HHCTPYKIUSA i
no MGHIIINHCKOM)' npnmenemno upeuapn‘:
APKOKCHA / ARCOXIA |
'l;‘“.. AL ! Ba ani
| .
|

TOPIOBOE HA3BAHHE: APKOKCHA

LR

MEXKJAYHAPOJIHOE HEIIATEHTOBAHHOE HA3BAHHME: stopukokcdd.
ONMHCAHHE

Tabremxu no 60 m2: TeMHO-3eNCHBIC ABOAKOBhIMyKAse TabneTkn sGAOKOBHAHOH dopmsi,
noKpeITeie nuewounod obonoukoil, ¢ Tuchenuwes ARCOXIA 60 na onoli cropone W ©
TieHenuesm 200 na apyroii cropone.

Tatremxu no 90 sme: Gensle ABOSKOBwNYKAble Tabnerk S6n0koBuAHON (oOpMe!, NOKpHITLIE
naeHounoit obonouxoi, ¢ THehenuem ARCOXIA 90 wa oanoii cropone u ¢ THeHeHues 202 na
JApyroi CTopoHe.

TaGremxu no [20 m2: HGaeano-3eeHsle ABOAKOBHNYKAbe TabaeTkn abrokosuaxoil dopmbi,
NOKpeITRIe TUIeHouHOl obonoukoii, ¢ THcHennem ARCOXIA 120 ua oanoit ctopone # ¢
TucHenuem 204 na apyroit cropoue.

COCTAB

| TaGneTka conepxuT:

Slapo rabaeTkn

Heucmeyiowee sewgecmso: yropunkokend 60 mr, 90 mr, 120 mr.

Benomozamensuwnie  sewgecmea:  xanbums  ruapodocdar  Gessoauwmil,  ueamonosa
MHKPOKPHCTAUIMYCCKAN, HATPHA KPOCKAPME103a, MArHHA CTeapar.

O6oaouxa Tabaersn

Onaapait 11 3enenstii 39K11520 (ans aoauposku 60 mr), Onaapait 11 Benwmit 39K18305 (ans
posupoekn 90 wr), Onagpait Il 3enemerii 39K11529 (ans nposmpoexku 120 wr), Bock
KapHayOCKuH.

Cocmas naenoyHol 060104KY: NAKTO3R MOHOIHAPAT, MMIpoMennosa, THrana auokeua (E 171),
TPHALICTHH, AMOMHHHCBBIA 12K HA OcHORE KpacuTens nuaurokapmuna (E132) (s rabaerok 60
sr 120 mr), senesa okena wenrsit (E172) (ana radnerok 60 mru 120 mr),

®OPMA BBIITYCKA: rabierku, noKpeIThie NAeH0uH0H 060104K0M.

DAPMAKOTEPAIIEBTHYECKAS I'PYIIIA
HecTeponansie npoTHBOBOCTIANHTENBHLIC M nNpoTHeOpeBMaruyeckue npenaparw (HIIBIT),
KOKCHOBI.

Koa ATX: MOTAHOS.

DAPMAKOJIOI'MYECKHE CBONCTBA

Dapmakoounamura

Mexanniv gedcTaua

Oropukokcub, npenapar ANA  TICPOPATBHOIO  NPHUMCHCHMA, HRRISETCA  CENICKTHBHBIM
uHrHouTOopoM wMKacokcHrenase-2 (LIOT-2) npn npumeHenus B npeenax KIHHHMCCKOTO
AMANasoHa Jo3.

B xnunnuecknx (apMakonorHYCCKHX MCCIEMOBAHMAX MPENapar J0303aBHCHMO HHTHOHpoBan
LLOI"-2 Gea unrutuposanus LLOT-1 npu npumenennn 8 go3ax 0 150 Mr 8 cyTkn. DTopHKOKCHO
He HHrHOMPYET CHHTE3 NPOCTAarIaHANHOB KETYAKA U HE BIHACT Ha PyHKWHIO TPOMOOUHTOB.
[{Mknookcurenasa orscuact 3@ ofpazosanue npocrarnavwantos. HMuenruduumposato ase
wsoopmer — LIOM-1 w [Or-2. LOI-2 seasercs  w3odopmoit  depmenta, KoTOpsi
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WHAYUMPYETCA NPOTHBOBOCHANUTC/ILHEIMH HMITY/IBCAMH M { pacc Ma'rpusacrca K2K OCHOBHOW
daxTop, OTBEHAOUIMI 32 CHHTE3 NPOCTAHOMANLIX MCAHATOPOR DONH, BOCTIANCHHA 1 NHXOPAAKH.
LIO-2 raxwke 3ajeficTRoBaHa B NpOlECCAX OBYNAUMH, HMIJAHTAUMHA W 3AKPHITHA
APTEPHANBHOTO NPOTOKA, PeryAuMH (YHKUHM TNOUCK W UCHTPAIBHOH HCPBHOH CHCTEMEI
(MHAYKUMA THXOPAAKY, outyeHns Gonn, KOrHMTHBHAR QYHKIMA); TAKKE, MOKET NPHHHMATL
yyacTie 8 npouecce saxueacHun 738, [[O-2 Geuna waeHTHOHUMPOBAHA B TKAHH BOKPYT R3BEI
HENY/AKA Y YeNOBeKa, HO 3HAUCHHE JUIA JKHBICHHSA A3BH HC YCTAHOBACHO.
Dapmakokunemuxa
ABcopbyus, ITOPUKOKCHD XOpOLIO BCACKWBACTCA NPH fepopansiom npueme. AbcomoTHas
GuogocTynHocTs cocranser oxono 100 %. TTocae npuema 120 mr oamn pas B CYTKH 10
JMOCTIACHHA PABHOBECHONO COCTOAHHA MAKCHMAILHAS KOHUCHTPALKA B NIa3IMC KPORM (Cpeanee
reomerpuyecxkoe sHadene Cmae = 3.6 mMxr/mn) Habmojpaerca npubanauTensHo weped | yac
(Tmax) MOCTE NpHeMa B3pocHWMH HatOmak., Cpeanee reomerpuueckoe suadeHne AUCo2s
cocrapnaser 37,8 mxrew/mn. B npenenax KamHMYeckMX 103 (apMAKOKHHCTHKA 3TOpHKOKCHOa
ABASETCA AuHeiHOi.
[Tpy npueme sTopukokcHBa B 703¢ 120 M BO BPEMS ¢/1bi (€18 ¢ BLICOKHM COACPKAHHEM HKHPOB)
He HaOMOAANOCH KAWHHYMECKH 3HAYMMOro BAMAHMA Ha crenems aGcopbumm. Cropocts
abcoplumn MIMCHANACH, HTO XapakTephioBanock cHmkeHHeM Cpax Ha 36 % n yseanuenreM
Tmax Ha 2 4aca, Taxue JanHLle He PAcCMATPHBAIOTCA KAK KIAMHWYECKH 3HaumMbic. B
KIIMHHYECKHX HCC/ICIOBAHHAX ITOPHKOKCHD NPUMCHATH HC3aBHCHMO OT NPHEMa MHILK.
Pacnpedesenue. Iropuxoxcud npubnuzurensio Ha 92 % caasmesaerca ¢ Genkamu naasmst
KpoBH yenonexa npu konuentpaunax or 0,05 1o 5 mxr/mn. Y yenosexa o0beM pacnpeacicHus
MPH PABHOBECHOM COCTOSHUH cocTasnseT okono 120 a.
DTOPUKOKCHO NpoHHKAET wepes muaucHTapHuiii Oapeep y KpeIC M KposieH, 3 Takke Hepes
remarosuuedanuyecknii Gapsep y Kpuic.
MemaGoauam. Dropukoxeub axtueno metaGonwsupyercs, mexee | % 2036l BRIBOAHTCH €
MO4OR B BHae Hexoaroro npenapara. OcHoHo# myTh MeTaboanama — a1o dopmuposanue 6'-
FHAPOKCHMETHN JAepuBata nyteM Katanuszaumu (epmentamu CYP, CYP3A4 cnocofereyer
metaGonusmy sTopukokceuia in vive, Mccaneaosanua in vitro ykaswisaior Ha 1o, yro CYP2D6,
CYP2C9, CYP1A2 1 CYP2C19 TaKke MOTYT KaTATH3HPOBATH OCHOBHOM 1y Ts MeTaboNH3Ma, HO
MX KOJIHYECTBEHNBIE XAPAKTEPHCTHKH HE HIYUAIHCEH in ViV,
Y uenosexa 65110 HASHTHOHIMPOBAHO NATL MeTaGoIMTOB, OCHOBHLIM META0OIHTOM SBIRCTCA
6'-kapOoKcHILHAA  KHCHOTA, JAepHBaT  JTopHKokcHOa,  chopMHpOBAHHEIH  AanbHCAIMM
OKHCACHHEM JepHBaTta 6'-FHAPOKCHMETHAA. DTH OCHOBHBIC METabONHTH HE JACMOHCTPHPYIOT
H3MEPHMOH AKTHBHOCTH, TG0 SBALIOTCA ToMbKO caaboakTueHbivMi unruburopamn [1OT-2, Hu
OAMH K3 23THX MeTaGonuTos He nuroupyet LIOI-1,
Buigedenue, [locne OAHOKPATHOIO BHYTPHBCHHONO BBCACHMA MEUYEHOTO PAIHOHIOTOMOM
aropukokenba B mo3e 25 Mr 3nopossiM gobpoeoasian 70 % paaHoaKTHBHOCTH BHBOAMAOCE ¢
mo4oit # 20 % — ¢ kanom, raasHeM 0BpatoM 8 euae mMetabonnTos, Menee 2 % BHIBOAMTCH B
BHAEC HEHIMEHHOMO MPEnapara.
Buisesenue 3TopHKOKCHOa NPOMCXOAMT, rnaBHeiM obpazom, nocpeacrsoM merabonmama ¢
MOC/ACAYIOWMM  BRIBCACHHCM  TOYKAMK. PaBHOBECHBIE  KOHUEHTPAaUMK  JTopHKOKcHOa
JIOCTHFAIOTCS HA MPOTAAKCHHUH cemu aueil npu npueme 120 Mr 0inH pas B CYTKH, C MOKA3ATEEM
HAKOMUICHHUA OKOJIO 2, MTO COOTBETCTBYCT NEPHOAY NOJyBhIBeenus okono 22 vacos. Knnpence
MAA3MbE KPOBH T10C/IC BHYTPHBCHHOIO BREACHMA 25 Mr cocTaBaseT okoio 50 M/MuH,
Omoenenwie 2pynnsi NAQYUENMOE
Hoxcuroil 6ozpacm. GapMaKOKHHCTHKA Y JIMLL NOKMN0TO Bo3pacta (65 net u crapme) u Gosee
MONOLIX NALKEHTOR N0A00HAA.
ITon. DapMaKOKHHETHKR 3TOPHKOKCHOA ROMOOHAR Y MYAKUMH W KCHILMH,
Hapywenue gymcrjuu neveny, Y NAUHEHTOB ¢ HAPYICHAAMH QYHKUMKN NEYEHH IETKOM CTCTICHM
TokecTH (5-6 Bannos no wane Yaiing - I1e10) npu npumencHnn sropukokenda s nose 60 mr 1
pa3 B cyTku cpeanmit nokasarens AUC npubnuiutensio Ha 16 % Sonsie, Yem y 310posbiX
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JMLL MPH Takoit ke J03MPOBKE Mpenapara. Y MALMEHTOB C HAPYUWICHHAMH (DYMKUMH NEYCHH
yMmepenunoit crenenu Tawectn (7-9 Gamnoe no wkane Yaitan — [Meio) npu OpHMCHCHHM
sTopukoxcuba B nose 60 mr I pas e dea oun cpeanwii noxazareae AUC Ouin noaobubim
NOKA3ATCNK Y 3A0POBBIX JIMIL, NPHHAMABIIMX npeniapat B8 o3¢ 60 Mr OauH pa3 8 CYTKH
CAKCAHCBHO, MPHMCHCHHE 3TOPHKOKCHOA 8 f03e 30 Mr He H3YYanoch B 3TOR rpynne nauueHTos.
Her KanHuveckux win GapMakoKHHEeTHYECKHX JaHHBIX OTHOCHTEILHO NALKEHTOB C TAKCIBIMH
dopmamu Hapywenns Gpynkunu nevenn (=10 6annos no wxane Yaiu - [eo0).

Hapywenue ynxyuu novex. DapMakoKHHETHKA Pa3oBOR 03kl 3Topukokemba 120 mr y
NAUMWEHTOR C YMEPEHHBIMH M TRAXENBIMK HAPYLICHHAMH (QYHKUHH NOYCK, & TAKKE Y NMAIMEHTOR C
3a00NeBAHHEM NOYEK TEPMHHANEHOR CTAAHK, KOTOPEIM NMPOBOAAT IEMOAHANNS, HE3HAYHTENLHO
OT/IMYANAch OT TAKOBOH Y 3A0POBMX NAUHEHTOB. ['eMOAMANM3 HE3HAYMTCIBHO BAMAET Ha
BHIBEACHHE Npenapata (KIMPEHE AMANK3a COCTARNACT 0K0N0 50 MV/MHH).

Hemu, QapMakokuHeTHra sropukokenda y aereit (mnamme 12 1er) He Hayyanacs.

B dapmakokunernueckom ueenenosannn (N=16), npopojMBIIEMC ¢ YYaCTHEM NOAPOCTKOB (B
so3pacre o1 12 10 17 ner), papmaxoxuHeTHka y NoApocTKoB ¢ Maccoi Tena ot 40 no 60 kr npu
npueme ITopHKOKCHOa B 103e 60 Mr 0K pa3 B CYTKH H Y NOAPOCTKOB ¢ Maccoi Tena Gonee 60
Kr npH npueme oTopuxokewba B goze 90 mMr oaun pas B cyTkM Owina nonoGwoi
(hapMaKOKHHCTHKE Y BIPOCIBIX NPH TIpHeme ITOpHKOKcHDa B Ao3e 90 mMr oanH pa3 B CYTKH.
besonachocTs # dddexTHBHOCTE ITOpHKOKCHDA ¥ leTel He YCTaHOBNeHBL.

Joxnuunueckue gannbie 10 6e30nacHocTH

B NOK/MHMYECKHMX — MCCAQAOBAHMAX  ITOPHKOKCHO  NPOACMOHCTPHPOBAN  OTCYTCTBHE
FEHOTOKCHYHOCTH, DTOPHUKOKCHO OBl HCKAHUCPOrCHHBIM Y MbicH, Y KpbIC BOIHHKAIH
FENaToLeNONAPHEIC ANCHOMBE H 8ICHOMB! (POANMKYIAPHBIX KICTOK LUMTOBHAROM XKeness npy
Jo3ax, Gonee yem B 2 pasa NPEeBsILAIOWMX CYTOYHYIO 103y IR venorexa [90 mr], nexoas us
CHCTEMHOM AKCTIOZMUMH, MPH  CKCAHEBHOM BBCACHMM HA NPOTAKEHMH OKkono 2 ner.
I'enatouenmonspueie afeHOMB # aJeHOMB! (POMIHUKYNAPHBIX KAETOK LMTORHAHOM Xeneinl y
KPBIC ABIAIOTCA CACACTBHEM CrEUMHYECKOro AAS STOr0 BHAA KHMBOTHBIX MeEXaHH3Ma,
cBs3aHHoOro ¢ nuayxuuedt dpepmenton CYP. V yenosexa HTOPHKOKCHO He BHIILIBACT HHIYKUHH
nevcxovroro gepmenta CYP3A.

Y KpBIC racTpOMHTECTHHA/ILHAS TOKCHYHOCTL JTOPHKOKCHOA NOBLILANACH NPH YBEAHMCHHH
/10361 W BpeMeHM 9KenosvumK. B 14-HeaensHoM HCCNEOBAHHH TOKCHYHOCTH ITOPHKOKCHO
MPHBOAKA K BO3HHKHOBCHHIO FaCTPOMHTCCTHHANBHLIX 838 NPH IKCHOZHLIMAX, NMPCBBINAKOUIMX
TAKOBBIE Y YENOBEKA [PH NPHUMCHCHUM TepanceTHHeckux 103. B 53- u 106-nesensHoM
HCCICOBAHMH TOKCHYHOCTH Takke HabMOAAN0Ch BOZHUKHOBCHHE FACTPOHHTECTHHANLHEIX 238
MPH SKCOOZHIHAX, CONOCTABHMBIX ¢ TAKOBBIMH Y HEJIOBEKA NPH NPHUMCHEHHM TEPANEETHHECKHX
no3, ¥ cobak natonorsueckHe HiMeHeHus co croponsl nosek w KKT waGmopanuck npu
BHICOKMX IKCIO3HIMAX npenapara.

Dropukokend Obil  HCTCPAaTOreHHBIM B HCCJACAOBAHHAX PEIPOAYKTHBHOH TOKCHYMHOCTH,
TPOBOJIMBIUMXCH HA KpbICaX ¢ mpuMeHeHHeM 203w 15 Mr/kr/cyTky (npubnusurensho B 1,5 pasa
BBIUUE CYTOYHOM 20361 Ana venoseka [90 mr], Hexoas W3 nokasaTens CHCTEMHOMH IKCNO3HLMH), Y
Kpoleli NOBLICHHE HACTOTH NOPOKOB CO CTOPOHM CEPACYHO-COCYAHCTONH CHCTEME], CBA3AHHOS
¢ feveHHeM, HAB/MOAAIOCH NPH YPORHAX IKCTIOZHIMH, KOTOPHIC HIDKE KAMHHHCCKOH 3KCIIO3HLMM
CYTOMHOH 1038 ana wenoseka (90 mr). Onnako ve naGmoaanock mansopmaumnit cxenera
n10ja, CBA3AHHKIX ¢ NevcHHeM. Y Kpuic H KponeH Hadmofanock 10303aBHCHMOE NOBLILICHHE
NOCTHMIVIZHTAUMOHHBIX TMOTEPh MPH IKCNO3MUMAX, nNpeselmaicmwmx 8 1,5 pasa u Gonee
IKCMOIHUMIO ¥ HENOBEKa,

ITOPHKOKCHD NPOHMKAET B MOJIOKO NAKTHPYHOLIMX KPHIC B KOHUCHTPAUMAX, TPHEIMIMTENBHO B
2 pa3a NpeBHIAKMMX KOHUCHTPauHK B nnaime kposu. Habmoaanock cHUKEHHE Macchl Tena ¥
NOTOMCTBA, CCIH KOPMAILMM CaMKaM BBOJMAH JTOPHKOKCHO Ha NPOTAKEHMH (EpHOAA
NaKTaLHH,
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NOKA3AHHSA K IPHUMEHEHHIO
INpenapar APKOKCHA nokasan B3poc/isiM M MOAPOCTKAM B BO3pacTe 16 ner u cmpme s
ocnabnenus cummTomos nipu  octeoaprpure  (OA), pesmatonanom aprpute  (PA),
AHKHIOIHPYIOUICM CIIOHIWINTE, @ Takke ocnabnenus 0OAM M MPHIHAKOB BOCTIANCHHR TIpH
OCTPOM MOJArPHHCCKOM apTpHTE,

[penapar APKOKCHA noka3a B3poc/isiM H NOJPOCTKAM # Bospacte 16 neT # crapwe s
KPaTKOBPCMCHHOFO  /IeYeHHA OONH  YMCPCHHOH MHTCHCHBHOCTH  BCICACTBME TIPOBEICHHA
CTOMATONOTHHCCKON ONEPALIHM.

Pewenne o HasHasenun cenektusHoro uuruGuropa LIOT-2 j10kHO OCHOBBIBATLCA HA OLEHKE
BCCX MHANBHAYANBHBIX PUCKOB JUIS NAUHENTA,

CnnoCcos NPMMEHEHHSA H JIO3HPOBKA

Mpenapat APKOKCHA npuunsalor nepopansio. [Ipenapar MOXHO NPHHHMATL HE3ABHCHMO OT
npuema nuuy. Hasano sddexta nactynaet OwicTpee, €caH Npenapar NpHHUMAOT nNepea
NPHEMOM MMUIM, YTO CHEAYET YuMThIBaTH Tpn  HeobXoammocTd Ouctporo ocaabneHns
CHMITTOMOB.

[lockonsKy PpHCK BO3ZHHKHOBCHHA CCPACHHO-COCYJHCTHIX OCAOKHCHHIA NpH  NPUMEHEHHH
ITOPUKOKCHOA MOMKET MOBBIWIATBCA NMPH YBCIHYCHMM 03B H JUIHTCIBHOCTH ITPHUMCHEHHA,
cheAyeT WCMONL30BATE MHHMMANBHBIC QPEKTHBHLE A03L HA NPOTHKCHHM MAKCHMANLHO
KOpPOTKOro mnepuoga BpemenM. Cheayer NEpHOJAHYECKH MEPeoLCHHBATL HEODXOAMMOCTE
obferyenHs CHMATOMOB M OTBET Ha TNPOBOAMMOE fICYeHME, OCOOEHHO Y MNAUMCHTOR ©
OCTEOAPTPHUTOM.

Ocmeoapmpum (OA)

Dropukokent B gosupoexe 30 mr noa toprosuv Hassanmem APKOKCHA/ARCOXIA we
NPEACTABIEH HA PEIHKE CTPAHLL.

PexkomMenlyeMan 103a NpH ocTeoapTHpHTe cocTasaaet 30 Mr sropHoxoxcHda oauH pa3 B CYTKH.
V HeKOTOPHIX MALHEHTOB, NIPH HEAOCTATONHOM O0NCIrYeHUH CHMITTOMOB, YBEJIHHMCHHE JIO3BL IO
60 Mr OZIHH pa3 B CYTKH MOXKET NOBBICHTH ek THBHOCTS.

[pu orcyrersuy yaydwenns >dpdexta cneayer paceMmoTpeTs BONPOC O APYTHX BOIMOKHBIX
METOAAX JIeYeHHA,

Peevamouduviti apmpum (PA)

Pexosmenzopannas a03a — 60 mr | pa3 8 cyrku. ¥V HEKOTOPEIX NALMCHTOB, NPH HEJOCTATOYHOM
obneryeHun CHMITOMOB, ysenHdenue A03n A0 90 mr | pas 8 CYTKM MOXKET YCHAWBATH
repanestuueckut  oddexr.  llocne TOro, Kak  COCTOAHME  MALMEHTA  KIWHHYCCKH
crabwanpyercs, MoxeT GuTL uciccoobpasHbIM, CHIKEHNE 10361 10 60 Mr O/1HH pa3 B CYTKM .
B orcyTcTBHe yBennucHus TepancaTHyeckoro adipexta caeayer paccMOTpeTh APYTHe BApHAHTEH
NeYCHMA,

Anxurozupyrowui cnonowrum (AC)

Pekomenosannan a03a — 60 mr | pa3s B8 cyrku. Y HEKOTOPHIX NMALMCHTOB, NPH HEAOCTATOYHOM
00/ICTYCHHH CHMITOMOB, YBCAMMCHHMC 4036l 10 90 Mr | pas B CYTKH MOKET YCHAHBATE
TepanceTHieckuii  oddext.  Tlocae 71oro, Kak  COCTOAHME  MALMCHTA  KAHHHYECKH
crabunnanpyercs, Moxer OuTh LenecoobpasHbIM, CHIKCHHE 10361 10 60 Mr OJIHH pa3 B CYTKH .
B otcyTCcTBHE YBEAHYEHHA TEPANeBTHYCCKOro MpdeKTa caeayeT paccMOTpeTs ApYrHe BapHaHTH
NeYHEHuA,

CocToannA, CONPOBOKAAOUMECA OCTPOR DoNbIO

[pH COCTOSHMAX, CONPOBOAKAAIOUIMXCH OCTPOR GONLIO, ITOPHKOKCHD cheiyer NPHMEHATH
TONLKO HA NIPOTAKEHHK NEPHOAA OCTPOH CHMITTOMATHKH.

Ocmpuii nodazpuyeckuii apmpum

Pexomernopannas go3a — 120 mr | pa3 8 cyTkn. B KIMHHHMCCKMX HCCNCIOBAHMAX JICHECHHA
OCTPOFO NOAArPHYECKOrO APTPHTA ITOPHKOKCHD TIPHMENANH Ha NPOTAXCeHHH 8 aneii.
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IMocneonepayuornas bore 6 cmomamono2uu. PEXOMCHAYEMAs 1032 ‘

B CYTKM Ha NPOTRAEHHH MakcHmym 3 anedt. [lis nexotopeix NAUMEHTOB MOKET OBITH
HeODXOAMMEIM  JIONIONHHTEABHOE  nociaeonepauontoe  obesfonusanne B JAOMONHEHHE K
npenapary APKOKCHA B TeHeHHE TPEXAHEBHOTO NICPHO/AA JICHEHHA.

Jlo3kl, NPeBLILAOMMC PCKOMEHIOBAHHEE 118 K&KAOro mnoxazaums, aubo He obnaaaror
AOMOAHHTENBHONH MPPEKTHBHOCTEIO, NTHDO HE HIYHATHChH.

[Mooromy:

- no3a npu OA He nomkHa npessiwars 60 Mr B CyTKH;

- 7103a npi PA 1 aHKWI03MPYIOIEM CIIOHAMIATE HE A0/DKHA Npesbiuars 90 Mr B cyTRH,

- 1033 NPM OCTPO# Nnojarpe He Jonxkna npessimate 120 Mr g CYTKH, @ NCHCHUE MPOBOJAKTCA Ha
NPOTAHKEHUM MAKCHMYM 8 nned;

- 71032 NpK ocTpoit GOMM MOCAE CTOMATONOrMYECKOH ONEPAltiK HE JO/IKHA Npeakuats 90 Mr 8
CYTKH, & fledeHHe MPOBOANTHCS HA TIPOTAKEHHM MAXCHMYM 3 el

Tayuenmer noxcuroz2o 6ospacma

Her HeoBX0AMMOCTH B KOPPEKUMH A036I A8 MAUMCHTOB MOXMAOro scapacra. Kak w npw
NPHMEHEHMHM JAPYIHMX [PENapaTos y NALMCHTOB MOKHAONO BO3pacta, caeayer cobmojars
OCTOPOKHOCTS,

Hapywienue ghynxyuu nevenu.

He3aBueuMO OT NOKAIAHMA K NPHMEHEHHIO NPENapaTa, ¥ NAUNCHTOR ¢ HAPYIICHHAMH GyHKUHK
feveHn Nerkoi crenenu TaxecTH (5-6 Gannos no wxane Yaiing - IMuio) He cneayeT npessuaTe
ao03y 60 mr | pas B cyTki. Y NauncHTOB ¢ HAPYUCHHAMM (Y HKLHH NICUCHH YMCPEHHOH CTeneHH
TakecTH (7-9 Gannos no wkane Yaiu — IMer0), HE3ABHCHMO OT MOKa3aHHWA K NPHUMEHEHHIO
Tnpenapara, He caeayeT npesbiwarts 403y 30 Mr 1 pa3 8 cyTKR.

Knusuvccknit onmT NPUMCHEHHA [Ipenapara OrpaHH¥eH, B YaCTHOCTH Y NALMCHTOR ©
HAPYLICHUAMH (YHKIMH NCUCHH YMEPEHHON TRKECTH, MOITOMY PEKOMEH0BaHO cobmonars
OCTOPOKHOCTE. HET KAMHHYECKOro ONBLITA NPHMEHEHHA TPCNAPATa ¥ NAUMEHTOB C THKCIHIMH
Hapywenusmu dysxuun nevenu (=10 Gannos no wkane Yainn — IMeko); nodstomy npenapar
NMPOTHBOTNIOKA3AH JA/IA NPHMEHEHHA Y TAKHX NALHEHTOB.

Hapywenue grynxyuu novex.

Her neobXoAMMOCTH B KOpPpPeKUHH 1036l MPENaparta y NauHeHTOR ¢ KIHPECHCOM KPCarHHHHa
=30 mu/mun.  TTpOTHBONOKAZAHO TNPHMEHEHHE STOPMKOKCHDA Yy NALMENTOB C KAMPEHCOM
KpeatHHHHA <30 MA/MHH.

IMOBOYHOE JIEHCTBHE

BejonacHoCTs NMPUMCHEHHA 3TOPHKOKCHOA OLEHMBANACH B KAHHMYCCKMX HCCNEJOBAHHAX,
prmosalommx 9295 yyactuuxos, 8 oM uncie 6 757 naunentos ¢ OA, PA # XpoHHUCCKOM
Goasio 8 noscuuue (npubiusurensio 600 naumerntos ¢ OA wim PA nonyvanm ncHcHue Ha
NPOTAKEHUH IOjla KN 07bLIE).

B xaunmyeckux uecaeaoBaHuax npoduas noGoyHbX peakuni Obul 0AHHAKOBLIM Y MAUHCHTOS ¢
OA unu PA, KOTOpEIC MPUMCHANTH ITOPHKOKCHD Ha npoTkeHuy |1 roja wim gonsie,

B KAMHMYECKOM HCC/ICAOBAHHH TIALMCHTH C OCTPHIM MOMArPHYCCKHM 3PTPHTOM MOJIY4anH
stopukokend B ao3e 120 mr 8 cyTkn B Teyenue 8 aneid. [Npoduas noGouneix peakumit 8 3Tom
ueeaeaoBanuy Gbi, B LEJAOM, TAKHM ke, KaKk B o0veauHeHHbx uceacposauax OA, PA w
XpOHHYECKOM BOH B NoACHHLE.

B nporpamme Ge30nacHOCTH ANS CEPACYHO-COCYAMCTON CHCTEMBI, KOTOPas BKIIOUANA JAHHbIC
3 AKTHBHO-KOHTPONMpYeMBIX Hccneaosaumit, 17412 naumentor ¢ OA nan PA nonysanm
NICHEHNE ITOPUKOKCHOOM (60 Mr Ham 90 Mr) Ha NPOTRKEHHH, B cpeaHeM, 18 Mecsues.

B KIMHMYCCKMX HCCAEAOBAHMAX OCTPOH NOCACONEPALMOHHON BOH, CBAZAHHOR ¢ NPOREICHHEM
CTOMATONOrHYECKOH onepauyy, B KoTopeix 614 nauMeHTOR NMONYYAnH JICHCHHE MPENapaToM
APKOKCHA (90 mr s 120 mr), npoduns nobounstx peakumii 6uu1, B obumiesm, nogoGHsm
npodnmo B KoMGuHKposaHKuX Keeaenosanmuax OA, PA u xponuueckoi Gonu B noscnuue.
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O creaylommx noGOdHBIX PeaKUMAX coobumanock ¢ Gonbimicii 4acToTol MpH HpHMeneHiH
npenapara, YeM maaiefo, B KIMHHUCCKHX HCCACJ0BAHHAX NPH YHACTHH nauneHToB ¢ OA; PA,
XpoHIHCCKO G0Jbo B noschuue win AC, KOTOpsie NPHMCHATH JTopuKokeH B o3e 30 mr,
60 mr uan 90 Mr 8 Teyenne 12 weaenn, 8 ueeaeaosanuax nporpasmbl MEDAL Ha npovikenu
3,5 fiET, B KOPOTKMX MCCAEAOBAHHAX OCTPOIT GOAM HA NPOTAKCHHH 7 AHECH, & TAKKE B TCHCHHE

NOCTMAPKETHHIOBOIO NEPHOAA.

Kareropua no wacrore: Onpeaenseres 418 KOKAOMO Tepmuta noboyHOR peakuny no Yactore,
XOTOpas ykaiana 8 Gase JaHHBIX KAMHHYECKHMX WCNBITAHWI: oucHbs 4acto (21/10), vacto (or
>1/100 go <1/10), newacto (o =1/1 000 go <1/100), peaxo (ot =1/10 000 no <1/1 000), ouennb
peaxo (<1/10 000), Hen3secTHO (HEBOIMOAKHO YCTAHOBHTS NO HMEIOWHMMCH JIAHHBIM).

Hughexyuu u uneazuu: HacTo — AILBCONAPHBIA OCTHT; HEHACTO — PACTPOIHTCPHT, WHOCKUMK
BEPXHHX ABIXATEABHBIX My TeH, HHPEKUHH MOYCBRIBOARIICIO TPAKTA.

Co cmopoust cucmemy Kposu W AUMPAMUNECKOU CUCMEMbII  HEYACTO — AHEMHA
(IPCHMYIIECTBCHHO B  PEIVABTATC KCAYAOHHO-KMIIEHHOIO KPOBOTEUCHHA), ACHKONCHHS,
TPOMOOLIMTONCHMS.

Co CMOpoNsl WMMYNHOT CUCTIEMBI: HEMACTO — PEaKUMH runepuyscTBHTEnbHOCTH", peako -
AHIMOHCBPOTHYCCKHIT OTeK, aHaduaakTHYeCKHe/anadHAAKTOHAHBIC PCaKLIMK, BKIIOHAR WOKE,
Co cmoponbr MemaboauiMa u numanusi: HacTo — OTeKW3afepikKa KHAKOCTH, HEHacTo -
CHIKCHHMC MM YCHICHHE ANmneTHTa, YBEIHYEHIHE MacChl Tesa.

Co cmoponst neuxuxu: HEMacTo — TPEBOXHOCTB, JACTIPECCHS, YXYAUICHHE YMCTBEHHOH
ACRTENBHOCTH, IAMNOLHHALMN®; PEAKO ~ CAYTAHHOCTL CO3HAHMA®, BecnoxofcTaot,

Co cmopoust nepsHoli CucmeMm: HacTo — ToNOBOKPYXKCHME, TonosHas 0onb; HewacTo —
AMCTCE3NA, DECCOHHMIIA, NAPCCTEINA/THIICCTEINA, COHIMBOCTE,

Co cmopon 0p2anos 3penun: HEHACTO — HEHETKOCTE IPEHHSA, KOHLIOHKTHBHT.,

Co cmopons op2anoe cayxa u 7abupunmad: HEYACTO ~ IBOH B VIUAX, BCPTHID,

Co cmoponsl cepoya: HacTo — NANLIMTALMA, ApRTMHAY; HeyacTo — PuGpwuisuMa npeacepani,
3aCTOMHAN CCPACHHAR HEAOCTATOMHOCTH, Heenelmpuueckne namenenua na KT, creHoxapaus®,
naapkT muoxapaal, raxukapanst;

Co cmoponst cocyOucmou cucmemsi: HacTo — THNCPTCHIHA, HCHACTO — [NPHIMBLEL KPOBH,
HHCYABTS,  TPAH3MTOPHBIC  MUWIEMHYECKHE  HAPYINEHHA  MO3TOBOrD  KposooOpaiienns,
rHOEPTOHHYECKHIA KPHI®, BACKYJIMT?,

Co cmopoibl pecnupamoprozo mpaxma, op2anos pyoHoll KIemxu u cpedocmenut: HewacTo —
KaLIc/b, AMCITHO3, HOCOBOC KPOBOTCHCHHE; 4acTo — GpoHXOCHasM?.

Co cmoponm wcenydouno-xumeunozo mpaxma: O4ens 4acto ~ abaoMHHATBHAA GONk; HaCTO —
3aMop, METCOPH3M, FACTPHT, HBKOra/KHenoTHEI peduioxe, Anapes, aucnencus/ auckompopr B
AMUTACTPHH, TOWHOTA, PBOTE, 230¢arkT, 4382 B POTOBOI NMOJOCTH ; HEYACTO — B3AYTHE KHEOTA,
HIMEHEHHE XapaKTepa NEePHCTANLTAKH KHILEYHHKA, CYXOCTh BO PTY, FACTPOAYOACHANEHEE HIBL,
NENTHYECKHE A3Bbl, BKIIOYAR MACTPOMHTECTHHANLHYIO NephOopallHIO H KPOBOTEHCHHE, CHHAPOM
PAIPAKEHHOTO KHIIEUHHKS, NAHKPEATHT.

Co cmoponm 2enamoburuapnozo mpaxkma: uacto — nossinerue yposus ACT, nossimenne
yposus AJIT; peaxo — renaTut®; peiko — NEYCHOMHAR HEOCTATOMHOCTRY, KenTyxal,

Co cmoponsl KOMCU U NOOKONHOT KIEMMAMKU: HACTO — HKXHMOI, HEYacTo — OTeK /MU, 3YiL,
ceinb, opuremal, kpanuenuuat; peako -cumapom Crusenca — Jlkoncoual, TOKCHUMBIR
SMHACPMATBHELH HEKPON3®; CTOIKAA TeKapCTBCHHAS IpHTEeMaY,

Co CMOPONN CRKEAEMHO-MBIUCHHON CUCMEMB, COCOUNUMETBROT MKAKU ¥ KOCMEW: HeYacTo —
CHA3sMBU/CY10POrH MbillilL, CKEAETHO-MEBILLIEYHAN DONL/CKOBAHHOCTS.

Co cmopons novex u MONesmeoOAUx Nymeil: HeHacTo — NPOTEHHYPHA, TIOBLILICHHE YPOBHA
KPCATHHHHA B CHIBOPOTKE KPORM; NOMEYHAS HEAOCTATOMHOCTS /Hapyluenue GpyHKumMmu noyex?, .
Obwee cocmosnue U HAPYWEHUR, CERIANHBE CO CNOCOGOM NPUMEHEHNA npenapama; HacTo —
acTenna/c1abocTs, rpUNNONoA0GHbIE CHMITTOMBY, He4wacTo — 60/b B rpYIHOM KIeTKe.
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Obcredoeanun’ HEYACTO — TOBLIEHHE YPOBHA 33078 MOUCBHHEI KPOB EHHE YPOBHA
kpeaTHHGOCHOKUHATLI, THNCPKATHEMHA, TIOBBIICHHE YPOBHA MOYEBOH KHCIOTHL PEAKO —
CHHKEHHE YPOBHA HATPHA B KPOBM.

1 Dra nobounas peakums Oblia BEISBICHA B XO/AC NOCTMAPKCTHHIOBONO nabnonenns. Ero
3AperMCTPHPOBAHHAS HACTOTA OmAa OuEHEHA HA OCHOBE CaMOM BBICOKOH HacToOTHi,
nabmonacMoil B JAHHBIX KIHHHMCCKHX HCNLITaHMi, OOLCAMHEHHBIX MO NOKAIAHHAM M
YTBCPKACHHOR 03¢,
t Kareropma wacrorsl «Penxoit» Gbina onpefesicHa B COOTBETCTBHH € PYKOBO/JCTEOM
«Kpatkas xapaktepuctuka npenapara» (SmPC) (pen. 2, cenradps 2009 r.) mua ocose
OLCHOYHOR BepXHel rpannum 95% aomeputensuoro wuTepeana Ans 0 cobwTHii ¢ yueTom
KOJIMHECTBA NAUMEHTOB, nonyyasux tederne npenaparom APKOKCHA, B anannse naHHsIx
dpaawt 111, ofBbeAMHEHHBIX 10 03aM H MOKA3aHUAM (0 = 15 470).
B CHnepuyBCTBATENBHOCTE BIJIIOYACT TCPMMHALI «ANIEPrUA», WICKAPCTREHHAS ANNCPIHA»,
«ICKAPCTBEHHASR FHIEPYYBCTBHTENBHOCTEY, «FUIEPYYBCTEHTCBHOCTEY,
CTHNCPYYBCTBHTENBHOCTE  HCYTOWHCHHASY,  «PEaKUHA  FHNCPYYBCTBHTENLHOCTHY M
«HeCneHPHYECKAR ANNEPrHAY.
§Wcxons ®3 asanuia JUIMTENBHBIX maaucbo- M AKTHBHO-KOHTPOJNWPYEMBIX KIHHMHCCKHX
weenenopanmil, npu  npusmenenun  cenextiBHex  LIOI-2  mHruGHTOpOB  CYLUCCTBYET
MOBBILICHHBI PHCK BOIHMKHOBEHHA CCPHE3HBIX APTEPHANLHEIX TPOMGO308, BKIIOUAA HHDAPKT
MHOKAp/a H MHCYART. MCXOIA M3 MMCIOMMXCH JIAHHBIX, MAJIOBEPORTHO, YTO aGCOMOTHEIA PHCK
BOZHUKHOBEHHA TAKKX ABICHHHA npeebiaet 1 % na roa (HewacTo).

O creAyIomMX cepee3HbIX NOGOYHLIX peakumsx coobuanocs npu npumencrny HITBI, notomy
HEMB3A MCKMIONHTE BOIMOKHOCTE HX BOSHWKHOBCHMA IPH NPHMCHEHMM ITOPHKOKCHOa:
HEDPOTOKCHYHOCTD, BKIOUAR HHTEPCTHIHATBHBIA HEPPHUT B HEPPOTHHCCKHIA CHHADOM;

NPOTHBOIMOKA3ZAHHS

o T'HIEpYYBCTBHTCABHOCTh K ACACTBYIOUICMY BCICCTBY WAM  Jr0DoMy  ApyroMy
KOMMOHCHTY, BXOAALIEMY B COCTAB Npenapara.
AKTHEHBIC NENTHYECKAA 93BA HIH KCTYA0YHO-KHILEYHOE KPOBOTCHEHME,
[MauueHTsl, ¥ KOTOPBX BO3HMKAIH OPOHXOCIAIM, OCTPHIA PHHHT, HAAILHBIC NONMIL,
AHIMOHEBPOTHYECKHIT OTCK, KPANMBHUUA WAH JPYTHE AUICPIHYECKHE PCAKUMH NOcie
NpUMeHeHHs  aueTHicanHunaoBoit  kucaotsi win  HITBIT, ekmovas  wHrHOMTOPH
umknookcurenasws-2 (LIOI-2),
[Mepron GepeMEHHOCTH H KOPMICHHS TPYALIO.
Tamensie Hapyenns dysxumun nescHn (a1eGymMun ciBopoTkd kposu <25 r/n wan =10
Gannos no wxane Yain - [wio).
VeranoBaeHHbIHA mouesHBIi kaupeHe kpeatununa <30 ma/mun,
Jletu 1 noapocTKy B BO3pacTe 1o 16 ner.
BocnasimrenbHoe 3adoiesanue KHILCYHHKA,
3acroiinas cepaeunas nepocrarouroets (NYHA II-1V).
[lauMenTsl © apTepHanbHOR HNEpTeHIHeH, Y KOTOPHIX NOKAIATENH APTCPHAILHOIO
AABACHHA nocToaHHo Buiwe 140/90 MM pT. €T, W HE KOHTPOIHPYIOTCR B J0CTATOYHON
Mepe.
o  VCTaHOBICHHAA MileMHyeckas GonesHs copaua, 3a001eBanua nepudepuueckux apTepuit

WK cepaeuno-cocyamMcToe 3aboaesaHuce,

MEPEJIO3HPOBKA
B KAMHHYECKHX HCCICAOBAHHAX NPHUMEHEHNHE ITOPHKOKCHOA B pasossix Ao3ax a0 500 mr wm
MHOFOKpaTHLIH fpuem B a03ax a0 150 mr/cytkn B Teuenwe 21 JHa He COMpOBONKAANOCH
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CYLICCTBEHHOA TOKCHYHOCTRIO. Coobuanock 00 ocTpoil MepeI03HPOBKE ITOPHKOKCH
BONBLIMHCTBE Cly4aes 0 NoBOMHBIX peakuuax ne coodmanock. HanGonee yacto nabmonacmsie
noGouuste peakuuu Gunmn coBmecTHMal ¢ npodrnem GezonacHoCTH TopuKkokcHda (Hanpumep,
PEAKIMM CO CTOPOHBI JKCAYAOHHO-KHIEHHOTO TPAKTA, KAPJAHOPEHANLHBIC PCAKLMA).

B cayyae nepeno3HpoBKH UEICCOODPAIHO NPHMCHATE 0OBIYHLE NOANCPKHBAIOWHE MEPEL, TAKHE
KaKk yaaneHue HeaGcopOMpOBAHHOTO Npenapata M3 AKeNyI0MHO-KHIICHHOIO TPaKTa, BECTH
KIHHHYCCKOC HAabMONCHHE H, NP HEOGXOAHMOCTH, NMPOBOANTL NOAACPKHBAIOIULYIO TEPANHIO.
ITOPHKOKCHE HE AHANHIMPYETCH NPH TEMOJHANM3E; HEHIBECTHO, JAHATHIHPYCTCA A1 npenapat
1TPH TICPHTOHCAIBHOM JIHANH3E.

irr

MEPBI NPEJOCTOPOXKHOCTH

Bruustiue na Neeayoouno-Kue s mpaxm

CooBIanocs 06 0CA0KHEHHAX CO CTOPOHB! KENYA0YHO-KHINEYHOrO TpaxTa (nephopauni, S3sb
MM KPOBOTCHCHHS), MHOrAA ¢ (aTalbHBIM HCXOAOM, Y MAUMCHTOB, KOTOPLIE MPHMCHAIM
ATOPHKOKCHD.

Pekomenjaorato ¢ octopoxknocTeio npumenats HITBIT npu sedenin nauucHTOR € BRICOKHM
PHCKOM paszBuTHa ocaoxuenii co croponsl KKT (nauneHTsl n0XHAON0 BO3PACTA, NAUHEHTEL,
KOTOPBIE OAHOBPEMEHHO NipHMenaioT b0 apyroi HITBIT uau aueTHacaTHUiIOBY IO KHCIOTY,
nauuentel ¢ Takumi 3abonesanuamy JKKT B awamuese, xak 238a MM KCAYA0HHO-KHIIEYHOC
KpOBOTEYEHHE),

CyiecTsyer AOMONHHTCALHBIA PHCK BOSHHUKHOBEHUA nobounsix peakumii co croponst KKT
(AenyA0UHO-KHLICUHEIC A3BH KN APYFHe ocaoxkHeHna co croponn JKKT) npi oaHoBpemenHOM
NPUMEHEHHH YTOPHKOKCHOA M AUCTHACATMUMAOBOA KHMCAOTH (Aake B HMIKMX Ao3ax). B
ATHTEABHBIX  KIHHHYCCKHMX  MCCHACAOBAHHAX He HabmMoOAanoch BHIPAKEHHOIO  OTAHYHA
otHOcHTEbHO Gezonacwoctu ans HKT npu npusmenctnm cenektueHoro unruburopa LIOT-2 +
aneracanuumaosas kuchora u HIIBIT + anetuncannumnosas kuciora.

Brusnue na cepoenno-cocyoucmynr cucmemy

KIMHMYECKHE HCCIEA0BANHA YKAZWBAIOT HA TO, WTO MPHMCHEHME CENEKTHBHBIX HHIMOHTOPOR
LIOr-2 moxer OWTL CBA3AHO C© PHCKOM BO3HMKHOBEHMA TPOMOOTHUCCKHMX OCIOMHEHHHA
(ocoBenno HidapKTa MHOKAPAA M MHCYIBTA), NPH cpaBienit ¢ iateGo 1 nekoropsivi HIIBIL
[lockonbKy PHCK CCPACHHO-COCYAMCTHX OCHOKHEHHA MOXKET MOBBIWATHCH NPH YBEIHYCHHH
JA03Ll M QIMTEILHOCTH NPHMCHCHMA ITOPHKOKeHDA, npenapar cCAcayer [MPUMEHATE B
MHHHUMATLHBIX  MPEKTHBHBIX 033X HA (POTAXEHHM MAKCHMANBHO KOPOTKOro MepHoAa
BPEMEHH.

Creayer nepHOAHYECKH NEPeoLeHHBATL HEOOX0AUMOCTh 00ACIYCHHA CHMNTOMOB M OTBET Ha
MPOBOIMMOE JIedeHHe, 0CODEHHO Y NALKCHTOB C OCTCOAPTPHTOM.

MauuenTam ¢ BEIpAKEHHLIMA GAKTOPAMH PHCKA PAIBMTHA CEPACUHO-COCYHCTHIX OCI0MHEHHNA
(TAKMMH KAK apTepHAILHAS THOCPTCHINSE, THNCPAMNKMACMUS, caxapubid auaber, KypeHwe)
CACAYET NPOBOAKT JICYCHHE ITOPHKOKCHBOM TONLKO NOC/E TIATEABHONO PACCMOTPEHHS TAKOH
BOIMOKHOCTH.

Cenextusneic mHruburopsl LIOT-2 He SBIAIOTCA JAMEHHUTCAAMH SCTIUPHHA A4 POPHAAKTHKY
CEPACHHO-COCYAHCTRIX  TpomBoamBonuyeckux 3abonesanuii, TNOCKONBKY He OKAa3LIBAIOT
aeficteus Ha TpoMGounTh. [ToaToMy HE CaeAyer NPEKPALLaTh NMPHMCHCHHC aHTHAIPEranTHLIX
NPENapaTos.

Bruanue na nouxu

[NoueuHsic MPOCTArNAHANHE MOTYT MIPATh KOMICHCATOPHYIO POab B MOMACPKAHMK NephyInu
noyex. TMoaromy npu ocnabnenun noyedHoi nepdy3nn npuesm HTopHKOKCHOa MOKET BHI3BATE
yMeHbleHHe 00pa3oBaHMA NPOCTArNAHAMHOB M BCJACACTBHE JTOTO — CHMIKCHHME MOHEYHOTO
KposoToka 1 ocaabaenne dynxuun noyex. Puck Takoi peaxiuu Hanbosiee BLICOK ¥ NAUHERTOE C
yAE MMEIOUMMCA 3IHAYMATCABHEIM OchabnenneM (YHKUMH TIOHCK, HEKOMIMEHCHPOBAHHOMA
CepeHHON HEAOCTATOMHOCTHIO HiTH LMppo3oM, CleayeT paccMoTpeTh BOIMOKHOCTD KOHTPOIA
NoMeYHOM yHKUMK Y TAKHX NALMEHTOB.
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Mparras Miswe

3adepacka HuOKOCMU, OMEXU U ApMEPRATLNAR ZUNEPMEHIUS. TTpTh
Kak # 1pu NpHMEHCHHH APYHX NPenaparos, MHrHOMPYIOUIMX CHHTE 0 NANANHOB, Y
HEKOTOPLIX TALMCHTOB, NPUHHMAIOLWIMX STOPHKOKCHO, HAOMOARINCE 3ANCPKKA HKHIAKOCTH,
oTexy ¥ aprepuanbhas runcprensua. Bee HIBIL, skaioyas JTOpHKOKCHD, MOTYT NPHBOAWTE K
BOIHMKHOBEHHIO MW PELMAMBY 34CTOHHON CCPACHHON HEAOCTATOMHOCTH. C oCTOPOKHOCTEIO
npenapar HaIHAYAIOT NAUMEHTAM, Y KOTOPHX B aHAMHEIC CepacyHad HEA0CTATOMHOCTE,
HapyweHue GyHKUMK NCBOrO KENYA0UKA HAK aPTEPHATLHAA THNCPTCHINA, 4 TAKKE NalHeHTaM
C OTeKaMH, BOZHMKWMMH no moboit apyroit npuumune. [lpw KIMHHYECKHX npH3IHaKax
YXYAUWICHHA COCTOAHMA TaKMX TNAUMCHTOB CHACAYET MPHMCHHTE COOTBETCTBYIOWUME MEpHL,
BKTIONAA OTMEHY FTOPHKOKCHOA.

IMpumenenne TopukokcHGa, ocobeHHO B BBICOKMX [03aX, MOXKET COMPOBOXAATHCR Gonee
YacToll M TAKENOH apTepHAaNBHOM rHNepTeH3Heil, yeM npumenenne nexotoprix apyrix HIIBIT u
cenekTHBHMX HHrHOnTopor LIOI-2. IloatoMy rumepreHsns JonAHA ObITh M0 KOHTPOICM
fepeal HauanOM NCUCHMA ITOPHKOKCHOOM, @ TAKKC CICAYET YeNHTs ocofoc BHUMAHHE
KONTPOMIO APTEPHATHHOTO AARJICHHA BO BPEMA NEUCHHA ITOPHUKOKCHOOM. ApTepuanbhoe
nasaenue (AJ]) CrcaAyeT KOHTPOAHPOBATE B TeUEHHE 2 HEACHH NOC/IC HAYANA IRUCHHA, 8 3aTeM —
nepuoamveckd, Ecam AJl 3HAUMTENBHO NOBLIWIACTCA, CACAYET PACCMOTPETH BOIMOKHOCTE
ANBTCPHATHBHOTO JICHCHHS.

Bausinue na nevens

Mpubananrensno y | % nauentos, MOAYYaBLIMX jcueHme sropHkoxcnGom 8 nosax 30 wmr,
60 Mr i 90 Mr B CYTKH B KJIHHHYCCKHX HCCICI0BAHMAX NPOAOIKHTENBHOCTBIO JI0 OIHOTO roaa,
HAOMIOAANOCH  TOBBIMICHWE  AKTHBHOCTH  ananwHamuuoTpascdepasst  (AJIT)  wnaw
acnapraramusotpanchepass (ACT) (npubamaurensno B Tpu ¥ Goace paza no CPaBHCHMIO ¢
BEPXHEH rpaHnICH HOPMBI).

Crnenyer HabmomaTh 33 COCTOAHMEM RCeX NALMEHTOB © CHMNTOMAMM WHAK TpH3HAKAMM
HAPYLICHAR PYHKLIAN NEHCHH, @ TAKAKE NMALKEHTOR ¢ MATOIOrMMCCKHMM NOKA3ATENAMM DY HKUMMH
nevyenn. [lpu npusHakax HapywieHus QYHXIHH NCUCHH WIH MPH CTOAKHX MaTONOTMHCCKHX
HIMCHEHHAX MoKasatenel (GyHKUMH Medenn (B8 TPH pasa BHINE BEPXHEro Tpejacia HOpMAL)
ITOPHKOKCHE CACYET OTMEHHTS,

Obugue yxazanus

Ecam B TeueHHe ACHCHHUA ¥ naumueHTa HabmoaaeTcs yXyaueHne GpyHkumn kaxof-nubo cHeremsl
OpPraHoB, YKa3aHHBIX BEILE, CAEAYET NPEANPHHATL COOTBCTCTBYIOUIME MEPLl H PacCMOTPETh
sonpoc o6 ormene sropukokeuba. COOTBETCTBYIOWICE MEAMUMHCKOE HAOMOZCHWE cheayer
IIPOBOKTH IIPH NPUMEHEHHH ITOPHKOKCHOZ Y NAUMCHTOB NOXKHION0 BO3PACTA H Y MALUMCHTOB C
HapyweHeM GyHKIMM OYCK, NEYEHH IWIH cepaLa.

C OCTOPOAHOCTBIO CACAYET HAYHHATE NeYeHHe ITOPHKOKCHOOM NalMeHTaM ¢ JIerH/IpaTalmci.
PeKOMEHAOBAHO MTPOBECTH PErHAPATALMIO NEPE HAYAIOM IPHMCHEHMA FTOpHKOKCHOA.

O BO3IHHKHOBCHHH CEPLEIHBIX KOXHBIX PeaKilui, B HOKOTOPHIX CTYHasX ¢ PATAILHLIM HCXOAOM,
B TOM yucae okcdonuaTHeHOro AepMaTHTa, cHHapoma CruseHca — JIKOHCOHA W TOKCHHHOIO
IMHACPMANLHOIO HEKPOINH3A, OYeHb peako coobmanock npu npumenenn HIBIT u nexoroprix
cenckTHBHMX uhrubutopos 1IOM-2 Bo Bpems nocrMapkeTunroporo HabGmoaenus. Camsii
BHICOKMIl PHCK BOZHUKHOBCHMA TAKHX PEAKUMA B Havaae TCPanMu, C HAYANOM NPOABNCHHH, B
fonsMHCTBE Cay4aes, B Teuyenue nepsoro mecaua ncvenns. Coolwanoce o Cepbe3HbiX
PEAKUMAX MHNEPUYBCTRHTENLHOCTH (TAKMX KaK anaMIakcus M AHIMOHEBPOTHYECKHHA OTCK) Y
NMALHeHTOB, IPUMEHSIOIMX 3TopHKokeHS. Hexoropwie cenexrusnbte uirnburopu LIOI-2 moryr
MOBLILUATE PHCK BOIHHKHOBEHHA KOWHBIX PCAKUMA Y NAUHEHTOB ¢ ANACPrHYECKOH Peakumed K
KakoMy-nuG0o npenapaty B aHamHese. ITOPHKOKCHO ClEAYeT OTMEHHTH TpPH  MNEPBBIX
MPOABACHHAX CHIM HA KOXeE, NOBPERICHHIT CIMIHCTOR OGONOYKHM HAN JAPYrHX NPHIHAKOR
FHIICPMYBCTBHTCILHOCTH.

ITOPHKOKCHE MOKET MACKHPOBATE NPOABACHHS NTHXOPAIKH IIH APYFHX NPH3HAKOB MHpEKIHM.
C OCTOPOXHOCTEIO HAIHAYAIOT OJHOBPCMCHHO 9TOPHKOKCHO W Bapdapuu Wik apyrue
NEPOPANLHLIE AHTHKOArYISHTHL.
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[Mpumenenne 3TopukokcHda, Kak W JApPYrHX Mpenapatos, unrnbupyownx LOI u curres
NPOCTAFIAHIHHOB, HE PEKOMEHA0BANO KCHUIHHAM, KOTOPHIC NAAHHPYIOT GCPEMEHHOCTE.

B cocras npenmapata APKOKCHA sxoaur nakrosa. TlauMenTel © TaKHMH PCIKHMH
BPOKACHHEIMH 3aB0NCBAHNAMM, KaK HETICPCHOCHMOCTE FANaKTO3b!, ASHHIAT JaKTashl Jlanna w
ManbabCOPOUMA FMOKOIbI-FAIAKTOIE, HE IOMAHL IIPHMEHATH ITOT Npenapar.

NMPHUMEHEHME B NEPHO/] BEPEMEHHOCTH ¥ KOPMJIEHHA T'PY/bIO
Bepesennocms. [lpumenenue HTOPHKOKCHOA, Kax W APYIHX MNpenaparos, HHIHOHPYIOMIHX
11OI'-2, He PeKOMCHIOBAHO KEHIIIMHAM, KOTOPHIE MAAHHPYIOT GepeMEHHOCTE.

HeT KIMMHUCCKHMX MaHHBIX O NpPUMCHeHHH 3TopHkokchba B nepwoa Gepemennoctd. B
HCCACIOBAHMAX HA KHBOTHLIX HABMIONANACh PENPOAYKTHBHAA TOKCHYHOCTS, [loTeHumanbHbIl
PHCK Y ACHUAH B nepuoa Gepemennoctn Heussected. [pumenenne TOpHKOKCHOA B TCYCHHE
MOCACAHEr0 TPUMECTPa BepeMeHHOCTH, KaK ¥ JPYIHX Npenapatos, MHrHOHPYIOUIMX CHHTE3
MPOCTAINAHAMHOB,  MOXeT MPHBOAWTE K  OTCYTCTBMIO  COKpAlUeHWH  MaTkM W
NPeAACBEPEMEHHOMY 3aKPHITIIO GOTANNOBA TPOTOKA.

Coofwanocs 0 cayyasx HapyuieHus QyHKIMH NOMEK NIoAa, YTO NMPHBOAWIO K YMCHBIICHHIO
o0LeMa OKOMOMAOAHBIX BOA (OJMIOrMAPAMHHOH) Y OCPCMCHHBIX AMEHUIMH, NOAYHaBUIHX
HecTepoMaHbie npoTHBoBOCHAnNTe bHEe npenaparst (HIBIT) na 20-i nepene GepeMeHHOCTH
HAK nomKe. B HCKOTOPHIX CAVYEAX 3TO MOXKET MPHBCCTH K HAPYIIEHHIO PYHKUMM NO4YEK ¥
HosopoxacHHoro. Taxue 3dhexTst MOryT BOZHMKATE BCKOpE NOCAE HAYANA JICHCHHA HIBIT;
ONIMIOMHAPAMHHOH HACTO 0OpaTHM NOC/E NPEKPALICHNA JICHCHUA.

IMpunmenenne stopukokenba npotHeonoxasaHo B nepuojt Gepemennocty. Ecau Gepemennocts
HACTYTIHAA B NEPHOL ICHEHHS, ITOPUKOKCHO CICAYCT OTMEHHTS.

Jlaxmanus. HensBecTHo, NPOHHKEET 1 STOPHKOKCHD B IPYAHOE MOJIOKO Y KeHumMH. M3secTio,
YTO ¥ KPHIC MPENApaT BEUICARCTCR ¢ MONOKOM. JKeHIMHBI, KOTOPBIE MPUMCHAIOT ITOPHKOKCHE,
HE 0IAHB KOPMHTS PPYALIO.

NIPHUMEHEHHME ¥ JIETEH
[MpoTHBONOKA3AHO NPHUMEHEHNE ITOPUKOKCHBA Y AeTel U NOAPOCTKOB B Bo3pacTe jo 16 ner.

BJIMSIHHE HA CHOCOBHOCTH VYIIPABISATH ABTOTPAHCIOPTOM H
JAPYTHMH MEXAHHU3MAMH

[MaumenTsl, ¥ KOTOPHX BO BpeMs NPHMCHCHMA 3ITOPHKOKCHOA BOSHHKACT TOAOBOKPYKCHHC,
BEPTHIO HIK COHNHBOCTS, HE J0/DKHBI YIPABIATH ABTOTPAHCTIOPTOM H MCXAHHIMAMH,

B3AHUMOJAEACTBHE C JIPYTHMH JIEKAPCTBEHHBIMH CPEJICTBAMH
PapMaKOAHHAMHYCCKME BIaUMOAEACTBHA

[epopansubie  anmuxoazyssumet. Y NAUMCHTOB, COCTOAHHE KOTOPMIX CTAOHAM3UPOBAHO
NOCTOAHHEIM nNpuMmeHenuem sapdapuxa, npuesm sropuxoxcuda B gosc 120 Mr B CyTRH
CONpPOROXJACTCA yBenuyenHeM npubausureasio Ha 13 % npoTpombunoBOro BpeMeHH
MexayHapoanoro  HopManusosanHoro otHomenus (MHO).  Tlostomy y  naumenTos,
NONYHAIOWHX  MEPopanbHbIe  AHTHKOATY/IAHTH!, CHREAYET YacTo FNPOBCPRTE  MNOKAIATCIH
npoTpomGunosoro spesein MHO, ocofenHo B neperie JHW NpHeMa HTOPHKOKCHDA HAH NpH
HIMEHCHHH €rO /1036l

Jlwpemuxu, unzubumopesr anzuomensunnpespawaionezo gepmerma (AIIP) u anmazonucmo:
anzuomewzunwa 1. HIIBI1  soryr  ocnabnare  oddext  aMypeTvkos W JIpYrUx
AHTHIHIEPTEHIHBHBIX NPEnapaTos, Y HEKOTOPHIX MAMCHTOB ¢ HapyweHHeM QyHKiMy novek
(Hanpumep, ¥ NAUHEHTOB € ACTHAparauMell MAM Y TMOKHABIX MALUMEHTOB ¢ ocnabrenHon
dysxuMeil nodek) oaHoBpemeHHoe NphMenchne wHrinGuTopa Al waw  anTaronmcTa
anrnorensuna 1l u npenaparoe, uurubupyroumx IO, MoKeT NpHBOANTE K NOCACAYIOEMY
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YXYAWCHMIO GYHKUHK NOYEK, BKTIOYAs BOIMOKHYIO OCTPYHO Nnoy TATOIHOCTh, YTO

-

oBrIMHO HocHT 0OpaTHMBLA XapakTep. Crie/yeT NOMHHTS 0 BOIMOKHOCTH BO3HMKHOBEHAA TaKmx —

BIAMMOACHCTRMIL ¥  NAUMCHTOB, KOTOPHE MPHMCHAIOT OTOPHKOKCHO OJIHOBPCMCHHO €
unrubnTopamn AITD wan ¢ adraronnctamu anrnorensuna Il [lostomy Takyio KOMOHHAUMIO
ClleAyeT HA3HAYATH ¢ OCTOPOMHOCTHIO, OCOGEHHO naumeHtam noxwioro sospacra. Cremyer
MPOBCCTH AJACKBATHYIO THAPATAUMIO M PACCMOTPETh BOMPOC O NPOBCACHHH MOHHTOPHHIA
PyHKUMH NOYeK B Havane KOMOMHMPOBAHHOIO JICUCHMA, @ TAKKE C ONpeic/eHHoR
NIEPHOAHYHOCTEIO B AaNbHEHLICM.
Ayemuncaruyunosan xucioma. B MCCIEJOBAHHH NPH YMacTHH 3M0POBLIX J0GpOBO.BIER, B
YCAOBHAX PABHOBECHOTD COCTORHMA, NpHMeHenne stopukokeuba B f03e 120 mr 1 pas B cyTku
HE BAMANO HA AHTHATPCrAHTHYIO AKTHBHOCTE ALUETHICANMUMIOBOR Kucaors (81 mr 1 pas B
CYTKH). DTOPHKOKCHO MOMHO HA3IHAYATH ONOBPEMCHHO € AUCTHICANHUAIOBON KHCIOTOH,
MPHMCHAIOMICHCA B A03aX VIS NPOPHAAKTHKH CEPACMHO-COCYAMCTSIX OCIONHCHM (Hu3KME
no3sl), OQHAKO OAHOBPEMCHHOC NPHMEHEHHE WHIKMX 03 ALCTHACANHUMIOBOH KHCIOTH M
ITOpUKOKCHEE MOKET NPHBOAMTE K TOBHILEHHIO YacToTel BO3HMKHOBeHHR A38 JKKT wn
APYTHX OCHOXHEHHA Mo cpasHeHHIo ¢ MoHoTepanucii atopukokcubonm. He pexomcrjonano
O/IHOBPEMEHHOE TPHMEHCHHE JTOPHKOKCHOR € AUETHICAIMUMIOBOH KHCJIOTOH B /03X,
NPEeBLIWAIOMMX YCTAHOBACHHBIC A1S NPOQUIAKTHKM CepAeYHO-COCYANCTRIX OCNOMHENHH, a
Tasoie ¢ apyrsmu HITBIL
Huxnocnopun u maxpoaumyc. XoTa BIaUMOACHCTEME ITOPHKOKCHDA € ITHMH NPENapaTaMy He
H3yuanock, ognospemctioe npumerenie HITBIT ¢ uMkA0OCnopHHAME H TAKPOJIHMYCOM MOXET
yeunuBaTh HepoTokeuucekuit apdekt nocneaunx. Creayer KOHTPOIHPORaTH (yHKUMIO MOYeK
MPH OAHOBPCMECHHOM NPHUMEHEHHH ITOPHKOKCHOA ¢ MOOBIM H3 ITHX NPENapaTos,

HCTBUR
Bausnue amopuxoxcutia Ha apmaxoxusemuxy opyaux npenapamos
JTumuar, HTIBIT ocaabnsior suigeieHHe NHTHA NOYKAMH, TCM CaMBIM TOBLILLAA YPOBHH JIHTHA B
naasme Kpoed. Ecan HeoGXoaumo, NPOBOAST 4HacTuiil KOHTPOJAL YPOBHEH NHTHA B KPOBHM M
KOPPEKTHPYIOT A03Y [HTHS HA TICPHOA OJHOBPEMEHHOrO MPHMEHEHHA JTHX TpPEnaparos, a
TaKKe NpH npexpaienuu npumerenns HITBIL
Memompexcam. B aByX HecncaoBaHuax u3yHanuck dpPextsl STOPHKOKCHDA NPH NPHMEHCHHK B
pozax 60 mr, 90 mr u 120 Mr oanH pa3 B CYTKH 8 TEYEHHE CeMM JIHCH MAUMCHTAMM, KOTOpEIS
NOAYHATH OAMH Pa3 B HCACHO MeToTpexcar B o3¢ or 7,5 mr no 20 mr npH pesMarToHaHOM
aprpure. DTopHKOKeHD & 03¢ 60 Mr 1 90 Mr He BAHAN HA KOHUCHTPAUMH B 11a3Me KPOBH H
noYeyHsil KaMpeHe merorpekcara. B ofHoM Hecneosanuu stopukokend B gosze 120 mrowe
BAMA] HA MOKA3ATEAH METOTPEKCATA, HO B APYIrOM HCCACIOBAHHHM KOHUCHTPAUMA METOTPEKCaTa
B M123ME KPOBM NoBLIANacs Ha 28 %, a noYeuHsli KIHPCHC MeToTpeKcara cHukanca Ha 13 %.
[lp oaHOBpeMeHHOM NPHMEHEHHMH DTOPUKOKCHOA M METOTpeKcara cieayeT NpOBOAHTH
COOTBCTCTBYFOLLHI MOHHTOPHHT OTHOCHTENLHO TOKCHYHOCTH METOTPEKCATA,
Hepopansnbie konmpayenmuss, ITopuxokeud B o3¢ 60 Mr npH OAHOBPEMEHHOM NPUMEHCHHH
¢ NEpPopanbHBIMH KOHTPAUCNTHBAMM, CoacpKallumu 35 Mr stuaumcTpaasona u 0,5-1 mr
HOPITHHAPOHA, B TeweHne 21 aua npusoann K nossiuennio AUCp.2¢ 3THHRAZCTPaAHONA Ha
37 %. Dropukokeub B joze 120 Mr npH NpHMEHEHHH C BBIICYKAZAHHBIMH NEPOPATLHEIMH
KOHTPAUCITHBAMM OAHOBPEMEHHO WK € MHTEPBANOM B |2 4aCOB MOBHIUAN B PABHOBECHOM
cocrosHud 3Havenue AUCpz¢ orummmocrpaamona na 50-60 %. O TakoMm NOBLIUEHHH
KOMUEHTPAUHH  STHHHIOCTPAAMONA  CleAyeT TNOMHHTE npu  Boiope  NepopaibHoro
KOHTPAUeNTHBA, KOTOPLIH OyeT NPUMEHATLCA OHOBPEMECHHO C sTopukokcuboM. [losuiwenne
IKCTIOIMUMH  ITHHUAICTPAAMONA MOKCT YBCAMMMBATL YACTOTY BOIMMKHOBEHHS NOGOMHBIX
peakumil, CBAIAHNLIX C TPHMCHCHHCM  MCPOPAIBHEIX  KOHTPAUCTTHBOB  (HAnpUMep,
TpomBoIMBONHS Bel Y IKEHLUKHH TPYNITB pHCKa).
Topmonosamewyarowgar mepanus. Tlpuem 120 mr oTopuxoxcnba © ropMOHOIAMEMIAIOIIHMH
npenaparamMi, BKNOYAIOWMMH KOHbIOrHpoBakkse sctporensl (IMpemapun™ 0,625 wmr), B
tevenue 28 aueit ysenwumsaer cpeannit noxkasareas AUCoa24 B paBHOBECHOM COCTORHHM
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HEKOHBIOTMPOBAHHOIO 3CTPOHA (Ha 41 %), IKBHIANHA (Ha 76 %) u 17-f-3cTpaauona (u{zz*%). =

Bauanue 7103 3TOPHKOKCHDA, PEKOMCHAOBAHHEIX AN JUIHTENLHOIO NMPHMCHEHHA (30, 60 u 90
MT), HE H3YHan0Ch,

Dropukokcud B fo3ze 120 Mr CHIKAN MEHCC HYCEM HA MOJOBHHY IKCTIOIHUMIO (AUCq.24)
ACTPOrEHHBIX KOMAOHCHTOB npenapara [IpeMapiH Mo CPABHEHHIO ¢ MOHOTEpaNUEH NpenapaTom
TMpemapui; o3y nocneanero nossimamu ¢ 0,625 go 1,25 mr. Knnnuyeckoe 3HaucHHe TaKHX
noBsLennii HeH3BeCTHO, & Gonee BHICOKMC 703b npenapata Ilpemapin B komGuHAWMKM ©
sropuxokcnGom He usydanuck. CreayeT npuHHMATE BO BHHMAHWE TAaKHC TMOBLILLCHHA
KOHLICHTPALMM SCTPOrEHOB MPH BHGOPE rOPMOHANLHOIO NPeNapaTa JUiA NPHMEHCHHA B NEpHOIL
MOCTMEHONAY3E MPH OAHOBPEMCHHOM [IPHMEHEHHH ITOPHKOKCHOA, NOCKONbKY [IOBLIUICHHC
IKCHOZHUMM ICTPOFCHOB MOXET TOBHIATH PHCK BOIHMKHOBCHHA MODOMHMBIX PeAKUMA NP
3AMCCTHTE/IBHOA NOPMOHOTEPANHH,

lpednuson/npednicoron. B HCCACOBAHMAX BIAMMOAEHCTBHA C TIPENAapaTaMi, STOPHKOKCHE He
OKAILIBAN KIHHHYECKH SHAYHMOTO BAMAHMA Ha GAPMAKOKHHCTHKY NPEAHHIOHA/NPCAHHIONOHA.
Juzoxcun. Tpn npusmerchun stopukokenda B go3e 120 mr | pas & cytkn 8 Tevenue 10 el
3IM0POBKIMH 10OPOBOIbUAMK He HaOmMOAANOCE BAMAHKA Ha nokalarens AUCo24 B paBHOBECHOM
COCTORHMH M HA BHBCACHME AMroxcHHa nouxamu. Habmonanoce ysenuuenne nokazarens Crm
aurokcura (npubamsurensio wa 33 %), Takoc noswlieHHe, KaK NpasHao, HE HBASETCA
CYMECTREHHEIM s GonsumueTea nauwenTos. Oasako ciaeayer Habnoaats 3a COCTORHMCM
NAUMEHTOB € BHICOKMM PHCKOM OTHOCHTEIBHO TOKCHYHOTO /CHCTBHA JINFOKCHHA TIPH
OIHOBPEMEHHOM TIPHMEHECHWH dTOPHKOKCHGA 1 IMroKeHHa.

Bausnue amopuxoxcuba wa npenapanst, Memabousupyiouuec cyaspompanchepazanu.
ITOPHKOKCHE FBARETCA MHrHOMTOPOM AKTHBHOCTH “enoBeueckoit cynpporpanchepassi, B
yacroern SULTIEL, a TaKke MOXKCT NOBHIUATE KOHUCHTPAUMH STHHHINCTpaaAHOMa B
clBOpoTKe KpoBH. [ToCKONBKY B HACTORUIEE BPEMA MAN0 JIAHHBIX O BIHAHHH DPasiHYHLIX
cynsotpanchepas, a KIMHHYCCKAR 3HAYMMOCTL JUIA NPHMCHCHHA MHOMMX NPCNapaTos eule
HIYUACTCH, UENCCcOODPasHO ¢ OCTOPOAHOCTBIO HA3HAMATH TOPHKOKCHO OIHOBPEMEHHO C
APYTHMH TIPENapaTamy, KOTOph¢ MeTabonM3MpyioTCs, raBHLIM ODpaloM, HEAOBEHCCKHMH
cyaboTpanchepazamu (HaNpUMEp, IEPOPATBLHEIT Calb0yTAMON U MHHOKCHAN).

Brugnue smopuxoxcuba na npenapamsi, Memabosusupyioufuecs uogepmesmamuy cucmems
CYP.

Mexoas M3 ARHHBIX HCCNGAOBAHWH in Vilro, HE OXMAACTCHS WHTHOMPOBAHME ITOPHKOKCHOOM
uuroxpomor P450 (CYP) 1A2, 2C9, 2C19, 2D6, 2E1 u 3A4. B uccne10BaHnM NPH YHACTHA
3M0pOBLIX A0BPOBONBIEE CHKCIAHCBHOS TIPHMEHEHHE HTOPHKOKCHDa B o3¢ 120 Mr He oKashiBano
BAHAHMA Ha axTHBHOCTH neveHovHoro CYP3A4, 4ro yCTAHOBACHO MO IPHTPOMHIMHOBOMY
ABIXATCABHOMY TECTY.

Brusnue opyzux npenapamos na apMaKoxunemuxy smopuxoxcuba

OcroBHol 1yTs MeTabonu3Ma aTopuKokcHGa 3apuent ot depmentos cuctemsl CYP. CYP3A4
cnocobereyer merabonuamy asropukoxkcnba in vive, McciienoBanns in vilro yKaswsaloT Ha To,
yro CYP2D6, CYP2CY, CYPIA2 u CYP2CI9 rakke MOryT KaTaniu3uposars OCHOBHOH myTh
MeT200/1HIMA, HO HX KOJIHYCCTECHHBIC XAPAKTEPHCTHKI HE HIYUANHCh i1 VivD,

Kemoxonazon. Keroxonazon apaserca mouHsiM Hurnburopom CYP3A4. [Mpn npuMeHCHUH
3n0possIMu a06pososbuamu B 03ax 400 mr | pas s cyTku B Teuenne |1 aneit keroxonason He
OKa3bIBAN KIHHHYCCKM CYUICCTBCHHOIO BAMAHMA HA (ApMaKOKMHETMKY PasoBoH  103bl
sropukokenta 60 mr (yeeanuenne AUC na 43 %),

Bopuxonazon u suxonazon. CoBMECTHOR NpHMeHeHHe 1100 NEPOPAILHOT0 BOPHKOHA30.12, 1HD0
MHKOHA30/12 OPANLHOTO TeNs ANAMECTHOIO NPHMEHEHUA , (CHabibie uurubntopet CYPIA4), ¢
ITOPHKOKCHBOM BH3BBAN0 HeGONLIIOE YBCAMMCHME OKCTIOIMUMHM ITOPUKOKCHDA, HO He
CYMTACTCA KIMHHYCCKH THAYUMBIM HA OCHOBAHHM ONYyDAHKOBAHHBIX JARHHBIX.

Pughavinuyun. OpnoBpeMensoe npUMeHeHHe ITOpHKOKcHGa W pudamniumHa (MowHoro
unaykropa depmenros CYP) npHBOAMAO K CHIOKEHHIO KOHUCHTPALMA aropukokcnba B niame
KpoBH Ha 65 %. Takoe BIAUMOJCHCTBHC MOKET CONPOBOMKIATECH PELUHIHBOM CHMITOMOR, CC/H
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ATOPHKOKCHE NPHMEHAIOT OIHOBPEMEHHO ¢ prdamnuunion. B 1o #pch -lta'gpr‘n(' RAHHBIE MOTYT,
YKA3LIBaTh HAa HEOGXOAMMOCTE NOBLILICHHS JO3h, HE PEKOMEHI0BART MPHMEHAT ITOPUKOKCHD.
8 7103aX, KOTOpLIE NPEBLILAIOT YKA3aHHbE N8 KaXK/I0r0 NOKA3aHuA, MOCKOIbKY HE HY4anoch
KOMOMHHPOBAHHOE NPUMCHCHNE PHPAMNUIIHHA 1 HTOPHKOKCHOA B TAKHX J103aX.
Anmayuov. ARTAUMAHBIC NPCNAPaTHl HE OKAILIBAIOT KAMHMYECKHM 3HAYHMOTO BIMAHMA HA

(apMaxOKHHETHKY ITOpHKOKCHOA.

YIIAKOBKA

Tabnetku, nokpeiTeic nacHoMHOK 060104K0H, no 60 Mr, 90 mr u 120 mr,

[To 7 TabaeTok B Gamctepe u3 nnenxy NMBX y amomuuucsoil goaeru. [Mo 1 wm 4 Gaucrepa ¢
MHCTPYKLHCH N0 MCAMUMHCKOMY NPHMEHEHHIO B KAPTOHHON navke,

YCJIOBUSI XPAHEHHUS
XpaHuTs B HEIOCTYITHOM 18 ICTCH MecTe, npi Temnepatype He suime 30°C.

CPOK IrOJHOCTH
3 rona. He Henons30BaTh Npenapar 1o MCTEYEHHH CPOKA FOHOCTH, YKA3AHHOIO Ha YIAKOBKC,

YCJHOBHS OTIIYCKA H3 AIITEK
[lo peuenry.

NNPOH3BOJHUTE.Th
«Mepx Lllapn u Joym B.B.», Huacpnanast (aapec: Baapaepser 39, 2031 BH Xaapiewm,
Huncpnanaw / Waarderweg 39, 2031 BN Haarlem, the Netherlands).

BJAJIEJIEIL PETHCTPAIIHOHHOI'O Y1OCTOBEPEHHAA

Opranou Cenrpan Her T'mEX, Befirrpacee 20, 6006 Jlioueps, Hlseiuapus.
Organon Central East GmbH, Weystrasse 20, 6006 Luzern, Switzerland.
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