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WHCTPYKIIMS
o MEAHUHHCKOMY npnmeHeHmo npenapaTa
APKOKCHA / ARCOXIA

TOPI'OBOE HA3BAHHE: APKOKCHA

MEXJIYHAPOJHOE HEITATEHTOBAHHOE HA3BAHHE: sTopuKkokcu6.
OIIMCAHUE

Tabnemxu no 60 Mme: TeMHO-3eJleHble IBOSKOBLIMYKJble TabneTku s610KOBUAHON (OpMBL,
MOKPHITLIE TJIEHOYHOH oGonoukol, ¢ TucHeHneM ARCOXIA 60 Ha opHOW CTOpOHE M C
TrcHeHueM 200 Ha apyroii cTopoHe.

Tabnemxu no 90 mz: Genvle ABOSKOBBINYKiIbe Tabnerku A610KOBMAHON (GOPMBI, MOKPBITHIE
MIeHOYHOH 06onoukolt, ¢ TucHenreM ARCOXIA 90 na oaHo# cTopoHe 1 ¢ THCHeHHeM 202 Ha
JApyro# cTopoHe.

TaGnemxu no 120 mz: GneaHO-3efeHble NBOSAKOBBIMYKJble TaONeTKH S6NOKOBUAHONR (GOPMBI,
MOKPHITEIE NNEHOYHON ofonoukol, ¢ TiucHenneM ARCOXIA 120 Ha opHO# cTOpoHE H C
tucHeHueM 204 Ha apyroii cTopoHe.

COCTAB

1 TabneTka COACPXKMUT:

SAnpo Tabnerku

Hteiicmeyrouiee geuecmeo: 3ropukokcud 60 mr, 90 mr, 120 mr.

Bcnomozamensuvie  eewjecmea:  xanplims  ruapodochar  6€3BOAHEIN,  LIEJUIHONO3a
MHKpPOKPUCTAJIMYECKasl, HATPUSI KPOCKApMeNIo3a, Marius creapar.

O6osi0yka TabaeTku

Onanpait 1T 3enenniit 39K11520 (ans nosuposku 60 mr), Onagpait 11 Bensiit 39K18305 (ans
posupoBkn 90 wmr), Onapmpait II 3enenmit 39K11529 (ans nosuposku 120 Mr), Bock
KapHayOCKUA.

Cocmag nieHouHoI 000104KU: NTAKTO36l MOHOTHIPAT, THNIPOMENINIO3a, THTaHa JHOKCUL (E171),
TPUALIETHH, aTlOMUHUEBBIH Nlak Ha OCHOBe KpacuTens unauroxapmuna (E132) (ans Tabnerok 60
Mr 1 120 mr), sxene3a okeua kentbiit (E172) (a5 tabnerok 60 mr n 120 mr).

®OPMA BBIIIYCKA: TabneTku, NOKPbIThIE TNIEHOUHOH 0007104KOH.

OAPMAKOTEPAIIEBTUUECKASA I'PYIIIIA
Hectepouansle npoTusosocnanutenbhsie npenaparsl (HIBIT), kokcuObL.

Kon ATX: MOTAHOS.

®APMAKOJIOTUMYECKUE CBOMCTBA

DapMaKoOUHAMUKA

MexaHu3m fecTBUA

DTopuKoKcHO, Tmpenapar Ais  MEpOpanbHOTO  NPUMEHEHHWs, SABISETCS  CEEKTHBHBIM
uHrubutTopom wuknookcurenaspl-2 (LJOI'-2) mpu npumenenuu B npelenax KIMHUYECKOTO
AMana3oHa a03.

B kiunHuecKuX $HapMaKoIOrMYECKUX HMCCIENOBAHMAX MpernapaT /0303aBHCHMO WHIHOMpOBan
1{OT'-2 6e3 unrnubuposanus LIOT -1 npu npuMeneHuH B fo3ax A0 150 Mr B CyTKH. DTOpUKOKCHD
He MHIMBHPYET CHHTE3 POCTArIaHANHOB XKelyKa U He BiusAeT Ha GYHKLUIO TPOMOOUHTOB.
LIMKIOOKCUreHa3a OTBewaeT 3a OOpasoBaHWe NpocTarnaHauHoBs. MuenTuduumposano nase
msopopmbl — LOT-1 u LIOI-2. LOI-2 saensercs usogopMoi depMmenTa, KOTOpBIH
MHYLMpYETCs. POTHBOBOCTIAMTENBHBIMU WMIY/NBCAMH M PacCMaTpHBACTCA Kak OCHOBHOM
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dakTop, OTBEyAIOWIMI{ 3 CHHTE3 [POCTAHOUHBIX MEAUATOPOB GOIH, BOCTIANIEHUA U INXOPAJKH.
LIOl'-2 Takxke 3ajeiicTBOBaHa B TpOLECCaX OBYALUMM, HMNJAHTAUMM W 3aKPBITHA
apTepHanbHOrO TPOTOKA, PErysUMd (GYHKUMH TOYEK M LEHTPalbHOH HEPBHOH CHCTEMBI
(VHAYKUMS JTHXOPAKHU, OLLYIUEHUs GOMH, KOTHUTHBHAS (QYHKLHS); TAKOKE, MOXET MPHHUMATDH
yuacTie B npouecce 3axupneny #38. LIOI'-2 Obina uaeHTHgUUNpOBaHa B TKAHU BOKpYT SA3BEI
KENY/IKA Y YeNloBeKa, HO 3HaUEHHE [/Isl 3aXKHBJICHUS A3BBI HE YCTAHOBJICHO.
DapmakoKuHemMuKa

ABcopbyus. ITOPUKOKCHG XOpOLIO BCACHIBACTCS MNpH MNepopanbHoM mnpueme. AbcooTHas
6uonocTynHocTh coctasnser okono 100 %. ITocne mpuema 120 Mr oamH pas B CYTKM 10
JOCTHXXEHUS PABHOBECHOTO COCTOSHHS MaKCHMAITbHAs KOHUEHTPALKs B N/1a3Me KPOBH (cpennee
reomeTpuyeckoe 3HauyeHue Cmax = 3,6 MKr/mi) HaGmomaercs npuONM3MTENIBHO uepes 1 vac
(Tmax) TOCTE TmipueMa B3pocibiM Harolnak. Cpenmee reomerpuueckoe 3nauenue AUCo.4
coctaBnsieT 37,8 Mkreu/mi. B mpenenax KiIMHHYeCKHX 103 (papMaKOKHHETHKA 3TOpHKokcHGa
ABJSETCS NUHEHHOMN.

[pu ripreme 3ToprkoKcHOa B fo3e 120 Mr Bo BpeMmst e/1bl (€12 C BBICOKHUM COAEpkKaHHEM )KHPOB)
He HabNIOAANoch KIMHMYECKM 3HAYMMOTO BIMsAHMA Ha creneHp abcopbumu. CkopocTb
abCcopOLMH M3MEHANACh, YTO XapaKTepu30Banoch CHmkeHHeM Cmax Ha 36 % W yBenMYEHHEM
Tmex Ha 2 uaca. Takde [aHHBIE HE pACCMATPUBAIOTCA KAaK KIMHUYECKM 3HauuMble. B
KJIMHUYECKHX HCCEJ0BAHUAX STOPHKOKCHO NPUMEHSIN HE3ABUCUMO OT MpHEMa MUILH.
Pacnpedenenue. DTopyukokcub npuGIusuTensHo Ha 92 % cBA3blBaeTCH C OenKkaMu miasmbl
KpOBHM ueNioBeKa Npy KoHueHTpauuax ot 0,05 no 5 Mxr/mi. ¥ yenoseka o0BbeM pacrpeieieHus
MpY PaBHOBECHOM COCTOSIHHH COCTaBnseT okono 120 .

ITOpUKOKCUG TIPOHMKAET Yepe3 IUIALlEHTapHblil Gapbep y KpBIC W KpONCH, a Takke 4epe3
remarosHuedanyeckuil 6apeep y Kpeic.

Memabonusm. ITOPUKOKCHO akTHUBHO MeTabonusupyetcs, meHee 1 % 03Bl BBIBOAMTCA C
MOYOil B BHIE MCXOAHOro mpenapaTa. OCHOBHOW MyTh MeTaboM3Ma — 3TO (pOPMHUpPOBAHHE 6'-
CHAPOKCHMETHI AepuBata myreM Kartanusauuu depmenramu CYP. CYP3A4 cnocobeTByeT
MeTaboNKu3My TOpHKOKcHOa in vivo. MccienoBanus in vifro yKasplBarOT Ha TO, HTO CYP2D6,
CYP2C9, CYP1A2 u CYP2CI19 TakKe MOTyT KaTanu3MpoBaTh OCHOBHOM MyTb MeTabonusMma, HO
MX KOJIMYECTBEHHBIE XapaKTEPUCTHKH HE U3YUAITUCE [M VIVO.

V yenoseka 6bUI0 HACHTHGHLHPOBAHO NATH MeTaGoNnTOB. OCHOBHBIM METabOIUTOM ABJISAETCA
6'-kapBOKCHIbHAS ~ KHCJIOTa, AEPUBAT  STOPUKOKCHOA, cOPMHPOBAHHBIA  NATbHEHLIUM
OKHMCIICHHeM fepHBaTa 6'-THAPOKCHMETHIA. DTH OCHOBHbBIE METabOMMTHl HE JAEMOHCTPUPYIOT
H3MEpUMOH aKTUBHOCTH, TGO ABIAIOTCA TOJBKO CNabOaKTHBHBIMH unrubutopamu LOI-2. Hu
OZMH U3 5THX MeTaboauToB He uHrubupyet LIOI-1.

Boigedenue. Tlocne OAHOKPAaTHOTO BHYTPHMBEHHONO BBEACHWS MEHYEHOro paJHOM30TONOM
sTOpHKOKcHGa B 103e 25 Mr 3710poBbIM 100pOBOIIbLAM 70 % paauoaKTUBHOCTH BBIBOAMIIOCH €
Mouoii 1 20 % — ¢ KajioM, raBHbIM 006pasom B BuAe MeTaGonuToB. MeHee 2 % BBIBOAMTCA B
BU[IE HEM3MEHHOTO Mperapara.

BbiBeleHHE ITOPMKOKCHOA MPOMCXOIMT, aBHBIM 00pa3oM, MOCPEACTBOM merabonusma ¢
MOCNeAYIOWM  BbIBEACHHEM  TOYKaMH. PaBHOBECHBIC  KOHUEHTpALWH 3TOopUKOKcHba
JOCTUTAIOTCS Ha MPOTSHXKEHWH CeMH AHeH npu nipueme 120 Mr oauH pa3s B CyTKH, C M0Ka3aTe/ieM
HAKOTIZIEHHMs OKOJIO 2, YTO COOTBETCTBYET MEPHOAY MOJyBbiBeAEHHs Okoso 22 yacos. Kanperc
Ma3MBl KPOBHU M0C/Ie BHYTPHBEHHOTO BBELEHUA 25 MT COCTaBAAET OKOJO 50 MA/MHH.
OmoenvHyle 2pynnbt NAYUEHMO8

Hoxcunoii 603pacm. dapmakoKMHETHKA Yy JHLL MOXKUIIOr0 Bo3pacta (65 neT u crapuue) 1 6onee
MOJIOABIX MALUEHTOB MoAo0OHas.

Ion. ®apMakOKMHETHKA STOPUKOKCHOa MO00HAS Y MYKUHH M XKEHIIHH.

Hapywenue ¢ynkyuu nevenu. Y NaluueHTOB ¢ HAPYIIEHUIMH GYHKUMY NEeYeHH JIETKOH CTENeHH
tsokectd (5-6 6annos o wkane Yaitng — I1bto) npyi npumMeHeHHK sTopukokcuba B 03e 60 Mmr |
pa3 B CYTKM CpeIHUi MoKa3 4% Ha 6 % 6oblue, 4eM y 3J0pPOBBIX
NMLU TP TAKOH e M03MpOB fmré@%g%w - S pPYIEHHAMA QYHKUMH NeYeHH

PECITYBJIUKHA BEJIAPYCh

epcTBa 3EDAROOXPAHERHA
Tpuicas %ﬁﬁ%nﬁmn Benapyck 29.04.2020 )
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yMepeHHo#H cTenenu Tskectd (7-9 Gamnos no wkane Yading — [Ibl0) Mpu NPUMEHEHHH
sTOpuKOKcHOa B no3e 60 mr I pas ¢ osa OHa cpepnuit nokasatens AUC Ob11 MOAOOHBIM
T0Ka3aTeno y 3A0POBBIX /ML, MPUHMMABIIHX TMpenapat B no3ze 60 Mr OAMH pas B CYTKH
eXEJHEBHO; TIPUMEHEHNE STOPHUKOKCHOa B £03€ 30 MI HE U3y4anock B 3TOH IpymnIe NalUeHTOB.
HeT KaMHMYECKHX WK (apMaKOKMHETHYECKUX JTAHHBIX OTHOCHUTEJIBHO MALMEHTOB C TAKEIBIMU
dopmamu Hapylenus GpyHKunK nedenu (=10 6annos no wkane Yainzn — [1sto).

Hapywenue ¢ynxyuu nouex. PapMaKoKMHETHKa pa3oBod [03bl 3TOpuKOKcuHba 120 mr y
NalMEeHTOB C YMEPEHHBIMH M TSKENBIMHU HApYLIEHUAMH QyHKIMU M0YEK, @ TAKXKE Y NALHEHTOB €
3a00JIeBaHKEM TIOUEK TEPMHUHANBHOM CTaJMH, KOTOPHIM MPOBOAAT reMOJUANN3, HE3HAYHUTEIBLHO
OTNMYANachk OT TaKOBOW y 3HOPOBBIX MALMEHTOB. ['eMOAMANM3 HE3HAYMTEIBbHO BIMACT HA
BEIBE/IEHHE Npemnapara (KJAMPEeHC AHaln3a COCTaBsET 0Kojo 50 Mi/MuH).

Jemu. ®apMakoKMHETHKA STOPUKOKCHOa y AeTel (Mnaaue 12 net) He u3y4anack.

B dapmakoxunetuueckom nccienosanuu (N=16), npoBoaMBIIEMCs ¢ yyacTHeM MOAPOCTKOB (B
Bo3pacTe oT 12 10 17 net), papMaKoKMHETHKA y MOAPOCTKOB ¢ Maccoit Tena ot 40 fo 60 kr npu
rpHeMe ToprKokcuba B o3 60 M OAMH pa3 B CYTKH M Y MOAPOCTKOB ¢ Maccoit Tena 6osee 60
KT TpU Tpueme dTopukokcuba B goze 90 Mr omuH pa3 B cyTkM Opuia moaoOHOI
(apMaKOKHHETHKE y B3pOCHbIX Mpy Mpueme 3Topukokcuba B noze 90 Mr oAMH pa3 B CYTKH.
Be3onacHoCTh U 3G (PEKTHBHOCTL STOPUKOKCHOA y IETEH HE YCTAHOBJICHBI.

JloknvHUYeCKHe AaHHble Mo 6€30NacHOCTH

B  [OKIMHHUYECKUX  MCCIENOBAHMAX  ITOPUKOKCMO  MpPOJAEMOHCTPUPOBaN  OTCYTCTBHE
FeHOTOKCHYHOCTH. JTOPUKOKCHO OBl HEKAHLEPOreHHBIM y MblIEH. Y KpPBIC BO3HHKANM
renaToLeUTFONISPHBIE aEHOMBI M aIecHOMBI (POJUTHKY/IAPHLIX KIETOK MMTOBHAHOH JKENe3sl NpH
n03ax, Goee ueM B 2 pasa TPEBBILIAOIMX CYTOUHYIO A03y AA venoseka [90 mr], nexons w3
CHCTEMHON SKCMO3ULMY, TIPH €KEIHEBHOM BBEJCHHMH Ha TPOTSHKEHMM OKONO 2 JIeT.
[enaToueNMONspHbIE aIeHOMbl U aIC€HOMBI (QOJUKYNSAPHBIX KJIETOK LIMTOBUAHOHN XKENe3bl Y
KpbIC SBJISIFOTCSA CNEACTBHEM CNEUMpUUYECKOTO [Ji 3TOrO BHIA JKMBOTHBIX MEXaHH3Ma,
cBsi3aHHOTO ¢ MHAyKUuel ¢pepmerToB CYP. V uenoseka 3TOPUKOKCHO He BBI3BIBACT WHAYKLHH
neuerouHoro ¢epmenta CYP3A.

VY KpHIC racTPOMHTECTHHAJbHAS TOKCHMYHOCTh 3TOPMKOKCHOA MOBbILIANACH TIPH YBETHYEHHMH
J03bl U BpEeMEHHW SKCMo3uuuu. B 14-HenenbHOM HCCIENOBAaHUH TOKCUYHOCTH, STOPHUKOKCUD
MPUBOAWJ K BO3HHKHOBEHHIO FAaCTPOMHTECTHHANBHBIX 3B MPH 3KCMO3HUMAX, MPEBBILIAIOLINX
TAKOBble Yy 4YeNoBeKa TMpH MPUMEHEHHH TepareBTHueckux n03. B 53- u 106-HenenbHOM
MCCHeIOBAHMM TOKCHMYHOCTH TaKkXe HabMIOaNoch BOZHUKHOBEHHE IaCTPOUHTECTUHANBHBIX A3B
MPH 3KCMO3ULMAX, COMOCTABMMEIX C TAKOBBHIMU Y UENIOBEKa MPH MPUMEHEHHUH TEPANeBTHHECKHX
103. Y cobak martonorndyeckie M3MeneHus co crtopoHsl nodek v JKKT nabmopanuck npu
BBICOKHMX DKCIO3ULMSAX TIpernapara.

DTOPUKOKCUO OblT  HETEPATOreHHBIM B  WCCNENOBAHMAX PEMPOAYKTHBHOH TOKCHYHOCTH,
[MPOBOMBIIMXCS HA KpBICAX ¢ MPHUMEHEHHEM 103kl 15 Mr/kr/cyTku (npubnusutensHo B 1,5 pasa
BBILLIE CYTOUHOM 0361 4715 yeoBeka [90 Mr], HCXoas u3 MoKa3aTeNs CUCTEMHON 9KCIO3ULIH). Y
KpoJsiei MOBbILIEHUE YaCTOThI MOPOKOB CO CTOPOHbBI CEPAEYHO-COCYAUCTONH CHCTEMBI, CBA3AHHOC
¢ neueHreM, HabMI0AanoCk NPU YPOBHSX SKCTO3HLIMH, KOTOPHIE HHXKE KIMHUYECKON DKCIIO3HULIMH
cyTouHOM mo3bl Ass yenoseka (90 wmr). Opnako He Habmopanock manbsdopMalHi cKeeTa
M0/a, CBA3aHHBEIX C nedYeHHeM. Y KpbIC W KpoJek Habmoaanoch 10303aBUCHMOE MOBBLILUCHHE
MOCTHMIUTAHTALIOHHBIX MOTEPb [pH OSKCMO3MLMSX, MpeBblaromux B 1,5 pasa u Gonee
SKCMO3ULIMIO Y UENIOBEKA.

ITOPUKOKCHO MPOHMKAET B MOJIOKO JIAKTHPYIOIIHX KPBIC B KOHUEHTPALWMAX, NPUOAU3UTENBHO B
2 pa3a MpeBBIIAIOIMX KOHLEHTPALMHU B r1asMe kposy. Habiofanoch cHKeHHE Maccl Tena y
MOTOMCTBA, €CIM KOPMAIIMM CamKaM BBOAMIM 3TOPMKOKCHO Ha MpOTMXEHMM Neproaa
NaKTaLHu.

COTJACOBAHO

HUCTEPCTBOM 3IPABOOXPAHEHIA
M PECITYBJIMKH BEJIAPYCb

Ipukas MuaucTepcTBa 3ApABOOXPAHERNA
Pecrybauxu Benapycs
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IMOKA3AHUSA K IPUMEHEHHAIO

Jlna ocnabnenuss cumnTomoB npu octeoaptpure (OA), peBmarounHom aptpure (PA),
aHKUJI03UPYIOWIEM CIIOHAMINTE, a Takke ociabnenus G0 W NMPU3HAKOB BOCMANCHWS TMPH
OCTPOM MOJArpUYECKOM apTPUTE.

JIns KpaTKOBPEMEHHOro JjieueHus: 6OMM yMEPEHHOH MHTEHCHBHOCTH BCNEACTBUC MNPOBEACHHA
CTOMATOJIOFMYECKOH OnepaLmu.

PeuieHue 0 Ha3zHaueHUM cenexTuBHOro uHruouropa LIOI'-2 NOKHO OCHOBBIBATBCS HA OLECHKE
BCEX MHAMBHIYaNbHBIX PUCKOB Ul MALUEHTA.

CIIOCOBb TIPUMEHEHUS U TO3UPOBKA

Ipenapar APKOKCHA mprHHMArOT nepopaibHo. [penapaT MOXHO NPHHHUMATE HE3aBUCUMO OT
npuema nuiu. Hauvano sddexra HacTynaer ObicTpee, ecnd MNpenapar NPUHUMAIOT Mepen
MPUEMOM [MINM, YTO CJEAYET YUWTHIBATH TpU HEOOXOAMMOCTH OBICTPOro ocnabneHus
CUMIITOMOB.

[TocKONBKY PpHUCK BO3HWUKHOBEHHS CEpPIEYHO-COCYAMCTBIX OCJOXHEHHH NpHU TNpPUMEHEHUH
3TOPUKOKCHOA MOXET TOBBIIATECA MPH YBEJIWYEHHUH 03Bl W AJHTEIBHOCTH TMPUMEHEHMWS,
cleflyeT HCTONb30BaTh MHUHHUMaNbHble 3h(PEKTUBHBIE O3Bl HAa MNPOTHKEHHH MAKCHMABHO
KOpOTKOro nepuona BpeMenu. ClefyeT NEPHOAMYECKH MEPEOLIEHUBATh HEOOXOAMMOCTD
oONerdeHus CHMIITOMOB KM OTBET Ha [IPOBOAMMOE Jie4eHHe, OCOOEHHO Yy MalUWeHTOB C
OCTEOAPTPUTOM.

Ocmeoapmpum (O4) .

DTopuKOoKCcHO B A03MpoBKe 30 Mr MOA TOProBBIM Ha3BaHWUEM APKOKCHA/ARCOXIA ne
MpeJCTABIICH Ha PHIHKE CTPAHEL.

PekoMeHIyeMas 11032 TP OCTe0apTUPHTE COCTaBiseT 30 MT 3TOPHOKOKCHOA OMMH pa3 B CYTKH.
VY HEKOTOPBIX TMALMEHTOB, [PH HEJOCTATOYHOM OOJIETYEHWH CHUMITOMOB, YBEIUYEHHUE 03B 10
60 Mr OfMH pa3 B CYTKH MOXET MOBBICHTE 3P YEKTUBHOCTb.

Tpu oTcyrcTBUM yiayulueHHs >ddekTa ciieflyeT paccCMOTPETh BOMPOC O APYTHX BO3MOXHBIX
METOAAaX JIEYEHHUS.

Pesmamouonwiit apmpum (PA)

PexoMeHoBanHas q03a — 60 mr wmu 90 mr 1 pas B cyrku. MunuManbHas 3bdekTHBHAS
CyTOYHas 103a coctaisieT 60 Mr olMH pa3s B CyTKH. Y HEKOTOPBIX MAalWEHTOB 1033 90 mr [ pas
B CYTKH MOXeT yCUIIMBATH TEPaneBTHIECKHHA P deKT.

Anrunosupyrowuii cnonownum (AC)

PekomenmoBannas no3a — 60 mr uaw 90 mr 1 pas B cyTku. MuHuManbHasa >GdeKTHBHAs
CyTOYHas 103a cocTapnsieT 60 Mr OflMH pa3s B CYTKH. Y HEKOTOPBIX MAaUWEHTOB 1033 90 mr | pas
B CYTKH MOKET YCHIIMBATh TEPaNeBTHUECKHH dhdekT.

CocTosHMs, CONPOBOXAAIOLIMECS OCTPOM 00IbIO

[Ipy COCTOAHMAX, COMPOBOXKAAIOIUMXCA OCTPOH 6ONbIO, ITOPUKOKCHO cliefyeT NPUMEHATh
TOJILKO Ha TIPOTSHKEHUH NEpHOa OCTPOH CUMITOMATHKH.

Ocmpulii nodazpuyeckutl apmpum

PexoMenaoBaHHas fo3a — 120 mMr 1 pa3 B cyTkd. B KIMHMYECKHX WCC/IEOBAHUSAX JICUEHUSA
OCTPOTO TOJArPHYECKOTO APTPHTA STOPUKOKCHO MPUMEHSH Ha NPOTHKEHHH 8 IHEH.
ITocneonepayuonnas 601 6 cmomamonozuu. Pexomerayemas 103a COCTaBISAET 90 Mr oauH pa3s
B CyTKH Ha MPOTSDKEHHH MakcuMyMm 3 AHeit. [Ins HEeKOTOPBIX MaUMEHTOB MOXKeET ObITh
HeoOGXOAMMBIM AOTIOHUTENBHOE MOCE0NePaLMOHHOE 00€300MHBaHNE.

Jlo3bl, npeBbIlIAIOIME PEKOMEHIOBAHHBIE U1l KaXA0ro rokasaHus, nbo He obnazaioT
JOTIONHUTENBHOM 3P HEKTHBHOCTHIO, MO0 HE U3YYaNHCh.

[Toatomy:

- noza npu OA He 0/DKHa TipeBbluath 60 Mr B CYTKH;

- no3a npu PA u aHkung
FTACOBAHO

MHHHUCTEPCTBOM B3NIPABOOXPAHEHHSA
PECIIYEJIMKH BEJIAPYChH

Mpuxas Musucrepersa an
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- 034 MpU OCTPOH Mojarpe He A0JDKHA npesbimaTh 120 Mr B CyTKM, a le4€HHe IPOBOAUTCS Ha
MPOTSKEHUU MAKCUMYM 8 HEH;

- 11032 MpH OCTpoit 60K MOCHE CTOMATONOTHYECKOH OnepalMy He JIoJkHa npesbliuars 90 mr B
CYTKH, @ JIe4E€HHE MPOBOUTHCS Ha MPOTHKEHUH MAaKCUMYyM 3 [THEH.

Iayuenmer nosicuno2o 6o3spacma

Her Heo6XOAMMOCTH B KOppeKUMHM HO3BI AJISI MALMEHTOB MOXMUIOro Bospacta. Kak u mpu
MPUMEHEHWH APYTHX TMpPENapaTtoB y MAlMEHTOB MOXHKIOrO BO3pacTa, CNEAyeT cobmonars
OCTOPOYXKHOCTb.

Hapywenue ¢pynkyuu neveru.

He3aBUCHMMO OT MOKa3aHMA K MPUMEHEHHIO Nperapara, y NauHeHTOB ¢ HapyIIEHHAMH QYHKLHH
MEeYEHHU JIETKOM cTeneHu TsakecTH (5—6 6anos no wkane Yaitna — [1eto) HE caenyeT NpeBbILIATH
103y 60 mr 1 pa3 B CyTKH. Y MalMEHTOB C HAPYLIEHUAMH QYHKLIMH MEYEHH yMEPEHHOMN CTEMEHH
txectd (7-9 Gannos no wkane Yaing — [1pr0), HE3aBUCHMO OT MOKa3aHWs K MPUMEHEHHIO
npenapara, He cieayeT npesbiwaTh A03y 60 mr I pas 6 2 OuAa; TakxKe MOXHO pacCMOTPEThb
BOMPOC O MpUMeHEHUH npenapara B go3e 30 mMr 1 pa3 B CyTKH.

KnuHuveckuil OMBIT MPUMEHEHHs IIpernapaTta OrpPaHW4YeH, B 4YaCTHOCTH Yy TMAaUHUEHTOB C
HApYIIEHUAMH (QYHKIWHM TEYEHU YMEPEHHOM TSKECTH, MOITOMY PEKOMEH0BaHO cobmonaTh
OCTOPOXKHOCTE. HeT KIMHUYECKOTO OMbITA [PHMEHEHHUs Mpenapara y MalHeHTOB C TAKETBIMH
HapyleHUaAMH GyHKUuK redeHd (>10 G6annoe no mkane Yaking — ITero); mosromy npenapat
MPOTUBOMNOKa3aH A/ IPUMEHEHHMS Y TAKUX MAUUEHTOB.

Hapyuienue gpyHkyuu nouex.

Her Heo6xoauMoCcTH B KOppeKUMH AO3bI MpenapaTa y NalMEHTOB ¢ KIHPEHCOM KpeaTHMHUHA
>30 mi/MuH. [IpOTUBOMOKAa3aHO MPUMEHEHHE 3TOPHKOKCHOa Yy MAUMEHTOB C KIMPEHCOM
KpeaTUHUHA <30 MJ/MHH.

IIOBOYHOE JNEHCTBUE

Be3onacHOCTE NpUMEHEHHS! 3TOPUKOKCHOAa OLEHMBANaCbhb B KIIMHAYECKHUX MHCCICJOBAHMAX,
BKIouarolux 9295 yuacTHukoB, B ToM uncie 5774 naumentos ¢ OA, PA v xpoHuueckoi
Gonbto B noscHuue (npubnusurensHo 600 maumeHToB ¢ OA unu PA nomyvand neyeHHe Ha
MPOTSHKEHUU IMOJa WK JIOJBIIE).

B KnMHUYECKHX HCCNEOBAHUAX NIPOdHITE MTOOOUYHBIX peakuui OBl OIWHAKOBBIM Y MALHEHTOB €
OA unu PA, xoTopble IPUMEHSITH 3TOPUKOKCHO Ha NPOTSXKEHUH | rofa uiu [obLie.

B KIMHHUYECKOM MCCIIEJOBAHMKM MNAlLMEHTBl C OCTPBIM MMOJArpHYECKUM apTPUTOM MOJTyHalH
sTopukokcu6 B 103e 120 mr B cyTku B TeueHue 8 nHeil. [Tpodub moboYHBIX peakuuii B 5TOM
HCCNeOBaHMM OblM, B LENOM, TAaKMM )K€, Kak B 0ObelMHEHHbIX HccrnenosaHusx OA, PA u
XPpOHHYECKOH 6ONH B MOSICHULIE.

B nporpamme 6e30macHOCTH A/ CEPAEHHO-COCYAMCTOH CHCTEMBbI, KOTOpas BK/OYana AaHHEIC
3 aKTHBHO-KOHTpONUpyemblX wuccienoBaHui, 17412 nanuentos ¢ OA wnu PA nonmyyann
neyeHue sTopukokcrtom (60 Mr wan 90 Mr) Ha NPOTHKEHUH, B CpeaHeM, 18 mMecsues.

B knMHMYECKHUX KUCCNENOBaHMAX OCTPOIl OCAEONePaLMoOHHOM D0H, CBA3aHHON C MPOBEACHHEM
CTOMATOJIOTHYECKOM Ofepalyd, B KOTOpPbIX 612 MauueHTOB MOJlydand JieYeHHe MNpenapaTtom
APKOKCHA (90 mr unu 120 mr), npoduis nobouHsIX peakuuit 6si1, B 06lieM, MogoOHbIM
npoduimo B KOMOGMHUPOBAHHBIX UccaeaoBanHusx OA, PA u xpoHuueckoi 60111 B noscHULE.

O crneayromux MOGOYHBIX peakuuax coobmanoch ¢ Gonblwedl 4acTOTOH MNpH MPUMEHEHHWH
npenapara, 4eM nianebo, B KJIMHUYECKMX HCCEA0BAHUAX MPH Y4acTHH MauneHTos ¢ OA, PA,
XpOHHUECKOH Gonbto B mosichuue uin AC, KOTOpbie NMPUMEHANH stopukokcub B 103e 30 mr,
60 Mr unu 90 mr B TeueHHe 12 Hezens, B uccraenoBanusx nporpammel MEDAL, B KOpOTKHX
McCleOBaHMAX OCTPO MapKeTHUHIOBOTO TIEPHOJA.

MHAHUCTEPCTBOM 3XPABOOXPAHEHWA
PECIIVEJINKY BEJIAPYChH

TIpuxas MuHHCTEpCTBA 3APABCOXPAHEHRA
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YacToTa onpejeneHa kak: odeHs yacto (=1/10), yacto (ot >1/100 mo <1/10), nevacto (oT
>1/1 000 mo <1/100), peako (ot >1/10 000 mo <1/1 000), ouens peaxo (<1/10 000), HeuzBecTHO
(HEBO3MOXHO YCTAHOBHTB 10 UMEIOILIMMCS JAHHBIM).

Hngpexyuu u uneasuu: 4acTo — anbBEOJSPHBIA OCTHT; HEYACTO — TACTPOIHTEPHT, HHMEKLIMU
BEPXHHX [BIXaTe/IbHBIX MyTeH, MHPEKUMH MOYEBBHIBOAALLETO TPAKTA.

Co cmoponbl cucmemvl Kpogu U AuUMpamuueckoi cucmemvl: HEYaCTO — AHEMHUA
(NpeUMyLIECTBEHHO B pE3yJIbTaTe > KENYJOYHO-KMIIEHHOrO KPOBOTEYEHHUS), INeHKOneHus,
TPOMOOLIMTONEHHUS.

Co CmopoHbl UMMYHHOIL CUCMeMbl: OUEHb PEKO — PEAKIMH TMIIePUyBCTBUTEIBHOCTH, BKIIOYas
AHTUOHEBPOTHYECKUH OTeK, aHadHNaKTHYeCKHe/aHapUIIaKTOUHBIE PEaKLMH, BKJIIOYAs LIOK.

Co cmoponbr Memabonusma u AUMQHUA: YacTO — OTEKH/3a[epXKa >KUAKOCTH; HEYacTo —
CHIDKEHME WJTH YCUJIEHUE alIeTHTa, YBEIHYEHHE MacChl Tena.

Co cmoponbl NCUXUKW: HEYacTo — TPEBOKHOCTH, AEMpPECcHs, YXYAIIEHHE YMCTBEHHOH
J€ATENBHOCTH; OYeHb PENKO — CIYTAHHOCTb CO3HAHMA, TalJIOUMHALIMK; HEU3BECTHO —
OecrnoKoHcTBO.

Co cmopoHbl HepeHOll Ccucmembl: HacTO — TONOBOKPYXEHHe, rojoBHas 60sib; HeyacTo —
JUCTeB3Us, DECCOHHMLIA, NAPECTE3Us/TUTIECTE3HUS, COHTMBOCTb.

Co cmopoHbl 0p2aH08 3peHust: HEeYacTo — HEYETKOCTh 3PEHHUS, KOHBIOHKTUBHT.

Co cmopoHbl op2aro8 cyxa u 1abupunma: HeYacTo — 3BOH B yIllaX, BEPTHIO.

Co cmopouvl cepdya: 4acTo — NaNbIHTALMs; HeyacTo — QUOPHIALMS NpeCepAnH, 3aCTORHAS
cepieuHas HEJOCTaTOUHOCTh, Hecreuuduueckue usmenenus Ha OKI', cTeHokapaus, WHGapKT
MHUOKapaa*; HEM3BECTHO — TaXHUKap/Aus, apUTMHS.

Co cmopouwr cocyoucmoti cucmemvl: 4YacTO — CHUNEPTEH3Us; HEYAacTO — MPHIMBBL KPOBH,
MHCYTBT*, TPAaH3UTOPHBIE MILIEMHYECKHE HAPYILIEHHS MO3TOBOTO KPOBOOOpALLEHHS; O4eHb PEAKO

— FMMEPTOHUYECKUN KPU3.

*Hcexons W3 aHanu3a JUTHTENbHBIX nnaue6o- u AKTUBHO-KOHTPOJIMPYEMBIX KIIMHHYECKHX HCCNeIOBaHuH,
npu npuMeHeHnn cenekTuBHbIx LIOI-2 MHru6uTopoB CcyiecTyeT MOBbILIEHHBIH PUCK BO3HHKHOBEHHS CEPbE3HBIX
apTepHATIBHBIX TpOMGO?:OB, BKJIKOUasd anbapK'r MHOKapAa W HHCYNbT. HUcxoms u3 uMeEROLIUXCA AAHHBIX,
MasIOBEPOATHO, YTO aGCONMOTHbI PUCK BOIHUKHOBEHHS TAKHX ABACHUH NPEBBILLAET 1 % Ha roa (He4acTo).

Co cmopoHbL pecnupamopHo20 mpakma, OpeaHo8 2pyOHOT KiemKi U cpe0OCmeHUs: HEYacTo —
Kalnenb, JUCIIHOI, HOCOBOE KPOBOTEUEHHE; OUEHb PEAKO — OPOHXOCHA3M.

Co cmopoubl JicerydouHO-KUIEYHO20 MpAKMA: 9acTO — FaCTPOMHTECTHHANBHBIE HapyIICHHUS
(Takve Kak abgoMuHanbHas 00Jb, METEOPH3M, M3XKOra), Auapes, AUCTICTICHA, OUIyIEHHE
avckom(pOpTa B 3MMracTpanbHoil 061aCTH, TOLIHOTA; HEYACTO — B3AYTHE XKUBOTA, KHCIOTHBIA
pedIOKC, W3MEHEHHe XapakTepa MEPHCTANLTHKK KHMIUEYHHKA, 3arop, CyXOCTb BO PTY,
racTPOAYOJEHAbHBIE A3BEI, CHHAPOM PasfApaKEHHOTO KHIIEYHHUKA, 330(arvt, si3ga B pOTOBOH
MOJIOCTH, PBOTA, FACTPUT, OUYEHb PEIKO — MEMTUUECKUE A3BbI, BK/IIOUYAsS raCTPOUHTECTUHANBHYIO
nepdopallnio U KpOBOTEUeHHE (Hallle Y JIULL MOXKUIIOr0 BO3PACTa); HEM3BECTHO — MAHKPEATHT.

Co cmopoust zenamobunuapiozo mpakma: 4acto — nosbimeHke ypoBHs ACT, nosblmenue
ypoBHs AJIT; oueHb peiIko — renaThT; HEHW3BECTHO — XKENITyXa.

Co cmopomb KOJICU U NOJKONHCHOT KIeMYamKu: 4acTo — JKXUMO3; He4acTo — OTeK NHua, 3yJ,
CBIMb, PEIKO — 3PUTEMA; OuYEHb PEAKO — KpamuBHUUa, cuHapom CruseHca — JDKOHCOHa,
TOKCHYHBIH 3MUAEpMabHbIA HEKPOIM3; HEU3BECTHO - CTONKAS JIEKApCTBEHHAs 3pUTEMA.

Co cmopoubl CKenemno-MblUe HOl CUCMeMbl, COeOUHUMENbHOT MKAHY U KOCMel: HeYacTo —
CMa3MBbi/CyI0POTH MBILILL, CKETETHO-MBILIEYHAs 60JIb/CKOBAHHOCTb.

Co cmopoHbl noueK U MOYesbIBOOAUUX NYmel: HEYACTO — MPOTEHHYPHUS, NOBBIIEHHE YPOBHS
KpeaTMHUHA B CHIBOPOTKE KPOBH; OUYEHb PEAKO — HapylIieHHe (YHKUMM TOUEeK, BKIOYas
MOYEYHYIO HEAOCTATOUHOCTD.

Obwee cocmosHue u HAPYWEHUs, C6A3AHHbLE CO CROCODOM NpuMeHeHus npenapama. 4acto —
acTeHHst/cnaboCTh, FPUIIONOAOGHBIE CUMITTOMBI; HEYACTO — 60J1b B IPYAHOM KIIETKE.
Ob6cnedosanusi; HEYacTO — MOBBIIEHWE YPOBHs a30Ta MOYEBHUHBI KPOBH, MOBBILICHUE YPOBHA

kpearnHochokuHasl, runfpraigcyyeyy KBS AH GPOBH MOUEBOH KHMCJIOTBI, PEAKO —

CHHXKEHHWE YPOBHS HATpHs B ¥ RGAHICTEPCTBOM 3[IPABCOXPAHEHUSA
PECIVBJIMKY BEJAPYCh

Ipukas MAHECTPCTBA 3APABVOOXPABEHNA
Pecnybnnkn Benapycn
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O cnepyrommx cepbe3Hsix MNOGOUYHBIX peakuusx coobmanock npu npumenennn HIBII, noromy
HeNb3s WCKJIIOYUTL BO3MOXHOCTH WX BO3HWKHOBEHMS MPU NPUMEHEHHU 3TOPHKOKcHOa:
HEePPOTOKCHUYHOCTB, BK/IIOYAst HePpUT W HEDPOTHUYECKMH CUHAPOM; TenaToTOKCHYHOCTE,
BIUTIOYAS! IEYEHOYHYIO HEJJOCTATOYHOCTE.

IMMPOTUBOIIOKA3AHHUSA

o 'MNepuyBCTBUTENBLHOCTh K JAEHCTBYIOIUEMY BELIECTBY MM  JOOOMY Jpyromy
KOMTTOHEHTY, BXOASIIEMY B COCTaB Mpenapara.

¢ AKTHUBHBIE MENTHYECKAS A3BA WM KENYyJOUYHO-KUIIEYHOE KPOBOTCUCHHE.

e TlauueHTsl, y KOTOPBIX BO3ZHWKAMH OpOHXOCMA3M, OCTPHIH PHHUT, Ha3aJibHBIC TMOJIMIIbI,
AHTMOHEBPOTHYECKUH OTEK, KpalMBHHULA WM APYTHE anjlepruyecKue peakuuu rnocie
MpuMeHeHus aueTwicanuuuaoBoi kucnotel unu  HIIBII, Bkmtodas MHrHOWTOPHI
uvknookeurenasel-2 (L10OI°-2).

¢ [lepuon 6epeMEHHOCTH U KOPMIIEHHSA IPYABIO.

o Taxensie HapyLleHUs GYHKUUY NedeHH (anbOyMHH CBIBOPOTKM kpoBu <25 r/n unu >10
6annos no wkane Yaing — [1b10).

o  VYCTaHOBJEHHBIH MOYEYHBIH KIMPEHC KpeaTHHUHA <30 MA/MHUH.

e JleTH v NMOAPOCTKU B BO3pacTe A0 16 ner.

e BocnanurensHoe 3a60n€BaHUE KUILIEYHUKA.

e 3acroiiHas cepaeuHas HegoctatoyHocTh (NYHA II-IV).

o [TlanumeHThl C apTepHalibHONM THIEPTEH3MEH, Y KOTOPBIX MOKA3aTeId apTepHanbHOro
JaBleHUs TNOCTOSIHHO Bhie 140/90 MM PT. CT. U He KOHTPOJHUPYIOTCA B AOCTATOUHOM
mepe.

e YcTaHOBEHHas UllleMUIecKas 60Me3Hb cepala, 3abosieBaHus NepUPEPHUECKUX apTePUid
W/WJIH CEpAEUHO-COCYTUCTOE 3a00NEBaHHUE.

INEPEAO3UPOBKA
B KIMHHUYECKUX HCCMEJOBAHUAX TIPUMEHEHHE 3TOopuKoKkcuba B pa3oBeIX no3ax no 500 mr umu
MHOTOKpaTHBIA npueM B fo3ax A0 150 mr/cyTku B Teuenue 21 [AHA HE CONPOBOXAANOCH
CYLIECTBEHHON TOKCHUHOCTHIO. CooB1Ianocs 06 0CTpoit nepeao3upoBKe STOPUKOKCHOOM, XOTS B
GOMBLIMHCTBE CTYHaeB O MOBOUYHBIX peakuusx He coobluanocs. Hanbonee yacto Habmoaaemsie
no6ouHkle peakUMM ObITM COBMECTHMBI ¢ Mpoduem Ge30MacHOCTH 3TOpUKOKCHOa (Hanpumep,
PeaKIMK CO CTOPOHEI XKeNyA0YHO-KMIIEYHOTO TPAKTa, KapAHOPEHANbHBIE PEAKLIUH).

B cnyuae nepe1o3MpOBKH 11€1€C000pa3HO MPUMEHATh OOBIYHEIE MOANEPXKUBAIOINE MEPBI, TaKHe
KaK yjJajeHue HeaGcopOMpOBaHHOrO Mpenapara M3 Keay[JOoYHO-KUIICYHOro TpaKTa, BECTH
KIMHHYECKOe HaOMoIeHHe U, MPU HEOOXOAUMOCTH, MPOBOAMTE MOAACPIKUBAIOLLYIO TEPaIHIO.
DTOPUKOKCHO He AWanu3upyeTcs MPH TeMOAMANN3E; HEU3BECTHO, AMATM3UPYETCs /K Npenapart
[IpHU NEpUTOHEaNnbHOM JHAH3E.

COTJIACOBAHO
MEPBI IPEJOCTOPOXHOCTH MMHHUCTEPCTBOM BJ[PABOOXPAHEHHSA

Brusanue na oiceny0ouno-KuueyHolli MpaKm Tk Mpﬁfngzgfrfaiiﬁ:;?;me -
Coo61wanocs 06 OCNONKHEHUSX CO CTOPOHBI KeNyAPYHO-KH Rterndoron pakmied IEPQOPRLIMH, A3BBI
WM KpPOBOTEYEHHs), MHOrZa C (aTanbHeIM HMCXOJAOM, Y MNalUMEHTOB, KOTOPBIC TNPUMEHANH
3TOPUKOKCHO.

PekoMeH10BaHO ¢ OCTOpOoXKHOCTBIO npumeHsaTh HIIBIT npu jeyeHnu nmaumeHTOB C BBICOKHMM
pUCKOM pasBuTHs oclokHeHu# co croponbl JKKT (rmauueHTel, KOTOpBIE ONHOBPEMEHHO
npumensitoT sroboit apyroit HIIBIT unu aueTwicandumnoByro KUCJIOTY, NMALMEHTBl ¢ TaKUMHU
3a6onesannamu JKKT B aHaMHe3e, Kak S3Ba WK XKelyJoYHO-KHIIEYHOE KPOBOTEUEHHE).
CyLuecTByeT AOMOMHHUTENBHBI PUCK BO3HWUKHOBEHHS no6ounsix peakuuit co croponsl XKT
(>kemy0YHO-KHLIEYHBIE A3BBI WK APYTHE OCJIONHEHHUS CO CTOPOHDI XKT) npu 04HOBPEMEHHOM
MPUMEHEHUH 3TOPUKOKCHOA M aUETHICATHLMIOBOH KHUCIOTHI (naxxe B HW3KHX [03axX). B
JUTHTENBHBIX  KIMHHYECKHX HCCNEeNOBaHMAX He HabmoONanock  BBHIPAXEHHOTO  OTIHYHA
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otHocutenbHo Gesonacnoct st JXKKT npu npuMeHeHun cenektuBHOro uHrudutopa LOI-2 +
auetuncanuuunonas kucynora v HIIBIT + auetuncanuuunosas kucnora.

Bruanue na cepoeuno-cocyoucmyio cucmemy

KnuHu4eckre MCCEN0BAHUS YKA3BIBAIOT HA TO, YTO NPUMEHEHHE CENIEKTUBHBIX MHTHOWUTOPOB
1HOI'-2 MoxeT OBITH CBA32HO C pPHCKOM BO3HMKHOBEHHS TPOMOOTHYECKHX OCIOXKHEHHH
(ocobeHHO HH(papKTa MHOKap/a 1 HHCYNbTA), IPH cpaBHEHUH ¢ rnauedo u HekoTopeiMu HIIBIL
[TockonbKy pUCK CEpAEUHO-COCYAMCTHIX OCIOXKHEHMH MOJKET MOBBIILATHCA TPH YBEIMYEHHH
O03bl W JIMTENBHOCTH [PUMEHEHUS STOpHKOKcuba, mpenapaT CleAyeT MPUMEHSTL B
MHHUMANbHBIX 3(QQEeKTHBHBIX [03aX Ha MPOTHXKEHHMH MaKCHMajlbHO KOPOTKOro Mnepuoaa
BPEMEHH.

Cnenyer nmepuoaMYecKH NMEPEeOLCHUBATh HEOOXONUMMOCTb OOJIErYeHHUsl CUMIITOMOB U OTBET Ha
NPOBOJUMOE JICUeHHE, OCOOCHHO y MALIMEHTOB € OCTEOAPTPHUTOM.

[TauneHTaMm ¢ BBIpaXXeHHBIMH (HAaKTOPaMH pUCKA Pa3BUTHS CEPIEYHO-COCYAUCTBIX OCIOXKHEHHH
(TAaKHMU KakK apTepHanbHas THUIEPTEH3Us, TMNEpAUNMAEMHsA, caXapHbld AualbeT, KypeHwe)
CIIelyeT MNPOBOJAUTH JICUEHHE STOPUKOKCMOOM TOJIBKO TOC/E TIIATENBHOTO PACCMOTPEHHUSA TAKOM
BO3MOXKHOCTH.

CenexkrtuBHble uHrubutopsl L{OI'-2 He ABAAIOTCS 3aMEHUTENAMH aclMpHHA IS POPUIAKTHKH
CepAeUHO-COCYIMCTBIX 3a00/IeBAHM, MOCKONBKY HE OKa3bIBAIOT AEHCTBUS HAa TPOMOOLIUTEI
[TosTOMYy He clieayeT npeKpalaTh NPUMEHEHUE aHTHArperaHTHBIX MPenaparos.

Brusnue na nouxu

[ToueuHbie MpocTarfaHAWHBL MOTYT UrpaTh KOMITEHCATOPHYIO pONb B MOAJAEPXKAHUM nepdy3un
nouek. [Tostomy npu ocnaGneHuu moueyHoi nepdy3uu MpueM 3TOPUKOKCUOA MOXKET BHI3BATh
yMeHblleHHe 00pa3oBaHus MPOCTArlaHAWHOB W BCJIEACTBME 3TOr0 — CHHXKEHHE TMOUYEYHOrO
KpOBOTOKa U ocnabnenvie GpyHKUMH novek. Prck takoi peakuuy Haubosee BHICOK y MALMEHTOB €
yXKe HMMEIOIMMCS 3HAYMTENbHBIM OciabieHneM QYHKUMU TOYEK, HEKOMIEHCUPOBAHHOM
CepaeyYHOM HEZOCTATOYHOCTBIO WM LMppo3oM. CreayeT pacCMOTPETH BO3MOXHOCTE KOHTPOJIS
no4eyHo! GYHKUUU Y TAKUX MaLHEHTOB.

3adeporcka srcudkocmu, omexKu u apmepuanbHas 2UNepPmeH3Us.

Kak u npu npuMeHeHWH APYrHX NpenapaToB, MHIMOMpYIOLIMX CHHTE3 IpOCTarjaHAWHOB, Yy
HEKOTOPHIX [MAlMeHTOB, MPHHUMAIOMIKX STOPHKOKCHO, HaOMOAANHMCh 3alepKKa XHIKOCTH,
OTeKM W apTepuanibHas runepreHsus. Bee HIIBII, Bkmtouas 3TOpUKOKCHO, MOTYT NMPHUBOAMTE K
BO3HHMKHOBEHHIO WJIH PEUUAHBY 3aCTOIHHON cepAeyHON HeAoCTaTOYHOCTH. C OCTOPOKHOCTHIO
npenapat Ha3HayarOT TMalMeHTaM, Y KOTOPBIX B aHAMHE3€ CepleyHas HEJI0CTaTOUHOCTb,
HapylIeH’e GYHKIHMY JICBOTO JKEAYA0UKa UM apTepHalbHas rMNepTeH3Hs, a TakXKe MalreHTam
C OTeKaMH, BO3HMUKIIMMU 1o moboi apyroi npuuuHe. [lpu KIMHHUYECKHMX MpHU3HAKaX
YXYALWEHHS COCTOSIHUS TaKUX MalMeHTOB CIEAYET MNPUMEHUTh COOTBETCTBYIOLUME MEpBI,
BKJIOYAsi OTMEHY 3TOPUKOKCHOA.

[TpumeHeHHe STOpUKOKCHOa, 0COOEHHO B BBICOKMX 033X, MOXET COMPOBOXKAAThCA Oonee
4aCTOM U TSXKENION apTepHanbHOM TUIepTeH3keil, ueM npumeHeHHe HekoTopeix Apyrux HIIBII n
cenekTHBHBIX HMHruOuTopoB 11OI-2. IlosToMy runepTeH3us AO/KHA OBITE MOA KOHTPOJEM
Mepell HayajoM JiedeHUs STOPHKOKCHOOM, a TakxkKe CleAyeT yHenuTb 0coboe BHHMaHHE
KOHTPOJIIO apTepHANBHOTO JABIEHHSI BO BPEMSA JieueHHs 3TOpHUKokcuOom. Ilpu 3HauuTeibHOM
TMOBBILLIEHUY AaBCHHs CllelyeT Ha3HAYNUTh albTEPHATUBHOE JieyeHHE. ApPTEpUANIbHOE AABJIEHHE
(Al) cnenyeT KOHTpOJMPOBAaTH B TeueHHE 2 HeAeNb TOC/E Hayana JIeYEHHs, a 3aTeM —
nepuoauuecku. Ecnu AJl 3HaUMTEbHO TMOBBILAETCS, CNEAYET PAaCCMOTPETH BO3MOXHOCTH
aJIbTEPHATUBHOIO JIEYEHHS.

Bruanue na nevens

Mpubnusutensho y 1 % nauueHToOB, MOMYYaBUIMX NE4EHHE 3TOpUKOKCMOOM B posax 30 mr,
60 Mr 1 90 Mr B CYTKM B KIMHMYECKWX HMCCIIEN0BAHUAX MPOJOIIKHUTENLHOCTBIO 10 OQHOrO roaa,
HaGMIONANOCh  TOBbILICHHEmmn AKTUBHOCTI __ QJlaHMHAMMHOTPaHCDEa3l  (AJIT)  n/wnn

acnapratamutorpanchepasy| (AT FPHAQORKRIPG TP v Oosee pasa 1o CPaBHEHHIO C

BEpPXHEH rpaHULIEt HOPMBI). Wﬂﬂfggg’gﬁl\ﬁ I?IJJII;;AEI.;OOJ;I;AI\,HEHM

Ilpuxas I\%ﬂmxc’.repcma 3APaBOOXPAHEHN S
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Cnenyer HabnoJath 3a COCTOSAHMEM BCEX MALMEHTOB C cmvaoZagmg uZum -n&&aZarnd
HapyHLIeHHs GYHKLUMHM NeYeHH, a TakkKe NaLMeHTOB ¢ NaToN0rNYECKUMH NOKA3aTeNAMHU QYHKLHUH
neuyeny. [Ipu mpu3HakaX HapylieHHs QYHKUMM MEYEHH WM TpU CTOMKHMX MATOJOTHYECKHX
W3MEHEHMsX MoKasaTtenedl QyHKUMM NedyeHW (B TpH pasa BbIIE BEPXHETO Mpejenia HOpMBI)
STOPUKOKCHO CJIEAYET OTMEHUTD.

Obuwue yxazanus

Ecnu B TeueHue NEUeHns y NalyeHTa HaboaeTcst yXyAleHHe GyHKUMK KaKO#-1100 CHCTeMBI
OpraHoB, YKa3aHHbIX BBILIE, CIEAYET MPEANPUHATH COOTBETCTBYIOUIME MEPBI U pacCMOTPETDH
Bonpoc 06 OTMeHe 3TopukokcuGa. COOTBETCTBYOUlEE MEAMUMHCKOE HAGIIONCHHE CNELyeT
TMPOBOAMTH TPH MPUMEHEHUH 3TOPUKOKCHOA Y MALIMEHTOB MOXHIIOr0 BO3pacTa U 'y NalUEHTOB C
HapyleHueM QYHKLUHK MOYEK, NEYECHH WK CepAaLa.

C OCTOPOXHOCTHIO CNIEYET HAYWHATD JIEYEHHE STOPHMKOKCUOOM MalMEeHTaM ¢ Aeruaparauued.
PekoMeHIOBaHO MPOBECTH PErMAPATALMIO I1EPe]l HAYANOM TPUMEHEHHS STOPUKOKCHOA.

O BO3HMKHOBEHHH CEPBE3HBIX KOXKHBIX PEAKUMi, B HEKOTOPBIX Clydasx ¢ paTanbHbIM HCXOOM,
B TOM 4YMClie 5KC(ONMATHBHOrO AepMaTuTa, cuHApoma CTuBeHca — JDKOHCOHA M TOKCHYHOTO
3MUAEPMANEHOTO HEKPOJIH3a, OYEHb pelko coobutanock npu npumenennu HITBII u Hekotopsix
ceneKTHBHBIX WHrubutopos LIOT-2 Bo Bpemst mocTMapkeTHHroBoro Habmopenus. Cambiit
BBICOKHH PMCK BO3HUKHOBEHHMS TakvX peakiuil B Hadane TEpamnuu, ¢ Ha4ajloM MpOSBICHHH, B
GONBLIMHCTBE CNydaeB, B TeueHHe MepBoro mecaua nedeHus. CoobWwanock O CEpbe3HBIX
peaKLMiX CHIEPYYBCTBUTENBHOCTH (TakuX Kak aHadMNakcus M aHrMOHEBPOTHYECKHiA OTeK) y
[MaLMEeHTOB, MPUMEHSIOLIMX 3TopuKoKken6. Hexotopeie cenextusrble uuruéutopst LIOI'-2 moryt
MOBBIIIATH PUCK BOHUKHOBEHHS KOXKHBIX PEAaKLMil y MALMEHTOB ¢ ajylepruyeckodt peakuued K
KaKkoMy-nubo mpemapary B aHamHe3e. OTOPUKOKCHMO CliexyeT OTMEHUTh [MpH  MEPBBIX
NMPOABNEHUAX CHIIM HA KOXE, MOBPEXAECHHH CIM3UCTOH 00OMOYKM MNM APYTHX NPU3HAKOB
THTIEPYYBCTBUTENBHOCTH.

DTOPUKOKCHD MOXET MOJABIATE NPOABJIEHUS JMXOPAAKH WK APYrUX MPU3HAKOB UHEKLIMH.

C OCTOPOXKHOCTBIO HA3HAYAIOT OJHOBPEMEHHO OJTOPMKOKCHO ¥ BappapuH WM Apyrue
nepopanbHble aHTUKOATYIAHTEI.

[TpumeHeHue 3TOpPUKOKCHOa, KaK M JIpyTHX TNpenaparos, unrubupyromux LOI' u cunTes
[POCTArNIAHAMHOB, HE PEKOMEHIOBAHO XKEHIIUHAM, KOTOPBIE MIaHUPYIOT HepeMEHHOCT®.

B cocra npemapata APKOKCHA BxomuT naktosa. IlauWeHTsl C TaKMMH pPELIKHMH
BPOJKACHHBIMU 3a60/1EBAHHAMH, KaK HEMEPEHOCHMOCTh MafaKTO3bl, ACHULMT JaKTa3bl Jlarina v
ManibabcopOuys IFOKO3BI-TaNaKTO3bl, HE JOJDKHBI TPUMEHATE STOT Npenapar.

IIPUMEHEHME B IIEPHO/I BEPEMEHHOCTH U KOPMJIEHUS IT'PYAbIO
Bepemennocms. TlpumeHeHHe STOpUKOKCHOa, Kak W APYTHX Mpemnapatos, MHIUOUPYIOLINX
[{OI'-2, He peKOMEHI0BAHO XKEHIIUHAM, KOTOPbIE MIAHUPYIOT OEPEMEHHOCTE.

HeT KIMHMYeCKMX HaHHBIX O MPUMEHEHHWM OSTOPHKOKcHOa B mepuon OepeMeHHocTH. B
McCeJOBAHMAX Ha XKHUBOTHBIX HabMIoNanach pernpoayKTHBHAS TOKCHUHOCTE. [ToTeHUmanbHbIA
PHCK Y XKEHLUMH B MepHos GepeMeHHOCTH Hen3BecTeH. [IpuMenenne STOPUKOKCHOa B TeueHHUE
MOC/eJHEr0 TPUMECTPa GEPEMEHHOCTH, KaK M APYFHMX TperapaTtoB, WHTHOMPYIOIMX CHHTE3
NMpOCTArfaHAMHOB,  MOXET  MPUBOAMTL K  OTCYTCTBHIO ~ COKpallleHWH — MaTku W
[PEeKACBPEMEHHOMY  3aKpbITWIO ~ GOTaqnoBa  npotoka.  [lpuMeHeHHe  STOpUKOKCHOA
NMPOTHBOTIOKA3aHO B TepuoA GepemeHHOCTH. Ecin OepeMEHHOCTb HACTYMMia B MEPUOA
NeveHus, ITOPUKOKCUO ClielyeT OTMEHHTS.
Jlakmayus. HenzpecTHO, NPOHMKAET /1M STOPHUKOKC

YTO y KpBIC MpEnapar BBIACAETCS ¢ M HOKO@Q}??MG@W np

AHEHUA
HE I0JIKHBT KOPMHTE TPYALIO. HUCTEPCTEOM 3[IPABOOXP
’ > e PECIIYBIUKA BENAPYChH
' MusmucrepcTsa aApasooXpaBenns
Tipiicas PecnyGauku Benapyce

y eH1uuH. M3BecTHo,
EHAIOT 3TOPUKOKCHD,

Renewal 2020 29.04.2020 9




HO PR

7992 -2020
OPUMEHEHUE Y JETEN

[1poTHBOMOKa3aHO NPHMEHEHHE 3TOPHKOKCHOa Y AeTell 1 NoApoCTKOB B BospacTe A0 16 net.

BJIUSIHUE HA CIHOCOBHOCTH VYIIPABJ/ISITB ABTOTPAHCHOPTOM U
APYTUMH MEXAHU3MAMMU
He npoBOAMNMCE HWCCIENOBaHMS OTHOCHTENBHO BIUSHMS OSTOpPHKOKCHOa Ha CrIOCOOHOCTDH
YTIPaBATh aBTOTPAHCTIOPTOM M MeXaHHU3MaMH. [TalMeHTEl, Y KOTOPBIX BO BpeMs MPUMEHCHHS
9TOpUKOKCUOA BO3HUKAET rOJIOBOKPYXEHHE, BEPTUIO MIIM COHIMBOCTD, HE JIOJDKHBI YNPABIATH
aBTOTPAHCIIOPTOM M MEXaHH3MaMH.

B3AMMOJIEMCTBUE C APYTUMHU JEKAPCTBEHHBIMU CPEACTBAMHA
dapMakoMHaAMHUYECKHE B3aUMOAEHCTBUA

Iepopanenvie anmuxoazynisnmei. 'Y NaUHEHTOB, COCTOSIHME KOTOPBIX CTabOMIM3MPOBAHO
MOCTOSHHBIM TNpUMEHeHHWeM BapdapuHa, npueM dTopukokcuba B go3e 120 Mr B cyTku
COTPOBOXAAETCA yBeNMueHHeM rnpubausutenbHo Ha 13 % npoTpoMOMHOBOrO BpEMEHH
MexayHapoaHOro HopmamusoBaHHoro oTHoweHus (MHO). [losromy y nauueHtos,
NoJNy4yaloumyuX MepopaibHble AaHTHKOAryJsiHTBI, CNEAYET 4YacTO [MpOBEpPSATh [OKa3aTesu
npotpom6uHosoro Bpemedn MHO, ocobeHHO B nepBble JHW TpHEMA STOPUKOKCUOA WM MPH
M3MEHEHHHU €ro JO3bl.

Huypemuxu, unzubumopbvl aneuomensunnpespaujaoue2o pepmenma (AIP) u anmazonucmo!
anzuomensuna II.  HIIBIT  Moryr ocnabnate 3ddekt AMYpETHKOB M APYrHX
AHTUIMMNEPTEH3UBHBIX MPENnapaToB. Y HEKOTOPLIX MAaLUEHTOB C HAPYWIEHHMEM QYHKUMHU MOYeK
(HanpuMep, y MALMEHTOB C AerHApaTalyeidl WM y MOXHUIBIX MALMEHTOB € ocnabieHHOH
QyHKuMeH ToYeK) OXHOBpeMEHHOE TMpHUMeHeHue uHruburopa AII® wam  aHTaroHucTa
anrvorensuna II u npenapatos, uHrubupyowux IO, MoxeT npuBOANTH K MOCIERYIOLUEMY
YXYALIEHHIO (QYHKIHK MOUYeK, BKITO4as BO3MOXKHYIO OCTPYHO TIOUEUHYH HEOCTATOYHOCTD, YTO
0BBIYHO HOCHUT 0OpaTUMBIi XapakTep. CrelyeT MOMHHUTEL O BO3MOXXHOCTH BO3HUKHOBEHUS TAKWX
B3aUMOJEHCTBUI y MalMEHTOB, KOTOpble TPUMEHSAIOT 3TOPUKOKCHO OJHOBPEMEHHO C
unru6utopamu AII® wnu ¢ anraroHuctamu anrnoteHsuna Il [Tostomy Takyio komMOHHALMEO
credyeT Ha3HauYaTh C OCTOPOXKHOCTBIO, OCOBEHHO MalneHTaM Toxunoro Bo3pacta. Cnexyer
MPOBECTH Aa[CKBAaTHYIO THUAPATAUMIO H PacCMOTPETh BOMPOC O MPOBEACHHM MOHHTOPHHIaA
GyHKUMM no4ek B Hauase KOMOWHHMPOBAHHOTO JIEHEHMS, a TaKKe C OMNpeAeeHHOH
MEepUOINIHOCTHIO B AaNbHEHLIEM.

Ayemuncanuyunosas xucioma. B WCCRENOBAaHWU TNPH YYaCTHH 3A0POBBIX J0OpPOBONBLEB, B
YCNOBUSIX PABHOBECHOIO COCTOSHUS, TPUMEHEHNe 3TopuKokcuba B qo3e 120 mr 1 pas B cyTkH
HE BNMAMO HAa AHTHATPETAHTHYK) aKTHBHOCTH alleTWicanuuunoBod kucioTel (81 mr 1 pas B
CYTKM). DTOPUKOKCHO MOXXHO Ha3HayaThb OJHOBPEMEHHO C allETHUJICAJIUIIMIIOBOH KUCIOTOH,
NpUMeHstoIencs B [03aX Ui NpodHNaKTHKH CEepAEeYHO-COCYAMCTBIX OC/IOXHEHUH (HU3KHE
103b1). ONHAKO OJHOBPEMEHHOE NPHUMEHEHHE HH3KHMX [103 ALETHIICATULMUIOBOH KHCIOTHl W
3TOPUKOKCHDA MOXET APHUBOAWTH K MOBBILUEHUIO 4acTOThl BO3HWMKHOBeHHA 3B JKKT wnan
JIPYTHX OCJIOKHEHWH 10 CPaBHEHMIO C MOHOTEpanuei 3TopuKokcnboM. He pexkomeHaoBaHO
OJHOBpPEMEHHOE MNPHMEHEHHE 3TOPUKOKCMOA C aLETHICANIWLMIOBOM KHUCIOTOM B [03aX,
MPEeBLILUAIOLIMX YCTAHOBNEHHBIE Uil TMPO(QUIAKTHKU CEpACHYHO-COCYAMCTBIX OCIOXKHEHHH, a
Taioke ¢ apyrumu HIIBIT.

Luxnocnopur u maxpoaumyc. X0oTa B3aUMOJEHCTBUE 3TOPUKOKCHOA ¢ ITHMH Mperapatamy He
u3y4anock, onHospemerHoe npumMenenue HIIBII ¢ unknocnopyHaMyu 1 TaKpoJIMMyCOM MOXeET
yCUNHBaTh HedpoTokcuyecknit addekt nocnenuux. CreayeT KOHTPOJIHPOBATE QYHKLHIO MOYeK
NpH 0JJHOBPEMEHHOM npnmeﬂemm ITOPHKOKCHO LeSR{M 13 OTHX TPEnapaTosB.
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JTumuii. HTIBIT ocnabnstoT BeIBeACHNE JIMTHS MOYKAMH, TEM CaMbIM [MOBEILIAs YPOBHU JIUTHS B
nna3me KpoBu. Ecim HeoOXoauMMO, MPOBOAST YacThl KOHTPOJb YPOBHEH NHTHS B KPOBH H
KOPPEKTHPYIOT [03y JUTHS Ha MEPUOJ OAHOBPEMEHHOr0 IPHUMEHEHHs 3THX [pernaparos, a
TaloKe npu npekpaiieHuy npumenenuns HITBILL

Memompexcam. B nByx uccie0BaHUAX U3y4anuch 3 PeKThl STOPUKOKCHOa NP NPUMEHEHUH B
npo3zax 60 mr, 90 mr u 120 Mr oauH pa3 B CyTKH B TEUEHHE CEMH JHEH IMalMeHTAaMH, KOTOphiE
Nosyyald OOWH pa3 B HEAENI0 METOTpeKkcat B go3e oT 7,5 mr no 20 mr npu peBMaTOMIHOM
aptpure. Otopukokcu6 B nosze 60 Mr v 90 Mr He BAMAN HAa KOHUEHTPALMUH B MJa3Me KPOBU M
MOYEYHBI KIMPEHC MeTOTpekcara. B ofHOM uccnenoBaHMM 3TOpuKokcHO B nose 120 mr He
BJTMSAN Ha MOKa3aTeJld METOTPEKCaTa, HO B APYrOM HCCNIEA0BAHHN KOHLEHTpPALUs METOTpeKcaTa
B [J1a3Me KPOBH MOBBIWANack Ha 28 %, a noyeuHbll KIMpEHC METOTpeKcaTa CHIWKanca Ha 13 %.
[Ipy ONHOBpEMEHHOM TNPUMEHEHUH 3TOPUKOKCMOAa W METOTpeKcaTa ClielyeT [POBOAMTD
COOTBETCTBYIOUIMI MOHUTOPUHT OTHOCHTENBHO TOKCHYHOCTH METOTPEKCATA.

ITepopanvuvie konmpayenmugsl. DTOPUKOKCHO B n03e 60 Mr NpY 0AHOBPEMEHHOM NPUMEHEHUU
C TIEPOpPANbHBIMU KOHTpaLENTUBAMH, COJAECpPXAalWMMHK 35 MKr sTHHWIACTpaguona u 0,5-1 mr
HOpPATUHIpPOHA, B TeueHue 21 s npuBoaun k nosbiueHno AUCo.24 STHUHHASCTpaaMona Ha
37 %. Otopuxoxkcud B go3e 120 Mr mnpu NPUMEHEHHM C BBHIILEYKA3aHHBIMHM ME€POpaNbHBIMU
KOHTpALENTHBAMKY OJHOBPEMEHHO WM C HHTEpBajsoM B 12 4acOB MOBBIIAN B PaBHOBECHOM
cocrosuud 3HayeHue AUCp.4 ostHHumdcTpanuona Ha 50-60 %. O TakoM NOBBIEHHH
KOHUEHTPAUMX  STUHWISCTPaAMOna ClefyeT T[OMHMTb Tpu  BeIOOpE  TEpOpanbHOro
KOHTpALIENTHBA, KOTOPBIH OYyIeT NMPUMEHATBCS OJHOBPEMEHHO ¢ 3Topukokcubom. [losbiuenne
"HKCTIO3MLMM 3THUHHWISCTPAZMONA MOXET YBENMYHBATh HACTOTY BO3HWKHOBEHMS MOGOYHBIX
peaKkLui, CBA3aHHBIX C [NPUMEHEHUEM MEpOpajbHbIX  KOHTPALENTWBOB  (Hanmpumep,
TpoMGOIMOBOMKS BEH Y KEHIUMH IPYITIbl PUCKA).

Topmonozamewarowyas mepanus. Tlpuem 120 Mr sTopuxoxcuba ¢ rOpMOHO3aMeELLAIOLMMH
fpenapaTaMy, BKJIIOYAIOLIMMM KOHBbIOrMpoBaHHbie scrporeHsl ([Ipemapun™ 0,625 wr), B
teuenue 28 naHell ysenuuuBaer cpeaHuit nokasatens AUCo24 B paBHOBECHOM COCTOSIHMH
HEKOHBIOTMPOBAHHOTO 3cTpoHa (Ha 41 %), skBunuHa (Ha 76 %) v 17-P-sctpanuona (Ha 22 %).
BrusiHHe 103 3TOPHMKOKCHOA, PEKOMEHAOBAHHBIX sl AnuTtensHoro mpumenenus (30, 60 u 90
MT), HE U3y4aJlOCh.

Dropukokcub B noze 120 Mr cHibkan MeHee deM Ha monosuHy skcnozuuuio (AUCo-24)
3CTPOreHHBLIX KOMIIOHEHTOB TperiapaTa [IpeMapHH 1o CpaBHEHHIO C MOHOTepanueil npenaparom
[Ipemapun; no3y nocneanero nossiwanu ¢ 0,625 go 1,25 mr. Knunuveckoe 3HaueHHE TakHX
MOBBILIEHUH HEM3BECTHO, a Oojee BBICOKME 1036l Npenapara [Ipemapun B KoMOWHAUMH C
STOPHUKOKCHOOM He wu3ydyannch. CrelyeT NpUHMMATh BO BHMMaHHE TaKWE MOBBILIEHHA
KOHUEHTPALIMY SCTPOTeHOB MpPH BEIOOPE FOPMOHANIBHOTO Mpernapara Ajisi IPUMEHEHUs B MEPHOA
MOCTMEHOMNAy3bl NPH OJHOBPEMEHHOM MPUMEHEHHH 3TOPHKOKCHOA, MOCKOJbKY MOBBILICHHE®
3KCMO3ULKU ICTPOr€HOB MOXET TMOBbIIAT PHCK BO3BHHKHOBEHHS MOOGOYHBIX peaKUWH MpH
3aMECTHTEIbHOH FOPMOHOTEPAIHH.

Ipednu3zon/npednuzonon. B uccneaoBaHUAX B3aUMOACHCTBHSA C MpernapaTaMu, STOPUKOKCHO He
OKa3bIBa/l KNTMHHYECKH 3HAYALLErO BIIUSHUSA HA GapMaKOKHHETUKY NPEJHH30HA/IPEAHHU30JIOHA.
Jueoxcun. TIpu nipumeHeHun sTopukokcuba B no3e 120 mr 1 pa3 B cyTku B TeueHue 10 aHer
310pOBBIMU 100pOBONIbLAMK He Habatoaanock BiusHus Ha nokasartens AUCo.24 B paBHOBECHOM
COCTOSIHMH M Ha BBIBEJEHHE AMroKcHHa moykamu. HaGmonanocs yBenuueHue nokasatens Cmax
aurokcuHa (npubnusurensHo Ha 33 %). Takoe noBhILIEHHME, KaK MpPaBHIO, HE SBIAETCA
CyLIECTBEHHBIM A/ GOMNbIIMHCTBA NauueHToB. OpHako ciepyeT HabmoaaTh 3a COCTOSHHEM
MaLMEHTOB C BBICOKHM pPHCKOM OTHOCHTENIBHO TOKCHYHOrO NEHCTBHSA JWIOKCHHA TIpH
OTHOBPEMEHHOM MPUMEHEHUH 3TOPUKOKCHOA U AUTOKCHHA.

Brusinue smopuxoxcuba na npenapamt, MemabonusupyIouuecs. Cyroompanc@epasami.
DTOPUKOKCHEG ABJISETCS HHMHOMTOPOM AKTMBHOCTH 4e/oBEYeCKOH cynbdoTpancdepassl, B
yactHoctd SULTIEI, O BRHB™ OHUEHTPALMKY STHHWIIBCTPaanona B
cbiBOpoTKe KpoBH. Ilo l;ﬁ{;ﬁ? fl"cﬁ E60DROYHIMANI0 NaHHBIX O BJIMSHUM pasinUdHbIX

PECIVEJUKY BEJIAPYCh

MuaucTepcTBa 3APABOOXP
Tipucas PecnyGanky Benapych

apeHNs
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cynbdoTpaHchepas, a KIHHAYECKas 3HAYUMOCTEH [/ NMPUMEHEHHS MHOTHX IIpernapaToB €LIe
u3ydaercsi, LeNecooOpas’HO € OCTOPOXXHOCTBIO Ha3HAyaTh JTOPMKOKCHO OJHOBPEMEHHO ¢
APYTMMH [perapataMmH, KOTOpble MeTabONM3HPYIOTCS, TJIaBHBIM 00pa3soM, YenoBeYECKUMU
cynsdoTpanchepazaMmu (HanpuMep, NepopasbHeIA canbGyTaMos U MUHOKCHINI).

Brusnue smopuxoxcuba Ha npenapamol, MemaGonusupylousuecs usopepmenmamu Cucmembl
CYP.

Ucxons U3 NaHHBIX MCCIEIOBAHUM in Vitro, He O0XHIAeTcss WHrMOMPOBAHHE 3TOPUKOKCHOOM
unutoxpomos P450 (CYP) 1A2, 2C9, 2C19, 2D6, 2El u 3A4. B nccnenoBaHny npu y4acTuu
3[I0POBBIX JOOPOBONBLEB €XEAHEBHOE TPUMEHEHHE 3TOpUKOKCcHOa B fo3e 120 Mr He OKka3bIBano
BIIMAHUA Ha akTHBHOCTH MeuveHouHoro CYP3A4, 4To ycTaHOBNEHO MO 3PUTPOMULMHOBOMY
ABIXaTEJILHOMY TECTY.

Brusinue Opyzux npenapamog Ha papmakoKuHemuKy smopuxoxcuba

OcHOBHO# MyTh MeTabonu3Ma 3TopuKokcuba 3aBucut ot (epmentos cuctemsl CYP. CYP3A4
criocoberByer Metabonuamy aTopukokcnba in vivo. Micecnenosanus in vitro ykasblBaloT Ha TO,
yto CYP2D6, CYP2C9, CYP1A2 u CYP2C19 Takke MOryT Kartanu3HpoBaTh OCHOBHOH MYTbh
mMeTaGoNu3Ma, HO MX KOJIMYECTBEHHBIE XapaKTEPUCTUKH HE U3YYallHCh in Vivo.

Kemoxonazon. Kerokonason spasercs MowHsiM uHruburopom CYP3A4. Tlpu npumeneHuu
3710poBBIMU J06poBONbLamMu B fo3ax 400 Mr 1 pa3 B cyTku B TeyeHHe 11 [HEH KETOKOHA30I HE
OKa3blBaNl KJIMHHMYECKH CYILECTBEHHOTO BIMSHUS Ha (apMaKkOKMHETHKY pa30BOM O3Bl
sropukokcuba 60 mr (yBenunuenue AUC Ha 43 %).

Pugpamnuyun. ORHOBpEMEHHOE TMpPUMEHEHHE OSTOpHKOKcuOa ¥ pudamnuinHa (MOLHOTO
uHaykTopa hepmentos CYP) NpUBOAMIIO K CHIKEHHIO KOHLIEHTpaUui sTopukokcuba B riasme
KpoBH Ha 65 %. Takoe B3aUMOAEHCTBHE MOKET CONPOBOXAATHCS PELIMAMBOM CHMITOMOB, €C/H
3TOPUKOKCHO NPUMEHSAIOT OAHOBPEMEHHO ¢ pUpaMIUUMHOM. B TO Bpems KaK 3TH [laHHBIE MOTYT
YKa3biBaTh Ha HEOGXOAUMOCT MOBBILIEHHUS 03B, HE PEKOMEHIOBAHO NPUMEHATEH STOPUKOKCHD
B 7103aX, KOTOpbIE MPEBBHIIAIOT YKa3aHHbIE A1 KaXAOr0 MoKa3aHHs, NOCKO/IBKY HE H3y4asoch
KOMBWUHUPOBAHHOE NIPUMEHEHHe pridaMITHLMHA U 3TOPUKOKCcHOa B TaKKX J03aX.

Aumayudv. AHTaUMAHBIE TIpenapatsl HE OKAa3bIBAIOT KIMHWUYECKH 3HAYHMOTO BIHMAHHA Ha
(bapMakOKHHETHKY STOPUKOKCHOA.

YIHAKOBKA

TabmeTkH, MOKPHITEIE MIEHOUHOM 060104K0H, Mo 60 mMr, 90 Mr 1 120 mr.

ITo 7 Tabnetok B Gnuctepe u3 mienku [IBX u antomunuesoit ¢pomnsry. [o 1 wnn 4 Grncrepa ¢
WHCTPYKLIUEH 10 MEAULITHCKOMY MPHUMEHEHHIO B KAPTOHHOM Mnayke.

YCJIOBUS XPAHEHHS
XpaHUThb B HENOCTYITHOM IS IETeH MecTe, MpH Temnepatype He Bbiute 30°C.
CPOKTOJHOCTH
3 roaa. He ucnone3oBarth npenapar 1o MCTeUeHU ana-mmynaxosxe.
COTJACOBAHO

MHHUCTEPCTEOM 3/IPABOOXPAHEHUA
YCIIOBUS OTITYCKA U3 AIITEK o8 crwsnmcﬁ SENAPYCE
[lo peuenty. Tpuxas MunicrepeTsa 3ApaBoOXPAHEHNST

Pecnytanku Benapyes

MNPOU3BOJUTEJIb

«Mepk Wapn u Hoym B.B.», Hupnepnanast (agpec: Baapmepser 39, 2031 BH Xaapnewm,
Hupepnanast / Waarderweg 39, 2031 BN Haarlem, the Netherlands).

BJIAJAEJEL PETUCTPAIIMOHHOI'O YAOCTOBEPEHHS

epunr-TTnay Centpan Her AT, Beitmrpacce 20 CH-6000 JlrouepH 6, Llseiiapus/
Schering-Plough Central East AG, Weystrasse 20 CH-6000, Lucerne 6, Switzerland.
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