, EHORERTARZEIIH L TCRALEENEASINDBZEETH, &
E4ZITH5L2TORERTARZEIZENT, ZEZZTDT774L0, FAEICE>TIIBERERDO T 7
A IIER CTHWNETEENH D,

LUTDEITIE, 2HGKERNRETDEATIDEEZT—V 27 ) VIBET HBEITDOVTEHRHA
5, MRESNTNEDE, HFEFIENHFETENERICHT SEMADEIEZZRET HIHEETH
o

A

COHEEITH L TRICFI AL EREFSIL 0036 TH D,
EFEDEEERSIL. E—0DIFE4E. EMEA/H/C/I000123/11/024 & 135,
COEFEFTEABIEESNF-eCTDD L —Y TV X(E 0033 THB,
BEELEZTHT7AILIKID Ta-123] THAThTLS,

OB

COHEMITH L TRICH AL EREZSIL 0057 TH D,
EEDEEHSIL. E—0DIF4E. EMEA/H/C/I000456/11/045 & 7135,
COEHEFEARIEEN-eCTDDL—Y TV XL 0056 TH B,
BEELEZITHIT7AILILID Mb-456] THAMEThTLS,

MEBALHEBOMAIZDOWNT, ToAO—FIZXFEL Tsubmission] Z4—JIL K (EELA)ILDD
— Oz TFTYUTEE) NEFENTHY ., EEHAOELZODI o AOD—TIZEWTHET 2 EHES
(EEDBEES) MEESINA TS (Annex 3%SHR) ,

B A DEZL—YIURIET0036] THY., BEI—VITUXRIE 10033 THD, BESNT=7
FAWESHBTEILICKY, BRESNET7AILEER A DABTEREELATAIEE ST
(T0033] M—ERELTHE) . BFEI7AILICIE. UTHAEENDTHEELHS -

<envelope country="ema'>
<submission type="var-type2" mode="worksharing'>
<number>EMEA/H/XXXX/WS/008</number>
<tracking>
<number>EMEA/H/C/000123/WS008/024</number>
</tracking>
</submission>

<sequence>0036</sequence>
<related-sequence>0033</related-sequence>

</envelope>
<ml-eu>
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<leaf 1D="a-123" operation="replace' checksum="." checksum-type="md5"
xlink:href="<file-path>"
modified-file="__/._/../0033/m1l/eu/eu-regional . xml#a-123"">
<title>.</title>

</leaf>

</ml-eu>
</eu:eu-backbone>

F#RIC, 8% B OYZRY—Y TV RIE T0057) THY., BEL—Y T XRIE 10056 THD., I7E
SNE=T7AIESEITHILICKY., BESKFET 7428 E B ORBTIEHELETAIELS
Ly (T0056) M—EFE L THE) , BEIT7AIILIZIE. UTHEENDAREMENH S -

<envelope country="ema'>
<submission type="var-type2'" mode="worksharing">
<number>EMEA/H/XXXX/WS/008</number>
<tracking>
<number>EMEA/H/C/000456/WS008/045</number>
</tracking>
</submission>

<sequence>0057</sequence>
<related-sequence>0056</related-sequence>

</envelope>
<ml-eu>

<leaf 1D="b-456" operation="replace' checksum="." checksum-type="md5"
xlink:href="<file-path>"
modified-file="__/._/../0056/m1/eu/eu-regional . xml#b-456"">
<title>.</title>

</leaf>

</ml-eu>
</eu:eu-backbone>
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XEEHE
ZERIE

Version |Date Author(s) Comments

0.1 July, 2001 Stan van Belkum Draft

0.2 September, 2001 Stan van Belkum Draft

0.3 October, 2001 Stan van Belkum Draft

0.4 November, 2001 Stan van Belkum Draft

0.5 February, 2002 Stan van Belkum Draft

0.6 February, 2002 Stan van Belkum Draft

0.7 March, 2002 Stan van Belkum Draft

0.8 October, 2002 Stan van Belkum Draft

0.9 November, 2002 Stan van Belkum Draft

0.91 February, 2003 Stan van Belkum Draft

0.92 July, 2003 Stan van Belkum Draft

0.93 February 2004 M. Bley Draft

0.95.1 May 2004 EMEA Draft

0.95.2 28 May 2004 EMEA Draft

0.95.3 23 June 2004 EMEA Draft

1.0 July 2004 EMEA Final

1.1 December 2005 EMEA Integration of PIM

1.2 May 2006 EMEA Structural changes from CTD

1.2.1 October 2006 EMEA Alignment to CTD and Change Requests

1.3 May 2008 EMEA Incorporation of paediatric requirements and Change
Requests

1.4 August 2009 EMEA Alignment to the New Variation Regulation and
Change Requests

141 November 2011 EMA Incorporation of Additional Change Requests and
Q&A

1.4.2 December 2012 EMA New Draft version including proposed DTD changes
as requested by:
CR 20120924 rev
CR 20121119
CR 20091203
CR 20100408
CR 20101022-01
CR 20101214
CR 20110614

1.4.3 17 December 2012 EFPIA EFPIA changes, added PDF 1.5, 1.6, edited file
allowed formats, added common for CP,
adjustments to agency codes

1.4.4 20 December 2012 EFPIA Removed PIM, added HR to App 2.4, updated
Spanish agency name in 2.4, removed ‘AR’ from App
2 codes, (p24), added —var to tracking table name,
updated TOC

1.45 21 December 2012 M BLEY Acceptable file formats in EU Module 1 (XML), use of
« common » as country sub-directory for CAP,
further examples of flenaming convention,

2.0 27 February 2013 EFPIA/EMA/NCA/M All accepted change requests implemented.

BLEY




i)

Version Name Organisation

0.1-0.3 EU Regulators EU Regulatory Authorities, EMEA

0.4 Interested parties

0.5-0.6 EU Regulators EU Regulatory Authorities, EMEA

0.7-0.8 Interested parties

0.9 EU regulators EU Regulatory Authorities, EMEA

0.91 EU Regulators ICH, EMEA EU Regulatory Authorities, EMEA

0.92 EU regulators EU Regulatory Authorities (members TIGes and NtA)

0.95.1 EU Regulators, interested parties EU Regulatory Authorities (members TIGes and NtA), EFPIA,
Pharma, other interested parties

0.95.2 EU Regulators, interested parties EU Regulatory Authorities (members TIGes and NtA), EFPIA,
Pharma, other interested parties

0.95.3 EU Regulators, interested parties EU Regulatory Authorities (members TIGes and NtA), EFPIA,
Pharma, other interested parties

1.1

1.2

1.2.1

1.3 EU Regulators, interested parties EU Regulatory Authorities (members TIGes and NtA), EFPIA,
Pharma, other interested parties

1.4 EU Regulators, interested parties EU Regulatory Authorities (members TIGes and NtA), EFPIA,
EGA, other interested parties

141 EU Regulators, interested parties EU Regulatory Authorities (members TIGes and NtA), EFPIA,
EGA, other interested parties

1.4.3 December 2012 EFPIA EFPIA Review of EMA changes

2.0 EU Regulators, interested parties EU Regulatory Authorities (members TIGes and NtA), EFPIA,

EGA, other interested parties
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&

Term

Definition

Applicant

A pharmaceutical company or its agent that is submitting information in
support of an application.

Applicant’s Information

Regulatory information submitted by an applicant for, or to maintain, a
marketing authorisation that falls within the scope of this guidance
document.

eCTD Application

A collection of electronic documents compiled by a pharmaceutical
company or its agent in compliance with European legislation and
guidelines in order to seek a marketing authorisation or any
amendments thereof. An eCTD application may comprise a number of
sequences. Inthe EU an eCTD application may comprise several
dosage forms and strengths, all under one invented product name.

This is understood to be equivalent to a Global Marketing Authorisation
according to Art. 6 para 2 Dir. 2001/83/EC as amended. Some review
tools describe such a collection as a dossier.

Procedure

A Community registration procedure for the authorisation of medicinal
products in the European Community. There are 4 types of procedure
that operate within the EC — Centralised, Decentralised, Mutual
Recognition and National.

Regulatory Activity

A collection of sequences covering the start to the end of a specific
business process, e.g. an initial MA application or Type Il variation. It is
a concept used in some review tools to group together several business
related sequences.

Submission or Sequence

A single set of information and / or electronic documents supplied at
one particular time by the applicant as a part of, or the complete, eCTD
Application. In the context of eCTD, this is equivalent to a sequence.




=

A=

AXEL, FES (LT TEU] ) OBEFIEIEY - TFIZHIIL- KXxa A2+ (eCTD) DED 2
—JL1IZDOWVWTHRET %,

EUIZEBWTE®MYE eCTD HFEZHEEERT H1=HIC1F. AXEL ICH eCTD EHEZHETHDAR
ETHD, ICHeCTD HHREDHEFIRIIUTIYAFTES -
http://estri.ich.org/eCTD.

EU BV =2—V 1 HER

ICH OE®Y -T9=AJL- FXa itk (Common Technical Document, LLF TCTD) ) Tl&., £
Ta—)L 1 ICHEBEREOERFEREVERFEREZSEOINETTHLILMELTLS, EUDED 21—
IW1IDABRUBEMITFIZSONTIE. UTEKYAFTES I HEZ~DEA (Notice to Applicants) |
DERFRICHESINTILNS :

http://ec.europa.eu/health/documents/eudralex/vol-2/index_en.htm

MEREICEK., THEEAOEM] ICRBESNTVWIUTREEZEHIRETTHD :
- AN—L%A—
- #BAaBEX
- HBHEI+—L
- HEEHRXE
- EMRICET HIER
- BERIEHOBRFBICEEOEH (BERINhTWSES)
- REVY RV
- HFOKFREEROMSHRAHEICEHT 21ER (BRINTLS5E)
- EERTEHERICEHTIER
- BREREABRICEET 518k (BREINTUWLEIHEAH)
- INRICEET 51EHR

LT, BHEIKUEHISOERICXT 2EE. £E (variations) DR, RUEH (renewal) iR
EDFDMNEBLES2a—IILLIZEHDZENTES,

BE. BEREDSA THAVIVICEITHTDRDEAE (EERFLLE) T, LLOEBEOXEET
EZEVA-NIICEDDIRERLBL, £5 LEGRICRHEIREXZICHT S04 F X0 TIE,
SESFREMXEEZSRIH &,

AXETHH. EG5MBEICE T2 TOHRBICHET 2EBEEDFERICOVTOAHEAT S, L
ML, FBFICEUEYa2—)L 1 04ETIE. BEEDOHERMAERINATVDIES. TORHREZE 2
—L1ICEHBIENTES, BEENHERELTIE, ERAINDIERE TOLRDFEMR W\—FaFE
—DELERINTVWEBLOHRVEMERTT 54 LE) ., BZEICEVWTEESINE 77/
EXICEATIBEHREENEZ DN D,

HWEBSICIXSHE TEMEA] OBIREFEAT I, SEIELEMUT IR FTIXEHRE TEMA)
IZZEET 5,

XMLy O R—U B ROMEEER= -5, eCTDIZCERIIFRETH S


http://estri.ich.org/ectd

HUsH) 7 7 A LEX

T2 —1

ED2A—ILLIZEOBZIENTED 774 ILDERXE R 1ITTRT, ICH eCTDEBHEZEICRESIATLY
@Y. ZEBEEZEHXDOPDFICMA. XMLRUEZOEX LEERFMICERANZEO NS, eCTDIZEH D
PDF7 74L&, FYFHLWA—DavEBELT2UREENENY (BEIA—LEBE) "H 55
BEBRE. 2T (EDPa—LIZEEEL) vi4b, v1i5, vi6, XIFvi7 LI RETHS (PDFD/A—
CaAVHRHEDOHMIZDOLTIE., ICHDQALEZSER) ,
KRUFRELEIFI7Z7ANLEXOFERIIVETH AN, FEXET AL S TeCTDUSMNZIREI N B E
Ca—I)L1ORBIIHRTEFOMODERDFERICONTIE. REILELREETRET DI LNTE
%, HlZIE. —HMORELUBTIEH. /23y 13 DEFBEHRIXEIZDODNT, BEA—H—DHEE
R THAMS WordZFRTEHELS3EBERZLTLS, chHDXE (BEINTWSEHA) (XeCTD/NY
IIR—UTSRBIRETTEAL, BEIIPDFIRICMZ TRH®IRETHD GEE : WordEX TRt
SNEFREEMETHRIERE. eCTDNTPDFEX TIRET IHEFT LV, =L, PREBEAK
[CHFDERMNEXT) RV EEHEXZDORBIIZORNOHNE L, TEBEMGEANA—S300
POFEXOXEX®V ) —VHEBRLELN—23 0 E/(ZeCTDDFIZANDZRETH D) . MS Word
RUZFDMOEFINTNAXENRBICEALTIX, #4845 VRE2SBIT DL (TIGesHE—eCTD
HA 5 R (TIGes Harmonised eCTD Guidance) 7 &) .

®1 EDa—I)L1 THBEINBEI77M4ILDEK

Document File Format Remark
Cover letter XML*, PDF PDF preferably generated from electronic source.
Administrative forms: Documents should be generated from electronic source
o Application form and its . documeqts,_ any signature may b_e embedded as a
annexes XML*, PDF graphic file in the PDF text if desired, although this is not
- L always necessary as the hard paper copy, if required by
¢ _Varlatlon application form the receiving agency, contains the legally binding
incl. background for the XML*, PDF si
o gnature.
variation
e Renewal form and its
annexes XML*, PDF
Product Information: If a higher resolution is necessary for the mock-ups, use
JPEG, GIF, PNG or SVG on a case-by-case basis.
e  Product information text** XML*,PDF
e Packaging mock-ups PDF
e Reference to specimens PDF
Other XML*, PDF PDF preferably generated from electronic source.

*=$EFED CTD A —2 a3 VORRBICDOLNT, BiEk Iz EUXBIZENEET H5E8. XMLEK
# PDFIZCRATERT S ENTE S,
= = SMPC., RFINXERVINILERER

T2 —2~5

ETa—)L 2~5 2D\ TIL. ICH eCTD B ZIzRRHEEIh T3 771 IILEKLS. HEShTW
YA

EFE4OEH

SBEEFER (TURILER) OFERR. HEXFRLAFLB/EOHMTRELALEFRELZRRT 51
DITBHTEETHY . HICEFRFLTNICEFNIXENEEMEDARICFARTH S, LA




2T, EU TETDALELODBEAICAITE-RABKREZER LTS, LML, BEDEZ A, EU
ATHDEFHEICHTETOFIILELDFEREIZELICEYR—rENTELT . LEN>TTOARIL
ELEERAIAETTELGL, EFELOERICEAT HERICDOVTIL, TIGes#i— eCTD HA XX
(TIGes Harmonised eCTD Guidance) #Z&RBaht-L\,

R IIRE LTS eCTD 7 23 OEY HU

FRBE (DR IDBREEZSD) OBE. T—2AXIIHEED CTD £ 3 VAR NELLIE
HIZDOWT, BEET 5 IREICEAT 28EER (Quality Overall Summary) | BU /X% TIEEEER.~
BERRIZRE 9 A#E4EEEM@ (Non-Clinical/Clinical Overviews) | (£ a1—JL 2.3, 2.4, 2.5) TEH#IC
AT ARETHD, . THETBHNELL (no relevant content) | ELETL—RFKRILE—X
2% eCTDBEIZCANBZREZTEAL, FE5LETL—RBRILT—XERHDE. FELEVXEIC
FHLTXESA 7HA I ILINEREN., eCTD DARBLEH LR UBHRZFICOLEAS,

IR VIDBREDES. BEFELAVARIZCONWTIXERZHAT ZHEJLEL,

EUED 32— 11X, ARERA-OICHERATESZER I —FERICRESINBE, RE2A)L
U—HME. TFAUDNEBIZEI A CRICTHFEETINENCEADLLT., EPa—IIL1DOELHER
(DFY., 2TOEYaY) BRERINBEIFFSINTILNS,

Ny TR —VDRME/ A ¥ T —F% DFEH

eCTD SA FH AV IIIZEWNT TEEEE] BED XML Ny I R—CBHUEEHT S LIETATHE
ThY. F-HREOXEZHIRL. F-LEEETHERETIL V- HRMEREHRADIDEL G, #
BINDEEIX. BTV M) ZFREL. XENBTHRADHMZRBAT S ETHD., ORI
T EHHE—DFISNE, EUZoRO—TD MBEDIELE (Submission type) | BHETHY. ThiES 4
THA U LERTOREBEOEBEOERFZYR— b 50, (EFRACEDE) HLEENSHOD
FBREICEHTL2ENTED, BEDEAIL. WTHICLTERBILICEDLSAREELATSV &N
5 ( Tinitial-maa (#E MAA) 1 m 5 Tsupplemental information GEINIER) | ~DEEBLLE) |
HECEBEDERELVWSCOHEZDEERERIZCOVTIE. 7Y —FTFX +® lsubmission
description (BEE®DHBEA) | ToARO—TEZZHAVWTEISHICTRIRETH D,

HEFIEORDPTEU EPa—IL L XML B/ A2 T—42DEE (ZhiF, B, S§E. $LUVEL
FHRDIEHEERNRICT ) DMBEICHBIZEFIBOTENTHDIEEZONEN, F5LEEEEFZ
DOZEFREHKIZ, X eCTD lreformat (BI7+—< v k) | HEO—BE L THEFIERIZTS
CENTEZNESH., YRBICHVEHLE D L &IfET S,

EFVa— V1 O—RET —F%T I F ¥
EUEDa2—L1D7—FFOF v, eCTDDED 12— 2~5LRABETHY. T4 LI FUHEEE
J)—BREHEODNYIR—VICE>THEREINDS, Ny I R—2IF, EU thiIXERE R
(Document Type Definition : DTD) > =B XML XE TR ITLIELESHEL, Ny I HR— -
A4 VARBA VR (Teuregional.xmll Z74J)) IZIE. Ta4LY FUBERD 7 7AILIZHT HHRA >
BEEL, V—TDAET—2%80H5, S5HIZ, EU Hhig DTD (&, ToRAO—TDOREIZKDHH
FBLRNLTOAIT—2EHEBELTLNS, IL— FEXR(E Teu-backbonel THY. Tleu-envelope]
EU Tmi-eu] D2ERZSL,

EUEBIDTDIZE D a—llbshTW3, 2F Y, ToRO—TRUY—TIE. ThEh leu-
envelope.mod] RU Teu-leaf.mod] EMEIENZINBI T4 T4 ELT, DIDOEEHIMNLS
Bahd, EU Neaf] (L. ICHeCTD DTD TSN TS —TJERELEB—THY. ICHeCTDIt
FREDRK 6-8 887 %, EUMEBIDTDDSEL 4 ERBAIX. RKEHED 8% 3IFEHT 5.



BEMOHBRRE. EBNERORE. RUEANXIIHEERAEEARICEISBRFRAD XML O—FED
BlIE. REHREDORRE LTRY, £z, ERICEHT HHBRAICE L XML — FMEDHIHTRY

T74LIE BHEOEDS2—ILH (EXP2—IL 1 hHEDa—)L 2 FTHE) . R—0 eCTD H
BROBEBDL—I I RABTERI S ENTES, =FZL. EID eCTDHEHRNDI7MILES
BIHZLFTELGL, BROED1—LERBE -V I VRABMTI7ALESRT 565, SR
Y XML Z740LDOT—2 3 v oRESBEMSBTATAEGSEL, FIZEFE, >—I TR
0003 ME Y 2—JL 1 (0003/ml/eu/eu-regional.xml E &) ML —9 T2V X 0000 DED 21 —)L 21
H5774IL (T4 ILF 0000/m2/22-intro D 7 7 4 )L Tintroduction.pdf] % &) #SEBT 556X,
EUE2a—)L 112U T T./././0000/m2/22-intro/introduction.pdf] £ T>a—F3 3%, (ZOHIF
(BEADOLOTIE AL, BICREBEZHAT H-ODLDTH D, )

o Npg—7
leu-envelopel BEXRIX. BENDEERDETCHOHRFEDIEE (ME. £E., BHLLE) TEATES

EITHAENTEY ., ZITHBLALTORYOEMMREBIZFERASND, ToA0—TF, B
LALTOART—2%1RHT 5, & Tenvelope] BERDFHAKX. REHED F8R 1IZEHEHT 5,

FREEARXDODBFDHZEIE. Tleu-envelopel ERIZ 1 DD lenvelopel ERZEE. [country]
EHDEZE TEU-EMA] [ZBRET D, TOMETHOEEAXICOVLTIE, HRBFEAKXICEAEL. £
DETEDIREEZZEIT A EICHZIEMBEIZT L TEB®D lenvelopel] E&E % leu-envelope)

BRICBE, 8To0—70 lTcountry] BHEIXZENEZEIT 2MEEDEICHKET 5. FTERE
LT. ToRA—7IZ Tcommon] EWS{EZFEHAT S EIXTEAL,

I oRO—TEZRHBFE IE—F (mode) | &, EEXIIHZS AV OILKBHEEICHE VD TOAE
BIREThHY., {EX TBE— (single) 1 . THIL—E>S (grouping) | . XIE TO—5> 7
>4 (worksharing) | DWTIMNIZERET A ENTES, ROBAEIZIE, ToRO—TIZEWNT
EBMTLEELANILOBREES LRI S L

o T—ULITYIUIDHREDEE
HE E— K OERKX TD—92xz7V0T1 0 EREULANLOESEIT—O2zT7IVTH
5 (worksharing number) &#3,

o BHOEERFGHFCEEFZRITINL—TELEZA TIAOEEDHEDSA
HiE TE—F] OERKX THIL—EVT) . LELRILOBESIEYIL—TES (group number)
S EES (report number) &4 3%, COLEGLARILDBESOHFHM-DOLTIE, BIFEERVE
EHAZFRESBINILY,

ZI3LIELEELANLDOESE, BUTHNE, EFEOELEEDERESICMATRETRETHS,
FERLULRNILVODBENDELATEALGIEES (VEBRERLLE) . COEXRICIE NEHMEFS (to be
advised) | EWSEZANT %, %LTHHESE. &%, SUHEHRATLE LLIEHRFEEL,
LIREINDIXIEIEMBT S, PREEARDBAE. COBSIEEITEEEREZRL 27— (Eligibility
Confirmation Letter) 1= & 2 SBES (Product Reference) | & LTREB b, HIzIE. FRE
BELA2—(CERES H0002227 LERHFH INTLVSIGEE. H0002227 M5 &AM 1 #r (0) ZHIKR
L. H002227 # T RNO—TJICRBEE 5, EEEFF H/ICHxooxxx DEMAIE. #1E MAA A EMA ~iZ
HEnt-%IERAATREE LD,

FREEAXT. ZEOHRFZT HEICEEES (procedure number) NEIY B THNATULVELS
&k, T@EHMEFL (tobeadvised) | EWSHEBEEZHERAIRETHS,

BE—] . TUL—EVT1 . RO 9=z 7) 0T OBBEOHIZOVTIF. KEHRED IR
ELTRY,



m-1-eu

EUEDTD® Tmi-eul E#EIL, ICHeCTD DTDDO#@EEH D ER LS 7 TO—FIZE DTS,
CNEFRIE. TALYMNIBERD I 7AILDGFHIZHT E2HRA VE2EEL. V=T LRILDAZT
— 2 F#RAWNEXMLA42 045 %129 %, ICH eCTD DTDTIL., Tmi-eul BRIEZTALY FUEES
IvEVIT B,

(BEICE-TIE., TEH] T4LY FIBEIZRZADZZELRHENLLNALBND, ChIZETHDE
EARTRLIZ 7ML/ T4 LY FIEBEEZFERTEELSIZTEE=OITRETHD, ) &I, H
BEDSA ITHA O IILBERCEENMERASINE =6, 1 HEOBHFET 1 20T 74 IILDOHFIRET 515
ATHENTA LY FIDFERALEHIEEINS, BELEL., TOROHBFEICEVTEHRD V7ML E
I B =-OIZFERTEZENTE, TNETHOTEBENTOLLLENV-OTHD, BERUVEERESR
DI 7ANEBLIBRIZOVWTEHRBALIZ, T4ALY FEBEDBMEEZRICE LD DEERLEHE
D 8% 2TERY,

T L2 MY T A EE

REUED2—/IL1AHKIE, BCHEREINSETALI MRV I 7AIEEETT -

o 4DMNEEAX (MR, Eil. 78l. RUFREBEAR) 2TITHEVT, RLLEELANLOT
1LY N)EEEFERT S, &%. MR, 28, RUENBEAXRADO 7 74 ILAEREET
HEIDIZHL, PREEAXAD I 7AIWVIEEERETHIN., RA—BEEZFATHI LI
ARETH B,

o HEHAlTa LY RMYIK, FEE2LUE->THELEIND,

o EHEMTALYRUIE, HER221CH-THBIND,

o ERUEZBHANFADEANHEREINS T4 LY FIBEIZOWTIE, 48k 2THRBAT %,
—fgMIc, E2a—JL 1.0, 1.2, 1.3.2, 1.3.3, 1.34, 135, T@msy—421 . RU E%E]
&, BRHITaLY FUNHD, EDa—I)L1.3.1 (BRER) 12F. BRUEERNYD
FTA4LY R)DEALNH S,

o0 FREEFEAKXDEES. Tcommonl T+ I EEZEATLEINEIHILEEZEATLS
MNMZBEH ST, BRIYITT4 LY FYIEEIZ Temal XIE Tcommony &% 5,
EVaA—II3LDEENYITTa LY MIICIE, BULEERNFLH S,

o MR. ##. RUENEBEAFAXDEE :

» REICRTEIXEFHEVICHGE SN T T LY FURIZEL,
fcommonl] EWVS 74 IILERIF. BAEYZBEARICEE L TLENEM
ICBEH 5T . ETHOEUEICERAINDAEEEDH I XEDH(ICxt L THEA
TRETH S,

» EVa2—)L131TIE, LZEOLAREEN1ODDAFATH->TEH., ETHOXE
#EYIZHBLESENY TTALY FURIZELKRETHD, 2RELIE
HHLIE (NLFX—HE) TIE, BLRBIEBETRHEINEXE—RITHLT
BMRODEENHTT4LY F)EFERT I L,

13 1UANDEDA—IICERERBCRINEXENHDIEIZCONTIE, 7
7AILBAD VAR (AIE) BARZRAVWTXENDEBZHANT I E&HET S,

S — P

J — FHEERI%. eCTD IZHRIEHRZEMT S 1 DDFETHD, / — FiisElX. CTDREEIZSITS
EBMOBHLELTHELETRETHY . XMLNAYIR—VE2FERLEEBIZZFOBYERIND L
S512FRETHD.

LML, /—FHEOFERIEX. TNAHAFARGEHICBRETRETH D, —EHDLZL/ — FILRD
A, BFEEEZR2BMICRRLE-SEICFHEREREZL -0 AL H D -H. RRLEE
ICEBEEZICHLTEDESIBEEEEZALINIRFTRETH S,

EUIZE TS/ — FHRDEAICE. ROBAEABEREND -
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e ICH BEDTHREHELMNT TICHEETHIESIE. /—FHIREZFEAL TIEAES AL BRI,
BhEE - R, BEXE. EERKAIAS. BEERKIE. WIFhE ICHIEED/ — FILETH
%) o

o J—FHiRIX., eCTDHREDETHRLANLIZBEVTOAMERT S HIZIE. LRI 5351T
X/ — FHRZHERATZ SN, LRSI THEALTIEHAESALY)

o J/—FHERIF., EITEHD) —TJEZHOLHBEINEFXF 12D IL—TIZFLEDHD=-DIZFER
Ehd WA, v/ TR, A, RUVELKOFENMERND 7 7 4 LD 4 S EERRERD
BE. THEREFIF (Study Identifier) | 2D 24 L)L (Title) | BHEE LT, 120D/
— FIRDTFICE EDHBIENTED)

o J—FUiRIZ. FD eCTD SA 7H A7 ILL2EEB L THEBFLETNIER S AL A IE.
BEEEH 0000 TEDa— /L5351 DRBRHET 7ML EFLHDI=HIC/ — FLEZFERA
L=1BE&. TORDIBEN L1 I 7AILTH-TH, ETDI7AINELT / — FHEED TIZ
BENZITNIELZSEL) |

o J—FHRIFANFEEICTZENTES, TNlEeCTD DTD TEH LN TS, LML,
2IEHEOTHRRI-EY ., BYD/ — FHEX eCTDEEDR TR LARILIZEWNTTLEITA
EE 5 BIRIE EPa—)L53.7TlE, /—FHsREEML. TREREAF) = 4
1AL BHEELTERERD 72 7ALEL1DDTIN—TIZEFEHBENTES) , I,
Z0 THEREAF] OFE LT/ —FiLREZEML. CRFZELXODEBEZFRESLEDITEHZEN
TZE5,

o J/—FHGRICEAET 2ARE. TOBRFEADNDY T IAILFICANDZENTES, HER
BEEZER I 7AIILTRBTIED 2 —IILSDHAEBRIZONTIE, ZDLSIZFT B EMHEE
Ehd, LHL, YT T4 ILFDEMIIHT 2HEDEHIFAL, HIZIE. ml-responses]
EELICERTAHOIC/ — FIREEHAT 55HE. [ml/eu/responsesicc] DTFIZT #+ )L
FEBMTDIEFHERIALGL, RDYIZ, TEXF—L a3V EXET RO, RO Y
AVTHRTEEY. 774 IVBDALERDEZFERITHEENTES,

Z 7 A D HAY

ED2A—-L1DT7AINEIE, RO 2ODHEZRADO LT IAIZHES,

433> 1.0, 1.2, 1.3. ml-responses. K& U ml-additional-data MEEHDIEH (L. CC-FIXED-
VAR.EXT O— 3t %D, CC [E—ED CTD EXa— /I TEAINSEI— K. FIXED IZF®D
CTD 29 L aVIZEDCERINZ I 7/ IILEAHERER. VAR (FEECEMAEELAEERERE
B, EXT X7 7ALNEFERT . BHEREINAITVTRYS (EFEL. Z7MIIREFIE R
v hTRYDB) . EEEAEFRATIERAR—RAEZFEALAZWNI E, LML, AIZEED TIXEHDOHEE
RATBE=HITNA T UEFERTEHIENTES,

BEEBREROEAMNRCERIND, IXERERIEETHY. Chod T 7/ ILESHITEL
(EETHEHITHEERAY 5. AIXEREREZEATSIEEE. FETNAJVERYYXFLEL
TRAWERDHLEEDERTHINETHY ., TELETHBEMADORBHNTHEIRNETHD, 7
7AIIIRRFIE, AFECELEIOEZEEBERIANETHS,

T7AIVBDRIDERERIE, 8] 2.1LZEL-Ea—F&T 5, =1L, FEF 2ICELCLTETD
EEARDETORIZKH L TEMLEXEDSAIEANET S, 2 DEDERERIL. [15& 2RV 15k
23ICHELEXERO—KFET S, 3 DHOBRER WERIGA) (X, IEBRERET S, B
NHELBZE (15mgé 15mgD XA A E) &, Tpoint] WS BEEEZXFTET (DFVY
Mpointsmgl ) A, NA TV EFERAT S (DFY M1-bmgl ) SEMNTES,

ARRICEVWTRAIZEBRERICEAT SHESEHILELGVL, 774 ILOEXET 7 M IILIERFICE 2 TR
ENd, T7A4ILAIFX, ICHeCTD H#RICEL T, BIZIXFELEITRETH D

1 -
fr-cover.pdf
be-form.xml
it-form-annex1.pdf
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pt-form-proofpayment.pdf
uk-outer-tablet10mg.pdf
ema-combined-tabletl-5mg.pdf
ema-combined-tabletlOmgannotated.pdf
nongmo.pdf

ml-responses/cc TlX. cc-responses-<regulatory activity type identifier>-<timeline identifier>-
<content identifier>.pdf #EHAL. 77/ LEBDVar BREREZABTOERICHERT 5 EMHRS
Nd, Z74ILBRV) =T824 MLOAEERERE., FHEEICHEREBEEIRI-OIZERT S
CEEHET D,

1 -

common-responses-maa-d106-clin.pdf ')—24% 4 kJL : Day 106 Clinical Responses, MAA
common-responses-var05-d59-qual.pdf ')—24% 4 kJL : Day 59 Quality Responses, Var 05

U3 r14, 15, 16, 1.7, 1.8, 1.9, ZU1LI0DFEEEDIEE L. F8R 2ICHESN TS
BY., IJ7MILEDEESA TS,

T FNERPT 7 A F/NRDLE X

RBHEGEREENSCIBEZ TAILETRUIFAINLGINRADEEIL. HOPBIZES1—ILOWNEE T 7
ANLIZBVTH, 180 XFFBATIFELEL, ChITEUBEEHTHY . ChILICH TEELE
NALRDEHEATHDZ ENERINTIND,

¥% TR

HEBOCTOERDEWNCEKY., EU BT BHUBMOEMLER O XA E#RLICHAMS

BAHIEITHALNICRAETH D, EELHRAIL. BcOMBENRET IHELAH D, LML, —

EHAR XA EHEFEROZEA CD-R D& S HYMEBMIEAOZBREZBE L TITHONE I EEEEL,

KOWDEBTDIRATYTERETHENTES -

1. HHBRHLABICE > TERINTVSIGEE., BEEENMWISA TS MEBEMEAZERICIZE
TEEIZIE, BEZLEAN—LE—DN—FaAEF—ZRKATRETHD, COHN—LE—DR
BlE, BRI =Zy DRy —T LT, ICHeCTD EHEMERSITRESI LTS,

KEDRE LB R UVEMAIL, BH ENI-CD/DVDLEMHICENTH- =188, TDEZTHMLHES

T4— RNy O ERBTHELETELRL, LAL, BEZEFO7 Yy 7A— Fh(ZRAISHADREBEINHE

LB EICIE. RELENSBEEZICEELIZEHNT S, BE. EMATIE, BFHEES—FY

4 (eSubmission Gateway) RU2 T TI 547>+ (Web Client) i@ U T2 L -BEORIMH

AMEIZDONT, 70— KNy (HER) ZBEERET S,

HEICIXEEOHRANBEENDETHY . TH5LEBSDOEIYMIFIZTONTIE, BHEEBICL>TFIE

NEGLEEELH D, REENRFNIICEELRABTEZEETETLHIEEL. LRIV VEHRENDZ

PERICHEEANEMNT S (BFA—ILEGREZELT. BETLHZT0ROETOHREBERLELTHLEY) 15

Bhbhb, EETIEEDHA KAV E2BBTH &,

EHEH
EU EVPa—)L 1 &85, EREHKICEFNEL D EEZOND, EHROARBICEET HUEEDH
BERICIIUTAEENS (L. ThBIZRESAZHIFTIEAL)

e FZENHMEDNEFRIEEZE L. XIFLVYFELVWABRRUBENDEZDRHICELS. CTD

DNDECa1—ILIDABRTE

o CTDOEREHEHNDBRFIIT SHIBEGDER

e eCTD TY CIZHEHAINATWSIEEDEFH

o eCTDDERVOHAIZERELIHE-LEEDETE
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http://esubmission.ema.europa.eu/esubmission.html

o Hif-THSEEMIEHDETE
o L2TOBEZRMHIZLSeCTDDFERARER WFIZECa1—IL 1)

FEEEIJOCADHMRURFTOEFHBELEFEHE QA 7+ —L (Electronic Submission
Change Request/Q&A Form) (. EUBFHFEI T YA FTAFTE S,
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61 : EU £ a—/L 1 XML B3

EUEYa—I/)L1 XMLEFEICIK, THEE~ADEHM] EP1—I)L10BERDBEHIZENETAHE LE-ERAEENATWNS, UTOEY >3 > TlE, eCTD
DED21—IILIXMLBBIZEENTLSLIN, EV2—IL 10D THFEEB~ADEM] OBERIZIIEENTUOELMERICDOLNTEHRAT 5,

1811 =R —7EFEDOFHHA

leu-envelope] BE(X, HEDAIT—9EEETDI—FERTHD, COEFRIZEK, FTNFABEETOERICEEL-EHOIRO—-—TIV FYMNE
EFNhdEELH S,

Element Attribute Description/Instructions Example Constraint | Occurrence
eu-envelope Root element that provides meta-data for the submission. This element may contain N/A Mandatory Unique
several envelopes, which are country specific.
envelope Parent element for the submission meta-data. This element must be country-specific N/A Mandatory | Repeatable
or in the case of the Centralised Procedure, ‘ema’.
country  |The country to which the envelope applies (or ‘ema’). Be Mandatory Unique
submission Provides administrative information associated with the submission. N/A Mandatory Unique
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Element

Attribute

Description/Instructions

Example

Constraint

Occurrence

type

The type of submission material sent to the regulatory agency. The following are the
valid values:

= initial-maa = Initial Marketing Authorisation Application

= var-typela = Variation Type IA

= var-typelb = Variation Type IB

= var-type2 = Variation Type 11

= var-nat = National variation (e.g. national variation to
apply for a pack size that is already registered within
an existing MRP/DCP authorisation)

= extension = Extension

= psur = Periodic Safety Update Report (PSUR)

= rmp = Risk Management Plan (outside any procedure)
= renewal = Renewal (yearly or 5-yearly)

= supplemental-info = Supplemental Information (could
include, for example, response to validation issues,
response to questions or letter of undertaking)

= fum = Follow-Up Measure (includes post-approval commitments
for national MAs)

= specific-obligation = Specific Obligation

= asmf = Active Substance Master File

= pmf = Plasma Master File

= referral = Referral under Article 29, 30, 31, 35 or 36

= annual-reassessment = Annual Reassessment

= usr = Urgent Safety Restriction

= paed-article-29 = Paediatric submission, Article 29

= paed-article-46 = Paediatric submission, Article 46

= article-58 = Article 58 (to be used for an initial
application)

= notification-61-3 = Notification 61(3)

= transfer-ma = Transfer of a marketing authorisation

= corrigendum = Correction to the published annexes (usually
shortly after approval)

= lifting-suspension = Lifting of a suspension

= withdrawal = Withdrawal of a marketing authorisation
(during any assessment use ‘“supplemental-info’)

= reformat = Intended to support the reformatting of an
existing submission dossier from any format to eCTD, i.e.
a baseline eCTD submission containing no content change
and which will not be subject to review (see example
below)

N.B. Officially, Roman numerals are used for variations, e.g. Type IA, Type
Il — the elements must remain Arabic, however.

var-type2

Mandatory

Unique
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Element Attribute Description/Instructions Example Constraint | Occurrence
mode The high-level handling of the information submitted as part of variation(s) and Single Optional Unique
extension applications. The mode should only be used in variation or line extension (note that
regulatory activities and must be included in every sequence of that activity. The this element
following are the valid values: must be
= single = a single regulatory activity (e.g. a Type 11 populated for
variation) sequences in
= grouping = a grouped activity (e.g. several variations variation and
grouped into a single submission, or a report of type IA line
variations applicable to one or more marketing extension
authorisations) activities)
= worksharing = an activity subject to a worksharing
agreement (e.g. a Type 11 variation applicable to more
than one marketing authorisation)
This information should be identical with the information provided/ticked in the
application form.
number This is the high-level submission number, either a ‘worksharing’ number, or the high- For worksharing: Optional Unique
level submission number to be used when grouping Type IA variations for multiple EMEA/H/Xxxx/WS/001
marketing authorisations
(Note that for submissions affecting multiple MAs, the ‘xxxx’ used in the submission For grouped IAs:
numper is a permanent placeholder, as a single product number cannot be EMEA/H/C/xxxx /| GIXXXX
provided).
If the Applicant did not obtain the sequential number from the relevant Authorities in
advance of their application this field should be populated as "xxxx" as well.
For centrally authorised products this number must always be obtained in advance
by sending an email to PA-BUS@ema.europa.eu.
tracking Provides administrative information associated with the application. N/A Mandatory Unique
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Element

Attribute

Description/Instructions

Example

Constraint

Occurrence

number

This is any number, used by an agency or the applicant to track the submission, in
any procedure, in relation to a particular product. This could be one or more of the
following:

e an MRP/DCP number (e.g. DE/H/0126/001/MR),

e anational procedure number (e.g. 2131577),

e the EMA application number (e.g. EMEA/H/C/000123 or
EMEA/H/C/000123/11/to be advised or in case of Supplemental Information,
EMEA/H/C/000123/11/14-),

e an authorisation or licence number, (e.g. EU/1/00/44/0003 — 0004)

e any other number used by an agency to track a submission, (e.g.
PL01234/0003-0004)

e anumber used by the applicant to manage the submission within their
company (e.g. Pharmacompany123)

There must be at least one tracking number identified from the regulators and, in
addition, the applicant can choose to include an internal tracking number.

In the case of Centralised Procedure, it is strongly recommended that when applying
for a variation and the procedure number has not yet been allocated , then the term
‘to be advised’ should be used (no internal number from the applicant should be
used).

It is suggested that if the procedure number has not yet been allocated by the
agency then the term ‘to be advised’ should be used. Applicants should consult
national guidance for further information.

In case of worksharing, or grouped type IA variations applying to more than one MA,
a separate eCTD submission must be built for each MA covered by the variation. In
the envelope of each of the eCTD submissions, the high-level submission number
will be the same, but the individual tracking numbers listed here should be specific to
the MA in question, e.g.:

For worksharing:
e EMEA/H/C/000123/WS005/

For grouped type 1A variations across multiple MAs:
e EMEA/H/C/000123/1G003/

Please ensure that these WS/IG numbers are always mentioned in the case of
supplemental information or corrigendum otherwise the Agency might not be able to

process your submission correctly.

See column left

Mandatory

Repeatable

17




Element Attribute Description/Instructions Example Constraint | Occurrence
applicant The name of the company submitting the eCTD. PharmaCompany Ltd. Mandatory Unique
agency Parent element for the identification of the receiving agency. N/A Mandatory Unique

code The identification of the receiving agency (see Appendix 2.4). EU-EMA Mandatory Unique
procedure Defines the procedure in use with the submission N/A Mandatory Unique
type The type of procedure for the submission. The following are the valid values: Centralised Mandatory Unique
= centralised = Centralised Procedure
= national = National Procedure
= mutual-recognition = Mutual Recognition Procedure
= decentralised = Decentralised Procedure
invented-name The name of the medicinal product. WonderPill Mandatory | Repeatable
inn International Non-proprietary Name, used to identify pharmaceutical substances or|Pioglitazone hydrochloride| Optional Repeatable
active pharmaceutical ingredients. Each INN is a uniqgue name that is globally
recognized and is public property. A non-proprietary name is also known as a
generic hame.
sequence This is the sequence number of the submission — this should start at 0000 for the 0000 Mandatory Unique
initial submission, and then increase incrementally with each subsequent submission
related to the same product e.g. 0000, 0001, 0002, 0003 etc.
related-sequence This is the sequence number of previous submission(s) to which this submission 0001 Optional Repeatable
relates e.g. the responses to questions to a particular variation. see guidance below on use
and the annex
submission- This element is used to provide a free text description of the submission. The list Response to D120 LOQ Mandatory Unique
description below provides additional examples for such a field:

= For an MAA: Original MAA Application for <Product X> / Response to D120

LOQ

= For a Type Il variation: Please quote the scope of variation from the Application
Form

= For a Type IB variation: Please quote the scope of variation from the Application
Form

= For an Annual Reassessment submission: 4" AR submission for <Product X>
= Response to validation questions

= Providing supplementary information

= Dxxx translations
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BES—0 T U RIREOERB

BES—I T OREHESIE. BL MRFEE (Regulatory Activity) | ICRY SRHZHA T H=OICEAEInS, THREES] &, AECHAEBERRY
RTR (DERENOREERBETRHRE) EHITLHFEEEH (34 TIOEERLRE) ORBHEMTHS, eCTDORRTIE, ChIFHED TRFEIER O
FATHAVIWEBHT H5E2TOREIZE >THERSIN DS,

BEY— T RIBHEMIE., FRBEECHBREHEE (EE, PSURAE) DEBESEIBICEROEFICTRETH D, BEDFHANTS A IHA4 V7 IILHE
IR I HBE. BEEY— VI URBEEHIEX. FOEHEZERTIO— IV I VARBORICEDLLT ., ZOEFHICEFTHVRBEHOEHFGEEEZANTA
ETHD, BE—VIORBHEEMNIE. BEICEVWTBESNSI I 7AIILEENSHIL TWDEABRTRETHD, HlZIE, EHEFES0010DHEIC L
Y EHEF0008 R U0009IZEFEND T 7ML (V—2) NMEEESNDIEE. ERBFSL0NDEAES—IV T U RBHICHT HT 2 M) I[X0010HE T SRl
FEARBINE-EOEGES LI RETHY. ThiZnd L EHBZS000800009THB EFEL LY, EEMAFICOVTIIUTESEDC &,

— BRI, BEES—IV I VRRBIEIIEIOAHTHSN., EHEOEES -V TV RAREFRBIREFELH D, HlZIE. 2DOFUM (EHEEFS0050K U
0060) AHY. WTFIADOFUMIZHLBEET 21 D00DEZE (EHEBS0070) NMERSNI-IGERENH D, BEROBRLINTI—DFEEHE (BEEV>—I TV
ARBELT) 8BTIEEEF. RELANILOATI)—] 2T o0RO0—TEHETHERAIREZTHY . BEITIEENIDODDTIL—TI2EFEHLNATILND
BEIX. THL—EVY ] #FERATRETHS,

ZORFEHNERORERTAERFICHALLIEETTHIERE. HEV— VI VARHERZELERT AL OIBITEREIRETHD. 120HI %5
ARTTY,

Sequence Submission description Related sequence Comment

0000 Original MAA application <none>

This is a continuation of the regulatory activity initiated in 0000 and so

0001 Day 121 Responses to questions on the original application 0000 the related sequence points to the beginning of that activity

0002 Day 181 Responses to further questions on the original 0000 This is a continuation of the regulatory activity initiated in 0000 and so
application the related sequence points to the beginning of that activity

0003 Letter of Undertaking (submission type: supplemental 0000 This is a continuation of the regulatory activity initiated in 0000 and so
information) the related sequence points to the beginning of that activity

L . s This is the beginning of a new regulatory activity and so no related

0004 Type Il variation for ‘Treatment of Pain’ indication <none> sequence is included

0005 Type Il variation for a change in manufacturing site <none> This is the beginning of a new regulatory activity and so no related
(Westferry) sequence is included

0006 Responses to questions on Type Il variation for ‘Treatment 0004 This is a continuation of the regulatory activity initiated in 0004 and so
of Pain’ indication the related sequence points to the beginning of that activity

0007 Responses to questions on Type Il variation for change in 0005 This is a continuation of the regulatory activity initiated in 0005 and so
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Sequence Submission description Related sequence Comment

manufacturing site (Westferry) the related sequence points to the beginning of that activity

Extension to introduce a new dosage form (iv solution) that
0008 amends information provided in the original application and <none>
the manufacturing change variation

This is the beginning of a new regulatory activity and so no related
sequence is included

Updated, agreed, product information taking into account 0004 This is the completion of the new indication (‘Treatment of Pain’)

0009 new indication (‘Treatment of Pain’) activity

00010 Updated, agreed product information for the iv formulation 0008 This is the completion of the new dosage form (iv solution) activity

FIRBHEFHOVWCIE, BULHBEDOEELZFERAIARNETHD, BEEBEE. EUED 21— L I1AKEICHIBPFEOREDHAZSEI 52 L, 1 DDORHI
FEEOIREY 4 SREIZIE. Tsupplemental-info GBINTEER) 1 & U Tcorrigendum (BTEE) | 2RI RS TEAEL, Thbld, YBEHEBICHITS
FOED—V I ARBIZH L TOAMERTRETH S,

FEENIELE lsupplemental-infol (&, LZBHIFENTETTEE T, TORDETODI—IV IV RARHTEICERATARETHS, BHIENIELE lcorrigendum]
(T, HFZRETBOTTRICHER BEFERKFR ZBETLIHM4KRICEVTOAFERIRETH D,

&1, 2. RU3IZ, CORADBIETRYT,
x1: hREFAXICE TS 4E MAA DFI

Sequence Submission Description Submission Type Related Sequence

number

0000 Initial MAA initial-maa none

0001 Validation update supplemental-info 0000

0002 Day 121 responses supplemental-info 0000

0003 Day 181 responses supplemental-info 0000

0004 Day 210 Agreed English product supplemental-info 0000
information

0005 Day 215 — translated product supplemental-info 0000
information

0006 Final translations of product supplemental-info 0000
information for Decision

0007 Correction of errors in Danish product | corrigendum 0000
information after Decision
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x2: PHEBEEAXICE TS 4E MAA DFI

Sequence Submission Description Submission Type Related Sequence
number
0000 Initial MAA initial-maa none
0001 Validation update supplemental-info 0000
0002 Day 106 responses supplemental-info 0000
0003 Day 180 responses supplemental-info 0000
0004 Day 210 Agreed English product supplemental-info 0000
information
= 3: EEDH
Sequence Submission Description Submission Type Related Sequence
number
0008 Variation for new indication of COPD var-type2 none
0009 Validation update supplemental-info 0008
0010 Responses to questions supplemental-info 0008

R4, BICEHERENGVHFEDOREL. BICHERENAHLHH

R4 FEOEERVEERHOERNO—E

BOBEICOVTHLRLELDTHS.

Submission Type Should Never Have A Should Always Have A
Related Sequence Related Sequence
initial-maa Yes
var-typela Yes
var-typelb Yes
var-type2 Yes
var-nat Yes
extension Yes
psur Yes
renewal Yes
supplemental-info Yes
fum Yes
specific-obligation Yes
asmf Yes
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Submission Type Should Never Have A Should Always Have A
Related Sequence Related Sequence
pmf Yes
referral Yes
annual-reassessment Yes
usr Yes
paed-article-29 Yes
paed-article-46 Yes
article-58 Yes
notification-61-3 Yes
transfer-ma Yes
corrigendum Yes
lifting-suspension Yes
withdrawal Yes
reformat Yes
rmp Yes

HiEDIEL lreformatl D{FEFREFI

WTFhDIGEE L HFEDIESE lreformat) 2FERAITRETHSD, CEE  2EBOBEI7+—< v MREEICIE, BHEEDTESRE supplemental-info]l #FRATRET
[THEW, ) BEE—IV I UORIBHIIFERLENI &
UTIZHIETRT,

Sequence Submission Description Submission Type Related Sequence
number

0000 Baseline of Modules 4 & 5 reformat None

0001 Variation for new indication of COPD var-type2 None

0002 Baseline of Module 3 reformat None

0003 Extension for 8mg tablet extension None
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18 1.2 : EEBEDER
NAED21—)L1ITOCHORELELZEZRDZLCIE. ABRHNEBEETHDS L EZHRTEDLFESR Ispecific (BH) 1| BdHd,

Element Attribute Description/Instructions Example Constraint Occurrence
specific Parent element for identifying the receiving country for a document or N/A Mandatory Repeatable
documents.
country The receiving country for the document(s) (or “common”) (see Appendix 2.1 uk Mandatory Unique
for full list of allowable values)

L=M>T. Tspecificl FERZHEITHEV 21—/l 1 DERIZEF,. ThENELIEICL - TEESNINBELL-BHOXEZELEEDDICENTESD,

CNODERZUTITRY :

e ml-O-cover (1.0Hh/N—L 4 —)

e mil-2-form (L2 +— L)

e mi1-3-2-mockup (132F®vHI 7w

e ml-3-3-specimen (1.3.3#&1%K)

e ml-3-4-consultation (134 MERBEHEEA LDV ILT—a )

e ml-3-5-approved (135 MBEICH N TT TICKDIRGEASDE R IER)
e ml-responses (BRMIcxtd 5E%E)

e ml-additional-data GBmMT—%4)

ik 1.3 : B IFHRESR DA

fm1-3-1-spc-label-pl] (&, TERFEE~DEH] ORHL 1.3.1 SPC I SRIKRERVHRFMXE (Labelling and Package Leaflet) 1 EXfIELTLVS, =
DERICEF, LTIZRT L2, HBEEROEE. XEL., RPERINLIEOHANEAREIZT 2ERDFER lpi-docl ZFERATEHENTES,

Element Attribute Description/Instructions Example Constraint Occurrence
pi-doc Parent element for identification of the type, language and country of one or N/A Mandatory Repeatable
more product information documents.
xml:lang The language that the product information is written in (see Appendix 2.2 for fr Mandatory Unique
allowable values).
type The type of product information document (see Appendix 2.3 for allowable combined Mandatory Unique
values).
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country

The receiving country for the product information (or “common”) be
(see Appendix 2.1 for full list of allowable values)

Mandatory

Unique

(162 : T 2—N1DOFT4 VI NY /T 74 VHEE

TALI M) /7710 EERK. COMRICEVNT, ROBHRESTRELTERSIND -

Sequential
number

change with each version of this appendix.

Each item in the table has a unique sequentially assigned reference number. These reference numbers can

Number CTD section number
Title CTD title
Element Element name in the EU Backbone

File/Directory

File/Directory name from ml/eu — should be relative path from eu/m1 e.g. 12-form/fr-form.pdf. This is consistent
with ICH standards. The file extension corresponds to the file type; i.e. the “pdf’ extension is only illustrative.

Comment

Comments

ROBAINERSND :

Codes* Definition

CcC Country Code, also referred to as the destination code as per Appendix 2.1
LL Local Language code as per Appendix 2.2

EXT File extension.

PIDOC Product Information Document identifier as per Appendix 2.3

VAR Variable component of the filename.

DDDD A sequence number made of 4 digits (e.g. 0000)

* = RBIZERATETI7FAIVBRRUET ALY FJRATIE, eCTDAHRICEL TIXFEFERAIRETHD, I— FADAKXFOFERIT, 2HOTERHS EE
EMRZRALTRIBEHDOATH S,
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Number

Title Module 1 EU
Element ml-eu
Directory m1l/eu
Comment Top level directory for the EU Module 1as per ICH eCTD Specification
Number
Title
Element
File m1l/eu/eu-regional.xml
Comment The EU Regional XML instance including the envelope information. Note that the operation attribute for the eu.regional.xml should
always be set to ‘new’.
Number 1.0
Title Cover Letter
Element m1-0-cover
Directory m1/eu/10-cover
Comment
Number
Title
Element
Directory m1/eu/10-cover/CC
Comment Always use the country directory at this level for all procedures even when only one file is submitted to only one country during the

lifecycle of the submission.
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Number

Title
Element
File m1/eu/10-cover/CC/CC-cover-VAR.EXT
Comment Filename for the Cover Letter composed of a fixed component “CC”", a fixed component “cover” and an optional variable component if
required (e.g. fr-cover-variationrationale.pdf). When only the cover letter is submitted in this directory the file name should be CC-
cover.pdf.
Single document correspondences e.g. Letter of Undertakings should be placed here.
Number
Title
Element
File m1/eu/10-cover/CC/CC-tracking-VAR.EXT
Comment Note that the tracking table required with MPR/DCP submissions should be located within a ‘common’ directory, with the filename
‘common-tracking-var.pdf'
In case of submissions of other procedure types the respective country code should be used, e.g. ema-tracking-var.pdf in case of a
centralised procedure or de-tracking-var.pdf in case of a national procedure with BfArM or PEI.
Number 1.2
Title Application Form
Element m1-2-form
Directory m1l/eu/12-form
Comment The Application Form refers to any form (new applications, applications for variations or renewals).
Number
Title
Element
Directory m1/eu/12-form/CC
Comment Always use the country directory at this level for all procedures even when only one file is submitted to only one country during the
lifecycle of the submission.
Number
Title
Element
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File m1/eu/12-form/CC/CC-form-VAR.EXT
Comment Filename for the Application Form composed of a fixed component “CC”, a fixed component “form” and an optional variable component
to be used if required (e.qg. fr-form-annex01.pdf, fr-form-proofpayment.pdf). When only the application form is submitted in this directory
the file name should be CC -form.pdf. Annexes that potentially apply to all EU countries should be placed in the ‘common’ sub-directory
(e.g. common-form-annex12.pdf, common-form-pheurcertificate.pdf). The variable component, if used, should be a logical name and
should be added without spaces
Supportive documents, which are not part of any M2-5 section or Response to Questions, should be placed here.
Any updates to documents originating from M2-5 should replace the outdated version in its original location in M2-5. Supportive
documents submitted as answers to questions should be placed in Module 1 Responses to Questions (see line 66-68).
10 Number 1.3
Title Product Information
Element m1-3-pi
Directory m1/eu/13-pi
Comment General placeholder for Product Information
11 Number 1.3.1
Title SmPC, Labelling and Package Leaflet
Element m1-3-1-spc-label-pl
Directory m1/eu/13-pi/131-spclabelpl
Comment General placeholder for SmPC, Labelling, Package Leaflet or Combined PI
12 Number
Title
Element
Directory m1/eu/13-pi/131-spclabelpl/CC
Comment Always use the country directory at this level for all procedures even when only one file is submitted to only one country during the
lifecycle of the submission.
13 Number
Title
Element
Directory m1/eu/13-pi/131-spclabelpl/CC/LL
Comment Always use a language directory at this level during the lifecycle of the submission. See Row 13 for an example.
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14 Number
Title
Element
File m1/eu/13-pi/131-spclabelpl/CC/LL/CC-PIDOC-VAR.EXT
Comment Filename for the spc-label-pl document composed by a fixed component “CC”, a fixed component “PIDOC” as per table of Appendix 2.3
and an optional variable component to be used if needed (e.g. m1/eu/13-pi/131-spclabelpl/ema/de/ema-combined-tabletl0mgde.pdf).
15 Number 1.3.2
Title Mock-up
Element m1-3-2-mockup
Directory m1/eu/13-pi/132-mockup
Comment
16 Number
Title
Element
Directory m1/eu/13-pi/132-mockup/CC
Comment Always use the country directory at this level for all procedures even when only one file is submitted to only one country during the
lifecycle of the submission.
17 Number
Title
Element
File m1/eu/13-pi/132-mockup/CC/CC-mockup-VAR.EXT
Comment Filename for the mock-up document composed by a fixed component “CC”, a fixed component “mockup” and an optional variable

component to be used if needed. (e.g. fr-mockup-tabletlOmgouter.pdf).
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18 Number 1.3.3
Title Specimen
Element m1-3-3-specimen
Directory m1/eu/13-pi/133-specimen
Comment
19 Number
Title
Element
Directory m1/eu/13-pi/133-specimen/CC
Comment Always use the country directory at this level for all procedures even when only one file is submitted to only one country during the
lifecycle of the submission.
20 Number
Title
Element
File m1/eu/13-pi/133-specimen/CC/CC-specimen-VAR.EXT
Comment Filename for the list of physical specimens provided with the submission composed by a fixed component “CC”, a fixed component
“specimen” and an optional variable component to be used if needed. (e.g. fr-specimen.pdf).
21 Number 1.34
Title Consultation with Target Patient Groups
Element m1-3-4-consultation
Directory m1/eu/13-pi/134-consultation
Comment
22 Number
Title
Element
Directory m1/eu/13-pi/134-consultation/CC
Comment Always use the country directory at this level for all procedures even when only one file is submitted to only one country during the

lifecycle of the submission.
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23 Number
Title
Element
File m1/eu/13-pi/134-consultation/CC/CC-consultation-VAR.EXT
Comment Filename for the results of assessments carried out in cooperation with target patient groups on the package leaflet, composed by a fixed
component “CC”", a fixed component “consultation” and an optional variable component to be used if needed. (e.g. consultation-
tabletlOmgpl.pdf).
24 Number 135
Title Product Information already approved in the Member States
Element m1-3-5-approved
Directory m1/eu/13-pi/135-approved
Comment
25 Number
Title
Element
Directory m1/eu/13-pi/135-approved/CC
Comment Always use the country directory at this level for all procedures even when only one file is submitted.
26 Number
Title
Element
File m1/eu/13-pi/135-approved/CC/CC-approved-VAR.EXT
Comment Filename for the approved Product Information document composed by a fixed component “CC”, a fixed component “approved” and an
optional variable component to be used if needed. The “CC” prefix should be used for the country receiving the submission, not the
country where the product information is already approved (e.g. when submitting a dossier in France, where Product Information has
been approved in Poland, the file name would be (e.qg. fr-approved-poland.pdf or fr-approved-polandmanumber.pdf).
27 Number 1.3.6
Title Braille
Element m1-3-6-braille
Directory m1/eu/13-pi/136-braille
Comment
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28 Number
Title
Element
File m1/eu/13-pi/136-braille/braille-VAR.EXT
Comment Filename for the Braille information is composed by a fixed component “braille” and an optional variable component to be used if needed.
(e.g. braille.pdf).
29 Number 1.4
Title Information about the Experts
Element m1l-4-expert
Directory m1l/eu/14-expert
Comment General placeholder for Expert Information.
30 Number 141
Title Quality
Element m1-4-1-quality
Directory m1l/eu/14-expert/141-quality
Comment General placeholder for quality information.
31 Number
Title
Element
File ml/eu/14-expert/141-quality/quality-VAR.EXT
Comment Filename for the quality expert document composed by a fixed component “quality” and an optional variable component to be used if
needed. (e.g. quality.pdf).
32 Number 142
Title Non-Clinical
Element m1-4-2-non-clinical
Directory m1l/eu/14-expert/142-nonclinical
Comment General placeholder for non-clinical information.
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33 Number
Title
Element
File m1/eu/14-expert/142-nonclinical/nonclinical-VAR.EXT
Comment Filename for the non-clinical expert document composed by a fixed component “nonclinical” and an optional variable component to be
used if needed. (e.g. nonclinical.pdf).
34 Number 143
Title Clinical
Element m1-4-3-clinical
Directory m1l/eu/14-expert/143-clinical
Comment General placeholder for clinical information.
35 Number
Title
Element
File ml/eu/14-expert/143-clinical/clinical-VAR.EXT
Comment Filename for the clinical expert document composed by a fixed component “clinical” and an optional variable component to be used if
needed. (e.g. clinical.pdf).
36 Number 15
Title Specific Requirements for Different Types of Applications
Element m1-5-specific
Directory m1l/eu/15-specific
Comment General placeholder for Specific Information.
37 Number 151
Title Information for Bibliographical Applications
Element m1-5-1-bibliographic
Directory m1/eu/15-specific/151-bibliographic
Comment General placeholder for bibliographical applications.

32




38 Number
Title
Element
File m1/eu/15-specific/151-bibliographic/bibliographic-VAR.EXT
Comment Filename for the specific bibliographic submission information composed by a fixed component “bibliographic” and an optional variable
component to be used if needed. (e.g. bibliographic.pdf).
39 Number 15.2
Title Information for Generic, ‘Hybrid’ or Bio-similar Applications
Element m1-5-2-generic-hybrid-biosimilar
Directory m1/eu/15-specific/152-generic-hybrid-bio-similar
Comment General placeholder for generic, ‘hybrid’ or bio-similar applications.
40 Number
Title
Element
File m1/eu/15-specific/152-generic-hybrid-bio-similar/generic-VAR.EXT or m1/eu/15-specific/152-generic-hybrid-bio-similar/hybrid-VAR.EXT
or m1/eu/15-specific/152-generic-hybrid-bio-similar/biosimilar-VAR.EXT
Comment Filename for the specific generic, hybrid or bio-similar submission information composed by a fixed component “generic” or “hybrid” or
“biosimilar”, and an optional variable component to be used if needed (e.g. generic.pdf).
41 Number 153
Title (Extended) Data/Market Exclusivity
Element m1-5-3-data-market-exclusivity
Directory m1l/eu/15-specific/153-data-market-exclusivity
Comment General placeholder for (extended) data/market exclusivity.
42 Number
Title
Element
File m1/eu/15-specific/153-data-market-exclusivity/datamarketexclusivity-VAR.EXT
Comment Filename for the data / market exclusivity composed of a fixed component “datamarketexclusivity” and an optional variable component to

be used if needed (e.g. datamarketexclusivity.pdf).
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43 Number 154
Title Exceptional Circumstances
Element m1-5-4-exceptional-circumstances
Directory m1/eu/15-specific/154-exceptional
Comment General placeholder for marketing authorisation granted under exceptional circumstances.
44 Number
Title
Element
File m1/eu/15-specific/154-exceptional/exceptional-VAR.EXT
Comment Filename for marketing authorisation granted under exceptional circumstances, composed of a fixed component “exceptional” and an
optional variable component to be used if needed (e.g. exceptional.pdf).
45 Number 155
Title Conditional Marketing Authorisation
Element m1-5-5-conditional-ma
Directory m1/eu/15-specific/155-conditional-ma
Comment General placeholder for conditional marketing authorisation.
46 Number
Title
Element
File m1/eu/15-specific/155-conditional-ma/conditionalma-VAR.EXT
Comment Filename for conditional marketing authorisation, composed of a fixed component “conditionalma” and an optional variable component to
be used if needed (e.g. conditionalma.pdf).
47 Number 1.6
Title Environmental Risk Assessment
Element m1-6-environrisk
Directory m1/eu/16-environrisk
Comment General placeholder for Environmental Risk Assessment.
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48 Number 1.6.1
Title Non-GMO
Element m1-6-1-non-gmo
Directory m1/eu/16-environrisk/161-nongmo
Comment General placeholder for non-GMO.
49 Number
Title
Element
File m1/eu/16-environrisk/161-nongmo/nongmo-VAR.EXT
Comment Filename for the environmental risk assessment non-GMO composed by a fixed component “nongmo” and an optional variable
component to be used if needed. (e.g. nongmo.pdf).
50 Number 1.6.2
Title GMO
Element m1-6-2-gmo
Directory m1/eu/16-environrisk/162-gmo
Comment General placeholder for GMO.
51 Number
Title
Element
File ml/eu/16-environrisk/162-gmo/gmo-VAR.EXT
Comment Filename for the environmental risk assessment GMO-composed by a fixed component “gmo” and an optional variable component to be
used if needed (e.g. gmo.pdf).
52 Number 1.7
Title Information relating to Orphan Market Exclusivity
Element m1-7-orphan
Directory m1l/eu/17-orphan
Comment General placeholder for Orphan Market Exclusivity information.
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53 Number 1.7.1
Title Similarity
Element m1-7-1-similarity
Directory m1l/eu/17-orphan/171-similarity
Comment General placeholder for information on similarity with authorised orphan product.
54 Number
Title
Element
File m1l/eu/17-orphan/171-similarity/similarity-VAR.EXT
Comment Filename for the information on similarity composed by a fixed component “similarity” and an optional variable component to be used if
needed.
55 Number 1.7.2
Title Market Exclusivity
Element m1-7-2-market-exclusivity
Directory m1l/eu/17-orphan/172-market-exclusivity
Comment General placeholder for information on market exclusivity.
56 Number
Title
Element
File ml/eu/17-orphan/172-market-exclusivity/marketexclusivity-VAR.EXT
Comment Filename for information on market exclusivity composed by a fixed component “marketexclusivity” and an optional variable component
to be used if needed.
57 Number 1.8
Title Information relating to Pharmacovigilance
Element m1-8-pharmacovigilance
Directory m1/eu/18-pharmacovigilance
Comment General placeholder for information on pharmacovigilance.
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58 Number 1.8.1
Title Pharmacovigilance System
Element m1-8-1-pharmacovigilance-system
Directory m1/eu/18-pharmacovigilance/181-phvig-system
Comment General placeholder for information on pharmacovigilance system.
59 Number
Title
Element
File m1/eu/18-pharmacovigilance/181-phvig-system/phvigsystem-VAR.EXT
Comment Filename for information on pharmacovigilance system composed by a fixed component “phvigsystem” and an optional variable
component to be used if needed.
60 Number 1.8.2
Title Risk-management System
Element m1-8-2-risk-management-system
Directory m1/eu/18-pharmacovigilance/182-riskmgt-system
Comment General placeholder for information on risk management system.
61 Number
Title
Element
File m1/eu/18-pharmacovigilance/182-riskmgt-system/riskmgtsystem-VAR.EXT
Comment Filename for information on pharmacovigilance system composed by a fixed component “riskmgtsystem” and an optional variable
component to be used if needed.
62 Number 1.9
Title Information relating to Clinical Trials
Element m1-9-clinical-trials
Directory m1/eu/19-clinical-trials
Comment General placeholder for information on clinical trials.
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63 Number
Title
Element
File m1/eu/19-clinical-trials/clinicaltrials-VAR.EXT
Comment Filename for information on clinical trials composed by a fixed component “clinicaltrials” and an optional variable component to be used if
needed.
64 Number 1.10
Title Information relating to Paediatrics
Element m1-10-paediatrics
Directory m1/eu/110-paediatrics
Comment General placeholder for information on paediatrics.
65 Number
Title
Element
Directory m1/eu/110-paediatrics/paediatrics-VAR.EXT
Comment Filename for information on paediatrics composed by a fixed component “paediatrics” and an optional variable component to be used if
needed.
66 Number
Title Responses to Questions
Element m1l-responses
Directory m1l/eu/responses
Comment
67 Number
Title
Element
Directory ml/eu/responses/CC
Comment Always use the country directory at this level for all procedures even when only one file is submitted to only one country during the

lifecycle of the submission.
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68 Number
Title
Element
File m1l/eu/responses/CC/CC-responses-VAR.EXT
Comment Filename for responses to questions composed by a fixed component “CC”", a fixed component “responses” and an optional variable
component to be used if needed (e.g. be-responses.pdf).
69 Number
Title Additional Data
Element m1l-additional-data
Directory m1l/eu/additional-data
Comment The 'Additional Data’ section should only be used for information required for National, MR and Decentralised Procedures; it is therefore
not generally applicable for the Centralised Procedure, other than for justifications for active substances..
70 Number
Title
Element
Directory m1/eu/additional-data/CC
Comment Always use the country directory at this level for all procedures even when only one file is submitted to only one country during the
lifecycle of the submission.
71 Number
Title
Element
File m1/eu/additional-data/CC/CC-additionaldata-VAR.EXT
Comment Filename for additional information requested composed by a fixed component “CC”", a fixed component “additionaldata” and an optional

variable component to be used if needed (e.g. be-additionaldata-yellowpink.pdf).

Supporting data for variations should be not be placed in this section; wherever possible they should be placed in the relevant CTD
section, primarily within Module 3 ‘Quality’ and Module 1 (1.3.1) ‘Summary of Product Characteristics, Labelling and Package Leaflet'.
Where documents cannot be assigned to specific CTD-defined locations, then they should be attached to the 1.2 Application Form. The
same approach should be used for renewals. Additionally see comments in row no 9.

The 'Additional Data’ section should only be used for information required for country specific information/documentation for National, MR
and Decentralised Procedures; it is not applicable for the Centralised Procedure, other than for justifications for active substances.
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72

Number

Title

Element

Directory

m1/eu/util

Comment

Additional folder to hold utility files used in EU Region only.

73

Number

Title

Element

Directory

m1/eu/util/dtd

Comment

Additional folder to hold DTD files used in EU Region only.

74

Number

Title

Element

Directory

util/dtd

Comment

ICH specified location for eCTD DTD files.

75

Number

Title

Element

Directory

util/style

Comment

ICH specified location for eCTD style-sheet files. The style-sheet to be used should be the most recent version, which is always
published as part of the specification package for download.

Note that the XML instance can only point to one style-sheet and that referencing a customised style-sheet will effectively prevent the
agency using the official one. It is therefore recommended not to submit customised style-sheets.
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8% 2.1 : =t a—F
XKENDHFE., #fF%a— FIX 1ISO-3166-1-alpha-2 I —FTHY . ALEHTIEEE TEa—FK
(Country Code) | XI& CCy EFFIEN TNV,

Code Destination Comment

at Austria ISO-3166-1-alpha-2 code

be Belgium ISO-3166-1-alpha-2 code

bg Bulgaria ISO-3166-1-alpha-2 code
This is not an ISO code, but should be used to identify
documents that are potentially applicable to all EU countries,

common All countries irrespective of whether they are participating in the procedure

or not

cy Cyprus ISO-3166-1-alpha-2 code

cz Czech Republic ISO-3166-1-alpha-2 code

de Germany ISO-3166-1-alpha-2 code

dk Denmark ISO-3166-1-alpha-2 code

ee Estonia ISO-3166-1-alpha-2 code

el Greece This is not an ISO code, but sh'ould be usgd as per guidance
for application forms in the Notice to Applicants

ema EMA This is not an ISO code, but ;hould be used for files that apply

to all countries in the Centralised Procedure.

es Spain ISO-3166-1-alpha-2 code

fi Finland ISO-3166-1-alpha-2 code

fr France ISO-3166-1-alpha-2 code

hr Croatia ISO-3166-1-alpha-2 code

hu Hungary ISO-3166-1-alpha-2 code

ie Ireland ISO-3166-1-alpha-2 code

is Iceland ISO-3166-1-alpha-2 code

it Italy ISO-3166-1-alpha-2 code

li Liechtenstein ISO-3166-1-alpha-2 code

It Lithuania ISO-3166-1-alpha-2 code

lu Luxembourg ISO-3166-1-alpha-2 code

Iv Latvia ISO-3166-1-alpha-2 code

mt Malta ISO-3166-1-alpha-2 code

nl Netherlands ISO-3166-1-alpha-2 code

no Norway ISO-3166-1-alpha-2 code

pl Poland ISO-3166-1-alpha-2 code

pt Portugal ISO-3166-1-alpha-2 code

ro Romania ISO-3166-1-alpha-2 code

se Sweden ISO-3166-1-alpha-2 code

Si Slovenia ISO-3166-1-alpha-2 code

sk Slovakia ISO-3166-1-alpha-2 code

uk United Kingdom This is not an ISO country code, but should be used as per

guidance for application forms in the Notice to Applicants
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Code Language
bg Bulgarian
Ccs Czech
da Danish
de German
el Greek
en English
es Spanish
et Estonian
fi Finnish
fr French
hr Croatian
hu Hungarian
is Icelandic

it Italian

It Lithuanian
Iv Latvian
mt Maltese

nl Dutch
no Norwegian
pl Polish

pt Portuguese
ro Romanian
sk Slovakian
sl Slovenian
SV Swedish

f18% 2.3 : SPC, F~NVERR, KO XED 7 7 4 VAT

PI DOC Description
spc Summary of Product Characteristics
annex2 Annex Il
outer Outer Packaging
interpack Intermediate Packaging*
impack Immediate Packaging
other Other product information
pl Package Leaflet
Single text file incorporating the following documents:
combined spc + annex2 + outer + interpack + impack + other + pl, in this sequence as

applicable for the Centralised Procedure. Only one file per language is required.
‘Combined’ means presented as one document.
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8% 2.4 : BHIL /DO 2 — FR UL

Heads of Medicines Agency™ = 744 k (http:/www.hma.eu) THEINTWSRFLBEN—E%
LUTFDORIZIRT, EUEDa—IL 1 XML 74 ILATIE, RHEZBHI— F (Agency Code) #fEE L

TEAYT %,
Country Agency |Human/Vet Agency Name
Code (H/V)*
Austria - BASG-Federal Office for Safety in Health Care
Austria AT-AGES H/V (AGES-PharmMed LCM)
Belgium - Agence Fédérale des Médicaments et des
Belgium BE-FAMHP H/V Produits de Santé
Bulgaria BG-BDA H Bulgaria - Bulgarian Drug Agency
HR- Croatia — Agency for Medicinal Products and Medical
Croatia HALMED H Devices of Croatia
Cyprus CY-PHS H/V Cyprus - Pharmaceutical Services, Ministry of Health
Czech Rep. | CZ-SUKL H Czech Rep - State Institute for Drug Control
Denmark DK-DHMA H/V Denmark - Danish Health and Medicines Authority
Estonia EE-SAM H/V Estonia - State Agency of Medicines
EU EU-EMA H/V EMA - European Medicines Agency
Finland FI-FIMEA H/V Finland - Finnish Medicines Agency
France - ANSM - Agence nationale de sécurité du
France FR-ANSM H médicament et des produits de santé
Germany - BfArM - Bundesinstitut fur Arzneimittel und
DE-BFARM H Medizinprodukte
Germany — PEI - Paul-Ehrlich Institut, Bundesinstitut fur
Germany DE-PEI H/V Impfstoffe und biomedizinische Arzneimittel
Greece EL-EOF H/V Greece - EOF - National Drug Organisation
Hungary HU-OGYI H Hungary - National Institute of Pharmacy
Iceland IS-IMCA H/V Iceland - Icelandic Medicines Control Agency
Ireland IE-IMB H/V Ireland - Irish Medicines Board
Italy IT-AlIFA H Italy - Agenzia Italiana del Farmaco
Latvia LV-ZVA H/V Latvia - State Agency of Medicines
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http://www.hma.eu/

Liechtenstein - Kontrollstelle fir Arzneimittel beim Amt fir

Liechtenstein LI-LLV H/V Lebensmittelkontrolle und Veterindrwesen
Lithuania LT-SMCA H Lithuania - State Medicines Control Agency
LU- Luxembourg - Direction de la Santé Villa Louvigny Division
Luxembourg | MINSANT H/V de la Pharmacie et des Medicaments
MT- Malta - Medicines Authority Divizjoni Tas-Sahha Bezzjoni
Malta MEDAUTH H Ghar-Regolazzjoni Tal-Medicini
Netherlands - College ter Beoordeling van
Netherlands | NL-MEB H/V Geneesmiddelen Medicines Evaluation Board
Norway NO-NOMA H/V Norway - The Norwegian Medicines Agency
Poland - Office for Registration of Medicinal Products,
Poland PL-URPL H/V Medical Devices and Biocidal Products
PT- Portugal - INFARMED - Instituto Nacional da Farmacia e
Portugal INFARMED H/V do Medicamento Pargue da Saude de Lisboa
RO- Romania- National Agency for Medicines and Medical
Romania ANMMD H/V Devices
Slovak Rep. | SK-SIDC H Slovak Rep - State Institute for Drug Control
Slovenia - Javna agencija Republike Slovenije za zdravila
Slovenia SI-JAZMP H/V in medicinske pripomocke
Spain - Agencia Espafiola de Medicamentos y Productos
Spain ES-AEMPS H/V Sanitarios
Sweden SE-MPA H/V Sweden - Medical Products Agency
United
Kingdom UK-MHRA H Medicines and Healthcare products Regulatory Agency

*CTD &, £ FAEFEROEERFTAIZAFICIH L TOAERIND,
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463 : EUEY=2—1 1 BIZEY=2—1{k L7 DTD
eu-regional.dtd

<l--
PUBLIC "-//EU//DTD eCTD EU Backbone 2.0//EN"
In the eCTD File Organisation: "util/dtd/eu-regional.dtd"

August 2009
Contributors:
ANSM (Aziz Diop)
EMA (Laurent Desqueper)
MEB (C.A. van Belkum)
February 2013

Contributors:
EMA (Antonios Yfantis)

Meaning or value of the suffixes:

? I element must appear O or 1 time
* - element must appear O or more time
+ : element must appear 1 or more times

<none>: element must appear once and only once
-2

<!-- General declarations, external modules
references. . ... ..o -
<IENTITY % countries

"(at]be|bg]common]cy|cz]de|dk]ee]el|es]ema]fi|fr]hr]hu]ie]is]it]li]l

t]lu]lvimtnlno|pl]pt]ro]se|si|sk]uk)'™>
<IENTITY % Banguages

“"(bglcs|dalde]el]en]es|et]fi|fr]hr]hu]is]it]it]ivmt|nl]no]pl]pt]ro]

sk]sl]sv)'">
<IENTITY % Beaf-node "(( leaf | node-extension )*)">

<IENTITY % envelope-modulle SYSTEM "eu-envelope.mod” >
%envelope-module;

<IENTITY % leaf-module SYSTEM "‘eu-leaf.mod" >
%leaf-module;

<IELEMENT specific (
%leaf-node;
)>
<IATTLIST specific
country %countries; #REQUIRED
>
<IELEMENT pi-doc (
%leaf-node;
)>
<IATTLIST pi-doc
xml:lang %languages; #REQUIRED
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type (spclannex2]outer| interpack] impack|other|pl|combined)
#REQUIRED
country %countries; #REQUIRED

>
<l-- Root
element . . . o e e e e e e e e e -

<ITELEMENT eu:eu-backbone (
eu-envelope,

ml-eu
)>
<IATTLIST eu:eu-backbone
xmIns:eu CDATA #FIXED "http://europa.eu.int”
xmIns:xlink CDATA #FIXED "http://www.w3c.org/1999/xlink"
xml z lang CDATA #IMPLIED
dtd-version CDATA #FIXED 2.0"
>
<l--
s>

<IELEMENT ml-eu (
ml-0O-cover,
ml-2-fForm?,
ml-3-pi?,
ml-4-expert?,
ml-5-specific?,
ml-6-environrisk?,
ml-7-orphan?,
ml-8-pharmacovigilance?,
ml-9-clinical-trials?,
ml-10-paediatrics?,
ml-responses?,
ml-additional-data?

-2
<ITELEMENT ml-0-cover (
specific+

—-—>
<ITELEMENT ml-2-form (
specific+

-—>
<VTELEMENT m1-3-pi (
ml-3-1-spc-label-pl?,
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ml-3-2-mockup?,
ml-3-3-specimen?,
ml-3-4-consultation?,
ml-3-5-approved?,
ml-3-6-braille?

>

<ITELEMENT ml1-3-1-spc-label-pl (
pi-doc+

>

<IELEMENT m1-3-2-mockup (
specific+

)>

<IELEMENT m1-3-3-specimen (
specific+

>

<IELEMENT ml1-3-4-consultation (
specific+

)>

<IELEMENT m1-3-5-approved (
specific+

)>

<IELEMENT ml1-3-6-braille (
Wleaf-node;

)>

——

<IELEMENT ml-4-expert (
ml-4-1-quality?,
ml-4-2-non-clinical?,
ml-4-3-clinical?

)>

<IELEMENT ml-4-1-quality %leaf-node;>

<VTELEMENT ml-4-2-non-clinical %leaf-node;>

<VTELEMENT ml-4-3-clinical %leaf-node;>

<l_—
s

<IELEMENT ml1-5-specific (
ml-5-1-bibliographic?,
ml-5-2-generic-hybrid-bio-similar?,
ml-5-3-data-market-exclusivity?,
ml-5-4-exceptional-circumstances?,
ml-5-5-conditional-ma?

)>

<IELEMENT ml1-5-1-bibliographic %leaf-node;>
<IELEMENT ml1-5-2-generic-hybrid-bio-similar %leaf-node;>
<IELEMENT ml1-5-3-data-market-exclusivity %leaf-
node;>

<ITELEMENT ml-5-4-exceptional-circumstances %leaf-node;>
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<IELEMENT ml-5-5-conditional-ma %leaf-node;>

<ITELEMENT ml-6-environrisk (
(m1-6-1-non-gmo | ml-6-2-gmo)?

>

<IELEMENT  ml1l-6-1-non-gmo %leaf-node;>

<IELEMENT  ml1l-6-2-gmo %leaf-node;>

<I--

_s e

<ITELEMENT ml-7-orphan (
ml-7-1-similarity?,
ml-7-2-market-exclusivity?
)>
<IELEMENT ml-7-1-similarity %leaf-node;>
<IELEMENT  ml-7-2-market-exclusivity %leaf-node;>

<IELEMENT ml1-8-pharmacovigilance (
ml-8-1-pharmacovigilance-system?,
ml-8-2-risk-management-system?

)>

<IELEMENT ml1-8-1-pharmacovigilance-system %leaf-node;>

<IELEMENT  ml1-8-2-risk-management-system %leaf-node;>

<l--

s

<IELEMENT ml1-9-clinical-trials %leaf-node;>

-—>

-—>
<IELEMENT ml-responses (
specific+

<IELEMENT ml-additional-data (
specific+

)>
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eu-envelope.mod

<l--
In the eCTD File Organisation: "util/dtd/eu-envelope.mod"

Version 1.4
February 2009

Contributors:
ANSM (Aziz Diop)
EMA (Laurent Desqueper)
MEB (C.A. van Belkum)

Version 2.0
February 2013

Contributors:
EMA (Antonios Yfantis)

-—>
<IELEMENT eu-envelope (
envelope+

>

<IELEMENT envelope (
submission,
applicant,
agency,
procedure,
invented-name+,
inn*,
sequence,
related-sequence*,
submission-description

)>

<l--

-2

<IELEMENT submission ( number?, tracking ) >
<IELEMENT tracking ( number+ )>
<IELEMENT number ( #PCDATA )>
<IELEMENT applicant ( #PCDATA )>
<IELEMENT agency EMPTY>
<IELEMENT procedure EMPTY >
<IELEMENT invented-name ( #PCDATA )>
<IELEMENT inn ( #PCDATA )>
<IELEMENT sequence ( #PCDATA )>

<IELEMENT related-sequence ( #PCDATA )>
<IELEMENT submission-description ( #PCDATA )>
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——>
<IATTLIST submission

type ( initial-maa | var-typela | var-typelb | var-type2 | var-nat
| extension | psur | renewal | supplemental-info | fum | specific-
obligation | asmf | pmF | referral | annual-reassessment | usr |
paed-article-29 | paed-article-46 | article-58 | notification-61-3 |
transfer-ma | corrigendum | lifting-suspension | withdrawal |
reformat | rmp ) #REQUIRED

mode ( single | grouping | worksharing ) #IMPLIED

-—>

<IATTLIST agency

code ( AT-AGES | BE-FAMHP | BG-BDA | CY-PHS | CZ-SUKL | DE-BFARM |
DE-PEI | DK-DKMA | EE-SAM | EL-EOF | ES-AEMPS | FI-FIMEA | FR-ANSM |
HR-HALMED | HU-OGYI | IE-IMB | IS-IMCA | IT-AIFA | LI-LLV | LT-SMCA
| LU-MINSANT | LV-ZVA | MT-MEDAUTH | NL-MEB | NO-NOMA | PL-URPL |
PT-INFARMED | RO-ANMMD | SE-MPA | SI1-JAZMP | SK-SIDC | UK-MHRA | EU-
EMA ) #REQUIRED>

<IATTLIST procedure
type (
centralised

| national

| mutual-recognition
| decentralised
) #REQUIRED
>

-—>
<IENTITY % env-countries

"(at]be|bg]cy|cz|de]ldk]ee]el |ema]es|Ti|fr|hr]hu]ie]is|it]li]it]lu]lv
[mtlnl|no|pl]pt]ro]se|si]|sk]juk)'>

-—>
<IATTLIST envelope country %env-countries; #REQUIRED >

<l 44+ —=>
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eu-leaf.mod

<l--
In the eCTD File Organisation: "util/dtd/eu-leaf.mod"

Version 1.4
August 2009

Contributors:
ANSM (Aziz Diop)
EMA (Laurent Desqueper)
MEB (C.A. van Belkum)

This is based on ich-ectd-3-2.dtd;

IT the ich-ectd.dtd is modularized, this one could be replaced.
Hence, one i1s certain that the common and EU leaf are the same.
—-—>

->
<IELEMENT node-extension (title, (leaf | node-extension)+)>
<IATTLIST node-extension

ID ID #IMPLIED

xml:lang CDATA #IMPLIED

->

<IENTITY % show-list " (new | replace | embed | other | none) ">
<IENTITY % actuate-list " (onLoad | onRequest | other | none) ">
<IENTITY % operation-list " (new | append | replace | delete) ">
<IENTITY % leaf-element " (title, link-text?) ">

<IENTITY % leaf-att *©

ID ID #REQUIRED
application-version CDATA #IMPLIED
version CDATA #IMPLIED
font-library CDATA #IMPLIED
operation %operation-list; #REQUIRED
modified-file CDATA #IMPLIED
checksum CDATA #REQUIRED
checksum-type CDATA #REQUIRED
keywords CDATA #IMPLIED
xmIns:xlink CDATA #FI1XED
“http://www._w3c.org/1999/x1ink™

xlink:type CDATA #FIXED “simple™
xlink:role CDATA #IMPLIED
xlink:href CDATA #IMPLIED
x1ink:show %show-list; #IMPLIED
xlink:actuate %actuate-list; #IMPLIED
xml : lang CDATA #IMPLIED
">

<IELEMENT leaf %leaf-element;>
<IATTLIST leaf
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Wleaf-att;
>
<IELEMENT title (#PCDATA)>
<IELEMENT link-text (#PCDATA | xref)*>

<IELEMENT xref EMPTY>
<IATTLIST xref
ID ID #REQUIRED
xmIns:xlink CDATA #FIXED "http://www.w3c.org/1999/xlink"
xlink:type CDATA #FIXED "'simple™
xlink:role CDATA #IMPLIED
xlink:title CDATA #REQUIRED
xlink:href CDATA #REQUIRED
xlink:show %show-list; #IMPLIED

xlink:actuate %actuate-list; #IMPLIED
>

<l—— 44+ ——>
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