Council of the
European Union

Brussels, 29 November 2023
(OR. en, cs)

15478/23

Interinstitutional Files:
2023/0132(COD)
2023/0131(COD)

COVER NOTE

SAN 665
PHARM 150
MI 982
COMPET 1118
VETER 104
ENV 1313
RECH 502
CODEC 2154
Pl 177

IA 304

INST 447
PARLNAT 213

From:
date of receipt:
To:

Senate of the Parliament of the Czech Republic.
9 November 2023
The President of the Council of the European Union

Subject:

- Proposal for a Council Recommendation on stepping up EU actions to
combat antimicrobial resistance in a One Health approach

[8417/23 - COM(2023)191]

- Communication from the Commission to the European Parliament, the
Council, the European Economic and Social Committee and the
Committee of the Regions — Reforming of the pharmaceutical legislation
and measures addressing antimicrobial resistance

[8415/23 - COM(2023)190]

- Proposal for a Directive of the European Parliament and of the Council
on the Union code relating to medicinal products for human use, and
repealing Directive 2001/83/EC and Directive 2009/35/EC

[8759/23 - COM(2023)192]

- Proposal for a Regulation of the European Parliament and of the
Council laying down Union procedures for the authorisation and
supervision of medicinal products for human use and establishing rules
governing the European Medicines Agency, amending Regulation (EC)
No 1394/2007 and Regulation (EU) No 536/2014 and repealing
Regulation (EC) No 726/2004, Regulation (EC) No 141/2000 and
Regulation (EC) No 1901/2006

[8758/23 - COM(2023)193]

15478/23

KDB/MC/ng
LIFE 5 EN/CS

www.parlament.gv.at


https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=164427&code1=RAT&code2=&gruppen=Link:15478/23;Nr:15478;Year:23&comp=15478%7C2023%7C
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=164427&code1=RAT&code2=&gruppen=Link:15478/23;Nr:15478;Year:23&comp=15478%7C2023%7C
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=164427&code1=RAT&code2=&gruppen=Link:15478/23;Nr:15478;Year:23&comp=15478%7C2023%7C
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=164427&code1=RMA&code2=&gruppen=Link:SAN%20665;Code:SAN;Nr:665&comp=SAN%7C665%7C
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=164427&code1=RMA&code2=&gruppen=Link:PHARM%20150;Code:PHARM;Nr:150&comp=PHARM%7C150%7C
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=164427&code1=RMA&code2=&gruppen=Link:MI%20982;Code:MI;Nr:982&comp=MI%7C982%7C
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=164427&code1=RMA&code2=&gruppen=Link:COMPET%201118;Code:COMPET;Nr:1118&comp=COMPET%7C1118%7C
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=164427&code1=RMA&code2=&gruppen=Link:VETER%20104;Code:VETER;Nr:104&comp=VETER%7C104%7C
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=164427&code1=RMA&code2=&gruppen=Link:ENV%201313;Code:ENV;Nr:1313&comp=ENV%7C1313%7C
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=164427&code1=RMA&code2=&gruppen=Link:ENV%201313;Code:ENV;Nr:1313&comp=ENV%7C1313%7C
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=164427&code1=RMA&code2=&gruppen=Link:RECH%20502;Code:RECH;Nr:502&comp=RECH%7C502%7C
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=164427&code1=RMA&code2=&gruppen=Link:CODEC%202154;Code:CODEC;Nr:2154&comp=CODEC%7C2154%7C
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=164427&code1=RMA&code2=&gruppen=Link:PI%20177;Code:PI;Nr:177&comp=PI%7C177%7C
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=164427&code1=RMA&code2=&gruppen=Link:INST%20447;Code:INST;Nr:447&comp=INST%7C447%7C
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=164427&code1=RMA&code2=&gruppen=Link:PARLNAT%20213;Code:PARLNAT;Nr:213&comp=PARLNAT%7C213%7C
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=164427&code1=INT&code2=&gruppen=Year:2023;Nr:0132;Code:COD&comp=0132%7C2023%7C
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=164427&code1=INT&code2=&gruppen=Year:2023;Nr:0131;Code:COD&comp=0131%7C2023%7C
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=164427&code1=RAT&code2=&gruppen=Link:8417/23;Nr:8417;Year:23&comp=8417%7C2023%7C
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=164427&code1=COM&code2=&gruppen=Code:COM;Year:2023;Nr:191&comp=191%7C2023%7CCOM
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=164427&code1=RAT&code2=&gruppen=Link:8415/23;Nr:8415;Year:23&comp=8415%7C2023%7C
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=164427&code1=COM&code2=&gruppen=Code:COM;Year:2023;Nr:190&comp=190%7C2023%7CCOM
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=164427&code1=RIL&code2=&gruppen=Link:2001/83/EC;Year:2001;Nr:83&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=164427&code1=RIL&code2=&gruppen=Link:2009/35/EC;Year:2009;Nr:35&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=164427&code1=RAT&code2=&gruppen=Link:8759/23;Nr:8759;Year:23&comp=8759%7C2023%7C
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=164427&code1=COM&code2=&gruppen=Code:COM;Year:2023;Nr:192&comp=192%7C2023%7CCOM
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=164427&code1=VER&code2=&gruppen=Link:1394/2007;Nr:1394;Year:2007&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=164427&code1=VER&code2=&gruppen=Link:1394/2007;Nr:1394;Year:2007&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=164427&code1=VER&code2=&gruppen=Link:536/2014;Nr:536;Year:2014&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=164427&code1=VER&code2=&gruppen=Link:726/2004;Nr:726;Year:2004&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=164427&code1=VER&code2=&gruppen=Link:141/2000;Nr:141;Year:2000&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=164427&code1=VER&code2=&gruppen=Link:1901/2006;Nr:1901;Year:2006&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=164427&code1=RAT&code2=&gruppen=Link:8758/23;Nr:8758;Year:23&comp=8758%7C2023%7C
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=164427&code1=COM&code2=&gruppen=Code:COM;Year:2023;Nr:193&comp=193%7C2023%7CCOM

1

- Opinion on the application of the Principles of Subsidiarity and

Proportionality

Delegations will find attached the opinionof the Czech Republic Parliament.

Translation(s) of the opinion may be available on the Interparliamentary EU Information Exchange

website(IPEX) at the following address:

https://secure.ipex.eu/IPEXL-WEB/document/COM-2023-0193
https://secure.ipex.eu/IPEXL-WEB/document/COM-2023-0192
https://secure.ipex.eu/IPEXL-WEB/document/COM-2023-0191
https://secure.ipex.eu/IPEXL-WEB/document/COM-2023-0190
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ANNEX

SENAT PARLAMENTU CESKE REPUBLIKY

14. FUNKCNI OBDOBI

290.

USNESENI SENATU
z 18. schiize konané dne 8. listopadu 2023

k Farmaceutickému bali¢ku

Senatni tisk ¢ J 44/14 — Navrh doporuceni Rady o posileni opatieni EU pro boj proti
antimikrobialni rezistenci v ramci pfistupu ,,jedno zdravi*

Senatni tisk ¢ K 45/14 — Sdéleni Komise Evropskému parlamentu, Radé, Evropskému
hospodarskému a socidlnimu vyboru a Vyboru regionli Reforma
farmaceutickych pravnich predpisti a opatfeni k feSeni antimikrobialni
rezistence

Senatni tisk €. N 46/14 — Navrh smérnice Evropského parlamentu a Rady o kodexu Unie tykajicim
se huméannich 1é¢ivych ptipravki a 0 zruSeni smérnice 2001/83/ES
a smérnice 2009/35/ES

Senatni tisk ¢. N 47/14 — Navrh natizeni Evropského parlamentu a Rady, kterym se stanovi
postupy Unie pro registraci humannich 1é¢ivych ptipravkl a dozor nad
nimi a pravidla pro Evropskou agenturu pro 1écivé piipravky, méni
natizeni (ES) ¢. 1394/2007 a natizeni (EU) ¢. 536/2014 a zrusuje nafizeni
(ES) ¢. 726/2004, natizeni (ES) ¢. 141/2000 a natizeni (ES) ¢. 1901/2006
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Senat

1.se seznamil s navrhem doporuceni Rady o posileni opatieni EU pro boj proti

antimikrobidlni rezistenci v rimci pfistupu ,,jedno zdravi®, sdélenim Komise Evropskému
parlamentu, Rad¢, Evropskému hospodaiskému a socialnimu vyboru a Vyboru regionti —
Reforma farmaceutickych pravnich predpisi a opatieni k feSeni antimikrobidlni
rezistence, ndvrhem smérnice Evropského parlamentu a Rady o kodexu Unie tykajicim se
humannich 1é¢ivych pfipravkil a o zruseni smérnice 2001/83/ES a smérnice 2009/35/ES
a navrhem natizeni Evropského parlamentu a Rady, kterym se stanovi postupy Unie
pro registraci humannich 1é¢ivych ptipravkl a dozor nad nimi a pravidla pro Evropskou
agenturu pro 1écivé pripravky, méni nafizeni (ES) ¢. 1394/2007 a nafizeni (EU)
¢. 536/2014 a zruSuje natizeni (ES) ¢. 726/2004, natizeni (ES) ¢. 141/2000 a natizeni (ES)
¢. 1901/2006, a ramcovymi pozicemi vlady k nim;

. sdili presvédceni,

- Ze je nezbytné nalézt vyvazené feSeni mezi zajiSténim vcasného ptistupu evropskych
pacientil ke kvalitnim, bezpe¢nym, G¢innym a cenové dostupnym modernim 1é¢ivym
pfipravkim a zachovanim konkurenceschopnosti evropského farmaceutického
primyslu;

- Ze soucasné nerovnosti v pfistupu evropskych pacienti ke kvalitnim, bezpecnym,
ucinnym a cenové dostupnym modernim lé¢ivym piipravkiim maji rizné pticiny;

. povaZuje za nezbytné, aby v ramci hledani feSeni a pfi odstraiovani zminénych

nerovnosti byli zapojeni vSichni dotéeni aktéfi; ocefiuje v tomto ohledu novy néavrh
na jmenovani zastupce pacienti do Vyboru pro huménni 1é¢ivé ptipravky Evropské
agentury pro léciveé pfipravky (EMA);

. zdaraziuje, ze farmaceuticky prumysl je odvétvim Spickovych technologii s jednou

Z nejvyssich pridanych hodnot na zaméstnanou osobu a jednim z nejvySSich pomért
investic do vyzkumu a vyvoje vzhledem k trzbam, které v Evropé vyznamné prispiva
k udrzeni a zvyseni jeji globalni konkurenceschopnosti;

. je presvéd€en, Ze pro zachovani Evropy jako atraktivniho mista pro vyzkum, vyvoj

avyrobu lécivych piipravki je klicovy stabilni a pfedvidatelny regulatorni ramec
a zajiSténi ochrany dusSevniho vlastnictvi;

. 0bava se proto, ze néktera opatieni obsazena v revizi ohrozuji stabilitu, predvidatelnost

a atraktivitu tohoto ramce, a to zejména nastaveni podminek délky regula¢ni ochrany
udaj v navrhu smérnice ¢i vyhradniho prava na trhu v navrhu nafizent;
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7. zada vladu,
- aby nepodpotila jakékoli navrhy spojené s oslabenim ochrany duSevniho vlastnictvi,
vcetné ochrany udaji;

- aby projednavani revize farmaceutické legislativy vénovala prioritni pozornost a aby
do tohoto procesu aktivné zapojila vSechny dotéené resorty a hospodarské a socialni
partnery;

1. Zadavladu, aby Senét do 29. Gnora 2024 informovala o tom, jakym zpusobem zohlednila toto
usneseni a o dal§im vyvoji projednavani;

2. povéruje piedsedu Senatu, aby toto usneseni postoupil Evropské komisi.
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Milo§ Vystréil v. T.
ptredseda Senatu

Jarmila Smotlachovav. r.
ovéfovatelka Senatu
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SENATE OF THE PARLIAMENT OF THE CZECH REPUBLIC

14TH TERM

290t

RESOLUTION OF THE SENATE
Delivered on the 18™ session held on 8" November 2023

on the Pharmaceutical Legislation Package

Proposal for a Council Recommendation on stepping up EU actions to combat antimicrobial
resistance in a One Health approach /Senate Print no. J 44/14, COM(2023) 191/

Communication from the Commission to the European Parliament, the Council, the European
Economic and Social Committee and the Committee of the Regions — Reforming of the
pharmaceutical legislation and measures addressing antimicrobial resistance /Senate Print no. K
45/14, COM(2023) 190/

Proposal for a Directive of the European Parliament and of the Council on the Union code
relating to medicinal products for human use, and repealing Directive 2001/83/EC and Directive
2009/35/EC /Senate Print no. N 46/14, COM(2023) 192/

Proposal for a Regulation of the European Parliament and of the Council laying down Union
procedures for the authorisation and supervision of medicinal products for human use and
establishing rules governing the European Medicines Agency, amending Regulation (EC) No
1394/2007 and Regulation (EU) No 536/2014 and repealing Regulation (EC) No 726/2004,
Regulation (EC) No 141/2000 and Regulation (EC) No 1901/2006 /Senate Print no. N 47/14,
COM(2023) 193/
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The Senate

1. Got acquainted

with the Proposal for a Council Recommendation on stepping up EU actions to combat
antimicrobial resistance in a One Health approach, the Communication from the Commission
to the European Parliament, the Council, the European Economic and Social Committee and
the Committee of the Regions — Reforming of the pharmaceutical legislation and measures
addressing antimicrobial resistance, the Proposal for a Directive of the European Parliament
and of the Council on the Union code relating to medicinal products for human use, and
repealing Directive 2001/83/EC and Directive 2009/35/EC, and the Proposal for a Regulation
of the European Parliament and of the Council laying down Union procedures for the
authorisation and supervision of medicinal products for human use and establishing rules
governing the European Medicines Agency, amending Regulation (EC) No 1394/2007 and
Regulation (EU) No 536/2014 and repealing Regulation (EC) No 726/2004, Regulation (EC)
No 141/2000 and Regulation (EC), and the Government's framework positions thereon;

Shares the conviction

- that it is the imperative to find a balance between ensuring timely access of European
patients to high quality, safe, effective and affordable modern medicinal products and
maintaining the competitiveness of the European pharmaceutical industry;

- that the current inequalities in European patients' access to quality, safe, effective and
affordable modern medicinal products have different causes;

Considers necessary

that all the stakeholders concerned be involved in finding solutions and addressing these
inequalities; appreciates in this respect the new initiative to appoint a patient representative to
the Committee for Medicinal Products for Human Use (CHMP) of the European Medicines
Agency (EMA);

Stresses

that the pharmaceutical industry is a high-tech sector with one of the highest added values per
person employed and one of the highest ratios of R&D investment to sales, which makes an
important contribution to maintaining and increasing Europe's global competitiveness;

Is convinced

that a stable and predictable regulatory framework and the provision of the intellectual
property protection are key to maintaining Europe as an attractive location for research,
development and manufacturing of medicinal products;
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6. Is therefore concerned
that some of the measures included in the revision threaten the stability, predictability and
attractiveness of this framework, in particular the setting of conditions on the length of
regulatory data protection in the Proposal for a Directive or on market exclusivity in the
Proposal for a Regulation;

7. Appeals to the Government
- not to support any proposals associated with weakening of the intellectual property
protection, including data protection;
- to give priority attention to the review of pharmaceutical legislation and to actively involve
all relevant sectors and economic and social partners in the process;

1. Requests
the Government to inform the Senate no later than on 29" February 2024 about the way this
Resolution was taken into account;

2. Authorises
the President of the Senate to forward this Resolution to the European Commission.
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