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TIPEACEAATEJIfl HA ,.;53 ,,
HAPOAHOTO CbEPAHIIE '-.2,,/
f-H BEXATI PATTTI4AOB ,z'r

p

YBAXAEMI4 I.H TIPEACEAATEJI,

Ha ocHoeaHl,Ie qJI. 87, an. I or Koncu,rryrlrxrra na Peny6lr.rKa Ebnrapux u,ut.7l,
a-n. I or flparunuuKa 3a opraHll3arluflTa v AefiHocrra Ha HapoAHoro cr6paurre BHacrMe
3axoHonpoeKT 3a I,I3MeHeH[e r,r AonbnHerrrle Ha 3axona 3a neKapcrBeHr.rre [poAyKTr,r B

xyMaHHara MeAHTILIHa c MoTHBH KbM Hero I,t npeABapr,rreJrHa oueHKa ua srsAeficrBr.rero.

MorIarra, 3aKouonpoeKTbr Aa 6s.qe [peAcraBeH 3a pa3rnex.{aHe r,I rnacyBaue
cbruracHo ycTaHoBeHr.rff peA.

BHOCI,ITEJI}I:
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3AKOH
3A I{3MEHEHI,IE I{ Aonb"IIHEHI,tE HA 3.Lrou.l3A JIEKApcTBEHI{TE rIpoAyKTI{ B

XyMAHHATA MEAr.rqr{HA

(o6u., AB, 6p. 3l or 2007 r.; I{3M., 6p. 19 ot 2008 r.; Peureuue J\i: 5 ua KoucruryrluoHH}r, cbA
or 2008 r. - 6p. 65 or 2008 r.; usu., 6p. 7l or 2008 r., 6p. 10, 23,41,88 r 102 or 2009 r., 6p.
59 n 98 or 2010 r., 6p. 9,12,60 u 6l or 20ll r., 6p. 38, 60 u 102 ot 2012 r., 6p. 15 or 2013
r., 6p. I n 18 or2014 r.; Perueuue l',lb 1 ua Koucruryrlr{oHHr.r,rr c6A or 2015 r. -6p.12 or 2015
r.; r,r3M., 6p. 48 or 201 5 r., 6p. 43 or 2016 r.,6p. 85 u 103 or 2017 r., 6p. 84, 9l u 102 or 201 8
r., 6p. 17 u 64 or 2019 r., 6p. 17 , 52, 67 , 103 n 105 or 2020 r. u 6p. 62 or 2022 r.)

S 1. B ,il.2591 ce [paBrr cJreAHr.rre r,r3MeHeur,r, r{ AolbJrHeHr.rs:
1. Crs.{aea ce HoBa a-rr. 1:

,,(l) HaquoHaJIHI,IflT HoMep sa u,4euru$flKarlu{ Ha neKapcrBeH[.,r npoAyKT no wt.259,
ar. 1, t. 12 e u HaII[oHurneH HoMep, fio cMr{cbJra Ha qJr. 4,6yrna6), uo4roura iii) or.{enerupau
pernaMeHr (EC)20161161 sa nerapcrBeHr.rre npoAyxrr.r, orpeAeJreHu B .{enerupaH pernaMeHr
(EC) 20t6lt6t.*

2. .{ocerarnnr,rre aJr. 1,2 u 3 cranar cborBerHo ar.2,3 u 4.
3. CrsaaBa ce ar. 5:

,,(5) Crnerrr Moxe Aa reHepr,rpa HarIHoHaneH HoMep sa raAeHrr.rQuKaps, no wt.259,
il. 1, t. 12 u Ha fipo'qyKr, sa roftro e 3anoqHarTa rrporleAypa 3a r,r3AaBaue Ha pa3perrreHr{e 3a

ynorpe6a no peAa Ha ro3u saKoH prJrr.r no pe.ua na Pernauenr (EO) 72612004, npu ycrroBue t4

no peA, olrpeAeneHr.r n uape46ara rro tst.26la, aJr. 5.oo

IIPEXOA H I,I I{ 3AKJI IOq I{TEJI HI{ PA3TI OPEAE}I

$ 2. B cpox Ao 18 ueceqa or BJrr,Banero B crirna Ha ro3n 3aKoH rrpr.rrexareJrnTe Ha pa3pe[reHr.rfl

sa ynorpe6a ocr,rrypflBar BbBex.4auero Ha yH[KaJrHr{f, Harl}roHaneH HoMep sa u.qeurnlpr.rKarl[fl
tro r{Jr. 259t , al. 1 ra ncerr.r cnofi rexapcrBeH rrpoAyKT Karo qacr or r{HAEBr.r LyutnLrfl
uAeHru0rxaur{oHeH 6erer no .ur. 68a.

$ 3. Muuucrepcrr,r{T cbBer rrpr.rBex.qa B csorBercrBr,re c I{3HcKBaHI,IflTa Ha ro3l{ 3aKolr

uapeg6ara tro rrJr. 261a, ar. 5 s cpoK Ao 6 ueceua or BJrlrcaHero B cI,IJIa Ha ro3l{ 3axoH.o'

$ 4. 3aronrr BJrlBa B cr{Jra or AeH{ ua o6uapo4BaHero lry n ,,.{rpxaBeu BecrHuK".

BHOCIITEJI}I:
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KbM 3aKoHorrpoeKr ra rr3MeHeH"[Hf*#r" r" 3arcona 3a JreKapcrBeHrrre
rrpoAyKTH B xyMaHHaTa MeA[rIrHa

B nocreAuuTe Mecequ n ue4rafiHoro H o6rqecrseHoro [pocrpaHcrBo Bce fioBeqe
npucbcrBa reMara c Jrr,rrcara Ha o[peAeneHr.r neKapcrBeHr,r npoAyKT[r ua 6r.urapcrunr

SapvraqenuqeH [a3ap, Hrror4 or Kor.ITo ca xr,rBorocflacrBalrl[ HJru xr,rBororroAAbpxalru.r.
Brnpexu ycr4ltr4frTa Ha omoBopHuTe rrHcrr,rryrluu Ao ro3r.r MoMeHT He e HaMepeno ycrofiuueo
perueHlre Ha ro3r,r cep[o3eH sa 6rnrapcxoro o6qecrno npo6reu.

llpo6neurr c Jrlr[cara Ha orrpeAeneHr.r neKapcrBeHu [poAyKTr,r B crpaHara LIMa cBoflTa

r.rcropru B roArrHure Ha3aA H B orrr,rr la 6r.ue pa3perrreu rosrl upo6neM trpe3 2020 r.6eure
npuer 3axos 3a u3MeHeHr{e ta AorrbJIHeHue ua 3axoHa 3a neKapcrBeHLITe TIpoAyKTLI B

xyMaHHara MeAr,rqr,rHa (O6u., AB, 6p. 67 or 2020 r-), c xoftto ce BbBeAe reHepllpaHe Ha

HarlfionirneH HoMep :a ugeuru(prrKarllrfl Ha BceKH neKapcrBeH [poAyKT or IrIsurrHL{TeJIHara

areHrlu-,r no JrexapcrBara, Kof,To Aa ro Bnr.rcBa B crrerlrlrrrreH perucrbp. fIpe.qnHAI,I ce ro3u
HarlrroHirneH HoMep ra e Hau[oHaJrHlr.f,T HoMep no cMr,rcbJra Ha Ha tr,. 4,6yrna 6), no4rouxa
iii) or .{enerupau pernaMeHr (EC) 20161161 na Kovrucurra ot 2 orrounpu 2015 roAI{Ha 3a

AorrlJrBaHe Ha .{uperrwsa 2001183/EO na Erponeficru, rapnaMeHr I{ na Csnera vpes

ycraHoBrBaHe Ha uogpo6uu [paBHJra 3a rloKa3areJrr{Te sa 6egonacHocr, IrocraBeHI,I Bbpxy

onaKoBKara Ha neKapcrBerrr.rre rpo.{yKrr.r 3a x},rraanHa ynorpe6a (OB, L 32ll or 9 $enpyapu
2016 r.) r rofi Aa ce orfleqarBa Ha orraKoBrara Ha nexapcrBeHr,ITe npoAyKTrI, KoHTo rlorraAar

s o6xeara Ha ro3r.r ,{enernpaH peuraMeHT, Karo qacr or nepu([uraqplouH[, tIM KoA

(rnulnnu4yaJreu fiAeHru$uraquonen 6erer, cbrJlacHo pernaMeHTa). Cle4 BJILI3aHero B c[JIa
Ha 3aKOHa, nopaAr,r HeBB3MoxHocTTa cBoeBpeMeHHo Aa ce ocsuecTBl{ feHepllpaHeTo Ha

HarlrroHanHr.r, HoMep H cb3AaBaHeTo Ha perr4cTspa Ha neKapcTBeHLITe IpOAyKTI{, raxto 6e

rrpeABr.rAeHo B 3aKoua, rrpe3 llpexognrEre pr 3aKJIIoqI,rreJIH[Te pasnopeg6u na 3axoHa 3a

6rorxera sa HaquouaJruara 3ApaBHooclrrypurenHa Kaca sa202l r. (O6n., 6p. 103 or 2020 r.)
6xxa npuerr.r r.r3MeHeHilfl. 14,(oflbnHeHr{s e 3aKoHa 3a neKapcrBeHI,ITe rIpoAyKTI{ B xyMauHara

MeAr{r(HHa (3JI[XM), c Kor,rro re:u Aeftuocrn 6.sxa rpexBbpneHl,I or I,IsurrHureJrHara

areHrlr.rfl tro JreKapcrBara B Haquosalu[.f, cbBer 3a IIeHLI u pezrra6ypcplpaue Ha neKapcrBeHlrre

rpoAyKrr,r (HCIIPI[), xoftro r.rMa rexHoJroruqHara Bb3MoxHocr 3a cBoeBpeMeHHoro

BbBex.{aHe Ha perHcrbpa, c6orBerHo reHepllpaHe Ha HaII}IoHailHvrs, roA. BrneAe ce rI
r.r3r4cKBaHe IrlgnunureJrHara areHur,rfl [o neKapcrBara Aa cBbp3Ba HaIII{oHarHI'Ifl HoMep c

npoAyKroBr.rs KoA Ha neKapcrBeHu, npoAyKT s Cneqplaril3wpana eneKTpoHHa c[creMa 3a

rpocneArBaHe r,r aHirJrH3 Ha nerapcrBeHure rpoAyKrI,I (CECIIA), 3a Aa ce ycKopI'I r'I uo4o6pra

[pouecbr Ha npocneArBaHe r.r aHirJrr{3. C rcsfl npoMeHI{ n 3JIIIXM 3aABJIxeHI'Iero 3a

lpr4TexareJrr,rre Ha pa3pelrreHr{e 3a yilorpe6a 4a ornerrarBar HaII[oHiInHI{fi lroMep Ha

orra1oBKara Ha neKapcrBeHu, npoAyKT 6e orueueuo, [opaAI,I sa6aBsueto B cs3AaBauero Ha

perl4cTbpa r{ reHepHpaHeTo Ha Haur,roHaJt[vtfi, HOMep, cboTBeTHO IIOpaAI'I HeBb3MOXHOCT'[a

BbBeAeHoro 3aABnxeHVe Aa6rAe usnrrHeHo or crpana Ha [pI4TexareJILITe Ha pasperueHl'Ie 3a

yuorpe6a B 3aKoHoycrarloBeHlls cpoK.

Kru nacroflwufi. MoMeHT perrrcrtpbr e cb3Aa.(eH or Hauploualuu, cbBer rlo IIOHI4 14

pellrvr6ypcrpaHe Ha neKapcrBeHr{Te [poAyKTL{ H e I,I3II.,IJIo $ymquoHl'Ipaq, Karo e ocfirypeHa

HeroBaTa cbBMecTI,rMocT c BcfltIKIa OcTaHaJIu un$oprr,raqIIOHHI,I cIIcTeMI{ B 3ApaBeona3BaHeTO,

lr ca rcHepr4paHr{ rrarlproHaJrHr{ HoMepa Ha BCI,IIIKI{ JIeKapcTBeHI{ [poAyKTI{ pa3peileHl',I 3a

ynorpe6a, He3aBrrcr.rMo Aanr.r HMar rleHa ua 6tmapcKllfl na3ap ITJILI He. CrrqenpeueHHo,

3a1ogoBoro 3aAbnxeHr.re, HarlgoHarHr{.,rr HoMep la 6tg.e cBbp3aH c rIpoAyKToB}I{ KoA Ha

neKapcrBeHr4fl rrpoAyKr e CECIA, He e H3IrbnHeHo B cBo.f,Ta Ilrnocr KbM Hacrorlq]r, MoMeHT,

BT,npeKr,r r.r3Tlrqarrero Ha 3aKoHoycraHoBenllff cpoK na 31 vapr 2021 r. Tona AoIIIJIHIITeJIHo

npefiflTcTBa rlflJrocTHoTo flpocneAflBaHe Ha ABI,IXeHHeTO Ha neKapcTBeIII{Te IIpO.{yKTI'I Ha

TepyTopgrra Ha Peny6nuna Brnrapu.r. Irlgnrrn[reJlHara areHuu, rlo JleKapcrBara,

rrpr4TexareJruTe Ha pasperrreHue 3a yrrorpe6au Ha pa3pel[eul,Ie 3a flapaneJleH BHoc creABa B



MaKCT.IMaJIHO KpaTKr4 CpOKOBe Aa r.r3rrbJrHflT TOBa 3aAbnXeHI{e, 3a Aa MOXe CI,ICTeMaTa 3a

[pocneArBaHe Aa Syurqnonnpa e$exrnBHo r.r B rlrnocr.

Ilacro-flulara 3aKoHoAareJrHa lrnr4rlr{arr.rBa e B orroBop na neo6xoAl.IMocrra or
rapaHTupaHe Aocrbrra Ha 6urapcxute rpax.uanl,I Ao neKapcrBeHLI [poAyKTI'I. Crc
3aKOHO[pOeKTa Ce qenu rroBr.rilraBaHe rrpocneAr,rMocTTa Ha HiIJIHttrII.ITe KOJI[qeCTBa

neKapcrBeHr{ npoAyrT[r Ha replrropr,r.flTa Ha Peny6nurca Burapvfl or crpaHa Ha AbpxaBHure
uHcTlrryur,ru u cb3ka&aHe Ha Bb3MoxHOCT 3a OrpaHr.rrrrrBaHe Ha cbIrIecTByBarrII{Te ne go6pr
npaKTr,rKr.r 3a HepernaMeHTupaH flapaneneH r{3Hoc, rofiro e KoHcrarI,IpaH B peALIua AoKna,u,I Ha

pa3nnqHu AbpxtlBHr.I LIHCTLITyIII4LI.

C npellaraHuTe HopMarr,rBHr,r [poMeH[r ce [peABraxIa HauI,IoHaIIHI,Irr HoMep, roftto
ce reHepupa or HaquoHaJrHr.r, cbBer rro rleHr{ ra per,rrra6ypc[paHe Ha nerapcrBenl{Te rIpoAyKTI{,

la 6rle orneqarBaH Ha olaKoBKarana JreKapcrBeHI,ITe [poAyKTLI, onpeAeJIeHI,I B ,{elerupan
perJraMeHr (EC) 2016/161, xaro tracr or nepnSnxaquoHHrlrl IaM KoA (Ian4IanuAyarnvts.

ulesru$nxau[oHeH 6ener). B npnloxHoro roJre ua ,{ererupauus, pernaMeHT IrouaAar

neKapcrBeHH rrpoAyKTH, 3a KOI,ITO Ce r,r3lroKBa neKapcKo rIpeArII,IcaEI,Ie LI ABa [eKapcTBeHrI

rrpoAyKTa, 3a Kor,rro He ce Lr3r,rcKBa neKapcKo [peAIrI,IcaHI,re. B llpunoxerrpre Ns 1 ua

.{elernpauu, pernaMeHT e orrpe.{eJreH crrrrcbK HaneKapcrBeHLITe [po,4yKTI,I LIJr]r Karerop]Il{Te

lpoAyKTI,I, 3a Kor,rro ce LI3LrcKBa neKapcKo [peA[I{caHI,Ie, Ho KoI,ITo ne rpx6na Aa ca c HaHeceHpI

rroKa3areJrr,r ga 6esonacHocr, rrocoqeHri B wt. 45, naparpai[ 1 or,{enervpa*lafr' Perlauenr. B
TO3I,I CIIIICLK CA BKJIIOqEHI'I XOMCOIIATI,ITIHI,I NEKAPCTBEHI'I IIPOAYKTI'I, PAAI'IOHYKJII'IAII}I

reHepaTopr4 H npeKypcopu, neKapcTBeHraTe [poAyKTLI 3a MOAepHa TepaIIII{, KoIITO CsAbpXaT

r.rJrr{ ce cbcro.,{T or rbKaHIa r,rJrr{ KJrerKr.r r.I Apyru. B tosfi oMI{oBJI, cJIeABa Aa ce or6elexfl, rre B

lpilnoxHoTo rroJre Ha HacToflrrlr{fl 3aKoHOrIpOeKT lIIe [olaAHaT neKapcTBeHHTg [poAyKTI'I, 3a

KOr,rTO Ce H3r.rCKBa neKapcKo npeA[]rcaHhe w 3a KOLITO B MOMeHTa ce KoHcTaTupa ilfiIIca Ha

6rmapcrur tpapnaaqeBTllqeH lla3ap.

CrsAasa ce 1a ilpaBHa Bb3MoxHocr HarluouirnHlltr cbBer rro IIeHI,I u pelarvr6ypc[paHe

Ha neKapcrBeHHTe rrpoAyKTr{ .(a Moxe Aa reHepl,Ipa HarII{oHaneH HoMep ra ugenru(prlKalllIfl IIo
qn. 259 , ffi. I , r . 12 or 3JIIIXM r,r Ha rpoAyKr, 3a roftro e 3arlotlHana rpoueAypa 3a I'BAaBarIe

Ha pa3perregue 3a yuorpe6a ro peAa Ha ro3LI 3aKoH LITIII ro pe4a na PeuaMeHr (EO) 72612004,

rrpq ycnoBlrfl H rro peA, orrpeAeJreHrl n napeg6ata ro qJI. 261a, al. 5 or 3JIIIXM. IIo tosu

HarrHH ilIe Moxe la 6rle reHepr,rpaH HarIlroHaJIHI,Lg HoMep sa uAeuraQuKa:q:as' oue AoKaro

Teqe [poqeAypara 3a LBAaBaHe Ha pa3pemeHr,re 3a yflorpe6a, Koero AorIsnHI'ITeJIHo IrIe ynecHI'I

BbBex,(aHeTo Ha KoAa oT cTpana Ha [pLITeXATeils. Ha pa3pemeHI'IeTO :a ynorpe6a.

l4snorsnaHero Ha Beqe cbrlecrByBarqr{r yurKaneH KoA Ha HCUPnI HJIMa Aa AoBeAe

AO AO[BnHr,rTeJrHH pa3xoAr{ Ha [por{3BoAr'rTenr'rTe H TbproBIILITe Ha neKapcTBeH}ITe [poAyKTI'I.

IlpeAer,rxAa ce HarluoHirJrHr.rrr KoA Aa 6rAe sKrrloqeH B gefiravrarpl'IKc KoAa sa nepu(puKaqpl-ff

cbrrracHo ,{elerupau pernaMeHr (EC) 2016/161, xaro cneABa Aa ce I'IMa npe.4BHA, tle

4eftmuatpr.rKc KOAbT Betle npllcbcTBa Bbpxy [oBeqeTo oT HoBLITe OIIaXOBKI{ Ha JIeKapcTBeHuTe

rrpoAyKTI{ r.r BKJTTOqBaHeTO Ha KOAa Ha HaIIpIOHaJIHLI-,I HOMep B Hero HrIMa Aa AoBeAe Ao

AOnbnHI,ITenHI{ pa3xoAI'I OT CTpaHa Ha IIpoI',I3BOA}rTenI{Te.

C qel ocgryprBaHe Ha npeABr,rAlrMocr n llpexo4uure fi3aKnIoqI'ITeJIHure pasuope46u

Ha 3aKoHonpoeKTa ce [peAB[Ix.(a npexoAeH flepI4oA or 18 Meoeqa 3a BbBeXAaHeTO Ha

yHr.rKanHus HaULIoHanHI,Ifl HOMep 3a I4AeHTI'I([Uraqux OT cTpaHa Ha npI'ITexaTeJIIITe Ha

pa3perrleHue ta ynorpe6a.

BHOCIITEJIII: .
/az-a:f /Za*d
{n*rri *, &' ry-"Ys
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IIrn4n.unrEJrHA oUEHKA n,c, srsAuicrBllETo

Ha 3aKouorlpoelcr 3a rr3MeueHrre rr AonbJrHeHr{e na 3axoua 3a JrexapcrBeulrre npoAyKTrr
B xyMaHHaTa MeAlrrllrHa

1. OcHoeaHur Ha 3aKouoAareJrHara nnlrrlrrarlrBa

B nocregnnre Mecequ n ueAuftHoro r,r o6qectneuoro npocrpaHcrBo Bce [oBeqe
rrpr{cBcrBa reMara c Jrr4[cara Ha onpe,ueJreHr,r neKapcrBeHr,r npoAyKTI,r na 6urapcrurr
$apuauerruqeH [a3ap, Hfror.r or Kot4To ca xrrBorocfiac.,rBuullr4 rrJr]r x]rBororro.{Abpxalq}I.
Brupern ycurwtfrTa Ha orroBopur.rre rrHcrury(Nrz Ao ro3r.r MoMeHT He e HaMepeno yctofiuuno
perrreHr{e Ha ro3u ceplro3eH sa 6urapcxoro o6qecmo npo6reu.

Hacroslqata 3aKonoAareJrHa r.rHr,rurrarr.rBa e B ouoBop na neo6xoA[Moclra or
rapaHTnpaue Aocrala Ha 6rnrapcxr,rre rpaxAaHra Ao JIeKapcrBeHI,I flpoAyKTI,I. Ctc
3aKOHOrIpOeKTa Ce qenfi [OB]IIrraBaHe [pocneAI,IMocTTa Ha HaJII,ItIHI{Te KOJr}IqeCTBa

neKapcrBeHu npoAyrTr{ Ha repr.rrop}rrra ua Peuy6nura Er:rap}rfl or crpaHa Ha AbpxaBH}ITe
HHCTr,rryrluH lr cb3AaBaue Ha BB3MoxHocT 3a orpaHlrrraBaHe Ha cb[IecTByBaIqLITe ue 4o6pn
rrpaKTr{Kr,r 3a HepernaMeHTr.rpaH [apaneneH r,r3uoc, xofiro e KoHcrarI,IpaH B peAHIIa AoKJIaAH Ha

pa3nr.rrrHr.r lbpxaBHr.r r{HcTHTyrI}r}r.

C upe4naraHr.rre HopMarr{BHrr [poMeHr,r ce [peABr,rxAa HaII[oHanHI,Irr HoMep, rofiro
ce reHepr,rpa or HarluoHttrHytfl. cbBer no rleHr,r u pewrr6ypcprpaue Ha neKapcrBeHLITe [poAyKTH,

Aa 6rle orleqarBan Ha orraKoBKara Ha neKapcrBerr[rre [poAyKTI{, olpeAeJIeHH B ,{enerupau
pernaMerr (EC) 2016/161, rato qacr or nepn(puraqrroHHll LIM KoA (uttgunr4yurutrfl,
u.4eurutprrcaulroHeH 6ener). B upuroxuoro noJre na ,{ererupaunfr pernaMeHT noflaAar
neKapcTBeHH rrpoAyKTH, 3a Kor.rTo ce H3r.rcKBa neKapcKo rIpeArILICarII{e I,I ABa neKapcTBeHI,I

[poAyKTa, 3a Kor.rro He ce r.r3r.rcKBa neKapcKo rlpeA[I,rcaHrEe. B flpuloxeuue Jtlb 1 na

.{enerupaur{fl pernaMeHT e onpeAeneu ctruclK Ha neKapcrBeHl{Te ITpoAyKTLI HJII{ Karerop[I{Te
npoAyr(Tr,r, 3a KoHTo ce LI3r4cKBa neKapcKo [peArrHcaHI,Ie, Ho KoI,ITo ue tpx6na ga ca c HaHeceHI,I

rroKa:iareJrr{ sa 6esonacHocr, nocoqeHu B ,ut.45, naparpa$ 1 or,{enerLrpaturfl, Peualtest. B
TO3r,r CIIr4CbK CA BKJIIOqeHH XOMeOIraTHqHr,r neKapcTBeHI,I IpOAyKTI,I, pa,4[IOHyKJILII.HII

reHepaTopr{ I,I [peKypcopH, neKapcTBeHr,rTe npoAyKTu 3a MoAepHa Tepallils, KoI,ITo cbAbpxaT

r.rJrr{ ce cbcroflT or rbKaHr.I I.IJIr,r KJrerKI,I I{ ApyrI,t. B tosla cMLIcbJI, cJIeABa Aa ce or6erexu, qe B

lp[noxHoro rroJre Ha HacTorrqrr, 3aKoHo[poeKT IIIe no[aAHaT JIeKapcTBeHI,ITe IIpOAyKTI,I, 3a

KOr.rTO Ce r.r3HCKBa neKapcKo flpeAflr{caHue u 3a KoI4To B MOMeHTa Ce KoHcTaTI',Ipa JII{IIoa Ha

6rnrapcxrx SapruaqeBrrlqeH rla3ap.

CssAaBa ce u flpaBua Bb3Moxuocr HarluoHaJrHr,rflT cbBer no IIeHI,I u penu6ypcupaHe

Ha JreKapcrBeHr,rre [poAyKTr,r Aa Moxe .ua reHepr,rpa HaIIrIoHaneH HoMep sa u4eutraSI{KaIII'Ifl rlo
,a;l.. 259, al. 1, r. 12 or 3JIIIXM rr Ha rpoAyKr, 3a roftro e 3arorrgtula npoqerypa 3a I'BAaBaHe

Ha pa3peueHr,re 3a ynorpe6a no peAa rra ro3I,I 3aKoH LIru ro pe4a Ha PeuaMeHr (EO) 72612004,

ilpr ycnoBr{, r ro peA, onpeAerrenr,r r napeg6ara Eo qr. 261a, a.n. 5 or 3JIftXM. IIo tosu

Harrr{H rrle Moxe ra 6bAe reHepr{paH HarI}roHanHLIfl HoMep sa r.r4euruQvrKa\14fl. olqe AoKaro

Teqe lpoqeAypara 3a r.r3AaBaHe Ha pa3perxenlre 3a ynorpe6a, Koero Ao[bJIHI{TenHo Iqe ynecHll

BsBeXAaHeTO Ha KOAa OT CTpaHa Ha npI,ITeXaTen Ha pelpelueHlleTo sa ynorpe6a.

C qen ocurypsBaHe Ha [peABr.rA]rMocr n llpexo.uurlTe I,I3aKrIotIureJIHHTe pasnope46IE

Ha 3aKoHolpoeKra ce [peABr4xAa [pexoAeH fiepuo.u or 18 ueceqa 3a BbBexAaHero Ha

yHr{KanHH, HarlrroHirnHr{fi HoMep 3a r{AeHT[I(furaqur or crpaHa Ha upI{TexareJIHTe Ha

pzBperreHl{e aa yuotpe6a.

2. 3arurepecoBaHrr rpynr

MuuucrepcrBoro Ha 3ApaBeo[a3BaHero, Haquosars[rr cbBer 3a IIeH]I u peuu6ypc[paHe

Ha neKapcrBeHr,rre [poAyKTr,r, flpr,rrexarerure Ha piBpeIIIeHI,Ie 3a ynorpe6a ua neKapcrBeHl{

npoAy-KTH, rraulleHTl,t I4 BcI,IqKH 6tmapcxl,t rpaxAaHl{.



3. Ananur Ha pa3xo4lr H noJr3rr

Ilpe4noxeHrrr 3aKoHonpoeKr HrMa Aa AoBeAe Ao srgAeficrBr.re Bbpxy AbpxaBHraf;
6rogxer, rrfi xaro perr{crbpbr rro LrJr. 259, a* 2, t. 4 or 3aroHa 3a neKapcrBeHrrre [poAyrTr.r
B xyMaHHara MeAr{rlraHa Beqe e cb3AaAeH r.r }r3urJro Qynrurouupaq.

4. AArunnncrpar[BHa re)r(ecr rr crpyKrypHrr npoMenrr

flpe.qraranure r,r3MeHeHI,Ir yt Ao[bJrHeHI,rfl H-f,Ma Ao AoBeAar ,{o yBenr.rqaBane Ha

aAMI,IHUCTpaTHBI{aTa TeXeCT H He H3r.rCKBaT r.r3BbprrrBaHeTo Ha CTpyKTypHr,r IIpOMeHH.

5. BrsaeficrBrre Bbpxy HopMarrrnnara 6aca

flpueuauero Ha Hacroflrrlr.rfl 3aroHorrpoeKT rrle AoBeAe Ao cborBerHa rrpoMrHa Ha

Hapeg6ara tro qJI. 261a, ar. 5 or 3arosa 3a neKapcrBeur,rre rrpoAyKTr,r B xyruarrHara MeAr.rqr.rua.

6. PanHo rperupane or AbpxaBarun 6alancupaHo AeMorpa{cro pa3Brrrue.

IlpegroxeHuxr 3aKoHonpoeKT rrle cb3AaAe Bb3Mo)KHocr 3a [peoAonrBaHe Ha
cbulecrByBarqr,rre npo6reuu c JreKapcrBocHa6Assanero Ha repr,rroprlflTa Ha Peuy6nura
Bsrrapux, 3a HaMurrBaue 6por Ha neKapcrBeH[rre [poAyKT]r, Kor,ITo JlrrrrcBar ua 6urapcrux
Sapuauenruueu [a3ap fi rrle rapaHTr.rpa ocfirypflBaHero Ha HaBpeMeHeH Aocrbrr Ha

6urapcxure rpax.{aHu Ao ueo6xoAlrMr.rre r{M neKapcrBeHr.r npoAyKTLr.

BHOCI,ITEJI}I:
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