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Konflikt zaujmov

JJejto konferencie sa zucastnujem ako individualny expert a nereprezentujem CMDh ani HMPC.

Prezentované su moje osobné nazory, ktoré sa nesmu chapat ani citovat ako stanoviska
CMDh/HMPC.”

Declaration of Interest

“I attend this conference as an individual expert, and do not represent the CMDh/HMPC. The
views expressed here are my personal views, and may not be understood or quoted as being
made on behalf of the CMDh/HMPC or reflecting the position of the CMDh/HMPC.”



31.12.2019 Zastupenie WHO v Cinskej ludovej republike
dostava informacie o klastroch virusovej
pneumonie neznameho pévodu

09.01.2020 Cinske autority identifikovali ako pévodcu
novy koronavirus
11.01.2020 WHO informuje, Ze Cinske autority identifikovali
geneticku sekvenciu nového koronavirusu
11.02.2020 WHO zverejnila nazov ochorenia
sposobeného novym koronavirusom: COVID-19
11.03.2020 WHO vyhlasuje celosvetovu pandémiu
COVI D - 1 9 06.10.2020 Zacatie Rolling Review (RR) oc¢kovacej latky od
konzorcia BioNTech/Pfizer

06.10.-30.11.2020 prebieha RR (CHMP, PRAC, COVID-19
EMA pandemic Task force (ETF))

30.11.2020 Formalne podanie Ziadosti o registraciu
ockovacej latky Comirnaty

casova oS

01.12.2020 Zacatie registracie lieku centralizovanym
postupom
21.12.2020 Vybor CHMP odporucil registraciu s podmienkou

ockovacej latky Comirnaty

Zdroje:
webova stranka WHO, www.who.int, dostupné na: https://www.who.int/emergencies/diseases/novel-coronavirus-2019/interactive-timeline/

EPAR Comirnaty, dostupné na: https://www.ema.europa.eu/en/documents/assessment-report/comirnaty-epar-public-assessment-report_en.pdf
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Prvé zmienky a aktivity na zvladnutie pandémie v regulachom prostredi

CMDh press release (03/2020) Business Continuity Plan (BCP)

S e - o
H M EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH
31 March 2020 EUROPEAN COMMISSION Heads of Medicines Agencies
EMACHDR/70731/2020 DIRECTORATE-GENERAL FOR HEALTH

AMND FOOD SAFETY

Report from the CMDh meeting held on 24-26 March

2020 10 September 2020
EMA/199630/2020, Rev. 1
European Medicines Agency

COVID-19 outbreak and impact on regulatory activities

Due to the pandemic situation with the global outbreak of COVID-19 and the measures taken around
the world to stop the spreading of the virus, both, national eompetent autherities and pharmaceutical

industry are facing challenges to continue their business as usual. The CMDh is determined to work Euro pean Medicines Reg ulato ry Network COVID-19
together with stakeholders to overcome these challenges. In certain cases, the RMS, in consultation . . .
with the CMSs, may decide to delay the procedure start or re-start, if this is in the interest of the Bu SI ness CO nt I n u I ty Pla n

applicant and/or the RMS/CMSs. Regulatory procedures for products considered as critical or directly
linked to the COVID-19 outbreak will be prioritised and sped up, as possible.

CMDh press release 03/2020

Dostupné na: https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/CMDh_pressreleases/2020/03_2020_CMDh_press_release_0.pdf
BCP

Dostupné na: https://www.ema.europa.eu/en/documents/other/european-medicines-regulatory-network-covid-19-business-continuity-plan_en.pdf



Annex 1

COVID-19 BCP measures specific to the European
Medicines Agency, for CAPs and EMA procedures for NAPs

3 fazy (vacsinu Casu vo faze 2)

Prioritou su lieky na liecbu/prevenciu COVID-19, nemoéze dojst k predlzovaniu TT,
je mozné zrychlenie posudenia

Nové CP, predlZzenia, zmeny liekov na ,, necovidové” indikacie - moze dojst k

prediZeniu TT, zmene spravodajcu \/
Referaly o¢akdvané odchylky od TT (celkovo prebiehalo menej referalov (¢l. 30/31)) /\

PSUSA/PSUR/PASS flexibilita posudzovania podla typu lieciva
(covidové/necovidové)

Signaly moznost docasnej zmeny LMS
InSpekcie moznost inSpekcii na dialku, zrusenie planovanych inSpekcii, CS

BCP, annex 1
Dostupné na: https://www.ema.europa.eu/en/documents/other/european-medicines-regulatory-network-covid-19-business-continuity-plan_en.pdf




Annex 2

COVID-19 BCP measures specific to CMDh and human
NAPs

3 fazy (vacsina €asu vo faze 2)

Zrychlenie postupov pre kritické lieky pouzivané na liecbu COVID-19 (skrateny
TT pre MRP/RUP, DO MRP) — na vyziadanie MS (nie MAH)

DCP/MRP/RUP, zmeny typu II, prediZenia pre ,,necovidové lieky” zmrazenie
,freezing”, vratenie do validacie/CS ,rolling back”

Prechodna zmena RMS (mimo Standardnych RMS switchov)

PSUR/PSUSA/PASS/signdly bez zmeny, prioritizacia podla hlavného znenia BCP

IWP

BCP, annex 2
Dostupné na: https://www.ema.europa.eu/en/documents/other/european-medicines-regulatory-network-covid-19-business-continuity-plan_en.pdf




Rolling review

Accelerated assessment




Zrychlené posudenie CAPs - Rolling review

Rolling review (RR) je regulacny postup, ktorym EMA zrychluje posudenie sfubnych liekov pocas
mimoriadnych situacii (celosvetova pandémia).

* Vybory EMA, CHMP a PRAC, posudzuju vedecké udaje o ockovacej latke (vyroba
APl/hotového lieku, predklinické studie, klinické skusania) vtedy, ked su dostupné.
Posudzovanie prebieha za asistencie expertov zdruzenych v skupine COVID-19 EMA
Pandemic Task Force, COVID-19 ETF (pravidelné tyzdriové TC).

* Posudzovanie prebieha paralelne s vyvojom oCkovacej latky.
* COVID-19 ETF musi odsuhlasit zacatie procesu RR.
* Predlozenie udajov pre kazdé kolo sa vyzaduje vo formate eCTD.

* V ramci posudzovania jednej ockovacej latky mozu prebiehat viaceré kold RR podla
dostupnosti novych udajov.

» Kazdé kolo RR je odsuhlasené s predstihom medzi ziadatelom a EMA.

* Okrem novych vedeckych udajov kazde podanie zahrna eAF, overview v M2, odpovede na
vznesené otdzky z predosiého kola/kol.

* Pocas RR EMA posudi, Ci dokumentacia je dostatoCna na podanie formalnej ziadosti
o registraciu. Po podani formalnej Ziadosti EMA posudzuje celu ziadost v zrychlenom
rezime (skrateny TT).

* Neexistuje presny TT, zalezi od Ziadatela, kedy predlozi udaje.

BCP, annex 2
Dostupné na: https://www.ema.europa.eu/en/documents/other/european-medicines-regulatory-network-covid-19-business-continuity-plan_en.pdf




Zrychlené posudenie CAPs - Rolling review

Ockovacie latky na prevenciu COVID-19 k 07.10.2021

£
Currently under rolling Marketing authorisation Authorised for use in
review application submitted the European Union
s NVX-CoV2373 No marketing authorisation « Comirnaty
s CVnCoV applications currently under s Spikevax (previously
s Sputnik V (Gam- evaluation COVID-19 Vaccine
COVID-Vac) Moderna)
« COVID-19 Vaccine « Vaxzevria (previously
(Vero Cell) Inactivated COVID-19 Vaccine
« Vidprevtyn AstraZeneca)
= COVID-19 Vaccine
Janssen

RR, Ockovacie latky
Dostupné na: https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines/covid-19-vaccines



Zrychlené posudenie CAPs - Rolling review

Lieky na COVID-19 k 07.10.2021

A

&)

Currently under rolling Marketing authorisation Authorised for use in
review application submitted the European Union
« Bamlanivimab » QOlumiant (baricitinib)* » Veklury (remdesivir)
and etesevimab » Kineret (anakinra)®
« REGN-COV2 » Regkirona (regdanvimab)
(casirivimab / » RoActemra (tocilizumab)*
imdevimab)

» Sotrovimab

RR, Lieky COVID-19
Dostupné na: https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines/covid-19-treatments



Zrychlené posudenie - Accelerated Assessment (AA)

Mo6ze sa pouzit pre lieky a o¢kovacie latky, ktoré nevyuzivaju RR.
Vyzaduje podanie kompletnej dokumentacie v Case podania ziadosti.

Posudenie prebieha v skratenom rezime (150 dni) oproti Standardnym
210 dnom.

EMA odporuda ziadatelom dohodnut si stretnutie pred podanim ziadosti
(6-7 mesiacov vopred).

Je potrebné zdovodnenie, preco sa ma ziadost posudit zrychlene
(inovacia liecby).

Spravodajcovia vyplnia , briefing note” s odporucanim, Ci
suhlasia/nesuhlasia s AA.

AA finalne schvali CHMP beruc do Uvahy Ziadost o AA, zdévodnenie AA a
odporucanie spravodajcov.

TT podla , submission dates” na stranke EMA

AA

Dostupné na: https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation/accelerated-assessment

Submission dates AA

Dostupné na: https://www.ema.europa.eu/en/documents/other/timetable-accelerated-assessment-request-initial-marketing-authorisation-applications_en.pdf




MRP(DO)/RUP

ECMP




Zrychlené posudenie NAPs — MRP(DO)/RUP

Practical guidance of the CMDh for facilitating the
handling of processes during the COVID-19 crisis

7. I would like to add CMS for a product that is crucial for the treatment of
COVID-19 patients to my national marketing authorisation/MRP/DCP in an
expedited way. How should I communicate that?

The CMDh has agreed to perform expedited MRP or RUP procedures via a fast-track timetable
(shortened TT) or even in a 0-Day procedure (approved after validation). The choice of the procedure
depends on the criticality of the product as well as the decision of the RM5 and the proposed new CMS.
In the first instance the MAH should liaise with the proposed CMS in order to agree on their acceptance

for an expedited procedure. The MAH should confirm that the product is ready to be marketed
immediately after receipt of the MA. After agreement of the CMS the MAH should contact the RMS and
request the MRP/RUP via a fast-track timetable or 0-Day procedure. In both cases the CMS has to
agree on the procedure timetable depending on the available data. In order to assure sufficient supply
of crucial medicinal products it is exceptionally acceptable to waive necessary legal updates before the
MRPF/RUP by giving a commitment to submit these via variation within 3 months after the end of
procedure. Details have to be discussed case by case with the RMS and CMS. All requests for such
expedited procedures should be addressed to the RMS and CMS by email notification with the subject
"COVID-19 expedited MRP/RUP” next to the procedurs number using the email addresses as given in
the Annex.|Furthermore, all agreements between MAH and MS in communication beforehand should be
summarized clearly in the cover letter of the application.

SR ako CMS v 4 zrychlenych MRP/RUP (rokurénium, amoxicilin/kyselina klavulanova, midazolam, dexmedetomidin)
Vytvorenie e-mailovej schranky a komunikacia so ziadate/mi cez|reg.covid19@sukl.sk

CMDh Practical guidance pandemic
Dostupné na: https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/COVID-19/CMDh_418_220_Rev1_05_2020_clean_-_PG_on_COVID-19_crisis.pdf



Zrychlené posudenie NAPs — Exceptional Change Management Process,
ECMP

4. In the Notice to Stakeholders there is the possibility for a specific
procedure in order to quickly implement new starting
materials/reagents/active substance/intermediate/finished product
manufacturing/packaging sites/suppliers or control sites without having to
submit a variation before implementation called Exceptional Change
Management Process (ECMP). How can we make use of this procedure and
whom do we have to contact?

The ECMP is only applicable for products that are crucial for the treatment of COVID-19 patients. A
notification with the heading *COVID-19, ECMP” next to the procedure number (e.g. NL/H/nnnn/001)
should be sent to the RMS according to the email addresses as given below in the Annex and including
all the statements regarding commitments as requested in the "Notice to Stakeholders”.

In step 1 of the ECMP request the MAH should state the medicinal product concerned, the EU
procedure number and CMS (if applicable) as well as a summary description of the changes that will be
implemented (NOTE: other changes to the dossier than changes of suppliers or manufacturing/control
sites are not in the scope of the ECMP) by using the template provided by the CMDh. The notification
will then be evaluated by the RMS, if the intended changes are applicable for the ECMP, and discussed,
if necessary, with the CMS5, to check/confirm if the product is indeed crucial for COVID-19 patients.

In step 2 the RMS will then take a decision on the acceptance of this notification and send a

corresponding response within 2 working days if the notification is deemed accepted or not, to the MAH

with a copy to CMS via MRVE mailbox. In case the notification is invalid as the MAH intends to use the -— -
ECMP for other changes to the dossier that are not within the scope of the ECMP (see Q/A No. 5) the

RMS may immediately refuse the request without asking the CM5 for comments. In case there will be

no RMS response within 2 working days, the MAH can consider the application of the ECMP to be

acceptable.

In step 3, once the MAH chose to make use of the ECMP, he must notify the RMS and CMS within 48
hours of implementing the change for which the ECMP is used, including a summary description of the
changes made. When a new manufacturing site for the API is notified the MAH should furthermore
state the full name and addrass of this manufacturer and state the ASMF number and version when an
ASMF is used or the CEP number in case the new manufacturer owns a CEP. The notification should be
sent to the email addresses as given below in the Annex. At any time after the implementation the
RMS may request additional documents, if necessary. If changes are introduced that are not under the
scope of the ECMP these have to be submitted via variation procedure.

In step 4 the corresponding variation has to be submitted to the RMS and all CM5 as soon as the crisis
situation is resolved and, in any case, no later than within & months following the implementation of
the change. In case any of the commitments as mentioned in the "Notice to stakeholders” are not
fulfilled or any critical findings in respect of the guality of the product are identified the agreed ECMP
will immediately cease to be valid.

\

For centrally authorised products, notification should be made to the EMA.

CMDh Practical guidance pandemic
Dostupné na: https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/COVID-19/CMDh_418_220_Rev1_05_2020_clean_-_PG_on_COVID-19_crisis.pdf






Registracia s podmienkou - CAPs

Nariadenie 726/2004, ktorym sa stanovuju postupy spolocenstva pri povolovani liekov na humanne
pouzitie a na veterinarne poutzitie a pri vykonavani dozoru nad tymito liekmi a ktorym sa zriaduje
Eurépska agentura pre lieky, clanok 14 (7)

EN:

1. Without prejudice to paragraphs 4, 5 and 7 a marketing authorisation shall be valid for five years.
7. Following consultation with the applicant, an authorisation may be granted subject to certain
specific obligations, to be reviewed annually by the Agency. The list of these obligations shall be
made publicly accessible. By way of derogation from paragraph 1, such authorisation shall be valid

for one year, on a renewable basis.

SK:

1. Bez toho, aby boli dotknuté odseky 4, 5 a 7, povolenie na uvedenie na trh je platné pdt rokov.

7. Po konzultacii so Ziadatelom sa povolenie mozZe udelit na zaklade urcitych osobitnych zavazkoy,
ktoré kazdorocne kontroluje agentura. Zoznam tychto zavazkov sa spristupniuje verejnosti. Vynimkou

z odseku 1 je takéto povolenie platné jeden rok a je predizitelné.

Nariadenie Eurdpskeho parlamentu a rady 726/2004




Registracia s podmienkou - CAPs

e Jetoregulacny mechanizmus na zrychlenie registracie liekov, ktorych pouzitie
je nutné v mimoriadnych situaciach (pandémia, lieky na zriedkavé choroby,
yunmet medical need”). Registracia s podmienkou sa udeli v pripade, ak je -
zhromazdené dostatocné mnozstvo dbkazov, ze prinosy lieku prevazuju nad / —
rizikami. Tieto udaje by za normalnych okolnosti nestacili na udelenie o
§tandardnej registracie lieku. Dal$ie Udaje su generované v obdobi po Bl
registracii lieku. -

* Kazdorocne sa prehodnocuje splnenie jednotlivych podmienok podla
stanovenych terminov. \ O\

e Zabezpecuje, ze lieky su vyrabané a kontrolované na zaklade vysokych
farmaceutickych Standardov.

* Po udeleni registracie s podmienkou, drzitel musi predlozit chybajuce udaje
z prebiehajucich alebo novych skusani v ramci vopred uréenych terminov
(annex Il, cast E), aby sa potvrdilo, ¢i prinosy lieku prevazuju nad rizikami.

REG s podm. \

Dostupné na: https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation/conditional-marketing-authorisation |



Registracia s podmienkou - CAPs

Comirnaty - Annex Il E

EPAR Comirnaty

E. OSOBITNE POZIADAVKY NA SPLNENIE POSTREGISTRACNYCH OPATRENI PRI

REGISTRACII S PODMIENKOU

Tato registracia bola schvalena s podmienkou, a preto ma podl'a élanku 14-a ods. 4 nariadenia (ES)

726/2004 drzitel’ rozhodnutia o registricii do uréeného terminu vykonat’ nasledujiice opatrenia:

Popis Termin
vykonania
Na dokonéenie charakterizacie lieCiva a koneéného lieku ma drzitel’ rozhodnutia | Jal 2021.
o registracii poskytnit’ dodatoéné udaje. Priebeiné
spravy:
31. marca
2021
Na zabezpedenie konzistentne) kvality lieku ma drZitel’ rozhodnutia o registracii Jal 2021.
poskytnit’ dodatoéné informacie na posilnenie stratégie kontroly, vriatane Priebeiné
ipecifikacii liefiva a koneéného lieku. spravy:
31. marca
2021
Na potvrdenie konzistencie vyrobného procesu koneéného lieku ma drzitel’ Marec 2021
rozhodnutia o registracii poskytnit’ dodatoéné validaéné adaje.
Na potvrdenie profilu &istoty a zabezpefenie obsiahle) kontroly kvality Jul 2021.
a konzistencie SarZi pocas Zivotného cyklu koneéného lieku ma drzitel’ Priebeiné
rozhodnutia o registracii poskytnit’ dodatoéné informacie o procese syntézy spravy:
a stratégii kontroly pre pomocnt latku ALC-0315. Januar 2021,
april 2021
Na potvrdenie profilu &istoty a zabezpefenie obsiahle) kontroly kvality Jul 2021.
a konzistencie SarZi pocas Zivotného cyklu koneéného lieku ma drzitel’ Priebeiné
rozhodnutia o registracii poskytnit’ dodatoéné informécie o procese syntézy spravy:
a stratégii kontroly pre pomocnt latku ALC-0159. Januar 2021,
april 2021
Popis Termin
vykonania
Na potvrdenie Géinnosti a bezpednosti ofkovacej litky Comirnaty mé drZitel December
rozhodnutia o registracii predloZit’ konecni spravu o klinickej $tdii pre 2023
randomizovand, placebom kontrolovant Stidiu C4591001 zaslepent pre
pozorovatela.
Dostupné na: https://www.ema.europa.eu/en/documents/assessment-report/comirnaty-epar-public-assessment-report_en.pdf

\



Registracia s podmienkou - CAPs

Porovnanie registracie vo vynimocnych pripadoch 14(8) a registracie s podmienkou

14(7)

Differences between Exceptional circumstances and conditional marketing

authorisation

Conditional Marketing Authorisation

Marketing Authorisation under Exceptional
Circumstances

Demaonstrate positive benefit-risk balance,
based on scientific data, pending confirmation

Comprehensive data cannot be provided
(specific reasons foreseen in the legislation)

Autharisation valid for one year, on a renewable
basis

Reviewed annually to reassess the risk-benefit
balance, in an annual re-assessment procedure

Once the pending studies are provided, it can

Will normally not lead to the completion of a full

become a "normal” marketing authorisation | J 00 =L T e R T T

A marketing authorisation under exceptional circumstances should not be granted when a

conditional marketing authorisation is more appropriate. A conditional marketing

e 1 is for example granted in the absence of comprehensive clinical data when it is
likely that the applicant will be in the position to provide such data in a short timeframe,
whereas the fulfilment of any specific procedures/obligations imposed as part of the
marketing authorisation under exceptional circumstances is aimed at the provision of

information on the safe and effective use of the product and will normally not lead to the
completion of a full dossier.
CP 2020:
14(7): 13 liekov - Adakveo, Ayvakyt, Blenrep, Comirnaty, Enhertu, Hepcludex, Idefirix, Dovprela, Retsevmo, Rozlytrek, Tecartus,
Veklury a Zolgensma
14(8): 5 liekov - Elzonris, Lumoxiti, Mvabea, Obiltoxaximab SFL a Zabdeno

REG s podm/vynim. pripadoch

Dostupné na: https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation/pre-authorisation-guidance

Vyrocna sprava EMA

Dostupné na: https://www.ema.europa.eu/en/documents/annual-report/2020-annual-report-european-medicines-agency_en.pdf






Registracia s podmienkou - NAPs

§ 53 Zakona o liekoch a zdravotnickych poméckach 362/2011

(5) Statny Ustav mdze viazat rozhodnutie o registracii humanneho lieku na splnenie tychto podmienok:

a) Zziadatel musi skon¢it farmaceutické skusanie, toxikologicko-farmakologické skusanie a klinické skusanie v lehote uréenej statnym ustavom;
vysledky tychto skuasani budid podkladom na prehodnotenie prinosu humanneho lieku voéi rizikdm humanneho lieku,

(sartany s tetrazolovym kruhom — zavedenie limitov podla rozhodnutia EK pre nitrézoaminy po referdloch na zdklade ¢ldnkov 31 (2019) a 5(3)
(2021))

b) humanny liek mozno vydat len na lekarsky predpis a v odévodnenych pripadoch, jeho podavanie mozno povolit len pod lekarskym dozorom
alebo len v Ustavhom zdravotnickom zariadeni; podavanie radioaktivneho humanneho lieku len osobou opravnenou podavat radioaktivny
humanny liek,

¢) v pisomnej informacii pre pouzivatela humanneho lieku, v sihrne charakteristickych vlastnosti humanneho lieku a v kazdej inej informacii
uréenej lekarovi musi byt upozornenie, Ze v konkrétne uvedenych pripadoch este nie st zndme dostatocné informacie o danom humannom lieku,
d) Ziadatel musi v uréenej lehote prijat opatrenia na zabezpeéenie bezpeéného pouZivania humanneho lieku, ktoré zahrnie do systému riadenia p—
rizik, \
(vypracovanie edukacnych materidlov a zavedenie edukacného programu podla FAR v danej DCP podmienky podla ¢l. 21 a 22 smernice | \
2001/83/EC, najmd generikd liekov registrovanych centralizovanym postupom, implementdcia a odsuhlasenie EM pred uvedenim lieku na trh s OF) \

e) ziadatel musi v uréenej lehote vypracovat studiu o bezpecnosti humanneho lieku po registracii,

f) Ziadatel musi v uréenej lehote zaviest systém dohladu nad bezpecénostou humannych liekov,

g) Ziadatel musi v uréenej lehote vypracovat studiu o Uc¢innosti humanneho lieku po registracii humanneho lieku, ak st odévodnené obavy, ktoré
sUvisia s niektorymi aspektmi Géinnosti humanneho lieku a ktoré mozno vyriesit len po uvedeni humanneho lieku na trh,

h) Ziadatel o registraciu humanneho lieku podla § 49 ods. 10 a 11, § 50 alebo § 66 musi predkladat v uréenych lehotach agenture periodicky
aktualizovanu spravu o bezpecnosti humanneho lieku.

Zakon €. 362/2011 o liekoch a zdravotnickych poméckach


https://www.slov-lex.sk/pravne-predpisy/SK/ZZ/2011/362/20180615.html#paragraf-49.odsek-10
https://www.slov-lex.sk/pravne-predpisy/SK/ZZ/2011/362/20180615.html#paragraf-50
https://www.slov-lex.sk/pravne-predpisy/SK/ZZ/2011/362/20180615.html#paragraf-66

Registracia s podmienkou - NAPs

§ 53 Zakona o liekoch a zdravotnickych poméckach 362/2011 (Annex | ¢ast 6 smernice 83/2001/EC)

(6) Statny Ustav modze vydat rozhodnutie o registracii humanneho lieku s podmienkou aj vtedy, ak pri niektorych terapeutickych indikaciach Ziadatel
preukazZe, ze nemoze poskytnit Uplné informacie o uéinnosti, bezpeénosti a neskodnosti humanneho produktu za uréenych podmienok pouZzitia,
lebo

a) predpokladané indikacie humanneho produktu sa vyskytuju tak zriedkavo, Ze Ziadatel nemdze poskytnut Uplné informacie,

b) stcéasny stav vedeckého poznania neumoziiuje poskytnut Uplné informacie alebo

c) vSeobecne platné zasady lekarskej deontoldgie zakazuju také Gdaje zhromazdovat.

(velmi zriedkavy jav pre NAPs, skér aplikovatelné pre lieky registrované CP za vynimocnych okolnosti (exceptional circumstances) podla ¢l. 14(8)
nariadenia 726/2004)

Zakon €. 362/2011 o liekoch a zdravotnickych poméckach
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