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MHWHHCTEPCTBO 3/IPABOOXPAHEHM I POCCUMCKOU ®EJEPALINU
COI'TACOBAHO
I/IHCTPYKHI/IH I —
[10 MEJIMIITUHCKOMY TIPUMEHEHUIO JIEKAPCTBEHHOTI'O ITPEITAPATA

Cuanenadpuna BEPTEKC

PerucrpauuoHHbIi HOMep:

Toprosoe nHaumenoBanue: Cunnenapun BEPTEKC
MezKIyHApPO/IHOE HEeNATEHTOBAHHOE HAMMEHOBAHHe: CHIIICHADHII
JlexapcerBennast popma: TabIeTKH, HOKPHITHIE IIEHOUHOM 000104KOM

Cocrasn

Opina tabneTka, MOKphITast IJICHOYHOH 000JI0UKOM, COMEPIKHT:

Jlo3upoBka 25 Mr

Oeticmeyioujee 6eujecmeo. cungeHapuna uurpar — 35,11 Mr (B mepecyere Ha cuiieHadui —
25,00 mr);

gcnomozamenvhble  6ewjecmeéa:;  NAKTO3bI  MOHoruapar  — 72,89 mr;  memnonosa
MukpokpucTaumdeckas — 30,00 mr; kpockapmeiioza Hatpus — 7,50 Mr; THIpoiosa
(TMAPOKCHIPONHIIEUIoN03a) — 1,50 Mr; KpeMHHsI THOKCHA KOLTOMAHBIA — 1,50 Mr; mMaruus
creapat — 1,50 mr;

nnenounas obonouka: [cyxass cMech JUIS IUICHOYHOTO MOKPBITHSA, COJeprKalas I0JMBHHAIIOBBIH
crupt (40 %), TuTana auokcua (22,1 %), makporon 3350 (mommaTunesraukons 3350) (20,2 %),
tanek (14,8 %), J1aK allOMUHHEBBIM Ha OCHOBE KpacuTeJlsi ”HIUrokapMuH (2,8 %), xene3a oKcut
xenteii (kene3a okeun) (0,1 %)) — 4,50 mr.

Jo3upoBka 50 Mr

Oeiicmsyloujee eewyecmeo. cwinenapmia uurpar — 70,23 Mr (B mepecueTe Ha CHIAeHApUI —

50,00 mr);
6cnomozamenvubvie  6ewjecmeéa:  JIAKTO3bl  MOHoruapar  — 145,77 mr;  uemmonosa
MuKpokpuctauimyeckas — 60,00 mr; kpockapmeruo3a Hatpus — 15,00 Mr; rumposiosa

(ruppokcunponuinesunoio3a) — 3,00 Mr; KpeMHHS JHOKCHI KOJUIOMAHBIA — 3,00 Mr; Maruus
creapat — 3,00 mr;

naenoynas 060104ka; [cyxast CMeCh JUlsl IUIEHOYHOTO TOKPBITHS, COJeprKallas MOJMBUHHIOBBIN
crupt (40 %), Tutana auokcua (22,1 %), makporon 3350 (momuaTHienrmukons 3350) (20,2 %),
tanbk (14,8 %), 1aK aIFOMMHHEEBBIN HA OCHOBE KPACUTEJIsl HHAMIOKapMuH (2,8 %), xene3a OKCH/I
xenteii (xenes3a okeun) (0,1 %)] — 9,00 mr.

Hozuposka 100 mr

Oeticmeyioujee cewjecmeo; cunaeHapuna uurpar — 140,45 mr (B nepecuere Ha cuiaeHapui —
100,00 mr);

gcnomozamenvubie  Gewjecmeda:  JAKTO3bl  MOHoruapar  — 291,55 wmr;  memonosa
mukpokpuctaumadeckas — 120,00 mr; kpockapmeriosa Hatpus — 30,00 mr; rumpoiiosa
(TMIPOKCHITPONHIILE/LTION03a) — 6,00 MI; KpeMHHs JHOKCHI KOJUIOWAHBIA — 6,00 Mr; mMaruus
creapat — 6,00 mr;

nuenounas 06onouka; [cyxass cMech JUlsl TUIEHOYHOTO MOKPBITHS, COJeprKallas MOJMBUHHIIOBBIM
ciupt (40 %), Tutana guokcun (22,1 %), makporon 3350 (momstunenriukons 3350) (20,2 %),
tanek (14,8 %), J1aK alOMUHHEBBIH Ha OCHOBE KpacuTeJlsl HHIUToKapMuH (2,8 %), xese3a OKCH/L
xentbiii (kenesa okeun) (0,1 %)] — 18,00 mr.

Onucanue
Kpyrible JBOSKOBBINYKJbIe TabJETKH, MOKPHITHIE IUIEHOYHOH 000J109KOM rojgyboro 1sera.
Ha nonepeynom paspese siipo 6e1oro ik noyTu 6esoro 1Bera.



dapmakoTepaneBTHYECKAs IPyIa
DPEeKTUIIBHOM AUCHYHKIUH cpeAcTBO JedeHus — ®J[D5-uarudurop.

Kox ATX
G04BEO3

®apmakoJ0ru4ecKne cBoOHCTBA

DapmakoouHamuka

CunzieHadua — MOIIHBIA CENEKTUBHBI HHIHOMTOP LHMKJIMYECKOTO TyaHO3HHMOHOdochata
(uF'M®) - cnenupuyeckoit ¢dochomudcrepassl THna S5 (PJID5). BoccranasiauBaet
HApYIIEHHYIO 3pEKTHJIbHYIO (YHKIHIO B YCJIOBHUSAX CEKCYyaJllbHOM CTUMYJISLIMK 32 CUET
yBEJIMYEHUS IPUTOKA KPOBH K IIOJIOBOMY UJIEHY.

Peanusanus (U3MOJOrHYECKOr0 MEXaHH3Ma 3PEKIUH CBs3aHa C BBICBOOOXIECHHEM OKCH/A
aszora (NO) B KaBepHO3HOM TeJjie BO BpeMsl CEKCYaJbHON CTUMYJISIMH. DTO, B CBOK OYepe/ib,
IPUBOJAUT K yBeJH4YeHHIO ypoBHs ul M®, nocienyromeMy pacciabiaeHUIO INaJKOMBIIIEYHOM
TKaHH KaBEPHO3HOI'O TeJa H YBEJIMUEHHUIO IPUTOKA KPOBH.

Cungenadun He OKa3blBaeT NPSIMOro paccialisromero JIeHCTBHS Ha HM30JHPOBAHHOE
KaBEpHO3HOE TeJIO0 4YejoBeKa, HO ycuiauBaeT 3bdekr okcuna asora (NO) mocpeactBom
unruoupoBanus OJ[DS5, kotopast oTBeTcTBeHHa 3a pacnan ul M®.

Cunzenapun cenekruBer B otHomenun OJID5 in vitro, ero akTHBHOCTH B oTHOIIEHHH PJ[D5
3HAYUTEIBHO IPEBOCXOJAUT AKTHBHOCTH B OTHOLIEHHH JPYIMX H3BECTHBIX H30(EpMEHTOB
docpomuacrepaser: ®JID6 — B 10 pa3; ®ID1 — Gonee wem B 80 pas; OJID2, ®J[D4,
OD7-OJ1D11 — 6onee yem B 700 pa3. Cunnenapun B 4000 pa3 Gojiee CEIEKTHBCH B
orHomennu ®J[D5 mo cpaBHeHuto ¢ ®JID3, uro MMeeT BaxKHEMHIEee 3HAYCHHUE, TTOCKOJIbKY
®J1D3 aBiseTcs OJHUM U3 KITIOYEBBIX (PEPMEHTOB pETyJIALUUA COKPATUMOCTH MHOKap/a.

Jins  pasBuTHs KejaeMoro (hapMakoJIOTHYecKoro JAeHcTBUs cHiaeHaduia HeoOXoxuma
CeKcyaslbHasi CTUMYJISIIUS.

Knunuueckue oannsie

Kapouonoeuueckue uccneoosanus

OaHoKpaTHOE NpHUMeHeHHe cuiineHaduna B go3e a0 100 Mr He NPUBOAMIO K KIHHHYECKH
3HAYUMBIM M3MEHEHHSIM Ha 3JIEKTPOKapAHOTrpaMMe Y 3I0POBBIX J0OPOBOJIBIIEB.

Cunzenaduii BbI3bIBaeT HeOONBIIOE M TPAH3UTOPHOE CHHIKEHHE apTEePHAJIbHOTO JIaBJICHMS
(AJl), xoTopoe B OOJIBIIMHCTBE Ciy4yaeB He HMMeeT KIHHHYECKHX mposiBienuid. Cpennee
MaKCHMaJIbHOE CHH)KEHHE CHCToNMYeckoro AJl B IOJIOKEHHH «JIexa» Iocie Ipuema
cunenapuna BHYTps B mo3e 100 Mr coctaBwio 8,3 MM pT. CT., a auactoiamyeckoro AJl —
5,3 MM pT. cT. Bosiee BbIpakeHHOe, HO TaKXke Ipexojsliee BiusHue Ha AJ[ oTMedanoch y
MalMEHTOB, IPUHAMABIINX HUTPAThI (CM. pa3zens! «[IpotuBonokaszanus» u «B3aumonencTeue
C JIPYyTUMH JIEKaPCTBEHHBIMHU CPEJCTBAMUY).

B uccienoBaHuyu reMoauHamMudeckoro s¢dekra cungenaduna B ogHokpaTHoi no3e 100 mr y
14 manMeHToB ¢ TAXKENIOH HIIeMHYecKOoil 6oe3Hbio cepaua (6onee ueM y 70 % nanueHToB ObLI
CTEHO3, 10 KpaiiHell Mepe, OIHOW KOPOHAPHOH apTepHM) CHUCTOJIMYECKOE M JHACTOIMYECKOEe
AJl B COCTOSHMH MOKOS yMeHbIasioch Ha 7% U 6 % COOTBETCTBEHHO, a JICTOYHOE
CHCTOJIMYECKOE JaBJIeHHe CHHKAIOCh Ha 9 %. CuseHadui He BIHSUT HAa CEpACYHBIN BHIOPOC |
He Hapylial KPOBOTOK B CTEHO3HPOBAHHBIX KOPOHAPHBIX apTEepHsX, a TaKke MPHUBOIHI K
yBeaHueHHI0 (mpuMepHo Ha 13 %) ajeHO3MH-UHIYyLMPOBAHHOIO KOPOHAPHOI0 IOTOKAa KakK B
CTEHO3MPOBAHHBIX, TAK U B HHTAKTHBIX KOPOHAPHBIX apTePHUsX.

B nBoiiHOM cienoM miane6o-KOHTPOJIMpYeMOM HccileoBaHuH 144 manuenTa ¢ 3peKTHIbHOU
muchyHKIMeR U cTaOWIBHOW CTEHOKapAMeH, NMPUMHUMAIONME aHTHAHTMHAJIBHBIC NpernapaThbl
(KpoMe HHUTpATOB), BBINOJHSIM (U3NYECKHE YNPaXKHEHUS JIO MOMEHTa BO3HHKHOBEHMS
CHUMITOMOB CTEHOKapAuH. IIpo/0JKUTENILHOCTD BBIMOJHEHUS YNpPaKHEHMH ObUia 3HAYUMO
Gompmre (19,9 cexymm; 0,9-38,9 cekyHa) y NAaUMeHTOB, NPHHHUMABIIMX CuieHaduiI B
OIHOKpaTHOIi 7103e 100 MT 110 CpaBHEHHIO C MAIMEHTaMH, T10JTy4YaBIIMMH I11a1edo.



B paHIOMH3UPOBAHHOM JABOWHOM CIIEIIOM IIJIaLe00-KOHTPOIUPYEMOM HCCIIEOBAHHH H3YYalIH
sp ekt nepemenHoi 10361 cunaeHaduna (o 100 Mr) y MyxuuH (n=568) ¢ 5peKTHILHON
AMCYHKIMER ¥ apTepUaIbHON THUIEepPTEeH3HeH, NPHHUMAIONMX 0oJiee IBYX T'MIIOTEH3MBHBIX
npenaparoB. CuieHapua yaydmui spekiuo y 71 % MyxX4yuH 1o cpaBHeHHIO ¢ 18 % B
rpymme miane6o. Yacrtora HeOnaronpusaTHbIX 3G (eKToB Obljla CpaBHUMA C TaKOBOH B JIPYIMX
rpynmax MalHeHTOB, TaKXKe KakK y JHI, NpHHUMAoUMX O0oyiee TpeX TI'MIIOTEH3UBHBIX
npenaparos.

Hccneoosanus spumenvHulx HapyueHuu

V HEKOTOpBIX MaIMeHTOB Yepe3 | yac mocie npueMa cuieHaduaa B go3e 100 Mr ¢ moMompio
tecta ®aprcBopra-MyHcenst 100 BBISBICHO JIerKoe W IpeXosiiee HapylIeHHe CIIOCOOHOCTH
pa3nuyaTh OTTEHKH I[BeTa (cuHero/3eseHoro). Yepes 2 yaca mocje mpuema Inpenapara 3Td
W3MEHEHHUs] OTCYTCTBOBaJM. CUHMTAETCs, YTO HApyIIEHHE I[BETOBOIO 3PEHMs BBI3BIBACTCS
uHrubuposanueM MJ[D6, koTopas ydyacTByeT B Ipolecce Iepeady CBeTa B CeTYaTKe riasa.
CuineHaduil He OKa3blBaJl BIMSHHUS Ha OCTPOTY 3PEHHs, BOCIPHUSTHE KOHTPACTHOCTH,
3JIEKTPOPETHHOTPAaMMY, BHYTPHUIJIa3HOE JAaBJICHHE HIIM JMAaMETP 3payka.

B 1miane6o-KOHTPOJHPYEMOM IEPEeKPECTHOM HCCIEOBAHHHM IAalMEHTOB € JI0Ka3aHHOU
PaHHEBO3PACTHON MaKyJIsApHO# JereHepauuei (n=9) cunaeHapuna B OJHOKPAaTHOW J03€
100 Mr mepeHocmics xopomo. He ObUIO BBIABICHO HHKAaKHX KIMHHYECKH 3HAYUMbIX
M3MEHEHUI 3PEHUs], OLEHHBAEMBIX 10 CIIEIHAIBHBIM BH3YaJbHBIM TeCTaM (OCTPOTa 3pPEHHS,
pemretka AMciep, LIBETOBOE BOCIHPHUSATHE, MOICIHPOBAHHME IIPOXOXKIECHHS IBETa, MMEPUMETP
Xampu u porocTpecc).

Ihgexmusnocmo

DddextuBHOCT W Oe30macHOCTh CHeHaduIa OLEHMBAIM B 21 paHIOMH3HPOBAHHOM
JIBOMHOM CJIENIOM  IUTAle00-KOHTPOJIMPYEMOM  HCCIICOBAHHH  IPOJOJDKUTEIIBHOCTBIO  JI0
6 mecsanes y 3000 manuentoB B Bospacte oT 19 10 87 ner ¢ IpeKTHIBHOH AUCOYHKIHEH
pa3aMYHON STHOJIOrUHM (OPraHMYecKOW, IICHXOTeHHOM WIH cMemaHHOH). D(QPeKTHBHOCTD
npenapara OICHHBAJIU C HCIOJIb30BAaHHEM JHEBHHMKA OJPEKLHH, MEXKIYHapOIAHOr0 HHJEKca
SPEeKTHIILHON (GYHKIMH (BAIMIMPOBAHHBIN OMPOCHUK O COCTOSIHHM CEKCyaJbHOH (QYHKIMH) U
oInpoca napTHepa.

DddexTrBHOCTH CHIEHAdHIA, ONpee/IeHHas KaK CIIOCOOHOCTh JOCTUraTh U IOICPKUBATH
SPEKLHI0,  JOCTATOYHYH  JUISi  YJOBIETBOPHTEIBHOTO  IOJIOBOrO  akra,  Obuia
IPOJIEMOHCTPHPOBAHA BO BCEX IPOBEJACHHBIX HCCIIENOBaHUAX M Oblla MOATBEPXKIEHA B
JIOJITOCPOYHBIX  HCCIIEJIOBAHUSAX MPOJODKUTENbHOCTRIO 1  roa. B wuccienoBanusx ¢
NpUMeHeHHeM (UKCHPOBAHHOM J103bI COOTHOLIEHHE NMAIMEHTOB, COOOIIMBILMX, YTO TEpaIlHs
yIyuyliMia HX O3peKIuio, cocTaBiusio 62 % (mo3a cungeHapuna 25 mr), 74 % (no3a
cunnenaduna 50 mr) u 82 % (moza cungexapuna 100 Mr) mo cpaBHeHuro ¢ 25 % B rpymme
miane6o. AHaaM3 MEXIYHApOJHOrO HHJAEKCa SPeKTHJIBbHOH (yHKIMH IOKasal, 4TO KpoMe
yIIydIleHHsT JPEeKIHH, JIeYeHHEe CHIJeHAQUIOM TakKe TIIOBBIIIAJIO Ka4yecTBO Oprasma,
II03BOJISJIO JIOCTHYB YAOBIETBOPEHHUS OT ITOJOBOTO aKTa M OOLIETO yA0BIETBOPEHHS.

CornacHo 0000IIEHHBIM JIAaHHBIM, CPeJId MAlHEHTOB, COOOMMBIIUX 00 YJIyUIIEHHH JPEKLUH
npu JieyeHnu cungaeHaduioM 66110 59 % manueHToB ¢ caxapHbIM auaberoM, 43 % IMaluueHToB,
MePEeHECHINX PAJAUKATIBHYIO IPOCTATIKTOMHUIO U 83 % MALMEHTOB C MOBPEKACHUAMU CIIMHHOTO
mosra (nmpotus 16 %, 15 % u 12 % B rpynne miane6o, COOTBETCTBEHHO).

DapmakoKkunemuKka

dapmakoKHHETHKA CcuigeHaduia B PEKOMEHIYEMOM JHana3oHe J03 HOCHT JIMHEHHbIH
XapakxTep.

Bcacwvisanue

Cunzenadui OBICTPO BcachlBaeTCs IOCHE IpHeMa BHYTpb. AOCOMOTHas OHOMOCTYNHOCTH B
cpenneM coctaniiseT 0kolio 40 % (ot 25 % mo 63 %). In vitro cuineHagu B KOHIEHTpAIUK
okono 1,7ur/mMn (3,5 M) noxasisier aktuBHOCTh DJIDS5 wyenoBexka Ha 50 %. Ilocne
OJHOKpaTHOro mnpHeMa cuigeHaduiaa BHYTpp B jo03e 100 Mr cpeanss MakcHMalbHas
koHueHTpanus (Cpax) CBOOOAHOrO cuifeHadmia B IIA3ME KPOBH MYXKYHMH COCTaBIISCT



18 ur/mia (38 HM). Cyax pu preMe cuiieHaduIa BHyTph HATOLAK JOCTUTAeTCs B CPEIHEM B
teyenre 60 muH (oT 30 MuH no 120 muH). Ilpu npueme B codyeTaHuu € XKUPHOU MNHUIIEH
CKOPOCTh BCAchIBaHUS CHIKACTCS: Cpax CHHDKAETCS B cpeHeM Ha 29 %, a BpeMs JOCTHKEHHUs
MakcuMaibHOM KoHIeHTpaluu (T nay) yBenuyuBaercss Ha 60 MUH, OZIHAKO cTeneHb abcopOuuu
JOCTOBEPHO  He  u3MeHseTcs  (mwiomans  1mox  (apMaKOKMHETHYECKOH  KpHBOM
«koHueHtpaus-spems» (AUC) camxkaercs Ha 11 %).

Pacnpeodenenue

O6wvem pacnpenesieHus CUZieHaduiIa B PaBHOBECHOM COCTOSIHHM COCTaBJIE€T B CPEJIHEM
105 51. CBsa3b cuiieHaduiIa U ero OCHOBHOTO IUPKYJIHpPYomero N-aeMeTHIbHOro MeTabonTa
¢ OenkaMH IUTa3Mbl KPOBH COCTaBIISET OKOJIO 96 % u He 3aBHCHUT OT OOILEH KOHIEHTpaluu
cunpenapuna. Menee 0,0002 % no3sl cunneHaduia (B cpenseM 188 Hr) oOHapykuBaeTcs B
cnepme vepe3 90 MUH 1nocie npuema cuieHadua.

Memabonusm

Cunjenaduin MeTaboUM3UpyeTcs INIaBHBIM 00pa3oM B IE€YEHH 0] JAeHcTBUEM H30(pepMeHTa
uutoxpoma CYP3A4 (ocHoBHoit mnyrb) u  usopepmenta nuroxpoma CYP2C9
(IONOMHUTEIBHBIM 1TyTh). OCHOBHOM IMPKYIUPYIOIIUA aKTUBHBIH MeTaboJIuT, 00pa3yromuiics
B pesysbTate N-IeMeTHINpOBaHus CHIIeHaduIa, IoABepraeTcs JaJbHeleMy MeTaboau3My.
CenexTUBHOCTH JEHCTBHS 3TOro Merabonura B oTHomeHuH PJID comocraBuma ¢ TakOBOM
cungenaduia, a ero akTuBHOCTH B oTHomieHuH DJID5 in vitro cocraBiser okosno 50 %
aktuBHOCTH cwigeHapuna. KonueHtpanus Merabosura B IUIa3ME€  KPOBH  3JI0POBBIX
no6poBobleB coctaBiisieT 0kono 40 % oT KOHIeHTpauuu cuigeHaduaa. N-ZeMeTHIIbHBIH
MeTaboJIUT ToJBepraeTes JjanbHeinmeMy Mertabonusmy; nepuoia ero noayseiBenenus (T1.)
COCTaBJISIET OKOJIO 4 YacoB.

Buigeoenue

O6umit kiaupenc cuigeHapuna cocraiser 41 n/gac, xoneunsii Ty, — 3-5 uacos. Ilocne
npueMa BHYTPb CHIIIeHa(HJ BBIBOJUTCS B BHAE METa0OIMTOB, B OCHOBHOM KHIIEYHHKOM
(oxos10 80 % J103b1) U, B MEHBIIIEH CTENIEHH, TOYKaMH (0K0J10 13 % /103b1).
DapMaKkoKuUHemuKa y 0coosix 2pynn nayueHmoe

Toocunvie nayuenmoi

V 370pOBBIX IOXHKIJIBIX NAUKMEHTOB (cTapiie 65 1eT) KIMpeHC cHijeHadHuiIa CHHXKEH, a
KOHIIEHTpalus cBOOOHOro cuiieHaduia B rmiaMe KpoBu npumepHo Ha 40 % Bbllle, 4eM y
monoabiX (18-45 ner). Bo3pact He oka3biBaeT KIMHHUYECKHM 3HAYMMOIO BIIMSHHS HA 4acTOTy
pa3BUTHS TOOOYHBIX AP HEKTOB.

Iayuenmoi ¢ Hapywenuem YyHKYuu novex

IIpu nerxoii (xnuperc kpearnnuHa (KK) 50-80 mi/mun) u ymepennoit (KK 30-49 mi/mun)
CTENEHH IOYE€YHON HEeNOCTATOYHOCTH (PapMaKOKHHETHKa CHiieHaduiIa 1mocjie 0JHOKPAaTHOIo
npuema BHYTph B o3¢ S0 Mr He wusMmensercsa. Ilpy TsKenod cCreneHd IMOYEYHOM
nenocratoynoctd (KK <30 mu/MuH) KIMpeHC cuiieHaduiIa CHHXKAETCA, 4YTO IPHBOJUT K
npumepHo aBykparHomy yBernuenuto 3HadeHuss AUC (100 %) 1 Cpax (88 %) mo cpaBHeHHIO ¢
TAKOBBIMH 1TOKa3aTeJIAMH TIPH HOPMAJILHON (PYHKIHMH IMOYEK y MAllMeHTOB TOH XK€ BO3PACTHOM
1§0) 4101058

Ilayuenmst ¢ HapyweHuem GYHKYuU nevenu

V nanueHToB ¢ nuppo3oMm neudeHu (ctaguu A U B no knaccudukanun Yaiina-ITero) kaupenc
cuiieHaduIa CHIKaeTcs, yTo npuBoauT K nosbimeHuto 3HaueHust AUC (84 %) u Chax (47 %)
10 CPaBHEHHMIO C TAKOBBIMH IIOKa3aTEISMH IPU HOPMAJIbHOU (YHKIMHU IEYEHH y MAlUEHTOB
TOM e BO3pacTHOM rpymnmel. PapMakOKHHETHKA CHAeHadunIa y NalUeHTOB € TSKEIbIMU
HapymeHusamu QyHkimu nederu (cragus C no xinaccupukanuu Yaina-I1si0) He u3yyanace.
IMoka3aHusi K NPpUMEHEHHI0

JledyeHne JpeKTHIIBHOM AUCQYHKIMH, XapaKTepH3yIOUleHcs HECIOCOOHOCTBIO K JOCTHXKEHHIO
AT COXPAaHEHHUIO IPEKIHH IT0JIOBOTO WiIEHa, JOCTATOYHOM JUIs yIOBJIETBOPUTEIHLHOIO MOJIOBOTO
axrta. [Ipenapat 3¢peKTHBEH TOJIBKO IPU CEKCYaIbHOU CTUMYJIALIUH.



IIporuBonokazanus

TOBBIIIEHHAs YYBCTBHTEIBHOCTh K CHJICHAQHIy WIH K JIOO0MY JApyroMy KOMIIOHEHTY
npenapara;

OJTHOBPEMEHHOE NPUMEHEHHE C JIOHATOpPaMH OKCHJIa a30Ta, OPraHMYECKUMH HUTPAaTaAMH HIIH
HUTPUTAMH B JIIOOBIX (hOpMax, MOCKOJIBKY CHIIeHA(DUI yCUIMBAET THIIOTEH3MBHOE JICHCTBHE
HUTPaToB (CM. paszen «B3aumMoieiicTBHE C APYTHMH JIEKApCTBEHHBIMH CPEJICTBAMUY);
HEINEPEHOCHMOCTD JIAKTO3bI, IePUIUT JTaKTa3bl, ITIOKO30-TalaKTO3Has ManbabcopOIms;
TsDKeJIble HapyiieHus GpyHkiuu nedenu (craaust C no knaccudukanuun Yaitna-I1e10);
OJTHOBPEMEHHBIH ITPUEM PUTOHABUPA;

OJIHOBPEMEHHBI TpPHEM JPYIHX JIEKapPCTBEHHBIX CPEACTB JUIA JICUYEHHS IPEKTHIILHOM
muchynknuu (6e3omacHocTh ¥ 3(GPEKTHBHOCTH HE yCTaHOBJIEHBI) (cM. paszen «OcoObie
yKa3aHHus»);

OJJHOBPEMEHHOE IpPUMEHEHHEe CO CTUMYJIATOPAMU TIyaHWIATIMKIA3bl, TaKMMH Kak
PHOLIUTYAT, MOCKOJIBKY 3TO MOXET NPHBOAUTH K CHMIITOMATHYECKOM MMITOTEH3HH;

TSDKEJIBIE  CEepIeYHO-COCYaucThie 3aboneBaHus (TsDKenas cepJeyHas HeJ0CTaTOYHOCTD,
HecTaOu/IbHAs CTEHOKap/ s, IEPEHECEHHbIE B TEUCHUE MOCIEHHUX IIECTH MECSIIEB HHCYIIBT
Wi UH(GAPKT MHOKap/a, JKH3HEYIPOXKAIONIIHE AapHUTMHM, apTepUHalibHas THIIEPTEH3Hs
(AJ1>170/100 MM pr.ct.) win aprepuanpHas runoreHsus (AJl <90/50 mm pr.cT.) (CM.
pazznen «Ocolple yKa3aHus»);

IpUMEHEHHE Y TAUEHTOB C AMHU30/1aMH Pa3BUTHs HEAPTEPUUTHOM IepeIHen HIIEMHYCCKOM
HEeHUpONaTHH 3pUTEILHOIO HepBa ¢ MOTepel 3peHMs B OJIHOM IJ1asy,

HACJIE/ICTBEHHBIM MUTMEHTHBIN peTUHHT (CcM. paszen «Ocobble yKa3aHUAY);

Bo3pact a0 18 ner;

INpUMEHEHHE Mpernapara y KeHIIHUH.

C 0cTOPOKHOCTBHIO

aHaToMu4eckas Jedopmarys I[0JOBOTO wWieHa (aHTYJISAIHs, KaBepHO3HBIH (HOpo3 MM
6osesnp Ileitporn) (cM. pazaen «OcoOble yKa3aHUs»);

3a00yieBaHMs, MpPEApACcloiarajollie K pPa3BUTHIO IpHanu3Ma (CepHOBUIHO-KIETOYHAsS
aHeMHUsi, MHOXKECTBEHHAs MHeJIoMa, JIelKo3, TpoMOomuTemusi) (cM. paszgen «Ocobbie
yKa3aHHUs»);

3a00JIeBaHus, COMPOBOXKAAIONINECS KPOBOTEUEHUEM;

si3BeHHas 00JIE3Hb XKEeJTy/IKa U JIBeHAALATHIIEPCTHON KHIIKH B CTaJHH 000CTPEHHMS;
MALHEHTl C SMU30JlaMH Pa3BHTUS HEAPTEPUUTHOM NepeaHel HMIEMHYECKOH HeHpormaThuu
3pUTEIHHOTO HEpBa B aHaMHe3e (cM. paszien «Ocobble yKazaHus»);

HapyieHust QyHKIuu nedeHn (craauu A u B no xiaccnduxanuu Yaiina-I1s10);

TsOKesas cTenenb nouednoit Hepocrarounoct (KK < 30 mu/mun);

OJTHOBPEMEHHBI! IpreM asib(a-aZApeHo0I0KaTOPOB.

l'lpnmenemle Inpu 6epeMeHHOCTH H B IIEPHOA 'PYAHOI0 BCKapMJ/IHBAHHSA
ITo 3apEruCTpHpOBAHHOMY ITOKAa3aHHUIO MperapaT HE IPpEaHa3HauYCH ISl IPUMCHCHUS Y )KCHIINH.

Cnocod npuMeHeHUs H 103bI

BHyTpb.

Pexomenyemas J103a Juis OOJBIIMHCTBA MAIMEHTOB cocTapisgeT 50 Mr npuMepHo 3a 1 yac Jio
cekcyanbHO# akTuBHOCTH. C ydeToM 3()(eKTHBHOCTH M INEPEHOCHMOCTH 71032 MOXKET OBITh
yBeauueHa 10 100 Mr uim CHUKeHa J10 25 MT.

MaxkcuManbHass pexkoMenayeMas jgo3a cocraBiser 100 mr. MakcuManbHas peKOMEHyemast
KPaTHOCTb IPUMEHEHHUS — OJJHH Pa3 B CYTKH.

Toowcunvie nayuenmoi

Koppexkuus 10351 He Tpedyercs.



Ilayuenmol ¢ Hapywenuem GyHKyuU novex

[Ipy moyeyHOW HEJOCTATOUHOCTH Jierkod u cpexneit cremenu Tspkect (KK 30-80 mu/mun)
KOPpPEKIMS 71036l HE Tpebyercs, MpH Tspkelnoi moyednoi Hexocraroynoctu (KK <30 mu/mun)
peKOMEH TyeMast 103a COCTABIISAET 25 MT.

Iayuenmol ¢ Hapywenuem GyHKyuu nevexu

[TockosbKy BBIBEJEHHME CHIieHaduiIa Hapyliaercs y MAlUEHTOB C HapylleHHeM (yHKIUH
rnedeny (B YaCTHOCTH, IIPU LIUPPO3€), 103y CUIieHahuIa CIeAyeT CHU3UTD JI0 25 MT.
IIpumenenue ¢ Opyeumu 1eKapcmeeHHbIMU Cpeocmeamu

[Ipy COBMECTHOM TIpUMEHEHHWH ¢ HHruburopamu u3opepmenra nuroxpoma CYP3A4
(SpUTPOMHMIMHOM, CAKBMHABHPOM, KETOKOHA30JIOM, HTPAKOHA30jI0M) Ha4ajlbHas J03a
cuieHapuia JIOJDKHA COCTaBIsATh 25 Mr (cM. paszgen «BsaumopeicTBue ¢ JApYyrMMH
JIEKAPCTBEHHBIMHU CPEICTBAMHUY).

YroObl CBECTH K MHHHMYMY PHCK pPa3BUTHS TOCTYpaJbHOW TI'MIIOTEH3WH Yy TIALHCHTOB,
NPUHUMAIOIIMX allb(a-aqpeHoOIOKaTOphl, MpHeM CcuiieHaduia CieayeT HaduHaTh TOJIBKO
mocie JOCTH)KEHMs CTabWIM3alu¥ TIeMOJAMHAMHKH y OSTHX mnamueHToB. HavaneHas 03a
cunneHaduna — 25 mr (cM. paszaensl «OcoOble ykazaHusi» W «B3aumopeicTBue ¢ JApyruMu
JIEKapCTBEHHBIMHU CPEACTBAMUY).

CoBMecTHOE PUMEHEHHE C PUTOHABUPOM HE pekoMeHayercs. B mobom cirydae MakCHMaibHast
pasoBas 103a CHiieHaQUIIa HU [PH KaKuX OOCTOSTENbCTBAX HE JOJUKHA IPEBBIIATH 25 MT, a
KPaTHOCTh NMpUMeHeHHs — 1 pa3 B 48 4.

IToGouHoe aeiicTBHE

Knaccupukanuss 4acTOTHI pa3BUTHS MOOOYHBIX 3(P(EKTOB  COrNIACHO  PEKOMEHIAIHsIM
BcemupHO#t opranu3aiun 31paBooxpanenus (BO3):

o4eHb yacto > 1/10;

4acTo ot > 1/100 mo < 1/10;
HEYacTo ot > 1/1000 mo < 1/100;
penko ot > 1/10000 o < 1/1000;

oveHb peako < 1/10000, Bkirouast OTAENIbHBIE COOOIMIEHHS,

YacTOTa HEW3BECTHA — II0 HMMEIOIIMMCS JIaHHBIM YCTAaHOBUTH YaCTOTYy BO3HHUKHOBEHHs HE
TPEJICTABIISETCS] BO3MOMKHBIM.

Hapywenus co cmoponbl HepeHOU CucmeMmbi.

OYEHb YacCTO — roJI0BHas 00JIb;

9aCTO — IOJIOBOKPYKEHHE;

HEYacTo — COHJIMBOCTh, MUI'PEHb, aTaKCHs, THIIEPTOHYC, HEBPAITHUs, HEHpONaTus, MmapecTesus,
TPEMOp, BEPTUTO, CUMIITOMBI JETNPECCHH, OECCOHHMIIA, HEOOBIYHbIE CHOBHJ/ICHHS, IOBBIIICHHE
peduekcoB, runecTesus;

peIKO — HapylleHHe MO3rOBOrO KpOBOOOpalleHMs, TPAH3WUTOpHAs HIIEMHYeCKas araka,
cyaoporu*, B TOM YMCIIe TOBTOPHBIE CYyOPOrH*, 0OMOPOK, pa3Apa)uTeIbHOCTD.

Hapywenus co cmoponbl opeana 3peHus.:

4acTo — 3aTyMaHEHHOE 3pEeHHe, HapyLIeHHs 3pEHHs, LIHAHOICHs (BUIECHHE IPEIMETOB B CHHEM
1BETE);

HeyacTo — 606 B r1azax, Goropobus, poToncus (M3MEHEHHE CBETOBOCIIPHATHS ), XPOMATOIICHSI
(Ipexonsiee HapylIEHHE [BETOBOTO BOCIPHATHS), NOKPACHEHME IJIa3/MHBEKIMU CKIIE,
M3MEHEHHE SPKOCTH CBETOBOCIPHSTHS, MHUIpUA3, KOHBIOHKTUBHUT, KPOBOHM3JIMSHHE B TKAHU
rj1a3a, KarapakTa, HapyluieHue paboThl CJIE3HOTO anapara,

PEJIKO — OTEK BEK W NMPUJICTAIOIINX TKAHEH, ONIyIIeHHEe CyXOCTH B IJla3ax, HAIMYHE PaTyKHBIX
KPYrOB B I10JI€ 3peHHsI BOKPYT HCTOYHHKA CBETA, MOBBIIIEHHAs YTOMIIIEMOCTD I'J1a3, KCAHTOIICHs
(BUJICHHE TIPEIMETOB B HKEJITOM IIBETE), IPUTPOIICHS (BHICHHE NPEIMETOB B KPACHOM LBETE),
rUnepeMus KOHbIOHKTUBBI, pa3IpaKeHHE CIM3UCTOH 00O0JIOUKH IJ1a3, HEMPHUSATHBIC OLIYIICHHs B
rjasax;

YacTOTa HEM3BECTHA — HEapTePUUTHAS TEpeHss HIIEMHYeCKas HeHpomaThsi 3pHTEIBHOIO



HEpBA, OKK/IIO3HMs COCYJOB CETYaTKd, Ae(eKT Iojel 3peHHs, IMIUIONHUsS™®, BpEMEHHas MOTeps
3peHHsl WM CHW)KEHHE OCTPOTHI 3PEHHMs, IIOBBHIIIEHHE BHYTPHUITIA3HOIO JABJICHHA, OTEK
ceTyaTKd, 3ab0JeBaHMS COCYJOB CETYATKH, OTCJIOWKA CTEKJIOBHIHOIO Tesla/BUTpeaibHast
TPAKIIHSL.

Hapywenusi co cmoponbl opeana cayxa u 1abupunma:

HEYacTo — BHE3aIHOE CHIKEHME MIIM MOTEPs ClIyXa, LIyM B YIIaX, 3BOH B yIIax, 60k B yIIax.
Hapywenus co cmoponvt cepoeyHo-coCyOuUcmou CUcmembl.

4acTO — MPUJIMBBI KPOBHU K KOJXKE JIULA;

HEYaCTO — OIIylleHHe cepauebuenus, Ttaxukapaus, mnopeimenne AJl, cuwkenue A/l
YBEJIMYECHUE 4aCTOTBI CepIeUHBIX COKpaIIeHHH, HecTabuIbHAs CTEHOKap/IHsl,
aTPMOBEHTPUKYJIsipHas OJokana, WH(apKT MHOKapaa, TpomM0GO3 COCYZOB TOJIOBHOIO MO3ra,
OCTaHOBKAa  Cepilla,  CepJe4yHas  HEJOCTaTOYHOCTb,  OTKJIOHEHHUS B IOKa3aHMsX
3JIEKTPOKApAHOTrpaMMBbl, KapAHOMHOIIATHS,

peKo — GQUOPHIUISIMS IpeIcep/Mid, BHE3AHAs CepIeyHast CMepTh*, ey 104KOBask apATMHUs ™
YacTOTa HEM3BECTHA — FeMOPPAarHyeCKHii HHCYIJIBT, TPAH3UTOPHAs HIIEMHUYeCKas aTaKa.
Hapywenus co cmopoHsl KpoGuU U TUMPAmMu4eckou Cucmemvi.

HEYacTo — aHEeMHUs, JICHKOIIEHHS.

Hapywenus co cmopombl ObixamenibHO CUCmeMbl, 0p2aHo8 2PYOHOU KIemKU U CPeOOCMEHUS.
4acTo — 3aJI0)KEHHOCTh HOCA;

HEYacTO — HOCOBOE KPOBOTEYEHHE, PHHHT, acTMa, AWCIIHO?, JIAPUHTHUT, (ApUHTHT, CHHYCHT,
OpOHXHT, yBeIH4YeHHE 00BEMa OTAEIAEMOM MOKPOTBI, YCHIICHHE KaIllJIs;

pEIKO — YyBCTBO CTECHEHHs B TOpJie, CYXOCTb CJIM3MCTOM OOOJIOYKH IOJIOCTH HOCA, OTEK
CJIM3MCTOM 000JIOUKH MOJIOCTH HOCA.

Hapywenus co cmoponbvi #ceny00yHO-KUUeYH020 Mpakma.

9acTo — TOIIHOTA, IUCIIEIICHS;

HEYacTO — pBOTA, CYXOCTh CJIM3MCTOM OOOJIOYKH IIOJOCTH pTa, racTpossodareanbHas
pedurokcHas GonesHb, 6oJb B 0071aCTH )KHUBOTA, TTIOCCUT, THHTUBHUT, KOJIMT, MC(aris, racTpur,
racTPOJHTEPHT, 330(aruT, CTOMATHT, OTKJIOHEHHE «TI€UYEHOYHBIX)» QYHKIHOHAIBHBIX TECTOB OT
HOPMBI, PEKTaTbHOE KPOBOTEUYECHHE;

pEeIKO — THIIECTE3HsI CIIM3UCTOH 000JI0YKH IIOJIOCTH pTa.

Hapywenus memabonusma:

HEYacTO — OIIYyIIEHHE >KaXKJbl, OTEKH, [0jarpa, HEKOMIICHCHPOBAHHBIH caXapHbli aualer,
TUINEPIIIHKEMHES, TeprdepHIecKHe OTEKH, THIIEPYPUKEMHS], THIIOTTIHKEMHS], THIICPHATPUEMHS.
Hapywernus co cmoponbt UMMYHHOU CUCMEMbL!

HEYaCTO — pEeaKIHM MOBHIIEHHOW YyBCTBHTEIBHOCTH (B TOM 4HCIE KOXHas CBIIb),
AJJIEPrUUecKue peakluu.

Co cmopoHbl K0JICU U NOOKOJCHBIX MKAHEU.!

HEYacTO — KOJXKHAs Chbillb, KPAaNMBHHI@A, IIPOCTOH TIeprec, KOXKHBIM 3y, IOBBILIECHHOC
IOTOOT/IEIEHHE, M3bA3BIICHHE KOKH, KOHTAKTHBIH J1epMaTUT, 3KC(HOITHMAaTUBHBIA IEPMATHUT;
YacToTa Heu3BecTHA — cUHApoM CrrBeHca-/[PKOHCOHA, TOKCHYECKHH SIMIEPMAJIbHBIA HEKPOJIU3
(cunapom Jlakiena).

Hapywenus co cmopoHbl MbluleyHO, CKeJleMmHOU U COCOUHUMENbHOU MKAHU!

4yacTo — 00JIb B CIIMHE;

HEYacTo — MUaIrus, 600Jib B KOHEYHOCTSIX, apTPUT, apTpO3, pPa3phiB CYXOXHJIUs, TCHOCHHOBUT,
00J1b B KOCTSX, MUACTEHHUsI, CHHOBHT.

Hapywenusi co cmopoHel RO4eK U MOYe6bl600AUSUX NYMEU:

HEYacToO — UCTUT, HUKTYPHS, HEJIEP)KaHUE MOYH, FreMaTypHsi.

Hapywenus co cmopoHbl penpoOyKmu6HOU CUCmeMbl U MOJIOYHBLX JiCeNle3:

HEYacT0 — HapylleHHe JAKYJSALUH, OTEK TIEHHMTAIHH, aHOpra3Mus, TIe€MaTOCIEepMHus,
MOBPEXXICHHE TKaHEH MOJI0BOro 4ieHa, FTHHEKOMACTHS,

PEJIKO — KPOBOTEYEHHE M3 TI0JIOBOTO WIEHA, JUTHTE/IbHAS OPEKLH W/ UK [IPUATIA3M.



IIpouue:

HEYacTo — OIIYIIEHHE >Kapa, OTeK JIMLA, peakuust (HOTOUYBCTBHUTEIBHOCTH, IIOK, ACTCHHS,
TOBBIIIEHHAS YTOMJIAEMOCTh, 60JIb Pa3JIMYHON JIOKATH3ALMH, 03HOO, CllydJaiHbIe najeHus, 00Jb
B 00JIaCTH IpyIHON KIIETKH, CIIy4aHbIE TPABMBI.

*[To60unble 3G HEKTHI, BHISBICHHBIE BO BPEMsI IIOCTMapKETHHIOBBIX HCCIIEIOBAHUH.
Cepoeuno-cocyoucmoie 0CI0HCHEHUSA

B Xoze IOCTMApKETHHTOBOrO NpPUMEHEHHs CHIAeHaduna JUlsl JIeYeHHS JPEKTHILHOM
TMCHYHKIMHE COOOMIATIOCh O TAKUX HEXKENATEJIbHBIX SBICHUAX, KaK TsDKEJIbIe CEpAEYHO-
COCYIMCTBIE OCJIOKHEHHUS (B T.4. MH(APKT MHOKap/a, HecTaOMiIbHAs CTEHOKAap/us, BHE3alHas
cep/liedHasi CMepThb, IKEJNYJIOYKOBas apUTMHUs, TI'e€MOpPpParHYeCKUd HHCYJIBT, TPaH3UTOpast
WIIEMUYECcKas aTaka, TMIEPTeH3Ws W THIOTEH3Hs), KOTOpbIE HMEIH BPEMEHHYIO CBA3b C
npuMeHeHueM cuieHaduia. BoJbIIMHCTBO 3THX MAMEHTOB, HO HE BCE W3 HHUX, HMEJIH
(pakTOpBI PHCKaA CEPAEYHO-COCYAMCTHIX OCIOKHEHHH. MHOrue U3 ykasaHHBIX HEXKelaTe/IbHbIX
ABJIEHUI HaOIIOMAINCh BCKOpPE TIIOCJIE CEKCyaJbHOW aKTHBHOCTH, MW HEKOTOpbIE H3 HHX
OTMeYaJIMCh TI0c]e npuema cuijaeHaduia Ge3 mocnemyromeil cekcyanbHO# aktuBHOCTH. He
IIPEJICTABISIETCS. BO3MOXKHBIM YCTAHOBHTH HAJIMYH€ MPAMOW CBSI3H MEXIY OTMEYaBIIMMHUCSH
He)KelaTeIbHBIMU SIBJIEHUSAMH M YKa3aHHbIMH HJIM HHBIMU (paKTOpaMu.

3pumenvhvie HapyuteHus

B pefxux caydasx BO BpeMsi IOCTPErMCTPALMOHHOTO PUMEHEeH s BeceX uurudutopo ®J[D5, B
TOM 4Hcsle cuiieHaduia, cooOmaii O HeapTePHUTHOMH NepeHed HIIEMHYECKO HeBpOIaTHH
sputensHoro Hepsa (HITMH3H) — penxom 3aboneBaHn W MPHYMHE CHHXXEHHS WIIM TOTEPH
3penus. Y OOJBIIMHCTBA W3 9THX IAIMEHTOB ObLIM (DAKTOPBI pHCKA, B YaCTHOCTH CHHIKCHHE
OTHOIIEHHUS THAMETPOB SKCKABALMU M JHCKA 3PUTEIHLHOTO HEpBa («3aCTOMHBIN JUCK»), BO3pAcT
crapme S50 Jier, caxapHblii ua0eT, THIEpPTEH3Ws, HIIeMHYecKas OoJie3Hb Cepalla,
TUIEPIMIHIEMAS U KypeHHe. B o0cepBallHOHHOM MCCIEI0OBAaHHH OICHHBAIH, CBA3aHO JIM
HeJlaBHee IpUMEHeHHUe npenaparos kiacca uaruduTopoB ®J195 ¢ octpev Havanom HITHH3H.
Pe3ynbTaThl yKasbIBalOT Ha NpUOIM3HTENbHO 2-KpaTHoe mnoBbimenue pucka HIIMH3H B
mpejienax 5 TEpUOJOB MOJMYBBIBEAEHHs mocie npuMeHeHns uHruburopa @®J195. Cormacuo
onyOJIMKOBAHHBIM JIMTEPATYPHBIM J@HHBIM, Toxu4Has dvactora BosHMKHOBeHus HITMH3H
coctapiser 2,5-11,8 cayyaes na 100 000 Myxuns B Bo3pacte > 50 jer B 00LIEH MOMYJIALAH.
CrietyeT peKOMEH/I0BaTh ITALHEHTaM B CIy4ae BHE3AIIHOM MOTEPH 3PECHUs NPEKPATUTh TEPAITUIO
CHIIZIeHapUIIOM M HEMEIUIEHHO IPOKOHCYJIBTHPOBATECS ¢ BpadoM. JIHIa, y KOTOPBIX yKe ObLI
cnydait HIIMH3H, umeror nossuuenssii puck permausa HITMH3H. ITostomy Bpady cienyer
06CY/IMTh JaHHBIA PHCK C TAKMMH MAlUEHTaMH, a TaKkKe O0OCYAMTh C HUMH MOTEHLHATIBHbIA
nranc HeGnaronpusaTHoro BoszeicTsus uHruouTopoB ®J125. Muruburopsr G155, B ToM uHciIe
cuieHaguI, y TaKUX MAMEHTOB CJIEAYeT IPUMEHATh C OCTOPOXKHOCTBHIO U TOJIBKO B CUTYyallUsX,
KOT/Ia O)KH/1aeMasi 10JIb3a EPEBELINBAET PUCK.

[Ipy npuMeHeHHH CHIIeHaduia B J03aX, NPEBBILIABIIMX PEKOMEHIyeMbIe, HEXeIaTeIbHbIC
sSBJIEHHS ObUTH CXOIHBIMH C OTMEYEHHBIMH BBIIIE, HO OOBIYHO BCTPEYAIHCh Yallle.

Ilepeno3upoBka

Cumnmombi

IIpu omHOKpaTHOM mHpHeme cuiaeHaduma B go3e 10 800 Mr HeesaTebHble SBICHHUS ObUIA
COIIOCTABHMBI C TAKOBBIMHM IIpH IIpHEME Ipenapara B Oojiee HHU3KHMX J103aX, HO BCTPEYAIHUCh
yame. [Ipumenenue B go3e 200 Mr He MPUBOJWIO K MOBBILEHHIO 3()(EKTHBHOCTH Mpernapara,
OJIHAKO, 4acToTa IMOOO0YHBIX peakiuii (roioBHas 00jb, «IPHUIMBBI» KPOBH K KOKE JIMIA,
TOJIOBOKPY)KEHHE, IUCIIETICHS, 3aI0)KEHHOCTh HOCA, HApyLIIEHHE 3PEHMUS) yBEINYHBATIACK.
Jleuenue

CuMmnromaTuyeckoe. ['eMOIHAIN3 HE YCKOpSAeT KIMpEHC CHiieHaQuaa, Tak Kak I[OC/IeIHUM
AKTHBHO CBS3BIBAETCS ¢ OEJIKaMHU TUIa3Mbl KPOBU M HE BBIBOJUTCS ITOYKAMHU.



B3anmojeiicTBHE ¢ APYrHMH JIEKAPCTBEHHBIMH CpPeJICTBAMH

Brusnue Opyeux 1eKapcmeenHbiX npenapamos Ha GapMakokuHemuxy cunoenapuia
MertaGonu3M cueHaduIa TPOUCXOIMT B OCHOBHOM B NIEUCHH O] IEHCTBHEM H30(pepMEHTOB
muroxpomMa CYP3A4 (ocuosHo# myTh) 1 CYP2C9, m03TOMYy HHIHOHTOPBI 9THX H30()EPMEHTOB
MOTYT YMEHBIIUTh KIMPEHC CHIIeHadHIIa, a HHIYKTOPbI, COOTBETCTBEHHO, YBEJIMUHTh KIMPEHC
cuiieHadua.

[Ipy  OJHOBpEMEHHOM IIpMMEHEHHH WHrHOUTOpoB H30depmenta muroxpoma CYP3A4
(KETOKOHA30J1, 5PUTPOMMUIIMH, IUMETU/IUH) OTMEYEHO CHIDKEHHE KIIMpeHca CuiieHaduIa.
[umernaun (800 Mr), Hecrenuuueckuii uHruOHTOp M30dpepmenta muToxpoma CYP3A4, npu
coBMecTHOM TmpueMe ¢ cuwiaeHaduioM (50 Mr) BbI3BIBaCT IOBBILICHHE KOHIEHTPALUK
cuiieHaduia B iasmMe Kposu Ha 56 %.

OnnokpatHbli npuem 100 Mr cuizeHaduina coBMecTHO ¢ dpuTpomununoM (500 mr 2 pasa B
CYTKH B TeYeHHe 5 CYTOK), crenupuyeckuM HHruOuTOpoM H3opepmenta uutoxpoma CYP3A4,
Ha (oHE JOCTHKEHHS MOCTOSHHOW KOHIIEHTPALMHM SPUTPOMHIIMHA B IJIa3M€ KPOBH, IPUBOJUT
x yBenuyennto AUC cunnenaduna na 182 %.

IIpu coBmecTHOM mpueme cuieHapuna (oaHokparHo 100 mr) u caksunasupa (1200 Mr 3 pasa B
cytku), umruburopa BUU-mporeassi u usodepmenta mutoxpoma CYP3A4, Ha done
JIOCTHYKEHHsI [TOCTOSIHHOM KOHIIEHTpAllMM CAaKBMHABHUpa B IU1a3Me KPOBH Cpax CuiieHaduia B
wiasmMe KpoBH moBbmmamack Ha 140 %, a AUC ysemuunBamack Ha 210 %. Cunzenadui
HE OKa3bIBAET BJIMAHUS Ha (PapMaKOKMHETHUECKHE I1apaMeTphl CAKBHHABHPA.

Bonee cuibHble MHruOUTOpHl M30(epmenta muroxpoma CYP3A4, Takue Kak KETOKOHA30s H
MTPAKOHA30J1, MOTYT BBI3bIBATh U G0JIee CUIIbHBIC H3MEHEeHHUs (papMaKOKHHETUKHU CHIIeHaduIa.
OnHOBpeMeHHOe TpuMeHenHe cugeHapuia (oaHokpatHo 100 Mr) u puronasupa (mo 500 mr
2 pa3sa B cyTku), uHruGuTopa BUU-mporeassl H cHIBHOrO MHrHOMTOpa uMroxpoma P450, Ha
(GoHe MOCTHKEHHSI MOCTOSHHON KOHIEHTpAllM¥ PHTOHABHpAa B IJIa3ME KpPOBH IIPUBOAUT K
yBermmueHuto Cpay cunieHapuna na 300 % (B 4 pasa), a AUC — na 1000 % (8 11 pa3s). Hepes
24 yaca KOHLEHTpalus cuijieHaduia B miasMe KpoBH cocrasiseT okono 200 ur/mu (mocne
OJIHOKPATHOTO MPUMEHEHHs OHOro cwiieHapuia — 5 Hr/mi). D10 cornacyercs ¢ sdpdexkrom
PHTOHABMpA HAa MIMPOKHH JuanasoH cyOcrparo nuroxpoma P450. Cungenapun He BiMseT Ha
(apMaKOKHHETHKY PUTOHABHPA. YUHTHIBAs 9TH JaHHBIE, OJTHOBPEMEHHBIN IPUEM PUTOHABHPA U
cuiieHaduIa He peKOMeHIyeTcs. B moboM ciiydae MakcUMalbHas 103a cHifeHaduia HU NpH
KaKUX 00CTOATENLCTBAX HE JOJDKHA MPEBBIIATh 25 MI' B TeueHHe 48 4.

Ecnmu  cuwineHaguia NPUHAMAIOT B PEKOMEHAYEMBIX J103aX [MAIMEHTHI, IOIy4arolue
OJIHOBPEMEHHO CHJIbHbIE HHIHOUTOPBI H30(epmenta muToxpoma CYP3A4, 10 Crpax cBOOOAHOTO
cungenaduia He npesbimaet 200 HM, u npenapaT XOpouio NepeHOCHTCS.

OJHOKpaTHBIH NpHeM aHTauua (MarHus HAPOKCHIA/ATIOMMHHMS THAPOKCHJA) HE BIHSACT Ha
OHOJOCTYIHOCTD CHIIIeHadHIa.

OHOBpEMEHHOE IPUMEHEHHE aHTArOHUCTA SH/IOTEIMHOBBIX PELENTOPOB, Oo3eHTaHa (HHAYKTOP
mopepmenta CYP3A4 (ymepennsiit), CYP2C9 u, Bo3moxuno, CYP2C19) B paBHOBECHOH
koHueHTpauu (125 Mr 2 pasa B CyTkH) U cuigeHaduIa B paBHOBECHOH KoHIeHTpauuu (80 mMr
3 pasa B cytku) ormedanoch cHmkenne AUC u Cma cuineHapuna na 62,6 % u 52,4 %,
COOTBETCTBEHHO.

[Ipenmnonaraercsi, 9TO OJAHOBPEMEHHOE NPUMEHEHHE CHJIeHA(uIa ¢ MOIIHBIMA HHIYKTOpaMu
modepmenta CYP3A4, takumu Kak pruaMIUIHEH, MOXKET IMPUBOJUTE K OOJIbIIEMY CHIIKECHHIO
KOHIICHTpaIlU cuiiieHaduia B mia3sMe KpoBy.

Wuru6uropsl  um3opepmenta umroxpoma CYP2CY (takme kak TonOyrtamuzi, Bapdapuh),
mopepmenta mutoxpoma CYP2D6 (Takue Kak celeKTHBHBIE HHTMOMTOPBI 00paTHOro 3axBara
CEpPOTOHMHA, TPUIMK/IMYECKHE aHTU/ICTIPECCAHTEI), THA3U/IHbIC ¥ THA3UAONOJ00HbIC IHYPETHKH,
MHIHOMTOPBI AHTMOTEH3HHIIPEBPAIIAIOIEro (PepMEHTa ¥ AHTArOHUCTBI KaJIbLIMs HE OKa3bIBAIOT
BIMSAHMS HA (HapMAKOKHHETHYECKHE ITapaMeTphl cHiieHaduia.

OnHOBpeMeHHBIH TpreM asutpoMuiHa (500 Mr B CYTKM B T€YeHHE 3 CYTOK) HE OKa3bIBacT
piusiansg Ha AUC, Chax, Tmax, KOHCTAHTY CKOPOCTH BbIBesieHHs W Tip cuieHaduia Wik ero



OCHOBHOT'O IMPKYJTHPYIOILEro MeTaboIuTa.

Huxopanaun — THOpUA HHUTpaTa M aKTUBATOpA KAIMEBBIX KaHAIOB, MOXET BCTyNaTb B
cephe3Hble B3aUMOICHCTBUS ¢ CHIIICHAQUIIOM H3-3a HAJIMYKSI HUTpaTa B COCTABE Npenapara.
I'peiindpyroeiii  cok, caabeiii uHruOuTop CYP3A4, MOKET HE3HAYMTEIBLHO YBEIMYUTH
KOHIIEHTpAIIHIO CHIIZIeHaduIa B IU1a3Me KPOBH.

Brusnue cunoenaguna Ha opyzue 1ekapcmeentvle cpeocmsd

CuneHaduIT SBIseTCs c1a0bIM HHTHOUTOPOM H30()epMEHTOB CHCTEMBI IIUTOXpoMa P450 — 1A2,
2C9, 2C19, 2D6, 2E1 u 3A4 (UKsp> 150 mxmoinp). Ilpu mpueme cuiieHapuia B
PEKOMEHIYEMBIX 1103aX ero Cpax COCTaBIAET OKOJIO 1 MKMOJb, MO3TOMY MAaJOBEPOSTHO, 4TO
cuzieHad K MOYXKET TIOBJIUSATH Ha KIMPEHC CyOCTPaToB 9THX H30(EPMEHTOB.

Cunaenadui yCHIMBAEeT THIIOTEH3UBHOE JICHCTBHE HUTPATOB KaK IPH JUTMTEIbHOM NPUMEHCHUH
TOCJIEIHUX, TAK M NIPH MX MPUMEHEHHH [0 OCTPBIM NOKa3aHMsAM. B CBsA3HM ¢ 5TUM NPHMEHEHHE
cuiieHaduIa B COYETAaHUH C HUTPAaTaMU MJIM JIOHATOpaMK OKCHJIA a30Ta MPOTHBOIIOKA3aHO.

[Ipy OIHOBpeMeHHOM mpHeMme aibha-aapeHodnokaTopa JokcazosuHa (4Mr u 8Mr) H
cunpeHaduna (25 mr, S0 mr u 100 Mr) y manmeHTOB € J0OpOKAYeCTBEHHOW IHIIEPIUIA3UCH
TpeJICTaTe IbHON XKeJe3bl CO CTaOMIbHOM NeMOJMHAMUKOM Cpe/iHee JOMOJHUTEIbHOE CHIKCHNE
CUCTOJIMYECKOro/auacronryeckoro AJl B TNOJOKEHHMH «JIeXa Ha CIHHE)» COCTaBIIAIO
7/7 MM pT. cT., 9/5 MM pT.CT. U 8/4 MM PT. CT. COOTBETCTBEHHO, a B IOJIOKECHHH «CTOS) —
6/6 MM PT. cT., 11/4 MM pT. cT. 1 4/5 MM PT. cT. cooTBeTCTBEHHO. COOOIIAETCs 0 PEKUX ClIydasX
pa3BUTHs y TAKUX NMAIMEHTOB CHMITOMATHYECKOH NOCTYPAbHOM TMIIOTEH3UH, IIPOSBIABIICHCS
B BHJE TOJIOBOKpYXeHHi (0e3 oOMopoka). Y OTIEHbHBIX YyBCTBHTEJIBHBIX IIallMEHTOB,
MOJTy4alomKX anb(a-aApeH00I0KaTOPbl, OJHOBPEMEHHOE IPHMEHEHHE CHJACHAUIa MOXKET
IIPUBECTH K CUMIITOMATHYECKOH IMIIOTEH3HH.

[Ipu3HAKOB 3HAYMMOTO B3aumojeicTBus cuieHaduna (50 Mr) ¢ TonGyramuaom (250 Mr) nim
Bapdapunom (40 Mr), kotopele Merabonusupyrores u3odepmentom muroxpoma CYP2C9,
HE BBISIBJICHO.

Cunpenapun (100 Mr) He okaspiBaeT BIMSHHS Ha (PapMaKOKHHETHYECKHE IapaMeTphbl
uHru6uTopoB BHU-mpoTeasbl, CakBMHABMpa M PHUTOHABHpA, ABJAIOMMXCS cyOcTpaTamu
nzodepmenta ruroxpoma CYP3 A4, npu ux nocTOSHHOM KOHLIEHTPALUH B I1a3M€ KPOBH.
OHOBpEMEHHOE NpUMEHeHHe cuiieHaduiIa B paBHOBECHOH KoHIeHTpaimu (80 Mr TpH pasa B
cyTkH) ¥ GO3eHTaHA B PaBHOBECHOM KOHIEHTparmu (125 Mr nBa pasa B CyTKH) IPHBOIMT K
noBeimeHnI0 AUC 1 Cpax 003enTana Ha 49,8 % u 42 % cOOTBETCTBEHHO.

Cunaenadpun (50 Mr) He BBI3BIBACT JIONOJHUTEIBLHOIO YBEJIMYCHHSI BDEMEHH KPOBOTEYEHHUS TIPU
TNpUEME alleTHICATUIIMIOBOM KHCI0ThI (150 mr).

Cunnenapun (50 Mr) He yCHIMBAaeT THIIOTEH3WBHOE JEHCTBHE STaHOIA Yy 3J0POBBIX
NOGPOBOJIBIIEB NMPH MAKCHMAILHOW KOHIEHTpALMM dTaHona B kpoBu B cpexsem 0,08 %
(80 mr/mm).

Y [anMeHTOB € apTepHalbHON THMIEpPTEH3Hel NPHU3HAKOB B3aUMOJEHCTBUS CuiIeHaduIa
(100 Mr) ¢ aMJIOMIIMHOM He BbisiBlIeHO. Cpe/iHee JI0TOTHUTENbHOE CHIKeHHEe A/l B ITOJIOKEHHH
«J1e3Kay COCTABIISAET 8 MM PT. CT. (CHCTOJIHMYECKOT0) ¥ 7 MM PT. CT. (IHACTOJIMYECKOTO).
[Ipumenenue cuigeHaduIa B COYETAHHHM C TUIIOTCH3MBHBIMH CPEIACTBAMH HE MPHUBOAUT K
BO3HMKHOBEHHMIO JIONIOJHUTEIBHBIX ITOO0YHBIX 3P deKTOB.

Oco0bie ykazanust

Jlist MATHOCTHKH HApYIICHWH OSpEKIMH, OIpeleseHHs WX BO3MOXHBIX NMPUYMH M BbIOOpa
aJIeKBaTHOTO JIeUyeHHs HeOoOXOJUMO coOpaTh IMOJIHBIA MEIWIIMHCKHNA aHaMHE3 M IIPOBECTH
TuiateapHoe (u3MKanbHOEe oOcnenoBanue. CpeicTBa JIEYEHHs JPEKTHIILHON AMCQYHKIMH
HEOOXOMMMO MPHMEHSATh C OCTOPOKHOCTBIO y NALMEHTOB C aHATOMHYECKOH Jepopmarmei
IIOJIOBOTO WieHa (AHTyJsLus, KaBepHO3HbIi (Gubpo3, Gonesnp IledpoHu) WK y NMAlUEHTOB C
daxropamMu pHCKa pa3BUTHs IpUanu3Ma (CEprOBHIHOKJICTOYHAs aHEMHs, MHOMKECTBEHHAs
MuenoMa, aerkeMus) (M. paszen «C 0CTOPOIKHOCTBIOY).

Bo BpeMs NMOCTMApKETHHIOBBIX HCCIIEAOBAHHH COOOIIANOCH O CIlydasX pasBUTHS UTHTEILHOU
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JPeKIMH ¥ NpHanu3Ma. B ciyyae COXpaHEHHs JPEKIMH B TeyeHue Ooiee 4 4HacoB CIeyeT
HEMEUICHHO OOpaTHTBCA 33 MEJIMIMHCKOM mnoMompio. Ecnm Tepamus mpuamusma He Obuia
TIpOBe/IeHa HEMEUIEHHO, 9TO MOXET NPHBECTH K TOBPEXIEHHUIO TKAaHEH II0JIOBOrO WieHa M
HeoOpaTUMOM yTpaTe NOTEHIIMH.

[Ipenaparsl, mpeaHa3HAYeHHbIE Ul JICYEHHS HApPYUICHHH OSPEKLHH, HE CJIeAYeT NPUMCHATH
MyKUYKMHAM, I KOTOPBIX CeKCyalbHas aKTHBHOCTB HeXKeJlaTe/IbHa.

CekcyanpHas ~ AaKTHBHOCTh  IPEJACTAaBISAET  ONpPEJICIICHHBIH  PUCK  NpH  HAJIWYHH
CEepIIeYHO-COCYIUCTHIX 3a00seBaHuii, MOITOMY Tepesl HadyajuoM Jo0O# Tepamuy IO MOBOJY
HApyIIEHH# OJpeKIMH Bpady ClelyeT HampaBHTh MallMeHTa Ha O0CIeOBaHHE COCTOSHHS
cepaeuHO0-cocyucToi cucteMbl. CekcyalbHas aKTUBHOCTH HEXeJaTelbHa y IAUMEHTOB C
Cep/IeYHOM HEeI0CTaTOYHOCTBIO, HECTAOMIIBHOM CTEHOKapAWeH, NMePEeHECEHHBIM 3a IOCTICIHUC
mecTh MecsleB MH(PApKTOM MHOKapJa WIM HHCYJIBTOM, JXM3HEYIPOXKAIOIUMHU apUTMHIMH,
apTepuabHOM TUIepTeH3ueR (A1>170/100 MM pT. CT.) WU THIIOTOHUEH
(AJ1 <90/50 mm pt. cT.) (cM. paszgen «IIpoTHBomoKazaHusi»). B KIMHHYECKHX HCCIIEIOBaHUAX
NOKa3aHO OTCYTCTBHE pasjiMumii B yacToTe pa3BuTHs HH(papkTa Muokapza (1,1 na 100 genosex B
rojl) WIM 9acTOTe CMEPTHOCTH OT CepeYHO-cocyaUCThIX 3abonepanuii (0,3 Ha 100 yenosek B
rojl) y NaldeHTOB, IPUHHMABIINX CHIJIEHAaQUII, 10 CPAaBHEHHIO C MAIMEHTAMH, IOJIY4aBIIMMH
maneoo.

Cepoeuno-cocyoucmoie OCI0ACHEHUS

B XoJe NOCTMAapKETHHTOBOrO NpPUMEHEHHs CHIAeHaduna JUls JIEYCHHS IPEKTHIBbHOH
nuchyHKIMM ~— COOOIIATOCh O  TaKMX — HEXENarelbHbIX  SBJICHHAX, KaK  TSOKCIIBIC
CEepIEUHO-COCY/IMCThIE  OCTIOXKHEHHs (B TOM uHcae HH(pApKT MHOKapia, HecTabuibHas
CTEHOKAp/Ms, BHE3alHas CepHEYHasl CMEepTh, JKENyJOYKOBas apUTMHS, TEMOpparnyecKuii
MHCYJIBT, TPAH3UTOpPHAs MINEMUYECKas aTaKa, TMIEPTEH3Us W TUIIOTEH3Hs), KOTOPBIC HMENH
BPEMEHHYIO CBsI3b C IIPUMEHEHHEM cuilieHaduIa. BoIbIIMHCTBO STHX MALMEHTOB, HO HE BCE U3
HUX, HUMeJd (DAaKTOphl PHCKAa CEepIeYHO-COCYIMCTBIX OCJIOXHEHMH. MHOrue U3 yKasaHHBIX
HE)KeJaTeIbHBIX SBJICHHM HAOI0JaTHCh BCKOPE MOCIIEe CEKCYallbHOM aKTHBHOCTH, U HEKOTOPbIC
M3 HUX OTMEYaJIHCh Mocje nprema cuiaeHaduia 6e3 nociaeayromei cekCyalbHOi aKTHBHOCTH.
He npezncraBisieTcss BO3MOXKHBIM YCTAHOBUTh HAJIMYHME IPAMOM CBA3M MEXKIY OTMEUaBIIMMHCS
HeXeJaTeJIbHBIMU SBJICHUAMH ¥ yKa3aHHBIMH WJIH HHBIMU (paKTOpaMH.

I'unomen3sus

Cunzenadun  okasplBaeT CHCTEMHOE Ba3OJWIaTHUpyKollee JedcTBHE, TNpUBOJIIIEE K
npexoJsiieMy CHIKeHHI0O AJl, 4To He SBIAETCS KJIMHUYECKH 3HAYMMBIM SBJICHHEM H HE
NPUBOJUT K KaKMM-JIMOO IOCJHEACTBHSAM y OOJBIIMHCTBA MalMEHTOB. Tem He MeHee, JI0
npUMeHeHus cuigeHaduna Bpad  JOJDKEH — TIIATENBHO  OLEHHTh  PHCK  BO3MOXKHBIX
HEXeJIaTelbHBIX  MPOSBJICHWH  Ba30JWJIATHPYIOIIEro  JEHCTBHS Yy  MAIHEHTOB  C
COOTBETCTBYIOIIMMH  3a00JIeBaHUsIMH, OCOOEHHO Ha (OHE CEKCyaJlbHOH aKTHBHOCTH.
[loBbIIEHHAs BOCHPMHMYHMBOCTE K Ba3oJWIaTaTopaM HaOmoJaercs Yy TAlHCHTOB C
0GCTpyKIHel BBIXOJHOrO TpakTa JIEBOLO JKeMylodyka (CTEHO3 aopThl, THMIEpTpOopHIecKas
OOCTpYKTHBHAss ~KapAMOMHONATHUsS), a TakkKe C pEIKO BCTPEYAIOIUMCA CHHIPOMOM
MHOKECTBEHHOM CHCTEMHOMH aTpo(HH, IPOsBIISIOMIMMCS TSDKEJIBIM HapylIIeHHEM perysuuu A/l
CO CTOPOHBI BereTaTUBHON HEPBHOM CHCTEMBI.

[TockoIbKYy COBMECTHOE IpUMeHeHHe cuiaeHabmwnia W anb(a-aapeHOOIOKaTOPOB MOXKET
NPUBECTH K CHMIITOMATHYECKOH THIIOTEH3HMM Yy OTJEJIbHBIX YYBCTBUTEJIBHBIX IIAlIMCHTOB,
cuineHaguil  cieayeT C OCTOPOXHOCTBIO INPUMEHATh Yy TAlHEHTOB, NPUHUMAIONIMX
anba-anpeno6nokatopsl (cM. pasaensl «C 0CTOPOXHOCTBIO» M «B3anMozeiictBue ¢ IpyruMu
JIeKapCTBEHHBIMH CpeCTBaMmi»). UToObl CBECTH K MHHHMYMY PHCK PasBHTHs [OCTYpPAIbHOH
FHIOTEH3WH Y TAIMEHTOB, NPUHAMAIOMKMX aibha-aapeHo0IOKaToOpsl, MpHeM CuiyieHaduia
clIe/lyeT HaYMHATh TOJBKO IMOCJE JOCTHXKEHHs CTaOMIIM3alMU IOKa3aTesleld TeMOJHHAMUKH Y
31X TanueHToB. ClelyeT TakkKe pacCMOTPETh LeecO00Pa3sHOCTh CHUIKEHUS HAYAIbHOU J103bl
cunaenaduia (cM. paszen «Crocod npuMeHeHus | J103b1»). Bpad nomken npoutdopmupoBarh
MalMeHTa O TOM, Kakue JEMCTBHS CIIEAYeT MPEIIpPHUHATh B ClIydae IOSBJICHUsS CHMIITOMOB

11



MOCTYpaJIbHOM THIIOTEH3HUH.

3pumenvrvie Hapyuenus

B pesKux cIydasx BO BpeMs IOCTPETHCTPALHOHHOTO IPUMEHEHHs Beex MHrubutopos ®J195, B
TOM uHclIe cHIieHaduIa, CooOIald O HeapTePUHTHOM NepeHel HIIEMHUYECKON HeHpOonaTHH
sputensHoro Hepsa (HITMH3H) — penkom 3a0osieBaHHHM W NPHYMHE CHM)KECHHS WM MOTCPU
3penus. Y GONBIIMHCTBA W3 3THX IAIMEHTOB ObUIM (AaKTOpPBI PHUCKA, B YACTHOCTH CHHXKCHHC
OTHOIICHHSI IMAMETPOB SKCKABAIMK M JMCKA 3PUTEILHOTO HepBa («3aCTOMHBIH JMCK), BO3PACT
crapme 50 JeT, caxapHblii Juabet, apTepHalbHas THIePTEH3 s, HeMUIecKas 00Ie3Hb Cepala,
rUNepIUnuIeMuss W KypeHue. B HabmogaresbHOM HCCIIEOBAaHHM OLCHHMBAIM, CBS3aHO JIM
HeJlaBHee [PHMEHEeHHe npenapatos kiacca uHruouTopoB I35 ¢ octpeiv navasom HITMH3H.
Pe3ybTaThl YKa3blBAlOT HA MPUONM3MTENBHO JByKpaTHOe nopbmienue pucka HITMH3H B
mpeieniaX 5 MepUOJIOB MOJYBBIBEACHHS TOCTe TpuMeHeHust uHruburopa ®JI55. CornacHo
onyOJMKOBAaHHBIM JIMTEPATYPHBIM JaHHBIM, TOAMYHAs YacToTa BO3HUKHOBEHHS HITMH3H
cocrapisier 2,2-11,8 ciaydae nHa 100 000 myxuus B Bospacte crapme S0 sier B 00miei
monynsiuu. Creayer peKOMEHJOBAaTh IAllMEHTaM B Cjly4ae BHE3AllHOH IIOTEpH 3peHHUS
IIPEKPATHTh TEPAIHIO CHIIAeHaQHIOM U HEMEUICHHO IIPOKOHCYIbTHPOBATHCA ¢ BpadoM. Jlnma, y
koTopeix yxke Obur ciydaii HITMH3H, nMeroT NOBBIMIEHHBIH PHCK pELMIMBA HITMH3H.
[TosTOMy Bpady ciefyeT oOCYIMTh NaHHBIA PHCK C TAKMMH MallMEHTaMH, a TaKxke 00CyauTh ¢
HAMH [OTEHIHAJTBHBI IIAHC HEOIArompusTHOro Bo3zeicTBHS MHruburopos @JID5.
Unruburopsr ®JID5, B ToM Yucie cuiieHadusI, y TaKMX MAlMEHTOB CJIEAYeT NPUMEHATH C
OCTOPOXKHOCTBIO H TOJIBKO B CHTYAllMsIX, KOT/Ia OXKHIaeMasl [10J1b3a MPEBBIIIACT MIOTCHIHATbHBIA
puck. Y naumenToB ¢ snu3onamu passutus HIIMH3H ¢ notepeit 3peHus B OAHOM IJ1a3y IMpHeM
cunaeHaduIa mpoTUBONOKas3aH (cM. paszen «IIpoTHBONOKa3aHuUs»).

V HeOOJBIIOr0 YMcia IMalUMeHTOB C HACIEeJCTBEHHBIM ITMIMEHTHBIM PETHHHUTOM HMEIOTCH
reHEeTHYECKH JeTePMUHUpOBaHHbIe HapyiueHus (yHkimi dochoauscrepas ceTyaTkd riasa.
CaeneHus 0 6€30IacHOCTH IIPUMEHEHHs CHIIIeHa(ua y NalMeHTOB ¢ MUTMEHTHBIM PETHHUTOM
OTCYTCTBYIOT, TI03TOMY NpHeM CHieHauIa y TaKHX NAIMEHTOB MPOTHBOIOKA3aH (CM. pasjien
«ITpoTHBONIOKA3aHUAY).

Hapywenus cnyxa

B HEKOTOPBIX MOCTMApPKETHHIOBBIX M KJIMHHYECKHX HCCIIEJIOBaHHAX coo0IiaeTcsi 0 ciydasx
BHE3AIHOr0 yXY/IIICHHS WM MOTEPH CIyXa, CBA3AHHBIX C NPHMEHEHHEM BCEX HHIHOUTOPOB
®J1D5, Bmoyas cunaeHadu1. BoJbIIMHCTBO ITHX MAlHEHTOB UMEIH (aKTOphbl pHCKa Pa3BUTUS
BHE3aITHOTO YXYAIIEHHS WIH [OTepH ciyXa. [IpUYMHHO-CIEACTBEHHOW CBSA3H MEKIY
npuMeHeHneM MHruOUTOpoB ®JID5 U BHE3ANHBIM yXyAIICHHEM CIIyXa WM MOTEpeH ciyXa He
ycraHoBjieHO. IlaieHTa cietyeT npeaynpeauTh O TOM, YTO B ClIy4ae BHE3AIHOr0 yXyAICHHUS
WM BHE3AITHOM IOTEPH CilyXa HEOOXOAMMO IIPEKPATHTh TEPAITHIO CHILIEHAQHIIOM 1 HEMEUICHHO
IPOKOHCYJIBTUPOBATHCS C BPAUOM.

Kposomeuenus

CunneHaduyl ycHIMBaeT aHTHArperaHTHbIA (KT HUTPONpyCCHIa HaTpHsl (JOHATOpa OKCHJla
a30Ta) Ha TPOMOOIMTHI YesloBeKa in vitro. JlanHble 0 6e30MaCHOCTH IPMMEHEHHs CHIeHaduIa y
[TAIMEHTOB CO CKJIOHHOCTBIO K KPOBOTOYMBOCTH I 00OCTPEHHEM SI3BEHHOM OOJIC3HH XKelry iKa
M 12-mepcTHOM KHMIIKH OTCYTCTBYIOT, IOITOMY CHIIIEHaQui y OSTHX MAUHEHTOB CIEAYeT
NPUMEHATh C OCTOPOXKHOCTBIO (cM. pasaen «C  OCTOPOXKHOCTBIO»). YacToTa HOCOBBIX
KpOBOTeueHHH y manuentos ¢ JII', cBs3anHoi ¢ I dy3HpIMU 3a0071€BAHUAME COCIMHHTEIIBHOM
TKaHu, ObUTa BeIme (cunaeHadun — 12,9 %, miane6o — 0 %), 4yeM y NalHEHTOB C NEPBHYHOM
JIErOYHO} apTepHaIbHOM runeprensueit (cuanenadun — 3,0 %, mianebo — 2,4 %). ¥ nauueHTos,
MOJTYYaBIIMX CcHiieHAQUI B COYETAHWHM C AHTArOHMCTOM BUTamMHa K, 4acTtora HOCOBBIX
KpoBoTeueHu# Obuta Bhie (8,8 %), yeM y nalMeHToB, He IPUHUMABIINX AHTArOHUCT BUTAMUHA
K (1,7 %).

Ipumenenue coemMecmno ¢ Opy2umu cpeoCmeamu e4eHus HapyueHuu spekyuu

BezonacHocTh U 3)(PEKTHBHOCTH IIPUMEHEHHs CHIIeHadHIa COBMECTHO C IPYTUMHU CPEICTBAMH
JIeYeHHs HapyIIeHHH PEKIIMH He U3yYaliCh, IOITOMY NPUMEHEHHE MOJ00HBIX KOMOHHAINI He
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pekomeryercs (M. paszuen «[IpoTuBonokasanus»).

Bausinue HAa c0cOOHOCTH K YIIPABJIEHHIO TPAHCIIOPTHLIMH CPeICTBAMH H MeXaHH3MaMH
Ha ¢one npuema cuiieHaduia Kakoro-iubo OTPUIATENBHOTO BJIMSHUS Ha CIIOCOOHOCTh
YIPaBJIATh TPAHCIOPTHBIMU CPEJCTBAMM MM JPYTHMH TEXHHYECKHMMH CpPEICTBAMHM HE
Ha0J1r01aJ10Ch.

[TockobKY TIpH TIpHeMe cHiiieHaduia BO3MOXHO Pa3BHTHE TOJNOBOKPYXKEHHMS, CHIKeHHe A/,
pa3sBUTHE XPOMATONCHH, 3aTyMaHEHHOTO 3PEHHS H TOMY MOJOOHBIX MMOOOYHBIX SIBJICHUH,
cieayer coOoaaTh OCTOPOKHOCTD IPH YIPaBJIEHUH TPAHCIIOPTHBIMH CPEJICTBAMHU M 3aHATHSAX
JIPYTMMH TOTEHIHAIBHO ONACHBIMH BHJIAMH JEATEIBHOCTH, TPEOYyIOMUMU MOBBIIIEHHOM
KOHIIEHTPALlMi BHUMAHHUs ¥ OBICTPOTHI ICHXOMOTOPHBIX peakiui. Taxoke cielyeT BHUMATeIbHO
OTHOCHTBCS K MHJMBHIyalbHOMY JEHCTBHIO Ipernapara B YKa3aHHBIX CHTYyalHsiX, OCOOCHHO B
Havasie JICYeHUs ¥ PH U3MEHEHHH peXuMa J03MPOBAHUS.

®opma BbIIIyCKa

TabneTku, MOKPHIThIE IUIEHOYHON 0007104K0i, 25 Mr, 50 Mr 1 100 Mmr.

1, 2, 3, 4, 5, 6 wm 10 Tabirerok B KOHTYpPHOH SYEHKOBOW yNaKkoOBKE U3 IIJICHKH
MOJIMBUHHUIIXJIOPUIHOM U (DOJIBI'H aTFOMMHUEBOM.

10 TabeTok B OaHKE U3 MOJHITHIEHA BBICOKOM INIOTHOCTH.

1 wim 2 KOHTypHbIE sSUeHKOBbIE ynmakoBk 1o 1 Tabnerke, 1 miM 2 KOHTYpHbIC SYCHKOBBHIC
YITaKOBKH 110 2 TabNeTkH, 4 KOHTYpHBIC SueiiKOBBIE YNakoBKH 10 3 Ttabnerkw, 1, 2, 3 mm 5
KOHTYPHBIX SYEHKOBBIX YIIAaKOBOK IO 4 TabIeTKH, 2 WK 4 KOHTYPHbIC SYCHKOBBIC YIIAKOBKH I10
5 TabneToK, 2 KOHTYpHbIE SUeHKOBbIE YIIAKOBKH IO 6 TabNeToK, | M 2 KOHTYPHbIC SYCHKOBBIC
yrnakoBku 110 10 TabieTok Wi ogHa 6aHKa BMECTE ¢ HHCTPYKIMEH 0 IPUMEHEHHIO B I1AaUKe U3
KapToHa.

YcnoBusi XxpaneHust
XpaHHUTh B 3aIIMIIEHHOM OT CBETa MeCTe IpH Temreparype He Bbuue 25 °C.
XpaHUTh B HEIOCTYITHOM JUIS JIETEH MECTE.

Cpoxk roaHocTH
3 rona.
He npuMeHSTh 0 UCTEYEHHH CPOKa FOHOCTH.

Yeaosus ornycka
OTnyckaroT 110 peLenTy.

FOpuanyeckoe JIHI0, HA HMSI KOTOPOI0 BbIIAHO PErHCTPALHOHHOE Y10CTOBEpEeHHEe
AO «BEPTEKC», Poccus
IOpummueckuii anpec: 197350, r. Caukr-Ilerep6ypr, Jlopora B Kamenky, 1. 62, mut. A.

IIponsBoauTein

AO «BEPTEKC», Poccus
Anpec npoussoactsa: . Cankr-Ilerep6ypr, Jlopora B Kamenky, 1. 62, mut. A.
Opranusanms, IPUHAMAIONIAs IPETeH3HH NOTPeOUTEIei:

AO «BEPTEKCy, Poccus

199106, r. Cankr-ITeTepOypr, BacuibeBckuit ocTpoB, 24-muHus, A. 27, uT. A.
Ten./dakc:

I[TpencraButens AO «BEPTEKC» C. A. Konatbko
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