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OBIIAS XAPAKTEPUCTUKA JIEKAPCTBEHHOGFO TIPERAPATA 1001

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O IIPEITAPATA
Cunpgenadu, 25 mr, TabJIETKH, MOKPBITHIC MJICHOYHONW 000JI0UKOMA
Cungenadui, 50 Mr, TaOJIETKH, MOKPBITHIC MIICHOYHONW 000JI0UKOMA

Cwinnenadw, 100 Mr, TabIETKH, TOKPBITHIE TUICHOYHOW 000JI0UKOM

2. KAUECTBEHHbBIN U KOJIMYECTBEHHBIN COCTAB
JleiicTBytolIee BEMIECTBO: CHIIICHADUIL.

Cunnenadwi, 25 Mr, TabJIETKH, IOKPHITHIE INIEHOYHON 000JI0YKON

Kaxxnas tabnerka comepxut 25,00 mr cunenaduiia (B Buge nurpara — 35,11 mr).
BcmomoratenbHbIE BEIIECTBA, HATMYHE KOTOPHIX HA/IO YYHUTHIBATH B COCTABE JICKAPCTBEHHOTO
npenapara: Jlaktosa, HaTpuid (cM. pazzen 4.4).

Cunnenadui, 50 Mr, TabJIETKHU, OKPHITHIE ILICHOYHOM 000J10YKONU

Kaxxnas tabnerka comepxut 50,00 mr cunenaduiia (B Bunge nurpara — 70,23 mr).
BcnoMoratenpHbie BElECTBa, HATMYHUE KOTOPBIX HAJ0 YYHUTHIBATH B COCTABE JIEKAPCTBEHHOT'O
npenapara: Jlaktosa, HaTpuid (cM. pazzen 4.4).

Cunnenadmia, 100 Mr, TaOJIETKH, ITOKPBITHIE TUIEHOYHON 000JI0YKON

Kaxnas tabnerka cogepxut 100,00 mr cunaenaduna (B Buje uurpara — 140,45 mr).
BcnoMoraTenpHble BelecTBa, HaJMUYME KOTOPBIX HAJ0 YYHUTHIBATH B COCTABE JIEKAPCTBEHHOI'O
npenapara: JJakto3a, HaTpuid (cM. pazzen 4.4).

[TonHbBIN TEepevYeHb BCIOMOTATEIBHBIX BEIIECTB MPUBEJIEH B pazeie 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabneTku, NOKPHITHIE MJIEHOYHOU 000I0UYKOM.
Kpyrible 1BOSIKOBBINMYKIIbIE TaOJIETKH, MOKPHIThIE MJIEHOYHOW 000J0uKOM romyboro nsera. Ha

TIOTIEPEYHOM pa3pese sIpo Oeoro WK MOYTH OeNoro IBeTa.

4. KIMHNYECKUE JAHHBIE

4.1. Iloxka3zaHusl K NPUMEHEHHIO

[Tpemapatr CunaeHadu moka3zaH K IPUMEHEHHIO Y B3POCIIBIX MY>KUUH IS JICUECHUS SPEKTUITHHON
TUCHYHKITNH, XapaKTePU3YIOMIeHCsl HECTOCOOHOCTHIO K IOCTHIKEHHUIO UJIH COXPAHEHUIO IPEKIINU
MOJIOBOTO YJI€HA, JOCTATOYHOM /IS YOBJIETBOPUTEIHLHOTO MOJIOBOTO akTa. D (PEKTUBEH TOIBKO

MIPU CEKCYAIbHON CTUMYIISIIIUH.
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4.2. PexxuMm 103MpOBaHNs U C1IOCO0 NPUMEHEeHUs!

PexxuM J103upoBaHus

Pexomenyemas 103a /17151 OOJIBIIMHCTBA B3POCIIBIX NAIMEHTOB cocTaBiseT S0 Mr npuMepHo 3a 1
yac J10 cekcyanbHOH akTUBHOCTH. C yueToM 3(h(h)eKTUBHOCTH U IEPEHOCUMOCTH /1032 MOKET OBbITh
yBenuueHa 10 100 Mr uiau cHuXeHa 10 25 Mr.

MakcumanbHas pekoMeHayeMas ao3a coctasisger 100 mr.

MakcumanbHas peKoMeH1yeMasi KpaTHOCTb IipueMa — OAMH Pa3 B CYTKH.

Bpems Hauana mnposiBI€HHMS AaKTMBHOCTH JIEKapCTBEHHOro mpenapara CuigeHadul MOXET
YBEIIMYMBATECS TPU TPHEME C JKUPHOW MHUINEH IO CpPaBHEHHIO C NPHUEMOM HAaTOIIaK
(cm. paznen 5.2)

Oco0nIe T'PpYIIIBI NAIIMCHTOB

Tayuenmsi noscunozo eospacma

JUJ1s manueHToB MOXKUIIOTO BO3pacTa KOPPEKIUH 1036l HEe TpedyeTcs.

THayuenmoi ¢ Hapywenuem hyHKyuu novex

[Tpu moueyHON HEIOCTATOYHOCTH JIETKOW M CpeIHEH CTeNeHU THKECTH (KIMPEHC KpeaTHHWHA
(KK) 30 — 80 mu/mMuH) KOppeKIus 1036l HE TPEOYEeTCs, IPH TAKEIOHN MOUeYHOM HETOCTATOYHOCTH
(KK < 30 mi/muH) pekoMeH1yemast 103a COCTaBIseT 25 MT.

llayuenmul ¢ napywenuem ynkyuu nevenu

[TockonbKy BbIBeieHUE CHIZIeHa(dMIa HApYIIAeTCsl y MAllMEHTOB ¢ HapyIIeHueM (QyHKIIUU TeYeHU
(B yacTHOCTH, NIPH LUPPO3€), 103y CHIIZIeHauIa ClIeyeT CHU3UTh 10 25 M.

Tayuenmul, npunumarowue opyaue 1eKkapcmeeHHble npenapanmbl

[Ipy coBMecTHOM mpuUMEHEHUM ¢ uHruouropamu wuszodpepmenta nuroxpoma CYP3A4
(SpUTPOMUIIMHOM, CaKBUHABUPOM, KETOKOHA30JIOM, MTPAKOHA30JIOM) HayallbHas J103a
cuneHaduIa JOMKHA COCTABIATh 25 MT (cM. pasnen 4.5).

YroObl CBECTH K MHHHMYMY PHCK Pa3BHTHS OPTOCTATUYECKOH THUIOTEH3WH Y TMAIMEHTOB,
NPUHUMAROIINX 0-aApEeHOOIIOKATOPHI, pUeM CHiIeHaduIa cieayeT HauWHATh TOJBKO TOCIE
JOCTHIKEHUS CTaOWIIM3aI[i TeMOIMHAMUKH Y 3TUX NalreHToB. HavansHas 1o3a cunaenaduna —
25 mr (cm. pasnen 4.4, 4.5).

CoBMecTHOE TPUMEHEHUE C PUTOHABHPOM HE pEKOMEHIyeTcs. B 1r000oM citydae MakcuMallbHas
pas3oBas 1103a cuiAeHaduIa HA MPH KaKuX OOCTOSTENHCTBAX HE JOJDKHA MPEBHIMATh 25 MT, a

KpaTHOCTb IpUMEHEHNUs — 1 pa3 B 48 u.
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BbezomacHocth u 3gdexkTuBHOCTH npenapara CunneHadun y nereit B Bozpacte ot 0 1o 18 ner He
YCTaHOBIICHBI.

Cwinenadwi mpoTUBOIIOKa3aH y aereid B Bo3pacte oT 0 1o 18 met (cm. paszaen 4.3).

Cnoco0 npuMeHeHus

TabneTku CJICAYCT IPUHUMATh BHYTPb, 3allMBass JOCTATOYHBIM KOJIMYCCTBOM BOIBI.

4.3. [IpoTuBONOKA3aAHUS

— TUNEPYYBCTBUTEIBHOCTH K CHIIICHA(DHITY WM K JFOOOMY M3 BCIIOMOTATEIbHBIX BEUIECTB,
NIEPEYUCIICHHBIX B pa3zene 6.1;

— OJHOBPEMEHHOE NMPUMEHEHHE C JJOHATOPaMU OKCHJA a30Ta, OPraHWYECKUMHU HUTpPATaMu
WIA HUTPUTAMHU B JIIOOBIX (hopMax, MOCKOJIBKY CHIICHADWII YCUIMBAET TUIIOTEH3UBHOE
JercTBUEe HUTPATOB (CM. pasnen 4.5);

— TspKelsble HapymeHus Gynkiuu neyenu (craaus C no knaccudukanuu Yaitna-I1s:0);

— OJHOBPEMEHHBIH MPHEM PUTOHABHPA,

— OJHOBPEMEHHBIH NpPHUEM APYTHX JIEKAPCTBEHHBIX CPEICTB U JICUCHHS SPEKTHILHOU
TUCOYHKIMH, B CBSI3U C HE YCTAaHOBJIEHHOW 0€30MacHOCThIO U 3((HEKTHUBHOCTHIO (CM.
paznen 4.4);

— OJHOBPEMEHHOE IPUMEHEHUE CO CTHUMYJATOpaAaMM TI'yaHMJATLMKIa3bl, TaKUMU Kak
pHUOLIUTYAT, TIOCKOJIBKY 3TO MOKET MPUBOJUTH K CHMIITOMATUYECKOI TUIIOTCH3HH;

— TsDKeNIble CepAEeYHO-COCYIHCThIe 3a00seBaHus (TshKenas cepJeuHas HeAOCTaTOYHOCTH,
HecTaOWIIbHAsl CTEHOKApHWs, TEPEHECEHHBIE B TEYEHHE IOCIEIHUX MIECTH MECSIEB
UHCYJIBT WIM UMHPApKT MHOKap/a, J>KU3HEYIPOXKAIOIIMe apUTMHH, apTepuanbHas
runeprensus (AJ] > 170/100 MM pr. ct1.) unu aprepuanbHas runotersus (AL < 90/50 mm
pT. cT.) (cM. pazaen 4.4);

— TMpUMEHEHWE Y TAaIMeHTOB C OJMH30JaMH pa3BUTUS HEAPTEPHUHUTHOW TIepeaHei
UIIEMUYECKON HEHPOaTHH 3pUTEIIEHOTO HEPBA C IMMOTEPEH 3pEHHSI B OJTHOM TJ1a3y;

— HAaCJEJICTBEHHBIM MUTMEHTHBIN PETUHUT (CM. pa3zen 4.4);

— TpPUMEHEHUE Mpernapara y )KeHIIHH;

— TalUeHTHI C PEJKUMH HACJIEeICTBEHHBIMH 3a00JIeBaHUSIMI HETIEPEHOCHMOCTH TaJlaKTO3Hl,
HEJOCTAaTOYHOCTh JIaKTa3bl, WJIM TJIOKO30-TajJakTo3Has MaibabcopOuus (Comepx uT

JAKTO3bl MOHOTHUIPAT) (CM. pazaen 4.4).
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4.4. OcoOble ykazaHMsl M1 Mepbl Pe0CTOPOKHOCTH NPH NPUMEHEHUH

C OCTOPOKHOCTBIO:

— anaroMuyeckas aedopmainus MOJOBOTO 4ieHa (aHTYNALMs, KaBepHO3HBI (HUOpo3 miu
6ose3ns [leliponn);

— 3a0oJneBaHusl, IpeIpacloyiaraloiiie K pa3BUTUIO IpHanu3Ma (CeprnoBHAHO-KICTOYHAS
aHEeMUs, MHO)KECTBEHHAsl MUEJIOMa, JIEHKO3, TPOMOOLIUTEMUS );

— 3a0oJieBaHUsl, COMTPOBOXKIAIOIINECS KPOBOTCUEHUEM;

— s3BeHHas 0OJIe3Hb KeJly/IKa U IBEHAIIaTUIIEPCTHON KUIIKU B CTaIUU 00OCTPEHHUS;

— TAIMeHTHI C AMU30/I1aMU Pa3BUTHUS HEAPTEPUUTHOM TMepeiHed UIlIeMHYecKoil HeiiponaTuu
3pUTENHHOTO HEPBA B aHAMHE3E;

— wHapyumenusa GyHKuuu nedenu (craguu A u B no knaccudukanun Yaitna-I1s10);

— TsDKenas creneHb noueynoit negocrarounoctu (KK < 30 mu/mun);

— OJIHOBPEMEHHBIH NpUEM 0-apeHO0OI0KATOPOB.

Oco0ble yKa3auus

JUis TMarHOCTUKM HApYUIEHWH SpeKIMH, ONpeleNeHHs MX BO3MOXKHBIX NPHUYMH U BBIOOpA
a/IeKBaTHOTO JICUEHUs] HEOOXOOUMO coOpaTh MOJHBIM MEIUIMHCKUN aHaMHE3 U HpPOBECTU
THiateapbHoe (u3MKaibHOEe oOcienoBaHue. CpencTBa JIeYEHMs] AIPEKTUIBHOM AMC)YHKUIMU
JIOJDKHBI MCTIOJIB30BATHCS C OCTOPOXKHOCTBIO Y TTAlIMEHTOB C aHATOMUYECKOH nedopmarment
MIOJIOBOTO WIEHA (AHTYISLKS, KaBepHO3HBINH (uOpo3, 6one3Hs IlelipoHy) win y HaluMeHToB ¢
(dakTOopaMM puHCKa pa3BUTHS MpuUanu3Ma (CEpHOBUIHOKIETOYHAs AaHEMHUS, MHOXKECTBEHHas
MHUeIoMa, JIEHKeMusl).

Bo Bpemsi mMOCTMapKETHHTOBBIX HCCIIEAOBAHUHI COOOIIANIOCh O CIy4asX Pa3BUTHUS JUIATEIHbHOU
SPEeKLUU U TNpHanu3Ma. B ciiyyae coxpaHeHHUs SpeKlIUMH B TeueHue Oosee 4 4yacoB clenyer
HEMEJUIEHHO 00paTUThCS 32 MEIUIIMHCKOM nmomMomnsio. Eciu Tepanus npuanusma He mpoBeieHa
HEMEJUICHHO, 9TO MOXKET MPHUBECTH K MOBPEKICHUIO TKAHEH IMOJIOBOTO WIEHAa W HEOOpaTUMOMN
yTpare NOTEHIIHH.

[Ipenapatsl, npenHa3HaueHHbIE JUIS JIEYEHUS HApYIIEHWH SpeKIMH, HE cJeayeT Ha3HadaThb
MYXXYHHaM, /Ul KOTOPBIX CEKCyalbHas akTUBHOCTh HeXeNaTelIbHa.

CekcyanbHast aKTUBHOCTb IPE/ICTABIIAET ONPEIeNIeHHBIA PUCK MPU HATMYKH 3a00JIeBaHUH cep/lia,
MIOATOMY TIepe]] HavyajoM JIF000i Tepanmuu IO MOBOAY HAPYHNICHWH JPEKIUH Bpady CIeayeT
HANpaBUTh TAllMEHTa Ha OOCIEeIOBAaHUE CEPACYHO-COCYANUCTON cucteMbl. CekcyanbHast

AKTUBHOCTb HCXKCJIATCIIbHA Y HNAUCHTOB C CGpI[G‘-IHOfI HEAOCTATOYHOCTBIO, HeCTaOMIIbHOMN

4
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CTEHOKAPINEH, TIEPEHECEHHBIM B MOCIEHIE 6 Mecsues. EM@Q %BE;%E' Wit ﬂﬁ@%MOM,

KUZHEYTPOKAIOIIUME apuTMusiMu, runieprensueii (AJl > 170/100 MM pT. CT.) WM THIOTOHHEH
(AL <90/50 mm pr. ct.). [Ipuem cuiineHaduia y TaKuX MAMEHTOB MIPOTUBOTIOKA3aH (CM. pasien
4.3.). B xIMHMYECKHX HCCIEAOBAaHUAX IMOKAa3aHO OTCYTCTBHE Pa3IMYMil B 4acTOTE pa3BUTHUS
nHpapkra muokapaa (1,1 ma 100 dyemoBek B ToJl) WIM YacTOTE CMEPTHOCTH OT CEpICYHO-
cocyaucthix 3a0oneBanuii (0,3 Ha 100 yemoBek B TOf) y MAMEHTOB, OTYYaBIINX CHIACHA(MI,
M0 CPABHEHUIO C MAIIMEHTAMHU, ITOTYYaBIIUMH TUTAe0o0.

Cepoeyrno-cocyoucmole 0CI0HNCHEHUS.

B Xoge moOCTMapKeTHMHroBOro MpPHUMEHEHUs cuiijaeHaduia JUis JIeUYeHUS DSPEKTUIHLHOU
TUCOYHKIIMM  COOOIMAIOCh O  TAaKUX  HEXKCIATSIBHBIX  SBIICHUSX, KaK  TSDKEJIbIC
CEPJICYHO-COCY/IUCThIC OCIOXHEHHS (B TOM 4mcle WHPApPKT MHOKapja, HecTaOmIbHas
CTCHOKAp/us, BHE3alHas CepJe4yHas CMEpTb, JKEITyJOUKOBas AapUTMHUs, TeMOpparuyecKuit
WHCYJIbT, TPAH3UTOpPHAS MIIEMHUYECKas aTaka, TUIEPTEH3US M TUIOTEH3UsA), KOTOPhIE HMMETU
BPEMCHHYIO CBSI3b C IPUMECHEHHEM CcHiIicHadwa. BoIbIIMHCTBO ATUX MAIIMEHTOB, HO HE BCE U3
HUX, UMEIH (AKTOPhl PUCKA CEPJICYHO-COCYAMCTBIX OCJIOXHCHH. MHOTHE W3 YKa3aHHBIX
HE)KeNaTeNIbHbIX SBICHUN HAOI01aIiCh BCKOPE MOCIE CEKCYalbHOM aKTUBHOCTH, U HEKOTOPHIE
U3 HUX OTMEYAJIUCh TOcTe mpuemMa cuiieHaduna 6e3 mociaeayrome cekcyalbHONH aKTHBHOCTH.
He mpencraBnsieTcsi BO3MOXKHBIM yCTaHOBUTH HAIWYUE TPSIMON CBSI3M MEXKY OTMEYABIIUMUCS
HEKeIIaTeIbHBIMU SIBJICHUSIMH U YKa3aHHBIMU WJIH UHBIMH (DaKTOpamu.

Tunomensus

Cungenadun oKas3blBaeT CHCTEMHOE BaszOAWIIATUpYIOIee JeWCTBHE, NPHUBOJIAIICE K
MPEXOMSAIEMy CHIKCHHIO AJ[, 9TO He sBISETCS KIMHWUYECKH 3HAYUMBIM SIBIICHUEM H HE
MPUBOAUT K KaKUM-JIMOO TOCJIEICTBUSIM y OOJBIIMHCTBA TAIMEHTOB. TeM He MeHee, 10
MPUMEHEHHUS CHIIeHa(uIa Bpay JOKEH TIIATETFHO OIIEHUTh PUCK BO3MOXKHBIX HEKeIaTebHBIX
NPOSIBIICHUN  Ba30JWIATUPYIOLIETO  JEHCTBUS Yy  MAalMEHTOB C  COOTBETCTBYIOIIMMHU
3a0oneBaHUsAMH, 0COOCHHO Ha (POHE CeKCyalbHON aKTUBHOCTH. [1OBBIIIIEHHAS BOCTTPUUMYHBOCTD
K BazojuiaTaTopaM HaOIIOJAeTCs Yy TAIMEHTOB C OOCTPYKIIMEH BBIXOJHOTO TpaKTa JIEBOTO
KENy04Ka (CTeHO3 aopThl, TUMIEPTpOoUIecKass OOCTPYKTHBHAS KapAUOMHOIATHUS), a TaKXKe C
PENKO BCTPEYAIOIIMMCS CHHAPOMOM MHOXKECTBEHHOH CUCTEMHOW aTpoduu, MPOSBISIOMIUMCS
TSDKEJIBIM HapyIIeHuEeM peryisiuu AJ] co CTOpOHBI BEreTaTUBHON HEPBHOM CHCTEMBI.
[TockonbKy COBMECTHOE MMPUMEHEHHE CHIeHaduIa U 0-aApEeHOOJIOKATOPOB MOXKET TTPUBECTH K
CUMITOMATUYECKOW TUMOTEH3MHM Y OTIENbHBIX UYYBCTBUTEIBHBIX MAIUEHTOB, CHJACHA(UIT
clenyer c OCTOPOKHOCTBIO MIPUMEHSITh y MAIUEHTOB, MPUHUMAOIIINX
a-anpeHobmokaTopsl  (cM. paszaensl 4.5). UtoObl cBeCTH K MHHHUMYMY PHCK Pa3BUTHS

OpPTOCTATUYECKOW THUINOTEH3MHM Yy TMAlMEeHTOB, MPUHUMAIOUINX O-aJApEHOOJIOKATOPHI, MpUEM
5
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reMOJIMHAMUKH Y 3THX NanueHToB. CieayeT Takke pacCMOTPETh 11e71eCO00pPa3HOCTh CHUKEHUS
HAYaJIbHOW 10361 cuiiaeHaduna (cm. paszaen 4.2). Bpau nqomkeH mpornHGOPMUPOBAThH MAITUEHTA O
TOM, KaKue JIEUCTBUS CIAeAYyeT NPEAIPUHATh B ClIydyae MOSBICHUS CUMIITOMOB OPTOCTATHYECKOM
TUIIOTEH3UH.

3pumenvuule Hapyuienus

B peaxux ciaydasx Bo BpeMs MOCTPETUCTPALIMOHHOTO MPUMEHEHUs BceX MHruouTopoB ®/1D5, B
TOM 4ucle cuijieHaduaa, coodlail O HeapTepUUTHON MepeaHel UIIeMUYECKO HeBpOmaTuu
sputensHoro Hepa (HIIMH3H) — penkom 3aboneBaHMM W MpUYMHE CHUKEHUS WM MOTEPU
3peHus. Y OOJIBIIMHCTBA M3 ITHUX MAIMEHTOB ObUTH (DAKTOPBI PHICKA, B YACTHOCTH CHW)KCHHC
OTHOIIICHUS JTUAMETPOB IKCKABAIIMH U JAMCKA 3pUTEIHHOTO HEpBa («3aCTOMHBINA AUCK»), BO3PACT
crapuie 50 ner, caxapHblii auaber, rumepreH3us, umemuueckas Oone3nb cepana (HMBC),
TUIEpIUNUAEeMUs U KypeHue. B oOcepBallMOHHOM HCCIEAOBAaHUU OIICHUBANM, CBS3aHO JIU
HeJJaBHEE MPUMEHEHUE mpernapaToB kinacca uHruouTopoB @135 ¢ octprim nHavaiom HITMH3H.
Pe3ynbraTsl yka3piBaloT Ha IpUOIM3NTENBHO 2-KpaTHoe nosbienue pucka HITMH3H B nmpenenax
5 nepuoloB TONYBBIBEACHHsS Tmocie mnpuMeHeHuss unruouropa DJI35. CornacHo
OMyOJIMKOBAaHHBIM JIUTEPATYPHBIM JaHHBIM, ToauW4Hass uactora Bo3HukHOBeHus HIIMH3H
coctasmsier 2,5-11,8 cinygas va 100 000 myxxuuH B Bo3pacte > 50 yier B oOmiel MOMyIIsIuy.
Crnemyetr peKOMEH0BaTh MAlMEHTaM B CJIy4ae BHE3AIMHOMN MOTEPH 3pEHUS IPEKPATUTH TEPAITHIO
cuneHaduIOM U HEMEIJICHHO MPOKOHCYIBTUPOBATHCA C BpadoM. JIHia, y KOTOPBIX yxKe ObLI
cinyyail HIIMH3H, umeror nossimenHbi puck peunnua HIIMH3H. Iloatomy Bpauy cnemyer
00CYIUTh TaHHBINA PUCK C TAKUMH MAIIMEHTAMH, a TAKXKE 00CYIUTh C HUIMU MOTEHIIMAJIbHBIHN IIaHC
HeOmaronpusaTHOro BozaeiicTBus uHruouropo ®J135. Wuruburopsr ®JI35, B TOM umcie
cuneHad i, y TAKMX MAIUEHTOB CIeIyeT MPUMEHSITh C OCTOPOKHOCTBIO U TOJIBKO B CUTYaIIUSAX,
KOrJia OXujaemasi 1oJjib3a MPEBBIIAET PUCK. Y MalnueHToB ¢ snu3zogamu paszsutuss HIIMH3H ¢
MOTEpe 3peHus B OJTHOM TIJa3y MpueM cuiiaeHaduia mpoTtuBomnokasaHn (cMm. pazaen 4.3). YV
HEOOJIBIIIOTO YHCAa TMMAMeHTOB C HACJEICTBEHHBIM MUTMEHTHBIM PETHHUTOM HMEIOTCS
TeHETUYECKU JeTePMHUHHUPOBAHHBIE HapymieHUus (QyHkuuu ¢GocoaudcTepa3 ceTyaTKd Tiasza.
Caenenus 0 6€30MaCHOCTH MPUMEHEHUS CHIIIeHA(IIA Y MAllMEHTOB C MUTMEHTHBIM PETHHUTOM
OTCYTCTBYIOT, IO3TOMY Y TaKMX MAIMEHTOB HE CIIEAYET MPUMEHSTH cuiaeHadui (cM. pasznen 4.3).
Hapywenus cnyxa

B HEKOTOpBIX MOCTMAPKETHUHTOBBIX U KIMHUYECKUX HCCIIEIOBAHHUSAX COOOINAETCS O CIIydasx
BHE3AIMHOTO YXYALIECHUS WU MOTEPU CIyXa, CBSA3aHHBIX C MPUMEHEHHUEM BCEX WHTUOUTOPOB
®DJ1D5, Brirovast cuiaeHaduiI. boNbIIMHCTBO 3THX MAIMEHTOB UMETH (DaKTOPHI PUCKA PAa3BUTHUS

BHE3AIHOTO YXY/IIICHUS WIM TOTepu ciyxa. [IpUUMHHO-CIEICTBEHHOM CBA3M MEXAY
6
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ycraHoBlieHO. [lanmenTa cieayer npeaynpeanTb O TOM, YTO B CIIydae BHE3AMHOTO YXYAIICHHS
VI BHE3AITHOH MOTEPH CIyXa HEOOXOAUMO MPEKPATHTh TEPAIHIO CHUIIIEHA(DHIOM U HEMEUIEHHO
MIPOKOHCYJIBTUPOBATHCS C BPAYOM.

Kposomeuenus

Cunnenadun ycCuIMBaeT aHTUATPETaHTHBIN 3((eKT HUTporpyccuaa HaTpus (JOHATOPa OKCHIA
a30Ta) Ha TPOMOOLMTHI YETIOBEKA in Vvitro. JlaHHbIE 0 0€30IaCHOCTH MPUMEHEHUS CUiieHaduIa y
MAIMEHTOB CO CKJIOHHOCTBIO K KPOBOTOYMBOCTH HJIM OOOCTPEHHEM S3BEHHOM OO0JIE3HH XKelyIKa U
JBEHAAIIATUIIEPCTHON KHUIIKU OTCYTCTBYIOT, IO3TOMY CHUJICHA(DUI y 3TUX MAlUEHTOB CIIEAyeT
IIPUMEHSATH C OCTOPOKHOCTBIO. HacTOTa HOCOBBIX KPOBOTEYEHMH Y manueHToB ¢ JII', cBsA3aHHOM ¢
TG Py3HbIME  3a00JICBaHUSMU COCIMHUTENBHOW TKaHW, Obiia Bbime (cwineHadun 12,9 %,
wiane6o 0 %), 4em y NalMeHTOB C MEepBUYHON JIETOYHON apTepuaabHOW THIepTeH3UEH
(cunpenadun 3,0 %, nnanedo 2,4 %). Y mauueHToB, MOJYyYaBIIMX CHIACHA(QHUI B COYETAaHUU C
aHTaroHMCTOM BUTaMuHa K, yacToTa HOCOBBIX KpOBOTEUeHHMM Oblna Bbime (8,8 %), yem y
MalUEeHTOB, HE MPUHUMAaBIIUX aHTaroHucT Butamuna K (1,7 %).

Ilpumenenue coemecmmuo ¢ Opy2umu CpeoCmeamu ie4eHus HapyueHull dSpeKyuu

bezonacHocTh 1 3 PeKTUBHOCTH IPUMEHEHHS CHIIZICHA(IIIa COBMECTHO C IPYTHUMH CPEACTBAMHU
JICUCHUST HAPYIICHUH SPEKINH HE U3YUaIHNCh, IIOATOMY ITPHUMEHEHUE MTO00HBIX KOMOMHAINN HE

pexkomenayetcs (cM. pazaen 4.3).

BcnoMorarenbHEIE BEIIECTBA

JlexapctBennsiii  mpenapar CungeHadun COACPKUT JakTo3y. llanmmeHTamMm ¢ peaKuMu
HaCJIEICTBEHHBIMU 3a00JIEBAHUSAMU HENEPEHOCUMOCTH TaJIaKTO3bl, A€()UIMTOM JaKTa3bl WU
TJIFOKO30-TAIAKTO3HON ManbaOcopOIeil He cleqyeT NpUHUMATh JaHHBIM JIeKapCTBEHHBIN
npenapar.

JlexapcTBennsii ipenapat CunaeHaduna COACpKUT HATpUil. B TabneTkax MO3MPOBKOM 25 MT U
50 mr cogepxutcsi MeHee 1 MMonb (23 Mr) HaTpus, TO €CTh Mpenapar Mo CyTH HE COAEPKHUT
HaTpuii. B Tabnerkax gozuposkoit 100 Mr comgepxutcs 6osee 1 Mmoib (23 Mr) HaTpusi, MOITOMY
JaHHy!0 WHGOPMAIUMI0 HEOOXOAMMO YYHTHIBATh MMAIIMEHTaM, HaXOJIIIMMCS Ha JHETEe C

OrpaHUYCHHBIM IMOCTYIINICHUEM HATPH.

JKeHIMHEBI

[Tpenapat Cuinenadun He npeAHa3HAaYeH JJIsl IPUMEHEHUS Y )KEHIIHH.
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B3auMOJeiCTBUS

Brusanue opyaux 1exapcmeeHHbIX npenapamos Ha QapmMaKkoKuHemuKy cuioeHagpuia
Metabonu3m cunaeHaduia mpoucXoAUT B OCHOBHOM IO/ JeicTBHEM H30(hepMEHTOB IIUTOXPOMaA
CYP3A4 (ocnoBHori myth) u CYP2C9, mostomy WHTHOMTOPHI ATHUX H30()EPMEHTOB MOTYT
YMEHBIINTh KJIMPEHC CuiaeHaduiaa, a HMHIYKTOPBL, COOTBETCTBEHHO, YBEIMYHUTH KIMPEHC
cungeHaduia. OTMEYEHO CHIDKEHHE KIMpEHca CruilieHa(uIa py OJHOBPEMEHHOM IPUMEHEHUN
uHruouTOpOB M30(depmenta nuroxpoma CYP3 A4 (keToKOHA30J1, IpUTPOMHUITUH, IIAMETHIMH).
Humernnun (800 mr), Hecrienuduieckuii tHTHONTOp M3odepmenta nutoxpoma CYP3A4, npu
COBMECTHOM mipueme ¢ cuigeHagpmwiom (50 MT) BBI3BIBACT IMOBBIINICHWE KOHIEHTPAIMU
cungeHaduIa B IiasMe Kposu Ha 56 %.

Opnnokpatuslii mpuem 100 mr cunaenaduna coBMecTHO ¢ 3puTpoMuritHoM (500 mr 2 pa3a B CyTKU
B Te€UeHHUe 5 Hel), crenupuyeckuM nHruouTopom nzopepmenta uuroxpoma CYP3A4, na goune
JOCTUXKEHHUSI TOCTOSHHOM KOHILIEHTpallMM OJPUTPOMHUIIMHA B IUIa3ME€ KPOBU, MPUBOIUT
k yBesninueHuto AUC cunnenaguia Ha 182 %.

ITpu coBmecTHOM nipueme cuiieHaduna (ogaokparao 100 mr) u cakeunaBupa (1200 mr 3 pa3za B
neHsb), uaruouropa BUU-npoteassl u uzodepmenta uuroxpoma CYP3 A4, Ha pone noctmxenus
MOCTOSTHHOW KOHLIEHTpAllMK CaKBUHaBMpa B I1a3Me KPOBU Cmax cHiIeHa(dUIa B TUIa3Me KPOBU
nossimanack Ha 140 %, a AUC yBennuuanace Ha 210 %. CungeHadun He OKa3bIBaeT BIUSHUS
Ha papMaKOKHHETUYECKUE TTapaMeTphl CAaKBUHABUPA.

bonee cunpubie MHrHOUTOPHI M30(epmenTa muroxpoma CYP3A4, takue Kak KETOKOHA307 U
UTPAaKOHA30J1, MOTYT BbI3bIBAaTh U 00Jiee CUIIbHbIE U3MEHEHUS (papMaKOKMHETUKH cUjieHadua.
OpnnoBpemeHHOe npuMeHeHue cuineHapuna (onHokpatHo 100 mr) u purtonasupa (mo 500 mr
2 pasa B cyTkH), uaruoutopa BUY-nporeassl u cuiibHOro MHruouTOpa ruroxpoma P450, Ha ¢pone
JIOCTH>KEHHS] TOCTOSIHHOM KOHIIEHTPAllMd PUTOHABUPA B IJIa3M€ KPOBH MPUBOJUT K YBEIINUYEHUIO
Cmax cungenaduna #Ha 300 % (B 4 paza), a AUC — na 1000 % (B 11 pa3). Uepe3 24 gaca
KOHIEHTpalus cuiiieHaduia B ia3me KpoBH coctanisieT okoiio 200 Hr/mit (rociie 0JHOKPaTHOTO
NPUMEHEHHs OJHOro cuiaeHadwmwia — 5 Hr/mi). D10 cornacyercs ¢ 3(dexrom puToHaBHpa Ha
HIMPOKUH Tuana3zoH cyocTparoB nutoxpoma P450. Cunnenadun He BnuseT Ha papMaKOKUHETUKY
pUTOHABHpa. YUUTHIBasl 3TH JIaHHbIE, OJHOBPEMEHHBIA MMPHUEM PUTOHABUpPA U CUIZCHA]UIIa HE
pekomeHnayercs. B mo0oM ciiyyae MakcuMallbHas J103a CuiieHaduia HU [pH  KaKHX
00CTOSATENILCTBAX HE JOJDKHA MPEBBIIATh 25 Mr B TeueHue 48 u.

Ecniu cunnmenagun mNOpUHUMAOT B PEKOMEHAYEMBIX /033X TMAlMEeHTHI, MOJYYarolIne
OJIHOBPEMEHHO CHJIbHBbIC HHTHOUTOPHI n30hepmenTa muToxpomMa CYP3A4, To Cmax CBOOOAHOTO

cunaeHaduia He npesbimaeT 200 HM, u npenapaT XOpoIIo MePEeHOCUTCH.
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OnHoKpaTHBIM TIpueM aHTaruaa (MarHusi TH]T )OKCI/II[ayEH;b:;\:/I;IQ%:Fﬁ%{%%gy:gez‘ﬁ%;}é} Ha

OMOOCTYTHOCTD CHIIIeHA(UIIA.

OnHOBpeMEHHOE IPUMEHEHNE aHTAarOHUCTA YHI0TEIMHOBBIX PELENTOPOB, 003¢HTaHa (MHIYKTOP
nzopepmenra CYP3A4 (ymepennsiit), CYP2C9 u, Bo3moxxkno, CYP2C19) B paBHOBECHOU
KoHIeHTpanuu (125 mr 2 pa3a B CyTKH) U criifieHadusia B paBHOBECHOM KOHIeHTparuu (80 mr
3 pa3a B cyrtku) ormedanoch cHmkeHHe AUC m Cmax cungeHadmia Ha 62,6 % u 52,4 %,
COOTBETCTBEHHO.

[Ipenmonaraercs, 4To OJHOBpPEMEHHOE NMPHUMEHEHHE CHIIeHa(pHIa ¢ MOIIHBIMU HHIYKTOpaMHU
nzoepmenta CYP3A4, Takumu Kak pudaMIuiidH, MOKET MIPUBOAUTH K OOJIbIIEMY CHHKCHHIO
KOHIICHTPALMH CUJIIeHa(uIIa B I1a3Me KPOBH.

WNuaruburoper m3odepmenta muroxpoma CYP2C9 (takme kak TtonOyramuna, BapdapuH),
uzopepmenta nuroxpoma CYP2D6 (Takue kak celeKTHBHbIE MHTMOUTOPHI OOpaTHOTO 3axBaTa
CEpPOTOHUHA, TPULIUKINYECKUE aHTHACTIPECCAHTHI), TUA3UIHBIE U THA3UIONOJO0HbBIE JUYPETUKH,
uHruOouTOpHl AIID M aHTarOHUCTHI KAJIBIUS HE OKA3bIBAIOT BIUSHUS Ha (hapMaKOKUHETUYECKHE
napameTpsl CiiaeHaduIIa.

OpnnoBpemeHHbI mpueMm azutpomunHa (500 Mr B CyTKM B TeueHHE 3 JIHEH) HE OKa3bIBaeT
BiusHUS Ha AUC, Cmax, Tmax, KOHCTAaHTY CKOpPOCTU BbIBeeHUs U T, cuiaeHaduina UM ero
OCHOBHOTO IIUPKYJIUPYIOIIET0 METa00IUTA.

Brusanue cunoenaghuna na opyaue nexapcmeennvie cpeocmaa

Cunnenaduin sBisercs cnabblM HHTMOUTOPOM H30(hepPMEHTOB cUCTeMbI IuToXpoma P450 — 1A2,
2C9,2C19,2D6, 2E1 u 3A4 (MKso > 150 mxmodns). [Tpu npueme cunjieHadguia B peKOMEHAYEMbIX
n03aX ero Cmax COCTaBIAET OKOJIO 1 MKMOJIb, IO3TOMY MaJIOBEPOSITHO, UTO CHJIJIEHA(UIT MOXKET
MOBJIMATH HA KJIMPEHC CyOCTPaTOB 3TUX U30(DEPMEHTOB.

Cunnenadui ycunmuBaeT THIIOTEH3UBHOE JIeHCTBUE HUTPATOB KaK MPU JUTUTEIbHOM TPUMEHEHUH
NOCJEIHUX, TaK U IPU UX MPUMEHEHUH 110 OCTPHIM MOKa3aHUsAM. B CBs3u ¢ 3TUM NpUMEHEeHHe
cuijieHaduIa B COUETaHUU C HUTPaTaMM WUJIM IOHATOPAMU OKCHJA a30Ta MPOTHUBOMOKA3aHO.

[Tpu ogHOBpEMEHHOM TpHEME 0-apPEeHOOI0KaTOpa J0Kca303uHa (4 Mr u 8 mMr) u cuigeHaduia
(25 mr, 50 Mr u 100 Mr) y manmueHToB ¢ JOOPOKaueCTBEHHOH TrumepIruiazueil mnpeacrareabHOR
xKenmezpl  co  CTaOWJIBHOM  TeMOJMHAMUKOM  CpeAHee  JIONOJHUTEIbHOE  CHIIKEHHE
CUCTOJIMYECKOro/quactoiandeckoro AJl B TOJNOXKEHHH «ieXa Ha CIHMHE» COCTaBJIsIIO
7/7 MM PT. cT., 9/5 MM pPT. CT. U 8/4 MM pPT. CT. COOTBETCTBEHHO, a B TOJIOKEHUU «CTOS» —
6/6 MM pT. cT., 11/4 MM pT. CT. 1 4/5 MM PT. CT. cOOTBETCTBEHHO. COOOIIAETCS O PEIKUX CITydasx
pasBUTHSL Yy TaKUX [AIUEHTOB CHMITOMAaTHMYECKOW  OpPTOCTATHMYECKOW  TUIIOTEH3UH,

MIPOSIBJISIBIIICHCSL B BUJIE TOJIOBOKPY)KECHHH (06€3 0OMOpoka). Y OTHCNBbHBIX YyBCTBUTEIBHBIX
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MOJKET IIPUBECTU K CUMIITOMATUYECKON TUTIOTCH3HH.

[Tpu3HakoB 3HAaUMMOro B3aumoaekcTBus cuiaeHaduia (50 mr) ¢ Tonbyramumom (250 Mr) wim
Bapdapunom (40 Mr), koTopble MeTabomm3upyrTcs uzodpepmentom muroxpoma CYP2CI,
HE BBISIBJICHO.

Cunnmenapun (100 Mr) He oxa3piBaeT BIMAHUSA Ha (PAPMAKOKMHETHYECKUE ITapameTphl
uHrHOuTOpoB BUY-mipoTeasbl, CakBHHABHpPAa W PUTOHABHPA, SBISIFONIMXCA CyOCTpaTaMu
nzodepmenta nuroxpoma CYP3 A4, npu ux mocTOSHHON KOHIIEHTPAIMH B TJIa3Me KPOBH.
OpnHoBpeMeHHOE NMPUMEHEeHHE cuiiieHaduiia B paBHOBECHON KoHUeHTpauuu (80 Mr Tpu pasza B
CyTKM) U OO3eHTaHa B paBHOBECHOM KoHUeHTpauuu (125 Mr aBa pasa B CyTKM) IPUBOJUT K
noBeIeHni0 AUC 1 Chax 003eHTana Ha 49,8 % 1 42 % cOOTBETCTBEHHO.

Cungenadui (50 Mr) He BBI3bIBACT JOIMOJHUTEIBHOTO YBEIMUYEHUSI BPEMEHU KPOBOTEUEHUS MPHU
pueMe aleTUICATUIIIOBON KUcaoThI (150 mr).

Cungenadun (50 Mr) HE yCHIMBAaeT THUIOTCH3WBHOE JICHCTBHME JTaHOJIA Y 3I0POBBIX
TOOPOBOJIBIICB MPU MAKCUMAIBHOH KOHIICHTpAIlMK dTaHojia B KpoBu B cpemHem 0,08 %
(80 mr/mm).

VY manueHToB ¢ apTepHalibHOM runepTeH3ueii mpu3HakoB B3aumoeiicTsus cuaeHaduma (100 mr)
C aMJIOJUIIMHOM He BbIsiBIeHO. CpeHee N0NOJHUTENbHOE CHUKEHHE AJl B MONOXKEHUH <WI€XKa»
COCTaBJISIET 8 MM PT. CT. (CHCTOJIMYECKOT0) U 7 MM PT. CT. (IMACTOJTHYECKOTO).

[Ipumenenue cunneHaduaa B COYETAHMM C TUNOTEH3MBHBIMU CPEJICTBAMU HE MPHUBOJIUT K

BO3HHUKHOBCHUIO JOIIOJIHUTCIIbHBIX MMOOOYHBIX B(I)Q)CKTOB.

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTDH U JAKTALMSA

IIo 3apCTUCTPUPOBAHHOMY IMOKA3aHUTIO NIPCIIApPAT HE NPCAHAZHAYCH AJId IPUMCHCHUA Y )KCHIIIUH.

4.7. Buusinue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHM CPeACTBAMH M padorarh ¢
MeXaHHU3MaMH

Ha ¢one npuema cunpenapmia kakoro-mu0o OTPULATENBHOTO BIUSHHUS Ha CIIOCOOHOCTD
YIOPABJISITH TPAHCIOPTHBIMM CPEACTBAMH WJIM JPYTMMH TEXHHYECKHMMH CpPEICTBAMH HE
HaOmonanock. OJHAKO, YYMTHIBash BO3MOXHOCTb Pa3BUTHS HEXKENATeNbHBIX peaKIuil
(rOJIOBOKpY)KEHUE, CHIDKEHHE aprepuanbHoro nasineHus (AJl), pasButue Xpomarorncuu,
3aTyMaHEHHOTO 3pEHHMS U TOMY MOJOOHBIX HEXKENAaTyJbHBIX peakluil), cieayeT coONIoaaTh
OCTOPOXXKHOCTb IIPH YINIPABICHUHM TPAHCIOPTHBIMU CPEACTBAMH, TOYHBIMHM MEXAHM3MaMH U
BO3JCP)KUBATBCSA OT BBINOJHEHUS YKAa3aHHBIX BHJOB JEATEIBHOCTH B CIIydae pPa3BUTUA

HEXEJATENIbHbIX PEaKIHUil.

10
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4.8. HexenarejbHbIC peaKuuu

PesroMe HexxenaTeabHbIX PeaKIi

Knaccudukanus 4YacToThl pa3BUTHSA HEXKEJIATENbHBIX pEaKUUid COrJIaCHO PEKOMEHIAINSIM
Bcemupnoii opranuzaruu 3apaBooxpanerus (BO3):

ouyeHb yacto > 1/10;

9acTo >1/100, o < 1/10;
HEYaCTO >1/1000, o < 1/100;
peaxo >1/10000, o < 1/1000;

oueHb peako < 1/10000;

qacTOoTa HEU3BCCTHA — HA OCHOBaHUHN UMCIOIIIUXCA JaHHBIX OLICHUTHh HEBO3MOXHO.

HapymeHuﬂ CO CNOpPOHbL KposUu U JluM¢amu’{€CKOZZ cucmemsl.

HEYacTO — aHEMHUsI, JICHKOTICHUSI.

Hapywenus co cmopoHbl UMMYHHOU CUCTEMbL:

HEYaCTO — peakuuu MMOBBIIIICHHOM YYBCTBUTCIIbHOCTHU (B TOM YHCJIC KOXHaid CI)IHI)),
AJICPrHYECKUE PEAKIINU.

HapymeHuﬂ Mmemaboausma U nUMaHusL:

HEYACTO — ONIYIIEHUE >KAXKIbI, OTEKH, IMojarpa, HEKOMIICHCUPOBAHHBIA CaxapHbIA aHa0eT,
TUIEPIIIMKEMHUS], TEpUPEpUIecKue OTEKH, TUIIEPYPUKEMUS, TUIIOTTIUKEMUS, TUTIEPHATPUEMUSI.
Hapywenus co cmoponwl nepsHoti cucmembi:

OYEHb YACTO — rOJIOBHAsA 00JIb;

4acTo — roJIOBOKPYKEHHE;

HEYaCTO — COHJIMBOCTb, MUIPEHb, aTAKCHsl, TUIIEPTOHYC, HEBPAITHs, HEUPOIATHsI, TapeCTEe3us,
TPEMOp, BEPTHI0, CUMIITOMBI JIEMPECCHH, OECCOHHUIA, HEOOBIYHbIE CHOBMJCHMS, MOBBIIICHHE
pedIieKcoB, THIIECTE3US,

peIKo — HapylmIeHHEe MO3TOBOTO KPOBOOOpAIICHHWsS, TPAH3UTOpHAs HIIEMHUYECKas araka,
CyZioporu®, B TOM 4HCJI€ TTOBTOPHBIE CYA0POTH™, 0OMOPOK.

Hapywenusa co cmoponul opeana 3penus:

YacTO — 3aTYMaHEHHOE 3pEHUE, HapyIIEHUs 3pEHUs, [IMaHOTICHUS;

HevyacTo — Oonp B iazax, (orodobus, ¢oromcus, XxpoMartorcus (Mpexoisiiee HapylleHue
OBETOBOI'O BOCHpI/ISITI/ISI), IOKpPAaCHCHUEC rjaa3/uHb CKIIUHU CKJICD, U3MCHCHUEC APKOCTHU
CBETOBOCIIPHSATHSA, MUJAPHA3, KOHBIOHKTHBHUT, KPOBOM3JIMSIHHE B TKaHU TIJa3a, KaTapakTa,
HapyllIeHne paboThI CIIE3HOTO aIlapara;

pPEIKO — OTEK BEK W MPWICTAIONIUX TKAaHEH, ONIyIICHHE CYXOCTH B IJIa3ax, HATMYHE Paly’KHBIX

KpPYToB B II0JIC 3pC€HH BOKPYT NCTOYHUKA CBETA, MMOBBIICHHAA YTOMJIACMOCTD I'J1a3, KCAHTOIICHUA
11
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( p ), SPUTP ( ),

TUIEPeMHUs KOHBIOHKTHUBBI, Pa3IpakeHHe CIU3UCTON 000JIOUKHU T1a3, HETIPHUIATHBIEC OIIYIIECHUS B
rjlasax;

4acTOTa HEM3BECTHA — HEAPTEPUUTHAS MEepeIHss UIlIeMHUecKasl HeliponaThs 3pUTeIbHOI0 HEpBa,
OKKJIFO3US COCY/IOB CETYATKH, 1e(EeKT MoJIeH 3peHHsl, AUIUIONHS *, BpeMEHHas OTeps 3pEHUs WU
CHI)KEHME OCTPOTHl 3pEHMS, IIOBBILIEHUE BHYTPUIJIA3HOI'O JIaBJIEHUS, OTEK CETYaTKH,
3a00J1eBaHMs COCYAOB CETUYATKH, OTCJIONKA CTEKIOBUIHOTO TeIa/BUTpeabHask TPAKIIUSL.
Hapywenus co cmoponul opeana cayxa u aabupunma:

HEYacTO — BHE3AIIHOE CHUKEHHE WIIU MOTeps CllyXa, IIyM B YIIax, 3BOH B yIlIax, 00Jb B yIIax.
Hapywenus co cmoponul cepoya:

HEYacTo — OUIYLICHUE cepALeOneH s, Taxukapaus, noseiienue AJl, camxenue AJl, yBennuenue
YaCTOThI CEPECUHBIX COKpAIIEHUH, HeCTaOMIIbHAs CTEHOKApUsl, aTPUOBEHTPUKYJIsIpHAs OJ10Kaza,
UHGapKT MHOKap/a, TpoMOO3 COCYIOB TOJOBHOTO MO3ra, OCTaHOBKA CEpAlLla, cepledHas
HEJ0CTaTOYHOCTh, OTKJIOHEHMSI B IIOKA3aHUSIX AJIEKTPOKApINOTrpaMMbl, KapAHOMHUOIIATHUS;

penko — GpuOpMILISIMS peACcepaAnid, BHE3AITHAS CEPACYHAS CMEPTh ¥, )KEITYJ0YKOBAsT apUTMHUS .
Hapywenus co cmoponul cocy0os:

4acTO — MPUJIUBBI K KOXKE JINLIA;

HEYacTo — TpoMO03 COCYJI0B TOJIOBHOTO MO3ra.

Hapywenus co cmopoHbl 0bixamenbHOU CUCEMbL, OP2AHO8 2PYOHOU KIIeMKU U CPEOOCIEeHUs.:
4acTO — 3aJI0’)KEHHOCTh HOCA;

HEYacTo — HOCOBOE KPOBOTEUEHHUE, PUHUT, acTMa, AMCIIHOD, JAPUHTUT, (apUHTUT, CUHYCHT,
OpOHXHUT, yBEeIHMYEHNE 00BEMA OTAEIAEMON MOKPOTHI, YCHIJIEHUE Kallls;

pPEIKO — 4YyBCTBO CTECHEHHUS B TOpJ€, CyXOCThb CIM3HCTOM OOOJOYKHM IMOJOCTH HOCA, OTEK
CJIM3UCTON 00OJIOYKH MOJIOCTH HOCA.

Kenyoouno-kuweunvle napyuienus:

4acTo — TOIIHOTA, JUCIETICHS;

HEYacTo — PBOTA, CYXOCTb CIM3UCTOI 000JI0YKH NOJIOCTH PTa, TacTpo33o¢areanbHas peQIitoKcHas
60I1€3Hb, 00JIb B 00JIACTH )KUBOTA, TTIOCCUT, THHTUBUT, KOJUT, TUC(Arus, raCTpUT, FaCTPOIHTEPHT,
930(paruT, CTOMATHUT, OTKJIOHEHHE <«II€YEHOUYHBIX» (PYHKUIMOHAJIBHBIX TECTOB OT HOPMBI,
pEeKTaNIbHOE KPOBOTEUEHHUE;

PENKO — TUIIECTE3Hsl CIIM3UCTON 000JIOUKHU MOJIOCTH PTa.

Hapywenus co cmopoHbl Kodicu U NOOKOICHBIX MKAHEI.!

HEYaCTO — KOYKHas Cblllb, KpANMBHUIA, IPOCTOM Treprec, KOXKHBIA 3yJ, IOBBIIIEHHOE
HOTOOT/AETICHNE, U3bA3BICHUE KOKH, KOHTAaKTHBIN 1€PMATHUT, IKCHOINATUBHBIN JEpMaTHT;

4acTOTa HeM3BeCTHA — CUHApOM CTuBeHca-/[>KOHCOHA, TOKCUYECKUH ANTUIEPMATIbHBIN HEKPOIIU3.
12
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Hapywenus co cmoponvl mvluieunou, ckeremuaoii u coedtiiimeN et 2HOCTE 0001)

4yacTo — 00JIb B CIIMHE;

HEYacTo — MHaJIrusi, 00JIb B KOHEYHOCTSAX, apTPUT, apTPO3, pPa3pblB CyXOKWIHS, TCHOCUHOBUT,
00J1b B KOCTSIX, MUACTEHHUs, CHHOBHUT.

Hapywenus co cmopoHbl nouex u Mo4egbleo0AuUx nymei.

HEYacTO — LIUCTUT, HUKTYpUsl, HEIEP>)KaHUE MOUYH, FeMaTypusl.

Hapywenus co cmopoHvl penpoOyKmugeHoll cucmembvl U MOJIOYHbIX JHCenes.

HEYaCTO — HAPYIIEHUE dAKYJIALUHN, OTEK TeHUTAINH, aHOPTa3MUsl, FeMaTOCIIEPMHUs, IIOBPEXKICHUE
TKAaHEH MTOJIOBOT'O WICHA, YBEJIIMYEHUE MOJIOYHBIX XKEJIE3;

PEIKO — KPOBOTEUCHHE U3 TI0JIOBOTO WIEHA, [UTNTENbHAS SPEKIHS U/UIIN TPUATTH3M.

Ilpouue:

HEYacTO — OINYLIEHHE >XKapa, OTeK JMIA, peakius (OTOUYyBCTBUTEIBHOCTH, UIOK, ACTEHUS,
HOBBIIIEHHAs] YTOMJISIEMOCTb, 00JIb pa3IMYHOM JOKaIU3aluu, 03H00, ciyyaiiHble najaeHus, 00Jb
B 00J1aCTU IPY/AHOM KJIETKH, CIIy4aiiHble TPaBMBbI;

PEAKO — pa3IpaKUTEIbHOCTb.

*- mo6ouHbIe H3PPEKTHI, BHIIBICHHBIE BO BPEMsI IOCTMAaPKETHHIOBBIX HCCIIEIOBAHUI.
Cepoeuno-cocyoucmoie 0CI0HCHEHUSL:

B Xxozme mnocTMapKeTHMHroBOro MpUMEHEHMsI cuiijieHaduiaa [Uisl JI€UYEHUs JPEKTHIbHOU
JTUCOYHKIIMM COOOIIANOCh O TaKUX HEXKEJIATeNbHbIX SIBICHUSX, KaK TSKeNble CepAeyHO-
COCYJIUCTBIE OCJIOKHEHHS (B T. 4. MH(PAPKT MHOKap/a, HeCTaOMJIbHAsl CTEHOKAp/Ius, BHE3aIHAas
ceplieuHas CMEpThb, JKEIYAOYKOBas apUTMMs, TE€MOpPpParnyecKMil HHCYJIbT, TpaH3UTOpas
UIIeMHUYecKas aTaka, TMIEPTeH3Uss U TUIIOTEH3HUs), KOTOpbhle HMMEIU BpPEMEHHYIO CBS3b C
IpUMEHEHHEM criiieHaduia. bolbIIMHCTBO ATUX MAallMEHTOB, HO HE BCE U3 HUX, UMEIH (PAKTOPHI
pHUCKa CEpIAEYHO-COCYIUCTBIX OCIOKHEHUN. MHOTHE U3 YKa3aHHBIX HEXKEJIATENbHBIX SIBJICHUU
HaOJII01aIMCh BCKOPE MOCIIE CEKCYalbHON aKTUBHOCTH, M HEKOTOPBIE U3 HUX OTMEUYAIUCh MOCTe
npueMa cuiaeHaduna Oe3 mocienyrolled cekcyanbHOM akTUBHOCTH. He mpencraBiseTcs
BO3MOXXHBIM YCTAaHOBUTH HaJIMYHME NPSIMON CBSI3U MEXKAY OTMEYaBIIMMUCS HEXKeNaTeIbHbIMU
SBJICHUSMHU M YKAa3aHHBIMHU WJIM UHBIMU (DaKTOpaMH.

3pumenvHuvle HapyuieHus

B penxux ciydasix Bo BpeMs IOCTPETUCTPALIMOHHOTO MpUMEHEeHus Bcex nHruouropos O35, B
ToM uncie cunjaeHaduia, coodmanu o HIIMH3H — penkom 3aboneBanuu 1 npUuuHE CHUXKEHUS
WIN TOTEpH 3peHus. Y OOJBIIMHCTBA U3 3TUX MAI[MEHTOB ObUTM (PAaKTOPBI PUCKA, B YACTHOCTHU
CHIDKEHHME OTHOLICHHUS TMaMETPOB SKCKABALIMU U JMCKa 3pPUTEIBHOTO HepBa («3aCTOWHBIN IUCKY),

Bo3pact crapiie 50 yer, caxapHblii guader, runeprensus, UBC, runepaunuaemus u xkypenue. B
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kiacca uHruouropos G35 ¢ ocrpeim Havanom HITMH3H.

Pe3ynbraThl yka3piBaloT HAa TPpUOIM3NTENBHO 2-KpaTHoe nosbiienue pucka HITMH3H B npenenax
5 mepuosOB TONYBBIBENEGHHsI TMociae mnpuMmeHeHus wuHruouropa DJD5. CormacHo
ONyOJIMKOBAaHHBIM JIUTEPATYPHBIM JaHHBIM, TOAWYHAs dYacToTa Bo3HMKHOBeHuMss HITMH3H
cocrasisieT 2,5-11,8 cnyyaeB Ha 100 000 myxunH B Bo3pacTte > 50 yeT B 00OLIeH MOMYJISAIHH.
CrnenyeTr peKOMEH10BaTh NALUEHTaM B Clly4dae BHE3AHON IOTEPHU 3pEHUs IPEKPATUTh TEPAIIUIO
cuiieHaduIOM U HEMEIJICHHO MPOKOHCYJIBTUPOBATHCA C BpadoM. JIuia, y KOTOpPBIX yxke ObLI
cinyuait HIIMH3H, umeror noBbimenubiid puck peruaua HIIMH3H. TlosTomy Bpauy ciemyer
00CYIUTh TaHHBIM PUCK C TAKUMU MTALIUEHTAMHU, a TAK)KE 0OCYTUTh C HUMU ITOTEHIIMAJIbHBIN IIaHC
HeOaronpusTHOr0 Bo3zeicTBuss MHruOuTopoB DJID5. Murubutopsr OS5, B TOM uucie
cuieHadu, y TaKUX MAUEHTOB CIeIyeT MPUMEHSITH C OCTOPOKHOCTBIO U TOJIBKO B CUTYaIIUSAX,
KOIla OXKuJaemMasi 1oJib3a IPEBBIILIAET PUCK.

[lpu npumeHeHnn cuipeHadwia B J03aX, MPEBHIABIIMX PEKOMEHIyeMbIe, HEXelaTeIbHbIe

SIBJIEHHS OBLIIN CXOAHBIMH C OTMCUYCHHBIMHU BBIIIIC, HO 00BIYHO BCTPCHAIMCH Hallie.

COO6H.I€HI/IC O IMOA03PCBACMBIX HCKCIATCIAbHBIX PCAKIIUAX

Baxxno cooOmarb 0 MOJ03PEBAEMBIX HEXKENATENbHBIX pEeaKUusX I0ClIe pPETUCTpaluu
JIEKapCTBEHHOI'0 Tpernapara ¢ 1eblo 00ecredyeHrs HenpepbIBHOIO MOHUTOPUHIA COOTHOILIEHUS
«I0JIb3a — PHUCK» JIEKaPCTBEHHOIO Mpenapara. MenuIUHCKUM paOOTHUKAM pPEKOMEH]yeTCs
cooluaTe O JIOOBIX MOJO3PEBAEMbBIX HEXKENATENbHBIX PEaKIMIX JICKapCTBEHHOIO Ipernapara
yepe3 HAllMOHAJIbHBIE CHCTEMbI COOOIIEHUS O HEXKENaTeIbHBIX PEaKIMSIX IOCyIapCTB—UJICHOB
EBpazuiickoro 3KOHOMHYECKOTr0 COI03a.

Poccuiickas ®enepanus

®denepanbHas ciyx0a 1o Haa3opy B cdepe 3apaBooxpanenus (PoczapaBHanzop)

109012, r. Mocksa, CraBsiHCKas miiomaisp, 1. 4, ctp. 1.

Tenedon: 8 (800) 550 99 03

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(OpMAIIMOHHO-TEJIEKOMMYHUKALIMOHHON ceTn «HTepHeT»:

https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka
CHUMOTOMBI
[Ipu ogHOKpaTHOM TpueMe cuiaeHaduiaa B no3e A0 800 Mr HeKelaTelbHbIE SBICHHUS ObLIN

COIIOCTAaBUMBbI C TAKOBBIMH ITPU IIPUEMCE ITPEIIapaTa B 0osee HU3KUX A03ax, HO BCTPCUAJINUCh Yallle.
14


mailto:pharm@roszdravnadzor.gov.ru
http://roszdravnadzor.gov.ru/

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 06.05.2024 N= 8917

LN SN S S
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9acTOTa MOOOYHBIX PeaKIuii (TOI0BHAS 00JIb, KIPUITMBBDY KPOBU K KOXKE JIUIA, TOJIOBOKPYKEHUE,
JIUCTIETICUSL, 3AJI0KEHHOCTh HOCA, HAPYILIEHUE 3PEHUSI) YBEIUUUBAIACD.

JleueHue

Cumnromarudeckoe. ['emonmnanus3 He yCKOpseT KIMpEHC cuiaeHaduiaa, TaKk KakK IOCICTHUN

AKTHUBHO CBS3BIBACTCS ¢ O€JIKaMH IIa3MBbl KpPOBHU M HC BBIBOAUTCA IMOYKAMMU.

5. DPAPMAKOJIOTHMYECKUE CBOMCTBA

5.1. ®apmakoaMHaMHYeCKHe CBOMCTBA

®dapmakoTepaneBTUYECKas TPyIIa: CPeACTBa, IPUMEHSIEMbIE B YPOJIOTHH; CPEIICTBA JUIsl JICUCHUS
SPEKTHIILHOW TUCQHYHKITHH.

Kon ATX: GO4BEO3

MexaHu3M ASHCTBUS U d)aDMaKOHI/IHaMI/I‘IeCKI/Ie Sd)(beKTbI

CunneHagusl — MOIIHBIA CENEKTUBHBIM WHTHOMTOpP LUKIOryaHo3uHMoHO(ochaT (ul MD) —
cnenuduieckon hpocomudcrepassl 5-ro Tuna (GD5).

Mexanuszm oeticmeus

Peanuzanus Gpu3M0ONIOrMuecKoro Mexanm3ma 3peKiuu CBsA3aHa ¢ BHICBOOOXKIEHHEM OKCHA a30Ta
(NO) B kaBepHO3HOM TeJI€ BO BPEMSI CEKCYaTbHON CTUMYJISIIUUA. DTO, B CBOIO OYEPE/b, IPUBOIUT
K yBenudyeHuio ypoBHs 1l M®, mocnenyromiemMy pacciableHUuI0 TIaAKOMBIIICYHON TKaHU
KaBepHO3HOTO Tela W YBEJIMYEHHUIO MpHUTOKAa KpoBH. CunaeHadusn He OKa3bIBAeT MPSMOTO
paccnabIsIonero ASMCTBUS Ha W30JMPOBAHHOE KAaBEPHO3HOE TENIO YEeNOBEKa, HO YCHIMBAET
abdext okcuna azora (NO) mocpeactBom uHrHOMpoBanus ®J[D5, koTopas OTBETCTBEHHA 3a
pactian I’ M®. Cunnenadun cenextuBeH B oTHomeHuu DJ[D5 in vitro, ero akTUBHOCTH B
otHomeHnu OJ[D5 MPeBOCXOIUT aKTUBHOCTh B OTHOIICHUH JPYTUX M3BECTHBIX M30(EPMEHTOB
docdoaurcrepaspr: OJ[D6 — B 10 paz; @21 — Gonee yem B 80 pa3z; ®A32, ©JID4, OID7-
®JID11 — 6onee uem B 700 pa3. Cungenadpun B 4000 pa3 6omee cenextuBeH B oTHomeHHN /195
1o cpaBHeHHI0 ¢ @[3, 4TO MMEET BaXKHEIIee 3HaYeHHEe, MOCKOIbKY D J[I3 sABIIsSIETCS ONHUM U3
KITFOYEBBIX (DEPMEHTOB PETYISIIUU COKPATUMOCTH MUOKap/a.

Oo0si3aTeqbHBIM ~ ycjioBHeM 3 ¢eKTHBHOCTH cujjieHaduiIa SBJSETCH CeKCyaJlbHas
CTUMYJISIIUSI.

CunneHadus1 BOCCTAaHABIMBAET HAPYIICHHYIO SPEKTHIBHYIO (DYHKIHIO B YCIOBUSX CEKCYaITbHOM
CTUMYJISIIIUY 32 CUET YBEIWYCHHSI MPUTOKA KPOBU K KABEPHO3HBIM TEJIaM MOJIOBOTO WJICHA.

Knuanyeckne gaHHble

Kapouonoeuuecxue uccneoosanus

OnnokpaTHOEe TIpuMeHeHue cuineHadmia B mozax n0 100 mMr He MpUBOAWIO K KIMHUYECKU
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TpaH3uTOpHOE CHIDKeHHE AJl, KOoTOopoe B OOJIBIIMHCTBE CIly4yaeB HE HMEET KIMHHUYECKUX
nposiBiieHui. CpeiHee MaKCUMaJIbHOE CHUYKEHUE CUCTOJIMYECKOTO JIaBJICHUS B IIOJIOKEHUU JIeXkKa
nocie npuema cuwineHadmia B 1o3e 100 mr coctaBuiio 8,3 MM pT. CT., a quactosmueckoro AJl —
5,3 MM pt. cr. bonee BbIpakeHHBIH, HO Takke mnpexomsmmid dpdexkr Ha AJl oTmevancs y
NAUEHTOB, IPUHUMABIIUX HUTPATHI (CM. pa3zensl 4.3 u 4.5).

B uccnenoBanuu remonquHamMuyeckoro ¢ gexra cunaenaduia B ogHokpatHoit 1o3e 100 mr y 14
naueHToB ¢ Tsoxenoit UbC (6omnee ueM y 70 % manueHToB ObLI CTEHO3 MO KpalHel Mepe 0JHOMN
KOPOHApHON apTepuM) CUCTOJIMYECKOE M JHACTOJIUYECKOE MAABJICHHE B COCTOSHUM IOKOS
yMeHbIanoch Ha 7 % u 6 % COOTBETCTBEHHO, a JIETOYHOE CUCTOJINYECKOE 1aBJICHUE CHUKAIOCh
Ha 9 %. Cungenadun He BIMSUI Ha CEPACYHBIM BBHIOPOC W HE Hapyllal KpPOBOTOK B
CTCHO3UPOBAHHBIX KOPOHAPHBIX APTEPUSX, a TAKXKE MPUBOJIMI K YBEIUYEHHIO (IPUMEPHO Ha
13 %) aneHO3MH-UHAYLHPOBAHHOI'O KOPOHAPHOIO INOTOKAa KAaK B CTEHO3MPOBAHHBIX, TaK U B
MHTAKTHBIX KOPOHAPHBIX apTEpUsIX.

B nBoiiHoM ciienoM Turane6o-KOHTPOIMPYEMOM HccieioBaHuu 144 manmeHTa ¢ SpeKTHIIBHOM
JucyHKIMe M cTaOWIbHOM CTEHOKapJuel, NMPUHUMAIONIMX aHTHAHTMHAJbHbIE IpenapaThl
(KpoMe HMTPaTOB), BBINOJHSIM (U3UUECKUE YIPAKHEHUs JO TOro0 MOMEHTa, Korja
BBIPQXEHHOCTh CHMIITOMOB CTE€HOKAapJIuW YMEHbUIWIACh. [IpOMOIKUTENBHOCTh BBIOJIHEHUS
yOpakHeHus: Obuia qoctoBepHo Oosbine (19,9 cexynnpr; 0,9 — 38,9 cexkyHbl) y MalMeHTOB,
NPUHUMABIIUX cuiAeHadun B oJHOKpaTHOM no3e 100 Mr, mo cpaBHEHMIO C HalMEHTaMH,
MOJYYaBIIMMH I11a1e00.

B panpomuzupoBaHHOM JABOWHOM CIIENOM I1alie00-KOHTPOJIUPYEMOM HCCIEIOBAaHUM HU3ydalld
s ekt nepemeHHor 03bl cunaeHaduiaa (o 100 mr) y myxuuH (n = 568) ¢ 3peKTHIbHON
TUcyHKIMEH 1 apTepraabHON rUIepTeH3uel, MPUHUMAIOLINX 00siee IBYX aHTUTUIIePTEH3UBHbBIX
npenapatoB. CunaeHadun ynydut spekunto y 71 % MyxuuH 1o cpaBHeHuto ¢ 18 % B rpymme
miane6o. Yacrora HeGmaronpusTHEIX 3Q¢PEKTOB ObUIa CpaBHUMA C TAKOBOW B JAPYTUX TPYIIax
MAIMEHTOB, TaK K€ KaK Yy JIMII, IPUHUMAIOIINX OoJiee TPeX aHTUTHUIePTEH3UBHBIX MTPEnapaToB.
Hccnedosanus 3pumenvhulx HapyuileHul

Y HEKOTOpBIX MAaIMEeHTOB 4yepe3 1 yac mocne npuema cuiaeHadpuna B 1o3e 100 Mr ¢ momoIpko
tecta dapHcBopTa-MyHcens 100 BBISBICHO JIETKOE M MPEXOJsIlee HapylIeHHe CIIOCOOHOCTU
pasnuyaTh OTTEHKHM IBeTa (CHHero/zeneHoro). Yepes 2 daca mocie mpuema mpemnapara dTH
WU3MEHEHUs OTCYTCTBOBaNIM. CUMTAaeTcs, YTO HApPYyLIIEHUE LBETOBOIO 3PEHUS BBI3BIBAETCS
uHruouposanueM D126, koTopas yyacTByeT B Ipollecce NepeAayd CBeTa B CeTyaTKe IJiasa.
Cunnenaguyn He OKa3plBaJl BIMAHUSA Ha OCTPOTY 3pPEHUS, BOCIHPUATHE KOHTPACTHOCTH,

3JIEKTPOPETUHOTPAMMY, BHYTPUTIIA3HOE JIaBJICHUE WM AUAMETP 3paykKa.
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B mane6o-KOHTPOIMPYEMOM  MEPEKPECTHON nccndhbBanim- | TaliierTon | & | forasaHHo

pPaHHEBO3PACTHOW MaKyIsIpHOU AereHepanuei (n =9) cunaenadun B omHOKpaTHO n03e 100 Mr
nepeHocuIcs Xopoino. He ObUTO BRISIBICHO HUKAKUX KIMHHYECKH 3HAYUMBIX U3MEHEHUH 3pPCHUS,
OLICHMBAEMbIX [0 CIIEHUAIbHBIM BHU3YaJlbHBIM TecTaMm (OCTpOTa 3peHHs, pelieTka Amciep,
[[BETOBOE BOCIIPUSTUE, MOJICTTUPOBAHUE IPOXOKICHUS 1IBETa, mepumeTp Xamdppu u Goroctpecc).
Dhghexmusnocme

OddexTuBHOCTD M 6€30MACHOCTH CHIIeHa(dUIa OIICHUBAIU B 21 paHAOMU3UPOBAHHOM JBOMHOM
CJIeTIOM TIare00-KOHTPOJIUPYEMOM MCCIIEIOBAHUH TTPOIOJDKUTEILHOCTRIO 10 6 MecsieB y 3000
MAalMeHTOB B Bo3pacTe OT 19 mo 87 jeT ¢ 3peKTHIbHOW AUCHYHKIIMEH Pa3TMYHON 3THOJOTHUU
(oprann4yecKkod, MCUXOTEHHOW WM CMemaHHOH). D¢QEeKTUBHOCTh Iperapara OLSHHBAIN C
WCIIOJIb30BAaHUEM JTHEBHUKA OJPEKIMH, MEXKIYHAPOJHOTO WHJEKCA JPEKTHILHOW (YHKIIUU
(BaJTMIMPOBAHHBINM OMPOCHHUK O COCTOSTHUU CEKCYyabHOU (DYHKIIMHK) U OTpoca MapTHepa.
OddexTuBHOCTh cunaeHaduna, onpeaencHHas Kak CIOCOOHOCTb JTOCTUraTh M MOAJEPKUBATH
APEKIIHIO, IOCTATOUHYIO I YI0BIETBOPUTEIBLHOTO MOJIOBOIO aKTa, ObLIA IPOJIEMOHCTPUPOBAHA
BO BCEX IIPOBEJCHHBIX UCCIIEAOBAHUSX U OblIa MOATBEPAK/ICHA B JIOJITOCPOUYHBIX HCCIEAOBAHUAX
MPOJOKUTENbHOCTEIO 1 roa. B uccienoBaHusix ¢ mpuUMeHeHHEM (DUKCHPOBAHHOW O3Bl
COOTHOIIIEHUE MAIMEHTOB, COOOIIMBIINX, YTO TEPAIHs YIYUIINIA UX SPEKIIHI0, COCTABISIO0 62 %
(mo3a cunpenaduna 25 mr), 74 % (no3a cunnenaduna 50 mr) u 82 % (mo3a cuiigenaduia 100 mr)
o cpaBHEHHUIO ¢ 25 % B rpymnmne mianedo. AHalW3 MEXIyHapOJHOTO HHJAEKCAa 3PEKTUIbHON
(GYHKIINH TTOKa3aj, 4YTO KPOME YIy4IICHUS dPEKIUHU, JIeUeHNEe CUIICHa(UIOM TaKkKe MOBBIIIAIO
KayecTBO Oprasma, IMO3BOJISJIO JOCTHYb YIOBIETBOPEHHUS OT IIOJIOBOTO akTa M OOIIero
yIIOBJIETBOPEHHUSI.

CornacHo 000011I€HHBIM JaHHBIM, CPEH MAllMEHTOB, COOOUIMBIINX 00 YIYUYIIEHUH SPEKIUH TPU
nedeHun cuigeHadmioM Obuto 59 % manMeHToB ¢ caxapHbIM auaberoMm, 43 % MalMeHTOB,
MEPEHECIINX PAAUKAIBHYIO MPOCTATIKTOMUIO U 83 % MAlMEHTOB C MOBPEXIACHUSIMU CIIMHHOTO

Mmo3ra (mpotuB 16 %, 15 % u 12 % B rpymie mianedo, COOTBETCTBEHHO).

5.2. ®apmakoknHeTHYECKHE CBOHCTBA

dapMakOKHHETHKA cUjieHaduia B peKOMEHAYEMOM JTHana3oHe 103 HOCUT JIMHEWHBIN XapakTep.
AOGcopOnus

Cunpgenadun OBICTPO BcachblBaeTCsl MOCJe NMpuemMa BHYTPb. AOCOIOTHAsh OMOJOCTYIHOCTh B
cpeaneM coctasisieT okoso 40 % (o1 25 % 10 63 %). In vitro cunaenadun B KOHIEHTPALUU OKOJIO
1,7 ar/mn (3,5 aM) nogasmnsier aktuBHOCTH DJID5 yenoeka Ha 50 %. [locrme ogHOKpaTHOTO
npuema cwineHadmia BHyTph B mo3e 100 Mr cpenmssisi makcuManbHass KOHIEHTPAUUS (Cmax)

cBOOONIHOTO cruiieHadmia B miaa3zMe KpoBu MYy)4uH cocTtaBisieT 18 Hr/mi (38 HM). Chax mipu
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120 mun). Ilpu npueme B coueTaHUU € )KUPHOU MUILENH CKOPOCTH BCAChIBAHUS CHIKAETCA: Cmax
CHUXaeTcsi B cpenHeM Ha 29 %, a BpeMs JOCTHMXKEHUS MakKCUMalibHOM KOHIEHTPAaUUU (Tmax)
yBenuuuBaeTcs Ha 60 MHUH, OIHAKO CTEeNEeHb adCOpPOLMU JOCTOBEPHO HE M3MEHseTcs (IUIoMaib
o (hapMaKkOKMHETHUECKON KpuBoi «koHueHTpauus — Bpemsi» (AUC) cumxkaercs Ha 11 %).

Pacnopenenenne

OO0beM pacripeneneHus cuiieHaduia B paBHOBECHOM COCTOSIHUU COCTaBJIsIeT B cpenHeM 105 .
Cs3p cuineHaduiaa MU €ro OCHOBHOTO IUPKYIUpYyRoHiero N-IeMeTHIHHOIO0 MeTaboiuTa ¢
OenkaMM IJIa3Mbl KPOBU COCTaBISIET OKoJO0 96 % M He 3aBUCUT OT OOIed KOHIEHTpaluu
npemapata. Menee 0,0002 % no3sl cunaenaduna (B cpenaem 188 Hr) 0OHApY)EHO B CriepMe Yepes
90 MuH mocIe pueMa npenapara.

BI/IOTDaHCd)ODMaHI/IH

Cungenadun MeTabOIU3MPYyETCsl TNIaBHBIM 00pa3oM B IEYEHHU MO AecTBHEM H30(pepMeHTa
nutoxpoma CYP3A4 (ocHoBHOI nyTh) U n3odepmenta nuroxpoma CYP2C9 (nononHuTenbHbIN
nyTh). OCHOBHOM LMPKYJIHPYIOIIUNA aKTUBHBI METa0OJIUT, 0O0pa3yrouluiicss B pe3ylbTare
N-gemerunupoBanus cuiiaeHaduIa, IoaBepraeTcs nanbHenemy Mmetabonu3my. CeleKTUBHOCTD
neiicTBus 3Toro metabonura B otHomeHun OJ[D comocraBuMa ¢ TakoBOM cuiieHadua, a ero
aKTUBHOCTH B OoTHomeHun DJI35 in vitro cocraBmsier okono 50 % axkTUBHOCTH CUiIeHA]UIIA.
KoHnentpanus Meraboyinrta B mjIa3Me KpPOBU 3JI0POBBIX JTOOPOBOJIBIEB cOoCTaBisieT okoio 40 %
OT KOHIIeHTpauuu cuiaeHaduna. N-IeMeTUIbHBIH MeTa0ONUT TOJBEpraercs AaabHeiIeMy
MeTaboan3My; epuo]i ero noaysbiBeieHus (T1/2) cocTaBiseT 0koo 4 yacos.

DJIMMUHAIIHS

OO6mwmit kiupeHnc cuiaeHaduna cocrapiset 41 n/gac, koneunsii T12 — 3 — 5 waco. [Tocne mpuema
BHYTPh CUiJIeHadUI BBIBOAUTCS B BHJIE METaOOIUTOB, B OCHOBHOM KHUIIIEYHHKOM (0Kos0 80 %
JI03bI) M, B MEHBIIIEH cTeneHu, moykamu (okoso 13 % mo3bn).

IToyeyHast HETOCTATOYHOCTD

[Tpu nerxoit (KK) 50 — 80 mn/mun u ymepennoit (KK 30 — 49 mu/muH) creneHu moueqHon
HEJOCTAaTOYHOCTH (hapMaKOKUHETHKA CHIIJIeHa(HIIa TOCIe OJHOKPATHOTO IpUeMa BHYTPh B J103€
50 mr He mu3mensiercs. [Ipu Tsokenoit crenenu moueuyHoit HepoctatogHocTH (KK < 30 mur/muH)
KIUpEeHC cuiiieHaduia CHUXKAETCSA, YTO TNMPUBOAUT K IPUMEPHO JIBYKPAaTHOMY YBEITUYECHUIO
sHaueHust AUC (100 %) u Cmax (88 %) 1o cpaBHEHHIO C TaKOBBIMH IIOKa3aTeIsIMU TPHU
HOPMaTbHON (YYHKITUH MOYEK Y MAIIIEHTOB TOU K€ BO3PACTHOU IPYTIIIHL.

[IeueHOYHAs HEAOCTATOYHOCTh

VY mamueHnToB ¢ nuppo3om medeHu (craaguu A u B mo knaccubukanuu Yaitna-I1s10) xkaupeHc

cuisieHaduIa CHUXKAETCs, 4To MpUBOIUT K noBbiiieHuto 3HaueHust AUC (84 %) u Ciax (47 %) no
18
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CPaBHEHMIO C TAKOBBIMH TOKA3aTEJIIMU MIPH HO MMLHOM@%ﬁJMﬁ%hJﬁéQ Bt xe

BO3PacTHOH rpynmbl. PapMaKOKMHETHKA CHIIACHA(UIIA Yy TAIIUEHTOB C TSHKEIBIMU HAPYIICHUSIMHU
¢ynkunu neyenu (cragus C nmo kinaccudukannu Yaiina-I1s10) He nzyyanace.

JInIia moKMI0Tro BO3pacTa

VY 310pOBBIX MNOXWIBIX MAaMEHTOB (cTapumie 65 JeT) KIMpEeHC cuiieHapuia CHUXKEH, a
KOHIIEHTpalusi cBOOOAHOrO cuiaeHaduia B ma3me npumepHo Ha 40 % BbIIe, YeM Y MOJIOJBIX
(18 — 45 ner). Bo3pact He oka3bIBaeT KIMHUYECKHU 3HAYMMOI'O BIUSHUS HA 4acTOTY Pa3BUTHS

1moO60YHBIX (D PEKTOB.

6. PAPMAIIEBTUUYECKHE CBOMCTBA
6.1. Ilepeuenb BcioMoOraTe/ibHbIX BelIECTB

Cunnenadwi, 25 Mr, TabJIETKH, IOKPLITHIE ILIEHOYHON 000JI0YKOH,

Cunnenadwir, 50 Mr, TabJIETKH, IOKPHITHIE INIEHOYHON 000JI0YKOH,

Cunnenadui, 100 mr, TableTKU, HOKPHITHIE IJICHOYHOM 000J10YKON

JlakTOo3BI MOHOTHIPAT

[emrono3a Mmukpokpuctamnyeckas (tur 102)

Kpockapmemnnosa HaTpus

['unposno3a (ruApOKCUIPONIIILIEIITION03A)

Kpemuus 1MOKCH KOJITTOWAHBIN

Marnus creapar

Inenoynas obonouxa:

Cyxas cmech JJis IJIEHOYHOT0 MTOKPBITHS, COJIeprKalliasi TOJIMBUHUIIOBBIN CIIUPT, TUTAHA TUOKCU,
Makporodn 3350 (momudTrineHraukons 3350), TanabK, JJaKk aJFlOMUHUEBBI Ha OCHOBE KPAaCHUTEIS

HWHJAUTOKApMUH, KPACUTEJIb KCJIC3a OKCU/ JKEJITHIN.

6.2. HecoBMecTHUMOCTD

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHus1)

3 rona.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHECHUHU

XpaHUTh B 3alIUIIEHHOM OT CBETa MECTE MpHU Temrieparype He Boimie 25 °C.
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6.5. Xapakrep u coaepkaHue NePBUYHON YIIJKOBKH

1, 2, 3, 4, 5, 6, 10 unmu 14 Tabnerok B KOHTYpHOW SYEUKOBOW YIIAaKOBKE W3 IIJICHKU
MNOJMBUHUIXJIOPUIHON U (DOJIBI'H ATFOMHUHUEBOM.

10 TabneTox B 6aHKE U3 MOJMATUIICHA HU3KOTO JaBJICHUS, YKYITOPEHHOM KPBIIIKOW HATATUBaeMOMN
C KOHTPOJIEM IIEPBOT0 BCKPBITUS U3 MOJIUITUICHA BBICOKOTO JaBICHUSI.

1 unu 2 KOHTYpHbIE SUEHKOBBIC YMAaKOBKM 1Mo 1 TabneTke, 1 mim 2 KOHTYypHBIE SYCHKOBBIC
YIIaKOBKH TIO 2 Ta0JIeTKH, 4 KOHTYpHBIEC SYEHKOBBIE YHNAkoBKH 1o 3 Tabnetku, 1, 2, 3 wim 5
KOHTYPHBIX STMEHKOBBIX YITAKOBOK 110 4 TabJMeTKH, 2 WK 4 KOHTYPHBIE TYCHKOBBIE YITAKOBKH T10 5
Ta0JIETOK, 2 KOHTYPHBIC SYEHKOBBIC YIIAaKOBKH 10 6 Ta0ieTOK, 1 MM 2 KOHTYpHbBIC SYEHKOBBIC
yrmakoBku 10 10 Tabnerox, | KoHTypHas s4yeiikoBas ymakoBKa 1o 14 ta0GneTok uiam ogHa OaHKa

BMECTC C JIMCTKOM-BKJIAABIIICM B IMAYKE U3 KApTOHA.

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH MNPH  YHMYTOKEHUH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI'0  Mpemapara WJIM OTX0JA0B, TOJYYEHHBIX TOcJe NPUMEHeHus
JIEKAPCTBEHHOI'0 Mpenapara, v Apyrue MAaHUMYJISIIUN ¢ TIPpenapaToM

Het ocoObix TpeOoBaHUI K YTHIH3AINH.

7. AEPXKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA

Poccns

000 «9JINYC»

Anpec: 199106, r. Cankr-IletepOypr, BacunbeBckuii octpoB, 24 nunus, . 27, auT. A, 4acTb

KOMHATEI 66

7.1 IlpeacraBuTe b Jep:KaTeNs PeriCTPALHOHHOIO Y10CTOBEPECHHUS

[IpereH3un HOTDe6I/ITeJ'IeI71 HalnpasJIATH 110 aApECy.

Poccus

AO «BEPTEKC»

Anpec: 197350, r. Cankt-Ilerepbypr, Jlopora B Kamenky, a. 62, mut. A
Ten.: 8 (800) 2000 305

Anpec anekTpoHHON nouThl: pharmacovigilance@vertex.spb.ru

8. HOMEP PEITUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA
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9. IATA TEPBUYHOW PEMMCTPAIIMU (MOJTBEPHIEHNS PEFUCTPALIAN,

INEPEPETUCTPALIMN)

JlaTa nepBoi perucTpanuu:
10. JATA IEPECMOTPA TEKCTA
OOmass  XapakTepucTuka JIeKapCTBEHHOro mpemapara CuingeHaguin — JOCTynHAa — Ha

uH(pOpMallMOHHOM TmopTaje EBpa3suiickoro SKOHOMHMYECKOTO COr03a B HH(OPMAlMOHHO-

TeJIeKOMMYHUKAIIMOHHOU ceTn «MHTepHeT» https://eec.eaeunion.org/.
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