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1.  HMIME HA JEKAPCTBEHHS ITPOXYKT 6 X638

Hukurabe 1,5 mg dunmupanu TabneTkn
Nikitabs 1,5 mg film-coated tablets

2. KAYECTBEH U KOJTHYECTBEH ChCTAB
Besaka ¢unimupana TabneTka ceABpka 1,5 mg uurusmH (cytisine).

3a TBIHUA CIIUCHK HA TIOMOIIHHTE BEIIECTRA BIKTE Touka 6.1.

3. JIEKAPCTBEHA ®OPMA

Ounmupana TabieTka.
Kpbriy, spxo BUHEHOYEpBEHH, 683 MUPHC U BKYC JBOWHON3ITEKHAIH TabJIETKH, C TPAaBMpaH
3HaK ,,N” OT ¢JIHaTa CTpaHa.

4. KJIVMHWYHN JTAHHH
4.1 TepaneBTHYHHM NOKA3AHMA

Hukwurabc e okazad npyu Bb3PacTHH ¢ XPOHHYEH HUKOTUHU3EM (TakabH3bM) C 1€ IIOANoMaraHe
OTKa3BAHETO OT TIOTIOHOTYIIICHE.

4.2 [Io3HpoBKAa H HAYHMH HA NPHJI0KEHHE

Eoznpomca

BnipacTau

Ipwrara ce mo cnefHaTa cxeMa:

or 1 10 3 nen — 1 TabneTka Ha 2 Jaca (6 TabneTku qHERHO). B Te3w THU ce o9aKBa MOCTEICHHO
HaMmassiBaHe Opos Ha M3ITYINCHUTE [Urapyi. AKO pe3yNTaThT € HE3aI0BOJIMTENCH, JICUCHHETO Ce
TpeyCTaHOBSBA U crie]] 2-3 Mecelja MOXe J1a 3allovHe OTHOBO. B cinydail Ha 1o06po mosnmsiBane
JIEYCHUETO TIPOIBIPKABA [0 CIIETHATA CXEMa:

ot 4 1o 12 gen — 1 TabGneTka Ha 2,5 gaca (5 TabNeTKH THEBHO);
ot 13 no 16 gen — 1 Tabnetka Ha 3 daca (4 TabneTku JHEBHO);
ot 17 no 20 gen — 1 TabrmeTka Ha 5 gaca (3 TabeTkKH THEBHO);
ot 21 mo 25 geH — 1-2 TabneTKH AHEBHO.

MeanaTpuyna nonyaanus A NAHEHTH HAX 65 roqnHu

BesomacHocTTa U eukacHocTTa Ha HukuraGe mpy Actia U IoHOmH rox 1 8-roaniiHa BE3pacT U npu
TIAIAEHTH Hafl 65-roAMIIHa Bb3pacT BCe OIE HE € YCTaHOBEHA.




Haunn Ha npunoxkenne

Tabnetkute TPA6Ba Na ce MpHIIArar ey ¢ JOCTATEYHO KOIHYECTBO TEYHOCT.

OkoHYaTeTHOTO TIpeKpaTABaHe Ha ITyIIEHETO TPSAOBa JIa CTaHe KBbM IIeTHs JeH 0T 3arovBaHe Ha
neuenuero. Criel NPUKIOYBaHe HA TeucOHUs KypC IAMEHTHT TPAOBa [ MPOsBH BOJLA U A3 HE CH
TI03B0JI1BA H3MyIIBaHe HAa HUTO €Ha [Urapa.

4.3 IlporHBomokazanua

— CBPBXYYBCTBHTEIHOCT KbM aKTHBHOTO WIM HAKOE OT IIOMOIIHATE BELIECTBA, M3GPOEHH B T.
6.1;

—  ChpHe4Ha apUTMMUS,

— HacCKopo IpeKapaH 1epe0poBacKyiapeH HHIMIEHT;

—  aTepoCKIepo3a;

— TeXKa apTepHATHA XHIICPTOHH,

— OpeMeHOCT ¥ Ieprol Ha KhpMeHe.

4.4 CnennaaHu NpegynpesKAeHHs U MPeANA3HA MePKH NPH ynoTpe6a

LutusnH TpsaOsa fa ce Ha3HAYaBa CaMo KOTATO MALMEHTHT UMa CEPUO3HO HaMepeHHe /1a Ce OTKaKe
OT THOTIOHOIMYIIEHE, JIEYEHHETO ¢ HEero M NPOIbKaBaHe Ha IIYIUEHETO MOKE 12 JOBEME 10
3aCHIIBaHe Ha HEXXENaHUTE cheKTH Ha HUKOTHHA (HUKOTHHOBA MHTOKCHKALIVS).

HsiMa noctarsyen KITMHAYEH OIUT OT NPHIOKEHUETO HA HMTH3HH IPH MALMEHTH C MCXEMHYHA
GoJtecT Ha CHpIETO, CHPCTHA HEIOCTATHUYHOCT, apTEPUAITHA XUIIEPTOHHMSA, MOSBIHOCHIOBH
3abonsiBanys, 06IMTEPUpAIIY apTepHATHH 3a00IBaHKs, XMIIEPTHPEOUIM3HM, TIENITHIHA 384,
nuabert, 650pedHa HWIK YepHOIPOGHA HEJOCTATEYHOCT. YIoTpe6ara Ha MTH3HH NIPH Te3H GONHH
Tpsi0Ba J1a CTaBa Ciie]] BHUMATEITHA PEEHKa 0T JIEKyBaIIysA JIeKap.

Tlopajy nunca Ha IpoyvBaHKA 32 GE301IaCHOCTTA Ha IPOIYKTA [IPH NAIMEHTH C HIKOH (JOPMM Ha
MH30¢peHNs, TIAIMEHTH ¢ XpoMadUHHM TyMODPH Ha HaAGBOpeYHaTa KIIe3a U racTpoesodarearsa
pedykcHa Sonect, yrorpebara My IpH TAX TpsiOBa Ia cTaBa crie] BHUMATEHa pereHKa Ha
CHOHOIIEHHETO TI0M3a/PHCK.

HsaMa moctaTsueH KITMHUYEH OMUAT 33 6e30TIaCHOTO NPIICKEHUE Ha UATU3KH IIpH Jera oy 18
TOJIVHM U BB3PACTHH Hall 65 OIMHM, Topagy KOETo He c¢ IPENophyBa ynoTpe6aTa My IIPH Te3H
BE3PacTOBH TPYTIH.

4.5 BsammojeiicTBHe ¢ APYTH JIEKAPCTBEHH NPOIYKTH W JAPYrd GOpPMH Ha B3anMoaelicTRHE
IIpu TroTIOHOMyIIEHE ce HabmoiaBa noBHIIeHa akTuBHOCT Ha CYP1A2. Crient crivpaHe Ha
TIOTIOHOIIYIIEHETO aKTUBHOCTTA HA TO3H M30€H3NM MOXKe Ia O6bjie HamaJieHa, KOETO Ja IIpeAn3BHKa
NOBUIIABAHE Ha IUTa3MEHUTE KOHIIEHTPALMY Ha JIEKAPCTBEHH TIPONYKTH, KOUTO c¢ METaG0In3npar
or CYP1A2, xaro HanpuMep Teo(MITHH, POIMHKIPOI, KIO3aMMH ¥ ONIaH3aNuH. B Te3u ciyyan Morat
71a Ce 3aCHIIAT HeXENAHUTE UM e)eKTH, Thil KaTo Te3U JIEKapCTBa UMAT MajIKa TepaleBTHIHA
HIMpHHA.

Ipu eIHOBPEMEHHO NPHIIOMKCHHE Ha LUTH3HMH C XOJTMHOMHEMETHULIM, BKITIOUUTETHO
aHTHXOJIMHECTEPA3HH JIEKAPCTBEHH TPOAYKTH € BE3MOMKHO YCH/IBAHE Ha XOJHHOMHMETHIHHTE
HEKeTIaHU JIeKapCTBEHN PeaKIHH.

EnHOBpeMeHHOTO NpHIIOXEHAE ¢ AHTUXANEPIMIIHIEMITIHA JIEKAPCTBEHH TIPOAYKTH (CTATHHM)
MOBHUIIABA PHCKA OT I05IBA HA MHAIITHS.

EnHOBpEMEHHOTO NIPUII0XKEHHE Ha LIUTH3NH C AHTUXHMIIEPTEHIUBHH JIEKAPCTBEHHN TIPOIYKTH

.
— N
Zia TIOHIKH TCPANEBTUIHNA UM e(eKT. /W /75{:4

4.6 DepTHanTET, GPeMEHHOCT M KbpMEHE




HHTHSI/IH HE Cce ITpHUIara 1o BpeMe Ha 6pCMeHHOCT | B [I€pHOa Ha KbpMEHC.

4.7 EdekTn BHPXY CIIOCOOHOCTTA 32 ioHpPaHe H padoTa C MAIMHH
Huxurabce ne moBnmsaBa criocobHOCTTA 3a modupade U paboTa ¢ MallMHA.

4.8 Hexenann JIeKapCTBEHH PeaKIAH

O60o61menne Ha nmpoduia Ha 6esonacHoCT

IposeNeHNTE KIMHUYHHU IPOYIBAHUSA U TIOCTMAPKETHHTOROTO HabIIONEHHE TOKa3BaT Ho0pa
TONEPAHTHOCT KBM NTpoykTa. HabmonaBaHiTe HexXeaH! peakiuH ca JIeKH jio ymeperH. [losedeTo
OT TSIX C€ OABABAT B HAYAIIOTO Ha JIEUEHHETO W W3Ue3BaT B X0Ja Ha nedeHueTo. Hali-uecTo Te ca
CBBP3aHU ¢ OTKA3BaHe 0T TIOTIOHOIYIIEHETO U Ce TIPOABARAT Che 3aMaiiBaHe, raBoboie 1
Oe3crHueE.

Toil kKaTo UUTH3KWH UMa CTPYKTYpa, MoTo0HA Ha HUKOTHHOBATA CTPYKTYpPa U € YaCTHYEH aroucT Ha
HUKOTMHOBHTE ALIETHIIXOMHOBHA PELIENTOPH, BB3MOXKHNTE (apMaKoAWHAMHYHYA HEXeTaH ePeKTH
Ce MPOABABAT NIPSOVMHO KaT0 HHUKOTUHOBH e(eKTH.

B wecT nnane6o-KOHTPOIHpaHA KTMHUYHKE H3nuTBaHua (N=2844) 1389 nanuenTH ca moiryquin
urrznd. Haif-gecTo ch00UIaBaHrTe HEXENaHH peaklliK B IPYIAaTa Ha [OTy4YaBali LIMTU3UH Ca OT
CTpaHa Ha CTOMAITHO-UPEBHATA CHCTEMa — O0JIKa B rOpHaTa 4acT Ha KopeMa, rajieHe, TUCTICTICHS,
CyXOTa B YCTaTa, IOBPBINAHE, 3aMek W quapusi. HapylleHus Ha HepBHATA CUCTEMA
NICHXHATPHYHUTE HAPYILIEHHS CBLIO ca OWIM YeCTo cpellaHy, Hai-1ecTo rasobonue 1
CBETOBBPTEX, KAKTO U CHHAHBOCT U Ge3chbHMe. CTaTHCTMYECKUAT aHams3 obave He MOKa3Ba
3HAYMMA Pa3JifKa B HEKCITAHUTE JIEKApCTBEHN PEaKIMH IIPY HEPBHATA CHCTEMa MEXIy TDYTIHTE Ha
IMTU3WH U ianedo (p = 0.12).

TabJiMyeH CUHCHLK HA HeXKeJIAHHTE PeaKIina

Hesxenaaute peaknyy ca u36poeHn B choTBeTcTBHE ¢ MedDRA cucTeMo-opraHHa KijacHpHKalys 1
TI0 9ecToTa. KaTeropuure 9ecToTy ce OMpeeNaT Karo: MHoro decth (>1/10), uectn (>1/100 1o
<1/10), megectu (>1/1 000 mo <1/100), pexxu (>1/10 000 go <1/1000), muoro peaxm (<1/10 000),
HEW3BECTHA YecToTa (OT HATHYHHUTE JaHHH He Moe Ja Ob/e HallpaBeHa OLICHKA).

Cucrema opran- | MHoro Yectn Heuectn Penxn MHuoro C HeH3BeCTHA
KJac qecTH penxn qecToTa
Cupaeunn Taxwkapaus
HAPYUWIeHHs [Manmuranui
Coaosn Jleko
HApYILIEHUS MOBHILIEHUE Ha
apTEpUATTHOTO
HAJIATaHE

Hapymennst Ha I'maBoGonue* | Bescraue* ITopnmeHa
HEpPBHATAa 3amaitBane* | ChHIMBOCT® pa3na3HUTEHOCT
cHCTEMa
PecnmpaTtopun, Jucriaes
TPBAHU H
MeHACTHHAIHH
HApYIIeHus!
CromamHo- Bosnka B Koucrunanmsa* IIpoMeHH BBEB
YpeBHH ropHara 9act | Jmapus* BKyca U aleTHTa
HAPYIIEHHH Ha kopema* | IloBpbImane® Kopemuu 6onkn

T'agene*

Cyxota B

ycrara*

Jucnencus*
Hapymenun Ha
MYCKYJIHO-




CKeJIETHATA
CHCTEMA N
ChCAHHHNTEIHATA
ThKaH

Hapymennst na Xumnepxumaposa
MeTaboau3mMa u OtcnaGaHe
XpaHeHeTo

Hapymenns n Bosku B rpeHES
edexTH H Kol
MSICTOTO Ha

TPHJIOKEHHETO

*UecTOTATa € H3UHC/IEHA B3 OCHOBA Ha JaHHH OT IIECT PAaHAOMU3WPAHN KIMHUIHHU ITPOYYBaAHWA.

CrnoOlarane Ha 1I0/103UPAHN HEKEIAHN PEaKLIAM

Cro0lIaBaHeTO Ha NOZO3MPaHN HEXKENaHH PeakivH CJie]] paspeluaBade 3a yrnorpeba Ha
JIEKApCTBEHHA NPOIYKT € BaxkHO. TORa TTO3BOJISBA 1a TPOABIDKN HAOMIOACHUETO HA
CBHOTHOILEHHETO IMOJI33/PUCK 32 NIeKApPCTBeHUs POy KT. OT MEAMITHHCKHTE CHEHAINCTH CE
H3HCKBA Ja choOIIaBaT BCsKA TIOJO3MPaHa HeJKenaHa peakilus upes:

HsnearuTenna arenuws no nekapcteata (MAJD)

yiL ,,Jdamsana T'pyes Ne§

1303 rp. Codma

Ten.: +359 2 890 34 17

yebcaiT: www.bda.bg

4.9 IlIpexosupane
CuMnTomu: rajeHe, IOEpHIIAHE, H3MOTABAaHE, TPEMOP, HAPYIIEHO 3peHuE, 06ma cnabocr,
TaXUKapAwsi, KIOHWYHA THPUOBE, MApain3a Ha JUIIAHETO.

Jledenne: cToManIHa IPOMHUBKA, aKO HMALNUCHTET ¢ B Ch3HAHHE, HH(Y3HOHHO JICYEHHE C
BOJHOCOJIEBH PA3TBOPH. JICUEHHETO € CHMITTOMATHIHO, KaTO Ce M3IOJI3BAT JIEKapCTBEHH CPENCTRA,
KOMTO TIOBJTHIBAT FPUOBETE, MUXATETHUTE U CHPAeYHO-CHIJOBUTE HApyIneHus. MOHUTOPHpAT Cce
JVIXaTEeNHUTE U ChPAETHO-CHIOBUTE (PyHKITUH.

5. ®APMAKOJIOTHYHH CBOWCTBA
5.1 dapmakoguHAMHYHN CBOHCTBA

QapmakoTepaneBTHYHA Tpyna: JlexapcTsa, H3NON3BAHM NIPH HAKOTHHOBA 3aBHCHMOCT.
ATC xoju: NO7TBAO4

MexaHN3EM Ha JeHCTBHe

IfptusHH e ankamoun, m3omupan ot pactennero Cytisus Laburnum.

Herosara xmmugecka CTpykTypa € ogo0Ha Ha HUKOTHH U J1o6enuH. Toil ce cBhp3Ba CENEKTHBHO 1
KOHKYPEHTHO C PELIETITOPUTE M MPUTEXKABA JACTUIHA ATOHUCTHYHA aKTHBHOCT 110 OTHOIIEHNE Ha
HUKOTHHOBHUTE aLIETIIXOIMHOBH PELIETITOPH Y 110 CIICIIMAITHO, BUCOKHS A MHUTET KBM TIOITHII
a4p2. Ilo To3u HAYVMH NPENOTBPATABA CBBP3BAHETO HA HUKOTHH C 04P2 pelientopyTe U HEroBara
cocoOHOCT Upe3 aKTHBHpAHE Ha TE3W PELENITOPH 33 CTUMY/IHpAHE Ha HEHTPAIIHATA ME30MMOMIHA
IOTIAMHUHOBA CHCTEMa, CBEP3aHa ¢ MEXaHM3MUTE Ha HUIKOTHHOBATA 3aBHCHMOCT.

DapMakoIMHAMUYHA edekTH

ﬁO
B peaynTat Ha TO3M e()EeKT CHMITTOMHTE Ha HUKOTHHOBATA 3ABHCHMOCT HOCTEMEHHO H q@ﬁi‘?‘ ./7,¢ /(:ﬁ)
u3ue3sar. Jpyru apMakoqMHaMIIHY CBOMCTBA HA IMTH3HH: BE30YIK/IA MAHTINHTE S
BETeTAaTUBHATA HEPBHA CHCTEMa, BE30YKIa IUIiaHeTo upe3 peduiekc, mpeau3BUKBa
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ocBo60X/1aBaBaHe Ha adpEHATHH OT aJpeHATHATa MENy/a, TORHIIARA apTepUaTHOTO HaJIATAHE.
Kirrvuna ehrkacHOCT M 6e30MacHoCT
[TuTH3nH I0Ka3Ba MHOTO [O-HHUCKA TOKCHYHOCT OT HUKOTHH.

52 dapmakoxkuHeTHUHH CBOICTBa
(DapMakOKWHETUYHHUTE TIapaMETPH Ha [IATH3MH ca U3CIEIBAHU BEPXY 36 37paBH H0GPOBOILIH ClIE]
NIEpOpaTHO NPHIOKEHUE B eQWHMYHA 1034 oT 1,5 mg (eaHa dunmmpana tabnerka Hukwura6e).

AG6copbuus
Lutnsun ce abcop6upa 6BP30 B CTOMALIHO-YPEBHUS TPAKT ClieJ] NEPOPATHO NPHUIIOKCHHE.

MakcumanHaTa IiasMeHa KOHIEHTpanws ot 15,55 ng/ml ce nocrtura 3a 0,92 waca.

Paznpenenenue
Hsima manHm 32 o6eMa Ha pasrpeliesieHHe TIpH Xopa.

1Ipy MUIIKH, BUCOKHM KOHLIEHTPALWMH Ha LIUTH3MH Cle/l IEPOPAITHO M HHTPABEHO3HO NPHIIOAKEHHE Ce
YCTAaHOBABAT B UepHus 1pob, 6s6penure n HanOLOpeunara skneza. OGeMbT Ha pasnpenernenue (Vd)
TIpH 3aii11 Clie IEPOPAIHO M MHTPABEHO3HO MPUIOXeHHe e ChoTBeTHO 6,2 1/kg u 1,02 kg,

buroTtpancdopmalius v eTHMUHKMpPAHE

IytusmHET HE ce MeTabonr3upa B Opranu3ma.

Ho 64% ot npunoxenara 103a ce ekckperupa Ge3 IpoMsiHa B ypHHATA B paMKHTe Ha 24 uaca.
EnvMMUHAIMOHHUAT TOMYXMBOT € 0kono 4 daca, CpeqHOTO BpeMe Ha 3apbpxanc (MRT) Ha HUTH3HH
B OPraHU3Ma € NPUONM3UTENHO WECT 9aca.

5.3 TMpesxkaaHuYHy NaHHH 3a GezomacHoCT

IpenxnuniHYTE JaHHN He MIOKA3BaT CIeHU(HUIHN PACKOBE 32 XOPaTa Bb3 0CHOBA HA
KOHBEHLIMOHAIHHUTE (papMaKoIOTMIHY H3IIUTBaHMs 32 Ge30MaCHOCT, TOKCHIHOCT NIPH MHOTOKpPATHO
TPIIAraHe, TCHOTOKCHIHOCT, KaHICPOTCHEH IIOTEHIHAN H PETIPOYKTHBHA TOKCHIHOCT H Pa3sBHTHE,

6. DAPMAIEBTHUYHU JAHHH

6.1 CnnuchbK Ha HOMOLIHHTE BelIecTBa

Aopo na mabnemxama.
Kamues xunporeadocdar

Mukpokpucransa temysosa pH 102
Kpockapmernoza HaTpmii

CuiiipeB JIMOKCHUIT, KOJIOMAEH Ge3BONEH
Marnesnes creapar

Cwemas na huimogomo noxpumue na mabnemxama:

- Film coating material No:12 (Sepifilm LP 007): Xunpokcunporun Metimuenynosa (E 464);
MuxpoxpucTansa uemynosa (E 460); Creapunosa xucenvna (E 570)

- Candurin sipko uepsen (Kanmes amymunnes cumukar (E 555) u Ueppen xenesen okcny (E172))

6.2 HecnBMecTHMOCTH
Henpunoxumo
6.3 Cpok Ha rogHoct

2 roauHA




6.4 CrenuaJHy YCJOBHA HAa ChXPaHeHHe
Be3 cnenuanHy yCIOBUA Ha CHXPaHEHHE,
6.5 Buau cbaABpPKAHEE HA ONTIAKOBKATA

TTo 20 ¢punmmupanu TabneTku B Giunctep or PVC/PE/PVDC/ALI donwo.
Ilo net GnucTepa B KAPTOHEHA KYTHs, 32€HO C JMCTOBKATA.

6.6 CreuHajJHH MpeANa3Hu MepKH NPH M3XBLPJAsIHe <u paboTa>

HsaMa crienuarnan W3HCKBaHHA

7. TPHTEXATEJ HA PASPEHIEHHETO 3A YIIOTPEBA

HOBEJI ®APMA EOOJ{

oy “Brrapus’” Ne 109

Codus 1404, benrapus

8. HOMEP(A) HA PA3ZPEIHIEHHUETO 3A YIIOTPEBA

Per. Ne 20240289

9. JIATA HA ITBPBO PASPEINABAHE/MIOAHOBSIBAHE HA PASPEIIEHHETO 3A

YIIOTPEBA

Jata Ha mepBo paspemanane: 22.10.2024

10. JATA HA AKTYAJIH3UPAHE HA TEKCTA

01/2025
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