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1. HMME HA JEKAPCTBEHHSI [IPOIYKT | s 1 ANTERHA ATEHLINR 10 NIEKAPCTBATA

T

| Knamea xapakmepucmuka Ha npogykma - Hp._,nmﬁeuue 1

beracepk 24 mg Tabnetku ;{E}.‘.tf Pee. Me '2003Q§ir

Betaserc 24 mg tablets ‘5 N

Pasapewsenue Ne

BG/MA/MP - :(L“T‘?"T/“U‘I’Eﬂ*-ﬁ
2.  KAYECTBEH M KOJIMYECTBEH ChCTAB | OGOCOGHUE N .o oeereesreenreen e

beracepk 24 mg Tabnerku cwpabpkar 24 mg OeTaxucTMHOB Auxuapoxiopun (betahistine
dihydrochloride), xoeTo cvoTBeTcTBa Ha 15,63 mg GetaxucTuH (betahistine).

3a NbJIHUA CITUCHK HA MOMOLIIHMTE BEIIECTBA BHKTE TOoUKa 6.1,

3. JEKAPCTBEHA ®OPMA

TabneTku, Kpbriv, ABOHHOM3MbKHAIH, CbC CKOCEHH pbOOBe, ¢ OA1 10 nouty Oan UBAT W AEIUTEsHA
yeprta, ¢ BAABOHaTO penedHo HM3oOpakeHue ,,289° oT ABeTe cTpaHM Ha JAE/NMTE/NIHATA YepTa BbPXY
e/lHaTa cTpaHa Ha Tabserkara. J{uamerspsT € 10 mm; Ternoro Ha TabnerkaTa e okono 375 mg.

,[[enu*renna*ra yepra € CaMO Ja YJICCHH YYIICHCTO 3a [10-JICCHO MOITbLUAHE H HE pa3/ic/ii TabseTkara Ha
€1HAKBH JO3H.

4. KIMHHUYHH JAHHHU
4.1 TepaneBTHYHH NOKA3AHHUSA

bonect Ha MeHuep, KOATO ce NposBsABa CbC ClieHATA TPHALA OT CUMIITOMHU:
* CBETOBBPTEXK (C rajeHe/MoBpbLLAHE);

e 3ary0a Ha ciyxa (3aTpyJAHEHO YyBaHe);

® TUHHTYC.

CUMNTOMATHYHO JIeYeHHe Ha BECTUOYIapHO BEPTHIO.
4.2 Jlo3upoBKa H HAYHH HA NPHJIOKEHHE

Jlo3upoBka

Jlo3upoBkara 3a Bb3pacTHH € 48 mg B HAKOJIKO npuema npe3 aeHs (1 Tabnerka 2 mbTu AHEBHO).
Jlo3upoBkara TpsaOBa Ja ce cbobpasu ¢ MHAMBHAYAIHHS oTroBop. [logoOpeHneTo noHskora Moxke aa
HACTBIHK €Ba C¢Jie]l HAKOJIKO CeAMMUM JieueHue. Hal-n100pH pe3yaTatd noHskKora ce rnojyvaBaT ciien
HAKOJIKO Meceua. Mma naHHM, 4ye CBOEBPEMEHHOTO JIEYEHWE MNpPEeNoTBpaTABa MPOrpecHpaHeTo Ha
3a0o019BaHeTO W/ WK 3aryfbara Ha ciyxa B No-KbCHHUTE (pa3u Ha DosecTTa.

Ieduampuuna nonynayus
beracepk 24 mg He ce npenopbuyBa 3a ynorpeda npu aeua noa l8-roguiuHa B
He0CTaThbYHH JJaHHHM 3a O€30MacHOCT M e(PUKACHOCT.

TI'epuampuyna nanyﬂdqm



B'I:[IPEKH He UMa OrpaHHYCHHM JaHHH OT KJAMHHYHH MNMPOYHBAHHA B TA3H TNALWMCHTCKA I'PYIld, HATPYNAHUAT
roiaM MNOCTMApPKEeTHHIOBHAT OIIHT [OKa3Ba, 4€ HC CC H3HCKBa ajalTHPAHE Ha [03ata Mpd Taiu

MauMEHTCKa Ipyra.

bvbpeuno vapexoane
He ca npoeexaaHy cneuqanHM KIMHUYHK M3NUTBAHWMA B TA3W MaUMEHTCKA rpyna, HO Ha Oa3za Ha
MOCTMAPKETHHIOB OIUT He € HeoOXoAHMO afanTUpaHe Ha N03aTa.

HYeproopoono yepescoane
He ca npoeexaaHu crelyanHHd KIMHUYHW M3MHTBAHMA B Ta3u NAUMEHTCKa Tpyna, HO Ha Oa3a Ha
[TOCTMAPKETHHIOB OIHUT HE € HEOOXOAUMO ananTHpaHe Ha ao3ara.

4.3 [IpoTHBONOKAZAHNMSA
. CBpBbXYYBCTBHTEIHOCT KbM aKTHBHOTO BELIECTBO MU HAKOE OT MOMOLIHHTE BELLECTRA;
. DeoXpOMOLIMTOM.

4.4 CnennajHi OpeAynpeKIeHHA U NIpeINasHH MEPKH 3a YIOTpedA

[TaupeHTnTe ¢ OpoHXHaNHA acTMa WM ¢ aHaMHe3a 3a [MENTHYHA fA3Ba CE€ HYXKAAAT OT JIEKAPCKO
HaOJII01eHUE TIO BpEME Ha JISUEHMETO.

4.5 B3aumoaeiicTBHe ¢ APYrH JeKAPCTBEHH NPOAYKTH H APYrH (POPMM HA B3AHMOJAEHCTBHE

He ca npoeexxaaHn w3cneasanus in vivo. Ha Oaszara wa in vitro nscnenBaHHd HE Ce O4aKea (n vivo
HMHXHOHpaHEe HA €H3UMHATA CUCTEMA Ha LHTOXPOM P 450.

In vitro JaHHHM NOKa3BaT MOTHCKaHE HA MeTabonu3Ma Ha OETaXMCTHH OT JIeKapeTBa, KOUTO UHXUOMpaT
MoHOoaMKHHOOKcHAa3aTa (MAQO), ekt. MAQO noarun B (nanp. cenerwnuH). IloBuineHo BHUMaHME ¢
HeoOX0AMMO, Korato ce npunara 6etaxucTHd ¢ MAO-uuxuburtopu (Bt MAQO-B cenektuenn).

Twit kato GeTAaXMCTHH € aHAJIOr HA XHCTAMMHA, B3aUMOASHCTBHE HA DETAXMCTUH ¢ AHTUXMCTAMHUHK
MOXKE TEOPETHUYHO J1a MOB/MAe e(hHKaCHOCTTA Ha HAKOE OT JleKapcTBara.

4.6 DepTHAHTET, OPpeMEHHOCT H KhpMeEHe

bpeMeHHOCT
JIaHHHUTE 3a NPUNOKEHUETO Ha DETAXUCTHH 110 BpeMe Ha OPEMEHHOCT ¢a HEAOCTaThb4HH.,

[TIpoyuBanus npu >KUBOTHH HE NOCOYBAT HAMYMETO HA JUPEKTHHU MM WHAMPEKTHH YBPEKIALIH €DEKTH
[0 OTHOLIEHWE HA PEMPOAYKTMBHA TOKCHYHOCT MpPH KIHHHYHO 3HAYHMA TEPANEBTHYHA €KCIIO3ULIMA.
Kato npeanasha Mapka e 3a npeanoduraHe Aa ce u3bsarsa ynotpebara Ha OETaxXMCTHH NO BpeMe Ha

OpeMeHHOCT.

KnpmeHe

He e u3BecTHO nanu BeTaxuCTUH CE OTAE/d B KhpPMAaTa MpH XOpa.

BeraxucTvH ce OTAend B MJAKO Ha MIBLXOBE. B nNpoyuBaHMA € XUBOTHH, €(QEKTUTE, KOWUTO ca
HaOJII0/1aBaHH B MOCTHAPTAIHMA NepHo, ca OWIH OrpaHHUYEHH CaMo I0 MHOTO BUCOKHTE no3u. Tpaosa
71a C€ MpeLeHH JAJIH 10/13aTa OT JIeKapCTBOTO 3a MalKaTa HABHLLIABA NMOTEHUMANHHA PHCK 34 ETCTO.

QepTUAUTET
MpoyuBaHHs NPY KHBOTHH HE TIOKA3BAT HAIMUUETO HA €DEKTH BbPXY (DEPTHIHTETA NPH

4.7 EdexTr BbpXY cnocobHocTTa 32 Wodupane H padora ¢ MAIIHHA




Betaxuctyn e nokaszad npu donect Ha MeHuep, aepuHHpaHa OT KIIOUYOBH TPHAJa CUMITOMH BEPTHIO,
3aryba Ha Ciyx, THHHTYC W npH BecTubynapHo Bepturo. Jigete HonecT MOrat HEraTHBHO Aa NMOBHAAT
cnocoOHOCTTa 32 WodupaHe W padoTa ¢ MALIKHM,

B KIMHHYHM NpoyuBaHHA, CMEUMANHO NPEAHA3HAYEHH Oa NpOyuaT CrNocOOGHOCTTA 3a wWodHpaHe W
pafoTa ¢ MalinHK, BeTaXUCTHH He e MOKAa3aNl WM € UMaJT HE3HAYHTE/IHH €EeKTH.

4.8 Hexenanu NeKAPCTBEHH PeaAKIHH

Habnioparanu ca cne\HATE HEXENAHHW JIEKAPCTBEHH peakliM¥ NpU MALMCHTH, JeKYBaHH ¢ OeTaXMCTHH
0 BpeME Ha M1auebo-KOHTPOAUPAHU KIMHHUYHH NPOYUBAHUA ¢ 4eCTOTA: MHOro vectd (>1/10); uecth

(21/100 no <1/10); veuectu (=1/1 000 no <1/100); peaku (=1/10 000 no <1/1 000); muoro peaxku (<1/10
000), BKNKOHKTENHO UIONKPaHH CIYHaH.

CTOMAUIHO-YPEBHU HAPYLLIIEHHUS
Hecmu: rajieHe W IHCNENCUs

HapylmeHua Ha HeEpBHATA CHCTEMA
Yecmu: rnapobonue

(OcBeH HeXenaHuTe peakuuu, CbOOLUEHM MO BpeMe HA KIHHMYHH W3NHTBAHMA, CIESHMTE HEeKelaHu
peaKkMK ¢a OWIM JOKIaABaHM CNIOHTAHHO 10 BpeMe HAa NOCTMApPKEeTUHIOBAaTa yrnoTpeda Ha OeTaxHCTHH
M B HayuHarta juteparypa. Hectorara He Moxke aa Oble onpeaeneHa OT AOCTBIIHUTE JaHHHM, [10PALM
KOETO € ONnpeicaeHa KaTo ,,C HEM3BECTHA YecToTa™,

HapyuieHusd Ha MMYHHATa CHCTEMA
PeaKi[M1 HAa CBPBbXUYBCTBHUTEJIHOCT, HAND. aHabHIIaKCHs.

CToMauiHo-4pesHd HAPYLIGHUS:
Jleku cToMainHM onjiakBaHua (Hanp. NMOBpLLIAHE, CTOMALUHO-4YpeBHa OONKa, KOPEMHO HanpexeHue v

nonysaHe). Te Morat aa ce uzdernar, korato beracepk ce B3MMa 1o BpeMe Ha XpaHeHe WU C€ HaMallv
AO3UPOBKATA.

HapyilieHUs Ha KOKATa U MOAKOKHATA ThKaH
HabnonasaHuH ca peakudH Ha CBPLXUYBCTBHMTEIHOCT Ha KOMKaTta M MNOAKOMHATAa TbKaH, KaTo

aHTMOHEBPOTHYEH ¢1eM, OOPHUB, MIPYPUTYC U YPTHUKAPHA.

CrobluaraHe Ha NOAO3MPAHH HEXETTaHH PeaKLH

CroblaBaneTo Ha 1N0J034MpaHN HEXeNIAaHH peakLMy ciiell paspellaBaHe 3a ynoTpeba Ha JIeKapcTBEHHS
NpoAYKT € BaxkHo. ToBa no3sonasa ja Npolb/KH HAaOMIOACHHETO HA CHOTHOUIEHHETO NON3a/PHCK 34
neKapcTBEHUA MpoayKT. OT MeAWIMHCKHUTE CHeLMATINCTY C& M3HCKBA Ja ¢hOOLaBaT BCAKA MOA03HpaHa

HEXKCJIaHA peaKUHA Ype3 HAaUHOHAIHATa CHCTUMA 34 C’I:UﬁLLlElBaHB:

H3nbaHUTENHA areHLMs No IeKapCTRaTa
yi. ,,Jaman ['pyer” Ne 8
1303 Codus

Ten.: +359 2 8903487
yebcaiT: http://www.bda.bg

4.9 IIpenosupane

OOJIKa). = Sy
[To-cepuo3HH  YCNOXKHEHWA (Hamp. KOHBYACHHM, OenoapobHU MM CbpAeuHH ||y PXHT

Npeno3npaHy JIeKapCTea.




JleyeHuero [1PH NIPCAOD3HPAHC T’pﬂﬁBa Ad BRAKYBA CTAHAAPTHHUTC NOAABPKAILIHA MCPKH.

s. ®APMAKOJIOTHYHHA CBOHCTBA
3.1 PapMaKoAHHAMHYHH CEOHCTEA

MapmakoTepaneBTHuHa rpyna: Jpyrd nekapctsa 3a JieHeHHE Ha HepBHATA CHCTeMa, JieKapcTBa 3a
neuenue Ha Bepturo, ATC kon: NO7CAO]

MexaHU3bM Ha ASHCTBHE

MexaHu3MBT Ha AEHCTBME HA OeTaXUCTHH AMXUAPOXNOPHA € MAaCTHYHO U3BeCTeH. CblUeCTBYBAT
HAKONKO BEPOATHH XMIIOTE3H, KOHTO ca MOAKPENEHH OT HINMTBAHHA NPU KMBOTHH H XOpa!

e beraxucTyiH NOBNIMEBA XHCTAMHHEPIHYHATA CUCTEMA
BeraxucTHH AeicTBA €4HOBPEMEHHO KAaTQ uacTHUeH XxuctamMuH HIl-peuenTtopeH aroHueT M
XUcTaMHH H3-peuentopeH aHTarOHUCT B HEBPOHAJHUTE TbKaHH M MMa He3HauuTenHa H2-
pEUENTOpHa akTWBHOCT. beTaxucTWH noBumaBa NpeoOpa3yBaHETO U OCBOOOXKAABAHETO HA
XHCT&MHH upe3 OnokupaHe Ha npecnHanthdHWTe H3-peuentopM v uHayuupaHe Ha H3-

peuentopHa odpaTHA peryjalus.

e DbeTtaxucTHH MOXE [a NOBMIUY KPLBOTOKA KbM KOXJieapHaTa 001acT, KAKTO U KbM LIEIHI MO3BK.
MdapmMakonoriiHd TeCTOBE MPH MKUBOTHM Ca [(0Ka3ajid, Y€ KpbBHATA LIMPKYNaUWs BbLB
BACKY/TAPHUTE CTPUM HAa BBTPELIHOTO YXO ¢€ NO0A00pABa, BEPOATHO UpE3 PEAKCalMA Ha
MpekanwiapHuTe COHHKTEPH HA MUKPOLIMPKYNalKaTa Ha BBTPELIHOTO YXO. beraxucruu
MOBHILUARA CHILO LepeOpaTHUs KPBBREH TOK IIPH XOpa.

e DeraxucrvH NoANOMAara BecTudyaapHaTa KOMNEHCALUS
bBetaxucTHH yckopaBa BecTHOYAAPHOTO Bb3CTAHOBABAHE CJie]] YHHIATEPAIHA HEBPEKTOMHUA TTPH
JKHBOTHH upe3 MoAcOpABaHE W MOANOMAraHe Ha UEHTPAJIHATA BeCTUOYNapHa KOMMEHCALMA,
TO3M edEKT, XapakTepHU3upalll ce ¢ TIOBHIIEHA peryauus Ha npepaboTBaHETO H OTAEIAHETO Ha
XHCTaMHMHa, ce Meauupa npe3 H3-peuentopen antaroHusbm. [lpu xopa, Bpemetro 3a
Bb3CTAHOBABAHE Cle/l BECTHOY/apHa HEBPEKTOMMA € CbLUO HaMaJIeHO, KOrato ce [Mpuiara
jieyeHHue ¢ DeTaxuCTHH.

¢ beraxycTHH npoMeHs BL30YAMMOCTTA HA HEBPOHHUTE BbB BECTHOYNapHUTE AApa
MseecTtHO €, de OE€TaxXHCTHH MMa J1030-3aBMCMM NOTHCKAaW| edekT BbpXY 00pa3yBaHETO Ha
HEBPOHATHH CNAMKOBE B NaTEPATHOTO H MEAHATHOTO BECTHOYapHH s/1pa.

DapMakOAHHAMWYHHWTE CBOWCTBA, KAKTO € MOKa3aHO NpPH >KHBOTHH, MOKE [a [ONPHUHECAT 34
TEPANESBTHYHATA 110132 HA OETaXHCTHH BbB BECTHOYIApHATAE CUCTEMA.

Knunuuna ediukacHocT ¥ 6€30NacHOCT

EbukacHOCTTa Ha OeTaxMCTHH € JeMOHCTpUpaHa B [POyYBAHWA TIPH NAUMEHTH C BecTHOYynapeH
CBETOBBPTEX H ¢ onect Ha Menuep ¢ nogobpeHue Ha TexecTTa Ha 3aD0OJIABAHETO W HaMa/lABaHe Ha

HECTOoTAaTa Ha CECTOBBLPTCKHH KPH3H.

8.2 PapMaKOKMHETHYHH CBOHCTBA

Abcopbuus
Cnen nepopalieH npueM OeTaXMCTHH AMXHAPOXIIOPUA ce abcopburpa JIECHO 1 NOUTH
YACTH HAa CTOMAIHHO-YpPEBHUA TpHI{T Cne,u abcopbuMaTa HAa AKTHBHOTO BEUIECT




ca MHOTO HHCKH. [lopaan ToBa papMakOKHMHETHUYHHTE AHANTW3M ce Da3upaT Ha u3MepBaHua Ha 2-PAA B
M/1a3MaTa U ypHHara.

B ycnoBus Ha XpaHeHe Cmax € NO-HHUCKO B CPaBHEHHE ¢ YCIAOBHATA HA MMaaHO. Bnhpeku ToBa,
ToTanHata abcopbuna Ha OETaXuCTHH € NoA0OHA Npu JBETE ChCTOAHMS, NMOKA3BAHKH, Y€ MPHEMbLT Ha
XpaHa caMo 3a0aes abcopbumaTa Ha OCTAXMCTHH.

Pasnpenenenue
[TpoLieHTHT HA DETAXHUCTUH, KOHTO ce CBbp3Ba ¢ Ma3zMeHUTE NPOTEUHH e nog 5%.

buorpanchopmalius

Cnen abcopbums, OeraxMcTHH OBLP30 H MOYTH HANbJAHO ce Merabonuzupa jao 2-PAA (koAato HAMma
(apMaKoJOrH4HA 2aKTHBHOCT).

Cnexn nepopalieH npHeM Ha OETaAXMCTHH MIa3MeEHHTEe (M YPHHHHTE) KOHUEHTpauyHHa 2-PAA pocturar
CBOA MAKCHMMYM | 4ac crien npyema v Cnajar ¢ MoJiy-KMBOT OT 0KOJ0 3,5 vaca.

EnuMuHHpaHe

2-PAA ce ekckpetupa Obp30 npes ypuHata. [Ipu aoza or 8 mg ao 48 mg okono 85% OT NMOCTBIIHIOTO
BELECTBO C€ YCTAHOBABA B ypHHaTa. ExcKpeliaTa Ha OeTaxucTHH npe3 OBOPELUHTE H U3NPaXKHEHUATE €
OT MaNKO 3HAYEHHME.

JIMHEHHOCT/HETMHEHHOCT

CrerneHTa Ha eNHMHMHHpAHE OCTaBa IOCTOAHHA 3a UeMMA ODXBAaT HA M3NOJA3BAHATA [03a OT & mg 20
48 mg, KoeTo MoKasBa, ue (apMakOKMHETHKATA Ha OeTaxMCTHH € JIMHEapHa M Ce Npeanojara, 4e
METAOOMTHTHHAT NBT HE CE€ HACHLIIA.

5.3 IIpeaKJHHHYHHE JAHHH 32 (e30nacHOCT

XPOHHYHA TOKCHYMHOCT

Habnwonapanu ca HexkenaHW peaklMd OT CTpaHAa Ha HEpPBHATA CHCTEMA IPW KydeTa W NaBHaHU cliell
MHTPaBEHO3HH 103K oKkono 4 Haa 120 mg/kg.

Macnessanua 3a XpoHHUHA NepopaiHa TOKCUYHOCT B NMPOABKEHHE HAa 18 Mecela npu N1bXose B 4034
oT 500 mg/kg 1 B npoabKeHHe Ha 6 Mecella MPU Ky4veTa B Aoza oT 25 mg/kg rnokassar, 4e OeTaxXMCTHH
ce noHacs A0ope, 63 HANUYHETO Ha OMpeaeneHa TOKCHYHOCT.

MyTareHeH ¥ KapuWHOreHeH noTeHuran

beTaxMCTHH HAMA MYTArcHeH NOTEHLHAN.
[Tpu 18-MeceuHo NpoyuBaHe 3a XPOHHYHA TOKCHYHOCT IIPH TIBXO0BE, OeTaxucTHH B £03a Ao 500 mg/kg

HE [TOKAa3a HHKAKEH JaHHH 3a KaHLUCPOreHEH HOTCHLHKAI.

PenpoayKTHBHA TOKCHYHOCT

EdexktiTe B Npoy4uBaHHATA 38 PENPOAYKTUBHA TOKCHHMHOCT Ca HaOMOJaBaHW CaMO MPH EKCNO3HLUHY,
CYMTAHH 32 AOCTATBYHO HAJABHIUABALIM MAKCHMAJHATA €KCMO3HLHE MpU XOpa, KOeTo MoKa3Ba Majlko
3HAYCHHE 34 KIIMHWYHATA yroTpeda.

6. OAPMAIEBTHYHH JIAHHH

6.1 CnuchK HA MOMOHIHHTE BelleCTBRA

MukpokpucTaliHa uenynosa

Maunuton (E421)

JINMOHEHa KHCETUHA, MOHOXHApAT
CHNHULUKER JHOKCHI, KOJOUAEH Oe3BOAEH
Tanx

L-LIHCTEUHOB XMAPOXJIOPHI MOHOXUAPAT
[Tporvnranat




6.2 HecbBMeCTUMOCTH

Henpunoxunmo

0.3 Cpok Ha rogHocT

3 rOAKHH.

6.4 CrnennaliHi yCJI0BHA 32 ChbXpaHeHHe

To3n nekapcTBEH NPOAYKT HE UBUCKBA CNEUUANTHH YCAOBHA Ha ChbXPAHCHHE.
6.5 BRI ¥ ¢bAbPKAHHE HA ONIAKOBKATA
beracepk 24 mg Tabnetku B PVC/PVDC 6aucrep u anymunueBo doauno, no 10, 20, 50, 60 n 100

TaOJIETKH B OAKOBKA.
He Bcu4ku onakosku Morar Aa ObJaT OyCHATH B nNpojaxoa.

6.6 CrnenuajHy npeanazii MepKH NPH H3IXBLPJISHE

HeunsnonspaHusat JACKAPCTBCH TIPOOAYKT HWJIH OTIIaAbYHHTC MAaTCPpHAJIH OT HCT'O TpHGBﬂ 2a CC U3XBDBDJIAT B
CBOTBCTCTBHC C MCCTHHTEC U3UCKBAHHKA.

7. IIPUTEKATEJI HA PAJPEHIEHHETO 3A YIIOTPEBA
Mainan EQOJ]

Odwuc crpaga ,,Cepavka opucH™

Oyn. CutHsakoro Ne 48, et. 7

1505 Codma, bearapus

8. HOMEP HA PA3PELHIEHHETO 3A YIIOTPEBA

PeructpauuoHeHn Homep: 20030511

9. JATA HA ITBPBO PABPEIIABAHE/IIOJHOBABAHE HA PAZPEHIEHHUETO 3A
YIIOTPEBA

Hata Ha bpBO pazpewapane: 21 o 2003 r.
Jlata Ha mocieaHo noadoessane: 19 anyapu 2009 r.

10, JATA HA AKTYAJIM3HUPAHE HA TEKCTA

0372026




