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COMA3HUHA 100 mg/ml nepopaJjien pasTsop
SOMAZINA 100 mg/ml oral solution

CUTHKOJIMH (citicoline)

npD‘IeTETE BHHMATC/IHO HN#JiaTa JIHCTOBKA, IIPEAH /1a 34alIOYHETE /1a NPHEMATE TOBaA JIEKAPCTBO, ThH

KATO TS Ch/bpKa BaxKHa 32 Bac ungopmanus.

- 3anasere Ta3u JIMCTOBKA. Moe aa ce HaJIokKH Aa sl IPOYETETE OTHOBO.

- AKO MMaTe HSKAKBHU JIOMBJHUTEIIHU BbLIPOCH, nonutaire Bawus sekap, gapMaueBT HJIHM MEAULIMHCKA
cecTpa.

- ToBa nekapcTBO € NMpeAnucaHo eAMHCTBEHO U NMYHO HA Bac. He ro npeorcrensaiite Ha apyru xopa. To
MOXE J1a UM HaBpeIHu, HE3aBUCUMO Y€ MPHU3HALMTE Ha TSIXHOTO 3a00JisiBaHe ca ChlMTe KaTo Bawuure. |
- AKO MOJIYYUTE HSKAKBH HEKEJaHW JIEKapCTBEHW peakluH, yBejoMere Bawus sexap, (papmauestT uiu
MeJULMHCKA cecTpa. ToBa BKJIKOYBA U BCHYKH Bb3MOXKHHU HEXEJIAHW PEaKLHH, HEOIMMCAHHU B Ta3H JIMCTOBKA.

KakBO ChABpKAa TA3H JTHCTOBKA:

|. KakBo npeacraBiassa ComasdHa 4 3a KaKBO C€ H3I10J13Ba

2. KakBo TpsabBa ja 3Haere, npeau Aa uinonssare ComasuHa
3. Kak na usnonssare Comasuna

4. Bb3MOXXHHU HEXeJlaHU peaKkluu

5. Kak na cbxpansBare CoMma3zuHa

6. ChAbp)KAHUE HA OMAKOBKATA M JAOIMBJIHUTENHA HHPOpMALIUS

1. KakBo npejacrasiasa CoMmasHHa H 3a KAKBO e H3M0JI3BA
CoMa3suHa cbbpa aKTUBHO BEILIECTBO CUTHKOJIUH B KoHUeHTpauus 100 mg/ml.

AKTHMBHOTO BELLECTBO CUTHKOJIMH CTUMYJIMpa OMOCHHTE3a HA CTPYKTYpHHUTE ocosmnuin Ha MemOpaHara
Ha HeBpoHa. [TocpencTBom ToBa JieicTBHE, M10100psiBa PyHKIUMATA HA MEXaHU3MHUTE HA MeMOpaHara, KakTo 1

GYHKIIMOHUPAHETO HA NMOMITUTE HA HOHHATAa OOMSIHA U PELENTOPUTE, BbBEJECHH B HEsl, YHHETO MOJAYJIMPAHE €
KpaHO HeOOX0/IMMO 3a NPaBUJIHOTO Ipe/laBaHe Ha UMITYJICH 110 HEBPOHHTE.
bnaronapenue Ha cBOeTO cTabuiM3upallo AeicTBHe BbpXY MeMOpaHara, CoMa3uHa npurexaBa CBOHCTBA,

KOMTO OJ1aronpusaTCTBaT 00PaTHOTO BCMYKBAaHE HA MO3bYHHS OTTOK.

CHUTHKONMH Npejinas3sa eHepreTHYHUS pe3eps Ha HEBPOHA, 3abpiKa anonro3ara (IporpaMmmpaHa KjieTb4Ha
CMBPT) U CTUMYJIMPA CUHTE3aTa Ha aleTHJIXOJIMH.

ComMaszHHa ce H3I0JI13BAa 34

® JleyeHne Ha MHCYAT B ocTpa (pa3a U HEBPOJIOTHYHH TTOCJIEICTBHS
® JleyeHue HA MO3bYHA TPaBMa U HEBPOJOrHYHH MOCJIEICTBUS
o JleyeHe Ha KOTHUTMBHHM M TOBEJAEHYECKH HAPYLUEHUS BCJEJACTBHE HA XPOHHYHU CBJOBH H

JIEr€HEPATHBHU MO3bYHH 3a00J1ABaHUS

2. KakBo Tps6Ba 1a 3Haere, npeau Aa u3noassare Comasuna
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He nanonasaiire Comasuua
- AKO CTE aneprdyHd KbM CHTHKOIHH MNH KbM HAKOSA OT OCTAHAJIUTE CHCTABKH HA TOBA NIEKAPCTBO
H30poeHH B TOUKa O.
- AKO UMAaTe NOBULUEH TOHYC HA NapacUMIATHKYCA.

[IpenynpexxeHus H NpeanaHH MepKH

["oBopeTe ¢ Bamus nekap unu gapmauesT, npeau Aa uznonisare ComasuHa,

Comasnna 100 mg/ml nepopanen pa3TBOp CbAbPKa KaTO MOMOLLHH BelIeCTBa:

Koxyunun yepeeno A (E 124) - moxe 1a NpUYHHY aTEprHUHM peaKU My, aCTMa, NO-CMEeLHANTHO NPH NaLHEHTH,
aJepruyHY KbM alEeTHNCATHIUIORA KHCEIIHHA,

CopbuTon (E 420) - ako Bawusat nexap Bu e xa3san, ue HMaTe HENOHOCHMOCT KbM HAKOH 3axaph,
NMOChBETBANTE CE C HErO, MPEAH A2 B3EMETE TO3H MPOAYKT.

[Tapaxunpokcufenszoary nox popmarta Ha nponunosu (E 216) u metunosu (E 218) ectepu - Mmorart aa
NMPHYHHAT AJIEPrHYHU PEAKIUH (BB3MOMKHO € 212 ca OT 3a0a8€H THI) H MHOrO PAAKO OPOHXOCNA3bM.

Hpyrn nexkapcrea n Comazuna
Undopmupaiite Bawiug nexap unu gapMaLneBT, ako NpgeMarte, HACKOpO CTe NMpHeMat HiH € Bb3MOXKHO J1a

npuemMeTe APYrH ACKapCTBa.

TpabpBa 3aABIAKUTENHO Ja YREAOMUTE Ballusa nekap, ako pueMare JIEKapCTBa, KOHTO ChbAbpKaT.
- L-Dopa, Thit KaTO CHTHKOIMH 3aCUJIBA HETOBUTE €PEKTH
- MexknoheHokcaT (UeHTPO(EHOKCHH), Thit KATO CUTHKOIUH. HE TpaOBa fa ce npueMa 3aeHO ¢ Te3H

NiexapcTna

ComasuHa ¢ XpaHa H HATTHTKH
Moxe na u3nomn3sare CoMa3nHa HE3aBUCHMO OT XpaHEHHATA.

bpeMeHHOCT H KbpMeHe
AKO cTe OpeMeHHa WM KbPMHUTE, CMATATE, Ye MOXE 12 cTe OpeMeHHa WK nanupaTe 6peMEHHOCT,

nocbBeTBRaliTe ce ¢ Bamus nekap unu dapmauesT npegd ynorpedara Ha TOBaA JIEKapCTBO.
He TpsabBa na npuemate Comasuna nokaTo cTe OpeMeHHa Wi KbPMHTE, OCBEH aKO € 6e3CnopHo
HeoOX0AUMO U aKo MON3HTE Ca MO-FONEMH OT BCEKH Bb3IMOXKEH PHCK.

[llodupane u paboTa ¢c MAIIUHHU
CoMasnHa He NOBJUABA CNOCOOHOCTTA 3a o upaHe H paboTa ¢ MalllHHA.

3. Kak 1a u3nonssate CoMa3zuHa

BuHard uanonssalite ToBa JIEKAPCTBO TOYHO KakTo By e kazan Bawnar nexap unu dapmauest. AKo He cTe
CHIYPHM B Helllo, monuTaitre Bauius nexap Unu gapmMalesT.

[Tpenopwunrennara go3a € ot 500 go 2 000 mg/nex B 3aBHCHMOCT OT TEXECTTa HAa KIMHHYHATA KaPTHHA.
| ml nepopaneH pa3Teop ceabpxka 100 mg CHTHKONHH.

HayuH HA NpUAOKEHHE

[TepopanHuAT pa3TBOp C€ NPHEMA Npe3 ycTaTa ¢ NOMOLLTa Ha 03KpaliaTta CIIPHHUOBKa CbINIAaCHO ClICAHATa
CXema:

1. BkapaiiTe qo3upauiara ClipiHLOBKa B pa3TBopa ¢ 0yTanoTo, HATHCHATO A0 Kpal.

2. Uaternere nocoueHara f03a KaTo uaabpnare 6ytanoTo, MMaiku nNpeRBu, Ye TEYHOCTT], C
CNpHHIOBKATa TPAOBA [1a CbBNAaAa TOHHO € NPEAMUCAHOTO HUBO. *

3. IIpuemere nekapcTBOTO CAMOCTOATENHO HIH CMECEHO € NONOBHH uauia Boja (120ml).




Cnen BCSkoO MpHEMAHE, CEC IIPCNTOPRYBA HIMHBAHC HA AO3HPALLATa CIIPHHLOBKA C BO/JIA.

Ynorpeba npu aena
Coma3zyHa He e JOCTaTLYHO U3CNEABAH MpH Aeua, nopaju KoeTo TpadBa na ce npusara camo B clyuyai, ue
OYyaKBaHaTa TEpaneBTHYHA HON3a € NO-rojigMa OT KOHTO M 1a € Bh3MOXEH PHCK.

AK0 cTe H3INoJ3BAJIH noseye CoMalHHa , 0TKOAKOTO TpabBa:

IIpeaBU HUCKATa TOKCHUHOCT HA TO3M JIEKAPCTBEH TNPOAYKT, HE C€ NPEABHK/A NOABATA HA HHTOKCHKALUU B
CNyYauTe, KOraTo cily4aiiHo ca MPEBUILIEHH TepaneBTHUHUTE N03M.

Brnpeku TOBa aKko CTe NPHENH A03a, NO-IoJIAMa OT NpeAricaHaTa, OChBETBAHTE C€ C JIEKYBAlLMs CH JieKap.

AKo0 cTe nponycHau aa u3noassare ComaluHa :

AKO CTe TIPONYCHANU 13 B3EMETE €/1HA 1034, B3EMETE A KOJIKOTO € BE3MOXHO NO-CKOPO. AKO MOYTH € CTAHANO
BpeMe 3a CJIeABallaTa 4033, B3eMETe A KakT0 OOUKHOBEHO, KaTO MPOMYCHETE R03aTa, KOATO CTe 3abpaBuid.
He npunarafite apofiHa 1032a, 3a Aa KoMneHcupaTe 3a0pasenara. [Ipoabnkere na U3NON3BATE JIEKAPCTBOTO,
KaKTO BH € NPeANUCcano OT JieKyBalus By nekap.

AKo cre cnpeau ynotpebara na ComalnHa
He cnupaiite ynorpebata Ha CoMa3zuHa npea ja cre ce od0bpHanu KkpM Balllug iekap 3a Tosa.
AKO UMaTe HAKAKBM AOMBJIHUTEIHH BBNPOCH, CBBP3aHH ¢ ynorpebdara Ha TOBA JIEKApCTBO, nonuraite Bawuns

nexap, hapMaleBT W MEAHLIMHCKA CECTPA.

4. BLb3MOKHH HEXKeJIAHHN peaKUHH

KakTo BCUUKH JIeKapCTBa, TOBa NEKAPCTBO MOXKE Ja NPEaH3BUKA HEOXKC/IIAHH PCAKIIHK, BbIIPDEKH HE HE BCCKH I'H

nojayyasa.

HexxenanHuTe peakudu ce KnaCHOUUUPAT 110 YECTOTA MO CIICAHHSA HAYUUH:

- Yectu (zacarar ot 1 ao 10 Ha 100 noTpeburenu)

- Heuectu (3acarat ot 1 go 10 na 1 000 notpebutenn)

- Penxu (3acarar no-manko ot 1 Ha 1 000 norpeburenn)

-  Mpuoro peaxu (3acarat no-Manko ot 1 Ha 10 000 norpebureny)

- C HensBecTHa 4ecToTa (OT HATMYHUTE AAHHU HE MOXe Aa OBJE HAaNpaBeHA OLEHKA Ha

4yecToTaTa)

Hsakoun nanueHTH ca NnoayJvaBaiH CACAHNTE HEXKCNTaHH PECAKI{HH MO BpEME HA JICHCHHUC CbC ComasuHa:

MHoro peaku (3acsarar no-Manko or 1 Ha 10 000 notpebutens):
- XaJIIOUHHAUHH

- rnapobonue

- CBETOBBPTENK

- BUCOKO KPbhBHO HaJIsiMaHE
- HICKO KPBBHO HANsAaHe
- gaﬂyx

- NOBAHraHe

- NOBPYbILIAHE

- chyyailHa auapHs

- 3auepBABaHE

- ¢bpbex

- 0bpus

- NOTPBIBAHE

- OTOK

JoNbLAHHTEAHH HEXKENAHH PEaKI MU [PH Rela




He ca u3BecTHH Apyrd HEXeNaHH PeakUMH OCBEH FOpeCrOMEHATHTE B NMPOTHBOMOKA3AHMATA H B TOYKATA 32
HEXENaHH PeaKUUH B PE3YJITAT OT MpHEMa Ha JIEKAPCTBEHHA MPOAYKT.

AKO NONYYHTE HAKAKBH HEXENIAHH NEKapCTBEHH peakluu, yBeaomere Bawnsg nekap, dbapmauesTt i
MEAMUKHCKA CECTpa. ToBa BK/IKOYBA BCHYKH Bb3MOXHH, HEOITMCAHH B Ta3H JIKCTOBKA HEXENAHW peaKLiuHy.

5. Kak aa coxpanssate Comasnna

Jla ce cpxpaHsiBa Ha MACTO, HEAOCTBITHO 33 AeLa. -

Ha ce cpxpansBa nop 25°C

He u3nonssaiTe TOBa NEKApCTBO Clel CPOKA HA FOAHOCT, OTOENA3AH BEPXY KapTOHEHATa onakoeka CpoKbT
Ha rORHOCT OTroBaps Ha NMOCNEAHUS AEH OT MOCOUYEHHS MeCel]

He naxsbpaste nekapcrsaTa B kaHaNM3aUUATa WK B KOHTeHHepa 32 JoMalHM oTnagbuy. [lonuraiite
Bauus ¢papMaLeBT Kak 1a U3XbpAsTe JIEKapeTBaTa, KOUTO Beve He u3nonssare. Te3n MepkH Lie COMOrHaT
3a Ofa3BaHE Ha OKOJIHATA ¢peja. |

6. CrabpikaHHe HA ONAKOBKATA M AONbJHHTEIHA HHpOpMaUHs

Kakso ¢csabpka ComaznHa

- AKTHBHOTO BELIIECTBO €: CHTHKONHH (citicoline) 100 mg/ml karo cuTHukonuH HaTpuii (as citicoline sodium).
- Apyrute cucTaBky ca: 3axapud Hatpuil (E 954), tewen copbuton (E 420), rmuuepon (E 422), MeTn
napaxuapokcubensoar (E218), npomun napaxuapokcutensoar (E 216), Hatpues unrpar (E 331), ranuepus-
dopmManaexun, kanues copbar (E 202), apomar Ha aroaa, koxuuua yepseHo A (E 124), nMMoHeHa KuceaMHa
(E 330), npeurcrena Boaa.

Kak mirnexna ComMasnHa # KAKBO ChABLPAKA 0NAKOBKATA

CoMasiHa nepopaneH pastsop e 6ucTbp, 6neaopo30B pasTBOp, ¢ MUPHC ¥ BKYC Ha sAroga
30 ml nepopasieH pa3TBOp B NPO3payuHH CTHKJICHH OYTHIIKH ¢ TOJHETHNECHOBA KANauka Wiy
50 ml nepopaneH pa3TBop B kKadsIBY CTHK/ICHH SYTHIIKH C MMOMHETHIEHOBA KaNayka.

[To exHa 6yTHiIKa B KApTOHEHA KYTHA 3a€IHO C A03MPAlla CIIPUHLIOBKA K TUCTOBKA.

[IpuTexkaTen Ha pa3pelleHHeTO 3a ynorpeda H NPOH3BOAKTE]

[IpuTexaren Ha pa3pelueHdeTo 3a ynorpeba
Ferrer Internacional, S.A.
Gran Via Carlos I1I1, 94

08028 Barcelona, UcnaHusg

[TpousBoguTeNH
Ferrer Internacional, S.A.
Gran Via Carlos 111, 94

08028 Barcelona, Ucnanus

Ferrer Internacional, S.A.
Calle Joan XXIII, 10,
Esplugues del Llobregat
08950 Barcelona, Mcnanus

JaTa Ha nocJeAH0 Npepa3rexkiaHe Ha JUCTOBKATA
08.2026




