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' SPOR - obecné

SPOR - Obecné informace
=, SPOR vytvari spolecny datovy zaklad kompatibilni se standardy ISO IDMP

Organisations Referentials

Substances Management Products Management : :
& 5 Management Services Management Services

(OMS) (RMS)

Services (SMS) Services (PMS)
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SPOR - Propojeni jednotlivych modult

PMS
Products
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OoMS
Organisations

Referentials

Controlled vocabularies
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SPOR - obecné

Substances Management Services (SMS)

= Centralni databaze referencnich udaju o latkach
, Jednotna a jednoznacna identifikace latek v ramci EMRN
=, Pristup: SMS API, web IRIS, portal SPOR (ve formé exportu)
%, IRIS, EudraCT, CTS, xEVMPD, PMS, CTIS, eAF, SIAMED
= SMSv eAF

* Do eAF se prebiraji pouze platné a registrované latky ze SMS

* Nazvy latek nelze upravovat
=~ SMS Guidance for External User
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https://www.ema.europa.eu/en/documents/other/sms-guidance-external-users_en.pdf
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Products Management Services (PMS)

=, Centralni databaze IéCivych pripravku

, Jednoznacnd identifikace LP v ramci EMRN

)

Urceno primarné pro drzitele a autority, limitované mnozstvi dat bude k dispozici
i verejnosti

=, Pristup: PMS API, portal PLM (PMS PUI)
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Organisations Management Services (OMS)

% Centralni databaze referencnich udaju o organizacich

= Udaje z OMS jsou vyuZivany napFi¢ systémy EMA (PMS, eAF a dalsi)

= Nespravné nebo neaktualni udaje v OMS se mohou promitnout do vice
navazujicich procesu
* V eAF se udaje o organizacich prebiraji primo z OMS
« Udaje nejsou v 7adosti volné editovatelné
* Nutné zajistit jejich spravnost pfimo v OMS jeste pred podanim zadosti
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Referentials Management Services (RMS)
= RMS poskytuje fizené terminologie a Ciselniky pouzivané napric EMRN

= Podporuje implementaci ISO IDMP standard(l a harmonizaci dat

)

Vsechny systemy EMA pouzivaji stejny vyznam a identifikaci dat

* eAF, CTIS, EudraCT, IRIS, OMS, SMS, PMS

)

Pristup: RMS API, SPOR portal

)

Pres 200 seznamu referencnich terminu a fizenych terminologii
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® ’ PMS

Products Management Services (PMS)

=, Centralni zdroj strukturovanych a standardizovanych dat o IéCivych pripravcich

= Systémy EMA (eAF, ESMP, IRIS) vyuzivaji nebo budou vyuzivat data o pripravcich z
PMS

 Eliminace duplicitniho zadavani dat o LP

=, Zajisténi konzistence udaju o LP napfric systémy a procesy EMA

© STATNIi USTAV PRO KONTROLU LECIV e 6. 10. 2026 / 7. 10. 2026
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Products Management Services (PMS) — Puvod dat
=, XEVMPD

* Databaze vsech LP registrovanych v EU

* Data historicky nebyla a nejsou validovana
* Chybné udaje
e Duplicitni udaje
* Chybéjici LP
* Nespravné vazby LP na drzitele

= SIAMED

* Databaze centralizovanych LP EMA
* Data validovana data stewardy EMA
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PMS

Products Management Services (PMS) — Migrace dat

xEVMPD (Art. 57)

DATA
MIGRATION

PMS

Product Management System
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V soucasné dobé PMS muze
obsahovat data o LP, ktera nebyla
nikdy validovana

Spolehlivost navazujicich procesu je
zavisla na uplnosti, spravnosti a
prubéiné udrzbé dat v PMS
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Products Management Services (PMS) — Kvalita dat

%, Data v PMS jsou vyuzivana nebo budou vyuzivana radou dalSich systému EMA

~ Nejedna se pouze o technicky problém, kvalita dat primo ovlivhuje navazuijici

regulacni procesy
* Nespravné nebo neulplné udaje v PMS mohou vést ke zdrzeni navazujicich regulacnich procesq,

protoze pred jejich pokraCovanim je nejprve nutné opravit zdrojova data

= EMA povazuje zlepSovani kvality dat v PMS za jednu ze svych priorit
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Products Management Services (PMS) — PMS ROG Feasibility Study
~, Narodni databaze vs. PMS

%, Zakladni udaje o LP

* Nazev, MAH, ATC, LF

e Vysokd mira shody (=90 %)
=, Ostatni udaje

* Léciva latka + sila

* \lyrobci, baleni

* NizSi mira shody
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Products Management Services (PMS) — PMS ROG Feasibility Study

", Rozdéleni do 3 subsetu

e Subset 1: Zakladni datové prvky PMS, které jsou jiz v PMS dostupné

* NAazev pripravku, drzitele rozhodnuti o registraci (MAH), registracni Cislo, Cislo procedury, ATC kéd, |ékovou
formu, cestu podani a vyrobce odpovédného za certifikaci Sarze

* Subset 2: Datové prvky PMS zahrnuté do doplrovani dat v souvislosti s ESMP (European Shortages
Monitoring Platform)

* Baleni, ostatni vyrobci
e Subset 3: Datové prvky PMS zavislé na splnéni dalSich podminek

» Léciva latka, sila lécivée latky
e Zavislost na Cisténi dat SMS, na budoucim ukonéeni systému xEVMPD
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Products Management Services (PMS) — Aktualni roadmap

PMS roadmap overview

Q1 Q2 Q3 Qa4 Q1 Q2 Q3 Q4
i F 1 ! :
F * PUI write bulk update H i H > PMSAPIFHIR RS upgrade (Q4 2026)
PUI write single release* Export of the public ! PMS Public API > Full write PMS release for MAHs
update release* * r:l‘::s:rs API write dynamic report ! release > XEVMPD submissions decommissioning (+2026)
* Additional BI reports and External UAT -
exports for MAHs & NCAs Public PMS API

Provide product data for EMA mapping

Map non-CAPs (ULCM) to your systems Map all other non-CAPs to your systems Extended

Optional review of structured non-CAPs data submitted by applicants (i.e.: manufacturers, pack sizes)

Extended

Enrichment of Manufacturer’'s data for all non-CAPs using PMS PUI (and API from Q3 20 n the comp.

Extended

Enrichment of pack sizes for all non-CAPs using XEVMPD & structured pack sizes using PMS PUI (and API from Q3 2
2027)

data carrier ID for

Submit to XEVMPD products when required ir ad e [ y s, ho athic, her

& maintenanc f CAPs and non-C ata in XEVMPD to rt PMS Data load and other projects ( i enriched data on NAPs or pending MR

* (MVP) limited to structured pack size, manufacturers and MBOs data for non-CAPs

Acronyms

MRP: Mutual Recognition Procedure
MVP: Minimum Viable Product

NCAs: National Competent Authorities
PUI: Product User Interface

UAT: User Acceptance Testing NCA action

ULCM: Union List of Critical Medicines

API: Application Programming Interface
ASU: Antimicrobial Sales and Use
CAPs: Centrally Authorised Products
DCP: Decentralised Procedures

eAF: electronic Application Form
MAHSs: Marketing Authorisation Holders

i Milestone Deadline EMA
.

Classified as internal/staff & contractors by the European Medidnes Agency
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Products Management Services (PMS) — Klicové terminy a aktivity

%, Actions for MAHs

* 06/2026 doplnéni baleni a vyrobcu u kritickych LP ze seznamu ULCM (Union List of Critical

Medicines)
* 12/2026 doplnéni vyrobcti u nekritickych LP

* 06/2027 doplnéni baleni u nekritickych LP

= Actions for NCAs
* Mapovani dat
« Mapovani na urovni lé¢ivych pfipravki (pfidéleni PMS ID narodnimu RC)

« Mapovani na urovni baleni (pfidéleni Package ID narodnimu SUKL kédu)
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Products Management Services (PMS) — Materialy, webinare
=~ PMS Info day 2026

e Souhrnné aktualni informace o PMS
» K dispozici prezentace a zaznam z jednani (web EMA/Youtube)

= Managing product data quality in PMS

* Kdispozici prezentace
e Zameéreno na kvalitu dat v PMS, aktualné znamé problémy v PMS a prioritizace reseni

%~ Quarterly System Demo
* Pravidelny webinar o aktualnim stavu raznych systémd EMA

 Product Management Service (PMS) — Frequently Asked Questions (FAQs)
* Prlbézné aktualizovany dokument
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https://www.ema.europa.eu/en/events/product-management-service-pms-information-day-2026
https://www.ema.europa.eu/en/events/managing-product-data-quality-pms-processes-known-issues-current-status-best-practices
https://www.ema.europa.eu/en/events/quarterly-system-demo-q3-2026
https://www.ema.europa.eu/en/documents/other/product-management-service-pms-frequently-asked-questions-faqs_en.pdf
https://www.ema.europa.eu/en/documents/other/product-management-service-pms-frequently-asked-questions-faqs_en.pdf
https://www.ema.europa.eu/en/documents/other/product-management-service-pms-frequently-asked-questions-faqs_en.pdf
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Rozdéleni zadosti (eAF)

Typy elektronickych zadosti

RozliSeni podle formatu a aktualniho rozsahu pouziti

Interactive PDF eAF

PDF verze

Platna pro:

o noveé registrace

° prodlouzeni registrace

° zmény registrace

EVROPSKA DIGITALIZACE — SPOR, eAF

eAF

PLM eAF

webova verze

Platna zatim pouze pro:

‘ zmény registrace

Rozsah webové verze je aktualné uzsi nez u PDF
formulare.

Kli¢ové rozliseni: Interactive PDF eAF = PDF pro vice typl Zzadosti | PLM eAF = web zatim jen pro zmény
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eAF | prehled pouiti
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Aktualne platné verze

EVROPSKA DIGITALIZACE — SPOR, eAF
eAF

Verze eAF podle typu zadosti

Rozliseni pro nonCAPs a CAPs vcetné data vydani a doporu¢eného formulare

Nové registrace

Interactive PDF eAF

nonCAPs 1 .26.0.0 06-12-2023
_ !] ;T;:;f:;lve PDF eAF 04-08-2026
Prodlouzeni

Interactive PDF eAF 1.26.0.0 05-12-2024

Zmény
nonCAPs Interactive PDF eAF 1.28.1.0 29-05-2026
CAPs PLM eAF 1.2.1.18

© STATNIi USTAV PRO KONTROLU LECIV e 6. 10. 2026 / 7. 10. 2026

azaroven

Interactive PDF eAF
1.28.0.0

SILNEDOPORUCENO  PLM eAF 1.2.1.18

Release date 31 August 2026

04-08-2026

eAF | prehled verzi a pouziti
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Timeline — nové registrace

Interactive PDF eAF pro noveé registrace

Implementace MAA eAF v1.28.0.0

28.7.2026 1.9.2026 1.1.2027 RO RSN POTADAYER
POVINNE PRECHODNE OBDOBI POVINNE Verzi eAF béhem
probihajici procedury
nemeénit
CAP MAA NAP/MRP/DCP NAP/MRP/DCP
V1.28.0.0 pro nové registrace V 1.28.0.0 lze pouzZivat pro nové v 1'28'(.)'0 povinna promove Pougzij f L&F
5 registrace nonCAPs ije se verze formutare, se
CAPs registrace nonCAPs kterou byla procedura zahajena.
, . > . v . >
Klicové sdéleni: pro CAP se jiZ pouziva v1.28.0.0 povinné; pro nové MAA u narodnich autorit zaéne povinnost 1. 1. 2027.
aAF | nove registrace Snimek 1
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Hlavni novinky v interactive PDF eAF pro nové registrace — v1.28.00

Daraz na: strukturovanéjsi popis lé€ivého pfipravku a datové sladéni s ISO IDMP.

o Declaration & Signature

= vice l&civych pripravkl v jedné Zadosti
= vice kombinaci lékova forma / sila / jednotka
= tlacitko ,,Complex medicinal product®

o Nova sekce PRIME

» sekce 1.7 pro centralizovanou proceduru

* povinna informace, zda byla pfiznéna PRIME
eligibility

* pfi , Yes” se uvadi entitlement number

e Struktura pfinformaci o pfipravku

= noveé povinné pole Manufactured Dose Form
= noveé povinné pole Unit of Presentation
= opakovatelng bloky pro vice poloZek

o Baleni a doba pouzZitelnosti

= yice skladovacich podminek pro jedno baleni
= odpovidajici shelf life pro jednotlivé podminky
* pfesnéji vazba udajl na package

e Pfenaseni dat mezi sekcemi

Udaje z Declaration se pienédseji do:
* Casti2.1.2,2.282.5
= Casti2.6.1

o Zjednoduseni a opravy

= ¢35t 2.5.1.b jiZ neni povinna

= description v &asti 2.5.3 jiz neni povinny

s oprava seznamu &lenskych stéthv2.4.1/2.4.4/
2.4.5

Dopad pro uZivatele: vice strukturovanych tdaji, presnéjsi zachyceni komplexnich produkti a vySsi konzistence dat napric formuliafem.
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eAF

Hlavni novinky v interactive PDF eAF pro nové registrace — v1.28.00

—

Alltools  Edit  Convert  E-Sign

@ Some features have been disabled to avoid potential security risks. Only enable these features if you trust this document.

Rl .~ |

c¥

"~ Nékdy je potreba zadost prijmout jako divéryhodnou

Find text or tools Q ﬂ (5] IE;I (=)
T
/ Trust this document one time only
Step 2. Trust this document always
Open the options
menu and select

'trust one time only &
or trust always'
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~
Step 1.
Click update lists v
to open the yellow
/ banner at the top c
¥ &)
Validate Form Error Color Scheme @Yelluw ORed Save Form Print Form Update lists ? I @\
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Timeline — zmény registrace

VARIATION eAF

Variation eAF - Interactive PDF i PLM verze

Implementace PLM eAF a Interactive PDF eAF

(]
&

CAP + nonCAP CAP nonCAP nonCAP
Interactive PDF eAF o PLM eAF silné s

PLM eAF povinny S Povinné PLM eAF
v1.28.1.0 doporuceny
Povinna verze Interactive PDF Povinné pouziti PLM eAF pro Pro non-CAP humanni zmény Formalni prechodné obdobi
eAF pro zmeény registrace pro vSechny registrace u CAP. EMA doporucuje PLM eAF, zacne po odstranéni kritickych
CAPinonCAP. pokud je jeho pouziti mozné. Pro nedostatk(. Datum povinného

ostatni pripady je mozné pouzit pouziti nebylo stanoveno.

Interactive PDF eAF.

CAP: PLM povinny od 1. 9. 2026 * nonCAP: PLM silné doporuéeny, povinnost zatim bez stanoveného data

Zdroj: EMA eSubmission / PLM Portal eAF 1
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PLM eAF pro zmény

POUZITI PLM eAF pro zmény = jiz nyni silné doporuéeno

v Version hame Information text

O September 2021 “January 2026" version must be used for all new procedures. "September 2021” can be
used after 15 January 2026 only for ongoing procedures which started before the said
date. Please read the info text in the "January 2026" version.

° January 2026 "January 2026" version contains the human variation classification, which entered into

force on 15 January 2026. Please review this page for further details:
https://www.ema.europa.eu/en/guidance-application-revised-variations-framework.

Verze January 2026 odpovida interactive PDF verzi 1.28.01
Verze September 2021 stdle zGstdva zachovana kvili IA zméndm implementovanym pred 15. 1. 2026

© STATNIi USTAV PRO KONTROLU LECIV e 6. 10. 2026 / 7. 10. 2026
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eAF

Hlavni novinky v eAF pro zmeény

Hlavni zmény: podpora annual update, automaticka prace s datem implementace a Udaje pfenasené z OMS.

o Typ procedury Annual update

= novy volitelny checkbox v ¢asti 1
» dostupny pro videchny kombinace typt procedur
= ywchozi stav: nezaskrinuto

o Omezeni typl zmén

Pfi oznaceni Annual update lze zvolit pouze:
s Type IA
* Type IAIN

o Earliest implementation date

= nové read-only pole v £asti 1
= automaticky se pfebira nejstardi datum z ¢asti 3
» pribé&iné se aktualizuje

0 Pravidla v casti 3

Pfi Annual update:
* |[mplementation date je povinné
* Implementation note je volitelné

° Povinné OMS pro non-CAP

Adresy organizaci se vybiraji pouze z OMS:
s MAH

* kontakini osoba

* pole PROPOSED

o Vyjimka z OMS a oprava zobrazeni

* OMS neni povinné v sekci Proof of payment
= opraveno skryvani delSich poznamek v ¢asti 3 Scopes

Dopad pro uZivatele: nova moZnost annual update, konzistentni datum implementace a standardizované udaje z OMS.

© STATNIi USTAV PRO KONTROLU LECIV e 6. 10. 2026 / 7. 10. 2026
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eAF

Title S

First name

Surname

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

http://spor.ema.europa.eu/omswi/#/ Clear Addres

Find Organisat °

Company name —
J)
Address

City/Locality/Town/Village

State

County

Postcode

Country =
Telephone

E-mail

© STATNIi USTAV PRO KONTROLU LECIV @ 6. 10.2026 / 7. 10. 2026

Vkladani informaci o drzitelich a kontaktnich osobach

Nyni probiha pouze automaticky z
OMS — nelze editovat

Pokud jsou v OMS neaktualni udaje,
je potreba kontaktovat EMA

Pokud kontaktni osoba vystupuje
jako fyzicka osoba, je nyni tfeba, aby
se zaregistrovala v OMS, aby ji bylo
mozné uvést vCetné jeji adresy do
zadosti
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7y v s

Predkladani zadosti u zadosti o zmeny zahrnujicich velky pocet LP

> Supergrouping a worksharing

)

Formular PLM eAF umoznuje zahrnout vice nez 600 léCivych pripravkua a 1 000
baleni

)

Je-li nutné zahrnout vyssi pocet LP, Ize pozadat EMA o navyseni kapacity

)

Pokud je nutné pouzit interaktivni PDF, Ize prislusné udaje uvést v priloze,
nékteré staty vsak toto neumoznuiji

)

V ramci zadosti o zménu nelze predlozit dvé samostatné zadosti

* Format eCTD tuto moznost technicky podporuje, z procesniho hlediska je vSak dostupna pouze
u novych registraci
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PDF eAF pro nové registrace v1.28.00 — tipy pro vyplnovani

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

PACK SIZES
Bod 2.2.1
:;nmu.:factured dose  Film-coated tablet :.]an;;::taﬁm: —ll- Tablet o
Unit of presentation:

Pro pevné LF — Tablet, Capsule, Lozenge apod.
Pro kapalné LF —Vial, Ampoule, Bottle, Pen, Syringe apod.

© STATNIi USTAV PRO KONTROLU LECIV e 6. 10. 2026 / 7. 10. 2026
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PDF eAF pro nové registrace v1.28.00 — tipy pro vyplnovani

Bod 2.2.3.1.

Uvadi se pocet tablet, kapsli dale
pocet ampulek/vialek/lahvi, per e
apod. o -

Route of Administration Oral use EI

)

Q

Konkrétni obal/typ obalu je poté
specifikovan pozdéji v bodée 2.2.3.1.

3 Container, dosure and administration device(s), including description of material from which it is constructed. (use
current list of standard terms - European Pharmacopoeia)

+ -_

Clone

For each type of pack give:

2.2.3.1 Package size 100 Un'r Capsule

© STATNIi USTAV PRO KONTROLU LECIV @ 6. 10.2026 / 7. 10. 2026
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PDF eAF pro noveé registrace v1.28.00 —

V bodé 2.2.3.1 je potreba uvadeét
vsechna baleni:

= Spatné: baleni v jednodavkovych
(prip. kalendarnich) blistrech jsou
popsana jen v casti Description nebo
nejsou vubec uvedena.

= Vbodé 2.2.3.1. je treba rozliSovat v
polozce Container blistr a

jednodavkovy pripadné kalendarni
blistr

© STATNIi USTAV PRO KONTROLU LECIV @ 6. 10.2026 / 7. 10. 2026

EVROPSKA DIGITALIZACE — SPOR, eAF
eAF

tipy pro vyplnovani

X

2.2.3.1 Package size 98 Unit Tablet

2.2.3.1 Package size 100 Unit Tablet

Node: For mutual recogmition and decentrali isad proceduras, all package sires suthorisad in the Reference Member
State should be lishad

ipti
Calandar pack also applies for pack sizes: 14, 28, 56, 98
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. EVROPSKA DIGITALIZACE — SPOR, eAF
‘ ‘ eAF

PDF eAF pro nové registrace v1.28.00 — tipy pro vyplnovani
Spravné vyplnéni bodu 2.2.3.1: \/

%, Separatni udaje pro blistr

=, Separatni udaje pro kalendarni blistr 201 e sre 1 i
(v polozce Descriptionstaci uvést jen
Calendar pack). D@

2.2.3.1 Package size 28 Unit Tablet [
+ [ —
2.2.3.1 Package size 56 Unit Tablet =
3+ [ —
2.2.3.1 Package size 08 Unit Tablet =
Note: For mutual recognition and decentralised procedures, all package sizes authorised in the Reference Member
State should be listed

Description
Calendar pack

© STATNIi USTAV PRO KONTROLU LECIV @ 6. 10.2026 / 7. 10. 2026
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" SU KL EVROPSKA DIGITALIZACE — SPOR, 22:
PDF eAF pro nové registrace v1.28.00 — tipy pro vyplnovani
= U tekutych |ékovych forem je Bod 2.6.1.
potreba uvadet i objem roztoku, % Casto jsou zaménéna pole pro
doplnénim do casti Description. lé&ivou latku a st

For each type of pack give:

= Mezi pomocné latky se neuvadi latky,

’ které nejsou v konecném pripravku
DE (napf. voda a dalsi rozpoustédl|a, ktera
e = se vyrobnim procesem nakonec
o odstrani).

Nota: For mutusl recognition and decentralisad proceduras, 8l package sizes suthorisad in the Reference Member
Stabe should be listed

Description
Each wial contains 2 ml of solution|
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. ‘ eAF

PLM portal
~ B

eAF

ePl

- /
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Mate zkusenost se SUKL? DOTAZNIK SPOKOJENOSTI

Podélte se o ni s nami!

Snazime se zlepSovat a rozvijet poskytované sluzby.
Budeme radi za vasi zpétnou vazbu vyplnénim dotazniku.

Predem dékujeme za spolupraci a cas vénovany odpovédim.

6. 10. 2026 / 7. 10. 2026


https://forms.office.com/r/wsBLCYs3W6

e, SUKL

DEKUJEME ZA POZORNOST

STATNi USTAV PRO KONTROLU LECIV
Srobdrova 49/48, 100 00 Praha 10
tel.: +420 272 185 111

e-mail: posta@sukl.gov.cz

datova schranka: gwfai2m
sukl.gov.cz

6. 10. 2026 / 7. 10. 2026

Mate aplikaci eRecept?

Aplikace navic nabizi i benefity pro
pacienty, napf. moznost pfistupu ke
viem uUdajim o své elektronické
preskripci, v€etné lékového zaznamu a
nastaveni souhlas(i k nému.

Upozoriujeme, Ze pri aktivaci aplikace
budete vyzvani k ovéreni vasi identity
prostfednictvim identity obc¢ana.

STAHNETE ZDE
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