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KOHCTWWUUOHHUfl CbA

HA PENYENUKA EbNTAPNfl

NCKAHE

or rpyna HapoAH14 r'rpe4craBilrenu or 42-poto Hapo4Ho cr6paHue sa o6RsneaHe

npon4BoKoHcr[ryqhoHHocr Ha ,an.2l7e or 3axoHa 3a.neKapcrBeHhre npoAyKn/ B xyMaHHara

MeAhqhHa (flB. 6p.1-8 or 4 Mapr 2OI4r.l

Ha ocHosaHhe qn. 149, an.1,t.2 or KoHcrrryqrnra Ha Peny6nrxa 6rnrapnn

Veaxaefvl t4 KoHcrr4Tyt-lh oHHn ft Aru,

Hoeonplterrre HopMl4 aa \n.2\7e or 3axona 3a neKapcrBeHhre npo4yKTh B xyMaHHara MeAHLlhHa

([8. 6p.18 or 4 Mapr 2OL4r.), cb34aear HoBu npaBil/ra,3acffrau{h r43Hoca Ha neKapcrBeHh npoAyKn4

B xyMaHHara MeArqhHa.

Cuumorae, qe qn.277e om 3oxoua sq neKopcmeeHume npodyxmu e xyMoHHqma ueduquuo
npomueopeuu uo un.79, on.2 om Koucmumytqunma Ha Peny6nuxo E'uneopua, Kamo qpeyMeHmume

Hu 3a moea co cneduume:

flpnerunr \n.2t7e BbBexAa pecrpr4Kl4Beu (orpanravrreaeH) pexhM no orHoueHhe h3Hoca Ha

neKapcrBeHh npoAyKn4,. BK.nrcqhre.nHo h 3a etrpeo6u4HocrHhre AocraBKil B paMKhre Ha

Eeponeficxnn cblo3. C pasnope46ara Ha qn.2L7e ce cb3AaBa HoBo 3aAbnxeHhe 3a rbproBl{ilre Ha

eApo Ha neKapcrBeHh npoAyKn4 Aa noAaBar yBeAoMneHhe Ao lAzntnnutenHara areHl{r4ff no

.neKapcrBara (VIAJI'J 3a BceKil u3Hoc Ha neKapcrBeH npoAyKr orreprropr,lnra Ha Peny6nraxa Stnraprn,
xofiro e Bx,nrcqeH e floghrheHXfl neKapcrBeH cnhcbK no qr. 262, an, L sa 3,fl|-lXM.

CtraacHo qn. 262, an. 2 or 3axoua 3a neKapcrBeHhre npoAyKTr4 B xyMaHHara MeAhL{ilHa

llosntnsjiuar neKapcrBeH cnilcbK BK,nrcqBa neKapcrBeH n npoqvrTu, xrtacrQnqnpaHr no

Qapruaxonorv.tHtA fpynu cbrnacHo KoAa no aHaroMo-TepaneBTrqHo-xl4Mr4qHata xnacuQnKaL{hF, cbc

cborBerHure MexAyHapoAHh HenareHTH14 Ha14MeHoBaauanga6onffBaHhffTa no MelKAyHapoAeH KoA.

3a ,.lacr or sa6onneaHhsra B cnilcbKa ca BKnrclqeHh no HrKo.nKo neKapcrBeHn npoAyxra. Ktrvr

Hacronu{hn MoMeHr floghrheHhsrneKapcrBeH cnHcbK BK.noqBa Ha4 2000 neKapcrBeHh npoAyKn4.

B qn.277e e npedeudeHo, ebsMor+cHocm sa admuuucmpa.,lpf,md, ebnpeKu moKa HdpeqeHuf,
yeedomumenuun petftuM, usnbnHumenHue dupexmop Ha UAn da omxaeea uirHoc Ha

neKdpcmeenu npodyxmu, Kcrmo dnmepHdmueHd nocneduqa ua Mbn,laflueo cbznocue, Koemo

cbr4o He e npucbuld nocneduqa ud rryeedonnumenHume" pexcuMtt.

flpr npe4eHKara so daeoue Ho Mbnqonuao cbenocue 3a il3Hoc 3aKoH-br npeABhxAa 4a ce c-u6rapa

ruQopnnaqrff caMo 3a KoHKperHhff neKapcrBeH npoAyKr. klsntnHhre.nHara areHL{r4fi no neKapcrBara



l4e r3hcKBa Ko.fil4qecrBeHn AaHHrl 3a 6 Mecella Ha3aA 3a norpe6neHileTo Ha cborBeTHhn neKapcrBeH
npoAyKT or H3OK nf unu M3 ra sa AocraBeH[re KonhltecrBa or npoAyKra a Er:nraphn or nphrexare.nfl
Ha pa3peueHhero sa ynorpe6a. B rasN rHQopmarlrafl He ca BK,flloqeHh Apyrilre neKapcrBeHr
npoAyKTl4 or cbu{ara QaprvraxonorhqHa rpyna, il3no.n3BaHh 3a ,neqeHue Ha cbu-loro sa6onseaue, He e
BK,nrcqeHa rHQoprvrarlrfl 3a Ha.flht{HilTe Ko,nilqecrBa ,nexapcrBeHh npoAyKTh nph r-bproBllhre Ha

Ape6Ho v1 Apytvre rbproBqr Ha eApo. ,l'lnqara u{e h3r{aKBar e 30-4ueaeH cpoK or yBeAoMFBaHero
npelleHKara Ha u3nbnHlr'ren+Vn AhpeKrop na VlA'/l',3a Aa Morar Aa H3Blrpuar u3Hoca, xoilro cpox
nph Bcl4t{Kl4 no.floxeHufl l4e Bnnfle Ha na3apHara aAeKBarHocr cnpflMo eBeHryanHhre KoHTpaxeHTil
(rperrre nrqa) npra ocbrqecrBnBaHe Ha n.naHilpaH (,qoroeopeH) rsuoc, 3aeAHo e ycraHoBflBaHara
ycnoBHocr (eseuryanHocr) Ha neuoca.

3axoutr npeABhxAa rph xhnore3h, e Koumo u,e Mo+rc da 6ude omKa3oH ugHocbm Ho
ne Ko pcmee u u me n pody xmu :

Ha,nhqHhTe KbM MOMeHTa Ha noAaBaHe Ha yBeAoM.neHheTo Ko,nhqecTBa oT cboTBeTHufl
neKapcrBeH npoAyKT e Peny6nuxa 6tnraprn He ca AocrarbqHh 3a 3aAoBonFBaHe 34paBHfire
norpe6uocrt,t Ha HaceneH hero;

- B pe3ynTar Ha h3B'bpuBaHe Ha h3HOCa MOXe Aa HaCTbnh BpeMeHeH HeAOCT[r Ha

Heo6xop,ranure 3a 3aAoBonnBaHe 3ApaBHhre norpe6Hocru Ha Hace,neHhero KonhqecrBa or
cborBeTHilff neKa pcTBeH npo4yKr;

- nhncara Ha AocrarbqHl4 Ko.nhqecrBa or cborBerHt4fi neKapcrBeH npoAyKT 3a 3aAOBOnRBaHe

3ApaBHilre norpe6Hocr4 Ha HaceneHhero Moxe Aa 3acrpaluta cepho3Ho xhBora h 3ApaBero
Ha Hace,neHHeTo.

B npnerltre reKcroBe Ha 3axorqa 3a neKapcrBeHhre npoAyKTl4 B xyMaHHara MeAhqhHa nl4ncBar
ycraHoBeHh o6exruaHh xpureplu, Kol4ro rpn6ea Aa ce npilnoxar or h3nb.nHhre,nHhfl AHpeKTop Ha
l/1M, nph xilnore3a, B KOnTq ABaMa nphrexaTenr Ha pa3peueHhff 3a TbproBilR Ha eApo
eAHoBpeMeHHo noAaAar yee4o{o,neHhe 3a r3Hoc Ha npo4yKrt4 or cbt4ara QapnnaxonorhqHa rpyna,
h3no,n3BaHh 3a .neqeHhe Ha cb{{oro sa6onssaHe. Hanporra, onncaHt no ro3r4 HaqhH xhnore3hre,
npeAnonarar cto6paanBaHero Ha eBeHryanHhfl pe3ynrar Aa craBa Ha 6asa AonycKaHhg u
npeAnonoxeHhR or paspeula ea q[hfl opra H.

oceeH toaa,6u Mor,flo 4a ce 4o$narHe Ao cnyqav, nph Kor4To orKa3tr Ha ilsnb,nHilTenHhff Al,rpeKTop
Ha l4M no orHolxeHile Ha e+vHu+ (nrpsran sanenren) or rrx Aa nocnylKu u Aa o6ocHose
ocHoBaHhero 3a M'bnqa,flLtBo cbrlnache 3a Apyrhn (nocne4aar4 no apenne) ns+ocvren c ,,Morhoa", .te
BeLfe ca ochrypeHH Ko,nhLtecrBafa neKapcrBa, Kot4To ca 6unu HeAocrarbqH14. Toea u{e AoBeAe Ao
HepaBHonocraBeHocr Ha re3h cypexrr, Ao Aepoft4paHe Ha nphHqhna, Lte n-bpBl4flr no BpeMe e nbpBh
h no npaBo' p,o HepaaHonocraBeHocr qe ce crllrHe H npH Apyrara (aropara) xrnoreaa Ha ,,BpeMeHeH
Hegocrvr" Ha cborBerHrn nexapcrBeH npoAyKT - orKa3-br 3a r3Hoc Ha Ko,flt4qecrBo, nohcgaHo or
nbpBl4ff noAan yBeAoMneHre, Hp nocraBfl npeLtKh 3a il3Hoc npeA cneABau_l,r4fl Tbproaeq, 6fi xaro
Ko,rf HqecrBoro,,Beqe e ochrypeHq".{pe3 orKa3a Ha nbpBt4f, nglocyrren.

[focoqeHure reKcroBe nporHBopeqar Ha KoHcfl4TyLlt4oHHoro npaBrno Ha q,n. L9, an. 2 RpB,
l43l4cKBaqo cb3AaBaHe Ha ,,eAHaKBil npaBHh ycnoBnn 3a BcHrtKt4 cronaHcKt4 14 npaBHLl cy6exrr,
ocbl{ecrBsBaqh eAHaKBu vlnu c>{o4Hra 4efiHocrr B onpeAeneHa cQepa" (ruorrsn xtnn Peu:eHne Ns 5
Ha KoHcrrryl{hoHHun cbA or 26 cenren epn 2OO2 r. no KoHcrrryLlroHHo 4eno Ne 5 or 2002 r.). B

,,npaeosoma dapxtaeo nodo5u(me cnyqau mpn1eo da ce mpemupdm eduomunuo u da ue ce
donycxa duQepeuqudurun e soRlouodametlHume prcpeweHun" (rnotuen xtnn PeueHhe Ns j.O na
KoHcrrryqroHHl4ff cbA or 3 4ex(:rvrapra 2009 r. no KoHcrl4ryllt4oHHo 4elo No 12or2OO9 r.).,4rncear
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rcpa{\t4tA, qe npolleAypara qe ce npilnara eAHaKBo no oTHolueHhe Ha BcilqKh
cTonaHcKl4 Cy6eKTil.

Ceo6o4ara Ha cronaHcKa taHhl-ltaarrBa He H3K,ntoqBa npnHqhnhre Ha AbpxaBHo perynhpaHe n

AbpxaBeH KoHrpon. Koncrrryqrsra npeAocraBn Ha 3aKoHoAarenn npaBoro Aa ype4t4, cborBerHo,
Aa orpaHhqu ra3v ceo6o4a no 3aKoHoAare.fleH pe4. OrpaHhr{aBaHero e Bb3MoxHo t4 Aonycn4Mo,
Koraro e B o6qecreeu hHrepec. Hanuqrero Ha o6qecreen hHTepec o6aqe He h3K11toqBa

KoHcrl4ryLlhoHHoro t43t4cKBaHe 3a paBHonocraBeHocr Ha cronaHcKrre cy6exru npeA 3aKoHa.

B gaxoHa rpn6aa Aa ilMa flcHr4 Kphreptv, Kouro Aa cb3AaAar eAHaKBr4 npaBHh ycnoBVA unu Aa
B'bBexAaT eAHaKBh OrpaHhqeHrF cnpnMo Bcl4ttKh u3TocuTenv Ha AaAeH neKapcTBeH npoAyKT 3a
onpeAeneH nephoA or BpeMe, Koraro re3r neKapcrBa He ca AocrarbqHl Anvl Moxe Aa HacrbnLl
BpeMeHeH HeAocrtir 3a 3aAoBo.flRBaHe Ha 3ApaBHhre norpe6Hocrh Ha Hace,neHhero, Anv Koraro
,nilncara Moxe Aa 3acrpauu cepilo3Ho xuBora u 3ApaBero Ha rpalKAaHute. Auncara Ha flcHH
Rpnrepvl,4- r nocraBrHero Ha cronaHcKr4re cy6exrr B HepaBHocroiluo no,noxeHile cb3AaBa
npeAnocraBKil 3a cy6exrrerstnn nph B3eMaHe Ha peueHnero or KoMnereHTHnfl opraH.
Btsex4aHero Ha yBeAoMr,rreneH pexhM, xofiro uMa xapaKTephcl4K[Te Ha pa3peuureneH A ro
,,MacKnpa" Karo raKbB, npu nhncara Ha f,cHH npaBhna v Kpvreplzll hMa noreHl{van Aa cbgAa4e
KopynqhoHHh npaKrl4Kt4. Koraro AbpxaBara, 3a Aa 3alqnrtA v Aa ocurypn AocrbnHo 3ApaBeona3BaHe
Ha rpaxAaHhre B crpaHara, Hanara orpaHilqeHt4n B o6nacrra ua cHa64naaHero c neKapcrBeH[
npoAyKTl4, To re3h orpaHuqeHhn cnerqBa Aa ce orHacflT 3a BchqKu cy6extu, Kot4To t43Bbpr.uBar ra3h
4eilnoc1 a He caMo cnpnMo onpeAeneHh nuq:a. Canno raxa Mo)Ke Aa ce n3nb,nHh KoHcn4ryL{xoHHoro
143]4CKBaHe 3a eAHaKBh npaBHLt ycnog|l/.[.

Cvhranne, Lle Hacronu{ufl cbcraB Ha KoHcrrryL{uoHHHF cbA, u{e cneABa u qe cro6pa3h Aocera
ycraHoBeHara KoHcrhryqroHHa npaKrilKa ua Cr4a (PeujeHre Ns 8 or L995 r. no K.A. Ne L2 or1995 r.
, 4B, 6p. 59 or 1995 r., Peu:eHue Ns 2 or 1996 r. no K.A. Ne 26 or 1995 r. , AB, 6p. 16 or j.996 r.,
PeureHre Ne 22 or 1996 r. no K.A. N9 24 or 1996 r. , AB, 6p. L or L997 r. Peu:euue Ns 3 or 2000 r. no
x.4. Ne 3 or 2000 r. , AB, 6p.37 or 2000 r. peueHhe Ng 5 or 26 cenreMapn 2O02 r. no K. R. Ns5/2002
r. peueHl4e Ne 15 or 21 4exenspu 2OLO r. no K. A. Ne 9/2010 r, PeueHre Ns 19 or 1993 r. no x.g. Ne

L1 or 1993 r. ,3a rb,rtKyBaHe Ha pasnope46rare Ha un.17, an.2, un.79, an.Z u an.4 n qn.LO6 or
KoHcrrryqunra)

oceeH Bcl4LtKo h3,noxeHo AoryK, MonhM Aa npheMere, qe ocnopeHhre or uac pasnopeg6r
nporl'lBopeqar Ha q.n. 36 or.Qoroeopa 3a Syuxr4raour,rpaHero Ha EeponeficKhn c-bro3 (AOEC).

floroaop-ur aa QyHxr4raoHhpaHero na EaponeficKLrnr cblo3 e qn. 35 npeABhlHAa, qe Ko.nhqecrBeHrre
orpaHhqeHhfl Ha il3Hoca MexAy AbpxaBhre q.fleHKh, KaKTo X Bct4rlKl4 MepKr c paBHocroeH e$ex1 ce
ea6paHnoar. AOEC AonycKa Ha,naraHero Ha ea6paHr Ann orpalurreHhfl Bbpxy l43Hoca Ha croKr4,
ocHoBaBatqr ce Ha clo6paxeHuflTa 3a 3aKprna Ha 3p,paBero h >t<vllora Ha xopara. Tesu za6paun unu
orpaHl4qeHhn o6aqe He rpn6na Aa npeAcraB,flRBar cpeAcrBo 3a npofi3BonHa ArcKphMnHaL\nn vnn
nphKphro orpaHhqeHre Ha r-bproB%ffra MexAy A'bplxaBhre q,neHKLt, nnaitxu npeABLlA/ qe eAHa or
ocHoBHhre ceo60gu o o6qHocrra e ceo604noro ABr4xeHue Ha croKl4.

B'uee4eHara MnpKa 3a yBeAoMflBaHe h [3qaKBaHero B 3O-4Heaeu cpoK HecbMHeHo ce RBRBa

orpaHhqhTe.nHa MRpKa npeA h3HOCa Ha neKapcrBeHhTe nporqyKTh.

Ct4lr Ha EaponeilcKhfl cbto3 B cBoflTa npaKTrKa npreMa, qe rosrl pexhM, HapeA c pa3pelxhrenH4fr,
cbu4o BoAl4 Ao cb3AaBaHe Ha 6rcpoxparrqHh npenffTcrB.4A u cborBerHo - 4o Heo6ocHoBaHo
ga6aesHe h3BbptxBaHero Ha u3Hoca. Btoex4aHero Ha aa6paHr v,tnt orpaluqhrenHr MepKh,
ocHoBaBau-{H ce Ha cto6paxeHrn 3a 3aKph,na Ha 3ApaBero r xhBora Ha xopara, Morar ga 6rr4ar
BbBeAeHh caMo aKo ca o6exrngHo Heo6xop,nMil fi nponopllroHanHil Ha qe.nra, KoflTo ce npecneABa.
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fltpxaeara q.neHKa, KoffTo 3aFBRBa, r{e HMa ocHoBarenHa npvl,u*a,3a Aa orpaHht{h ceo6o4uoro
ABh}{eHhe Ha croKh/ e An-bxHa KoHKperHo Aa AoKaxe, qe napa,flenHuAT 143Hoc Ha.neKapcTBa e
npHqhHara 3a HeAocrhra hM. OcHoeaHhero 3a B'bBex{rqaHe rpn6ea 4a 6-u4e nphApyxeHo or
noAxoAtultl g,oKa3arencrla unu or aHa,nh3 Ha qenec'bo6pasHocrra h nponopllt4oHa.nHocrra Ha

orpaHilqaBau4ara MnpKa, nphera or ra3r A'bpxaBa, KaKTo 14 or rortHr4 AoKa3arencrBa B noAKpena Ha

ueilxure apryMeHril.

ocseH 4a 6tp,e o6ocHosaHa, ,,cbomgemHomo MnpKo mpn6ea do 6ude e cbcmoflHue do aopaumupo
ocbt4ecmeneoHemo Ho npecnedeouoma nezumuMHq qen u He mpn1ea do uadxe.upnn
ueo6xodunaomo 3a nocmu?aHemo il" (B rosu cMl4gb,fl ca c,neAHklre peueHhn ua C'u4a na EC -
Peu-leuue or l-6 oxronnepr,r 2008 r. no Ae,no Renneberg, C-527/O6,ror.tKa 81, PeueHre or 19 nnafi 2009
r. no Ae/fo Apothekerkammer des Saarlandes u Ap., C-17U07 n C-L72/O7, rovxa 25, C-48L/L2 o-r L6
nHyaph 2074 roguua).

Ysaxaervlh KoHcrt4Tyt-lnoHHh crrAHh,

Mona, da o6neume ga npomueoKoHcmumyquoHHu meKcmoeeme ua qn.277e om Saxoua sa
neKapcmaeHume npodyxmu 6 xyMsHHama neduquua ( reB. 6p.l8 om 4 Mapm 2014e.).

ilpe4lararue Karo 3anHrepecoBaHn crpaHfi no KoHcruryr4hoHHoro Ae.no, Koero eBeHryanHo qe
o6pa:yeare, 4a 6t4ar KoHcrt,tryHpanu MnuncrepcKhnr cbBer, H3OK, Er'arapcxnnr Qapnnar4eer[qeH
cttos, C4pyxeHre ,,Starapcxa acoqilaqhn 3a pa3Brrhe Ha napare.nHara rbproBrifl c .rreKapcrea",
Acot4raqnn Ha HayqHoh3cneAoBare,ncKhre Qaprvrar-4eerwtHV npou3loryVTenn a 6r:nraprn, Eunrapcxa
reHephqHa QapMar4esrhqHa acoqhaqrR, Etnrapcxa acol{r4aqlrn Ha rbproBllhre Ha eApo c nexapcrBa
tt Sr,nrapcxara acollhaL{un Ha npoQeclolanncrrlre no 3ApaBHu rpn.ltn,

C yeaxeune,

l-pyna napo4Hh npeAcraBurenu or flF Ha nn fEp6


