JHUCTOBKA: HH®OPMALIMSA 3A [IOTPEBHTE.JIS1

COMA3HHA 100 mg/ml nepopanier pa3TBop
SOMAZINA 100 mg/ml oral solution
CHTHKONVH (citicoline)

[Ipoverere BAEMATEAHO OA/1ATA JIHCTOBKA, IPeIH 1 3an09HeTe 1a NPHEMATE TOBA JIEKAPCTEO,
TBH KaTo TH chibpXka Bakaa 3a Bac andopmanus.

- Janazere Ta3u McTOBKA. MojKe Aa ce HaJIOKH J1a A mpodeTeTe OTHORBO.

- AKO UMaTe HAKAKBH JIOITHIIHMTEHH BHIPOCH, TIOTHTaiTe Bamua nexap, bapMauest win
MeJUIMHCKA cecTpa.

- Tosa NeKapcTRO e MPEArMCaHo eAMHCTBEHO H THUHO Ha Bac. He ro npeoTcThrBaiTe Ha Apyry
xopa. To Moxe 1a UM HaBpeIH, HE3aBHCHMO He€ MPH3HALMTE Ha TAXHOTO 3a60/BaHE Ca ChIMTE KaTO
Bamnre.

- AKO HONMYUUTE HAKAKBH HEKENAHH JEKAPCTBEHH PEaKIlHy, yBenoMere Bamusa nexap, papMaiest
HJIH METHIMHCKA cecTpa. ToRa BKJIIOUBa K BCHYKH Bh3MOKHH HEXCIAHK peaKLHH, HEONHCaHH B Ta3K
JHCTORKA.

KakBo chAbpxka Ta3# AHCTOBKA:
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CoMaznHa CBIbpKa AKTHBHO BEICCTBO CHTHKONMH B KOHIieHTparms 100 mg/mil.

SN

1. Kakeo npeacrasassa CoMa3nHa H 38 KAKBO ce H3N0JA3BA

AKTHBHOTO BEWIECTBO CHTHKOMMH CTHMY/Hpa GHOCKHTE3a Ha CTPYKTYpHHATE (hochonuman Ha
MeMOpaHara Ha HespoHa. [TocpeactsoM ToBa AeictBue, Mofo0paBa pyHKIHATE HA MEXaHH3MMTE Ha
meMOpaHata, KakTe H PYHKIHOHHPAHETO Ha MOMNMTE HA HOHHAT2 OOMAHA W PEHENTOPHTE, BLBEICHH
B Hes, YHETO MOIYAHpaHe e KpaiiHo HeoOX0IUMO 3a MPaBHNHOTO MpelaBaHe Ha UMITYJICH 110
HEBPOHMTE.

Bnaroiapense Ha croeTo crabuwinsupanio geficrsre sspxy MeMOpaHata, Comasuia IPHTEKaBa
CBOHCTBA, KOMTO OaroNpHATCTRAT OGPATHOTO BCMYKBAHE Ha MO3BYHMA OTTOK.

CHTyKOIHH Npeana3Ba eHEpreTHYHHUS PE3CPB HA HEBPOHA, 3abPIKa ANoiiTo3ara (MporpaMupasa
KIeThYHA CMEBPT) M CTHMY/IMPA CHHTE34Ta Hat ALCTHIXOAKH.

CoMa3zHHa ce H3M0/13Ba 34a:

. Jleuenne Ha HHCYAT B ocTpa (ha3a W HEBPOJIOTHYHE TIOCTSICTBHA
. JleyeHre Ha MOIBYHA TPABMA M HEBPOJIOTHYHH TIOCTEACTBHA
. JleyeHme Ha KOTHUTHBHY M NOBEACHYECKH HAPYLICHUS BCAEIICTBHE Ha XPOHHIHH CBAOBH H

ACTCHEPATHBHA MO3BIHH 3a60IBaHUA

2. Kaxpo TpudBa Aa 3naere, IpeqH Aa Hinoireate CoMasnna

He n3nonssaiite Comazuna

- Axo cTe allepI'HYHH KbM CHTHKOJIHH WIH KbM HAKOS OT OCTaHAIMTE ChC
TIEKapCTBO, HIDPoeHw B TouKa 6.

- AKo UMaTe MOBHINECH TOHYC Ha [IapaCHMIIATHKYCa.



HpeaynpexaeRus 5 HpefNa3HH MePKH

Topoperte ¢ Banma nekap win dapManesT, npean na nanoneate Comasina.

ComasuHa 100 mg/ml mepopasteH pa3sTBop CHIBPXKA KaTO MOMOLIHH BEIIECTBA:

Koxunmn seppeHo A (E-124) - MoXe Ia IPAYHHA ATEPrHIHA peaklHH, ACTMA, 0-CIICIHAIHO TIpH
[aHeHTH, aJIePrHIHN KbM aleTHICATHIIUIOBA KHCETHHA.

Copburon (E 420) - ako Bamuar jekap By e kasan, ye AMaTe HEMOHOCHMOCT KEM HAKOH 3aXapH,
TIOCBBETBAHTE CE C HETo, IPEAH A4 B3EMETE TO3H TIPOAYKT.

HapaxuapokcuGensoary noa gopmara wa npomwioeu (E 216} u merunosn (E 218) ecrepu - Morat
Jia NPHYHHAT ANCPTHIHM peakuuy {Bb3MMKHO € Ja ca OT 3a0aBeH THI) H MHOTO PAIKO
OpoHxocnasbM.

Apyra gexapcersa B Comazuna
Hnudopmupaiite Bauua nexap win ¢gapManuest, ako npHeMare, HICKOPO CTC IIPHEMATIH HITH €
BB3IMOKHO 2 IIpHEMETE APYTH JIeKapCTBa.

Tpsaba 3aABDKHTENHO Ja YBefoMuTe Baig nekap, ako DpHEMATE JIEKapCTBa, KOHTO ChIBPIKAT:

- L-Dopa, Toi KaTo CHTHKOITHH 3aCHIIEA HEOBHUTE e(IeKTH

- MeKTopeHOKeaT (HeHTPOEHOKCHH), Thl KATO CHTHKONIHH He TpA0Ba Ja ce npHeMa 3aefTHO ©
Te3H JIEKapCTEa

Coma3nana ¢ XpAHA H HANBTKH
Moxe Aa u3nomsBare ComasHHa HE3aBHCHMO OT XpaHEeHHATA.

BpeMenHOCT H KEPMeRe

Axo cTe OpeMeHHa HIIH KEPMHETE, CMATATE, e MOXe Na cTe GpeMeHHa WIH IanApaTe OpeMeHHOCT,
nochbBETRalTe ce ¢ Bamus nekap wnw dapmariesT npeaH ynorpedara Ha TOBa JIEKApCTEO,

He tpa6Ba na npuemare ComasHHa A0KaTo cTe GpeMeHHa HIH KEPMHTE, OCBEH aKo ¢ 6e3cIopHO
HeoOXOHMO H aKo TI0/3HTE ¢a IO-TOJNIEMH OT BCEKH BE3MOMKEH PHCK,

Illodnpane ¥ pabora c MAmMHAH
ComazHHa He NOBITHABA criocobHOCTTa 3a modwpade i paboTa ¢ MalIHHA.

3. Kax na ma3no/ssate CoMaznaa
Bunary H3no3saiiTe TOBa JeKapCeTBO TOYHO KakTo BH e xazan Bamuar nexap wid dapManesT.
AKO HE¢ CTE CHTYPHH B Hello, nonuraiire Baums nekap wiH ¢papManenT.

fIpenopvunTenHara fAo3a ¢ ot 500 g0 2 0600 mg/aeH B 3aBHCHMOCT OT TEXKECTTa Ha KIMHHYHATA

KapTHHA.
1 ml nepopanen pasteop ceabpxa 100 mg cHTHKONIHA.

HauwH HA APHACKEHHE

HepoPanHHsrr pasTBOp ¢ mMpHEMA TPE3 YCTaTa ¢ TOMONITA Ha JO3HpallarTa CrpHHIIOBKA ChIJIACHO
CIcaHaTa CXEMa;

1. Brapaiite no3upamara CIpHHLIOBKA B pa3TBOpa ¢ 6YTanoTo, HATHCHATO A0 Kpail.

2. Hzternere nocoueHATA AO38 KATO M3TBPIIATE OYTaNoTo, HMaiik| DpeaBH, € TSIHOCTTa,
ChIbPXAILA CE B CIIPUHIIOBKATA TPAOBa 1a CHENAAA TOYHO ¢ MPEANHCAHOTO HHBO.

3. IIpHeMeTe NEKAPCTBOTO CAMOCTOSTENHO MITH CMECEHO © MOJIOBHH Jama Boza (120ml).

Cren BeAKO IIPHEMAHE, Ce NPEeNophYBa H3MHBAHE HA IO3MPAIIATA CIPHHLIOBKA ¢ BOJA.

Yuorpeba npa aena
ComasuHa He € JOCTATBYHO H3CAeBaH NMpPH Jella, Mopakd KoeTo TpabBa Aa ce npuiara camo B
CITy4aii, 9 09aKBaHATA TEPANeBTHIHA MTONI3d € MO-TO/IMA OT KOHTO H Ja ¢ BE3MOKEH PHCK.

Axo cre B3m013BATH Noeede CoMaznua, OTKOJIKOTO TpaGBa:
Ipensua HUCKATa TOKCHYHOCT HA TO3H JIEKAPCTBEH NPOAYKT, HE Ce MPEABMKIA TIO
MHTOKCHKAIMH B CIIYUaHTE, KOTaTO CAYYaHHO Ca MPEBHILEHH TEPANeBTHTRHTE A0
Benpeks TOBa aKO ¢Te NPHENH 1034, IO-TONAMa OT NIPEANHCaHAaTa, IOCHBETR
CH JIeKap.



Axo cTe npounycHATH Aa m3noaseate CoMasHBEA:

AKO ¢cTe MPOIMyCHAIM A1a B3EMETE €HA 11034, BIEMETE 5 KOJIKOTO € BE3MOXHO [O-CKOPO. AKO IIOYTH

€ CTAaHAJIO BpeMe 3a clieJIBallaTa 1034, B3eMEeTe 1 KaKTo OOHKHOBEHO, KATO MPOMyCHETe 103412, KOATO
cte 3abpasin. He npanaraiire asoitHa no3a, 3a Aa komneHncepare 3abpasenata. [poasmmkere na
H3M0J13BATE JIGKAPCTBOTO, KAaKTO Bu ¢ npeanvcano ot acKypanidi Bu siexkap.

AKo cTe cnpean ynotpedara na Comasuna

He cnupaiite ynotpeGara na CoMasuHa npean aa cre ce o0bpHaIH KbM Balumsa iekap 3a ToBa.
AKO HMaTe HAKAKBH JONLIHHTENHH BBIPOCH, CBLP3aHH ¢ YIIOTpebaTa Ha TOBA JIEKapCTRO,
nonutaiire Bamusa nekap, hapManeBT HIH MeMUMHCKA CeCTpa.

4, BuiMokuH HeXKeJIAHH PpeAKIHA

KaxTo BcHUKH IeKapcTBa, TOBA IEKAPCTBO MOXKE [a MPeH3BHKA HOKEIAHH Peakiliu, BRIIPEKH Ye He
BCEKH ['H NOITy4apa.

Hesxenanure peakumy ce KiIacH(pHLIMPAT IO Y€CTOTA 1O CISAHHA HAYHH:

- Yecru (3acarar or 1 go 10 sa 100 notpeburenu)

- Hewvectn (3acarar ot 1 go 10 ma 1 000 nmoTpeOurenn)

- Peaxu (zacarar mo-Manko ot 1 Ha 1 000 morpeGurenn)

- Mmuoro peaku (3acarar no-Manko ot 1 #a 10 000 norpeburenn)

- C HeusBecTHa 4ecToTa (0T HA/HIHHTE JaHHH He MoXe fa Oble HanpaBeHa OLeHKa Ha
YecToTaTa)

Haxon nanuenTH ca NoMy4aBaiy CAeAHATE HEXENAaHH PeakiiydH N0 BpeMe Ha JIeYeHHE Che
ComasHHa:

Muoro 3acarar no-Maiko ot 1 Ha 10 000 o OUTEIR):
- XAMOUHHALIHA

- riapoBonHe

- CBETOBBPTEK

- BHCOKO KPBBHO HAJNAraHe
- HHCKOQ KPBBHO HalIraHe
- 3amyx

- TIOBIUTaHE

- NOBPEIlaHE

- clTydaiiHa Ruapus

- 3auepBABaHE

- cepOeiK,

- olpuE,

- NOTpBIIBaHe

- OTOK

JIO[I’I:JIHIITCJIHII HCKE/IAHH PCAKIHHE ODH Acua
He ca mapecTHH JpYTH HEXKEaHW PeakilHH OCBEH NOPeCrOMCHATHTE B IIPOTHBOIIOKA3AHHATA H B
TOYKATA 34 HEKEIAHH PeaKIHH B PE3YIITAT OT IIPHEMA HA JICKAPCTBEHHAA NPOAYKT.

AKO NIONy4HTe HAKAKBA HEXENAHM IEKAPCTBEHY Peakie, yeeaoMeTe Bamus nexap, papManest
HIH MEJHITHHCKA cecTpa. Topa BKIIOYBA BCHUKH BE3MOXKHHE, HEOITHCAHH B TA3H IMCTOBKA
HexKeNlaHH peaKilHu,

S. Kar aa cexpanaBarte CoMaznua

Ja ce ceXpaHABa Ha MACTO, HEAOCTRITHO 3a JELA.
Ja ce cexpanasa mon 25°C

He u3nonseatite ToBa NEKapcTBO CIEA CPOKA HA TOAHOCT, OTOENA3aH BEPXY KapTOHEHAT OB
CpOKET Ha FOZIHOCT OTFOBaps Ha IOCISAHHA JIeH OT [TOCOYCHHA Mecell,
He v3xpppndATe NexapcTBata B KAHAIW3AHKATA WM B KOHTEHHEPA 3a JOMAIIHH OTI1
IMonmratite Bauns dapMaieBT Kak Aa H3XBPIISITE JIEKAPCTBATA, KOHTO BEYE HE H3
MEpPKH HIe CIIOMOTHAT 3a Ofla3BaHe Ha OKOJIHATA cpejia.

6. C!.nbpmanne Ha OII2KOBKATAa H AONLJIHATCTHA ll]ld)OpMalIﬂﬂ



Kaxeo ceanpxa Comazana

- AKTHBHOTO BEMIECTBO €: CHTHKONHH (citicoline) 100 mg/ml kaTo CHTHKOIHH HATPHH

(as citicoline sodium).

- Jlpyrare cheTaBKH ca: 3axapHH Hatpui (E 954), reuen copburron (E 420), rnuuepon (E-422),
merunapaxuapokcutensoat (E218), npormnnapaxrapokcubersoar (E 216), narpues uurpar (E 331),
rinLepsn-GopManaexus, kanues copbar (E202), apoMar Ha sToma, KoxHHMI-9epseHO A (E124),
mumoneHa kucenuHa (E 330), mpeuncrena Boga

Kax marnexna CoMazHHA H KAKBO ChAbPAKA ONAKOBKATA

ComazuiHa nepopaieH pa3TBop € GHCTBp, ONeR0p030B pa3TBOP, ¢ MHPHC M BKYC Ha AT0/2
30 ml mepopasicH pa3TBOp B HPO3pauHH CTHIVICHH GYTIIKH ¢ TIONMETHICHOBA KANaIKa HIH
50 ml nepopanen pa3Teop B KadsBH CTHKIIEHH OYTHIIKH ¢ MOJIMCTHICHOBA Kalayka,

ITo enna 6yTHiIKa B KApTOHEHA KYTHA 3a€JHO C JO3MPAia CIPHHIOBKA H THCTOBKA.
B13MOXKHO € He BCHIKH BHIOBE OIAKOBKH Ja O1aT MycHATH Ha Nasapa.

IIpaTexaTes Ha pazpemenneTo 33 ynorpeba
Ferrer Internacional, S.A.

Gran Via Carlos HI, 94

08028 Barcelona, Horanms

IIpon3BoauTE], OCBOGOAHE NAPTHAATA, 38 CIPAHATA, OT KOSTO € BAECEH JCKAPCTBEHHAT TPOAYKT:
Ferrer Internacional, S.A.

Gran Via Carlos I, 94

08028 Barcelona, Ucnauus

IIpon3BoaHTE, OTFOBOPEH 32 NPEONAKOBAHE H 0CBOGOXKIABANETO HA HAPTHAH CJI¢ NpeonaKopane:
“Bera ®apma” All, yn. “Awira reka” 32, 5000 Beauko TsproBo, brarapus

“Anwucan ®apma” EOOL, yn. ,Hensnka [llnnesa” Ne 31, 4023 Ilnosnus, brirapus

“Becta Qapmaciotaxsac” EOO/I, 6yi. "Llapurpancko moce” Ned25, Crpaza 1, paiion [langapego,
Cous, Benrapus

HprTexaTel HA pajpelIeHNeTO 32 MAPAJC/Ied BHOC!
“becra Men” EOO[, yn. ,. Keuao Cropues™ Ne8, 5350 Tpaena, buarapus

Aara Ha HoCcaeANe Npepasriexaate Ha JHCTOBKATA
02.2022




