WHCTPYKIMA
110 MEJIULIMTHCKOMY ITPUMEHEHMIO JIEKAPCTBEHHOI'O TIPETIAPATA

[IPONIA®EHOH |
‘i MHH3IPAB POCCHH
PerucrpannoHHblil HOMep: \ 07061212
COT TACORAK
Toprosoe nanmenopanue: [Iponapenon COTIACOBA m _ —

Memyﬂapozmoe HEeNMAaTeHTOBAHHOC HAMMCHOBAHHE: HpOIIa(I)eHOH

Jlekapcrsennas gpopma: TabIEeTKH, TTOKPHITHIE IIEHOYHOH 000JI09KOM

Cocras:

1 Tabaerka 150 Mr cogepKuT:

Jleiicmesyiowee ewecmeo. npornadenona ruapoxnopun - 150,000 mr.

Bcnomozamenvhble Gewjecmsa:; JAKTO3bl MoOHOrmapar (caxap Monounsli) — 81,000 wr;
nemwonosa mukpokpucraummdeckas (MKI[-101) — 30,000 wr; noBuoH-K25 — 22,500 wmr;
kpockapmeiosa Harpus — 15,000 mr; maraus creapat — 1,500 mr.

Cocmas o6onouxu: onaapaii I1 85F48105 Bensrit — 8,000 Mr, B T.4.: MOJIMBAHAIOBBIN CIIUPT —

3,752 mr; Makporo — 1,888 mr; tansk — 1,392 mr; THTana muokcua — 0,968 mr.

1 Tadaerxka 300 Mr copepKuT:

Jleiicmeyiowee eewecmeo: nponadenona ruapoxaopus - 300,000 mr.

Benomoeamenvhvle 6ewjecmeéa; NAKTO3bI MOHOTHApAT (caxap Moijounbii) — 162,000 wr;
ne/umono3a Mukpokpuctamyeckas (MKI[-101) — 60,000 mr; moBumon-K25 — 45,000 wmr;
Kkpockapmeio3a Harpus — 30,000 Mr; marnus creapar — 3,000 mr.

Cocmas o6on10uxu: onaapait I1 85F48105 Beusrit — 16,000 Mr, B T.4.: HOJIMBUHUIIOBBIA CIIUPT —

7,504 Mr; makporon — 3,776 Mr; Tanek — 2,784 Mr; THTaHa qUOKCHI — 1,936 Mmr.
Onucanme: Kpyrible IBOSKOBBITYKIIbIE TAOIETKH, IOKPHITHIE IIEHOUHOH 000I0YKOH Oenoro
WM mouTH Oeoro npera. Ha momepeynoM paspese TableTKU BHIHBL AAPO MOYTH OEIOT0 IBETA

1 000JI0YKa.

dapmakoTepaneBTHYECKasi IPYNIA: aHTHAPUTMUYECKOE CPE/ICTBO

Koax ATX: CO1BCO03

145320



dapmako.10rH4ecKoe Jeiicrpue

DapmakoounHamuKka

IIponaeHoH SBISETCS aHTHAPUTMHUYECKHM npenapatom kiacca IC no knaccndukanyi Borana-
Bumbsamca. biokupyeT ObICTpble HATPHUEBBIE KAaHABI, YMEHBIIAET OBICTPBIH BXOSIIMH TOK
MOHOB HATphs M TOpMO3uT (asy 0 moTeHumana JeiicTBHA (OBICTPYIO JETOJSPH3ALHIO).
[pomadeHon Takke O0JazaeT MPSIMbIM MeMOPaHOCTAOHIM3UPYIOIMM JeHCTBHEM, C1abo
BBIPAJKEHHOI GeTa-aIpeHO0IOKHPYIONIeH aKTHBHOCTHIO H MECTHOAHECTE3UPYIOIIUM ICHCTBHEM,
npuMepHo paBHbIM 3 dexTy npokanta. Kpome Toro, nponadeHoHa rHAPOXIOPH B BBICOKOMH
KOHIIGHTPAIMH TOPMO3MT ME/UIEHHbIH BXOSIIMN TOK KaJIbIMs; OJHAKO STOT dQeKT sBiseTcs
c1abbem (npumepHo 1/100 ot s¢dexra Bepanmamuaa) U He BHOCHT CYIICCTBEHHBIH BKIAA B
AHTHAPUTMUYECKOE JIeHCTBHE IIpenapara.

[Iponadenon 3ameUisieT HapacTaHHe NOTEHIMATa JEHCTBUS, BCICJICTBHE YEro CHHIKACTCA
CKOPOCTH POBEJICHHS] MMITYJIbca (OTPHIATENbHbIH JpOMOTPONHBIH 5hdekT) B mpencepauH,
aTPHOBEHTPUKYJIAPHOM y3Ji€ U, B OCHOBHOM, B cucTeme I'mca-Ilypkunbe. [Iponapenon Takxe
sameuisier (Gasy 4 IMOTeHIWaia IeWCTBUS, YUIMHAET pe(pakTepHBbId MEPHOT W YrHETaeT
CIIOHTAHHBI aBTOMATU3M MHOKap/a, my4ka [ 'uca u BojaokoH Ilypkunbe.

[Iponadgenon 3ameIsieT MPOBEJCHHE MMIIyJIbca B JIOMOJHUTEIBHBIX MPOBOMSAIINX IYTAX
(Harpumep, mpu cunapoMe Bonbda-IlapkuHcona-Yaiita) 3a cueT yUIMHEHHs pedpaKTepHOro
nepuoja W OJOKaAbl MPOBEJCHHS KaK B AaHTErpagHOM, TaK M, [PEHMYIISCTBEHHO, B
pEeTPOrpaHOM HAMpPaBJICHHH. YMEHbBIIAET CIIOHTAHHYIO BO30YyIMMOCTh MHOKapaa (3a cuer
YBeJIMYEHHs! TOPOra CTHMYJIALHH), [OaB/IsSeT aBTOMATH3M SKTOINMYECKUX 04aroB BO30YyKICHHS
¥ MOBBIIIACT OPOT (GUOPHILISILIUHU HKETY0YKOB.

I[IponaeHOH BBI3bIBAET HEGOIBIIOE PaCIIHpeHHe BOIHBI P, yainnenue untepsanos PQ u QRS
na DKI'; mpu sTom urTepBai QTc, kak mpaBuiIo, 0OCTaeTCS HEU3MEHHBIM.

[TpormageHOH THAPOXIOPHI MOMKET OKa3hIBaTh OTPHIATEILHOE HHOTPOMHOE [CHCTBHE Ha
muoKkap/. [locie BHYTPUBEHHOTO BBEJICHHUS IponapeHoHa y TMAlUCHTOB C YMEPCHHBIM
HapyIIEHHEM COKPATUTEIBHOU (DYHKIIMHU JIEBOTO JKEJIy109Ka OTMEYAIOCH MOBBIIICHUE TaBICHHs
3aKJIMHUBAHMS JIETOYHOM apTephH, YBEJIMYEHHE CHUCTEMHOIO H JIETOYHOTO COCYAUCTOTO
CONMPOTHUB/IEHUS C OJHOBPEMEHHBIM HEOONBIINM CHIDJKEHHEM CEpIeYHOro BbIOpoca W
CEepIEUHOro HWHIAeKca. Y TAIMEeHTOB C HCXOJHOH CHMIKEHHOM COKPaTHMOCTBIO MHOKap/a
NpUMEHEHHe TponadeHOHa MOXKET MPHBOJUTh K KIMHHYECKH 3HAYUMOMY CHIDKCHHIO
COKpATUTETHHON (PYHKIIMH JIEBOTO KEeTy1049Ka.

MeraboauTsl ponadeHona 001a1a0T (HapMaKoIOrHUeCKOW aKTHBHOCTBIO.



OCHOBHO# MeTabOIHT - S-THAPOKCHIIPONa(EHOH - O CPABHEHHUIO € TIPONa(EeHOHOM MPOSBISET
COMOCTABUMYIO AKTHBHOCTH B OTHOIIGHHM HATPHEBBIX M KAJIbIMEBBIX KAaHAIOB, HO HMEET
npumepHo B 10 pa3 MeHbIIyI0 6eTa-aapeHO0IOKUPYIOIIYIO aKTHBHOCTD.
N-nenponuinponaderon (HoprpomageHoH) mpossaseT OGomee cnadyl0 aKTHBHOCTH B
OTHOLICHHM HATPHEBBIX KaHAIOB, HO O0OJaZaeT COMOCTAaBHMBIM CPOJCTBOM K Oera-
aJIpEHOPEIICTI TOPAM.

DapmakoKunemuKka

[IponadeHoH mpeacTaBseT co00H PaleMHUEcKylo CMeCh, COCTOAIYIO U3 S-mponaderona i R-
nponadeHoHa.

AbcopOrus

MaxkcumanbHas KoHenTpanus (Cmax) Ipemnapara B Ija3Me KpOBH JOCTUIACTCS B HHTEPBAJIC OT
2 110 3 4acoB mocie npuema BHYTpb. [IponadeHoH moABepraeTcs 3HaYMTEILHON M HAChIIAeMOU
npecucTeMHoOM GroTpancdopmanuu ¢ omomsio m3ohpepmenta CYP2D6 (spdexr «riepBudHOrO
IPOXOJK/IEHUS» depe3 IeYeHb), B CBA3H C ITHM abCOIOTHas OMOJOCTYIHOCTH Ipernapara
3aBHCUT OT JI03bI M JIEKApCTBEHHOW (opMbl. XOTS NPHEM IHUINK BBI3BIBAI YBEIHYCHHE
61010cTYNHOCTH U Cmax B TIa3M€ KPOBH B HCCIIEJOBAHMH IIPHEMa OJHOKPATHOH J03BI, IPH
MHOTOKPATHOM IpueMe mpornadeHoHa 310pOBBIMH J0OPOBOJIBLIAMH MHUIIA 3HAYUMO HE H3MEHsIA
OHOIOCTYITHOCTb.

Pacnpenenenue

[Tpomadenon GwicTpo pacmpenessercss B opranusMe. OObeM paclpesie/ieHusl B PaBHOBECHOM
coctostHuu coctaiser oT 1,9 mo 3,0 sw/kr. CremeHb CBsA3bIBaHHWs HpornadeHoHa ¢ Oenkamu
MIa3Mbl KPOBH 3@BHCHT OT KOHIEHTpPAalMM M cHIKaercs ¢ 97,3 % mpu KOHIEHTpalHuu
0,25 mxr/mi 1o 81,3 % npu kourenTpawu 100 MKr/miL.

buorpanchopmanus ¥ dIUMUHAIUS

CyliecTByeT JBa T€HETHUECKH 00YCIIOBICHHBIX IyTH MeTabonu3Mma nponadpenona. bomee yem y
90 % manueHTOB MpenapaT ObICTPO B 3HAUYUTEILHO META00IM3UPYETCs, TIEPUO/T ITOTYBbIBEICHHS
(T12) cocraBaser ot 2 10 10 yacoB (Tak Ha3bIBaeMble «OBICTPBIE META0OIM3ATOPBI). Y TAKHX
nanmMenToB  mpomadeHoH — MeTaboNH3MpyeTcs 0  JABYX ~ AKTHUBHBIX ~ METa0OJIUTOB:
S-runpokcunponadenon, obOpasyrommiicss ¢ nomompio u3opepmenta CYP2D6, u  N-
nenporuiponadenon  (HoprponadeHoH), 00pa3yomuics ¢ HOMOIIBIO  H30(hEPMEHTOB
CYP3A4 u CYP1A2. Menee yem y 10 % mnamueHTOB NponadeHOH METabOIU3HPYETCs
Me/UIeHHee, IIOCKOJIBKY — S-THApOKCHIpornadeHoH He olpasyercs MaM oOpasyercs B
HE3HAYUTEIbHBIX KOJIMYECTBAX (TaK Ha3bIBaeMble «MEJICHHBbIC MeTaboIu3aTophl»). PacueTHbli

IIEPUO TOJIYBBIBEAEHHs cOCTaBisieT oT 2 10 10 JacoB y «OBICTPBIX METabOIM3aTOPOB» U OT



10 10 32 wacoB y «MeJIeHHBIX MeTabosm3atoposy. Kimpenc nponadenona cocrasnsiet ot 0,67
1o 0,81 /u/kr.

[ToCKOJIBKY pPAaBHOBECHOE COCTOSIHHE JOCTHraeTcs uepe3 3-4 JHSA [pHeMa Mpernapara, To
PEKOMEH/IyeMbIi PEXHM J03HpOBaHMsS mHponadeHoHa TIHAPOXJIOpHA OAMHAKOB Ui BCEX
[TAl[MEHTOB HE3aBHCHUMO OT CKOpPOCTH MeTa0oiu3Ma («OBICTpBIE» HIIH  «MEUICHHBIC)
MeTaboIM3aTOPbI).

JIMHEeHOCTL/HEITUHEHHOCTD

YV «OBICTpBIX MeTabONM3aTOPOB» IYTh HACBHIIIAEMOT0 THIPOKCHUIMPOBaHHS (C IOMOIIBIO
modepmenta CYP2D6) obecrednBaeT HeIMHEHHYIO (hapMaKOKHHETHKY mponadeHoHa, a y
«MeJIUICHHBIX MeTa00IM3aTOPOB) - INHEHHYIO.

BHYTpH-/MEKUHIUBUAYAJIbHAS BApHAOCILHOCTh

dapMakoKMHETHKA MponadeHoHa THAPOXJIOpUIA MMEET 3HAYMTEIbHYIO HHAUBHIYaIbHYIO
BapHabe/IbHOCTh, YTO  OOYCIOBIEHO, TJIABHBIM  00pa3oM, 3(p(HEKToM  «IIEePBHYHOTO
TIPOXOK/IEHUA» Yepe3 IMeYeHb, a TAKKe HEIHHEHHOCTHIO (apMaKOKMHETHKH Y «OBICTPBIX
Metabonuzatoposy. [llupokas BaprHabeTbHOCTh KOHIEHTPAIMU MponadeHoHa B mia3sMe KpPOBH
TpeOyeT OCTOPOKHOTO ~ THTPOBaHHMS 103l M  HAOMIONEHUS 3@  KIMHAYECKHMH U
3IEKTPOKapIHOrpadUIeCKUMH IPU3HAKaMH JIeHCTBH IIpenapara.

Oco0Bble TpyIIIbI MAIMEHTOB

Iayuenmur nodcuno2o 6ospacma

V NanueHTOB MOYKUIION0 BO3PACTa ¢ HOPMAILHOW (DYHKIIHEH MoYeK coaepkaHue mponapeHoHa
CHJIBHO BAapbUPOBAJIO M CYIIECTBEHHO HE OTIMYAJIOCh OT TAKOBOIO Yy 30POBBIX MAI[MEHTOB
monoznoro Bospacta. Cojepxkanue S-ruapokcunponadeHoHa ObLIO  CXOAHBIM, OJHAKO
coziepKaHue TIIOKYPOHUIOB IponadeHoHa ObUIO B JIBa pasa BhILIE.

Iayuenmei ¢ Hapyuienuem GYHKYUuU novex

V  namMeHToB ¢ HapylleHHeM — (QYHKIHH ~[OYeK  coAepxkaHue mponadeHoHa U
S-ruzpokcunponadeHora ObUIO CXOMHBIM II0 CPaBHEHHIO CO 3J0POBBIMH JI0OPOBOJIBIAMH,
OIHAKO Ha0JIHOadach KyMYJSIHUs TIIFOKYPOHOBBIX MeTabomuToB. [Ipu HapymeHnn QyHKIMH
no4ek npornadeHoHa THAPOXJIOPU]T CIIETYET IPUMEHSATH C OCTOPOKHOCTEIO.

IHayuenmei ¢ Hapyuwienuem GyHKYUU nevenu

BHOIOCTYIIHOCTD M MEPUOJ TIOJYBBIBEICHHS ITPONadeHOHA IPH IIPHEME BHYTPb MOBBIIAIOTCS Y
MAlMEHTOB ¢ HapylleHHeM (yHkuuu nedeHu. HeoOxoaumma KOppEeKTHPOBKa J103bI Iperapara

IPU HAPYIICHUSIX QYHKIHH EUYECHH.



IMoka3anusi K NPUMEHEHHIO

[Ipemapar ITponadeHon npexHasHaueH JUIA NPOGUIAKTAKH U JCUCHHS HAPYIICHHH CepCTHOrO

pUT™MA.

[lapoKcH3MasIbHblE ~HAKETY0YKOBBIE ~TaXMApHTMHMM, B TOM 4Hcie AV-y3nopad
TaXMKapaus, HA/DKEIyJ0YKOBas TaXWUKap[us Yy TALHEHTOB C CHHIPOMOM Bonbga-
[Tapkuncona-Yaitra (WPW) i/uii mapoKCH3MaibHOH QUOPAILIAIHEH ITPe/ICePIUH.

Tsoxenas NapoKCU3MaIbHasA XKEJIy 109KOBAsA TaxuapuTMUs, yrpoxKaromas JKu3HH.

IIpoTuBonoOKazaHus

M3BeCTHAS — MOBBIICHHAs  UYBCTBHUTEJIBHOCTH K  NpomadgeHoHy MM JIH0O0OMY
BCIIOMOTaTeIbHOMY BEIIECTBY, BXOAIIEMY B COCTAaB Iperapara;

cunpom Bpyrana (em. pazaen «OcoOble yKa3aHus»);

MH(APKT MHOKAp/1a, IEPEHECCHHbIH B TEYEHHE MOCIIEHAX 3 MECSIIEB;

3HAYMTEIbHBIE OPraHHYECKIe H3MEHEHUS MUOKAp/1a, TAKHE KaK:

-JIeKOMIIEHCHPOBAaHHAas CepJieuHas HeJI0CTaTOYHOCTh C (pakimedl BbOpoca JEBOro
xKenyaouka meree 35 %o;

-KapIMOTEHHBI 10K, 32 HCKIIIOYEHHEM apUTMHUYECKOTO II0KA;

-BBIpaKeHHas Gpamukapms (dactota cepaednsix cokpamennit (HCC) menee 50 yn/mun);
-CHHJIpOM ¢JIa0OCTH CHHYCOBOTO Y3J1a, HApyIIEHHE BHYTPHCEPACYHOH IMPOBOAUMOCTH,
AV-6710Kaza BTOpOH CTENEHH W Bbllle, OJI0Kaza HOXKEK Iydka ['mca, Win JucTabHAs
6r1okaza (y manueHToB 6e3 AIeKTPOKapIHOCTUMYJIATOPA);

-BbIp@KEHHAs apTepUallbHAsl THIIOTECH3HS.

BBIPA)KEHHBIE HApYLICHWs BOJIHO-3JIEKTPOJIMTHOro Oajnanca (Hampumep, HapylICHHS
MeTaboIM3Ma Kajus);

TsKe/Ible 0OCTPYKTHBHBIE 3a00/IeBaHHsI JIETKHX;

OJIHOBPEMEHHOE PUMEHEHUE PUTOHABUPA;

MHACTEHHS TPABUC;

netckuii Bospact 10 18 et (3hpeKTHBHOCTE U 6€3011aCHOCTh HE YCTAHOBIICHbI);

NeGUUMT  JIaKTa3bl, HEMEPEHOCHMOCTh  TalaKTO3bl WM  [JIFOKO30-TalaKTO3HAs

MasibabcopOIHs (Ipenapar CoAePKHUT JaKTO3bI MOHOTUJIPAT).

C 0CTOPOKHOCTBHIO

HapyleHne QYHKIIUU TIEYCHU W/UIH TT0YEK;

napoxcusMasibHas GuOpHUTAIKs npeacepauii (cM. pasaen «Ocobble yKasaHus»);



e [pHMCHEHHE Yy TANMEHTOB C  3JIEKTPOKApIHOCTHMYIATOPOM/KapAHOBEPTEPOM
neGuOpHILIATOPOM;

e Opaaukapaus;

e aprepuanbHas TUIIOTEH3HS,

® [IOKHWJIOW BO3pACT;

e OpraHuYecKue U3MEHEHMs MHOKap/a;

e (OepeMEeHHOCTh U MEPUOJ] IPYAHOI0 BCKAPMITMBAHMS;

L4 06CTp}/KTI/IBHI>Ie 3a00JIeBaHUS JIETKUX, TaKhe Kak 6p0pr1aana;1 acTMa M XpOHHYCCKasa

obcrpykTuBHas 6ome3nb Jgerkux (XOBbJI);

® OJHOBPEMECHHOC IIPUMCHCHUEC C JAPpYTUMHA AHTHAPUTMHUYCCKUMHU ImpernapaTramMy,

nperapatamy, yumHsommmu  uHTepBanr QT ma  OKI,  murokcunom,  OGera-

anpeH06n0KaTopaMn;

e OIHOBPEMEHHOE NPHMEHEHUE ¢ MHrHOHTOpaMu W HHIyKTopamu usodepmentos CYP2D6,

CYP3A4 u CYP1A2.

Ipumenenne npu 6epeMeHHOCTH H B IIEPHO/X IPYIHOT0 BCKaPMJIHBAHHS

bepeMeHHOCTD

COOTBETCTBYIOIUX M CTPOrO KOHTPOIMPYEMBIX MCCIENOBaHHH y OEpEeMEHHBIX JKCHIIMH HE
IPOBOIMJIOCH. IIpenapaT MOMKHO TPUMEHATh NpH OEPEMEHHOCTH TOJBKO B Clydyae, €CIH
OKHzaeMasi T1071b3a I MaTepH MPEeBhIIAeT MOTEHIMATBHBIN PUCK Ui mioja. IIponadgenona
THIPOXJIOPU TIPOHMKAET dYepe3 IUTaleHTapHbi Oapbep. KonmenTpanus mnpomapeHoHa B
IyIOBHHE cOocTaBlsieT puMepHO 30 % OT KOHIIEHTPALUK B KPOBU MATEPH.

BBL10 ycTanoBjieHOo, 4To nponadeHoH o01aaeT SMOPHOTOKCHYHOCTBIO Y KPOJIHUKOB U KPBIC IIPH
BBEJICHHM BHYTPb B J03aX, TOKCHYHBIX Ul MaTE€PHHCKOro opramusma - 150 wmr/kr/cyt
(CMepTHOCTD, CHHMKEHHE Habopa Beca M IOTPEOICHHs MUIIH Y CaMOK IIPH JI03€ NPUMEPHO B 3
pasa Bblllle MAaKCHMAIbHON pEeKOMEHIyeMoi 10361 y denoseka (MP/IH) B mepecuere Ha Mr/M>
TJIOIMAHN OBEpXHOCTH Tena) U 600 Mr/Kr/cyT (CHHKeHHe Habopa Beca ¥ MOTPEOJICHUS [T Y
caMoK TIpH J103e npuMepHo B 6 pa3 Beime MP/IY B nepecuere Ha MT/M? TIJIOIIAIM TIOBEPXHOCTH
Tela), COOTBETCTBEHHO. TakXe /103a, TOKCHYHAs I MAT€PUHCKOro OpraHu3Ma, B pasMepe
600 mr/kr/cyt (mpumepHo B 6 pa3 Beiue MP/IYH B mepecueTe Ha MI/M? TUTOIIAH TIOBEPXHOCTH
Tena) JIONOJHUTENLHO BhI3bIBAJa CHI)KCHHE Beca IUIoJa Y KpbIC. Y KpOJMKOB IpH J03€
30 mr/xr/cyT (Mmenbie MPJIY B niepecuere Ha Mr/M? IUIOIIA/M TIOBEPXHOCTH TeJia) B OTCYTCTBHH
MaTepUHCKOW TOKCHYHOCTH HAOMIOJAT0Ch YBEJIMYEHHE MAacChl IUTAlCHTH M 3aEepiKKa

occU(UKAIUH.



[lepuo rpyAHOTO BCKAPMJIMBAHUS

WccreoBannii BBIIEICHHS MponageHoHa ¢ IPYAHBIM MOJOKOM He TpPOBOAMJIOCE. OXHAKO
MMEIOTCSl OTpaHMYEHHbIE J@HHBIE O TOM, YTO MPONA(GeHOH MOKET BBIICNIATHCA C IPYIHBIM
MOJIOKOM. IlpomadeHOHa THAPOXJIOPHI CJEIYyeT NPUMEHSTH C OCTOPOKHOCTBIO B MEPUON

IPYAHOTO BCKApMJIMBaHHS.

Cnocod npuMeHeHHUs H 103bI

BuyTps.

M3-3a TOpHKOTO BKYCa M MECTHOrO AHECTE3HpYIOIIero eicTBus mnponapeHoHa TaOIeTKy
CllefyeT TPOITaThIBATh IEJIMKOM, HE padkeBbIBas M 3amluBas OKHAKOCTBIO. lIpemapar
[TponadgeHoH MOKET IPUHHUMATHCA OHOBPEMEHHO C IPUEMOM ITHIIH.

Jlo3y cienyeT moaOMpaTh MHIMBUAYATHHO B 3aBUCHMOCTH OT OTBETHOM PEAKIHH IAlMEHTA U
noydeHHoro >bdekra. VHauBu/yaibHas MoUIepKHBAIOIIAs 1038 M0JDKHA OOUPAThCS TOJ
KapJMOIOTHYECKHM HabroIeHneM, BKIodas MOHMTOpHHT OKI' M KOHTpOJIB apTepHaibHOIO
JTaBJICHUS.

[larmenTam, y KOTOPBIX HaOJIFONIAETCs CYLIECTBEHHOE pacimmpenne kommiekca QRS wmn AV-
6J10KajIa BTOPOi UM TPEThel CTEIEHH, PeKOMEHIyeTCsl CHU3HUTh 103y. Jlo3a mpenapara 10JDKHa
OBITH CHUKEHA NIPH yBEJIMYEHUH JutTensHOCTH nHTepBana QRS Gonee, yem Ha 20 % (>0,12 ¢)
WK NpM yBenuuenuu uaTepBaita PQ Oonee, yem Ha 20 % (>0,24 ¢). [lo3a mpenapata 10DKHA
OBbITH CHMJKEHA WJIM [IPUEM TIperapaTa JODKeH OBITh IIPEKpalleH 10 TeX IMOp, IMOKa I0Ka3aTean
OKI' He BepHYTCSI K HOPMAJIBHBIM IIPE/ICIIaM.

PexxuM J103upoBaHus

I[Ipumenenne npenapara [IpormadeHOH cliefyeT Ha4yMHATh B YCIOBHMAX CTanuoHapa. Jledenue
JIOJKEH OCYIIECTBIISATH KApAHOJIOr, HMEIONIMI OMBIT JEYEHUs COOTBETCTBYIOIIMX HapyIICHHUH
CEpICYHOr0 PUTMA.

V mamMenToB ¢ Maccoi Tena okoso 70 Kr B mepHoJ moAdOopa A03bl U UL MOJIEPKUBAOIICH
Tepanuy pPeKOMEH0BaHHAs CyTOYHas 103a cocrapiager oT 450 mo 600 wmr mpornadenoHa
THAPOXJIOPH/IA, paselieHHas Ha 2 WiH 3 mpuema B cyTKH. [Ipu HEOOXOAMMOCTH CyTOYHAs /1032
MOXeET ObITh yBEJIMYEHA J0 MAKCHMAlIbHOM CcyTodHoif m03bl - 900 Mmr mpomadenona
rHApOXJIopHaa. Y MAlMEHTOB ¢ Gojiee HHU3KOM MAaccoi Tena CYTOYHYIO 103y HEOOXOAMMO
YMEHBIIUTH COOTBETCTBYIOIIUM 00pa3oM.

He crenyer HauWHATH YBEJIWYCHHE JO3Bl, €CIM JUIMTEJIBHOCTH MPUMEHCHHUS Ipenapara

cocTaBiseT meHee 3-4 qHEH.



Oco0ple IPYIIILI NALIMEHTOB

Iayuenmul nodxcu1020 603pacma

He 66110 BBISBICHO pasinuuii B 9 (HEKTHBHOCTH MM O€30MIaCHOCTH NMPUMEHEHHUS Mperapara B
JAHHOII TPYIITe TIAIMEHTOB, OJHAKO HEJb3s MCKII0YaTh 00Jee BBICOKYIO 1YBCTBHTETBHOCTH
OT/IEbHBIX 0O0JIee MOKUIIBIX MAlMEeHTOB, TIO3TOMY JAHHBIC MAIUCHTBI J0/UKHBI HAXOAUTHCS O/
TmaTe bHBIM HAOMIONEeHHeM. Taike TOCTYNAOT M IPH ITPOBEJICHUH [OACPKHBAIOIICH
Tepannu. He crieyeT Ha4MHATh yBEIUYEHHE 03B, €CITH JUTMTEILHOCTD IPHMCHEHNUA TIperapaTa
cocTaBJIgeT MeHee 5-8 MHEeM.

Iayuenmei ¢ napywienuem QYHKYUU nOYex u/unu neyenu

V ManpeHToB ¢ HapylIeHHeM (GyHKIIMU I10YeK /WM MEYCHH BO3MOMKHO HAKOIUICHHE Mpernapara
[IpH [IPUMEHEHHHN CTaHAApPTHBIX J03. TeM He MeHee, MoA00p 103bI npornadeHOHA THAPOXIIOpHIA
B JAHHON TIpyIINe MAaHeHTOB HEOOXOAMMO MPOBOMUTH MOJ TIIATEILHBIM  KIHHAICCKHM
KoHTpoJieM u KoHTposeM DKIT'.

[Tpomnyck npreMa 04epeIHOMN 1035l

Ecii mamueHT 3a0bUT IPHHATH OYepeNHyro o3y npenapara IlpomadeHoH, TO MpONYIEHHYIO
7103y ClIe/lyeT TIPHHATH cpa3y MOCJe TOTo, KaK MAalUeHT 00 5TOM BCIIOMHHUII, €CJIH TOJIbKO 3TO HE
MPOM30IIIO HE3aJ[0Jr0 [0 BPEMEHH MpHeMa Clefyiomed o3bl. B mocnennem ciydae

NPOIYIIEHHYIO 03y IPHHUMATH He ciiefyer. HuKoria He yisanBaiite NpomymeHHyo 103y!

IloGounoe neiicTBUE

Haubonee pacnpocTpaHEHHBIME M OYEHb YaCThIMH HEKE/IATEIbHBIMU PEAaKLHAMH, CBA3aHHBIMA
¢ mpuMeHeHHeM —mnponadeHOHa, SBISIOTCS —TOJOBOKDY/KEHHME, HApyUICHHE —CepIeuHOH
IIPOBOJMMOCTH H OIIYIIEHHE CEPAIEOHEHHUS.

B Tabimie HHM)KE NPUBEICHBI HEXeNlaTelIbHbIE PEaKIMd, 3aperUCTPUPOBAHHBIE B XOIEC
KJIMHHYECKUX MCCIICIOBAHMI U TIPH MOCTPETHCTPALMOHHOM OIBITE MPUMEHEHHS TponadeHOHa.
Bce peakiuu, pacleHEHHble KaK HMMEIOIME, IO MEHbIIel Mepe, BO3MOXKHYIO CBS3b C
npEMeHeHneM nponadeHoHa, MPeJICTaBIeHbl 0 CHCTeMaM OPraHOB M YacTOTE BCTPEYAEMOCTH
COTJIACHO CIIEAYIOMMM KPHTEpHAM: ouens uacmo (> 1/10); uacmo (>1/100, o < 1/10); nevacmo
(>1/1000, HO < 1/100); pedxo (>1/10000, Ho < 1/1000); ouenv peoxo (< 1/10000); wacmoma

HeuszeecmHda (HC MOYET OBITH OIIEHEHA HAa OCHOBE UMEIOIIUXCS I[aHHI)IX).



BHyTpI/I KaK 101 IPyHIbI 110 9aCTOTE BCTPEYACMOCTH HEXeJIATCJIbHBIC PECAKIIHN PACIIOJIOKEHBI B

MOPSIKE CHUIKCHUS CTECIICHU CEPhE3HOCTH, B cly4dae €CJid TaKOBYIO BO3MOXKHO OBLJIO OIICHUTS.

Cucrema Oprasos 110 YacroTa HexenatenbHble peakiuy

K1accupuKaluu

MEMIIMHCKOTO CI0BAPs

JUISE HOpMATUBHO-TIPABOBOM

nestenbHocTH (MedDRA)

Hapywenus co cmoponwt | Heyacto TpomOonuuronexnus

kposu u aumgpamuyeckou | Yactora HEU3BECTHA ArpaHyJIoIHuTO3

cucmemul Jlelikornienus
['panynouuToneHus

Hapywenuss co cmoponwt | HacToTa HEU3BECTHA Peaxruu

UMMYHHO 1l cucmembl

TANCPYYBCTBUTCIIBHOCTH !

Hapywenus memabonusma u | Hewacto CHIKEeHHE anmneTuTa
numManus
Icuxuueckue napywenus Yacto Tpesora
Hapymenus cua
Heuacto «Kommapubie» CHOBUICHHUS

YacToTa HEU3BECTHA

CHYTaHHOCTB CO3HAHHUsA

Hapywenus co  cmoponwi

OyeHp 4yacTo

T 010BOKpYKeHHe?

HEePBHOI CLUCmeMbl Yacto ['onoBHas 601
Hapyienus Bxyca
Heuacto ObBMmopoxk
Arakcus
[TapecTe3us
YacToTa HEU3BECTHA Cynoporu
DKCTpanupaMuIHbIe
CHMIITOMBI
becniokoiicTtBO
Hapyuwienus co cmoponvi Yacto HegetxocTs 3penus
op2aua 3peHus
Hapywenus co cmoponv | Hewacto Bepruro

opeawna ciyxa u 1abupunma

Hapywenus co  cmoponwi

OuyeHb 4acTo

Hapymenne cepaevynoi




cepoya

IPOBOIUMOCTH’

Omurymenue cepareOneHus

Yacro CunycoBasi OpauKap/Ius
bpanukapaus
Taxukapaus
Tpeneranue npeacepaui
Heuacro XKenynodukoBas TaXuKapIus

Aputmus’

YacToTa HEU3BECTHA

OubpuiIIALKs KEITyJ0YKOB
Cepneunas

HEIOCTATOYHOCTH’
CHIKEHHE YaCTOTHI

CEepJICUHBIX COKpALICHUN

Hapywenus co cmoponw | Hewacto CHIKeHHe  apTepHaJIbHOTO
cocyo0os JIaBJICHUS
YacToTa HEU3BECTHA OpTtocTaTryeckast
THITOTEH3HS
Hapywenuss co  cmoponwr | HacTto Oppimka
ovixamenvbHoll cucmembi,

0peano8 2cpyoHOU Klemku u

cpedocmenu

Kenyoouno-kuuieunwvie

Hapyuienu:sl

Yacto

Bons B xxuBOTE
PBoTa

TommnoTa

Juapes

3amop

CyXoCTh CIU3UCTON

000JIOYKH TTOJIOCTH pTa

Heuacto

B3nyTtue xuBoTa

MeTteopuszm

YacToTa HEU3BECTHA

[To3bIBBI HA PBOTY
KenynouHO-KUIIEUHbIE

paccTpoicTBa

Hapywenuss co  cmopoHul

Yacto

Hapymenus byHKIAU
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nevyeHu u Jl('el'-le@bZGOO}lllﬂlx I'Ie‘IeHI/I6

nymeii YacToTa HEM3BECTHA ['emaTone/LTIOspHbIE
HapyLIECHUs
XomecTas

['emaTut

Kenryxa

Hapywenus co cmoponwt | Hedacto KpanusHuna
KOXCU U NOOKONCHBIX MKAHEU KoxHblii 3y1
Kosxnas cbib

Dputema

YacToTa HEM3BECTHA OcTpblii TeHepaTn30BaHHBIN

9K3aHTEMATO3HBIH MTyCTYJIe3

Hapywenus co cmoponw | HacToTa HEU3BECTHA Bosryano4HOMO100HbIH
MbIULEYHOL, — CKeIemHOU U CHHJIPOM

COCOUHUMETILHOU MKAHU

Hapywenus co cmoponwr | Heuacto DpeKTuibHas JUCHYHKIUSA
penpooykmuenot cucmembvl u | YacToTa HEM3BECTHA CHMKEHHUE KOJINYeCTBa
MONOYHBIX dicene3 CIIepMAaTO30H10B

Obwue HapyuteHus u | Hacto Bosab B rpyaHO# KiIeTKe
peaxyuu 6 Mmecme 66e0eHUs CnabocThb

[ToBpImIeHHAS YTOMJIIEMOCTD

JInxopanaka

! MoryT nposBasThes B BUJIE X0JIECTa3a, AUCKPA3HH KPOBH M KOJKHOH CHIIH.

2 3a HCKITIOUEHHEM BEPTHIO.

3 Brimouasi CHHOATpHAIBHYIO 6110Kaxy, AV-6J10Kaly U BHY TPHIKETYI0UKOBYIO OJI0KaLy.

4 IIpumenenye mponadeHOHA MOYXKET ObITh CBSI3aHO € MPOAPUTMHYECKHMH S PeKTamMu, KOTOphIE
npossistores yeauderneM YCC (Taxuxapaus) win GUOpHIIIALMER KeTyan04koB. Hekortopeie
U3 OTUX apUTMHH MOTYT OBITh JKH3HEYTPOXKAIOIIMMH M MOTYT HOTpeOOBaTh IPOBEICHUS
PEaHUMAIHOHHBIX MEPOTIPUATHIT ISl IPEJOTBPAIIEHHUS HOTEHIIHATBHOTO JIETATBHOTO HCXO/1a.

3 BO3MOKHO yXY/ILIEHHE TeYeHHs CEPIEYHOM HeI0CTATOYHOCTH.

® B rToM uHcle ~H3MEHEHHS  IIE€YEHOYHBIX  MPOO»:  MOBBIICHHE  AKTUBHOCTH
acrapraraMHUHOTpaHchepassl (ACT), aJlaHMHAMHHOTpaHCc(epazbl (AJIT), ramma-
riayTaMuiITpancdepasbl U melouHoi Gocdarassl.

7 CHIKeHMe KOJIMYECTBa CIIEPMAaTO30HI0B 00pAaTUMO T10CIe OTMEHBI ITponageHoHa.
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IlepenosupoBka

CuUMITOMBI

Co cmoponv Muokapoa

[locnencTBus  TEPEIO3UPOBKH  IporadeHoHa IuIpoXJopuaa Ul  MHOKapIa MPOSBIIAIOTCS
HapYLIEHHUSMU TEHEPAldd U TPOBEJICHHS HMITYJIbCOB, TAaKUMH KaK YUIMHEHHE HMHTEpBAIA PQ,
pacimpenne komruiekca QRS, monaeieHne aBTOMaTH3Ma CHHYCOBOIO  y3Ia, AV-6n0kana,
JKeJTy/IOUKOBas TaXUKapws, (UOPHIIALMSA JKETyJI0UKOB, TpENETaHHE JKEIyJ0YKOB H OCTAHOBKA
ceprma. CHUKEHHE COKPATUMOCTH (OTPHUATENBHBIH HHOTPONHBIA S(QPEKT) MOXKET MPHBECTH K
BBIPOKEHHOMY CHIDKEHHIO apTePUATIBHOTO JIABJIEHHs], KOTOPOE B TSDKEJIBIX CITy4asX MOMKET BbI3BATh
Kap/IMOTEHHBIH LIOK.

DKremparkapouanbHle NPUSHAKU U CUMIIOMbL

IIpu mepe103MpoBKe ObLIA ONMKMCAHBI META0OIMYECKHH alKI03, TOJIOBHAs 00JIb, TOJOBOKPYKEHHE,
HEYETKOCTD 3PEHHs, TIapeCTe3usi, TPEMOP, TOLIHOTA, 3aM0p, CYXOCTh CIIM3MCTON 00O0JIOUKH MOJIOCTH
pra u cy0poru. Takke coodmanoch o Cirydae JIETATBHOTO HCXO/1a.

B ciayyasx TSDKEJIOro OTPaBICHHS BO3MOXKHBI KJIOHHKO-TOHHYECKHE CYIOPOTH, IapecTe3us,
COHJIMBOCTh, KOMa U OCTAHOBKA JIbIXaHHSL.

Jleyenue

[TOmbBITKY BBIBEJICHHUS IpenapaTa W3 Opranu3Ma rmocpecTBoM reMonepdysnn Manod(eKTHBHEL
B cBs3u ¢ GOIBIIMM 0OBEMOM pACIpEIENiCHHss U BBICOKON CTENICHBIO CBA3BIBAHUS ¢ OeIKaMu
TIa3Mbl KpoBH (>95 %) npoBeieHie reMoiuanu3a HedaHeKTHBHO.

[ToMuMO mNpOBeNEHHs OOMMX HEOTIOKHBIX MEPONPHUITHH, HEOOXOIMMO KOHTPOIMPOBATH
’KU3HEHHO BaKHBIE IIOKA3aTe/H B ITajlaTe HHTEHCUBHOM Tepaluu U KOPPEKTHPOBATh UX B ClIy4ae
HEOOXOMMOCTH.

JIist KOHTPOJISA CEPAEYHOr0 PUTMA U apTEPUATBHOTO JaBIeHUs d(QHEKTHBHBIMA MEPOIPHATUSIMHE
ABIAroTCs 1epuOpmiIsiEs, a Takke HHpy3un fodpavuna. Cy10pord KynupyT BHYTPHBEHHBIM
BBEJICHHEM JIHa3ernama.

MoryTt nortpeboBathcs OOIMIME IMOJIEPKUBAIOIIME MEPOIPHUATHS, TaKUe KaK IOJKIIOYEHHE K
anmapary HCKYCCTBEHHOTO JbIXaHHs H HempsMod Maccax cepaua. IIpum HeoOxomumocTu
BO3MOKHA YCTaHOBKA BPEMEHHOTO 3JIEKTPOKApAHOCTUMYJIATOpPA Ui KOHTPOJS CEpACYHOrO

pUT™A.

B3aumoseiicTBHE ¢ IPYTHMH JIeKAPCTBEHHBIMH CPeICTBAMH

dapMakoJMHAMUAYECKUE B3aUMOJICHCTBUS

IIpenapamei, yonunsiowue unmepeanr QT na IKI', u anmuapummuyeckue npenapamel
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CoBMecTHOEe MpUMEHEHHEe TpornadeHoHa THAPOXJIopHIa C JPYrHMH aHTHAPUTMHYCCKHMH
TpenaparamMyu WM rpenaparamu, yumssomuma natepsai QT, ve usydanocs noapodHo. Takue
npemaparbl MOTYT BKJIIOYaTh B ce0s MHOTME AaHTHAPUTMHYECKHE CpPEICTBA, HEKOTOPBIC
GeHoTHa3MHbl, TPUIMKIHYECKHE AHTHIENPECCAHThl W MAaKpOJW/bl [UIs TNpHEeMa BHYTPb.
Heo6xoauMo TIIaTeIbHOE HAOIIOICHHE 3a TTAIIUEHTOM U, B 3aBUCUMOCTH OT TEPANCBTHYECKOTO

OTBETA, MOJKCT HOTpCGOBaTBCSI HU3MEHCHHUE A03bI KAXKXI0TO Imperapara.

Amuooapon

KoMOuHHpOBaHHAs TEpANUs aMHOJaPOHOM H IponapeHoHa MHAPOXIOPHIOM MOXKET BIHATH HA
IPOBOIMMOCTH U PETIOJIIPH3AIINIO U IIPUBOIUTH K OTKJIOHEHHAM, KOTOPBIC MOTEHIHAIBHO MOTYT
OBITH MPOAPUTMOTEHHBIMU. B 5TOM cilydae MOXeT MOTpeOGoBaThCs KOPPEKTUPOBKA J03bI 000X
[perapaToB UCXO/Is U3 TePANIeBTHYECKOTO OTBETA.

Jluooxaun

CymiecTBeHHOTO BiMsHHS Ha (AapMAKOKMHETHKY IponadeHoHa WIHM JIHJOKaWHA He
Ha0II0/1a7I0Ch TP UX COBMECTHOM IPHMEHEHHH y HalMeHToB. OIHAKO MPU UX COBMECTHOM
IPEMEHEHHH COOOMATIOCH O MOBBIIICHHOM PHUCKE Pa3sBHTHUsA MOOOUHBIX 3P(HEKTOB JIHI0KAKHA CO
CTOPOHBI [ICHTPAIbHOW HEPBHOM CHCTEMBI.

IIpouue npenapamui

[Ipy COBMECTHOM TMPHMEHEHHUH IponapeHoHa TIHAPOXJIOPHIa C MECTHBIMH aHECTETHKaMH
(mampumep, TpPH  HMIUIQHTAIMK  SJIEKTPOKApAMOCTUMYJISTOpa,  MPU  XHPYPrHYECKHX
BMEIIATE/ILCTBAX HJIM B CTOMATOJIOTHH) WM JPYTHMHU JIEKApPCTBEHHBIMHM CPEJICTBAMH, KOTOPbIC
ypexkator UCC  wW/WIM  CHWKAIOT ~ COKPAaTHMOCTh ~ MHOKapiaa  (Hampumep, — Oera-
a7peH00I0KATOPAMH, TPHITMKINYECKIMH aHTHCTIPECCAHTAMH ), BO3MOXKHO YCHIIEHHE OOOYHBIX
s¢dekToB npenapara.

dapMaKOKHHETHYECKHE B3aUMO/IEHCTBUS

Hnzubumopul uzogpepmenmos CYP2D6, CYPIA2 u CYP3A44

IIpenaparsl, kotopbie nHruoupyor usodpepmentel CYP2D6, CYP1A2 u CYP3A4, nanpumep,

KETOKOHA30J1, [IMMETUINH, XUHHUIMH, SPUTPOMHUIMH U I'peHNIpPyTOBBIA COK, MOTYT BBI3bIBATh
MOBBINICHHE  KOHIIEHTpalmu mnpornadeHoHa THApOXJIOpHAa B IiasMe kposu. [lpu
O/THOBPEMEHHOM ~ TIPHMEHEeHHH mpornadeHoHa THIPOXJIOpUIa C WHIMOMTOPAMH — OTHX
130(epMENTOB, MAIMEHTHI I0DKHBI HAXOJUTBCS IO/ THIATENbHBIM HAONIOJCHHEM, B Ciydae
HEeOOXO0MMOCTH JI03Y JIEKAPCTBEHHOTO IIperapara ciieyeT KOppeKTUPOBATh.

OaHOBpEMEHHOE MTPUMEHEHHe NponadeHoHa THAPOXIOpH/Ia ¢ PUTOHABUPOM TIPOTHBONIOKA3aHO
B CBS3M C BBICOKMM IOTEHIMAJIBLHBIM PHCKOM YBEJIHYCHHs KOHLEHTpaluM INponadeHoHa B

I1a3Me KpOBH.
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Cyoempamot uzogpepmenmos CYP2D6, CYPIA2 u CYP3A4

OHOBpeMEHHOE TPUMEHEHHE MpornadeHoHa ¢ MpernapaTaMu, KOTOpble METaOOIH3HUPYIOTCS C
nomorpio  u3ohepmentoB CYP2D6 (mampumep, Bennadakcud, aesunpamus), CYPIA2
(manpumep. TteodpwumH) wim CYP3A4 (manpumep, IMKIOCIHOPHH) MOXET BBI3BIBAThH
MOBBIIICHHE KOHIIEHTPALIUU ITHX IIPENapaToB B IUIA3ME KPOBH.

Hnoyxkmopul uzogpepmernmos CYP2D6 u CYP3A4

OHOBpeMEHHOE TPUMEHEHHe nponageHoHa U pUpaMIUIMHA MOXKET CHHU3HTH KOHIIEHTPAIUIO
nponadeHoHa B IJ1a3Me KPOBH H, KaK CIIE/ICTBUE, CHU3UTh €0 aHTHAPUTMHYECKYIO aKTUBHOCTD.
OHOBpeMEeHHOE Ha3HaveHHWe pupaMmunuHa ¥ nponadeHoHa y «OBICTPBIX METabO0IM3aTOPOB»
NPUBOJMIIO K CHHJKEHHIO IUIA3MEHHBIX KOHIEHTpaiuit mnpomadgeHona Ha 67 % ¢
OJIHOBPEMEHHBIM CHIKCHHEM KOHIIEHTpAIUHU S-THpoKcunponadeHona a 635 %.
Konnentpaius Hoprpornadenona ysenuumiaach Ha 30 %. YV «MeUIGHHBIX MeTab0In3aToOpPOBY
OTMEYaIoch yYMEHBIIEHHE KOHIEHTpalu mpornadeHona B IasMe KpoBH Ha 50 %, a Taxke
yBesmuerne AUC u Cmax HOprpornadgeHoHa, COOTBETCTBEHHO, Ha 74 % n 20 %.

[Toueuynass oKckpemus npornadeHOHA W €ro MeTaboJUTOB  3HAYMTEIBHO  CHHIKAJIACh.
AHajoruunbple pe3yiabrarhl ObutH OTMedeHbl Wy HOXHIBIX mHaueHToB: AUC H Cax
nponapenona cHmwkamiuch Ha 84 % c¢ oxHoBpeMeHHbIM yMeHbIIeHHEM AUC H  Cax
S-ruapoxcunponadenona Ha 69 % u 57 %, COOTBETCTBEHHO.

Tak xak QenobGapOutan sBusercs HHAYKTOpoM H3odepmenta CYP3A4, cuenyer
KOHTPOJIMPOBATh OTBET HA TEPAIMIO B Clydae MPHCOEIMHEHHS NponadeHOHa K UIMTEIbHOM
Tepanuu GpenodapouTaIoM.

Xunuoun

XUHUIMH B HEOOIBIIUX J03aX ITOJHOCTHIO MHIHOUpPYET T'MAPOKCHIMpOBaHUE HpomnadeHoHa ¢
nomomsio uzodepmenta CYP2D6. OnHoBpeMeHHBII npueM XMHHIUHA B 103e 50 Mr 3 pasa B
cyTkH ¢ npomnadeHonom B 03¢ 150 mr 3 pasa B cyTkH (B ¢opme TabIETOK ¢ HEMEUIEHHBIM
BBICBOOOX/ICHHEM) MPUBOIAI K YMEHBIICHHIO KIUpeHca nponadeHona Ha 60 % y «OBICTpBIX
MeTaboIM3aTOpOBY ([enas MOCIeIHHX, M0 CYTH, «MEUICHHBIMH MeTabonu3aropamuy). [Ipu
5ToM, 0oJiee YeM B JIBa pasa yBEJIHUYMBATACh PABHOBECHAS KOHIEHTpalus HponadeHoHa B
miasme Kposu ¥ Ha 50 % cHWKalach paBHOBECHAs KOHIIEHTpalMs S-TuapoKcunponadeHoHa.
OnHoBpeMeHHBIM MpueM XHHHAMHA B 03¢ 100 Mr B Tpu pasa yBEIMYMBAEeT PaBHOBECHHIE
KOHIleHTpaluu mnponadenona. Pexomenmyercst wu30eratb OJHOBPEMEHHOIO IPUMEHEHHUS
npernapata [[ponageHOH ¢ XMHUIUHOM.

bema-aopenobroxamopoi

B KIMHMYECKOM HCCIIEIOBAHUU Y 3I0POBBIX J0OPOBOJBIEB OBLIO YCTAaHOBJIEHO, YTO

OJIHOBPEMEHHBIH TpHeM TmponadeHOHa TUAPOXJIOpUAA M  IIPONPAHOJIOIa IMPUBOIAMT K
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cymectenHomy (113 %) yBeTuueHHIO PABHOBECHOH KOHIEHTPALMK B T/1a3Me KPOBH H IEpHO/a
nonyseisesenus (Ti2) mpompanososna 6e3 H3MEHEHHsA KOHIEHTPALHHA nponadeHoHa B IUiazMe
OTHOCHTEJILHO KOHTPOIBHBIX 3HAUEHMH. AHAIOTMYHBIE W3MEHEHMs OBUIH ONHCAHBI IIPH
O0/THOBPEMEHHOM TIPUMEHEHUH ponadeHoHa MHIPOXIOPUIA ¢ METOIPOJIOIOM.

[Iponadenon, MO-BUAUMOMY, HHIHOMPYET THAPOKCHIMPOBAHME JBYX YyKa3aHHbIX Oera-
a/[peHO0I0KATOPOB (TakKe, KaK XHHUMH HHIMOUPYET METab0Iu3M nponadenona). [Tospiuenune
[IA3MEHHOM  KOHIIEHTpAIlMH ~ METONPOJIOa MOJXKET MpPUBECTH K  yTpaTe TOCICAHHM
OTHOCHTEJILHOM KapAHOCEIEKTUBHOCTH.

B KIMHHYECKMX HCMBITAHUSX Y MAIHEHTOB, KOTOpPbIE MONyYantd OJHOBPEMEHHO IponadeHoHa
rugpoxjaopu (B ¢dopme TableTOK € HEMEUICHHBIM BBICBOOOKIEHHEM) U  Oera-
a/[peHOBI0KATOPBI, He OTMEYAIach IOBBIIIEHHAs YacTOTa MOOOUHBIX 3P PEeKTOB.

Jlueoxcun

BbIIO yCTaHOBJIEHO, YTO IponadeHoHa THAPOXJIOPUI BBI3BIBACT J10303aBHCHMOE YBEIHICHHE
KOHLIEHTPAIHH JMIOKCHHA B CHIBOPOTKE KPOBHM B JManasoHe oT ~ 35 % (Opu mnpueme
nponadenona B 103e 450 mr/cytku) 10 85 % (mpu npueme npornapeHoHa B 103e 900 mr/cyTKH),
He BIMSS HAa IOYEYHBIM KJIMPEHC AWrokcuHa. [loBbIIeHHBIE KOHIEHTPALMU JHMIOKCHHA
COXPaHAIMCh HAa NPOTSHKEHHH 10 16 MecsaleB TNpd OJHOBPEMEHHOM HNPHMEHCHHH C
nponadeHOHOM.

Heo6X0auMO KOHTPOJIMPOBATH KOHIEHTPALUIO JUIOKCHHA B TIa3Me KpPOBH IIallMEHTOB,
MOJTyYaKOIIMX TIponadeHoH U, B cIydae He0OXOIMMOCTH, KOPPEKTHPOBATH 103y TUIOKCHHA.
Anmuroaeyisnmol HenpAMo20 Oetcmeus

B uccienoBaHnd y 8 30pOBBIX JI0OPOBOJBIEB, OXHOBPEMEHHO MOIyYaBIIMX INponadeHoHa
THIPOXJIOPU/T U Bap(apvH, CPeIHss PaBHOBECHAs KOHIIEHTpalus BapdapHHa B IIa3Me KPOBH
yBeHummach Ha 39 %, UTO CONPOBOXKAANOCH YIIMHEHHEM MNPOTPOMOHHOBOTO BPEMEHH
npuMepHo Ha 25 %.

HeoGX0aMMO KOHTPOJIMPOBATH COCTOSIHUE CBEPTHIBAIONIEH CHCTEMBI KPOBH Y IAIMEHTOB,
OJHOBPEMCHHO ~IIOTYYAlOMX HENpPSMble AHTHKOATYJISHTHI  (DEeHNpPOKyMOH, BapapuH),
MOCKOJIEKY TTponadeHOH MOXKET yCHJIUTH (papMakoJIOrH4ecKoe ACHCTBUE STHX NPENapaToB H
BBI3BATh y/UIMHEHHE MPOTPOMOHHOBOTO BpeMeHH. [Ipu HeoOXOMMMOCTH, B CIy4yae BbIABICHHA
CHMIITOMOB IEPEIO3UPOBKH, 03I ATHX JIEKAPCTBEHHBIX MIPENApaToB CIeAyeT YMEHbIIATD.
Cenexmueiole uHeUOUMOpPsL 0OPAMHO20 3ax6ama cepoOmMOHUHA

[IpH COBMECTHOM ITPHUMEHEHHH MPONAaQeHOHa U CeTEeKTHBHBIX HHIHOUTOPOB OOPATHOTO 3axXBaTa
cepoToHMHa (TaKWX Kak (IYOKCeTHH MM HapOKCETHH) MOXET MPOUCXOIUTH IOBBIIIECHAE
KOHIIEHTpaIny nponadeHona B miasMe kpoBu. COBMECTHOE NpUMeHeHHe mnponapeHoHa u

dayokceTHHa y «OBICTPBIX META00IN3aTOPOB) MOBBIIAET Cmax (MAKCHMATBHYIO KOHIEHTPALHUIO
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B IUIasMe KpOBH) M ILIOMAAb 101 (HapMaKOKHHETHYECKOH KPHBOH «KOHUEHTPALMSI-BPEMS»
(AUC) S-nponadenona ua 39 % u 50 %, a R-nponadenona Ha 71 % u 50 %, COOTBETCTBEHHO.
Takum 00pa3oM, JKeTaeMblil TepameBTHUECKHH d(PGEKT MOXKeT OBITH JOCTUTHYT IIpU
npuMeHeHuu TponadeHoOHa B MEHBIIMX J03aX. Y «MEIICHHbBIX MeTa00IM3aTOPOB)» IIPH
O/IHOBPEMEHHOM TMPHMEHEHHH mponadeHoHa TUIPOXIopuIa ¢ (JTyBOKCAMUHOM ~ MOYKET

noTpeboBaThCs CHIKEHHE 0351 MponadeHoHa.

Oco0ble yrkazaHus

IIpoapummocennoe oercmeue

[IponadeHoHa THAPOXJIOPHI MOKET BbI3bIBATE HOBBIC MM YXYIUIUTH CYIICCTBYIOMIHE
HapyIIEHUs CEPIEYHOro PUTMA. Takoe MpoapuTMOreHHOe ICHCTBUAE BAPHUPYET OT yBEIHUCHHUS
YACTOTHI MPEKICBPEMEHHBIX JKETYI0YKOBBIX COKPAIICHHH (JKETyJ0YKOBBIX SKCTPACHCTON) IO
Pa3BUTHS KeTyJ0YKOBOM TaxWKapuu (BKIOYas MOIMMOP(HYIO JKETyT0UYKOBYIO TaXHKap/IHUIO
THIIA «IUPY>T») M (GUOPHILIAUME JKelTyIo4ykoB. HekoTopble M3 STHX apHUTMHH OHACHBI JUId
JKM3HE M MOTYT TOTPeGOBaTh MPOBEIECHHS PEaHHMAIHOHHBIX MEPONPUATHH UL TOTO, YTOOBI
PEeJI0TBPATUTH CMEPTEJILHBINA HCXOI.

[To5TOMY KaKIblif TAIMEHT, KOTOPOMY IUTAHHPYETCS HAa3HAYMTh WM KOTOPBIH YXKe MOJIydaeT
npenapar IIpornadeHoH, JOKEH MPOXOIHTH 3JIEKTPOKapauorpaguieckoe M KIMHHYECKOE
oOcreoBaHre 10 Hayajga Tepaldd W B IEPHOJ €€ IPOBEACHUS JUIs PAHHErO BBIABJICHHA
10GOYHOr0 JeHCTBHS, OIEHKH >(PPEKTUBHOCTH Mperapara U LeJeco00pasHOCTH MPOI0IKEHHUS
TEpanuu.

Jleyenue cieyeT HAYMHATH B YCJIOBHMAX cTauvoHapa. Jlo HasHaueHus mpenapara IIponadeHon
JIOJDKHBI ObITH YCTPAHEHBI HAPYIIEHUs BOIHO-3JIEKTPOIHTHOrO Gananca. PekoMen/yeTcs, 4To0bl
[Ipe/IIIeCTRYIONIAs aHTHAPUTMIYECKAs! Teparis OblIa IpeKpaliena 10 Havasia jiedenns. Ilepron
MEKIy OTMEHOH paHee HA3HAYEHHOTO aHTHAPUTMUYECCKOrO Ipernapara M Ha3HAYCHUEM
npenapara I[lponadeHOH [TODKEH COCTaBIATh HE MeEHee 5 MEePHONOB IOIYBBIBECHHSA
COOTBETCTBYIOIIETO aHTHAPUTMHYECKOTO JIEKAPCTBEHHOTO CPEICTBA.

JleyeHue OJDKEH OCYINECTBIISATH KapAMOJIOI, MMEIOUMIMA OMBIT JICYEHHs COOTBETCTBYIOIIUX
HApYIIeHHil cepedHoro putMa. [Ipy jiedeHnH MapoOKCH3MabHBIX JKeTYI0YKOBBIX TaXHAPHTMHUH
MalUeHT JI0JDKEH HAXOJUTHCS MOJ TINATEIbHBIM KapnnonorﬁquKHM HaOTI0/IeHUeM (BKJIIOYast
mMoruTopuHr DKI' ¥ KOHTPOJIb apTepUATBHOIO NaBJIE€HHSA) B YCIOBUSIX CICHHATH3UPOBAHHOIO
OT/IC/ICHHUsI, OCHAIIEHHOro JAeDUOPH/UIATOPOM M HPOYMM OOOpYIOBAaHHEM JUIS OKa3aHHs
SKCTPEHHON MEIUIIMHCKON ITOMOIIIH.

HeoGX0MuMO PaccMOTpeTh BOMPOC O MPEKPALICHHH JICYeHHs MPU TOSBICHHH JIOOOro H3

yKazaHHBIX Huxke u3Mmenennit DKI': 1) pacmmpenue kommekea QRS uin yuIMHEHHE HHTEpBaa
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QT 6Gonee uem Ha 25 % OT MCXOAHOrO; 2) YUITMHEHUE HHTEPBAJIA PQ Gonee wem Ha 50 % ot
ucxoxHoro; 3) yumnenue uatepsana QT cpme 500 Mcek nid 4) yBeIHYEHHE YaCTOThHI MM
TSOKECTH apUTMHIA.

Cunopom bpyzaoa

[Ipumenenue nponadeHoHa THAPOXIOPHIA MOXKET BBIABHTH OCCCHMIITOMHOE TEUEHHE CHHPOMA
Bpyraza u Bei3Bath Opyragomonoonsie usmenenus Ha JKI'. Tosromy mocne Havana Tepariy
Clle/lyeT TIPOBECTH dJeKTpoKapauorpaduueckoe oOC/Ie0BaHUE, YTOOBI HCKIIOYATH HATHIHE
cunapoma bpyrana u 6pyranonono0HsxX H3mMenenni Ha DKI.

V manmeHToB ¢ BepHHIMPOBAaHHBIM CHHApOMOM bpyraga mnpuMeHeHHe mpenapara
[TponadgeHoH MPOTHBOIIOKA3AHO.

Haoxcenyoouxkosvle HapyuieHus pumma cepoya

IIpumenenne npornadeHOHA y MAUMEHTOB C H30JMPOBAHHBIM TPEIIETAHHEM MPEICCPINH HIH
IapOKCHU3MATBHON HA/PKETyI0UKOBOM TaXUKap/IMel He H3Y4eHO.

OneIT TpuMeHeHHs: nponadeHoHa Y IAIUEHTOB C CHHAPOMOM CJIabOCTH CHHYCOBOTO y3Jia
OrpaHMYECH, B CBA3M C 4YeM HasHadeHue mnpenapara Ilpomadenon mporuBomokasano (3a
HCKJTFOUEHMEM TAIHEeHTOB ¢ (QyHKIMOHUPYIOIIMM 3JIEKTPOKApIHOCTUMYIIATOPOM).

CylecTByeT PHCK KOHBEPCHH MapOKCH3MAaJbHOH (GUOPHIUIANMM MpeJcepanii B TpereTaHne
TpeICepanii ¢ aTPHOBEHTPHKY/ISIPHBIM TTpoBeienrem 2:1 wm 1:1.

V HEKOTOPHIX TAlMEHTOB C TPENETAaHHeM IIPEICepIMi Npu NpUMEHEHUH IponadeHoHa
Pa3sBUBAIOCH IPOBE/ICHIE UMITYJIECOB B COOTHOLIEHHHM 1:1, MpUBOsIIEe K YBETHYECHUIO YaCTOThI
KENTYZIOUKOBBIX COKpalleHuil. B Takux ciydasdx BO3MOXHO OJHOBPEMEHHOE IPHMEHEHHE
penaparos, YBEJIMUUBAIOIINX (G YHKITHOHAIBHBIH pedpakTepHbIii IePUO/T
ATPUOBEHTPHUKYJISIPHOTO COEIUHEHHS.

JKenyoouroswie napyuienus pumma cepoya

B CBA3M C pHCKOM MPOAPUTMOTEHHOTO EHCTBHs NpuMeHeHHe npenapara [Iponadenon y
[AIMEHTOB C MeHee TSKEIbIMU (HEKU3HEYTPOKAIOIIUMH) KEIYJA0YKOBHIMH APUTMHSIMU HE
PEKOMEH/IyeTCsl, JaKe eCH STH HapyUIeHHs PHTMa COIPOBOXKIAIOTCS HENPUATHBIMH JULA
MarUeHTa CHMIITOMAMHU.

[TpumMenenue npemnapara [IpornadgeHoH MOKa3aHO TOJNBKO IAlMEHTaM, Y KOTOPBIX, [0 MHEHHIO
Bpaya, MOTCHI[HATbHBIC TPEUMYIIECTBA IEPEBEIIUBAIOT BO3ZMOKHBIC PHCKH.

Biusuue rtepanuu  mporadeHOHA  THAPOXJIOPHUIOM — HA  CMEPTHOCTH — NAIUCHTOB  C
KETYI0YKOBBIMH HApYIIECHUSIMUA PUTMA cep/illa HE YCTaHOBJICHO.

Hapywenus nposooumocmu cepoya

[TponadeHoHa THAPOXIOPHI 3aMEUIAET CEPACUHYIO MPOBOJMMOCTB, YTO MOXET IIPUBECTH K

JI0303aBUCUMOMY  yJUIMHEHHIO HWHTepBana PQ, pacmmpenuio kommekca QRS, pasButuio
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ATPHOBEHTPHKY/IAPHOH GI0Kanbl [epBoil WM Oojlee BBICOKOH CTemeHH, 010kaae HOKEK My4dka
[Wca u  BHYTPH)KETYJIOYKOBOMY HApyIICHHIO —TpoBejeHus. llosiBienue  HapymeHHH
[IPOBOMMOCTH Cep/lla Bo BpeMs Teparniu mpenapatom [Iponapenon TpeOyeT CHHKEHUS 103bI
WIM TpeKpallleHus [pheMa Iperaparta (3a HCKIIOYEHHEM TeX CJydaeB, KOrja 4actora

cepreunsix cokparnennii (UCC) ageKBaTHO KOHTPOIMPYETCS SIEKTPOKAPIAHOCTHMYIIATOPOM).

Cepoeunas 1e0oCcmamoyHoCmy

ITponadenona THAPOXJIOPH OKA3bIBAET OTPHUIATEIHLHOE MHOTPOIHOE NEHCTBHE HA MHOKapl,
obnamaer GeTa-apPeHOOIIOKUPYIOIIeH aKTMBHOCTBIO M MOJKET BBI3BATh JICKOMIICHCAIMIO
CepICUHON HEI0CTATOYHOCTH.

Kak # mpu NpUMEHEHHH JpYrMX aHTHAPHTMUYECKHX cpeiacTs kiacca IC, y mamueHToB CO
3HAUNTEIIHBIME OPraHNYeCKMMH M3MEHEHUSIMHE MHOKap/ia pu npueme npenapara [Iponagenon
MOTYT BO3HHKATh CEPhe3HbIE TT0O0UHbIE IPHEKTHI.

Hughapxm muoxapoa

DbdexkTuBHOCT, ¥ (€30MacHOCTh MPUMEHEHHs TpornadeHoHa IHAPOXIOpUIa Yy MAlHEHTOB C
HEJIaBHO I1€PEHECEHHBIM HH(APKTOM MHOKapla H3y4eHbl HEIOCTATOYHO, B CBA3H C YeEM
npumenenue npernapara [IponadeHoH y TakuX NankueHTOB MIPOTHBOIOKA3aHO.

OTCYTCTBYIOT pe3yJbTaThl KOHTPOJIUPYEMBIX KIMHHYECKUX HCCICIOBAHUM, MOATBEPKIAIOIIHE
GraronpusTHOE BIMsAHME mpernapara [IponadeHOH Ha BHDKHBAEMOCTh HJIM YacTOTY BHE3AITHOM
CMEPTH MAlHeHTOB, IIepeHeCInX HHAPKT MUOKap/Ia.

Brusinue na nopoe kapouocmumynsayuu

[Tponadenon MOJKET MIOBBIIIATH OPOTH KapIHOCTUMYJISIIIUU " JIeTEeKIIUN
3MEKTPOKAPIMOCTUMYJIATOPA WM MMILUIAHTHPOBAHHOTO KapauoBepTepa-nepudpuiiistopa. Bo
BpeMs Tepalnuu IponadeHOHOM H [OCIIe €€ MPEKpalleHns HE0OXO0MMMO PETyIISIPHO IIPOBEPSTH H,
IIpU HEOOXOIMMOCTH, TIEPETTPOrPAMMHUPOBATh TapAMETPhl YKA3aHHBIX YCTPOHCTB.
Ob6cmpykmuenvie 3a001€6aHUA J1€2KUX

[Ipomagenona TruapOXJIOpHA, Kak W JpyrHe JIeKapCTBEHHbIE —CpelcTBa ¢ Oera-
aPEHOOIOKUPYIOIIMM JEHCTBHEM, CIIEYeT ¢ 0COO0H OCTOPOKHOCTHIO IIPUMEHSTh Y TNAllHEHTOB
¢ 0OOCTPYKTHBHBIMH 3a00JIEBAHUSIMU JIETKUX, TAKUMHU KaK OpOHXHabHAs acTMa U XPOHHYECKas
obcrpykTusHas 6ose3nb jerkux (XOBJI). ITpu TsoKkensIX 0OCTPYKTHBHBIX 3a00/I€BAHUSX JIETKHX
npuMeHenne npenapara [IponadeHoH MpOTUBOIIOKA3aHO.

Hapywenue ¢pynkyuu nevenu

[IponadeHona ruIpoXI0pH/I AKTHBHO META00IH3UPyeTCs B IeYeHH. [IpH TsHKesbIX HapyIIeHHUAX
(GyHKIIMH TIe4eHH GHOJOCTYITHOCTE mponadeHOHa yBeanuuBaeTcs npubmmusutensHo 1o 70 % (1o

cpaBHeHHIO ¢ 3 % - 40 % y ManMeHTOB ¢ HOPMAIbHOH (QyHKuUHeH nedenu). Y 8 MalHEHTOB C
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YMEPEHHBIM WM TKEJIbIM HApyIICHHEM (YHKIMH [EYCHH, CPEIHUH NEPHOJ TOJTYBbIBEACHHS
cocTapysul npubmm3uTenbHo 9 yacos. Ilpn HapymeHHAX (QYHKIHH MEUYCHH TAKKE OTMEYACTCH
CHIDKEHHEe CHCTEMHOTO KJIMpEeHca Mperaparta W yMEHbBIICHHE CBA3bIBAHMA C OC/IKaMH IU1a3Mbl
KPOBH. JTO IPHBOIMT K H30BITOUHOM aKKyMYJIIMHA nponapeHOHa rHAPOXI0PHIA.

V naimenToB ¢ HapylmeHusMu QYHKIMH nedeHn mpenapat [IponadeHon cienyeT NpHMEHATSH ¢
octopokHocThIO. Jlo3a mpemapara J0KHA OBITH yMeHbIIEHA. PEKOMEHIYeTCs pEryJApHO
KOHTPOJIMPOBATH KIMHAYECKHE M OIEKTpOKapauMorpaguyeckue MOKa3aTeld Uil IPU3HAKOB
U3GBITOYHOrO (hapMaKOIOTHUECKOTO JCHCTBHS H/HIH MOOOUHBIX G (PEeKTOB 10 TeX Hop, MoKa He
OyJeT ornpeie/ieH HHAUBH/YaTM3HPOBAHHBIN PEXKUM J103MPOBAHMS.

B mocTperncTpalMoRHOM MEPHOJIE OITUCAHBI CITyYan Pa3sBUTHS [OPAKCHUH IEUEHH, CBA3AHHbIC C
pEMEHEHHEM TIperapaToB mpomnageHoHa THApoXiopuia. Y HEKOTOPBIX MAlMEHTOB HMMEJIO0
MECTO TenaToeUTIONAPHOE TIOpaKEHHE TIEICHH, APYTHE CIydan ObUIM CBS3aHBI C XOJIECTAa30M, a
HEKOTOpBIC MMETH CMEIIAHHYIO NPHUpOAY. B HEKOTOPHIX CTydasX NOpaKeHHe IEYCHH ObLIO
BBISIBJICHO TOJIBKO NPH OHOXHMHYECKOM aHAIU3€ KPOBH, JPYTHe MPOSIBISIMCH KIMHUYECKHUMU
CUMIITOMaMU. B OJIHOM cllydae OTMEYaloch IMOBTOPHOE Pa3sBHTHE MOPAKEHUS MEYECHH IIOCIE
BO300HOBJIGHHs IIpUeMa TporadeHoHa THIPOXJIOpHaa ¢ OJAroNpUsTHBIM HCXOJOM IOCTIE
IpeKpalieHus TePaItH.

Aepanynoyumo3s

OmucaHbl ¢1yyad BOHHKHOBEHHS arpaHyJIONHTO3a y NAIMEHTOB, MOIyYaroluX MponapeHoH.
Kak npaBuio, arpaHy/olHTO3 pa3BUBAICA B TEUEHHE IEPBBIX 2 MECSLEB NPHMEHCHHUS
nporaeHoHa; TPH MPEKPAIEHAN TEPAIuK KOJIHYECTBO JIEHKOIUTOB 0OBIMHO HOPMAIH30BaIOCh
B Teuenue 14 nHell. HeoObscHMMAas JHXOpaJKa WIM YMEHBIIEHHE KOJIMYECTBA JICHKOIUTOB,
0COOGHHO B TEUEHHE IMEPBBIX 3 MeCSIEB TepanmuH, TPeOyIOT IPOBEICHUS TINATEILHOTO
o6CeIoBaHus JUTS BBIIBICHHS BO3MOKHOTO arpaHyJIONHTO3a WM TpaHyJonuToneHud. [lpu
MOJO3PEHHH HA arpaHyJIOUTO3 HEOOXOJMMO HEMEUICHHO MPEKpaTHTh IIPUEM Iperapara
IIponagenon. ITaueHToB ciieayeT NpeIyIpeuTh 0 HEOOX0MMOCTH HEMEIEHHO 00PAaTHTEHCS K
Bpady B ciydae MOSBJIEHHS JIOOBIX MPH3HAKOB HH()EKIHMOHHOro 3abo/eBaHus (HAIpHMeD,
JIMXOPAJIKU, 00U B TOpJIe WK 03H00a).

Muacmenus epasuc

[Ipu mpumeneHuu mnponadeHOHa 0TMEYanoCh 00OCTPEHHE MHUACTCHHM I'DAaBUC, B CBA3H C YeM
npuMeHenne mperapara [IpornadeHoH y TakuX NalMEHTOB MPOTHBOIIOKA3AHO.

Tosviwenue mumpa aHmuHyK1eapHblx aHmumel

V manmeHToB, IOJIYYaroIuX MpornadeHoH, ObUIM 3aperdCTPHPOBAHBI ITOJIOKUTEIbHBIE THTPBI
aHTUHYKJIeapHbIX aHTUTel. OHH ObLTH OOPAaTHMBIMH II0CJIE MPEKPAIICHUs JICYCHHs U MOITIH

pcuesaTh Jake Ha (OHE MPOOJDKAIOIIErocs MPHMEHEHHs nponadeHona. JTH J1abopaTopHbIe
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MOKa3aTelu, KaK TPaBUiIo, He ObUIM CBA3aHBI C KIMHAYECKUMH cUMITTOMaMu. OIHAKO H3BECTCH
OIMH OMyOJMKOBAaHHBIH Ciydyail MEIMKAaMEHTO3HOH KpacHOH BONYAHKH (C  MOBTOPHBIM
BO3HUKHOBCHHEM CHMIITOMOB IIOCJIE BO300HOBJEHHS IIpHeMa Iperapata); 3a0o/eBaHHe
[OJTHOCTBIO PA3PEHIMIOCh MOC/e TpekpauieHus: tepanuu. CeayeT THIATeNbHO 00cienoBarh
MAIMEHTOB., Yy KOTOPHIX MOSBHJIMCH AHOMAIbHbIE AaHTHHYKIeapHble —aHtHTena. Ecin
MOBBIIEHHBI TUTP AHTHHYKJICAPHBIX aHTUTENl COXPAHAETCS WM YBEIMYMBACTCS, TO CIEAYET
paccMOTPETh BOMIPOC O NMPEKPAICHHH TEPAITHH.

Hapywenue cnepmamozenesa

Beuta TpoBeeHa KIMHHMYECKas OICHKa crepMaTtoreesa y 11 310poBbIX 100pOBOJIBLEB,
TOJIy4aBHIMX MpornadeHoHa THAPOXJIOPH BHYTph B 103¢ 300 Mr aBa pasa B CYyTKH B TEYCHHE
yeThIpeX JIHel, ¢ MOCIeyIOmIM yBenndeHueM 1036l 10 300 Mr Tpu pasa B CYTKH B TEUCHHE
JIOTIOJIHUTE/ILHBIX 4eThipeX aHeil. J0OpoBosbIbl HaOmomaauch B TevyeHue 128 jmedt mocre
jledeHns. bbIIO MPOJEMOHCTPUPOBAHO CHIKCHHE oOBbeMa dsKyisaTa Ha 28 % mocnie mpuema
nocienHeil 10361 mponadeHoHa (1eHs 8) U CHIKEHHE KOJIMYeCTBa CIIEpMaTo30MI0B Ha 27 % Ha
72-i1 nens. Gommkynoctumymupytomuii ropmos (OCIY) u coxepKaHue TECTOCTEPOHA B KPOBH
Tak)Ke ObLIM HE3HAUMTE/ILHO CHIDKEHBI. HH yMEHbIIEHHE KOJMYECTBA CIIEPMATO30UIOB, HU
yMeHbIIIeHHe 00beMa JsKyysiTa He ObUTH BBIABIEHBI Ha JApyrux Buszurax. Oba rmokasaress
OCTaBaIMCh B Ipeleiax HOPMAIBHOrO pedepeHTHOro auamnazoHa jaboparopud. CHHKEHHE
criepMaTroreHesa Takke HabII0aloch B SKCIIEPUMEHTAX Ha JKMBOTHBIX. KimHHuecKkoe 3Ha4YeHHEe

9THUX PE3YJIbTATOB OCTACTCA HEOIIPEACICHHBIM.

Biiusinge Ha CrOCOOHOCTDH YIIPABJISTH TPAHCIIOPTHBIMH CPeACTBAMH, MEXaHU3MaMH

HedeTKoCTh 3peHHUs, TOJIOBOKPYKEHHE, IOBBIIEHHAs YTOMIISEMOCTh M IIOCTypaibHas
apTepuaibHas TUIOTEH3UsI MOTYT HAPYIIHTh CKOPOCTh PEAKIMH MalMeHTa M CIOCOOHOCTH
YIPaBJIATH TPAHCIOPTOM M paboTaTh € MEXaHH3MaMM, [O3TOMY B IEPHOJA TPUMECHEHHS
rnpernapara CjIeayeT BO3/EpIKHBATBHCS OT YIPABJIECHUS TPAHCIOPTOM M 3aHATHH IOTCHIHAIBHO
ONacCHBIMM BUIAMHU JIEATEIHHOCTH, TPEOYIOUIMMHU TTOBBIIIEHHONH KOHIEHTPAllMM BHMMaHHS U

OBICTPOTHI ICUXOMOTOPHBIX PEAKIUH.

®opma BbIIIyCKa

TabGeTku, NOKpLITHIE TIEHOYHON 06010uK0# 150 Mr 1 300 mr.

ITo 10, 20, 25 wm 30 T1a0ieTok B KOHTYPHYIO SYEHKOBYIO YIAKOBKY K3 IUICHKH
TOJTHBHHUJIXJIOPHIHOM U (OJIBIY QIIOMUHUEBOM NI€YAaTHOMN JIAKMPOBAHHOM.

[To 10, 20, 30, 40, 50 wmmm 100 TaGneTox B OaHKH W3 TMONMITHICHTepedTanaTa s

JICKApCTBEHHBIX CPEICTB WK MOJHUIIPONHUIICHOBBIE I JIEKAPCTBEHHBIX CPEJICTB, YKYIIOPEHHBIC
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KPBIIIKaMKH M3 TOJMATUIEHA BBICOKOTO JABJIECHHSA C KOHTPOJIEM IIE€PBOTO BCKPBITHS, HIIH
KPBIIIKaMK  [TOJIMIPONAICHOBBIME C CHCTEMOH «HAKaTh-IIOBEPHYTH» MJIHM KpBIIIKAMH U3
MOJUATHIICHA HU3KOTO JTABJICHHUSI C KOHTPOJIEM IIEPBOTO BCKPBITHS.

Onny Oanky wim 1, 2, 3, 4, 5 unu 10 KOHTYpHBIX SYEHKOBBIX YIIAKOBOK BMECTE ¢ MHCTPYKIIUEH
0 MEIUIMHCKOMY MPUMEHEHHUIO (JIMCTOK-BKJIAJBII) IOMELIAOT B KAapTOHHYIO YIAKOBKY

(mauxy).

YecaoBusi XxpaHeHHs
[Ipu Temneparype He Bbime 25 °C.

XpaHUTh B HEJJOCTYITHOM JUIs IETe! MecTe.

Cpoxk rognoctu
3 rona.

He IIPUMECHSATH IO UCTCUYCHUHU CPOKa r'OITHOCTH.

YcaoBus ornycka

OTrnyckaroT Mo peuernTy.

Jep:xkaTeiib perucTpanuoHHoro yaocropepenus: OO0 «ATom

Poccus, 445351, Camapckas o61., 1. XKurynesck, yi. ['muapoctpoureneii, 1. 6.
IIpousBoaureas: OO0 «O30n»

Poccusi, Camapckas 0611., T.0. JKurynesck, r. XKurynesck, yi. ['uapoctpourenei, 1. 6.
Opranusanus, npuHaMapmas nperensun norpedureneii: 000 «O30n»

Poccust, 445351, Camapckast 0011, 1.0. XKurynesck, r. XKurynesck, yi. 'uapoctpoutenei, a. 6.
Ten.: 79874599991, +79874599992

E-mail: ozon(@ozon-pharm.ru
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