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WHCTPYKLIUA A LoE S
Mo MEOQULUMHCKOMY NMPUMEHEHUIO NEKAPCTBEHHOIO CPEACTBA
ABAMUC™ / AVAMYS™

ToproBoe Ha3BaHue: ABamuc™.
MexayHapoaHoe HenaTeHTOBaHHOe Ha3BaHue: hnyTukasoHa ypoar.
NekapcTBeHHan chopma: cnpeit HasanbHbIA AO3UPOBAHHbIN.

Cocras:

AKmugHoe seuwjecmso: pnyTukasoHa pypoaT (MUKpOHU3UpOBaHHbIN) 27,5 MKr/ao3a.
BcriomozamensHbie eelwjecmea: rnwokosa 6GessogHas, uenntonosa gucneprupyemas (11 %
HaTpus kapmennosbl), nonucopbar 80, GeHsankoHWMA xnopwupaa pacTeop, AWHATPUA daeTarT,
BOAA OYULLEHHaA.

OnucaHue: ogHopoaHas cycneHsus 6enoro usera.

dapmakoTepaneBTuuyeckaa rpynna: CpeacrtBa Ansa  neveHus 3abonesaHun  Hoca.
[ekoHrecTaHTbl W OpyrMe Cpeacrtsa  ANs  HaPY)XHOro MPUMEHEHWA B puHoOnoruuw.
KopTukocrepounapbl.

Koa ATX: RO1AD12

®APMAKONOMMYECKUE CBOUCTBA

dnyTvkazoHa ypoaT — CUHTETUYECKUI TPUMDTOPMPOBAHHBIA KOPTUKOCTEPOUA C OYEHb BbICOKOM
aVHHOCTBIO K  [NIOKOKOPTUKOUAHLIM  peuenTopaM, KOTOpbli obnajaeTr BblpaXeHHbIM
NpPOTUBOBOCMANUTENBHLIM AeACTBUEM.

dapMaKoOKMHeTUKa

BcacbigsaHue

dnyTukasoHa dypoar abcopbupyeTca HEnonHOCTbIO WU nNoABepraeTcs  BblpaXEHHOMY
NPeCUCTEMHOMY METabonuamy B NEYEHW U KULLEYHWKE, Y4TO NPUBOAUT K HE3HaYUTENbHOMY
CUCTEMHOMY BoO3aencTBuio. MHTpaHasanbHoe BeBeaeHwe B fo3e 110 Mkr oguH pas B CyTku
O0BbIMHO HE NPUBOAUT K [OCTUKEHWUIO KOMWYECTBEHHO W3MEPUMOW KOHLIeHTpauuu B nnasme
kposn (T.e. <10 nr/mn). AbconoTHaas 6uogocTynHOCTb nyTukasoHa dypoarta npu
WHTpaHa3anoHoM BBegeHumn B gose 110 mkr coctaenseT 0,50 %.

PacnpedeneHue

®nyTukaszoHa dypoaTt cBAsbiBaeTcs ¢ Genkamu nnasmbl kpoBu Gonee yem Ha 99 %. MMpw
AOCTUXEHUN PaBHOBECHOW KOHUeHTpauum o6béM pacnpepeneHus dnyTukasoHa dypoaTta
cocTasnseT, B cpeaHem, 608 n.

Memabonusm

dnyTtnkasoHa cypoat ObICTPO BLIBOAWTCA M3 CUCTEMHOro KposoTOKa (06wmit nnasMeHHbIn
knupeHc 58,7 n/yac), B OCHOBHOM MnocpeAcTBOM MetabonusMa B neyeHw, ¢ obpasoBaHuem
HeaxTuBHoro 17p-kapbokcunbHoro Metabonuta (GW694301X), ¢ yvactmem u3odepmeHTa
CYP3A4 cuctembl uutoxpoma P450. nasHbin nyTb MeTabonusma -— ruaponus S-
¢dTopmeTunkapboTuaTHoit rpynnbl ¢ o6pasoBaHveM metabonuta 17B-kapboHOBOW KUCMOTBI.
Wccneposanua in vivo nokasanu, YTo pacwienneHvs gpnytukasoHa gypoarta Ao nyTukasoHa
HEe NPOUCXOAWT.
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BoisedeHue

BoiBegeHue cnyTukasoHa cgpypoarta v ero metabonutos Npy npueme BHYTPb U BHYTPUBEHHOM
BBEAEHUN OCYLLECTBNAETCA NPEUMYLLECTBEHHO NYTEM 3KCKPeLnn C Xenyblo Yepes KULLEYHUK.
Mpu BHyTpPVMBEHHOM BBeAeHWM dnyTukasoHa dypoaTa nepuoj nonyBbliBEAEHUs COCTaBNAeT
15,1 vacos. Okono 1 % 1 2 % BbLIBOARTCA MOYKaMKU Npu NepopanbHOM Npueme u BHyTpUBEHHOM
BBE€HUUN, COOTBETCTBEHHO.

Ocobeble epynnbl nayueHmos

lNMayueHmbi noxuno20 eo3pacma = i
dapmMakoOKMHETUYECKME [AaHHblE WUMEKTCA TOMbKO ANs He60nbmoro yucna nauueHToB
noxunoro Bospacta (2 65 net, n=23/872, 2.6 %). HeT AaHHbIX, nomaepxquaromux yTO
KOHUEeHTpauun dnyTukasoHa cypoata, nogaarouimecs KOJ’IW-IeCTBeHHOMy onpeaenexuio, y
NaUVMeHTOB NOXUIIOrO Bo3pacTa BCTPEYaoTCA Yalle, YeM Yy MoOnoAbIX NaumneHTos.

Hdemu

Mpy MHTpaHaszanbHOM NpUMeHeHun ryTukasoHa gypoarta y 60nbLIMHCTBA NaLMEHTOB OH He
obHapyXuBaeTcs B NnasMe KPOBU B KOHUEHTpauusx, MoAAAloWUXCA KONUYECTBEHHOMY
onpegenennio (< 10 nr/mn). Tak, Npu npueme NHTpaHasanbHo B fo3e 110 Mkr 1 pa3 B CyTku 1
55 mkr 1 pas B cyTk4M, nytukasoHa dcypoatr obHapyxumBancs B nnasme KpoBU B
KOHUEHTpauuAX, NOALAIOWMXCA KonMdecTBeHHOMY onpegenenuio y 15,1% u 6,8% peren,
COOTBETCTBEHHO.

OtcyTcTBYIOT AoOKasaTenbCTBa TOro, YTO y AeTed paHHero Bospacta (Mnaawe 6 nerT)
oTMevawTca 6Gonee BLICOKME KOHUEHTpauum ¢nyTukasoHa dypoata B nnasme KpoBu,
noAdalomecs KonuYecTBEHHOMY onpeaeneHuto. CpegHue KOHUEHTpauuu B nnasme y
NauMeHToB C WU3MEPMMbLIMU YPOBHAMU briyTUKasoHa dpypoaTta nocne npuMeHeHUa 55 MKr
coctasunu 18,4 nr/mn ansa geten B Bo3pacTte 2-5 neT u 18,9 nr/mn gna aeten 8 Bospacre 6-11
net; nocne npumeHeHus 110 Mkr — 14,3 nr/mn v 14,4 nr/mMn, cOOTBETCTBEHHO. [aHHble undpsl
CXOXW C Temu, KoTopble HabniopawTcs y B3pocnbix WM aeTed crapuwe 12 net (cpeaHsas
KOHUEeHTpauus ¢nyTukasoHa gypoaTa B nNrasMe y Takux naumeHTos ¢ USMEPMMbIMUA YPOBHAMMU
coctaeuna 15,4 nr/mn un 21,8 nr/mn, npv npueme 55 mkr u 110 MKr, COOTBETCTBEHHO).
lMayuesmsbl ¢ HapyweHuUeM PyHKQUU noYyekx

dnyTukasoHa dypoaT He onpegensncs B Mode Yy 340poBbix  aobposonbueB  npu
WHTpaHasanbHoM npuemMe. MeHee 4Yem 1 % MeTabonMTOB BLIBOAWUTCA Yepe3 MOYKW; TakuMm
06pa3oM, HapyweHUs PyHKUUM NOYEK TEOPETUHECKN HE MOTYT NOBMUSATL HA PapMaKOKUHETUKY
dnyTukasoHa dypoara.

MayueHmbi ¢ HapyweHueM yHKYUU nNevYeHU

[aHHble 0 NpUMeHeHUn hnyTukasoHa dypoaTta UHTpPaHa3arbHO Y NAUUEHTOB C HapyLUEeHUAMU
yHKUMN neyeHn oTcyTCcTBYIOT. MiccneposaHve y nauveHToB C yMEpPEeHHbIMU HapylleHUsaMU
dyHkUuMn neyenn (knacc B no Yanng-Tbio), npuHumaswmx 400 mkr cdnyTukasoHa dypoara
OLHOKPATHO UHransiWoHHO, NOKa3ano NoBbILLEeHNE MaKCMManbHOW KOHUeHTpaunun Crax(42 %) n
yBenu4eHne nnowagu nop ¢papMakokMHETUYECKOW KPUBOW «KOHLUeHTpauus-spema» AUC(e-
(172 %), a Tawke ymepeHHoe (B cpeaHeM Ha 23%) CHUXeHMEe YypOBHEeW KopTusona B
cpaBHeHuu co 340poBbIMU AoBpoBonbLamMu. [ocne NOBTOPHOro 4O3NPOBAHUA UHrANALWMOHHOro
nyTukasoHa dypoara/BunaHTepona B TeyeHwe 7 AHeW Habnioganocb ysBenuveHue B
CUCTEMHOM 3KCro3uumm nyTukasoHa dypoata (B cpeaHeM B aBa pasa, usmeperHoe no AUC .
24)) Y NALMUEHTOB C YMEPEHHBIMW NN TSHKENBIMUA HapyLIEHUAMU YHKLMK nedeHun (knacc B unu
C no wkane Yainng-Mbio), no cpasHeHuio co 3aoposbiMuM Aobposonbuamn. YsenuyeHuwe
CUCTEMHOW aKkcnosvuuu ¢nyTvkaszoHa dypoaTta y nauveHToB C YMEPEHHbIMU HapyLeHUAMU
(hbyHKUMM NeyeHn, NpuHUMaBLLKX bryTukasoHa cdypoat/sunantepon 200/25 MKr, NPMBOAUNO K
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CHWKeHUo (B cpegHeM Ha 34%) YpOBHS CbIBOPOTOMHOrO KOpTM30Ona NO CPaBHEHWIO CO
3noposbiMu ao6poBonblUamu. Y NauyneHToB C TAXENbIMU HApYLIEHUAMU (QYHKUUM NeveHu
npuvem ¢nyTukasoHa ¢ypoaTta/BunaHtepona gosvposkoin 100/12,5 Mkr He oka3sbiBan BnnsiHWe
Ha YpOBEHb CbIBOPOTOMHOro kopTu3ona. Ha ocHoBaHwWM nNony4YeHHbIX AaHHbLIX, He OXUAAETCH,
yTO WHTpaHasanbHoe npuMeHeHue nyTnkasoHa cdypoata B ao3e 110 MKr B CyTku Y
NauueHToB 3ToW rpynnbl 6yaeT NpuBOAWTL K NOAABNEHWNIO CUHTE3a KopTusona.

NOKA3AHUA K NPUMEHEHUIO P -
NeyeHne cMNTOMOB annepriyeckoro puHuTa y B3pocnbiX, np,q;idcﬂ{osi v pe'Teﬁ cé ner.

NMPOTUBOMOKA3AHUA
e [loBbIWEHHAA YYBCTBUTENbHOCTb K (nyTMkasoHa dypoaTy unu  fiobbiM - Apyrum
KOMNOHEHTaM npenapara.

NPUMEHEHUE NPU BEPEMEHHOCTU U NIAKTALIUA

GEepemeHHocmb

HaHHbIX 0 npuMeHeHun cnyTukasoHa cdypoata B nepuos GepemMeHHOCTU HegocTaTouHo. B
MUCCNEeAO0BaHUAX Ha JXXMBOTHBLIX [MIOKOKOPTUKOUAbI Bbi3blBanyM MOPOKA pa3BUTUA, BKIOYas
pacwenuHy Heba un 3agepxky BHYTpuyTpobHoro passutva. ManoBepoATHO, YTO 3TU AaHHbIe
OyayT TakuMu Xe y niogen, ecnv npuMHUMaTh leKapcTBEHHOEe CpeacTBO MHTpaHasanbHO B
pekoMeHayemMbix ao3ax. dnyTukasoHa ypoaT criegyeT NpUMeHsiTb Y 6epeMeHHbIX TONbKO B
cnyvae, ecnu oxugaemas rnonb3a ANA MaTepy NpeBbillaeT MoTeHuManbHbId PUCK ANA nnoaa
unu pebeHka.

Jlakmauus

He u3BecCTHO, BbiaenseTcs nu ¢GnyTukasoHa dypoaTt, BBEAEHHbIA UHTpaHa3anbHoO, B rpyaHoe
MOIOKO.

HasHaueHue ¢nyTukasoHa dypoata KOPMALYMM XEHLLMHAM CrieayeT paccMaTpuBaTh TONLKO B
criyyae, ecnv oxugaemas nonb3a 4na MaTepu npeBbIaeT NOTEHUManNbHbIA pUcK Ans pebexka.
QepmuneHocmb

[aHHbIX 0 BNNSHUWN Ha PEPTUNBHOCTD Y NIOAEN HE NonyYeHo.

CnNocob NPUMEHEHUA U OO3bl

Tonbko HTpaHasanbHo.

Ona pocTuxeHWs NONHoro TepaneBTUYeckoro adpdexra pekoMeHayeTCA npuaepxuBaTbes
perynspHoi cxembi NpUMeHeHusa. Havano aeictBuA MoxeT HabnioaaTbes yxe B TeyeHue 8 Y
nocne nepBoro BBefeHus. [NA AOCTWKEHMA MaKcMManbHOro adpdekra Moxer notpebosatbes
Heckonbko AHen. [launeHTy cnefyeT pasbACHWATb, YTO  CMMNTOMbI 3abonesaHusa OyayT
yny4ywaTtbCA NpU NOCTOAHHOM perynspHoM fpuMeHeHuu. [nuTenbHOCTb neYeHus cnepyet
orpaHuYuTb NepUoaoOM BO3AENCTBUSA arnepreHa.

B3pocnbie u noapocTku (B Bo3pacTe ¢ 12 neTt n crapuwe)

PexomeHposaHHas HavanbHas fo3a — No 2 pacnbinenvs (27,5 mkr dnytukasoHa dypoarta B
OZHOM pacnbineHnn) B kaxxayo Ho3apto 1 pas B CyTku (110 MKr B CyTku).

Mpy [OCTWXKEHUM anEeKBaTHOTO KOHTPOSIA CMMMTOMOB CHDKEHue A03bl A0 1 pacnbineHus B
Kaxkayto Ho3apto 1 pas B cyTku (55 MKr B CyTKin) MOXET ObITb A0CTaTOMHLIM ANA NOAAEPKaHWSA
acpdekTa.

No3sy HeobxoaWmo TUTPOBaTb OO0 HauMeHblien Ao3bl, obecneuusaiowien IHHEKTUBHLIA
KOHTPONb CUMNTOMOB.
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PekoMeHAOBaHHAA HadanbHas fo3a — no 1 pacnbineHuto (27,5 mxr dnyTukasoHa dypoara B
OQiHOM pacnbineHuu) B Kaxayto Ho3apto 1 pas B cyTku (55 MKr B CyTKH).

Mpy oTCYTCTBUM Xenaemoro addekTa npu NPUMEHeHn 1 pacnbineHns B Kaxayto Hosapio 1
pa3 B CyTKU BO3MOXHO MOBbILLEHUE [03bl A0 2 pacnbiNeHnii B Kaxxayo Ho3Apo 1 pas B CyTku
(110 mkr B cyTku). pu AOCTUXKEHWUM A[EKBATHOrO KOHTPOSIA CUMMTOMOB peKoMeHAyeTCs
CHM3NTb A03Y A0 1 pacnbineHus B Kaxxayto Ho3apto 1 pas B cyTku (55 MKr B CyTKM).

Detn B Bo3pacTe Mmnaauwe 6 ner

BesonacHocTb U achekTMBHOCTL hryTUkasoHa dypoaTta y AaHHOW KaTeropun nauueHTos He
ycraHoBneHsbl. [laTb pekomeHaauuin no AO03MPOBAHUIO HE NPEACTaBNAETCA BO3IMOXHbIM.

MaumeHTbI NOXUNoro Bo3pacra
Koppekuum no3bl He TpebyeTcs.

MNauuneHTb! ¢ HapyweHUeM YHKLMK Noyek
Koppekuuu oosbl He TpebyeTcs.

MaumeHTbl ¢ HapyweHueM (PYHKLUU NeYeHn :
Koppekuvu [03bl y NAUUEHTOB C HapyLUEHUAMU (byHKLWIM neueHm He Tpe6yercﬂ (cMm. pasgen
«dDapmakoKUHETHKAY).

NOBOYHOE AEUCTBUE

Pe3iome npoghuns 6esonacHocmu

HanBonee 4acTbiMM NOGOYHLIMUA peakuMsMU BO BpEMs NeyeHus nyTukasoHa ¢ypoaTtom
ABMAIOTCA HOCOBOE KPOBOTEYEHME, W3BABMNEHUA CNM3UCTON 0BONOYKM MNOMOCTU Hoca W
ronosHas 6onb. Haunbonee cepbesHbIMU HEXenaTenbHbIMW ABNEHUAMU ABNAIOTCA peakve
coobUieHNA O peakuusx rMnepuyBCTBUTENBHOCTK, BKNOYan aHadunakeuio (MeHee 1 cnyyas Ha
1000 nauueHTOB).

Cnucok no60oYHbIX peakyull

B uccneposaHusix 6esonacHocTn U 3ddeKkTUBHOCTM hnyTMKasoHa dypoaTta npu neyveHun
CE30HHOrO W KPYrnorogvdHOrO PUHUTA NeKkapcTBEHHOE CPeAcTBO npuMeHanu Gonee 2700
nauMeHToB, BKNoYas 243 nauueHTa B Bo3pacTe 12 -18 ner, 790 nauveHToB B Bo3pacTe 6-12
net u 241 nauveHTa 8 Bo3pacTe 2-6 ner.

Ona onpepeneHus 4acTtoTbl NOGOYHLIX peakunin KUCroNb3oBanucb f[aHHbie W3 KPYNHbIX
KMMHUYECKUX NCCIeA0BaHUMA.

HexenaTenoHble ABNEHWUs, NpeacTaBneHHbIe HUXKe, NepeyncneHbl B 3aBUCUMOCTU OT aHaToMo-
duanonornyeckon KknaccuukaumMm M 4acTtoTbl BCTpeyaeMocTW. YacToTa BCTpeyaeMocCTy
onpeaensaeTcs crepyoLwmumM obpasomM: oveHb vacmo (21/10), yvacmo (21/100 u <1/10), Heyacmo
(21/1000 1 <1/100), pedko (=1/10000 n <1/1000), oveHb pedko (<1/10000).

HapyweHusi co cmopoHs! ObixamesibHOU cucmeMbl, 0p2aHos8 epyGHOU Knemxu u cpedocmeHus:
OyeHb 4acmo — HOCOBOE KPOBOTEYEHWE, KaK NpaBwno, Nerkoi unv yMEpeHHOW CTeneHw; y
B3pOCnbIX U NOAPOCTKOB CNy4Yau HOCOBOMO KPOBOTEYEHUS OTMEeYanuch Yalle npu AnvTensHoMm
npumeHeHun (Gonee 6 Hepenb), YeM Npu KOPOTKOM Kypce (Ao 6 Hepenb). B knuMHU4ecknx
nccnefoBaHusAX y AeTei Npy NPOoACIMKUTENbHOCTU Tepanuu Ao 12 Hegenb Konu4ecTso crny4yaes
HOCOBbIX KpOBOTEUEHUIN BbiNo CXOAHBIM B rpynne dnyTrkasoHa gypoara u nnauebo.

Yacmo — n3basBneHua cnusncTon o6o0no4kyM NonocTi Hoca.
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Heyacmo — pvuHanrs, UCKOMOPT B HOCY (BKITIOHAR dokeHue, pasapaxeHune u GonesHeHHoCTb
B HOCY), CyXOCTb B HOCY.

OueHb pedko — NnepcopaLms HOCOBON NEPErOPOAKM. A TN
HapyweHusi co cmopoHb!l UMMYHHOU CUCMEMbI. P T
Pedko — peakuunm runepvyBCTBUTENBHOCTY, BKNOYAR aHacpysnaKcmo OTEK KBVIHKe cbinb,
KpanueHWLY. AL SR

Hapywenus co cmopoHb!I HEPEHOU CUCMeMbI:

Yacmo ~ ronosHas 60nb.

HapyweHusi co cmopOHb! 0Op2aH08 3PEeHUS:

Yacmoma HeuzeecmHa — npexogsiive odTanbmonormyeckue wusmeHeHus (NOBbILLEHWE
BHYTPWUINa3HOro faeneHus, 3agHee cybkancynspHoe noMyTHEHUE XpycTanvka).

HapyweHusi co CmopoHbI CKeNTeMHO-MbiWeYHOU cucmembl U COeOUHUMENbHOU MKaHu:
Yacmoma Heu3zsecmHa — 3afepxka pocra.

MoryT BO3HWKaTb CUCTEMHble 3hdeKTbl HasanbHbIX KOPTUKOCTEpOMAoB, OCOBEHHO npu
NPOACIKUTENBHOM Ha3Ha4YeHun B BbICOKMX Ao3ax. Coobuanocb o 3ajepxke pocra y Aeteu
npy NPUMEHEHUM Ha3anbHbIX KOPTUKOCTEPOUAOB.

Be3onacHOCTb MPUMEHEHWS HasanbHbIX KOPTUKOCTEPOMAOB y AeTen mnapwe 6 net He
ycTaHoBfeHa. YactoTa, TUn 1 TSeCTb NOGOYHBIX peakuWil, OTMEYEHHbIX Y AeTeNn, aHanoruyHbi
HabnogaeMbiM cpeau B3pocnbiX.

B 0AHOroAMYHOM KMWHUYECKOM WCCMeaoBaHUWM, B KOTOPOM OLEHMBANcCA pocT peText
npenybepTtaTHOro Bo3spacta, nonydaswmx 110 Mkr nyTukasoHa cdypoaTa oauH pas B CyTKM,
cpefHAA pa3sHALa B CKOPOCTM pocTa cocTasuna -0,27 cM B rog No CpaBHEHWIO C rpynnown
npyvHumasLwmx nnayebo.

RO e

NEPEOO3UPOBKA

CumMmnToMbi

B nccnepoBaHnn 61MoaoCTyNHOCTY NpU Ha3HAYeHUW MHTPaHasanbHo Ao 2640 MKr riyTMkasoHa
cdypoata B cyTkm B TeuveHue Gonee 3 AHeW HexenaTenbHbIX CUCTEMHbIX peakuud He
Habnwoganoco.

ManoeepoATHO, 4YTO oOCTpas nepeaosvpoBka noTpebyer Apyroro nNeYeHus, Kpome
MeanUMHCKoro HabnwoaeHus.

B3AUMOAENCTBUE C APYITMMU NEKAPCTBEHHbLIMWU CPEACTBAMU

Bsaumodeiicmeue ¢ uHaubumopamu CYP3A4

dnyTukasoHa ¢ypoaT ObICTPO BBLIBOGUTCA W3 CUCTEMHOW UMPKYNsUuuW, noAsBeprasch
nepBuUYHOMY MeTabonuamy npu yyactum usocgpepmenta CYP 3A4 cuctembl umtoxpoma P450.
CornacHo pesynbTaTaM NpUMeHeHUst ApYyroro rnokokopTukonaa (bnyTukazoHa nponuoHara),
KOTOpbIN Tawke MeTtabonusupyeTtcs ¢ yyactuem usodpepmerHta CYP3A4, He pekoMeHAyeTcs
COYEeTaHHOe NMPUMEHEHUE puTOHaBMpa U dnyTMKasoHa dypoata M3-3a yBENUYEHWUA pucka
CMCTEMHOrO BIUAHUA NocneaHero.

C OCTOpPOXHOCTbIO CrnegyeT NPUMEHATb nyTukasoHa dypoaTt B KOMOMHAUMK C MOLLHbLIMU
uHrnbutopamu CYP3A4, Tak Kak Henb3s UCKNIOMUTb BO3MOXHOCTb YBENWYEHWA CUCTEMHOW
akcnoavumu. B uccnepoBaHuM NeKkapCTBEHHOro B3aumogencTeva dnyTukasoHa dypoarta u
cunbHoro uHrubutopa CYP3A4 keTokoHasona Habnopanoch Gonblie criyyaes onpepeneHus
KOHLUEHTpauui ¢nyTukasoHa ypoara Bbilue NMoporosbix B Nnasme B rpynne ketokoHasona (6
13 20 nauneHToB) B cpaBHeHuu ¢ nnauebo (1 u3 20 naumeHToB). ATO Hebonbwoe yBenuyeHne
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HEe NPUBOAUT K CTATUCTUYECKN 3HAYMMOMY pa3NUHUMIO COAEpPXaHWA KopTusona B nnasme B
TeyeHue 24 4 Mexay ABYMA rpynnamMu.

[JaHHble MO0  MHAYKUMM ¥ MHrMBupoBaHuio AEUCTBUS (PEPMEHTOB He AT TEOpPeTU4ECKUX
OCHOBaHWI  OXupaaTb  MeTabornMueckux  B3auMOAEWCTBUWA  dnyTMKasoHa  ypoara,
NPUMEHSIEMOro MHTPaHa3anbHO B PEKOMEeHAYyeMbIX A03ax, U APYruX NnekapcTBeHHbIX CPeAcTs,
KoTopble MeTabonM3npyrTCs C yyacTuem cuctemsl LmTtoxpoma P450. MNoaToMmy KnuHudeckue
ucecrnegosaHua  no N3yyeHU0 B3auMogeincTeus nyTukasoHa dypoata M Apyrux
neKapCTBEHHbIX CPEACTB HE NPOBOAMUIIUCD.

MEPb! MPEAOCTOPOXHOCTH S

CucTtemHble 3dhdeKTb KOPTUKOCTEPOUIOB b

UmetoTca coobuieHna O NPOABMEHUA CUCTEMHbIX a¢>¢>e|{'roa npvl mcnonbaoaaﬂuvl HasanbHbIX
KOPTMKOCTEPOMAOB, B HacTHOCTHU, B BLICOKUX [03aX B TEYEHMEe [QIIMTENbHOrO BpeMeHu. JTu
adeKTbl HAMHOrO MeHee BepoATHbl, YEeM Npu MNPUMEHEHUM NEepopanbHbiX  HOPM
KOPTUKOCTEPOUAO0B, U MOIYT pasnuMuaTbCA Y OTAESbHbIX NALMEHTOB, a TalKe Y Pasnu4HbIX
KOPTUKOCTEPOUAHBLIX NpenapatoB. Bo3moxHble cucTemHble 3ddeKTbl BKMIOYAT CUHAPOM
KywuHra, KyluMHrongHble CUMNTOMbI, YTHETEHUE (PyHKUMU HaanoYevHUKoB, 3aAepXKy pocTa y
AETeil 1 NoapoCTKOB, KaTapakTy, rmaykoMy, u, B 6onee peakux cnyvasx, pag nCUXMYecKux nnu
noBeAeHYECKUX HapyLUEHWI, BKIOYAA MNCUXOMOTOPHYIO FMNEpPakTUBHOCTb, HapyLIeHWsi CHa,
TpeBOry, [Oenpeccuio unu arpeccuio (B 4acTtHocTW, y peTen). JledyeHne HasanbHbIMU
KOpTUKOCTEpPOMAAMM B [03aX, NPEBLILAOWMX pPEeKOMeHAYyeMbie, MOXEeT MpPUBOAUTL K
KNMUHUYECKN 3HAYUMOMY NOAABMNEHNIO (PYHKLMM HagnoyeyHukos. [py Hanuuuu faHHbIX O
MPUMEHEHMM [03, NPEeBbillaWmMX peKkoMeHAyemble, crneayeT paccMoTpeTb BOMpPoC O
NPUMEHEHUN LOOMONMHUTENBHOrO CUCTEMHOFO KOpPTUKOCTEpouaa B Nepuop CcTpecca unu
Xupyprudeckoro Bmewarenscrea. NpumeHeHue dryTukasoHa dypoata OAWH pas B CyTkA B
fnose 110 MKr He NpUBOAUNO K NOAABMNEHNUIO rTMNOTaNaMo-rmnocdusapHo-HaANOHEYHUKOBON OCU
y B3poCnbiX, NOAPOCTKOB W AeTeW, OfHAKO A03y WHTpaHasanbHoro ¢ryrtukasoHa cdypoaTa
HeoBXoAMMO CHMXaTb OO0 MUHUManbHON 3ddeKTUBHOW A03bl, KOHTPONUPYIOLLEA CUMMTOMbI
pvuHuUTa. Kak 1 npy NnpyUMeHeHun Apyrux MHTpaHasanbHbiX KOPTUKOCTEPOUAOB, NPU COBMECTHOM
HasHayeHun C Apyrumu  opMaMu  KOPTUKOCTEPOUAOB  criedyeT  oueHwWTb  obuwlyio
KOPTUKOCTEPOUAHYIO CUCTEMHYIO Harpy3Ky.

Mpy HanMuMM nNPU3HaKoB HaZMNOYEYHWKOBOW HefocTaToyHocTM Heobxogumo cobnogatb
OCTOPOXHOCTb nNpU NepeBoAe NauMeHToB C Tepanun CUCTEMHbIMW  CcTepougaMu  Ha

dnyTukasoHa dypoar.

Hagywenu_ﬁ CO CTOPOHbI OPraHOB 3PEeHUA
ﬂpwmeHeHme Ha3anbHbIX WNU UHraANALUOHHLIX KOPTUKOCTEpPOWAOB MOXEeT npuBoanTb K

pasBUTUIO FNayKOMbl /UK kaTapakTbl. [103TOMy cneayeT NPoBOAUTL TLiaTeNbHbIA MOHUTOPUHT
nauneHToB C U3MEHEHWAMU 3PEeHUA WNU C MOBbLILEHHBIM BHYTPUINasHbIM 4ABMEHUEM,
rriayKoMoin W/unu KaTtapakTon B aHamHese.

3anepxka pocra
UMeloTca coobllueHus O 3apepxke pocTa Yy fAeTew, Monyvawwux WHTpaHasanbHbie

KOPTUKOCTEpoUabLl B PEKOMEHAyeMbix fo3ax. Y peTeil, koTopble nonyyanu ¢nyTukasoHa
cdypoar exeaHeBHo B go3e 110 Mkr B Te4eHne 0AHOro roaa, Habnaanucb cryvan CHWKEHUA
ckopocTu pocta. MoaToMy AeTaM cnefyeT HasHavaTb MUHVUManbHYo 3MEdEKTUBHYIO A03Y,
NO3BOMAIOLWY KOHTPONMpOBaTb CUMNTOMbI 3aboneBaHus. PekoMeHAayeTcsa NpoBOAWUTHL
perynspHbii MOHUTOPWHI pocTa AeTed, ANUTenbHoe Bpems nNonyvalwmux HasanbHbie
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KopTukocTepougbl. [Npu 3ameaneHun pocta CneayeT NepecMoTpeTb PeXUM Tepanuu C LUenbio
CHUXEHWA, €CNM BO3MOXHO, [03bl Ha3anbHOro KopTUKocTepouaa A0 MUHUMANbHOM
acdeKTUBHON [03bl, KOHTpONMpylower cumnTombl 3abonesaHua. Kpome TOro, MOXeT
notpeboBaTbCA KOHCYNbTaLMA cneymanucra.

MaumeHTbl, NONyYaloUiue puToHaBup :
He pekomeHAyeTCs COBMECTHOE NPUMEHEHWe C PUTOHaBUPOM B csﬂsw ¢ pVICKOM I'IOBbIUJeHHOM
CUCTEMHOM 3KCNo3uumu dnyTukasoHa dypoara. TR

BNMAHUE HA CMNOCOBHOCTb YMNPABNATb ABTOMOBMNEM WU [AOPYITUMU
MEXAHU3MAMMU

NekapcTBEHHOE CPEACTBO HE OKa3biBAET WM OKa3blBaeT HUUTOXHOE BNWUAHWE HA CMOCOGHOCTDL
yNpasnisaTb aBTOMOGUNEM UNK ABWKYLMMUCSH MEXaHU3MaMmu.

YNAKOBKA

Cnpelt Ha3anbHbLIN [O3UPOBaHHbLIA 27,5 MKr/po3a.

Mo 120 p[o3 BOo dnakoHe OpPaHXeBOro crekna, cHabxeHHoMm aosupyowum (50 Mkn)
pacnbinalowmm  yctpoicteoM. Mo 1 nakoHy B HapyXHbI NNacTUKoBbid yTNAp ¢
WHAWKATOPHBIM OKHOM, H&XXMMHbIM KNanaHoM WU KONna4Ykom c orpaHuuutenem. Mo 1 cdnakoHy B
dyTNape ¢ UHCTPYKUMEN NO MERULIMHCKOMY NMPUMEHEHUIO B KAPTOHHYIO Nauky.

ycnoBua XPAHEHUA

Mpu TeMmnepatype He Bbiwe 30 °C. He oxnaxgatb. He 3amopaxusatsb.
XpaHuTb B BEPTUKANbHOM NOMOXEHWUU.

XpaHuTb B HEAOCTYNHOM ANA AETEN MecTe.

CPOKTogQHOCTU

3 ropa.

Mocne BCcKpbITUA hbnakoHa UCNonb3oBaTh B TEHEHUE ABYX MeCALES.
He ucnonb3oeaTb NOCNe UCTEYEHUA CPOKa rOAHOCTH.

yCcnoBusa OTNYCKA U3 ANTEK
Mo peuenTy.

NnPOU3BOOUTEND

«nakco OnepaiweHc Benvko6putanusa Jiumuten» / Glaxo Operations UK Limited
Xapmais Poya, bapHapg Kacn, Oapem, DL128DT, Bennkobputanun /

Harmire Road, Barnard Castle, Durham, DL128DT, UK

3a gononuuTenbHou nHcpopMmaumen obpauwaTLCca No agpecy:

Mpeacrasutenscteo OO0 «GlaxoSmithKline Export Limited» (Benvko6putanus) B Pecnybnuke
Benapycb

MwuHck, yn. BopoHsHckoro 7A, oduc 400

Ten.: + 375 17 213 20 16; cpakc + 375 17 213 18 66.

MHCTPYKLMA NO UCNOJNb3OBAHUIO HA3AJIBHOIO CMNPEA



e OnucaHue Ha3anbHOro cnpes

e llUecTb BaXHbIX (pakTOB O Npenapare

e [loaroToBKa K NpUMEHEHUIO crnpes
° anMeHeHMe Ha3anbHOro crnpes
e Yxop3a pacnblninTenem

OnucaHue HasanbHOro cnpes

Mpenapart BbiNyckaeTcs BO hnakoHax
OpaHXeBOro cTekna, Kotopble
HaXOASTCA B NNACTUKOBLIX pyTnspax.
Mpenapat BbinyckaeTcs BO hnakoHax
no 30, 60 n 120 no3 (pucyHok a).
MHAankaTopHOE OKHO B NNacTUKOBOM
yrnakoBKe MOo3BOSIAET KOHTPONMpoBaTh
ypOBeHb npenapara Bo ¢nakoHe. Bo
c¢nakoHax Ha 30 nnu 60 [03 ypoBEeHb
npenapata 6yaeT BuaeH cpasy
(pucyHok a), a Bo pnakoHax Ha 120 o3
HayanbHbIA YPOBEHb NpenapaTa
HaxXo4uTCA Bbille BEPXHEN rpaHuLbl
CMOTPOBOrO OKHa.

Bup cnepepy Bun c3anu

YTtobbl NPOU3BECTU BMNpPbICKNBAHUE C CUITON HaXXMUTE Ha KHOMKY ANA pacnblNeHus.
CbeMHbIN KOnnavok sawuuaeT pacnbinuTenb OT NbiSI U 3aCOPEHUA.



LWecTb BaxHbIX (pakTOB O nNpenapare

1. HasanbHbI cnpei BbinyckaeTcsa BO
¢hnakoHax opaHxxeBoro crekna. [ns Toro,
4yTo6bl NPOBEPUTL YPOBEHL Npenapara Bo
¢nakoHe, He06X0AMMO NOCMOTPETL €ro Ha
cBeT. YpoBeHb OyaeT BuaeH B CMOTPOBOE
OKOLLIKO.

2. Ecnu Bbl nonb3yeTeck HasanbHbIM
cripeem B NepBblv pa3, XOpoLUO NoTpsAcUTe
¢dnakoH B TeveHue 10 cekyHA, He CHUMas
konnauka. NpenapaT npeacraBnseT
coboit [OBONbLHO MyCTYHO CYCMEH3UI0 U
CTaHoBUTCA Bonee XWAKUM npu
BCTpsiXuBaHUM (pucyHok b). PacnbineHue
BO3MOXHO TOSbKO NMocre BCTPAXUBAHUS.
3. Ytobbl NnponsBecTy BrpbICKUBaHUE, C
CUINON HAXXMUTE Ha KHOMKY (PUCYHOK C).

4. Ecnn Bam He yaaeTcs HaxaTtb Ha
KHOMKY 0AHUM 60nbLUMM nanbueMm,
ucnonb3ynTe nanbLpbl 06emx pyk (PUCYHOK
d).

5. Bcerga xpaHuTe bnakoH ¢ HasarnbHbIM
crnpeem 3akpbiTbiM. Konna4yok 3awyuaer
pacnbinuTenb OT Mbif U 3aCOPEHUA U
repmeTusnpyet cprakoH. Kpome Toro,
KONMnayok npefoTepalyaeT criyyanHoe
HaXKaTue Ha KHOMKY.

6. Hukorga He NbiTanTechb NPOYNCTUTL
OTBEPCTME HAaKOHEeYHUKa BynaBkon unu
ApyruMu ocTpbiMu npegmeTtamun. OHu
MOryT NoBpeAUTb (PriakoH CO Cripeem.




MoarotoBKa cripesi K NPUMEHEHUo

~NY
o

MoaroTtoBKy K NpUMEHEHUIO cneayeT
npoBOoAUTb, ecnu Bbi:

1) Ucnonb3yeTe cnpen B Nepsblil pa3

2) OcTtaBunu ¢rakoH OTKpbITbIM B
TeyeHune 5 gHen

3) dnakoH He ucrnonb3oBarcs B Te4eHne
30 gHen n Bonee.

MNpaBunbHas NoAroToBkKa K
nNpUMeHeHuIo cnpes obecneunT
BnpbICKUBaHWe Heo6XxoaMMOW A03bl
npenapara. Nepen npuMeHeHUeM:

He cHMmas konnayka, XopoLuo
noTpscuTe nakoH B TeyeHune 10
ceKkyHa.

CHMMUTE KONMNa4yok, NraBHO NOTSAHYB
ero 60nbLWUM 1 yKasaTenbHbIMU
nanbsuamm (PUCYHOK €).

Oepxute cnakoH BEpTUKaNbHO U
HanpaBbTEe HAKOHEYHWK OT cebs.

C cunoi HaxxmuTe Ha KHOTKY.
Mpoun3BeanTe HECKONbKO HaXaTui
(MUHUMYM 6), MOKa U3 HAaKOHEYHUKa He
nosieutcs HebonbLuoe o6nayko
(pucyHok f).

Tenepb cnpen roToB K MPUMEHEHMIO.
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MNpuMeHeHMe Ha3anbHOro cnpes

~J

1.
2.
3.

TwaTenbHO BCTPAXHUTE (PraKoH.
CHUMUTE KOMnayok.

MpouncTuTe HOC U HaKNoOHUTE
roroBy HEMHOro Bnepea.

BBeanTe HakOHEYHWK B OOHY
HO34pto, NPOAOMKas AepXaTb
¢nakoH BepTMKanbHO (PUCYHOK g).
HanpaBbTe HakoHEeYHUK
pacnbinUTeNs Ha BHELUHIO CTEHKY
HOCa, He Ha HOCOBYHIO NEPEropoAKY.
9710 obecneynT npaBubHoe
BMpbICKMBaHWE npenapara.
HauHuTe fgenatb BAOX YEpe3 HOC U
npousseauTe OAHOKpPaTHOE HaxaTue
nanbuamun Ans pacnbineHns
npenaparta (pucyHok h).

MN3beranTte nonagaHus cnpes B
rnasa! [Npu nonagaHuu npenaparta B
rnasa, TwaTtenbHO NPOMONTE UX
BOOW.

BblHbTE pacnbinuTenb U3 HO3A4PU U
Bbl4OXHUTE Yepes poT.

9. Ecnwu cornacHo pekomeHgauum Bpaya, Bam HeobxoavMmo npovssecTy no Aea
BMPbICKMBAHUA B KXY HO3APHO, NOBTOPUTE NYHKTbI 4-6.

10. T[loBTOpPUTE NpoUeaypy ANSA APYroi HO3APW.

11. 3akpowTe driakoH KOnmna4ykom.



Yxop 3a pacnbinutenem

Mocne Kaxxgoro NPUMEHeHUs:

o [IPOMOKHUTE HaKOHEYHWUK U
BHYTPEHHIOIO MOBEPXHOCTb Konnayka
CYXOW YnCTON candeTKon (PUCYHOK i U
j). U3beranTte nonagaHusa Boapl.

o Hukorga He nbiTanTecb NPOYUCTUTL
OTBEPCTUE HaKOHEeYHUKa Bynaskoin unu
OPYrMMU OCTPbIMU NpeaMeTamu.

o Bcerpa 3akpbiBanTe cnakoH. Konnayok
3awmLlaeT pacnbinuTens OT Nbinu U
3aCOpEeHUst, U repMeTU3npyeT nakoH.

B cnyyae ecnv pacnbinutens He

paboTtaerT:

« [lpoBepbTe ypoBEHb OCTaBLLErOCH
npenapaTa BO driakoHe Yyepes
CMOTpOBOE OKOLKO. Ecnun octanock
coBceM HebornbLLoe KONnM4ecTso
XWUOKOCTU, €e MOXeET BbITb
HeJoCTaTo4yHo Ans paboThbl
pacnbinuTens.

» [MpoBepbTe hnakoH Ha NOBpPEXAEHUS.

« [lpoBepbTe, HE 3acopunock nu
OTBEpPCTUE HaKOHeYHuKa. He
NbiTaNTECh NPOYNCTUTL OTBEPCTUE
HakoHeuYHuka 6ynaskon nnu apyrumm
OCTPbIMU NpeaMeTaMMU.

o [lonbiTanTeck NPMBECTU YCTPOWCTBO B AENCTBME, MOBTOPMB NpoLEAypY NOArOTOBKM
Ha3arnbHOro crpes K NPUMEHEHWIO.

ABAMUC sBnsieTcs ToBapHbIM 3HAKOM rpynnbl komnaHuin GSK.
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