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NHCTPAHISE

ITO MEJUITMHCKOMY ITPUMEHEHHNIO JIEKAPCTBEHHOI'O IIPEITAPATA

CIWIAEHA ®PWI-PIIO®

PerncrpainmoHHbII1 HOMep

ToproBoe HauMeHOBaHUe

CunneHadur-OIIO®

MexayHapoaHoe HellaTeHTOBAHHOe HAIMEeHOBaHMe

cuieHap U

JlekapcrBeHHasn ¢opma

TabneTKkH, MOKPHITHIC TUICHOYHOH 060I0UKOM

Cocras

1 TabneTKa COICPIKUT:

Oeticmeyonyee seujecmeo: cunaeHaduna nutpat 35,1125 mr / 70,225 mr / 140,45 mr, B mepecueTe
Ha cwieHadua 25 mr / 50 mr / 100 mr;

gcnoMocamenvubie eujecmea:; TEIUTION03a MUKPOKpUCTAILTHYECKas, Kaiblus rujapodocdara
JIATHJIpAT, KPeMHUS JHOKCHI KOJUIOUAHBIN (adpocuit), mouaoH K30, HaTpust kpockapmesuiosa,
MarHus cTeapar;

6CNOMO2AMENbHBIE euecea Ons 0DONOYKH: TOTOBAsI CMECh ISl TUICHOYHON 00OJIOUKH [CHUPT
[IOJIMBUHUJIOBBIM, TUTAHA JTUOKCH/I, TAJIbK, MAKpOTOJI, AJJFOMUHUEBBIA JJAK HA OCHOBE KpacUTeIs
WHUTOKApPMHUHA, KPACUTEJIb JKeJIe3a OKCH/T JKEIThIN].

Onucanue

Hozupoexa 25 me: Kpyrible IBOSIKOBBIYKIIbIC TaOJETKH, TOKPHIThIC TUICHOYHOM OO0OJI0UKOM
roJiyboro mpera.

Hosuposxa 50 me: KpyIible TBOSIKOBBIMYKJIbIe TaOJIETKH, MOKPBITHIC IUICHOUHOM 000JI0UKOM
rojiyooro 1pera, ¢ pucKou.

Hosuposxa 100 me: MBOSKOBBIMYKJbIE TaONETKH MPOAOJTOBaTOM (GOPMBI CO CKpPYTICHHBIMH
KOHI[AMH, MIOKPBITIC ICHOUHOW 000JI0UKOM roiy0oro 1BeTa, ¢ pUCKo.

Ha nonepeunom pazpese sipo TabJIeTOK BCeX JIO3UPOBOK OJI0ro WK MouTH OeJIoro IBeTa.
dapmakoTepaneBTUHeCKA TPYIIIAa

CpeacTeo I8 JIeUeHUS SpeKTHIbHOU qucyHKIuH — OJ[D5-uarudéurop.

Kox ATX

G04BEO3

dapmakosoruiecKue cBoiicTBa
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Dapmaxoounamuxa
CunneHaduyl — MONIHBIN CENEKTUBHBIM MHTHOUTOp HHKJIOryaHosuHMoHodochar (II'M®D) —
crienuduueckoit pocdoaudctepassl S-ro tuma (OJ1D5).

Mexanuszm deticmsus

Peanmzarus GpU3HOTOTHUSCKOTO MEXaHHU3MA SPEKIIUU CBA3aHA C BLICBOOOIKICHHEM OKCH/Ia a30Ta
(NO) B kaBepHO3HOM TeJle BO BpeMsl CEKCYaJbHOW CTHUMYJBIUH. DTO, B CBOIO 0O4Yepe/b,
IPUBOJUT K yBelIHUeHHUIO0 ypoBHA HI'M®, mocnegyromeMy pacciaabiaeHHUIO TNIaAKOMbBIIICUHOH
TKaHU KaBePHO3ZHOTO TeJia U YBEJIMUSHHUIO TIPUTOKA KPOBH.

CwigeHadgmyi He OKasplBaeT TMPSAMOTO pacclalidiomero JeHCTBHA Ha H30JHMPOBaHHOE
KaBepHO3HOE TeJi0 4YelioBeka, HO YycwiuBaeT 3¢dekt okcuaa azora (NO) mocpelcTBoM
uHrubupopanust OJ[35, koTopas oTBeTcTBeHHA 3a pacma 1l MO.

Cuinenadui cenekTuBeH B oTHomeHUH OJ[D5 in vitro, ero akTHBHOCTH B oTHomeHUU OJ[D5
MPEBOCXOUT AKTHBHOCTh B OTHONICHUHU JIPYTUX HU3BECTHBIX H30(epMEeHTOB (ochoamdcTepassl:
®JI26 — B 10 paz; ®JID1 — Gosee yem B 80 paz; OJ[32, OJI24, OJID7-D/311 — Gonee ueM B
700 pa3. Cungenadun B 4000 paz Gonee cenekTuBeH B oTHomeHuu {OJ[D5 mo cpaBHEHHUIO C
OJ[33, yTo WMeeT BaxKHelIee 3HaUeHUE, MOCKOJIbKY DJ[D3 sBisieTcs] OJHUM W3 KJIIOUEBBIX
(bepMEHTOB PETYJISAIUUA COKPATUMOCTH MHOKApP/Ia.

OomaTelbHBIM ~ yesioBHeM (P PeKTHBHOCTH CcUTIeHAQIIa SIBIAETCA CeKcya/lbHas
crimysimsa.  CuiieHadUI  BOCCTAHABIMBAST HAPYIICHHYIO SPEKTWIbHYIO (YHKIHIO B
YCJIOBUSIX CEKCYAJIbHOW CTUMYIISIIIUY 32 CUeT YBEJIUUYESHUS IIPUTOKA KPOBU K KaBEPHO3HBIM TeJIaM
IIOJIOBOTO YJICHA.

Knunuueckue oanrsie

Kapouonoenueckue uccnedosanus

[Ipumenenue cuiieHadgmia B gozax g0 100 Mr He NPUBOIWIO K KIWHHYSCKH 3HAYAMBIM
m3meHeHusM OKI' y 3/10poBbIX JOOpOBOJIBIEB. MakCUMallbHOS CHH)KCHHE CHUCTOJIHYECKOTO
JABJICHUS B TIOJIOKESHUM JiexkKa IMociie mpuema cuigeHaduia B go3e 100 mr coctasuio 8,3 mm
PT.CT., a JMACTOJIMYECKOro mgaBieHHsi — 5,3 MM pT.cT. boJjiee BbIpaKeHHBIM, HO TaKXKe
npexoasuii 5¢pdekT Ha apTepuaibHoe qaBieHue (AJl) oTMedascs y NalUeHTOB, IPHHUMABIITHX
HUTpaTHI (cM. pazzenbl «IIpoTuBonokazanus» U «B3aumMoiecTBUE ¢ APYTUMU JIEKAPCTBEHHBIMHU
CpPEACTBAMUY ).

B uccnenosanuu reMoguHaMudeckoro sdgdekra cwiaeHadumia B oqHokparHo o3¢ 100 mry 14
MAIUSHTOB ¢ TSDKEIOH mimemMudeckod 6omesnpio cepana (MBC) (Gonee uem y 70 % marueHTOB
OBLII CTEHO3, 10 KpaifHel Mepe, 0THON KOpOHApHOU apTepuH) CUCTOJIMUSCKOS U THACTOIHIECKOS
JABJICHUE B COCTOSIHUM TMOKOA YMEHBIMaIoCh HAa 7 % W 6 % COOTBETCTBEHHO, a JICTOYHOE

CHCTOJIMYECKOS JIaBJIeHHE CHHKAJI0Ch Ha 9 %. CI/IJ'II[GH&(I)HJI HS BJIUSI Ha Cep}Ie‘IHLIﬁ BLIﬁpOC u
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He HapymajJl KpPOBOTOK B CTEHO3HPOBAHHBIX
VBEJIMUCHUIO (TIpuMepHO Ha 13 %) aqeHO3MH-HHAYIUPOBAHHOTO KOPOHAPHOTO IMOTOKAa KakK B
CTEHO3UPOBAHHBIX, TAK U B UHTAKTHBIX KOPOHAPHBIX apTEPUSIX.

B nBoiiHoM cienom IIiareGOKOHTPOJIHPYEMOM HCCIeOBaHUU 144 marueHTa ¢ SpeKTHIbHON
TUchVHKIUEH U CTaOWJIBHOU CTeHOKap/ued, NMPUHUMAIOMHNX AHTHAHTHHAIBHBIC MpermapaThl
(KpoMe HHUTpPATOB), BBINONHSUIH (U3HUSCKHE VIpaKHEHHS] JO TOr0 MOMEHTa, Korja
BBIPA)KEHHOCTh CHMIITOMOB CTEHOKapJHH YMEHbIIWJIACh. lIpoAOJIKHUTEIbHOCTD BBITIOJIHEHUS
yhapaxHeHus1 Obla goctoBepHo OGosbmie (19,9 cexynapr; 0.9-38.9 cexyHabl) y HAIUeHTOB,
MPUHUMABIIHUX CHIeHadWI B OJHOKpaTHOM mo3e 100 Mr, mo cpaBHEHHIO C MAI[HSHTaMH,
MOJIYIaBITUMHE TUIA1e60.

B paHgoMHU3HpOBaHHOM JBOWHOM CJETIOM ILIAIeOOKOHTPOJIUPYEMOM HCCIICTOBAHUH H3YUYaJIH
s¢pdexT nepemenno# nospl cuwmgeHadmra (mo 100 Mr) y myxuud (n = 568) ¢ dSpeKTUILHOU
TUChVHKIUEH W apTepHaJbHOM  THNEpTeH3HWeH,  NpUHUMAIONUAX  Oojiee  JBYX
AHTUTUNEPTCH3UBHBIX TpenaparoB. CungeHadun yayummwi spekiuio y 71 % MyK4HH 10
cpapHeHHIO ¢ 18 % B rpynme miane6o. Yactora HeOIaronpuaTHbIX (pekToB Oblila CpaBHUMA C
TaKOBOM B JIpYyIHX TIpyNIax NAaIlMeHTOB, TaK K& KaK y JIUI[, NPUHUMAIOMUX Oojee Tpex
AHTUTUIICPTCH3UBHBIX IIPEIIapaToB.

Hccnedoeanus 3pumenvHulX HapyUeHu

Y HeKOTOpPHIX MAIlUeHTOB uepe3 1 yac mociie npuema cwigeHaduna B go3e 100 Mr ¢ moMombio
Tecta @apHcBopTa — Mancesuia 100 BRISBICHO JIeTKOe M Mpexo/siiee HapyIIeHUe CIocOOHOCTH
pasznuvaTh OTTeHKHM IBeTa (CHUHero/seseHoro). Uepez 2 dYaca mocjie mpHeMa MpemapaTa STH
U3MEHEHUs OTCYTcTBOBaIU. CuMTaercs, 4TO HapylIeHHE I[BETOBOTO 3PEHHUSI BBI3BIBACTCS
uarubupopanneM @OJ[36, koTopasi yuacTByeT B Mpoliecce Mepefaud CBeTa B ceTdaTke IJasa.
Cunnenadgun He OKasbIBaJl BIIMSHHMSI Ha OCTPOTY 3pPEHHUSA, BOCIPUATHE KOHTPACTHOCTH,
BIICKTPOPETUHOTPAMMY, BHYTPUTJIA3HOE JaBJICHUS WIH IUAMETP 3pauKa.

B  mianeGoKOHTPOIUPYEMOM TMEPEKPEeCTHOM  HCCIIEOBAHWHM TAIlMEHTOB ¢ JOKAa3aHHOM
PAHHEBO3PACTHOH MaKyJISIpHOH JiereHepanuei (n = 9) cunaeHadui B ofHOKpaTHOH q03¢ 100 Mr
nepeHocuiIcs xopotno. He GbUTO BRISIBICHO HUKAKUX KIIMHHYSCKH 3HAYUMBIX U3MSHCHUH 3peHus,
OIICHUBAEMBbIX IO CIICIHAJIbHBIM BHU3YAJbHBIM TecTaM (OCTpOTa 3pEeHHUs, peleTka AMciep,
I[BETOBOE BOCIPHUATHE, MOJISJIUPOBAHUE TMPOXONJACHHUSI I[BeTa, NepuMerp XoMmppu U
doTtocTpecc).

Sppexmugrocmp

O dexkTuBHOCT U 6e30MacHOCTh CHIIeHA(IIA OIICHUBANH B 21 paHTOMU3HPOBAHHOM JBOMHOM
CJIETIOM ILTale0OKOHTPOIUPYEMOM HCCIISTOBAHUH TPOAOJIKUTEIBHOCTRIO 10 6 Mecstes y 3000

MAIACHTOR B Bo3pacTe oT 19 mo 87 jeT ¢ »peKTHWIbHOW JUCHYHKIHEH pa3TUuYHOU STHOJOTHH
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Y2 1 RpREp

(opranuyeckoy, IICUXOI€HHOM WM CMeIIaHHOH)—¢dherrHBHoeT—HpoHapata—oHOHHBATH
JI00aTbHO ¢ HCIOJIB30BAHHUEM JTHEBHHKA DPEKIUU, MEHKTYHAPOTHOTO HHASKCA SPEKTHJILHON
GyHKIUK (BATHIUPOBAHHBIH ONPOCHUK O COCTOSIHMM CeKCyaldbHOW (YHKIMH) W ompoca
napTHepa.

DddexTuBHOCTH cHeHaIA, ONpeAeTieHHas KaK CIOCOOHOCTh JIOCTHTATh U MOJCPIKUBATH
SPEKITUIO, TOCTATOUHYIO JIJIS YAOBISTBOPUTEIHHOTO MOJIOBOTO aKTa, Oblia TPOJIEMOHCTPHPOBaHA
BO BCEX IIPOBE/ICHHBIX UCCIICOBAHMSIX U ObLIa MOATBEPIH/ICHA B JIOJITOCPOUHBIX HCCIISTOBAHUSX
IPOJOJDKUTENbHOCTEI0 1 roa. B wuccienoBaHusIX ¢ NpUMEHEHHEM (DUKCUPOBAHHOM O3Bl
COOTHOIICHUE MAIUCHTOR, COOOMIUBIIMNX, YTO Tepamusl YAYUIIHIa UX 3PEKIUI0, COCTABIILIO:
62 % (mo3a cwineHadmta 25 mr), 74 % (moza cruiaenadmta 50 mr) u 82 % (n03a cuinaeHadguIa
100 mr) mo cpaBHeHHIO ¢ 25 % B Tpynme miane6o. AHATH3 MEKAYHAPOTHOTO HHICKCA
SPEKTWIBHONH (YHKIHMHU TOKa3al, YTO JOMOJHHUTEIHHO K VIYUIICHHIO DPEKIUH JICUeHHE
CHIJIeHA(UIIOM TaKKe TIOBBINMIATIO KAUeCTBO OpraszMa, MO3BOJISUIO JIOCTHYH YAOBISCTBOPSHHUS OT
IIOJIOBOTO aKTa U OOMIEeTO YAOBJISTBOPSHUS.

CornacHo 0600IeHHBIM JAHHBIM, CPE/IU MAIIUEHTOB, COOOMUBIINX 00 YIYUNICHUH SPEKIUH NIPU
JeueHUH cuiieHaduioM, Obut 59 % OonbHBIX auaberoM, 43 % MAIUCHTOB, MEPEHECIIHX
PAJUKAILHYIO IPOCTATAKTOMHUIO U 83 % MAIIMeHTOB € MOBPEKACHUSIMU CIIMHHOTO MO3Ta (TIPOTUB
16 %, 15 % u 12 % B rpynie mianebo COOTBETCTBEHHO).

Dapmaxoxunemuxa

{dapmakoKHHETHKA CHIIeHa(UIa B PEKOMEHTYEeMOM JHala3oHe 03 HOCUT JIMHEHHBIN XapakTep.
Beacwvisanue

[Tocie mpuema BHYTph cHieHAdHUT OBICTPO BcachiBaeTcs. AOCOMIOTHAsT OHOJOCTYIHOCTH B
cpemHeM cocTapiisieT okoio 40 % (ot 25 % mo 63 %). In vitro cungeHadua B KOHICHTPAITHA
okoio 1,7 mr/mn (3,5 uM) nomaemsier akTHBHOCTH, ®JID5 uenmoeka nHa 50 %. Ilocne
OJTHOKpaTHOTO Tpuema cuiieHaduia B go3e 100 Mr cpedHsii MakCHMaJibHasi KOHIICHTpAIUA
cBoOoTHOTO cHiicHaduia B TuiazMe KpoBH (Cmax) MY)KIHH COCTaBIISIET 0KoJ10 18 Hr/Mi (38 HM).
Cmax TIpH IipueMe cuiiieHaduIa BHYTPh HATOIAK JIOCTUTASTCS B Cpe/iHeM B TeueHHe 60 MUH (OT
30 mun go 120 mwuu). llpu npueme B couyeTaHMHM C JKMPHOW IHUINEH CKOPOCTh BCACHIBAHHUS
cHmKaeTCs: Cmax YMEHBIIAETCS B cpeqHeM Ha 29 %, a BpeMs JOCTHIKCHHSI MaKCHUMAaJIbHOU
koHIeHTpauu (Tmax) yBeMMuuBaeTca Ha 60 MHH, OJTHAKO CTeIIeHb aOCOPOIMH JOCTOBEPHO HE
u3MeHsieTcs (TWiomaab 1moj (GpapMakOKMHETHUSCKOW KPUBOU «KOHIeHTpaIrusi — BpeMsi» (AUC)
cHmxKaetrca Ha 11 %).

Pacnpeoenenue

OO0beM pacripesiesieHus1 CHIIcHa(WIa B paBHOBECHOM COCTOSIHUU COCTaBJIsIeT B cpequemM 105 .

Cas13p CI/I.]'I)_'[eHa(bI/IJ'Ia H €ro OCHOBHOTO IHPKYJIHPYIOIICTO N-1eMeTHIILHOTO MeTaboJIHTa ¢
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OeIKaMH TUIa3Mbl KPOBH COCTABJISIET OKOJO ¢
npenapata. Menee 0,0002 % mo3wl cwigeHaduna (B cpeaHem 188 Hr) oOHapy:KeHO B criepMe
yepes 90 MUH nociie pueMa mnpenapara.

Memabonusm

CunaeHadgun MeTabOMU3UPYETCS TJIABHBIM OOpa3oM B TMEUCHH TMOJ JeHCTBHEM H30(epMeHTa
iuroxpoma CYP3A4 (ocHoBHOM myTh) U u3odepmenta muroxpoma CYP2C9 (MUHOPHBIH MyTh).
OCHOBHOW NHUPKYJUPYIOMHUA aKTUBHBIH MeTaboiIuT, oOpasylomuicss B pesyiabTare N-
JTEMETUIIUPOBAHUA CHIIeHad WA, TMoJBepraeTesl HajbHenmeMy MeTtaboiusmy. CeleKTUBHOCTD
JOeucTBUs 3Toro MeTabonuta B oTHomenun MJ[D comocTapuMa ¢ TakoBO# cuiiieHadwiIa, a ero
aKTHBHOCTHL B oTHOmeHUU DJ[D5 in vitro cocrapmser okono 50 % akTHBHOCTH CHIIeHadmIIA.
KonrnenTpanus MeTabo/IuTa B IJIa3Me KPOBHU 370POBBIX JOOPOBOJIbIIER cocTapisia okoyio 40 %
OT KOHIeHTpanuu cuwiieHadmwia. N-IeMEeTHIbHBIH MeTaOOJHUT MOJBEpracTca NalbHEHIIeMy
MeTaboIU3MY; TIepHO/T eTo MOTyBbIBeAeHHS (T1/2) COCTaBISCT OKOJIO 4 JacoB.

Buiseoenue

OOmu#t wmpeHe cuwiaeHaduiaa cocrapisetr 41 m/gac, a koneunbld Tin — 3-5 wacos. Ilocie
pHeMa BHYTpPb, TaK K€ KakK Mocjie BHYTPUBEHHOTO BBEACHUS, CHIACHA(DII BRIBOJIUTCS B BHIS
METa0OJIATOB, B OCHOBHOM KHIICYHHUKOM (okosio 80 % mepopalbHOW JO3bI) U B MEHBIICH
cTeneHu nmoykamu (okosio 13 % nepopaibHOM T03BI).

DapMaKOKHHETHKA YV 0COOLIX IPVIII MAIIHEHTOB

Iloorcunvie nayuenmoi

Y 310pOBBIX TOXKWIBIX TMaIMCHTOB (cTapmie 65 JieT) KIHUpeHC cuiieHaduia CHUXKECH, a
KOHI[SHTpaIHsI cBOOOIHOTO cHiIeHaduia B Tuia3zMe npuMepHo Ha 40 % Bpllne, 4eM Y MOJIOJIBIX
(18-45 net). Bo3pacT He OKa3blBaeT KIMHHUYECKH 3HAUYMMOIO BIIMSHHUSA HA YacTOTY Pa3BUTHUsL
moGOUHBIX (P PEeKTOB.

Hapywenus ¢pynxyuu nouex

[Ipu nerxoit (xmupenc kpeatmHuHa (KK) 50-80 mu/mun) u ymepennoi (KK 30-49 mur/mumn)
CTeTICHH TOYEUYHOUW HEJIOCTATOYHOCTH (papMaKOKHHETHKA CHJeHaduia Mociie OJHOKPATHOTO
npuemMa BHYTpb B jJo3e 50 mr He m3meHsieTcs. lIpw Tspkeslod MOYeUYHOW HEJOCTATOYHOCTH
(KK <30 m/MuH) KIMpeHC CHIIIeHa(UIIa CHUKASTCS, YTO IPUBOJIUT K MIPUMEPHO JIBYKPATHOMY
yeesmueHuto 3HadeHusA AUC (100 %) u Cpax (88 %) 1m0 CpaBHEHHIO ¢ TAKOBBIMH TTOKA3aATSIIAMHU
IIpU HOPMAJIbHOHM (PYHKIIMY [TOYEK Y MAIUEHTOB TOM jK€ BO3PACTHOM IPYIIIIHIL.

Hapyuienus pyuxynuu neuenu

VY manmmeHToB ¢ IUppo3oM meueHH (kiaacckl A U B mo kraccudukamum Yainn — [Ip10) KiupeHc
cuiieHaduia CHUXKACTCS, YTO MPUBOAUT K moBbimeHuto 3HaueHUuss AUC (84 %) u Cmax (47 %)

MO0 CPaBHCHHUIO ¢ TAKOBBIMH IMOKA3aTCJIAIMU IIPpH HOpMaﬂLHOﬁ (bYHKI_II/II/I MCYCHHU Y MalUCHTOB TOU
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JK€ BO3pacTHOW rpymnmel. DapMaKOKHMHETHUR
HapymeHusMHu GyHKIuU neueHu (kiace C mo kinaccudukauu Yaing — [Ip10) He U3yuaiacs.
Iloxa3zaHus K MpUMeHeHHUIO

Cungenadgua-®IIO® nokasaH K MPUMEHESHHIO Y B3POCIBIX B BO3pAcTe OT 18 JeT IS JiedeHus
HApYIICHUH SPEKIIUH, XapaKTepHU3YIOMUXCS HECTIOCOOHOCTRIO K JIOCTHIKCHHUIO WIIH COXPAHEHHUIO
SPEKIUH MOJIOBOTO WISHA, JOCTATOUHOH /ISl YIOBJIETBOPUTEIBHOIO MIOJIOBOTO aKTa.
Cundenaghun 3¢phexmugen MmorbKo HpU CEKCyATbHON CIMUMYTALUN.

IIpoTHBONOKA3aHUA

I'unepuyBCTBUTENILHOCTE K CHIIACHADIITY WIH K JIIO00OMY IpYroMy KOMIIOHSHTY IIperapaTa.
IIpuMmeHeHHe y NALMEHTOB, MOJIYYAIOIHUX MOCTOSIHHO WJIM ¢ IepephIBaMH JIOHATOPBI OKCHIA
a30Ta, OpraHUYECKHEe HUTPAThl WIM HHUTPUTHI B JIOOBIX (opMax, IMOCKOJBKY CHIIeHA(UI
YCHJIMBAaeT TUIIOTCH3UBHOE JeMCTBHEe HHUTpaToB (cM. paszaen «BzaumonelcTBHe ¢ JApYTUMH
JIEKapCTBEHHBIMU IIpeIriapaTaMu» ).

CopmecTHOe TpuMeHeHHe HHTHOUTOpoB OJID5, BKIOYas cHIeHadHI, CO CTUMYIATOpaMHU
IYaHWIATIMKJIA3bl, TaKHMH KaK pHOLUIyaT, TaK Kak dTO MOMKET IpHBOAUTH K
CUMIITOMAaTHYECKOM T'HIIOTEH3HH.

BezonacHocTh ¥ 3 dekTuBHOCTS Npenaparta Cunaenadun-OIIO® npu coBMECTHOM NPUMEHEHHH
¢ JPYTUMH CpeACTBAMHM JISUCHHS] HApYIICHUH SPEKIUU HE U3YYAIMCh, MOXTOMY IPUMEHEHHE
0TOGHBIX KOMOWHAITHH He peKoMeHIyeTcs (cM. pazaen «OcoOble yKazaHUs»).

Tsprenas neueHouHad HeJocTaTOUHOCTH (Kiiace C no kraccudukanuu Yama-11s10).
OHOBpEeMEHHBIH IPHEM PHTOHABHPA.

Tspkenbie  cepledHO-COCYAMCThIe 3a0osieBaHUSl (TsDKeasl —cepJieuHasi HeJOCTaTOUHOCTD,
HeCTaOWIbHASL CTEHOKAp/IMsL, IepeHeCeHHBIS B TeUCHHE MOCIIeIHUX MEeCTH MECAISB HHCYJILT HIIN
HH}apKT MUOKAp/a, )KU3HEYTPOIKAIOIHE apuTMHH, TunepTersust (AJl > 170/100 MM pT.cT.) Wiu
apTepuaiibHas runoTeHzus [AJl menee 90/50 mm pr.cT.]) (eM. pazgen «Ocobble yKazaHUs»).
[TarueHTHI ¢ SIU304aMH PAa3BUTUSI HEApTePUUTHOM IIepeJHEH HIIEeMHUYECKOM HeHpoIaTUH
3PUTEJIBHOTO HEPBA € ITOTePEeH 3peHHs B OTHOM TJIa3zy.

HacnencTBeHHBIN MUTMEHTHBIH peTHHHT (CM. pasfen «Ocobble yKazaHUID» ).

ITo 3aperucTpUpOBAHHOMY MoKazaHMIo TpemapaT CuyieHadun-OIIO® He npeaHasHaueH JUIA
MIpUMEHEHUS y AeTel 1o 18 Jer.

ITo 3aperHcTpHpPOBAHHOMY TMoKa3aHMIo Tpemapar CunmeHagun-@IIO® He npeaHazHaueH JUIS
IIPUMEHEHHUS Y JKEHIIUH.

C ocTOpoKHOCTHIO

AHaToMuuecKas JleopMaliys OJIOBOTO WieHA (aHTYJLIIUS, KaBepHO3HBIM (pubpo3 uim GosIe3Hb

[letiponn) (cM. pazgen «Ocobble yKazaHUsS»).
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3a60ﬂeBaHI/IH, npeapacinojararolue K pasBUTHE >

MHOXKECTBEHHASI MUEJIOMA, JISHKO03, TpoMOoIuTeMus) (cM. pazfiei «Ocobble YKazaHUs»).
3abosiepaHus], COTMPOBOKIAIOMHUECS KPOBOTCUCHUEM.

SI3peHHast GOJIC3HD XKeNTy/IKa U JBEHAANATUTICPCTHON KUIIKHU B CTaAUH 000CTPEeHHUSL.

Hapymenus QyHKIHUN TEUSHU.

Tsoxenas mouednast HegoctatounocTh (KK menee 30 vur/mun).

[TamueHTs ¢ SNH30/I0M pa3BUTHSA NEpeAHEU HeapTepHAIILHOM HIIEeMHUUYECKOM HeHpomaTuu
3PUTEJILHOTO HEpBa B aHaMHe3e (cM. pasiesl «Ocolblie YKa3aHUS).

O HOBpeMeHHBIH MpHeM OJI0KaTOpoB alib(ha-apeHOPELEITOPOB.

IIpumeHeHIie IPU GepeMEHHOCTH U B TIEPHO/I TPYAHOT 0 BCKAPMIINBAHUA

ITo 3aperucTpupoBaHHOMY MOKA3aHHUIO MpenapaT He IpeJHA3HAYEH JUIsl IPUMEHEHUS Y KEHITUH.
Crnioco6 nmpyMeHeHUs U 103bI

Bnay1ps.

Pexomenayemasi qo3a it GOJILIIMHCTBA HAlMEHTOB cocTapysieT 50 Mr mpumepHo 3a 1 gac Jio
cekcyasibHOM akTUBHOCTH. C yueToM »((PEeKTUBHOCTH M IEPEHOCHUMOCTH [103a MOMKET OBIThH
yBeauueHa Jo 100 mr unum cHuMzkeHa Jio 25 mr. MakcumalnibHasg peKOMeHAyeMasi J103a COCTaBJIIeT
100 mr. MakcumarnbHas peKOMeH/lyeMasi KpaTHOCTh NMpuMeHeHus — 1 pa3 B cyTku. Creayer
VUUTHIBaTh, YTO abcopOuusi cuiieHadUIa 3HAYUTEILHO 3aMeUIsIeTCsl TP €ro NMPUMEHSHUH B
COYECTAHUH C )KUPHOU MUIIICH.

Hapywienue gpynxyuu nouex

[Ipu nerxkoéi W cpelHETsDKENON cTeneHM modeuHod HemoctaTouHocTd (KK 30-80 mur/mwumH)
KOpPpeKTHpPOBKAa JO3bI He TpelyeTcsi, TpH TOKEJIOW TMOUYeYHOH  HEJOCTATOYHOCTH
(KK < 30 mu/Mun) 103y cuieHaduIa clieTyeT CHU3UTH 10 25 MT.

Hapywenue ¢ynxyun neuenu

[Tockonbky BhIBeAeHUE CUieHA(pUIA HAPYIIACTCS V MAI[UCHTOR C TOBPEIKICHUEM IeUeHHU (B
YaCTHOCTH, TIPH IHPPo3e), 703y Ipenapata CuineHapur-OIIO® cieyeT cHU3MUTE 10 25 M.
CosmecmHoe npumenenue ¢ OpyeUM TeKapCme eHHbIMU NPenapamamis

CoBMecTHOE MIPUMEHEHHE ¢ PUTOHABUPOM He pekoMeHayeTcs. B moboM cityyae MakCUMaIbHas
noza npenapara CuineHagua-OIIO® Hu IpH KakUX 06CTOSTENHCTBAX He JIOJDKHA IIPEeBBINIATH
25 Mr, a KpaTHOCTh IIpUMeHeHUs — 1 pa3 B 48 gacoB (cM. pazaen «BzaumoieiicTBre ¢ ApYyrUMHU
JIEKapCTBEHHBIMH IIpeIiapaTaMu»).

IIpu coBMecTHOM TIpUMEHEHHWH C UHruOHTOpamu uzodepmeHTa I1mToxpomMa CYP3A4
(PPUTPOMUIIMH, CaKBUHABHp, KETOKOHA30Jl, HHTPAKOHA30Jl) HadajJibHasi Jo3a I[pemnaparta
CHHﬂeHa(l)I/IJI-(I)HO® JIOJDKHA COCTaBJLITH 25 Mr (cMm. pasjen «BzaumMoaeHCTBHE ¢ JpYTHMU

JICKapCTBCHHBIMH TIpeTIapaTaMmu»).

CNEPTHOMY OTYETY
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Y1oObl CBeCTH K MHHHMYMY pPHCK pPa3BUTHSA—HOETypajibHOH—FHAOTOHIHH—y—HAHHOHTOB;
IPUHAMAOIINX ¢-aApeHo6I0KaTophI, MpHeM npenapara CunaeHadut-OIIO® caenyeT HauMHATE
TOJILKO TIOCJIE JOCTH)KEHHUS CTAOMJIM3AlMKU TeMOJIMHAMUKH Y ATUX MalHeHToB. ClieayeT Takxe
paccMoOTpeTh [eJecooOpasHOCTh CHUKCHMSI HAYallbHOW 03l cHileHadmia (CM. pasjien
«Ocobble ykazaHus» U «B3auMoaeicTBHE ¢ IPYTHUMH JICKAPCTBEHHBIMHE TpeTapaTaMm ).
Hooicunvie nayuenmot

KoppekTaposka 10361 npenapara CuigeHadgui-OIIO® ue tpeGyercsi.

Ilodounoe geiicTBHE

HauGonee yacTeiMu 000 THBIME d(pekTamMu ObUTH TOJIOBHAS 0OJIb U MPUIIHBLL

OGb1uHO T0GoUHBIe > dekTs! npenapata CungeHadhu1-OIIO® c1aGo WM YMEPEHHO BHIPAKESHEI
U HOCSIT IIPEXO/IANIUHN XapaKTep.

B uccrneqoBanusax ¢ npuMeHeHHEM (PUKCHPOBAHHOW JIO3bI MOKA3aHO, YTO YACTOTAa HEKOTOPHIX
HEIKEJIATSIIBHBIX SIBJICHUH TOBBIMIASTCS C YBETHICHHUEM JTO3bI.

YacToTa HeXKeJaTSILHBIX peaKHHﬁ npeacTaBjcHa 110 cnez[y}omeﬁ KJ'IaCCI’I(bI’IKaIII’II’IZ

OueHb 9acTo =10 %

Yacto >1%un<10%

Heuacto >0,1%u<l%

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

OueHb peJiKo < 0,01 %

YacToTa HEH3BECTHA HEBO3ZMOIKHO OTIPEICIUTh Ha OCHOBE UMEIONTUXCS TAHHBIX

Co cmopoHbl Kpoeu 1 TUMPamuiecKkoll CUCHeMbl: Heuacmo — AaHEMUST, JICHKOTICHUSL.

Co cmopoHbl UMMYHHOU CCMeMbl: HeYuachmo — PEaKIIMU TOBBIINISHHOW YYBCTBUTEILHOCTH (B
T. 4. KOJKHASI CBIIb ), AJUICPTHUSCKUE PSAKITHH.

Co cmoponsl odmeHa eewiecme U RUMAHUA: Heuacmo — OTIYIICHUE JKaXK]Ibl, OTEKH, TOJarpa,
HEKOMIICHCHPOBAHHBIM  CaxapHbIi  JuabeT, THUNCPIIIMKeMHUs, Tepu(epHUecKUe OTEKH,
THIIEPYPUKEMHUSL, THIIOTJIMKEMUST, THIIEPHATPHESMUSI.

Co cmoponst yeHmpaivHol 1 nepugeputecKoil HepeH oIl CCeMbl: OUYeHb YACMO — TOJOBHAS
60JIb, Yacmo — TOJOBOKPY)KCHHE, HEUacTO — COHJIMBOCTh, MHUTPEHB, aTaKCHS, THICPTOHYC,
HEBPAJITHS, HEHPONATHS, MApEeCTe3Hs, TPEMOp, BEPTHTO, CHMIITOMBI JICTIPECCHH, OSCCOHHHMIIA,
HEOOBIYHBIC CHOBHJICHUS, TIOBBINICHHE Pe(IICKCOB, THIIECTE3US, PEOKO — CYIOPOTH*, TOBTOPHBIS
cysioporu*, oOMOpoK.

Co cmopoHst opzana 3peHus: 4acmo — 3aTyMaHSHHOE 3pESHUE, HApYIICHHUE 3PSHHUSI, ITHAHOTICHST,
Heuacmo — 00Jb B Thazax, GoTodolus, (GoTOMCHs, XPOMATOIICHS, TOKPAaCHSHHE TJIa3/HHbEKITHH
CKJIep, M3MCHEHHE SIPKOCTH CBETOBOCIPHSITHS, MHIPHA3, KOHBIOHKTHBHUT, KPOBOHUZJIHSIHHE B

TKaHH TJlaza, KaTapakKTa, HapyHICHHUC paGOTLI CJIC3HOTO aIlraparta; pe@xo — OTCK BCK H
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S3pEeHHUA BOKPYI' HCTOYHHKA CBCTA, IIOBBIMNICHHAA YTOMIIACMOCTL IJIa3, BHACHHUC IIPSIMETOB B

JKEJITOM I[BeTe (KCAHTOIICHsI), BU/ICHHE IIPEIMETOB B KPAaCHOM I[BeTe (DPUTPOIICHS), TUIIEPEMHUSI
KOHBIOHKTHUBBI, pa3z[pa’KeHHe CIU3UCTON 0OO0JOYKHU IJ1a3, HENpPUSTHBIE OIIYIICHHs B IJazax;
4ACTNOMA Heu36eCmHa — HeapTepUUTHAs TepeHSS HIIeMHUYSCKash HEBPONATHSl 3PUTEIBHOTO
HEepBa, OKKJIIO3US BEH CeTYATKH, Je(eKT MOJIeH 3peHUs], TUIUTONH™, BpeMEeHHAs! MTOTepsl 3peHUS
WIM CHU)KEHHE OCTPOTBHI 3pDEHUs, IOBBIIMICHHE BHYTPUIJIA3HOTO JABJICHUS, OTEK CETYATKH,
3a00JICBaHUS COCY/IOB CETYATKH, OTCIIONKA CTEKJIOBUIHOTO Tejla / BUTpEAIbHAS TPAKIHSI.

Co cmoponst opzana ciyxa: Hedacmo — BHE3AIHOS CHWKEHHE WM MOTepsl CJIyXa, IyM B yIIax,
00JIb B yIIax.

Co crmoponbl cepdeurno-cocyOucmolt cucmemsl: 4acmo — IPUINABLL, Hedacmo — TAXUKap/Ius,
ONYIICHHUE CepAlCcOUCHUS, CHIDKEHHE apTepHaJbHOTO JIABJICHMS, YBEJIHUCHHE YacTOTHI
CepACUHBIX COKpAIeHHUH, HecTaOWJIbHAS CTCHOKAp[Ws, AaTpUOBCHTPHKYJLIpHas OJokaja,
uHpapKT MHOKapjaa, TpoMOO3 COCYJOB TOJOBHOTO MO3ra, OCTAaHOBKA cep/la, cepJedHas
HE/I0CTaTOYHOCTh, OTKJIOHSHUS B MOKA3aHUAX JIEKTPOKAPAMOTPAMMBI, KapAHOMHUOLATHS, pPeoKo
— (pubpwutsAus npeicep Ui, BHe3alHasI cep/IeuHasi CMepTh*, JKeIyJOUKOBast apuTMUST*.

Co cmoponst 0bIXamenvHoll CUCHeMbL: 4acmo — 3aJI0KESHHOCTh HOCA;, Heuacmo — HOCOBOE
KPOBOTCUCHHE, PUHUT, acTMa, JUCITHOD, JAPUHTHUT, (DAPHUHTUT, CHHYCHT, OPOHXHUT, YBEIHUCHUES
o0BbeMa OT/IeNISIEeMO MOKPOTBI, YCHIICHHE KallUJLT, peoko — 9yBCTBO CTECHEHHSI B TOpJIe, CYXOCTh
CIIM3HCTOH 000JIOUKH IOJIOCTH HOCA, OTEK CIU3UCTON 000I0UKH MTOJIOCTH HOCA.

Co cmoporst Hcely)oHHO-KHUEUHO020 MPAKMA: 4acmo — TOIHOTA, JUCICIICHUS, Heuacmo —
ractpossogareanbHas pedurokcHasi Oojie3Hb, pBOTa, 00Jb B OONACTH JKHBOTA, CYXOCTh
CIIM3UCTOM O0OJIOYUKM TOJOCTH pTa, IJOCCHT, THHTHBHT, KOJHUT, JAuc(harus, racTpur,
TacTPOIHTEPHT, H30(aruT, CTOMATUT, OTKJIOHCHHE TCYCHOUHBIX (DYHKIIHOHAIBHBIX TECTOB OT
HOPMBI, peKTAILHOE KPOBOTCUCHHE; peOKo — TUMECTE3Us CIIU3UCTON 0G0I0UKH MTOJIOCTH PTa.

Co crmoponsl Kodicu 1 HOOKONCHBIX MKAHEN: Heuacmo — KOXKHasl Chblllb, KPAIIMBHUIIA, TPOCTON
repmec, KOXKHBIH 3yJ, IOBBIMIEHHOE IIOTOOTAC/ICHHE, HU3BSI3BICHHE KOXKH, KOHTAKTHBIN
JepMATHT, HKC(HOJUATHBHBIM JepPMATUT, uyacmoma Heussecmua — cupapoMm CTHBeHcAa —
JI’KOHCOHA, TOKCUYECKHUH U PMATIbHBIA HEKPOJIU3.

Co cmoporst onopro-0suzamenvHozo annapama: 4acmo — 00Jib B CIIMHE; HEYacmo — MUAAJITHS,
60J1b B KOHEUHOCTSIX, ApTPUT, apTpo3, Pa3pblB CYXOXKWUJMs, TEHOCHHOBHT, 0OJb B KOCTSX,
MHACTeHUSI, CHHOBHT.

Co crmopoHbl MOUEnoNo60I CUCHEMbL: HeyacoO — NUCTUT, HUKTYPHUS, YBEJIMUCHHES MOJIOUHBIX

JKCJIC3, HEACPIKAHHUEC MOYH, I'CMaTypHs, HAPYHICHUC SAKYJDIHUHA, OTCK FeHHTaJIHi"I, AHOprasMusl,
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CNEPTHOMY OTYETY

reMaToCIepMUs], TIOBPEXK/ICHUE TKAHEH IOJIOBOPO—HieHA—peoKo— AFHTebHAT PO RS/ HH
MIPHATTUA3M.

Ilpoune: neuacmo — omymeHUe ’Kapa, OTeK JIMIA, peakiusi (pOTOUYBCTBUTEIBHOCTH, MIOK,
ACTCHHS, TOBBIMICHHAS YTOMJISIEMOCTh, OOJIb pa3IUYHON JIOKAJIM3allMH, O3HOO, CiydaiHbIe
najeHus, 00Jb B 00IACTH TPYAHOM KIISTKH, CIIYUYAMHbBIC TPABMBIL, peoKo — pa3IpaskUuTeIbHOCTb.

* IToGounbie 3(peKThI, BBISIBJICHHBIC BO BpeMSI MOCTMAPKETHHTOBBIX UCCIISOBAHUMN.
Cepoeuno-cocyoucmolie OCIONCHEH U

B Xoge mMOCTMapKeTHHIOBOTO NPHUMEHEHHs CWIIeHapmiIa Uid JICUSHHUS SPEeKTUILHOU
TUCHVHKITUH COOOMANIOCh O TaKMX HeKeNaTeNbHBIX SIBIICHUAX, KaK TSDKeJIble CepJIeuHO-
COCYAUCTBbIC OCIOKHEHUS (B T. 4. HHPAPKT MHUOKap/a, HecTaOWIbHAS CTCHOKAp/Us, BHE3aIHAS
Cep/leuHas CMepTh, JKEIYJOUYKOBas AapUTMUs, TeMOpPpParMuecKuil HHCYJIBT, TpaH3UTOPHAS
WIIeMUYECKasl aTaka, THUISPTEH3USI W TUIOTCH3HUS), KOTOpble HMEJIU BPEMEHHYIO CBS3b C
NpUMEHEHHEM CHIeHaduiIa. BONbMIMHCTBO HTHX MAIUSHTOB, HO HE BCe M3 HHUX, HMEJH
(baKTOpHI pUCKA CePJCTHO-COCYIUCTBHIX OCTOKHEHHH. MHOTHE M3 yKa3aHHBIX He)KeIaTeJIbHBIX
SBJICHUH HaONIONATUCh BCKOpPE IOCE CEKCYalbHOM AKTUBHOCTH, U HEKOTOphIE U3 HHX
OTMEUAIMCh TOCNIe TpHeMa cuiieHaduiaa Oe3 mocieqyromeld ceKcyalbHOM akTUBHOCTH. He
MPEACTABIISIETCS BO3MOXKHBIM YCTAHOBUTH HAJIMUME NPSIMOM CBSI3M MEXJTy OTMEUAaBIIMMUCS
HEKEJIATeIbHBIMHU SIBJICHUSIMU U YKA3aHHBIMU WJIH UHBIMH (paKTOpaMHu.

SpumenvHvle HapyuieHus

B penkux cimydagx BO BpeMs MOCTPETHCTPAIMOHHOTO MPUMEHEHHS BceX HHTHOuTOpoB ®OJ[35, B
TOM UHCIIe CHIeHadUIa, cooOIMan o HeapTepUUTHOHN IMepe/lHed HIMIEMHUUYECKOW HEBPONATHUH
sputeapHoro Heppa (HIIMH3H) — peakom 3abojieBaHHH W MPUYHHE CHIDKEHUS WIH MOTEPHU
3peHus. Y OCONBIIUHCTBA M3 ATHX MAI[UCHTOB ObLM (akTophl pUCKA, B YACTHOCTH CHHIKCHHE
OTHOINCHMS JUAMETPOB PKCKABAIIMK U JIUCKA 3pUTEJILHOTO HepBa («3aCTOMHBIN JIUCK»), BO3pACT
crapme S50 Jer, caxapHbli JgualeT, TUMEPTEH3WS, WIIeMHUeckasi OoJie3Hb Cep/Ila,
TUNCPIUNUIEMUsI U KypeHue. B oOcepBallMOHHOM HCCIICIOBAHUU OLICHUBAIH, CBSI3aHO JIH
He/JaBHEe TIPUMEHEHHUE TIpenapaTos Kiacca HHruOuTOpoB ®JI35 ¢ octpbiMm Havasiom HITMH3H.
Pesynbrarel ykaspiBaloT Ha NpUOIU3UTEILHO 2-KpaTHoe moBbimenue pucka HIIMH3H B
mpejenax 5 TepHoJIOB TMOMYBBIBEICHHS Tocie NpuMmeHeHus: uHruOuTopa ®J[35. CormacHo
OonyOJIUKOBAaHHBIM JIUTEPATypHBIM JaHHBIM, TOJHYHas dacToTa BosHUKHOBeHHMs1 HITMH3H
cocrapisieT 2,5-11,8 ciyuas Ha 100 00 myxxuuH B Bo3pacte > 50 jer B o0med HOMyJALMM.
CreqyeT peKkoOMeHIOBaTh MAllUEHTaM B Cllydae BHE3AIIHOM MOTEpH 3peHUs MPEKPATUTH TePAIIUIO
cHi/IeHAUIIOM B HeMeJICHHO TPOKOHCYJILTUPOBATHCS ¢ BpauoM. JIHila, y KOTOpBIX yikKe ObLI
cayuait HITMH3H, umeror noseimennbii puck peruaupa HIIMH3H. ITosTomy Bpauy ciemyet

OGCY,ZII/ITB JTAaHHBIH PHCK ¢ TaKHMH IIAlTUCHTAMH, a TAKXKE OGCYI[I/ITL ¢ HUMH IIOTSHIHAJILHBIH
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IL

IaHc HeGIArONpHATHOTO BO3IEHCTBHSA HHIHOH YopoB-DHIS—MnrnbnTopht-PHADS—B-FoM—Hiee
cuiieHa( U, y TAKUX MAIUSHTOB CIIeTyeT IPUMEHSATE ¢ OCTOPOIKHOCTBIO M TOJIBKO B CUTYAIMSIX,
KOI'/Ia OJKHM/1aeMasi 110J1b3a IePEeBEINBAET PUCK.

IIpu  wmcnoms3oBaHmu  mpemapata  CmraeHadpmwi-OIIO® B fo3ax,  NpeBBIIAIONAX
peKOMEH/TyeMble, He)KeJIaTe IbHbIC SIBJICHHS ObLITH CXOHBIMH ¢ OTMEUEHHBIMH BbINIE, HO OOBIYHO
BCTPEYAIUChH Yallle.

Ilepeno3upoBka

IIpu oHOKpaTHOM TpHeMe Tpenapata CunmeHagua-OIIO® B goze 10 800 Mr HeskenaTeIbHBIE
ABJICHUs] OBUIM TaKUMM JKe, KaK M IpH IpUeMe Ipemapara B Oojiee HU3KHUX J103aX, HO
BeTpevanuch yame. Ilpumenenue 10361 200 MI He IPUBOJWIO K MOBBIMEHUIO d(PeKTHBHOCTH
Ipemnapara, 0JJHaKO 9acToTa NOOOYHBIX peaknui (TojioBHast 6OJIb, NPUIUBBL, TOJIOBOKpPYKEHHE,
JUCICTNICHsI,  3aJIOKeHHOCTh  HOCA, HapylleHHWe 3peHus) YypeauuuBaiack. Jleduenwe
CUMIITOMAaTHYeCKoe. ['eMoananu3 He yCKOpseT KIMpeHC CWiIeHaduia, Tak Kak IOCHeTHUU
aKTUBHO CBsI3bIBAeTCS ¢ OeJIKaMHU IUIa3MbI U HEe BBIBOJUTCS IOUKAMH.

B3anmopeiicTBHe ¢ APYTHMH JIeKAaPCTBEHHBIMH IperapaTaMu

Brusanue Opyaux nexapcmeeHHuiX npenapamoe Ha apmMaKoKuHemuxy cuioeHaguia
MeTtabomu3Mm cuifeHaduiIa IPOUCXOJAMT B OCHOBHOM MoJ JeHcTBHEeM H30(epMEHTOB
nuroxpoma CYP3A4 (ocHopHo# myTh) 1 CYP2CY, nmosToMy MHTHOUTOPHI STUX HW30(EPMEHTOB
MOTYT YMEHBIIUTH KJIMPEHC CHIIeHA(HIA, a UHAYKTOPHI, COOTBETCTBEHHO, YBEIIUUUThH KIIUPEHC
cugeHagua. OTMEUeHO CHIDKEHUE KIIMpeHca CHiIeHadguIa Ipy OJHOBPEMEHHOM IIpUMEHEHUU
UHruOuTOpOB M30depmenta muToxpoma CYP3A4 (keTOKOHA30J, DPUTPOMHUIIMH, ITUMETHIHH).
[Mumetuauna (800 mr), Hecnenuduueckuii HHTUOUTOP U30odepmenta uToxpomMa CYP3A4, npu
COBMecTHOM Impueme ¢ cuwigeHapuiaoMm (50 Mr) BbI3BIBaT NOBBINICHHE KOHIEHTPAIUU
cwiieHaguiaa B wiazMe Ha 56 %. Ognokpatheii npueM 100 mr cuingeHaduia COBMECTHO ¢
spuTpoMutiiHoM (1o 500 mMr/cyTku 2 pasa B JeHb B TeUSHHE 5 THEH), yMEPESHHBIM HHTHOUTOPOM
mzodepmenta muroxpoma CYP3A4, Ha ¢doHe TOCTHIKCHHS TOCTOSTHHON KOHIICHTpAIUU
SPUTPOMHIIMHA B KpPOBH TNpHBOAUT K yBenuwdeHuto AUC cumaeHadpuna Ha 182 %. Ilpu
COBMECTHOM TipHeMe cuiieHaduna (oanokpatHo 100 mr) u cakpuHaupa (1200 mr/aens 3 pasa
B JeHb), uHruOutopa BHU-mpoteassl u wuzodepmenta mutoxpomMa CYP3A4, Ha done
JOCTH)KEHUS IIOCTOSTHHON KOHIIEHTPAIMH CaKBUHABUPA B KPOBU Cmax CHIIIeHa(UIIa IOBBINATACH
Ha 140 %, a y AUC ypemuumwiack Ha 210 %. CumeHadun He oOKasblBaeT BJIMSHHS Ha
(apMaKOKHHETHKY CaKkBHHaBHpa. bojiee CHIIbHBIE HHTHOUTOpHI H30(epMeHTAa LUTOXpOMa
CYP3 A4, Takue Kak KeTOKOHA30JI U HTPAKOHA30JI, MOTYT BbI3BaTh U O0Jice CHIIbHBIE U3MEHEHUS

(hapMaKOKUHETUKH CHIIeHAapUIIA.
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OHOBpeMeHHOE NpUMeHeHue cuiyieHadua (4
2 pa3a B cyTKu), uHTHOHTOpa BUU-ipoTeasbl U cuiIbHOTO HHrHOUTOpA IuToXpoma Paso, Ha hoHe
JOCTHIKEHUS MOCTOSHHOW KOHIISHTPAIlUU PUTOHABHPA B KPOBH IIPHUBOJUT K YBEJIMUYCHHIO Chax
cunaeHapuima Ha 300 % (B 4 paza), a AUC — ma 1000 % (8 11 pa3). Yepes 24 uaca
KOHIIGHTpallusg cwiieHagmia B IUIa3Me KpoBH cocTapiasieT okojo 200 Hr/mia (mocie
OJTHOKpATHOTO TPUMEHEHHUsI OJHOTO cuieHadmwia — 5 Hr/mi). D1o coriacyercs ¢ sddekToM
pPUTOHABHpa Ha MIUPOKUH JuanazoH cyOGcTpaToB nmuroxpoma Paso. CuneHadun He BiIMseT Ha
(phapMaKOKHHETUKY PUTOHABUPA. Y YUTHIBASI 3TU JaHHbIE, OJTHOBPEMEHHBIN IIpHUeM pUTOHABHpA U
cuiieHaduiIa He pekoMeHyeTes.. B moboM ciydae MakcHMalbHAs Jlo3a cHieHaduIa HU IpU
KaKHX 00CTOSITeILCTBAX He JIOJIKHA MIPEBbIMaTh 25 MI B TeueHHe 48 4acos.

Ecnu cuinieHaguyi NpUHUMAIOT B PEKOMEHIYEMBIX JI03aX MAIMeHTHI, IOJIydalolue
OJIHOBPEMEHHO CHJIbHBIE HHTHOUTOPHI H3odepmenTa nutoxpoMa CYP3A4, 10 Cpax cBOGOIHOTO
cuieHadguia ve npepbimaeT 200 HM U npemapaT XOpoIio MepEeHOCHTCSL.

OpaHOKpaTHBIM IpHeM aHTalMJa (MarHUs T'MIPOKCHIA/ATIOMMHHUS THIPOKCH/A) He BJIMSACT Ha
OHOJTIOCTYITHOCTh CHJIIeHA(DUIIA.

B uccneoBaHMsX ¢ yYacTHeM 3/I0pOBBIX JOOPOBOJIBIEB INPU OJHOBPEMEHHOM IpPUMEHEHHMH
AHTArOHUCTA OHHJIOTSIHHOBBIX pelenTopoB, Oo3eHTaHa (WMHIYKTOp H3odepmenta CYP3A4
[ymepennslii|, CYP2C9 u, Bozmoxno, CYP2C19) B paBHOBecHOU KoHIeHTpauuu (125 Mr asa
paza B CYTKHM) M CWIIeHaduia B paBHOBECHOM KoHIeHTpaimu (80 Mr Tpu pasza B CYTKH)
otMevasioch cHmkeHHe AUC u Cpax cuiaeHaduia Ha 62,6 % u 52,4 % COOTBETCTBEHHO.
Cunpenadpun ypemmuuBal AUC U Cmax Oozenrana Ha 49,8 % u 42 % COOTBETCTBEHHO.
[Ipeanonaraercsi, YTo OJHOBPEMEHHOE NPUMEHEHHE CHIIeHa(HIA ¢ MOIIHBIMH HHIYKTOpPaMHU
uzopepmerTa CYP3A4, TakuMu Kak puGaMIUIIIAH, MOKET MPUBOJIUTH K GOJBIIEMY CHHUKSHHUIO
KOHI[SHTpAllUU CHWIJeHa(uIa B IUIa3Me KPOBH.

HNuruburoper u3opepmenta nuroxpoma CYP2C9 (tonlGyramup, Bapdapun), uzodepMeHTa
muToxpoma CYP2D6  (cenekTHBHBIE HHTHOMTOpHI  OOpaTHOrO 3axBaTa CepOTOHHHA,
TPULUKJINUECKUE aHTUACTIPECCAHThI), THA3U/IHBIE U THA3H/I0110100HbIE JHYPETUKH, HHTHOUTOPHI
ATI® ¥ aHTarOHUCTHI KAJIBIHSI HE OKA3bIBAIOT BIMSHUS HAa GapMaKOKUHETHKY CHIIeHA(HIIA.
AsutpomuniuH (500 mr/cyT B Teuenue 3 jmneil) He okaspiBaeT BAUAHUSA Ha AUC, Cmax, Tmax,
KOHCTAaHTY CKOPOCTH BbIBeJeHHsI U T cuijieHauIa WIM €ro OCHOBHOIO ITUPKYJIHUPYIOIIETO
MeTaboJIuTA.

Brusanue cunoenaguna Ha opy2ue nexapecmeennvie npenapamui

Cunnenadun spisieTest ¢/labbIM MHTHOUTOpOM H30(epMeHTOB muToxXpoma Piso — 1A2, 2C9,

2C19, 2D6, 2E1 u 3A4 (UKso > 150 mxmouns). Ilpu npueme cuiieHaduia B peKOMEHIYEMbIX
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n03ax ero Cpax COCTABIISET OKOJIO 1 MKMOJb, II Fy-MATOBEPOSE

MIOBJIUATH Ha KIIMPEHC CyOCTPAaTOB STUX U30(epMEHTOB.

CusnieHadu1 yCHIMBaeT THIIOTEH3UBHOE JSHCTBHE HUTPATOB KakK IIPH JUIUTEILHOM IIPUMEHEHUN
IIOCJIEAHUX, TaK M [P UX HA3HAYEHUU 110 OCTPBIM IIOKa3aHUSAM. B CBsI3M ¢ 3THUM NpUMEHEHHE
cuiieHa(UiIa B COUSTAHUH ¢ HUTPATAMHU U JIOHATOPaMU OKCH/IA a30Ta MIPOTUBOIMOKA3aHO.

[Ipu ogHOBpEeMEHHOM TIpHEME (-aJIpeHOGI0OKaTopa JIokcaso3uHa (4 Mr u 8 Mr) U cwiieHaduIa
(25 mr, 50 mMr u 100 Mr) marmueHTaMH ¢ JOOPOKAYECTBEHHOW THIEpIUIA3HeH MPOCTaThl CO
cTabUIBbHOU reMOMHAMHUKOU cpeqHee JOTIOJTHUTEJILHO CHIDKEHHUE
CHUCTOJIMYECKOT0/TUACTOINUeCKOTO AJl B IIOJIOKESHUH JIeKa Ha CIIMHE COCTABIIUIO 7/7 MM pT.CT.,
9/5 MM PT.CT. U 8/4 MM PT.CT. COOTBETCTBCHHO, a B TOJOKESHHUH CTOST — 6/6 MM PT.MT., 11/4 MM
pT.cT. ¥ 4/5 MM pT.CcT. cooTBeTcTBeHHO. CoolImaercss 0 peAKUX CIydasx Pa3BUTHs Y TaKUX
[AIUEHTOB CHUMITOMATHYECKONH IOCTYpaIbHOM THIOTEH3WM, IMPOSBIIABIICHCA B BHJE
TOJIOBOKpY)KeHHH (6e3 o6Mopoka). Y OTIAC/bHBIX UYBCTBUTEJILHBIX MAIlUECHTOB, IMOJIYYAIOMIUX
0-a7peHOOIOKATOPbI, OJHOBpPEMEHHOE IIpUMEHeHHMe CHJleHaQuIa MOXKeT IPHUBECTH K
CHMIITOMATHYECKON T'HIIOTEH3HH.

IIpu3HaKOB 3HAYMTEIHLHOT0 B3aUMO/IelicTBUA ¢ ToJI0yTaMuaoM (250 Mr) wim BappapuHoM
(40 mr), KoTOpBIe MeTaGoM3UPYIOTes M3ogepmenToMm IuToxpoma CYP2D9Y, He BhIsABIIEHO.

Cunnenadpun (100 mr) He okaspiBaeT BJIMSIHHSL Ha QapMakoKMHeTHKY uHrubutopa BHUU-
MpOTeashbl, CAKBUHABUPA, SBIISIONMErocs cyocTpatoM uzodepmenta nmurtoxpoma CYP3A4, mpu
€ro IIOCTOSIHHOM YPOBHE B KPOBH.

OaHoOBpeMeHHOE NpUMEHeHHUe cuijeHawia B paBHOBECHOM cocTossHMH (80 Mr Tpu pasza B
CyTKH) MpUBOIUT K MOBBIMEHUIO AUC 1 Cpax 603¢HTana (125 Mr qBa pasza B cyTku) Ha 49,8 % u
42 % COOTBETCTBEHHO.

Cunpenadun (50 Mr) He BBI3BIBAET JOTOJIHUTEILHOTO YBEIUUCHUS BPEMEHH KPOBOTCUCHHUS NIPHU
MpUeMe ale TUICATTMIIIOBOU KUCIIOTHI (150 mr).

Cunnenadpun (50 Mr) He YCWIHBAST THIOTSH3WBHOS [ICHCTBHE aJIKOTOJISI Y 3/IOPOBBIX
TOOpOBOJIBIICE TIPH MAKCHMAJILHOH KOHICHTpAIlUH aJIKorossi B KpoBH B cpeaueMm 0,08 %
(80 mr/m).

Y [anueHTOB ¢ THUNCPTEH3WeW TMpU3HAKOB BlamMojehcTeus cuigeHadgumma (100 mr) c
aMJIOZMIIMHOM He BbIsABJICHO. CpeqHee NONOJNHUTEIbHOE CHHKeHHEe AJl B IIOJIOKEHHH JIeXKa
COCTABJISIET 8 MM PT.CT. (CUCTOJIMUECKOTO0) U 7 MM PT.CT. (IUACTOJIUYECKOTO).

ITpumenenue cuieHaduIa B COUSTAHUU ¢ AaHTUTUIIEPTEH3UBHBIMU CPE/ICTBAMH He MIPHBOJMT K
BO3ZHUKHOBEHHIO JIONOJTHUTENILHBIX TOOOUHBIX 3(P(EKTOB.

Oco0ble yKkazaHusa
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JUIsl TUArHOCTHKU HApyHIICHUH HPeKIUH, OIp
aJIeKBaTHOTO JIeUeHHMs] HeoOXoAuMo coOpaTh IOJHBIM MEJUIMHCKUHM aHaAMHE3 W IPOBECTH
TIIaTeIbHOE (u3MKadbHOEe oOcienoBanue. Cpe/cTBa JIeUCHMsI SPEKTHIBHOH JUCOYHKIUH
JOJDKHBI MCIIOJIB30BATHC € OCTOPOIKHOCTBIO Y TAIIMEHTOB ¢ aHATOMHYECKOH gedopmarueit
MIOJIOBOTO WieHA (AHTYJISIHS, KaBepHO3HBIH Gubpo3, Gonesns llelipoHn) WM y MAIUEHTOB C
dakTopaMH pHUCKAa pa3BUTUSA IpHANU3Ma (CEpIIOBHIHOKICTOUHAS AHEMHs, MHOJKECTBEHHAs
MHEJIOMa, JIeUKkeMHus1) (cM. pazfei «C 0CTOPOIKHOCTHION).

Bo BpeMsi mOCTMapKeTHHTOBBIX HCCJIENOBAHUN COOOMIANIOCH O CIydYasix Pa3BUTHSL JJIUTEIBHOU
SPeKIMH M IpHanu3Ma. B ciaydae coxXpaHeHHs SpeKIMH B TeueHHe Oosiee 4 4acoB cieayer
HEeMe/IUICHHO 0OpaTUTHCS 3a MEJUITMHCKOHN noMomieio. Ecnu Tepanus npuanusma He IpoBeIeHa
HEME/IICHHO, 5TO MOXKET NPUBECTH K MOBPEXKICHUIO TKaHEH IOJIOBOrO WieHa W HeoOpaTUMOH
yTpaTe MOTEHIUH.

IIpenapaTsl, mpeaHa3HaA4YeHHBIE JUISI JICUSHHUS HApYIICHUH SPeKIUH, He clielyeT HazHadaTh
MY>KUMHaM, JUISI KOTOPBIX CeKCyaJlbHasi aKTHBHOCTD HesKeJIaTelIbHa.

CekcyalipHasi aKTUBHOCTh IPEACTABIIAET ONIpEACJISHHBIM pUCK INIpU HAJIMYUU 3a00JIeBaHUMN
cepAla, MOATOMY Iepe]] HadaloM JIIOOOH TepalMu II0 MOBOAY HApYHICHHHM SpeKIHH Bpauy
CJIeAlyeT HAIIPaBUTh MallUeHTa Ha 00C/IeoBaHHE CepAeUHO-COCYIUCTON cucTeMbl. CekcyanbHas
aKTUBHOCTh HeXKeJaTelbHA Yy MAlMEHTOB ¢ CEpJeYHOM HEJOCTATOUYHOCTHIO, HEeCTaOWILHOU
CTeHOKap/uel, IepeHeCeHHBIM B MOCJIeHUE 6 MecsIeB HH(PapKTOM MHUOKap/ia WA UHCYJIBTOM,
SKU3HEYTPOKAIOMUME apUTMHsAMH, TutniepTersuen (AJ] > 170/100 MM pT.CT.) WIH THNIOTOHHUSH
(AJl <90/50 MM pr.cT.). [Ipuem cungeHadnIa y TAKUX MAIIMSHTOB MPOTHBOTIOKA3aH (CM. pas/ien
«IIpoTHBOnOKa3aHMs»). B KIMHMUECKUX HCCIICJOBAHMSIX IIOKA3aHO OTCYTCTBHE pAa3IMUUH B
gacToTe pa3BuTHs HHpapkTa Muokap/a (1,1 ma 100 yenoBek B ToJI) WIH YacTOTe CMEPTHOCTH OT
ceplieuHo-cocyaucThIX 3aboneBanuii (0,3 Ha 100 genoBek B rojl) y MaIlUEHTOB, MOJYYABIIUX
npenapat CuineHadmi-OIIO®, o cpaBHEHHIO ¢ MAIlHEHTaMH, HOJTyYaBIIHMH TL1aneGo.
Cepoeuro-cocyoucmole OCIONCHEH U

B xoie MOCTMAapKeTHHIOBOTO NPUMEHEHMsI CWLIeHapuia [Uisl JISUeHHs DSPEeKTHILHOH
TUCYHKIUH COOOIATOCh O TAaKMX HEXKEJIATEe/IbHBIX SIBJICHHSX, KaK TsDKEJble CepeuHO-
COCYJIUCTbIC OCJIOXKHEHUS (B T. 4. HHPAPKT MHOKap/a, HeCTAaOUIbHASI CTCHOKAp/Usi, BHe3aIHAas
cepleyHas CMepTh, JKEJIYAOYKOBAas apUTMHs, I€MOPpParHYeCKMH HMHCYJIBT, TpaH3UTOpHAs
UOIeMHYECKasl aTaka, THIEPTEeH3Us U TUIOTEH3HUsI), KOTOpble HMEJIH BPEMEHHYIO CBS3b C
IpUMeHeHHeM cuiieHaduiIa. BoJBMMHCTBO STHX NAIMEHTOB, HO HE BCE W3 HHUX, HUMEJH
(daKkTOpbl pUCKA CEP/IeUHO-COCYAUCTBIX OCJIOKHEHMH. MHOrHe U3 yKazaHHBIX He)KesIaTesIbHbIX
SIBJICHUH HaONIONATUCh BCKOpPe IIOCIE CEKCYyaJbHOM AKTUBHOCTH, W HEKOTOphIE U3 HHX

OTMCHAJIUCHL IIOCIIE IIpUEMa CI/I.]'LI[eHa(bI/IJIa Oe3 HOCJIG,Z[}/IOIIIeﬁ CeKcyaﬂbHOﬁ aKkTUBHOCTH. He
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IPE/ICTABISCTCS BO3MOXKHBIM YCTAaHOBUTH HAaSHFHIe—HPAMOH—eBASH—MeNHy—OFMeHaBHIHMHOF——

HEIKCJIATCIIBHBIMU SBJICHUAMHA U YKA3aHHBIMUW WJIK HHBIMH Q)aKTopaMH.

I"unomenszus

CwigeHadguyi  oKa3blBaeT CHCTEMHOS BazoJWIATHUpYyIONee JEUCTBHE, MPHUBOJANIEE K
nepexoanmeMy CHIWKeHUI0 AJl, 4To He SBIeTCs] KJIMHMYECKH 3HAUUMBIM SIBJICHHEM M HE
OPUBOJUT K KAKHUM-IHOO TOCHEACTBUSIM Y OOJBIIMHCTBA TAIlHCHTOB. TeM He MeHee [0
HaszHaueHus: npemapata CungeHagui-OIIO® Bpau JODKeH TIIATEILHO OLECHHTh PHCK
BOBMOXKHBIX HE)KEJIATEJIbHBIX IPOSIBJICHUN Ba30WJIATHPYIOMErO JEeHCTBUA Yy MALUSHTOB C
COOTBETCTBYIOIUMH  3a00JIeBaHHSIMH, OCOOeHHO Ha (OHE CEeKCyallbHOM aKTUBHOCTH.
[ToBbilieHHAs] BOCIPHUMYHUBOCTh K BazoJujaTaTopaM HaOMIOJaeTcsl Yy TAIHEHTOB ¢
OoOCTpYKIIMEH BBIXOJHOTO TpaKTa JIBOTO JKeIyJouka (CTEeHO3 aopThl, THOepTpoduuecKas
OOCTpYKTHBHASI KapJIHOMHOIATHS), a TaKKe ¢ pPeJKO BCTPEUYAIONIUMCS CHHIAPOMOM
MHOJKECTBEHHOM CUCTEMHOM aTpO(HH, TPOSIBISTFONMIUMCS TSHKEJIBIM Hap yIIeHUeM peryssamun AJl
CO CTOPOHBI BereTAaTUBHOU HEPBHOM CUCTEMBL.

ITockosibKy COBMeCTHOE MPUMEHEHHE CHIAeHA(pUIA U ¢-aIpeHOOIOKATOPOB MOMKET MPUBECTH K
CUMIITOMATHYSCKOW TUIOTCH3UH VY OTACJbHBIX UYBCTBUTSIBHBIX IALMSHTOB, Ipemnapar
CungeHagua-OIIO® cieyer ¢ OCTOPOKHOCTRIO HA3HAUATh OOJIBHBIM, HPHUHHMAIOITHM
a-ajipeHoOokaTopel  (cM.  pazgen  «BzaumopeiicTBue ¢ JIpYTHUMH  JICKAPCTBEHHBIMHU
cpenctBamMuy). UToObI CBECTH K MHUHHUMYMY PHUCK Pa3BUTHSI TMOCTYPAJIbHOM THIIOTCH3UU VY
NAIMeHTOB, NPHUHMMAIONAX O-apeHoGIoKaTophl, TpHeM mpemapata Cuatenagui-OIIO®
cieayeT HauMHATH TOJBKO IOCJIE JOCTHIKCHHS CTaOWIM3AIlUU IOKa3aTesied TeMOJUHAMHUKH Y
nareHToB. Cre/lyeT TakiKe paccMOTpeTh IeIecoo0pasHOCTh CHHIKCHHS HAYATBHOW JI03BI
CI/IJLueHa(bHJ[-(I)HO® (em. pazgen «Cmoco6 mpuMeHeHHST H  J03bD»). Bpau JoimkeH
npouHGOPMHUPOBATh TMAITUCHTOB O TOM, KaKWe JCHCTBHUSL ClieAyeT TPEANpHHATH B Ciydae
MOSIBJISHUS CUMIITOMOB TTOCTYPaIbHOM THIIOTSH3UH.

SpumenvHvle HapYULeHUs

B penkux ciydasx BO BpeMs MOCTPETHCTPAIMOHHOTO MPUMEHEHHS BceX HHTHOuTOpoB ®OJ[335, B
TOM YHCIIe CHIeHaduUIa, CooOIMAaT 0 HeapTSPUUTHON Mepe/IHed HUIMIeMHUYSCKOW HEBpOMATHU
sputenpHoro Heppa (HIIMH3H) — penkom 3aboieBaHWHM W MPUYHHE CHIDKESHUS WIH MOTEPHU
3peHus. Y OOJIBIIUHCTBA M3 3THX HAIMEHTOB ObUIM (PakTOphI PUCKA, B YACTHOCTH CHIKSHHE
OTHOIIEHHMS JUAMETPOB SKCKABAIUU U JUCKA 3pUTEJIBHOTO HepBa («3aCTOWHBIN JHUCK»), BO3PACT
crapme 50 JeT, caxapHeli guabeT, THIEPTCH3US, WINIeMUUeckasi OoOJie3Hb Cep/la,
TUICPIUNHIEMUsI U KypeHue. B oOcepBallMOHHOM HCCIICIOBAHUH OICHUBAIH, CBSI3aHO JIH
HeJJaBHee IPUMEHEHHUE TpenapaToB kinacca HHruoutopos ®J35 ¢ ocrprim Havasom HITMH3H.

Pesynbrarhl yKa3zpiBalOT Ha NpUOIU3HUTEIBLHO 2-KpaTHoe moBbimenue pucka HIIMH3H B
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mpejenax 5 NepuoJIoB IOIYBBIBEICHUS IOCTe—HpHMeHOHI-—HEFHONTFOpa—PHIS—CorracHo
OnyOJIUKOBAaHHBIM JIUTEPATYpHBIM JaHHBIM, TOJWYHas uacToTa BosHHKHOBeHuMs1 HIIMH3H
coctapimsieT 2,5-11,8 ciyuasg Ha 100 000 myxuuH B Bo3pacte = 50 jeT B oOmel MOMYJISIHH.
CrepyeT pekoMeH/I0BaTh IIAIUEHTAM B CJIyYae BHE3AITHOM MOTEPH 3PSHUS IIPEKPATUTh TEPAIIHIO
CHIIJICHA(DUIIOM U HEMEUICHHO IPOKOHCYJIBTHPOBATHCA ¢ BpauoM. JIUIa, y KOTOpBIX yke ObLI
ciayuait HITMH3H, umeror noseimenubid puck peruauea HIIMH3H. IlosTomy Bpauy cienyert
oOCcy/IUTh JAaHHBIW PUCK ¢ TAKHUMH MAIlUEHTAMH, a Takke OOCYIUTh ¢ HUMH NOTSHIUAIbHBIN
maHc HeGIaronpHUsATHOTO Bo3/iedcTBUs UHruOuTOopoB ®OJ1D5. Unruduropsr ®JID5, B ToMm uucie
CUIIeHa(UIL, Y TaKUX MAITUSHTOB CJIeIyeT IPUMEHSTH ¢ OCTOPOIKHOCTHIO M TOJIBKO B CUTYAITHUSIX,
KoT/la OKHIaeMasi ToJib3a MEePEBEIUBAET PUCK. Y MaIueHToB ¢ snm3oAamu pazsutus HITMH3H
C IoTepeH 3peHMs] B OJHOM [Jla3y MpHeM CcHileHadmwIa IOpOTHBONOKa3aH (CM. pasfel
«lIpoTuBONIOKAZAHUMY).

Y HeGonpHoIOro 4YHciIa MAUSHTOB ¢ HACIE/CTBEHHBIM IHMIMEHTHBIM DPETHHHTOM HMEIOTCS
TeHEeTUYECKH JIeTepMUHHUPOBAaHHbIe HapylleHUs (QyHKIUH dochoauscTepas ceTUaTKU IJIaza.
CiefleHHsI 0 0e30NMACHOCTH TNpHMeHeHHs mpemapata CuiteHapmwi-OIIO® y mammeHTOB ¢
IIUTMEHTHBIM PETHHHTOM OTCYTCTBYIOT, ITO3TOMY V TAKMX IIAI[UEHTOB HE CJIeAyeT IPHUMEHSThH
cunaeHadui (cM. pasaen «lIpoTuBonokazanus»).

Hapyuenusa cnyxa

B HeKkoTOpBIX MOCTMApKETHHTOBBIX M KIMHHYECKUX HCCJICAOBAHMSIX cOOOMaeTCss O Ciydasix
BHE3AITHOTO YXY/IICHUSI WM IOTePU CIIyXa, CBSI3aHHBIX ¢ IPUMEHEHHEM BCEX HMHIHOUTOPOB
@®JI35, pxmouas cuwiaeHapuiI. DBOJBIMIUHCTBO HSTHX TAIUCHTOB HUMEIH (HaKTOpPhl pHCKa
BHE3AIHOTO YXYJIICHHUs WIM MOTepHU cCiyXa. IIpHUYMHHO-CIIEICTBEHHOM CBSI3H MEXIY
npuMeHeHHeM HHTHOHTOpoB OJ[D5 U BHe3alHBIM YXYANICHHEM CIIyXa WIH MoTeped ciiyxa He
ycTaHOBJIeHO. B ciaydyae BHe3almHOTO YXYAIISHMs ClyXa WJIM IOTEepU ciiyXa Ha (oHe Ipuema
cuiieHaduiIa ciaelyeT HeMe/UICHHO IPOKOHCYIbTUPOBATHLCS ¢ BPAUOM.

Kposomeuenus

Cusnienadu1 yeHIMBaeT aHTHArperaHTHBIN >(PQeKkT HUTponpyccHaa HaTpus, JoHaTopa OKCHIa
a30Ta, Ha TPOMOOITUTHI UesioBeKa in vitro. JlaHHbIe 0 6e30MaCHOCTH PUMEHEHUS CHIIeHAIIIA Y
HAITHEHTOR CO CKJIOHHOCTBIO K KPOBOTOUHBOCTH WJIM OOOCTPEHUEM SI3BEHHOM OOJIC3HHU JKeNTy/IKa
¥ 12-mepcTHOM KHMIIKH OTCYTCTBYIOT, mo3Tomy npemapar CungeHadguin-®OIIO® y srux
MALUEHTOB CJIe/IyeT MPUMEHTh ¢ OCTOPOKHOCTBIO (M. pazjell «C oCcTOpOoKHOCTBIO»). HacToTa
HOCOBBIX KpoBoTedeHHH y mnarueHroB ¢ JII, cessanHo# ¢ nuddysHsiME 3a00jeBaHHSIMHU
COCTMHUTEIIPHOM TKaHH, Oblila BhIme (cwineHadpun — 12,9 %, wiaredo — 0 %), 4eM y MaIueHTOB
¢ TIEpBUYHOM JISTOUHOHN apTepHasibHON runepTeHsueit (cuinenadun — 3,0 %, miaiedo — 2,4 %).

Y IManUuCHTOB, MOJYYaBIIUX CI/IJ'IIIeHa(l)PIJI B COUCTAaHUH ¢ AHTAarOHHUCTOM BHTaMHHAa K, qacToTa
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HOCOBBIX KpoBOTeUeHHH Oblia BhIIIE (8,8 %), deM—y-—HaHHOHTFOB;-He—HPHIHMABHH-aHFAPOHHET
putamuna K (1,7 %).

I pumenenue cosmecmuo ¢ Opyaumu CpeoCmeamL IeUeHUs HapyueHul spexyun

BesomacHocTh H sddextupHOCTs NpuMeHeHHs CunteHadmun-OIIO® coBMecTHO ¢ JPYTHMH
unrubutopamu @OJ[D5 wnu ApyruMu npenapaTaMu JUIsl JICUSHHS] JISTOUHOM apTepHaIbHOU
THIEPTEH3HH, COJlep KallUMK CHIleHadu (HanpuMmep, Pepamuo®), WM JPYTUMH CpeCTBAMH
JIeUeHHs HApYIICHUH SPEKIMU He U3YYaJIUCh, IIOATOMY IIPHUMEHEHHE 110J00HBIX KOMOUHAIIMH He
pexkomenayeres (cM. pazzaen «IIpoTuBonokazanus»).

Cooeporcarnue Hampus

Jlauubrit npenapat conep:kut 0,028 Mmmons (0,65 Mr) HaTpus Ha 1 TaGeTKy TOBHPOBKOH 25 MT,
0,057 mmounp (1,31 mMr) HaTpust Ha 1 TabneTky jmozupoBkor 50 mr m 0,114 MmMomns (2,62 mr)
HaTpus Ha 1 TabneTky Mo3upoBkoi 100 Mr, TO €CTh IO CYTH HE COICPIKUT HATPUSL.

BimisiHue Ha CIOCOOHOCTH YIIPABJIATH TPAHCIIOP THHIMH Cpe/ICTBAMM, MeXaHW3MaMH
ITockombKy IpH IpUeMe CHIeHa(dUIa BOZMOKHO Pa3BUTHE T'OJIOBOKPYKeHHsL, CHIKeHHe AJl,
pa3sBUTHE XPOMATOIICHM, 3aTYMAHEHHOTO 3peHHSI M T. I TOOOYHBIX SIBJICHHM, cJielyeT
coOII0JaTh OCTOPOIKHOCTH IIPH YIPABJICHUU TPAHCIIOPTHLIMH CPEICTBAMH U 3aHATHUSIX JIPYTHUMHU
HOTEHIHAJILHO ONACHBIMHM BHJAMM JIeATSILHOCTH, TPEeOYIOMMUMHU MOBBINICHHON KOHIICHTPAIUU
BHUMaHUsI U OBICTPOTHI ICUXOMOTOPHBIX peakiui. Takike ciieyeT BHUMATEIbHO OTHOCHUTHCS K
HUHAUBUAYAIBHOMY JIEUCTBHUIO Mpenapara B yKa3aHHBIX CUTYAIUsIX, 0COOSHHO B HaYaJjle JICUSHHUS
Y IIPY U3MEHEHHH PEKUMA JI03HPOBAHMA.

dopma BhITyCKA

TabneTku, MOKPBITHIC TUICHOUHOU 0600ukoi, 25 mr, 50 mr, 100 MT.

ITo 1, 2, 4, 8, 10 umu 12 TabneTok B KOHTYPHYIO SIUeHKOBYIO YIAKOBKY W3 IUICHKH
MOJTUBUHUIXIIOPUTHOHN U (OJIBTH ATIOMUHUECBOU MEYATHOH JIAKUPOBAHHOM.

IIo 1, 2 wiu 3 KOHTYpHbIC STYSUKOBBIC VIIAKOBKH BMECTE ¢ HMHCTPYKIMEH IO NPUMEHEHUIO
IIOMEINAIOT B Ia4Ky U3 KapTOHA.

Y caoBus XpaHeHUs

XpaHuTh [pU TeMmnepaType He Bblime 25 °C.

XpaHUTh B HEJIOCTYITHOM JUIA JIeTeH MecTe.

Cpok rognocT

3 roxa.

He npuMeHATH 110 HCTEYEHUHU CPOKA FOJHOCTH.

Y cioBus oTimycka

OTIycKaroT MO pelenty.

IIpousBomiTe/IH/ OpraHU3aLsA, IPUHUMAIOIIAS TIPeTEeH3HU TOTpeduTe el
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COOTBETCTBYET 3KCNEPTHOMY OTHYETY

ot 22.03.2023 N= 5439
(MOCNEOCBATENBHOCTL 0002)

AO «AJIUNYM», Poccns.

Mockogckas 001, r.0. Cepniyxos, . O6oneHck, Tep. KBapran A, 1. 2.
Buinycxaowuii konmpons kauecmea

Mockosckas 0611, 1.0. Cepmnyxos, m. O0osieHCeK, Tep. Kpaptan A, 1. 2, c1p. 1.
Tenedon: +7 (495) 646-28-68.

e-mail: info@binnopharmgroup.ru
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