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CunpgeHa

cymﬂEHAOMn

NHCTPYKUUA
10 MEJUIITMHCKOMY ITPUMEHEHHIO JIEKAPCTBEHHOI'O IIPEITAPATA

Cuagenapun PeneBan
Perncrpamuonnniii Homep: JITT-Ne(003259)-(PI'-RU)
Toprosoe naumenoBanue: Cwinenadun PeneBan
Me:xayHapoaHoe HeIATEeHTOBAHHOe HAMMeHOBaHMe: cuieHadun
JlekapcTBeHHasi popma: TabIETKH, MOKPHITHIC ITICHOYHON 000I0UKOH

CocraB

1 mabnemka npenapama cooepaicum:

Heticmsyrowee eewjecmgo: cunneHapmna uurpar — 35,112 mr, 70,225 wmr, 140,450 wmr
(B mepecuere Ha cuimeHadpmn — 25,000 mr, 50,000 mr, 100,000 wmr); ecnomocamenvhvie
seujecmea: 1eINI0I03a MUKpokpucTamindeckas 101, kamprius ruapodocdar, Kpockapmenio3a
(KpockapMmernio3a HaTpusl), MarHus creapar

Cocmas obonouxu:

Obonouxa 1: rtunpomemno3a (E 464), makto3sl Mmonorumapar, Tutana muokcua (E 171),
tpuanetrus (E 1518), nak anromuamneBslit Ha ocHoBe nHAUTOKapmuHa (E 132) unu [cyxas cMech
JUI TUIGHOYHOTO TOKPBITHSI, cocTosmias u3: rumpomennos3a (E 464), makro3sl MOHOTHIpAT,

tutana auokcun (E 171), tpuanerun (E 1518), nak anroMUHUEBBI Ha OCHOBE MHAWTOKAPMHUHA

(E 132)]
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Obonouxa 2: runpomeruiosa (E 464), tpuanerun (E 1518) umm [cyxas cMech ISl TUIGHOYHOTO

MOKPBITHS, cocTosias u3: rurpomersiosa (E 464), puanerus (E 1518)]

Onucanne
Kpyrnbeie ABOSKOBBIMYKIIbIE TAOJETKH, MOKPBHITHIE IUIEHOYHOW OO0OJOYKOW TOIyOOro IBETa.

Ha nonepeunom paspese sapo 6e10ro uin nouty 6eaoro nBeTa.

(I)apMaKOTepaneBTuquKaﬂ rpymma: cCpciacrtBa, IMIPUMCHACMBIC B YpOJIOTHHU, CPCACTBa

JUTSL JICYCHUS DPEKTHIILHOM TUC(YHKIIHN.
Kon ATX: GO4BEQ3

dapMaKoJIOrHuYecKue CBOMCTBA

Dapmakoounamuxa

Cunnenaduyi —  MOIIHBIA  CEJIEKTHBHBIM  WHTHOUTOP  IUKIOTYaHO3WHMOHO(OCchaT
(uI'M®)-cniettupuueckoit pocdonuscrepassl S-ro tuna (GLI5).

Mexanuszm oeticmeust

Peanuszanust ($u3M0IOTMYECKOr0 MEXaHM3Ma SPEKLUUU CBSI3aHAa C BBHICBOOOXKICHHEM OKCHIA
azora (NO) B KaBEpHO3HOM TeJIe BO BPEMS CEKCYaJIbHOW CTUMYIISIIMH. DTO, B CBOIO OUYepe/b,
MPUBOJUT K yBeIHMYeHHUIO ypoBHS 1l M®, mocneayromemMy paccaabIeHUIO TJIaJIKOMBIIICUYHON
TKaHU KaBEPHO3HOTO TeJia ¥ YBEIMUEHUIO IPUTOKA KPOBH.

CunpeHadguin He OKas3blBaeT NPSIMOro paccialisiouiero JeMcTBUs Ha HM30JHUPOBAHHOE
KaBEpPHO3HOE TEJO0 4YeloBeKa, HO ycunuBaeT 3ddext okcuma azora (NO) mocpemcTtBom
uaruoupoBanus O /D5, koropas orBeTcTBeHHA 3a pacnajn il M.

Cungenadun cenektuBed B oTHommeHud ®JID5 in Vitro, ero akTuBHOCTH B oTHOMmIEHHH DJ[D5
MIPEBOCXOIUT aKTUBHOCTh B OTHOILIEHUU JIPYTMX M3BECTHBIX U30(epMeHTOB (pochoauscTepassi:
D126 — B 10 paz; ®JID1 — 6onee yem B 80 pa3; D2, ®JID4, OAD7-OJID11 — Gosee yem
B 700 pa3. Cunnpenadun B 4000 pa3 Gonee cenextuBeH B oTHomeHnn DJ[D5 mo cpaBHEHHUIO
¢ ®JI123, uro uMeeT BaxkHeillIee 3HaUeHUE, TOCKOJIbKY DJ[D3 ABISETCS OJHUM U3 KIFOYEBBIX
(hepMEeHTOB PEryISINN COKPAaTUMOCTH MHOKap/a.

Ooazamenvnvim  yciosuem Iphekmuenocmu  cunoenauna A611emca  CEKCyanbHaAsA
cmumynayus. CungeHaduna BOCCTAaHABIMBACT HAPYIICHHYIO JPEKTHIBHYIO  (QYHKIIHIO
B YCJIOBUSIX CEKCYaJIbHOW CTUMYIISIIUU 32 CUET YBEJIUYEHHUS MPUTOKA KPOBH K KaBEPHO3HBIM

TCJIaM ITIOJIOBOI'O 4JICHA.


https://www.renewal.ru/
https://www.renewal.ru/
https://www.renewal.ru/

( AKITMOHEPHOE OBIIIECTBO
—) TTPOU3BOACTBEHHASA ®APMALIEBTUYECKAS
RENEWAL KOMITAHHM I OFHOBJIEHUE

Teu./¢axc: 8 (800) 200-09-95

Knunuueckue oannvie

Kapouonoeuueckue uccnedosanus

[Ipumenenne cunaenHaduna B go3ax g0 100 Mr He TPUBOAWIO K KIMHUYECKH 3HAYMMBIM
u3MeHeHusiM  anekrpokapauorpammbl  (OKI) y 310poBbIX 100pOBOIBLEB. MakcuMaabHOE
CHIDKCHHME CHUCTOJIMYCCKOTO JABIICHUS B TOJIOKCHHUH JISKa TOCIIe TIpueMa CriiieHaduia B 103¢
100 mr cocraBmio 8,3 MM PT. CT., @ IHACTOJIMYECKOTO naBieHus — 5,3 mm pr. cT. bosee
BBIPOKEHHBIM, HO Takke mpexolsmuil a3pdext Ha aprepuanbHoe naBieHue (AJl) ormevancs
y  TalUeHTOB,  NPUHWUMABIIMX  HATpatel  (cM.  pasmensl  «l[IpoTmBomokazanwus»
u «B3anmogeiicTBre ¢ IpyrMMH JIEKAPCTBEHHBIMU CPEACTBAMMY).

B uccnenoBanuu remoauHamudeckoro sddekra cunaeHadpuisa B ogHOKpaTHOM moze 100 mr
y 14 mamuenToB ¢ Tspkenmod wumemuueckoir 6onesnpio cepamna (MBC) (6omee wem y 70 %
MalMeHTOB OBUT CTEHO3, MO KpaiHedl Mepe, OJHOW KOpPOHAPHOW apTepuHu), CUCTOJINYECKOE
W JUACTOJIMYECKOE JIaBJICHHE B COCTOSHMHM TIIOKOS yMEHbImasoch Ha 7% wu 6 %,
COOTBETCTBEHHO, a JICTOYHOE CHCTOJUYECKOE JaBlieHHE CHWXKajaoch Ha 9 %. Cunaenadun He
BIIUSII Ha CEpACYHBI BHIOPOC M HE Hapylladl KPOBOTOK B CTEHO3HPOBAHHBIX KOPOHAPHBIX
apTepusx, a  Takke OPUBOIMI K YBEJIIMYCHHIO (mpumepHO Ha 13 %)
a/ICHO3UH-UHyIIUPOBAHHOTO KOPOHApHOTO MOTOKA Kak B CTEHO3UPOBAHHBIX,
TaK U B UHTAKTHBIX KOPOHAPHBIX apTEPUSX.

B nBoitHOM cienmoM 11anieOOKOHTPOIUPYEMOM HCCIeq0oBaHUM 144 manueHTa ¢ APEKTHUIIBLHOM
muchyHKIMEH U cTaOuIbHOM CTEHOKapiuell, MPUHUMAIOIIUMX AHTHAHTHHAJIbHBIE MpernapaThl
(KpoMe€ HUTPAaTOB) BBHIMOJHUIM (U3MUECKHE YOPaKHEHUsS JO TOTO MOMEHTa, Korja
BBIPAKEHHOCTh CHUMITOMOB CTEHOKapAWW YMEHbIIHIACh. [IpOMOIKUTENBHOCTD BBIMIOJIHEHUS
ynpaxHeHus: Obuia goctoBepHo Oombiie (19,9 cexyna; 0,9-38,9 cekyHn) y mNalueHTOB,
MPUHUMABIINX cuifeHadun B OJHOKpaTHOM no3e 100 Mr mo cpaBHEHHUIO C TaIlUEHTAMU,
MOJIy4aBIIMMU T1a1e6o.

B panpoMu3upoBaHHOM ABOWHOM CIIETIOM IUIalle0OKOHTPOIMPYEMOM HCCIEOBAHUU H3ydalu
abdext nepemenot no3el cunaeHaduna (mo 100 mr) y myxuud (N = 568) ¢ 3pEeKTHIbHOU
nuchyHKIMEH U apTepralbHON TUTIEPTEH3UEH, MPUHUMAIONUX 0ojiee 2 aHTUTUIIEPTEH3UBHBIX
npenaparoB. CuneHadun yaydmuni spekiuio y 71 % MyxuuH no cpaBHeHuto ¢ 18 % B rpymre
miane6o. YacroTa HexeNnaTeNbHBIX SBICHUN Oblla CpaBHUMA C TaKOBOM B JIPYrHX TpyIax
MAIMEHTOB, TaK K€ KaK Yy MalMeHTOB, MPUHUMAIOIINX Ooyiee 3 TUIIOTEH3UBHBIX MPENapaToB.

Hccneoosanus 3pumenbHuIX HapyuieHul
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VY HEeKOTOpHIX ManueHToB 4yepe3 1 wac mocne mpuema cuigeHaduia B go3e 100 Mr ¢ moMouso
tecta @apHcBopTa-MyHcenst 100 BBISBICHO JIETKOE W MPEXOsllee HapyIIeHHE CIIOCOOHOCTH
pa3nuyath OTTCHKH IBeTa (cuHero/3enmeHoro). YUepes 2 dyaca mocie mnpuema mperapara
3TH W3MEHEHUS OTCYTCTBOBaJNM. CUMTAETCs, YTO HAPYIICHHE I[BETOBOTO 3PEHHS BBI3BIBACTCS
uaruoupoBanremM ®JI36, koTopas ydacTByeT B NpoIecce MEepeadd CBeTa B CETYATKE Tiiasa.
Cunnmenadun He OKa3blBajl BIUSHHUS Ha OCTPOTY 3pEHUS, BOCHPUATHE KOHTPACTHOCTH,
AIIEKTPOPETUHOTPAMMY, BHYTPHUTIIA3HOE JTABJICHUE WIIH JHaMETp 3padkKa.

B muranebGoKOHTPOIMPYEMOM TIEPEKPECTHOM HWCCIICOBAHWM TAIMEHTOB C JIOKa3aHHOU
paHHEBO3PACTHOM MakKyJsipHOU AereHepanueii (N = 9) cunaenadun B onHokpatHoi n1o3e 100 mr
nepeHocusicsi xopomro. He OBIJIO BBISBJICHO HHUKAKMX KIMHHYECKH 3HAYMMBIX H3MEHEHUH
3peHHsI, OIICHWBAEMBIX II0 CIIEIUAIBHBIM BH3YaJIbHBIM TeCTaM (OCTpOTa 3pEHHs, peleTKa
Awmcriep, TIBETOBOE BOCIPHITHE, MOJECIMPOBAHWE TPOXOXKICHHS IBETa, mepuMerp XoMdpu
u ortoctpecc).

Dppexmusrnocms

OddexktuBHOCT, W 0Oe30mMacHOCTh CcuiieHaduiIa oOleHHBAIH B 21 paHIOMHU3UPOBAHHOM
IBOMHOM  clleOM  IUIalleOOKOHTPOJMPYEMOM  HMCCIEAOBAHUU  MPOAODKUTEIHLHOCTHIO
1o 6 mecsme y 3000 manmeHTOB B Bo3pacte oT 19 no 87 ner, ¢ 3pekTuinbHON auchyHKIuen
pa3IMYHON ATHUOJOTUM (OPraHMYECKOM, TICMXOTCHHOW WM CMemaHHOW). D(PPEeKTUBHOCTH
npernapara OLUEHUBAIM TJIOOATBHO C MCIOJIb30BAaHMEM JAHEBHHKA SPEKUUN, MEXIYHApPOIHOTO
MHJCKCA SPEKTWIbHONW (yHKUMK (BaJUAUPOBAHHBIM ONPOCHUK O COCTOSIHUM CEKCYyaJbHOMU
(GbyHKIMK) B Ompoca mapTHepa.

D¢ddexTuBHOCTD cuaeHaduIa, onpeaeieHHas Kak COCOOHOCTh JOCTUTaTh M IMOAJEP>KUBATH
OPEKINI0,  JOCTaTOYHYK  JUIsl  YAOBIETBOPUTENBHOTO  MOJOBOIO  akTa,  Oblia
MIPOJIEMOHCTPUPOBaHA BO BCEX MPOBEIEHHBIX HCCICAOBAHUAX M OblIa MOJTBEPKICHA
B JIOJITOCPOYHBIX HCCIENOBAaHUSAX MPOAODKUTENbHOCThIO | roa. B wucciaemoBanusx
C MPUMEHEHUEM (UKCUPOBAHHON J03bl COOTHOIIEHUE MALMEHTOB, COOOIIMBIINX, YTO TEPaNUsl
yAydlluiga HUX OHPeKLHuio, cocTaBisio: 62 % (no3a cungeHapuna 25 wmr), 74 % (mosza
cunaeHaduia 50 mr) u 82 % (mo3a cunaenadpmna 100 mMr) mo cpaBHeHuto ¢ 25 % B rpymnmne
wiane6o.  AHanM3 — MEXAYHapoJHOTO  MHJEKca  JPEeKTHIbHOM  (QyHKIMM  mokasai,
YTO JOTMOJIHUTENIHO K YAYYIICHUIO SPEKIHMM JIeYeHUE CUJIAeHA(UIOM TaKXkKe IOBBIIIAI0
KayecTBO oOprasma, IMO03BOJISJIO JOCTHYb YJIOBJIETBOPEHHUS OT IIOJIOBOTO aKTa M OOIIero

YAOBJICTBOPCHUA. CornacHo O606H_ICHHBIM JaHHBbIM, CpCIu MalHUCHTOB, COO6IJ_II/IBIJ_II/IX 00
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yIAy4IIeHUN J3peKnuu Ha (QoHe mpuMmeHeHus cruiaeHaduna 59 % — mamweHThl ¢ caXxapHBIM
mabetoM, 43 % MaueHToB, MePeHECHINX PaJuKaIbHYIO IPOCTATIKTOMHIO U 83 % manueHToB
C TMOBpEXJCHUAMH CchUHHOTO Mo3ra (mpotuB 16 %, 15% wu 12 9% B rpymnme mtane6o,
COOTBETCTBEHHO).

DapmakoKkunemuka

Bcacvieanue

Cunnenapun ObICTPO BcachiBaeTcs. MakcuManbHbIE HAOIIOJaeMble KOHIICHTPALIMM B TUIa3Me
kpoBU (Cmax) Tpu mpueme cuiaeHadguiaa BHYTPh HATONIAK JOCTUTAIOTCS B TCUCHUE
30-120 munyT (Memuana 60 MuHYT). AOCOJIIOTHas OMOJOCTYITHOCTH B CPEJIHEM COCTaBIISCT
okoji0 41 % (25 %63 %). Tlocne mpuema mpenapara BHYTPh B PEKOMECHIOBAHHOM JHAla30He
103 (25-100 mr) miommaae moj GapMakOKHHETHYECKOW KpuBOil koHueHTpanus-Bpems (AUC)
1 Cmax cuiiieHaduIa MOBBIMIAIOTCS TPOMOPIIHOHATBLHO JI03€.

[Tpu mpueme cunmeHaduia ¢ MUIIEH, CKOPOCTh €r0 BCACBIBAHUS CHIDKACTCS, MPH STOM BpPEMS
JTOCTHDKCHHSI MaKCHUMAJIBHOW KOHIEHTpauu (lmax) yBeaM4HMBaeTcs B cpeaHeM Ha 60 MHUHYT,
a Cmax cHIKaeTcs B cpeaHeM Ha 29 %.

Pacnpeoenenue

O6bem pacripeienieHusi cuieHaduIa B paBHOBECHOM cOCTOSTHUU (Vd) COCTaBIIsIET B CpEeIHEM
105 151, 9TO yKa3bIBae€T Ha €ro pacHpeiesieHne B TKaHAX. MakcumalibHas 001as KOHIEHTpalus
cuiieHaduIa B 1a3Me KPoBH MOCIE OJHOKPATHOTO MpueMa mpernapara BHyTps B qo3e 100 mr
B cpeaHeM coctaBiger okosio 440 Hr/mn (koadpdumuent Bapuauuun — 40 %). Ilockoabky
CBsA3bIBaHUE cuiieHaduna (M €ro OCHOBHOTO IupKyiupytomiero N-mecMeTuia-meTadbomTa)
c Oenkamu miasmbel gocturaetT 96 %, cpenHss MaKCUMaldbHAash KOHIIGHTpAlMs CBOOOIHOMN
bpaxiuu cunneHaduna B miaazme kpoBu coctapisieT 18 ur/mi (38 HM). CesizbiBanue ¢ Oenkamu
IJ1a3Mbl HE 3aBUCUT OT OOIIel KOHIIEHTpAIUY Ipernapara.

VY 310poBbIX 10OpPOBOJIBIEB Yepe3 90 MUHYT MOCIe OJHOKPATHOTO IpueMa cujjieHadumia B 103€
100 mr B osxynate onpeaensuiiock MeHee 0,0002 % npuHATOM 103BI  mpemnapara
(B cpennem — 188 Hr).

Memabonusm

Cunpnenadun metaboIu3upyeTcs, TIIaBHBIM 00pazoM, nof aerictBueM CYP3A4 (ocHOBHOM MyTh)
u CYP2C9 (nomosHHUTENbHBIM MyTh) MHUKPOCOMAIbHBIX HM30(epMEeHTOB meueHH. OCHOBHOU
HUPKYTUPYIOMINI MeTaboIuT oOpasyercs B pesynbrare N-memeTwnupoBaHus cuigeHaduia.

DT1O0T MeTabOoIUT 06J'Ia,[IaCT HpO(I)I/IJ'ICM CCIICKTUBHOCTH K (bocq)o;[mcmpzwaM, AaHAJIOT'MYHBIM
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npoduito cuiaeHaduia, a ero akTUBHOCTh B oTHOIeHHH DJIDS5 in VItro cocraBisieT IpuMepHO
50 % OT aKTUBHOCTM OCHOBHOTO BemiecTBa. KOHIEHTpamuu JaHHOTO METadoJUTa B IUIa3Me
coctaBistoT ipuMepHo 40 % koHneHTpanuu cuinaeHaduia. N- 1eMeTHIMpoBaHHBIA MeTabOUT
MOJIBEpraeTcs JalbHeHIeMy MeTaboIn3My; ero KOHEUHBIH MEepHo/T OTYBBIBEICHHS COCTABIISET
OKOJIO 4 4acoB.

Buviseoenue

O6mwmit kmupeHc cuineHaduiia U3 opraHu3Ma coctasisieT 41 j/dac, mepuoja MOTyBBIBEICHUS
B TepMHUHaIBHOU (paze — 3—5 wacos. [locrme mpuema BHYTpPh WJIM BHYTPUBEHHOTO BBEICHUS
cuiieHapu1 BBIBOJUTCS B BHUJE€ METa0OJIUTOB, B OCHOBHOM, C KajioM (okosio 80 % mnpuHsATON
BHYTPB J03bl) 1, B MEHBIIIEH cTerneHn — ¢ Mo4oi (0koJ0 13 % npuHATON BHYTPH 103bI).
DapmakoKunemuKra y 0coovlx Zpynn nayueHmaoe

Toowcunvie nayuenmoi

VY 310poBBIX JOOPOBOJIBIIEB TMOXKHUIIOTO BO3pacta (65 JeT W crapiie) KIMpeHC criiaeHaduna
CHIDKEH, a KOHLIEHTpauus cuiaeHaduisa M akTUBHOTO N-IecMeTui-MeTabosiuTa B IIa3Me
npubnausutenbHo Ha 90 % Bbime, yem y mosonabix (18—45 mer). BcenenctBue Bo3pacTHBIX
pa3nuuuii B CBSI3BIBAHUM Ipenapara c OelKaMH I11a3Mbl, COOTBETCTBYIOIIEE IOBBIIICHNE
KOHIICHTPAIUKA CBOOOHOTO cuiifieHaduIa B Tu1a3Me KPOBU MPUOIU3UTENBHO cocTaBisio 40 %.
Hapywenusa ¢pynxyuu nouex

Y 106poBOJBIEB € MOYEYHON HENOCTAaTOUYHOCTBIO JIETKOW U CpelHed CTeneHu (KIUpEeHC
kpeatuHuHa = 30-80 mu/MuH) (dapMakOKMHETHYECKHE MapaMeTpbl cuiaeHaduiaa Mpu ero
OJIHOKpaTHOM Tipreme BHYTPh (B 03¢ 50 mr) He u3meHsunch. Cpenaue 3HadeHuss AUC 1 Cmax
N-nmecMmerun-merabosmra moBbmauch 10 126 % u 73 % COOTBETCTBEHHO IO CpPaBHEHHIO
¢ ToOpoBOJIBIIAMH TOTO K€ Bo3pacta Oe3 HapymieHus ¢yHkuuu nouek. OmHaKO BCIEACTBHE
3HAYUTEIBHON  MEKUHIUBUAYAIbHOW  BapuaOelnbHOCTH ATH  pa3jiuuusi HE  SBJBUIACH
CTAaTHUCTUYECKH 3HAYUMBIMH. Y JIOOPOBOJBIIEB C IMOYEYHOM HEIOCTATOYHOCTHIO TSAKEION
cTeneHnu (KIupeHc kpeatuHuHa < 30 MII/MUH) KITUPEHC cuiieHaduIa CHIKAJICS, YTO MIPUBOIUIIO
Kk yBenuueHuto AUC u Cmax B cpeaneMm Ha 100 % u 88 %, COOTBETCTBEHHO, 10 CPAaBHEHMIO
C DTUMH TOKa3aTelIs MU y MAIMEHTOB TOM K€ BO3PACTHOW TPYIIBI C HOPMAIbHON (yHKIIHEH
nouek. Kpome toro, 3HaueHust AUC u Cmax N-necmermn-merabonura noseimanucs Ha 200 %
u 79 %, COOTBETCTBEHHO.

Hapywenus ¢pynkyuu nevenu

Y 100poBONBIEB C IMPPO3OM IMEUYECHH JIETKOW M CpelHel cTeneHu TshkecTu (kimacchl A u B
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o Yaiina-ITer0) kiupeHc cuiieHaduia CHIKAJICSA, 9T0 puBoauio K nosbiinenuo AUC (84 %)
U Cmax (47 %) 10 CpaBHEHUIO C ITUMH MOKA3aTEISIMU Y MAIIMEHTOB TOW K€ BO3PACTHOM TPYIIIIbI
IpHU HOpMaNTbHOU (yHKIUH 1edeHn. DapMakoKWHETHKA CHIieHa(niIa y MAaMeHTOB C TSHKEITBIMU

HapyLIEHUSIMH (QYHKIMU IEYEHU HE U3y4allach.

IMoxa3aHusi K NPUMeEHEHHIO

[Ipenapat Cunnenagun PeneBan nokasaH K NPUMEHEHUIO Y B3POCIBIX MY)KUUH C dPEKTHIILHON
TUCQYHKIMEH, XapaKTepU3YyIOIIENHcs HECHOCOOHOCThIO K JIOCTHXKEHUIO WM COXPAHEHHUIO
SPEKIUH MO0JIOBOTO WIEHA, JOCTATOUYHON ISl YAOBIETBOPUTEIBHOTO MOJIOBOTO AKTA.

Cunnenadun 3ppexTUBEH TOJIBKO IPU CEKCYaTbHON CTUMYIISALIUU.

IIporuBoNOKa3aHUA

e [UNepUyBCTBUTEIBHOCTh K CHIIICHA(DWITY W/MIM K JIOOOMY M3 BCIIOMOTAaTEIbHBIX BEIICCTB
B COCTaBe TIperapara;

® TPUMEHEHHE Yy MAalMEeHTOB, MOJYYAIOIIUX MOCTOSHHO WU C MEpephiBaMH JTOHATOPHI OKCUAA
a30Ta, OpPraHWYeCKHe HUTPAThl WJIM HUTPUTHI B JIIOOBIX (opMax, MOCKOJIbKY cuiaeHadui
YCUJIMBAE€T TUIIOTEH3UBHOE JEMCTBHE HUTPATOB (CM. pasznen «BzaumopelicTBue C Opyrumu
JIEKapCTBEHHBIMU CPEJICTBAMUY);

® COBMECTHOE MpuMeHeHue UHruoutropoB PJID5, Briatovas cuingeHaduia, co CTUMYIATOPAMHU
ryaHWIATLUMKIA3bl, TaKMUMH KaKk  pHOLUIYyaT, TaK KaK 3TO MOXET [MPHUBOJIUTH
K CUMIITOMaTUYECKOM TMIOTEH3HH;

e Oe3zomacHocTh U 3ddexktuBHOCT, npenapara CunaeHadpun PeneBan npu CoOBMECTHOM
MPUMEHEHUH C JIPYTMMU CPEACTBAMHU JICUCHUS HAPYIICHUN SPEKIUH HE U3Yy4YalIHuCh, IMOATOMY
OJIHOBPEMEHHOE MPUMEHEHHUE M0J0OHBIX KOMOMHAIINI He pekoMeHayeTcs (cM. pazaen «Ocobbie
yKa3aHus»);

® HEMEepeHOCHUMOCTh  JIAKTO3bl, JAe(PUIUT  JaKTa3bl, CHHAPOM  IJIFOKO30-TaTaKTO3HOMN
ManbabcopOIuy,

® TICUYEHOYHAS HEJAOCTATOYHOCTH Tskenoi crenenu (kiacc C nmo knaccupukanuu Yaiing-I1sio);
® OJIHOBPEMEHHBII MPUEM PUTOHABUPA;

e Tperapar He cJeAyeT MPUMEHSATh y MYKUYUH, KOTOPHIM HE PEKOMEHIYETCSl CEeKCyalbHas
aAKTUBHOCTH (HAMpPUMEP, Yy TAIMEHTOB C TSDKEIBIMU CEPACYHO-COCYAMCTHIMU 3a00JIeBaHUSIMU,
TAaKUMHU KaK HeCTaOWIbHAsh CTEHOKApAus WM XPOHHUYECKas CepledyHas HeIOCTaTOYHOCTh

TSKEJION CTETICHN);
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® [IEPCHECEHHBIE B TEYEHUE TOCICAHUX 6 MecsleB WHPApKT MHUOKapAa WU HHCYJBT,
KU3HEYTPOXKAIOIINE apuTMHHM, apTepuanbHas runorensus (Al menee 90/50 MM pr. cT.) WiH
aprepuanbHas runeprensus (ALl 6onee 170/100 mm pt. ct.) (cM. pazaen «OcoOble yKa3aHusm»);

¢ y IAIMEHTOB C 3MU30JAMH Pa3BUTHS NEPEAHEN HEApTEPUUTHON HMIIEMHYECKOW HEMpOIaTUU
3pUTEIHHOTO HEpBa C MOTEePeil 3peHus Ha OJIMH TJ1a3, HE3aBUCUMO OT TOTO OBUIN JIM ATH SITU30/IbI
CBSI3aHbI C MPEAbIAYIINM NpUMeHeHneM uaruonropa ®J[93-5;

® IMarHOCTHPOBAHHBIE HACJIEJCTBEHHBbIE 3a00JIEBaHUSI CETYATKH, B TOM YHUCJIE MUTMEHTHBIN
peTuHUT (cM. paznen «Ocolble yKazaHus»);

® 110 3aperucTpupoBaHHOMY NoKa3aHuto npenapaTt Cunaenadun PeneBan He penHa3HaueH A
IIPUMEHEHHUS Y IeTel U MOJIPOCTKOB A0 18 nert;

® [10 3apErMCTPUPOBAHHOMY ITOKa3zaHUIo npenapar CuineHapun PeneBan He npeaHa3HAvYeH A

MNPUMCHCHUA Y KCHIIHUH.

IIpumeneHnne npu 6epeMeHHOCTH M B MIePUO/I TPYIHOT0 BCKAPMJIMBAHHUSA

JlexapctBennblii mpemapat Cunnenadgun PeneBanm He mpenHasHadeH JUisi TPUMEHEHUS
y JKEHIIIHH.

bepemennocmo u epyonoe eckapmnusanue

AJIeKBaTHBIX U XOPOILIO KOHTPOJHUPYEMBIX HCCIIEIOBAHUI y KEHIIUH BO BpeMsl OepeMEeHHOCTH
U B IEPUOJ IPYAHOTO BCKAPMIIMBAHUS HE TPOBOIMIOCH.

DepmunbHocms

B wuccnepoBaHusix BhnusiHUSA cuiieHaduiIa, NPUHUMAEMOrO0 BHYTPb, Ha PENPOAYKTHBHYIO
(YHKIHIO y KPBIC U KPOJIMKOB, 3HAYMMbBIX HEXKENaTeIbHBIX peakiuii OOHApYKEeHO HE ObLIO.
OpHokpaTHOE TmepopalibHOe TMpuMeHeHue cuwineHadmwna B 1go3e 100 Mr 370poBBHIMU

I[O6pOBOJ'II>I_[aMI/I HC BJIMAI0 HA IIOABUKHOCTH MJIN MOp(i)OJ'IOFI/IIO CIICPMATO30MU I0B.

Cnoco0 npuMeHeHHs U 103bI

Jns mprema BHYTpb.

B3p0€ﬂbl€ nayuernnivl (8 mom ducne 1uya nosNcui102co 603pacma)

PekomeHnnyemas nmo3a, mpuUHHMaeMas TpU HEOOXOJMMOCTH TpHUMeEpHO 3a | dYac g0 Havana
CeKCyanbHOUM akTUBHOCTH, cocTaBisgeT 50 mr. C ydetoM 3(p¢HEKTUBHOCTH U TEPEHOCHMOCTH
mpemapara J103a MOXeT ObITh yBenuueHa 10 100 Mr unu ymeHbleHa A0 25 mr. MakcumanbHas
pekomenayemasi no3a coctaBisier 100 mr. MakcumanbHas peKOMeHayemasi KpaTHOCTb

INPUMCHCHUA — 1 pa3 B CYTKH. BperI Ha4dajla MPOSABJICHUA AKTUBHOCTH JICKAPCTBCHHOIO
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npemapata Cunnenadun PeHeBa MOKET yBETUUMBATHCS MPU MPHEME C MUIIEH M0 CPaBHEHUIO
C IpUEeMOM HaTomIak (cM. pazaen «PapMakOKHHETHKAY).

IIpumenenue y nayuenmos, npuHUMAarOwux opyaue 1eKapcmeenHvle cpeocmea

3a WCKIIOYEHUEM pPHUTOHABUPA, KOTOPBIM HE PEKOMEHIYETCs IPUHUMATH OJHOBPEMEHHO
¢ cmigeHagmiom (cM. pasmen «OcoOble  yKa3zaHWs»), y MAlMEHTOB, NPUHUMAIOIIHX
onHoBpemeHHO uHruoutopsl CYP3A4, crenyer paccMOTpeTh BO3MOXHOCTb IPUMEHEHHS
npenapara B Ha4aJIbHOHU 7103€ 25 Mr (cM. pasnen «B3anmoaeicTBie ¢ IpyruMu JIEKapCTBEHHBIMU
CPEIICTBAMUY).

C uenp0 MUHUMH3AIMKA PUCKA Pa3BUTHS OPTOCTATUYECKOW THIIOTEH3UH COCTOSIHUE TAIMEHTOB,
MPUMEHSIONINX  alb(a-apeHoOI0KaTOPhl, JODKHO OBITh CTAaOMIM3UPOBAHO JO Hayaia
npuMeHeHust cuiaeHaduna. Kpome Toro, B Takux ciaydasx pPEKOMEHIYeTCS HayuHATh
npuMeHeHne crieHadua ¢ 10361 25 mr (cM. pasnensl «OcoOble ykazanusy, «B3anMoeiicteue
C IPYTUMHU JIEKAPCTBEHHBIMHU CPEIACTBAMUY).

IIpumenenue npenapama 8 ocobvix 2pynnax nayueHmos

YV 0emeii u noopocmkos 0o 18 nem

JlexapcTBennblii mpemapat CungeHadun PeneBan He mokazaH JyUisi MPUMEHEHUS Y JETEH
no 18 ner.

YV noowcunvix nayuenmos

VY nanueHToB NOKUIIOro Bo3pacTta (> 65 neT) KoppeKLUuu 1036l He TpedyeTcs.

Y nayuenmos c napywenuem gynkyuu novex

Pekomenmanun mno go3e, npuBeacHHble B pasfene «Crnocod mNpuMEHEHUs U J03bD»,
pPacipoCTpaHAIOTCS U Ha MAIMEHTOB C MOYEYHOI HE0CTATOUYHOCTHIO JIETKON U CPEeIHEe-TAKEION
cTeneHu TshKecTu (kaupeHc kpearnauHa 30 — 80 mur/MuH).

[TockonbKy y MTAIMEHTOB C TSDKENOW MOYEYHON HEJIOCTATOYHOCTBIO (KJIMPEHC KpeaTWHUHA
< 30 Ma/MUH) KIUpPEHC cuiifieHa(uia CHIKEH, CIIeyeT PacCCMOTPETh BO3MOKHOCTh TPUMEHEHUS
npemapata B jgo3e 25 mr. Hcxons w3 »¢pGhEeKTUBHOCTH U TMEPEHOCMMOCTH Tpernapara, Mpu
HE0OX0IMMOCTH, 7032 MOKET OBITh MOATanmHo yBenudeHa 10 50 mr u 1o 100 mr.

YV nayuenmos ¢ napywenuem gynkyuu nevenu

[TockonbKy y MalMEeHTOB ¢ HapylleHneM (DYHKIIUU T€UYeHU (Hampumep, IpU HUPpo3e) KIUPEHC
cuiieHaduiIa CHUXKEH, CIeIyeT PacCMOTPETh BO3MOXKHOCTh TMPUMEHEHHUs Tperapara B J103€
25 mr. Ucxons u3 >QPeKTUBHOCTH U MEPEHOCHUMOCTH Tpenapara, mpu HEOoOXOAUMOCTH, 1032

MOJKeT OBITh TO3TanHO yBeauueHa 10 50 mr u o 100 mr.
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ITo06o4Hoe aeiicTBHE

Pestome npogpuns b6ezonacnocmu

[Ipo¢une  OGezomacHocTn  cwineHaduiua  Oaswpyercss Ha  JaHHBIX,  [OJYYEHHBIX
oT 9570 manueHToB, KOTOpbIE NOJy4ald AAaHHBIN mpenapar B XoAe 74-X JBOMHBIX CIEIBIX
1ae00-KOHTPOIMPYEMBIX ~ KIIMHHYECKUX HCCIeoBaHWi. Yamie Bcero y TalueHTOB,
NPUHAMABIINAX CHJIIEHAQHUI B XOA€ KIMHHYECKHX HCCIEIOBAHHMA, PErHCTPHPOBAINCH TaKue
He)XKeJlaTeNIbHbIE PeaklUu KaK TOoJIOBHasg O0Jb, TUIIEPEMUS KOXH, TUCHENCUs, 3aJ10XKEHHOCTh
HOCa, FOJIOBOKPY>KEHUE, TOIIHOTA, IPUJINBbI, 3pUTENIbHbIC HAPYILIEHUS, IIUAHOIICUSI U HApYIIECHHE
BOCITPHUSTHS I[BETA.

Wudopmanmst 0  HEXKENATENBHBIX  pEaKIUsAX,  3apeTUCTPUPOBAHHBIX B paMKax
MMOCTPETUCTPAITMOHHOTO HAOMIOACHUS, coOupanack Ha mporsokeHnn > 10 ser. Tlockosbky
JiepKaTeNll0 PEruCTPAllMOHHOTO YIOCTOBEPEHHUS cooOIarioch He 000 BCEX HEXKelaTeIbHBIX
peakuusix, 4, COOTBETCTBEHHO, HE BCE HEXeJlaTelbHbIE peaklUHd ObUIM BKIIOYEHBI B 0azy
JAHHBIX 110 0€30MaCHOCTH, TO HENb3s JOCTOBEPHO OMPECIIUTh YaCTOTY JAaHHBIX PEaKIUil.
Tabnuunoe pestome HedxCcenamenbHbIX peaKyuil

B TtaGnuie mpencraBieHbl HEXeENIATENbHBIC PEaKIUUA MO CHCTEMHO-OpraHHbIM Kiaccam (COK)
U 4acTtoTe. BHyTpM KaXII0W YacTOTHOW TpYIIbl HEXKENAaTeJbHbIE PEAKIMU PacrojararoTcs
B TOpsAKE YObIBaHUS BBIPAKEHHOCTU. YacToTa pa3BUTHS ONpENENAeTcs KakK: OYeHb 4acTo
(> 1/10); gacto (> 1/100, vHo < 1/10); mewacto (> 1/1000, HO < 1/100); peaxo (= 1/10000,
HO < 1/1000); ouenp peako (< 1/10000); gactoTra Heus3BecTHa (Ha OCHOBAHUM HMEIOIIHMXCS
JIAHHBIX OLIEHUTH HEBO3MOJXKHO).

Tabnuma 1: KnuHudecku 3HauMMBbIE HEXKeNaTelIbHbIE PEAKIMH, COOOIIABIIMECS C YacTOTOMH,
MPEBBIIAIONIEH YacTOTy JUIsl Iane00 B KOHTPOJIUPYEMBIX KIMHUYECKUX HCCIEAOBAHUSIX,
M KIMHUYECKHM  3HAUMMBbIE  HEXKeNaTellbHble  peakluuu, cooOmiaBmiMecs B XOJe

IMOCTPECruCTPalluOHHOIO Ha6J'IIO,I[eHI/I$I

Cucmemno- QOuens Yacmo (= | Hewacmo Peoko

Op2aHHblll KIACC | 4acmo 17100, no < | (= 1/1000, Ho | (= 1/10000, mHo
(= 1/10) 1/10) < 1/100) < 1/1000)

Nudexunn u Punur

WHBa3UH

Hapymenus co I'mnepuyBcTBUTEIND-

CTOPOHBI HOCTh
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Cucmemno- Ouenv Yacmo (= | Heuacmo Peoko
OP2aHHbBLIL KIACC | 4acmo 1/100, no <| (= 1/1000, Ho | (= 1/10000, no
(=1/10) 1/10) < 1/100) < 1/1000)
MMMYHHOU
CUCTEMBI
Hapymenuss co | T'onoBHast | ['onmoBokpy- | COHIMBOCTS, Octpoe HapyuieHue
CTOPOHBI 0016 KEHHE TUIIECTE3US MO3TOBOTO
HEPBHOU KpOBOOOpaIieHus,
CUCTEMBI TpPaH3UTOPHAS
UIIeMHYeCKast
ataka, cymgoporu®*,
pEIUINB CymaopoT™,
00MOPOK
Hapymenuss co Hapymenue | Hapymenus Heaprepuntnas
CTOPOHBI OpraHa BOCTIPUSITUS | CIIC300TIACTCHUS ***, TIepeTHsIsA
3peHUS nBera**, 0onp B oOjacTv TUasa, | MIIEMHYECKas
HapymieHue | ¢dotodobus, doTorncus, | HeHpomaTus
3peHHs, TUTICPEMHUSI a3, | 3pUTEIBHOTO HEpBa
HEYETKOCTh | U3MCHCHHE spkoctu | (HIIMH3H)*,
3peHHS CBETOBOCIIPHSTHS, OKKJIFO3USI COCY/IOB
KOHBIOHKTUBUT ceTyaTtku®,
KPOBOU3JIHSIHUE

B CETYaTKy IJIa3a,
apTepUOCKIePOTHYE

C Kas p€TUHOIIaTHA,

HOpakeHue
CeTyaTKH,
riaykoma, jaedext
HOJIst 3peHus,
JUTLTONHNSA,

CHHIKXCHUC OCTPOTHI

3peHUs,  MHOIHS,
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Cucmemno- Ouenv Yacmo (= | Heuacmo Peoko
OP2aHHbBLIL KIACC | 4acmo 1/100, no <| (= 1/1000, Ho | (= 1/10000, no
(= 1/10) 1/10) < 1/100) < 1/1000)

aCTEHOIHS,
IIJIaBAIOIIHE
MTOMYTHCHHSI
CTEKJIOBHIHOTO
Tena, TOpaXEeHUE
pangyXHOM1
000JI0YKH,
MUJpUa3, HAITHIUE
B TOJIe  3pCHHS
pPaayXHBIX KPYroOB
BOKPYI' HCTOYHHKOB
CBETa, OTEK TIJasa,
MIPUITYXJIOCTh TJ1a3a,
HapyIICHHUE co
CTOPOHBI opraHa
3peHUs, THIICPEMHUS
KOHBIOHKTHBBI,
pasapakeHue riiasa,
HEOOBIYHOE
OIIYIICHUE B TJIa3y,
OTeK BEK,

HU3MCHCHUC OBCTa

CKJIEPBI
Hapymenus co Bepruro, mym B ymax I'myxora
CTOPOHBI OpraHa
ciyxa u
nabupuHTa
Hapymenus co Taxukapaus, BuesamnHas
CTOPOHBI CepAla OILYILICHUE KOpOHapHas
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Cucmemno- Ouenv Yacmo (= | Heuacmo Peoko
OP2aHHbBLIL KIACC | 4acmo 1/100, no <| (= 1/1000, Ho | (= 1/10000, no
(= 1/10) 1/10) < 1/100) < 1/1000)
cepauedreHus cMepTh*, HUH(APKT
MHUOKap/a,
KETyIOUKOBaS
apuUTMHUS™*,
bubpuIIAIHS
npeacepanu,
HecTaOuIbHas
CTCHOKapTUst
Hapymenns co l'unepemuss | AprepuanbHas
CTOPOHBI KOXH, TUTICPTEH3HUS,
COCY/IOB MPUIIUBBI apTepualibHas
TUNIOTEH3US
Hapymenuss co 3anoxxenHoc | HocoBoe kpoBoTedueHue, | HyBCTBO CTECHEHHUS
CTOPOHBI Th HOCA 3aJI05KEHHOCTh B  ropie, OTeK
JIbIXaTeIbHOM MPUIATOYHBIX naszyx | CIM3UCTOMN
CUCTEMBI, HOCa 000JI0YKH TIOJIOCTH
OpraHoB HOCa, CYXOCTh
TPYHOU KJIETKH CIIU3UCTOM
U CPEIOCTeHUS 000JI0YKH TIOJIOCTH
HOCa
Kenynouno- TomrHoTa, lNactpoazodareanbuas ['unecre3us
KHILICYHbIE JUCTICTICUS peduitokcHast  OOJE3Hb, | CIM3UCTOU
HapyIICHUS pBOTa, 00Jb B BepXHEH | 000JIOYKU TOJIOCTH
YacTH KUBOTA, CYXOCTh | pTa
BO PTYy
Hapymenus co Crinp Cungpom
CTOPOHBI  KOXHU CruBeHca-

n IO AKOKHBIX

TKaHEHN

Jlxoncona (CCJI)*,

TOKCUYECKUN
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Cucmemno- Ouenv Yacmo (= | Heuacmo Peoko
OP2aHHbBLIL KIACC | 4acmo 1/100, no <| (= 1/1000, Ho | (= 1/10000, no
(=1/10) 1/10) < 1/100) < 1/1000)

AIUIEPMATIBHBIN
Hekposus (TOH)*

Hapymenns co Muanrus, 0016 B

CTOPOHBI KOHEYHOCTSX

MBIIIICYHOM,

CKEJIETHOM u

COCIMHUTEIIEHO

W TKaHU

Hapymenus co I'emarypus

CTOPOHBI TIOYEK
u
MOYEBBIBO JAIII

X IyTeu

Hapymenust co

KpoBoTeuenune wu3

CTOPOHBI IOJIOBOTO  WIEHA,
PENpPOTYKTUBHO npuanu3m™,

H CHCTEMBI U reMaToCTIepMHUS,
MOJIOYHBIX JIUIATENbHAsS

Keles APEKIHUs

OO6mrue bonb B rpynHoit kietke, | Pazapaxurens-

HapyIICHHUA u
pCaKuu B

MCCTC BBCACHUSA

IIOBBIINICHHAsA HOCTB
YTOMIIAIEMOCTD,

OIYHICHUEC Kapa

JIaGopatopHsbie
u
MHCTPYMEHTAJIb-

HBIC JAHHBIC

Taxukapaus

* 3apeTI/ICTpI/IpOBaH0 TOJIBKO B XOJ€ NOCTPETUCTPALIUOHHOT'O Ha6J'IIO,[[CHI/I${

ok HapymeHHe BOCHPUATUA LBCTA: XJIOPOIICUA, XPOMATOIICUS, HHAHOIICUA, IJPUTPOIICUSA U



https://www.renewal.ru/
https://www.renewal.ru/
https://www.renewal.ru/

( AKITMOHEPHOE OBIIIECTBO
—) TTPOU3BOACTBEHHASA ®APMALIEBTUYECKAS
RENEWAL KOMITAHHM I OFHOBJIEHUE

Teu./¢axc: 8 (800) 200-09-95

KCaHTOIICHUs
*#% HapymeHus ClIe300TIACNICHUS: CYyXOCTh TJIa3, HAPYIICHUE CIIC300T/ACICHUS U MOBBIMICHHOE

CJIC300TACIICHUC.

Ilepeno3upoBka

Cumnmomwi

B wuccnemoBanusix, C y4acTHeM 370pOBBIX JOOPOBOJBIIEB, HEXKENATEIbHBIC SBICHUSA,
pa3BUBABIIMECS TPU OJHOKpAaTHOM Tipueme cuiaeHapuna B po3ax g0 800 wmr, ObumH
COMOCTaBUMBI C TAaKOBBIMH TIpH TpUeMe Tpemapara B OoJjiee HHM3KHX 033X, HO 4YacToTa
UX Pa3BUTHSA U CTENEHb TsDKECTU MoBbImanuchk. [Ipumenenue cunnenapuna B goze 200 mr
HE MPHUBOJWIO K TIOBBINICHHIO 3(PQPEKTUBHOCTH, HO BBI3BIBAJIO POCT KOJUYECTBA CIydacB
pPa3BHUTHS HEXKENATEIBHBIX peaknuid (TOJOBHOW OOJM, TPUIMBOB KPOBH, TOJOBOKPYKEHUS,
JIMCTICTICHH, 3aJI0)KEHHOCTH HOCA, HAPYIICHUS 3PEHHS).

Jleuenue

B cnyyae nepeno3upoBku, mpyu HEOOXOIUMOCTH, IPUOETAIOT K CTAHAAPTHBIM MOAEPKUBAIOIIUM
MEpOTPUATHSAM. YCKOpEeHHE KIMpeHca cuiaeHaduiaa TMpu TeMOJIUaNIu3e MaJOBEpPOSITHO
BCJIC/ICTBUE BBICOKOM CTEMEHU CBA3BbIBAaHMUSA cuiaeHaduina ¢ OenkaMu IJ1a3Mbl  KpPOBU

Y OTCYTCTBHUS SIMMHUHAIIMY [IpernapaTa ¢ MO4OH.

B3aumopeiicTBHe ¢ APYrUMH JIeKAPCTBEHHBIMH CPeACTBAMH

Bauanue opy2ux nekapcmeeHHblX npenapamos Ha papmaxokunemuKy cunoenaguia
Hccneoosanus in Vitro

Metabonu3m cunjeHaduia NPOUCXOIUT B OCHOBHOM 1o aelicTBueM uzopepmentoB CYP3A4
(ocnoBHoO# myth) U CYP2CY, mosToMy MHTUOUTOPHI ATHX H30(EPMEHTOB MOTYT YMEHBIIHTH
KIIMpeHc cuiieHaduia, a MHIYKTOPbI, COOTBETCTBEHHO, YBEIMYUTH KIUPEHC CHIIAeHA(MIIA.
Hccenedosanus in Vivo

[TonynsiMOHHBIN  (papMaKOKHMHETUYECKUI aHamu3 JaHHBIX KIMHUYECKUX HCCIeI0BaHUN
MPOJIEMOHCTPUPOBA CHIDKEHUE KIUpEHca cuiifieHaduiaa MpU OJHOBPEMEHHOM IPUMEHEHUU
uaruoburopoB CYP3A4 (Takux Kak KETOKOHA30J, SPUTPOMHIIMH, IUMeTHauH). Hecmotps
Ha TO, 4YTO TPU OJHOBPEMEHHOM IMpUMeHeHuu cuiaeHaduna u unruoutopos CYP3A4
He HaAOIIOJANOCh POCTa YacTOThl HEXKENATENbHBIX SBIEHUH, CIENyeT paccMOTPETh BOTPOC
0 MMPUMEHEHHH TIpernapaTa B Ha4YaIbHOU 103€ 25 MT.

OnHoBpeMeHHOEe NpuMeHeHue cuineHaguina (B go3e 100 Mr oaHOKpAaTHO) M PUTOHABHpaA
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(mo 500 mr 2 paza/cyr), uarunouropa BUY-npoTeassl u CHIIBHOTO HHTHOUTOpa ITuToXpoma P450,
Ha (OHE [OCTHKEHHUS TIIOCTOSHHON KOHIICHTPAlUd pPUTOHAaBHpPAa B KPOBH, MPHBOAUIIO
Kk yBenmueHnto Cmax cmneHadwmia va 300 % (B 4 pasza), a AUC na 1000 % (B 11 pa3). Uepes
24 yaca KOHIIGHTpamus cwineHaduiIa B IIa3Me KPOBH coxXpaHsuiack Ha ypoHe 200 HI/mut
[0 CpaBHEHUIO C 5 HI/MJI TOCIe OJHOKPAaTHOTO TIPUMEHEHHUS OITHOTO CuiieHadwuia.
OTo coriacyercs C BBIPRXEHHBIM BIMSHMEM pPHUTOHAaBUpa Ha LENIbId psAJ Mpenaparos,
SBISIOIUXCSL  cyocTpatamMu  nuroxpoma P450. Cunnmenadun He OKa3blBal — BIUSHUS
Ha (apMakOKMHETUKY puToHaBupa. Ha ocHOBaHMM pe3ynbTaToOB (PapMaKOKMHETHUYECKUX
UCCIIEIOBAaHUI COBMECTHOE NpPHUMEHEHHE CUJJeHauia M pUTOHABUpPAa HE PEKOMEHIYEeTCs
(cMm. paznmen «OcoOble yKa3zaHUSI») U HU NPU KaKUX OOCTOATENbCTBAX MaKCHUMallbHas J103a
cuiieHaduIa He J0JDKHA MPeBbIIaTh 25 MI B TeueHHe 48 4acos.

IIpu coBmectHoM mnpueme cuiaeHaduna (B moze 100 Mr OJHOKpaTHO) M CakBHHABUpa
(B moze 1200 mr 3 paza/cyr), uarubutopa BUU-npoTeassl u uHruburopa uzodpepmeHta
CYP3A4, Ha GoHE HOCTHKEHUS MOCTOSHHOW KOHIICHTPAIIMM CaKBHHABHUpa B KPOBH, CPEIHSS
MaKCHMaJIbHasi KOHIICHTpaIisi cBoOOJHOTO cuineHadmia B mia3Me KpoBH (Cmax) MOBBIIIATIACH
Ha 140%, a AUC ysenmunumuBamace Ha 210 %. CungeHadun He oka3pIBaeT BIUSHUS Ha
(hapMaKOKMHETUKY cakBHHaBUpa (cM. pazaen «Crocod mpuMeHeHHs W 103b1»). bonee cuibHbIE
naruoutopsl u3odpepmenta CYP3A4, Takue kak K€TOKOHA30J M UTPAKOHA30J1, MOT'YT BBI3bIBATh
1 6oJee BhIpaKEHHbIE U3MEHEHHUS.

OnHokpaTHeii TIpueM cmigeHaduna B jgo3e 100 Mr COBMECTHO €  DPUTPOMHUIIMHOM
(mo 500 mr 2 pa3a B CyTKM B TEYEHHE 5 JHEH), YMEPEHHBIM HHTHOUTOpPOM H30(pepMEeHTa
CYP3A4, Ha GpoHE AOCTHIKEHHUS MOCTOSTHHON KOHIIEHTPAIIMH SPUTPOMHUIIMHA B KPOBH, TTPHBO M
k yBenmuuenuto AUC cunnenaduna Ha 182 %. Ilpuem asutpomunmua (mo 500 Mr B cyTku
B TeueHue 3 JHel) 370pOBBIMU MYKUYMHAMU-I00pOBOJblIaMU He oka3biBanl BiusHus Ha AUC,
Cmax, BpeMsl JOCTH)KCHHS MAaKCHUMallbHOM KOHLEHTpauuu (Tmax), KOHCTAHTY CKOPOCTHU
MUMUHAIMKM U 1nepuoa nonyBbiBeneHus (Ti2) cungeHaguna wWiIM  €ro  OCHOBHOTO
nupkynupytomero meradonura. umeruaun (B noze 800 mr), uHruOutop muroxpoma P450
u Hecriemuuueckuit uaruoutop CYP3A4, npu coBMecTHOM Mpueme ¢ cuiifieHaduiom (B 103e
50 Mr) mpUBOIWI K TMOBBIIIEHUIO KOHIEHTpAIMU CUifeHaduia B Mia3Me KPOBH Yy 3J0POBBIX
no0poBobIleB HA 56 %.

I'peiindpyToBbii cOk sBAsieTcs cnabbiM uHruOuTopoM Metabonuzma CYP3A4 B crenke

KHIICYHUKA U MOJKET BbI3bIBATh YMCPCHHOC IMOBBIIICHNUEC YPOBHSA CI/IJ'II[eHa(I)I/IJ'Ia B IIJIa3M€ KPOBHU.
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OpHoKpaTHBIA ~ mpHeM  aHTamuaa  (MarHus — TUAPOKCHUJA/aIIOMUHUS  THAPOKCUIA)
HE BJIMST HA OMOJIOCTYITHOCTH CHIIACHAMIIA.

HecmoTtps Ha TO, 4TO crienugryuecKre NCCIIe0BaHMs B3aNMOICHCTBHS CrlieHaduIa co BCeMu
JIEKapCTBEHHBIMU  CpEACTBAMM  HE  IPOBOJWINCH, IO  JIAHHBIM  HOMYJISLHUOHHOIO
(apMaKOKMHETHYECKOTO aHaim3a (papMakOKWHETHKA CuiaeHaduiaa HE MEHsUIach TPU €ro
OJIHOBPEMEHHOM IPUMEHEHUHM C JIEKAPCTBEHHBIMU CPEACTBAMH, OTHOCSIIUMUCSA K TpyIIe
unruouropoB CYP2C9 (takumu xak TonOyramuj, BappapuH, GEHUTONH), TpyMIe HHIMOUTOPOB
CYP2D6 (TakuMM Kak CeJEeKTHBHbIE HWHTMOMTOpPHI OOpaTHOrO 3axBaTa CEpPOTOHUHA,
TPULMKINYECKUE AaHTUICTPECCAHThl), TPYIIE THUA3UIHBIX U THA3UJONOJOOHBIX JUYPETHUKOB,
METJIEBBIX M KajuicOeperawmux AUNYpEeTUKOB, HUHTMOMTOPOB aHTMOTEH3MHIIPEBPAIAIOLIETO
¢depmeHTa, OJIIOKAaTOpPOB  KalbLMEBBIX  KaHAJIOB, AaHTAarOHUCTOB [-aJpEeHOPELEeNnTOPOB
unu  uHAyKTOpoB Metabommsma CYP450 (takumm kak pudamnumnuH, OapOUTypaThl).
B uccnenoBaHum ¢ ydacTheM 3/0POBBIX MYKYMH-IOOPOBOJIBLIEB COBMECTHOE IMPHUMEHEHHE
AQHTAaroHHWCTA SHAOTEINHA 003eHTaHa (KOTOPBIN sABIsSETCS MHAYKTOpoM m3odepmenTtoB CYP3A4
[ymepernsiM], CYP2C9 u, BozmoxHo, CYP2C19) B paBHOBecHOM coctostHuu (125 mr aBa pasa
B CyTKHM) M CWJJICHa(QuIa B paBHOBECHOM cocTossHMU (80 MT Tpu paza B CYTKH) NPHUBOIUIO
k cHmwkeHnio AUC u Cmax cunmenadmia Ha 62,6 % u 55,4 %, cooTBeTCTBEHHO. MOXHO
0XHUJaTh, YTO OJHOBPEMEHHOE NpUMEHEHUE CHIbHBIX HHAYKTOpoB CYP3A4, Takux kak
pudaMnuIuH, BI30BET 00jiee BhIPAKEHHOE CHIKEHHE KOHIICHTpAIMHU cuiijeHaduia B 1iazMe
KpPOBHU.

Hukopannun oOnamaer CBONCTBAMH aKTHBATOPa KAJIMEBBIX KAaHAJIOB M HHUTPATONOAOOHBIM
neiicteueM. brnarogaps HUTpaTHOMY KOMIIOHEHTY JNaHHBINM Mpenapar NOTEHUIUAIbHO CHOCOOEH
BCTYIMATh B KIIMHUYECKH 3HAYMMOE B3aUMOICUCTBUE C CHIIICHA(PHIOM.

Bauanue cunoenagpuna na opyzue nexapcmeennsle cpeocmea

HUccneoosanus in vitro

Cunpnenadun sBusieTcs cinadbiM HHrUOUTOpOM H30odepmentoB 1A2, 2C9, 2C19, 2D6, 2E1 u 3A4
(IC50 > 150 mxM) muroxpoma P450. Ilpu npueme cuigeHapuia B peKOMEHAYEMBIX J03ax
ero Cmax COCTaBIIsIET OKOJO | MKMOJIb, IOSTOMY MajJOBEPOSITHO, UTO JIEKAPCTBEHHBIN Mpernapar
Cunnenadun PeHeBan MOXKET MOBIUATH HA KIUPEHC CyOCTPaTOB 3TUX U30(DEPMEHTOB.

CBenmenuss 0  B3auMOJACWCTBMM  CuileHadwina W HECHeHNU(PUUYECKUX  HMHTHOMTOPOB
docdoaudcTepasbl, TAKUX KaK TEOPIIITUH U TUTHUPUIAMOI, OTCYTCTBYIOT.

HUccneoosanus in vivo
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Cornacyscb ¢ wu3BeCTHBIM J(QekToM Ha curHanpHbld Kackax NO/I'M® (cMm. pasgen
«DapMakoMHAMKKa»), OBUIO  TPOJEMOHCTPUPOBAHO, 4YTO CWIICHA(QUI TOTEHIMPYET
TUIIOTEH3UBHOE JIEHCTBUE HUTPATOB, B CBSI3U C UY€M, IPUMEHEHHE JOHATOPOB OKCUAA a30Ta WU
HUTPATOB B JIO0OW (OpME COBMECTHO C CHJIACHA(QWIOM IPOTHUBOIMOKA3aHO (CM. paszien
«[IpoTHBOTIOKA3AHHUSY).

Puonuryar: JloknMHUYECKUE HCCIENOBAaHUS IOKA3alU JIOTOJHUTEIbHBIA A(PQPEKT CHUKEHUS
CHUCTEMHOI'O apTepUaibHOrO [aBJIEHHS] NPU OJHOBPEMEHHOM HCIOJb30BaHUU HHTHOUTOPOB
®JID3-5 u puomuryata. B KIMHMYECKMX HCCIEAOBAHUAX PHOIMTYyaT I[IOKa3ajdl YCHJICHHE
runoTeH3uBHOro s¢dexra unrudutopoB DJ3-5. OTCYTCTBYIOT [HaHHBIE OJAroMpPUSTHOTO
KiuHu4Yeckoro 3¢¢exkra JAaHHOW KOMOMHAUMU B  TMOMYJISIUOHHBIX  HCCIIEIOBAHUSX.
OpHoBpeMeHHOE NpUMeHeHHe puouuryara u uHruouropor ®J[D-5, Bxmouas cungeHadui,
NpOTHUBOMOKa3aHo (cM. paszen «[IpoTHBONOKa3aHHSD).

CoBMecTHOE mNpuMeHeHHe cuijaeHadmwia U anb(pa-aApeHoOIOKATOPOB MOXKET MPUBECTU
K Pa3BUTHUIO CHMIITOMATUYECKOW TMIOTEH3MH y OTAEIBHBIX MPEIpacoIOKEHHBIX MaIl[MEHTOB.
Pa3BuTHe TaHHOTO COCTOSHUSI BEpOSITHEE BCETO MOKET HAOII0AaThea B TedeHHe 4 4acoB Mocie
npueMa 103bl cuigeHaduna (cMm. pasmenbl «Crnoco0 mpuMeHeHuss U 103bD» U «OcoObie
yKazaHusi»). B Xxome Tpex ucCClemOBaHHWHM CHenU(PUUECKOTO B3aUMOJIEHCTBHS  MEXKITY
JIEKapCTBEHHBIMU  CpPEACTBAMHM  MalMeHTaM ¢  JOOpOKaYyeCcTBEHHOW  TuIlepIuiazuen
npeacrarenbHoi skene3sl (JI'TDK) B crabmibHOM cocTossHMM Ha (OHE IpHeMa JT0KCa303MHA
OJIHOBPEMEHHO Ha3HayaJcsi anbQa-aJpeHobsokaTop J0kca3o3uH (B mo3e 4 mr u 8§ wr)
u cunaeHadw (B mo3e 25, 50 u 100 mr). Y marnueHToB, BKIIOYCHHBIX B JJAHHBIC WCCIIEAOBaHUS,
ObUIO OTMEYEHO CpellHee JOIMOJHUTEIbHOE CHKEHHUE apTepHUaIbHOTO JABIECHUS B MOJOXKEHUH
nexxa Ha 7/7 MM pT. CT., 9/5 MM pT. cT. u 8/4 MM PT. CT., U CpeHEe CHUKEHHE apTepUaIbHOTO
JABJICHUS B TIOJIOKEHWHU CTOsA Ha 6/6 mm pr. cT., 11/4 MM pr. cr. m 4/5 MM pT. CT.,
cOOTBeTCTBEHHO. [Ipr 0fTHOBpeMEHHOM NMPUMEHEHHUH CHIIZICHA(HIa U JOKCa303uHa Y MAI[UEHTOB
B CTa0MJIBHOM COCTOSIHUM Ha (OHE NPHUMEHEHHs JIOKCa3a3HMHa COOOLIEHHs O pa3BUTHU
CUMIITOMAaTUYECKOM OPTOCTAaTUYECKOM TUMOTEH3MH OBLIM HEYacTBIMU. OTH COOOIIEHUS
BKJTIOYAJIM CIy4au TOJOBOKPYKEHHS M IPEeJOOMOPOYHOTO COCTOSTHUS O€3 CUHKOIIE.

[Tpu3HaKOB 3HAUUMOTO B3aUMOAEUCTBUS cuiifeHaduna (B 1o3e 50 mr) ¢ TondyramMmuaoM (B J103€
250 mr) umu BapdapuHoMm (B mo3e 40 Mr) — mpenapaTamH, KOTOpble MeETa0OIM3HPYIOTCS
uzopepmentom ruToxpoma CYP2C9, BeisiBeHO He ObLIO.

Cunnenadun (B goze 50 Mr) He MOTEHUUPOBAI YBEIMYEHHS BPEMEHU KPOBOTEUEHUS,
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BBI3BIBAEMOT0 AllCTHJICAIMITMIIOBOM KUCIIOTOH (B 03¢ 150 mr).

Cunnenadun (B mo3e 50 Mr) He MOTSHIMPOBAI TUIIOTCH3UBHOE JICHCTBUE AJTKOTOJIS Y 3I0POBBIX
IOOpOBOJIBIIEB ~ NPM  MAaKCHMaJIbHOM  ypOBHE  OSTaHOJa B KPOBH B  CpEIHEM
80 mr/m.

Y manueHToB, NPUMEHABIIMX cuiAeHadwi, He ObUI0O OTMEYEHO OTIMYUA mpodus
0€30MaCHOCTH TI0 CPAaBHEHHWIO C TUIane0o Npu OJHOBPEMEHHOM NMPHUMEHEHHWH TaKWX KIIacCOB
THIIOTCH3UBHBIX JICKAPCTBEHHBIX CPENCTB, KaK JMYPETHKH, OJOKATOPHI B-alpeHOpEenTOpPOB,
uHruoutopsl AII®, aHTaroHUCTHI peUENTOpPOB aHrHOoTeH3WHa II, TMMOTEH3WBHBIE MpenapaThl
(BazommiiaTaTopbl M Tpenaparhl IEHTPATBbHOTO JCHCTBHS), OJOKATOPHI aAPEHEPTUYECKUX
perenTopoB, OJOKATOPHI KANBIHEBBIX KAHAIOB M  OJOKATOPHI  0-aJIPEHOPELENTOPOB.
B cnenmanbHOM KIMHUYECKOM HCCIICOBAaHUH, HANPAaBICHHOM Ha W3y4YeHHE JICKapCTBEHHBIX
B3aUMO/JICHCTBUI, MpPU COBMECTHOM IpuMeHeHuu cuineHapmwna (100 Mr) um amiogunuHa
y TAIMEeHTOB C apTepUATbHOW TUNEpPTEH3WEH OBLI0O OTMEYEHO JOTMOJHHUTEIHHOE CHIDKEHHE
CUCTOJIMYECKOTO apTepUalbHOTO JAaBJICHUS B TOJIOKEHHM IallMEHTa Jieka Ha 8 MM pT. CT.
CooTBeTcTByIOIIEE CHIDKEHHE JMACTOJMYECKOTO apTepHalbHOTO JABIIEHUS  COCTaBHUIIO
7 MM pT. cT. [lo BenuuuHe 3TU JOMOJHUTENIbHbIE CHUKEHHS apTepUaibHOrO AABJICHUS OBLIM
COMOCTaBUMBI C TAaKOBBIMHU, HAONIOJaEMbIMH B TpYIIE 3J0POBBIX JOOPOBOJIBLIEB IPH
NPUMEHEHHH TOJIBKO cuiiieHaduiaa (cM. paszen «DapMako nHAMUKAY).

Cunnenapun (B mo3e 100 mMr) He okaspiBajd BIUSHHUS Ha (apMaKOKHHETHKY WHTHOUTOPOB
BUUY-npoTeas3pl, cakBUHaBUpa U PUTOHABUpPA, SBISAIONIMXCA CyOcTpaTamMu H30¢pepMeHTa
CYP3A4, B paBHOBECHOM COCTOSTHUH.

Cunpnenadun B paBHOBECHOM cocTosiHUU (80 Mr TpW paza B CYTKH) BBI3bIBAJI YBEIUYCHHE
AUC 6o03enrana (125 mr nBa pasza B cytku) Ha 49,8 % 1 Cmax 1 42 % y 310pOBBIX JOOPOBOJIBIIEB

MYKCKOTI'O 110JI1a.

Oco0ble ykazanus

JIis AMarHOCTUKM HAapYHICHWH SPEKIHMH, OMpeleNeHUS HMX BO3MOXHBIX MPUYMH U BBIOOpA
a/ICKBaTHOTO JIEYCHHs] HEOOXOAMMO coOpaTh MOJHBIA MEAMIIMHCKHM aHaMHEe3 U MPOBECTH
THiaTenbHoe PU3NKaIbHOE 00CIeI0BaHUE.

Dakmopyl pucka cepoedHo-cocyOuUcmolx 3a001e8anHull

CekcyanbHass aKTUBHOCTH MPEJCTABISIET OMpEACTCHHBIA PUCK TP HATUYUHU 3a00JIeBaHUIA
ceparia, IoTOMY Tepe]l HadaloM J000i Tepanuy 1Mo MOBOAY HAPYIIEHUN SPEKINH Bpad MOXKET

MOCUUTATh HYXHBIM IIPOBCCTU O6CJIGI[OB3.HI/I€ CGp,Z[G‘IHO-COCYI[HCTOﬁ CHUCTCMBI IIallKMCHTA.
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Cunnenadun oxa3plBaeT Ba3oAMJATHUpPYIOIIEE JICHCTBHE, NpUBOAALIEe K HEOOJbIIOMY
TPaH3UTOPHOMY CHW)KCHHIO apTepHalIbHOrO naBiicHus (cM. pasznen «DdapmakoanHaMuKay).
Jlo HaszHaueHus cuwigeHaguia Bpad JOJDKEH TIIATEIbHO OLIEHUTh PHUCK BO3MOKHBIX
HEeXeJlaTeIbHbIX IIPOSIBJIEHUI Ba30IWJIaTUPYIOLIETO JeWCTBUS y MaIMEeHTOB
C COOTBETCTBYIOIIMMH 3a00JIeBaHUSIMH, OCOOCHHO Ha (OHE CEKCyalbHOH aKTHBHOCTH.
[loBpllIeHHas ~ BOCIPUMMYMBOCTH K  Ba3oJwiaraTopaM HaOdroAaercs y  MHallMeHTOB
C 3aTpyJHEHHEM OTTOKa M3 JIEBOrO IKelyJodyka (Hampumep, @pU CTEHO3€ aopThl,
runeprpoduyeckoil 0OCTPYKTUBHOM KapAHMOMHUONATHH), a TAKXKE C PEIKO BCTPEYAIOIIHUMCS
CHHJIPOMOM MHO>KECTBEHHOUH CHUCTEMHOW aTpo(uH, MPOSBISIONMMCS TSDKEJIBIM HapyIICHHEM
pPEryllMM  apTepUaIbHOTO JaBJIEHHUS CO CTOPOHbI BEreTaTUBHOM HEPBHOM CHCTEMBI.
JlexapctBenHbIi npenapatr Cunaenadun PeneBan ycunnuBaeT runoTEeH3UBHBIN A3PGEKT HUTPATOB
(cMm. paszen «[IpoTHBOMOKA3AHHS).

B mepuon moctpeructpalliOHHOTO HaONIO/IEHUS! OBLIM 3apeTMCTPUPOBAHbBI CIIydau CEPbEe3HBIX
CEpAECYHO-COCYUCTBIX OCIOXKHEHUH (B T.4. MH(ApKTa MUOKapAa, HECTAOMIbHON CTEHOKapAWH,
BHE3AITHOM KOPOHApPHOM CMEPTH, JKEIYAOUYKOBOW apUTMHHM, TIE€MOPParu4eckoro HHCYIbTA,
TPAH3UTOPHOM MINEMHYECKOW aTaku, apTEepUalbHOM THIEPTEH3UH M TUIOTEH3MHU), KOTOpBIE
UMEJIM BPEMEHHYIO CBSI3b C IPUMEHEHHMEM JIEKapCTBEHHOTo mnpenapara CunaeHapun Peneain.
bonbmMHCTBO 3TUX MNAIMEHTOB, HO HE BCE M3 HUX, HUMean (aKTopsl pUCKa
CEpACYHO-COCYUCTBIX OCJIOXKHEHMHA. MHOTrMe U3 YKa3aHHBIX HEXKEeJIaTeNIbHbIX SBJICHUMN
HaOJII01aIMCh BCKOPE TOCIIE CeKCYalbHON aKTUBHOCTH, U HEKOTOPbIE M3 HUX OTMEYAJIKMCh 110CIIe
npueMa cuiaeHaguiaa 0e3 NOCIeqyIoled CeKCyallbHOM aKTMBHOCTH. YCTaHOBHUTh Haludue
OpsIMOM  CBSI3M MEXIY JAaHHBIMU SBJICHUSAMHM W YKAa3aHHBIMM WM HMHBIMH (aKTOpaMu
HE MPEICTABIIAETCS BOSMOYKHBIM.

Ipuanusm

[Ipenapatsl i JeueHs 3PEKTUILHON AUCHYHKINH, B T.4. CUIACHA(PUII, JOJDKHBI IPUMEHSATHCS
C OCTOPOXHOCTBIO Y MAIlMEHTOB C AHATOMHMUYECKON Jedopmariueil mosoBoro wieHa (Hampumep,
aHTyJISIIMS, KaBepHO3HBIA (uOpo3 uinn 6ose3Hs Ileliponn) Wiu y manueHToB ¢ 3a00JeBaHUAMH,
IpeJpacnojaraliiMid K pa3BUTHIO MpHanu3Ma (TaKMMU KakK CEpIIOBHIHO-KJIETOYHAs aHEeMus,
MHOKECTBEHHAasi MHeJIOMa WIN JelikeMus). B XoJe NOCTperucTpanioHHOrO HpPUMEHEHHUs
cuieHaduIa MOoCTyNajal COOOLUIeHUS O Pa3BUTHU NMPOJOHTMPOBAHHON SPEKLUMU U MpHANU3MA.
Ecnu spekuus mnurcs cBbllle 4 4YacoB, MAalMEHTY CleqyeT OOpaTUThCS 3a HEOTJIOKHOU

MEIUIIMHCKON moMouislo. Eciu Ipu npruannudMe HC MPHUHATb HCOTIIOKHBIC MCPBI, TO MOKCT
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MIPOU30MTH TOBPEXKACHNE TKaHEH TOJI0OBOTO WieHa U HeoOpaTHMasi HOTeps NOTEHIIHH.
Cosmecmnoe npumenenue ¢ opyeumu uneuoumopamu DP/3-5 unu opyeumu memooamu nedeHus
IPEKMUNLHOU OUCPHYHKYUU

bezonacHocTh n 3¢ (deKTHBHOCTh CHieHadWIa IpU MPUMEHEHHH B KOMOHMHAIMM C JIPYTUMHU
uHrHONTOpaMu ®J[D-5 wim IpyrumMu mpenapaTamu Ui JICYCHHS JIETOYHOHM apTepUabHOM
THIIEPTEH3UH, COACPKAINMU crueHadmn (HanpuMep, PeBanuno), a Takke IpyruMu CpeacTBaMu
JUIS JICYCHUS DPEKTHIHHON JUCOYHKIIMM HE W3yYaIWCh, IMO3TOMY HCIIOJIB30BAHHE TaKHX
KOMOMHAIINI HE PEKOMEH TyeTCsl.

Brusnue na spenue

Bt TONydeHBI CIIOHTAHHBIE COOOIIECHUS O CIIydasx HapYIICHHS 3pCHHS TpH TpUeMe
cunaeHapwia u apyrux wuHrHOUTOpoB DJD-5 (cMm. pasgen «IloGouHoe JEHCTBHEY).
B crnonTtanHBIX CcOOOMmEHUSX W HAOMIOIATEIHFHOM HCCICAOBAHUHM OBLTM OTMEYEHBI CIydau
peakoro 3a0oyieBaHUS — HEAPTEPUUTHOW NEpeqHEed HIIeMHYecKON HeWponaTuu 3pUTEIbHOTO
nepBa (HIIMH3H), koTtopsie uMenu CBsI3b ¢ MpUEMOM CUJeHaduIa U APYTUX WHTHOUTOPOB
®JI3-5 (cm. pasmen «Ilobounoe neiicTBre»). IlanneHTOB HEOOXOIUMO MPEAYIPEAUTH O TOM,
YTO B Cllydyae BHE3aITHOTO HAPYIICHUS 3pEHUsl CIeAyeT MPEKPaTUTh MPHEM JIEeKapCTBEHHOTO
npenapara Cwinenapun PeneBamr W HeMemIieHHO o0OpaTUTbCS K Bpady (CM. pazzen
«[IpoTUBOTIOKA3aAHUSY).

Cosmecmublil npuem ¢ pumoHasupom

CoBMecTHOE mpUMEHEHHE cuiaeHaduiIa U PUTOHABUpAa HE peKOMEHAyeTcs (CM. pasnen
«B3aumoeiicTBre ¢ IpyriMH JIEKAPCTBEHHBIMHU CPEACTBAMM).

Cosmecmubiii npuem ¢ anrb@a-aopeHodiokamopamu

[Tockonbky coBMecCTHOE NpUMEHeHue cuiaeHadmna u  anb(a-aJIpeHOONIOKATOPOB MOXKET
MPUBECTH K PAa3BUTHIO CUMIOTOMATUYECKOW THMOTEH3MH Y OTIEIbHBIX YYBCTBUTEIBHBIX
MAIMEHTOB, CIIEYeT C OCTOPOKHOCThIO Ha3HAuaTh CUIACHA(UI MalueHTaM, MPUHUMAIOIIUM
anbda-agpeHobmokaTopel (cM. pasnen «B3aumopeiicTBue ¢ JAPYrUMH  JIEKAPCTBEHHBIMU
cpenacTBamMmu»). PazBuTre JaHHOTO COCTOSIHMS BEPOSITHEE BCErO MOKET HAOMIOAAThCS B TEUEHUE
4 wdacoB mocie mnpuema 1036l cuineHaduna. C 1enbl0 MUHUMHU3ALMW PHUCKA Pa3BUTHUS
OPTOCTAaTUYECKOW THUMNOTEH3UH TEpanui  CuijeHaQuiIoOM MOXHO  HAYMHATh  TOJBKO
y reMOIMHAMUYECKH CTaOUIIBHBIX MAIMEHTOB, MIPUMEHSIOIINX OIOKATOPHI
anbda-agpeHopenentopoB. CreayeT Takke pacCMOTPETh BOMPOC O MPUMEHEHUU cuiieHadumna

B HauanbHOM m03e 25 Mmr (cM. pasnen «Crocod mpumeHeHus M A03b1»). Kpome Toro, Bpauam
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HeoOxomuMo WH(GOPMUPOBATH TAIMEHTOB O TOM, KakKue JEHCTBUS CIEAYET MPEANPUHSITH
B CJIy4ae MOSBJICHUS! CUMIITOMOB OPTOCTaTHYECKOM TMIIOTEH3UH.

Brusnue na ceepmuisaemocmo kposu

B wuccienoBanusx Ha TpoMOOLMTax dYeloBeka IN VItro ObUIO TOKa3aHO, YTO CHIIICHA(HI
MIOTEHIUPYET aHTHUArperaHTHOE JEeHCTBUE HUTpolpyccuaa HaTpus. CBeneHus o 0e30macHOCTU
MPUMEHEHHUsI CriiieHaduiia y marueHToB ¢ HapyIIEHUSIMH CBEPTHIBAEMOCTH KPOBH HJIU OCTPOU
MENTUYECKONW $3BOM OTCYTCTBYIOT, MO3TOMY NpHUMEHEHHE CcuijieHaduia MalueHTaMu 3TOU
IPYIIBI BO3MOKHO JIMIIB MTOCJIE TIIATEIbHOM OIIEHKH COOTHOIIEHMSI M10JIb3a/pUCK.

Kenwunoi

JlexapctBennbli mpemapat CunneHadun PeneBam He mipeaHasHayeH Uil TPUMEHEHUS
Y JKEHIIIHH.

Bcnomozamenvhule eugecmea

[TatmeHTamM ¢ peako BCTPEYAIOLICHCS HACIEICTBEHHOW HENEPEHOCUMOCTBIO TIallaKTO3bl,
neUIIUTOM JIaKTa3bl JIOTIAPEH WM TIIFOKO30-TaJlaKTO3HOM MalibabcopOumet He clemayer
MIPUHUMATD 3TOT Ipernapar.

JlanHbIil penapaT coAepKUT MeHee 1 mmoutb (23 mr) HaTpus Ha 1 TablIeTKy, TO eCTh, 10 CYTH,

HE COJICP’KUT HATpUS.

Biusinue Ha c1OCOOHOCTH YNIPABJISITh TPAHCIIOPTHBIMHU CPeACTBAMH, MEXaHU3MaMU
JlexkapctBennblii mpenapat CuiigeHadguin PeHeBan oka3bIBaeT HECYIIECTBEHHOE BIIMSHUE
Ha CIIOCOOHOCTH YIPABISATH TPAHCIIOPTHBIMU CPEICTBAMU U MEXaHU3MAaMHU.

[Tockonbky B KIMHUYECKUX HCCIEIOBaHUIX cuiieHaduma cooOmaisocs O BO3MOXKHOCTU
Pa3BUTUS TOJOBOKPYKEHUS M HAPYLUICHUIN 3peHHs, MAlMeHT JOJDKEH 3HAaThb O BO3MOXHOCTHU
MOSIBJICHUSI JAaHHBIX peakluil Ha mpHeM cuiaeHaduia mepea TeM, Kak CecTh 3a pyib

HJIN IPUCTYIIUTD K YIIPABJICHUIO CIIOKHBIMH MCXaHU3MAMMU.

®opma BBIIIYCKA

TabneTku, MOKPHITHIE MIIEHOYHOU 0060104KO0i, 25 MT, 50 M, 100 Mr.

ITo 1, 4, 5, 10 TabneToK B KOHTYPHYIO SIUEHKOBYIO YIIAKOBKY U3 IUICHKH MOJMBUHUIXIOPHIHON
1 GOJBIY AIFOMUHUEBOM MEYaTHOM JTaKUPOBAHHOM.

1 KOHTYpHYIO sUelikoByI0 ymakoBky mo 1, 4, 5, 10 TaOGneTrox uiaM 2 KOHTYpHbIE slUEHKOBBIE
yrnakoBKU 1o 10 TabneTok ¢ MHCTPYKIMEH MO NPUMEHEHHIO MOMEIIAIOT B MavyKy M3 KapTOHA

HJIA HOTpC6HTCJ’ILCKOﬁ Taphbl.
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YciaoBus XxpaHeHust
[Ipu remnepatype He Bbiiie 30 °C B opUruHanbHON ynakoBKe (OJUCTEp B MAUKE).

XpaHUTh B HETOCTYITHOM JUIsl IETEH MECTE.

Cpok rogHocTu
3 roxa.

He IMPUMCHSATD 110 UCTCUYCHUHU CpOKa roAHOCTH.

YcaoBust ormycka

OTmyckaroT o peuenty.

Baagesen perncTpauMoOHHOIO y10CTOBEPEHHU:

AxuunonepHoe obmiectBo «IIpousBoacTBeHHas apmaleBTHueckas kommnanus OOHOBICHHE»
Opunnuecknii ampec: 633621, Hoocubupckas o061., Cy3yHckuii paiton, pi. Cy3yH,
yn. Komuccapa 3sTbKoBa, 1. 18.

Ten./dpakc: 8 (800) 200-09-95.

Wutepuer: www.renewal.ru

IIpousBoauTe/nb

AxuunonepHoe o6mectBo «IIpou3BocTBeHHas GapMaineBTHUecKas KomnaHuss OOHOBICHHE»
Ilpouzeoocmeo 2omoesoti  nekapcmeennou  opmv/  Dacoswux  (nepsuunas ynakoexa)l
Ynakoswuk (6mopuunas nompebumenvbckas ynakoska)

HoBocubupckas o6:1., r. HoBocubupcek, yn. Cranimonnas, a. 80;

HoBocubupckas o6:m1., r. HoBocubupcek, ya. Cranimonnas, 314. 80/3.

Buoinyckarowuii konmponw kauecmea

HoBocubupckas o6:1., r. HoBocubupcek, yi. Cranimonnas, a. 80.

Opranun3anusi, (PUHUMAIOLIANA IPETEH3MHU OT NOTpeduTe el
AximonepHoe o6miectBo «IIponsBoacTBeHHas papMmarieBTHUecKast komnaHust OOHOBIIEHUE
630096, r. HoBocubupck, yn. Crtannuonsas, a. 80,

e-mail: pretenzii@pfk-obnovlenie.ru
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