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1. HME HA JIEKAPCTBEHHUA IIPOAYKT

...........................................................
.

MEMOILHT 1000 mg/10 m! nepopanen pasrsop ATV
MEMOCIT 1000 mg/10 ml oral solution

2. KAYECTBEH H KOJIMMECTBEH CHCTAB

Mewmouut 1000 mg/10 ml nepopanen pa3rsop ce npejyiara B caluera, csaspxainy 10 ml pastsop.
Beexu MUWIWINThp pasTBop chabpka 100 mg curukonuH (citicoline), kato HaTpuesa cox (as sodium

salt).

[ToMOIIIHY BELECTBA ¢ U3BECTHO JEHCTBUE:

Bcexky MUNUIUTHP pa3TBOP ChABPXKA:

- TeueH copburon, Hekpuctanusupaiy (E420): 200 mg

- Memunnapaxuapokcubensoar (E218): 1,6 mg

- Ilponunnapaxuapokcubessoar (E216): 0,4 mg

- Koxunun yepseHo, moHco 4R (E124): 0,005 mg

-  Harpuii: 77 mg

- Ilponunenrnukon (E1520) — ot oBxycurens: 0,258 mg

3a NBJIHUA CIHCHK Ha MOMOLIHMATE BEIIecTBAa BHKTE ToYKa 6.1.

3. JJEKAPCTBEHA ®OPMA
[1epopaneH pastsop.

bucTep, pO30B PAa3TBOP ¢ MHPHC U BKYC Ha ACOJA.

4. KJJHHHAYHH JAHHH
4.1 TepaneBTHYHM NOKA3ZAHHA

* JleyeHue HA HEBPOJIOTMYHHU ¥ KOTHUTHBHH HApPYIUICHMS, MIPHYHHEHH OT MO3aYHO-ChI0OB MHIIMIEHT
(Hamnp. HHCYIT).

* Jleyenve Ha HEBPONOrHYHH U KOTHUTHBHH HapyLICHHSA, TPUUYMHEHH OT YEPETIHO-MO3bYHA
TpaBMa.

4.2 Jlo3npoBKa ¥ HAYHH HA MPHIOKEHHE

ﬂoaumnxa

Bvipacmnu
[Ipenopbuurennara gosa e 1000 mg mo 2000 mg CHTHKONHH AHCBHO B 3aBHCHMOCT OT CLCTOSHHETO

Ha NalueHTAa.

flayuenmu & cmapuecxa ev3pacm
He ce Hanara KopeKkuus Ha A03UpOBKaTa.




Heouampuuna nonyrayus:
OnuTeT OT ynoTtpe6Gara Ha CUTHKO/MK NPM Aela € OrPAHUYEH, 3aToBa MeMOoLuT TpsA0Ba Aa ce mpunara
CaMo B CyuaH, Ye O4aKBaHaTa TepaneBTHYHA 10133 € NO-ToJISMA OT KOHTO U 114 € BB3IMOXKeH PHCK.

HayuH Ha npuioxeHue

CHTHKOIMH MOXE a ce NpHeMa Che uu 6e3 xpaHa.

Pa3TBOPBT MOXe Ja Ce MPHeMa JUPEKTHO OT CAILEeTO WK pPa3TBOPEH B OJIOBHH 4allla BOAA
(npubnusurento 120 ml).

3a noapobHM HHCTPYKLMH 33 MIPUTOTBSHETO HA MPOLYKTA BHXKTE TOUYKa 6.6.

4.3 IIporuBonokazaHug

CBp’le{yECTBHT&lIHOGT KBM 2KTHBHOTO BELUIECTBO HIIH HAKOE OT MOMOILHHTE BEILECTRa, H30pocHH
B Toyka 6.1.

[NpoTuBomOKa3aHa e ynorpebara npH NauMeHTH ¢ XHIIEPTOHYC HA MapacHMIIaTHKOBATA HEPBHA
CHCTEMA.

44 CneuHa/IHH NpeaynpexIeHHN H MPeANAIHH MEPKH NPH ynorpeba

To3u nexapcTBed NpoAYKT MOXE Aa MPEAM3BHKA NPUCTBIY HA ACTMA, 0COBEHO [MPH NALMEHTH
AMEPrUYHH KbM ALETHICATHIHNOBA KUCETHHA.

[ToMol1iHK BeniecTRa
MeMounT cpAbpka METHINapaxapokcubensoar (E218), nporuinapaxuapokcudensoar (E216)

W KOXHHUN yepBeHo (E124), nopanu ToBa MOXe a TPHYHHH aleprutHu peakLyu (BEpPOSTHO OT
3abaBeH THII).

Memouut cbabpxka 2000 mg HekpucCTanu3Mpalll Te4eH COpEUTON (E420) puB BCsKO cale,

Copburon € u3To4nHK Ha dpykrosa. Ako Bamvst nekap BH e kasan, ye Bue win Bamero nete nmate
HEITOHOCHMOCT KbM HAKOM 3aXapy WM BH e mocraBeHa JHArHO3a HACHeICTBEHA HETIOHOCHMOCT KEM
(PPYKTO3a, pAAKO reHeTH4HO 3a6onaBaHe, NpU KOETo XopaTa He MOraT Aa pasrpaxaaTr (QpyKTo3ara,
ropopere ¢ Baiuns yiekap npeny Bue wiu Bauero nere na npueMere wiu 1a Bu 6bae MPWIOKEHO
TOBa JICKapCTRBO.

TpAdBa fa ce uMa npeBUA ANUTUBHUAT eeKT Ha CHITPTCTBALIC MPHJIATAHH NPOXYKTH, ChbABPKALIH
copOuTON (WM PpyKTO3a), KAKTO M XPAHUTENHUAT IPUEM Ha copburon (miu $pykTo3a).
CbAbPKAHKETO Ha COPOUTON B JIEKAPCTBEHH POAYKTH 34 IPEOPaTHO NPUACKEHHE MOXKE Aa MOBINUSe
OMOHANHYHOCTTA Ha ApYry MepopaiHy JIEKaPCTBEHH MPOOYKTH, KOUTO CE€ IIPUJIATaT ChITETCTRAILLLO.

MeMouHT chappxa 77 mg HaTpuii BBB BCAKO Callle, KOMTO €2 eKBUBAIEHTHY Ha 3,85 % oor
NPEHOPBYNTETHUA MAKCHMAIICH NHEBEH XPaHUTENeH NpueM 2 g natpuit Ha C30, npu BL3pacTHu.

4.5 B3aumopneficTBHe ¢ Apyru JexapcrBeHH NPOAYKTH H APYrH GOPMH Ha B3gHMOJeHCTBHE

CHTHKONHH 3aCK/IBa E(EKTHTE Ha NaKAPCTBA, KOMTO ChABPXKAT L-noma (neBogOMA).
CuTHKONMH He TpabBa fa NpUeMa 3a€HO C 1eKapPCTBa, KOMTO CBOBPKAT MEKTOPEHOKCAT.

4.6 @epTuHaHTeT, GPEeMEHHOCT U KbpMeHe

bpemeHHOCT
Jluncear wny UMa OrpaHHUYEHH JAHHH OT YNOTpeGara Ha CHTHKO/MH npH OpeMEeHHH XKeHH.

Memouut Tpabsa na ce rpunara no BpeMe Ha OpeMEHHOCT caMo B ciydali, Ye O4YaKBaHATa




4.7 EdexTH BbpXy cnocofHocTTa 32 WopHpaHe U pafoTa ¢ MAILIHHA

To3u nexapcTBeH MPOAYKT HE NOBIMABA WIH NOBIHABA npeHe6pexumMo CocoGHOCTTA 32 WodupaHe U
paboTa c MaUIMHH.

4.8 HexeaaHn JeKaAPCTBEHH PeaKUHH

MHoro penxH (< 1/10000), BKIHOUYUTENHO CAMHHYHE CITy4aH.

[TcMXHaTpHYHH HapyLIeHHA: XaltoLHHALKH

Hapyinexus Ha HEpBHATA CHCTEMA: [N1aBODONHE, CBETOBBLPTEXK

CBA0BH HAPYLLUEHHUA: XHNEPTOHHUSA, XUITOTOHHA

PecrupaTOpHH, rpbAHM H MEAHACTHHATHHA HAPYIICHHA: 31y X
[acTpo-HHTECTHHANHY HApYILUeHUs: racHe, NOBPBIIARE, CIIA30ANYHA Auapus
HapyuieHus Ha KOXaTa H NOIKOXKHATA TEKaH: 3auCPBABAHC, obpus, copbex
O61IM HapylIeHHA H eEeKTH Ha MACTOTO Ha MIPHIOKEHHE: BTPHCAHE, OTOK

CohobijaBase Ha I0J03UPaHH HEXENaHHU PEaKIIHU
C1o61IaBaHeTo Ha MOLO3UPAHH HeXENaHy peakly Clel paspeliaBaHe 3a ynortpeba Ha NeKapCTBEHUS

NPOAYKT € BakKHO. TOBa N03BOJIABA Aa NPOABI/IKH HabMI0AEHHETO Ha CHOTHOLICHUETO MOJI3a/PHCK 32
nekapcTeeHus npoayKT. OT MEANLIHHCKUTE CELNANUCTA CC U3UCKBA J1a ¢choOILAaBaT BCAKA
NOAO3HpaHa HEeXeENaHa peakLvs upes:

H3nbjaHUTENMHA areHUUA MO JeKapCTBaTa

yn. ,,JlamaH 'pyes” Ne 8

1303 Codus

Ten.: +35 928903417

yeQcaiit: www.bda.bg

4.9 Ilpenosnpane

He ca cpo61UaBaHH CIyYau Ha fipeno3vpaHe CbC CUTHKOIHH.

5. @GAPMAKOJOrWYHHA CBOHCTBA
5.1 ®apMaKOIHHAMHYHH CBOHCTBA

dapmakoTepanesTHyHa rpyna: [IcHxoaHaareTuLH. [TcuxoCcTUMYAAHTH, CPEACTBA H3II0I3BAHH 32

ADHD u nootponu. Jpyru ncCHXOCTUMYJIAHTH U HOOTPOIHH CPEACTsa
ATC kon: NO6BX06

CHTHKOJIMH CTUMYIHpa OHOCHHTE3A HA CTPYKTYPHHTC hochOoNUNuAH, KOHTO ¢a YacT OT KNeThYHATA
meMGpaHaTa Ha HEBPOHA, KaKTO € yCTAaHOBEHO B MPOYYBAHHATA, HATIDABCHH ¢ MArHHTHO-PE30HAHCHA
cniekTpockonusA. Braronapenye Ha T0Ba AEHCTBHE HUTHKOIHHBT noao6pasa ¢yHKUHOHHUPAHETO Ha
KeTh4YHHATE MEMOPAHH, BKIIOYHATETHO HYHKIHOHUPAHETO HA HATPHEBO-KANTNEBATa [IOMMNa

1 MeMOpaHHHMTE PELIETITOPH, YHETO MOLY IHPAHE € OT CHILICCTBCHO 3HAYEHHUE 34 npaBUJIHATA
HEBPOTPaHCMHCHA.

[Topanyu cTabunU3MpalloTO AeACTBHE BbPXY KICTBUHHTE mMaMOpaHH, CHTHKOIHH NPHTEKAaBa
CBOMCTBa, XOouTO OnaronpuaTcrsar abcopbumnara Ha MO3bYHHA OTOK.

ExcriepiMEHTAHUTE H3CIeIBAHHA NOKa3BaT, Y€ CHTUKOINH NOTHCKA aKTHBHPAHETO Ha ONpEeaeneHU
dochonnnasu (Al, A2, C u D), kaTo Hamaj1Ba ofipasyBaHeTo Ha CBOOOAHH pagHKalH H H30area

KaTo rIyTaTHOH.




CHUTHKONMH NpeAna3sa eHepruitHUA pe3eps Ha HEBPOHA, 3a1bPXKa anoTo3aTa H CTUMYJIMPAa CHHTE3a Ha
AL THAXOJIHH.

EKCNEpUMEHTANTHO € 0Ka3aHO, Y€ CHTUKOMHH OCBIECTBABA MPOMUIAKTHYHA HEBPONPOTEKLIMS [IPH
MOAeNY Ha GoKasiHa MO3BYHA HCXEMUS.

KnuHHYHUTE NPOYUBAHKA MOKA3BAT, Y€ CHTUKOHH 3HAYMTETHO YCKOPABA YHKLIMOHATHOTO
Bb3CTAHOBABAHE Ha MMALIHEHTH C OCTPH HCXEMHUYHHN MO3BYHO-CHAOBH MHLUKIACHTH, HAMaJSIBaiixy o6emMa
HA UCXEMHUYHUTE NIE3HH.

IIpy nauMeHTy ¢ YePENHO-MO3BYHH TPAaBMH, CHTHKOIHH YCKOPABA BH3CTAHOBABAHETO M HAMAJISBA
NPOABIKUTENHOCTTA H HHTEH3UTETA HA ITOCT-KOMATO3HHA CHHIPOM.

CutHkonMH noao6psasa HUBOTO Ha BHUMAHHE U OCh3HABAHE, KAKTO K JIeHCTBa GIIaronpuATHO HA
AMHE3UATE U KOTHUTUBHUTE U HEBPOJIOTHYHH CMYLLIEHHS, CBbP3aHM C MO3BYHATA HCXEMUA,

5.2 @apMakOKHHETHYHH CBOlicTBA

Abcopbiins
CutukonuH ce abcopbupa nobpe cnen nepopanHo, MyCKYTHO HIH HHTPABEHO3HO NPIIOKEHHE,

HuBata Ha XONMH B fU1a3Mara Ce yBeNMYaBaT 3HAYUTENHO NPH TE3W HAYMHH HA TIPHIOKEHHE.
AOcopluusTa NpH NEPOPATHO MPUIOKEHHE € ITBJIHA U OHOHATHYHOCTTA € IPUOTH3NTENHO CHLIATA
K4TO NPHU MHTPABEHO3HO [IPHIOKEHHE.

Pasnpenenenue
Cnen npunoxeHue, CHTAKOJIHH C€ pasnpenens WHPOKO B MO3bUHHTE CTPYKTYDH, ¢ OBP30

NPHCBEAMHABAHE HA QPAKIMATA B CTPYKTYPHUTE GOoCHONUNUAN ¥ dpaKUMATE LIHTHINH

B UUTUAWHOBHTE HYKJICOTHIM H HYKIIEMHOBUTE KUCEINHH. CHTHKOIHWH NOCTHIA MO3BKA M ce
MPHCHEAWHABA aKTUBHO B KJIETHYHATA, LMTOIUIA3MEHATa H MHTOXOHIPHAIHATA MEMOPAaHH KaTo
ChCTaBA YacT OT PpaKLMATA HAa CTPYKTYpHUTE dochonunuan.

buoTtpaHchopmalius
CHTHKOTHH ce MeTabom13Kupa B UpeBHATA CTEHA U B YEPHUA AP00 10 XOIMH U LIMTHIMH.

EnuMHHKpaHe
Camo MaJIKO KOJTHYECTBO OT [PHIIOXKEHATA 4032 CE OTKPUBA B ypHHaTa U (exanuuTe (o-Manko oT

3%).

I[TpuOnusuresnno 12% ot nozara ce enuMunupa nocpeacTsoM otaenenus COs.

[IpontecsT Ha enMMHUHMpaHe ¢ ypuHaTa e ABydaseH: mbpBarta $a3a, C NPOIbILKHTEIHOCT OKOMO

36 yaca, B KOATO CKOPOCTTa HAa ENMMHHHpaHe HaManABa GbP30 M BTOpa (ha3a, B KOATO CKOPOCTTA
HAMaNABa 3HAUNTENHO [10-0aBHO. AHAIOTHYHA € H AMHaMUKaTa Ha otgensate ¢ CO; — ckopocTTa Ha
€AuMUHUpaHe HaMalABa OBP30 B X0/1a HA MBPBUTE 15 yaca clen NPHIOKEHHUETO, 4 B ClIeBALIHTE ca
3abaBs 3HAYHUMO.

5.3 IlpeakNMHHYHH JaHHH 33 Ge3zomacHoOCT

HM3cnenpanusra 3a XpOHHYHA TOKCHYHOCT ClleA NepopaiHo npunoxenne (1500 mg/kg nHesHa 1034 33
6 Mecela pH Ky4eTa) ¥ HHTpanepuToHeanHo (1000 mg/kg nHeBHA K033 B NPOABHKEHHE Ha

12 ceaMuULM NIpH MHLIKH) HE NOKA3BaT 3HAUMTENHM AHOMAIMH CBLP3aHH C NPHIOKEHHETO Ha
CHTHKONHH. HMHTPaBeHO3HOTO NPHAOKEHHE NPYU Ky4eTa Ha 2o3u oT 300-500 mg/kg mHEBHO

B POABLIDKEHHE Ha 3 MeCela, BOIH 10 TOKCHYHHM NPOABH, BEIHAra CJIEM WHXKEKTHpaHe, KaTo
NOBpbILAHE, IHAPHA H CHATIOped.




NPH3HALM HHTO Ha eMOpHO-()eTaHa TOKCHIHOCT, HUTO HA MaliuiHa TOKCHYHOCT. EdexTuTe BEpXY
OpraHoreHesara ¢a He3HauMTeNIHH, kaTto apu 10% ot detycute e Hall0aaBaHO J1eko 3abaBiHe
H MO3b4YHaTa OCTEOreHe3a.

6. PAPMAINIEBTHYHU TAHHH
6.1 CnHcbKk Ha NOMOILHUTE BelllecTEa

Teuen copburon, HekpucTanuzupans (E420)
I'muuepon

Merunnapaxunpoxcubersoar (E218)
ITponmuwinapaxuapoxcubensoar (E216)
Kanues copbar

JaxapuH HATpHUH

[ muuepon-gpopman

Koxunun yepseno (E124)

JIMMOHEHA KHCeTHHA

Harpues uprpar

Aronos BKyc (¢cpabpia mponunenraukon (E1520), oBkycurenn)
[Ipeuncrera soaa

6.2 HechBMeCTUMOCTH

Henpunozxkumo.

6.3 Cpok Ha rogHocT

3 roguHy,

6.4 Croenuajnu yCJOBHS HA ChXPaHEHHe

To3u nekapcTBeH NPOMYKT He M3UCKBA CIIELMATIHH YCIIOBHA Ha ChXPAaHEHME,
6.5 Buau chaAbLpKAHHE HA OMAKOBKATA

PET/6s1 exctpynupan PE/Alu/excrpyaupan csnonumep EAA cairera, ceappxainy 10 ml pasreop, B
KapTOHEHa KyTH1.

Bunose onakoBkH:
10 cawera ¢ 10 ml paztrop.

6.6 Crneunaany npeanasHyd MepKH Npu H3XBLPJAsiHe B paGoTa
HHcTpykUMKTe 32 IOATOTOBKA Ha JIEKApCTBEHUS IPOAYKT 3a YIoTpeba ca KAKTO ClIe/Ba:

[lepopasiHusT pa3TBOP MOXE Ja CC IPHEMa JUPEKTHO OT CALIETO HIIH Pa3TBOPEH B [OJIOBHH YamIa
BoJa (npubnusutenno 120 ml).

7. IIPHTEXATEJ HA PABPELHIEHHETO 3A YIIOTPEBA

Zaklady Farmaceutyczne POLPHARMA S.A.
ul. Pelplifiska 19, 83-200 Starogard Gdanski
Ilonma




8. HOMEP(A) HA PABPELIEHUETO 3A YOOTPEBA

Per, Ne 20250029

9.  JATA HA ITbPBO PA3SPEUIABAHE/TIOJJHOBABAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

JaTa Ha mbPBO paspeluaBare: 24.01.2025

10. JATA HA AKTYAJIH3UPAHE HA TEKCTA




