INTPHJIOKEHHE I

KPATKA XAPAKTEPUCTHUKA HA IMTPOJAYKTA



NoTtb/IHWTENTHA ATEHUMR NO NEKAPCTBATA

1. HME HA JIEKAPCTBEHHA ITPOAYKT Komima xapaKmapucmiua HE NDOGYKITR - [IDUAGKOHUS |
- ) 2%
BUHIIO-10 10 mg TabneTku KoM Pea. Nr /pd/ﬁ)ﬂ? |
raspewena It 20 -03- 204
VINPO-10 10 mg tablets BG/MAMP - 5(79(7‘?/..
Lgigﬁpemm Ne vt OO

2. KAYECTBEH H KOJIHMECTBEH CBHCTAB
Bceaka TabneTka ChbAbpKa AKTHBHO BELIECTBO BUHMOLETHH (vinpocetine) 10 mg,

| JoMOINHM BellecTBa ¢ N3BECTHO JEHCTBUE!
Bceaka Tabnietka cpabpxa 133,1 mg nakTo3a MoHOXHMAPAT (BHXKTE TOUKA 4.4)
3a N'bJIHHA CITUCHK HA MOMOILHMTE BELLIECTBA BHXKTE Touka 6.1

). JJEKAPCTBEHA ®OPMA

Tabnetka.

besn, nnocky, Kpbriy TabneTku ¢ AenNUTeNHA YepTa OT e[{HaTa cTpaHa U noro “Covex S.A.” ot
apyrara; JRaMeTbp okoji0 8 mm,

JlenutenuHara uepra e caMo 3a YIE€CHABAHE HA CUYNBAHETO C e MO-JIECHO I'bJITAHE, 4 HE 3a
pa3ac/idHE Ha PaBHH A03M.

4. KJIMHHUYHHU JAHHH:

4.1, TepaneBTHYHH MOKA3aAHNA

B neBponorusita:

1. 3a neyenue Ha pa3nuM4HH GOPMHU HA MO3BYHH LUPKYJIATOPHU HAPYLIEHUSR:
- TPAHIUTOPHHN UCXEMHYHU HAPYILICHUS,

- HCXEMHUYEH MO3BUYEH HHCYIT, CIACAUHCYITHU CHCTOSHUA,

- CHJIOBa AeMeHLMSA, MO3BYHA ATEPOCKIIEpO3a;

- IOCTTpaBMaTHYHA U XUMNEPTOHUYHA eHledatonaTHd

- BepTeOpobazunapHa HEAOCTATHLYHOCT.

2. 3a HaMaNgBaHE HA NCUXUYHUTE HIH HEBPOJOrHYHHUTE CHMIITOMH HA MO3BUYHUTE
LIMPKYJIATOPHU HAPYILCHHS.

B ojpTranmoaorasara:

[Ip 0OCcTpyKLIMA HA KPBBOHOCHHUTE CHIOBE HA PETHHATA U CKJIEPATa, MaKy/THA AereHepanus
MPHUHHEHA OT aTepOCKIEPO3a WM Ch0OB CMAa3zbM, CbLUIO KU NPK YaCTHYHA TpOoMOO03a, BTOpHYHA
rnaykoMa oT Ch/IOB TPOH3XO..

B oTonorusTa:

3a nedyeHue Ha npecOUaKy3UC ¢ OCTHP CLAOB, TOKCHYEH MJTH APYr npousxos, bomnect Ha
Meniere, BepTUro ¢ npou3xo OT NaOMPUHTA, LLIYM B VIIIHTE,

4.2, 0o3MpOBKa H HAYHH HA NPHJI0KEHHUE

Jo3upoBka:
[IpenopbunTendara 103a € 3 0bTH N0 10 mg Ha geH.

Hayuenmu ¢ 6vbpeuno wuru yepuoOpobno zabonrneane

He e HeoOxoaMMO KopUrHpaHe Ha [103aTa MpH NaLueHTH ¢ OBOpeuHo WK YepHOAPOOH
3abonssane. [Ipenopbusa ce NOBHILEHO BHUMaHUE NPU NAUUAEHTH ¢ 6bOpeuHa unu
yepHOoApoOHa HeqoCTaTHUHOCT (BHXKTE T. 4.4)




Ileduampuuna nonyarayun.
BHHIIO-10 ue tpabsa na ce npunara npH gewa u 1oHowu noa 18 roauiiza Be3pacT nopau
choOpaxkeHud 3a 6e30macHoCT.

HauuH Ha npunoxeHue:;
BHUHIIO-10 rabnerku e npeaHa3HaudeH 3a NepopanHo MpUIOKEHHE.
Tabnerkure TpabBa Aa ce npuUeMaT clie] XpaHeHE.

4.3. IlpoTuBONIOKA3IAHHA
- CBPBXYYBCTBHTE/IHOCT KbM aKTHBHOTO BEIIECTBO WIK KBbM HAKOE OT MOMOLIIHUTE
BeLlECTBa, H3bpoeHu B Touka 6.1;
- OpeMeHHOCT U KbpMeHe;
- NpEceH MO3bUYEH KPBBOH3NHB,;
- ocrpa (ra3a Ha MOIbYEH KPHBOH3JIHE;
- TeXKa UCXeMH4Ha BosecT Ha ChpLIETO;
- TeXKa apUTMHUS;
- WHTPaKpaHHUAIIHA XMNICPTEHIHUA;
- Jeua M roHowd noj | 8 roauiuHa pu3pacr.

4.4. CnenuaJany npegynpexaeHus U Npexnasni MepKH npu ynorpeda

Jla ce npuitara BHUMATENHO NMPH OONHK CBC ChPACYHA APUTMHA WK MPH TAKKWBA, MPHEMALLH
XMITOTeH3UBHKU cpeacTBa. Ynorpebara Ha BUHITO-10 Tpabra na ce u3barea, korato ToBa e
Bb3MOXHO, TIpH NalUHEHTH ¢ yab/bkeH QT- HHTepBan Ha efeKTpokapanorpaMara, Thil KaTo Te
HMAT NOBUUIEH PHUCK 33 PA3BUTHE HA apUTMHM. I1o ChIIMA HAUMH, TEKAPCTBEHHAT IPOAYKT
TpAOBa [a Ce npuara BAMMAaTENTHO NIPH JIEYEHHE C XHIMOTEH3HBHU CPEACTBA H JIEKAPCTBA, KOUTO
morar fna yawsokaTt QT- untepsan, npu 60HM ¢ aHaMHe3a 3a HEMOHOCHMOCT KbM 1pyrd BuHka
AJTKAJIOUIN U [IPH NAaUKeHTH ¢ OnOpeyHa WK YepHOApoOHA HEOCTATBLYHOCT.

Ako BUHITO-10 ce npeanucra Ha nauueHTu ¢ yabmxked QT- HHTEPBAT WAK NALUEHTH,
MPHEeMAlLX IEKapCcTBa, KOUTO MoraT aa yasnkat QT- uHTepBana, ce npenopwusa EKI
MOHHUTOpPHUpAHE,

[lalueHTH ¢ XMNIOTOHMS WIIM OPTOCTAaTUYHA XUNIOTOHHUA TPAOBA Aa OBAAT NpeaynpeacHU, ve
npoasDkuTeHud npuem Ha BUHIIO-10 moxe pa nosene Ao noHMkaBaHe Ha CHCTOTHYHOTO U
JHACTOIHYHOTO KPBLBHO HANIATAHE.

BHHIIO-10 cbanpika 1akT03a MOHOXHAPAT KaTO MOMOLLHO BELIECTRO M He TpaOBa na Onje
NpPEeANnUCBAH Ha NMALMEHTH C JIJAKTO3HA HENOCTATBYHOCT, FAIAKTO3EMHUA HITH IH0KO30-Ta1aKTO3HAa
masnabcopbuus.

4.5. BzaumMoaeicrBre ¢ APYIrH 1€KaAPCTBEHH HPOAYKTH H ApYrH popMH HA
B3AHMOJIEHCTBHE

B nposeaeHH KNAHHUYHHA MPOYYBAHHUA B3aUMOEHCTBHA He ca HaOM0daBaHN, KOraTo
BHHIIOLIETHH € NMPEANUcBaH ¢ Oeta OyokepH (KI0paHONON, MHHAOI0N), KIOMaMHA,
rNUOEHKNAMHUA, AUTOKCHH, alleHOKYMApPOJI UTH XHAPOXJIOPTHAIHI.

B peaku cinyuau e cboOlnasaHo 3a yCHIBaHE Ha XMNIOTEH3IUBHUA edekT Ha anda MeTHIAONa,
NPy €XHOBPEMEHEH NMPHEM C BUHIOLIETHH. 3aTOBA B TE3M C/yHaW Ce MMPENophYBa PEJOBHO
MOHHUTOPUPAHE HA KPBbBHOTO HAJIATAHE.

BounpexH, 4e KIMHUYHUTE AaHHH He NMOTEBPKIABAT, IOBHILIEHO BHUMAaHYE € HeoOX0
KOTaTO BUHIIOLIETHH C€ NPEANMCBa EAHOBPEMEHHO ¢ aHTHKOAryJIaHTH WJTH aHTHaPH
JIEKAPCTBEHH NPOAYKTH.



4.6. PepTnanTeT, 5PEMEHHOCT H KbPMEHE

bpeMeHHOCT

[Topanu nunca Ha NPUNOKKUMHU KITMHUYHH JaHHH MIPHIOKEHUETO Ha BUHIMOLICTHH €
NPOTUBOIOKA3aHO NO BpeMe Ha OpeMEHHOCT.

BUHMOUETHH NpEeMHHABA npe3 nnaleHTapHata fapuepa, HO JOCTHra NO-HUCKH KOHLEHTPALUY B
MIaueHTaTa ¥ B IJI0/Ia B CPAaBHEHHWE C NJIa3MEHAaTa KOHLIGHTPaUuMs B KpbBTA HAa Maikara. He e
HabnronaBaH TepaToreHeH HiH eMOpHoTOKCHYeH edekT. [Ipy u3cne BaHU HA IKHBOTHH C
MprunaraHe Ha BUCOKH JJO3H BUHIIOLETHH B OTAE/IHH C/IyYaH € HaCTHITKUIIO MIaLEHTHO
KpBBOTEUECHHE W aDOPT, BEPOATHO B PE3YNITAT HAa MOBHIIEH TJIALEHTEH KPBBOTOK.

KupMmeHe

BHHIOLIETHH C€ €KCKPETHpPa B KbpMaTa. B KNHHUYHM NpPOYYBaHMA ¢ paJMOAKTHBHO MapKHpaH
BUHIMOUETHH, paIMOAKTHBHOCTTA B MJISKOTO € JAECETOKPATHO MO-BUCOKA B CPaBHEHUE C Ta3u B
KpBLBTA HAa MaWKaTa. KoHuecTBOTO eKCKpeTHpaHo B KbpMarTa 3a | yac e 25% ot go3ara.
[lopaaM €KCKpeLHnATa Ha BUHIIOLETHH B MaUHHOTO MJISKO M JIMTICATA HA JJAHHU OTHOCHO
edeKTa My BbPXY KbPMay€eTO, NPHUIOKEHHETO HA BUHITOLIETHH MPH KbPMELLIY MaliKH e
[IPOTHBOIOKA3aHO.,

DepTUuTeT
JIUNCBAT KIMHKYHHU JaHHHU.

4.7. E¢pexTit BBpXy ciocoOHOCTTA 32 miodHpaHe H padoTa ¢ MalIHHH

ToBa nekapcTBO, NpH ONpeacaeHH A03H MOXKE Aa MPOMEHH Bb3MOXHOCTHTE 3a PEAKIHH, KOETO
Ou 3acTpaluuno cnocobHOCTTa 3a WodHpaHe WK yrIpaBieHue Ha MawuHd. ToBa BaXkH 0coBeHo
npu ynotpeda My 3aeIHO C AJIKOXOJI.

4.8. Hexke1aHH TEKAPCTBEHH PEAKIIUH

CroOlieHHTe HeXeJITaHH 1IEKapCTBEHU peaklu ca KIacHULKMpaHKu Cropell YECTOTATA UM KAKTO
cJie/1Ba:

MHoro dectu (21/10); yectu (21/100 no <1/10); Hewectn (=1/1000 go <1/100); peaxn (=1/10 000
ro <1/1000); muoro peaxu (<1/10 000); ¢ Hen3BecTHa YecTOTa (OT HAUIMYHUTE AAHHU HE MOXE Ja

C€ HaNnpaBH OLIEHXA).
BBB BcfKa rpyna HEXeJIaHWTE JIEKAPCTBEHU peaKuMH ca U30poeHH criopes HaMalaBaHe Ha

TCHCCTTA HM.,

HapymeHus Ha kpbBTa B IMMQHaTa cucTeMa
Peodku: TpomOOUMTONEHNS, arTyTHHALMA HAa €PHTPOLIMTHTE
Mnozo peoxu: anemus

HapyuieHyus Ha MMYHHATA CUCTEMA
Mnozo peoxu: CBPBXUYBCTBHTEIHOCT

Hapymenus Ha MetabonusmMa U XpaHEHETO
Peoxu: XxvunepxonectepoieMus, 3axapeH auader
Mnozo pedxu. aHopekcus

[IcMXUYHU HADYIIEHUA

Hevecmu. NnpunoBIUIrHATO HACTPOEHHUE
Peodxu. pp3byaa, 6e3nokoHcTBO

Mnozo pedxu: penpecus

HapyiueHus Ha HepBHaTa cCUCcTeMa
Peoxu: TEH3HOHHO rN1aBoOONHE, 3aMAAHOCT, XeMMIIape3a, COMHOIEHTHOCT




Mnozo peoxu. Tpemop, 3aryda Ha Cb3HAHUE, XUTTOTOHUA, NPECHHKON_

OuHK HApPYIIEHUS
Peodxu: xudema, XUNepMeTPONna, 3aMbIIIEHO BUXKAaHE, MHOTIHA
Mnozo peoxu: KOHIOKTUBAJIHA XUNIEPEMHUS, TTRAMHIOEAEM, JHILIONUA

HapylieHus Ha yxoTo 4 nabupuHTta
Peoxu: HapylleH Ci1yX, XHIepaKy3HC, XMIIOAKY3HC, BEPTHIO
Mnoeo peoxu: THHUTYC

CovplieuHy HapylIEHUS
Peodxu: WHOAPKT, aHIMHA NEKTOPHC, OpauKapans, TAXUKAPAUA, EKTPACUCTONH, NAITTHTALUA
Mnozo pedxu: cbpaeyHa HENOCTATBEYHOCT, NPEACHPAHO MBXKAEHE

CBA0BH HapyilieHUS
PeOku: XMNIOTOHUA, XHITEPTOHUA, 3a4epPBABAHUS
Mnozo peoxu: NIpOMEHN B KPBBHOTO HaNAraHe, BEHO3HA HEAOCTAThYHOCT

CTOMAalLIHO-YPEBHH HAPYLIIEHHS
Pedxu: ctomallleH AMCKOMPOPT, CYXOTa B y¢TaTa, rajeHe
Mnozo peoxu: xunepcanupaliys, NOBPhLUIAHE

HapyuieH#s Ha KO»XaTa ¥ NOJKOXKHATA ThKAH

Peoku: epurema, XMNepxuapo3a, ypTHKapus
Mnozo peoxu: nepmatur, Npypuryc

OO HapylleHUsA ¥ edeKTH Ha MACTOTO HA NPHIIOKEHHE
Hewecmu.: uyBCTBO Ha ropelinHa
Peoxu: acTeHMs, ymopa, AUCKOMQOPT B rvpaNTe

H3cnensauus

Hevecmu: noHvxaBaHe Ha KPbBHOTO HallAraHe

Pedxu: noBrlUaBaHe Ha KpbBHOTO Handrane, EKI™: QT- yasmkasaHe, nenpecus Ha ST-
CErMeHTa, NOBUILIEHA KPbBHA ypes.

Mnozo peoxu: noBuinaBaHe Ha HuBaTa Ha cepyMHua LDH, EKT": yavnxaeane na PR-3nbena u
APYrd OTKAOHEHMS.

CrobuaraHe Ha NMOA03MpaHH HeXeNTaHH PeaKlInK
ChoOlaBaHeTo Ha NOJO3MPAHH HEXKENAHH peaKUMK cnep paspellaBaHe 3a ynorpeba Ha

NIEKapCTBEHUA NPOAYKT € BAXXHO. T0OBa 1N03B0OJIABA Aa IPOABIIKH HabnoaeHUeTo Ha
CLOTHOLUEHHETO MON34/PUCK 3a JIEKAPCTBEHUA NPOAYKT. OT MeIAHLIMHCKUTE CIIELMAIUCTYH Ce
M3MCKBA a ChOOIIaBaT BCAKA MOJ03MpaHa HexkelnaHa peakums upe3 UsnuauurenHa areHuus no
JekapcTaara, yi. ,,Jlamad ['pyes” Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebceaiir:
www.bda.bg

4.9. Ilpexo3npane

He ca noknazaBaHU ciydau Ha npeao3upaHe.
Bb3 ocHOBa Ha JIMTEpAaTYpPHU AaHHH, NPOABIDKUTENHATA YnoTpeba Ha 60 mg nHeBHA no3a €
OesonacHa. Jlopy enHokpaTHa g03a oT 360 mg BUHIIOLIETHH, HE NOKa3Ba KIWHUYHO
Ha0JII01aBaHH CBP/IEYHOCHI0BH WIIH APYTH CTPaHHYHH eeKTH.

B ciyuyai Ha npeao3upaHe raBHUA PUCK € CBBP3aH ¢ MMOsABa Ha apUTMHA. B Tay
NPUEMBT Ha BUHIOLETHH TpA0Ba Jla C€ NPeyCTAaHOBH W BHUMATENHO Aa ce Hab
CbhpaeyHaTa (pyHKUMA 32 OTKAOHEHHA.



5. ®APMAKOJIOIHYHH CBOMCTBA
3.1. DapMakoAHHAMHAYHH ¢BOHCTBA

(dapMakoTrepanesTHuHa rpyna: [Icuxoananentauy, Apyru NcUxXoaHanenTHUH U HOOTPOITHH
IEKApCTBA.

ATC xon: NO6BX18

BUHMONETUH € CHHTETHYEH JepPUBAT ¢ BAHKAMWHOBA CTPYKTYpa, KOHTO aKTHBHPA MOIBUYHHSA
MeTabONMUIEM,

MexaHH3IbLM HA AeNCcTBHE

BazonunatatopHusaT edekT, MEIHHUpPAH Ype3 WHXHOHULHUS HA aKTUBHOCTTA HA
thocoarecTepasaTa 1 Upe3 yBelHMUEHHE HA HUBATA LMKJIHYHUA aJeHO3uHMOHodochar (c-
AMP), soau no ysenuuenue Ha perHoHalHHR KPBLBOTOK, NOPAAM HAMAJIEHUE Ha CbA0BATA
PE3UCTCHTHOCT. BHHNIOLIETUH Mpeana3Ba TPOMOOLMTHTE OT arperanus, noaobpssa
X€MOPEOJIOTHYHHUTE MOKA3aTEU HA MUKPOLIMPKYJ/IALMATA Ype3 YBENHUYEHHE HA eJIaCTUYHOCTTA
Ha KPbBHHTE KJIETKH, MOBHULIABA TOJIEPAHCA HA MO3IBUYHHTE KIETKH KbM XUIOKCHSE W/ WIH
ncxemud. [losMiltaBa HuBaTa 3a M3NoA3BaHE HA KUCAOPO M MIIOK03a B MO3bYHUTE KAETKH.
BunnoueTHH noaobpsasa CHHTE3MPAHETO HA HEBPOTPAHCMHUTEPH KATO A0NAMHH H
HOpa/IpEHAIHH, KOHTO ¢a OTTOBOPHH 32 HOOTPONHUTE My e(ekTH. Hakoit oT Te3u edexru obaye
HE MOXXE A2 ce CBhpiKe ¢ HabmoaaBaHaTa KIIMHUYHA €(heKTHBHOCT.,

5.2, PapMaKOKHHETHYHH CBOHCTB2

Abcopbuus
BuHnoueTHH ce abcopbupa MHOro Ao6pe B CTOMAUIHO-4PEBHUA TPAKT CJIE] NEPOPaNHO

npunoxeHue. Herosarta OMoHaNKMYHOCT ciaea nepopantHo npuwiokeHue e okoso 50-70 %.
MakcumasniHaTa IiasMeHa KOHLEHTpalLuMa ce foctura 3a | yac. MakcHMManHu KOHIIEHTpaLMY B
TBKAHHUTE CE U3MEPBAT 2-4 vaca cael NPUIIOKEHHETO MY.

Paznpeaenenue

BHHTIOLIETHH Ce CBBP3BA C Ma3MEHHTE MPOTEUHH B OKONO 66%. OnmuManHyTe riasMen KOHLIEHTPALK Ha
aKTVBHara cyoctaHums ca ot 10 go 20 ng/ml. ObembT Ha paznpeneneHue e 246,7 + 88,5 |, koeTo noka3ea
3HAYMTENHO THKaHHO CBbp3BaHe. BpeMeTo Ha NOTY>KUBOT Ha BUHNOLIETHH € OKOJIO S yaca.

BrHnoueTHH npeMUHaBa Npe3 IUTaLEHTaTa U ¢ €KCKPeTHPa B KbpMarTa.

buoTtpaHchopMauus

Buunouerun ce merabonusupa 6bp30 B uepHud apobd, ¢ rinaBeH MeTaboNUT — aNOBHHKAMUHOBA
K-Ha (AVA). AVA nsaMa ocodbeHa papMakonoruvHa akTHBHOCT. [lopanu ocobeHocTUTE Ha
MeTaboNN3Ma, BUHIOLETHH HE Kymyaupa. He e Heo6X01MMO KOpUrupaHe Ha Ao03aTta rpu
3a00/19BaHUA HA YepHHUA Jpod U OBOpeuuTe.

Exckpenns
EKcKpeLisTa Ha BUHTIOLICTHH C€ OCHLUECTBABA OCHOBHO Ype3 YPUHATA B HEIPOMEHEH BUI M nox (opmara

Ha METabDOTATH.

5.3. Ilpeaxnanuunn JaHHH 3a0e30MacHOCT

HexnuHWuHKMTE AaHHM He NOoka3BaT 0coOeH pUcK 3a Xopa Ha 0a3zaTta Ha KOHBEHLHZH g
(papMaKONIOTHYHH NMPOyHBaHUA 3a 6€30MACHOCT, TOKCMYHOCT MPH MHOTOKpaTHO WPz

Pa3BUTHETO.




6. DAPMAIIEBTHYHHA NAHHH

6.1. CnHcBbK Ha NOMOI{HUTE BellecTBa

JlakTo3a MOHOXHOpAT

XHIPOKCHITPONUWIT LESTYJ103a, YACTHYHO 3aMecTeHa
MarHe3ues creapar

Tank

6.2. HecbBMeCTHMOCTH
Henpunoxumo

6.3. Cpok Ha rogHocT
4 roguHH.

6.4. CnenuanHM YC/10BHA HA CHXPAHEHHE
To3n nexkapCTBEH NPOAYKT HE U3NUCKBA CNEMATHM YCIIOBHS HA CbXPaHEHME.,

6.5. Bua u cpabpkaHde HA ONAKOBKATA

BUHIIO-10 ce npennara B kaproHeHu KyTHH 1o 30, 60 wnu 90 TabneTku (Tabnetkure ca
OnaxKoBaHM B Osctepu ot PVC/anymununeso ponuo).

He Bcuuku onaxosku morat aa ObaT NyCHATH Ha nasapa.

6.6. Cnenna/InH NpeANainn MEPKH NPH HIXBhLPAsSHE

Hen3non3BanHAT IEKapcTBEH NPOAYKT MM OTNAIbYHUTE MaTepHaNH OT Hero TpabBa aa ce
U3XBBPJISAT B CbOTBETCTBHE C MECTHHUTE H3UCKBAHMA,

7. IIPUTEXATEJ HA PABPEIHHLIEHHETO 3A YIIOTPEBA

Covex, S.A.
C/Acero, 25 — Poligono Industrial Sur, Colmenar Viejo Madrid - 28770
Hcnanus

8. HOMEP(A) HA PASPEIMIEHHETO 3A YIIOTPEBA

Per. Ne 201900609

9. HAATA HA IIBPBO PA3ZPEHIABAHE/IIOJHOBABAHE HA PASPEHIEHUETO
3A YIIOTPEBA

Hata Ha nmbpBO paspelnaBaHe 3a ynotpeba: 15.01.2019
Jarta Ha nocneAHO [MOAHOBABAHE Ha pa3pelleHUeTo 3a ynoTpeba: ................

10. JATA HA AKTYAJIH3UPAHE HA TEKCTA

01/2024




