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MUHUCTEPCTBO 3/IPABOOXPAHEHMS POCCUNCKOWPEIERPALIMU |

COTJHACCBANO

S

MHCTPYKLMA
110 MEJULIMHCKOMY ITPUMEHEHHNIO JIEKAPCTBEHHOTI O ITPEITAPATA

Bennadakcun

PerucrpannoHHbIA HOMep:

ToproBoe HaUMEeHOBaHHE: Bennagakcun

MeskIyHAPO/IHOE HENATeHTOBaHHOE HANMEHOBAHHE: Bennadakcun
JlexapcTBennasi popma: TabieTKH

CocraB

Cocras Ha 1 TabneTKy

Tabnemxa 37,5 me:

Jleticmeylowjee  6euyecmeo. BeHIAPAKCHHA TMAPOXJIOPUI - 42,43 Mr B Imepecyere Ha
Bensadaxcus - 37,50 mr.

BenomozamenvHvle  6éeujecmeéq:  JTAKTO3bl  MOHOTHIpAT - 80,42 wmr, UeUIHONO3a
mrkpokpuctaumyeckas (MKII-101) - 36,00 wmr, KapOOKCHMETHIIKpaXMal HaTpUs THIT A - 12,60 wr,
noBuoH-K25 - 5,40 Mr, maruus creapar - 1,80 Mr, KpeMHHS THOKCHL KOJUTOMIHBIH - 1,35 M.

Tabremka 75 m2:

Jleticmeyioujee  6eujecmeo: BeHIAhaKCHHA THIPOXIOPUIL - 84,86 Mr B TepecueTe Ha
peradakcut - 75,00 mr.

Bcnomocamenvnvle  6ewjecmea;  JIAKTO3bl  MOHOTHApAT - 160,84 wmr, HeUIHOI03a
mukpokpucramyeckast (MKII-101) - 72,00 mr, kapOOKCUMETHIKPaXMall HATPHsI THII A -25,20 wr,

noBuou-K25 - 10,80 Mr, Maraus creapar - 3,60 Mr, KpeMHHs THOKCH]I KOJUIOH/THBIN - 2,70 mr.

Onmcanue: Kpyrible IUIOCKOLMIMHPAYECKHE TaOneTKH OI0ro MM IouTH Oernoro 1Bera, ¢

pHCKO# 1 (hacKoi.

dapmakoTepaneBTHYECKas TPYNIA: aHTH/IEIIPECCAHT

Kox ATX: NO6AX16



MUH3IPABPOCCHH

91
321

)

068253-17¢

9I" L[V

P

dapmako/I0rHiecKHe CBOHCTBA IACOBAN(
i A 5‘ J / U:

DapmMaKkoOUHaAMUKa
BennadgakciH — aHTHAENPECCAHT, XMMMYECKA HE OTHOCAIMHCA HH K OJHOMY Kiaccy
AHTH/IETIPECCAHTOB (TPUIMKIAYECKHE, TETPAIMKIMIECKAE WIA JPYIHe), ABIAETCS paleMaToM
JBYX  AaKTMBHBIX  OJHaHTHOMepoB.  Bennadakcun U €ro aKTMBHBIH  MeTaloJIHT,
O-necmerunseradakcua (OJIB), SBISIOTCS MOIIHBIMM HHTHOMTOpaMH OOpPAaTHOrO 3axBara
ceporonnna u Hopaxpenamua (MO3CH u CUO3CuH) u c1a0bIMH MHTHOUTOpaMH 0OpaTHOIo
3axBata jodaMuHa. MeXaHW3M aHTHIENPECCHBHOTO MACHCTBHSA CBA3aH CO CIIOCOOHOCTBIO
BeHsahaKkcHHA YCUIMBATh aKTHBHOCT HEHPOMEHAaToOpOB IIPH NEpeiade HEPBHBIX UMITYJILCOB B
nenTpasibHoit HepsHo# cucteme (LIHC). Bennapakcun u OJIB onmnHakoBo 3¢ HEKTUBHO BIUSIOT
Ha OOpaTHBIA 3axBaT BBIIICHA3BAHHBIX HEHPOMEIMATOPOB, HPH OSTOM OHH HE o0agaioT
CPOZCTBOM (M3ydanoch in Vitro) ¢ XOJIMHEPrHYECKMMH (MyCKapUHOBBIMH), I'MCTAMHHOBBIMU
(H1), anbbal-aapeHepruyecKiMH, OMHOMIHBIMH M O€H30/Ma3eNMHOBBIMA PEUENITOPAMH, HE
[I0IABJISIIOT aKTUBHOCTH MOoHOaMuHOKcuAa3sl (MAO). 1o uHrnGupoBanuo 0OpaTHOrO 3axBara
CepOTOHMHA BeHIahaKCHH YCTymaeT —CENeKTHBHBIM HMHrHOATOpaM 00paTHOro — 3axpara
ceporonuna (CHUO3C).

DapmakoKuHemuKa

Bcacvieanue

BcacbiBaHHe U3 KeTyJOYHO-KMIIEYHOrO TPAKTa MOYTH IIOJHOE, OKO0Io 92% it OZXHOKPATHO
IPUHATOMN J103b1, KOJUYECTBEHHO HE 3aBUCUT OT BPEMEHHU TpHUeMa ITHIIH.

Pacnpeoenenue

O6mas o6uomoctynmHocts — 40-45%, dro CBA3aHO C MHTCHCHUBHBIM IIPECHCTEMHBIM
Mmetabom3MoM B nedenu. Bennadakcun u OJIB cBsi3bBaioTcs ¢ O€aKaMH IUIa3Mbl KPOBH Ha
27% u 30%, cOOTBETCTBEHHO; 00a BBIAEISAIOTCS B TPYAHOE MOJIOKO. B 1Hama3zoHe CyTouHBIX /103
Bennadaxcuna 75-450 mr cam BennapaxcuH u OJIB mmeroT IMHEHHYIO KMHETHKY. Bpewms
JIOCTHIKEHUS] MaKCUMaJIbHOM KoHneHTpanun B ma3me kpou (TCmax) Bernadakcuna u OJIB —
2-3 yaca, COOTBETCTBEHHO, IIOCJIE€ TIIpUeMa I[pernapara BHYTpb. B ciydae npuema
[IPOJIOHTHPOBAHHBIX hopM BeHsadaxkcuHa rnokasarenu TCmax 5,5 u 9 4acoB, COOTBETCTBEHHO.
ITepuon nonyseiBeienust (T1/2) cocraBnsier 5 + 2 yaca u 11 + 2 yaca, Ui BeHnadakcuHa U
OJIB, cooTBEeTCTBEHHO. PaBHOBECHAsI KOHIIEHTpAIIMS B IU1a3Me KpoBH st BeHadakcuna u OB
JTOCTHTaeTCs Mocje 3-X THEH MHOTOKPAaTHOTO MPUEMa TePaeBTHUECKUX 103.

Memabonuzm

Merabonmu3upyeTrcss B OCHOBHOM B TIeyeHH ¢ ydactueM wu3opepmenta CYP2D6 1o

€JIMHCTBEHHOTO (hapMakoioruyecku akTuBHoro Merabonuta (O/IB), a Takxke 10 HEAKTMBHOIO
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merabomuTa N-necMerwiBeHIadakcuHa. Bennadakcuu SIBIISETCS cna6131M HMHIHOUTOPOM
n3opepmenta CYP2D6, He HHTHOMpPYET H30(EePMEHTHI CYPlAZ CYP2C9 u CYP3A4

COR I\U
Buiseoenue ) I .

BBIBOAMTCS TPEMMYIIECTBEHHO MOYKAMHU: HpHMepHO 87% NpPUHATOH OIHOKPATHOH J03bI
BBIBOJMTCA MoukaMu B TedeHme 48 wuacoB (5% B HensMeHeHHoOM Buue, 29% B BHJIC
nexonstornposanroro OJIB, 26% B Buze koubioruposannoro OJIB, 27% B Buze Apyrux
HEaKTMBHBIX MeTabOJIUTOB), a yepe3 72 yaca IoykamMu BbIBOAUTCS 92% npenapara.

CpejiHee 3Ha4eHWe + CTAHJAPTHOE OTKJIOHEHHE JUIS TIA3MEHHOTO KIMpEHCa BeHJIahaKCHUHA |
OJIB cocrasnser 1,3 = 0,6 u 0,4 + 0,2 11/4/KT, COOTBETCTBEHHO; KaXYIIUHCS T125+2u1l1+£2
4acoB, COOTBETCTBEHHO; KAXYIIMHACS (B PABHOBECHOM COCTOSIHHHM) 00BeM pacnpejernenus 7,5 +
3,7u 5,7 £ 1,8 1/Kr, COOTBETCTBEHHO.

Ocobvie epynnvl nayuenmos

[lox ¥ BO3pacT MalMeHTa He OKa3bIBAIOT CYIIECTBEHHOTO BIMSHHMS Ha (hapMaKOKMHETHYECKHUE
nokaszarenu Beraadakcuna u OJIB.

JIns TMOXKMIIBIX MNAIMEHTOB CIHEHAIbHOM KOPPEKIMH [03bl B 3aBHCHMMOCTH OT BO3pacTa HE
Tpebyercs.

V HanMeHToB ¢ HU3KOH akTuBHOCTBIO m3odepmenta CYP2D6 Her HeoOXoauMocTH B moadbope
MHIMBUIYATbHBIX 103, HecMOTpsi Ha pa3HOHANPABIEHHOE M3MEHEHHE KOHIEHTPALUH, B3STHIX
[0 OTHENIbHOCTH, a MMeHHO BeHiapaxkcuna (moeimaercsi) u OJIB (cHmxkaercs), cymma
toma el o GapMaKOKHHETHYECKMMH KPHBBIMU 3THX JBYX aKTUBHBIX BEIIECTB (aKTHYECKHU
He W3MEHseTcs M3-3a CHIKEeHHs akTuBHOCTH u3odepmenta CYP2D6, cooTBeTCTBEHHO
KOPPEKIIMHU 103l He TpeOyeTcs.

V DNalMeHTOB ¢ IMEYEHOYHOM M IMOYEYHOW HEIOCTATOYHOCTHIO OT YMEPEHHOM [0 TSIKEJIOH
CTENEHW TsHKeCTH MeTabosm3M BeHTadakcuHa u BbiBeneHHe OJIB cHuXKaercs, MOBBIIAETCS
Cmax sennadaxcuna u OJIB, yumasercs T1/2. CHmxenue obmiero kiaMpeHca BeHIadakcHHa
HanboJiee BBIPAKEHO y MaueHToB 1npu Kiupence kpearununa (KK) mouxamu ke 30 mi/mun,
a TaK)Ke y MalMeHTOB, HaXOAAIIUXCs Ha moyeynHoM auanuse (T1/2 yBennuusaercs Ha 180% nus
BeHyagakcuHa u Ha 142% s OB, a KIMpeHC aKTUBHBIX BELIECTB CHH)KAETCS IIPUMEPHO Ha
57%). Jlist TakuxX MAMEHTOB, 0COOEHHO Ha reMOIHaTN3e, HeOOX0IMM HHIAMBUIYJIbHbIH 000D
J103bI BeHJIahaKCHHA U KOHTPOJIb [TOKa3aTeNIeil KHHETUKU C YYETOM [UIUTEIbHOCTH JIEYEHUS 3TUM
penapaToM.

XoTs NaHHBIE JUIS TAIMEHTOB C TEYEHOYHON HEIOCTAaTOYHOCTHIO TSDKEJION CTENEHH 110
kraccupukanuu  Yaitna-ITeto orpaHWYeHbl, cieayeT y4YMThIBaTh, YTO WHIMBHUIYyaIbHBIE

BapuUalllK roka3atelnei papMakOKMHETHKH, B YACTHOCTH KJIMpeHca npenapata u ero T1/2, Hocst



|

inoDnerh
MUH3APABPOCL

- 70291

{
— i
Ji i LD DR WRIDYAS | ‘1
BechbMa  pasHOOODasHBI  XapakTep, KOTOPBIH —CIEAyeT —Y4UTBIBATH TP Ha3HAYCHUH |
"OTJACOBAHO %
BeHIahaKCHHA TAKMM MAllHCHTAM. . , Be &4
V marmenTos kiacca A no kinaccuduxamuu Yaina-11so (nerxue HapyueHus QyHKIAA [ICYCHH )
u ¢ kraccom B mo ximaccudukanwn Yaitna-Ilsio (cpennue napymenus) T1/2 Bennadakcina u
OJIB yuiiHEH TIpUOIH3ATENBHO B 2 pasa 1o CPAaBHEHHUIO CO 3I0POBBIMH MALMCHTAMH, a KJIIMpEeHC

CHMKEH 0oJiee 4eM HalOJOBUHY.

IToxa3anug K IPUMEHEHHIO

Jlerpeccust (MpOdHIAKTHKA U JIEYCHHE).

IIpoTuBONOKa3aHUA

— TIOBBINIEHHAS UYYBCTBUTEIBHOCTh K BEHJIAQaKCHHY HIH K M000My M3 BCIOMOTATEIbHBIX
BEIIEeCTB, BXO/AIIMX B COCTAB Mpernapara;

— OJIHOBpEMEHHOE MPHMEHEHHE C WHIHOMUTOpaMU MAO (cMm. pasgen «BzammoneicTBue
JPYTHMH JTeKapCTBEHHBIMH TIpEnapaTaMn»);

— TsOKeNble HapylIeHHs QYHKIMM [EUeHH M/UJIH MOYeK (CKOpOCTh KJ1y00uKOBO# (uIbTpauK
(CK®) menee 10 mn/mun/1,73 M TLJTOIIAIM TIOBEPXHOCTH TETA);

— Bo3pacT 10 18 zer;

— mpUMeHeHHE TPH OEPEeMEHHOCTH W B INEPHOJ TPYAHOTO BCKAPMIIMBAHHA (cM. paszzen

«ITpumeneHne mpu GEPEMEHHOCTH U B TIEPHOJL TPYIHOTO BCKapMJIUBaHHUSAY).

C 0CTOPOKHOCTBIO: TIPHMEHAThH I0CJIE HEJaBHO IEPEHECEHHOTO uH(papkTa MHOKapja, IpH
HeCTAOMIIBHON CTEHOKAP/IWH, apTepUAIbHON THIEPTEH3HH, apuTMHUH (OCOOCHHO TaXUKaAp/IUH),
CY/IOPOYKHOM CHHJIPOME B aHAMHE3€, TIOBBIIICHAN BHY TPUTIIA3HOTO JAaBICHHS, 3aKPBITOYTOJILHOM
rIaykoMe, MaHWaKaJIbHBIX COCTOSHMAX B aHaMHese, TNPM CYMIHJAIBHBIX TCHICHIHAX,
IIPEIPACTIONOKEHHOCTH K KPOBOTEUEHHAM CO CTOPOHBI KOXHBIX IIOKPOBOB M CIH3HCTBIX
060JI04eK, TPH HCXOMHO CHHKEHHOM Macce Tenla, TMIOHATPHEMHH, OO€3BOXKHBAHMH, IIPH
OJIHOBPEMEHHOM IIPUMEHEHMH C JMYPETHKaMH WM C JIeKapCTBEHHBIMH CPEJCTBAMHY,

IPAMEHSEMBIMH JUTSl JIEYEHUs] OXKUPEHHs (CM. Takoke paszien «Ocobble yKasaHuUs»).

IIpumenenne npu 6epeMEHHOCTH M B IEPHO/I IPY/IHOI0 BCKAPMJIMBAHHUS

bepemennocmo

He cnenyer nHazHa4aTh nmpenapar Bennadakcun OepeMEHHBIM U KEHIIHHAM B IIEPUOJ TPYAHOTO
BCKApMJIMBaHHUs, TaK Kak O0€30MacHOCTh INpPHMEHEHMs BeHIapakCHHAa HE YCTaHOBICHA B

JIOCTaTOYHON CTENEHHU, BBUJy OTCYTCTBHS QI€KBAaTHO IIPOBEACHHBIX KOHTPOJIHUPYCMBIX
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KIHHAYECKUX WCCIEIOBAHMH Ha JI0CTATOYHO OOJBIION BBIOOPKE ( FAKHY, pHAHCHTOK. PTO
KacaeTcs KaK 3/10pOBbsl, KaK MaTepH, TaK H, B O0JIbIIeH CTCIICHH, n1o/1a/pebeHKa. T
YK eHIMHBI ZETOPOIHOTO BO3PACTA JOJDKHBI OBITH IIPEIYNPERK/ICHB! 00 5TOM /10 HaYaja TePAInHy,
cilelyeT HeMeIeHHO 0OpaTHThCS K Bpady B CIydae MOATBEPKIACHHS (axta OGepeMEHHOCTH HITH
ITaHUPOBaHKs OEPEMEHHOCTH B IIEPHO/I TEPAITHHU ITPENapaToM Bennagakcus.

Ha mnpakTHKe BCTPEHArOTCS CIydal Ha3HAueHWs BeHIApakcHHa BO BpEMS OepeMEeHHOCTH M
HE3a0Jr0 10 POJOB, KOrJa B KOHKDETHOH CHTyallMH OXMJaeMas I0jb3a Ui MaTepu
TpeBBINAET MOTEHIMATBHEIA PUCK JUIs mioa. B oTHX ciaydasx y HOBOPOXKICHHBIX HacTo
HaGIIOAINCh OCTIOXKHEHHs, KOTOpble TpeOOBaIM: YBEJIMYEHHE CPOKOB TOCIHTATM3ALNH,
IO/UIEPXKAHHUS JIbIXaHUs ¥ KOPMJICHHsS 4yepe3 30HA. JlaHHbIE OCTIOKHEHHS MOTYT pasBHBATLCA
cpasy Hocle pOJOB M XapaKTEpHbl TaKKe B ClIydae NpHEMa JPYruX aHTHACHPECCAHTOB W3
rpymnsl UO3CH wm CUO3C (He cozxepikammx BeHnadakcuHa). B 1og0oOHBIX CiTydasx
COOBIATOCh O CIEAYIONHX KIMHAYECKAX CHMIITOMAaX Yy HOBOPOXICHHBIX: PacCTPOHCTBO
(GyHKIMM BHEIIHEro MBbIXaHMs, LMAHO3, arHod, CYIOpOrd, HECTaOMILHOCTh TEMIIEPATYPBI,
TPYJHOCTM KOPMJICHHsI, PBOTA, THIOIJIMKEMHs, MBIIICUYHBIH TMIEPTOHYC M THIOTOHYC,
runeppedieKcus, TPEMOp, IPOKAHME, Pa3APAKUTEIBHOCTH, BSIOCTD, IIOCTOSIHHBIA  TUIaY,
COHJIMBOCTh WM OeccoHHMIa. IlogoOHBIE HapylIeHWs MOTYT CBHJIETECIBCTBOBATH O
cepoTonmHeprudeckux dddexrax Bennapakcuua. Ecnn BeHnadgakCHH NPUMEHAICA BO BPeMs
GepeMEHHOCTH, U JICYeHHe MaTepH ObLIO 3aBEPIIEHO HE3aJ0Jro J0 POJIOB, Y HOBOPOXKIACHHOTO
MOKET BO3HMKATh CHHIPOM «OTMEHBI». Y TaKOro HOBOPOXIEHHOTO CJIEIYET HCKIIOYHTH
HaJTM4YUe CEPOTOHMHOBOTO CHHIPOMA WM 3JI0KaY€CTBEHHOTO HEHPOIENTHYECKOro CHHIpOMA.
DNUAEMHOIOIHYECKHEe JaHHbIe CBUAETENLCTBYIOT 0 ToM, 4to mpuMmeHeHne CHO3C Bo Bpems
OepeMEHHOCTH, OCOOEHHO Ha MO3JHUX CPOKaX OEpeMEHHOCTH, MOXKET YBEJIUYHUTL PHCK
IIEPCHUCTHPYIOIIEH JIErOYHOM THIIePTEH3HH Y HOBOPOXKICHHBIX.

Ilepuoo epyonozo 6ckapmaueanus

Bennadakcus u ero aktuBHbIH MeTaboaut OB BIAEIAIOTCS B IPYAHOE MOJIOKO

[Ipy HEOOXOMMMOCTH TpPUMEHEHHs mpenapara BennadakcuH B IEpHOJ JIAKTallWM, TPYAHOE

BCKapMJIMBAHUC HE00X0IMMO IIPEKPATUTD.

Cnocod npuMeHeHHs U 103bl

BuyTps.

[Tpenapar BennadakcuH NMpUHUMAIOT BO BpEMS €bl, JKEJIATEJIBbHO B OJHO M TOXE BpEMs, HE
pa3KeBbIBas U 3alMBast )KUIAKOCTBIO.

Pexomeniyemas Haya bHas [03a COCTAaBIseT 75 MI B JBa IpHeMa exeJHeBHO (o 1 Tabierke

37,5 mr 2 pa3a B JI€Hb).
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B 3aBHCHMOCTH OT IEPEHOCHMOCTH M 3(hQEeKTHBHOCTH, 103 MOXED: Obirh / NOCTENECHHO ‘
yBeanuena 10 150 mr B cyTku. [Ipu HEOOXOAMMOCTH 103y YBEIMYMBAIOT 10,225 Mi (B CYTKH.
VBeJMueHue 103bI Ha 75 MI' B CYTKH MOTYT OBITh CII€/IaHbl C HHTEPBATIOM B 2 Hezenu u 6oree, B
cllydae KIHHAYECKOH HEOOXOIMMOCTH, B CBS3H € TSHKECTBIO CHMIITOMOB BO3MOXKHO YBEIHICHAE
710361 B GoJlee KOPOTKHE CPOKHU, HO He MeHee 4 nHel. bosee BbicokHe 103bI (10 MaKCUMaJIbHOH
CyTO4HOM 10361 B 375 Mr B 2-3 mpuema) TpeOYIOT CTallMOHAPHOIO HaOJIIOIEHUs] TALMEHTOB.
[Tocle TOCTHIKEHHS HEOOXOIMMOro TepameBTHYecKoro dddexra CyTodHas 103a MOXKET ObITh
[IOCTENEHHO CHMYKEHA 10 MUHUMAITbHO 3)(QEKTUBHOTO YPOBHSL.
[ooddepacusaiowas mepanus u nPOGUIAKMUKA peyuousos: TOIEPKUBAIOLIEE JICHCHUE MOKET
npoio/KaThest 10 6 MecsieB M Gosee. [IpUMEHSIOTCS MMHAMAIbHBIC 3} dexTuBHBIE 103BI,
TIPUMEHSIBILIAECS TIPU JIEYEHUH JETIPECCHBHOIO 3MHU30/1a.
Hapywenus pynkyuu novex: TIpH JIETKOM MOYEYHOH HEIOCTATOUHOCTH (CK® ©Gonee
30 mur/mun/1,73 M%) KOppeKIms pexuma I03MpoBaHus He TpeOyeTcsl.
[Ipu ymepenHo# moueunoii Hemocrarounoctu (CK® 10-30 mi/mur/1,73 M%) 103y crenyert
CHU3UTD Ha 25-50%. B CBSA3M ¢ y/UIMHEHHEM MEpHOja MOJTYBBIBEICHHS BeHIadaKcuHa U ero
axtuBHOTrO MeTtaboimra (OJIB), TakuM mamyeHTaM CjeayeT NMpHHUMAaTh BCIO 103y OJMH pas B
cytkn. He pekoMmeHIyeTcs NpPHMEHSTh mpenapar Bennadakcus mnpu TSOKEION TMOYEYHOM
nenocratounoctd (CK® menee 10 mn/mun/1,73 M?), IOCKOJIBKY JIOCTOBEPHBIE JTaHHBIE O TAKOH
Teparu| OTCYTCTBYIOT. [Ipd reMoamanmse CyTOdHas 032 JOJDKHA OBITH CHIDKEHA Ha 50%,
IpUHUMATh Tpenapat Bennahakcun cieyeT mocie ceanca reMonamsa.
Hapywenue —¢ynkyuu neyenu: TIPH JIETKOW CTENCHA [EYCHOYHOH HEIOCTaTOYHOCTH
(mporpom6unoBoe Bpemsi (IIB) menee 14 cex) KOppeKiys pexuma J03MpOBaHUs HE TpeOyercs.
IIpu ymepeHHO# cTenenu rneyeHo4Hoi Hepocrarognoctd (IIB ot 14 0 18 cek) cyrounas 103a
nomkHa ObITh cHMXeHa Ha 50% wim Oonee. He pexomeHnayercs HPUMEHSTH Ipenapar
BennadakcuH MpH TSOKETOH MEYEHOUHOH HE0CTATOYHOCTH, TIOCKOJIBKY JIOCTOBEPHBIC JTaHHBIE O
TaKOW Tepanuu OTCYTCTBYIOT.
Iodicunvie nayuenmel: TOXWIOW BO3pPAcT MAlMEHTA MPU OTCYTCTBUU KaKHX-TMOO OCTPBIX U
XPOHHYECKHMX 3a00sieBaHHUi He TpeOyeT M3MEHEHHEe /03bl, OJHAKO (Kak ¥ IPH Ha3HAYCHUH
JPYTHX JIEKAPCTBEHHBIX MPENapaToB) MPH JEYECHUH MOKUIBIX MALMEHTOB TpedyeTcest coOmoIaTh
OCTOPOXKHOCTH. [TOKHIIBIM MAllMEeHTaM ClIelyeT MPUMEHSITh HAaUMEHBINYI0 D(OEKTUBHYIO 103Y.
[Ipy MOBBINIEHWH J03bl TMALKMEHT JOJKEH HAXOAMTHCS O] TINATEIbHBIM MEIULIUHCKUM
HaOTI0/IEHUEM.
Ommena npenapama
[Ipexpamenue npuema mnpenapara BennagakcuH cieyeT HPOBOAMUTH IOCTENEHHO, 4YTOOBI

CBECTH K MMUHUMYMY DPHUCK, CBSI3aHHBIA ¢ OTMEHOM mpemapara. [Ipu Kypce Tepanuu B T€YEeHHUE
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6 Heenb U 6oJIee TIEPHOJT TOCTENIEHHOM OTMEHBI TIpenapara 10JDKCH OBITH He MeHEe 2 Heleb |
3aBUCHT OT J103bL, JUTATEIHHOCTH TEPAliy M UHIMBHIYATbHBIX 0COOCHHOCTEH HAWACHTA.
ITo6ounoe eiicTBHE
[loGouHble MEHCTBHS CHCTEMATH3MPOBAHBI OTHOCHTEIBHO KaXIOM M3 CHCTEM OpraHoB B
3aBHCHMOCTH OT HYacTOTHI BCTPEYAEMOCTH C HCIIONB30BAHMEM KIACCH(HKAIMH BcemupHOR
OpraHM3alii 3PaBOOXPAHEHHUS: OYeHb 4acmo (>1/10), wacmo (>1/100), newacmo (>1/1000,
<1/100), peoxo (>1/10000, <1/1000), ouenv peoko (<1/10000, BKMIOYAs SAMHAYHBIE CIy4an),
yacmoma neuzéecmua (HEIOCTATOYHO JAHHBIX JIUIsL ONCHKH 4acTOThI pa3BUTHS).
Hapywienua co CmopoHbl HePEHOU CUCMEMDBL: OUeHb 4dacmo — TOIOBHAA 00ib; yacmo —
FOJIOBOKPY)KEHHE, [APECTE3Usl, CTYIOP, MOBBIICHAE MBIIEYHOrO TOHYCA, TPEMOP, OeccoHHUIIA,
[OBBIIEHHAS BO30YIMMOCTb, CIYTAaHHOCTb CO3HAHMWS; Heyacmo — MHUOKIOHYC, HAapyIICHHE
KOOP/IMHAIMM JBM)KCHHHA ¥ DaBHOBECHS; peoko — aKaTH3WA, OMAICNTHHECKHUE NPHIIAiKH,
MaHMAKaJIbHBIE PEaKIUH; Yacmoma Heu3eecmHa — 3JJ0KAYEeCTBEHHBIA HEWPOIETITHUECKHH
cuaapom (3HC), CepoTOHMHOBBIH CHHIAPOM, OSKCTPAIMPAMHIHBIC PEAKIHH (B TOM 4HuCI€
JMCTOHMS ¥ IUCKUHE3US ), TO3/IHAS TUCKAHE3USL.
Hapywienus co cmopoHbl NCUXUKU: 4ACMO - HEOOBIMHBIE CHOBHICHMSI, CHHKCHUE oo,
JIeTIepCOHAM3ALINS; Heyacmo - anaTs, aXUTalusd, ra/UToIHHALNY; peoko - TICHXOMOTOPHOE
BO3OYIKIEHHE; 4ACMOMA HeU36eCmHa - CYULUIATbHBIE MBICIIH 1 TIOBEICHHUE, arpeccus, Open.
Hapywienus co cmoponsl RUWEe6apumenbHOol CUCIMEMbL: 04eHb 4acmo — TOMHOTA, CyXOCTb BO
PTY; Yacmo — CHYDKCHHE aImeTHTa (aHOPEKCHs), 3a1op, pBOTa; HEYacmo — OpyKcHu3M, auapes,
HapyIIeHHe BKYCOBBIX ONIYIIEHUH; Yacmoma Heuzeecmna — NaHKPeaTHT.
Hapywienus co cmoponsl neueHu u Jcen4esvl600AUUX nymeil: peoko — TeNaTuT; vacmoma
Heuzgecmua - W3MEHeHHe 1ab0paTOPHBIX MPOO NEYEHH.
Hapywienua co cmoponbsl OblXAMeNbHOU CUCMEMbl, OpP2aAHO8 2pYOHOU KNemKu U
cpedocmenun: 4acmo — 3eBOTa, GPOHXHT, OJBIIIKA; PeOKO — MHTEPCTULHATIBHBIC 3a00/IeBaHUs
JIETKUX U 03UHO(DUIbHAS THEBMOHUS.
Hapywienus co cmopomsl CKeJlemHO-MbIliedHOIl U COCOUHUMETbHOU MKAHU: YaCMOma HeU36eCnia —
pabIoMHOIH3.
Hapywienus co cmopomwl cepoua: neuacmo — TaXUKapaus; peoko — 00Ib B TPYIH; uacmoma
neuséecmna - ynnuHenue wuHTepBata QT, ¢ubpmusanus Kenyao4KoB, IKeTyJI04KOBas
TaXWKapaus (BKJIIOYas IByHAIIPABICHHYIO TAXUKAP/HIO).
Hapywenua co cmoponst cocyoo8: uyacmo — BBIPAKEHHOE IIOBBIIIEHHE apTEpHabHOIO
JaBJIEHHs, TUIIEPEMHs] KOXKHBIX MOKPOBOB; Heyacmo — TOCTypajbHasi TUIOTEH3Hs, 0OMOpOK;

yacmoma Heuszeecmnda — BhIpAXXCHHOC CHUXXCHHUE apTCPHATIBHOIO IaBJICHUA.
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KOKY (9KXHMO3BI); yacmoma Heu3ecmna — KPOBOU3IUAHHUS B CIU3UCTBIC 000/104KH, ymnvIHeHmej
BpEMEHH KPOBOTEYCHHUS, TPOMOOLMTOIEHHS, MAaTOJOIHYECKHE HM3MEHCHHS KPOBH (BKiTIOUAst
arpaHyJIoIUTO3, AIIACTHYECKAst aHEMHUS, HeHTPOTIEH!s 1 [TAHIMTOTICHHS).

Hapyuwienusa co cmopoHs! 06MeHa 6euiecme U RUMAHUA: 4acmo — TIOBBIICHAE KOHICHTPaIH!
XOJIECTEPHHA, CHIDKEHHE MAacChl Tella; Hewacmo — YBEIMYCHHE MacChl Teld; OYeHdb peoko —
YBeJMUYEHHE COIEPIKAHMUS IPOJIAKTHHA; YACMOma Heu36ecmua — TAIIOHATPAEMHSL.

Hapywenua co cmopoHbl IHOOKPUHHOU CUCMEMbL: Hacmoma Heuseecmua - CHHIPOM
HeaZeKBaTHOM CEKPEeIU aHTUINYPETHYECKOTO TOPMOHA.

Hapywienua co CMOPOHbI NOYEK U MOUYE€6bIGOOAUAUX NYMEN. Hacmo —JIA3yPUYCCKHe
paccTpoicTBa (B OCHOBHOM — 3aTPy/IHEHHS B Hayasle MOYEUCIYCKaH!), OJLTAKKYPUSL; Hewacmo
— 3aJIepXKKa MOYH; peOKO — HEIEP)KAaHUE MOYH.

Hapywenusa co cmoponsl NONOEbIX OP2AHOE U MONOYHOU Jicele3bl: 4acmo - HapylICHHE
siKyssuup/oprasMa  (y MYKYMH), SPEKTHIbHAs IMCHYHKIHS (MMITOTEHIMS), aHOpra3sMus,
HApYLIEHUs] MEHCTPYalUUi, CBS3aHHbIE C YBEJIHYEHHBIM KPOBOTECUCHHEM HIIHM YBEIUICHHBIM
HeperyJIsipHbIM KPOBOTEUEHHEM (MEHOPpArusi, METPOpparks); Hevacmo - HapyIeHus oprasma (y
JKEHIIHH).

Hapywienusa co cmopoHbl 0p2aHa 3PeHUA: 4acmo — HapylleHHe aKKOMOJAlMH, MH/pHa3,
HapyIIEHHUE 3PEHUSI; YaCMOoma Heu36ecmna — 3aKpbITOYroIbHas IJIayKoMa.

Hapywenua co cmoponst 0p2ana ciyxa u 1a6upuHmusle HAPYUWEHUA: Hevacmo - IyM Win
3BOH B YIIIaX.

Obwue paccmpoiicmea u HAPYUWIEHUA 8 MeCHe 66e0CHUA: 4acmo — C1aboCTh, MOBBIIICHHAs
YyTOMJISIEMOCTb, 03HOO.

Hapywienus co cmopoHbl KOMCHbIX NOKPO606 U NOOKONCHBIX MIKAHEU: OYeHb 4acmo —
TMOBBIIIEHHOE TTIOTOOT/EIEHHE; HeYacmo — aJloTNelns, aHrTHOHEBPOTHYECKHH oTek (oTek KBHHKE),
peaki (HOTOCEHCHOMIN3AUHU, OBICTPOIIPOXOAINAS KOXKHAs ChIb, Yacmoma Heu3eecmua —
MHOrO(OpMHAsl JpHUTEMa, TOKCHYECKHH OSHHIepMalbHbIi Hekponu3, cunapoMm CTuBeHCa-
JI>KOHCOHA, KOXKHBIN 31, KpaTUBHHIIA, aHA(DUITAKTUUECKHE PEAKIIHH.

[Ipu mpexpaleHuu NMPUMEHEHHs Mpenapara, pe3Koid OTMEHE MM IPU CHUXKEHHH J03bI MOTYT
HaOJTIOIaThCSl CHUMIITOMBI, KOTOPbIE OTHOCSATCS K TaK HAa3bIBAEMOMY CHHJIPOMY «OTMEHBI»:
MIOBBIIIEHHAS] YTOMJISEMOCTb, aCTE€HHs, TOJOBHAas 00Jb, IOJOBOKpPYKEHHE, HapyLICHHs CHa
(COHJIMBOCTB MJTH OECCOHHHUIIA, 3aTPYIHEHHUE 3aChIIAHMsI, TOSBICHUE HEOOBIYHBIX CHOBH/ICHHH),
THITIOMAHUSsI, TPEBOTA, AKUTALUs (MTOBBIIIEHHAs! HEPBHASL BO30OYIMMOCTh M PA3IPAXKUTETHHOCTB),
CIYTAaHHOCTb CO3HAHMs, MapecTe3uss (CIIOHTAHHO BO3HUKAIOILIEE HEMPUSTHOE OLILYIIEHHE

OHEMCHHUS, IMOKAJIbIBAHUs, MOKCHHUSA, ITOJI3aHUA MYypallCK U T.l'[.), ITIOBBIIIEHHOE IMOTOOTACIICHUE,



CYXOCTb BO PTY, CHHJKEHHE aNlleTUTa, TOIIHOTA, PBOTA, nuapesi (O0IBIIHHCTBO ,M?Ml.pea}cunﬁ

BBIPa)KEHb! HE3HAYMTEIILHO ¥ HE TpeGyIOT OTMEHBI IIpenapara).

Ilepeno3upoBKa

Cumnmompi; HapylIeHue CO3HaHHs (0T COHJIMBOCTH JIO KOMBI), @XUTalus, BO3MOXHA PBOT4,
auapes; TPEMOp, CHIKCHHE WIH (ciaboe) TOBBINIEHHE —APTEPHATBHOIO  JaBICHMA,
FOJOBOKPYXKEHHE, MHIpHa3, CYyIOPOXKHbBIC —COCTOAHHL, CHHYCOBas MJIM JKEIyJI04KoBast
TaxUKap/us WK OpaauKapaus; H3MCHCHUS Ha KT (ymmnenne untepsaia QT, 610kana HOKEK
nydka ['uca, paciipeHne KOMIUICKCa QRS).

[10CTMApKETHHIOBBIH OIBIT MPUMEHCHHS pennadaKcHHa yKa3plBaeT, 4UTO HamOolee 4acTo
nepeio3upoBKa BeHIahaKcHHa IIPOUCXONIA P OZIHOBPEMEHHOM IIpHeMe aJIKOTrOJIst u/um ¢
JPYyTMMH TICHXOTPOITHBIMU TpETapaTaMy. MMeroTcsi HEOJHOKPATHBIE COOOMICHUS O JIETATBHBIX
HCXO/aX.

Ory6IMKOBaHHbIE — JIUTEPATypPHbIC ~ UCTOYHHKM 10 PETPOCTIEKTUBHBIM ~ HCCIIEJIOBAHAAM
Tepe1o3upPOBKY BeHIapakcuHa COOBIIAOT, UTO TAKOH TIOBBIIEHHBIH PUCK (aTabHBIX HCXOI0B
MOXeT OBITh TPHUCYIl HMMEHHO BeHJaaKCHHy TpH CPAaBHEHWH €10 € UMEIOIUMHUCS B
MEIUIIMHCKOM 000poTe aHTHICTIPECCaHTaMu TPYIIIIbI CHO3C, omHako ATOT PHCK HHKE, YEM
PHCK, TMPUCYLIMH TPULIMKIAYECKUM aAHTHICHIPECCAHTAM. Pe3ybTaThl 3MUIEMHUOIOTHYECKHUX
MCCIIeIOBARMH TI0OKA3aIH, YTO T€ MAIMEHThl, KOTOPBIE MOJIy4aroT TEPaIuIo BeH1ahakCHHOM,
MMEIOT GOJIBLIYIO OTSTOIIEHHOCTh B OTHOIICHHH PHCKA COBEPIICHHSA CyHIMAA 1O CPaBHEHHIO C
TeMM TMaleHTaMH, KOTOpBIE IMOTy4aroT TEPAINUo CUO3C (OTIMYHBIMA OT BeHJIApaKCHHA).
OZHAKO JI0 CUX [0 OCTAETCS HESCHO, JI0 KAKOH CTENEeHH TAKHE BBICOKME MPOLCHTDI JICTAILHBIX
MCXO/I0B (M3-3a IEpel03UpOBKH BeHIadakcuHa) OOYCIOBIEHbI TOKCHHYECKUMA CBOUCTBAMHM
CaMoro mpernapaTa Wi 0coOBIMH XapaKTEPUCTHKAMH TOH TPYIIIIBI MALHEHTOB, KOTOPBIC jevarcs
BerstadaxcuaoM. COrIaCHO KJIMHAYIECKOTO OMBITA, PEKOMEH/yeTCs B PElENITax Ha BeHJ1ahaKCUH
BBIIMCHIBATD MHHHMAJIBHO BO3MOXKHOE KOJMYECTBO IIpenapara, AOCTaTOYHOro JHIIb 10
CIIe/IYIOIIEr0 BHU3UTA MAIIMEHTA, C IENIbI0 CHHKEHHs pUCKa HaMEpEHHOW MepeJO3UPOBKU (CM.
Takxke pasjaen «Ocobble yKa3aHus ).

Jleyenue: TIPOBOAMTCS CHMITOMAaTHYeCKas W MOJACPXKHBAIOas Teparus. Cnenudnueckue
AHTHIOTHI HEM3BECTHBL PEKOMEHIyeTCsl HePEPIBHBIN KOHTPOJIb KHU3HEHHO BAKHBIX QYHKIHH
(1bIXaHMS, KpoBoOoOpamieHuWss W puTMa cepaua). [lpy mepeno3supoBke  peKOMEHIyeTCs
HEME/UICHHOE NPOMBIBAHME OJKETyJKa, IPHEM aKTHMBMPOBAHHOTO YIJIA JUIA  CHIKCHHUA
BcachIBaHMs Ipenapara. He pekoMeHIyeTcs BbI3bIBaTh PBOTY IPH PUCKE aCIUpalli¥ PBOTHBIX

macc. PopCHpOBaHHBIH TMYPE3, FEMOHAH3, IEPETHBAHUE KPOBH HEIPPEKTHBHBI.
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Bennadakcun He 0071a/1a€T NOBBIMEHHOH CBA3BIO C OEIKAMH IIa3MbI Kpdim'; ijh?b%Ik\(iT{ffqecxn,HeJ
[IOBBIIAET KOHIEHTPALMIO OJHOBPEMEHHO MPUMEHSEMbIX JEKapCTBCHHBIX CPEICTB, UL
KOTOPBIX XapaKTepHa BBICOKas CBA3b C OeiKaMM TLIa3Mbl KpOBH. KiMHHYeCKH 3HAYMMOTO
B3aMMOJICHCTBHS C THIIOTEH3MBHBIMU (MHOTHX (hapMakoJOrHYeCKUX IPYII, B TOM HHCIC Oera-
anpeHo6I0KaTopaMy, HHTrHOMTOpaMy aHTHOTEH3HHIIPEBPAIIAIOIIETO depMenTa U TUypETHKAMHM)
M THIOTTHKEMUUYECKUMH CpelcTBaMu He BbisiBieHO. CiemnyeT coOmonatk OCTOPOXKHOCTE MPH
OJHOBPEMEHHOM IPUMEHEHWH C JPYTMMH JIEKapPCTBEHHBIMH IpenapaTaMi, BIHAIOMIMMH Ha
EHTPATBHYIO HEPBHYIO CHCTEMy, TIOCKOJIbKY ~KOMOHMHAIMH peHiadakcuHa € TaKUMH
npenapaTaMy He M3y4YEHBL.

Hnzubumopvr MAO

[IpOTHBOMOKA3aHO OHOBPEMEHHOE NpPHMEHEHHE BeHIajaKchHa C uaruoutopamun MAO, a
TakoKke B TedeHne 14 el Tocae WX OTMEHBI (BEPOSITEH PHCK Pa3BHTHS TSIKENBIX MOOOYHBIX
3¢ (heKTOB BILIOTH /0 JIETATBHOro Mcxona). Tepamnmio uaruouropamu MAO MOXHO TPOBOIUTD
He MeHee ueM depe3 7 JHedl mocie oTMeHbI npemaparta Bemnadakcus. Ilpuem mpenapara
BemiadakcyH J0oKeH OBITH MPEKpaIleH, 1o KpaiHei Mepe, 3a 7 JHei /10 Havala NPUMECHEHHS
0GpaTHMBIX ~CEJEKTHBHBIX HMHTHOMTOpPoB MAO (moxnobemu). Crnabo oOpaTMbId |
HeceneKTUBHBIH uHrHouTop MAO nMHE301MA (IPOTHBOMUKPOOHOE CPEICTBO) U METUJICHOBBIN
cuHuil (BHYTPUBEHHAs JIeKapcTBEHHAs HopMa) TAKKe HE PEKOMEH/YIOTCS [UIs OZHOBPEMEHHOTO
IPUMEHEHHS C BEHIa(paKCHHOM.

Cepomonunepeuyeckue cpeocmea

CrelyeT ¢ OCTOPOXHOCTBIO OTHOCHTHCS K OJHOBPEMEHHOMY MPHMEHEHHMIO JIEKAPCTBEHHBIX
CPEJICTB, KOTOpbIE BIMSIOT HAa CEPOTOHMHOBYIO CHCTEMY MEIMAaTOPOB, TaKMX KaK TPHIITAHBI
(CyMaTpUNTaH, 30JMHUTPHITaH W JAPYTHe), CEJIeKTHBHbIC WHTHOMTOPbI OOpPATHOrO 3axBara
ceporonunna (CMO3C) u MO3CH (orMedamuch Mpo0DKUTEIBHBIE CYI0POTH), TPHLIMKINYECKHE
AHTU/ICTIPECCAHThI, JUTHH, cMOyTpaMuH Wiv (eHTaHWI (M €ro aHaJoru aekcTpomeropdad,
Tpamajgol M Jpyrue), a Takke H30bITKa MCTOYHMKOB TpunTodaHa BBUIY YCHIICHHUS
IIOTEHI[MATBHOTO PUCKA BOBHUKHOBEHHSI CEPOTOHHHOBOI'O CHHIPOMA.

Smanon

Bo Bpems JjeueHUs] BeHJIahaKCHHOM ClieIyeT IMOJHOCTBIO MCKIFOUMTh 3TaHOJ (&JIKOroiib).

DTaHoj YCHIIABACT HAPYMICHUA T[ICUXOMOTOPHBIX Q)yHKHHﬁ, KOTOpPBIE MOXKET BbI3bIBATH

BeHJIaaKCHH.

Jlumuu

[lpemaparsl JIMTHS HE OKa3bIBAlOT 3HAYWTEIBHOTO BIUSHUS Ha (ApMaKOKHMHETHKY

BeHTaakcuHa.
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(i)apMaKOKI(IHeTI/I j

He BbISBIEHO BIMSHHUS JHWa3enama, [PUHUMAEMOro. . BHYTDD, Ha
Bernadaxcuna 1 OJIB 1, Ha060poT, BeHaaKCHH He H3MEeHsT papMaKOKHHETHKY JHasernama u
ero MeTabonmTa aecMeTwiauazenama. Kpome Toro, NpuMEHCHHE 000MX 3THX IpenapaToB HE
yXy/IIaeT ICHXOMOTOPHBIX U TICHXOMETPHICCKHX 30 })eKTOB, BBI3BIBAEMBIX THA3ETIAMOM.
Humemuoun

OIHOBpEMEHHOE ITIPUMEHEHHE NHUMETHINHA | BeHJaakCcHHa IPOSBIAIOCH B 3aIEPKKE
MeTaboIu3Ma TPH  «IIEPBUYHOM TIPOXOKICHUN) BernadakcuHa depes TedeHb. KimpeHc
BeHJadakcMHa IpM TpUEMe BHYTPb CHIKaICH Ha 43%, a AUC (mwromaznb MOX
(apMaKOKHHETHYECKOH KPHUBOH «KOHILIEHTPAIUS-BPEMsI») M MaKCHMalbHas KOHICHTpalus
(Cmax) B TuiasMe KpPOBHM JAHHOIO Ipernapara yBeJIMduBalach Ha 60%. Opanako, 1mog00HOE
Bo3jelicTBue He mposBianock B orHomenmu OJIB. Ilockombky obmmass aKTHBHOCTb
Bermadakcuna 1 OJIB, kak OXWIAeTCsl, TOBBICHTCS MPH STOM JIHIIL B MaJioil CTENEeHH, TO
KOPPEKIMHU /1035 JUTsl OONBITMHCTBA OOBIYHBIX MAIMEHTOB HE norpedyercst. OHaKO MalUeHTaM
¢ UMeroIIeicst (BBISBICHHON) apTepUaIbHOM TUIEPTEH3HeH, TIOKUIIBIM NALUCHTaM U TEM, y KOTO
MMEIOTCS HapyIIeHus (yHKIMHU TI€YeHH WA TOYEK, BO3MOXKHA KOPPEKIMA I03bI BeHJIahaKCHHA.
Ianonepuoon

B Wccie10BaHUH, T/ie BeHIa(pakCHH MPUMEHSUICS B CTAMM PABHOBECHOH KOHIEHTpALMH IpPH
no3e 150 Mr B CyTKH, HabIIOJAIOCh CHIDKEHHE OOLIEro KIMPEHCa rajlornepuiona MNpHHATOro
BHYTpb Ha 42% mocie 10351 2 T; mpu 9ToM AUC Bospactana Ha 70%, a Cmax Bo3pacTtajia Ha
88%, mpu >toM T1/2 ranonepuona He U3MEHSUICS. DTO CIEIYET yUHTHIBATE IS NPaBUJILHOTO
BHIOOpA J103bI TAJIONEPUIOIIA.

Hmunpamun

Bennagakcu He yxyamaeT (apMaKOKHHETHKY HMHIPAMMHA M 2-TMIPOKCHMMHMIpaMUHA.
Omuako AUC, Cmax #u Cmin (MHHMMaibHas KOHIEHTpAIMs) JECHIIPaMHHA (AaKTHBHOTO
MeTaboNUTa MMHUIPAMHHA) BO3PACTAIOT MPUOMM3UTENbHO Ha 35% MpH  OJHOBPEMEHHOM
npuMeHeHuH ¢ BennadakcuHoM. Bospacraer Takoke oT 2,5 10 4,5 pa3 (B 3aBUCHMOCTH OT 103bI
BeHnapakcuua: 37,5 mr Ha 12 wacoB mam 75 Mr Ha 12 4acoB) KOHIEHTpAlHs 2-
THIPOKCHIECHTTPAMUHA, HO KIIMHHYECKOE 3HAUEHHE JaHHOTO (aKkTa HEM3BECTHO.

Memonponon

[Ipd OXHOBPEMEHHOM IIPMMEHEHHH METOINpOJONa H BeHnadakcuHa Cremyer CcoOIoaarh
OCTOPOYKHOCTH, TaK Kak BCIIEACTBHE (papMaKOKMHETHYECKOTO B3aMMOJICHCTBUS KOHIEHTpAlUs
METONpoJioNia B IUIa3Me KpOBH YyBelnumBaeTcs mnpuMmepHo Ha 30-40%, Oe3 u3MeHEHHS

KOHICHTpAaIlun €ro AKTUBHOI'O MeraboauTa  O-T HUIPOKCHUMETOIIPOJIOIA. Knunugeckas
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3HAYMMOCTh JIAHHOI'O B3aUMOJEWCTBUS HE M3Yy4CHA. Meronposion “He pmset” Ha AUC|
seradaxcuna u OJIB. ACOBARO | | | |
Pucnepuoou

[Ipy OMHOBPEMEHHOM INIPMMCHEHHMH C DPHUCIEPHIOHOM (necmotps Ha ysemmuenne AUC
pucriepujiona)  (apMakoKWHETHKa —Tapbl — aKTHBHBIX ~ MOJCKYI (pucnepugona u  9-
IMAPOKCHPUCTIEPUIOHA) CYIIECTBEHHO HE MEHSETCS NPH  ONHOBPEMEHHOM [IPUMEHEHHUH C
BeHJ1aaKCHHOM.

Knosanun

B Xo0jle OCTMAPKETHHTOBOTO M3y4eHHs BeHIapakcHHa yCTaHOBJICHO, UTO MPH 0JTHOBPEMEHHOM
IpAMEHEHMH C KJIO3alMHOM €ro KOHIEHTpalus B IUIasMe KpOBH yBeIMYUBaETCA. ITO
POSIBNISETCS. B YCHICHMM MOOOYHBIX >peKToB KIO3aNMHA, OCOOEHHO B OTHOLICHHH
BO3HMKHOBEHUS CY/I0POT.

Hnounasup

[Ipu OTHOBPEMEHHOM NPUMEHEHUH MCHSACTCA (apMaKkOKMHETHKA WH/IMHABHPA (AUC cHmxKaeTcs
na 28%, Cmax ymeHbImaercss Ha 36%). ¥V BeHiapakcHHa M3MEHCHUS (apMaKOKMHETHKH HE
na6monaercs. KiMHAUecKoe 3Ha4eHHe 3TOro (pakra HeU3BECTHO.

Kemoxonason

Vccnenopanusi (hapMaKOKHHETHKA IIPH OJHOBPEMEHHOM IPUMEHEHHH C KETOKOHA30JIOM
OKA3210 I[OBBINIEHHE IUIA3MEHHBIX KOHIEHTpalMii BeHahakcuHa H OJIB y 310pOBBIX
J0GPOBONBIEB, Y KOTOPBIX HM3HAYaTbHBIA mertabomuaM ¢ ydactuem usopepmenta CYP2D6
sBysieTcsl Kak xopomuM (X-Mert), Tak ¥ II0OXHM (IT-Mer). B gactHoctr, Cmax Benahakcuna
Bospacia Ha 26% y X-Mer u Ha 48% y I1-Met. 3nauenus Cmax OJIB Bospociu Ha 14% u 29%
y no6pososbieB X-Met u I1-Met, COOTBETCTBEHHO. AUC Bennadakcuna Bo3pociaa Ha 21% y
X-Mert u Ha 70% y [1-Mer. 3nauenns AUC OJIB yBemnuuuce Ha 23% 1 33% y noOpoBOJIBLIEB
X-Mert u [T-MeT, COOTBETCTBEHHO.

Cpeocmea, enusiowjue Ha C6ePMBIBAIOWYIO CUCMeEMY KpOGU U pynrkyuro  mpomboyumos
(Hecmepoudnwie npomusosocnaiumensivie npenapamsel (HIIBII), ayemuicanuyunosas Kucioma
U npovUe AHMUKOAZYIAHMbL)

CepoTOHHMH, BBLIEISAIOMMICA TPOMOOIIMTAMH, UIPaeT BAXHYIO POJb B reMocTase (OCTaHOBKE
KpOBOTEYEHHs).  Pe3yipTaThl  DIMAEMHMOJIOTMYECKAX  HMCCIEJOBAaHMUH  [E€MOHCTPUPYIOT
B3aMMOCBSI3b MEXAy IPHEMOM TICHXOTPONHBIX IIPENapaToB, KOTOPbIC BMEIIMBAIOTCA B
0OpaTHBIM 3axBaT CEPOTOHWHA, M YACTOTOM KPOBOTEYEHMH B BEPXHUX OT/ENIAX JKEITyI04HO-
KMIIEYHOTO TPAaKTa. JTa B3aMMOCBA3b YCHIIMBAETCS, €CIIH OTHOBpeMeHHO npumenstorces HIIBII,
npenapaThl  AUETHICATMIMIOBOM KHCIOTBI WIM IIPOYME AHTHKOAryIsHThL JlokazaHo

TMOBBIIIAETCS PUCK KpoBoTeueHui mnpu oxHoBpemerHoMm mnpumeHennn CHO3C u MO3CH
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TAC |
HaxXOJAUThCA MOJ TUIATEIbHBIM KOHTPOJIEM IIPOTPOMOUHOBOTO BpeMéHH,fﬁfW ’ilacmqﬂﬁo

TPOMOOIIACTHHOBOTO BPEMEHH, OCOOCHHO KOT/Ia HAYMHACTCA WA 3aKaH4YMBAETCSl COBMECTHOE
TIIpUMEHEHHE C BEHIApaKCHHOM.

Bsaumooeiicmeue ¢ OpyeuMu  JeKAPCMBEHHbIMU — CPEOCMEamMu  HA  YpOGHe  U3YUEHHOCO
Memabonusma ¢ uzoghepmeHmamu Cucmemvl yumoxpoma P450

OCHOBHBIE ITyTH MeTa00IM3Ma BeH1aakCuHa BKIHOHAKOT mopepmentsl CYP2D6

M CYP3A4: mepBblii W3 HUX IpeBpamiaeT BeHJIApakCHH B €ro axtuBHBI Metabomut OJIB, a
BTOpOif SBIAETCH MEHee BAKHBIM B MeTabomusme BeHsaakcuHa II0 CPaBHEHHMIO €
mzopepmentom CYP2D6 u oOpasyer MPOIYKT N-mecmerwiBeHahakciH ¢ HHA3KOU
(hapMaKoJIOrMYecKo aKTUBHOCTBIO. Pe3ynbTaThl NOKIMHUYCCKHX HCCIIEI0OBAaHUN TTOKa3ald, a
3aTeM 9TO OBUIO MOITBEPXKJIEHO KIMHAYECKH, YTO BEHIA(PaKCHH OTHOCHTEJBHO ci1abbIM
uaruaéuTopom uzodepmenta CYP2D6. [losToMy np MPUMEHCHHHN C YMEPEHHO TIOJIaBJISFOLIIMMHU
AKTHBHOCTh JTOTO HM30(epPMEHTa IeKapCTBEHHBIMH CPEICTBaMH (CM. BbIIIE uHdopmanuo ¢
MMHIIPAMHHOM), HJIM B Clydae C MAlMeHTaMHM C TCHETHYCCKH 00YCIIOBJIEHHBIM CHHIKEHHEM
dynkuun usodepmenta CYP2D6, KOppEeKIHH 03Bl BeHnapakcuHa He TpeOyeTcs, TaK Kak
cyMMapHas KOHIIEHTpaIUs NeHCTBYIOIEro BEIECTBA W aKTHBHOTO MmertabosmTa (BeHIadakcuHa
1 OJIB) mpH 3TOM CYIIECTBEHHO HE MEHSETCs. JTO MOJIOKUTEILHO XapaKkTepu3yeT BeHIa(akcuH
IpH CpaBHEHMM C JpyruMu aHTHienpeccantamu. Cienyer cO0JII0IaTh OCTOPOXKHOCTH IIPH
OJHOBPEMEHHOM IPUMEHEHHH C TaKUMH WHTHOUTOpaMH modepmenta CYP2D6, xak XHHHUIMH,
NapOKCETHH, (JIyOKCETHH, TATONEPUIOI, epdheHasHH, IEBOMENPOMA3HH, Tak Kak B 9TOM ClIy1ac
BeH1ahaKCHH MOXET [OTEHIMAIbHO MOBBINIATH IJIA3MEHHYIO KOHIECHTPALHIO STHX cybcTparoB
m3odepmenta CYP2D6. B coueranuu C JIEKapCTBEHHBIMH CPEICTBAMH, YrHETAIOMHMU oba
usodepmenta (CYP2D6 u CYP3A4), tpeGyercst cobmonarb 0co0yio OCTOPOXKHOCTD. Taxue
JIeKapCTBEHHbBIE B3aWMOJIEHCTBHS IOKA HEIOCTATOYHO H3YYEHBl, M B OTOM CIydae TaKoe
COYETaHHUE JIEKAPCTBEHHBIX CPEJICTB HE PEKOMEHTyEeTCS.

K Tomy e BeHmabakcHH He MOJ@BIsfeT akTHBHOCTh m3ohepmentoB CYP3A4, CYPIA2 n
CYP2C9, mosTomMy ¢ TakMMH JIEKAPCTBEHHBIMHM CpPEJICTBaMM Kak aJlIpo30JiaM, KodenH,
KapbamasenuH, jauWasenam, TOJIOyTaMui, TepheHaIuH 3HAIMMOr0 B3aHMOJICHCTBUS HE
Habmo1aeTcs.

BzauMoieiicTBHE ¢ KETOKOHA30JIOM OIMCAHO BhIlIE. AHAJIOTHYHOC BIIMSHHE MOIYT OKa3arh
takue uarHouTOpH! M30dhepmenToB CYP3A3/4, kak HTpakOHa30J1, PUTOHABHP.

IIpouue 83aumo0eticmeus. ¢ paziudHbIMU CONYMCMEYIOWUMU MePanesmudeckuMy Gaxmopami. u

nuweu

13



Ha ¢one mnpuMeHeHHs BeHIadaKcHHA CIIEIYET cobmoaTh  0co0YI0: (QCTOPOKHQETE  IpH
IPOBEJIEHUH DJIEKTPOCYIOPOIKHOM TEPANMH, TAK KaK ONBIT MPUMEHCHHUS BeHnapakcuHa B STHX
YCJIOBHSIX OTCYTCTBYET.

3HAYMMOrO BIHMSHHWS pA3IMYHbIX BHJOB THIIM HA BCACHIBAHUC peHadakcuHa M €ro
nocienytomee npespamenue B OJ[B He BBIABJIECHO. [Tuma (kak MpaBHIO, C BBICOKAM
colepkanueM OelKa, HampuMep: TBEPABIC CBIPbI, HUKpa pbIO, MHZEHKA), a TaKKe MHUIICBbIE
100aBKH ¥  (DUTHEC-PAIMOHBI, SABISAIOIIMECS TIOBBIIIEHHBIM ~ HCTOYHHKOM tpunrodana,
IOTEHIMAIBbHO CIOCOOCTBYeT Ooubinel BBHIpabOTKE B OpraHM3MeE CEpOTOHHMHA, HYTO MOKCET
YCHIIMBATH TOOOYHBIE CEPOTOHMHEPTUUECKUE > dexThl BeHIahaKkcuHa.

HexenarenpHoe  (papMaKoIMHAMHYECKOE —B3aMMOJCHCTBHE MOXKET HMETb MECTO  IpH
IpUMeHeHMHM BeHJapakCHHA OJHOBPEMEHHO C  JIEKAPCTBEHHBIM  CPEACTBOM 3Bepoboit
TIPOIBIPABIICHHBIH (TPaBOM MM PAsHOro poja NpenapaTaMmu M3 HEro), TaKoe COYETaHHWEe He
PEKOMEH Ty ETCS.

VMeloTcsi COOBIIEHHSI O JIOKHOMONOKHATENBHBIX Pe3y/IbTarax AMMYyHOXPOMATOrpaguyecKoro
SKCIIpecc-TecTa Moud (TECT-NOJOCKH) Ha (GEHUHMKIMIMH U aM(peTaMHHBl y TAlMEHTOB,
NPYHAMAIONIMX BeHJAaakChH, NpHYeM Jake 4Hepe3 HECKOIBKO JHEW TIocie OTMEHBI
BeriadaKcuHa. JTO MOKET ObITh 00BACHEHO HEAOCTATOUHOH crenuUIHOCTHIO JaHHOTO TeCTa.
OTvunTh BeHIapakcuH OT GEeHUMKIMIMHA U aM(pEeTaMHHOB MOXET JIHIIb II0ITBEPIKTAIOIIUH
TecT, MPOBE/ICHHBIH B CTIEIMATH3UPOBAHHOM aHTHIOMMHIOBOI 1a00paTOPUH.

[To MMEIOIMMCS Ha CeroOHSIIHKM JIeHb JaHHBIM, BeHJIapaKCHH He IPOSBHI CeOs B KauyecTBE
TIpenapaTa, BBI3BIBAIOLIETO JIEKAPCTBEHHOE 3JI0YNOTPEONCHHE MM TPUCTPACTHE (kak TIpH

JOKITMHMYECKOM HCC/IeI0BaHAN adUHATETA K PEUENTOPaM, TaK U B KIMHMYECKOH MPAKTHKE).

Ocobble ykazaHus

Cyuyuo u cyuyuoanivHoe nogeoeHue

Jlempeccusi CBsS3aHA C MOBBINEHHBIM PHCKOM BO3HHUKHOBEHMS CYMIMIAIBHBIX MBICICH,
HaHeCceHHs ceOe TEeIeCHBIX MOBPEXKICHMH M CyMimaa (CyHIMIaTbHOE MOBEIEHHE). DTOT PUCK
COXpaHsIeTCsl BILIOTH 10 HACTYIUICHHs BBIDOXKEHHOH pemucchu. [0CKOIbKY B TEYEHHE MEPBBIX
HECKOJIBKUX HEJEb TEPAriy WM Ja)ke O0JIBIIEro IMPOMEXYTKA BPEMEHH YIyYIICHHsI MOXKET HE
HaOII0IaThCs, 10 HACTYIUICHHWS] TAKOTrO YJIYYIIEHUS HEOOXOAMMO OCYLIECTBIIATH TINATEIbHOE
HaOmoaenue 3a naneHTaMu. COrjacHO HAKOIIEHHOMY KIIMHUYECKOMY OIIBITY PHCK CyHIUAa
MOJKET YBEJIMYMBATHCS HA PAHHUX JTAIaxX BBI3JOPOBIIEHHUS.

[TanueHTs! ¢ CYMIMIATBHBIMHA MOMBITKAMH B @HAMHE3€ WX ¢ BBICOKMM YPOBHEM Pa3MBIIIICHUS
Ha CYMUUJQIbHBIE TEMBI [0 Hauyaja Tepanuu B OOJIBIIEH CTENEHH IIOJBEPIKEHBI PHUCKY

CYUIIUJAJIbHBIX MBICJIEH WA IIOMBITOK Cynuly/Ja, 3a TaKHMH IallUC€HTAMH HEe0OX0IUMO
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MUH3IPABPOCCHH
OCYILIECTBIATh  TIIATEIHLHOC pabioenne.  Mera-aHaiu3 Ildqullggqﬁ_gt-xgurpgnapyeMblx
OIMHHYECKAX HCCJIEIOBAHMI AHTHCIIPECCAHTOB C  Y4aCTHEM  B3POGIBIX, TAUEHTOB c
[ICHXMYECKMMH HapYLICHUSIMM IOKa3ajl, YTO IpU NPHEME AHTHUJICTIPECCAHTOB 110 CpaBHEHHUIO C
npreMoM IUTanebo y TNaluenTOB MOJIOKE 25 JjieT MOBBIIEH PUCK CYMIMIATBHOTO MOBEIACHHS.
MeIMKaMeHTO3HOE JIeYeHHE 3TUX MMAIMEHTOB M, B HaCTHOCTH, MAIMEHTOB C BBICOKUM DPUCKOM
CYMIM/IA, JOJDKHO CONPOBOKIATHCS TIIATEIbHBIM HabroieHueM, 0COOEHHO Ha PaHHEM JSTalle
Teparui ¥ IpA KOPPEKIHH 103bl. [TarrieHTOB (¥ JIAI, YX@XXHBAIOWMX 33 TAKUMH NalUeHTaMHt)
ClleIyeT TIPeIYNPEUTh O HeoOX0MMMOCTH KOHTPOJIMPOBAT: M0OBIE TPOSBICHUS KITHHUYECKOTO
yXy/IIIeHHs, CYHIUJIATBHOTO MOBEACHUSA | MblcyIell, @ TaKke HEOOBIYHBIX W3MEHCHWH B
[IOBEJICHUH, ¥ HEMEIEHHO oOpalarses 3a MEIUIIMHCKON IIOMOIIbIO IPU MOSBICHAM 3THX
CHUMIITOMOB.
V  HeGOJNBIIOr0 YWCIa MAMEHTOB, NPHUHMMAIOIMX ~AHTHACTIPECCAHTDL, B TOM 4HCIIe
BeHyad)akCHH, BO BpEMs JIEYCHHS, M3MEHCHHsS JO3bI WIH TIpeKpaIIeHusl TEparuh MOXKET
HaOJIF01aThCs arpeccus.
[IpoBefieHHbIE [0 HACTOSIIErO BPEMEHM  KIMHMHYECKHC WCCIeI0OBaHUsT HE  BBUIBHIIM
TOJIEPAHTHOCTH K BEHIAhAKCHHY MM 3aBHCUMOCTH OT HETO. HecmoTpst Ha 3TO, Kak MpH JICYECHHN
JPYTMMH TIperiapaTamMy, ACHCTBYIOIMMH Ha ICHTPATBHYIO HEPBHYIO CHUCTEMY, Bpau JOJDKCH
yCTAHOBUTb TUIATENbHOE HaOmMojeHHe 33  TMalMCHTAMH JUIS  BBISBICHHMsS I[IPU3HAKOB
370ynoTpeOIeHHs TIpenaparoM, a TakKe 3a MallieHTaMH, UMEIOIUMH TaKue CHUMIITOMBI B
aHaMHe3e.
Ocobvie epynnvt nNAYUeHmMos
[Ipenapar Bennadakcut He pa3pelieH K IPUMEHCHUIO Y nereit 1o 18 ner.
V [anMeHToB ¢ HaOIIOaBIIENCs paHee arpeccueil nmpenapar Bennadakcut cieayeT IpUMEHATh
C  OCTOPOKHOCTBIO. Y MaluueHToB ¢  ahdeKTHBHBIMH paccTpoicTBaMH, OHMIOJISIPHBIM
PAacCTPOWCTBOM MpPH JIEYEHWH AHTHACTIPECCAHTAMH, B TOM HHCIIE BeHTah)akCUHOM, MOTYT
BO3HHKATH THIIOMAHHAKAIBHBIE 1 MaHHaKajbHble cocTosiHUA. Kak u JApyrue aHTUICIPECCAHTDI,
npernapar BernahakcHH JO0MKEH C OCTOPOXXHOCTHIO NMPUMEHSATBCS Y MALMCHTOB € MaHHeH B
anamue3se. Takue MarMeHThl HY)K/IaroTCs B MEINIIMHCKOM HaOJIF0ICHAH.
[Ipu Tepamuu mpenapatoM BennadakciH MOTYT BO3HUKHYTh CY/IOPOXKHBIC pacctpoiicta. Kak u
BCE aHTHUJENpeccanThl, BennadakcuH clieyeT NPUMEHSTh C OCTOPOXKHOCTBIO Yy TMAIMCHTOB C
CYIOPOXKHBIMH PAcCTPOMCTBAMK B aHAMHE3e, 3a TAKUMH MallMeHTaMi HEOOXOIMMO YCTaHOBUTDH
TINATEILHBIA KOHTPOJIb. JIeueHrne TODKHO OBITh IIPEKPAIEHO TP Pa3BUTHH CYI0POT.
Axamusus
[Ipumenenue mpenapara BennadakciH MOXET OBITH CBS3aHO C Pa3BUTHEM aKaTH3MH, KOTOpas

XapakTEepU3yeTCsd HEOPUATHBIM 711 [NanueHTa YyBCTBOM BHYTPEHHETO JBUTAaTEJIBHOI'O
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)06853-170321 |
GeCIIOKOMCTBA U TIPOSBIISIOIIAICS B HECTIOCOOHOCTH TAIMEHTA 107110 cnnetbfggglﬁqmj? B om{oﬁ‘
03¢ WM JO0JIIO OCTaBaThesi 0€3 JABHIKEHHs. JTO COCTOSIHHE MOMKET HaOII0AaTHCS B HAYAIE
JleueHMsl U B TEYEHME IEPBBIX HEMeNb JIeUeHMs. Y MAlMEHTOB, Y KOTOPHIX MOSABHIMCH TaKne
CHMIITOMBI, YBEJIMUEHHUE 103bI HE PEKOMEHTYETCS.
Bunonsipnoe paccmpoiicmso
Jlo Hayana JedeHus, HeOOXOIMMO OMPEIENUTh TeX NMAlMEHTOB, KOTOPbIC HAXOMATCS B rpyImmne
pucka GunonspHoro paccrpoiicrsa. Takas mpoBepka J0JDKHA BKIIOYATH nopoOHOe U3yUEHHUE
aHaMHe3a, B TOM YHCJIe CeMEHHOro, Ul BBISBICHHS CIIy4acB caMOyOHIiCTBa, OMIIOJIAPHOTO
paccrpoiictBa. CieyeT OTMETHTbD, YTO BeHsaakCHH He PEKOMEHIOBaH Ui IPUMEHEHHUS IPH
JIeYeHUH OMITONIIPHON ETPECCHH.
Ipumenenue y nayuenmos ¢ cOnymcmeyouumu 3a60/1e6aHUAMU
KIvHHYecKuif ONBIT MNPUMEHEHHs BeHJapakcMHa y MAlMEHTOB C  COMYTCTBYIOIIHMMH
3a200JIeBaHUSAMHU OTPAHUYEH.
Creayer ¢ OCTOPOXXHOCTBIO NPUMEHSATH y MAlMEHTOB C TEMH 3a00JIeBaHUSIMH, Y KOTODBIX
neiicTBre BeHsiadakCHHA Ha TeMOJMHAMHYECKUE TOKa3aTen W/um MeTaboIu3M MOXKET OBITh
3HAYMMBIM.
[lanMeHToB CieayeT MpeayNpeauTh O HEMEUIEHHOM OOpalleHMH K Bpady IO MOSBICHHHU
KOKHOH CBINH, YPTHKAPHBIX IEMEHTOB WK JAPYTHX AJIEPrUYECKUX peaxiui.
VY HEKOTOPBIX MAl[MEHTOB BO BpeMs IPUMEHECHUS BeHIapaKkCuHa OTMEYEHO J10303aBHCHMOE
TIOBBIIIIEHHE apPTEPHATLHOTO IaBICHHsS W/WIM TOBBIICHUE YaCTOTHI CEPACYHBIX COKpAIleHHiH,
MI0TOMY PEKOMEHIYETCS PETYJISIPHBIH KOHTPOJIb apTePUATBHOIO JaBJICHUS U DKI', ocobeHnHo B
TeproJl YTOYHEHHMs WM [OBBINICHHS 103bl BeHIapakcuHa. B ombiTe NOCTMApKETUHTOBOIO
npuMeHeHus BeriadakcuHa (IpH TEpeo3UPOBKE) ObUIM 3aperMCTPHPOBAHBI APUTMUH  C
JIETAITBHBIM HCXOIOM.
[lepen HauanoM TNpUMEHEHHs Ipernapata BennadakcuH mnanveHTaM C BBICOKHM PHCKOM
pa3sBUTHS CEPbE3HbIX HApYLICHWH CEepJEeYHOr0 pHUTMA CIEAYeT OLEHATH COOTHOIICHHE
BEPOSITHOM MOJIb3BI K BO3MOXKHOMY PHCKY IIPH IIPUMEHEHHH.
[laneHTsl, OCOOEHHO TOXHWIIBIE, JO/DKHBI OBITh MPEIyNpeXAeHbBl O BO3MOXHOCTH
BO3HHKHOBEHHS TOJIOBOKPYXKEHHsI M HApyIICHHs YyBCTBA PABHOBECHS C LEIBIO NPODHUIAKTHKH
TpaBMaTH3Ma.
Bo Bpems npumeHeHus npenapara BennadakcuH, 0COOEHHO B yCJIOBHSX JErMIpaTallid WA
CHI)KEHHUS 00beMa IUPKYIUPYIOIEH KPOBH (B TOM YHCIIE Y MOXKHIIBIX ITAIIMEHTOB U MAIIHEHTOB,
NPUHUMAIOIINX  JIAYPETHKH), MOXET HaOMIoAaThesl THIOHATPHEMHS M/WIIM  CHHAPOM

HeaJeKBAaTHOMN CEKpEIHH aHTUIUYPETUICCKOT0O TOPMOHA.
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BennadakcuH HE H3YYEH Y NMAIMEHTOB, HEJIABHO nepeHecmnx uH}apKT MHOKapaa 1 HaHI’ICHTOBi

¢ JEKOMIICHCHPOBAHHOW CEpAeYHOH HEIO0CTaATOUHOCTHIO: Taxkum 'nahﬁéﬁga&i\ Ha3Ha‘-Ith
npenapar Bernabakcus cieayer ¢ 0CTOPOKHOCTLIO.

Ipuvenenue CMO3C nmu BerapakciHa MalHeHTaMH ¢ CaXapHbIM 11abeTOM MOXET BBI3BIBATH
M3MEHEHWe KOHIICHTPAIM| TIJIIOKO3bI B KpoBH. Moxer noTpeGoBaThCs KOPPEKIHs J103bl
MHCY/IMHA /WA THIOTTHKEMHYECKHX CPE/ICTB UL TPHEMA BHYTPb.

Bo BpeMsi Tepamuu IpernapaToM BennahakcuH PEeKOMEHIYeTCsl BO3/EpXKarThbCs OT IMpHeMa
TOOBIX AJIKOTOJIBCOIEPKAIIUX HAIIUTKOB.

BesomacHocTh ¥ 3GGEKTUBHOCTH  NPUMEHEHHS BernadakcuHa B~ KOMOMHAUMH  C
JIeKapCTBEHHBIMH CPEJICTBAMH, CHIDKAIOIIMMA Maccy Tea (BxyrOYasi (PEHTEPMHUH) YCTAHOBJICHBI
He 6bun. He pexoMeHIyeTcs OIHOBPEMEHHOE IPUMEHCHHE Mpernapata Bennadakcun u
JIeKapCTBEHHBIX CPEJICTB, CHIDKAIOIMX Maccy TeJa.

YKeHIIMHEB eTOPOIHOTO BO3pAcTa JOJDKHBI NIPUMEHSTh HAIEKHbIE METOB! KOHTPALCTIIHA BO
BpeMsi IpUMeHeHus npenapara BeradakcuH.

Pazvsachenus 0cobblx CUMAMOMOE U COCMOAHUN, B603HUKHOBEHUE KOMOPbIX 603MOJICHO NpU
JleYeHUuU npenapamom

CyxocTh BO pry oTMevanach y 10% mHalMeHTOB, MOTy4aBIIHX BeHsahakcuH. JTO MOXKET
YBEIMUMTh PHUCK pa3BUTHs Kapueca. [lalMEHThI JODKHBI TIIATEILHO co0moaaTb TUTHEHY
nonoctd pra. IlpuMenenue mnpemapata BexnagakcuH MOXKET BbI3BaTh PA3BUTUE AKATHSHH,
XapaKTepy3ylolelcss CyObeKTHBHBIMA ~HEIPHUATHBIMA ~ OUIYIICHASMHI MM IBUTATCIBHBIM
GecOKOWCTBOM M HEOOXOJMMOCTBIO YacTO JBHUIAThCs, YTO HEPEAKO COMPOBOKAACTCA
HEeCITOCOOHOCTRIO CHIETh WU CTOSATh Ha MecTe. B OCHOBHOM 3TO ITPOMCXOIUT B TCUCHUEC NEPBBIX
HEeCcKOJIbKUX Heelb jeueHus. 11oBhIeHre 103bl y NalMeHTOB, Y KOTOPBIX Pa3sBUBAIOTCS TAKHC
CHMIITOMBI, MOKET BBI3bIBATh HEXKEJIATEIbHBIC TIOCTEICTBHS.

B  miane6o-KOHTPOIUPYEMBIX KIMHMYECKHX HCCIEI0BaHUAX Y 5,3% MalHEHTOB ObLIO
3apEruCTPUPOBAHO KIMHMYECKM 3HAUMMOE [OBBIICHHE KOHIECHTPAlMK XOJIECTEpHHA B

CHIBOPOTKE KpoBH. HeoOX0IMM KOHTPOIb KOHIEHTPAMU XOJIECTePUHA IpPH JUIUTEIHLHOM

JICYCHUH.

Cunopom «ommeHbl»

Bo BpeMmsl NpeKpalleHHs JIeYeHHs PACIPOCTPAHEH CHHIPOM «OTMEHBI», OCOOCHHO €CIH 3TO
pe3Koe TMpeKpalleHHe Tepanuu. PUCK pa3BUTHS CHHIPOMA «OTMEHBD) MOXET 3aBHCETh OT
HECKOJIbKHX (DaKTOpOB, BKJIIOYAs MPOJODKUTEIBHOCTH JIEUEHHS, BEIUYMHY TeparneBTUIECKUX
7103 ¥ CKOPOCTh WX CHIKeHHs. OUeHb peIko COOOIIAeTCs O JAHHBIX CHMITOMAx y MallUeHTOB,

KOTOpBIE CITy4aifHO MPOIMYCTHIIM IIPUEM Ipernapara.
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CHMITTOMBI CHHIPOMAa «OTMEHB» OOBIYHO HACTYNaiOT B TEHCHHE nepBEIX (HECKOIBKHX, IHEH

nocsie mpekparerus jgedenus. OOpMHO STH CHMITOMBI [IPOXO/IAT B TEUEHHE) 2 HeAEH Ry, XOTH Y

HEKOTOPBIX MALMEHTOB OHM MOTYT COXPAHATHCA 110 2-3 MmecsiieB U Oojee. PexoMeHAyeTCS

OCTEleHHO CHIKATh 103y npernapaTa BermadakcuH npu MpeKparieHin nprema mpemnapara — B
TeUeHME HECKOTBKUX HeJENb WIM MECSIEB, B 3aBHCHMOCTH OT BBRIPAXCHHOCTH KITMHAYECKHX
CHMIITOMOB 3a00JI€BaHHUS.

CepomonuHoBblil CUHOPOM

[IpumeHeHHe MpernapaTa BemnadakcuH, Kak M JPYrHX CEpOTOHMHEPIHIECKHX IpernaparosB,
MOYeT BBI3BATh CEPOTOHMHOBBIA CHHIPOM, MOTCHIMATBHO OTAcHOE UL ’KM3HH COCTOSHHE, B
0COBGEHHOCTH TP OMHOBPEMEHHOM TPUMEHEHHH JPYIHX JEKapCTBEHHBLIX CpeaCTB, KOTOpPbIE
MOTYT TMOBIHSTH HA CEPOTOHMHEPrHICCKHE HeHpOMEIMAaTOPHBIE CUCTEMbI, TaKHX Kak,
uarubutopst  MAO  (cM.  pasuen «B3aumoeiicTBHe C  JIpPYTMMH  JIEKapCTBCHHBIMH
npernapaTamu»).

CHMITOMBI CEPOTOHMHOBOIO CHH/POMa MOTYT BKIIOHATH B ceOs U3MEHEHHUsl IICHXMUYECKOro
craryca (Bo30yxIeHHe, TalIONUHALNHY, KOMa), BEreTaTHBHYIO HEYCTOHUMBOCTE (TaXWUKapius,
7a0MIBHOCTE apTEepPUATBHOTO JABICHUS, TUNEPTEPMHESI), HEPBHO-MBIIICYHBIC paccTponcTBa
(runeppediexcus, HapyIIEHHUC KOOP/MHAIMKM) W/HIM JKEJyJ0YHO-KUIIETHBIC  CHMIITOMBI

(TOIIHOTA, PBOTA, AUAPESD).

BInsiHMe HA CIIOCODHOCTH YIPABJIATH TPAHCHOPTHBIMH CPEICTBAMH, MEXaHH3MAMH

B repHoj NedeHHs CIEyeT COOMoNaTh OCTOPONKHOCTE TIpH BBINIOJHEHHH TTOTEHIIMATIBHO
OMaCHBIX BHIOB paboT, TpeOyIOIMX TNOBBIMICHHOH KOHIEHTpAlM¥ BHUMAHWS H OBICTPOTBI
[ICHXOMOTOPHO# peakuud (B TOM YHCIC YNPABICHHE TPaHCHIOPTHHIMH CpeiCTBaMH U

YIIpaBJICHHEC MCX&HI/BMaMI/I).

dopma BBINYyCKA

Ta6nerku 1o 37,5 Mr u 75 Mr.

ITo 10, 25, 30 TabaeTOK B KOHTYPHYIO SYEHKOBYIO YIIAaKOBKY M3 IUICHKH NOJTMBHHHIIXJIOPUIHOM,
G0 IUICHKH TOMMBHHAIXIOPHIHON/TOIMBUHIIHICHXIOPHIHON 1 (HONBIH AIIOMUHHEBON
[I€4aTHOM JJaKUPOBAHHOM.

Wm no 10, 25, 30 Tabnerok B KOHTYPHYIO sYEHKOBYIO YNAKOBKY M3 MaTepHala
KOMGMHAPOBAHHOTO Ha OCHOBE (OJIBIH (TPEXCIIOMHBIH MaTepHall, BKIIOYAIOINH aTIOMUHHICBYIO
doNBry, IUIEHKY W3 OPUEHTHPOBAHHOIO IMOJMAMU/IA, OJHBUHAIXIOPHAHYIO IUICHKY) ¥ (Hosbru

ATIOMMHHUEBOM I1€9aTHOM JTaKMPOBAaHHOM.
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MUB3IPABPOCCHH

1,2,3,4,5 wm 10 KOHTYpHBIX SYCHKOBBIX YIAKOBOK BMECTE C nHCTp)’fKIiHéﬁ#ﬁé %’ﬁd’ﬁéﬁéﬂnm

[MOMEIIAIOT B KAPTOHHYIO YIIAaKOBKY (mauxy). OTNACORBRAHOD

YeaoBusi XpaHeHUst
XpaHuTh IPU TEMIIEPaType He BhILIE 25 °C.

XpaHUTh B HEAOCTYIIHOM JUIst IeTell MeCTe.

CpoK roaHocTH
3 rozna.

He NPUMEHATD 110 HCTEYEHUH CpOKa rOAHOCTH.

YcaoBus 0TIy CKa

OTmycKaroT 110 pelenTy.

Jlep:kaTe/ib PErHCTPALMOHHOIO YA0CTOBEPEHMUS: 000 «ATo»

Poccust, 445351, Camapckast 061, T. JKuryneBek, yiI. ['uapoctpouTternei, 1. 6.
Mpoussoaurenb: 000 «O30m»

Poccus, 445351, Camapckas o61., r. JKurynesck, yi1. ['uapoctponrenei, . 6.
Opranu3auusi, IPUHEMAK A NPeTeH3HH: 000 «O308»

Poccus, 445351, Camapckas o611, T. XKurysesck, yi1. [ napoctpouTenei, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

I[TpencraButens OO0 «ATtomn»
10 IOBEPEHHOCTH

Usaceko I0.T.

——

| oRcuePTHER OTIET
| % | ptcmersnER ARKRATRCHY £ §
! 4 i BEPCYRL ROKYMEITL 4 =4

y §

60006(‘;9(‘4’2?1 ok



