KPATKA XAPAKTEPUCTHUKA HA MNPOAYKTA
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1. UME HA JEKAPCTBEHMUSA MPOAYKT - P o B e
- 6870 1 9 -05- 2025

MEMOLIMUT 1000 mg/10 ml nepopaneH pasTBop

MEMOCIT 1000 mg/10 ml oral solution

2. KAYECTBEH U KOJJMYECTBEH CbCTAB

Mewmoumt 1000 mg/10 ml nepopaneH pasTBop ce npejjara B calierd, chabpxaiin 10 ml pa3Tsop.
Bcekn MUTWIHTBD pa3TBOp chabpxka 100 mg CHTUKOIUH (citicoline), kaTo HaTpuesa co (as sodium

salt).

[TOMOLLHM BELIECTBA C N3BECTHO NCHCTBHE:

Bceky MUITHJIMTHP pa3TBOp ChABPKA.

- TeueH copOUTOJ, HEKpUCTATU3HPALLL (E420): 200 mg

- Merunnapaxuapokcuoensoar (E218): 1,6 mg

- [NponuamnapaxuapokcHOeH30aT (E216): 0,4 mg

. Koxwnun yepseHo, noxco 4R (E124): 0,005 mg

- Hatpuit: 77 mg

- Ilponunenraukon (E1520) — oT OBKYyCHTEIA: 0,258 mg

34 MbJIHUSA CITUCHK HA MOMOLIHUTE BELIECTBA BHIKTC Touka 6.1.

3. JEKAPCTBEHA ®OPMA
[lepopaneH pa3TBOP.

BucTbp, pO30B Pa3TBOP C MHPHC K BKYC Ha ATOAA.

4. KJUHUYHU JAHHH

4.1 TepaneBTHYHH MNOKa3aHHH

e JleueHue HA HEBPOJIOTMYHM N KOTHUTHBHH HAapyICHNUs, TPUIUHEHI OT MO3a4HO-ChI0B UHLIMACHT
(Harp. HHCYJIT).

e JleueHue HA HEBPOJIOTMYHH U KOTHUTHBHYU HapyLICHHA, MTPUHHCHH OT YepernHo-Mo3b4Ha
TpaBMa.

4.2 Jlo3WpOBKA H HAYHH HA NPHJIOKECHHC

Jlo3upoBKa

Bw3pacmuu
[IpenopbuMTeHaTa /103a € 1000 mg 10 2000 mg CUTHKOJIMH AHEBHO B 3aBUCUMOCT OT CHCTOAHHUETO

Ha rnauueHTa.

ITayuenmu 6 cmapyecka 8v3pacm
He ce Hanara Kopekuusi Ha 1031MpoBKaTa.




ITeduampuuna RoONyAayun.
OnuTeT OT ynotpebara Ha CHTHKOJIMH NpY A€lA € OrpaHHteH, 3aT0Ba MewmouuT TpsaOBa da ce nmpuiara
camo B cnydall, 4e OZaKBaHaTa TEPANEBTHYHA NOJI3a € N0-roJiiMa OT KOWTO 1 112 € Bh3MOXKEH PUCK.

HauyH Ha TpHI0IKEHHE
CHTHKONHMH MOXe fa ce TIpueMa che WiH 6e3 xpana.

Pa3TBOPBT MOXE @ C€ MPHEMa JMPEKTHO OT CALIETO Wi PAasTEOPEH B NONOBUH yalna BoJa
(npubnausurenyo 120 ml).
3a noapoGHHY MHCTPYKUMH 32 NPUIOTBAHETO HA MPOAYKTA BIKTC TOYKA 6.6.

4.3 IIpoTHBOMOKA3AHHSA

CBpbXUYBCTBUTETHOCT KBM aKTUBHOTO BELIECTBO WK HAKOE OT NMOMOUIHHTE BELIECTBA, N30POeHH
B To4kKa 6.1.

[IpoTuBOMOKa3aHa € ynotpebaTa rnpu naMeHTH ¢ XUIEPTOHYC Ha napacHMIaTHKOBaTa HEPBHA
CHCTEeMa.

4.4 ChneusHaaHH npeaynpexseHHa H NpeaAnasHH MEpKH NpH ynorpeda

To3M JieKkapcTBEH MPOAYKT MOKE J1a Mpequ3BHKa MIPHCTBIH HA aCTMa, 0coBeHO TP MaLMeHTH
ANEPrUYHH KbM aleTHICAMLIIOBA KHCETHHA.

[ToMOIIHY BELIECTBE
MeMOLKMT ChAbPXKa MeTHInapaxapokcubensoar (E218), nponunnapaxuapokcubensoar (E216)

u koxunun uepsero (E124), nopaau ToBa MOXE 1a NPUYHHN aICPTHYHU DLaklny (BEPOATHO OT
3a0aBeH THII).

MemouuT ceabpka 2000 mg HEKpUCTAIH3NPALL Te4EH copburon (E420) BB BCAKO callle.

CopbuTon € U3TOYHHK Ha PpyKTO3a. Axo BamusaT nekap By e ka3zan, ue Bue uay Baweto AcTe umarte
HEeMOHOCUMOCT KBM HAKOH 3axapy Wi Bu e mocraBeHa AMarHo3a HacneACTBEHA HEMOHOCHMOCT KbM
dbpyKTOo3a, pAAKO reHeTHHHO 3abonABaHe, MPH KOETO XopaTa HE Morat la pasrpakiaTr GpyKTo3ara,
roBopeTe ¢ Bawua nekap npeay Bue unu BameTo n€Te 1a NpHEMETE UK Ad Bu 6ba€ MPHIOKECHO
TOBA JICKAPCTBO.

Tpa6ea aa ce HMa MPEABHA ARHTHBHHAT edeKT Ha CbITHTCTBALUC MPUIAFraHH NPOAYKTH, ChABPHALINA
copbuton (WK pyKTO3a), KAKTO M XPAHHTEIHUAT IPHEM Ha copburon (Wi ¢GpyKTO3a).
CbAbpkaHHETO HAa COPOMTON B IeKapCTBEHH NPOAYKTH 32 IPEOPATHO NPUNOXKEHHE MOXe J1a NOBINAS
6 MOHAIMYHOCTTA HA APYTH EPOPATHH JIEKapCTBEHH MPOAYKTH, KOMTO C€ NpHarat ChirbTCTBALLO.

MeMOLMT Chabpika 77 mg HaTpHi BB BCAKO callle, KOMTO Ca eKBHBAICHTHH Ha 3,85 % ot
NpenopbYUTENHHSA MAKCHMAICH NHEBEH XPAHUTEICH [TPHEM 2 g vatpuii Ha C30, npu BB3PACTHH.

4.5 BiaumoaelicTsHe ¢ APYI'H JeKapcTBeHH NPOAYKTH H IpYTH dopmu Ha B3aHMoJeHCTBHE

CUTHKOJIHH 3acWiBa €PEKTHUTE Ha AaKapCTBa, KOUTO ChbAbpXKAT L-pona (nesoaona).
CHUTHKONHH He TpAOBa Na MpHeMa 3aelHO C NEKapCTBa, KOUTO ChAbpAaT MeK10dEHOKCAT.

4.6 DepTHAUTET, OpeMEHHOCT H KbpPMEHE

BpeMeHHOCT

MemouuT TpA6Ba a ce npuiara no BpeMe Ha OpEMEHHOCT CaMo B cnyyaii, e O4aKBaHata
TeparesTHYHA M0J13a 32 MaltkaTa € [o-roMa OT BCeKH BL3MOXCH PHCK 33 noga (BUxTe Touka 5.3).




4.7 EdexTH BbpPXy cI0COOHOCTTA 32 wodupane H padoTa ¢ MALIUHH

To3u NekapctBeH MPOAYKT HE MOBAUABA WAU NOBANABA npeHe6pexuMo CrocobHOCTTA 32 lwogupaHe u
paboTa c MaLIMHH.

4.8 Hexenaun JeKapcTBeHH peaKlHH

Muoro peaky (< 1/10000), BKIIOUHTENHO SAHHUYHH CITyHan.

[TcuxuaTpH4YHKM HAPYLUEHUA: XAMOLUHHALHH

HapyuieHus Ha HepBHATa CHCTEMA: rnaBoGonye, CBETOBBLPTEK

CbA0B4 HapylIeHUs: XUNCPTOHHUA, XUIIOTOHHA

PecnupaTOpHH, IPBAHY ¥ MEAHaCTUHATHH HapyLICHHA. 3a0yX
[acTpO-UHTECTHHATHH HapyLUCHHA: FaieHe, OBPBUIAHE, eru30JH4YHa JHapys
HapylneHus Ha KoXaTa ¥ NOAKOXKHATa ThKaH: 3auepBaBaHe, 006puB, ChpOeX
O61y HapyLueHHs W eheKTH Ha MACTOTO Ha NpHJIOKEHHC BTPHCAaHE, 0TOK

CrobaBaHe Ha MoJo3npaHy HENENaHH peakiyi

C1061IaBAHETO Ha NON03MPaHK HEXENAaHU PeaKuuH Cliefl paspelllaBanc 3a ynoTpeba Ha NekapcTBEHNs
NpOAYKT € BakHO. ToBa M03B0JIA8A ia IIPONBIDKH HAG/IIONEHUETO HA CHOTHOLICHHETO MOJI3a/PUCK 32
neKapcTBEeHHs MpoAyKT. OT MEAULIMHCKUTE CrIELIMATHCTH ce W3MCKBa Aa ¢hollIapar BCika
nNoAO3MpaHa HEXKeNlaHa peakuma Ypes.

3nbIHUATEHA areHIMs 110 JIeKapeTBaTa

yn. ,,JlamsH ['pyes” Ne 8

1303 Codus

Ten.: +35 928903417

yebcaiiT: www.bda.bg

49 Tlpexo3upaue

He ca chOBLUABAHY CY4YaH Ha Npeao3upane CbC CHTHKOIKH.

5. GOAPMAKOJOIHYHH CBOUCTBA
5.1 dapmakoIHHAMHAYHH CBOHCTBA

dapmakoTepaneBTHIHa rpyna: MeuxoaHanreTHitd. [ICHXOCTHMYJIAHTH, CPEACTBA U3MON3BaHH 33

ADHD u Hootpomnu. JApyru NCHXOCTUMYJIAHTH H HOOTPOTIHN CPEICTRA
ATC xon: NO6BX06

CHTHKONMH CTUMYJIHpa OHOCHHTE3a Ha CTPYKTYPHHTC docdoaunuaH, KOUTO ca YacT OT KNCThHHATA
MeMOpaHaTa Ha HEBPOHA, KAKTO € YCTaHOBCHO B Npoy4BaHHATA, HANpaBeH C MarHUTHO-PE3OHARCHA
criekTpockonus. baaroaapeHue Ha T0Ba neliCTBYE LMTHKONANHDBT noaobpasa (yHKUMOHWPAHETO Ha
KIIeTBYHATE MEMOPaHH, BKMOYKTENHO GyHKUHOHHPAHETO HA HaTpHEBO-KATHEBATa NTOMIIA

1 MeMOpaHHKTE PELEITOPH, YHETO MOAYNHPAHE © OT CBHIIECTBEHO 3HAYEHHE 34 MpaBUJIHATA
HEBPOTPAHCMHCHA.

Mopaay cTabUNH3HPaLIoTO AEHCTBHE BLPXY KIETHHHHUTC MaMOpaHH, CHTHKOJIHH PUTEXaBa
CcBOMCTBA, KOUTO OnaronpuaTcraar abcopduuaTa Ha MO3BHHA OTOK.

ExcriepuMeHTaIHUTe H3CIEABAHUA M0Ka3BaT, He CHTUKOTHH NOTHCKA AKTHBHUPAHETO Ha ONpPEAC/ICHH
docponunazu (Al, A2, CH D), kaTo Hamanssa 0Opa3syBaHeTO Ha c806OAHN PalIMKANH K H30ArBa
YHUL0’KABAHETO HA KNETHYHHUTE meMOpaHy ¥ NPeAna3sa CUCTEMHTE 38 aHTHOKCHIAHTHA 3ALNTA,
KaTo MYTaTHOH.




CHTHKONHH Tpena3Ba eHepruitHus pe3eps Ha HEBPOHA, 3aIbPXka anonTo3aTa M CTUMY/IMpa CHHTE3a Ha
alETUIIXOJIHH.

EKCIEPMMEHTANTHO € JOKa3aHO, Y€ CHTHKOJIMH OCBLLECTBABA NPOPHUAAKTHHHA HEBPONPOTEKLHS MPH
MOZIEAiX Ha (POoKaIHa MO3bYUHA HCXEMMUAL.

KSTHHUYHMTE POYYBAHHS NOKA3BAT, Y€ CUTHKOIMH 3HAYMTENHO YCKOPABA yHKIHOHANHOTO
BBL3CTAHOBABAHE HA MALIMEHTH C OCTPH HCXEMHYHH MO3BUHO-CBAOBH HHUMACHTH, HaManaBakku obema
Ha UCXEMHUYHUTE JIE3HH.

an NauHeHTH ¢ YepenHO-MO3bYHH TpABMH, CHTHKOJIHH yCKOpsasa Bb3CTAHOBABAHCTO U HaMallABa
NPpOABIKATENHOCTTA H HHTCH3UTCTA Ha MOCT-KOMATO3HHUA CUHAPOM.

CHTHKONHH Noo6paBa HUBOTO HA BHUMAaHKE U OCH3HABAHE, KAKTO W A¢HCTBA ONaronpraTHO Ha
AMHE3HATA U KOTHUTHBHHUTE H HEBPOJIOrHYHH CMYILEHHS, CBBP3aHH C MO3BLYHATA HCXEMHA.

5.2 <PapMaKOKHHETHYHH CBOHCTBA

CuTtukonus ce abcopbupa no6pe cnex nepopanHo, MyCKYAHO HITH HHTPABEHO3HO NPHITOXKEHHKE.
Hugara Ha XOMHH B NNa3MaTa e YBENUYABAT 3HAYUTENHO NMPH T€3W HAUHMHH HA MPUIOKEHHE.
ABcop6UKMATA TiPH NEPOPATHO MPUIOKEHHE € TbJIHA K OHOHATMUYHOCTTA € MPHOIH3UTENHO ChulaTa
KAaTO NPH MHTPABEHO3HO NpunoxeHre. CUTUKONKH Ce METabONH3KPA B UPEBHATA CTCHA M B YEPHHA
ApoO 00 XOJMHH U UMTHIOKH.

Cien npuaoXeHHe, CHTUKOJIUH Ce pa3npenens WHPOKO B MO3bUHHTE CTPYKTYPH, ¢ Obp30
NPHCHEAUHABAHE HA QPAKLMATA B CTPYKTYPHHTE HOCHONHNUAH H PpaKLHUaTa UMTHAKH

B LLUTHOAKHOBUTE HYKJICOTHIH H HYKNE€HHOBUTE KUCETHHUA. CHTHKOJTHH QOCTHIa MO3bKa U CE
NPUCHEANHABA aKTUBHO B KJIETBHYHATA, UHTOIIA3MEHATA U MHTOXOHAPHANHATZ MEMOpaHH KaTo
ChCTABA YacT OT (PpakLUUATa HA CTPYKTYpHHUTE QOCHONHNHAM.

Camo MaJIKO KOJIMYECTBO OT NMPUIOKEHATa /103a C€ OTKPUBA B YPUHATa W (peKainudTe (No-Manko oT
3%). Npubauszurento 12% ot nosata ce eniMHHKpa nocpeaAcTBoM otaeneHus COx.

[TpouecsT HAa eMUMKHHPAHE C YPUHATa € ABy(a3eH: NbpBaTta $a3d, ¢ NPOAbKHTEHOCT OKOJO0

36 uaca, 8 KOATO CKOpOCTTAa Ha eTUMUHHpaHe Hamanasa 6bp30 ¥ BTOpA (pa3a, B KOATO CKOPOCTTA
HaMansaBa 3HAYMTENHO No-0aBHO. AHANOrHYHA € U AMHaMUKaTa Ha otaenaHe ¢ CO; — ckopocTTa Ha
eIMMUHUpaHe Hamanaea ObP30 B Xx0Aa Ha MbPBUTE |5 yaca ciaen NPHICKEHHETO, a B CACABALLUTE Ca
3a0aBa 3HAYHUMO.,

53 IlpeakaiuMHHYHM JAHHH 32 0€30NACHOCT

M3cneasauusta 3a XpOHHUYHA TOKCHYHOCT ¢Jiea nepopaliHo npunoxeHue (1500 mg/kg nHeBHa 103a 3a
6 Mecena npu ky4era) u uuTpanepuroHeanHo (1000 mg/kg nHeBHa n03a B MPOABIKEHUE HA

12 ceaMHULIM NPH MULLIKH) HE MOKA3BAT 3HAYMUTESIHKM aHOMAJTHH CBBLP3aHH C NPUIOKEHHETO Ha
CHTHKOMHWH. MHTPaBeHO3HOTO NPHUIIOKEHHE NPH KyueTa Ha a03u4 OT 300-500 mg/kg aHesHO

B NPOABIIKCHHUEC HA 3 Mecena, BOAH A0 TOKCHYHH NPpOABH, BCAHArl'd CJICA MHKCKTHPAHC, KaTO
MNOBPBLIAHE, AHAPHUA K CHaTODCA.

CHUTHKOMUH € npunarad Ha 6enn 3aiuu ¢ no3a ot 800 mg/kg no BpemMe Ha opraHoreHesara OT CeAMMUST
10 OCEMHAAECETHUAT AeH Ha OpemMenHocTTa. KHBOTHUTE ca OMNIK €BTaHa3supaHH Ha 29-TUA OT

OpeMeHHOCTTA, ClIe KOETO € HalpaBeH Nnperiea Ha 3apoavunTe U mavkute. He ca Habnrogasanu
PU3HALKM HUTO HAa eMOPHO-(peTaTHA TOKCHYHOCT, HUTO Ha MaliuMHa TOKCHUHOCT. EdekThTe BLpXY

H MO3b4YHATa OCTCOICHC34.




6. DAPMAINEBTHYHHU JAHHHU

6.1 Cnucbk HA TOMOHLIHHTE BEHIeCTBA

TeueH copbuTon, Hekprictanuiupaw (E420)
[ nvuepon

MeTtunnapaxuapokcrubensoat (E218)
[Mponunnapaxuapokcubenzoar (E216)
Kanues copbar

3axapHH HaTpuH

['nuuepon-gopman

Koxunun yepeeHo (E124)

JluMOHeHa KHcesHHa

HaTtpuer uurpar

SAronoe Bkyc (cbabpia nponuienrnukon (E1520), oBkycutenu)
ITIpeurcTena soaa

6.2 HecbBMeCTHMOCTH

Henpunoxkumo.

6.3 Cpok Ha roagnoct

3 roauHm.

6.4 ChnenHanHH YCJOBHA HA CHXPAHEHHE

To3u nekapcTBeH NPOAYKT HE U3KCKBA CNELMAIHY YCITOBUA Ha CHXPaHECHHE.
6.5 Buau cbaAbpKAHHE HA ONAKOBKATA

PET/6s1 ekcTpyanpan PE/Alu/ekcTpyavpan cbnonumep EAA cawera, cbabvpxkawy 10 ml pasteop, B
KapTOHEHAa KyTHs.

Bunose onakoBkH:
10 cawera ¢ 10 ml pazrsop.

6.6 Crennannu npeanasHd MepKH Npu H3XBbpJasHe H paboTa
MHCcTpyKUMHKTE 3@ NOAMOTOBKA Ha JIEKAPCTBEHHS MPOAYKT 3a ynoTpeda ca KaKTo cneasa:

[TepopaiHUAT pa3TBOP MOXKE Aa CE NPHEMA AUPEKTHO OT CALUETO MK Pa3TBOPEH B MOJOBHH Yaiua
soaa (npubnnsurenHo 120 ml).

7. IIPATEXATEJ HA PASPEHIEHHUETO 3A YIIOTPEBA
Zaktady Farmaceutyczne POLPHARMA S.A.

ul. Peiplinska 19, 83-200 Starogard Gdanski
Ilonuwa

8. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

Per. Ne 20250029




9. JATA HA ITBPBO PASPEIIABAHE/MIOAHOBABAHE HA PA3BPEIDEHHETO 3A
YIIOTPEDBA

Iata Ha mbpBo paspetuasade: 24.01.2025

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA




