COOTBETCTBYET 3KCNEPTHOMY OTUYETY
o1 26.12.2025 N= 32413

(NOCNEQCBATENEHOCTE 0009)

OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHME JJEKAPCTBEHHOI'O ITIPEITAPATA
Benakcun, 37,5 mr, TabneTku

Benakcun, 75 mr, TabneTKu

2. KAUECTBEHHBIN 1 KOJIUYECTBEHHBIN COCTAB

Benakcud, 37.5 Mr, TabeTKu

JlelicTyromee BemecTBo: Bennadakcun. Kaxnas Tabnerka conepxut 37,5 Mr BeHiadakcuHa
(B BUIE THAPOXJIOPHUIA).

BcnomorarenbHble BEIECTBA, HATMYHE KOTOPBIX HAJ0 YYUTHIBATH B COCTABE JICKAPCTBEHHOTO
mpermapara: J1akTo3bl MoHoruApat — 84,93 mr (cM. pasnen 4.4).

Bemakcun, 75 mr, TableTKn

JleiicTBytomee BemecTBO: Bernadakcun. Kaxxaas tadiietka conepxxut 75 mr BeHiiadakcuna (B
BHJIE THAPOXJIOPHUIA).

BcnomorarensHble BenecTBa, HATMYUE KOTOPBIX HAaJ0 YYUTHIBATh B COCTABE JICKAPCTBEHHOTO
npernapara: JJakTo3sl MoHoruapar — 169,86 mr (cMm. paznen 4.4).

ITonHbIit MEpCUCHb BCIIOMOTAaTCIIbHBIX BCIICCTB IPUBCACH B pa3JiCiIic 6.1.

3. JEKAPCTBEHHAY ®OPMA
Tabnerku.

benbie unu noutu Oenble, MIOCKUE KPYTible TA0NETKH, ¢ GacKoil, Ha OJHON CTOPOHE Ta0IETKH
c rpaBupoBkoii: E 741 — na tabnerkax mo 37,5 mr, E 743 — Ha TabGnerkax mo 75 mr; 6e3 unu
moutH Oe3 3amaxa.

4. KIMHUYECKHUE JAHHBIE

4.1. Tloka3zaHMsl K IPUMEHEHHUIO

Jleripeccust (JeueHue U IpoQHIaKTHKA PEIUINBOB) Y B3POCIBIX MAIIHEHTOB ¢ 18 1eT.

4.2.  PexuM 103MPOBaHUS U CNIOCOO MPUMEHEHHA

PexxuM 103upoBaHus

Pexomenayemast HauasbHas 1032 COCTaBIET 75 MTI' B 1Ba IipueMa exxeiHeBHO (1o 1 Tabnerke
37,5 mr 2 paza B IcHB).
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B 3aBucMMOCTH OT NEpEeHOCUMOCTH MU IPPEKTUBHOCTH, /1032 MOXKET OBITh IOCTENEHHO
yBenuueHa 10 150 mr B cyTku. [Ipy HEOOXOIMMOCTH 103y YBETUUUBAIOT 710 225 MI' B CyTKH.
YBenndeHue 1036l Ha 75 MI' B CYTKH MOTYT OBITH CJIeNIaHbl C MHTEPBAJIOM B 2 Henenu u Ooee,
B Cllydyae KIMHHUYECKOM HEOOXOAUMOCTH, B CBSI3U C TSKECTBIO CHMIITOMOB BO3MOXKHO
yBeIMYEHHUE JI03bl B 00Jiee KOPOTKHE CPOKHM, HO HE MeHee 4 nHeil. bonee Bbicokue 1036l (10
MaKCHUMaJIbHOM CyTOYHOM 10361 B 375 MI B 2—3 npuema) TpeOyrOT CTallMOHAPHOTO HAOIIOACHUS
naiueHnToB. [locne pocTuxkeHus HE0OXOAUMOro TeparneBTUYECKOro 3pdexra cyTouHas 103a
MOJKET OBITh MOCTENIEHHO CHUKEHA JO MUHUMAJIbHO 3()(PEKTUBHOTO ypOBHSL.

Tloooeporcusarowas mepanus u npoguiakmuxa peyuousos. TONACPKUBAIONICE JICYCHUE
MOJKET MPOJIOIKAThCS A0 6 MecsaueB u Oozee. [Ipumensitorcss MuUHUManbHbIE 3()()EKTUBHBIC
JI03b1, TPUMEHSBIINECS TIPH JICYEHUH JIETPECCUBHOTO SITU30/1a.

Hapywenus  ¢ynxyuu nowex: TpH JETKOW TIOYEYHOH HEIOCTATOYHOCTH (CKOPOCTH
kny6oukoBoit  umsTpamuu [CK®] 6Gomee 30 w/mun/1,73 M?) KoppeKius pexuMa
J03UPOBaHUs HEe TpedyeTcs.

I[Ipu ymepeHHo# modeuHoii HemocTatounoctd (CK® 10-30 mun/mun/1,73 M%) mo3y ciemyer
cHU3UTH Ha 25-50%. B cBsA3U ¢ yAnMHEeHUEM neproja MolyBbIBeICHNs BeHIa(aKkCuHa U ero
akTuBHOTO Metabonurta (O/IB), TakuMm manueHTam clieyeT NPUHUMATh BCIO 103y OJIMH pa3 B
cytku. He pexomeHIyercs TpPUMEHATh BeHJA)aKCMH TPHU  TSDKETIOW  MOYEHHOMN
nenocratounoctu (CK® menee 10 mn/mun/1,73 M%), TOCKOIBKY JOCTOBEPHbIE TAHHBIE O TAKOI
Tepanuu OTCYTCTBYIOT. llpn remoamanmse cyTrouHas 703a JOJDKHA ObITh CHIDKeHa Ha 50%,
MPUHUMATH TIPETapar CIeAyeT Mocie ceaHca reMOAnan3a.

Hapywenue ¢gynkyuu neuenu: Tpu JIETKOH CTENEHUM TEUYEHOYHOM HEIO0CTaTOYHOCTH
(mporpombunoBoe Bpems (I1B) menee 14 ¢) koppekiuus pexxuma J03UpOBaHUSI HEe TpeOyeTcsl.
ITpu ymepenHo# crenenu neyeHouHoi HenocratouHocTH (IIB ot 14 no 18 ¢) cyrounas goza
J0JKHA OBITh CHIDKeHa Ha 50% uinu Gosnee. He pekomMeHyeTcst IpUMEHATh BeHJIahaKCHH MTPH
TSKEJION NMEeYEeHOUYHOM HeJOCTaTOYHOCTH, MTOCKOJIBKY JIOCTOBEpHbIE JaHHbIE O TaKOH Tepanmuu
OTCYTCTBYIOT.

Toowcunvie nayuenmol: NOXKUIONH BO3PACT MAllMEHTA MPU OTCYTCTBUM KaKUX-IHOO OCTPBIX U
XpOHUYECKHUX 3a00JeBaHUil He TpeOyeT M3MEHEHHE J03bl, OJJHAKO (KaK M MpH Ha3HAYECHUH
JIPYTUX JIEKapCTBEHHBIX IMIpPernapaToB) IMpH JIEYEHUM TMOXWIbIX MAlMEHTOB TpedyeTcs
cOOJII0IaTh  OCTOPOXKHOCTh. [lOKMIIBIM TalMeHTaM cJelyeT NPUMEHSITb HAaUMEHbIIYIO
s dexTuBHYIO 103y. [Ipy MOBBIIIEHNU A03bI MALMEHT JOJKEH HaXOAUTHCS MOJI TIIATEIbHBIM
MEIULUHCKUM HaOII0ICHUEM.

Ommena npenapama

[Ipexpaienne npuema BeHiadakCHHA CIEAyeT MPOBOIUTH MOCTENEHHO, YTOOBI CBECTH K
MHUHHMMYMY PHUCK, CBSI3aHHBIN ¢ OTMEHOM npenapara. [Ipu Kypce Tepanuu B TedyeHue 6 HeIenb
u OoJiee Iepro/1 MOCTENIEHHOM OTMEHBI ITpenapaTa JoJKeH ObITh HE MeHee 2 Hellelb U 3aBUCUT
OT JI03Bbl, JJIUTEIIbHOCTH TE€PANUU U UHAUBUIYAIbHBIX OCOOCHHOCTEH MalueHTa.

Croco0 nmpuMeHeHs

BryTps.
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HpenapaT IIPUHUMAKOT BO BpEMA €51, XKEJIATCIbHO B OJJHO U TOXE BPEMs, HC pa3KCBLIBasA U
3aliuBas ) KUAKOCTBIO.

4.3. IlpoTuBoONOKa3aHUS

e [ umep4yyBCTBUTENBHOCTD K BeHIA()aKCHHY WM K JIIOOOMY M3 BCIIOMOTaTENIbHBIX BEIECTB,
IIEPEYUCIICHHBIX B pa3zaene 6.1.

e OpHOBpEeMEHHOE MPUMEHEHHE C HHrHOnTOpamMu MoHoamMuHOKcHaa3sl (MAOQ) (cM. paszaen
4.5.).

e Tsxensie HapymeHus (GYHKIMM TI€YEHH W/HMIM TOYeK (CKOpOCTh KIyOOUYKOBOH
dunsrpanuu (CK®) menee 10 mi/mun/1,73 M2 miomaam noBepXHOCTH TeJa).

e Bo3spacr o 18 ner

e bepeMeHHOCTH U MEpUOJ JIaKTaluu (cM. paszaen 4.6.).

e HenepeHOCHMOCTh TrajlaKTO3bl, JaKTa3Has HEJOCTaTOYHOCTh W TIIFOKO3HO/TAIaKTO3HAS
MaJbabCcopOITHs.

4.4. Oco0ble yKka3aHHus U MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C OCTOPOXKHOCTBHIO
[IpemapaT cneayeT mMpUMEHSTH C OCTOPOXKHOCTBIO MOCJE HEAABHO MEepeHeceHHoro nHpapkra
MHUOKap/a, NpH HECTAaOMIbHON CTEHOKapAMM, apTePUAIbHON THUIEPTCH3UH, AapUTMUU

(0coOeHHO TaxuKapJuu), CYAOPOKHOM CHHIPOME B aHaMHE3€, MOBBIIIEHUH BHYTPHUTIIA3HOTO
JABJICHUS, 3aKPBITOYTOJIBHON TJayKOMe, MaHHWAaKaIbHBIX COCTOSHHSX B aHaMHe3e, NpHU
CYHIIUJIATBHBIX TCHICHITUAX, MPEAPACTIONIOKEHHOCTH K KPOBOTCUSHUSIM CO CTOPOHBI KOXKHBIX
MMOKPOBOB M CJIM3HMCTHIX O0OJIOUEK, IMPU MCXOJHO CHIDKEHHOW Macce Tella, THIOHATPHEMHUH,
00€3BOKUBAHUH, TIPU OJJHOBPEMEHHOM MPUMEHEHUH C JUYPETHKAMU WJIH C JIEKapCTBEHHBIMH
CpeICTBaMU, IPUMEHSIEMBIMU JJIs JICUCHUS OKUPEHHUS.

Oco0ble yKa3zaHusg

Cyuyuo u cyuyuoanvroe nogeoenue

Jlenpeccust cBsi3aHa C MOBBILIEHHBIM PHUCKOM BO3HHUKHOBEHHS CYHMIMJAIbHBIX MBbICIIEH,
HaHECeHUsI ce0e TEJIECHBIX MOBPEXACHUN U Cynuaa (CyuIHIaIbHOE MOBEACHHE). DTOT PUCK
COXpaHseTCs BIUIOTh 0 HACTYIUICHUS BhIpayKeHHOW pemuccuu. [10cKonbKy B Te€UeHHE EPBBIX
HECKOJIbKUX HeJleb TePaNuy WU Jaxke OONbIIEro MPoOMeXyTKa BPEMEHH YIyUIIeHHUs] MOKET
He HaOmoJaTbes, [0 HACTYIUIEHHS TaKOro YIy4IIeHUS HEOOXOJUMO OCYIIECTBIATh
TIIATeNbHOE HaOIroieHue 3a nanueHTamu. CorinacHo HaKOMJIEHHOMY KIMHUYECKOMY OIIBITY,
PHUCK CyMIIMJA MOXET YBEIMUNBATHCSA HA PAHHUX JTallaX BbI3IOPOBJICHHUS.

[TanieHTBl C CyMIUJQIBHBIMM TONBITKAMH B aHaMHe3€ WJIM C BBICOKUM YpPOBHEM
Pa3MBbIIIICHNS Ha CyHIMIATbHbIE TEMBI /10 Hauaia Tepanuu B OOJIbIIEeH CTENEHH MOABEPKEHBI
PHUCKY CyMIIMaIbHBIX MBICIIEH WM MOMBITOK CYUIU/a, 32 TAKUMH NAIllMeHTaMU HEOOXOAUMO
OCYWIECTBIATh  THIaTeIbHOE HaOmoaeHue. Mera-aHanu3  IUI1ALE00-KOHTPOIUPYEMBIX
KJIMHUYECKUX HCCIIEJOBAaHUM aHTUAETIPECCAHTOB C YYacTHEM B3pOCIbIX MAIUEHTOB C
NCUXWYECKUMHU HapyIIEHUAMH IIOKa3all, YTO IPU IPUEME aHTHIECIIPECCAHTOB I10 CPABHEHMIO C
IPUEMOM II1aIe0o0 y MaueHTOB MOJIOXKE 25 JIET MOBBIIIEH PUCK CYMIIMIAIBHOTO TTOBEICHUSI.
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MenukaMeHTO3HOE JICUEHHE 3TUX MMAalUEeHTOB U, B YACTHOCTH, MALIUEHTOB C BBICOKUM PUCKOM
CYUIIU/IA, JTOJDKHO COMIPOBOXKIATHCS TIIATEILHBIM HAOIIOACHNEM, OCOOCHHO HAa PAaHHEM JTarle
Tepanuu 1 Mpu KOPpeKuu A03bl. [1anineHToB (1 Jull, yXaXUBAIOIIKNX 32 TAKUMH MallUeHTaMu )
ClIeqyeT TPenynpeauTh O HEOOXOAUMOCTH KOHTPOJHMPOBATH JHOOBIE  TPOSBICHUS
KIIMHUYECKOTO YXYAIICHUS, CYUIUJATLHOTO TIOBEICHUS W MBICICH, a TaKKe HEOOBIYHBIX
W3MEHEHUH B TOBEACHUU, U HEMEIJICHHO oO0pamarbcs 3a MEIUIUHCKON IMOMOUIbIO INpU
MOSIBJIEGHUH 3TUX CUMIITOMOB.

VY HeOONBIIOr0 4YKCia MAlMeHTOB, NPUHUMAIOUIMX AHTHICIPECCAHThI, B TOM YHCIEC
BeHJIa(aKCHH, BO BpeMsl JICUCHHS, M3MCHCHHS J03bl HJIM HPEKPAIICHUs TEparmul MOXKET
HAOJII0AATHCS arpeccus.

[IpoBeneHHBIE 1O HACTOSALIEIO BPEMEHM KIMHUYECKHE HCCIEAOBAaHUS HE BBIIBUIU
TOJIEPAHTHOCTH K BeHJa(QaKCUHY WIH 3aBUCUMOCTH OT Hero. HecMmoTpst Ha 3To, Kak mpu
JICYCHUH JPYTUMHU IIpernapaTaMy, ACUCTBYIOIIMMHU HA LEHTPAIbHYI0 HEPBHYIO CUCTEMY, Bpay
JIOJDKEH YCTaHOBMTH TILATEIbHOE HAONIOJIEHHE 3a MALMEHTaMU ISl BBISABJICHUS MPU3HAKOB
3710ynOTpeOIeHUs] MpenapaToM, a TAakKe 3a NallMeHTaMM, UMEIOIIMMHU TaKHe CUMITOMBI B
aHaMHe3e.

Ocobvie epynnsi nayuenmos
BennadakcuH He pa3pelieH kK IpuMeHeHuo y aetei 1o 18 ner.

Y manueHToB ¢ HaOOJABIICHCS paHee arpeccuell BeHJIAaKCHH CIICAYeT MPUMEHSTH C
OCTOPO’KHOCTBIO. Y  MallMEeHTOB C a(@PEeKTUBHBIMH paccTpocTBaMH, OHUIOISIPHBIM
paCCTpOfICTBOM npu JICUCHUHU aHTHUACTIpPECCaHTaMU, B TOM 4YHCIIC BGHJ’Iaq)aKCI/IHOM, MOTYT
BO3HHUKATH TUIIOMaHHWaKaJbHbIE M MAHHaKaIbHBIE cocTosHA. Kak n APYruc aHTUuACIPECCAHTEI,
BeHJIa(h)aKCUH JIOJKEH C OCTOPOXKHOCTBIO MPUMEHATHCS Y MAllMEHTOB C MaHUEH B aHaMHe3e.
Takue nanMeHThl HyX/1al0TCs B MEUIIMHCKOM HAOIOCHUN.

IIpu Tepanuu BeHIapaKCMHOM MOTYT BO3HUKHYTh CYJIOpOXHBbIE paccTpoiicTBa. Kak u Bce
aHTUJICTIPECCAHThI, BeHJA(AKCUH CIEAYeT NMPUMEHSATh C OCTOPOXKHOCTBbIO Yy MAIMEHTOB C
CYJIOPO’KHBIMH PAcCTPONCTBAMU B aHAMHE3€, 3a TAKUMU NAI[UEHTAMHU HEOOXO/IMMO YCTaHOBUTh
THIATEJbHBIN KOHTPOJIb. JleueHne 10KHO ObITh MPEKPAILeHO NPU Pa3BUTHU CYI0POT.

Axamuszus

[Ipumenenne BeHmaakcMHAa MOXET OBITh CBSI3aHO C PAa3BUTHEM AaKaTU3HWH, KOTOpas
XapakTepU3yeTcs HENPUATHBIM JUIsI TNAUUEHTa YYBCTBOM BHYTPEHHETO JBHUIATEILHOTO
OECIOKONCTBA U TPOSBISIONINIICS B HECIIOCOOHOCTH TAIMEHTa JOJTO CHUAETh CIOKOWHO B
OJHOH I03€ MJIN IOJr0 OCTaBaThCsd O€3 IBIMKEHHA. DTO COCTOSHHE MOKET HAOIIOZATHCS B
Hayajie JICUCHUS U B TEYEHHUE INIEPBBIX HEJEIb JICUEHU. Y MAIMEHTOB, Y KOTOPBIX MOSBUINCH
TaKW€ CUMIITOMBI, YBEJIUYEHUE 103l HE PEKOMEHTYETCS.

bunonaproe paccmpoticmeo

Jlo Hayana yieyeHus: He0OOXOJUMO OTIPEAETUTh TEX MAIlMEHTOB, KOTOPbIEe HAXOASTCS B IPYyIIe
pucKa OUnossipHOro pacctpoicTBa. Takas mpoBepka I0JKHA BKIOYATh MOAPOOHOE U3yUEHUE
aHaMHe3a, B TOM YHCJIE€ CEMEMHOro, JUIsl BBISBICHMS CIIy4aeB caMOyOHiIiCTBa, OUIIONISIPHOTO
paccrpoiicta. Cienyer OTMETUTD, YTO BeHJIaaKCHH HE PEKOMEHI0BAH /sl IPUMEHEHHS ITPH
JIeYeHUH OUIIONISAPHOM IEIPECCHH.
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IIpumenenue y nayuenmog ¢ conymcmeyouwumu 3a001e6aHUAMU
KnuHuuecknii OmpIT NpUMEHEHHUs BeHiadakCuHa Yy MAlUMEHTOB C  COMYTCTBYIOIIMMU
3200JIeBaHUSMHU OIPAaHHYCH.

CrnemyeT ¢ 0OCTOPOKHOCTBHIO IPUMEHSATh y TIAIUEHTOB C TAKUMU 3a00ICBAaHUSIMH, TTPH KOTOPBIX
neiicTBre BeHIadakCHHA Ha TeMOJUHAMUYECKHE MTOKA3aTeN U/IIIi METab0IH3M MOXKET OBITh
3HAYMMBIM.

[TanueHTOB CiemyeT MpenynpeauTh O HEMEUICHHOM OOpalleHHH K Bpady I0 MOSBICHUU
KOXXHOM CBINHU, YPTUKAPHBIX SJIEMEHTOB WIH JPYTUX aJUIEPrUUeCKUX PEeaKIIHii.

VY HEKOTOpBIX MalMEeHTOB BO BpeMs IPUMEHEHUS BEHJIAa(aKCHMHA OTMEYEHO [J0303aBHCHUMOE
MOBBIIICHUE APTEPUATBHOTO JAaBJICHUS W/WUJIH TOBBIIICHHE YaCTOTHI CEPJCUHBIX COKpAIICHUH,
[IO3TOMY  PEKOMEHJYETCS  PEeryJsipHbIi  KOHTPOJb  apTepUAIBHOIO  JAaBICHUS U
anekTpokapauorpammbl (OKI), 0coOCHHO B TEPHOA YTOYHEHHSI WM TOBBIIICHHUS 03B
BeHJagakcuHa. B ompiTe NOCTMapKeTMHIOBOrO NPUMEHEHHs BeHJadakcuHa  (MpU
Nepe03UpPOBKe) ObUIN 3apPErUCTPUPOBAHBI APUTMHUHU C JIETAIBHBIM UCXOJIOM.

Hepen HadaJIOM IIPHUMCHCHHA BCHJ'Ia(baKCI/IHa nanueHTaM ¢ BBICOKUM PHCKOM pPa3BUTUSA
CCPbC3HBIX HapymeHI/Iﬁ CEPACYHOTO pUTMA CICAYCT OLCHUTH COOTHOIICHHC BepOHTHOﬁ
ITOJIB3bI K BOBMOJXHOMY PHUCKY IIPpU IIPUMCHCHHU.

[TaneHThl, OCOOEHHO MOXKWIIbIE, JOJDKHBI OBITH HPENYNPEKACHBl O BO3MOXHOCTU
BO3HHUKHOBEHHS TOJIOBOKPYKEHUS U HAPYILIEHUS UyBCTBA PAaBHOBECHSI C LIE€IBIO IPOPUIAKTUKI
TpaBMaTH3Ma.

Bo Bpemst mpumenenus BennadakciuHa, OCOOCHHO B YCIOBUSX JIETUAPATAIIMH WU CHIKCHHS
o0beMa MHUPKYJIUPYIOMIEH KpOBHM (B TOM 4YHCJIE Yy TMOXWJIBIX MAIlMEHTOB M TAI[UEHTOB,
MPUHUMAIOIINX JUYPETHUKH), MOXET HaOmIoJaThCsl TUMOHATPHEMHS] W/WIH  CHHIPOM
HEA/IEKBATHOM CEKPELIMU aHTUINYPETUUYECKOTO TOPMOHa.

Bo Bpemst nmpuMeHeHHs BeHJIapaKkCHUHA, OCOOCHHO B YCIOBUSAX AETHIpATAllUN WM CHUKEHUS
o0beMa IMPKYJIUPYIOUIeH KpOoBH (B TOM YHUCIE Yy MOXWIBIX MNAlMEHTOB W MaIMEHTOB,
MPUHUMAIOIINUX JIUYPETHKH), MOXKET HaOMI0JaTbCsl TUINOHATPUEMMsI W/WIM  CHUHAPOM
HEaJICKBaTHOW CEKPELMU aHTUANYPETHYECKOTO TOPMOHa.

Benmadgakcun He wu3ydeH y TAIMEHTOB, HEMAABHO TMepeHecmuxX HHPApPKT MHUOKapaa |
MAIMEHTOB C JEKOMIIEHCHUPOBAHHOM CEPACYHOM HEIOCTATOYHOCThIO. TakuM mnanueHTam
Ha3Ha4YaTh BeHJIA(aKCHH CIEeIyeT C OCTOPOKHOCTBIO.

[TpuMeHeHHe CENEeKTUBHBIX MHTHOMTOpOB oOpatHOro 3axmara ceporoHmHa (CHUO3C) wm
BeHJa)akCHHA TMalMEHTaMH C CaXxapHbIM JMa0eTOM MOJKET BbI3bIBATh H3MEHEHHE
KOHIICHTPALIMH TJIFOKO3bI B KPOBU. MOXKET MOTpeOOBATHCSI KOPPEKIIMS 103bl MHCYJIMHA W/WIIN
TUIOTIMKEMUYECKUX CPEACTB JUIsl pueMa BHYTPb.

Bo Bpems Tepanuu BeHIadaKCHHOM PEKOMEHAYETCS BO3JEPXKATHCS OT TMpHUEeMa JIFOOBIX
AJIKOT0JIbCOICPIKAINX HAMUTKOB.

beszonacHocth u  3(dQeKTUBHOCTH TpUMEHEHWs BeHJadakcMHa B KOMOWHAIUU C
JIEKApCTBEHHBIMU ~ CPEJICTBAMHM, CHIDKAIONIUMU Maccy Tena (BkiIodas (EHTEPMUH)
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yCTaHOBJIEHBI He ObUTH. He pexoMmeHIyeTcs oJIHOBPEMEHHOE MpHUMEHEHHE BeHiadakchuHa U
JIEKapCTBEHHBIX CPEJICTB, CHIDKAIOILUX MAcCy Tea.

JKeHIMHBI 1eTOPOIHOTrO BO3pacTa AOJIKHBI IPUMEHSTh HaICKHBIE METO/IbI KOHTPALEILIUU BO
BpeMs IPUMEHEHHs BeHnadakcruHa.

ITpuem nexapctBenHbix mnpenapatoB rpynn CHUO3C/CHMO3CH MoxeT NOBBIIIATh PUCK
PasBUTHS [TOCICPOIOBOI0 KpOoBOTeUeHHS (CM. paseinsl 4.6 u 4.8).

Pazvacuenus ocobvix cumnmomos u C‘OC‘I’I’ZO}ZHZ/HZ, 603HUKHOBEHUE KOMOPBLIX 603MOIANCHO npu
Jledyenuu npenapamom

CyxocTth Bo pTy oTMmeuanach y 10% manueHToB, MOJIy4aBIIMX BeHJIAQakCUH. ITO MOKET
YBEJIMYUTh PUCK PAa3BUTHS Kapueca. [lalMeHThl JOJDKHBI TIIATEIBHO COONIOAATH THTHUCHY
moyioct  pra. llpuMeHeHue BeHnaakcuHAa MOXET BBI3BATh PA3BUTHE aAKATU3HH,
XapaKTePU3YyIOmEencss CyObEKTUBHBIMU HEMPUSITHBIMU OIIYIICHUSMUA WM JIBUTATEIbHBIM
OCCIIOKONCTBOM H HEOOXOJMMOCTBHIO 4YacTO JBUTATHCSA, YTO HEPEIKO COMPOBOXKIACTCS
HECIOCOOHOCTBIO CHUIETh WM CTOSITh Ha MecTe. B OCHOBHOM 3TO MPOUCXOAUT B TEUCHUE
MEPBBIX HECKOJbKUX Henedb JjeueHus. [loBbllieHWe 103bI Yy MAlMEHTOB, y KOTOPBIX
Pa3BHUBAIOTCS TAKHE CUMIITOMBI, MOYKET BBI3bIBATH HEXKENATEIbHbBIE MOCIEICTBUS.

B HHaHe60-KOHTpOHI/IpyeMHX KIIMHUYCCKHUX HCCICAOBAHUAX Y 5,3% IIanuCHTOB OBLIO
3apCTUCTPUPOBAHO KIIMHUYCCKU 3HAYUMOC IIOBBIICHUC KOHICHTPAUOHWHN XOJCCTCPHHA B
CBIBOPOTKEC KpPOBH. HCOGXOI{I/IM KOHTPOJIb KOHULCHTPALMKW XOJICCTCPUHA IIPH JJIHUTCIbHOM
JICYCHHH.

Cunopom «ommenwly

Bo BpeMs npekpalieHus Je4eHHsl pacpOCTPAHEH CHHIPOM «OTMEHBD», OCOOEHHO €CIIU 3TO
pe3Koe INpeKpalleHue Tepanuu. PUCK pa3BUTHS CHHIPOMA «OTMEHBD» MOXKET 3aBUCETh OT
HECKOJIbKUX (PAaKTOPOB, BKJIOYAsk MPOJOKUTENBHOCTD JICUEHHUS], BETMUMHY TePaeBTUYECKHX
7103 U CKOPOCTh MX CHWKeHH. OueHb peIko COOOLIAeTCs O JAHHBIX CUMIITOMAX y MAI[MeHTOB,
KOTOpBIE CIIy4YailHO IPOITyCTUIIN IIPUEM TIpernapara.

CHUMIITOMBI CUHIpPOMA «OTMEHBD» OOBIYHO HACTYHAarOT B TEUYEHHE MEPBBIX HECKOJBKUX THEH
nociie npekpaieHus JeueHus. OObIYHO ATH CUMIITOMBI IPOXOAT B TEUEHUE 2 HENETb, XOTS Y
HEKOTOPBIX TMAallMEHTOB OHM MOTYT COXpaHsAThCs 10 2—3 MecsueB u Ooinee. Pekomenayercs
MIOCTETIEHHO CHMYKATh 7103y BeHJadaKkCcuHa MpH NMPEeKpalleHuy puemMa rpemnapara - B TeUeHUe
HECKOJIbKUX HEZENb WIA MECALEB, B 3aBUCUMOCTH OT BBIPAKEHHOCTU KIMHUYECKHUX
CHUMIITOMOB 3a00JI€BaHUsI.

CepomoHuHo8wlli CUHOPOM

[Ipumenenue BeHnadakcUHa, KaK M JIPYTUX CEPOTOHHMHEPTHMUECKUX TPEnapaTroB, MOMKET
BbI3BATh CGpOTOHHHOBBIfI CUHAPOM, IMNOTCHOHAJIBHO OINACHOC MIJid XWU3HU COCTOSIHUEC, B
0COOCHHOCTH MPHU OJHOBPEMEHHOM NPHUMEHEHUU JPYTUX JIEKAPCTBEHHBIX CPEACTB, KOTOPHIE
MOTYT IOBJIMATE Ha CCPOTOHUHCPIUYCCKUE HeﬁpOMe)maTopHme CHUCTEMBI, TaKHUX Kak,
uaruouTopsl MAO (cMm. paznen «4.5»).

CuUMIITOMBI CEPOTOHMHOBOI'O CHHIpOMa MOTYT BKJIIOUaTh B ce0sl U3MEHEHHS] NICUXUYECKOTO
ctaryca (Bo30yKJeHHe, TaJUTIOIIMHAIINY, KOMa), BETETATHBHYIO HEYCTONYMBOCTH (TaXUKapIusl,
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JTa0MIBHOCTD apTEPHAIBbHOTO JIABJICHHS, THIIEPTEPMHEsI), HEPBHO-MBIIICUYHBIE PACCTPONCTBA
(runeppednexcus, HapylmeHHEe KOOPIWHAIMK) W/WIM HKEITyJOYHO-KUIICYHBIE CHUMITOMBI
(TomrHOTA, pBOTA, AUApEs).

IIpenapar Benakcun TaOJETKHU COIEPKUT JIAKTO3Y

HaHI/IeHTH C pPCAKUMH HACJICACTBCHHBIMHW HAPYHNICHUAMH, TAKUMH KaK HCHICPCHOCHMOCTH
TaJIaKTO3bl, IIOJIHAs JJaKTazHad HEAOCTATOYHOCTh U TIIOKO3HO/TAIaKTO3HAS Manba6cop6u1/151 HE
AOJIKHBI IIPUHUMATh JaHHOEC JICKAPCTBEHHOC CPEACTBO.

IIpenapar Benakcud TaOJIETKHA CONEPKUT HATPUI

Kaxxnas tabnerka npenapara Benakcun conepxutr meree 1 MMonb (23 Mr) HaTpus, TO €CTh
MPAKTUYECKH HE COACPKUT HATPHSL.

4.5. B3aumopneiicTBue ¢ JAPYrHMHM JIeKAPCTBEHHBIMH MNpenapataMu W JApyrue BUAbI
B3auMoOAeHCcTBUSA

Bennadakcun He 001a1aeT MOBBIICHHOM CBA3BIO C OCJIKaMU IIJIa3Mbl KPOBHU, IMTPAKTHYECKH HE
MOBBIIIAET KOHIICHTPAILMIO OJHOBPEMEHHO TPUMEHSAEMBIX JICKAPCTBEHHBIX CPEICTB, IS
KOTOPBIX XapaKTEpHa BBICOKAas CBA3b C O€IKaMH IUIa3Mbl KpoBU. KIMHMYECKH 3HAYMMOTO
B3aMMO/ICHCTBUS C TUIIOTEH3UBHBIMH (MHOTHX (hapMaKOJIOTHYECKUX TPYIII, B TOM YucIie OeTa-
aZpeHoOJIoKaTOpaMy,  MHTHOMTOpaMH  aHTHOTEH3WHIpPEBpamarmero  ¢epMeHTa H
JUYpPETUKAaMHU) W TUIONIMKEMHUYECKHMMM CpPEICTBaMU He BbIABIEeHO. Ciemyer cobio1aTh
OCTOpO)KHOCTI) HpI/I O)IHOBpeMCHHOM HpI/IMCHeHI/II/I C I[pyrI/IMI/I J'IeKapCTBGHHI)IMI/I npenapaTaMH,
BIIUSIIOLIUMH Ha IIEHTPAIbHYIO HEPBHYIO CUCTEMY, ITOCKOJIbKY KOMOMHALIMU BeHy1aakcHHa ¢
TAKUMHA npenapaTaMH HEC I/ISYLIGHI)I.

Huzubumopor MAO

[IpoTHBOMOKa3aHO 00HO8pemeHnHOe TPUMEHEeHne BeHnagdakcuHa ¢ uHruoutopamu MAO, a
Takxke B TeueHue 14 nHeil mocie ux OTMEHBI (BEPOSATEH PUCK Pa3BUTHS TSHKEIBIX MOOOYHBIX
3¢ deKTOB BILIOTH A0 JETaIbHOro ucxoza). Tepanuto naruouropamu MAO MOKHO IPOBOJUTH
HE MEHee 4eM yepe3 7 aHel mocie oTMeHbl BeHnadakcuna. [Ipuem BeHnadakcuHa JOJDKEH
OBITh TpEKpallleH, MO KpaiWHeW Mepe, 3a 7 JOHEW [0 Hayalla NMPUMEHEHHS OOpaTUMBIX
cesleKTUBHbIX MHruOuTopoB MAO (moxnobemun). Cnabo oOpaTUMBI M HECENEKTUBHBIN
uaruourop MAO nuHe3onu] (IPOTUBOMUKPOOHOE CPEJICTBO) M METHJIEHOBBIM CHHUMN
(BHyTpuBeHHasl JieKapcTBeHHass (popma) Takke He PEKOMEHAYIOTCS JJsl OJHOBPEMEHHOIO
MIPUMEHEHHS C BeHJIa(haKCHHOM.

Cepomonunepeuueckue cpedcmea

CrnenyeTr ¢ OCTOPOKHOCTBIO OTHOCHUTHCS K OJHOBPEMEHHOMY NPUMEHEHMIO JIEKAPCTBEHHBIX
CPEICTB, KOTOPBIE BIUSAIOT Ha CEPOTOHWHOBYIO CHUCTEMY MEIMATOPOB, TAKMX KaK TPUITAHbI
(cymatpunran, 3oamutpuntad u gpyrue), CMO3C u uHruGuUTOpH 0O0paTHOrO 3axBaTa
ceporonnHa u HopaapenannHa (MO3CH) (oTMedanuch MPOJOIDKUTENBHBIE CYIOPOTH),
TPULMKIMYECKUE aHTHAETPECCAHThI, JUTHH, CUOyTpaMHH WM (peHTaHW1 (M ero aHajoru
nexkcrpomeTopdan, TpaMaaoll U IPyTUE), a TAaKKe M30BITKA UCTOYHUKOB TpUNTO(aHa BBUIY
YCHJIEHUS IOTEHIIMAIIBHOTO pUCKAa BOSHUKHOBEHUS CEPOTOHMHOBOI'O CUHAPOMA.
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Omanon

Bo Bpems sedeHus BeHJIA(PaKCHHOM CIEAYeT MOJHOCTHIO MCKIIOYHUTH STAHON (AJIKOTOJIb).
OTaHON YCWIMBAaeT HApYyUICHHUS TICUXOMOTOPHBIX (YHKLHUH, KOTOPhIE MOXKET BBI3BIBATh
BeHIa(haKkCHH.

Jlumuai
[IpemapaTel JIUTHUS HE OKAa3bIBAIOT 3HAYUTEIBHOTO BIUSHHUS Ha (HapMaKOKMHETHKY
BeHJ1a(pakcuHa.

JHuazenam

He BbIABIEHO BIMSHHS [Oua3enama, MPHHAMAEMOTO BHYTPb, Ha (DapMaKOKHMHETHKY
Bennadakcuna u O-necmerwiBernadarxcuaa (OJIB) u, Hao00poT, BeHnahakCHH HE U3MEHSIT
(bapMakOKHHETHKY JWa3enamMa W ero MeraboiauTa JecMeTHiauasernama. Kpome Toro,
MPUMEHEHHE 000HMX ATHX IPENapaToB HE YXYJAIIAeT MCHXOMOTOPHBIX U MCHXOMETPHUYCCKHX
3¢ (GEeKTOB, BBI3BIBAEMBIX THA3CITIAMOM.

L{umemuoun

OpHoBpeMEeHHOE MPUMEHEHHE IMMETHIWHA U BeHJadaKCHHA MPOSBIAJIOCH B 3aJIEPIKKE
MeTabonu3Ma TpU «IIEPBUYHOM MPOXOXKIACHUM» BeHiadakcuHa uepe3 meudeHb. KimpeHc
BeHJadakcMHAa TpH TNpuemMe BHYTph cHuxancs Ha 43%, a AUC (mwmomans moJ
(hapMaKOKHHETHUECKON KPHUBOW «KOHIICHTpAIMsI-BpPEMs») U MaKCUMajbHas KOHIICHTpAIlHs
(Cmax) B miIa3mMe KpOBH JAaHHOTO MperapaTta yBenuuuBaiachk Ha 60%. OnpHako, momo0HOE
BO3jeiicTBME HE mposBisuiock B oTHomeHun OJIB. Ilockonbky 001mas akTHBHOCTH
Bernadakcuna u OJIB, kak 0XXumaeTcs, MOBBICUTCS MPU 3TOM JIUIIb B MaJIOM CTENEHHU, TO
KOPpEKIMH J03bl [ OOJIbIIMHCTBA OOBIYHBIX NAIMEHTOB He mnoTpedyercsa. OnHako
MarueHTaM ¢ UMeroIencs (BBISIBICHHOW) apTepruaIbHON THUIIEPTEH3UEH, TOKUIIBIM MallieHTaM
U TeM, y KOT'O UMEIOTCSl HapyIIeHus (yHKIUHU TIeUeHU WK TIOYEK, BO3MOKHA KOPPEKITUS 03I
BeHJIa(haKCHHa.

T'anonepuoon

B uccnenoBanny, rae BeHnadakcuH MPUMEHSIICS B CTaIUM PABHOBECHOH KOHIICHTPALUHU TIPU
no3e 150 mr B cyTkH, HaOII0JaJI0Ch CHUYKEHUE OOIEro KiIMpeHca rajionepu 10yia IpUHIATOTO
BHYTpb Ha 42% mnocne n03sl 2 1; npu 3toM AUC Bo3pactana Ha 70%, a Cmax Bo3pacrajna Ha
88%, mpu 3ToM mepuoj moayBbiBeneHus (T12) ramonepuaonaa He U3MEHSUICA. DTO CeayeT
YUUTBIBATh JUISI IPABUIIBHOTO BBIOOPA JJO3BI TaIONEepUa0IIa.

Hmunpamun

Bennadakcun He yxyamaeT (papMaKOKHHETHKY HWMHUIIPAMHHA U 2-THIPOKCHMMHIIPAMHUHA.
Omnako AUC, Cmax u Cmin (MUHUMallbHas KOHIEHTpAIlWsl) JecUllpaMHHa (aKTUBHOTO
MeTaf0oJIuTa WMHUIPAMHHA) BO3pACTalOT MPUOMM3UTENbHO Ha 35% mpu OJHOBPEMEHHOM
pUMeHeHnH ¢ BeHnadakcunoM. Bo3pacraer takxke ot 2,5 10 4,5 pa3 (B 3aBUCUMOCTH OT JI03bI
BeHnagakcuna: 37,5 mr Ha 12 yacoB wmimum 75 mr Ha 12 dYacoB) KOHIEHTpanus 2-
THIPOKCHUIECUTIPAMHHA, HO KIIMHUYECKOE 3HaYeHHE TaHHOTO (paKTa HEU3BECTHO.

Memonponon
[Ipn ogHOBpEMEHHOM MPUMEHEHHH METOIPOJIoNia M BeHJa(aKCHHA CIEAyeT COOI0IaTh
OCTOPOKHOCTh, TaK KaK BCJICACTBUE (PAapMaKOKHHETUYECKOTO B3aUMOICHCTBUS KOHIICHTPAITUS
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METOIpoJIoJia B IUIa3Me KpoBH yBenuuuBaercs mnpumepHo Ha 30-40%, 6e3 u3MeHeHus
KOHIICHTPALIMU €ro akKTUBHOIO MeTaboimTa o-THApOKcHMeTonposona. KiamHuyeckas
3HaYMMOCTh JIaHHOTO B3aMMOJACUCTBUS HE wu3ydeHa. Meronponon Biuser Ha AUC
Bennagdakcuna u O/IB.

Pucnepuoon

[Ipn ogHOBpEeMEHHOM NPUMEHEHWH C pHUCTEpUIoHOM (HecMoTps Ha yBenumdenune AUC
pucriepuiona) (papMakOKMHETHKA TMapbl aKTUBHBIX MOJIGKyn (pucnepujoHa u  9-
THIIPOKCUPUCTICPUIOHA) CYIIECTBEHHO HE MEHSETCS MPH OJHOBPEMEHHOM IPHUMEHEHHUH C
BeHJIa(haKCHHOM.

Knosanun

B Xoge MOCTMapKeTMHIOBOTO HM3y4YeHHs BEHJIa()aKCMHA YCTAHOBJICHO, 4YTO MU
OJTHOBPEMECHHOM TPHUMEHEHHUU C KIO3allMHOM €ro KOHIIGHTpalus B IUIa3MEe KPOBHU
YBEIIMYUBACTCS. DTO MPOSBISETCA B YCUICHUU MOOOYHBIX 3(PPEeKTOB Kiro3amnnHa, 0cOOEHHO B
OTHOIIIEHNH BO3HUKHOBEHUS CyIOPOT.

Hnounasup

[Ipu onmHOBpeMEHHOM NpPHUMEHEHUU MeHseTcs (apMakokuHeTnka wuHauHaBupa (AUC
camkaercs Ha 28%, Cmax ymenbmaercs Ha 36%). VY BennadakcuHa H3MEHEHHS
(dapMakOKHHETHKH He HaOmoaaercs. Kilmaudeckoe 3HaYeHne 3TOro pakra HEM3BECTHO.

Kemokonazon

HccnenoBanust (GpapMakOKHHETHKH TIPH OJHOBPEMEHHOM MPHUMEHEHHH C KETOKOHA30JI0M
MIOKAa3aJ0 MOBBILICHUE IUIa3MEHHBIX KOHIIEHTpauuil BennadakcuHa u OJIB y 310poBBIX
JTOOpPOBOJIBIIEB, Y KOTOPHIX M3HAYAIBHBIA MeTabonu3M ¢ ydactueM m3opepmenta CYP2D6
sBIgeTcs kak xopomuM (X-Mert), Tak u ioxum (I1-Met). B wactHocTH, Cmax BeHIadakcuHa
Bo3paciya Ha 26% y X-Mert u Ha 48% y I1-Mert. 3nauenust Cmax O/IB Bo3zpociu Ha 14% n 29%
y noopoBosnsieB X-Met u [I-Mer, coorBerctBeHHO. AUC Bennadakcuaa Bo3pocia Ha 21% y
X-Met u Ha 70% y I[1I-Mer. 3nauenns AUC O/IB yBenuunmucs Ha 23% u 33% y 1006poBosibLieB
X-Mert u II-MeT, COOTBETCTBEHHO.

Cpedcmea, enuswowue Ha cEepmMubIEAOWYIO CUCMEMY KPOSU U (DYHKYUIO MpPOMOOYUmMOs
(necmepouonvle npomugogocnanumenvuvie npenapamvl (HIIBII), ayemuncanruyunogas
KUCI0ma u npouue aHmuKoazyisiHmol)

CepoTOHUH, BBIACISAIOUINICS TPOMOOLIMTAMH, UTPAET BAXXHYIO POJIb B FeMOCTa3e (OCTaHOBKE
KpoBOTeueHHs1). Pe3ynbTarhl  3MHUAEMHOJIOTUYECKUX  UCCIEAOBAaHHM  JAEMOHCTPHUPYIOT
B3aUMOCBSA3b MEXJY IPUEMOM IICUXOTPOIHBIX IIPENapaTroB, KOTOPbIE BMELIMBAKOTCSA B
oOpaTHBIN 3aXBaT CEPOTOHMHA, U YAaCTOTON KPOBOTEUEHUN B BEPXHHUX OTJENAX >KEITYyAOYHO-
KHMIIIEYHOTO TPAaKTa. JTa B3aWMOCBS3b YCWIMBAECTCS, €CIM OJHOBPEMEHHO IPHUMEHSIOTCS
HIIBII, mpenaparsl aneTHICATUIMIOBONM KUCIOTHl WIA MPOYHE aHTHUKOAryJIsHTHI. Jloka3aHo
MIOBBIIIAETCS PUCK KpoBOTeueHUH npu ogHoBpemeHHoOM mnpuMmeHeHnu CHO3C u MO3CH
(Bxitoyast BeHjadakcuH) ¢ BapdapuHoMm. IlanueHThl, KOTOpble NPUHUMAIOT BapdapuH,
JOJKHBl HAaXOJUTBHCS TMOJ TIIATENIbHBIM KOHTPOJEM MPOTPOMOMHOBOIO BpPEMEHHU W/MIU
YaCTUYHOTO TPOMOOIIIIACTUHOBOI'O BPEMEHH, OCOOCHHO KOT'/1a HAYMHACTCS WIIN 3aKaHUYMBACTCA
COBMECTHOE NPUMEHEHHE ¢ BeHJIa(PaKCHHOM.
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Bszaumooeiicmeue ¢ Opyeumu j1exapcmeeHHvIMU CpeoCmedamMu Ha YPOGHe U3YYEHHO20
Memabonuzma ¢ uzoghepmenmamu cucmemvl yumoxpoma P450

OcHoBHbIE TyTH MeTaboar3Ma BeHnadakcruna BkioyaroT uzopepmertsl CYP2D6 u CYP3A4:
NEpPBbI M3 HHUX MpeBpallaeT BeHiadakcuH B ero akTuBHbBIM Mertabomutr OJIB, a BTOpOM
ABIISICTCS MEHEEe BaXXHBIM B MeTabosim3Me BeHsadakCcuHa 10 CPaBHEHUIO ¢ M30(EepMEHTOM
CYP2D6 u o6pasyer mpoaykt N-mecmermnBensnadakciH ¢ HHU3KOH (PapMaKoJIOTHYECKOM
aKTUBHOCTBIO. Pe3ynbTaThl NOKIMHHUYECKUX HCCIICOBAaHMM IOKa3alld, a 3aTeéM 3TO ObLIO
MOATBEPKICHO KIMHUYECKH, YTO BeHJA(QaKCUH SBISIETCA OTHOCHUTENIBHO  CJIaObIM
uaruouTopom m3odpepmernta CYP2D6. IlosTomy mnpu TpPUMEHEHUH C YMEPEHHO
MOJIABJISIONIUMH aKTHBHOCTh 3TOT0 M30()epMEHTa JIEKAPCTBEHHBIMU CPEJCTBAMHU (CM. BBIIIE
MH(POPMAIIHIO C UMUTIPAMHHOM ), HJTH B CIIyYae ¢ NAIlMEHTaMH C TeHETHYECKH 00YCIIOBICHHBIM
camwkenneM QpyHkun n3opepmerra CYP2D6, koppekiuu 1036l BeHadgakcuHa He Tpedyercs,
TaK KaKk CyMMapHas KOHIEHTpAIHs JCHCTBYIOIIETO BEIIECTBA M AKTHBHOTO MeTaboiuTa
(Bennacakcuna u OJIB) mpu 3TOM CYIIECTBEHHO HE MEHSETCS. ITO TMOJOXKUTEIBHO
XapakTepu3yeT BeHJadaKCUH MpPU CPAaBHEHUU C APYTUMHU aHTHUienpeccaHTtamu. Cremyer
cOOMIOAAaTh OCTOPOKHOCTh MPU OJHOBPEMEHHOM MPHUMEHEHUHM C TaKUMHU WHTHOMTOpaMu
uzopepmenta CYP2D6, kak XxuHUIUH, TAPOKCETHH, (hIIyOKCETHH, ralonepuoi, nepdeHasus,
JIEBOMETIPOMAa3UH, TaK KaK B 3TOM ciy4yae BeHJIa(aKCHMH MOXET MOTEHIMAIbHO MOBBIIIAThH
IUTA3MEHHYI0 KOHIIGHTpalnuio 3TuX cyoctparoB m3odepmenta CYP2D6. B coueranuu ¢
JICKapCTBEHHBIMU CpEJICTBaMH, yruetaroummMu o6a uzodepmenta (CYP2D6 u CYP3A4),
TpeOyeTcst COOM0AaTh 0COOYIO0 OCTOPOKHOCTE. Takue JIeKapCTBEHHBIC B3aUMOJICHCTBUS ITOKa
HEJIOCTaTOYHO HM3y4YEeHBI, U B ATOM CIy4yae TaKoe COYETaHHE JIEKAPCTBEHHBIX CPEICTB HE
PEKOMEHIYETCS.

K Tomy e BeHnadakcuH He monamiseT akTUBHOCTb u3odepmentoB CYP3A4, CYP1A2 u
CYP2C9, nosToMy ¢ TakMMHU JIEKAPCTBEHHBIMU CpEACTBAMHM Kak ajmpo3o0jiaM, KO(EHH,
kapOamazenuH, JauasenaMm, TonOyTamuja, TepdeHaJuH 3HAYUMOrO B3aMMOJEHCTBHS HE
HabJro1aeTcsl.

B3anmMopeiicTBie ¢ KETOKOHA30JI0M ONKMCAHO BBINIE. AHATOTMYHOE BIIMSIHHE MOTYT OKa3aTb
takue nHruouTops! n3odpepmentoB CYP3A3/4, kak UTpaKOHA30JI, PUTOHABHP.

Ilpouue  83aumooleiicmsuss ¢  pa3iUYHLIMU ~ CONYMCMBYIOWUMU — MepaneemuiecKkumu
Gaxmopamu u nuwet

Ha ¢one mpumenenus BeHnadakcHHa cCleqyeT COOMI0AaTh OCOOYH0 OCTOPOKHOCTH IPHU
MIPOBEJICHUH JIEKTPOCYNOPOKHON Tepanuu, TaK KaK OIBIT IPUMEHEHHS BeHIadaKCUHa B ATHX
YCIIOBUSIX OTCYTCTBYET.

3HAYNMOI'0 BIIMSIHUS Pa3IMYHBIX BHAOB IIHIIKM Ha BCACBIBAHUEC BeHJ'Ia(i)aKCI/IHa n €ro
nocnenytomee mnpeBpamnieHue B OJIB He BbiiBiaeHo. [luma (kak mpaBmio, ¢ BBICOKHM
coJiep>kaHueM Oeska, HampuMep: TBepible ChIPbl, MKpa pbIO, MHIEHKA), a TaKkKe MHILEBbIE
)IO63BKI/I u q)HTHeC-paHI/IOHI)I, ABJIAOMNIUCCA MOBBINICHHBIM HNCTOYHUKOM TpI/IHTO(l)aHa,
MOTEHITUATBFHO CIOCOOCTBYeT OObINEH BBHIPAOOTKE B OpraHU3ME CEPOTOHHWHA, YTO MOXKET
yCHIIMBATh TOOOYHBIE cepoTOHMHEepriuueckue 3¢ (HeKThl BeHnadakcuHa.

HexenatenbHoe (apMakoAMHAMHUYECKOE B3aWMOJCWCTBUE MOXKET HMETh MECTO MpH
MPUMEHCHUH BeHJIapaKkCHHA OJHOBPEMEHHO C JICKQPCTBEHHBIM CPEACTBOM 3BEpOOOi
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IPOJBIPSIBICHHBIN (TPaBOM WJIM PAa3HOTO poja MpernapaTaMy U3 HEro), Takoe COYeTaHHe He
PEKOMEHIYETCH.

HmeroTcst cooOIIeHust 0 JIOKHOTIOIOXKUTENBHBIX Pe3yJIbTaTaX UMMYHOXPOMATOTpapuIeCcKoro
HKCHPECC-TeCTa MOYM (TECT-TIOJOCKM) HAa (DEHIUKIMIMH M aM(eTaMHHBI Yy TMaIHEeHTOB,
NPUHUMAIOIINX BeHJIa(haKCUH, NpUYEeM Jaxe dYepe3 HECKOJIbKO JHEH IMociae OTMEHBI
BeHJaakcuHa. JTO MOXKET OBITh OOBSCHEHO HEJOCTATOYHOH CHenn(UYHOCTHIO JAHHOTO
tecta. OmmMunuTh BeHIadakCHH OT (EHUMKIMAMHA H aM(pETaMHMHOB MOXET JIMMIb
HNOATBEP)KAAIOMIMN  TECT, TMPOBEACHHBIA B  CHCHHAIN3UPOBAHHOW  AHTHUIOIMMHIOBON
1abopaTOpHH.

[To umeronMMes Ha CErOAHSIIHUNA 1eHb JAHHBIM, BeHIa()aKCUH HE MPOSBUII ce0sl B Ka4eCcTBE
mpernapara, BBI3BIBAIOLIETO JICKAPCTBEHHOE 3JI0YNMOTpeOIeHnEe WM MpHCTpacTHe (Kak Ipu
JTOKITMHIMYECKOM HCCIIeIOBaHNN apUHATETA K PEENTOPaM, TaK U B KIMHHYECKON MPAKTHKE).

4.6. ®epTHIBLHOCTD, 0€PEMEHHOCTDb U JAKTALHS

bepemeHHOCTD
He crnemyer Ha3zHayath BeHsiapakCcMH OEpeMEHHBIM M JKEHIIMHAM B MEPHOJ] TPYAHOTO

BCKapMJIMBaHMsI, TaKk Kak O€30MacHOCTh NPUMEHEHUs BeHJa(paKCHHAa HE YCTAHOBJIECHA B
JOCTaTOYHOM CTENEeHH, BBHUJY OTCYTCTBHSI aJIeKBaTHO IPOBEJCHHBIX KOHTPOJIUPYEMbIX
KIIMHAYECKUX HCCIIEOBAaHUI Ha JOCTaTOYHO OOJNBIION BBIOOPKE TaKUX IMAIUEHTOK. IJTO
KacaeTcsl 3/[0pOBbs, KaK MaTepH, TaK U, B OOJIbILEH CTeNeHH, II0a/pedeHKa.

XKeHmuHBI 1€TOPOHOTO BO3pacTa AOKHBI OBITH HpeayNnpexaeHbl 00 3TOM [0 Hadaja
Tepanuu, ciaeayeT HEMEAJEHHO OOpaTUThCA K Bpauy B cCiydae MOATBEpXKICHHS (¢akTa
0epeMEeHHOCTH MJIU MJIaHWPOBAaHUS OEPEMEHHOCTH B IEPUO/] TEpaNUU BeHJIahaKCHHOM.

Ha mpaktuke BcTpedaroTcs ciydaw Ha3HaueHHUs BeHJIadaKCHHA BO BpeMs OEpeMEHHOCTH U
HE33/10JIT0 J0 pOJOB, KOrJa B KOHKPETHOW CHUTyallud OKHJaeMas I0jib3a ISl MaTepu
MPEBBIIIAECT MOTCHUHAIBHBIA PUCK AJIA MIoAa. B 3TUX ciaydasxX y HOBOPOXIEHHBIX YacTO
HaOIIOJAINCh OCIIOKHEHHS, KOTOphbIE TPEOOBAIM: YBEIUYEHHWE CPOKOB TOCIHTAIM3AINH,
MOJ/ICpKAHUs AbIXaHUs U KOPMJICHUS 4yepe3 30H/. JlaHHBIE OCIIOKHEHUS MOTYT Pa3BUBATHCS
cpa3y mocjie pOJOB M XapaKTEepPHBI TAKXKe B ClIydae MpUeMa IPYTUX aHTHICTPECCAHTOB U3
rpynnsl MO3CH wimn CUO3C (He copepxamux BeHnadakcuHa). B momgoOHBIX ciydasx
COO0IIANOCh O CIEAYIOMUX KIMHHYECKUX CHUMITOMAaX Yy HOBOPOKICHHBIX: PAaCCTPOHCTBO
(YHKIIUU BHEIIHETO JbIXaHWs, IIMAHO3, allHOd, CYJIOpPOTH, HECTAOMIBHOCTh TEMIEpPaTypHI,
TPYJIHOCTH KOPMJIEHHS, PBOTA, THUIOTJIMKEMHs, MBIIIECYHbIM TUIEPTOHYC U THUIOTOHYC,
runeppedIiekcus, Tpemop, APOoKaHUEe, Pa3IPaKUTEIbHOCTh, BSUIOCTh, MOCTOSHHBIN I1ad,
COHJIMBOCTh WM OeccoHHuna. I[logoOHbIe HapyIIeHUsT MOTYT CBHJACTEIBCTBOBATH O
cepoToHHHepruyeckux s dekrax BennadakcuHa. Eciam BeHnadakcuH IpUMEHSJICS BO BpeMs
OEpEeMEHHOCTH, U JICUEHNE MaTepH ObLIO 3aBEPIIIEHO HE3a0JITO IO POJIOB, Y HOBOPOXKICHHOTO
MOXXET BO3HUKATh CHHAPOM «OTMEHBI». Y TaKOr0 HOBOPOXKJICHHOTO CIEAYeT HCKIIOYHUTH
HaJU4Yre CEPOTOHUHOBOTO CHHPOMA HIIH 3JI0KAY€CTBEHHOTO HEHPOJICITUYECKOTO CHHAPOMA.
ONHUIEeMHOJIOTUYECKHUE JaHHbIE CBUAETENIBCTBYIOT O TOM, 4TO npuMenenne CMO3C Bo Bpems
OepeMEeHHOCTH, OCOOCHHO Ha TO3IHUX CpPOKaX OEPEeMEHHOCTH, MOXXET YBEIHYUTh PUCK
MEPCUCTUPYIONIEH JIETOYHOM TUIIEPTEH3UH Y HOBOPOXKICHHBIX.
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JlaHHbIe HAOTIOACHUH YKa3bIBAIOT HA MOBBIIICHHBIN (MEHEe YeM B 2 pa3a) PUCK ITOCIEPOIOBOIO
KpoBOTeueHHs rnociie npumenenus npenapatos rpynnsl CUO3C/CUO3CH B Teyenue 0JHOTO
Mecsiia 10 pojioB (cM. paszaens 4.4 u 4.8).

Jlakranus
Bennadakcun u ero aktuBHbINA MeTabonmut O/IB BEICTSIOTCS B TPYIHOE MOJIOKO.

[Ipy HeoOXomMMOCTH NpPHUMEHEHHUs BeHJaakcMHa B MEpUOJ JIAKTallMd, TIPyAHOE
BCKapMJIMBaHHE HEOOXOIMMO MPEKPATHUTD.

4.7. BausiHue Ha CIMOCOOHOCTHh YNPABJISATH TPAHCIOPTHBIMHU CPeACTBAMHU U padoTaTh €
MeXaHU3MaMu

CrnemyeTr yuuThIBaTh, YTO JIt0OAs JIEKAPCTBEHHAS TEpaIvs ICUXOAKTHBHBIMHU IperapaTaMu
MOXKET CHHU3UTh CIIOCOOHOCTh BBIHECEHHUS CYXJICHWUW, MBIIUICHUS WA BBITIOJHCHUS
JBUTATEIbHBIX (YHKITHH.

OO0 »ToM crefyeT MpeAynpenuTh MalyeHTa nepea HadajaoM JiedeHus. [Ipu BO3HUKHOBEHUU
TakuX 3(PPEeKTOB CTENEHb U ATUTEILHOCTh OTPAHUYEHUH TOIKHBI OBITH YCTAHOBJICHBI BPAYOM.

4.8. HexxenaTelbHbIE peaKIMU

Pe3romMe HexenaTenbHBIX DEAKIINI

[ToGouHbIE ACWCTBHSI CUCTEMATU3UPOBAHBI OTHOCHTEIHHO KAXKIOH W3 CHCTEM OpPraHOB B
3aBUCUMOCTH OT YaCTOThl BCTPEYAEMOCTH C HUCIOJIb30BaHHWEM Kiaccudukanuu BcemupHoit
OpraHM3aly 3paBoOOXpaHeHus: ovenv yacmo (=1/10), vacmo (=1/100), neuacto (=1/1000,
<1/100), peaxo (=1/10000, <1/1000), ouens peaxo (=1/10000, Bkat04Yasi eAUHUYHBIC CITy4aH),
4acTOTa HEU3BECTHA (HEAOCTATOYHO JAaHHBIX JIJIS OIEHKU YacTOTHI Pa3BUTHS).

Kaacc Ovenr Yacto Heuacro Penxo O4ennb Yacrora
CUCTEMBI 4acrTo peakxo He-
OpraHos H3BECTHA

Hapyuie- KpOBOH3- KpOBOH3-
HYSI cO JIMSHUA B JIVSTHUSA B
CTOPOHBI KOXKY CIIU3UCThIE
KPOBH H (oKxH- 0007104KH,
JuM¢paTn- MO3bl1); YIUTMHEHUE
YeCcKoi BpEMEHH
CHCTEMBI KPOBOTE-
YEHUs,
TpOMOOIIU-
TOICHUS,
MaToJIOTU-
YECKHUe
U3MEHEHUS
KpOBH
(BKITFOUAS
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arpaHy’so-
IIUTO3,
arjiacTuye-
cKast
aHeMus,
HEUTpO-
NeHUs 1
MaHIUTO-
TICHUS )
IHAOKPUH- CUHJIPOM
HBbIC HAPY- HEalIcK-
IeHust BaTHOM
CEKpCeLUH
AaHTUANYPE
THYECKOTO
ropMOHa
Hapyue- MOBBIIIE- | yBEIUYe- yBeJIUYe- | TUIIOHAT-
HHS CO HHE HHE MacCChl HHE pueMust
CTOPOHBI KOHIICHT- TEaa cojiepxa-
MeTa0o- pauun o
JHaMa u XoJie- MpoJIaK-
NMUTaAaHUuA
CTEpHHa, THHA
CHIKEHHE
MacChl
Tena
Icnxnye- HEOObIU- arartwus, TICHXOMO- CyHITUIAITH
CKHe HEBIE aXWTaus, | TOpHOE HBIC
Hapyie- CHOBHUJIC- | TaJUTIOIU- | BO30OYXK- MBICIIA U
Hust HH, HalK JIeHHE HOBEJICHUE
CHIKEHHE arpeccus,
TouI0, open
Jienepco-
HaJIM3aIHs
Hapyuue- TOJIOBHAs | TOJIOBOKPY | MHOKJIO- aKaTU3Ms, 3JI0Ka4YeCT
HHs €O 60116 JKEHUE, HYC, Hapy- | SDUWIENTH- BEHHBII
CTOPOHEI rmapecre- HICHHE YECKUE HeHpoJer-
HepBHO 3u, KOOpJMHA | MPUIAJIKH, TUYECKUU
CHCTEMBI CTyTop, LUK IBU- | MaHUAKaJb CHUHJPOM
MOBBIIIE- | )KEHUH U HbIE (BHO),
HHE paBHOBe- | peaKIuu CEpPOTOHU-
MBIIICYHO- | CHS HOBBIH
ro TOHYcCa, CHUHJIPOM,
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TpeMop, IKCTpanu-
0eCcCOHHU- pamMuIHBIC
11a, MOBBI- peaxkuuu
LIEHHAas (B TOM
BO30yIH- quciie
MOCTb, JTUCTOHUS
CIyTaH- U TUCKH-
HOCTh HE3Hs),
CO3HaHUS MO3IHSIS
JTUCKU-
HE3Us
Hapyue- HapyIie- 3aKpBITO-
HMH CO HUE YroJjibHast
CTOPOHBI AKKOMO-
oprana - riiaykoma
3peHust MHpHa3,
HapyIe-
HUE
3pEHHS
Hapyme- IyM W1
HUSL CO 3BOH B
CTOPOHBI yIIax
oprana
clayxa u
JadupuHTa
Hapyure- TaxH- 0076 B yIUTUHE-
HUSI CO Kapaus rpyau HUE
CTOPOHBI HHTepBana
cepaua QT,
¢$ubpu-
TSI
KelyJ104-
KOB,
KeIya04-
KOBast
TaxuKap-
st
(BKITIOUAs
nBY-
HampaB-
JICHHYTO
TaxHuKap-
TIHIO).
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Hapyue- BEIpQXEH- | TIOCTYpallhb BBIPaXXCH-
HUS CO HOE TIOBBI- | Has TUIIO- HOC
CTOPOHBI IICHUE TCH3US, CHIKCHUEC
cocynos apTe- 0OMOpOK apTe-
pHATBLHOTO pHATBLHOTO
JABJICHUS, JABJICHUS
runepe-
MUS
KO>KHBIX
MTOKPOBOB
Hapyuie- 3€BOTa WHTEPCTHU-
HUS CO LAAJIbHBIC
OpOHXUT
CTOPOHBI 3a00J1eBa-
HOM
JIETKUX 1
CHCTEMBI,
203UHO-
OpraHoB
. ¢bmbHas
TPyAHOMH
KJIETKH U TTHEBMO-
cpemocre- HUS
HHUSA
Keaymnou- | TomHOTa CHIDKCHHE | OpYKCHU3M, naHKpe-
HO-KHUIICY- anmneTruTa auapes, aTUT
CyXOCTh
HbI€ HApY- (aHOpek- | Hapymie-
HICHUA BO pTy
cus), HUE
3arop, BKYCOBBIX
pBOTa omyuie-
HUH
Hapyme- renaTuT A3MEHeE-
HUS CO HUE
CTOPOHBI Ha60pa_
Mnme4YeHu nu TOpHI)IX
KeJI4YeBbIB Hp06
(1 2165011070.¢
M MeYCHU
nyTei
Hapyme- MTOBBIIIICH- aJIoTIeIIHs, MHOTI0-
Hui €O HOE MOTO- aHTHOHEB- (dopmHast
CTOPOHEI OTIEIICHUE POTUYECKHU apuTeMa,
KOKH 1 11 oTek TOKCHYECK
MOAKOK- o
A (oTek ui
HBIX
. Ksunke), Snuaep-
TKaHeH .
peakimn MaJIbHBII
dboToceH- HEKPOJIH3,
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cubumza- CUH/IPOM
1Y, CruBenca-
OBICTpO- JlxoHCcOoHa
MPOXOAs- KO>KHBIN
nias 3YAa,
KOXKHast Kpanus-
CBIIb HUIIA,
aHa(uak-
TUYECKHE
peakiuu
Hapye- pabmao-
HUS CO MHOJIU3
CTOPOHBI
CKeJIETHO-
MbIIIECY-
HOM,
CKeJIETHOM
U COCINHMU-
TeJbHOMH
TKAaHHU
Hapyuue- IU3ypudec | 3ajep>Kka | Heaep-
HHs CO -KHe Mo4H JKaHue
CTOPOHBI paccTpoiic MOYH
MoYeK u TBa (B
MO4Y€BbIBO-
OCHOBHOM
JAIHX
. 3aTpyaHe-
nyreit Py
HUS B
Hayaje
MoYe-
HCITyCKa-
HUSA),
TMOJIJIAKH-
ypuA
Hapyme- Hapylle- | Hapyie- Hocne-
HHSA CO HHE HHE poaoBoe
CTOPOHBI ISKYJISANUN | oprasma (y KpoBoTeHe-
*
PENpoayK- /oprasmMa | YKEHILHH) HHEe
TUBHOM
(y Mysx-
CHUCTEMBI
. YUH),
MOJIOYHOI
APEKTHIIb-
JKeJ1e3bl
Hasi
nuchyHK-
s
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(umnoTeH-
wis),
aHopras-
MU,
Hapylie-
HUs
MEHCTpY-
amui, cBs-
3aHHBIE C
YBEJIUYCH-
HBIM
KpOBOTe-
YEeHUEM
W
yBEJIUYEH-
HBIM
HeperyJsp
HBIM
KpOBOTe-
YEeHUEM
(meHoppa-
TUusl, MET-
popparus);

Oo6mmue
Hapyle-
HHUSA U
peaknuu B
MecTe

c1a00CTh,
MTOBEIIIIEH-
Hasi yTOM-
JITEMOCTD,
03HO0

BBCACHUSA

* JlaHHOE HeXenaTeIbHOe SBJICHNE PErMCTPUPOBATIOCH KaK Kilacc-3¢(eKT I MpenapaToB U3
rpynnsl CUO3C/CUO3CH (cm. paznenst 4.4 u 4.6).

OTMeHa JIeUeHHs
[Ipu mpekpariieHuy NpUMEHEHUs Tpernapara, pe3Kol OTMEHE WJIH TIPU CHIDKEHHUH J03bI MOTYT

Ha6J'II-Ol]aTI)C$[ CHUMIITOMBI, KOTOPBIC OTHOCATCA K TaK HA3bIBACMOMY CHHIPOMY «OTMCHBI»:
IMOBBIIICHHAA YTOMIIIEMOCTb, aCTCHU, I'OJIOBHAA 60.]'[1), TOJIOBOKPYKCHUC, HAPYIICHUA CHa
(coHNMMBOCT, WJM OCCCOHHUWIIA, 3aTPyJHCHHE 3acChIlaHUs, IOSBICHHEC HEOOBIYHBIX
CHOBHJICHUI), THUIMOMaHUs, TPEBOTa, akurtalus (TIOBBIIICHHAs HEpBHas BO30OYIMMOCTh U
Pa3apaXUTENBHOCTh), CIYTAaHHOCTh CO3HAHUS, MapecTe3us (CIOHTAaHHO BO3HHUKAIOIIEE
HEMPHUITHOE OIMYIIEHUE OHEMEHHs, MOKAIBIBAHUS, OKEHUS, TMOJ3aHHUS MypalieKk u T.II.),
MOBBIIICHHOC MMOTOOTACIICHUEC, CYXOCTh BO PTY, CHUXKCHUC alllICTUTA, TOIIIHOTA, PBOTA, AUAPCA
(6OIBITMHCTBO ATUX PEAKIIUN BHIPAXKCHBI HE3HAYUTEIILHO M HE TPEOYIOT OTMEHBI ITpemnapara).
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COOGH.IGHI/IC 0 IMOA03PEBACMBIX HEKECIATCIIbHBIX PCAKIIHUAX

BaxHo cooOmarh O MOJ03pEBAEMbIX HEXKEIATEIbHBIX PEAKIHSIX I0CIe PEerucTpanuu
JEKapCTBEHHOTO Mperapara ¢ LeNbl0 O0ECIeYEeHHsT HEMPEepPhIBHOTO MOHUTOPHHIA
COOTHOILICHUS «II0JIb3a — PHCK» JIEKAPCTBEHHOIO Ipemnapara. MeauIMHCKUM paboTHHKAM
pPEKOMEHJyeTcs coo0mare O JIIO0BIX  IO03PEBAaEMBIX  HEXKEJATENbHBIX — PEAKLUAX
JIEKapCTBEHHOI'0 Ipernapara 4yepe3 HallMOHAJbHbIE CUCTEMbI COOOLICHMSI O HEXeIaTeIbHbIX
peaKIMsIX rocyAapcTB — wieHoB EBpa3uiickoro 3KOHOMHUYECKOI0 CO03a.

Poccuiickas ®@edepayus

denepanbHas Ciryxk0a 1o Haa30py B chepe 31paBoOXpaHEHUs

Anpec: 109012, r. MockBa, CnaBstHCKas 11011aib, 1. 4, cTp. 1
Tenedon: +7 (800) 550-99-03

OnexrpoHHas noyra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(pOPMAIIMOHHO-TEIEKOMMYHUKAIMOHHOW ceTh «MHTepHeT»:

https://www.roszdravnadzor.gov.ru

Pecnybnuxa benapyco

Anpec: 220037, r. Munck, nep. ToBapuiieckuii, 2a

VII «lleHTp 3KCnepTu3 U UCHBITAHUN B 3PABOOXPAHCHUI
Tenedon: +375 (17) 242-00-29

®axc: +375 (17) 242-00-29

DnextponHas mouta: rcpl@rceth.by

Caiir: https://www.rceth.by

4.9. llepeno3upoBka

CuMOTOMBI

Hapymenue co3HaHus (OT COHJIMBOCTH /IO KOMBI), @XHTallUsi, BO3MOXKHA pPBOTa, AUApes;
TpEMOp, CHI)KEHHE WK (c1aboe) MOBBIINIEHUE apTepPUaIbHOTO JaBJICHUS, TOJOBOKpPYKEHHE,
MUJpUa3, CYIOPOKHBIE COCTOSIHMS, CHHYCOBasi WJIM >KEIyJOYKOBas TaxXUKapAus WIU
Opanukapaus; uamMenenus Ha JKI' (yanunenue nntepsana QT, Onokana Hoxek myuka ['uca,
pacmupenne komiuiekca QRS).

[TocTperucTpalliOHHBINBIN ONBIT IPUMEHEHUS BeHIa(aKkchHa yKa3bIBaeT, YTO HauboJee 4acTo
nepeao3upoBKa BeHIadakcuHa MPOUCXOoAuIa PH OAHOBPEMEHHOM IpUEMe alIKOT OISl U/ UIH C
JPYTUMH IICUXOTPOITHBIMH IpernapaTtamMu. FIMeroTcsi HeoTHOKpaTHbIE COOOILIEHHUS O JIeTaIbHbBIX
ncxozax.

OnyOnuKoBaHHbIE JMTEPATypHbIE MCTOYHUKU 110 PETPOCIEKTUBHBIM HCCIIEIOBAHUAM
Mepeo3uPOBKN BeHJa(daKCMHA COOOIIAOT, YTO TAaKOW TOBBINIEHHBIH PHUCK (aTaTbHBIX
HCXOJI0B MOXET OBITh MPUCYI] IMEHHO BeHJIa(paKCUHy MPU CPAaBHEHUH €0 C UMEIOIIMMHUCS B
MEIUIIMHCKOM 00opoTe aHtunenpeccantamu rpymnmnbl CO3C, omHaKo 3TOT PUCK HUXKE, YeEM
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PHUCK, NMPUCYIIUH TPULMKIMYECKHM aHTHUAEIpeccaHTaM. Pe3ynbTaThl 3MUAEMUOJOTHYECKUX
MCCIICIOBAaHHUH MMOKA3aJIM, YTO T€ MAIlMEeHThI, KOTOPbIE MOJIyYaloT TEParuio BeHIa(paKCHHOM,
UMEIOT OOJIBIIYIO OTSTOIIEHHOCTh B OTHOIICHHH PUCKA COBEPIICHHS CYHUIM/Ia IO CPAaBHEHUIO
C TeMHU MalueHTaMu, KoTopbie noiay4aroT Tepanuto CUO3C (oTnuuHbIMU OT BeHJIaaKCHUHA).
OpHako 10 cuX MOp OCTAETCS HEACHO, 10 KAKOW CTETIEHU TaKHE BBICOKUE ITPOLIEHTHI JIETAIbHBIX
UCXO/I0B (M3-3a Mepeo3UPOBKU BeHsahakcuHa) 0OYCIIOBJIEHBI TOKCHUECKUMH CBONCTBAMHU
caMoro Ipemnapara WIH OCOOBIMM XapaKTEpUCTHKAMU TOM TpyHIBbl IMAI[MEHTOB, KOTOpHIE
neyatcs BeHJgapakcMHOM. COrnacHO KIMHUYECKOMY OIBITY, PEKOMEHAYETCsS B peLenTax Ha
BeHJIa()aKCHUH BBIUCBHIBATh MUHUMAJIBHO BO3MOXKHOE KOJIMYECTBO Ipernapara, JOCTaTOUHOTO
JUIIb /10 CJENYIOLIEro BU3MTA IMallMEHTa, C LEJIbI0 CHW)KEHHUS pUCKA HaMEpPEHHOMU
nepe03upoBKH (CM. Tarke pasnern 4.4).

Jleuenue

[TpoBomuTCST cCUMIITOMaTHYECKass U MoJiepkuBatomias tepanus. CrienuuuecKkue aHTUIO0THI
HEU3BECTHbI. PEeKOMEH/yeTcsi HeNpepbIBHbI KOHTPOJb JKU3HEHHO BaXHBIX (QYHKIMN
(1pIxaHMs, KpoBooOpamieHuss M puTMma cepaua). [Ipu mnepeno3upoBke peKOMEHAyeTcs
HEMEJUIEHHOE IPOMBIBAHUE JKENyJAKa, IpPUEM aKTUBUPOBAHHOTO YIJIA JJIs CHHKCHMS
BcachlBaHUs npenapara. He pekoMeHayeTcs BbI3bIBATh PBOTY IIPU PUCKE acUpalii PBOTHBIX
Mmacc. opcrupoBaHHbIN 1Uype3, FeMONaIN3, IepeauBaHue KpOoBU HEI()(HEKTUBHHBI.

5. ®PAPMAKOJIOTHYECKHE CBOMCTBA

5.1. ®apmakoaMHaMHYecKHe CBOlicTBA

CDapMaKOTepaHeBTI/I‘-ICCKaH rpynma: IICUXO0AaHAJICIITUKH, AHTHACTIPECCAHTHI, npoyune
AHTUACTIPCCCAHTHI.

Kox ATX: NO6AX16
MexaHusM aeiictusl, hapmMakoguaamMuyeckue d3perTol

BennagakcuH — aHTHUIENpeccaHT, XWMHUYECKH HE OTHOCSIIUHCA HU K OJHOMY Kiaccy
AHTHUJIETIPECCAHTOB (TPULUKINYECKHIE, TETPALUKINYECKUE WIH JIPYTHE), SABISETCS PalleMaToOM
JIBYX aKTHBHBIX OJHaHTHUOMEpoB. BennadakcuH u ero akTuBHbIM Mmerabomut, O-
necmerunBennadakcud (O/1B), sBIsAIOTCA MOILIHBIMM HWHTHOWTOpaMU OOpaTHOTO 3axBara
cepotonuHa u HopaapenanuHa (MO3CH u CUO3CuH) u cnabpiMu nHTHOUTOpAaMU 0OPATHOTO
3axBaTta JodaMuHa. MexaHM3M aHTUACTIPECCUBHOTO JEHCTBHS CBSI3aH CO CIOCOOHOCTBIO
BeHJ1a(hakCHHA YCUIIMBATh aKTUBHOCTh HEHPOMEIMATOPOB NPH Mepeiade HEPBHBIX UMITYJIbCOB
B nentpansHoil HepBHOU cucteme (LIHC). Bennadakcun u O/IB oauHakoBo 3¢ ¢heKTUBHO
BIIUSIIOT Ha OOpaTHBIN 3aXBaT BhIIEHA3BaHHBIX HEHPOMEIUATOPOB. IPU 3TOM OHHU HE 00JIaJat0T
CPOACTBOM (M3y4asoch IN Vitro) ¢ XONuHepru4ecKuMu (MyCKapUHOBBIMH), THCTAMUHOBBIMHU
(H1), oi-ampeHepruyecKMMH, OMHOMIHBIMH W OCH30MA3CTUHOBBIMH pELENTOPAMH, HE
noAaBistoT akTUBHOCTE MAOQO. I[lo wHrHOMpoBaHWIO OOpaTHOrO 3axBaTa CEpPOTOHWHA
BeHnadakcuH ycrynaer CHMO3C.

5.2. GapMaKOKHHeTHYECKHE CBOHCTBA

AOcopbrms
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BcacreiBanue u3 KEITYJOUYHO-KHIIECYHOI'0 TpaKTa IMO4YTH IIOJIHOEC, OKOJIO 92% IJIs1 OJTHOKPATHO
HpPIHSITOfI A03bI, KOJIMYECCTBCHHO HE 3aBUCUT OT BpCMCHU IIpUCMa ITHIIU

Pacnopenenenne

Obmast OuonmoctynHoctb — 40-45%, dYTo CBS3aHO C MHTEHCHBHBIM IPECHCTEMHBIM
MeTtabonu3moMm B nieueHu. Bennmadakcun u OJIB cBs3bpiBaroTCs ¢ 6emKaMu T1a3Mbl KPOBH Ha
27% u 30%, COOTBETCTBEHHO; 00a BBIICIAIOTCS B TPYJAHOE MOJIOKO. B nuama3zoHe cyTOYHBIX
no3 BeHnagdaxkcuna 75—450 mr cam Bernmadakcun u O/IB umerot nuHeliHy0 KUHETHKY. Bpems
JTOCTH)KCHHSI MAKCUMAJIbHOM KOHIIEHTpanuu B 11a3Me KpoBH (Tmax) BeHnadakcuna u OJIB —
2-3 wyaca, COOTBETCTBEHHO, IIOCI€ TMpueMa Ipenapara BHYTpb. B ciayuae mnpuema
MIPOJIOHTUPOBAHHBIX (HhopM BeHIadakcuHa moka3zaTenu Tmax 5,5 1 9 yacoB, COOTBETCTBEHHO.
T12 cocraBnsier 5 = 2 waca u 11 + 2 gaca, mis Bernadakcuaa u OJIB, COOTBETCTBEHHO.
PaBHOBecHasi KOHIIGHTpaAIKs B TuTa3Me KpoBH Jutsl BeHinadakcuna u OJIB mocturaercs mocie
3-X THEeH MHOTOKPATHOTO MpUEMa TePArIeBTHICCKHX J03.

Buotpancdopmarus

Metabonu3upyeTcss B OCHOBHOM B IedeHH ¢ YydactueM wusodpepmenta CYP2D6 no
€IMHCTBEHHOTO (hapMaKoJOTH4YecKH akTuBHOro Metabonuta (O/IB), a Takke 10 HEaKTUBHOTO
Merabosmta N-mecMmeruiBeHnadakcuHa. BenmadakcuH sBisercs cinabbM HHTHOUTOPOM
uzotpepmenta CYP2D6, ne unrubupyer nzopepmentst CYP1A2, CYP2C9 u CYP3A4.

DIUMUHAIMS
BbiBoaMTCA NPEeMMYIECTBEHHO IMOYKaMHU: HNpUMEpHO 87% NPUHATON OJHOKPATHOM /103bI

BBIBOJUTCSl TMOYKaMu B TeueHue 48 dvacoB (5% B Hew3MeHeHHOM Buie, 29% B Buje
HekoHblorupoBanHoro OJIB, 26% B Bune xonbtorupoBanHoro OJIB, 27% B Buue apyrux
HEaKTHUBHBIX METa0OJINTOB), a 4yepe3 72 yaca moykaMu BeIBOIUTCS 92% mpenapara.

Cpennee 3HaueHue + CTaHAAPTHOE OTKJIOHEHUE IS MJIa3MEHHOTO KJIMpeHca BeHnadakcuHa u
O/IB cocransiet 1,3 £ 0,6 u 0,4 = 0,2 1/9/kr, cOOTBETCTBEHHO; Kaxyuuiicss Ti, 5+2u 11 £
2 4acoB, COOTBETCTBEHHO; KaXYIITUICs (B pABHOBECHOM COCTOSTHUH ) 00BEM pacrpeaencHus 7,5
+3,7u 5,7 £ 1,8 7/KI, COOTBETCTBEHHO.

Oco0ble TPYIIIHEI TTAIMEHTOB

Toocunvie nayuenmoi
21.]'[5{ IIOXKHUJIBIX ITAaITMEHTOB CHeHHaJ'II—;HOfI KOppEKOMUHU A03bl B 3aBUCHMMOCTHU OT BO3pacTa HE
TpebyeTcs.

Tayuenmwl ¢ Obicmpoim/meonennvim memaboruzmom uzogepmernma CYP2D6

VY manueHToB ¢ HU3KOH akTUBHOCTHIO n30depmenTa CYP2D6 HeT HeoOxoauMocTH B moadope
MHIUBUAYAIbHBIX 103. HecMOTps Ha pa3HOHANpaBIEHHOE U3MEHEHUE KOHIIEHTPALMM, B3STHIX
[0 OTIEIbHOCTH, @ MMEHHO BeHjadakcuHa (moBeimaercs) U OJIB (cHmxkaercs), cymma
iomaaen noa papMakOKMHETUYECKUMHU KPUBBIMU 3THX JIBYX aKTHBHBIX BELIECTB (PaKTUUECKU
HE M3MEHSETCS M3-3a CHIDKEHUS akTUBHOCTH wu3odepmenta CYP2D6, cooTBeTCTBEHHO
KOPPEKIMU JJ03bl HE TpedyeTcsl.

Ileuenounas u noueunas HeOOCMAMOYHOCHb
VY NauveHToB ¢ NEYEHOYHOM M IMOYEYHOM HEJOCTATOYHOCTBIO OT YMEPEHHOU A0 TSKEIOoN
CTENEHH TSDKECTH MeTabonu3M BeHjadakcuHa U BbiBeneHue OJIB cHmkaeTcs, MoOBBIIIAETCS
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Cmax Bennadakcuna u O/IB, ynmunsercs Tiz. CHmkeHue oOmiero KiavMpeHca BeHiaadakchuHa
HanboJiee BRIpaXKEHO y MaMeHToB npH Kiuperce kpearnnnHa (KK) moukamu arxe 30 mi/mMuH,
a TaKkKe y MAUEeHTOB, Haxoasmuxcss Ha remoauanuse (Ti2 yBennuuBaercs Ha 180% nms
Bernadakcuna u Ha 142% mis OB, a KTUpeHC aKTUBHBIX BEIIECTB CHIKACTCS IPUMEPHO Ha
57%). Jns TakuxX TAIMEHTOB, OCOOCHHO HAa TeMOIUAINM3E, HEOOXOIUM WHIMBHYTbHBIA
moa0op A03bl BeHsahakCHHA U KOHTPOJIb MOKa3zaTele KMHETUKH C yYeTOM JUIMTEbHOCTU
JICUEHUS ITUM MPEHapaToM.

XOoTsl JnaHHbIE 7S MAlMEHTOB C TEYEHOYHOM HEeZOCTATOYHOCTHIO TSKEIOM CTENmeHH M0
kinaccuukauun Yaiina-Ileto orpaHuyeHsl, ciexyer Y4YUTbIBaTh, YTO WHIUBUAYalIbHbIC
BapHalMu TOKa3areneld (hapMaKOKMHETHKH, B YaCTHOCTH KJIMpEHca mpemnapata u ero Tip,
HOCAT BECbMa Pa3HOOOPA3HBIM XapakTep, KOTOPBIA CIEAyeT YYHUTHIBATH NpU Ha3HAUYCHHUU
BeHsIa(hakCHHA TaKUM TalluEeHTaM.

VY nammenToB kiacca A mo kiaccubpukanmuum Yaiina-Ileto (terkue Hapymenus (QyHKIpH
neyeHn) U c kjaccoM B mo knaccubpukauum Yaitng-Ileto (cpennue napymenus) Tie
BeHnadakcuna u O/IB ynnuHeH npubnu3uTenbHO B 2 pa3a MO CPaBHEHUIO CO 30POBBIMU
MarUeHTaMHu, a KIIMPEHC CHIDKEH 0oJiee YeM HaloJIOBUHY.

5.3. laHHbIe JOKJIHHHYECKOI 0€30IacHOCTH

JlaHHBIE OTCYTCTBYIOT.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. Hepeqeﬂb BCIIOMOTIaTe/JbHBIX BEIICCTB

JlakT03BI MOHOTHPAT

[enron03a MUKpOKpUCTAIUTMYECKAS]
Kap6okcumerunkpaxman HaTpus (Tum A)
KpemHus AMOKCUA KOIJIOUAHBIN 0€3BOIHBIN
Marnus creapar

6.2. HecoBMecTUMOCTH

He mpumennmo.

6.3. Cpok roaHocTH (CpoOK XpaHeHusl)

5 ner.

6.4. Oco0Oble Mepbl MPEAOCTOPOKHOCTH NMPH XPAHEHUH

Xpanuts npu Temnepatype He Boiie 30 °C.
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6.5. XapakTep u coep:kaHue NePBUYHON YIIAKOBKHU

ITo 14 Tabnerox B Ommcrepe u3 [IBX/IIB/[X/antomunuenas ¢omnwra. 1, 2 umm 4 Giaucrepa
BMECTE C JIMCTKOM-BKJIQIBIIIIEM B KAPTOHHOU MauKe.

6.6. Oco0ble Mepbl MNPEIOCTOPOKHOCTH TPH YHHYTOKEHHH HCIOJB30BAHHOIO
JIEKAPCTBEHHOI0 Mpenapara MJIH OTXOAO0B, MOJYYEHHbIX IOcjde TPUMEHeHHUs
JIEKAPCTBEHHOI'0 Mpenapara, u Ipyrue MaHUIMyJIsIUM C IPenapaToM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. JEPXKATEJIb PETUCTPALIMOHHOI'O YAOCTOBEPEHUSA

Benrpus

3A0 «Dapmanetuueckuii 3aBoa DI UCy,
1106 bynanemr, yi. Kepectypu, 30-38
Tenedon: (+36-1) 803-5555
OnextpoHHas noyra: mailbox@egis.hu

7.1. IIpeacTraBuTeIb A€prKATE/IS] PETHCTPAIMOHHOTO YA0CTOBEPEHUSI

IIperen3un HOTDG6HTCHCI71 CJICAYCT HANIPABJIATH 10 aAPECY.

Poccniickas @enepanns

000 «3I'C-PYC»

121552, r. Mockga, yiu. Spuesckas, 1.19, 6mok B, stax 13
Tenedon: +7 (495) 363-39-66.

OnekTpoHHas moura: pharmacovigilance@eqis.ru

Pecriybnuka benapych

[IpencraButensctBo 3A0 «®DapmaneBruueckuii 3aBonx JI'UCy» (Benrpus) B PecmyOmmke
benapych

220053, r. Munck, nep. Epmaka, 1. 6A

Tenedon: (017) 380-00-80, (017) 227-35-51, (017) 227-35-52.

dakc: (017) 227-35-53

OnektponHas nouta: info@eqis.by

8. HOMEP PETHCTPAIIMIOHHOI'O YJJOCTOBEPEHMS
JITI-Ne (002276)-(PT-RU)

9. IATA MEPBUYHOM PETUCTPAIIMN (IIOJATBEPXKJIEHHNS PETUCTPAIINU,
IHEPEPET'HCTPAIIN)

Hara nepBoii peructpauuu: 02.05.2023

22


mailto:pharmacovigilance@egis.ru
mailto:info@egis.by

COOTBETCTBYET ZKCNEPTHOMY OTUETY
o1 26.12.2025 N= 32413

(MOCNEODBATENEHOCTE 0003)

10. JATA IEPECMOTPA TEKCTA

OOmiasi ~ XapakTepuCTHKa JICKAPCTBCHHOTO  Mpermapara  BenakcuH — JIOCTyNHAa  Ha
HH(POPMAIIMOHHOM TOpTaie EBPasHiiCKOro SKOHOMHUYECKOrO COK3a B HH()OPMAIMOHHO-
KOMMYyHHUKaIMOHHOU cetn «MaTepHeT» https://eec.eaeunion.org/
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