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MHCTPYKLMWA
I10 MEJIMITMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA

Cunnenaduin-C3

HaWMEHOBAHUEC JIEKAPCTBECHHOI'O Mperiapara

Peructpauuonnslii HoMep:

Toprosoe naumenoBanue: CungeHapuin-C3

MexayHapoaHoe HeMATEHTOBAHHOe HAHMEHOBaHHe: CUIIIeHA(DUIT
JlekapcrBenHasi gopma: TablIeTKH, MOKPBITHIE TUIEHOYHOU 0007I0UKON
Cocras:

1 TabneTka, MOKpHITas MJICHOYHON 000TOYKOM, COMEPIKUT:

0o3uposka 25 me.

akmuenoe éeujecmeo: cuiieHaduna LUTpaT B repecyere Ha cuiaeHadun — 25 mr
ecnomozamenbHole geujecmea (0po). 1UEIUTI0J03a MHUKPOKPHUCTATUYEeCcKas —
50,0 wmr; snakTo3sl MoOHOrHapar (caxap MOJIOUHBIH) — 61,5 Mr; Kpockapmelniosa
HaTpusi  (mpumenno3a) — 7,5 Mr;  NOBHAOH  (TOJIMBUHUJITUPPOJIHIOH
CpEeHEMOJIEKYJISIpHBI) — 4,5 Mr; MarHus creapat — 1,5 mr;

ecnomozamernvivle geujecmea (obonouka): Onanpait 11 (cmupT MOJUBUHUIOBEIH,
YaCTUYHO THUAPOJIM30BaHHBIM — 2,0 wmr; turaHa auokceun E 171 — 1,145 wr;
Makporos (monu3TuiaeHraukoas 3350) — 1,01 mr; tanek — 0,74 Mr; alTroMHAHKAEBEII
JaK Ha OCHOBe OpuiuiManToBoro roydoro — 0,096 mr; xenesa okcun (II) sxenTorit
E 172 —0,0085 mr; xene3a oxcun (II) gepnsriii E 172 — 0,0005 mr).

003uposka 50 me:

akmusHoe eeujecmeo: cuiieHaduiia LuTpaT B nepecuere Ha cuiaeHadua — SO mr
6cnomozamelnibHole  geujecmea (0po). UeIUTI0J03a MHKPOKpHCTAUTHYecKas —
54,0 wmr; sakro3sl MOHOruzapar (caxap MoJIouHbId) — 74,0 Mr; KpockapMeo3a
HaTpus  (mpumesuioza) — 10,0 Mr; mnoBHIOH  (IIOJUBHHUIIUPPOIIHIOH
cpenHemoleKysipHbiit) — 10,0 mr; maruus creapat — 2,0 Mr;

scnomozamenvhvie eeujecmea (obonouxa): Onaapait Il (cniupT MOJMBUHUIOBEIH,
YaCTUYHO TUJPOJU30BaHHbIA — 2,4 Mr; tutaHa auokcua E 171 — 1,374 wr;
Makporon (momudTwiaeHriukonb 3350) — 1,212 wmr; Tanek — 0,888 wr;
AJIFOMMHMEBBIN JlaK HAa OCHOBe OpmidantoBoro romyboro — 0,1152 wmr; kenesa
okcua (II) xenterit E 172 — 0,0102 wmr; xenesa oxcun (II) vepusiit E 172 —
0,0006 mr).




0o3uposka 100 me:

akmueHoe éeujecmeo: CUieHapuiia HUTpaT B epecyere Ha cuiaeHadut — 100 Mr

6cnomozamenvhbie  6ewjecmea (0po): UEIUI0I03a MUKPOKpUCTA/UINYeCKass —
83,5 Mr; 51aKTO3bl MOHOTMApAT (caxap MOJIOYHBIN) — 83,5 Mr; Kpockapmeiosa
Hatpus  (npumennosa) — 15,0 wMr; noBUAOH  (TMOJMBHHUIIITMPPOIHIOH
CpeHeMOJIeKyIspHBbIi) — 15,0 Mr; maraus creapar — 3,0 mr;

scnomozamenvhvie eeujecmea (oboonouxka): Onaapait Il (ciupT MOJUBUHUIOBEIM,

YaCTUYHO THMIPOJIM30BaHHBIM — 3,6 Mr; tutaHa auokcun E 171 — 2,061 wr;

Makporos (nmomudtwieHrimukons 3350) — 1,818 wmr; tamek — 1,332 M

QJIFOMHUHMEBBIN JIaK Ha OCHOBe OpuiumaHtoBoro roixyboro — 0,1728 mr; xenesa

okeua (II) xenterit E 172 — 0,0153 wmr; xene3a oxcun (II) wepnsiit E 172 —

0,0009 mr).

Onuncanue
TabneTku, mNOKpHITEIE IIEHOYHOM 000JI04KOM, Trony6oro IBera, KpyIJIbIE,
JBOSIKOBBINYKJIbIe. TabneTku Ha u3aome G€I0ro WK MouTH OeJIoro I[BETa.

®apmakoTepaneBTHYECKAsI FPyNa:
CpencTBo neueHus speKTHIbHON TuchyHKImU — OJ1DS5-uHruouTop.

Koa ATX: G0O4BEO3

Papmako/IOrHYeCKHe CBOHCTBA

DapmMaKkoOUHaAMUKQ

Cunzenadun — MOIIHBIA CeNEKTUBHBIM WHMHOMTOP LMKIOTYaHO3WHMOHOGOChAT
(uI'M®)-crienuduyeckoit hochoauscrepassl 5-ro tuna (OJID5).

Mexanusm oeticmeus

Peanuzauus Gusnonornyeckoro MexaHuaMa 3peKInd CBA3aHa ¢ BBICBOOOKIEHHEM
okcuaa asora (NO) B KaBepHO3HOM Telle BO BpeMs CEKCyalbHON CTHMYJISLIUH.
OTo0, B CBOKO Ouepe/lb, IPUBOAUT K YBETHUYEHHIO YpoBHS Ll M®, moceayromemy
pacciablieHuIo TJIaJKOMBIIIEYHOH TKaHU KaBEPHO3HOrO Tella W YBEIHYEHHUIO
[IPUTOKA KPOBH.

Cunnenadun He oOKkasbIBaeT IMPSAMOro  pacciabisiomiero JeicTBHs  Ha
M30JIMPOBAHHOE KaBEPHO3HOE TEJIO YesloBeka, HO ycuiauBaeT 3 dekt okcuaa a3ora

(NO) mocpenctBom uHruduposanusi ®J[D5, KoTopas OTBETCTBEHHA 3a pacrajl
ul ' Mo.

Cunpenadun cenektuBeH B oTHowmeHun DJIDS5 in vitro, ero axKTUBHOCTH B
orHomieHMH PJID5 npeBoCcXOJUT aKTHBHOCTH B OTHOIIEHWH APYTHX H3BECTHBIX
u3opepmeHToB Qochoauscrepazpr: DID6 — B 10 pas; ®JID1 — Gonee yem B
80 pa3; ®/192, ®JID4, ®AD7-O/ID11 — Gonee yem B 700 pa3. Cungenapun B
4000 pa3 Oonee cenektuBeH B oTHomeHUd DJIDS no cpaBHenuio ¢ ®JID3, yro
UMeeT BaKHeHllee 3HaueHue, MOoCcKoIbKy DJ[D3 sBisieTcs OqHUM M3 KIIIOUYEBBIX
(epMEHTOB peryJsiui COKPAaTUMOCTH MHOKap/Ia.



Ob6si3aTenbHbIM  ycjioBHeM 3¢ ¢ekTHBHOCTH  cuiaeHadguiaa  siBJAsieTCS
ceKcyaJibHasi CTUMYJISILIHS.

Cunpenagui BoccTaHaBIMBAeT HAPYLICHHYIO JPEKTUIIBHYIO (PYHKIUIO B YCIOBHUAX
CEKCyaJIbHOM CTUMYJIALIMU 32 CUET YBEJIWYEHHUS MPUTOKA KPOBH K KAaBEPHO3HBIM
TeJIaM I0JIOBOT'O YJIeHa.

Knaunuueckue oannvie

Kapouonozuueckue uccnedosarus

[Ipumenenue cungeHapuia B ao3ax A0 100 Mr He mpUBOAMIIO K KIMHHUYECKH
3HauuMbIM  u3MeHeHusM OKI' y 3mopoBbix moOpoBoibleB. MakcumanbHoe
CHIDKEHUE CHCTOJIMYECKOrOo JaBJCHUS B IIOJOXKEHUU JieXa I[ociie MpheMa
cunaeHapuna B no3e 100 mr cocraBwio 8,3 MM PT. CT., a JHACTOJIMYECKOTO
JaBjieHus — 5,3 MM pT. cT. bosiee Bbipa)Ke€HHBIHN, HO TakKe npexoasumii 3G dext Ha
aprepuanbHoe nasieHue (AJl) oTMevancs y mauMeHTOB, MPUHUMABIIMX HUTPATHI
(eM.  paszgenst  «[IpoTuBomokazanus» ¥ «B3aumopeicTBUE ¢  IpYTUMH
JIEKapCTBEHHBIMU CPEJCTBAMM).

B uccnenoBanun remoauHamuueckoro sddexra cuigeHapuia B OJHOKPATHOM
no3ze 100 mr y 14 nmanueHToB ¢ TspKenod umemuyeckoit 6onesnsto cepaua (MBC)
(6onee uem y 70 % manueHTOB ObLT CTEHO3, IO KpaiiHel Mepe, OJJHON KOPOHAPHOI
apTepUH), CUCTOIIMYECKOE U JIMACTOJIMYECKOe JaBJIEHHE B COCTOSHHUH ITOKOS
yMeHbIIasioch Ha 7 % u 6 %, COOTBETCTBEHHO, a JIEFOYHOE CHUCTOJIHYECKOE
JaBjieHre CHWXKanock Ha 9 %. CunaeHadun He BT Ha cepiedHbIA BEIOPOC U HE
Hapyllajg KpOBOTOK B CTEHO3UPOBAaHHBIX KOPOHApPHBIX apTepusxX, a TaKkxke
NPUBOJWI K yBelW4YeHHIo (mpumepHo Ha 13 %) aaeHO3MH-UHIYLHUPOBAHHOTO
KOPOHApHOIo IOTOKA KaK B CTEHO3UPOBAHHBIX, TAK U B MHTAKTHBIX KOPOHAPHBIX
apTepusx.

B nBoiiHoM crenoM mianeGOKOHTPOIMPYEMOM HccienoBaHuu 144 maiueHTa c
OPEKTHJIBHOM AMCQyHKUMEH W CTa0WIbHOW CTeHOKapAueW, NPUHHUMAIOIINX
AHTHAHTHHAJbHBIE IpernapaThl (KpOMe€ HHUTPATOB) BBIMOIHSIM (U3HYECKHE
YyIPaXHEHUS 10 TOIO MOMEHTA, KOI/la BBIPaXKEHHOCTh CHUMIITOMOB CTEHOKApIUH
yMEeHbLIMIACh. [Ipo0/KUTEIBHOCTE BBINIOIHEHUS YIIPaXXHEHUs ObLIa JOCTOBEPHO
oonpme (19,9 cexynm; 0.9 - 38.9 cekyHnm) y NanMeHTOB, MPUHHUMABIINX
cuifeHahusi B OfHOKpaTHOW 1mo3e 100 Mr mo CpaBHEHHIO C MAIlMEHTaMH,
IIOJIy4YaBIIUMHU IU1anedo.

B pannoMusupoBaHHOM  JBOHHOM  cjemnoM  IUIAale0OKOHTPOIUPYEMOM
HCCIIeIOBaHUH M3ydanu 3(dekT nepemeHoit no3wl cugeHaduna (mo 100 mr) y
MYX4HUH (n = 568) ¢ 3peKTHJIbHON NuchyHKLIMEH U apTepHalIbHOM TMIIepTeH3UeH,
NpUHUMAKOIIKMX Oosiee JAByX AaHTUTHIEPTEH3UBHBIX IMpenaparoB. CuiaeHadu
YIy4IIu spekiuio y 71 % MmyxuuH no cpaBHeHHUIO ¢ 18 % B rpynme miare6o.
Yacrora HebGnaronpusaTHeIX 3(@dekToB Oblla cpaBHUMA C TaKOBOW B APYIHX
rpymnnax [MalMeHToB, TaK e KakK Yy JIML, [pUHUMAKIIUX Oosee Tpex
aAHTUTUIIEPTEH3UBHBIX ITPETapaToB.

Hcceneoosanus spumenvbHulx HapyuleHuil

Y HEKOTOpPBIX MalMeHTOB Yepe3 | yac nmocie npueMa cuageHaduita B go3e 100 mr



¢ nomouibio Tecta @apHeBopTa-MyHcenst 100 BBIABICHO JIerKoe U MpexoAsiiee
HapylIeHHe CIOCOOHOCTHU pa3IuvaTh OTTEHKH 1[BETA (CHHEr0/3eIeHOr0).

Yepez 2 wyaca mocie mpuema MmpernapaTa 3TH H3MEHEHHS OTCYTCTBOBAJIM.
Cunraercs, 4To HapylleHHE LIBETOBOIO 3PEHMs BBI3BIBAETCS WHIMOMPOBAHUEM
@126, xoTopas y4yacTByeT B IIpoliecce TIepefauyd CBeTa B CETYaTKe TJiasa.
Cunpnenapun He okas3blBal BIUSHHUS Ha OCTPOTY 3pEHHs, BOCIPHSITHE
KOHTPACTHOCTH, 3JIEKTPOPETUHOIPaMMy, BHYTPHIJIA3HOE JaBJIEHUE WA AHAMETP
3payka.

B mnaneGoKOHTpOIMpyeMOM  IE€pPeKpPEeCTHOM HCCIEJOBAaHMM IAIlMEHTOB C
JIOKa3aHHOM paHHEeBO3paCTHOM MaKyJIIpHOH JereHepauueil (n = 9) cunaenadun B
oxHokpaTHOM no3e 100 mr mepenocumiics xopouro. He Obliio BBISIBIEHO HUKaKUX
KJIMHAYECKH 3HAYUMBIX H3MEHEHHWH 3peHMs, OLEHMBAEMBIX II0 CIEeUUaTIbHBIM
BU3yaJIbHBIM TecTaM (OCTpoTa 3peHHs, peuieTka AMciep, IBETOBOE BOCIIPHSTHE,
MOJIEJTUPOBaHHUE NPOXOXKIACHUs LiBeTa, nepumetp Xamppu u Goroctpecc).
Ipgexmusrocmo

D¢ heKTUBHOCTH I/I 0e30macHOCTh cuineHaduna OLICHUBAJIH B
21  paHIOMHU3HMPOBAaHHOM  JBOWHOM  CJIE[IOM  IUIalle0OKOHTPOJIHPYEMOM
MCCJIEIOBaHUH MTPOJOKUTEIBHOCTBIO 10 6 MecsiieB y 3000 manueHTOB B Bo3pacTe
or 19 110 87, ¢ spexTuibHON AUCYHKIMEH pa3TudHON STHOJIOTHH (OpraHHYECKOH,
IICUXOT€HHON WM CcMemaHHoW). DdQekTuBHOCT, MpenapaTa OLEHHBAIH
ri100agbHO € HCIOJb30BaHHEM JHEBHUKA SPEKLHUH, MEeXIyHapOJHOro HHIEKCa
DPEKTUIBHON (QYHKLHMH (BaJUAMPOBAHHBIA OMPOCHUK O COCTOSHUM CEKCYaTbHOM
GbYHKIMM) ¥ Onpoca mapTHepa.

DddexTuBHOCTh cunieHaduia, onpeneseHHas Kak CIOCOOHOCTh JOCTHraTh M
NOJJIEP)KUBATE JPEKIUIO, JOCTATOYHYIO MJIs YJOBJIETBOPUTENIHLHOIO I10JIOBOTO
aKkTa, ObUIa IPOJIEMOHCTPUPOBAHA BO BCEX MPOBEICHHBIX MCCIIEIOBAHUAX U Oblia
IOATBEPIKJIEHA B JJOJIFOCPOYHBIX UCCIIEIOBAHUSIX MMPOJOJDKUTEIBHOCTRIO | roa. B
UCCJIEZIOBAHUAX C IPUMEHEHHEeM (UKCUPOBAHHOW O3Bl COOTHOIIEHHE MAIlMEHTOB,
COOOLIMBIINX, YTO TepaNusl YIy4dlIHIa UX IPEKIHI0, COCTABIISIIO:

62 % (no3a cunnenadpumna 25 mr), 74 % (no3za cungeHaduaa S0 mr) u 82 % (mosa
cunaeHapuna 100 mr) mo cpaBHeHmoo ¢ 25 % B rpymme mrane6o. AHanm3
MEXIYyHApOAHOI0 MHAEKCA 3PEKTUIbHOM (YHKIMH MOKa3all, YTO AOMOJHUTEIBHO
K YIy4YIIEHUIO JPEKLUH JIeUeHHE CHIJIeHa)UIOM TaKkKe IOBBILIIANO KAavyeCTBO
oprasma, I03BOJIAJIO JOCTHYb YAOBJIETBOPEHMUS] OT IIOJIOBOTO aKTa M OOIIero
yJIOBJIETBOPEHHUS.

CornacHo 00OOIIEHHBIM JaHHBIM, CpeOd MAlKWEeHTOB, COOOLMBIIMX 00
YIY4YIIEHHH OSpeKIUH TpU JedeHuu cuigeHabpunom Obutn 59 % OGobHBIX
caxapHpiM  jauabetom, 43 %  [AIMEHTOB, IEPEHECUIMX pPaJUKAIBbHYIO
NPOCTATIKTOMHUIO U 83 % MaLMEeHTOB C MOBPEXKICHUIMHU CITMHHOTO Mo3ra (MPOTHB
16 %, 15 % u 12 % B rpynne miane60, COOTBETCTBEHHO).

DapmakoKkuHemuka

(dapmMaKkoKMHETUKA CHIZeHapuiIa B PEKOMEHIYEeMOM JHana3oHe J03 HOCHT
JIMHEWHBIN XapakTep.

Bcacwviearue



Ilocne mnpuema BHyTph cuinneHadun ObICTpO BcackiBaeTcs. AOCOIOTHAS
OMOIOCTYITHOCTH B cpeiHeM cocTaBisieT 0koio 40 % (ot 25 % no 63 %). In vitro
cuigeHaun B KOHUeHTpauuu okosio 1,7 Hr/mia (3,5 HM) mojasiseT akTHBHOCTh
®J195 yenoseka Ha 50 %.

ITocne onHokpatHoro mnpuema cuigeHadwia B go3e 100 Mr  cpemsss
MaKCHMaJIbHasi KOHLIEHTpauus cBoOoaHOro cunieHaduna B miazMe KpoBH (Cpax)
MyX49HH coctaBiger okosno 18 Hr/ma (38 HM). Cpa Npu npueMe cuieHaduIa
BHYTPh HATOINAK JocTUraercs B cpeaHeMm B TeueHue 60 muH (ot 30 MHUH 10
120 mun). Ilpn npueme B coueTaHMH C KMPHOM MHUIIEH CKOPOCTH BCACHIBAHMUS
cHmkaercs: Cpax yMeHblIaeTcsi B cpenHeM Ha 29 %, a BpeMsl JOCTHIXKEHUS
MaKCHMMalbHOW KOHLEHTpalUH (Tma) yBennuuBaeTcs Ha 60 MUH, OJTHAKO CTEIEHb
abcopOLMH IOCTOBEPHO He W3MeHsieTcs (IUIomanb Mmoja (hapMaKOKMHETHYECKOH
KpuBO# KoHLeHTpauusa-Bpems (AUC) cuuxaetcst Ha 11 %).

Pacnpeoenerue

O6beM pacnpefeneHust cuieHaguia B paBHOBECHOM COCTOSHHM COCTABJISET B
cpeanem 105 1. Cpsa3p cunpeHaduiaa ¥ ero OCHOBHOTO LUPKYJIHPYIOIIETO
N-nemeruibHOro Merabosnura ¢ GesikaMu IUTa3Mbl KPOBH COCTaBJISIET 0KOJIO 96 %
U HE 3aBUCUT OT oOmeld KoHueHTpauuu mnpernapata. Menee 0,0002 % m035I
cuianeHapuna (B cpeqHeM 188 Hr) oOHapyxeHo B criepme uepe3 90 MUH mocie
[pyeMa npernapara.

Memabonuzm

Cunnenadun Merabonu3upyercs, rJIaBHBIM 00pa3oM, B II€Y€HH I0J] JEHCTBHEM
uzodepmenta uroxpoma CYP3A4 (ocHOBHOM MyTh) U W30(EpPMEHTa LUTOXPOMA
CYP2C9 (muHOpHBIHA myTh). OCHOBHOW ILMPKYJIHPYIOLUIMA aKTHBHBIN METabOIIHT,
oOpasyrouuiics B pe3yabTare

N-gemertunupoBanus cuiaieHapuiIa, MOABEpraeTcs JalbHeHIeMy MeTaboIu3My.
CeneKTMBHOCTB AEUCTBHS 3TOro MeTtabonuTa B otHomeHun OJID comocraBuma ¢
TAKOBOH cuiieHadua, a ero akTUBHOCTb B oTHoweHuu P JID5 in vitro cocTaBiseT
0k0J10 50 % aKTUBHOCTH cuiieHaduIa.

KonuenTpanus merabonuTa B ria3Me KpOBH 30POBBIX T0OPOBOJIBIEB COCTABJISIA
okoimo 40 % oT koHUeHTpauuu cuigeHapuna. N-IeMEeTHIBHBIM MeTaboIuT
MIOJIBEpraeTcs albHeWIeMy MeTaboausMy; nepuopa ero monyseiBeaeHus (Ti)
COCTaBIIsAET OKOJIO 4 yac.

Buvigeoenue

O6wmmit knupeHc cunieHaduna cocrasiusier 41 a/yac, a koneunsiit Ty, — 3-5 yac.
I[Tociie nprema BHYTph TakkKe Kak I0Cje BHYTPUBEHHOTO BBEJECHHs CHJIIEHA(MI
BBIBOJIUTCS B BHUJE METa0OJUTOB, B OCHOBHOM, KHIIEYHHKOM (okoso 80 %
MepopalibHOM 103bl) U, B MEHbLIEH CTeneHH, rmodykamu (okoso 13 % mepopaibHOi
JIO3BI).

PapMaKOKHHETHKA Y 0COOBIX I'PYIII IMarMceHTOB

Loorcunvie nayuenmeor

Y 3[0pOBBIX MOXHWIBIX TAlMEHTOB (cTapiie 65 ner) KiupeHc cuiaeHaduia
CHIDKCH, a KOHLEHTpaLus CBOOOAHOIO cuijieHaduia B IUia3Me KPOBH MPUMEPHO



Ha 40 % Beie, yem y monoabix (18—45 ner). Bozpact He oka3piBaeT KIMHUYECKH
3HaYMMOTI'O BIIMSHUSA HA YaCTOTY pa3BUTHUS MOOOYHBIX 3P HeKTOB.

Hapywenus ¢ynkyuu nouex

ITpu nerxoit (xnupenc kpearunuHa (KK) 50-80 wmu/mMuH) uW  ymMepeHHOM
(KK 30-49 mn/mMMH) cTerneHM MOYEYHOM HEJIO0CTATOYHOCTH (DapMaKOKMHETHKA
cuiieHa(uIa Mocsie OJHOKPATHOTO TpUeMa BHYTPb B J103¢ SO MI' He U3MEHSETCH.
Ilpu Tsxenod mnoueunod HenmocratoyHoctH (KK < 30 mu/muH) xiupeHc
CUJIZIeHa(HIa CHIXKACTCS, YTO MPUBOIUT K MPUMEPHO IBYKPATHOMY YBETHUYEHMIO
3HayeHus AUC (100 %) u Cax (88 %) mo cpaBHEHHIO C TAKOBBIMH TTOKa3aTeNIIMH
IIPY HOPMAJIbHOW (YHKILIMH ITOYEK y MMallUeHTOB TOU jK€ BO3PACTHOM IPYIIIIHL.

Hapywenua ¢pynkyuu neveru

VY mauueHToB ¢ uppo3oM neveHu (craauu A U B no knaccudukanuu Yaiina-ITero)
KJIMPEHC CUi/ieHa(uIa CHUKACTCS, YTO NMPUBOJMUT K MOBbIIeHHIO 3HaueHuss AUC
(84 %) 1 Cnax (47 %) 10 CpaBHEHHUIO C TAKOBBIMHU IOKA3aTENIAMH [IPU HOPMAIbHOM
(QYHKIMU TeYeHH y MAlUeHTOB TOM jKe BO3PacTHOW rpyrmibl. PapMakOKHHETHKA
cungeHaduiaa y 60JIbHBIX ¢ TSHKEJIBIMU HapyIIeHUsIMH GyHKUUHU nedeHu (ctaaus C
no knaccuukauuu Yaina-I1ero0) He uzyvanace.

Iloxa3aHusi K NpUMeEHEHHUIO

Jleuenre HapyUIeHHH OJpEKLUH, XapaKTEePU3YIOIIUXCS HECIOCOOHOCTBIO K
JOCTHIKEHUIO WJIM COXPaHEHMIO JPEeKLHMM I10JOBOrO 4JeHa, JOCTATOUHOM s
yIOBJIETBOPUTENIBHOTO MTOJIOBOTO aKTa.

Cunoenagun sghpghekmusen moavko npu cexcyanbHou CMUMYIAUUU.

IIporuBonoka3zanus

[loBbIlIEHHAs YyBCTBUTEIBHOCTh K CUJIEHAQWIy HIH K JTH000MY JIpyromy
KOMIIOHEHTY Ipernapara

[IpyMeHeHHe y MauueHTOB, MOJYYalOIIUX TIOCTOSHHO WM C TepepbiBaMU
JIOHATOPBI OKCHJA a30Ta, OPraHUYECKUe HUTPAThl MJIM HUTPUTHI B JIOOBIX (hopmax,
IIOCKOJIbKY  CHJ€HAa(pHUI yCUJIMBAaeT TMIIOTEH3MBHOE JEHCTBHE HHUTPATOB
(cMm. paznen «B3aumoeiicTBUE ¢ APYTMMHU JIEKAPCTBEHHBIMU TIperapaTaMm).
CoBmectHOe mnpuMeHeHue wuHruOuTopoB DJIDS5, BrmOYas cuigeHapuI, co
CTUMYJIATOpAMHU T'yaHWJIATLUMKIIA3bl, TAKUMH KaK PUOLIUTYaAT, TaK KaK 3TO MOXET
IIPUBOAUTH K CAMITOMAaTUYECKON IMIIOTEH3HUH.

be3zonacHocTs U 3¢ dexkTuBHOCTE cuiieHaduIa MPpU COBMECTHOM TPUMEHEHUH C
OPYTMMH CPEJICTBAaMH JICYEHUs HapyLIEeHUH OSpEeKUUH HE H3y4aluCh, IO3TOMY
NpYMMEHEHHE NMOAOOHBIX KOMOMHAIUI He pexomeHayercs (cM. pazmen «OcolOble
yKazaHUs»).

HenepenocumocTs  11akTO3bl,  AeUUUT  JIAKTa3bl,  [JIFOKO30-TaJlaKTO3HAs
ManbabcopOuus.

Tsokenas meueHounass HepocratouHocTh (kimace C mo kimaccubukanuu Yaiim-
[Ib10).

OnHOBpeMEeHHBIN MpHeM PUTOHABHpA.

Tsoxensie Cep/IeYHO-COCY/IUCThIE 3aboneBaHus (TsDKena cepaeyvHas
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HEJI0CTaTOYHOCTh, HECTa0W/IbHAs CTEHOKApAMs, TIepeHeCeHHble B TeUYCHHE
MIOCJIEIHUX LIECTH MECSALEB UHCYJIBT WX UH(APKT MUOKAp/a, KU3HEYTPOXKAFOIIIHE
aput™MuH, runeptrensus (A/1>170/100 MM pT. CT.) WIK apTepUalibHas TUIIOTEH3HUS
(Al meree 90/50 mm prt. cT.)) (cM. pazaen «OcoOble yKa3aHHs»).

[laneHTsl ¢ 2Mu304aMH  pPa3BUTHS HEAPTEPUMTHOW TMepeaHedl HIeMUYECKOM
HENPOIIaTHH 3PUTEIBHOIO HepBa ¢ NOTepeit 3peHusl B OHOM TJ1asy.
HaciencTBeHHBINM NUrMEHTHBIH peTUHUT (M. pasaen «Ocolble yKa3aHus»).

[To 3apervcTpupoBaHHOMY IIOKa3aHUIO CHJIIeHAQUI He TMpeaHa3HA4YeH s
IIpUMEHeHus y nereut 1o 18 ner.

[lo 3aperucTppoBaHHOMY IIOKa3aHUIO CHJeHAGU He TpeAHa3sHa4YeH Ui
NPUMEHEHHUS Y JKEHIIUH.

C 0cTOpOKHOCTBIO

Anaromuyeckas aedopmalus MOJIOBOrO YieHa (aHTyJIsIHs, KaBepHO3HbIH Guopo3
v 6onesss [leiiponn) (M. paznen «OcoOble yKa3zaHUs» ).

3aboneBaHus, Ipepacroyiaraloliiie K pa3BUTUIO MpUanu3Ma (CeproBHIHO-
KJIETOYHas aHEeMHsi, MHOXXECTBEHHass MHeJIoMa, JIelKo3, TpoMOOIUTeMuUs
(cMm. pazzen «Ocobble ykazaHHsI»).

3aboneBaHusl, COPOBOKAAIOLINECS KPOBOTEUEHUEM.

SI3BeHHass Oose3Hb IJKeNyAKa W JIBEHAJUATUIIEPCTHOW KHINKKH B CTaJud
o0ocTpeHusl.

Hapymenust pyHKINUN NeUeHH .

Tsoxenas noueynas HepoctaTouHocTh (KK menee 30 mur/mumn).

[laneHTsl ¢ S0M300M pa3BUTUSl TepeHed HeapTepPUUTHON HIIeMUYECKOM
HEHpONaThH 3pUTEIBHOIO HepBa B aHaMHe3e (cM. pa3aen «OcoOble ykazaHus»).
OnHoBpeMeHHBIN npreM 0J10KaTOpOB abdha-aapeHOPELEnTOPOB.

IIpnvenenne npu 6GepeMEHHOCTH U B NePHOJ FPYAHOI0 BCKapMJIHBAaHHS
[lo 3aperucTpupoBaHHOMY IIOKAa3aHUIO IIpernapaT He MpeJHa3HA4YeH s
NPUMEHEHHUs Y KEeHILHUH.

Cnocob npumMeHeHHUsI U 103bI

BHyTpb.

Pexomenayemast no3a as GONBIIMHCTBA B3POCIHBIX MAUEHTOB cocTanisteT SO mr
npuMepHO 3a 1 vac 10 cexcyaibHOM akTUBHOCTH. C yueTroM 3((PeKTHBHOCTH H
TIEPEHOCUMOCTH J103a MOXKeT ObITh yBenudeHa 10 100 Mr wiu CHUXXeHa 10 25 M.
MaxcumanbHas pekomeHayemas jgo3a coctaBiaser 100 mr. MakcumanbHas
peKOMeHIyemMasi KpaTHOCTh INpUMEHEeHUs — OAMH pa3 B cyTku. Cremyer
YUYUTBIBATh, 4TO abcopOuusi cunjeHaduia 3HAYUTETBHO 3aMEJISeTCs INPH ero
NIPYMMEHEHUHU B COYCTAHUU C JKUPHOU MULIEH.

Hapywenus ¢ynxyuu nouex

IIpy nerkoi W CpefHETSDKEIOW CTENeHW IOYEYHOM HEeJOCTaTOYHOCTH
(KK 30-80 Ma/MHH) KOppeKTHPOBKA 1036l He TpeOyeTcs, MPU TAXKEIOW MOYeUHOM

HenocratoyHocTH (KK < 30 mu/muH) — no3y cunigeHaduina cieayeT CHU3HUTH JI0
25 Mr.



Hapywenus ¢ynkyuu nevenu
ITockonbKy BeIBeZieHHE cUileHa(UIa HApYIIaeTCsl Y MalMEeHTOB ¢ MOBPEXICHUEM

nedyeHu (B 4YaCTHOCTH, NPU LMPpO3e), A03y cuiaeHaduiaa cCleayeT CHH3UTH IO
25 wmr.

Coemecmmnoe npumenerue ¢ Opyeumu 1eKapcmeeHHbiMu cpeocmeamu

CoBMecTHOe NMpUMEHEHHe ¢ PUTOHABHPOM He peKoMeHIyeTcs. B moGom ciyuae
MaKCHMallbHasi pa3oBasi 103a CuileHaduila He [JOJDKHA MNpeBbIIIAaTh 25 Mr, a
KpaTHOCTh NpuMeHeHuss — 1 pa3 B 48 yac (cM. pasgen «BzaumoneicTBue c
JPYTUMH JIEKAPCTBEHHBIMH CPEJICTBAMM ).

IIpy coBMECTHOM NpPUMEHEHHUU C HHruOUTOpamMu H30hepMeHTa LUTOXpoMa
CYP3A4 (spurpoMuIMH, CaKBUHABHp, KETOKOHA30J, MTPAKOHA30Jl) HadallbHas
703a cuiieHaduiIa J0/DKHA cocTaBiaTh 25 Mr (cM. paszgen «BsaumopeiicTue
JAPYTMMH JIEKapCTBEHHBIMH CPECTBAME ).

YroObl cBeCcTH K MHUHMUMYMY pPHCK pPa3BUTHS IOCTYPaJIbHOM THUIIOTEH3UH Y
NAIMEHTOB, MPUHUMAIOILUX 0-aJpeHOOI0KATOPBl, NpUeM CHIAeHaduIa cieayer
Ha4YuHaATh TOJBKO II0CJI€ IOCTHKEHUS CTaOWUIM3alMd TeMOJUHAMUKH Yy OTHUX
nanueHToB. (Crexyer TakkKe pacCMOTPETh  IeJeCO0Opa3HOCTh  CHUKEHHS
HayaJbHOM 103bl cwigeHaduia (oM. pasgensl  «OcoOble  yKazaHus» W
«B3aumonelcTBYE ¢ APYTUMHU JIEKAPCTBEHHBIMHU CPEJICTBAMMUY ).

[loorcunvie nayuenmeoi

KoppektupoBka 10361 cuneHaduina He Tpedyercs.

IToGouHoe nelicTBHE

HauGonee wuacteiMu noGouHbiMH 3¢ ¢exTaMud ObUIM TOJIOBHAas 00ib |
«TIPUITUBBDY.

OO6b14HO MoOOUHBIE 3P PeKTh cunaeHaduna caabo WM yMEPEHHO BBIPaXXEHBI U
HOCSIT NIPEXOISILINNA XapakTep.

B wuccinenoBaHusix ¢ mnpuMeHeHHeM (UKCHPOBAHHOW 03kl IOKa3aHO, YTO
YacTOTa HEKOTOPBIX HEKENATEeNIbHBIX SBJICHUH IIOBBILIACTCS C YBEIUYEHHEM
J03bI.

YacToTa  HeXeNaTenbHBIX  peakUWd  MpeAcTaBleHa IO Cleayrollei

KJIacCU(pUKaLUu:

Ouenb yacto >1/10 %

YacTto or>1 % 1o <10 %

Hewacto or>0,1 % no <1 %

Penxo or> 0,01 % 10<0,1 %

oueHb peako < 0,01 %

4acTOTa HEU3BECTHA — HEeBO3MOXKHO OIpeAesUTh Ha OCHOBE HWMEIOLIUXCS
JAHHBIX.

Co cmoponbl UMMYHHOUW cucmempl: Heuacmo — PEAKIMHM MOBBILIEHHON

YYBCTBUTEJIBHOCTH (B T.4. KOXKHAsI ChIMb), aJNIEpruYecKre peaKiuu.

Co cmoponsl opzana 3penus: uacmo — 3aTyMaHEeHHOE 3peHHe, HapylleHHe
3peHus, LMAHOICUs;, Heuacmo — O00ib B Tia3zax, Gorodobus, d¢oromncus,
XpOMATOICHUS, TIOKpPAaCHEHHWE TIJIa3/MHBEKUUU CKJIEp, H3MEHEHHE SPKOCTU



CBETOBOCIIPUATHS, MUApPUA3, KOHBIOKTUBUT, KPOBOU3IUSHHE B TKaHU TJa3a,
KaTapakTa, HapylleHHe paboThl CIE3HOrO ammapara; pedko — OTeK BeK U
NPUWIEraloIIUX TKaHEeW, OLIyIIEHWe CYXOCTH B IJa3aX, HaJIU4YUe pPaTy’KHBIX
KpyroB B I10JIe 3pEHUs BOKPYI MCTOYHHKA CBETA, MOBBIIIEHHAS yTOMIISIEMOCTh
rja3, BUJEHUE TIPEIMETOB B XKEJITOM L[BeTe (KCAaHTOIICHs ), BUACHUE ITPEIMETOB B
KpacHOM LiBeTe (PPUTPOIICHS), TUIMEPEeMHUs KOHBIOKTUBUTHI, pa3JpaKeHHe
CIIM3UCTON OOOJIOYKM TIJ1a3, HENpUATHBIE OIIYIIEHUs B TJa3ax; uacmoma
HeuzéecmHa — HeapTepUUTHas TepeHssl UIIeMUYeckas  HeBpOIaTHus
3pUTEIBHOIO HEpBa, OKKIIO3MS BEH CEeTYaTKH, [edeKT TMojed 3peHws,
JMIUIONKS, BPEMEHHAst TOTEpPs 3PEHUs WM CHH)KEHHE OCTPOTHI 3pEHHs,
NOBBILLIEHUE BHYTPUITIA3HOTO JABJIEHHS, OTEK CETYaTKH, 3a00JIeBaHUs COCYIOB
CETYaTKH, OTCIIOMKA CTEKJIOBHIHOTO Tesla/BUTpeaibHasl TPAKIIHsL.

Co cmoponsl opzana cayxa: Heuacmo — BHE3AITHOE CHIDKEHHE WM TOTeps
CllyXa, IIyM B ylIax, 3BOH B ylIax, 00Jb B yIIax.

Co cmoponbl cepoeuHo-cocyoucmoi cucmemsl: 4acmo — «IPUIUBBIY; HeYacmo
— TaxuKapaus, OLIyIIeHUe cepaueOueHus, CHIKEHHE WIM I[OBBILICHHE
apTepUaJIbHOrO JIaBJICHUs], YBEJIWYEHHE 4YacTOThl CEepJeUHBbIX COKpAIleHUH,
HecTaOW/IbHAsi CTEHOKAapIWs, aTPHOBEHTPUKYJspHas Ojokama, HHGAPKT
MHOKap/a, TpoMOO3 COCy/I0B I'OJIOBHOTO MO3ra, OCTAaHOBKa CepAla, cepaeyHas
HEJOCTaTOYHOCTh, OTKJIOHEHHMs B  TIOKa3aHUAX  3JIEKTPOKApAHOIPaMMBI,
KapJMOMUOMNATHUS; pedko — (GUOpWUISIUS TpeicepAuid, BHe3alHas cepaeyHas
CMEPTH , KEITyJ0UKOBAs apUTMHS .

Co cmoponst Kpoeu u num@amuueckou cucmemspl: HEYACTO — aAHEMHS,
JICUKOTICHUS.

Co cmoponbl obmena eeuiecme U RUMAHUA: Heuacmo — OILYIICHHUE JKaXKIbl,
OTEKH, Ilojarpa, HEKOMIIEHCUPOBAHHBIA caXapHbli JuUabeT, TUIepriuKeMus,
nepuQepruyecKre OTeKH, TUIepypHUKeMHUs, TUIIOTTUKEMHUS], THIIEPHATPHEMHUSI.

Co cmopoHnbl ObixamenbHOU cucmemsl: Yacmo — 3aJ0KEHHOCTb HOCA; Heuacmo
— HOCOBOE KpOBOTEUEHHE, PUHHUT, acTMa, MIHUCIIHO?, JIAPUHTUT, (apUHTHUT,
CUHYCHUT, OpOHXWT, yBelu4YeHHe oObeMa OTAeNsIeMON MOKpPOTHI, YCHIICHHE
Kallllsl; peoko — YyBCTBO CTECHEHHUS B ropliie, CyXOCThb CIM3UCTONH O0OJOYKH
MIOJIOCTU HOCA, OTEK CIIM3UCTON 00O0JIOUKH MOJOCTH HOCa.

Co cmoponsl  JHceny0oYHO-KUWeuHo20 mpakma: uacmo — TOILIHOTA,
JUCHIETICUSI; Heuacmo — racTpod3odareanbHas peduitokcHas 0ojie3Hb, pPBOTA,
Oonb B 00/1aCTH )KUBOTA, CYXOCTh CIM3UCTOW 00OJOYKH MOJIOCTH PTa, INIOCCHT,
TMHTUBHUT, KOJUT, OUcdarusi, racTpuT, TacTPOIHTEPUT, 330(aruT, CTOMATHUT,
OTKJIOHEHHUE «IE€YEHOYHBIX» (DYHKLIMOHAIBHBIX TECTOB OT HOPMa, peKTalbHOE
KPOBOTEUYEHHE; peOKO — TUIeCTE3UsI CIU3UCTON 000JIOUYKH TOJOCTH pTa.

Co cmoponsl onopHo-0euzamenvHo2o annapama: uyacmo — OOJIb B CIIHMHE,
Heyacmo — MUAANTus, 00Jb B KOHEYHOCTSX, apTPHUT, apTPO3, pa3pbiB CYyXOKUIIHS,
T€HOCHHOBHUT, 00JIb B KOCTSIX, MUACTEHUSI, CHHOBHT.

Co cmoponbl Mmouenonoeoii cucmemvl: Heyacmo — WUCTUT, HUKTYpUs,
YBEJIIMUEHUE MOJIOYHBIX JKeJle3, HeJep)KaHWe MOYH, reMaTypus, HapylleHHe
ISKYJISILMK, OTEK TEeHUTAIUN, aHOpra3MHs, TIeMaTOCIEPMHs, MOBpPEKICHHUE
TKaHEW II0JIOBOTO YJIeHA; pedko — JUIATENbHAs JPEKLUUs W/UIH TpPUAIIU3M,



KPOBOTEYEHHE U3 M10JIOBOTO YWICHA.

Co cmoponbl ueHmpanbHoOUu u nepughepuveckoil HEPEHOU CUCMeEMbl: OYeHb
yacmo — TrojoBHas 001b; Yacmo — TONOBOKPYKEHHUE, Heuacmo — COHIIUBOCTB,
MHUIPEHb, aTaKCUs, TMIIEPTOHYC, HEBPAJITUs, HEHPONaTHsl, I1apecTe3usi, TPEMOpP,
BEPTUIO, CHUMITOMBI JeNpeccuH, OecCOHHMIA, HeOObIYHble CHOBHUJEHUS,
TMOBBILIEHHE DPEeIIEKCOB, THIIECTE3Us; pedko — CYJOPOTH', TOBTOPHBIE
CYZIOpOrd’, 0GMOpOK, HapylleHHe MO3TOBOrO KpPOBOOOpAIIEHHMS, TPAH3UTOPHAS
UIIeMHYEeCcKas aTaka.

Co cmoponbl Kodcu u NOOKOMCHBIX MKAHeU: Heuacmo — KOXXHAs CHIIb,
KpalMBHHULA, TPOCTOM reprec, KOXHBIA 3yJ, IOBBIIMIEHHOE IOTOOTIEICHHUE,
M3bA3BICHHE KOXH, KOHTAKTHBIM JepMaTUT, 3KC(HOIMATUBHBIA JepPMaTHT,;

vacmoma Heuszéecmna — cuHApoM CrtuBeHca-/[DKOHCOHA, TOKCHYECKHUN
SMHUAEPMAIIBHBIN HEKPOJIIU3.
Ilpouue:  newacmo —  oulylleHWe  kapa, OTeK JIMIA,  peaKUus

(OTOUYBCTBUTEIBHOCTH, IIOK, ACTEHHs, [OBBIIIEHHAs YTOMJIIEMOCTb, 0O0Jb
pa3IMYHOM JIOKaIU3aluK, 03HOO, CiTy4aifHble NajeHus, 601b B 00JaCTH rpyaHON
KJIETKH, CIIy4alHble TPABMbI; peOKo — pa3apakKUTEIbHOCTD.

[ToGounble 3(dexkTsl BBISIBICHHBIE BO BpeMs IOCTMapKETHHIOBBIX
HCCJIEIOBAHUM.

Cepoeuno-cocyoucmoie 0CI0HCHEHUS.

B Xoze MOCTMapKeTMHrOBOIO IpUMEHEeHUs cuiaeHaguma A JIeYeHHs
OPEKTUIBHOMN IUCHYHKLIUHN COOOIIATIOCh O TAKUX HEXeaTeIbHbIX SBICHUAX, KaK
TSDKEJblE CepAEeYHO-COCYIUCThIE OCIOXKHEHHUs (B T.4. MH(APKT MHOKapia,
HecTaOMIIbHAs CTEHOKAp/Wsl, BHE3alHas CepJe4yHas CMepThb, KeIyI04YKOBas
apUTMHMs, TeMOpPparM4ecKui WHCYJIbT, TMIEPTEH3Us U TUIIOTEH3Hs), KOTOpbIE
UMeJIM BPEMEHHYIO CBfI3b C NPUMEHEHUEeM cuiieHaduna. BoabIIMHCTBO ATHX
MAlMEHTOB, HO HE BCE U3 HHUX, UMENIH (PaKTOPBl pUCKA CEPACYHO-COCYIUCTBIX
OCJIO)KHEHUH. MHOrue U3 yKa3aHHBIX HeXellaTeJIbHBIX SBIECHUN HaOIIOTaIUCh
BCKOPE II0CJI€ CEKCyalbHOW aKTMBHOCTH, U HEKOTOpPbIE M3 HUX OTMEYaJIUCh
nocje npuema cuifieHapuina 6e3 nocieayromeld cekcyaabHONH akTUBHOCTH. He
IIPECTABISETCS BO3MOXHBIM YCTAHOBUTH HAJIMYUE TPSMON CBS3U MEXIY
OTMEYABIIMMHUCS HEXEJIaTeJIbHbIMU SIBICHUSMU M YKa3aHHBIMU WJIM WHBIMHU
(baxkTopamu.

3pumenvrole HapyuweHus

B penkux ciyuyasx BO BpeMsl IOCTPErMCTPALIMOHHOTO TPUMEHEHHS BCeX
uHruoutopoB MJ195, B ToM uncie cuineHadpuia, coodIaIl 0 HeapTEPUUTHON
nepeHen uIeMUYecKor HeBponatuu 3putenbHoro HepBa (HITMH3H) — penkom
3a00JIeBaHUM U TPUYUHE CHUIKEHUS WM TOTepH 3peHHs. Y OOJIBIIMHCTBA U3
3TUX IalUEeHTOB ObUIM (AKTOPBI PUCKA, B YACTHOCTH CHIIKEHHE OTHOILIECHHS
JUaMeTpOB JKCKAaBallMM M JMCKa 3pPUTEJIBHOIO HepBa («3aCTOWHBINA JTHCK»),
Bo3pacT crapuie 50 ser, caxapHbld JaMabeT, TUIMEPTEH3Hs, HIIEeMUYeCKas
Oone3Hp cepila, THUMEPIUNUAIAEMUs U KypeHue. B  obcepBalnoHHOM
UCCIIEIOBAaHWH OLEHWBAJIM, CBA3aHO JIM HeJaBHee IPUMEHEHHe IpernapaToB
kinacca uHruobutopoB @®JI05 ¢ ocrpeiv Hawamom HITMH3H. Pesymbrathl
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yKa3blBalOT Ha NpuOIU3UTeNbHO 2-KpaTHoe moBblleHue pucka HITMH3H B
npezesiax 5 MeproAoB MOJTyBbIBECHUS Mocae MpuMeHeHus uHrudutopa ®J133.
CornacHo omyOJMKOBaHHBIM JIMTEPATYPHBIM JaHHBIM, TOJMYHAs YacTOTa
BosHukHOBeHUs HITMH3H cocrasnser 2,5-11,8 ciydaeB Ha 100 000 my»x4uH B
Bo3pacTe > 50 ner B obwel nomynsuuu. Creayer peKkOMeH/10BaTh TallMeHTaM B
Cllyyae BHE3allHOW IIOTE€PH 3pEHHUs IPEKpPaTHTh TEpanuio CUieHaduIoM u
HEME/JIEHHO IPOKOHCYJIbTHUPOBAThCA ¢ BpadyoM. JIuma, y KOTOPBIX yxke ObLI
ciyqaii HITMH3H, umeror nossimennsiii puck peunauBa HITMH3H. TTostomy
Bpauy cieayeT oOCyauTh HaHHBIH PUCK C TaKMMH TallUeHTaMH, a TaKKe
00CYyZIMTh C HHUMHM TNOTEHUIHAIbHBIN IIAHC HEOJAroNpUsATHOTO BO3JEHCTBUS
uHruouTopoB ®J195. Uuruburtopsr ®J[35, B ToM uucne cunaeHapu, y Takux
MALUEHTOB CJIEAYEeT IPUMEHSTh C OCTOPOYKHOCTBIO U TOJIBKO B CUTYalUsX, KOTaa
O’KHJlaeMas 110J1b3a [IepeBEeINBaeT PUCK.

[Ipy ucnone3oBanuu cunneHaduna B J103aX, MPEBBIIIABIIAX PEKOMEHIyeMbIE,
HE)KeJIaTe/IbHbIE SABJICHUs ObUIM CXOJHBIMH C OTMEUYEHHBIMH BbIIIE, HO OOBIYHO
BCTpEYaIUCh Yallle.

Ilepeno3upoBka

IIpy oxHokpatHOM mpueme cuigeHaduia B go3e a0 800 Mr HexelaTelbHbBIE
sSIBJICHHs OBLIM TaKMMH ke, KaK M IpH IpUeMe MpernapaTa B Oojiee HU3KHX 103X,
HO BCTpEYaJIMCh Yallle.

IIpumenenne no3sl 200 Mr He NPUBOAMIO K TOBBIIIEHUIO 3((HEKTHBHOCTH
npernapara, OJHAaKO, 4acToTa MOOOYHBIX peakiuil (rojgoBHas OOJb, IPUIHUBEIY,
rOJIOBOKPY)KEHHE, JUCIENCHs, 3aJ]0KEHHOCTh HOCA, HapylIeHHE 3PEeHHs)
yBEJIUYHMBAIACh.

Jleyenue cumnromartuyeckoe. ['eMoauanu3 He YCKOpSieT KIMPEHC cuiaeHadua,
TaK Kak IIOCJIEJHUN aKTUBHO CBS3bIBAETCS C O€JIKaMH IUIa3Mbl U HE BBIBOJUTCH
MIOYKaMHU.

B3aumoaeiicTBHe ¢ IPYrHMH JIeKAPCTBEHHBIMH CpeICcTBaM

Bnusnue  Opysux  nekapcmeeHnwvix — npenapamos — HA  QAaApMAKOKUHEMUKY
cunoexaguna

Mertabonusm  cungeHaduia HPOUCXOJAUT B OCHOBHOM TOJ  JIEHCTBHEM
m3opepmenToB 1uroxpoma CYP3A4 (ocHoBHO#t myts) u CYP2C9, mostomy
UHTUOUTOPBI 3TUX HM30(epPMEHTOB MOTYT YMEHBIIMTH KIHpPEHC CuiaeHaduia, a
HUHIYKTOPBI, COOTBETCTBEHHO, YBEJIMYMUTH KIUpeHC cuiaeHaduna. OTMmedeHo
CHI)KEHME  KIMpeHca cuiaeHaduna TpU  OJAHOBPEMEHHOM  IPUMEHEHUH
UHTUOUTOPOB M3odpepmenta nuroxpoma CYP3A4 (keTOKOHA30J, SPUTPOMHIIMH,
mumetuanH). [Humernaun (800 mr), Hecrieuuduyeckuit HHrUOUTOP H30(hepMeHTa
mutoxpomMa CYP3A4, nmpu coBmecTHOM mnpueme c cuigeHadguaom (50 wr)
BBI3BIBAET IIOBBIIICHUE KOHILEHTpAalMH CcuijeHaguia B IuiasmMe Ha 56 %.
Opnnoxkpatsslii npuem 100 Mr cunaeHaduia COBMECTHO ¢ pUTPOMHLIMHOM (110 500
MI/CyTKM 2 pa3a B JeHb B Te4YeHHe S5 [Heil), crenuduyeckuM HHTHOUTOPOM
m3odepmenta nuroxpoma CYP3A4, Ha (oHe HMOCTHKEHHS ITOCTOSHHON
KOHILIEHTpAllMi DJPUTPOMMIIMHA B KpPOBH, NpUBOAUT K yBenudeHuro AUC
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cunneHaduna Ha 182 %.

IIpu coBmecTHOM mnpueme cuinjaeHaduna (ogHokpatHo 100 Mr) u cakBHHaBHpa
(1200 mr/nens 3 pa3a B ngeHb), unruburopa BUY-mporeassr u usodepmeHTa
mutoxpoma CYP3A4, Ha QoHe MOCTHNKEHHUS T[OCTOSHHOW KOHIIEHTpAIHK
cakBUHaBUpa B KpoBU Cpu cuijeHaduna mnoseimanack Ha 140 %, a AUC
yBesnuuBanack Ha 210 %. Cungenadun He oOka3blBaeT BIUSHUS Ha
(apMaKOKHHETHKY CAaKBUHABHpa.

bonee cunbHple uMHrHOuUTOpHl M30dpepmenta uuroxpoma CYP3A4, Takue kak
KETOKOHA30Jl M HMTPAKOHA30J, MOTYT BbI3bIBaThb U Oojiee CHUIbHBIE H3MEHEHHS
(hapMaKOKHHETHKHU CHIAeHaduIa.

OnHoBpeMeHHOe puMeHeHue cuiieHaduna (ogHokpatHo 100 Mr) U puToHaBHpa
(mo 500 mr 2 pasa B cyTku), uHruouropa BUY-npoTeasbl 1 cUIbHOTO HHTHOUTOpPA
nuToxpoma Pyso, Ha poHE TOCTUIKEHHUS TTOCTOSTHHOW KOHLIEHTPALlUd PUTOHABHpA B
KPOBH IIPUBOJMT K yBeIU4eHUIO Cha criiieHaduna Ha 300 % (B 4 paza), a AUC
Ha 1000 % (B 11 pa3). Uepe3 24 yvaca KOHIEHTpalus CHJIAeHaduiIa B IUIazMe
KpoBH cocTaBisgeT okono 200 Hr/mi (rmocsie 0JHOKPAaTHOTO MPUMEHEHHUs OIHOTO
cungeHaduna — S5 Hr/mi), 4to coriacyercs ¢ HH(pOpManueid o BBIPAKEHHOM
¢ dexTe puTOHABUpa Ha (apMaKOKHMHETHKY Pa3IMYHBIX CyOCTpaTOB LIUTOXpOMa
P4s0. Cunnenacdun He oka3bpiBaeT BIUSHUS Ha (apMaKOKHHETUKY PUTOHABHpA.
Y4uuThIBas 3TH AaHHbIE, OJHOBPEMEHHBINH NPUEM PUTOHABUpA U CUiieHaduIa He
pexomenayercs. B mobom ciydae makcuManbHas J03a cuijieHaduiaa HU IMpH
KaKHX 00CTOSITeNLCTBAX HE JIOJDKHA MPEeBBIIATh 25 MI' B TeueHHe 48 4acoB.

Ecnu cunaenadun npuHUMAOT B pEKOMEHIyEeMbIX 03aX MallMeHThI, OJyYarolne
OJIHOBPEMEHHO CWJIbHbIE HHIHOUTOPBI U30dhepmenTa uToxpoMa CYP3A4, To Cpax
cBoboaHoro cunneHapuna He mpesblmaer 200 HM, W mpemapar XOpoOIIO
MIEPEHOCUTCSL.

OnHoKpaTHbIH NpueM aHTauuAa (MarHus TUAPOKCUIA/ATIOMUHUS THAPOKCHIA) He
BJIMSIET Ha OMOIOCTYITHOCTE CHIIZIeHadHIIa.

B wuccnenoBaHusx ¢ ydactueM 310pOBBIX J0OpPOBOJIBIEB IPU OJHOBPEMEHHOM
NPUMEHEHWH aHTAarOHMCTa 3HJOTEMHOBBIX PELEeNnTOpoB Oo03eHTaHa (MHIYKTOP
mzopepmenta CYP3A4 (ymepennsiit), CYP2A9 wu, BosmoxHo, CYP2A19) B
paBHOBECHOM KOHUeHTpauuu (125 Mr aBa paza B CYTKM) UM cuiieHaduia B
paBHOBECHOW KoOHLeHTpauuu (80 Mr Tpu pa3a B CyTKH) OTMEYAJIOCh CHIIKEHHE
AUC u Cpax cunnenaduna Ha 62,6 % u 52,4 %, coorBercTBeHHO. CuiieHadun
yBenuuuBal AUC u C.x Oo3eHtana Ha 49,8 % u 42 %, COOTBETCTBEHHO.
[Ipeanonaraercs, 4To OAHOBpEMEHHOE MPUMEHEHHE CUiIeHaduIa ¢ MOIIHBIMH
unaykropamu uzopepmenta CYP3A4, Takumu Kak puUGaMIMIKAH, MOXET
NPUBOAUTE K OONbLIEMY CHI)KEHHIO KOHLIEHTpAlMH CujeHabuiIa B IUIa3Me
KPOBH.

Wuruburopsr u3odepmenta muroxpoma CYP2C9 (tonbyramun, BapdapuH),
uzopepmenta nuroxpoma CYP2D6 (ceneKTHUBHBIE HWHTHOUTOPBI 0OPaTHOTO
3axBaTa CEpOTOHMHA, TPULUKIMYECKHE aAHTUIEINPECCAHThI), THA3UIHbIE W
THA3UA0N0J00HbIE AUYPETUKH, UHIMOUTOPBI AIID M aHTarOHUCTHI KalbLUs, HE
OKa3bIBAIOT BIIMSAHUA Ha (PapMaKOKUHETHKY CUIIeHaduIa.

AszutpomunvH (500 mr/cyt B TeyeHue 3 qHe#) He okasbpiBaeT BiausHHUs Ha AUC,
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Cmaxs Tmax, KOHCTaHTy CKOpPOCTM BbIBeJeHHS U T, cuigeHapuiaa WIM €ro
OCHOBHOTO LIMPKYJIMPYIOIIEro MetabouTa.

Bnuanue cundenaghuna na opyaue nexapcmeentie cpedcmea

Cunnenadun sBinsercst crabbiM MHIHOUTOPOM H30(EPMEHTOB LUTOXpoMa Pyso —
1A2, 2C9, 2C19, 2D6, 2E1 u 3A4 (UKs>150 wmxmons). Ilpu mnpueme
cuizieHaduna B peKoMeHIyeMbIX 103aX ero Cpax COCTaBISET OKOJIO | MKMOJIb,
MIO3TOMY MAaJIOBEPOSTHO, YTO CHJIAEHAhUI MOXET IOBIUATh Ha KIUPEHC
CyOCTpaTOB 3TUX U30()E€PMEHTOB.

Cunnenadun ycunuBaeT runoTeH3UBHOE IEHCTBUE HUTPATOB KaK MPH JUTHTETHHOM
NPUMEHEHUH IOCIEIHUX, TaK U IPU UX Ha3HAYEHHM 110 OCTPHIM IOKa3aHUsAM. B
CBS3M C OTUM, INpUMEHEHHME CHileHaduIa B COYETAaHMHM C HHUTpATaMH WM
JIOHATOpaMHU OKCHJa a30Ta MPOTHUBOIIOKA3aHO.

ITpu oxHOBpeMeHHOM IpueMe o-aJpeHoOI0KaTOpa JoKca3o3uHa (4 Mr u 8 Mr) u
cunaenapuna (25 mr, 50 mr u 100 mMr) y mauumeHTOB ¢ I0OpOKa4YeCTBEHHOU
rMIepIulasue  mpocratel  cO  CcTaOWMIBHOW  IeMOJMHAMHMKOW  cpeaHee
JOTIOJTHUTEIbHOE CHHU)KEHHE CHUCTOJIMYECKOro/auacToiandyeckoro A/l B mMooXeHuu
JeXa Ha CIIMHE cocTaBisino 7/7 MM pT. cT., 9/5 MM pr.cT. u 8/4 MM pT.CT.
COOTBETCTBEHHO, a B IOJOXEHUU CTOs — 6/6 MM pT.cT., 11/4 MM pT.cT. U 4/5 MM
pPT.CT. COOTBETCTBEHHO. Co0OLIaeTcss O peAKHX Cllydyasx pa3BUTUS y TaKHUX
MAlKEHTOB CHMIITOMAaTHYECKOW I1O0CTypajbHON TMIIOTEH3UHU, NPOSIBISABIIEHCS B
BUJIE TOJIOBOKpYXeHHH (06e3 oOMmopoka). Y OTHeNbHBIX YYBCTBHUTEJIBHBIX
MAlMEHTOB, IOJIyYalolUX 0-aApeHOOJOKAaTOPhl, OJHOBPEMEHHOE NpUMEHEHHUEe
CHJIZIGHa(pHIa MOXKET IPUBECTH K CUMIITOMATHYECKOM MMITOTEH3HH.

IIpn3HaKoB 3HAYUTE/IHLHOr0 B3aHMOJAEHCTBHA ¢ TOJAOyTaMuAOM (250 mr) uim
Bappapunom (40 mr), Koropbie MeTaGOU3HPYIOTCH H30(ePMEHTOM
uuroxpoma CYP2C9, He BhIsiBJI€HO.

Cunpnenadun (100 Mr) He oka3bIBaeT BIUSHUS Ha (hapMaKOKHHETHKY HHTHOUTOPOB
BHY-npoTeas3sl, cakBMHaBMpa W pUTOHABUpPA, SBISIOMIMXCS CyOCTpaTaMu
u3opepmenta nuroxpoma CYP3A4, npu ux MOCTOSHHOM YPOBHE B KPOBH.
OnHoOBpeMeHHOe NpUMEHeHHe CHIZeHaduIa B PaBHOBECHOM COCTOSHHMU (80 Mr
TPH pa3a B cyTKH) npuBoauT K nosimeHHI0 AUC u Cpax 603enTtana (125 mr asa
pa3a B cyTkH) Ha 49,8 % u 42 %, COOTBETCTBEHHO.

Cunpgenadun (50 Mr) He BBI3BIBA€T JOTOJHUTENIBHOTO YBEIHYEHHsSI BpPEMEHH
KPOBOTEYEHHMS MPH ITPUEME ALlEeTUIICATULUIOBOM KUCIOTHI (150 mr).

Cunnenapun (50 Mr) He ycuIMBaeT TMIIOTEH3MBHOE IEHCTBHE QlIKOTOJIS Y
37I0POBBIX JOOPOBOJIBLEB MPH MAKCUMAJIbHOM KOHIEHTPALUK aJIKOTr0JIsl B KPOBU B
cpeaneMm 0,08 % (80 mr/mn).

Y OONBHBIX C apTepUaIbHOM THUIEpPTEeH3Held MPU3HAKOB B3aMMOJIEUCTBHUS
cunaenaduia (100 mr) ¢ amnoaunuHoM He BbIsBIIeHO. CpejiHee JIOMOJHUTEIBHOE
cHKeHue AJl B MOJOXKEHUU Jieka COCTABIISIET 8 MM PT. CT. (CHCTOJHUYECKOT0) U
7 MM PT.CT. (IMACTOJIUYECKOTO).

IIpumenenue cunieHaduia B COYeTAHUM C AHTUTHITEPTEH3UBHBIMU CPEJICTBAMH HE
IIPUBOJIMT K BOSHUKHOBEHHIO JIOMIOJIHUTENIbHBIX MTOOOYHBIX 3(h(PEeKTOB.
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Oco0ble yka3aHus

JInsl TMarHOCTUKM HapyILeHUH PEKLUH, ONpeaeeH s UX BO3MOXHBIX MIPUYUH U
BbIOOpa aJIeKBATHOTO JIEYEHUS HEOOXOAMMO CcOOpaTh MOJHBIM MEIUIIMHCKUN
aHaMHe3 MW IIPOBECTH TiIaTelbHOe (u3nKanbHOoe obcnenoBanue. CpexacTsa
JICYEHUS] SPEKTUIIBHON TUCHYHKIMU JOJDKHBI UCIIONIB30BATHCS C OCTOPOKHOCTHIO Y
MAllMEHTOB C aHATOMUYECKOM Jedopmanueid IoJOBOro uieHa (aHTyJIsmus,
KaBepHO3HBIN (Hrbpo3, Oone3ns [TelipoHn), WK y MALMEHTOB ¢ (PAaKTOPaMH pHCKa
pa3BUTHUs ITpHanu3Ma (CEeproBUIHO-KIETOYHAS aHEMUS, MHOXKECTBEHHAs MUEJIOMa,
nevikemus) (cM. pazaen «C 0CTOPOKHOCTBION ).

Coobmanoce o ciydasx pa3BUTHs JUTUTEIBHON SPEKIUH U Mpuanusma. B ciydae
COXpaHEHHs SPEKLUHU B TeueHHe Oosee 4 4acoB cieayeT HeMeIJIeHHO 0OpaTHThCH
32 MEIMUMHCKOW mnomoueto. Ecau Tepanus npuanuzMa He ObLla IpoBeeHa
HEMEJIEHHO, 3TO MOYKET IPUBECTU K MOBPEXKICHUIO TKaHEH IOJIOBOro 4ieHa U
HEOOpaTUMOMN yTpaTe MOTEHIIUH.

HpenapaTLI, [MPpE€AHA3HAYCHHBIC I JICYCHHSA HapyHICHI/Iﬁ SpE€KIMHU, HE CIIEAYCT
Ha3Ha4yaTb MY>X4YUHaM, IJId KOTOPBIX CEKCYyaJIbHAass aKTUBHOCTH HEXKeJIaTeJIbHA.

CexcyanbHasi aKTUBHOCTb IIPEJCTABIISET OINpPEIEIeHHBIM DPUCK IpH HaJIMYKH
3aboyieBaHuil cepAlla, MOATOMY Ilepe]l HaAdajoM JIO0OM Tepamu MO IMOBOIY
HapyIlIeHUH SPEeKIUM Bpady clelyeT HalpaBUTh MalMeHTa Ha oO0CjeJI0BaHKe
COCTOSIHMSL ~ CepleYHO-cocyaucToi  cucteMbl.  (CekcyanbHas  aKTHBHOCTB
HEe)XeJlaTe/lbHa y IalMeHTOB C CEepJeYHON HEeNO0CTaTOYHOCTBIO, HECTaOWUIBHOM
CTEHOKap/JIueH, IepeHeceHHbIM B MocleaHue 6 MmecsleB MH(PAPKTOM MHOKapia
WJIK UHCYJIBTOM, J)KM3HEYIPOKAIOIIMUMU apUTMUSIMHU, apTepPUaIbHON THIIepTeH3UeH
(AL > 170/100 MM pt. c1.) wiam runoronuern (Al < 90/50 mm pr. cr.). ITpuem
cuijaeHapunra y  TakMX ~ [AUMEHTOB  MPOTHBOIMOKa3aH  (cM.  pasjen
«IIporuBonokazanus»). B KIMHUYECKUX HCCIEIOBAHUAX MMOKA3aHO OTCYTCTBHE
pa3iu4uii B yactore pa3BuTHs MH(papkra Muokapaa (1,1 Ha 100 4emoBek B rox)
WM YacTOTE€ CMEPTHOCTH OT CepAeYHO-COCYyAMCThIX 3abosneBanuit (0,3 Ha
100 yenoBek B roz) y MalMEeHTOB, MOJYyYaBIIUX CHJIAEHA(UI, 110 CPABHEHHIO C
MalMeHTaMH, [0JIy4aBIIUMH I1J1a1e0o0.

Cepoeuro-cocyoucmoie 0Ci0HCHEHUA

B Xozme mOCTMapkeTHMHrOBOrO NPUMEHEHHUS CHiAeHabuIa Ui  JIeYeHus
SPEKTUIILHON JAUCOYHKIMU COOOLIAIOCh O TaKUX HEXeIaTebHBIX SBIEHHAX, KaK
Cepbe3HBIE CEPAECYHO-COCYUCThIE OCIOXKHEHHs (B T.4. MH(pAPKT MHOKapja,
HeCcTaOuiIbHas CTEHOKAap[us, BHe3alHas CepjeyHas CMepTh, KEeIyI0YKOBas
apUTMUs,, TE€MOpPPAarvMyYecKuil HMHCYJIbT, TpPAH3UTOPHAs HIIEMHUYecKas araka,
TUNIEPTEH3Msl U TUIIOTEH3Hs), KOTOPbIE UMEId BPEMEHHYIO CBSI3b C MPUMEHEHHEM
cuiaeHaduia. boabIIMHCTBO 3THX MAI[MEHTOB, HO HE BCE U3 HUX, MMEIH (HaKTOPEI
pHCKa  CepAeYHO-COCYIUCTBIX  OCJIOXKHEHHH. MHOrMe W3  yKa3aHHBIX
HE)XEeNIaTeIbHBIX ABJICHUH HaO/IOAIUCh BCKOPE MOCIe CeKCyallbHOM aKTHBHOCTH,
M HEKOTOPbIE M3 HUX OTMEYAJIHUCh I0cie mpuemMa cuiaeHaduia 6e3 nocieayromei
CeKCyalbHOM aKTUBHOCTU. He mpencTaBisieTcsi BO3SMOXKHBIM YCTAHOBUTH HAIHYHE
OpsIMOK  CBSI3M  MEXJY OTMEUaBIIMMUCS HEXeTaTeIbHBIMH SIBJICHHAMH M
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yKa3aHHBIMHU WM UHBIMHU (haKTOPaMH.

[ unomensus

Cunaenadun oka3plBaeT CUCTEMHOE Ba30JWIIATHpPYIOIee ACHCTBUE, TPUBO/ISIIEES
K TpexonsiieMy CHHXeHHI0O AJl, 4TO He SABIAETCS KIMHUYECKH 3HAYUMBIM
SBJICHUEM M HE IPUBOAUT K KaKUM-JIMOO TMOCIEACTBUSIM Yy OOJBIIWHCTBA
nanyMeHToB. Tem He MeHee, 10 Ha3HaueHUs CuilieHaduIa Bpay J0JDKEH TIIATeIbHO
OLICHUTh PHUCK BO3MOXKHBIX HEXEJIATEIbHBIX IMPOSBICHUN Ba30AUIATUPYIOLIErO
JEHCTBHS y NMALMEHTOB C COOTBETCTBYIOLIMMHU 3a00JI€eBaHUSIMH, 0COOEHHO Ha (hoHe
CEKCyaJIbHOH aKTUBHOCTH. [loBBIlIEHHAss BOCIPHUMMYUBOCTD K Ba30JUJIaTaTopam
HabonaeTcss y GOJNBHBIX ¢ OOCTPYKIMEH BBIXOJHOTO TPaKTa JIEBOTO JKEIyIOouKa
(cTeHo3 aopThl, runepTpoduueckass OOCTPYKTHBHAS KapJHOMUOIIATHS), & TAKKE C
PEAKO BCTPEYAIOIIMMCS CHHAPOMOM MHOXECTBEHHOM CHUCTeMHOH aTpoduu,
NPOSIBJIAIOIIMMCS  TSDKEJIBIM — HapylleHueMm peryiasiuud Al co  cTOpoHBI
BEreTaTUBHON HEPBHOMN CHUCTEMBI.

[lockonbKy COBMECTHOE MpUMEHEHWe CcuifeHaduia U o-aJpeHOOIOKaTOPOB
MOXET  IPUBECTHM K  CHMITOMATUYECKOW  THUMOTEH3MM Yy  OTHENIbHBIX
4yBCTBUTEIBHBIX MMALIMEHTOB, CUIACHA(PUI CIeyeT ¢ OCTOPOXKHOCTHIO Ha3HAYaTh
OOJBHBIM, TIPUHUMAIOIIUM O-apeHO-010KaTOphI (CM. paszen «B3aumopeiicTue ¢
OPpYrMMH JIEKapCTBEHHBIMH IpernapataMu»). YToObl cBeCTH K MHUHHUMYMY PHCK
pasBUTHS  IIOCTYPAJIbHOM  TMIIOTEH3UM Yy  [ALUUEHTOB, IPUHHUMAIOLIUX
0-aZpeHOOJI0OKAaTOPbl, TpHEeM CcuiieHaduIa CcleayeT HaYyHHATh TOJBKO IOCTe
JOCTHXKEHMsl CTaOMIM3allMM ToKa3aTeleld TIeMOJAWHAMUKH Yy OSTHX IAIllMEeHTOB.
Cnenyer TakkKe paccCMOTpPETh I€IecO00pa3’HOCTh CHM)KEHHsI HAYajlbHOM 03Bl
cungeHapuna (cM. paszgen «Croco® mnpuMeHEHHss W [J03bI»). Bpad noimkeH
INPOMH(GOPMHUPOBATh MALIUEHTOB O TOM, KaKhe JEUCTBUS CIEIyeT MPEANPUHSTH B
Clly4ae MOsIBJIEHUs CUMIITOMOB ITOCTYPaJIbHOM I'MITIOTeH3UH.

3pumenvrvie Hapyuwierus

B penxux cioydasx BO BpeMs IIOCTPETHCTPALIMOHHOTO TPHMEHEHHS BCeEX
unruouropos MJI95, B ToM umcne cungeHaduaa, coodUATH O HEAPTEPUUTHOM
nepeHen MIIeMHYecKoi HeBpomnatuu 3purtenbHoro Hepsa (HITMH3H) — peaxom
3a00JI€BaHUH U TIPUYMHE CHIDKEHHS HJIH TIOTEPH 3peHus. Y GOJBIIMHCTBA U3 YTHUX
MALUEHTOB OBUTH (PAaKTOPhI PHCKA, B YACTHOCTH CHIDKEHUE OTHOLIEHUS THaMETPOB
OKCKaBallMd M JHMCKa 3PUTEIbHOI0 HepBa («3aCTONHBINA IUCK»), BO3pacT CTaplie
50 ner, caxapHelii [auaber, TUNEPTEH3Ws, HIIEMUYecKas OOJIe3Hb Cep/la,
THIIEPIMIUIEMUST U KypeHHe. B oOcepBallMOHHOM HCCII€JOBAHWM OLIEHHMBAIH,
CBSI3aHO JIM HeJaBHEEe IPUMEHEHMe IpernapaToB kiacca UHruoutTopoB MJID5 ¢
octpeiM Hadanom HIIMH3H. Pe3ynbrarthl ykas3plBaloT Ha MNPHOIM3UTETBHO
2-xpartHoe nosbimenue pucka HITMH3H B npenenax S meprosoB MOJTyBbIBEAEHHUS
nocie  npuMeHeHus  uHruburopa DJ[DS5. CormacHo  omyOJIMKOBAaHHBIM
JUTEpaTypHBIM  JaHHBIM, TOJM4YHas 4actora Bo3HMKHOBeHuss HITMH3H
cocrasyser 2,5 — 11,8 ciyudaeB Ha 100 000 my>xuuH B Bo3pacte > 50 jieT B 001meit
nomyysiiuu. Creayer peKOMeHI0oBaTh ITallMeHTaM B Cilyyae BHE3alHOW IOTepU
3peHuUst IpPEeKpaTUTh Tepanuio cuiieHadguiom u HEMEICHHO
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IIPOKOHCYJIbTUPOBATHCS ¢ BpayoM. JIuia, y kotopbix yxe Obutu ciydan HITMH3H,
UMEIOT TMOBbIMIeHHbI pucka peuunauBa HITMH3H. Ilostomy Bpauy cieayer
oOCYIUTh NaHHBIM PUCK C TAaKUMH MAlMEHTaMH, a Takxke OOCYIUTh C HUMH
MOTEHIMAIbHBIA IIAHC HeOIAaronpUsITHOrO BO3AeUCTBUS HHruOutopoB D1DS.
HWurubutop @135, B Tom uymcne cungeHadwi, y TaKuX MNAlUEHTOB CJEIyeT
IPUMEHATh C OCTOPOKHOCTBIO M TOJIBKO B CHUTyallUsiX, KOT/la OXHJaeMas I10Jib3a
NIepeBELINBAET pUCK. Y mauueHToB ¢ snu3onamu passutus HITMH3H ¢ norepeit
3peHus B OJHOM IJlady IIpHeM cuijaeHapuia NpPOTUBOMOKA3aH (CM. pasfen
«IIpoTuBonokazanus»).

Y HeOOoNBIIOro Yucia MalMeHTOB C HACIEeJCTBEHHBIM MUIMEHTHBIM PETHHHTOM
UMEIOTCS IFEeHeTUYECKH  JCTePMHUHUPOBAHHBIE  HapyLICHUS byHKIMH
dochoauscrepas ceryatku rnaza. CBegeHHs O 0€30MaCHOCTH IMPUMEHEHHUS
cungeHaduna y OOJNBHBIX C MUTMEHTHBIM PETHMHHUTOM OTCYTCTBYIOT, ITO3TOMY
cuieHa@ua y TakMX [AlMeHTOB He ClieAyeT NpPUMEHSTh (CM. paszen
«IIporuBonokazanus»).

Hapywenus cayxa

B HEKOTOpBIX MOCTMAPKETHHTOBBIX M KIMHHYECKUX UCCIIEIOBAHUSIX COOOIIaeTCs O
CJIy4asiX BHE3alIHOTO YXY/LICHHUS WJIU MOTEPHU CIyXa, CBSI3aHHBIX C IPUMEHEHHEM
Bcex uHruouropoB @115, Brimrovas cunaeHaduil. BOIbIIMHCTBO 3THX MMallMEHTOB
uMenu (akTopbl pUcKa BHE3aIHOI0 YXYAIICHHWS WM MOTepH ciyxa. [IpuduHHO-
CIIE[ICTBEHHOM CBSI3U MEXIy INpUMeHeHHeM HHrubutopoB PJID5 u BHe3anHbIM
YXYJLIEHHEM CllyXa WU MOTepel ClyXa He YCTaHOBJIEHO. B ciyyae BHe3amHOro
YXYAUIEHUS CllyXa WIKA MOTepH ciiyxa Ha ¢GoHe npuema cuiaeHadpuia cieayeT
HEME/IJIEHHO ITPOKOHCYJIbTUPOBATHCS C BPAauOM.

Kposomeuenus

CunneHadun ycuiuMBaeT aHTUArperaHTHbBIA d3(QeKT HUTpompyccuaa HaTpus,
JIOHaTOpa OKCHJa a30Ta, Ha TpPOMOOLMTHEI uengoBeka in vitro. JlaHHBIE O
Oe3omacHOCTH MpHUMEHEHUs cuigeHaduiaa y MAIMEeHTOB CO CKIOHHOCTBIO K
KPOBOTOYMBOCTH WJIM 0OOCTpeHHEM S3BEHHOM Oosie3HM jkeyaka U 12-mepcTHOH
KHUIIKK OTCYTCTBYIOT, IMO3TOMY CHJIeHahuI Yy OTUX TalMeHTOB ClIeyeT
INPUMEHATh C OCTOPOXKHOCTBIO (cM. pazgen «C ocTOpoKHOCTBIO»). YacToTa
HOCOBBIX KpoBoTedeHHH Yy mnanueHtoB c JII, cBsa3aHHOM ¢ auddy3HbEIMU
3a00/IeBaHUsIMU COEIMHUTEIbHON TKaHW, Obuta Bhie (cuigeHadun 12,9 %,
wianed6o 0 %), yeM y MalUMEHTOB C NEPBUYHON JIEFOYHON TIHIIepTEeH3UEH
(cunpenadun 3,0 %, nmnauebo 2,4 %). Y nmanueHToB, MOTYYaBIIUX CHIAeHA(UT B
COUYETaHUU C aHTAroOHUCTOM BUTamMHHa K, 4acToTa HOCOBBIX KPOBOTEYEHHH OblLia

Bhle (8,8 %), yeM y MauuMeHTOB, HE NMPUHUMABIIMX AHTArOHUCT BUTaMUHA K
(1,7 %).

IIpumenenue coemecmmno ¢ Opyeumu cpeocmseamu 1edeHus HapyueHull S3peKyuu.
be3zonacHoCTh U 3G PeKTUBHOCTH cuiieHaduIa COBMECTHO C IPYTUMHU CPeCTBAMH
JIeYeHHUs] HAapYLIEHUH 3PEKUUH He H3y4daluCh, OITOMY NPHUMEHEHHE MOAO0OHBIX
KOMOMHaLMN He pekomeHayetcs (cM. pazzaen «[IpoTuBonokazaHus»).
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Biausinue Ha cnocoOHOCTH yupaBJ/isitb TPAHCHNOPTHBIMH CpeACTBaAMMH,
MEXaHH3MaMH

HOCKOHbe IIpyu  IMpUuemMe CI/IJIIIeHa(i)I/IHa BO3MOXHO CHHXX€HUE apTEpHaJIbHOT'O
naByieHus. Pa3Butus XpOMAaTOIICUH, 3aTYMaHEHHOT'O 3pCHUSA U IPYTHUX NTOOOYHBIX
ﬂBHeHHﬁ, CJIeayeT CO6JIIOZIaTI> OCTOPOXXHOCTD IIpH YHNPaBJIICHUU TPaHCIIOPTHBIMHU
CpeACTBAMU WU 3aHATHUAX  APYrHMH  TIOTCHIHAJIBHO  OIIaCHBIMHM  BHJAMH
ACATCIIBHOCTH, Tpe6y}OHll/IMI/I ITOBBIIICHHUS KOHLIEHTpPAalluhl BHUMAHUS U 6I>ICTpOTBI
IICUXOMOTOPHBIX peaKuHﬁ. Taxxe CJIEAYEeT BHHUMATCIIBHO OTHOCUTBCI K
WHIAUBUIYAJIbHOMY JIEHCTBHUIO [Iperaparta B YKa3aHHbIX CHUTYyalUAX, 0COOEHHO B
Ha4dall€ JICYCHHUS U IIPU U3MEHCHHUHU pEXKXHUMa T03HUPOBAHHUA.

®opma BbINycKa

TabneTku, MOKpHIThIE TIEHOYHOM 000109KO0M, 25 Mr, 50 Mr u 100 mr

ITo 1, 2,4, 7,8, 10 TabneTok B KOHTYPHYIO SYEUKOBYIO YIIAKOBKY.

ITo 20 TabneTok B 6aHKHU MoNMMepHbIE WU BO (JIaKOHBI ITOJTMMEPHEIE.

Kaxnayro Oanky, ¢uakoH, | KOHTYpHYIO SUE€WKOBYIO YMakoBky mo 1, 2, 4, 7, 8,
10 TabneTok unu 2 KOHTypHBIE STYEHKOBBIE YIakoBKU 1Mo 7, 10 TabieTok BMecTe C
UHCTPYKLMEHN 110 IPUMEHEHHIO TIOMEeLIAI0T B KAPTOHHYIO MavKy.

Cpoxk rognocru
3 roga.
He npuMeHATh 0 UCTEUEHUHU CpOKa FOJHOCTH, YKa3aHHOI'O Ha YIIaKOBKe.

YcaoBusi XpaHeHuUs
B 3amuieHHoM ot cBeTa MecTe, npu Temmeparype He Boiie 25 °C.
XpaHHUTB B HEIOCTYNNHOM /1JIsl IeTeil MecTe.

YcnoBus ornycka
OTnycKaroT 1Mo peLenty.

IIpon3BoauTens:

3A0 «CesepHnas 3Be31a», Poccus

188663, Poccus, Jlenunrpaackas o6i1., BCceBOMOXKCKUI MyHULIMIIANBHBIA PalioOH,
Ky3beMonoBckoe ropozackoe nocesnenwue, r.in. Ky3smonoBckui, yi. 3aBojackas, 1. 4;
1. 4 xopm. 1; 1. 4 xopr. 2

ten/dakc: (812) 309-21-77.

Buaajesien perucTpanHoOHHOIO yA0CTOBEpEeHHsI/OpraHu3anusi, NPHHUMAIOLAS
NPEeTEeH3HH NoTpeduTe.Is

3A0 «CesepHnas 3Be31a», Poccus

FOpuouueckuii adpec npeonpusmusi-npouzgooumens:

111141, r. Mocksa, 3enenslit npocnekt, a. 5/12, ctp. 1
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Aopec npoussooumens u nPUHAMUS NPEMEH3ULL:

188663, Poccus, Jlenunrpanckas o611., BceBonoxkckuit MyHUIIMNANBHBIA paiioH,
Ky3bMonoBckoe ropoackoe nocenenue, r.in. Ky3smonoBckui, yi. 3aBojackas, 1. 4;
I. 4 xopn. 1; 1.4 xoprm. 2

ten/dake: (812) 309-21-77.

['enepanbHbIi AUPEKTOP E.B. Uyrnuna

3A0 «CeBepHas 3Be3/1a»
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