JHCTOBKA: THOOPMALMS 3A IOTPESUTEJIA

COMA3HHA 100 mg/ml nepopanen pa3Tsop
SOMAZINA 100 mg/mi oral solution
‘ CUTHKONHH (citicoline)

{Ipo1eTeTe BHUMATENHO UAIATA KHCTOBKA, NPeH A2 IRMOYHETe A2 NPREMATE TOBR JIEKAPCTBO, Thil
KaTO TA ChABPIKA BaKHA 32 Bac andopmanns.

- 3anaseTe Ta3u AHCTOBKA. MOXKeE J1a c& HANOXKK J1a § NPOYETETE OTHORO.

- AKO HMATE HZK2KBM JOUBIHMTCIHH BBIpOCY, nonutaiite Bawms nexap, (apMaUeBT WIH MeTHIMHCKA
cecTpa.

- ToBa nekapcTeo € npeanyucano eAMHCTBEHO K TM4HO Ha Bac. He ro npeotctensaiite na sipyru xopa. To
MOKE /12 KM HaBPEIH, HE3aBHCHMO Ye NPH3HALNTE Ha TAXHOTO 3a00ngBaKe ca chliuTe KaTto Bamure,

- AKO MOTYy4HTe HAKAKBH HEXENaHW NEKAPCTBEHH DeaklMu, yeenomete Bamws nexap, (apMaleBT Hin
MEJAMLMHCKA cecTpa, TOBa BKJIFO4BA M BCHUKH BB3MOKHHE HEXENaHW Peakluyl, HEOMHCAHU B TA3M NHUCTOBKA,
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1. Kaxso npeacrapasisa CoMaidHA H 33 KAKBO cé H3N013Ba
CoMalnHa ChAbPKa aKTHRHO BEINECTBO CHTHKOIMH B KOHIeHTpanus 100 mg/ml.

AKTHBHOTO BEL(ECTRO CUTHKONMH CTHMY/THpa GHOCHHTE3a Ha CTpyKTypHUTE Gocdonunuan Ha MemBpanaTa
Ha HeppoHa. [focpeacTeoM ToBa aelicTaue, noxedpaBa (PYHKUMATA HA MEXaHH3MHTE Ha MeMOpPaHaTa, KAKTO U
(QYHKHPOHHPAHETO HA TIOMITATE HA fOHHATA OOMAHA 1 PELENTOPHTE, FHREICHH B HEfl, YHETO MOMYJINpAHE €
KpaiiHo HeobX0OMMO 3a TPABWIHOTO NPeaBale Ha UMITYJICH IO HEBPOHKTE.

Brarogapeniue Ha ¢BoeTo crabunu3npamio AeHcTBue BPXY MemOpanara, CoMazuHa NpUTexasa CBOHCTRA,
KOMTO OMaronpuaTcTBaT 06paTHOTO BCMYKBAHE HA MOILYHES OTTOK.

CuTVKoIMH NPeAnasRa eHEPreTUUHNS Pe3epR Ha HEBPOHaE, 38ALPXKA ANONTO3aTa (TPOrpaMHpana KIeTh4Ha
CMBLPT) M CTUMYNHPA CHHTE34TA HA AIIETHIKOTHH.

CoMassHa ce H3noa3sa 3a:
. Jledenre wa MHCYAT B ocTpa $a3a 0 HERPOIOTHUHE NOCIECTRHS

. JleneHre Ha MOYBYHA TPABMA ¥ HEBPOJIOTHYKY TTOCNENCTRIS
Jleyewne Ha KOTHHTHBHH M IOBEJEHYECKM HAPYLIEHHS BCIGACTBHE HA XPOMH
IereHepaTHRHH MOYBUHY 3a00nABaHusA




2. Kakno Tpabsa aa 3HaeTe, npeau na winoassare CoMaiuna

He wanonssaiite Comasnna
- AKO cTe anepryvHd KbM CHTHKOIHA WIH KbM HSKOS OT OCTAHANMTE CHCTABKH HA TOBA EKapCTBO
u3bpoeHHu B TouKa 6.
- Ax0 HMaTe NOBHLIEH TOHYC HA NAPACHMIIATHKYCA.

Ipenynpexnesus 0 NPeANASHA MEPKH

losopete ¢ Bamus nekap wiu gapmauest, npean aa usnonssaTe CoMasuHa,

Comasuna 100 mg/mi nepopanen pasTBOp ChABPXA KATO IOMOLIHH BELECTRA:

Koxunus yepreno A (E 124) - Moxe 13 IPHYHHY aNepridHi PEaKkiUy, aCTM, [TO-CTISIHATIHO NPH NaLUMEHTH,
aNnepruyHy KoM aUeTHICAIMUANOBA KHCeNnuHa.

Copburoa (B 420) - ako Bamnar nexap Bu e Ka3an, 4e uMaTe HENOHOCHMOCT KbM HSKOH 3aXaph,
noCLBETBANTE ce C HEro, IPeIH [a B3EMETE TO3H HPOUYKT.

NapaxuapoxcuGensoary noa Gpopmara Ha nponunoss (E 216) u metunosu (E 218) ecrepy - morar aa
APUYUHAT AECPTHUHHN peakiiMy (BF3MOXKHO € 1a ca oT 3a6aBEH THN) § MHOTO PAAKO GPOHXOCHAsEM.

JApyrn aexaperea n CoMasuua
Undopmupalite Bamud nexap unu dapMauest, ako IpHeMaTe, HACKOPO CTe IPHEMANH UM & Bh3MOWKHO Ja
NPHEMETE IPYTH JIeKapcTBa.

Tpabaa 3aibaXKUTENHO Ja yBeaoMuTe Bamusg nexap, ako npueMare TEKAPCTBA, KOWTO ChILPKAT:
~  L-Dopa, 15l xaTo CUTHKONNH 3aCHBA HETOBUTE edekTy
- mexnodeHoxcaT (UEHTPOPEHOKCHH), Thit KATO CHTHKOMAH He Tpabaa Aa ce TpueMa 38eIHO ¢ Te3U
JeKapcTRa

Comasuua c XpaHa H HAMHTKH
Mosxe na u3non3pare CoMa3HHA HE3aBUCUMO OT XpaHEHHATa.

BpemennocT n xLpmene

Axo cTe SpeMeHHa UK KEPMHTE, CMATATE, He MoJKe Ja cTe OpeMeHHa WIH IanupaTte GpeMeHHoCT,
noceseTsalTe ce ¢ Baimua nexap unn dapmauert npeny ynorpefara Ha TOBA NEKapCTsO.

He tpabea na npueMare ComasuHa Jokato cre GpeMeRHa MM KbpPMHTE, OCBEH aKo € HescropHo
HeoOXONHMO H aKO MON3KTE Ca NIO-TONIEMH OT BCEKH BE3MONKEH PHCK.

lodupane n paGoTa ¢ MARIMHE
Comasuna e MOBIKARA criocoOHOCTTA 32 Niodupane B paboTa ¢ MAMUHH,

3. Kak ga uinoassare CoMaznna

Bunary wanon3palite Tosa 1€xapcTBO TOYHO KAKTO By € kasan Bamyar jexkap viu GapManest. Axo He cTe
CUTYPHU B HENO, nondraiite Bawus nekap Hay dapMaiesrT.

[Tpenopraurennara gosa € ot 500 no 2 000 mg/Iex B 3aBACKMOCT OT TEKECTTA HA KIHHHYHATA KAPTHHA,
1 ml nepopanen pa3rrop chabpxka 100 mg cCUTUKOIME.

Hauwn #a npuioxeune

TlepopansausT pasTeop Ce IpHEMa Npe3 YCTATA ¢ IOMOLITA Ha JO3UPALIATA CIPHHIOBKE CHITACHO CIe,
CXEMa:
1. Bxapaiite nosupailiata CIIPHHIORKA B PA3TBOpa ¢ GyTanoTo, HATHCHATO R0 Xpali.




2. Harernere nocovesara 103a Karo u3gepnare 6yTanoro, HMalixi NpeaBul, ye TeUHOCTTa, ChALPKALA CE B
CTIPHHLIOBKATA TPAOBA Ja CHBIIAAA TOYHO ¢ MPEAUHCAHOTO HUBD.

3, [Ipuemere nexapcTEOTO CaMOCTOATENHO HAH CMECEHO C NOJIOBKH Yama Boja (120ml).
Cnefl BCAKO npHeMaHe, Ce IPeNOPbYBa HIMUBAHE HA JO3MPALIATA CIPHHLUOBKA € BOAS.

Ynotpeba npn xena
Comasuna He € JOCTaTLYHO MICASABAH NIPH AeUa, Nopail KOEeTo TPSOBA Ja ce mpunara camo B Clydaif, 4e
DYaKBAHATA TEPANEBTHUHA I10Ji34 € [TO-TeAMA OT KOHTO M Jja € PH3MOMKEH PHUCK.

AKO cTe HIT0A3BaMH noBede COMAZAAA , OTKOJKOTO TpaldBa:

TIpeasua HUCKaTa TOKCHYHOCT HA TO3W NEKapCTBEH POAYKT, HE C& NIPEABHAR TIOABATA HA HHTOKCHKALIMH B
cyqanTe, KOraTo cly4aiiHo ca MpeBHLICHY TePaNeBTHHHHTE A03H.

Bropeky T0Ba ako cTe Npuenu 103a, MO-TONAMA OT NPEANHCARATa, TOCHBETRAIITE e ¢ neicynaumx CH JICKAP.

AKO cTe RPONYCHAIH A& Hinoha3saTe Comainua :

AKO CTe MpoltyCHalH Ja BICMETE eNHA 1034, BIEMETE A KOJKOTO € BB3MOKHO [I0-CKOPO. AKO HOYTH € CTAHAND
Bpeme 3d C/eBallara 1033, B3EMETe 4 KakTO OOUKHOBEHO, KATO NPOTYCHETE 203274, KOATO CTe 3aGpaBunu.
He npunarafire apoiina no3a, 3a a2 koMIeHcHpare 3abpasenara. [IpogbLKeTe 12 MANON3BATE NEKAPCTROTO,
KaKTO BH € APSINHCaHO OT NEKYBallus By nekap.

AKo cTe cnpeny ynorpefara a3 Comasuna

He cnupaiire ynorpe6ara na Comasuna npenu 1a cre ce ofLpHany kKbM Bartius nekap 3a Tosa.

AKO HMAaTe HAKaKBH JOITBJIHWTEIIHY BLNPOCH, CBBP3AHH ¢ YNoTpebaTa Ka TOBa IeKapCTso, nonuraiite Bawys
AeKap, GapMauesT Wik MEAHIHHCKA cecTpa.

4. BLaMOmHE HEXKeTAHH PEAKIAH

KakTo RcHYKH JIEKAPCTRA, TOBA JJEXAPCTBO MOKE 1A NIPEIN3BHKA HEXKENAHY peakiliy, BRIPEKH 9 HE BCEKH TH
fony4aga.
HesxenanuTe peaknyy ce knacuQUUUPAT MO 4ECTOTA N0 CACKHAT HAMHH,
- Yecry {3acsrar ot 1 5o 10 wa 100 norpedurenu)
- Heuectn (3acarar ot 1 no 10 wa 1 000 norpebutenu)
- Pepxu (3acqarar no-manxo or 1 Ha 1 000 norpebureny)
- Muoro penki (3acgrar no-manko ot 1 #a 10 000 norpeburenn)
- C sen3pecTHa wecToTa (OT HANKYHATE NAHHH He MOXe 1a Gbie HanpaseHa OLeHKa Ha
YECTOTATA)

Hsxrou nauuents ca NOyvaBany CICIHUTE HEKEAGHH PEAKUHY FIO BpeMe HA JICHEHHE CbC CoMa3nHa:

Mtuoro peqikni (3acsrar no-mMaakoe or 1 aa 10 000 norpeGurteny);
~ XATOMHHEALHY

- rnaeofonue

- CBETOBBPTEX

- BHCOKO KPBBHO HANATAHE
- BUCKO KPbBHO HANATAHE
- 2anyX

- IOBAHraHE

- IOBPbLIANE

- cityqatina nuapus

- 33uepBsIBaHe

- cupbex

- 0OpHR




- IOTPBNBAKE
- OTOK

JombIHUTENAH HexkelaHH PeaKUHH RPH AeNa
He ca u3BeCTHM Apyry HEKEMAHH PEAKIAH OCBEH FOPECIOMEHATHTE B NPOTUROIIOKAZAHMATA i B TOMKATA 3a
HeXeNaHH PeaKUMH B Pe3yITaT OT NPHEMa Ha JIeKaPCTREHHS NPOAYKT.

AKO rNojly4wTe HAKAKBH HEXENaHH JekapcTBEHH Peakuny, yeenomere Bauus nekap, GapMalenT uin
MENMUMHCKA cecTpa. ToBa BKIIIOYBA BCHYKH BB3MOXHH, HEOITHCAHY B TA3H IUCTOBKA HEKENAHH PEAKLIIH.
5. Kax aa cexpangsate Comasnna

Ja ce chxpansBa Ha MACTO, HENOCTEIIHO 33 JeLa,

Ha ce cpxparssa nog 25°C

He nanonssaiite TOBA NEKApCTBO CNEf| CPOKa HA FOKHOCT, OTOENS3AH BLPXY KapTOHEHATa onaKoska CpoknT
Ha POAHOCT OTrOBapA Ha NOCAEAHNS JeH OT JOCOYeHUS MEcel]

He u3xBepnsTe nexapeTsaTa B KaHann3aluaTa Uy B KOHTelHepa 3a JOMAUHH OTNaasLH. TlonnTaiite
Bauus gapmanest Kax 4a R3XBPISTe TEKAPCTRATA, KOUTO Bede He Hanoasaare. Tesn Mepku 1ie CrioOMOTHAT
3a OMMA3BAHE HA OKONHATA Cpeaa.

6. Chanpacanne Ha ONAKOBKATA W NONLIHATENHA RHQOPMALAR

Kaxge ceanpxa ComMainna

~ AXTHBHOTO BEBIECTBO € CRTUKONUH (citicoline) 100 mg/ml xaTo cHTHKOMMR HATpHiL (as citicoline sodium).
- lpyrrre cheTasky ca: 3axapun Hatpult (E 954), resen copGuron (B 420), rauuepon (E 422), metun
napaxyapoxcubensoar (E218), npomun napaxunpoxcubensoar (E 216), natpues uurpar (E 331), ruuepus-
bopmanaexun, kanues copbat (E 202}, apomar Ha srona, xoxunun yepseno A (E 124), TuMoHeHa KrCeHua
(E 330), npeuncrena Boma.

Kaxk n3rnexna CoMaznia ¥ KAKBO ChAbPKa ONAKOBKATA

Comazuua nepopalier pastsop € 6HcTsp, 61eR0po30B PA3TBOP, ¢ MUPHC K BKYC Ha Aroaad
30 ml nepopanieH pasTBOp B IIPO3pauHK CTHKIEHN OYTHNKH ¢ NONMETUNEHOBA KANAYKA HWIH
50 ml nepopanex pa3Tsop B KapABH CTHKIEHH GYTHIKM ¢ MOAUETUIIEHORA KAnauka,

Io enuna 6yTHiTka B KAPTOHEHA KYTHS 32€4HO C J03UPALA CTIPUHIOBKA H THCTOBKA,

IipuTexartes Ha paspenieHHeTO 33 yrnoTpeba u npousBoUTE]N
Ferrer Internacional, S.A.
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