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21CFR - Food and Drugs

v Title 21 Food and Drugs

v Chapter | Food and Drug Administration, Department of Health and Human
Services

v Subchapter A General
v Part 11 Electronic Records; Electronic Signatures

* 4,5 strany
e 3 casti

* 10 kapitol
04/1997

1. verze

v Subpart A General Provisions
§ 11.1 Scope.
§ 11.2 Implementation.
§ 11.3 Definitions.
v Subpart B Electronic Records
§ 11.10 Controls for closed systems.
§ 11.30 Controls for open systems.
§ 11.50 Signature manifestations.
§ 11.70 Signature/record linking.
v Subpart C Electronic Signatures

§11.100 General requirements.
§ 11.200 Electronic signature components and controls.
§ 11.300 Controls for identification codes/passwords.

(eCFR.gov, 2026)

Part / Section
1-1299

V=8
11.1-11.300
11.1-113

11.10-11.70

11.100 - 11.300
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21CFR part 11 — 11.1 Rozsah

Subpart A—General Provisions
§11.1Scope.

(a) The regulations in this part set forth the criteria under which the agency considers electronic
records, electronic signatures, and handwritten signatures executed to electronic records to be
trustworthy, reliable, and generally equivalent to paper records and handwritten signatures
executed on paper.

=
=

This part applies to records in electronic form that are created, modified, maintained, archived,
retrieved, or transmitted, under any records requirements set forth in agency regulations. This
part also applies to electronic records submitted to the agency under requirements of the
Federal Food, Drug, and Cosmetic Act and the Public Health Service Act, even if such records are
not specifically identified in agency regulations. However, this part does not apply to paper
records that are, or have been, transmitted by electronic means.

(c

Where electronic signatures and their associated electronic records meet the requirements of
this part, the agency will consider the electronic signatures to be equivalent to full handwritten
signatures, initials, and other general signings as required by agency regulations, unless
specifically excepted by regulation(s) effective on or after August 20, 1997.

(d) Electronic records that meet the requirements of this part may be used in lieu of paper records,
in accordance with § 11.2, unless paper records are specifically required.

(e) Computer systems (including hardware and software), controls, and attendant documentation
maintained under this part shall be readily available for, and subject to, FDA inspection.

Podminky, za nichz
urad uzna

Na strané systému
Na strané organizace
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21CFR part 11 — 11.2 Uplatnéni

§11.2 Implementation.

(a) For records required to be maintained but not submitted to the agency, persons may use
electronic records in lieu of paper records or electronic signatures in lieu of traditional
signatures, in whole or in part, provided that the requirements of this part are met.

S

For records submitted to the agency, persons may use electronic records in lieu of paper records
or electronic signatures in lieu of traditional signatures, in whole or in part, provided that:

(1) The requirements of this part are met; and

(2) The document or parts of a document to be submitted have been identified in public docket
No. 92S-0251 as being the type of submission the agency accepts in electronic form. This
docket will identify specifically what types of documents or parts of documents are
acceptable for submission in electronic form without paper records and the agency
receiving unit i ivisi j issj
may be made] Documents to agency receiving unit(s) not specified in the public docket will
not be considered as official if they are submitted in electronic form; paper forms of such
documents will be considered as official and must accompany any electronic records.
Persons are expected to consult with the intended agency receiving unit for details on how
(e.g., method of transmission, media, file formats, and technical protocols) and whether to
proceed with the electronic submission.

Zaznamy
nepredavané uradu
Zaznamy predavané
uradu

21SCF part 11, EU GMP Annex 11, GAMP 5 ed.2
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21CFR part 11 — 11.3 Definice

§11.3 Definitions.

(a) The and interp
terms when used in this part.

of terms

in section 201 of the act apply to those

®

The following definitions of terms also apply to this part:
(1) Act means the Federal Food, Drug, and Cosmetic Act (secs. 201-903 (21 U.S.C. 321-393)).
(2) Agency means the Food and Drug Administration.

(3) Biometrics means a method of verifying an individual's identity based on measurement of
the indivi 's physical O T action(s) where those features and/or
actions are both unique to that individual and measurable.

(4

Closed system means an environment in which system access is controlled by persons who
are responsible for the content of electronic records that are on the system.

®

Digital signature means an based upon cryp phic methods of
originator authentication, computed by using a set of rules and a set of parameters such
that the identity of the signer and the integrity of the data can be verified.

(6,

Electronic record means any combination of text, graphics, data, audio, pictorial, or other
information representation in digital form that is created, modified, maintained, archived,
retrieved, or distributed by a computer system.

(7) Electronic signature means a computer data compilation of any symbol or series of symbols
executed, adopted, or authorized by an individual to be the legally binding equivalent of the
individual's handwritten signature.

(8) Handwritten signature means the scripted name or legal mark of an individual handwritten
by that individual and executed or adopted with the present intention to authenticate a
writing in a permanent form. The act of signing with a writing or marking instrument such as
a pen or stylus is preserved. The scripted name or legal mark, while conventionally applied
to paper, may also be applied to other devices that capture the name or mark.

©

Open system means an environment in which system access is not controlled by persons
who are responsible for the content of electronic records that are on the system.

* Uzavreny x otevieny systém
* Elektronicky zaznam
* Elektronicky x digitalni
podpis, biometrie
— Digitalni — zahrnuje Sifrovani

* Rukou psany podpis

21SCF part 11, EU GMP Annex 11, GAMP 5 ed.2

21CFR part 11 Subpart B — Elektronické zaznamy

* 11.10 - Opatfeni pro uzaviené systémy

— Validace

— Schopnost vytvaret zaznamy v Citelné podobé
vhodné pro audit, pfedani uradu

— Zajisténi dostupnosti

— Omezeni pristupu

— Audit trail — zaznam vloZeni, Upravy, smazani
dat

* Nesmi zakryt plvodni obsah

— Omeazeni pristupu

— Ovérovani pristupu

— Kontroly funkce vstupnich zafizeni

— Provérovani uzivatell (jejich Skoleni, zkusenost,
spolehlivost)

— Psané predpisy — stanoveni odpovédnosti za
podepisovani

— Kontroly nad systémy

* Distribuce dokumentace
* Rizeni zmén (dokumentace)
11.30 - Opatreni pro otevené systémy
— Navic zajisténi divéryhodnosti pfi pfenosu —
napt. Sifrovani
11.50 - Provedeni podpisti
— Znaky podepsanych dokumentt
* Jméno podepisujiciho (htlkovym pismem)
* Datum a Cas podepsani
+ Ugel podepsani
— Ochranna opatieni — jako 11.10
11.70 - Propojeni podpisti se zaznamy
— Neoddélitelné
* Plati i pro rucné psané podpisy

21SCF part 11, EU GMP Annex 11, GAMP 5 ed.2
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21CFR part 11 Subpart C — Elektronické podpisy

* §11.100 Obecné pozadavky

— Spojeni s osobou, neprenositelnost

* token se nesmi ,recyklovat”
— Ovéfeni totoznosti uzivatele
— Certifikat

* v papirové podobé

* zaslany urfadu

* kdykoli pfipravenost potvrdit

* §11.200 Slozky elektronického
podpisu
— Nejméné dvé slozky
— Podpisy v pribéhu jednoho
prihlaseni do systému

21SCF part 11, EU GMP Annex 11, GAMP 5 ed.2 9

* Stadi jedna slozka

— Biometrie — nepienositelnost,
nenapodobitelnost

* §11.300 Opatreni pro identifikacni
kody a hesla
— Neopakovatelnost
— Pravidelné revize, exspirace
— Sprava nosicua
— Detekce a reporting zneuziti

— Verifikace nosicu (karty, tokeny
atd.)

e periodicky

EU GMP Annex 11

* Revize 1, 30.06.2011
— Revize 2 ve finalni fazi pripominek

* 3 strany A4

* 17 kapitol

* Pozadavky na pocitacové /
automatizované systémy v GMP /
GxP prostredi

21SCF part 11, EU GMP Annex 11, GAMP 5 ed.2 10
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EU GMP Annex 11 - Obsah

16. Kontinu

Faze projektu
4.valida 17. Archivace

Definice pojmi:

Operacni faze

21SCF part 11, EU GMP Annex 11, GAMP 5 ed.2 11

EU GMP Annex 11 — Revize 2

 Vyhlaseni — predpoklad 06/2026 — 9. Qualification and Validation
 Rozsah — 19 stran (v€. Obsahu) — 10. Handling of Data
— 1. Scope — 11. Identity and Access
. Management
— 2. Principles

12. Audit Trails
13. Electronic Signatures
14. Periodic Review

— 3. Pharmaceutical Quality System
— 4. Risk Management
— 5. Personnel and Training

— 6. System Requirements — 15. Security
— 7. Supplier and Service — 16. Back.u?

Management — 17. Archiving
— 8. Alarms — Glossary

21SCF part 11, EU GMP Annex 11, GAMP 5 ed.2 12
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EU GMP Annex 11 rev. 2 — Porovnani

Category Annex 11(2011) 2025 Draft Concept Paper
Scope Focused on systems replacing Includes systems replacing other
manual operations systems; reflects complex IT

environments

Lifecycle Coverage Limited mention Full lifecycle: design to
decommissioning

Data Integrity Mentioned but vague Explicit requirements for data in
motion/rest; automation
encouraged

Al & Emerging Technology Not addressed Integrated with Annex 22 Artificial

Intelligence; includes Al/ML
governance and validation

Cloud & Outsourcing Basic requirements for service Expanded expectations; includes
agreements validation, quality agreements,

configuration hardening

Quality Risk Management Mentioned but not central Embedded throughout lifecycle;
aligned with ICH Q9

Regulatory Alignment EU GMP only Harmonized with PIC/S PI 011, ICH
Q9/Q10, FDA 21 CFR Part 11, where
applicable

Operational Impact Minimal disruption Requires SOP updates, system

revalidation, stronger vendor
oversight, and staff training

(Lachman Consultants)

21SCF part 11, EU GMP Annex 11, GAMP 5 ed.2 13

GAMP 5 Ed. 2

* Zkratka Good Automated Manufacturing Practice
— Preneseni zasad GMP do oblasti automatizace a pocitacovych systému

* Publikace stejného oznaceni @ 1s°E. | Gomp
GAMP 5

— Verze 1, nepublikovana =
* Vypracovala skupina GAMP forum, ISPE 5 s:m
— Verze 2, publikovana v kvétnu 1996 .
* ,Supplier Guide”
* Pfijata zastupci primyslu i statnich autorit
— Soucasna verze 5 Second Edition, 2022
* A Risk-Based Approach to Compliant GxP Computerized Systems"”
« ,Filosofie” validaci automatizovanych systém
— Rada publikaci ,,GAMP Practice Guide“

21SCF part 11, EU GMP Annex 11, GAMP 5 ed.2 14
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GAMP Practice Guide - rada

& ispe Gimp " & ispe Gimp e

& ispe Gimp n n & ispe Gimp

@ 1sPE. |Gimp 2 my m n £ 1sPE.|Gimp

21SCF part 11, EU GMP Annex 11, GAMP 5 ed.2 15

Zaclenéni GAMP mezi dokumenty ISPE

Good Practice Guides
Calibration Management  Electronic Data Archiving
lectronic Records and Sig Global ion Syst¢
GxP Compliant Laboratory Computerized Systems
GxP Process Control Systems T Infrastructure
Manufacturing Execution Systems
Operation of GxP Computerized Systems  Testing of GxP Systems

Other Information
Templates and Examples

Papers and Articles

21SCF part 11, EU GMP Annex 11, GAMP 5 ed.2 16

Training Materials
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Hlavni pfinosy GAMP

* Metodika dosazeni souladu s pozadavky GxP v oblasti automatizovanych
systému
» Zavedeni kategorii sw a hw
* V-model validacnich aktivit
— Predstaven 1996
— Zaklad GEP S oo o Hont
— Od GAMP 5 Life cycle model, ,,Spoon model”
* Aplikace analyzy rizik
— Pragmatické stanoveni rozsahu aktivit
* Rizeni Zivotniho cyklu
— Primdrné planovani a implementace

21SCF part 11, EU GMP Annex 11, GAMP 5 ed.2 17

Co neni GAMP

* Pravné zavazny predpis
— Doplnék 11 k VYR-32

* Od 2011 vcetné pozadavkl na elektronické zaznamy a podpisy
* Seznam pozadavkl na systémy
— Vzdy odpovédnost uzivatele
* Navod na pouzivani automatizovanych systému
e ,Samospasna zastita“

— Mél by byt pouzivan a aplikovan na zakladé odbornych znalosti a
usudku

21SCF part 11, EU GMP Annex 11, GAMP 5 ed.2 18
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Struktura GAMP 5 (Ed. 2)

»  Zakladni dokument
— 8 kapitol, 80 stran (véetné tabulky obsahu)
Introduction
Key Concepts
Life Cycle Approach
Life Cycle Phases
Quality Risk Management
Regulated Company Activities
Supplier Activities
*  Efficiency Improvements
*  Dodatky
— M- Management
Planovani, posouzeni dodavatele, analyza rizik, kategorie sw/hw, ...
— D -Vyvoj (Development)
Tvorba specifikaci (URS, FS, ...),testovani, migrace dat, ...
D11 - Uméla inteligence, strojové uceni
— 0O - Operaéni (Operational)
Predani, sprava, monitoring, CAPA, zménové fizeni, ...
— S -—2Zvlastni pfipady (Special Interest Topics)
Uzivatelské aplikace (v¢etné Spreadsheets), sprava aktualizaci, ...
S4 — Opravy a aktualizace
— G- Obecné (General)
Zkratky, ...

21SCF part 11, EU GMP Annex 11, GAMP 5 ed.2 19
Ld Ld
GAMP® Good Practice Guides
*  GAMP Good Practice Guide: Calibration Management (Second Edition)
*  GAMP Good Practice Guide: Validation and Compliance of Computerized GCP Systems and Data —
Good eClinical Practice (Second Edition)
*  GAMP Good Practice Guide: Global Information Systems Control and Compliance (Second Edition)
*  GAMP Good Practice Guide: GxP Compliant Laboratory Computerized Systems (Second Edition)
*  GAMP Good Practice Guide: GxP Process Control Systems (Second Edition)
*  GAMP Good Practice Guide: IT Infrastructure Control and Compliance (Second Edition)
*  GAMP Good Practice Guide: Manufacturing Execution Systems
*  GAMP Good Practice Guide: Operation of GxP Computerized Systems
*  GAMP Good Practice Guide: Regulated Mobile Applications
*  GAMP Good Practice Guide: Testing GxP Systems (Second Edition)
*  GAMP Guide: Records & Data Integrity
*  GAMP RDI Good Practice Guide: Data Integrity - Key Concepts
*  GAMP RDI Good Practice Guide: Data Integrity - Manufacturing Records
*  GAMP® RDI Good Practice Guide: Data Integrity by Design
*  GAMP Good Practice Guide: Enabling Innovation — Critical Thinking, Agile, IT Service Management
21SCF part 11, EU GMP Annex 11, GAMP 5 ed.2 20
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Zakladni principy GAMP

* Porozuméni procesu/produktu
— Role ,,SME“ — Subject Matter Experts
* Rizeni celého Zivotniho cyklu systému
— Uplatnéni QbD (Quality by Design)
* Pragmaticky pfistup na zakladé analyzy rizik
* Existujici metodiky (Best Practices)
— ITIL, DevOps, ...
» Zapojeni dodavatele
* Podpora inovaci, agilni a kolektivni pristup

— Scrum, Xaa$, distribuované systémy (blockchain)
ndastroje umélé inteligence a strojového uceni

21SCF part 11, EU GMP Annex 11, GAMP 5 ed.2 21

Kategorie sw/hw

* Software gy [cawrs
1 Infrastructure software
2 No longer used
3 Non-configured products
4 Configured products
5 Custom applications

© Hardware Cateory ||

1 Standard

2 Custom Built

21SCF part 11, EU GMP Annex 11, GAMP 5 ed.2 22
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Pracnost aktivit

* Aspekty

Mira originality Vystup analyzy Poceta GAMP
rizk slozitost .
vystupti Categorie

High | | 5
Low 1

21SCF part 11, EU GMP Annex 11, GAMP 5 ed.2 23

V-model, obecny

21SCF part 11, EU GMP Annex 11, GAMP 5 ed.2 24
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V-model, sw kategorie 5

25

21SCF part 11, EU GMP Annex 11, GAMP 5 ed.2

Model Izicky
» Zohlednéni celého zivotniho cyklu

Migration
URS Release /
GxP Assessment Changes
Concept Project Operation Retirement
A AN N AN
] | | ]
| ] | ]
I I | I
I ] | ]
] ] | ]
. ) B J
Suplier
Involvement

26

21SCF part 11, EU GMP Annex 11, GAMP 5 ed.2
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Analyza rizik

* VYR-32, Doplnék 15 Kvalifikace a validace
 VYR-32, Doplnék 20 Rizeni rizik pro jakost

* GAMP, dodatek M3

21SCF part 11, EU GMP Annex 11, GAMP 5 ed.2

27

Obecné schéma rizeni

* ICH Q9

Komunikace rizik

rizik

( Zahdjeni procesu izeni rizk )

Posouzeni rizik

Icertifkace rizik

nepfiatel

I
-——CmeWded&pmmmﬁzzn’ﬁzik)
[

Prezkoumani rizik

Pfezkounénené udélosti

21SCF part 11, EU GMP Annex 11, GAMP 5 ed.2

Hzu Juaz) alonsen

28
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GAMP, fizeni rizik

* Posouzeni (GxP) dopadu systému

* Nalezeni funkci s dopady na pacienta, kvalitu,
integritu dat

* Analyza funk€nich rizik a nalezeni opatreni
* Implementace opatreni
* Revize rizik a monitoring

sssss

21SCF part 11, EU GMP Annex 11, GAMP 5 ed.2 29

Posouzeni dopadu systému (GxP) - priklady

Definice slozeni produktu

Vyrobni postupy

Stanoveni hodnot atributt kvality (a jejich interpretace)

Stanoveni skladovacich podminek (a jejich interpretace)

Transfery vyroby mezi vyrobnimi misty

21SCF part 11, EU GMP Annex 11, GAMP 5 ed.2 30
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Posouzeni dopadu systému (B) - priklady

Ztrata poveésti

Ztrata pozice na trhu

Negativni popularita

Ztrata obchodni znacky

21SCF part 11, EU GMP Annex 11, GAMP 5 ed.2 31

Analyza funkcnich rizik
* Obecné: FMEA/FMECA

— Pojmenovani hrozeb

— Stanoveni scénafru rizika (situaci, kdy se projevi hrozba)
— Stanoveni zavaznosti (S)

— Stanoveni pravdépodobnosti (P)

— Detekovatelnost (D)

— Urceni priority (RPN =S * P * D)

— RPN > limit (T) => opatreni

— Nevyhody
e Stanoveni T
* RPN < T, presto kombinace R, P, N miZe byt nepfijatelna

21SCF part 11, EU GMP Annex 11, GAMP 5 ed.2 32
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Analyza funkcnich rizik - GAMP

* 3 stupné zavaznosti, pravdépodobnosti,
detekce

* Stanoveni kombinace pomoci tabulek

Priorita rizika (RPN)

Mira rizika Pravdépodobnost Detekce
g M s v 2 M s v
BS = 1S
& g
3 | I
3

* Vzdy udrzovat vysvétleni, komentare

21SCF part 11, EU GMP Annex 11, GAMP 5 ed.2 33
Funkcni analyza rizik — priklad zaznamu
8 % 3l 5.8 ¥sleis8.3 95 =2 o3e 5 g
& 3 = o =
. —kontrola, 7
oyea [otenine " o fomkce v
Neprovedeni st i systému zapnuta
kontroly Q:St::l;::?rg g:gsﬂgén\'/ N v s s :gf)coeéu, Oﬁﬂjgﬁztf:ﬁ]lﬁgese
propousténi natrh \F/’ykonévé
Komentare
e Zasadni uloha
* Dosledovatelnost, prezkoumani
21SCF part 11, EU GMP Annex 11, GAMP 5 ed.2 34
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DalSi zohlednéné aspekty

Celkova slozitost reseni

Renomé dodavatele (feSitele)

Druhé (treti, ...) pouziti validovaného reseni
Cilova skupina operatorli

21SCF part 11, EU GMP Annex 11, GAMP 5 ed.2 35

Kritické mysleni

* Nové v GAMP 5 Ed.2
— Kap. 3.4

* Soucdast modelu Zivotniho cyklu
* Holisticky pristup

Optimal
Benefit
Fit for

Intended
Use

— Narocné v uvodnich fazich projekta

Risk-
Based
Approach

Multilayered
Assurance

21SCF part 11, EU GMP Annex 11, GAMP 5 ed.2 36
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Specidlni pripady

Ridici automaty (PLC)
—  Zpravidla kategorie 4

*  Vyslednd funkce je dana sklddanim elementarnich blokd, které jsou v PLC pfipravené
Tabulkové procesory, databaze, vytézeni dat (Dodatek S3)
—  Kategorie 3

Prezentace dat (uspofadani do tabulek, grafi)
—  Kategorie 4
* Vzorce, automatizace vypocti, automatické podbarveni apod.

Doplnéné funkce (Add-in) tfetich stran (komer¢ni)
—  Kategorie 5
«  7akaznicky programované funkce (makra, Add-in)

Spreadsheets i Tools

Custom Macros. Custom Macros PR—

‘Sophistcated Lookup Functions  Muliple System Sources
(2., ODBC Connectiiy)
Nested Boolean Functons
Networked Spreadshest
fcations.

Gustomized Functions
‘Simple Boolean Fuctions Multiple Related Table:
Operations
Complex Template. Complex Analysis based on
Labels
Statitical Functions. User Defined Queries
and Reports
o Operations Linked

Cell Relatonships

‘Simple Templates. ‘Simple Analysis based on
Prodifined Queries.

Arthmetic Operators

Prining Functons

21SCF part 11, EU GMP Annex 11, GAMP 5 ed.2 37
Legacy systems”
»LEgacy sy
* Implementované pred ucinnosti Doplnku 11
— Nedostatek dokumentace
— Dlouhodobé pouzivani bez platné validace
— Nemély by se vyskytovat
* l.verze Dopliiku 11 je z roku 1998
* GAMP 5 Ed.2 zminuje jen ve vztahu k zajisténi dostupnosti dat, archivaci
— Zména v systému = prileZitost pro validaci
* Popis rozsahu vyuZzivani
* Experience report” — doklad stability, vyhovéni
* Validace jako v pfipadé nové instalace
— Neomezovat na rozsah zmény
21SCF part 11, EU GMP Annex 11, GAMP 5 ed.2 38
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Udrzeni validovaného stavu

*  Rizeni zmén
— Viz model lZi¢ky
*  Configuration management

— Dokumentace nastaveni, zmén
*  PF. spojeni lab. pristroj — tiskdrna, PLC — HMI panel, frekvencni ménic

*  Aktualizace a opravy

— Rizlka GxP 1. Patch or upgrade “pushed to environment as soon as it can be configured;
¢ Pilis undhlené aktualizace users notfied afterward
— Rizika zabezpeéeni, kontinuity 2. Patch or upgrade *pushed o environment at a non-negotiable time with

. advanced notice to users
* Neprovedené aktualizace
3. Patch or upgrade built into planned ad hoc upgrade with users involved in
planning
4. Patch or upgrade built into user's normal scheduled upgrade cycle

5. Patch or upgrade not applied

*  User management
— PFidélovani opravnéni podle skuteénych potieb
— Odebirani opravnéni pfi zméné pracovni pozice

¢ Vazba na personalni agendu

— Rozdéleni odpovédnosti
*  Hierarchicky model — ne vZdy vhodny

*  Periodické revize
— Rozsah provedenych zmén, jejich zadvaZnost, dopady

21SCF part 11, EU GMP Annex 11, GAMP 5 ed.2

39

Systémy v praxi

* Infrastruktura
— Server, pracovni stanice, datové uloZisté, databazova platforma
* 1Q, fizeni verzi
*  PFistroj — vaha, pH-metr
— NevyZaduje validaci
— Tiskarna, ,GLP“ tisk — nastaveni ¢asu, Sablony
* Integrita dat, zabezpeceni, fizeni opravnéni
*  Vlyroba a skladovani vody
—  Prumyslovy Fidici systém PLC, DCS
* Kategorie 4
* URS, 1Q, 0OQ, procesni hlaseni —alarmy, fizeni opravnéni
— Vizualizace SCADA - informac¢ni systém
* Kategorie 4
* URS, IQ, OQ, reporty, alarmy, elektronické zaznamy, elektronické podpisy
* Tabletovaci lis
- ,OEM*“ feSeni
*  Kategorie 4, mensi Urover rizika, zapojeni vyrobce
*  Vyrova vs. vvoj —rozdilny pfistup, jina troven fizeni opravnéni
e, Custom made”
— Pomiicky
— Evidence (Excel, Access, Sharepoint, ...)
* Kategorie 5
*  Uplny rozsah validace
*  Prednostné vyuziti existujicich feseni
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Dékuji za pozornost
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