N3MbAHKTENHA ATEHLA 10 NEKAPCTBA
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9, KAYECTBEH H KOJIMYECTBEH CHCTAB Ogobperue N /BH—}D-ZU]Q

Beska Tabnerxa chabpika 10 mg Buanonetus (vinpocetine).

IomomHu Bewmectsa:
Bcesaka Tabnerka ceappixa 184,70 mg nakroza MoBOXUapar.

33 NBNHHUA CTIMCHK HA TIOMOLIHHTE BELUIECTRA BIDKTS TOUKA 6.1
3. JEKAPCTBEHA ®OPMA

Tabnerka

benn wiv nouty Gemu, npmeapuyHY TabieTky, 663 MMpUC, C MapkupoBKa “I” OT ABeTe CTpaHM.

4. KJIHMHNMYHU TAHHH
4.1 TepaneBTHYHH NOKAZAHHS

Hamanssane Ha CHMITTOMHTE Ha TICHXHYHO H HEBPOJIOTHYHO HApYLUEHHE, NPHYHHEHN OT tepebpasya
UHDKYNaTOpHa HEAOCTATHYHOCT MK MALUMEHTH 8 CTAPYECKE BL3pacT,

Jleuenue Ha pasnH4HA GOPMH HA MOIbYHH LHPKYNATOPHH HapYIIEHHA: ACHMITTOMHH M NPEXOIHH
HCXeMHYHH HAPYIICHHA HA MOZBYIHOTO KPEBOOGPBIEHHE, CHCTOSHUS CAEA MOSBYSH HHCYIT,
JEMEHIHA OT CBOB NPOH3X0J], MOIBYHA aTepOCKIepo3a, NOCTTPaBMaTHYHA ¥ XHIIEPTOHHYHA

enledanomarus.
42 [Io3HpOBKA H HAYHH HA APHACKEHEE
Bu3pacmuu

[Mpremaiite 1 Tabnerka (10 mg) Tpu METH AHEBHO CAEN XpaHeHe.

E(lJEKTbT Ha TOBA4 JICKAPCTBO C& [MPOABABA CJIEA OKOAQ €0HA CeOMHNA, 3 MAKCHMATHMAT e(bem e
NpoABABA CMER OKO/IO TPH MEce1ia.

ToBa siekapcTBO OOHKHOBEHO ce loHacs Ao0pe, Taka ye MOXKe a Ce NPHeMAa 3a TIPOABILKHTENEH

nepuof oT Bpeme. Hama cHMITTOMY Ha afCTHHEHUMA [IPH BHE3AMHO CIHPAHe NPWIOKEHHETO Ha
BHHITCIIETHH.

Xopa e cmapuecka sv3pacm
OGHKHOBEHO He Ce HaNlara IIPOMAHA Ha J034Ta NPH NALMEHTH B CTAPYECKa BLIPACT.

Nayuenmu, cmpadauu om veproopobny wiu GvOpeunu HapyweHus
He ce wanara npomsana Ha No3aTa [PH DAUHEHTH ¢ YepHOApoCHH wiu 6B0peuHy H

Heya u ionowu

EdwxacrHoctra Ha BHUHITEKC npu fena u FoHOLIM BCE OLIE He € MpoyueHa.
NPENOPBLYBA [IPH AeLia Ha Bh3pacT noa 18 roauny.
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4.3 IIpoTHERONOKAIARHA
CBp'BquBCTBHT‘BﬂHOCT KBbM @KTHEHOTO BEINECTBO HIIH KbM HIKOE OT NOMOIIHHTE BEIISCTRAa.

JlexapcTBEHHAT NPORYKT HE MOXe Aa Ohae HINOM3BaH Mo Bpeme Ha BPEeMEHHOCT U KLpPMEHe.
JlekapCTBEHHAT NMPOOYKT He MOKe 2 Oh/Ie H3NMON3BaH [PH JE1A W FOHOLIH,

JlekapcTBeHHMAT IPOAYKT HEe MOXKE 1A Obe M3MON3BAH el HACKOPO NMPEKApaH MO3ZbYCH KPBOHWIIHE,
KAKTO H B ¢J1y4ail Ha BBTpEUePenHa XHIEPTEH3HA.

4.4 Cnenna sn npeaynpexAeHAd H NPpeJUa3HA MEPKH npH ynorpeba

BHHIIEKC Tabnetks Moxe fa noBHIIM edeKTa Ha OPraHUYHN HATPATH, NOpajl KoeTo Te Tpalbsa na
OBAaT H3INON3BAHH ¢ NOBHIIEHO BHHMaRue. JIeKapeTBeH [IPOAYKT ¢ OPraHUYHK HUTPATH TpAGRA Ja ce
H3M10/13Ba CAMO NMOA JiEKapcko Habnioaeuue.

BHHINEKC TabneTku Tpabea na ce #3n0/138a RHHMATENHO MPH NALMEHTH CbE CHHAPOM Ha YABIKEH
QT uutepran. Ilpy TakuBa NALUMEHTH PHCKET OT HAPYLIEHHE HA CHPACYHHA PHTHM MOXKE [ia Ce
noslId. Te TpaGBa peJOBHO Ja NPaBAT eACKTPOKApAHOTpaticko H3CIEABaHE.,

Tpeamuceaiite NekapcTBEHUA MPOMYKT BHHMATENHO MPH MALMEHTH, KOWTO CE€ JIEKYBAT C
AHTHXHIEPTEH3HBHH TMPOAYKTH WK APYTH JIEKapcTBa, KOHTO MoraT Aa yawmkar QT uarepsana.
CHCTOSHHETO Ha Te3H MalMeHTH TpAGRa aa 61ae HempexbCcHaTo Hab/moaBaHo.

BHHITEKC TabneTku chanpia nakrosa. [TanneHTH ¢ peAKA HACIEACTBEHH MpoGieMy Ha ralaKTo3Ha
HEMOHOCHMOCT, Lapp nakrasen AebHUMT WIH IIOKO30-TAIAKTO3HA Manabcopbuma He TpaOa 1a
npHeMaT TOBa JIEKapCTBO.

4.5 BsaumojeficTBHe ¢ JPYTH JeKAPCTBEHH NPOAYKTH W APYrH GOPMHA HA B3aAMo/eHCTBHEE

BuenoueTHH Tpatea na ce npreMa BHHMATEHO, Thil KATO MOXeE J1a B3aHMOEHCTRa ¢
AHTHXHNEPTEHIUBHH, IPOTHBOAPHTMHYHH MPOAYKTH, AHTHKOATYJIAHTH M IIPOAYKTH, AeHCTRALIM
BBpXY LICHTP&TIHATA HepBHA cHCTeMa. HeoOX0onMMH ca METHLIMHCKH TPHXKH.

YCTaHOBEHO €, Y€ BHHNOLIETHH MOXE Jla 3acHNH edekTa Ha anda meTunaona. ExHospemeHHoTO
K3T0N3BAHE HA BUHMOLETHH H anda MeTI0na M3MCKBa PEJOBHO W3MEPBAHe Ha KPbBHOTO HAJIATAHE,

Pesynrarure 0T KIHHUYHM H3NUTBaHUA NOKA3BAT, Ue TPHEMBLT Ha BUHNOLIETHH C HAKOit GeTa-
anpeHoONOKepH, NEPOPATHE aHTHAHAOETHH POLYKTH H AHYPETHLUH HE € CHIIPOBOAEH ¢
B3AMMOIEHCTBUA.

4.6 @epTHAHTET, GPeMEHHOCT H KbpMeHe

Bpemennoct

BUHIIEKC tabnerxy ne Tpabpa na ce npennmcea Ha OpeMennn xenn. [Ipa npoydpaHuaTa BbpXy

KHBOTHH HE ¢a YCTAHOBEHH eMOPHOTOKCHYHH HIIH TepaToreHus edext. BHHMOueTHH npeMHHaBa
npe3 1aleHTapHaTa 6aprepa. Y CTaHOBEHO €, Ye KOHUEHTPAIHHTE Ha [POAYKTA B IUTALECHTATA H B
KPBBTa Ha IU10/1a Ca O-HUCKH OT TE3H B KPHBTA Ha MajikaTa,




KrpmMene

BHHITEKC rabnetku He TpadBa Ja ce MpeANMCBaT Ha KbpMeIlH xkeny. Bunnouerun moske na
NPEeMHHABA B KbPMaTa, 8 €(eKTLT Ha IEKapCTBEHHA DPOAYKT BbPXY KbPMayeTa He € AOCTATHYHO
Npoy4eH,

4.7 Edexrn Bopxy cnocofHocTTa 32 modupane B paGora c MamuAR

EdexTeT Ha BHHNONETHH BBPXY CHIOCOGHOCTTA 32 HodHpaHe W paGoTa ¢ MALIHHHE He © Onpe/esieH,
Toii Moxe na noeiuse cnocobHocTTa 32 IWodupaHe 1 pabora ¢ mauunu. Jla e ce modwpa u
H3ITBITHABAT PHCKOBAHH 3a/]a4H, IOKATO HE pasdepeTe KakbB € eheKTHT Ha NPOAYKTA.

4.8 HexelanH TeKAPCTBEHH PeaKnuu

Hali-uecTure nexenanu nexapcteenn peaxuun Ha BHHITEKC ca rnaeo6onue, CBETOBBPTEXK, HUCKO
KPbBHO HAJIATAHE, CYXOTA B YCTATA, rajcHe, AUCIETICHA, W NOBHIIEHH HHBA HA XONECTEPON B KPLETA,
Te3n peaxui No OTHOLIEHHE HA TAXHATA YECTOTA Ha NIPOABA, CA ONPEAENEHH KATO HEYEeCTH.

YecToTa Ha ONUCAHHTE HEKENAHH NEKAPCTREHM PeaKIHA:

Mmuoro yectd (>1/10)

Yectn (= 1/100, <1/10)

Heuectu (=1/1 000, <1/100)

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

Muoro peaku (<1/10 000), ¢ HeuspecTHa YecToTA

B1B BCAKA UECTOTHA IpyNa HEXKEIaHHTE IEKAPCTBEHH PEAKLIHH €4 MPEACTABEHH ¢ HAMATABAILC HUBO
Ha CEPHO3HOCT.

Hapvmemm HA KPBEBTA H .IIHM(bHaTa CHUCTEMA
Penxu: Hamanes 6poii GeH KPBBHH KINETKH H TPOMGOLIATH.
MHOI"O pe,mm: AHEMHA, EPUTPOLHUTHA a]"IIYTHHaI.lPIH.

Hapvinenss Ha UMYHHATA CHCTEMA
MHuoro PEAKH. CEPBXYYBCTBHTCIIHOCT

HapyinieHus Ha MeTabomm3Ma H XPAHEHETO
HeyecTH: NOBHIIEHO HUBO HA XONECTEPONA B KPHBTA.
Penxu: sary6a Ha aneTHT, aHOpekcHs, AnaberT.

Icuxu4HA HapylIeHUS
Penku: HapymmeHHs Ha cBHA, BB30Yaa, Ge3M10KOHCTBO.
MHOro peaKH: NPEeKOMEPHO BEOAYLIEBIEHHE H JETPECHS.

Hapyiienuns Ha HEpBHATA CHCTEMA
HeuecTu: tnapobonue.

Penxu: cenupane, samasiBane, CTynop, XeMHrnapesa, aMHe3us.,
MHoro peaku: TpeMop, rbpyOBe.

Hapviuerus ua guure
Peaku: OTOK HA AMCKA HA OUHMA HEPB.
MHoro peaxs: KOHIOHKTHBAIHA XHUIIEPEMHAL.

Hapyiiesns Ha yxoto u nabupHHTa
HevecTu: 3aMajiBane (CBETOBBPTEN).
Penxn: xunepaky3uc, XHIIOAKY3HC, THHUTYC.




ChbpAEYHH HAPYIIEHHS

Peaxn: undapkt Ba MMOKapaa, AHTHHA NEKTOPUC, OpaavKapAns, TAXUKAPAKSA, POBOJHA HADYILEHHS,
MAJITHTALIHH.

MHOro penKH: apUTMEA, TIPEACEPAHO MbKAEHE.

CbIAOBH HAapYLICHHA

HeuecTH: XHMOTOHMA.
PenkH: XxunepToHus, 3auepBgBaHe Ha HLETO, TpoMGODIEOHT.
MHOro peaky: NpOMEHIHBO KPBBHO HAMATAHE.

CToMAaINHO-YPEBHH HAPYIUEHHUA

Hedectu: cyxota B yerara, AMCHENCHS, raficHe.
Penxu: kopemna bonka, 3anek, nHapus, MOBPBILAHE.
Meuoro penku: gucdarus, CTOMaTHT.

Hapymemm Ha KOXKAaTa 4 NOJKOXKHATA THKAH
Peakn: eputema, NOBHLIEHO noTeHe, Chpbex, ypTHKapus, oOpHE.

MHoro peaku: aepmarur.

O6114 HapyieHus H eheKTH Ha MACTOTO HA NPHIOKEHHE
Peaxu: acTtenus, roperiy BHJIHH.
MHoro peaxs: aMckoMOOPT B FbPAHTE, XHIOTEPMHES,

Hscnensanng

PekH: NOBHIICHK HABA HA TPMIVIMIEPHIM B KPBBTA, AenpecHa Ha ST-cerMeNT, MoHWKaBaHe WK
noBHIHasaHe Ha 6pod Ha eo3HHODWITHTE, NPOMEHH B YePHOAPOCHHTE CHIHMH.

MHOro pe/iki: NOHWKAaBaHe HIH NOBHILABAHE HA GPOA HA IEBKOUMTHTE, MOHHXABaHe Ha 6pos Ha
TPaHYNIOLHTHTE, NOHKABAHE Ha OposA Ha EPHUTPOLIMTHTE, CKbCiBaHe HAa TPOMOMHOBOTO BpeMe,
[MOBHIIABAHE HA TErN10TO.

Crofiapatie Ha IONO3HPAHK HEKENAHH PEAKLIMH

CpobiuaraneTo Ha NOJO3HPAHH HEXETaHH Peakiliy CISA pa3peliaBaHe 3a yHoTpeOa Ha IeKapCTBEHHA
NIPOAYKT € BaxKHO. ToBa MO3BONABA Jla MPOARIIAKH HAGNIOAEHHETO HA CHOTHOLIEHHETO MOMN3a/PHCK 32
TSKAPCTBEHHA NIPOMYKT, OT MENHLIMHCKHTE CHELMATHCTH C& HHCKBA J1a ChoOIIABAT BCAKA
NoAO3Hpana HeXellaHa peakig upes HamsnanTenHa areHuns no nekapereara;

yn. ,,Jlaman I'pyes” Ne 8

1303 Codun

Ten.: +35 928903417

yebcaiiT: www.bda.bg

4.9 Ilpexoimpane
H3nonzeaneTo Ha MakcuMaiHaTa IHeBHa N03a BHENOLETHH (30 mg) ce noHacs nobpe. [Mo
JMTEPATYpPHH JAHHH, NALHEHT npHes 360 mg eAHOKPATHA K033 BHANOLETHH HE € MIPOABHI KIHHHYHO

3HAYMM e)eKT BBPXY ChpAEHHOCHA0BATA CHCTEMA, HITM HAKAKBH APYTH HEXENAHH IEKAPCTBEHH
peakiun.

5.  ®APMAKOJIOTHYHH CBOMCTBA
3.1 PapmakoIHHAMHYHH CBONCTRa

(apmakoTepaneBTHYHa Ipyna: JIpyrd NCHXOCTHMYIAHTH M HOOTPOIHH cpell
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ATC xon — NO6B X18

BHMHIIOLIETHH € CHHTETHYHO NPOU3ROJHO HA BHHKAMKH. BHHIIOLETHH MMa pa3HooGpasHi edexTH:
n000psABa MOZBYHHA MeTabONHIBM H KpbBOOGpaILlieHHe, KAKTO U PEOIOPHYHMTE CBOCTBA HA KPLBTA.
BHHNOLETHH CEeNeKTHBHO AKTHBHPA MOIBYHOTO KpsBooGpamenre, BURNONETHH cETEKTHBHO
YBENHYaBa KPbBOTOKA KbM MO3bKA U HAMANABA CHIIPOTHENEHHUETO HA MOSBYHHTE Ch0OBE.
BunnoueTnn He NpoMenHs KpBBHOTO HalAraHe, 00eMa Ha ChpAeuHHA AefuT, ChpAeUHATA YECTOoTa,
NepUGEPHOTO CHAOBO CHIIPOTHBICHHE. BHHNOLETHH HMa HEBPONIPOTEKTHBHM e(beKTH: HAMANABa
UMTOTOKCHYHATA PEAKUHA, NPHYMHEHa OT TPUrepHTe HA aMEHOKHGENHHKTE. BHHnoneTHH noBuimaea
HEBPONPOTEKTUBHHA €PEKT HA aACHO3UH.

Bunnouetnn noaobpssa MO3EYHATA MHKPOLIMPKYJIALMA: OTpaHAYaBa TPOMBGOLMTHATA arperatius,
TIOHH)XaBa BUCKO3UTETa Ha KPbBTA, NoA0OpABa EPHTPOLHTHHA AchOPMHTET, HAMANIARA MPHEMA Ha
aJICHO3HH OT €PUTPOLIMTHTE, NOA0GPSBa MOSBUHHA LOCTBI A0 KHCIIOPO.

ExcnepumMeHTanHuTe MpoyuBaHHA OKA3BAT, Ye BUHIOLETHH 3aCHIBA MO3BUHHA METabONHIbM:
nonobpasa H3NOI3BAHETO HA [VTIOKO3d M KKCIOPOA, KaKTo U MeTal0/1H3Ma HA Te3H CLEIMHEHHA B
MO3BbKa, NoAoOpABA TONEPAHCA HA MOSBYHHTE KJIETKH [10 OTHOLIEHHME HA XHMIIOKCHA, IOBHINABA
TPaHCOOPTa Ha TIIFOKO3a (OCHOBEH H3TOUHMK HA eHEPruA 3a MO3bKa) Npe3 KpbBHO-MOILYHATA
Gapnepa, Hacoura MeTabOTH3MA HA [VIIOKO3aTa KM €HEPreTHYHO No-GaronpHaTHaTa aepobHa
BEpPHra, JOKa3aHo €, Ye BHHITOLUCTHH € CENIEKTHBCH HHXHOHTOP Ha Ca{2+)-KkanMoynue 3aBUCHMHA
c¢GMP-PDE; noBuiaea HuBata Ha cAMP M ¢Gmp B Mo3bKa, ATP HMBaTa M CHOTHOLIEHHETO
ATP/AMP; 3acunea metaboIH3Ma HA MOEYHHSA CEPOTOHHH H HOPAAPEHAIIHH, TIOBALIABA
HOpaApeHePrHiHug TOHYC.

5.2 QPapmMakoKHAECTHTHH CBoOficTBa

Buunouerun ce abcopbupa nobpe or aApaHALECeTONPLCTHHKA M JOCTHTAa MAKCHMAITHA KOHLEHTpPALMA
B KpbBTa cnel 1,5 yaca. AGcopOumsiTa HA BUHIOLETHH € 3HAYMTETHO NO-BHCOKA, KOTATO CE JaBa ¢
XpaHa B MOXe 7a JOCTHrHE 1o okono 60% oT npueTarta 103a.

Upea cucTeMHOTO KpbBOOOpAIIEHKE, BHHIIOLETHH CE pa3nNpoCTPaHABa B PasIHuHH ThKGHH Ha TAIOTO,
BKNIOYHTENHO MO3bKa. [loBeue oT 60% OT BUHNOLETHH CE CBBP2RA C MNIA3MEHHTE BPOTEHHH, 06EMBT
Ha pa3npenenenye e npubmuzutenno 250 L. EkcTeH3npBeH MeTabOIHAbM A0 HEAKTHBHA
anOBHHKAMMHHOBA KHCE/IMHA CE OCHINECTRARA B uepHus Apob. [To-rongamara 4acT oT 103aT1a ce
ekCKpeTnpa A0 24 vaca kato MeTaGonut. CamMo Mako KONHYeCTBO HEMEeTaGONH3UpaH BRHIIOLIETHH ce
€KCKpEeTHpa B YpHHATA. EMTMMHHALIMOHHMAT MOTY-%UBOT Ha BHHIIOLETHH CIE NOMTbLIAHE € OKONo 4
yaca.

I1pu xopa ¢ uepHoapobHO Win 6B6peurHo 2ab0onsRaHe PapMAKOKHHETHIHHTE TIApaMETPH Ha
BHMIIOLIETHH OCTaBaT HENPOMEHEHH, TAKA Y€ HE CE Hamara KOpeKLMa Ha 7034T4.

[IpoyuBannaTa NOKA3BAT, Y€ KMHETHKATA HA BHHIIOLIETHH [IPH MO-MIAH H NO-CTAPH OPraHH3MH HeE €
MHOr0 TIO-pa3/iH4Ha, BHHIIOLETHH HE C€ HATPYIBA B OPraHi3Ma.

53 Hpeaxnuuuqen sanuK 33 GezonacHOCT

[IpeaxnuaMYHATE NaHHH He NOKA3BaT 0coBeH PUCK 3a Xopa Ha 6azara Ha Npea-KNHHHYHHTE
H3NHTBAHHA, KOHBEHLIHOHAITHHTE (apMaKkoNOTHYHH [IPOYUBAHHA 3a Ge30MacHoCT, TO H“ 'ffi
MHOroKpaTHo nipunarane. (ExcrmosHumaTa Ha TIPOAYKTa [PH KHBOTHH € MHOTO no-, g}ﬁ 3 P
MakCHMAanHAaTa 33 MOBELIKHA OPTaHHIBM). < / :
O / ”

JlekapcTBEHHAT NPORYKT HAMA TOKCHUEH e(eKT BbPXY PENPOAYKTHBHATA cncmlé 1) |
JAaHHH 33 TeHOTOKCHYHOCT H KAPLMHOTEHHOCT. AN



6. OAPMANIEBTUYHH JAHHH

6.1 CnRchk HA TOMOMHBHTE BENIECTBA

JlakTo3a MoHOXHUApaT

TToBunon

Kpocnoengon

Maruesues creapat

6.2 HecbBMecTHMOCTH

Henpunoxumo.

6.3 Cpox Ha roanoct

5 ronvHH.

6.4 CroennajaHH yca0BHS HA CHXpAHEHHE

CrxpanfsaiiTe ONHCTEpa BBE BTOPHYHATA KAPTOHEHA ONAKOBKA, 34 Ja [0 NpeiNa3uTe OT CBETIIHHA,
6.5 BuHA A CBALPAXAHHE HA ONAKOBKATA

Bamcrep ot npospauso PVC / An donno une PVC/PVDC/AL ¢onuo coabpxkau 10, 25 wnn 30
TabaeTky.

KaproneHara onakoka ceaspka 10, 20, 25, 30, 40, 50, 60, 70, 75, 80, 90 win 100 TaGneTku,
He BcHukH BHIOBE ONaKkOBKH Morat Aa 6baar mycHaTu B nmpogax6a.

6.6 CnenmaJHRm npeINa3sHH MePKH IPH HIXBbP.aSHE

HsMa cnieliHaiHY M3HCKBAHHUA.

7. TIPHTEXATEJ HA PAZPEIIEHHETO 3A YIIOTPEBA
UAB Aconitum

Inovacijy g. 4, Biruliskiy k., Kauno r.sav.

JNutea

8. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEFA
Perucrpausonen Homep: 20140276

9.  JATA HA ITbPBO PA3PEIIABAHETIOJHOBSIBAHE HA PAZPENIEHHETO 3A
YIIOTPEBA

Jara Ha mepBO pazpewapane: 25.09.2014
Jara Ha nocneHo NoAHOBABAHE:

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

08/2019




