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Registraéni dokumentace

O s Zzadosti o registraci/zménu/prodlouzeni se pfedklada registratni dokumentace,
ktera je posuzovana v ramci registracniho fizeni

U obsah dokumentace je vymezen pravnim pfedpisem - EudralLex Vol. 2B ,Notice
to Applicants”
= doporuc¢ena velikost pisma, zpUsob Upravy dokumentd atd.
= obsah jednotlivych kapitol

O stejné pozadavky pro vSechny typy procedur (NP, DCP, MRP, CP)
= obsah registracni dokumentace nezavisi na typu registracni procedury, ale na
pravnim zakladu zadosti
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Registraéni dokumentace

U dossier musi byt v souladu s aktualnimi pokyny, i pfesto, ze byl uz
jinde zaregistrovan
= nitrosaminy

U dokumenty vlozené ve spravné casti dokumentace
= nevynechavat Casti dokumentace

O vSechny dokumenty musi byt v angliCting, popfipadé v narodnim
jazyce dané zeme (jen pro NP)
= pokud jsou originaly v jiném jazyce, musi byt doplnény prekladem
= ovéreny preklad — PoE, MIA, pIné moci a dalSi uredni dokumenty
= neovéfeny preklad — napf. CoA, validacni zpravy

l: Reclinmecd

3.2.S Léciva latka

O Full dossier — povinny pro nékteré typy pfipravkud (biologické, vakciny, ATMP atd.)

a ASI\/IF dle pokynu CHMP/QWP/227/02
applicant's ("open") part a manufacturer's restricted ("closed") part

= Letter of Access (Annex 5.10)
= written confirmation from the DS manufacturer to inform applicant in case of

modifications (Annex 5.11)
= pozor na datum predlozeni restricted part

O CEP - vyroba a kvalita léCivé latky v souladu s PhEur monografi
= posuzovanoEDQM
= CEPvAnnex5.10
= autority mohou vyZadovat pfedlozeni dodate¢nych informaci, kterou nejsou
uvedeny v CEP (napf. stability, necistoty, obal, TSE/BSE statements etc.)
= platnost CEP!

l: Reclinmecd
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3.2.S Léciva latka
]

QO Vzdy jsou nejméne 2 slozky 3.2.S :
= |Informace od vyrobce API
= |Informace od vyrobce finalniho pfipravku

O Informace od vyrobce finalniho pfipravku:
= jak kontroluje API pfed jejim pouzitim ve vyrobé finalniho pfipravku
= kapitoly 3.2.5.4a2.3.55

3.284 Control of Drug Substance
3.2.8.41 Specification
3.284.2 Analytical procedures
32843 Validation of analytical procedures
32844 Batch analysis
32845 Justification of specification
3285 Reference standards or materials r .
B Reclinmecd

3.2.S Léciva latka - ASMF/CEP
]

ASMF
CTD format Applicant’s Part CEP
3.2.8.1 General information X Optional
3.2.5.1.1 Nomenclature X Optional
3.2.5.1.2 Structure X Optional
3.2.5.1.3 General properties X Optional
3.2.5.2 Manufacture X
2.5.2.1 Manufacturer(s)2 X X
3.2.5.2.2 Description of Manufacturing Process and Process controls X (flow chart and short
decription)
3.2.5.2.3 Control of Materials X
3.2.5.2.4 Control of critical steps and intermediates As far as the information
is also relevant for the
Applicant/MA holder
3.2.5.2.5 Process validation and/or Evaluation X
3.2.5.2.6 Manufacturing Process Development X
3.2.8.3 Characterisation X
3.2.5.3.1 Elucidation of Structure and other Characteristics x
3.2.8.3.2 Impurities X X (if not covered
by CEP)
3.2.5.4 Control of Drug Substance X
3.2.5.4.1 Specification X
3.2.5.4.2 Analytical procedures X X (if not covered
by CEP)
3.2.5.4.3 Validation of analytical procedures X X (if not covered
by CEP)
3.2.5.4.4 Batch analysis X X
3.2.5.4.5 Justification of specification X
3.2.5.5 Reference standards or materials X x
3.2.5.6 Container Closure System X X (if not covered
by CEP)
3.2.5.7 Stability X
3.25.7.1 Stability summary and conclusion X X (if not covered
by CEP)
3.2.8.7.2 Post-approval Stability Protocol and Stability Commitment X X (if not covered
by CEP)
3.2.8.7.3 Stability data X X (if not covered n Reclinmed
by CEP)
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CEP (Annex 5.10)
...

O Predkladani CEP
= Nyni mozné dva formaty
= The replacement of the declaration of access box on the CEP
document by a separate letter of access is one of the changes
introduced with the implementation of the CEP 2.0.
= template for any CEP without box of access
O CZ, NL — CEP musi byt souc¢asti LoA v Annexu 5.10, nestaci v 3.2.R

0 QWP Questions and answers (Q&A): how to use a CEP in the
context of a Marketing Authorisation Application (MAA)

l: Reclinmecd

ASMF
.

O Guideline on Active Substance Master File ProcedureNyni mozné
dva formaty

O ASMF ma vzdy 2 Casti:
= Applicant’s (Open) part
= Restricted part

O AP vzdy musi obsahovat dostatek informaci, aby zadatel/drzitel
rozhodnuti o registraci mohl prevzit plnou odpovédnost za
vyhodnoceni kvality leCivé latky pro pouziti pfi vyrobe
specifikovaného léCivého pfipravku

l: Reclinmecd
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ASMF
.

O Applicant’s (Open) part
= vyrobce API| doda vyrobci LP
= podava se spolu s zadosti o registraci/zménu (predklada MAH)
= MAH musi mit LoA a QOS pro tuto ¢ast dokumentace

U Restricted part
= Predklada vyrobce API pfimo na autoritu
= Mél by predlozit sou¢asné i Annex 3 guideliny (v nékterych
statech pozadovan originéalné podepsany dokument)

l: Reclinmecd

ASMF procedure

O vyrobce mUze mit pro jednu API jak CEP, tak AMSF, ale v ramci
jedné dokumentace mUze podat jen jeden format dokumentace

0 ASMF ma mit &islo verze a datum platnosti dané verze

U vzdy jen jedna verze ASMF
= pokud se podava ASMF pro jeden pfipravek ve vice zemich nebo
vice pfipravkl v jedné/vice zemi, musi byt identické

U ASMF worksharing
= neni povinny, ale je doporuceny
= pouze novy ASMF — nebyl je$té posouzen zadnou autoritou v

ramci nové zadosti o registraci (jakykoliv typ procedury) I Reciinrme
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Zmény ASMF

0 ASMF je nutné udrzovat aktualni — zmény v registraci
= Plati to same, co pro podani v ramci nove zadosti
= \yrobce LP/MAH musi mit k dispozici seznam zmén mezi
jednotlivymi verzemi ASMF

O zmény je mozné klasifikovat jednotlivé nebo v pfipadé celkové
aktualizace je mozné podat jako jednu zmény typu Il
= Q.l.z - Quality changes - Active Substance - Substantial updates to
Mod. 3.2.S or the ASMF

l: Reclinmecd

CEP (Annex 5.10)
-

O Predkladani CEP
= Nyni mozné dva formaty
= The replacement of the declaration of access box on the CEP
document by a separate letter of access is one of the changes
introduced with the implementation of the CEP 2.0.
= template for any CEP without box of access
O CZ, NL — CEP musi byt souc¢asti LoA v Annexu 5.10, nestaci v 3.2.R

0 QWP Questions and answers (Q&A): how to use a CEP in the
context of a Marketing Authorisation Application (MAA)

l: Reclinmecd
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CEP
o

(< FROM CEP HOLDER ON HEADED PAPER>)
O Predkladani CEP LETTER OF ACCESS TEMPLATE
[Date]
CEP number (including revision number):

Name of the substance:
Subtitle (if applicable):
CEP holder: [name and address]

The CEP holder hereby authorises the marketing authorisation holder/applicant to refer to
the abovementioned CEP in support of the following marketing authorisation application(s)
or marketing authorisation variation(s):

[Name of product (if known)]

[Name of applicant or marketing authorisation holder]

The CEP holder commits to batch-to-batch c i , to share in order to
enable the abovementioned marketing authorisation holder/applicant to take full
responsibility for an evaluation of the suitability of this substance for its intended use, and to
inform them of any relevant changes to the CEP dossier.

Signature of the CEP holder

[Name and function] l B Reclinmecd

CEP - zmény
.

O Pozor na zmeény — aktualizace CEP, pfidani nového vyrobce s CEP
= prohlaSeni QP vyrobce, pokud se méni vyrobci na CEP nebo i jen
administrativni zména jejich adresy

O Kdy predlozit aktualizaci CEP — jedn& se o zménu IA
= v ramci annual update nebo super-groupingu
= rozhoduje datum implementace — coz je datum zavedeni CEP v systému
vyrobce, nikoliv datum vydani nové verze CEP (EMA Q&A on variation
classification)

I: Reclinmecd
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CEP - verze

U Vramci vyroby registracni dokumentace je mozné vynechat jednu nebo vice
verzi CEP (za urcitych podminek)

Verze CEP R0O-XXX-vO01 nebyla pouzita k vyrobé pfipravku

Verze CEP RO-XXX-v00 je v registratni dokumentaci

Nyni podavame zmeénu na verzi CEP RO-XXX-v02

Nutné predlozit:

Prohlaseni, ze verze CEP RO-XXX-v 01 nebyla pouZita pro vyrobu finalniho LP

Tabulku presnt-proposed, kde budou uvedeny zmény mezi vSemi verzemi, tedy mezi verzi
00 a01averziOla02

l: Reclinmecd

Annex 5.6, 5.9 a 5.22
|

EEA MRA, ACAA Non-MRA
DP manufacturing Manufactruing license | Manufactruing license | Manufactruing license
issued by national issued by national issued by national
authority authority or any other authority

GMP document
GMP certificate issued
by any EEA authority

Testing for batch Manufactruing license | Manufactruing license NA
release(2.5.1.2) issued by national issued by national
authority or any other | authority or any other
GMP document GMP document
Batch release (QP) Manufactruing license NA NA

and GMP certificate

issued by national
authority

EEA = EU member states, Norway, Island, Lichtenstein

MRA = Switzerland, Australia, New Zeland, Canada, Japon (only non-sterile DP), Israel

non-MRA = the rest

UK

OO0D
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Dotazy?

Dékuji za pozornost
e

pychova@reclinmed.com

l B Reclinmed
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