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A0: NPEACEOATENA HA
KOMUCHUATA NO 3APABEOINA3BAHE
KBbM 42-TO HAPOAHO CbBPAHUE
A-P HATAP O)KADEP

A0: YJIEHOBETE HA KOMUCHUATA O
3APABEOINA3BAHE KbM 42-TO
HAPOAHO CbBPAHUE

OTHOCHO: 3M[ Ha 3akoHa 3a JIeKapCTBEHUTE MNpoAYKTM B XyMaHHaTa
mMeguumHa ped. N2 302-01-16/09.09.2013r. c BHOCUTEN
MWHUCTEPCKM CbBET

YBaxkaema a-p Mxadep,
YBaxaeMu aMM M rocnopaa,

C HacTosweTo bbnrapckmaTt 3vbonekapckn cbto3 (B3C) npeactaBsa Ha
BHMMaHWETO Ha HapoAHWUTe npeacTaBuTenM oT KoMncus no 3gpaseonasBaHe KbM
42-10 HapoaHo cbbpaHue ctaHosuuweTo cn no 3N Ha 3JTNXM ped. N2 302-01-
16/09.09.2013r.

B3C npuema wu3rotBsaHeto Ha 3UA Ha 3/MXM ped. N2 302-01-
16/09.09.2013r. KaTO HABPEMEHHO OTHOCHO TPaHCMOHWPaHE Ha paMKoBaTa
Anpektnea 2001/83/EC 3a yTBbp)KAaBaHe Ha Koaekc Ha OB6LHOCTTa OTHOCHO
NEeKapCTBEHM NPOAYKTU 3@ XyMaHHa ynotpeba, C KOATO cCa YCTAHOBEHMU
OBLWHOCTHUTE NpaBunia U perynaums, Kacaelwa fekapcTBeHUTe NPOoAYyKTU, KaKTo
e naMeHeHa c Aupektmea 2012/26/EC Ha EBponeiickns napnaMeHT 1 Ha CbBeTa
oT 25-n oktomBpu 2012 r. 3a u3MeHeHme Ha [Aupektnea 2001/83/EO no
OTHOLLIEeHME Ha dapMaKosornyHata 6anTenHoCT.

Ha cnepsawo macto, Bb3C u3pa3ssiBa noAakpena 3a MNpeanoXeHudaTa Ha
Bbnrapckus dapMaueBTUYEH CbiO3 OTHOCHO 3akoHornpoekTa. MHuumnatmeaTta 3a
3acMnBaHe Ha o06LWeCcTBEHOTO Yy4yacTvMe B npouegypata no u3gaBaHe Ha
pa3peLLeHns 3a TbproBusi Ha ApebHO C NekapcTBEHW NPOAYKTU, Cnel CTaHOBULLE
Ha EkcnepTeH CbBeT MO TbproBus Ha ApebHO C NeKapCTBeHW MNPOAYKTU KbM
N3nbnHuTenHata areHums no nekapcrearta, € MOTUBMpaHa OT CbLyeCTByBallaTa



ypeaba. HoBocb3gaaeHussT EkcnepTeH opraH cneasa  Ada  BK/O4YBA
npeacTaBuUTeNM Ha CbCNOBHATA OpraHu3auMs Ha MarucTep — QapMaueBTuTe
BOC, KOATO MMa MpPsKO OTHOLUEHWE KbM PeryrvMpaHeTo Ha YNPa)KHABAHETO Ha
dapMaueBTMYHa npodecus.

MNpeonoxeHnte o1 BOC wu3MeHeHMss B TMpPexo4HM W 3aKIIOYUTENHU
pa3nopeabu, OTHOCHO 3aKoHa 3a 3A4pPaBHOTO OCUrypsiBaHe Ca HaBpPEeMEHHW.
HoBaTa no - geTtanWnHa peaakuMs Ha AEMHOCTTa MO AOroBapsiHe Ha peda 3a
CK/IIOYBAHE W YCNOBUATA Ha WHAMBUAYASIHATE OOrOBOPU MeXAy TbproBuMTE Ha
ApebHo Ha nekapcTtBeHn npoaykty M H3O0K we npepotBpat npobnemmn npwu
NPWIOXEHNETO Ha AOrOBOPHUS npoLec.

C yBaxeHwue:

[-p bopucnas MunaHos
MNpeacenaten Ha YC Ha b3C



