MMHHUCTEPCTBO 3[JPABOOXPAHEHU S POCCUMCKOM ®EJIEPAITNN

NMHCTPYKIMA
10 MEJUITMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEITAPATA

Benanagaxcun

Perncrpannonnsiii Homep: JII1-006853

Toprosoe HaumeHoBanue: Bennadakcun

MexayHapoaHoe HeMATEeHTOBAHHOe HAaUMeHoBaHue: Bennadakcun
JlekapcTBeHHas ¢opma: TabIeTKU

Cocras

CocraB Ha 1 TabneTky

Tabnemxa 37,5 me:

Heticmsyrowee eewjecmeo: BeHNapakcuHa ruapoxiopun - 42,43 Mr B mepecuere Ha
BeHnagakcut - 37,50 mr.

Bcnomoeamenvhvie  sewjecmea:  NakTO3bl  MOHOTMApAT - 80,42  wr, LEJDITI0JI03a
mukpokpuctaumdeckas (MKL-101) - 36,00 mr, kapOokcumeTrikpaxMan Hatpus Tan A - 12,60 mr,
noBuI0H-K25 - 5,40 mr, maraus creapar - 1,80 Mr, KpeMHUsI TUOKCHU]T KOJUTOUAHBIH - 1,35 Mmr.

Tabremka 75 m2:

Jleticmeyrowee eewjecmeo: BeHnadakcuHa Tuapoxjopun - 84,86 Mr B mepecueTe Ha
BeHnadakcut - 75,00 mr.

Bcnomocamenvuvle  6ewjecmea:  nakTo3pl  MoHoruapar - 160,84  mr,  uemtonosa
mukpokpuctammdeckas (MKL-101) - 72,00 mr, kapOokcuMeTHIKpaxmai HaTpus Tan A - 25,20 mr,

noBuAoH-K25 - 10,80 Mr, maraus creapar - 3,60 Mr, KpeMHUSI TUOKCU] KOJJIOUIHBIN - 2,70 Mr.

Onucanue: Kpyrible MIOCKOLMINHAPHUECKUE TaOJIETKU OEJoro WM MOYTH OEJIoro ILBeTa, C

puckoit u (ackoii.

dapmakoTepaneBTHYECKAsI TPYNTA: AHTHJICTIPECCAHT

Kox ATX: NO6AX16



dapmakoJIornyecKue CBoiicTBa

Dapmakoounamuka

Bennadakcun — aHTHAETIpecCaHT, XMMHUYECKHM HE OTHOCSIIMHCS HU K OIHOMY KJaccy
AQHTHUJICTIPECCAHTOB (TPULIUKINYECKUE, TETPAUUKINYECKHE WIH JIPYTHe), SBISETCS palemMaroM
JIBYX  AaKTHUBHBIX  OSHaHTUOMEpoB. BennapakcuH u  ero  akTUBHBIH  METabOJUT,
O-necmerunBennadakcua (OJlB), sBISAIOTCS MOIIHBIMH HHTHOMTOpaMH OOpaTHOTO 3axBara
ceporonnna u HopanaperanuHa (MO3CH u CUO3CuH) u cnabbimu mHTHOMTOpaMU 0OpPaTHOTO
3axBata Jo(amuHa. MexaHH3M aHTUACTIPECCUBHOTO JEWCTBUSA CBSI3aH CO CIOCOOHOCTBIO
BeHJIa(aKCuHa YCUJIMBAaTh aKTUBHOCTh HEHpPOMEAINaTOpOB MpH Mepeade HEPBHBIX UMITYJILCOB B
neHTpanbHoi HepBHOU cucteme (LIHC). Bernadakcun u O/IB onnHakoBo 3EKTUBHO BIUSIOT
Ha OOpaTHbIM 3axBaT BbIINICHA3BAaHHBIX HEHPOMEIMATOPOB, MPHU ATOM OHU HE O00JIaAaloT
CpPOJCTBOM (M3y4asjoch in Vitro) ¢ XOJMMHEPTUYECKUMH (MYCKapHHOBBIMH), THCTAMHUHOBBIMU
(H1), ampdal-agpeHepruyeckumMu, OMUOMIHBIMA M OCH30/IMAa3CIUHOBBIMH PEIENTOPAMH, HE
NOJABJIAIOT aKTUBHOCTh MOHOaMHuHOKcHa3bl (MAO). 1o nHrnOupoBaHuio 0OpaTHOTO 3axBara
CepOTOHMHA BEHJA(QaKCHH YCTYNAeT CEJCKTUBHBIM HHTMOUTOpaM OOpaTHOTO 3axBarta
ceporonuna (CMO3C).

Dapmakokunemuxa

Bcacvisanue

BcacbiBanue u3 kKelyI04HO-KHUIIEYHOTO TPaKTa IMOYTU IOJIHOE, OKOJIO 92% Ay OJHOKpPATHO
MPUHSTOMN J103bI, KOJJMYECTBEHHO HE 3aBHCHUT OT BPEMEHU MpreMa MUIIIH.

Pacnpeoenenue

O6mas OuonmocrynHoctb — 40-45%, YTO CBA3aHO C WHTEHCUBHBIM IPECUCTEMHBIM
MeTaboau3MoM B neyeHH. Bennagakcun u OJIB cBszpiBatoTcs ¢ Oenkamu IU1a3Mbl KPOBU Ha
27% wn 30%, cOOTBETCTBEHHO; 00a BBIJICTSIOTCS B TPYJHOE MOJIOKO. B rama3zoHe CyTOYHBIX /103
BeHnadakcuna 75-450 mr cam BennadakcuH u OJIB wMeroT JTUMHEWHYIO KUHETHKY. Bpems
JOCTH>KEHUSI MAaKCUMAaJIbHOW KOHIeHTpanuu B tuiazme kpoBH (TCmax) Bennadaxcuna u O/IB —
2-3 yaca, COOTBETCTBEHHO, IIOC]ieé TIpUeéMa TpemapaTa BHYTpb. B cioydae mnpuema
MIPOJIOHTUPOBAHHBIX opM BeHnadakcuHa mokazarenu TCmax 5,5 1 9 4acoB, COOTBETCTBEHHO.
[Tepuon momyBeiBenenus (T1/2) cocraBnser 5 + 2 waca u 11 £+ 2 ygaca, 11 BeHimagakcuHa U
O/IB, cooTBeTcTBeHHO. PaBHOBECHast KOHIIEHTpAIHS B IJ1a3Me KpoBH [yt BeHnadakcuna u O/1B
JOCTUTaeTcs mocie 3-x THeil MHOTOKPAaTHOTO IIpUeMa TEepareBTHUECKUX J103.

Memabonusm

Merabonu3upyercss B OCHOBHOM B TiedeHH ¢ ywyactueM wu3zopepmenta CYP2D6 no

€MHCTBEHHOTO (papMaKoJIOTH4ecKn akTuBHOTO Mmerabonuta (O/IB), a Takke 10 HEAKTUBHOTO



Merabonuta N-aecmeTwnBeHnadakcuHa. BenmadgakcuH SBIseTCs ClIaObIM  HHTHOUTOPOM
uzodpepmenta CYP2D6, ne unrndupyet nzopepmentsl CYP1A2, CYP2C9 u CYP3A4.
Buviseoenue

BBIBOOUTCS NpPEMMYIIECTBEHHO ITOYKaMHU: NpUMEpHO &87% NPUHATOM OJHOKPATHOM O3Bl
BBIBOAUTCS TMO4YKamMu B TeueHue 48 yacoB (5% B HewmsMeHeHHOM Buae, 29% B Buue
HekoHbtorupoBanHoro O/IB, 26% B Buze konbroruposanHoro OJIB, 27% B Buage apyrux
HEaKTUBHBIX METabOIHMTOB), a Yepe3 72 yaca Mmovykamu BeIBOAUTCS 92% npenapara.

Cpennee 3HaueHHe + CTaHJAPTHOE OTKJIOHEHHWE JUIs MJIa3MEHHOrO KIMpeHca BeHiladakcuHa u
O/IB cocrasnser 1,3 £ 0,6 u 0,4 = 0,2 1/49/Kkr, COOTBETCTBEHHO; Kaxkymuiics T1/25+2u 11 +£2
4acoB, COOTBETCTBEHHO; KaXYIUIiCs (B paBHOBECHOM COCTOSIHUM) 00beM pacrpeaeneHus 7,5 +
3,7u 5,7 + 1,8 /KT, COOTBETCTBEHHO.

Ocobvie epynnsi nayuenmos

[Tonm 1 BO3pacT mamueHTa HE OKa3bIBAIOT CYLIECTBEHHOTO BIUSHUS Ha (hapMaKOKHMHETHUYECKHE
nokasarenu Bennadaxkcuna u O/IB.

JUJIsT TOXWIIBIX TMAlMEeHTOB CHEIHATFHON KOPPEKIMU J03bl B 3aBUCHMOCTH OT BO3pacTa He
TpedyeTcs.

VY marueHToB ¢ HM3KOW akTUBHOCTHIO mM3odepmenta CYP2D6 ner HeoOxomumocTu B moadope
WHANBUAYAIBHBIX 703. HecMOTpsi Ha pasHOHANpPaBlIEHHOE W3MEHEHHE KOHIEHTpPALUH, B3ATHIX
M0 OTACNHLHOCTH, a WMEHHO BeHnadakcuHa (moBbimaercs) u OJIB (cHmkaercs), cymma
wioniaed nox hapMakOKMHETHUECKUMU KPUBBIMH 3THX JIBYX aKTHBHBIX BEIECTB (haKTHUUECKU
HE WU3MEHSETCS u3-3a CHIDKCHHS akTuBHOCTH u3odepmernta CYP2D6, cooTBeTCTBEHHO
KOPPEKINH 03Bl HE TpeOyeTCsl.

Y DnanueHToB C IMEYEHOYHOM M II0YEYHOM HEAOCTATOYHOCTBIO OT YMEPEHHOM [0 TsKEIOoi
CTENEeHH TSHKECTH MeTabonu3M BeHsadakcuHa u BeiBeneHue OJIB cHukaercsi, MOBBIIIAETCS
Cmax Bennadakcuaa u OJIB, ymmunsercs T1/2. CHmwkenne oOmiero KiupeHca BeHgadakcruHa
HanOoJiee BBIPaKEHO Yy ManueHToB npu knupence kpearnnuHa (KK) noukamu Hioke 30 mi/muH,
a TakKe y MaIlMeHTOB, Haxosuxcs Ha moyeunoM auanuse (T1/2 yBenmuuBaercs va 180% mns
BeHnadakcuHa U Ha 142% nnsa OB, a KIUpeHC aKTHBHBIX BEIIECTB CHIIKAETCS MPUMEPHO Ha
57%). JIy1st TaKuX MAIMEHTOB, OCOOCHHO HAa reMoAraIn3e, HE00X0 MM WHIUBUAYATBHBIN TI0100D
1103bI BeHIadakCHHA U KOHTPOJIb MMOKa3aTeel KHHETHKHU C YIETOM JJIUTETHHOCTH JICUCHUS ITUM
pernapaToM.

XOoTsl fAaHHbIE NS TAIUEHTOB C IEYEHOYHOW HEJOCTATOYHOCTHIO TSDKEIOW CTEHmeHH IO
knaccupukanun Yaitng-Ilpio orpaHuyeHbl, cleayeT Y4MUTbIBaTh, 4YTO WHIUBUIYyaJIbHbIC

BapHaIuy rokasaresieil papMaKOKMHETUKH, B YAaCTHOCTH KIIMpEHca npemnapara u ero T1/2, Hocst



BECbMa pa3HOOOpa3HBIA  XapakTep, KOTOPBI CiledyeT Yy4YUThIBaThb NpU HAa3HAUYECHUU
BeHJIaaKCHHA TAKUM TTAIIHCHTaM.

VY nanmenToB kinacca A no kiaccudukanun Yaina-IIeto (Jerkue HapymeHus: QyHKIIMU TTEYESHN)
u ¢ kiaaccom B mo knmaccudukanmm Yaina-ITsto (cpenuue napymenus) T1/2 BennadakcuHa u
O/IB ymymaeH npuOIu3UTeIbHO B 2 pa3a 10 CPaBHEHUIO CO 3/TOPOBBIMU TMAIlMEHTAMH, a KIIMPEHC

CHIDKEH 0oJiee ueM HAIlOJIOBUHY.

Iloka3anusi K NpUMEHEHUI0

Henpeccus (mpoduiiakTUKa U JICUCHUE).

IIporuBonokasanus

— TIOBBIIIEHHAs] YYBCTBUTEIBHOCTh K BEHJIA(aKCHHY WMIM K JIOOOMY M3 BCIIOMOTaTEIbHBIX
BEIIECTB, BXOAIIUX B COCTAB Mpenapara;

— OJHOBpPEMEHHOE NpuMeHeHue ¢ uHruomropamu MAO (cM. pasznmen «BzammoneiicTBue c
JIPYTMMHU JIEKaPCTBEHHBIMU TperiapaTamm);

— TSDKeJIble HapymeHus! QYHKIMU MMEYeHU W/WIH MOYeK (CKOPOCTh KIIyOOUKOBOWM (HIIBTpAIIUH
(CK®) menee 10 mur/mun/1,73 M IIOIAM TOBEPXHOCTH TEA);

— Bo3pacT 10 18 ner;

— TpUMEHeHHe npu OepeMEeHHOCTH M B TEPHOJ TPYIHOTO BCKApMIUBAHUS (CM. pasnen

«I[Ipumenenue npu 6EpEeMEHHOCTH U B IIEPUO]] TPYJHOTO BCKAPMIIUBAHUSY).

C 0CTOPO:KHOCTBIO: TIPUMEHSATH IOCJIE HEIAaBHO IMEPEHECEHHOro HMH(papKTa MHOKapaa, MpH
HECTaOMIBHON CTEHOKapJUH, apTepHaIbHON TMIEPTEH3UH, apUTMHUH (0COOEHHO TaXWKapIuH),
CYZOPO’KHOM CHH/IPOME B aHaAMHE3€, TOBBIIICHUH BHYTPUTIIA3HOTO JaBJICHUS, 3aKPBITOYTOJIbHOM
rJIayKOMe, MaHHMAKaJIbHBIX COCTOSHHUSX B aHaMHE3€, NpPU CYMIUAAIBHBIX TEHJCHIUSX,
NPEPACONOKEHHOCTH K KPOBOTEUECHHUSM CO CTOPOHBI KOXHBIX ITOKPOBOB M CIM3UCTBIX
000JI0YeK, TPU HCXOJHO CHIDKEHHOM Macce Tena, TMIIOHATPHEMUH, OOE3BOKMBAHUH, IIPH
OJTHOBPEMEHHOM NPHUMEHEHMH C JUYPETUKaMH MM C JIEKAPCTBEHHBIMH CpEICTBaMH,

MPUMEHSIEMBIMU JIJIS1 JICUSHHS OKUPEHUs (CM. Takxke paszen «Ocolble yKazaHUs).

IIpumeHeHne npu 6epeMEHHOCTH M B IEPHO/I IPYAHOI0 BCKAPMJINBAHUS

bepemennocmu

He cnenyer naznavars npenapat Bennagakcun GepeMEeHHBIM U JKEHIIMHAM B MEPHOJ IPYAHOTO
BCKapMJIMBaHHs, TaK Kak O€30MacHOCTh NpPHMEHEHHUs BeHIaakCMHa HE YCTaHOBJEHAa B

JOCTaTOYHOM CTENEHH, BBUAY OTCYTCTBUS aJCKBATHO IIPOBEACHHBIX KOHTPOJIUPYEMBIX
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KJIMHUYECKUX HCCIIEeIOBaHUI Ha JOCTaTOYHO OOJBIION BHIOOpPKE TAaKMX MalUEHTOK. ITO
KacaeTcs Kak 3/I0pOBbs, KaK MaTepH, Tak U, B OOJIbIIEH CTETIeHHU, TUI0Aa/peOCHKA.

JKeHIMHBI JETOPOTHOTO BO3pACTa JOHKHBI OBITH MIPEIYIPEKACHBI 00 TOM 10 Hadaia Tepanum,
clenyeT HeMeIJeHHO OOpaTUThCs K Bpauy B cliydae MOATBEpKACHUS (pakTa OepeMEHHOCTH WU
IUTAaHUPOBaHUS OEPEMEHHOCTH B IIEPUO]I Tepanuu npenaparoM Bennadakcun.

Ha mpakTuke BcTpedaroTCsi Cliydad Ha3HaueHUs BeHIadaKkCHHA BO BpeMsi OCpPEMEHHOCTH H
HE3aJ0JIT0 JI0 POJOB, KOTJa B KOHKPETHOH CHTyallMd OXXUJaemasl TIoib3a Ui MaTepu
MPEBbIIIAET MOTEHUUATbHBIA PUCK AN IIoAa. B ATHX cilydasgx y HOBOPOXKIEHHBIX YacTO
HAOMIOIATNCh OCJIOXKHEHUS, KOTOpble TpeOOBalM: YBEIUYEHHE CPOKOB TOCHUTAINU3AINH,
MOJJICPXKAHUS JBIXaHHUSI W KOPMJICHHS depe3 30HA. J[aHHBIE OCIIO)KHEHUS MOTYT Pa3BUBATHCS
Cpa3y Moclie POJOB M XapaKTepHBI TAaKKe B clydyae MpueMa APYTUX aHTHACTPECCAHTOB U3
rpynmel MO3CH wunmu CUO3C (He conepkamux BeHnadakcuHa). B momoOHBIX cirydasx
co00IaIoch O CHEAYIOMUX KIMHUYECKUX CHMIITOMaxX Y HOBOPOXACHHBIX: PacCTPOMCTBO
(GYHKIIMM BHEUIHETO [bIXaHUS, I[MAHO3, alHO0d, CYAOPOTH, HECTaOWIBHOCTh TEMIIEPATYpHI,
TPYAHOCTH KOPMJICHUS, PBOTA, TUIOTIUKEMHUS, MBIIICYHbI TUNEPTOHYC M THUIOTOHYC,
runeppedeKkcusi, TPEMOp, ApPOKaHUE, Ppa3IPaKUTEIbHOCTh, BSUIOCTh, IOCTOSIHHBIN ILIaY,
COHNMBOCTH MU OeccoHHuna. I[lomoOHbIE HapylmieHUS MOTYT CBUJETEIHCTBOBAaTh O
CepOTOHMHEpPruuyeckux s¢dexrax BeHnadakcuHa. Eciu BeHnadakcuH NPUMEHSJICS BO BpeMs
OepeMEHHOCTH, U JICYCHUE MaTepu OBUIO 3aBEPIICHO HE3aJ0JT0 J0 POJOB, Y HOBOPOKICHHOTO
MOKET BO3HHMKATh CHHIPOM «OTMEHBI». Y TakOro HOBOPOXKIEHHOTO CJIEAyeT HCKIIOYUTh
HaJIMYUEe CEPOTOHMHOBOTO CHUHApPOMA WM 3J0KAYECTBEHHOTO HEHPOJIENTUYECKOTO0 CHHAPOMA.
ONUAEeMHOJIOTUYECKUE JTaHHbIE CBUIETENBLCTBYIOT O TOM, uTto npumeHeHne CHUO3C Bo Bpems
OepeMeHHOCTH, OCOOEHHO Ha TMO3JHUX CpPOKaX OEPEeMEHHOCTH, MOXKET YBEIUYUTh PHUCK
NEPCUCTUPYIOLIEH JIETOYHOU TMIEPTEH3UN Y HOBOPOKICHHBIX.

Ilepuoo epyoroeo eckapmauars

Bennagakcu u ero aktuBHbIM MeTaboauT O/IB BBIECTSIOTCS B TPYIHOE MOJIOKO

[Ipn HeoOXxoauMmoOcTH TMpPUMEHEHHs Tpernapara BennadakcwH B MepHoOJ JaKTallMH, TPYIHOE

BCKapMJIMBaHHE HEOOXOIUMO MPEKPATHUTD.

Cnoco6 npuMeHeHus U 103bI

BnyTps.

[Ipenapar Bennadakcun npuHUMAOT BO BpeMs €7bl, JKEJIaTeIbHO B OJHO U TOXKE BpeMsl, HE
pa3KeBbIBasi M 3alUBasi )KUJIKOCTBIO.

PexoMeHnnyeMass HauanbHas 1032 COCTABIISIET 75 MT B JiBa mpueMa exenHeBHO (1o 1 Tabmerke

37,5 mr 2 pa3a B JICHb).



B 3aBucumocTu OT mepeHOCHMOCTH U A(PPEKTUBHOCTH, /1032 MOXKET OBITh TOCTEIICHHO
yBenuueHa 70 150 mr B cytku. [Ipu HE0OXOaMMOCTH 103y YBEJIMYMBAIOT 10 225 MI B CYTKH.
YBenuyeHue 70361 Ha 75 MT' B CYTKH MOTYT OBITh CAETaHbI C HHTEPBAJIOM B 2 Hezenu u Oosee, B
clly4ae KJIMHHUYECKOH He0OXOIMMOCTH, B CBSI3H C TSKECTbIO CUMITOMOB BO3MOXHO YBEIMYEHUE
J03bI B 00JIee KOPOTKHUE CPOKH, HO HE MeHee 4 jqHel. bosiee BhicOKHEe 703bI (10 MaKCUMaIbHOM
CcyToyHOH 1036l B 375 mr B 2-3 mpuema) TpeOyIOT CTAllMOHAPHOTO HAOJIIOJCHHS IMAIleHTOB.
[Tocne noctmxeHus HEOOXOAMMOTO TEPaNeBTUYECKOTO 3(PQeKkTa CyTouHas 71032 MOXKET ObITh
MOCTENEHHO CHUKEHA 10 MUHUMaJIbHO 3()()EKTUBHOTO YPOBHSI.

Iloooeporcusarowas mepanus u npoguiakmuxa peyuougos: MOAACPKUBAIOIIEE JTEUEHUE MOXKET
npoaoipkatbes o0 6 mecaueB u Oonee. IlpumenstoTcss MuHUManbHBIE 3(G(GEKTUBHBIC J103BI,
IPUMEHSIBIINECS IIPU JICYEHUHU AETIPECCUBHOIO dIU30/a.

Hapywenus ¢ynkyuu nouex: mnpum nerkoi mouedHor HemocrtatrodHoctn (CKD OGomnee
30 mu/Mun/1,73 M?) KOPPEKLHSI pexXIMa T03UPOBAHNUS HE TPEOYETCsL.

Ipu ymepenHoii moueunoii mepocratognoctn (CK® 10-30 mu/mun/1,73 M%) 103y criemyer
cHU3UTH Ha 25-50%. B cBs3M ¢ y[UIMHEHUEM IepHuoja MOJIyBbIBEICHHs BEHJIa(paKCHMHA U €ro
akTuBHOro merabonuta (O/IB), Takum manueHTam cienyeT MPUHUMATh BCIO 103y OJUH pa3 B
cytku. He pexomenayetrcss mpuMeHSATh mpenapar BenmagakcuH npu THKETOW MOYECYHOU
nenocrarounoctn (CK® menee 10 mu/mun/1,73 M%), IIOCKOJIBKY JTOCTOBEPHBIE JaHHBIE O TAKON
Tepanuu OTCYTCTBYIOT. IIpu remonmmanuse cyTouHas no3a JOJDKHA ObITh CHIKeHa Ha 50%,
NpPUHUMATH IipenapaT Bennadakcun cienyert nocie ceaHca reMoIuanusa.

Hapywenue ¢ynxyuu nevenu: TIpU JIETKOM CTENEHH MEYEHOYHOW HEIOCTATOYHOCTH
(mporpombuHOBOe Bpems (I1B) menee 14 cek) Koppekuus pekuMa JO3HPOBAHHS HE TPeOyeTcs.
[Ipn ymepeHnHo#l crenenu neueHouHoil HegocratouHocTd (I1IB ot 14 no 18 cek) cyrounas posa
noikHa ObITh cHkeHa Ha 50% wunm Oonee. He pexkomeHayercs NpUMEHSTh Hpenapar
Bennagakcun npu TspKeIoN MeYeHOYHOW HeJOCTaTOYHOCTH, MTOCKOJIBKY JOCTOBEPHBIE TaHHBIE O
TaKOM Tepanuu OTCYTCTBYIOT.

Toowcunvie nayuenmsi: TOXWAIONW BO3pACT MALMEHTa MPU OTCYTCTBUU KAaKUX-JIMOO OCTPBHIX U
XPOHUUYECKUX 3a00JIeBaHM HE TpeOyeT M3MEHEHHWE I03bl, OJHAKO (KaK W TMPH Ha3HAYCHHH
JIPYTUX JIEKapCTBEHHBIX MPENapaToB) MPH JICYCHUH MOKUIIBIX MAIllMeHTOB TpeOyeTcs coOMoaaTh
OCTOPOXKHOCTH. [10KUIIBIM TalMEeHTaM cielyeT IPUMEHSATh HauMEHbINYI0 3()(PEeKTUBHYIO 103Y.
[Ipy mnoBBIIEHUM 03B TAIMEHT JODKEH HAXOMUTHhCS IOJA TIIATEIbHBIM MEIUIUHCKUM
HaOJIFOJEHUEM.

Ommena npenapama

[Ipekpamenue npuema mnpenapata BenmadakcuH clieayeT NpPOBOAMTH IOCTENIEHHO, YTOOBI

CBECTH K MMHUMYMY PHCK, CBSI3aHHBI C OTMEHOM mpemnapara. [Ipu kypce Tepanuu B TeueHue



6 Heneb U OoJiee IeproI MOCTETICHHOW OTMEHBI Ipernapara J0JKeH ObITh He MeHee 2 Heenb U
3aBUCHT OT JI03bI, JUIUTEIHHOCTU TEPANTUU U UHIUBUAYATHHBIX OCOOCHHOCTEH MaIMEeHTA.
IToGouHoe neiicTBUE

[ToGouHbIE HEUCTBUS CHCTEMAaTU3UPOBAHBI OTHOCHTEIBPHO KaXJIOW W3 CHCTEM OpPraHOB B
3aBUCUMOCTH OT YacCTOThl BCTPEYAEMOCTH C HCIOJb30BaHUEM Kiaccudukanuu BcemupHoi
OpTaHM3aIH 3IpaBOOXpaHeHUs: ouexsb uacmo (>1/10), wacmo (>1/100), reyacmo (>1/1000,
<1/100), peoko (>1/10000, <1/1000), ouens peoxo (<1/10000, BkIIOYas €TUHUYHBIC CITy4YaH),
yacmoma Heussecmua (HEOCTATOYHO TAHHBIX JIJIS1 OIICHKH YaCTOTHI PA3BUTHS).

Hapywienus co cmopoHvl HEpPEHOU CcUCMEMBbl: O4YeHb Yacmo — TOJIOBHas OOJb;, uacmo —
TOJIOBOKPYKEHHUE, MAPECTEe3Msl, CTYIOP, MOBBIIICHUE MBIIIEYHOTO TOHYCA, TPEMOpP, OECCOHHUIIA,
MOBBIIIICHHAs] BO30YAMMOCTh, CIYTaHHOCTh CO3HAHUS;, Heyacmo — MHOKIOHYC, HapyIICHHE
KOOPJWHAIIMKM JIBIDKCHH W PaBHOBECUS, pedKo — aKaTU3UWs, DMIICNITHYCCKUE TPUITAJIKH,
MaHUAKaIbHBIE PEAKIMH, YACMOoma Heu3eecmHa — 3JI0KaYeCTBEHHBIH HEHPOJENTHUCCKUNA
cuaapoM (3HC), cepOTOHMHOBBI CHHIPOM, SKCTpAanMpaMHUIHBIE pEeakUuud (B TOM YHCIE
JUCTOHUS Y TUCKUHE3HS ), IO3THSS TUCKUHE3HS.

Hapywienus co cmoponbsl ncuxuku: uacmo - HEOOBIYHBbIC CHOBHUICHUS, CHIDKCHHE JTHUOHIO,
JIETIEPCOHANIN3AITUS;, Heuacmo - amaTws, aXuTaIus, TAUTIOIUHAINN, peoKo - TICHXOMOTOPHOE
BO30YXKICHHE; YaCMOma Heu38ecmua - CyuIuIaabHbIe MBICTTU U TIOBEJICHHE, arpeccusi, Ope.
Hapywenusa co cmoponbl nunuiegapumenbHoll CUCHeMbl: 04eHb 4acmo — TOIIHOTA, CYyXOCTh BO
PTy; Yacmo — CHIKEHHE amnmneTuTa (aHOPEKCHsl), 3armop, pBOTa; Heuacmo — OpyKCHU3M, auapes,
HapyIIeHne BKYCOBBIX OIYIICHHH; uacmoma Heuzeecmua — MaHKPEaTuT.

Hapywenus co cmopoHsl neueHu u xHcea4esvleo0Auiux nymeii: pe0ko — TENaTHT; 4acmoma
Heu3éecmHa - U3MEHEHUE JTa00paTOPHBIX MPOO IMEYCHH.

Hapywienus co cmopoHbl OblXAmMeNAbHOU CUCHEMbl, OP2AHO8 ZPYOHOU KIemKU U
cpeoocmenus: yacmo — 3eB0oTa, OPOHXHT, OJIBIIIKA; PpeOKO0 — UHTEPCTULIHATIbHBIE 3a00JIeBaHUS
JIETKUX U 203MHO(MUIIHHASI THEBMOHUSL.

Hapywenusa co cmoponsl cKeiemHuo-mbliiedHol U COeOUHUMETbHOU MKAHU: YaACOmMA HeU38ECHA —
pabroMuon3.

Hapywenua co cmoponsl cepoua: neuacmo — TaxuKapaus, peoko — 00Nb B TPYAH; uwacmoma
Heuzgecmna - yuinHeHue wuHTepBana QT, QUOPWMIIALUSA KEITYIOUYKOB, >KEIYIJOYKOBas
TaxuKapaus (BKIOYas IByHAPABICHHYIO TaXUKaPAHUIO).

Hapywienus co cmopoHwvl coOCyo0o8: uacmo — BBIPAXCHHOE TOBBIIICHUE apTEPUATBLHOTO
JABJICHUS, TUMEPEMHsI KOXKHBIX TOKPOBOB; Heuacmo — TOCTypajbHas TUIIOTCH3HS, 0OMOPOK;

yacmoma HeuszeecmHa — BBIPAXKCHHOC CHUKCHUC apTCPUAJIBHOT'O AABJICHUAA.



Hapywenusn co cmopoHsl Kposu u J1umpamuyeckoii cucmempl: Heyacmo —KpOBOU3IUASHUS B
KOXKY (3KXHMO3bI); Yacmoma Heusgecmua — KPOBOU3NUSHUS B CTU3UCTHIC 000TI0YKH, YUTHHEHNE
BPEMEHH KPOBOTEYCHHUS, TPOMOOIMTONCHHS, MATOJIOTHYECKUE W3MEHEHUS KpOBU (BKIIIOUas
arpaHyJIOIMTO3, AIIACTUYECKasl aHEMUs, HEUTPOTICHUS U TTAHITUTOTICHHS ).

Hapywenus co cmoponst 00mena seuwiecme u NUMAHUA: 4ACMO — TIOBBIIICHUE KOHIICHTPAIUN
XOJIECTepUHA, CHIKEHHE MACChl TElla; Heuacmo — YBEIMYEHHE MAcChl TelNa; OueHb pPeoKo —
YBEJIMUEHUE COACPKAHUS MPOJIAKTUHA; Yacmoma Heu38ecmua — TUTIOHATPUEMHUSL.

Hapywenus co cmopoHbl IHOOKPUHHOU CUCHEMbl: YACMOMA Heu38ecmHa - CUHIPOM
HEaJIeKBaTHOW CEKPEIU aHTHUANYPETHYECKOTO TOPMOHA.

Hapywenus co cmopoHbl nO4YeK U MOUEBbIGOOAWUX Nymell: 4acmo —ITU3ypUdecKue
paccTpoiicTBa (B OCHOBHOM — 3aTPYAHECHUS B HAYAJIE MOYCHUCITYCKAHUS ), TIOJUIAKUYPHUSL;, HeUaCmo
— 3a/IepPKKa MOYH; peOKO — HeJIEpKAaHUE MOYH.

Hapywienus co cmopoHbl no0108bIX OP2AH08 U MOJIOYHOU JHcene3vbl: 4acmo - HapylIeHUe
sKymAnuu/oprazmMa (y MYKUWH), SPEKTHIbHAs IUCHYHKIUS (MMIIOTCHIIHSI), AHOPTa3MUs,
HApYIICHUS MEHCTPYAllWii, CBS3aHHBIE C YBEIUYCHHBIM KPOBOTCUCHHEM WM YBEIUYCHHBIM
HEPETYISIPHBIM KPOBOTEYCHUEM (MEHOPpArHsi, METPOPPArHsl); Heuacmo - HapylieHus: oprazma (y
JKEHIITUH).

Hapywenus co cmopoHsl opzana 3peHuUsA: yacmo — HapylIeHHEe aKKOMOJAIWH, MHJpHa3,
HApYIICHUE 3PEHUS; YaCcmoma Heussecmua — 3aKphITOYrolibHAs TTIayKOMa.

Hapywenus co cmoponsl opzana ciyxa u 1a0UpuUHmMHbIE HAPDYWIEHUA: Heuacmo - TIyM WA
3BOH B yIIIaX.

Obwue paccmpoiicmea u HApyuwieHUs 8 mMecme 86€0CHUA: Yacmo — CabOCTh, MOBBIIICHHAS
YTOMIIIEMOCTH, 03HOO.

Hapywienus co cmopoHbl KOMCHbIX HOKPO606 U NOOKOMCHbIX MKAHEH: OYeHb UYacmo —
MIOBBIIIEHHOE TIOTOOT/ICIICHUE; Heuacmo — alloNelns, aHTHOHEBPOTHYECKUI OTeK (0Tek KBuHKe),
peakuuu (poToceHcHOMIM3au, OBICTPONPOXOAAIIAsS KOXKHAS CBINb, YACMOMA HeU38eCmHA —
MHOTOOpMHAsI JIpUTEMA, TOKCHUYECKUU HIUACPMAIBbHBIN HEKpoiau3, cuHapoMm CTHBEHCa-
JI>)KOHCOHA, KOXKHBIN 3y/I, KpalMBHUIIA, aHAPHIIAKTHIECKUE PEAKITHH.

[lpu mpekpanieHny MPUMEHEHUs Tpernapara, pe3Kod OTMEHE WJIM NPU CHUKEHUHU JI03bI MOTYT
HAOOIaTBCS CUMITOMBI, KOTOpPBIE OTHOCATCS K TaK Ha3bIBAEMOMY CHHIPOMY «OTMEHBI»:
MOBBIIIICHHAS] YTOMIIIEMOCTh, ACTEHHUsS, TOJOBHas O0Jib, TOJOBOKPYKEHHE, HApYIICHUS CHA
(COHTMBOCTB WJIM OSCCOHHMIIA, 3aTPYAHCHHUE 3aChITAHMS, TTOSBICHUE HEOOBIYHBIX CHOBHJICHHM ),
THIIOMaHHUS, TPEBOTa, aKUTAIHs (TIOBBIIICHHAST HEPBHASI BO30YAMMOCTD U Pa3ApakUTEIbHOCTS),
CIyTaHHOCTh CO3HAHWsI, MapecTe3uss (CIOHTAHHO BO3HUKAWOIIEE HEMPHUITHOE OIIYIICHUE

OHCMCHH:, NTOKAJIbIBAHUS, KIKCHUSA, ITOJI3aAHUA MYpPAIlICK U T.H.), IIOBBIICHHOC ITOTOOTACIICHUC,



CYXOCTb BO PTY, CHUIKEHHE alleTuTa, TOUIHOTA, pBOTA, Auapesi (OONBIINHCTBO X 3TUX peakuuit

BBIPa)KEHBI HE3HAUUTENILHO U HEe TPEOYIOT OTMEHBI Ipernapara).

Ilepeno3upoBka

Cumnmombi: HapylIeHHE CO3HaHUS (OT COHJIMBOCTH JO KOMBI), @XHUTallMsl, BO3MOXHa pPBOTA,
ouapes; TpeMop, CHWXKeHue wuiu (ci1aboe) TMOBBIMICHUE AapTEPHANBLHOTO  JIaBICHMUS,
TOJIOBOKPY)KEHUE, MHUJpPHA3, CYJOPOKHBIE COCTOSHHUS, CHHYCOBas WM JKEIyJOYKOBas
Taxukapaus uiu opanukapaus; naMmenenns Ha OKI (ynnunenue natepsana QT, O6510kama HOXEK
nydka ['uca, pacmmpenne komruiekca QRS).

[TocTMapKeTHHTOBBIN OMBIT MPUMEHEHHUS BeHJaaKCHHA YKa3bIBae€T, YTO HauWOoJliee YacTo
nepeno3upoBka BeHIadakCHHA MPOMCXOAUIIA MPU OAHOBPEMEHHOM NpHUEME allKOTOJS W/ C
JIPYTMMU TICUXOTPOMHBIMU MpernapaTamu. MIMeroTcss HeoJHOKpaTHbIE COOOIIEHUS O JIETabHBIX
UCXOJax.

OnyOnuKoBaHHBIE JIUTEPATypHbIE HWCTOYHUKH TI0O PETPOCHEKTUBHBIM  HCCIEIOBAHUSM
nepeo3upPOBKHU BeHIadakCHHa COOOIIAIOT, YTO TAKOW MOBBIIICHHBIA PUCK (haTaIBHBIX UCXOJ0B
MOKET OBITh MPHUCYI] HWMEHHO BeHJadaKCHHy IpH CpPaBHEHHH €ro C MMEIOIIUMHUCA B
MEIUIIMHCKOM oOopoTe antuaenpeccantamu rpymnmnbsl CHMO3C, ogHako 3TOT PUCK HIKE, YeM
PHUCK, TPUCYIIUN TPULUKIAYECKUM aHTHIENpeccaHTaM. Pe3ympTaThl AMHAEMUOIOTHYECKUX
WCCJICIOBAaHUI TMOKAa3alld, YTO TE IMAlMEHTHI, KOTOPBIC MOTY4YalOT TEPANUi0 BEHIA(PaKCHHOM,
UMEIOT OOJIBIIYI0 OTATOLIEHHOCTh B OTHOIIEHUH PHCKA COBEPILEHHUS CYWIIHJA M0 CPABHEHUIO C
TeMH mMareHTaMu, Kotopele nomydator tepanuio CHUO3C (oTnmuHBIMEH OT BeHJadakcuHA).
OpnHako 10 CHUX MOP OCTaeTCs HESICHO, /IO KaKOW CTETEHU TaKhe BHICOKHE MPOICHTHI JIETATLHBIX
UCXOJ0B (WM3-3a MEpeNo3UpPOBKU BeHIadaKCHHA) OOYCIOBIEHBI TOKCHUYECKHMHU CBOWCTBAMU
caMoro npemnapara Uil 0coObIMU XapaKTePUCTUKAMU TOM TPYIIIbI MAllMEHTOB, KOTOPBIE JIedaTcs
BeHnadgakcuHoM. CoriacHO KIIMHUYECKOTO OIbITa, PEKOMEHIyeTCs B peleNnTax Ha BeHaadakCuH
BBHIMICHIBAT MUHUMAJIBHO BO3MOXKHOE KOJMYECTBO TMpernapara, JAOCTATOYHOrO JHIIb IO
CJIETYIOIIETO BH3UTA IMAIMEHTA, C LEJIbI0 CHIKCHUS PUCKAa HAMEPEHHOW IMepeIo3UPOBKHU (CM.
Takke pasznen «Ocolble yKa3zaHUs»).

Jleuenue: TPOBOAUTCS CUMITOMAaTHYecKas W mojajepkuBaromas Ttepanus. Crenudpuyeckue
AHTHUJIOTHl HEU3BECTHBI. PeKOMEHyeTCsl HePEPhIBHBIM KOHTPOJb KU3HEHHO BAXKHBIX (DYHKITUH
(mpIxaHusi, KpoBooOpamieHUss ¥ pUTMa cepana). [lpu  mepemno3upoBKe PEKOMEHAYETCS
HEMEIJIEHHOE TMPOMBIBAaHUE JKENyJIKa, IMpPHEM AaKTUBUPOBAHHOTO YIJIA JUIsl CHMKEHUS
BcachlBaHMs mpemnapaTta. He pekoMeHayeTcs BbI3BIBATH PBOTY MPU PUCKE aCTIUPAIlMU PBOTHBIX

macc. DopcupoBaHHBIN TUype3, FTeMOANAIN3, TepeTuBaHue KPOBU HEI()(HEKTUBHBL



B3aumopeiicTBHe ¢ APYTMMH JIEKAPCTBEHHBIMH CPEACTBAMH

Bennadakcun He 001agaeT MOBBIIICHHON CBS3bIO ¢ OENKaMU IUIa3Mbl KPOBU, MPAKTUYECKH HE
MOBBIINIACT KOHIIEHTPALMIO OJHOBPEMEHHO MPUMEHSIEMBIX JIEKaPCTBEHHBIX CpEACTB, IS
KOTOPBIX XapaKTepHa BBICOKAas CBA3b € OelKkamMM Iula3Mbl KpoBH. KiMHMYeCKHM 3HA4YMMOro
B3aUMOJICHCTBHS C TMIIOTEH3UBHBIMHU (MHOTHX (apMaKoJOTHYECKUX IPYMI, B TOM 4ucie Oera-
a/IpeHo0I0KaTOpaMu, HHIMOUTOpaMH aHTHMOTEH3MHITPEBPAIAIONIETo (pepMeHTa U AMYPETHKAMH )
U TUIOTIMKEeMUYECKMMHU CPEACTBaMHU He BbIsABIEHO. CiefyeT coOmofaTh OCTOPOKHOCTh HpHU
OJTHOBPEMEHHOM INPUMEHEHUU C APYTUMH JIEKAPCTBEHHBIMHU IIpenaparaMH, BIUSAIOUIMMHU Ha
LEHTPAJIbHYI0O HEPBHYIO CHUCTEMY, IIOCKOJbKY KOMOMHAIMM BeHIadakcHMHAa C TaKUMH
npenapaTamMy He U3y4YeHBI.

HUneubumopvr MAO

[IpoTrBOMOKAa3aHO OJHOBPEMEHHOE NpUMEHeHHe BeHiadakcuHa ¢ wuHruomtopamu MAO, a
TaKkXke B TeueHue 14 nHel mocie X OTMEHbI (BEpPOSTEH PUCK Pa3BUTHS TSKEIBIX MOOOUYHBIX
3¢ PEeKTOB BIJIOTH A0 JIETAIBbHOrO Mcxonaa). Tepanuto uaruouropamu MAO MOXHO TPOBOJUTH
HE MEHee 4eM uepe3 7 AHEW mocie OTMeHbl npenapata Benmadakcun. Ilpumem mpemapara
Bennadakcun nomkeH ObITH TIpEKpalieH, Mo KpaiHed Mepe, 3a 7 JHEH 10 Havajla MPUMEHEHUS
00paTUMBIX CENEeKTUBHBIX HHTHOUTOpoB MAQO (Mokmobemum). Cmabo oOpaTUMBIE U
HeceNneKTHUBHBIN HHruouTop MAO nuHe3onua (IpOTHBOMHKPOOHOE CPECTBO) U METHIICHOBBIH
CHUHMI (BHYTPHBEHHAs JICKApPCTBEHHAsA (OpMa) TakkKe He PEeKOMEHIYIOTCS I OJHOBPEMEHHOTO
IPUMEHEHHUS C BEHJIa(aKCUHOM.

Cepomonunepeuueckue cpedcmea

Crnenyer ¢ OCTOPOXXKHOCTBIO OTHOCHUTBHCSI K OJHOBPEMEHHOMY NPUMEHEHHUIO JIEKapCTBEHHBIX
CPEACTB, KOTOpPHIE BIMAIOT Ha CEPOTOHHMHOBYIO CHUCTEMY MEAMATOPOB, TAKUX KaK TPUITAHBI
(cymarpumnTaH, 30JMUTPUNTAH M JAPYTHUE), CEICKTUBHBIE WHTHOUTOPHI OOpaTHOrO 3axBaTa
ceporonnHa (CMO3C) u UO3CH (oTMeuanuch MpoI0KATENIbHBIC CYI0POTH ), TPUIIMKINICCKHE
AQHTUJCTIPECCAHTHI, JUTUH, CHOyTpaMMH MM (EHTaHWI (M €ro aHaJlord JeKCTpoMeTopda,
TpaMaJol U Jpyrue), a Takke U30BITKA HMCTOYHUKOB TpUNTO(GAHA BBHUIY YCHUJICHHS
HNOTEHIMATIBHOIO PUCKA BO3HUKHOBEHUS CEPOTOHMHOBOT'O CHHPOMA.

Omanon

Bo Bpemsi jneueHus BeHJIA(paKCMHOM CIIEAYET IOJHOCTBIO HCKIIOYHUTH ATAHON (AJIKOTOIIb).
OTaHON YCHJIMBACT HAPYIICHUS ICUXOMOTOPHBIX (DYHKIMI, KOTOpPBIE MOXET BbBI3bIBATH
BeHJIa(haKCHH.

Jlumuu

[Ipemaparel JUTHUS HE OKa3bIBAIOT 3HAYMUTENFHOTO BIMAHUS Ha  (PapMAKOKMHETHKY

BeHJ1a(aKCHHA.
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JHuazenam

He BolIsiBieHO BiIMsSHHS JAMa3enamMa, MPUHUMAEMOTO BHYTPb, Ha (aPMAKOKUHETHKY
Bennagakcuna u OB 1, Ha060poT, BeHIapakCHH HE U3MEHSI (PapMaKOKMHETHKY JHa3ernaMa u
ero merabonurta gecMmeruiauazenama. Kpome toro, mpuMmeHeHne oOOMX ATHX MpenapaToB He
YXYALIAeT ICUXOMOTOPHBIX U IICUXOMETPUUECKHUX 3(P(PEKTOB, BBI3BIBAEMBIX JHA3ETTAMOM.
Lumemuoun

OnHOBpeMEHHOE TPUMEHEHHE IMMETUIMHA U BeHJadaKCHHA TMPOSBISUIOCH B 3a/IEpPiKKe
MeTabonu3mMa TpU «IEPBUYHOM TMPOXOXKACHUW» BeHJadakcHHa uepe3 medeHb. KiupeHc
BeHJaakcuHa TMpU IpueMe BHYTph cHmwkaica Ha 43%, a AUC (mmowmaap mon
(hapMaKOKMHETHYECKON KpPUBOW «KOHIICHTPAIUSA-BPEMS») W MaKCUMabHAs KOHICHTPAIUS
(Cmax) B mia3mMe KpOBH JaHHOTO Ipemnapara yBeiaumuuBanack Ha 60%. OmHako, mogoOHOe
Bo3zelicTBue He TposiBisuiock B oTHomeHun OJIB. Ilockombky o00mias axTHBHOCTH
BeHnadakcuna u OJIB, Kak OXXHJAETCs, TIOBBICUTCA TMPU ITOM JIUIIh B MaJIOW CTENEHHU, TO
KOPPEKIMH 035l JJIs1 OOJIBIIMHCTBA OOBIYHBIX MALIMEHTOB HE MOTpedyerca. OqHaKo manueHTam
¢ uMeronIelcs (BbISIBJICHHON) apTepUaIbHOM TMIIEPTEH3UEN, TOKUIIBIM TALUEHTAM U TEM, Y KOO
UMEIOTCS HapylleHus QyHKINY EYeHU WM MT0YEK, BO3MOKHA KOPPEKIHS 103bl BeHadaKkCcHHa.
T'anonepuoon

B uccnenoBanum, rue BeHgapakCHH NMPUMEHSUICS B CTaJUU PAaBHOBECHOW KOHIIEHTPAILUH IPH
no3e 150 mMr B CyTKH, HaONIOANIOCh CHHKEHHE OOIIEro KJIMpEHCa rajonepuaoia MPHHITOTO
BHYTpb Ha 42% mnocne no3sl 2 1; npu 3toM AUC Bo3pacrana Ha 70%, a Cmax Bo3pacraia Ha
88%, npu sToM T1/2 ranonepumona He U3MEHSJICS. DTO ClEIyeT YUYUTHIBATh AJISl PAaBUIBLHOTO
BbIOOpA J103BI TATONEPUAOIIA.

Hmunpamun

Bennagakcun He yxyamaer (apMakOKMHETHUKY HMHIpPaMUHA U 2-TUAPOKCUUMHUIIPAMUHA.
Omnako AUC, Cmax u Cmin (MUHUMaJbHAs KOHIICHTPAIMs) JECUIPaMHUHA (aKTUBHOTO
MeTa0oJaNTa HUMHIPAMHHA) BO3pAcTalOT NpUOIU3UTENsHO Ha 35% mpH  OJHOBPEMEHHOM
npuMeHeHnu ¢ BeHnadakcuHoM. Bo3pactaer takxke ot 2,5 1o 4,5 pa3 (B 3aBUCHMOCTH OT JI03bI
BeHnadakcuna: 37,5 mr Ha 12 yacoB wimum 75 mr Ha 12 dYacoB) KOHICHTpamus 2-
TUAPOKCUAECCUTIPAMUHA, HO KIMHUYECKOE 3HAUE€HUE TaHHOTO (paKTa HEM3BECTHO.

Memonponon

IIpy ogHOBpEeMEHHOM NPHUMEHEHMH METONpOJoida W BeHladakcuHa cilenyer coOmaaTh
OCTOPOXKHOCTh, TaK Kak BCIEACTBHE (PAPMaKOKMHETUYECKOTO B3aUMOJICHCTBUS KOHIIEHTpAIUs
METOIpoJiojia B IJla3Me€ KpOBMU yBenunuyuBaeTcss mnpumepHo Ha 30-40%, 6e3 u3MeHeHus

KOHICHTpAalun €ro AKTUBHOTI'O MeTaboIuTa O-TUAPOKCUMCTOIIPOJIOJIA. Knnnnyeckas
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3HAYMMOCTh JIaHHOTO B3aWMOJICUCTBUS HE u3ydeHa. Meromnposnon He Bimser Ha AUC
Bennagakcuna u O/IB.

Pucnepuoon

[Ipy omHOBpEMEHHOM TPUMEHEHHH C puUCIepuIoHOM (HecMoTps Ha yBenmmuenne AUC
puctiepuona) (papMakOKWHETHKAa Tapbl aKTHUBHBIX  MOJEKyn (pucmepugona u  9-
TUAPOKCUPUCTIEPUIOHA) CYIIECTBEHHO HE MEHSETCS IpPU OJAHOBPEMEHHOM IPUMEHEHHH C
BeHJIa(haKCHHOM.

Knosanun

B xoxe mocTMapKeTHHTOBOro M3y4yeHHs BeHJIadakCHHa YCTAaHOBJIEHO, YTO MPH OJHOBPEMEHHOM
NPUMEHEHUH C KJIO3allMHOM €ro KOHIEHTpalusi B IUIa3Me€ KPOBH YBEIMYUBACTCS. ITO
OPOSIBIIIETCS. B YCHJICHHMM TOOOYHBIX 3((EKTOB KIO3aluHA, OCOOCHHO B OTHOILCHHUH
BO3HUKHOBEHHS CYJIOPOT.

Hnounasup

[Ipu ogHOBpEeMEHHOM MPUMEHEHUHU MeHsieTcs papMmakoknHeTnka nHanHaBupa (AUC cHikaeTcs
Ha 28%, Cmax ymensbimaercs Ha 36%). Y BeHnadakcuHa u3MeHEHHs (HapMAKOKUHETHKU HE
HaOmogaeTcs. Knmuandeckoe 3HaueHne 3Toro pakra HeUu3BECTHO.

Kemoxonaszon

UccnenoBanust (papMakOKMHETHKM TPH OJHOBPEMEHHOM MPHUMEHEHHMH C KETOKOHA30JI0M
N0Ka3aJl0 TOBBIIICHUE IUIa3MEHHBIX KOHIeHTpauui BennagakcuHa u OJIB y 3m0poBbIx
JTOOpPOBOJIBIIEB, Y KOTOPBIX HW3HA4YaldbHBIM MeTabomm3M ¢ ydactuem uzodepmenta CYP2D6
saBisieTcsl Kak xopomuM (X-Met), Tak u moxuMm (I1-Met). B wactHocTH, Cmax BeHmadakcuHa
Bo3pacina Ha 26% y X-Met u Ha 48% y II-Mert. 3nauenns Cmax O/IB Bo3pocinu Ha 14% u 29%
y nobposombiieB X-Met u I1-Met, cootBerctBeHHO. AUC Bennadakcuna Bo3pocna Ha 21% y
X-Mert u Ha 70% y II-Met. 3nayenuss AUC O/IB yBenuuumnuch Ha 23% u 33% y 1006poBoJIbLIEB
X-Mert u II-MeT, COOTBETCTBEHHO.

Cpeocmea, emuAlowue HA CEEPMBIBAIOWYIO CUCEMY KpOBU U (DYHKYUIO MpomMOOYUmos
(HecmepouoHvle npomusogocnarumenvrvle npenapamel (HIIBII), ayemuncanuyunosas Kucioma
U npodue aHmuKoazyisiHmol)

CepoTOHUH, BBIICISIONIMICS TPOMOOIMTAMH, UTPaeT BaXKHYIO POJb B TeMocTa3e (OCTaHOBKE
KpoBoTeUeHHs).  Pe3ynpTaThl  SMUAEMHONOTHYECKUX  HUCCICJOBAHHA  JIEMOHCTPUPYIOT
B3aMMOCBSI3b MEXKIY MPHEMOM TICHXOTPOMHBIX IIPEMapaToB, KOTOPHIE BMEIIMBAIOTCS B
0o0paTHBIN 3aXxBaT CEPOTOHWMHA, U YAaCTOTOM KPOBOTCUECHUM B BEPXHUX OTJACNAX >KEIYI0YHO-
KUIIEYHOTO TPaKTa. ITa B3aUMOCBS3b YCUIIUBAETCA, €CJIM OAHOBpeMeHHO npuMenstoTcss HITBII,
mpermapaTsl  AleTUICAIUIWIOBONH  KUCJIOTBI WM TPOYHe aHTUKOArylsHTHL. —JlokazaHo

NOBBILIAETCA PUCK KpOBOTE€UeHMH mnpu oxHoBpemMeHHOM mnpumeHeHun CHMO3C u HNO3CH
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(Bxurouas BennadakcuH) ¢ BapdapunoM. [larmeHTs, KOTOpbIe TPUHUMAIOT BaphapuH, TOHKHBI
HAXOJUTHCSl TOJ TIHIATEIbHBIM KOHTPOJIEM NPOTPOMOMHOBOIO BPEMEHH W/HIM YaCTHYHOTO
TPOMOOIIACTUHOBOTO BPEMEHH, OCOOCHHO KOTJa HAYMHAETCS WM 3aKaHUYMBACTCS COBMECTHOE
MPUMEHEHHE C BeHJIa()aKCHHOM.

Bzaumoodeiicmeue ¢ Opyeumu 1eKapCmMEeHHbIMU CPEeOCMEAMU HA YPOBHE  U3YYEHHO20
Memabonuzma c uzoghepmenmamu cucmemsi yumoxpoma P450

OcHoBHBIE TyTH MeTabonu3Ma BeHnadakcuHa BrimoyatoT nzopepmentsl CYP2D6

N CYP3A4: nepBplii u3 HUX TpeBpamaeT BeHaadakCuH B ero akTuBHBIA Metadomut OJIB, a
BTOPOIl sIBNISIETCS MEHEe BaXXHbBIM B MeTa0oinM3Me BeHlaakCcuHAa IO CPAaBHEHHUIO C
uzopepmentom CYP2D6 wu obOpazyer mnponykr N-mecMeTuiaBeHJIAdaKCUH C  HHU3KOM
(apMaKoIOTHUeCKOl aKTUBHOCTBHIO. Pe3ynbTaThl JOKIMHHYECKUX HMCCICIOBAHUN IOKA3ald, a
3aTeM 3TO ObUIO TOATBEPXKIACHO KIWHUYECKH, YTO BEHIA(PaKCUH OTHOCHUTEIBHO CIa0bIM
uaruouTopom nzodepmenta CYP2D6. [TosTomMy npu NpuMEHEHUH C YMEPEHHO MOIABIISIOIIUMA
aKTUBHOCTh 3TOTO HM30(epMEeHTa JIEKAPCTBEHHBIMU CpPEJACTBaMHU (CM. BbIIE HMHPOPMALUIO C
UMHUIIPAMHHOM), WJIM B Clyyae C HAallMEHTaMH C T€HETHYECKH OOYCIIOBJICHHBIM CHIKEHHEM
byakuun uzodpepmenta CYP2D6, koppekumm m0361 BeHnadakcMHAa HE TpeOyeTcs, Tak Kak
CyMMapHasi KOHIIEHTpaI¥sl JIeHCTBYIOIIEro BellecTBa U aKTUBHOrO MeTtabonuTa (BeHjaadakcuHa
u O/IB) npu 3TOM CyIIECTBEHHO HE MEHSIETCS. DTO MOJIOKUTEIBHO XapaKTepu3yeT BeHIa(akcun
IOpU CPaBHEHMH C JAPYTUMH aHTHIenpeccaHtamu. Cremyer coOM0JaTh OCTOPOXKHOCTH IPH
OJTHOBPEMEHHOM TPUMEHEHUHN ¢ TaKUMH WHruOuTOpamu nzodepmenta CYP2D6, kak XHMHUIMH,
MapOKCETHH, (IIYOKCETHH, raJlonepu0, nepdeHasuH, JeBOMEIPOMa3HH, TaKk KaK B 3TOM Cllydae
BeHJIa()aKCUH MOKET MOTEHIIMAIbHO MOBBIIATH MJIa3MEHHYIO KOHLIEHTPAIUIO 3TUX CyOCTpaToOB
uzopepmenta CYP2D6. B couetanuu ¢ JIEKapCTBEHHBIMHU CPEICTBAMM, YTHETAIOUIMMH 00a
nzodepmenta (CYP2D6 u CYP3A4), tpeOyercsi cobmonate 0coOyr0 OCTOPOKHOCTH. Takmue
JICKapCTBEHHBIC B3aUMOJICHCTBUSI TOKA HEJAOCTATOYHO M3y4Y€HBl, M B 3TOM Cllydyae TaKoe
COYETaHUE JICKAPCTBEHHBIX CPEJCTB HE PEKOMEHYETCS.

K tomy xe BennadakcuH He mopmaBnsieT akTUBHOCTH u3opepmeHTOoB CYP3A4, CYPIA2 nu
CYP2C9, mostomMy ¢ TakuMH JIEKapCTBEHHBIMHU CpPEICTBAMHU KakK almpo3oyiaM, KodewH,
KapOamaszenuH, [uaszernaMm, ToyOyTamuia, TepdeHaaTuH 3HAaYUMOTO B3aWMOJICHCTBHS HE
HaOro1aeTcs.

B3anmMopeiicTBie ¢ KETOKOHA30JIOM ONHMCAHO BbIIIE. AHAJOTMYHOE BIUSHHE MOTYT OKa3aTh
takue nHruouTopsl n3odepmentoB CYP3A3/4, kak nTpakoHa30J1, pUTOHABHUD.

IIpouue 83aumooeticmsust ¢ paznudHbiMU CONYMCmMEYIoWUMU mepanesmudeckumu paxmopamu u

nuwet
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Ha d¢one npumenenuss BeHmadgakcuHa CclaeayeT coOoIaTh OCOOYI0 OCTOPOXKHOCTh TIpH
MIPOBEJICHUH DJIEKTPOCYAOPOKHOM Tepamuu, TaK KaK OIMBIT MPUMEHEHHUs BeHJIa(daKCHHA B ITHX
YCIIOBUSX OTCYTCTBYET.

3HaYUMOr0 BIUSHUS PA3JIMYHBIX BHJIOB MHIIM Ha BcachblBaHHe BeHJIadaKkCHHA U €ro
nocienytomiee mnpepamenue B OJIB He BwisBieHo. Iluma (kak mpaBWiio, ¢ BBICOKUM
collep>kaHueM Oellka, HalpuMep: TBEpAbIe CHIPHI, MKpa phIO, WHACHKA), a TakKe MUIICBBIC
no0aBKM W  (UTHEC-PAIMOHBI, SBISIONINECS MOBBIIICHHBIM HCTOYHHKOM TpUITOdaHa,
MOTEHITMAIBFHO CIOCOOCTBYET OOJbINEH BBHIPAOOTKE B OpraHW3Me CEPOTOHHHA, YTO MOJXKET
YCUJIMBATh TOOOYHBIE CEpOTOHMHEprUYecKre Y (PeKThl BeHIadakcHHa.

HexenarenpHoe (QapMakoguHAMHUECKOE B3aUMOJEHCTBHE MOXET HMMETh MECTO TpHU
NPUMEHCHUH BeHJaaKkCHHA OJHOBPEMEHHO C JIGKQPCTBEHHBIM CPEACTBOM  3BEpoOOit
IPOBIPSABICHHBIN (TpaBOM WM Pa3HOTO poja MIpernapaTaMH W3 HEro), TaKOoe COuYeTaHHe He
pEeKOMEHAYeTCSl.

NmMetorcss cOOOIICHUS O JIOXKHOMOJIOKUTEIBHBIX PE3yNIbTaTaX HMMYHOXPOMATOTpaguIecKoro
JKCIIpecc-TeCTa MOYH (TECT-TMIOJIOCKHM) Ha (QEHIUKIHIAH W aM(peTaMHHBl Yy TaIUEHTOB,
NPUHUMAIOIIMX BeHJapaKCUH, MpHYEM JaXe Yepe3 HECKOJbKO JHEH IMociie OTMEHBI
BeHJa(hakcuHa. ITO MOXKET OBITh OOBSICHEHO HEJOCTATOYHOM CIEU(PUIHOCTHIO TAHHOTO TECTa.
OTrnmuuuth BeHnadakcwH OT (GEHUIUKIUANHA U aM(PETAMHHOB MOKET JIUIIb MMOATBEPKIAFOIINN
TECT, IPOBEICHHBIN B CIICIIMATU3UPOBAHHON aHTUAOIMUHIOBOM JIAOOPATOPHUH.

[To umeronMcsl Ha CETONHAIIHUI JeHb JaHHBIM, BeHJadaKCUH HE MPOSBHI ce0s B KauecTBe
Ipernapara, BbI3bIBAIOIIETO JIEKAPCTBEHHOE 3JI0YyMOTpeOJeHHe WM MpUcTpacTue (Kak Mpu

JOKJIMHHYECKOM UCclieIoBaHNM ad(UHHUTETA K PEIenTOpaM, Tak U B KIMHUYECKOW MPAKTUKE).

Oco0ble ykazaHnust

Cyuyuo u cyuyudanvbHoe nogedeHue

Jlenpeccusi cBsi3aHa C TIOBBIIICHHBIM PUCKOM BO3HHUKHOBEHHS CYWUIIHUJAIBHBIX MBICTICH,
HaHECEHMsI ce0e TEJECHBIX MOBPESKICHUN U Cyuluaa (CyMIHIaTbHOE MOBEIEHUE). DTOT PUCK
COXpaHseTCs BIUIOTh JIO HACTYIUICHUS BBIpAKEHHON peMuccuu. [10CKOIbKY B TeYEHHE MEPBBIX
HECKOJIbKUX HEJIeNb TEePAINK WU JaXke OOJIBIIETo MPOMEKYTKA BPEMEHH YIyUIICHUS MOXET HE
HAOIOIAThCS, O HACTYIUICHUS TAKOTO YIYYIICHHS HEOOXOIMMO OCYIIECTBISITH TIIATEIHHOE
HaOmoieHue 3a nanueHTamu. COrflacHO HAKOIUIEHHOMY KJIIMHUYECKOMY OIBITY PUCK CYHIIHJA
MOYKET YBEITMYMBATHCS Ha PAHHUX ATAIaxX BBI3JOPOBICHUSI.

[TareHTHI ¢ CYyHIMIAIBHBIMA TTOTIFITKAMH B aHAMHE3€ WM C BBICOKMM YPOBHEM Pa3MBIIIICHUS
Ha CYUIUJAIBHBIE TEMBI [0 Hadajga Tepamuu B OOJBIIEH CTENEeHH MOJBEPIKECHBI PUCKY

CYHIUAAJIbHBIX MBICJIEH MJIM TIONBITOK cyunuyaa, 3a TaKUMU TMAlUCHTaAMU H€O6XO,Z[I/IMO
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OCYIIECTBIISITh ~ THIATENIbHOE  HaOmoneHue.  MeTa-aHanu3  MIaneb0-KOHTPOIUPYEMBIX
KJIMHUYECKUX MCCIEAOBAHUNM aHTHJAEIPECCAHTOB C YYaCTHEM B3POCIBIX IALUEHTOB C
NICUXUUYECKUMHU HApPYLIECHUSMU I10Ka3all, YTO MPHU MPUEME AHTHAEIPECCAHTOB 110 CPABHEHUIO C
IpPUEMOM IIaNed0 y MalMeHTOB MOJIOXKE 25 JIET MOBBIINIEH PUCK CYMIIMIAIbHOTO MOBEACHUS.
MenukaMeHTO3HOE JIeUeHHEe 3THUX MAlMeHTOB U, B YaCTHOCTH, MAIIMEHTOB C BBICOKUM PUCKOM
CYUIIU/Ia, TOJDKHO COMPOBOXKIATHCS TIIATEIBbHBIM HaOII0JeHUEM, 0COOEHHO Ha paHHEM 3Tale
TEpanuy U MpU KOPPEeKIHH 10361, [alMeHToB (M UL, YXaXUBAIOIIUX 32 TAKUMH MallMEHTaMH )
cleyeT IpeaynpeauTb 0 HeOOXO0IMMOCTH KOHTPOJIUPOBATH JHOObIE MPOSBICHUS KIMHUYECKOTO
YXYALIEHUS, CYUIUAAIBHOTO TOBEIACHHUS M MBICIEH, a Takke HEOOBIYHBIX H3MEHEHHH B
NOBEJICHUH, U HEMEUIEHHO 00pamaThCs 3a MEIUIIMHCKONH IMOMOIIBI0 MPU MOSIBICHUH 3TUX
CUMIITOMOB.

Y HeOonbLIOTO 4YHCIAa NAUEHTOB, NPUHUMAIOLUIMX aHTHACTPECCAHTBl, B TOM 4YHCIIE
BeHJIa(paKCUH, BO BpeMs JI€UEHUS, M3MEHEHHs J03bl WJIH MPEKpalleHUs Tepanuu MOKET
HAOJIOIATHCS arpecCHs.

[IpoBeneHHBIE 10 HACTOSILEIO BpPEMEHU KJIMHMUYECKHE MHCCIENOBAaHUS HE  BBIABWIN
TOJIEPAHTHOCTH K BeHJIa(aKCHHY WIN 3aBUCUMOCTH OT Hero. HecMoTps Ha 3TO, Kak MpH JIeYeHUH
OpYTMMH TIpernapaTaMmu, ACUCTBYIOIIMMH Ha IEHTPAIbHYI0 HEPBHYIO CHCTEMY, Bpad JOJKEH
YCTAHOBUTH  TIIATEIIbHOE HAONMIOJCHME 3a TMalUeHTaMu MU BBIABICHHS TPU3HAKOB
37I0YMOTPEOJICHUsT MpernapaToM, a TaKKe 3a MAlMeHTaMH, UMEIOIIMMHU TaKue CUMITOMBI B
aHaMHese.

Ocobvie epynnsl nayuenmos

[Ipenapar Bennadakcun He pa3pelieH K IpUMEHEeHUIo y aereit 1o 18 ser.

VY manueHToB ¢ HaOJrOAaBIIelcs paHee arpeccuell npenapaT BennadakcuH cienyer npuMeHsTh
C OCTOPOXHOCTBIO. Y TManueHTOB ¢ adpdEeKTUBHBIMH pPacCTPOMCTBAMHU, OUIOISPHBIM
paccTpoiicTBOM MpH JIEYEHUHU AaHTHUJENPECCaHTaMH, B TOM 4YHCIIE BeHJa(aKCHHOM, MOTYT
BO3HUKATh FMIIOMaHUAKAJIbHbIE U MaHUaKalbHbIE COCTOsIHUA. Kak U npyrue aHTHIEIpPECCaHThI,
npenapat BennadakcuH IOKEH C OCTOPOXKHOCTHIO MPUMEHSATHCS Y MAI[MEHTOB C MaHHUEH B
aHamHe3e. Takue nanueHThl HYyKJal0TCS B MEIULIMHCKOM HaOJI0/ICHUH.

[Tpu Tepanuu npenaparoM BennadakcH MOTYT BOSHUKHYTh CYJAOPOKHBIEC paccTpoiicTBa. Kak u
BCE aHTUJCTIPECCAHTHI, BeHnagakcuH cieayeT MPUMEHSITh ¢ OCTOPOKHOCTHIO y MAIMEHTOB C
CYJIOPOXHBIMH PacCTPONCTBAMU B aHaMHE3€, 3a TAKUMH MAIlMeHTaMH HEOOXOAUMO YCTaHOBHTD
THIATEIbHBIA KOHTPOJIb. JIeueHue T0KHO OBITh MPEKPAIEHO MIPH Pa3BUTHU CYIOPOT.

Axamu3zus

[Ipumenenne npenapara BennadakcuH MOXET OBITh CBSI3aHO C pa3BUTHEM aKaTHU3HMM, KOTOpas

XApPaKTCPU3YCTCA HCIPUATHBIM JIA [MAaOUCHTA YYBCTBOM BHYTPCHHCTO JABUTAaTCIIBHOTO
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OECIOKOMCTBA 1 MPOSBISIOMUNICS B HECITIOCOOHOCTH TMAIMEHTA JIOJITO CUACTh CTIOKOWHO B OJHOU
M03€ WM JOJTO OCTaBaThCS 0€3 JBMKEHHUSA. DTO COCTOSIHHE MOKET HaONI0JaThCs B Havale
JICYCHUS] U B TEUEHHUE MEPBBIX HENENb JCUCHHsS. Y MAIMEHTOB, Y KOTOPBIX MOSBUIUCH TAKUE
CUMITOMBI, YBEIHUEHUE 103bI HE PEKOMEHIYETCS.

bunonsaprnoe paccmpoucmeo

Jlo Hauana yjeueHusi, HEOOXOIUMO OTMPEACTUTh TEX MAIMEHTOB, KOTOPhIE HAXOASATCS B TpYIIe
pHUCKa OUITOISIPHOTO paccTpoiicTBa. Takas mpoBepka MOJKHA BKIIIOYATH MOAPOOHOE M3ydeHUE
aHamMHe3a, B TOM 4YHCJIE€ CEMEMHOro, JJis BBISBJICHHS CIydyaeB caMOyOMiiCTBa, OUIOJSPHOIO
pacctpoiictBa. Cienyer OTMETUTh, YTO BeHJIa(paKCUH HE PEKOMEH0BaH JUIsl IPUMEHEHUs MpHU
JICYCHUH OUIIOJIIPHON JIENPECCHH.

Ilpumenenue y nayueHmos ¢ conymcmesylowumu 3a001e6aHuUAMU

Knunuueckuii ombIT mNpuUMeHEHHs] BeHJapakCMHa y TAIlMeHTOB C  COMYTCTBYIOIIUMU
3a00JICBaHUSMH OTPAHHYCH.

CrnemyeT ¢ OCTOPOXXHOCTBHIO TPHUMEHATH Yy MAIMEHTOB C TEMH 3a00JIEBaHUSMHU, Y KOTOPBIX
neiicTBue BeHNIadaKkCHHA HA TEeMOIMHAMHYECKHE MOKA3aTeNH W/WIH METaboIH3M MOXKET OBITh
3HAYUMBIM.

[TarueHTOB cneayeT NpeaynpeAuTh O HEMEJIEHHOM OOpalleHMH K Bpady IO TMOSBICHUU
KOXXHOU CBINH, YPTUKAPHBIX 3JIEMEHTOB WJIU APYTUX aJUIEPrUYECKUX PEAKIUH.

Y HEKOTOpHIX MAaIMEHTOB BO BpeMs MPUMEHEHHS BeHJIA(paKCHHA OTMEUYEHO J0303aBUCHUMOE
MOBBILICHHE apTEPUATBLHOTO JABJICHUS W/WIU TMOBBIIIEHHE YAaCTOTHI CEPJCUHBIX COKpAIICHUIA,
MO3TOMY PEKOMEHIYETCSI PETYJSIPHBIA KOHTPOJIb apTepuanbHoro aasneHus u DKI', ocobeHHo B
Nepuoj] YTOYHCHHsI WM TOBBIIMICHUS J03bl BeHNIadakcHHA. B OMBITE MOCTMapKETHUHTOBOTO
npuMeHeHus BeHnadakcuHa (TpU TEpeqo3UpOBKE) ObUIM 3apETUCTPUPOBAHBI APUTMHUU C
JIETabHBIM UCXOJIOM.

[lepen HawamoMm mnpuMeHeHus mpenapata BennadakcuH ManMeHTaM C BBICOKHM PHCKOM
pPa3BUTHSL CEpPbE3HBIX HAPYIIEHUM CEpIEYHOTO pUTMA CIEAYeT OLEHUTh COOTHOIICHHUE
BEPOSITHOM MOJIB3bl K BO3MOKHOMY PUCKY MPU TPUMEHEHUU.

[TarueHTsl, OCOOEHHO TOXWJbIE, JOJKHBI OBITh MPEAYNPEXACHHl O BO3MOXKHOCTHU
BO3HHUKHOBEHHUS T'OJIOBOKPY)KEHHUS U HAPYLIEHUS YYBCTBA PAaBHOBECHS C IENbI0 MPOGUIAKTUKU
TpaBMaTH3Ma.

Bo Bpemsi mpumenenusi npenapara BenmadakcuH, 0COOCHHO B YCIOBUSX ACTUAPATAIIUU WM
CHI)KEHUSI 00beMa IIUPKYIUPYIOIeH KpOBH (B TOM YHCIIE Y MOKUJIBIX MAallMEHTOB U MAIlUEHTOB,
OPUHUMAIOIINX  JIUYPETUKH), MOXKET HaONIoAaThCsd THUIIOHATPUEMHUS W/WUIM  CHUHIPOM

HEa/IeKBaTHOW CEKpELMU aHTUIUYPETUUECKOTO TOPMOHa.
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Bennagakcun He U3yueH y MalMeHTOB, HEJaBHO MepeHeCInX WH(ApKT MUOKapAa U Nal[MeHTOB
C JIEKOMIICHCUPOBAaHHOW CEpAECYHOM HEAOCTATOYHOCTHIO. TakuM DaluWeHTaM Ha3HadaTh
npenapat BennadakcuH caenyeT ¢ 0CTOPOKHOCTHIO.

[Tpumenenne CO3C wim BeHnadakcHa MalMEHTaMHU ¢ CaxapHbIM 11a0eTOM MOYKET BBI3bIBATH
U3MEHEHHE KOHLEHTPALUU TJIIOKO3bI B KpOBU. MoOXeT mnoTpedoBaThCs KOPPEKIHS 03Bl
WHCYJIMHA W/WITY TUIIOTTIMKEMUYECKUX CPENICTB IS IpHeMa BHYTPb.

Bo Bpemsi Tepamuu mpenaparom BeHnadgakcuH pPEKOMEHIYETCS BO3AEPXKATbCS OT MpHeMa
J00BIX aJIKOTOJIbCOJAEPKAIINX HATUTKOB.

besonmacHocth u  3h(dEKTUBHOCT, TpUMEHEHHs  BeHJadakCMHa B  KOMOMHAIMHM €
JICKapCTBEHHBIMU CPEICTBAMU, CHIDKAIONIUMH MacCy Tela (BKIroYast (EHTEPMUH) YCTAaHOBICHBI
He Obu. He pexkomMeHayeTcs OIHOBPEMEHHOE NpPHMEHEHHE IMpemnapata BennadakcuH u
JIEKapCTBEHHBIX CPE/ICTB, CHIDKAIOIINX Maccy Tena.

KeHIMHBI 1€TOPOIHOTO BO3pacTa AOHKHBI MPUMEHSITh HAJEKHBIE METOJIbl KOHTPALIETILUU BO
BpeMsl MpUMEHEeHus Tpenapara Bennadakcus.

Pasvacuenus ocobvix cumnmomos u cocmoanull, B03HUKHOBEHUE KOMOPbIX 603MONCHO NPU
JleYyeHulU npenapamom

Cyxocth BO pry ormeudanach y 10% manueHTOB, MONYy4aBIIMX BeHJIA(aKCHUH. DTO MOMKET
YBEJIMYUTh PHUCK pPa3BUTHS Kapueca. llamWeHThl AOKHBI THIATENBHO COOIONATh THTHUEHY
nonoctu pra. llpumenenue mnpenapara BenmadakcuH MOXET BbI3BATh Pa3BUTHE AKATHU3HH,
XapaKTepU3ylollecsi CYObEKTUBHBIMU HENPUSATHBIMUA OIIYIICHUSIMH HWJIM  JIBUTATEIbHBIM
OECTOKONCTBOM M HEOOXOAMMOCTBIO 4YacTO JABHUTaThCs, 4YTO HEPEIKO COMPOBOKAAETCS
HECTIOCOOHOCTBIO CUCTH UJIH CTOSITh HAa MecTe. B OCHOBHOM 3TO IIPOMCXOAUT B TEUCHHE MEPBBIX
HECKOJIbKUX HeJenb JieueHus. [1oBbIenne 1036l y MalMeHTOB, Y KOTOPBIX Pa3BUBAIOTCS TaKUE
CUMITOMBI, MOKET BbI3bIBaTh HEXKENATEIbHbIE TOCIEACTBHSL.

B mnane0o-KOHTpOMUpPYEMBIX KIMHUYECKHX HCCileqoBaHusIX y 5,3% maiueHTtoB ObLIO
3apETUCTPUPOBAHO KIMHUYECKH 3HAYMMOE TMIOBBIIICHUE KOHIEHTpAIlMUu XOJECTepUHAa B
CBIBOPOTKE KpoBU. HeoOXoIuM KOHTPOIbh KOHIICHTPAIIMM XOJIECTEPUHA MPHU JIUTEIHHOM
JICUCHUHU.

Cunopom «ommeHbvl»

Bo Bpewmst mpekpaineHusi JIeYeHUS PACHpPOCTPAaHEH CHHAPOM «OTMEHBI», OCOOEHHO €CIIH 3TO
pe3Kkoe mpekpallieHue Tepanuud. PUCK pa3BUTHS CHHAPOMA «OTMEHBI» MOXKET 3aBUCETh OT
HECKOJIbKUX (haKTOPOB, BKIIIOYAs MPOAOKUTEIBHOCTh JICUCHHUS, BEIMYMHY TepaneBTHUYECKHX
7103 ¥ CKOPOCTh UX CHIDKEHUSA. OUeHb pelKo COOOMIaeTCs O JaHHBIX CUMIITOMAax y MalueHTOB,

KOTOpBIE CIIy4alHO MPOITyCTUIIX IIPUEM IIpenapara.
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CUMNTOMBI CHHAPOMA «OTMEHBI» OOBIYHO HACTYMAIOT B TEUEHHUE MEPBBIX HECKOJIbKHUX JIHEH
noclie mpekpamieHus TedeHus. OOBIYHO 3TH CUMITOMBI MPOXOMAAT B T€UCHHE 2 HENENb, XOTS Y
HEKOTOPBIX TAllMEHTOB OHM MOTYT COXpaHAThCS 10 2-3 MecsueB u Oonee. Pexomennmyercs
MOCTETIEHHO CHUXXATh /103y IpemnapaTta Bennadakcuu npu npekpailieHuu npuema mpemnapara — B
TE€YEHHE HECKOJbKUX HENedb WJIM MECAIEB, B 3aBUCUMOCTH OT BBIPAXEHHOCTH KIMHUYECKUX
CUMITOMOB 3a00JICBaHUSI.

Cepomonunoswiii CUHOpOM

[Ipumenenue mnpenapata BennadakcuH, Kak M JPYrUX CEPOTOHMHEPTHYECKHX IpPErnapaTos,
MOJKET BBI3BaTh CEPOTOHHMHOBBIA CHHAPOM, MOTEHIIMAIBLHO OMAcHOE AJIs KM3HU COCTOSIHHE, B
OCOOCHHOCTH TIPU OJIHOBPEMEHHOM IMPUMEHEHUH JIPYTHX JIEKAPCTBEHHBIX CPENCTB, KOTOPHIC
MOTYT TIOBIHUSATH Ha CEPOTOHUHEPTUYECKHME HEHPOMEAMATOPHBIE CHCTEMBI, TaKUX Kak,
uaruoutopel MAO (cm.  pasmen «B3ammopeicTBue C€  JIPYTUMH  JIEKAPCTBEHHBIMU
npenapaTammny).

CHUMINITOMBI CEPOTOHHHOBOTO CHHIPOMAa MOTYT BKIIOYaTh B CeOs M3MEHEHHS TCUXHUYECKOTO
cTaryca (Bo30yXJeHHUE, TAUTIONUHAIINN, KOMa), BETETATUBHYI0O HEYCTONYHMBOCTh (TaxXUKapaus,
7aOUIIBHOCTD apTEPUATIBLHOTO JaBJICHUS, THIEPTEPMHUS), HEPBHO-MBIIICYHBIE pacCTPOCTBa
(runeppedekcus, HapylieHHe KOOPAWHAIMM) W/WIN JKETyIOYHO-KUIICUYHbIE CHMITOMBI

(TomrHOTA, pBOTA, AUApes).

Bunsinne Ha CIIOCOOHOCTD YIIPABJISITH TPAHCIIOPTHBIMHU CPEACTBAMH, MEXaHU3MaMHU

B nepuon nedeHus crnexyer coOnroaTh OCTOPOKHOCTb IPHU BBINOJHEHUH IOTEHLUAIBHO
OMAacCHBIX BHUJOB pabOT, TPeOyIOIMX MOBBIIIEHHOW KOHIEHTPALUU BHHUMAHHUS U OBICTPOTHI
IICUXOMOTOPHOM peakiuu (B TOM YHCJIE YIpaBlIeHHE TPAHCHOPTHBIMU CpPEACTBAMHU H

yIpaBjIeHUE MEXaHU3MaMH).

dopMa BbINTYCKa

Tabnerku o 37,5 Mr u 75 mr.

ITo 10, 25, 30 TabyieTOK B KOHTYPHYIO STYEUKOBYIO YIAKOBKY W3 TIJICHKH TOJUBUHWIXJIOPHTHOM,
AM00 TUIEHKH TMOJUBUHWIXJIOPHUIHON/TOJTUBUHIWINIECHXIOPUIHON U (DONBIU  alrOMUHHEBOM
[I€YaTHOM JIAKUPOBAHHOM.

Wm mo 10, 25, 30 TabieTok B KOHTYPHYIO SUEHKOBYIO YIaKOBKY M3 MaTepuania
KOMOWHHUPOBAHHOTO Ha OCHOBE (POJIbIU (TPEXCIONHBIA MaTepHall, BKIIOYAIOIINN aTFOMUHUEBYIO
¢dosbry, MIEHKY U3 OPUEHTHPOBAHHOTO MOJMAMUAA, TOJTUBUHUIXJIOPUAHYIO TUIEHKY) U (DONBIU

AJIIOMUHHMEBOW I1€4aTHOM JIAKUPOBAHHOM.
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1,2,3,4,5 nim 10 KOHTYPHBIX SYEHKOBBIX YITAKOBOK BMECTE C MHCTPYKIMEH MO TPUMEHEHUIO

MIOMEIIAIOT B KAPTOHHYIO YIAaKOBKY (IIAUKYy).

YcaoBusi XxpaHeHust
XpaHuTh Nipu TemnepaTtype He Baiie 25 °C.

XpaHUTb B HEOCTYITHOM JUIS IETEU MECTE.

Cpok rognoctu
3 roxa.

He npuMeHATH 10 UCTEYEHUU CPOKA TOAHOCTH.

YcaoBus oTnycka

OTmycKaroT Mo pelenTy.

Jep:xatenb perucTpaunoHHoro yanocrosepeaus: OO0 «Atoam»

Poccus, 445351, Camapckast 06:1., T. JKurynesck, yi. ['mapoctpoutenei, 1. 6.
IpousBoautesnn: OO0 «O30n»

Poccus, 445351, Camapckas 0611, r. XKurynesck, yi. ['uapoctpourenei, 1. 6.
Opranmn3anus, npuHumawimas nperensuun: Q00 «O30n»

Poccus, 445351, Camapckast 06:1., T. XKurynesck, yia. ['mapoctpoutenei, 1. 6.
Temn.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru
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