MHH3IPAB POCCHH
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COTJIACOBAHO

MHHUCTEPCTBO 3IPABOOXPAHEHMSI POCCUICKOM ®EJEPALIUA

HMHCTPYKLIUA
[10 MEJIMLIIMHCKOMY TTPUMEHEHHIO JIEKAPCTBEHHOI'O IPEITAPATA

Hzormrrun™ CP 240
Perncrpaunonnsiii Homep:
Toprosoe naumenoBanune: Msontuu® CP 240
Mex/1yHapo/1HOE HENATEHTOBAHHOE HJIM TPYIIIIHPOBOYHOE HAMMEHOBAHHE: BepanamMull

JlekaperBennasi popma: TabIETKM C MPOJIOHTMPOBAHHBIM BBICBOOOK/ICHUEM, MOKPHITHIE
[JIEHOYHOM 000J104KOH

Cocras

B onHoli TabneTke coaepKuTCs:

Heiicmeyiowee eewecmso: Bepanamuna rugpoxaopua 240,0 mr.

Bcnomozamensuvie gewecmsa: 1€/U1H0103a MUKPOKpUCTaliiMueckas — 78,8 Mr, HaTpus anruHar
—320,0 mr, noBuaon K-30 — 48,0 mr, Mmaruus creapar — 3,2 mr, Boaa ouniennas — 30,0 mr.
[Inenounas obonrouxa: runpomeniosa-2910 — 4,90 mr, makporon-400 — 1,26 mr, makporo;a-6000
— 0,84 mr, tanek — 8,40 mr, turana auokcug (E 171) — 6,16 mr, KpacuTelb XHHOJIHHOBBIM
KEITbIH M MHAMIOKapMuH, Jak amomuuueBbiit (E 104 + E 132) — 0,14 wMr, BOCK ropHbli
raKosiMeBblid — 0,30 mr.

Onucanne

Caet/10-3e/1€Hble IPOJONTOBATON (OPMBI IBOSKOBBIMTYK/IbIE TabIETKH, MOKPHITHIE MJIEHOYHOH
obosnoukoit. Tabnetkn ¢ obenx CTOPOH MMEKT nonepeynbie pucku. Ha oanoii cropone
BBIFPABMPOBAHO /1Ba 3HaKa «( » (CTHIM30BAHHBII PaBHOCTOPOHHHMI TPEYrOJbHUK CO Cllerka
BBIITYK/IBIMH CTOPOHAMH) € 00EUX CTOPOH OT PHCKH.

®apmakoTepaneBTHYECKas rpynna: 0J10KaTop «Me/TIEHHBIXY KaablHEBLIX KAHANIOB
Koa ATX: CO8DAOI

DapmakoJ0rH4ecKue CBoHCTBA

Dapmakoounamuxa

Bepanamun  — Gaokatop «MemneHHbIX» KanbuveBplx kananoB (BMKK), npousBoaHoe
benunankuaamMuHa. brokupyer TpancMemOpaHHOE MOCTYIUIEHHE HOHOB KalblUs (M BO3MOMKHO
MOHOB HATpHA) 4Yepe3 «ME/UICHHbIE» KaHallbl B KJIETKM [POBOJALLCH CHCTEMbl MHOKapaa M
IJIAIKOMBILIEYHBIE KJIETKH MUOKap/a U COCY/0B.

CHukaer notpeOHOCTL MHOKap/aa B KHCIOpPOJE, YTO CBS3aHO Kak C MPAMBbIM JIEHCTBHEM Ha
MHOKap/l Ha YPOBHE KJICTOYHBIX METabONMYECKUX MPOLECCOB, TaK M C ONOCPEAOBAHHBIM
JCHCTBHEM Ha CEP/ICYHYIO MBILIILY 33 CYET CHMIKEHHS MOCTHArpy3ku. Bbi3biBaeT pacuimpenue
KOPOHAPHbIX COCYJIOB M YBEJIMYUBAET KOPOHAPHBIH KPOBOTOK. CHHIKAET TOHYC TIJIaJKOH
MYCKynaTypbl — mnepudepHyeckux aprepuit u  obmee nepudepuyeckoe  COCYAHCTOE
conpotusienue (OICC) 6e3 KOMINEHCAaTOPHOrO YBEIMYEHMs YaCTOThI CEPACYHbBIX COKpALLCHHH
(HCC).

Bepanamuil CyleCTBEHHO 3aMe/UIsSeT aTPUOBEHTPUKYIAPHYIO (AV) NMpoBOJMMOCTb, YrHeTaeT
aBTOMaTH3M CHHycoBoro y3iaa. He Bauser unu HesHauurenbHo ymenbliaer YCC npu



HOPMaJbHOM CHHYCOBOM PHTME, O/IHAKO Y MAalLlUEHTOB C CHHPOMOM C1ab0CTH CHHYCOBOIO y3.1a
MOJKET IPHUBECTH K CHHOATPHAILHOM (SA) 0,10Ka/1e U OCTAHOBKE CMHYCOBOIO Y3/1a.

Bepanamun CHMXKaeT COKpPaTHMOCTh MHOKapaa. Y OOJIBIIMHCTBA MAlMeHTOB, BKJIIOYas
MalMEeHTOB C OPraHUYECKHMH TMOPAKEHWAMH Cep/illa, OTPULATEIbHOE MHOTPOITHOE JIeHCTBHE
BEpariaMM/jla HHUBEAMPYETCS CHMKeHHEM noctHarpy3kud. CepieuHblii MHAEKC OObIYHO He
YMEHBIIAETCA, HO Y MAlMEHTOB C YMEPEHHOH M TAKENOH cepieyHOl HeI0CTaTOYHOCTHIO
(1aBjieHME 3aKJIMHUBAHUA B JIETOYHOH aprepun Oonee 20 MM pT. CT., (pakuus BeiOpoca J1€BOro
Kesyaouka MeHee 35 %) npu NpUMEHEHMM BepanaMuia MoKeT Habmoaatbes ocTpas
JCKOMIEHCalUs XPOHHYECKOH Cep/IeYHON HEeI0CTaTOYHOCTH.

Bepanamun He u3mensier ofuiee cojepKaHWe KajiblUWsi B CHIBOPOTKE KPOBM; HE BJIMSAET Ha
KOHLEHTPALUMIO B KPOBH  JIPYTUX  JJIEKTPOJMTOB,  TJIIOKO3bl,  KpeaTHHWHA: Y
HOPMOJTMITH/IEMHYECKHUX TMAIMEHTOB HE BIIMSET Ha (PpaKkiMU JIMIIONPOTEHHOB [1JIa3Mbl KPOBH.
O6najaetT MECTHOAHECTE3UPYIOLMM JAeiicTBMeM (B 1,6 pa3za MEHbLIMM, YeM Yy MpOKauHa B
HKBUMOJISIPHOM COOTHOILIEHHH).

Bepanamun  oka3biBaeT AHTUIMNEPTEH3MBHOE, AHTHAHIMHAIBHOE M AHTHAPUTMHYECKOE
JeHCTBHE.

AHTUTUNEPTEH3WBHAs  AaKTUBHOCTbH  BepanaMmuia  OOyCNOBNEHA  CHMIKEHHEM  o0Iiero
CONMpoTUBIIEHUS repudepuyeckux cocyaoB 0e3 komnencatopHoro yeenuueHus YCC.
Bepanamui 0ObIMHO HE IIPUBOMT K PA3BUTHIO OPTOCTATHUECKON MMIOTEH3HH.
AHTHAHTHHAILHOE JIEHCTBHE Bepanamuga o0yCIIOBICHO PACIIMPEHHEM KPYMHbIX KOPOHAPHBIX
apTepuii ¥ apTepUOi KaKk B MHTaKTHbIX, TaK U B MILEMU3HPOBAHHBIX 00JIACTAX MHOKapaa, uTo
NPUBOJMT K yjaydlueHuio nepdysuu Muokapaa. Bepamamui ycTpaHseT crma3M KOpPOHapHBIX
apTepuii (Kak CrMOHTaHHBIH, TaK W MHIYIIHPOBAHHBINH 3PrOHOBHHOM), 4TO O0YC/IaBIMBACT €ro
3(PeKTHBHOCTL B JICUEHMH BAa30CIACTHYECKON CTEHOKapauu (cTeHokapauu [IpuHLMeTana wiu
BAPUAHTHOH CTEHOKApAHH). Y NALMEHTOB ¢ «KJIACCHYECKOH» CTeHOKap/ueH aHTHaHMHHAIbHbBIN
s ekt Bepanavuia, BEpOATHO, OOYCIOBIICH CHUKEHHEM MOTPEOHOCTH MHOKapa B KHCIOPOJIE,
ymenbiieHrnem YCC u ymensiennem OITCC (CHHKEHMEM MOCTHAIPY3KH).

AHTHApPUTMUYECKOE JIEHCTBHE BepanamMuiia, BEpPOATHO, CBA3aHO C €ro BO3JIEHCTBHEM Ha
«ME€/UICHHBIE» KaJbIIMEBBIE KaHAIbl B KJIETKAX MPOBOAALICH CHUCTeMbl cepiua. DIeKTpHUYecKas
aKTMBHOCTb CHHOATPHUAJIIBHOIO W aTPUOBEHTPUKY/ISPHOrO Y3/0B B 3HAYMTEJILHOH CTENEeHH
3aBUCHT OT MOCTYIUICHHS B KJIETKH KaJlbUMA M0 «ME1IeHHBIMY» KaHanaMm. baokupys noctynienune
KajblUs, BEpanamMui 3aMe/UIAeT AaTPHOBEHTPUKY/ISAPHOE TPOBEJCHHE M YBEJIHYMBACT
a(dexTurHbli pedpakTepHbiii nepuoa (DPIT) aTpHOBEHTPHKYIJIAPHOIO y3/ia MPONOPLUHOHATILHO
YccC.

Bepanamui He OKa3blBaeT BAMSAHHUSA Ha HOPMallbHbIM [MOTEHUMA! ACHCTBUS TPEACEPAHH HIIH
BPEMsi BHYTPHMIKEIY/IOUKOrO MPOBEAEHHUS, HO CHWIKACT aMIUIMTY/ly, CKOPOCTh ACHOJSAPH3ALHH U
MPOBE/ICHHS B M3MEHEHHBIX BOJOKHAX MpeacepaAuid. DTO MPUBOAMT K CHHIKEHHIO YacCTOTHI
COKpaulleHH!# Keay/I0uKOB y MalMeHTOB ¢ GUOPHIIALIMEH H/MITKH TperneTaHneM npeacepanii. 3a
CYET MPEKPAILEHHs MOBTOPHOrO BX0OAa BO30YK/ACHMS B aTPUOBEHTPUKY/ISPHOM Y3JI€, BepanaMui
MOXKET BOCCTAHOBHMTDL [PaBHJIbHLIA CHHYCOBBIH PHTM Yy MaUMEHTOB C MApPOKCH3IMATBHOM
Ha/DKETY/I0UKOBOH TaxuKapauei, Bkitovas cunapom Bonbega-Ilapkuncona-Yaiira (WPW).
Bepanamun ykopauusaetr DPIT u obnerdaer anterpajgHoe MpOBEACHHUE MO JOMOJHUTEIbHBIM
NpoBOJAIMM NyTAM. OnucaHbl Clyyad YBEJIHYEHHUS 4HaCTOThI XKETYJIOYKOBLIX COKpAIleHHH M
pasBUTHsS GUOPHILIALMY KEeJTYN0UKOB 10CIe BHYTPHBEHHOTO BBEJIEHHS BepanaMuiia naiueHTam
¢ pubpunnauuei npeacepAni M JONOJIHHUTEIbHBIMU POBOALLIMMH [TYTSMH.
Dapmarokunemuka

Bepanamuna ruapoxyiopua npeiactaBasier co0oi  palleMHYecKyld CMech, COCTOSLLYIO M3
OJIMHAKOBOro KojinyecTBa R-sHanTHOMEpa U S-dHaAHTHOMepa.

Hopeepanamun  saBnsercs  oanuM W3 12 meTabonuTOB, OOHApyXKeHHBIX B  MoOue.
MapmakoJIorHuecKas akTHBHOCTh HopBepanamuia coctasisget 10-20 % ot dapmakonoruyeckoi
AaKTMBHOCTH Bepanamuia, a Jo/1s HopBepanamuia coctasiger 6 % oT BbIBOAMMOIO rpenapara.



PaBHOBECHBIE KOHIIEHTpPAaLMKM HOpBEpanaMuia M Bepanamuia B [UIa3ME€ KPOBH CXO/HBIC.
PaBHOBECHas KOHUEHTpaUMs [PH JUIMTEILHOM MPUMEHEHWH O/IMH pa3 B CYTKH JOCTHraeTcs
yepe3 3-4 aHs.

Beacwvisanue

Bonee 90 % Bepanamuia ObICTPO BCACbIBA€TCS B TOHKOM KHILEYHHMKE IMOCNE MpHeMa BHYTPb.
Cpennas cuctemHas OMOJOCTYNMHOCTH TMOCTE OJHOKPATHOTO MpHUeMa Bepanamuia BHYTPb
cocraisier 33 %, 4ro 00YC/IOB/ICHO BBIPAXKEHHLIM YPHEKTOM «IEPBHYHOTO MPOXOIKACHHA»
yepe3 MeyeHb. BHOMOCTYNMHOCTHL BepanaMuia MpH MOBTOPHOM NPUMEHEHWH YBEIWYUBAETCH
npubausutensHo B 2 pasa. Bpems jgoctwkeHus makcuMasibHOM KOHUEHTpAuu (TCrmax)
BCpanaMuiia B IUIa3Me KpOBM cocTapaser 4-5 wacoB. MakcumanabHas KOHIEHTpauus
HOpBEpanamMmia B TJ1a3ME KPOBM JIOCTMraeTCs MPUMEPHO 4Yepe3 5 4YacoB [0cie npuema
Bepanamuia. [Ipuem nuum He okazbiBaeT BJIMSAHUS HAa OHOOCTYIHOCTh BepanaMusia.
Pacnpeodenenue

Bepanamun xopomio pacnpejensercs B TKaHAX opraHusva, oObem pacnpepesienus (Va) y
310poBeIX 100poBosbles coctapiseT 1,8-6,8 n/kr. Ceaszb ¢ GesikaMu 1ia3mbl KPOBH - OKOJIO
90 %.

Memabonuzm

Bepanamun nojapepraeTcs MHTEHCHBHOMY MeTalosin3my. Merabonnueckue MCCeoBaHus in
vitro nokasanu, 4to Bepanamun Mmetadonmsupyercs usopepmentamu CYP3A4, CYPIA2,
CYP2C8, CYP2C9 u CYP2CI18 uuroxpoma P450. V 310poBbIX 100pOBOIIBLER NOCIE NpHEMa
BHYTPb BEpanamMj [0BEPraeTcss MHTEHCUBHOMY METaboIM3My B T[EUEHH, MpH 3TOM
oOHapyxeHbl 12 MeTabonMTOB, OONBIIMHCTBO M3 KOTOPBIX — B CJIEIOBBIX KOJIHMYECTBAX.
OcHoBHble MeTabonuThl ObuM WaeHTHDUUMpOBaHbl Kak (Gopmbl N u O-geaiKuiMpoBaHHbIX
MpOM3BOAHBIX  Bepanamuiaa. Cpeau  MeTadOJIMTOB  TONBLKO — HOpBepamamui — obnajnaer
(apmakosoruueckum aeiictereM (0koao 20 % Mo cpaBHEHHIO € HCXO/IHBIM COEJIMHEHHEM), YTO
ObIJIO BBIABJIEHO B X0/IE MCCIIE/IOBAHNA Ha coOaKax.

Buigeoenue

[lepuon nonyseiBeaenus (Ti2) mocne npuema Bepanamuia BHYTpPh coctasiser 3-7 yacos. B
TeueHue 24 yacos okosto 50 % 10361 BepanaMulia BBIBOAWTCS [MOYKAaMH, B TEYECHHE MATH JIHEH —
70 %. Jlo 6 % no3bl Bepanamuiia BbIBOAUTCA uepe3 KuwedHuk. [Tpumepro 3 — 4 % sepanamunia
BBIBOJAMTCA [IOYKAMH B HEHW3MeHEeHHOM BHae. OOt KIMpeHc Bepanamuia MNpPUMEpPHO
COBMAJIaeT C NEYEHOYHBIM KPOBOTOKOM, T.€. 0K0J10 1 j1/u/kr (B auanasone: 0,7 — 1,3 n/u/kr).
Ocobvie epynnel hayuenmos

Hodxcunvie nayuenmoi

BospacT MokeT oka3ark BiAMsHME HA (papMAKOKMHETHYECKHE NapameTpbl BepanaMmuia npH ero
NpUEME MALMEHTAMH ¢ apTepHaIbHON runeprensueit. Ty MOKET ObITh YBEIHUEH Y MOKHIIBIX
nauueHToB. B3aUMOCBA3M MKy aHTHTMNEPTEH3HBHBIM JICHCTBHEM Beparnammuia U BO3pacToM
He OBITIO BBISBICHO.

Hapywenue ¢pynrkyuu novex

Hapywenne GyHKUMM Nouyek He OKa3biBaeT BAMSAHUS Ha (hapMaKOKHHETHYECKHE Iapamerpbl
BEpanamu/ia, 4To ObLIO BBIABIICHO B XO/IC CPABHUTEJIbHBIX UCCIICOBaHHIH C y4aCTUEM MAaLMEHTOB
C TCPMHMHANILHON CTaJMEN NMOYEYHON HEN0CTATOYHOCTH M MALMEHTOB ¢ HOPMATbHOH (yHKIHE#
nouek. Bepanamui u HopBepanaMui NPakTHYECKH HE BBIBOJATCS MPH reMoIHalin3e.
Hapywenue ¢pynrxyuu nevenu

Y nauuventoB ¢ HapyuwieHueM QyHkuuu nedeHu Tin yanuHsercs u3-3a 0osiee  HH3KOro
NepopajIbHOrO KJIIMpeHca BepanamMuia v bonbiuero V.

INoka3anus K npaEMeHEeHH 0
e ApTepHanbHas rMIEepPTEH3U;



e Uwemuyeckas Oone3nb cep/la, BKIOYAs XPOHWUYECKYH) CTaOMIIBHYK CTEHOKapIHIO
(Kmaccuyeckas CTEHOKap/us HanpsiKeHHs); HECTaOWIIbHYIO CTEHOKap/HIO; CTEHOKAP/HIO,
00YCIOBJICHHYIO CIIa3MOM KOPOHApHBLIX COCY/0B (cTeHOKapaus [IpunHiiveTana);
[TapokcusmanbHas Ha/UKeTy104KOBast TaXMKap/Ius;

Oubpuinauus/TperneTaHue  NpeACepAnil,  CONPOBOXKIAANOLIMECS — TaxuapuTMued  (3a
HCKIoYeHrem cunapoma Bonbda-TTapkuncona-Yaiita u Jlayna-I'anonra-Jlesuna).

IlporuBonokazauus

— TOBBIUICHHAs YYBCTBUTEJBHOCTb K AEHCTBYIOLLEMY BELUECTBY WJIH BCIOMOraTelbHBIM
KOMIIOHEHTaM [pernapara;

—  Kap/MOI'€HHbIN LIOK;

— arpuoBeHTpuKy/sipHas Onokaaa Il wm Il crenenn (3a MCKIIOYEHHEM MalMEHTOB C
(YHKUMOHUPYIOLMM 3/IEKTPOKAPAHOCTHMYISATOPOM);

~  CHH/IpOM ¢1a00CTH CHHYCOBOIO y3/1a (3a UCK/IIOYEHHEM MALHEHTOB ¢ (GyHKIIHOHHUPYIOUIHM
3JIEKTPOKAPAMOCTUMYIATOPOM);

— CEpAcYHas HENOCTATOYHOCTb CO CHHDKEHHOH (pakuueit BbiOpoca menee 35 % w/unm
NaBJICHUA 3aKJIMHUBAHUA JeroyHod aprepuu Oonee 20 MM pT. CT. (32 HCKIKOUEHHEM
CEpACYHOM HEI0CTATOYHOCTH, BbI3BAHHON HA/Ke/lyJAOYKOBOH TaxuKapaue#, nojexaiie
JICYEHHIO BEPANaMuiIoM);

—  uOpuansuus/TpeneTanie npeacepiauit MpH HATMYHH  JAOMOJHHTENBHBIX TPOBOASLIAX
mytei (B T.4. y maiueHTOR ¢ cuuapoMom Bosbda-Ilapkuncona-Yaiira, Jlayna-I'aHonra-
JleBuna). JlaHHble NAUMEHTBI MO/BEPIKEHBI PUCKY Pa3BUTHS JKETYA0YKOBON TAXHAPUTMHH, B
T.4. GUOPHILIALMY KEJTYJOUKOB B ClTyyae nMpuUeMa Beparnamuia;

— npuMeHeHue ¢ uBadpaaMHOM (cM. pasjen «BsaumoseiicTBue ¢ APYTHMH JIeKapCTBEHHBIMH
Cpe/ICTBAMMY);

— OepeMeHHOCTb;

— MEPUO/I TPY/IHOro BCKapMinBaHus (3QPeKTMBHOCTb U 0€30MaCHOCTL HE YCTAHOBIIEHbI);

— JieTckuii Bospact J1o 18 siet (3ddexTuBHOCTL M GE3011aCHOCTL HE YCTAHOBIIEHbI).

C ocTOpPOKHOCTHIO

Bripaxkennoe cuukenue AJl, octpeiii mHbapkT MHOKapaa, AMCOYHKLMSA JIEBOTO JKely/104YKa,
AV-6nokana | crenenu, 6paaukapaus, runeprpoduueckas oGCTPYKTHBHAS KapAHOMHONATHS,
cep/ieyHas HeJJOCTATOYHOCTb.

Hapyienue GyHKUMM NOYEK W/HIIH TsKeble HApYLIEeHHs GYHKIMH NeYeHH.

3aboneBanus, 3aTParvBalOIIHE HEPBHO-MBIIIEUHYIO Mepeaady (MHACTeHHs IPaBUC, CHHAPOM
JlamGepra-Utona, mbrmeynas auctpodus lowena).

O/JHOBpEMEHHBIH  NpHEM ¢ CEpACYHBIMH  [JIHKO3UAAMH, XMHHAMHOM,  (IeKaHHUIOM,
CUMBAaCTaTHHOM, JIOBaCTaTHHOM, aToOpBacCTaTHHOM: PUTOHABHPOM " ApYrHMU
MPOTHBOBHPYCHBIMH Tpenapatamu Juia Jieuenus BUY-undekunu; Gera-aapeHoGiokaropamu
JUIs TIpPUEMA BHYTPb; CPEACTBAMH, CBS3bIBAIOIMMHUCS ¢ Oe/IKaMU M1a3Mbl KPOBH; ¢ KOJIXHIIMHOM,
1a0MraTpaHoM, JAPYTHMH MEpPOPATbHBIMH AHTHKOATYIAHTHBIMU CPEACTBAMM MPAMOTrO JICHCTBHS
(cm. pasnen «BzaumoaeHcTBHE C IPYTMMH JIEKAPCTBEHHBIMH CPEJICTBAMMY).

[Toxwunoii Bozpacr.

Ilpuvenenne npu GepeMeHHOCTH H B NEPHOJ FPYIHOI0 BCKAPMJIHBAHUSI

bepemennocmes

Tepamozennoe oeiicmeue

Her pocratounbiX [aHHBIX O npuMeHeHud npenapara Msontun® CP 240 y GepemeHHbIX
KeHWMH. MccnenoBanus Ha AKHBOTHBIX HE BBISBIASIOT MPAMOro MIH KOCBEHHOTO TOKCHYECKOrO



NEeHCTBUS Ha PENpOJYKTHBHYIO CHCTeMy. B CBS3M C TeMm, 4YTO pe3yjibTarbl WCC/IEI0BaHMi
JICKAPCTBEHHBIX CPEIACTB HAa JKMBOTHBIX HE BCErja MO3BOJAIOT MPOTHO3MPOBATh OTBET Ha
nedenue y uenoseka, npenapat Msontun® CP 240 MOXKHO NpUMEHATh NpH GepeMEHHOCTH
TONBKO B Ciy4ae, €CiAM [10Jib3a JUIS Marepd [PEBbILACT MNOTEHUHAIbHbIA PHCK JUIs
niaoaa/pebeHka.

Iepuoo zpyonozo eckapmausanus

Bepanamun nponukaeT yepes rialeHTapHblii Oapbep M OOHapy)KHBAeTCA B KPOBH MYMOYHOM
BCHBI NP pozax. Bepanamuia u ero MetabonuThI BBIIENAIOTCS B IPY/IHOE MOJIOKO. Mmerommecs
OrpaHHYCHHbIE JIaHHBIE TMPH  TMEpPOpaTbHOM TMPHMEHEHWH [Iperapara [oKasajid, YTo
OTHOCHTE/IbHAs /103a Beparnamuia, KOTOPYIO MOJIy4atoT rpy/IHbIe JETH ¢ MOJIOKOM MaTepH, HH3Ka
(0,1-1 % ot n03b1 Bepanamuia, KOTOPYIO MPHHSIA MaTh), H MPUMEHEHHE BEpanamMuia MOKeT
ObITb COBMECTHMO C KOPMJIEHHEM TPY/IbIO.

O/HaKo, HeNb3s UCKIIIOYATh HATMYUE PUCKA U1 HOBOPOJKAEHHBIX M IPYAHBLIX JIeTel. YuuThIBas
BO3MOYKHOCTb BO3HHKHOBEHHS CEPbe3HBIX MOOOYHBIX >(PdeKkToB y rpyaHbIX aerteil, npenapar
Msontuu® CP 240 B mepuoa rpy/HOro BCKapMIIMBaHMs ClE/yeT NPUMEHSTh TOJILKO B Clyyae,
€CJIN M0JIh3a PUMEHEHHs U1 MATEPH NIPEBbILIACT NOTEHUMANbHBIH PUCK U1 pebeHKa.

Cnocob npuMeHeHus U 1035l

BHyTpb.

Hsontua® CP 240 cieayet nporsiarteiBaTh LEJAMKOM, 3anMBas BOJOH, JKENaTeNbHO BO BpeMs
npuéma MULIK WM Cpasy Mocie efibl, TabIeTKH Hellb3sd paccachiBaTh MM Pa3KeBbIBATS.
TabneTkn MOKHO JeNUTh MO HAHECEHHOH PUCKE.

Jlosy npenapara Mzontun® CP 240 caeayer noaGupars MHIMBHAYATLHO B 3aBHCHMOCTH OT
TKecTH 3aboneBaHust. JUIMTENbHBIH ONBIT KIMHHYECKOro MPUMEHEHHS MOKa3biBaeT, 4TO
Cpe/iHsisa CyTOYHas /103a /U1 BCEX PEKOMEHJIyeMbIX Moka3aHuii coctariser ot 240 mr 10 360 Mmr.
[lpu jumMTensHOM JiedeHMM CyTO4Has /03a He J0JUKHA npesbiwate 480 Mr, oaHako mnpw
KPATKOBPEMEHHOH Tepaluu BO3MOKHO TNpHMeHeHHe O0ojiee BBICOKOH CYTOYHOH /103bl. B
MaKCHMaJIbHOH CyTO4HOM a03e npenapat Msontun® CP 240 HeoGX0AMMO NPHHUMATH TOIBKO B
crauponape. Her orpaHuuyeHuii B OTHOLIGHMHM [UIMTEIILHOCTH [pHeMa Mmpernapara
Msonun® CP 240. He caenyer pesko otMensTh npenapar M3ontiuu® CP 240 nocne ainrensHoil
TEpanuM, PeKOMEHIYETCA MOCTENEHHO CHWKATh /103y (BO3MOXKHO NPUMEHEHHE JICKAPCTBEHHBIX
npenaparoB eeparnamMuna B (opme TabieTOK HEMEAIEHHOrO BbICBOOOM/IEHHS B JI03MPOBKaX
40 mr u 80 Mr) 10 monHON OTMEHBI Npenapara.

B3pocavie

Cyrounas /103a U1 BCEX PEKOMEH/yEMbIX [0OKa3aHHil K MPUMEHEHHIO cocTaBiaseT oT 120 mr
(1/2 TaGnetku) no 480 mr (2 TabreTKM) B OJIMH WIH B JIBa MPHEMA.

IHayuenmovi ¢ Hapyuenuem Qyukyuu novex

[Npenapat W3onmus® CP 240 y nauneHToB ¢ HapylieHusiMd GYHKLMH [0YeK C/Ie1yeT NPUHUMATE ¢
OCTOPOKHOCTBIO U 110/] TILATEABHBIM KOHTPOJEM (cM. pa3aen «Ocobble yKa3aHus»).

Iayuenmol ¢ napyuienuem gyuxkyuu nevenu

VY nanueHToB ¢ HapymieHHeM GyHKUMH MeueHr MeTaboIM3M BepanaMuia 3aMe/ieH B 00bIed
MJIM MEHBLIEH CTENCHU B 3aBUCHMOCTH OT TAKECTH HapyIIeHHs QYHKIWH MEeYeHH, YTO NPHBOIUT
K YCHIICHHIO M YBEJIMYEHHIO UTHTENBLHOCTH AeHcTBus Bepanamuia. [lostomy 103y npenapara
HM3onmun™ CP 240 y naimenTos ¢ HapyiieHueM (yHKIMK NEYSHU CeAyeT NoAOHpaTh ¢ 0coGoi
OCTOPOKHOCTBKO M JICYCHHE HayuHaTL ¢ Oosnee HHU3KMX /103 (BO3MOXKHO TMpHMEHEeHHE
JICKapCTBEHHBIX [1pernapaToB Bepanamuia B popme Tab1eTOK HEMEIEHHOTO BHICBOOOK/IEHHS B
nosupoekax 40 mMr u 80 mr).

IMoGouHoe neiicTBHe
Huwxe npusenenbl mnobounble 3¢ ¢ekTsl, KOTOpble ObIIM 3aperHCTPUPOBAHBI BO BpeMs
KIIMHUYECKMX HCCIEIOBAHUI M NPH [TOCTPErUCTPALMOHHOM [IPHMEHEHHH Tpernapara.



B cootBercTBuM ¢ knaccudurauueii BO3 Bee peakunu pacnpeaeneHs! Mo CHCTEMaM OPraHoB U
4acTOTE BCTPEYAEMOCTH COrNAaCHO KJIacCH(HKALMU MEIHIIMHCKOrO CI0Baps /Ul HOPMATHBHO-
npasoBoi aestenbHocTH (MedDRA): ouens uacto (>1/10); wacto (ot > 1/100 go <1/10);
Hewacto (ot = 1/1000 no <1/100); peaxo (or > 1/10000 go <1/1000); ouens peako (<1/10000);
4acTOTa HEU3BECTHA (HEBO3MOMKHO ONpPE/IEUTh Ha OCHOBAHHHM JIOCTYIHBIX JIAHHBIX).

HaunGonee wuacto Habmonamuck creayoume nobounsie  3QQeKTbl: ronoBHas 007b,
FOJIOBOKPYKECHHE, HAPYLWIEHHA CO CTOPOHBI JKENYJA0YHO-KMIIEYHOTO TpaKTa: TOLIHOTA,
3arnop ¥ 6ojib B KHBOTE, a Takke Opaamkapaus, TaxuKapjus, OUlylleHHe cepauebHenns,
BhIpQXKEHHOE CHMKEHHE A/, «npuiMBBI» KPOBH K KOXE J1uUA, MepHpepHYecKrHe OTEKH M
MOBBILICHHASA YTOMJISEMOCTb.

Cucrema Yacro Heuacto Peako YacroTa
OpPraHoB HEH3BECTHA
Hapywenua co TUNEPUYYBCTBUTEIb

CHOpOonbI HOCTh
UMMYHHOU
cucmemsl
Hapywienua  co | ronoBokpyxeHue, napecTe3us, | SKCTpanupaMuIHbie
CMOPOHbI HePEHOU | ToJIoBHAsA 60JTL Tpemop paccTpoicTBa,
cucmembsl napanuy
(TeTpanapes)’,
CY/IOpPOKHbIE
MPHIAJKH
Hapywenus  co rUnepKaJIueMus
cmoponsl oomena
eeugecms u
numanus
Hapywienus COHJIMBOCTb
NCUXUKU
Hapywenun  co IIYM B yIIax | BEPTUTO
CMOpPOHbI  Op2aHa
cayxa u
aadupunmmoie
HApy e uA
Hapywenua  co | Gpaaukapaus OLIYIIeHHE AV-6nokaza I, II, TII
CIMOpPOHbI Cepoua cepaueOueHus, CTENeHH; cepaeyHas
TaxuKapaus HEJJ0CTaTOYHOCTh,
OCTaHOBKa
JESTEIbHOCTH
CHHYCOBOrO  y3Jjia,
CHHYCOBasi
Opaaukapaus,
aCHCTOMUA
Hapywenua  co | «<npuauBbi»
CHIOPOHBI COCYO08 | KPOBH K  KOKE
JMLa,
BbIPQKEHHOE
cHuxkeHue AJl




Hapywenua  co OGponxocnaszm,

CHOPOHbI OJIBIIIIKA

ObIXamenbHoll

cucmembol,

Op2aHoe 2pyoHOl

KiemKku u

cpeoocmenus

Hapywenua co | 3anop, 6oib B | pBOTa auckompopt B

CHOPOHbI TOLIHOTA KHUBOTE KHBOTE,

Jcenyoouno- runepasus

KUWeunozo JEeCeH, KHIle4YHas

mpaxkma HEMPOXOAUMOCTh

Hapywenus co rHNEPruapo3 [AHrHOHEBPOTHYECKMIA

CMOpOonbl  KOoXMcu OTeK, CHH/IPOM

U NOOKONHCHBIX CrtuBenca-JxoHcoHa,

mxanei MHOroopmHas
puTeMa,  aloIeLMs,
3y4, KOXHBIH 3y
mypmypa,
MaKyJjonaryJie3Has
Chbllb, KParWBHHIIA

Hapywenun  co apTpaiarus,

Cmoponbl MblIIEYHAs

CKeemno- c1abocTh, MUANTUS

MbILHEYHOU u

COCOUHUMENbHOU

MKaHu

Hapywenua co novevyHas

Cmoponbs  novexK HEI0CTaTOYHOCTh

u

MOUCBHIBOOAULUX

nymei

Hapywenua co IPEKTUIIEHAS

CMOpPOHbL AMChYHKLHS,

RONOBBIX OP2AHOE ranakropes,

u MOAOYHOU TMHEKOMAaCTHS

Heenesvl

Obuque nepudepuyecKkie | MOBbIIIEHHAs

paccmpoiicmea OTEKH YTOMJISIEMOCTh

Jabopamoprvie u MOBbIILIEHHE

UHCMPYMEHMATbH KOHUEHTpaUHH

ble darnmvie [pOJIAaKTHHA,
NOBBIIEHHE
aKTHBHOCTH

(epMEHTOB MeueHH

= B NEPHOJ MNOCTPErHCTPALUHOHHOIO IPHMEHEHUSA coo0aIoch O €JAHHHYHOM Cliyqae pa3sBaTHA Mapain4a

(TeTpanapesa), CBA3aHHONO ¢ COBMECTHBIM NMPHMEHEHHEM BEPANaMuiIa M KOIXHIMHA. ITO MOIIO ObiTh CBS3HO C
NPOHHKHOBEHHEM KOJAXHIMHA uepe3 rematodnnedamyeckuii Gapbep BCACACTBHE MOAABICHHSN AKTHBHOCTH
usodepmenta CYP3A4 u P-rimkonporenHa noj jicicTriem Bepanamuia (cM. pasaen «B3anmoneHcTsue ¢ apyrumu
JIEKapCTBEHHBIMH CPEACTBAMM»).



Ilepeno3upoBka

Cumnmomni

Beipaxennoe cumxenue AJl; Opaaukapawns, nepexogsmias B AV-610kaqy M OCTaHOBKY
JCATE/IbHOCTH  CHHYCOBOTO  y371a; THMEPrJIMKeMMs, CTynop W MeTabo/aM4yecKkuil aumaos.
HMmerotes coobiienus o ciydasix CMEPTH B pe3yJibTaTe Mepejo3upOBKH.

Jeuenue

Jleuenne nepefO3MPOBKM  JIOMKHO HOCHTH [PEUMYLIECTBEHHO MO/IEPKUBAIONIHI
Xapaktep ¥ ObITh MHIAMBHAYAIH3UPOBAHO.

B ciyyae nepeno3upoBKHM MOKa3aHO MPOMbIBAHME KeNyjaKa M Kuieunuka. JlanbHeliwee
BCaCblBaHME Beparnammia, HaXo/ALIErocs B KEJIYAOYHO-KHLIEYHOM TPAaKTe, HEOOXOIMMO
MpEeJOTBPaTHTL € MOMOLIBK  MPOMBIBAHMA  JKeldy/lKa, HasHayeHus  copOeHTa
(aKTHBUPOBAHHBIA YroJib) U CIaOUTENILHOTO CPe/ICTRA.

[Ipu nepenosnposke >PhEeKTUBHBIMH MEPONPUATHAMH ABJIAKOTCA OeTa-afpeHepruyeckas
CTHMYISILIWH W/WIK NIAPEHTEPaibHOE BBEJCHHE MpenapaToB Kalbius (KajablUs XJIOpHI).
[Tpy KAMHMYECKM 3HAYMMBIX THIOTEH3MBHBIX peakiusX wiu AV-610Kajae BbICOKOMH CTeMeH
CJICAYeT  HA3HAYWTh  BA3ONpPECCOPHbIE  MNpenapatbl WM 3JIEKTPOKapAHOCTHMY.IALHIO,
COOTBETCTBEHHO. |lpu acucToiMM HEOOXOANMO MPHUMEHATH OOBIYHBIE MEpbl, BK/IIOYas Oera-
aJIPEHEPrHYCCKYI0 CTUMYJIALNIO, JIDYTHE Ba3OMPECCOpHbIE Mpenaparsl WM peaHMMalMOHHBIE
MEPOINPUATHSA, TAKIKE MOXKHO MPOBOAWTH MHOTPOIHYIO MOIEPIKKY C MOMOIIBIO J0NAMUHA WIIK
AodyTamMuHa. YuMThiBas 3aMeIeHHOE BCAChIBAHUE Tpenapara MpoJoHIMPOBAHHOIO AeHCTBHS,
NalMeHTaM MOryT noTpedoBaThes HAOMIOJICHME M TOCHMTAJIM3ALMS Ha CpPoK 10 48 uacos.
Bepanamun He yansercs npu reMojaimse.

B3aumoaeiicTBHE ¢ IPYrHMH JIEKAPCTBEHHBIMH CPEACTBAMH

MeraGonuueckue uCCie10BaHMS  in VItro CBHJCTENBCTBYIOT O TOM, YTO Bepanammi
Mertadosnmusupyercs noj aeictereM msodepmentos CYP3A4, CYP1A2, CYP2C8, CYP2C9 u
CYP2C18 uuroxpoma P450. Bepanamun sisasiercs unruéuropom uzodpepmenta CYP3A4 u P-
FIMKOMpOTeHHa.  KIMHMYECKH  3HAuYMMble  B3aUMOJGHCTBHSA  ObIIM  OTMEYEHbl  MIpH
OZIHOBPEMEHHOM  NPUMEHEHHUH ¢ wuHruOuTopamu m3odepmerta CYP3A4, npu asToMm
Ha0JIOAANIOCE MOBBIIEHHE KOHLGHTPAIMK BEpariamMiia B IJ1a3Me KPOBH, B TO BpeMs Kak
HHAYKTOpbI 30(pepmenta CYP3A4 chuKanu KOHLEHTPALMIO Bepanamuia B [1a3Me KpOBH,
MO3TOMY HEOOXCAMM MOHMTOPHHT TMALMEHTOB Ha NPEAMET JIEKAPCTBEHHBLIX B3aWMOJIEHCTBHIA.
CoBmecTHOe — MpUMEHeHME  BepanamMMia M JIEKapPCTBEHHOro  Mnpenapara,  KOTOpbiii
metabomusupyercs  usopepmentom CYP3A4 wunu  sensiercs  cyGerpatom  P-gp,  moxer
CONPOBOX/IATECSA YBEIHYEHHEM KOHIEHTpAIMKM [Mpenapara. JTO MOXKET [OBJeYb 3a coboi
YCHIIEHHE WIIH YBEHYEHHE JUTHTEABHOCTH KaK TepaneBTHYECKOro, Tak M MoGOYHBIX 3¢ hekToB
JIeKapCTBEHHOTO Mpernapara, IPUMEHIEMOro COBMECTHO C BEpanaMHIIoM.

B tabimue Huxe npeicTaBieHbl JaHHbIE MO BO3MOKHOMY JIEKAPCTBEHHOMY B3aHMOAEHCTBHIO,
oOycnosnenHomy (dapMakokuHeTHueckumu napaMerpamMu  (rae  Cmax — MaKCHMasibHas
KOHLIEHTpalis B riasme KpoBu, Css — Cpe/iHAs paBHOBECHAs KOHLEHTPALMA B IJ1a3Me KPOBH,
AUC — miowaab 1o GapMakOKMHETHYECKOH KPHBOH «KOHLEHTPALUS-BPEMSAY).

Bo3mokHbIe BHIBI B3aHMOJeHCTBHS

IIpenapar Bo3mokHoe ekapcTBeHHOE KommenTtapnii
B3aHMO/AeHCTBHE
Anvpa-aopenobaokamopo:
[lpa3o3un Vpennuenne Cmax  npazosuna | JlonoaHurensHoe
(~40 %), ne Bauser Ha Ty | QHTHUIHUINIEPTEH3UBHOE
Mpa3zo3uHa. AeHicTBHE.




Tepazo3un

Veennuenne AUC Tepazo3una
(“"24 %) H Cmax ("‘"25 %).

Anmuapummuyeckue cpedcmsa

DnekauHug

MuHumanbHOe — JeHCTBHE  HA
KIupeHc ¢reKkauHuaa B IU1asMe
KpoBH (<~10 %): He BiMAeT Ha
KJIMPEHC Bepanamuja B IL1a3Me
KPOBH.

XUHUIUH

CHuKeHue NepopaibHOro
KJAMpeHca XuHuauHa (~35 %).

BoipaxkeHHoe cHuxkenue Al
Moxer HabmoaaTbC  OTEK
JIETKUX Yy  TNAlHeHTOB  C
runepTpopuyecKom
0OCTPYKTHBHOM
Kap/AHOMHOTIaTHEH.

Cpeocmea Ois 1evenust BPOHXUAIbHOU acmmbl

Teodunaun

VYMeHbllIeHHe  MepopaibHOro MU
cUCTeEMHOro Kiaupenca (~20 %).

VMeHbllleHHe  KIAWpeHca Y
KYPALIMX MauHeHToB (~11 %).

IIpomueocyooposicusie/npomusosInuUNenIMuiecKue cpeocmeda

KapGamasenusx Venauuenue AUC | VBenuueHue KOHLICHTPaLUH
kapbamazenuna  (~46 %) y | kapdamasenuHa, uTO MOXKET
nalMeHToB c YCTOWYMBOM | NPUBECTH K Pa3sBUTHIO TaKWX
napuMagIbHON UICTICHEIH. MoOOUYHBIX s¢dekTon

KapbamaszenuHa Kak JUTIONH,
rojiopHas 0o0llb, arakcus WIn
rOJIOBOKPYKEHHE.

DeHuTouH VMeHbleHue KOHLEHTPaLMK
Beparnamuia B niasmMe KpoBH.

Anmuoenpeccanmut

HWmunpamun Veeanuenne AUC umunpamuua | He BaMseT Ha KOHUEHTPaUHIO
(~15 %). aKTHUBHOIO MeTaboITHTa,

JIe3uNnpamMHHa.

l'unoznuxemuueckue cpe()c mea

[ubypun

Veenmuyenne Cpax  raubypuaa
(~28 %), AUC (~26 %).

Ilpomusonooazpuueckue cpeocmea

Konxuruu

Veemuyenne AUC KoIXHWIIMHA
(~B 2.0 paza) U Cmax (~B 1,3
paza).

CHU3UTH 103y KOJXHUIMHA (CM.
MHCTPYKLUMIO MO NPUMEHEHHIO
KOJIXHIIMHA). Konxuuun
aBaseTca cyberpatom W A
CYP3A4 7 Juts P-

raMKonporenHa.  Bepanamun
uaruoupyer CYP3A4 u P-
FJTUKOTIPOTEHH. [Tpu
OJHOBPEMEHHOM  NPHMEHEHUH
Bepanamujia M KOJIXMUMHA
MHTHOUpOBaHHE P-




raukonporenHa w/um CYP3A4
BEpanaMHIOM MOXET BbI3BaTh
yBETHYEHHE IKCIO3ULHH
KOJIXUIIMHA W 3HAYUTEIBHOC
MOBBILIEHHE KOHLIEHTPaLHH
KOAXMIIMHA B KpoBH. B
MOCTMAPKETHHIOBOM  IIEPHOJE
MPUMEHEHHS TOIYYEHO OJHO
cooluieHue 0 napasiuye
(TeTpanapese), CBS3aHHOM C

O/THOBPEMEHHBIM MTPUMEHEHHEM
BeparamMia U KOJIXMI[MHA (CM.
pazzaen «IlobouHoe aeicTBrEY).

IIpomusomuxpoodnvie cpedcmsa

Knaputpomuuun Bo3mokHO MOBbILICHHE
KOHLEHTPaLMK Bepanamuia.
DPUTPOMHULMH Bo3moxkHO NOBbILICHUE
KOHUEHTPALIMM BEpanaMuia.
Pudamnuumn Vwmenbuieune AUC (=97 %), | AHTHTHNEPTEH3HBHOE
Ciii (~94 %), | AeHCTBHE MOXKET YMEHBIIATHCS.
GuonoctynHocTH (~92 %)
BepanammuJa.
TenurpoMuLMH Bo3moxkHO NOBbILICHUE

KOHUCHTpAlHN BEparamMuia.

IIpomusoonyxoneevie cpedcmea

JlokcopyOuiun Veenuuenue AUC (104%) u |V NaLKeHTOB c

Crmax (61 %) nokcopyOuimHa. ME/IKOK/IeTOYHbIM pakom
JErKHX.

bapoumypamu:

®enodapOuTan VBenuuenue NepopaIbLHOro
KJIMPEHCa BepanaMmuiia ~ B 5 pas.

benzoouazenunol u Opy2ue mpankeuauzamopw

Bycrnupon Veennuenne AUC u Chax

OycnupoHa ~ B 3.4 pasa.

Mmuazonam

Yeenuuyenue AUC (~ B 3 paza) u
Cmax (~ B 2 pa3a) muaazosiama.

bema-aopenobrokamopu

Meronposon Veemuuenne AUC (~32.5 %) u
Crax (~41 %) wmertonponona y
MAaLMEHTOB CO CTEHOKapHeH.
[Iponpanonon Yeenuuenne AUC

(""65 %) 4] Cmax (""94 %)
NporpaHosiona y MNalHeHTOB CO
CTEHOKAapAUEH.

Cwm. paznen
«Ocobble yKazaHus».

Cepoeunbie 21UK03UObL

JluruTokcuH

YMeHbllIeHHEe 00ulero KiupeHca
(~27 %) 1 KCTpapeHallbHOro
KJaupeHca (~29 %) AMruToKcuHa.




JIMrokcuH

Yeeauuenne Crax (Ha ~44 %),
Ci2n (Ha ~53 %), Css (Ha ~44 %) u
AUC (na ~50 %) purokcuna y
3JI0POBBIX J100POBOJIbLEB.

CHU3UTL 103y AMIOKCHHA.
CM. pazzen
YKa3aHus».

«Ocobrle

Anmaconucmor H> peyenmopoe

[{umeTHauH

Veeanuenne AUC R- (~25 %) u
S-(~40 %) Bepanamuia ¢
COOTBETCTBYIOLIUM
yYMEHbLIEHHEM KiMpeHca R- u S-
BepanamuJia.

HymyHonozuveckue/umMmMyHoCynpeccusHble cpeocmsd

[luknocnopun

Veeanuenne AUC, Css, Cmax (Ha
~ 45 %) uMKIoCnopuHa.

DBEPOIUMYC

Opeponumyc: yBeauyenue AUC
(~ B 3,5 paza) U Cnax (~ B 2,3
pasa)

Bepanamun: yBenuueHHe Cirough
(KOHUeHTpauus  mnpernapara B
njasmMe KpOBH HEMNOCPEACTBEHHO
nepe/l MPUEMOM €ro ouepeHon
103bl) (~ B 2,3 paza).

MoskeT

[MOHALOOUTHCS

onpeaciCHUE KOHUEHTpalUHu H

TUTPOBAHUC
JBEpPOJIUMYCA.

J03bl

Cuponumyc

Veeanuenne AUC cuponumyca
(~ B 2,2 paza); yBenuuenue AUC
S-epanamuna (~ B 1,5 pasa).

Mosxker

MOHA 00U THCS

ONnpeaAC/ICHUE KOHUECHTpaUuu H
THTPOBAHHE 103bl CHPOJIUMYCA.

Takposiumyc

BoamokHO MOBbILIEHHE
KOHUEHTPALMH TaKpOIHUMYyCa.

T'unoaunudemuvecxue cpeocmea (unzuoumopwl I’ MI'-KoA pedykmasut)

ATOpBacTaTuH

Bo3MoxkHO MOBbILIEHHE
KOHLIEHTpAllMh aTopBacTaTHHAa B
miasme KpoBu, yBeanueHue AUC
Bepanamuiia ~ 43 %.

JloBactatun

Bo3moxHO MOBBILIIEHHE
KOHLEHTpAlMM JIOBACTaTHHA H
AUC Bepanamuia (~ 63 %) wu
Crmax (~ 32 %) B n1azme KpoBH.

CuMmBacTaTuH

Veenuuenune AUC (~B 2.6 pa3) u
Crmax (~B 4,6 pa3) cumMBacTaTuHa.

HononnurtenbHas uHpopmauus

NMpeaCcTaBjI€Ha HHIKE.

Aconucmoi peyenmopos ce

OMOHUHA

AnMMOTpUNTaH

Veemuuenue AUC (~20 %) u
Crmax (~24 %) anMoTpunTaHa.

Ypurosypuueckue cpedcmsa

Cynbpunnupazon YBenuuenue NepopaIbHOrO | AHTUTHIIEPTEH3UBHOE
KIMpeHca BepanaMuia (~ B 3 | JICHCTBHE MOXKET yMEHbILIATHCH.
paza), CHHIKEHHE
onoaocTynHocTH (~60 %).

Anmuroazyianmeol

JlaburaTtpax Bepamamun B J1ekapcTBeHHOW | MoKeT  BO3HHKHYTH  PHCK
dhopme c HEME/UICHHBIM | KPOBOTEYEHHUS. Bo3moxkHo,




BbICBOOOK/ICHHEM
Veeauuenne Crax (10 180 %) u

AUC (o 150 %) naburarpana.

Bepanamuil B JIeKapCTBEHHOM
dopme ¢ MpoJIOHTHPOBAHHBIM
BLICBOOOKACHHEM

VYeeanuenne Cmax (10 90 %) u
AUC (10 70 %) naburarpana.

norpedyercs  CHHU3HUTH
jpaduratpaHa  1pu
BHYTPb C BEpanamMuiIoM.
(CM. HHCTPYKLUIO 110
MEAULIMHCKOMY NPUMEHEHUIO
JIEKapCTBEHHOT O Mpernapara
JaGurarpan).

2103y
npueme

Hpyrue
AHTUKOArY/ISHTHBIE
cpencTea MpAMOro

neiictus (11TTAK)

Ha ¢one YBEJTHYCHHS
cacoiBauus [1I[TAK BeneacrBue
TOro, 4YTO OHH  SBJISIIOTCSH

cybctpatamu  P-romukonporeunHa,
U, [IPH ONPEACJICHHBIX YCIOBHIX,

YMEHBIIEHUA STUMHHALIUH
[ITTAK, MeTaboTH3UpyeMbIX
130 epMEHTOM CYP3A4,
BO3MOJKHO MOBBIIIEHHE
CHCTEMHOM OHOAOCTYITHOCTH
[TTAK.

[lo  HEKOTOpBIM  JIaHHBIM,
BO3MOXHO [OBBIIIEHHE PHUCKa
KPOBOTEYEHHS, OCOOEHHO MpU
Hanu4uu  Ipyrux  (aktopos
pucka. MoXeT BO3ZHUKHYTh
HEOOXOIMMOCTb B YMEHBILIEHUH
JI03bl [ITTAK npH
O/IHOBPEMECHHOM NPHUMEHECHUH C
BEpanammuiIom (cxembl
MPHMEHEHHUS CM. B MHCTPYKLHH
no npumenenuio [MMAK).

Jlpyeue cepoeuno-cocyoucmeoie cpedcmea

Hsabpaann

OpHOBpeMeHHOE MpUMEHEHHE C
MBaOpa/IMHOM TPOTHBOIIOKA3aHO
B BULY pa3BUTHS
JIONOJIHHTENLHOTO
OTPHIATENBHOTO XPOHOTPOMHOTO
s dexra Bepanamuia K
uBadpajuHy.

CM. paznen
«[TpoTuBonokazanus».

Hpyeue

I'peiindpyToBblii cok

Veeanuenue AUC R- (~49 %) u
S-(~37 %) Bepanamuna ¥ Cpax R-
(~75 %) u S-(~51 %)
BEpanamuJa.

Ti2 ¥ noveyHblii KIMpeHC He
M3MEHSTUCh.
['peiindpyroBbilii COK He
cleyeT NPUHHMATL BMECTE C
BEpANaMHuIOM.

3Bepodoi
NPOABIPABICHHBIN

Vmenbwenue AUC R- (~78 %) u

S-(~80 %) BEpanammia C
COOTBETCTBYIOIIUM  CHHIKEHHEM
Cmn.

Lpyrue BO3MOKHbIE BU/Ibl B3aUMOIEHCTBUS

Habueampan

[Ipy OAHOBpEMEHHOM NPUMEHEHMH Ja0MraTpaHa 3TEKCHJIaTa C BEpanamMuiIoM, Ha3HA4YaBILIMMCH
nepopajibHo, 3Ha4eHuss Cmax ¥ AUC paburatpaHa yBeHYMBAIMCL B 3aBUCHMOCTH OT BPEMEHH
MPUMEHEHHS M JeKapcTBeHHOH (opMbl Bepanamuna. Haubonbiee noBbilIeHHE yKa3aHHBIX

3HaueHWH JaburatpaHa Habmojanock B cilyvae,

Korja neppas Jio3a BCpanaMuiia B

JIEKapCTBEHHOH (OpME ¢ HEMEAJICHHbIM BBICBOOOKICHHEM, MPUHMMAIAch 32 | u 10 mpuema
naburatpana stekcuiata (Cmax noBeicuaachk Ha 180 %, a AUC - va 150 %). Ilpu npumenenun

NIeKapcTBEHHOH  (opmbl

BepanaMmia C 3aME/UICHHBIM BBICBOOOXKIAEHHEM OITOT 3ddekT
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nporpeccuBHO CHWXKANCA (Cmax moBbicHaack Ha 90 %, a AUC - nHa 70 %), Taoke Kak npu
MPUMEHEHUH MHOTOKpaTHbIX 103 BepanaMuna (Cmax noseicunack Ha 60 %, a AUC - na 50 %),
4TO MOKET OOBACHATHCA MHAYKUMEH P-rimkonporerna B JKKT npu piMTebHOM NpUMEHEHHUH
Bepanamuia. [lpu npuMeHeHHn BepanaMuia yepes 2 4 rnocjie npuema gadburarpaHa sTeKkcuiaTa
KJIMHUYECKH 3HAYUMOro B3aumojeicTBus He HaOmopanoch (Cmax noBbimanack Ha 10 %, a
AUC - Ha 20 %), nockobKy 4epe3 2 4 gaburaTpaH NoJIHOCTBIO BecachiBaeTcs. B vccneaoBaHuu y
nauueHToB ¢ Gpudpuuisieil npeacepanit KOHIEHTpalus jaburarpaHa ypeaMyHBanack He 6oee
yem Ha 21 %, npu 3TOM yBE/IMUEHHUS PHCKA KPOBOTEUYCHHUH HEe ObUI0 3aperucTpupoBaHo. JlaHHbie
0 B3aMMOJEHCTBMM JabWraTpaHa JTEKCHJaTa ¢ BEpanaMuiIOM, BBEAEHHBLIM MapeHTEPaIbHO,
OTCYTCTBYIOT; KIMHHYECKH 3HAYUMOT O B3aUMO/ICHCTBHS HE 0XKH/IAeTCH.

Yt0 KacaeTcs nposioHralu|y CBEpThIBaHUS KPOBH, TO NPUMEHCHUE BEpanaMuia, Kak paBiIo, HE
BIMSAJIO HA OTHOLIGHWE TNIa3MeHHas KoHueHtpauus-d>¢pdext naburatpana. [Ipu coBmecTHOM
npy¥MeHeHHWH jaduraTpaHa STEKCHlIaTta M Bepanamuia He ObUI0 MOJYy4eHO Kakux-Iubo
HEOXKM/JAHHBIX JaHHbIX, Kacaowmxcs 6e30nacHOCTH.

Cpeocmea, ceazviéaiowjuecs ¢ Geakamu niazmvl KPo6u

Bepanamun kak cpeAcTBO, B BbICOKOH CTENEHM CBs3bIBaKOllEeCs ¢ OeskaMM IU1a3Mbl KPOBH,
JOJIKEH TMPUMEHATLCS €  OCTOPOKHOCTBI) TNPH  OJHOBPEMEHHOM [pUEME ¢ JApYrv¥MH
npenapatamMu,  obnagaromumMu  noJo0HON  cnocodHOCTLIO.  BO3MOXKHO  yBeaMueHHe
KOHLEHTpaUMi B Mja3Me KpPOBH JICKAPCTBEHHBIX CPEJCTB, XapaKTEPH3YIOLIMXCH BBICOKOM
CTENEHLIO CBA3bIBAHMA ¢ OelKamMu (B TOM 4HMCIE MPOM3BOJAHBIX KyMapuHa M HWHAAHIHOHA,
HECTEPOHTHBIX ITPOTHBOBOCMATUTEITBHBIX Ipenaparos, XHHHHA, CaJIUIHIIATOB,
cynb¢puHNNUpa30Ha).

Cpedcmea ons unzansiyuonHol odwel anecmesuu

[lpy OaHOBpPEMEHHOM TMPHUMEHEHHH CpPEACTB Ul MHralslMoHHONH aHectesun ¥ BMKK, k
KOTOPbIM ~ OTHOCHTCS  BepanaMuJl,  NOBBILACTCS  PUCK  pasBuTua  Opaaukapiauu,
aTPUOBEHTPUKYJIAPHON ONIOKa/ABI, CepAeYHON HEA0CTATOYHOCTH, MOITOMY CleAYeT TINATEIbHO
TUTPOBATh /103y KakKJIOTO CPeCTBA JUls JOCTHKEHHS HeoOXxommoro s¢ipekTa, yToGsl n3dexarsb
M30BITOYHOIO YTHETEHUS CEPACHHO-COCYAMCTON CHCTEMBI.

Dnexaunuo

HccrnenoBanne ¢ y4actueM 370poBbIX J0OPOBOJIBLEB [MOKA3al0, HTO TPU COBMECTHOM
NPUMEHEHMH Bepanamuia v (aekamHuaa BO3MOXKHO aJJAMTHBHOE ACHCTBUE CO CHHIKEHHEM
COKPaTUMOCTH  MHOKapja,  3aMe/JeHHEM  aTPHOBEHTPUKYIAPHOH  NPOBOAUMOCTH |
penonspu3alMn MHOKap/a.

Huzonupamuo

Jlo nonyyeHusa AaHHBIX O  BO3MOXKHOM  B3aMMOJICHCTBHM  MEKIY BepanaMuioM |
JM30MHUPAMH/IOM HE CleJyeT HazHayath Ju3onupamuia 3a 48 wacoB ao wam 24 yaca nocie
NPUMEHEHHSL.

Heabpaoun

B cBa3u ¢ ymepeHHbIM HHrubupyoumm 3¢ dexrom B orHomenunn CYP3A4, gepanamui (B g03e
120 mr 2 pasza B CyTKW) NpH OJHOBPEMEHHOM NPUMEHEHHH NpUBOAWI K yBeauuenuio AUC
uBabpajanHa B 2-3 pasa.

Kak Bepanamuii, Tak W uBaOpajiuH ABJISIOTCS BELIECTBAMM, YPEKAOUIMMH CEPACYHbIH PUTM, U,
CJIEZIOBATE/IBHO, COBMECTHOE NMPUMEHEHHE MOXKET MPUBECTH K YXYALEHHUIO CEpAEYHOrO pHTMa
nauuenta. OIHOBpeMEHHOE NMPUMEHEeHNe BepanaMuia ¢ WBabpaaHHOM MPOTHBOMOKA3aHO BBHITY
pa3BUTHA JIOTIOJHUTENILHOTO OTPHIIATENBHOIO XPOHOTPOIHOTO 3¢ dekTa.

llpokaunamuo, xunuOux u Opyzue nNeKapcmeeHHsle Cpeocmed, 6bi3bl6aioujue YOIUHEHUE
unmepsara OT

VYBennueHre pucKa pa3BuTHA yAaUHeHUs uutepeaita QT.

Banvnpoesan kucioma

Bepanamui noBeliaeT KOHUEHTPALMIO B KPOBH BA/IbIIPOEBON KHUCIOThI BCJIEACTBUE MOAABICHHS
metabonm3Ma ¢ yyactuem uutoxpoma P450.



Huxomun

Hukotun yckopsaer MeTaboM3M B MEeYEeHH, MPHBOIHT K CHHIKEHUIO KOHIIEHTpALIUU Bepanamuia
B KPOBHM, YMEHbIIAECT BBbIPAKEHHOCTb AHTHAHTHHAJIBHOIO, AHTUIMNEPTEH3UBHOIO W
AHTHAPUTMHUYECKOrO ACHCTBUA.

Panumuoun

[lopblaeTcs ypoBeHb KOHUCHTPALMK BEpanaMuiia B rjia3Me KpoBH.

IIpenapamvr karoyus

Cauxenune 3(ppeKTHBHOCTH BepanamuIia.

Hecmepouonvie npomueosocnanumenvuvie npenapamst (HIIBIT)

HIIBIT cHmkaioT anTUrunepreH3uBHbIi g dexT Bepanamuna BCaeACTBUE MOJIABIEHUS CHHTE3a
MPOCTArJIaHIMHOB, 3a/ICPKKU HATPHS M XKUIKOCTH B OPraHu3Me.

Cumnamomumemuru

CHUMNaTOMUMETHKH CHHKAIOT aHTUTHUNepTeH3uBHbIH ¢ dekT Bepanamua.

Dempozerb

DCTPOreHbl CHWKAIOT AHTUIMIEPTeH3UBHLIN dddexT Bepanamuia BCISICTBHE 3a1EPKKH
’KHKOCTH B OpraHu3me.

Cpeocmea onsi nevenusi BHY-ungpexyuu

Hekotopele npenapatbi ans nedenus BHWY-undexuum, Takue Kak pHUTOHABHp, MOTYT
MHrHOHMpOBaTE MeTaboJIM3M BeparaMuia, YTO MPHUBOAMT K YBEIHHYEHHIO €ro KOHLIEHTpalWH B
niaasme kposu. Caeayer co00aaTh OCTOPOXKHOCTb HIIH CHU3UTD 103y BepanaMuia.

Jumuii

[ToBblneHHas HEHPOTOKCHMYHOCTH JIMTUA HaO/I0/aach BO BPEMs OJHOBPEMEHHOIO IpHema
BEpanamuia U JIMTUS [IPY OTCYTCTBUM M3MEHEHWH WIM YBEJIMYEHMH KOHUEHTPALMH JIUTHS B
ChIBOPOTKE KpoBH. OJIHAKO JIOMOJHUTENBHBIH MpPUEM BepanamMuia TaKKe MPHBOANI K
YMEHBUICHHIO KOHLEHTPALMH JIMTUS B ChIBOPOTKE KPOBH Yy [AUMEHTOB, PEryJsipHO
NPHHUMAIOWKX JUTHH BHYTpb. Cleayer TILATeNbHO CAEAMTH 33 COCTOSHUEM MALUEHTOB,
npuHUMamUX oba npenapara.

Muopenaxcanmuor

Kimnuueckue fnaHHble W JIOKJIWHHYECKHE WCCIIE/IOBAHUS MMO3BOJIAIOT TMPEATNONOKHTb, HTO
BEpamaMMuil MOXKET YCHIMTh aKTHMBHOCTh MHOpENIaKCaHTOBR (TakKMX Kak Kypape ¢
aenonspusyomux). [lostomy MOKeT BO3HMKHYTH HEOOXOAMMOCTb B CHMMKCHMM J103bl
BepanamHia U/ 1036l MpenapaTos, OJI0KMPYIOUIMX HEHPOMBITIIEYHYIO MPOBOIUMOCTD, MPH HX
O/THOBPEMEHHOM IMPUMEHEHHH.

Ayemwicaruyunosasn kucioma (6 kayecmee aHmuazpe2aHnmHo2o cpeocmea)

[ToBbllIEHHE PHCKA KPOBOTOYHBOCTH.

Dmanon (arkozonn)

[ToBbIlIEHHE KOHUEHTPALMH TAHOJIA B [171a3M€ KPOBH.

Hueuoumopwur I'MI-KoA - pedykmaszot (cmamumbi)

[MTaumenram, nonywatroumm Bepanamuil, jedeHue uaruduropamm ['MI-KoA penykrasbi (1.€.,
CHUMBACTaTHHOM, aTOPBACTATHHOM MJ/IM JIOBACTATHHOM) CJIC/yeT HA4YMHATL ¢ BO3MOXHO Oonee
HHM3KUX /103 C MOCTENEHHbIM WX TOBBILIEHHEM B rpouecce Tepanuu. Ecaun ke HeoOXoaumo
Ha3HaYMTh BEpanaMuil nauueHTam, yxe nomrydarommm uaruouropsl ['MI'-KoA penykrassi (T.€.,
CMMBACTAaTHH, aTOPBACTATHH WM JIOBACTATHH), TO HEOOXOAMMO MEPECMOTPETh U CHU3UTH HX
A03bl COOTBETCTBEHHO KOHLIEHTPALIMH XO/IECTEPHHA B CHIBOPOTKE KPOBH.

MdayBacTaTHH, NMPaBaCTATHH M PO3YBAaCTATHH HE METAOOIN3UPYIOTCS MO/ ICHCTBHEM H30(epMeHTa
CYP3A4, nosromy MX B3aMMOJICHCTBHE C BEpANaMuiOM HAUMEHEE BEPOSATHO.

TI'unomensuenvie cpedcmea, ouypemuxu, 6azo0UIAMamopbi

Ycunenue aHTUrUNepTEH3UBHOTO JIEHCTBHS.



Oco0ble yka3anusi

Ocmpuiit unghapxkm muoxkapoa

[Ipenapar Mzonrus® CP 240 ciieayer NpUMEHSTH C OCTOPOKHOCTBIO MALMEHTAM C OCTPhIM
MHPAPKTOM MHOKap/a, OC/IOKHEHHbIM OpajauKapAueil, BbIPAKEHHBIM CHWkeHueM AJl uiau
AuchyHKIMEH JIEBOro JKemy/104Ka.

Broxaoa cepoya/Ampuosenmpuxynspnas énoxaoa I cmenenw/bpaouxapous/Acucmonus
Bepanamun BAMAeT Ha aTPHOBEHTPUKYJSAPHBI M CHHOATPHANBLHBIA  y3/Ibl, 3aMennser
aTPUOBCHTPHKYJIAPHYK TMPOBOMMOCTE M MOXKET BbI3BaTh Pa3BUTHE aTPUOBEHTPUKYISAPHOM
Onokaast II wam Il crenenn, Opaaukapinu W, B PEAKMX Clly4asX, aCHCTOIMH. DTU SABJICHHA
Hanbosiee BEpOATHBI y MAIMEHTOB C CHHAPOMOM CIA0OCTH CHHYCOBOTO Y371a, KOTOpbIH yaiie
BCTpEYaeTCs B MOKUIOM BO3pacTe.

[Tpenapar Hzontun® CP 240 crieayeT ¢ OCTOPOKHOCTBIO MPUMEHSTH Yy [ALMEHTOB C
Opaukapauei U aTpUOBEHTPUKYIApHOH G1okanoi | ctenenu. PazBuTue aTpuOBEHTPUKYIAPHO#M
Onokazpl 1l wan 11l crenenn wim 0HONYYKOBOMH, ABYXITYYKOBOW MM TPEXITyYKOBOU OJ10Ka/ibl
HOKeK mnyuka ['mca TpeOyeT mnpekpauleHus npHeMa BepanaMmuia M [POBEAEHHS [1PH
HEeOOX0/IMMOCTH COOTBETCTRYIONIEH Tepanuu.

ACHUCTO/IUS Yy MALMEHTOB, HE UMEIOLIMX ¢1a00CTH CHHYCOBOIO y3/1a, 0ObIYHO KpPAaTKOBPEMEHHA
(HECKOJILKO  CeKYH/) CO CHOHTaHHBIM BOCCTAHOBJIEHMEM ATPHOBEHTPUKYJISIPHOIO  MJIM
HOPMAJILHOrO ~ CHHYCOBOrOo  pHT™Ma. EcCaM  CHHYCOBBIH  PHTM  CBOEBPEMEHHO  He
BOCCTaHABJIMBAETCA, HEOOXOAMMO HEMEJICHHO Ha3HAYUTh COOTBETCTBYIOLLEE JICUCHHUE.
Duopurnsayus — mpenemarue npeocepoull

Onucanbl ciyyan yBEJIMYEHUS YaCTOThI XKEIYJ0YKOBBIX COKPAILECHHI 1 pa3BUTHS GUOPHIISLIMK
KEJIY/IOUKOB 10CJIe BHYTPMBEHHOrO BBEIEHMS Bepanamuia nauumeHtram c¢ ¢Gubpuuisuued
npeAcepaui U JOMOJHUTENLHBIMH MPOBOAAIMMU MyTAMH (B CBA3H C TEM, YTO Beparammi
obneryaer aHTerpajHoe MpoBeACHHUE 10 JAOMOIHUTEIBHBIM MPOBO/IALLUAM MY TAM).
Apmepuansnas cunomenzus

B HeKOTOpLIX cioydasx NMpPUMEHEHHE BepanaMuia MPUBOAMT K CHHKeHMIO AJl, 4TO MOXKer
COMpPOBOXK/AATHCS FOJOBOKPYKEHHEM HIIM CHUMITOMAaTHYECKOH apTepHalibHOW IMNOTEH3HeH. VY
NaUMEHTOB C apTepHalbHOi runepreHsuerd cHukeHue AJl HMKe HOPMANbHLIX 3HAYEHUH
BO3HUKAET PEKO.

l'unepmpodghuneckas o6empykmuenas kapouomuonamus

B KiAMHMuYECKOM  MCCNEOBAaHMM MPH  TNPUMEHEHWH BepamaMuia Yy MalueHTOB ¢
runepTpopuyeckoil 0OCTPYKTHBHOMH KapAMOMUONATHEH OTMEYAllMCh TAXKEelble OCIIOKHEHHS CO
CTOPOHbI CEPACYHO-COCYAMCTON CHUCTEMbI (OTEK JIETKMX, B T.4. C JICTAlbHBIM HCXOI0OM,
aprepuaibHas rMIOTEeH3Us, HApYLIEHUs MPOBOAMMOCTH CEp/LA).

Cepoeynasn nedocmamovnocms

Bepanamun CcHWKaeT COKpaTMMOCTb MHOKapaa. Y OOJBLIMHCTBA MNAalLMEHTOB, BKIIKOYas
MaUMEHTOB C OPraHHYeCKUMM MOPAKEHUAMH Cep/la, OTPULATE]BLHOE HHOTPOIMHOE AEHCTBHE
BepanamMuia HHUBEIMPYETCA CHWXKEHMEM TMocTHarpy3ku. He pekoMeHayeTcs npuMeHeHHe
npenapara Mzontun® CP 240 y naumentoB ¢ (pakuueil BbIOpoca /1€BOrO KeNyJ04Ka MEHee
35 %, KJIMHHYECKMMM MPHU3HAKAMHM YMEPEHHOH WIM TAKEIOH cep/ievyHON HEeJOCTaTOYHOCTH, a
TaKXkKe Y MalMEeHTOB C MOOO0H TAKECTHIO AMCHYHKIIMH JTEBOrO HKETyJI0uKa, YKEe MOMyHalomHX
Gera-aapeHo610KaTOPhl. Y MALMEHTOB C JIETKOH U YMEPEHHON CepACYHOM HE0CTATOYHOCTHIO H
(dpakuuneii BoiOpoca NeBOro kemyaouka cebiie 35 % HEOOXOAMMO A0OMTBCS CTAOMILHOrO
COCTOSIHMA  mepej  HayaqoM npuema npenapara Msontur® CP240 w  mpoBOAWTH
COOTBETCTBYIOILYIO TEPATTHIO B JaIbHEHILIEM.

Bema-aopenobroxkamoper u anmuapummuveckue cpeocmea

BzaumHoe ycuieHHE BIMSAHHMS Ha CEPAEYHO-COCYAMCTYIO CHCTEMY (aTpHOBEHTPHUKYIsApHAas
6nokana BbICOKOM crenenu, 3HauyutenbHoe cHuxkenne YCC, obocTpenue cepeqHO
HEJIOCTAaTOYHOCTH U BbipakeHHoe cHukeHue AJl). beccumnromuas Gpaankapaus (36 ya/mMun) ¢



MHIpaLUeil puT™Ma no rnpeacepAuaM HadloAanack y naluueHTa, OAHOBPEMEHHO PUHUMAIOLLETO
TUMoJIon (BeTta-aapenobiokaTop) B hopMe raasHbIX Kaneib U BepanaMuil BHYTPb.

Juzoxcun

B cnyuae oanoBpemenHoro npuema npenapata Msontun® CP 240 ¢ AMrokcHMHOM creayer
YMEHBUIHTB JI03Y JIMTOKCHHA.

Hueuoumopwvr I'MI™-KoA pedyxkmaszul

OnucaHbl ciy4aw pa3BATHS MHONATHH/paOAOMHOIM3a NPU MpUMEHeHHH uHTubuTopo ['MI'-
KoA-peaykrasbl, spiastouuxcs cyoctpatamu CYP3 A4, B komOGunauyu ¢ Bepanamuiom. Cieayer
co0M0AaTh OCTOPOIKHOCTD NMPH NMpUMeHeHUU HHrHOUTOpOoB ['MI-KOA peaykTasbl (TakUMH, Kak
CUMBACTATHH, aTOPBACTATHH MM JIOBACTATHH) Yy MAalMEHTOB, NMPHHUMAKOIIUX Bepanamui. Y
TAKMX MAaUMEHTOR CJICYET HAYMHATD JICYCHHE ¢ HAMMEHbLIEH BO3MOKHOI J103b1 BEpanamuiia u ¢
OCTOPOJKHOCTBIO YBEJMYHBATL 103y. Ecau BepanaMua HEOOXOAMMO HA3HAUUTL MALMEHTY,
KOTOpbiH  yxke mnpuHuMaer uHruoutop ['MI-KoA peaykrasel (Hanpumep, CUMBACTaTHH,
aTOPBaCTaTHH WJIM JIOBACTATHH), TO MOKET MOTPeOOBATLCS M3MEHCHHME PEKHMMA A03MPOBAHMsA
FUTOJUTIHAEMHYECKOT O Tpenapara.

Hapywenus nepeno-mvumeurnoit nepeoaqu

Coo0wianock, 4TO BepariavMu CHWKAET HEPBHO-MBILIEYHYIO Mepefady W YCH/IMBAET MbILLICYHYIO
c1abocTh Yy TMalMeHTOB ¢ MbILIEYHOH auctpodumedt Jliomena, a Takke YBEIHYMBAET BpeMs
BOCCTAHOB/IGHMs  [0C/€  BBEJCHWs  HelipoMblieyHoro Osnokatopa Bekyponus. [lpemapar
Mzontun® CP 240 cneayer ¢ 0coGoi  OCTOPOKHOCTBIO MPHUMEHSTH Y  MALMEHTOB C
3aboneBaHUAMM, 3aTPAruBalOIMMH HEPBHO-MBIIIIEUHYIO Nepeaayuy (MHacTeHHs IPaBUC, CHHIPOM
JlamGepra-Utona, mbiieynas auctpodus JlrouieHa).

Hapywenue ¢pynxyuu novex

[IpoBeieHHbIE CpaBHUTENBHBIC HCCIICIOBAHUA JEMOHCTPUPYIOT, 4TO (hapMakOKMHETHKa
BEpanammuia OCTAeTC HEM3MEHHOH Y MAaUMEeHTOB C TEPMHMHAJIBLHOH CTajMel IOoYeqHOH
HEA0CTaTOYHOCTH. OJHAKO  HEKOTOpBIE  HMEIoLHecs  COOOIIeHHs  /1al0T  OCHOBaHMSA
npejanosiarate, YTO BeparmamMui Yy MAlMEHTOR C HapYIICHHAMH (YHKIMH [IOYEK CleayeT
MPUMEHSTh C OCTOPOKHOCTBIO M MO/ TLIATEIbHBIM KOHTpOJIeM. BepanaMun He BbIBOAUTCS MpH
reMoauanuse.

Hapywenue ¢hynxyuu nevenu

[TockonbKy Bepanamuil B 3HAYMTEIBHOW CTENEHW METalOJIM3UPYETCSs B [ICYEHH, CIICAYET C
0c0o00# OCTOPOKHOCTBIO TMPUMEHATH Yy MAIMEHTOB C TSHKETBIMH HapyUICHUAMH (DYHKIHH
TMeYeHHU.

OnucaHbl Cllydad MNOBBLILEHHUS AKTHBHOCTH «Ie4yeHOo4HbIX» TpaHcamuuaz (ACT, AJIT) c
COMYTCTBYIOIIMM  MOBBLIIEHHEM AaKTUBHOCTH IIeN04HON ¢ocdaTta3sl M KOHIEHTpALHH
OunupyOuHa B KpoBW M 6e3 HuX. Takue u3MeHEeHUs B HEKOTOPBIX Clly4asiX Obl/IM BPEMEHHBIMH
M MOIJIM MCUE3HYThb JAXE NPU [POIO/LKEHUH JieueHHus BepanamMuioM. B HEKOTOpLIX ciaydasx
CBA3b TEnaToLe/UTIONAPHOro MOpaXKeHUs ¢ MpUEeMOM Bepanamuiaa Obula noATBEpK/IEHA
MOBTOPHBIM MOBBILIEHUEM aKTHBHOCTH «TIEYEHOYHBIX» (JEPMEHTOB NPH BO30OHOBJICHHH MIPHEMa
Bepanamuia. B nosioBuHe ciyyaes y nauMeHTOB Hapsaay ¢ nopbiwieHuem aktuBHoctd ACT, AJIT
M wenoyHol docdarasbl UMETH MECTO KIWHHYECKHE CHMNTOMBI (HEI0MOraHue, NoBbllleHHE
Temneparypel Tena W/uau Gone B npaBom  noapebepbe). Pexkomenayercsi MOHMTOPHHI
nabopatopHeIX Mokasatened (QYHKUMM NEYCHWM Y [aUMEeHTOB, [10Jy4alolMX [penapar
Usontuu® CP 240.

Binsinne Ha cnocoGHOCTL YNPABJSITH TPAHCIOPTHBLIMH CPEICTBAMH, MeXaHH3MAMH

Bcnencrteue aHTHIUNEPTEH3WBHOTO ACHCTBHA W B 3aBUCHMOCTH OT HH/MBHIYalbHOTO OTBETA Ha
nevyenne, npenapar Mzontux® CP 240 wmoxker oOKkasbiBaTh BIAMSHME HA  OBICTPOTY
ICMXOMOTOPHBIX ~ peakUMd, Ha CIOCOOHOCTh YIPAB/ATH TPAHCMOPTHBIMH  CPEACTBAMM,
MEXAHU3MaMH MM B YC/IOBHAX MOBBLIIIEHHOH OMAacHOCTH. DTO OCOOEHHO BAaKHO B Hayaie
JIEYEHUA, MPH TMOBBIMNIEHUH 03bI, MPU MEPEXoje ¢ APYroro rpemnapara ¥ B COYETaHWH C
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ankorosieM. Bepanamuin MOXKeT crnocoOCTBOBATH MOBLILLEHHUIO COAEPKAHMS aJIKOI0Jis B KPOBH M
3amMeJUIATh ero BeiBeieHHe. B cBsa3u ¢ aTuM, 2 eKThl anKkorosis MoryT ObITh YCHIIEHBI.

®opma BbIMYyCKa

Tabnerku ¢ nMpoJIOHIHPOBAHHBIM BEICBOOOK/ICHHEM, TOKPBITBIE MIIEHOUHOH 060104KOH, 240 MT.
ITo 10 ta6aeroxk B TIBX/TIBIAX/An Gaucrepe. [To 1, 2, 4, 5 unu 10 GaucrepoB BmecTe €
MHCTPYKIIHEH MO MEUIIHHCKOMY MPUMEHEHHIO B KaPTOHHOMH nayvke.

[To 15 tabnerok B [IBX/TIBJIX/An Gnucrepe. [o 1, 2, 3, 4, 5 uan 10 GimcrepoB BMecTe ¢
MHCTPYKIIMEH M0 METMIIMHCKOMY NMPHUMEHEHHIO B KAPTOHHOM MayKe.

Yeaosus xpanenus
XpauuTh npu Temneparype ot 15 g0 25 °C.
XpaHuTh B HEJIOCTYITHOM JUls JeTeit mecte!

Cpok rogHoctH
3 ropa. He npuMeHsTh 110 HCTEYEHMH CPOKA FOAHOCTH, YKA3aHHOIO Ha YIAaKOBKE.

YeaoBus oTnycka
OtnyckaeTcs o peienTy.

IIpoussoauTenn
®amap A.B.E.,
AnTy3a ABeHio 7, AHTy3a Attuku, 15349, I'peuns

Opranmzauusi, YNOJHOMOYEHHAsl BJAJeAbIeM PerHcTPALHOHHOTO  YI0CTOBEpPeHHs!
JIeKapCTBEHHOTO NMpenapaTa Ha NPHHATHE NPEeTeH3Hil OT noTpedHTe st
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