KPATKA XAPAKTEPUCTHKA HA TIPOJ[YKTA HUHUCTEPCTBO HA 27PABEORASBAHETO

TIAHAOMERHE KMt

1. TLproBcko HanMeHOBAHNE P — |
Nicotinell Mint, chewing gum, medicated pasp 3a ynatpeda i -4 % ‘L'b\’\l-% G.34

2. KomdecTBeH H KA4€CTBEH CHCTAB /[élf %Z 6-04- 2004 %{4
7

Enana neuebna JbBKa ChbpiKa 2 mg nicotine (rion dopmara na 10 mg nicotin-polacrilin)

3. JlexapcTBena gopma
HNeuehOHa ABBKA
Besika IbBKa € ChC CBETIOKPEMAB LBAT M NIPaBOBIBIHA (hopMa.

4, Knupnyun Janan
4.1. IMoxazanusa
CepMITTOMATHYHO JeUeHHe Ha HUKOTWHQBA 3aBHCHMOCT, KaTo IIOMOIIHO CpB,lICTBO IIpH CHHpﬂHE Ha

TIOTIOHOIVIIICHETO.

4.2, NozuporKa u HAYNKE HA EPAJOKeHHE

BnipacTan

IMoTpeGurennte TpsAOBa HANEAHO A2 CHIpaT Aa MyINaT 1o BpeMe Ha JevenHero ¢ Nicotinell. Korato nouyecraar
KeflaHHe jia nmyluar, TpAdBsa Aa U3NOA3Ra efHa JledeOHa npBka Nicotinell. Hopmanto e ga apyar 8-12 xpeku
JIHBHO, KATO MaKCHMAMHATA 1032 € 25 ABEKH KHEBHQ.

XapakTepyiCTHKHTE Ha edeOHNTE ABBKUTE KaTO (papMaleBTHYHA (JOpMa Ca TONKOBA MHAHBHAYAIHH, KOJKOTO
¥ pa3IMyYHKTE HHUBA Ha nicotine, KOMTO MOraT Ja 6bAaT AOCTHIHATH B KpEBTa. ITopasu ToBa uecToTaTa Ha
npHemaHe TpsAOBa ha ce asantupa CrpaMo MAXUBKIYATHHTE MOTPEOHOCTH, KATO HE C& HAABHILABA
onpefeneHHs] MaKCHMANeH STHMMT.

Yxkazauusg 3a ynotpeda

1. Beaka neuebHa gpBKa TpAOBa Aa ¢ AbBYE, JOKATO BKYCHT H CTAHE MHOTO CHJIEH.

2. Desxarta TpsaGBa Aa ce OCTaBM MEXAY BeHeLa U Oysara.

3. Koraro BkycsT OTcRadHe AbBYEHETO MOXKE Ja 3all09He OTHOBO.

4. IbsueneTo TpabBa Aa NPOALMKH 0KOMo 30 MEHYTH.

Kypcwt na neuenne e nuauBunyaned. OOGHKHOBEHO TO NPOABIKaBa Hali-manko 3 mecena.

Crnien ToBa, GpoAT Ha JBBKUTE, KOMTO CE U3NOA3BAT AHEBHO, IOCTENEHHO Ce HAMAlABa, JOKATO YNoTpedsea um
npecTaHe.

JloGpe e neuenreTo Aa ObAe NPEKPaTEeHO, KOTATO KOHCYMalUMATa HA ABBKH ce HaManu o -2 qHesHo.
VnorpeGara Ha HHKOTHHOBY MPOAYKTH kato Nicotinell He ce npenopbyBa 3a 11EpUOA NO-ABAB OT 6 MeceLa.
Hsxon BuBLu MyWIayy MOXE Ja ¢€ HY)KIAasT OT NO-IBIBI HEPHOJ Ha JICUEHHe, 3a Ja H3DerHaT BpbLIaHe KbM
THTHOHOMNYLIEHETO.

Hena n nogpacreamu

Jleuebuute apsxu Nicotinell He TpaOBa na ce uznonzear ot suua 1104 18 ropuHy 6e3 nekapcko NpennHcaHye.
Hama gassy 3a ripoBesknane Ha neyexue c Nicotinell npu peua nox 18 roxgunn.

EnroBpeMennaTa YnoTpeba ¢ HamuTKY, uyMawy kuceno pH, kato xade wiu rasupana BoJia, MOJKE Ja NOnpesy
Ha abcopOuuATA Ha HUKOTHH B YCTHAT2 KyxuHa. M emaTemHo € TaxuBa HaNMTKY Jia He ce yrnoTpedsear 15
MHHYTH TIpeliM AbBKaTa.

JleueSuute ok Nicotinell He ¢pIBpIKAT 3aXap.

4.3. IipoTHBONOKA3AHN

CBpPbX4YBCTBATENHOCT KbM HAKOS OT ChCTARKHTE Ha NevefHaTa XbBKaTA.
Inaxyre Nicotinell He Tpabra ja ce ynorpebsBaT OT HEITyLUAYH,
Hznon3eaHeTo UM € NPOTHBONOKA3aHO [PH 0CTHP MUOKapaeH uHdapkT, hecTabunHa, BlOIABALIA CE AHTHHA
MEKTOPHC, TEXKKA ChPIEHHa ApUTMES, NpeceH lepebpoBacKynapeH HHUMACHT.

4.4, CriennalHy NpeRynpexXAeHns 32 ynoTpeda H NpeAnasHn MepKu




[ToripluaHeTo Ha nicotine MoXKe Ja W30CTPY CUMNTOMHTE NPH NAlJMEHTH, CTPadalil OT akTHBEH €30(aruT,
BB3NANEHHE HA YCTHATA KyXuHa U (hapHHKCa, FTACTPUT WM NEIITHYHA A3B4.

TToBUILEHO BHHMAHUE C& H3HCKBA [IPH NALMEeHTH ¢ XUIEePTOHHMS, crabiiTHa CTeHOKapaus, MO3bYHO-CbI0BU

3aG0NABAHKA, ChPACHHA HEOCTATHYHOCT, XHIEPTHPEOUAU3bM, 3axapeH nuader, OxOpeunn 1 uepHoApodHY

yBpesiiaHHs.

3a yBeMuaBaHe AHCOBETE 32 OTKA3BAHE OT TIOTIOHOMYHICHE € MPeNophUKTENHO YNoTpebaTa Ha AbBKUTE Jia
ce MPUAPYXKY ¢ IPEKpaTABAHE HA MYMEHETO HA LMrapy.

FBecedume ¢ nywaiume Mo2am O UM HOMOHAM OG Ce OMKANCANT Om MIOMICHORYUIEHENO.

Jo3u nicotine, ToNepupaHyl OT BB3PACTHH [yIIauy N0 BPeMe Ha JIe4eHHETO, € Bb3MOXKHO Aa NMpeaH3BHKAT
CUMITTOMH HA OTPABAHE NPH Jeila, KOHTO MOxe Aa Opxat ¢artanym.

[Mpy naurenTH chbe 36OHY MPOTE3H, B CAYYail Y€ ce ABAT TPYAHOCTH NP IBBYEHETO HA AbBKUTE, CE
npenophyBa yroTpebara Ha Apyra GpapMauesTHuHa popMa HA HUKOTHH-3aMECTBAILE TEParTHSL.

4.5. JlexapcTBeHl M Jpyrd B3aAMogeHcTBHS

TIOTIOHONYLIEHETO ce CBbP3Ba ¢ NOBHLIABAHE aKTUBHOCTTa Ha uuToXpom P1A2. Crnen oTkassaHeTo My €
BB3MOJKHO Ja CE MNOABH HAMAJIEH KIHPBHC Ha cyOCTpaTHTE HA TO3H eH3MM. ToBa MOJKe Aa A0BEAE AO
yBENHYaBaHEe HA MA3MEHUTE HHBa HA HAKOH AEKapCTBEHHM NPOAYKTH ¢ OFpaHHYeH TEPaneBTHYeH Npo3opel,
HanpuMep Teo(UIHH, TAKPHH ¥ KIO3anuH.

CrnupaHeTo Ha NYLIEHETO CHIIO Taka MOXKEe Aa NPEeRH3BHKA [IOBUIIABAHE HA IU1a3MEHAaTa KOHLEHTPalMs Ha
ApYrH JIEKAPCTBA KATO HMITUPAMUH, OJIaH3afuH, KIOMHNpaMuH ¥ GIyBOKCAMUH, YaCTHYHO MeTabORM3HpaHH
or CY1A2, BBIpeKH ue He ChUIECTBYBAT NAHHM B MIOJKPENA Ha TOBA.

Orpannyera uhopMalus co4n, ue Merabonmsma Ha QUieKauHHI ¥ NEHTa30LUMH MOXKE /12 CE HHAYLIMPA Ype3

AyLIeHE.

4,6. BpeMeHHOCT H KbPMEHE
Bpemennocn
flpu myimrewy No Bpeme Ha 6pemMeHHOCT TPAOBa Na C& LENY 0TKa3BaHe 0T MYMEHETO NPEeay TPETHS TPUMECTDP
na GpemeHHocTTa. TIOTIOHONYLIEHETO N0 BpeMe Ha TPETHS TPUMECTHD BOJH N0 3a0aBAHE Ha HHTPa-yTePHHHUS
pacTex, [0 MpeXISBPeMEHHO WY MBPTBO PaXKIaHe B 3aBUCHMOCT OT JHEBHATa 1032 HHKOTHH.
CneposatenHo
» npu GpeMeHHM ce NPENopBYBa HAMTBIIHO CIIMpaHe Ha TIOTIOHOMyIeHEeTO 663 HUKOTHH-3aMecTBala
Tepanus;
s npu OpeMEeHHH C BHCOKa CTeNeH HA HMKOTHHOBA 32BHCHMOCT MOKE Aa CE MPEenophbHa 0TKa3BaHe oT
TIOTIOTHOMYIIEHETO upe3 HUKOTHH-3aMecTBama Tepankd. JleficTBHTEeNHO PUCKDT 3a PeTyca € Mo-MailbK o7
TO3HM MpH TIOTHOHONYLICHETO TTOpaH:

*  ITO-HHMCKATA MAKCHMAJHA [JIa3MEeHa KOHNEHTPALM Ha HUKOTHHA, OTKOJIKOTO IPH MHXANMPAHETO MY;

e IIWICATA HA JOMBJIHHTENHO OTAENAHE HA TOJHLIMKINYHY BEIIIEBOKOPOAH H BBIVIEPOHEH OKCHI,

®  YBENMYEHHUTE LIAHCOBE 38 OTKA3BaHE HA TEOTHOHOMYLISHETO KO TPETHR TPUMECTHP.
OrKa3BAHETO OT TIOTIOHONYLISHETO ChC HIIH 683 HUKOTHH-3aMECTBallia Tepallis € )KeaTeNHO Aa ¢& MOAKPEeNny
C NOAXOAAMIA [IPOrpaMa TON MEIHUMHCKO HabmoAeH e,
[To Bpeme Ha TPETHS TPUMECTBP HUKOTHHBT IPOABABA XEMOAHHAMHUYHH e(eKTH (HANpUMep NPOMEHH B
ChLpAEYHHTE NOKA3aTeNH Ha deryca), KOMTO MOTaT Aa NpeAu3BUKaT NpexkaeBpeMeHHo paxaane. [lopaayu Toea
fpereHHH, KOUTO He ca CIpeNTH IYIEHeTOo 0 TPeTHS TPHUMECTbD, MOTAT 212 C€ U3NON3BAT IbBKUTE Camo NoJ
nekapcko HabmoAeHue.
Kepriene
HHUKOTHHET C& SKCKpeTHpa B MaliuMHOTO MIIKO B KONMUECTEA, KOMTO OKa3BaT BIMAHUE BbPXY OebeTo nopu aa
ca B TepanesTHuHU no3u. JIeBkuTe Nicotinell, kakTo 1 caMoTO nyLueHe, TpaGBa Aa Ce H3BATBAT MO BPEME Ha
KbpMeHe. AKO He € IIOCTHTHATO 0TKA3BaHe OT TIOTIOHOTYIUEHETO N0 BpeMe Ha KbpMeHe, ynoTpebara Ha
IBEKUTE MOXKE XA 3ari0UHe ¢aMo cliel KoHcysrrauud ¢ nekap. Korato ce uznonssa HUKOTUH-3aMECTRAINA
Tepanus 1pe3 NepHoa Ha NAKTaUMs, JbBKATa Tp#0Ba 1a ¢ AbBUE CNE/l CaMOTO KbPMEHE M HE TI0-PaHO O

yaca npeld HEre.

4.7. EderTH BHPXY CHOCODHOCTTA 32 Modupane i paborTa ¢ Mawmn




Hsma maHHM 3a puckoBe npu wodupade u paboTa ¢ MalIHHK, KOTaTO ABBKATE Ca U3MNON3BAHK CIIOPE]
npenopbyanaTa Ko3upoeka. Ho Tpgabea aa ce MMa NpenBHJ, He CHHPAHETO Ha TIOTIOHOMYLIEHETO MOXKE fid
npe3BHKa IPOMEHH B IOBEACHHETO.

4.8. HexxenaHn peaxiim
Mo npuxunn nevebunre xppku Nicotinell € BB3MOXKHO ia NpeaM3BUKAT HEXKEAaHH eeKTH, NoN0DHH HA Te3H,
CBBLP3aHY C TYWIEHETO.

Obuuaimo cpeujanu

LeHtpanna HepBHa CHCTeMa: rnaBoboNHe, BUSHE Ha CBAT.

acTpO-MHTECTUHANEH TPAKT: XBIIIAHE, FAAeHe, OBPBIIAHE, I0IIO XPaHOCMMIIAHe, KHCEITHHH.

Jlokanuy: noBHILIEHO CHIOHOOTAENANE, IPA3HEHE B YCTAaTa X I'BPIOTO ¥ O0JIKa B MyCKYIIUTE Ha YENOCTTa,
B PENKH CIydaH JHBKAaTAa MOKE Ha CTaHe JIENKaBa M Ja NPeJH3BHKa YBPEKJaHe Ha 350HH IPOTE3N H
MOCTOBE.

Yecmo cpewyanu
ChbpAeuHO-ChHOBM: TIANMUTALIHUSL.
Kosxa: 3auepssaBane, ypTHKapHs.

Peoru
CbpReuHO-CbA0BH: apTHMHA.
Jipyru: anepruyHH peakiUuu.

4.9. llpegosupane

[Ipu npeno3upaHe ce HAGMIOAABAT CHUMITOMH, NOAOOHH HA Te3H APH MIPEKANCHO IyHIeHe.

OcTpata NeTajiHa opanHa 1032 HEHKOTHH € oxono 0.5-0.7 mg/kg sxuBo Terno, orrosapsaumy Ha 40-60 mg npu
ph3pacted. JIOpH MUHUMAIHY KOMHYECTBA HUKOTHH Ca ONJAaCHH 3a JENaTa U MOTaT Ja NPeJH3BUKAT 0CTpU
CHMIITOMH Ha OTpaBsHe, HOHAKora (gatanHn. [JpH ccMHEHHS 3a OTpaBsHE NpH Jelia HezabaBHo TpadBa na Gbae
NOThpPCEHa MEBIIMHCKA OMOLI.

IpenozupaneTo ¢ AuekH Nicotinell Moxke 1a HACTBIIM CaMO aKO MHOTO JLBKH Ca CABBKAHH eTHOBPEMEHHO.,
PuckbT OT npefio3upase € ManbK, Thil KaTo B paHHNS eTall 0OMKEOBEHO Ce NMOARJRA TFajieHe MITH I0BPbLIAHE.
ManbK € B PHCKET OT OTpaBsAHE NIPH NOTTbINaHe Ha AbBKa. OcBoOOXKI@BAHETO HA HUKOTHH OT AbBKATa CTaBa
GasHo. opy M Mankure KONWUECTBA OT Hero, KOUTO ce abcopbupar B cToMaxa U UepBara, ce HHAKTHBHPAT B
yepHus apod.

OGUMTE CUMITTOMY HA HEKOTHHOBQ OTPABsHE ca: CIaboCT, H3MOTABAHE, OTIENIHE Ha CAIOHKA, IPA3HEHE Ha
I'bPIIOTO, rajieHe, MNOBpPELIAHE, AHAPHS, KOpeMHa D0JIKa, CMYMIEHHS HA CIIyXa H 3pEHUETo, rnasobonue,
TaXUKapids 1 apUTMHS, HITOLUEHUE, 3ayX, UHPKYJIATOPHY HapyIIeHts, KOMa U T'bpPUOBe.

Jlevenue Ha NpEeAO3HPAHETO

B cnyuail Ha npeAo3upaHe TpAGEa Ja ce Npean3BHKa MMOBPBLIAHE ChC CHPOM OT ipecacuanha, WX CTOMAIIHA
MpoMHBKA (C MpoKa conaa). IIpes confara ce HanKMBa pasTBOD Ha AKTHBEH BBINEH, KOHTO OCTaBa B CTOMAaxa.
AKO ¢ HaJlOXH, Ce 3anoyBa H3KyCTBeHa BeHTHIAUH C KUCHOPO, KOATO NPOAKIAKaBa, KOJIKOTO €
neoGxomumo. JIpyru TepaneBTHYHE MepPKH, BKIIOYUTETHO IEUEHHETO Ha 10K, CA HANBITHO CUMIITOMATHYHH.

5. ®apMaKoJOFEYIHH FAHHHA
5.1. @apMaroAHHAMHKA
ATC: NO7B A01

HukoTiHOBaT2 AbBKa Hanono0saBea hapMakoIOrHyHUTe eheKTH HA HAKOTHHA NPH NYIUEHE K Nopagy ToBa
MOJKE Ja Ce M3M0JI3Ba 32 OOHEeKUaBaHe HA CHMIITOMUTE HA HUKOTHHOB riaf. OcBeH e(heKTHTE BBPXY
UEHTPATHATA HePBHA CHCTEMA HHKOTHHBT NPEAU3BHKBA ¥ XEMOMHAMUYHE eeKTH KaTo NoBUWIEHH ChplIeYHa
YecTOTa M CUCTOJIMYHO apTEPHANIHO HIIATaHE.

5.2. @aprakOKHMHETHKA
ITpu AbBUeHe Ha NeyebHaTa AbBKA HUKOTHHBT MOCTONHHO ¢& 0cBOD0KIABa B YCTaTa H 61py
npe3 OykanHaTa 1uraBaua. Hact oT pasTBOPEHH B CIIIOHKATA HUKOTHH NPH NOFIbBLIAHE ng
KBAETO CE& HHAKTUBHpA.



MakcumasnHara nfia3MeHa KOHLSHTpalus HpH €AMHIYHA 1033 2 MHIIMIpaMoBa AbBKa € NpHoausnTenso 4.8
HaHOFpaMa Ha MUJTUIHTED. (CpeAHaTa [a3MeHa KOHLEHTpalisHa HUIKOTHH MpH MyIIeHe Ha eaHa [urapa e 15-
30 nHasorpama Ha MMITHIMTED).

HUKOTHUHEBT ¢€ STMMHHUPA FIaBHO Hpe3 HepHOAPOOHH MeTaboNH3bM; MaKH KOMHYECTRA CE& eKCKPETHpAT
HernpoMeHeHy npe3 6u0pewuTe.

BpemeTo Ha nna3sMeH NoayKuBoT € NpubnansuTenHo 3 yaca. HUKOTUHDT peMHHABA KPBBHOMO3IBHHATA H
nnaieHTapHaTa GapHepa U ¢e OTKpHUBa B KbPMATa.

5.3. IIpeAxIHHEYHH AaBam 32 6€300aCHOCT

He ca npaBeHu npoy4uBaHua BBPXY JKHBOTHH ¢ Nicotinell abBka.

TOKCHYHOCTTa Ha HUKOTHHA KaTO ChCTABKA Ha THOTIOHA € IHHPOKO JoKyMeHTHpaHa. OCTpHTe TOKCHYHH
e)eKTH BKIIIOUBAT MbPUOBE, ChPAEUHA HEAOCTATBYHOCT M NMapanu3a Ha AnXaTenHara cucrema. Ilpu Bicoku
1034 Ce A0Ka3Ba MOTEHUNpall e(heKT Ha BUKOTHHA CTIPAMO XUCTAMAH-MHAYLIMPAHATA NeNTHYHA 1382 DU
Ky4eTa d KOTKH. HHKOTHHBT HAMA FeHOTOKCHYHA aKTHBHOCT NPH MOBEYETO TECT-CHCTEMU 34 MYTATEHHOCT.
HuxoThHBT He e kapuuHoreneH. Jobpe H3BeCTHOTO KapLMHOTEHHO JeHCTBHe Ha THOTIOHOMYMIEHETO Ce ABJDKH
npeAHMHO Ha MHPOAM3HHTE mponykTH. IIpn ynorpebara Ha HUKOTHHOBH IBBKHM C& H30ArBa BHCOKAaTa
TeMrepartypa, HeoOxoxuma 3a GOopMHpPaHeTO Ha Te3H KaHIepOTEeHHHU MPOIYKTH.

6. @apManeBTHYHH JaHHH

6.1. CcLK HA IOMOIKHIITE BelecTBa

Nicotinell Mint

Gum base {(cbabpxawa butylated hydroxytoluene), calcium carbonate, sorbitol*, sodium carbonate anhydrous,
sodium hydrogen carbonate, polacrilin, glycerol, purified water, levomenthol, peppermint oil,eucalyptus oil,
saccharin, sodium saccharin, acesulfame potassium, xylitol, mannitol, gelatin, titanium dioxide, carnauba wax
and talc.

*Bcesaka sevedna npbka Nicotinell Mint ceaspxa 0.2 g sorbitol (E 420), nzrounnk Ha 0.04 g ppykrosa.
Kanopunna ctoiinoct: 1.0 kcal 3a Beska ABbBKA.

Beska neuebua abBka Nicotinell Mint cenbpaxa 11.50 mg HaTpuii.

6.2. Cpok Ha FroAHOCT
2 rogHHn

6.3. CnieninaiHu YCAOBHS 33 ChXpaHenne
JHa ce cbxpanasa nog 25 °C.

6.4, lapun 33 OHAKOBKATA
IuBruTe ca onakosaxa B PVC/anyMHHHEBH GIHCTEPHH OTIAKOBKH, BCAKa OT KOHTO ChAbpka 12 NbBKH.

BrnucTepuTe ca ONAKOBAHH B KYTHH, ChABKamM 12 JHRKH.

7. IpuTexares Ha pazpenIeHNeTo 32 ynoTpeda
Novartis Consumer Health, 1260 Nyon, Switzerland

8. Mara ua nociegHaTa PeqaKis:
Anpun 2002 r.




