NMHCTPYKLUA
10 MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITIPEITAPATA

CWIAEHAOUJI-®IIO®

PerncrpauuonHblii HoMep

Toprosoe HauMeHOBaHUE

CI/mz[eHaQ)HJI-CDHO®

MexayHapoaHoe HeATEHTOBAHHOE HAUMEHOBAHM e

cuieHap U

JlekapcTBenHnas popma

TabyieTKu, MOKPHITHIC INIEHOYHOH 000JI0YKOM

Cocras

1 TabyieTKa COIEPIKUT:

Oeticmsyrowee gewecmgo: cuniaenadwmina uurpat 35,1125 mr / 70,225 mr / 140,45 mr, B iepecuete
Ha cuaenadua 25 mr / 50 mr / 100 wmr;

6cnomozamenvhvle eujecmsed: 1EIII0I03a MUKPOKpUCTAINIMYecKas, Kajablus ruapodocdara
JTUTHAPAT, KPEMHUS TUOKCHU]T KOJUTOUIHBIN (aspocwi), moBuaoH K30, Hatpusi kpockapMesuiosa,
MarHusi cTeapar;

ecnomozamenvhvle geujecmea OJisi 000104KY: TOTOBass CMECh TS TUICHOYHOW O0OJIOYKH [CITUPT
MOJIMBUHUJIOBBINA, TUTaHA TUOKCHUJI, TAIBK, MAKPOTOJI, AJIIOMUHUEBBIN JIaK HA OCHOBE KPaCUTEIs
WHIUTOKapMHHA, KPACUTENb KeJle3a OKCHJI XKEThIH].

Onucanue

Ho3uposka 25 me: KpyTible NBOSKOBBIMYKIIbIE TaOIETKH, MOKPHITHIE MIIEHOYHOW 000JI0YKOMA
roJryooro mBeTa.

Jozuposxa 50 me: Kpyrible ABOSKOBBITYKIBIC TAOJIETKH, TOKPHITHIE TUIEHOYHOM OO0OJOUYKOM
roiy0oro 1Bera, ¢ puCcKOH.

Hosuposxa 100 me: NBOSKOBBIMYKJIbIE TaOJETKH MPONOJTOBaTON (OPMBI CO CKPYTJICHHBIMH
KOHIIAMH, TIOKPBITHIC TIJICHOYHON 000I0YKOM TOIy0O0TO 1[BETA, C PHUCKOM.

Ha nomnepeunom pa3zpese sapo TablIeTOK BceX T0O3UPOBOK OEJI0Tro MM OYTH O€oro 1BeTa.
dapmakoTepaneBTHYeCKas rPynna

CpencTBo aJis JiedeHus SpeKTIiIbHOM quchyHkmy — O1D5-unrudurop.

Kon ATX

GO04BEO03

dapmMakoJIOrn4yecKne CBoiicTBa



Dapmakoounamuxa
CunneHaguyl — MOIIHBIA CENEKTUBHBIM WHTHOMTOpP LUKIOryaHo3uHMoHOdochaT (ulMD) —
crennduaeckoit pocdoaudcrepasnbl 5-ro tuma (OIIS5).

Mexanusm delicmsus

Peanu3anus (pU3M0OI0rHYECKOr0 MEXaHU3Ma 3PEKIIUU CBS3aHa C BBICBOOOKICHUEM OKCHA a30Ta
(NO) B kaBepHO3HOM Tej€ BO BpEMS CCKCYalIbHOH CTUMYJISIMUA. DJTO, B CBOK Ouepe/b,
OPUBOIUT K yBenuueHuto ypoBHa ul M®, mocnenyoomeMy pacciaabieHUI0 TiaJKOMBIIIEYHON
TKaHU KaBEPHO3HOI'O T€JIa U YBEJIIMUEHUIO IPUTOKA KPOBH.

Cungenaduyli HE OKa3bplBa€T MPSMOTO PACCIA0NSIONICT0 JCWCTBUS HAa W30JMPOBAHHOE
KaBepHO3HOE TENO 4YeloBeka, HO ycwmmBaeT 3Pdext okcuma azora (NO) mocpencrBom
uHruoOupoBanus O[5, koTopas oTBeTcTBEeHHA 3a pacnaa ul M.

Cunnenadun cenektuBed B otHomeHur PJID5 in vitro, ero aktuBHoCTh B oTHOIIEHHH DJID5
MIPEBOCXOUT aKTHBHOCTh B OTHOIIICHUH JIPYTUX M3BECTHBIX M30(DepMEHTOB (oc(oaudCTepashl:
DJ[56 — B 10 paz; A1 — 6omnee yem B 80 pa3; ©J122, ®AD4, ®JID7-D/ID11 — Gonee yem B
700 pa3. Cunnenadun B 4000 paz Gonee cenexkTuBeH B oTHomieHuu PJ[D5 mo cpaBHEHHIO C
®J133, uro uMeer BaxHellIee 3HauYeHHE, MOCKOJIbKYy DJ[D3 sBnseTcs OOHUM M3 KIIHOYEBBIX
(hepMEHTOB PETYJISIIIUU COKPATUMOCTH MHOKap/1a.

Oo6si3aTebHBIM  ycjOBHeM 3¢ (eKkTUBHOCTH cHileHAPUIa SIBJISETCH  CeKCyaJbHas
crumyasinus. CunneHadua BOCCTAHABIMBACT HAPYIIEHHYIO JPEKTUIbHYIO (YHKIHMIO B
YCIIOBHSIX CEKCYyaJIbHOW CTUMYJISILIMU 32 CUET YBEIUYEHUS IPUTOKA KPOBU K KABEPHO3HBIM TEIam
MOJIOBOTO WICHA.

Knunuueckue oannvie

Kapouonoeuueckue uccnedosanus

[Tpumenenue cungeHaduna B go3ax a0 100 Mr He NPUBOAMIO K KIMHUYECKH 3HAYUMBIM
u3meHenusM OKI' y 310poBbIX 100poBOJbIeB. MakcHUMaabHOE CHHMXKEHHE CHCTOJIMYECKOTO
JaBJICHUs B TOJIOKEHHH JIeKa Tociie mpuema cuiaeHaduia B go3e 100 mr cocraBmwio 8,3 mMm
pT.CT., a JMACTOJMYECKOro pAaBieHus — 5,3 MM pT.cT. boiiee BbIpaKEHHBIM, HO TakKXe
npexonsamit g ekt Ha aprepuansHoe naBieHue (AJl) oTMeuancs y marueHToB, IPUHIMABIINUX
HUTpaTHI (cM. pasnensl «[IpotuBomnoka3zanus» u «B3anMopaeicTBre ¢ IpyruMu JIEKapCTBEHHBIMU
CpEICTBaMm).

B nccnenoanuu remomHamMuyeckoro ¢ ¢exra cunaeHaduia B ogHoKpatHoi no3e 100 mry 14
MAIMEHTOB C TshKenol umemudeckoit 6onesnpio cepamna (MbC) (6onee yem y 70 % manueHTOB
OBLT CTEHO3, 110 KpalHel Mepe, OTHOM KOPOHAPHOW apTEPHH) CUCTOJINYECKOE U TUACTOINYECKOE
JIaBJICHUE B COCTOSIHUM NOKOs yMeHbWanoch Ha 7 % u 6 % COOTBETCTBEHHO, a JIETOYHOE

CHCTOJIMYECKOE JaBJICHUE CHIDKAIOCh Ha 9 %. CunneHadgun He BIUSI Ha CEPACUHBIN BBIOPOC U
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HE Hapymial KPOBOTOK B CTEHO3HPOBAHHBIX KOPOHAPHBIX apTEpHsiX, a TaKKe MPUBOIII K
yBenu4eHuto (rnpumepHo Ha 13 %) ageHO3UMH-MHIYIHUPOBAHHOTO KOPOHAPHOTO MOTOKA KaK B
CTCHO3UPOBAHHBIX, TAK U B UHTAKTHBIX KOPOHAPHBIX apTEPHSIX.

B nBoitHoM cienom miareOOKOHTPOIMPYEMOM HcciaeaoBaHUU 144 marueHTa ¢ 3peKTHIIBHOU
TUCHYHKIMEH W CTaOWIBHOW CTEHOKapAued, NMPUHUMAIOIINX AHTUAHTUHAIBHBIC IpemapaThl
(KpoMe HHTPATOB), BBIMONHUIA (U3UYECKUE YIPAKHEHUS JO TOr0O MOMEHTa, KOTrja
BBIPQXEHHOCTh CHMIITOMOB CTE€HOKApJIWU YMEHbLIMIACh. [IpOMOIKUTENBHOCTh BBITIOIHEHUS
ynpakHeHus: Obuta jgoctoBepHo Oombiie (19,9 cekynnbl; 0.9-38.9 cexkyHapl) y MamueHTOB,
NPUHUMABIINX CWIIeHAdUI B OJHOKpaTHOU no3e 100 Mr, mo cpaBHEHUIO C TAIUCHTAMH,
MOJTy4aBIIUMHU IJ1a1e00.

B pannoMu3upoBaHHOM JBOWHOM CJENOM IJIalle00KOHTPOJIUPYEMOM HCCIIEIOBAaHUHN H3Yydallu
s dext nepemennoit no3el cungeHadmia (mo 100 mr) y myxuun (N = 568) c 3peKTUIbHOU
TuchyHKITUEH 51 apTepuaIbHOU TUIIEPTEH3UEH, NPUHUMAIOIINX Oonee JIBYX
AHTUTUIIEPTEH3UBHBIX npenaparoB. CunjgeHadun ynydmnn spekuuio y 71 % MyxuuH 1o
cpaBHeHuio ¢ 18 % B rpynmne miane6o. Yacrora HebnaronpuatHbeix 3 (ekToB OblLIa cpaBHUMA C
TAaKOBOH B JIpYyrMX TpyNmax NalHeHTOB, TaK >K€ Kak y IWI, NMPUHUMAIOIUX Oolee Tpex
AHTUTHUIIEPTCH3UBHBIX MPENapaTOB.

Hccnedosanus spumenbHulx HapyuleHuil

Y HeKOTOpBIX ManueHToB Yepe3 | yac mocne mpueMa cuiaeHaduna B go3e 100 Mr ¢ momoruisio
tecta @apHcBopTa — Mancenna 100 BBISIBICHO JIETKOE M MPEXOsiiee HapylIeHne CIOCOOHOCTH
pasnuuaTh OTTEHKM IBeTa (CHHero/3eneHoro). Yepes 2 wyaca mociie NpueMa Mperapara dTH
U3MEHEHHUs OTCyTCcTBOBaIM. CUMTaercs, YTO HapyllIeHHWE IIBETOBOIO 3pEHHS BBI3BIBAETCS
unruoupoBanueM ®J[D6, koTopas yyacTBYeT B TMpollecce IMepeladdl CBeTa B CeTyaTKe Tiiasa.
Cungenadun He OKa3blBal BIUSHUS Ha OCTPOTY 3pEHUS, BOCIPHUSTHE KOHTPACTHOCTH,
AIIEKTPOPETUHOTPAMMY, BHYTPUTJIA3HOE JTaBJICHHUE UIIU IHaMeTp 3padka.

B mnaneOGoKOHTpONHpPYyEMOM MEPEKPECTHOM HCCIIEOBAaHMM MAIMEeHTOB C  JIOKa3aHHOMN
pPaHHEBO3PACTHON MakyJsipHO# aereHepauueit (N = 9) cugenadun B oxHokpaTHOH 03¢ 100 mMr
nepeHocuiIcs Xxopoio. He ObUI0 BRISIBICHO HUKAKUX KITMHUYECKU 3HAYMMbBIX U3MEHEHHH 3peHus,
OLICHMBAEMbIX IO CIEHUAIbHBIM BHU3yaJbHBIM TecTaM (OCTpOTa 3peHHs, pelieTka Amciep,
[[BETOBOE BOCIPHUATHE, MOJEIMPOBAHUE MPOXOXKACHUS IBeTa, mepumerp XoMmbpu u
dotocTpecc).

Dhexmusrocms

D¢ heKTUBHOCTh U 0€30MaCHOCTh CHiieHaduIa OIICHUBAIHN B 21 paHIOMU3HPOBAHHOM JIBOWHOM
CJICTIOM TUIale00KOHTPOIUPYEMOM HCCIIEIOBAHUH TPOJOKUTEIHHOCTRIO 10 6 MecsieB y 3000

MalUeHTOB B Bo3pacTe OT 19 mo 87 neT ¢ 3peKTwibHOW AUCHYHKIHUEH PAa3TMIHON STHOJOTHUU
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(opranuyeckod, TNCHUXOTEHHOM WJIM CMEUIaHHOW). DQQEeKTHUBHOCTH TNpemnapaTa OLEHUBAIU
I00AbHO C WCIOJB30BaHWEM JIHEBHHMKA JPEKIUU, MEXKIYHAPOJHOTO WHICKCA 3PEKTHUIHHON
byHKIUM (BaIMIUPOBAHHBIN ONPOCHUK O COCTOSHHMM CEKCyaldbHOW (YHKIMH) U ompoca
napTHepa.

OddextuBHOCTh cunaeHaduia, onpeneacHHas Kak CIIOCOOHOCTh JTOCTHTaTh U TOJICPKUBATH
APEKLHIO, TOCTATOYHYIO ISl YIOBIECTBOPUTEIHHOTO ITOJIOBOTO aKTa, ObLjIa MPOJEMOHCTPHUPOBAHA
BO BCEX IPOBEJCHHBIX UCCIICOBAHUIX U ObUIa MOATBEPKACHA B JOJITOCPOUYHBIX HUCCIIEIOBAHUSIX
NPOJODKUTENbHOCTRI0O 1 roa. B uccnenoBaHusix ¢ mpuMeHeHHEM (DUKCHUPOBAHHOW 03I
COOTHOIIIEHUE TAIUEHTOB, COOOMIMBIIMX, YTO TEPaUs YJIYYIIWIA X 3PEKIUI0, COCTABISIIO:
62 % (mo3a cunaenaduna 25 mr), 74 % (no3a cunaeHadmia 50 mr) u 82 % (mo3a cunaeHaduna
100 mr) mo cpaBHeHuto ¢ 25 % B rpymnmne miane6o. AHamu3 MEXAyHapOAHOTO HHAEKCa
SPEKTWIbHON (YHKIMU T[OKa3al, 4YTO JOMOJHUTEIBHO K VYIYYIICHUIO SPEKIUU JICUYeHUE
cwiieHaUIOM TaK)Ke IMOBBIMIATI0 Ka4eCTBO Opra3Ma, MO3BOJISLIO JOCTHYD YJIOBJICTBOPECHUS OT
II0JIOBOT'O aKTa U OOLIETO YJOBJIETBOPEHUSI.

CornacHo 000011IeHHBIM JaHHBIM, CPEU MAllMEHTOB, COOOUIMBIINX 00 YIYUYIICHUH SPEKIIH TPU
JeYeHUH cuiieHagmioM, obun 59 % OonbHBIX auaberoM, 43 % NAIMEHTOB, MEPEHECIINX
pPaAMKaIbHYIO IPOCTATIKTOMUIO U 83 % MaluEeHTOB ¢ MOBPEXKACHUSIMH CIIMHHOTO MO3ra (IPOTHUB
16 %, 15 % u 12 % B rpynie mianedo COOTBETCTBEHHO).

DapmakoKkunemuxa

®dapMaKkOKHHETHKA cujIeHaduia B peKOMEHIyeMOM JIMana3oHe 103 HOCUT JTMHEHHBIN XapakTep.
Bcacvieanue

[Tocne mpuema BHYTpH cuieHaduna OBICTPO BcachiBaeTcs. AOCOMIOTHAsE OWOJOCTYITHOCTH B
cpenteM cocrapisieT okoso 40 % (ot 25 % g0 63 %). In vitro cunaenadun B KOHIEHTPALUH
okormo 1,7 ur/mn (3,5 HM) mnopaBmsier aktuBHOCTh DJD5 uenmoexka Ha 50 %. Ilocme
OJIHOKpaTHOTO Tprema cuiaeHaduna B go3e 100 Mr cpemssss MakCMMallbHasi KOHIICHTPAIUs
cBoOogHOTO criifeHadmIa B tiasMe KpoBH (Cmax) My»KUuH cocTaBisieT okojio 18 ur/mi (38 HM).
Cmax Tipu ipueMe cuiiieHaduIa BHYTPh HATOIIAK JOCTUTAETCS B cpeHeM B Tedenune 60 MuH (OT
30 mun mo 120 mwuH). [Ipu npueme B COYETAaHUHM C JKUPHOW MHIIEH CKOPOCTh BCACHIBAHHS
camkaercs: Cmax yMeHbIIaeTcss B cpeaHeM Ha 29 %, a BpeMs JIOCTHDKCHUS MaKCHMalbHOU
KOHUEHTpauuu (Tmax) yBenuuuBaercs Ha 60 MHUH, OJJHAKO CTENEeHb aOCOpOIUU JOCTOBEPHO HE
u3MeHsieTcs (IUI0Maas Mo GapMaKOKMHETHYECKON KPUBOW «KoHIeHTpanus — Bpems» (AUC)
cHmkaercs Ha 11 %).

Pacnpeoenenue

O0nem pacripesiesieHns cuiieHaduiIa B paBHOBECHOM COCTOSIHMHM COCTaBJIsieT B cpeaneM 105 .

CBs3p cuiieHagmiIa W €ro OCHOBHOTO IMPKYJIUpYRoiero N-IeMeTHIbHOTO MeTadoiuTa ¢
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OenkaMM TJIa3Mbl KPOBH COCTaBIsieT Okoilio 96 % ¥ HE 3aBUCHUT OT OOIIECH KOHIIEHTPAIUU
npemapata. Mernee 0,0002 % no3sl cunneHaduna (B cpeaneM 188 HT) oOHapyXEHO B criepMe
yepe3 90 MUH moclie mpuema Impemnapara.

Memabonusm

Cunnenadgun MeTaOoMU3UpPyeTCs TIIaBHBIM O0pa3oM B IEYEHU MOJ JCHCTBHEM H30(pepMEeHTa
mutoxpoma CYP3A4 (ocHoBHO# nyTh) U m30(pepmenta uroxpoma CYP2C9 (MUHOpPHBIN MyTh).
OCHOBHOM IHMPKYJIUPYIOIIUA aKTUBHBIA MeTabonuT, oOpasyromuiics B pesyibTate N-
JEMETHIIMPOBAaHUS cuiieHadua, nmoaBepraercs nanbHeimeMy meradonusmy. CeneKTUBHOCTh
neicTBus 3TOro Metabonmra B oTHomeHnn OJID comocraBuMa ¢ TakoBOW cuiieHaduia, a ero
aKTUBHOCTH B oTHoIreHuu DJII5 in vitro cocrasisier okoso 50 % akTUBHOCTH cueHadHIA.
Konnentpanus merabonuTa B I1a3Me KpOBU 370POBBIX JOOPOBOJIBILIEB cocTapisiia okono 40 %
OT KoHUeHTpauuu cuineHaduna. N-meMeTuabHBIA MeTabONUT MOoJBEpraercs AalbHEHIIeMy
MeTab0IM3MY; TIEproI ero moyBbiBeeHus (T1/2) COCTaBIsET OKOJIO 4 YacoB.

Buigeoenue

O6mmit kmpeHc cuinaeHaduna cocrasiser 41 n/gac, a koneunbli Ti2 — 35 4vacos. Ilocme
npreMa BHYTpPb, TaK K€ KakK IOCJIe BHYTPUBEHHOTIO BBEJECHUS, CHIIIeHA(DUI BHIBOAUTCS B BHJIE
MeTabOoJIUTOB, B OCHOBHOM KuiiedHHKoM (okosio 80 % mepopaibHON [103bI) U B MEHbBIIEH
creneHu novkamu (okono 13 % nepopaibHO¥ 103b1).

DapMaKOKMHETHKA Y 0COOBIX rpyni DanucHTOB

Toocunvle nayuenmul

Y 310pOBBIX TOXHJIBIX MAlMEHTOB (CTapmie 65 JeT) KIMpEeHC cuiieHaduia CHUXKEH, a
KOHIIEHTpaIrs CBOOOIHOTO cuiieHaduia B miasme npuMepHo Ha 40 % BbIIIe, 4YeM y MOJIOJBIX
(18-45 net). Bo3pact He Oka3bIBaeT KIMHHUYECKH 3HAYMMOTO BIIMSHHS HAa 4YacTOTY Pa3sBHTHS
n00OYHBIX AP PEKTOB.

Hapywenus ¢pynxyuu novex

[Tpu nerkoit (kmupenc kpeatmanHa (KK) 50-80 mu/muH) n ymepennoit (KK 30-49 wmu/mun)
CTETEHU IOYEYHOM HEeIO0CTaTOYHOCTH (hapMaKOKMHETHKA CHIAeHA(UIa Mocie OJHOKPATHOIO
npuema BHYTpb B o3¢ 50 mr He u3mensercs. [Ipu Tskenoil modeyHoil HeJOCTaTOYHOCTH
(KK < 30 ma/mMuH) KIupeHc cuaieHaduIa CHIKACTCS, YTO TPUBOIUT K IPUMEPHO IBYKPATHOMY
yBennuenunto 3HaueHust AUC (100 %) 1 Cmax (88 %) mo cpaBHEHHUIO ¢ TAKOBBIMH TTOKA3aTEIISIMU
IpY HOPMATbHOU (DYHKIIMHU TIOYEK y MAIMEHTOB TOH YK€ BO3PACTHOM TPYIIIIHL.

Hapywenusa ¢pynkyuu nevenu

VY manueHToB ¢ muppo3om nedeHn (kmaccel A u B no kmaccudukannm Yaitng — [1p10) KupeHc
cuiieHaduIa CHUXKACTCS, YTO NMPUBOAUT K noBbimieHUI0 3HadeHuss AUC (84 %) u Cmax (47 %)

110 CPAaBHEHUIO C TAKOBBIMH MOKA3aTeNIMU MTPU HOPMAJILHOM (PYHKIIMH MEYEHH Y MalUEeHTOB TOM

5



e BO3pacTHOM rpymnmbel. PapMakOKMHETHKa cuwineHaguiaa y OONBHBIX C  TSDKEJBIMH
HapymeHusiMu ¢yakimu nedenu (kiaace C no knaccudukanun Yainn — [1p10) He n3yyanacs.
IHoka3anusi K NpUMeHEeHUI0

Cunpenadun-®IIO® nokazan K MPUMEHEHHIO Y B3pOCIBIX B BO3pacTe oT 18 neT 11 nedeHus
HapYyIIECHUH 3PEKIIH, XapaKTEPU3YIOLINXCS HECTIOCOOHOCTHIO K JOCTHXKEHHIO MIIM COXPAHEHUIO
APEKIIUH [10JIOBOTO YJIEHA, JOCTATOYHOM JUIsl YAOBIETBOPUTEIBHOIO IIOJIOBOIO AKTa.
Cunoenagun 3¢ghghexkmusen monvko npu ceKcyanrbHoOlu CIMUMYIAUUU.

IIporuBonokazanus

['MnepyyBCTBUTENFHOCTD K CHIICHA(DIITY WIIH K JTI0OOMY APYroMy KOMIIOHEHTY TpenapaTa.
[IpuMeHeHre y MalueHTOB, MOJIYYaroUIMX MOCTOSHHO WM C NEpEephIBAMU JIOHATOPbHI OKCHA
a30Ta, OpPraHUYeCKHe HUTPAThl WJIM HUTPUTHI B JIOOBIX (DOpMax, MOCKOIBbKY cuiaeHa(u
YCUIIMBAaeT TUIIOTEH3UBHOE JelicTBUE HUTpaToB (cM. pasaen «B3aumoneilcTBue ¢ ApyruMu
JIEKapCTBEHHBIMU MperapaTaMm»).

CoBMecTHOE npuMeHeHue uHruOutopoB ®J[D5, Brirovas cuigeHapuil, CO CTUMYJIATOPAMU
TyaHWUJIATIMKIA3bl, TaKUMH Kak pHOLUIYyaT, TaK Kak »JTO MOXET MPHUBOIUTh K
CUMITOMATUYECKON TMIIOTEH3UH.

BesonacrocTs 1 dddextuBHOCTS npenapata Cunnenadun-GIIO® npu coBMECTHOM IPHMEHEHHH
C JAPYTUMH CpEACTBAMHU JICUEHUs] HAPYIIEHUN SPEKIMH HE H3ydaluCh, MOITOMY MPUMEHEHHE
oJOOHBIX KOMOMHAIMM HE pekoMeHayeTcs (M. paszzen «Ocobble yKazaHus»).

Tspxenas neueHouHas HepocTaTouHOCTH (kiace C no knaccudukanuu Yaiina-ITsro).
OpnHOoBpeMEHHBIN IPUEM PUTOHABUDA.

Tsokenple  cepeUHO-COCYIUCTbIE 3a0ojeBaHusl (TsDKenash cepiieuyHas HeAOCTaTOYHOCTb,
HecTaOUIbHAsl CTEHOKAp/Us, IEPEHECEHHbIE B TEUEHHE TIOCIETHUX IIECTH MECSIIEB MHCYIBT WU
UHpapKT MUOKapAa, KU3HEyTpoxKaromue aputMud, runeprensus (Al > 170/100 mm pr.cT.) unu
aprepuanbHas runotensus [AJ] mernee 90/50 mm prt.ct.]) (M. paszaen «Ocolble yKazaHus» ).
[TanpeHTHl C SMM30aMM Pa3BUTHS HEAPTEPUUTHOM MEpeIHEeld HWIIEMUYECKON HeMponaTun
3pUTENBHOIO HEPBA C OTEPEN 3pEHUSI B OAHOM TIJ1a3y.

HacneactBeHHbIN TUTMEHTHBIA PeTHHUT (cM. paznen «Ocolble yKazaHUsD»).

I[To 3aperucTpupoBaHHOMY MoKaszaHuio mpenapar Cunnenapun-OIIO® me npemHasHayeH mys
IIpUMEHEHN y AeTen 1o 18 ner.

I[To 3aperucTpupoBaHHOMY Moka3aHHio npenapar Cunnenagui-OIIO® He mpenHasHaueH s
IIPUMEHEHHUS Y KEHIIVH.

C 0CTOpPOXKXHOCTHIO

Amnaromuueckas nedopmalius mojJoBOro WwieHa (aHTyJISAIUs, KaBepHO3HBINH PUOpO3 v 00JIE3Hb

[Tetiponrn) (cM. pazaen «OcoObie yKazaHUs» ).



3aboneBaHus, Mpeapacnoaraloye K pa3BUTUIO MpHANu3Ma (CEpIOBHIHO-KIETOUYHAS aHEMMS,
MHOECTBEHHAsI MUEJIOMa, JIEUK03, TpoMOouuTemust) (cM. pazaen «Ocolble yKazaHHsD»).
3aboseBaHus, CONPOBOKAAIOIIUECS KPOBOTCUEHUEM.

S13BeHHast 00JIe3Hb JKeJyIKa U IBEHAALATUIIEPCTHOM KUILIKU B CTaAMU 00OCTPEHUS.

Hapymenus pyHKuu neyeHu.

Tspxenas nmoueuynas HegoctarouHocTh (KK Menee 30 mir/MuH).

[TaneHThl ¢ SNM300M pa3BUTHUS TEPEAHEH HeapTepUATbHON HMIIEMUYECKON HeWponaTuu
3pUTEIBHOIO HEpBa B aHaMHe3e (cM. paszen «OcobOble yKazaHus»).

OnHOBpEeMEHHBIH preM OJI0KaTOpOB alb(a-aJpeHOPEIETITOPOB.

IIpumeHeHnne npu 6epeMEHHOCTH M B NEPUO/ TPYIHOT0 BCKAPMJINBAHUS

ITo 3aperucTpupoBaHHOMY MOKA3aHUIO IIpenapaT He NpeAHa3HaYeH il IPUMEHEHHUs Y KEHIIHH.
Cnoco0 npuMeHeHMsI U 103bI

BryTps.

Pexomennyemas n1o3a [uist OOJIBIIMHCTBA NMAMEHTOB cocTaBisier 50 Mr mpumepHo 3a 1 yac 1o
cekcyanbHOl akTuBHOCTH. C ydeToM 3((PEKTUBHOCTH U MEPEHOCUMOCTH 1032 MOXET ObITh
yBenudeHa 10 100 Mr uiu cHukeHa 1o 25 Mr. MakcumalbHasi peKOMeHlyeMas 103a COCTaBIsIeT
100 mr. MakcuMaibHasi peKOMEHJyeMasi KpaTHOCTh mpuMeHeHus — | pa3 B cytku. Cnemyer
YUUTBHIBaTh, YTO abcopOuus cuiigeHapuiIa 3HaAYUTEIbHO 3aMeIsIeTCsl P €ro MPUMEHEHUU B
COYETAaHUHU C )KUPHOU IMHILEH.

Hapywenue ¢ynxyuu novex

[lpu nerkoit m cpemHeTspkenoi crenenn mnodeynoit Hemocratognoctd (KK 30-80 wmu/muH)
KOpPPEeKTHpPOBKa J03bl HE Tpedyercs, NpU TOKEIOM [MOYEYHOW  HEJOCTAaTOYHOCTHU
(KK < 30 m1/MuH) 103y cuineHadmia clienyeT CHU3UTh 10 25 Mr.

Hapywenue ¢ynxyuu neuenu

[TockonbKy BbIBeleHHE CHiieHadUIa HapylIaeTcs y MAIMEHTOB C MOBPEXKICHUEM IeveHH (B
4aCTHOCTH, TIPU IIUPPo3e), 703y npenapata Cunaenadun-PIIO® creqyeT CHU3UTH 10 25 M.
Cosmecmmuoe npumeHnenue ¢ Opyeumu J1eKapCcmeeHHbIMU Npenapamaml

CoBMecTHOE MPUMEHEHHUE C PUTOHABUPOM He peKoOMeHyeTcs. B moboM ciydyae MakcuManbHas
no3a npenapara Cunaenadua-®IIO® vy mpu Kakux o6CTOATENLCTBAX HE JOJKHA MPEBBINIATH
25 wmr, a KpaTHOCTh npuMeHeHus — 1 pa3 B 48 dacoB (cM. pasnen «B3aumonelicTBue ¢ ApyruMu
JIEKapCTBEHHBIMU MpENapaTaMm»).

[Ipy coBMecTHOM TNpUMEHEHHH ¢ HHruOuTopamu wuzopepmenta wuroxpoma CYP3A4
(9pUTPOMUIIMH, CaKBUHABUp, KETOKOHA30Jl, HWHTPAKOHA30JI) HaudaJbHas Jo03a I[pernapara
Cnnz[eHa(pI/m-CDHO@ JOJDKHA COCTaBIATH 25 Mr (cMm. pazgen «B3aumopeiicTBue ¢ apyrumu

JIEKapCTBEHHBIMU MperapaTaMm»).



YroObl cBECTH K MHUHUMYMY PHUCK pa3BUTHS TOCTYpaJbHOW THIIOTEH3MHM Yy MAIMEHTOB,
IIPHMHUAMAIOIIMX 0L-apEeH06I0KATOpEI, TIpreM npenapata Cungenapun-OIIO® cnenyer naunHath
TOJIbKO IOCJIE€ JOCTM)KEHUS CTaOWJIM3allMU TeMOJMHAMMKH Y 3THX nanueHToB. CienyeT Takxke
paccMOTpeTh 11e1eCOO0Pa3HOCTh CHIDKEHUS HadalbHOM [J03bl cuijeHaduiua (CM. pasfiel
«Oco0ble ykazanus» U «B3aumozeicTBue ¢ JpyruMHy JEKapCTBEHHBIMU MIpEnapaTaMm).
Tooicunvle nayuenmul

KoppekTuposka 10361 npenapara CunneHapun-OIIO® e Tpebyercs.

ITo0ouHoOE nelicTBHE

Haubosnee yactbimu mo6ouHbIMU 3P ekTamMu ObUTH TOIOBHAS 00JIb U TPUIINBEI.

06561980 TT060UHBIE (G dexTs Mpenapata Cungenapun-OIIO® c1abo umm yMepeHHO BBIPAKEHbI
U HOCSIT MIPEXOAIIUI XapakKTep.

B uccnenoBanusx ¢ npuMeHeHUEM (UKCUPOBAHHOM O3Bl MMOKa3aHO, YTO YacTOTa HEKOTOPBIX
HE)KEJIAaTENbHBIX SIBICHUH MOBBIIIACTCS C YBEIIMICHUEM JIO3BI.

YacroTra He)KeNaTeIbHBIX PEaKIMi MPEICTaBICHA MO CIEAYIONMEH KilacCH(PUKAINN:

Ouenb 4acTo >10%

YacTto >1%u<10%

Heuacro >0,1%u<l1%

Penxo >0,01%u<0,1%

OdeHb peKo <0,01 %

YacToTa HeM3BeCTHA HEBO3MOXKHO OIPE/ICTUTh Ha OCHOBE UMEIOIINXCS JAHHBIX

Co cmoponbl Kposu u aumghamuueckoil Cucmempl: Heuacmo — aHeMUsl, JICHKOTICHHUS.

Co cmoponbl UMMYHHOU CUCHEMDbL: Heuacmo — PEaKIMK MOBBIICHHOW YyBCTBUTEILHOCTH (B
T. 4. KOXHasI CBIIb), AJICPIHUSCKUE PEAKIIHH.

Co cmoponbl oOmena ewiecme U NUMAHUA: HeYacmo — OULYIICHHUE KaX/Ibl, OTEKH, MO/Iarpa,
HCKOMITCHCPOBAHHBIM  CcaxapHbId  JUa0eT, THIEPIIIMKeMHUs, mnepudepruuecKkue OTEKH,
THIIEPYPUKEMHSI, TUTIOTJIMKEMUSI, TUTICPHATPHECMHUSI.

Co cmoponbl yeHmpaibHou u nepugheputecKoil HePEHOI CUCMEMBL: OYeHb YACMO — TOJOBHAsI
00JIb; uacmo — TOJIOBOKPY)KEHHE; HEYacTO — COHJIMBOCTb, MUTPEHb, aTaKCHsl, TMIIEPTOHYC,
HEBpAITUs, HEUPOIATHsI, MapecTe3nsi, TPEMOp, BEPTUTO, CHMIITOMBI JCMPECCUH, OCSCCOHHUIIA,
HEOOBIYHBIC CHOBHJICHUS, MIOBBIIICHUE PE(IICKCOB, TUIIECTE3US; PEOKO — CyI0pOTU™*, TOBTOPHBIC
cynoporu*, o0OMOpoK.

Co cmoponwl opzana 3peHus: yacmo — 3aTyMaHEHHOE 3peHHE, HAPYIICHHE 3PCHUs, [IMaHOTICHS;
Heyacmo — 601b B T1a3ax, Gporododusi, GpoTorcus, XpoMaToncus, MOKPaCHEHUE TJa3/MHBEKIIUN
CKJIEp, M3MCHEHHUE SIPKOCTH CBETOBOCHPHUSATHS, MHJIPHA3, KOHBIOHKTHBHUT, KPOBOW3JIHMSIHUC B

TKaHM TJla3a, KaTapakTa, HapylleHue paboThl CIIE3HOrO ammapara; pedko — OTeK BEK H

8




MPWIETAIOIINUX TKaHEH, OILIYIIEHHWE CYXOCTH B TJla3aX, HaJU4YUE Paay HbIX KPYroB B IOJIE
3peHHs] BOKPYT MCTOYHMKA CBETA, MOBBIIIEHHAS YTOMIIIEMOCTb IJia3, BUJCHUE NPEIMETOB B
JKEJITOM IIBeTe (KCAHTOICHs), BUJCHUE MPEAMETOB B KPAaCHOM LIBETE (IPUTPOICHS), TUIIEPEMUs
KOHBIOHKTUBBI, pa3Apa)KeHHe CIU3UCTON OOOJOYKU Tjia3, HENPHUSATHBIC ONIYIICHHs B Tja3ax;
yacmoma HeuszgecmHa — HEAPTEPUUTHAS IEPENHSAS MILIEMUYEcKass HEBPONATHS 3PUTEIILHOTO
HEpBa, OKKJIIO3MsI BEH CETUaTKH, Me(eKT MOoJeH 3peHus, TUIUIONUs ™, BpeMEeHHAs TIOTePs 3peHUs
WIM CHIDKEHHE OCTPOTHI 3PEHHUS, IMOBBIIICHUE BHYTPHUIJIA3HOTO MAaBIICHUS, OTEK CETYaTKH,
3a00JIeBaHUs COCYIOB CETUATKH, OTCIIOWKA CTEKIIOBUIHOTO Tea / BUTpeaibHas TPAKIIHUSL.

Co cmoponwl opeana ciyxa: neyacmo — BHE3AIIHOE CHU)KEHHME WIIU IIOTEPS CiyXa, IIyM B yIIax,
007b B yIax.

Co cmoponbt cepoeuno-cocyoucmoil cucmempl: 4acmo — MPUIHBBL, Heyacmo — TaXuKapus,
OIIlyIIEHHWE CEepIALEONEeHHs, CHIDKEHHE AapTEepHalbHOTO JaBIICHUS, YBEIWYCHHE YacCTOTHI
CepJICYHbIX COKpallleHUuM, HecTa0WIbHAasg CTEHOKapJus, AaTPUOBEHTPHUKYJspHass Oiokana,
uH(papKT MHOKapaa, TpOMOO3 COCYJIOB TOJIOBHOTO MO3ra, OCTAaHOBKAa cepjla, cepacyHas
HEJOCTAaTOYHOCTh, OTKJIOHEHHUS B MOKA3aHUAX AJIEKTPOKAPAUOTPAMMBI, KapIUOMHOMATHS; peoKo
— GubpuIIIALKA IpeIcepInii, BHE3aMHas cepieuHas CMEPTh™, JKeIyJOUKOBask apuTMuUs ™.

Co cmoponsl OvixamenvHoll CUCMEMbL. Yacmo — 3aJI0)KEHHOCTb HOCA; Heuacmo — HOCOBOE
KpPOBOTEUYECHHE, PUHUT, aCTMa, IUCITHOD, JAPUHTUT, (PAPUHTUT, CHHYCUT, OPOHXHT, YBEIUUYECHUE
o0BpemMa oTnensieMol MOKPOTHI, YCUIIEHUE KallUIS; pe0KO — YyBCTBO CTECHEHUS B TOpJIE, CYXOCTh
CIIM3UCTON 00OJIOUKH MOJIOCTH HOCA, OTEK CIU3UCTON 00OIOUKH MOJIOCTH HOCA.

Co cmoponbsl IHceny0ouHoO-KUeuyHo20 mpaKkma:. 4yacmo — TOUIHOTA, AMCIENICUS; Heuacmo —
ractpod3odareanbHas pediokcHas 0oJie3Hb, pBOTA, 0OJb B O00JACTH JKMBOTA, CYXOCTh
CIM3UCTONH OOOJOYKM TOJOCTH pTa, TIOCCUT, THUHTUBHUT, KOJNWUT, Jucdarus, TacTpHT,
TacTPOIHTEPUT, 330(paruT, CTOMATUT, OTKIOHEHHE MEYEHOUHBIX (PYHKIIMOHAIBHBIX TECTOB OT
HOPMBI, PEKTAJIbHOE KPOBOTEUEHUE; peOKO — TUIECTE3UsI CIAU3UCTON 000I0UKH MOJIOCTH PTa.

Co cmoponsl Koxcu u nOOKOMNCHBIX MKAHEll: Heuacmo — KOXKHasl Chillb, KpaIUBHUIIA, TPOCTOM
reprec, KOXHBIA 3yJ, TOBBIIIEHHOE MOTOOTAENECHUE, W3bI3BICHUE KOXH, KOHTAKTHBIN
JIEpMaTUT, AKC(OITMATUBHBIN JEpMATUT; yacmoma Heuzsecmua — cuHapoM CTHBEHCA —
JI»KOHCOHA, TOKCUYECKUI 3MUAEPMaTbHBIA HEKPOJIU3.

Co cmoponsl onopno-oguzamenvhoz2o annapama: yacmo — 00Jlb B CIIMHE; Heuacmo — MUAIITHS,
007 B KOHEYHOCTSIX, apTPUT, apTPO3, Pa3pbiB CYXOXKUJIUS, TEHOCHMHOBUT, OO B KOCTSX,
MUACTEHHUSI, CAHOBHT.

Co cmoponvl MoO4enono6oil cucmemsl: He4acmo — UUCTUT, HUKTYPHS, YBEIUYECHHE MOJIOYHBIX

Keles, HeJlep)KaHue MOYM, TeMaTypusi, HapyUIeHHE JSIKYJALUU, OTeK FeHUTAIui, aHopra3Mus,



reMaToCIepMusi, MOBPEXKICHUE TKAaHEH IMOJOBOTO WIEHA; peoko — JUINTENbHAs SPEKUUs /UK
[IPUATIN3M.

Ilpouue: neuacmo — oulylieHue sxkapa, OTEK JMIA, peakuus (HOTOUYyBCTBUTEIBHOCTH, IIOK,
acTEHUs, IOBBIIICHHAs YTOMJIAEMOCTh, OOJIb pa3IMYHOM JIOKAIM3aLUHU, O3HOO, CilydailiHble
najieHus1, 00Jb B 00J1aCTH TPYIHOM KJIETKH, CIIyYailHbIe TPABMBI, pEOKO — Pa3IpaXKUTEIHHOCTD.

* TIo60ounbIe 3((EKThI, BBIABICHHBIE BO BPEMS IIOCTMAPKETHHIOBBIX UCCIIEAOBAHHIM.
Cepoeyrno-cocyoucmole 0CI0HCHEHUS.

B Xxozme mnoCTMapkeTMHrOBOro NpPHUMEHEHMs cuijeHapwia JUisl JIEYEHUs SPEKTHIbHON
TUCQYHKIUMM COOOINATOCh O TAaKUX HEXKENATeNbHBIX SBICHHUIX, KaK TsDKENbIe CepaedHo-
COCYIIUCTBIE OCJIOKHEHHS (B T. 4. MHPAPKT MUOKap/a, HeCTAaOUJIbHAS CTCHOKapIusi, BHE3aIHas
ceple4Has CMEpThb, JKEIYyAOYKOBas apUTMMsI, T€MOPpParuMyecKuil HHCYJIBT, TpaH3UTOpHas
UIIEMUYECKasi aTaka, TMIEPTEH3Us W THUIOTEH3MsI), KOTOpble HMEIN BPEMEHHYIO CBSI3b C
npUMEHeHHeM cuiieHadwia. BONBIIMHCTBO ATHX NAIMEHTOB, HO HE BCE W3 HUX, HUMEIHU
(akTOpbl pUCKA CEPAECUHO-COCYUCTBIX OCIOXHEHMH. MHOIrMe M3 yKa3aHHBIX HEKelIaTeIbHBIX
SBJICHUHA HaOJIOJAIUCh BCKOpE TIIOCJIE CEKCyallbHOW aKTUBHOCTH, M HEKOTOpble U3 HHUX
OTMEYaJIMCh Mocje IMpueMa cuiieHadmia 6e3 nocieayromell cekcyalbHOM akThBHOCTU. He
MPEJICTaBISIETCS] BO3MOXKHBIM YCTAHOBUTHh HAJIMYUE MPSMOM CBSA3M MEXJIYy OTMEYaBIIUMUCS
HE)KeJIaTeJIbHBIMU SIBJICHUSMHU U YKa3aHHBIMU WJIM UHBIMH (PaKTOpamH.

3pumenvHule HapyuleHus

B penkux ciaydasx BO BpeMsi IOCTPETUCTPAILIMOHHOIO TpUMEHEHHsI BceX HHruouropos ®J135, B
TOM 4HClie cuiaeHaduaa, cooOmamId 0 HEAPTEPUUTHOM MepeaHeN UIIEMHUYECKON HEBPOIaTUU
spurensHoro HepBa (HITMH3H) — peaxom 3a0osieBaHMM U TPUYMHE CHUKEHUS WIM TOTEPU
3peHust. Y OOJBIIMHCTBA U3 3THX NAMEHTOB ObUIM (DaKTOpPBI PUCKA, B YACTHOCTHU CHIIKEHHE
OTHOILEHHSI AUAMETPOB HKCKABAIIMHM U JUCKa 3pUTEIBHOIO HEpBa («3aCTOMHBIN TUCK»), BO3pACT
crapme S50 er, caxapHbId JguUa0ET, TUIEPTEH3Ws, WIIeMHYecKkas OOJie3Hb Cep.la,
TUIEePIUNUAEeMUs W KypeHue. B o0cepBallMOHHOM HCCIEAOBAaHWU OIICHUBAJM, CBS3aHO JIU
He/laBHEee MPUMEHEHHeE MpenaparoB kiacca HHruouropos /I35 ¢ octpsim Hawanom HITMH3H.
Pe3synbraThl yKa3bIBAalOT Ha NPUOIM3UTENBHO 2-KpaTtHoe mnoBbimeHue pucka HIIMH3H B
npenenax 5 TMepuoJIoB MONYBbIBEAECHUSA TNocie npuMmeHeHus uHrubutopa PJ[35. CormacHo
OIyOJINKOBAHHBIM JIMTEPATYPHBIM JaHHBIM, TroauWyHas yactora Bo3HukHOBeHus HIIMH3H
cocrasiser 2,5-11,8 ciyuas Ha 100 00 myxuuH B Bozpacte > 50 jeT B oOLIEH MOIMyJISAILUH.
Crnenyer peKOMEHI0BaTh NALMEHTaM B CIIydae BHE3AIIHON NMOTEPH 3pEHUS IPEKPATUTD TEPAIHIO
CHIIZICHa(hUIIOM U HEMEIJIEHHO IPOKOHCYJIbTHPOBATHCSA ¢ BpadoM. JIuma, y KOTOpBIX yxke ObL1
cioydait HIITMH3H, umeror noseimenusiii puck peruausa HITMH3H. [lostoMy Bpauy ciemyer

00CYIUTh MAaHHBIM PUCK C TAaKUMH TAIlUEHTAMH, a Tak)Ke OOCYIUTh ¢ HMUMH TOTCHIIMAIbHBIN
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IIaHC HEOIaronpusATHOrO Bo3zaeicTBuss uHruouTopoB OLD5. Muruburopsr ®J135, B Tom uuncne
cuizieHaniI, y TaKUX MAIUEHTOB CIIEyeT IPUMEHSITh C OCTOPOKHOCTBIO M TOJIBKO B CUTYalLlUsX,
KOIJja O>kuJjaeMasi 10j1b3a epeBEIINBAET PUCK.

IIpu  wucmons3oBanum  mnpemapata  CungeHapun-®OIIO® B 103aX,  NPEBHIIAIOMINX
pPEKOMEH TyeMbIe, He)KeaTeIbHbIe SBICHHS ObLIIM CXOAHBIMH C OTMEUYEHHBIMU BBIIIE, HO OOBIYHO
BCTPEUAINChH YalllE.

Ilepeno3upoBka

IIpu onHOKpaTHOM npueme mpenapara Cunnenadun-OIIO® B no3e 10 800 Mr HexenaTeabHbIE
SBNICHUS OBUTM TaKUMH >K€, KaKk W IpH TpUeMe Ipemapara B Ooyiee HU3KUX /033X, HO
BCTpevanuch yame. [Ipumenenue 1o3e1 200 Mr He MPUBOIWIO K MOBBIMIEHUIO YPPEKTHBHOCTH
npernapara, 0JHaKO 4acToTa MOOOYHbBIX peakuuil (rojoBHas 00jb, MPUIUBBI, TOJIOBOKPYKEHHE,
JUCIIETICUS,  3aJIO)KEHHOCTh ~ HOCA,  HapylleHHe 3peHusl) yBeauuuBaiach. JleueHue
CUMIITOMaTH4ecKoe. ['eMoamani3 He YCKOpseT KIMpEeHC cuiaeHaduia, Tak KaK IOCIETHUMA
AKTHUBHO CBSI3bIBAETCS C O€IKaMU IJIa3Mbl U HE BBIBOJIUTCS] TOUKAMH.

B3aumopeiicTBHe ¢ APYTHMMH JIEKAPCTBEHHBIMH NPeNapaTaMu

Bnusanue opyaux n1exapcmeenHblx npenapamos Ha papmMaKoKuHemuKy cunoenaguia
Merabonusm cuineHaduiaa MPOUCXOJUT B OCHOBHOM MOJ JecTBHEM H30(EpPMEHTOB
mutoxpoma CYP3A4 (ocroBHO# myTh) 1 CYP2C9, mosToMmy MHTHOUTOPHI 3TUX M30(EPMEHTOB
MOTYT YMEHBIIUTh KIUPEHC CUiieHa(uIa, a UHIYKTOPbl, COOTBETCTBEHHO, YBEINYUTh KIUPEHC
cungeHaduia. OTMEYeHO CHIKEHHE KIIMpeHca cuijieHa(uiia npu OJHOBPEMEHHOM PUMEHEHUU
uHruOuTOpOoB M3o(depmenta nmuroxpoma CYP3A4 (keTOKOHA301, SPUTPOMHIINH, ITUMETHINH).
[Mumernaua (800 mr), Hecenupuvecknid HTrHOUTOP M3opepmenTa nuroxpoma CYP3A4, mpu
COBMECTHOM mnpueme c¢ cuinjaeHaduiaoMm (50 Mr) BbI3bIBa€T TOBBIIIEHHE KOHIEHTpALUU
cungeHaguia B miuazme Ha 56 %. OpHokpartselidi npuem 100 mr cungeHaguira cCOBMECTHO €
sputpoMuiiHOM (110 500 Mr/cyTku 2 pas3a B A€Hb B T€UEHHUE 5 JHEI), yMEpEHHBIM HHTUOUTOPOM
nzopepmenta nuroxpoma CYP3A4, Ha ¢doHe JOCTHKECHHS TOCTOSHHOW KOHIICHTPAIHU
SPUTPOMHIIMHA B KpoBH mpuBoauT K yBenuueHuto AUC cunnenapuna Ha 182 %. Ilpu
COBMECTHOM MpuemMe cuieHaduia (ogHokpatao 100 mr) u caksunaBupa (1200 mr/aens 3 pasza
B JeHb), uHrnomropa BUY-mporeassr u uzodpepmenta mmroxpoma CYP3A4, wa done
JOCTIDKEHUS TIOCTOSTHHON KOHIIEHTPAIMH CaKBUHABHPA B KpOBU Cmax CHIIIeHa(HIIa TOBBITIIATIACH
Ha 140 %, a y AUC yBemnumnace Ha 210 %. CungeHadun He oOKa3bIBaeT BIMSHUS Ha
(apMaKkOKMHETHKY CakBHHaBUpa. boiee CHIIbHBIE WHTUOMTOpPHI H30(EpPMEHTa IUTOXpOMA
CYP3A4, takue Kak KETOKOHA30J1 ¥ UTPAKOHA30J, MOTYT BBI3BaTh U 00Jiee CHIIbHBIC N3MECHECHUS

(hapMaKOKMHETUKH cuiificHaduIa.

11



OnnoBpemeHHOe mpuMeHeHue cuineHaduna (oxHokparno 100 mr) u putonasupa (mo 500 mr
2 pa3a B cyTKH), uHTHONTOpa BUY-ipoTeasbl u CMIbHOTO HHIHOUTOpa nuToXpoma Pyso, Ha (one
JOCTHKEHUS TOCTOSSHHOM KOHIIGHTPAIlMM PUTOHABHpPA B KPOBH MPHUBOAUT K yBeIUUEHUIO Cmax
cunnenapuna Ha 300 % (B 4 paza), a AUC — na 1000 % (B 11 pa3). Uepes 24 uyaca
KOHLICHTpaLusl cuiaeHadguiaa B IUia3Me KpoBu coctaBisier okoio 200 wr/mi  (mocie
OJIHOKPATHOTO MPUMEHEHUsl OJHOro cuiaeHaduna — 5 Hr/mur). D10 cormacyercs ¢ dddekTom
pUTOHABHpa Ha IIUPOKHUM quamna3zoH cyOcrparoB mutoxpoma Pssg. Cunjenadui He BiIuseT Ha
(dbapMaKOKMHETHKY PUTOHABHPA. YUUTHIBAs 3T JaHHbIE, OJJHOBPEMEHHBIN MPUEM PUTOHABUPA U
cuieHaduIa He peKOMEeHIyeTcs. B moboM ciydyae MakcuMalibHas 7032 cuiieHaduia HU mpu
KaKHX 00CTOSITETILCTBAX HE JIOJDKHA MPEBHIATH 25 MT B TeueHHe 48 4acoB.

Ecniu cunnenadun mnOpuUHUMAOT B PEKOMEHAYEMBIX J103aX MAlMEHTHI, MOIyYalolue
OJIHOBPEMEHHO CHJIbHBbIC HHTHOUTOPHI n3odepmenTta rutoxpoma CYP3A4, To Cmax cBOOOIHOTO
cungenaduia He npessimaet 200 HM 1 mpenapaT XOpomio MepeHOCUTCS.

OpHOKpaTHBIA TIpHeM aHTanuja (MarHus THAPOKCHUIA/aTIOMHHUS THIPOKCHAA) HE BIUSET Ha
OMOOCTYTHOCTh CHIIIeHA(MIIA.

B uccrnenoBaHusX ¢ yyacTHeM 3JI0POBBIX JOOpPOBOJIBLEB MPHU OJAHOBPEMEHHOM MPHUMEHEHUU
AQHTAarOHUCTA SHAOTEIUHOBBIX pEUENnTOpoB, Oo3eHTaHa (MHAYKTOp u3odpepmenta CYP3A4
[ymepennsiii], CYP2C9 u, Bo3moxxHo, CYP2C19) B paBHOBecHO# KoHIeHTparmu (125 mr aBa
pa3a B CyTKH) W cuineHaduiaa B paBHOBECHON KoHIeHTpauuu (80 Mr Tpu pa3a B CYTKH)
ormeuanock cHkeHne AUC u Cmax cungenaduna Ha 62,6 % u 52,4 % COOTBETCTBEHHO.
Cunpenadun yBenmmumBal AUC m Cmax 0o3eHtana Ha 49,8 % m 42 % COOTBETCTBEHHO.
[Ipenmonaraercsi, YTO OJHOBPEMEHHOE NMPUMEHEHHUE CHieHa(uiIa ¢ MOIIHBIMA WHIYKTOpaMU
uzopepmenta CYP3A4, Takumu Kak pudaMIUIMH, MOXKET NMPUBOJUTH K OOJIBIIEMY CHU)KEHUIO
KOHIIEHTpAIlUU CUIIJIeHa]uIa B TUIa3Me KPOBU.

WNurubutoper m3odepmenta muroxpoma CYP2CY9 (tonbyramum, BapdapuH), u3odepMeHTa
mutoxpomMa CYP2D6  (cenekTuBHBIE HWHTHOMTOPHI  OOpaTHOTO 3axBaTa CEPOTOHHHA,
TPULIMKIMUECKUE aHTUACTIPECCAHTHI), THa3UIHbIE U THA3HUIOMOI00HbIE TUYPETUKH, HHTUOUTOPHI
AII® 1 aHTarOHUCTHI KATBIMS HE OKA3bIBAIOT BIMSHUA HA (JapMaKOKHHETHKY CHiieHadua.
Asutrpomunma (500 mr/cyt B TeueHue 3 aHei) He okasbiBaeT BIMSHHASA HA AUC, Cmax, Tmax,
KOHCTaHTY CKOPOCTH BbIBelleHUS W Ti1 cunieHaduia Wid €ro OCHOBHOTO HUPKYJIUPYIOIIErO
MeTabonura.

Bruanue cunoenaghuna na opyaue nekapcmeeHnHvle npenapamol

Cunnenadun sBisercst cnaObiM MHTHOMTOpOM H30(epMeHTOB IuToxpoma Paso — 1A2, 2C9,

2C19, 2D6, 2E1 u 3A4 (UKso > 150 mxmoub). [Ipu npueme cunneHaduia B peKOMEHTyEMBbIX
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no03ax ero Cmax COCTaBIIsIET OKOJIO 1 MKMOJIb, TOITOMY MajlOBEPOATHO, YTO CHIACHA(DUIT MOXKET
HOBIHUATH HA KIIMPEHC CyOCTPaTOB 3TUX N30(EPMEHTOB.

Cunpgenadui ycuiuBaeT TUIIOTEH3UBHOE IEHCTBUE HUTPATOB KaK MPHU JAIUTEIILHOM IPUMEHEHUU
MOCIEAHMUX, TaK U MPH MX HA3HAYEHUH IO OCTPHIM MOKa3aHUSM. B CBSI3U € 3THUM NpHUMEHEHUE
cuiizieHaduiIa B COYETaHUU C HUTPATaAMU U JIOHATOPaMH OKCHJIa a30Ta MPOTUBOIOKA3aHO.

[Tpu ogHOBpEMEHHOM MpUEME O-aPeHOOI0KaTOpa JT0Kca3zo3uHa (4 Mr u § Mr) u cuiaeHaguia
(25 mr, 50 mr m 100 mMr) manueHTamMu C JOOPOKAYECTBEHHOW THIIEpILIa3UeH MPOCTAThl CO
CTaOUITBHOM reMOIUHAMHUKOM cpenHee JIOTIOJTHUTENEHOE CHIDKEHHUE
CUCTOJIMYECKOT 0/ TUACTOINIeCKOro A/l B MOJIOKEHHUH JIe)Ka Ha CIIMHE COCTABIISLIO 7/7 MM PT.CT.,
9/5 MM pT.cT. 1 8/4 MM PT.CT. COOTBETCTBEHHO, & B TIOJIO)KEHUU CTOS — 6/6 MM PT.MT., 11/4 MM
pT.cT. u 4/5 MM pT.CT. cooTBeTCTBeHHO. COOO0IIaeTcs O peAKUX CIydasx pa3BUTUA Y TaKHX
MAlMEHTOB CHUMIITOMATHYECKON TOCTypajdbHOW THIOTEH3UH, MPOSABISABIICICS B  BUIE
TOJIOBOKPYXKeHHH (0€3 00MOpoka). Y OTIEIbHBIX YyBCTBUTEIBHBIX MAIIMEHTOB, MOJYYAIOIINX
0-aIPEHOOJIOKATOPBI, OJHOBPEMEHHOE TIPUMEHEHHE CHIIZeHaduiIa MOMKET TIPUBECTH K
CUMITOMATUYECKON TMIIOTEH3UH.

IIpu3HAKOB 3HAYMTEJIHLHOI0 B3aMMOAEHCTBHA ¢ TOA0yTaMmuaoM (250 mr) uiau BapgapuHom
(40 mr), KoTOpble MeTadoM3upYyIOTCs u3ogepmentom nuroxpoma CYP2D9, He BbIsIBJIEHO.
Cungenadun (100 mr) He oxa3bIBaeT BIMSHHUS Ha (apMakOKMHETHKY uHruouropa BUU-
poTeasbl, CaKBUHABUpA, sABJsIOIIErocs cyocrparom uzodepmenta muroxpoma CYP3A4, mpu
€ro NMOCTOSTHHOM YPOBHE B KPOBH.

OpnHoBpeMeHHOE NpHUMEHEHUE cuiifieHauia B paBHOBeCHOM coctosiHuu (80 Mmr Tpu pasza B
cytku) npuBoauT K noBeiieHnt0 AUC u Cmax 603enTana (125 Mr nBa pasa B cyTkn) Ha 49,8 % u
42 % cOOTBETCTBEHHO.

Cunnenaguin (50 Mr) He BbI3bIBAaET JOMOJHUTEIBHOIO YBETUUYEHUS BPEMEHU KPOBOTEUEHUS TIPU
npueMe areTUICATUIIIIOBON KUcIoTh (150 mr).

Cunnenadun (50 Mr) He yCWIMBaeT THUIOTCH3WBHOE JEHCTBHE alKOTOJSI y 370pPOBBIX
NOOpPOBOJIBIIEB MPU MaKCHUMaJIbHOM KOHIEHTpalMu ajkoroyii B kpoBu B cpeaHeM 0,08 %
(80 mr/mm).

Y manweHToB C TUMEPTEH3WEH TMPU3HAKOB B3auMojaeucTBus cunaeHaduna (100 mr) ¢
aMJIOJUIIMHOM HE BbISABIECHO. CpellHee NONOJIHUTENbHOE CHIKEHUE AJl B MOJIOKEHUM JIeKa
COCTaBJIIET 8 MM PT.CT. (CUCTOJIMYECKOT0) U 7 MM PT.CT. (IMACTOJINYECKOTO).

[TpumeHenue cunieHadmiia B COYSTAHUU C AaHTUTUIIEPTEH3UBHBIMU CPEICTBAMH HE MPUBOAMT K
BO3HUKHOBEHHUIO JIOTIOJTHUTEIbHBIX MTOOOYHBIX 3(PPEKTOB.

Oco0ble ykazaHus
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JUiss TMarHOCTUKM HApYUICHWH SPEKIMH, ONpeAeTeHHs HX BO3MOXKHBIX NPUYMH M BBIOOpa
aJICKBaTHOTO JICUEHHUS] HEOOXOJMMO COOpaTh TMOJNHBIA MEIMIMHCKUN aHaMHE3 U TPOBECTH
TuiarenbHoe ¢u3nkaibHOe oOcnenoBanue. CpencTBa JieYeHHs] JIPEKTUIBHOM AucyHKIHUU
JOJIKHBI MCIOJIB30BAaThCS C OCTOPOXKHOCTHIO Yy MAI[MEHTOB C aHATOMUYECKOH nedopmanmeit
MOJIOBOTO 4JIeHA (aHTYJISIIHS, KaBEPHO3HBIN (Guodpo3, Oose3np [leiipoHn) UaM y MAlMEHTOB C
(dakTOopamMu puCKa pa3BUTHS MpuUanu3Ma (CEpHOBHIHOKICTOYHAS AHEMHUS, MHOXKECTBEHHAs
Muenoma, Jielikemus) (cM. paszuen «C 0CTOPOKHOCTHIO).

Bo BpeMs mocTMapKeTHHTOBBIX HCCIEAOBAHUN COOOIIANOCH O CIydasx pPa3BUTUS UIUTEIbHON
SpEeKUUH W TpHanu3Ma. B ciydae coxpaHeHHs SpeKUUu B TeueHue Oosiee 4 4acoB cieayer
HEMEIJIEHHO 00paTUThCs 32 MEAULIMHCKON noMollbo. Eciin Tepanus npuanuszMa He IpoBeaeHa
HEMEIJIEHHO, 3TO MOXXET MPUBECTH K MOBPEKIACHUIO TKAHEW IMOJOBOTO 4WiIeHa M HEOOpaTUMOM
yTpaTte MOTEHIUH.

[IpenapaTsl, npeaHa3HAuYEHHbIE I JIEUEHUS HApPYLIEHUH SpeKUuH, HEe cIeayeT Ha3HauyaTh
MY>KYMHaM, JUIsl KOTOPbIX CeKCyallbHas aKTHBHOCTh HEXKEJIaTelIbHa.

CekcyanbHasi aKTUBHOCTH MPEACTABISET OMPENCIICHHBIM PHUCK MpH HAIW4YUM 3a00JieBaHUMN
cepua, MO3TOMY IMepe] HadajaoM J000i Tepamuu MO MOBOJY HAPYIIEHUN 3PEKIHUU Bpady
CllelyeT HalpaBUTh MalMeHTa Ha 00CIIeI0BaHUE CEePAEUHO-COCYIUCTON cucTeMmbl. CekcyalbHas
AaKTUBHOCTh HE)XKeNaTeJIbHa Yy TMAalKMEeHTOB C CEep/IeYHONW HENO0CTaTOYHOCThbIO, HECTaOMIbHOU
CTEHOKapueil, MepeHeceHHbIM B MociieiHUE 6 MecsIeB HHPapKTOM MHOKap/a WM UHCYJIBTOM,
KHU3HEYTPOXKAIOIIUMU apuTMHUsAMHU, runeptensuet (AJ] > 170/100 MM pT.CT.) WM THIIOTOHUEH
(AL <90/50 mm pr.ct.). [Ipriem cunaenaduia y Takux rnaldeHTOB MPOTUBOINOKA3aH (CM. pa3ien
«IIpoTuBoOnOKa3aHus»). B KIMHUYECKHUX HCCIEIOBAaHMIX IMOKA3aHO OTCYTCTBHUE pazIU4Mil B
yacToTe pa3BUTUs nH(papkra Muokapzaa (1,1 va 100 yenoBek B ros) UM 4aCTOTE CMEPTHOCTH OT
cepaedHo-cocyaucTeix 3aboneBanuit (0,3 Ha 100 uenoBek B rof) y MAIMEHTOB, MOJTYYaBIIMX
npenapat Cungenagun-®I10®, no cpaBHEHHUIO ¢ MAalMEHTaMH, HOTy4aBIIMMU I11ane6o.
Cepoeyrno-cocyoucmole 0CIOHCHEHUS.

B Xxome mNOCTMAapKeTHMHIOBOrO TMpHMEHEHHs CcuifeHaduiaa s JIeYEHHs DPEKTHUIIbHOU
JUCQYHKIMM COOOINANOCh O TAaKMX HEXENATeNbHBIX SBICHHUSAX, KaK TsDKEJIbIE CepllevHo-
COCYJIMCTBIE OCIIOKHEHHS (B T. 4. MH(MAPKT MHOKap/a, HeCTaOWIbHAsl CTEHOKApAMs, BHE3amHas
ceplieyHass CMepTh, JKEIyJAO4YKOBas apUTMHs, T€MOpparMyeckuid HHCYJIbT, TpPaH3UTOpPHAsS
UIIEMUYECKasi aTaka, TUIEPTEH3Us W THUIOTEH3Ms), KOTOpble HMEIN BPEMEHHYIO CBS3b C
OpUMEHeHHeM cuieHaduia. BoNbIIMHCTBO 3THX MAllMEHTOB, HO HE BCE U3 HUX, HUMEIH
(bakTOpbl pUCKa CEPACUHO-COCYTUCTBIX OCIOKHEHMH. MHOTrHe M3 yKa3aHHBIX HEXKelaTeIbHBIX
SBJICHUN HaOJIONaINCh BCKOPE TIOCIE CEKCyallbHOM aKTUBHOCTH, M HEKOTOpble W3 HHUX

OTMEYAJINCh TOCe TpHemMa cuiaeHadrmia 0e3 TMociHeayromeil cekcyalbHOW akTUBHOCTH. He
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NPECTaBIsIETCS BO3MOXKHBIM YCTAaHOBUTh HAJIMYHME TNPSAMOU CBSI3M MEXIY OTMEUYaBIIMMUCS
HE)KEJIaTeIbHBIMHU SBJICHUSMU M YKa3aHHBIMH UM UHBIMU (aKTOPaMHU.

T'unomen3zus

Cungenadun oOKa3blBaeT CHCTEMHOE BazOAWJIATUpYyIOLlee JeicTBHe, MpHUBOIALIEe K
nepexoadieMy cHkKeHuto AJl, 4To He sBifeTcs KIMHWUYECKH 3HAUYMMBIM SIBICHHEM U HE
NPUBOAUT K KAKUM-TMOO MOCHEACTBHSIM Y OOJBIIMHCTBA MalMEHTOB. TeM He MeHee [0
HasHaueHnus npenapata CungeHadun-®IIO® Bpay JOMKEH THIATENLHO OIEHHThH PHCK
BO3MOXXHBIX HEKEJIATeNbHBIX IPOSIBICHUN Ba30UIATUPYIOMIETO JACUCTBUSA Y MAalMEHTOB C
COOTBETCTBYIOIIUMH  3a00JIeBaHUSIMH, OCOOCHHO Ha (OHE CEKCyaJbHOH aKTHBHOCTH.
[ToBblIeHHast BOCIPHUMMYHMBOCTH K Ba3oAMjaTtaTopaMm HaOJrogaeTcss y MAIMEeHTOB C
0o0CTpyKIMEH BBIXOJHOIO TpaKTa JEBOrO >KEIyJouka (CTEHO3 aopThl, rumeprpoduyeckas
OOCTpYKTHBHasl KapJAWOMHOIIATHs), a TaKXkKe C PEeIKO BCTPEYAIOUIUMCS CHHAPOMOM
MHOXECTBEHHOW CUCTEMHOW aTpO(HH, MPOSBISIFOIIUMCS TSKEIIBIM HapyIIeHUueM perysanuu A/l
CO CTOPOHBI BEr€TaTUBHOM HEPBHOM CUCTEMBI.

[TockonbKy COBMECTHOE MPUMEHEHUE CHIIJIeHaIa U 0-aApeHOOI0KATOPOB MOKET MPUBECTH K
CUMITOMATUYECKOW THUIIOTEH3UH Yy OTIENbHBIX UYBCTBUTENIBHBIX TMAIlMEHTOB, Mpenapar
Cunnenadgun-®IIO® cnemyer ¢ OCTOPOKHOCTBIO HA3HAYATH OOJBHBIM, MPHHHIMAIOIINM
a-ampeHobOmokaropsl  (cM. pazmen  «B3aumopeiicTBue ¢ ApYrMMH  JIEKapCTBEHHBIMU
cpeacTBaMmu»). UToObl CBECTM K MHUHUMYMY DPHUCK DPa3BUTHS HOCTYpPaJbHOW TUIIOTEH3UU Y
NalMeHToB, NPUHUMAIOIIMX 0-aApeHoOJI0OKaTophl, TpueM mnpenapata Cungenaguia-OIIO®
ClleflyeT HaYyMHATh TOJBKO TOCNE JOCTIIKEHHUS CTa0MIM3alliu TOKa3aTeneld TeMOJAWHAMHUKHU Y
nanueHToB. Crenyer Takke pacCMOTPETh LEeIecoo0pa3HOCTh CHU)KEHHS HadajJbHOM 03Bl
Cunnenapun-®IIO® (cM. pasgen «Crnoco® TpUMEHEHHs M 103b1»). Bpau poimkeH
OpoMH(GOPMUPOBATh MALIMEHTOB O TOM, Kakhe NEHCTBUS cCleqyeT NpeANpHHSTh B Cilydae
TIOSIBJICHHSI CHMITTOMOB TIOCTYPaJIbHOW THITOTEH3UH.

3pumenvHule Hapyuienus

B peaxux ciay4asix Bo BpeMs IOCTPETUCTPAMOHHOTO MPUMEHEHUs BceX MHruoutopoB ®/195, B
TOM 4Mcie cuijeHaduaa, cooOIant o HeapTepUUTHON MeperHel WIIeMUYecKOl HEeBpOIaTHH
sputensHoro Hepsa (HITMH3H) — peakom 3a0oieBaHUM W MPUYHHE CHIDKCHHS WJIH TOTEPU
3peHns. Y OOJBINMHCTBA U3 ATHUX IMAIUEHTOB ObLTH (PAKTOPHI PHCKA, B YaCTHOCTH CHUKCHHE
OTHOILEHHSI AUAMETPOB HKCKABAIIMH U JUCKa 3pUTEIHHOIO HEpBa («3aCTOMHBIN TUCK»), BO3PACT
crapme 50 ser, caxapHbli JguaOeT, THUIEPTEH3MsA, HIIeMH4yeckas OoJe3Hb cepla,
TUIEepIAUNUAeMUs U KypeHue. B o0OcepBallMOHHOM HCCIEAOBAaHWU OIICHUBAJM, CBSI3aHO JIK
HeJlaBHEE MPUMEHEHHUE MpernapaToB kinacca nHruouTopoB ®J1235 ¢ octpeim Havaiom HITMH3H.

Pe3ynbrarhl yKa3pIBalOT Ha NPUOIM3UTEIBLHO 2-KpaTHoe moBbimieHne pucka HIIMH3H B
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npefenax S5 MepuoaoB MOMYBBIBEACHUS Mocie npuMeHeHus unHruOutopa D/D5. CormacHo
OIyOJINKOBAHHBIM JIMTEPATYPHBIM JAaHHBIM, roaWyHas 4actora Bo3HMkHOBeHHMs HIIMH3H
coctaBmsier 2,5-11,8 ciygas Ha 100 000 myxunH B Bo3pacte > 50 jeT B 0OIIEH MOMYJISAINH.
Crenyer peKkOMEH0BaTh MMAllMEHTaM B CJIy4ae BHE3AIIHOM MOTEPU 3pEHUS MPEKPATUTH TEPAHIO
cuIZieHa(hUIOM U HEMEIJICHHO MPOKOHCYJIBTHPOBATHCS ¢ BpauoM. JIHIa, y KOTOPBIX yxke ObLI
cinyqait HIIMH3H, umeror noseienHsii puck penuausa HITMH3H. Ilostomy Bpauy cinexyer
0o0CyIUTh TaHHBIA PUCK C TaKMMH MAallMEHTaMH, a TakkKe OOCYAMTh C HUMHU MOTEHLHAIbHBIN
IaHC HEeOJIaronpusATHOTro Bo3aeicTBUs HHruouTOopoB MJ[D5. Muruduroper @135, B TOM ymcie
cuizieHaniI, y TaKUX MAMEeHTOB CIeIyeT IPUMEHSITh C OCTOPOKHOCTBIO M TOJIBKO B CUTYaLUsIX,
KOT/Ia O’KHJIaeMasl 10JIb3a MEePEBEIIMBACT PUCK. Y MAIMEHTOB ¢ snu3oaamu passutus HITMH3H
C ToTepell 3peHuss B OJHOM Trja3dy NpueM cuieHaduia MOPOTUBOMOKa3aH (CM. pasjaen
«IIpoTHBOIIOKa3aHU).

Y HeOonpIIOro Yucia MAalKUEHTOB C HACJIEICTBEHHBIM INHUITMEHTHBIM PETHMHUTOM HMEIOTCS
TCHETUYECKH JIETePMUHHUPOBAHHBIC HapylieHHs (QyHKOUU (ocdoamdcTepa3 ceT4aTKu TJasa.
CaefeHus o 0e€30MacHOCTH HpuMeHeHus mnpenapata Cuinenapun-OIIO® y mnanueHToB C
MUTMEHTHBIM PETUHUTOM OTCYTCTBYIOT, ITO3TOMY Yy TaKMX IMallUEHTOB HE CIEAYyeT HNPUMEHSTh
cunaeHadun (cM. pazaen «[IporuBonokazanusy).

Hapywenus cnyxa

B HeEKOTOpBIX MOCTMAapKETWHTOBBIX M KIMHUYECKUX HCCIIEIOBAHUSAX COOOIIAETCS O Clydasx
BHE3aITHOTO YXYJAUIEHUs WM MOTEpU CIIyXa, CBSA3aHHBIX C NPUMEHEHHEM BCEX HWHTMOUTOPOB
@J125, Brmoyas cuiageHapuil. BOJBIIMHCTBO ASTHUX MAUEHTOB HMENH (AKTOpPhl pHCKa
BHE3AIHOTO YXYJUIEHUS WIM TMOTepu ciyXa. [IpUYMHHO-CIENCTBEHHOW CBS3M MEXAY
npuMeHeHneM uHruouropoB ®JI35 u BHe3amHbIM YXY/IIEHUEM ClyXa WM MOTepel ciayxa He
yCTaHOBJIEHO. B cilyuae BHe3amHOTo yXyALIEHHs ClIyXa WIM MOTEpH CilyXa Ha (oHe mpuema
cuijieHaduIa caeayeT HeMeUIEHHO MPOKOHCYIbTUPOBATHCS C BPAaYOM.

Kposomeuenus

Cunnenadun ycuiauBaeT aHTHArperaHTHoIM 3 QeKkT HUTponpyccuaa HaTpus, JOHATOpa OKCHA
a3ora, Ha TPOMOOLUTHI YenoBeka iNn Vitro. Jlanubie 0 6e30nMacHOCTH MPUMEHEHHsI CHIIIeHa(uIa y
MAIMEHTOB CO CKJIOHHOCTHIO K KPOBOTOUYHMBOCTH MJIM 0OOCTPEHUEM SI3BEHHOI 0OJIE3HU JKeTyIKa
¥ 12-MepcTHOM KHIIKM OTCYTCTBYIOT, HodTomy mnpenapar Cungenadpui-®IIO® y ostux
NALUEHTOB CIEAYET IMPUMEHATh C OCTOPOKHOCTBIO (cM. paszen «C ocTopokHOCTBIO»). HacToTa
HOCOBBIX KpoBoTeueHuil y mnaruentoB ¢ JII', cBszanHoi ¢ auddy3HeiMu 3a0oneBaHUSIMU
COCTMHUTENIPHON TKaHH, Obuta BeIme (cuinaeHadun — 12,9 %, mmamne6o — 0 %), yeM y marueHToB
C TICPBUYHOM JIETOYHON apTepualibHON runepTensueit (cunaenadpun — 3,0 %, mwiane6o — 2,4 %).

vy ManucHTOB, IMOJTYy4YaBHIUX CI/IJ'I,I[CHa(bI/IJ'I B COUYCTAaHUHM C aHTarOHMCTOM BHTaMHWHa K, gacTora
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HOCOBBIX KpOBOTeUeHU ObTa BhImE (8,8 %), 4eM y MalnueHTOB, HEe MPUHUMABIINX AHTATOHUCT
Butamuna K (1,7 %).

Ilpumenenue coemecmmuo ¢ Opy2umu Cpeocmeamu 1e4eHus HapyuleHuti IpeKyuu

BesomacHocTs U 3¢dekTuBHOCTs mpuMeHenus Cunpenadun-®IIO® coBmecTHO ¢ Apyrumu
uHruoutopamu @JI105 wim apyrumu npenapaTtamu Ui JIEUEHUS JIETOYHOM apTepuanbHON
TUIepTeH3HH, COlepKaluMK cunaenadun (manpumep, Pepamuo®), umm ApyruMu cpeacTBaMH
JIeUYEHUsl HapYyIIEHUH SPEKINH HEe U3ydallCh, IOATOMY MIPUMEHEHUE MMOJ00HBIX KOMOMHALIUN He
pexomenayetcs (cM. paznen «IIpoTuBonokazanus»).

Cooeporcanue nampus

Hannsiii npenapar cogepxut 0,028 mmoib (0,65 mr) Hatpus Ha 1 TaOJIeTKy TO3UPOBKON 25 MT,
0,057 mmonb (1,31 mr) Hatpus Ha 1 Tabnetky mosupoBkoit 50 mr u 0,114 mmons (2,62 mr)
HaTpus Ha | Tabnetky no3upoBkoii 100 M, TO €CTh MO CYTH HE COACPKUT HATPHSL.

Binsinne Ha cIOCOOHOCTH YIPABJIATH TPAHCIIOPTHBIMHU CPEeACTBAMM, MEXaHU3MAMHU
[TockonbKy mpu mpueme cuiieHaduiIa BO3MOKHO Pa3BUTHE TOJOBOKpYKEHUs, cHIDKeHne All,
pa3BUTHE XPOMATOICHM, 3aTyMAaHEHHOTO 3pEHHUS U T. M. MOOOYHBIX SBJICHHH, CleIyeT
coOI0AaTh OCTOPOKHOCTH MPH YIPABICHUH TPAHCIIOPTHBIMH CPEICTBAMU U 3aHATHSIX APYTUMU
MOTEHLIMAIbHO OMACHBIMHM BHUJIAMHU JI€ATEIBHOCTH, TPEOYIOUIMMH MOBBIIIEHHOW KOHIEHTPALUU
BHHUMAaHUS M OBICTPOTHI ICUXOMOTOPHBIX peakiuil. Takxke cieayeT BHUMATEIbHO OTHOCUTHCS K
UH/IMBUYalIbHOMY ACUCTBUIO IpenapaTta B yKa3aHHbBIX CUTYalHsIX, 0COOEHHO B Hayaje JIeUeHUs
Y TIPA U3MEHEHUU PEKUMa 103UPOBAHMUS.

dopma BbIITYCKa

TabyeTku, MOKPHITHIEC TNIEHOYHOU 00010uKOi, 25 Mr, 50 mr, 100 Mmr.

IIo 1, 2, 4, 8 10 wimmu 12 TabneTok B KOHTYpPHYIO SYEHKOBYIO YIAKOBKY M3 IUIEHKU
HNOJMBUHUIXJIOPUIHON U (DOJIBI'H aTFOMUHUEBOM NEUYaTHOM JTAKHPOBAHHOM.

ITo 1, 2 nnm 3 KOHTypHBIE SYEHKOBBIE YNAaKOBKHM BMECTE C MHCTPYKIHMEW MO IPUMEHEHUIO
MOMEIIAIOT B AUKy U3 KapTOHA.

YciaoBus XxpaHeHUs

XpaHuTb 1pu TeMIiepatype He Boie 25 °C.

XpaHUTh B HEAOCTYITHOM IS IETeH MecTe.

Cpoxk rognocTu

3 roga.

He npuMeHATH 110 HCT€YEHNH CPOKa TOJHOCTH.

YcaoBus oTnycka

OTmycKaroT 1o perenTy.

IIpousBoauTe b/ Opranu3anus, NPUHUMAIOIIAA NIPETEH3UN MOTpeduTe e
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AO «AJIMYM», Poccus.

MockoBckas 00:1., T.0. Cepryxos, . O6oneHck, Tep. Kapran A, n. 2.
Buinyckarowuti konmpons kauecmesa

MockoBckas 001., r.0. Cepmyxos, . O6osieHck, Tep. KBapran A, a. 2, ctp. 1.
Tenedon: +7 (495) 646-28-68.

e-mail: info@binnopharmgroup.ru
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