
Pegpn e nnaHy ynpaeaiHHR pr43ntarll.u gna nixapcbKoro aaco6y

Arcorrnin, posvmH opaaauuil 100 prr/Mn

MixHapoAHa HenareHroBaHa Ha3Ba: Citicoline

IHcynur (ue rocrpe nopyuiexHq laosxoeoro rpoeoo6irv, aHacniaox nxoro eIHhrae nouJxoaxeHHn
.lacrilHil ronoexoro Mogry).

Mosrcoehfi incyaur (MI) xanexilrb Ao xail6inuu rexKr4x Qopu saxeoppBaHb cyAVH Mo3Ky. Llopory a

Yrcpaini aia 100 ao 120 rrc. HaceneHHe BnepuJe nepeHocerb MI, ro6ro 3axBopoBaHicru craHost4ru 280-
290 arnaAxie Ha 100 TI4c. Hacenexxs i nepeBfiu.lye cepe4nifi noKa3HhK 3axBoptoBaHocri xa MI B

eronoptiqno po3BrHeHilx rpaixax eaponr (200 xa 100 rrc. HacenenHR). 3oxperua, e 2017 poqi n

Yrpaini 3ape€crpoBano uafixe 97 000 iucynurie. 3riAxo : oQiqiilxoro crarficrl,rKoro, axacniAox MI s
Yrpaixi ulopivno noMrpae eia 40 ao 45 ruc. oci6 (nacnpae4i, ilNoaipxo, ua6araro 6iauue. IHcyrur
3annua€rbcn npoei4nolo nphqhHoro iHaaniAilaaqii xaceaenns. Snreuxo 20 tnc. xBopt4x u-lopiqHo

craprb ixeaniAarail eHacniAox 3axBoppBaHb cyAHH Mo3Ky. Iucynsr noKnaAae oco6n[ei o6os'sgxn na
qneHie ciu'i xaoporo, 3HaqHo 3Hr4xytor{il ix npaqes4atnnil noreHqian ra nqra€ rffxKr4M coqiaruHo-
exosot"tiqsrM rerapeM xa cycninucreo. Tinuxn 10-20 o/o XBopr4x nicnn ixcyrbry noBepraorbcH Ao

noexoqiHHoro xhrre. B ocrasui poKr4 B ycboMy cairi i a Yrpaini B roMy qrcni xauirvnac+ reu4eHqin 4o
<<oMonoAxexHn>> qiei naronorii.3a ocraxni 10 poria 3axBopoBaHicru xa MI a YrpaiHi spocra Ha 5 o/o,

nepeBaxHo 3a paxyHoK noAefi npalle3AarHoro eixy (35,5 o/o ecix MI crarhce y nro4erl npaLle3AarHoro

eixy).

ycaiaoMntoaaril, cnprftMarr i nepepo6nqrh iH6opMauirc).

Brcora nou.rnpenicrs rorHirhsHrx nopyr.t.teHu ricHo noB's3aHa si s6inuuJeHHcM TpilBanocri xrrrR
HacereHHe.3a crarrcrrxop nerri ra nouipxi rorxirileHi po3naAil aycrpiuarcrucn y 40-80 o/o nftnix
nroAefi 3alrexHo BiA airy, eiA 3 Ao 20 o/o oci6 crapue 65 porie Matoru rqxxi Kn y Qoppri

,qeuenqii (cna6oyucreo). Kinsricrb xBop14x xa Aeuesqito Mae reHAeHqio Ao 3pocraHHfl: raK, y eiLli 65

porie vacrora AeMeHqii craHoeilrs 7,7 o/o, y eiqi 75 poxis - Bxe 6,7 o/o, 85 poxia - 26,8 o/o. Y

ce,Ji 20 o/o HaceneHHe crapue 69 poxis Malorb pisni xorHirl4eHi nopyr.uexnn, 24 M.nH ntoAefi

crpaxAalorb xa Aerqeuqip. ll-lopory BhnBrqtorb 4,5 mnx HoBr4x srnaAris 3axBoppBaHun. B eeponi Ha

AeNeHqip crpaxAaprb 4,9 vnn oci6 crapu.re 69 poxia, a YrpaiHi aapeecrpoeaHo 63 ruc. raKr4x

nalliexrie. Koxni 5 porie rinurcicru nauieHria s Aer4eHqielc nicnq 60 poxie no4eolo€rbcr.

ulepenHo-r.ro:xoea rpaeMa (9 MT).

qMT saniluaerbcfl o4Hieo 3 ocHoBHhx nprqhH iHeariAhsaLlii ra cuepri y uupunh vac. LL{opoxy y cairi
eia 9MT rilHyrb 1,5 unx oci6, qe 2,4 unn craorb ixeaniAar4la. t]MT Hafiqacriule rpannfl€rbc, y

MonoAlrx npaqe3AarHwx nnAeil aixor'4 eiA L5 ao 24 porcie. PiqHa .{acrora t{MT a Yrpaini B cepeAHboMy

craHoBrlrb 3-4 ernaAxr xa 1 rhc. HaceneHun. Cnryaqic e Yrpaixi uloao ulMT xapaKTeph3yerbct

BrcoKolo '.{acrKoro nocrpaxAannx p'fieil, oci6 uonoAoro i cepeAxuoro aixy, Bl4coKoro neranuuicrrc ra
iHeaniAhsaqi€o, rRxxrM rfirapeM xacniArcie is crifixolo i rrMqacoeop Brparoto npaqe3AarHocri 4rn
cir-4efi nocrpa)KAanrx, cycninucrea ra AepxaBh 3aranoM/ nepeBaxHolo aHrponoreHHicrro i

rexHorenHicrto t{MT. tlMT e Yxpaixi nociAae rpere uicqe nicrq cepqeBo-cyAl4HH14x ra oHKororiqsrx
3axBopoBaHb cepe,q Haftnorunpeuiul,rx nphqrH cuepri. O,qnax y airoeift rareropii4irefi, oci6 NonoAoro

i NonoAu:oro cepeAHboro eixy LIMT sanhuhna caoix <<KoHKypeHTie>> 4anero no3aAy, nepeBilu-lylor{x

noKa3HNK cueprHocri BiA cepueBo-cyAr,rHHr4x 3axBoptoBaHb y 10 pasie, a aig oHxonoriqHrx
3axBoprcBaHu - y 20 pa:ie,



VI.2.2. Pesrci{e pe3yrbraria nixyaaxxn

IHcyrur, rocrpa Saaa nopyueHu Moaxoeoro xpoeoo6iry ra ycxnaaHeHHn i Hacniarc14 nopvLUeHs

NaoEroeoro xpoeoo6i ry.

Y nireparypi uoxua suairu eiAor4ocri npo 13 raisiqsnx AocniAxexu eQerrueuocri qNrrroniHy nprl

rocrpoMy i ni4rocrpouy ixcynuri (Saver l. L.). Pesynurarn AocniAxexu, npoBeAeHrx a €eponi i .flnouii,

caiAqaru npo no3Lrl4exNfi annhe qrrnxonixy Ha HeBponoriqxi ra garanuni uacni4rr iHcynurie. Goas et

al. e xniHiqHoyy.qocniAxeHHi ailsqarr eSexrr qrrnroniHy (go 750 vr / Ao6y ao 10 auia). Y naqieHrie

a rpyni, Ae 3acrocoByaann qrrnroniu 6ynu zaauuMo KpaqrMr oqiurr ia'sgoaoi cnnu, uyrnueoc:'i,
Mo3KoBl4x Synxqifi i xoAu6r qepe3 90 axis (Goas l. Y., 1980).

KorHirileHi nopyuleHns ra nopylueHHq noeeaiHrr eF{acniaox xponiqHilx cyat4xxr4x i aereHepartaextax

ueDe6DanuHIx Do:raais.

M. Fioravanti ra M.Yanagi e orncAi 14 AocniAxeHb Br,iBqanil eQerrr qrrrxonixy nopiexnHo ia nnaqe6o
(nirn-nycryurr) npr nixyeaxui xorxirileHr4x, eNoqifisrx ra noBeAixxoe14x nopyueHb, nog'caaHilx

i: xponiuuruil nopyrxeHHnMh Mo3KoBoro rpoeoo6iry y nirxix oci6. l-laqiesrh ocHoBHoi rpynu npuiluann
qrrrroriu nporeroM nepio4y eia 20 AHie Ao 3 Micqqis. Oqinoaannce pe3ynbratu 7 pocnipxexu is

3ara.nbHoro rinurcicrp 790 naqieHrie. B 6 AocniAxeHHRx noai4oNnefloce npo recryBaHHR naM'Rri e 675

naqiexrie ia rorHiruexrMr nopyr.leHHsMH, noe'.caaHilMr,1 is nopyr.ueHHnM Mo3KoBoro KpoBoo6iry. Axania

craHy naM'nti ansena oAsopiAui pe3ynbrarr u.loAo no3ilrrlBHoro BnnrBy qrrrxonixy xa naN'srs.

LlepenHo-r'rogxoea rpaeMa (9MT) ra lI xeeoonoriqHi xacniaxil.

[-lnrrrorix 3acrocoByBaBce npil riryeauxi 115 naqieHrie a LIMT. BiH eaoA]4ecc B cepeAHifi Aogi

4 r / ao6y, ulo 3Hr4xyBano rpreanicru rocniranisaLlii i siAHosnexHs e aN6ynaropHouy nepio4i.
l-{urrroniH noninu:yeaa ai,qHoenexxn naM'RTi, MoropH14x $yuxqifi, Bilu-lhx Heaponorivurx $yxrcqifi,
uacrpii i garanuue QyxrqioHanuHe ei4noereHHn. l-loai4omnnerucn raKox npo 3MeHlueHHe

nicrnrpaeuarilr{Horo ua6pnry Mo3Ky na 14 Ao6y npr anyrpiuHboBeHHoMy eeeAeHxi qrruxoniuy e Aosi
eiA 3 Ao 6 r / ao6y. Y naqieHrie, nri orpnuylann qrrlrronix, 3a3Haqanocfl 3MeHUeHun repuiuia
rocnirariaaqii nopiennHo s nallieHraMV, +KVM qefi npenapar He 3acrocoByBaBcc.

VI.2.3. Heeigomi Aaxi uloAo eQerrnaxocri nixyeaxxn

Heuae AaHilx Lrlo4o e$erruexocri 3acrocyBaHHn a nepiog raxraqii, 3acrocyBaHHs AircN

V[.2.4. Peslome npo6neu 6egnerr

BaxrnHei igexrr$ixoraxi $arropA pnsrry

Pmsnx l{o eigouo 3ano6ix<xi 3axoAH

AxaQinarrnqxn}-
ruox (rocrpa
rexepaniaoaaxa
anepriuxa peaxqiq)

[lpn aacrocyeaxxi Arcornniay, nx i npn

:acrocyaaxxi 6y4u-nroro ixuroro

nircapcuroro aaco6y, MoxrrBe
B14H14KHeHHe aneprivxrx pearqifi, B

rouy vrcni TsxKr4x.

AuaQinarrrvHufi rroK Harexrrb Ao

cepfiosurx aneprivurx pearqifi,
ocxinurn, ,K npaB[no, BHHilKa€

cnoHTaHHo, xapaKTepH3y€Tbcg

ulBr4AKr,,rM HapocraHHgN rcxxocti
rnisiqnoi KaprrHr i uoxe 3arpoxyBaril
xr4TTro naqieura.

fliAehu-lexa vyrnneicru Ao 6yAu-

9KOrO KOMnOHeHTy npenapaTa €

npoTilnoKa3aHHgM AO

3acrocyBaHxn Axcorrniuy.



Pnsnx l{o aiAomo 3ano6i>xxi 3axoAh

t-lpr,r cBo€qacHo xaAasifi ueArqxifi
AonoNoai sasHa,{eHi no6iqsi pearqii
MilHaorb 6es cepfioaHrx uacni4xia Ann
naLlieHrie.

Bax<nrsa aigcyrxn ixQopuaqin

VI.2.5. PesroMe saxoAia E Miximisaqii pnauxie Ane Kox(Hoi npo6neuu 6esnexn

Ha eci nirr, u1o AogeoneHi Anq MeAilqHoro 3acrocyBaHHq, pospo6neui ra 3arBepAxeHi iHcrpyrcLlii Ann

MeAhqHoro 3acrocyBaHxn. Pyrnnxi 3axoAr4 s r.4ir-rir'4isaLlii pnsurie - qe 3axoAr4, rJ.lo 3acrocoByrorbcq Ann

ecix nirapcux[x gaco6ie. Incrpyxqin AnF MeAhqHoro sacrocyBaHHq - Baxnr,rBr,rfi iHcrpyueHr NiHir"risaLlii

pr:rxia, ocrinurr elnee co6oro ronrponuoeanNfi i craH4apruzoaaunil Sopuar iHQopwyaaHnrr

npaqiaxrxie 3 MeArqHorc, QaplaaqeBrrrrHoro ocairoro, naLlieHrie u{oAo 3acrocyBaHHr rixapcuxoro

saco6y, uicruru iH$opuaqito u.loAo pr,r3r4Kie, a rarox peKoMeHAaqii utoAo Ix r.rixir.risaqii.

,Qrn ArcorNniHy ne 3anraHoBaHi AoAarroei 3axoAr4 s r'riFriNiaaqii pnarxia.

VI.2.6. Ilnax nicnspeecrpaqiiHoro po3Br4rxy (sannaxoeaxi 3axoAr y nicnnpeecrpaqifixor'ry
nepioai)

Il poeeAexxs n icnn peecrpaqifi x rx,qocr iAxeH u He sannaHoBaHo.

VI.2.7. 3aeAeHa ra6nuqs si,rix Ao nnaHy ynpaanixxf, pl,r3r4KaMh

Bepcin Iara Ilpo6neua 6esnex[

0.1 27.04.20t8 BaxnHei i4exrrQiroeaui Qarropr
p143nKy:

. aHaoinaKrnqHril uox
Heei4oua in$opuaqin:

. 3acrocyBaHHn y nepio4
earirxocri a6o roAysaHHq

rpyAAlo
r 3EICTOCVBSHHq AiTqM

1.0 70.04.2023 flYP nepernnHyro B 3B'fl3Ky 3
npoqeAyporo nepepeecrpaqii,

Syno npoBeAeHo aHarig

norolrHt4x puzwria, Hapa:i

nepenix Baxr14Br4x pnsrxie e

PnsHx Ulo oigono

3acrocyaaHHc y nepioa aarirHocri
a6o roAysaHHe rpyAAK,

Heuae .qocrarnix AaHHx rqoAo 3acrocyBaHHfl qrrrxonirry
(aipqa peqoBilHa AxcorrniHy) aarirHrru xiHrau. AaHi uoao
erAireHxs qurrroriny y rpyAHe MonoKo ra iloro 4in na

nniA eiAcyrHi. Touy y nepioA earirHocri a6o ro4yaaHnR

rpyAAo npenapar criA npil3Haqarh r14ue roAi, Konil

oviryaana Kopl4crb 4nn uarepi nepeBaxa€ noreHqifiHrfi
pr43r1K Anq nnoAa a6o Antuan.

3acrocyaaxxc Airsm flocei4 3acrocyBaHHe npenapary 4irnN o6lexeHrrZ.

Kouexrap



Bepcin flara llpo6neua 6esnexh Kouexrap

aKTyanbHilM i gannuiaerucs e

nonepe4uifi peAaxqii.

1.1 27.07.2023 BiAnoeiAHo Ao 3ayBaxeHb

AEU BiA 04.07.2023 Ne

B23ilL6A AoonpaqboBaHo

MoAynb VII qacrhHr4 II,
qacrrHy V, AoAaror 2.


