KPATKA XAPAKTEPUCTUKA BATIPOOYKTA
NICORETTE®Mint 2 mg medicated chewing gum

1. TLProBcKO HAaUMeEHOBaHUE Ra NeKapcTBeHNS APORYKT

NICORETTE® Mint MUHKCTERCTBO HA 3RPAGEONASHARETO

TIpRAGHEKLE oM
HUKOPET® MuHT paspewshite saynorpebat I 4T 1 03 - 0604

2. KonuuyecTBeH U KaUeCTBEH ChLCTaR /V;l[ /o? //_ 96’ “03) M}%/

EnHa AbBKa ChbAbPXa KaTo FEKapPCTBEHO BELLECTBO KOMIIEKC Ha hicotine cbe cmona 20% 10
mg, eKkBuBaneHTeH Ha 2 mg nicotine.

3a NoMOoLHNTE BeltecTsa BX. 6.1,
3. ltekapcTBeHa chopmMa

JleuebHa obBKa.

BexxoBu KeaapaTH ABBKN ¢ paamepn okoro 14 X 14 x 5 mm.
4. KNVMHWYHU DAHHU
4.1 lNokaszaHunsa

Wanonssa ce 3a neveHne Ha HWKOTWHOBATE 3aBMCUMMOCT Ypes HamanasaHe Ha HUKOTMHOBWA
man 1 obnekyeBaHe Ha CUMNTOMMTE Ha OTHEeMaHe, KaTo Mo To3u Ha4duH YnecHsBa
MpPeycTaHoBABaReTo Ha THTIOHOYIUeHeTO Npu Nyttaydl, pelueHW Aa ce OTKaMaT.

4.2 RoaupaHe 1 HAYMH Ha NpUNoXeHUe
Lleua u roHOWL

Ouekata Nicorette® Mint He cnensa na ce npunara npy geua nog 18 ropuin 6e3 npenopbKa
ot nekap. ONUTLT OT NEYEHUETO NPV Ta3n BL3PacToBa rpyna e orpaHnyeH.

Brapacmnu u nayuenmu 6 HarjpedHana eb3pacm

WanonsealiTe gnBKaTa BUHarK, Korato UMAarte xenanne ga sanylmre. IbpBoHavan4dara gosa
TpsbBa Oa ce ajanTvpa WHAMBUEOYANHO Cropes HUKOTUHOBATa 3aBUCWMOCT Ha KOHKPETHUS
nauveHtT. OBukHoBeHO OFT 8 Ao 12 SbBKM FHEBHO (OT CLOTBETHOTO KOMWYECTBO Ha
JNIEKAPCTBEHOTO BELWECTBO — 2 myg Uy 4 mg) ca poctarbyHn. [lywady ¢ HUCKa cTefeH Ha
sasmeumoct (FTND < 6 wnu no-manko ot 20 uurapw/ gHesHo) By TpsGeano [a sanoyHar ¢
Nicorette® 2 mg, a nyluaum ¢ BUCOKa CTEMEH Ha 3aBUCUMOCT criegsa ga aanouHar ¢ Nicorette®

4 mg. He TpaGea ga ce npesnllaBa AHEBHa J03a OT 24 ALBKY.

lMepBOHa4anHaTa A03VpPOBKa ce npuema Hai-manko 3 meceua. Crnepn ToBa e npeMuHasa
KbM MOCTEeneHHo HamanasaHe. [levenneTo TpAbBa ga ce npeycTaHoBKW, KOoraTto posarta
pocturie 1-2 gbBKkM gHeBHO. [lpl BHE3anHO HACTRIWNG JKEfaHue 3a TIOTIOHOMYIUEHS,

uanosseaiTe pe3epBHK OHBKIA.

O6rKHOBEHO He ce fpenopbdBa pepoBHa ynotpeba Ha ObBkata Hag 12 meceua. Hakow
BUBLUM Mywauy MOoraT Aa ce Hyxkaast OT No-AbIro fevyeHue, 3a ga ce ksberse Hoso
TIOTIOHOMYLUEHE.

YcnettHOTo fieveHne ce NognoMara oT CbEETI W MopanHa nogkpena.

4.3 lNMpoTuBONOKasakns




KPATKA XAPAKTEPUCTUKA HA NMPOAYKTA
NICORETTE Mint 2 mg medicated chewing gum

CBPBLXUYBCTBUTEMHOCT KbM HMKOTUHA WIK HAKOM OT KOMMOHEHTWTE Ha gbBkata. Hackopo
npekapaH muokapaeH whdapkT (B pamkuTe Ha 3 meceua). Hecrabunta nnu akuenepupaa
cTeHokapans. AHriHa Ha Prinzmetal. Texiu putoMHY Hapytierna. VIHCYNT B 0CThp CTaguit.

4.4 Crieumasiiy RPOTUBONOKA3aHUA U Crieluanky npepynpexpeHnst 3a ynorpeba

Ha nywaun cbe 360HM npoTean MoXe Aa UM € TpyaHo Oa gvByar Nicorette® Mint. Abexara
MOXE [a 3aMnenHe 3a NpoTesuTe N B pefiky criydyan ga ru noBpegu.

Nuekata Nicorette® Mint Tpsbsa na ce wanonssa NPESANA3NUBO NPU NaLMEHTU C TEXKU
cbhbpagUHO-cbAoBK 3abonABaHuMs (Hanp. OknysveHa nepudepHa aptepuanda 6ornecr,
MO3BMHO-ChA0Ba BonecT, cTabunHa cTeHoKapaus W SEeKOMMEHCUPHa 3acToiiHa chpaeyHa
HE[OCTATLYHOCT), Ba3oCcnasdbmM, HEKOHTPONUPaHa XUMepPToHNs, TEXKo/yMepeHo YepHoapobHo
yBpeXaaHe, Texko 6L0peuH0 yBpexaaHe, akTMBHA cToMalllHa ik AyofeHarnHa sssa. Pucket
OT 3aMecTUTenHaTa HUKOTMHOBRa Tepanusl TpabBa pa ¢e CobhocTasM G puUcka oT
NpoabibKaBaHe Ha TIOTIOHOMYLIEHETO.

Nicotine, kato npu 3samecTuTenHa TepanuWs Taka W npy THOTIOHONYyWeHe, BoAW RO
oceofoXOaBaHe Ha KaTtexonamuHu oT HaabvbpeyHaTa megyna. CrneposaTenHo, AbBKaTta
Nicorette® Mint Tpsea fa ce mpurniara BHAMATENHO APU MALMEHTH C XUNEPTVIPEONANSBM U
heoXpPOMOLMTOM.

Mipy naumeHT™M Cbe 3axapeH AuabeT BePOATHO LWe ca HEOBXOAUMI NO-HUCKN 003U UHCYIUH B
PE3YNTaT Ha OTKa3BaHETo OT TIOTIOHOMYyIEHE.

BL3MOXHO & A2 BbaHUKHe TpaHchepupaHa HUKOTMHOBa 3aBUCMMOCT, HO yrioTpebarta Ha uncT
HUKOTWH € MO-ManKo BpegHa oT ynotpebara Ha TIOTIOH.

4.5 llekapcTBEHN M APYTY B2aUMOLEHCTBUS

fywexneTo (HO HE W HUKOTUHBLT) Ce CBBp3Ba C yBenuudeHa axTueHocT Ha CYP1A2. Crep
npeycTaHoBsiBaHe Ha TIOTIOHONYLLEHETO MOXE Aa Ce HaMmanw KNMpPbHCHLT Ha cybcTpatute Ha
TO3W eH3um. ToBa MOXe Aa AoBefe OO0 YBeNUYEHW MNa3MeHu HMBa Ha HAKOW reKapcTBeHU
NPoayKTN G MNOTEHUWASTHO KMMHWYHO 3HAYeHME NpK IeKkapcTBa € Masika TepanesThudHa
wmpuHa, Hanpumep theophylline, tacrine v clozapine.

fnasMebuTe KOHUEHTpaLMW Ha SPYri fekapcTsa, YacTuyHo meTtabormanpann ot CYP1AZ,
Hanp. imipramine, olanzapine, clomipramine u fluvoxamine CLLUO MOratT na ce YBENuYaT npy
NpeycTaHoBsABaKe Ha TIOTICHOMYLLEHETO, BLIPEKY Y& NMUNCBaT AaHHM B fofKpena Ha ropHata
Te3a U KIMUHUYHOTO 3HadeHne Ha To3n edekT e He3BEeCTHO.

Orpannyeny gaHen covaTt, ve metabonuameT Ha flecainide u pentazocine Moxe Cblio A2
ObAe UHAYLMPaH OT TIOTIOHOMYLLEHE.

4.6 bpeMeHHOCT ¥ KbpMEHe

HukoTUHBT gocTura Ao nnoja u NoBnusBa AUXaTerHuTe ABWXEHUSA W KpBBOOOPBLILSHUETO.
EdekrsT BpXy KpbBOOGPBILEHUETO € [10303aBMcm. HUKOTUHBT npemMuHasa ceoboHO U B
MalUMHOTO MISIKO B KOMWUECTBO, KOETO MOXe Aa noenusic Ha OebeTto gopu U fipu
TEpanesTuUHuTE A03K.

CrienosaTtendo, GpeMeHHN M KbpMadky, KOUWTO MyWaT, Morat ga W3nonssat HUKOTUHOBa
AbBKa CaMo Criefi KoHcynTauus ¢ nekap. [TylleHeTo MoXe CepuosHo Aa yBpefi-Anoga u
B6ebeTo 1 TpsbBa Oa ce npeycTaHoBW 6ea NomoLiTa Ha KakBUTO U fa e SEMGCTBELLLM HMKOTMHa
nekapctBa. PuckoeeTe 3a AeTeTo OT ynotpebara Ha HWKOTUHOBE ,D,‘bBKa HE .Ca Hanano
N3SICHEHN. T LT
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4.7 Edhektn BBpXY cnocoBrocTTa 3a wothupaHe v paborta ¢ Mamm-zp S . coL




KPATKA XAPAKTEPUCTUKA HA TMPOOYKTA
NICORETTE®Mint 2 mg medicated chewing gum

fleyebuaTa guexa Nicorette® Mint 2 mg HAMa UMK ¥Ma HE3HAYNTEIHO BL3AEACTBME BBPXY
¢cnocobHOCTTA 3a WodkpaHe 1 paboTta ¢ MaLLHN.

4.8 HexxesiaHu riekapCcTBEHMW peakLiy

Lnekara Nicorette® Mint Moxe fna UMa HeXernaHu peakuyn, nogoGHN Ha Tean HabmogasaHn
npy NpYeM Ha HUKOTUH Nog apyrv coopmi. Te ca rMaeHo A030-33BUCUMY,

[MoBeYyeTo OT HeXenaHuTe peakuuy, cbobLEeHN OT NAUNEHTUTE, ce MORBABAT NPe3 NbPBUTE
3-4 cegmuLM OT HAYar0TO Ha fIeYeHUETO.

Hakon cumnTomy, HanpuMep 3amMasiHoCT, rnasobonue n 6esckHue, BEPOSTHO Ca BLE BPEL3Ka
CbC CMMNOTOMWTE Ha OTHeMaHe M[ApA 0TKa3BaHE€ OT THOTHOHOMYLUSHES. Cnepn oTkaseaHe oT
TIOTIOHOMYLUEHE MOXEe Aa ce Habmogasa MOBMILUEHa YecToTa Ha nosba Ha acb‘rm B YyCTHaTa
KYXWHa. r[leL!lleaTa He € ACHA.

,[],'bBKaTa MONE Oa 3anenHe 3a UBKyCTBEHNTE NPOoTE3N W B pelKN cry4an ga ri nospegun.

Muoro yectu (>1/10), uectu (>1/100, <1/10), Hevectn (>1/1 000, <1/100), peaxu (>1/10 000,
<1/1 000), MmHoro pegku, BKIOUMTENHO naorvpadu criyyau (<1/10 000).

Cmywienns s LIHC: UecTu: Buene Ha ceaT, rmascbonve
CbpaeuHn HapylueHns: Heuectu: Tlannutauum

Pegku: OBbpaTUMo NPeaCcEPLHO MEXIOEHE
["acTpo-UHTECTUHANHN Yectu: CromaluHo-4pereH AnckoM@opT, XbALaHe,
HapyLeHus: rageHe, noepbllaHe
Koxa 1 NogKoXHN ThKaHu: Heuectu: Eputema, ypTukapus
Q01N HapylueHns 1 Uectu: Bb3naneHa ycTHa KyxXuHa Wiu Mepiio, MYCKYNMHo-
MPOMEHM B YCTHaTa KyXuHa: CTaBHa Bosika B 4eniocTTa

Pepku: Aneprnyrn peakumi, KaTo Hanp. aHrimoenem

4.9 [pegosupane

Cepuxyriotpebara Ha hicotine kakTo npk 3aMecTUTENHA Teparua Taka K Npu TIOTIOHONYLeHe
MOXe [a HPUYMHU CUMNTOMM Ha fipeAosupaHe. PUCKLT OT oTpassHe B pesynTar Ha
narnbLaHe Ha ALBKATaE € MHOrQ Mariek, Thi Kato abcopbuusata 6e3 gbeueHe e cnaba u
HEMbIHA.

CUMATOMUTE Ha MpenosnpaHe ca ChUIMTE, KaKTO NpY OCTPO HWKOTMHOBC OTpassiHe W
BKIHOMBAT rageHe, canuBauus, kopemHa Gonka, pAuapus, noteHe, rmascBonve, BueHe Ha
CBSAT, HApYLIEHWs B CMyXa 1 cunHa oTnagHanocT. [1py BUCOKK 403U Ta3W CUMMTOMETUKE MOXe
Aa Bbe nocrieaBaHa OT XUAOTOHWUSA, CNab 1 HepUTMMYEH MYNC, 3aTPYSHEHUA B QULIAHETO,
[POCTPaLMS, LMPKYNaTopeH Komnarnc 1 reHepanvaMpaHy rpyoee.

[loan nicotine, KoUTo ce noHacs AoGpe oT BL3PaCTHY NyLwaqyn No BpeMe Ha NevyeHeTo, MoXe
[a QOBEJAT 40 TEXKM CUMNTOMUW Ha OTpaBsHe Npu Marikv geua, gopu ¢ yatanHu nocneguun.

Jleuexue Ha npedosuparemo

MpuemaHeTo Ha nicotine TpsGeBa ga ce cnpe He3abaBHO W MALUMEHTBLT ga Ce Nekysa
CUMITOMaTWYHO. AKTUBHWUST BBITIEH HawmansBa racTpo-MHTeCTMHanHata abcopbums Ha
nicotine.

5. @apMaKkonoruyH gaHH!

5.1 dapmakofHaMUuHN CBOMCTES




KPATKA XAPAKTEPVCTUWKA HA MPOAYKTA
NICORETTE®Mint 2 mg medicated chewing gum

ATC xop: NO7BAO1.

BHE3anHoTO  OTKazBaHe OT TOTIOHCBABMKALWW MAPOSYKTM  cfed  npefllecTtsaila
npogbmxuTErnHa yrnoTpeba BoAM [0 XapaKTepeH CUHAPOM Ha OTHEMAaHe, KOWTO BKMio4vea
JYETUPKM WMMW roBeYe cumnToma: AucdopudHO MNM GenpecuBHO HacrpogHue, GeschbHue,
pasgpashuTendoct, ©Gescunme wnu rHAB, OE3NOKOMCTBO, TpyAHa  KOHUEHTpauns,
HECMOKONCTBYE WM HETLPNENMBOCT, HaMalieHa ChpledYHa 4YecToTa, YBenuyeH anetut u
HappasaHe Ha Terno. HUKOTUHOBMAT rnaj, KOMTO Ce cuMTa CbLUO 33 KIMHWYEHO CBbp3aH
CUMNTOM € ApYr BaXEH eNeMeHT MpY OTKasBaHe OT TIOTIOHONYLWEHES.,

KrnunHuyHM NpoyBaHus nokasaxa, ye nicotine-samectsalumTte NpogyKTit MOTaT 4a MoMOTHaT Ha
nyLIaynTe npy OTKa3BaHe OT TIOTHOHOMYLUEHE.

5.2. PapmaKOKMHETMYHN CBOHCTBa

HUKOTUMHBT, NpunaraHd Kato Abeka, 6bp30 ce abcopbupa oT yecTHata nurasvua. 3abenexumo
HMBO B KpbBTa ce foctura o 5-7 MuHyT! cried Havasnoto Ha AbBuyeHeTo. MakcumanHure
cToiHocT ce pocturat 5-10 MuHyT™M cneg cnupade Ha gbheueHeto. [lnasmedarta
KOHLeHTpaUWsa € MouTU fiponopuvoHanda Ha Konu4yecTsoTo nicoline, ocsoboxaasaHo mnpw
OBBYEHE M € Mariko BEPOATHO A3 HAABULUM KOHUEHTPaUMATa, KOATO ce AOCTUra npu nyiexe
Ha uurapu.

Konvnuecteoto nicotine, usBnevyeH OT eAHa ObBKa, 3aBUCKM OT €HEpPrMYHOCTTa U
BpemeTpacHeTo Ha [AbByeHeTo. KomvuecTBoTo Ha abcopbupanust nicotine sasucyu oT
KONMMUECTBOTO, M3BNEYEHO OT ObBKaTa K 3arybaTa B ycTHaTa KyxuHa Mpy normswiade u
oTxpaysaHe. CMCTEMHATa HanW4HOCT Ha MOrbNHaTUA nicotine e mo-HUcka B pesynTar Ha
yepHoAPobHMsi METABONMILM TipY MBPBO NpemMuHaBaHe. Bucoknte 1 6bp30 NoBnLIasaLin ce
HUKOTMHOBYW KOHLIEHTpauuu Crieq TIOTIOHONYLUEHe PsiAKO Morat Aa ce Habniogasar npu
rieyeHne ¢ gbBKa. HopmanHo oxorno 1,4 mg HUKOTUH Ce U3BNUYaT oT 2 Mg AbBKa.

MuHumanHaTa paBHoBecHa fnaameHa koHueHTpauus 12 - 14 ng/mlsa 2 mg Nicorette® meHTa
ce nocTura Npy CTaHgapTUsMpaHK YCIoBUS - AbBYEHE Ha BCEKW 2 CeKyHAW B NPOoALiKeHune
Ha 30 muHyTu. OBukHOBEHO FLBYeHETO Ha Abeka Nicorette® 2 mg soam go mocturade Ha
nnasmeHo HUBO Ha nicotine oxono 9 ng/mi, KoeTo e camo okono 1/3 oT ToBa gocTuraxo npu
TIOTIOHOMYLLEHE,

ObembT Ha pasnpefeneHne cnep UHTPaBeHO3HO MPMNOXeEHUe Ha nicotine € okono 2 go 3
L/kg, a GMonoru4HUAT NONYKMBOT € OKono 2 4vaca. [naBHuaT opraH 3a enuMUHUpaHe e
YyeprusaT pgpob. CpepHusiT nnasmed knvpbHC e okono 70 Lfyac. btbpeuute u Genute
ApoBoBe cbWo MeTabonuampar HukotwHa. OTkpumy ca nosede ot 20. metabommta Ha
HUKOTUHAE, HO CE CYKTa, Ye Te ca MOo-Masiko aKTUBHW OT Hero.

CBbpsBaHeTo Ha HUKOTMHA C NMaaMeHuTe NpoTeuHu e no-manko ot 5%. CriepoeaTenHo,
MPOMEHN B CBBLP3BaHETO Ha HWKOTWHA B pesynTaT Ha egHoBpemMeHHaTa yriotpeba ¢ gpymu
FieKapcTBa MMY NPOMEHU B MriasMeHinTe NpoTenHu npy GoNecTHN ChLCTOSHUS HE MPeAnonarar
3HAUMM eddekT BbPXY KUHETHKaTa Ha HUKOTUHA.

OCHOBHUAT MeTAGONNT HA HUKOTMHE B MnasmMara - cotinine nma GuonorudeH_ nonyxmeor oT 15
Ao 20 yaca 1 KoHUeHTpalUuaTa NpesuilaBa Tasu Ha HUKOTWHa JeCeTOKpaTHO,

OcHoexute meTabonuii B ypuHaTa ca cotinine (15% ot gosata) v trans-3-hydroxy-cotinine
{(45% ot posarta). Oxono 10% OT HUKOTWHAa Ce BKCKpeTupa B ypuHaTa B HeNpoMeHeH Bug. flo
30% HMKOTMH MOXEe [a Ce eKsKpeTupa HefpoMmeHeH B ypuHarTa Mpi BMCOK3 CKOPOCT Ha

KPBBOTOKE W MogKMCnsBaHe Ha ypuHata go pH nog 5. /-w::»- -

Mpy nporpecupaio 6uOpeyHo yBpeXAaHe ce Hamanssa obWuAT KnMp'bHC Ha. HMKOTh}-ia
DapMakoKMHETUKATE Ha HUKOTUHA He ce MpOoMEHs Mpu naumeHTn ¢ /umpoaa “Tipn - neko g
yepHoapoBHo yepexgaHe (5 Towwm no Child) n Hamanssa npu ;ramaa G ymepeﬂo ’rq
yepHonpobHo yepesxagaHe (7 Touku no Child). MNosuwersn HMBa Ha HMKOTmHakce Haﬁnb,anaT i

[py nyluady Ha XeMoananusa. o




KPATKA XAPAKTEPUCTIKA HA MPOOYKTA
NICORETTE®Mint 2 my medicated chewing gum

Mpu 3gpaBr NaUneHT B HanpeaHasna BL3pacT ce Habnwgasa HesHaYUTENHO HaManeHue Ha
obumna KMNMPBHC Ha HWKOTUHA, HO TOB2 He Hanara npoMsiHa B gos3ara.

5.3 lNpepnuHUYHK AaHHK 32 6e20facHoCT

Hama npesknMHruYHN gadHy 3a BesonacHocTTa Ha gbekara Nicorette® Mint.

Berpekn TOBa TOKCMMHOCTTA Ha HMKOTMHA KaTo KOMIMOHEHT Ha ToTIoH2 € foBpe npoydeHa.
TURWYHUTE CUMITOMM Ha OCTPOTO OTpaBsHe ca criab K HepUTMUYEH NYSC, 3aTPYAHEHWA B
OVILAHETO, F’EeHEPariM3upaH MbpYoBe.

Hsama TouHW [oKasaTesicTBa, Ye HUKOTUHBT € FEHOTOKCHMuMEeH wnv myTareHeH. [lokasauarta
KaHLIEPOreHHOCT Ha TIOTIOHEBUA UM Ce Sb/IKM Ha BelllecTsa, obpasysaHy Mpu M3rapsHeTo
Ha TioTioHa. Hukoe ot Tsx He ce coabpa B Nicorette® Mint.

6. @apmaleBTUYHN AaHHU

6.1 CriMcEeK Ha NOMOWHKTE BelleCTBa U TEXHWUTE KONMNYecTEa

Chewing gum base, Xylitol, peppermint ail, levomenthol, sodium carbonate anhydrous,
sodium hydrogen carbonate, light magnesium oxide.

6.2 PUINKO-XUMUYUHN HECHLBMECTUMOCTH
Hama gadHn.

6.3 Cpok Ha rogHoOCT

2,5 roguam.

6.4 CneynanHin ycroBus Ha ceXpaHeHue
Ha ce ckxpansaea rnog 25°C.

6.5 B Ha onakoBKata n CEALPXKaHNeE

Besika onakoBka cbibpxa 30 rmeveBHu ObBKW, ornakosaHu B OnvicTepu K MOCTaBeHU B
KapToHeHa KyTusi.

6.6 [penopbkn npu ynotpebda
Hsama cnelmarsibi npenopbru.

7. lNputexaten Ha paspelleHKeTo 3a yrnoTpeba

Pharmacia Enterprises S.A.
Circuit de [a Foire Internationale
Luxembourg

8. PerncrpauvoHeH HoMep
9700461
9. laTta HA M'BLPBRO pa3peluaBaHe 2a ynotpeba

07.10.1997

40. LaTta Ha (WacTuyHa) akTyanu3auusi Ha TeKkcTa



