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_ |  OnoBperue Ne
1. IME HA JIEKAPCTBEHUS IIPOIVKT: L GOOPCHUE Ne e S

COMA3HHA 500 mg / 4 ml HEXeKIMOHEH pa3TBop
SOMAZINA 500 mg / 4 ml solution for injection

COMA3HUHA 1000 mg / 4 m] MHXEKLIHOHEH pa3TBOP
SOMAZINA 1000 mg /4 ml solution for injection
2. KAYECTBEH U KOJITMYECTBEH ChHhCTAB

Beaka amnyna ot 4 ml ceaspxka ceoTeeTHO 500 mg winu 1000 mg cutukonus (citicoline) Kato
CHUTHKOJIMH HaTpuil (as citicoline sodium).

3a IBIHHS CNUCHK Ha MOMOMIEHTE BEIIECTRA BINKTE ToUKa 6.1

3. JEKAPCTBEHA ®OPMA
VHXEKIHOHEH pa3TBoP.
[Ipo3paden 1 6e3BETEH PA3TBOP.

4, KINHWXYHHU JAHHU

4.1. TepaneBTHYIHN NOKA3AHHS
e Jledenue HA HHCYNIT B OCTpa (hasa M HEBPOJIIOTUYHH OCIIEACTBH

o Jledyenue Ha MO3bUHA TpaBMa& H HCBPOJIOTHYHN NMOCIICACTBHA

4.2. 1o3npoBKa ¥ HAYHH HA NPUIOKEHNE

O3UPOBKA

Bwipacmnuu:

IIpenopsuutennara go3a € oT 500 xo 2000 mg/aeH B 3aBHCHUMOCT OT TE€XECTTA HA KIIMHHYHATA
KapTUHA.

Jlo3ara TpaOBa na € crobpa3eHa ¢ HCTOpHATA Ha 3a00JIBAHETO H KIIHHHYHHSA CTaTyC Ha OOJIHHS.

SOMAZINA mno3BolsiBa NPOABIDKUTETHOCT HA JICYCHHETO OnaroJapeHHe HAa HHCKara CH
TOKCHMYHOCT M DSIJIKATa MposiBa Ha HEXeNaHH peakijnn. Moxe Aa ce npHeMa ¢AHOBPCMEHHO €
XEMOCTATHUIH, areHTH PeAyIHPaIlH BETPeUePENHOTO HAMAraHe H IpH TpaHChy3Hg Ha TETHOCTH.

Hauuenmu ¢ nanpeounana sv3pacm
[Ipu nuua B HanmpeaHana Bh3pacT He ce Hajlara KOpPeKUUs Ha J03ara.,

Heouampuuna nonynayus |
SOMAZINA He e A0CTaTh4HO H3CIeABaH MPU Jela, IopaJH KoeTo TpsAOBa a ce MpkgApt
B Cllyual, ye OyaxkBaHaTa TEpalleBTHYHA 110J134a € II0-TOJIIMAa OT KOUTO H J1a € BE3MOYCR PR
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Haunu Ha npuiIoXeHHE

Huocexyuonnuam pazmeop moxce 0a ce NPULONCU.

- KHTPaMYCKYJIHO

- HHTpaBeHo3HO 6aBHO (3 10 5 MHHYTH B 33aBHCHMOCT OT JI03aTa)

- HHTPAaBEHO3HO KaNKoBO, CKOPOCTTA Ha BiIHBaHe TpaOBa aa e oT 40 1o 60 xanku/MuHyTAa.

CHCTaBBT HA TO3M JIEKAPCTBEH NMPOAYKT MO3BOIABA NMPH HEOOXOAHMOCT NpPHIIAraHeTo MY MPe3
ycTara. CeIBP)KAHHETO HA aMIyJIaTa MOXE Ja C€ H3NMe OJUPEKTHO WM pa3TBOPEHO B NMOJIOBHH
gama soja (120 ml).

3a yKa3aHHS OTHOCHO MHCTPYKIMUTE 34 ynoTpeOa Ha IEKapCTBEHHS NPOIYKT BHXKTE TOUKa 6.6

4.3. IlIporaBonokazauus

- CBPBXUYBCTBHTEIHOCT KBM ¢iticoline MIIH KbM HAKOH OT IIOMOIIHUTE BEIeCTBa.
- IIpotuBonokasHa e ynmorpedara My MpH NallMEHTH ¢ XMIEPTOHYC Ha NapacHMIIaTUKycCa.

4.4. CneunaJaHHA npeaynpe:RIeHHu U CICIHAJHHA NpeANa3HH MEPKM 1IPH YIIOTpeda

Korato ce mpumara wHTpaBeHO3HO, IMpHaaraHeTo TpsaOBa ga ctaBa 0aBHO (3 40 5 MHHYTH B
38BHCHMOCT OT [103aT14a)

Korato ce npuiara HHTpaBEHO3HO KallKOBO, CKOPOCTTa Ha BiBaHe Tpsabma jga € ot 40 no 60
Kanku/ MHHYTA.

B cnyuaii ya HanUuMe HA BHETPEICH MO3LUCH KPLBOM3NUB, CC Npenophyra a HE CC HaBUINARA
noszata ot 1000 mg Somazina Ha AeH mpH MHOro OaBHO HHTpaBeHO3HO mnpmiarad€e (30
KAKH/MHHYTA).

4.5. Bzanmonei#icTBHe ¢ APYrH JE€KaAPCTBEHN MPOAYKTH B ApYrH GOPMH HA B3aNMOAeHCTBHE

Citicoline 3acunBa edeKkTHTE Ha JIEKapCTBEHH NPOAYKTH, KOUTO ChABp:KaT L-Dopa.
Citicoline He TpsabBa Ia ce mpHeMa 3acAHO ¢ JIEKAPCTBEHH IIPOAYKTH, KOHTO CbABPXKAT
meclophenoxate (centrophenoxine).

4.6. DepTanTer, 6pEeMEHHOCT U KbPMeHe

bpeMeHHOCT ¥ KbpMEHE |

He e ycranoBeHa O€30MAacHOCTTa HA JICKAPCTBEHMS NPOAYKT TIO BpeMe Ha OpeMEHHOCT H
kspMeRe. [Ipu OpeMeHHM NalMeHTKH HIIH ¢ BeposTHAa OPeMEHHOCT, HNH B NEPHOJ HA KBPMEHE,
Tpa0Ba Ja ce NpUIara caMo B cJy4dail, 4e OYaKBaHaTa TepaleBTHYHA I0jI3a € MO-TOJNAMa OT
BCCKH BBE3MOXKEH pHCK (BHK T. 5.3). |
QepTunuTeT: JIMNCBaT JaHHH

4.7. EdexTH BLPXY cnioco0HoCcTTA 3a ItodpHpaHe 1 padoTa ¢ MAIIHAHU
CoMazdHa He NOoBIMSBA CHoco0HOCTTA 3a modHpaHe H padoTa ¢ MaIUHH,
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4.8. HexenaHu 1eKapCTBEHH PEAKIHM

YecTOTaTa HA HEKEIAHHTE JIEKAPCTBEHH peakiuH e knacuduuupana no MedDRA KOHBCHIHATA
Mpmuoro vectu (=1/10)

Yectr (>1/100 o <1/10)

Heuectu (>1/1 000 po <1/100)

Penxu (>1/10 000 o <1/1 000)

Mmuoro peaxu (<1/10 000)>

C HeH3BeCTHA 9ecTOTa (0T HAIMYHUTE JaHHH HE MOXKE Ja ObJie HAllpaBeHa OLIEHKA)

[ IcHXMYHH HApYLICHHUSA
Mrnoz20 pedxu: XanmoMHalHH

HapylieHus Ha HepBHATA CHCTEMA
Mnozo pedxu: rnapodoHe, CBETOBBPTEXK

ChHA0BY HApYINEHUS
Mnozo pedxu: BECOKO KPBbBHO HANATaHEe, HHCKO KPHBHO HAJLITaHC

PecriupaTopHH, rPbAHK U MEAHWACTHHAIHY HAPYIICHUA
Mrnozo peoxu: 3axyx

CToMalnHo-YpeBHH HAPYIIEHUS
Mnozo peoxu: raneHe, MoBprIIaHe, CnydYanHa quapus

-HapyumieHud Ha KoXaTa U NOAKOXKHATA ThKaH
Muozo pedxu: 3aueppsaBafe, cspbex, 0OpHB

Qo6 HapyieHud U epeKTH Ha MACTOTO Ha MPHUIOKCHHE
Mnozo peoxu: NOTPEIBAHE, OTOK

4.9, IIpeno3upane

[TpenBua HHCKaTa TOKCHYHOCT HA TO3H JICKAPCTBEH IMPOAYKT, HC C€ IPCABHAKAA NOoABAaTa Ha
UHTOKCHKAIIMH, JOPH H B CIYYauTTe, MPH KOMTO CIyYaHO ca NPEBHIICHH TCPamCeBTHYHHTC
IIO3H.

B cnyvali Ha nipego3upaHe, 3anovYHeTe CHMITOMAaTHYHO JIEYCHHE.

5. DPAPMAKOJOI'NMUYHU CBOUCTBA

5.1. @apmaxkoaMHAMMYHM CBOMCTBA

| dapMakoTepanepTUyHa rpyna: J[pyru NCHXOCTUMYJIAHTH ¥ HOOTPOITHH CPEACTBA
ATC xom: NO6BX06

Citicoline cTuMynHpa 6MOCHHTE3a Ha CTPYKTypHETE (hocoTHITHIN Ha MeMOpaHaTa Ha HEBPO




meMOpaHaTa, KakTo H (PYyHKIHOHMPAHETO HA NOMIIMTE HA HOHHaTa OOMSAHA M PELEITOPHTE,
BBREJACHH B Hed, YHHATO MOAyJHMpaHe € KpaiHO HeoOXOauMO 332 HpaBHJIHOTO IpeHaBaHe Ha
HMITYJICH IO HEBPOHHTE.

BnaronapeHue Ha cBOETO CTaOMIH3HpAILO JeicTBHE BBpXy MeMOpanara, Citicoline mpuTexapa
CBOICTBa, KOUTO OylaronpuaTcTBaT peadbcopdanuara Ha MO3BYHHA OTTOK.

ExcriepHMeHTAIHHTe H3cAeABaHHd ca nokasamu, vye Citicoline BB3NHMpa AKTHBHPAHETO HA
onpezenenr qochomumumu (Al, A2, C u D), xato HaMansgBa oOpa3syBaHETO Ha CBOOOIHM
paguKand M W30srsa yHHINOXKABAHETO Ha MEMOpaHHH CHCTEMH H TpeAnas’Ba CHCTEMHTE 3a
AHTHOKCHJIAHTHA 34lATA, KaTO TyTHPaHE.

Citicoline mpeamnaszBa eHepreTHUYHHA PE3CPB HA HEBPOHA, 3aAbpiKa anonro3ara M CTUMYIHpa
CHHe3aTa Ha acetylcholine.

ExcnepUMeHTAIHO € JoKasaHo cbio Taka, de Citicoline ochmecTBaBa NpodHIAKTHIHA
HEBPONPOTEKTUHA B MOIETH Ha (POKaIHA MO3BYHA HCXEMHUA.

Knuauunute u3cnensaHus Aokazaxa, ue Citicoline momoOpsBa 3HAUMTENHO (YHKIHOHATHATA
€BOJIIOIMA Ha MALUEHTH C OCTHBP HCXEMHYEH MO3BYHO-CHAOB HHINJICHT, KAaTO ChBIada ¢ Hal-
MaJIKUfd pacTeX Ha MOIBYHOTO HCXEMHYHO YBpeKJIaHe B H300pasHTCIHHTE TEXHUKH Ha
IUarHOCTHKA.

[Tpy mauMeHTH ¢ MO3BbUYHO-eHUedanuTHa TpaBMma, Citicoline yckopsBa Bb3CTaHOBSBAHETO Ha
Te3d TMAMEHTH W HaMausBa MHPOABLKUTENHOCTTA M HMHTEH3HTETa Ha ITOCT-KOMOIHOHATHHA
CHHAPOM.

Citicoline mogo6psBa HUBOTO HA BHHMAHHE M Ch3HAHME, KAKTO H JAEHCTBA OMaronpHaTHO Ha
AMHE3UATA U KOTHUTHBHUTE M HEBPOJOTHYHH CMYIIIEHHS, CBBP3aHH ¢ MO3BYHATA HCXEMMUAL.

5.2. PapMAKOKHHETHYHH CBOHCTBA

Citicoline ce abcopOupa pobpe cnen npuiaraHe npes3 ycrara, MycKyJIHO HJIH HHTPABEHO3HO.
Husara Ha choline B rma3Mara ce yBesn4YaBaT 3HAYHTEIIHO NOCPEACTBOM CIIOMEHATHTS MBTHINA.
AGcopGHpaHeTo npe3 yCTaTa € Ha HPaKTHKa I'BJIHO H HEMOBOTO OHOHAIMYHOCT €
NMpUOIHAATENHO ChLIATA KATO IIPH BEHO3HOTO noeMaHe. JlekapcTBOTO ce MeTaboJIM3Hpa B
cTeHara Ha JepBaTa U B 4YepHHA Apo0, B choline u cytidine. IToeTusar Citicoline ce pasznpenesnd
OOILIMPHO B MO3BYHHTE CTPYKTYPH, ¢ OBp30 IpHCheAHHABAHE Ha ppakuusTa choline B
cTpyKTYpHHATE hochomunuau ¥ ¢ppakuusTa cytidine B UHTHAMHOBHTE HYKJICOTHAH H
HYKJIeHHOBUTE KHcenUHH. Citicoline IOCTHUra MOZBKA K ¢€ IPHUCHEANHABA aKTHBHO B
KJIETBYHATA, HTOIUIA3MEHATa ¥ MHTOXOpHAIHATa MeMOpaHH, KATO CHCTaBS YacT OT (PpakiHaTa
Ha CTPYKTYpHUTE GochOIunuIin.

CaMo MalIKO KOTHYECTBO OT J03aTa ¢e MOIBARA B YPHHA H yTaKa (Mo-Majko ot 3 %).
[Tpubnusntenno 12% oT m03aTta ce eMHEMHEEEpa mocpeacTeoM oTaenennd CO;. B
eTHMHHHPAHETO Ha MEJIHKaMEHTA B YPHHATA ¢e OTnMuaBar Aee ¢asu: mbpBa (a3a, oT 36 vaca,
pe3 KoHTO CKOPOCTTa Ha CEKpETHpaHe ¢e¢ HaMalgBa Obp30 U BTOpa (pasa, B KOATO CKOPOCTTA Ha
CEKpeTHpaHe ce HaMaJIaBa MHOTO mo-6aBiHo. CrioTto crasa ¢ otaencHus CO;, YHATO CKOpOLH
eMMHHHpPaHEe HaMaliBa Obp30 MPUONU3HTENHO Mpe3 MBPBUTE NETHAACCET U CNIEHA TOBA
baBsHO,




5.3. Tlpearaunaund faHuy 33 0elonacHocT

MacnenpanmsaTa 3a XPOHHYHA TOKCHUHOCT Npe3 ycrara (1.5g/Kg/d 8 nponbxeHHe Ha 6 Mecena
33 Kyuera) ¥ nurpanepuroneanmto (I g/Kg/d B npogbixende Ha 12 ceamuuM 3a MUIIKRA) He
MoKa3axa CchIO 3HAYMTSNHH SHOMA/WH BBB BPB3Ka C MOSMAHETO HA JICKApCTBEHHS MPOAVKT.
Hrarpaseno3Hoto noemane oT 300-500 mg/Kg/d Citicoline B npoasibkenre Ha 3 meceua npH
KyHeta camo NPHYHHK TOKCHYHMU (IPOABH, BEAHAra ¢Jef HHMKEKTUPAHETO, KATC MOBPBIUAHE H
OUWAPHHA H ClydaitHa CHanopes.

Citicoline ¢ nasan n ua Oenu 3aiiim ¢ noza or 800 mg/Kg mo BpemMe nHa $azaTta na
aprasoreHesarta, ToecT oT 7° &0 18° rel na GpemennocTTa. JKMBoTEHNTE DAXa NMOXEpTBAHK Ha 29
IIeH W C¢ HATIpaBM WATENCH NPErne/, Ha 3apoJHIIHTe H Ha TeXHUuTe Maiku. He ce Habmonapaxa
npu3Hay Ha Matiuuna, HATe eMOpUo3apogHLIEa TOKCHYHOCT. EekTiTe BLpXY OpraHoreHesara
Os1Xa HeOLICHHMH Karo ce pabmoaapa caMo B 10 % oT K3cnenBaHUTE 3apOaUILY Jexo 320aBiHE B
MO3BYHATA OCTSONeHEe3a.,

6. PAPMANEBTHYHH TAHHH

6.1. CnuchbK Ha MOMOIIHATE BEMECTBA
Boaa 3a nHxXeKIHN,
XTOPOBCAOPOAHE KNCCAMHA 38 KopeKuus Ha pH.

6.2. HechBMEeCTHMOCTH
HenpunoxuMo

6.3. Cpog Ba rognoct
3 roauau.

6.4. Cnieudanus yc/jioBns Ha CbXPaHeHHe
Ha ce cpxpadsgsa nox 25°C

6.5. Jlanun 32 oNnaKoBKATA
CTBKJIEHH aMIIya#, CEABpARamy 4 ml HIKeKUWOoHEeH pa3TROP.
KaprodeHa KyTHsa ChALPXNKALIA 5 aMITyIIM H JIMCTOBKA.

6.6 CnenHanun npeanazny MepKh NpH MIX8Lpaane w patora.

VHXEKITMOHHHAT pasTeop € NpexHa3HaueH caMo 3a eHOKpaTHa yroTpeba. Ilpunaranero 1padea
Ja C& OCHUECTBH HE3a0aBHO Cea OTBAPIHETD Ha ONAaKOBKATA,

HixekqgHOHHUAT paITBOP € CHBMECTHM C BCHYKA BHTPEIUHOBEHO3HA W30TOHWYHM DPAa3TBOPH.
Morat ga ¢e cMeCAT ChIO TAKa C XHISPTOHUIEH CEPYM ITIOK034.

Hen3nonseaHuAT NEKApPCTBEH MPOAYKT MU CTNIaABYHUTS MATCPHAIM OT Hero Tpabsa na ce
H3XBLPJAT B CHOTBETCTBHE C MECTHHTE H3MCKBAHMA.




7. HPUTEXATEJ HA PAZPEHIEHHUETO 3A YIIOTPEBA

Ferref Internacional, S.A.
Gran Via Carlos 111, 94
08028 Barcelona, Mcianus

8. HOMEP(A) HA PABPEIIEHUETO 3A YVIIOTPEBA
COMA3HHA 500 mg / 4 ml — Per. No 20060249
COMA3HUHA 1000 mg / 4 ml- Per. Ne 20060250

9. JATA HA ITBPBO PA3ZPEINIABAHE / TIOTHOBSABAHE HA PAZPELHIEHHETO
3A YIIOTPEBA
. JlaTa Ha mppBO paspewiaBane: 29 Maii 2006

10. JATA HA AKTYAJINBUPAHE HA TEKCTA:
(08.2011 r.




