SOOL overo\

vanie
pravosti liekov —
CO je nove

Mgr. Ondrovic Pavol 04.12.24




PROGRAM:

» Uz pat rokov verifikujeme pravost liekov na predpis v nasich lekarriach
e Stav systému pre overovanie liekov na Slovensku a v EU

* Registracia na portali a ziskanie certifikatu

e Aktualizacia usmernenia FMD

e Diskusia a otazky

e Zaver




Uz pat rokov verifikujeme pravost liekov na predpis v nasich lekarnach

09. februara 2024

5. vyrocie spustenia
verifikacneho systemu liekov
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Uz pat rokov verifikujeme pravost liekov na predpis v nasich lekarriach
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Zakladné fakty

Narodny verifikacny register od svojho vzniku poskytuje svoje sluzby:

e 2110 Slovenskym lekarfiam a viac ako 115 000 lekarfiam v dal3ich krajinach EU;

115 Slovenskym distributorom liekov a okolo 4 000 distribdtorom z inych $tatov EU;

e 320 vyrobcom liekov, ktori su reprezentovani drzitemi marketingovych licencii na lieky
(MAH) a ktori nahravaju do ndsho registra Specifické identifikatory nimi vyrobenych
baleni liekov na predpis urcenych na slovensky trh;

« SUKL je v sulade s legislativou tie? uZivatelom registra a ma do neho pristup.

Jednym z délezitych hmatatel'nych vysledkov systému je zachytenie falSovanych baleni liekov -konkrétne baleni onkologického lieku
Imbruvica — v nasom legalnom distribucnom retazci liekov. SUKL na zaklade tejto skutocnosti siahol celu sarZu predmetného lieku (v ktorej
sa falosné balenia nasli) z trhu v roku 2021 (vid’ informacia na stranke www.sukl.sk zo drna 16.12.2021).



http://www.sukl.sk/

Stav systému pre overovanie liekov - NMVS

09.Feb.2019 09.FEB.2020 - 09.FEB.2023 09.FEB.2024 09.FEB.2025

Zaciatok platnosti Koniec prechodného obdobia.
FMD Zaciatok uplatiovania FMD v plnom rozsahu.

5. vyrocCie
spustenia SK-NM

Aktualny stav baleni liekov v SK-NMVS (16. tyzden 2024)

p— e Incidenty od SVK Users za posledné 3 mesiace
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SOOi';;'* Alerts & Scans

Slovenski arganizicia pre ovarovanie lie

EMVS Overview - Alerts & Scans EMVS Overview - Total number of alerts in relation to the total number of
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Rate

Aktualny stav v celej Eurdpe - percentualny pocet incidentov na pocet skenovani

Absolute - Last three months
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Month | August September October

iSO #ofalerts #ofscans  Alert Rate | # of alerts  # of scans  Alert Rate | # of alerts  # of scans  Alert Rate
AT 1,811 33,239,174 0.005% 1,707 30,022,192 0.006% 2,385| 37,759,627 0.006%
BE 9,739| 40,987,713 0.024% 777,850 37,829,855 2.056% 14,183 | 45,429,717 0.031%
BG 11,962| 20,018,599 0.060% 12,064 16,396,513 0.074% 13,501 21,098,483 0.064%
cyY 2,097 3,787,074 0.055% 1,574 3,170,009 0.050% 2,381 3,990,250 0.060%
7 6,006| 39,046290| 0015% 7674 37,029827| 0021% 2614| 44886517 0.006%
DE 141,474 | 222,820,582 0.063% 111,893 | 196,224,695 0.057% 154,219 [ 240,165,376 0.064%
DK 4972 13328315| 0037% 3398 10054923 0031% 3966| 13,920,886| 0.028%
EE 1,797 4,020,718 0.045% 1,647 3,543 426 0.046% 1,999 4,664,509 0.043%
ES 91,967 | 224,657,898 0.041% 98,217| 191,335,950 0.051% 128,836 | 264,345,910 0.049%
Fl 1,874 11,170,669 0.017% 1,498 9,355,100 0.016% 1,316 11,628,846 0.011%
FR 592,133 166,421,480 0.356% 853,385 154,332,666 0.553% 415,964 | 186,538,434 0.223%
HR 1,794 16,445,140 0.011% 1,597 13,672,126 0.012% 2,634| 16,786,091 0.016%
HU 4190 38,695,879 0.011% 4,009| 33978774 0.012% 4432 40,011,561 0.011%
IE 5017 9,550,778 0.053% 7,709 7,965,008 0.097% 9,627 9,893,678 0.097%
IS 383 868,668 0.044% 566 747,960 0.076% 467 952,472 0.049%
LI 83 4,194 1.979% 27 2,993 0.902% 96 10,645 0.902%
LT 3519 11,484316| 0031% 3220 10,680216| 0030% 4080 12597191 0032%
LV 1,225 6,204,326 0.020% 1,142 5,280,641 0.022% 1,537 6,616,912 0.023%
MT 600 1,434,414 0.042% 659 1,236,062 0.053% 792 1,289,559 0.061%
NI 3,910 542,711 0.720% 2,159 380,433 0.568% 4272 449,942 0.949%
NL 168,285 32,123,034 0.524% 157,203 27,713,193 0.567% 196,659 | 37,043,354 0.531%
NO 6,087 | 13,647,822 0.045% 6,855 11,592,659 0.059% 8,332| 14,844,354 0.056%
PL 17,5261 223,619,353 0.008% 14,967 198,925,198 0.008% 16,283 193,510,172 0.008%
PT 46078| 33441166| 0138%| 557212| 29529171 1.887% 99212 | 33,864,567 0293%
RO 22,040 76,632,234 0.029% 25,906| 69,613,194 0.037% 25607 | 86,985,765 0.029%
SE 7373| 22,820,623 0.032% 7,300 19,013,114 0.038% 13,418 | 24,053,756 0.056%
Sl 827 4,675,553 0.018% 621 4,129,182 0.015% 587 5,105,226 0.011%
SK 1,229 23,289,969 0.005% 5219| 22,365,351 0.023% 1,361 | 26,596,107 0.005%
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Prechodné obdobie v EU

. Stabilisation period has ended
- No stabilisation period implemented
- In phased approach to end stabilisation period

- In stabilisation period
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Registracia na

% distributor.e-vucsk

[QAvuc

Prihlasenie pomocou mena a hesla

Pouzivatel
pavol.ondrovic

Heslo:

V pripade problémov kontaktujte CRYSTAL CONSULTING, s.r.\<e . 032/ 6510 212, e-mail helpdesk@e—vuc.sb

crystal
consulting

portali a obnova certifikatu

]

k

Qvuc 0212
8 Crystalka, (44445555f1)
Uvodna stranka

CRYSTALKA, s.r.o.

Udaje prevadzkovatefa
ekaren Crystalka

Stav liekového odpadu Lekarefi
Crystalka

Alternativni

B® Prihlasit Gétom Microsof

0Oznamy VUC

Oznamy SOOL

Podnety

SOOL neuzatvara ziadne zmluvy s koncovymi uzivatelmi.

CRYSTALKA, s.r.0. (44445555)

Info Prevadzkovy ¢as  Prekdzky  Hl3senie OR identy (tech) Incidenty (proces)

99-44445555-A0001: verejna lekareii

Nazov lekarne Lekarei Crystalka, 1. poschodie, Medikcentrum, Jilemnického 7053/3, 91101 Trencin

0Odborny zastupca PharmDr. Jozef Mrkvicka

Prevadzkovatel’ CRYSTALKA, s.r.o., Jilemnického 7053/3, 91101 Trentin

Podmienky pouZivania
Podmienky: [B Vseobecné podmienky pouZivania Narodného verifikaéného systému SK-NMVS (185 KB)

Citatka 2D kodov: Registrovana lekéref ma moznost nakipit Gitacky 20 kédov, ktoré st podporované a spifiajii vsetky technické poziadavky systému, za zwyhodn

1. NMVS registracia: 99-44445555-A0001

Zodpovedné osoby Jozef Mrkvitka, 0900001001, pavol.ondrovic@sool.sk
Pocet vydajnych miest 3
Lekarensky 1S WinLSS x.1 (Potitate a Programovanie, s.r.o.)

+ chcem dostavat e-mailové oznamy o priebehu riedenia incidentov

% sihlasim s poskytnutim kontaktnych ddajov drZitefovi registracie (MAH) pri rieSeni incidentov
Ziadost o registraciu: 16.5.2023 10:48 /[ schvalena 16.5.2023
Prihlasovacie meno: LEK-CC/99-44445555-A0001
Token: HsVnGVsp

PkiURL: https://portal-pki-prod-sk.nmvs.eu/NMVS_PORTAL_PKI




[NMVS-SK PRD System] User certificate was stored in the system for download

nmvs-prod-sk@nmvs.eu
Komu pavol.ondrovic@sool.sk

User certificate was stored in the system for download

[Dear NMVS user,

|A new user cerfificate has been provided by the system.
[Please enter the given TAN (see below) and download your certificate at the following address) https:/portal-pki-prod-sk.nmvs.ewt NMVS_PORTAL PKI

e Business process: G617

e Username (Login): () (s,
¢ Tan: AAnTVAT
e Password:

If you want to access the NMVS Web Portal, please integrate the certificate in your browser using the passphrase you will receivg

d L ! L wser, a seeure login to the NMVS Web Portal is possible at the following URL:
Phttps:/portal-prod-sk.nmvs.en NMVS PORTAL

I This mail was generated automatically by the National Medicineerification System.
[Please do not reply to this mail. If you have any questions, please coMggt our support at the contact address below.

(National Medicines Verification System

Project Office

[E-Mail: contact-nmvs@bertelsmann.de

Please enter your NMVS credentials and log into the
National Medicines Verification System.

SO0

Siovenski ceganiaicia pre cvercvanie liokoy

o

User name

Password

www.arvato-systems.com portal-prod-sk.nm

Vyberte certifikit na overovanie

Lokalita ws-auth-prod-sk.nm

Zrusit

gin

Reset password

@ O O Nws X+
(@]

(&) https://portal-pki-prod-sknmvs.eu/NMVS_PORTAL PKI/index.xhtm|2dswid=-4016

Onmvs Core

Download certificate

Please enter the certificate TAN sent to you:

Certificate TAN

L2

&

Contact

License information Data privacy Imprint

InPrivate . [ [ 403 Forbidden

'ws-auth-prod-sk.nmvs.eu

A

o= @

English -

403 Forbidden

nginx
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o o
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portal-prod-sk.nmvs.eu

EEE (L)NMVS CORE Pack transactions
DISTSOOL/OND-DIST-BA s
= Pavol Ondrovic \ . F: Scan = Key
7y Porta Add entry manually Clear table
Proces
S End user administration Verify single pack (G110) -
Product scheme* Produktovy kod*

g :
EH Pack transactions
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Datum exspirdcie*

< YYMMDD

Start

No entry




Aktualizacia Usmernenia pre FMD

VERZIA: DRAFT

USMERNENIE K OVEROVANIU
BEZPECNOSTNYCH PRVKOV
LIEKOV

Aktualizovana verzia
01/01/2025

Slovenske] organizacie pre overovanie liekov
SOOL

pre poskytovatelov lekarenskej starostlivosti,
drzitelov registracie humannych liekov
a drzitefov povolenia na velkodistribuciu
humannych liekov

Novy rozsah:

O 1. KAPITOLA -- Zakladné informacie

O 1. KAPITOLA -- Poskytovatel lekarenskej starostlivosti
Q 1ll. KAPITOLA -- Velkodistribu¢né spolo¢nosti

O IV. KAPITOLA -- Drzitelia registracie humannych liekov
O V. KAPITOLA -- VSeobecné uznesenia

Bolo potrebné odstranit prechodné obdobie v dokumente
Definovali sme Ze v lekarni sa moze verifikovat/deaktivovat
iba balenie, ktoré sa tam fyzicky nachadza (neplati pre
distributorov)
Definicia pojmu , Karanténa“
Cela nova KAPITOLA - Velkodistribu¢né spolocnosti

- Kedy sa musia pripojit do ver. systému

- Kedy musia verifikovat balenie lieku

- Kedy musia deaktivovat balenie lieku
KAPITOLA - MAH zatial len rozpracovana.




QUESTIONS
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