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YBAXAf, MI,I IOCIIOroIH IPEACEAATEJI,

Ha ocHosaHue qn. 87, ar. I or Koncruryuurra Ha Peny6rraxa Er,.nrapur n qn. J7 aJt. l, r. I or
flO,{HC eHacrue 3arouonpoerr :a r.lsMeHeHt-te n aonr,nHeHHe Ha 3aroHa sa lexapcrBeHHTe npoAyK.rx
B XyMaHHaTa MeAXUUHa, BeAHO C MOThEH H OUeHKa Ha etSge CtAUerO.

Mo,rnu :arononpoerrrr ga 6t1e npeacraBeH 3a pa3rnexq(aHe s o6ctxqaue no ycraHoBeHHt

Pea.
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3AI(OH

3A I,I3MEIIEIII{E I,I AOITb,TIHEHI,IE HA 3AXOH 3A JIEKAPCTBEHI,ITE
TIPOAYKTI,I B XYMAHHATA MEAI,ilEIIA

(O6x., !8, 6p. 3l or 13.04.2007 r., B curra or 13.04.2007 r., n:u., 6p. 19 or 22.02.2008 r.; Peurexue
)/! 5 aa KoHcmryqnouHur ct1 Ha PE or 10.07.2008 r. - 6p. 65 or 22.07.2008 r.; u:rrl. n .uon., 6p. 7l or
12.08.2008 r., B crra or 12.08.2008 r., usu., 6p. l0 or 6.02.2009 r., B cr.r.rra or 29.01.2009 r., lr3M. n
4on.,6p.23 or 27.03.2009 r., B cuna or 30.03.2009 r.,6p.41 or 2.06.2009 r., g cura or 2.06.2009 r.,
Aon., 6p. 88 or 6. I I .2009 r., s cHra or 6.I I .2009 r., usrr.r. r.r gon., 6p. 102 or 22.12.2009 r., B cnrra or
22.12.2009 r., u:u., 6p. 59 or 31.07.2010 r., B crfla or 31.07.2010 r., 6p. 98 or 14.12.2010 r., B cHrra

orl.0l.20llr.,6p.9or28.0l.20llr.,H3M.H.[on.,6p.12m8.02.201 1 r., e cura or 8.02.201 1 r., 6p.
60 or 5.08.201 I r., o cu,ra or 5.08.201 I r., r-rau.,6p. 6l or 9.08.2011 r., B cr4.ra or l0.l1.201 I r.,6p. 38
or 18.05.2012 r., B crrra or 1.07.2012 r., son., 6p. 60 or 7.08.2012 r., B curra or 7.08.2012 r., H3M. H

4on., 6p. 102 or 21.12.2012 r., e cll.l.a or 21.12.2012 r., usu., 6p. 15 or 15.02.2013 r., B cura or
1.01.2014 r., 1on.,6p. lm3.0l.20l4n.,Bcunaor3.0l.2014 r., r.3M. r{aon.,6p. l8 or4.03.2014 r.;
usM. c PeureHue Ns I Ha KC sa PE or 29.01.2015 r. - 6p. 12 or 13.02.2015 r.; H3M. r{ gon., 6p. 4E or
27.06.2015 r., u:rrr., 6p. 43 or 7.06.2016 r., 6p. 85 or 24.10.2017 r., 4on., 6p. 103 or 28.12.2017 r., e
cura or 1.01.2018 r., r3M. Ii gon.,6p. 84 or 12.10.2018 r., B clua or 12.10.2018 r., gon.,6p. 9l or
2.11.2018 r., H3M. H Aon., 6p. 102 or I1.12.2018 r., B curra or 1.01.2019 r., usru.,6p. 17 or 26.02.2019
r-., H3M. H 4on.,6p. 64 or 13.08.2019 r., a:u.,6p. 17 or 25.02.2020 r.,6p.52 m 9.06.2020 r., s cn,ra or
9.06.2020 r.. r.r3M. r. ron., 6p. 67 or 28.07 .2020 r., 6p. 103 or 4.12.2020 r., B cnra or I .Ol .2021 r., 6p.
I05 or I 1.12.2020 r., B curra or I 1.12.2020 r., aon.,6p.62 or 5.08.2022 r., a cu,ra or 5 .08.2022 r.)

3aroHtr e np[er or 49-oro Hapoaxo ct6paHre Ha ...... ...........2023 r. n e norneqaraH c
o$nuna,rHur neqar Ha HapoaHmo ct6pauue.

IPf,ACEAATEN HA

IIAPO.UIOTO C}EPAH}IE:

Bsocnre.,rx: f, cr,aa I
(Poceu Xe.ln:xon)

c-,t at+pi6
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$ l. B u,r. 9 ce crsqaear a,r. 4, 5:

,,(4) HrlryuHo neueHue H [MyHHa AHarHocrHKa Ha KoHKpereH nauHeHT Moxe aa ce [3Bbprxn c
arepreHeH fipo.qyrcr 3a HMyHHa AHarHocrr.rKa Hrr.l [-tMyHHo neqeHne, rofiro xe e pa:peueu sa ynorpe6a
no peAa Ha ro3H 3aKoH Hm,r no peAa Ha .fuperruaa 200118318O,3arrBeH e 3a BHoc H e Ha3HaqeH 3a

HMyHHa AHaTHOCTHKa HJIU IMyHHO JleqeH]re OT MeAHUHHCKX CneUBaJIHCT C npH3HaTa CneTIHaJIHOCT nO

nporfr.rna Ha sa6o,rraauero, H ce rcBbpuBa npH ycnoBHr H rro pe,[, onp€aeJreHr.t c Hapea6ara no al. l.

(5) Ilpogyrrure no a.r.4 He Morar Aa ce 3anraqar c rry6,ruuuu cpegcrsa."
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MOTI,IBI{

Kr,M rrpoercTa Ha 3aKoH 3a E3MeHeH[e ll aonr,JrHeHrre Ha 3aKo[a 3a neKapcTBeH[Te
rrpoayKTrr B xyMaHHaTa MeAHruHa

l. Morrnu

Areprlrara flpeAcraBn.,rBa eAHo or uaii-parnpocrpaireHure sa6on szlHr4.f, B cBeroBeH
Maua6, KaTo 30-40o/o or cBeToBHoTo HacelreHrae e 3acerHaro oT eaHo rLqla rroBeqe arepr]rrrHr4
clcrosHur. Areprrlrra ce pa3flpocrpiturBa r] B cBeroBeu Marqa6 Karo ce npeqrnxga, ve 1 or
2 w:g.gur'uaa ue 6r,Ae aneprurreq Ao 2050 r. B o6lacrra Ea aneprlruTe [epcneKTr.rBr,rre Ha
o6rqecrneHoro 3apaBe rpr6Ba aa ce ctcrorr B HacbprraBaHe Ha no-3apaBocnoBHa cpeAa 3a

ilneprrrqHure rraqr4er u; 3acr,rJrBaHe Ha flbpBt4rrHara r.r BTopr,rqHara npoQunax'rrra Bnwo;'ue
B6pxy o6ulecrBer{r{Te rroirrrrrrxu 868 BcE.rKr.t ceKTopt4, Ta(a rre aa ce cnpasflr c ocHoBurrre
npI4rMHI{ 3a e(OJIOITIqHI,ITe H COIIIaIIEO-LIKOHOMLIqeCKT{Te 3aIrJIitX}l 3a 3ApaBeTo.

C uacroatqa.rr :a(oHoflpoerT ce pa3rrrlrprBa Bg3Moxgocrra 3a .qocr6rr Ha [arlr4egTr4 r.r

neKapu Ao a,'repteHur{ npoAyKTr.r 3a recrBaHe H Tepaflfir. flo HacrosueM He ctrqecrByBa
HopMarnBeH MexaHI,I3bM Ir-[L l43rrrorreur.re! qpe3 Koero Moxe Aa 6s.(e octrtlecrseH BHoc Ha
anepreHHu npoA).KTrr n E:slrapu-r, Koraro [ocneAuure He ca uonyq{ 4 pa3perrreur,re 3a
ynorpe6a, n3AageHo no o6qu.s pea, [peABrrAeH s frasa rpera or 3axoHa sa Jre(apcrBeHr.rre

flpoAf<rn B xyMaHHara MeAr.rquHa u fllrpexrr.lna 2001183/EO na Euponefcxzs napr.MeuT r.r

sa Crnera or 6 noeunpu 2001 roar.rna 3a yrBbpxraBane Ea KoaeKc na O6qnocrra orHocHo
neKapcrBeHl npoAyKTI.r 3a x),a,raEqa MeAr.rur.rHa. flprxanure 3a Jrlrrcara Ha raxaBa
perurcrparlm Moxe Aa 6r,4e oco6eur.rx crar,'T Ha arepreHHr,rre npoA).mn rr HeBb3MoxHocrra,
B craH.qaprHu, cryraft, rurra rcx Aa 6laar rrpunaraHr.r rr3r,rcKBar{}r.f,Ta 3a [peAocraBsHero Ha

aarrHlr 3a e$uxacnocr u 6esonacnocr, xaKTo u 3a [pocneArBaHero r{M. .{on:s:rnrareluo
3aTpyAHeHne e HaJ'rr,ue no oTHortreHr.re Ha rrpoayKTHTe, KoHTo ca [peaHa3HaqeHi 3a
rllorytBrllyutna ynorpe6a, Ho ca [poMuruneuo npor{3BeAeHu. Hcxou ABpxaBi4 q.nerxu na EC,
oruIarafiru cnequrfuvullr xaparrep Ha iuepreHxr.rre [poa]'ron, Karoo r{ Me.u,rrlrrHcKr.rre Hyx,qfi
B C6OTBeTHaTa AspXaBa, Ca Ca.3I.alIIa CfleqliareH peA 3a OCUrlprBaHe Ha aocTLII 3a
HyxAaeur,rTe ce flarlueHTu qpe3 T.Hap. flporpaMra 3a HIJ4BptAya.JrcH aocTlrr.

C npea,roxenr.rre rercroBe ce pa3llIuprBar Bb3MoxHocrxre 3a .qfiartlocrl,IKa I,r nerreHae
Ha flaurreHTr4Te qpe3 pernaMeHTnpaHe Ea flpearrrrcBaHero, BHoca u fipr,maraHeTo Ha irnepreHHr{
neKapcrBenr4 npolyrTr.r, Kor4To HsMar r{3aaaeHo pa3perrreHr-re 3a )Trorpe6a. Cr:4ara ce
B63MOXHOCT, IIpfi [peIIeHKa Ha Me.qIIq]rHCKI.r C[eqIlaJILICT C [pE3HaTa CIIeUHt]JIHOCT IIO

npotprala na sa6orxranero, 3a oraenHr rarlueullr Aa 6r,le 3aJrBeH BHoc B crparrara u Aa 6:..ae
Ha3uarreHo u npoBeAerro JreqeHxe r.rJrr4 recrBaHe c aJrepreHHu rrpoAyrTr,r. flpe.unuN4a ce
ycnoBr.rrTa 3a BHoc E flpfineuaEeTo Ha TaKrrBa anepfeHrr aa ce ype.qa B [oa3aKoHoB aKT, c KoeTo

,4a ce rapaHrr4pa, qe Bl{ocar H H3rroJBBaHero r.rM B crpaHara npo.(6JrxaBa .qa 6r.{e noA
(oltTpona Ha KoM[eTeHTrIr,rTe aSpxaBHI.I opraHl], I(al(To s qe e ocbrqecTBeHa MaKcI,IMaJrHa

6aure:rsocr :a 6e3olacHocrra Ha fiaurrerrrr,rre.



flpegroxenure r.r3MeHeHE, n Ao[bJrHeHr4, rpx6ra ga pzBrrruprr Bb3MoxHocrr,rre 3a

ur6op npr.r JrerreHrae, I(aro eAnoBpeMerruo c roBa ce rapaHTr{pa Jrr{qnara orroBopHocr r,r

KoHTpon Ha neKap, xofiro Iqe Hoclt llrJrara orroBoprrocr 3a JreqeH[ero. I{elra e Aa ce.qaAar
noBeqe B63MoxHocrl,r 3a JreqeHr.re, B pe3ynrar Ha Koero Aa ce flocrrlnre no-erperrunHo JreqeHr.re

B Cnyqar,rTe, KoraTo JILIncBaT apyfH anTepHaTr.IBL 3a naqr{eHTr4Te.

Ilpe4ru4exo e, qe ocurypeHara Bb3MoxHocr 3a Aocrbfl ao anepreHHu rrpoayrcru HrMa

aa r.r3pa3xoABa ny6:ru.mr.r cpeAcrBa r,r Aa oK,Dlte eBeHTyanHo HeraruBHo BnHJrHlre Bbpxy
6ro4xerure B cr.rcreMara Ha 3ApaBeola3Barrero.

2. Ileln, Koxro ce [ocraBcr

flpeogo,rreaHero Ha rrrncara Ha HopMarHBeH MexaHH3rM, roirro 4a AaAe Br3MoxHocr Ha

Hyx,qaeu,lrre ce nauxeHTr.t Aa noJryr{ar gocrbn ao anepreHHn npoflyKru, 6es xouro rgxuoro
3ApaBocnoBHo cr,crorHHe Moxe ra 6t,qe nocraseuo e pucx. llpelocraB, ce Bb3MoxHocr Ha

MEAhIIHHCKI,ITE CNEU}IAflHCIH AA NPEqEH'BAT CTPOTO ],IHIHB}-I.qYII'THHTE TTD(IIH HA CBOI,ITC NAUHC}ITH I-I

qpe: aHr:rxHpaHe Ha rrquara uM orroBopHocr,[a Ha:Haqarar Heo6xoauMoro reqeHHe. fapaNrupar ce
cryqauTe, B KoHTo Aocrr,ntr Ao arepreHHH npoAytctn 3a recrBane r4 JreqeHHe uorar Aa 6r,aar
eaHHcTBeHaTa aJrTepHaTXBa 3a noBnHtBaHe 3apaBocnoBHoTo cr,cTorHHe Ha naqxeHTuTe.

3. Oqarnann pe3yJrrarn or nprrJrarauero na nonara ype46a

Oqarsa ce nperroxeHHilT MexaHx3r,M 3a rocr-bn Aa HaMzutH Texecr-ra ga sa6olsgangro u
piBBHT eTO Ha yCnOXHeHH' npH naU[eHTHTe, npH KOrrO He Ce noCTlrfa aIeKBaTHO JIeqeHHe AO TO3H

MoMerrr, KaKro H aa HaMantI eBelrDitrnHoro couHlulHo H3KlIorrBaHe Ha re3a nauHeHTr4. O6aerqagar ce
nauHeHTkTe H neKaplfre, B cj'tyqaHTe B KoHTo nocjleaHrre ca [pHHyIeHH aa TbpcrT aocTLII Io
Bt3MoxHo iteqeHue B vyx6nn4 Karo ce pzr3ruuprBa Bb3MoxHocrllre :a x:6op H cr,qeBpeMeHHo ce
rapaHTHpa Jrr{ncara Ha HerarHBeH e$err srpxy ny6.nNvuure cpe4crsa.

4, @nnanconn n Apyr[ cpeAcrBa, neo6xo.qnun 3a rrpxJrararrero xa xonara ypeg6a

Ilpoerrr,r ua am urMa orp{u(eHxe Brpxy 6ro4xeT nure cpeAcrBa Karo flpeABt,txla H3pr.tqHor qe

anepfeHHTe npoayrcTH 3a aHarHocTl{Ka HJrH neqeH[e, BHeceHu H nprnoxeHH no npeaBHAeHH, pea, He

Morar ra 6r,aar sarrlauaHu c rry6ruvul.r cpeacrBa.

5. Anarns :a cborBersrBf,ero c trpaBoro Ha Eaponeficrxx crro:

Ilpoerrur na 3H,{ He caAtpxa paanopea6n, TpaHcnoHHpaux aKroBe Ha Eeponeficxur ctros,
nopaA[ Koero He e flpnnoxeHa ra6rxqa :a croraercrBHe c npaBoro Ha Enpone{crnr cr,ros.
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TIPEABAPI'ITEJTHA OIIEHKA HA Bb3Af,I{CTBI{ETO

KBM npOeKTa Ea 3aKOH 3a rt3MeHeHIle ll AOnr,Jrrre[f,e Ha 3axoEa 3a ,.reKapcTBeHHTe
trpoayrflfi B xyMaHrraTa Mealur|Ha

Ocnoeanus 3a 3aKoHoAare,r[a BIruu[arrtBa

flpe4loxeuara 3axoHorarerHa HHHuHaTHBa e ocHoBaHa Ha craHoBulle ]r

nHtfopuaqnr, npeaocraBeHl or rrpeAcraBnTenu Ha 6r,,rrapcxure Mear.tuHHcKn cnerlHarJrHcru -
arepro;r03H. C npegocraoeHure AoKyMeHTn MeAHuhHcKrrre crreuuallucrn oqepraBar HyxaHTe
Ha 6r,rrapcxu-re:rexapu H Texecrra na npo6leua :a 6bJrrapcKhre [auuenrn. flpe4ocraaeHr.r ca
H npl,tMepH 3a 86Be.qeHHTe 3aKoHoaareJrHn peueHr..t, B rpyrr4.{T,pxaBH uleHrcr.r ua EC (HcnaHur
u Vratut).

Alnrrncrparxnna rexecr u crpyrffypnH rrpoMeHrf

C npoerra He ce cb3AaBa aAMHHlrc'rpar BHa rexecr, rosro e Heo6ocHoBaHa H

HenponopuHoHanHa Ha npeABHAeHara qel. [Ile rpr6aa ga 6r.4e ri:rorseuo H3MeHeHHe H

aonaJrHeHne Ha Hapeg6ara no v-n. 9, an. I or 3arona 3a JreKapcrBeHhre npoAyrrn B xyMaHHara
MEA'-ILI HA, C KOETO AA CE BGBEAAT YCJIOBH,I H PEA 3A BHOC 

'-I 
HA3HAqABAHE HA AI'AIHOCTHKA HNH

JIeqeHHe c a.nepfeHHri npoAyKTH, Kor,tTo HrMaT pzr3peureuue :a ynorpe6a.

BosAefi crnxe Bbpxy HopMarf, Blr,a.ra 6ana

llpoexrrr na 3H,{ He craapxa pa3nopeA6H, TpaHcnoHripauru arroBe Ha Esponeficrua
ci,ro3J nopaln Koero He e [pHnoxeHa ra6,rNqa :a cborBercrBr,re c flpaBoro Ha Espone crnr
Cl,lO3.

Panno rpernpane orltbpxaBara x 6a.naucnpano geMorpaQcKo pa3Brrrue

3aunrepecoraxr rpynn

3arononpoerrrr ce orHac, ao ae Hocrra Ha H3nbJrHrrerHa areHrru, no JrerapcrBara,
MeAnur.rHcKr.ire cneuniurlrcrrl t,t naqseHTn. 3auHrepecosanu crpaHr.r ca HAJI, aleprono:n,
nauneHfl4I-l narIHeHTcKa opfaHH3aIIItH,

Ana.nn: na pa:xo4x tr troJr3tl

flpoercrr,r Ha axr HrMa HeraruBeH etlem rrpxy pa3xoauTe sa 6rorxeruu cpeAcrBa.
ArepreHHure flpoayKTr.r, BHeceHrl H npHnoxeHn no [peABHAeHH, peA He Morar Aa 6t.qar
BKJrloqBaHn B rIo3urHBeH reKapcrBeH cnHcl K, cr,orBerHo 3amratrlaHl or 6ro.qxera ua
Hauroua.nHara 3apaBHoocHrypr-rrerHa Kaca HrH t{pe3 Apyru MexaHra3Mr{ 3a KoMneHcau[, Ha

pil:]xoAn, Korrro H3rroJr3Bar rry6nu.{HIr cpe.qcrBa.



3axononpoerrrr rqe raMa nor'toxnreJlHo et:AeficT sHe st pxy [auHeHTHTe, crpaAauH or
a:reptrr a pir:urHqeH flporl3xoa r{ rexecr xa sa6olraaHeto, Karo ce ocuryp{Ba HHrnBr.try,rneH

.qocTbn ao Bb3MoxHocT 3a JIeqeHIle, KotaTo H:tflHqHHTe Tepa[eBTHqHI-I aITepHaTHBH He Ca

noaxoA,rul ua6op Ha repanru HJrH ca H3qepnarlt caor eQerr. floloxurelHo gr:aeficrsre ue
HMa 14 Bbpxy MeaHIILHCKT{Te CneUHaJl}]CTH B CTpaHaT4 KOHTO rIIe no,[yqaT Aon]nHr.rrenHa
Br,3MoxHocr :a n:6op Ha AI{arHocrHqeH H TepaneBTuqeH noAxoA no orHoureH}Ie Ha rexHrre
NAUHEHTH.
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