IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

NADGAKCNH® XR
(LAFAXIN XR)
Cknap:
Aitoya pevoBnHa: BeHNathakCcuHy rigpoxnopug;
1 TabneTka MiCTUTb BeHNaakcuHy rigpoxnopugy 169,70 mr, W0 eKBiBa/IleHTHO BeHMaakcHy ocHOBI 150 mr;
JOMOMI>KHI PEYOBMHW:  LIeN0N03a MIKPOKpUCTanivyHa, rinpomenosa 2208, eTWLEN0N03a, MarHito creapaT, KPeMHit0 Aiokcug KonoigHwuiA 6e3BOAHWIA, 06O0NOHK
(eTnnuentonosu BogHa aucnepcis, anbytuncebaumHar, rinpomenosa, Makporon 400, BiCK kapHay6CbKUIA.

JlikapcbKa thopma. TabneTky NPonoHroBaHoi Aii.
OCHOBHI (pi3nKO-XiMiYHi BnacTMUBOCTI: 6ini onykni TabneTkn KancynonomgioHoi popmu, BKPUTI 060/10HKOHO.

dapmakoTeparneBTUYHa rpyna.
AHTuaenpecaHTN.Kog ATXNOGA X16.

dapmakosoriyHi B1acTmBOCTI.

dapmakogHamika.

MexaHi3m gii

MexaHi3mM aHTUAeNpPecnBHOT Aii BeHNagakCuHy Yy NIOAeN BBXKAETLCA MOB’S3aHNM i3 Or0 NOTEHLiOBaHHAM HeMpOTPaHCMITEPHOT aKTUBHOCTI B LiEHTPa/IbHI HepBOBI
cuctemi (LHC). OokniHivyHLoCNiKeHHAIOKa3a MO BeH1adhaKCUAa MoroocHOBHUMeTaboniO-aecmeTunseHnahakc®B)e iHri6iTopaMeBOPOTHOr BaX0OMN/IEHHBEPOTOHIHY
HopagpeHaniHit33CH). BeHnadakcH TakoX cnabo iHridye 3axonieHHs goamiHy. BeHnagakCuH Ta Moro akTMBHUIA MeTabo/IT CKOPOUYHOTh B-aflpeHepriuyHy peakTUBHICT
nicna ofHopa3oBoro (NpuUiioMy OfHiel 403K) | TPUBANOro 3aCTOCyBaHHA npenapaty. BeHnadakcuH Ta OB ay»ke CX0Xi 3a 3ara/lbHUM BMIMBOM Ha HEMPOTPaHCMITEPH
3BOPOTHeE 3aXO0MNJIEHHA Ta 3B’A3yBaHHA 3 peLenTopamu.

BeHnadakcnH Maiixe He Mae CNoOpPiAHEHOCTI 3 MYCKapUHOBUMMW, XONIHepriyHUmu, H1-rictamiHepriyuHMMy Ta al-agpeHepriyHMMmn peuenTopaMy MO3KY LLYpPIB in vitre
dapmakonoriyHa gif uMx peuenTopis MoXxe 0yTu NoB’A3aHa 3 Pi3HOMaHITHUMU HebaXKaHMM ABMLLLAMU, SKi COCTEPIralTbCA NPU 3aCTOCYBaHHI IHLIMX aHTUAENpPecaHTIE
TaKUMW K aHTUXO/TIHEPriYHI, celaTUBHI Ta HebaxkaHi ABMLLAa 3 BOKY CepLeBO-CYANHHOT CUCTEMMN.

BeHnadakcuH He BUABNSIE iHTiBYHOYOT aKTUBHOCTI LWOA0 MOHOamiHoKeuAaasn (MAO).

Y pocnimpkeHHsX in vitro 6yno BUSIBNEHO, LLLO BeHNathaKCUH Maike He Mae CnopigHEHOCTI 3 peLenTopaMu, YyTANBMMKM A0 oniaTtiB abo 6eH30iaseniHy.

KniHiyHa edeKTUBHICTb Ta 6e3neka

Benwuki genpecusHi enizoam

EheKTUBHICTb 3aCTOCYBaHHA BeHNathaKCUHY HEraliHOro BMBINIbHEHHA AN NiKYBaHHA BENNKUX AENPECUBHMX eni3odiB 6yna goBedeHa y NSt paH40Mi30BaHMX NOABIHK
CNinuX nnaue60-KOHTPOMbOBAHNX KOPOTKOTPUBANIMX AOCNIIKEHHSX, AKI TpMBanu Bif 4 40 6 TMXKHIB, NpK 3acToCyBaHHI 03 A0 375 mr/ao6y. EheKTMBHICTb 3aCTOCYBaHH
BeH1a)akCUHY MPOSIOHrOBaHOr0 BUBIMIbHEHHA 419 NIKYBaHHA BE/IMKUX [LenpecuBHUX eni3ofiB Oyna BCTaHOBMEHa Y ABOX MNiaueb0-KOHTPO/IbOBaHWX KOPOTKOTPUBASIY
AOCNIIKEHHSAX, AKI Tp1Banu Bif 8 [0 12 TVXKHIB, NMPK 3aCTOCYBaHHI 403 Bif 75 40 225 mr/foby. Y ogHOMY 6ifibll TPUBa/IOMY AOCNIAXKEHHI 4opocni aMbynaTopHIi NaLieHT!
Y IKUX crocTepiranacs BignoBifgb Ha BeHMaaKCUH NPOTAroM 8-TVXKHEBOTO BiAKPUTOr0 AOCNIIKEHHSA MPK 3aCTOCYBaHHI BeHathakC1HY NPOIOHr0BAHOM0 BUBINIbHEHHS (7
150 a6o 225 wmr), 6ynu paHAoMi30BaHi y rpynun Ans NpoAoBXEHHSA 3aCTOCYBaHHSA BeHMadakCuHy Y Tild camiii fo3i abo nnaye6o 3 nepiogoM CMOCTEPEXEHHS 3a MOXINBU



PO3BUTKOM PeLvAvBY NPOTArOM Mepiofy A0 26 TUXHIB.

Y Apyromy 6inbL TpUBasioMy AOCNIIKEHHI e()eKTUBHICTb 3aCTOCYBaHHA BeHIaakCUHY A5 NONepeapKeHHs peunamBiB AenNpPecuBHNX eni3ofis NpoTarom 12 micsauis 6yr
BCTaHOB/IEHa Y nnauebo-KOHTPO/IbOBAHOMY MOABIMHOMY CAINOMY  KNiHIYHOMY [AOCNI[KEHHI 3a Yy4acTi [Aopocinx ambynaTopHUX NauieHTiB i3 peuuamnByroUmM
JenpecvBHUMM enizofamn, AKi Masin BiAMNOBIAb Ha NiKyBaHHA BeHagakcuHoMm (100-200 mr/go6y, npu 3acTocyBaHHI 2 pa3n Ha f00Y) Npu nonepeaHLOMY eni3ofi Aenpecii
"eHepanizoBaHi TPMBOXXHI po3naan

E(eKTMBHICTb 3aCTOCYBaHHS BeH/MaaKCUHY MPOSIOHrOBaHOI0 BUBINIbHEHHSA [N1A NIKYBaHHA reHepasi3oBaHUX TPUBOXHMX po3naais ('TP) 6yna BCTaHOB/MeHa Y ABO
nnawe6o-KOHTPONbOBAHMX AOCNIMKEHHAX 13 (pikcoBaHO [030t0 (75-225 mr/poby) TpuBanicTio 8 TWMXKHIB, Y OAHOMY Naue60-KOHTPO/IbOBaHOMY AOC/IIKEHHI
(hikcoBaHOK 03010 (75-225 mr/goby) TpuBanicTio 6 MicsLiB, a TaKOX Yy OHOMY NaLe60-KOHTPOMbOBaHOMY AOCNIAXKeHHI 3 BapiabenbHo go3oto (37,5, 75 Ta 150 v
/n06y) TpMBanicTio 6 MicALIB Y OPOCINX amOyiaTOPHMX NaLiEHTIB.

He3Baxkatoun Ha HasiBHICTb [0Ka3iB LOA0 MepeBarn NOpiBHAHHO 3 niauebo Woa0 3acTocyBaHHA o3 37,5 mMr/goby, 3a3HaveHa fo3a He 6yna HacTifIbK1 NOCAiJOBH
e(heKTUBHOIO, K BiNbLL BMCOKA [03a.

CouianbHi TPUBOXKHI po3naam

EheKTUBHICTb 3aCTOCYBaHHA BeHMa(akCHy MPOSIOHTOBAHOIO BUBISIbHEHHS 418 NiKYBaHHSA COLjia/lbHUX TPUBOXHWUX Po3nafiB Oyna BCTaHOB/IEHA Y YOTUPLOX MOABIHK
cninux 6araToueHTPOBUX MaLeb0-KOHTPObOBAHUX AOCNIMKEHHAX 3 BapiabenbHO [030t0, AKI MPOBOAUANCA Y Mapasie/lbHUX rpynax npoTaroMm 12 TUXHIB, & TakKoX
OAHOMY MOABINHOMY CNiNOMY MNaLe60-KOHTPONbOBaHOMY [AOCAIMKEHHI 3 (hikcOBaHOH/BapiabesbHOK [030H0, Sike MPOBOAWMIOCS Y NapanenbHUX rpynax npoTsrom
MicsLiB y JOpOCANX aMOynaToOpHMX NaLieHTiB. MNaLieHTn oaepXXyBanm 403K NiKapCbKoro 3acoby Bif 75 Ao 225 mr/go6y. He 6yno BUSIBNEHO A0Ka3iB BifbLUOT e(heKTUBHOCT
npenaparty y rpyni 3actocyBaHHsa o3u 150-225 mr/go6y nopiBHAHHO 3 rPYMNOK 3aCTOCYBaHHSA 403U 75 Mr/fo6y NpoTAroM 6 MicAuiB AOC/TIIKEHHS.

MaHiyHi po3nagm

EheKTUBHICTb 3acTOCYBaHHSI BeH/a(iakCMHY MPOSIOHIOBAHOIO BUMBISIbHEHHSA [ANA NliKyBaHHS NaHiYHWMX po3nafis Oyna BCTaHOBMiEHA Y [ABOX MOABIMHWUX CiNy
6araToLeHTPOBMX MnaLeb0-KOHTPONbOBAHUX AOCAIIKEHHAX NPOTArOM 12 TUMXKHIB Y A0POC/IUX amBynaTOpHUX NauieHTIB i3 NaHiYHUMK po3nafjamu, 3 abo 6e3 aropadobi
MouyaTkoBa f03a NpenapaTy Npu NikyBaHHI NaHIYHMX PO3nafiB y AOCMIMKEHHAX cTaHOBMNA 37,5 Mr/go6y npoTarom 7 AHiB. IMicns uboro nawieHTn ogepxxyBany (hikcoBat
[03n 75 abo 150 mr/goby y ogHoOMy focnifmkeHHi Ta 75 abo 225 mr/goby y iHWwoMy aocnifjpkeHHi. EeKTUBHICTL Byna TakoX BCTaHOB/IEHA B OLHOMY A0OBrOTPUBa/IOM
noAgiHOMYy cninomy nnaue60-KOHTPObOBAHOMY AOCNI[KEHHI AOBrOTpUBa/IOT 6e3nekn, eheKTUBHOCTI Ta NONepempkeHHs peLnanBIB, ke NPOBOAMIOCS Y NapanenbHU
rpynax y Aopocnux ambynaTopHUX nauieHTiB, SKi BiANOBIAN Ha NiKyBaHHS Yy BIAKPUTOMY pexxuMi. MauieHTn NpoAoBXKyBann OAepXXyBaTu Ty caMy [03Yy BeHnajakcuH
MPOJIOHr0BaHOTI 0 BUBI/IbHEHHS, IKY BOHW MPUAMan HanpuKiHLi BigKpuToi dasm (75, 150 a6o 225 wr).

CepuLieBa enekTpodizionoris

Bigomo, wo y creyianbHoMy focnifixeHHi QTc y 340poBMX A0OPOBONbLIB BeHMapakcMH He NoaoBXyBaB iHTepBan QT y OyAb-AKiid KNIHIYHO 3HaYyLid Mipi np
HaaTepaneBTMYHIN Ao3i 450 mr/go6y (no 225 mr 2 pasu Ha fo6y). OgHak NoBigoMAsNoCA NPo BMNaaku nogoBXeHHs QTc/TdP Ta wayHO4KoBOT apuTMit, 0c06MBO Np
nepefo3yBaHHi abo y NauieHTiB 3 iHWMMK (hakTopaMu pusnky nofosxeHHs QTc/TdP (amB. po3ginu «OcobanBOCTI 3aCTOCYBaHHSA», «Ilepefo3yBaHHA» Ta «[106iut
peakLiii»).

PapmakoKiHeTuKa.

BeHnathakcnH eKCTEHCUBHO MeTaboi3y€eTbes, B OCHOBHOMY [10 aKTUBHOro Metabonity Of1B. CepefHi 3HaYeHHs nepiofy HaniBBMBEAEHHS £ cTaHAapTHe BigxuneHHs (CE
Ana BeHnaakcuHy Tta OB i3 nnasmy KpoBi CTaHOBNATbL 52 rogvHu Ta 11+2 rognHu BignoBigHO. PiBHOBaXKHI KOHLEHTpauil BeHnaakcnHy Ta OB pocararTbe
npoTtarom 3 AHIiB NepopasibHOro 6araTopasoBOro 3acTocyBaHHs npenapaTy. BeHnadakcuH Ta OB nokasytoTb NiHiiHY KIHETMKY B paMKax Aiana3oHy Ao3 Bif 75 fo 450 v
/no6y.

Abcopbuis

LLloHalimeHwwe 92 % BeHNaakCMHY MOrNMHAETLCA MiCNS 3aCTOCYBaHHA O[HOPa30BOI NepopasibHOl 031 BeHNaakCMHY HeramHoro BWBINIbHEHHS. ABGCOMOTH
6i0f0CTYMHICTL cTaHOBUTL 40-45 %, WO MOB’A3aHO 3 NPEecUcTeMHUM MeTabonismom. lMicns npuitomy [03M BeHnagakCUHY HeramHoro BMBIMIbHEHHS MakCUMasibt




KOHUeHTpauil BeHnagakcmHy Tta OB y nnasmi KpoBi criocTepiratoTbCA 4Yepe3 2 i 3 rogvHM BignosigHo. Micnsa npuitiomy [031 BeHa(akCuHY MPOSIOHrOBaHOr
BUMBI/IbHEHHA NIKOBI N1a3MOBI KOHLEHTpaLiT BeHnaakcmHy Ta OB y nnasmi KpoBi gocsratoTbCs nNpotarom 5,51 9 roguH BignosigHo. MNpy 3acTocyBaHHI OHAKOBY
WOAEHHNX [03 BeHMaghakCUHY HeraHOro BMBINIbHEHHA ab0 MPOSIOHIOBAHOIO BUBIfIbHEHHS pOpMa [03yBaHHS MPOSIOHIOBAHOIO BMBINIbHEHHA 3abe3mneyye MOBi/bHILL
LUBWAKICTb NOr/IMHAHHA NPV OAHAKOBOMY CTYMeHi MOrMIMHaHHS MOPIBHSAHHO 3 TabneTKaMn HeraHOro BMBISIbHEHHS. BXXMBaHHS XKi Ha 6i040CTYNHICTb BeHNafaKCuH
Ta O/1B He BNMBaE.

Posnogin

Bennadakcnd Ta OB npu 3acTocyBaHHi npenapaty B TepaneBTUUYHUX KOHLEHTPaLisaX MiHIManbHO 3B’A3YOTbCA 3 GifIKamy nnasmmu Kposi noguHn (27 % i 30 ¢
BignosigHo). O6’em po3nogdiny BeHnadakcuHy B PiBHOBaXXHOMY CTaHi CTaHOBUTb 4,4+1,6 N/Kr nicns BHYTPILLHLOBEHHOIO BBEAEHHS Npenapary.

bioTpaHcdopmadis

BeHnadakcuH niggaeTbCs eKCTEHCUMBHOMY MeYiHKOBOMY MeTaboniamy. [OocnifpKeHHs in vitro Ta in vivo nokasyoTb, WO BeHnafakcnH 6i0TpaHCOPMYETLCA 3a yyacTl
(hepmeHTy CYP2D6 3 YTBOpPEHHSIM CBOFO0 OCHOBHOIO akTMBHOro MeTabonity OAB. OocnigpkeHHs in vitro Ta in vivo NokasytoTb, WO BeHNaakCMH MeTaboni3yeTbe
3a yyacTio hepmeHTy CY P3A4 3 yTBOPEHHAM CBOr0 APYropsiAHOro, MeHLW akTMBHOMO MeTabonity N-agecMeTunBeHnaakcuHy. JociigpKeHHs in vitro Ta in vivo nokasyroT
LLL0 BeHMaaKCKH € cnabkum iHriditopom epmeHTy CY P2D6. BeHnadhakCuH He iHrioysas izothepmeHTn CY P1A2, CYP2C9 1a CY P3AA4.

BrBeaeHHA

BeHnaakcuH Ta ioro MetaboniT B OCHOBHOMY BUBOAATLCS HUpKamu. MprnbaunsHo 87 % Bif [03v BeHNahaKCUHY BUBOAUTLCS i3 CeYet0 NPOTArom 48 rogvH y BUMNS
ab0 BeHnagakcuHy B HeaMiHeHoMy BurnsAi (5 %), HekoH’toroeaHoro OB (29 %), koH’toroaHoro OZ1B (26 %) ab0 IHLWMX APYropsAHNX HEAKTUBHUX MeTaboniTiB (27 %
CepefHi 3HauyeHHsA £ CB knipeHcy BeHnadakcuHy Ta O[1B y piBHOBaXKHOMY CTaHi B nia3mi Kposi ctaHoBnATb 1,3+0,6 n/rog/kr Ta 0,4+0,2 n/rof/Kr BignoBigHO.

Ocob6auBi nonynauii

Bik TacTaTtsb

BiK Ta cTaTb nauieHTa iCTOTHO He BMN/IMBalOTh Ha PapMakoKiHeTUKY BeHladakcuHy 1a O/B.

LLIBnaki/nosinbHI MeTabonizaTopu isothepmeHTy CYP2D6

KoHueHTpauii BeHadakcHy B nnasmi Kposi y noBisibHUX MeTabonisatopis CY P2D6 Buwi, HDXX y WwWBnaKmMx mMeTtabonisatopis. OCKifibky 3arasibHa exkcrosnuis (AUC
BeHnadakcuHy ta OZ1B aHanoriyHa y noBifibHUX Ta LWBUAKMX MeTabosi3aTtopiB, HeMae HeOOXIAHOCTI y Pi3HUX peXxmMmMax [03yBaHHS BeHNaakCUHy ANd UUX ABOX rpy
nauieHTiB.

MopyLUeHHs QYHKLIT NeYiHKu

Y nauieHTIB i3 nopyLweHHAMM YHKLIT NeviHkK Knacy A 3a kKnacudikauieto Yaringa-N’to (nopyLueHHs gyHKLUIT NeYiHKK1 NErkoro cTyneHs) Ta Knacy B 3a knacudikauiet
Yaiinga-MN’to (nopyweHHs (yHKUIT NeYiHK1U MOMIipHOro CTyneHs) nepiof HaniBBMBeAEHHA BeHnagakcuHy Ta OB OyB MOAOBXEHWI MOPIBHAHO 3 NauieHTamu
HOPMa/IbHOKO (PYHKLiEtO NediHkW. KnipeHc BeHnadakcuHy Ta OZ1B npu nepopansHOMY 3aCTOCYBaHHI npenaparty 6yB 3HVKEHWIA, NPy LibOMY BiJ3HauaBcs Be/IMKUIA CTYNIH
BapiabeNnbHOCTI UMX MNOKa3HUKIB Yy NauieHTiB. JaHi Woao 3aCcToCyBaHHA npenaparty nawieHTam i3 NopyLLIEHHAMM (YHKLIT NEeYiHKM TSXKKOrO CTYMEHSt 0OMEXeHI.

HupkoBa HeOCTATHICTb

Y nauieHTiB, fKi nepebyBat0oTb Ha Aianisi, Nnepiog HaniBBMBEAEHHS BeHNadakcHy 6yB NOAOBXEHMI Npnbam3Ho Ha 180 %, a KNipeHC CKOPOTMBCS NPUOAN3HO Ha 57 ¢
MOPIBHAHO 3 MalieHTaMX 3 HOPManbHOK (DYHKLIIEHD HMPOK, ToAi K nepiof HaniBBmBeaeHHs OB 6yB NoOBXEHWA Npu6IM3HO Ha 142 %, a KNipeHC CKOPOTMBC
nprban3HO Ha 56 %. MavjieHTam i3 NopyLUeHHAMN PYHKLIT HUPOK TSHXKKOr0 CTYMEHA Ta nauieHTam, AK1UM noTpibeH remogianis, He06XiAHa KOpeKLis fo3u npenapaty (4w
po3Lin «Crnoci6 3acTocyBaHHA Ta L03U»).

KniHiYHi XapaKTepUCTUKN.
Noka3aHHA.
- JlikyBaHHS BE/IMKUX AenpecuBHUX eni3oais.



- [MpohinakTvKa peumnanBiB BENMKUX AeNPeCUBHUX eMni30miB.

- JlikyBaHHS reHepanizoBaHUX TPMBOXKHUX pO3/ajiB.

- JlikyBaHHS couia/ibHOro TPMBOXKHOIO po3n1agy (couianbHoi ¢obit).
- JlikyBaHHSA NaHi4yHOro po3snagy 3 abo 6e3 aropadoobii.

IMpoTnnoKasaHHA.

MinepyyTMBICTb A0 BeHNadakcnHy abo [0 Oy/b-AK0i3 JOMOMIKHMUX PeYOBMH npenapary.

CynyTHe NiKyBaHHSA HE3BOPOTHMMM iHribiTopamy MoHoaMiHoKcuaasmn (iHri6itopy MAQO) NpoTUNOKa3aHO Yepe3 PU3NK PO3BUTKY CEPOTOHIHOBOrO CUMHAPOMY 3 TaKuUMm
CUMMTOMaMK, K 30Y[IKEHHS, TpemMop Ta rineptepmis. MNpuitoMm BeHMaPakCUHY He MOXKHA PO3MOYMHATY NPOTArOM NPUHaMHI 14 AHIB Micns NPUNVHEHHA NiKyBaHH
He3BOPOTHUMU iHri6iTopamyu MAO.

JlikyBaHHS BeHnaaKCMHOM He06XiAHO NPUMUHUTY LLIOHaMEHLLE 3a 7 AHIB [0 No4aTKy Tepanii He3BOPOTHUMU iHri6iTopammn MAO.

B3aemogis 3 iHLUMMM NiKapcbKMMK 3aco6amMm Ta iHLWi BUAM B3aEMOZIN.

Iuri6iTopn MAO

He3BOpOTHI HecenekTuBHI iHriGiTopu MAO

BeHnaghakcnH He MOXHa 3aCTOCOBYBaTU Yy KOMOIHaLiT 3 HE3BOPOTHUMU HeceNneKTUBHUMU iHribiTopamm MAO. Mpuiiom BeHNaghakCUHy He MOXKHa PO3NoYMHATU NPOTAro
npuvHariMHi 14 AHIB Nicng NPUNUHEHHS NTIKYBaHHSA HE3BOPOTHUMM HeCceNeKTUBHUMM iHribiTopamm MAO. JlikyBaHHS BeH/1TaakCUHOM HEOOXiAHO NPUMUHUTY LLLOHAMEHLL
3a 7 [HIB 10 NoYaTKy Tepanii HE3BOPOTHUMMN HeCeNeKTUBHUMU iHri6iTopamy MAO (auB. po3ainu «poTunokasaHHA» Ta «OCO6MBOCTI 3aCTOCYBaHHS»).

3BOPOTHUI cenekTUBHUIA iHri6iTOp MAO-A (MOKNoGeMiA)

Uepes pusnK Po3BUTKY CEPOTOHIHOBOIO CMHAPOMY He PEKOMEHAYETbCA KOMOIHOBaHe 3aCTOCYBaHHA BEH/Ia(laKCUHY i3 3BOPOTHUMW CeneKTMBHUMM iHriGiTopamy MAC
TaKUMW SIK MOKob6emig. Tlicns 3aBeplUeHHS NiKyBaHHS 3BOPOTHMM iHri6iTopom MAQO MoXe OyTW 3aCTOCOBaHWI KOPOTLUMIA nepiof BigMiHWM npenapaTy (MeHLL
HDXK 14 AHIB) [0 NoYaTKy NiKyBaHHA BeHNapakCMHOM. PeKoMeHAYETbCA NPUNUHUTI 3aCTOCYBaHHA BeHIagiakCUHY NPUHaMHI 3a 7 AHIB [0 noYaTKy NiKyBaHHS 3BOPOTHU
iHri6itopom MAO (auB. po3ain «Ocob6MBOCTI 3aCTOCYBaHHSA).

3BOPOTHUI HeceneKTUBHWIA iHri6iTop MAO (niHesonif)

AHTUBIOTUK NiHe30Nig - Le cnabKuii 3BOPOTHWUIA HeCeneKTUBHUIA iHri6iTop MAO, ioro He cnif Npu3HavaTy NauieHTaM, AKi OTPUMYKOTb BeHNatakCuH (AuB. po3a;
«OCc0061MBOCTI 3aCTOCYBaHHS).

MoBiZOMNANN NPO PO3BUTOK TAXKKUX HebaXKaHMX peakLii y NauieHTiB, AKi HeJaBHO NPUMUHWUAN 3aCTOCYBaHHSA iHri6iTopis MAO Ta noyany NikyBaHHS BeH1ahakKCUHON
abo AKi HewloAaBHO MPUMUHUAM NIKYBaHHA BeHa)akCMHOM A0 MoyaTKy 3acTocyBaHHS iHrioitTopis MAO. Lii peakuii BKIOYaM TPemop, MIOK/IOHItO, THTEHCUBH
NOTOBUAINEHHSA, HYAOTY, 6/10BaHHA, TinepeMito, 3anamopoYeHHs Ta FinepTepMito 3 O3HaKamu, WO HaragytTb 3M105SKICHUA HeldponenTuyHui cuHgpom (3HC), cygowm
Ta neTasbHUIA HacNifoK.

CepoTOHIHOBMIA CUHAPOM

7K i nNpy 3acTOCYBaHHI iHLWMX CEPOTOHIHEPriYHMX 3aco6iB, NPWU NliKyBaHHI BEHNA(NAKCUHOM MOXe BUHWKHYTU CepOTOHIHOBMIA CUHAPOM — MOTEHUIHO Hebe3neyHu
[J18 XKUTTA CTaH, 0CO6/MBO NPU OLHOYACHOMY 3aCTOCYBaHHI IHLUIMX NiKAPCbKMX 3ac06iB, fIKi MOXYTb BM/MBAaTU Ha CEPOTOHIHEPriYHY HepoTpaHCMITEPHY CUCTEM
(BKMHOUaOUM TPUNTaHW, CeNEKTUBHI IHiBITOPU 3BOPOTHOrO 3axonneHHs cepoToHiHy (CI33C), 133HC, niTiid, cmbyTpamiH, 3Bipo6ii 3suyainHunii (Hypericum perforatum
(beHTaHIN Ta Oro aHanoru, Tpamazon, AeKcTpoMmeTopdaH, TaneHTagon, NeTUANH, MeTafoH Ta NeHTa3oLUmMH) i3 npenapaTamu, SKi NOpyLUYOTb MeTabos1i3M CEPOTOHIH
TakuMmn §K iHri6iTopn MAO (Hanpvknag, METUNEeHOBUIA CUHI), abo 3 MmonepeAHMKammn CEpOTOHIHY (TakMMKU SIK A06aBKM TpUNTOMaHy) UM IHLIMMK aHTaroHicTam
paonamiHy (anB. po3ginun «poTnnokasaHHN» Ta «OCO6NMBOCTI 3aCTOCYBAHHS»).

AKLO € KNIHIYHe NoKa3aHHA A4/19 CYyNyTHbOro 3acTocyBaHHA BeHnadakcuHy i3 CI33C Tta I33HC abo aroHiCTOM CepOTOHIHOBUX PeLLEenTopiB (TPUMNTAHOM), PEKOMEHAYEThC



YBaXXHE CMOCTEPEXKEHHA 3a NaLieHTOM, 0CO6/IMBO Ha NMOYaTKy NiKyBaHHA Ta Npy NiABULEHHI f03K npenapaty. OfHOYacHe 3aCTOCYBaHHA BeHIahaKCUHY 3 nonepeaHKam
CEpPOTOHIHY (TakKMMM AK [06aBKM TPUNTOgaHy) He peKOMeHAYeTbCs (AMB. po3ain «OCo6/MBOCTI 3aCTOCYBaHHS»).
AKTVBHI pPeyOBYHM, LU0 BN/MBaOTh Ha LIHC
Pu3nK 3acTocyBaHHS BeH/Mag)akCuHy B KOMOIHaUii 3 iHWMMW peyoBMHaMKW, akTMBHUMK wWwono LUHC, we He focnifjpkysBann cuctematuyHo. OTXKe, PeKOMEHAYEThC
[AOTPUMYBATUCS 06EPEXHOCTI NPY NPUINOMI BeHagakCUHY B KOMOIHALT 3 IHLIMMW aKTUBHUMW PeHOBUHaMMU, L0 BNMBaroTb Ha LIHC.
ETaHon
He 6yn0 BUABMEHO, WO BeHMahakKCUH NOCUIOE NOPYLLEHHSA MEHTAIbHUX Ta PYXOBUX HABUYOK, BUKIMKAHUX Aieto eTaHoy. OfHaK, AK i Npy 3aCTOCYBaHHI BCiX aKTVBHY
PEYOBVH, LLIO BMAMBaOTh Ha LUHC, nauieHTam cnif peKoMeHAYyBaTh YHUKaTU BXXMBAHHS a/IKOr0/IbHUX HaroiB.
JlikapcbKi 3aco6u, fKi NoA0BXYHOTh iHTepBan QT
Pun3unk nponoHrayii QT Ta/abo po3BUTKY LUTYHOYKOBOT apuTMiT (Hanpuknag, TdP) niaBuLyeTbCA NpW 0AHOYAaCHOMY 3aCTOCYBaHHI 3 IHLIMMM NiKapCbKMMKM 3acobamu, sit
NoAOBXYHOTb iHTepBan QT. CyMiCHOro 3aCTOCYBaHHSA TaKUX /TiKaPCbKMX 3aC06iB CNif YHUKATK (aMB. po3ain «Oco6/IMBOCTI 3aCTOCYBaHHS).
[0 BiANOBIAHNX KNaciB HaexXatb:

npoTMapuTMiYHi 3acobm knacy la ta Il (Hanpuknag, XiHiguH, aMiofapoH, coTanon, 4oMeTuNig);

[esKi HelMponenTuKM (Hanpuknag, TiopuaasuH);

AesKi Makponigy (Hanpuknag, epuTpPoMILnH);

[esaKi aHTUricTaMiHHI npenaparty;

[esKi aHTUBIOTUKM XiIHONOHOBOTO psAY (Hanpuknag, MOKCU(IOKCaLMH).
Mepenik nikapcbKnx 3acobiB, HaBefeHWI BuLLe, He € BUYEPNHWUM, C/if YHUKATN 3aCTOCYBAHHS IHLUMX BiZOMUX OKPEMUX NiKapCbKMX 3ac06iB, AKi 3HAYHO MOLOBXKYHOT
iHTepsan QT.
BnavBe iHLWKX nikapcbKux 3aco6iB Ha BeHNaakCuH
KeTokoHason (iHrieiTop CYP3A4)
PapMaKOKiHETUYHE [OCMIIKEHHSA 3aCTOCYyBaHHA KeTOKOHas3ony Yy LWBuakuMx Metabonisatopis (LLIM) Ta nosinbHWX MeTabonisatopis (MM) CYP2D6 npu3sern
[0 nigsuLeHHs nokasHmka AUC BeHnagakcuHy (70 % ta 21 % y MM Ta LLIM cy6’ekTiB CY P2D6 BignosigHo) Ta OB (33 % 1a 23 % y NM T1a LLIM cy6’ekTiB CY P2D
BiZNOBIAHO) NiCNA 3aCTOCYBaHHA KeTOKOHa30/y. OfHouacHe 3acTocyBaHHs iHribiTopis CY P3A4 (Hanpuknag, atasaHasipy, KnapuTpoMmilumHy, iIHAWHABIPY, iTpakoHas3o.
BOPWKOHA30/1y, N03aKOHa30/1y, KETOKOHA30/1y, HengiHaBipy, pUTOHaBIpY, CakBiHaBipy, TeNITPOMILMHY) Ta BeHagakCUHY MOXXe 36iNbLUNTY PiBHI BeHnagakcuHy ta O/LE
TakvM YNHOM, PEKOMEHAYETLCA AOTPUMYBATUCS 06EPEXXHOCTI, AKLLO Tepanis nawieHTa BKIOYae 0gHoYacHe 3acTocyBaHHs iHriditopa CY P3A4 i BeHnathakCuHy.
Bnnme BeHnahakCcuHy Ha iHLLI nikapcbKi 3ac00U
niTin
Mpy 0gHOYaCHOMY 3aCTOCYBaHHI BeHMathakCUHY Ta NiTik0 MOXE PO3BUHYTUCA CEPOTOHIHOBMIA CUHAPOM (AMB. MYHKT NPO CEPOTOHIHOBUI CUHAPOM).
Hiazenam
BeHnathakcuH He BNMBaE Ha (hapMaKOKiHETMKY Ta thapMakoauHamiKy Aiasenamy Ta MOro akTUBHOIO MeTaboniTy - gecMmeTungiasenamy. [iasenam, NMOBIPHO, HE BN/NBE
Ha (hapMaKoKiHeTUKY Hi BeHnaakcuHy, Hi OB. HeBifgomo, um iCHYtOTb papMakoKiHeTUYHI Ta/abo papmakoAHaMiyHi B3aeMOZii 3 iHWMMK 6eH3o4iaszeniHamu.
IMinpamiH
BeHnadakcuH He BN/vMBaB Ha (hapMakoKiHeTUKy iminpamiHy Ta 2-OH-iminpamiHy. CnocTepiranocs [Lo303anexHe 306inblieHHA nokasHnka AUC 2-OH-pgesvnpamiHy
2,5-4,5 pa3un npu 3acTocyBaHHI BeHNahakcuHy B fo3ax 75-150 mr 1 pa3 Ha fo0y.
IMinpamiH He BNMBaB Ha (hapMakOKiHETUKY BeHMaakcuHy ta OAB. KniHiyHa 3Ha4YyLWWicTb Liel B3aemMoAii Hesigoma. Npu CynyTHbLOMY 3aCTOCYBaHHI BeHathakCuH
Ta iMminpamiHy cnifg 4OTpUMYBaTUCH 06EPEXXHOCTI.
"anonepwgon




Pe3ynbTaTh (hapMaKOKiHETUYHOIO AOCANIMKEHHS 3aCTOCYBaHHA BeHMahakCUHY 3 rasonepuaonom nokasann 42 % 3MeHLUEHHS 3ara/lbHOro KaipeHcy npv nepopanbHOM
npuiomi, 70 % 36inbleHHs nokasHuka AUC, 88 % 36inblueHHs NoKasHWKa Cingy, a1€ Nepiof HamiBBUBEAEHHA ranonepugony sanuvwmeca 6e3 3miH. Lle Baprt

BpaxoByBaTWy NauieHTIB, AKI OTPMMYIOTb CYNYTHE NiKyBaHHA NpenapaTaMu rasionepuaon Ta BeHnadakcuH. KniHiyHa 3HavyLwicTb Liel B3aEMOZii HeBifoMma.

PucnepuaoH

BeHnaakcuH 36inbLuyBas nokasHuk AUC pucnepngoHy Ha 50 %, ane iCTOTHO He 3MiHIOBaB (papMakoKiHETUYHMIAPOiNb3arasibHOr@KTUBHOM CKOMMOHeHTpuUcnepus
nnrc9-rigpokcupucnepnaoHniHiYHaHaYyLWiCThiiETB3aEMOAIHEBIAOMA.

MeTonponon

OfHoYaCHe 3aCTOCyBaHHS BeHMatakCUHY Ta METOMNpPONoay 340pOBMM A0OPOBOMLUAM Y AOCAIMKEHHI (hapMaKOKIHETUYHMX B3aEMOAIN ANA 060X NiKapCbKMX 3acooi
Npu13Beno A0 NiABULLEHHS KOHLUEHTpaLil MeTonponony y nnasmi Kposi npn6amn3Ho Ha 30-40 % 6e3 3MiHM KOHLEHTpaLil y nnasmi KpoBi Oro akTMBHOrO MeTabonity
a-rigpokcumeTonponony. KniHiyHa 3HauyLwWicTb LUMX AaHWX Y NauieHTiB i3 NigBULLEHOK YyTIMBICTIO HEBigOMa. MeTonponon He 3MiHOBaB (hapMakKOKIHETUYHWIA NPogin
BeHMathakCuHy abo 1Moro akTMBHOro Metabonity - OB. Cnig goTpumyBaTMCS 06EPEXXHOCTI NPV 0AHOYACHOMY 3aCTOCYBaHHI BeHMathakCUHY Ta METOMNPONONY.

IHavHaBIp

[JaHi hapmakoKiHETUYHOr0 JOCNIIKEHHS i3 3aCTOCYBaHHAM iHAMHABIPY MoKas3asiv 3MeHLeHHs nokasHnka AUC Ha 28 % Ta 3MeHLUEeHHSA NoKasHWKa Cpgy IHAVHABIPY H

36 %. IHAMHaBIp He BNMBaB Ha (hapMaKOKiHeTVKY BeHnagakcuHy Ta O B. KniHiuHa 3HavyLicTb L€l B3aEMO/ii HeBigoma.

JlikapcbKi 3ac00U, SKi META00Mi3yHTbCs LMTOXpoMomM P450

I30hepMeHTM JOCNISKEHHS N VIVO BKa3yHOTb Ha Te, L0 BeHnadakCcuH € BIAHOCHO cnabkum iHribiTtopom CY P2D6. BeHnagakcuH He iHribysas CY P3A4 (aibnpasonam T
kap6amaseniH), CYP1A2 (koeiH) Ta CY P2C9 (Tonbytamig) abo CY P2C19 (giazenam) in vivo.

Mepopa/ibHi KOHTpaLenTuBK

Bigomo, wWo y MoCTMapKeTVHroBOMY [OCBifi 3aCTOCyBaHHS npenapaTy BUMALKW HEHaBMWCHOT BariTHOCTI Oy/nnM 3apeecTpoBaHi B OCi6, fKi npuiimany opasbt
KOHTpaUenTvBM NpU MliKyBaHHI i3 3aCTOCYBaHHAM BeHagakCUHY. Hemae YiTKMX [0KasiB, WO Ui BMNAAKW BariTHOCTI 6ynM Hacnifkom MeAuKaMeHTO3HOI B3aeMOAIT
BeHMathakCUHOM. [locnigpKeHHs B3aEMOZiT 3 FOPMOHa/IbHUMM KOHTpaLenT1nBaMmn He NPOBOAWIIACS.

Oco6MBOCTI 3aCTOCYBaHHS.

Cyiumg/cyiumpansHi gyMku abo KniHidHe noripLieHHs

[Jenpecito noB’A3y0Tb 3 NiABULWEHUM PU3NKOM BUHUKHEHHS AYMOK MPO 3anoAisiHHA co6i KaniuTs Ta npo cyiyng (cyiumaansHi npossn). PU3uk 36epiraeTbCcs 40 HaCTaHH
iCTOTHOT peMicii. OCKiNbKM NOAINLWEHHA NPOTAroM NepLunX AeKiNbKOX TVXKHIB NliKyBaHHSA ab0 [OBLLUE MOXE He HAacTynWTK, NaLlieHTU NOBUHHI NepebyBaTu Mif NUNbHWI
KOHTPO/IEM [0 HACTaHHA NONIMNWeHHs. 3a JaHUMW 3ara/ibHOro KNiHIYHOro JOCBi4y BiOMO, WO PU3NK CYILMLy MOXKe 30INbLUMTUCA Ha PpaHHIX CTagifax BUAY>XKaHHS.

IHWI NcuxivHi po3nagn, Ana NiKyBaHHA SIKMX MOKa3aHW BeHNaMakCWH, TaKoXX MOXYTb OYyTW MOB’A3aHi 3 NiABWLLEHUM PU3UKOM BUHUKHEHHS CYiUMAanbHUX MPOosBil
Kpim TOro, Wi cTaHn MOXYTb CYMNpOBOKYBATU BENIMKNIA feNPecMBHUIA po3nag,. 3acTepeXkeHb, SKUX AOTPUMYIOTLCA NPU NiKyBaHHI NaUieHTIB i3 BEIMKMM [enpecuBHU
p0O3/1aZl0M, HEO6XIAHO TaKOX JOTPUMYBATUCS NPW JTIKYBaHHI NALIEHTIB 3 IHLWIMMW NCUXIYHUMMN pO3Niafamu.

MauieHT i3 cyiynganbHUMKM NposBaMmM B aHaMHe3i abo nawieHTu, AKi AeMOHCTPYOTb 3HAYHOK MIpPOKO CYTUMAIbHE MUCNEHHS A0 NOYaTKY NiKyBaHHS, SIK BiJOMO, MatoT
NiABULLEHWIA PUBNK BUHWKHEHHA CYiumbanbHUX AyMOK abo cnpob cyiymay i nig yac NikyBaHHS NOBMHHI 3HAXOAUTUCH Mif MUAbHUM CMOCTEPEXeHHAM. MeTa-aHa
NNaLeb0KOHTPONbOBAHNX KIHIYHUX AOCMIAKEHb 3aCTOCYBaHHA aHTUAENpecaHTiB Yy AOPOCAMX MAUEHTIB i3 MOPYLUEHHAMM MNCUXIKX MOKasaB NiABWLLEHNIA pPU3K
cyiumaansHOT NOBeAIHKN NPY 3aCTOCYBaHHI aHTMAENPecaHTIB NOPIBHSAHO 3 NNauebo y nauieHTiB Bikom Ao 25 pokiB.

YBa)kHe CNOCTEPEXXEeHHS 3a NawieHTamu, 0CO6MMBO 3a TUMMU, AKI HaneXxaTb 40 rPynu BUCOKOrO PU3KNKY, NOBMHHO NPOBOAUTUCS Pa3oM i3 MeAMKaMEHTO3HMUM MiKyBaHHSIN
0c06MMBO Ha paHHI cTagiil nikyBaHHA Ta Micns 3MiHWM 03X npenapaty. lauieHTn Ta 0cobw, SKi 34INCHIONTL A0rNA4 3a HUMW, MOBMHHI OYTU nonepemker
NPO HeobXiAHICTb BMSABNATU PO3BUTOK OY/b-AKOr0 KNIHIYHOrO NOTipLUEHHS, BUHUKHEHHS CYILMAANbHOT NOBEAIHKM abo AYMOK Ta He3BUYHMX 3MiH Yy MOBefiHLi, a Tako
MPO HeObXiAHICTb 3BEPHEHHSA 3a MeAMYHOLO AOMOMOTOH Bifpasy X Y BUNagKy nosisu Uux CUMMTOMIB.



LiTn

CyiumpanbHa noeegiHka (cyiumgansHi gyMku abo crnpobu cyiumay) Ta BOpoXicTb (F0I0BHMM YMHOM arpecisi, orno3uuiinHa noeeiHKa Ta 3/1iCTb) YacTille cnocTepiranmcs
KNIHIYHUX JOCNIMKEHHAX cepeq, AiTe Ta MigniTKiB, AKi o4epXXyBaiun NiKyBaHHA aHTUAenpecaHTaMu, NMOPIBHAHO 3 TUMWU, XTO OAepXKyBaB nauebo. AKLL0, Yy 3B’A3KY
KNiHIYHOKO HEeOoOXIAHICTIO BCe OAHO NPUIAMAETLCSA PILUEHHA MPO MNPOBEAEHHS NiKYBaHHA, MNAUi€EHTW MOBUHHI NPOXOAUTW PETENbHWIA KOHTPOMb LWOAO PO3BUTK
cyiumpanbHUX cumntoMiB. OkpiM TOro, 6pakye AaHWX [OBrOCTPOKOBMX AOCIIKeHb LWOAO Ge3nekn 3acTOCyBaHHA npenapaty y AiTed Ta NigNiTKiB LOLO POCT)
[03piBaHHSA Ta KOTHITMBHOTO | NOBEAIHKOBOIO PO3BUTKY.

CepoTOHIHOBUI CUHAPOM

AK | Npu 3aCTOCyBaHHI IHLUMX CEPOTOHIHEPriYHMX 3ac06iB, NPU NiKyBaHHI BeHNapakCMHOM MOXKe BUHWUKHYTW CEPOTOHIHOBWI CMHAPOM - MOTEHLINHO Hebe3neyHu
ANS XKUTTA CTaH, 0C06MMBO MpPY OHOYACHOMY 3aCTOCYBaHHI IHLIMX NiKapCbKMX 3ac06iB, SKi MOXYTb BMAMBaTW Ha CEPOTOHIHEPriYHY HEMpOTPaHCMITEPHY CUCTEM
(Bkntovatoum TpuntaHu, CI33C, I33HC, niTiid, cmbyTpamiH, 3Bipobiit 3BnuaiiHuini (Hypericum perforatum), deHTaHin Ta oro aHanorn, Tpamagosn, AeKcTpometopdat
TaneHTagos, NeTuanH, MeTafloH Ta MeHTasouMH) i3 npenapatamu, SKi MOPYLUYHOTb MeTabosi3M CEPOTOHIHY, TakuMK AK iHri6iTopy MAO (Hanpuknazg, MeTUIeHOBU
CWUHI), abo i3 MpeKypcopaMu CepPOTOHIHY (TakMMmW SK [06aBKM TpunToaHy), abo 3 aHTUNCUXOTMKAMM YW [HWKMMK aHTaroHicTamu AonamiHy (AvB. po3gin
«[poTMnNoKasaHHsa» Ta «B3aeMogis 3 iHLWMMY NiKapCbKMMK 3ac06aMm Ta iHLLI BUAW B3aEMOLIN»).

CUMMTOMM CEPOTOHIHOBOIO CUMHAPOMY MOXYTb BK/HOYATM 3MIHW Y TMCUXIYHOMY CTaHi nauieHTa (Hanpuknag, 30Yy[pKeHHs, rajroumHaLiil, Koma), HectabiNbHICT
BereTaTMBHOI HEPBOBOI CUCTEMU (HanpuKnag, TaxikapAis, «nabifibHWin» apTepianbHUA TUCK, FiNepTepMmis), BiAXUIEHHS 3 60KY HEPBOBO-M’S30BOI CMCTEMM (HanpuKias
rineppediexcis, BiACYTHICTb KOOpAUHALT) Ta/abo cumnToMM 3 GOKY TPaBHOrO TpakTy (Hanpuknag, HyfoTa, 6/1toBaHHs, diapes). CepOTOHIHOBUIA CUHAPOM Y Haibinbl
TSKKi hopmi Moxke HaragyBaTu 3HC, W0 BKNtOYae B cebe rinepTepMito, pUrigHicTb M’s3iB, HECTabiNbHICTb 3 6OKY BEreTaTMBHOI HEPBOBOI CUCTEMU 3 MOXIUBUM
LUBUAKMMU KOMIMBAHHAMM XXUTTEBUX MOKA3HMKIB OpPraHiamy i 3MiHamu NcuxivyHoro crarycy.

FAKLLO CYMYTHE NiKyBaHHA BeHMaPakCUHOM Ta IHLWIMMMK npenapaTamu, sKi MOXYTb BMJIMHYTW Ha CEPOTOHIHEprivHi Ta/abo fodamiHepriyHi HelpoMesiaTOpHI cucTeM
KMiHIYHO BMNPaBLaHO, TO PEKOMEH/YETLCA YBaXKHE CMIOCTEPEXEHHS 3a NaLlieHTaMmn, 0CO6/IMBO Ha NOYaTKY fliKyBaHHA Ta Mif Yac 36i/1bLUEeHHS 403U,

O[iHoYaCHe 3aCTOCYBaHHS BeHMa(hakC1HY 3 NonepesHNKaMm CepoTOHIHY (TaKuMmu K 406aBKu TpUNTOMaHy) He peKOMeHAYETLCS.

By3bKoKyTOBa rnaykoma

Ha Tni npuiiomy BeHnadakcuHy MOXKe BMHUKHYTU Migpia3. PeKoMeHAYETbCA NPOBOAMTU PETENIbHUIA MOHITOPUHI CTaHy NauieHTIB i3 MNiABWLLEHMM BHYTPILUHbOOYHN
TUCKOM a60 3 MigBULLEHMM PU3NKOM PO3BUTKY FOCTPOI BY3bKOKYTOBOI 1ayKOMU (32KPUTOKYTOBOI I1ayKOMU).

ApTepianbHuii TUCK

Mpwy 3acTOCYBaHHI BeHMaghakKCUHY YacTo NOBIAOM/ISNM NPO 40303a/1EXHE NiABULLEHHS apTepiasibHOro TUCKY. B nicnsimapkeTMHroBoMy AOCNIIKEHHI NiIKApCbKOro 3acoby
AEKiNbKOX BMUMaAKax NOBIigOMAAAM NPO MOSBY MiABULLEHOrO apTepiasibHOr0 TUCKY TSXKKOr0 CTYMeHs, WO NoTpebyBasno HeramHoro NikyBaHHSA. BCi mauieHTU NOBUWHE
nepebyBaTy Nif NWIbHUM HarnsagoM MefnepcoHany LWOAO0 PO3BUTKY BUCOKOrO apTepiaibHOr0 TWUCKY, a [0 MoYaTKy JliKyBaHHS HeoOXifHO KOHTpO/toBatu nepeodi
BXe ICHYHUOi apTepiasibHOI rinepTeH3ii. ApTepiafbHUA TUCK CNif NepioguyHO MepeBipATV MICNsA No4vaTKy NiKyBaHHA Ta NiCNsa NigBULLEHHA [03M npenapart
Cnip, soTpumyBaTUC 06epeXXHOCTI NP NIKYBaHHI NaLieHTIB, YT (DOHOBI 3aXBOPHOBAHHSA MOXYTb OYTW CPOBOKOBaHI NiABULLEHHAM apTepiaslbHOTO TUCKY, HanpuKiag
nauieHTIB i3 MOPYLUEHO CepLIEBOO (PYHKLUIELD.

YacToTa cepLeBnx CKOpoUeHb

MigBMLLEHHA 4acTOTW CEpLEBUX CKOPOYEHb MOXE BMHWUKHYTU OCOGAMBO MPWU 3aCTOCYBaHHI 6ifbll BMCOKMX A03 npenapaty. Chif 4OTPUMMYBATUCH 0GEpexXHOCTI Mnp
NiKyBaHHI NaUieHTIB, Yni HOHOBI CTaHM MOXYTb BYTM CIPOBOKOBaHI MiABULLEHHAM YacTOTW CEPLIEBUX CKOPOYEHD.

XBopo6a cepus Ta pu3nK po3BUTKY apuTMmil

3acTocyBaHHA BeHahakCMHy NauieHTaM i3 HeflaBHO MepeHeceHM iHapKTOM Miokapaa abo 3 HecTabi/lbHOK XBOPO6OIO cepus B aHaMHE3I He BUBYaIN. TakM YMHOM, Lie
npenapar Heo6XiAHO 3 06ePEXHICTIO 3aCTOCOBYBATM Y LMX MaLi€HTIB.

Y nicnsimMapKeTUHroBoMY AOC/IPKEHHI BeHaghakCUHY MOBILOMNAMM NPO BUNagKW NogoBXeHHA komnnekcy QT, Torsade de Pointes (TdP), WwnyHOYKOBOT Taxikapgii T



BUHWKHEHHSI CepLEeBOT apuUTMIi 3 neTaslbHUM HacMigKoM Npu 3acTocyBaHHI BeHMadakCMHy, 0CO6/MBO NPpU MOro nepefo3yBaHHi, abo y NauieHTIB 3 IHWMMK (hakTopam
PU3MKY MOAOBXeHHS Komrnekcy QT/TdP. HeobxigHO BpaxoBYBaTW BIAHOLLIEHHS PU3UKY Ta KOPWUCTI A0 MPU3HAYeHHsI BeHNahakCuMHy nauieHTaM i3 BUCOKUM PU3MNKO
PO3BUTKY CEPIMO3HOI cepLeBol apuTMii abo NoAoBXeHHA Komnnekcy QT (aMB. po3gin «PapmakoinHaMika).

Cypomu

Mpu NikyBaHHI BeHNahakCUHOM MOXYTb BUHWUKATK CYA0MMW. AK i Npy 3aCTOCYBaHHI BCIX aHTUAENPecaHTIB, NiKyBaHHS BeHNahaKkCMHOM HEO6XigHO 06epeXXHO NoUYNHATK
MawuieHTIB i3 HAABHICTIO CYAOM B aHaMHes3i; Lji nayieHT NOBWHHI nepebysatun Nig NUAbHUM HarnagoM. JlikyBaHHSA OyAb-AKOro nauieHTa, Y AKOro BUHMKaKTh Hamagl
HeoOXiAHO NPUNUHNTMN.

linoHaTpiemis

Mpwn 3acTocyBaHHI BeHNaakCMHYy MOXEe PO3BUHYTUCA rinoHaTpiemis Ta/abo CMHAPOM HeafeKBaTHOI CeKpelil aHTWUAiypeTuyHoro ropmoHy (CHCATI). HaiuacTiw
NOBIAOMANANN MPO BUHWKHEHHS UMX ABULY, Y 3HEBOAHEHMX NauieHTIB abo Yy BUCHaXeHMX. MMauieHTW NiTHLOro BiKY, NauieHTW, AKi NPUAMalOTb CeYOriHHI 3acobl
Ta NauieHTn, y AKMX B iHLIMX BUNagKax Bif0yBaeTbCA rinoBoeMis, MatoTb GiNbLUNIA PUSMK PO3BUTKY LIMX SBULL,.

AHOMa/IbHa KpoBOTeYa

JlikapcbKi 3aco6u, WO iHribyrTb 3BOPOTHE 3aXOM/EHHS CEPOTOHIHY, MOXYTb MPU3BECTU A0 3HMKEHHS (DYHKUIT TpombGouuTiB. Bunaaku KpoBOTeui, MOB’A3aHi |
3actocyBaHHAM CI33C T1a I33HC, BapitoBasmcs Bif eKximo3iB, reMaToM, enicTakcucy Ta netexii 4O LUTYHKOBO-KULLKOBUX Ta HEGe3MeUYHUX A9 XKUTTSA KPOBOBUBIB. .
nauieHTiB, AKi NpuiiMatoTb BeHNaakCUH, MOXe MiABULLYBaTUCS PU3NK KPOBOBUAMBIB. HK i Mpu 3acTtocyBaHHi iHWKUX 133C, BeHnaakCMH Heob6XiAHO 06epexxH
3aCTOCOBYBATU MalieHTaM, CXWIbHUM [0 KPOBOTeYi, BKAKOUAKOUM MaLieHTIB, AKi OTPUMYHOTb aHTUKOarynsHtu Ta iHrieitopm tpomoouutie. CI33C/CI33CH MoXyT
36INbLUNTY PU3MK MICNAMOMIOrOBUX KPOBOTEY (AMB. PO34INY «3acTOCYBaHHA Y Mepioj BariTHOCTI abo rofyBaHHSA rpyaato», «Mob6iuHI peakuii»).

PiBeHb XonecTepuHy B cMpoBaTLi KPOBI

KniHiYyHO 3HauyLLe NigBULLEHHS PIBHA XONIECTEPUHY B CMPOBATLi KPOBi 6y/10 3apeecTpoBaHo y 5,3 % nauieHTiB, AKi OTpUMyBasn NiKyBaHHSA BeHadakcHoM, Ta'y 0,0 ¢
nawieHTiB, AKi OTpMMyBan NMnauebo, NPOTAroM He MeHLe 3 MicALiB Mig vac yyacTi B niauebo-KOHTPOIbOBaHMX KNIHIYHUX AOCipKeHHAX. [if Yac TpMBanoro flikyBaHH
CNig pO3rNAHY TN HEOOXiAHICTL BUSHAUYEHHS PIBHSI XONIECTEPUHY B CUPOBATLL KPOBI.

CTaTesa AUCYHKLISA

I33HC MOXYTb BUKIMKATX CUMMNTOMW CTaTeBOI AMCHYHKUIT (AMB. po3ain «M0o6ivHI peakuii»). Y Aeskux BUNagkax Wi CUMNTOMM NPOLOBXYBAIMCA MiCNS NPUNUHEHH
NiKYBaHHS.

CynyTHe 3acTOCyBaHHs i3 3aco6amu ans CXyLHeHHS

besneka Ta ePeKTUBHICTb Tepanii BeHNaakCMHOM Yy KOMOIHaUii i3 3acobamn AN CXyAHEHHS, BK/IOYaouM QeHTepMiH, BCTaHOBNEHI He 6ynn. CynyTHE 3aCcTOCyBaHH
BeHadakCnHy Ta 3aco6iB AN15 CXYAHEHHSA He PeKOMeHAYETbCA. BeHnagakCuH He NpusHaYvaroTh A1 CXYAHEeHHSA OKpeMo abo y KOMOIHaLIT 3 iHLUIUMK npenapaTamu.
MaHis/rinomaHis

MaHis/rinomaHia MoXe BUHWKHYTM Y HEBE/IMKOro BifACOTKAa MauieHTIB i3 po3fiaamMy HacTporo, AKi OTpMMyBa/SIM aHTUAENPEecaHTW, B TOMY 4YMCNi BeHMaakcuH. AK
MpwY 3aCTOCYBaHHI IHLUINX aHTUAENPecaHTiB, BeHNaghakCUH CNif 06epeXxHo npu3HavaT nalieHTam i3 6inonspHUM po3naLoM B aHamHesi abo y CiMeliHOMY aHaMHes3i.
Arpecist

Arpecisa MoXXe BUHUKHYTWN Y HEBE/IMKOI KiIbKOCTI NauieHTIB, AKi OTPMMYBaIY aHTUAENPECAHTU, B TOMY YMCNi BeHNaakcuH. MoBigoMASAN NPO NOABY LbOro ABMLLA MiCs
MoyaTKy NiKyBaHHS, 3MiHX 403W NpenapaTy Ta Micas NPUNUHEHHS NiKyBaHHS.

AK i NpuY 3aCTOCYBaHHI IHLWNX aHTUAeNpecaHTIB, BeHNahaKCKH CNif 06epeXxxHOo Npu3HavaTy NaLieHTaM 3 arpecieto B aHamMmHes3i.

MPUNUHEHHS NiKyBaHHS

Bigomo, L0 npw 3acTtocyBaHHI aHTUAENPecaHTIB CMOCTEpPiratoTbca eDeKTU MPUMUHEHHA NiKYBaHHA | HOAI Ui etheKT! MOXYTb 6YTU TPUBAIMMMK Ta CEPUO3HUMM. |
nauieHTIB Nif Yac 3MiHM PeXxXnMy L03YBaHHA BeHMaakCUHY, B TOMY YMCAI Nig Yac NPUMNUHEHHS NTIKyBaHHA CroCcTepirainch cyiuma/cyiungansHi oyMKn Ta arpecis. Tow
CNij, peTefibHO CrnocTepiraT 3a nawieHTamu, nig Yac 3MeHLWeHHsA 403K abo Mifg Yac NPUNUHEHHS NiKyBaHHA (4MB. BULe Y po3aini «Oco6MBOCTI 3aCTOCYBaHHA» - Cyiuu



lcyiumpanbHi AyMKY abo KiHiYHe noriplieHHs Ta Arpecisi). (auB. po3gin «MobiyHi peakuii»). Y KNiHIYHMUX SOCNILKEHHAX HebaxaHi ABMLLA NPY NPUNWHEHHI JTIKYBaHH
(NOCTYNOBEHMXEHHS03MTa NICASNOCTYNOBOr GHMXEHHSR03M)cnocTepirannMcapnonnsHy 31 % nauieHTiBAKI 04epXXyBanv NiKyBaHHS i3 3aCTOCYBaHHAM BeHMaakKCcuHy, Ta
17 % nauieHTiB, SKi 0Aep>KyBaIv nnaye6o.

PU3MK BUHUKHEHHS CUMMNTOMIB BiMIHN MOXKe 3a1eXaTu Bif, AeKiIbKOX (DaKTopiB, BK/KOYaOUM TPUBASTICTb NiIKYBaHHA Ta [03Y npenapaTy, a TakoX LUBUAKICTb 3HVKEHH
[031. HaiyacTille noBigoMAsAM NPO Taki peakLil: 3anaMopOYeHHs, MOPYLLEHHS YyTAUBOCTI (Y TOMY YMCAi napecTesist), po3nagm cHy (B TOMY YMC/i 6E3COHHS Ta rMNOOKY
COH), 30yKEHHA ab0 TpMBOra, HyaoTa Ta/abo 6/110BaHHS, TPEMOP Ta roN0BHUIA 6iflb, MOPYLUEHHS 30pY Ta apTepiasibHy rinepTeH3ito. 3a3Buyaii Ui CMMNTOMM MatoTb NIErKu
Ta CepefHiii CTyneHi TAXXKOCTI, 0AHaK Y AeSKMX NalieHTiB BOHW MOXYTb GYTU TSHKKMMM 3a IHTEHCUBHICTHO. 3a3BMYail Li ABMLLA BUHMKAKOTb NPOTArOM NEPLUMX AEKiNbKC
[HIB Nicna NPUNUHEHHA NiKyBaHHSA, ane HaaxoAuau MOOAMHOKI MOBIAOM/IEHHS MPO BUHUKHEHHA TakMX CUMMNTOMIB Y MaUiEHTIB, AKi Yepe3 HeYBaXHICTb MPOMyCKal
npuiiom [o3mn npenapary.

B uinomy, Ui cMMNTOMM MWHAKOTL CaMOCTIHO, 3a3BMYal NPOTATOM 2 TUXHIB, Xo4a Yy AesKnX NauieHTiB BOHWM MOXYTb TpmBaTu foBLUe (2-3 micsaui abo posLue). OTx:
nif Yac NPUMNUHEHHSA NiKYyBaHHA HEO6XiAHO NMOCTYMNOBO 3HMXXYBATW 403y BeHNatakCuHY NPOTAroM AeKifbKOX TMXKHIB abo MicALiB, 3a/1eXKHO Bif NoTpe6 nauieHTa (Awi
po3ain «Cnoci6 3acToCyBaHHA Ta 403W»). Y AesiKMX NaUieHTIB NPUNMHEHHS NiKYyBaHHS MOXKe 3aHATN MicALL | JOBLUe.

AKaTu3iA/NCMXOMOTOpPHE 30y A>KEHHS

3acTocyBaHHA BeHMaakcHy 6yno MnoB’A3aHe i3 PO3BUTKOM akaTu3il, L0 XapaKTepu3yeTbCA CY6’EKTUBHO HEMPUEMHMM ab0 TPUBOXHUM 30Y[IKEHHAM Ta HeOOXiAHICT!
4acTO pyxaTucs i CynpoBoaKyBasiacst He3A4aTHICTHO CUAITY abo CTOATK Ha Micui. Lle aBuue 6inbLu iMOBIPHO Big0yBaeTLCSA MPOTArOM NePLUMX AEKINbKOX TVXKHIB NiKYyBaHH:
Y nauieHTiB, Y AKUX PO3BMBAKOTLCA Lii CUMMTOMMU, 36iNbLUEHHS 03K NpenapaTy MOXe 3aBaT LUKOAW 340PO0B’ 0.

CyxiCTb y poTi

MoBigoMNANM NPO BMNAAKM BUHWKHEHHS cyXocTi y poTi y 10 % nauieHTiB, AKi OTpUMyBanv BeHNaakcuH. Take fBuLLE MOXe 30iNbLNTN PU3NK PO3BUTKY Kapiecy
TOMY C/if, 3BEPHYTY yBary nauieHTiB Ha BX/IMBICTb JOTPUMAHHSA TIFIEHN MOPOXHMUHU POTa.

LlykpoBwii fiabeT

Y nauieHTiB i3 LyKpoBuMm AiabeToM nikyBaHHs CI33C abo BeHNathakCMHOM MOXXE BMAMBATW Ha [MIKEMIYHWUIA KOHTPO/b. [103n iHCYniHy Ta/abo npoTuaiabeTUyHW
NIKapCbKKX 3ac006iB A/15 NepopasibHOro 3aCTOCYBaHHSA, MOX/IMBO, JOBELETHCA KOPUTYyBaTHU.

B3aemogii nikapcbkoro 3acoby Ta nabopaTopHUX AOCNIAXKEHb

MoBigOMAANN NPO XMOHOMO3UTUBHI PE3yNbTaT CKPUHIHIOBUX IMYHONMOMYHUX AOCAIMKEHb CeYi Ha HasiBHICTb (eHUMKNignHy (PLM) Ta ameTamiHy y nauieHTIB, st
npuimann BeHnagakcuH. Lle BifbyBacTbCA Y 3B’A3KY 3 HEAOCTATHLOK CMELUMIYHICTIO CKPUHIHIOBMX LOCMIIKEHb. XUOHOMO3UTUBHI pe3y/bTaT LOCNIIKEHb MOXH
OYiKyBaTV MPOTATOM KiNbKOX [AHIB MICNA MPUHUHEHHS Tepanii i3 3aCTOCYyBaHHAM BeHMa(akCuHY. 3a [0MOMOrow NiATBepaKyBa/lbHUX AOCMIMKEHb, TaKUX AK rasoe
Xpomarorpadgis/Mac-CreKTpOMETPIf, MOXHa PO3PI3HUTU BeHNagakeuH Big PLIM Ta ampeTaminy.

3acTocyBaHHs y nepiof BariTHOCTI abo rogysaHHs rpyaato.

BariTHicTb

BignoBiAHMX AaHMX WOA0 3aCTOCYBaHHSA BeHNaaKCUHY Y BariTHUX XIHOK HEMaE.

JocnipkeHHs Ha TBapMHaxX Mokasain PernpofyKTUBHY TOKCUYHICTb. MOTEHUIAHWIA pU3MK AN NMOAUHW HEBILOMMWIA. BeHnadakcuH cnif npysHavaTyt BariTHUM XiHKa
TiNbKM AKLLO OYiKyBaHa KOPUCTb NepeBaXae MOX/MBUIA PU3UK.

AK i npu 3acTocyBaHHi iHWKMX CI33C/I33HC, y HOBOHAPOPKEHMX AiTEN MOXYTb BUHUKHYTW CUMMATOMU BiAMIHM NpenapaTy, AKLWO0 BeHNaMaKCH 3aCTOCOBYBa/M nepef ab
HEe3aZl0Bro 40 HapOKEHHA AUTUHU. Y [edKUX HOBOHapOKEHUX AiTei, AKi 3a3HaBa/v BM/MBY BeHNAMakCUHY B KiHL TPETbOro TPUMECTPY, PO3BUHY/IUCA YCKIALHEHHS
L0 NOTpebyBann NapeHTepasibHOro XxapyyBaHHS, JOMOMIXHOT LUTYYHOT BEHTU/IALIT ereHiB abo TpmBasiol rocnitanisayii. Taki yCKIaAHEHHA MOXYTb BUHUKHYTU Bifpasy |
nicNa HaPOKEHHS AUTUHWN.

Y HOBOHApPOKEHMX AiTeld MOXYTb CMOCTepiraTuca Taki CUMNTOMU, AKWO MaTu AMTUHK 3acTocoByBana CI33C/I33HC Ha ni3Hix TepMiHax BariTHOCTI: ApaTiB/MBICTI



Tpemop, apTepiasibHa rinoTeH3is, HanonernMBuiA Nnad Ta TPYAHOLWi Mif 4ac CMOKTaHHS abo TPYAHOLL i3 3aCMHaHHAM. Lli cMMNTOMU MOXYTb BUHUKHYTW Ha T)
CepOTOHIHEPriYHMX etheKTiB abo CMMMTOMIB BNAMBY Npenapaty. B 6inbWOCTi BUNaAKiB Li YCKIa[AHEHHS CrOCTepiratoTbLCA Bigpasy abo npoTarom 24 rognH nicns nosoris.
EnigemionoriyHi gaHi nokasanu, o 3actocyeaHHa CI33C nig yac BaritTHOCTI, 0C06/IMBO Ha Ni3HIX TepMiHaxX BariTHOCTI, MOXe 36i/IbLUNTI PU3NK PO3BUTKY MEPCUCTYHOU(
nereHeBoi rinepTeHsii y HoBoHapompkeHnx (MJ1MH). Xoua gocnigpkeHHs 3 BUBYeHHS 3B°a3Ky MJ1MTH i3 3actocyBaHHAM I33HC He npoBoannncs, Lein NOTeHUINHWUIA P3N
Mpw 3aCTOCyBaHHI BeHNaaKCUHY BUKIKOYATU He MOXHA, 3 YpaxyBaHHAM BiAnoBigHoro mexaHiamy gii (133C).

[JaHi cnoctepexkeHb BKa3ylOTb Ha NigBULLEHWI PU3MK (MeHLL HXX Y 2 pa3n) nicnsanonorosoi kposoTtedi nicna snauey CI33C/CI33CH npoTtarom micsus [0 HapOLKeHF
(ams. po3ginu «OcobnMBOCTI 3aCTOCYBaHHSA» Ta «IM0OBIYHI peakLuii»).

Mepiog rogyBaHHs rpyaato

BeHnaakcuH Ta Moro aktmBHWin metabonit OB BULINAIOTLCA Y TPYAHE MOJIOKO. Y MOCTMapKEeTUHIOBUIA Nepiog, 3aCTOCYBaHHSA Mpenapary y HeMOBAT, AKi nepebyBa
Ha rpyfHOMY rofyBaHHi, CrocTepiranncs nnay, ApaTiBfvBICTb Ta NOPYLUEHHSA CHY. CUMNTOMM, L0 Y3rofpKyBanCs 3 NPUMMHEHHAM 3aCTOCYBaHHS BeHagakCcuHy, Tako
Oynu 3apeecTpoBaHi Nicnsa NPUNMHEHHA rOLYBaHHA rPYyAAt0. PUUK ANns AUTUHK, fka nepebyBae Ha rpyAHOMY rofyBaHHI, BUK/TOUMTU He MOXHa. OTXe, pilleHHs Los
NPUMNMHEHHS/NPOAOBXEHHA TOAYBaHHSA TPYAAI0 AMTUHM ab0 NPOAOBXEHHS/NPUNMHEHHS NiKyBaHHS BeHNagakCUHOM CAig NpWiiMaTi, OLiHMBLUM KOPWUCTb Bif rpyAHOI
roAyBaHHS AN AUTVUHM Ta KOPUCTb Bif NiKyBaHHSA npenapaTom JladakcmH® XR ans xXiHKu.

PenpoaykTusHa (hyHKLiA

Bifomo, WO Y AOCNIMKEHHAX Ha LypaxX CrocTepiranocs 3HKeHHS QepTUIbLHOCTI, B AKOMY K caMui, Tak | camuui WypiB 3a3HaBan BnaMBy O-aecMeTUIBEHNa(aKCHH)
3HaueHHs Lboro pe3ynbTaTy LOCMIAKEHHS OO0 3aCTOCYBaHHA Npenaparty Ans N04AWHN HeBifoMe.

34aTHICTb BNAMBATY Ha WWBMAKICTb peakLii Nnpy KepyBaHHi aBTOTPaHCNOPTOM abo iHLWIMMKU MeXaHi3mamu.
Byb-AKWI NCUXOAKTUBHUIA NiKAPCbKWIA 3acib MOXeE MOTipLUNTU CY[DKEHHS, MUC/EHHA Ta PYXOBi HaBWYKW. TakvMM YMHOM, MAUiEHTIB, AKi OTPUMYHOTb BeHnagakcut
Heob6XifHO nonepeauT NPO BMNAKB NpernapaTy Ha KepyBaHHA aBTOTPAHCMNOPTOM Ta pO60TY 3 MexaHi3mamu.

Cniocib 3acTocyBaHHA Ta [03Mu.

fosn

Benuki_genpecuBHI_eni3ogn: pekoMeHA0BaHa NnoyaTkoBa A03a BeHnadakCvHY MPO/IOHrOBAHOrO BUBISIbHEHHA CTaHOBWUTL 75 Mr 1 pa3 Ha foby. Y nauieHTiB, AKi H
BIAMOBIJAOTb Ha 3aCTOCYBaHHA MOYaTKOBOI 03N 75 Mr/goby, MOXKHa po3rnsgatu 36ibleHHS [03M A0 MakCMMa/lbHOT, fiKka CTaHoBUTb 375 Mr/goby. [o3y MOXH
36inbLUYBaTK 3 iHTEpBaaMK B 2 TWXKHI abo 6inblue. Y pasi KAiHIYHOT HeOOXiAHOCTI Y 3B’A3KY 3 TSXKKICTIO CUMMTOMIB MiJBMLLEHHS 403U MOXHA MPOBOAMTN YacTille, ar
He paHille HDK Yepe3 4 fHi. Yepe3 pu3nK PO3BUTKY J0303a/1EXKHUX HeGaXKaHNX e(DEKTIB 403y HeOOXIAHO NiABMLLYBATW TiNbKX MICNA NPOBEAEHHA KNIHIYHOI OLIHKM (AW
po3ain «OcobnnBOCTI 3aCTOCYBaHHS»). HE0OXiAHO NiATPUMYBATK HaHMXKYY ePEKTUBHY 403y .

MauieHT NOBMHHI OTPUMYBATK NiKYBaHHA NPOTArOM AOCTAaTHLOrO Nepiogy yacy, 3a3suyait NPOTAroM AeKisIbKoX MicsLiB abo fosLue. J1likyBaHHA HeOOXifHO perynspH
nepernagaT B KOXXHOMY KOHKPETHOMY BUMaAKy. bifbLl TpuBase NikyBaHHSA TaKOX MOXe 6yTW JOUibHUM A5 NPOgINaKTUKA PeunanBIiB BENNMKUX LENPECUBHUX eni30fi
(BAE). Y 6inbLluocTi BUNaAKiB pekomeHA0BaHa f03a Ans npodinakTnkn peumameis BLE Taka cama, 5K i [03a, SKY 3aCTOCOBYOTb Mif Yac NiKyBaHHA NOTOYHOIO eni3ofy.
AHTUAENpecaHTX cnif NPOLOBXYBATW 3aCTOCOBYBATU NPOTATOM He MeHLUe 6 MiCALIB NIC/A HACTaHHA pemicil.

["eHepasi30BaHi TPUBOXHI PO3/1aaM: PeKOMeH/A0BaHa NoYaTKoBa [j03a BeHMahakCyHy MPO/IOHI0BAHOMO BMBISIbBHEHHS CTAHOBUTL 75 Mr 1 pa3 Ha Jo6y. Y nauieHTiB, AKi H
BIANOBIJAOTb Ha 3aCTOCYBaHHS MOYaTKOBOI 03K 75 Mr/goby, MOXHa po3rnsgaTi 36iNbleHHS A03M [0 MaKCMMasbHOI, fika CTaHOBUTb 225 Mr/go6by. 103y MOXKH
36iMbLUYBATU 3 IHTepBasiaMu Y 2 TWXKHI abo BifbLue.

Uepe3 pu3nK PO3BUTKY [0303a/1eXXHUX HebaaHMX eeKkTiB [03y HeobXifgHO MigBULLYBaTW TiflbKM MICNA NPOBEAEHHSA K/IHIYHOT OUiHKM (AMB. po3gin «Oco6mBoC
3aCTOCyBaHHS»). Heo6xiaHO NiATPUMYBATU HaHMXYY eheKTUBHY [03Y.

MauieHT NOBUHHI OTPUMYBATU NiKyBaHHA MPOTATOM [OCTATHLOrO 4acy, 3a3BuMyail NPOTAroM [eKiNbKox MicsauiB abo foBlue. JlikyBaHHA He0oOXigHO perynspH




nepernsgaT B KOKHOMY KOHKPETHOMY BUMAAKY.
CouiasibHi TPUBOXHI po3/1aAn: PeKOMeHA0BaHa [03a BeHMafakCMHy MPOIOHI0BaHOMO BMBISIbHEHHSA CTaHOBUTL 75 Mr 1 pa3 Ha foby. [JokasiB fOAaTKOBMX nepesar rnp
3acTocyBaHHI 6inbll BUCOKMX 03 Hemae. OfHaK A4/ OKPeMUX NauieHTiB, AKi He BIAMOBILatOTb Ha 3aCTOCYBaHHA MOYaTKOBOI 403U 75 Mr/foby, MOXHa po3rnsgat
36i/bLUEHHSA 403K 0 MaKCUMa/IbHOT, iKa CTaHOBUTL 225 Mr/fo0y. o3y MOXHa 36i/bLUyBaTV 3 iIHTepBalaMu y 2 TVXKHI abo 6GifbLue.

Uepe3 pu3nK PO3BUTKY [0303a/1EXHUX HebaxaHMX eeKTiB [03y HeobXiAHO MiaBULLYBaTW TiNlbKWM MiCNs NPOBEAEHHSA KIHIYHOT OUiHKM (AMB. po3din «Oco6amMBoC
3aCTOCYBaHHA»). HeobXiZAHO MiATPMMYBATU HaHWKYY e(heKTUBHY L03Y.

MauieHT NOBUHHI OTPUMYBATW NiKyBaHHS MPOTArOM [AOCTaTHbOrO Yacy, 3a3BM4ail NPOTArOM AeKiNbKoxX MicsuiB abo aosule. JliKyBaHHA HEOOXIAHO perynsipH
nepernsfaT B KOXKHOMY KOHKPETHOMY BUMAAKY.

MaHiyHi po3nagn: peKoMeHJoBaHe 3aCToCyBaHHS Ao3n 37,5% Mr/goby BeHnagakCMHy NPOSIOHr0BaHOr 0 BUBISIbHEHHSA NPOTAroM 7 AHIB. [icns uboro Ao3sy cig 36inbwnt
[0 75 Mr/go6y. Y nauieHTiB, SKi He BiNOBiJat0Tb Ha 3aCTOCYBaHHS 03K 75 Mr/ao6y, MOXHa po3rnagaTvi 36iNbLUEHHS 403K A0 MaKCUMa/bHOT, Ka CTaHOBUTb 225 Mr/f06!
[03y MOXHa 36iNbLUYyBaTK 3 IHTEpPBa/IamMy B 2 TUXKHI ab0 BifbLue.

Uepe3 pu3nK PO3BUTKY [0303a/1eXXHUX HebaxaHuMX eeKkTiB [03y HeobXifHO MiABULLYBaTW TiflbKWM MICNA MPOBEAEHHSA KIIHIYHOT OuiHKM (AMB. po3gin «Oco6mBoC
3aCToCyBaHHS»). HeobxiAHO NiATPUMYBATU HaAMHMXYY eeKTUBHY [03Y.

MauieHT NOBWHHI OTPUMYBATU NiKyBaHHA MPOTATOM [OCTATHLOrO 4acy, 3a3Buyail NPOTAroM [eKinbKox MicAuiB abo [foBLlue. JliKyBaHHA HeoOXigHO perynspH
nepernsfaT B KOXKHOMY KOHKPETHOMY BUMAAKY.

*33CTOCOBYBATW NpenapaTyi BeHnagakcuHy y BiNoBiAHOMY [103YBaHHI.

MauieHT NMiTHLOrO BiKY: Hemae HeoOXiAHOCTI B creujiabHOMY KOPWUryBaHHI 03X BeHnafakCuHy Ha MigcTaBi TifibKM BiKy nauieHTa. lMpoTte cnif AOTPUMYBATUC
06epeXXHOCTI NpK NiKyBaHHI NaLieHTIB NiTHLOro BiKy (Hanpuknam, Yepe3 MOX/IMBE MOPYLUEHHA (PYHKLIT HAPOK, MOX/IMBICTb 3MIHW YYTAMBOCTI 0 HEMpomesiaTopiB T
CXW/IbHICTb 10 PO3BUTKY UMX ABMLLY 3 BiKOM). Heo6XigHO 3aBXAM 3aCTOCOBYBATW HalMHWMK4y eqeKTUBHY [03y npenapaTy, a B pasi Heob6XigHOCTI 36i/bLUeHHSA [03
npenapary NawuieHTW MOBUHHI NPOXOAUTYN PeTeNIbHWIA KOHTPO/b.

MawieHTV i3 NopyLeHHAMM (YHKUIT NeviHKW: Ans nauieHTIiB i3 NOpyLUEHHAMU PYHKLIT NeYiHKUIErKorota cepefHbOrcCTyneHATsSXKKOCTIB LjifIoMyHe06XiHOBPax0oBYB:
MOXX/IMBICTb 3HMXXEHHAL03M npenapaTyHa 50 %. lNpoTe yepe3 BapiabenbHICTb MOKa3HUKIB KNipeHCY Yy MauieHTiB 6axaHo IHAMBIAYa/IbHO NIAXOAUTM 4O Nigbopy A03
npenapary.

ICHYIOTb 0OMeXeHi AaHi LWOAO MauieHTIB i3 NOPYLUeHHAMU (PYHKLIT MEeYIHKU THXKOro CTyneHs. PeKOMeHAYeTbCA LOTPUMYBATUCA OOEPeXXHOCTI Mpu 3acTOCyBaH!
npenapary Wil kaTeropii nayieHTiB Ta CNif po3risHYTU MOXIUBICTb 3HUKEHHSA [03M npenapaty Gisblie HiXK Ha 50 %. Mpwy NikyBaHHI NaLieHTIB i3 MOPYLUEHHAMU (YHKLY
MeYiHKM TSXKOr0 CTYMeHA HeOOXiAHO OLIHUTI NOTEHLiAHY KOPUCTb | PU3MK 3aCTOCYBaHHA npenapary.

MaLieHTV 3 NOpYLUEHHAMY PYHKLIT HUPOK: X04Ya HEMAae HeObXIAHOCTI 3MiHIOBATU [03YBaHHA A/14 NaUieHTIB 3i LWBUAKICTIO K1y6o4ukoBoi (inbTpauii (LUK®) 30-70 ma/xt
Npu NPU3HaYeHHI NpenapaTty PeKOMeHALYETLCA AOTpMMYBaTUCA 06epeXXHOCTI. A4 nauieHTiB, AKi NOTPebyoTb NPOBeAEeHHSA reMogianiay, Ta ANs NawyieHTiB i3 MOpYLLUEHHAM
(OYHKLIT HUPOK TsXKKOro ctyneHs (LUK® <30 mn/xB) Ao3y HeobXiAHO 3MeHLINTK Ha 50 %. Yepe3 MixXiHAMBIAYanbHY BapiabenbHICTb MOKA3HUKIB KNIPEHCY Y UUX NaLieHT
6akaHo iHAMBIAYaIbHO MiAX0AMTU A0 Nig60py 403K npenapary.

CumnToMM BiAMIHW BeHMA(haKCUHY: BapTO YHUKATW PanToBOro MPUMUHEHHA 3aCTOCYBaHHA mpenapaty. [pu NpUNUHEHHI NiKyBaHHA BeH1ahakCUHOM 03y HeobXiaH
MOCTYMOBO 3HWXYBaTW MPOTArOM MPUHANMHI 1-2 TUXKHIB, OO 3HU3UTU PU3MK PO3BUTKY peakuii BigmiHW (AMB. po3ainnm «Oco6/MBOCTI 3aCTOCYyBaHHSA» Ta «[106iut
peakLii»).

OfHak, nepiog yacy, HeoOXifHWUIA 419 NMOCTYMOBOro 3MEHLUEHHS [03W Ta CTYMiHb 3MEHLLEHHS [03W, MOXYTb 3a/1eXaTu Bif [03W, TPMBAIOCTI Tepanii Ta iHAMBILYyaIbHU
0C06/IMBOCTEN NauieHTa. Y AesKMX NauieHTiB NPUNMHEHHS NTiKyBaHHS MOXKe 3Haf06UTMCA Ay>Ke NOCTYMOBO NPOTAroM MicsLiB abo foBLUE.

Y BUNAZKy PO3BUTKY HECTEPMHUX CUMMTOMIB, WO 3’ABNAIOTLCA MICNA 3HVWKEHHA 03U npenapaty abo B pe3y/bTati NPUNUHEHHSA NiKYBaHHA, MOXHA MOHOBUT
3aCTOCYBaHHS paHille Npy3HaYeHoT Jo3un. 3rofoM ikap MoxXKe NPOAOBXMTI 3MeHLLYBaTK A03Y, ae 6i/bL NOCTYMNOBO.




Cnocib 3acToCyBaHHS.

[ns nepopasibHOro 3aCTOCYBaHHS.

BeHnathakCcH NPOMOHTOBAHOIO BUBINIbHEHHS PEKOMEHAYETLCA NPUIAMATA 3 DKEO MPUGIM3HO B TOM CaMUA YaC KOXKHOro AHSA. TabneTku HeobXifHO KOBTATW LivMm
3anvBatoym pignHoto. Ix He MOXKHa AiNNUTW, PO3AAB/IHOBATH, PO3YKOBYBATV a60 PO3UMHATH.

MauieHTn, AKi OTPMMYBanM NiKyBaHHA BeHMahakCUHOM Y TabsieTKax HeraHOro BMBISIbHEHHS, MOXYTb NMeperTn Ha Npuinom BeHNaakCUHy B TabneTkax nposIOHr 0BaHOI
BMBINIbHEHHA B HANOAVKYIi eKBiBaleHTHI f060BIV f03i. Hanpuknag, npuiioM TabneTok BeHNaakCUHY HeraHOro BMBINIbHEHHA B A03i 37,5 Mr 2 pasn Ha J06y MOXH
3aMiHATX Ha NpWinoM TabneTok BeHNagakCWHY NPOSIOHrOBAHOIO BWBINbHEHHA B A03i 75Mr 1pa3 Ha fo6y. Moxe 3Hagoobutuca iHAMBIAYyanbHE KOPUIyBaHF
[031 npenapary.

aiTn.

Mpenapart SlagakcmH® XR He cnig 3acTocoBYBaTU ANs NiKyBaHHA AiTeld Ta MigniTKiB Bikom Ao 18 pokiB.

KOHTpONboBaHi KNiHIYHI JOCNIMKEHHS Y AiTel Ta NiANITKIB 3 BE/IMKUM LeNPecUBHUM PO3/1aZo0M He MPOLEMOHCTPYBA/IN ePEKTUBHOCTI i He MIATPUMYHOTb 3aCTOCYBaHH
BeHnaakCUHy y UMX nauieHTiB (AmB. po3ainn «Ocob/IMBOCTI 3aCTOCYBaHHS» Ta «[106iIYHI peakuii»).

Nepeno3yBaHHS.

Y nicnsaMapKeTMHroBoMy [OCBifi NOBILOMNSAAM MPO nepefo3yBaHHS BeHNahakCMHOM, FOMIOBHUM YMHOM Y MOELHAHHI 3 a/IkorofieM Ta/abo 3 iHWUMK NiKapCbKUM
npenapatamMu. HaliuacTiwe NoBiAOMASAIN NPO Taki ABMLLA Nepefo3yBaHHA, BK/IOYatOUM TaxXikapAito, 3miHa piBHSA CBIAOMOCTI (Bif COHMMBOCTI A0 KOMW), Mifpias, CyLoM
Ta 61t0BaHHA. [HLWI ABMLLA, NPO AKI MOBILOMAMN, BK/IKOYAKOTh 3MiHU MOKA3HWKIB Ha efleKTpoKapiorpami (Hanpukiag, NnofoBxXeHHs iHTepeany QT, 6/10Kafa HXXKOK Nyyk
Mica, nogoBXeHHA QRS Ha EKI™ (auB. po3gin «®apMakosoriyHi BNacTUBOCTI»)), LUIYHOYKOBY Taxikapfito, 6paankapaito, apTepiasibHy rinoTeH3ito, BEPTMIo, a TaKo;
neTasbHUIA HacNifoK.

Y ony6niKoBaHVX PETPOCMEKTUBHUX JOCIIKEHHSAX MOBILOMAANN, WO Nepeo3yBaHHSA BeHIahaKCUHY MOXe 6yTI NoB’A3aH0 3 NiABULLEHUM PU3MKOM NeTaIbHUX HaCNifKi
MOPIBHAHO 3 TWM, LLO CMOCTEPIracTbCA MNPU 3aCTOCyBaHHI 3 aHTuaenpecaHTHUMM npenapatamy CI33C, ane Leill pu3nMK HDKYUA MOPIBHAHO 3 TPULMKIIYHUM
aHTugenpecaHTamu.

[aHi enigemionoriyHnx gocnifykeHb nokasanu, WO Yy NawieHTiB, AKi 0fep>KyBan NliKyBaHHS i3 3aCTOCYBaHHAM BeHna(akcuHy, Npodinb hakTopiB pusnky cyiumay Ginbl
00TsHKEHMIN MOopiBHAHO 3 nauieHTamn, ki ogepxyBanm CI33C. CTyniHb 3B’A3KYy BUABEHOr0 MiABULLEHOrO PU3NKY NeTaSlbHUX HACNifKiB, L0 MOXHA MOSACHMT
TOKCUYHICTIO BeH/MaakCUHy Mnpu nepefo3yBaHHi, Ha BiAMIHY Bif [EAKMX XapakTepUCTUK MauieHTIB, AKI OAepXXyBasM BeHMA(aKCWH, fINLLAETLCA HE3’SACOBaHMN
Mpu3HaYeHHsa BeHMathakCUHy Cif NPOBOAUTU Y HAMMEHLUIN KiflbKOCTI NiKapCbKOro 3acoby BifnoBiAHO A0 HaNIEXXHOTO KOHTPO/O NauieHTa 3 MeTO 3MEHLLUEHHS PU3KK
rnepefo3yBaHHs.

PekomMeHa0BaHe NikyBaHHA

PeKoMeHAY€ETLCS NPOBOAUTU 3araibHi NiATPMMYBa/IbHI Ta CUMNTOMATUYHI 3aX04M; HEOOXIAHO KOHTPO/IKOBATY CEPLIEBUIA PUTM Ta OCHOBHI NMOKA3HUKWN XXUTTEBO BaXK/IMBY
(OYHKUiA. Tlpn HasBHOCTI pU3KMKy acnipauii BUKNMKaTK 6110BaHHSA HE peKOMeHAYeTbCA. Moxe ByTu Npu3Ha4YeHO NPOMUBaHHS LUTYHKa 6e3nocepefHbo Nicas NpUinom
npenapaty abo y nauieHTiB 3 NPOSBOM CMMNTOMIB. [pWIAOM aKTMBOBAHOIO BYFiNNSA TaKOX MOXE OOMEXWUTU abcopbuild akTUBHOI PeyoBMHW. ManorMOBIpHC
L0 (hopcoBaHmin aiypes, gianis, remornepdysis Ta 06MiHHE NepenMBaHHA KPOBI MPUHECYTb KOPUCTb NauieHTy. CrelianbHi aHTUAOTY BeHNaakCUHY HEBILOMi.

Mo6iuHi peakuit.

KopoTkuii onuc npodinto 6esneku

HaiuacTiwe (>1/10) HebaxXaHUMK peakuisimu, NPO AKi NOBIAOMAANN, 6YNX: HyAOTa, CyXiCTb Y POTi, FONOBHWIA 6iNb Ta IHTEHCMBHE MOTOBUAINEHHS (BKIHOYAOUM HiYH
NiTAIMBICTD).




MNepenik HebaKaHNX SBULLL

HebaxaHi ABuLLa HaBefeHi HXKYe BigMOBIAHO A0 Kacy CUCTEM OpraHiB, YaCTOTW BUHUKHEHHS Ta MOPSAAKY 3HVKEHHS TSHXKKOCTI B MEXaxX KOXHOI YaCTOTHOT KaTeropi.
YacToTa BUHUKHEHHS BM3HAYaETLCA HACTYMHUM YMHOM: fy>Ke YacTo (=1/10), yacTo (Big =1/100 go <1/10), HeyacTo (Big =1/1000 go <1/100), piako (Big =1/10000 fo <
/1000), ayxe pigko (<1/10000), yacToTa HeBigOMa (He MOXHa BU3HAYMTY 3a HABHUMU JaHUMW).

3 60Ky KpoBi Ta niMhaTUYHOT CMCTEMM: PiAKO — arpaHyoUmMTo3", annacTiyHa aHeMis™, NaHUMTOMNEHIs™, HETPOMeHis™; Ay>e pifKo — TpOMGOLMTONEHIs” .

3 60Ky iMYHHOI CUCTEMU: PifIKO — aHainaKTUUHa peakLis®.

3 GOKy eHAOKPUHHOI CUCTEMM: PifKO — CUHAPOM HeafieKBaTHOI cekpeLii aHTuaiypeTuuHoro ropmony” (CHCALN); AyXe pifiko — MigBWLLEHWIA piBeHb NMPONaKTUHY
KpoBi™.

MeTa6oniyHi Ta XapyoBi po3nafy: YacTo — 3HUKEHHS aneTUTY; PiaKo — rinoHaTpiemis”.

3 6OKY MCUXiKW: [y>Ke 4acTo — Ge3COHHS; YacTo — CM/yTaHiCTb CBifIOMOCTI™, JenepcoHanisauis®, He3BUUHi CHOBW/IHHSA, HEPBOBICTb, 3HUXEHHSA Ni6if0, 36YMKEHHS
aHoprasmisi; He4acTo — MaHisi, rinomaHisi, rantouvHauii, aepeanisallis, aHoOManbHi oprasmu, anatisi, 6pyKcM3M™; piAko — Aenipiym™; yacToTa HeBifoma — cyiumaaibH
MUC/IEHHA Ta CyiLUuaanbHa noBediHKad, arpecisb.

3 60Ky HEepBOBOI CUCTEMM: [YXXE YaCTO — FOMIOBHWIA GiNfb™C, 3aMamMOpOYeHHs, CefaLlisi; YacTo — aKaTusis™, TPeMop, NapecTesisi, AUCTeB3is; HEYaCTO — HEMPUTOMHICTE
MIOK/IOHisl, MOPYLLUEHHS PiBHOBArn®, MopyLIeHHs KOOpp,I/IHaLI,i'I*, AVCKiHe3ia™; pigko — 3HC®, cepOTOHIHOBMIA CUMHAPOM®, CYAOMW, OUCTOHIA*; AyXKe PifKo — ni3H
AVICKiHe3is".

3 60Ky OpraHis 30py: 4acTO — MOPYLLEHHS 30pYy, MOPYLLUEHHS aKOMO/aLliT, BK/ouatoum 3aTyMaHeHUi 3ip, Mifpias; pifko — 3aKpUTOKYTOBa Fnaykomd .

3 60Ky OpraHiB cyxy i naGipuHTY: 4acTo — A3BiH Y Byxax"; 4acToTa HEBiJjOMa — BEPTUTO.

3 GOKy cepus: 4acTo — Taxikapgis, BiguyTTs cepuebuTTa”; pigko — torsade de pointes”, WwnyHouKoBa Taxikapais™, QiGpunsLis WayHOUKiB, NOA0BXEHHS iHTepBany QT H
Kapgiorpami®; 4yacToTa HeBiZjloMa — CTpecoBa Kapfiomionartis (Kapaiomionartis Takaily6o0).

3 60Ky CyaMH: 4acTo — rinepTeHsis, NPUNAMBK; HEYacTo — OPTOCTATMYHA FiMOTEeH3is, FinoTeHsis".

3 6OKY OpraHiB AuxaHHs, rpyAHOT KNiTKN Ta CcepejoCTiHHA: YacTo — 3aAyLLKa™, NO3iXaHHS; PiAKO — iIHTePCTULlia/IbHe 3aXBOPIOBAHHS NEreHIB", nereHeBa eo3nMHoiNia”™.

3 60Ky TPaABHOr0 TPAKTY: [yXe YacTo — Hy/0Ta, CyXiCTb Y pOTi, 3aMop; 4acTo — Aiapes”, 6/110BaHHs; HEYACTO — LLTYHKOBO-KMLLIKOBA KPOBOTEYA™; PifIKo — MaHKpeaTuT .

3 BOKY MEYiHKM i »KOBUYOBMBIHMX LUMAXIB: HEYACTO — NMOPYLLEHHS NOKa3HWKIB (YHKLT NeYiHKKW™; piaKo — renatut”.

3 6OKy LUKipK Ta NiALWKIpHOT KNiTKOBUHW: Ay)Xe 4acTo — Fineprigpo3” (BKIOUaloum HiYHy MiTAMBICTb)"; YacTO — BMCUMAHHS, CBEPOIX'; HEYacTO — KPOMMWB’SHKA'
anonewis®, ekxiMo3, aHriOHeBPOTUYHWIA HaOPSK™, peakuis (OTOYYT/MBOCTI; PIAKO — CUHAPOM CTiBeHca-[PKOHCOHA", TOKCUUHWIA enigepmanbHuii  HeKponis’
MyNbTU(OPMHa epuTeEMa” .

3 60Ky KiCTKOBO-M’A30BOT CUCTEMI: YacTo — FinepToHYC; Pifiko — pabaomionis”.

3 60Ky HUPOK i CEYOBMAiINbHOT CUCTEMM: YacTo — YTPYAHEHWIA NOYaTOK CEYOBMMYCKAHHS, 3aTPMMKA CEYOBMMYCKaHHSI, YacTe CEYOBUMYCKAHHS"; HEYacTO — HETPUMAHH
ceui.

3 6OKy penpoayKTUBHOI CUCTEMM Ta MOMOYHMX 3an03: 4acTO — MeHoparis™, MeTpoparis®, epeKTunbHa AWCHYHKLS, NOPYLUEHHS esKynsLil; yacToTa HeBigoma -
nicnanonorosa KposoTeya (cTtocyetbest TepaneBTUyHOI rpynu CI33C/CI33CH (guB. po3ginn «Oco6MBOCTI 3aCTOCYBaHHA» Ta «3acTOCyBaHHA B Mepiog BariTHOCTI ab
roflyBaHHs rpyanro»)).

3aranibHi po3naan Ta cTaH Micls BBEeAEHHS NpenapaTy: YacTo — CabKiCTb, acTeHis, 03HO6™; Ay»Ke PiKO — KpOBOTeua C/IM30B0T 060OHKU™.

J0CNiAXKEHHS: YacTo — 3MEHLLIEHHSI Macy TiNna, 36iMbLLUEHHS Macu Tina, MiABULLEHHS PiBHSA X0NECTEPUHY Y KPOBI; Ay>KE PifIKO — NOJOBXKEHHS Yacy KpoBoTeui".

* . . . . .
Heb6axaHi sBuLa, fKi 6y ifeHTUdIKOBaHI MPOTArOM NOCTMApPKETUHIOBOr0 3aCTOCYBaHHS Npenapary.
a Mpo BUNAAKN BUHWUKHEHHS CYTLMAQIbHOTO MUCIEHHA Ta CYiLMAanbHOT MOBEAIHKA MOBIOMAANN MNif, 4Yac NiKyBaHHA BeHJahakCMHOM abo HEeBAOB3i MIiCNS MPUMUHEHHS NiKyBaHHA (AVB. po3f,



«OCc06MBOCTI 3aCTOCYBaHHS»).
b [wB. po3gin «Oco6anBOCTI 3aCTOCYBAHHS».
C B 06’eHaHNX pe3ynbTaTax KNiHiYHNX JOCNiAKeHb YacTOTa BUHUKHEHHS FONI0BHOIO 60O Mif Yac NiKyBaHHs BeHNa(haKCUHOM Ta NiaLe6o 6ya CXoXOHo.

[MPUNUHEHHA NiKYBaHHS

MMPUNUHEHHA NiKyBaHHA BeHadakcMHOM (0C06/IMBO panToBe) 4acTo MPU3BOAUTL A0 BUHMKHEHHS CUMMTOMIB BigMiHW. HaliuacTiwe nosigoMnsnmM npo Taki peakui
3anamMopOYeHHSst, NOPYLLEHHS YyTAMBOCTI (Y TOMY YMCni napecTesis), po3nagn cHy (y TOMy umcni 6e3COHHS Ta FMOOKMIA COH), 36yMKeHHS abo TpMBOra, HyAoTa Ta/ab
ONt0BaHHS, TPEMOp, BEPTUIO, FO/IOBHUI GiNlb Ta rPMNONOAIGHNIA CUHAPOM, NOPYLLEHHS 30pYy Ta apTepiasibHa rinepTeHsia. 3a3suyaii Ui aeuLLa 6yn 1erkoro abo nomipHor
CTYNEeHs1 IHTEHCMBHOCTI Ta MWHaNM CaMOCTIHO, OAHaK Yy [eAKMX MauieHTiB BOHW MOrM OyTW THKKAMU Ta/abo TpmBaimMun. OTXKe, AKWO HemMae HeobXifHOCTI
noJasibLLIOMY NiKyBaHHI BeH1a(akCUHOM, PeKOMEHAYETbLCA NPOBOAUTU MOCTYMOBE MPUMUHEHHA NiKYBaHHA, 3HVXXYHOUM 03y npenapaty nocTtynoso. OfHaK y [esku
NawuieHTIB BUHNKAM CUMIbHA arpecia Ta cyiumaanbHi AyMKY Npy 3MeHLLEeHHI J03K abo nifg vyac NPUNUHEHHS NiKyBaHHA (AMB. po3dinn «Cnocib 3acTOCYyBaHHSA Ta [03U» T
«OC06/1MBOCTI 3aCTOCYBAHHSA»).

aiTn

3aranom npoginb HebaxxaHUX peakuiii BeHNaakcuHy (y nnauebo-KOHTPOMbOBaHUX KiHIYHMX BUNPOOYBaHHAX) Yy AiTeid Ta NigniTkis (Bikom Big 6 [0 17 pokiB) 6y
aHasIoriyHuiA ToMy, LLLO CrocTepiraBcs y JOpocauX. AK i y LOPOCANX, CIOCTEPIranocs 3HWKEHHS aneTuTy, CXYAHEHHS, MiABULLEHHS apTepiasibHOro TUCKY Ta NifBULLEHH
PIBHA X0NeCTepuHy B cUpoBaTLi KpoBi (AMB. po3ain «OcobnMBOCTI 3aCTOCYBaHHA»).

Y KNIHIYHUX JOCNIMKEHHAX 3a y4acTi fiTeil criocTepiranacs Taka HebakaHa peakuis AK cyiuuMaanbHe MUCNEHHS. TakoX 4yacTile MoBigoMAsAM NPO BOPOXICTb T
0C06/IMBO NPU BENNKUX AeMPeCcUBHUX po3nagax, Npo 3anofisHHA cobi LWKoAW.

Y nauieHTiB ANTAYOro BiKy 30KpeMa crocTepiranncs Taki HebaxaHi peakuii: 6ifb Y XMBOTI, 30YDKEHHS, ANCMENCIs, EKXIMO3, enicTakcue Ta Miaris.

TepMiH NpUAaTHOCTI. 3 POKMK.

YMmoBu 36epiraHHsA. 36epiratv y HeAOCTYMHOMY ANs AiTel micyi npu TemnepaTypi He Buwe 25 °C.
YnakoBkKa. o 14 TabneTok y 6nicTepi 3 KaleHAaPHOO LLKaIO; NO 2 61icTepn y KapTOHHIN nayui.
KaTeropis Bignycky. 3a peLenTom.

BupobHuk. Oekcens J1ta./
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