IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

EHBAPCYC

CKknao:
ditoya pevoB8uHa: TaKpoaiMyc (y BUTJISAL MOHOTIgpaTY);
1 tabnetka mictuts 0,75 Mr, 1 Mr abo 4 MT TakposimMycy (y BUTTISIAI MOHOTIpaTy);

0onomidcHi peyosuHU: TiIpOMeNno3a; 1aKTo3a, MoHorigpaT; Makporon 6000; momokcamep 188;
MarHiio cteapart; kucnora BuHHA (E 334); 6ytunrigpokcurtonyon (E 321); mumeTtukon 350.

JlikapcbKa popMa. TabneTKy MPOJIOHTOBAHOI Mil.
OcHOBHI (pi3uKo-xiMiuHi 81aCMUBOCMI:
tabnetku 0,75 Mr:

oBaJIbHi, Bif Oinoro mo matizke 6ioro Kojabopy TabneTku 6e3 0007I0HKH, 3 rpaBitoBaHHIM «0.75» Ha
omHoMmy 6ori Ta «TCS» Ha iHImomy 60I1i.

Tabnetku 1 mr:

OBaJIbHi, Bif 6istoro mo maiixke 6imoro Konbopy TabmeTku 6e3 0007I0HKH, 3 TPaBiloBaHHAM «1» Ha
ogaoMmy Oori Ta «TCS» Ha iHImomy 6oti.

TabneTku 4 Mr:

oBaJbHi, Bif 6inoro mo mMaiizxke 6i1oro Kombopy TabneTku 6e3 000JI0HKH, 3 TPaBilOBaHHIM «4» Ha
omgroMy 6oui Ta «TCS» Ha iHIOMY 6o1Ii.

dapMakoTepaneBTHYHA rpymna. IMyHOCyIpecaHTH, iHTi0iTOpY KanbLUHEBPUHY.

Kom ATX: LO4A DO2.

dPapmako102iuHi 8 1acmueocmi.
dapmakoOuHamika.

Ha monekyngpHOMy piBHI e(peKTU i BHYTPIIIHbOKIIITUHHA KyMYJISALisd TaKPOJIiMyCy 3yMOBJIeHi
3B’A3yBaHHAM 3 UTO30/1bHUM 6innkoM (FKBP 12), akuii BifnoBigae 3a BHYTPIITHLOKIITHUHHE



HakonuyeHHS crnonyku. Kommnekc FKBP12-takposiMyc cnenndiyHo Ta KOHKYPEHTHO iHTi0ye
KaJIbLIMHEBPUH, 3a0e3Mmeuyioun KasbllilizanexHe 67I0KyBaHHS IIIAXiB nepepadi T-KIITUHHUX
CUTHAJIIB i 3amo0iraroyu TPAHCKPHUIILil JUCKPETHOI HU3KY TiM(POKIHHUX TeHiB.

TaxpoJimMmyc - BUCOKOAKTUBHUY iMyHOCYIIPECUBHUY 3acib, aKTUBHICTh AKOTO OyJia JoBefeHa B
eKCIlepUMeHTax in vitro Ta in vivo. 30KpeMa, TakKpoJIiMyC 4iTKO 3MEHIIyBaB YTBOPEHHS
IIUTOTOKCUYHUX JTiM(OIUTIB, II0 BigirpaioTh KJIIOYOBY POJIb Y Peakilil BITTOPTHEHHS TPaHCIJIaHTaTa.
TakponiMyc npurHiyye yrBopeHHs JIiM(OKiHIB (IHTepneukiH -2, -3, y-iHTepdepoH), akTuBalLio T-
KJIiITUH, eKCIIPECio pelleniTopa iHTepIelKiHy-2, a TaK0oX 3ayiexkHy Bif T-xenmnepiB mpomnidepatito B-
KJIITUH.

dapmakoKiHemuxka.

AGcopbirist

BcTaHOBIIEHO, 1110 B OpraHi3Mi JIIOOUHY TaKPOJIIMYyC IIBUAKO aOCOPOYETHCS Y MIMTYHKOBO-KUIITKOBOMY
TpakTi. [JOCTynHUU TaKpPOIIMYyC, K IPaBUJIO, IIBUOKO BCMOKTY€EThCA. EHBApCyC € IiKapChKO0
(dhopMoI0 IPOJIOHTOBAHOI [Iii TaKpoIiMycy, 110 3abe3meuye TpuBany abcopOilito TaKpoIiMycy y
IIJTyHKOBO-KUIIKOBOMY TPAaKTi i3 cepeqHiM 4acoM HOCATHEeHHSI MaKcuManbHOol KoHueHTparl (C,,,)
npubnu3Ho 2 roguHu. A6copbilis TakposiMycy BapiabenbHa, a cepefgHs 6i0M0CTYIHICTE TAKPOIIiMyCY
IIpU IIepopajIbHOMY 3aCTOCyBaHHI cTaHOBUTE 20-25 % (BapiabenbHicTh abCOpO1IIil y OPOCTUX
TAIEHTIB CTAHOBUTD 6-43 %). BiogOCTYIIHICTh, @ TAKOXK IIBUAKICTE i CTymiHb abcopOiii TakpomiMycy
IIPY OGHOYACHOMY NIPUMOMI 3 13Kel0 3HUKYIOThCA. XapaKTep KOBYOBHUAIJIEHHS He BIIJIUBAE Ha
abcopoOirito mpemapaty. [licis mocarHeHHS piBHOBAXKHOI KOHIIEHTpAllii TaKPOIIMYyCy IIpu IpuiioMi
Bil3HAYAETHCS BUCOKA KOPETSIisa MiXK IIJIOIIe0 Iif hapMaKOKIiHETUYHOI0 KPUBOIO «KOHIIEHTpAIlis-
yac» (AUC) i minimaneauM (Co) piBHEM TakponiMycy y KpoBi. Tomy MoHiTOpUHT MiHiManbHUX (Co)
KOHIIEHTpaLlill TaKPOJIIMyCY V KPOBi Ja€ MOXKJIUBICTh BUSIBUTUA CUCTEMHY €KCIIO3HULIiI0 IIperapary.

PesynbraTu aHanisiB in vitro He BUSBUIYM PU3UKY OCJIableHHS O3 in Vivo y 3B’SI3Ky 3 IPUHAOMOM
aJIKOI' 0JII0.

Po3mopin Ta emiMidalisa

Po3mopin TakposiMycy B OpraHi3Mi TIOAWHY ITiC/IsT BHYTPIIIHBOBEHHOTO BBEIEHHS Ma€ ABOGa3HUU
XapakTep. Y CUCTEeMHOMY KPOBOTOII TaKpoJiMyc moOpe 3B'I3YETHCS 3 EPUTPOLUTAMU.
CriBBigHOILIEHHS KOHIEHTPALY Y LiJIbHIN KPOBI 1 1a3Mi KpoBi cTaHoBUTh 20:1. 3HaYHa yacTKa
TaKpoJiMycy mna3mu (> 98,8 %) 3HaX0mUTHCS y 3B's13aHOMY 3 OilKaMu 11a3MHU KPOBi (CHPOBAaTKOBUM
anbO0yMiH, a-1-KUCIUY TIiKOIPOTEIH) CTaHi.

TakponiMyc MUPOKO PO3MOAINAETLCSA B opraHiami. CTamionapHu# 06'€M PO3IOALUTY 3 ypaXyBaHHAM
KOHIIEHTPAIli}l ¥ ma3Mi KpoBi cTaHoBUTh mpubnu3uo 1300 1 (v 3mopoBux H0OPOBOJIBILIB), a 3a
TOKa3HWKaMH Ha I[iTbHOI KPOBi - ¥ cepegHboMy 47,6 T1.

TakpomiMyc - pe4oBrHA 3 HU3bKUM KJIipeHCOM. Y 300poBuX NOOPOBOJIBIIB CEPeaHil 3araabHUN
KJIIpEHC, pO3pax0BaHuil 3a KOHIIEHTPAIII€I0 B HEPO3BeNeHil KPOBi, CKaB 2,25 J/rom. Y DopoCInx
TallieHTIB MMiCId Mepecafky MeYiHKy, HUPKYU Ta Cepls KiipeHc ctaHoBuB 4,1 n/rom, 6,7 n/rox ta 3,9
ni/roq, BifmoBimHO. HU3bKMUHM reMaTOKPUT i TimonpoTeiHeMist CIPUSIOTh 30iIbIIEeHHIO HE3B I3aH01
dpaxiii TakpomiMycy, IPUCKOPIOIOYM KITipeHC TakponimMycy. KopTukocTepoigy, 1o 3aCTOCOBYIOTh
IIPU TPaHCIUIaHTAIll, TaKOXK MOXKYTh IiJBUIIUTY iHTEHCUBHICTh MeTab01i3My i IPUCKOPUTH KJTipEeHC
TaKpOJIIMyCy.

[Tepion HamiBBMBeIEeHHS TAKPOJIiMyCy TPHUBaIMH Ta MiHTMBUM. Y 30OPOBUX NOOPOBOJIBIIB CepenHi



nepio HaliBBUBEOEHHS Yy LiJIbHIN KPOBi CTAaHOBUTH Marixke 30 rofuH.

Metaboni3M i 6ioTparHcdopmairis

TakpomniMyc aKkTUBHO MeTabO0Ti3yeThCs V IEUiHIli, TOJIOBHUM YHHOM 3a JOTIOMOTOI0 ITUTOXPOMY
P450-3A4. MeTabo0:1i3M TaKpoJiMyCy iHTEHCUBHO IIPOTIiKa€ y CTiHII KMIIeYHUKY. BCTaHOBIEHO
mekinbKa MeTaboJIiTiB TaKpomiMycy. B ekcriepuMeHTax in vitro 0yno moka3aHo, 10 TiTbKY OUH i3
MeTaboJIiTiB Ma€e iMyHOCYIIPECUBHY aKTHBHICTb, 6JIM3BKY 10 aKTUBHOCTI TakpoiMycy. Ixmri
MeTaboJIiT! BOJIOAIOTH Nullle cinabkoio abo HYJILOBOIO iIMyHOCYTIPECUBHOIO aKTUBHICTIO. Y CUCTEMHOMY
KPOBOTOLIi BUSIBJIEHO TilTbKM OOMH i3 MeTaboMiTiB TaKpoJIiMyCy Y HU3bKUX KOHIIeHTpalisx. OTxe,
(dapMaKoJIoTiuHa aKTHBHICTh TaKPOJIiMyCy Maiixke He 3aJIeXKUThb Bif MeTabomiTiB.

BuBenenus

ITicns BHYTPIlTHBOBEHHOTO BBEMIEHHS Ta IIePOPaIbHOro npuiiomy '“C-MiueHOro TakponiMycy OCHOBHa
YacTKa PafioaKTUBHOCTI BUSIBNSIACS y pekanisgx. [Tpubnusno 2 % pamioakKTUBHOCTI PEECTPyBasocs y
cedi. Y cedi Ta ¢pekanigx mpubnusuo 1 % TakposiMycy Bu3HadaBCs y He3MiHeHOMy cTaHi. OTXke,
TaKpOJIiMyC Ilepe[ eliMiHaIli€l0 IPAKTAYHO I[iTKOM MeTabo1i3yBaBCs; OCHOBHUM LIIAXOM BUBEOEHHS
Oya KO0BY.

KrinigHi xapaKTepHCTHKH.
Iloka3aHnHs.
[TonepenXKeHHs BiITOPTHEHHS aJIOTPAHCIIaHTAaTa HUPOK ab0 MeYiHKU y JOPOCIUX PELUITiEHTIB.

JIiKkyBaHHS BIATOPTHEHHS aJIOTPaHCIIaHTaTa, Pe3UCTEHTHOI0 [0 JTiKyBaHHS IHIIUMU
iMyHOCYTIpECHBHUMH JTIKapChKUMHM 3aC00aMu, Y JOPOCTIUX Malli€HTiB.

IIpomunoka3aHHs.
linepuyTnuBiCTh O Aif040i pedyoBUHU ab0 [0 OyIb-sIKOl 3 JOTIOMiXKHUX PEYOBHUH J1iKapChKOro 3aco0y.

linepuyTnuBiCTL 4O IHIIUX MaKPOJIiIiB.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

Metabomiuni B3aemomil

CucTeMHO OOCTYIIHUM TakKpoiMyc MeTabomnidyeThes v meuinni CYP3A4. ICHYIOTh TaKOXK [HOKa3u
IIJTYHKOBO-KUIIKOBOT0 MeTaboniamy CYP3A4 y cTini kumeyHuky. OmHOYaCHUYM IPUKOM IIpeliapaTiB
3 YCTaHOBJIEHOMO iHTi0yI049010 abo iHayKyo4oio mieio Ha CYP3A4 Moxke BifIIOBiAHO migBUIIyBaTH ab0
3MEHIITyBaTU KOHIIEHTPAallil0 TAKPOIIMYCY B KpOBi. AHaJIOTiYHO, IPUNUHEHHS IPUIMOMY TaKuX
npenapariB abo pocIMHHUX 3ac06iB MOXKe BIIMHYTHU Ha MIBUAKICTh MeTabo0/Ii3My TaKpoiMycy i,
TaKUM YMHOM, Ha PiBeHb TAKPOJIIMyCy B KPOBI.

®apMaKOKIHeTHYHI JOCIIAXKEHHS [10Ka3asly, 1[0 MiABUIIIeHHS PiBHSA TaKpOIiMyCy B KPOBI IIpU
OIHOYAaCHOMY 3acTocyBaHHi 3 iHri6iTopamu CYP3A4 € TOJI0BHUM YMHOM Pe3yIbTaTOM ITigBUIIEHHS



610MOCTYITHOCTI TaKPOJIIMYCy IIPY IIepOPaIbHOMY IIPUIOMI BHACTILOK IPUTHIYEeHHS MeTabo1i3aMy
IIJTYHKOBO-KUIIIKOBOTO TPAKTy. BIJIKB Ha Ne4iHKOBUY K/IIPpEHC MEHII BUPaXKeHUN.

CyBOpO PEKOMEHAYETHCS YBaXKHO CTEXKUTU 3@ PiBHEM TAaKPOJIIMyCy B KPOBI, a TAaKOXK 3a
nogosxkeHHaM iHTepBany QT (EKT'), konTposoBaTy GYHKIII0 HUPOK Ta iHmm mobiyHi peakiii, mpu
OOHOYACHOMY 3aCTOCYBaHHI pe4OBUH, 1[0 TOTEHIIIHO MOXKYTh 3MiHIoBaTH MeTabonizm CYP3A4 a6o
iHIIMM YMHOM BILIMBATU Ha PiBEHb TAKPOIIMYCy B KPOBI, i, y pa3i HeoOXimHOCTi, IPUIUHUTY TPUHOM
ab0 3MiHUTH 03y TAaKPOIIMYyCy [Jisd MiATpUMaHHS €KBiBaJIeHTHOI eKCII03UIlil TaKpoiIiMycy (OuB.
po3minu «Ocob6auBOCTI 3acToCcyBaHHSI» Ta «Crocid 3acToCyBaHHS Ta [03W»). AHAJIOTIYHO, CIIif
PEeTeJbHO CIIOCTepIiraT 3a nalieHTaMy IPpY OGHOYACHOMY 3aCTOCYBaHHI TAKpPOIIMYCY 3 OeKiIbKoMa
pedoBUHaMH, 5iKi BImnBaloTh Ha CYP3A4, 0CKiTbKM BIIJIUB Ha €KCIIO3UIIiI0 TAKPOIIMyCy MoXe OyTu
mocuieHu abo HeNTpaTi30BaHUM.

Jlikapchbki 3aco0wu, sIKi BIIMBAIOTh Ha TAKPOJIiMyC, HaBefieHi Huxk4e. [IpuKIagy B3aeMOfin
JiKapchKuX 3aco0iB He € BUUepIHUMHU ab0 ITOBHUMU, TOMY CJIifl 03HAMOMHUTHUCS 3 iHCTPYKIIi€l0
KOXKHOTO0 IIpenapaTy, SKui Ipu3Hadya€eThCd OQHOYACHO 3 TaKPOJiMycoM, 1100 oTpuMaTH iHdopMallito
IIOZI0 IIISIXiB MeTabo1i3aMy, LIIAXiB B3a€MOZI], MOTEHIIMHNX PU3UKIB Ta KOHKPETHUX Aiil 1I[070
OTHOYACHOI'0 3aCTOCYBaHHS.

JlikapchKi 3ac00u, 1110 BIOKMBAIOTL HA TaKPOTIMYyC

I'petingppym abo epetinppymosull cik: MOKYTh MigBUIIYBATH MiHiMaIbHY KOHIIEHTPAIII0 TAKPOJIIiMyCy
B KPOBi Ta pU3UK CEPHO3HUX MMOOIYHUX peakliit (HampuKial, HEUPOTOKCUYHOCTI, ITOJOBXKEHHS
inTepBany QT) (muB. po3min «OcoOMMBOCTI 3aCTOCYBAHHS»). PEKOMEHAYETHCS YHUKATH BXXKWBAHHS
rpeindpyTiB abo rpeindpyToBOTO COKY.

HuxkaocnopuH: MOXKe TiABUIIYBATU MiHIMaIbHy KOHLIEHTPALI0 TAKPOJIiMyCy B KpoBi. Kpim TorO,
MOXKYTh BUHUKATU CUHEPTiuHi/aguTUBHI HepPOTOKCUYHI epekT. Crif yHUKaTH OHHOYACHOTO
3aCTOCYBaHHS IIUKJIOCIIOPUHY Ta TAKPOJiMycy (muB. po3min «OcoOIMBOCTI 3aCTOCYBAHHS»).

ITpenapamu i3 8i00M010 HephpPomMoKCcuuHow abo HellpomoKcuuHow Oiero (aMiHOTTiKO3uaH, iHTibiTOPH
ripa3u, BaHKOMIiIliH, KoMOiHamis cynbdameTokcason/TpuMeTtonpum, HII3IT, raHIIUKIOBIp, allUKIIOBIp,
amdorepunut B, ibympodeH, unodosip, hockapHET): MOXKYTh IMOCUITIOBAaTH HePPOTOKCUUHY abo
HEUPOTOKCUYHY [1il0, TOMY CIIifj YHAKaTH OOHOYACHOT0 3aCTOCYBaHHA i3 TaKPOIiMyCOM. fKIIo 1e
HEeMOXKJIMBO, CJTil KOHTPOJIIOBAaTH (YHKIIiI0 HUPOK, MOHITOPUTH NAIli€HTa OO0 iHIMKUX IMOOIYHUX
edekTiB Ta, AKII0 HEOOXiTHO, KOPUTYBATH J03Y TAKPOJIiMYCY.

CusbHi iHeibimopu CYP3A4 (mpoTurpuOKoBi 3acobu (HampuKiIaa, KeTOKOHA30JI, iTpakKoHa30171,
1103aK0Ha30JI, BOPUKOHA30J1), MaKpOIigHi aHTUOI0TUKY (HAlIPUKIIaM, TEITPOMIINH, TPOJIeaHAOMIIIH,
KJIAPUTPOMIIVMH, mKo3aMmiluH), inriditopu BlIJI-mpoTeal3wu (HampuKiam, pUTOHABIp, HelabiHaBsip,
cakBiHaBip), iHri6iTopu mpoTeasu Bipycy rematuty C (Hampukiaf, Tenanpesip, 6oienpesip i
KoMOiHallisgs oMOiTacBipy Ta mapuTanpeBipy 3 pUTOHaBipOM, IIpU 3aCTOCYBaHHi 3 macalbyBipoM abo 6e3
HbOT0), Heha30q0H, hapMaKOKiHETUYHUM IiACUITIOBaY KOOIMCTAT Ta iHTi0iTOpH KiHa3u imemnanicio,
1epuTuHi0). CUIbHI B3aEMOTIl TaK0OXK CIIOCTEPIiranucs 3 MaKpoIigHUM aHTHOI0TUKOM
E€PUTPOMIIITHOM: MOXKYTb 30i/IbIITyBaTH MiHiMaIbHY KOHIIEHTPAIIiI0 TAaKPOJIiMyCy B KPOBi Ta
IiABUINYBATU PU3UK CEePHO3HUX MOOIYHUX peakliil (Hampukiaa, HePOTOKCUYHICTS,
HENPOTOKCUYHICTh, MOOOBXKeEHHS iHTepBany QT), 1m0 BUMarae peTebHOr0 KOHTPOJII (IUB. PO3in
«Oco0IMBOCTI 3aCTOCYBaHHS»).

[IIBuake Ta pi3Ke MigBUILEHHS PiBHS TAKPOJIIMYyCy MOXKE CIIOCTepiraTucs Bxke NpoTarom 1-3 gHiB
IIiCJIs OMHOYACHOI'0 3aCTOCYBaHHS, He3BaXKaluy Ha HeraiHe 3HUKEHHS 03U TaKpOoJiMyCy. 3arajibHa
eKCITO3HIIisT TAaKPOJIiMyCcy Moxke 30inbuuTrcs y 5 pasis. [Ipu omHOYACHOMY 3aCTOCYBaHHi i3



PUTOHABIPOM €KCIIO3UIIiSl TaKpoIiMycy Moxke 30inbiryBaTucsa y 50 pa3iB. Maiixke BciM naiieHTaM
MOKe 3Haf0OUTUCS 3HUKEHHS M03H, a TAaKOXK TUMYacoBe MPUIMHEHHS IPUIOMY TakposiMmycy. Brius
Ha KOHIIEHTpAIIil0 TAaKPOIiMyCy B KPOBi Moxke 30epiraTucs MpoTSATrOM KilbKOX [HIB ITiC/Isl 3aBEPIIEHHS
OHOYaCHOI'0 3aCTOCYBaHHs, TOMY LIbOI'0 PEKOMEHYETHCA YHUKATHU. KIIO0 I1e HEMOXKJIUBO, CIIif
PO3TJISHYTU MOKJIMBICTD BiIMOBH Bifl JO3U TAaKPOJIIMYyCy B €Hb II0YaTKy 3aCTOCYBaHHS CUJIBHOTO
inribitopa CYP3A4 Ta mOBTOPHO PO3M0YaTH MPHUIOM TaKpPOIiMyCy HaCTyITHOTO JHS y 3MeHIIeHil no3i
3aJIeKHO Bifl 10T0 KOHIIEHTpAIlil B KpoBi. 3MiHU 003u Ta/ab0 4aCTOTH 3aCTOCYBAHHS TaKPOJIiMYyCY CIIif
ninOupaTy iHOUBiAyaIbHO Ta KOPUTYBATH 3a MOTPeOU Ha OCHOBI MiHiMaIbHUX KOHIIEHTPAIIil
TaKpOJIIMYCy, SIKi CJIif OL[IHIOBATY Ha I10YATKY JIIKyBaHHS, 4aCTO KOHTPOJIIOBATH IIPOTATOM IIE€PIIUX
KiJIbKOX [IHiB Ta IIOBTOPHO OIIiHIOBATH IIPOTSTOM Ta ITiCJIg 3aBeplleHHs npuiiomy iHribitopy CYP3A4.
[Ticns uporo ciif KepyBaTHUCS KOHIIEHTPAIli€l0 TaKpoJIiMycy B KPOBi 1S migOopy BigmoBifHOI 103U Ta
YaCTOTH NIPUUOMY TakpoaimMycy. HeoOxigHO peTebHO KOHTPOJIIOBaTH (YHKIIII0 HUPOK, TOKa3HUKHU
EKT Ha paxyHok nonoBxkeHHs iHTepBany QT Ta BUHUKHEHHS iHIINX MOOIYHUX ePeKTiB.

ITomipHi abo caabki iHeibimopu CYP3A4 (mpoturpu0KoBi 3aco0u (Hanmpukian, GprIyKoHa3oI,
i3aByKOHAa30J1, KJIOTPUMA30J1, MiKOHA30J1), MaKpOIigHi aHTUOI0TUKY (HallpUKIIa[, a3UTPOMIIIUH),
0JI0KaTOpH Ka/IbI[ieBUX KaHAJIB (Hampukiaj, HipegumiH, HiKapoulliH, OuiTia3eM, BepamaMin),
amiofapoH, JaHa30JI, eTUHIIEeCTPaaios, IaHCOIPa30J, OMeNpa3oJl, IIpenapaTy IPOTH BipyCy renaTUTy
C (enbacBip/rpa3ormnpesip i rmekanpesip/miOpeHTacBip), T1€eTEPMOBIp IPOTH IIUTOMETaIoBipyCHOI
iHGex1ii, a TaKOXK iHTiOITOPY THPO3UHKIHA3Y HiTOTHHIO, Kpu30TuHiO i iMaTuHib, Ta (KUTAMCHKI)
TpaB’siHi IIpenapaTy IUMOHHUKA, 1[0 MIiCTATh eKCTpaKTu Schisandra sphenanthera): MOXyThb
36inbIIyBaTH KOHIIEHTPALI0 TaKPOJIiMyCy B KPOBi Ta MiABUIIYBaTH PU3UK CEPHO3HUX MOOIYHUX
peaxiiiit (HampuKiIaja, HeHPOTOKCUYHICTD, mooBxKeHHs iHTepBany QT) (muB. po3min «OcobauBoCTi
3aCTOCYBaHHS»). MOXe cliocTepiraTucs IMIBUAKE MigBUILIEHHS PiBHS TaKPOJIMYyCy, TOMY
PEKOMEHAYEThCA YaCTUU KOHTPOJIb MiHIMabHUX KOHIIEHTPALi TaKPOJIiIMyCy B KPOBi, IOYMHAIOYH 3
IepIInX KiTbKOX IHIB OHHOYACHOTO 3aCTOCYyBaHHS. Y pa3i noTpebu HeoOXiAHO 3HU3UTH 03y
Takponimycy (mnuB. po3ain «Crnocib 3acTocyBaHHS Ta fo3u»). Cllif peTeabHO KOHTPOIIOBATH QYHKITi0
HUPOK, MoKa3HuKU EKI' Ha paxyHOK rmomoBxkeHHs iHTepBany QT Ta BUHUKHEHHS iHIIUX MOOIYHUX
eeKTiB.

HacmynHi pevoguHu, siki y 0ocai0aiceHHAX in vitro susagaaaucsa nomeHuitiHuMu iHeibimopamu
memabonizmy makpoaimycy (6pOMOKPUIITHH, KOPTU30H, NAIICOH, EproTaMil, TeCTOMleH, Til0KailH,
MedeHiTOIH, Mifla30jlaM, HillBaAuIliH, HOPETICTEPOH, XiHiINH, TaMOKCU(EH): MOXKYTh MiBUIIYBaTH
KOHIIEHTPAI[il0 TAKPOJIIMyCYy B KPOBi Ta PU3UK CEPHO3HMUX NOOIYHUX peaKllill (Hanpukiaz,
HEeMPOTOKCUYHICTD, TogoBxkeHHs iHTepBany QT) (gus. po3min «Oco6IUBOCTI 3aCTOCYBAHHS»).
Heo0ximHO KOHTPOIIOBATH MiHiMa/bHi KOHIIEHTpALlil TAKPOIiMYyCy B KPOBi Ta, 3a HEOOXiTHOCTI,
3MEHIIyBaTH 003y TaKpoJiMycy (muB. po3min «Crocib 3acTocyBaHHS Ta f03u»). Clifl peTenbHO
KOHTPOJIIOBaTU (QYHKIiI0 HUPOK, noka3HUKU EKI' Ha paxyHOK nmopgoBxkeHHd iHTepBany QT Ta
BUHUKHEHHS iHIIKX M06iuHuX eeKTiB.

CunbvHi iHoykmopu CYP3A4 (pudamminus, ¢peHiToiH, kKapbaMaseliH, alaiyTaMifl, eH3anyTaMif,
MiToTaH abo 3Bipobiit (Hypericum perforatum)): MOXyTh 3HUKYBaTU MiHiMaIbHY KOHIIEHTpAIIil0
TAKPOJIIMyCy B KPOBI Ta MigBULIYBATH PU3UK BIITOPTrHEHHS TpPaHCIJIaHTaTa (OUB. PO3AiN
«0Ocob6MBOCTi 3aCTOCYyBaHH»). MaKcUMaIbHUI BIJIUB HA KOHLIEHTPALlil0 TAKPOIIMyCYy B KPOBi MOXKe
BUSIBUTHCS Yyepe3 1-2 THUXKHI IMic/Is 0MHOYAaCHOTO 3aCTOCYBaHHs, a epeKT 36epiraTucs nporsarom 1-2
TUXKHI ITiCIIA 3aBePIIeHH JIIKyBaHHS, TOMY OLHOYACHOI'0 3aCTOCYBaHHS PEKOMEHAYETLCS YHUKATHU.
SKII0 HEMOKIIMBO YHUKHYTH, IallieHTaM MOKe 3HafgoO0uTHCS 30i/bIIIeHHS N03U TaKPOIiMyCy. 3MiHU
[03U TaKPOJIIMYCy Clif migbupaTy iHAUBiAyaabHO Ta KOPUTYBATH 3a MOTPeOM Ha OCHOBI MiHiMaNbHUX
KOHIIEHTpALIM TaKPOJIIMYyCy, SIKi CJIiJ OL[iHIOBATH Ha [T0YaTKY Ta YaCTO KOHTPOJIIOBATU NIPOTIATOM
yCBHOTO Iepiofy NiKyBaHHS (IOYMHAIOYHU MIPOTITOM IEPIIKUX KiIbKOX OHIB) Ta IOBTOPHO OLIiHIOBATH
IIPOTATOM Ta MICJIS 3aBeplIeHHs 3acTocyBaHHs iHOYKTOPiB CYP3A4. Ilicig uporo, 4o3y TakKpoJIiMyCy



MOXKe 3HaI[O6I/ITI/IC5{ IMOCTYIIOBO KOPUT'YBATH. HGOGXUIHO KOHTPOJIIOBATHU (bYHKLIlIO TPAHCIIJIAHTATa.

ITomipui inOykmopu CYP3A4 (meTtamizorn, henobapbitan, i3oxiasup, pudabyTus, edaBipeHi],
eTpaBipuH, HeBipatiH) i c1abki iHoykmopu CYP3A4 (GnyKmoKcauumii): MOXYTb 3HUKYBATH
MiHiMasbHiI KOHIIEHTpalil TaKPOIiMyCy B KPOBi Ta MigBUINYBaTH PU3MUK BiITOPTHEHHS TPaHCIIaHTaTa
(muB. po3min «Oco6muBOCTI 3acTOCyBaHHS»). Cil KOHTPOJIIOBATH MiHiMasbHi KOHIIEHTpaIil
TAKpOJIIMyCy B KPOBi Ta, AKII0 HeoOXigHO, 30i/blIyBaTH A0O3Y TaKpoIiMycy (muB. po3min «Cmocid
3aCTOCyBaHHS Ta 103u»). HeoOxigHO yBaXKHO CTEXKUTH 3a QYHKIIi€I0 TpaHCIIJIaHTaTa.

IIpenapamu i3 8i0oMow0 8UCOKOH cnopidHeHicmio 0o b6iakie naasmu (Hanpukian, HIT3II,
nepopabHi aHTUKOATYJISIHTH, ITepopasibHi aHTUAiabeTUYHi 3ac001): TAKPOIiMyC 3HAYHOIO
Mipoio 3B’43y€eThCA 3 OiIkaMu IJTa3MU KPOBi, TOMY CJIif] BpaXOBYBaTH MOXK/IMBi B3a€EMOII 3
iHITMMY Oil0YMMK PeYOBMHAMH i3 BiJOMOIO BHCOKOIO CIIOPiMHEHICTIO mo OinKiB Mmia3Mu.
Heo06ximHO KOHTPOJTIOBATH MiHiMaIbHi KOHIIEHTpAIlil TaKPOIiMyCy B KPOBi Ta, 3a
HeoOXigHOCTI, KOpUTyBaTH [03y (auB. po3min «Crmocid 3acToCyBaHHS Ta HO3U»).

IIpokiHemuyHi 3acobu (METOKJIONpaMifl, UM3anpuy, UUMEeTUAVH | Mardii-aaoMiHId TigPOKCUL):
MOXKYTh IIiABUIIYBaTH MiHIMaJIbHY KOHILIEHTPALIil0 TAKPOIIMyCy B KPOBi Ta PU3UK CEPHO3HUX
moOiYHUX peakIliyi (Halmpukian, HeMPOTOKCUYHICTD, OmoBXKeHHs iHTepBanmy QT): HeoOXigHO
KOHTPOJIIOBAaTH MiHiMaslbHi KOHILIEHTpallil TaKPOJIiMyCy B KPOBi Ta 3MEHIITyBaTH H03Y
TaAKpOIiMyCy, IKII0 HeoOXigHO (quB. po3min «Cmocib 3acTocyBaHHS Ta fo3u»). Crif peTenbHO
KOHTPOIIOBaTH (YHKIIiI0 HUPOK, moKa3HuKU EKI" Ha paxyHOK momoBxkeHHS iHTepBany QT Ta
BUHUKHEHHS iHIIUX MOGIYHUX e(deKTiB.

ITiompumyroui 003u KopmukKocmepoidig: MOXKYTb 3HUKYBaTH MiHiMaJIbHy KOHIIEHTPALIif0
TAKPOJIIMyCy B KPOBi Ta IMigBUIyBaTH PU3UK BifTOPrHEHHS TPaHCIIJIaHTaTa (OUB. PO3AiN
«Ocob6nuBOCTi 3acToCyBaHHS»). CHil KOHTPOIIOBATH MiHiMasbHi KOHIIEHTpAllil TAKPOJIiMyCy B KPOBI,
30inbIIyI0YX 003y TaKPOJIiMycCy, 3a HeoOximHOCTi (muB. po3ain «Cnocib 3acTocyBaHHS Ta [03W»), Ta
YBaXHO CTEXUTH 3a QYHKIIIE€I0 TPAHCIIJIaHTaTa.

Bucoki 003u npedHi3010HY abo memuanpeOHi30/10HY: MOXKYTh BILIUBAaTH Ha PiBeHb TAKPOIIiMyCy B
KpOBi (306inbiIeHHsT a00 3HUKEHHS) IIPU 3aCTOCYBaHH] y SIKOCTi Teparii roctporo BigTopraents. Crin
KOHTPOJTIOBAaTH MiHiMaIbHY KOHIIEHTPALIil0 TAKPOIIMyCy B KPOBi Ta, 3a HEOOXiHOCTi, KOPUTYBaTH
[03y TaKpOJIIMYCYy.

ITpomusipycHa mepania npamoi 0ii (ITTII[]): moXe BIIABaTHA Ha (papMaKOKiHETHKY TaKpOIIMyCy
IUIXOM 3MiHK PyHKLil newinky mifg dac [TTTI]I, 1o moB’si3aHO 3 KJIipeHCOM BipycCy rematuty. Moxe
CIIOCTEepiraTucsl 3HUKEHHS PiBHS TaKPOIIMYyCy B KpOBi, ogHak moTeHian inrioysanus CYP3A4
neskux [1TTI]] MoXKe POTULIATH IIbOMY edeKTy ab0 MPU3BOAUTH [0 MiIBUILIEHHS PiBHS TaKPOIiMyCy
B KpoBi. CyIif KOHTPOJIIOBATH MiHiMasbHi KOHIIEHTpALllil TaKPOIiMyCy B KPOBI Ta, AKII0 HEOOXiAHO,
KOPHUTYBAaTHU 03y TAKPOJiMycCy Oisi 3a0e3neueHHs: 6e3nepepBHOi eeKTUBHOCTI Ta 6e3meKu.

KaHHabidion (iHeibimop P-2aikonpomeiHy): 6ynu MOBiMOMIIEHHS PO IiBUINEHHS PiBHS TaKPOIiMyCy
B KPOBIi IIpX OJHOYACHOMY 3aCTOCYBaHHi TakponiMycy 3 KaHabigionom. Lle moxke 6yTu 1oB’'s13aHO 3
IPUTHIYEHHSIM KHUIITKOBOTO P-TIiKOIpOTeIiny, 1110 MPHU3BOAUTH [0 MifBUILIEHHS 0i0JOCTYIIHOCTI
takpoinimycy. Takponimyc i KaHabigion ciif 3 06epekHICTIO TpU3HAaYaTH OMHOYACHO, YBaXKHO
BifICTEXKYIOYX HasBHICTH OOIYHUX e(peKTiB, KOHTPOIIOBATA MiHiMasbHi KOHIIEHTPAIlil TAKPOJIiMyCy B
KPOBIi Ta, K10 HeoOXifHO, KOPUTYBaTH [03y TaKpomiMycy (ouB. po3ginu «Oco0nuBoCTi
3aCTOCyBaHHS» Ta «Crocib 3aCTOCyBaHHS Ta [LO3U»).

ITputiom sucokux 003 Kanio abo 3acmocysaHHs Kasilizbepizarouux diypemuxkie (Hanpuk.aao,



amisopud, mpuammepeH abo cnipoHOAAKMOH): MoxKe OyTH IOB’sI3aHO 3 TilepKatiemieo abo Moxe
36imbIINTH TPOSIBY BXKe iCHY04Oi rinepkamniemii. Cnig 6yt 06epekHUM IIPU OTHOYACHOMY
3aCTOCYBaHHI TaKpoIiMycy 3 iHIIUMU 3aco0aM¥, SIKi IiIBUINYIOTh PiBeHb KaJlilo B CHPOBATIII KPOBI,
TaKUMU SK TPEMETOIIPUM i KOTPEMOKCa30J1 (TPUMETONPUM/CyTb(paMeTOKCa30J1), OCKiIbKH
TPUMETOIIPUM, K BiloMO, Ii€ K Kasnii30epiraiounii JiypeTuK 3a TUIIOM aMiJIOpUAYy, TOMY
PEKOMEHAYEThCA PEeTEeIbHUI MOHITOPUHT PiBHSA Kasliio B CUPOBATIIi KPOBI.

Bnaug makpoaiMmycy Ha Mmemaboai3m iHwWux Aikapcbkux 3acobis

Takpomnimyc - Bitomuti inribitop CYP3A4, ToMy ofHOYaCcHE 3aCTOCYBAHHS TaKPOIIMYyCy 3
nikapchkuMU 3acobamu, sKi MeTaboni3yoTbcs 3 yyacTio CYP3A4, Moxe BIIMBATU Ha MeTabo1i3M
TaKWX JIiIKapChKUX 3aco0iB.

[lepion HaniBBUBeOEeHHS LIUKIIOCIIOPUHY IIOJOBXYETHCS IIPU ONHOYACHOMY 3aCTOCYBaHHI i3
TakposiMycoM. KpiM TOro, Moxe CIoCTepiraTucs CHHEPTiuHuY edeKT/mogaTKOBUM HePPOTOKCUUHUN
BIIJIUB. 3 IIUX IPUYMH, KOMOiHOBaHe BBEIEHHS IIMKJIOCIIOPUHY i TAaKPOIiMyCy HEe PEKOMEHOYETHCS, a
JIiKapIO CIif POsIBIATA 00epPeXkHICTh TP MPU3HAUYEeHHI TAKPOJIiMyCy allieHTaM, sKi paHimie
OTPUMYBaJIi IUKJIOCIOPHH (IuB. po3ainu «OcobnuBoCTi 3acTocyBaHHA» Ta «CIocib 3acTocyBaHHSA Ta
DO3U»).

IIoBeqeHo, 0 TAKPOJIiMyC MOXKe CIPUYNHUTH MiABUIIEHHS PiBHA (PEHITOIHY B KPOBI.

OCKiTbKM TAKpOIiMyC MOXKe 3MEHIINTH TepaleBTUYHU [ialla30H TOPMOHAa/IbHUX KOHTPAIENITUBIB,
110 3a3BUYall IPHU3BOAUTH 0 30ibIIIEHHS TOPMOHAJIBHOI €KCIIO3UIIil, CIIifi IPOSIBIATH 0COONIUBY yBary
Ta 00€PEXKHICTh IPU NPUMHSATTI PillIeHHS PO METONX KOHTPALEIIil.

IoTenep HeOOCTATHLO iH(GOPMAIlil TPO B3aEMOIil0 MiXK TaKpoJiMycoM i ctaTuHaMu. KniniuHi gani
CBig4aTh Ipo Te, Mo (apMaKOKiHeTHKa CTaTUHIB 3HAYHOIO MipOI0 He 3MIHIOETHCS IIPU OHHOYACHOMY
3aCTOCYBaHHI 3 TakpoiiMycoM. [TOCTigXKeHH Ha TBapyHax [10Ka3aJy, 10 TaKPOoJIiMyC MOXKe
TIOTEHIINHO 3MEHIIUTH KITipeHC i 36ibIIUTH IIepiofl HaliBpo3naay neHTobapbiTany Ta aHTUIIPUHY.

MikogeHonosa Kucaoma

Cnig moTpuMyBaTHCs 00epeXHOCTI TpY epeBeleHH] XBOPHX, SIKi 0IepXKyTh KOMOiHOBaHY Teparliio 3
IIUKJIOCTIOPUHOM (SIKUM BIIJIUBA€ Ha KUIIKOBO-IIEUIHKOBY PELUPKYIALII0 MIKOPEHOI0BOI KUCJIOTH), Ha
TaKpOJIMYC, IKAY HE Ma€ TaKOro eheKTy, OCKIIbKY Lie MOXKe [IPU3BECTU [0 3MiH BIIJIUBY
Miko(deHoI10B01 KHCTOTH. [IpenapaTy, SKi BIJIMBAIOTh Ha KHAIITKOBO-IIE€UiHKOBUY UK MiKOGEHOI0BO1
KHCJIOTH, MOXYTh 3HU3UTHU PiBEHb y IJ1a3Mi KPoBi Ta eheKTUBHICTh MiKO(eHO0JI0BO1 KUCTIOTH. [Ipn
TIepexofii 3 IIMKJIOCTIOPUHY Ha TaKpoJjiMycy abo HaBIaky MoxKe OYTH HOIIIbHUM ITPOBEIeHHS
MOHITOPUHTY TEPaANeBTUYHOT0 ePeKTy MiKO(DEeHOI0BOI KUCIIOTH .

IMyHOCyIIpecaHTH MOXKYTh BIJIMHYTH Ha BiANOBiAb Ha BaKI[MHAaIil0, TOMY IPOBEOEHHS BaKIMHALIil IpU
JiKyBaHHI TakposiMycoM Moxke OyTu MeHII epekTuBHUM. CJIifi yHUKATH 3aCTOCYBaHHS 0CIabIeHUX
JKMBUX BaKUKH (OUB. Po3min «OcoOnMMBOCTi 3aCTOCYBaHHS»).

Oco6.1ueocmi 3acmocyeaHHsi.

3aikcoBaHO IIOMUJIKY IIPU 3aCTOCYBaHHI JTIiKapChKOTr0 3ac00y, y TOMY YKCIIi ITPU BUTIATKOBOMY,
HEHaBMHUCHOMY a00 HEKOHTPOJILOBAHOMY 3aMillleHHi TiKapchKuX (OpM TaKpoIiMycy HeraiHoro abo
IIPOJIOHTOBAHOTO BUBiMbHEHHS. []e MOXKe IPU3BECTH 10 BUHUKHEHHS CEPHO3HUX MOGIYHUX peakilill, y
TOMY YUCJIi BINTOPrHEHHS TPaHCIIaHTaTa, abo iHMKX MoOiYHUX peakii, SKi MOXKYTb OyTH



HaCIigKOM HeloCTaTHLOI abo HagMipHol Ail TakposiMycy. [1alieHTi MOBUHHI OTPUMYBATH OTHY
JIiKapchKy (HOpMy TaKpOIiMyCy 3 BiilIOBIiTHUM IIOAEHHUM PEeXUMOM [I03yBaHHS; 3MiHU Y JIIKApPChKUX
dbopmax abo pexkrMax MOBUHHI BinOyBaTHUCS TiTbKY I peTeIbHUM HarisigoM QaxiBis 3
TpaHCIUTaTalii (muB. po3ninu «Crocib 3acTocyBaHHS Ta [03u» Ta «I106iuHi peakirii»).

TakpomiMyc He peKOMeHIYETLCS 3aCTOCOBYBATH AiTSIM BiKoM MeHIIe 18 pokiB yepe3 oOMexkeHi maHi 3
6e3nekyu Ta/abo eeKTUBHOCTI MOTO 3aCTOCYBaHHS IS 1liei KaTeropil maiieHTiB.

Y mopocnux maIi€eHTiB BifCyTHI KJIiHIYHI faHi OO0 3aCTOCYBAHHS TaKPOIIMYCy IIPOJIOHTOBAHO!L Mil
IIPY BiITOPTHEHHI aJl0TpaHCIIaHTaTa, CTIMKOTO OO JTIKyBaHHS iHIIMMU iMyHOCYIIPECOPaMHU.

IoTenep HeMa€ KIIiHIYHUX JAaHUX OO0 3aCTOCYBaHHS TaKPOJIiMyCy 3 METO0 MPOodilaKTUKU
BiITOPTHEHHS TPaHCIIJIaHTaTa IIPY IepecaakeHHi CepIls.

Y moyaTKOBUM NIOCTTPaHCIJIAHTAL[IMHUY [IE€Pi0L CIIi IPOBONUTH PETYIIPHUN MOHITOPUHT TaKUX
napaMeTpiB: apTepianbHuit THCK, EKI', HeBpoJoTiyHMi cTaTycC i cTaH 30py, PiBeHb ririkeMil HaTIIe,
KOHIIEHTPaIlig eJIeKTPOJIiTiB (0COOIMBO KaJliio), TOKa3HUKHY MTeYiHKOBOI i HUPKOBOI PyHKII],
reMaToJIOTiuHi TOKa3HUKM, KoaryJorpaMa, BU3HauYeHH PiBHs Oiylka y maa3Mi Kposi. I1pu HasiBHOCTI
KJTIHIYHO 3HAYYIIMX 3MiH HeoOXifTHa KOPEKIlis iMyHOCYIIpeCUBHOI Teparrii.

Pe4yoBUHY 3 TOTEHITINHOIO B3aEMOIIEI0

[uribiTopu abo iHmykTopu CYP3A4 crnig ogHOYaCHO 3aCTOCOBYBATH 3 TAKPOJIIMyCOM JIMIIIE TiCIIS
KOHCYJIbTAIlil 3 (haxiBleM 3 TpaHCILJIaHTallil Yepe3 MOXK/IUBICTh JTiKapPChKUX B3A€EMOLIN, Ki MOXKYTh
IIPU3BECTH 10 CEPHO3HUX MOOIYHUX peaklliif, BKII0Yalouu BifTOPrHeHHsS a00 TOKCUYHICTH (IUB.
po3min «B3aemMomist 3 iHIMMMU JTiKapChKUMHU 3acobaMu abo iHImi BUIKW B3aEMOTIN»).

IH2i6imopu CYP3A4

OpHouacHe 3acTocyBaHHA 3 iHribiTopamu CYP3A4 Moxke MigBUILIUTH PiBEHb TAKPOIiMyCY B KPOBi, 110
MO2Ke TIPU3BECTH 10 CEPHO3HUX N0OIYHNX peaKlliil, BK/II0Yaouyu HePOTOKCUYHICTB,
HEUPOTOKCUYHICTh Ta MogoBxKeHHd iHTepBany QT. Ciif yHMKaTH OQHOYACHOTO 3aCTOCYBaHHS
Takposnimycy 3 inribitopamu CYP3A4 (HampuKiag, pUTOHaBIp, KOGilKCTaT, KETOKOHA30I,
iTpakoHa30J1, T03aKOHA30J1, BOPUKOHA30J1, TENMITPOMILIMH, KIIaPUTPOMIIIMH a00 mKo3aMiluH). AKIIo
HEMOXKJIMBO YHUKHYTH, CIIifl 4aCTO KOHTPOIIOBATH PiBeHb TAKPOJIIMYCY B KPOBI IIif HarIsaq0M
CIlelfiajicTa 3 TpaHCIIaHTallil, TOYWHAIOYM IPOTSATOM IMEPIINX KiTbKOX [HIB, /IS IPUBEIEHHS
MO3yBaHHS BifTIOBITHO [0 HEOOXiTHOTO PiBHS [AJIA HMiATPUMKU aHAJIOTiYHOI €KCITO3UIlil TaKPOJIiMyCy.

Cmig TakoX peTenbHO KOHTpomoBaTy QyHKIliI0 HUPOK, EKI, BKmovatouu iHTepBan QT, Ta KTiHIiYHUN
CTaH Talli€HTa.

KopurysaHHS 003U Mae€ 3ajiexkaTH Bifi iHOUBiOya/IbHOL CATYyallil KOXKHOTO MallieHTa. Moxe
3HAMOOUTHUCS HeralHe 3HMKEHHS 103U 0pa3y Ha IT0YaTKYy JIiKyBaHHS (OuUB. po3fin «B3aemofis 3
iHIITMMYM JTiIKapCbKUMHM 3aCo0aM¥u Ta iHIIN BUIM B3aEMOIii»).

AHarnoriyHo, npunuHeHHs mpuiiomy inribitopis CYP3A4 Moxke BIIMHYTH Ha MIBUAKICTH MeTab0ITi3aMy
TaKpOJIIMyCy, III0 MOXKe IIPU3BOOUTHU N0 CyOTepameBTUYHOTO PiBHSA TaKPOJIiMyCy B KPOBi, i TOMy
BHMMara€ peTebHOT0 CIIOCTEePEeKEHHS Ta HaTJIsAy ClielliajicTa 3 TpaHCIIaHTaIllil.

Indykmopu CYP3A4

OpnoyacHe 3acTtocyBaHHA 3 iHOAyKTOpamMu CYP3A4 Moxke 3HU3UTU PiBEHb TAKPOJIIMYyCY B KPOBI,
MOTEHIIINHO MiABUINYIOUYN PU3UK BiTOPTHEHHS TpPaHCIJIaHTaTa. PEKOMEHAYETHCS YHUKATH



OJHOYACHOTO 3aCTOCYBaHHS CUIbHUX iHAYKTOPiB CYP3A4 (Takux sK pudaMminul, GeHiTolH,
kKap6aMa3zermiH) 3 TaKpoIiMycoM. AKII0 HEMOXK/IMBO YHUKHYTH, CJIiJ] 4aCTO KOHTPOJIIOBATHU PiBEHb
TAKPOJIIMyCy B KPOBI ITifi HarIAA0M CIellialicTa 3 TpaHCIJIaHTallil, TOYNHAIYH IPOTATOM IIEPIIUX
KiJIbKOX [IHiB, [/1s1 IPUBENEHHS NO3yBaHHS BiIIOBIIHO 10 HEOOXIMHOTO PiBHA [AJIS MiATPUMKU
aHaJoTiYHOl eKCI03UIlil TaKpoIiMycy.

TakoxX c1if peTeIbHO KOHTPOJIIOBAaTH (PYHKIIiI0 TPaHCIIaHTaTa (IUB. Po3hin «B3aemofia 3 iHIIUMU
JiKapChKUMHU 3acoO0aMu Ta iHIIi BUIM B3aEMOIii»)

AnarnoriuyHo, npunuHeHHs npuiomy ingykropis CYP3A4 MoxXKe BIJIMHYTH Ha MIBUOKICTH MeTabomi3My
TaKpOJIIMYCy, 110 MOXKe IIPU3BOAUTHU 10 CYIIpaTepareBTUYHOr0 PiBHA TaKPOJIIMyCy B KPOBI, 1 TOMY
BHMara€ peTebHOr0 CIIOCTEePEeXKEHHS Ta HaTIsAy ClielliajicTa 3 TpaHCIIaHTaIlil.

P-z2snikonpomein

Cnip goTpuMyBaTHCcs 00epeKHOCTI IpU OAHOYACHOMY 3aCTOCYyBaHHI Takpoiimycy 3 iHribiTopamu P-
TJIKOIIPOTEIHY, OCKIJIbKY MOXKJIMBE TIiIBUILIEHHS PiBHS TaKpoaiMycy. HeoOxigHo peTenbHO
KOHTPOJTIOBATH PiBeHb TAKPOJIiMyCy B KPOBi Ta KJIiHIYHMI CTaH MallieHTa. Moxke 3HagoOUTHCS
KOPUTYBAHHS 03U TAKPOIIMYyCy (OuB. Po3min «B3aemopmist 3 iHImMMYU IiKapchKUMHU 3aco0aMu Ta iHIIi
BUIM B3aEMOIIN»).

Hpenapamu POCAUHHOZ20 NOX00M#CeHHA

[Ipu 3acTOCyBaHHI TAaKPOIIMYCY CIIil YHUKATU IIPUKOMY IIpenapaTiB POCIMHHOTO [T0XOAXKEHHS, 1110
MicTATh 3Bipobiit (Hypericum perforatum), yepe3 pu3uK BUHUKHEHHS B3a€MOIiH, 1110 IIPU3BOMSTE 10
3HUKEHHS PiBHS TaKpOJIiMyCy B KPOBi Ta MOr0 TepaneBTUYHOTO eeKTy (OuB. po3nin «B3aemonis 3
iHIITMIMM JTiKapCbKUMM 3aCo00aM¥ Ta iHIIM BUOM B3AEMOIii»).

Iu1i B3aeMogmil

Cnip yHMKATH OIHOYACHOT'0 3aCTOCYBAHHS IIMKJIOCIIOPUHY i TAKPOJiMyCy Ta 3 00epexKHICTIO
3aCTOCOBYBATHU TAKPOJIMYyC IalieHTaM, SKi paHillle OTpHMYBaJId HUKJIOCIOPUH (IuUB. po3ainu «Crocib
3aCTOCYBaHHS Ta [03U» Ta «B3aemofis 3 iHIIKMHU JTiKapCHbKUMHU 3aco0aMu Ta iHII BUAK B3aEMOIN»).

Takox MoTpiOHO YHUKATH IPUNAOMY IIperapaTiB/IpoAyKTiB, 110 MiCTATh BUCOKY KiJIbKICTh Kasiio, abo
Kajii3bepiraoyux OiypeTukis (AuB. po3min «B3aeMopis 3 iHIMMMY TiKapchbKUMU 3acob6aMu Ta iHIIi
BUHM B3AEMOTIN»).

[Tpu ogHOYACHOMY 3aCTOCYBaHHI TaKpOJIiMyCy 3 JTiKapChbKUMU 3aco0aMy 3 BifoMoI0 He(POTOKCUYHOIO
ab0 HEMPOTOKCUYHOIO [Ii€l0 MOXKe TiIBUIYBaTHCS PU3UK BUHUKHEHHS HE(QPOTOKCUYHUX i
HEeMPOTOKCUYHUX PeakKiii (IuB. po3misn «B3aeMois 3 iHIMMME TiKapChKUME 3ac00aMu Ta iHIII BUOH
B3aEMOJIIN»).

BaknuHarisa

IMyHOCYIIpecaHTH MOXKYTh BITUHYTH Ha BigIOBiIb Ha BaKI[MHALIiI0, TOMY BaKLIMHAIliS MOXKe OyTH
MeHII e(peKTUBHOIO IIPH JIiIKyBaHHiI TakpoiiMycoM. CItify yHUKaTH 3aCTOCYBaHHS XXKUBUX 0CJIabIeHUX
BAKIIVH.

HedpoToKCUUHICTE

TakpoJsiMmyc MoXke TPU3BECTH [0 MOPYIIeHHs QYHKIIII HUPOK V MaIlieHTiB Mics TpaHCITaHTallil.
[MarienTy 3 mopyieHHsM (QYHKIII HUPOK ITOBUHHI TepebyBaTH IIif] peTEeIbHUM HarIsio0M, OCKiTbKU



MOXKe 3Ha0OUTHCS 3MEHIIUTH 03y TAaKPOIiMycy. PU3UK BUHUKHEHHS MOXKe MiIBUIIYBATHUCS TIPU
OJHOYAaCHOMY 3aCTOCYBaHHi TaKpOJIiMyCy 3 JTiKapChbKUMHU 3aco0aMH, II0 BUKITUKAIOTh
He(POTOKCUYHICTh (OUB. po3Min «B3aeMopmist 3 iHIMMMH JTiKapChKUMHK 3ac00aMu Ta iHIIi BUIH
B3AEMO[il»), TOMY CJIil yYHUKATH OMHOYACHOTO 3aCTOCYBaHHS TAKPOJIiMyCy 3 JIiKapCbKUMHU 3aco0aMu,
K1 MaroTh He(pPOTOKCUYHY [i0. fAKII0 HEMOXKJIMBO YHUKHYTH OMHOYACHOI'0 3aCTOCYBaHHS, CIIif
peTenbHO KOHTPOJIIOBATH PiBEHb TAKPOIIMYCYy B KPOBi Ta (QyHKIIiI0 HUPOK, a ¥ Pa3i BUHUKHEHHS
He(POTOKCUYHOCTI PO3TJISHYTH MOXKJIUBICTh 3HUXKEHHS TO3U.

HInyHKOBO-KHIIIKOBI PO3TIanu

Y mati€eHTiB, SKi OTpHMyBaX TaKPOIiMYyC, ITOBiIOMIISAIOCEH ITPO LINYHKOBO-KUIIIKOBI mepdopatiii.
[Tepdopaltiig NITyHKOBO-KUIIKOBOTO TPAKTY € MEOUYHO BazKJIMBUM YCKIagHEHHSM, 1[0 MOXKEe
IIPU3BECTH [I0 CTaHY, SKUM 3arpoxKye KUTTI0. CIlif HeraiHo MMpu IOsBi MiI03pI0BAaHUX CUMIITOMIB ab60
O3HaK [IPU3HAYUTH BifMIOBigHE JIIKyBaHHS.

[Tpu miapei piBeHBb TAaKPOJIiMyCy B KPOBi MOXKe 3HAUHO 3MiHIOBATHCS; IPU BUHUKHEHHI miapel
HeoOXiIHUI peTeIbHUY MOHITOPUHT KOHIIEHTpAllii TaKPOIiMyCy B KPOBI.

[NopymienHs 3 60KY OpraHiB 30py

Y matieHTiB, SKi OTpUMyBaIu TaKPOIiMyc, 3adikcoBaHO MOPYyIIeHHS 3 60Ky opraHiB 30Dy, 10 iHOM]
IIPOTPEeCYBaIX 1O BTPATH 30py. Y OKpeMUX BUNALKaX MOBIIOMIISAIIY IPO BUPIlIEeHHS IUTAHHS 1I0A0
IIepexony Ha aJlbTepPHATUBHY IMyHOCYIIPECUBHY Tepaiito. [1alieHTiB Ciif nonepeguTu mpo
HeoOXiIHICTh MOBIAOMIISITH ITPO 3MiHU TOCTPOTH 30Dy, 3MiHU CIPUUHATTS KOIbOPiB, IOMYTHIHHS 30py
abo mosABy nedeKTiB moJig 30py; B TAaKUX BUMIafKaX PEKOMEHOYEThCS HeTraliHe 00CTeXKeHHS 3
HalpaBJeHHSIM [0 0 TanbMOJIoTa, 3a He0OXiIHOCTI.

CepiieBi 3aXBOPIOBAHHS

Bunagku rineprpodii myHouKiB abo rineptpodii neperopomok cepiis, Ipo SKi MOBigoMIISIOCS SK
PO KappioMiomnaTiio, Bifl3Ha4YamuCcs PifiKo y MalieHTiB, SKi mpuiiManu TakpojiMyc. Y OibIIocTi
BUIIaIKiB rinepTpodis Miokapaa Oyna 060pOTHOIO i criocTepirangacs npy KOHIIEHTPaLisX TaKPOIiMyCy
B KPOBI, ITI0 IepeBUIlyBald MaKCUMaJlbHi peKOMeH0BaHi piBHi. [[0 iHMuUX (akTopiB, 110 MigBUIIYIOTh
pu3UK 11iel mobiyHol Iil, HameXkaTh: HASBHICTD MTOIEPEIHBOT0 3aXBOPIOBAHHS CEPIIS, 3aCTOCYBaHHS
KOPTHKOCTEPOIMiB, apTepianbHa rimepTeH3is, HUPKoBa abo mediHkoBa quchyHKIis, iHdexiii,
rinepBoneMis abo Habpsku. [anieHTaM, SKi MalOTh BUCOKUM PU3UK i OTPUMYIOTh iHTEHCUBHY
iMyHOCYTIpECHBHY Teparliio, f0 i micyis TpaHcIiaHTalil (depe3 3 Micsi i moTim yepes 9-12 Mics1iB)
HeoOximHO mpoBoouTH exokapaiorpadiuauit abo EKI-KOHTPO. AKIIO BUSBISIOTHCS aHOMAJTl, CITif
PO3TJISIHYTU NMUTAHHS [IPO 3HUKEHHS O03U TaKpoJiMycy abo 3aMiHU MpenapaTy Ha iHMmmi
IMyHOCYIIpECaHT.

Takponimyc Moxke nmogoBxkyBaTH inTepBan QT i cnpuuunsatu Torsades de Pointes. Crig
NOTpUMYyBaTUCS 00ePeKHOCTI ITPU 3aCTOCYBaHHI JTiKapChKOT0 3aco0y mnallieHTaM i3 ¢pakTopaMu
pu3uKy nonoBxkeHHA iHTepBasny QT, BKII0Yaloyy NamieHTiB 3 iHAUBINyalIbHUM YU CIIaAKOBUM
nofioBKeHHAM iHTepBany QT, mallieHTiB i3 3aCTiiiHOIO CeplieBOI0 HeNOCTaTHICTIO, OpafiiapuTMi€Ero,
IIOPYIIEHHSAM PiBHS €J1eKTPOoJIiTiB. Takoxk MOTPiOHO mOTpuMyBaTUCS 00€PEeKHOCTI MallieHTaM 3
IiarHOCTOBaHUM ab0 Mim03pI0BaHUM BPOMXKEHUM CHHAPOMOM IomoBxkeHHs iHTepBany QT a6o
Ha0yTuM monoBxkeHuM iHTepBasioM QT Ta marmieHTaM, SKi OMHOYACHO MPUMMAaIOTh JIiKapChKi 3acobu,
110 TOJOBXKYIOTH iHTepBas QT, BK/I0YaOuu OPYIIEHHS PiBHS €JIEKTPOJIITIB YU BijoMe MiBUILEHHS
PiBHST €NIEKTPOJIITIB (OUB. po3min «B3aeMomist 3 iHIMMMY JTiKapChKUMHU 3acobaMy Ta iHII BUIH
B3aEMOJIiN»).



JlimdonponidhepaTuBHi 3aXBOPIOBaHHS Ta 310SKiCHi HOBOYTBOPEHHS

Y namieHTiB, SKi JIiKyBaJIKuCSa TaKPOJIiMyCOM, MOXKJIMBUAYU PO3BUTOK NMOCTTPAHCIIAHTALIMHUX
nimpornpommidhepaTuBHux 3axBopioBansb (I1TJI3), acouiitoBanux i3 Bipycom Enmreiita-bapp (EBV) (nus.
po3min «ITo6iuHi peakiii»). IIpu ogHOYACHOMY 3aCTOCYBaHHI iMyHOCYIIPECOPIB 3
AHTUIIMQOLUUTAaPHUMHU aHTUTINaMHU (TaKUMU K Gas3unikcumal, Jakiidymal) migBUIMYETBCS PU3UK
BuHukHeHH [1TJ13, aconiioBanux i3 EBV. Takox € BifoOMOCTi PO MiABUINEHHS PU3UKY BUHUKHEHHS
nimMdomnpomidhepaTUBHUX PO3afiB y mamieHTiB 3 HeraTuBHUM EBV-VCA (BipycHuU#l KancugHum
aHTUreH). ToMy mepeq IpH3HauYeHHSIM TaKPOJIMYCY Iii TPYII CJIif TPOBECTH CEPOJIOTidHE
nocnigxkeHHs Ha EBV-VCA. TIpoTsarom nikyBaHHSI peKOMEHIY€ETHCS IPOBOAUTHU PETENIbHUMN
mosniTopunr EBV 3a gomomororo nonimMepasHoi nanirorosoi peakiiii (ITJIP). ITosutusaa EBV-IIJIP
MOKe 30epiraTucs mpoTIroM MIcCsIliB i caMa 1o co0i He € cBiguenHsM I1TJI3 abo mimdomu.

4K i gns iHIMX CUNTBbHUX IMYHOCYIIPECUBHUX IIPENapaTiB, pU3UK BUHUKHEHHS BTODUHHOTO PaKy
HeBimomui (muB. po3min «ITo6GiuHi peaxiii»).

4K i gns IHIKUX IMYHOCYIIPECUBHUX IIpelaparTis, y 3B'3Ky 3 IOTEHI[INHUM PU3UKOM BUHUKHEHHS
37I0SKiCHUX HOBOYTBOPEHB IIKipu He0OXimHO 00MeXKyBaTH BIIJIUB COHSYHOTO CBiT/Ia Ta
ynbTpadioneTOBOro BUNIPOMIHIOBaHHS, CIIiJ] HOCUTH 3aXUCHUY OIAT Ta BUKOPUCTOBYBATU
COHI[e3aXUCHUU KPEM 3 BUCOKUM (HaKTOPOM 3aXHUCTY.

[HdeKIIil, BKII0Yal0Yy ONOPTYHICTUYHI iHbeKIIil

Y mauieHTiB, fKi OTpUMYyBaJy iMyHOCYIIPECAHTH, Y TOMY YMCJIi TAKPOJIIMYC, iCHY€E MiABUILIEHUN PUSUK
BUHUKHEHHS OMOPTYHICTUUHUX iHGeKIiN (6aKTepianbHUX, IPUOKOBUX, BipYCHUX Ta MIPOTO30MHUX),
0co0NIMBO TakKUX SIK HedpomarTisi, 3ymosneHa BK-Bipycamu, i mporpecyioda MynbTuhOKaIbHA
nerkoeniedanomnaris (ITMJT), 3ymoBneHa JC-Bipycamu. ITallieHTH TaK0XK MalOTh IMiABUIIEHUN PU3UK
BUHUKHEHHS BIDyCHUX rellaTUTIB (HalpUKJIa[, peakTUBallisd Ta HOBe iH(piKyBaHHS renatutamu B i C,
a TakoX renatutoM E, AKuil MoXkKe nepeiTu y XpoHiuHy dhopmy). Li iHeKIil yacTo moB’g3aHi 3
BHCOKHUM 3arajbHUM iMyHOCYIIDECUBHUM HaBaHTaKEHHSIM i MOXYTh IPU3BOJUTH 10 CEPHO3HUX a0
JleTalbHUX HACIIAKIB, 110 CIifl OpaTH OO yBaru JikKapsM IIpU IPOoBefeHHi AudepeHIiaabHOl
[iarHOCTUKH y TAallieHTiB 3 0cnableHuM iMyHITETOM IIPU MOPYIIeHHi GyHKIIil HUPOK abo0 mosgBi
HEBPOJIOTiYHUX cuMITOMIB. [IpodinakTuka Ta TiKyBaHHS [IOBMHHI BilIOBiIaTH HaJIeXKHUM KITiHIYHUM
PEKOMEHOAITiIM.

CungpoM 3amHbol 000poTHOI eHIledanonaTii (PRES)

4K mOBiIOMIIANOCS, Y ALi€HTIB, SIKi 3aCTOCOBYBaIM TaKPOJIiMyC, PO3BUBAETLCS CHHOPOM 3aJHBO1
obopoTHoi ennedanomnatii (PRES). fkiuo y naifieHnTis, ki mpuiiMaoTh TaKPOIiMyC, Bif3HAYaI0ThCS
cumnromu PRES, Taki gk ronoBauit 6inb, 3MiHN ICUXIiYHOTO CTAHY, CYIOMU Ta IOPYILIEHHS 30PY, CIIifg
IIPOBOAUTH BigIOBiAHI AiarHOCTUYHI mpouenypu (Hanpukiag MPT). IIpu miarHoCcTyBaHHI CHHAPOMY
PRES Heo6ximHO HeraHo MPUIUHUTH CUCTEMHE 3aCTOCYBaHHS TaKPOJIIMYCy, IIPOBECTH afleKBaTHUMN
KOHTPOJIb PIBHSA apTepiaJibHOr0 TUCKY 1 ITOSIBU CYAOM. BiNBIIiCTE IAI[ieHTIB IOBHICTIO OAYXKYyBaIu
IIiCNsI IPOBEeEeHHS BiAMOBIAHOTO TiKyBaHHS.

Bunanku iCTUHHOI epUTPOIUTAPHOI ama3il

Y matlieHTiB, SKi 3aTCOCOBYyBaM TaKpOJIiMyc, 3ahikCcoBaHO BUMAOKM iCTUHHOI €PUTPOLMTAPHOI amnasil
(IEA). V Bcix nanieHTiB ciocTepiranucs gpakropu pusuky IEA, Taki sk indexuis mapsosipycy B19,
HasIBHICTh OCHOBHOT'O 3aXBOPIOBaHHS ab0 OMHOYACHUYM IIPUIOM JTiKapChKUX 3ac00iB, OB’ 3aHUX 3
[EA.



Oco06IuBi TPy MAITIEHTIB

IcHye 0OMexXeHMM KITiHIYHUM [OCBi[ 3aCTOCYBaHHS IIpelapaTy MallieHTaM HeEeBPOIIEOiAHOI pacH i
nalieHTaM 3 MiABUIIEHUM PU3UKOM iMyHOJIOTiYHUX MOPYIIeHb (HallpuKiIaz IPU peTpaHCIIaHTallil,
HasBHOCTI ITaHeJIi peaKTUBHUX aHTUTiN, PRA).

[TarienTaM i3 TSXKKUM ypazKeHHSIM IMe4iHKN MoxKe OyTH HeoOXifHe 3HUKEHHS O03U (OUB. PO3Min
«Croci6 3aCcTOCYBaHHS Ta HO3U»).

[TonOMiXKHi peYOBUHU

Lle#t mikapchbKu# 3acib MicTUTH JTakTO3y. [lallieHTaM i3 pifKiCHUMU CIIafKOBUMU 3aXBOPIOBAHHSMH,
IIOB’SI3aHUMU 3 HETIEPEHOCHMICTIO TaJIaKTO3H1, 3arajIbHOI HEeNOCTATHICTIO JakTa3u abo Maibabcopoiii
TJTII0KO3U-TAJIaKTO3U He CJIifl 3aCTOCOBYBATU JAaHUMU JIiKapChbKUM 3acil.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
BariTHicTb

Iani mpu 3acTOCYBaHHi JIiKapChbKOT0 3aco0y MIOAAM ITOKa3yIOTh, 1[0 TAKPOJIIMYC IPOHUKAE Yepes
nnaneHTy. OOMesKeHi JaHi pelUIieHTiB Mic/Is TpaHCIIaHTallil OpraHiB IOKa3yloTh BiICYTHICTh
MOKa3iB iCHYBaHHS MigBUIIEHOT0 PU3KUKY BUHMKHEHHS IOOIYHMX peakIliil Ha mepebir i Hacmigok
BariTHOCTI IIpYU 3aCTOCYBaHHI TAKPOJIIMYyCY MOPiBHAHO 3 iHIIMMU IMYHOCYIIPECUBHUMU JIIKAPCHKUMU
3acobamu. OpHak Oy/iK 3ape€eCcTpoBaHi BUMaAKU CIIOHTAHHOTO abopTy. [loTemep BigcyTHi iHmIi
BifIMOBiAHI emigemionoriuyxi gaxi. JIikyBaHHS TaKpOJIiMyCOM BariTHUX KiHOK MOXKHa AONYCKaTH JIMIIe
y BUIIa[IKaX, KOJU BifCyTHs Oe3neyHilia anbTepHaTUBa i KON 04iKyBaHA KOPUCTH [AJIA MaTepi
BUITPABMIOBYE IMOTEHIIIMHUN PU3UK [JIg IJI01a. 3 METOI0 BUSBIIEHHS MMOTEHIIMHUX MOOIYHUX peakKIrii
TaAKPOJIIMyCy PeKOMEHAYEThCS KOHTPOIIOBATH CTaH HOBOHAPOIXKEHUX, MaTepi SKUX IIif yac
BariTHOCTi MpuKMay TaKpoJiMyc (0COOIMBO CTaH HUPOK). ICHY€e pU3UK BUHUKHEHHS IepeqdacHux
noJioriB (< 37 TuxkHiB) (dacToTa 66/123 HapomxkeHHs, ToO6TO 53,7 %; IpoOTe, [aHi I0Ka3yBaH, 110
OinbIIicTE HOBOHAPOOKEHUX ITPU HAPOIKEHHI Maii HOpMaJlbHY Macy Tila [AJisg iX recTalliifHoOro BiKy),
a TaKOX iCHy€ PU3UK IOSIBYU TillepKastieMil y HOBOHapoaxKeHoro (d4actora 8 3i 111 HOBOHapoaKeHUX,
T0OTO 7,2 %), IKa, OMHAK, CAaMOCTiltHO HOPMaJli3yeThCs.

Y mocnimkeHHi Ha ITypax Ta KpOJIsiX TaKpoJiMyC CIPUYUHSIB NIPOsiBY eMOpiodeTanbHOI TOKCUUYHOCTI
IIpU 3aCTOCYBaHHI y 003aX, gKi BUKJIMKaJIU TOKCUYHUY BIJIUB Ha MaTePUHCHKUY OpraHi3M.

DepTUIBHICTD

Y mypiB Bif3Ha4aBCs HeTaTUBHUU BIINB TAKPOJIIMyCYy Ha 40JI0Bi4y (hePTUIbHICTh, 3HUKEHHS
KiJIbKOCTi CIIepMaTO30i1f1iB Ta IX PyXJIUBOCTI.

[Iepion rogyBaHHSA TPYOOI0

[laHi TOKa3yo0Th, 10 TAKPOJIIMYC IPOHUKAE ¥ TPyAHE MOI0KO. OCKITbKY BUK/IIOYUTH HECIPUSATINBUN
BILIMB TAKPOJIiMyCy Ha HOBOHAPOIXKEHOT0 HEMOXKJIMBO, KiHKaM, AKi IPUMMal0Th TaKPOJIIMYC, CIIif
IIPUIIMHUTYA TOAYBaHHS T'PYLLIO.

30amuicmb enaueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu



MexaHiamamu.

TakponiMyc MoXKe CIPUYMHUTH 30POBi Ta HEBPOJIOTiYHI po3j1agu, 0COONIMBO y TTOETHAHHI
TAKPOJIIMYCY 3 aJIKorojeM. BificyTHI qocnifKeHHs BIJIUBY TaKPOJIIMyCy Ha 30aTHICTh KEPyBaTH
aBTOTPaHCIOPTOM abo MpaloBaTH 3 iHMKUMU MeXaHi3MaMHu.

Cnoci6 3acmocyeaHHss ma do3u.

EnBapcyc - mikapcbka opMa TakposiMycy, sika 3aCTOCOBYETHCS mepopasbHo 1 pa3 Ha mo0y. Tepamis
TaAKPOJIIMyCOM BHMara€ PeTeIbHOr0 KOHTPOJIIO IIePCOHAJy, 110 BOJIOAIE BiAMIOBIgHOIO KBamidikali€o i
Mae y Po3MopsiKeHHi BignoBigHe oOnafgHauHs. Llei mikapcbkuit 3acib6 MOXKYyTh IpU3HavaTH i
BHOCHUTH 3MiHHU y KypC iMyHOCYIIPECUBHOI Teparlii, II[0 IPOBOOUTLCS, TiMbKHU JIiKapi, SKi MaloTh HOCBIif
IIPOBEIeHHS iMyHOCYTIPECHBHOI Teparlil Ta JiKyBaHHS MAalli€HTiB3 IepecagKeHUMU OpraHaMu.

Pi3ui mepopanbHi GopMu TaKpoJiMycy He CIlif 3aMiHIOBaTH 0€3 KIiHiYHOT0 HaTIsAdy.

BunankoBa, HeHaBMKCHa a60 HEKOHTPOJIbOBaHa 3aMiHa ITepopabHUX JIiKapChKUX (HOpM IIpenaparty 3
Pi3HUM BUBITBHEHHSIM € HeOe3meuHo1o. [le Moxe MPUBECTH 0 BifTOPTHEHHS TPaHCIIaHTaTa abo
30inbINIeHHS BUMAMKiB MOOIYHUX peakiliii, y TOMY YKCJIi HeIOCTaTHhOi abo HaAMipHOi iMyHOCYyTIpecii, y
3B’43KY 3 KJIIHIYHO 3HAUYIIUMU BiIMiHHOCTSIMHU Y CUCTEMHOMY BILIUBI TakposiMycy. [TanienTu
IIOBHHHI IOTPUMYBATHCS PEXKUMY 3aCTOCYBaHHS OfHi€l TiKapChKol GOpPMU TaKpOJiMyCy 3
BiTIOBigHUM IIOJeHHUM I'padhikoM N03yBaHHS; IPU LIbOMY 3MiHHU JTiKapChKoi popMu abo pexrumy
3aCTOCyBaHHS ITOBUHHI BinOyBaTUCS TiNTbKY Iifi peTeIbHUM HarIsigoM (axiBlig 3 TpaHCIIIaHTallii
(ouB. po3minu «Ocob6auBOCTI 3acToCcyBaHHS» Ta «I100iuHi peakirii»). [Ticns nepeBefeHHs Ha OyOb-IKy
anbTepHATUBHY JTiKapCchKy GopMy HeOOXiZHO KOHTPOJIIOBAaTH KOHILIEHTPAIIiI0 TAKPOJIiIMyCY y KPOBi i
IIPOBOAMTY KOPEKIIiI0 NO3U IIpenaparty AJid MiATPUMKH CUCTEMHOL eKCIIO3UIIil TAKPOJIiMyCy Ha
aleKBaTHOMY DPiBHi.

Cnocib 3acToCcyBaHHS

PekomeHngoBaHi MOYaTKOBI 1034, IIPEACTaBIeHI HUX4Ye, € OPIEHTOBHUMU. Y MOYATKOBUHU
nicnsionepalivHuy Iepion TaKpoJIiMyC 3a3BUYal CJIif 3aCTOCOBYBATA OOHOYACHO 3 IHIIUMU
iMyHOCYTIpECHBHUMHU TIpelapaTaMu. [103y MOXKHa 3MiHIOBAaTH 3aJIe3KHO Biff 00paHOl
iMyHOCYTIpeCHBHOI Tepartii.

Io3yBaHHS IIOTPiOHO BCTAHOB/IIOBATU HacaMIlepe/ Ha OCHOBI KITiHiYHOI OLiIHKY PU3UKY BiITOPTHEHHS
Ta iHOUBiOYyaIbHOI TePEeHOCUMOCTI JTiIKapChKOT0 3aco0y, a TaK0XK 3BaXKarouu Ha HaHi MOHITOPUHTY
PiBHS TAKpoOJiMyCy B KPOBi (OuB. HUXK4Ye «TepaneBTUYHUIM MOHITOPUHT JIiKapChKOT0 3aco0y»). [Ipu
0SBl KJTiHIYHUX O3HAK BifTOPTHEHHS CIIiJ PO3T/ISHYTH NUTAaHHS HeOOXiTHOCTI IPOBeAeHHS KOPeKIIil
pexXuMy iMyHOCYIIPECUBHOI Teparlil.

OCKinIbKH TAKPOJIiIMyC € PEYOBHUHOI 3 HU3BKUM KJTiPEHCOM, KOPUTYBAHHS PEKUMY HO3yYBaHHS
npernapaTty EHBapcyc Moxe 3aiHSITH KilTbKa OHIB 10 MOCSATHEHHS PiBHOBAXKHOI KOHIIEHTpALIii.

g npodinakTuKy BiITOPTHEHHS TPaHCIIaHTaTa CTaH iMyHOCYIpecil HeoOXigHO MOCTINHO
HiITPUMYBaTH; OTKe, TPUBAJCTh Teparii oOMexkeHa.

IIponyuierna 0o3a

[Tponymeny no3y HeoOXigHO MPUMHATH SKOMOTa IIBUAIIE ¥ TOM caMuil feHb. He ciip npuiimatu
IIOMBIMHY [03y HACTYIIHOT'O OHS.



IIpodisakmuka 8i0mopeHeHHA MPAHCN/AAHMAMd HUPKU

Tepamito npenapaTtoM ExBapcyc cniif po3nourHaTy 3 fo3u 0,17 Mr/kr/no0y ofuH pa3 Ha fo0y BpaHIIi.
[IpuitoM npemnaparty Ciif po3Mo4YrHaTH Yyepe3 24 TOOUHY MiCIIs OIlepPaTUBHOTO BTPyYaHHS.

Y nicnsgoneparniiauil nepion fo3u npenapaty EEBapcyc, K IpaBuio, 3HUXKYIOTh. [licnsonepauiiai
3MiHU CTaHy IallieHTa MOXYTh 3MiHUTH (hapMaKOKiHETHKY TaKpOJIiMyCy i 3yMOBUATHU HEOOXigHICTh

IMOoOaJIbIINX KOPUTYBAHL JO3HU.

IIpogisakmuka si0mopeHeHHA MPAHCN/AAHMAMd NevyiHKu

Tepamito npenapatom ExBapcyc criif po3noyrHaTy 3 fo3u 0,11-0,13 Mr/kr/mo0y oguH pa3 Ha #o0y
BpaHLi. [Ipuiiom mpemapaTy Ciif po3MoYnHaTH Yepel 24 TOOUHM IIiC/sA OepPaTUBHOTO BTPyYaHHS.

Y nicnsgoneparnivHuil nepion fo3u npenapaty EEBapcyc, K IpaBuio, 3HUXKYIOTh. [licnsonepauniiai
3MiHM CTaHY MallieHTa MOXKYTb 3MIiHUTH (apMaKOKiHETUKY TaKPOIiMyCy i 3yMOBUTH HEOOXigHICTE
IIOMAJIbIINX KOPUTYBaHb JO3MU.

KoHeepcia nauienmis, ki nputimaau IIpoepag abo Adsazpap Ha EHeapcyc

EnBapcyc He € B3a€MO3aMiHHUM IHIIVMY HassBHUMU IIpernapaTaMy, 10 MICTATh TaKPOIiMyC
(HeraHOTO BUBiIbHEHHS a00 IPOJIOHTOBAHOI [Iil), B OMHAKOBHUX H03aX.

[TepeBeneHHs MallieHTIB MiCNIs TPaHCIUIaHTAllil alO0TpaHCIIaHTaTa, 3 Ipenapaty IIporpad
(HeralHOTO BHBiNTbHEHHS) 2 pa3u Ha o6y abo AxgBarpad (1 pa3 Ha mo6y) Ha EHBapcyc onuH pa3 Ha
no0Oy, BUMarae 3MiH y CIIiBBiHOIIIEHHi 3araibHOi 000B0O1 mo3u 1:0,7 (Mr:MT), a OTKe HmigTpUMyloda
nosa mpenapaty ExBapcyc nosunHa O6yty Ha 30 % MeHIIOo0 Bif no3 npemnapartiB [Tporpad abo
ApBarpad. Jlikapcbkuit 3aci6 EHBapcyc i 3acTOCOByBaTH BPAHII.

Y cTabinpHUX NallieHTiB, KOHBEPTOBAHUX i3 Ipenaparis, 0 MiCTATh TAKPOJIiMyC HETalHOTO
BUBiNbHEHHS (2 pa3u Ha f00y) Ha ExBapcyc (1 pa3 Ha moby) y cmiBBigHomenHi 1:0,7 (Mr:Mr)
3arasibHol o60BOI 103H, CepeHs CUCTeMHa eKCIo3ullis Takponimycy (AUC,,,) Oyna cxoxa 3
JIiKapCchKO0 (POPMOI0 TaKPOJIiMyCy HeTalHOT'0 BUBiNTbHEHHS. CIIiBBigHOIIEHHS MiX MiHiMalTbHUMU
piBHAMHU Takpoiimycy (C,,) i cucteMHow ekcno3uuieio (AUC,,,) Ipu npuroMi npenapaty EHBapcyc
Oynu cxoxXi 3 TAaKpPOJIiMyCcOM HeraHOTO BUBi/IbHEHHS. [JOCifI?KeHb Ha MallieHTaX, IepeBeNeHuX 3
npemnapaty AnBarpad Ha EHBapcyc He TPOBOAMIOCE; IPOTE, AaHi, OTpUMaHi A1 3MOPOBUX
noOpOBOIBLIIB, TOKa3aii ONHAKOBY IBUAKICTh KOHBEPCI], 110 i Tpu KoHBepcii 3 mpenapaty [Iporpad
Ha EnBapcyc.

[Tpu nepexoni 3 mpemnaparis, 10 MiCTATh TAKPOIiMyC HerallHOTO BUBiIbHEHHS (Hanpukiapn [Iporpad,
Karcynu) abo 3 mpenapaTy AgBarpad, Karcysu IpoJIoHroBaHoi mil, Ha ExBapcyc, MiHiManbHi piBHi
CJIifi BUMIipIOBATH [0 KOHBEPCIil Ta MPOTATOM 2 THXKHIB IiC/IsA KOHBepCil. [103y Cilig KOpUryBaTu Ojis
MiATPUMKM OOHAKOBOI CHCTEMHOI eKCIo3utlii micys mepexony. Criif 3a3Ha4YUTH, 110 YOPHOIIKipUM
malfieHTaM MoxKe 3HafmoOuTHCs OiNbIl BUCOKA [103a [JIS HOCSATHEHHS LiTbOBUX MiHiMaTbHUX PiBHIB.

ITepexid 3 UWUKAOCNOPUHY HA MAKPOAIMYC

Cnipg goTpuMyBaTucs 00epeKHOCTI IIpu IepeBefieHHi malieHTiB 3 6a30B01 Teparlil HXKI0CIIOPHHOM Ha
6a30By Tepariio TakposiMycoM (IuB. po3ainu «OcobnMUBOCTI 3aCTOCYBaHHSA» Ta «B3aeMopis 3 iHIMMU
JiKapChbKUMU 3aco0aMu Ta iHIII BUAU B3aeMOfil»). He pekoMeHyeThCSI 0OgHOUYACHE 3aCTOCYBaHHS
IIMKJIOCIIOPUHY Ta TakKposiMmycy. Teparmito EHBapcycoM HeoOXigHO PO3MOYMHATH IIiCIIs BU3HAUYEHHS
KOHIIEHTpaIlil IMKJIOCIIOPUHY B KPOBi Ta aHalli3y KIiHIYHOT0 CTaHy mallieHTa. [Iepexin cimig BigKnacTu
IIPU HaSIBHOCTI IigBUIIIEHOT0 PiBHA LUKJIOCIOPUHY B KpOBi. Ha nmpakTuLi Teparmis TakpoaiMycom



MIOYUHAETHCA depe3 12-24 roguHu Mmicas NPUIUHEeHHS 3aCTOCYBaHHS IUKIOCIOPUHY. [Ticnsa
Iepexony peKOMeHAYEThCSA KOHTPOIBATU PiBeHb LIMKIOCIIOPHAHY B KPOBi, OCKiJIbKY MOKJIMBUM BILJIVB
Ha KJIipeHC LIUKJIOCIIOPUHY B KPOBI.

ﬂiK}ZBaHHﬂ BiOTHOQZHeHHﬂ aiompdaHcnadaHimama

3 METOI0 KYIIipyBaHHS BiITOPTHEHHS TPaHCIIJIaHTaTa PEKOMEHYIOThCS TaKi IMigXomu: MigBUIIEHHS
[03U TAKPOJIIMYCY, IIOCUJIEHHS Tepallil KOPTUKOCTepoigaMu, KOPOTKi KypCcH Teparlil MOHO-
/TIOMIIKJIOHAIbHUMY aHTUTIsIaMuU. [1pyM BUHUKHEHHI 03HaK TOKCUYHOCTI TaKpPOJIIMyCy, HallpUuKJaz
TSIKKMUX TOOIYHUX peakilivt (muB. po3min «[Tobiuni peakirii»), Moxe 3HaMOOUTHCS 3MEHIIIEHHS NO3U
TaKpoJIiMyCy.

JIiky8aHHA 8i0MOp2HeHHA dA10MPAHCNAAHMAmMa HUPKU abo neyviHku

Ins mepexofny Bif iHIIMX iMyHOCYTIpecuBHUX 3ac00iB Ha TakpojiMyc 1 pa3 Ha no0y, JiKyBaHHS CIIif
PO3MOYMHATH 3 IOYATKOBUX II€POPAIbHUX [03, 110 PEKOMEHAYIOTHCS OIS IPOQITaKTUKY
BiITOPTHEHHS TpaHCIJIaHTaTa IIPU TPaHCIJIaHTallil HUPKYU ab0 MediHKU BifIOBifHO.

Tepaneemuy4Hull MOHIMOPUH2 AiKAPCbKO20 3ACO0Y

Bubip no3u Mae 6a3yBaTuCs Ha pe3yiabTaTaX KJIiHIYHOI OIIHKK PU3UKY BiITOPTHEHHS Ta
IIePEeHOCUMOCTI ITpenapaTy KOXKHUM IHAUBINyaIbHUM IIal[leHTOM 3a AOIIOMOI'0I0 MOHITOPUHTY PIiBHIB
TaKpOJIIMyCy B HEPO3Be[leHil KPOBI.

s BuOOpy ONTHMabHOI HO3H CJIifi BAKOPHUCTOBYBATH KillbKa METO/IiB BU3HAUEeHHS KOHIIEHTpallil
TaKpOJIiIMyCy B LiNbHiN KpoBi. [[0piBHSAHHS pe3yIbTaTiB MOHITOPUHTY, ONy0JIiKOBaHUX y JIiTEpaTypi, 3
pe3ynbTaTaMy MOHITOPUHTY B OKpeMill KJTiHilli HeoOXigHO 3OifiCHIOBATH 3 ypaXyBaHHSIM
3aCTOCOBYBAHOT0 METOMY BU3Ha4YEHHS KOHIIEHTPALlil TaKPOIIMyCy B KPOBi. Y CydacHid KIiHIYHIN
IIPaKTHUIIl PiBHI TAKPOJIIMYCY B KPOBI KOHTPOJIIOIOTHCSA IEPEBAXKHO 3a AOIIOMOT00 METO/iB
iMmyHoaHanizy. Kopensiis Mix MiHiManbHUM piBHEeM KoHIeHTpallil (C,,) i CHCTEMHOI0 eKCII03HUIIi€l0
(AUC,,,) TakpomniMycy B KPOBi He BiIpi3HSAIOTLCS MiX JTiKapChKUMU (HOpMaMH 3 HETaWHUM i
IIPOJIOHOBaHUM BUBIJILHEHHSAM.

Y nocTTpaHCIIaHTaL[iiHUY IIePiof CJIifi KOHTPOJIIOBAaTH MiHIMalIbHUY PiBEHb TAKPOJIIMYCy B KPOBI.
MiHiManpHUY PiBEHb TAaKPOIIMyCy B KPOBi IOTPiOHO BU3HaYaTH NPUOIKU3HO Yepe3 24 TOOUHY MiCIIsS
IIOYaTKY IIPUUOMY JO3U IIpenaparty lepef IpUioMOM HACTYIIHOL HO3U. Y MepIli ABa TUXKHI Hics
TPaHCIJIaHTallll pPeKOMEHIY€EThCS YaCTilli KOHTPOJIb MiHIMaIbHOTO PiBHS TAKPOIIMYCy, @ IOTiM, ¥
mepion MigTPHMYIOUOl Teparllil, - mepiogUYHUN MOHITOPUHT. TepaneBTUYHUM MiHiMaIbHUM PiBEHD
TAKpOJIiIMyCy B KPOBi CJTiff 0COONIMBO PETEIHhHO KOHTPOJIIOBATH ITIiCIIs TePexofy 3 IIpenaparis 3
HeraHUM BUBIJIbHEHHSM Ha IMpenapaTy IPOJIOHT0BAaHOI0 BUBIIbHEHHS, 3MiHU 003U, 3MiHU
iMyHOCYTIpeCHUBHOT0 pexkuMy abo micis CyMiCHOTO 3aCTOCYBaHHS 3 JIiKapCbKUMU 3aco0aMu, 110
MOXKYTb BIJIMHYTH Ha KOHIIEHTpPAIlil TAaKPOJIiMyCy B HepO3BeeHiil KpoBi (OuB. po3nin «B3aemonis 3
iHIMMMY TiKapchKUMU 3aco0aMu Ta iHIII BUOM B3a€MOili»). YacToTa MOHITOPUHTY PiBHS TiKapChKOI0
3aco0y BU3HAYAEThCS KIiHIYHOI0 HeoOXigHicTI0. OCKimbKM TaKpOJIiMyC € PEYOBHHOI 3 HU3bKUM
KJIipeHCOM, [IJI IOCATHEHHS PiBHOBaXKHUX KOHIIEHTPAIliM TaKPOJIiMyCy B KPOBI Iic/isi KOpeKIii 4o3u
npemnapaTty EHBapcyc Moxe 3HafoOUTHUCS KilbKa [HIB.

3rigHo 3 JAaHUMMU KJTiIHIYHUX [OCHiXKeHb, Y OilbIIOCTI BUMAMKIB JTiKyBaHHS MAI[iEHTIB € YCIIIIHUM TIPU
MiHiMaNbHUX PiBHSAX TaKpoJiMycy B KpoBi Huxk4Ye 20 Hr/min. [Ipu iHTepnpeTaliii JaHux III0[0
KOHIIEHTPaIlil IpenapaTy y Hepo3Be[eHiil KpoBi He0OXigHO BpaXOByBaTH KJIiHIiUHUM CTaH Malli€HTa. Y
KJTiHIYHI} TPaKTUIl IPOTATOM PaHHBOTO IEPiofy Mic/Is TpaHCIIAHTAllll MiHiMasbHi PiBHI IpemnapaTty
B HEPO3BeEeHil KPOBi 3a3BUYall KOJIUBAINUCS ¥ Mexkax 5-20 HI/MJI y MAIi€HTiB Micd TpaHCIJIaHTallil



HUPKY Ta 5-15 HI/MJ Iif Yac mopmabInol MATPUMYI040l Teparril.

Ocobausi epynu nauieHmis

ITayienmu nimHb020 8iKy (> 65 pokis)
Ha manuit MOMEHT HEMa€ JO0Ka3iB TOTO, 10 MalliEHTaM JIiTHBOTO BiKY IOTPiOHE KOPUTYBAHHS IO3U.
ITeyiHkoB8a HedocmamHicmb

V marnieHTiB i3 TSKKOI0 IMeYiHKOBOIO HEIOCTATHICTIO MOXKe OyTH HeOOXimHUM 3HUKEHHS J03H [JIs
MiOTPUMKHU MiHIMaJIbHOTO PiBHS TAKPOJIIMYCy B KPOBi ¥ MeXaX peKOMEH0BaHOT 0 TEPAIleBTUYHOT 0
fiarna3oHy.

Hupkosa HedocmamHicmb

OckinbKu GYHKIIiS HUPOK He BIJIMBA€ Ha papMaKOKiHETUKY TaKpOJiMycy, HeoOXimHICTh y KOPeKIIil
mo3u BigcyTHS. [IpoTe, ¥ 3B’93Ky 3 HE()POTOKCUYHUM IIOTEHIaJIOM TaKpOJIiMyCy, PEKOMEHI0BAHO
3[iCHIOBATU PeTEeIbHUY MOHITOPUHT (PYHKINI HUPOK (BKJTI0Ya0uu KOHIIEHTpAllil0 KpeaTUHIHy B
CHPOBATIIi KPOBi, pO3paxXyHOK KJIIpEeHCY KpeaTUHIHy Ta MOHITOPUHT Hiypesy).

Paca

[TamienTaM HerpoigHOl pacH AJis JOCATHEHHS aHaAJOTiYHUX MiHiMalIbHUX KOHIIEHTPAIill TaKpOIiMyCy
y IJ1a3Mi KpOBi MOXKYTh 3HaH0OUTHUCS GiNTbII BUCOKi MO3U TAaKPOIIMYyCy ITOPIiBHSIHO 3 €BPOIIEOiMHOI0
pacomw. Y paMKax KIiHIYHUX JOCIIiAKeHb MallieHTiB IepeBOAUIN 3 IpuiioMy Ipenaparty [Iporpad, osa
pasu Ha no0y, Ha EnBapcyc, y cuiBBigHomeHnHi 1:0,85 (Mr:mr).

Cmamb

BigcyTHi mokaswu, 1110 maIrieHTaM 40JI0Bivoi i KiHo4oi cTaTi HeoOXigHi Pi3Hi 103U mpemaparTy ams
INOCATHEHHS aHaJIOTIYHUX MiHIMaJbHUX KOHIIEHTPALIY y I1j1a3Mi KPOBI.

Memood 3dCMOCYBAHHA

EHBapCyc € MiKapchKo (GOPMOI0 TAaKPOIIMyCy sl IEPOPAbHOTO 3aCTOCyBaHHS 1 pa3 Ha mo6y.
Io60oBy mo3y npemnapaty EHBapcyc st mepopaabHOTO 3aCTOCYBaHHS CiIif mpuitMatu 1 pa3 Ha mo0y.

[TarienTiB HEOOXIMHO MOMEPEIUTH IPO HASIBHICTD B YIIAKOBIIi BOJIOTOIIOTIMHAYA, 1110 He TPU3HaYeHUN
IJIs1 3acTOCyBaHHS. TabmeTKu Cilig IpuAMaTH IiIMMHY, 3allBal04y pinnHOoI0 (6axKaHo BOMIOI0), Bigpa3y
micys BUIy4YeHHs i3 OmicTepa. Jlikapcbkuii 3aci6 EHBapcyc i mpuiiMaTy HaTIIe [ JOCATHEHHS
MaKCHUMaIbHOI abcopoii

[Tali€eHTIB Cimg MomepenuTy He KOBTATH BOOOIOTINHAY.

Himu.

Beameka i ehekTuBHICT IpemapaTy EHBapcyc OiTsAM moTenep He BCTaHOBIEeHA. [locTynHi oOMexeHi
MaHi, aye Ha 1X OCHOBi He MOXKYTb OyTH 3p00IeHi HisIKi peKoMeH/allil 0/I0 [03yBaHHS.



Ilepedo3yeanHs.

BimomocTi mpo nepemo3yBanHs oOMexeHi. [T0BimoMIsIOCh PO AeKinbKa emi30diB BUIaJKOBUX
nepeno3yBaHb Y Malli€HTiB, SKi MpUiMany TakposiMyc. CUMITOME BKJIIOUaIN TPEMOP, TOIOBHUM Oifb,
HynoTy, 67t0BaHHs, iH(EKII], KpOIIMB AHKY, TeTapriYHuil CTaH, MiABUIIEHUN BMIiCT @30Ty CEUOBHHU B
KPOBi, CUPOBATKOBOI'0 KpeaTUHIHy Ta ajlaHiHaMiHOTpaHC(epasu.

HoTemnep He icHye cnenrPiuHUX aHTUAOTIB 0 TAaKpoOJiMycy. Y pa3i nepefo3yBaHHsS HEOOXITHO BKUTH
CTaHJAPTHUX HIATPUMYIOYUX 3aXO0/iB 1 IPOBOOUTY CUMIITOMATHAYHE JIIKYBaHHS.

3 orisApy Ha BHCOKY MOJIEKYJIAPHY Macy TakKpoJiMyCy, IOraHy PO3YUHHICTh ¥ BOAI i BUpaXxeHe
3B’I3yBaHHA 3 €PUTPOLUTAMU i 6ilKaMu 11a3MU KPOBi Aiasi3 HeeheKTUBHUM. Y 0KpeMUX MallieHTiB i3
IyKe BUCOKOIO KOHIIEeHTPAIJI€I0 IpenapaTy B yia3Mi KpoBi Oynu epekTuBHI reModinbTparis abo
miadinpTpalia [y19 3MeHIIeHHSI TOKCUYHUX KOHIIEHTpaliil. Y pasi mepopanbHOro epeno3yBaHHS
MOXKYTh OyTU e(eKTUBHI IPOMUBaHHS LUTYHKa i/a60 3acToCyBaHHS afcopOeHTiB (HampuKian
aKTUBOBAHOT'0 BYTINJIA), SKIIO IIi 3aX04¥ PO3MOYaTH Ofpa3y IiC/isa MPUNOMY IIpelapary.

ITo6iuni peakuii.

Y 3B’513Ky 3 0COGJIMBOCTSIMU OCHOBHOT'O 3aXBOPIOBaHHS i BEJIMKOIO KilTbKiCTIO JTIKAPCHKUX 3ac00iB, sKi
OJHOYACHO 3aCTOCOBYIOTH ITiCJIS TPAHCIUIaHTalil, mpodink Mo6iYHNX peaklliil iMyHOCYIIPECAHTIB
TOYHO BCTAHOBUTH CKJIA[HO.

Haituacrimumy no0iYHEMY peakIlisiMu Ha TakKponiMmyc (Bim3Havanucs y > 10 % maifieHTiB) € TpeMop,
HUPKOBa HEJOCTATHICTh, TillepriiikeMidHi CTaHU, I[yKPoBuil fiabeT, rinepkaniemis, iHpekiii,
apTepianbHa rimepTeH3is Ta 6€3COHHS.

YacTtoTa nobiyHUX peakiliii BU3HAYA€ThCSA HACTYITHUM YMHOM: AyxKe dacTo (= 1/10); vacrto (= 1/100
no < 1/10); svewacto (= 1/1000 mo < 1/100); pigko (= 1/10000 mo < 1/1000); omyxe pigko (< 1/10000);
YaCTOTa HeBiloMa (HEMOK/IMBO OIIiIHUTH Ha MifACTaBi HASIBHUX OAaHUX). Y paMKaxX KOXKHOI YaCTOTHOI
rpymnu nobiuHi peakiril 3a3HadeHi y MOPSAAKY 3MEHIIEeHHS CEPU03HOCT.

Ingexuii ma iHeasii

Ha Tr1i Tepamnil TakposniMycoM, SK i iHIIUMY CUJIBHOAIIOUUMY iMYHOCYTIpeCaHTaMH, y TAI[iEHTIB YacTo
icHye mifiBUIlleHNI PU3UK PO3BUTKY iH(DeKIiil (BipycHUX, 6akTepiambHUX, TPUOKOBUX, TPOTO30MHUX).
[TepeOir yxke icHyounx iHQEKIIi MOoXKe MOTipmUTUCSA. MOXKyTh BUHUKATH IPOSIBU K MiCIIEBUX, TaK i
reHepasi30BaHUX iH(QEKIin.

Y nanieHTiB, sIKi OTPUMYIOTh IMyHOCYIIPECAHTH, Y TOMY YUCJIi TAKPOJIIMyC, ITOBIOMIISIIOCS
IIUTOMETaJIoBipyCHY iH(eKIIio, Mpo HedponarTiio, acouiioBany 3 BK-BipycoMm, a TaK0X BUTIagKu

Iporpecyodol MynbTU(GOKaIbHOI TetikoeHedanomnatil (ITMJI), acormifioBanol 3 JC-BipycoM.

HosoymeopeHHA 000poAKICHI, 3/10AKICHI ma HeYmMOoYHeHi (8K/AKYdyu Kicmu ma noinu)

Y nami€HTiB, SIKi OTPEMYIOTh iIMyHOCYIIPECUBHY Tepallilo, iCHY€ MiABUIIEHUN PU3UK PO3BUTKY
37I09KiCHUX HOBOYTBOPEHb. [Ipy 3aCTOCYyBaHHI TaKPOIIMYyCy ITOBiTOMIISITIOCS SK IIPO NOOPOSKiCcHI, Tak
i mpo 37105IKiCHI HOBOYTBOPEHHS, BKJII0Yal04y JiMdornporidepaTuBHi 3aXBOPIOBaHHS, acolliiioBaHi 3
Bipycom EnmteliHa-bapp, Ta 3/104KIiCHI HOBOYTBOPEHHS LIKIpH.

3 boky iMyHHOI cucmemu



Y narienTis, sSIKi mpuiMany TakKpoaiMyc, Bif3Havyanucs ajaepriuni Ta aHadinakToigHi peakiril (Tus.
po3min «Oco6IUBOCTI 3aCTOCYBAHHS»).

3 6oky Kpoegi ma aimpamuy4Hoi cucmemu

YacTo: aHeMisi, TPOMOOIIUTOIIEeHis, JIEHKOIEeHis, BiTXUIeHHS V TIOKa3HUKaX ePUTPOLUTIB, TEUKOLUTO3.
HeuacTo: Koarysnomnarisi, TaHIIUTOIIeHisl, HEUTPOIIeHis, 3MiHM IT0OKa3HUKIB KOAryJsilil Ta KpOBOTEYi.

Pigko: TpombouuTapHa TPOoMOOIMTONIEHIYHA IYPITypa, TimompoTpoMOiHeMis, TpoMOOTUYHA
MiKpoaHriomnaris.

YacToTa HeBifjoMa: iICTUHHA epUTPOLUTAPHA aljla3is, arpaHyJoLUTO3, TeMOJIiITUYHA aHEMIf,
(hebpunbpHa HEWpOMATIs.

3 6oky eHOOKPUHHOI cucmemu

Pigko: ripcytusm.

3 6oky memaboai3My ma Xxapyy8aHHs

IyXe yacTo: myKpoBuii giabeT, rimepriikeMiyHi cTaHu, rinepKanieMis.

YacTo: MeTaboJiyHNUM aI[uA03, iHIIT TOPYIIEHHS eIeKTPOIITHOrO OalaHCy, TioHATPieMisi, 3aTpUMKa
pigvHY, TiNepypUKeMis, rinoMartieMisi, TimoKalieMis, TinoKasblieMis, 3HUXKEHHS alleTUTY,
rimepxoiecTeprHEMis, TilepimifgeMis, rinepTpuriinepupeMis, rimogochaTtemis.

Heuacro: 3HEBOIHEHHS, TINOTIiKeMis, TinonpoTeineMis, rinepdocdareMis.

3 6oky ncuxiku

Iyxe 4acTto: 6e3COHHS.

YacTo: CIIyTaHiCTh CBiIOMOCTI Ta Ie30pieHTallis, [elpecisd, CAMIITOMU TPUBOXKHOCTI, TaTIoIMHalli,
IICUXIYHI pOo3/1agy, IPUTHIYeHU HaCTpiid, po3jIafy Ta NOPYIIeHHS HaCTPO0, HiYHI XKaxu.

HeuacTo: ncuxoTuyHUU po3nap.
3 60Ky Hepsogoi cucmemu
IyxKe 4acTo: TOJIOBHUY 6iflb, TPEMOD.

YacTo: po3nagy HEPBOBOI CUCTEMHU, CYOOMHY, ITOPYILIEHHS CBiqOMOCTI, mepudepruyHa HeUpPOIaTis,
3aIlaMOPOYEeHHs, apecTesis Ta OU3ecTe3is, MOPYIIEeHHS [I0YEPKY.

HeuacTo: eHlledanonarTis, KPOBOBUINBY y IIeHTPaJbHi HEPBOBiM CUCTEMI Ta MOPYLIEHHS MO3KOBOTO
KpoB0OOiry, KoMa, MOPYIIIEeHHS MOBJIEHHS Ta apTUKYJIALIl, Mapaidi i mape3u, aMHe3is.

Pigko: aprepianbHa rinepreHsis.
Iyxe pigko: MiaCTeHis.
YacToTa HeBimoMa: CUHAPOM 3agHb0o1 060poTHOI eHledarnonarTii (PRES).

3 boky opaaHis 30py




YacTo: po3nagu 3 00Ky o4el, 3aTyMaHEHHS 30pY, CBIiTI00053Hb.
HeuacTo: kaTapakrTa.

Pinko: criinora.

YacToTa HeBimoOMa: ONTUYHA HEHPOIaTis.

3 boky opeaHis cayxy i pigHosazu

Yacro: myMm y Byxax.

HeuacTo: 3HUKEHHS CIyXY.

Pigko: HEMpOCEHCOPHa TIIyX0Ta.

[lyXe pigKo: IOPYLIEHHS CIIyXY.

3 60Ky cepuegoi cucmemu

YacTo: imeMiyHi KOPOHAPHI PO3N1agy, Taxikapmis.

HeuacTo: cepuieBa HEOOCTATHICTh, IIJIYHOYKOBA apUTMisd Ta 3yIKMHKA CepLsl, CyIpaBeHTPUKYIIsIpHA
apuTMisi, KapaioMionarisia, rimepTpodis IMITyHOYKIB, IPUCKOPEHE CepLebuTTs.

Pigko: mepukapour.
Hyxe pigko: aputmis tuny Torsades de Pointes.

3 60Ky cyOuHHOI cucmemu

Ilye 4acTo: apTepiajibHa rinepreH3sisd.

YacTo: TpoM60eMOO0ITiuHi Ta ilmeMiyHi yCKIagHeHHS, CYAUHHI TiIOTeH3UBHi po3iafid, KpOBOTEUi,
nepudepuyHi CyIUHHI pO31aaH.

HeuacTo: BeHO3HMH TPpoMOO03 rMuOOKKUX BEeH KiHITIBOK, 110K, iHGapKT.

3 60Ky QuxaabHOI cucmemu, MopakKaAbHi NOPYWeHHA Md NOPYWeHHA cepedoCmiHHA

YacTo: nereHeBi mapeHxXiMaTO3Hi po3/1agy, 3auIlKa, IIJIeBpaJlbHUM BUIIIT, Kalllenb, (papuHTiT,
3aKJIadeHiCTh HOCA i PUHIT.

HeuacTo: mrxanbHa HEOCTATHICTD, Po3j1agy 3 O0KY OUXaJIbHUX IIJISIXiB, aCTMa.
Pigko: rocTpuii pecmipaTOpHUN OUCTPEC-CUHIPOM.

3 60Ky WAYHK0BO-KUWKOB020 MPAKmMy

[lyke 4acTo: miapes, HyJoTa.

YacTo: mIyHKOBO-KUIIKOBI IPOSIBY i cUMITOMY, O/t0BaHHS, Oib y MIJTYHKOBO-KUIITKOBOMY TpPaKTi Ta
JXKUBOTI, 3amajbHi 3aXBOPIOBaHHS IIJIYHKOBO-KUIIKOBOI'O TPAKTY, LIIYHKOBO-KUIIIKOBI KPOBOTEUI,
IIJTYHKOBO-KUIIIKOBI BUPa3KX Ta epdopaliil, aCIuT, CTOMATUT 1 BUPa3KHX, 3a10D, AUCIENTHYHI IPOSBH
1 CUMIITOMY, METEOPU3M, BITUYTTS 3AYTTA 1 PO3TATHEHHS Y KUBOTI, PiOKi BUIIOPOKHEHHS.



HeuacrTo: rocTpuli Ta XpOHIYHM TaHKPEATUT, apaliTiiHa KUIIKOBa HETPOXigHICTB,
ractpoe3odareanbHa pedokcHa XBopoba, MOPYIIeHHS eBaKyaTOPHOI QyHKIII MITyHKa.

Pigko: mceBmoOKiCTH MiANITYHKOBOI 3271031, YaCTKOBa HEIPOXIMHICTh KUIIIEUHUKY (Cybinmeyc).

3 60Ky eenamobisiapHoi cucmemu

YacTo: nopyiieHHs 3 60Ky JKOBUYHUX IIPOTOKIB, TeTaTOIeIONAPHI ypakeHHs Ta relaTUT, X0JIecTas Ta
JKOBTSIHHUIIS.

Pigko: BeHOOKJTI03UBHI 3aXBOPIOBAHHS MMEYiHKM, TPOMOO3 IIeYiHKOBOI apTepii.
[lyxe pigko: e4iHKOBa HEJOCTATHICTb.

3 60Ky wkipu ma nidwKipHOi MKAHUHU

YacTo: BUCUIIAHHS, CBepOiXK, ajomnelris, akHe, Tineprigpos.

HeuacTo: mepMaTuT, CBiTJI0YYTIUBICTE.

Pigko: TOKCUYHUY enigepManbHUM HEKPOi3 (curapom Jlanenna).
Hyxe pigko: cuaapoMm CtiBeHCa-[]KOHCOHA.

3 6oky onopHO-pyx08020 anapamy ma cnoAY4YHOi MKAHUHU

YacTo: 6inb y cyrimobax, 6inb y CIIKMHI, cymoMu M’s3iB, 6inb y KiHIIBKaX.
HeuacTo: po3nagu cyrio6iB.

Pigko: 3HMKEHHS PYyXJIUBOCTI.

3 60Ky HUPOK ma ce4o8usiOHUX Waaxie

[ly>e 4acTo: HUPKOBa HEIOCTATHICTE.

YacTo: HUPKOBA HEOCTAaTHICTh, TOCTPa HUPKOBA HEOCTATHICTh, TOKCUYHA HepomaTisi, TyOynsapHu
HEKpO3, MOPYIIeHHS [T0Ka3HUKIB cedi, OMIirypis, posnanu 3 60Ky Ce40BOr0 Mixypa Ta YPeTpH.

HewgacTo: reMOniTHYHUY YPEMiYHUN CUHOPOM, aHYypif.
Iyxe pigko: HedpomaTisg, reMopariyHuy LUCTHUT.

3 60Ky penpodykmueHOi cucmemu ma MOA0YHUX 3d/103

HeuacTo: gucMeHopes Ta MaTKOBa KpOBOTeYa.

3azanbHi po3aadu ma peakuii y micui 88e0eHHA npenapamy

YacTo: rapsiuyKkoBi cTaHHu, 0ib Ta AUCKOMDOPT, aCTeHiYHi cTaHu, HaOPSIKYU, IOPYIIEHHS
TEPMOPETyJIAIl.

HewacTo: rpumononiOHuil CHHAPOM, Bif4yTTSI TPUBOTH, MOTIPIIEHHS CAMOIIOYYTTS, IOJIiopraHHa
HEOOCTaTHICTh, BIIUYTTS TUCKY Y TPYASAX, MOPYLUIEHHS CIPUMHATTS TEMIIEPaTypPU HaBKOIUIIHLOTO
CepemoBHIIa.



Pigko: maminHS, BUpa3Ku, CTUCKalOuuii Oifb y TPYAHIN KIIiTIH, Ccripara.

IyXe pinKo: 30inmbIIeHHS Macu KUPOBOl TKaHUHU.

JlabopamopHi 0ocaidxHceHHA

Iye 4acTo: 3MiHM IIOKa3HUKIB QYHKIIi1 IEYiHKHU.

YacTo: migBUIleHHS PiBHS NyXKHOI hocdhaTa3u B KPOBi, 30i/IbIIIEHHST MacH Tina.

HeuacTo: migBuIneHui piBeHs aMiia3u B KpOBi, ITaTo10riyHi noka3Huky Ha EKI, mopyimenHs putmy i
YaCTOTU CeplieBUX CKOPOUYEHb Ta IIyJIbCYy, 3HUKEHHS MaCHU Tijla, MigBUILLIEHHS PiBHA
JTaKTaTOerifporeHasy B KPOB.

[lyxe pigko: 3MiHM Ha exoKapphiorpaMi, nogoxeHHs iHTepBany QT Ha EKI'.
Tpagmu, ompyeHHA Ma NpPou,eOypPHI YCKAAOHEHHA
YacTo: mepBUHHA OUCQYHKIIIS TPaHCIJIaHTaTa.

[ToBimoMIsiNIOCS TIPO IOMUJIKHM V JTiKyBaHHI, y TOMY YHCJIi BUIIagKOBa, HeHaBMUCHA abo
HEKOHTPOJIbOBaHa 3aMiHa IIpelapaTiB TaKpOIiMyCy HeranHoro abo IMpoJIOHTOBAHOT'O BUBIIbHEHHS.
3a(ikCcoBaHO BUIIaAKU BiATOPTHEHHS TPaHCIJIaHTaTa.

Omnuc 06paHux I0OIYHUX PeaKITin

Binb y KiHIiBKax OMUCYETLCS Y HU3MII OMyO0TiKOBAaHUX 3BiTiB IIPO BUMIAAKU 3aXBOPIOBAHHS SK YaCTHUHY
ingykoBaHOTO iHTibiTOpaMu KamnbimHeBpUHY 00mboBoro curapomy (KIBC). Llei 6inb 3a3Buyaii €
IBOOIYHMM, CHMEeTPUYHUM, BaXKKUM, BUCXigHUY Oi/lb y HUXKHIX KiHIIiBKax i MoxKe OyTH IIOB’sI3aHUN 3
BHCOKHMM TEPAIEBTUYHUM PiBHEM TaKpoiiMycy. CHHIPOM MOXKe BigpearyBaTv Ha 3MEHILIEHHS J03H
TAKpOJIiMyCy. Y messKuxX BUIagKax 0ys10 HeoOXigHO MepedTH Ha aJbTepPHATHBHY iMyHOCYIIpeciio.

[ToBigoMIIeHHS PO Migo3pioBaHi mo6iuHi peakiii

BaxuBo moBimOMIATH PO Migo3pioBaHi mo0iYHi peaxiiii micasa peecTpatii mTikapcbkoro 3acoby. Lle
II03BOJISIE TIOCTIHO KOHTPOJIIOBATHU CITiBBiTHOIIIEHHST KOPUCThL/PU3HK JIiKapchKoro 3aco0y. ITpocumo
MeOUYHUX TIPalliBHUKIB IOBiDOMIIATH PO OyOb-sKi MOXKIIKBI 00iUHI peakilil Yepe3 HalliOHAIbHY
CHUCTEeMY 3BITHOCTI.

Tepmin npudamuocmi.
30 micsaris.

[Ticns BimKpUTTS MakeTa 3 aloMiHieBoi ponbru 36epiratu 45 gHIB.

YMoBu 30epiranssi.

30epiraTu B OpUTiHAIbHOMY IAKeTi 3 alfOMiHieBOI GOIBTY OJIsT 3aXUCTY Bif] CBiT/Ia IIpU TeMIepaTypi
He Butte 25 °C. 30epiraTtv y HEOOCTYITHOMY AJIST OiTeH MiCIIi.



HecymicHicmo.

He 3daCTOCOBYETHCH.

YnakoBka.

[To 10 TabneTok y GiicTepi, o 3 GicTepy pa3oM i3 BOIOronornnHaveM y MakeTi 3 amoMiHieBOl
¢donbry; mo 1, 2 abo 3 makeTH y KapTOHHi# KOPoO1i pa3oM 3 iHCTPYKIIi€0 OIS MEeIUYHOTO
3aCTOCYBaHHS.

Kareropis Bignmycky. 3a pernentom.

BupOOHHK.
Porrermopd ®apma 'm6X/Rottendorf Pharma GmbH.
K’e3i ®apmauneytuui C.m.A./Chiesi Farmaceutici S.p.A..

K’e3i ®apmac’iorikens I'm6X/Chiesi Pharmaceuticals GmbH.

Micuie3HaxoIKeHHsI BUPOOHHKA Ta ajfipeca Micus MpoBaIXKeHHs HOTr0 Tis/IbHOCTI.

Octendensaep Iltpacce 51-61, 59320 Ennirepmno, Himeguun/ Ostenfelder Strasse 51-61, 59320
Ennigerloh, Germany.

Bia Can Jleonapmo 96, 43122, ITapMma, Itanmisi/Via San Leonardo 96 - 43122, Parma, Italy.

Byn. 'on3araracce 16/16, 1010 Bigens, ABcTpisi/Gonzagagasse 16/16, 1010 Wien, Austria.



