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AN OPENING WORD

The year 2020 will forever be remembered as the
year of the coronavirus crisis, which affected so-
ciety as a whole, but most of all those who were
in regular contact with patients actually or poten-
tially infected with SARS-CoV-2, i.e. all healthcare
professionals and pharmacists. The verification
of medicines continued despite all the obstacles
caused by COVID-19. All the essentials of the cor-
rect process stipulated in legislation were fulfilled,
but in order to ensure the availability of medicines
in this difficult epidemiological situation, it was
possible to dispense them to patients even if their
authenticity could not be successfully verified, i.e.
after an alert was generated.

A big thank-you goes to the pharmaceutical com-
panies, marketing authorization holders (MAHs),
that, in a very short time, developed and prepared
for approval effective vaccines and promising
medicines against COVID-19 and actively partici-
pated in educational campaigns.

All crises pose an increased safety risk. This is also
true about the risk of falsified medicines enter-
ing the European market. Some falsified vaccines
against the SARS-CoV-2 infection have already
been seized. Thus, the Falsified Medicines Direc-
tive (DIRECTIVE 2011/62/EU OF THE EUROPEAN
PARLIAMENT AND OF THE COUNCIL of 8 June
2011; hereinafter as the FMD) is still needed and
justified even two years after it came into effect.
Compliance with the FMD effectively protects
Czech patients.

In 2020, the National Medicines Verification Or-
ganization (NOOL) stabilized the systems and
searched for activities that would reduce the num-
ber of generated false alerts, for which the unique
identifier on the packs of medicinal products
could not be verified against data in the system.
During the year 2020, the National Medicines
Verification System (NSOL) as well as the follow-up
systems were modified based on the experience
from the first year's live operation: errors were
eliminated and minor inaccuracies in settings
were debugged.

NOOL also focused on improving the Alert
Management System (AMS) and all processes re-
lated to handling alerts generated both on the
part of marketing authorization holders (MAHs)
and end-users (pharmacies, distributors). The
AMS enables direct two-way anonymous commu-
nication between a pharmacy and an MAH during
the investigation of an alert, without the need to
involve the NOOL support center, which speeds
up the investigation of alerts. The AMS removes
the language barrier in communication between
an MAH and a pharmacy.

The Alert Management Center closely worked
with marketing authorization holders and NSOL
end-users in training, providing additional infor-
mation and cooperating in handling alerts. Com-
munication was mainly targeted at specialized
pharmaceutical media to provide them with fac-
tual reports concerning changes and settings of
the AMS.

Chairman of the Board of Directors

Thanks to the “extended transitional period” for
dispensing medicines despite alerts, all entities in
the Czech Republic that are obliged to verify the
authenticity of medicines based on the FMD had
the opportunity to further practice the verification
of medicines and to reduce the number of errors
caused by unfamiliarity with the processes.

It can be considered a great success that the
number of alerts in 2020 was stabilized at 0.05%,
which places the Czech Republic - with 100% of
the connected end-users — among the European
elite. European data and comparisons are taken
from regular reports of the European Medicines
Verification Organization (EMVO).

We would like to thank all those who participated
in the successful implementation of the FMD in
this difficult year.

Vice-Chairman of the Board of Directors
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ABOUT THE NATIONAL MEDICINES
VERIFICATION ORGANIZATION

(NOOL)

Narodni organizace pro ovéfovani pravosti |éCiv, z. s.
(National Medicines Verification Organization (NOOL)
was founded in March 2017 by the following regular
founding members:

e AEDL - Asociace evropskych distributort |é¢iv
(Association of European Distributors of
Pharmaceuticals);

e AIFP - Asociace inovativniho farmaceutického
pramyslu (Association of Innovative Pharmaceutical
Industry);

e AVEL - Asociace velkodistributord 1é¢iv
(Association of Wholesale Distributors of
Pharmaceuticals);

o CAFF - Ceské asociace farmaceutickych firem
(Czech Association of Pharmaceutical Companies);

e CLnK - Ceska lékarnicka komora (Czech Chamber

of Pharmacists).

NOOL is a national non-profit legal entity founded
in compliance with Directive 2011/62/EU of the
European Parliament and of the Council of 8 June
2011 and Commission Delegated Regulation (EU)
2016/161 of 2 October 2015. Directive 2011/62/EU
amends Directive 2001/83/EC on the Community
code relating to medicinal products for human
use, as regards the prevention of the entry into the
legal supply chain of falsified medicinal products.
Regulation 2016/161 supplements Directive
2001/83/EC of the European Parliament and of
the Council by laying down detailed rules for the
safety features appearing on the packaging of
prescription-only medicinal products for human
use.

NOOL was founded to protect the legal supply
chain against falsified medicinal products
by creating and managing the regional data
repository — the National Medicines Verification
System (NSOL). The NOOL's goal is to coordinate
collaboration among its members, NSOL users
and competent entities and authorities in
implementing the Falsified Medicines Directive
(FMD).

Associated members:

® Apatyka Servis;

® Asociace provozovateld |ékarenskych siti
(Association of Pharmacy Chain Operators);

o GS1 Ceska republika;

o |Lekis;

e PharmaSwiss;

® Poskytovatelé |ékarenské péce (Pharmaceutical
Care Providers);,

e Avenier,

e Cyrmex;

e Unie distributord |é&iv (Union of Medicines
Distributors).

The regular member companies regularly met
via their representatives in the NOOL's Board of
Directors and General Meeting and helped to
supervise the implementation of the FMD in the
Czech Repubilic.

NOOL's activities are described in detail in the
following chapters.

In 2020, NOOL also closely collaborated with
the State Institute for Drug Control (SUKL), the
Ministry of Health of the Czech Republic, the
European Medicines Verification Organization
(EMVQO) and other stakeholders.
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MEMBER COMPANIES

‘.k] EL _?_ Egrsnkjrgékérnické C AFF

Ceska asociace
farmaceutickych firem

asociace velkodistributort 1é¢iv

S0 N

Asociace inovativniho
farmaceutického pramysiu

(3 AEDL

ASOCIACE EVROPSKYCH DISTRIBUTORD LECIV

AFFILIATED COMPANIES

®

P ASOCIACE
1 Lj PROVOZOVATELU
‘J LEKARENSKYCH SiTi
Czech Republic
SERVIS
ﬁﬁ PharmaSwiss
Pharmacy Software Choose More Life

a PHOENIX company

(++) AVENIER

Unie distributorua 1éciv

% CYRMEX

(Union of Pharmaceutical Distributors)
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ORGANIZATION STRUCTURE

GENERAL ASSEMBLY

BOARD OF DIRECTORS
NOOL team EXECUTIVE
From 1. 6. 2020 MANAGER

PROCESS & OPERATIONS
MANAGER

Libor SVATON

BACK OFFICE
MANAGER

Lenka NAVRATILOVA

NOOL Support Centre

Innovation One

F&A services, PR and

communication, legal,
IT and other services

Pavlina STISOVA

ALERTS INVESTIGATIONS
& ANALYSES

Lukés LEGIN

ADMIN SUPPORT -
REGISTRATIONS/MAH

Barbora KSANOVA / Jan BENDL

QUALITY & REPORTING
MANAGER

Daniel SEDLACEK

Expert group

External suppliers

Teams of Experts
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NATIONAL MEDICINES

VERIFICATION ORGANIZATION

TEAM IN 2020

Executive Manager

Back Office Manager

Quiality & Reporting
Manager

Process & Operations
Manager

Admin Support -
registrations/MAH
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Admin Support —
registrations/MAH

Alerts investigations
& Analyses

ACTIVITIES IN 2020

The year 2020 can be characterized as a year
of searching for the right solutions to surprising
and complex problems. For NOOL, it was rather
about learning and setting up cooperation
with all entities involved in the verification of
medicines, handling and reducing the number

o

NOOL's main activities in 2020 focused in
particular on stabilizing processes and handling
alerts in the case that medicinal products
could not be successfully verified, although the
transitional period continued during the entire
year and it was possible to dispense medicines

The modifications and development of the National
Medicines Verification System in cooperation with
its provider Solidsoft Reply and other countries
using the system of the same provider.

E Cooperation and intensive communication with

providers of end-user IT systems regarding updates,
changes and partial modifications before their
planned implementation in the NMVS.

n Daily contacts and cooperation with pharmacists,

distributors and marketing authorization holders
concerning anti-falsification legislation; sharing
best practices and experiences in investigating alert
causes as well as preventive measures to reduce the
number of alerts.

of alerts generated during verification and in
particular about improving the Alert Management
System (AMS) developed and managed by NOOL.
NOOL also modified and improved the National
Medicines Verification System and cooperated
within European anti-counterfeiting structures.

-

even if an alert was generated. These activities
also included the development and modification
of the NOOL Alert Management System (AMS),
which is extremely useful for communication
support and for identifying alert causes.

THE MOST IMPORTANT ACTIVITIES INCLUDE IN PARTICULAR:

Setting up the process of implementation of
changes and relevant structures in the entire
European Medicines Verification System (EMVS) in
cooperation with other countries using Solidsoft
Reply, Arvato and European HUB systems.

H Informing and  educating NSOL end-users

(pharmacists and distributors) about the Alert
Management System and the benefits of using
the AMS in handling alerts generated during
the verification of medicines; direct contact and
education through the NOOL support team.

n Cooperation, within European structures, with other

countries using the same NMVS provider and with
other EU Member States, as well as coordination of
activities with the EMVO.
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Monitoring the trend of error messages (alerts)

10

from NSOL and searching for false alert causes
and for ways to prevent false alerts. These long-
term activities made it possible to reduce the
percentage of error messages from almost 0.4% at
the beginning of 2020 to less than 0.05% during the
last months of 2020, which also led to the decision
of the Ministry of Health of the Czech Republic to
abolish the possibility to dispense medicines that
were not successfully verified.

The NOOL Alert Management System is a unique
solution that ensures the maximum automated
processing and exchange of data information, i.e.
it provides end-users and marketing authorization
holders (MAHs) with the following benefits:

e immediate access to the current status of
alerts;

e asimplified and completely anonymous
exchange of messages among MAHs, the
NOOL and end-users (i.e. the establishment,
the place where the alert originated);

e the possibility to detect and change the
status of alerts automatically or manually;

e data integration with MAH and end-user
applications.

2

X

Pharmacy/distribution staff
with alert management software

End user
software

=
2

Pharmacy/distribution staff
without alert management
software
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NOOL call center staff MAH/OBP staff

Alert management
system

D NN  Web interface (for API)

Communication with the Ministry of Health of
the Czech Republic and the State Institute for
Drug Control and continuous provision of current
information, including monitoring the functioning
of NSOL using the NOOL's website www.czmvo.cz.

n Regular meetings of the members of the NOOL
Board of Directors and two General Meetings.

The National Medicines Verification Organization
investigates, through the AMS, alert causes and
closes alerts in cooperation with both MAHs and
end-users. The AMS also makes it possible to
detect and signalize a too slow response or the
absence of activity in handling alerts, and thus the
impending unnecessary return of medicines from
pharmacies to distribution. The challenge for the
year 2021 is to train both MAHs and end-users as
much as possible in order to reduce the number
of error messages and to streamline the handling
of generated alerts caused by errors on the part
of MAHSs, pharmacists or distribution personnel.

All-European monitoring, which is regularly
provided by the EMVO, shows that the Czech
Republic successfully implemented the FMD in
2020 as well. The Czech Republic has long been
one of the best countries in terms of activity,
i.e. the number of verifications (transactions) in
relation to its market size, as well as in terms of the
number of alerts and their percentage on the total
number of transactions, which keeps decreasing.

MAH/OBP

<

with alert management software
Software
MAHa/OBP

X

MAH/OBP staff without alert
management software

Release 2.0 - 3/2020

The NOOL Alert Management System was expanded in 2020 thanks to several releases of new
functionalities, which mainly include:

Access and management of users and their roles and management of organizations;
Design modifications and the option to export to xIsx;

The alert display has been expanded with new details (“Manual Entry”, “Note”, “Expiration Date”,
"Error Code”);

"Anonymous groups” have been created (alerts generated by the same end-user are grouped);
New statuses have been added (“Probably End-User's Error”, “NMVS’s Error”);

Activities now include Data Import — mass update, uploading of attachments to an alert and an alert
group;

The code list of messages sent by end-users to MAHs has been expanded with other options from
practice (“Dispensed to the Patient — No Proof,” “Confirmed End-User Error”) and vice versa from MAHs
to end-users (“Message with Uploaded Attachment — No Activity of End-User Is Required”).

Release 2.1 - 4/2020

The option to also include files from central administration — alert.czmvo.cz

Release 2.2 - 8/2020

The support team'’s response is recorded in the case that the end-user requests the MAH'’s cooperation:
the support team enters the end-user’s e-mail response in the text field and an e-mail with the text is sent
to the MAH'’s e-mail address. The same applies to a group response;

Corrections and additions in messages and filters;
Reports for individual AMS users based on access rights that include a complete report on a detail in the

alert or alert groups, a report of the audit log by the alert, a summary report for the given period or since
the last change.

Annual Report 2020
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THE FMD'S STATE AS OF THE
END OF 2020

MARKETING AUTHORIZATION HOLDERS (MAHS)
Number of MAHs registered to use the NMVS: 360
Of this, the number of MAHs eligible for a reduced user fee: 58

NMVS END-USERS (PHARMACIES AND DISTRIBUTORS)
1 565 registration contracts with legal entities.

3 204 total establishments connected to the NMVS. Of this:

Pharmacies: 2 767 (100 %) — including 116 hospital pharmacies (100 %)

Warehouse — distributors’ locations where medicines are verified: 437

8 767 products entered in the EU HUB and NSOL
Number of packs with data uploaded in the NSOL as of 31 December 2020: 412 145 529

Annual Report 2020

TRANSACTIONS IN NSOL

There were about 8.5 million transactions per week.

Of this, 3.3 million packs were verified on average and marked as dispensed. During the first week of 2020,
alerts amounted to 0.28% of all transactions; they dropped to 0.04% in the 51st week of 2020.

Count of alerts in relation to the count of transactions in NSOL (% of alerts) period 01/2020-12/2020

0.32%

01/20 02/20 03/20 04/20 05/20 06/20 07/20 08/20 09/20 10/20 11/20 12/20

Percentage of alerts in relation to the count of transactions (excluding A1)

-------------------- Trend (Percentage of alerts in relation to the count of transactions (excluding A1))

Annual Report 2020
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ALERTS GENERATED DURING AN UNSUCCESSFUL VERIFICATION
OF MEDICINES

Count of closed / open alerts for 2020
Alert status Sum
Open 52 048
Closed 380 166
Total 432 214

46.17K (11.67 %)

During 2020, a total of 432 214 alerts were generated, which represented only 42% compared to 2019.
(The number of alerts includes all alerts per pack — the same serial number — several alerts are often generated, i.e.
the number of packs is much lower.)

In 2020, it was still possible in the Czech Republic to dispense prescription-only medicines to patients, even if an alert
was generated; at the request of the State Institute for Drug Control, all alerts generated in 2020 had to be checked
and closed. This was primarily done in the NOOL Alert Management System, where all alerts are registered. As of
31 December 2020, 88.33% of all alerts were investigated and closed.

1-1A: % SHARE OF CLOSED / OPEN ALERTS

Alert status
® Closed
@® Open

349.55K (88.33 %)

During the year 2020, alerts were closed retrospectively even for the previous year. During the last month of 2020,
alerts were most often checked and closed within six days of their generation; the average time required to resolve
an alert was 4.14 days. A total of 97.3% of alerts closed in December were resolved within 14 days, which is the
time-limit for the so-called medicines quarantine stipulated in the Medicines Act, during which it is possible to search
for and eliminate alert causes.

1-1B: % SHARE OF ALERT RESOLUTION TIME ACCORD-

0.66K (4.24 %) \ 0.11K (0.68 %)
ING TO THE TIME SCALE IN THE MONTH 12/2020

5.45K
(35.03 %) Solution time (day)
® 3-14
® o
@
[ ]
® 15+

14

¥ 9.03K (58.03 %)

Annual Report 2020

The investigation of the reasons for a failed verification of medicinal products showed that:

®  30.2% of the closed alerts were caused by correctable errors made and removed by MAHs;

e 41.98% of the closed alerts concerned medicinal products that were granted an exemption by the Ministry
of Health of the Czech Republic (according to Section 11r of the Medicines Act), which stipulates the conditions
under which medicinal products can be dispensed to patients in spite of incompliance with the FMD;

o less than 1% of the alerts were closed due to uncorrectable errors made by MAHs;

e end-users’ errors amounted to 22.1%, of which 89% of errors were made in pharmacies and 11%
in distribution;

e  2.8% of the closed alerts were confirmed by MAHSs as medicines released from production before

9 February 2019.

1-1C: % SHARE OF CAUSES FOR CLOSED ALERTS

2.8% \

22.19 % @ Closed - MAH error — exception of Ministry of Health
@® Closed - MAH error - fixed
@ Closed - technical end user error
® Closed - before 9. 2. 2019
41.98 %
30.2%

THE KEY ACTIVITIES OF THE SUPPORT CENTER INVOLVED:

e Handling inquiries about the processes related to “anti-counterfeiting legislation” and the Alert Management
System (the creation of the AMS, intermarket operations, procedures for handling different types of alerts);

e Alert investigation requests of MAHs, verified audit trails and communicated with Solidsoft Reply and other
NMVOs;

®  Provision of additional information about the cause of alerts from end-users - communicated with pharmacies,
confirmed the cause of alerts and educated end-users in order to eliminate alerts (software and scanner settings,
checking the status of medicines in the system, correct procedures in handling medicines in compliance with
the FMD).

IN 2020, THE SUPPORT TEAM HANDLED:

2000 1263 5920

over

100 th. 1277

phone calls requests e-mail manually closed false alerts
in the AMS communications alerts at MAHSs'
— primarily with and request
pharmacies - end-users’ feedback investigation
communicated to assistance
MAHSs

Annual Report 2020
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COMMUNICATION

The communication platform was also affected by the COVID-19 pandemic, the public (professionals and non-
professionals) focused almost entirely on the pandemic and its unsuccessful/successful handling. This is why we
targeted exclusively professional media to provide pharmacists with key information about ongoing changes.

After the February press conference held in person on the first anniversary of the FMD, we exclusively communicated
electronically (with the exception of June and July when we held personal meetings with media representatives). We
regularly prepared and updated crisis communication documents.

Target media: Praktické Iékarenstvi, Sortiment, PharmaProfit, Medical Tribune, lekarnici.cz — they cover 100% of
pharmacies and distributors.

[ January 2020

Graphical design of the verification system — for the NOOL's press release on the first anniversary of the FMD,
preparation of the press conference.

N February 2020

Press conference on the first anniversary of the FMD (Participants: Mgr. Storova, Mgr. Dvoracek, Mgr. Mat,
PharmDr. Kopecky).

Outputs: Medical Tribune (print and web), Apatykar, TevaPoint, PharmaProfit, Sortiment.

N March-April 2020

Campaign — advertising: “Are you sure that you and your scanner are able to verify medicines?”

Medical Tribune web, PharmaProfit, Sortiment.

| May-September 2020

Campaign “A Message for IT” (about a new release)

TevaPoint, PharmaProfit, Sortiment.

[ | October 2020

A key interview (Face to face on the cover page) with Pavlina Stisové in PharmaProfit.

Annual Report 2020

October-December 2020

Campaign — “The quarantine will be over one day, connect to the AMS (API)”

PharmaProfit, Sortiment, Praktické |ékarenstvi, TevaPoint.

November 2020

Medical Tribune — An interview with Mgr. Dvoracéek on vaccines (and verification)

An interview with Ing. Rohrbacher (the FMD did not complicate distribution)

December 2020

Crisis communication preparation — the transitional period ended.

Annual Report 2020
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FINANCIAL MANAGEMENT
REPORT

The National Medicines Verification Organization is financed from several sources:
*  Membership fees of the founding members;
® Registration and user fees from every MAH using the medicines verification system.

NOOL continues to be financed only by registration fees (in the case of new registered MAHSs) and user fees charged
for using the NMVS in the given year. In 2020, the NMVO paid off the loan, including interest, provided by AIFP.

Selected data from the financial statements (in thousands of CZK)

Revenues in 2020

Expenses in 2020

Received membership fees 50 Purchases including services 37 987
— Materials and energy consumption 271
Registration fees 2950 — Purchased services 37716
User fees 51772 Personnel costs 6082
Other revenues 2034 Taxes and fees 0
(including foreign exchange gains: 2 029)
Other expenses 1447
Total revenues 56 806 Depreciation 334
Income tax 1918
Total expenses 47 768

The full version of the financial statement is available in the Collection of Deeds of the Associations Register kept
by the Municipal Court in Prague, Section L, Insert 67982.

Profit after tax in 2020 amounted to 9 037 597.81 CZK.
Profit after tax in 2019 = 20 590 912.29 CZK was distributed as follows:

e 4321092.50 CZK were used for additions to the Future Risks Fund in compliance with the Statute;
* The remaining profit was kept as retained profit from 2019 to be used in the future.
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INDEPENDENT AUDITOR’S REPORT

THE AUDITOR'S OPINION: UNQUALIFIED OPINION

We have audited the attached financial statements
of Nérodni organizace pro ovéfovani pravosti |éciv,
z. s. (hereinafter also as the “Association”) that were
prepared in compliance with Czech accounting
regulations and consist of the balance sheet for the
year ended 31 December 2020, the profit and loss
account for the year ended 31 December 2020
and the annex to these financial statements, which
contains a description of the used major accounting
methods and other explanatory information. Details
about the Association are provided in the annex to
these financial statements.

In our opinion, the financial statements provide a true
and fair picture of the assets and liabilities of Narodni
organizace pro ovéfovani pravosti |éCiv, z. s. as of
31 December 2020 as well as of its expenses, revenues
and profit (loss) for the year ended 31 December 2020
in compliance with Czech accounting regulations.

ADURD...

52001811021
FPRAVA NEZAVISLEHO AUDITORA

Cleniim spolks
Nirodni organizace pro ovéfovini pravosti Wliv, zs., IC 05851742, se sidlem Praha 8,
Pobteini 62013, PSC 186 00

ik aditors be: vilraid

Provedii june awdit phladend Gleini zivirky spolku Nirodnl organizace pro ovitovied
pravosti 1&0iv, 2.3, {ddle také Spolek”) sestavené na ziklads Seskjch tbetnich predpisd, kieri
se sklidd 2 rozvahy k 31122020, vikaru 7isku a sirity 7a rok kondici 31.12,2020 a phlchy
této iketni zivérky, kicrk obsahuje popis poutitch podsiatnych dbetnich metod a dalii
vysvétlujici informace. Udsje o Spolku jsou wvedeny v philoze této Gletni zivrky.

Podle nabeho nisoru Géetni shvicka poddvi vémyj a poctivy obraz aktiv 8 pasiv spolku
Mirodni crgasizace pro evifovind pravosti létiv, zs. k31.12.2020 & nékladd a vinosh a
wistedku jeho haspodatent 7a rok kondici 31.12.2020 v souladu 5 teskymi dbetnimi phedpisy.

Zdklad pro virok
Audit jsme provedli v souladu se zikonem o saditorech a standandy Komory suditord Ceské
republiky peo andit, kierymi jsou mezindrodni standardy pro audit (ISA), phipadn doplnéné
upraverst souviscilcimi aplikatnins dolodami. Nade odpovideost stanovend tmito prodpisy
o podrobedji popsina v oddily Odpovidnost asditora za andit Géetni zivirky. V souladu e
zikonem o auditorech & Etickgm kodexem prijarim Komorou auditort Ceské republiky jsme:
na Spolku nezivishi a splnili jsme | dal3] etické povinnesti vyplivajici 2 uvedenyeh predpisd.
Domnivime se, ¢ dikazn informace, které jsme shromiddili, poskytugl dostatotng a vhodng
ikl pro vyjiudteni naseho viroku,

Ostatni informace wvedend ve vivednl spedvé
Ostatnlol § i joou i ve virokn

i zp titetni wivérku a nali
zprivu auditorn, #a ostatn] informace cdpovidd phedstavenssve Spolka.

M virok k Glotni siviree se k ostatnien informacim nevatabuje, Phesto jo viak soutkai
patich povinoosti souvisciicich s oudilem ddcini shvirky scamdmeni se s cstatnimi
informacemi o posouzeni, ada ostani informace nejsou ve viEmamném (materidlnim)
nesouladu s Gletni mivitkou & 5 nadimi malostmi o Betni jednolce siskanymi e
providini auditu ncbo zda se jinak tylo informace nejevi jako viznamnd (materidlnd)
nesprivie,

Na ziklodé provedengeh pastupd, do miry, jit dokikemo posowdit, uvidime, 2 astani

informace, kiend pogisuii skutetnosti, jo jsou 12 phedmétem zobrazent v G2etni mvirce, jsou
v viech vymmamngch {materialnich) ohbedech v souladis 5 Betnl zévérkou.

c: 2

EADURD...

£ j2000811021

Dl jame povinnd uvést, ada na zikladt pamnatkt a povidomi o Spolku, k nim? jsme dospéli
i providéni suditu, ostaind informace neobsshuji vnamisé {materidlal) véené nesprivnosti.
V' rienci uvedengch postupd jsme v obdriengeh ostatnich informacich Zidné vy
(matesidlni) viend nesprivnasti nezjistili.

Oedpovddmost pPeditavensiva Spolkn oo iidernl dvérku

Phedstaverstve Spolki odpavid za sestveni detnl zivérky poddvajici vémy a poctivy obrae
v sosiladu 5 deskymi tdetnimi predpisy, a #a takovy valtl konteolni syssém, kicrj povaZuje
7a nezbying pro sestavemi Oeind zivérky twk, aby neobsshovala viznamné (msscridini)
mesprivnosti zplssbené podvodem nebo chybou.

Pt sestavovdad ddetni zivirky je pledsiavensive Spollu povinen posoudil, 2da je Spolek
schopen nepietrdit trvat, 3 pokud je 10 relevantni, popsat v philore d0etnd mivérky zélesitosti
tjkajici s jeho nephetriiéhe trvini a poukiti phedpokladu eepletrtitthe trvin phi sestaveni
teni wivévky, 5 vijimkou plipadd, kdy pledstavenstve pliraje maeni Spolku nebo
ukontend jeho Einmosti, resp. kidy nersh jisou redlnoy modnost ned tak ulinil.

hdpovidnest anditora 2o andit éetal sdvdrky

Nadim cilem je zlskat plimétency jistotu, % Getni #ivirka jako celek neobsahuje viznamnou
(misteriddnl) mespriveost rplsobenou podvodem nebo chybou & vydm zpriva muditor
whsahujic nds virok. Piméhend mira fistoty je vellh mim jistoty, nicméné neni sdrakow, fe
audit provedeny v souladu s vite uvedenymi predpisy ve viech phipadech v ileini shvirce
adhali phips istujh i i moheu vandkat
v dlisledin podvodd nebo chyb a povaduji se za vizramné (materidinf), pokud Lze redlnd
phedpoklidat, Je by jednotlivé nebo v souhrmea mohily ovlivait ekonomicks rochodneni, kierd
ukivatelé Gleini zivirky na jejim waklad2 plijmou.

P providéni sadite v souladu svide uvedenymi phedpisy je nadl povienosil uplathovat
bihem cebibo auditu odbomy sudek a mchovival profesal skepticismus. Dile je nadl
povinnesti:

o Idemtifikovat a vybodsotit rizikn viznamné (materidlni) nesprivnosti ddeini mivirky
piisobend podvodem nebo chybou, navrhnoul a provést anditorské pestapy reaguiict B
talo rizika a ziskat dostatotné a vhodné dikaznl informace, abychom na jejich mikiadd
mohli vyjadit virok. Riziko, 3e ime vy il k nit
dotlo v disledkn podvodu, je véli ned riciko neodhalenl vizmamné (materidlng
pespriveosti zplsobend chybou, protode southsti podvodu mohou byt tjné dohody
ikolure)., Falfovani, Gmyslng opomensti, nepevdivi prohlifend nebo obchireni wnithuich
kemntrol.

»  Semndmit se s wnithiim kontrolnim systémem Spolku relevastném peo audit v takovém

abychom mohli naveheout auditorské postupy vhodné s ohledem na dané

okalmosti, nikoli abychom mohli vyjideis ndzor na Gginnost jejibo nithniho kontrolnibo
systému.
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e Posoudit vhodnost pouditjch GSctnich providel, pliméfenost provedemych (eetnich
odbadl a informace, kieré v wto souvislosti pledstaverstvo Spolku uvedlo v plose
Gidetnd mivirky.

«  Posoudit vhodnost pousiti predpokladi nephetrditého trvini ph sestavenl (letnd zivirky
plodstavensiva @ fo, ada s ohbedom na shromdadind dikarml informace existuje
jamamnd (materidlni) ncjisicta vyplivajici # uddlosti nebo podminek, ieré mohou
wizmamnd zpochybeit schopnoss Spolku nephetrist ivat. Jesilize dojdeme k ziviru, Je
rakova vienamad (materidlnd) nejistola existuje, jo mdi povinsosti upozomit v pak
Fpeive s informace uvedend v Mo souvistosti v piiloze Getni mivirky, a pokud 1y
informace mejeou dostatcéné, vyjbdhit modifikovany virok. Mabe siviry tikajic s
schoprasti 5§ i1 trvan vychdreii 7 difkarnich informaci, kieré jsme ziskali do
data nadi zprivy, Nicménd bedouci udilosti nebo podminky mohou wist k tomu, Je
Spolek ztmil schopnost nephetritt rvat.

= Vyhodnotit celkovou prezentact, Senénl a ohsah deetni mivirky, vieind philohy. a dile 10,
afa dbeni zhvitka zobrazuje podkladové transakee a uddbosti zplsobem, kiery vede k
vimdmu sobraend,

Nai povinnosti je informovat pledstavensive spolku mimo jiné o plincvaném rozsaha &
natasovani ssditu o o vizeamngch zjifténich, kierd jsme v jeho pribihu wlinill, vt
jitigngeh viznamaych nedostatki ve vnitfnim kontrolnim systému.
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CONTACT AND IDENTIFICATION
INFORMATION

NARODNi ORGANIZACE PRO OVEROVANI PRAVOSTI LECIV, z. s.

Address: Pobrezni 620/3, 186 00 Praha 8

IN: 05851742

TIN: CzZ05851742
Web: WWW.CZMVO.Cz
E-mail: info@czmvo.cz
Tel.: +420 224 834 153

Narodni organizace pro ovérovani pravosti léCiv, z. s.
entered into the Federal Register kept by the Municipal Court in Prague, Section L, file 67982
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