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M3MEHEHMSITA Ha YCIIOBHUSATA 3a pa3pelINTeIHH 3a IyCKaHe Ha Ma3apa Ha
JIEKapCTBEHH MPOIYKTH

(COM(2008)0123 — C6-0137/2008 — 2008/0045(COD))

Z{OKJ’I&I{‘II/IK 1o cranosuiue: Ilets CTaBpeBa

PA\727873BG.doc PE407.833v01-00

BG



PA Legam

PA\727873BG.doc 2/5 PE407.833v01-00

BG



KPATKA OBOCHOBKA

The draftswoman is in favour of the Commission proposal and wishes to see harmonisation of
medicinal products take effect also as regards the marketing of medicinal products for human
and veterinary use.

So far, only a small proportion of the medicinal products are subject to harmonized European
legislation (around 20 %, i.e. those products that had received their authorisation in
accordance with two accepted procedures, "centralised" and "mutual recognition"). Those
products that have a purely national authorisation are not regulated by the current European
legislation on variations and subsequently are dealt with through specific and varying national
rules. This is both inefficient and lead to significant economic costs, in addition to affecting
the proper functioning of the internal market. The present directive would grant legal basis for
harmonisation and would permit for the adoption of implementing measures through
comitology with regards to all types of variations.

The rapporteur is in favour of harmonisation, which will bring great benefits to both
consumers and industry and would speed up the access to the latest medicines across the
Member States. So far, the lack of harmonisation with regards to variations has caused great
delays and inefficiency, from both an economic point of view and also as regards the needs of
the veterinary medicinal sector. It is also illogical to have harmonisation for every stage in the
lifecycle of a product except when it comes to changes brought to it.

Nevertheless, there is a need to be careful about the implied costs for the Member States and a
proper schedule for achieving harmonisation in practice. Member States cannot be called on
to change their internal regulations in order to comply with the present directive and further
changes adopted through comitology in a period of time that is too short and that implies too
high costs.

In accordance with the Impact Assessment conducted, the public consultation and the position
papers submitted by regulatory agencies of the Member States, proposals by the draftswoman
focus on several points.

Firstly, we need to achieve a schedule for harmonisation that corresponds to variations in
preparedness between Member States. In the papers submitted, there have been different calls
for different schedules and it is apparent that a 2-year period for transposition is preferred by a
significant number of Member States. We need to take these into account as it is essential to
the real implementation of harmonisation into practice.

Secondly, we need to further stress the need for Parliament supervision of legislation adopted
under comitology. We need to be able to supervise the legislative process through the
regulatory procedure with scrutiny.

Thirdly, the draftswoman believes Parliament should call for the simplification of the
Variations Regulations. This issue was raised by several participants in the public consultation
and we need to ensure that the Variations Regulations we have in place at the moment do not
create unnecessary bureaucracy for the Member States, companies and the citizens.
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N3MEHEHUA

Komucusra o 3EMCICINC U PA3BUTHUC HA CCIICKUTC paﬁOHH IIpUKaHBa BOACHIATAa KOMHUCHA 110
OKOJIHA Cpcla, O6IJ.ICCTB€HO 3ApaBC U 0€30IMacHOCT Ha XpaHUTC a BKIIIOYU B JOKJIaZla CHU

CJICAHUTC U3MCHCHU A

H3smenenue 1

IIpennoskenne 3a TMPEeKTHBA — aKT 32 H3MEHEHHUE

CnolOpaxenne 6

Texcm, npeonosicen om Komucusma

(6) OT croOpakeHus, CBbP3aHH C
00IIIECTBEHOTO 3/IpaBe, MpaBHATA
CHBMECTHMOCT U TIPEJICKa3yeMOCTTa 32
MKOHOMHYECKUTE OTepaTopH,
M3MEHEHUATA BbB BCHYKH BHUJIOBE
pa3pelnTeHy 3a MyCKaHe Ha Masapa
cienBa Aa ObAaT mpeaMeT Ha
XapMOHHU3UPAHU MTPaBUIIA.

HN3menenue 2

Uszmenenue

(6) Ot cpoOpakeHHsl, CBbP3aHU C
00IIECTBEHOTO 37paBe, IpaBHaTa
CbBMECTUMOCT, HAMAIABAHEMO HA
AOMUHUCIMPAMUGHAMA MeceCh U
3acuneanemo Ha NpeacKasyeMocTTa 3a
MKOHOMHUYECKUTE ONePaTOpH,
M3MEHEHMATA BbB BCUUKHU BUJIOBE
pa3peLInTeI N 3a MyCKaHe Ha Ma3apa
cieziBa 1a ObaT npeMeT Ha
XapMOHU3UPAHU MPaBUIIA.

Or. en

IIpennosxkenne 3a TMPEKTHBA — aKT 32 H3MEHEHHUE

CooOpaxenue 6 a (HOBO)

Texcm, npeonosicen om Komucuama

PA\727873BG.doc

Usmenenue

(6a) Heobxooumo e omnogo oa 6voam
pasz2ieoanu oelicmeaujume
AOMUHUCMPAMUGHU RPOUEOYPU,
npeosudenu ¢ peznamenmume 3a
usmenenus (Pecnamenmu na EO
1084/2003 u 1085/2003), no-cneyuanno c
02/1€0 OnpocmaA8aAHemo Ha me3u

npoyeoypu.

Or. en
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HN3menenue 3

IIpennosxkenne 3a TMPEKTHBA — aKT 32 H3MEHEHHUE

Yuen 3 —nmaparpa¢ 1 — anunesn 1

Texcm, npeonosicen om Komucusma

1. IbpxaBUTE-4ICHKH BHBEXKIAT B CHIIA
3aKOHOBUTE, MOJ3aKOHOBUTE U
aJIMMHHUCTPATUBHHUTE pa3nopeaou,
He0OXOIMMU 3a TIOCTUTAHE Ha
CHOTBETCTBHUE C HACTOSIIATA AUPEKTUBA,
HE MMO-KbCHO OT [ 12 Mecella OT Jlatata Ha
HEHHOTO BiM3aHe B cuia). Te He3abaBHO
cbobmaBar Ha Komucusita Tekcra Ha Te3U
pasnopenou u TabnuuaTa Ha
CHOTBETCTBUETO MEXKAY T€3H paznopenon
Y HaCToOsIIaTa TUPEKTUBA.

PA\727873BG.doc

5/5

Usmenenue

1. Ibp>xaBuTEe-wICHKU BbBEXKAAT B CUIIA
3aKOHOBUTE, NMOA3aKOHOBUTE U
aJIMUHUCTPATUBHUTE pa3nopenoun,
HE00XO/IMMHU 3a IMOCTUTAaHE Ha
CBhOTBETCTBHUE C HACTOSIIATa TUPEKTHBA,
HE MO-KbCHO OT [24 Mecela OT JaTtara Ha
HeifHOTO BiM3aHe B cuia). Te He3abaBHO
cpbobuaBatr Ha KoMucusira Tekcra Ha Te3u
pasnopenou u TabnuuaTa Ha
CBHOTBETCTBUETO MEXKIY TE€3U pa3nopenou
Y HaCTOAIIAaTa IUPEKTHBA.

Or. en
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