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What is CTD? “
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The Common Technical Document (CTD) is a set of
specification for application file for the registration of
Medicines and designed to be used across |Europe,
Japan and the United States:] C@ﬂ(llp’(d.[‘ttob.rﬂ_;f'l-f‘% dids

It is an internationally agreed format for the
preparation of applications regarding new drugs
intended to be submitted to regional regulatory
authorities in participating countries.
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In July 2003, the CTD beéame (t%emandatorl foér%U]g? o

for new drug applications in th\é“_EU‘a‘_n‘dPJapan, and the
strongly recommended format of choice for NDAs
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\Je It has facilitated the regulatory review processes

A It has eliminated the need to reformat the information for
submission to the different ICH regulatory authorities

3]« It facilitated simultaneous submission in three region:s.

‘l]- It led to harmonised[electronic submission]that, in turn, enabled

implementation of good review practices. S o
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Organization of CTD
SMOSLLJQSO eMexd] (,.Li_,

* Module 1: Administrative Information = Tnformafi = . -
b\ CTE) D\ Qb s _paY ié._)lc
* Module 2: CTD summaries -~ UWORSS i, 4[;: ‘
e LS <
* Module 3: Quality '

Module 4: Nonclinical study reports / :
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Module 5: Clinical study reports

Module2 /S

Vs

- TY Ovef,
- —I 7 L/ STMAry
(_r.gu JA' b:

yy, FpA b 2
st i dd't‘ )\ . Noactinical f ~ "‘v
(_)B-aﬂ_/ &E‘”J (J:"D [5‘-*3) (}r Q_‘,.gg{' ﬁ ()r . @ ‘ :r:o‘oy(:;m‘n ;f Y;YUJL"/ _,_’;) 4’7-19/%\

The CTD triangle, The Common Technical Document is organized into five modules. Module 1is o
region specificand modules 2, 3,4 and § are intended to be common for all regions.
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CTD Structure W Module 1: NOT

Harmonizes organization _ Part of the CTD -
of information, not content Module 1 content dgtermmed
Label by authority of
_/  country/region of

/ Module2 <
/ TOC21and Inr022

application

Module 2 Nonclinical Clinical Mod
: . ule 2-5
Overview Overview “The
24 25 CTD"
Nonclinical
Written and Clinical
Tabulated Summary
Summarj 2.7

2

Module 5
Clinical

Reports

CTD Structure W Module 1: NOT
Harmonizes organization - Part of the CTD -
of information, not content Module 1 content determined
Label by authority of
' country/region of

Module 2

application

Module 2 Clinical

rview Overview Module 2-5

“The
CcTD"”

Nonclinical
Written and Clinical
Tabulated Summary
Summaries 2.7
2.6

Module 3 Module 4 Module 5
Quality Nonclinical Clinical
L Reports | Reports /|
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. Organization of CTD Drug ; Man faddure
f maﬁl"ﬁ 12 g&'fk Le Lo oy cerhiticale J12 DATA Jldgdbouj“ e P
'”'{;Ymathom Module 1: Administrative Information and Prescribing Information

* This module should contain documents specific to each region;
° e.g. L) 44 it c2 ¥l FDA )\Q\QJ.L;UJL

« application forms ‘ﬁ(ﬂ‘@&wogls&» AV g @els

e the proposeq_lziedl for use’in the region.

sls b o . * The content and format of this module can be specified by the
' relevant regulatory authorities.
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Organization of CTD

Module 1: JFDA Requirements (www.jfda.jo F1/RDP-3/2011)

1.0 Cover Letter. Olashall ar MW’ uc)—rdU Manuhadtuers, ¢ye );hf(::fo’)
1.1 Comprehensive Table of Contents (Module 2-5). —T>
2
1.2 Application Forms (JFDA forms): T<ble 2 df}
. o Pt Sl Il I

1.2.1 |Check List (F1/RDP-3/2011) L\ /5Ll F o
1.2.2 Drug Registration form ( LF 4-RDP-7\2008)\912>(5"()_&:44*?:> (‘)‘b—-
1.2.3  |Technical Committee Form (F2/RDP-7\2008 )(5 copies)*¥ webs)#kw)” 2/ ¢ 12)
1.2.4 |Computer application Form (F3/RDP-7\2008) -1
1.2.5 |JFDA Stability Report Form ( F5/RDP-7\2008 )

1.3 Product Information: AF&))JC@AG\« -74:7»“
1.3.1 |SPC (Summary of product characteristics), Labeling, Package

leaflet. SumMaYy Of“% {S@"rﬂ Uwﬂ g

1.3.2  |Mock-up. - @l ,),.,,JHMU d,@\fg_,p.)l
1.3.3  [Specimen (One Registration sample).

Powered by @ CamScanner


https://digital-camscanner.onelink.me/P3GL/x2nj9gzp

ol 8 5y \ 5y
IS W
JL.J_.,.D_,&J-?"’

Movrked-

J

oo B
%O:\S‘

ocef

Organization of CTD

Module 1: JFDA Requirements (www.jfda.jo)

14 Specific Requirements for Different Types of Applications:
1.4.1 Information for application type (Generic, Bio-similar;.ﬁ’.'n('jﬁ.wf d"‘j
1.4.2  |Information for submission type (Technology Transfer, under Iicense‘,ééoﬁ;uj Gl G Uls
1.5 Information related to Pharmacovigilance: "%!L.q ahaAy OLcC»k N c{ \’/ b4
1.5.1 Pharmacovigilance System. o 14_ P
1.5.2 | Risk-management System. Hangme J~ Cls La.d’odj Eapd\ 345 s .:i
1.6 ] Other information: deell) Wl L) ol ‘ ‘ and @UM ‘Jj
- 1.6.1 | List of Similar Product Available in Local MarkeEG;'L;;fa A L;ﬁ(),uLA” Sr HWJL’&P}IM bl SIE
1.6.2 Detailed Comparison between Generic Leaflet & Originator (for generic drugs). ale
- : 3 X . . ]
1.6.3 | Declaration from the manufacturer about the ingredient/s from human or animal origin T" J/JC};JLLJ/ u/'
included in the composition of the product and their source and the related certificates (TSE _j encl T
CEP). Buibabel for dhe Luxper 1> Ingredied J s paduet A oWl v L
1.6.4 List from manufacturer to declare ihe worldwide registration status: (registered\Marketed ot’j‘
2 4T SHAtUS. (registered\Market
(date), under registration, (gjected) (with reason)). ' ‘
1.6.5 | Technical Contract (Open part) in case of contract manufacturing. S8 L« lps Wv /L1 )
1.6.6  [Health authority approval of the latest Plasma master file (if the product contain plasma —— > L',JL"' )/
3 = f -
derivatives). OMQC@L ovr AI’QU‘H: S I L (—‘ Co 'Th’tt(’lz
) L GO |04

tro contract J 2.8

e Gl
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Organization of CTD

Module 1: JEDA Requirements (www.jfda.jo)

1.6.7 Certificates:
1.6.7.1 |Certificate of Pharmaceutical product (CPP) according to WHO format@ertlf‘ed and
. Ctky ,M—“ Legalized. ) +o be Ufed
Ex’,(lc‘ (certe 1.6.7.2 [SmPC certified and legalized from country of origin (excluding generics).
(;9,._.,9\ ¢ » 3\ 1.6.7.3 | Price certificates: (for Exported products)( priced drug):
& E {Publlc Pnce!Cemflcate showing Price Structu re: Ex.f, WSP, PP,( Certified and Legalized):if vat
6J‘$J‘ ('fw YJX Qf - included specify . [“ )U) \f/‘IL& QJ_&QJ‘ 1"'.1'*)‘ e ¢
‘ ¥ “"“ ,\;Pf - Price structure from median countnes (UK, Spain, France Greece Italy, Belgium, and
6[1!) . Sg Holland). L i2es L‘,{_,z.z wle L™
-Wleﬁer for Jordan &E_@—'rt_ﬁic_é, to Saudi Arabia (if marketed)
1.6.7.4 |Prices certificate: (for local products) Suggested Public price\ pharmacist price or
5@'::..)) éﬁ,;u:v 13 € Thospital price (for priced drug). ~ &#v2~L@ e
- 1.6.7.5 |JFDA approval certificate for the Manufacturing snte/s (for the same production
line)(or copy of the request letter for approval ( date and number))
1.6.7.6 |A copy of JFDA committee approval of the B.E or the Comparative Dissolution Profile
X)\octw { &ihH should be provided (for generic drugs). J

S
) B-A JJ@QA b.ocq,wvdcufd;u 2 ﬂa‘c Bio equi

C@-&Jj Oﬂa\hdl ) }L—Jj 85'“5 UD

"
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certifieate

SALEZ 51 d)
S’ Q;J// (0 ole 3L

)
derl=S 10y
2o Gepp Lo J

N -~

Powered by CamScanner


https://digital-camscanner.onelink.me/P3GL/x2nj9gzp

Pl corkifiae oo )
=l ) Loud L 5T

4

e(‘)l"}o)fr

vk di WY LE Rt

*

‘OU\

ed 1

H 3
furnpe Deeatorptn $e 11 H
(M’*p U Mt 8 Heg

Cortilicatpn o Nislntancen

THACE romar
LRI s,
vican

Centificate of suitability
No. R1-CEP 2002-124-Rev 00

Nytra f Py #slenre E—M ﬁ

WOGL FAT

N of nskiae
WERGN FiINE CHEMICAL CO 1D
Drm

'E::J."‘/' 3
&.fc Z.0r
oo Ky

Brgoen 0

<
HBLANTALTO5E Snghy C‘%\-J&

S22 6F prosguntion
NiPPON FINE CHEMITAL COLTD
Yarenmiaigayts Fiaer

T4 Raae e

pe

>

S

GEEENG Ve gmery iy
ACAnGIR-T0%Y L

TWis CERTHILRTE Qs os0ias That PuE TH0n CeR AT
RGLER 7002-126BEY 51

3 3 3% S K A - ”

Slut evprentsisgs of ey AL AT proprAad T2 O O fwr RN Uil B S e ot

% B E it ot

YRLLEIE] LenT o on e T VL PUSRTE WY WIS L8 o e 2253 ©
2 i AT o P i ‘ i

[ty W RNy TE T editusn WOUA FAT mew

G475 7 Wik o o)

2 anred. spor
TOTENG CLETEEE G 2.

T ATCRTTROLANES r6) 1450 o e Durcrean

PG bl gty

A ARY =, e
TS T RIAT R R el 0 V0w SRY St

Th4 v Mips, S s mast he yudaned dleps 2y 9oz
RNy 3AeTy o7 @M LnTy o g
BT R BTG

i thigevze Suad ™y 2l ve
SRS G B gy BT Y Vi, f tanseveTirr
A et

OPTY, ot ot

Wearddsrdors ot Yo sk
AL ROCT: S GV Yy

A7 g PaLE ST LETRe WAt ¥ Susatie iy
0 B3 AR W I AOgant b Ree it

h
ooae
-
NS

- 5 £%4%1 %
R i LT WVAL Y
P P IR e T

= T L

preduct ) -1p »)
Hee//‘s 'M)E Criteaa

; A . A lp
I Als Wb Gpop Bs by

Powered by CamScanner Q


https://digital-camscanner.onelink.me/P3GL/x2nj9gzp

Organization of CTD

. 2 A 4
Module 2. Common Technical Document Summaries ’&P&Jy%’ﬂf)){“ )

* Module 2 should begin with a general introduction to the M%ij;\, \Cax M,hibfz{; o
pharmaceutical, including its pharmacologic class, mode of action, = el use ’Adrj
and proposed clinical use. In general, the Introduction should not =l el EP
exceed one page. —  jipduthion I S0

Module 2 should contain 7 sections in the following order :

/"% CTD Table of Contents
‘/>CTD Introduction
‘/>Quality Overall Summary

> Nonclinical Overview

v % Clinical Overview )
" »Nonclinical Written and Tabulated Summaries - 7abel Jor Ae
v »Clinical Summary P Cfs)
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Organization of CTD

Module 3. QualityLC s

* Information on Quaht_x should be presented in the structured
format described iff Guideline MAQ. LTcHMYQT]

J
Yr (ﬂt_.
k__‘r’f ‘St;u;#a.é)/c’ ﬂf ln./atdtd (Lfe. OF /_)Jrgd!ej %

S?Qﬁl Ecdok .

SL %QJICI—MW"I.})—’/
w’(, .-’
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Organization of CTD

yle 3 : Qualitys™ g/"f%‘/*

( 2 dd“ft_ Ed

nm!

r)/}cvlh/& /é:imilbd\
(NAME, MANUFACTURER).

3.2.S.1 General Information

3.2.5.1.1 Nomenclature - 'Iup-/}Q J!,léruwal W senas

3.2.5.1.2 Structure ) .
3.2.5.1.3 General Properties » Solubility + Helting poit Ocusoerv s :o‘vgc:)"i%dg
3.2.S5.2 Manufacture j
3.2.S.2.1 Manufacturer(s) O\ vt mdlend, il f 2| sy (s
3.2.5.2.2 Description of Manufacturing Process and Process Controls o #ZCZJ
3.2.S.2.3 Control of Materials - LdLp e db gy Géue o™ /‘Jd”“ ”?]
mll/hb“ SlsauVe 3.2.5.2.4 Controls of Critical Steps and Intermediates £ P oiles LGy 342
c 3.2.5.2.5 Process Validation and/or Evaluation ——— _pbeY Jauf eX h'm:/t
A—L— 4 3.2.S.2.6 Manufacturing P Devel t " f
‘ 2.S.2. g Process Developmen . Qg e csd”
Sl ")L“g"-f 3.2.S.3 Characterisation O;g,p,l, Gipups Jo2 @b 2l Shbale
B PTDJ“OL 3.2.S.3.1 Elucidation of Structure and other Characteristics
o Z/L»gd-fdr& 3.2.5.3.2 Impurities
8P o ) J Stiuchore 2ue 57 )
yopiess N — s W ¥
6

D fphpm o S

S*/ ubﬂ‘g ‘Q& g
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. ‘Organization of CTD
?;Jim:‘** Module 3 : Quality

— 92c

;,: Fq\m\—s 3.2.5 DRUG SUBSTANCE (NAME, MANUFACTURER).

3.2.5.4 Control of Drug Substance

32.54 1 Specification 10 ass®y s fmpuridy I, oty ) fy

3.2.S.4.2 Analytical Procedures

3.2.5.4.3 Validation of Analytical Procedures

it e 3.2.5.4.4 Batch Analyses ol batch £ v )
_stz.p& J & (3.2.5.4.5 Justification of Specification L%pe dﬁﬂbdn@bf gl ,:f),.,.s. L S DA 2 s

3.2.S.5 Reference Standards or Ma;[(_%g‘alﬁc,@‘[’fpc hs) ap‘lf,,‘i){én,.j adzs\, v 4}4 Jif OLC{:

y A 3.2.5.6 Container Closure System _ k
Confatned y O Gaplye ! O S/oea#(d/ 45“”

3.2.S.7 Stability

3.2.S.7.1 Stability Summary and Conclusions lse, ) C/ g co L
SJraLa{{ﬁﬂ d%m Q\Jo e13.2.5.7.2 Post-approval Stability Protocol and Stability Commitment &7"’/;‘79‘:"‘?’)(}2{’
5 75 dgb 3.2.5.7.3 Stability Data

et ‘ : Gslsoa e 5]5,?:3
15,42 N israhay €0y 1) e i 2
. (”()jm ‘("d/u 5-}'d-[3f/ifﬂ I 1 ;// .%’ |
Cbm;—“di o posz L1 D) Dissoludirn )£ 15 el Yg/izée i,’%’CéJ,LD,;SS?UW’ﬁD‘V 10 pashfeadion L
I “ | it o ~ 'S inTe 0w =

Zﬂ Jori” (@Q o =9 '7.‘"’&‘” Dijl"‘ﬁmﬁb“J‘q}/%-—J) D)stjr:u‘: dzvé

7 = ¥ s L ‘ ‘ : J b f b
044/42' /t"b Ol‘ganllatlon Of CTD JLQ,ZQL'{s—f- K Dm)mtiié & i
Module 3 : Quality WS |8 Gt et TES
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SFabilty —Organization ol CA L sal7est = 70" " 4
Module 3 : Quality s e | (2 (et Test

- C?oAg ‘32)\ 3.2.P > BRUG PRODUCT (NAME, DOSAGE FORM)
- 3.2.P.1 Description and Composition of the Drug Product ]
3.2 P2 Pharmaceutical Development
3.2.P.2.1 Components of the Drug Product "n&amuwﬁw/}gﬂzal{ﬁ_ “’f__‘j — _ ‘/,Q: ; [(;‘
plu«,mdqws s N« [3.2.P2.1.1 Drug Substance ~ Off;: cXC,&Puf
(& L B2.P2.12Excipients | ol yod Gpls
L, L: 3.2.P.2.2 Drug Product - 5 /,..-/ /dnd“ 2)
3.2.P.2.2.1 Formulation Development Il (o lge Qi blplo—w—fj"‘
3.2.P.2.2.2 Overages - o 2J - [ddﬂét‘/ F(ﬁ,\
3.2.F.2.4.9 Physicochemical and Biological Propertres L . cellelas » Dh‘"\j
3.2.P.2.3 Manufacturing F Process Development s ks |
3.2.P.2.4 Container Closure System R ijs_}tmrajc 4 lubrf(dti+
3.2 P.2.5 Microbiological Attributes it /Lb/M[ 11t Q
3.2.P2.6 Compattblhty 1 bl s

He {'f.‘,e' Vi Lai‘ﬂpi/v!)k % i‘f\"""("i yulp

Phwd}’dﬁ(ym ]t.)’a_lwn s JJN daafgon Ny ey =l
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Organization of CTD
Module 3 : Quality
|

-
3.2.P DRUG PRODUCT (NAME, DOSAGE FORM)

3.2.P.3 Manufacture
|

3.2.P.3.1 Manufacturer(s)
3.2.P.3.2 Batch Formula «/ .
L : N L oy fop
3.2.P.3.3 Description of Manufacturing Process and Process Controls « > i = | :
i cyhcjarnce
3.2.P.3.4 Controls of Critical Steps and Intermediates {,) ) 18uaS .lr
M1 r'P-u -~
3.2.P.3.5 Process Validation and/or Evaluation $0x280 [
D/uj Preguct-

3.2.P.4 Control of Excipients
3.2.P.4.1 Specifications glos

3.2.P.4.2 Analytical Procedures

3.2.P.4.3 Validation of Analytical Procedures‘ ' I— '
3 2 P 4.4 Justification of Specifications —E5kip | /;))/" ['4/0")”&":" Lipbs ?‘J
3.2.P.4.5 Excipients of Human or Animal Origin é(;g};éﬁ/' LWy ﬁ;é;jfi@;;‘éy 2

X ;J:Jx P

3.2.P4.6 Novel Excipients ,

Lgf&‘gfrélﬂl e
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Organization of CTD
Module 3 : Quality

3.2.P DRUG PRODUCT (NAME, DOSAGE FORM)

3.2.P.5 Control of Drug Product

3.2.P.5.1 Specification(s)

3.2.P.5.2 Analytical Procedures

3.2.P.5.3 Validation of Analytical Procedures

3.2.P.5.4 Batch Analyses

3.2.P.5.5 Characterisation of Impurities

3.2.P.5.6 Justification of Specification(s)

3.2.P.6 Reference Standards or Materials

3.2.P.7 Container Closure System

3.2.P.8 Stability _

3.2.P.8.1 Stability §ummary and Conclusion

3 2 P.8.2 Post-approval Stability Protocol and Stability Commitment

3.2.P.8.3 Stability Data
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Organization of CTD _

. . %
Module 4 : Non-clinical study reports
T | B auwimal Nole Taxicof °39 - i

* Module 4 describes the format and organisation of Yseq, -
the nonclinical (Pharmaco-toxicological) data Ldjodes s

relevant to the application, oty Profanalol _.alt
04.2 STUDY REPORTS © ol ‘l“i U’;df
d4.2.1 Pharmacology L,Jﬂamd&i/j"‘"‘lféﬁgg"—‘. L;t“’ =
U4.2.2 Pharmacokinetics flect s 1 oI
J4.2.3 Toxicology Ficirathos s absorPes I ;-;/}
4.3 literature references Lo/ /0/ u?v"r't“w/"""‘fzbj’w' of
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Organization of CTD
Module 5 : Clinical study reports

+ Module 5 describes the format and org{;lms.ation
of the clinical data relevant to the application.

[J5.3.1 Reports of Biopharmaceutical Studies

[15.3.2 Reports of Studies Pertinent to
Pharmacokinetics Using Human Biomaterials

05.3.3 Reports of Human Pharmacokinetic (PK) Studies +/

U5.3.4 Reports of Human Pharmacodynamic (PD)
Studies

[15.3.5 Reports of Efficacy and Safety Studies ‘/__\,

[5.3.6 Reports of Post- Post-Marketing Experience

(5.3.7 Case Report F Forms and Individual Patient
Llstlngs
Q5.4 literature references
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eCTD *

Sl gs SheBL Gaeg
* Electronic submission of CTD . Cuye 8,505
* Files formats are PDF and xml in order to ﬁﬁm%@qb.pmﬁlwdl

I , . Can - a))
NE Wdl ppu o» 1. manage the large datg f(?r the entlre. squlssmn and s Sl
15V 30,00 taxse Jda  for each document within the submission. Sogap e
¥ ”a’d 2. allow the eCTD submission to be viewed via a web bdlreeg 1 ot fiens
deawmff»j/ G ‘3*’/,‘4_ browser and can be loaded on a Web server. ers Gl
L/other formats can be used for[graphs and imagesl Stedyn s i
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eCTD

Electronic submission of CTD

eCTD being mandatory for the centralised procedure in the
EU since 2010.

It is a software (e.g. Paraxel, Extedo, Lorenz, Global
submit, and eCTDExpress)
Files formats are PDF and xml 1n order to

1. manage the large data for the entire submission and for each
document within the submission.

2. allow the eCTD submission to be viewed via a web browser
and can be loaded on a Web server.

other formats can be used for graphs and images.
— JPEG

— PNG

— GIF
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Benefits of eCTD

Reduced time to approval

Improved reviewer efficiency

Submission via Electronic Submissions Gateway (ESG) (US)

and Common European Submission Platform (CESP) (Europe)
enable immediate receipt by the regulatory body

sponsor and regulatory body)

regions

Example: Module 2

Simplified lifecycle management

Improved handling and archiving of submissions (both

Search functionality and increased tracking ability
Accessibility of documentations across modules
Ability to re-purpose documents for submission in other

Description File Name E'D me
2.2 introduction 22-intro C 22:ntro
2.3 Quality overall summary 23-qos 4
2.4 Non clinical Overview 24-nonclin-ovel C 23'q03
2.5 Clinical Overview 25-clin-over D 24-nonclin-over
2.6 Non clinical Written and 26-nonclin-sum| :
Tabulated Summaries C] 2h-clin-over
2.7 Clinical summary 27-clin-sum D ZB-nonclin-sum
(] 27-clinvsum
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Glossary Lol o)
Edrspe B Aoy W 3 G0l i Tq) )
* A biosimilar product is a biological product that is
approved based on a showing that it is highly similar to an
FDA-approved biological product, known as a reference
product, and has no clinically meaningful differences in

terms of safety and effectiveness from the reference
product.

* Pharmacovigilance (PV or PhvV), also known as drug
safety, is the pharmacological science relating to the
collection, detection, assessment, monitoring, and

prevention of adverse effects with pharmaceutical
products.  to dd\’.(,’" aud  endlwdle RJE
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~ P .
ool 9 Glossary

* Whaat s a CEP?
1S the certificate \\-hifh 18 issued by Certitication of
tances Division of Eux wean Directorate tor the
’1;:.‘-‘-‘:\ Ot \’\\ cines (EDQM), when the manutacturer of
a substance provides proof that the quality of the
substance is seitably controiled by the relevant
»f the European Pharmacopoeia.

- ™ s . ¥ '\ '
MONOATraPNS OF <

« It

-
y # f \ -
\i’ \:\ 8y

TSE mmpiiance certificates are a type of CEP (Cortificate
opean Pharmacopoia). They are

\\?. ‘;L.:;\:‘ { \ tL‘ {Y'}“ t_f.'.a_.‘__ pICCIIL U it (At
used to mavimize safety whenw orkmx with m....eria.ls
e .‘*t‘f':th i,\ t,t. contan TP ale (4 \\ 7t§ TSt

ngiform encephalopathy).
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)\X/'J
V4 Glossary

ELTE plasma master file (PMF) is a compilation of all the
required scientific data on the quality and safety of
hum.an plasma relevant to the medicines, medical devices
and investigational products that use human plasma in
their manufacture.

* The certificate of pharmaceutical product (abbreviated:
CPP) is a certificate issued in the format recommended by
the World Health Organization (WHO), which establishes
the status of the pharmaceutical product and of the
applicant for this certificate in the exporting country.

Glossary

?\"7 * The Summary of Product Characteristics (SPC or SmPC) is

/ a specific document required within the European
Commission before any medicinal product or biocidal

product is authorized for marketing.
* A novel excipient is an excipient which is being used for

_the first. time in a drug product, or by a new route of
administration.

-
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