
爾PEΠ ЙC

MOTИ BИ

3a Bpr,uaHe 3a HoBo o6crxAaHe n Hapoquoro cr6paHrre Ha pa:nopeg6u or 3arona:a

rr3MeHeHrre rr AorrbJrHeHHe Ha 3axona 3a JreKapcrBeHrrre rrpoAyKTI{ B xyMaHHara

MeAr{rrr.rna, flprrer or HapogHoro cr6panne

na 16 nuyapr 2014r.

'Yraxaeun 
rocrrorxrl rr rocrroAa HapoAHIr npeAcraBrrreJrrr,

Crc 3aroua 3a r,r3MeHeur.re u Ao[bnHeHr.re sa 3arona 3a neKapcrBeHl{Te npoAyKTL B

xyr\(aHHaraMeAr{rlr,rHa, flpr.rer or Hapoguoro cr6pauheHal6 tuyapw20l4r., ce cb3AaBar HoBI-r

flpaBwlra,3acrrarqu r,r3Hoca Ha neKapcrBeHr,r [poAyKTI,I B xyMaHHaTa MeAuIIIaHa.

Ilpzernrr 3aKoH BbBex.qa pecrplrxTuBeH pexfiM rro orHoIrreHI,Ie Ha LI3Hoca Ha

nexapcrBeHu npoAyrTr.r, BrJrrorrr{TeJrHo rro orHolrenne Ha ntrpeo6quocrHllTe AocraBK}I B

paMrr{re ua Enpoueitcxus, ctro3. C $ 16 (ul. 2l7a - un. 217r) ce cb3AaBa 3aAbnxeHlle 3a

TbproBrlr,rre Ha eApo Ha neKapcrBeHr{ npoAyKTn ,qa [oAaBar yBeAoMneH]re Ao I,IgnrnnureJlHara

areHrlr,r, rro neKapcrBara (I,IAJI) 3a BceKH r.r3noc Ha neKapcrBeH [poAyKT or reprITopl,Irra IIa

Peny6nrra Ernrapux, rofiro e BxlroqeH s flosfirusHrs nexapcrBeH cnI,IcbK tlo tul. 262, u.l
na 3JIIIXM. Kru Hacrosrqru MoMeHT IIognrI,IsHHflT neKapcrBeH crrrtcbK BKJIIoTTBa Ha,q 2000

JreKapcrBeHr{ rrpoAyKTH. Jluqara Ir1e rrctrarBar B 30-Anenen cpoK or yBeAoMtBaHero

lperleuKara Ha Lr3ilbJrHr.rreJrHx, lgpexTop na VAJ7, 3a Aa Morar Aa H3Bbptlrar I43Hoca.

flpegnugeur carpprxprnore3r,r, B Kor.rro rrle Moxe Aa 6b.qe orKa3aH H3Hocbr Ha JIeKapcrBeHLITe

rpoAyKrH:

- HitrItMHr4Te KBM MOMeHTa Ha nOAaBaHe Ha yBeAOMJIeHI4eTO KOJIHqeCTBa OT CbOTBeTHI{fl

JreKapcrBeH npoAyKT a Peuy6nnxa Eurapn, He ca AocrarbrIHI,I 3a 3aAoBoJIflBaHe 3.qpaBHLITe

norpe6nocru Ha HaceneHraero ;

- B pe3ynTaT Ha pr3BbprrrBaHe Ha H3Hoca Moxe Aa HacTbnlr BpeMeHeH HeAOCTI,IT Ha

seo6xoArzprlrre 3a 3aAoBoirrBaHe 3ApaBHr,rre norpe6nocrx Ha lraceJleHuero KoJIHqecrBa or

cboTBerHr.r, neKapcTBeH rrpoAyKT;

- JIHIICaTa Ha AOCTaTSqHH KOJII{IIeCTBa OT CbOTBerHr,r' neKapcTBeH rIpoAyKT 3a

3aAoBoJr.rrBaHe 3ApaBHHre uorpe6uocrrr Ha HaceJreH[ero Moxe.[a 3acrpaur]I cep[o3Ho xI,IBora

r4 3ApaBeTO Ha HaCeJreHI,IeTO.

Xueorar H 3.{paBero Ha rpaxAaHr{Te ca Bucrrra rleHHocr. .{tpxanara rpt6oa la

ocbrrlecrBrna eQexruBHa [oJrHTr{Ka B o6nacrra Ha 3ApaBeona3BaHero c uen 3arulara Ha



o6qecrseHoTo 3ApaBe. Ts rrlOxe Aa BbBexAa [peBaHTI4BHI,I MepKI,I,3a IA Ocurypn AOCraTbqHn

Koirr{qecrBa or JreKapcrBeHHTe npoAyKTH 3a 3aAoBonflBale Ha 3ApaBHure notpe6Hocrll Ha

HACETIEHI,IETO.

He cnoAelrM, rre 3a flocrr,rraHero Ha rtBr.r ueJr HflMa Aa 6slar cIra3eH[I ocHoBHr

rrpr,rHrlr{m,r, 3aKpeneHr,r s KoHcrr.rryurrrra na Peuy6.nura Eulrapils, yt r enponeftcKoro

3aKoHoAareJrcrBo. Tora ue Morr,rBr{pa Aa Br,r o6rpna BHI,IMaHI,I e u Aa BbpHa 3a HoBo o6crx4aue

n Hapo4uoro cr6pauue $ 16Ir cprcreMar[rrHo cBbp3anufrc nero $ 20,r,opa.nlu HecborBercrBlle

c flpr{Hrlr{rrtrre 3apaBuoflocraBeuocr Ha crofiancxr,rre cy6exrl{ I,I ilpaBoBara AbpxaBa.

KoucrrryuuoHuoro rrpaBr,rno Ha qJr. 19, a* 2 uzucrsa c63AaBiule Ha ,,eAHar(BI,I [paBHIl

ycnoBr{, 3a Bcr{qrr{ crolaHcKr,r u [paBHr,r cy6erru, ocbulecrBsBuuqfi eAHaKBI,I unfi cxo.uflr

Aefiuocru B onpe.{eJreua c$epa" (Morrnru rru Peruenue }.lb 5 na KoncrI,ITyII}IoHHI,L cr,A or

26 cern.e.,ltnpu 2002 r. ro KoHcrr{Tyrlr{oHHo Aeno Ns 5 or 2002 r.). B ,,npaBorara AbpxaBa

no,qo6uure cryrrru rpxltaAa ce rperupar eAHorn[Ho I,I Aa He ce Ao[ycKa AI,rSepenqua\fiflg

3aKoHoAareJrHr{Te pa3perueHux" (Mornu,r KbM Peruenue }lb 10 na Koncrr,ITyII?IoHHI{, cbA or

3 ,qexenrepr 2009 r. ro KoHcrltrylrroHHo.qelo J',lb 12 or 2009 r.).

Cro6oAara Ha crolancKa HHurluarlrBa He u3KrrcqBa IpHHIII{II,ITe Ha AbpxaBHo

peryJrr{paHe r{.utpxaBex KoHTpoJr. Koncrzryuuf,Ta flpe.uocraBs Ha 3aKoHoAarells [paBoro Aa

ypeAr,r, cborBerHo Aa orpaur,rtrlr rut3r{ cno6oAa rro 3aKoHoAareJIeH peg. OrpanuqaBaHero e

Bb3MoxHo r,r AonycruMo, Koraro e a o6qecrBer I{HTepec. Hann.Iuero Ha o6ulectseH I{HTepec

o6aqe He r,r3rrloqBa KoHcrI{TytI}roHHoro I{3I,IcKBaHe 3a paBHo[ocraBeHocr Ha crolaHcKI,ITe

cy6emu upeA 3axoHa.

B upuetrrre rercroBe 3a I,r3MeHeH[e r,I AoflbnHeHfie na 3axoHa 3a neKapcrBeHl{Te

rrpoAyKTlr B xyr\faHHara MeAr.rqr,rHa nr,rncBar Kpurepl{fl, KoI{To rpt6na Aa ce fiprrJloxar or

lr3[sJrHxTeJrur,rfi Ar,rpexTop Ha l4AJl, uplr xffrore3a, B Korro ABaMa IIpI{TexareJII,I Ha

pa3perrreHr,r, 3a TsproBfis.Ha eApo eAHoBpeMeHHo rroAaAaT yBeAoMJIeHVe 3A I{3HOC fiAeI'UHLT

Crq nexapcrBeH [poAyKT. Orrasrr Ha rrcflbJrHr{TeJrHr{fl AI,rpeKTop sa IIAJI tro orHolfleHl{e Ha

eIlfiHLtfl. OT Tf,X MO)Ke IWr AA IIOCJTyXH KaTO OCHOBaTTUe 3a MbJIqaJII{BO CSrJIaCfie 3a Lpyft{'fl'

I,I3HoclITeJI c ,,MorI,IBa", qe ca ocllrypeull KoJll{qecrBara JleKapcrBa, KoI{To ca 6uttu

neAocraffi.rHIa? Toea Iqe AoBeAe Ao HepaBHorrocraBeHocr Ha re3I,I cy6extn. [o
HepaBHo[ocTaBeHocT IIIe ce cTHrHe I,I IIpI,I ApyraTa xHIIoTe3a Ha ,,BpeMeHeH He.uocTI'If" Ha

cborBerHlrfl JrexapcrBeH [poAyKT. Orrasrt 3a r,r3Hoc Ha KoJII{qecrBo, IIoucKaHo or rrr"pB[Ir

noAarr yBe.qoMneHr{e, He [ocTaB, fipetrKr.r 3a r8Hoc upeA cneABalqfis TbproBeII, mfi raro

KoJll{qecrBoro ,,Beqe e ocurypeHo'o .Ipe3 orKa3a Ha ubpBI,Is I,I3HocIrreJI.



Crraacso wt. 262, u. 2 or 3axosa 3a neKapcrBeHr,rre npoAyKTlI B xyMaHHara

MeIHIITTHa flo:rErr,rsHusr neKapcrBeH cnr,rcar BKJrroqBa neKapcrBeHLI [poAyKTI,t,

rracuQuuupaHr,r rro i[apuaxonorurrHr, lpynu cbruracHo KoAa rro aHaroMo-Tepdnenrnvuo-

xLIMr,rqHaTa xracu(puraur,rff, ctc cBoTBeTHr,rTe Mex,{yHapoAHra He[aTeHTHr.r Har.rMeHoBanufl. Ll

sa6orrnaHr.rrra rro MexAyHapoAeH Ko.q. 3a qacr or sa6orssaflufiTaB cul{c6Ka ca BKJIIoqeHI,I ro

HflKoJIKo ireKapcrBeHr{ npoAyKTa. flpu npeqeHKara 3a AaBaHe Ha MbJrrIzrJII{Bo cbrulacue 3a

LI3Hoc 3aKoH6T [peABHxAa ,qa ce criupa uuQopiuaqu, caMo 3a KoHxperHr,rs neKapcrBen

[poAyKT. l4sntilrtule.rrHara areHrlr{, rlo JreKapcrBara ule r,I3r{cKBa Konr{qecrBeHl,I AaHHI,I 3a

6 naeceqa Ha3aA sa uorpe6reHuero Ha cborBerur{, JreKapcrBeH rrpoAyrr or H3OKulutuM3tt

3a AocraBenrire xorr,rqecrBa or [poAyKTa n Br.urap[, or rrp]rrexareJu Ha pa3peueHl{ero 3a

ynorpe6a. B rasfi un$oprrraqilfi. He ca BxrroqeHr,r ApyrHTe JreKapcrBeHI{ [poAyKTI{ or cslqara

([apnraxonorilqHa rpyfia, r{3[oJBBaHfi 3a neqeHne Ha cbrqoro sa6onssaue. He e BKrrcqena

unQopuaqilfr 3amaJrfirrHuTe KoJrlrrrecrBa JreKapcrBeHr{ [poAyKTr{ [p]r rbproBllrrTe ua gpe6no r

Apyrr{Te rbproBrlr{ Ha eApo. Ha 6aza cr6pauara unSoplaaqfifr n 3afiBeHoro KoJlfiqecrBo 3a

Ir3Hoc Ha KoHKperHr{, JrexapcrBeH [poAyKT He Moxe ce r.r3Bbpruu o6exr[sHa rlperleHKa.(aIIH

KoJrr{qecrBara ca AocrarbqHr,r 3a 3a,qoBoJrrBaHe Ha 3ApaBHr{te notpe6uocrr{ Ha HaceJIeHI{ero,

ruft Karo rqe m{rrcBa rau([opuaqur 3a Apyrure neKapcrBeuld npoAyrrl,r or c]Iqara

(papuaxonorrqna rpyfla, KaKTo ilsanufii'rr4ero r{M rrpI,I ocraHaJrnre cy6exrr,r 868 Beplnrara Ha

pa3[pocTpaHeE[re.

B gaxosa rpxlta Aa r{Ma flcHr{ KpuTepflr{, KoHTo Aa cb34a[ar eAHaKBrr npaBHH ycJroBl,If,

uIfi\ AA BbBeXAaT eAHaKBr,r OrpaHfiqeHr,rfl CIIpflMO BCrIqK[r ]r3HOCr,rTeJII,I Ha Aa.qeH neKapCTBeIr

npoAyKT 3a ollpeAeneH IIepI,IoA oT BpeMe, Koraro re3r{ neKapcrBa He ca AocrarbqHuurt4 Moxe

Aa Hacrrrrrr BpeMeHeH HeAocrr,rr 3a 3aAoBoJrrBaHe Ha 3gpaBur,rre norpe6uocrl,I Ha HaceneHl{ero,

[Jrr{ KoraTo Jrr{[caTa Moxe Aa 3acTpaml{ cep]ro3Ho xHBoTa ]r 3ApaBeTo Ha rpaxAaHI,ITe.

Jlrancara Ha flcrtur Kpr,rrepr{u u uocraBrHero Ha crorraHcKr{re cy6erru B HepaBHocrofino

rroJroxeur{e cb3AaBa npeArrocraBKu 3a cy6errunu3bM flpu B3eMaHe Ha pe[reHl{ero or

KoMrrereHTHr{f, opraH. BrsexAaHero Ha yBeAoMI,rreJreH pex}rM, xoilTo r,IMa xapaKTep}IcrI{KI,ITe

Ha pa:lpeIuI{TeJIeH, [pI,I JII4[CaTA HA frCHU [paBHJra r,r Kpr,rTepr,rqt *rMa IOTeHIII,IaJI Aa Cb3AaAe

Kopyml[oHHr{ rrpaKT[Kr{. Koraro AbpxaBara, sa La 3arrltlTu u Aa ocurypu Aocratruo

3ApaBeorra3BaHe Ha rpax,qaHlnre B crpaHara, HaJrara orpaHr,rrreHuf, a o6lactta Ha

cna6AssaHero c JreKapcrBeHr.r npoAyKTr,r, To re3u orpanr,rqeHr,r, cneABa Aa ce orHacrr 3a BcLITIKH

cy6erru, Kor.rro r.I3B6prrrBar ragr,r Aefinocr, a He caMo cnpflMo orrpeAeneHl,I JII,Iqa. Cairao tara

MOXe Aa Ce }BrrbJrHr.r KOHCTr.rTyrIr{OHHOTO r.r3r,rcKBaHe 3a eAHaKBr,r [paBHI,I yCJIOBITff.



[pyr:r,rm Mrr apryMeHT Aa BbpHa 3a HoBo o6crxAaue BtBeAeHr,rre c $ 16 npaBnna 3a

ocblrlecrBrBaHe Ha u3Hoc Ha neKapcrBeHlr rrpoAyKTr.r e HecrorBercrBr,rero c rur. 36 or

.{oronopa sa $ynrquoHrrpaHero Ha Enponeficxus crros (.{OEC). CuuraM, qe MflpKara e

HenpouopqlroHaJrHa u Jrr{[cBar rapaHrl[rr{, qe u rqe flocrr.rrne o6rqecrBeHo 3Hatl[Mara IIeJI -

oc[IyprBaHe Ha AocTaTsqHr,r Kolr,rqecTBa oT JreKapcTBeHH rrpoAyKTr.r 3a 3aAoBoilf,BaHe IIa

3ApaBHr{Te norpe6uoc ru Ha HaceJreHraero.

,{oronoprr sa Synrquour,rpaHero ua Enpoueficrusr cb}o3 B .il. 35 [peABI,Ix,qa, qe

KOJII'IqeCTBeHuTe orpaHl,IqeHns. HA I,I3HOCa MeXAy AtpxaB[ITe qJIeHKLI, KaxTO I{ BCI'IqKI{ MepIOI

c pzlBuocroeu e(ferr, ce sa6panxnar. AOEC AorycKa HaJraraHero Ha za6pamr. Lltt4

orpaul,IueHr,r, Bbpxy r,I3uoca Ha croKll, ocHoBaBaIII[ ce Ha cro6paxeuvflTa 3a 3axpl{na Ha

3ApaBero r4 xr,rBora Ha xopara. Tegu za6pauv unfl orpaurntreHr,r, o6aqe ue tpx6na .ua

[peAcTaBn BaT cpeAcTBo 3a [por,r3BoJrHa ,q]rcKpr,rMl"IHa\ilfr. r,rJrr{ flprnKpr{To orpaHI,IqeHI{e Ha

TBproBr,rrra MexAy AbpxaBr.rre rrJreHrr.r, rauaftru [peABI{A, qe eAHa or ocrroBHI,ITe cBo6oAI{ B

O6qnocma e cso6oAuoro ABr,rxeur{e Ha croKr,r.

BrneAenara MffpKa 3a yBeAoMrBaHe H rrcqaKBanero s 3O-,uHeBeH cpor HecbMHeHo ce

sBfrBa orpaHr,rrrr,rreirua MrpKa rrpeA r,r3Hoca Ha JreKapcrBeHr{Te [poAyKTu. CrAsr Ha

Eapoueficxu, cbro3 B cBorra rrpaKTlrKa flpueMa, qe ro3r,r pexr{M, HapeA c pa3peuETeJIH[r,

c:srqo BoA[r Ao cb3AaBaue Ha 6roporparvvmu fipenrrcrBuf; r,r cborBerHo - Ao neo6ocHoBano

ga6arsHe rE3BbpruBarrero Ha I,I3Hoca. BrnexAauero Ha saipaun unl,r orpaHuqI,ITeJIHI,I MepKE,

ocHoBaBarrlr{ ce Ha cro6paxeuur 3a 3aKpr,rJra Ha 3ApaBero E xr{Bora Ha xopara, Morar lafrIiar
BbBeAeH[r caMo aro ca o6emrnno neo6xoAuMr{ I{ ilpoflopquoHtlJrHr{ Ha Ilenra, Kosro ce

IIpecneABa.

.{rpxanara rrJreHKa, Korro 3a.f,BrBa, qe HMa ocroBareJrHa flpIErrura, 3a M orpaHHrIE

cso6oAHoro ABr,rxeHI,Ie Ha croKI,I, e .qJIbxHa KoHKperHo Aa AoKiDKe, qe rtapuuelnlrrutfrT I,I3Hoc IIa

JreKapcrBa e fipurruHara 3a HeAocrr,rra HM. OurosaHr,rero 3a BtBexAaHe rpa6na Aa 6tAe

lpr,rApyxeno or rroAxoAflrrlu .uoKa3areJrcrBa r,rJrrr or anutur3 Ha rlenecbo6pasuocrra u

[po[opquoH,rJrHocTTa Ha orpaHr,rrraB4rrlaTa M.rIpKa, flpl{eTa oT Ta3H AspxaBa, KaKTo I,I oT TorIH}r

AoKa3areJrcrBa B no.[Kperra Ha neftnure apryMeHTr.r.

Ocneu la 6tle o6ocnosaHa, ,,cborBerHara MrpKa rpa6na la 6s1e B cbcrorHl,Ie Aa

rapaHTllpa ocbrrlecrBrBaHero Ha [pecneABanara Jrerr,rrr,rMHa uen l,t ue rpr6na,ua HaAxBbpJIfl

Heo6xoAr.ruoro 3a rrocrr,rraHero ft'l (B tosu cMlrcbJr ca cJreAHr{Te perueHr{, Ha CrAa Ha EC -

Peureuue or 16 oxroMBpr,r 2008 r. rro AeJro Renneberg, C-527106, roqKa 81, Peureuue or

19 rvrafi 2009 r. ro Aeno Apothekerkarnmer des Saarlandes u 4p., C-l7ll07 u C-172107, rorlKa

25,C-48lll2 or 16 nryapv 2014 roauua).



BrseAeHara MflpKa 3a yBe.rIoMrBaHe ule ce orHac, 3a HaA 2 000 nerapcrBeHu rIpoAyKTE

r,r rbproBeubr rrle .rara 30 AHkr, 3a Aa Moxe cJreA TrxHoro I43TI,IqaHe Aa I{3BbptrI[ LI3Hoca.

Ilpuvuuara 3a ro3r,r Abnbr fleprroA Ha r,r3qaKBaHe e Jrrrrcaralaa6azaAaHHL [pI,I KoMIrereHTHI'ITe

opraHr.r 3a HaJrrrrrHr,rre KoJrr,rqecrBa neKapcrBa Ha TeplaropHflTa Ha crpaHara u cs1upartero ad

hoc sa rasu uu$opMarlr,rfl rrpu BceKr{ 3zurBeu u3Hoc. Cuntau, tle raKa BbBeAeHara MflpKa e

Heflpoilopqr{oHtrrrHa Ha 3ilrBeHaTa qen - ocfiryp.flBaHe Ha AocTaTbqHI,I KoJII,IqeCTBa

JreKapcrBeu[ flpoAyxTr,r 3a 3aAoBoJrffBaHe Ha 3ApaBHr,rre uorpe6uocrl,I Ha HaceJIeHLIero.

flocruranero Ha o6oorosaHocr H npoflopquoHrrJrHocr Ha MflpKara Moxe Aa ce

peaJru3r,rpa caMo axo 3aKoHoAareJrHoro pe[reur,re floquBa ua cr6paua u auuil4st4par,a

rn([oprr,raqfis,fie Morr,rBupaHo. Taxosa 3axoHoAareJrHo pemeHrle e B cborBercrBl{e c npLIHIII'Ina

Ha npaBoBara AbpxaBa, rrpouraceu n flpearra6rcna r,r B rrJr. 4, M. 1 ua OcuoBufiff 3aKoH. ,,..

3axouoAareJrrr Moxe Aa [peueHtBa 4aurur H KaKBr{ ycJroB}r, Aa BKnIorIBa B flpl{eMaH}rre or Hero

3aKoHI,r, c Kor,rro perynfipa cborBerHr.r o6uecrnegl{ ornorrreulilr, Ho Karo ce cro6pasraa c l)Aa

u pa:iflope,q6ure na Koncrr,rryrlurra r,l na 3arona 3a HopMar[IBrrI{Te aKToBe66 (Morusu tctu

Peruenue Ne 10 ua KoncrrryrlrroHHr{r cbA or 3 4ererunpn 2009 r. IIo KoHcrIrryIIuoHHo Aeno

Ns l2 or 2009 r.).

CrmacHo pasuopea6ara Ha rrJr. 28, an.2 or 3axosa 3a HopMaTHBHI{Te aKToBe, MorI,IBI,ITe

KbM 3aKoHorrpoeKTa tpr6na Aa cbAbpxar [pFrr,rHHTe, KoI,ITo HiIJIarar npl{eMaHero; IIeJIIITe,

Kor{To ce nocraBf;r; QunancoBr,rre H Apyru cpeAcrBa, neo6xoAuul,I3a flpl{Jlaraxero Ha HoBara

ype46a; oqarBaHr{Te pe3yJrrarr,r or npr,rJrrrrarrero, BKrIotIHTeJIuo ([uuancoBl{Te, aKo I{Ma

TaKr{Ba; r.r aHarrr,r3 3a cborBercrBfie c [paBoTo ua Enponeficxus cblo3.

Cvurau, qe MoruBr,rre KBM 3aKoHo[poeKTa orHocHo yBeAoMI{TeJIHI{, pexl{M Irprl

r{3HOCa CA HerrbJrHr,r t AeKJrapaTI,rBHr{, He cbAbpxaT AocTaTsqHa apryil[eHTalll'Ifl 3a

ueo6xo,[uruocrra or HeroBoro BbBexAane. Jluucna oueHKa AarI[ pexuMbr IIIe ce orpa3rl

eAHo3HaqHo H [oJIoxHTeJIHo Ha re.re6HI,ITe 3aBeAenurl, Ha IraqueHTI,ITe I,I Ha cro[aHcKI,ITe

cy6eruE, Kor,rro ocbrrlecrBflBar rbproBprs. Ha eApo c neKapcrBeHLI ilpoAyKTu. Harlrvuero Ha

Ta3I{ oIIeHKa rqe rro3BoJtil Ea ce [peueHI,I e$exrunuocrra Ha HalloxeHara MffpKa fi \iautvt u e B

clcrorHr{e Aa rapaHTr,rpa, qe la6pauata 3a r.r3uoc Ha neKapcrBeH rIpoAyKT ule fllr.a 3a

eAlrHcrBeHa rrocneAurla [ycKaHero Ha JreKapcrBeHuff rIpoAyKT ua 6ulrapcrl,Is [a3ap I{ tue

AoBeAe Ao 3aAoBonrBaHe Ha 3ApaBHLIte uorpe6uocrl,I Ha HaceJIeHI,Iero.

IIpaKTr,rKara 3aKoHorrpoeKTlr Aa 6rlat H3rorBsnu 6es Nlorllell, KoI{To Aa cbAbpxar

npe,uBapr,rreJrHa oueHKa Ha srsAeftcrsfiero uJnr c npr,rBr{AHLI MorI.IBI,I, He cborBercrBa Ha

flpr.rHrlr{rra Ha rrpaBoBara AbpxaBa. HegonycruMo e JII{uca Ha oIIeHKa.qa 6r.qe KoM[eHcLIpaHa

c ilocneABarua raKaBa, a cla6ocrure Ha 3aKoHa Aa craHar [r3BecrHI.I eABa rlpu



rrpaBonp[naraHero. Cna:saHero Ha npaBr.rr.'ara fi npfiHrlr4nuTe e npeAnocraBKa 3a KaqecrBoro

n ycrofiuuBocrra Ha 3aKoHo,(areJrHr,rre aKToBe. I{en Ha nplreMaHero Ha 3aKoHHTe e rpafiuo

ypexraHe na o6uecrBeHrTe orHoureHus. 3a la 6rAe nocturHara ra3I,I qen e neo6xoAutr,to

MOTI,TBT{paHe Ha [peAJroxeHurTa, KoeTo ,qa AaBa oTroBopu Ha Bbnpocl4Te KaKBO Iqe e

stsAeficrszero Ha HopMar[BHufl aKT B6pxy o6uecrnesLrre orHorlenfis. Hesaql,ITaHero IIa

rrpaBr,rJrara Moxe Aa fiMa ueo6paruu[ ilocneruqu ]r e [piltrlrHa 3a qecrll flpoMeHH B

3aKOHOAaTeJTCTBOTO.

B Morusute KBM 3aroHonpoerTa Ha HapoAHr.rre [peAcraBI{TeJII,I nfirlcBa aHaJII,B 3a

cborBercrBlre c eBpo[eficxoro 3aKouoAareJrcrBo. Hrrraa I,I AoKJIaA Ha flocrorHnata KoMtlclts

rro eBponeficru nrnpocu rr enponeficru Qon.uone. KoncruryunfrTa HvI rIpeABHxAa, qe

Peuy6uura Eslrapur fracrBa B rr3rpaxAaHero r,r pasBI{TI,Iero Ha Eaponeilcru.fl cblo3.

flrmroqennoro rureHcrBo lr3[rcKBa crpauara Hfi Aa c[a3Ba yqpeA[TerHI{Te AoroBopI,I Ha

Erponeftcxlr, cbro3 r,r [por,r3BoAHoro 3aKoHoAareJrcrBo. Cne.q Karo ce BGBexAar npeflrrcrBl,If,

npe4 cno6oAHoro ABr{xeHr,re Ha croKr,r s O6quocrra, To e neo6xoAuMa oIIeHKa Aufi4

KouKperHr,rrr yBeAoMr,rreJreH pexr,rM ctorBercrBa Ha qJI. 36 or AOEC B KoHTeKcra Ha roBa -

AaJrr,r MrpKara e o6ocnoBaHa I{ npoflopql{oHtulHa.

I4crau Aa o6bpua BHr{MaHr,re r,r Ha pa3rropea6ata, Korro 3aAbJIxaBa u3HoclrTers Ha

neKapcrBeHr,r rpo.qyKTr{ Aa rpeAocraB, c yBeAoMireHr{ero naLlAJI nnQopnaaqut 3a Abpxarrara)

B Ko.ffTo e flnaur,rpaHo Aa ce r{3Bbprrrll r,r3Hocbr (ttt.2l76,r. 5). 3axneHara IIen or 3aKoHoAareJIt

e Aa ce ocrarypr.r AocrarbqHo KoruqecrBo neKapcrBeHr{ rrpoAyKTI{ Ha 6urapcrufr. rrasap, 3a Aa

ce 3a,qoBoJrflT 3ApaBHr{re norpe6uocrr{ Ha Haceneul{ero. flopaAu ra3u flpurilrHa He e rcHo KaK

lr3r{cKBaHara uuQoprraaq[, B Kof, AbpxaBa rqe ce I,I3Hece JIeKapcrBeHI,IffT [poAyKT AofipllHacff

3a rrocrlrraHe Ha [ocraBeHara rler. Aro cr6upauero Ha rtBI{ Ian([oprr,raq[s npecneABa Apyra

rleJr, To rr rpr6na Aa e 3aKoHoBo ycraHoBena.

Tercrur Ha rrlr. 217n, an. 7 npegril>Kra4a ce ny6;rr,rxyBar Ha IIHTepHer crpaHI,IIIara Ha

Vly'Jl AaHHr,r 3a r,r3BbprrrBaHe Ha r,r3Hoc Ha JreKapcrBeHI,I [poAyKTI,I 6es 3aKoHbr Aa

KoHrperl{3r,rpa KoI{ rt plurvr lr1e 6t.qe 3arrerena rbproBcKaratafi*ta.

Ilopauu cBbp3aHocrra na $ 16 rpruarr,r 3a HoBo o6ctxAane u $ 20 ot 3axosa.

flpurexaren Ha pa3peureHr,re 3a rbproBr,rfl Ha eApo c neKapcrBeHl{ [poAyKtu, rcoftlo ne

yBeAoMr.r I,IAJI sa r.r3BbpruBaHe Ha [3Hoc Ha JreKapcrBeHr,I [poAyKTLI, ce HaKfflBa c rno6a ulu

r{MyrrlecrBeHa caHKrlrr B pa3Mep or 50 000 ao 100 000 JIB., a upu roBropHo HapyileHue -
caHKrlr,rrra e B pasMep or 100 000 to 200 000 .nn. Cqrmru, qe pa3Mepbr Ha rpeABI{AeHI'Ire

caHKrIHlr ue e cro6prBeH c rexecrra Ha HapyueHr{ero. 3axonrr upeABLIx,(a mo6a B pa3Mep

ot 25 000 ao 50 000 JrB. 3a Jrr,rua, Kor{To npor,r3BexAar, BHacrr, IIpoAaBar, ctxpaHtBar vltu



npeAocraBrr 3a yrorpe6a B Peny6ruxa Errrapur neKapcrBeHrr rrpoAyKrrr. Hepa3perrreHr.r

ynorpe6a. Tosa aAN,{HHLIcrpar[rBHo HapyueHr.re Moxe ravMaMHoro ro-TexKH nocneAuulr

o6uecrseuoro 3.qpaBe, orKoJrKoro H3Hoca Ha nexapcrBeHr{ rrpoAyKTr{.

Ynaxaerru rocflorrlr rl rocfloAa HapoAHrr rrpeAcraBrrreJrrr,

Karo noAxperlrM ycnltr4flTa Ha HapoAHr,rre npeAcraBarenr,r 3a ocfiryp{BaHe Ha

AOCTaTSqHLI KOI[qeCTBa OT neKapCTBeHr,r flpoAyKTr.r 3a 3aAoBor.rrBaHe Ha 3ApaBHr.rTe

norpe6uoc'ruHaHaceneHl{ero, Ha ocHoBaHr.re.fi. 101, a.u. I or Koucruryuyrflra*aPeny6rrnxa

Br.nrapur Bprrqau 3a HoBo o6crxAaue or HapoAnoro cr6panue pa3rrope.u6r.rre ua $ 16 u $ 20

or 3arona 3a LI3MeHeHI,Ie lr AorlbnHeHr.re ra 3arona 3a JrerapcrBeuLrre npoAyKTr4 B xyr!{aHHara

Me.q[qI,IHa, [ppler sa 16 flHyapfi 2014 r., c orneA cro6pasxnauero r.rM c Koncruryrr4flTa Ha

Peny6rrxa Burapur il,il.36 or .{oronopa sa (pynxq}roHr.rpaHe Ha Enpone ficxnscbro3.
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