3ATBEP)KEHO
Haxa3 MinicrepcTBa 0XopoHun
310poB’s YKpaiHu
10.09.2021 Ne 1922
PeecTpaniiine nocBiqueHHs

Ne UA/18940/01/01
Ne UA/18940/01/02
IHCTPYKIIA
JJIS1 MEIUYHOT0 3aCTOCYBAHHA JIIKAPChKOro 3aco0y
KBAHLJI
(QUANIL®)

Cknao:

diroua pevosuna: citicoline;

1 ammyna MICTUTh LMTUKOJIHY HaTpito 522,5 Mmr y mepepaxyBaHHI Ha nutukoiiH 500 mr abo
UUTUKONIHY HaTpito 1045 mr y nepepaxyBanHi Ha uutukodid 1000 mr;

OONOMIJICHI  peyosuHu: PO3YMH HATPI0 TIIPOKCHUIY ab0 XJIOPHUCTOBOIHEBOI KHCIOTH IS
KopuryBaHHs pH, Boja asist 16’ eKIIii.

Jlikapcbka ¢opma. Po3uunH a5 16’ €KITIH.
OcHosHi izuxo-xXimiuni énacmugocmi: Ipo30puit 0e30apBHHUIN PO3UHH.

dapmakorepaneBTHYHa rpyna. [lcuxoctumynstopu, 3acoOu, MO 3aCTOCOBYIOTHCS TIPH
cuaapomi gaedinuty yBarm Ta rinepaktuBHOcTi (CHAYI), HoOoTpomHi 3acobu. [Hmmi
TICUXOCTUMYJIIOI0Y1 Ta HOOTPOITHI 3aCO0H.

Kox ATX NO6BX06.

Dapmakonoiuni enacmueocmi.

Dapmaroouramixa.

[utukomiH cTUMyIIO€ OIlOCMHTE3 CTPYKTypHUX (docdomimiaie MeMmOpaH HEHPOHIB, IO
MIATBEP/DKEHO JTaHUMU MAarHITHO-PE30HAHCHOI CHEKTPOCKOIii. 3aBAsKU TaKOMY MEXaHi3My Ail
LUTUKOJIH MOKpaIye GyHKI[IOHYBaHHS TAKUX MEMOpPaHHUX MEXaH13MIB IK poOOTa I0HOOOMIHHUX
HACOCIB Ta pelenTopiB, MOAYJSIIS SKHUX HEOOXiTHA Il HOPMAaJbHOTO IPOBEICHHS HEPBOBHX
IMITyJIbCIB.

3aBagku crabinizyrouid Aii Ha MemMOpaHy HEHpPOHIB IIUTHKOJIH MPOSBISE MPOTUHAOPAKOBI
BIIACTHBOCTI, SIK1 COPUSIFOTh 3MEHIICHHIO HAOPSIKY MO3KY.

ExcriepuMmeHTanpHi JOCHIIKEHHS IMOKa3ald, IO LUTUKOJIH 1Hri0ye aKTHBAIlO0 JESKUX
dochomninaz (Al, A2, C ta D), 3MeHIIye YTBOPEHHSI BUIbHUX paJMKalliB, 3a100irae pyiHyBaHHIO
MeMOpaHHUX CUCTEM 130epira€ aHTHOKCUJAHTHI 3aXUCHI CUCTEMH, TaKI K INIyTaTIOH.
[utukonin 30epirae 3amac eHeprii HeWpoHIB, 1HTiOye amomnTo3 Ta CTUMYIIOE CHHTE3
alleTUIXOJIIHY.

ExcnepumeHTanbHO  JOBEACHO, 1[I0  ILMTUKOJIH  TaKOXX  MpOSBISE€  MPO(UIAKTUUYHY
HEHpONpOTEKTOPHY N1it0 NpU (POKANIBHIH ilIeMil FOJJOBHOTO MO3KY.

Kniniyai gocnmimKeHHs TOKa3aid, IO I[MTUKOIIH JOCTOBIPHO 30UIbIIye (YHKIIIOHATbHE
BIJJTHOBJICHHS Yy Malli€HTIB 13 TOCTPUM IIEMIYHUM MOPYIIEHHSIM MO3KOBOTO KpOBOOOIrY, IO
CIIBMAJa€ 3 YHOBUIbHEHHAM 3pOCTaHHS 00 €My IIEeMIYHOTO MOLIKOKEHHS F'OJIOBHOTO MO3KY 3a
JAHUMU HeWpoBizyasizallii.



VY mamieHTiB 13 YepPEemHO-MO3KOBOIO TPAaBMOIO IIMTUKOJIH MPUCKOPIOE BITHOBICHHS 1 3MEHIIYE
TPUBAJICTh Ta IHTEHCUBHICTH MOCTTPABMATUYHOTO CUHAPOMY.

LuTUKONIH TOJINIIye piBeHb yBarM Ta CBIZOMOCTi, KOTHITUBHI Ta HEBPOJOTIYHI po3ajau,
MIOB’s13aH1 3 IIIEMI€I0 TOJIOBHOTO MO3KY, CIIPHsI€ 3MEHILICHHIO MPOSBIB aMHE311.
Dapmaxokinemuxa.

[Ticnst BBeIGHHA Mpemapary ClioCTePIraeTbesl 3HaAYHE MIIBUIICHHS PIBHS XOJIIHIB y TUTa3Mi KPOBI.
[Ipemapat MeTaboI3yeThCS Y KHIIEUHUKY Ta MEYiHII 3 YTBOPSHHSM XOJIIHY Ta IUTHANHY.

[Ticnst BBeIEHHSI IUTUKOJIH HITMPOKO PO3TMOAUISIETHCS Y CTPYKTYpaX rOJIOBHOTO MO3KY 31 IIBUKUM
BKITIOYECHHSIM (Dpakiii XoJiHy B CTpYKTypHi ¢ocdominian ta ¢pakmii UMTHANHY Y IUTHIMHOBI
HYKJICOTUAM 1 HYKJICTHOBI KUCIOTH. Y TOJOBHOMY MO3KY LMUTHKOJIIH BOYJOBYETHCS y KIITHHHI,
LUTOIJIA3MATUYHI Ta MITOXOHJIpiajlbHI MEMOpaHH, IHTETPYIOUUCH Y CTPYKTYpY (ocdominigHoT
¢bpaxiii.

Jlumie He3HAUHA KUTBKICTH JO3W BHABISETHCS y cedl 1 Pexanisax (menme 3 %). [Ipubnuzno 12 %
no3u BuBOAUTHCA uepe3 CO», mo Buauxaerbcs. [lin yac BUBEAECHHS IpemnapaTy 3 CEYero
BUIULSIIOTH 1Bl ¢azu: mepma ¢aza — npotraroM 36 TOAMH, Yy SIKIA MIBUJIKICTb BHUBEIEHHS
3MEHIYEThCS MIBUAKO, 1 Apyra (as3a — B sKiii MIBUAKICTb BUBEAECHHS 3MEHUIYEThCS HAabararo
noBuUIbHIIIEe. Taka )k caMa (a3HICTh CIIOCTEPIra€ThCsl MPU BUBEACHHI Yepe3 JAUXaJIbHI HMUIIXH.
HIBuakicte BuBeneHHs: CO2 3MEHIIYETHCS MIBUJKO, MPUOIU3HO MPOTATOM 15 roauH, moTiM —
3HMKY€ETHCS HAbaraTo MoBUIbHILIE.

Kainiuni xapakrepucTuku.

Ilokazanns.

[HCYnBT, TOCTpa dhaza mopyiieHb MO3KOBOTO KpOBOOOITY Ta JIIKYBaHHs YCKJIQTHEHb 1 HACIIIKIB
MOPYIIEHbh MO3KOBOTO KPOBOOOITY.

UepemHo-M03K0Ba TpaBMa Ta ii HEBpOJIOTTYHI HACITIIKH.

KornitTuBHI TOpyIIEHHS Ta TOPYIICHHS TIOBEMIHKKM BHACTIIOK XPOHIYHHUX CYIUHHUX 1
JIETeHEPAaTUBHUX LIEpEOPATLHUX PO3JIAIIB.

Ilpomunoka3zanns.
[ligBuIIeHa YyTAUBICTH 10 IIMTUKOJIIHY 200 10 IHITUX KOMIIOHEHTIB TIperapary.
[ligBuIIeHNIA TOHYC MTAPACUMITATUYHOT HEPBOBOT CHCTEMH.

B3aemooia 3 inmumu nikapcoKumu 3acodvamu ma iHuii 6uou 63aEmoo0iil.
HuTtukonin nocuiioe edekt aeBoaonu. He ciig mpu3Havyatu npenapar 0JHOYaCHO 3 JTIKapChbKUMHU
3aco0aMu, 110 MICTATh MEKJIO(PEHOKCAT.

Ocoonueocmi 3acmocyéanns.

VY BunajKky BHYTPIIIHBOBEHHOI'O 3aCTOCYBAaHHS Ipenapar CjiiJ BBOAUTU MHOBUIBHO (IPOTArOM
3-5 XBWIMH 3aJI€)KHO BiJ 103U, 11I0 BBOAUTHCS).

V pasi 3acTocyBaHHS BHYTPIIIHBOBEHHO KPAIIMHHO, IIBUJKICTh BIMBAHHS MOBUHHA CTAHOBUTHU
40-60 kpanesnb Ha XBUJIMHY.

VY BUMNajKy CTIHKOTO BHYTPIIIHBOYEPETTHOTO KPOBOBUIIMBY He ciif nepeBuinyBatu 103y 1000 mr
Ha /100y Ta BUAKICT BHYTPIIIHLOBEHHOTO BiIMBaHHA (30 Kpamnenb Ha XBUIIMHY).

3acmocysanns y nepioo eazimnocmi abo 200y8anus epyooro.

JlocTaTHi AaH1 PO 3aCTOCYBAaHHS LIUTUKOJIIHY BariTHUM KiHKaM BicyTHi. [laHi o0 ekckpenii
[UTUKOJIIHY Y TPYAHE MOJIOKO Ta MOTO Misl Ha IJTi1 HEBioMi. Y Tepioj] BaritHOCTi ab0 ro1yBaHHS
TpyJUII0 JIKapCchKUi 3acid MOKHa MpHU3HAYaTH TUIBKK TOMl, KOJM OUYiKyBaHa TepaneBTHYHA
KOPUCTB JUTSl MaTepi MepeBakae MOTESHUIHHUN PU3UK IS IJI0/1a.



30amnicmob enaueamu Ha WEUOKICMb pearkyii npu KepysauHi a8Mompancnopmom ado iHuumu
MexanizmMamu.
B iHguBigyanpHUX BHIAgKax Jeski moOiyHi peakuii 3 OOKy IIEHTpaJbHOI HEPBOBOI CHCTEMH
MOJXYTh BIUIMBAaTH Ha 3JaTHICTh KEPyBaTH aBTOTPAHCIOPTOM ab0 MpAaIIOBATH 31 CKIAJIHUMHU
MeXaHi3MaMH.

Cnoci6 3acmocysannsa ma 0o3u.

PexomennoBana no3a s nopociux ctanoBuTh Bim 500 mr no 2000 mMr Ha 100y 3aieXHO Bif
TSDKKOCTI CHMITTOMIB.

[Ipenmapatr mpu3HA4YaTH IS BHYTPIIIHBOM S30BOTO a00 BHYTPIIHBOBEHHOT'O 3aCTOCYBaHHSI.
BHyTpiltHROBEHHO IpenapaT MoXe OyTH BBEAECHUN MOBUIBHO 1H €KIIHHO (IPOTATOM 3-5 XBUIMH
3aJIe)KHO BiJ] 103U, 1110 BBOJUTHCS) a00 KpanenbHO (IBUAKICTh: 40-60 kparieiab Ha XBUJIMHY).
TpuBainicTh JIKyBaHHS 3aJI€KUTh BiJ] IepedIry XBOpoOU Ta BU3HAUAETHCS JIIKAPEM.
MaxkcumansHa 1060Ba mo3a — 2000 mr.

Tayienmu nimubo20 6iky He IOTPEOYIOTh KOPUTYBaHHS JI03H.

Po3unn nmns iH’ekmii TpU3HAYEHWW TUIBKM IS OJIHOPA30BOro 3actocyBaHHs. [Ipemapar
3aCTOCOBYBAaTH OJpa3y Micis BIAKPUTTA amMIyiau. 3ajMIIKK TMpenapary HeoOXiIHO 3HUILUTH.
[IpemapaT Mo’kHa 3MINIyBaTH 3 yciMa 130TOHIYHMMH pPO3UYMHAMHU JJIS BHYTPIIIHBOBEHHOIO
BBEJICHHS, a TAKOX 13 TIMNEPTOHIYHUM PO3YMHOM TIIFOKO3H.

Himu.

JlocBin 3acTOCYBaHHS Ipenapary AiTIM 0OMeKeHUH.

Ilepeoo3ysanns.

3 orisAy Ha HU3BKY TOKCUYHICTH mpernapaTy KBaHiI, IHTOKCHKAIliA HE MepeadadacThCcsl HaBITh Y
THUX BUIIAJIKAX, KOJIU TEPANCBTUYHI 1031 OyJIU BUIAJIKOBO TMEPEBHINCHI.

VY pa3i BUNaaKOBOTO Mepeao3yBaHHs MIpenapaToM CIIiJl IPOBECTH CUMITOMATUYHE JTIKYBaHHS.

Ilo6iuni peakuii.

[To6iuHi peakirii BUHUKaIOTh ayxke piako (<1/10000), BkiIroUarouu Moo AMHOKI BUTIAIKH.
Tcuxiuni po3znadu: TarOIUHAILI.

3 b6oky yenmpanvuoi i nepugepuuroi Hepeo6oi cucmem. CUIbHUN TOJOBHHUH OLTb, BEPTHUTO.

3 6oky cepyeso-cyounnoi cucmemu. apTepiayibHa TINEPTEH3IsA, apTepiajibHa TIMOTEH3IA,
Taxikapis.

3 6oky ouxanvroi cucmemu. 3aAMIIKA.

3 boky mpasHoz2o mpaxmy: Hy10Ta, OIIOBaHHS, TIEPIOINYHA Jiapes.

3 60Ky wiKipu ma niOWKIpHUX mKaHuH: cBEpODK, BUCUIIAHHS, TiIepeMis, eK3aHTeMa, IMypIypa.

3 6oky iMyHHOI cucmemu: anepriyHi peakilii, y TOMY YMCIi KpONUB’SHKA, aHTIOHEBPOTUYHUN
HaOpsIK Ta aHA()UTAKTHYHUH IIOK.

3azcanvui peaxyii: 03000, HAOPSAKU, 3MIHU Y MICIl1 BBEICHHSI.

Tepmin npuoamnocmi.
2 pokw.

YmoBu 30epiranns.
30epiratu B OpUriHaJIBHIN ymakoBui pu Temneparypi He Buiie 25°C.
30epiratu y HEIOCTYITHOMY IS 1iTeH MicIi.

YnakoBka.
ITo 4 ma B ammynax; mo 5 ammyn y Gmictepi, o 2 6icTepH y KapTOHHIN yIaKkoBIIi.



Kareropis Bigmycky.
3a peuenTom.

Bupo6nuxk.
COBEPUH ®APMA IIPABIT JIIMITEJL /
SOVEREIGN PHARMA PRIVATE LIMITED.

Micue3HaxoakeHHs1 BHUPOOHUKA Ta aJpeca Micls NPOBa/KeHHA HOro AislJibHOCTI.
Cropseii Ne 46/1-4, Kanaits Binamk, Jlaman-396 210, Tamis /
Survey No. 46/1-4, Kadaiya Village, Daman-396 210, India.

JlaTa OCTaHHBLOTO TePersay.
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