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NiQuitin CQ e TpaHcaepManHa TepanesTHYHa CUCTEMA 32 JIoKanHo NpUnoXeHKe.

Mia MIacTypK CbC CNegHUTE KOHLIEHTPALWW aKTMBHO BeWeCcTBO:

NiQuitin CQ 7 mg - ¢ pa3mep 7 cm?, ChabpKaly 36 mg HMKOTWH, eKBUBaNeHT Ha 5.1 mg / cm? HUKOTUH U
pocrassil, 7 mg 3a 24 Jaca.

NiQuitin CQ 14 mg - ¢ pasmep 15 cm?, ChabpXatl 78 mg HUKOTMH, EKBMBANEHT Ha 5.1 mg / cm? HUKOTUH
1 gocrassw 14 mg 3a 24 Yaca.

NiQuitin CQ 21 mg - ¢ pasmep 22 cm?, ChabpXaLL 114 mg HAKOTWH, EKBUBANEHT Ha 5.1 mg/ cm* HUKOTKH
v gocraesiy 21 mg 3a 24 vaca.

3. Iekapcreena dopma

TpaHcaepManeH naacTp
BCeKy MnacTmp & NpaBobibieH U Ce CLCTOW OT BbHIUeH MaTypaH, po30B0 OUBETEH Coii, CpeaeH
cpeBpKUCT CRol 1 BbHILEH Ge3LBETEH CAOi, KOWTO Ce oTCTpaHsBa rpeaun ynotpeda.

4. KnuHM4YHY 4aHHN
~+.1. MNoxasaHunsa

MiQuitin CQ e nokasaH 32 obnekyaBaHe Ha cMNTOMUTE, HaBMOAABaHN MPY OTKA3BaHE OT
TIOTHOHOMYIIEHE, BKNIOUATEAHO M XXENaHWETo 3a MyLWeHe, (BbP3aH0 C OTKABBaHETO Ha UnrapuTe,

MNpw sbaMoxHocT, NiQuitin CQ TpsibBa Aa ce npuwiara KaTo YacT OT NporpamMa 3a OTKasBaHe Ha nylleHeTo.
4.2, [HosuposKa ¥ MeTox Ha NpuAoXKeHne

MNnactipure TpaOBa Aa €& WBNOMN3BAT KaKTOo € NOCoUeHo no-gony. Fpeay HaqanoTo Ha TepanvsaTa,
mylwaunTe TpsidbBa Ja uMaT MenaHwe 3a oTKassaHe Ha yurapure. 1o Bpeme Ha TepanunaTa, Bcaka
yaNyleHa uMrapa Moxe fa Aosefe A0 BL300HOBABAHE HA nywexero. CNefoBaTanHo, No BpeMe Ha
N=proaa Ha OTKassaHe Ha unrapuTe He Tpabsa Aa ce nyw. (pes neproaa Ha 13nonssaHe Ha
NiQuitin CQ we Tpsabea Aa ce NpMeMa HMKOTWH Mo Apyra dopma. ESHOBPEMEHHO ¢ NPUIOKEHWETO Ha
NAECTARUTE C& MPENopbYRS 1M OKa3BaHe Ha NCMXOOIMUECcKa Noaxpena, Thil KaTo e ycTaHoBeHo, Ue
TaKMBa NPorpaMM MMaT BAaronpusTHO BAUSHUE BbPXY OTKA3BAHETO OT LMrapure,

Buapacrry (BRAIYHTENHO M TE3H Hag 60 rogunn)

NiQuitin CQ TpaGea Aa ce npurara BeSHbX AHEBHO, NO €AHO K Cblio BpeEME BCEKM AEH W 33
npeanoYKTaHe ckopoe onel cebyxaHe Ha HEOKOCMEHa, YWCTa M CyXa KOXa W Aa Ce HOCU B NPOSbIDKEHNe
Ha 24 vaca. NiQuitin CQ Tpabea ga ce NocTaBu BeAxara Ced v3sakgaqe Ha nnactmpa ot salTHara My
OrNakoBKa.



NiQuitin CQ
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[a ce 3barea npunaraHeTo BuPXY 3a4epBeHa WA BhaNaneHa Koka. Cneq 24 yaca, UsronssaHus
nnacTvp Tpabsa Aa ce MaxHe 1 [4a Ce NPUACHKIM HOB Ha HOBO MACTO BbpPXY KoxaTa. [nacTupkT He Tpabsa
Ja ce ocrass 3a rnoseye oT 24 Yaca. Ha Mectara Ha rnpunoxeHwe, He Tpabea fa ce CnaraTt HOBY NAacTUpH
noHe 3a 7 AHK. Mo edHo M Chlyo BpeMe TpsabBa Aa ce chara caMmo efiuk raacTup.

Hpsi1 eNaHue, NacTupbT MOXE 48 C& CBans Npeau CbH. Buipekn ToBa, 32 NOCTMraHe Ha onTyManeH
(PAKT CPaLly XeNaHWeTo 3a NyLIeHe CYyTPUH, Ce Nnpenopbysa ynotpebarta 3a 24 Jaca.

OuukHoseHo, TepanuaTa ¢ NiQuitin CQ Tpsbea pa 3ano4He ¢ NiQuitin CQ 21img v fia Hamansiea B
CLOTBETCTBUE CbC CNIeJHATa CXeMa 3a Ao3kpaHe:

foza NMpopgbsmxuTenocr

1 eran NiQuitin CQ 21mg Npes mepewTe 6 ceaMuLin
2 eTan NiQuitin CQ 14mg Cneppawure 2 ceqMmLm
3 ertan NiQuitin CQ 7mg MocnegHuTe 2 cegMuLm

Ha nekm nywadn (Tesk, KOWMTO AywaT no-Manko oT 10 warapy Ha AeH) Ce NperopbyBa Aa 3ano4HaT oT 2-
pit aTan (14mg) 3a 6 ceaMuum M aa Hamanat gosata o NiQuitin CQ 7mg npez nocnegHuTe 2 cegMuum.

{TredT Ha NiQuitin CQ 21mg, Kouto Habniogasat 3acunela NpoAsa Ha CTPaHUYHK peakuui (Mons
BIMCTE MPegyNpeEXAeHU), KOUTO He OT3BY-aBaT B PaMKMTE Ha HAKOMKO AHW, TpA6Ba fa NMpemMuHaT Ha
MiQuitin CQ 14mg.C Tasu koHUeHTpauna Tpsbea Aa ce NpodRMKY 33 OcTaThKa aT 6-Te ceMuum Npeau Aa
ce npemuHe KbM NiQuitin CQ 7mg 3a gee cegMuu. AKO CHMITOMUTE Ce 3anassT, nauveHTa Tpadea fa ce
KOHCYATHPA C MEAMLIMHCKO NKLE,

32 ONTUMaNHWU PE3YATATH, KYPCHT Ha siedeHne ot 10 cegmuum (8 ceaMuuM 3a neku nywayuu mnm
MaUMeHTH, KOMTO €a HAaManuin KOHUEeHTPaUMATa, KaKTO e NOCoUeHo no-rope), Tpabea Aa bbae UAnocTHo
sapbpwed. Tol He Tpsbea Aa npoAwTkasa noseue oT 10 NocnefoBaTenHy ceamMmLn.

BLIINSKY TOBa, B NO-KbCEH Nepuos, Auua, uanonsgamy NiQuitin CQ Morat fa HanpassaT A0MbAHUTENHMK
iFICOBR, aKo ca NPOoABKUIA WKW Ca 3arnosHany OTHOBO A3 NyLLaT.

,‘ff' [Z1a5)

BeRONacHOCTTa W eheKTMBHOCTTa NPY ASla W IOHOWM, KOUTO MyLar, He ca ouenern. NiQuitin CQ e ce
npenopbyea 3a yrnotpeba npy feua.

4.3. TpoTuBONOokasaHusd

NiQuitin CQ e NpoTUBONCKA3aH NPK NalUMEHT CbC CBPBXHYBCTBUTEAHOCT KbM CACTEMATA W/TM HAKOA OT
ChbCTaBKUTE M.

MiQuitin CQ nnactmpy He TpsdBa ga ¢& W3MOA3BaT OT Henylaqu; TakuBa, KOWMTO FYWaT OT BpeMe Ha
£0EME WK gela.

NiQuitin CQ He Tpabea ga c& U3oN3ea oT NauWeHTH, NpeKapany Hackopo MHgapKT Ha MMOKapaa, ¢
HeCTaOWIIHa MK BRolaBalla ce angina pectoris, Prinzmetal angina, Texka dgopMa Ha CbpAeYHa apuTMia
W CKOpOLWeH tepebpoBackynapeH MHUMAEHT,

N
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4.4, CneuraZiii NpoTUBONOKazaHvg M CneliManHy npeaynpexneHns 3a yrnorpeba
AarHr 33 68303CHOCT, 3a3caraliy geyara

KonudecTeata HAKOTUH, KOWTO Ce noHacaT gobpe OT Bh3pacTHW NyWaYu, MoraT d4a npeamssikaTt
CHUMITTOMM Ha oTpassHe U Aa 6baaT datanny, ako NiQuitin CQ ce npunoxy npy elia unm ce npueMe or
Aeua. Jopy visnonssanuTe sede NiQuitin CQ nnacTMpy CbaAbPXaT A0CTATHYHO OCTATHYEH HUKOTWH, KOWTO
= oNaceH 3a geua.

heA0BATENHO, NauMeHTUTe Tpsatea ga ObaaT npenynpexaasaHyt a CbXpaHsaBaT NNacTupHTe Ha MecTa,
KUWTO HE MOTaT Aa BbaaT AOCTUIMHATH OT feta W Aa ObAiaT MHCTPYKTUPaHY a UBXBLPAAT W3NoN3BaHuTe
TINACTUPY C BHUMaHWE Ha MecTa, HefOCTBITHK 3a Aela.

5e30/18CHOCT IIPH ChXpataBane

NiQuitin CQ e noTeHUManeH ApasHMTEN Ha KOXETa W MOXe fAa NpPeAn3BMKa KOHTaKTHa ceHonbunusaLng.
Tpabea fAa ce BHMMaBa NpW NACcTaBsHe Ha NRacTyupuTe 1 ocobeHo ga ce u3bArea KOHTaKTa ¢ o4nTe U
Hoca. Cnea rnocraegHe, polUeTe TpabBa ga ce M3MMBAaT CaMo ¢ BO/a, Thid KaTo canyHa MOXKe Aa MOBULLK
abcopbLnaTa Ha HUKOTUH,

oSy IpexcgerHns

MaumenTute Tpabsa Aa CnNpar Aa NyLIET M Aa He W3NOA3RAT APYri GOopMK Ha HMKOTWUH NPpY 3anousaHe 1
no ppeme Ha Tepanmuarta c NiQuitin CQ. MauveHTuTe Tpatea Aa SuaaT npenynpeseHn, Ye ako
NPoAbLMKaBAT Aa NyWaT AWM A& U3MNOM3EAT AOMLAHWTENRHW M3TOYHMUKM HA HUKOTWH BOKaTO M3M0A3BaT
HiQuitin CQ, cbiyecTBYBa pPUCK OT NOABATa HA HEXENaHK peakumk, nopagu AoCTUraHeTo Ha HWBa Ha
HMKOTKHE, NO-BUCOKM OT Te3u, HabmogasaHn Npy NylLeHe Wi CaMoCTOATENHOTO M3N0ON3BaHe Ha ApYri
MPOAYKTH, ChABRKALM HUMKOTUH. AKO ce HabmioAaBa KIMHUYHO 3HaUMMO NOBMIUABEHE Ha ChpAgyHOo-
ChAOBMATE MW APYrKM AEMHOCTY B CNEACTBME Ha HWMKOTWHa, posara Ha NiQuitin CQ Tpabea aa ce HaMamu
Wi crpe.  EAHOBpPEMEHHOTO Npunarade C Apyrt MegukaMeHTy MoXe Aa HanoXy KopeKuus Ha [o3aTa
(B0 SlekapcTeeHM B3auMoaeihcTBus).

MaKCMIMAAHaTa NPOABLDKMTENHOCT Ha KypPChT Ha Rederne e 10 cegmuuin. Cned To3u nepuog, NauveHTuTe
TpaBEa g3 CrpaT JCUEHWETOo, ThIl KaTo XpoHWuHaTa ynoTpeba Ha HUKOTHH MOXe A2 BhbAe TOKCHYHa 1im
<4 AOREAe Qo NpucTpacTsaBade, Paake e coobLWasaHo 3a Taxukapaus, cBbpsaHa ¢ W3NoN3BaHeTo Ha
WiGuitin CQ.

{}iQuitin CQ Tpabea ga ce M3Mo/3Ba Camo € IeKapCKa NpenopbKa Npy fnauneHT Cbe:

»  CobppevHo-cbgoBK 3abonsesarus (Hanp. crabwnHa cTeHoKapams, MHCYNT, apiTims,
HepebpoBackynapHo 3abonssaHe, Texka (popma Ha nepudepHo cbaeso 3abonaBale, cKopoled
MHpAPKT Ha MKoKapaa),

»  HekoHTponMpyema XMMEepToHUs, Thid KaTo HUKOTUHE Moxe Aa 6bae pruckoB (aKTop 3a passuThe Ha
ZMOKAYECTBEHA XMINEpTOHMS,

»  ATOMMYHM WM EK3EMATO3HM AepMaTUTH (NOPaaV NOKaIHA YyBCTBUTENHOCT KbM NIACTUPUTE),

+  Texka chopMa Ha Be6peyHo K YepHoapoOHO YBpEXAaHe Wik aKTvBHa NenTHYHa A3B3,

s AUMEPTWMPOMOM3LM, (HEOXPOMOLIMTOMA WAK VHCYAWH-3aBUCM auaber.

B3 Lnydalt Ha TEXKW MAK APORBIMKUTENHM NOKa/HWA PeaKUyi Ha MACTOTO Ha NPpWoKeHMe (Hanp. Texka
(PopMa Ha 3avepsaBaHe, ChpPOEX WK OTOK) 1M oblla KoxHa peakums (Hanp. obpus, ypTukapus uim
ol KoXKeH obpwvis), nauMeHTUTe Tpatea aa GbgaT npeaynpeneHn Aa capat ynoTtpebaTa Ha NiQuitin CQ ¢
/i@ C& KOHCY/ITUPAT € TeXHWS nekap. TTaumeHTUTE C KOHTaKTHa YyBCTBUTENHOCT TpabBa Aa Braar
ApeaynpeasHy, Ye rnpy KUsNon3BaHeTo Ha APYTY HUKOTUH-ChAbPXKAILNA npo,qymm Wi npn nyLueHe Morar
na ce HaGmoaaBaT CepUa3HK peakLMK. - ,
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-£.5. JlekapcTBeHM U Bpyrv B3auMopgeiicTeus
[ 1peKBCBAHETO Ha MyLIeHeTo, Cbe WK Ges 3aMecTUTENM, MOXe Aa APOMEeHW BE3OSWCTBUATO Ha MpunaraHu

8 ChliA MOMEHT neKapcrea Mpu OMBLLN nywayu. MNMpy NpexKLCceaHe Ha NYWeHaTO, MOXKE Aa ce HaNoKK
APoMaHa B 403aTa Ha CAeAHWTE NekapCcTea.

Moxee ga c8 Haloxst HaMandBare Ha 403313 | BeIMOXHM MEXSHH3MI HE JercTBmre
DM CIIAPARHE HE Hrdpure Ha.

Caffeine, theaphylline, imipramine, e — nHAyKUMS Ha YepHoapobHUTE eHauMuM
pentazacine, phenacetin, phenylbutazone,
tacrineg, clomipramine.

Insulin MoButuasaxe Ha cybkyTaHHaTa abcopbuus Ha
WHCYNMH

AppeHepruinHK 6nokepy, Hanp. prazosin, MNMoHwKaBaHe Ha HUBOTO Ha LIMPKyNUpaumTe

propanolol KaTexonaMmmHn

Maoxce 48 Ce Hanoxa! MOBHINABAHE H3 J03aTa | BhaMOXHI MEXSHUEMI Ha JEHCTBHE
DI CIPERE HE LHrapiTe Ha:!

ADEHEPTHUYHI 3HTarOHWUCTY, Hanp. FloHmKaBaHe Ha HMBOTO Ha KaTexonammuHmuTe
izoprenaline, salbutamol

.5 DpPEMEeHHOCT ¥ KkpMeHe

YBpeXaalloTo ASNCTBME Ha HUKOTUH BbDXY 34PaBeTo Ha MaliKaTta 1 3apoavwia e gobpe ycradoreHo. To
BKAIOYBAT HWUCKO TErI0 NpPY parkaaHe, MOBKIWEH PUCK OT choHTaHeH aBopT W noBylleHa nepyHaTanta
CMBPTHOCT. [OKNagsaHo e 3a crioHTaKeH abopt no epeMe Ha Tepanua ¢ NiQuitin CQ v NiQuitin CQ He
MOXe Aa ObAe MamodeH KaTo cnomaratl daxrop. NiQuitin CQ Moxe ga ce vanonssa npi GpeMerHK
£arMo Mo NeKapcKo npeanmncadve. MauveHTiiTe Tpabsa fa ObhaT CbBETBaHM Ja OTKEKAT uurapute 6es fa
NZNON3BAT HUKOTMM 3aMecTBalla TEPANUs, HO aKo He ycnesT, TpabBa Aa ¢e APeLieHr OTHOWEHWETO PUcK /
nonza ot ynotpebara Ha NiQuitin CQ.

Tsi0sa fa ce BHUMaBa npu npunaradHeTo Ha NiQuitin CQ npy KbpMety xeHn. HUKOTHMHBT rnpeMuHasa
CEONOAHO B MaluMHOTO MAsko. YnorpebaTa no BpeMe Ha KbpMeHe Tpabsa ga Sbae CaMo 10 NeKapcko
npeancaHme.

4.7.  Edextn Bbpxy cnocobHocTTa 3a wotpupaHe n paboTa ¢ MatMHK

He ca uasecTHr ederTyt Ha NiQuitin CQ BLpxy cnocobHocTTa 3a wodmpare,

4,8, HexxenaHwn neKapcrseHM peaxkiimm

NUKGIHWTE peakLMM Ha MACTOTO Ha NPUNOKEHWE Ca Hal-yecTo cbobiLaBatmTe HeXEenaHy AeKapCTBeHN

peaKui, cebp3any ¢ NiQuitin CQ. NiQuitin CQ Moxe aa npean3BuKa ApYIi HEXENaHW NiekapcTBeHn
(#23IA I, CBBP3aHM ¢ (GapMAKONOrMUHMA eheKT Ha HUKOTUH MAM C eherTiTe OT CriupaHe Ha uirapure.

o



NiQuitin CQ
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CrneamnTe HeKenaHn peakui ca JOKNaABaHK B KIMHWHHW NPOYHBaHWS Wik CMOHTaHHO Cned NyckaHe Ha
MpoaYKTa Ha nasapa.

14KOW OT JOKNAABAHUTE CUMITOMM KaTo AEMnpecus, PasapasHUTENHOCT, HEPBHOCT, MPOMsHa B
HACTPOEHMETO, GE3MOKORCTBO, CbHAMBOCT, HApYILEHa KOHLIEHTPaums, Be3CkHUE WK HapylueH CbH, Morat
33 ULAaT CBbP3aHM ChbC CUMMTOMUTE, HabMOAABaHK MPU OTKa3BaHe Ha UMrapuTe. XopaTa, KoWTo
OTKAIBAT LUMrapute Npy BCUYKKA Cydam TpsbBea A3 04aKsaT CUMNTOMM KaTo acTeHus, rasobonue,
3AMASHOCT, KAWAULA WK FPUMONOoA06HI CUMITTOMM.

3abonsBaHUs Ha MMYHHaTa cucTeMa
Pagro >1/1000; <1/100: cepbxuyBcTBMTENHOCT NOS#

ficuxnaTpUyHK
MHoro uecTo >1/10: HapyleHWe Ha CbHS, BKIKOUUTENHO KolMapu U 6e3ckHue
“ecro >1/100; <1/10: HepBHOCT

napyLlienya ot CcTpaHa Ha HepBHaTa cucreMa
[maro vecto >1/10: rnasobonre, 3aMasgHOCT
“CTO .- 1/100; <1/10: Tpemop

CupHedHy Hapylienvs
HYecTo >1/100; <1/10: chpuebueHe
Paawo >1/1000; <1/100: taxmkapaus NOS

PecnipaTopHH, rpbAHN M MeBUacTUHGJIHW HapylueHuaA
Hecto »1/100; <1/10: pucnHea, QapyuHrvTK, Kaluivya

FatTpo-UHTeCTMHaNHN HapyeHns
#Horn yecro >1/10: rageHe, NospbilaHe
YiecTo »1/100; <1/10: gvcriencus, abaoMuHanHabonika, awapusa NOS, cyxoTa B ycraTa, sanek

Hapymenuﬂ Ha KaX<a M NpyuieXXalunTe TbKaHN
Hecto »>1/100; <1/10: nosMiEHO NOTEHE
plHOro paako >1/100000; <1/10000: anepriyHM AepMaTMT®, KOHTaKTeH gepMatuT™

MyckynHOCKeNeTHN M NpUIeall TbKaHn
Yecro >1/100; <1/10: apTpanma, Muanris

0613 HapylUeHUs ¥ peaKkuMy Ha MACTOTO Ha NpuioxeHne

FMHoro vecto >1/10: peakumy Ha MACTOTO Ha npuaoxeHre NOS*

L3010 - 1/100:<1/10: rpbaHa 6onka, Gonky B KapiiHuuwTte, Sonka NOS, acteHus, ymopa
Pumicn > 1/1000; <1/100: 6e3noKoiRCTBO, FPUNO-NToobHN CUMITTOMM

POaKLKM Ha MACTOTO Ha NPUAMKEHIME, BKNIOUYUTENHO OT3ByYasall 06puB, Cbpbex, napeHe u u3TpenBaHe
Ca Hal-4ecro JoKnagsaHuTe Hexenadn peakyun npi NiQuitin CQ. HonWMHCTBOTO OT NTOKanHWTE peaKLMK
ca 12KK M NpeMuHasaT 5bp30 Ceq OTCTPaHaBaHe Ha fiacTupa. PAaKo e JoknansaHo M 3a aneprmvHm
KOMHY peakLu. Moxe ga 6bae cbobliieHo 3a BoAKa Wy YyBCTBO Ha TEXECT B KPakHULWTE MAK B
o6NacTTa KLAETO & NPUIOKEH nRacTupa (Hanp. repau).

Peakuim Ha CBPBXUYBCTBATENHOCT, BIVIOUMTENHO KOHTaKTEH JepMaTUT W aneprudeH AEpMaTUT CbLIo ca
AMKnagsaHi. B ciyuail Ha canHo UBpazeHy WY nepcucTupalii nokanHy peakuiy Ha MACTOTO Ha
ApunoxeHne (Hanp. Texka dhopMa Ha 3auepBsaBaHe, ChpbeX Wi OTOK) Ui obLLM KOXHU peaKrLm (Hanp.

-
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NiQuitin CQ
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YRTHKEPWA 1w 0B, KoxeH oBpKB) nauneHTuTe Tpabea Aa GkAaT ChBeTBaHn a CrpaT yrnoTpedarta Ha
NiQuitin CQ v A2 ce NOCHBETBAT C TEXHWA Nekap.

AKO MMa KITMHUYHO 3HAYMMO MOBMLIBBEHE Ha CbpASYHO-CbAOBUTE MM ApYTM eheKT 3apaan HUKOTUH,
yrnoTpedarta Ha NiQuitin CQ Tpsbea ga ce HaManu MK cripe.

.3, fipepno3npaHe

EpexTiTE OT eAHOBPEMEHHOTO NMpuaarale Ha Hakonko NiQuitin CQ mnactupa wan NOrAbLLEHETO Ha
[HQuitin CQ encremn He ca AcHM.

MpK3HaUMTe N cuMmToMKMTe NpW Npegosupare npn NiQuitin CQ c1cTeMa Ce 04aKea [a Ca ChluMTe Kakio
TE34 NPY TEXKO OTpaBAHE C HUKOTKMH, BRAICYUTENHO ONeHOCT, CTYAeHa NoT, rageHe, CloHooTAeNHE,
noepbluane, abgoMuHanHa Gonka, gvapus, rnasobonie, BUEHE Ha CBAT, HapyLLEH CliyX 1 3peHue,
TpeMop, yMCcTBeHo 0bbpKeaHe 1 cnaboct. Mpu cinHo Npefo3mMpaHe MOrar 44 MoCneABaT NeAHo
M3TOILEHNE, XMITOTOHWA W HapyLUEHME Ha AMWAHETO. JIeTanH Ao3u 6bp30 BOAAT A0 KOHBYNCHM C
nocneasalla CMbLPT B PE3YATaT Ha NepUiiepHa M UeHTpanHa napanus3a Ha AWILEHETO Wi, No-Paake KaTto
PE3YNTAT Ha ChpaeYHa HeAOCTATLYHOCT.

fIpanosHPaHe HpH AOK3JTHO BPHIToOXeHne

An0 NALMEHTa NMOKA38a NpUaHaUy Ha npegosmpare, TpaHcaepMantiaTta cucrema NiQuitin CQ Tpsbea ga
OLae oTCTpaMeHa seAHara M nauuMeHTsT Tpadea Aa NoTbpcy HesabaeHo MeauUMHCKa romotly. KoxHaTa
NOBLRXHOCT MOXKe Aa ce ofinee c Boda 1 Aa ce noacywn. He Tpabea Aa ce M3NON3Ba CanyH, Thil Karo Toi
HOKe Aa fosry abcopbLmaTa Ha HUKOTUH.

OTAENAHETO HA HUKOTUH B KPbBTa Mpe3 CNeABalluMTe HAKOMKO Yaca, CNef) OTCTpaHsBaHe Ha nnactupa
APOAbNKEBA NOPagn HATPYRBAHETO MY B KOXaTa.

ﬂpe,q OIHPaHe Jieq opa/ido npHeMane

THp1naradeTo Ha akTWBeEeH BhiieH TpHﬁBa 04 NPOAbILKA ACKaTO NMNacTipa ce HaMipa B ractpo -
FIHFECTHHMHWA TPaKT, Tbi K&TO OCBODOMAABAHETO HA HWUKOTHH npoabimKaea ¢ 4acoBe.

Jeragasane Ha oTPaBaHeTo C HHKOTHH

[pyrit nOLAPKANM MEPKM BKIIOYBAT Avasenam uny Sapburypati 3a oBnajssaqe Ha npyunagbumTe,
FOAABPXKAHE Ha AUXaTeTHUTE QYHKLWMA NPY HapyaBaHe Ha AVILAHETO U HENPEKBLCHATO rNoAAbPKaHe Ha
BOAHMA 6aAaHC NPU XUNOTOHMS 1 CLPAEYHO — CbA0B Konanc,

5. dapMmakonoryyHyn AaHumn
5.1, DapMakoauHaMU4HHW CBOMCTBa

LhpraKoTepanesTMuHa wiacnpukayys: NO7BAOL

(FTL2napaTk 3a oTKaasaHe ot TioTioHonyweHeto: NO7BA, Nicotine 01)

HKOTHUHBLT, OCHOBHWA anKanoua B TIOTIOHEBUTE MPOAYKTH W MPWUPOLAHO CPElLatlo C& NeKapcTso, €
JHTAFOHMCT Ha HUKOTWH pelerropuTe B nepudepHaTa 1 LUeHTpanka HepBHa cucTema 1 MMa uspazeHo
$b3ASHCTBME BbPXY ChPASYHO — ChAOBATa M LIEHTpanHa HepeHa cucreMa. JiMncara Ha HMKOTUH Npr
MPUBMKHANN WHAWBUAN €& XapakTepusupa C HENPEoAoMMO XeNaHne 3a NyileHe, HEPBHOCT,
6e3MoKoACTBO, PasapasHUTENMOCT, MPOMAHA B HACTPOEHMETO, TPEBOra, CoH/IMBOCT, HAPYIIEHMS B CbHS,
HapylieHa KOHUEHTpaUms, NoBUILEH aNeTUT, NEKW COMaTUYHK onnaksaHus (rnasobanne, 6oMKv B
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NiQuitin CQ
Kpavia XapakrepucTUka Ha npoaykTa

MYCKYNNTE, 3aneK, yMopa) M Haggasaqe Ha Terno. CUMNTOMUTE, CBBP3aHM C OTKASBAHETO Ha LMrapuTe,
K&TO HEONPEASAUMO XemaHne 3a Nyliene, Morat ga 6baaT KOHTPOMPaHA MpY HAKOW MHAMBMAW Hpe3
NOABMKAHE Ha MOCTOAHHN NNasMeHU HUBA Ha HUKOTWH, NO-HWCKY OT TE3M, OTYETEHM NPU NyLUeHe.

Mpu KvHUYEY KOHTpONMpaHy n3nuTeaHma, NiQuitin CQ soav Ao cbnekqaBaHe Ha CUMINTOMMTE, CBLP3aHM
C /MNCaTa Ha HUKOTWH, KaKTO W HEMPEOAORMMOTO XenaHue 3a nyweHe. B cpaBHeHo ¢ naauebo (p<0.05),
NiQuitin CQ Hamansea creneHTa Ha XenaHWeTo 3a nylleHe B NPodbMmKeHue Ha tenus AeH noHe ¢ 35%
fpEs MbPBMTE BE CEAMKLIN Ha abCTUHeHUMSA.

3.2.  ®apMaKOKWHETMUHW CBONCTBa

ALcoprlma

CAa TRAHCOEPMANnHo NpuicKeHve, koxata 6bp30 abcopbupa MepeoHavante oceoHoASHOTO OF nfiacTupa
EOALHRCTEO HUKOTYH. [a3MeHnTe KOHUEHTPAUMM Ha HUKOTMH OOCTUraT NOCTOAHHM CTORHOCTY 2-4 yaca
Crnaf ePBOHAYANHoTo npunoxeHye Ha NiQuitin CQ ¢ OTHOCKTENHO MOCTOAHHY NTa3MeEr KOHLEHTPaLK,
zanaseally ce 3a 24 vaca UaK 4o OTCTpaHsBaHe Ha nnactypa. MNpubnusnrentio 68% or ocsobogeHuns oT
MABCTMRE HUKOTUH HABAM3a B CUCTEMHOTO KpLBooGpawleHMe, a 0CTaHanoTo kommyecTso ocsofiofeH
HMKOTUH Ce M3NapsaBa npes Kpavwarta Ha TAC.

C nosTapsilMTe e QHEBHW NpUnoxeHus Ha NiQuitin CQ, (HoceHM B NpoabIKeHUe Ha 24 vaca),
MACTOSHHUTE NMNAa3MeHW KOHLEHTPaLMK Ha HUKOTUH, 3aBUCEIUM OT JO38Ta, Ce MOCTUraT cneq NnoBTopHO
npunararde Ha NiQuitin CQ v ce NoagAvKaT B NPogbMKEHWE Ha Lenna JeH. Tesn NocrosHHY MakcuManHu
¥NHLEHTPaUMK ca Nprdnmuantento ¢ 30% no-BMCOKW OT KOHLEHTPaLUMWUTE, OTUETERV CNel e4HOKPaTHO
npunoxeHne Ha NiQuitin CQ.

MNHG3teHMTS KOHLEHTPaLUWMM Ha HUKOTWH ¢a NponopUWoHanHy Ha Ao3a 3a Tpy dopmn Ha NiQuitin CQ.
ZpenHMTe NMOCTOSIHHMY NAA3MEH KOHLEHTPaLMW Ha HUKOTUH ca okono 17 ng/ml npm nnactup ot 21 mg/
Ha aed; 14 ng/ml npu nnactvp ot 14 mg / aresHo 1 6 ng/ml npu niiacTup or 7 mg / AHeBHo. 3a
CRABHEHWe, Cneg NyilueHe Ha LWrapi B Mpogb/DKERUE Ha NOMOBUH Hac, CpegHuTe NiasMeHmn
KOHLIEHTpaumMu ca okono 44ng/mil.

MapaseHusT paHeH MUK B KPEBHWTE HMBaA Ha HWKOTUH, HabniogasaH Cnef BAMILIBAHETO Ha LurapeH gvn,
He ce Habmogasa npu NiQuitin CQ.

Pasnpegenexnne

Cnep oTcrpamasaHeto Ha NiQuitin CQ, nnasMeHnTe KOHUEHTPaUMK Ha HUKOTUH HaMansBaT CbC CpefeH
FMOMY:KHBOT OT 3 4aca, CPaBHEH C 2 Yaca Mpw iv Npuoxanue nopagv Npoabbkasatlata abcopbuus Ha
“LKQTHH OT KOSIMHMECTBOTO, HATPYFIAHO B KodXaTa. [1py NOBEYETO NaUMeHTH, KOWTO He NywaT, 10 - 12
+iCG CNef oTcTpadasande Ha NiQuitin CQ, He e OTKPMBaT KOHLEHTPAUMK Ha HUMKOTKH.

e MHTPaBEHO3HO MPUNOXKEHWE Ha 1033 HUKOTWH, Oenig3aH ¢ paJuoaKtBeH w3oTor, ce HabmoAasa
|pasapeseneHue Ha paanoakTUBHOCTTa, OTroOBapsIile Ha KpLBOCHabAgBaHeTo, 6e3 ceneKTUBHO
HATPYrBaHe Ha HUKOTUH B opranite. OBeMbT Ka pasfpefeneHie Ha HUKOTUH € NPUOANSHTENHO 2,3 I/kg.

Merabonnsbm

OCHOBHMSIT OpPFraH Ha eAMMWHUPaHE & YepHWUAT Apo0, a cpegHnsT NMNasMeH KNMPBHC € OKOSO

1,2 I/min; HUKOTUH ce MeTabonuanpa n BbB GbbpemTe 1 Genus Apob. YcraHosern ca nosevde ot 20
MeTatoAUTa Ha HUKOTMH, 38 KOWUTO C& cunTa, Ye ¢a (hapMaKonorMyHo HeakTusHn. OCHoBHMTE MeTabonanTy
€3 KOTHHWUH W TPaHC-3-XMAPOKCUKOTUHIKH. TTOCTOSHHUTE MasMetid KOHLIEHTPALWW Ha KOTUHMH
MPSBIiIaBaT Te3n Ha HUKOTVMHA € 10 nbTi. MNasMeHWAT NOAYKMBOT Ha HWKOTWUH Bapupa oT 1 go 2 vaca,
1 W3 KOTWHKMH Mesxay 15 v 20 vaca. .



NiQuitin CQ
Kpatka XapakTepucriika Ha NpoayKTa

ExcKkpelina

KakTo HWMKOTWH, Taka W HeroBuTe MeTabonTh ce oTaenaT ypes Gubpeunte v okono 10% or HUKeTUH ce
ECKPETNRA HenpoMeHeH B ypuHaTa. 30% MOraT fa ce OTASNAT B YPUHaTa C MakCuMariHo OTAeNaHe U
CUAHO NOBMLLABAHE KMCEMMHHOCTTa Ha ypuHaTa {pH<b).

He ¢a HabrmogaBany pasnuuMs B KMHETMKATAE Ha HUKOTWH NPK MBXE W XXeHn, M3ronseawm NiQuitin CQ.
[Tbanw Mbxe, uanonseawm NiQuitin CQ umat aHaumTenHo no-Huckk AUC 1 Cmax CTOMHOCTM B cpasHeHue
 HBXE C HOpManHo Terno. JIMHeRHOTO noHuxaeaHe Ha AUC B cpasHeHWe ¢ 0BLLOTO TenecHo Terno
foKa3sa oYaKeaHaTa obpaTHO NponopunoHanHa 3asuckmMocT (AUC Hamansaea ¢ yBenuuaBaHe Ha TernoTo).
KMHETUKUTE Ha HUKOTWMH Cneg NpUnaraqe Ha rhacrpa Ha pasnvMuyHK MecTa B repHaTa Yact Ha TAA0TO U
ropHaTa BbTPELUHA YacT Ha pbKaTta ca nogobuu,

5.3. INpeaknyHUYHN gadHn 3a GesonacHoct

O0WATE TOKCMYHOCT Ha HUKOTUH e AoGpe W3BecTHa 1 & B3&Ta N0 BHMMaHue NMpu onpejensdHs Ha
MpenopeYaHaTa Ao3MpoBka. HMKOTWMH He e MyTareHeH. PesynTaTuTe OT KapUWMHOTEHHWTE uacneaBaHus He
AABET SICHM AOKa3aTefcTea 3a TyMoporeHeH edekT Ha HUKOTHH. B uacnensamvst ¢ GpEMeHHIW XIUBOTHM,
HUKOTHH TI0KA38a TOKCUMYHOCT NP MalKaTa 1 NocneABRalla Jleka TOKCUYHOCT NPy MiIoAa.
JonenHWTenHWTE peakumy BKNIOYBAT Npe- U NocTHaTanHe 3abassHe B pacTexa W 3abassHe 1 NPOMEHW B
NOCTHaTaNnHoTo passuTue Ha LIHC. Tesun edextn ca HabmogaBaHu camo cneq npuwiaradeTo Ha HUKCTUWH, B
AO03M, HAABMLIZBALLM TeauW, Npenopbyabu 3a ynotpeda npy NiQuitin CQ. He ca HabnogagaHw edektute
BbPXY NNCAOBUTOCTTA.

CpaBHEHWETO MEXQY A03UTE, MBMOM3BAHN 38 CUCTEMHOTO U3NaraHe, NpeaMsBUKay TE3W HexenaHn
peakumMy B NpegKAMHUHHO TECTBaHUTE CUCTEMN C Te3M, CBbP3aHY C rpenopbyadarta yrnotpeba Ha NiQuitin
CQ, NOKassa, Ye Bb3MOMHWAT PUCK & MaTbK M YCTaHOBEHWTE NPEeAMMCTEa Ha TePanuaTa ¢ HUKOTUH MPK
OTKA3BAHE Ha UMrapuTe AOMMHWpET. Bbnpexu Tosa, ManosseaHeTo Ha NiQuitin CQ oT GpeMeHHM weHM
TpAoea Aa Obae camo No EKapcKo Npeanvcanne, ako Apyrute opMy Ha feveHre He ca BunK yenewHu.

. MapMaueBTUYHN AaHHN
6.1. CnncuK Ha NOMOLWHUTE BellecTBa
fe3epBoap 3a JIeKapCcTBOTO: Ethylene Vinyl Acetate Copolymer

Polyethylne / Aluminium /Polyethylene Terephthalate /
Ethylenevinyl acetate

Mperpasxpaly cnoi:

Mem6paHa, KonTpoOJiMpalla

CHOpOCTTa Ha OTHeNaHE:
K OHTAKTHO CrenBallo
SEIHEecTBO:

JauuTeH croit:
fevyaTHO Macruno:

5.2, HecrsBMecT¥MOoCTH
He ca W3BECTHW.

6.3, Cpok Ha rogHoCT
NiQuitin CQ 7 mg — 3 roguHu

NiQuitin CQ 14 mg - 3 roavhu
HiQuitin CQ 21 mg - 3 roAuHn

Polyethylene film

Polyisobutylene 1200000 1 35000
Siliconised Polyester film
SunSharp PMS 465 Brown Ink



NiQuitin CQ
Kparka Xapakrepuctvka Ha npogyikra

6.4. CnelmaliitHi YCnOBHA Ha CbXpaHeHne
[a ce cbxpansBa nNpu TemnepaTypa nog 25°C.

6.5. [aHHM 3a onlaKOBKaTa
7 uny L4 anacrvpa B KapToHeHa OnakoBKa. Bceky rnnactup e KBagpateH W ¢ ChCTOW OT BbHIUEH po20B0o
OUBETEH MNacT, cpeAeH cpeBpucT NMNacT W BbHLIEH NPO3PaYeH MNIACT, KOWTO €& OTCTPaHABa Npeau

yhoTpeda. Beeku nnacTyMp € onakesaH B NaMyHKpaHa onakoBKa.

4.6. [{ipenopbkyu 3a ynotpeba
He ce oTHacs.

7. TTpuTexaTen Ha pa3pelleHneTo 3a YHovpeba

GlaxoSmithKline Consumer Healthcare, GlaxoSmithKline Export Ltd.
Brentford, Middlesex, TW8 9GS, UK

3, Homep Ha pazpelieHUeTO 3a ynorpeba
PL 00079/0345; PL 00079/0346; PL 00079/0347

9. [bpEa perucTpaynsg hHa JeKapCcTEEHNA APORYKT
23/01/1998, BenmkoOputaHus

1i0. [arta Ha npepasrnexaaHe Ha TexcTa PUEE
10am 2005 T oo
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