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TIPEACEAATEJIfl HA
HAPOAHOTO CT,EPAHI,IE
r-}KA UBETA KAPAfl HLIEBA

yBAXABMA rOCIIOX(O II PEACEAATEJ'r,

Ha ocrrogarrrre u. 87, ar. I or Konclrrrl,uusra ua Penv6nuxa Er,lrapur u ut.76, at. I

or flpaoulrHrrra 3a oprarrlr3auxrra rr AefiHoc'rra na Hapo4Horo cr6pauue BHacqMe 3aKoHonpoeKT

3a Aonr,nHelrHe na 3axoua 3a 3apaBr{oro ocrrryprBaHe c MornBH K,t,M Hefo H rrpeABapnTenHa

oueHKa ra sr,sAeiicrBrrero.

Mo,rnv, :axononpoeK'r'r,i' Aa 6tr(e npeAcraRen 3a pa3rnexaane u rnacyBaHe cr,r:racHo
ycTaHoBeHH, pea.
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I'EIIY 6i1 II KA ELJ'If APHfI
HAPOAIIO C'1-,EI'}AHL{E

flpocxr!

(o6H., IB,6p.70orl998r.;r'.lnr.,6p.93H153or1998r..6p.62.65,61.69,110u113or1999
r.,6p. l rr 64 or 2000 r., 6p. 4l or 200l r., 6p. 1, 54. 74. 107,112.119 n 120or2002 r.,6p.8.50.
107 n 114 or 2003 r., 6p. 28. 38.49. 70. 85 u I I I or 2004 r.,6p. 39. 45.76.99,102, 103 u 105 or
2005 r., 6p. I 7, I 8, 30, 33, 34, 59, 80, 95 rr 105 or 2006 r., 6p. I I or 2007 r.; PeureHue J\! 3 Ha

Koucrrrryuuouu ux ct Aot'2007 r. - 6p.26 or 2007 r.; uru.,6p. 3l, 46,53,59, 97, 100 u II3 or
2007 r.,6p.37,71u I l0 or 2008 r.,6p.35,41, 42,93,99 u 101 or2009 r.,6p. 19, 26.43,49,58,
59,62,96,97,98u 100or2010r.,6p.9,60,99u l00or201l r.,6p.38,60,94, l0l u l02or
2012 r.,6p. 4, 15,20,23 t't 106 o'r 2013 r., 6p. I , 18, 35, 53, 54 r.t 107 or 2014 r.,6p. 12, 48, 54,
61,72,79,98 n 102 or 2015 n.; Peurenne J',1! 3 na KoncruryunoHHr.t, cr,4 or 2016 r. - 6p. 20 or
2016 r.;nzu.,6p. 98 or 2016 r.,6p. 85. 101 u 103 or2017 r..6p.7,17,30,40,77,92, 102 u 105
or 20l8 r.,6p.24,99 r.r l0l or 2019 r. n 6p.54,67 n 103 or2020 r.)

$ 1. Cr,r,1aaa ce .ur. 70a:

,,tll. 70a. (l) Koulpomr no rrpunaraHero lra MexaHr3rua, rapaHrnpau npeABHAHMocr H

ycroiirunoc'r ria 6ro,rpKe'ra Ha l-l3OK no q,r. 45. al. 3 l, ce ocbulecrBrBa or Mr4uncr-bpa Ha

3ApaBeona3Barrero qpe3 n;raHoBr.r n BHe3anHrr npoBepKr.t u rro rroBoA noAaAeHH xa.n6n. flraHos
[pOBepKH Ce U3Bl,pUIBa'r He nO-MaJIKo OT BeAll6)K fO.{htlHO.

(2) I(ourpolr,r tto al. I ce octuecrRrBa or Kor\,ruolr, Ha3HaqeHa o'r Mr*rHcrtpa Ha

3.npaBeona3BaHero, Kofl1o BKJrtoqBa ABaMa npelcraBrrrern Ha Mlruncrepcraoro tra

3ApaBeo[a3BaHero, ABa]\{a [peacraBHTeJIa sa Cuernara narara, ABaMa rrpeAcraBnTenu Ha

HauaouarHara areHurs 3a npHxoAxre H ABa[la npe'AcraBrrrelrlr Ha Haquoua,runs cbBer no ueHH
u peuu6ypcupaHe rra ,'rekapcrBelrure rrpoAyKru. flpe4ce4arer Ha KoMucurrra e eAHH or
I]pe.qcTaBr{TenHTe Ha cMeTHaTa naJtaTa.

(3) flpn rreo6xoAriMocr B KoMpruirra no an.2 rroxe Aa 6t4ar npuareveHu Bl,HurHH

eKcnepTH, KoHTo np[TexaBar HayqHH no3HaHI.t, H npaKTHqecKU onnt s o6racrra ua
r'reKapcrBeHHTe npo.lyKrH ulunl sa ny6ruvHure Quuaucu.

(4) tlpn ocbulecrBrBaHe Ha KoHrpor'rHnre cu rlyHxquu H 3a ycraHoBrBaHe HaqHHa Ha

lprnaraHe Ha MexaHH3Ma 3a npeaBHAn^rocr n l,crorivHnocr Ha 6roAxera Ha H3OK H Ha

MeroAr4Kara 3a npnraraHero My H c'l,orBercrBHero utu c AeficrBauloro 3aKoHoAarencrBo orHocHo
cna3BaHe npaBara Ha nau[eHTHTe H Ha cronaHcKHre cy6errr B o6nacrra Ha reKapcrBeHHTe

npoIyKTr.i KoMucHrra fio an.2 AMa npaBo aa H3[rcKBa, c66!rpa, npoBeprBa H [onyqaBa aocTl,n ao:
L rtpnoecru, rlruuaHcorn Hnu Apyrn AoKyl{erlrn, KHUxa H HootreJIH Ha uHrfopuaqu.n;
2. opuruvatuu unu 3aBepeHlt Konufl Ha aoKyMeHTH, AaHHH, cBeaeHhr, KHLlxa, cnpaBKH

u ApyrH Hocnreru Ha rHQopltaqur;
3. aaaepeHlr pa3neqarr(H Ha AaHHH or rexHHqecxlt HocuTerlz;

3AKOH
3! Aon6Jrrrcrure rra 3axoua 3a sApnBrro'ro ocrrrypqBarre



4. aorouar rrlrparru u r r(loplraqltolr llrl crrcrei\'ln, npoAyKTl.r u.t!i apxHBtr, Koraro
c'r6lrparrero, o6pa6orrara n clxparrrBat te't o Ha lrurloltuartrrlra ce n3Bi,puBa rto.r'o3[r Haru.rrr.

(5) I(olrxcrrrra no ar. 2 u3rrcxBa or npoBep, Bar{t.rre n}lua npelocraBrlre Ha

AoKylreHTaurrflra, Aitrrrnre rr rr r rrlroltlra qltr ra no a,r. 4 n onpegereH or rre, cpoK.
(6) Ilartr{orarHa'ra 3Apa BHoocriryplrrenHa Kaca e Arr}KHa Aa oKaxe nr,luo ctgericrsue ua

Koi\racrrrra no a,t. 2 lr Aa ocrrrypll II.bJleH ll rrprK AocTbn Ao tr3ucKarrrtre AoKyMeHTauHr, AaHHH H
HHQopNrauur no an.4, He3aBl.rul\ro o'r r].roplrara Ha AoKyt\reHrarlutra, gannnre wlnnt
H HdlopN, arIHrra.

(7) t{neuooere rra KoMucusra no al. 2 t.l eKcrrepr}tre no al. 3 ca Anbxnlt Aa He pa3fnacrBar
nu(lopuaqtrr, AaHlttt. 4)aKTrr r{ o6croqrercrga! crarraJrH Hr\r H3BecrHH npn rr.rrH rro noBoA
ocbu{ecrBqBaHe Ha leiiHocrra rrN,r, ocBeH Kotaro roBa e npeABlrAeHo cr,c 3ar(oH. 9reHoeere Ha

KoNt,clrrra rr eKcneprnre nollnucBar AcK;rapaun, no o6pa:eq, yrB'bpAeH or NlHHllc'rbpa Ha

3ApaBeona3BaHeTo.
(8) KonrHcnrra no ar. 2 Hrrolsq AoxnaA.c,o t\.,grtncrl,pa Ha 3ApaBeona3Bauero a cpox 4o l4

AHU or npuKntoqBaHero IIa npoBepKara no ar. l, xo ro cr1r,pxa aclr.tt<H tlaxrn !r o6croqrercrga,
ycTarioBeHH no BpeN,re lra [poBepKaTa, KaKTo a rrpenopbKH H rrpeAjroxeHH, B,t,B Bp'r,3Ka c
rrpHJrarar{ero Ha MexaHH3Ma, rapaurupau npeABuAuMocr u ycroiiul.roocr ua 6rc,4Nera Ha I-I3OK
no un. 45, an. 3l n Ha MeroAHKa'ra 3a npuJrarar{ero lry. 3a qelure Ha AoKnaAa ce H3Br,puBa 14

nocreABaura oueHKa na ar,t4eiicralrero na npHrarallero Ha NtexaHl.{3Ma 3a npeABnAtrMocr H

ycroiiqliBocr rra 6roAxc'ra Ha I-I3OK H rra NreroAuKa'ra 3a [punaraHero My, KaKro rr arrarH3 Ha

c'boTBeTcTBHe'ro uM c AeiicTBal[(oTo 3ar(oHoAaTeJIcTBo oTHoclto cna3BaHe npaBaTa r]a nautieHTuTe
u Ha cronaHoKrrre cy6erlu s o6lracr-ra ria ncKapcrBeHnre rrpoAyKTH.

(9) flor"rra,qrr no a.n. 8 ce ny6lrrryaa Ha urrrepHer crpaHuqara Ha Mnuncrepcraoro rra

3.qpaBcona3Bar teTo B cpoK I'lo 1pt4 aH or H3forBrHero r\{y.

(10) Br: ocHoBa rra AoKJraAa no a,r. 8 uuurrc'n pbr Ha 3ApaBeona3BaHero Mo)Kc Aa orrrpaBu
npeAnoxeH[e Jlo HaA3opH ,l cbBer Ha II3OK ra rr3MeHeHHe H/uru gonr,,rueHHe Ha MexallH3Nra,

rapaHrupau [peABuAHMocr u yc'rofiuunocr Ha 6tolxera sa H3OK no qn. 45, a,r. 3l r,l Ha

MeroaHKaTa ja npHnatalleTo r\ty."

IIpcroTlrru rr tiltrjrrorrn le.'rrrrr 1taruopc,16rr

$ 2. (l) tlo r43KlrrotreHHe npe: 2021 r. npH o6rBeHo n3BbHpeaHo noJroxeHHe flopaArl enHAeMfiqHo
pa3npoc'rpaHeHHe Ha 3apa3HH 6orecru no qn. 61, ar. I u.ru 3 or 3axoua 3a 3ApaBero l,r'.rttr fipl,/,

o6reeua nrrrupeaHa enHAeMHqHa o6craHoBKa nopaaH enHAeMu!,Ho pa3npocrpaHeHue Ha 3apa3Ha

6orecr no qn. 61, an. I or 3aroua 3a 3apaBero, MexaHrr3Mbr no v:r. 45, an. 3 I He ce npHnara 3a

neKapcTBeHHTe npoAyKTl.r, rronyqeHH oT rroBe[rKa njra3Ma ui]H or qoBeuKa Kp]B-
H MyHorno6yrr.rHn, BKnloqeHH B no3HTl.rBnLL JIeKapcrBeH cIIHcbK no q.262, ast. 6, r. I u 2 or
3aroua :a ,rerapcrBeHHTe npoAyKTH B xyMaHHara N{eAIr(uHa, 3anJIaluaHH or H3OK:

l. Hantluo ttra qacrHrrHo 3a AoMauHo ireqeHlre Ha rep ropllrra Ha crpaHara;
2. s 6orH,rqHara MeAuulltcKa noMoul I,I3BT,H crofiHocr-ra Ha oxa3BaHHTe MeAnqxHcKt

ycJryrn.
(2) Paanopea6ara Ha a.fl. I ce rrpunara ao orMrlrara Ha u3BtHpeaHoro nonoxeHHe, cborBerHo

Ha H3Bt,HpeAHara errHAeMuqHa o6craHogxa.

$ 3. B 3aroHa 3a 3apaBero (o6H., AB, 6p. 70 or 2004 r., H3lI. u son., 6p. 46,76,85,88, 94 u 103

or 2005 r., 6p. I 8, 30, 34, 59, 71,75, 80, 8 I , 95 u 102 or 2006 r., 6p. 3 1, 4 I , 46, 53, 59, 82 u 95

o't2007r.,6p. 13,102u110or2008r.,6p.36,41,14,82,93,99u101 or2009r.,6p.41,42,50,



59.62,98 x 100 or 2010 r., 6p. 8, 9, 45 rr 60 or 201 I r..6p. 38,40. 54,60, 82. l0l u l02or2012
r.,6p. 15,30,66,68,99, l04rr 106or2013r.,6p. 1.98rr 107or2014r.,6p.9,72.80x l02or
2015 r., 6p. 17,27,98 u 103 or 2016 r.,6p. 58. 85 u 102 or 2017 r.,6p. 18,77,91,98 rr 102 or
2018 r. 6p. 24,58,99 rj l0l or 2019 r.. 6p. 23,28,34.44,67,103. 105 a I l0 or 2020 r.) a u,r.

28r, a* 4 cneA Ayi\ru're,,npeABl,AeHo B" ce Ao6aB, .,Hape46ala rlo an. 6 nu BApyr'.

$ {. Mrrurtcrtprr Ha 3apaBeona3Ba}rero Ha3lrar{aaa nr,pBara nJraHoaa npoBepKa no un. 70a, al. I

B CpOK AO ABa NreCeUa OT BIH3aHeTO B CHna Ha TO3ll 3aKOH.

$ 5. 3arcorrr,r BrH3a B crra or aeH, Ha o6HapoABaHero ny r ..!r,pNareu Bec'rHur(".
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MOTI,IBI{
Kr,ilr 3aKoltoltlrocK'I t 3a AorIr,Jrrreflrre rra 3itKorril 3a 3IpilBrroTo ocrrryprrBaHe

C npegnararro'r'o /lon6Jurer{He a 3arorra 3a 3r'lpaB}toro octrryprBaue (33O) ce qe.rrrr

3anbJlBaHe Ha c'buecrByBaulara HopNlarltBrra npa3rrora no orHoUtcfllre leiiuocrra ua
FIaqraoHa,rHara 3ApaBr roocri r)'prrreJ,rHa Kaca (tl30K) npu npHnararrero na NtexaHH3r\,ra,

lapanrnpaq npeAB]rAnr\,locr u vcroi:iqlreocr rra 6roA;xera rra H3OK no .r,r. 45, a-'r. 3l or 33O u

MeloAnKara 3a np,traraHero uy r orroBal)r nl r reo6ro]lrnrocrra or cb3aaBanero Ha npaBrra
ype,46a:a ocr,rqecrB,Bane ua e(lerrr'raerr Konrpol R'r,pxy'ra3rr Tleriuocr.

C'sn,racHo un. 14, an. I or 3arcoHa 3a rexapcrBeHure npoAyKrrr B xyl{aHr.rara MeAH(uHa
.rreKapcrBeHara norHTIrKa e qacr o't Al,p)KaBHara 3ApaBrra [o,'rHTHKa B Peny6[HKa Br,lrapur u ce
oc't ulecrBrBa or r\IuHHcrl,pa na 3ApaBeona3tsar reto. B raau Bpt3Ka, ce npeAnafa KoHTponbr rro

npliJIaIaHeTo Ha MexaHIt3Ma Aa ce oclulecTBrRa r'rMerro oT NTHHHcT'r,pa Ha 3ApaBeorIa3BaHeTo, qpe3

n;rarroBH H BHe3arrHH npoBcpKr, Kor.rro ure ce u3Bl,puBar o'f lra3Haqerra or Hero rovucux. flopa4lt
ueo6xolnvoc't'ta or nplrJlaraHe ua ilrynruAl.rculrnnu HapeH oaxoA np14 ocr,ulecrBrBaHero Ha

KOH',rpOna ce [peaBHxaa cbcTaBbT Ha KoMHcB,,ra aa BKnroqBa npeacTaBHTenH Ha

Muuucrepcraoro Ha 3,tlpaBeona3BaHero, CMerrrara narara, I{aquouarHara areHrlrr, 3a npnxoAHTe
H l-laquoua,ruur crrBer no qeHu n peul,r6ypcHpane rra JreKapcrBerrHre npoayxrH.

flo4po6Ho ce pa3rrucBar [paBoMor(nlra na KoN,l.icDrra npu octulecrBrBaHe Ha

KolrrponHHTe ft {lyrlxunu, KaKTo H 3aA'r,n)KeHHelo 3a rr3ro'rBrlre lra AoKna,q Ao N,rHrlrcrr,pa Ha

3ApaBeona3BaHero n l4-.4ueoeu cpoK or nplr KJr lorr Banero Ha ua3rraqeIrala IrpoBepKara. flpeg,rara
ce AoKnaAbr ga ce ny6,rlrryBa Ha rrHTeplrer crparrurua'ta tta Mr*ruclepcrBoro Ha

3/tpaBeona3BaHero c ue,r noc'ruraHe xa ny6rr.r,ruocr !r npo3paqrrocr Ha AefiHocrra na H3OK no
np naraHero Ha MexaHu3t\,{a lr rra KoHTpo.qHa ra l(eiiHoc r Ha KoMtrcu,r'ra.

flpeAsuN4a ce npaBHa BB3r\{o)r(HocT, B'r,3 ocHoBa Ha }r3foTBeHug oT Ko[.,HcHqTa AoKJ'Iaa,

MHHraCTr,psT Ha 3ApaBeOna3BaHeTO Aa NrOX(e Aa OrnpaB' fipe[OprKH AO HaA3OpHHq C]BeT Ha H3OK
3a H3MeHeHr.le ,r/HnH AonbnneHl4e Ha MexaHr3Nra no v,r. 45, an. 3l or 33O u ra [4eroanKara 3a

npunaraHeTo My.

C $ 2 or npexoArrure a 3axJrrorulrerHn're pa:nopeg6n Ha 3aKononpoeKra ce npeAna.a no
H3x,'rroqeHrre npel 2021 r. npu o6rBerro r3BlHpe,auo noloxeuHe HJIH o6rBeHa H3Bl,HpeaHa

enltAeMttqHa o6craHoBKa nopaarr errHAeMHrruo pa3npocrpaueHHe ua sapa:Ha 6o.lecr,
neKapcTBeHI4Te npoayKTlt, noryrreHH ol qoBeuKa rrra3r\ra uJrH oT qoBeuKa KpbB-

H MyHofno6ynraHrr, Aa Moxe Aa 6r,Aar [3KirrorreH].r or o6xBara Ha MexaHH3Ma, fapaHrupaul
npel(BHAHt\tocr H ycroi"rqHBocr Ha 6rcAxera Ha H3OK no qn. 45, an. 3l or 3axosa ga 3ApaBHoro

ocHrypqBaHe.

JlerapcreeHure npoAyKTrr, floryqeHu or rroBerxKa nra3rvra lrjlll o'r qoBe[Ka KpT,B ca

JIeKapcTBeHH npOAyKTH, npOu3BeAeHu OT qOBeuIKll KpITBHI'I CbCTaBKH qpe3 MeTOA, BKnrOqBaUl

npoMHUneH npouec. K1,M Trx ce oTHacrT an6yNr H, uuyuorro6yruuH, KoafynHpalllH $arropu r.l

aHTrrnpoTea3H, pa3rBoplr Ha nra3r\reHu nporeHHH, apyfH nna3MeHu $parultt'l HnH Kotu6uHall,HH oT

Trx.

Ilexapcreeuure npoayKTH, KoHTo cbar,pxar rlt'tyHorno6yn HHH, ocHrypqBar HyxHoro

KOnHqecTBO HMyHOrJro6ynHHOBt{ MOneKynH- KOHrO IIHpKyntipaT B qoBeuKaTa KpbB H npeana3Bar

xopara oT HaBrH3aHero Ha HHoeKuHo3HH areHru. Ilptt naulteHrH c nbpBHtltlH Hi\'lyHHH aeol'luHTH

u AeQuqrrr Ha uMyHorno6ynuHll, 3aNtecrHreJlHara'repanl4, ctc cy6KyraHeH ull,l HHrpaBeHo3eH



l.I MyHorlro6ynHH e xlrBoToc[ac,BaUa.'l] I.rnr rapirHTupa noB]ruerro KarrecTBo Ha i+ifiBoT, Ho cbulo
r.r r\,{ rrH rr\., ajlrr3rrpa pHcKa oT rrec'r-H, ynoplt'r}r, peLUtA}tBltpauI I r r rd)cKr(r{ r.r. B vc:tosrrqra ua
enlrAeN,Hrra, nput*rrreHa or KopoHaBupvcuara rrutferqur SAITS-CoV-2, plrcKr,r 3a Hacr,srrBaHe
Ha ycJlo)KlteHnr, [o-TexKo nporrrrralre uA :a6oirsearri]ro n ,[opr.t re'raJrerr n3xoA npu re3H
flauneHT!'t e no-BrrcoK. f[ocouerrllre neKapcrBeuu rrpoa)1r(Trr ce nptrrarar Ir npu nr.iqa c
orrKoJlorurtHH 3a6onrrBaHlrr. c xeMa roJtoftirtt t. aBl'o]t i\'{ vH I.l tr lr cen r q r tti :a6orqsaHlrq.

E4HHurT or npunaraHlrre JreKapcrBeHl npoa),KTt.r e earrHctBeHlirr Ha nit3apa a Er,.nraprrr,
rofiro ocurypraa paBHoMepHo IrfiBo Ha tnryrrouo6y.[rrulrre B Kp'br]Ta, npHnata ce B AoltauHH
),c,roB!r, lt no3BorrrBa Ha nauneHTlrre Aa n3B'[,pruBar rexHlrre c,ryrre6rrrr rr Ap]/ft.r 3aArrxeHt.t, H

NOBIIUABA KAqECTBOTO I]N,I HA XHIJOT.

CneAsa Aa ce uj\ra npeaBrra. lte ropenocoqeHr.rre neKallc'l BcHH npolyKTtr ce npl{natar }i npH
auHeHTu, HyxAaer.(u ce oT cnel Ha r-pHxa B IlHTeH3ltBr{rrTe oTAeJreH}.tr, a ToBa e oT

rr3KJlotrH'rerHa BaxHocr u Br,B Bpr,3Ka c cnnae[,,rrflra or KopoHaanpycrrara uH(lexqar SARS-CoV-
2. Ha,rnue ca aaHHu 3a H3noJr3Bane Ha r.rnrpaBeHo3eH uuyHor,ro6y.nnH c go6tp erlrexr npu
nauneHrH c COVID-19.

flpcl noclegHlrre foAuuu utuyuotro6yn HHure ca o6err ua noBtruerro tbpceHe, Koero B

KoM6uuaqH, c ItaMaJIeHnre cypoBrrHH 3a npou3BoAcrBoro HM e [peAnocraBKa 3a HeAocrHt Ha

narapa. B ra3u Bp63Ka pa3xoAnre ia cyl)oBuHH, HanpuMep qoBeurKa Kpr,Bua nna3r\{a, ca
3HaqHTeJrHO yBeIHqeHH nOpaAH HapaCTBantOTO 3annaUIaHe Ha AOllopllTe U nOBHrUeHnTe MepKH 3a

6c:onacttocr. Karo ce HMar npeaBHA H ycnoBrrrra, nprrqlrHerrlt or lracroruara naHAeMlrr,
rropoAeHa or KopoHaBHpycuara rrrrtllerrqun, B'b3MoxHoclrire 3a npoH3BoAcrBo ca 3HaqnreJ'rHo
orpaHH(reHu.

JlexapcraeHure npoayxrl..r, nonylreHr.r or qoBeuxa rrJra3Ma ,tJrH or qoBeuKa Kp'bB -
t MyHorno6ynuHu ca BKnroqerrH a flpuroxenne Nl I x l-lpn,roxeriue N9 2 lra flo:uruoHa.s
Jrer(apcrBeH cnuctK !.r ce pelru6ypcupar or H3OK 3a AoMauruo Jteqeti e na reprropr{flra Ha

crpaHara ri s 6orHuvHara MeAut(lrHcKa noMot.u, l43B6u croi'rrocr-ra rra oxa3aaHrrre MeAHrlHHcKl.t

ycnyrr.r. 3a 4a 6r,Aar 3arrJrauaHu c ny6,rn,rnn cpe4crBa, re3u reKapcrBerrH rrpoayKrH ca o6xBaHartr
or MexaHH3Ma rro ,rJr. 45, an. 3 I or 3axorra ']a :rpaBHoro ocuryprBane, rapalrrrparu npeaBuAHMocr
z ycro .rueocr na 6rcgxera Ha H3OK. Ct,r,nacuo Me.xaHH3Ma flparexarcJrure rja pa3peueHn, 3a

ynorpe6a Ha re3u JIeKapcrBeHu npoAyKrH ca 3aAbJrxeHrr Aa Bb3crauoBrBar Ha H3OK
HaAJurMl.rrHHTe pa3xoAu 3a rrx. C oue.( r,a roBa, qe ueHrrre lra neKapcrBerlHTe npoAyKru or
qoBeurKa nJra3Ma HJlr, oT qoBeuKa t(p6B - r.rNlyHorno6y,rH ur.r ca Hafi-uucxriTe B EBpona, npH

npl.rJraraHero Ha MexaHu3Ma, rapaHTupaul npeABHArr\{ocr x ycroiivueocr Ha 6roAxera Ha H3OK,
ueHHre Ha re3u npoAyKTh ule naAHar noA pa3xoAHre 3a npoH3BoAcrBoro HM. 3a nprrTexaTenMTe

Ha pa3peueHH, 3a ynorpe6a Ha re3u nexapcrBeHu npoAyKrH ocraBaHeTo Ha 66nmpcKH, na3ap e

c TeHAeHTIH' Ha HeaTpaKTHBHOCT H lrKOlroNlUqeCl(a Herr3rOAHOCT.

I4gx.nro.reaHero Ha HMyHorno6y;rHrrHTe or o6xeara Ha MexaHu3Ma, rapaHTupaul
npeABHAr,rMocr u ycrofiriuBocr Ha 6roAxera Ha H3OK, flpea 2021 r. 3a neplroAa Ha o6rBeHo
H3BtHpeAHO norOrxeHrre HnH 06rBeHa U3B6HpeAHa ent,tAeMHqHa o6craHoBKa nopaAI{ enl4AeMr'IqHo

pa3npocrpaHeHr.re Ha 3apa3Ha 6o.necr, ce npeAnara c uen cb3.rlaBaHe Ha npeAnocraBKH 3a

3aAOBOJrrBaHe Ha nOTpe6HOCTHTe Ha naLlBeHTr'rTe OT Te3H JIeKapcrBeHH npoAyKrlr, oco6eHo B

ycnoxHeHaTa o6cTaHoBKa nopaaH pa3BlrTHeTo Ha cBeToBHara [aH,qeM , oT covlD-19.

llo rosu HaquH ce rrenu aa ce cMeKqH HarucKa B6pxy npeAJlaraHero Ha HMyHouIo6ynHHH

Ha 6BnrapcKra, na3ap, qpe3 Koero Aa ce npeaorBparr ,t3TerrrlHero HM or flo3ltrllBHIl, J'leKapcrBeH



cnrtclK lr oT 4)ap raqeB'n1qHltfl na3ap y rrac. fnaB aTa ueJI e /la ce 3ana3u cTa6unHoTo npeanafaHe
Ha 'fe3Ii xrrBoTocnaclBauti neKcpc rBer{tl npoA),K' l 3a orrepTarrHTe cHnHo yr3Blt]\,rri fpynu
naUlteHTH, oco6eHo B ycnoBIlflla Ita Haclorula'ra naHAeruIIr lo Kl) 3a.

flpel,raranoro AonbrHerrHe s 3aKoHa 3a 3ApaBero ce Hairara nopaAu Koucrarnparla
Heo6xoAtrrrocr or Aopa3BHBaHe na c'bA't,p)KaH trero Ha noa3aKoHoBlt, ltopMat'rrBeH aKT, rt3AaBaH or
MHuHcrbpa Ha 3ApaBeona3Balrero, c xoi:iro ce onpelenrr ),cnoBltgTa t{ peAr,r 3a BoAeHe Ha

perrrclpnre, n H(toplraquou tr ttrc 6a3n or AaHH[r rr cucreN{lr. BKJuoqeHlt s HaqnoHa,rHara
:r.tpanuoH ntloplrauuoHlra cltcrelia, Bn,[LT Ha BKJuotrBaHara rrHt[oplraqxr, HatrnHr,T. ycroBnqra lr
peAbr 3a rrpeAocraBflHero t't. flo ro3lt HaqnH ce uenlr Ha noa3aKoHoBo rlnBo 3a scHora H yAo6crBo

Aa 6r,ae nocrurHaro xo4udrrqnparre Ha petlrcrprTe, nurlroplraquoH urrre 6a:rr or AaHHrr lt
clrc'reN{n. KoHTo c,,IeABa Aa 6r,Aar rrH KoprroprpaHrr B HaqrroHanHala 3ApaBr.rorrHQopr.raqrroHHa
ct4c'rcNtil lt,[a ce Bo,tl,IT KaTo qacT o.r Her.

flo'rosu HaqHH ce cb3aaBa lr rreo6xoAlruoro npaBHo ocltoBaHlte 3a 6laeruo BKJrroqBaHe Ha

KoHxperlrr 6a:u or AaHsrr Karo qacr or Flaqlroua.nlrata :4paauoun(ropMaunoHlra cHcreMa nph
B'l,3HHKHaJIa Heo6xoAHMocr or raKoBa, [peABr{A A}IIraMuKara B o6lqecrBeHHTe orHorrreHrrs B

o6racrra Ha 3apaBeona3BaHero, nport.rrtatu , noHacrorrueNr nportec rro H3rpax(AaHe Ha

HaqnoHa,tuara t4paanouHrlopuaqrroHHa crrcrer\,{a lt npeAcroru(oro ii uagrpaxgaHe.

3axoxonpoexrr,r He e cBbp3ar{ c Br,uexAane ra l{3trcKBarr}L IIit npaBoro rta Eeponeficrul
c6to3.
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uPEArlApt.lTEJII IA OtlErr I(A IIA IlT,:]/IEiiCTIILIE'I'O
Hr 3nKoflorr pocK'tll :]il ilolI'r,.r rc rrc tI:l SaKorr:l 3, llll)aBtlo't o ocrrr ypflBtrre

I. OcuonaHrrq 3a 3aKolroAalc.uHa IttllturrilrnBa
C npe4larauoro aonbrlreHHe B 3aroHa sa:gpatnoro ocllryprtlilte (33O) ce uenlt 3arrbr'rBaHe

Ha c'L,uecrByBauara HopN,artrBrla npa3Ho'ra no orr.{oueHrre leitrtoctra ua Haqlroualuata
3IpaBHoocHrypHre,r ua xaca (fl3OK) npl.r npuJlarallero rra N{exaH}t3r!ia, rapaHrHpaul
npeABHAHllocr u ycT ori.ruaocr Ha 6roAxera ua l.l3OK no .r.u. .15, ail. 3l or 33O lr uero4rrrara :a
npHnaraHero Nly H orroBap, Ha Heo6xoglrtroorra or cir3Aar.]arrero rra npaona ype16a sa
ocr,u-(ecrBrBaHe Ha e(terrrmeH KoHlpon Bbpx), Ta3tr 4elitrocr'.

Ctr.nacno qn. 14, an. I or 3arona 3a .rtexapcrBcnlrc npoayKTH B \yt\{aHrrara t\{eauurrHa
neKapcrBeHara noirlrrHKa e qacr or A1,px(aBr{ara 3gpaona norrrrul(il B Pe[y6nrrKa Et,rraprr u ce
ocbulecrBrBa or Nlt.rHHclbpa Ha 3ApaBeotrzr3Barret o. B ta:tr Bpr,3Ka, ce npeAnara KoHTpo]lr,T no
IIpHnaraHeTO Ha I\{exaHH3Ma Aa Ce OC.t'UleC1'BrBa HI\lcllo ol ltlllH}Ic'rtpa lta 3ApaBeOI]a3BaHeTO, qpe3

nJIaHoBH LI BHe3anHLI npoBepKH, Kor.rro ure ce u3Rt,purBar or ria3Haqeua or nefo Kolllcltr. flopagn
Heo6xoauMocrra or npnraraue Ha NryJlrltAucunrr.Jr lrlraperr no&\oA npu octulecrBrBaHero Ha

KOHTpOna Ce npeABHXAa CbCTaBbT Ha Ko[fltc]trTa Aa BKnrOqBa npeAcTaBHTenH Ha

Mlruuctepcrooro Ha 3ApaBeona3Baucro. Cueruata rtalata, HaqlrouanHara areHunl 3a
rrpHxo,[lrre lr Haquonaruur c],Ber no ueuu H peuu6ypcupaHe rra nerapc'rBeltHTe npo.qyKrH.

flo.qpo6rro ce pa:nHcBar npaBoMoulHr ra ua KoMHcrirra nptr ocbulecrBrBaHe Ha (oHTponHHTe

ii $yurcquu, KaKro H 3aA'bJ,rxeHlrero 3a ,r3ro-lBrHe rra AoKJraA Ao Mllracrrpa Ha 3ApaBeona3BaHero
e l4-AHeeeH cpoK o'r fipr4rnroqBarrero ra lrajHaqenara npoBepKara. llpelrara ce aoKnaAar Aa ce
ny6nliKyBa a BHTepHe'r c'IpaHt{ttara Ha MurrHcrepcTnoro Ha 3ApaBcona3Baltero c ueJr nocrHrarre
na ny6lrruuocr H npo3paqHocr Ha gefirroct-ra Ha H3OK no npunararre'ro lra MexaHn3Ma H lra
KOHTpOnHaTa Aefi HOCT Ha KOM HCr{sTa.

flpeAellNAa ce npaBHa B63MoxHocr, Bb3 ocHoBa Ha H3rorBelrH, or KoMHcHgra AoKraa,
M H H LrCT.t,pI,T Ha 3ApaBeOna3BaHeTO Aa MOXe Aa OrnpaB' npenopbxH AO rraA3oprrHrr C'bBeT IIa
H3OK:a HsNaeHeHHe H/[nH AonbJrHeHBe Ha MexaHfi3 ra no qJr. 45, a,1. 3l or 33O n Ha MeroAuKara
3a npuJrafaHeTo My.

C $ 2 or npexoAHuTe H 3axJrorrnrern l-r're pa:nope16x rra 3aKoHo[poeKTa ce npeAnara no
H3Krroqeaue npez 2021 r. npu o6reeHo H3Br,upeauo noroxenHe nnu o6rBeHa u3BbHpeAHa

enr.raeMHqHa o6craHoBxa nopaar.r eIuaenrlrrruo pa3npocrpaHeHne Ha 3apa3Ha 6onecr,
neKapCTBeHltTe npOAyKTll, [OJ'IyrIeH]l OT qOBe[IXa nJIa3Ma HJIH OT qOBeLI]Ka Kp6B-

LrMyHOfJrO6ynHHr.r, Aa MOXe Aa 6bAar r'r3KJrroqeHH or o6xBara Ha MexaHH3Ma, napaHThpaul
flpeABHAHMOCT t4 yCTOfiqUBOCI Ha 6rcAxera Ha H3OK nO qr. 45, a,!. 3l Or 3axOua:a 3ApaBHOrO

oct.rryprBaHe.

Jlerapcreeuure npoAyKr[, nonyqeHa or troBeuKa nra3Ma UJIII or qoBeuiKa Kp'bB ca

JIeKapcrBeHH IIpoAyKru, npoH3BeaeHH oT qoBeuKH KpLEHH cl,craBK qpe3 MeToI, BKJI[oqBal!

npoMr{lUneH npoqec. Kr,M Trx ce oTlracrT an6yMHH. HrvryHorno6ynH H}.r, KoarynHpaulH <[ax'ropu ll
aHTnnpoTea3H, pa3TBopn Ha nJra3MeHa nporeHHH, Apyfu nna3MeHH (lpar<r1un hJIII KoM6HHauIjH

oT T.qx.

Jlerapcmeunre npoAyKTr-r. KoHTo c6A6pxar HMyHorno6ynuHu, ocuryprBar Hy)t(Horo

KOnHqecTBO HMyHOrJro6ynr.rHOBH MOJIeKynU. KOUrO qHpKynHpaT B qOBeuIKara Kp'bB LI npeana3BaT



xopara or HaBJIn3aHero Ha IjH(beKulio3trx arcHTu. flpr'r naqneu'lrr c flbpBrrqHu rrlryulrrr getfuqrtrrr
z Ae4ltlUu'r Ha rlMyHorno6ynlllrH. 3aMec'r I cr'rHa'ra repanrn c'sc cy6xyraHeH ujrfi r.rHTpaBeHo3eH
I.rm ynortto6y,rltH e xHBoTocnacrBal,Ita. Tq ]tN,t rapaHTtlpa IIoB! reHo KaqecTBo Ha xHBor, IIo cb[to
lr NrHlrHManH3upa pHcra or qecr, ynopHrH, peuHAuBHpaqlt Hurlexqulr. B yclonurra na
enHAcMlrflra, npnrll.tHer{a or Kopor{aBHpycrrara r.ru$exqur SARS-CoV-2, pncK'br 3a HacrbnBaHe
lla ycrroxHeHHr, rro-TexKo npotuqaHe Ha 3a6onrBaHero rr loplt rerareH Ll3xoa npu Te3H

narlrreHTlt e no-BHcoK. flocoqesxre Jle(apcrBeHu rrpoayKlu ce npt.rJ'Iatar n npn nHrla c
oHKor'lontqHtt 3a6or.qBaHus. c xeN{arororuqu ! aBTot{r\lyHnrr n cenrnrlHrl 3a6onrBaHHr.

EArrHrrqr or rrpHnaraHnTe JreKapcrBeHn rrpoAyKTu e eAaucrBeHHrr Ha na3apa a Br,lrapnr,
xoii'ro ocuryprra paBHoMepHo HHBo Ha hMyHorno6ynrrHure B Kpl,Bra, np Jrara ce B AoMauHt{
ycnoBrr{ H rro3BorqBa Ha nauueH'I'HTe Aa lt3Bl,puBar rexurlre clyxe6rru H Apyn{ 3aabn){eHurr H

NOBI'IIIIABA KATIECTBOTO HM HA }KHBOT.

C.negna 4a ce uMa npeAarrA, qe ropefiocotleHure JrerapcrBenn flpoAyKrH ce npunarar n npn
nauHeHTn, HyxAaeqH ce oT cneurHa rpllxa B UHTeH3HBHHTe oTAeJ'teHur, a ToBa e OT

rr3K,'uott reJtl{a BaxHocr H Br,B Bpr3Ka c enu1eNlnrra or KopoHaBnpycuara auQerqnr SARS-
CoV-2. Ilaruue ca AaHHr4 3a ,r3nor3Barre Ha nH'r'paBeHo3etr nuyrror,ro6ylnn c Ao6bp eOeKT npu
rauueHru c COVID- 19.

flpe: noc,re4ulrre foauurr uMyr rouro6yl nuure ca o6err lta noBltuelo rtpceHe, Koero B

rov6unaqus c HaMareHnre cypoBlrlrx 3a npor.r3BoAcrBoro r.rM e [peAnocraBKa 3a HeAocrt4t Ha

na3apa. B ra3u Bpb3Ka pa3xoAu're 3a cypoBnrrr{, Ha[rpuMep qoBeuKa Kp'bBHa nJla3Ma, ca
3HaqttTelHo yBealrqeHH nopaAH HapacTBaulolo 3anJraulaHe Ha AoHop[Te H noBHueHI4Te MepKr.l
ga 6esonacHoct. Karo ce dMar npeaBHA H ycJ'loBlrrra, [pHqHHeHH or Hacrorulara naHAeMrrr,
flopoaeHa or KopoHaBapycuara ltx(leruur, B63t\,roxHocruTe 3a npolr3BoAcrBo ca 3HaqHTenHo
ofpaHnqeHu.

Jlerapcreerrnre npoAyKTn. nonyqeu ouroBe[rKa nna3Ma HJIH or qoBe Ka KpbB -
H N.ryHorJro6ynHH u ca BKnrcqeuH n pllro>xeuue Nl I u llpunoxerrue j',1! 2 Ha flosmasHHr
JrerapcrBeH cnuc'bK H ce perrM6ypcupar or H3OK 3a AoMaurro JrreqeHue Ha repuTopurra Ha

crparrara u s 6orHl4qHara MeAlrquncKa noMotq, H3BI,H cToftuocrra Ha oKa3BaHHTe MeAr.IquHcKH

yc:ryrn. 3a Aa 6bAar 3anlrarrlaH[ c ny6nnrlHl4 cpeAcrBa, Te3H reKapcrBeHu rrpoAyr(Tr,r ca
o6xsaHarri or MexaHH3Ma no qr. 45, an. 3l or 3aKoHa sa 3ApaBuoro oorryprBaHe, rapaHrupau.t
npeABHAHMocr H ycroftquBocr ua 6rc4xera na H3OK. Cr,r,racno MexaHH3Ma npurexareJruTe Ha
pa3peueHu, :a ynorpe6a Ha re3n ne(apcrBeHH npoAyKTrr ca 3aAbnxeHlt Aa Bb3craHoBf,Bar Ha

H3OK HaaruuurHr,rre pa3xoAu 3a rrx. C or,reA Ha roBa, qe rreHHTe Ha neKapcrBeHure npoAyKru
or qoBeuKa nna3Ma rriln or qoBeuKa KpaB - HMyHorno6y.nuHH ca uafi-alrcrnre e Eepona, npu
npHnaraHeTo Ha MexaHH3Ma, rapaHTHpau npeABHA,lMocT 

'r 
ycTorqHBocT Ha 6roaxeTa Ha H3OK,

ueHuTe Ha Te3H npoayKTH ule naaHaT noa pa3xoaHTe 3a npou3BoAcrBoro HM. 3a npr[exareJrHTe
Ha pa3peueHHr 3a ynoTpeba Ha Te3Lr neKapcrBeHu npoayKTH ocraBaHETo ua 6tlrapcrcur na:ap e
c TeHAeHUH' Ha HeaTpaKTHBHOCT H HKOHONtltqeCKa HeH3I.OAHOCT.

I43x.rrcqsaHero Ha lruyuorro6yfluHure or o6xBara lra MexaH]r3Ma, rapaHTuparq

npeABrrAHMocr U ycrofirrr4Bocr Ha 6roAxera Ha H3OK, npez 2021 r. 3a nepHo.4a Ha o6rBeHo
H3B6HpeAHO nOJIOXeHHe lirA O6qgeHa I43Bl,HpeAHa enhAeMHqHa O6CraHonra nopaAn

enHAeMHqHO pa3npocrpaHeHHe Ha 3apa3Ha 6olecr, ce npeAnafa c ueJI cR3AaBaHe Ha

npeanocraBKu 3a 3aaoBoJIrBaHe ua norpe6uocruTe Ha naureHTttTe or re3n neKapcTBeHH



npoayKTlr, oco6erro B ycjroxHeHaTa o6cTaHoBKa nopajlr'r pa3BrrnreTo Ha cBeToBHaTa naHAeN.flrg oT
COVID-I9.

flo loglr Ha.rrru ce ueJrrr Aa ce clreKrru narncxa Blp\y npeAnaranero rra nuyrror,ro6ylu nlr ua
6rrrapcxrrr na3ap. trpe3 Koero aa ce npeaorBparrr r'r3'rerrrHero nu or floll{rrrgH}rs nexapcrBeH
cnucrx lr or rpapN{aueBr}rtrHu, na3ap y Hac. I-rasHara uer e Aa ce 3ana3u c'ra6uruoro npeAnaraHe
Ha Te3lt xHBoTocnacrBatul.r .qeKapcTBeHH npoayKTH 3a oqepTalrHTe cHIHo yr3BHMH rpynH
naqrierrrH. oco6euo B ycnoBrflTa lra Hacrosutara naH:lerlHrlra KpH3a.

llpeTl.raraHoro c npexoAlrnre u 3aKJrrorrlrreJurure pasnope.46H Ha 3aKoHonpoeKTa

Aont,lHeHrre B 3aKoHa 3a 3apaBero ce Halrara nopaAu Koricrarrtpana ueo6xoguMocr or
aopa3BHBaHe Ha c'bAbpxar{HeTo Ha noA3aKoHoBHq IropMaTtrBeH artT, rr3aaBaH oT MrrHHcT'bpa Ha

3ApaBeorra3BaHero, c KofiTo ce onpeaenrT ycjroBHnra H peAbr 3a BoAeHe Ha pefHcrpure,
rr u(ropuaquoHuure 6aslt or AaHHrl lr cucreMr.r, BK,rrcqeHn a HauuoHa,'Iuara
s4paauouHtfopltaL\rroHHa cHcrervra, BHAT,T Ha BKJrrorrBaHara uH(lopuaqur, HaqHHrr, ycJIoBuflTa H

peAl,r 3a npeAocraBrHero ii. flo ro:u Haqrlr ce rlenu rra noA3aKorroBo HHBo 3a rclrora u y4o6croo

Aa 6rAe nocr[rHaro roax{uuupase Ha perncrpure, urrr]opr'raqnouu r.rre 6asr.{ or AauHr.r H

cHcreMH, Kouro c:reaBa aa 6taar nr'rKopnoprpaHH s HaquoHa,rHara slpasuouH$opiuarlnoHHa
cucreMa ll Aa ce BoArr xaro rrefiHa .racr.

C Aortt,ruettnero Ha rrfl.28r or 3axorra 3a 3ApaBero ce cl,3AaBa u rreo6xo4r.rvoro npaeuo
ocHoBaHlre sa 6'r,aerqo BKJloqBaHe rra KoHKperHu 6aru or aaurrrr Karo rracr o'r llaqnoualuara
s4paurouHtpoprvaqlroHHa cucreN{a nplr B'r,3uHKlaJra ueo6xognuoc'r or raxoBa, npeABuA

AHHaMHKaTa e o6u-(ecrseHure orHoueliu,r B o6aac'ma Ha 3,qpaBeorra3BaHer-o, rrporuqaulus
noHacroru{eM npouec no u3rpaxAaHe na llaunoHarrra'ra :lpaauourrrllopMau}roHHa cr{creMa H

npeAcro, uloro ii na4rpaN4aue.

II. 3alrrrrepecoBauH rpynrr
3arlrrepecooaurre rpynI or cr,3AaBarje'r'o rra npauua ype16a 3a ocbuecrBrrBaHe Ha KoHTpoJr

no Haqurra Ha nprraraHe Ha MexaH[3Ma no u,r. 45, ar.3l or 33O ca ltrHucrbpbr Ha

3.qpaBeona3BaHero, Hautrotralgara 3apaBHoocuryprlrenHa Kaca. Clrersara nairara,
Haunonaruara areHqur 3a rrpuxoAl4re, Haquoua,rHulr cbBer no qeHn lt penm6ypcr4paHe Ha

JreKapcrBeHure IpoAyKrH, 6'sarapcrcure nauner{TH, Kolrro ce neKyBar c neKapcrBeHH npoayKrr.r,

nonaAau B npHjtoxHoTo noJle Ha MexaHH3r\ra, KaKTo H npHTexarenfiTe Ha pa3peueHHrr 3a

ynorpe6a Ha nexapcrBeHHTe [poayKTH, 3a KoHTo e npHnoxHM ]\rexaHn3Mrr.

3auurepecoaaurrre rpynn or npeAnoxeHara pa:nope16a Ha $ 2 ca flpnTexareruTe Ha

pa3peueHuq ra ynorpe6a Ha neKapcrBeHu npoa)'KTu, noryqer{H or t.roBeuxa nra3Ma hnu or
qoBer.rKa xp'rr, HaquouarHara 3apaBHoocHrypr{reJlHa raca n 6t.nrapcruTe naqHeHTLI - aeqa H

BG3paCTHH C nl'pBlrqHB 14 BTOpUqHH Urr.ryUOAeQHrlHrU, C OHKOJTOnuqHIT, XeMaTOnOfHqHIr,

aBTOHMyHHH U CenrHqHH :a6OnrraUUr, HyXAaeUHTe Ce OT CneUHa rp )I(a B LIHTeH3UBHITTe

orAeneHur, B ToBa q[clro narlueHTlr c COVID- 19, u ap.

3auu, epecoeaHure rpyrrn or npeanaraHoro ctc 3aKoHonpoeKTa aonbJlHeHue s 3aroHa ga

3ApaBero ca MlrHucrepcraoro Ha 3ApaBeona3BaHero H HetoBlrre BTopocreneHHLt pa3nopeAhrenlr

c 6oAxer, .neqe6Hare H 3ApaBHHTe 3aBeaeHur, Hauuouarsara 3apaBHoocHrypHTeJIHa Kaca H

3acrpaxoBareJrHuTe apyxecrBa, JIlrqeH3HpaHu no r.2 utttt no r. I n 2 or pa:1e:r II, 6yxna,,A" Ha

npHnoxeHHe Jtl! I rcu Ko.qercca 3a 3acrpaxoBaHero, 3a BoAeHHTe or KoHTo perHcrpH,



H H4)opN{aUHoHHrr 6a3H or Aar{lrrr r{ ctrcrerMH cr,[lec1'ByBa rJrH ]\roxe Aa Bt3HHKHe Heo6xoAHN'rocr

oT BKnroqBaHeTo H[, B I-lar]HoHanHaTa 3apaBHouHq)opr\{auHoHHa crrcTer\{a.

III. Arranlrs Ha pa3xoarr n no,'r3lr
llpeq,rararroro aonbJIHeHHe e 3aroHa 3a 3,qpaBnoro ocrrryprBaHe HrMa Aa AoBeAe Ao

ar,:4eiicrrrre Br,pxy ArpxaBHrrs 6roANer.

3a npureNare,rure Ha pa3peueHur :la ynorpe6a Ha JreKapcrBeHl.i [poayKT,r, noJryqeHu or
qoBeuKa rtJra3]\{a uJrH or qoBeurKa Kpl,B - r4i\ryHorno6yrHHu. npeAnoxeHara 3aKoHoBa npoMrHa
6n lrua.na no3HlHBHo s'r,gAeiicrBue, rr,r'i xa'ro lrgr,'rrcq earircrr rH or 3aA'bJrxeHrrero 3a

B'r,3c'r?HoBrBaHe Ha cyMH no Mexauu3Nra, rapalrrHpau [peABua]rMocr u ycroiirrHBocr Ha

6rc4xera Ha H3OK, H To no Bper\{e Ha r,3B}npeaHo rroro)KeH}re rrra o6sseHa H3Br,HpeAHa

enHAeMuqHa o6cTaHoBKa, KaKBaTo e HacTorulaTa, Te ule 6baaT [{oTHBHpaHH Aa ocTaHar Ha

6'urrapcxrrr na3ap H ctorBerHo rr1e npoAbnxar,[a 6r,Aar BxllloqeH].r B [o3HTuBHr4s JreKapcrBeH

cnlrcrr 6eg aa ItMa onacHocr or rrxHoro H3TefJrrHe.

B 6rcaxera na H3OK Karo Hrrcrnryunr, 3annaqaula re3u neKapcrBeHr npoAyKrH, HrMa Aa
6rgar atscrauoneHH cpeAcrBa no uexaHn3Ma 3a nepHoAa,3a KoiiTo neKapcrBeHHre npoayKru ca
H3KrroqeHr.r or Hero. HseeclHusr HeraruBeH Qruaucoa e(beKr 3a 6roANera sa H3OK ue e

ctulccrBerr - B'r,3crauoBeHnTe or npurexarenxre rra pa3peueuur :a ynorpe6a s 6rcAxera Ha

[13OK nper AeBerMecer]uero na 2020 r. cpeAcrBa B pa3Mep ua 50 000 eopo (eurcvaarrlu
Bt3craHoBeHH cyMH no Mexaltu3r,a u orcrsnru), He ctcraBJlrBar oco6eHo ronrM pa3Mep, 3a

cMerKa Ha peuru6ypcnrla na3ap Ha re3]r rrpoAyKrr.i, 3a Kouro 3arr;ra'reHn're or H3OK cpeAcrBa
B'L3rH3ar Ha oKono 523 000 eepo.

OqarsaHara non3a or npeAnalaHoro Aonb;rueHHe Ha 3axoua 3a 3ApaBHoro ocHryprBaHe e

ocHryprBaHe Ha eQeKTrrBeH KoHTpon Bbpxy HaqHHa rra np[Jrararre Ha MexaHH3Ma no vr. 45, ar.
3l or 33O Ha MeroAriKara no npuJraraHero My. flo ro3u HaqHI{ u1e ce rapaHTupa ny6nBqHocr
H [po3paqHocT ua 4efiuocrra ua H3OK npH npHr'rafarreTo Ha MexaHH3rlra.

Ilorstrre 3a 6bnrapcKlrre nauueHTu or BbBexAaHero Ira H3rrroqeHue 3a rrpr{raraHero Ha

MexaHd3Ma no qn. 45, ar.3l or 33O ca cbulecrBeuu, mii Karo HrMa Aa HMa onacHocr or
npeycraHoBqBaHe Ha Aocrbna HM ao HMyHofno6ynHH[r, c ofreA rra KoeTo npHjlaraHara HM

TepanHs c TaKuBa neKapcTBeHH npoayKTlr ule 66ae HanbJrHo o6e3neqeHa. Tsxsoro 3ApaBe n

ocHryprBaHe Ha [T,JrHoqeHeH xHBor ule 6r,4ar rapaurnpaHH, KaTo Hr]la Aa ce cTnfHe Ao
KOMnpOMeTHpaHe Ha JleqeHneTo HM, CtOTBeTHo Ao xl4BoTO3aCTpaUaBalIO c't cTOrHlle.

flauneurure ule Mofar aa octulecrBrBar nbilHoueHHo BceKHAHeBHure cH 3aAbnxeHuq H ule
npoal,Jrxr.r r.flxHaTa pe HTenparIH, B o6ulecTBoTo. Crulrlre H{r{a aa nMaT Heo6xoAHMocT oT

oclrryprBaHe Ha JreKapcrBeHHTe npoayKTll no apyfr4 MexaHH3MH, BruIIoqHTenHo Ir qpe3

3ATIIAIUAHETO HM.

|Io o'ruoueHre Ha npeAnaraHoro c'bc 3aKoHonpoeKra aon'blrHeHue B 3aKoHa 3a 3,qpaBero

npueMaHero Ha 3axoHa Hrj\ra aa ce orpa3H B6pxy .['bpxaBHur 6ro4xer, Bbpxy ny6nl,tqHrre
pa3xoAH u 4a cr,:AaAe tluHaHcoB pa3xoA 3a 3aHHrepecoBaHlrre rpynn cy6errn HnH 3a apyrH nllua.

IV. AginunucrparrrBHa rerliecr Ir crpytflypHlI [poiueHrl
He ce npeaguNAa cr3aaBaHero Ha HoBH aal\,tuHxcrparnBH H crpyKTypH tI Ha aofilnHl4renHa

aaMrrHHcrpaTHBHa TexecT 3a yqacrHHqHTe B npoueca. KaKTo H BbBexaaHero Ha H0BH

peryjraropHH pexrrMH H TaKclr.



V. Br,:qer"rc'rurrc B'bpxy rtollltarrl srrala yltea6:t
flprrelraue'ro rra Hacrorrqrr, 3a(ouonpoeKT Hrrlla Aa aoReAc ao [Ipor\Ieltti B.tlpyrtt 3aKoHtt IIntt

B rtoA3aKoHoBara uoplrarrrara ypea6a.
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