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HAPOAHOTO CbEPAHIIE
f-H POCEHXEJIfl3KOB

TIPEACEAATEJIfl f,:
KOMI,ICTI'TA TIO

TIPABHI{ BbIIPOCI
AIIHA ANEKCAHAPOBA

yBAXAEMIT rOCnOAr{H IPEACEAATEI,

Ha ocnoaanue qn. 80, ar. I or noru{C BHacrMe flpeAJroxenr.re 3a
r.r3MeHeHI4X UIULU gOrrsttuel,j,ug Ha npEeTr4, Ha [bpBo rnacyBaHe 3aKoHoqpoeKt
3a o6xlecrBenr,rre noplrrKr.r Ne 49-302-01-50 sHeceH or MluncrepcKr.r cbBer,
KalcTo cJreABa:

1. $5 cer.r3MeHrr:,,B qn.13, an. l, r. 18. ce orlaen-r, a"r.20 ce r,r3Melur raKa:

,,flpu :axyuy,raHe or reqe6Hr4 3aBeAeHr.rrr 3a 6orar.tqua noMorrl Ha neKapcrBeur4
npoAyKrlr 3a peAKI,t 6olec:ru, rocorleHl{ B PerIaMeHr (EO) J\l! 14112000 ua
Erponeficxur napraMeHT r4 Ha CbBera, BKJrK)r{eHr,t B crl}Ictra ilo .<il. 266a, an 2
oT 3aKoHa 3a ne(apcrBeHrrre npo.qyKTr,r B xyMaHHaTa MeAHUrrHa."
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MOTI{BII:

C npe.qnoxenoro ornaAaHe Ha r,r3KJrroqeurrero, He caMo He ce flocrr.rra
cborBercrBr.re c flocoqeHrrre B ArrpeKruBara ga o6ulecrgeHme noprqxfi ueJrrl, Ho
He ce A6pxI{ cMerKa 3a AeficrBr.rero Ha cleuranrrr{Te 3aKour,r s o6racrra Ha

3ApaBeola3Bauero Ka(To Ha HarluoHzrJrro, TaKa u ua eaponeftcKo paBHlrrqe.

flpe4roxenoto s 3OfI H3Krrroqeur.re Kacae [peABnAeHa B qJr. 266a or 3JIrXM
Br3MoxHocr, Koraro neqeHlaero Ha clorBerHo 3a6on BaHe e 6es arrepHarnBa B

cTpaHaTa, 3a KorrKpeTeH [aqueHT Moxe Aa ce flpr,uara ,reKapcTBeH npoAyKT,
r(ofiTo e pa3perrreH sa ynotpe6a B c'rpaHa - .rJ'reHKa ua ErponeficKru crro3,
prBpeueH e ra yuorpe6a rro pe.ua Ha ro3r4 3aKoH, Ho rre ce pa3npocrpaHrBa Ha

6urapcxue ua:ap.

Ha ntpao Mrcro, Br,rAHo H or reKcra Ha pa3nopeA6ara, BKJrroqeHI{Te B

cnl4c6ra no qn. 266a neKapcrBa He ce pa3fipocrparrrBar Ha 66nrapcKl,r.s fliBap.
Ha cae4eauo Mrrcro, ctrrlr.rre ca [peMr.rHaJru rlen'lpanr.r3r.rpauara [porleAypa Ha

Enponeftcrara areHql,ul tto JlerapcrBara I{ ce npunarar rroqrr.r H3KJrroqrreJIHo 3a

Jrer{eHr4e Ha peAKr,r 6orecru, 3a Kor4To HMa npaBr{na n (PernarraeHr(EO)

}M4l/2000), Karcro r B peHraMeHrHTe 3a neKapcrBara 3a Aella(PernaMeur (EO)
Ne1901/2006) r4 MorepHr.rre repamru (Pemavenr (EO) Nsl394/2007).

Baxno e Aa ce or6erexu, tle neKapcrBara cr{paqu 3a JIeqeHI,Ie Ha peAlel

za6orgsarufl, cneABa Aa ca AocrbrIHI,I 3a rlp[rJraraue Ha JIerIeHIiero Ha BCI.I.IKL

EarI[eHTr.r Ha replrroplrrra Ha EC, He3aBLIcI{Mo or HrrBoro Ha pa3BI{TLIe Ha

r,tKoHoMEKaTa lra cboTBerHara A6pxaBa LI pa3nI,ItIItqTa Ha cI4creMLITe Ha

3ApaBeoEa3BaHe B qacTHocT 3a KoeTo ca [peABLIAeHLI peArIIIa cTvIt{yItH 11

MeXaHI,I3MI,I, EaCOTIeHI,I He CaMO KbM IpOI'I3BOAI'ITeJIUTe, a LI KBM BCI'IqKI'I

rracrHr4ulr B npoueca IIo ocuryp.rrBaHe Ha JreqeHr.rero Ha peAKLI 3a6onflBaP.ufl.

CreAosareruo, HeAorrycrnMo, Hectpa3Mepuo E IrporLIBHo Ha ueJlnre, KaKTo Ha

Ar4peKTIiBaTa 3a O6UIeCTBeHr.rre rlopbrrKn, TaKa I4 Ha pernaMeHTI,ITe 3a peAKr.ITe

6orecrr u neKapcrBa crlpaqfi, e orpaHlrqaBaHero Ha AocrblrtT Ao JIeaIeH]re c

rlpoAyKTr4, KoHro He ce flpeAnarar Ha na3apa, 3a KoHro ca [peABLIAeHI{ peAxIIa

crHMynr{ H r-apaHIII,Iu 3a HaMaJIrBaHe Ha aAMITHLICTpaTLIBHaTa reXeCT C IIeJI

cBoeBpeMeHeH Aocrtrr Ha [aq]reHTr,ITe Ao Hafi-IroAxoAf,uloro 3a rqx reqeHue, c
repafluE, npeAnr,rcaHa 3a KoHKperHoro pflA(o 3a6onrBaHe.

Breexaauero Ha AonIJIHIITeJIHI,I a3I,IcKBaH fl vr noAqnHrBaHero Ha

pexuMa Ha AocraBKure Ha JreKapcrBara 3a peAKIa 6orecru Ha pexLIMa Iro 3OII He

6u nouo Aa Aeporupa r{3r.rcxBaur.rrra Ha c[equzIJIHI,ITe 3aro]rr{ - cleIrHaJIHa

KOMT,TCH{ 3a IIpeArrHCBaHeTO Ha JreKapCTBeHr,r' npOAyKT, pa3peIIreHI'Ie Or I',IAMH,
uuSoprrrrEpanoro cturacrre Ha poAr,rreJr r.rJrr,r HacrofiHl{I(, Koero IIIe AoBeAe Ao
HeBb3MOXHOCT 3a CBOeBpeMeHHOTO OCErypqBaHe Ha JIeKapCTBeHITTe npoAyKTlr B



cTpaHaTa, a oT TaM U AO HeBA3MOXHOCT 3a JreqeHIreTO Ha naqr.reHTr.rTe c peAKlr
3a6orrBaHr,rr.
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