COOTBETCTEYET 3KCNEPTHOMY OTUETY
~T 37 [0 b INGE D

OBIIASI XAPAKTEPHCTHKA JIEKAPCTBEAHOT OTIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

Bennadakcun, 37,5 Mr, TaOJIeTKH.

Bennadaxcun, 75 Mr, TabneTku.

2. KAUECTBEHHbBIN 1 KOJIMYECTBEHHBIA COCTAB

JelicTBylolee BEEeCTBO: BeHIa(aKCHH.

Bennadakcun, 37.5 mr, TabiieTku

Kaxnas Tabnerka coxepXuT BeHJIapaKCHHA THAPOXJIOPHA, AKBUBAIEHTHBIH 37,5 wmr
BeHJ1a(haKcHHa.

BcnoMoratenpHbie BElECTBa, HAJMYME KOTOPBIX HAJI0 YYUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npernapara; JJakTo3bl MoHorHapar (cm. pasuen 4.4).

Bennadakcun, 75 mr, TabiaeTku

Kaskmas Tabnerka cofepkuT BernadakcuHa I IpoXJI0pu I, SKBUBAICHTHBIH 75 MI BeHaakcHHa.
BcromorarenbHble BEIIECTBA, HAJIWYHAE KOTOPHIX HAIO YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npernapara; JJakTo3bl MoHOrHapar (cM. pasuen 4.4).

[TonHbIN TepevYeHb BCIOMOTATEIBHBIX BEILIECTB MPUBEJIECH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku.

Kpyrible mockonMIMHAPUYECKHE TaOJIETKH OENOoro WM IMOYTH OeNoro IBeTa, C PHUCKOW |
dackoi.

Jlunus paznoma (pucka) He IpeHa3HaYeHa JUIsl pa3/iesieHus TabJIeTKH.

4. KIMHNYECKUE JAHHBIE

4.1. Tloka3aHusl K IPUMEHEHHUIO

Henpeccus (JieueHue U mporIakTUKA PEIUIUBOB) Y B3POCIBIX MAIUEHTOB ¢ 18 j1eT.

4.2. Peskum 103MPOBaHNS M CIOCO0 NPUMeEHEHUs!

PexxuMm no3upoBanus

Pexomenmyemast HadasibHasi 032 COCTABISIET 75 MT B JBa mpueMa exenHeBHO (mo 1 TabneTke
37,5 mr 2 pa3a B JI€Hb).

B 3aBucumocTu ot IMEPEHOCUMOCTHU U 3(1)(1)CI(TI/IBHOCTI/I, J03a MOXKET OBITH IIOCTETICHHO YBEJIMYCHA
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CMEPTHOMY OTYETY

JI03bI Ha 75 MI' B CYTKM MOTYT OBITh CII€JIaHBl C WHTEPBAJIOM B 2 Helelu u Oosee, B cilydae
KJIMHUYECKOH HEOOXOJAUMOCTH, B CBS3H C TSXKECThIO CHMIITOMOB BO3MOYKHO YBEJIIMYEHHUE 03I B
0oJiee KOPOTKHUE CPOKH, HO HE MeHee 4 nHeil. bosiee BbICOKHE 103BI (10 MaKCUMAIbHON CYTOUHOM
no3bl B 375 mr B 2-3 mpuema) TpeOyrOT CTallMOHAPHOTO HaOmroJeHus mamueHToB. [locime
JOCTIDKEHUSI HEOOXOJMMOTO TepaneBTH4ecKoro »3¢ddexra cyrouHas 103a MOXET OBITH
MOCTETIEHHO CHMXKEHA JI0 MUHUMAaJIbHO 3(()EKTUBHOTO YPOBHSI.

Tloooeporcusarowan mepanus u npoguiakmuxa peyuousos: MOJACPKUBAIOLIEE JICUCHUE MOKET
npojonKaTbes 10 6 mecsaueB u Oonee. [Ipumensitorcs MuHuManbHble 3G (EKTUBHBIE H03bI,
IPUMEHSIBILINECS IIPU JICUEHUU JETIPECCUBHOTO SIIU30/1a.

Oco0BbIe IPVIIILI TAIUEHTOB

Tayuenmsi ¢ HapyweHuem @yHKyuy novex

[Tpu nerkoi moYeYHON HETOCTATOUHOCTH (CKOPOCTh Ki1yOooukoBoi punsrpannuu [CKD] 6onee 30
mi/mus/ 1,73 M?) KOppeKIus peskxuMa T03HPOBAHKS He TpedyeTcs.

IIpu moueuHoit HerocTaTouHOCTH cpeaneii crenenn (CK® 10-30 mn/mun/1,73 M?) 103y cremyer
cHu3uTh Ha 25-50%. B cBs3u ¢ y/uIMHEHHEM Nepuoja MOJyBBIBEIECHUS BeHIapaKkCHHA U €ro
aktuBHOro merabonuta (O/IB), Takum manueHTam cienyeT IpUHUMATh BCIO 03y OJUH pa3 B
cytku. He pekoMenmyercs mpuMeHsATh BeHIa(aKCHH MPH MOYEYHONH HEAOCTATOUHOCTH TSKEIION
crenenn (CK® menee 10 mn/mun/1,73 M?), HOCKONBKY JOCTOBEpHBIE JAHHBIE O TAKOH TEparuy
otcyTcTByIOT. [lpy remoamnanuse cyrouHas 03a JOJDKHA ObITh CHIbKeHa Ha 50%, nmpuHUMATh
Ipernapar ciIeayeT I0CiIe ceaHca FeMOINann3a.

llayuenmul ¢ napywenuem ynkyuu nevenu

[Ipu nerkoii cTeneHu MeYeHOUYHON HefgocTaTouHoCTH (TTpoTpombuHOBOE Bpems (I1B) menee 14 c)
KOppeKIHs pexuma Jo3upoBaHus He TpeOyercs. [lpu ymepeHHO# cTenmeHM NeuYeHOYHOH
HepoctatouHoctu (IIB ot 14 1o 18 c) cyrounas no3a nomkHa ObITh cHIbKeHa Ha 50% umu Gosee.
He pexomennyercss npuMeHsTh BeHJa(paKCUH MpPHU TSHKEIOW MEYEHOYHOW HEN0CTaTOYHOCTH,
MOCKOJIBKY JIOCTOBEpPHBIE JJAHHBIE O TAKON Tepanuy OTCYTCTBYIOT.

Jluya nosicunozo ozpacma

[TarueHTaM MOKUIIOTO BO3pacTa He TpeOyeTcs M3MEHEHHs J03bl MPU OTCYTCTBUH KaKUX-THOO
OCTPBIX M XpPOHHYECKHUX 3a00JIeBaHM, 0JHAKO (KaK U MPU Ha3HAUYEHUU JIPYTHX JIEKapCTBEHHBIX
[pernapaToB) NpU JIEUYEHUU TMOXKWIbIX NAIlMEHTOB TpedyeTcs CoOMI0AaTh OCTOPOKHOCTB.
[ToxumpIM AIUEHTaM CJIeIyeT MPUMEHITh HAUMEHBITYI0 Y dexTuBHYI0 103y. [Ipy moBeImeHnn
JIO3BI TIAIUEHT JTOJDKEH HaXOIUTHCS O] TIIATEIBHBIM METUIIMHCKUM HaOIIOICHUEM.

Ommena npenapama

[Ipekpamenne npuema BeHJIadakcHHA CIENyeT MPOBOAUTH IOCTENIEHHO, YTOOBI CBECTH K
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OoJiee mepuo/1 MOCTENIEHHON OTMEHBI Ipernapara A0JDKEH ObITh He MeHee 2 Helleslb U 3aBHUCUT OT

A03bI, AJTUTCIIbHOCTU TCPAIIUU U UHANBUAYAJIbHBIX 0CcoOeHHOCTEH nanyucHTa.

eTH
Bennadakcun npoTUBONOKa3aH K IPUMEHEHHUIO

Cnooco0 npuMeHeHus

BnyTps.

y nereid B Bo3pacte 10 18 set (cm. pazaen 4.3).

HpenapaT IIPUHUMAKT BO BPEMA €bI, KCJIATCJIbHO B OJHO WM TOXE BpPEMs, HE PA3XEBbIBAsd U

3aruBasi ) KUJIKOCTBIO.

4.3. IIpoTuUBONOKA3AHUS

MepEUYUCIICHHBIX B pazjeine 6.1;

TJIOIA I TTIOBEPXHOCTH TeEJa);

BO3pacT j0 18 Jer;

TshKenble HapyimeHus ¢GyHkiuuu nedenu w/wnu mnodek (CK® wmenee 10 mu/mun/1,73 wm

THUIICPYYBCTBUTCIIBHOCTD K BCHJ'Iaq)aKCI/IHy WK K J'IIO6OMy N3 BCIIOMOI'aTCJIbHBIX BCIICCTB,

OJIHOBPEMEHHOE MPUMEHEHHE ¢ MHIrHOuTOpamMu MoHoaMuHokcu1a3sl (MAQO) (cM. paznen 4.5);

2

OEpEeMEHHOCTD U MEePUO/ JAKTaluu (CM. pasaen 4.6).

4.4. OcoOble ykazaHMsl M1 MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

[Ipenapar cieayer MPUMEHSTH C OCTOPOXKHOCTBIO MOCIE HENABHO MEPEHECCHHOro HH(papKTa

MHOKap/a, NP1 HECTaOMIIbHOW CTEHOKapHH, apTepHallbHOW TUIIEPTEH3UH, apUTMHUH (0COOEHHO

TaXI/IKapI[I/II/I), CYAOPOXKHOM CHUHAPOME B aHAMHE3C, IMOBBIIICHUN BHYTPUITIA3HOTO AABJICHUS IIpU

3aKpLITOy1"0J'ILHOfI TJIAYKOME, MaHHAKaJIbHBIX

COCTOSIHUAX B AHAMHE3C, MPHU CYUIUIAIBHBIX

TCHACHLUAX, MPCAPACIOJIOKCHHOCTU K KPOBOTCUCHHUAM CO CTOPOHBI KOXHBIX ITOKPOBOB H

CIIM3UCTHIX 000JI0YEK, MPU UCXOTHO CHUKEHHOM Macce Tella, THIOHATPUEMHUH, 00€3BOKUBAHUH,

npnu OAHOBPEMCHHOM INPHUMCEHCHUU C IOUYPCTUKAMU UK C JICKAPCTBCHHBIMU CPCIACTBAMU,

MPUMCHACMBIMU IJI JICUCHUA OKUPCHUA.

Oco0ble yKa3aHus

Cyuyuo u cyuyudanvbHoe nogeoeHue

I[erCCCI/ISI CBs3aHa C MOBBIMICHHBIM PUCKOM BO3BHUKHOBCHH A CYULIUAAJIBHBIX MBICJ'ICI‘/’I, HaHCCCHUA

ce0e TeIeCHBIX HOBpC)KI[eHHf/'I " cynnuga (CyI/II_II/II[aJ'ILHOC HOBCI[GHI/IG). 9TOT PUCK COXPaHACTCA

BILUIOTh 10 HACTYIUICHUSA BBIpa)KeHHOﬁ PEMUCCHU. HOCKOHBKy B TCUCHUC IICPBBIX HCCKOJBKHUX

HEACIb TCPAIIUU UIIN JAXKE 0O0IBIIETO MPOMEIKYTKA BPEMCHH YITYUIICHHUA MOXKCET HE Ha6J'IIO)IaTI)C$I,

A0 HACTYIUICHUSA TAKOr'o YIy4YIICHUA HeO6XOJII/IMO OCYHICCTBJIATh TIIATCIBHOC Ha6J’IIOI[eHI/IC 3a
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nanreHTaMu. CoOrjlacHO HaKOIUIEHHOMY Kl /IHI/I‘ICCK(JI-\l/I; :' %E'“J@Qt I%;I/I:H-Em'é' Ml)}KeT

YBCIIMYMNBATHCA HA PAHHUX 3TAllaX BbI3JJOPOBJICHHA.

HaLII/IeHTLI C CyulMJaJIbHBIMU TIOIBITKAMU B daHAMHE3€C HWJIM C BBICOKUM YPOBHCM PAa3MbIIIJICHUS
Ha CyMUMJAJIbHbIE TEMbl JO Hauyaja Tepanuu B OOJIbLICH CTENEHUW IMOABEPXKEHbI PHCKY
CyULUJAJIbHBIX MBICIEH WJIM HONBITOK CyMIMJA, 3a TAaKUMH [alMEHTaMHd HEOOXOIUMO
OCYHIECTBJIATh ~ THIATENIbHOE  HaOmofeHHe.  MeTa-aHanM3  I1a1e00-KOHTPOIUPYEMBIX
KIMHUYECKUX MCCIEAOBAHUN aHTUJENPECCAHTOB C YYacCTHMEM B3pPOCIBIX NAIMEHTOB C
NCUXUYECKUMHU HapyLICHUSIMU MOKa3al, YyTO MPH IpUEME aHTUACTPECCAHTOB 110 CPABHEHHIO C
IIPUEMOM IuTanedo y MalueHTOB MOJI0XKe 25 JIeT MOBBIIEH PUCK CYHLUAAIBHOIO IOBECHHUS.
MCI[I/IKaMeHTOSHOG JICUCHUC OTUX MAIMCHTOB W, B YaCTHOCTH, MALUCHTOB C BBICOKUM PHUCKOM
CYHIIMJA, OJDKHO COIPOBOXKIATHCS TIATEIbHBIM HAOIIOAEHHEM, OCOOEHHO Ha paHHEM JTale
Tepanuu U IpU KOppeKIHUU A03bl. [lanueHToB (M aul, yXaXUBarOIUX 32 TAKUMH MalUCHTAMH)
clleflyeT MpeaylnpeauTb 0 HE0OX0AMMOCTH KOHTPOJIUPOBATh JII0ObIE MPOSIBICHUS KIMHUYECKOTIO
VXYAIICHUS, CYUIUAAIBLHOTO IOBEIACHWS M MBICICH, a TakkKe HEOOBIYHBIX W3MCHCHHU B
INOBECACHNHU, U HEMCIOJICHHO o6pan1aTI)cs1 3a MCIIHHHHCKOﬁ IIOMOIIIBIO IIPU MOABJICHHU 3I3TUX
CHUMIITOMOB.

Y He6O0IbIIOro YKCIia MAUEHTOB, IPUHUMAIOIUX aHTUACTIPECCAHTHI, B TOM YHCie BeHJIadaKCuH,
BO BpEM4 JICUCHU A, U3BMCHCHH A JO3bI UJIU IMPEKPAIICHUA TCPAIIUU MOKET Ha6JHOI[aTI)C$[ arpeccusi.
HpOBCI[GHHBIC A0 HACTOAIECTO BPEMCHH KIIMHUYCCKUEC UCCIICAOBAaHNA HE BBISIBUJIA TOJICPAHTHOCTHU
K BEHJAa(paKCUHy WM 3aBUCUMOCTH OT Hero. HecMoTps Ha 3To, Kak HpU JICUEHUM IPYTHMHU
npenapaTamy, JEHCTBYIOIMMHU Ha LIEHTPAIbHYIO HEPBHYIO CHUCTEMY, Bpad JIOJDKEH YCTaHOBUTH
THIaTeJIbHOE HAOJIOJEHHE 3a MalUeHTaMH JJIs BBISBICHHUS NPU3HAKOB 3JI0YNOTpeOIeHus
npemnaparoM, a TakKKC 3a MauCHTaM1, UMCIOIIIMMU TaAKUEC CUMIITOMBI B aHAMHE3C.

Ocobvie epynnvl nayuenmos

Bennadakcun npoTuBomnokasaH K IpUMEHEHHUIO y JieTeil B Bo3pacte A0 18 ner.

VYV namuentoB ¢ HaOnroAaBlelcs paHee arpeccueil BeHJadaKCHH ClelyeT HPUMEHSTh ¢
OCTOPOXKHOCTBIO. Y  mHanmueHToB ¢  ad@EeKTUBHBIMU  paccTpocTBaMM, OUIOJISPHBIM
paccTpoiicTBOM NpU JICUEHUHM AaHTUAENPECCaHTaMU, B TOM YHCJIE BEHJIA(paKCMHOM, MOTYT
BO3HUKATh FMIIOMaHUAKaJIbHbIE U MaHHaKalbHbIE COCTOSIHUA. Kak M Ipyrue aHTHIEnpecCaHThl,
BeHJIa(paKCUH JJOHKEH C OCTOPOKHOCTBIO IPUMEHSITHCS Y AllMEHTOB C MaHUel B anamHe3e. Takue
NManuCHTBI HY>KAAOTCA B MEAUITUMHCKOM Ha6J'IIO)IeHI/II/I.

[Ipu Tepanuu BeHnadakcMHOM MOTYT BO3HHKHYTh CYIOpOXKHBIE paccTpoiictBa. Kak u Bce
AQHTHUJETIPECCAHThI, BEHJA(PaKCHH CIIEAYeT NPHUMEHATh C OCTOPOXKHOCTHIO y MAIMEHTOB C
CYJIOPOKHBIMHU PACCTPONCTBAMH B aHAMHE3€, 32 TAKUMHU MAIMEHTaMU HEOOXOIMMO YCTaHOBUTH

THIATETHHBIN KOHTPOJIh. JIeUeHHE TOKHO OBITh MPEKPAIEHO MPU PA3BUTHH CYIOPOT.
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Axamusus

[Ipumenenne BeHnadakCHHA MOXKET OBITh CBS3aHO C Pa3BUTHEM aKaTH3UHM, KOTOpas
XapaKTEepU3yeTCsl HENPHUATHBIM JUJIsl TAlMEeHTa 4YYyBCTBOM BHYTPEHHErO JIBUTATEIBLHOIO
0ecroKONCTBA U MPOSBISIONINIICS B HECIIOCOOHOCTH MAlMEHTA A0JIT0 CHIETh CIOKOMHO B OJHOM
M03€ WM JOJTr0 OCTaBaThCs 0€3 JBIXKEHHA. DTO COCTOSIHME MOKET HalJIo/laThCs B Hayale
JICYCHUS] U B TEUEHUE TEPBBIX HEJNEb JICUCHUs. Y MAIMEHTOB, Y KOTOPBIX MOSBWINCH TaKue
CHUMIITOMBI, YBEJTUUCHUE /103bl HE PEKOMEHIYETCS.

bunonaproe paccmpoticmeo

Jlo nHauana nedyeHuss HEOOXOIUMO OMPENENIUTh TeX MAIMEHTOB, KOTOPbIE HAXOAATCSA B TPYIIE
pricka OMIIOJIIPHOTO paccTpoiicTBa. Takas mpoBepka TOJDKHA BKIIOYATh MOJIPOOHOE M3ydeHHE
aHamMHe3a, B TOM YHCJIE CEMEHHOTO, /Ui BBISBJICHHUS CIy4acB CaMOYOMIICTBA, OWITOISIPHOTO
pacctpoiictBa. CiieyeT OTMETHTb, YTO BeHIAa(pakCHMH HE PEKOMEHJOBAaH JJis MPUMEHEHHs TpU
JICYeHUU OUIIOJSIPHOM JIENPECCUU.

Ipumenenue y nayuenmos ¢ conymcmesylouwumu 3a001e8aHuUsMU

Knuaudeckunii  OmBIT TPHUMEHEHHS BeHJaakCHHA Yy MAHEHTOB C  CONMYTCTBYIOIIMMH
3a00JIeBaHUSMU OTPAHHYEH.

CrnenyeT ¢ OCTOPOKHOCTHIO IPUMEHATH Y MALIMEHTOB C TAKMMH 3a00JIEBaHUSMU, TIPU KOTOPBIX
NeiicTBUe BeHJIadaKCHHA HA TEMOIMHAMHYCCKHE TOKA3aTeIM W/WIH METaboM3M MOXKET OBITh
3HAYUMBIM.

[TarueHTOB cienyeT NpeaynpeauTh O HEMEAIEHHOM 00pallleHny K Bpady MO MOSIBICHUN KOXKHON
CBINH, YPTUKAPHBIX 3JIEMEHTOB WIH JIPYTUX AJJIEPTUYECKUX PEAKLIUM.

VY HEKOTOpBIX MAIlMEHTOB BO BpeMs MPUMEHEHHUs BEeHJaakCHHA OTMEUYEHO J0303aBUCHMOE
MOBBIIICHUE apTEPUATBLHOTO JABJICHUS W/WIM TOBBIIICHUE YAaCTOTHI CEPJICYHBIX COKpAIICHUH,
MO3TOMY  PEKOMEHAYETCS  PEeryjsipHblii  KOHTPOJb  apTepUaIbHOTO  JaBJIEHUS U
anektpokapauorpammel  (OKI'), ocoOeHHO B TepuoA YTOYHEHHS WIM TIOBBIIICHHS O3B
BeHJadakcuHa. B OmbITe  MOCTPErucTpallMOHHOTO TMPUMEHEHHsI BeHnadakcuHa (mpu
nepe03upoBKe) ObUTH 3apPETUCTPUPOBAHBI APUTMHUH C JIETAILHBIM UCXOJIOM.

[Tepen Hayamom nNpuMeHeHUs BeHIadaKkCHHA MallMeHTaM C BBICOKHM PUCKOM Pa3BUTHS CEPhE3HBIX
HapylIEHU CEepJEeYHOr0 pHUTMa CJEAYET OLEHUTh COOTHOIIEHHE BEPOSTHOW TOJB3bl K
BO3MOKHOMY PUCKY TIPU TPUMEHEHUH.

[TariueHTH, OCOOCHHO TOXKWIBIC, JODKHBI OBITh TPEAYNPEKACHHI O BO3MOXKHOCTH
BO3HUKHOBEHHS TOJIOBOKPYKEHUS M HAPYIIEHUS YYBCTBA PABHOBECHS C IIENIbI0 MPODUITAKTHKU
TpaBMaTHU3Ma.

Bo Bpems mpumeneHus: BeHiadakcuHa, 0OCOOCHHO B YCJIOBHSX JACTHUIpATAIllUU WM CHUXKCHUS

o0beMa TUPKYIHUPYIONIEH KpPOBH (B TOM YHCIEC Yy TOXWIBIX TAIMEHTOB W TAIUEHTOB,
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HEa/IeKBAaTHOW CEKPELIMHM aHTUINYPETUUECKOTO TOPMOHa.

Bo Bpemsi npumeHeHus BeHinadakcuHa, OCOOCHHO B YCIOBHUSX JETUApPATALMN WIN CHIDKCHHS
o0beMa LUPKYIMPYIOLIEH KpoBH (B TOM 4YHCIE Yy MOXWIbIX IalMEHTOB U NAlMEHTOB,
OPUHUMAIOIIUX ~ JAUYPETHUKH), MOXeT HaONIoJaThCsl TMIIOHATPUEMUS W/MIM  CHHAPOM
HEa/IeKBaTHOW CEKPELMHU aHTUINYPETUUECKOTO TOPMOHa.

Bennadakcun He n3yuyeH y NaleHTOB, HeIaBHO NepeHecINX HH(PAPKT MUOKap/a U MAIUEHTOB C
JICKOMIIEHCUPOBAHHOM  CEpJeYHOM HEAOCTaTOYHOCThIO. TakuM malueHTaM Ha3HayaTb
BeHJIa()aKCUH CIIEYET C OCTOPOXKHOCTHIO.

[IpuMeHeHHE CEIeKTHBHBIX HHTHOUTOpPOB oOpatHOro 3axmara cepotoHumHa (CHO3C) wumm
BeHJ1a(haKCHHA MMAMEHTaMH C CaXapHBIM T1a0eTOM MOJKET BBI3bIBAaTh H3MEHEHHE KOHIICHTPALIUU
[JIIOKO3bI B KpOBH. MOXKeT MOTpeOOBaThCS  KOPpPEKUUs 1036l MHCYJIMHA  W/WIH
TUIOTTIMKEMUUYECKUX CPEACTB Ui IpUeMa BHYTpb.

Bo Bpems Tepanum BeHnadaKCHHOM pPEKOMEHIYETCS BO3JEpXKAThCA OT TMpHEMa JIHOOBIX
AJIKOT0JIbCO/IEPKALLUX HAITUTKOB.

bezonacHocTh 1 3¢ (heKTUBHOCTH MPUMEHEHUS BeHIa(paKkcHa B KOMOMHALIUMY C JIEKAPCTBEHHBIMU
CpeACTBaMH, CHI)KAIOLUIMMM Maccy Tena (Bkimrouas (peHTEpMUH) ycTaHOBIEHbI He Obuiu. He
PEKOMEHAYETCS OJHOBPEMEHHOE TIpPHMEHEHHe BeHJIadaKCHHA M JIGKAPCTBEHHBIX CPEICTB,
CHIDKAIOILIMX Maccy Tena.

JKeHIuHBI 1eTOPOAHOIO BO3pacTa AOJKHBI MPUMEHATh HAJEKHbIE METOJbl KOHTPALEHIMU BO
BpeMs IpUMEHEeHUs BeH1aakCuHa.

[Tpuem nexapctBeHHbIx npenaparoB rpynn CHMO3C/CUO3CH MoXxeT NOoBbIIATh PUCK Pa3BUTHUS
MOCJIEPOIOBOTO KPOBOTEUEHUS (CM. paznensl 4.6 u 4.8).

Paszvacnenus ocobvbix cumMnmomos u cOCmosHull, 803HUKHOGEHUE KOMOPbIX B03MOINCHO NpU
JleyeHuy npenapamom

Cyxocth BO pTy oTmedanack y 10% mnanueHToB, MOJyYaBIIMX BeHJIA()AKCHH. DTO MOXKET
YBEJIMYUTH PUCK Pa3BUTHS Kapueca. [[alneHThl 10JKHBI TIATENbHO COOII0IaTh TUTHEHY MOJI0CTH
pra. IlpumeHenue BeHJadakcMHAa MOXKET BBI3BaTh Pa3BUTHE aKaTH3MM, XapaKTepHU3YIOLIeHcs
CyObEKTUBHBIMH HENPUATHBIMU OINYLIEHUSAMU WM JIBUraTelIbHBIM OECHOKOHCTBOM U
HEO0OXOIUMOCTBIO YacTO JIBUTaThCsl, YTO HEPEAKO COMPOBOKIAETCS HECTIOCOOHOCTHIO CHIETh WU
CTOATH Ha MecTe. B OCHOBHOM 3TO MPOUCXOIUT B T€UEHHUE MEPBHIX HECKOIBKUX HEJEIb JICUECHUS.
[ToBbIieHNEe 103Bl Y MAIIMEHTOB, Y KOTOPBIX Pa3BUBAIOTCS TaKWE CHUMIITOMBI, MOXET BbI3bIBATh
HE)KEJIATEJIbHBIE ITOCIIEICTBUS.

B nane6o-KOHTpOIMpYyeMBbIX KIMHUYECKUX HccienoBaHusXx y 5,3 % mnanueHToB ObLIO

3apCTUCTPUPOBAHO KIIMHUYCCKHM 3HAYMMOE TIOBBIMICHUEC KOHICHTPAIIMU XOJICCTCPUHA B
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CBIBOPOTKE KpoBH. HeoOxoawm KOHTpPOJIb KOHHCHTDQ_[_HP; %e&e&ﬂgtﬁﬂn: zﬁ'nlalTenl,HOM

JICYEHUHU.
Cunopom «ommenni»

Bo Bpems mpekpailieHusi JIieYeHHs] PaclpOCTPAaHEH CHHIPOM «OTMEHbI», OCOOEHHO €CIH 3TO
pe3Koe MpEeKpallleHue Tepanuu. PUCK pa3BUTUSA CHHIpPOMA «OTMEHBD» MOXKET 3aBHCETh OT
HECKOJIbKUX (paKTOPOB, BKIIIOYAS IPOIOJDKUTEIBHOCTD JICUCHUS], BETMUUHY TEPANIEBTHUECKUX 103
U CKOPOCTh MX CHIDKeHHA. OueHb pelKko cOoOoO0IaeTcs O JaHHBIX CHMOTOMAax y TMAalUeHTOB,
KOTOpbIE CIIy4ailHO MPOIYCTUIIN IIPUEM IIpenapara.

CUMIITOMBI CHHJIPOMA «OTMEHBI» 0OBIYHO HACTYIAIOT B TEYCHHE MIEPBBIX HECKOJIBKUX JTHEH mocie
npekpamieHus jedeHus. OOBIYHO 3TH CHMIITOMBI MPOXOASAT B TEYCHHE 2 HEJENb, XOTSA Y
HEKOTOPBIX MAllMEHTOB OHU MOTYT COXpaHAThCS 10 2—-3 MecdaueB u Oonee. Pekomennyercs
MOCTENIEHHO CHIDKATh /103y BeHIadakcuHa MpH MpeKpalleHuH MpueMa Ipernapara - B TEUEHUE
HECKOJIBKMX HEZENIb UM MECALIEB, B 3aBUCUMOCTHU OT BBIPAKEHHOCTH KIMHUYECKUX CHUMIITOMOB
3a00J1€BaHUA.

Cepomonunoswiii cuHOpom

[Tpumenenue BeHnadakcuHa, Kak U APYruX CEPOTOHUHEPTUYECKUX MPENapaToB, MOXKET BhI3BATh
CEpPOTOHUHOBBIM CHHAPOM, MOTEHIIUATIHHO OMACHOE ISl )KU3HU COCTOSIHHE, B OCOOCHHOCTH MPU
OJIHOBPEMEHHOM IIPUMEHEHUM APYTUX JIEKAPCTBEHHBIX CPEJICTB, KOTOPHIE MOTYT IMOBIMSITH Ha
CEpPOTOHHHEPTUYECKUE HEUPOMEIUATOPHBIC CHCTEMbI, TaKWX Kak, uWHruoutopsr MAO
(cm. pasnen 4.5).

CHUMIOTOMBI CEPOTOHMHOBOTO CHHJpPOMa MOTYT BKJIIOYaThb B c€0s M3MEHEHMs IMCUXUYECKOTO
ctaryca (Bo30yxJIeHHe, raJUTIOLUHAIIMY, KOMA), BET€TaTUBHYI0 HEYCTOMUMBOCTH (TaXxuKapaus,
7aOUIIBHOCTh ApPTEPUATIBbHOTO JIaBJICHUS, THIEPTEPMHUsI), HEPBHO-MBIIIEUHBIE paccTpocTBa
(runeppedekcusi, HapylleHHe KOOPAMHALMW) W/WIM KEIyIOYHO-KUIIEYHbIE CHUMIITOMBI
(TomrHOTa, pBOTA, AUapes).

BcnomMorarennHble BelecTBa

[Ipenapar BennagakcuH copepkuT J1akTo3y. JlaHHBIN JeKapCTBEHHBIM Ipenapar He CleqyeT
IPUHUMATh [MAalMEHTaM C pEeAKO BCTPEYAIOIIEHCS HACIEACTBEHHON HENEPEHOCHMOCTBIO

TaJIaKTO3HbI, JIAKTa3HOM HEIOCTaTOYHOCTHIO MIIH III0KO30-TaaKTO3HOM Maﬂba6COp6HHeﬁ.

4.5. BzaumojeiictTBue ¢ JPYrHMH JeKAPCTBEHHbIMHM IpenaparaMd M JApyrue BH/bI
B3aUMO/IeHCTBHUA

Bennadakcun He 00iagacT MOBBIIICHHON CBS3BI0 ¢ O€JIKaMu IMJIa3Mbl KPOBH, MPAKTUYECKU HE
ITIOBBIIIACT KOHIIeHTpaIII/IIO O)IHOBpeMeHHO HpI/IMeHSIeMI)IX HeKapCTBeHHI)IX Cpe)ICTB, JJISI KOT OpHX

XapaKTEpHa BBICOKAs CBA3b C OeaxaMH IIa3Mbl KpOBH. Knuangeckn 3Ha9MMOTO BSaI/IMOI[eI\/’ICTBHSI
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Oera-agpeHoOIOKaTOpaMH, WHTUOMTOpAaMH  aHTHOTEH3MHIIpEBpaIlaoumero  QgepmMeHra u
JUYpPETUKaMH) M TUIOTIIMKEMHUYECKHMH CpEICTBaMH He BbIABIEHO. Crienyer coOaroaaTh
OCTOPOKHOCTh IIPU OJHOBPEMEHHOM NPUMEHEHUHU C APYTrMMH JIEKapCTBEHHBIMHU IIpenapaTrami,
BIMSIIOIMMHM HA LIEHTPAIbHYIO HEPBHYIO CHUCTEMY, IIOCKOJIbKY KOMOMHAalMM BeHIadakcuHa ¢
TaKUMH IpernapaTaMy HE U3Y4EHBI.

Hueubumopvr MAO

[TpoTuBONIOKAa3aHO 0OHOBpeMeHHOe IPUMEHEHNE BeHIa(akcHa ¢ nHruouropamu MAO, a Takxke
B TeueHue 14 qHeil mocie ux OTMEHbI (BEPOSTEH PUCK Pa3BUTHS TSKENBIX MOOOUHBIX YPPEKTOB
BIUTOTH JI0 JIETAIBHOTO Mcxo/a). Tepanuto naruouropamu MAO MOKHO IPOBOJAHUTH HE MEHEE YeM
yepe3 7 JHE 1mociie OTMEHbI BeHnadakcuna. [Ipuem BeHnadakcuHa J0KeH ObITh IpeKpalieH, 1o
KpaitHeil Mepe, 3a 7 qHEH 10 Hayana NpUMEHEHHS] 00paTUMBIX CEIEKTUBHBIX HHTHOMTOpOB MAO
(mokmobOemuy). Cmabo oOpatuMblii W HecelneKTHUBHBIM wuHruOMTOp MAO nuHE30IUA
(TPOTUBOMUKPOOHOE CPENICTBO) U METHUIICHOBBIN CHHUI (BHYTpHMBEHHAs JIEKapCTBEHHasi popma)
TaKXe He PEKOMEHYIOTCS JIJIsl OJJTHOBPEMEHHOTO IIPUMEHEHUS C BEHIa(paKCHHOM.
Cepomonunepeuueckue cpedcmea

Crnenyer ¢ OCTOPOXKHOCTBIO OTHOCUTBCSI K OJHOBPEMEHHOMY IPUMEHEHHUIO JIEKapCTBEHHBIX
CPEJCTB, KOTOpPHIE BIIMAIOT HAa CEPOTOHMHOBYIO CHUCTEMY MEAMATOPOB, TaKUX KaK TPUITAHbI
(cymarpunrtan, 3oiamurpuntad u apyrue), CHMO3C u wuHrHOMTOpHI OOpaTHOrO 3axBara
ceporonnHa u HopagpeHaiuHa (MMO3CH) (oTmeuanuch MNpOAOIKUTENbHBIE CYIOpPOTH),
TPULIMKIMUYECKUE aAHTHUICTIPECCAHThI, JUTUH, CHOyTpaMMH MM (EeHTaHWI (M €ro aHajloru
nekcrpomeTopdan, TpamMajoa U APYrHe), a TakkKe HU30bITKA MCTOYHUKOB TpuntodaHa BBUAY
YCUJIEHUS! TOTEHUMAIBHOTIO PUCKa BOSHUKHOBEHHSI CEPOTOHMHOBOI'O CUHIPOMA.

Omanon

Bo Bpewmst neuenns BeHs1ah)akKCHHOM CIIE1yeT MOJTHOCTBIO UCKITIOUUTh 3TAaHOI (IKOT0JIb). DTaHOI
YCUJIMBAET HapyIIEHUS ICUXOMOTOPHBIX (PYHKINH, KOTOPbIE MOKET BI3bIBATh BEHIa(PaKCHH.
Jlumuu

[TpenapaThl TUTHS HE OKa3bIBAIOT 3HAUUTENILHOTO BIMSAHUS HA (PapMaKOKMHETHKY BeHJIapaKCHHA.
Juazenam

He BbIsiBNIeHO BAMSHUS qua3enama, IpUHUMAaeMOT 0 BHYTpPb, Ha (hapMaKOKWHETHKY BeHlapaKkcuHa
u O-necmermnsennadakcuna (O/IB) u, Hao60poT, BeHnadakcuH He U3MEHSUT PapMaKOKHMHETHUKY
nuasernaMa M ero MertabonuTa AecMmeTmiauasenama. Kpome Toro, mpuMeHeHHe OOOMX 3THX
IpenapaToB He YyXYAMAET NCHUXOMOTOPHBIX M TICUXOMETPHUYECKUX A(PQPEKTOB, BHI3IBAEMBIX
JTMA3eraMOM.

Lumemuoun
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MeTaboaM3Ma MpHU <«IIEPBHYHOM TPOXOXKACHUU» BeHIadakCcMHa depe3 MedeHb. Kimpenc
BeHyiadakcuHa Tpu  npueme BHYTpb cHmkancs Ha 43%, a AUC (miomans mof
(apMaKOKHHETHYECKON KPUBON «KOHIICHTPAIIHS-BPEMS») U MakcuMaibHast KOHIEHTPAIUS (Crmax)
B IJTa3Me KPOBH JIAaHHOTO Tpernapara yBennuuBaiack Ha 60%. OmHako, mo100HOE BO3/ICHCTBHE HE
nposiBisuiock B otHomenuun OJIB. ITockonbky obmias aktuBHOCTH BeHnagdakcuHa u OJIB, kak
0’KU/Ia€TCsl, TOBBICUTCS MPH ATOM JIMIIb B MaJIOW CTENICHH, TO KOPPEKIMH J03bI 17151 OOJIBIINHCTBA
OOBIYHBIX MAlMEHTOB He mnoTpedyercs. OAHAKO MalMeHTaM C HMeoIelcs (BBISIBICHHOMN)
apTepHalIbHON TUINEPTEeH3HeH, MOXKWIbIM MallMeHTaM M TeM, Y KOTO HMEIOTCS HapylIeHHUS
(GYyHKLIMY TIEYSHH WK TTOYEK, BO3MOKHA KOPPEKLUS 1036l BeHIadakcruHa.

T'anonepuoon

B uccnenoBanuu, rae BeHnagakCuH NPUMEHSIICS B CTaJIMU PABHOBECHOM KOHIICHTPAIMH ITPU J103€
150 mr B cyTkH, HAOIIOAAIOCH CHUKEHHE OOIIET0 KIMPEeHca rajonepua0ia IPUHIATOTO BHYTPb Ha
42% mnocne no3sl 2 1; mpu 3ToM AUC Bo3pacrtana Ha 70%, a Cmax Bo3pactana Ha 88%, mpu 3TOM
neproxa nonyBeiBeaeHus (T12) ramomnepuaona HE HU3MEHSUICS. DTO CIEAYET YYMTHIBATH JIJIsI
MPABUJILHOTO BBIOOPA JI03bI raioNepHI0Ia.

Hmunpamun

Bennadakcun He yxymmaer (papMakOKHHETHKY HMHUIpPaMUHA H  2-THAPOKCHHMHUIIPAMUHA.
Onnako AUC, Cmax 11 Cmin (MUHUMaITbHAsI KOHIIGHTpPAIUS ) AeCUIIpaMiHa (aKTUBHOTO METa0O0INTA
UMUIIPAMHUHA) BO3pPACTAlOT NpUOIM3UTENHbHO Ha 35% mpu OJHOBPEMEHHOM MPUMEHEHHH C
BeHsaakcuHOM. Bozpacrtaet Taxxke ot 2,5 no 4,5 pa3 (B 3aBUCMMOCTH OT J103bl BeHJIadaKkcHuHa:
37,5 mr Ha 12 yacoB wiu 75 Mr Ha 12 4yacoB) KOHIEHTpalus 2-TUAPOKCHAECUIIpAMHHA, HO
KJIIMHUYECKOE 3HaUeHHE JaHHOTO (pakTa HEU3BECTHO.

Memonponon

[Ipy OOHOBpEMEHHOM TNPUMEHEHUH METOIpOJioia M BeHladakcuHa cleayeT coOIraaTh
OCTOPOKHOCTb, TaK Kak BCIEACTBHE (PAPMAaKOKMHETUYECKOTO B3aUMOJICHCTBUS KOHIEHTpAIUs
METOMNpOoJIojia B IUIa3Me€ KpOBH yBenuuuBaercs npumepHo Ha 30-40%, 0e3 wu3MeHeHUs
KOHIIEHTPALlMH €r0 aKTUBHOTO MeTaboIuTa o-TuApoKcUMeToIpoiona. Knunudeckas 3Ha4uuMOCTh
JAHHOTO B3anuMoJieicTBUs He n3ydena. Metomnpomnon Biusier Ha AUC Bennadakcuna u O/B.
Pucnepuoon

[Ipy oAHOBpEMEHHOM MPHUMEHEHUU C pucnepugoHoM (Hecmorpss Ha yBenmuueHue AUC
pucriepuoHa)  ¢apMakOKMHETHKAa  Mapbl  AaKTUBHBIX  MOJEKyl1  (pucmepupoHa H
9-TUPOKCUPUCTIEPUIOHA) CYLIECTBEHHO HE MEHSETCS MpPH OJHOBPEMEHHOM INPUMEHEHUH C
BeHJIa(paKCUHOM.

Knozanun
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OPUMEHEHUH C KJIO3allMHOM €ro KOHLIEHTpAalMs B IUIa3M€ KpPOBH YBEIMUYUBACTCA. ITO
MPOSIBIISICTCS. B yCUJICHUH TMOOOYHBIX 3(PQPEKTOB KJIO3aMHMHA, OCOOCHHO B OTHOIICHUHU
BO3HUKHOBEHUS CYI0POT.

Hnounasup

[Tpu oHOBpEMEHHOM MPUMEHEHUU MeHseTcs papmakokuHeTnka nHanHaBupa (AUC cHuxaercs
Ha 28%, Cmax yMeHbmmaerca Ha 36%). YV BennadakcuHa W3MeHEHHS (HapMaKOKWHETHKH HE
HaOmronaercs. KnuHauueckoe 3HaueHue 3Toro (pakra HEU3BECTHO.

Kemoxkonaszon

HccnenoBanust (papMaKkOKMHETUKM TPU OJHOBPEMEHHOM TPUMEHEHHH C KETOKOHA30JI0M
[OKa3aJl0 TOBBIIICHUE IUIA3MEHHBIX KOHIEHTpanuii Bennadakcuaa u OJIB y 310poBBIX
JOOpOBOJIBIIEB, Y KOTOPBIX HM3HAYaJIbHBIA MeTabosnu3M ¢ ydactueM uzodepmenta CYP2D6
apnsercss kak xopommMm (X-Mert), Tak u wioxum (II-Met). B wactHocT, Cmax BeHadakcuHa
Bo3pacia Ha 26% y X-Mert u Ha 48% y [1-Mert. 3nauenust Cmax O/IB Bo3pocnu Ha 14% u 29% y
nobpoBonbiieB X-Met u [1-Mert, coorBerctBenHo. AUC BennadakcuHa Bo3pocna Ha 21% y
X-Mert u Ha 70% y II-Mert. 3nauenust AUC O/IB yBenuunnuch Ha 23% u 33% y 100poBOIIbLIEB
X-Mert u II-MeT, COOTBETCTBEHHO.

Cpeocmea, enusaowue Ha CEEPMBIBAIOWYIO CUCIEMY KPOBU U DYHKYUIO mMpomOOyumos
(necmepouodnvie npomusogocnanrumensvrule npenapamsl (HIIBII), ayemuncanuyunosas kucioma
U npoyue aHmMuKoazyisiHmMbl)

CepOoTOHUH, BBIACHSAIONIMNACA TPOMOOIMTAMHU, UIPAaeT BAXKHYIO POJIb B reMocTa3e (OCTaHOBKE
KpoBOTeUeHHUsI). Pe3ynbTaThl SNIMAE€MHUOIOIrMUECKUX UCCIIEOBAHUN IEMOHCTPUPYIOT B3aUMOCBS3b
MEXJy HNPHEMOM IICUXOTPOIHBIX IpenapaToB, KOTOPbIE BMEIIUBAIOTCA B OOpaTHBIM 3axBaT
CEepOTOHMHA, U YaCTOTONW KPOBOTEUEHUH B BEPXHUX OT/eNaX jKeIyA0YHO-KHIIEYHOT0 TPaKkTa. JTa
B3aMMOCBSI3b  YCHJIMBaeTcs, eciau ojaHoBpeMeHHO mnpumenstorcs HIIBII, mnpenapatst
AlETUICATMIIMIOBOM KHCJIOTHl WJIM IMPOYME AHTUKOAryJsHThI. JlOKa3aHO NOBBILIAETCS PHUCK
KkpoBoTeueHui pu ogHoBpeMeHHoM npuMeHeHnu CO3C u MO3CH (Bkitouast BeHnadakcuH) ¢
BapdapuHom. [lanmeHTbl, KOTOpBIE NPUHUMAIOT BapdapuH, IOJKHBI HAXOIUThCA IOJ
TIIATEIbHBIM KOHTPOJIEM MPOTPOMOMHOBOTO BPEMEHH W/WIIM YACTUYHOTI'O TPOMOOIUIACTHHOBOTO
BPEMEHHM, OCOOEHHO KOIJla HAYMHAETCSl WJIM 3aKaHYMBAETCS COBMECTHOE IPUMEHEHHE C
BeHJIa(paKCUHOM.

Bzaumooeticmeue ¢ Opy2umu  J1€KAPCMBEHHbIMU CPeOCMEAMU HA YPOGHE  U3VUEHHO20
Memabonuzma ¢ uzogepmenmamu cucmemul yumoxpoma P450

OcHoBHble ITyTH MeTabosn3Ma BeHnadakcuHa BkioyatroT nzopepmentsl CYP2D6 u CYP3A4:

NEePBBIN U3 HUX MpEBpallaeT BeHIa(akchH B ero akTUBHBIA MeTabonut O/IB, a BTopoii sBnsercs
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oOpa3yer mpoaykt N-gecMmeTuinBeHIaQakCUH ¢ HU3KOW (HapMaKOIOTUYECKOW AKTUBHOCTBIO.
Pe3ynbraThl AOKIMHMYECKHX HCCICAOBAHUM TOKa3ald, a 3aTeéM 3TO ObLJIO MOITBEPKACHO
KIIMHUYECKH, YTO BEHJIA(DaKCHH SBIISETCS OTHOCHTEIBHO CIa0bIM MHTHOUTOPOM H30(epMeHTa
CYP2D6. IlostomMy npu NOPUMEHEHHMH C YMEPEHHO MOJABISIONIMMUA AKTUBHOCTH HATOTO
n30(epMeHTa JIEKAPCTBEHHBIMU CPEACTBAMU (CM. BbIIIE WHPOPMALMIO C UMUIIPAMHHOM), WU B
cllydyae ¢ TalMEeHTaMH C TeHETUYEeCKH OOYCJIOBJICHHBIM CHIDKEHHEM (YHKIHMHM H30(epMeHTa
CYP2D6, koppekuuu 1036l BeHyadgakcuHa He TpeOyeTcs, Tak KaKk CymMMapHash KOHIIEHTpaIus
NEHCTBYIOIIEro BellecTBa M aKTUBHOrO MeTtabonurta (Bewnadaxcuna u OJIB) mpu sToMm
CYIIECTBEHHO HE MEHSETCA. DTO MOJIOKHUTEIBHO XapaKTepu3yeT BeHIa(akCuH MpU CPaBHEHUU C
OpyrumMu  a"tujenpeccantamu. Cremayer coOmoaTb OCTOPOXXHOCTh IPH  OJHOBPEMEHHOM
NPUMEHEHUU ¢ TakuMu HHruoutopamu uzodepmenta CYP2D6, kak XUHUAMH, NapOKCETHUH,
¢biryokceTHH, rajonepuaoi, nepdeHasut, IeBOMENPoOMa3nH, Tak Kak B 3TOM cllydae BeHiadakcHH
MO’KET MOTEHUUAIbHO MOBBIIIATH MJIA3MEHHYIO KOHIIEHTPAIMIO 3TUX CyOCTpaTOB M30(epMeHTa
CYP2D6. B coueranuu C JICKQpCTBEHHBIMH CPEICTBAMH, YIHETAIOIIUMU 00a m30(epMeHTa
(CYP2D6 u CYP3A4), tpebyercsi cobmonaTh 0coOyr0 OCTOPOKHOCTh. Takue JeKapcTBEHHbIE
B3aMMOJICHCTBHUS TIOKa HEIOCTaTOYHO M3YYEHbl, M B OJTOM ClIy4ae TaKoe COuYeTaHUe
JIEKapPCTBEHHBIX CPEJICTB HE PEKOMEHAYETCSl.

K Tomy >xe BenmadakcuH He monamisier akTuBHOCTH m3odepmentoB CYP3A4, CYPIA2 u
CYP2C9, mosToMy C TakuMH JIEKapCTBEHHBIMH CpEICTBAMU Kak ainpo3oiiaM, Ko(deuH,
kapOamasenuH, JuasenaMm, TonOyTamua, Tep(eHaauH 3HAYMMOTO B3aUMOJCHCTBUS He
HabJr01aeTcsl.

B3aumoselicTBue ¢ K€TOKOHA30J10M OMKCAHO BbIlle. AHAJIOTUYHOE BIMSHUE MOTYT OKa3aTh TaKue
uHru6uropsl nzopepmentoB CYP3A3/4, kak UTpaKoHa30I1, PUTOHABUD.

Ilpouue 63aumoodelicmsaus ¢ pasmuyHbIMU CONYMCMBEYIOWUMU Mepanesmuieckumu paxmopamu u
nuuet

Ha ¢one npumenenuss BennadakcuHa cheayeTr coOoaTh OCOOYI0 OCTOPOXKHOCTh TpHU
IPOBEIECHUH HJIEKTPOCYAOPOXKHOM Tepanuu, Tak Kak ONbIT NIPUMEHEHHUs] BeHJIapaKCHHA B 3TUX
YCIIOBUSAX OTCYTCTBYET.

3HAYMMOTO BIMSIHUS Pa3IMYHBIX BUOB IMUILM HA BCachbIBaHKE BeHJIa(hakCHHA U €0 OCIeAYIoIIee
npespauienre B OJIB He BbaieHno. [luma (kak mpaBmiio, ¢ BBICOKMM cojepxaHHeM Oeka,
HaIpUMep: TBEPbIE ChIPHI, UKpa PBIO, MH/EIKA), a TAK)Ke MUIIEBbIE T0OABKHU U (PUTHEC-PAIIOHBI,
SIBJISTIOIINECS TIOBBIIIEHHBIM UCTOYHUKOM TPHUNTO(aHa, NOTEHIIMAIBHO CIOCOOCTBYET OOJbIIeH
BbIpa0OTKE B OpraHM3Me CEpPOTOHMHA, YTO MOXKET YCUIIMBATh MOOOYHBIE CEPOTOHUHEPTUYECKUE

s dexTr BeHmadakcuna.
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BeHJIahaKCMHA OJHOBPEMEHHO C JIEKaPCTBEHHBIM CPEICTBOM 3BEpOOOI MPOJBIPSBICHHBIN
(TpaBoil MM pa3HOTO PO MpenapaTaMy U3 HET0), TAKOE COUeTaHHE HE PEKOMEHIyeTcsl.
HmeroTcst cOOOIICHUST O JIOKHOIOJIIOKHUTEIBHBIX PE3yJbTaTaX HMMYHOXPOMATOIrpaduueckoro
9KCIIPECC-TeCTa MOYM (TECT-NOJOCKH) Ha (EHIMKIMAMH W aM(eTaMHHBl Y NalUCHTOB,
NPUHUMAIOIIMX BEHJIA(QaKCHH, MPHYEM JaXe 4Yepe3 HECKOJIbKO JHEW MOoCiIe OTMCHBI
BeHs1aakcuHa. JTO MOXKET OBITh OOBSCHEHO HEAOCTATOYHOU CIIEHU(HUYHOCTHIO TAHHOTO TECTA.
OtinunTh BeHnapakcuH OT (QEHIUKIHINHA U aM()ETAMHHOB MOXKET JIMIIb ITOATBEPIKIAONIHI
TECT, IIPOBE/ICHHBIN B CIICIIHAITN3MPOBAHHON aHTUIONUHIOBO J1a00paTOPHUH.

ITo UMCIOIIIUMCA Ha CeFOI[HSIH_IHI/Iﬁ JCHb JaHHBIM, BeHHa(baKCI/IH HC IPOABHII cebsl B Ka4ecTBe
npernapara, BBI3BIBAIONIETO JIEKApPCTBEHHOE 3JIOYNOTPEOJICHHE WM INPUCTpacTHe (KaK IpH

JOKIIMHHUYCCKOM HCCJICAO0BAaHHN a(i)(l)I/IHI/ITeTa K peucnropam, TaKk U B KJIMHUYECKOH HpaKTI/IKe).

4.6. DepTUIBHOCTD, 0€PEMEHHOCTD U JTAKTALHSA

bepemeHHOCTD

Bennadakcun npoTHBOMOKa3aH OEPEeMEHHBIM U KEHILIMHAM B IIEPUOJI TPYIHOTO BCKAPMIIMBAHUSA,
Tak Kak 0e30MacHOCTh MPUMEHEHHUs BeHIa(akCHHAa HE YCTAHOBJICHA B JIOCTATOYHOW CTETEHH,
BBHJIy OTCYTCTBUS aJICKBATHO MPOBEACHHBIX KOHTPOJIHMPYEMBIX KIMHUYCCKUX MCCIICOBAHUNA Ha
JIOCTATOYHO OOJIBIION BRIOOPKE TAKUX MAIIMEHTOK. DTO KacaeTcsl 3J0POBbhs, KaK MaTepH, TaK U, B
OoJibIiel cTeneHu, Toaa/pedeHKa.

JKeHIHBI JETOPOHOTO BO3pacTa AOKHEI OBITh IPEAYIPEXKIEHBI 00 ITOM JI0 Hayalla Teparuu,
ClIeTyeT HEMEIJICHHO OOpaTUThCS K Bpady B cliydae MOATBEPkACHUS (hakTa OEPEMEHHOCTH HITU
TUTAHUPOBAHKS OEPEMEHHOCTH B IEPUO/T TEPAITUU BeHJIA(DAKCHHOM.

Ha mpakTuke BcTpeuaroTcs ciydyad Ha3HadeHHsl BeHiadakcuHa BO BpeMsi OEpeMEHHOCTH U
HE3aJI0JITO /IO PO/IOB, KOT/Ia B KOHKPETHON CUTYAIIUH OXH1aeMasi ToJIb3a JJIsl MaTepH MPEBbIIIaeT
MOTCHIMATBHBIA PUCK JIIS IUI0JIa. B 3THX Cilydasx y HOBOPOXKIEHHBIX YacTO HaOJIOalINCh
OCIIO)KHEHHS, KOTOphIe TpeOOBaIM: YBEIUYCHHE CPOKOB TOCHUTAIM3AINU, MOIJICPKAHUS
JBIXaHUS U KOPMIIEHUS uepe3 30H. [JJaHHbIe OCI0KHEHHUS MOTYT Pa3BUBAThCSI Cpa3y MOCIE POJIOB
U XapaKTepHbl Tak)Ke B Cilydyae mMpueMa APYrux aHTuaenpeccantoB u3 rpymnnsl MO3CH wnun
CUO3C (ne conepxamux BeHnadakcuHa). B mogoOHBIX ciaydasx COOOIIATOCh O CIETYIOIINUX
KIIMHUYECKUX CUMIITOMAaX Y HOBOPOXKICHHBIX: PACCTPOMCTBO (DYHKIIMM BHEIIHETO JIbIXaHUS,
[[MaHO3, alHOd, CYIOpPOTH, HECTAOWILHOCTh TEMIEepaTyphl, TPYIHOCTH KOPMJICHHS, PBOTA,
TUTOTJIMKEMHSI, MBIIIEYHBI TUTIEPTOHYC U THIIOTOHYC, rumneppedaercus, TpeMop, ApoKaHUe,
Pa3apaXKUTEIILHOCTh, BSUTOCTh, MOCTOSHHBIA IUTa4, COHJIMBOCTh Wi OceccoHHUIaA. [lomoOHBIE

HapyIIEHHUs MOTYT CBUETEIbCTBOBATh O CEpOTOHMHEprudyeckux 3¢ dexrax Bennadaxcuna. Eciu
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MY OTYETY

HE3a/I0JIT0 JI0 POJIOB, Y HOBOPOXKIECHHOTO MOXKET BO3HHKATh CHUHAPOM «OTMEHBI». Y TaKOro
HOBOPOXJCHHOTO  CJIEIYeT MCKIIOUWTh HAJMYUE  CEPOTOHMHOBOTO  CHHIpPOMA  WIIU
3JI0KQYECTBEHHOTO  HEHPOJIENITUYECKOTO  CHUHApPOMA.  ODNUAEMHUOJIOTMYECKHE  JTaHHBIC
CBHUJIICTEILCTBYIOT 0 ToM, 4To mpumeHeHne CHMO3C Bo Bpemsi O€peMEHHOCTH, OCOOCHHO Ha
MO3JHUX CPOKaX OCEpPEeMEHHOCTH, MOXET VYBEIMYUTh PHUCK TEPCUCTUPYIOUICH JErOYHOMN
TUTIEPTEH3UU Y HOBOPOKICHHBIX.

Jlannble HaOMIOICHUN YKA3bIBAIOT Ha MOBBIIICHHBIN (MEHEe YeM B 2 pa3a) pUCK MOCIEPOIOBOTr0O
KpoBOTeUeHHS mocie npuMmeHeHus: npernaparoB rpynnsl CUO3C/CHUO3CH B TeueHue OJIHOTO
Mecsila 10 poJioB.

JlakTanus

Bennadakcun u ero aktuBHbIA MeTabonut O/IB BBIIEISIOTCS B TPYIHOE MOJIOKO.

[Tpu HEOOXOAUMOCTH IPUMEHEHHSI BeHJIahakCHHA B IEPHO/] JIAKTALIUU, TPYTHOE BCKapMIUBAHUE

HE00XO0UMO MPEKPATUTD.

4.7. BiusiHHe HAa CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CPeICTBAMHM M padoTarh ¢
MeXaHHU3MaMH

[IpenapaTt okaspIBaeT BIMSIHHE Ha Ncuxodu3mueckue crnocoOHocTu. CleayeT y4uThIBaTh, YTO
mr00ast IeKapCTBEHHAs Tepanus MCUXOAKTUBHBIMHU IperapaTaMi MOXET CHHU3HTh CIIOCOOHOCTB
BBIHECCHMSI CY>KACHUHN, MBIIUICHUS WM BBIIIOJHEHUS ABUTaTEIbHBIX (QYHKIIMH.

OO0 »TOM crenyeT npeaynpeaAnTh MalueHTa epel HadyanoM jgeueHus. [pyu BO3SHUKHOBEHHH TaKUX

3(1)(1)€KTOB CTCIICHDb U AJINTCIBHOCTD Ol“paHI/ILICHI/II\/JI JOJIZKHBI OLITH YCTaHOBJICHBI Bpa4OM.

4.8. HexkenarejibHbIE peakKUNU

Pe3roMe HeXeIaTeIbHbIX PEeaKIui

YacToTa HEXeNaTeIbHBIX PEaKIUii MpHUBEIeHa B BHIE CIEAYIOIEH Tpajaluu: ouers yacmo (>
1/10); wacmo (> 1/100, vo < 1/10); neuacmo (> 1/1000, vo < 1/100); peoko (> 1/10000, o <
1/1000); ouens peoro (< 1/10000); uacmoma neuzeecmna (He MOXKET OBITH OllCHEHA HA OCHOBE

UMCIOIINXCA I[aHHBIX).

Kaace cucreMbl Ouenpb Yacrto HeuacTto Penko Ouennb YacroTa
OpPraHoB 4acTo peako HEU3BeCTHA
HapymeHI/m CO KpOBOI/IB- KPOBOUBJIHAHUA B
CTOpPOHBI KpPOBU H JINSAHUA Ha CIIU3UCTHIC
TMM(paTHIECKOH KOXY 000104KH,
CHUCTEMBI (3KXMMO3BI) YAJINHEHUE
BPEMEHH
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FALE b L

{OCRERCHATERBHOCTRAGL,
)
TPOMOOIUTOIICHUS,
MATOJIOTUICCKHE
U3MCHCHUS  KPOBH
(BKITIOUast
arpaHyJoIKUTO3aI-
JacTUYecKast
aHeMusl,
HEUTPONEHUS u
MAHIIATOTICHUS
DHIOKPUHHEIC CHUHJIPOM
HAPYIICHUS HeaJICKBaTHOU
CeKpeLuu
AHTUANYPETUUECKO
ro rOpMOHa
Hapyienust co MOBBILICHHE YBEIHUCHUE yBeIH4Ye | TMIOHATPUEMHUS
CTOPOHBI KOHI[CHTPAI[MK | MacChl Teja HUE
MeTabou3mMa u XOJIECTEPHHA, coziepka
MUTAHUS CHIDKCHHE HUS
MAaccChl Tena MPOJTAKT
HHa
INcuxudeckue HEOOBIYHBIC amnarus, TICUXOMOTOP CyHIIUIATIbHBIC
HapyIICHHS CHOBH/ICHUS, KUTALHS, HOE MBICITH u
CHIXKEHHE rajuTiolMHALl | BO30YKACHH MOBE/ICHHE,
B3 (3701 (o 7071 e arpeccus, Open
JIeTiepCoHan3a
st
Hapymenus co | rojoBHas TOJIOBOKPY)KEHH | MHOKJIOHYC, | aKaTH3us, 3JI0KaYEeCTBEHHBIN
CTOPOHBI HEPBHOH | 00Jb e, TmapecTes3ws, | HAPYUICHUE | DIHJICITHYC HEHPOJICITUICCKUI
CHCTEMBI CTyTIOD, KOOpJIMHAIM | CKHE cuaapom  (3HC),
MOBBILICHHE U JBIDKCHUI | NPUMAIKH, CepOTOHUHOBBIH
MBIIIEYHOTO u MaHHUAKaJIbH CHUHJIPOM,
TOHYCa, TPEMOD, | PABHOBECHS | bIe pEaKIuu 9KCTpAITUpaMHUIHbIC
OeccoOHHHIIA peakmu (B TOM
MOBBIIICHHAS 4ucae AUCTOHUS |
BO30YIMMOCTb, JIUCKUHE3HS ),
CIIyTaHHOCTh O3 THSAS
CO3HAHUS JUCKUHE3HS
Hapymenus co HapyIICHHE 3aKPBITOYTOJIbHAS
CTOPOHBI ~ Oprana AKKOMOJIAIIHH, riaykoma
3peHHs MUJIpHa3,
HapyIICHHE
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13§y

B tOCREACEATENBHDCTE 000
Hapymenus co yM WU
CTOPOHBI  Oprasa 3BOH B yIIax
ciyxa u nabupuHTa
Hapymenus co TaxuKapausi | OOJb B rpynu yIUIMHEHUE
CTOpPOHBI cepIa HMHTEpBaa QT,
¢ubdpmUIAIsI
KEITYIOIKOB,
KEITyIOIKOBas
TaxXuKapaAnsi
(BKITIOUast
JIByHAIPaBICHHYIO
TaXUKapIUIo)
Hapymenus co BBIpa)KEHHOE MoCTypasibHa BBIpa)KEHHOE
CTOPOHBI COCYAOB MOBBILICHHE S CHIDKCHHE
apTepHaIBbHOTO | TUIOTEH3H, apTepHaIbHOTO
JIaBIICHUS, 00MOpOK JIaBIICHUS
THIICPEMHUS
KOXKHBIX
MIOKPOBOB
Hapymenus co 3€BOTAa, HHTEPCTHULIU
CTOPOHBI OpOHXWT, aJbHbIC
NBIXaTeJIbHON OJBIIIKA 3a00JI€BaHUA
CHCTEMBI, OpIaHOB JETKUX "
TPYIOHOW KIETKH W 503MHODUITH
cpemocTeHus Hast
ITHEBMOHUS
Kenynouno- TOIITHOTA, CHIDKEHHE OpyKcu3M, MaHKPEaTHT
KHUIIEYHBIE CYXOCTh BO | ammeTuTa rapes,
HapyUIECHUS pTy (aHOpEKCHS), HapyuleHUe
3armop, pBoTa BKYCOBBIX
OILYILIEHUH
Hapymenus co TernaTuT N3MEHEHHE
CTOPOHBI TEYEHH W 71ab0PaTOPHBIX
KETIEBBIBOSIINX npo0 rnedeHu
nyTen
Hapymenns CO | MOBBIIIEHH ayormenus, MHOTO(OpMHast
CTOPOHBI KOXH U | 0e AQHTHOHEBPO IpuTeMa,
IIOJIKOXKHBIX TKaHEN | MOTOOTHEI TUYECKUI TOKCUYECKUI
€Hue orek  (OTeK 3MUAEpMaNbHbIN
Ksunke), HEKPOJIU3, CUHAPOM
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e (MOCTEROBATENGHOETRAAIT)
¢dorocencud JI)xoHCOHa,
WIIN3alNH, KO>KHBIH 3yn,
OBICTPOIIPOX KpanuBHHIIA,
ojsmas aHa(UIIaKTHYECKUE
KOXKHas peakin
CBITb
Hapymenns co pabnomuonms3
CTOPOHEI
MBIIIEYHOM,
CKeJIeTHOU u
COETUHUTEIIBHON
TKaHH
Hapymenus co JI3YpUYECKUE 3ajiepiKKa HelepKaHue
CTOPOHBI TIOYEK H paccTpoiicTBa (B | MouH MOYH
MOYEBBIBOIAIINX OCHOBHOM
Iy TeH 3aTpyIHECHUS B
Havaie
MOYEHUCITYCKaHH
),
MOJUTAKHYPHSE
bepemenHnocts, IIOCIEPOAOBOE
TIOCIIEPOIOBBIN KpOBOTCUCHHE*
TIeproz n
TIeprUHATaJIbHbIE
COCTOSTHUS
Hapymenus co HapyIlIeHHe HapylIeHHe
CTOPOHBI asKymsuuu/opra | oprazma  (y
PenpOLyKTUBHOM 3M (y MYX4UH), | )KEHIIHH)
CHUCTEMBI u OPCKTUJIbHAA
MOJIOYHOH JKEJe3bl JTUCHYHKIHUS
(uMmoTeHINN ),
aHOpra3Musi,
HapyIICHHS
MEHCTpYyaLuii,
CBS3aHHBIC C
YBEJINYCHHBIM
KPOBOTCUCHUEM
I
YBEIMYECHHBIM
HeperyJIsIpHbIM
KpPOBOTEUCHUEM
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L

e R
(MeHOpparus, A NTEL L ER TENTERATATD UUUT)
METpopparus)

OOurve HapyIIeHUs CI1aboCTh,

U PEaKIUH B MECTe MOBBIIIEHHAS

BBEIICHUSI YTOMIISIEMOCTb,
03HO0

* TaHHOE HEeXeaTeJIbHOE SBJICHUE 3apETUCTPUPOBAHO KaK Kiacc-3(h(eKT i npemnapaTroB TpyIn
CHUO3C/CHO3CH (cM. pa3nen 4.6).

OTtMeHa JIeueHust

[Tpu mpekpaleHny MPUMEHEHHUs Tperapara, pe3Koi OTMEHE WU MPH CHUKCHHU JI03BI MOTYT
HAOIOIaTBCS CHUMITOMBI, KOTOpPHIE OTHOCATCS K TaK HAa3bIBAEMOMY CHHAPOMY «OTMEHBI»:
MIOBBIIIICHHAs] YTOMJIIEMOCTh, ACTEHUs, T'OJIOBHAash 0O0JIb, TOJOBOKPY)KEHHUE, HApPYIICHHsS CHa
(COHJTUBOCTB MJIM OECCOHHUIIA, 3aTPYTHCHHUE 3aChINIAHUS, MTOSIBIICHUE HEOOBIYHBIX CHOBHJICHHIA),
TUTIOMAaHUsI, TPEBOTA, aKUTAIUs (ITOBBIICHHAS HEPBHAS BO30YAMMOCTh M Pa3paKUTCIBHOCTD),
CIIyTaHHOCTh CO3HAHMWS, IapecTe3usi (CIOHTAHHO BO3HUKAIOIIEE HEMPUATHOE OIIyIICHUE
OHEMEHWsI, TOKAJIBIBAHUS, HOKEHUSI, ITOJI3aHUsI MypalleK U T.II.), MIOBBIIICHHOE MMOTOOT/CIICHHE,
CYXOCTh BO PTY, CHIDKEHHE allleTUTa, TOIIHOTA, PBOTA, Auapes (OOJBIIMHCTBO 3THUX PEaKIUi
BBIPQ)XCHBI HE3HAYUTEILHO U HE TPEOYIOT OTMEHBI TIperapara).

COO6HI€HI/I€ 0 ITOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxxHo coo0mare 0 MOJ03pEeBAaEMbIX HEXKENATENbHBIX PEaKIUsAX IOClIe PEerucTpaluu
JIEKapCTBEHHOT'O Tperapara ¢ 1elbio 00ecrnedeHrs HeMPEepbIBHOIO MOHUTOPUHTA COOTHOILICHUS
«IOJIb3a — PHUCK» JICKAPCTBEHHOTO mpemnapara. MeauIMHCKUM pabOTHHUKAM PEKOMEHIYETCs
coo0IIaTh O JIOOBIX TOJI03PEBAEMBIX HEXKENATEIbHBIX PEaKIUsIX JEKAPCTBEHHOTO Mperapara
yepe3 HallMOHAJbHBIE CUCTEMBI COOOIIEHUS O HEKEIaTeNbHBIX PEaKIHsIX TOCyIapCTB — YJICHOB
EBpa3uiickoro 53K0OHOMHUYECKOTr0 COI03a.

Poccniickas @enepanns

®denepanbHas cayx0a Mo Haa30py B chepe 3paBoOOXpaHEHUs

Anpec: 109012, r. Mocksa, CrnaBsiHCKasl Iiiomanb, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnexTponHas moyra: pharm@roszdravnadzor.gov.ru

Caiit B uHGOpPMaIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHET»:

https://www.roszdravnadzor.gov.ru/

4.9. lepeno3npoBka

CUMOTOMBI
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Hapymenue cozHanus (OT COHIMBOCTH 10 KOMBY), amHTéEIPr;{ &@&m&a@&#&" z—ryl:a-lr;eﬂ' lTpéMOD,

iOMY OTUETY

CHIWKeHHe Win (ci1aboe) TOBBIIICHHE apTEePHATBLHOTO JABJICHUS, TOJIOBOKPY)XEHHE, MHJpHA3,
CYJIOPO’KHBIE COCTOSIHHSI, CHHYCOBAsl WJIM JKEIYJAOYKOBAasS TaXWKapaush WK Opaaukapius;
n3meHenuss Ha OKI' (ymimunenne mntepBana QT, Omokanma Hokek mydka ['mca, pacmmpeHue
koMmruiekca QRS).

[TocTperucTpallMOHHBIA OMBIT MPUMEHEHHS BeHIa(akcUHa yKa3bIBaeT, 4yTO HauboJiee YacTo
nepeo3upoBKa BeHIadaKCHHA MPOUCXOUIIA TP OJHOBPEMEHHOM MpPUEME alIKOTOJIS H/HIH C
JIPYTMMU TICUXOTPOMHBIMU IpernapaTamu. MIMEroTcss HeOoITHOKpAaTHBIE COOOIIEHUSI O JETATbHBIX
UCXOJax.

OnyOnvKOBaHHBIE JIUTEPATypHBIE HUCTOYHUKHA IO  PETPOCHEKTUBHBIM  HCCIICOBAHHSIM
NepeI03uPOBKH BeHIadakCHHA COOOIIAIOT, YTO TAKOW MOBBIIICHHBIN PUCK (aTabHBIX HCXOJI0B
MOKET OBITh MPHUCYI] HMEHHO BeHJadaKCUHy IPH CPaBHEHHH €ro C HMEIOIIUMUCS B
MeAUIMHCKOM obopote anTuaenpeccantamu rpynnsl CMO3C, ogHako 3TOT PUCK HUXKE, YeM
PHUCK, TPUCYIIMA TPULUUKIMYECKUM aHTUACTpeccaHnTaM. Pe3ylnbTaTbl SMUIAEMUOIOTHYECKUX
UCCIICIOBAaHUI TIOKA3all, YTO TE€ MAIMEHTHI, KOTOPHIE MOJYYAIOT TEPANHio BEHIA(PaKCHHOM,
UMEIOT OOJIBIIIYIO OTATOLIEHHOCTh B OTHOIICHWU PHUCKA COBEPILIEHUS CYUIUIA [0 CPABHEHUIO C
TeMHU NalUeHTamMH, Kotopele nonydaroT Tepanuio CHUO3C (oTiuyHBIMEH OT BeHJa(aKCHHA).
OpnHako 10 cHUX MOp OCTaeTcs HESICHO, 10 KaKOW CTENEHU TaKUE BBICOKHE MPOLIEHTHI JIETaJIbHbIX
UCXOJIOB (WM3-3a IEpPEeIO3UPOBKU BeHIA(aKCHHA) OOYCIIOBICHBI TOKCHYCCKUMHU CBOHCTBAMU
caMoro npemnapara Uil 0COObIMU XapaKTePUCTHUKAMH TOU TPYIIIbI MAlMEHTOB, KOTOPHIE JIeYaTcs
BeHnadgakcuHoM. COrliacHO KIMHUYECKOMY OIIBITY, PEKOMEHYeTCs B pelienTaXx Ha BeHIapaKkCuH
BBIMIMCHIBATh MHUHHMMAJIBHO BO3MOXKHOE KOJHMYECTBO Iperapara, JIOCTATOYHOTO JIUIIL O
CIIEYIOIIEr0 BM3UTAa MAalMEHTa, C IeJIbI0 CHUKEHHMsS pUCKAa HAaMEPEHHOM Ieperno3upOBKU
(cM. Takke paznen 4.4).

Jleyenue

[IpoBonuTcs cuMITOMaTUYeCKass W TonJepkuBaromas Tepanus. Crenuduyueckrue aHTHIOTHI
HEU3BECTHBI. PeKOMEH/TyeTCsl HePEePhIBHBIN KOHTPOJh KU3HEHHO BAKHBIX (DYHKINN (JIBIXaHUS,
KpoBooOparienuss U putMma cepaua). [Ipum mnepemo3upoBke peKOMEHAYETCS HEMEJIEHHOE
MIPOMBIBaHHE KETy/IKa, IPUEM aKTUBHPOBAHHOTO YIS JIJIsl CHUKEHUSI BCachlBaHU Mpemnapara. He
PEKOMEHTyeTCs BBI3BIBATH PBOTY MPU PUCKE aCMIUPAIIUU PBOTHBIX Macc. DOpCHpPOBaHHBIN AUYPE3,

reMoJualn3, epesinBanne KpoBu Hed(h(PEeKTUBHBI.

5. DPAPMAKOJIOTHYECKUE CBOMCTBA

5.1. ®apmakoaMHaMHYeCKHe CBOMCTBA

(DapMaKOTepaHeBTI/I‘-ICCKaSI rpynia: IICUXO0AaHAJICIITUKU, AHTUACTIPCCCAHTHI, Apyrue
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AHTUACTIPECCAHTHI.

Kon ATX: NO6AX16

Mexanuswm aeiictBus u hapMakoauHaMudeckue 3hheEKThI

Bennadakcun — aHTHAENpeccaHT, XMMHUYECKH HE OTHOCSIIUICS HU K OJHOMY KIIAcCy
AHTHJICTIPECCAHTOB (TPULIUKIMYECKUE, TETPAUKIMYCCKHE WU JPYTHE), SBISCTCS PaleMaTrom
JIBYX  aKTHUBHBIX  OJHAaHTHOMEpOB. BenmadakcuH W ero  akTUBHBIM  MeTaOOJWT,
O-necmermnBennadakcua (OJ[B), sBISAIOTCS MOIIHBIMH HHTHOWTOpPaMH OOpaTHOTO 3axBaTa
ceporonnna u HopaapeHanmuHa (MO3CH u CMO3CuH) u cnabpiMu mHrHOUTOpaMU 0OpaTHOTO
3axBara nodamuHa. MexaHW3M aHTHICTIPECCHUBHOTO JICHCTBHS CBsI3aH CO CIOCOOHOCTBIO
BeHJIaaKCHHA YCHIIMBATh aKTUBHOCTh HEMPOMEIUATOPOB IPH Tepeiade HEPBHBIX UMITYJILCOB B
neHTpanpHoi HepBHOU cucteme (LIHC). Bernadakcun u OJ/IB onuHakoBO 3 EKTUBHO BIUSIIOT
Ha 00paTHBIN 3aXBAaT BBIIICHA3BAHHBIX HEHPOMEIUATOPOB, ITPH 3TOM OHH HE 00J1aJIat0T CPOJICTBOM
(u3ygasmoch in VIitro) ¢ XOJMHEPrHYecKMMH (MyCKapuHOBBIMH), ructamuHoBbiME (HI),
ol-apeHepruYecKuMy, ONMHOUIHBIMU M OCH30/IMa3CITMHOBBIMU PELECNITOPAMHU, HE TOJABIISIFOT
aktuBHOCTE MAOQ. 1o nHrnOMpoBaHUIO0 0OPATHOTO 3aXBaTa CEPOTOHMHA BeHJIA(DAKCHH YCTYIAeT
CHO3C.

5.2. ®DapmakoKuHeTHYECKHE CBOMCTBA

AOGcopouus

BcacbiBanue 13 xely104HO-KHUIIEYHOTO TpakKTa MOYTH MOJHOE, 0K0JIo 92 % 11l OAHOKpPATHO
NPUHATOMN JI03bI, KOJIMYECTBCHHO HE 3aBUCUT OT BPEMEHH TpUeMa MHUIIIH.

Pacnpenenenue

O6mas 6uonoctymHOCTh — 40-45%, 9TO CBSI3aHO C UHTEHCUBHBIM IPECUCTEMHBIM META00THM3MOM
B neueHu. Bennadakcun u OJIB cBs3biBatorcst ¢ Oenkamu miasmel kpoBu Ha 27 % u 30 %,
COOTBETCTBEHHO; 00a BBIJCNAIOTCS B TIpyAHOE MOJOKO. B jaMamazoHe CyTOYHBIX 03
BeHsagakcuHa 75-450 mr cam Bennadakcud u OJIB umeror suHelHyro KuHeTHKy. Bpems
JOCTHKEHUSI MAaKCUMaJlbHOM KOHLEHTpauuu B 1ia3Me KpoBH (Tmax) BeHnadakcuHa u
OJIB — 2-3 wyaca, COOTBETCTBEHHO, TOCIE IMpHeMa IpermapaTa BHYTpb. B ciydae mpuema
IPOJIOHTUPOBAHHBIX (GOpM BeHJadakcHMHA MoKazaTeld Tmax 5,5 U 9 4acoB, COOTBETCTBEHHO.
T1/2 cocTaBisier 5+2 yaca u 1142 yaca, nns Bennadakcuna u OB, coorBeTcTBeHHO. PaBHOBecHas
KOHIIEHTpalusi B IulasMe KpoBHW i BeHnadakcuna u OJIB nmocturaercs mocne 3-X jaHe
MHOTOKPaTHOTO IIpUeMa TepareBTUYECKUX J103.

Buorpancdopmarnus

MeTtabonu3upyeTcsi B OCHOBHOM B Ie4eHH ¢ yuacTuem uzopepmenta CYP2D6 10 emuHCTBEHHOTO
dbapmakoiornyecku akTuBHOTO Metabonuta (O[IB), a Takke 40 HEAKTHBHOTO MeTabOIUTa

N-necmerunBennadakcuna. Benmadakcun sBhsieTcs cina0biM  WHTHOUTOPOM H30(epMeHTa
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CYP2D6, ue unru6upyer u3obepmentsr CYP1A2, CYPIE9y (yp3ag EITBHOCTS 0001)

ODIMMUHALUA

BoiBoauTCA NpPEeMMYLIECTBEHHO IOYKamMH: HpuMepHO 87 % MNpPUHATOM OJHOKPAaTHOM 03Bl
BBIBOAUTCS TMOYKaMu B TeueHue 48 yacoB (5 % B HeusmeHeHHOM Buue, 2 9% B Buue
HekoHbrorupoBanHoro O/IB, 26 % B Buae konbtorupoBanHoro O/IB, 27 % B Buzae apyrux
HEaKTUBHBIX METa0OIMTOB), a 4epe3 72 yaca MmovykamMu BeIBOAUTCS 92 % npenapara.

Cpennee 3Ha4YeHHE + CTaHIAPTHOE OTKJIOHEHUWE JUIS TIA3MEHHOTO KIMpeHca BeHsadakCHHA U
O/IB cocrasnser 1,3+0,6 u 0,4+0,2 51/9/Kr, COOTBETCTBEHHO; Kaxkyruiics T1, 542 u 1142 gacos,
COOTBETCTBEHHO; Ka)KYyIIUHCs (B PAaBHOBECHOM COCTOSHMM) 00beM pacmupeneneHus 7,5+3,7 u
5,7+1,8 n/Kr, COOTBETCTBEHHO.

Oco0BbIe IPVIIILI TAIUEHTOB

Toowcunvie nayuenmul

JUIs MOXXWIIBIX NAIlMEHTOB CHEIMAJbHONM KOPPEKIMH 03l B 3aBUCUMOCTH OT BO3pacTa He
TpeOyercs.

Tayuenmoi ¢ Obicmpoim/meonennvim memabonuzmom usogpepmenma CYP2D6

VY nanuMeHToB ¢ HU3KOW akTUBHOCThIO m3odpepmenta CYP2D6 Her HeoOXxonumocTH B moadope
UH/IMBUYaJIbHBIX 103. HecMOTpsl Ha pa3HOHANpaBIEHHOE N3MEHEHUE KOHLIEHTPALUH, B3ATHIX 110
OTJICTPHOCTH, 2 UMEHHO BeHsadakcuHa (noBbimaercs) 1 OJIB (cHmkaeTcs), cymma IUIOMmaeH
noJ (apMaKOKMHETHYECKMMH KpPUBBIMH OSTHX JBYX aKTHUBHBIX BEIIECTB (PaKTHUECKH HE
U3MEHSETCs U3-3a CHIKEHHs akTUBHOCTU m3odepmerta CYP2D6, cCOOTBETCTBEHHO KOPPEKLIUU
J103bI HE TpedyeTcs.

Ileuenounas u noueunas HeOOCMAamMoOUHOCMb

VY nanueHToB ¢ NEYEHOYHON U IOYE€YHOU HEJOCTATOYHOCTHIO OT YMEPEHHOM JI0 TSAKEIIOU CTEIEHN
TSOKeCTH MeTabonu3Mm BeHidadakcuHa u BeiBeeHue OJIB cHimkaercs, mnosbimaercs Cmax
BennagpakcuHa 1 O/IB, yanunsercs Tiz. CHukeHHe o011ero kiMpeHca BeHagdakcuHa Hanboee
BBIPaXXEHO Y ManueHToB npu kiaupeHce kpeatnHuHa (KK) nmoukamu Hike 30 Mii/MuUH, a Takxke y
MaIlMEeHTOB, Haxoasmuxcst Ha reMoauanuse (T1, yBennuuBaetcs Ha 180 % it BeHnadakcuHa u
Ha 142 % nmnsa OJIB, a KIMpeHC aKTUBHBIX BELECTB CHUXKAETCSA MpUMEPHO Ha 57 %). s Takux
NalMeHTOB, OCOOCHHO Ha TIeMoAMalIn3e, HEOOXOIUM WHAWBUIYAIbHBIM MOAOOp J103BI
BeHJaaKkCMHAa M KOHTPOJb TOKa3aTelled KUHETUKU C Y4YETOM JJIUTENBHOCTH JIEYEHHSI STUM
[pernapaToM.

XOTsl fJaHHbBIE [ NAUEHTOB C IE€YEHOYHOW HEAOCTATOYHOCTBIO TSDKEIOW CTENEHH IO
knaccupukanun Yaiina-I1pto orpaHudeHsl, ClieyeT yUYUThIBaTh, YTO MHAMBUAYaIbHbIE BApHAIIUN
nokasarenei (apMakOKMHETHKHU, B YaCTHOCTH KIIMpEHca mpernapara u ero Tiz, HOCAT BechbMa

Pa3HOOOpa3HBIA XapaKkTep, KOTOPHIM CIeAyeT YIUTHIBATh IPH HA3HAUYEHWU BeHJIa(aKCUHA TaKUM
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(MOCNEOCBATENEHDCTE 0001)

MMaleHTaM.

VY nanmenToB kinacca A no kiaccudukanuu Yaina-Ileto (Jerkue HapymeHus: GyHKIUN TTEYEHH)
u ¢ kiaccoM B o knaccudukanmu Yaiina-ITsto (cpeaane vapymenus) T12 Bennadaxkcuna u O/IB
YIUIMHEH NPUOJIM3UTENBHO B 2 pa3a IO CPaBHEHUIO CO 3J0POBBIMU IMAI[MEHTAMH, a KJIUPEHC

CHHKEH 0oJiee ueM HAITOJIOBHUHY.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB

JlakTo361 MOHOTHApAT

Lemmon03a mukpokprctammyeckas (MKII-101)

KapOokcumeTrunkpaxmai HaTpus THIT A

[ToBumon-K25

Maruus creapat

Kpemuus nuokcu Koo AHbIH

6.2. HecoBmMecTHMOCTDH

He npumennmo.

6.3. Cpok roaHocTu (CpOK XpaHeHHs )

3 rona.

6.4. Oco0ble MepbI NPEAOCTOPOKHOCTH NIPH XPAHEHHUH

XpaHuTh npu Temneparype He Boiie 25 °C.

6.5. XapakTep u coepkaHue NePBUYHON YIAKOBKHU

ITo 10, 25, 30 TabneToK B KOHTYPHYIO SYEUKOBYIO YIAKOBKY U3 IJIEHKU MOJMBUHUIXJIOPUIHOM,
aM00 TUIEHKH TOJUBUHWIXJIOPHIHON/MOTUBUHIINACHXIOPUAHON U (DOJIBIU  ATFOMHUHHEBOU
[€YaTHOW JIAKUPOBAHHOM.

Nma mo 10, 25, 30 T1abnerok B KOHTYPHYIO SYCHKOBYIO YIAKOBKY U3 Marepuala
KOMOMHHMPOBAHHOT'O Ha OCHOBE (POJIbIM (TPEXCIOWHBIN MaTepuall, BKJIIOUAIOLIUN aTIOMUHUEBYIO
domnbry, MIeHKy U3 OPUEHTUPOBAHHOTO MOJUAMHU/IA, MTOJUBUHIUIXJIOPUIHYIO MJICHKY) U (POIBIH
AJIOMUHUEBOM NI€YaTHOM JIAKUPOBAHHOM.

1,2,3,4, 5 unmu 10 KOHTYpHBIX SIYEHKOBBIX YIIAKOBOK BMECTE ¢ MHCTPYKIUEH 11O MPUMEHEHHIO
(JIMCTOK-BKJIQIBIIT) IOMEIIAIOT B KAPTOHHYIO YIIAKOBKY (MTAYKYy).

6.6. Ocol0ble Mepbl MNPeIOCTOPOKHOCTH TNPH  YHHYTOKEHHH  HMCIOJIB30BAHHOIO
JIEKAPCTBEHHOI'0  Mpenapara WJIM OTX0A0B, IOJYYEHHBIX TOCJe NPUMEHEHUs
JIEKApPCTBEHHOI'0 MpenapaTa u Apyrue MaHUIYJISIUM C IPenapaToM

OcoObie TpeOoBaHUsI OTCYTCTBYIOT.
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7. AEPKATEJIb PETUCTPALIMOH

Poccusa
000 «ATomn»

445351, Camapckas o0:1., r. XKurynesck, yi. ['mapoctpourenei, a. 6.

7.1. IlpeacraBuTtenb AepKaTessi PperiCTPALMOHHOIO YA0CTOBePeHHUs

[Iperensnu noTpeOUTENEH HAIIPABIIATE 10 AAPECY:

Poccus

000 «O308»

445351, Camapckast 00:1., T.0. JXKurynesck, r. JKurynesck, yi. ['uapocrpourenei, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP PET'MCTPAIIMOHHOI'O YIOCTOBEPEHUA

9. JIATA TIEPBUYHOM PEIUCTPALIUUM (IIOATBEPXKIEHUS
PETUCTPALIMMU, HIEPEPETUCTPALIMN)

[laTa nepBoii perucTpanum:

10. JATA IIEPECMOTPA TEKCTA

OOmiast  XxapakTepuCTHKa JIEKapCTBEHHOro mpenapata BennadakcuH  jgoctynmHa  Ha
MH(pOPMallMOHHOM TmopTaje EBpasuiickoro SKOHOMHMYECKOTO COr03a B HH(OPMALMOHHO-

KOMMYHHKaIMOHHOH cetn «uTepHeT» https://eec.eaeunion.org/.
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