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UHCTPYKLUA
no MEAULMHCKOMY NPUMEHEeHUI npenaparta
PENMNAKC®

PerucrtpauuoHHbIn HoMep:

Toproeoe HasBaHWe nekapcTBeHHOro cpeacTsa: Pennakc®
MexayHapoaHOe HenaTeHTOBaHHOE Ha3BaHMUe: AneTpunTaH
JNlekapcTBeHHana cpopma: TabneTku, NOKpPbLITbIE NNEHOYHON 060N0YKON

Cocras

Kaxxgas TabneTtka, nokpbiTas nneHoMHon 060N04KON, COAEPXKUT:

AKTUBHOE BELleCcTBO:

anetpunTaHa rmapobpomuna (aksmsaneHTHo 20 Mr unu 40 mMr aneTpunTaHa);

BcnomMoraTtenbHble BewecTBa: LUENMoNo3a MUKPOKpUCTaNnYeckas, nakrtosbl MOHOruapar,
KpOCKapMennosa HaTpus, MarHus creapaTt; nneHoyHas o6onouka: onajpai opaHXeBbin
OY-LS-23016 (runpomennosa, nakTosbl MoHoruapart, TutaHa auokewma (E171), TpuaueTtuh,
KpacuTenb COMHEuYHbIA 3aKaT XenTblid ¢ nakom aniomuHuesbiM (E110); onagpai npospadHbli
YS-2-19114-A (runpomennosa, TpnaueTuH).

Onucanue

Tabnetku gosuposkon 20 Mmr:

OpaHXeBble Kpyrnble ABOAKOBbINYKMble TAbNeTKn, NOKpbITHIE NNEHOYHON 060M0YKON,
¢ rpasupokon «REP 20» Ha ogHown cTopoHe u «Pfizer» — Ha apyroi cTopoHe
Tabnetku gosnposkon 40 Mr:

OpaHXeBbIe Kpyrnbie ABOAKOBLINYKNblE TAabNeTKn, NOKPLITLIE NAIEHOYHOW 060N0YKON,
¢ rpasuposkoin «REP 40» Ha ogHoi cTopoHe u «Pfizer» — Ha apyron ctopoHe

®apmakoTepanesTMYecKan rpynna: npoTMBOMUrPEHO3HOE CPEACTBO
Koa ATX: NO2CCO06

®dapmakonormyeckue CBOucTaa

dapmakoguHammka

3neTpuntaH SABNAETCA NpeAcTaBUTENEM Fpynnbl CENEKTUBHbIX aroHUCTOB CEPOTOHWMHOBBIX
cocyamctbix 5-HTig w  HelpoHaneHbix 5-HT,p peuentopos. OneTpuntaH Takke obnagaer
BbICOKUM CpPOoACTBOM K 5-HTr CEpOTOHMHOBBIM peLenTopam K OKasbiBaeT yMepeHHoe AencTeune
Ha 5-HTa, 5-HT2s, 5-HT1e n 5-HT; cepoToHuHOBbIE peLenTopbl.

B cpaBHeHun ¢ cymaTpunTaHom, aNeTpUnTaH NPoSBNAET 3Ha4YUTENbHO BOnbLUYI0 CENEKTUBHOCTb
B OTHOLUEHUM CEPOTOHWHOBBLIX PELIENTOPOB, PAaCNONOXEHHbIX B COHHbIX apTepusix, Y4em B
OTHOLLUEHWW CEPOTOHWHOBLIX PELIENTOPOB, PacnoONOXeHHbIX B KOPOHApHbIX ¥ 6eapeHHbIX
apTepusix. CnocoBbHOCTb aneTpunTaHa CyXuBaTb BHYTPUYEPENHbIE KPOBEHOCHbIE COoCyAbl, a
Takke ero WHrubupylulee pAewcTeMe B OTHOLUEHUM HEWPOreHHOro BOCMANEeHUs MOXeT
obycnoenuBaTb €ro NPOTUBOMUIPEHO3HYIO aKTUBHOCTb.

PapmMaKkOKMHeTUKa

BcacblisaHue

Mocne npvema BHYTPb 3neTpUnTaH BbICTPO M AOCTATOYHO NOMHO BCACLIBAETCA B XENy[04HO-
kuweyHom Tpakte (PKKT): (abcopbuua coctasnsieT okono 81 %). AGconioTHas 6MoaoCTyNHOCTbL
npu nNpueme BHYTPb Y MYX4YMH U XEHLWWUH coctasnsaeT okono 50 %. Bpemsa AOCTMXEHUA
MaKcMManbHoOW KoHueHTpauun B nnasme kposu (TCna) B cpegHem coctaensano 1,5 4 nocne
npuema BHyTpb. B ananasoHe TepanesTuyeckux Aos ot 20 mr go 80 mr chapmakokuHeTuka
aneTpunTaHa xapaKkTepusyeTcs NIMHEWHON 3aBUCUMOCTbIO.
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MakcumanbHas koHuUeHTpauus (Cna,) aneTpuntaHa u nnowlagb Noja KpUBOW KOHLIEHTpaLUA-
Bpems (AUC) nosbiwanuck npumepHo Ha 20-30 % npu npueme npenapara nocne ynotpebnexus
XupHou nuy. Mpu Npueme BHYTPbL BO BPeMs npucTyna murpesn AUC yMeHbLUIanach npyMepHo
Ha 30 %, a TCnax B NNasme KPoBM yBenuumMBanoch Ao 2,8 Y.

Mpy perynspHom npumereHun (20 Mr Tpu pasa B CyTku) B TeueHue 5-7 AHeil hapmakokuHeTHKa
SneTpunTaHa ocTaBanack NMHENWHOW C npeackasyemMoit kymynsauven. Mpu HasHaveHun B Gonee
BbICOkUX Ao3ax (40 mr Tpu pasa B cyTku u 80 Mr gsa pasa B CYTku) B TeyeHue 6onee 7 AaHewn
KyMynauua anetpuntaHa npesbiliana oxuaaemyio (npumepHo Ha 40 %).

Pacnpedenexue

O6vem pacnpepeneHus aneTpunTaHa Npu BHYTPUBEHHOM BBEAEHWM COCTaBnseT 138 n, yTo
ykasblBaeT Ha xopolulee pacnpefeneHve B TKaHaX. JOneTpunTaH YMEpeHHO CBS3blBaeTCcA ¢
Benkamu nnasmbl KPoBK (NPUMEpPHO Ha 85 %).

Memabonuam

Wccneposanua in vifro cBUAETENbCTBYIOT O TOM, UTO NEPBUYHLIA MeTaBoMM3M aneTpunTaHa
npoucxoauT noa Aenctenem usodepmeHrta CYP3A4 yutoxpoma Pus, B  neueHun. Itor dakr
NOATBEPXAAETCA MOBbLILEHWEM  KOHLIGHTpaUuW aneTpunTaHa B NnasMe KposBu npu
OAHOBPEMEHHOM npueme 3SpUTPOMULIMHA, KOTOPbIA ABMSIETCA MOLYHBIM  CeNeKTUBHBIM
uHrubutopom wusocpepmeHta CYP3A4. Uccneposawnsa in vitro AEMOHCTPUPYIOT TaKKe, YTo
usochepmeHtT CYP2D6 BHOCUT onpegeneHHbit Bknag B MeTabonuam aneTpunTaHa, XoTa B
KNMHUYECKUX UCCNEAO0BaHUAX He BbIABNEHO 3ghdpexkTa nonumopdusma 3Toro depmeHTa Ha
(hapmakokMHeTUKy aneTpunTaHa.

WaeHTuuumMpoBaHo ABa OCHOBHbIX LMPKYNUpyoWmMx metabonuta, gons KOTOPbIX COCTaBNseT
3HaYNTENbHYI0 YacTb obLIei PaAnoaKTMBHOCTM NNa3Mbl KPOBW NOCIHEe BBEAEGHUA NETPUNTaHa,
MeueHHoro nsotonom yrnepoaa C'*.

B akcnepumeHTax in vitro meTabonut, obpasylowmitcs B pesynbtate N-okucnenus, He obnapan
aKTUBHOCTbIO, B TO Bpems kak Metabonut, obpasyiowumitca B pesynbtate N-gemeTunuposaHus,
MO aKTUBHOCTY Bbin CONOCTaBUM C 3NETPUNTAHOM. TPETUA KOMNOHEHT PaAVNOAKTUBHON NNasmbl
He maeHTuduymposaH. [lonaraloT, YTo OH npeacrasnAeT coboi cMech rMMAPOKCUNUPOBAHHBIX
MeTabonuToB, KOTOPbIE TaloKke BLIBOAATCH NOYKAMU N HEPes KULLEYHWK.

KoHueHTpauus aktusHoro N-gemeTunuposanHoro metabonuta B nnasme KpOBM COCTaBASET
Bcero 10-20 % oT KOHLUEHTpauuu aneTpunTaHa W, COOTBETCTBEHHO, HE BHOCWT 3HAYUTENbHOrO
BKNaga B ero TepaneBTu4eckni achcekT.

BbigedeHue

Ob6iyuii knupeHc aneTpunTaHa U3 NNa3mbl KPOBM NOCNE BHYTPUBEHHOIO BBEAEHUSI COCTABNSET B
cpeaHem 36 n/4, a nepuoa nonysbiBeAeHUA (Ty;) - okono 4 4. CpeaHwii NOYEUHbIN KNupeHc
nocne npuema BHyTpb coctasnsAeT okono 3,9 n/u. [lons HENOYeYHOro KNupeHca cocTaBnseT
okono 90 % ot obLyero knMpeHca; 3TO CBUAETENLCTBYET O TOM, YTO 3NETPUNTAH BbIBOANTCS,
rnmaBHbIM 06pa3om, B BUAE METabONUTOB NOYKAMMN N Yepes KULLEYHWUK.

dapmakokuHeTvka y 0cobblix rpynn naumneHTos

[Mon

PesynbTatl MeTaaHanusa KNWHWKO-hapMaKONorM4yeckux WMCCRnedoBaHUA u NONyNALUOHHOTrO
(hapMaKoKUHETUYECKOro aHanu3a CBUAETENLCTBYIOT O TOM, YTO MOS HE OKa3biBaeT KIMHUYECKU
3HaYMMOro BIMAHWA Ha KOHLIEHTPaLMIO 3NeTpUnTaHa B Nnasme Kposw.

loxunsle modu (cmapwe 65 nem)

Y noxunbix nioaein (65-93 roga) sbisBneHo HeGOMblUOE M CTaTUCTUHECKM HeOCTOBEPHOE
CHWXeHne knupeHca aneTpuntaHa Ha 16 % w craTucTMyecku 3Hauumoe yesenudenne Ty,
(npumepHo ¢ 4,4 00 5,7 4) NO CpaBHEHUIO C 3TUMM NoKa3aTensMu y monogbix nioaen. ekt
aneTpunTaHa Ha apTepuanbHoe AaBneHUe Y NOXUMbIX Nioaen MoXeT BbiTe Gonee BbipaXeHHbIM
Mo cpaBHeHuIo ¢ NnauneHTamu Gonee monogoro BospacTa.
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HapyweHue ¢hyHkyuu neveHu

Y GorbHbIX C HapyweHneM cyHKUMM nedeHn (ctagum A u B no knaccudukaumu Yaiing-Neio)
BbIIBMEHO CTaTUCTU4eCKkn focTtoBepHoe yBenuyenne AUC (Ha 34 %) u Ty, a Takke Hebonbluoe
yBenuueHne Cray (Ha 18 %), ogHAKO 3T USMEHEHWN He ABMSIOTC KIMUHUYECKU 3HaYUMbIMH.

HapyweHue ¢hyHkyuu noyex

Y 60nbHbIX C Nerkum (KNMpeHc kpeatuHuHa 61-89 MI/MUH), YMEPEHHBIM (KNUPEHC KpeaTuHWHA
31-60 MN/MUH) UNW BbIPaXEHHBIM (KNUPEHC KpeaTuHUHa < 30 MI/MUH) HapyleHUeM yHKUUN
MOYEK HE BbIAB/IEHO CTAaTUCTMHECKN [OCTOBEPHBLIX U3MEHEHWIA (hapMaKOKUHETUKI 3neTpunTaHa
W CTeneHu ero CBAsbiIBaHUA ¢ 6enkaMmn Nnasmbl KPOBM.

Moka3saHus k npuMeHeHuro
Kynuposatue npucTtynos murpeHu ¢ aypoii unu 6e3 aypbl

MpoTtuBonokasaHus

INoBbllUEHHAs YYBCTBUTENBHOCTL K 3NIETPUNTaHY UMK K niobomy [pyroMy KOMMOHEHTY NpenapaTta
Tsokenble HapyLLieHWs YHKLMN NeYeHu

BospacT fo 18 net (gaHHble no acdekTUBHOCTU M Ge3onacHocTU NpUMeHeHUs npenapaTa B
9TOW BO3paCTHOI rpynne orpaHuyeHb!).

OpHoBpeMeHHbIN Npuem ¢ uHrMbutopamu CYP3A4 (KeTOKOHa30M, UTPAKOHA30M, 3PUTPOMMLIVH,
KNapuTpOMUUWH,  XKO3aMULIMH) W MHrMOMTOpamu npoTeasbl (PUTOHaBMp, WHANHaBUP M
HenduHasmp).

Kak u y papyrux aroHuctos peuentopos S-ruppokcutpuntamuHa | Tuna  (5-HT,)
NPOTMBONOKa3aHUA K MPUMEHEHWI0 aneTpuntaHa ob6oCHOBaHbI €ro hapmMakoarHAMUYECKUMM
CBOWCTBAMMU:

HEeKOHTpoNUpyemasn apTepuanbHan rmnepTeHsus:

nwemuyeckan GonesHb cepaua (cTeHokapAus, cTeHokapaus [MpuHuMeTana, nepeHeCceHHbIN
UHpapKT MUOKapAa, NOATBEPXAEHHas HECCUMNTOMHAS MLIEMUS MuoKapfa) unv Nnogo3peHne Ha
ee Hanuuue;

OKKIMIO3MOHHbIE 3abonesaHna nepugepuyeckux cocyaos;

HapyLLIeHe MO3roBOro KpOBOOOPALUEHNS UMM TPAH3UTOPHAN ULLEMWYECKas aTaka B aHaMHEse;
COBMECTHOE NnpumeHeHune ¢ Apyrumu aroHuctamm 5-HT, peuenTtopos;

B Teuenve 24 4 po wnu nocne npuema sneTpUnNTaHa Henb3s NPUMEHATL 3proTamuH unu
NPON3BOAHLIE 3proTamiHa, B T.M. MeTuceprua (cMm. pasgen «Bsaumopgeictsue ¢ Apyrumu
NneKapCTBEHHbIMW CpeacTBaMUY).

Pennakc® He nokasaH Ans KynupoBaHua reMmunnernyeckon, odTanbMOonnernyeckon wnu
6asnnApHON MUrpeHu.

MauneHTbl C peakMMM HacneAaCTBEHHLIMM 3a6ONeBaHUAMM, TaKUMK KaK HenepeHocUMocCTb
NaKTo3bl, AeULMT fakTasbl UNK rMIOKO30-NaKTO3HON ManbabcopbLven He SOmKHb NpUHUMaThL
npenapar.

C OCTOPOXHOCTLIO

CepoTOHUHOBbLIA  CUHAPOM: NMPU  OQHOBPEMEHHOM npUMEHeHUn aneTpuntTaHa ¢ Apyrumu
npenapatamy, o6NajalOWUMU CEPOTOHUHEPrUUECKOW aKTUBHOCTBIO, TakMMu kak CUMO3C
(cenekTuBHble MHMMGUTOPLI 06paTHOrO 3axBaTa CcepoToHMHa) U CWO3CH (cenekTnBHbIE
UHrMOMTOpL! OBpaTHOro 3axeaTa CepoTOHWHA W HopaapeHanuHa), Heobxogumo cobniogatb
OCTOPOXHOCTb, T.K. B OTAENbHbIX Cny4yasx UMenucb CooblLleHUs O PasBUTUM CEPOTOHUHOBOrO
CWHAPOM@ NpU  OAHOBPEMEHHOM Mpueme 3neTpunTaHa W APYruX CepOTOHUHEPruHeckKux
npenapaTos.

MpumeHeHne npenapaTa B Ao3e Bbiwe 40 Mr y NaLWeHToOB ¢ HapyLlweHueMm yHKUUM novek
(T.K. y Takux naumueHTOB 3pheKT aneTpunTaHa Ha apTepuanbHoe faBneHue yCunmeaeTcs).
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BepemeHHOCTL U Nepuoa nakrauuu

OnbiTa kKnuHKUYecKoro npumerenus Pennakca® y BepemeHHbIX XeHWWH HeT. B uccnegoBaHusx
Ha >UBOTHbIX NpenapaT He oKa3sblBan TepaToreHHoro aAewcteusa. Pennakc® cneayeT HasHauaTth
TONbKO B Tex cnyvasx, Koraa oXvaaemas rnonb3a AN MaTepu 3HAYUTENbHO npesbiwaeT
BO3MOXHbIA pUCK ANA Nnoaa.

Pennaxc® BblBoguTCS © FPYAHBIM MONOKOM Y XeHLuH. [pu ogHokpaTHOM npueme Pennakca® s
Ao3e 80 Mr BbiBEAEHUE C MPYAHBIM MONOKOM B TeUeHMe 24 Yyac COCTABUNO B cpegHem 0,02 % oT
NPUHATO A03bl. Puck BosaelicTBus npenapara Ha HOBOPOX/AEHHOIO MOXHO CBECTU K MUHUMYMY,
€Cnn He KOpMUTL ero rpyAblo B TeYeHne 24 Yac nocne npyvema aneTpunTaHa.

Cnoco6 npumeHeHUs u no3bI

BHyTpb.

TabneTku cneayeT npornaTbIBaTh LIENUKOM, 3an1Bas BOAON.

Mpu noseneHun MUrpeHo3HOW ronoBHoW Gonu Pennakc® cnefyeT NpuUHUMaTbL Kak MOXHO
paHblue, oaHako npenapat achgekTMBeH n Ha Bonee nosaHel cTagum NpUCTyna MUrpeHu.

Bspocrnibie (18-65 nem) :

PekomeHayemas HavanbHas gosa cocrasnser 40 Mr.

Ecnu 2onosHas 6onb 60306H0eNsiemcs @ meyeHue 24 yac: ecnm MUrpeHo3Has ronosHaa 6onb
KynupyeTcs, ofHako 3aTem BO306HOBNAETCA B TeueHue 24 yac, To Pennakc® MoXHO HasHaunTh
NOBTOPHO B TOW e fose. Ecnu Heobxoauma BTopas Aosa, ee crieayet NpUHUMaTL He paHee,
4yem Yepes 2 yac nocne nepsoit A03bI.

lpu omcymemeuu sghghexkma: ecnn nepsas posa Pennakca® He NPUBOAUT K YMEHbLUEeHWUIo
ronosHoit 6onu B TeueHue 2 Yac, To ANA KyNUPOBaHUS npucTyna He cnefyert NpUHUMaTL BTOPYIO
AO3Y, TaK Kak B KIUHU4ECKUX UCCnefoBaHUAX 3(P@EKTUBHOCTb TAKOro fEYeHUs He foKasaHa.
Mpu 3ToM GonbHbie, y KOTOPLIX HE yAanoch kynUpoBaTh npucTyn, MoryT Aatb 3hEKTUBHbIN
KIIMHUYECKUA OTBET Npu Criefylowem npucTyne.

Ecnu npuem npenapata B Aose 40 Mr He noseonsieT QobuTLCA afjeksaTHoro agpdpekra, To npu
nocneayrwmx npucTynax MurpeHn MoxeT 6bitb achpekTuBHom fo3a 80 mr.

CyTtouHas fo3a He fAomkHa npeBbiwaTh 160 Mr.

Y 60MbHBIX C NIEFKUM UNN yMEPEHHBIM HapyLLEHUEM (DYHKLMM MEYeHN U3MEHEHUe A03bl He
TpebyeTcs.

MNo6ouHoe aelicTBue

B uenom, Pennakc® nepeHocutca xopowo. OBbIHO NoBoyHble 3heKTbI HOCAT NPexoasLni
Xapakrep, cnabo Unu yMepeHHo BbipaxeHbl U NPOXOAAT CAMOCTOATENBHO 6e3 AONONHUTENBHOMO
neyeHus. HactoTa v TAKECTb NOBOYHBIX PeakUUii Yy NaLMEHTOB, NPUHUMAIOLLMX npenapat ogHowu
AO3NPOBKA ABaXAbI ANA  KYNUPOBaHWA  nmpucTyna  NoA0BHbI TakOBLIM Yy NALWEHTOB,
NPUHVMAIOLLX €r0 ORHOKPaTHO. OCHOBHbIE NOGOYHbIE 3DDEKTLI, 3aPErUCTPUPOBAHHBLIE MpU
neyeHnn Peninakcom®, SBNKIOTCA TUNUYHBIMY Ans Bcero knacca aroHuctos 5-HT peuenTopos.

Y nauueHToB, npuHumalolumx Pennakc® B TepanesTuueckux fosax, Habniopanuce cnegyoiyme
nobouHble peakuun (C 4acToToi 2 1 % U BbilLe N0 CPaBHEHMUIO C nnaue6o). 3Tv aBnerusa Gbinu
pacnpefeneHbl No cneaylolwnm KaTeropusam B COOTBETCTBUM C 4acToTOM: vacTele (>1/100 po
<1/10), HeuacTbie (>1/1000 ao 1/100) unu peakve (>1/10000 po 1/1000).

WHdekumu:
Yacmeie: hapuHIuT U puHAT
Pedkue: nHekumm apixaTenbHbIX nyTen

HapywieHns co cTopoHbl nuMdaTuyeckon cucTemsi:
Pedkue. numcboageHonaTun

HapyweHus nutaHus n o6MeHa BeLecTs:
Heuacmeie: aHopekcus

CTp. 413 8
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MNeuxuueckue HapyLueHus:

Heyacmble: HapyweHue MbineHus, axutauws, CNyTaHHOCTb CO3HaHUA, AenepcoHanuaauus,
ancbopus, aenpeccusi, GeccoHHMLa

Pedkue: amoumoHanbHas nabunbHOCTh

Hapywuierus co cTopoHbl HepBHOM cUcTeMBI:

Yacmele: coHnuBocTb, ronosHas 6onb, FONOBOKPYXEHME, OWYLLEHWE «NOoKanbIBaHUS» WNU
APYTNE HapyLLIEHNA 4yBCTBUTENbHOCTH, MMMNEPTOHYC MbILL|, MUNECTE3NS, MUACTEHUS

Heuacmeble: Tpemop, runepectesus, atakcus, TMNOKMHE3NA, HapyLUeHWe peun, CTYrnoposHoe
COCTOAHWE, HapyLUEHNe BKYCOBbIX OLLYLLIEHWI

HapyweHus co cTopoHbl opraHa 3peHus:
Heuacmbie: Hapywenue speHus, 6onb B rnasax, cBeTo60f3Hb U HapyLLIEHUe CresooTAENeHS
Pedkue: KOHBIOHKTUBUT

HapyLueHnus co cTopoHbl opraHoB cnyxa u paBsHOBECUS:
Yacmeie: BepTturo » :
Heuacmbie: 6onb B yuwiax, 380H B ywax

HapyLuerus co cTopoHbl cepAeUHo-CocyAUCTON CUCTEMBbI:
Hacmble: yuawéHHoe cepaLebueHve n Taxvkapaus
Pedkue: creHokapaus, NOBbILLEHWE apTePUAnbHOrO AaBNEHNS, 6paaukapaus, Wok

PecnupatopHble, TopakanbHble U MeanacTUHaNbHbIe HapyLeHus:
Hacmsle: owylueHne «ctecHeHus» B ropne,

Hewacmeie: gucnHoa, 3esoTa

Pedkue: acTmMa u nsmeHeHne tembpa ronoca

HapywieHusa co cTopoHbl NuweBapuTenbHOM CUCTEMb!:

Hacmeie: 6onb B XMBOTE, TOLIHOTA, CYXOCTb BO PTY W AUCNENCUS
Hewyacmeie: puapes, rmoccut

Pedkue: 3anop, a3ocharuT, OTéK A3bika, OTPbKKA

HapyLueHuns co cTopoHbl renatobunmapHoi cucTembi:
Pedkue: runepbunupybuHemus, nosbilweHne aktusHocT ACT (acnapraTtamuHoTpaHchepasbl)

HapyLueHus co cTOpoHbI KOXU 1 NOAKOXHOM KNeTYaTKu:
Yacmele: noBbllLeHHOE NOTOOTAENEHUE

Hewacmeie: cbinb, 3ya

Pedkue: xoxHble 3aboneBaHus, kpanusHuLa

HapyLueHna co CTOPOHbI KOCTHO-MBILLIEYHOR CUCTEMBI, coeAUHUTENbHOW U KOCTHOW TKaHeN:
Yacmble: 6onb B cnuHe, 60rb B MbilLLax

Heuacmeie: 6onb B cycTaBax, apTpos n 60nb B KOCTSAX

Pedkue: apTpuT, MyonaTus, Mmanrusi, cyaoporu

Hapywenns co cTopoHbl MoueBbIAENMTENBHOW CUCTEMBI:
Heuacmbie:  HapyweHuss CO  CTOPOHbI  MOYeWCrycKaTeNbHOro Tpakta (yyawéHHoe
mMoyeuncnyckaHue, nonuypus)

HapywwieHus co CTOpoHbI penpoayKTUBHON CUCTEMBI 1 MOMOYHOA Xenesbi:
Pedkue: 6onb B MONOYHBIX Xenesax, MeHopparus

ctp. 5us 8
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Obwe HapyLleHuA:

Yacmble: owylleHne Tenna unu «npunuebi» Xapa K nuly, 03HOD, acTeHusi, CUMNTOMbI CO
CTOPOHb! rPYAHOK KNETKK (60Nb, YyBCTBO CXaTUA, faBneHus)

Heuacmsie: obLas cnabocTb, OTEYHOCTb NULA, Xaxaa, nepudepuyeckue oTEKU

B noctmapkeTUHroBbIX MccnefoBaHusix coobuianock o crieayoLwux HexenaTtenbHblX adpdekrax:
HapyLweHusi co CTOpOHbI UMMYHHOW CUCTEMBI. annepruieckue peakumm.

HapyLueHnsa co CTOpOHbI HEPBHOW CUCTEMbI: pefkue cryvan 0O6MOpPOYHbIX COCTOAHUIA
HapyweHus co CTOpOHb! COCYANCTON CUCTEMDBI: apTepuarbHasn runepTeH3us

HapyweHus co CTOpOHbI NULEBapUTENbHON CUCTEMbI: KaK Y WU HEKOTopbIX ApyruxX 5-HTg/p-
aroHucToB, BbinK nony4eHbl peakue coobueHns 06 NEeMUYECKOM KonuTe, pBoTe

MNepeposupoBkKa : »

lMpn nepeposvposke MOXHO OXWAATb pPa3BUTUA apTepuanbHOWM TUNEePTEH3UNM U Apyrux
HapyLEeHWIn, CO CTOPOHbI CEePAEYHO-COCYANUCTON CUCTEMBI.

JNleyeHue: npombiBaHWe xenyaka, cumnromatuyeckas tepanus. lNMockoneky Ty, 3neTpunTtaHa
cocTaBnfAeT OKono 4 4ac B crnyyae nepenosnposku npenapata Habnogatse 6onbHbIX cneayeT B
TeyeHne, No MeHblen mepe, 20 Yac UMM A0 WMCUYE3HOBEHUSA KNUHWUYMECKUX CUMMNTOMOB
nepefosvpoBku. BnuaHue remoguanusa U NEepUTOHeanbHOro Auanvsa Ha KOHUEHTpauuto
aneTpunTaHa B NnasmMe KpoBW HEWM3BECTHO.

B3aumopencraue ¢ ApyruMu neKkapcTBeHHbIMU CpeaACTBaMMU

BnusiHue Opyaux nekapcmeeHHbIX npenapamos Ha ghapMaKoKuUHemuKy anempurnmaHa

Mpu opgHOBpeMeHHOM HasHadeHun asputpomuumHa (1000 mr) U ketokoHasona (400 wmr),
ABNAIOLIUXCH MOWHbIMKM  cneuuduyeckummn  nHrnbutopamm usocgpepmeHta CYP3A4, Crax
aneTpunTaHa yeenuuuMeanacbh B 2 n 2,7 pasa, cootBeTcTBeHHO, a AUC anetpuntaHa — B 3,6 u
5,9 pasa, cootBeTcTBEHHO. Ilpn atom T, aneTpunTaHa ysBenuuusancs ¢ 4,6 4ac o 7,1 vac
NPy NPUMEHEHUM apuTpoMuumHa u ¢ 4,8 Yac fo 8,3 Yac - Npy NPUMEHEHUU KETOKOHasona (CMm.
pasgen «®apmakokuHeTuka»). Takum obpasom, Pennakc® He cnegyeT npuWMeHsATb B
kKoMOUHaUMM ¢ MOLWHbIMK UHrIMBUTOpamn usodepmeHta CYP3A4, B YaCTHOCTU KETOKOHA30MOM,
UTPaKOHa30/I0M, 3PUTPOMWULIMHOM, KNApUTPOMULIMHOM, [XKO3aMULMHOM UK UHrMbutopamu
npoTeasbl (PUTOHABUPOM, UHAUHABUPOM U HENMUHABUPOM).

Bsanmopenctens Pennakca® c 6eta-agpeHobnokaropamu, TPULUNKNANYECKUMUN
aHTMAenpeccaHTamu, CenekTUBHbIMU  UHrnbutopammu obpaTHOro 3axsaTa CEpOTOHMHA U
tbnyHapu3HOM He BbIABMEHO, OAHAKO pe3ynbTaThl cneunanbHbiX KIMHUYECKUX UccrnenoBaHuin
MeXNeKapCTBEHHbIX B3aUMOAENCTBUIA NOKa HEe AOCTYNHbI (32 UCKMIOYEHUeM NponpaHonona, cMm.
HWXe).

MMonynsAUMOHHBIN (PapMaKOKMHETUYECKUA aHanu3 KNWHUYECKUX WUCCreaoBaHWM nokasan, uTo
crneayowme nekapcTBeHHbIe NpenapaThl BPAA Y BAMAIOT Ha hbapMaKoKUHETUKY 3neTpunTaHa:
b6eTa-appeHObNoOKaToOpbl, TPULMKNUYECKNE aHTUAENPECCaHTbl, CENEKTUBHbie WHMMOUTOpPDI
obpaTHOro 3axeaTa CEpPOTOHWHA, 3CTPOreHCOAEPXalMe rOpMOHanbHblIE 3aMeCcTUTENbHbIE
npenapartbl, 3CTPOreHcoaepxalne nepopanbHble KOHTpauenTuBHbIE nNpenapaTbl U GnokaTopbl
KanbLMeBbIX KaHanNoB..

Mockonbky anetpuntaH He sBnsetcA  cybcrpatom MAO,  dapmakokuHeTudeckoe
B3aumopeicTene Pennakca® u  uHrMBuTopoB MAO  ManoBeposTHO, M cneuvanbHbie
nccnefoBaHUA MX B3aMMOAENCTBUS HE NPOBOAUIIUCH.

Mpu 0AHOBpPEMEHHOM NpUMEHeHUU nponpaHonona B gose 160 mr, Bepanamuna B fo3se 480 mr
unun cnykonasona B nose 100 mr Cp. 2neTpuntaHa ysenuuveanace B 1,1, 2,2 n 1,4 pasa, a
AUC - B 1,3, 2,7 n 2,0 pasa, COOTBETCTBEHHO. OTU U3MEHEHUS HEe ABAAIOTCA KNUHUYECKU
3HAYNMbIMK, TaK KaK OHW He COMpPOBOXAANUCb MOBLIWEHUEM apTepuanbHOro AasneHus unm
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yBENUYEHNEM 4acTOTbl HexenaTeNbHbiX SIBMEHWA MO CPaBHEHWIO C NPUMEHEHUEM OfHOro
aneTpunTaHa.

Mpviem KopenHa/aproTammuHa BHYTpbk Yepes 1 yac u 2 vac nocne npuema Pennakca® npusogur k
He6oMbwoMY, HO aAAUTUBHOMY MOBLILLEHUIO apTEPUArnbHOro AABNEHUS, KOTOPOE MOXHO BbiNo
npeackasatb Ha OCHOBaHUW hapMakonorM4yeckux CBOWCTB 3TUX npenapartos. B cBA3u ¢ 3TUM
npenaparel, coaepXalue 3proTamuH Wnu aprotamuHonofobHble cpeacTBa, B 4aCTHOCTYW,
AWTMOPO3ProTaMuH, He cnepyeT HasHavaTb B TeueHue 24 yac nocne npuema Pennakca®.
Hanpotus, Pennakc® MOXHO HasHauaTh He paHee, 4YeM uepes 24 uyac nocne npuema
3proTamMmnHOCOAEPXKaLLUX NpenapaTos.

BnusiHue anempunmana Ha Opyaue nekapcmeeHHble cpedcmesa

B TepaneBTMuecKMX [03ax He BbIABMEHO BMAHME (MHTMBMPOBaHWE WNKM MHAYLUMPOBaHWE)
npenaparta Ha cuctemy uutoxpoma P450.

Bsaumodeiicmeue ¢ cepomoHuHepaudeckuMu rpernapamamu

OpHoBpemeHHoe npumeHeHne aroHuctoB 5-HT peuenTopos, B T.M. osneTpunTaHa, c
npenapatamu, o6nafaloWMMU CEpOTOHUHEPrMYEeCcKo aKkTUBHOCTbIO, Takumu kak CUO3C
(cenektuBHble WHrMGUTOPLI O6paTHOro 3axBata cepoToHuHa) U CUO3CH (cenekTuBHble
MHrMOWUTOPLI 0BPaTHOrO 3axBaTa: CEpOTOHMHA W HOPaApeHanuHa), MOXET MNOBLICUTb PUCK
pasBUTUA CEPOTOHUHOBOrO CMHAPOMA. B cnyyae knmHnyeckon HeobxoauMoCT OQHOBPEMEHHOMO
NPUMEHEHWA aneTpunTaHa W CEepOTOHMHEPru4eckux npenapaTtoB cneayeT cobniogartb
OCTOPOXHOCTb. Takux nauveHToB crneayeT TwatenbHO HabnwoaaTtb, ocobeHHO B Hauane
neveHus U Npu yBenuyeHUn Ao3bl Kaxxgoro npenapara.

Ocobbie ykazaHus

He pekoMeHayeTcs npumeHeHne Pennakca® B coueTaHuu C  MOLUHBIMY NHrMbuTopamm
nsocpepmeHtos CYP3A4, B 4aCTHOCTU KETOKOHA30MOM, WTPAKOHA30/I0M, 3PUTPOMULIMHOM,
KNapUTPOMULIMHOM, [XKO3aMULIMHOM U MHrMOUTOpamMu npoTeasbi, TaKUMKW KaK PUTOHABUP,
WHAWHaBUP U HenduHaeup (cM. «B3anmopeicTane ¢ ApyruMi NeKapCTBEHHBIMU CPEACTBAMUY).
Kak u apyrue aroHuctsl 5-HT; peuentopos, Pennaxc® cnefyeT NPUMEHATb TOMbKO B TeX
cryyasx, KOrAa ANarHo3 MUTPEHU He Bbi3bIBaeT CoMHeHus. Pennakc®, kak v apyrve aroHucTbl 5-
HT; peuenTopos, He cneayeT HasHavaTb ANS NEeYEHUA «aTUNUYHBLIXY FOMNOBHbIX Bonet, KoTopble
MoryT ObiTb CBfi3aHbl C Cepbe3HbiMM 3aboneBaHUAMW (MHCYNbT, Pa3spbiB aHEeBPU3MbI), Koraa
CYy>XeHune cocyoB rorloBHOro Mo3ra MoXeT ObiTb BpeaHbIM.

Pennakc® He cnegyeT HasHavaTb 6€3 NpeABapUTENbHOrO 06CHEA0BAHUS BOMbHBIM, Yy KOTOpbIX
BEPOATHO Hanuyme CepAeYHO-COCYAUCTbIX 3abonesaHWin MNKU MOBLIWLEH PUCK UX Pa3BUTUA
(cm. pasgen  «[lpoTusonokasaHus»). CUCTEMHOrO W3y4eHWA aneTpuntaHa y BGonbHbIX €
CepAeyYHO/ HeAOCTATOYHOCTLIO He MnpoBoAunoch. [pUMeHeHWe 3aneTpunTaHa, Kak v Apyrux
aroHucToB 5HT,-peLenTopos, y 3TUX NaLMEHTOB He peKoMeHAYeTCS.

Pennakc® adhchekTMBEH B NEeYeHUM MUrpeHu ¢ aypoii 1 Ges aypbl U MUrpeH, COnyTCTBYyHOLIEN
MeHCTpyanbHOMy uukny. Pennakc®, npuHMMaembil BO Bpems NOABMNEHUA aypbl, He
NPenAaTCTByeT PasBUTUIO rONOBHOW 6onn, NO3TOMy ero cnegyeT NpUHUMaTh TONbKO BO BPEMA
¢asbl ronosHon Gonw.

B KNMHWYECKVUX MCCNeaoBaHWAX ycTaHoBreHo, 4to Pennakc® sBnsetcs achheKTUBHBIM Takke
ANst  KyNnMpoOBaHWA CUMMNTOMOB, COMPOBOXAAIOLWMNX MUIPEeHb, TakuX Kak TOLWHOTA, PBOTA,
¢poTohobus, poHodobusA, 1 B neveHnn Bo3spaTta rofloBHON 60nu B TEYEHUE NpUcTyna.
Pennakc® He crnesyeT npyHUMaTL NpodunakTUYecku.

Mpu npumeHennn Pennakca® B TepaneBTuueckux fAo3ax 60 Mmr u Gonee peructpuposanmu
Hebonbloe 1 npexoasiiee MoBbILEHWE apTepuanbHOro AaBneHus. ApTepuanbHoe AasBneHue
NoBbILLANOCL B GONbLUEH CTENeHW y NauMeHTOB C HapylieHUeM (YHKUWM NOYEK U NOXUMbIX
nogen.

Bnuaxue Ha cnocoBHOCTL ynpaBnsTL aBTOMOOGUNEM M yNnpaBNeHUI0 MeXxaHu3mMamm

Y HeKkoTopbiXx OonbHbIX cama MuUrpeHb wnu npuem aroHucToB 5-HT; peuenTtopos, Bknovas
3NEeTPUNTAH, MOryT CONPOBOXAATbCA COHMUBOCTBLIO UMW FONOBOKPYXXeHueM. Mpu BbINONHEHUK
3afay, Tpebylwmnx NOBLILUEHHOTO BHUMaHWUA, TakuxX Kak BoXaeHue asTomobuna u pabota co
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CNOXHOW TEXHUKOW, CriefyeT NPOSBNATL OCTOPOXHOCTL BO BPEMA NPUCTYNOB MUFPEHM U Nocne
npvema Pennakca®.

®opma Bbinycka

TabneTku, nokpbITbie NNEHOYHOK 0Bonoukoin 20 Mr unm 40 mr.

2,3, 4, 6 unmn 10 TabneTok B 6nuctep u3 MBX/anoM1HUeBOi donbru.

1,2, 3,4, 5,6 unn 10 6r1cTepoB B KapTOHHYIO Nayky BMecTe C WHCTPYKLINEN NO NPUMEHEHMUIO.

Cpok rogHocTu
3ropga
He ucnone3sosath no ucteueHnn cpoka rogHOCTH, yKasaHHOro Ha ynakoBke.

YcnoBusi xpaHeHus
XpaHuTb nNpu Temnepatype He sbiwe 30 °C.
XpaHuTb B MecTax, HeAoCTYNHbIX AN AeTeN.

YcnoBus otnycka U3 antek
Mo peuenTy

®dupma-npoussogurens:
«[Mdparisep MaHodak4ypuHr JoiuneHg Mi6X», MFepmanus
l'eHpux Mak wrpacce, 35, 89257 UnnepTucceH, Mepmanus

MpeTteH3uu noTpebuTenein HanpaBnATL

no aapecy npeacraButenbcrsa komnaHum «Mdpansep UHTepHaWwHN AnInCu», CLUA,
B Poccuitickon ®Pegepauum:

109147 Mocksa, TaraHckas ynuua, 21

TenedoH: (495) 258-5535 dakc: (495) 258-5538

CDS 195 - 13 mapta 2008
UK SmPC - cespans 2008

3amecTuten Meau LMHCKOro aupeKropa

MO PerncTpaLmn U KOHTPOSIO KayecTBa NPOAYKLUM f.B. AcTaxoBa
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