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N3NLAHUTERHA ATEHLIVA HEII_EKAPCTBATA [

1. HME HA JIEKAPCTBEHMSA ITPOAYKT Rpamua XapaKmepUCIUIa Ha npogyxma - Mpuoxetue 1
Kom Ped. Ve .....ocves.- 01 OJ-COG’:('S .....................
Ansobexuct 16 mg Tabnerku —
‘AlvoBehist 16 mg tablets raspewonse 0 LA ij—g Jd _
12 08 12

2, KAYECTBEH H KOIHYECTBEH CbCTAB

Beska Tabnerka Ansobexuet 16 mg cuanpia 16 mg GeTaxsMCTHHOB IMXHAPOXTOPHI
(betahistine dihydrochloride).
[ToMolHO BeleCTRBO ¢ H3BECTHO AeiicTBre: TakTo3a MoHoxuapar 140 mg.

3a IBITHHA CIMUCHK HA MOMOIIHATE BENleCTRa, BHKTE Touka 6.1,

3. JIEKAPCTBEHA ©®OPMA

TaGnetka.

Kpbrim, nnocky, Genu 1o noutu 6enu tabnerky, ¢ BIsOHaTO penedHo ozHasesue “B16” or
€/lHaTa CTpaHa | ¢ ACIMTENHA YepTa oT ApyraTa. TabneTkarta Moxke Ja Obje pasieiena Ha /IBe
PaBHH 103H.

4. KJIVMHWYHA JAHHH

4.1 TepaneBTnann noxkazanns

3a neqenve Ha MeHuepoBa Gonect, KOATO Ce NpOABIBA CHC:
. CBETOBBPTEX/BEPTHTO (C rajicHe W/IWIH NOBPBIUIAHE)
. 3aryba Ha cnyxa (3aTpyAHEHO YyBaHe)

. THHHTYC (LIYM B YILHTE)
3a CHMITOMATHYHO NIEYEHHE HA BECTHOYIAPHO REPTHTO,

4.2 Jo3sHpoBka H HAYHE Ha NPHAGKEHHE

EOBHQOBKa

Buv3pacmnu

JuesHa mosa ot 24 - 48 mg pa3icncHa B Ba WIH TPH €1HAKBH MpHEMa.

Tabnerxkute TpabBa Aa ce MpHeMAT HECABBKAHH C JOCTATHHHO KOJAHYESCTBO TEYHOCT, [0
BpeMe Ha HIIH ciiell XpaHeHe.

JlosupoBkata ce onpenens crnope] HHAHBAAYAIHHA OTrOBOP Ha MaLHMEHTA.
IpoaBKMTERHOCTTA HA JIHEHHETO 3aBHCH OT XapaKTepa H X0Aa Ha 3abonaBaHeTo.
OOHKHOBEHO JIeUeHHETO & ABArocpouto. [Ipu HikoH Naipenty NoIoOpeHHe MOXE Aa
HacTBIH cren 14-nHeBHO feyenue.

Heduampuuna nonynayus
beraxucTiH TabmeTKH He ce (penopwUBa 3a yrorpeda npy Aelia H IOHOIIH 110,
BB3PACT, IOPaJH IUNCA HA JAHHH OTHOCHO DE30MaCHOCTTa M €(PHKACHOCTTA B
BB3pacTOBA IpyIla.



Hauun Ha npunoxkexue

[lepopaiuo MpHAGKEHHE.

4.3 HporrBOHOKA3AHAA

) CBpEXUyBCTBHTENHOCT KBM DETAXHCTHHOR JHXHAPOXJIOPHI WK HAKOE OT
[TOMOLLUHHTE BELIECTBA
. DeoXpoMOLIMTOM: TEH KaTO DETAXMCTHHOB JHXHAPOXIIOPHA € CHHTeTHYEH aHATOT Ha

XHCTaMHHa, Toii MOXe Jla HHAyLHpa ocEo00XK1aBaHE HA KATEXOJAMHHH OT TYMOpa,
KOETO Ja AOBeJE 10 TEKKA XHIIEPTOHHA
® Ilo Bpeme Ha 6peMEHHOCT H KbpMEHE

44 Cpoenuaniu upeAyupexenns H HPeANA3IHH MEPKH NPH ynoTpeda

Ja ce npunara ce ¢ NOBHLICHO BHUMAHHE TPH:

L] MAlHEHTH ¢ NENTHYHA A3Ba U1K C aHAMHE34a 34 NeNTHYHA A3Ba, nopagHd PHCK OT
BB3HMKBAHE HA AUCHENCUA MO BPpeME Ha ICYEHHETO
MALKMEHTH ¢ OPOHXHMATHA acTMa
MALHEHTH ¢ YPTHKApHA, 0OpHUBM WIH aJleprHYeH PHHHT (CHILCCTRYBA MOBHILEH PHCK
MpH NatHEHTH, CTPAJAllH OT anepruvny 320011830 ) NOPaaH BEPOATHOCT OT
BJIOIIABAHE HA CHMIITOMHUTE Ha aNepris Mo BpeMe Ha JieueHne ¢ 6eTaxucTHHOB
JHXUPOXIIOPAL)
MAlLMEHTH ¢ TeKAa XHIIOTOHMSA
MALKEHTH, CTPAAAIM OT XHCTAMHHOBO (KNacTBPHO) riaBobonne U MHrpeHa, opaiu
ONAacHOCT OT MPOBOKHPAHE HA NIPHCTHIIHTE N0 BEPEMe Ha fieuenHe ¢ OeTaxXHCTHHOB
JAMXHAPOXIOPHA, NALHEHTH, NPHEMALIH AHTHXUCTAMHHOBH MPOAYKTH (BXK. T. 4.3).

Baxxua nadopmanus

To3u nekapcTeeH NPOIYKT ChAbpKA NaxkTo3a MoHoxHapart. [Taunenture ¢ peaku
HACNeJICTBEHH Mpo0neMy Ha rajlakTo3Ha HEMOHOCHMOCT, Lapp-nakrazeH NedHLHMT WK
IIOKO30-raIakTo3na Mataboopbipg He TpAORa 1a PUEMAT TO3H JieKapCTBEH IIPO/YKT.

4.5 BsaumojeiicrBae ¢ IPYIH JeKapcTBeHH NPOIYKTH B ApyrH dopmMu HA
B3aHMoAeiicTEHE

He ca npoBexaaHu Npoy4RaHWA 3a B3aHMOEWCTBHA in vivo. B3 ocHOBa Ha ITaHHHTE OT
npoy4BaHHs in Vifro He ce 0YaKBa in vivo HHXHOWpaHe Ha CH3UMHTe Ha LuToxpoM P 450.

JlaHHUTE OT NpoyUBAHHKA in Viiro oKa3eaT HHXMOMUpaHe Ha MeTabonu3Ma Ha OeTaXHCTHH OT
JEKAPCTRA, KOUTO MOTHCKAT MOHoaMUHOOKcHasara (MAQ), skmouuTenno nogrun MAO-B
(nanp. cenerwnnn). [Ipenopbusa ce noBHIIeHO BHUMaHKE MPH €ZHOBPEMEHHOTO H3NON3BaHE
Ha GeTaxucTHH H MAQO-HEXHOHTOPH (BRITFOUHTEHO cenekTHBer MAO-B).

Thit karo GeTaXBCTHHOR AHXHAPOXIIOPH/ € AHANIOT HA XHCTAMHHA, TEOPETHHHO Ca Bh3MOXKHH
B3aHMOACHCTBHA C AHTUXHCTAMHHH,

[IponyxTeT He TPA6Ba Na ce NpHNara ¢AHOBPEMEHHO C AHTHXHCTAMHHOBH JIEKApCT
NPOOYKTH, ThH XaTo MpOyYBaHHS BEPXY XKHBOTHH ¢4 MOKA3AJH, Y€ & BH3MOXKHO
Ha epeKTa H Ha ABaTa JIEKAPCTBEHH MPOTYKTH.

3abeneskka: Ako GeTaXHCTHH TpsfBa Aa ce MPHIIara Cael ie4eHHe ¢ aHTHXHC
JIEYEHHETO € TAX € OHIO IIPEKPATEHO PA3KO, BE3MOXKHO € Ja C& MOABAT CHMIIT:
OTHEMAHE KaTO HanpHMep HapyLteHHA Ha ChbHA H BB30Yy/Ja, NPOM3THYAIH OT




AeliCTRHE Ha aHTHXUCTaMMHOBUTE NpoaykTh. [lopaau ToBa anTHXNHCTAMHENTE TPADBA fa ce
cnupar 6aBHO, B IPOAB/DKEHHE Ha OKOJIO 6 IHM.

He ca npoBexaanu npoy4BaHHs 33 B3AHMOJEHCTBHA ChC CNEJHHTE JIEKaPCTBEHH NPOTYKTH,
KOHTO CBINO CC H3MOA3BAT 33 JIEUCHHE HA HapyLUEHHATA MOCOYEHH B T. 4.1: Ba30QUNATaTOPH,
NCHXOMOTOPHH NPOJYKTH {I10-KOHKPETHO CeJIaTHRH, TPAHKBHIIAHTH H HEBPOJIENTHLIA),
NapacHMAATONHTHIH, BHTAMHHH.

Emanon, nupumemamun, canbymamon yeunsar eiexra Ha Gemaxucmu.

4.6 Pepranuter, SpeMennocT B KbpMeHe

Bpemennocr

BeTaxHCTHHOB RHXMAPOXIIOPHA HE CE MPENopPB4Ea 3a ynoTpeba npu GpeMeHHH KeHH, Thil
KaTo HAMA a/IeKBaTHH JJaHHH OT XHBOTHHCKH NIPOYY8aHHA OTHOCHO BITHAHHETO BHPXY
OpeMeHHOCTTa, eMOPHOHAIHOTO/QETANHOTO PA3BUTHE, PAKIZHETO U NOCTHATATHOTO
Pa3sBHTHE H NOPAAH TOBA HAMA JOCTATEYHO ONMT OTHOCHO YNoTpebaTta no Bpeme Ha
GpemennocT. [lanuuTe OT HaONOEHUs BHPXY KMBOTHH Ca TIOKA3ZANM OTCHCTBHE HA
TepartoreHeH edekr. [IoTeHUHANTHUAT pUCK MPY XOpa e HEU3BECTEH.

Knpmene

Hsama naHr# fany GeTaxXHCTHHOR JUXHAPOXIOPHI CE eKCKPETHPA B MaHuMHOTO Misko. Hama
TIPOBEAESHH NMPOYYBAHHA NPH KHBOTHH OTHOCHO OTAENSHETO HA DETAXHCTHH B MIIAKOTO.
Tpabra na ce npeuern 3HAYEHHETO HA TIEKAPCTBOTO 33 MAHKATA, KATO CE CHITOCTABH C
NON3aTa 0T KbPMEHETO M MOTEHLMANHUTE PUCKOBE 3& NETETO.

4.7 Edexta sppxy cnocobuocrta 32 modpupane n pabora ¢ MAIIHAA

BeTaxnctun e nokasal 3a JieueHHe Ha MeHueposa GonecT # CHMITOMATHHHO JIEYEHHE Ha
secTHbynapHo BepTHro. M asere 3a00faBaHHA MOXKE 1a C& OTPa3AT HEFATHBHO BBPXY
cnocobHoCTTa 3a wodupaHe H pafora ¢ MawnH. [To BpeMe Ha KIIHHHYHWTE H3MHTBaHHS,
CMeUHaNHO NpeHa3Ha4ucHH 1a W3caeABaT cnocoOHocTTa 3a WodHupane ¥ padoTta ¢ MalIMEY
OeTaXuCTHH He IOB/HABA HITH [IOB/IMABA HE3HAUHTENTHO Te3H ACHHOCTH.

4.8 Hexes1anu JexapeTpeRH peaknuu

CnenHara KOHBEHLHA € H3II0/13BaHA 3a KJIACH(HLIHPAHE HA YSCTOTATa HA HEXEeJaHHTe
NIEKAPCTBEHM peakLHH: MHOro vectd (>1/10), yectu (>1/100 xo <1/10), neuectn (>1/1 000 mo
<1/100), peaxu (>1/10 000 xo <1/1 000), muoro peaku {(<1/10 000), ¢ Heu3BeCTHA YeCcTOTA
(oueHKa Ha ¥eCTOTaTa He Moxke a 6bie HAPAREHA OT HAMTHYHHTE JAHHH )

Covpoeunu napyuenun
Penxu: TIANOMTAUMH, CTATAle B FEpaUTe

Hapywenua na Hepghama cucmema

Yecru: rnasobonue

Penin: NOBHLIEHO YEPENHO HAIATAHE
C HeH3BeCTHA YECTOTA: CHHIMBOCT

Pecnupamopnu, zpvonu u Meouacmunantu Hapyuenus
Penka: BB3MOMKHO € BJIO/IaBAHE HA CHLUIECTBYBALIA OpoHXH

Cmomawumo-upeenu napyuenus
Yectu: rajgeHe H qucnencis




C HeH3BECTHA YECTOTA: KMCENTHHM B CTOMAX4, JieK CTOMailieH JHckoMGopT H 6onkH B
CTOMAaxa, METEOPHIBM, KOMTO MOXe Ja ce H30ETHAT NpH NpHeM Ha
NIPOAYKTa N0 BPEME Ha XpaHeHe

O6uju napyuenus u eghexmu Ha MACMOMO HA NPUROHCEHUE
Peaxu: YyBCTBO Ha TOTUTHHA

Hapywenua na umynnama cucmema
C Heu3sBecTHA 4ECTOTA: peakIMH HA CBPLXYYBCTBHTEIIHOCT, HAMp. aHa(puIakcHa

Hapywenua na xoxcama u ROOKONCHAMA MbKAH
C HeM3BECTHA YECTOTA: peaKUMH HA CBPEXYYECTBHTEIHOCT HA KOXKATA U TIOJKOXKHATA ThKaH,
¥ [O-CIICHAIHO aHTMOHEBPOTHYEH OTOK, YPTHKapHA, OOpHB H

npyputyc

Cmﬁl_qanaﬂe Ha MOAOZHPAHH HEXKEITAHH peaKiiin
CrobuiaBaneTo Ha NOJ03HPaHH HEXENAHM PEaKLHHE CEN pa3pelliaBaHe 3a ynoTpeba Ha

TIEKapCTBEHMA POAYKT € BaykHO. ToBa NM03BONABA [fa POTBIDKH HAOMIOASHHETO HA
CHOTHOLIEHHETO IOJI33/PUCK 3a JIEKAPCTBEHHA NPOAYKT. OT MEAULMHCKATE CIEIMATHCTH Ce
M3UCKBA J1a CHODHIABAT BCAKA MOJO3HPAHA HEXKENAHA PeakLus Ype3 HallHOHANIHA CHCTEMA 3a
cpobinasane B Mambnuurensa arenuus no nekapcteara, yi. ,,Jlaman I'pyes” Ne 8, 1303
Cotms, Tem.: +359 2 8903417, yebcaiit: www.bda.bg.

4.9 IIpenosmpane

Crobuenu ca HakoNKo cay4as Ha npefo3dpane. HAKOH NalMeHTH ca HManH JIeKH 10
YMEPEHH CHMITTOMH C 1031 o 640 mg (Hanp. ragede, cbHAHBOCT, OOJKH B kopema). [1o-
CEPHO3HM YCIOKHEHHA (Hanp. KOHBYNCHH, 6eoapoOHN WITH CEPASHHE YCIOKHEHU) Ca
Ha6moaBaHK B CTyHMauTe Ha yMHILUIEHO NIPEA03UpaHe Ha GETaXHCTHH, 0COBEHO B

KOMOHHAalMS € JPYTH Npefo3upasy iekapctea. JleueHneto Tpabea a BKIOYBA CTAHAAPTHUTE
TIOZIABPIKALLK MEPKH.

5. ®APMAKOJIOIr'HYHH CBOMCTBA
5.1 dapmakogTHHAMHYIHH CBOiCTBa
Mapmako-TepanesTHura rpyna: [Tpogykru 3a neyenue Ha sepruro, ATC koa: NO7CAQ1

beTaxMCTHHOB IHXHAPOXIOPKA AEHCTBA MpeJUMHO BbpXy xuctamuHosute Hy u Hi-
peLenTopH Ha BETPELIHOTO YX0 H BecTuOynapuure sapa Ha [THC. KaTo aupekTen aroHMCT Ha
H\-peuenropure Ha choBETE HA PETPELIHOTO YXO, 4 CBINO M HEMPAKO Upe3 BE3/ACHCTBHE HA
H;-peuentopute, nozo6paea MUKPOUMPKYIALHATE H POHHUAEMOCTT2 HA KalIHIAPHTE,
HOPMANH3MPa HAATAHETO Ha eHaonaMdara B Ta0HpHHTA U KOXJleaTa. beTaxucTHHOR
AVXHIPOXIIOPHI CTHMYJTHPa KPBBHHA NPUTOK B GazunapHuTe apTepyH.

beTaxHcTHHOB AMXHAPOXJIOPH/ HMA H3pa3eH LieHTpaieH edekt Karo HHXHOHTOop Ha Hi-
PEeLENTTOPHTE Ha A/ApaTa HA BECTHOYIapHUA HEPB HA HHBOTO HA MOZBYHUA CTBON.
[Npeausenksa nosuIlaeaHe Ha nepMeabunurera Ha GenoxpobHua enmren. TozH e
MOTHCKaA OT npHeM Ha H; Gmokepa TepdenaauH. Hama nannu 3a BIHAHHE BBPXY
KanauuTeT, HMa H3BECTEH Ba30JHIIaTHReH edekT, KOHTO Moxke fa MpeJH3BHKA B
CJIy4aH JIEKO MOHIDKEHHE Ha apTepHanioTo Handrase. [loenmussa B Maska cTeng
Ha €K30KPHHHHTE 3JIe3H.
EnnokpatHa nepopanaa no3a Ao 32 mg npH 3ApaBH X0pa BOAH 10 MAKCHMATHO




No-NpoabDKUTeNeH edekT. KNuHnuHaTa NposABa HA Te3H edeKTH e HaMaeHaTa YecToTa |
HHTEH3HBHOCT Ha CBETOBBPTEKA, HAMANIARAHE HA IMyMa B YIIUTe, NOA0OPABAHE HA C/1yXa B
CIIYHaHTE KOTaTo € NMOHIDKEH.

5.2 PapmMakoKHHETHYHH CBOHCTBA

Abcopbuus
beTaxHCTHHOR THXHAPOXIOPHUL Ce pe30pOHpa HAIBIIHO Cliel EPOPATHO NPHITOKEHHE.

MaxcHMmanHa a3MeHa KOHUEHTPAHA ¢ JOCTHIA €JHH Yac cliel] TEPOPANHO NPHIIOKEHHE.
[1nasmMennTe HHBA ca MHOTO HHCKH. CBBP3Ba Ce MHOTO ¢1abo0 ¢ MIA3MEHHTE MPOTEHHH.
Mertabonmzupa ce B uepaus Apos. H3secten e enuH MeTaboMMT — 2-ITHPHAHIIOLETHA
KHCE/IMHA, KOHTO Ce H3Tb4Ba ¢ ypHHaTa. (DapMaKkoKHHETHYHOTO NOBE/ICHAE HA NPOAYKTa C&
OLIEHABA OCHOBHO MO TMa3MeHHTE HUBA HA TO3H MeTabOIIHT.

Hama gaHHu 3a npecnctemen Metaboimn3bsMm H OunnapHa exckpeuud. Okono 80-90% ot
NpHeTaTa A03a C€ EKCKPETHpa ¢ YPHHaTa.

53 IlpeaxkAREM9HE AaHHH 32 He30macHOCT

[poseaeHu ca npoy4BaHus 3a TOKCHYHOCT B MPONB/IKeHHe Ha 6 Mecena npH Ky4eTa 1 18
MECELA NPY IUTBXOBE, KOUTO HE €a MOKA3a/H KITHHHYHO 3HAYHMH YBPEXKIaHHA 1Py HHBA Ha
TIPHIIOXKEHHTE J03H oT 2,5 no 120 mg/kg TenecHo Terno.

BeraxMcTHOB AUXHAPOXIIOPH]] He TTOKa3Ba MyTareHeH MOoTeHnMaN M HIMA JJaHHH 3a
KaHUEPOreHHOCT NIPH IbXoBe. H3cneapanua nposecHH BEpXy GpeMeHHH 3aituy He ca
MOKAa3aJId JAHHH 33 TEPATOT€HHH e(perTH.

6. PAPMAIEBTHYHH JAHHHA

6.1 CHHCBK HA DOMOWIBATE BEIIECTBA

Iosuaon K90

Lenyno3a, MEKpOKpHCTATHA

Jlaxro3a MOHOXHMApAT

Cunuures AWOKCHI KOIOHAeH, De3BoeH
Kpocnoeuaou

CreapHHOBa KHCEIHHA

6.2 HecthBmecTaMocTh

Henpunokimo

6.3 Cpok Ha roagEOCT

3 roguHR

6.4 CrnenpanHM yc10BHS Ha ChXpaHeHHe
Ha ce cexpanasa noa 25°C.

Jla ce cpxpaHaBa B OPHTHHAJIHATA OTIAKOBKA, 3a a Ce Hpenasy OT BJIara H CBET/IHHA.
Crxpangsaiite OnucTepa B KapTOHEHATa KYTHA.

He u3nomspaiite Tora nekapcTro Clell Cpoka HA roaHOCT, oTOENA3aH BEPXY KapT

OIMaKoOBKa CJie] CBKPAILCHHETO, H3MOA3BAHO 3a orbensa3pane Ha CpOKa Ha TOHO
FOOHOCT OTTORAPA Ha MOCAEOHHA A€H OT MOCOUYEHHS MeceLl.




6.5 Bag 8 ceaAbpXaHHe HA ONAKOBKATA

Aneobexuct 16 mg Tabnerku ce npennara g Gnucrepu PYC/ PVAC-ALU, cuaepxawy 30 1
60 Tabnerkn

6.6 Cpenwannd npeana3H# MePKH mpH HIXBBpJisHe H pabora

Heusnonzsanuat npoaykT WiH OTNAALYHHTE MATEPHAIIM OT Hero TPAOBaA fa ce YHHILOXKaBaT
B ChOTBETCTBHE C MECTHWUTE H3IHCKBAHHA.

7. ITPUTEXATEJ HA PASPEIIIEHUETO 3A YIIOTPEBA

Zentiva k.s.

U kabelovny 130,

Dolni Mécholupy

102 37, Prague 10
Yewka penyGinka

8. HOMEP(A) HA PASPENIEHHUETO 3A YIIOTPEBA
Per. Ne: 20100675

9. JATA HA ITbPBO PAJPEITABAHEMTIOAHOBABAHE HA
PASPEHIEHHETO 3A YIIOTPEFA

Jlata Ha mepEO pazpemasane: 22.0kroMepH.2010 1.
Hata Ha nogHossaeaHe: 05 noemepu 2015 .

10. JIATA HA AKTYAJH3HPAHE HA TEKCTA

09.04.2021 r.




