s Aalinsiky RiHA AF el 10 NEFAFCTEATA

KDAnA sADAKMISRUGTIING HE NDOGYKME - {IpLAGHEHUS 1

1. HME HA JEKAPCTBEHHS TPOAYKT

beracepk 24 mg TabneTkH
Betaserc 24 mg tablets PaspewsHiz MW%/ ’ééﬂj_" 97 . 597 /

wsaneansue, anspckarnf penaesrsrensnnsusnsennrarainas

fon

2.  KAYECTBEH M KOJTHMYECTBEH CBCTAB] Grov: RSO . AL A | T
Beracepk 24 mg tabneTkd ceabpxar 24 mg GetaxucTroB guxuapoxiopun (betahistine
dihydrochloride), xoeto croTBeTcTRA Ha 15,63 mg Geraxuctun (befahistine).

3a ORIHKA COUCHK HA MIOMOILHKTE BEUIECTRA BIDKTE TOUKa 6.1,
i JEKAPCTBEHA ©POPMA

TabneTky, KpLriaH, GHKOHBEKCHH, CBHC CKOCEHH phOoBe, ¢ 641 10 noyTy 6471 UBAT H NE/AMTEHA YepTa,C
Osin 10 oUTH BT UBAT M ACTHTEAHA 4epTd, ¢ BATEOHATO petediHo nzobpakenne ,,289“ or aseTe cTpanu
HA JeNTUTeHATA YepTa BEPXY €/[HATA CTpaHa Ha Tabnerkara.fuamerepeT € 10 mm; Ternoro Ha
Tabnerkara e okosio 375 mg,

ﬂenmanaTa YepTa € CaMO Jia YIeCHH YYNeHETO 3a [10-1ICCHO NOrTbIuaHe | He pa3neia tabneTkara Ha
CAHAKBH OO3H..

4. KIAHHYHH JAHHH
41. TepaneBTHYHH NOKA3AHAA

bonect Ha MeHuMep, KOATO ce TIPOABABA ChC CIIEIHATA TPUAIA OT CHMITTOMH:
* CRETOBBPTEX (C rajieHe/IOBPBLIAHE);

= 3aryGa Ha cIryxa (3aTpy/iHEHO 1yBaHe);
* THHUTYC.

CuMITTOMATHYHO NedeHue Ha BeCTHOYNapHO BEPTHIO.
42. Jlo3upoBka n EAYHE HA DPRJIOKEHHE
03MPOBKa

Ho3upoBkara 3a Be3pacTHU e 48 mg B HKOIKO NpueMa 1ipes aeHA (1 TabneTka 2 IbTH JHEBHO).
Hozupoekara Tpadiea ga ce cro6pazu ¢ HHAUBHAYATHHA OTroBop. [lonobperneTo oHAKora Moxe na
HACTBITH €184 ClIe] HAKONKO CeOMMLIH NieuenHe. Hali-noGpy peaynTaTi NOHAKOTA CE MoLydasaT criejl
HAKOJIKO Mecera. MMa faHHu, Ye CROeBPEMEHHOTO ICHEHHE NPEI0TBpATABA HPOTPECHPAHETO Ha
za0ongBaHeTo WM 3ary0dara Ha CIyXa B NO-KbCHHTE dasn Ha Honectra.

Ileouampuyna nonyrayus
Beracepk 24 mg He ce npenopsuBa 3a ynorpe6a npu Aena noa 18-roguuiHa BL3pacT nopanu
He0CTATHYHN AaHHH 33 0e30TMacHOCT U epuKkacHOCT.

Tepuampuuna nonynayun i
Bunpexu ye MMa orpaHUHEHH AAHHH OT KIMHHYHH MPOYYBAHHUA B TA3H NALHEHT HAT
TOJIM [TOCTMAPKETHHIOB ONMT MOKA3Ba, e He C6 H3UCKBA aJaNTHpaHe Ha 03

bubpeuno yapescoane
He ca npopexnasy cieuMaaHy XIMHHYHH 3UTBAHUA B TA3H [TALIHEHTCKA
MOCTMAPKETHHI'OR ONKT He € HeoOXOAHMO amanTHpade Ha /103aTa.



Yeproopobro yepexcoane
He ca npoBeXaHi CEUHATHH KITHHIYHH H3THTBAHHA B Ta3H HALHENTCKA [PYNa, Ho Ha Oasa Ha
MOCTMAPKETHHTOB OIHT He e HeOOXOAHMO aanTHPaHe Ha Jo3aTa.

4.3. TpornBomokazaHus

¢  CBpPBXUYYBCTEHTENHOCT KBM AKTHBHOTO BEIIECTBO HIH HAKOE OT NOMOIIHHTE BEIIECTBRA;
*  DeoxXpOMOIHTOM.

4.4. Cnenuannu npejynpexieHHs H peAna3HH MepKH 3a ynorpeba

IManuentuTe ¢ 6p0HXHaJ1Ha acT™a H C aHAMHE3A 34 NIENTHYMHA A3Ba CC HYAKDAAT OT NCKApCKo Habmogenue
0 BpEMC Ha JICHCHHETO,

4.5.  BsarmozeHcTBEE ¢ APYFH JeKApCTBeHH UPOAYKTH H APYrH (hopMH Ha B3anmoieiicTpHe

He ca npoBexxaanu u3cnenpauus in vivo. Ha 6azata Ha in vitro n3cieBaHHA HE C& O4AKBa in vivo
HHXHOHpAHE Ha eH3UMHATA CHCTeMa Ha LroxpoM P 450.

In vitro naHHH NOKA3BaT MOTHCKAHE HA MeTaboNH3Ma Ha GETAXUCTHH OT JSKapCTBa, KOUTC HHXHOHpaT
MoHOaMuHOOKcHAazaTta (MAQ), sn. MAQ noatin B (Hanp. cenerwinm).

[MopHIIEHO BHUMAHKE € HEOGXOAUMO, KoraTo ¢e npiiara Getaxucthe ¢ MAO-naxuburopd (. MAO-
B ceneKkTHBHN).

Thii kaTo HeTaxHCTHH € AHANOr HA XMCTAMHHA, B3aUMoJeHCTEHE Ha SeTaXHCTHH ¢ AHTHXWCTAMUHNA MOKE
TEeOpeTHYHO Jia MoBiusge ¢QHKACHOCTTA Ha HAKOE OT JIEKApCTBATA.

4.6. ®eprunnreT, fpeMennocT H KhpMEHe

Bpemennoct
JlaHHUTE 33 NPUIOKEHHETO Ha OETAXUCTHH MO BPeME Ha OPEMEHHOCT ¢4 HEAOCTAThYHH.

TTpoyBaHHA MPH )KHBOTHH HE [IOCOMBAT HANTHYHETO HA JAMPEKTHH HAH HHIMPCKTHH YBPEKAALIM ePEeKTH
[0 OTHOLIEHHE Ha PeNPOIYKTHBHA TOKCHYHOCT MPH KIIMHHYHO 3HauMMa TepanesTHyHa ekcnosuiua. Karo
[peanasHa Mapka e 3a ApeAloYyHTane Ja ce u3bArsa ynotpebara Ha OeTaxMCTHH HO BpeMe Ha
6peMeHHOCT.

KepmMene
He € u3BecTHOo mann 6eTaxuCTHH Ce OTACTA B KbPMAaTa MpH Xopa. beTaxueTHH ce oTAeI B MISKO Ha

TUYBXOBE. B npoydyBaHus ¢ JKHBOTHH, eekTHTE, KOHTO ¢a HAOMIOAABaHH B MOCTIIAPTATHHA HEPHOS, Ca
OHITH OTpaHMuYeHH CaMO 0 MHOTO BHCOKHTe O03H . Tpabpa 1a ce NpeneHH Jalld Noj3ara oT IEKapCcTBOTO
3a Maifkara HaJBMIIABRA MOTEHLIHAIHHA PUCK 34 ISTETO,

DepTHnrTeT
TIpoy4BaHus Ipw XXKHBOTHH He MOKa3BaT HATHMHETO Ha e(eKTH BhpXY (epPTHAMTETA NPH NILXOBE,

4.7. Edextn BbpXy ciocoGHOCTTA 32 modHpaHe B paboTa ¢ MALIHHH

BetaxucTHH € nokasaH Npu GonecT Ha Menuep, re¢HHUpaHa OT KIIOUOBH Tpna,na CHMITOMH BEpTHIO,
3aryfa Ha ClIyX, THHUTYC M rpH BecTHOYNapHO BepTHro. J{sere Gonectu MO ETATHBHY, TAIQBIHAAT

cnoco0HOCTTa 3a modHpale ¥ paboTa ¢ MAIIHHM,
B KIHHHYHE npoy4BaHH|s, ClIeUHATHO NpeAHa3HAYEHH Aa MPoydaT crnocody
¢ MalMHY, OETaXMCTHH HEe € NOKA3al WIK € KMaJl He3HAYUTeNHH edekTu. |

4.8. Hexerann JeKapcTBenR PeakimHH



Habinonasann ca cleHHTe HEXKeNAHK JEKAPCTBEHH PeaKIIUM TIPH NAIHEHTH, JIeKyBaHH ¢ 6eTaXucTHH 0o
BpeMe Ha IUianeSo-KoNTPOupaHH KIHHIYHH NPOYYBAHMA ¢ UECTOTa: MHOTO YecTd (>1/10); uectn
(=1/100 mo <1/10); neuectH (=1/1 000 1o <1/100); peaxu (>1/10 000 go <1/1 000); mHorO peaku (<1/10
000), BITICYNTEHO U30JIMPAAH CHYTaH.

CTOMALIHO-YPEBHH HADYLICHHA:
Yecmu: Tanese U ZHCTIEIICHSA

HapyineHus pa HepBHaTa CHCTEMA
Hecmu: rnapoGoive

OcpeH HeKeNAHKUTE peaklidH, ChOOIIeHH [O BpeMe Ha KTHHUYMHH [IPOYYBaHHA, CIEIHHTE HeWEIaHH
peakimu ca O§iti AOKAAABAHE CHOHTAHHO TIO BPeMe Ha NOCTMAPKETHHIOBaTa ynotpeba Ha GeTaxcTun 1
B Hay4YHaTa nuTeparypa. YectoraTa He Moxke Aa Obpae onpeaesiena OT JOCTHIHATE JaHHH, TOPAIH KOETO
e onpegeniena Karo ,,C HEM3BeCTHA YecToTa™,

Hapyiirenna Ha HIMYHHATA CHCTEMA
Peakiiiy Ha CBPBEXUYYBCTBHTENHOCT, HATIP. aHADUIaKCHA.

CToMamHO-9peBHY HADYINEHMS:
Jleky CTOMAINHH OTLTAKBAHHA (HAIP. OBPBIIAHE, CTOMALUHO-YPEBHA O0/IKa, KOPEMHO HATIPEKEHHE H

noayeaue). Te Morat ga ce u3berHat, korato beracepk ce B3uMa 1O BpeME Ha XPaHEHe UK C& HAMAITH
JO3HPOBKATA.

Hapyinenug Ha KoWKaTa ¥ NIOIKOMHATA TERAH
Habmonapany ca peakiiy Ha CBPLXYYBCTBUTENHOCT HA KOKATa H HOOKOXKHATE THKAH, KATO

AHI'MIOHEBPOTHYEH eieM, OOPHB, IPYPHTYC H YPTHKAPHA.

Cnofuiasane da NOA03HPAHN HeXeNaHH PEaKiIHA
C’BOGI].I&B&HETO Ha NOA03HpaH HeKCIaHH peaKIHH C/Iell pajpelliaBate 3a ynorpeﬁa Ha JICKApCTBCHHA

MPOAYKT € BaKHO. TOBa MO3B0IARA 1 IPONLIKH HAGNIOACHHETO HA CHOTHOLIEHHETO MOJI3a/PHCK 38
JekapeTseHHd NpoaykT. OT MEIHIMHCKHTE CHIEHHAJIMCTH Ce H3HCKBA Ja cholllaBaT BCAKA HOA03HUPaHa
HeyKENaHa peaKkiHa Ype3 HALHOHAIHATA CHCTEMA 3a ChOOIIaBaHE:

HamenHuTeNnHA areHLRs 110 lekapeTBaTa
V. Jdamau Upyer* Ne 8

1303 Codua

Ten.: +359 2 8903487

yebcaiit: hitp:// www bda.bg
4.9. Ilpenosmpane

JloKnaBaHu ¢a HAKOJIKO CIy4as Ha npeao3upaHe. Hakou nauueHTH npossssaT cnabH 10 yMepeHo
H3PA3ICHH CHMITTOMH Ha peo3HpaHe Ipyt A03u Han 640 mg (Hanp. rajiene, ChbHIMBOCT, KOpeMHa GOliKka).
HMo-cepro3HH YCNOKHEHUA (HAIP. KOHBYIICHH, 0enoapodHi WK CHPASYHH YCIOKHEHUA) Ca
HabonaBaHy B Cily4au Ha YMHULWIEHO NpeaozHpaHe Ha GeTaxHCTHH, ocobero B KoMOMHALMA ¢ ApYTH
HpeJO3HPaHH TEKAPCTRA.. JIeUeHHETO NpH npeiozupade TpAGBa Na 00XBAILA CTAHAAPTHHTE TIOAXBPKAUTH
MEpKH.

5.  ©®APMAKOJOI'MYHHA CBOUCTBA

5.1. MapMakoIRHAMHYHH CBOHCTBA

dapmakoTeparneBTHaHa rpyna; Jpyru neKapeTaa 3a eueHHe Ha HEPBHAT
Ha BeptHro, ATC kox: NO7CA01 i



€XaHH3M Ha NeHCTBHE

Mexanu3amMbT Ha JeiicTBHE HA OETaXHCTHH AHXHAPOXTIOPH € YaCTHYHO H3BECTEH.
ChUiecTBYBAT HAKONKO BEPOATHH XUNOTE3N, KOMTO Ca NOAKPENECHH OT HANMTBANHA NIPH KMBOTHH H Xopa:

+ beTaxHcTHH NOBMHARA XHCTAMHHEPIHYHATA CHCTEMA
BeraxicTHH neficTBa €MHOBPEMEHHO KATO YacTHYeH XucTaMiH H1-peulentopeH aroHHeT ¥ XHeTaMiH H3-

PELENTOpeH aHTArOHHCT B HEBPOHAIHMTE THKAHH M MMa HesHauHTe/IHa H2-perenropHa akTHBHOCT.
Beraxuctuu nopuaea npeobpazyBaHeTo 1 0cBOGOKAaBAHETO Ha XUCTaMuH upes OnoKupane Ha
npecusanTHunire H3-peuenropu u unayuspare na H3-penenropHa ofparHa perynaups.

. EC’I‘aXHCTPIH MO¥Ke Xa MTOBHINH KPHLBOTOKA KbM KOXICAPHATA 00nacT, KAaKTO H KbM LIEMHA MOTBK.

@apMaKOIOTHYHH TECTOBE PH KUBOTHH €4 MOKA3AJIH, Y€ KPbBHATA LMPKY/IalHA BbB BaCKyJIapHUTE
CTPHMH Ha BETPELIHOTO YXO C& [O106PsBa, BEPOATHO YPE3 pelaKcaliis Ha MPeKanIapHuTe CHUHKTEPH Ha
MHKPOLHPKYNALHATA HA BETPELTHOTO YXO. BeTaXHCTHH NOBHLIABA CHILO LepeOpalHU KPBBEH TOK MPH
x0pa.

beTaxucTHH HoanoMara BecmﬁynagHaTa KOMIICHCAIHA
Beraxucrin YCKopaBa Becmﬁynapnom BB3CTAHOBABaHE Clel YHHIIATEPa/IHA HCBPCKTOMHA ITIPH 3KHBOTHH

upes noAoGpABaAHE ¥ NOANOMAraHe Ha NEHTpaiHaTa BecTHOYIrapHa KOMISHCALMS; TO3H edeKT,
XapaKTepH3Hpalll Ce ¢ NOBHIISHA peryJialua Ha npepaboTBaHETO M OTAENAHETO HA XMCTAMMHA, Ce
menunpa npes H3- peuerrropen anraronnssM. [1py xopa, BpeMeTo 3a BB3CTAHOBABAHE ClIE]
BeCTHOYIapHa HEBPEKTOMHA € ChILO HAMAJIEHO, KOraTo ¢ MpHUilara jJjedcHue ¢ DeTaxucTHH.

* beraxucTiH npoMena Bp30yaIHMOCTTA HA HEBPOHHTE BER BecTHOYNApHHTE ANpa
HzBecTHO €, 4e GeTaxiCTHH HMA 1030-3aBHCHM TIOTHCKALL e(eKT BBpXy o6pasyBaHeTO Ha

HEBPOHAJIHH CNalkoBe B JATEPaNHOTO ¥ MEIHAIIHOTO BeCTHOYMapHH AApa.

(DapMaKOJlHHaMH'-[HHTe CBOHCTBA, KAKTO € MOoKAIaHo 0Py KHBOTHH, MOXKE 1A JOTIPHHECAT 32
TepaneeTHYHATA NON3a Ha DeTaxHCTHH BEE Becmﬁynapﬂara cHcTeMaA.

KnmenaHa edukacHocT W §e30nacHocT

EdukacHoCTTa Ha GETAXMCTHH € eMOHCTPHPAHA B IIPOYYBAHHA MDY NALHEHTH ¢ BecTHOYNapeH
CBETOBBPTEX H ¢ OontecT Ha Menuep ¢ noaodpeHne ha TesecTTa Ha 3a00MIBaHETO M HaMalABaHe Ha
YecTOTATa HA CBETORLPTEXKHY KPH3H.

5.2. DapMakOKHHCTHYHH CBOHCTBA

AbcopOuys
Cnen nepopaneH npueM OETaXHCTHH TAXHAPOXNOPUA ce abcopbupa NeCHO ¥ MOYTH HATBAHO OT BCHYKA
YaCTH Ha CTOMaIiHO-upeBHHs TPakT. Cnel abeopSumaTa Ha AKTHBHOTO BEWIECTBO OBP30 M IIOYTH H3UANO
ce Metabonusupa Ao 2-PAA (2-nupuaunoueTHa KHCETHHA).

ITnasmeHuTe HHBA Ha DeTaxMcTHH ca MHOrO HHCKM.JTopanu ToBa (apMakOKHHETHHHHTE AHAJIM3H Ce
Hasmpar Ha u3MepBaHus Ha 2-PAA B NitasMara ¥ ypuHara.

B ycnorHa Ha XpaHeHe Cmax ¢ Mo-HUCKO B CPaBHEHHE ¢ YCIIOBHATA Ha rnagHo. Baipekd Tosa,
TOTanHaTa pe30tLHA Ha OeTaXHCTHH € NoAoOHa NPy ABeTe CLCTOSHHUA, NTOKA3BaHKY, Ye NPHEMET Ha
Xpana camo 3abaes abcopOumsTa Ha OeTaxucTHH.

Pasznpenenenue
[MponeHTET Ha 6eTaXMCTHH, KOATO Ce CBBP3Ba C NAa3MEHHTE NIPOTEHHH € nojy

{

bug cthopMaryg



Crnen a6copOupa, GetaxucTiH Obp20 H NOYTH HANETHO ce MeTabonusnpa 1o 2-PAA (kodaTo HAMA
dapMakoOrHaHa aKTHBHOCT).

Crniea nepopaneH npreM Ha OeTaXHCTUH TUIa3MeHuTe (M YpUHHEUTE) KoBlieHTpauy# na 2-PAA nocturar
¢BOA MakcHMyM | yac cnell mpHeMa M crajiar ¢ Nody-»KHBOT OT 0KoJo 3,5 Jaca.

EnuMunupane
2-PAA ce exckpeTHpa 6Bp30 npe3 ypuxara. [lpu nosa 8mg - 48 mg oxono 85% oT OCTEIMIOTO

BELIECTRO CE YCTAaHOBABA B YpHHATa. EKCKpenaTa Ha GeTaxucTiH Npe3 60peLpuTe H HINPaKHEHHITE €
OT MA/IKO 3Ha9CHHE.

Juneiinoct/HenuHeiiHOCT

CrenenTa Ha eNVMMUHNPAHE OCTABA TIOCTOAHHA 33 Uenus 00XBaT HA M3NON3BaRAaTa 1032 oT 8mg 10 48 mg,
KOeTO MOKA3Ba, 4e apMaKOKHHETHKATa Ha OeTAXHCTHH © JIHHEapHa H ce TIPSANonara, 46 MeTaboMTHHST
BT HE Ce Hachla.

5.3. IIpexxknnnpvun xanuH 323 GezomacnocT

XpOHHIHA TOKCHYHOCT
HaGnronasany ca Hekenaly Peakuuy OT CTpaHa Ha HEPBHATA CHCTEMA fIPH Ky'UeTa ¥ NABHAHH Cnell
- MHTpaBeHO3HH 03k okosio H Hap 120 mg/kg.

H3cnenranng 3a XpOHHUHA NepOpaiHa TOKCHYHOCT B PoIbkeHHe Ha 18 mecela npH IsXoBe B 1033
or 500 mg/kg ¥ B MpOABIKEHAE Ha 6 Mecena TIPH Ky4eTa B f03a ot 25mg/kg noxaseat, ye GETaXHCTHH
ce noHacs Ao0pe, Ge3 HaMTMYHETO Ha ONpeAeTIeHa TOKCHYHOCT.

MyTareHed H KApIIMHOreHEH MOTEHIIHAI

beraxueTus HiMa MyTareHeH NOTEHLIMAN.

ITpu 18- MeceyHO NpoOyYBaHE 33 XPOHMYHA TOKCHYHOCT IPH IUTBXOBE, BeTaxHeTuH B 103a no 500 mg/kg
HE [10XA3Ba HHKAKBH JAHHH 34 KapUHHOT€HEH [TOTEHLHAN.

PenpoayKkTHBHE TOKCHYHOCT
EdexTHTe B TPOYYBAHHAATA 34 PEMPOAYKTHBHA TOKCHYHOCT €3 RaOMIORABAHH CaMO NPH eKCHIO3HLNH,

CUMTAHH 38 JOCTATHYHO HAZBHINABANIN MAKCHMATHATA EKCIIOSHLMA TIPH X0pa, KOeTO MOKA3BA MAJIKO
3HaueHHe 3a KIHHUYHATa ynorpelba.

6. DAPMALEBTHYHHN JAHHH
6.1. Cnucbk RA DIOMOIHETE BEIecTEa
MHKpOKpHCTANHA He/Ty103a

Manuron (E421)

JIHMOHeHa KHCeHHa, MOHOXHAPAT
CWIIMLHMEB JUOKCH], KO0AIEH De3soleH
Tank

6.2, HecbBMECTEMOCTH
HenpunoxkumMo

6.3. Cpok na roguocT

3 roaKHH.

6.4. CunennaJaM YCIOBHA 32 ChXpPaHEHHe el W
To3u nexapcTBeH NMPOAYKT HE H3HCKBA CTELMAIIHY TEMIICPATYPHH YCIIOBHS 3@ &Jg § mfe Ha
ChXpaHABa B OPHTHHAJIHATA ONIAKOBKA, 32 [1a Ce NMpe/rasy OT Bara. :



6.5. BgaacpibpKanHe HA ONAKOBKATA

Beracepk 24 mg tabnerkn 8 PYC/PVDC 6micrep ¥ anymiaHHeso donno, no 10, 20, 50, 60 u 100
Tab/IeTKH B OTIAKOBKA.

He Bcuuke onakoBKH Morat fa 6bAaT IMycHaTH B npoiax0a.

6.6. Cpennannn npeanazH4d MEPKH NPH HIXBLPJAHE

Heuznon3gaHusAT NEKApCTBEH BPOAYKT WIKM OTHANBHHHTE MATEPHANY OT Hero Tp:a0sa Ja ce M3XBHPIAT B
CHOTBETCTBHE C MECTHHTE H3HCKBaHHA.

7. TNIPUTEXATEJN HA PAZPEIIEHUETO 3A YIIOTPEBA

Maiinan EGONT

Oduc crpaga ,,Cepauxa odmcu”

byn. Curnskoeo Ned8, er.7

1505 Codua, brnrapus

8. HOMEP HA PASPEHIEHUETO 3A YIIOTPEBA

20030511

9, TNPHTEXATEJ HA PASPEIEHHUETO 3A MAPAJIEJIEH BHOC
“Mapmaneiik Boarapus” OO0, yn. "Kpym lonos" Ne 44, et.1, 1421 Codua, bearapus

10. JTATA HA TBPBO PA3PEHIABAHE/TIONHOBABAHE HA PAIPEHIEHHETO 3A
YIHOTPEBA

Jata Ha rsppo paspetaBane: 21 rommm 2003 1.
Jara sa nocreauoto nogHoeaeade: 19 anyapu 2009 r,

H

11. JATA HA AKTYAJIW3HPAHE HA TEKCTA \

12/2018



