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f.H POCEH XE,'Iq3KOB

I'BAXAEMI{ T-H IPEACEAATEJI,

Ha ocnonauue q.:r. 87, a,r. 1 or Koscruryqura na Peny6lr,rxa Eurapar s qt.71, ur. l,
r. I or flparnruura 3a opraHrl3auur:ra n .qefinocrra na Hapo.qHoro cr,6pauue BHacrMe
3aKoHolpoercr 3a rl3MeueHlte r ,qonnmrenue Ha 3aKona 3a neKapcrBeHrrre npoayxTr,r B xyMaHHara
MearrrlrrHa c MoruBr.i KBM Hero x flpeABaprrreJrua orIeHKa Ha ns:4eficrsuero.

Morlru, 3aI(oHoIIpoeKTLT aa 6r,Ae [peAcraBeH 3a pa:]rnex,{aue r.r rnacyBaHe cruracHo
ycTaHoBeHu, pe,4.
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IIpoexT!

3AKOH
34 I.I3MEHEH}|E It AonlrHEHIrE HA 3AKoHA 3A TEKAPCTBEHI4TE npoAyKTI{ B XyMAHHATA

MEA14UI{HA

(o6u., [B, 6p. 31 or 2007 r.;uzu.,6p. l9 or 2008 r.; Peureirze J'.le 5 ria Koncruryqrzouuu.r cr4
or 2008 r. - 6p. 65 or 2008 r.; u:u.,6p.71 or2008r.,6p. 10,23,41,88u102or2009r.,6p.59
u 98 or 2010 r.,6p. 9, 12,60 tr6l or 2011 r.,6p. 38,60 tr 102 or2012 r., 6p. l5 or 2013 r.,6p.
1 r.r 18 or 2014 r.; Peurexr.re Nq I sa Koscruryrlfioarrfl, cr,a or 2015 r. 6p. 12 or 2015 r.; u:u.,
6p. 48 or 2015 r.,6p. 43 or2016 r.,6p. 85 a 103 or 2017 r.,6p.84,91 u 102 or 2018 r.,6p. 17
u64 ot2019 r.,6p. 17,52,67,103 u 105 or 2020 r.n6p.62or2022r.)

$ 1. B va. 19 ce c6s.{aBa HoBa ar. 5:

,,(5) tr4:nr,nnrrenHara areHrlrr;r rro ne(apcrBara exe.4ueBuo flpeAocraB, ua Haquoualnux
cBBer IIo qeuu u peau6ypcupaHe rra neKapcrBeHlrre flpo.qgTr.r cBr,p3aHr.r, Kon Ha [poA]'KTa rro
an. 4 ga qeruT e Ha 3anrauaHe Ha nexapcrBeHu rrpoayKTn c ny6nrlvnu cpegcrna."

$ 2. B ur. 2176, ut.8 crea a),uuT e ,,npano ua" ce go6arr ,,ur,ren" r,r Harpiu ce 4o6ao-r ,,nplr
crra3BaHe Ha 3a,q6]rxeHue 3a ona3BaHe rafiHara na 4auuure."

$ 3. B vr. 259, an 1 ce cr,sAaBa r. 13:

,,13. oclrryprna cB6p3aHocr Ha Ha{r{oHarnr.r, HoMep rlo r. 12 c xo1a sa upoA]TTa rro .rrr. 19,
a:r.4 s flosr rguuc neKapcrBeH cnr4clr."

$ 4. B vr. 262 ce crztasa ut. 19:

,,(19) Jlexapcrnennre npoa),rou,3a Kor.rro He e npeaocraBesa Ha I,IAJI nHQopMarlfirra flo
u,r. 68, an. 1, r. I I ra qr. 217 , r. 6, ce u:runossar or o:rrurHlu neKapcrBeH crruc:src no pe.[,
orrpeAeJreH B nape46ara flo 'rn,26la, an. 5, n He ce 3alJrarqar c ry6ruuna cpe,acrna."

$ 5. B ur. 272, ar 1 ce cbgaasa r. 5g:

,,5r. rourpolupa H3rIT,nHeHI.rero Ha 3aAr,llxeHlrrra no.r,r. 68, a,T . 1, r. 1l awr.217,r.6;"

$ 6. B u:r. 2726 ce rpasr cneaHr{re .qor6nHelrrr:
L B a:r. 3 B reKcra rrpeArr r. 1 cre4 gyuara ,,6e:sr,:N{es,qeH" ce ao6aer ,,n aprx" u cnea

ayMr.rre ,,2u. 2" ce .(o6asr ,,Ir ,4o rrHoopMarlurr4 Korro ce c},.{Epxa B Hero".

2. Cr,zl.asa aL 4:

,,(4) Zu$oplaauu, or peruIcrtpa Iro .rn. 2 ce npe4ocrans H nplr florlcKBaHe or
HarlproHa,lHnre KoMlereHTHI{ opriuM no ar. 3, T.2, raro cr,ArpNaHlrero r{ rfoplrara na

zu$opuaquxra r cpoKbr 3a [peAocraBtHero fi ce onpe4e;ur: r ctorBeruoro ucxase."

$ 7. CrsaaBa ce qr,.2728:

,,I{lr. 272s. 3a qe.rure Ha 3alJlauraHe Ha neKapcrBeHlr npoA)'I(rl.r c ny6auvnu cpeacrBa

Hur,:ruure.rnara areHrlr{, uo JIeKapcTBaTa, HauuoHa,ruuqr cT,BeT no qeHrr x pel,IM6}pcupaule Ha

JreKapcrBeHllre [po,(yKrll, Haqr'ronarurara 3apaBHooc[r]pErenHa Kaca, Er'mapcrara

opfaHlt3arur, :a nepusurauur Ha JleKapcrBara, [pI{TexareJIIrTe Ha pa3perrreHlre 3a rr,proBr.Is Ha

ApeoHo c neKapcTBeHu rrpoalxrr.r u nerre6Hr.rre 3aBeAeH[' ocuryprBaT o[epaTI,IBHa

arrr""rr*o"r, uutfopuaquogua cBsp3aHocT rrpe3 o6MeH Ha AarrHIr B Ma[rr4HHO S9TLTM $opMaT

Ha crreqxa;rrr3rlpaHaTa eJre1rpoqr{a c}rcreMa 11o '4r. 2176, ar. 1, perircrr,pa no ql. 259, a1,. 2, r. 4,

un$opltaquonuara cl{creMa no q,1. 63, a,r' 1 or 3arona ga 3,4paBHoro ocurypflBaae I{ Ha

cHcreMara or perucrPu."

$ 8. B v:r. 284r ce npaarr cJIeAHIrre I'I3MeHeIrfit I'I Aorlr,JIneHIl{

l. ,[,ocerauruurr tercr crara al. 1.



2. Ct:&apa ce an. 2:

,,(2) Kofiro He r,r3[rJrHrBa 3aAbJrxeuurra cn rro qJr. 68, a,r. l, r. 1l n q.:r. 217, r. 6, ce
HaKa3Ba c r:ro6a e pa3Mep or 15 000 ao 25 000 ils., a npn rroBTopuo H3BEprrrBaHe Ha cttqoro
HapyureHue - c uo6a n paruep or 25 000 ao 55 000.ng."

$ 9. Cr:aaoa ce .rn. 2886:
,,9,r. 2886. 3a Her.r:nr,rsesue Ha rrcxaHe 3a rrpeAocraBrrre ua uurfopuaqut no vt.2726,

aa. 4 ce Hanara aMyulecrBeua caHKqHfl B pa3Mep or 5000 lo l0 000 nB., a rrpt,I [oBTopHo
u3BtprrrBaHe Ha cBrrloro HapyureHr.re rlMyxlecrBeua caHKqHfl B pa3Mep or l0 000 ao 15 000 as."

3AKJK)ql,lTEr'tHLI PA3nOPEnEIt

$ 10, I,I:nuur4TeJrxara areHql,rJr no reKapcrBara, HauuoxaJmxrr crBer rro rleHlr H

peulr6ypcupane Ha JrerapcrBeHr,rre npoayxrn, Haqr.rona.nnara 3.upaBHoocurypuTeJrHa Kaca,

Er:rrapcxara opraHrr3arrul :a neput[uraqur Ha neKapcrBara, [puTexarenr.rre Ha pa3perxeHue 3a

TtproBuc ua .{pe6uo c ne(apcrBeau npoA}rcru n .neqe6nure 3aBeAeHru ocfirypf,Bar
olreparllBHara clBMecrnMocr u aH$opnaquoHr{ara cBBp3anocr qpe3 o6MeH Ha .4aHHx B

MzurrHHHo veruu tlopua'r no qn. 272s B cpoK ao 6 ueceqa or BJrrr3aHero B c[Jra rra ro3r.r 3at(oH,

$ 12. 3aroHrr wrrr3a B cr4Jra or Aen.r na o6napogBaHero My s ,,.{t pxareu BecrHnK".
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$ 11. MltttucrepcKrrr crBer rrpuBex,4a B caorBercrBl{e c l.t3r.rcKBilr {rra Ha ro3u 3aKou uapeg6ara
lo,ttt.26la, a,r. 5 n cpox Ao 6 ueceua or Bnu3anero B cHJra Ha ro3r.r 3aKoH.



MOTHBI{
K6M 3aKOHOrrpOerCT 3a U3MerIeH[e It aonbJlHeHlle Ha 3aKoHa 3a JreKapcTBeHr,ITe rlpoayrcTrr

B XyMaHHaTA MeAr{rIr{Ha

B noc,'re4nure Meceqz B ueAaiinoTo u o6ulecraeuoro npocrpaHcrBo Bce rroBeqe
npuctcrBa reMara c Jru[cara Ha orrpeAeneHr{ neKapcrBerru upoayKTr.r ua 6trirapcxrar
@aplraqeeruuen na3ap, HrKoI{ or Kolrro ca xrrBorocnac.sBalqu HrIt xr.rBororroa46pxaul}t.
Br,upexra ycurfiiura Ha orroBopHuTe rlHcrrrr,.rlux Ao ro3lt MoMeHT He e HaMepeuo ycrofivueo
pe[eur4e Ha ro3r,r ceplro3eu :a 6r,:rrapcroro o6rqecroo npo6,reu.

Ilpo6neurr c Jrfiflcara Ha oflpere.]reHr,r nexapcrBeHu flpo.q],rc]r B crpaHara r,rMa cBorra
r.rcropr{, B roar.rHr,rre Ha3a,q E B onuT aa 66ae pa3pemeH ro3u [po6neM rrpe'3 2020 r. 6e[re npuer
3axon :a r.r3MeHer{ue u aorrllrHeHr.re na 3arosa 3a JrerapcrBeHr.rre npoAyr<ru B xyMaHHara
neauquna (O6H., IB, 6p. 67 or 2020 r.), c xofir:o ce Br,BeAe reHepnpitHe Ha HarllroHzrneH HoMep
:a u.qeuru$urcaufl, Ha Bcexr.r JreKapcrBeu EpoAyKT or I4snlrHlrrenHara areurluc rro neKapcrBara
(HA"II), rcorro aa ro Blr.rcBa B crreq[nneH perucrrp. flpegnu4l ce ro3u HarI]toHaJreH HoMep aa e
Harlr4oHarHxsr HoMep rro cMnctna Ha Ha rr,.l. 4, 6yrna 6), no4rovxa iii) or ,{elerupan perJraMeHr
(EC) 2016/161 Ha KoMucarra or 2 orrouspu 2015 roaana 3a Aonr,rrBaHe ua ,{rpexruaa
2001/83/F,O ua Enponeficxux flapnaMeHT E na Crsera vpel ycrarroBrBane Ha [oApo6Hrr [paBr4na
3a [oKa3areJr[rre ga 6elonacuocr, IIocraBeHr.I BT,pxy orraKoBKara Ha neKapcrBeHr.rre nponyKTr4 3a

xyMaHHa yrrorpe6a (OB, L 3211 or 9 Qenpyapu20l6 r.) n rofi ga ce orfleqarBa Ha oraKoB(ara Ha
neKapcrBeH[Te flpoAyrTr-r, (oLITo Irona.{ar B o6xBara na tora.(elerupaH pernaMeHT, Karo gacr
or uepu0uxaq[oHHlt, rrM rcoa (us,qunuayareu ugeuru0ru(aqrroHeH 6eaer, ctrlacuo
peuaueura). C.nea n.nz:auero B cr.rJra r{a 3aKoHa, [opa,4r.r HeBt3MoxHocrra cBoeBpeMeHHo Aa ce
octrrlecTBrl reEepxpaHero Ha HarlrroHiurr{xq HoMep r.r c!3AaBaHeTo Ha petrrcTbpa r{a
neKapcrBeHrrre [poAyKTrr, rarro 6e npe4aa4eHo B 3aroHa, upe: Ilpexo4uure r4 3aK,'rrolmTeJrHr.rre

pa:nope46u na 3axona :a 6ro4xera ua Haquoua.nnara 3ApaBHoocurypr.rrenHa Kaca 3a 2021 r.
(O6u., 6p. 103 or 2020 r.) 6rxa rrpuerrr r,BMeHeHr.r, r,r aorrbJruerru.s r 3axosa 3a JrerapcrBeHnre
npoA),rcu B xyr{arrHara Me,q[qr,rHa (3nID(M), c Kor4ro resu gefiuoctr 6.axa npexerp:reuu or
ll:nrrurureruara areHrlr,r, no ireKapcrBara B HaqtaoHa,lHuc cbBer 3a ueHx r.r penM6)?cltpaHe Ha

ne(apcrBeHnre [poAy(rrr (HCUPnn), xofiro rnaa rexrroJroruqHara BB3MoxHocr 3a

cBoeBpeMeHHoTo BbBex.qaHe Ha pefrrcTEpa, csoTBeTHo reHepl4paHe Ha HaIIIroHanHIu KoA.

B6se.qe ce u rr3rrcKBaHe I,lgnr,nnurertI..ar:a areHrlu, rro ]reKapcrBara aa cB6p3Ba Haql4ouarHu,
HoMep c [po,[yKToBrrJr r(oa Ha reKapcrBerr.r, [poA].ro n Cnequata:upana eneKrpoHHa clrcreMa
3a flpocneArBaue rr arraJru3 Ha nexapcrBeHl{re [po,(yrrl.r (CECILA.), 3a ta ce ycKop, I4 uo4o6pu
flpoqecsT Ha [pocle,4rBaHe I{ aHuIJlI43.

KIM HactosrryI-s MoMeHT perficr:bptT e c63AaAeH or HauraoHam*ts csBer rro IIeHI'I u
per.rM6)pclrpaHe Ha JleKapcrBeHure rlpo,[yxr]I I{ e ll3lt-,tllo Qynxuuouapau, Karo e ocurypeua
HeroBara csBMecrr.rMocr c Bclrrrxx ocraHar}r uurfopuaquonulr clrcreMlr B 3lpaBeoaa3BaHero, Ir

ca feHeprrpaHr.r HalIlIoHiulHI,I HOMepa Ha BCIIq(II neKapcrBeHI'I r1pol]'I<,rl,t pa3pelIeHl'I 3a yflorpe6a,

He3aBHCrlMO AaJrr.r r.rMar ueua Ha 6t,rrapc K]{, na3ap [rrH He.

Hacroquara 3a(oHoaarenHa LIHLIqxarHBa e B orroBop Ha Heo6xoal'IMocrra or
rapaHrrrpaHe Aocrt,lla Ha 61,nrapcKllTe lpaxAarru no JIeKapcTBeHu npo.{yKru. c:sc

3aKOHOnpOeKTa ce IIeJrr{ [oBr4IrIaBaHe [pocle.qrrMocTla Ha Hiull'1!tr{}ITe KOII{qeCTBa JIeKapcrBeHI'I

rrpoa).ros Ha repr4Toprrrra Ha Pefly6rr.rKa Etlrapu-r or crparra Ha abpxaBHlire uncrllryul'tll E

Cb3AaBaHe Ha B63MOxHocT 3a orpaHl4qaBaHe Ha cGIIIecTByBaIIIIITe He AoOp[ rIpaKTI'IKI,t 3a

HeperJraMeHTLrpaH napaneneH tr3lioc, (ofiTo e KoHcrarI'IpaH B peA IIa 'qoKJIaAI'r 
Ha pa3nur{Hv

a'EpxaBHu HHCTr.iTyrII,IU. 3anr,ma ce u csuIecTByBaIrIaTa HopMaTI4BHa [pa3HOTa IIO OTHOIIIeHI,Ie

o6uena sa AaHHH It nHQopMaULi, Mex.qy pa3nyqHl.Ire I,IH0opMaqI'IoHHI't cucreMll E perIIcTpI{ B

3ApaBeona3BaHeTo Ir no-KoHKpeTHO B O6naCTra Ha JIeI(apcrBeHI'ITe flpoayKrl{'

c npe4larauure HopMaTrrBHr.r [poMeHn ce [peaBl4x.(a I,IsnbIHLrreIHara aIeHuI.t, flo

JreKapcrBara Aa flpeAocraB, exeaHeBHo Ha HaquoHarilfi, c6BeT [o ueulr u penrrl6ypcupaHe Ha

,'reKapcrBeHl,re rlpoAyxrH cB6p3aHI'LI KoA Ha npoA)'Kra IIO !IJI' 4, 6yroa 6), noaroqxa i) no



cMHcGJra Ha AeJrerlrpaH pernaMeHr (EC) 2016116l, sa Jre(apcrBeH}rre rrpoAyKTr.r, olpeAereHrr B

le:renrpanpernaueur(EC)2016/161.Bupanoxuoronoleualene.rpaHr4rpe raMeHr rroflaAar
IeKapcrBeHH npoa),r(TE, 3a r(or.lTo ce rI3r.tcKBa neKapc(o lpeAnr{caEr.re H aBa neKapcTBeHE
rrpoayKTa, 3a (orrro He ce E3rrcKBa JreKapcKo rrpeAur{caHxe. B np[noxeHue Ns 1 ua.{enerrpaarae
pernaMeHT e onpeAeIeH cnllcl,K Ha neKapcTBeHr.rTe npoAyKT[ r.rJrrr KaTeropEnTe rrpoAyKTr{, 3a
Kor4To ce x3lrcKBa neKapcxo rrpeAnucaHr,re, Ho Kor.rro ue r:pr6ra 4a ca c HaHeceHrr rroKa3areJrrr 3a
6esonacuoc'r, rocoqeuu e,tr,.45, naparpa$ 1 or,[enerupanus Per:rauenr. B r:osrl cnr,rcrx ca
BKJrrOrreHH XOMeOrraTr.rqHr4 neKapcTBerru npo.qyKTx, paArroHyrcll4qrru reHepaTopr{ u [peK]?cop[,
IexapcTBeHrITe flpoAyKTn 3a MoAepHa Tepa[[r, (ol{To c6a6pxaT rrJrr{ ce crcTorr oT r6KaHr,r r.rJtr{

&'rerKlr r{ ap}Tr.r. B ro3rr cMIlgbJI, cneaBa aa ce or6erexH, qe B nprrnoxHoro rroJre Ha Hacrorrq}ur
3iI(OHOnpOe(T [Ona.(aT ne(apcTBeHraTe [poayKTrr, 3a Kor{To ce E3r,rcKBa neKapcKo npeAflrrcas]re

3a Konro B MoMeHTa ce KoHcrarupa JrEIrca Ha 6tJrrapcKrle t[aplraqerruueu [a3ap.

Ko.qrr na [poa],r(r4 rro cMr.rcbJra na fleaernpau perJriueHr (EC) 20161161, ro3BorurBa
N4enru$uqupanero nafi-ua,rxo Ha I{Mgro, o6qolpueroro Har{MeHoBitHrre, $aprraaqerrr.r.rxara
Qoptua, rouqeurpaq[sra, pa3Mepa Ha ola(oBrara r.r Br4aa orraxoBKa Ha neKapcrBeu[, [poAyKT c
HaHeceH rznAxBr.rAyaleH z4enrutluraquoueu 6e.ner, xaro e AeficTsaqoro 3aroHoAareJlcrBo e

rlpe.{B}rAeHo ro3r.r KoA Ia ce flpeAocraBfl Ha I,l3rrrrx[TeirHara areHqr{, no JlerapcrBara or
nprTexareJr[Te Ha pa3p€meHr.re 3a ylorpe6a u flpr{TexarenHr,rre Ha pa3peueurae 3a fiapaneneu
BHoc. flo ro3r.r HarMH lIIe ce rapaHTr.rpa cBoeBpeMeHEr{flr o6ues na rn$opuauua Mex,qy I4AJI E
HCIIPnI, Karo ce BbBexAa 3a.qsnxeHr{e sa Haquoua,rrur caBer rro qeura u peulr6ypc[paHe Ha
neKapcTBeHrrTe npo.(y'rcTr.r aa oc[ryprBa cB6p3aHocT Ha HaqrroHaJrHru HoMep 3a rrAenrulplrraqru
Ha ne(apcrBeHru npor).KT c KoAa Ha [po.q]'(Ta B flogurtrsrq .lexapcrBeH cnficlx. Tosa or csos
crpaHa tl1e ,qoBe4e 4o nogo6preaHe flpocre4l,IMocr-ra Ha nexapcrBeuure [poAyKTrr BBB Bepr.rrara
Ea JlerapcrBocHa6a.f,BaHe r Peny6lara Eurrapur.

IlpeasrrxAa ce nerapcrBenr.rre rrpoAyxTrr, 3a Kot,rTo He e npeAocraBeHa Ha I4AJ]
I.rH(bopMaIIE-[ 3a KoAa Ha [poAyI(Ta Aa ce r.r3KjrrorrBar or flogurusHr4x reKapcTBeH crr[crr( r4 Aa He

ce 3anJraular c ny6.nu,ruu cpe.qcrBa. Cr,:aasa ce u a,(Mr.ruucrparr.rBHoHaKa3arenHa pa3nopeA6a 3a
HeII3[bJIHeHI{e Ha 3a.qbJD(eEr{rTa 3a [peIOCTaBSHe Ha KOAa Ha rlpo.{}'r(T4 KaTO KOHTpOJGT Ce

B63Jrara Ha I43nbrur.rreJruara areHrlr{, no neKapcrBara. flpeAnaraH[re flpoMenlr ca
npoAr.rroyBauu or tf ar<ra, qe uMa pearrqa nexapcrBeHu rrpo.q)'KTr.r, 3a Kor.rro Bce oue He e

rrpeAocraBeH Ha I4AJI Ko.(a Ha [poAyKra, BbrrpeKr{ rre ra3n pa3[opeA6a e s crara [oBer{e or ABe
roArrHu. Creasa Aa ce or6e:rexu, qe irlrflcara Ha KoA rra npoAyrra e CECIIA rl Ea cBrp3auocrra
My c Harlr4oHarHn, HoMep s flo:firI,rgHlrs neKapcrBeHLIJr cnuct K, flpeflcrcrBa a,qeKBarHara rr
HaBpeMerrHa npocJreAr.rMocT Ha JrexapcTBerrrrTe [poA]'KTr.r Ha 6tnfapcru.r.f, [a3ap u rapaHTltpaueTo
Ha aocrarSrIHI,I KoJrl4qecrBa 3a 3aroBoJUIBaHe norpe6Hocrl.rre Ha HaceJlenlrero.

C qer noao6pxBaue rrpocneatrMocrra Ha nerapcrBeHrrre [poa]TTn Ha repr.rropr{rra Ha

Peny6ruxa Eurapn.r ce perJraMeHrr4pa ocr4ryp{BaHero Ha oleparuBHa clBMecrr.rMocr u
uH$oplraquonua cB6p3anocr vpe: o6uen Ha A&{rru B Meulurrno ueruu ([opuar ua
clreqlraJrlr3llpaEaTa eneKTpoHlra c cTeMa 3a rlpocnearBaHe LI aHaJIr,r3 Ha JreKapcTBeHI{Te

lpoayxTr.r, petlrcrbpa Ha HarlloHaJruure HoMepa 3a ugeurutpraxauur Ha JIeKapcrBeHI.ITe

flpoa]xrrr, mQopuaquonnara cncreMa Ha Haquoua,'IHara 3ApaBHooc]IrypuTenHa Kaca I.I Ha

crrcreMara or perrrcrpu ro cMucrlra xa .{ererupau pernaMeHr (EC) 20161161. flo rogs na.ruu
qe ce rapaHTrrpa cBsp3aHocr Ha llHoopMarllrrra 868 BcrrqKH 6a:n .{annn r o6:racrra na
neKapcTBocHa6ArBaHeTo, (oero rqe rtoAo6pt,I B!3MoxHocr"Ta 3a KoHTpon u rqe clroMofHe 3a

rrpeaorBpar{BaHe Ha c} IecrByBarqfiTe He Ao6p[ [paKrr.IKn 3a HeperJIaMeHTI.IpaH napar'Ieaeu

rl3Hoc, 3a $urrunHo ofiLITaHe Ha JIeKapcrBeHIr npoayrTlr, 3anJIaIIIaHI{ c ny6m,tuuu cpeAcrBa L
Ha pe,(Hrla Apyrfi npo6reMr.r, Kor4ro ca (oHcTaTI.rpaHu B [ocreAHme ro.qlrHll I{ Kolr-to BoarT Ao

.lrlrflcara Ha JreKapcTBeHr4 flpoA).Krrr Ha 6l,JIrapcKH.,{ ([apuaqerruven nasap.

flpequ:upar ce Aeficr:sauure pa3[opeA6l4 no orHoIIJeHI4e Aocrlrla Ha KoMrlereurHme
HarIlroHa,'rHII opIulHI.I Ao cnerIHalJIIl3I{paHaTa eneKrpoHHa cHcTeMa 3a rlpocnearBai{e u aIIaJrLr3 Ha

ileKapcrBeHrrre [po.(yKTr{ n Ao perlrcrLpa Do .tJL.2726, at.2 or 3JIIXM. C:reasa Aa ce I4r4a

rrpe.qBr.ra, qe cunacno pa:nopeg6Iare na q.,r. 35, raparpa$ 1, 6yrca ir) u u,r. 39 oT ,{enerupau



pernaMeHT (EC) 2016i161 HarIr{oHaJrHHre KoMIIereHrHL opfttHl lrMar npsK .qocrrfi Ao
Haqnoua,rHur perucrr,p r,r ao uut[opuaqur:ra, Kosro ce cbAT,pxa B Hero 3a IIeJII]Te Ha 3arrJrauaHe

Ha rexapcrBeHr.r rtpoA]r<ru c ny6ruuun cpe.(crBa.

Hacroxrqara 3aKoHoaareJrHa lrgnLlrlaruBa IUIMa Aa AoBeae ao Aorlbm{rreJlrtu pa3xoalt 3a

HauHoHaJrHHTe KoM[ereHTHrr opraur, BtarapcKara opraul{3alln, 3a seputfuxaqur na
ne(apcrBara, [pr.rrexareJrl{Te Ha pa3peuesfie 3a r,lproBlu na Ape6so c neKapcrBeuu npoAylcru
Ir re,{e6Hnre 3aBeAeHr,rr, mi raro Bcr,rrrKx perficTpu r ugrfopruaUuoHun c]rcTeMrr, KaKTo ,t
cHcreMara or peruclp! llo cM]rcua ua,(ererupau per:raueur (EC)20161161 Beqe ca c63aaaeHl
r.r rr3r.lr;ro Syuxqnouapanlu.

C qer ocurlpruaHe Ha [peaBu.qqMocr c $ 10 or 3axinoqureaufire pa:nope46u na
3aKOHOnpOeKra Ce flpe,qBr.rxaa rrpexoaeH fleplroA or 6 ueceqa 3a oc ryprBaHe lra olepaTI.IBHa

cbBMecrrrMocr H uHoopMarlproHHa cBsp3aHocT rlpes o6veH Ha aaHHLt B MIlrtrIrHHo rIerI.rM oopMar
Ha cfieqlanrr3l{pauara ereKrpoHHa cl,IcreMa fio .un.2176, al. 1 or 3JIID(M, pen'Icrtpa no qn.

259, m.2, r. 4 or 3JIIIXM, r.ru$opr'lauuonnara cl.IcreMa ro qn. 63, a,r. I or 3aKoHa 3a 3apaBHoro

ocuryprBaHe Il Ha crrcTeMaTa oT perplcTplr.
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IIpEABApr.rrEnHA orlEHKA HA Ba3AEfr crBtrETo

IiA 3AI(OHONPOEKT 3A rI3MCHEHHC II AOIIEJIHCHIIE HA 3AKOHA 3A ,'IEKAPCTBEHIITE IIPOAYT(TH B

XYMAHIIATA MCAIIIIIIHA

l. Ocnonanns Ha 3aKonoaare.rrHara HHEuxarflBa

B noc.neanltre Meceur B ue.qafiHoro a o6rqecraenoro flpocrpaHcrBo Bce rroBerle flpr4cr,crBa
TeMara c Jrr.rncara Ha onpeAeneHr.r neKapcrBeHu npollxrr.t ua 6urrapcxlu ([apMaqeBrr.rqeH [a3ap,
HqKor or Korrro ca xr,rBoroclacrBaulr I,tJIlt xl,rBorofloAqrpxarqu. Buperu yclr,Tlr.J{Ta Ha
orroBopHr4Te uHcr[TyrlrrH Ao ro3r-r MoMeHT He e Hauepeuo ycrofiw,rBo pe[reHl{e Ha ro3r.r cepuo3eH
ra 6urapcxoro o6qecrBo npo6.neu.

Hacrorlqara 3al(oHoAarenna r.rHr4rll{arlrBa e B orfoBop ua neo6xoaurraocrra or raparrrr.rpane

Aocrr,na na 6r,mapcxure fpaxnaHu ao.jreKapcrBeHg npoalxrrr. Cr,c :arouonpoeKra ce qenu
noBIr[IaBaHe [pocJreAuMocTTa Ha HaJII.ITIHLITe KOIFTeCTBa JreKapCTBeHA [pOAyKTH Ha
Tepr4TopErra Ha Peny6ruKa Es:rrapz.r or crpaHa Ha AbpxaBHI4Te lrHcrlrryllulr tr c!3aaBaHe Ha

BB3MoxHocr 3a orpaHl,tqaBaHe Ha clrrlecrB)tsaqr4Te He Ao6p[ npa(Tr.rKlr 3a HepernaMeHTr4paH
napa.neneH ri3Hoc, (ofiTo e (oHcrarrrpaH B pearrua loruraAx Ha pa3nrqHn aEpxaBHr.r lrucrlrryrlllx.
3anr:rsa ce u clqecrB)tsaqara HopMarrrBHa npa3uora no orHorrreHrre o6MeHa Ha Aa*fitr,1 u
ttutfopuaqr.rr Mex.{y pa3rr,rrrHure auQopuaquoHHr4 cucreMr.r r4 perHcTpfl B 3ApaBeorra3BaHero rr

rro-KouKperHo B o6racrra Ha neKapcrBeurrre npoAyKTI.t.

C npe4larauure HopMarr{BHr.r npoMeHn ce qpe.4Br4x.qa I,Ignr:ururemrara areHrluc rto
neKapcrBara Aa npeAocraBs exe,{HeBHo Ha HaIII4oHauIHI4, cbBer no qeun z perar'l6ypc[paHe Ha

neKapcrBeHr.rre rrpoA,,Krr.r cBtp3arr.r, KoA Ha [poa].Kra no q,'r. 4, 6yrra 6), no4T ovxa i) no
cMHcBJra ua.{e:rerapau pernuMeHr (EC) 20161161,3a neKapcrBeHrrre rrpoAy(Tn, oflpe.EeneHu B

le;rerr.rpau peuauenr (EC) 2016/ l6l . B npu.iroxlroro no.ne ua.{e:rernpaHu pernaMeHr irofla4ar
neKapcTBeHr.r [poAyKTrr, 3a KorrTo ce rSncKBa neKapcKo flpeanxcaHr{e 14 aBa neKapcTBeHH

rrpoAyKra, 3a Kor,rro He ce ,r3r.rcKBa reKapcKo flpeAnlrcaHrre. B llpu:roxeaue No 1 ua,{ererlrpauur
pernrMeHT e olpeAeneH CIII-ICBK Ha JreKapcTBeHIrTe rrpoayron r4nrr KaTeropru.rTe npoA]'KTr.r, 3a

Kor.rro ce LI3ltcKBa JreKapc(o flpe,qnl{caHr4e, Ho Koltro ue rpr6ra 4a ca c HaHeceHLI rrora3areJll 3a

6e:onacHocr, fiocoqeHr.t e .{,'r. 45, naparpa$ I or .{e:rerupauu-fl PerraMeHr. B ro:u cnucrr ca
BKJrrOqeHL XOMeOrrarHqHr,r JreKapcrBeHr,r fipo,qyKTl.r, pa,4r.{oHyK[raIHr.r reHeparopn u [peK)?copu,
JreKapcTBeHHTe EpoA),i(Tn 3a MoaepHa Tepallafl, (orrTo ct,4l,pxaT [nlt ce c6cTorT oT T6KaHI4 IrJIfi

KlrerKr{ H Apyru. B ro3u cMr.rc;.lr, cneABa Aa ce or6erexu, qe B IIpI,tJIoxHoro [oJIe Ha Hacro.f,rlut
3aKOHO[pOeKT norraAaT neKapcTBeHIrTe [poAyKTIr, 3a NoIrTo ce IELIoKBa JIeKapcKo flpeAnxcaHrre

r.r 3a r(oxro B MoMeHTa ce KoHcrarHpa Jrr{flca Ha 6urapcxua (fapuaqeeruueu na.:ap. flo rora
Haqr.rH rqe ce rapaHrllpa cBoeBpeMeHHLIrrr o6MeH na ru$opuaqr.r Mexqy I4AII Ir HCIfJIII, xaro

ce BlBexra 3aa6J'IxeHLIe 3a HaquoHarHl,tt c6Ber IIo qeHH I'I pelrM6ypcupaHe Ha JlerapcrBeHlrre

npoA).rolr ,ua oc[ryprBa cBr,p3aHocr Ha HauI{oHaJIHI'L HoMep aa ugeurutpraxar\r4s Ha

neKapcTBeHr.rs [poAyl(T c KoAa Ha [poa]T(Ta g flo:urrlsHux JreKapcrBeH c[Iuc6x. Tosa or ceo.{

crpaHa rle .qoBeAe Ao noao6pssaHe npocnealrMocrra Ha neKapcrBeHlrre flpoayl<rll BbB Bepltrara

Ha neKapcrBocH a1rysaue B Petry6nu(a Blnrapuf,.

Ilpe.(sfix.qa ce neKapcrBel{[re npoa]xrl4, 3a (ol,Iro He e [peAocraBelra Ha I4AJI HHabopMaqffi

3a KoAa Ha npoAyxTa Aa ce Lr3KrroqBar or flo3rlrnBulu neKapcrBeH crIHcr,K H Aa He ce 3alnaular

c ny6: nuuu cpeAcrBa. CsaAasa ce u a,&'{IrHlrcrparl{BHoHaKa3arenHa pa3rlopea6a sa

Heu3[6nHeHl.ie Ha 3a.ur,JlxeHl{rra 3a [peAocraBrHe Ea Koaa Ha flpoAyKT4 I{aro KoHTponBT ce

B63Jrara na I,IsnT,rIHI-{renHaTa areHIII{t lro ne(apoTBaTa. flpeglaraHUTe npOMeHII Ca

lpolr.rKr)tsaHlr oT ibaKT4 qe LIMa pe.u4lla Jle(apcrBeH[ rlpoA]'KT]I, 3a KOI'ITO BCe OIIIS He e

rrpeAocraBeH Ha I4AJI (oAa I{a npo4y1Ta, BbnpeKlr IIe TaBH pa3nopel6a e B cl.r,'Ia rroBeqe or ABe

roAr4Hr.r. CreAsa Ia Ce oTfienexx, qe JII411Cara Ha Ko,q Ha IIpoA]'I(Ta B CECIA I'I Ha cBbp3tulocrTa

My c HaU1roHrrnHfl, HOMep e flOggtUgHxs lIeKapCTBeHI{, clr]ICIK, [peIItTcTBa aAeKBaTHaTa Ii

HaBpeMeHHa [pocJIeAIIMocr Ha neKapcrBel ,ITe IIpoA]'ICII.I Ha 6rnrapc(x, [a:tap u rapaHT]4paHeTo

Ha .4OCTaT:LqH14 (O.ruIqecTBa 3a 3a,{oBoJItBaHe noTpe6HocTI4Te Ha HaCeJIeHITeTO'



C qea noao6prBaHe npocneAxMocrra Ha JreKapcrBeuxre [poAyKTrr sa replrTopllfiTa Ha

Peny6:rr.rxa Er,lrapne ce pernrMerrrupa ocfiryprBarrero Ha oneparr.rBHa ctBMecrr.rMocr u
unQopuaquonna cBbp3aHocr vpes o6lreu Ha aauHrr B MaurrrHHo veruu <fopuar ua
cnequanlr3r.rpilHaTa eJrer(rpoHHa cIIcTeMa 3a npocneacBaHe L tuIiuILI3 Ha JIeKapcTBeHIITe

lpoAy(rrr, perlrcrtpa Ha HauaoHaJrHr.rre HoMepa ra ugerrirtfnraqi, Ha JreKapcrBeHEre
npoAyl<rfi, uu$opruaquonuara clrcreMa sa Hauuona:lrara 3apaBHooc[rypr.{TenHa Kaca rr Ha

cr{creMara or perucrpt rro cMncrra na ,{ererupau pernaMeHr (EC) 20161161. flo rosu saqus
ue ce rapaHTr.rpa cBsp3aHocT Ha r.ru$oprrraqurra BT,B BcuqKu 6asz aaHHu s o6IacTTa Ha

nerapcT nocna64rBaHero, Koero rqe noqo6pu Ba3MoxHoclra 3a Korrrpon u ue crloMorHe 3a

[perorBparqBaHe rra ctqecrByBarqr.rre He 4o6pn npaxrrrr, 3a HeperniueuTr{paH [apiureJreH
Ir3uoc, 3a tpuxrunuo orqr,rraHe Ha neKapcrBeHrr rrpoa).KTu, 3arlnarlanl,r c [y6n[quu cpeAcrBa u
Ha peAllqa Apyrn npo6neuu, KoHTo ca r(oHcrarr,rpaurr B rrocJreaHrrre toal,tHa H Kor{To Boa.rIT ,qo

rl{rcara Ha JrerapcrBenr,r npoglxru ua 6rnrapcKr,rs tfapuauen'rureu na:ap.

flpeqz:upar ce aeiicrBarJrr.rre pa:nope,{6u rro orHorr]eur,re aocrr,na Ha KoMrrereHrHr{Te

HaTIHOHtu'rHr.r OpraHH AO Cleq[anH3r{paHaTa eJreKTpoHHa clrcTeMa 3a npocleAsBaHe alraJfl43 Ha

neKapcrBeH[re [poAyKTrr rr ao perrrcrspa fio $.2726, ut.2 or 3JII]XM. Creana Aa ce uua
rpeABr.rA, qe cbriracHo pa:nopeg6xre ua.u. 35, naparpa$ 1, 6yrna u) u v.:r. 39 or,{e:rerlrpan
pernaMeHr (EC) 2016/161 HarlrloHrrJrHlrre KoMlereHrxrr opraHrl lrMar flpr( aocrs[ ao
Haquoualuu.n perr.rcrt p rr Ao [H$opMaqrrrra Korro ce cbAlpxa B Hero 3a rlen]rre Ha 3arrnaqitHe
Ha nexapcrBeHlr npo.qyrou c fiy6nrrr{Hn cpelcrBa.

C qel ocuryprBaue Ha [peABrAr.rMocr c $ 10 or 3arcmoryrerurre pa.:nope46u Ha

3zxoHonpoeKTa ce [peABr.rxAa npexoaeu nepr{oA or 6 preceua 3a ocfiryprBaHe Ha ofleparr.rBHa

c'bBMecrrrMocr H uurfopuaquouua cBbp3z[rocr r{pe3 o6MeH Ha AaHHu B MarIraHHo .{eruM $opMar
Ha clequ.rnu3r,rpauara eJreKTpoHHa crrcreMa no,$. 2176, a,r. 1 or 3JIIIXM, perlrcrtpa rro qn.

259, ut.2, r. 4 or 3JIIIXM, rzu$oprrraquouuara crrcreMa no qr. 63, a,r. 1 or 3axona sa sApaBHoro
oc[ryprBaHe rr Ha cr{cTeMaTa or perr4cTpr{.

2. 3anHrepeconafltr rpytr[

Munacrepcrnoro Ha 3apaBeola3BaHero, HaqxoHarHlrrr c6Ber rro qeuu u peuu6ypc[paHe Ha

neKapcrBeHr{Te fipoAyxTri, I4gnr,mruremrara areHqrr, rto neKapcrBara, Haq[oHanHara
3ApaBHoocHr)?urenHa Kac4 Eurapcxara opfaHr.rsarl[, sa reputfuxaqn, Ha ne(apcrBara,
npr4TexaTeJrETe Ha pa3perxeHrre 3a ynoTpe6a Ha IeKapcTBeHIr [poA]'IOu, flpI,ITexaTenI,ITe Ha

pa3pe[reHr.re 3a fiapaneneH BHoc, flprrrexarenr,rre Ha pa3petrleHlle 3a rtproBllx ua ape6no c
neKapcrBeHr.r npoA).r(u, Jreqe6Hnre 3aBeAeHHr, [arIHeHTr.r r,r Bc arKr.r 6trrapcru rpaxl&ru.

3. Ana.nur Ha pa3xoAn u rroJr3u

flpe4,roxenurr 3aKorronpoerT HrMa la aoBeae.uo sl:Ae crel4e Blpxy abpxaBHu.f, 6loAxer,
'rr,ftxarocneuua,u.r3rrpaHaraeneKTpoHHacucreMarro,t:t.2176,an.1or3aroga:aleKapcrBeurfie
[poAy(Tu B x)anauuara MeAr]rlrrHa, perucrsplr no qn. 259, an. Z,'t. 4 or 3arona ga

JIeKapcrBeHr{Te npo,q},r(Tlr B xryanHara MeA}iqIrHa n uu$opuaquonHara cllcreMa rlo ql. 63, a.r. I

or 3aroua sa :4paBrroro oclrryprBaHe Beqe ca cBAaAeHL IT Ll3urno r!1'nxquontpaqu.

4. AgruunncrparrrBHa rerr(ecr rr crpyICTypHrr rIpoMeHIt

flpe4;rarauure TBMeHeHI{, s Aorr6rHeHll, HrMa Ao aoBeAar Ao yBenI'IqaBaHe Ha

aaMHHncTparuBHara rexecr I.I He I.I3I,ICKBaT n3BlpIIIBarIeTO Ha CTpyKT)?HI',I [pOMeHI{

5, Br,rgeficrsne Bbpxy HopMarllBnara 6a3a

flpueuauero Ha Hacrortql, 3axoHortpoeKr lqe aoBeAe ao cBorBerga npoM,IHa ua uape46ara

[o qn. 261a, a.n. 5 or 3arona:a JIe(apcrBeHI.ITe [poAyKT[ B xyMaHHara MeII'IuI4Ha.



6. Panno rperupaHe or Ar,pxaBara u 6a,rancapano geuorpaQcro pa3Brrrue

llpe4loxeurur 3ar(oHorrpoeKT rlle c63AaAe Bb3MoxHocr 3a fipeo.qon BaHe Ha

cauecrByBaurrrre upo6:rerrau c neKapcrBocHa6arBaHero Ha repr.rroprrrra ua Peny6rr.rxa
Br,:rrapue, 3a HruaurcBaue 6por na ne(apcrBeHxre [poa],KTrr, Kor.rro JrrrrrcBar ua 6rarapcxua
Sapllaqeerr.rveu rra3ap rr rqe rapauTnpa ocuryprBaHero Ha HaBpeMeHeH AocrB[ Ha 6r:rrapcxrre
rpaxgaHu Ao ueo6xoaalorre rrM neKapcrBeur.r npoayKT[.
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