Ckian

Oitoua peuyosuHa: ciclosporin;
1 kancyna mictuts 10 abo 25, abo 50, a6o 100 Mr MikpoeMyJibCil HIUKIIOCIIOPUHY;

OONOMIJICHI pedyoBUHU: OJIis pUIIMHOBA II0JIieTOKCUIIbOBaHa, ridporeHi3oBaHa; MOHO- Ta
OU-TPUTIIIEePUON KYKYPYO3sHOI 0J1ii; eTaHO/ 0€3BOAHMM; MPOIIiJIEHTIIIKOIb; O-
TOKO(depo;

000/T0HKA KaIlCy/: XKeJlaTUH, IPOITiIeHTIiKOob, TJilepuH (85 %), 3aMUIIKOBi
PO3UYMHHUKY, TUTaHy giokcupn (E 171), 3aniza okcup yopHuu (E 172) - Tinbku Ojsa
Karcyn 25 Mmr ta 100 mr;

YOPHUJIO YePBOHE Xap4oBe: KucjoTa Kapminosa (E 120), anroMiHito XJT0OpuUn
rekcarigpar, HaTpiio TiAPOKCHUI, MPOIiJIEHTIIKOJIb, TiHpoMeio3a, CIIUPT
130IIPOMLIIOBUM, BOJja OYUIIlE€HA.

JIikapcbKa ¢opma

Karncynu m'gxi.
OcHOBHI (pi3uKo-xiMiuHI 81aCcMuBOCMi:

Karcynu 10 Mr - oBaJibHI M’SIKi )KeJTaTUHOBI KaIlCyIHu KOBT0-0iJI0T0 KOJIBOPY 3
HagnucoMm yepBOHOro Koinbopy NVR 10;

Karcynu 25 MT - OBaJIbHI M’SIKi )KeJTaTUHOBI KaIICyIu Cipo-roy00oTo KOJILOPY 3
HaAImnucoMm 4epBOHOro Konbopy NVR 25 mg;

Kancynu 50 Mr - TpoAoBryBaTi M’siKi KeJTaTUHOBI KamCyau XKOBTO0-0i710T0 KOITHOPY 3
HapnucoMm 4epBoHOro Konbopy NVR 50 mg;

Karncynu 100 Mr - mpomoBryBaTi M’sIKi 2KeJIaTUHOBI KaIICyJId Cipo-T0oIy00ro KoJIbopy 3
HapgnucoMm yepBoHOro Koinbopy NVR 100 mg.

BwmicTt karncyn:

IIPO30pa, Biff ZKOBTOTO [0 6JTif0-2KOBTOr'0 KOJILOPY ab0 Bii KOPUYHIOBATO-2KOBTOTO [I0
0/1iIOT0 KOPUYHIOBATO-KOBTOT'0 KOJIBOPY PiAuHA.

PiguHa MIiCTUTH MacCJASHUCTI KOMIIOHEHTU HATypPaJIbHOTO MOXOOXKEHHS, SIKi MOXKYTh
TBEPOHYTU IPU HU3BKiM TeMmepaTypi. 2KenenonioHi yTBOpEeHHSI MOXYTh
criocTepiratucs npu tremmneparypi Huxdye 20 °C, gKi 3HUKAIOTh [IPpU TeMIlepaTypax



Buiie 30 °C. He3HauHni miacTiBili abo Jierkuit ocag MOXKYTh 1ie criocTepiratucs. Lle He
BIIJIUBA€ Ha SIKICTh KaICyII.

®dapMaKoTepalneBTHYHA Irpyna

AHTHHeOIJTaCTUYHI Ta iMyHOMORY 004l 3acobu. IMmyHOocynpecanTu. [HribiTopu
KaJblUHEeBpUHY. LIukmocropuH.

Kog ATX L04A DO1.
®apMaKoOJIOridyHi BJIaCTHBOCTI

dapmaKkoduHamika.

LlukmocmopuH (TaKOXK BiMOMUU SIK ITMKJIOCIIOPHUH A) SIBJISI€ COO0I0 IMUKITIYHUN
MOJIIMeNTH, 40 CKIaay SAKOro BxoasaTh 11 aMiHOKUCIIOT. 1le CUTbHOOII0UNHA
iMyHOCYHIpeCHUBHUU Mpenapar, IKUi Y TBapUH 30ilbIITy€e Yac KUTTS
aJIOTpPaHCIJIAaHTaTIiB IIKipH, Ceplis, HUPOK, MiAIIIyHKOBOI 3aj1031, KiICTKOBOTO MO3KY,
TOHKOTO KHUIIIEYHUKY i JIeTeHb.

HocnigXeHHs1 IeMOHCTPYIOTh, 1110 IUKJIOCIOPUH IIPUTHIYYE PO3BUTOK KJIITUHHO-
OIIOoCepeaKOBaHUX peakilii, BKJII0Ualo4yy IMyHITET BITHOCHO ajJloTpaHCIIJIaHTaTa,
IIKipHY YyTJNBICThH YIIOBUIBPHEHOTO TUIY, EKCIIEpUMEHTAIbHUU aJlepTrivHum
eHledaIoOMi€eNiT, apTPUT, 3yMOBJIeHUU af’'toBaHTOM DpeliHOa, peakiiito
«TpaHCIUTaHTaT npoTu xa3sdiHa» (PTIIX) Ta 3amexkHe Big T-miM(pOLUTIB YyTBOPEHHS
aHTuTin. lluknocmopuH 6710Kye€ JIiMPOIIUTH y CTaHi CIIOKOI0 y da3si G0 abo Ha paHHiN G
1 da3zi kmiTHHHOTO UKy, iHTi0y€e aHTUTeH3aslesKHe BUBITbHEHHS JIIM(OKiHIB
aKTUBOBaHUMU T-nmiM@ponmTaMu i IPUTHIYYE Ha KIIITUHHOMY PiBHI IPOAYKyBaHHS Ta
BUBIJIbHEHHS JIIM(OKIiHIB, y TOMY YUCJIi iHTepelnKiny 2 (pakTopa pocTy T-KIIiTHH,
TCGF). Yci HasBHI maHi cBig4aTh IIpo crenudidHy Ta 000POTHY [if0 IIUKIOCIOPHUHY Ha
niMdonuTu. BiH He cCIpUYMHSAE TOPYILIEeHb TeMONI0e3y Ta He BIUIMBA€E Ha QYHKIIiIO
(haromuTiB, Ha BigMiHy Bif IMTOCTATUKIB. TaKM YMHOM, ITAIi€HTH, SKi IPUUMAIOTh
LIMKJIOCIIOPHH ITiCJIA TpaHCHIIaHTallil, MEHIII CXUJIbHI 0 iHPEeKIINHUX 3aXBOPIOBAHb,
HiX Ti, XTO IpUUMaE iHIII iIMyHOCYIIpECUBHI ITpenaparu.

[TpoBeOeHO yCHilllHI ajloreHHi TpaHCIIaHTallil COJIiJHUX OpraHiB Ta KiCTKOBOTO MO3KY
i3 3aCTOCYBaHHSM LIUKJIOCIIOPUHY [OJI IPOQiTaKTUKH i TiKyBaHHS BiOTOPTHEHHS
TPaHCIIJIAaHTaTa Ta XBOPOOU «TPaHCIJIAHTAT IIPOTH Xa3sdiHa» y Jroaei. IIuKiIocmopuH
3aCTOCOBYBaBCA K MO3UTUBHUM Ha Bipyc renatuty C (HVC), tak i HVC-HeratuBHuUM
peluIlieHTaM TPaHCIIJIaHTaTiB nediHKu. [103uTuBHI epeKTu Tepamil MUKIOCIIOPUHOM
TaKOXK Bil3HA4YeHi ITpu JTiKyBaHHI HU3KM IIAaTOJIOTi, III0 MaJjii BCTaHOBJIEHY abo
MOXKJIMBY ayTOIMYHHY IIPHUPOAY.



CaHpiMmyH Heopan®

€ IIPEKOHIIEHTPaTOM MiKPOEMYIbCil; CIIpaBXKHSI MIKPOEMYIIbCis,
III0 YTBOPIOETHCS Bilpa3y Micisi KOHTAKTY PO3YMHY 3 BOMOIO (Y BUTJISIIOI HAIoiB abo
IIJTYHKOBOTO COKY), 3MEHIIIy€ 3MiHHICTh (PapMaKOKIHETUYHUX ITapaMeTpiB;

3abe3mevyeThCs JTiHiMHA 3a/1e2KHICTh MiXK 03010 Ta €KCIIO3UITIi€I0 IIUKIIOCIIOPUHY.
dapmakoKiHemuka.

BcMOKTYyBaHHS

®

[Ticns nepopanbHOro npuriomMy npenapaty CanniMmys Heopan™ mikoBa KOHIIEHTpallis

IIMKJIOCIIOPUHY Y KPOBi ocsAaraeThcs yepe3 1-2 rogunu. AGCOJIOTHA ITepopaibHa

0ioOCTYIIHICTh IIUKJIOCIIOPUHY IIPU 3aCTOCyBaHHI npenapaty CaHOiMyH Heopaﬂ®

® 3 i3ke10 3 BUCOKUM

ctaHoBUTh 20-50 %. IIpu npuitomi npemnapaty CanpgimyH Heopan
BMICTOM XKUPIB CIIOCTEpIiraeThbCcsa 3HNKEHHA 3HaYyeHb AUC Ta Cmax npubnau3Ho Ha 13
% Ta 33 %. 3anMeXHICTh MiK IPU3HaYEHOI0 403010 Ta ekcno3uiliew (AUC)
IIMKJIOCIIOPUHY Y MeKaxX [ialla30Hy TepaleBTUYHUX 03 JIiHiHa. Mixkcy0’eKTHa Ta
iHTpacy06’ekTHa BapiabenbHicTh 3HaueHb AUC Ta Cm « CTAHOBUTD nmpubnausxao 10-20
%. IIpu 3acTtocyBaHHI npemnapaty CaugiMmyH Heopan~ 3HayeHHA Cmax 3POCTalTh
npubmu3Ho Ha 59 %, a 6iogOoCTYyIMHICTh 30iMbIIYETHCSA TPUOIM3HO HA 29 % MOPIBHSIHO 3
BiATIOBIDHWMHU ITOKa3HMKaMU IIPU 3aCTOCyBaHHI npenapaty CanngimyH. HasaBHI maHi
[IOKa3ylTh, 1110 MicJd epexony 3 npuitoMy npenapaty CaHOiMyH, M SKUX
JKeJIaTUHOBUX KallCyJI, Ha npuuoM mnpenapaty CaHOiMyH Heopan® y CIIiBBiOHOIIEHHI
mo3 1:1 miHiManbHI KOHIIEHTpAaIlil V LiJIbHIA KPOBi € IOPIBHAHHUMU i 3aJIUIIAIOTHCS Y
MezKaxX [UIBOBOI'O TepalleBTUYHOIO Aiaa30Hy. 3aCTOCyBaHH4A IIpenapaty CaHOiMyH
HeopaH®

€KCITO3UIII€I0 IIUKIIOCIIOPUHY (AUCB). Llett mikapchbKui 3acib MOPIBHSIHO i3

3abe3mneuye OiNTbII BUpaXKeHy MiHIMHY 3aJIeKHICTh MiXK 403010 Ta

CaupgiMmyHoM 3a0e3meuye Oinbi cTabinbHUM TPodiTk BCMOKTYBAaHHS, MEHIIIO MipoIo
3aJIeXKHUH Bil CYMiCHOT'O BXKMBAHHS 1Ki Ta 1OOOBOTO PUTMY.

Pos3nonin

[IUKJIOCIIOPUH PO3IOIIIAETHCS IIEPEBAXXKHO B €KCTPABACKYJIAPHOMY IIPOCTODI,
cepenHil yABHUM 00’€M PO3MOIiny CTaHOBUTH 3,5 H/KT. Y KpoBi 33-47 % mpenapaty
3HAXOOUTHCS Y IIa3Mi KpoBi, 4-9 % - y nimdponurax, 5-12 % - y rpa"HyIonuTax Ta
41-58 % - B eputponuTax. Y nnasmi Kposi npubnusno 90 % IUKIOCIOPUHY
3B’sI3y€eThCA 3 OijTKaMu, IIepeBaXKHO 3 JIiNOonpoTeimaMu.

BioTpaHcdopmMaliisa

LI¥KTOCIIOPUH aKTUBHO 0i0oTpaHC(POPMYETHCS 3 YTBOPEHHSAM IMPUOIU3HO 15
MeTaboIiTiB. BioTparncdopmariiis 3arajoM BigOyBa€eThCA y MEUiHII ITif Oi€l0 IUTOXPOMY
P450 3A4 (CYP3A4), a OCHOBHUMH HIIsIXaMU MeTabo0J1i3My € MOHO-,
OUTIOpPOKCUIIOBaHHA Ta N-IeMeTUII0BaHHS PI3HUX OUISAHOK MOJIEKYJIU. Y Ci BUSIBJIEH]



Ha OaHUU yac MeTaboliTh MICTATh MOBHY MENTUAHY CTPYKTYPY ITOYaTKOBOI CIIOJIYKH;
OesiKi 3 HUX MaloTh Cl1a0Ky iMyHOCYIIPpECUBHY aKTUBHICTh (00 OfHi€el mecsiToil
aKTHUBHOCTI JIiKapChKOT0 3ac00y y He3MiHEHOMY BUTJISALI).

BuBeneHHs

BuBomuThCs IIpenapar nepeBaxKHO 3 JKOBYIO, i TinbKu 6 % NPUNUHSATOI BHYTPIIHBO
OO3U eKCKpPeTyeThCA 3 ceuero, 3 HUX 0,1 % go3u BUBOOUTHCH i3 CeYelo Y BUTIIAOL
He3MiHEeHOr o IIpenapary.

Big3HavyaeThCsa BUCOKa BapiaOenbHICTh MaHUX OO0 KiHIIEBOTO Mepiomy
HalliBBUBENEHHS [TUKJIOCIIOPUHY 3aJIeKHO BiJl 3aCTOCOBAHOI0 METOAY aHaJsli3y Ta
11iboBOI1 momnyJsii. KiHieBui repion HalliBBUBEIeHHS 3HaXOOUThCS Y dialla30Hi Bif
6,3 ToOuHU Y 3M0POBUX AOOPOBOBIIB A0 20,4 TOOWHY y NAIliEHTIB i3 TAXKKUMU
3aXBOPIOBaHHSAMU IeYiHKU. [lepion HaniBBUBeOeHHS Yy Nalll€HTIB IIiCsd
TPaHCIJIaHTallil HUPOK CTaHOBUB NpuOnu3HOo 11 roguH, 3HaYeHHs BapitoBaiau Bif 4 mo
25 roguH.

Oco0IMBi I'Pyny NAlliEHTIB

ITauienmu 3 nopyweHHAM YHKUII HUPOK

Y mocnipzkeHHi 3 y4acTIO MAIli€HTIB i3 TepMiHAIbHOIO CTafi€I0 HUPKOBOI HEIOCTATHOCTI
CUCTEMHUM KIIipeHC IiKapChKOro 3aco0y CTaHOBUB IMPUOJIM3HO [Bi TPETUHU Bif
CepemHbOT0 CUCTEMHOIO KJIipEHCY Y MaIliEHTIB i3 HOpMalbHOIO QYHKIIIEI0 HUPOK. 3a
OOIIOMOTOIO0 Aiajrisy BUBOOUTHCSA MeHIne 1 % MpuruHATOl DO3U.

ITauieHnmu 3 nopyweHHAM pYHKUIl neviHKu

Y nanieHTiB 3 mopyIeHHSM (QYHKIIII Me4iHKM MOXK/IUBE ABO- ab0o Tpupa3oBe
MiABUIIEHHS €KCIIO3HUIlil ITUKJIOCIIOPUHY. Y AOCIiAXKEeHHI 3 y4acTIO HalliEHTiB i3
TSKKMMU 3aXBOPIOBAHHSIMM IEYiHKM Ta HifTBepaKeHUM 0iormcieio Mpo30oM KiHIeBUM
nepion HamiBBUBeOeHHS cTaHOBUB 20,4 roguHu (3Ha4yeHHs BapiroBanu Big 10,8 go 48
TOOWH) MOPiBHSHO 3 7,4-11 roguHaMu y 37I0POBUX HOOPOBOJIBITIB.

Himu

[aHi apMaKOKiHETUKM JTiKapChKOro 3aco0y CaHOiMyH Heopaﬂ®

IIPY 3aCTOCYyBaHHI
OiTSIM my»kKe oOMexkeHi. Y 15 marieHTiB micas TpaHCHIIaHTallil HUPOK BikoMm 3-16 pokiB
KJIipeHC IUKJIOCIIOPUHY 3 IIIIbHO1 KPOBI MiCJIg BHYTPIIIHEOBEHHOTO BBEAEHHS
Caupgimyny ctaHoBuB 10,6 + 3,7 mu/xB/Kr (Meton Bu3HadeHHd - PIA Cyclo-trac). ¥
OOCITim?KeHHi 3 y4acTio 7 Malli€HTiB ITiCJIg TpaHCIJIaHTAallil HUPOK BikoM 2-16 poOKiB
KJIipeHC LIUKJIOCHOpPUHY CTaHOBUB 9,8-15,5 mi/xB/Kr. ¥V 9 nauieHTiB micns

TpaHCIIJIaHTallil me4iHKu BikoM 0,65-6 pokiB KitipeHC cTaHOBUB 9,3 * 5,4 MJI/XB/KT



(meTon Bu3sHaueHHs - BEPX). BigMmiHHOCTI y 6i0fOCTYITHOCTI MiXK mpernapaTaMu

®

Caupgimyn Heopan™~ Tta CaHmiMyH y miTel nmomiOHi go BigMiHHOCTEH, 1110

CIIOCTepiraaucs y JOpOCuX.
Iloxa3aHHs

I'loka3aHHA npu mpaHcnaaHmMauisax

TpaHCcOIaHTAaIlisg CONIOHUX OpPraHiB:

e 3an00iraHHs BiITOPrHEHHIO TPAHCIIAHTATIB COIiMHUX OPTaHiB;
e JIIKyBaHHS BIITOPrHEHHS TPaAHCIIJIaHTaTa y Halll€HTIB, Kl paHille OTpUMyBau
JIIKyBaHHS IHIIIMMU IMYHOCYIIPECUBHUMU IIpelapaTaMu.

TpaHcnmaHTallisd KICTKOBOIO MO3KY:

e 3amo6iraHHs BiITOPrHEHHIO aJIOT€HHOT0 TPaHCIIaHTaTa KiCTKOBOTO MO3KY Ta
TPaHCIJIaHTaTa CTOBOYPOBUX KJIiTUH;
e 3an00iraHHs Ta JIiIKyBaHHS peakilil «TPaHCIIJIaHTAT ITPOTHU Xa3siHa».

IloKa3aHHs, He noB’s13aHi 3 MPAHCNAAHMAUIEO

EHpmoreHHuM yBeiT:

e AKTHUBHUU cepenHiit abo 3aAHil yBeiT, 1110 3arp0oXKYy€ BTPATOI 30pPY,
HeiH(EeKIIWHO] eTiosoril y BUllajKax, KOJIU albTepHATHUBHE JIiIKyBaHHS BUSBUJIOCS
HeepeKTUBHUM ab0 HENPUUHSATHUM depe3 MoOiuHi peakirii;

e yBeiT IIpu 3axBOpioBaHHi bexyeTa 3 TOBTOPHUMHU 3aTOCTPEHHSIMU 3allaJeHHs i3
3aJIy4eHHSIM CiTKiBKY OKa 0e3 HeBPOJIOTiYHOI CUMIITOMATHKU.

HedbpoTHuyHUN CUHOPOM:

e CTepoimo3anexkHui abo CTePOINOPE3UCTEHTHUM HEPPOTUUHUN CUHIPOM
BHACJIIOOK MiHIMaJIbHUX 3MiH IIPU IIEPBUHHOMY TJIOMePYyI0He)PUTi, POKaIbHUN
CerMeHTapHUU I'JIOMEePYI0CKIepo3 abo MeMOpPaHO3HUY IIOMePyIoOHeDPHUT.

IrgyKIilist abo migTpuMaHHS peMicii:

e MiATPUMAaHHS pPeMicCii, CIPUYUHEHOIl KOPTUKOCTEPOiaMH, 10 YMOKIIUBIIIOE 1X
BIAMIHY.

PeBMaTOIOHUM apTPUT:

e JIIKyBaHHS TSIXKKUX (DOPM aKTUBHOI'O PEBMATOITHOTO apTPUTY.

IIcopia3s:



e TSIXKKi (h)OpMHU IICOpia3y, KOJIH CTaHOapPTHE JIiIKyBaHHS BHSBHUJIOCS Hee(PeKTUBHUM
a00 HETTPUUHSI THUM.

ATOIIIYHUY JEePMaTHUT:

e JIiIKyBaHHS TSIKKNX (DOPM aTOINiYHOTO JAEePMaTUTy NPU HEeOOXiAHOCTi CUCTEMHOI
Teparril.

HpOTHHOKaSaHHﬂ

[TigBuIleHa YYTJIUBICTh OO LIMKJIOCIOPUHY ab0 [0 OyOb-sIKUX 3 HOTIOMiKHUX PEYOBUH
npemnapaty. OgHoYacHe 3aCTOCYBaHHS 3 JIIKapChbKUMHU 3aco0aMM, IO MiCTSTh
Hypericum perforatum (3Bipo0ili 3Bu4aliHU) Yepe3 PU3UK 3HUKEHHS KOHILIeHTpallil
IIMKJIOCIIOPUHY Y KPOBi i, TAKMM YMHOM, 3HUXKEHHS T€PAIIeBTUYHOTO e(PEKTY.

OmHOYacHe 3aCTOCYBaHHS 3 JIiKapChbKMMU 3acobaMu, 1110 € cyOcTpaTaMu
MYJIbTHJIIKapPChKOTr0 e(JIIOKCHOTO ITepeHoCHUKa P-riikomnpoTeiny (Pgp) abo
OpraHiYHUX aHiOHIB TpaHcnopTHUX 0inKiB (OATE), mimBuUIleHHS KOHIIEHTpPAIlil y
I1JIa3Mi KPOBi SIKUX TIOB’si3aHe 3 PO3BUTKOM CEPHMO3HUX ITOOIYHUX peakilii Ta/abdo
nmoOiYHMX peaklIlii, 10 3aTrPOoXKYyIOTh JKUTTIO, HaIpuKJiafg 3 003eHTaHOM, mabiraTpaHy
€TEeKCHUIJIaTOM Ta ajliCKipeHOM.

TakoK MOXKJIMBI TaKi IPOTUIIOKa3aHHA:

e HupkoBa HeOCTATHICTh, 3a BUHATKOM XBOPHUX 3 HEPPOTUYHUM CHHAPOMOM Ta
IIOMIPHO HiABUINEHUMM BUXIMHMMU KOHIIEHTPALliIMU KpeaTUHIHY MaKCUMyM 10
200 mgMmonb/n y gopocnux Ta 140 MkMonb/n y giten. [Ipu HePpoTUUYHOMY
CUHIOPOMI IO3BOISETHCSA 00epekKHe IiKyBaHHS i3 3aCTOCyBaHHSM 03 He Bulle 2,5
MT/KT/mo0y, Iullle B TOMY BUNAKY, KOJIU 3aCTOCYBAaHHS ITUKJIOCIIOPUHY CIIPUSIE
HOpMaJii3allil TOKa3HUKIB KpeaTuHiHY, HigBUIIeHUX BHACIAOK 3aXBOPIOBaHHS.

e HepocTtaTHRO KOHTPOJIbOBaHa rinepTeH3is.

e HepmocTaTHEO KOHTPOJIbOBaHa iHGEKIIis.

HasiBHiCTh B aHaMHe3i BigfoMux ab0 [iarHOCTOBAHUX 3JIOSIKiCHUX HOBOYTBOPEHD OyOb-
SIKOT'O BUIY, 3a BUHSITKOM IIepeapaKoBOro cTaHy a0 3JI0IKiCHUX ypaXKeHb IIKipu
micys JIIKyBaHHS.

B3aemonisi 3 iHIIMMH JTiKapChbKHMH 3aC00aMu

Xapuosi 83aemo0ii

[Tpu cynyTHbOMY 3aCTOCYBaHHI rpeindpyTiB abo rpeindpyToBOro Coky OyIo
BUSIBIIEHO 3POCTaHHSA 0i0OJOCTYIIHOCTI IIMKIIOCIIOPUHY.



Jlikapcuvki 83aemMo0il

Huxx4ye 3a3HaueHO mpernapaTH, Os SKUX B3aeMofil mobpe 3aJ0KyMeHTOBaHi i
BBazKalOThCS KIIIHIYHO 3HAUYYIIUMHU.

Ak BimoMo, psig mpenapartiB 30inbirye abo 3MeHIIye KOHIIEHTPAIlil0 IIMKJIOCIOPUHY Y
IJ1a3Mi KpoBi abo IiIbHiM KPOBi IIIsIX0M iHriOyBaHHS abo iHOyKIIil Ail pepMeHTiB,
ocob6muBo CYP3A4, 1110 6epyTh y4acTh Y MeTabo01i3Mi uKiIocmopuny. Takox
nuknocnopuH € inriditopom CYP3A4, MyIbTHITIKAPCHKOT0 e(IIIOKCHOTO IMePeHOCHUKA

P-rimikonpoTteiny abo opraHiyHHX aHiIOHIB TpaHCHOPTHHX OinKiB. I1le Mmoxke

MTigBUITYBaTH IJIa3MOBi KOHIIEHTPAIlil OMHOYACHO 3aCTOCOBYBAHUX MEOUUYHUX
nmpemnaparis, 110 € cyoctpatamu CYP3A4 Ta/ab0 1IUX NepeHOCHUKIB.

Jlikapcvki 3acobu, w,o 3HUMCYyromsb abo niosuuLyroms 6i000CcmynHicms UUK/AO0CNOPUHY
YacTi BU3HAYEHHS PiBHS IMKJIOCHOPHUHY B KPOBI CHIi IPOBOOUTH V PEIUIIIEHTIB

TPAHCIJIAHTATiB, 0COOJIMBO Ha MOYATKY Ta B KiHIll JIKYBaHHS iHIIIMM IIperapaToM, a

OO3yVBaHHA npenaparty CaHOIMyH Heopan@ CJIiT KOPUT'YBATH Y Pa3i HeoOXigHOCTI.

Y manieHTiB, AKi IPOXOOATH JIIKyBaHHSA 3a [IOKa3aHHSAMM, He II0B’A3aHUMU 13
TPaHCIIJIaHTAlll€l0, B3aEMO3B 430K MIXK KOHIIEHTPAIII€I0 Y KPOBi Ta KIIIHIYHUMHU
edbekTaMu MeHII BUuBYeHUM. [Ipu 0ofHOYACHOMY 3aCTOCyBaHHi JTiKapCchbKUX 3aco0iB, 1110
IMiABUNTYIOTh KOHIIEHTPAIIiI0 IIMKJIOCIOPUHY, OiTbII MOIiITPHUM, Hi2K BUMipIOBaHHSI
PiBHS Y KPOBi, MOXKe OyTH YacTe NPOBeOeHHS OIIiHKY (PYyHKITI HUPOK Ta pPeTeIbHUMN
MOHITOPUHT ITOB’SI3aHUX i3 3aCTOCYBAHHSAM ITUKJIOCIIOPUHY ITOOIYHUX e(EKTIB.

IIpenapamu, w,0 3HUMCYIOMb KOHUEHMpauii yuK/a0CNOPUHY

OuikyeTbcs, 1m0 Bci inmykTopu CYP3A4 Ta/abo P-rimikonpoTreiny OyoyTh 3HUXKYBaTH
KOHIIEHTpAIlil0 IUKJIOCIIOPUHY.

[Mpuknagu JTiKkapChbKuUX 3aco0iB, I110 3HUKYIOTh KOHIIEHTPAIIil0 IIMKJIOCIOPUHY:
O6apbiTypaTu, KapbaMaselliH, okckapbOa3emniH, ¢peHiToIH, HaIuIiH, cCynbdaguMinuH
BHYTPIITHbOBEHHO, pUdaMIilluH, OKTPEOTH I, OpJlicTaT, IPOOYKOJI, TPUMETOIIPUM
BHYTPIIIIHbOBEHHO, IIpeIapaTH, 110 MiCTSATh 3Bipo0ili 3BUUaWHUM, TUKJIOIIANH,
cynb(pinnipa3oH, TepbinadiH, 603eHTaH.

PugpamniyuH € iHOyKTOPOM MeTab0/Ii3My LUKIOCIOPUHY V KUIIIEYHUKY Ta MEeYiHIIi.
Tomy mpu cymMicHOMY 3aCTOCYBaHHI MOXe BUHUKHYTH HeOOXigHIiCTh y 30inbIlIeHHI q03u
LUKJIOCHOPUHY Y 3-5 pasiB.

Oxmpeomuo0 3HUXKYE IIepopalbHe BCMOKTYBAHHS [TUKJIOCIIOPUHY, BHACIIIOK Y0OT0
MoOXKe 3HagmoOuTucs 30ibIIeHHs O03U HuKIIocrnopuny Ha 50 % abo mepexim Ha
JIiIKapchKy (OpMYy OJis BHYTPIITHLOBEHHOT'O BBEIEHHS.



ITpenapamu, w,o 36iabWYOMb KOHUEHMPAUii UUKAOCNOPUHY

Vci iari6itopu CYP3A4 ta/a6o P-riaikonpoTeiHy MOXKYTh HigBUIITYBAaTU KOHIIEHTPAIIiI0
IIUKJIOCTIOPUHY. [TpuKIanyu Takux JIiKapCchKUX 3ac00iB: XJIOPOXiH, HiKapOuMiH,
METOKJIOIIPaMifi, mepopaibHi KOHTPAIIeIITUBYU, METUJIIIPEOHI30/I0H (BUCOKI JO3M),
aJIONypPUHOJI, XOJIi€Ba KUCJIOTa Ta 11 IOXimHi, iHribiTopu npoTeas3u, iMaTHHIO, KOJIXIlIMH,
Heha30mo0H.

AHmubiomuku 2pynu mMakpoiodie: epumpoMily,uH MOKe TiIBUIIYBaTH €KCIIO3UIIil0
LIUKJIOCIOPUHY y 4-7 pa3iB, 110 iHKOJIM € IPUYUHOI0 HEPPOTOKCUYHOCTI.
[ToBimomMiIANIOCA, IO KAAPUMPOMIUUH YOBIYl HIABULIYE €KCIIO3UIIIIO LIUKIIOCIIOPUHY.
A3umpomiyuH TigBUILYE KOHIIEHTPaIlifo IIUKIocHopuHy npubnusHo Ha 20 %.

AHmubiomuku e2pynu a3o/i8: KemoKoHa30/, p1yKoHa30, impakoHa3os ma
B80PUKOHA30/1 30ATHI IiOBUIIYBATH €KCIIO3UIIiI0 IIMKIOCIIOPUHY OifbIlle HiXK yaBidi.

Bepanamia niigBulllye KOHIIEHTPALIO IIUKIOCIIOPUHY YV KPOBi y 2-3 pa3u.

OpgHOoYacHe MpU3HAYEeHHS 3 MeadanpesipomM NPU3BOOUIIO O0 HiABUINEHHS
HOpMaJli3oBaHOT0 3HaYeHHs ekcno3uliii (AUC) nukmocrnopuny npubnu3Ho y 4,64 pa3sa.

AMio0apoH 3Ha4YHO HiABUIIY€E KOHIEHTPALil0 IUKJIOCIOPUHY Yy Ij1a3Mi KpOBi
OOHOYACHO 3 IMiABUIIEHHSAM KOHIIEHTpAallil CHpOBaTKOBOT' O KpeaTHHiHYy. Taka B3aEMOMis
MOXKJIVBa 4Yepe3 TpUBaJIuU NIPOMIXKOK 4Yacy IIiCjs BifMiHU aMiofapoOHY 3aBOSAKU OyKe
OOBroMY IIepiofy HaliBBUBEOEHHS LILOTO JIiKapCchKOro 3acoby (61u3bko 50 mib).

[ToBigoMnsinocs, M0 OaHA30/1 MiABUINYE KOHIIEHTPAIIiI0 [IUKJIOCIIOPUHY Y KPOBi
npubnusso Ha 50 %.

Huamiazem (y go3i 90 Mr Ha moOy) 3gaTHUM MPU3BOAUTHU [0 HiABUIIIEHHS I1JTa3MOBOI1
KOHIIeHTpallil IuKJIocrmopuHy Ha 50 %.

ImamuHib6 MOKe ITOCUIIOBATH €KCIO3UIIiI0 ITUKIIOCIIOPUHY Ta ITiIBUIIyBaTH Cmax bOTO
JIiKapCchbKOTro 3aco0y nmpubnus3uo Ha 20 %.

KombiHauii 3 nidsuweHuM pu3ukom HeppomoKcu4yHocmi

HeoOxigHa 06epeXHiCTh ITPpU OOHOYAaCHOMY 3aCTOCYyBaHHI ITUKJIOCIIOPUHY 3 iHIIUMU
nmpernapaTaMi, 10 YUHATh HE(PPOTOKCUUYHY CUHEPTIYHY [if0, TAKUMHU SIK
aMiHOTIIKO3UOM (BKJII0OYAIOYM I'eHTaMillUH Ta ToOpaMinuH), ampoTepuniux B,
IUnpodIIOKCanuH, BAHKOMIITUH, TPUMETOIPUM (+CyIbhaMeTOKCa30JI), MOXimgHi
$ibporoi kucnoTu (Hampuknang 6e3adidopar, dernodidpart), HECTEPOIAHI TpoTHU3anaabHi
npenapaTy (BKIO4Ya4M OUKIO(peHaK, iHmoMeTallH, HallpOKCEH Ta CyJIiHOaK),
MendasnaH, aHTaroHiCTU ricCTaMiHOBUX Hz-peueHTopiB (HanpuKiag IUMETUONH,
PaHITUOVH), METOTPEeKCcaT, TaKPOoJIiMyC.



PexomeHOauii

SIKITO CITiTbHOTO MPUMOMY JIiKapChKHUX 3aC00iB, PO SIKi ITOBiMOMIISIETHCS, 1110 BOHU

®

B3a€eMO[iIOTh i3 nipernapaToM CaHniMyH Heopan™, HEMOXKJIMBO YHUKHYTHU, CIIif

OOTPUMYBaATHUCS TAKUX OCHOBHUX PEeKOMEHOAlIlii:

[Tpu omHOYaCHOMY 3aCTOCYBaHHI 3 JIiKapChbKUMHU 3aco0aMu, 110 MOXKYTh IIPOSIBIISATH
HeDPOTOKCUYHY CUHEPTIUHY Aif0, He0OXigHO MPOBOAUTU PETETLHUN MOHITOPUHT
(pyHKIil HUPOK. [Tpy BUHUKHEHHI BUPaXXE€HOTr'0 MOPYIIeHHA (PYHKII1 HUPOK CIIif
3MEHIIUTHU A03y CyMiCHO 3aCTOCOBYBAHOI'O JIiKapChKOTro 3aco0y ab0 PO3TIaHyTH
MO2KJIMBOCTi albTEPHATUBHOI Teparril.

Y penuItieHTiB TpaHCIJIaHTATIB CIIOCTEPIraaucs IIOOAUHOKI BUIIAAKKU 3HAYHOI, ajie
000pOTHOI HUPKOBO1L AUCGYHKIIII (i3 BiAmOBigHUM 30ibIIIEHHAM KpeaTUHIHY B
CUPOBATIIi KPOBi) ITicJIT OMHOYACHOTr0 3aCTOCyBaHHS ¢ibpaTiB (HammpukiIazn
6e3adibpaty, denodibpaTy). ToMmy HUPKOBY QYHKITi0O TOTPiOHO pPeTEIbHO
KOHTPOJIIOBATH Y TaKMX ITAIli€HTIB. Y pa3i 3Ha4HO1 HUPKOBOI OUCHYHKIIil CYyMiCHE
3aCTOCYBaHHS4 IIpelnapariB CJIif BiIMIHUTH.

Crig yHUKATH CYIyTHBOTO 3aCTOCYBaHHSI TaKPOJIiMyCy Yepe3 ITigBUIIEeHHS PU3UKY
PO3BUTKY HE(POTOKCUYHOCTI Ta (papMaKOKIiHETUYHY B3aEMOIIO0 i3 3a/Ty4eHHSIM
CYP3A4 Ta/a6o P-gp.

Bnaue uukaocnopuHy Ha iHWi Aikapcvki 3acobu

[TMKIOCIOPHH MOKe 3HMXKYBATH KJIIPEHC OUTOKCHHY, KOJIXIIMHY, IPEeOgHI30JI0HY,

inridiTopiB ’'MI'-KoA-penykTa3u (CTaTHHIB), €TOMO3UAY, ajliCKipeHy, 003eHTaHy Ta
mabiraTpany.

CuibHa IHTOKCHUKAalligd HallepCTAHKOIO CIIOCTepirajgacs IpoTATrOM KiJIbBKOX OHIB MicId
[IO4YaTKy Tepamil HUKJIOCIIOPUHOM y OesKHUX Ialli€HTiB, SKi OTPUMYyBaid OUTOKCHH.
[ToBigOMISAIOCS IIPO MOTEHIA ITUKIOCIOPUHY OCUIIOBAaTH TOKCUYHI eeKTUu
KOJIXIIIUHY, TaKi K MiomaTis Ta HelpomnarTisi, 0co06JIMBO y MalliEHTIB 3 HUPKOBOIO
OUCQYHKITIETO.

Y MegmyHUX nyOIiKalisgxX Ta IOCTMapKEeTUHTOBUX AOCITIOKEHHSIX OIMCAaHO BUIIaAKHN
MiOTOKCHUYHOCTI, BKJTIOUAl04YX M’ s130BuM 0ifib Ta cinabKicTh, Mio3UT Ta pabmoMmionis, y
Malli€eHTiB, 0 IpUUMaJIX LUKJIOCIOPHUH OOHOYACHO 3 JIOBaCTaTHHOM, CUMBaCTaTHUHOM,
aToOpBaCTaTUHOM, IpaBaCTaTHUHOM, a TaKOXK (IyBaCTaTUHOM (y PiOKUX BUIIaAKaXx).
[Tpu ogHOYaCHOMY 3aCTOCYBaHHIi 3 ITUKJIOCIIOPUHOM O3y BKa3aHUX CTAaTUHIB MOTPiOHO
3MEHINUTH BiTIOBiMHO OO0 BKAa3iBOK, HaBegeHUX B iHopMallil mpo mpu3HaYeHHsI.
Teparito cTaTuHaM1 MOKHa TUMYaCOBO BiIMiHUTH ITalliEHTaM i3 CUMITOMaMU MiomarTil
a6o malrieHTaM i3 ¢paKTOpaMu PU3UKY PO3BUTKY TAXKKHUX IOPYIIEHb PYHKIII HUPOK,
BKJIIOYalO4YX BTOPUHHY HUPKOBY HEJOCTATHICTh, 1110 PO3BHUHYJIacsd BHACIIIOOK



pabmomiorrizy.

OpHo4YacHe 3aCTOCyBaHHSA HipeOuniHy 3 MUKIOCIOPUHOM MOXKe IPU3BECTHU OO
30iIbIIIeHHS YaCTOTH TilepIiiasii sceH MOpiBHSHO 3 TAaKOIO y pas3i NpuiioMy TiNlbKHU
LIMKJIOCIIOPUHY.

[Ticnss cymicHOTO IpU3HAYEHHS TUKJIOCIIOPUHY Ta siepkaHiouniHy 3HadeHHs AUC
OoCTaHHBOTO 30inbiryBanocs y 3 pa3u, a 3HaueHHsT AUC HUKIIOCIIOPUHY
nigBuimlyBanocs Ha 21 %. Tomy ciif yHHKaATU OOHOYAaCHOT'0 3aCTOCYBaHHS
LIMKJIOCIIOPUHY 3 JIepKaHigumiHoMm. [IpuiioM HUKIIOCIOPUHY Yepe3 3 TOOUHM IiCIsA
JlepKaHiguIiHy He nnpu3BoauB 00 3MiH AUC ocTtaHHBOTO, ane 3HadyeHHsa AUC
IIMKJIOCIIOPUHY HifgBuUIlyBanocs Ha 27 %. ToMy maHy KoMOiHallil0 C/Iii 3aCTOCOBYBATH 3
00epexKHICTIO 3 iIHTEPBAJIOM MiXK IIPUMOMOM JIiIKapChKUX 3ac00iB IIOHaWUMeHIIe y 3
TOOUHU.

[TepeBary ciip BimgaTy aHTUTIIEPTEH3UBHOMY 3aco0y, IKUM He Mae€
(apMakKOKiHETUYHHNX B3a€EMOMIIN 3 IIUKIOCIIOPUHOM.

ITiciisa omgHOYaCHOTr O BBEEHHS LIMKIIOCIIOPUHY Ta aJliCKipeHy CIIOCTepiraaocs
3pOCTaHHA Cmax asickipeny, cyoctparty P-gp, mpu6iu3Ho y 2,5 pa3a Ta 3pOCTaHHS
AUC npubnusHo y 5 pasiB. OgHak papMakoKiHETUYHUN ITPOGiTb IIMKIOCIOPUHY HE
3a3HaBaB CYTTEBUX 3MiH.

OnmHoYacHe 3aCTOCyBaHHS JabiraTpaHy eKCTEKCHUIATy TAaKOXK He PeKOMeHIOBaHe
yepes iHTri0yo4uy aKTUBHICTh IMKJIOCIIOPUHY BifHOCHO P-gp. [labGiraTpaH Ma€ By3bKUU
TepaleBTUYHUM iHOEeKC, a MigBUINeHHs KOHIIeHTpPallil B I1Jla3Mi KPOBi
CYIIPOBOIXKYETHCS IMiABUILIEHUM PU3UKOM KPOBOTEUYI.

BcTaHoBieHo, 1110 OgHOYACHEe 3aCTOCYBaHHS OUKIO0(QeHaKy Ta IUKIOCIOPUHY
MMPU3BOOUTH MO0 3HAYHOT'O 3POCTAHHSA Oi0MOCTYIHOCTI MUKIIOpeHaKy 3 MOXKIUBUM
PO3BUTKOM HUPKOBOI HEOOCTATHOCTI, 10 Ma€E 000POTHUM XapakTep. Haubinbim
BipOTigHO, IIIO I1e 3POCTaHHS COIPUYUHEHE 3HUKEHHSIM BUCOKOT0 e()eKTy «IepPIIoro
IPOXOOXKEeHHsI» OuKiIopeHaKy. OgHOYaCHe 3aCTOCyBaHHS IuUKiocnopuny ta HII3II,
III0 MAIOTh HU3LKUM e(PEKT «IepPHIoro MPOXOOKEeHHI» (TaKuX SK alleTHUICaIillniIoBa
KHCJIOTA), SIK ITPaBUJIO, He II0B’si3aHe 3i 3poCTaHHSIM 1X 6i0HOCTYITHOCTI.

[TigBUIlEHHSI CUPOBATKOBOTO KPeaTUHIHY CIIOCTEPiraaocs mif 4ac OOCIiaXKeHb Ipu
OOHOYACHOMY 3aCTOCYBaHHi eBepoliMycy ab0 CUPOJIiMyCy Ta IIOBHUX 03
IIMKJIOCIIOPUHY YV BUTTISAMI MikpoeMybcii. Lleit epeKT 4acTo Ma€e 0O0POTHUM XapaKTep
IIpU 3MEHIIEHH] 03 UKJIOCIOPUHY. EBeposiiMyC Ta CUPOJIIMYyC JIUIle HE3HAYHUM
YKMHOM BIIJINBAIOTh Ha (hapMaKOKIiHETUKY IIUKIOoCIOpuHy. OqHOYaCHEe 3aCTOCYyBaHHS
IIMKJIOCIIOPUHY 3HAa4YHO 30iJIbIIIye KOHIIEHTPAIIiI0 €BEPOIiMyCy Ta CUPOJIIMYyCY Y KPOBI.



3 obepexkHicTIO MOTPiIOHO MpU3HAaYaTU LUKIIOCIIOPUH Ta Kaiii3bepiratoodi nmpenapaTtu
(HanmpuKkian Kanifisbepiraioui miypetuku, inriditopu AITI®, aHTaroHicTu pelemnTopiB
aHrioTeH3uny II) abo mpemapaTy, 110 MIiCTATDH Kajliii, TOMY 110 I1e MOK€e IIPU3BECTHU [0
3HAYHOTO 30iIbIlIEHHS PiBHS KaJllifo Y CUPOBaTIIi KPOBi.

[I¥KoCcIopuH TaK0XK MOXKe 30ibIIyBaTH MJIa3MOBi PiBHI penarmiHigy, TUM caMUM
30iMbIITyI0UYY PU3UK BUHUKHEHHS TilloTJTiKeMii.

CyMicHe npu3HadYeHHs 603eHMAaHy 3 IUKIJIOCIIOPUHOM 3[TOPOBUM HOOPOBOJIBLISAM Ha 35
% 3HUKYE €KCIIO3UIIi}0 TUKJIOCIIOPUHY, IIPU LIbOMY €KCIO3uUllisi 003eHTaHy
30inbIIyeThCA NPUOIU3HO B 2 pa3u. ToMy He PeKOMEHIOYETHCS CYMiCHO IpU3HaYaTU
ITUKJIOCTIOPUH 3 O03€HTaHOM.

3acToCyBaHHS IMTOBTOPHUX 103 amMbpizeHmaHy Ta UUKIOCIIOPUHY 3[T0POBUM
DOOPOBOJIBIISIM ITPU3BOAMIIO [0 ITiABUINEHHS €KCIO3uUllil aMOpi3eHTaHy IPUOJIN3HO y 2
pa3u, TOOi SK eKCIIO3UIis IIUKJIOCIIOPUHY ITOCHUJIIOBasiacsi He3HayHo (mpubnu3Ho Ha 10
%).

B OHKOIOTiYHUX XBOPUX IIPU CYMiCHOMY 3aCTOCYBaHHi BHYTPIIIIHEOBEHHUX (popM
aHmpayukaiHogsux aHmubiomukie (Hanpukaad 0oKcopybiyuHy, MiMOKCaHMpPOHY,
dayHopybiyuHy) Ta OyKe BUCOKHUX 03 IIUKIJIOCIIOPUHY CIIOCTEPIrasocs 3HauYHe
ITiTBUIIEHHS €KCIIO3UIlil aHTPAIMKITIHOBUX aHTHOIOTUKIB.

IuaoxkcuH, KoaxiuuH, iHeibimopu I'MI'-KoA-pedykma3su. AKIiio Oyab-siKui i3 1ux
JIiKapChbKUX 3aCc00iB IpU3HAYaEThCSI OOHOYACHO 3 npernapaTtoM CaHOiMyH Heopan®,
HeOoOXiTHUIM peTeNnbHUM KIiHIiYHUW MOHITOPUHT, 11100 3OiiCHUTH PaHHE BUSBJIEHHS

TOKCHUYHHUX e(beKTiB Ta Togabllle 3MEHIIIeHHS J03u abo BimMiHMN IIperapary.

B3aemopmis mikapChbKUX OpelapaTiB dacTillle CIIOCTEPIraeThbCA y MalliEHTIB IiTHHOTO
BIKY.

[Tig vac Teparil MUKIOCIIOPUHOM epeKTUBHICTh BaKIIMHAIIl MoxkKe OyTu 3HuXKeHa. Crifg
YHUKATU 3aCTOCYBaHHS XXUBUX 0CJIabIeHUX BaKIIWH.

Himu

IocmigKeHHs TiKapChKOl B3a€EMOil IPOBOAUIN 3 YYaCTIO BUHITKOBO JOPOCIIUX
TIAITiEHTIB.

Oco006/1MBOCTi 11010 3aCTOCYBaHHSI

® Npu3HavYalrTh JIUIIE JIiKapi, AKi MalOTh OOCBiO IPOBEOEHHS

CanpmimyH Heopan
iMyHOCYHIpEeCHBHOI Teparlil i MOXKyTh 3a0e3eYnuTH NPOBedeHHSI HeOOXigHUX

JOOATKOBHUX o0CTexKeHb (perym{pHe ITOBHE 00’€EKTUBHE OOCIHIigXKEeHHSI, KOHTPOIJIb



apTepiambHOTO THUCKY, TabopaTopHi mocmigxkeHHs). ITalieHTH, IKi mepeHecnn

®  noBunHi nepeOyBaTHU TiJIbKU y THUX

TpaHCHOIaHTaliio i npuiMarTh CaHgiMmyH Heopan
MeOUYHUX 3aKjafax, 1o 3abe3rnedyeri HeoOXimHUM 1ab0opaTOPHUM Ta MEeIUYHUM
ycTaTKyBaHHsSM. Jlikapio, BifmoBigabHOMY 3a MPOBEeAEHHS IIiATPUMYIOUO0l Teparii,

CIIi HajaTH BCIO iHpopMaliito, HeoOXiaHy AJig IPaBUJILHOTO AOTJISIAY 3a HalliEHTOM.

BcMoKTyBaHHS iHTiOiTOPIB KaIbIIMHEBPUHY MOKE IIOPYIIYBATHUCh Y MAIiEHTIB 3
IUCTUYHUM (PiOpo30oM.

[MTomi6HO MmO iHIIMX IMYHOCYIIPECAHTIB, IIMKJIOCIIOPUH ITiTBUIITYE PU3UK PO3BUTKY
smiMdoMm Ta iHIIMX 3MOSKiICHUX IMTyXJIMH, 30KpeMa NYXJIUH IKipu. HeobximHO TpoBOOUTH
perynsapHi 00CTeXeHHS Ialli€EHTiB, sIKi TPUBaINU Yac OTpUMYyIOTh CaHOiMyH Heopan®,
i 3abe3nedYeHHsT paHHBbOI JiarHOCTUKU. JIiKyBaHHS HEOOXiTHO BiIMIiHUTH, SIKIIIO
OiarHOCTOBAHO MepeapaKoBuil cTaH abo NMyXauHy. € ImigcTaBu BBaxKaTH, IO
MiABUIIEHWY PU3UK IIOB sI3aHUU 3i CTyII€eHEM Ta TPUBAJIICTIO iIMyHOCYIIPECil, a He i3

3aCTOCYBaHHSIM KOHKPETHHUX 3aco0iB.

ToMy niKyBaHHS 3TrigHO 3 PEXKKUMOM, III0 BKJIIOYa€ KiJlbKa iIMyHOCYIIPECAHTIB (Y TOMY
YHCIIi IMKIIOCIOPUH), CIIiZl 3aCTOCOBYBaTU 3 00EPEKHICTIO, OCKIJIbKY 1€ MOXKe
IPU3BECTH A0 PO3BUTKY JIiM@poIposidhepaTUBHUX PO3JIafiB Ta IIYXJIUH COJIITHUX
OpraHiB, IHKOJIY 3 JieTaJIbHUM HaCJIiIKOM.

3 ornsAany Ha MOTEHLUIVMHUMN PU3HUK 3JI0SIKICHUX HOBOYTBOPEHS ILIKIPHU IallieHTaM, sKi

npuuMarTh CaHOiMyH Heopaﬂ®

, 30KpeMa THUM, XTO JIIKYyETbCS 3 IPUBOAY IICOpia3y 4u
aTOITiYHOTO IepMaTUTy, HeOOXimHO PEKOMEHAyBaTy YHUKATH HaIMipHOTO BIIJIUBY
COHSYHOTO MPOMiHHS 6e3 HaJIe’KHOT0 3aXUCTY 1 He IpUMaTHh OJHOYaCHO

oImpoMiHeHHs ynbTpadioneroBumu npomeHamu B gu PUVA-poToximioTeparrii.
Ingexuii

Ax 1y pa3i 3aCTOCyBaHHS IHIVX IMYHOCYIIPECAHTIB 3aCTOCYBaHHS ITUKJIOCIIOPUHY
MIPU3BOOUTH OO PO3BUTKY Pi3HUX OaKTepialbHUX, TPUOKOBUX, Tapa3UuTapHUX Ta
BipyCHHUX iH(}eKIil, 4aCTO 3 y4acCTIO ONOPTYHICTUYHUX ITAaTOTeHiB. Y Malli€HTIB, AKi
OTPUMYIOTh LIUKJIOCIIOPUH, OyJI0 BUSIBIIEHO aKTHBAIlil0 JIJaTEHTHOI iHeKIIil
IIoJTioMaBipycCy, III0 MOXKe MPU3BECTU A0 BUHUKHEHHS HedponarTii, IOB’I3aHO0l 3
noniomasipycoMm (PVAN), 3okpema BK-BipycHoi HedponaTii (BKVN) abo nporpecyiodoi
MyJbTU(OKaIbHOI TetiKoeHedarsomnarii, mos’sizanoi 3 JC-Bipycom (PML). Lli mpobnemu
4acCcTO BTOPMHHI BiTHOCHO BUCOKOI iMyHOCyHpecil i ix ciig po3rnsgaTi y
oudepeHUiiHii OiarHOCTUL iMyHOCYIIPECUBHUX IAIli€HTIB i3 MMOripmieHHIM QyHKITi1
HUPOK ab0 HEBPOJIOTIYHUMHU cUMIOTOMaMu. [loBimoMsiyiocss Ipo cepro3Hi Ta/abo
sieTasnbHi Hacaigku. [ToTpiOHO BUKOPUCTOBYBaTU epeKTUBHI IMpodinakKTUYHI Ta
TepamneBTUYHI cTpaTerii, 0coOIUBO mallieHTaM, gKi moTpebyoTh 6araTopa3oBoi
OOBTOTPHUBAJIOl iMyHOCyHpeCUuBHOI Tepamil. Ciifg 3MEeHIINTH 3arajbHy iIMyHOCYIIPECIIO ¥



naniedTiB 3 PVAN a6o PML, ane 3HuXkKeHa iMyHOCyTIpecisd TaKOXK MOXKe ITOCTaBUTHU ITif
3arpo3y TpaHCIIJIaHTaT.

Tokcu4yHul 8na1u8 HaA HUPKU

[IpoTsAroM nepumunx OAeKiJIbKOX TUXKHIB JIIKyBaHH pernapaToM CaHOiMyH Heopan®

4YaCTHUM Ta MOTEHIIMHO CEPUO3HUM yCKIaJHEHHSAM € IIiABUILIEHHS PiBHIB
CHUPOBaTKOBOTO KpeaTHHiHYy Ta cedoBUHU. i pyHKIIIOHAIbHI 3MiHM 3aj1eXaTh Bif H03U
i MaroTh 0O0POTHUM XapaKTep, 3a3BUYall MTOKa3HUKU MOBEPTAIOTHCS N0 HOPMaJIbHUX
3HAuYeHb 31 3HUXKEHHAM OO03U. Y OesAKUX MallleHTiB JOBroTpUBajie 3aCTOCYBaHHSA
npenapaTy MOXe IIPU3BECTH 00 NOSBU CTPYKTYPHUX 3MiH Yy HUPKaxX (Hampukiang oo
iHTepcTuliaabHOTrO i6PO3Y), SIKi CHIif BiIpi3HSATHU Bi 03HAK XPOHIYHOTO BiATOPTHEHHS
y TAIli€HTIB i3 TPaHCIIJIAHTOBAHOIO HUPKOI. TaKUM YUHOM, HEOOXiTHUM € YaCTUM
MOHITOPHUHT (YHKIIl HUPOK 3TiAHO 3 MiCIIeBUMHU PEKOMEHOAIIIMU Ta 3 ypaXyBaHHSAM
KOHKPETHUX NOKa3aHb A0 NPpU3HaYEeHHS JIiKapChKOTro 3aco0y.

I'enamomoKkcuuHicmbs

® Takox Moxe CIIPUYMHUTU J0303aJIe’kHe 000POTHE MigBUIIEeHHS

CanpgimyH Heopan
piBHA Oinmipy0OiHy Yy cMpoBaTIi KPOBi, iHOAI - MiABUIIIEHHS PiBHIB (pepMEHTIB ITeUiHKU.
IcHyIOTh 3anIUTaHi Ta CIOHTAHHI ITIOBIIOMJIEHHS PO IelaTOTOKCUYHICTDh Ta YpaXKeHHA
MeYiHKW, BKII0Yal04YH X0JIeCcTas, XKOBTSHUI[IO, TeIaTUT Ta II€49iHKOBY HEJOCTaTHICTh, Y
Malli€eHTiB, K1 OTPUMYBaJIU JIIKYyBaHHSA LIUKJIOCIOPUHOM. BiIbIIiCTE IOBIIOMIIEHD
CTOCYBAaJIUCS IAli€HTIB i3 CyTTEBUMU CYIIYTHIMU 3aXBOPIOBaHHSAMU, OCHOBHUMU
aTOJIOTIYHMMM CTaHAMM Ta IHIIMMHU OJHOYACHO OiI0YMMHU (PaKTOpaMu, y TOMY YUCIIi
iHpeKIiMHNMY YCKJIaAHEHHSIMM Ta CYIIyTHIM MeOINKaMeHTO3HUM JIiKyBaHHSIM 3
MOTEHI[iaJIOM IrellaTOTOKCUYHOCTI. Y JessKuX BUIIaJKaX, IepeBaXHO y IaIli€HTIB i3

TpaHCIUIaHTaTaMU, IIOBIIOMIISIJIOCS IIPO JieTaslbHiI HaCJIioKu.

[ToTpiOHO IPOBOAUTU PETYISIPHUN KOHTPOIb BiITTIOBIOHUX IMOKA3HUKIB GYHKIIII
MeYiHKY, SKIIO0 He0OXigHO, 3MEHIIIUTH 03y Y pa3i BiIXuieHb UX ITOKA3HUKIB Bif
HOpPMHU.

ITauienmu nimHvo20 BiKYy (8i0 65 pokis)

Heo6xigHO 0COGIHMBO pPETENHFHO KOHTPOMIOBATH (GYHKITiI0 HUPOK Y HAlli€HTiB JIITHHOTO
BIKY.

MoHimopuHe piBHI8 UUK/A0CNOPUHY

® MalfieHTaM ITicisi TPaHCIIaHTallil

IIpu 3acTocyBaHHi npenapaty CaugiMmyH Heopan
BasKJIMBUM 3aX0O0M O€3IeKU € CUCTEMAaTUUYHUU MOHITOPUHT KOHIIEHTpaIlil
LIMKJIOCIIOPUHY y KPOBi. PiBHI IUKIOCIOPUHY y KPOBi HallKpallle BU3Ha4YaTu 3

BUKOPHUCTAHHAM CIIeli(PivHNX MOHOKJIOHAIbHUX aHTUTIN (BU3HAYEHHS KiJIbKOCTI



He3MiHeHOro npemnapary). [IpoTe MOoKHa BUKOPHUCTOBYBATHU i BUCOKOE(EKTUBHY
pinuHHy xpoMmaTtorpadito (BEPX) (TakoxX o1 BU3Ha4YE€HHS KiJIbKOCTI HE3MiHEHOT O
npenapaty). [Ipu KinbKicHOMY BU3Ha4Y€eHHi y I1j1a3Mi KpoBi ab0o cupoBaTIli MOTPiOHO
3aCTOCOBYBaTHU CTaHOapTHUW METOM PO3OiIeHHSA (Yac i TeMmeparypa).

Y penuIieHTIiB 3 TPaHCILJIAHTOBAHOIO IEYIHKOIO KOHTPOJIb PiBHIB ¥ KPOBI Ha I104YaTKy
JIIKYBaHHS MOTPiOHO MPoBOAUTH ab0 3a AOMOMOTO00 TiTbKH CHeudigyHIX
MOHOKJIOHAJIbHUX aHTUTIJ, ab0 3a MOIIOMOT 00 Mapaje/ibHUX BU3HAYEHb 3
BUKOPHCTAHHAM CIlelu(}ivHmX i HecrienuigHNX MOHOKJIOHAIbHUX aHTUTII OJIS TOTO,
11100 3a0e3MeYnTy BiANOBIiOHUY CTYMNiHb iMyHOCYTIpeCil.

Takox 1oTpi6HO mam’ATaTH, 10 PiBeHb UKJIOCIIOPUHY Y KPOBI, Ij1a3Mi abo cupoBaTiii
€ TiIBKK OOHUM i3 0araTboxX YMHHHUKIB, 1110 BIIJIMBAIOTh HA KJIIHIYHUHN CTAH IIAllicHTa.
ToMy pe3ynbTaTH CIIiL PO3TIAAaTH JIMIlle B KOHTEKCTI LIiJIoro PSAAy iHIINX KITIHIYHUX i
OioxiMiYHMUX ITOKA3HUKIB.

MoHimopuHe apmepiasabHO20 MUCKY

® HeoGxigHO PETYIIIPHO

[IpoTsairom snikyBaHHS npernapaTtoM CaHniMmyH Heopan
KOHTPOJIIOBATU IIOKA3HUKU apTePlajibHOI0 TUCKY. fKIO BUSBUTHCA HAABHICTD
apTepianbHOl rinepTeH3il, CIIig IPOBECTHU BiAIIOBiAHE TiKyBaHHS OJI 3HUXKEHHS
aprepianbHOro TUCKY. IlepeBary ciig HagaBaTU aHTUTINIEPTEH3UBHUM JIiKapChKUM
3acobamM, 1110 He BIIJIMBAIOTh Ha (apMaKOKiHETUKY ITUKJIOCIIOPUHY, HaIPUKJIIaI

icpapuIiny

ITiosuw,eHHA pigHi8 ninidi8 y Kposai

Bynu okpeMi nmoBimoMIIeHHS WIOA0 JIiKyBaHHSA IIpenapaToM CaHOIiMyH Heopan®,

ITOB’sI3aHi 3 He3HAYHUM ITIigABUINEHHSIM JIiIifiB Y KPOBi, SKe Majio 0O0POTHUM XapaKTep;
piBHI ninigiB HeoOXimHO BUMipioBaTH A0 Ta Yyepe3 1 MicsIlb IMicas mo4YaTKy JTiKyBaHHS.
Y pasi BUsABIEHHS MigBUIIEHOI0 PiBHA JIIIAIB CIIig 3MEHIIINTH YacCcTKY XKHUPIB y pallioHi
Ta, K]0 HeOOXimHO, 3MEHIINUTU I03Y.

I'inepkaniemis

[Tpu ipuiioMi HMKIIOCTIOPUHY 3POCTAE PU3KUK BUHUKHEHHS TrillepKajieMii, 0COOIUBO ¥
Mali€eHTiB i3 HUPKOBOIO AUCGYHKIII€I0. 3 00epeKHICTIO MPU3HAYATU TUKJIOCTIOPUH Y
KoMOiHalril 3 Kasin30epirarounMu npernapaTaMu (Hanpukiag 3 Kaniiisbepiraiounmu
OiypeTuKaMu, iHTiOiTopaMu aHTiOTEH3UHIIEPETBOPIOBAILHOTO (DEPMEHTY,
aHTaroHiCTaMM pelenTopiB aHrioTreH3uHy II) abo nmpemapaTamMu, IO MiCTSITh Kalil,
abo marlienTaMm, siki mepeOyBaloTh Ha [i€Ti, 6araTiii Ha BMICT KaJilo. Y TaKux BUMIagKax
PEKOMEeHI0BaHO KOHTPOJIIOBATU PiBHI KaJlilo.

I'inomazHiemisa



[TpuiioM LIMKJIOCIIOPUHY IIiABUIIYE €KCKPEeLil0 MarHito, 1110 MOXKe IIPU3BECTU [0
PO3BUTKY CUMIITOMaTHUYHOI riloMartieMii, HacaMnepeq y IIepuTpaHCIlIaHTalliiHUA
nepiopn. [IpoTarom nepuTpaHCIJIaHTALlIMHOTO IIEPioay PEKOMEHO0BaHO IIPOBOOUTH
KOHTPOJIb PiBHSA MarHiio y CUpOBaTIli KPOBi, HacaMIlepe[ SKIO CIIOCTEPIrarThCs
HEBPOJIOTiYHi cuMnOToMHU. AKIo 1le Oyme BU3HAHO 3a HeoOXiHe, MOOaTKOBO CJIif
IPU3HAYUTHU IpellapaTy MarHiio.

I'inepypukemis
[Tpu nmikyBaHHiI XBOPUX 3 rinepypukeMieio HeoOxigHa 06epexxkHiCTh.
2Kuei ameHytiosaHi 8aKUUHU

ITig yac niKkyBaHHSA LMKJIOCIIOPUHOM BaKIIMHALISA MOXKE BUABUTUCA MEHIII
e(peKTHUBHOIO, a TAaKOXK HEeOOXiIHO YHUKATHU 3aCTOCYBaHHS KUBUX aT€HYHOBaHUX
BaKIIMH.

B3aemooii

Cunig 3 06epexkHIiCTIO ITPU3HaYaTH IUKJIIOCIOPHH OOHOYACHO 3 JIIKapChKUMHU 3acobaMH,
III0 3HAYHO ITiABUNIYIOTh a00 3HUKYIOTh KOHIIEHTPAIIil0 ITUKJIOCIIOPUHY Y IIJIa3Mi KPOBi
yepes iHrioyBaHHs abo iHgykilito CYP3A4 Ta/abo P-rmikonpoTeiny (OUB. po3min
«B3aemogis 3 iHImMuME TiKapCchbKUMU 3acoO0aMU Ta iHII BUOU B3aEMOMIN»).

Heo06xigHO mpoBOAUTY MOHITOPUHT II[0J0 HEDPOTOKCUYHOCTI TP IIPHU3HAUEHHI
IIMKJIOCIIOPUHY Pa30M 3 aKTUBHUMHU PEYOBUHAMU, 10 MiABUIIYIOTH KOHIIEHTPALiI0
IIUKJIOCIIOPUHY a00 IPOSBJISIOThE CUHEPTi3M Y PO3BUTKY HEPPOTOKCUYHOTO eDEKTY
(muB. po3min «B3aeMomis 3 iHIIMMU JTiKapChbKUMHU 3acoO0aMU Ta iHIIIL BUOM B3aEMOJIiN»).

Crig yHUKaTH OOHOYaCHOTO 3aCTOCYBaHHS LIUKJIOCIIOPUHY 1 TAaKPOIiMyCy (OUB. PO30in
«B3aemogis 3 iHImMMMU TiKapChbKUMU 3acoO0aMy Ta iHIIT BUOU B3aEMOMIN»).

LIuknoconopuH € inriditopom CYP3A4, MyJIbTHIIKAPCHKOTO e(dhIII0OKCHOI0 IepPeHOCHUKA

P-rimikonmpoTeiny Ta opraHiyHuUX aHioHIB TpaHcnopTHuX 0inkiB (OATE) i moxe

ITiABUITYBATH IJTa3MOBi KOHIIEHTPAIlil OMHOYAaCHO MPU3HaYeHUX JIiIKapChbKUX 3aco0iB,
III0 € cyOCcTpaTaMu JaHOro ¢pepMeHTy Ta/abo mepeHOCHUKA, TaKuX AK gabiraTpas,
arickipes Ta 6o3eHTaH. Ciig OyTu 00epeKHUM IPU OGHOYACHOMY 3aCTOCYBaHHI
IIMKJIOCTIOPUHY 3 TaKUMHU JIiKapChbKUMHU 3aco0amMu ab0 YHHUKATH 1X CYMiCHOTO
IMpu3HadYeHHs (OuB. po3min «B3aemomist 3 iHIMMMMU TiKapChbKUMHU 3acob0aMu Ta iHIImi
BUIOUW B3a€EMO/iM»). IIUKIJIOCIIOPHH ITOCUJTIOE €KCIT03uIlito iHTridiTopiB 'MI'-Ko0A-
penykTa3u (ctaTuHiB). [Ipy ogHOYaCHOMY 3aCTOCYBaHHI 3 MUKJIOCIIOPUHOM A03Y
CTaTUHIB CJIi 3MEeHIITyBaTHU; CyMICHOT'O 3aCTOCYBaHHSA 3 ONesIKUMU CTaTUHAMU CJIif
VHUKAaTHU 3rifHO 3 peKOMeHAalligMM, 3a3Ha4Y€eHUMU B IHCTPYKLISAX OJIs1 MEOUYHOT 0
3aCTOCYBaHHS IIMX JTiKapCchKUX 3aco0iB. Tepamiio ctTaTuHaMU HEOOXimHO TUMYaCOBO



a00 OCTAaTOYHO IMIPUNUHUTH ITAIliEHTaM 3 O3HAaKaMM Ta CUMITOMaMu Miomnartii a6o
HasIBHICTIO (PaKTOPiB PU3UKY PO3BUTKY TSAXKKOTO ypaKeHHSI HUPOK, BKIIIOUAI04YUu
HUPKOBY HEIOCTATHICTh Ha TJIi pabmoMmioni3dy (ouB. po3min «B3aemMomisa 3 iHIIUMHu
JIIKapPChKUMHU 3aco0aMU Ta iHIIN BUOU B3a€EMOil»).

[NamieHnTH i3 ricopia3oM MOBMHHI YHUKATH OOQHOYACHOTO 3aCTOCYBaHHS OeTa-
agpeHo60KaTOPiB abo AiypeTHkKis.

Ocob6.1u8i 0ONOMIdHCHI peyosuHU

®

CanpimyH Heopan™ MICTUTB IifporeHi3oBaHy PULIMHOBY OJlit0 «Ilomiokcumn 40», 1110

MOKe CIIPUYUHUTU IIIJIYHKOBI pOo3/1au Ta Oiapelo.

®
®

[TepopanbHi nmikapceKi popmu npemnapaty CangimyH Heopan™ MicTsaTh mpubmau3Ho 12

% (00.) etanony. o3a 500 mr nnpenapaty CaumgiMmyH Heopan~ mictuth 500 Mr
€TaHOoJIy, 110 € eKBiBaJleHTOM ITPuOIN3HO 15 MJyI muBa Yu 5 M1 BUHA. Lle Moxke
3alIKOMTHU 3aJIe2KHUM Bil aJIKOT'0JIIO ITalliEHTaM i moTpeOy€e BpaXyBaHHS IIPU

JIIKyBaHHI BariTHUX Ta XKIHOK, SKi TOOYIOTH I'PYOAI0, MALlIEHTIB i3 NIeYiHKOBUMU

3aXBOPIOBAHHSAMU YU €IJIEeIICi€l0, a TaKOXK IIPU 3aCTOCYBaHHI IIpernapaTy OiTsaM.
ITooamkosi 3anobidcHi 3axo0u npu He no8’sA3aHuxX 3 MPAHCNAAHMAMamu NOKA3AHHAX

[NamieHnTaM i3 mopyHeHHAM (YHKII] HUPOK (3a BUHATKOM IAlli€HTIiB i3 HEPPOTUUHUM
CUHOPOMOM i3 IPUUHATHUM CTyIIeHEM HUPKOBOI HEJOCTATHOCTi), HEKOHTPOJIHOBAHOIO
apTepiaybHOIO TimepTeH3i€, HEKOHTPOJIbOBAaHUMH iH(MEKITiIMHu ab0 3JI0IKiCHUMH
MyXJIUHaMM OyOb-IKOT0 TUILY He CJIiJ IpU¥MaTU HUKIIOCIIOPUH.

IIo moyaTKy NiKyBaHHS CIIiZl ITPOBECTU HAMIMHY OIIiHKY ITOYaTKOBOI (PYHKII1 HUPOK
IIJIIXOM IIIOHANMEHIIIe JBOX BUMipIOBaHb PO3PaxyHKOBOI IIBUAKOCTI KJIIyOOYKOBO1
dinpTpamil (pILIK®). HYacTte npoBegeHHS OL[iHKM QYHKITl HUPOK i Yac Teparril
HeoOXximHe [Is1 IPaBUIbHOTO KOPETryBaHHS [03.

Ilooamkoeai 3anobixcHi 3axo0u npu eH002eHHOMY yeeimi

[ToBigOMIIAIOCS IIPO MOXKJIUBUU 3B’ 30K MiXK LIMKJIOCIIOPUHOM Ta HEBPOJIOTIYHUMU

® cnig 3 00epexkHICTIO MPHU3HAYATHU

nposiBamMu cuaapomy bexdera. CangiMmyH Heopan
namieHTaM i3 cuEApoMoM bexueTa npu HassiBHOCTI HEBPOJIOTIYHUX ITPOsBiB. Crifg

ITPOBOOUTH PETENbHUN MOHITOPHUHT HEBPOJIOTIiYHOT'O CTATyCy TaKuX OCio.
ITodamkoei 3anobidcHi 3axo0u npu He(ppomuyHOMY CUHOPOMI

[TamierTaM i3 mopyiueHHIM (QYyHKIIl1 HUPOK Ha ITOYaTKOBOMY PiBHi CITIOYATKY CIIif
MMPU3HAYUTHU O03y 2,5 MT/KT Ha o0y i 3milicCHIOBAaTU OyXKe PeTeIbHUU MOHITOPUHT.



Y mesiKux malli€eHTiB MOXKYTh BUHMKHYTHU TPYOHOIII 3 BU3HAYEHHSIM iHOYKOBaHOI
npemnapatoM CaHOiMyH Heopan® HUPKOBOl AUCPYHKIII dyepe3 3MiHU PYyHKIIl HUPOK,
CIIPUYMHEHI BlaCHe HePPOTUYHUM CUHAPOMOM. LI¥M MOSICHIOETHECS, YOMY YV PiOKICHUX

BUIIaJKaxX acolliiioBaHi 3 nmpenapatoM CaHOIMyH Heopan®

CTPYKTypaJibHi 3MiHU Y
HUPKaX CIIOCTepirarThcs 0e3 MigBUILIEHHS PiBHS KpeaTHUHIHYy Y CUpPOBaTIi KpoBi. Crif
PO3TISIHYTH MOXKJIMBICTh IPOBeAeHHs 0ioICil HUPOK Y IalliEHTIB 31 CTepoig3anexkHoI0
He@dpomaTi€ro 3 MiHiMaJlbHUMU 3MiHaMHU, B SKUX Tepamnisd npenapatoM CaHOIMyH

Heopan® TpuBaja OinbIie 1 PoKy.

Yac Bifg yacy HagxXOOUJIUA IIOBiHOMJIEHHS IIPO BUHUKHEHHS 3JI0OSIKICHUX ITyXJIUH
(BKJII0UAIO4YU XOOKKIHCHKY JTiM(poMy) y Mali€eHTiB i3 HEQPPOTUYHUM CUHIOPOMOM, SIKi
OTPUMYBAJIU JIIKyBaHHSA iMyHOCYIIpeCaHTaMHu (BK/II0Yal04YX ITUKJIOCIIOPUH).

Ilooamkoei 3anobidcHi 3axo0u npu peeMamoiOHOMY apmpumi

[Ticnst 6 Mmics1iB Teparil GyHKIIiI0 HUPOK IOTPiOHO BU3Ha4YaTH KOXKHi 4-8 TUXKHIB
3aJIe’KHO Bif cTabiIbHOCTI 3aXBOPIOBAHHS, OJJHOYACHOT0 MEeINKaMEeHTO3HOT 0
JIIKYBaHHS Ta CYMyTHiX 3aXBOPIOBaHb. YaCTillli OCITimXKeHHs HeoOXimHi npu
nigBUILlEHH] J0o3U npemnapaty CaHOiMyH Heopaﬂ® abo 1micis mo4YaTKy OOHOYaCHOTO
JIIKyBaHHSI HECTEPOIAHUMHU NPOTHU3aNaJbHUMM IIpenapaTaMu Y4 y pa3i MigBUILEHHS 1X
oo3.

Bigmiza npemapaTy TakKoxK Moxke OyTH HeoOXimHOoI0, SIKIIO apTepiajibHa TrinepTeH3is,

®

III0 BUHUKJIA Ha TJIi Tepamil npenapatoM CaHpgiMmyH Heopan ™, He migmaeTsCcsa

KOHTPOJIIO 3a [MOIOMOI0I0 BiIIOBiMHOI aHTUTINIEPTEH3UBHOI Teparil.

4K i mpu TpuBayIOMy 3aCTOCYBaHHI iHIIMX iIMyHOCYITPECUBHUX JIIKapPChbKUX 3aCc00iB, CIIif
BPaxOByBaTH MiIBUILIEHUN PU3UK JTiMpornponidepaTuBHux po3namiB. OcobauBoi
00epeXHOCTi BUMarae 3aCTocyBaHHs npenapaty CaHgiMyH Heopan® y KoM0OiHariii 3
METOTPEKCaTOM Yepe3 CUHEPTiuHy He()POTOKCUYHY Milo.

ITooamkoei 3anobidcHi 3axo0u npu ncopiasi

[TpunuHeHHs Tepamnil npenapatoM CaHOIMYyH Heopan® PEKOMEHYETHCH, AKILO
apTepianbHy rinepTeH3siio, 110 BUHUKJIA Ha TJIi JIiKyBaHHSA npenapatoM CaHOIMyH

®

Heopan™, He BOAaeThCsI KOHTPOJIIOBATH 3a MOMOMOI0I0 BiAIOBiAHOI Teparil.

JIikyBaHHS Nalli€HTIB JIITHHOT'O BIKYy CJIi[ IPOBOOUTU BUHATKOBO IPU HAasIBHOCTI
iHBasmigu3younx GopM Icopia3y Ta 3a YMOBU 0COOJIMBO PETEIBHOIO0 MOHITOPUHTY
dyHKIIIl HUPOK.

[ToBigOMIIANIOCS IIPO PO3BUTOK 3JIOSKICHUX HOBOYTBOPEHD (30KpeMa LIKIpHu) y
MalieHTiB 3 IIcopia3oM, Kl IpUiMaiu IUKJIOCIOPUH K CTaHOAPTHUN
iMyHOCYTIpeCUBHUM TepaneBTUYHUM 3aci6. HeTunoBi ayis rcopia3y MIKipHiI BOTHUIIIA,



Imimo3pini Ha 37M0sKicHI abo mmepeapakoBi 3MiHu, TifasAraTh OioICil 0 moYaTKy
JIIKyBaHHS npernapatoM CaHOIMyH Heopan®. [TamieHTH 3i 37I0IKICHUMU YU
mepegpakoBHMU 3MiHaMM IIKIipU IOBUHHI npunMaTu npenapat CaHOiMyH Heopan®
TIJIBKY IIICJIS BIAIIOBIAHOI'O JIIKYBaHHSA IIKIPHUX BOTHMUII 1 SKIIIO 1HII BapiaHTH

YCIIIIIHOI Tepamii BiACyTHi.

Y mesKux mali€eHTiB 3 ICopia3oM, sKi npurManu npenapat CaHOiMyH Heopaﬂ®,

BHHUKJIM JTiM@ponponidepaTuBHi po3nagu. BoHM MyUHaIMU Micas IIBUAKOL BiIMiHU
mpernapary.

®, He IMOBUHHI OMHOYAaCHO

[MTamiernTn, saki npuriMalTh npenapaTt CangiMmyH Heopan
IIpUUMaTHU OIIPOMiHEeHHS yiabTpadioneToBuMu nmpomMmensMu B abo PUVA-

oTtoximioTeparmiio.
Ilooamkoei 3anobidxcHi 3axo0u npu amoniyHomy depmamumi

[TpunuHeHHs Tepamnil npenapatoM CaHOIMYyH Heopan® PEKOMEHOYETHCS, AKIIO
aprepiajyibHy TillepTeH3iio, 110 BUHUKJIA Ha TJIi JIIKyBaHHA IpenapaTtoM CaHOIMyH

Heopan®, He BOAETHCS KOHTPOJIIOBATH 3a OOIIOMOT OO BillIIOBigHOI Teparil.

JIikyBaHHA MALl€HTIB JIITHHOTO BIKY CJIiJ] IPOBOOUTU BUKJIIOYHO IIPU HAasABHOCTI
iHBamimu3y4uux ¢opM aTOIIiYHOTO IEPMATUTY Ta 3a YMOBU 0COOIUBO PETEILHOTO
MOHITOPHUHTY (QYHKIIl HUPOK.

IobposikicHa nmiMdameHoIaTiss YacToO aCoOIlil0ETHCS i3 3arOCTPEHHSIMU PU aTOIIIYHOMY
OepMaTHUTi i 3aBXKOM MUHAE CIIOHTAHHO a00 IIpU 3arajJbHOMY IIOJIETIIEHH]
3aXBOPIOBaHHSA.

JlimpapmeHoaTis, 110 CIIOCTEPIra€ETbCA Ha TJIi TiKyBaHHS ITUKJIOCIIOPHHOM, BUMarae
PerynsipHoro MOHITOPUHTY.

Axmo nmiMmdanmeHonarTis 36epiraeTbCcsi, He3BaXKalyYM Ha 3MEHIIEeHHSI aKTUBHOCTI
3aXBOPIOBaHHS, HEOOXigHO ITpoBeCcTH OiOmCiio K 3amo0izKHUYN 3axi oI
OigTBePAKEHHS BiICyTHOCTI niMdomu.

®, CJIio maTu

[lepen TuM sIK PO3NIOYUHATH JIiKyBaHHA IIpenapaTtoM CaHagiMyH Heopan
XBOPOMY Ofy2KaTH Biff CHPpUYMHEHO] BipyCOM IPOCTOTO repliecy aKTUBHOI iHQeKIIil, ane
Taka iHdeKIlis He 000B’sI3KOBO BUMarae€ BifMiHU IIpenaparty, SKII0 BUHUKAE Ha TIIi

JIIKyBaHHSA (OKPIM TAXKKHUX 1H(PEKIiN).

Indexkrrii mKipu, cnpuunHeHi Staphylococcus aureus, He CTaHOBIISITh aOCOJIIOTHOTO
IIPOTUIIOKAa3aHHA A0 Teparil nmpemapaTomMm CaHgiMyH Heopan®, ajie BUMararmThb
JIIKyBaHHS BiATIOBiOHUMU aHTUOaAKTepialbHUMU 3acobamu. Crig yHUKaTH

IIepopasibHOI0 3aCTOCYBaHHSA €PUTPOMILIUHY, 110, AK BIIOMO, Ma€ 30aTHICTh



MigBUINyBaTHU KOHIIEHTPALl0 IIUKJIOCIIOPUHY Y KPOBI, a Yy pa3i BiACyTHOCTI
arlbTePHaTUBU PEKOMEHOYEThCS PETEIbHUM MOHITOPUHTI PiBHIB IIUKJIOCIOPUHY Y KPOBI,
dyHKI11il HUPOK Ta Mo6iYHKUX e(PEeKTiB IIMKIIOCIIOPUHY.

®, HeoOXimHO

[TamierTaMm, sKi npuriMaioTh npemnapaT CargimyH Heopan
peKoOMeHOyBaTH YHUKATU HaJMipHOTO BIIJINBY COHSIYHOTO IIPOMiHHSA 0€3 HaJIeXXHOT 0
3axXHCTy, He CJIiI OOHOYaCHO IIPUNMAaTH OIIPOMiHEHHS yIbTpadioneTOBUMU

npomeHsMmu B abo PUVA-doToximioTeparriio.

3acmocysaHHAa npenapamy 8 nediampil npu He No8’A3aHUX 3 MPAHCNAAHMAUIE
NOKAa3aHHAX

3a BUHSTKOM JIiKyBaHHS HE(QPOTUYHOIO CUHAPOMY, afleKBaTHUU [OCBif 3aCTOCyBaHHS

npenapaty CaHgiMyH HeopaH®

BIZICYTHiN; KOT0 3aCTOCYBaHHA OiTAM BiKOoM A0 16
POKIiB 3a He IIOB’sI3aHMMHU 3 TPaHCIUIAHTAIlI€I0 TOKa3aHHAMU, KPiM He(pPOTUYHOT O

CHUHOPOMY, HE MOZXKe 6YTI/I PEKOMEHIOOBaHUM.

He 3acTocoByBaTu micjig 3aKiHYEHHS TEPMIHY IPUOATHOCTI, 3a3HAYEHOI0 Ha
YIIaKOBIIl.

3acmocyeaHHsA y nepiod sazimHocmi abo 200y8aHHs 2py0010.

IocmiaKeHHs Ha TBapuHaX IIPOJAEeMOHCTPYBaJid PENPOAYKTUBHY TOKCUYHICTD Yy IIyPiB
Ta KPOJIiB.

®

IMocBim 3acTocyBaHHs npemnapaty CaugiMmyH Heopan ™ BariTHUM KiHKaM 0OMeXKeHUH.

Y BariTHHUX XKIHOK, SIKi 3aCTOCOBYIOTh IMYHOCYIIPECAHTH ITiCJII IEPEHEeCEeHO0l
TPaHCIJIaHTallil, y TOMY YMCJIi HMKJIOCIOPUH, ab0 SKUM IIPU3HAYEHO CXEMU
JIIKYBaHHS, 00 CKJIady SIKUX BXOOUTH LIMKJIOCIOPUH, ICHY€E ITiABUINIEHUN PU3UK
nepegYacHUX I0JOTiB (< 37 TUXKHIB).

Byna npoBemeHa o6MerkeHa KilTbKiCTh CIIOCTEPEXKEHDb 3a AiTbMU BiKOM A0 7 POKIiB, SKi
nigmaBaucs BIJIUBY LMKIIOCIIOPUHY in utero. 1i miTu Many HOpMaiabHY (QYHKIIIIO
HUPOK Ta apTepiaJlbHUM TUCK.

[IpoTe 3a y4yacTio BariTHUX XKIiHOK He IIPOBOOUJIMCS OOCJIiAXKEeHHSA, KOHTPOJIbOBaHI

®

HanexHUM 4ynHOM. CaHniMyH Heopan~ He 3aCTOCOBYBaTH y Ilepiof BariTHOCTi, OKpiM

BUIIAJKiB, KOJIK OYiKyBaHa KOPUCTH IJIs1 MaTepi HepeBUIy€E TOTEHIIIUHUYU PU3UK IO

nnopa. Ilim yac 3acTocyBaHHSA y Iepiofd BariTHOCTI TaKOXK CJIif BpaXxOByBaTHU HasIBHICTh

€TaHOIy y JIiKapChKux (popMax npemnapaty CaHOiMyH Heopan®.

[IuknocnopuH IpOHUKAE y rpynHe MOJIoKO. CJiii BpaXoByBaTH HasgsBHICTb €TAaHOIY Y

JIiKapchKux popMax npenapaty CaHOiMyH Heopaﬂ® XKIHKaM y nepiof rogyBaHHS
®

rpynno. 2KiHku, sgKi 3acTocoBylOTh CaHfiMyH Heopasn ™~ , He HOBUHHI rogyBaTy I'pyaao



yepe3 iMOBIPHICTb PO3BUTKY CEPHO3HUX HeOaxkKaHUX peaklii, CHPpUYNHEHUX
IIperapaToM, Y HOBOHAPOIXKEHUX/HEMOBJIAT, SIKi ITepebyBaloTh Ha I'PyOTHOMY
BUTOA0BYBaHHI. Cilig NIpUUHATH PillIeHHS 1100 BiIMOBH Bif rOAYBaHHSA I'PYyOLI0 YU
MMPUNOMY JIiIKapChbKOTO 3ac00y 3a/IezKHO Bil BasKJIMBOCTi 3aCTOCYBaHHSI OCTAHHBOTO I
MarTepi.

IaHi 11ogo BIIMBY IpenapaTty CaHOiMyH Heopan®

oOMexKeHi.

Ha GEepPTUIBHICTD TIOOUHHA

30amHicmb 8nausamu Ha weudKicmb peakuii npu KepysaHHi aemompaHcnopmom abo
[HWUMU MexaHi3mamu.

®

Iani mrogo BriuBy npemnapaty CangiMyH Heopan™ Ha 3maTHICTH KepyBaTH

TPaHCIOPTHUMH 3acobaMu abo IIpalfloBaTH 3 iHITMMHU MexaHi3MaMU BiiCyTHi.
Cnoci® 3acTocyBaHHsI Ta JO3H

HaBeneHi gianma3oHu O03 [OJi II€POPaIbHOTO 3aCTOCYBAHHS CJIi PO3TJIsAAaTH JIUIIE K

®

pekoMeHaoBaHi. [1060By mo3y npenapaty CanmiMyH Heopan™ 3aBXKOu CIIif OiMATH Ha

2 IPUMOMH 3 PIBHMMHU IIPOMiKKaMM 4acCy MiXK ONpuroMaMu. PeKOMeHO0BaHO

3acTtocoByBaTu CaHOiMyH Heopan®

3a yiTKuM rpadikom 3 ypaxyBaHHSIM dacy mobOu Ta
peXRUMY XapuyBaHHS. AKIIO IPONMCaHUN PEXUM N03YBaHHS HEMOXKIIUBO
3a0e3MneynTy 3a JOIIOMOr0I0 KallCyJ, 30KpeMa [IJis IalliEHTiB 3 HU3bKOI0 MacoI0 Tifa,

PEKOMEHOOBAHO 3aCTOCOBYBATH OPAIbHUMN PO3YUH.

®

CanpmimyH Heopan™ MoOXKe IIpu3Ha4aTH JIMIIE JIiKap, AIKUU Ma€ JOCBig IPOBEeOEHHS

iMyHOCYIIpECUBHOI Tepallil Ta/ab0 TpaHCHIIaHTallil OpraHis.
ITokazaHHA npu mpaHcnaaHmauii

HeoOxigHuit perynsipHui MOHITOPUHT PiBHIB IUKJIOCIIOPHUHY B KPOBi 3@ [OITOMOT 00
panioiMyHHOTO aHaJli3y i3 3aCTOCYBaHHSAM MOHOKJIOHaJIbHUX aHTUTiNI. OTpUuMaHi
pe3ybTaTH € MifCTaBOIO AJI BU3HAYEHHS O03U, HeOOXimHOI OJid JOCATHEHHS LiJIbOBUX
KOHIIeHTPAalIil.

TpaHcnaaHmMauisi coniOHUX opaaHie

[ToyaTkoBa fo3a cTaHOBUTHE 10-15 MI/Kr Macu Tina, SKy PO3NOAINIAKTE Ha 2 IPUNOMHU
1 3aCTOCOBYIOTh MAaKCUMYM 3a 12 rogmH go TpaHciiaHTaillil. [Iporsrom 1-2 TUXKHIB
ITicsisg omepartiil mpemapaT 3aCTOCOBYIOTH IIIOIEHHO V TaKiil caMil mo3i, Imicjig 9oro mo3y
ITOCTYIIOBO 3HUKYIOTH ITiZl KOHTPOJIEM KOHIIEHTpPAIlil IIMKJIOCIIOPUHY y KPOBi 3TifHO 3
MiCLIEBUM IIPOTOKOJIOM IPOBEOEHHS iMyHOCYIIPECUBHOI Teparil 4o JOCATHEHHS
MiATPUMYIOUO0i J03u 2-6 MI/Kr/mo0y (3a 2 mpuiioMu).



® MmoxHa 3aCTOCOBYBaTH y KoMOiHallil 3 iHIIUMU

CanpgimyH Heopan
iMyHOCynIpecaHTaM1/KOPTUKOCTEPOiTaMU, a TAKOXK Y CKJadi KoMOiHOBaHOI
TPUKOMIIOHEHTHOI a00 YOTUPUKOMIIOHEHTHOI Tepanii. Ha moyaTky nikyBaHHS MOXKHa
3aCTOCOBYBATU HUXKYi N03U (HampuKIamd IlepopanbHy o3y 3-6 MI/Kr Ha mo0y,

pO3IOoaisieHy Ha 2 IPUKOMMU).

TpaHcnaaHmauia Kicmkogoz2o0 M0o3Ky/ npogisakmuka ma AiKy8aHHA peakuii
«MpPAaHcnAaHmMam npomu xa3AaiHa»

Ha nmouaTky Tepartii peKoMeHOoBaHy 103y 3aCTOCOBYBaTH 3a 1 moOy mepen
TpaHCIJIaHTalll€0.

IIpenapaty CaHOiMyH, KOHLIEHTPATy O/ IPUTOTyBaHHS PO3YUHY OJ1d iIHQY3iH,
3a3BUYail BiImaeThCs IepeBara Ha Io4aTKy Teparil. PekoMmeHgoBaHa go3a Ojis
BHYTPIIIHBOBEHHOTO BBEJIEHHSI CTAaHOBUTH 3-5 MI/KT Ha Ho0y. [H(y3iliHe BBeJeHHS y
OaHi¥ 0031 IPOOOBXKYBATU IIPOTATOM PAHHLOI'O IOCTTPAHCIUJIAHTALIIUHOTO IIepiony
TPUBAJIICTIO 00 2 TUXKHIB, IICJIA YOr0 IIEPEXOAUTH Ha IIepopasbHy MiATPUMYIOYY
Tepariio nmpemnaparoMm CaHOiMyH Heopan® y mo0oBi#t go3i mpubnusuo 12,5 MI/KT,
po3mnofdisieHi Ha 2 IPUNOMMU.

[linTprMyr04y 003y CIIif 3aCTOCOBYBaTU NPOTATroM 3-6 (rmepeBaxkHO 6) Micanis. [1o3y
IIOCTYIIOBO 3MEHIIYIOTh IO HYJIbOBOI IIPOTIATOM POKY MiCJIs TpaHCIJIaHTallil. AKIno

® 3acTOCOBYIOTH Ha [OYATKY Tepallil, peKOMeHoBaHa

npenapat CasgiMmyH Heopan
mo3a CTaHOBUTH 12,5-15 Mr/kr Ha goOy 3a 2 MPUMOMH, PO3IIOYNHAIOYM 3 OHS IIepeq

TPaHCIIJIaHTalli€l0.

[Tpu HasIBHOCTi 3aXBOPIOBaHb IIIJIYHKOBO-KMIIKOBOI'O TPAKTYy, 10 IPU3BOAATH OO
3HUKEHHS BCMOKTYBaHHS, MOXKYTb 3HaJlOOUTUCS BUIII A03U KAIICY/lI YU KOHIIEHTPATY
IJi BHYTPIIIHBLOBEHHOI iHQY3il (CaHgIMyH).

Y meskux mauieHTiB micis BigMiHM nperniapaTty CaHOiMyH Heopan® MOXe BUHUKHYTU

peakxkllisi «TpaHCHOIaHTaT nNpoTu XassiHa» (PTIIX), mo 3a3Buyai MUHAE ITiCIIs
[IOHOBJIEHHS Tepalil. Y TaKuX BUMIagKaxX CJIif IpU3HadYaTU I04YaTKOBY IIepOpajibHy
HaBaHTaXyBalbHy fo3y 10-12,5 MI/KT 3 HaCTyIIHUM IIPOBEAEHHSIM IIepopabHOl
MiATPUMYIOUOl Tepamil y 003i, epeKTUBHIiN mif 4ac NOonepemHboro JIiKyBaHHA. [
JIIKyBaHHS LILOTO CTaHy IPU MOT0 XpOoHiYHOMY nepebiry y cnabKo BupaxkeHi ¢popmi
ciing 3acTocoByBaTu CaHOIMYH Heopan® Y HU3BbKUX 03aX.

Iloka3aHHA, He n0B8’A3aHI 3 MPAHCNAAHMAUIEN

® 3a OyOb-IKUMU 3aTBEPHOKEHUMU

ITpu 3actocyBanHi npenapaty CarngimyH Heopan
IIOKa3aHHSAMU, He OB sI3aHVMU 3 TPaAHCIJIaHTALI€!0, CIIi JOTPUMYBATUCS

HHU2>K4Y€3a3Ha4Y€eHUX 3araJIbHUX IIPaBHUII.



Ilo moyaTKy JIiKyBaHHS CJIif BCTAHOBUTHU 00’€KTUBHUM ITOYATKOBUM PiBeHb PYyHKIIi1
HUPOK 3a pe3yjabTaTaMu xo4da 0 IBOX BUMipioBaHb. Po3paxyHKoOBa MIBUOKICTh
Kiy0oukoBoi ¢inbTpariii (pIIIK®), BusHaueHa 3a ¢popmysoro MDRD, moxke OyTu
BHKOpPHUCTaHAa OJIs OLiHKM (QYHKIII HUPOK y mopocnux. s ouinku plIIK® y giTeit crmin
3aCTOCOBYBATH BifmoBionHY hopMyny. 3 ornsaay Ha Te, 1o CaHOiMyH Heopaﬂ® MOXKe
MMOpyIIyBaTH QYHKINI0 HUPOK, HEOOXigHO YacTO MPOBOAUTH 11 OIiHKY. Ao pIIIK®
3HUKYETHCA OiNbII Hi2K Ha 25 % MOPiBHSHO 3 TOYATKOBUM PiBHEM IIpU OilbII HiXK

® CJIig 3MeHHINTH Ha 25-50

OJHOMY BUMIipIOBaHHI, Jo3y npemnapaty CangiMmyn Heopan
%. Adxuto 3HuKeHHd PIIK® nmopiBHAHO 3 I04YaTKOBUM pPiBHEM nepeBUlnye 35 %, Ciif
PO3TISHYTHU Hofasblllie 3MEeHIIeHHA 003U npenapaty CaHOiMyH Heopan®. LIi
pekKoMeHallil € akTyalbHUMM, HaBiTh AKIIIO OTPUMAaHi 3HaUYEeHHS NOTPAIJISIOTh Y
miarra3oH HOPMaJbHUX JTAO0OPATOPHUX 3HAUEHbD. SIKIIO 3MEHIIIeHHS 03U He
Opu3BoguTh A0 BimHOBIEHHS pPIIK® npoTtsarom 1 micsiis, Ciaig OPUIMHUATHA Teparlito

npemnapatoM CaHOIMyH Heopan®.

HeoOxigHUM € MOCTiMHUN MOHITOPUHT apTepiaIbHOTO TUCKY.

Ilo moyaTKy Teparil ciif BU3HaYaTy KOHIeHTpallifo 0imipy0iHy Ta iHIIi mapaMeTpu
OLIiHKM (YyHKIil mediHKu. [IpoTsarom niKyBaHHS PEKOMEHOYETHCS IIPOBOOAUTH
peTebHUM MOHITOPUHT IIUX IIOKA3HUKIB.

KonIieHTpalrito mimigiB cupoBaTKU KPOBi, KaJlifo, MarHito Ta Ce€40BO1 KUCJIOTU
PEKOMEHOYEThCSA BU3HaAYaTHU A0 IT0YaTKy Teparlil Ta IepioguyHo I 4ac JiKyBaHHS.

[NepiogmuyHUY MOHITOPUHT KOHIIEHTpPAIlil HUKJIOCIIOPUHY ¥ KPOBi MOXKe OyTH
OOLIJIbHUM IIPY 3aCTOCYBaHHI 3a MOKa3aHHSAMM, He IIOB’I3aHUMMU 3 TPaHCIIJIaHTalli€lo,

Halpukiaafg y pasi, Konu npemnapaTt CaHgiMmyH Heopaﬂ®

IIPU3HAYalTh CYMICHO 3
JIiIKapChKUMHU 3aco0aMi, 1110 MOXKYTh BIUIMBATH Ha (hapMaKOKiHETUKY IIMKIJIOCIIOPUHY,
abo y BUITagKaxX He3BUYHOI KJIiHIYHOI BifmIoBimi (Hammpukian, HegoCTaTHS
e(DeKTUBHICTH YU MiBUILIEHA YYTIUBICTh OO JIiIKapChKOIro 3aco0y, BUpaXKeHa y

MopyIiieHHi QyHKIII HUPOK).

HopwmanbHUM IIJISIXOM BBEOEHHS IIpenaparty € nepopaibHuii. [Ipu 3acTocyBaHHI
KOHIIEHTpAaTy AJII PO3UYUHY O iHQY3iil CIIig IPOBECTHU peTeNbHI PO3PaxXyHKU OIS
migOopy ameKBaTHOI 03U AJIs1 BHYTPIIIHLOBEHHOTO BBEIEHH, 1110 BinnoBigana 6
rnepopasbHii. PEKOMEHAYETHCSA KOHCYJIbTALliA 3 JIIKapeM, SKUU Ma€e OOCBif
3aCTOCYBaHHS LIMKJIOCIOPUHY.

3aranbHa m000OBa J03a He IMTOBHHHA IIEPEBUITYBATH 5 MT/KT, 3a BUHSITKOM
3aCTOCYBaHHS MalliEHTaM 3 eHOOTeHHUM YBeiTOM, 110 CTAHOBUTH 3arpo3y [AJIs 30Py, Ta
OiTSM 3 He(pPOTUYHUM CHHIPOMOM.



[71 IpoBedeHHS MiATPUMYIOY0]1 Tepallil CJIif 3aCTOCOBYBaTU iHOWBIAYyaIbHO
BH3HaYEeHY HaVHUXKYYy e(peKTUBHY Ta IEPEHOCUMY HLO3Y.

Tepamito npenaparoM CaHOiMyH Heopaﬂ®

CJIi IPUNIMHUTH MalllEHTaM, y AKUX
ITPOTSATOM BCTAHOBIEHOTO MPOMiXKKY Yacy (OJiss OTpUMaHHS OeTalbHOl iHdopMallil AuB.
HUK4Ye) He NOCATAEThCS afileKBaTHa BifMIOBiab Ha JIiIKyBaHHS a00 epeKTHUBHa [03a He

BiZITIOBiga€ BCTAHOBJIEHMM PEKOMEHallissM 0e3IeKH.
EHOo2eHHUlU yBeim

11 cupusiHHS peMicii peKOMeHI0BaHOI0 TOYaTKOBOIO 03010 € 5 MI/KT Ha 00y
IIepopajbHO 3a 2 IPUHUOMHU OO PeEMiCii aKTUBHOTO yBeaJIbHOTO 3alajieHHs Ta
MOKpallleHHs TOCTPOTH 30pYy. Y pedpakKTepHUX BUIIaAKaX A03y MOXKHa Ha HEeTpHUBaJIUU
nepion 30iTLIIUTY OO0 7 MT/KT Ha Ho0y.

II71s1 mOCSITHEHHS IT0YaTKOBOI peMicii abo mpoTuail 3arocTpeHHIo 3arajJeHHs 0Ka, KOJIU
HEMOXKJIMBUU JOCTATHIM KOHTPOJIb CUTYyallil MOHOTepaIli€lo npemnapatomMm CaHgiMyH
Heopan®, MOXKJIMBE CYMiCHE 3aCTOCYBaHHS 3 CUCTEMHUM KOPTUKOCTEPOIAOM,
HaIMpuKJiag 3 npegHizoHoM y mo3i 0,2-0,6 Mr/kr abo eKBiBaJIeHTHUM JTiKapChbKUM
3acob6om. ITicns 3 mics1iB TiKyBaHHS 03y KOPTUKOCTEPOIAY MOXKHA 3MEHIIIUTH IO

HaWMeHIIol e(peKTUBHOI [JO3H.

®

Heo6xigHo BimMinuTu nputioMm npenapaty CangiMmyH Heopan ™, SIKIIO ITiC/IsT TPHOX

MICSLIIB JIIKyBaHHS HE CIIOCTEPIraeThCs MOKpPAIlleHHS.

Y xopmi migTpuMyt0odol Teparril 403y CIIif IIOBIJIBHO 3MEHIIIYBaTH 00 JOCATHEHHS
HaWMeHIol e(peKTUBHOI [J03H, sIKa B IIePio peMicil He ITOBHHHA ITePEBUIITyBaTH 5
MT/KT Ha m00y.

[Tepen 3acTOCYBaHHSAM iMyHOCYITPECUBHUX JIIKapPChKUX 3aC00iB CHIiJl BUKITIOUUTHU
iH(eKIiHY IPUYUHY YBEITY.

[Mo6oBy mo3y HeoOximHo 3MeHIUTU Ha 25-50 %, SKIO0 KOHIIEHTpPAallid KpeaTuHiHy B
IJIa3Mi KpPOBi IepeBUllly€e BUXiTHUN piBeHb Oinbiie HixK Ha 30 % y Oinbile HiXK OgHOMY
BUMIpPIOBaHHI, HaBiTh AKIIO 11 KOHIIEHTPAallisd 3HaXOOUTHCS B MexXKaX HOPMU.

He¢dpomuuHutlli cuHOpom

It cipusiHHS peMicii pekoMeHoBaHa A000Ba 103a CTAHOBUTDH 5 MI/KT OJIS MOPOCIINX
1 6 MI/KT 0714 OiTey, po3IofiieHa Ha 2 IPpUUOMY, 3a YMOBHU SKINO, 3a BUHSITKOM
NpOTeIHypil, HUPKOBa PYHKIIiA € HOPMaJIbHOIO. [17151 MaIli€eHTiB i3 HOpyIIeHHAM (QyHKIIil
HUPOK ITOYaTKOBA [103a IIpelapaTy He ITOBUHHA IIepeBUIITyBaTU 2,5 MI/KT/mo0y
BHYTPIIIHEO.



®

ITpu He3amoBiNMbHIN MOHOTeparrii mpenapatom CaumiMmyH Heopan ™, 0coOIUBO ¥

CTepOoigpe3uCTEeHTHUX MalliEHTiB, MOXke OyTH KOPHCHOI0 KOMOiHallis mpenapaTty

®

CanpmimyH Heopan~ Ta HU3BKHX 03 IIepOpalbHUX KOPTUKOCTEPOITiB.

Yac mo mokpallleHHS CTaHOBUTH Bifl 3 o 6 MicsIiB, 3a1e2KHO BiJl TUITY T'JIOMepyJomaTil.
AKIO IPOTATOM LIBOTO IIEePiOAy MOKPAIeHHS He CIIOCTEePIraeThCs, Teparllito

®

npenapatoM CaHpiMmyH Heopan™ cCiig OpUNIMHUTH.

Io3u cnipg migbupaTu iHOUBiOyanbHO, 3BaXKaloyu Ha epeKTUBHICTH (IIPOTEiHypisd) Ta
0e3I1eKy, BOHU He OBUHHI ITepeBUIIyBaTH 5 MT/KT Ha moOy MJIsT MOPOCIUX Ta 6 MI/KT
Ha mo0y A1 miTen.

[I71a migTpuMyiodol Teparrii Jo3u CJIif MOCTYIOBO iHAUBIAyalbHO 3MEHIITUTH [0
HaWHUKYIOro e(peKTUBHOTO PiBHA.

PesmamoiOHulu apmpum

[Tpotsarom nepimux 6 TUXKHIB JIIKyBaHHSA PEKOMEHOBaHa [03a CTaHOBUTHL 3 MI/KT Ha
no0y BHYTPIIIHBO, SIKY PO3MOiNIAIOTh Ha 2 MPUoMH. Y pa3i HemoCTaTHLOTO e(peKTy
no00BYy MO3y MOKHA IIOCTYIIOBO 30iMbIIUTH, SIKIIIO TO3BOJISIE IIEPEHOCUMICTh, ajle He
repeBUIyI04YU 5 MT/KT Ha A00y. [I1s OCATHEHHS MaKCUMallbHOl e(DeKTUBHOCTI

®

JikyBaHHS npenapaTtoM CaHaiMmyH Heopan™ MoOXKHa IPOHOBXKYBaTU A0 12 TUXKHIB.

[71a migTpUMy104o0]1 Teparril 403y CJIiI TUTPyBaTH iHAUBIAyalbHO OO0 OOCATHEHHS
HaHMNK4Y01 e()eKTUBHOI 03U 3aJIe2KHO Bif II€ePEeHOCUMOCTI.

®

CanpmimyH Heopan™ MOXKHa IIpu3HadyaTH y IO€OHaHH] 3 HU3bKUMU 03aMU

KOPTUKOCTEPOIMiB Ta/ab0 HECTEPOITHUMHU ITPOoTHU3alalbHUMU ITpenapaTtamu (HIT3IT).

CaHpmiMmyH HeopaH®

MEeTOTPEeKCaTy IOTUXKHS Y pa3i HeeeKTUBHOCTI MOHOTEpaIlil ocTaHHIM. Y TaKkoMYy
®

TaKO2K MOZKHa 3aCTOCOBYyBaTHM y KOMOiHaIlil 3 HU3bKUMHU [J03aMU
Bunanky CaHpiMmyH Heopan ™ mpu3HadaloTh Y IOYaTKOBiM mo3i 2,5 Mr/Kr/goly, Ky
PO3MOMiNSAIOTh Ha 2 TPUHMOMHU, 3 MOXKJIMBICTIO 30ibIIIEHHS O3 y MexXKax
IEePEeHOCUMOCTI.

Ilcopias

JlikyBaHHA npenapaTtoM CaHOiMyH Heopan®

IIOBUHEH PO3IMOYUHATH JIiKap 3 JOCBiAOM
OiarHOCTUKHU Ta JIIKyBaHHS Icopia3y. 3 Oryisay Ha BapiabenbHICTh IIHOTO
3aXBOPIOBaHHSA JIIKyBaHHSA Ma€ OyTu iHOuBigyanizoBaHuMm. 115 iHOYKIII pemicii
peKOMeH0oBaHa IT0YaTKOBa A03a CTaHOBUTH 2,5 MI/KT/mo0y, po3mnofiiieHa Ha 2
MIPUKUOMMU; SAKIIO Yepe3 1 Micsalb JTiKyBaHHSA He CIIOCTEPIra€ThCA MOKPAIIeHHS, O03Y
IMOCTYIIOBO 30iNbIIyIOTh MAKCUMYM A0 5 MT/KTr/mo0y. JIikyBaHHS HEOOXimHO BiOMIiHUTH,

AKIIO ITPOTATOM OOHOTO MiCS1IsI MIOOEHHOI O HprIOMy 5 MI/KI Ha 1106}7 HE€ OJOCATHYTO



OOCTaTHBOI BimmoBizi abo sAKI0 epeKTUBHA [A03a HECYMiCHA 3i BCTAaHOBJIEHUMU
peKoMeHaliIMu 3 0e3IIeKH.

I maIlieHTiB, cTaH AKUX IMOTPeOye 0COOIMBO IIBUAKOTO MOJIIMNIIIEHHS, II0YaTKOBa
mo3a 5 Mr/kr/mo0y € BUIIpaBOaHOI0. ICHYE MOXKIIMBICTh BiIMiHU JTIKyBaHHS MpelrapaToM
CaHpgiMmyH HeopaH® ITiCJIg MOCATHEHHS 3a[0BiJIbHOI BiOMOBifAi i 1OT0 MOHOBIEHHS i3
3aCTOCYBaHHSM IIONepenHbol e(heKTUBHOI 103U IIpenapaTty CaHmiMyH Heopaﬂ® y pasi
HacCTaHHS peuuauBy. [lesgKUM mallieHTaM MoxKe OyTu HeoOXigHOIO MOCTiliHa

HigTpUMylo4da Teparris.

s niompumyroyoi mepanii o3y nMoTpibHO migbupaTy iHOUBiOyalbHO, Ha
MiHiManbHOMY e(eKTHUBHOMY PiBHi, i BOHa He ITOBUHHA IIePEeBUIIyBaTU 5 MI/Kr/mo0y.

3acTocyBaHHs mpemnapary Caugimys Heopan®

HeOoOXiHO MOCTYIIOBO IIPUITHHUTH,
SIKIIIO TIepion pemicii 36epiraeTbcs Oinbine 6 MicAliB. OgHaK PU3UK PELUONBY ITiCIIA

BiIMiHU IIperapaTty € OyXKe BUCOKUM.

AmoniyHull depmamum

JlixyBaHH4 npernapatoM CaHOiMyH Heopaﬂ®

IIOBUHEH PO3MOYMHATH JIiKap 3 JOCBiOOM
OiarHOCTUKU Ta JIiKyBaHHS aTOIIYHOTO AepMaTHUTYy. 3 OrJisaay Ha BapiabesbHiCThb IIOTO
3aXBOPIOBaAHHSA JIIKyBaHHSA Ma€ OyTU iHOUBimyanbHO mimiOpanum. 1715 JOPOCIUX Ta
MiaIiTKiB BiKOM Bif 16 poKiB peKoMeHOoBaHa J03a CTAaHOBUTL 2,5-5 MI/Kr/moly, sKy

PO3MNOAINIAITh Ha 2 IPUUOMU.

AxIo yepe3 2 TUXKHI peakilis Ha TiKyBaHHS IIPU MOYaTKOBiM m03i 2,5 Mr/Kr/moby He €
3a[J0BiTbHOIO, MOOOBY M0O3y MOXKHA MIBUAKO 30iJILITUTY OO0 MaKCUMaJIbHOI IO3U 5 MI/KT.
Y myxXe TIXKUX BUNagKax IIBUAKOTO Ta adeKBaTHOI'O KOHTPOJIIO 3aXBOPIOBaHHSA
MO2KHA OOCSITTHA, 3aCTOCOBYIOUYH ITOYATKOBY A03y 5 MI/KT/mo0y.

JIikyBaHHS HEOOXimHO IPUIIMHUTH, SIKIIO y NAIli€HTiB 3 aTOMIIYHUM JIepMaTUTOM He
CIIOCTEPIra€ThCsa OOCTATHE IMOKpPAIIEeHHS MiCJI OOHOI0 MICSALSA 3aCTOCYBaHHS
npenapaty CaHOiMyH Heopan® y m03i 5 Mr/Kr/mo0y.

HasBHI Ha ChOTOOHI JaHi IIOAO 3aCTOCyBaHHA npenapaTty CaHOiMyH Heopan® IS

OOBTrOTPUBAJIOTO JIiIKyBaHHS aTOIIIYHOTO HepMaTUTy 0OMeXeHi, TOMy peKOMeHOoBaHa
TPUBAJIICTh iHAMBIAYyaIbHUX UKIIIB NiKyBaHHS - He Oinbile 8 TUXKHIB.

ITepesedeHHAa nauieHmis 3 nputuomy npenapamy CaHOiMyH HA Npuliom npenapamy
CaHOimyH Heopaﬂ®

IHoCTynHi gaHi DiATBEPAXKYIOTH, 110 Hicyd repeBefeHHs 3 CaHniMyHy Ha CaHOIMyH
Heopan® y cuiBBimHOIIEHHi 1:1 mocsiraloThCSA MOPIBHSAHHI MiHiMasbHi KOHIIEHTpaIlil
LIMKJIOCIIOPUHY V IiJIbHIX KPOBi. ¥ OaraTthox Mali€HTiB MOXKYTh CIIOCTEPIraTUCS BUIIII



MaKCHMallbHi (ITiKoBi) KOHIIeHTpallil (Cmax) Ta DigBUIIEHHS €KCIIO3UIIil ITperapaTy
(AUC). ¥ HeBeIUKOIo BiflCOTKa Mali€HTiB 1Ii 3MiHM MOXKYTb OyTHU OilIbIII BUPAXKEHUMH i
HaOyBaTH KJIiHIYHOTO 3Ha4YeHHsA. KpiM Iboro, BCMOKTYBaHHS IIUKJIOCIIOPUHY 3

® Mae MeHIITy BapiaOenbHICTh, @ KOPesIlis Mix

npenapaty CaugiMmys Heopan
HaMHWXKYUMU KOHIIEHTPaLiIMU LIUKJIOCIIOPUHY Ta UOT0 €eKCIO3UIlIi€I0 (BUPaXKeHO K

AUC) cunbHila, HiXK npu 3acTocyBaHHI CaHOIMYyHY.

3 ornsangy Ha Te, 110 nepexin 3 CauniMyHy Ha CaHpgiMmyH Heo an® Mozxe mpusBecTu jife)
y p YHY y p p

ITiTBUIIEHHS €KCIIO3UIlil ITUKJIOCIIOPUHY, CJIig HOTPUMYBATUCS HUXKUYe3a3HAYEeHUX
IIpaBUII.

® cIifg

Y nauieHTiB micns TpaHCcHIaHTallil TikyBaHHS npenapatoM CaHaiMyH Heopan
PO3MOYMHATH Yy TaKil caMiu moOOBiM [03i, AK i IpU mMonepegHbOMY 3aCTOCOBYBaHHI
Canpgimyny. [ToyaTKOBUYM MOHITOPUHT HAWHUXKYUX KOHLIEHTPALIU [TUKJIOCIIOPUHY Y
KPOBi ciif 3pilicHioBaTy yepe3 4-7 mib micns nepexony Ha CaHOiMyH Heopan®. Kpim
LIbOT'0, IIPOTATOM IIE€PIIUX 2 MICALIB HiCJId IIePEeXOony CJIif IPOBOAUTU MOHITOPUHT
KJIiHIYHUX TapaMeTpiB 0e3MneKy, TakKux K QyHKIIisTI HUPOK Ta apTepialbHUM TUCK.
AKII0 HaWHUKYi KOHIIeHTpallil HUKJIOCIIOPUHY Y KPOBi BUXOOATh 3a Hdiala30H
TepaleBTUYHUX 3HaYeHb Ta/ab0 Bif3HAYa€EThCS MOTipIIeHHS KITIHIYHUX TapaMeTpiB

Oe3meKku, CiIifl BoaBaTUCS [0 BiIIOBIZHOTO KOPUT'YBAHHS IO3U.

Y pagsi nikyBaHHS 3a IOKa3aHHSAMM, He OB’ I3aHMMHU 3 TpaHCIHJIaHTali€o, CaHOIMyH
Heopan® CIIig mpu3HadaTH y TakKii camiit mo6oBiit mo3i, gk i CanmimyH. Yepes 2, 4 Ta
8 TUXKHIB ITiCJIA mepPexoay Ciif TPOBOOUTU MOHITOPUHT QYHKIIIl HUPOK Ta
BHMipIOBaHHS apTepiajibHOTO TUCKY. AKIIO pe3ynbTaT Oijibllle OMHOTO0 BUMipIOBAHHSA
apTepiambHOT0 TUCKY 3HAYHO MEePEBUIYE PiBeHb [0 nepexony abo plIIK® 3HUKYETHCS
Oinbi HixK Ha 25 % MOPIiBHAHO 3i 3HAYEHHSIM, BUMIPSIHUM IO II0OYaTKy Teparril
CaupgiMyHOM, O3y CIIil 3MEHIIUTU. Y pa3i BUHUKHEHHS Hellepen0ayyBaHUX
TOKCUYHUX e(PeKTiB 41 Hee(peKTUBHOCTI IUKIIOCIOPUHY CJIifl TAKOXK ITPOBOOUTH

MOHITOPUHI HaWMHUKYMX KOHIIEHTPAIlill [TUKJIOCIOPUHY Y KPOBI.
ITepexid 3 o0Hi€l niKapcbkKoi (pOpMU UUKAOCNOPUHY 018 NPuloMy BHYMPIiWHLO HA
IHwy

[Tepexin 3 ogHi€l MiKapCchKOl (GOPMU LIMKJIOCIOPUHY /IS MPUMOMY BHYTPIIIIHBO Ha iHIITY
CJIim 3miMicHIOBaTH 3 00EPEeXHICTIO Ta Iif HarasgoM clelianicTa. BBemeHHST HOBO1
JIiKapchbKol (pOpMU MOBUHHO CYNIPOBOAXKYBATHUCS MOHITOPUHTOM PiBHIB LIUKJIOCIIOPUHY
Yy KPOBI [J151 MAIli€EHTIB ITiCJIg TpPaHCIIJIaHTAalIil.

3acmocysaHHA

M’4Ki XXeaTUHOBI KallCyJIX CIIif KOBTATHU LIJIMMU, HE PO3KOBYIHOUYH. Y pa3i
HeoOXimHOCTI Mpu3HaYeHHs [TUKJIOCIOPUHY Yy A03i MeHIe 10 MT CJli 3aCTOCOBYBaTHU



Ipenapar y BigmmoBigHOMY mo3yBaHHI abo nikapchkint popmi.

Oco6uBi momyIsIii

IlauieHmu 3 nopyweHHAM PYHKUIl HUPOK

Bci noka3aHHA

[TuKIOCIIOPUH MalikKe He BUBOOUTHCS HUPKaMu, hapMaKOKiHEeTHKa JaHOTr' O
JIIKapChKOTO 3aco0y He 3a/IeKUTh 3HAYHUM YUHOM Bif mOpyIIeHHsS GYHKIII HUPOK.
OpHak yepe3 He(pPOTOKCUUYHUM ITOTEHIliall PEKOMEHOYETHCSA IPOBOOUTU PETEIbHUU
MOHITOPUHT (QPYHKIIil HUPOK.

Iloka3aHHA, He no8’A3aHI i3 MPAHCNAAHMAUIE

[NamieHTaM i3 mopylIeHHAM (YHKII1 HUPOK He CJIif Ipu3HadyaTH IIUKIOCIOPHH.
Bukmio4eHHS CTAHOBASTH OCOOH, SIKi ITPOXOASTh JIIKyBaHHSA HEPPOTUYHOTO CUHAPOMY.
[MTamierTaM i3 HePPOTUIYHUM CHUHOIPOMOM Ta MOPYIIEHHSIM (QYHKIIII HUPOK IT0YaTKOBa
mo3a He IOBUHHA IIepeBUITyBaTu 2,5 MI/KT Ha mo0y.

IlauieHmu 3 nopyweHHAM (pYHKUII NneyiHKU

LI¥KTOCIIOPYH iHTEHCUBHO MeTa0b0JIi3yeThCA Y MeUiHIli. Y HallieHTiB i3 mOpylIeHHIM
(yHKIIII MediHKy MOXK/IUBe NPUOIM3HO ABO- a00 TpUpa30Be 3POCTaHHS €KCIIO3UIIil
IIMKJIOCIIOPUHY. Y pas3i TSIKKOro MOPYIIeHHS (PyHKITi] Me4YiHKY OJid MiATPUMaHHA
KOHIIeHTpaIlil TikapCchKOT0 3aCc00y Y KPOBi Y peKOMEeHIOBAaHOMY ILiJTbOBOMY Hialla30Hi
MOJKe BUHUKHYTU noTpeba y 3MeHIIIeHHi J031. Y TaKOMY BUNAIKy PEKOMEHOYEThCS
3[OiMCHIOBAaTH MOHITOPUHTI KOHIIEHTPAaIlil IUKJIOCIIOPHUHY YV KPOBi IO HOCSATHEHHS
cTabiTbHUX 3HAYEHD.

[NamieHTaM 3 TSAXKKUM NOPYLIEHHAM (QYHKIIM Me4iHKY HeOOXiTHUYN PeTyJIapHUN
MOHITOPHUHT IIOKa3HUKIB KPEaTUHIHY B IIJIa3Mi KPOBI 1, AKII[0 MOXKJINBO, PiIBHIB
IIMKJIOCIIOPUHY 3 KOPEKIIi€I0 103 Y pa3i morpeodu.

ITauieHmu AiMHbBO20 BIKY

®

IHocBig 3acTocyBaHHA npenapaty CangiMmyH Heopan ™ manieHTam JIITHBOTO BiKY

OOMEZKEeHUH.

ITpu nipoBeeHH] KIIIHIYHUX OOCIIAXKEHb MIOA0 3aCTOCYBaHHS [IUKJIOCIIOPUHY IIPU
pPEeBMaTOIMIHOMY apTPUTI IMAlliEHTH, BiK SKUX CTAHOBUB Bifl 65 pPoKiB, micisa 3-4 MicsiiB
Teparrii 6yau OilbII CXUIIbHI O PO3BUTKY CHUCTOJIIYHOI TinepTeH3il Ta moka3anu
ITiIBUIIIEHHS PiBHS KpeaTUHiIHY Y CUPOBATIIi KPOBI, 1110 ITIepeBUIIy€E 3HaUYEeHHS 0a30B01
BenuuuHU Ha 50 % abo Oinbie.



3aranoM, Bubip mo3u OJid Halli€eHTiB JIITHHOTO BiKy MOTPiOHO ITPOBOOUTH 3
o0epexkHicTIO, 6epydu 0o yBaru OiJiblll BUCOKY YaCTOTY 3HUKEHHS (QYHKII TeYiHKY,
HUPOK abo cepiis, HasgBHICTh CyIIyTHHOTO 3aXBOPIOBaHHS ab0 CyIIyTHBOI Teparllii, 1110
MigBHUILYIOTh Yy TJIMBICTH A0 PO3BUTKY iH(eKIii. JIiKkyBaHHS 3a3BUYau CIIifg
PO3MOYMHATHU i3 3aCTOCYBaHHA [03H, 1110 3HAXOOUTHCS Ha HUKHIN MeXi fgiarma3oHy g03.

Iimu.

[TpoBeneHi KIIiHIYHI OOCITIAXKEHHSA 3 y4acCTIO OiTed BiKoM Bif 1 poky. Y KinbKOX
OOCITiMKEeHHSIX IMalliEHTHU MeaiaTPUYHOI ITonyJsaiii moTpedyBanu NpU3HAYEeHHS Ta
moOpe IepeHOCUIIH BUIIi MO3U ITUKJIOCIIOPHUHY Ha OOUHUINIO0 MacH Tijla, HiX Ti, 110
3aCTOCOBYBaJIU JOPOCIIUM.

3a BUHSATKOM HiKYBaHHH Hed)pOTPIqHOTO CHUHOPOMY, aJeKBaTHUH OOCBIif 3aCTOCYBaHHHA

® BiICYTHIiN; ¥Or0 3aCTOCYBaHHS OiTAM BiKOM 00 16

npenapaty Canngimys Heopan
POKiB 3a He OB’I3aHMMM 3 TPAHCIUIAHTAIli€l0 TOKa3aHHAMHY, KPiM HE(PPOTUUIHOTO

CUHIPOMY, He MOXKe OyTH peKOMEHIOBaHUM.
Ilepeno3yBaHHs

LD50 LUKJIOCIOPUHY IIPY 3aCTOCYyBaHHI BHYTPIIHBO CTAHOBUTS 2,329 MI/KT y MUIIIEHN,
1,48 mr/kr y mypiB Ta > 1000 MI/KT y KPOJIiB. LD50 LIAKJIOCIIOPUHY IPU
BHYTPIIIHBOBEHHOMY 3aCTOCYBaHHi CTaHOBUTH 148 Mr/kr y mumten, 104 Mr/Kr y mypis
Ta 46 MI'/KT y KPOJIiB.

Cumnmomu

IlaHi 11040 TOCTPOTO IEPENO3yBaHHS [TUKIJIOCIIOPUHY o0MezKeHi. [lepopanbHu
mpuiioM go3 mo 10 r (mpubnu3Ho 150 MI/Kr) IMPU3BOOUB [0 BiMTHOCHO HE3HAYHUX
KJIiHIYHUX HACJOKIB, TAaKUX SIK OII0BaHHSI, COHJIMBICTb, TOJIOBHUM 0Oiflb, Taxikapmis, Ta
Yy OesIKUX TAlIli€HTIB - 0 BiMTHOCHO 3HAYHUX 000POTHUX ITOPYIIEeHb (PYHKIII HUPOK.
[IpoTe BUmagKoOBe IIapeHTepasibHe IIepeao3yBaHHs IpenapaTy y HeJOHOIIIEHUX
HEMOBJISIT IPU3BOOUIIO OO TSIKKOI iIHTOKCHUKAIIil.

JIikysaHH A

B ycix Bumagkax nepego3yBaHHS CJIi IPOBECTH CUMIITOMaATU4YHE JIIKyBaHHS Ta
3ara’sbHi MigTpuMyI0di 3axonu. Y Iepllri TOguHY IIics mepeno3yBaHHs Moxke OyTHu
KOPUCHUM BUKJIMKATU OIIOBAaHHS Ta ITPOBECTU IPOMUBAHHS IIINTyHKa. [Ipemnapat
NPaKTU4YHO He BUBOOUTHCS MPU reMoiani3i i HegoCcTaTHbO BUBOOUTHCS IIPU
remoriepdyail i3 3aCTOCyBaHHSAM aKTHBOBAHOT'O BYTiJis.

ITo6iuni epexkTHn



Pe3siome npogiato 6e3neku

1o ocHOBHUX HeOaXKaHUX peakllii, Bif3HAYeHUX Y XOMIi KIiHIYHUX IOCIiAXKeHb Ta
IIOB’SI3aHUX i3 3aCTOCYBaHHSAM ILIMKJIOCIIOPUHY, HajleXaTh HOPYIIeHHS (QYHKIIil HUPOK,
TPeMOoD, TipCyTU3M, apTepiajibHa TilepTeH3id, glapes, aHOpPeKCid, HygoTa Ta
OJ1I0BaHHA.

Barato mo6iyHMX peaxliiii, ITOB’ si3aHUX i3 3aCTOCYBAaHHSIM ITMKJIOCIIOPHUHY, 3aJIeKaTh
Bifl pexkuMy mO3yBaHHS i MaloTh OOOPOTHUM XapaKTep NpU 3HUKEHHI mo3u. [iama3oH
MOOIYHMX peakiliii 3arajloM OOHAKOBUM IIPU Pi3HUX ITOKA3aHHSX, X04a iCHYIOTh
BIAMIHHOCTI IIIOJO YaCTOTHU Ta TAXKKOCTI. ¥ XBOPUX, SIKi IIepeHeCIu TPaHCI/IaHTallilo,
BHACJIiJOK HeOOXiMHOCTi 3aCTOCYBaHHS BUILOl TOYATKOBOI 03K i OiJIbIII01 TPUBAJIOCTI
MigTPUMYI0UOl Tepamnil mobiuHi eeKTH CIIOCTEPIraroThCs YacTillle i 3a3BuUYan 0iTbII
BUpazXeHi, HiK y XBOpPUX 3 IHIIIMMHU ITOKa3aHHSIMHU [0 3aCTOCYBaHHS.

IHgekuii ma iHBasil.

Y naiieHTiB, K1 OTPUMYIOTH IMYHOCYIIPECUBHY Tepallito, y TOMY YUCJIi [UKJIOCIIOPUH,
ab0 KM ITPU3HAYEHO CXEMHU JIiKyBaHHS, OO SKUX BKJIIOYEHO IIUKJIOCIIOPUH, 3POCTaE
PU3UK PO3BUTKY BipyCHUX, OaKTepialbHUX, TPUOKOBUX Ta ITapa3uTapHUX iHPEKITii.
MoxXnuBuM PO3BUTOK reHepali3oBaHUX Ta JTOKaJIbHUX iH(MEKIIiN, a TaKOK
3aroCTpeHHs iHQEKUIMHNX 3aXBOPIOBaHb, 110 CIIOCTEPirajucs A0 Ho4YaTKy JIIKyBaHHS.
PeakTuBalis nomioMaBipyCHUX iHGEKITIN MOKe IIPU3BECTU [0 PO3BUTKY HedpoIaTil
(PVAN), nmoB’si3aHo1 3 nojriomaBipycoM, abo Imporpecyodoi MyIbTU(OKaIbHOI
nerikoeHnedanomnarii, moB’si3axoi 3 JC-BipycoMm (PML). IToBigoMsnocs IIpo CepMo3Hi
Ta/abo JieTaabHi BUIAJKU.

HosoymeopeHHs 006posKicHi, 3/1051KiCHI ma Heau3HayeHoi emiooz2ii (8karouaroyu
Kicmu ma nosainu).

Y nairieHTis, fKi 3aCTOCOBYIOTH IMYHOCYIIPECUBHI IIpenapaT, Y TOMY YHUCIIi
IIUKJIOCIIOPUH, a00 AKUM INpU3Ha4YeHi CXeMHU JIIKyBaHHS, 00 IKUX BKJIIOUYEHO
IIMKJIOCIIOPUH, 3POCTAE PU3UK PO3BUTKY JIiM¢poM abo miMmdporpomidpepaTuBHUX
pO3MnafiB Ta iHIIUX 3JI0KICHMX HOBOYTBOPEHb, OCOOJIMBO IIKipH. HacTOTa PO3BUTKY
3JI0IKICHUX HOBOYTBOPEHb 3POCTAE 31 3pOCTaHHAM IHTEHCUBHOCTI Ta TPUBAJIOCTI
Teparrii. [leski 37I0KiCHi TyXJIMHU MOXKYTb OyTHU eTaTbHUMU.

Pe3iome nobiuHuUX peakuil, u,o cnocmepiz2aaucs y KAIHIYHUX 00CAIOHCEHHAX

BusBrneHi y xofi KITiHIYHUX OoCiigXKeHb HebOaxKaHi peakllil 3rpyrnoBaHi 3a KjlacaMu
cucteM opraniB 3rigHo 3 MedDRA. ¥ Mekax KOXKHOI T'PYIIM 3a 4aCTOTOI0 HebaxaHi
peaxiiil mpeacTaBleHi y MOPAOKY 3MeHIIIeHHI cepio3HOCTi. HebaxkaHi eperTu
HaBe[eHi 3TifHO 3 YaCTOTOIO 1X BUHUKHEHHS ([IOYHWHAIO4YU 3 TUX, SIKi 3yCTPidaloThCSI
Hamygacrimie): gyzke gacTto (3> 1/10); gacto (Big 2 1/100 go < 1/10); HeuacTo (Bif 3



1/1000 mo < 1/100); pigko (Big 2 1/10000 o < 1/1000); oyxe pigko (< 1/10000),
BKJIIOYAIO4YX OKPEMi ITOBIJOMJIEHHS.

3 60Ky Kpoei ma aimMpamuyHoi cucmemu:
4acTO: JIEMKOMEHis;
HedacTo: aHeMisI, TPOMOOIIMTOIIEHis;

pigko*: TpoMOoTHYHA MiKpoaHTiomaTis (BKJIIo4al0ouu TPOMOOTUYHY
TPOMOOILIMTONEHIYHY IIYPIIyPY, MiKpOaHTiONIaTUYHY T€MOJIITUUHY aHeMilo,
TEeMOJIITUYHUY YPEMIYHUU CUHAPOM).

3 60Ky 0O6MIHY pe4oB8UH MA XAP4YYBAHHSL:

OyzKe 4acTo: rinepiinigeMis;

4acCTO: aHOPEKCid, rinepypukeMis, rinepkaiieMis, rimnoMardieMisa;

pioko: rinepriikeMis.

3 60Ky Hepsosoi cucmemu:

oyxke 4acTto: Tpemop (10-20 %), ronoBHu# 6inb, BKIOYaO4YU MirpeHs (0o 15 %);
4acTo: IapecTe3sis;

HedacTo: 03HaKM eHIlledasonarii, BKII0Yalo4Yd CUHIPOM 000POTHOI 3aHbLO1
eHI1ledaronaril, Taki K CyAOMH, CILIyTaHICTh CBiHOMOCTI, me30pi€eHTallis,
VIIOBIJIbHEHICTh peakiit, 30yakKeHHs, 063COHHS, 30POBi po3/1aau, KipKoBa CIIIIOTa,
KOMa, I1ape3y, aTaKkCisi MO304Ka;

PigKO: MOTOpPHA MOJIiIHEenpoIaTis;

oyKe pigko: HaOpsK AMCKa 30p0OBOT0 HEPBa, BKJII0Yalo4yu HaOpsSK COCOYKa, 3
MOZKJIUBUM 3HUKEHHSM 30pY BHACIIIAOK HOOPOSKiCHOI BHYTPIiIlIHbOYEPEITHOI
rinmepTeHsil.

3 60Ky cepueso-cy0uHHOI cucmemu:
Oy2Ke 4acTo: apTepianbHa rinepten3ia (15-40 %);
4acCTO: TIPUILIIUBH.

3 60Ky WAYHKOBO-KUWKOB020 MPAKMy:



Oy2Ke 4acTo: HyOoTa, OJ1roBaHHs, MUCKOMGOPT V XKUBOTI, OiNTb y 2KUBOTI, miapes,
rimepmnsnasisa siCeH;

4acTo: IelTUYHa BUPa3Ka;

PiOKO: MaHKpPeaTHuT.

3 60Ky nevyiHKU ma #co8408UBiOHUX W1sXi8:
4acCTO: MOPYIIeHHS QYHKII1 ITeYiHKH;

HEBIOOMO*: rellaTOTOKCUYHICTh Ta YpaXKeHHS IIe4iHKY, BKJII0Ual4U X0JlecTas;
JKOBTSIHUIIS, TEIIaTUT, IeYiHKOBA HEeJOCTATHICTD, IHKOJIU - 3 JIeTaJIbHUM HaACJIIIKOM.

3 60Ky wKipu ma niowKipHOI KAIMKOBUHU:

OyKe 4acCTo: TipCyTu3M;

4acTo: BUCUIIAHHS, aKHE;

HeYacCToO: aJiepridyHi BUCUIIaHHA.

3 60Ky ckesiemHo-M’530801 cucmemu ma CnoAy4HOI MKAHUHU:
4aCTO: M'SI30B1 CIIa3MHU, MiaJris;

pimko: M’si30Ba cnabKicTh, MiomaTis, 6inb y KiHIliBKax.

3 60Ky HUPOK Mma ceuosuBiOHUX W AsAXi8:

Oy2Ke 9acTo: IOpPYIIeHHs (QYHKIlI HUPOK.

3 60Ky penpodyKkmueHOi cucmemu ma MO/A04YHUX 3d/103:
PioKoO: MOPYILIEHHS MEHCTPYaJIbHOI'0 LIUKIIY, TIHEKOMAaCTIA.
3azanvHi po3aadu:

4acTo: MigBUIlleHa BTOMJIIOBAHICTh, HAOPSIKU, ITipeKCis;
HedacTo: 30i/IbIIeHHST MacH Tina.

*[To6iuHi peakilii, BUSIBIEHi il Yac TOCTMapKETUHTOBOT'O CIIOCTEPEXKEHHS, YaCTOTa
SIKUX HEeBiJoMa 4Yepe3s BiICYyTHICTh TOYHOTO 3HaYE€HHS YHUCEIbHOCTI MOMyJIALil.

THwi HebaoxcaHi nobiuHi peakuii 3a OaHUMU nicasspeecmpayitiHo20 CnocmepeiceHHs

Hapxonmunu 3anuTaHi Ta CIIOHTaHHI IIOBIJOMJIEHHS IIPO BUMIAOKU IellaTOTOKCUYHOCTIL
Ta ypaxKeHHS MMeYiHKH!, Y TOMY YHCIIi X0IecTas3y, 2KOBTSHUIIi, TellaTUTy Ta IIe4iHKOBOI1



HEeOOCTAaTHOCTI, y MallieHTiB, AKi MIpUuiMaIu HUKJIOCIOPUH. Y OiNbIIOCTi ITOBigOMIIEHD
UIIJIOCS IIPO MAalli€HTIiB, AKi MaJIl CYTTEBLI CYIyTHI 3aXBOPIOBaHHS, OCHOBHI I1aTOJIOT14YHi
CTaHH Ta iHIIi (aKTOpU PU3UKY, BKIIOYal0uHu iHPEKIliMHiI YCKIagHEeHHS Ta OJHOYacHe
JIIKyBaHHS IIpenapaTaMy 3 rellaTOTOKCUYHUM ITOTEHIiaJIoM. Y OessKUX BUIIafAKaX,
IIepeBaxXHO y IALll€HTIB 13 TpaHCIUIAaHTaTaMU, IIOBIIOMIIAJIOCA IIPO JIeTaIbHI HACIIiIOKH.

I'ocmpa ma xpoHiuHa He(phpomoKcuuHicmy

Y mailieHTiB, siKi 3aCTOCOBYIOTh iHTi6iTOPYM KalbIIMHEBPUHY, BKIIIOYAIO4YHU
LIMKJIOCIIOPUH, Ta CXEeMH JIiKyBaHHS, 110 MICTATh LIUKJIOCIOPHH, IMIOBUIIEHUN PU3UK
BUHUKHEHHS I'OCTPO1 ab0 XpOHiYHOI He(PPOTOKCUYHOCTI. TaKi moBigoMIIeHHS
HaOXOOWUJIM TIPU IPOBedeHHI KITiHiYHUX BUITPOOyBaHb Ta ITiCIIAPEECTAL[iIMHOTO
3acTocyBaHHA npenapaty CaHOiMyH Heopan®. [ToBigOMIIAATIOCS IIPO MOPYIIEHHS
10HHOT' 0 reMOoCTa3y, Taki fK rirepkaieMis, rimoMaruesieMis, rinoypukeMis. Y gesskux
BUIIafKaX IIOBIZOMJISIJIOCS IPO BUHUKHEHHS XPOHIYHMUX MOP(OJIOTIYHUX 3MiH, TAKUX SIK
apTepionspHUi rianinos, TyoynspHa aTpodis, iHTepcTuliianbHEUM GHi6po3.

Himu

KriniuHi gocnigKeHHS BKII0OYaIu OiTeX BiKOM Big 1 pOKy, y IKMX IIPU 3aCTOCyBaHHI
CTaHOAPTHUX M03 LUKJIOCIIOPUHY BUSBJIEHUM MTPodinb 6e3meku 0yB OgiOHUM DO
TaAKOTr0 y JOPOCIIUX.

TepMiH NpUIATHOCTI
2 POKH.
YMoBHu 30epiranus

36epiratu npu Temmeparypi He Bume 25 °C. 36epiratu y HefOCTYIIHOMY OIS OiTel
MIiCIIi.

YnakoBka

Karncynu 10 mr - mo 10 kanicyn y 6stictepi; mo 6 6icTepiB y KapTOHHiM KOPOOITi.

Kamncynu 25 mr, 50 mr, 100 Mr - o 5 Karnicyn y 6stictepi; mo 10 GicTepiB y KapTOHHIM
KOPOOIIi.

Karteropis Bignycky
3a penemnTomMm.

BupooHuK



1. HoBapric ®apma ITeitn AI' / Novartis Pharma Stein AG (nepsuHHe ma emopuHHe
NaKyeaHHsA, KOHMPO/ab AKOCMI, BUNYCK cepil).

2. HoBapTic ®apma I'M6X / Novartis Pharma GmbH (8ionogidaavHutl 3a sunyck cepii).

3. Jlek ®apMacbhiOTHUKAJIC O.1., BUpoOHU4Ya ginbHUllS Jlengasa / Lek Pharmaceuticals
d.d., PE Proizvodnja Lendava (nepguHHe ma emopuHHe nakyB8aHHA, BUNYCK cepii).

Micue3Haxo/dKeHHsI BHPOOHHMKA Ta HOro aJgpeca MiCIisi IPOBaaKeHHSI
OistIBHOCTI.

1. Iladdxaycepiurpacce, 4332 lllTetin, [lIsenitiapis / Schaffhauserstrasse, 4332 Stein,
Switzerland.

2. Pyumrpacce 25 ta O6ep TypuiTpacce 8 - 10, Hiopubepr, baBapist, 90429,
HimeuunHa / Roonstrasse 25 und Obere Turnstrasse 8 - 10, Nuernberg, Bayern,
90429, Germany.

3. Tpimmini 211, Jleugasa, 9220, CnoBeHis / Trimlini 2D, Lendava, 9220, Slovenia.



