MUWHUCTEPCTBO 3IPABOOXPAHEHWS POCCUNCKOW ®EOEPALINA

MHCTPYKUMNA
Nno MEONLUNHCKOMY MPUMEHEHWIO JIEKAPCTBEHHOTO MPEMAPATA

TABEHOBA

PerncrpauunoHHbin Homep: J1M-008086

ToproBoe HaumeHoBaHune: TABEHOBA

MexayHapoaHoe HenaTeHTOBaHHOE HAMMEHOBaHWe: LIMTU3NH

INekapcTBeHHas dopma: TabneTku, NOKPbITbIE NIIEHOYHON 06ONOYKOW

CocTaB Ha ofHy TabneTKy:

OpHa TabneTka, NoKpbITasi MNEeHOYHOW 0BOMOYKON COAEPXUT:

[elicmeytowee sewecmao: UMTU3nH — 1,5 mr.

BcriomozamernbHble gewiecmesa: LeNmionosa MUKPOKpUCTannuyeckasl, nakTtosbl MOHOMMApar,
Tanbk, MarHus cteapar.

lMneHoyHoe nokpeimue: onagpan I 85F265103 KopuyHEBbLIN (MONMBUHWIOBLIA CANPT YacTUYHO
rMaponusoBaHHbi — 40,00 %, makporon/nonuatunenrnvkons — 20,20 %, Tanbk — 14,80 %, TuTaHa
avokenp (E171) — 14,65 %, kpacutenb enesa okcup xentein (E172) — 7,46 %, kpacutenb
Xenesa okcup kpacHbivi (E172) — 1,89 %, kpacutenb xenesa okcua YepHbivi (E172) — 1,00 %).
Onucanue

Kpyrnble ABOsIKOBbINYKble TabneTku, NOKpbITble MNEeHO4YHON 060noYKon kopuyHeBoro Lseta. Ha
nsnome ot 6enoro fo 6enoro co crerka XenToBaTblM OTTEHKOM LiBETA.
®dapmakoTepaneBTMYeckas rpynna: CpeacTBo Ans Nle4YeHUs HUKOTMHOBOW 3aBUCUMOCTY.

Kop ATX: NO7BAO4

®dapmakornormyeckoe aencTeme

@PapmakoduHaMuka

Ankanova  UWTWM3WH  SBNSIETCH  aKTMBHbIM  BeLLecTBOM  npenapaTta, obnagaetr  H-
XONMVHOMUMETUYECKMM aeicTBueM. Ero addpexTbl BblpaxalTcs B criegytolem: Bo30yxagaet
raHrnMn BereTaTMBHOM HEPBHON CUCTEMbl, pednekTopHo BO30OyxAaeT AblXxaHue, Bbl3blBaeT
BblAeNeHne agpeHannHa u3 MO3rOBOro BellecTBa HaAMOYEYHUKOB, MOBbILIAET apTepuanbHoe
OaBreHve.

Mpn 6nnskoM CXOACTBE C MEXaHW3MOM AeVCTBUSA HUKOTMHA, UMTU3MH obnagjaeT ropasgo Gonee
HW3KOWM TOKCMYHOCTBIO 1 BOMbLUNM TepaneBTUYECKUM UHAEKCOM.

LIMTM3MH  KOHKYpEeHTHO noAaBnsieT B3aWMOAENCTBME HUKOTMHA C  COOTBETCTBYHLLMMU
peuenTopamu, 4TO BeAeT K MOCTENEeHHOMY YMEHbLUEHUIO W WCYE3HOBEHMIO HWKOTUHOBOW
(Taba4Hol) 3aBUCUMOCTW.

PapmaKkOKuHemukKa

dapmakokMHeTMYeckMe napameTpbl LMTU3NHA WccreoBaHbl y 36 340poBbiX [0OPOBOMbLEB
nocrne nepopansbHOro NPUMeHeHNs ogHoOKpaTHoOM Ao3bl 1,5 Mr (1 TabneTka).

BcacbiBaHve

LinTnanH BbICTpo BcacbIBAaeTCst M3 KeNyAOYHO-KULLEYHOro TpakTa Mnocrne ero nepopanbHOro
npuMeHeHus. MakcmarnbHas KOHLEeHTpaLuus npenapara B nnasme kposu coctasnseT 15,55 Hr/mn
n nocturaetcs B TeyeHue 0,92 u.

Pacnpenenexue

KnuHuyeckne aaHHble 0 pacnpegeneHun npenapara y nofen oTCyTCTBYIOT.

Y MblLLe BbICOKME MNa3MeHHble KOHLEHTpaLuy LMTU3MHA Nocne nepoparnbHOro U BHYTPUBEHHOTO
NPYMEHEHNs1 YCTaHaBNMBAKOTCS B MEYeHW, Moykax M HagnoyeuHukax. Obbem pacnpegeneHvs
(Vd) y KponukoB nocne nepopanbHOro U BHYTPUBEHHOIO NpMMeHeHust coctasnsieT 6,21 n/kr n
cooTBeTcTBEHHO 1,02 n/kr.

BrotpaHcdopmaums v BbiBeaeHne

LutnanH He metabonusupyetcs B opraHuame. [Jo 64 % npuMeHeHHOW [03bl BbIBOAUTCS B
HensMeHHOM Buge C Mouvon B npegenax 24 4. [lepuog nonyBbiBEAEHWA COCTaBnseT
npubnusutensHo 4 4. CpegHee Bpems yaepxanus (MRT) umTu3vHa B opraHvu3ame cocTaBnsieT
npuenuanTensHo 6 4.

Moka3aHusA K NpUMEeHeHUto

JleyeHune TabayHoM 3aBrCMMOCTY (AN 0brneryeHns oTkasa OT KypeHust).

du3nyeckas n ncmxonornyeckas 3aBUCMMOCTb OT HMKOTMHA CUYWTaeTCsl onpeferieHHbIM TUMOM
3aboneBaHns, KOTOpOe MPUBOAUT K HECMOCOOHOCTM BO3AEPXaHUA OT KypeHus, Aaxe npu
MOHUMAaHWUN ero HeraTUBHbLIX 3 EKTOB.

MNpoTnBonokasaHus

- rMNepYyBCTBUTENBHOCTL K AENCTBYIOLIEMY BELLEeCTBY UMM Mio6oMy M3 KOMMOHEHTOB
npenapara;

- OCTpbI MHAPKT MUOKapaa, HecTabunbHas CTeHokapausi, apuTMus cepaua, HeaBHO
NepeHeceHHbIi MHCYNbT (B TeyeHve 1 Mecsua nepes HavanoMm NpUMEHeHWs npenapara),
aTepockrepos, Tshkenas apTepuanbHas rMnepTeH3ust;

- 6epeMeHHOCTb ¥ Nepuop rpyAHOr0 BCKapMIMBaHUS;

- Bo3pacT 4o 18 neT 1 nauuneHTsbl cTapLue 65 ner;

- He[OoCTaTOYHOCTb  NakTasbl, ranakTo3emusi, CUHAPOM Manbabcopbummn  rnoKo3bl-
ranakTosbl (B COCTaB npenapaTta BXOAUT N1aKkTo3a).




C OCTOPOXHOCTbLIO

- cTabunbHas cTeHokapaus;

- BGeccuMnToMHast (TUxast) MLEMUS MUOKapaa;

- Ba3ocnacTuyeckasi CTeHOKapaus;

- cuHapom «X» (MUKpococyamncTas cTeHokapaus);

- cepAeyvHasi HeJoOCTaTOYHOCTb;

- NOBbILLEHHOE apTepuarnbHoe AaBneHue;

- 3aboneBaHune cocyoB rOfIOBHOMO MO3ra;

- obnuTepupytoLme apTepuarnbHbie 3aboneBaHus;

- rMnepTVpeouan3Mm;

- s1I3BEHHas bonesHb Xenyaka;

- caxapHblil gnaber;

- noyeyHas He4OCTaTOYHOCTb;

- neyeHoYHasi HeJOCTaTOYHOCTb;

- HeKoTopble POpMbI LLIM30PEHUN;

- Hanuune xpoMadOUHHBIX ONyXonen Haano4Ye4YHNKOB;

- ractpoasodareanbHas pedrokcHas 6onesHb;

- nMuaMm ¢ AnuTenbHbIM CTaXXEM KypPeHWst;

- nuuam ctape 40-45 net (cm. pasgen «Ocobble ykazaHusy).

MpumeHeHve npenapata y nauMeHTOB C 3aboneBaHusIMW, ykasaHHblMW B pasgene «C
OCTOPOXHOCTbIO», BO3MOXHO TONbKO MOCIE KOHCYMbTaLMKU Bpaya.

MpumeHeHMe Nnpu GepeMeHHOCTU U B Nepuo rpyAHOro BCKapMiiuBaHus

LInTnsuH He crnepyeT NMPUMEHSITb XEHLUMHaM BO Bpemsi 6epeMeHHOCTW W B Mnepuod rpyaHoro
BCKapMIMBaHWs1.

Cnoco6 npuMeHeHUs 1 [o3bl

TabneTkn NpPUHMMAOT BHYTPb, 3anuBasi OOCTATOYHbIM KONMYECTBOM XuakocTu. He crnepyet
npeBbILLaTh PEKOMEHAOBAHHbIE 4O3b.

Mpuem npenaparta >XenaTenbHO HAYMHaTb MOCME YCTAHOBKW MauUMEHTa Ha MOJNHbIA OTka3 OT
KypEeHWsI.

Mpenapat crnegyeT npuMeHsATb No criegytowet cxeme: ¢ 1 no 3 geHb — no 1 Tabnetke 6 pa3s B
O€Hb, Kaxable 2 4, MOCTEMEHHO COKpallasl YMCro BbIKYPEHHbIX curapeT. TabneTtky cregyet
NPUHUMaTb MeXZy 9nNu3ogamu KypeHus Ons YANMHEHUS UHTepBarioB MeXAy BblKypvBaHUEM
curapeT, 4Tobbl MakcMMarnbHO CHU3UTb UX NoTpebneHne. VIHTepBan npvema kaxable 2 4 JOorKeH
cobnogartbes.

Ecnn He ypmaetcsi BOOBUTBLCA CHWXKEHWSI CYTOYHOrO MOTpebrneHus curapeT, neveHve cnegyer
npekpaTuTb U Yepes 2-3 MecsiLla MOXHO HavaTb ero CHoBa.

Mpn xopoluem adpdekTe neveHe NPoJOIHKAIOT No CreayroLeln cxeme:

c 4 no 12 peHb npuema — no 1 Tabnetke 5 pa3 B AeHb, kaxable 2,5 y;

c 13 no 16 geHb — no 1 TabneTke 4 pasa B AeHb, kaxable 3 4;

¢ 17 no 20 geHb — no 1 TabneTke 3 pasa B AeHb, kaxable 5 u;

c 21 no 25 geHb — No 1-2 TabneTke B AeHb.

HacTosTensHo pekomeHayeTcsi 0Tka3aTbCs OT KypeHUst He no3fHee 5 AHSA OT Havana nevyeHus.
CoyeTaHne MeAMKaMEHTO3HOW Tepanuu C KOHCynbTauusiMu, B TOM 4Yucrne C Mepamu
NCUXONOrMYeCKOoN NOAAEPKKM NaLMeHTa, JOCTOBEPHO NOBbILLAET 3PPEKTUBHOCTb NEYEHUS.
Mo6ouHoe aencreue

[MpoBefeHHbIe KIUHWYECKUE WCCIEeLOBaHUSt M MOCTMApPKETUHroBble HabMNioAeHUs nokasblBaloT
XOpOLUY NepeHocMMocTb npenaparta. Habniogaemble nobovHble AenNcTBUS BblpaKeHbl crnabo
WM yMepeHHo. BombWMHCTBO M3 HUX HacTynaeT B Havane IneyeHus, U1 NpoxXoasaT
camocTosiTenbHO. Yalle BCero OHM CBsi3aHbl C OTKA3OoM OT TabakoKypeHust M MpOsIBMSHOTCS
rONOBOKPY)XEHUEM, rOrIOBHON 60I1b0 U 6ECCOHHMLEN.

B pekomeHO0BaHHbIX Jo3ax NpenapaT He Bbi3biBaeT Cepbe3HbIX HeGnaronpmaTHbIX apdeKToB.
Bo3moxHbI cniegytoLve noboYHble OeNCTBUS:

HapyWweHusi Co CmopoHbI cepdya: Taxvkapausi, olylieHne cepauebuenus;

HapyWweHUsi CO CMOpPOHbI COCyd08: HE3HAYNUTENBHOE MOBbILLEHWE apTepUanbHOro AaBreHus;
HapyWeHUs1 CO CMOPOHbI HEPBHOU cucmeMbl: rofloBHasi 6orb, roNIoBOKPYKeHWe, 6eccoHHMLa nnm
COHIMBOCTb, NOBLILLEHHAs Pa3apakUTENbHOCTb;

HapyWweHusi O CMOpPOHbI ObiXxamesibHOU cucmeMbl, 0op2aHo8 2pyOHOU KrnemkKu u cpedoCMmeHUs:
oAplLLKa;

HapyWweHUs1 CO CMOPOHbI XenyO0YHO-KULEYHO20 mpakma: CyxoCTb BO PTy, TOWHOTa, Gomnb B
obnacTu xunBoTa, 3anop, Auapesi, UaMeHeHVs BKyca 1 anneTuTa;

HapyWeHUs1 CO CMOPOHbI CKETEMHO-MbILWEYHOU U cCOeOUHUMEbHOU mKaHU: 601 B MblLLLAX;
HapyWweHuUsi cO CMOPOHbI 0bMeHa 8ewecms U MUMaHUsl: CHWKEHUE MaccChl Tena, MoBbllLEeHHOe
NoTOOTAENEHNE;

Obuwue paccmpolicmea u HapyweHusl 8 Mecme 88edeHusi: 60N B rpyaAHOM KNeTKe.
Mepeno3npoBka

CuMnNTOMbI  NEepeno3vpoBKU:  TOLIHOTA, PBOTA, pacluMpeHue 3padvkoB, obwas cnabocTb,
Taxukapaus, KIoHUYeckMe Cyioporu, napanvy abIxaHus.

CvMNTOMbI Mepefo3npoBKM HacTynawT B Criyvae, Korga nauuMeHT He cobnogaer pexum
[O3MpOBaHMS M MNpUHUMaeT npernapaT B [403aX, B HECKONMbKO pa3 MpeBbILAKLLNX
TepaneBTUYeckue.

Mpu nepeno3npoBke HEOHXOAMMO HEMEATEHHO 06PaTUTLCS K Bpayy!




JleyeHne: nprem akTMBMPOBAHHOIO YIS, NPOMbIBaHWE Xenyaka, UHPY3NOHHOEe BBEAEHNE BOAHO-
conesblX PpacTBOPOB, a Takke 5 % unu 10 % pacTBopa rmoKo3bl, NPOTUBOCYAOPOXHbIE CPEACTBA,
KapAMOTOHUKW, AplXaTenbHble aHanenTukM W gpyrve cumnTomaTuyeckve cpefcTtsa. Cnepyet
oTcrnexusaTb paboTy OpraHoB [AbIXaHWs, apTepuanbHoe [AaBfeHWe W YacToTy CepAeyHbIX
COKpaLLEHWUN.

B3anmogpenicTBue ¢ ApyrMMu nekapcTBeHHbIMM CpeACcTBaMU

Mocne npekpalleHnss TabakoKypeHust MOryT ycunmneaTbCsi MoOOYHble AeVCTBUA TeodunnuHa,
ponuHMpona, KnosanuHa u onaHsanvHa.

[Mpn ogHOBpeMEeHHOM NMpUMEHeHWN npenapaTa ¢ aueTUNXonuHoM, kapbaxonom, ranaHTammHoMm,
NMMPUOOCTUIMUHOM, PEBACTUTMWMHOM, AWCTUTMUHOM BO3MOXHO YCUMEHWE XONMMHOMUMETUHECKNX
noboYHbIX AEVCTBUIN (CrIOHOTEYEeHMe, crie3oTeveHre, BpoHxmanbHasi Cekpeumsi ¢ Kalnem u puck
BO3HVMKHOBEHMSI MPUCTyNa acTMbl, CYXeHWe 3padvka, KOnuKW, TOLHOTa, pBOTa, 4actoe
Mo4ewncrnyckaHue, NoBbILLEHHbIV TOHYC MbILLL, UM BHE3AMHbIE COKPAaLLEHNS MbILLILL.
OpHOBpeMeHHoe NpUMeHeHWe npenapaTta C noBacTaTMHOM, CMMBacTaTUHOM, dnyBacTaTUHOM,
npaBacTaTMHOM W Ap. MOBbILLAET PUCK NOSIBMEHNS Gonel B MblLULaX.

OpHOBpeMeHHoe NpUMEHEHVE NpenapaTta C MMNoTeH3VBHLIMW CPeACTBamMu (NponpaHonon v ap.)
MOXET 0cnabuTtb Ux ahdekT.

Ocob6ble ykasaHus

Mpuem npenapama cnedyem Ha4uHamb MOJILKO Mo20a, ko20a nayueHm umeem cepbe3Hoe
HaMepeHue omkKa3ambCsi Om KypeHuUsi.

Jlnuam ¢ anuTenbHbIM CTaxXeM KypeHust 1 nuuam ctaplue 40-45 neT npenapat cnegyeTt NpUMEHATb
TOMBKO MOCHEe KOHCYNbTaLymn C BPayoMm.

Ecnu Bbl nponyctunv ogHy 403y, NpUMWTE ee Kak MOXHO ckopee. Ecnu HacTynuno Bpemsi ansi
npuema criegyowern [o3bl, NpUMUTE ee Kak obbl4HO. He npuHMManTe ABOWHYH [03y Ansi
KOMMeHcauuy nponyLieHHou. Npogomkante NnpuHMMaTL nNpenapaTt no cXeme, ONWCaHHOW B 3TOW
VHCTPYKLMN.

Mpn npumeHeHWn npenapata He crneayeT MpeBbilaTb PEKOMEHAOBaHHble [[03bl. JleyeHue
npenapatoMm W MPOAOIKEHUE KYPeHUsI MOXeT MPUMBECTU K YCUMEeHW0 MNOBOYHbLIX [EeNCTBUIA
HWKOTUHA (HUKOTMHOBAs MHTOKCUKALWSA).

JlekapcTBEHHbIN NpenapaT coAepXuT BCnoMoraTenbHOe BELLECTBO NaKTo3y.

MauneHTam C peakMMu  HacneacTBeHHbIMM Mpobnemamn  HenepeHOCMMOCTU  ranakTosbl, C
naktasHbiIM Aecouuptom (Tun Jlanm) wnm rnioKo3o-ranakTo3Hou manbabcopbumen He cnepyet
NPUMEHNATL NeKapCTBEHHbIN Npenapar.

BrnusiHue Ha cnocoGHOCTL YNPaBMATL TPAHCMOPTHLIMU CPeACTBaMU, MEXaHU3MaMU

Xotsi Ha choHe mpriema mpenapata Kakoro-imbo OTpULIATENBbHOMO BMSHWS HA CMOCOBHOCTL YMpaBnsiTh
TPaHCTMOPTHLIMX  CpeacTBaMM U paboTy C MexaHuaMamu He Habniopanoch, ofHako, BCreacTsvie
BO3MOXHOTO  BO3HUKHOBEHWSI COHMMBOCTV W [pyrMX MOGOYHBIX — peakuwid, criedyet  cobrnoaatb
OCTOPOXHOCTb B MEPEUNCIIEHHbIX CUTYaLSIX.

®dopma BblInycka

TabneTku, NOKPbITbIE MIIEHOYHOM 060roYKon, 1,5 Mr.

Mo 10, 20, 25 nnm 50 TabrieTok B KOHTYPHYHO SIMENKOBYIO YMaKOBKY W3 MIEHKV MOSNMBUHUIXITOPUAHON U
Oonbiv antoMYUHUEBON NEYATHON NAKMPOBAHHON.

10 KOHTYPHbIX S4eVKoBbIX yrnakoBok no 10 TabrneTok, unnM 5 KOHTYpHbIX SYEKoBbIX ynakoBok no 20
TabneTok, U 4 KOHTYPHbIE SHENKOBbIE YMaKoBKW MO 25 TabneTok, Unm 2 KOHTYPHbIe AHENKOBbIE YMaKoBKM
no 50 TabrneTok C UHCTPYKLMEV MO NPUMEHEHMIO B MaYKy U3 KapTOHa.

YcnoBus xpaHeHusi

B 3aLuyiLieHHOM OT cBeTa MecCTe B OpUHarbHOW ynakoBke (KOHTYpHas S4elikoBas ynakoBka B rMayke) npu
Temnepatype He Bbiwe 25 °C.

XpaHWTb B HEAOCTYNHOM Af1 AeTel MecTe.

Cpok rogHoCT!

2 roga.

He nNpyMeHsTb NO UCTEYEHMM CpoKa FOAHOCTH.

YcnoBus otnycka

OrtnyckatoT 6e3 pevienTa.

lOpuanyeckoe n1uLo, Ha UMA KOTOPOTO BbIAAHO PErMCTPaLIMOHHOE YAOCTOBEepeHNe

000 «PAPMAKOP MPOJAKLUH», Poccusa, 197375, r. CaHkT-lNeTepbypr, yn. Penuwesa, a. 14,
Kopn. 5, odp. 247.
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000 «PAPMAKOP MNMPOAAKLLH», Poccus

Bce cmaduu npouseodcmea:
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TenedoH: (812) 677-89-82.
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