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2. KAYECTBEH U KOJIMYECTBEH CbCTAB gobpeHue N .
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Beracepk 24 mg TabneTtku cbabpxkar 24 mg OeTaxucTHHOB AMXHApoxsopua (betahistine
dihydrochloride), xoeto cboTBeTcTBa Ha 15,63 mg 6etaxuctuu (betahistine).

3a MBJIHHA CIIMCHK HAa MOMOILIHHUTE BellecTBa BHKTe To4kKa 6.1.

3 JIEKAPCTBEHA ®OPMA
Tabnerku, KpbIriiM, ONKOHBEKCHH, ChC CKOCEHH pbOOBe, ¢ 051 10 MOYTH 041 UBAT H AC/IMTENIHA YepTa, C
BUTEOHATO penedHo u3o0pakeHue ,,289* oT ABeTe CTpPaHHM HA JEIMTEIHATA Ye€pTa BbpPXY €HaTa CTpaHa

Ha TabneTtkara. /luamMerspsT € 10 mm; Tersioro Ha TabneTkara € 0koJio 375 mg.

JlenuTenHara yepra € caMo Aa YJIeCHH YYIEHETO 3a M0-JIECHO MOoriblllaHe W He pa3jelnd TabjieTkara Ha
€JHAKBH J103H.

4. KJIUHHUYHU JAHHH
4.1 TepaneBTHYHH NOKa3aHHA

Bonect Ha MeHunep, KOATO ce NMpOoABABA CbC CleHATa TpUaaa OT CHMIITOMM:
® CBETOBBPTEXK (C raaeHe/noBpbLIaHE),

e 3ary0a Ha ciyxa (3aTpyJIHEHO YyBaHE);

® THHHUTYC.

CUMNTOMaTHYHO JiIeYeHHe Ha BECTUOYJIapHO BEPTHTO.
4.2 JIo3HpOBKA H HAYHH HA NPHJIOKEHHE

Jo3upoBka

Jlo3upoBKaTa 3a Bb3pacTHU € 48 mg B HAKOJIKO npuemMa npe3 AeHs (1 Tadbserka 2 mbTH AHEBHO).
Jlo3upoBkara TpsibBa na ce cbobpa3u ¢ MHAMBHAYalnHUs oTroop. IlogoOpeHuHeTo nMoHsKora Moxke aa
HACTBIIM €IBa CJie]l HAKOJKO ceaAMHLH JeyeHHe. Hal-noOpu pes3yaraTtu moHskora ce rnojyvasar cliell
HAKONKO Meceuna. Mma JaHHM, Y€ CBOEBPEMEHHOTO JIeY€HHE TNpeaoTBpaTsBa IMpPOrpecHpaHEeTO Ha
3a00/19BaHETO W/ WK 3arybara Ha ciiyxa B M0-KbCHUTE (a3 Ha OonecTra.

Ieouampuuna nonynayus
beracepk 24 mg He ce mnpenopbuBa 3a ynorpeba npu aeua noa 18-roaMinHa BB3pacT Mopaiu

HeJOCTAaThYHH JIaHHHU 3a 0e30macHOCT U e(UKaCHOCT.

I'epuampuyna nonyaayus




B'LHPEI(H H¢ HMa OrpaHHYCHH JaHHH OT KJAHHHYMHH NpOYy4YBaHHA B Ta3H MNAlMCHTCKA I'pyIla, HATPYIIAHHAT
ronaM InNOCTMAPKCTHHIOBHAT OIIMT II0OKa3Ba, Y€ HE CC H3XMCKBa aJallTHPAHC Ha A03aTa TIpH Ta3H

nalyeHTCKa rpymna.

Bvbpeuno yspescoare
He ca npoBexaaHd CHelHaIHM KIHHHYHM H3MHTBaAHHA B Ta3W MauMeHTcka rpyna, HO Ha 6a3a Ha
IIOCTMApKETHHIOB OMUT HE € HeoOXoAUMO afanTHpaHe Ha 1034aTa.

Heprnoopobro yapexcoane
He ca npopekaaHd CrelHATHH KIMHAYHM M3MHTBAHMA B Ta3lH NallMEeHTCKa rpyna, HO Ha 6a3a Ha
MOCTMAPKETHHIOB OIHT HE € HeoOXOoAUMO afanTHpaHe Ha J03aTa.

4.3 IIpoTHBONOKA3IaAHHUA

. CBpEXYYBCTBUTENIHOCT KbM aKTHBHOTO BELLECTBO HIH HA KOE OT NOMOIIHHTE BELUECTRA;
. DeoXpOMOLHTOM.

4.4 Cneunnannv npeaynpexkacHHa B NpeAna3iHd MePKH 3a ynorpela

ITattHeHTHTE C ﬁpﬂHXHﬂ.ﬂHﬂ aCtTMa M € dHaMHeE3a 32 ICIOTHYHA A3Ba C€ HYXIAAT OT JICKApPCKO
HEﬁHIO,E[EHHE ITO BpEME Ha JICHEHHCTO.

4.5 BiauMoneHcTBHE ¢ APYIH JeKapCTBEHH NPOAYKTH H APYrH POPMH HA B3aHMOZEHCTBHE

He ca mpoeexnmaHu mn3cnensaHua in vivo. Ha 0a3ata Ha in vitro u3cnensaHus He ce 04akBa in vivo
MHXHMOHpaHe Ha eH3MMHAaTa CHCTeMa Ha LuuToxpoM P 450.

In vitro naHHMA NMoka3BaT MOTHCKaHe HA MeTabonKu3Ma Ha OETaXMCTHH OT JIEKApCTBA, KOWTO HHXHOHpar
MoHoaMHHookcuaazara (MAQ), skn. MAO noarun B (Hanp. cenerwnuH). IoBHIDEHO BHHMaHHE €
HeoOXoOuMO, Koraro ce npunara 6eraxucruH ¢ MAO-unxubuTopH (Bri1. MAO-B cenexTuBHH).

TtH kaTo GeTaXHCTHH € AHANOr Ha XHCTAMHHA, B3aHMOJeHCTBHE HA OETAXUCTHH ¢ AaHTHUXHCTAMHHHU
MOXEC TCOPCTHYHO Aa MOBJ/IHAC E(lJHKECHOCTTB. Ha HAKOC OT JICKapCTBaTa.

4.6 @epruanTer, peMEHHOCT H KbpMeHe

bpeMmeHHoCT

JlaHHHUTe 32 NIpIWIoKEHHETO Ha O0eTaxUCTHH MO BpeMe Ha OpeMEeHHOCT ca HEAOCTAThYHH.

[IpoyuBaHHA MpH KHBOTHH HE MOCOMBAT HATHYHETO HA NUPEKTHH WIH HHAMPEKTHHU YBpeXKAaluM edeKTH
MO OTHOLOEHHE HA PENPOAYKTHBHA TOKCHYHOCT MPH KIHHHYHO 3HAYHMMa TepaleBTH4YHA E€KCMO3ULMA.
Karo npennaizHa Mapka € 3a NpeanouynrtaHe fa ce u36arpa ynorpedara na OeraxucTuHn no BpeMe Ha

OpeMeHHOCT.

KspMeHne
He e n3pecTHO Janu 6eTAXHUCTHH Ce OTAENAA B KbPMAaTa IPH XOpa.

DeTaxMCTHH ce OTHOENAd B MIAKO HAa NuBXoBe. B npoydBaHuA ¢ >KUBOTHU, edekTHre, KOUTO ca
HaOnioJaBaHH B NOCTHAPTANHUA NEpHOH, ca OMJIH OrpaHHYEHM CaMO A0 MHOrO BucokuTe a034. Tpabea
Aa c€ MpelleHH JAIH N0JI3aTa OT JIEKapCTBOTO 3a MaliKkaTa HaABHIIABA NOTEHUMATHUS PHCK 34 AETETO.

QepTHaNTET
[TpoyuBaHHA NPH )KHUBO THA He MOKA3BAT HANMYKETO HA eeKTH BbpXY GepTHAUTETA ITPH ILTbXOBE.

4.7 Edextn BbpXy cnnocoOHOoCTTA 32 odpHpaHe H paboTa ¢ MAIMHEMN




Beraxucrun e nmoxazad npH Gonect na Menuep, neduHupaHa OT KIKOYORH TpUAla CHMITTOMH BEPTHIO,
3ary0a Ha CJIyX, THHUTYC M IpH BecTHOYNapHO BepTuro. Jipere 6onecTH Morar HEraTHBHO JIa MOBIUAAT
cnocobHocTTa 3a IogHpaHe ¥ paboTa ¢ MalIHHHA.

B xiHHUYHK TIPOYYBAHHMA, COEHHATHO MpeJHa3HauyeHH Ja Nnpoydar crnocobHocTTa 3a wWodupaHe H
paboTa ¢ MamHHK, OETaXHCTHH HE € N0Ka3as HIIH € UMaJT HE3HAUHUTENTHH e(eKTH.

4.8 HexenanH JeKaPCTBEHH peaKuuH

Habmronapany ca cleHHTE HEXENAHH JIEKAPCTBEHH PeakLMK MPH MALHEHTH, JeKyBaHH ¢ 6eTaxMCcTHH
110 BpeMe Ha IUIale00-KOHTPONMpAaHH KNHHHUYHY NMpPOYUYBaHHUA ¢ 4YectoTa: MHOro dectH (>1/10); yectw
(>1/100 mo <1/10); reuectu (=1/1 000 oo <1/100); peaxu (=1/10 000 o <1/1 000); muoro peaku (<1/10
000), BKIIOUHTEITHO H3OMMPaHH CIYUaH.

CroMalllHO-UYpEBHH HApYIUeHHA
Yecmu: raaeHe U JUCIencus

HapylueHus Ha HEPBHATA CHCTEMA
Uecmu: rnapobonue

OceeH HeXelaHHTe peakUMH, choOINEeHH NO BpeMe Ha KIMHHYHHM M3[MTBAHMA, CACAHUTE HEXe/laHH
peakuuH c¢a OMmM A0KNaJBaHH CIIOHTAHHO IO BpeMe Ha NOCTMAapKETHHropara yrnorpeba Ha GeraxHCTHH
H B HayvHara Jureparypa. Hecrorata He MoXe Aa Owae onpeaeneHa oT HOCTBIHUTE AaHHH, NMOpaaH
KOETO € onpeaeneHa karo ,,C HEH3BECTHA YeCcToTa ™.

HapyiueHus Ha HMYHHaTA CHCTEMA
Peakuny Ha CBpbXYYBCTBHTETHOCT, Hanp. aHapHIaKC Hil.

CToMAIHO-YPEBHH HADYIEHHA ;
Jleku CTOMAINHH OIU1akBaHHA (HAIIp. MOBpPBLIAHE, CTOMAUIHO-4peBHA 00/1Ka, KOPEMHO HalpekeHue R

noaysaHe). Te Morar aa ce u3dernar, koraro beracepk ce BiuMa N0 BpeMe Ha XPaHEHE WIH Ce HAMalH
IO3HPOBKATA.

HapylieHus Ha koxaTta 4 NOJKOXHATa ThKaH
HabnropaBaHM ca peakuMd Ha CBPBLXYYBCTBHTENHOCT Ha KOXAara M TNOAKOXKHATA TbKaH, KATO

AHTHOHEBPOTHYEH eaeM, 06pUB, NPYPHTYC H YPTHKapHAL.

CrobiapaHe Ha NONO3UPAHH HEKENAHN PEAKIIHH

Cro0lLaBaHeTO Ha MIOAO3HPAaHH HEXeNaHM peaklUuH cliel paspelLiaBaHe 3a ynorpeda Ha JekapcTBeHHs
NPOAYKT € BakHo. ToBa MO3BOJLiBa O3 NPOAB/IKH HAOMIOAEHHETO Ha CHhOTHOLUCHHETO MNOJI3A/PHCK 32
NeKapCcTBeHHA NpoAayKT. OT MEAMUIHHCKUTE CNELMANTUCTH C€ M3UCKBa Ja ChOOLIABAT BCAKA MOAO3HPAHA

HeXXeNaHa peaxiuus Ype3 HAUMOHAIHATA CHCTEMA 33 cholInanane:

H3nbhHHTEIHA areHLMA 10 IEKapPCTBATA
yi. ,,JlaMad I'pyes” Ne 8

1303 Codma

Ten.: +359 2 8903487

yebcaitt: http://www.bda.bg

4.9 Ilpesozupane

Hoxknansand ca HAKOJKO Ciyuas Ha npepo3upaHe. Haxod mamuMeHTH npossssar ci1abu go yMepeHo
H3pa3eHH CHMITTOMHM Ha npeno3zupaHe npd no3d Hag 640 mg (Hanp. ramede, ChHAMBOCT, KOpPEeMHa
Oonka).

[To-cepHo3HH YyCnoXKHEHHs (Hanp. KOHBYJNCHH, OenoapoOHH HIH CHpPACUYHH
HabnoJAaBaHKH B CNy4ad Ha YMHIUIEHO Mpeao3dpaHe Ha OeTaxMCTHH, ocobeHo B Rumm
NpeA03UpPaHH NEKapCTBa.




JleuenneTo npy npexo3upane TpabBa Aa BKNOUBA CTAHAAPTHHTES MOAObKALIN MEPKH.

5. ®APMAKOJIOTHYHU CBONCTBA
3.1 dapMakoauHAMHYHH CBOHCTEA

dapmakoTepanesTHuHa rpyna: Jpyrd nekapcTBa 3a JIEYeHHE HA HepBHATa CHCTEMa, JICKApcTBa 3a
nedeHue Ha septuro, ATC koa: NO7CAQ]

MexaHnsnM Ha AelicTBHE

MexaHu3MBT Ha AedcTBMe Ha OeTaXMCTHH AUXHAPOXJIOPHX € 4YacTHYHO H3BecTeH. (CblleCTBYBAT
HAKOJIKO BEpOATHH XHMIOTE3H, KOHTO ¢a NIOAKPENEeHH OT U3NHTBAHKWSA [PH XHBOTHH U XOpa:

¢ beraxHCTHH NOBIHABA XHCTAMHWHEPrHYHATA CUCTEMA
BeTaxuCTUH JelicTBa eOHOBpPEMEHHO KaTo 4YacTwyeH XuctaMHH Hl-peuemropeH aroHHCT H
xucTaMHH H3-peuenTopeH aHTATOHHCT B HEBPOHANHHUTE THKaHH M WMa He3HauwTenHa H2-
peLenTOpHa aKTHBHOCT. DBeTaxucTHH MoBHIMaBa npeobpa3syBaHETO H OCBOOOXKIABAHETO HA
XHCTaMHH upe3 OnokHpaHe Ha npecHHantHuyHuTe H3-peuentopn M HMHOylupaHe Ha H3-
peLenTopHa o0paTHa peryJaius.

o DeraxucTHH MOe 712 DOBHIIN KPHBOTOKA KbM KOXJeapHara 061acT, KakTo H XbM LEJTHA MOIBK.
DapMaKoNOrH4HH TECTOBE NPH JKHBOTHH €a IOKa3alH, Y€ KPbBHATA UMPKYJalUHA BEHB

BACKYJIADHHTE CTPHM Ha BBLTPELIHOTO YXO ce nojoOpsaBa, BEpOATHO 4pe3 penakcalyi Ha
NpexanuasipHUTe CPHHKTEPU Ha MHKPOUMPKyJauMATa Ha BBTPEILIHOTO YXO. beTaxHCTHH
[OBHMIIABA CBLULO Liepebpaniya KpBBEH TOK NPH XOpa.

e DBeraxucTHH noanoMara BeCTHOynapHaTa KOMIEHCAlH
beraxHCcTHH yCKOopsABa BeCTHOYIapHOTO BB3CTAHOBABAHE CMe] YHHIATEpaJTHA HEBPEKTOMHA NpH
)KHBOTHH upe3 noaoOpABaHe M NOANOMAaraHe Ha LEHTpanHara BecTHMOynapHa KOMIeHCALHA,
To3M edeKT, XapaKTepu3upain ce ¢ NOBHIIeHa peryaauua Ha npepaboTBaHeTO H OTIENAHETO Ha
XHMCTaMHHA, c¢e MeauHpa npe3 H3-peuentopen aHTaroHu3eM. llpu Xxopa, BpeMeTo 3a
Bb3CTAHOBABAHE Clie] BECTHOYNapHA HEBPEKTOMHs € CBIIO HaMaleHo, Koraro ce Mnpxnara
neyeHue ¢ OETAXUCTHH.

e beraxucTvH NpoMeHs BB30YANMOCTTAa HA HEBPOHHMTE BEB BeCTHOyIaprUTE salpa
U3BecTHO e, Ye OeTaxHCTHH HMa A030-3aBHCHM MOTHCKaLl e(eKT BbPXYy oOpasyBaHeTo Ha

HEBPOHAIHH CNaifikoBe B AaTepaNHOTO B MEAHAITHOTO BECTHOYNapHH A pa.

PapMakoAWHAMHYHHATE CBOHCTBA, KAKTO € [I0OKa3aHO IIpM JXHBOTHH, MOXE Ja JONpHHECAT 3a
TepaleBTHYHATA N10/13a Ha DETaXMUCTUH BB BECTHOYIapHaTa CHCTEMA.

Knunsauna edHKacHOCT U 6e301aCHOCT

EdukacHocTTa Ha GeTaxHCTHH € IOEMOHCTpHpaHa B IIPOYYBAHHUK NpH NAlHEHTH ¢ BecTHOynapeH
CBETOBLPTEXK M ¢ Gonect Ha MeHnuep ¢ noagoOpexne Ha TeXKECTTa Ha 3aDONABaHETO W HaManABaHE Ha
YeCTOTATa Ha CBETOBbLPTEXKHH KPH3H.

5.2 QapMaKOKHHETHYHHE CBolicTBA

Abcopbuus

Cnen nepopaneH npreM OGeraxucTHH AUXHAPOXNOpHI ce abcopOdupa NeCHO H INOYTH HA HIHO SRBCHIKH
YaCTH Ha CTOMAIIHO-YpeBHMA TpakT. Cnexn abcopbuusaTa HAa axkTHBHOTO BelUegIWO” DLRIOY S NUTH

M3LIO ce Merabonusupa go 2-PAA (2-nupuaunonetrHa kucenuHa). [Inasmex




ca MHoro HucKHM. [Topanu Topa ¢papMakOKMHETHUYHHTE aHANU3H ce 6a3upaT Ha H3IMepBaHHUA Ha 2-PAA B
J1a3MaTa H ypUHara.

B ycnoBua Ha xpaHeHe Cmax € MO-HHCKO B CPaBHEHHME C YCNOBHMATA HA raaaHo. Bwnpeku ToBa,
totanHaTa abcopbuus Ha OeTaxucTHH € noaobHa mpu ABETe ChCTOAHUA, NMOKa3BaHKH, Y€ NPHEMBT HA
xXpaHa caMo 3abaBsa abcopOuLUATa HA OETAXHUCTHH.

PaznpeneneHue
IMpoueHTHT HA OeTaXUCTHH, KOATO ce CBBP3BA C INIa3MEHUTE MPOTEHHHM € nod 575.

buotpancdopManus

Cnen abcopOuua, GeraxucTua 6Bp30 M MouTH HanbjlHO ce Merabonuzupa no 2-PAA (xoaTo Hama
¢apMakonornyHa akTHBHOCT).

Cnea nepopaned npueM Ha O6€TaXHCTHH Muia3MeHMTe (M YPHHHHTE) KOHUEHTpaud HHa 2-PAA nocTHrat
CBOA MaKCHMMYM | yac ciiea npueMa ¥ cnaaar ¢ noiy-*KHBOT OT OKOJIO 3,5 yaca.

EnuMHHHpaHE
2-PAA ce exkckperHpa Obp30 npes ypuHara. [Ipu ao3sa ot 8 mg ao 48 mg oxono 85% OT NOCTENIMIOTO

BEILECTBO C€ YCTAHOBABA B YpHHATa. EKCKkpeLyaTa Ha 6eTaxUCTHH npe3 6p0peuuTe H H3NpaXHEHUATA €
OT MankKo 3HAYEHHUE.

JTuHeiHOCT/HENMUHENHOCT

CreneHta Ha eNHMHMHHpaHe OCTasBa MOCTOAHHA 3a LienuA o0XBaT Ha M3non3BaHara jo3a OoT 8 mg Ao
48 mg, xkoeTo NMOKa3Ba, 4e (apMaKkOKMHETHMKATa Ha OeTaxMCTHH € NHHeapHa M ce Npeanosara, ye
MeTabONUTHUAT IIBT HE C€ HACHIIA.

5.3 IMpeaxnnHHYHH aKHH 3a Ge30onacHOCT

XDOHHYHA TOKCUYHOCT
HabnioaaBaHe ca HeXKeJlaHM peakudy OT CTpPaHa HA HEpBHaTa CHCTEMA MNpH KydeTa H NABHAHH cnel

HHTPABEHO3HH 403 okono u Hax 120 mg/kg.

HicnenpaHua 3a XpOHH4YHA MepopaiHa TOKCHYHOCT B MPOABIDKEHHE Ha 18 Meceua npH IUTEXOBE B 1032
oT 500 mg/kg K B npoRWDKEHHE Ha 6 MeceLia MPH Ky4dera B jo3a oT 25 mg/kg nokassar, ue beTaxucTry
ce noHacs Aoope, 6e3 HANMYHETO Ha OTpeeneHa TOKCHYHOCT.

MyTareHeH H KapUHHOTeHeH NOTeHIHAN

BeTaxHCTHH HAMa MyTaréHeH NOTEHLH al.

ITpu 18-MeceuHo MpOoyYBaHe 3a XPOHHUYHA TOKCHYMHOCT NPH MABEXO0BeE, 6eTaxucTH B 032 Ao 500 mg/kg
He NMoKa3a HUKAKBH JAHHH 32 KaHlepOreHeH NoTeHLIuan.

PenpoayKTHBHA TOKCUYHOCT

EdexTure B IpOYyUBaHHATA 33 PENpPOAYKTHBHA TOKCHYHOCT ¢a HaONIOJaBaHH caMO IMPH €KCTIO3HLIMH,
CUHTAHH 33 JOCTATHYHO HAABMILUABAIUH MaKCHMAIHATA €KCMO3HWLHA IPH XOopa, KOETO MOKa3Ba Mallko
3HAYECHHE 33 KJIMHHYHATA ynorpeba.

6. OAPMAIEBTHYHHU JAHHH
6.1 CnEchbK HA MOMOII HHUTE BEIleCTBA

MuKpoKpHUcTaIHa LenyJso3a

Manuron (E421)

JIuMOHEeHa KuceHHa, MOHOXUIPAT
Cunnumes AHOK CHJ, KOJTOHAEH Oe3BodeH
Tank

6.2 HecnBMeCTHMOCTH




HenpunoxuMmo

6.3 Cpox HA FrORHOCT

3 roanHu.

6.4 CneunalHy YCI0BHA 332 ChbXpaHeHHe

To3u nekapcTBeH MPONYKT HE W3MCKBA CNEUMAIHH TEMIEPaTypHH YCIOBHA 3a cexpaHeHHe. [la ce
CbXpaHABa B OPUIrMHATHATA OMaKOBKa, 32 Ja ce Npelna3H OT Blara.

6.5 Bua ¥ chALpPXAHHE HA ONIAKOBKATA

Beracepk 24 mg tabnerku B PVC/PVDC 6nucrep u amymunueso ¢onuo, no 10, 20, 50, 60 u 100

Ta0JIETKH B ONAKOBKA.
He BcHuxH onako BKH MoraT Aa OwAaT mycHaru B npoaaxoda.

6.6 CneuManHH npeana3Hyl MePKH NPH HIXBLPJIsSAHE

Heu3non3paHUAT NEKapcTBEH NPOAYKT HIH OTNIATBYHUTE MaTePHANH OT Hero TpadBa a ce M3XBBPIAT B
CbOTBETCTBHE C MECTHUTE H3HCKBAHHA.

7. IMIPUTEXATEJI HA PASPEIIEHHUETO 3A YIIOTPEBA
Maiinan EOOJI

Oduc crpana ,,Cepauka odpucu™

Oyn. CutHakoBo Ne 48, er. 7

1505 Codma, benrapus

8. HOMEP HA PAZPEHIEHHETO 3A YIIOTPEBA

20030511

9. JATA HA IBPBO PAZPEUHIABAHE/TIOJHOBABAHE HA PASPEIIEHHUETO 3A
YIIOTPEBA

Hata Ha nspBO paspelapane: 21 wonun 2003 r.
IlaTa Ha nocnegHo nogHoBABaHe: 19 suyapu 2009 r.

10. JATA HA AKTYAJIUIUPAHE HA TEKCTA

12/2018




