KPATKA XAPAKTEPHCTHKA HA IPOAVKTA
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H3NbITHUTENHA ATEHUNS 10 NEKAPCTBATA
Kpamka xapaxmepuomuie wa fpogyxma - Nouroxwenie 1
1. HME HA JIEKAPCTBEHMSI [IPOJIYKT KoM Pez. M ......... ﬁ/ g/ju,/_{j .....................
FPaspewenus Ne
CuTuKo 250 mg/ml K "
G R OHEH aTE0D BG/MA/MP - 59J>/22122023
CiTiCo 250 mg/ml solution for injection R L e

2. KAYECTBEH U KOJIMYECTBEH CHCTAB

I ml pasrop ebabpicar 250 mg cuikonu (citicoline) kaTo cuTHKONMH HaTpHil (as citicoline sodium).

3a MBJIHKS CTIHCHK HA TOMOLIHHTE BEIECTBA BHXTe TOYKa 6.1,

3.  JIEKAPCTBEHA ®OPMA

Hmkekunonen pasreop.

[pospauen, Gesuseten, GucTbp Pa3TEOP, MPAKTHYECKH CBOOOJIEH OT YacTHIIH.

4. K/IMHWYHH JAHHH

4.1. TepanerTuunu nokasanHus

° Jleuenwne nHa MO3BYEH HHCYIIT B ocTpa (1)833, H CBEBP3AHUTE C HEro HEBPOJIOTHYHH [OCJICACTBHS,

° Jleuenue na Mo3byHa TpaBMa H CBbP3aHUTE C Hesl HEBPOIOIrMYHH MOCJIEJICTBHS.

4.2. Jlo3MpoBKa M HAYHH HA ynotpeda

2;[,03]4[20131{8.

Bvspacmmu
IIpenopsunrenuara HeBna no3a e 500 — 2000 mg.

PasmMepbT Ha npunoxenata AHesHa f03a TpsOBa na Obie ChoOpaseH ¢ TexecTTa Ha KIHHHYHATA
CHMIITOMATHKA, AaHAMHECTHYHHTE JaHHH M ChCTOSHUETO HA MALMEHTA.

[TponbIKUTENHOTO MpUTOXKEHHE HA NEKAPCTBEHHS NPOLYKT ce OnaronmpHsATCTBA OT HEroBaTa HHCKA
TOKCHHYHOCT M HHCKA YECTOTA HA HEeXeNaHuTe JIeKApCTBeHH PEaKi{iHy.

JlexapcTBeHUAT TPOYKT MOXKE Ja Ce NPHIAra B KOMITeKCHa TEpanus ¢ XeMOCTATHLM, JieKapcTea
HaMasABallK BbTPEUEPEITHOTO HaNlsrane, HH(pY3HOHHHU PA3TROPH.

Cmapuecxa ew3pacm

lpenopruBa ce mpuoxkennero na obuyaiinara TepaneBTHYHA [03a; He Ce Hana
IIpH OTCHCTBHE HA 3HAYMMH OBOpeUHH H YepHOAPOGHH 3a60sBaHMs.

A03ara



Heouampuuna nonynayus

Hsma pocTarbuno Hanuunm mamuy 3a ynorpeGa HA CHTHKOJMH TPH JICNd, IOPAH KOETO JIeKapCTBEH S
IPOXYKT MOXKE Jia c€ Mmpuiara eIMHCTBEHO B CIlyuYail, KOTaTo I10/13aTa HA/BUILABA BB3MOKHHS PHCK OT
NPHITOKECHHETO.

Hauyn na npunoxenne

PasTBOpBT MOXKE Na C& MPUIIOKH:

e HHurpamyckyiHo,

+  baBHO HHTpaBeHO3HO 3a MepHOZ OT 3 — 5 MHHYTH, B 3aBHCMMOCT OT pazMepa Ha J03aTa;
+  KankoBa unrpasenosHa HHby3Hs cbe ckopocT 40 — 60 kanku/MuHyTa.

CheTaBhT Ha JICKAPCTBEHUS TIPOJYKT NO3BONIABA TMPH HEOGXOAMMOCT, MHKEKIMOHHHS PA3TBOP /A Obae
MpHIIOZKEH 1pe3 yeTaTa. ChAbPKAHMETO Ha aMITyJlaTa MOJKe 1a ¢e W3IHE AMPEKTHO MM ClIejl pa3TBapsHe
B TIONIOBHH yalia Boza (oxousio 120 ml).

4.3. IlporuBonoxaszanus

¢+ CBPbXYyBCTBATENHOCT KbM CHTHKONHH HITH KbM HSKOE OT OMOLIHUTE BEILECTBA, H30POEHH B TOUKA
6.1;

¢ XHIIEpTOHYC Ha NapacuMnaTHKycosus as1 Ha BHC.

4.4. Cneunannu npeaynpexieHus H OPeANA3HH MEPKH IPH yHoTpesa

TTo BPEME Ha JICUCHHUE C TOBA JIEKApPCTBO € HeoOX0IuMo Ha 6’5,[[6 B3E€TO NPCABH] CIICAHOTO:

+  MHTpaBeHO3HOTO npuyoieHHe TPAOBA Ja cTaBa OABHO — 34 MEPHOA 3 — 5 MHHYTH B 3aBHCHMOCT OT
pasMepa Ha TIpHIaraHara 103a.

«  Kankosara nuTpasenosHa undysus tpadea ga 61e ¢be ckopoct 40 — 60 kanku/MuH. (BK. TOUKa
4.2).

+  Ilpu BbTpeMO3BUEH KPBBOH3IUB, NpenopbuBanata 103a ¢ < 1000 mg, kosTo TpsGBa 1a ce MPHIoKH

©aBHO HHTPABEHO3HO ChC CKOPOCT 30 KanKu/MHUHYTA.

4.5. BsaumopelicTBMe ¢ APYIH JIEKAPCTBEHH NPOAYKTH H APYTH GOPMH HA B3aHMO/eCcTEHE

Curukonun ycunga edexrure Ha L-Dopa-cbaspikaninre mpoayKTH.

He Tpsiba na ce mpunara e1HOBPEMEHHO C JIEKAPCTBEHHU NIPOAYKTH, ChIkPIKAILH MeKI0(eHOKCAT,

Mozxe sia ce mpunara eJHOBPEMEHHO € X@MOCTATHLH, JIEKAPCTBA 34 [OHWIKEHME HA BHTPEUCPEIHOTO
Hajisirane, MHQY3HOHHH Pa3TBOPH.

4.6. @epTHIHTET, GPEMEHHOCT H KbpMeHe

Bpemennoct

He ca HamuyHu nauHu OTHOCHO NMOTEHLMAIHUTE €PEKTH HA CUTHKONMH IIp
KOETO HeroBaTa 0€30MacHOCT MPH Ta3H IPyIia Ce CYHTa 3a HeycTaHoBeHa. Jle
Ja ce npunara ¢IMHCTBEHO B CJydYaHTe, MPHM KOHTO MOTEHIMATHHUTE 110
PHCKOBETE 32 IIJIOAA U HOBOPOJEHOTO (BXK. Touka 5.3).



Kepmene
He e u3BecTHO nanu CUTHKONMH Ce eKCKPETHpa B MaluMHOTO MIISKO, ropagd KOETO JIeKapCTBEHHSI

IpoaoyKT TpHﬁBa Aa ¢e Ipunara eIHHCTBEHO B CIIy4YauTe, NPH KOUTO IOTEHLHATHUTE IIOJI3H 3a Maiikara
HaJBHIIaBaT PHCKOBETE 3a HOBOPOJAEHOTO H KbLpMadeTo.

DepTUanuTeT
Hsima nannu 3a eeKTHTE Ha CHTUKOJIMH BbPXY (hepTHIIHTETA.

4.7. EdexTu BHpXy cnocoGHOCTTA 32 IO(HpaHe U paGoTa ¢ MALIHHHA
CuTuKo He nosnusapa cnocobHOCTTa 32 Modupane H paboTa ¢ MaILHHH.

4.8. HexenaHH JIeKapCTBEHH PeaKIHH

lpencrasenara no-1omy 4ecTora Ha He)XeNaHUTE JIEKAPCTBEHH peakiuy ¢ knacHduuupana mo MedDRA
KOHBEHIIHSITA;

Meuoro gectu (= 1/10), Yectu (=1/100 x0 <1/10), Heuectn ((=1/1 000 no < 1/100), Pexxu (>1/10 000 o <
1/1000), Muoro pemxu (< 1/10 000), C HeusBecTHa uecToTa (OT HATHUHHTE NAHHH HE MOXKe 1a Obie
HalpaBeHa OIeHKaA).

Cucremo-opranen knac/Yecrora Hexxenanu peaxiuu

Tecuxuunn HapylIeHHW I

Mhnozo pedxu XamouuHauuu

Hapyinenus Ha HepeHaTa crieTemMa

Mruozo peodwu ['naBobonue, CBETOBBPTEXK

CBI0BM HApYIIEHHS

Muozo peoxu IloBHIeHO apTepuatHo HaTSraHe, TOHHKEHO apTepHaTHO
HansraHe

PecniupaTopHy, MPEIHH U

MENHACTHHAITHW HaApPYIUEHU S

Mnozo pediu 3anyx

CromalHo-4peBHH HAPYIIEHHS

Msuoro peaxn ["anene, noBpsiiane, guapus
Hapyuenus Ha kojkara 1 NofKOXKHATA

TLKaH

Mrozo yecmu 3auepssiBane, cbpbex, oGpUB

O61n HapyweHnd 1 edyeKTH Ha
MICTOTO HA NPHIOKEHHE
Mnoeo pedru INoTpensane, 0ToK

CrobuiapaHe Ha M0J03HPAHK HEXKeNIaHU PeaKiiH
CrobmaBanero Ha MOJ03MpPaHH HEXENaHW PeakiluH Ciiej paspeliaBane 3a yrotpeba Ha JTEeKapCTBEHHUS
NPOAYKT ¢ BaxHO. ToBa NO3BOMSABA Na NPOALIDKM HAGIIOACHHETO HA CHOTHO

HeXelaHa peakius uypes:




M3nbiaHuTeNnHa areHIus 1o Jekapersara
viL. ,,damsan I'pyer® Ne 8

1303 Codhus

Ten.: +35928903417

yeOcaiiT: www.bda.bg

4.9, Ilpeaozupane

CuMnTomMu

Hsima maHHH 3a npejpo3upane ¢ nponykTa. CHTUKOIMH ce XapaKTepu3upa ¢ MHOTO HHCKA TOKCHYHOCT,
MOpaan KOETO NaXe M IIpH 3HA4YMMO TPEeBHIIABAaHE HA TEpamNeBTUYHHTE JO3H He CE 0YaKBA PA3BUTHE HA
WHTOKCHKALIMSL.

5.  ®APMAKOJIOTUYHU CBOWCTBA

5.1. ®apmaKofHMHAMHYHH CBOiicTBA

®apmakoTepanesTHuHa rpyna: Jpyry ICHXOCTUMYIAHTH H HOOTPOIHH CPEACTRA.
ATC xox: NO6BX06

MexaHH3LM Ha AelicTBUe

Crumyimpa GMOCHHTE3a Ha CTPYKTYpHHTEe (GOCHONTHIHIN B HEBPOHATHATA MeMOpaHa, BCTENCTEME HA
KOeTO Mofo0psiBa (PyHKIMOHATHOTO # CHCTOSHIE, KAKTO U TOBA HA JOKHPAHHTE B Hesl OMIH HA HOHHATA
O0MsIHA M PENenTOpH, YHETO MOAYIHPAHE ¢ HeOGXOAMMO 3a eeKTHBHOTO H MPaBUJIHO TIpefaBaHe Ha
HEBPOHATHUTE UMITYJICH,

Crrukonuu xonupa akTuBupanero Ha gocdomunumu Al, A2, C u D, kato Hamanssa o0pa3yBaHeTo Ha
CBOOOJHM panMKagd H YHHUIOKABAHETO Ha MeMODAHHUTE CHMCTEMH, MpeinasBa CHUCTeMHTE 3a
AHTHOKCHIAHTHA 3aIllHTA.

DapmakoaruHaMUYHl ediekTn

Cruruxonuy GaaronpusarcTsa peaGcopOLHsTa Ha MO3BYHUS OTOK GilarojapeHne Ha CTabMIM3UPAIIOTO CH
/ICHCTBHE BBPXY HEBpOHa/HaTa MemOpaHa, NPeANa3Ba W CHXPaHsIBA CHEPrHIHHMsS pe3epB Ha HEBPOHA,
3albpIKa aronTo3ara i CTHMYNUPA CHHTE3a Ha ALeTHIIXOMHH.

EKCIEPUMEHTANHO € YCTAHOBEHO, Y€ CHTHKOIMH OKa3Ba HEBPONPOTEKTHBHO JEHCTBHE NpH MOJEN Ha
(oxanna Mo3bYHA HCXEMHUSL

I[aHHH OT KJIMHHYHH U3MHTBAHUA COYAT, Y€ CUTHKO.TUH HO,I[OGp}]Ba 3Ha4YuMO (pyHKL[HOHaJ'[HaTa €BOJIIOLHA
MpH MalHeHTH ¢ OCThP MO3BYHO-CHI0B UHIIUIEHT, YCKOpsBa Bb3CTAHOBSBAHETO IIPH MAIHEHTH ¢ MO3bYHA
TpaBMa 1 HaMaJisBa NpOAbJLKHTEIHOCTTA M U3pa3eHOCTTa Ha MOCT KOMOLMOHATHH S CHHAPOM.

HO,Z[Oﬁp}IBa HHBOTO Ha BHHMaHHE H Cb3HAHUE, MOBJIHIBA 6J'EaTOHpI/IHTHa dMHE3UATA U KOTHUTHUBHUTE H
HEBPOJIOrHYHH CMYIIEHH S, CBbP3aHH ¢ MO3BYHA HCXEMM.

5.2. dapmMakOKHHETHYHN cBOjicTBA

AbGcopluuns

Cutiikonun ce abcopbupa 100pe crel MyCKy/IHO NPHIOKEHHE, KATO HMBATA HA X
YBEIIHYABAT 3HAUMTENHO CIIC/ NPHIIOKEHHETO MY.




Pasnpenencupe

P%Hpﬁﬂ&ﬂﬂ CE B 3HAYUTEITHA CTEIeH B MO3BbYHHUTE CTPYKTYPH, KATO € HaJlHLE 6’bp30 NpHCbEIHHABAHE Ha
MeTaboJIHTa XOJNHH B CTPYKTYPHHTE CI)OCd)OHI/IHI’LI[H, d Ha HUTHAHMH B UWUTHUJIHUHOBHTE HYKIEOTHIu Hu
HYKJIECHHOBH KHCEJIUHH.

B Mo3puHATA THKAH CHTHKONMH CE NPHCHEAMHSBA aKTHBHO B KICTHYHATA, [UTOMJIA3MeHA W
MHUTOXOHJpHANHA MeMOpaHa, KaTo ChCTaBHA YACT Ha CTPYKTYPHHTE (Gochonumm .

Buorpancdopmanns

MeraGonusupa ce B upeBHaTa CTEHA U YepHUs APO6 0 XOIHH U LHTHIKH.

Exckperus

Majika wacT oT mpuioXKeHaTa 03a ce OTKPMBA B YpHMHATa, a okono 12% oT mes ce eITHMHHHpA
nocpeacteom otaenenus CO,.

IpouechT Ha eJIMMHUHUPAHETO C ypHHara e JBy(daseH: mbpBa (asa, ¢ IPOABIIKUTENHOCT OKOJIO 36 yaca, B
KOATO CKOPOCTTa Ha eNMMUHMpaHe HamaisBa Obp3o W Bropa dasa, B KOATO CKOpPOCTTA HaMalsBa
3HAYHTENHO M0-0aBHO. AHANOTHYHA € M JMHAMHMKATA HA OTAEAHE ¢ CO, — ckopoctra Ha eNMHUMHHHpPaHE
Hamarnsea 0bp30 B X0Jla Ha MbpBHTE 15 Yaca ciex TMPUJIOKEHHETO, a B CJISABAIIUTE ce 3aD0aBs 3HAYHMO.
5.3. IlpeaxkiMHUYHH ZaHHHU 34 GezomacHocT

He ca ycraHosenu snaunmu TokcHYHN e(peKTH B X074 Ha XPOHUUEH 6 MeceueH eKCIIEPHMEHT TIPH KydeTa
M 3 MECeYHO M3CHeBaHe NpH MHULIKH. TIpH KydeTa, TPETHPaHU CHC CHTHKONHH B MPOJALIKEHHE HA TPH
Mecela, ca HabMoAaBAHH TOKCHYHH NTPOSBH (IMAPHA W CHAIIOPEsT) HENOCPEACTBEHO Clie]] NPUNOKEHHETO.

lpunaran mpu saiiuy B mepuoa Ha OPraHOreHE3aTa, CMTHKONMH He MOKA3pa emMOpHo-deranna
ToKcH4HOCT. B 10% ot derycute e HabIr01aBaH0 NeKo 3a6aBsiHEe B MO3BUHATA OCTEOreHe3a.

6. @APMALIEBTUYHH JAHHU

6.1. CnucbK HA IOMOLIHHTE BelecTBAa
Hatpuer xuznpoxcnn (3a kopekuus Ha pH)
XopoBonopoHa KHcenuua (3a KOpeKius Ha pH)
Bopna 3a umxexunn

6.2. HecbBMecTHMOCTH

Henpunoxmumo.

6.3. Cpox Ha roanocT

3 roguHu.

6.4. CneunajHu ycIoBus HA ChXpaHeHHe

Ha ce cbxpansBa B OpUrHHANHATA ONAKOBKA npu Temmnepatypa noj 25°C.




6.5. Buiu chabpkanHe Ha ONAKOBKATA

4 ml pasreop B ammynn o GesuseTHo cThkao Tum I, ¢ BMecTHMOCT 5 ml, ¢ MapKHPOBKA 33 OTBapsHE Ha
amInyJara. 5 amIynH ce nocrasst B 6aucrep or PVC ¢onmo, mocrasen B KapToHeHa KYTH#, 32€JIHO C
JIMCTOBKA 34 MAITHEHTA.

6.6. CreunajHH NpeInasHH MEPKH NPH H3XBLPJIsHe H paboTa

VIHKeKLIHOHHUAT pasTBOp e MpelHa3HaueH caMo 3a eNHOKpaTHa ynotpeba. [Mpunaranero TpsiGea ja ce
OCBIIECTBH He3abaBHO c/le/l OTBAPSIHETO HA aMITyJIaTa.

MHKEKUHOHHUSAT pasTBOP € CBBMECTHM C BCHYKH HM30TOHHYHM pasTBOpH, NpeAHa3HAYeHH 3a
NapEeHTEPATHO MPHI0KEHHE,

Moske na 6blie CMECEH ¢ XUIIEPTOHHYEH PAa3TROP HA IIIOKO3A.

Hewusnonzeanusr JICKapPCTBEH NMpPOAYKT MK OTNaAbYHUTE MaTepualid OT HETo TpﬂﬁBa Ja C€ USXBBPIIAT B
CBOTBETCTBHE ¢ MECTHHTE M3UCKBAHHUS.

7. TIPHTEMKATEJI HA PASPEIIEHHETO 3A YIIOTPEBA

JAHCOH-BI" OO
ya. Oren [Taucwuii Ne 26
2400 rp. Pagomup
Bearapus

8. HOMEP HA PASPEHIEHUETO 3A YIIOTPEBA

Perucrpaunmonen No

9. AATA HA IIbPBO PA3PEIIIABAHE 3A YIIOTPEBA

JaTa Ha MbPBO paspellaBade:

10, AATA HA AKTYAJIIN3UPAHE HA TEKCTA

HoeMBpH, 2023 1.




