CocrTaB

Oeticmsyrwwee seutecmaeo: sildenafil;

1 TabneTKa, IMOKpHITast 000JIOUKOM, COOEPKUT cUIifeHadusa IUTpaTa B IIepecyeTe Ha
cungmeHadumn 50 Mmr;

gcnomMozame/ibHble 8eu,ecmaed: 1akTo3a MOHOTUOPAT, HeJIIi0I03a
MUKPOKPHUCTaIInYecKas IMOBUAOH 29-32; HaTpusd KpOoCKapMelljio3a; MarHus creapatT
Opadry Blue 03F20404 (runnpomenno3a, TuTtaHa guokcup (E 171), makporomn 6000,
UHOUTOKAapMUHA aJTIOMUHUEBBIN J1aK).

JIekapcTBeHHasi GopmMma

TabeTKy, BKPUTI MJIIBKOBOIO 000JIOHKOIO.
OCHOBHI (pi3uKo-xiMIiuHI 81CMUBOCMI:

50 Mr: 6/1aKUTHi ABOONYKIIi TabJIeTKHU, BKPUTI IJIiBKOBOIO 000JIOHKOI0, OBaJIbHOL
¢bopmu, 3 Hapgmrucom «SL50» 3 ogHOTO OOKY.

@apMaKOTepaneBTquCKaa rpyiiia

CpencTBa, IpuMeHsieMbIe ITPU 9peKTunbHOu guchyrkuuu. CungeHadpun. Kog ATX
GO04B EO03.

®dapMaKOOUHaAMHKa

MexaHu3M gencTBus. CungeHadurn - 1eKapCTBEHHOE CPEACTBO OISl IEPOPaIbHOTO
NpUMeHeHUs, IpefHa3HaYeHHbIN OJI JIeYeHUs 9PEeKTUIbHOU aucHyHKumu. [1pu
CeKCyaJlbHOM BO30yK[IeHUY ITpellapaT BOCCTaHABJIMBAET ITOHNKEHHYIO 3PEKTUIILHYIO
(pyHKLMIO TyTEM yCUJIEHUS IPUTOKA KPOBU K IIEHUCY.

®u3noIoruiyeCcKuil MexaHu3M, YTO IIPUBOOUT K 9PEKINIO, BK/II04Yasi BELICBOOOXKAeHUE
okcupga azora (NO) B KaBepHO3HEBIX TejlaX BO BpeMs CEKCyaJIbHOTO BO30yKIEeHUS.
OcBobopusiieecsa NO akTuBupyeT (epMeHT I'yaHUIATIUKIIa3a, YTO CTUMYIUPYET
MOBHIIIIEHNE YPOBHS IIUKJINYECKOT0 r'yaHO3MHMOHOpochaTa (uI'M®D), uTo, B CBOIO
oudepenb, BEI3BIBAET pacciablieHne riIajgKod MyCKyJaTyphl KaBEPHO3HBIX TeJI,
CIIOCOOCTBYSI IPUTOKY KPOBH.

CunpmeHadun sIBISETCS MOIITHBIM U CEJIEKTUBHBIM UHTUOUTOPOM I MO-
crienududeckon pochonusctepasnl 5 (OP1I-5) B KaBepHO3HBIX Tenax, rae ®I19-5
oTBedaeT 3a pacnang ul'M®. Bnusaaue cungeHaduia Ha SPEKIUI0 UMEET



nepudepudeckui xapakrep. CunmeHadunI He OKa3blBaeT HEIOCPEOCTBEHHOT O
peakCUpyollled JeCTBUSI Ha U30JIUpOBaHHbBIE KaBEPHO3HbBIE Tejla YeJIoBeKa, HO
MOIITHO yCUuBaeT pacciabmnsioiiee nerictsue NO Ha 3Ty TKaHb. [Ipu aKTUBaIIUU
MeTabonudeckoro nytu NO/uI'M®, 4TO IPOUCXOOUT NPU CEKCYaIbHOU CTUMYISIINY,
MHruOupoBaHue cunbaeHadunoMm O35 NPUBOAUT K MOBHIIIIEHUIO YPOBHS Il MO B
KaBEePHO3HHIX TejlaX. TakuM o0pa3oM, OJIsd TOro, YTOOHI cuimeHadus BhI3BaI HYKeH
dbapmakonorunyeckuit apdekT, HeoOXOOUMO CEeKCyalbHOEe BO30yXKIeHUe.

BnusHue Ha dpapMakogmHaAMUKY. MccnemoBaHUA in Vitro moKasasid, YTO CUJIAeHapuI
SIBJIAETCS CeJIeKTUBHBIM K PJ13-5, 4TO aKTUBHO y4aCTBYET B IIPOLIECCE IPEKIUU.
Bnusaue cungmenaduna Ha ®I19-5 MolllHee, 4YeM Ha OPyTUe U3BECTHBIE
dochomuactepasnl. ITOT 3dhdekT B 10 pa3 MmoirHee, yeM 3¢pGhHEKT BO3[EUCTBUS Ha
®J156, yuacTBYIOIINY B Ipoiieccax GpoTonpeBpamlieHusa B ceTyaTke. [Ipu npuMeHeHUHA
MaKCHMaJIbHLIX PEKOMEHOOBAHHLIX 03 CEIEKTUBHOCTD cungeHaduna B ®I19-5 B 80
pa3 npesBhiIaeT ero ceaeKTuBHOCThE K @PIIE]1, B 700 pa3s Beitie, yeM B OIIE2, ®I13-3,
OIIE4, ®INIE7, ®OE8, ®OE9, ®IIE10 u ®IIE11. B 4acTHOCTH, CEJIEKTUBHOCTH
cunpeHaduma B ®I03-5 B 4000 pa3 mpeBHIIIaeT ero cejIeKTUBHOCTE K ®I13-3 - TAM®-
cunenuduyeckou ndopopmul O3, y4acTBYIOILINYN B PETYIAIUNA CEPAEUYHOU
COKPaTUMOCTH.

dapMaKOKHHETHKA

AGcopbuusa. Cungenadun 6bIcTpo abcopbupyeTcsi. MakcuManbHas Ij1a3MeHHast
KOHLleHTpauus (max) mocturaercs B TedeHue 30-120 munyT (Cc Meguanou 60 MUHYT)
II0CJie ero IepopaabHOro IIPUMEHeHus HaTolnak. CpenHsisi OMOMOCTYIIHOCTh IIOCJIe
IIepopaybHOro npuMeHeHuUs cocrasisgeT 41% (c guanasoHOM 3Ha4YEeHUU OT 25 [0
63%). B pekomeHmoBaHHOM Ouana3oHe g03 (oT 25 mo 100 Mr) nnomiagb o
(apMaKOKMHETHYECKON KPUBOU «KOHIIEHTPalusd - BpeMs» (AUC) u MakKCuManbHasa
KOHIIeHTpalus cuingeHadusia rmocjie ero mepopajabHOro IIPUMEHEHUS ITOBHIIIAI0TCS
MIPOMNOPIIMOHAIBHO JO3€.

[Tpu mpuMeHeHUU cusmeHaduia BO BpeMs ebl CTeleHb abcopOLMU CHUKAETCS CO
CpeOHUM yOJIMHEHUEeM BpeMeHU NOCTUKEeHUS MaKCUMaJlbHOU KOHIeHTpaluu (Tmax)
no 60 MUHYT ¥ cpegHUM CHUXeHrueM Cmax Ha 29%.

Pacnpenenenune. CpegHui paBHOBECHEIN 00beM pacrpenenenus (Vd) coctasnsier 105
JIUTPOB, YTO CBUOETENILCTBYET O pacIpenesieHuu mpernapaTta B TKAHAX OpraHu3Ma.
ITocrne ogHOKpaTHOTO IIpueMa BHYTPh cungeHaduna B go3e 100 Mr cpemHsis
MaKCHMaJIbHas o0Ilas ImjIa3MeHHast KOHIIeHTpallus cuigeHaduia cocTaBisieT
npuMepHO 440 Hr/mn (KoadduinmeHT Bapuanuu coctaBnsaeT 40%). IToCKOIBKY
CBsI3BIBaHUE cunmeHaduna u ero riaaBHOro N-mecMeTusn-meTadonuTa ¢ 6enKaMu
1a3Mbl goctTuraet 96%, cpenusis Cmax cBoOomHOro cungeHaduna gocturaet 18



Hr/mi (38 HEMo7b). CTeneHb CBSI3LIBAHUS C OeJIKaMH IJIa3MbI HEe 3aBUCUT OT OOIIIUX
KOHIIeHTPpaluu cungeHaduia.

Y 300poBBIX MTOOPOBOJILIIEB, MONMYyYaBIINX culgeHaduI ogHOKpPaTHO B Ho3e 100 mr,
yepe3 90 MUHYT B 94KyJisaTe onpenensanock meHbie 0,0002% (B cpegueM 188 Hr)
OO3HI.

Metabonu3M. MeTabonu3M cusimeHaduia OCyIleCTBISIETCS TIIaBHEIM 00pa3oM C
y4acTheM MHUKPOCOMaIbHBEIX U30(pepMeHTOB IeueHu CYP3A4 (0OCHOBHOU ITyTh) U
CYP2C9 (BTOpOCTEIIEHHBIN NYTh). [ JITaBHBIN IUPKYIUPYIOMINN MeTabomuT o6pal3yeTcs
nyteM N-gemeTunupoBaHus cungeHaduna. CeJleKTUBHOCTh MeTaboIuTa
oTHOCUTENbHO PJI1O-5 cpaBHUMA C CEJIEKTUBHOCTBIO CUNIOeHadusnia, a akTUBHOCTD
MeTabonuTa oTHOcUTeNbHO OI13-5 cocTtaBnsgeT npuMepHO 50% aKTMBHOCTH UCXOOHOTO
BellecTBa. [Ima3MeHHass KOHIIEHTPAIUs 3TOro MeTabonuTa coctapnseT npuMepHo 40%
KOHIIeHTpalluu cungeHadusia B mja3Me KpoBu. N-IeMeTUIUPOBaHHOTO0 MeTabOIUT
IoAgBepraeTcs gajibHeUIIeMy MeTab0Iu3My, a IepUof ero IMojIyBEIBeJeHU I
COCTaBNIsAeT NpuMepHO 4 yaca.

BriBemenue. OOt KIupeHc cunneHaduia coctapnseT 41 y1/4ac, BeI3bIBas IIEPUO]T
€ro II0JIyBBIBEEHUS IIPOAOJIKUTEIbHOCTRIO 3-5 yacoB. Kak mocre npuema, Tak u
ImocJjie MMPUMEHEeHUST 9KCKpeIus cunmeHadiuia B Buae MeTaboIuTOB OCYIIECTBISIETCS
rJIaBHBIM 00pa3oM ¢ KanoM (rmpumepHo 80% BBeeHHOM BHYTPh O3bI) U B MEHbIIEH
cTeneHu ¢ Mo4you (mpuMmepHo 13% BBemeHHOU MepPOpPaIbHOMN MO3HI).

dapmakokKuHemuka 8 ocobbvix 2pynn nay,ueHmos.

[MTauyeHTHI ITOXKUIIOTO BO3pacTa. Y 3[I0POBBLIX HOOPOBOJIBIIEB ITIOKUIIOTO BO3pacTa
(ctapize 65 5meT) oTMedasioCh CHUXKEHHe KIUpeHca cungeHaduia, 4To MPUBOOUIIO K
MMOBBIIIIEHUIO IIa3MEHHBIX KOHIIEHTpaluli cuigeHadusia u ero akTUBHOro N-
OeMeTHUJINPOBAaHHOT0 MeTabonuTa mpuMepHo Ha 90% I10 cpaBHEHHUIO C
COOTBETCTBYIOIIMMU KOHIIEHTPAIIUSIMU y 30OPOBLIX TOOPOBOJILIIEB MOJIOIOT0 BO3pacTa
(18-45 net). B cBsI3U C BO3PACTHRIMU PA3JIMYUSIMHU B CBSI3BIBAHUU C OeIKaMU IJIa3MEbl
KPOBU COOTBETCTBYIOIIIEE ITOBHIIIIEHNE TIJTa3MEHHOU KOHIIEHTPAaIlud CBOOOIHOT O
cunpeHaduma coctaBinsiao nmpuMepHo 40%.

[ToueyHast HEHOCTATOYHOCTh. Y MOOPOBOJILIIEB C HapylleHHeM (PYHKIIMU ITOYEK JIEeTKOM
U cpedHelu cTelneHM (KnupeHc KpeaTuHuHa 30-80 myi/MuH) hapMakKOKHHETUKA
cunpgeHaduia octTaBajach HEU3MEHHOU II0CJIe er0 OOHOKPATHOT O IIpueMa BHYTPh B
mo3e 50 mr. Cpenure AUC u Cmax N-geMeTUIupPOBaHHOTO MeTabO0INTa ITOBHIIIAINUCh
MakCcUMyM Ha 126% u 73% COOTBETCTBEHHO I10 CPaBHEHUIO C 3TUMMU I10Ka3aTeJIaMU y
m0OPOBOJIBIIEB TAKOTO XKe Bo3pacTa 6e3 HapyIlleHud GyHKINY modyek. OmgHako 13-3a
BBICOKOM MHOUBUAYAJIbHYIO BapuabeIbHOCTb 3TU Pa3/INYUs He ObIIM CTAaTUCTUUYECKU
3HAYUMBIMU. Y HOOPOBOIBIIEB C TSAXKEIBIMU HapYyIIeHUSIMU QYHKITUU ITO0YeK (KITUPEHC



KpeaTuHuHa HuxkKe 30 MJI/MUH) KJIIUPEHC cUJifeHadua CHUXKAJICS, YTO IPUBOOUIIO K
cpenuuM noBeieHn AUC u Cmax Ha 100% u 88% COOTBETCTBEHHO 110 CpaBHEHUIO C
noOpPOBOIbIIaMM TAKOTO XKe Bo3pacTa 6e3 HapylleHu GyHKINYU Imodyek. Kpome Toro,
3HaueHne AUC 1 Cmax N-meMeTHINPOBaHHOT0 MeTab0JIMTa 3HaYNMMO MOBHIIIIAIMCEH Ha
200% u 79% COOTBETCTBEHHO.

[TeyeHOYHAsT HEOCTATOYHOCTD. Y MOOPOBOJILIIEB C IIMPPO30M IT€YEHU JIETKOU U
CpemHel CTelleHU TsaxkKecTu (Kimacch A u B o knaccudukanuu Yaung-I1ei0) KTupesc
cungeHadua CHUXKAJICSI, 4To npuBoauiao K noBwimeHn0 AUC (84%) u Cmax (47%) 1o
CPaBHEHUIO C COOTBETCTBYIOIIMMHU ITOKa3aTeasIMU ¥ HOOPOBOJIbIIEB TAKOTO XKe
Bo3pacTa 0e3 HapylleHu GyHKIUYN nmedyeHu. PapMaKOKMHETHKa cungeHadumna y
MalMeHTOB C HapyIIeHUSIMHU QPyHKIIUU MeYeHU TSIKEeJIOW CTEeIleHU He U3y4alocCh.

IToxka3aHus

Jlikapcekuii 3aci6 EpoTeKkc O 40JI0BiKiB peKOMEHIOYETHCSI 3aCTOCOBYBATH YOJIOBiKaM
3 ePeKTUIbHOI0 OUCHYHKIII€I0, IKa BU3HAYAETHCA K HEe34aTHICTh JOCATTH abo
MiATpUMaTHU epPeKIlilo CTaTeBOTO YJjieHa, HeOoOXigHY [Jid YCIIIIIHOTO CTaTEBOI'0 aKTy.

s edpekTuBHOI Oil mpenapaTy EpoTekc Ayst 4oIoBiKiB TOTpiOHE ceKcyalibHe
30yIKEeHHS.

IIporuBONOKa3aHUA

e TIOBBIIIIEHHAs YyBCTBUTEJIFHOCTh K aKTUBHOMY BeILIECTBY UJIH K TI000MY U3
BCIIOMOTaTENbHEIX BEIIECTB IIpelapara;

e OMHOBPEMEHHOE ITPUMEHEHNE C MOHOPaMHt OKCHAa a30Ta (TaKuMHU Kak
AMUJTHUTPUT) UJIU HUTPAaTaMu B 11000 popMe, ITOCKOILKY U3BECTHO, UTO
cunmeHadun BIUsSIET Ha IyTHu MeTabonu3ma okcuaa a3ora (NO)/IUKIUYeCcKoro
ryaHo3uHMoHodocdaTa (uI'M®) u noTeHIIUpPyeT T'MIIOTEH3UBHOE OENCTBUE
HUTPATOB;

e O[THOBPEMEHHOE NpuMeHeHre UHruouTopoB ®I13-5 (B ToM uucie cungeHadusa)
CO CTUMYISTOPaAMU I'yaHUIATIIUKIa3bl, TAKUMH KaK PUOIIMTYyaT, IIOCKOJIbKY 3TO
MOZKET IIPUBECTU K CUMIITOMaTU4YE€CKOU TUIIOTEH3UU (CM. pa3mell
«B3auMopericTBUE C IPYTUMHU JIEKapCTBEHHBIMU CPEICTBAMU U OPYTUE BUIBI
B3aMMOOENUCTBUI»);

e COCTOSIHMS, TIPU KOTOPBIX HE PEKOMEHAYEeTCS CeKCyalibHasA aKTUBHOCTbD
(HammpuMep, TSAXKeJble CeEPAeYHO-COCYANCThIE PaCCTPOMCTBA, TaKMe KakK
HecTaOuIbHasi CTEHOKAPOUS UJIM CepledyHast HeJJOCTaTOYHOCTh TSIXKeJlon
CTEIlIeHHU);

e TIOTEPS 3PEHUS Ha OJWH I'Jla3 BCIEACTBHE HeapTepualbHOU IepeqHen
UIIEMHUYECKOM HEBPOIIAaTHUHM 3PUTEJIbHOTO HepBa HE3aBUCUMO OT TOTO, CBsi3aHa



9Ta MaTOJIOTUS C IPEeAbIAYIIUM IIPpUMeHeHueM UHTuOuTopoB OJ13-5 Unu HeT;

e HajiMyue TakKux 3aboieBaHuM, KaK HapylleHue GYHKIIUY ITIeYeHU TAXKeI0ou
CTeIleHU, apTepuajibHas TUIIOTEeH3us (apTepuanbHoe gaBneHue Huxe 90/50 Mmm
PT. CT.), HEJAaBHO IIepEeHECEHHBIM UHCYJIbT UJIM HH(PapKT MUOKapOaa U U3BECTHHIE
HacJie[ICTBEHHbIE fereHepaTuBHBIE 3a00JieBaHUs CeTYaTKU, TaKue KakK
MUTMEHTHBIM PETUHUT (HeOOIbII0e KOTUYECTBO TAKUX ITAllMeHTOB UMEET
reHetudyeckue paccrpoiictBa @19 ceTyaTKM), TOCKOIBKY 6€3011aCHOCTD
cungeHaduia He UCCIeJ0BaINCh B TAKUX MOATPyNIIax NarueHTOoB.

B3auMoOOeHCTBHE C IPYTrHMH JIEKapCTBEHHBLIMH CPEeICTBAMH H IPyrue BHOBI
B3aMMOIEeHUCTBHHU

BausHue Opya2ux nekapcmeeHHblx cpedcme Ha cusadeHadui.

HccnemoBanus in vitro. MetabonusM cunpeHadusia MpoUCXOOUT ITPEUMYIIIECTBEHHO C
y4yactueM n3odopmbl 3A4 (0CHOBHOU NTyTh) ¥ U30PopMbI 2C9 (BTOPOCTEIIEHHBIN Ty Th)
nutoxpoma P450 (CYP). IToaToMy UHTUOUTOPHI 3TUX M30DEePMEHTOB MOTYT CHUXKATh
KJIUpEHC cuigeHadunia, a UHOYKTOPHI 3TUX U30(hEePMEHTOB MOTYT HOBHIIIATh KJIIUPEHC
cunmeHadumia.

HUccnepgoBanus in vivo. [TonynsumoHHBIN (PapMaKOKHHETUUYECKNIM aHaInu3 JaHHBIX
KJIMHUYECKUX MCCJIeHOBaHUU IIPOJEMOHCTPUPOBAJI CHUKEHME KIIMPEeHCca cungeHaduia
P OOHOBPEMEHHOM IIpuMeHeHuu ¢ uHruobutopamMu CYP3A4 (TaKuMHU KaK
KETOKOHA30JI, 9PUTPOMUIINH, HIUMETUONH). XOTS ITPHU OOHOBPEMEHHOM IIPUMEHEHUN
cunmeHaduna u uHruOUTOPoB CYP3A4 pocT 4acTOTHI MOOOUHBIX SIBIEHUN HE
HabJII0IanI0Ch, ClIegyeT pacCMOTPETh BO3MOXKHOCTDL IPUMEHEHU S HadaJIbHOU NO3bI
cungeHaduma 25 Mr.

OpmHOBpeMeHHOe MpUMeHeHNe NHruouTopa mporea3sl BUY, oueHb MOIITHOTO
uHruoutopa P450, B cocTosiHMY paBHOBECHOU KOoHIleHTparuu (500 Mr 1 pa3 B CyTKHU) U
cungeHaduna (pazosasa go3a 100 Mr) mIpuBOAMIIO K HOBHIIIeHUIO Cmax cuigeHaduia
Ha 300% (B 4 pa3a) u nosuilieHUI0 1a3MmeHHor AUC cungenadwuna Ha 1000% (8 11
pa3). Yepes 24 yaca mia3MeHHBIM YPOBEHDb CUJIeHadua BCe ellle COCTaBIIsI
npumepHo 200 HI/MII IO CpaBHEHUIO C YPOBHEM IIPUMEPHO O HI/MJI, XapaKTEPHBIM OJIs
IpUMEeHEeHUs CUuifeHaduma OTHeaIbHO, YTO COTJIaCyeTCsI CO 3HAaYUTEIbHBIM BIUSIHAEM
pUTOHABYPA Ha MUPOKU crieKTp cyocTtpaTtoB P450. Cunpgenadun He BIUSET Ha
(bapMaKOKMHETUKY PUTOHABUPA. YUYUTHIBAA 3TN PapMaKOKUHETUYECKUE TaHHBIE
OOHOBPEMEHHOE IIPUMEHEHUe CuifeHaduia U pUTOHABUPA HE pEeKOMEHOyeTCs (CM.
Pazgen «OcobeHHOCTY IPUMEHEHU»); B JIIOOOM Cillydae MaKCUMaJibHas [03a
cunpeHaduiIa Ipu KaKux 00CTOATEIbCTBaX He OOJIKHA MPEeBHIIIATh 25 MI' B TeYEHUE
48 4Jacos.



OmHOBpPEMEHHOE MPUMEHEeHNEe NHTUOUTOPOB ITpoTea3sl BUY cakBUHaBUPa,
unruoutopa CYP3A4, B mo3e, obecrieuynBaeT paBHOBECHYIO KOHIleHTpanuio (1200 mr 3
pasa B cyTKH) u cungeHadpuna (100 Mr ogHOKpaTHO) IPHUBOAMIIO K IMOBHIIIIEHNI0 Cmax
cunpeHaduna Ha 140% u yBenuuenue AUC cunpgeraduna Ha 210%. He BeIgBIE€HO
BIUSHUS cUifjeHaduna Ha GapMaKOKMHETHUKY cakBuHaBupa (cMm. Pasgen «Cmocob
MMpUMeHEeHUs U [o3kI»). [Ipenmnonaraercs, 4To 6osee MoulHble mHTuOuTOPHl CYP3A4,
TaKre KaK KETOKOHa30JI ¥ UTpaKoHa30J, 6yoyT UMeTh O0Jiee BhIpaXKeHHO€E BIIHUSHUE.

[Tpu npumeHenuu cungeHadpuna (100 Mr oDHOKPATHO) U 3PUTPOMHUIIMHA, YMEPEHHOTO
unruoutopa CYP3A4, B paBHOBeCHOM cocTosiHuM (500 Mr 2 pa3a B CyTKU B Te4eHUE 5
nHel) HaOmoganock noBuiinieHre AUC cunpmeHaduna Ha 182%. Y 3mopoBRIX
DoOPOBOIBIIEB MYZKCKOTO I10JIa He HaOIioganock BIUSIHAS aduTpoMuliniaa (500 mMr B
TeueHUe 3 cyToK) Ha AUC, Cmax, Tmax, KOHCTaHTy CKOPOCTH 3JIUMUHALIUU U
OCJIeAyIOLIVY IIepuo NOyBEIBEeOeHUA CUlgeHaduia Uil ero OCHOBHOT O
HUPKynIupyoiero metabonura. Llumetugun (MHrubuTop muroxpoma P450 u
Hecnemudpuueckut uHruoutTop CYP3A4) B no3e 800 Mr npu ogHOBPEMEHHOM
MpUMeHEeHUU C cungeHapunaom B go3e 50 MT y 300pOBBIX JOOPOBOJIbIIEB ITPUBOOUI K
MTOBBIIIIEHUIO IIa3MEHHON KOHIIeHTpaluu cuigeHadusia Ha 56%.

I'peiindpyTOBLIN COK siBNsieTCst ciabbiM uHruoOuTopom CYP3A4 B cTeHKe KUIIeYHUKA U
MOZKET BBI3BAaTh YMEPEHHOE MOBHIIIIEHNE YPOBHS CUIeHaduIa B Ij1a3Me KPOBH.

OpmHOKpaTHOEe IpUMEHeHNe aHTalluaoB (MarHus Ir'ugpoKcHa/aTIOMUHNS THOAPOKCHUIA)
He BJIMSJIO Ha OMOOOCTYITHOCTD CUJIgeHaduna.

XoTs ucciengoBaHU Crielu(prUYeCcKoro B3auMOOENCTBUSA CO BCEMHU JIeKapCTBEHHBIMU
CpefcTBaMH He IIPOBOAUIIOCH (10 JAaHHBIM IIOIIYISIIMOHHOTO (hapMaKOKMHETUYECKOT O
aHanu3a), papMakOKMHETHKa cuigeHaduia He MeHsIach IIPpU OOHOBPEMEHHOM
IIPUMEHEHUU C JIEKAPCTBEHHLIMU CPedCTBaMU, IPUHAAJIEeXKAIIUMU K IPYyIIIe
uHruoutopoB CYP2C9 (tonbyramun, Bapdaput, GeHUTONH), TPYIIIE MHTUOUTOPOB
CYP2D6 (Takux Kak ceJIeKTUBHbIe MHTHOUTOPHI 00pPaTHOTO 3aXBaTa CEPOTOHUHA,
TPULIUKIINYECKNE aHTUAEITPECCAHTHI), TPYIILI TUA3UIHBIX U THA3UOOTOI00HBIX
OUYPETUKOB, TIEeTJIEBLIX U KaJIuiicOeperannx JUyPeTUKOB, HHTuOuTOpoB AIT®,
QHTArOHMCTOB KaJIbllMs, aHTAarOHUCTOB B-aIpeHOPEIeNTOPOB UJIN UHAYKTOPOB
MeTabonu3ama CYP450 (Takux Kak pudpamMnouiiut, 6apouTypaThl).

B mpo1iecce uccienoBaHus C y4aCTHUEM 3TOPOBHIX HOOPOBOIbIIEB-MYXKYNH
OOHOBPEMEHHOE IIPUMEHEHNEe aHTarOHUCTa 9HA0TeJIMHa 60ceHTaH (YMepeHHBIN
uHnyktop CYP3A4, CYP2C9 u, Bo3amoxHo, CYP2C19) B paBHOBeCHOM cocTossHUHU (125
MT 2 pa3a B CYTKHU) U cuingeHaduia B paBHOBECHOM cocTossHUM (80 Mr 3 pa3a B CYTKH)
npuBonuno K cuuxkeHnio AUC u Cmax cungerHadusna Ha 62,6% u 55,4%
COOTBETCTBEeHHO. [I03TOMYy OOJHOBpEMEHHOE IPUMEHEHYE TaKUX MOIIHBEIX UHOYKTOPOB
CYP3A4, kak pudaMIuIINH, MOXKET IPUBOAUTD K 00Jiee BEIpaKeHHOMY CHUXKEHUIO



KOHIIEHTPAIluK CUImeHaduia B IjIa3Me KPOBH.

HukopaHoun npencTaBisieT coO00M ruOpua akKTUBAaTOPa KaIbIIMEBHIX KAHAJIOB U
HuTpaTta. HUTpaTHBIM KOMIIOHEHT IIpefolpenesisieT BO3SMOXKHOCTb €I0 CEPhE3HOI0
B3aMMOJENCTBUS C CUIIbOeHa(UIIOM.

BausaHue cundeHaguaa Ha Opyaue nekapcmeeHHble cpedcmead.

HccnepoBanus in vitro. Cunpgenadun - cnabbeiii muHruoéutop usodopm 1A2, 2C9, 2C19,
2D6, 2E1 u 3A4 unmtoxpoMma P450 (MK50> 150 mkmoib). [I0OCKONBKY ITHKOBBIE
JIa3MeHHbBIe KOHIIEHTPAIlNU CUjifjeHaduia paBHL IPUMEPHO 1 MKMOJIb, BIUSHUE
IpenapaTa Ha KJIMPEeHC cyOCTPaToB 9TUX U30(hepPMEHTOB MaJIOBEPOSITEH.

OTCyTCTBYIOT JaHHBIE O B3aMMOLEUCTBUM CUIAeHaduIa U TaKUX HeCcleun(puieCKux
MHTUOUTOPOB dochoauscTepassl, KakK TEOPUIIIUH U OUITUPUOAMOJT.

HccnepoBanus in vivo. [TOCKONBKY U3BECTHO, UTO CUIaeHadus BIUIET Ha
MeTabonu3M NO/uI'M®, ObIJI0 yCTaHOBJIEHO, YTO CUAeHadus IIOTEHIUPYET
TUNIOTEH3UBHOE [JEUCTBHE HUTPATOB, II0O3TOMY €ro OOHOBPEMEHHOE MPUMEHEHUE C
OOHOPaAMM OKCH[A a30Ta WJIM HUTPATaMu B JII000# ¢opMe MPOTUBOIOKA3aHO (CM.
«[TpoTuBOIOKa3aHUI»).

Puouueyam. [TOKJIMHUYECKUE UCCIIEN0BaHUS ITOKa3ajIu agqUTUBHBIU CUCTEMHBINU

9 peKT CHUKEHUS apTePUaIbHOTIO JaBJIEHUS IIPHU OJHOBPEMEHHOM IPUMEHEHUU
uHruoutopoB ®JI13-5 ¢ puonuryaromMm. KimnHnyeckue UCCIeI0oBaHus MOKa3aju, YTO
pUoIMTyaT YCUINUBAET TUIIOTEH3UBHOE [elicTBUe MHruouTopoB ®II3-5. YV nmanueHToOB,
y4aCTBOBaBIIUX B MCCJIEJOBaHUU, He HaOJII0aioCh KJIIMHNYECKOT0 3¢ dheKTa npu
OOHOBPEMEHHOM IIpUMeHeHUU UHTruouTopoB ®I13-5 ¢ puomuryaTom.
[TpoTMBOMOKAa3aHO OJHOBPEMEHHOe IPUMeHeHHe PHUOoIuryaTa ¢ muHruoutopamu ®II3-
5, B TOM 4ucie ¢ cunbaeHadumnoM (cM. Pazmen «I[IpoTUBOIIOKa3aHUSI»).

OnHOBpeMEeHHOe ITpUMeHeHue cuigeHaduna u 6JI0KaTOPOB a-adpPeHOPEeleIITOPOB
MOXKET IIPUBECTU K Pa3BUTHUIO CUMIITOMATU4YE€CKOU THIIOTEH3UU ¥ HEKOTOPHIX
IpenpacnoioKEeHHBIX MallMeHTOB. Takas peakKIusad 4aCTO BO3HUKAalla B TedyeHue 4
4acoB II0CJie TpUMeHeHus cunmeHadumna (cMm. Pasgensl «OCOOEHHOCTH IPUMEHEHUS»
u «Crmoco6 nmpuMeHeHus u O03kI»). B mmpoiiecce 3 ucciemoBaHui CrieniupuIecKoro
B3aMMOOENCTBUS OJIOKATOPOB X-aIPEHOPEIENITOPOB NOKCa303uHa (4 Mr u 8 Mr) u
cungeHadwumna (25 mr, 50 mr u 100 Mr) IpUMeHSAINCH OOHOBPEMEHHO ITallMeHTaM C
moOpoKauyeCTBEHHOM I'UIepIjia3neil mpeacTaTe/IbHOM XKeJie3hl, CTa0uIu3aIims
COCTOSTHUSI KOTOPHIX OblJla JOCTUTHYTA NPU NPUMEHEHUHN OJOKCca303uHa. B aTtux
MoNyNnAuaX HaOI0aanoch CpegqHee JOOIHUTEIbHOE CHUXKEHNE apTepUabHOTO
OaBJIeHUS B IIOJIOXKEHUU JiexKa Ha 7/7 MM pT. CT., 9/5 MM pT. CcT. ¥ 8/4 MM pPT. CT. U
CcpegHee CHUIKEHMEe apTepualbHOI0O JaBJIEHHUS B IIOJIOZKEHUM CTOS Ha 6/6 MM PT. CT.,



11/4 mm pT. CT., 4/5 MM PT. CT. COOTBETCTBEHHO. [Ip¥ OIHOBpEMEHHOM IpUMEHEHUU
cunpeHaduia U JOKCa303MHA Y IallMeHTOB, CTaOUIN3aus COCTOSHUS KOTOPHIX Oblia
OOCTUTHYTa NpU IPUMEHEHUHU NOKCa303MHa, HHOTAa CO00MIIaroch O Pa3BUTUH
CUMIITOMaTU4YEeCKOU OPTOCTAaTUUYECKOU TMNOTEH3UN. B 5TUX COOOILIEHUSIX TOBOPUJIOCH O
ClIy4dasix rOJIOBOKPYXKeHUe U MPeJgoOMOpPOYHOEe COCTOSSHUE, HO 0e3 CUHKOIIE.

He Habmomanoch HUKAKUX 3HAUMMBIX B3aUMOAEUCTBUM IIPHU OOHOBPEMEHHOM
npuMeHeHuu cunpgeHaduna (50 mr) u Tonbyramuny (250 mr) unu Bapdaputa (40 mr),
KoTopble MeTabonusupyttcsas CYP2C9.

Cunpmenadun (50 Mr) He MpUBOAUI OBl K YBEJITMYEHNIO BPEMEHU KPOBOTEUEHNS,
BBI3BAHHOT'O IPUMEHEHUEM alleTUICAIUIINIOBON KUCIOTH (150 Mr).

Cunpmenadwun (50 Mr) He MOTEHUIMUPOBAJI TUIIOTEH3UBHOE OENCTBHE aJIKOTOJIS Y
3[I0POBBIX MOOPOBOJIBIIEB ITPU CPeIHEM MaKCHMaJIbHOM YPOBHE 3TaHOoJIa B KpoBu 80
MI/OI.

Y nanuueHTOB, MMOJIy4YaBIIUX cuigeHadus, He HaOIIOIAaTIOCh HUKAKUX Pa3TudYUl
npoduins modbouyHEIX 3PPEeKTOB MO CpaBHEHUIO C IIJ1aledo IIPH OJHOBPEeMEeHHOM
MMPUMEHEHUU TaKUX KJIaCCOB IT'MIIOTEH3UBHBIX JIEKAPCTBEHHBIX CPENCTB, KakK
OUypPEeTUKU, OII0KATOPHI B-afpeHOoPelenTOPOB, UHTUOUTOPH! AIT®, aHTAar OHUCTH
aHTHOTeH3uHa II, aHTUTrunepTeH3UBHEIE JIEKaPCTBEHHBIE CPEICTBA
(cocymopacuupsliyue U eHTPaIbHOTr 0 OeicTBUs), 6JI0KAaTOPhl afpeHeprudecKux
HEeWPOHOB, OJIOKATOPHI KaIbIIMEBBIX KaHAIOB M OJIOKATOPHI A-afpeHopelennTopoB. B
CIlellaIbHOM MCCIeIOBaHNM B3aMMOMEUCTBUS ITPU OOHOBPEMEHHOM IIPpUMEHEHUHU
cunpeHaduna (100 Mr) u amaoguNnuHa IIallieHTaM C apTepHUaIbHOM TUIIePTeH3ueln
HaOJII0MaI0Ch TOIOIHUTEIPHOE CHUXKEeHHEe CUCTOINYEeCKOT0 apTePHUaIbHOI0 JaBIeHUS
B IIOJIOKEHUH Jiexka Ha 8 MM PT. cT. CHUKEHME OUaCTOJIMYEeCKOT0 apTepruaabHOTO
OaBI€HUS COCTABUIIO 7 MM PT. CT. [Io BeIUu4YuHE 3TU OOIIOJIHUTEIbHbBIE CHUXKEHNE
apTepUasIbHOTO JaBJIeHUs ObIIM COIOCTABUMEI C TEMHU, YTO HAOJIIOOATUCh IPU
MMPUMEHEHUU TOIBKO CUulmeHadunIa y 3qOpPOBLIX MOOPOBOJIbIEB (CM. Pa3mern
«®apMaKOJIOTUYECKUE CBOUCTBaA»).

Cunpenadun B mo3e 100 Mr He BUsa Ha ¢apMaKOKMHETHYECKHE ITOKa3aTesu
MHTUOUTOPOB ITpoTea3kl BUY, cakBUHaBUpa U PUTOHABUPa, KOTOPHIE SBJISIOTCS
cyoctpatamu CYP3A4.

Y 300poBBIX TOOPOBOJILIIEB MY2KCKOTO TI0JIa IPUMEeHeHUs cuingeHadpunia B
paBHOBeCHOM cocTossHUU (80 Mr 3 pa3a B CyTKH) IPUBOAUIIO K NOBHIIIeHUI0 AUC u
Cmax 6oceHTaH (125 Mr 2 pa3a B geHb) Ha 49,8% u 42% COOTBETCTBEHHO.

OC00eHHOCTH IPUMEHEHU ST



Ilo Hayajla Tepamuu ciegyeT coopaTh MeOUITMHCKNWI aHaMHe3 MallieHTa U IIPOBECTH
dbu3ukanbHOE 00CIeqoBaHue OJI TUAaTrHOCTUKU dPEKTUIbHON OUCHYHKIINU U
oIIpefieeHusT €€ BO3MOXKHEIX ITPUYHH.

daxmopbl pucka cepdeuyHo-cocyoucmuix 3abosesarutl. ITOCKONIbKY CeKCyabHas
aKTUBHOCTH COIIPOBOXKAAETCS ONpendeIeHHbIM PUCKOM CO CTOPOHEI CepAlla, OO Hadasa
J11000T0 JIeYEeHUsI 3PEeKTUIbHOU AUCGYHKIIUY Bpay OOJIKEH OIeHUTh COCTOSTHUE
CepOedYHO-COCYOUCTOU CUCTEMEI nmalmeHTa. CungmeHaguI OKa3bIiBaeT
COoCymopacImpsIoniee EeNCTBUE, IPOIBIIETCSI HE3HAYNUTEILHBIM U
KpPaTKOBPEMEHHEIM CHUXKEHWEM apTepuasbHOro gasneHusa (cm. Pasgen
«@apMakosiorudyeckue»). [1o Ha3HaYyeHUs cuigeHaduia Bpad OOJIKEH TIaTeIbHO
B3BECHUTH, MOXKET TN TaKol 3(pheKT HeOIArOIIPUSITHO BIAUSATH Ha IAIllMEHTOB C
OIIpeJeIeHHBIMM OCHOBHBLIMY 3a00/1€BaHUSIMY, 0COOEHHO B COYEeTaHUU C CEKCYaIbHOM
aKTUBHOCTHIO. K ImaleHTaM C IIOBHIIIIEHHONW YYBCTBUTEJILHOCTHIO K BA30OMIaTaTOPOB
OTHOCSITCS TTAallUEeHTHl C OOCTPYKIIMEN BEIBOOHOI'O TPaKTa JIEBOTO XKeTyoodKa
(HampuMep, CTEeHO3 aOpPThI, TUIlepTPodUuUecKass OOCTPYKTUBHASI KapOUOMHUOIIATUS) U
Mal¥eHTHl C PeOKUM CUHOIPOMOM MYJIbTUCUCTEMHOM aTPOPUH, OOHUM U3 IIPOSBIEHUMN
KOTOPOU ABJIAETCS TAXKEJI0e HapylleHue Peryasaluu apTepruaabHOr0 JaBIeHUs CO
CTOPOHLI BEreTaTUBHOU HEPBHOU CHUCTEMBEI.

CunpeHadul IOTEeHIIUPYET TUIIOTEH3UBHOE OelCTBUE HUTPATOB (CM. Pa3men
«[IpoTUBOIOKa3aHUSI»).

B mocTMapKeTUHTOBLIM MEPUOM COO0IIanoCh O TAXKEBIX ITOOOYHBIX PeaKIIUsaX CO
CTOPOHBI CEPMIEYHO-COCYANCTON CUCTEMBI, BKJII0oYasi HPapKT MHUOKapAa,
HecTaOUJIbHOM CTEHOKapauel, BHE3aIllHYI0 CEPAeYHYI0 CMEPTh, XKEeNyoo4KoBas
apuTMHus, 1epedpoBaCKyJISIPHbIE KPOBOUIIUSIHUS, TPAH3UTOPHYIO UIIEMUYECKYI0
aTakKy, apTepuajibHOM TUIlepTeH3uer U apTepuaJlbHOU TUIIOTEH3UM, KOTOPHIE 10
BPEMEHU COBIIafalid C MpuMeHeHueM cungeHadumna. Y O0IbIIMHCTBA ITAlliEeHTOB, HO
He Y BCEX, CYyIleCTBOBaJiM PaKTOPH pUCKa CEPAEYHO-COCYAUCTHIX 3a0oneBaHu. MHOTO
TaKUX MOOOYHBIX peakKIui HabJII0galoCh BO BpeMs UIU Cpa3y IT0oCJjie II0JIOBOTO aKTa 1
TOJIBKO HECKOJILKO CIIyYHJIOCh BCKOPE TOCJIe IPUMeHeHUs cusmeHaduia 6e3
CEeKCyaJIbHOU aKTUBHOCTHU. [109TOMY HEBO3MOXKHO ONPEOEIUTh, CBSI3aHO Pa3BUTUE
TaKUX MOOOYHBIX PeaKIiii HeImOCPeOCTBEHHO C (paKToOpaMu pHUCKa, UJIN UX PA3BUTHE
00yCJIOBJIEHO OAPYrUMH (paKTOPaMHU.

ITpuanusm. CpencTBa O JIe4YeHUSA 3PEKTUIbHON AUCPYHKIUY, B TOM YHUCIIE U
cungeHadun, cneayeT Ha3HadaTh C OCTOPOXKHOCTHIO TalflMeHTaM C aHaTOMHY€eCKOH
nedopmMalire neHuca (aHTyJISINUsI, KaBepPHO3HLIN ¢GuOpo3 umu 60ne3Hs [Teporn) unu
namueHTaM C COCTOSIHUSIMU, KOTOPhI€ BhI3LIBAIOT PAa3BUTHUE IIpHallii3Ma (CepIoBUOHO-
KJIeTOYHasl aHeMUsI, MHOKEeCTBEeHHAasI MHUeJioMa UJIN JIEUKEMUS).



[Tocne BrIxOOa cunpmeHaduila Ha PHIHOK COOO0IIAmoCh O CIydasX YIJIUHEHHON 3peKInun
u npuanui3ma. Ecnu spekuus gnutcs 6oyee 4yeM 4 daca, IallieHTaM cliegyeT
HeMeJJIEeHHO 00paTUThCSA 3a MEOUIIMHCKOM ITOMOIIBIO. [Ipu OTCYyTCTBUU HEMEIJIEHHOTO
JIeYeHUs IPUaIli3M MOXKET IIPUBECTH K ITOBPEXKOEHUIO TKaHEe! IIeHnuca U K CTOMKOU
ImoTepe MOTEeHIINN.

OO0HoBpemeHHOoe npumeHeHue ¢ Opyaumu uHaubumopamu DI3-5 uau pyaumu
npenapamamu 045 A€4YeHUA IpeKmusibHoU duc¢yHKyuu. besonacHOCTh u

9} PeKTUBHOCTL OMHOBPEMEHHOT O IPUMEHEHUSI CUIgeHaduIa C OPYyTUMUA
uHruoutopamu ®JI193-5 unu OpyruMu mpemnapaTamMu Ojs JiedeHus TUIIepTeH3Un
JIETOYHOU apTepuH, copepxKallue cuageHadus, ujiu ¢ JpyruMu npenapataMu O
JledeHU s 9PEeKTUJIbHOU OUCHYHKINYM U3ydanuch. [[09TOMy IpuMeHEeHNEe TaKuX
KOMOMWHAIINYM He PEKOMEHIyeTCs.

BausiHue Ha 3peHue. CTIOHTaHHBIE COOOIIIEHUS IIPO BOSHUKHOBEHUE Ne(hEKTOB 3PEHUS
ITOCTYIIaJIM aCCOIIMUPOBAHO C MPUMEeHeHUeM cujifeHadusia u Apyrux UHruOUTOpPOB
®I13-5 (cM. Pazmen «I[lobouHble peakiuu»). O cinydassx HeapTepHualbHOU mepenHen
HUIIeMUYECKOU HEBPOIIAaTUU 3PUTEJILHOTO HEPBA, SABISIETCS PEOKUM COCTOSSTHUEM,
TOCTYTIaJI CIIOHTAHHBIE COOOIIEeHUS U CO00IIaroCch B HAA30PHOM UCCIeJOBaHUU
aCCOIIMMPOBAHO C ITIPUMEHEHUEM cuimeHaduia u Opyrux uHruo6utopos ®03-5 (cMm.
Paspen «ITobouHble peakiuu»). [TallMeHTOB clenyeT NpeoynpeauThb, YTO B ClIydae
BHE3aIlHOT'0 HapyllleHus 3peHus npumMeHenus npenapata EPI'OC cnenyet
MMpeKpaTUuTh U HeEMeJIEHHO 00paTUThCs K Bpauy (cMm. Paspgen «IIpoTuBOIIOKa3aHUSI»).

O0OHoBpeMeHHOe npumMeHeHue ¢ pumoHasupoM. OGHOBpeMeHHOe IIPUMeHeHe
cunpmeHaduna u pUTOHABUPA He pekoMeHayeTcs (cM. Pa3men «B3aumomenicTBue C
OPYTUMHU JIEKapCTBEHHBIMH CPEICTBAMHU U APYTHe BUIOBI B3aUMOIOENCTBUM»).

O0OHoBpemMeHHOe npumMeHeHue ¢ baokamopamu a-adpeHopeuenmopos. [lanuerTam,
IPUHUMAIONIUM OJIOKATOPH A-aApPEeHOPELeIITOPOB, IPUMEHITh CUJifieHaduI CIeayeT C
OCTOPOKHOCTBIO, IOCKOJIbKY TaKasi KOMOUHAaIM MOXKET IPUBECTHA K
CUMIITOMATU4YeCKOM TUTIOTEH3UM Y HEKOTOPHIX IIPEAPACIOI0KEHHBIX ITallieHTOB.
CumMmrnroMaTuydeckas TUIIOTEH3UsI OOBIYHO BO3HUKAET B TeUeHUe 4 4acoB II0CIie
npuMeHeHus cungeHadumna. C 1enbi0 MUHUMU3aud BO3MOXKHOTO Pa3BUTHUSA
IMOCTypaIbHOM TUIIOTEH3UU Y MAllMeHTOB, IPUHUMAIOIINX 0JI0KaTOPH (-
afpeHOPEeLEeITOPOB, UX COCTOSIHUE HY2KHO CTaOUIU3MPOBaTh C IIOMOIIIBLI0 0JI0KaTOPOB
0-aZpeHOPeleNnTOPOB 00 Havyalla IPUMeHeHus cuigeHaduna. Takxke cienyet
paccMoOTpeTh BO3MOXKHOCTDh ITPUMEHEHU HadalbHOU A03H 25 MT (cM. Pa3sgen «Cmocob
DpUMeHEeHUs U 0o3bl»). KpoMe TOro, cnegyeT npouH(pOpMUPOBaTh HAallUeHTOB, KakK
OEenuCTBOBATh B ClIydae MOSIBJIEHUS CUMIITOMOB OPTOCTaTU4YE€CKOU TMIIOTEH3UH.

BausHue Ha kposomeueHusA. MiccnemoBaHus TPoMOOIIMTOB Yel0BeKa IIoKa3ajd, 4To in
vitro cungeHadgul DOTEHLIMPYET aHTUArperauuoHHBIM 3Q(PEeKTh HaTPUA



HUTpomnpyccumga. HeT HuKakoi MHOOPMAIIUH OTHOCUTEILHO 0€30IaCHOCTH
MIPUMEeHEeHHus CungeHaduia mamueHTaM C HapyIIeHUSIMU CBEPTLIBAHUS KPOBU HJIH
OCTPOM sI3BEHHOM 00J1e3HbI0. TakKuM 00pa3oM, IpuMeHeHue cuinneHaduia
MalreHTaMu 9TOU T'PYIIIIEl BO3MOXKHO TOJIBKO IIOCJIe TIIATEeIbHON OIeHKU
COOTHOIIIEHUS ITOJIb3bl ¥ PHCKA.

ITocne mpuema 100 Mr 3mMOPOBEIMI TOOPOBOIbIIAMI He HabOII0OaI0Ch BIMSIHUS Ha
MOP(¢OIOTHUIO UM IIOABUKHOCTh CIepMaToO30umo0B (cM. Pa3men
«DapMaKOJIOTUYECKUE»).

ITomep=sa cayxa. BpadyaM crnenyeT HOCOBETOBaTh HallleHTaM NPEKPaTUTh IPUMEHEHNEe
npenapaTta EPTOC u HeMenieHHO 00paTUTHCS 3a MEIUIIMHCKOM ITOMOIIbIO B ClIy4dae
BHE3aITHOTO CHUXKEHHUS MU NoTepu ciayxa. O0 3TUX SABJIEHUSAX, KOTOPhIe TaKKe MOTYT
COITPOBOXKIAThCS 3BOHOM B yIlIaX ¥ I'OJIOBOKPYKEHHEM, COOOIIaIOCh C accollualiuei Bo
BPEMEHU C ITpuUMeHeHueM UHruoutTopos ®I13-5, Bkmtoyast EPI'OC. OnpenenuTs, 3TU
SIBJIEHUSI HAIIPSIMYIO CBSI3aHBI C IIPpUMEHEeHUueM MHTuOuTopoB PI1I-5 unm ¢ opyrumMmu
(bakTOpaMMu HEBO3MOIKHO.

O0HoBpeMeHHOe NpuMeHeHUe C 2unomeH3uB8HbiMU npenapamamu. CungeHadumn
OKa3bIBaeT CUCTEMHYIO COCYAOpPacCIINpAIee OeCTBUE U MOXKET B JaJIbHENIIEeM
CHHUZKATh apTepuaJlbHOE OaBjlieHHe V ITallueHTOB, IIPUMEHSIOINX TUIIOTEH3UBHBIE
JIeKapCTBEHHLIE CPeiCcTBa. B oTOenbHOM HCCIeOOBaHUM JIEKAPCTBEHHOI'O
B3aMMOJIEMCTBUS OTHOBPEMEHHOE ITPUMeHeHue aMoauiivHa (5 mr unu 10 Mr) u
cunpeHaduna (100 Mr) mepopaibHO HabII0OaI0Ch CpeHee OOTOTHUTEIbHOE
CHUXKEHUNE CUCTOJINYECKOr0O OJaBJIeHus Ha 8 MM PT. CT., AUACTOJIMYECKOTO - Ha 7 MM PT.
CT.

3aboaesaHusi, nepedaroujuecs nososvim nymem. IlpumeHenue npemnapata EPI'OC He
3amuiaeT ot 3aboeBaHUM, IepeaalonIuXcs IMOJI0BEIM nyTeM. ClieiyeT paCcCMOTPETH
BO3MOXKHOCTh UH(POPMUPOBAHUS NAIMEHTOB 0 HEOOXOOMUMBIX MeP OJIS 3alIUTHI OT
3a00JsieBaHM1, ITepegaronIuXCcs MOJIOBEIM IIYTEM, BKIII0Uasi BUPyC UMMYyHoOaepuimTa
4eJioBeKa.

CnoCcoOHOCTH BJ/IMSITHh Ha CKOPOCTH PEaKIIMH NIPH YIIPaBI€eHUH
AaBTOTPAHCIIOPTOM M/IM PabdoTe C MeXxaHU3MaMH

3p0TeKC O My2KYWH MOZKET MMETh HE3HAYUTEJIbHOE BIIMAHKUE Ha YIIDABJIIEHHE
ABTOTPAHCIIOPTOM HJIM OPYTMMHU ME€XaHHU3MaMH. HOCKOJ’IBKY B IIpo1iecce KIIMHNYECKUX
HCCJIeIOBaHUU IIPHUMEHEeHUA CI/IHJIeHa(l)I/IJ'Ia COO6I_T_I8.J'IOCI:> O CJIy4adX I'OJIOBOKPYZKEHHUA U
HapPpyIIeHuHn CO CTOPOHEI OPIraHOB 3PEHUA, I1epen TeM KaK CaguThCsa 3a PYJIb
TPAHCIIOPTHOT'O CPeaCTBa UJIKN OIPYIT'UMU ME€XaHU3MaMH, ITIallUE€HTaM HeO6X0)II/IMO
BBEISICHUTD, KAKOBa UX MHOWBHOYAJIbHAA PEaKIUA Ha IPDUMEHEHUE IIPpellapaTa SpOTeKC



OJIT My2KYUH.
IIpuMeHeHHEe B NIepHoOJ 0epPeMEeHHOCTH M/IH KOPMJIEHHSI IPYyIbIO
OpoTeKC O MyKYUH He TpefgHa3HauveH [OJI11 IPUMeHeHUs XKeHITUHaMU.
Cniocobd npuMeHeHHus U JO3bI

ITpenapam npumeHsitom nepopanbHo.

B3pocavle. PekoMmeHayeMas go3a cocraBisgeT 50 Mr, npuHUMaeMas B ciiydae
HeoOXOOUMOCTH IIPUMEPHO 3a OOUH Yac [0 MOJIOBOTO akTa. Ha ocHOBe

9 HEKTUBHOCTH U IIEPEHOCUMOCTHU 03y MOXKHO YBeNMu4YuTh 00 100 MTr UIu CHU3UTH J0
25 Mr *. MakcuManbHasi peKoOMeHgoBaHHasa go3a cocrasisgeT 100 mr. MakcumanbHas
peKOMeHJOBaHHAasa 4acToTa npueMa - 1 pa3 B CyTKU. Eciiu IpoTekc Oy MyK4YuH
IIPUHUMAETCS C MUlllel, Hadallio JelCTBUS IIpelapaTa MOXKeT ObITh OTJIOKEH I10
CpaBHEHUIO C IIPMEMOM HaTOIIaK.

ITauueHmul NocuU1020 803pacma. 171 MallMeHTOB ITOKMUIIOT0 Bo3pacTa (Bo3pacT = 65
JIET) KOPPEKIUU 03kl HEe TPeOyeTcs.

ITauueHmul ¢ noueuHou HedocmamoyHocmbio. [TallmeHTaM C TOUYEeYHOU
HeJOCTAaTOYHOCTBIO JIETKOU U CPeOHelN CTeIleHU TsSIXKeCTHu (KnupeHc KpeatuHuHa 30-80
MJI / MUH) peKOMeHOyeMas [03a TaKas Ke, KaK yKa3aHO BhIlIe B pa3aesie «B3pocnbie».

[ToCcKONBKY y mallieHTOB C IOYEYHOU HEOOCTAaTOUYHOCTBIO TSIKEJION CTEIIeHU (KJIIUPEHC
KpeaTuHuHa <30 MJI / MUH) KJIUPEHC cungeHaduia CHUXKEH, CIefyeT PaCCMOTPETh
BO3MOXKHOCTh IPUMEHEHHUS OO03kI 25 MT *. B 3aBUCUMOCTHU OT 9PPEKTUBHOCTU U
IIepPeHOCUMOCTH IIpenapaTa Ipu HeoOXOOUMOCTH O03Y MOXKHO YBEIUYUTH ITOCTEIIEHHO
oo 50 mr u go 100 wmr.

ITauyueHmul ¢ neueHouHOU HedocmamoyHocmbro. ITOCKONMBKY KIIMPEHC cunaeHaduia
CHUZKAEeTCs Yy MallieHTOB C ITIeYeHOYHOM HeJOCTaTOYHOCThIO (HallpuMep, Y IMaluueHTOoB
C IMPPO30M ITeYEeHH), CIIeAyeT PAaCCMOTPETh BO3MOXKHOCTh TPUMEHEHUS MO3Hl 25 MT *,
Ha ocHoBaHuU maHHBIX 9QHEKTUBHOCTU U IEPEHOCUMOCTH 103y MOIKHO ITOCTETIEHHO
yBenuuuTh 0o 50 Mr mo 100 Mr B cimydae HEOOXOOUMOCTH.

IlpumeHeHue nauyueHmam, KOmopble NpuHUMAarm dpyaue 1eKapcmeeHHbvle cpedcmad.
3a MCKII0YeHUEeM PUTOHABUPA, OJIsI KOTOPOTO CONYTCTBYIOIIEe BBEJIEHNUE C
cunbaeHapuIoM He peKoMeHayeTcs (cM. Pa3mensl «B3auMogencTBue ¢ OPyruMu
JIEKAPCTBEHHLIMU CPENCTBAMU U APYTHe BUIBI B3auMomencTBuii» u «OcobeHHOCTH
NpPUMEHEeHUI»), OJI MallieHTOB, KOTOPhIe IIPOXOOSAT COMYTCTBYIOIIEE JIeUeHue
uaruoutopamu CYP3A4, ciengyeT pacCMOTPETh HavaJIbHYIO 03y 25 Mr *,



I71s1 TOTO, YTOOBI CBECTH K MUHUMYMY BO3MOXKHOCTb PA3BUTHUS ITOCTYPAJIbHOM
TUIOTEH3UHU Y NallMeHTOB, KOTOPHIX JiIeyaT a-0JI0KaToOpaMH, COCTOSIHUE ITallueHTOB
Heo0X0OUMO CTaOMTM3UPOBATh C IIOMOIILIO0 O-0JI0KATOPOB A0 Hadasa JTeYeHus
cunbaeHadunoMm. KpoMe Toro, HadyaJbHYIO TEPANUIo CUJIbJeHaduIoM cienyeT
paccMmaTpuBaTth B 1o3e 25 Mmr * (cM. Pasgensl «B3aumogencTsrue ¢ opyruMu
JIEKapPCTBEHHBIMU CPEJCTBAMU U OPYTHUe BUIOL B3auMomeucTBui» u «OCOOeHHOCTH
IPUMEHEHUS»).

* [IpuMeHSTh B COOTBETCTBYIOIIIEN JO3UPOBKE.

et

OpOoTEKC OJisi MyKYMH He IPUMEHSAIOT OeTsaM (B Bo3pacTte go 18 neT).
Ilepemo3upoBka

B mpoiiecce uccneqoBaHui C y9acTuEM HOOPOBOJIBIIEB ITPY IPUMEHEHUN Pa30BOH
mo3nl cunpgeHaduna mo 800 Mr moboUHEBIE PeaKIuu ObLIN ITOOOOHBI TEM, KOTOPHIE
HaOJIIoganauch IpyU NPpUMeHeHuu cunaeHaduna B 60j1ee HU3KUX [03aX, HO BCTPeYasuch
yale u OpIM 60Jiee TxXKeJIbIMU. [IpuMeHeHue cungeHadusna B mo3e 200 Mr He
ITPUBOOUIIO K ITOBHIINIEHUIO 3¢ (HEKTUBHOCTH, HO BHI3LIBAJIO POCT KOJIUYECTBA CIydYaeB
pa3BUTHS TOOOYHBIX PeaKIInil (r0JIOBHOM 00U, IPUJIMBOB KPOBHU, TOJIOBOKPYKEHUE,
OUCIIETICUY, 3aJI02KEHHOCTH HOCA, HapYIIIEeHUH CO CTOPOHLI OPTaHOB 3PEHUS).

B cnydae mepemo3upoBKY IIPU HEOOXOOMMOCTU IPUOeraioT K OOBIYHBIM
MMOAePXXUBAIOIINX MEPOIIPUSATHM. YCKOpPEeHUue KIIUpeHca cuigeHaduia npu
reMoaualii3e MaJIOBePOSITHO BCJIEACTBUE BHICOKOM CTEIEHU CBSI3BIBAHUS ITpeIapaTa C
O0eTKaMu I1J1Ia3Mbl KPOBU 1 OTCYTCTBHUS 3JIUMMUHAIIMK CUIIOeHaduIa C MOYOH.

IToOouHBbIE peaKIuu

Yaitie Bcero coo0I11aoch 0 TaKUX MTOOOYHBIX peaKIIUIX, KaK rojIoBHast 60J1b, IPUIUBEI
KPOBH, OUCIIETICUS, 3aJI0KEHHOCTh HOCa, 00JIb B CIMHE, TOJIOBOKPYKEHUE, TOIIHOTA,
IIPUJIMBHI 2Kapa, HapylUIeHus 3peHus, TUaHOIICUsI U ITIOMYTHEHUE 3pEHUS.

[ToGouHBIE PeaKIUU ITPUBEIEHL HUXKE B COOTBETCTBUU C Kiaccudukaiuenn «Cucrema-
opraH-Kjacc» 4 94aCTOTHI: 04eHb 4yacTo (= 1/10), yacto (= 1/100 - <1/10), HeyacTo (=
1000 - <1/100) u pemoko (= 1/10 000 - <1/1000). B npexgenax KaxkKgo1i 4aCTOTHOU
TPYIIIEI TOOOYHEIE PEaKIINK IIPUBEOEHbBI B IIOPSIAKEe YMEHBIIIeHNUS X CEPhe3HOCTH.

HHpeKkuuu u uHea3uu: He4acToO - PUHUT.

Co cmopoHbl UMMYHHOU cucmembl: He4acTo - TUIIEPYYBCTBUTEIbHOCTb.



Co cmopoHbl Hep8HOll cucmeMbl: 0O4eHb YaCTO - TOJIOBHAs 00JIb; YacTo -
TOJIOBOKPYZKEeHHEe He4acCTO - COHJIMBOCTD, TUIIECTE3HUSI; PEOKO - UHCYJIbT, TPAH3UTOPHAasI
UuieMur4eckas atTaka, Cygqoporu*, pelquauBhEl CyOgopor¥*, CUHKOIIE.

Co CmOpoOHbI Op2dHa 3peHuUsA: 94acTo - HapylLleHue BOCIPUATUS IBeTa**, paccTpoucTBa
3peHusi, IOMyTHEeHNEe 3PEeHNSI; He4acTo - HapyIIeHue Cl1e300TaeNIeHusa***, 60mb B
rnasax, Gotodobusi, GOTOICUS, TUIIEPEMHUS I'/1a3, TPKOCTb 3PeHUs, KOHBIOHKTUBUT
pemKo - HeapTepHrajibHA NIepPeaHsasa ullleMrudecKass HelpoIlaTUs 3pUTENbHOT0 HepBa*
OKKJIIO3USI COCYOOB CeTYaTKU* peTUHAIbHBIM KPOBOUINUSAHNE, aPpTEPHUOCKIEPOTUYHA
peTHHONaTHus, HapyILIeHUsI CO CTOPOHLI CETYATKHU, I'JIayKoMa, Ae(eKTH II0JI 3PeHusd,
OUIIJIONINSI, CHU2KEHHEe OCTPOTHI 3PEHUS, MUOIINS, aCTEHONUs, MJiaBalollne
IIOMYTHEHHUS CTEKJIOBUOHOTO Tejla, HApYIIEeHUs CO CTOPOHBI panyKHOU 000JI0UKY,
MUOpHa3, IOSBJIEHHE CBETAIINXCS KPYroB BOKPYT HCTOUYHHUKA CBeTa (rajo) B moje
3peHus, OTEK Tja3, IPUITYXJIOCTh I'/Ia3, HAPYyIIeHUs CO CTOPOHHI I'Jla3, TUIIEPEMUS
KOHBIOHKTHBEI, pa3gpaxkeHue Iiia3, aHoMaJIbHbIE OINYILEeHHUs B Ila3aX, OTEK BeEK,
obOecliBeuynBaHNe CKJIEPHI.

Co cmopoHbl OP2aHO8 C/Ayxd: HeYacCTO - BePTUTO, 3BOH B yIlIaX PeOKo - TIyX0Ta.

Co cmopoHbl cepdeyHOo-cocyoucmol cucmembl: 4aCTo - IPUIUBEL KPOBU K JIUILY,
ITPUJIMBHI XKapa; HeYacTo - TaXUKapaus, YCuieHHoe cepanebuenHne, apTepuasabHas
TUIIOTEH3USI/TUTIEPTEH3US PEOKO - BHe3alHas cepaedyHasi CMepTh*, UHPapPKT
MHOKap[a, XKeJIyqo4KoBass apuTMus*, pubpunsaius rnpencepnnuii, HectabuabHas
CTEHOKapPOHUsI.

Co cmopoHbl ObixamebHOU cucmembl: 9acCTo - 3aJI0KEeHHOCTh HOCa, He4acTo -
HOCOBO€ KPOBOTEYEHHUE, 3aJI0KEHHOCTh ITPUAATOYHBIX Ia3yX HOCA; PEIKO - OIIyIIeHue
CXKaTus B ropjie, OTEeK CIU3UCTOM 000JIOYKH HOCA, CYXOCTh B HOCY.

Co cmopoHbl nuuesapumeibHO20 MpPAKmMaA: 4acTo - TOIIHOTA, OUCIENCHUs HevacTo -
ractpoa3odareanbHas pedirrokcHass 601e3Hb, pBOTa, 00JIb B BepPXHEM YacTHu KUBOTA,
CYXOCTb BO PTY PEIKO - TUIIECTE3US POTOBOM IIOJIOCTH.

Co cmopoHbL KOXHCU U NOOKOHCHOU MKAHU: HeYacCTo - ChbIllb, PeOKO - CHHAPOM
CTtuBeHca-[I>KOHCOHAa*, TOKCUYECKUU 3NUIePMalIbHbIU HEKPOJIu3*,

Co cmopoHbl KOCMHO-MblWEYHOU cucmeMbl: He4acTo - MUaITus, 607Ib B KOHEYHOCTSX.
Co cmopoHblL MoYesbl0e1umesbHOU cucmeMbl: He4acTo - TeMaTypHus.

Co cmopoHbl penpoOyKMmuBHOU cucmembl: PeOKO - KpOBOTEYEHUEe U3 II0JI0BOT0 YJIeHa,
mpuanu3mM* reMaTocnepMusi, MPOOOJIKUTETbHAS 3PEKITUS.



Obujue HapyweHus: He4acTo - 00JIb B TPY[H, IOBLIIIIEHHAS YTOMJISEMOCTh, OILIYIIeHne
Kapa; PemKo - pa3apaxkeHue.

JlabopamopHble nokazameiu: He4acTo - IIOBLIIIEHHAs YacTOTa CePOeYHbBIX
COKpalIeHHUH.

* Coo00111a710Ch UL BO BpeMsa UCCIIegJOBaHU .

** HapyIeHrue BOCOPUSTUS IIBETA: XJIOPOIICUSI, XPOMATOIICHS, ITHAaHOIICHSI,
€PUTPOIICHSI, KCAHTOIICHS.

*+* HapylleHue ciie30TedYeHue: CyXOCTh B I'/la3ax, HapylleHue CJIe300TAEeJIEeHUs U
MOBHIIIIEHUE CJIE30TEYEHUE.

HuxenpuseneHHbIe IBIeHUS Habmoganuck B <2% mallmeHTOB B IpoIlecce
KCCIeIOBaHUM, MPUYNHHON B3aUMOCBSI3U He ompenesieH. CoobIieHne BKITI0YaIn
SIBJIEHUSI, KOTOPble UMeJIN BePOSITHLIN CBSI3b C IIPUMEHEeHueM cuineHadunra. ABIeHus,
KOTOpPbIe He OBbLIM YKa3aHbI, OBI/TH JIETKUMU 1 COOOIITeHUs ObI/T O4YeHb HETOUHBLIMHU,
4yTOOBI UMETh 3HAYEHHE.

Obw,ue HapyweHusi: OTeK JuIa, GOTOCeHCUOMIN3alius, 10K, acCTeHusI, O0JIb,
BHe3allHOoe NajeHune, 00Ib B XKUBOTE, BHE3AITHOE MOBPEXKAEHUE.

Co cmopoHbl cepOeuHo-cocyoucmotl cucmembl: CTeHOKapausi, AV-6110Kaza, MUTPEHb,
IMOCTypaJibHAas TUIIOTEH3UsI, UIIEMUs MUOKapaa, TPOMO03 COCYIOB TOJIOBHOTO MO3Ta,
BHe3allHasi OCTaHOBKA Cepila, OTKIOHeHus moka3aTtened IKI, kapauomMuonaTus.

Co cmopoHbI nuwesapumeibHo20 MpakKkma: TIIOCCUT, KONMUT, nucdarus, raCTPUT,
TaCTPOHTEPUT, 330(paruT, CTOMATHUT, HapPyIIeHUe Pe3yJIbTaTOB Me4YeHOYHHIX P00,
peKTalbHOE KPOBOTEUEHUE, THHTUBUT.

Co CMOPOHbBI cucmembdbl Kposu u flUMd)amUHQCKOﬂ cucmembl: aHEMHUSI, JIEUKOIIEHHUS.

Co cmopoHbl Memabo1u3Ma u NUMAHUA: ¥)Kaxaa, OTeK, Imogarpa, HeCTaOUIbHBIH
nuabeT, TUIeprivKeMusi, mepudeprudeckrue OTeKu, TUIIePYPUKEMUS, TUIIOTJINKEMUS],
TUIIEPHATPUEMUS.

Co cmopoHbl KOCMHO-MblWEYHOU cucmeMbl: apTPUT, apTPO3, PA3PLIB CYXOKUIIHUS,
TEHOCHHOBHUT, O0JIb B KOCTSX, MUACTEHMSI, CHHOBHT.

Co cmopoHbl Hep8HOUl cucmeMbl: aTaKCHUs, HeBpaJTrus, HeMpoIaTus, IapecTe3nu,
TPEMOP, BEPTUTO, Ierpeccusi, 0e6CCOHHUIIA, aHOMaJIbHbIe CHOBUIEHUSI, CHUXKEHUE
pedeKcoB.



Co cmopoHbl ObixameabHOU cucmembl: aCTMa, OOBIIIKA, JTapUHTUT, (DapUHTUT,
CUHYCUT, OPOHXUT, yCUJIEHHOE CIIIOHOOTAEeJIeHNe, YCUJIeHNe KalllJis.

Co cmopoHbl KoJCu: KpalluBHUIIA, TepIiec, 3y, IIOBHIIIIEHHAs IIOTJINBOCTD, SI3BBI KOXKH,
KOHTAKTHBIA JepMaTUT, 9KCHOIUATUBHEIN OePMaTuT.

Co CMOPOHblI OP2dHOB HyB8CME: BHE3AIIHOE€ CHU2KEHHNE UIIX IIOTEPS CIIyXa, 00mb B yiiax,
KPOBOUI3JIUAHNUE B I''la3, KaTdPaKTa, CYXOCThb B I''lTa3aX.

Co cmopoHbl MoYesbl0e1umebHOU cucmeMbl: ACTUT, HUKTYPUS, IOBHIIIIEHHA S
4acToTa MOYEeHUCIIyCKaHUM, yBeJIMUeHNe MOJIOYHBIX KeJle3, HeflepKaHue MOYH,
HapylleHue 35KyJISLINHU, OTEK IIOJIOBEIX OPraHOB, aHOPra3Musl.

[ToGouHBIE PEAKIINY, O KOTOPBIX IIOCTYIIAJIU COOOIIEHUS OT IOMYJISUN HEN3BECTHOU
YHUCIEHHOCTHU. JTU SIBI€HUS OBIJIM OTMEeUYEeHHl KaK 3a UX CEPbe3HOCTh, YaCTOTY
COOOIIIeHUSsI, OTCYTCTBHE YETKOT0O aJIbTEPHATUBHOTO CBSA3H, TaK U Yepe3 KOMOUWHAIIHUIO
9TUX (PaKTOPOB.

CepoeuHo-cocyducmpvle u uepebposackyasipHole A8ieHus. CoobIIanoch O TAXKEIIbIX
CepoedYHO-COCYOUCTHIE, 1IepeOpPOBACKYISIPHbLIE U COCYIUCTEIE SIBIIEHUS, BKITIOYAs
11epeOpPOoBacCKyIsIPHON KPOBOTeUeHNe, cyDapaxHOouaalibHOE M BHYTpHUllepeOpalbHOM
KPOBOTEeYEHNeEe U JIETOYHOe KPOBOTEUYEHHE, KOTOPhIe OBIJIM CBSI3aHEI BO BPEMEHHU C
nIpuMeHeHueM cunmeHaduna. Y O0IbIIMHCTBA ITAIIMEHTOB, HO HEe Y BCEX, UMEJIUCh
dbakTOpHI CEPOEYHO-COCYAUCTOr0 puckKa. CoobIlasoch, YTO MHOTHE U3 9TUX SIBII€HUN
BO3HUKJIM BO BpeMs UJIU Cpa3y II0CJIe CEKCyaIbHOM aKTUBHOCTH U HECKOJIbKO SIBJIEHUM
BO3HUKIIM Cpa3y IT0CJie MPUMeHeHus cunneHaduia 6e3 CeKCyaIbHON aKTUBHOCTH.
Ilpyrue siBJIEHUST BO3HUKJIM B TE€UEHUE CIIeOYIOIINX YaCOB UMY OHEU MOCie
MpUMeHeHUus cumeHadua ¥ CeKCyalbHOM aKTUBHOCTH. HEBO3MOXKHO YCTAaHOBUTD,
9TH SIBJIEHUS CBSI3aHHEI C IIPUMEHEeHUEeM cuiigeHaduia, ¢ CeKCyaJIbHOM aKTUBHOCTHIO, C
UMenIuMucsa ¢pakTopaMy PUCKa UJIM C KOMOUHAaImen 3Tux (GakToOpPOB, UJIN C APYTUMHU
(pakTOpaMH.

KposeHocHas u aumMmgpamuueckas cucmembl: Ba300KTIO3UBHUM KPHU3HCOB.

B HebOonbIoM 3ab1aroBpeMeHHO TPUOCTaHOBIIEHHOM MCCJIEOBaHUU TPUMEHEHUST
cungeHaduia malueHTaM C JIeTOYHOU apTepualbHOU TUIePTEeH3uel, BTOPUYHOU 110
CEPHOBUOHOKIIETOYHOM aHEMUHU, IIPU IPUMEHEHUH CUIgeHaduiIa O pa3BUTUU
Ba300KJIIO3UBHUX KPU30B, TPeOyIolIMe roCIuTaIn3alnm, coo0IIanoch yalle, 4eM IIpu
npuMeHeHuH ninaiebo. KnuHnyeckoe 3HayeHUe 5TOU HHpOpMaIUy AJis NaleHToB,
MIPUHUMAIOIIUX IIpernapaT DPOCUJI C LEJIbI0 JIeYeHUA 3PEKTUIIbHON OUCHYHKIUY,
HEU3BECTHO.

Cneuupuueckue owyu,eHus.



Cayx. Coo011anoch 0 ciydasix BHE3aIllHOTO CHUXKEHUS WU ITOTEPU CITyXa, CBSI3aHHbBIE
10 BpEMEHU C TpUMeHeHueM cuiimeHaduna. B HeKOTOpPHIX ciiydasx coo0Ianu o
HaJIUu4YUU MEeOUIIMHCKUX COCTOSTHHUU U OPYTUX (PaKTOPOB, KOTOPhIE MOTJIM ChITPaTh POJIb
B pa3BUTUHU MOOOYHBIX PeaKIii CO CTOPOHHI CiIyXa. Bo MHOTUX ciy4asx uHpopMalusa
110 JajibHeUIlIeMy MeIUIIMHCKOMY HaOIIoOeHUI0 OTCYTCTBYeT. ONpenenuThb, 3TH
SIBJIEHUSI HAIIPSIMYIO CBsSI3aHbI C IIPUMEHEHUEM culaeHadumna, ¢ UMEIOUIUMUCS
bakTOpamMu pucKa IIOTEPH ClIyXa, C KOMOMHaIMel 3TuxX GakTOPOB UIU OPYTUMU
(bakTOpAaMMU, HEBO3MOKHO.

3peHue. BpeMeHHas IoTeps 3peHus, IOKPaCHEeHUe I'la3, XKXKeHHue B rjia3ax,
MMOBHINIIEHE BHYTPUTIa3HOTO OaBIeHUsI, OTEK CeTYaTKH, COCyOuCThie 3a00IeBaHUs
CeT4YaTKM HUJIM KPOBOTEeUEHUE, OTCJIOMKA CTEKJIOBUOHOTO Tejla.

Coo011a10Cch 0 Ciy4asix HeapTepuaJabHOU IIepegHel uilleMUYeCKOoN HeBPONaTUU
3PUTENBHOTO HEPBA, YTO ABJISETCS IPUYNHON CHUXKEHHUS 3PEeHUsI, BKIIo4as
ITIOCTOSIHHYIO ITIOTEPIO 3PEeHHUsI, KOTOPHIe OB/ CBSI3aHLI BO BPEMEHU C IIPUMEHEHUEM
uHruoutopoB ®J19-5, BKioyasa cungeHadun. Y MHOTHUX ITAllMEHTOB, HO HE Yy BCEX,
MMeJINCh aHaTOMUYECKHME UM COCYOUCThIe (paKTOPHl pUCKa Pa3BUTHUSI
HeapTepHUalbHOU MepenHed UIeMUYeCKOU HeBPOIlaTUU 3PUTEIbHOTO HEPBa, BKIII04Yas
(HO He OorpaHHWYMBAsICh) CIEOYyIOIINE: HU3KOEe COOTHOIIEHNE AuaMeTpa 3KCKaBalluu U
OMCKa 3PUTEJILHOTO HePBa (3aCTOMHLIN AWCK 3PUTEIHHOT0 HepBa), Bo3pacT 6osee 50
JIeT, apTepuajabHas TUIIepTeH3us, 3a00eBaHlsI KOPOHAPHLIX apTepPUui,
TUIIEPIUOUAEMUASA U KypeHue. HeBO3MOXKHO ONIpenennTh, 3TU ABJIE€HUS HalPSAIMYIO
CBsI3aHBI C IPUMEHEeHHEeM HHTUOUTOpPoB ®I13-5, unu ¢ UMEIUIUMUCSI aHaTOMUYEeCKUMU
WUJIM COCYOUCTBIMHU (paKTOpaMM PHCKA, UJIM C KOMOMHAIel 3TUuX Bcex (aKTOpPOB, UJIH C
opyrumu pakKTOpaMHu.

Omuem o nodo3pesaemvix NOBOYHBIX PEAKUUSX.

OT4eT 0 MO03PeEBaEMbBIX ITOOOYHBIX PEAKIIUAX II0CJIe PETUCTPAIIUU JIEKapCTBEHHOTO
Cpe[cTBa UMeET BaKHOe 3HaYeHHe. IDTO IMO3BOJISIET MPOBOOUTH HEITPEPHIBHBIMN
MOHUTOPUHT COOTHOIIEHMS MOJIb3bl U PUCKOB, CBI3AHHBIX C IIPUMEHEHHEM 3TOT0
nmpemnapata. Bpayam cienyeT OTYUTHIBATHCS O JIIOOBIX ITOI03PEeBaeMbIX ITOOOYHEIX
peakIusiXx B COOTBETCTBUU C TPeOOBAaHUSIMU 3aKOHOMATEILCTRA.

CpoK rogHoctu
3 roga.
YcnoBusi xpanenusi

XpaHUTh B OpUTUHAJILHOU yIIaKOBKe IIpU TeMneparype He Brile 30 ° C.



XpaHUTh B HEJOCTYIIHOM [JI JeTed MecCTe.
YnakoBkKa

[To 4 TabGneTKH, IOKPLITHIE TITIEHOYHOU 000JI0UKOM, B O11ucTepe, mo 1 61mcTepy B
KapTOHHOU ITaykKe.

Kareropusi ornycka

[To peuenrty.
IIpou3Boourenb
AxTaBuc JItho./Actavis Ltd.

MecTOHaxXOXKaeHHue IIPOMU3BOOHUTEJIA U €ro aapec MeCTa OCylnmieCTBIICHUA
oesiTeJIbHOCTH

BLB 015, Byne6en Muamactpuan dctet., I'. 3etityH, ZTN 3000, Mansta / BLB 015,
Bulebel Industrial Estate, Zejtun ZTN 3000, Malta.

HcTOouHMK HHCTPYKIIHHA

HNHCTPYKIIKS TeKapCTBEHHOTO CPeACTBa B3sATa U3 OQUIIHATIbHOTO HCTOUYHUKA —
I"oCcymapCTBEHHOT0 peecTpa JIeKapPCTBEHHLIX CPEOCTB YKPauHHL.



http://www.drlz.com.ua/

