NiQuitin
KpaTka XapakrepucTika Ha nPoAyKTa

NAIJI

1. H&nmmﬁanne Ha NeKApPCTBSHHMAT NPOAYKT 0 u

N OEPEHOI
e pATA.. .06, 98
2.  KonuuectseM W KauecTseH ChCTas - '

NiQuitin e TpaHcaepManHa TepanesTHUHa CHCTEMa 33 NOKANHO NPUAOKEHHE.
UMa nnacTUpy CbC CneaHUTe KOHLIEHTPaLUWK aKTUBHO BELUECTBO:

NiQuitin 7 mg ~ ¢ pasMep 7 am?, chabpxaly 36 MQ HUKOTUH, EKBMBANIEHT Ha 5 1 mg / cm?
HUKOTUH 1 AOCTaBAl 7 mg 3a 24 Jaca.

NiQuitin 14 mg ~ —c pasMep 15 an?, coabpxall 78 mg HUKOTUH, EKBUBANERT Ha 5.1 mg / om?
HUKOTUH K AOCTaBAW 14 mg 3a 24 Yaca.

NiQuitin 21 mg - ¢ pasmep 22 cm?, chabpxay 114 mg HUKOTUH, EKBUBAIEHT Ha 5.1 mg} cm?
HUKOTVH U AOCTaBALL 21 mg 33 24 vaca.

3. Nexapcreena dopmMa

TpaHcaepManeH actvp |
Boekn nnacTMp e NpasobibieH U Oe CbCTOU OT BbHILEH MaTUpaH, PO30BO OLIBETEH CNOW, CpegeH

cpebpuUcT cnoi n ebHILEH Ge3lBeTeH COM, KOWTO Cce OTCTpaHsBa npean ynotpeba.,
4, KnusHnuHM aHHn -
4.1. MNoxasanus

NiQuitin e nokasaHx 3a obnexyapaHe Ha CUMNTOMKTE, HabAAaBaHK NPU OTKA3BaHE OT TIOTIOHOMYILIeHS,
BKNIOYATENHO W XKENaHWETO 3a MyleHe, CBbP3aHo ¢ OTKA3BaHETO Ha Hurapure.

lpy BL3MOXHOCT, NiQuitin TpaGaa Aa ce Npwiara KaTo YacT OT NPOrpamMa 3a OTKassaHe Ha NYWEHETO.
4.2. [loanpoBKa W MeToj Ha NPWIOKeHHe

* Mnacrvpute Tpabea Aa ce U3NOA3BAT KAKTo € NocodeHo no-gony. Mpeav HayanoTo Ha TepanuaTa,
nywayuTe Tpabsa Aa MMaT XenaHue 3a OTKaspalde Ha uvrapure. Mo BpeMe Ha TepanuaTa, BoKa
U3NYLLEHA LUrapa MoXe Aa Aoseae A0 Bb30bHOBABaHe Ha nyweHeTto. Cnegosartenko, NO BpeMe Ha
nepuoaa Ha OTKasBaHe Ha uurapure He Tpsbea aa ce nyww. MNpes nepuoaa Ha UsNON3BaHe Ha
NiQuitin He TpaGBea Aa ce npuema HUKOTUH NoA Apyra (opma. EAHOBPEMEHHO C NPHNOKEHUETO HA
NA3CTUpUTE Ce NPENOPLYBA U OKA3BAHE HA NCUXONOrMUECKa MNOAKPENa, Thil KaTo € YCTaAHOBEHO, Ye
TaKKBa nNporpaMu nMaT GnaronNpraTHO BAMAHKWE BbPXY OTKA3BaHETO OT Lurapure.

Byspacrrn ( #mmmm M Te3m nay 60 rognnm)

NiQuitin TpﬂﬁBa Ad Ce nNpynara seaHbXX AHEBHO, NO-€4HO M Cbillo BpeMe BCEKM 1EH ¥ 3a NpeanouMTaHe

~ CKOpO cnea cubyxaaHe BbpXy HEOKOCMEHa, YMCTa U CyXa KOXa U f1a C@ HOCU B nponwceuueua.zﬂr vyaca.
-NiQuitin TpsbBa aa ce NocTaBy Begrara Chef U3BAKAAHE Ha NNacTUpa OT 3aluu'n-|a'ra WOI"IEI{QBHEI \\
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NiQuitin
Kpatka Xapakrepucruka Ha Npoaykra

fla ce OCTaBA 3a noseue oT 24 Yaca. Ha MecTaTta Ha npuioxeHue, Hemaﬁaanacemamuoaunnacmm
noxe 3a 7 aun. 110 égqHo ¢ Cbiilo Bpeme TpadBea fAa ce cnara caMo equH NNaCTHP. -

Mpw XxenaHve, NNACTUPLT MOXE Aa O2 CBaNA Npeay CbH. BbNpexy ToBa, 3a NOCTUraHe Ha onTUManeH
eexT Cpeuly XenaHUeTo 3a NyllleHe CYyTpUH, ce npenopbusa ynoTpebarta 3a 24 Yaca.

ObuxHOBeHO, TepanusaTa ¢ NiQuitin Tpsibaa aa 3anoyxe ¢ NiQuitin 21mg n Aa HaMansiea B CbOTBETCTBUE
CbC CnefiHata CXeMa 3a Ao3UpaHe:

Ao3a NMpoab/mKKUTENoCT

1 etan NiQuitin 2Z1mg Mpe3 mpeuUTe 6 ceaMuuv
2 eran NiQuitin 14mg Cneasawure 2 ceAMULK
3 eTan ~ NiQuitin 7mg NocneaHure 2 ceaMULIN

Ha neiu rywaqm (Tesmn, KOUTO NYIIAT NO-Manko oT 10 urapy Ha AeH) ce npenopLysa Aa 3anodyHaT ot 2-
pv eTan (14mg) 3a 6 ceaMuLM KU Aa HamanaTt goaata Ao NiQuitin 7mg npes nocnegHUTe 2 CeaMULIA.

MauvenT Ha NiQuitin 21mg, kouTo HabniogasaT 3acuneHa NPoABa HA HEeXeNaHwy peakUuun (MONA BUXTE
NPeRyNPeXAeHUn), KOUTO He OT3BYYHaBaT B PAaMKMTE HA HAKONKO AHM, TpaGea aa npemuHat Ha NiQuitin
14mq. C Ta3n KoHUeHTpauua TPS6Ba aa ce NPOAL/KM 32 O0CTaTeKa OT 6-Te ceaMULM Nnpeau ga ce
npeMuHe KbM NiQuitin 7mg 3a Ase ceagMULIA. AKO CMMNTOMUTE Ce 3anasaT, NnaureHTa Tpsabea aa ce

KOHCYTUpa € MeanUnHCK CneLManucT,

3a ONTUManHU pesynTaTH, KYPChT Ha nevedue ot 10 ceamuum (8 ceaMuus 3a NIeKU NytLadi unm -
NaLMEeHTH, KOUTO Ca HaMal M KOHUEHTPaUMATa, KaKTo e NocoYeHo no-rope), Tpabea aa b6nae USNOCTHO

3aBbvpuweH. Tok He Tpadsa aAa NpoAb/KaBa noseve oT 10 nocnegoBaTenHy CEAMULA,

'Bbnpeku TOB3, B NO-KbOoeH rnepuoa, vda, n3nonzsany NiQuitin moraT ga HanpaeaTt mnbnnu'renﬂu
KypcoBe, ako ca NpoAb/KAnM WM Ca 3anoyHand OTHOBO fia nywar.

Aela

besonacHocTTa N ePUKacHOCTTa NpH Aelia U IOHOLWIK, KOMTO NYLWLAT, HE Ca OUEHEHM.
NiQuitin He ce npenopbuea 3a ynotpeba npu geua.

4.3. [poTuBonokasaHuA

NiQuitin e NpoOTMBONOKa3aH NPU NaLMEHTU CbC CBPLXUYYBCTBUTENHOCT KbM CUCTEMATA WK HAKOR OT
CbCTaBkuTe .

NiQuitin nracTvpy He TpsA6Ba A3 08 U3MON3BAT OT HENYLLAYM: TaKMUBa, KOUTO MYLIAT OT BPEME Ha BpeMe
WK Aeua.

NiQuitin He TpabGBa Aa ce 13N0A38a OT NALKEHTH, NPeKapany Hackopo MHpAPKT Ha MMoKapaa, C
HecTabunua K enolasala ce angina pectoris, Prinzmetal angina, Texka dopMa Ha c:hp.qeql-la APUTMHUA

MM CKOPOLLIEH LiepebpoBackynapel UHLIMAEHT. e
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NiQuitin
Kpatxa Xapakvepucrika Ha npoAyKTa

aeua. flopu uznonssanute sede NiQuitin nNacTUPpK CoALPXKAT A0CTATHUHO OCTATBYEH HUKOTUH, KOUTO €
onaceH 3a geua.

CnegiosaTenHo, naumeHTuTe TpAOBA fa 6bAaT NpeaynpexaaBaHy ga CoXPaHABAT NNAcTUpUTE Ha MecTa,
KOMTO He MoraT Aa 6bvaaT A0CTUIHATU OT fela U g4a 6bAaT MHCTPYKTUPaHN A3 U3XBLPAAT U3MNON3BaHUTE
MAACTUPY C BHUMaHWE Ha MECTa, HEAOCTBNHM 3a geLia.

be30ornacHocT npu corxpaHerne

NiQuitin e noTeHUManeH ApasHUTEN Ha KOXATa K MOXeE [1a NPeau3BKUKa KOHTaKTHa ceHcubunusaums.
Tpabea aa ce BHUMaBa Npy NOCTaBAHE HA NNACTUPUTE K 0000eHo Aa e u36arsa KOHTaKTa € ouuTe U
Hoca. Cnea nocrassHe, poleTe Tpabba fa ce U3MMBAT CaMO € BOAA, Tbid KaTo CanyHa MOXe fla NOBULUK
aboopbumaTa Ha HAKOTUR,

fipegynpemgerns

NauueHTUTe TPAGBA Ala chpaT Aa NYLWWAT M Aa He U3non3saT Apyry GopMid Ha HAKOTUH NPY 3anouBaHe U
no epeme Ha tepanmaTta ¢ NiQuitin. NayweHTuTe TpAGBa Aa 6uaaT NpeaynpeaAeHn, Ye ako NpoaL/IKasaT
A3 Nywar Win 4a U3NoA3BaT AOMAHUTENHN MITOYHMLM Ha HUKOTUH AokaTo u3non3sat NiQuitin,

ChLUIECTBYBA PUCK OT NOABATA Ha HEXENaHK Peakiiuv, rnopaau A0CTUMIraHeTO Ha HMBA Ha HUKOTUHA, NO-
BUCOKM OT Tesu, HabnioaasaHy NP NywieHe UM CAMOCTOATENHOTO USMNON3BaHEe Ha APYTY NPOAYKTH,

CbAbPXatliK HUKOTHH. AKO oc HabNoA3aBa KNKMHUYKHO 3HAUKMMO MOBUILABAKHE Ha CbpASYHO-CbAOBUTE WK
ADYT¥ ISMHOCTH B CneacTBue Ha HAKOTHHA, flo3aTta Ha NiQuitin Tpabsa Aga ce HaManu win cnpe.
EAHOBPEMEHHOTO NpUnaraHe C Apyry iekapcrsa MOXE fla HAZOXMW KOpexkUMA Ha Aosara (BUX
NekapCTBeH B3auMOACKCTBUSA ). . _

MaKcvManHaTa NPOAL/DKUTENHOCT Ha KyPCHT Ha nevenue e 10 cegmuum, Cea T031 NEPHOA, NALMEHTUTE
TpsGBa fa cnpaT NneyeHKeTo, Thbi KaTO XPOHWUYHAT2 yroTpeba Ha HUKOTHH MOXe Aa Dufle TOKCH4Ha WK
Aa aAoseae Ao npuctpacrsasaHe. Paako e chobilapaHo 3a TaxMKkapars, CBbp3aHa C U3NON3BAHETO Ha

NiQuitin.

NiQuitin Tpabea ga ce 13nNO0N3Ba CaMO C AeKapCKa NPenopbka Npy NAaUUeHTH Cbe:
e CbpaeuHo-CbaoBH 33b6onsaBanua {(Hanp. CTabunHa CTeHOKapanA, UHCYAT, apUTMKA,
uepebposackynapHo 3ab0nsBaHe, Texka ¢opma Ha nepudepHo Chaoso 3abonsasaHe, CKopoweH

WH(ApKT Ha MHOKapAaa),
e HeKoHTpONMpyeMa XMNepTOHWUA, Thil KATO HUKOTHMHA MOXE Aa Gbae pyuckos (akTop 3a PAsBUTHUE Ha

3A0KaYeCTBEHa XUNEpTOHNS,
ATOMMYHA WK eK3eMaTo3HKU AepMaTUTU (FIopaau NoKanHa YyBCYBUTERNHOCT KbM NAACTUPUTE),

Texxka ¢popma Ha 6L6peuHo Wn YepHoAPoOHO yBpeXaaHe UK aKTUBHA MefmuYHa A38a,
XvnepTupomausbM, GheoxpoMOLIMTOMA AU MHCYNUH-3aBUCHM Anaber.

B cay4dait Ha TeXKW Ny NPOALIKUTENHK NOKANHW PeakLMM Ha MRCTOTO Ha NpUnoXeHKe (Hanp. TeXKa
dopmMa Ha 3auepesiBaHe, CbpObeX UK OTOK) UK OB KoXXHa peakuus (Hanp. 06puB, YPTUKAPUA Wi
obLy koxeH obpui), nauveHTuTe TPAOBa Aa GbaaT npeagynpeaeHu ga cnpat ynotpebata Ha NiQuitin v aa
Ce KOHCYNTUpaT C nexkap. MayueHTuTe € KOHTAaKTHA YyBCTBUTENHOCT Tpa6Ba Aa 6baaT npedynpeacHH, ye
NpY M3NON3BAHETO Ha APYTU HUKOTUR-CHALPXALLM MPOAYKTY WK NPU NylueHe MOraT Aa ce Habnogasar
CEPUO3HU peaKkLM.

4.5. JieKapCTBEHM M ApYIv B3auMOAeHCTBHA

MpeKbCBaHETO Ha NYWEHETO, CbC unn 6e3 3aMecTuTeny, MoxXe 4a NpoMeHn B'anenﬂTBHe'l'O Ha npnnaral-'lm
B CbLMA MOMEHT IEKapPCTBa Npy GMBIUK Nywayu. TPy NPeKbCBaHe Ha NYEHETO, N}bme,na ce Hanoxw . - ’E

NPoMsAHa B 03aTa Ha CREAHWUTE NEeKaPCTRa: 4 e
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NiQuitin
Kpartka XapakTepucivika Ha NpoayKTa

[Ipv CMpane Ha LnrapHTe MoXe A3 ce HasoxH | BE3MOXHI MEXBHVIMH HE LESCTEHE

HaMangBaHe Ha Jo3aTa Ha: ] _

Caffeine, theophylline, imipramine, |

pentazocine, phenacetin, phenylbutazone, | e = nHaykuma Ha yepHoapobHUTE eH3UMM

tacrine, domipramine. |

Insulin 'MoBuiuasake Ha cybxyTanHara aboopbuna Ha
NHCYNUH

AnpeHepruiHuy 6n10kepu, Hanp. prazosin, MoHwkaBaHe Ha HUBOTO Ha LIMPKYNMpawmTe

propanolol | KaTexonaMmHi

TIDH CIHpaHE Ha LHIBDHTE MOXE 13 C8 HaNOXM | BhaMONH1 MEXGHUIMM Ha AEHCTBHE
 TOBHIIABANE Ha 03373 Ha:

AApeHeprmyHK aHTaroHUCTH, Hanp. NoHxaBaHe HA HYBOTO HA KaTeXONaMUHUTE
_isoprenaline, salbutamol

4.6. bBpeMeHHOCT H KbpMeHe

VBpeXaauwoeTo ASUCTBUE Ha HWKOTHH BbPXY 3APABETO Ha MaWKaTa W 3apoaMilua e nobpe ycTaHoBEeHO.
ToBa BKNIOMBA HACKO Terno npu paxaaHe, NnoBullieH pucKk oT cnodTaHeH abopT 1 nosuiLeHa NepuHaTanHa
CMBPTHOCT. JloKNagBaHo e 3a cnoHTaHeH abopT no speMe Ha Tepanusa ¢ NiQuitin n NiQuitin He Moxe Aa
6vae maksoueH karo cnoMarawl ¢akrop. NiQuitin Moxe Aa ce uanonzsa npu SpemMeHHU CaMo 110 NEKapoKo
npeanucatine. MNauueHtiure TpAGea aa ObAaT CbBETBAHU [a OTKAXAT Lurapure Ges Aa U3NON3BAT
HUKOTHUH 3aMECTBallla Tepanus, HO aKo He YIresT, 'rpnﬁaa ha ce npeueﬂu OTHOLLIEHWETO PUCK/NoN3a OT

ynotpebarta Ha NiQuitin.

TprbBa Aa o2 BHMMaBa Npu NpunaraxeTo Ha NiQuitin Npu KbpMeln XeHn. HUKOTURBLT NPeMUHAaBA
cB060OAHO B MAMMMHOTO MNsiKO. YnotpebaTa no BpeMe Ha KbpMeHe TpROBa Aa Obae caMo N0 NeKapcko

npegnucaHue.
4.7. Ecexctm BLpXyYy cnocobHocTTa 32 wodnpaHe u pabora ¢ MaLLIMHEK
He ca u3secTHn edektn Ha NiQuitin sbpxy cnocobHocTTa 3a wogupaue.

4.8. Hexenann nexapCrseHu peakiyvm

JloxanHuTe peakiiuv Ha MACTOTO Ha NPUAOKEHHUE Ca Hal-yeCTo CLODILLABaHUTE HEXEeSaHN NeKapCTeeH!
paaxumi, cBup3ann C NiQuitin, NiQuitin MOXe fia npeanssuKka Apyrv HeXXenaHn NekapCTBeHU peakLmMn,
CBLP3aHK € GrapMaKkonoruHHUA edekT Ha HUKOTHH UK € edexTuTe OT cNpaHe Ha LMrapure.

CnegHute HeXXeNaHu peakuwy ca AoKnaflBaHu B KNWHWYHW NPOYy4YBaHUA UNW OROHTaHHO CneA fiycKaHe Ha
npoayKTa Ha fasapa.

- Hakou OT foKnaABaHUTE CUMITTOMU KaTto Aenpecrs, pasapasHUTEHOCT, HEPBHOCT, npownﬁ B.. -““"‘
HACTPOEHMETO, BE3NOKOINCTBO, CHHNMBOCT, HapYLIeHa KOHUEeHTPauus, 6e3cbH1e nnu y;apyméu chH, Mei‘éx_
Aa 6bAaT CBLP3aHM CbC CUMITTOMMTE, HaBMIoAABaHN NPK OTKA3BAHE Ha UMIrapuTe. -~ KOUTO.
OTKa3BatT UMrapuTe Npu BCUUKM CNydan TPRDBa A2 QUAKBAT CUMITTOMU KaTO acTeHu

3aMasHOCT, Katlnniia unm rpunonogodHy CUMITOMM.




NiQuitin
KpaTka Xapakrepmcrika Ha npogyxTa

3a6onsIBaHNA HA MMYHHATA CHCTEMA
Paaxo >1/1000; <1/100: cBpuxXHyBCTBUTENHOCT NOS*

MCHXHATPHYUHNK .
MHOro 4ecto >1/10: HapyiieHHe Ha CbHA, BKNIOUUTENHO KOwMapy 1 6€3CbHUe

Yecto >1/100; <1/10: HepBHOCT

Hapywenua oT ctpaHa Ha HepBHaTa CUCTEMa
Myoro yecto >1/10: rnasobonue, 3aMasHOCT

Yecto >1/100; <1/10: Tpemop

CupaeuHn HapyuweHus
Yecto >1/100; <1/10: copuebuere
Paako >1/1000; <1/100: taxmxkapaus NOS

PeCcnupaTopHi, rpbiiiu 1 MEZNACTHHANHN HAPYWEeHHRA
Yecto >1/100; <1/10: AUCTIHER, hapuHrUTK, Kawnuua

FacTpo-MHTECTHHANHH HapYLIEHUS
MHoro 4ecto >1/10: rageHe, nospuilaHe
Yecto >1/100: <1/10: ancnencus, aﬁnmuﬁanuaﬁonxa, anapus NOS, cyxoTa B ycTaTta, 3anex

HapyueHHMa Ha KOXa M NTPUWASKAUIUTE ThKAHK
Yecto >1/100; <1/10: rnosuweHO noTeHe
- MHoro paako >1/100000; <1/10000: anepriuxy gepMaTUTH®, KOHTaKTeH gepMaTuT*

MyCKYNHOCKENETHN W NPARSKALLM ThKaHW
“Yecro >1/100; <1/10: apTpantng, MUanrus

06141 HapYWIeHNA U peaKkLiMM HA MACTOTO Ha NPUIOKEHHe

MHoro yecro >1/10: peaxumu Ha MACTOTO Ha npunoxeHne NOS*

“Yecto >1/100:<1/10: rpbgHa 60nKa, 60nkM B KapilHuuure, 6onka NOS, acrenuns, ymopa
Paako >1/1000; <1/100: 6e3n0KOACTBO, FPUNO-NOA0OHU CUMITTOMU

Peaikiimm Ha MACTOTO Ha NPUIOXEHMUE, BRAIDYMTENHO OT3BYUaBaly, obpue, Cbpbex, napeie U MatTpunsane
ca HaU-4eCTo A0KNAABaHUTE HeXenanm peakuymn npy NiQuitin. BonwKHCTBOTO OT NOKaNHUTE peakuuu ca
neku U npeMuHaBar Obp30 cnef OTCTPEHABaHE Ha NnacTupa. PAAKO e A0KNaABaHO U 33 aNeprmiHn KOXHU
peakumm. Moxe fla 6bie choBileHO 33 60NKa KM YyBCTBO Ha TEXECT 8 KpakHnuuTe unn B obnacTTa

KbASTO € NpUNoXeH nnactupa (Hanp. repin).

Peaiiium Ha CBPLXYYBCTBUTENAHOCT, BKADMATENHO KOHTAKTEH ASPMATUT W anepruqeH AepMaTuT Cbilo ¢a
AOKNaABaHW. B Criywait Ha CUNHO U3PA3SHK WK NEPCUCTUPALLM NOKANHY Peakuuu Ha MSCTOTO Ha
npunoxeHue (Hanp. TeXka GopMa Ha 3auepBaBaHe, Cbpoex WM OTOK) MAKM 0DIIN KOXKHIK peakLiuM (Hanp.
- YPTHKapKAa nnv obiy, koxeH o6pvB) nauveHTuTe Tpabea ga 6vaaT ceBeTBaHK Aa cnpart ynotpebata Ha
NiQuitin 1 aga ce noceBeTBaT C hekap.

AKO UMA KNMHWUYHO 3HAYMMO NOBAMLLABAHE HA CbPAEUHO-CHAOBUTE WK ADYTY eheKTU 3apasv HUKOTWH,

ynoTpebara Ha NiQuitin Tpr6Ba ga ce HaManu uaum cnpe. T ‘::;-\\
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NiQuitin
Kpartka XapakrepucTika Ha npoayxTa

fipu3HauuTe U CUMITOMKUTE NpY NpegosupaHe npu NiQuitin cucteMa ce ouaksa Aa Ca CblliUTe KaKTO Te3n
NPY TEXKO OTPaBAHE C HUKOTUH, BKNIOMMTENHO BheqHocT, cTyaeHa NoT, rageHe, CNioHOOTAGNAHE,
nospullyaHe, abaomuHanta bonka, avapus, rnasobonue, BUeHe Ha CBAT, HapyLeH CNyX U 3peHue,
TpeMop, yMCTBeHO 00bpKBaHe U chabocT. MNpy oCTPo NpegosupaHe Morar Aa RocheaBaT NbAHo
U3TOLLEHKE, XMNOTOHUR W HapylleHUe Ha AniwaHeTo. JletanHn 203U 6BP30 BOAST A0 KOHBYNCUM C

. nocneABaltla CMLPT B Pe3ynTaT Ha nepudepHa v UeHTpanHa Napany3a Ha AWWIaHeTo Unu, NO-PAAKO KaTo
PDE3YNTaT Ha CbpAeYHa HROCTATBLYHOCT.

TIpefosnuparne rnpy J10KanHo npHaoKeHne

AKO nNaUmeHTa NOoKa3Ba. NpU3HaLM Ha Npeao3vupaHe, TpakcaepManHaTta cucteMa NiQuitin TpaGea pa bbae
OTCTpaHeHa BegHara v NaumeHTLT TPR6Ba Aa NoTupcKn HesabaBHo MeaUUUHCKA NoMoLy. KoxXHaTa
NOBBbPXHOCT MOXE Aa ce obnee ¢ Boaa U fa ce noacylr. He Tpabea ga ce U3non3Ba CanyH, Tbi KaTo Tou

MOXe Aa NoBULM abcopoLMsATa Ha HUKOTHH,

OTACNAHETO Ha HUKOTHMH B KPbBTA Npe3 CReABaLIUTe HAKOSMKO Yaca, Chel, OTCTpaHABaHe Ha naacTupa
NPOAL/DKABa nopagy HaTPYNBaHETO MY B KOXATa.

IipagosHpane crneg opanHo npHeMane

NMpunaraHeTo Ha aKTUBEH BbIrReH TPAtBa Aa NPOAL/DKK AOKATO MIACTMPa C& HaMKPa B racTpo -
MHTECTUHANHWA TPaKT, Tb KaTo 0CcBOGON/JaBAHETO HA HUKOTUH NPOALIDKABa ¢ YaooBe.

OBragnrBane Ha OTPABIHETO C HHKOTHH

Apyry NOAObPXALLM MEPKW BI/HOYBAT AvasenaM win 6apbutypaTi 3a OBnagnBaHe Ha NpUnagbliuTe,
NoOAAbPXKAHE HA AUXaTeNHUTE (byHKLIMWU NPYU HapyLLaBaHe Ha AULIAHETO M HENPEKBLCHATO NOAABLPXAKE Ha
BOAHWS GanaHC Npy XMNOTOHUA K CBPAEHHO — CLAOB KONanc.

5. GapMaKkonormyHi flaHHu

5.1. dapMmakogvHAMMUYHM CBOMCTBA

ATC xoa: NO7B A 01
(Npenapatv 3a 0TKasBaHe OT TIoTIoHOAYILeHeTo: NO7BA, Nicotine 01)

HUKOTUHLT, OCHOBHUA aNKaNoOMA B TIOTIOHEBUTE NPOAYKTH U NPUPOAHO CPeLlallio ce BellecTsa,
'@HTArOHKCT Ha HMKOTHH peuentopure B nepud)epHaTta U LeHTpanHa HepPBHa CUCTeMa ¥ MMa U3Pa3eHo
Bb3AEUCTBUE BHRXY ChPAEYHO — ChAI0BATE M LEHTPa/HA HEPBHA CuCTeMa. JInncata Ha HAKOTUH NpK
NPUBKKHANW MHAKBUAW 02 XapaKTepuaupa C HeNPEoAonMMO XenaH1e 3a nyweHe, HEPBHOCT,
6e3MoKOMCTBO, pa3apa3HUTENHOCT, NPOMSHa B HACTPOEHWUETO, TREBOIa, CHHANBOCT, HAPYIIEHUs B CbHS,
HapylWeHa KOHLUEHTPaUM:, NOBUILEH aneTWT, IeKM COMaTUMHU onnakeBaHua (rnasobonue, bonku B
MYCKYfUTE, 3aneK, yMOpa) U HajgasaHe Ha Terno. CUMNTOMUTE, CBLP3aHW C OTKa3BaHETO Ha Lrapure,
KaTo HEONPEASNMMO XenaHue 3a nytleHe, MOTaT fia HbhaaT KOHTPOAKPaHU NPU HAKOW MHAMBMAU Ypes
NOAALPXKAHE Ha MOCTOAHHU NNA3MEHA HUBa HA HMKOTHH, NO-HUCKWU OT Te3K, OTHETEHM NPK NyLLEHE.

py KNKHKUYHKA KOHTpONMpany uanuTaardua, NiQuitin soau ao obnexyasane Ha CUMITTOMMTE, CBLP3aHK C
~AINNCaTa Ha HUKOTUH, KAKTO K HEMPeOAOTMMOTO XenaHue 33 nyluexe. B cpaBHeHo € nnaﬁ (MQE;
NiQuitin HaMansea CTeneHTa Ha XeaHKeTO 3a MylleHe 8 NPOAbMKEHHE Ha LIE.HI-IH geﬂ rioue [+ 35% hm

MbPBUTE fBe CeaMMUM Ha abcTMHeHUUS. f'{” LT e
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5.2. tbapualtolmumqﬂu CBOMCTBA

Abcopbumn

Cneql TpaHcgepManHo Npuaoxerue, koxarta 6bp3o abcopbupa nprOHaqanHo ocsoﬁonen-lom OT IACTUPA
KONUYECTBO HUKOTUH. MNAa3MERUTE KOHLUEHTPALIWMA Ha HUKOTUH AOCTUIAT NOCTORHHM CTOMHOCTH 2-4 Yaca
cnen NupsoHavanHoTo NpunoXxerme Ha NiQuitin ¢ oTHOCUTENHO NOCTOAHHY NNA3MEHW KOHLIEHTPALIWK,
3anassalwy ce 3a 24 yaca wnu 40 OTCTpaHsBaHe Ha rnactupa. NpubnmsurtenHo 68% ot ocsobogeHun o
MNacTMpa HMKOTHH HABNW3a B CUCTEMHOTO KPLEOOOP3ILeHne, a 0CTAHANOTO KomM4ecTBO ocBobOAEH
HUKOTHH C& M3NapaABa npe3 Kpauitata Ha TAC.

C nostapawmre ce AHEBHU NpUnokeHua Ha NiQuitin, (HOCeHW B Npoab/pkeHHue Ha 24 4aca), NOCTOAHHUTE
NNasMeHU KOHLEHTPaUWM Ha HMKOTHH, 3aBUCellW OT A03aTa, Ce NOCTUraT cnef NOBTOPHO ApURaraHe Ha
NiQuitin 1 c2 noAABPXKAT B NPOAb/DKEHKE Ha yenus AeH. Te3u NOCTOAHHKM MakCManHK KOHLUEeHTpaUuK Ca
npubnusurento ¢ 30% No-BUCOKM OT KOHUEHTPaLUWUTE, OTYETEHU Chelt eAHOKPaTHO NPUNoXKEHWe Ha
NiQuitin.

MnasmMeHnTe KOHLSHTPaLUMM Ha HUKOTHH Ca NPONOPLMOHaNIHK Ha A403a 3a Tpute GopMy Ha NiQuitin.
CpeaHuTe NOCTOAHHW NNA3MEHM KOHLIEHTPaUMU Ha HAKOTKH ca okoio 17 ng/ml npu nnactvp ot 21 mg/Ha
aeH; 14 ng/ml npu nnacrup ot 14 mg/aHesHo 1 6 ng/ml npy naacTup ot 7 mg/AHeBHO. 3a CPaBHERUe,
cneq NywieHe Ha UWrapy B NPoAL/DKEHUE Ha NOMIOBUH YacC, CPEAHUTE MNA3MeHU KOHLUIeHTPpaUMK ca OKONo
44 ng/mi.

N3paseHusaT paHeH NKWK 8 KPbBHUTE HUBA HA HUKOTUH, HabniogaBar cnefl BAWLIBAHETO HA LWrapeH UM,
Ke ce Habmoaasa npu NiQuitin. .

Paznpeaenenne
Cnen oTcrpaHsBaHeTo Ha NiQuitin, nnasMeHuTe KOHUEHTPaLWM Ha HUKOTUH HaMansear Che cpeneH

NOMYXXUBOT OT 3 4aca, CpaBHEH C 2 4aca NpU iv NpUnRoXaHue nopaaM NpoabaxKasawata abcopbyna Ha
HUKOTHUH OT KOMMMECTBOTO, HAaTPyrnaHo B KoXaTa. Mpu NnoBeueTo NaLyeHTH, KoMTo He nyuwar, 10 - 12
Yyaca cnep orcrpaHsasaHe Ha NiQuitin, He ce oTKpUBaT KOHLeHTPaUWU Ha HAKOTHH.

Cnen WHTPABEHO3HO NPUNOXKEHUE Ha A03a HUKOTUH, bensasaH ¢ paguoakTuseH usoton, ce Habniogasa
pasnpeaeneH1e Ha PagMoaKTUBHOCTTA, OTrOBapALLO HA KPLBOCHA0AsBaAHETO, 6e3 CenexKTMBHO
HaTPYNBaHe Ha HAKOTUH B opraHuTe. O6eMbT Ka pasnpeaeneHye Ha HUKOTHH e npubnusurentdo 2,5 I/kg.

MeTtabonusanMm

OCHOBHUSIT OpfFaH Ha efNMMUHKpPaHe € YepHusaT Apob, a CPeaHVAT NNa3MeH KIMPDBbHC € OKONO

1,2 I/min; HUKOTUK ce MeTabonuzupa u B GubpeuuTe 1 Genna Apod. YcraHoseHy ca noeeye ot 20
MeTabonnTa Ha HUKOTUH, 33 KOUTGC CB CYMTA, Ye Ca (hapMaKoNorMuHo HeakTUBHWU. OCHOBHWUTE MeTabonmTi
Ca KOTUHMH W TPAHC-3-XKAPOKCUKOTUHUH. [OCTOAHHUTE NNa3MeHn KOHLISHTPpaUM Ha KOTUHMH
NPEBMILIABAT TE3M Ha HUKOTUHA € 10 MuTU. nasMeHVsT NORYXMBOT Ha HAKDTHH Bapupa oT 1 A0 2 Yaca, a

Ha KOTUHKWH Mexay 15 w 20 vaca.

ExcxpeuHn
KakTo HMKOTUH, TaKa U HEroBuTe MeTabonuTu ce otgenaT 4pes 6vbpelmte U okono 10% OT HUKOTHH ce
eKcKpeTupa HeflpoMeHeH B ypyuHata. 30% MoraT ga ce OTASNAT B YpUHATa € MakcUManHO OTaennHe U

CWAHO MOBULLIABAHE KMCENMHHOCTTa Ha ypuHaTta {pH<S5).

He ca HabnioaaBaHn pasnnumnn 8 KMUHETUKATA HA HUKOTMH MY MbXE W XKeHu, u3nonssam NiQuitin..
MunHu Mbxke, uanonssaly NiQuitin uMaTt 3Haurrento No-HUcKn AUC v Cmax cmﬁuocm B cpaaiia-mé%
Mb)Xe C HOpPManHo Terno. JIMHeMHOTO NoHWKasaHe Ha AUC B cpaBHeHne ¢ obuloTo Tem;:m Terno
NoKasBa ouyaksaHaTa obparHo nponopumoranHa sasucumoct (AUC HaManaea C yae:;ﬁqaaaue Ha Ternb'ro)
KuHeTUKMTe Ha HUKOTUH Crell NpUunarade Ha nnactmpa Ha pasniHu Mecra B . f_ qam' Ha Tnmm u
ropHaTa BvTpeltiHa YaCT Ha PbKaTa ca noaobHu. i SR




NiQuitin
KpaTka XapakrepucTuka Ha NPpoayKTa

5.3. [MpegwiMHUuYHN faHHM 32 6e3onacHocT

Obuara TOKCMYHOCT Ha HUKOTHMH € Aobpe M3BECTHa U @ B3eTa NoA BHUMaHHWE NpH onpeaensHe Ha
npenopbMaHaTa 403UPoBKa. HUKOTUH He @ MyTareHeH. PesynTaTuTe OT KapUMHOIeHHUTE H3CeABaHUA He
- AABAT ACHW AOKA3ATENCTBA 33 TyMOporeHeH edexr Ha HUKOTHH. B uscneasaHns ¢ GPEeMEHHU XUBOTHM,
HUKOTUH NOKA3Ba TOKCUMUYHOCT NPU MauKkata v nocneasalla neka TOKCUYHOCT Npy nnoaa.
[ionbnHuTenHUTE peakuyy BKMOMBAT Npe- U NOCTHaTaNHo 3abaeaHe B pacTexa u 3abaBaHe U NpoMeHn B
nocTtHaTanHoTo passutue Ha LUHC. Teaun edextv ca HabnioagasaHu caMo CNea NnpunaraHeTro Ha HUKOTHH, B
A03M, HAABUILIABAM Te3u, NpenopbyaHK 3a ynotpeba npu NiQuitin. He ca Habmogasanu edexmre
BbPXY NNOR0BUTOCTTA.

CpaBHEHUETO MeX/y A03UTe, U3MOM3BaHM 33 CUCTEMHOTO U3NaraHe, Npeau3BUKani Te3n HeXenaHu
peakuv1 B NPEAKNMHUYHO TECTBaHUTE CUCTEMK C Te3U, CBLP3aHU C nperopbYaHarta ynorpeba Ha
NiQuitin, nokassa, ue Bb3MOXHUAT PHUCK € MaNbK U YCTaHOBEHUTE NPERYMCTBA Ka TepanuATa C HUKOTHH
NP OTKA3BaHE Ha LvrapuTe JOMUHUPaT. Bunpeku ToBa, 3nonssaHeto Ha NiQuitin oT 6pemMeHHN KeHn
Tps6Ba Aa Ovle caMo No NEKapPCKo npeanmcaUme, ako Apyrute GopMu Ha NedYeHue He ca Brunu YoneLHu.

6. dapMauesTHVYHH A3HHM

6.1. Cnuchx HA NOMOLWHKTE BewecTea

Pesepsoap 3a nekapcTBoTo: Ethylene Vinyl Acetate Copolymer

Nperpaxxgatly CnoM: Polyethylne / Aluminium /Polyethylene Terephthalate /
Ethylenevinyl acetate

Mem6paHa, KoHTponHpaiya

CKOPOCTTa Ha oTflenaHe: Polyethylene film

KoHTakTHO cnensailo )

BellecTBO: | Polyisobutylene 1200000 1 35000

3auuTeH Cnou: -~ Siliconised Polyester film

NeuaTHO MaCcTHAO: SunSharp PMS 465 Brown Ink

6.2. HeCLBMECTMMOCTH
He ca U3BECTHH.

6.3. Cpox na rogHocr

NiQuitin 7 mg -~ 3 roAvHn
NiQuitin 14 mg -~ 3 rogvHw
NiQuitin 21 mg - 3 FrOAYHA

6.4. CneuuanHm ycnosmua Ha CeXpaHeHMe
[la ce coxpaHsiBa nNpu Temneparypa nog 25°C.

6.5. [laHHM 3a onakoBKaTa N —
7 vnu 14 NnacTrpa B KapToHeHa onakoeka. Boek NNacTUp e KBaapaTeH U Ce ChCTon M_B’bHI.'IlEﬁ
- OUBETEeH NNnacT, cpeaeH cpebpucT MNacT ¥ BbHILEH Npo3payeH MnnacT, KOUTo ce |
ynotpeba. Boexu nnaacTup e onakoBaH B AaMHUHKPaHa ONaKosKa.

6.6. [Mpenopuky 3a ynorpeba
He ce oTHacs.
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AZMMHKCTPATHBHM JaHHM
7. MpuTexxaren Ha paspewleHneTo 3a ynoTpeba

GlaxoSmithKline Consumer Healthcare

GlaxoSmitnKline Export Ltd.

Brentford, Middlesex, TW8 9GS

BenvkobputaHus

8. Perncrpaunones HOMEp B permcripa no un. 19 or 3/1INXM
NiQuitin 7 mg -~ 20010154

NiQuitin 14 mg -~ 20010155

NiQuitin 21 mg - 20010156

9. Aata Ha nbpBO paspelleHne 3a ynotpeba
23/01/1998, BenukobpuraHus

10. Jata Ha npepasranexjane Ha TeKcra
Onu 2005

______



