1. HNME HA JEKAPCTBEHUSA TPOJYKT

Bunnonerun Tancon 10 mg tabnetku
Vinpocetine Danhson 10 mg tablets

2. KAYECTBEH H KOJIMYECTBEH ChCTAB

1 TabneTka chabpska; BUHMOLETHH (vinpocetine) 10 mg,

TlomMowmHo BemecTBo ¢ M3BECTHO AeHCTBHE: N1akTo3a. Besika Tabnetka ¢pabpka 153,17 mg nakrosa
KaTo JIAKT033a MOHOXH/IPAT.

3a IMBJTHUA CITUCHK HA TIOMOIIHKTE BEUIECTBA, BHIKTE Touka 6.1,

3 JEKAPCTBEHA ®OPMA

Tabnerka.
benn Kpbrim TabaeTky ¢ XOpH3OHTANHA AeTUTeHA HEpPTa OT e[[HATA CTPaHa U IMIaJKH OT APyrara.
Henurennara yepra He e npenHasHavena 3a CUyIBaHe Ha TableTkara.

4, KJIMHWYHA JAHHHA
4.1. TepaneBTHYHHM HOKA3aAHHUS

Hesponozusa:

. Jleuenue Ha pazmuuHd (GOPMH HA MO3BUHH UMPKYNAaTOPHH HapyIUeHHs: CBCTOSHHMA Cle]
MOSBHEH MHCYIIT, NEMCHLUMA OT CHIOB MPOHM3XO[, MO3BUHA apTepHOCKIEPO3a, MOCTPaBMATHYHA U
XMIIEPTOHHYHA eHLe(aIonaTHs, BepTebpodasnapHa HeO0CTaTEYHOCT.

. Hamanseare ma mneuxuunmte WM HeEpojoruuum CHUMIITOMH, CBLIOBTCTBAIUM MO3BYHHTE
LUPKYJIATOPHHU HAPYIISHMSL.

Oghmanmonozus: eveHne Ha XPOHUYHY CHIOBM HAPYIICHUS Ha XOPHOHAEATA U PETHHATA.
Omonozus: neueHne Ha npecbUaKy3mc oT riepuenTHBeH Tur, onect Ha Meniére u ym B yUIHTE,

4.2.  To3MpOBKA H HAYMHH HA NPHJIOKEHHE

Jlozupoeka

Buwspacmmnu

Hpenopbuurenna nxesHa nosa 30 mg, pasuenena b 3 PaBHOMEPHH TMpHeMa,

Creyuainu nonyaauyuu

Jluya 6 cmapyecka evspacm

Hiima cienmduann npenopbku no oTHoLIEHHe Ha JO3HpaHEeTO.

Heproopobuo u 6v6peuno yspeacoane

Hama crennduunm nperopbku no oTHowmenne Ha nosupanero. He ce nanara k
TIPH TE3H KaTeropuu 0oIHH.

Hleduampuyna nonyrayus
JlexapeTBeHUAT MPOYKT € MPOTHBONOKA3AH 33 NPUIOKEHHE npH fena (BK. ToY

Hauun na npunoxkenne




Tosu nexapcreen mpoxykrT e mpeanazHaden 3a npunoxeHue npes ycrara. Tabnerkure ce npuemar
LIe/IH € IOCTATBYHO KOJIMYECTEO BOJIA CJle/l HAXpaHBaHe.

4.3. IlpoTuBonokazanus

o CBPbXHYBCTBUTENHOCT KbM aKTUBHOTO HJIH HAKOE OT MOMOIIHHTE BellecTRa, U3DPOEHH B T.
6.1;

° AeLa 1 IOHOLIH, NOPaH JIUINCA HA IAHHH OT KOHTPOJIHPAHH KIMHHIHM [IPOYYBaHMS;

o OpeMeHHOCT, KbpMeHe, JKeHH ¢ JeTepoieH MOTCHUMAN, KOHTO He W3MONI3BAT HAeHKACH METO]

Ha KOHTparenuus (Bx. Touka 4.6).

4.4. Cuneumanuu npexynpexieHus u NPeAnazHH MePKH NPH ynorpe6a

Heobxozum e EKI komrpon P NalMeHTH ¢ nauuu 3a mponourupad QT wHTepBan wiu npu
CAHOBPEMEHHO MPUIIOKEHHE C JIeKapCTBa, NPEAU3BUKBAIM YIbIKABAHE HA QT uureppana,

Heouampuuna nonynayus

besoncanoctra M ECI)HKE[CHOCTT& Ha BHHIIOLUETHH IMpH Jela H IOHOIIH He € YCTaHOBEHA B X074 Ha
KOHTPOJIHUPAHH KIIHHUYHH H3ITATBAHMA.

Emna tabnerxa ceampxka 153,17 Mg JIaKTo3a KaTo JlakTo3a MoHoxuapaT. Ilauuentd ¢ pemkw
HACTICACTBEHH NPOOIIEMH HA HETIOHOCHMOCT KbM FajlaKTo3a, IIbJIeH JIaKTa3eH AeUIHUT WIH TIIHOKO30-
rajlakTosHa Manabcop6uus He Tpsa6ea a npHeMar Tosa JIEKapCcTRO.

4.5. BsammopeiicTBHe ¢ APYTH JICKAPCTBEHH NPOXYKTH M APYra JOPMH Ha B3aHMOoacicTBHE

JlaHHH OT MpoBeleHH KIHHWYHHM NPOyYBAHMS Couar, 4e He ca HabmoaBaHH B3aMMOAEHCTBUS IpH
CAHOBPEMCHHO MPUIIOKEHNE Ha BUHIOLETHH C GeTa-6okepH (KIOpaHOmoN u MUHJIOION), KJIOTAMU]I,
IMBEHKIAMUT, JIMFOKCHH, allyHOKYMapor, XMAPOXTOPOTHAZH]L.

Mma croliuennst 3a peku ciiydam Ha amoBaHTeH eeKT TPH eNHOBPEMEHHO INPUIOKEHHE Ha
anameTHI-I0NA ¥ BUHIIOLETHH, TIOpajiK KOCTO B TE3H Cilyya ¢ HeOOXOAMM peJOBEH KOHTPON Ha
apTepHATHOTO HaJIATaHe.

Ilpenopbusa ce noeuweno BHEManue npu CIHOBPEMEHHO TMpPHIIOKEHHWE HA BHHIOLETHH ¢
JIEKapCTBEHH NMPOAYKTH ¢ edekT BEpXy LIHC, antHapurMuynu CPEICTBA H AHTUKOATYIAHTH.

4.6.  ®epruanrer, GpeMeHHOCT H KbpMeHe

EpemenHocT

BHHHO].IGTPIH rnpeMHHaBa INTaeHTapHara 63]31’18]33, KaTO KOHIEHTpAUMHTE B IUIOJA H InmangHrara ca
IIO-HUCKH B CPaBHEHHE C MMIa3MEHUTE KOHLIEHTpal[MK HA MaHKaTa.

JlaHHWTE OT W3CNeABAaHMS BHPXY JKHBOTHH COYAT 33 HATHUME Ha PENPOIYKTHBHA TOKCYMHOCT, BIJI.
Mandopmalii B pasBUTHETO TIPU MLTBXOBE (Bak. Touka 5.3). TIpMIOIKEHHETO HA BHCOKH 03U
BHHITOLCTHH B HAKOH CITy4au € 10BEJIO /10 MIALEHTapHO KPbBOTeUEHHe U aBOPT, BeposTHO B pesyJrrar
Ha TMOBHILIEH I1aleHTapeH KPBBOTOK.

Hpeﬂ BHI Te3HU JaHHH, MPHJTOKEHHUETO HA BHHIIOLICTHH npu 6peMeHHI/I JKEHHU H TaKHBa ¢ AETEPOIACH
NOTECHLHAI, KOMTO HE H3II0JI3BAT HaaexKaeH MeToa Ha KOHTpaUenuus € MPOTHEOIIOKAa3aH
4.3).

Knpmene

Bunnouernn ce exckperupa B mMaiiuunara KbPMa; B KJIMHHYHHA W3MUTBAHHUA C M
€ YCTaHOBEHO, Ye¢ paJHOaKTHBHOCTTA € HNECET MBTH MM0-BMCOKA B MAlYHHOTO
Tasu B KPbBTa Ha Makikata. KonuuyecTsoTo BUHMOIETHH EKCKPETHPaHO B KbPMAT.
€ 0,25% ot npunoskeHara nosa.




OTChCTBMETO HA NaHHM 3a NOTeHUMAmHM edeKTH Ha BHHIOLUETHH BbLPXY KbPMAaudeTo, KakTo MU
HATHTHATE TAKMBA 38 €KCKPELMATA MY C KbPMara, JaBaT OCHOBAHME MPHIOKEHHETO Ha BHHTIOLIETHH
NPH KbPMELIH JKeHH 1a OBbJie IPOTHBONAKa3aHo.

4.7.  EdexTn BLpxy cnocobrocTTa 32 wodgupane u paéora ¢ Mamunn
Bunnouerun Jlancon He noemmsBa crioco6HOCTTA 3a wodupate u pabora ¢ MalIKHM,

4.8.  Hewxenanu JexaperBenn peaknuu

Crnemnata TepMuHonorus e 6una usno3paHa TIPH KNACU(PULMPAHETO Ha HEXKENAHHTE Peakiyu Mo
OTHOLLEHUE Ha TIXHATA 4ECTOTA: MHOTO uecTH (>1/10), wect (>1/100 no <1/ 10), Hewectu (>1/1000
no <1/100), penku (>1/10 000 no <1/1000), mHoro penxu (<1/10 000), ¢ HemsBecTHa uyecToTa
(4ecToTaTa He MOKE 1a GbJIe ONpesIeNieHa OT HaTHYHHTe JaHHH),

MedDRA SOC/gecTora Hewxenana mekapcereena peaxuus
Henxnarpuunn
HapyIIeHus
Heuectu Hapywenns Ha cbhg, Gescbuue

Hapymenus na koxata u
MOJAKOKHATA THKAH

Penku AJICPrHYHH KOKHU peaKLiuy

Hapymeuus na
HepBHATA CHCTEMA

Heuectu I'mapobonue, 3amMagHOCT, COMHOIEHTHOCT

Copaeunn napymenus

Penku Taxukapaus, excrpacucromus

Cpba0BH HApymIennst
Penxu

Cromammo-1apesnn
HAPYUIEHHS

Heuectn

3auepeseane

CYXOTEI B yCTaTa, raJieHe, KMCEJIMHH

O6mm napymenns u
e(peKTH Ha MACTOTO HA

NPHIOKEHHE

Heuectn Cragocr

Hzcnenpanns

2 [ — lIpomsina B cToliHocTHTE Ha apTepuanHOTO HanAraHe (obuuaiino
TIOHH)KaBaHE)

Penxu

Henpecus Ha ST-cermenTa, yasmkasane Ha QT wunreppana

CrobiaBane Ha 10103MPAHY HeKeNaHH PeaKiy
CrobiasaneTo Ha N10A03UPaHY HekeaHH PeaKluy ciell paspelnaBate 3a ynorpeba Ha nekapeTBeHns
MPOAYKT e BaxHO. ToBa no3sosea 1a NPOABIKH HABMIOAEHHETO HA ChOTHOLICHHETO nosiza/puck sa
JICKAPCTBEHHS  MPOAYKT. OT MeIMUMHCKHTE CIICLHAaNUCTH c¢ HM3MCKBA 14 CcHOOIIABAT BCAKA
NOJ03UPaHa HeKeNaHa PeaKLys upes:
Msnbnuutenta arenuus no jiekapeTeara
v, damsua T'pyes* No 8

1303 Codpus

Ten.: +359 2 8903417

yebcaiit: www.bda.bg




4.9.  Ilpeposupane

HaJH/I'-IHH JAaHHH B J0CThNHAaTa Hay4yHa MEJWIMHCKA JmTepaTypa coyar, 4ye NpOABLJIKUTEIIHOTO
CKCACBHO MPHIIOKEHHE HA BUHIIOLETHH B /103a 60 mg e 6e30MacH0; eqHOKPaTHOTO NPUIOJKEHHE Ha
n03a o1 360 mg BUHIIOLETHH He BOM 10 KITMHHYHO 3HATHMHM CBPASYHO-CHAOBH HITH JPYTH HEKeTaHN
ederTn.

<] PAPMAKOJIOTMYHU CBOMCTBA
5.1. ®apmakoaMHAMHYHH cBoiicTBa

dapmakoTepareBTHYHA Ipyma: IMeuxoananentuuu, apyru NCHXOCTUMY/AHTH U HOOTPOITHH CPeICTBA
ATC kon: NO6BX18

MexaHH3bM Ha neiicTeHe

[lotncka peiicTeuero Ha ensuma PDE1, koero yeenmuasa koHieHTpaumure Ha ul'M®, okasea
NOTHCKAI €(eKT BBPXY OTAENSAHETO Ha HAKOM HEBpOTpPaHCMHUTEPH. CTHMYNHPA KalHeBHAT MOTOK,
TMOTACKA  aKTHBHOCTTA Ha TPOBB3LAIMTENHHTE LUTOKMHU. CTHMymupa anda-aJpeHepruaHnTe
peLenTopH, kakto u nepudeprure GABA-peuentopu.

PapMakonuHaMHIHN edeKkTH

CruMynupa MO3BYHHA MeTaGONM3BbM: MOBHILABA KOHCYMAlMATA M YCBOSBAHETO HA TIIOKO3a U
KMCJIOPOZL B MO3BUHATA TbKaH, BKIL. CHOMAra 3a TPAHCIOPTA HA [OKO3a Ipe3 KPBBHO-MO3BYHATA
Oapuepa; MOBMINABA NOHOCHMOCTTA HA MO3BUYHHTE KIETKH KbM XHIOKCHA, YBE/IHYaBA MO3bYHHTE
HUBa Ha JAM® u ul'M®, noenmasa koHnenTpauusta va AT® u C¢boTHOIIEHHETO ATD/AMOD B
MO3BUHATA ThKAH, yBe/IM4aBa MO3bYHHS 06MEH Ha HOPaJAPEHATMH M CePOTOHMH.

Hoznobpsea MosbYHATA MUKPOUMPKYIALMS: HOTHCKA TPOMOOIMTHATA ~arperaums, HamaisBa
THOBHIICHHA  KPBBCH ~BHCKO3WTET, TOBMIUABA TJACTHYHOCTTA HA EPHTPOLMTHTE H  TOTHCKA
3aXBAllAHETO Ha alCHO3MH, MOATIOMAra KHCIOPOAHHS TPAHCIOPT I[OHWKABAHKH KUCJIOPOIHHS
aMHHTET Ha ePUTPOLIMTHTE.

Ms6uparenno yBelHdyaBa MO3BLYHMA KPHBOTOK: MOBHINABA MO3BUHATA dpakims Ha chpaeunns
MHHYTEH 00eM, HamasfiBa MOBBYHOTO CBIOBO CHIPOTHENEHHE Oe3 1a MOBIHSBA CHCTEMHOTO
KphBOOOpalleHHe, Nono0psaBa KPBBOCHAGNABAHETO B yBpeleHaTa, HEHEKPOTHU3UpAla HCXEMHUYHA
obnact ¢ Hucka nepdysus.

5.2, ®apMakOKHHETHYHH cBoiicTBA

Abcopbuus

Bunnonerin ce aGeopbupa Gwpzo, OCHOBHO B TMpOKCMMATHAaTa YacT Ha TBHKHTE YepBa, KaTo
MaKCHMMAaJIHH NasMEHH KOHIEHTPALH ce ZOCTHraT 1 yac clies nepopasno NpHIokKeHHE.

Pasnpenenenne

ExcriepuMeHTalIHK JaHHU couar, ue ciel NIepOpanHe MPHIOKEHUE BUHIOIETHH CB3AABA BHCOKU
TBKAHHH HMBA B 4epHHA JIpo6 M CTOMALUHO-YPEBHHUS TPaKT, KATO MaKCHMA&JIHHM TbHKAHHHU
KOHLGHTpaLMK C& AocTHrar 2-4 vaca ciel MpHIOKEHHETO. Konuenrparmsara Ha paauoakTHBHOCT
C/1e/l npHeM Ha Oens3aH BHHITOLETHH U3MEPEHA B MO3LYHATA THKAH He MPEeBHILIABA TA3H U3MEpeHa B
KpPBBTA.

CBBP3BAHETO C TJIA3MEHHTE IPOTEHHH € PUOITH3HTENHO 66%.

Buotpancdopmarms

OCHOBHMAT MeTaboJIMT € anoBMHKAMMHOBATA KHUCETHHA (ABK), xosaro
BCHYKH METabONUTH Ccllell NepopaiHO NPUIOKEHHE HA BUHIOLETHH M &
HHTPaBCHO3SHO MPHIIOXKEHHe, KOeTO couH 3a obpazyeaHeto Ha ABK
MHPBO  MPeMHHaBaHe TIpe3 4epHus Jpob. J[Ipyrure ycTaHOBeHH




BUHNONETHH, XuapokcH-ABK, nmxumpokcu-ABK-rmuupHar v Texun komioratu C TIIOKYPOHHIM
H/Mnm cyndaru,

Exckpernpa ce ocnoBro nox ¢opmara na MeTabOIIMTH, KATO eKCKPeTHPAHHA BUHMOLETHH B
HETIPOMEHEH BHJI € CaMO MaJjIKa 4acT OT NPUIIoKeHaTa 1034,

CDa.pMaKOKPIHGTH‘lHOTO NOBEAEHHE Ha BWHIIOLETHH NpH NauyeHTHTE B cTap4ecka BbL3pacT HEe ce
pasjindyaga 3Ha4YMMO OT KHHETHKATA OpH MITIagH NalKueHTH, IIp¥ TOBa He ce HabMonara KyMynupaHe.

Enumunupane

OCHOBHUAT BT Ha eTUMHHHpaHe & “pe3 ypuHaTa i eKanunTe, KaTo BPEMETO Ha TOMyIKHBOT € 4,83 £
1,29 uyaca. AnosuHkamMHOBaTa KHcenMHa ce CKCKpeTHpa mpe3 OvOpenuTe upes rmomepynna
buarparms.

JlunelHoCT/HeMuHeHHOCT

Hanuue ca nanuu 3a nuneiina kunetuxa MpH TIOBTAPAIIIO €€ MEPOPATHO NPUITOKEHHE HA 103K 5 mg
u 10 mg.

5.3. Tpeaxaunuqnu naHHH 32 Ge300ACHOCT

HpOHBHTe Ha TogocTpa TOKCHYHOCT NpH IUIEX0BE H Kyyera, TPETHpPAHHU C MHOIOKpPaTHH 034
BHUHIIOLETHH ca CIFOHOOTHENSHE, IIOBHILIEHA ChpleuHa ¥ JUXaTe/THa YecTOoTa.

Pesynrature oT npoyusanus Ha XpOHHYHA TOKCHUHOCT ¢ TPOXBKUTENTHOCT HAZl eHA FOAMHA, COYaT
OTCHCTBHE HA JIAHHM 32 NATONOTHYHU OTKJIOHEHWS B KIMHHYHATA, nabopaTopHa M XMCTOTOTHMYHA
Haxolka. HaGnroniapa ce HamalleH ameTur, KOHBYJICHH, TIOBHLICHHU NyJC M QHXaTe/IHA YecToTa NpH
KHBOTHHTE, TPETHPAHH C 103H MO-BUCOKH OT 5 mg/kg T.T.

BunnoueTin He noenusea Geprunurera TIPH MBIKKH M JKCHCKH KHBOTHH. [lepopanHoTto npunosxkenue
Ha BHHIIOLCTHH [0 BpPeME HA TeCTALHOHHMA NEPHOA TPH IUIBXOBE [PHYHHABA TOKCHYHOCT B
PA3BUTHETO, BKIIOUATENHO Mandopmaiuu. B Hikou cryuan mnpu [IPHAOXKEHUE Ha BHUCOKH HO3H
BHHIIOLETHH e Hal/lofaBaT MyaleHTapHO KbpBeHe H abopT, BEpPOATHO B Pe3yNTaT HA MOBULLIEHHS
IUTaLleHTapeH KPbBOTOK.

Hsama AaHHH 34 KapUHMHOI€HEH TTOTEHLHAJ 1 MYTarcHHH B(IJGKTH Ha BHHITOLIETHH.

6. ©APMANEBTUYHH JTAHHA

6.1. CoHCbK HA IOMOLIHHTE BelIeCTBA

StarLac® (cmec ot makTo3a MOHOXMIPAT H UAPEBUYHO HULIECTE B CLOTHOLIEHHE 85:15)
Tank

Cunuupes AHOKcHa KonouueH 6e3BoeH

Marnezues creapar

6.2. HecbhbBMecTHMOCTH

Henpunoxmumo.

6.3. Cpoxk Ha roguoct
3 rogunm,

6.4. Cnennanuu ycioBHs HA ChbXpaHeHHe
Ja ce cbXpansBsa npu Temnepatypa nox 25 °C.

6.5. Bua o chabpKanne HA OMAKOBKATA

Al/PVC Gnuctepn (15 Tabnerku B GnucTep).




Ulect 6nucrepa (90 TableTKH), 3a€/1HO ¢ THCTORKA 3a NalMEHTa B KAPTOHEHA KYTHsl.

He Bcuuku BHIIOBE ONMAKOBKH MOrar fa 6’1:,HaT IIyCHaTH Ha Iaszapa.

6.6. Cnenuanan npeanazun MEPKH NPH H3XBbPJIsine H paGoTa
Heusnonapanusr nexapereen MPOAYKT HIIM OTHAaJbYHUTE MaTepuald OT Hero Tpsabea ia opaar

H3XBBPJIEHH B CHOTBETCTBHE C MECTHHTE H3UCKBaHHA,

7. NMPUTEXATEJ HA PASPEIIEHUETO 3A YIIOTPEBA

HAHCOH-BI" OO]T

yi. ,,Ortent IMaucuii N 26
2400 Pagomup

Bvarapus

Ten.: 35924519300

e-mail: office@danhson.com

8.  HOMEP HA PABPEIIEHHETO 3A YIIOTPEBA

Perucrpanmonen Ne 20240228

9. JIATA HA TIIBPBO PASPEIIABAHE/IIOJTHOBSIBAHE HA PASPEIIEHUETO 3A
YIIOTPEBA

Hata na mepBo paspeasane: 08.08.2024 r.,
Hara na nocnenno nonHoBsBaHe:

10. JATA HA AKTYAJIM3HPAHE HA TEKCTA

08/2024




