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TIPEACEAATEJI' HA
47-ro HAPOAHOTO CL6PAHI4E

YBAXAEMI' f -H TIPEACEAATEJI,

Ha ocHogaHrae qn. 87, an. I or: Koucruryulz,e-ra Ha Peny6luxa Borrapur u qn.70,
ar. I or flpanulnuxa 3a opraa[3a(H.rra n leiuocrra ua HapoAnoro cr6pauue BHacflMe
3aKoHonpoeKr 3a.qonlJrHeHr.re Ha 3axoua sa lexapcrBeHrrre [poAyrcrn B xryaHHara Me.{HrIU}ra
c Morr.rBu KbM Hero fi [peABapr{TenHa oueHKa ua er,a4eficrnue'ro.

Mo.nuu, 3aKoHonpoeKTar aa 6lae npeAcraBel 3a pa3rnexlaue rj rnacyBaHe
crrracHo ycTaHoBeHn, pea.
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Ilpoerrl

3AKOH
3a AoIrr,JHeHHe sa 3axoua 3a JrerapcraeHrlTe rlpoayrflrl B xyMaHHara Mear{urrHa

(o6u., !B, 6p. 3l or 2007 r.; utu.,6p. l9 or 2008 r.; Pemenr.re Ne 5 Ha KoHcruryuuonuur crA
or 2008 r. - 6p.65 or 2008 r.; r43M.,6p. 7l or 2008 r.,6p. 10, 23,41,98 v102or2009 r.,6p. 59
u98or2010r.,6p.9, 12,60v61or20ll r.,6p.38,60u 102or2012r.,6p. l5or20l3r.,6p.
I u l8 or 2014 r.; Peurenue J',1! I sa KoncrxryunoHHrl, cra or 2015 r. - 6p. 12 or 2015 r.; u:u.,
6p.48or2015r.,6p.43or2016 r.,6p.85u 103or2017r.,6p.84,9lv. 102or2018r.,6p. I7
u 64 or 2019 r. a 6p. 17 , 52,67, 103 I 105 or 2020 r.)

$ l. B ul. 2666, at. 7 uarpaa ce Ao6ass ,,c rl3K;rroqeHue Ha cnyqanre no v,r. 82, a:r. 3 or
3axoua ga 3ApaBero, onpeAeneHu a uape46ara no sn.82, ast.6 or 3aroHa la s.[paBero.,.

3ar"trcqure,rua pa:nopeg6a

$ 2. 3axonr,r B;rrr3a B cuJra or geur ua o6napogBaHero My n ,flr,pxaaeu gec.ruux.,.
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MOTI{BI{
r{LM 3aKOHOtrpOeKT 3a aOnf,J,rHeHrle Ha 3aKoHa 3a neKapcTBeHItTe nporyr(Tlt B

xyMaHHaTa MeaHullHt

tlpez 2020 r. 6rxa npueru peAnqa npoMeHu n 3axosa 3a JreKapcrBeHxre flpoAyKrrl B
xyMauHara Me4HrIHHa (3nIIXM), KoHTo ypexlar oflpeaeneHa o6rqecrseHlr orHoureHr.t.f, B

o6:racr,a Ha neKapcrBeHara fiorrlrr]Ka. C paanope46ara Ha \n. 2666 or 3JIflXM 6eure
pernaMeHTHpzrHa ynoTpe6ara Ha JreKapcrBeHH npoayrcr[, H3B6H ycnoBrrrra Ha pa3perleH]rero
:a ynorpe6a (r. uap. offJabel ynorpe6a), Karo ce [peABrrAl.r JreqeHuero c raxr.rBa [po,{}.xra ra
ce ocsluecTB{Ba caMo IIo IT3KJIIOqeH]Ie, npH nr.rflca Ha arnTepHaTI.IBa 3a KOHKpeTeH rrarlrreHT r.r

cilMo B r4HTepec Ha HeroBoro 3apaBe u noa KoHTpoJIa Ha neKap, xofiro ule HocE qrnara
orroBopHocr sa roea. flo ro3r, HaqrrH ce ct3AaAe HopMarr.iBga B63MoxHocr 3a nocrrrraqe Ha
no-erfexraruo :reqeHae B cnyqaure, Koraro JrurrcBar Apyru a,'rrepuaruBH 3a flarlgeHTrlre. B a,r.
7 ua ropenocoqeHara pa3flopea6a 6eure rr3pr{Ero flpeaBr{aeuo, qe nexapcrBeH rrpoayKr,
npunaraH r.r3B6H ycnoBr.lero Ha pa3pe[reHl,rero 3a ynorpe6a, He ce 3annaqa c uy6auvux
cpe.4crBa.

flpe4-noxeHurr 3ar(oHorrpoeKT e B orroBop ua ueo6xoglruocrra or rrpeoaon BaHe Ha
nocoqeHara ra6paua 3a 3an.Jraulaxe c ny6.luvnu cpeacrBa Ha JleKapcrBeHr,t npoayKrr.r,
lpfinaraHlr off-label, nopaAl{ MHoxecrBo fiocrtrrr.rJru xaa6rl u c]rrHautn or lauueHTr.t ]r rexHrr
opranlr3aII[LI, B ror,rro nogpo6Ho ce o[ficBar [o]r3ute or offJabel ynorpe6ara xa neKapcrBeHr.r
npolyKTr,t npfi pa3nuqHu tabollnanur, [p]r n]rqa Ao l8-ro4r,rruna Br3pacr. Crelsa Ia ce fiMa
npeABr.rA, qe re3[r ne(apcrBeHu flpoAy(Tr.r ca c BucoKa ctofiuocr, Koero BoAr,I Ao
r.r3xJrroqrrrejrHo 3arpyaHeH aocrr,fi Ha [arIHeHTr{Te ao rrx, r,rMeHHo flopaAr{ rfr.ruaucoeu
tlprrqr.rHr.r. Br,r nptera c roBa ce npeanara ,qa 6lae c63aaaeuo r.r3x:rroqeHue e qn. 2666, an. 7
or 3JIflXM call,to 3a neKapcrBeHr,rre rrpoA),rcrI.l, 3anJraqaHu llgsr,H o6xeara Ha
3a,4bJtxHreJrHoro 3ApaBHo ocnrypf,BaHe t,I rrpuraraHr,r u3BrH ycnoBHrra Ha pa3perrreHrrero 3a
ynorpe6a 3a nerreHrre sa :a6oaqgaHss [p[r nHrla go 18-ro4uruua BB3pacr. flpe4nr.rxga ce
cnyqa[re, B Kouro re3li neKapcrBeHu npoAy(Tu ue ce 3aflnaular c ny6:ruvuu cpe.4crBa.4a
6rgar onpe4e:reuu s nape.{6ara no ql. 82, a,r. 6 or 3axoHa sa 3apaBero.

I-{erra na [peAnaraHrrre HopMaTHBHH npoMeHr4 e aa ce pa3rxnprr Bb3MoxHocrr.rre 3a
JleqeHr'rero na sa60,n,^P,al1.ufl. Ha naqueHTure ao l8-roauursa Bb3pacr qpe3 ocr{ryprBaHero Ha
ny6nu'reH pecypc 3a 3annaulaHe Ha neKapcrBeHr.r IIpoayKTH, Kor.tro ce npHnarar rr3BBH
ycnoBrrero Ha pa3perxeHr.rero :a ynorpe6a r4 Koltro ca enr.rHcrBeHara B63MOXHOCT 3a
no4o6preaue Ha 3lpaBocJroBHoro ctcrorHr.re Ha re3r, naqrregTu. flo Aasnu sa Hauuona:urara
3rpaBHoocl,r)?arerua rcaca (H30K) :arnreuu.nra:a suxaucupaue ua neKapcrBeHr.r npoayKrr.r,
npnJraraHlr E3B6H ycjroBr.rrra Ha pa3peureHuero :a ynoTpe6a, ca ocHoBHo 3a JreqeHr.re Ha aeua
c oHKoxeMaroJroruqnu :a60:rcsaH[{, KaKTO r-r rarcrBa c perKH la60rsnaHus s :lBTor{MyHHr]
:a6o,rrnauur, npr'r Korrro ce r.r3qepnaHH TepaneBTrrrHrrre BB3MoxHocrr.i uru ca aa6.nro4ananu
TexKL HexeraHr,r neKapcTBeH[ pea(qlrH uJlrr ca ycTzlHoBeHr'r [poTt{Bo[oKa3aHr.u 3a IerreHHe c
HIIJIHqHH TepaneBTHqHr.I anTepHaTUBIl.

Oqaxnanucr pe3ynrar or npHnaraHero Ha HoBara ype46a e [oBI,rlIaBaHe Ha Aocrbfia ao
JreKapcrBeHa repa',,s Ha rrauueHru Ao 1g-roAuruHa Br,.pacr, floAo6prBaHe Ha rexHlr, 3.qpaBeH
cTaTyc H Ha ycnoBr4rTa rr (aqecTBoTo r.rM Ha xr.rBoT.

3a nocrnrane qeJrlrre Ha 3aKoHorlpoe(Ta rrle ce pa:xolnar t[uuaucoBa cpeacrBa or Ar,pxaBur4,6o4xe'r, Korrro ca o[pe.qeJreHn a 3aroua ga 6rc.qxera Ha Hartaonanuara
3ApaBnoocurypuTerrra Kaca za 2022 r.3artaaulauero ua geftuocrure, [peAMer na ype46a cfipernaraHr{re HopMaraBHH npoMeHrr, ce oc,rrlecrBrBa or H3OK, 

"uro 
p**oarr" 

"a$uuaacupar c6c cpeacrBa or rpanc@epu o, 4up*ur"n, 6rcaxer, lpeaocraBeur.r qpe3
6rcaxera ua Muuucrepcr:Boro Ha 3apaBeorra3Bagero.



3axononpoerrT,T He e cB6p3aH c BlBexnaHe Ha u3EcKBaHEs Ha 3aKoHoAaTeJrcrBoro Ha
Enponeficrur crlo3, rropaAl t<oero He ce HiIJIara lr3rorBrHero Ha clpaBKa 3a c6orBercrBlre.
flpa a:s:spruaage Ha orIeHKa 3a clorBercrBue c etponeficxoro rrpaBo ce ycraHoBn, qe
o6uecrseHNre orHorrreHHr, flpe,tlrtrer Ha npoel(Ta Ha 3aKoH, He ca perniMeHTnpaHH B
enponeficroro 3al(oHoaarercrBo E ca Brrrpoc Ha HarIlIoHulJIHo flelnegxe or KoMflerelrrHocrra
Ha oraerHr.rre atpxaBn-qneHxu. Toea npon3THqa or pa-rnope,{6ara Ha qlr. 168, rap. 7 or
,{oroeopa :a t[ynrqtour.rpane ua Erponeficrur crrc:, Korro [peABrrx.qa rl3rolroqr.rreJrHa
(OMNCTEHTHOCT HA A}PXABXTC-qJIEHIC{ NPIi OIIPEAEJISHE HA 3APABHATA HM TIOJII{TI,IKA I,I

opraHn3rrpaHero t-I npeaocTaBcHero Ha 3apaBHH ycnyru fl MearrrlrrHcru{ rpHxH.
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IIpe4napure,rHa orreHKa Ha Bb3aeft crB[ero
Ha 3aKOHOnp0er(T 3a AOnL.,-rHeHI{e Ha 3aKOHa 3a JIeKapCTBeIIUTe npoI(yt(TIi B xyMaHHaTa

ME,IIHUHHA

l. OcnosaHric Ha 3aKono.qal eJrHara rrHrrultartlBa
tlpez 2020 r. 6rxa npueru pear.rqa npoMeH[ s 3a(oHa 3a nexapcrBeHr.rre lrpoayKrn B

xyMaHHara Meaurlr-rHa (3nnXM), Korrro ypexnar olpeaeneHlr o6rqec.rreuu orHo[reur.rq B

o6nacrra Ha nekapcrBeHara [oJrr,rrr,(a. C pasnope.q6ara sa 'rot. 2666 or 3JIIIXM 6erue
pernaMeHTr.rpaHa yrorpe6a, a ua neKapcrBeHIl rrpo.4yKTr.t, x3B6H ycnoBr.rsra Ha pa3perxeHrrero
:a ynorpe6a (r. nap. offJabel ynorpe6a), Karo ce flpeaBr.rau JreqeHraero c raKHBa [poAyKTn aa
ce ocBIqecTBrBa caMo no H3K,'IroqeHlre, npE nHnca Ha SnTepHaT[Ba 3a (OIIKpeTeH [aqIleHT LI

cruo B HHTepec Ha HeroBoro 3ApaBe n rroA KoHTpoJra Ha neKap, KofiTo rqe Hocr.r rlrJrara
orroBopHocr 3a roBa- flo ro3r.r Haqr.rH ce c!3aaae HopMarHBHa B63MoxHoCT 3a [OCTrlraHe Ha
no-eSexrunuo leqeHr.re B cnyqaure, Koraro Jrr{[cBar apyrH uurrepHarr.rBr,r 3a rrau[eHTlrre. B an.
7 na ropenocor{eHara pa3[opeA6a 6eute rr3pxqno rrp€aBrr,qeHo, qe ne(apcrBeu [poAyKr,
npunaraH H3BbH ycJroBugTo Ha pa3perrreHrreTo 3a y[oTpe64 He ce 3annaqa c uy6luvuu
cpe.itcTBa.

flpealoxenarr 3axoaoflpoeKr e B orroBop ga ueo6xoar-ruocrra or flpeoaon BaHe Ha
nocoqeHara aa6paHa 3a 3anJrauaue c ny6luvur,r cpeAcrBa Ha nerapcrBeHr [poa]xrr.r,
flpEnaraHu offJabel, flopa.qlr MHoxecrBo nocrBrluJrr{ xa,r6a u cr.tr'Hii.Jrrr or [auEeETq r{ TexHg
opraHr.r3aurrH, n xouro no4po6uo ce orEcBar IIoJI3ure or off-label ynorpe6ara na aeKapcrBeHH
flpoayKTr.r npu pa3nrrrrHu sa6o:rrnauur, upu nurla Ao l8-roauurra Bb3pacr. Creasa Aa ce lrNaa
npeaBrr4 qe re3u neKapcrBeHlr flpoAyr(Tr,r ca c BricoKa crofinocr, (oero BoAr,r ,4o
n3KjrroqlreJ'rHo 3arpyaHeH Aocrbn Ha nauueHTlrre Ao rf,x, uMer{Ho [opaan rfanancoau
trp}rqrrHu. Br,n nprsxa c roBa ce npea,'rara Aa 6rae crsAaaeHo r,r3(JrroqeEEe s u.2666, ut.7
or 3JIflXM ciuo 3a ne*apcrBeHure rrpoAyKTrr, 3anJraqagr.r usgrH o6xsa.ra Ha
3aabnxlrTenHoTo 3apaBHo ocuryprBaHe I{ npfinaraHr,r }t3B5H ycnoBr{rTa rra pa3pe[reHEeTo 3a
ynorpe6a 3a JreqeHr.re Ha:a6onssaHr.rs trpu nr,rua ao l8-roAr.llsa Bb3pacr. flpegnuxga ce
cny.raure, B Kor.rro re3u Jre(apcrBeHlr [po.{yKTn ue ce 3annaqar c ny6auvnu cpeacrBa Aa
6rgaT onpe4eleua n uapea6ara no vr. 82, a,r. 6 or 3arona:ra 3,4paBero.

I{e.nra Ha npear:Irag[Te HopMaruBHu rrpoMeH e aa ce pa3[ruprr Bt3MoxHocrure 3a
JreqeHHero na sa6orcsaHHq Ha rraqreHTrrre ao l8-roAurmta Br3pacr qpe3 ocrrryprBaHero Ha
ny6:rnveu pecypc aa 3arrnauaHe Ha neKapcrBegu npoAyrcru, Kolrro ce flpunarar rr3B6H
ycnoBr'rero Ha pa3peueHr.rero ra yuorpe6a u Ko[To ca e,qrrHcrBeHara B53MOXHOC,I. 3a
no4o6pxeaue Ha 3ApaBocJIoBHoro ctcro.f,Hr.re Ha re3ll narIHeHTu. flo aann1r na Haur.rogaluar.a
3.4p:rBHoocHfypHre:rHa xaca (H30K) :aer:reHu.era sa rfuuaxcupaue na.,reKapcrBeHH Ilpo.{yKrr.r,
npriJraraHr4 r.r3B6H ycJroBH{Ta Ha pa3pemeHxero aa ynorpe6a, ca ocHoBHO 3a reqeHr.re Ha aerra
C OHKOXEMATOJIOTHqE}T SA6OI-f,EAHTC, (AKTO H TA(UBA C PEAKI.I IA6OISSAHI.IS II ABTOHMYHHI-!
la6oreaaxue, npr,r Konro ce H3qepraEr.t repaneBTrrrrHl4Te B63MoxHocrr.r ruu.r ca ua6mogarauu
TEXKI,I HEXCJIAH'I NEKAPCTBEHI,I PCAKIII,II I,IJII{ CA YCTAHOBEHH NPOTI4BOIO(A3AHI,I' 3A ICIIEHI,IE C
HiurHtIHH TeparreBTLIqHH aJITepHaTr{BI4.

3axouonpoex'rr He e cBT,p3ilH c BbBexraHe Ha H3ucKBaHI,L Ha 3aKo,o.qareJlcrBoro Ha
Enponeficrur cblo3, rIopaAIE Koero He ce Hanara H3forBrHero Ha cnpaB(a 3a cborBercrBr.re.
flpu u:etpurnaHe Ha orleH(a 3a c'orBercrB,e c eaponeficroro ,,pzlBo ce ycraHoBrr, qe
o6urecrseuHte orHorrreHur, IIpe,{Mer Ha npoeKta Ha 3ixoH, He ca perniMeHTrrpaHH B
enponeficxoro 3aKoHo.(areJrcrBo u ca Br,npoc Ha HarIHOHanHo perlreHr,re or r(oM[ereHTHoorra
Ha or,4eJrHHTe a6pxaBu-qneHKr{. Tosa npofia',qa or pa3nopel1ata sa.il. 16g, nap. 7 or
.{oroeopa :a rpyuxquoarpane ua Eeponeficxr,rr cr,rci, Korro [peaBlxAa rsKnroq,renHa



XOMIICTCHTHOCT HA AI,PXABUTC.qICHKII IIPI4 ONPC.4EJI'HE HA 3APABHATA EM IOJII.ITUXA fi
opf:rHH3HpaHeTo I,I [peaocTaBrlHeTo Ha 3ApaBHL ycnyrl.r H MeaErIr{HcKIl lpllxx.

2. 3annrepeconaHrt rpyln
Mnnucrepcrnoro Ha 3apaBeona3BaHero, HaqlroHanHara 3apaBHooclrr)?HTenHa Kaca, neqe6Hu
3aBeaeHrr.{ r.r [au]IeHTI.l ao l8-roaurlHa BB3pacT, .lfieTo neqenlle ce octtuecTBrBa c
neKapcTBeH[ npoay(TH, KorrTo ce npfinaraT H3B6H ycJroBr{eTo Ha pa3perrreHr.rero sa ynorpe6a-

3. Ana.nur Ha pa3xoAx rr noJr3u

flpeg.noxeuure HopMar[BHr, [poMeHIr HrMa aa .qoBeAar ao rs:geftcrnae nrpxy 6roaxera na
Munucrepcrnoro Ha 3ApaBeona3BaHero u Ha HarlaoHanHara 3ApaBuoocurypurenHa Kaca 3a
2022 r. u He [opaxnar AontJrHtreJrrr[ Quuancoru anraxr{MeHTr 3a nBere r.rHcrrrryuu}t.
3an.:ralrasero Ha aefiHocrrlre, flpeaMer Ha ypea6a cac 3ar(oHonpoeKTa, ce ocluecrBrBa or
H3OK, raro pa3xoar-rre ce $uuancupar c6c cpencrBa o:r rpanc$epu or atpxaBurr, 6rcAxer,
npeAocraBeHx vpe: 6rc4xera ua MuuucrepcrBoro Ha 3ApaBeona3Bauero.

OqaxsaHr4:re [o:r3r4 or fipr4naraHero Ha flpe.qnaraHara HopMarHBHa 1peg6a e [oBlrr]aBaHe Ha

nocr6na Ao neKapcrBeHa repanu, Ha [au]reHTr, ,qo l8-roAn[rHa Bt3pacr, nogo6pxoaae Ha
TexHI.L 3ApaBeH CTaTyC E Ha yCJIOBI.I'Ta r{ KaqeCTBOTO IrM Ha )I(UBOT.

4. AgMllulicrparrlBHa rexecr u crpyrcrypHr, rrpoMeHrt

flpea:rarauure HopMarlrBHH npoMeHH H.,rMa ao AoBeaar no yBenrrqaBaHe
aaMr4Hr,rcTpaTr.rBHaTa TexecT r.r He rr3r.tcKBaT H3BGpuBaHeTo Ha CTpyKTypHr,r npoMeHu.

IIII

5. BrrAeilcrsne Br,pxy HopMarHnnara 6a:a

3axononpoermr HaJrara [poMeHr,r B rroA3aKoHoBara HopMaruBHa 1pe46a lr [o-KoHKperHo B

Hapea6ara lo q:r. 82, ar. 6 or 3aroHa sa 3apaBero, a HMeHHo Hape46a Ns 2 or 2019 r. sa
MealrquHcxlrre H Apyrli ycnyru no.rn. 82, an. la u 3 or 3aroua sa 3,4paBero r.r 3a peAa H
ycroBr.rqra 3a rrxnoro ogo6prsaHe, noJr3BaHe u 3annauaHe, 3a Aa Morar B He, aa ce onpeaencr
za5ottsauutra, 3a Kouro nnqara Ao l8-roAr.rmua Bb3pacr ule Morar Aa ce nex)tsar c
neKapcrBeHI'I npoAyKTI'I, Kollro ce npunarar I'I3BI,H ycnoBI.Iero Ha pa3peIIIeH}Iero :a ynorpe6a.
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