
I. ITME HA JIEKAPCTBEHAfl IIPOAYKT:
COMA3I4HA 100 mg/ml repopirneH pa3rBop
SOMAZINA 100 mg/ml oral solution

2. KAIIECTBEH I,T KOJIIIqECTBEH CbCTAB:
Bceru Mr.rJrr.rnr.rrbp cbAbpxa 100 mg cr.rrr4KoJrr.rH (citicoline)KaTo cLITLIKonLIH uatpufi (as
citicoline sodium).

flonaouluu BeulecrBa c r.r3BecrHo 4eftcreue:
Bceru Mr.rnnJrrrrbp cbAbpxa:
Koxunur qepBeHo A (E 124)
flpouunnapaxuApoKcrr6ensoar (E 217 )
Meruluapaxugporcu6eH3oar (E 2 I 8)
Cop6uron (E 420)
3a uunug ctrplcbK Ha rloMolJrHr,rreBelrlecrBa Br,rxre ro.rxa 6.1

3. JIEKAPCTBEHA <DOPMA:
flepopaleu pinrBop.
Crurleuu 6yrzlru cbAbpxalqu 30 ml npo3paqeH, 6re4oposoB pa3TBop, c Mr.rprrc r.r BKyc HagoAa

4. K JII,IHI,ITIHPI AAHHI,I

4.1. TepaneBTurrHu [ora3anuq
o Jle'reHr,re Ha r,rHcynr B ocrpa Sa":a u HeBpoJroflar{Hrz nocJre AcrBvrs.
o Jleqenne Ha Mo3bqHa rpaBMa r.I HeBponorurrHrr rrocJreAcrBu.s
o JIe'IeHIle Ha KoIHI,ITI,IBHLI n rroBeAeHqecKr,r HapyrrreHr{r BcneAcrBr.re Ha xpoHr.rtrH Lr crroBvr u

AereHeparr.rBHrr Mo3brrnu ga6olssaHus

4.2. [ozupoBKa rr Haqrrn Ha npuJroxenrre

,I[osEponxa
Btspacmuu:
flpenoprvureJlHara Ao3a e or 500 ao 2000 mg/aen B 3aBvcr,rMocr or rexecrra Ha KJrr,rHr.rqHara
KapTrrHa.
Moxe Aa ce rpLreMa ALrpeKTHo rzJrr.r pa3TBopeH B noJroBr,rH qarua noaa (120 ml).

,{osara rpx6sa lae cro6paseHa c rlcropu flTanasa6orsnaHero r{ KJrr.rHnrruus.craryc na 6oryrus.
SOMAZINA noseorsBa npoAbnxr.rreJrHocr Ha JreqeHlrero 6raroAapeHr.re Ha Hr.rcKara cr4
ToKcl4qHocr I'I ptrKara rlpotBa Ha HexeJraHr.r peaKrlr.ru. MoNe Aa ce npueMa eAHoBpeMeHHo c
xeMocrarl{IlE, areHTH peAyIIupaIqH BbrpeqepenHoro HaJrrraHe vrrpurpanc$y:us HareqHocrr.r.

ffaqueumu e uanpedn&na ntapacm
flpu nuqa B HanpeAHaJra Bb3pacr He ce HaJrara KopeKrlr,rr Ha Ao3ara.

If ed uamp uqH a no nyna qun
SOMAZINA ue e AocrarbqHo r43cneABaH rpLr Aeua, nopaAr.r Koero rpr6na4a ce np

M3Nbfl HI4TEJ1HA A!-EHUilR NO fi EKAPCT3AT,.
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clyrafi, qe oqaKBaHara repaneBTrrr{Ha rroJr3a e rro-roJrrMa or rofiro v tra e



3a yxa:auus orHocHo I{HcrpyKrII,Ivre 3aynorpe6a Ha neKapcrBeHr.r.s npoAyKT Br.r)KTe roqrca 6.6

4.3. IlporuBororca3aHuq
- CnprxvyncrBl'ITeJlHocr Kr"M citicoline r.rJrr.r KbM HqKoe or rroMorrlHr.rre BeruecrBa.
- flpotunonoKa3Ha e ynorpe6ara My rlpu narIHeHTLr c xnneproHyc Ha [apacr.rMnar vKyca.

4'4. CueunaJrHlr npeAynpexA enufl, *r cneqrraJrHrr npeAna3Hrr MepKr{ upu ynorpe6a
Tosu lexapcrBeH npoAyrr cbAbpxa Karo noMorrlHr.r BerrlecrBa:
Koxunul qepBeHo A(E-124),Moxe Aa [prrr.rnu zrneprurtrHr{ pearrlr.ru, acrMa, flo-c11erlr4anHo rrpr4
[aIII40HTI,I, aneplur{Hl,I KbM aII9TUJICtUAqI,IJIOBa Kr4CeJrr,IHa.
Cop6uron (E 420): flaqueuru c peAKIz HacneAcrBenu npo6reur{ Ha HenoHoclrMocr r<ru $pyrrosaHe rpr6na Aa npueMar ro3rr neKapcrBeH rrpoAyKr.
Ilapaxulpoxcu6eusoatu rIoA Qoprr,rara Ha nporrnonu (E-217) n uerunonn (E-2lg) ecrepu,
rIopaALI Koero Morar Aa npeALI3BLIKar €rneprrrqHrr peaKrluu (nrsuoxHo e Aa ca or ga6anen rvl) u
Muoro prAKo 6pouxocnasru.

4.5. Branrvroqeficrnue c Apyru JleKapcrBeHrr npoAyKTrr r.r Apyrrr Qopuu Ha B3auMo4eficrnue
Citicoline 3aclaJrBa e$errure Ha JIeKapcrBeHr{ npoAyKTr.r, Kor.rro cbAbpxar L-Dopa.
Citicoline He rpx6na Aa ce flplreMa 3aeAHo c JreKapcrBeHr,r npoAyKTr4, Kolrro cbArpxar
meclophenoxate (centrophenoxine).

4.6. (DepruJrrrrer, 6peuennocr rr KbpMeHe

Bpeuennocr u xrpuene

He e ycraHoBeHa 6esonacHocrra Ha nexapcrBeHr.rr [poAyKT rro BpeMe na 6peueHgocr r.r
KbpMeHe. llpu 6perraeHHv [aIIueHTKI{ I,IJII,I c BeporrHa 6peueunocr,vrrvB rrepuoA Ha KbpMeHe,
rps6sa.{a ce npunara caMo B cnyuafi.,qe osaKBaHara reparreBTlrrrHa non3a e lo-roJrsMa or BceKr,r
Bb3MoxeH pucr (uaN r. 5.3).

@eprulprrer: Jluncsar AaHHr{

4.7. E0ercrn Bbpxy cuoco6nocrra 3a ruo0upaue u padora c MarrrrrHrt
coMa3zua He noBrussa cnoco6Hocrra ea ruo$upaue u pa6ora c Marrrr.rHr.r.

4.8. Hexe;ranr.r JreKapcrBeuu peaKrllrrl

9ecrorata Ha HexeJIaHLITe neKapcrBenlr peaKrlrzr{ e xlacu$nqupaHa no MedDRA KoHBeHqr.rrra
Msoro qecrr.r (>1/10)
9ecru (>1/100 ao <1/10)

Heqecru (>1/1 000 ao <1/100)
PeArcu (>l/10 000 ao <l/1 000)
Msoro perurn (<1/10 000)>
c HeussecrHa qecrora (or HaruunnTe AaHHr{ He Mo)Ke,qa 6lae HanpaBeHaoqenxa)



flcuxr,r.rHu Hap)4tleHrls
Muozo pedKl: xrrJrroqr{Harluu 

I

Hapyruenus Ha HepnHara czcrer\,ra I
Muozo pedrcu: maso6oJrr.re, cBeroBbprex( 

I
cr.uosu HapyrueHuq I
Muozo pedKr.' Br4coKo KpbBHo HaJrqtaHe, Hr,rcKo KpbBHo Har_graHe I

Pecnuparopnpr. rprAnr,r ut ueAnactrana*rz napyruenus I
Muoeo pedKu: sarw 

I
CroMaruuo-qpesHu HaD)[reuuq I
Muozo pedxu: ra4eHe, [oBpbrrlaHe, cnyrafina 1vapr4fl 

I
I

Muozo pedKu:3arrepBrBaHe, crp6ex, o6pue 
I

O6uu uapyrueHuq u e$erru Ha Nd.scroro Ha npzroxeHue I
Mwozo pedKil: norpbrrBaHe, oroK 

I
4.9. IIpego3rrpaHe

llpegnu4 HI4cKara roKcl,IuHocr Ha ro3r.r JreKapcrBeH rrpoAyKT, He ce [peABr.rxra rorBara Ha 
ILIHToKcLIKaIIHII, .{opu uB crrYravre, trpu KoHTo cryrafino ca [peBr{rrreHra TepaneBTr,Irrur,rre Ao3r4. I

B cnyrafi Ha rrpeAo3rrpaHe, 3a[oqHere cr,rMrrroMarr,rrrHo JreqeHrle. 

I
5. OAPMAKOJIO|I4IIHII CBOfrCTBA I
@aprrlarorepaneBTurrHa rpy[a: Apyru [crrxocrrrMyJraHTr.r r.r HoorpolHr.r cpeAcrB" 

I
ATC roa: N06BX06 

I
Citicoline crl{Mynllpa 6uocunrega Ha crpyKTypnnre $ocSoJrr{[r.rArr na ueu6pauara Ha HeBpoHa, IKaKTO Ce nOKa3Ba B I,I3CneABaHVrfl'ra, HanpaBeHI{ cbc cneKTpocKonl,rr c MarHr,rreH pe3oHaHc. I
Citicoline, [ocpeAcrBoM ToBa Aeficreue, nolo6pxna $ylmqrzrra Ha MexaHr43Mr.rre Ha I
rrlena6panara, KaKTo n $ynxquoHlrpaHero Ha rroMrrr.rre sa fionsara o6ussa u peqenroprrre, I
BbBeAeHu B Het, .rI,tfiro MoAyJII,IpaHe e rpafiHo ueo6xo4r.ruo 3a npaBuJrHoro npeAaBaHe Ha ILlMrryncu no HeBpoHr{Te. I
EnarogapeHlle Ha cBoero cr:alunusuparqo Aeficrsue Bbpxy rr.reu6paHara, Citicoline npure)r{aBa I
caoftcrna, Kor.rro 6raronpuarcrBar pea6cop6a\uflTa Ha Mo3bqHru orroK. I
EncuepuueHTiIJIHLITe LI3cJIeABaHvfl, ca rroKa3aJrr{, qe Citicoline Bb3nupa aKTr.rBupaHero Ha I
onpeAeneHn $ocSonu[I4ALI (Al, A2, C r4 D), Karo HaMaJrrna o6pa:yBaHero Ha cno6o4nu I
pa,4uKilnu u uz6grsa yHl,IuoxaBaHero na ueu6paHHz crrcTeMra r.r npeArra3Ba cr.rcreMr,rre 3a I
aHTr,roKcrrAaHTHa 3arur,rTa, KaTo rn)rTupaHe. I
Citicoline [peArla3Ba eHeprerurrHns pe3epB Ha HeBpoHa, 3aAbpxa anorrro3ara r{ crr{Mynr.rpa I

;H::tffinil:tJtt3tff;a3a cbrrro raKa, r{e citicoline ocbrrrecrB'uu 'oo* 

\, I

HeBponporeKrlr,rr B MoAeJrr,r na QoranHa Mo3,rbrrHa ucxeMr.rs. 
--'-r':l.;awtf^;\'
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flcuxr.r.rHu HapymeHr.rs
Muo z o p e dKl : xrrJrroqr{Harlutr

Hapyruenus Ha HepnHara czcrer\,ra
Mu o z o p e drcu: maso6oJrr.re, cBeroBbprex(

Cr.uosu HapyrueHuq
Muozo pedKr.' Br4coKo KpbBHo HaJrqraHe, Hr.rcKo KpbBHo Har_sraHe

Cronaaruuo-qpesHr4 HaD)[[euHq
Muozo pedKu: ra4e*e, [oBpbrrlaue, cnyrafiHa 4vapr4fl

Muozo pedKu: 3arrepBrBaHe, crp6ex, o6pue

Muoeo pedKu: sar;y><

Mwozo pedKil: norpbrrBaHe, oroK



Knunu'rnlare I'I3cneABaHlIt AoKtBaxa, qe Citicoline no4o6pxna 3Haq[TerHo $ynxquoHaJrHara
eBoJIIOqUt Ha naIIueHTI,I C OCTbp r{cxeMHqeH MO3brrHO-CbAoB t4HrIr{AeHT, Karo cbBrra.{a c nafi-
MtlJIKI4t pacrex Ha Mo3brlHoro HcxeMr4rrHo yBpexraue n uso6paslrreJrHure rexHr,rKr,r Ha
AHafHOCTI,IKa.

flpu naqueHTl4 c Mo3b'nro-enqe(faJrvrHa rpaBnaa, Citicoline ycKop{Ba Bb3crauoBrBaHero Ha re3r.r
IaIIpIeHTI'I u HaMaJItBa npoAbnxc,ITeJlHocrra 14 uHTeH3r,rrera Ha nocr-KoMorlr{oHaJrHt4r cr,rHApoM.
Citicoline no4o6prea HI4Boro Ha BHVMaHpre ra cb3HaHve, KaKTo u Aeficrsa 6raroupurrHo Ha
aMHe3I'Itra Iz KoTHI,ITI,IBHLITe r,r HeBponorprqHv cMyuleHus., cBbp3aHr.r c Mo3bqHaraucxeMu[.

5.2. OaplraKoKrrHernrrHrr cnofi crna
Citicoline ce a6cop6upa 4o6pe cneA npr.rJraraHe npe3 ycrara, MycKyJrHo ulrr4 r.rHTpaBeHo3Ho.
Husara Ha choline B IIJIa3Mara ce yBenr4qaBar 3Haqr.rrenHo rrocpeAcrBoM crroMeHarr.rre nbrr,rula.
A6cop6r'rpaHero npe3 ycrara e Ha npaKTr{Ka nbJrHo 14 HeroBoro 6uoHzurpt.rHocr e npu6rr43r.rreJrHo
cblrlara Karo npu BeHo3Horo [oeMaHe. Jlexapcrnoro ce uera6onr.r3r{pa B creHara Ha qepBara u B
qepHrt Apo6, s choline u cytidine. floerusr Citicoline ce pa3rrpeAerr o6runpHo B Mo36qHprre
crpyKrypl'I, c 6rpso [pI{cbeAI.IHtBaHe ua $parqvsra choline B crpyKrypnlrre Soc(f onvrrpt1vr vr
QparqlErra cytidine B IILITzALIHoBuTe HyKneorlrArr H HyKJreuHoBr{Te Kr.rceJrr4Hrr. Citicoline
AOCTIZTa MO3bKa vI ce npucbeAuHrBa aKTr{BHO B KJlersqHara, Ilr.rronJra3MeHara u
MllroxoApl'IanHara rraeu6panu, Karo cbcraBt qacr or $parquara Ha crpyKTypHr.rre
(foc$onuuugra.
Cauo MaJIKo KonuqecrBo or Ao3ara ce rorBrBa B ypriHa u yrafixa (uo-lralxo o-t 3 o/o).
flpr'r6luautentto l2Yo or Ao3ara ce eJrrrMlrHlrpa nocpeAcrBoM orAen enuxCo2.B elzlrrEnrapaHero
Ha MeAIaKaMeHTa B ypllHara ce orJruqaBar ABe $a:u: rrbpBa $aga, or 36 qaca, npe3 xoftro
cKopocrra Ha ceKperllpaHe ce uanaa[ssa 6bp3o r.r BTopa Qa:a, n Korro cKopocrra Ha ceKperLrpaHe
ce HaMaJItBa MHOrO nO-6aeuo. CrIIIoro craBa c orAeneHr,r tr coz,qr.rsro cKopocr Ha eJrr4Mr{Hr{paHe
HaMaJItBa 6rp:o npu6maszrenHo rrpe3 nbpBr.rre rrerHaAecer r4 cJreA roea uo-6anHo.

5.3. IlpearJrrrHrrqHr.r AaHHrr : a Oe:onacsocr
I4screAsaHvflTa3axpoHllqHa roxcutrHocr npe3 ycrara (1.5glKg/d B npoAbDKeHue Ha 6 ueceqa
sa ryrera) u I'IHTpa[epLIroHeanHo (l g/Kgld n upo4uxeHue ua 12 ceAMr,rrlr{ :a irauurxu) ne
noKa3axa cblrlo 3HaqI,ITeJrHLt aHoMaJrr4r,r BbB Bplb3Ka C rroeMaHero Ha MeAHKaMeHTa.
I'IHrpaneno3Horo rloeMaHe or 300-500 mglKgld Citicoline B npoAbnxeHr.re Ha 3 ueceqa npu
KfIeTa CaMO IIpUqI'IHLI TOKCIIqHI4 npOtBI,I, BeAHara CJIeA I{H)KeKTI{paHeTO, KaTO nOBpbrIIaHe rr
Anapuv u cnytaitr'a cuanopes.
Citicoline 6e Aanas u sa 6etu zafii\u c Ao3a or 800 mg/Kg no BpeMe Ha Qasara ua
opraHoreHe3ara, Toecr or 7o Ao 18o.qeu ua 6peueuuocrra. Xznorrrure 6sxanoxeprBaHuna2g
AeH I{ ce HanpaBLI ulareneH rlperJreA Ha 3apoAlrrxvre Lr Ha rexHr4Te uafiru. He ce Ha6nro4anaxa
npI'I3HaUI{ Ha Mafi'{uua, H}tro eu6pzorapoAlrrrrHaroKcr4qHocr. E$errure Bbpxy opraHoreH$ara
6sxa HeoIIeHLIMLI KarO Ce ua6ruo4ana caMo B l0 Yo or H3CneABaHr.rre 3apoAlrlxu neKo :a6aesHe s
MO36qHaTa ocTeofeHe3a.

6. OAPMATIEBTLTqHT.T AAHHIT

6.1. CnucrK Ha rroMorrlHrrre BerrlecrBa
3axapraH narpnft (E 954),
Teqeu cop6nron (E420)
fruqepor (E-422)
Merulnapaxu4poxcu6eH3oar (E2 I 8)



flpour.rnuapaxlr,qpoKcr46engo ar (E 2 | 7 )
Harpuen qr{rpar (E 331)
f luqepzu- Q oprr,ran4exug
Karuen cop6ar (8202)
Apouar Ha.f,roAa
Koxunul qepBeHo A (8124)
Jluuosena KrrcerrlrHa (E 330)
flpeuucrena BoAa

6.2. HecrsMecrnMocrrr:

Henpuloxuuo

6.3. Cporc Ha roAHocr:
3 ro.lunu.

6.4. CuequaJrHr.r ycfloBr.rq Ha cbxpaueHrre

,{a ce cbxpaHsBa rroA 25oC

6.5. [anun 3a orraKoBKara
fltpnuvna onaKoBKa: 30 ml nepopilneH pa3TBop B crbKJre'a 6yrulxa c nJracrMacoBa 3aleqaraHa
KATIAqKA.

Bropu'rua orIaKoBKa: Kaproueua Kyrr.rr c I 6yrurxa, Ao3r.rparqa clpr.rHrloBKa ra JrucroBKa

66 Cnequanrnn rrpeAla3Hrr MepKr{ rrprr H3xBbpJrffHe u pa6ora.
llepopalnutr pa3TBop ce Ao3I'Ipa c noMorrlTa Ha npprno)KeHara clpnHrloBKa cro6pasno cneAHara
CXEMA:

l. lorraparqara crIplIHIIoBKa ce [oralrr B pa3TBopa c 6yrarroro nprrrrrcHaro go grnoro fi.
2. r4zg'bprBa ce [peAnllcaHara Ao3a Bpbrrlafiru 6yra-rroro Harope, TaKa qe reqHocra B
CTIPTIHIIOBKUTA TA OTIOBAP' TOqHO HA NPEAIII,ICAHOTO KOJII{qCCTBO.
3' JlercapcrBeHl,tr trpoAyrr ce nprleMa caMocro.rrreJrHo r.rJrrr perrBopeH B noJroBr4H qarxa BoAa
(120m1).
cle4 ncrro ''p'neMaHe, ce ''peuopbqBa r.r3Mr.rBaHe Ha Ao3r.rparrrara cnpr4HrloBKa c BoAa.

7. TIPI4TEXATEJI HA PA3PEIIIEHI,IBTO 3A YTIOTPEEA
Ferrer Intemacional, S.A.
Gran Via Carlos III,94
08028 Barcelona, I4cnasus.

8. HOMEP(A) HA PA3PEIIIEHI,IETO 3A ytIOTpEEA
20060251

9. AATA HA tIbPBO PA3PEIITABAHB / TIOAHOBflBAHE HA PA3PEIUEHT,TETO
3A' YTIOTPEEA

[ara na rbpBo pil]peruaBaye: 29 Maft 2006

10. AATA HA AKTYAJII,I3I,IPAHE HA TEKCTA :
08 .2011 r .


