MINISTERSTVO ZDRAVOTNICTVI
CESKE REPUBLIKY

VaZena pani

\/ Praze dne 28. Servna 2018

Vas dopis ze dne 20. ¢ervna 2018 C..

Odpovéd’ Ministerstva zdravotnictvi na 2Zadost o informaci dle zakona
€.106/1999 Sb., o svobodném pfistupu k informacim, ve znéni pozdéjSich predpist

K Vami podané Zadosti o poskytnuti informace dle zakona €. 106/1999 Sb., o svobodném
pfistupu k informacim, ve znéni pozdéjsich piedpisi, dorué¢ené Ministerstvu zdravotnictvi
dne 20. €ervna 2018, evidované pod &j.; h

tykajici se informace, zda Ministerstvo zdravotnictvi v roce 2018 zaslalo Evropské komisi
v ramci pracesu technickeé notifikace nékteré z nami navrhovanych vyhlasek, Vam sdéluji,
Ze v prub&hu roku 2018 Ministerstvo zdravotnictvi dosud Evropské komisi zaslalo:

1. navrh vyhlasky, kterou se méni vyhiaska ¢. 84/2008 Sbh., o spravne lékarenské praxi,
bliZ8ich podminkach zachazeni s 1é€ivy v lékarnach, zdravotnickych zafizenich a u daisich
provozovatelll a zafizeni vydavajicich lécivé pfipravky, ve znéni vyhlasky &, 254/2013 Sh.,,
ato dne 2. kvétna 2018,

2. navrh vyhlasky, kterou se méni vyhlaska €. 228/2008 Sb., o registraci lé€ivych
pfipravkd, ve znéni pozdégjsich predpisl, a to dne 2. kvétna 2018,

3. navrh vyhlasky, kterou se meéni vyhlaska ¢. 229/2008 Sb., o vyrobé a distribuci 1&¢iv,
a to dne 20. ¢ervna 2018.

Dale Ministerstvo zdravotnictvi Evropské komisi zaslalo také dopinék 2018 Ceského
lékopisu 2017, ato 27. inora 2018.

Informace o navrzich pravnich pfedpist zaslanych Evropské komisi k vefejnému Setfeni
jsou k dispozici v ramci vergjnosti voiné pristupné databazi TRIS, blize vizte internetové
stranky htip.//ec.europa.eu/growth/tools-databases/tris/en/.

K &asti dotazu tykajiciho se vyjadfeni Evropské komise v navaznosti na vyse uvedene
navrhy, dosud Ministerstvo zdravotnictvi obdrZelo pouze Zadost ze dne 5. Cervna 2018

Ministerstvo zdravoinictvi, Kanceldf ministra
Palackého namésti 4, 128 01 Praha 2www.mzcr.cz



MINISTERSTVO ZDRAVOTNICTVI
CESKE REPUBLIKY

o dalsi informace k navrhu vyhiasky, kterou se méni vyhlaska &. 228/2008 Sb., o registraci
I&givych pfipravkd, ve znéni pozdéjsich pfedpisq.

Tuto Zadost Vam zasilam v pfiloze.

S pozdravem

Priloha;

Ministerstvo zdravotnictvi, Kancelaf ministra
Palackého namésti 4, 128 01 Praha 2www.mzcr.cz




Notification 2018/188/CZ - Request for supplementary information

In the context of the notification procedure under Directive (EU) 2015/1535", on 2 May 2018
the Czech authorities notified to the Commission a draft "Implementing Decree amending
Implementing Decree No 228/2008 on the marketing authorisation of medicinal producis”.

The aim of the notified draft is to ensure the {ransmission of data by marketing autorisation
hoders to assess the availability of medicinal products on the Czech market.

In order to allow the Commission services to complete their analysis under the relevant
provisions of EU law, the Czech authorities are kindly invited to reply to the following
question:

Point 8 of the notifted draft inserts in the basic act a new § 18a which requires that the
marketing authorisation holders provides data on the volume of supplies of medicinal
products for human use placed on the market in the Czech Republic (paragraph 1). § 18a also
sets out a time-limit for the amendments in the submited report (paragraph 3).

§ 18a, paragraph 4 of the notified draft requires that the report referred to in paragraph 1 or
the correction of the report referred to in paragraph 3 contains:

“a) the unique identifier assigned to the marketing authorisation holder,
b) the calendar month and year for which the report is submitted,
c) the unigue report identifier assigned by the Institute,

d) information as to whether the medicinal product was supplied to a distributor or a
pharmacy,

e) identification of the medicinal product for human use using the code assigned by the
Institute, the name and batch number of the medicinal product for human use, and
information about the originator’s price al which the medicinal product was placed on the
market, and

J) the number of packages of the medicinal product for human use, differentiated as supplied
or returned packages.”

Given that § 18a, paragraph 4 requires to submit information which concerns business
activities, the Commission would like to ask to the Czech autorities whether they see a need to
protect that information to ensure its confidentiality. If this is the case, are there any legal
provisions already in place or envisaged to be adopted to ensure the confidentiality of such
information?

The Czech authorities are kindly invited to reply by 15 June 2018.

' Directive (EU) 2015/1535 of the European Parliament and of the Council of 9 September 2015 laying down
a procedure for the provision of information in the field of technical regulations and of rules on Information
Society services, OJ L 241, 17.9.2015, p. 1-15.
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Request for supplementary information from the Commission.
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OrPAHUYEH - OMEZENY PRISTUP - BEGRANSET - ZUGANGSBESCHRANKT - ESQTEPIKH XPHZH -
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nocument handled in the framework of Directive (FU) 2015/1535 of the Furopean
Pariiament and of the Council of 9 September 2015 laying down a procedure for
the provision of information in the field of technical standards and
regulations.

This document is only releasable to staff in the European Conmission and the
Member States with an estabiished need-to-know in the framework of Directive
(EU) 2015/1535.

when bearing the marking 'LIMITED', this document shall not be releasable for
publication. when transmitting it via electronic means within the Commission,
SECEM (SECure EMail) should be used.

In case you are the holder of this document without having the established
need-to-know, as indicated above, inform the author, originator or sender
immediately and return it securely unread. Failure to do so shall be considered
a breach of security, which may give rise to disciplinary or legal action.
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6. In the context of the notification procedure under Directive (EU)
2015/1535 , on 2 May 2018 the Czech authorities notified to the Commission a
draft "Implementing Decree amending Implementing Decree No 228/2008 on the
marketing authorisation of medicinal products"”.

The aim of the notified draft is to ensure the transmission of data by
marketing autorisation hoders to assess the availability of medicinal products
on the Czech market.

In order to allow the Commission services to complete their analysis
under the relevant provisions of EU Taw, the Czech authorities are kindly
invited to reply to the following question:

Point 8 of the notified draft inserts in the basic act a new § 18a which
requires that the marketing authorisation holders provides data on the volume of
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supplies of medicinal products for human use placed on the market in the Czech
Republic (paragraph 1). § 18a also sets out a time-Timit for the amendments in
the submited report (paragraph 3).

§ 18a, paragraph 4 of the notified draft requires that the report
referred to in paragraph 1 or the correction of the report referred to 1in
paragraph 3 contains:

*a) the unique identifier assigned to the marketing authorisation
holder,

b) the calendar month and year for which the report is submitted,
¢) the unique report identifier assigned by the Institute,

. ~d) information as to whether the medicinal product was supplied to a
distributor or a pharmacy,

. e) identification of the medicinal product for human use using the code
assigned by the Institute, the name and batch number of the medicinal product
for human use, and information about the originator’s price at which the
mediciral product was placed on the market, and

) the number of packages of the medicinal product for human use,
differentiated as supplied or returned packages.'

Given that § 18a, paragraph 4 requires to submit information which
concerns business activities, the Commission would 1ike to ask to the Czech
autorities whether they see a need to protect that information to ensure its
confidentiality. If this is the case, are there any legal ?rovisions already in
place or envisaged to be adopted to ensure the confidentiality of such
information?

The Czech authorities are kindly invited to reply by 15 June 2018.
Director o
European Commission
contact point Directive (EU) 2015/1535

Fax: +32 229 98043 :
email: grow-dir201l5-1535-central@ec.europa.eu
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