IHCTPYKIIA

IJIs1 MEIUYHOT 0 3aCTOCYBaHHS JIIKapChKOT'0 3aC00y

CAHIIIMYH HEOPAJTI®

(SANDIMMUN NEORAL®)

Cknao:
ditoua pevoasuHa: ciclosporin;
1 xancyna mictuts 10 abo 25, a6o 50, a6o 100 Mr MiKpoeMyJbCil IUKIIOCIIOPUHY;

0ONOMIdiICHI peyo8UHU: OJIisi PUIIMHOBA II0JTieTOKCUIIbOBaHa, TigporeHi3oBaHa; MOHO- Ta OU-
TPUTJTIIEPUAN KYKYPYA3SHOI 01ii; eTaHos 6e3BOMHUIMA; IPOIIiNIEHTTIIKOIb; X-TOKOGMEPOTT;

000JI0HKA KaIICyJI: )KeJlaTUH, MPOIiJIEHTIIiK0b, TitepuH (85 %), 3aMUIIKOBI PO3YUHHUKY, TUTAHY
miokcup (E 171), 3amiza okcupg yopHui (E 172) - Tinbku gns xkamcyn 25 mr ta 100 mr;

YOPHUJIO YEPBOHE Xapy4oBe: KKucnoTa KapMminoBa (E 120), anmominio Xy1opup rekcarigpar, HaTpito
TiOpPOKCHU[, MIPOMiIeHTJIIKOJIb, TilIpOMesio3a, CIIUPT i30MPOIIiJI0OBUM, BOAA OYUILIEHA.

Jlikapcbka popma. Kamncynu M’ sKi.
OcHoO8HI (pi3uKko-XiMiYHI 81aCMUBOCMI:

Karcynmu 10 Mr - oBaJIbHI M'SIKi 2KeJTaTUHOBI KAICyJIK XKO0BT0-01J10r0 KOJIbOPY 3 HAAMKCOM Y€PBOHOTO
kKosbopy NVR 10;

KaIICy/IH 25 MT - OBaJIbHI M’SIKi 2KeJIaTUHOBI KAICy/K Cipo-Toy0oro KOIbopy 3 HAAIMCOM YePBOHOT0
Kosbopy NVR 25 mg;

Kancynau 50 Mr - TpoAoBryBaTi M'SKi KeaTUHOBI KAICYJU XKOBTO-01710T0 KOJIbOPY 3 HAAMKUCOM
yepBOHOI'0 Kotbopy NVR 50 mg;

kancynu 100 Mr - IpomoBryBati M’sIKi KeJlaTUHOBI KaICYJIHu Cipo-Toay60ro KOnbopy 3 HafIuCOM
yepBOoHOr0 Koytbopy NVR 100 mg.

BwMicT kancyn:

IIPO30Pa, Bif JKOBTOTO 0 OTiH0-3KOBTOTO KOJIHOPY ab0 Bifl KOPUYHIOBATO-2KOBTOT'0 [0 GIigoro
KOPHYHIOBATO-2KOBTOTO KOJILOPY PiduHa.

PiguHa MiCTUTh MacCIgHUCTI KOMIIOHEHTH HATYPaJIbHOTO MTOXOIXKEHHS, SIKi MOXKYTh TBEPAHYTH IIPU
HU3bKil TeMneparypi. ZKenenoniOHi yTBOPEHHST MOXKYTh CIIOCTEPIraTUCS IpU TeMiepaTypi Huxue 20



°C, sKi 3HMKaloTh Ipu TeMmnepaTypax uite 30 °C. He3HauHi nmnacTiBili abo Terkuit ocaj MOXKYTh I1Ie
crioctepiratucs. Lle He BIIKMBa€ Ha SKICTh KaICYII.

dapMakoTepaneBTHYHA rpyna. AHTUHEOIUIaCTAYHI Ta iMyHOMO[Y/Ti0l04i 3aco0u.
ImyHOCyTipecaHnTu. IHTiGiTOPY KanblMHEBPUHY. LIMKIOCTIOPHH.

Kon ATX L04A DO1.

dapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.

[IuknocropyH (TaKOXK BiIOMUM SK LUKIIOCTIOPUH A) SIBNIsi€E COO0I0 IUKITIYHUH TOJIMEeNTH A, 0 CKIIamy
saKoro BxogaTh 11 aminokucnor. lle cunpHOZi0UNM iIMyHOCYIIPECHBHUY IIpenapar, SKuil y TBapuH
30ibIIye Yac KUTTS aJIOTPAHCIIAHTATIB WKIiPH, CEPIld, HUPOK, MiANIIYHKOBOI 3aJ103H, KiCTKOBOTO
MO3KY, TOHKOTO KUIIIEUYHUKY i JIET€Hb.

HocnifgXKeHHs [eMOHCTPYIOTh, 110 UUKJIOCIIOPHH IIPUTHIYYE PO3BUTOK KIIITUHHO-0IIOCEPEIKOBAaHUX
peakliiii, BKJII0Yal04Yy iIMyHITET BiTHOCHO aJI0TpaHCIUIaHTaTa, MIKIpHY YyT/IUBICTh YIIOBIIbBHEHOTO
TUITy, eKCIIEpUMEHTaJIbHUY anepriyauil ennedanoMiesiT, apTpUT, 3yMOBIIEHUH af] 10BAHTOM
®peliHMa, peakiliio «TpaHCIIaHTaT npotu xa3sina» (PTIIX) Ta 3anexHe Big T-1iMOIIUTIB yTBOPEHHS
antutin. lukmocnopuH 6710Kye miMpoIuTy y cTaHi criokoo y ¢hasi G, abo Ha paHHii

G, ®asi KINTUHHOTO IUKITY, iHTi0y€e aHTUTeH3a/leXkHe BUBiITbHEHHS JTiMGOKIHIB aKTUBOBaHUMHU
T-niMmdonuTamu i IpUrHidye Ha KIITUHHOMY PiBHI IPOAyKYyBaHHS Ta BUBUIbHEHHS NTIM(QOKiHIB, Yy TOMY
yucni iHTeprnenkiny 2 (¢pakropa pocty T-kmitue, TCGF). Yci HasiBHI faHi cBig4aTh Ipo cuenudpiyHy Ta
000pOTHY [il0 IIUKJIOCIIOPUHY Ha NiMQouTy. BiH He cipuunHs€e NOPYyLIeHb TeMOII0e3y Ta He BIJIMBAE
Ha QYHKIiI0 (aroiuTiB, Ha BiIMiHY Bifl IUTOCTAaTUKIB. TAKUM YMHOM, MAI[iEHTH, SKi MPUNMaAIOTh
IIMKJIOCTIOPHH ITiCJIS TPAHCIIJIaHTallil, MEHII CXMIbHI 10 iHPEeKIiNHNX 3aXBOPIOBaHb, HiXK Ti, XTO
IIpUiiMaE iHII iIMyHOCYIIPECUBHI ITpenapary.

[TpoBemeHo yCIIilIHI aloTeHHi TpaHCIJIaHTallil COTIHUX OPTraHiB Ta KiCTKOBOTO MO3KY i3
3aCTOCYBaHHSIM IIUKJIOCIIOPUHY [JId IPOGIiIaKTUKHY i TiKyBaHHS BifTOPTHEHHS TPaHCIJIaHTaTa Ta
XBOPOOY «TpaHCIUIQHTAT IPOTHU Xa3sdiHa» y nofei. LINKI0CIOpuH 3aCTOCOBYBABCS K I03UTUBHUM Ha
Bipyc rematuty C (HVC), tak i HVC-HeraTuBHUM peLANIi€EHTaM TPaHCIJIaHTATIiB e4yiHKu. [103uTuBHI
eekTH Tepamii TMKIOCTIOPHHOM TaK0XK Bij3HAUeHi IIPY JIiKyBaHHI HU3KHU NATOJIOTiH, 1[0 Maau
BCTAHOBJIEHY a00 MOXKJ/IMBY ayTOIMyHHY IIPUPOAY .

CanpiMys Heopan® € IpeKOHIIEHTPATOM MiKPOeMYIIbCii; CIpaBKHS MiKpOEMYJTIbCis, IO YTBOPIOETLCS
Bipag3y Mmiciis KOHTAKTYy PO3YMHY 3 BOJOIO (Y BUTJISIAI HAIOIB @00 IITYHKOBOT'O COKY), 3MEHIITYE
3MiHHICTh (papMaKOKiHETUYHHUX ITapaMeTpiB; 3a0e3MeuyeThCs JIiHiiHA 3a7eKHICTh MiXK 003010 Ta
€KCIIO3UL€I0 IUKIIOCIIOPUHY.

dapmaxkoKiHemuxka.

BcMoOKTYBaHHSA

ITicns mepopanbHOro IpuitoMy npenapaTy CarmiMmyH Heopan® mikoBa KOHIEHTpaLisl IUKIOCIOPUHY ¥
KPOBi mocAaraeThest uepel 1-2 romuau. AOCOIIOTHA IepopaibHa 0i0q0CTYIHICTh HUKIOCIIOPUHY IIPH
3acTocyBaHHi npenapaty CaumgiMmys Heopan® cragoButs 20-50 %. [Tpu mpuiioMi mpenapary



CanpimyH Heopan® 3 iker 3 BECOKAM BMIiCTOM XKHPiB CIIOCTEPIiracThcs 3HUAKeHHs 3HadeHs AUC Ta
C,.x Tpu0u3HO Ha 13 % Ta 33 %. 3ameXkHiCTh MiXK MTPU3HAYEHOI0 103010 Ta eKcro3uiei (AUC)
IIMKJIOCIIOPUHY Y MeKaX Aialla30Hy TeparneBTUYHUX [103 NiHiliHa. Mixkcy0’'eKTHa Ta iHTpacy0 eKTHa
BapiabenbHicTh 3HaueHs AUC Ta C,,, cTaHoBUTH npubau3no 10-20 %. [Tpu 3acTocyBaHHi ITpemnaparty
CanpimMys Heopan® 3HauenHs C,, 3p0oCTa0Th IpUOIU3HO Ha 59 %, a 6i0f0CTyIHICTb 30iNbIIyeThCS
npubnu3Ho Ha 29 % MOpiBHSIHO 3 BiANOBIAHMMY ITOKa3HMKAMU IIPU 3aCTOCYBaHHI IIpenapary
CanpimyH. HagBHi faHi TOKa3yTh, 0 MiC/Is Iepexony 3 npuiioMy npenapaTy CaHOIMyH, M'IKAX
KeJIaTHHOBKX KAICyJl, Ha IpuiioM npenapaty CangiMyn Heopan® y chisBigHomenHi 103 1:1
MiHiMasbHI KOHIIEHTpalil y UifbHi KPOBi € MOPIBHAIHHUMY i 3a/IUIIAIOTHCS y MeXKaX LiTb0BOr0
TepaleBTHYHOrO [iana3oHy. 3acToCcyBaHHs npenapaty CanniMyH Heopan® 3abesneuye Ginbin
BHpaXXeHy MiHINHY 3aJIe’KHICTh MiX 03010 Ta eKcrno3utielo nquknocnopuny (AUC,). Len mikapchkui
3aci6 mopiBHsHO i3 CaHgiMyHOM 3abe3meuye Ginbi cTabinbHUN TPOGdins BCMOKTYBAHHS, MEHIIIOIO
MipoIo 3a/Ie3KHUY Bifi CYMICHOT'0 BXXMBaHHS 1ki Ta ;0OOBOTO PUTMY.

Posnopin

LIMK/IOCTIOPMH PO3MOAiNISETHCS ITepeBaXkHO B eKCTPaBaCKyJIIPHOMY IIPOCTOPi, cepenHi ysiBHUM 00’'eM
po3nopniny cTaHoBUTH 3,5 J1/Kr. Y KpoBi 33-47 % npelnapaTy 3HaXOOUTHLCS y IJ1a3Mi KPOBI,

4-9 % -y nimdomutax, 5-12 % - y rpanynonurtax ta 41-58 % - B epurpouuTax. Y miua3mi Kposi
npu6nu3Ho 90 % UKUKIOCIOPUHY 3B’SI3yETHCS 3 GiTKaMu, TepeBaxKHO 3 JIMOIPOTeinaMHu.

BiorpaHcdopmaris

LIMK/I0CTIOPUH aKTUBHO 6i0TpaHCPOPMY€ETHCSA 3 YTBOPEHHAM IpuOn3Ho 15 meTabomiTis.
BioTpancdopMmatis 3aranoM BinOyBaeThCs y nedinui mip gieto uutoxpomy P450 3A4 (CYP3A4), a
OCHOBHUMHM IIJITXaM# MeTab0J1i3My € MOHO-, OUTiTPOKCUITIOBAaHHS Ta N-IeMeTHUIIIOBAHHS Pi3HUX
OiJISTHOK MOJIEKYTH. YCi BUSBIEHI Ha JTaHUM Yac MeTaboliTi MiCTATh IIOBHY IENTUIHY CTPYKTYPY
II0YaTKOBOI CIIONYKY; esKi 3 HUX MaloTh CN1a0Ky iMyHOCYNIpeCUBHY aKTUBHICTH (0O OOHIE] fecsaTol
aKTHBHOCTI JIiIKapChKOT0 3ac00y y HE3MiHEHOMY BUTJISAMI).

BuBeneHHda

BuBoguTHCS Ipemnapar rnepeBaxkHo 3 KOBYIO, i TiIbKU 6 % MPUMHSATOI BHYTPILIHBEO 03U
€KCKpeTyeThCs 3 ceuero, 3 Hux 0,1 % 0031 BUBOAUTHCA 13 CeUYel0 y BUIJISIZL HE3MIHEHOr 0 Ipemnapary.

BimsHavaeThcsl BUCOKA BapiaOebHICTh aHUX LIOAO0 KiHIIEBOTO IePiofy HalliBBUBEIEHHS
IIMKJIOCIIOPUHY 3aJIe’KHO Bifl 3aCTOCOBAaHOTO METOAY aHasli3y Ta LiaboBoi momymsaiii. KiHnuesul mepion
HalliBBUBEJEeHHS 3HaXOOUTLCS Yy fiana3oHi Bif 6,3 romuHu y 3M0poBUX H00poBOIbIliB 0o 20,4 romuHu y
MAI€HTIB i3 TAKKUMU 3aXBOPIOBAHHAMU Ne4iHKU. [lepion HalliBBUBENEHHS V NALi€HTIB MiC/s
TPAHCIIJIAHTAIlil HUPOK CTAaHOBUB Mpubu3HO 11 roguH, 3HaYeHHS BapiloBany Bim 4 10 25 TOOuH.

Oco06nuBi TPYIY NAlliEHTIB
IMauieHmu 3 nopyweHHAM PYHKUil HUPOK

Y mocnigkeHHi 3 y4acTio MallieHTiB i3 TepMiHaIbHOIO CTali€l0 HUPKOBOI HEJOCTATHOCTI CUCTEMHUM
KJTipeHC JTiKapchKOro 3aco0y CTaHOBUB IPUOIU3HO ABi TPETHUHHU Bifl CEPEIHBOI0 CUCTEMHOI'O KJIipeHCYy
y THalLli€eHTiB i3 HOPMaIbHOIO (QYHKIIEI0 HUPOK. 3a JOIIOMOTOI0 Aiasily BUBOOUTHCS MeHIIe 1 %
MIPUUHSATOL TO3H.

ITauieHmu 3 nopyweHHAM (PYHKUil neyiHKu



Y narieHTiB 3 mopyIeHHsAM QYHKIII MeYiHKY MOXKJIMBE OBO- a00 TPUPA30Be MigBUIIIEHHS €KCIIO3UIIil
LAKJIOCTIOPUHY. Y AOCHIAXKEHH] 3 y4acTIO Malli€HTIB i3 TAXKKUMHU 3aXBOPIOBaHHAMU IIE€YiHKU Ta
migTBepmXKeHuM 0ioICielo IMPO30M KiHIIeBHM MMepiof HaliBBUBeNeHHS cTaHOBUB 20,4 TOOUHM
(3HaueHHs BapitoBanu Bif 10,8 mo 48 rogun) nopiBHAHO 3 7,4-11 roguHaMu y 30OPOBUX
nOOPOBOJIBIIIB.

Himu

Iani papMakoKiHeTHKY JIiIKapchKoro 3acofy CanmiMyH Heopain® mpy 3aCTOCYBaHHI JiTSM myxe
obMmexeHi. Y 15 marfieHTiB micisg TpaHCIIaHTAallii HUPOK BiKOM 3-16 POKiB KITipeHC IIMKIIOCIIOPUHY 3
IIiTbHOI KPOBI MicJIg BHYTPILIHbOBEHHOTO BBefieHHs CaHOiMyHy ctaHoBUB 10,6 + 3,7 MI/XB/KT (MeTox
Bu3HaueHHS - PIA Cyclo-trac). ¥ mocnifkeHHi 3 y4acTio 7 IallieHTiB Mic/is TpaHCIIaHTaIlil HUPOK
BiKOM 2-16 pOKiB K/IipeHC IIUKJIOCIOPUHY CTaHOBUB 9,8-15,5 Mi1/xB/Kr. V 9 nallieHTiB micns
TpaHCIIaHTalil nevinku BikoM 0,65-6 pokiB kiipeHc ctaHoBuB 9,3 + 5,4 Mi/XB/KT (MeTOR
BU3HaueHHs - BEPX). BinMiHHOCTI y 6i0mocTymHOCTI MiX npenaparamu CanpiMys Heopan® Ta
CanpmiMyH y miTe# momiOHi 10 BifMiHHOCTEH, 110 CIIOCTEPIraaucs y JOPOCIHX.

Kniniuni xapakKTepuCTHKH.

IToka3auHs.

II0KA3aHHA NPpU_MPAHCNAAHMAUIAX

TpaHcnmaHTallig COMTHUX OPraHiB:

- 3anobiraHHs BiITOPTHEHHIO TPAHCIJIAHTATIB COJTiTHUX OPTaHiB;

- IIKyBaHHS BIITOPTrHEHHs TpaHCIJIaHTaTa Y [allieHTiB, fKi paHillle OTPUMYyBau JIiKyBaHHS HIIUMU
IMyHOCYTIDECUBHUMH IIpenapaTaMu.

TpaHcOmaHTalisd KiCTKOBOTO MO3KY:

- 3am06iraHHs BiITOPTHEHHIO aJIOTEHHOTO TPAHCIIaHTaTa KiCTKOBOTO MO3KY Ta TPaHCIIaHTaTa
CTOBOYPOBUX KITITHH;

- 3amo0iranHs Ta JTiKyBaHHS peakilil «TpaHCIJIaHTaT MPOTH Xa3siHa».

Iloka3saHHSA, He no8’A3aHI 3 MPAHCNAAHMAUIE

EHIOTeHHNUI VBEIT:

- aKTHBHUU cepefHii abo 3adHil yBeiT, 1110 3arPOKye BTPATOI0 30py, HeiHdeK1iitHOoi eTionoril y
BHUIIa[IKaX, KOJIM aJbTepHATUBHE JIIKyBaHHS BUSBUIIOCS HeePeKTUBHUM ab0 HENPUMHSATHUM depe3
mob6iuHi peakiii;

- yBelT IIpu 3aXBOpIOBaHHI bexueTa 3 TOBTOPHUMU 3arOCTPEHHSIMY 3alajleHHs i3 3ay4YeHHIM
CiTKiBKM OKa 0e3 HeBPOJIOTiYHOl CHMIITOMAaTHKH.

HedpoTHuHUHA CUHOPOM:



- CTepoifo3anexHuil abo CTepoiNopPe3UCTEHTHNY He(OPOTUYHUYN CHHAPOM BHACTIOK MiHIMaIbHUX
3MiH NpY TEPBUHHOMY TJIOMepyIoHepuTi, HOKaTbHUN CEerMeHTapHUN TIIOMEPYIIOCKIepo3 abo
MeMOpaHO3HUM TITIOMEPYTOHE(DPHUT.

IHoyk1isg a60 migTpUMaHHS peMicii:
- MigTPMMaHHS PEMICii, CHPpUYNHEHOI KOPTUKOCTEPOIAAaMH, 1110 YMOXKIUBIIIOE 1X BigMiHy.
PeBMaTOImHWYN apTPUT:

- TiKyBaHHS TSIXKKUX (OPM aKTUBHOTO PEBMAaTOITHOTO apTPUTY.

IIcopiaa:

- TSIXKKi hopMu TIcopia3y, KONU CTaHAapTHE JIiKyBaHHS BUSBUIOCS HeedeKTUBHUM abo
HEIIPUUHSITHUM.

ATONiYHNY TePMaTHUT:

- MTiKyBaHHS TSIKKUX (GOPM aTOMiYHOTO IepPMaTUTY IPU HEOOXiIHOCTI CUCTEeMHOI Teparrii.

IIpomunoka3aHHs.

[TigBuIleHa YyTNUBICTH [0 IIUKIJIOCIIOPUHY ab0 [0 Oyab-IKUX 3 IOMOMIXKHKX PEUYOBUH IIpernapary.
OpgHOYacHe 3aCTOCYyBaHHS 3 JTiKapChKUMU 3acobaMmu, 1m0 MicTaTh Hypericum perforatum (3Bipob6iit
3BUYalHUI) Yepe3 pU3UK 3HUIKEHHS KOHILeHTPallil IUKJIOCIOPUHY Y KPOBi i, TaKUM YMHOM,
3HUKEHHS TepaleBTUYHOr0 e(eKTy.

OpgHOYaCHe 3aCTOCYBaHHS 3 JIiKapChKUMH 3acobaMu, 10 € Cy6CcTpaTaMu MyIbTHIIKapPChKOT0
eokcHOTrO epeHocHuKa P-riikonmporeiny (Pgp) abo opraHiyHuX aHiOHIB TpaHCIIOPTHUX OiNKiB
(OATB), nigBullleHHS KOHLIEHTpPAIlil ¥ IJIa3Mi KPOBi IKHMX IIOB’s3aHe 3 PO3BUTKOM CEPUO3HUX
no0iYHUX peakKililt Ta/abo MoOIiYHUX peaklliii, 1[0 3arPOKYIOTh KHUTTIO, HAIIPUKJIIaZ 3 603eHTaHOM,
nabiraTpaHy eTeKCHIaTOM Ta ajliCKipeHOM.

Tak0XK MOXKIUBI TaKi MPOTUIIOKA3aHHA:

- HupkoBa HEIOCTATHICTh, 3@ BUHSATKOM XBOPUX 3 HEPPOTHUUHHUM CHHIPOMOM Ta IIOMipHO
MigBUIIEHNMHU BUXIJHUMU KOHIIEHTPALiIMU KpeaTUuHiHy MakCUMyM 0 200 MKMOJIB/TT y HOPOCIHX Ta
140 mxmomb/n y miTel. [Ipu HepPOTHYHOMY CUHAPOMI T03BOJISIEThCS 0OepekHe JTiKyBaHHS i3
3aCTOCYyBaHHSIM [03 He Bulle 2,5 Mr/Kr/no0y, nullle B TOMy BUIIaKy, KOJIX 3aCTOCYyBaHHS
IIUKJIOCIIOPUHY CIIPUs€ HOpMasi3allil MoKa3HUKIB KpeaTUHIHY, MMiIBUIIEHUX BHACIIIOK 3aXBOPIOBaHHS.

- HepocTaTHRO KOHTPONIbOBaHA TinepTeH3is.
- HepmocTaTHBO KOHTPOJIbOBaHA iHGEKIIis.

HasiBHiCTh B aHaMHe3i BigoMux a00 AiarHOCTOBaHUX 3JI0SIKICHUX HOBOYTBOPEHDb OYOb-IKOT0 BUAY, 3a
BUHSITKOM TIEPEIPAKOBOT0 CTaHy ab0 37T0SKICHUX YpaxKeHb IIKipH Micis TiKyBaHHS.

B3aemodisa 3 iHwumu nikapceKumu 3acobamu ma iHwi eudu é3aemoditi.



Xapuoei 83aemo0ii

[Tpu cynyTHBOMY 3aCTOCyBaHHI rpedndpyTiB abo rpeinnpyToBOro CoOKy 0yI0 BUSBIEHO 3POCTaHHS
610MOCTYIHOCTI IMKJIOCIIOPUHY .

JlixapcvKi 83aemo0ii

Huxxue 3a3Ha4YeHO IIpenapaTH, OIS SKUX B3aeMofIil moOpe 3ag0KyMeHTOBaHi i BBaXKalOTLCS KITiIHIYHO
3HQYYLIMMHU.

4k BimoMo, psig npemnapartiB 30inbiye abo 3MeHIye KOHIIEHTPallii0 IUKIOCIIOPHHY V IIJIa3Mi KPOBi
abo 1inpHiN KpoBi mUIsTXoM iHri6yBaHHS a0 iHOyKLii ail pepmenTis, ocobmuo CYP3A4, mo 6epyTh
y4acThb y MeTa0o0J1i3Mi IXKI0CIOPUHY. TaK0XK IUKIOCHOPHUH € iHribiTopom CYP3A4,
MYJIbTHITIKAPCHKOTO eIIIOKCHOT0 mepeHoCHuKa P-raikonpoTeiny abo opraHiyHUX aHiOHIB
TPaHCHOOPTHUX OinKiB. Ile MoXKe MigBUIIYBaTH I1JIa3MOBi KOHIIEHTpPAIlil OMHOYACHO 3aCTOCOBYBAHUX
MeIUYHUX IIpemnapartis, 1o € cyoctparamu CYP3A4 Ta/ab0 1uX EPEHOCHUKIB.

Jlikapcuki 3acobu, w0 3HUMCytomsb abo nidsuwyroms 6iodocmynHicms YUKA0CNOPUHY

YacTi BU3HaYeHH PiBHA IUKJIOCIOPUHY B KPOBI CIIi[ IPOBOOUTY V PELUIIEHTIB TPAHCIIAHTATIB,
0CcOo06/IMBO Ha IOYaTKY Ta B KiHIIi JiKyBaHHS iHIIUM IpelapaToM, a JO3YBaHHS npenapaTy CaHOiMyH
Heopan® ci1il KOPUryBaTy y pasi HeoOXigHOCTi.

Y mauieHTiB, fKi IPOXOAATH JIIKYBaHHS 3a [IOKA3aHHSAMY, He I10B'I3aHUMU 13 TpaHCIUIAHTALl€l0,
B3a€EMO3B’ 130K MiX KOHIIEHTPAI€ Y KPOBi Ta K/IIHIYHUMY eeKTaMy MeHII BUBYeHuu. [1pu
OJHOYAaCHOMY 3aCTOCYBaHHI JTiKapChKUX 3ac00iB, IO MiABUIIYIOTh KOHLIEHTPAIiI0 IINKJIOCIIOPUHY,
OiyTbII MOIITBHUM, HiXK BUMIPIOBaHHS PiBHS Y KPOBi, MOXke OyTH 4acTe IIPOBEIEeHHS OLiHKY QYHKIIii
HUPOK Ta PeTeNbHUM MOHITOPUHT IIOB’SI3aHMX i3 3aCTOCYBAHHSM ITUKJIOCIIOPUHY MOGIYHUX e(eKTiB.

IIpenapamu, w0 3HUNACYOMb KOHUEHMPAUii YUKA0CNOPUHY

Ouikyetncs, mo Bci inmykTopu CYP3A4 Ta/abo P-rmikompoTeiny OyayTh 3HUXKYBAaTU KOHIIEHTPAIIiI0
[AKJIOCTIOPUHY .

[Tpukamu TiKapCchbKUX 3aC006iB, 0 3HUKYIOTh KOHIIEHTPAIII0 ITUKJIOCIIOPUHY: OapOiTypartu,
kKapbaMa3erniH, okckapOa3erniH, GeHiTOIH, HapuuiH, cyabhaguMiguH BHYTPIIHbOBEHHO,
pudamMmiuH, OKTPEOTHU, OpicTat, MpobyKoy, TPUMETOIIPUM BHYTPIIHEOBEHHO, ITPeIapaTH, 10
MiCTSTh 3Bip0o0ili 3BUUalHUM, TUKIOMIONH, CynbdiHmipa3oH, Tepbinadin, 603eHTaH.

PugamniyuH € iHIyKTOPpOM MeTab0/Mi3My IIUKIIOCIIOPUHY Y KHUIIIEYHUKY Ta medinti. Tomy npu
CyMiCHOMY 3aCTOCyBaHHi MOXKe BUHUKHYTH HEOOXiIHICTh ¥ 30i/bIIIeHHI 03U LIUKJIOCIIOPUHY Y
3-5 pasis.

Oxmpeomuo0 3HUXKYE NepopasibHe BCMOKTYBAHHS IIUKJIOCIIOPUHY, BHACTIIIOK YOT0 MOXKe 3Hal00UTUCS
30inbIneHHS 003U UKIocopuHy Ha 50 % abo mepexin Ha JTiKapchKy GopMy Ojisi BHYTPIITHHOBEHHOTO
BBEIEHHS.

IIpenapamu, wo 30iAbWYOMb KOHUEHMPAuii LUKAOCNOPUHY

Yci inribitopu CYP3A4 Ta/abo P-riikonpoTeiny MOXYTh MiIBUIIyBaTHA KOHIIEHTPALIil0 IUKIOCIIOPUHY.
[Tpuknagu Takux JdiKapchKUX 3aco0iB: XJIOPOXiH, HiKapAXIliH, METOKJIONIPaMifi, TepopabHi
KOHTPALIENITUBY, METUJIIIPEIHI30JI0H (BHCOKi H031), alIONyPHHOJI, X0OIi€Ba KMCJIOTA Ta 1l MOXigHi,



inribiTopu mpoTeasu, iMaTuHIO, KONMXilnH, Heha30mgoH.

AHmubiomuKu 2pynu makpoidie: epumpomiy,uH MOXKe MigBUIIYBATH €KCIIO3HUIIiI0 IUKIOCIOPUHY Y
4-7 pasiB, 110 iHKOIH € TPUYNHOI0 He(HPOTOKCUYHOCTI. [10BiqOMIISITIOCS, 0 KAAPUMPOMIlLUH YABIYi
HiABUINYE €KCIO3UIII0 IUKIOCTIOPUHY. A3UmMpPOMIil,uH MiBUILIY€E KOHIIEHTPAIil0 HUKIOCIOPUHY
npubnu3no Ha 20 %.

AHmubiomuKu 2pynu a3onis: KemoKoHa304, (p1yKoHa30.1, impakoHa3o/ ma 80PUKOHA30/ 3[aTHi
MiABUINYBATH €KCIIO3UIIiI0 IUKIIOCIIOPUHY OibIlle HiXK yaBivi.

Bepanamis nigBuilye KOHLIEHTPAL0 HAKIOCIOPUHY y KPOBi y 2-3 pasu.

OpHoYacHe IpHU3HAYEHHS 3 me/ianpesipom MPU3BOAUIIO OO0 MiABUINEHHS HOPMalli30BaHOTO 3HAYEHHS
ekcro3utril (AUC) muknocnopuny npubnusHo y 4,64 pasa.

AmioOapoH 3HAYHO MiBUINYE KOHIIEHTPALIil0 IUKIJIOCIIOPHHY Y IJIa3Mi KpOBi OMHOYACHO

3 MiBUIIEHHSAM KOHIIEHTPAIlil CUPOBaTKOBOIO KpeaTHHiHy. Taka B3a€MOZisl MOXKIINBa Yepe3
TPUBAJIMY IPOMIXKOK 4acy IiCJId BiIMiHM aMiofapoHy 3aBAsAKM OyXKe NOBromy nepiogy
HalliBBUBEJIEHHS 1IbOTO JIiKapChKOoro 3acoby (6mu3bpko 50 mib).

[ToBimomusinocs, 110 0aHAa30/1 MigBUIIY€E KOHIIEHTPALlil0 IUKIOCIIOPUHY V KPOBi IPUOIM3HO Ha
50 %.

Huamiasem (y mo3i 90 Mr Ha m0o0y) 3gaTHUM TPU3BOAUTH OO MigBUIIEHHS IIJTa3MOBOI KOHI[EHTPAIlil
uKnocnopuny Ha 50 %.

ImMamuHib Mo¥e TIOCUITIOBATH €KCITO3UIII0 IIMKIJIOCIIOPUHY Ta migBuiyBaTu C,,, IHOT0 JIIKapChKOTO0
3aco0y mpubnusHo Ha 20 %.

Komb6iHauii 3 nidsuu,eHuUM pusukom HephpomoKcuuHocmi

HeobxigHa 00epexKHICTh IPU OAHOYACHOMY 3aCTOCYBaHHI IIMKJIOCIIOPUHY 3 iHIIMMU IIpernapaTaMy,
110 YMHSATh He(POTOKCUYHY CHHEPTIUHY [il0, TAKUMU K aMiHOTJIIKO3UHU (BKJII0Yal0Yy TeHTaMilluH
Ta ToOpamiiuH), amboTepuuH B, unpodmokcaunH, BAHKOMIIIMH, TPUMETOIPUM (
cynbhameTokcason), moxinHi Gpibporoi kucnotu (Hampukian 6e3adibpat, perodibpat), HecTepoimHi
IIpOTH3alnaibHi IpenapaTy (BKIYal04Yy JUKI0deHaK, iHqoMeTalliH, HAlIPOKCEH Ta CYJiHAaK),
MendasaH, aHTarOHiCTU ricTamiHoBUX H,-perenTopiB (Hampukiag DIMMETAIWH, PaHITUONH),
MEeTOTpeKCaT, TaKpOIiMycC.

PexomeHOauii

ZKIO CHiTbHOTO IPUHOMY JTiKapChKUX 3ac00iB, PO SKi MOBiIOMJIAETHCS, 1110 BOHU B3a€EMOMIIOTH i3
npenapatoM CaHAIMyH Heopan®, HEMOXKJIMBO YVHUKHYTH, CJIi[I JOTPUMYBATUCS TaKUX OCHOBHUX
peKoMeHpallin:

[Tpu ogHOYACHOMY 3aCTOCYBaHHI 3 TiKapChKUMU 3ac00aM¥u, 1110 MOXKYTh IPOSBIATA HEHPOTOKCUYHY
CUHEPTiuHY [Iif0, He0OXiHO IIPOBOOUTY PeTEeIbHUM MOHITOPUHT QYHKIII HUPOK. [Ipyu BUHUKHEHHI]
BHPaXeHOr0 MOPYIIeHH (YHKIIl HUPOK CJIifi 3MEHIINTH A03y CYMICHO 3aCTOCOBYBAHOTO JIIKAPCHKOTO
3aco0y a00 pO3TISTHYTH MOXKJIMBOCTI albT€PHATUBHOI Tepalrii.

Y perumnieHTiB TPAHCIIAHTATIB CIIOCTEPIraaucs MOOTUHOKI BUIAOKK 3HAYHOI, are 060POTHOI



HUPKOBOI AUCOYHKIII (i3 BignoBigHUM 30iIbIIeHHAM KpPeaTUHiHy B CHPOBATIi KPOBi) micis
OOHOYACHOT0 3acTocyBaHHs (ibpatis (Hampukian 6e3adibpaty, penodibpaTy). Tomy HUPKOBY
GYHKIII0 TOTPIOHO peTeNnbHO KOHTPOJIIOBATH Y TAKMX MAllieHTiB. Y pa3i 3HaYHOI HUPKOBOI AUCHYHKIIIi
CyMiCHe 3aCTOCyBaHH{ IIpernapariB CJIiJ BIAMIHUTH.

Criig yHMKaTU CyIyTHBOI'O 3aCTOCYBaHHSI TAKPOJIIMYCYy 4Yepes MiABUILLIEHHS PU3UKY PO3BUTKY
HePOTOKCUYHOCTI Ta ¢papMaKOKiHETUUHY B3aeMofito i3 3anyuyenHsm CYP3A4 ta/abo P-gp.

Bnaue uuka0cnopuHy Ha iHwi aikapcvki 3acobu

[[MKIOCIIOPUH MOK€e 3HMKYBATH KIiPEeHC TUTOKCUHY, KONXIIMHY, IPeIHi30/I0HY, iHriGiTopiB [MT-

KoA-penykTa3u (CTaTUHIB), €TOMO3UAY, allicKipeHy, 603eHTaHy Ta gabiraTpaHy.

CunpHa IHTOKCHUKAIliS HAllePCTSHKOI CIOCTepiraaacs NpoTATOM KiTbKOX [HIB IiC/IS TOYaTKy Teparil
LIMKJIOCIIOPUHOM y OEeSIKUX Malli€HTIiB, Kl OTPUMYBaJIX OJUTOKCHH. [T0BIHOMIISAIOCS PO MOTEHIial
IIUKJIOCIIOPUHY ITOCUIIIOBATH TOKCHUYHI e(peKTH KOJXIIIMHY, TaKi SK MiomaTis Ta Helporaris, 0co6IuBO
y TallieHTiB 3 HUPKOBOI OUCQYHKIIE.

Y Meguynux ny6sikaligx Ta MIOCTMapKEeTUHTOBUX [OCTIIXKEHHSIX OMKUCAaHO BUTaOKU MiOTOKCUYHOCTI,
BKJ/TI0UAI0YX M’s130BUM 6inb Ta cabKicTh, Mio3UT Ta pabAOMioi3, y Malli€HTiB, 110 pUUMaIu
IIMKJIOCTIOPUH OOHOYACHO 3 I0BaCTaTHHOM, CHMBAaCTaTUHOM, aTOPBaCTaTUHOM, IpaBacTaTAHOM, a
TaK0XK (yBacTaTUHOM (y PiKuUX BUIagKax). [Ipy ogHOYaCHOMY 3aCTOCYBaHHI

3 IIUKJIOCIIOPUHOM 03y BKa3aHUX CTATUHIB MIOTPiOHO 3MEHIIINTY BiAIOBIZHO 0 BKA3iBOK, HaBEOEHUX
B iH(bopMallil Mpo mpru3HadYeHHs. Tepariio cTaTUHAMU MOXKHa TUMYaCOBO BiIMiHUTH MalliEHTaM i3
CHMIITOMaMHu MioraTil abo maiieHTaMm i3 pakTopaMy pU3NKY PO3BUTKY TSAXKKUX MOPYIIEHb PYHKIII
HUPOK, BK/II09al0YX BTOPMHHY HUPKOBY HEIOCTATHICT, 110 PO3BUHYIACS BHACHIOK pabmomioisy.

OnHoyacHe 3aCTOCYBaHHA Hi(peOuniHy 3 NUKIIOCIIOPHHOM MOXKe IIPU3BECTH 10 30iIbIIEHHS 4aCTOTU
rineprnasii siceH IOPiBHSIHO 3 TAKOW0 y pa3i IPUNOMY TibKU LIUKJIOCIOPUHY.

[Ticna cyMicHOr0 Ipu3HaYeHHS [UKIIOCIOPUHY Ta sepKaHiouniHy 3HadeHHS AUC 0CTaHHBOTO
36inmbimyBanocs y 3 pas3y, a 3HavenHss AUC nuknocnopuny nigsuiyBasnocs Ha 21 %. Tomy crig
YHUKATH OJJHOYACHOT'0 3aCTOCYBaHHS IIMKJIOCIOPUHY 3 JIepKaHigumiHoM. [TpuiioM HUKIIOCIIOPUHY
yepe3 3 TOOUHY MICT JIepKaHiguminy He npu3BopuB 00 3MiH AUC ocTaHHBOTO, ajnie 3HaueHHSA AUC
IIUKJIOCTIOPUHY IigBuIyBanocs Ha 27 %. ToMmy maHy KoMOiHallito CJIifi 3aCTOCOBYBaTH 3 00€pPEeXKHICTIO
3 iHTEepBasIOM MiXK IPUINOMOM JiKapChKUX 3ac0o0iB 1[0HaWMeHIIe ¥ 3 TOOUHHU.

[TepeBary crip BigaTH aHTUTIIePTEH3UBHOMY 3ac00y, IKul He Ma€ (hapMaKOKiHETUYHUX B3aEMOIiN
3 IUKJIOCTIOPUHOM.

[Ticns 0mHOYACHOTO BBEleHHS LIUKJIOCIIOPUHY Ta ajliCKipeHy crocTepiranocs 3pocTadHsd C, ..
armickipeny, cyocTpaty P-gp, mpu6nu3Ho y 2,5 pasa Ta 3poctans AUC npubmu3Ho y 5 pasiB. OgHak
(dhapMakoKiHeTUYHUM TPOGIIE IUKIOCIOPUHY HE 3a3HaBaB CyTTEBUX 3MiH.

OpgHOYacHe 3aCTOCYyBaHHS mabiraTpaHy eKCTEKCHUIIATy TaKOXK He peKOMeH[IOBaHe yepe3 iHrifywouy
aKTHBHICTh IIUKJIOCTIOPUHY BimHOCHO P-gp. IlabiraTpaH Mae By3bKHUI TepaleBTUYHUN iHIEKC, a
IigBUIEHHS KOHIIEHTpPAIlil B [IJTa3Mi KPOBi CYyIIPOBOIXKYETHCS MiABUIIIEHUM PU3UKOM KPOBOTEUI.

BcranoBneHo, 110 ogHOYAaCHE 3aCTOCYBaHHA AUKIO(DEHaKY Ta IUKIOCIOPUHY IPU3BOAUTE [0
3HAYHOT'0 3POCTaHHS 0i0JOCTYIHOCTI AUKITOPEHaKY 3 MOXKIMBUM PO3BUTKOM HHPKOBOI
HeIOCTATHOCTI, 1110 Ma€e 000POTHMH XapakTep. HaitbinbIll BiporifHo, 1110 1ie 3pOCTAaHHS CIpUYNHEHE
3HUKEHHSIM BHCOKOT0 e(eKTy «IepIIOTo IIPOXOAXKEeHHI» AuKIopeHaKy. OgHOYacHe 3aCTOCYBaHHS
ruknocnopuny Ta HII3TI, 110 MaioTh HU3bKUM e(PEKT «IIepIIoro MPOXOAXKEHHI» (TaKuX SIK



alleTUIICAJIIIIAIIOBA KUCJIOTAa), SIK IIPAaBUJIO, He TIOB I3aHe 3i 3pOCTaHHIM iX 6i0MOCTYIIHOCTI.

[TigBuIleHHSA CUPOBATKOBOTO KPEaTHHIHY CIIOCTEPIrasgocs Iif 4ac AOCHiAXKEHb IIPA OGHOYaCHOMY
3aCTOCyBaHHI eBeponiMycy abo CUpOJIiMyCy Ta IIOBHUX 103 IIUKJIOCIIOPUHY Y BUTJIAM1 MiKPOEMYJIbCil.
Lle#t ehekT yacTo Mae 000POTHUI XapaKTep NpU 3MEHIIEHH] 103 UUKIoCcIopuHy. EBeporimMyc Ta
CHPOJIIMYyC JIUIle He3HaYHUM YHMHOM BIIJIMBAIOTh Ha (hapMaKOKiHETHKY IUKIIOCIOpUHY. OgHOYaCHE
3aCTOCYBaHHS IIUKJIOCIIOPUHY 3HAYHO 30i/IbIye KOHI[EHTPAIIiI0 eBePOIiMyCy Ta CUPOIIMYCY V KPOBI.

3 o6epekHiCTIO MOTPiOHO MPHU3HAYaTHU LUUKJIOCIIOPHH Ta Kanii3bepiraioyi mpemnapaTtyu (HampuKiaz
Kani3bepiratoui miypetuku, inribitopu AII®, aHTaroHiCTH pelenTopiB aHrioTeH3uny I1) abo
IpernaparTy, 10 MiCTSTh KaJlid, TOMY II0 Ile MOXKe IIPU3BECTH [I0 3HAYHOr0 30i/bIlIeHHS PiBHS KaJlilo y
CHAPOBATI]l KPOBI.

LIMKIOCTIOPHH TaK0XK MoxXe 30i7bIlyBaTH IJIa3MOBi PiBHI penariHigy, TUM caMuM 30iIbIIyI0Yn
PU3UK BUHUKHEHHS TillOTTiKeMil.

CywMicHe mpu3HayeHHS 603eHMAHY 3 IUKIIOCIIOPUHOM 3I0POBUM H06POBOIBLSAM Ha 35 % 3HUXKYE
€KCIIO3HIIiI0 IMKJIOCIIOPUHY, TP I[bOMY €KCIT03ullis 603eHTaHy 30i/IbIIyETHCS MPUOITHU3HO B 2 Pa3Hu.
ToMy He PEKOMEHOYETLCA CYMICHO TPU3HAYATH LIUKIIOCTIOPUH 3 603€HTaHOM.

3acToCyBaHHS IIOBTOPHUX 003 aMOpi3eHMaHy Ta IUKIOCIIOPUHY 3T0POBHUM HOOPOBOIBIISM
IIPU3BOMUIIO [I0 HiBUINEHHS eKCI03uIlii aMOpi3eHTaHy IPUOIHU3HO ¥ 2 Pa3H, TOMi SK eKCIO3UIIisT
IIMKJIOCTIOPUHY IIOCHJTIOBAjIacs He3HayuHo (mpubnu3no Ha 10 %).

B OHKOIOTiYHUX XBOPUX IIPX CYMiCHOMY 3aCTOCYBaHHI BHYTPIIIHBOBEHHUX HOPM dHMPAlUKAIHOBUX
aHumubiomukise (Hanpukaad 0okcopybiyuHy, MimokcaHmpoHy, 0ayHopybiuuHy) Ta LykKe BUCOKUX 03
IIUKJIOCIIOPUHY CIIOCTepirasiocs 3HayHe IifiBUIIeHHS eKCII03UIlil aHTPalUKIiHOBUX aHTUOIOTHKIB.

[luzokcuH, koaxiyuH, iHeibimopu I'MI'-KoA-pedykma3su. k1o 6yab-siKuH i3 1ux nikapchbKux 3acobiB
NIPU3HAYa€EThCA OOHOYACHO 3 npenapatoM CarpgiMyn Heopan®, HeoOxigHui peTenbHNN KITiHiYHMI
MOHITOPHHT, 11100 3MiCHUTYU paHHE BUSIBIIEHHS TOKCUYHUX e(EeKTiB Ta IMofasbliile 3MEeHIIEHHS 03U
abo BigMiHU Ipemapary.

B3aeMogpida yikapChKUX IIpenaparTiB YacTillle CIIOCTEPIraeThCs v MallieHTiB JIITHHOIO BIKY.

[Tig gyac Tepamil TUKIOCIOPUHOM ePEeKTUBHICTh BaKIMHALlil MoXke OyTu 3HUXKeHa. CIIifi yHUKaTH
3aCTOCyBaHHS XKMBUX 0C/TablieHUX BaKIIKH.

Himu
IHocmigeHHs JTiKapCchKOl B3a€MO/Iil TPOBOAMIN 3 y4aCTIO BUHSATKOBO AOPOCIIUX Malli€HTIB.
Oco6.1ueocmi 3acmocyeaHHsi.

CanpgimyH Heopan® npu3HavaioTh JIHIIE JIiKapi, AKi MalOTh JOCBiN IPOBENEHHS iMyHOCYTIpDECHUBHOI1
Teparil i MoXKyTh 3a0e3MeYuTH IPOBeNeHHS HeoOXiIHUX NONaTKOBUX 00CTeXKEeHb (PETyIsIpHe MTOBHE
00’€KTUBHE [OCIIiIKEeHHS, KOHTPOJIb apTepialbHOTO THCKY, TabopaTopHi JochimxkeHHs). [TalienTH,
SIKi IepeHecy TPaHCIUIaHTallilo i npuitMaTs CangiMys Heopan®, moBuHHI nepeOyBaTH TiIbKK Y THX
MeIUYHUX 3aK/Iafax, 1o 3abe3nedyeri HeoOXigHUM 1a00pPaTOPHUM Ta METUYHUM YCTATKyBAHHSIM.
Jlikapto, BiiMOBifaIbHOMY 3a IIPOBEEHHS MiATPUMYI0UO] Tepallil, C/Iifl HagaTy BCIO iH(popMalliio,
HeoOXiIHYy M1 TPaBUJIBHOTO NOTJISAAY 3a MalliEeHTOM.

BcMoKTyBaHHS iHTiIOITOPIB KanblMHEBPUHY MOXKe MOPYIIYBAaTUCh Y MAIEHTIB 3 HTUCTUYHUM (ibpo3oM.



[Tomi6HO MO iHIIKMX iIMYHOCYIIPECAHTIB, IIUKIOCIIOPUH MigBUIIYE PU3UK PO3BUTKY IiM(DOM Ta iHIIUX
37I0SKiCHUX ITyXJIMH, 30KpeMa IyxJIuH mKipu. HeoOXigHO MPOBOOUTH PETYIISIPHi 00CTeXRKEeHHS
TMali€HTIB, IKi TPUBaIKiA 4ac oTpuMykoTh CanmimyH Heopan®, mis 3a6e3nedeHHs paHHbOI
miarHocTukH. JIikyBaHHS HEOOXigHO BIIMIHUTH, SIKIIIO AiarHOCTOBAHO IepenpaKoBuil cTaH abo
OyXJIuHy. € IiACTaBU BBaXKaTH, 110 MigBUILIEHNY PU3UK II0B I3aHUM 31 CTYyIIEHEM Ta TPUBAJIICTIO
iMyHOCYyTIpecii, a He i3 3aCTOCYyBaHHAM KOHKPETHUX 3aC00iB.

ToMy niKyBaHHS 3TigHO 3 PEXKMMOM, IO BKJIIOYAE KijlbKa iIMyHOCYIIpEeCaHTIB (Y TOMYy YHUCIIi
IIUKJIOCTIOPHH), CJIif, 3aCTOCOBYBaTH 3 00€peKHICTIO, OCKINIbKY 1le MOXKe IIPU3BECTU 0O PO3BUTKY
niMm¢onporidhepaTUBHUX PO3/IafiB Ta MyXJINH CONNITHUX OPTaHiB, iHKOJU 3 JIeTaJlbHUM HaCIIigKOM.

3 oriAny Ha NOTEHIIMHUY PU3UK 3/105IKiICHUX HOBOYTBOPEHb IIKIPH Nalli€eHTaM, IKi IPpUUMaTh
Canpgimys Heopan®, 30KpeMa THM, XTO JTiKYETLCS 3 IPUBOAY IICOPia3y Y aTOMYHOrO AepMaTHTy,
HeoOXimHO PEKOMEHYBaTH YHUKATH HAIMipHOTO BIJIUBY COHSYHOTO IPOMiHHS 6€3 HaleXKHOT0
3aXUCTYy i He IpPUUMATHA ONHOYACHO OIIPOMiHEHHH yiabTpadionetoBuMu npomeHsmu B uu PUVA-
dboToximioTeparmii.

Ingexuii

4K iy pasi 3aCcToCyBaHHS IHIIUX IMYHOCYIIPECAHTIB 3aCTOCYBaHHS LIUKJIOCIIOPUHY IIPU3BOOUTH [0
PO3BUTKY Pi3HUX OaKTepiaNbHUX, TPUOKOBUX, Tapa3uTapHUX Ta BipyCHUX iH(EKIIi#, 4acTo 3 y4acTio
OTIOPTYHICTUYHUX MTQTOTEHIB. Y Malli€eHTiB, SKi OTPUMYIOTb IIUKJIOCIIOPUH, Oy/I0 BUSIBIEHO aKTHUBAIIil0
JIaTeHTHO] iH(eKIIil moioMaBipycy, 1110 MoXKe IIPKU3BECTH N0 BUHUKHEHHS Hedpomnartii, moB’g3aHoi 3
noniomaBipycom (PVAN), 3okpema BK-BipycHol Hedponartii (BKVN) abo mporpecyodoi
MynbTU(DOKABHOI JTIeMKoeHIIedasnomnarii, moB’s3aHoi 3 JC-sipycom (PML). 1li mpo6neMu 9acTo
BTOPUHHI BiTHOCHO BHUCOKOI iIMyHOCYTIpecil i IX Ccltif po3rnamaTé y oudepeHIiiHil AiarHOCTHII
iMyHOCYTIpEeCHUBHUX TAIi€HTIB i3 MoripuIeHHsAM QYHKIII HUPOK a00 HEBPOJIOTIYHUMH CUMIITOMAaMH.
[ToBimomusiniocst IPo cepiio3Hi Ta/abo netanbHi Hacaigku. I1oTpi6HO BUKOPHUCTOBYBaTH e(heKTHBHI
npodiakTUYHi Ta TepaneBTUYHi cTpaTerii, 0co0IMBO MallieHTaM, 5Ki MoTpedyoTh HaraTopa3oBoi
IOBrOTPUBAJIOl iMyHOCyIIpecuBHOl Teparil. C/Iifl 3MeHIIUTH 3arajbHy iIMyHOCYIIPECii0 y Talli€HTiB 3
PVAN a6o PML, ane 3HMK€EHa iMyHOCYTIpeCisi TAKOXK MOKe ITOCTABUTH IIifl 3aTp03y TPaHCIIaHTaT.

ToKcuyHul 8naue8 Ha HUPKU

T[IpoTAroM mepIuyx AeKinbKoX THXHIB JiKyBaHHS npenapaToM CanpmiMyH Heopan® yacTuM Ta
MIOTEHLIMHO CePHO3HUM YCKTafHEHHSIM € IMiABUIIeHHS PiBHIB CHPOBAaTKOBOI'0 KpeaTUHIHY Ta
ceuoBuHH. 1i QyHKITIOHAIBbHI 3MiHM 3a/I€3KaTh Bif 103U i MalOTh 0O0POTHUI XapaKTep, 3a3BUYai
IIOKa3HUKU II0BEPTAIThCA 40 HOPMabHUX 3HAUYEeHb 31 3HMUKEHHIM [03U. Y [eIKUX Ial[leHTiB
LNOBroTpHBaJie 3aCTOCYBaHHS IIperapaTy MOXKe IIPU3BECTH OO0 I0ABUA CTPYKTYPHUX 3MiH Yy HUPKaX
(HampuKag mo iHTepcTHLianbHOro Gibpo3y), AKi ciif BiApi3HATH Bif 03HAK XPOHIYHOTO
BiITOPTHEHHS y TMAIi€HTIiB i3 TPAHCIJIAaHTOBAHOI0 HUPKOI0. TakKuM 4YMHOM, HEOOXiTHUM € YacTui
MOHITOPUHT (DYHKIIl HUPOK 3TiHO 3 MiCIIeBUMU PEKOMEH[AIlSIMYU Ta 3 YpaXyBaHHSIM KOHKPETHUX
II0Ka3aHb 00 MPU3HAYEHHS JTIKAapChKOTO 3aco0y.

I'enamomokcuy4Hicmb

CanpimyH Heopan® Takox MOXe COPHYMHHUTH [0303a1eXHe 000pOTHE MiBUIeHHS PiBHA Gimipy0iny
y CUPOBaTIIi KPOBi, iHOA] - MigBUIIEHHS PiBHIB (hepMEHTIB ITediHKU. ICHYIOTh 3alMTaHi Ta CIIOHTaHHI
IIOBIAOMJIEHHS IIPO FelaTOTOKCUYHICTh Ta YpaXkKeHHs MeYiHKY, BKIII0Ya0UU X0JIeCTa3, JKOBTSHULILO,
relaTUT Ta [Ie4iHKOBY HeJOCTATHICTh, Y MAlll€HTIB, Ki OTPUMYBAJIH JIiIKyBaHHS [IUKJIOCIIOPUHOM.
BinpLIicTe TOBITOMIIEHb CTOCYBa/IMCS MALEHTIB i3 CYTTEBUMHU CYIyTHIMU 3aXBOPIOBAHHIMY,
OCHOBHUMHM TIATOJIOTIYHMMY CTaHAMU Ta iHIIMMHU OGHOYACHO HiI0YUMU (HaKTOpPaMHU, Y TOMY YHUCIIi



iHQeKIIINHUMY YCKITafHEHHSIMH Ta CYIyTHIM MeIMKaMEeHTO3HUM JIiKyBaHHSIM 3 ITOTEHIIiaIoM
remnaToTOKCUYHOCTI. Y JesiKUX BUITaAKaX, IepeBaXKHO Y MallieHTiB i3 TpaHCII/TaHTaTaMH,
MIOBIOMJISITIOCS IIPO JIeTasIbHiI HaCIIigKH.

[ToTpi6HO MPOBOAUTH PETYNSIPHUM KOHTPOJIb BiOTIOBIZHUX MTOKA3HUKIB QPYHKIIIl TeYiHKY, SKIIO
HeoOXiTHO, 3MEHIIUTH N03y V Pa3i BigxuneHb WX TOKA3HUKIB Bifl HOPMU.

ITauieHmu aimHb020 BiKYy (8i0 65 pokis)
Heo06xigHOo 0c06/11MBO PETENbHO KOHTPOIIOBATH (DYHKITI0 HUPOK Y MalliEHTiB TITHBOTO BiKY.
MoHimopuHe pigHi8 UUK/I0CTIOPUHY

IIpu 3acTocyBanHi npenapaty CanpmiMys Heopan® maiieHTaM mic/isi TpaHCIIaHTallil BaxK/IMBAM
3axofoM 0e3IeKU € CUCTEMATUYHUM MOHITOPUHT KOHIIEHTpallil IXKJIOCTIOPHHY V KpoBi. PiBHi
IIUKJIOCIIOPUHY V KPOBi HaKpallle BU3HA4YaTH 3 BUKOPUCTAHHSIM CIelU(piyHUX MOHOKITOHAIBHUX
aQHTUTIN (BU3HAUYEHHS KiTbKOCTI He3MiHEeHOTO0 Ipenaparty). [IpoTe MoXKHa BUKOPHUCTOBYBATH i
BHCOKOe(eKTHBHY piguHHY XpoMaTorpadito (BEPX) (Takox [ BU3HAUYEHHS KiJIbKOCTi HE3MiHEHOT0
npemnapary). [Ipu KinbKicHOMY BU3HaueHHi y ma3Mi KpoBi abo cupoBaTili MOTPiOHO 3aCTOCOBYBATH
CTaHOAPTHUY METO[ PO3OileHHs (Jac i TeMIepartypa).

Y penuieHTiB 3 TPAHCIJIAHTOBAHOO II€YiHKOI KOHTPOJIb PiBHIB y KPOBI Ha IT0YATKY JIIKyBaHHS
moTpiOHO MpoBoAUTH a00 3a MOMIOMOTI'0I0 TilTbKM CIIeIM(ivHNX MOHOKIOHATBHUX aHTUTIN, abo 3a
IOIIOMOT 010 TTapasieIbHUX BU3HaUeHb 3 BUKOPUCTAHHSIM ClenupivyHuX i HecnenupiaHmx
MOHOKJIOHA/IbHUX aHTHUTIN AJist TOTO, 1106 3a0e3meunTy BilIOBiAHMI CTYIiHb iIMyHOCYIIPECii.

Takox moTpi6HO naMm’siTaTy, 110 PiBEHDb IUKIOCIOPUHY y KPOBI, I1a3Mi abo CUPOBATIIi € TiTbKU
OOHUM i3 6araTh0X YMHHUKIB, 1110 BIJIMBAIOTh Ha KJIiHIYHMI CTaH malieHTa. TOMy pe3ynbTaTu CIIif
PO3TJISiHATH JIMIe B KOHTEKCTI IJIOTO PSAAy iHIINX KITiHIYHUX i 6i0XiMiYHUX TOKA3HUKIB.

MoHimopuHea apmepiaabHO20 MUCKY

IIporsirom nikyBaHHS npenapaToM CanmiMyH Heopan® HeoOXigHO PeryIspHO KOHTPOIIOBATH
IIOKa3HUKM apTepiabHOT0 TUCKY. fKINO BUSBUTLCS HAsIBHICTh apTepialbHOL TinepTeHsii, ciig
IIPOBECTH BINIIOBigHe JIiIKyBaHHA [JI1 3HUXKEHHS apTepilanbHOro TUCKY. Ilepesary ciif HagaBaTu
AQHTUTINEPTEeH3UBHUM JIiIKapChbKUM 3aco0aM, I110 He BIUIMBAIOTh Ha GapMaKOKiHETUKY IIUKIIOCIIOPHUHY,
HallpUKJIal iCpafuIiny

ITiosuweHHA pigHig sinidie y Kposi

Bynu oKpeMi IOBiOMIIeHHs IOf0 JiKyBaHHs npenapaToM CanniMyH Heopain®, mos’si3aHi 3
HEe3HAYHUM IiIBUIIEHHSIM JIIiAiB ¥ KPOBi, SKe Majio 000pOTHUM XapaKTep; piBHi mimimiB HeoOXigHO
BUMIpIOBATH [0 Ta yepe3 1 MicAup micnd no4yaTKy JIiKyBaHHSA. Y pa3i BUSABJIEHHS IMiIBUIIEHOTO PiBHSA
JIIiAIB CNif 3MEHIIKUTH YaCTKY XKUPIB y PallioHi Ta, AKI0 HEOOXiAHO, 3MEHILIUTH 03y .

TI'inepkaaiemisn

[Tpu npuiioMi HUKIIOCIIOPHHY 3POCTAE PU3UK BUHUKHEHHS TinepkasieMii, 0co0IMBO y Malli€HTiB i3
HUPKOBOIO IUCOYHKITiE. 3 00epeKHICTIO TPU3HAYaTH IIUKIOCIIOPUH Yy KoMOiHarii 3
KaJjii30epiraloynMy npernapaTaMy (Hanpukiap 3 KailidbepiralouuMu OiypeTukamy, iHribitopaMu
aHTi0TEH3UHIIEPETBOPIOBAILHOTO (DePMEHTY, aHTaroOHiCTaMuU pelenTopiB aHTrioTeH3uny II) abo
IpernapaTaMi, 110 MiCTATh KaJjii, abo naiieHTaM, ki nepedyBaioTh Ha OieTi, 6araTiii Ha BMICT KaJtiio.
Y Takux BUNafKaX peKOMEH0BaHO KOHTPOJIOBATH PiBHI KaJliko.



I'inomazHiemisn

[TpuitoM LMKJIOCIIOPKHY IMiABUIIY€E €KCKPEIlil0 MarHiio, 10 MOXKe IIPU3BECTH A0 PO3BUTKY
CHMIITOMaTUYHOI TimoMarHieMii, HacaMIepes y IepuTpaHCIaHTaliiHu nepiof. IIpoTarom
[IepPUTPAHCIIIaHTALIHHOT O [1ePioay PEKOMEHI0BaHO IIPOBOAUTH KOHTPOJIb PiBHSL MarHiio y CUpOBaTLi
KPOBi, HacaMIiepey SIKII0 CIIOCTEPiraloThCsi HEBPOJIOTiuHI cuMnTOMHU. SKIo 11e 6yme BU3HAHO 3a
HeoOXigHe, TOOATKOBO CJIif MPU3HAYUTH IpernapaTd MarHilo.

I'inepypukemis
[Tpu nikyBaHHI XBOpUX 3 TinepypukeMieio HeoOxiqHa 06epeXKHICTb.
2Kuei ameHytlo8aHi 8aKuuHu

ITig yac J'IiKYBaHHH IIUKIIOCIIOPHHOM BaKIIMHALIISA MOXKE BUSBUTHCS MEHIII e(l)eKTI/IBHO]EO, d TaKOX
H606XiJIHO YHUKATH 3aCTOCYBAHHSA XKUBUX aTeHYﬁOBaHHX BaKIIWH.

B3zaemodii

Crin 3 o0epexkHICTIO MpU3HAYaTH ITUKJIOCIIOPUH OJHOYACHO 3 TiKapChKUMU 3acobaMu, I0 3HAYHO
HiABUIIYIOTH @00 3HUKYIOTh KOHIIEHTPALIif0 IMKJIOCIIOPUHY Y IJIa3Mi KpOBi Yyepe3 iHTi0OyBaHHS ab0
inpyxuito CYP3A4 ta/abo P-riikompoTeiny (ouB. po3nin «B3aemopis 3 iHmuMu mikapchbKuMu
3aco0aMu Ta iHIII BUOY B3aEMOMIl»).

Heo0xigHO TPOBOAUTY MOHITOPHUHT 100 HE(PPOTOKCUYHOCTI MPH MPHU3HAYEHHI IUKIIOCIIOPHHY Pa30M
3 aKTHBHUMM PEYOBHMHAMH, 10 MiJBUIIYIOTh KOHIIEHTPALIi0 IIUKIOCIOPUHY ab0 IIPOSIBIISIOTH
CHHEpri3M y PO3BUTKY HE(POTOKCHUYHOT0 ePeKTy (OuB. po3ain «B3aeMopis 3 iHIIMMU JTiKapCbKUMU
3aco0aMH Ta iHIII BUOU B3aE€MOLIN»).

Crip yHUKaTHA OGHOYACHOTO 3aCTOCYBaHHS LIMKJIOCIIOPKHY i TaKpOJIiMycCy (OuB. po3ain «B3aemonmis 3
iHITMMY NTiKapChbKUMM 3aco0aMu Ta iHII BUOM B3AEMOIiii»).

[TuknocnopuH € inribitopom CYP3A4, MynbTUIiKaPCEKOT0 ehII0KCHOTO IEPEHOCHHKA
P-rnikonpoTeiny Ta opraHiuHUX aHiOHIB TpaHcnopTHUX O0inkiB (OATE) i MoxKe MmigBUIyBaTH I1J1a3MOBI

KOHIIEHTpAIlil OTHOYAaCHO ITPU3HAUYEHUX JTiIKapChKUX 3ac00iB, 1110 € cyOCTpaTaMu OaHOT0 (EPMEHTY
Ta/ab0 MepeHOCHUKA, TaKuX sIK mabiratpaH, anmickipeH Ta 603eHTaH. Cnig 6yTu 06epexXHUM IIpU
OJHOYAaCHOMY 3aCTOCYBaHHi ITMKJIOCIIOPUHY 3 TAKUMHU JIiIKAPCHKUMHU 3aco0amMu a00 YHUKATH iX
CyMiCHOTO TIpu3Ha4YeHHs (OUB. po3in «B3aemopmis 3 iHIIMMY JTiKapCbKUMHU 3aco0aMu Ta iHII BUIH
B3aeMOil»). LIUKIOCIIOPUH MOCUIIIOE eKCIo3uilito iHribiTopiB ['MI-KoA-penykTa3u (cTatui). [Ipu
O[IHOYaCHOMY 3aCTOCYBaHHI 3 IUKJIOCIIOPUHOM [03y CTATUHIB CJIif 3MEHIIyBaTH; CYMiCHOTO
3aCTOCYBaHHS 3 OEeKUMHU CTaTHHAMU CIIi[l YHUKATH 3TiJHO 3 peKOMeHalliaMU, 3a3HauYeHUMU B
iHCTPYKLigX [T MEIUYHOTO 3aCTOCYBAHHS IUX JIiKapCchKux 3acobiB. Tepariio craTuHaMu HEOOXiTHO
THMYacoBO ab0 OCTATOYHO MPUIIMHUTH IAIliEHTaM 3 03HaKaMM Ta CUMIITOMaMH MiomaTii abo
HAsIBHICTIO ()aKTOPiB PU3UKY PO3BUTKY TAKKOI0 ypaXkeHHS HUPOK, BKJII0Yal04u HUPKOBY
HEeJOCTaTHICTh Ha TJi pabmomionidy (ouB. po3min «B3aeMopmis 3 iHIMMMU TiKapChKUMU 3aco0aMu Ta
iHII BUOM B3aEMOMin»).

[TauieHTH i3 MCopia3oM MOBUHHI YHUKATH OOHOYACHOTO 3aCTOCYBaHHS OeTa-agpeHo061I0KaTopiB abo
IiypeTHKiB.

Ocobaugi 0onomixicHi peuosuHu

CanpgimyH Heopan® MICTHUTH TiAPOTEHiI30BaHy pULMHOBY 0J1it0 «Ilomiokcun 40», mo Moxe



CIPUYMHUTY LUTYHKOBI PO3/Iafiu Ta [iapero.

ITepopanbHi nikapceki Gopmu npenapaty CanpiMys Heopan® mictsaTs npu6nusso 12 % (06.)
etanony. JToza 500 mMr npenapaty Cangimys Heopan® micTuTs 500 MI €TaHOIy, IO € eKBiBaJIeHTOM
npuOau3HO 15 My mMBa uM 5 M BUHA. Lle MoXe 3aIIKOOUTH 3aJIeXKHUM Bif] aJIKOTOJTI0 MallieHTaM i
noTpebye BpaxyBaHHS MIPH JIiKyBaHHI BaTiTHUX Ta XKiHOK, SIKi FOOYIOTh TPYIMIO, MAIliE€HTIB i3
[IeYiHKOBUMHU 3aXBOPIOBAHHSIMU YU €IIJIETNICI€0, @ TAKOXK IIPX 3aCTOCYBaHHI Ipenapary QIiTSM.

[lo0amkoei 3anobidxcHi 3axo0u npu He nNo8’sA3aHUX 3 MPAHCNAAHMAMAMU NOKA3AHHAX

[NTauieHTaM i3 nopymeHHAM (QYHKIIil HUPOK (3a BUHATKOM IAIi€HTIB i3 He()POTUUYHUM CHHAPOMOM i3

IPUUHATHUAM CTyIIEHEM HUPKOBOI HEIOCTAaTHOCTI), HEKOHTPOJIbOBAHOI0 apTepPiabHOIO TillepTEH3IEI,
HEKOHTPOJIbOBAaHUMHM iHQEKITiIMU a00 37T0SIKiCHUMHU MyXIUHAME OyIb-IKOTO THILY He CIIiJ mpuiMaTu
IIUKJIOCIIOPHH.

Ilo moyaTKy JiKyBaHHS CIIifi IPOBECTH HAfiMHY OIIIHKY IT0YaTKOBOI (PYHKIIil HUPOK IIIXOM
IIOHaMMeHIIe IBOX BUMIpPIOBaHb PO3PaxXyHKOBOI MIBUAKOCTI KiyOoukoBoi ¢inbTpatii (pIIK®). YacTe
IIPOBeleHHS OLHKY (QYHKIII HUPOK IIifl Yac Teparii HeoOXigHe O MPaBUILHOTO KOPETyBaHHS [03.

I[lodamkoei 3anobiscHi 3axo0u npu eH0o2eHHOMY yseimi

[ToBigOMMISAIOCS PO MOXKJIUBUAM 3B’I30K MiXK IMKIOCIIOPHHOM Ta HEBPOJIOTIYHUMHU IIPOSBAMHU
cunapomy bexyeta. CaHmiMyH HeopaJI® ciif 3 00epexkHICTIO MPU3HAYATH HaIliEHTaM i3 CHHIPOMOM
bexyeTa npu HasBHOCTI HEBPOIOTIYHUX ITPOSBiB. CIlifl MPOBOAUTH PETEIbHUN MOHITOPHHT
HEBPOJIOTiYHOI'0 CTATYyCy TaKUX 0Ci0b.

Ilodamkoei 3anobisicHi 3axo0u npu HehpomuyHOMY CUHOPOMI

[MTamieHTaM i3 mopymeHHAM QYHKIlI HUPOK Ha I0YaTKOBOMY PiBHi CIIOYATKY CIIif IPU3HAUUTH 03y
2,5 Mr/Kr Ha o0y i 3milicHIOBaTH [yXKe peTebHUY MOHITOPUHT.

YV [esiKWX MAaIlieHTiB MOXKYTh BUHUKHYTU TPYMHOIII 3 BU3HAUYEHHSAM iHIYKOBaHOI ITpernapaToM
CanpgimyH Heopan® HupkoBoi aucdyHKIil yepes 3Minu GyHKLII HUPOK, COPHYMHEH] BIacHe
He(POTUYHUM CUHAPOMOM. LM MOSICHIOETHCS, YOMY Y PigKICHUX BUIMIafKaX acollilioBaHi 3
npenapaToM CaugiMyH Heopan® cTpyKTypasbHi 3MiHM y HEPKaX CIOCTEPIraloThcs 6e3 MigBUIeHHS
PiBHSI KpeaTUHiHy y cupoBaTLli KpoBi. Cyil pO3rIsSHYTH MOXKJIUBICTh IPOBEAeHH 0iomcii HUPOK y
MAIliEHTIB 3i CTepoig3anekHow HedpomaTielo 3 MiHiMaIbHUMY 3MiHaMH, B IKUX Tepallis IpernapaToM
CanpimMys Heopan® TpuBana Ginbmie 1 poky.

Yac Bif yacy HafXOOWUIU MOBIOM/IEHHS PO BUHUKHEHHS 3/I0SKICHUX IYXJIMH (BK/IIOYA0Un
XOOKKIHCBKY JTiM(OMY) y MAIliEHTIB i3 HePPOTUYHUM CUHIPOMOM, SIKi OTPUMYBaJIH JIiKyBaHHS
iMyHOCyIIpecaHTaMu (BK/IYal04y LHUKIIOCIIOPUH).

[lodamkoai 3anobidxcHi 3axo0u npu peemMamoioHoMy apmpumi

[Ticns 6 Mics1iB Teparmil GyHKIIII0 HUPOK MOTPIOHO BU3HAYATH KOXKHi 4-8 THKHIB 3a/1eXKHO Bifl
cTabinbHOCTI 3aXBOPIOBAHHS, OTHOYACHOT'0 MEIMKAaMEHTO3HOT0 JIiKyBaHHS Ta CYMyTHIX 3aXBOPIOBaHb.
YacrTimi gocnigkeHHs HeoOXigHi Ipy NifgBUINeHHi Ko3u npenapaty CaHOiMyH Heopan® abo micng
IIOYaTKY OJIHOYACHOTO JIiKyBaHHS HECTEPOIJHMMHU NPOTH3anaJbHUMHU IperapaTaMy Yi y pasi
IiBUINEHHS IX 0O3.

BigMiHa npemapaTy TaKoxK MoxKe OyTy HeoOXiHOIO, SKII0 apTepianbHa TinepTeHsisd, 10 BUHKUKIIA Ha
T71i Tepamnii npenapaTtom CangimMmyr Heopan®, He miggaeTsCsa KOHTPOJIIO 3@ OIOMOTOI0 BiIOBiAHOI



aHTUTINEPTEH3UBHOI Teparril.

4K i mpu TpUBaJOMY 3aCTOCYBaHHI iHIIMX iMyHOCYIIPECUBHUX JIiKapChKMUX 3ac00iB, CIiJ BpaxoByBaTH
HiABUIIEHUY PU3UK HiMdonponipepaTuBHUX po3nafiB. Oco0auBo1 00epeKHOCTI BUMarae
3acTocyBaHHs npenapaty CargimyH Heopan® y koM0biHallil 3 METOTpEKCATOM Yepe3 CUHepridHy
He(POTOKCUYHY Hii0.

I[lodamkoei 3anobiscHi 3axo0u npu ncopiasi

[IpunuHeHHs Tepanil npenapatoM CaugiMmyH Heopan® peKoMeHAy€eThCS, SKIIO apTepianbHy
rinepTeHsiio, [0 BUHKKIIA Ha TIIi JiKyBaHHs npenapaToM CanmiMyH Heopan®, He BIa€ThCA
KOHTPOJTIOBATHX 3a JOIIOMOTI00 BiIIOBiIHOI Teparil.

JIikyBaHHS MAIi€HTIB JIITHLOTO BiKYy CJIifl MIPOBOJUTH BUHSTKOBO IIPU HASBHOCTI iHBaIiAn3yw04ux Gopm
1icopia3y Ta 3a YMOBU 0COOJIMBO PETEIHLHOI'0 MOHITOPUHTY (PYHKIII HUPOK.

[ToBimOMIIANIOCS IIPO PO3BUTOK 3JI0SKICHUX HOBOYTBOPEHS (30KpeMa LIKipH) ¥ MallieHTiB 3 IICopia3oM,
SIKi IpUAMay IUKJIOCIOPUH SIK CTaHAAPTHUM iIMyHOCYTIpeCUBHUIM TepaneBTUYHUY 3aci0. HeTumnosi
IJIs1 TICOpiady LIKipHi BOrHUIIA, IMimo3pini Ha 310sKicHi abo mepeapakoBi 3MiHHU, MigIAraoTs 6iomcii mo
IIOYaTKYy JiKyBaHHS npenapatoM CanpimyH Heopan®. ITamieHTH 3i 310KiCHUME 91 IIepepaKOBAMHU
3MiHaMH IIKipH HOBUHHI NpuitMaTy npenapaT CanaiMyH Heopan® TineKu micis BifIOBiGHOTO
JiKyBaHHS IIKiPpHUX BOTHMUIL i SKIIO iHIII BapiaHTH YCIILIHOI Teparii BigCyTHi.

Y mesikuUX MalLi€eHTIB 3 IICOpia30oM, fKi npuiiManu npenapaT CaHOiMyH Heopan®, BUHUKIIH
nimdonporidhepaTuBHI po3naau. BoHN MUHaM Micis MIBUAKOI BiIMiHU IIpenapary.

[TamienTH, sKi npuMaroTh npenapat CaHOiMyH Heopan®, He IOBUHHI OOHOYACHO IPUIAMATH
onpoMiHeHHs ynbTpadioneroBumu npoMmersmu B abo PUVA-doToximioTeparriio.

Llodamkoei 3anobidxcHi 3axo0u npu amoniyHomMy depmamumi

[IpunvHeHHs Tepamnii npenapaTtoM CanpiMmyH Heopan® peKOMEHMYETLCS, SKIO apTepianbHy
rinepTeHsio, 10 BUHKKIIA Ha T JTiKyBaHHS npenapaToM CanniMyH Heopan®, He BoaeThcs
KOHTPOJIIOBATH 3a OOTIOMOTI00 BiIIOBiIHOI Teparrtii.

JlikyBaHHS MAI€HTIB JIITHHOTO BiKy CJIiff IPOBOAUTH BUKJIIOYHO IIPU HASIBHOCTI iHBaMigu3ym0unx GopM
aTOIIIYHOT0 IePMaTUTY Ta 3@ YMOBU 0COOJIMBO PETENILHOTO MOHITOPUHTY (QYHKIII HUPOK.

HobposikicHa miMbameHomaTiss 4acTO acOILil0EThCS i3 3aTOCTPEHHSIMY ITPY aTOIIYHOMY IePMAaTHUTIi i
3aBXKIYM MUHAE CIIOHTAHHO a00 IIPU 3arajbHOMY IIOJIETIIEHHI 3aXBOPIOBAHHS.

JlimpapeHomaris, 10 CIIOCTEPITAETLCS Ha TJIi JTiKyBaHHS LIUKJIOCIIOPHHOM, BUMara€e peryaspHOTo
MOHITOPUHTY.

dxmro mimbapmenonaris 306epiracThCcs, He3BaXKaYX Ha 3MEHIIIEHHST aKTHBHOCTi 3aXBOPIOBAHHS,
HeoOximHO TpoBecTH 6ioICiio IK 3amobiKHUM 3axif A MigTBepOKeHHS BiiCcyTHOCTI niMdpomu.

I[Tepen TMM SIK PO3IOYMHATH JiKyBaHHA npenapatoM CanpiMmyH Heopan®, ciif maTé XBOpoMy
Ofly2KaTH Bifl CHIPUYHMHEHO] BipyCOM IIPOCTOTO repliecy aKTUBHOI iH(EKIl, aje Taka iHpeKLisI He
000B’sI3KOBO BUMarae BifMiHU IpemnaparTy, K0 BUHUKAE Ha TIIi JTiKyBaHHS (OKPIM TSIXKKUX
indexirin).

[ndexkil wkipy, cupuyuneHi Staphylococcus aureus, He CTAHOBJIATL aOCOTIOTHOTO MTPOTUIIOKA3aHHS



no Tepamii mpenapaTom CanpiMyH Heopan®, ajie BUMaraiTh JIiKyBaHHS BiIIOBiIHUMU
aHTuOakTepianbHUMHU 3acobaMu. Cllifi yHUKATH IIepPOpPaIbHOTO0 3aCTOCYBAHHS EPUTPOMILIUHY, 110, SIK
BiOMO, Ma€ 3[aTHICTh MigBUINYBAaTU KOHIEHTPALlif0 IUKIOCIOPHHY Y KPOBi, a y pa3i BiACyTHOCTI
arbTEPHATHBYU PEKOMEHAYETHCS PETEIbHUY MOHITOPUHT PiBHIB IMKJIOCIIOPHHY Y KPOBi, GyHKIIi1
HUPOK Ta MO0iYHUX ePEeKTIiB IIMKIIOCIIOPUHY.

IamienTaM, sIKi mpuiiMaioTh npenapaT CanniMyH Heopan®, Heo6XiqHO PEeKOMEHIyBaTH YHUKATH
HaOMipHOTO BIUIMBY COHSYHOTO NPOMiHHS 6e3 HaJIeXXHOT0 3aXUCTY, He CJIifl OMHOYaCHO IIpUMaTu
onpoMiHeHHS ynbTpadioneroBumu npoMmeHsamu B abo PUVA-doToximioTeparriio.

3acmocysaHHA npenapamy 8 nediampii Npu He No8’A3aHUX 3 MPAHCNAAHMAYIE NOKA3AHHAX

3a BUHATKOM JIiKyBaHHS He(POTUYHOT0 CUHOPOMY, afieKBaTHUU [OCBiJ 3aCTOCYBaHHS IpemnapaTy
CanpgimyH Heopan® Bi[ICYTHIi}; OT0 3aCTOCYBaHHA AiTSIM BiKOM 10 16 pOKiB 3a He IIOB’sI3aHUMU 3
TPaHCIIaHTalli€l0 TOKa3aHHAMY, KpPiM HeQPOTUYHOTO CUHAPOMY, He MoxKe OyTH PeKOMEHOBaHUM.

He 3acTocoByBaTu micns 3aKiHYeHHS TEPMIHY IPUOATHOCTI, 3a3HA4YEHOr'0 Ha yIIaKOBII.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
HocmimkeHHS Ha TBAPUHAX IIPOIEMOHCTPYBAJK PENPONYKTUBHY TOKCUYHICTh y IIyPiB Ta KPOJIiB.

Tocsix 3acTocyBaHHs npenapaTy CaufiMmyH Heopan® BariTHEM XiHKaM oOMexeHuil. Y BariTHUX
JXKIHOK, 5IKi 3aCTOCOBYIOTh iIMyHOCYIIPECAHTH IIiCJII IIepeHeCeHol TpaHCIIaHTallil, Y TOMy YUCJIi
IIUKJIOCTIOPHH, ab0 SIKMM IPU3Ha4YeHO CXeMHU JIiKYBaHHS, 10 CKJIaAy SKUX BXONUTD IIUKIIOCIIOPHH,
iCHy€ MigBUILIEHUY PU3UK IepefdacHuX MoJjoTiB (< 37 TUXKHIB).

Byna mpoBegeHa oOMexkeHa KiNbKiCTh CIIOCTEPeKEHb 3a HiThMM BiKOM [0 7 POKIB, SKi migmaBanucs
BIIJINBY LMKJIOCTIOPUHY in utero. i giTy Manu HOpManbHy QYHKIII0 HUPOK Ta apTepialbHUM TUCK.

[IpoTe 3a y4acTIO BariTHUX KiHOK He IIPOBOAUIIKCS AOCHIAXKEHHS, KOHTPOJIbOBaHI HaJIe’KHUM YHHOM.
CanpiMys Heopan® He 3aCTOCOBYBATH y IIEPiof BariTHOCTI, OKPiM BUIIAMKIB, KOJIK 049iKyBaHa KOPHCTh
01 MaTepi [lepeBullye IOTEHIINHUYN PU3UK A4 Itofa. [1ig yac 3acTocyBaHHS y Iepiof BariTHOCTI
TaKOX CJIifi BpaXOByBaTH HasgBHICTh €TaHONy y JIiKapChKuxX popMax mpenapaty Cargimys Heopan®.

LI¥K/IOCTIOPUH IPOHUKAE Yy IPynHe MO0JI0KO. CIlif BpaxoByBaTU HasIBHICTh €TAHOJIY Y JIIKAPChKUX
¢dopmax npenapary CauniMys Heopan® XiHKaM y mepiof rogyBadHs rpyano. JKiHKy, AKi
3acToCOBYI0Th CaHfiMyH Heopan®, He MOBMHHI rofyBaTy IPYAAI0 Yepe3 iMOBIipHICTh PO3BUTKY
cepiio3HUX HebaKaHUX peaklliid, CIPUUYNHEHWX IIpenapaToM, Y HOBOHAPOAXKEeHUX/HEMOBJIAT, SKi
mepe0yBalOTh Ha TPYIHOMY BUTONOBYBaHHi. CIlig MPpUUHSATY PIllleHHS 1100 BiTMOBH Bifl TOMYBaHHS
T'PYAIIO Y¥ IPUHAOMY JTiKapChKOTo 3aco0y 3ayiexkHO Bifl BaXKJIMBOCTi 3aCTOCYBaHHS OCTaHHBOTO IJIs
Marepi.

Hani mopo BruBy npenapaty CangiMmyHn Heopan® Ha (GepTHIBHICTD TOAUHNA 00MEXKEeHi.

30amuicmb eniueamu Ha weudKicmb peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexXaHizMamu.

Hani mopo BruuBy npenapaty Caraimyn Heopan® Ha 3maTHICTh KepyBaTH TPAHCIOPTHUMHU 3ac06aMu



a0o mpaloBaTy 3 iHIMUMU MeXaHi3MaM¥ BiCyTHi.

Cnoci6 3acmocyeaHHss ma do3u.

HagepeHi giana3oHu 003 AJis IepopaibHOTO 3aCTOCYBaHHS CIIifl PO3TJISHATH JIUIIE K
pekomeHgoBaHi. [Jo60By m03y npemnapaty CaHmimMyH Heopan® 3aBXnau CIIif OiNuTH Ha 2 IPUIOMH 3
PiBHMMH IPOMiKKaMH 9acy MiX IpuiioMaMu. PekoMeHnoBaHo 3acTtocoByBat CarmimMmyn Heopan® 3a
yiTKMM rpadikoM 3 ypaxyBaHHSIM 4Yacy 0oOu Ta pexkuMy XapuyBaHHS. JKIIO MPOIMCAHUN PEXUM
IOo3yBaHHS HEMOXKJIMBO 3a0e3MeYUTH 3a JOIOMOr00 KarcyJs, 30KpeMa AJIs MallieHTiB 3 HU3bKOI0
MacoI0 Tilla, peKOMEeHI0BaHO 3aCTOCOBYBATU OPaJIbHUY PO3YMH.

CanpgimyH Heopan® Moxe npu3HayaTy JIAIIE JIiKap, SKUH Mae [OCBi[ MPOBeeHHs iIMyHOCYIIPEeCUBHOI
Teparrii Ta/abo TpaHCITaHTAallil OpraHis.

ITokasaHHA npu mpaHcnaaHmauii

HeoObxigHuii perynIsipHUil MOHITOPUHT PiBHIB IIUKJIOCIIOPUHY B KPOBi 3@ JOTIOMOT'0I0 PafgioiMyHHOTO
aHaJi3y i3 3aCTOCyBaHHSM MOHOKJIOHA/IbHUX aHTUTiI. OTpUMaHi pe3ynbTaTi € MifCTaBoI0 AJIs
BHM3HAYEHHS 003U, He0OXiAHOI A1l HOCATHEHHS LiIbOBUX KOHIIEHTPALil.

TpaHcnaaHmauisa coai0HUX Op2daHis

[ToyaTtkoBa mo3a cTaHOBUTH 10-15 MI/Kr Macu Tina, Ky PO3NOIIIAIOTh Ha 2 IPUUOMHU i 3aCTOCOBYIOTh
MakCcUMyM 3a 12 roguH [0 TpaHcmnaHTalli. [IpoTarom 1-2 THXKHIB micns omepaliil nmpenapaT
3aCTOCOBYIOTH ILIOAEHHO y TaKil caMiil 1031, MiCJIs 40ro J03y MOCTYIIOBO 3HUXKYIOTH IIifi KOHTPOJIEM
KOHIIEHTPallil IUKJIOCIIOPUHY Y KPOBi 3TifHO 3 MiCLIeBUM IIPOTOKOJIOM IIPOBEIeHHS iMyHOCYTIPECUBHOI
Teparii 10 JOCATHEeHHS MiATPUMYI040i 03U 2-6 MI/Kr/moby (3a 2 mpuiioMu).

CanpgimyH Heopan® MoXHa 3aCTOCOBYBaTH y KOMGIHAIll 3 iHIIAME
iMyHOCYIIpECaHTaMM/KOPTUKOCTEPOilaMy, a TaKOXK y CKjaAi KoMOiHOBaHOI TPUKOMIIOHEHTHOI ab0
YOTUPHUKOMIIOHEHTHOI Tepalil. Ha mo4yaTky jiKyBaHHS MOXKHa 3aCTOCOBYBATH HUXKYi 703U
(HampuKIaf epopanbHy 103y 3-6 MI/Kr Ha f00y, po3IOofineHy Ha 2 IPUHOMHU).

TpaHcnaaHmauia Kicmkogoz2o Mo3ky/ npogirakmuka ma AiKy8aAHHA peakuii «mpaHcnaaHmam
npomu xas3siHa»

Ha mouatky Teparii peKoMeH0BaHY /103y 3aCTOCOBYBaTH 3a 1 mo0y mepeq TpaHCIJIaHTalli€lo.

[Ipenapaty CaHfiMyH, KOHIIEHTPATY AJIS IPUTOTYBaHHS PO3YUHY AJIS iHQY3iii, 3a3BUYal BiAa€ThCs
IepeBara Ha II04YaTKy Teparil. PeKoMeHoOBaHa [03a A1 BHYTPIIIHBOBEHHOTO BBEJIEHHS CTaHOBUTD
3-5 Mr/KkT Ha mo0y. [H}y3iline BBeJeHHS y JaHil [03i TPOAOBXKYyBaTH IPOTSATOM PAHHLOTO
IIOCTTPaHCIIJIaHTALliMHOT 0 TTePioAy TPUBAIICTIO 10 2 TUXKHIB, IiCJIg YOT0 EPEXOAUTH Ha IepopaibHy
mifTpEMyI0dy Tepamiio npenapaTtoM CanpaiMyn Heopan® y mo6oBii 7o3i mpu6ausso 12,5 MI/KT,
PO3MOIiNIeHIN Ha 2 IPUUOMU.

[ligTpuMyrO4y [03y CIIifi 32CTOCOBYBATU IIPOTATOM 3-6 (IIepeBakHO 6) MicsuiB. [103y IOCTYIIOBO
3MEHILYIOTh [0 HyJIbOBOI IPOTArOM POKY IIiC/is TpaHCIUTaHTamil. Axmo npenapar CanmiMys Heopan®
3aCTOCOBYIOTh Ha IIOYATKY Tepallil, peKoMeHI0BaHa 003a CTaHOBUTh 12,5-15 Mr/kr Ha moby 3a 2
[IPUKMOMH, PO3MOYNHAIYY 3 THA IIepeld TPaHCIIaHTalIli€n.



[Tpu HasIBHOCTi 3aXBOPIOBaHb LITYHKOBO-KUIITKOBOT'O TPAKTY, IO MIPU3BOMSTh M0 3HUKEHHS
BCMOKTYBaHHS, MOXKYTb 3HaMOOHUTHUCS BUILI HO3U KAICYJ YU KOHIEHTPATY I/ BHYTPIITHBOBEHHOI
ingyaii (CaHpmiMyH).

V fesKux MarieHTiB micas BigMinu npenapaty CanmiMmyH Heopan® MoXe BUHHKHYTH PeakIlis
«TpaHCIJIAHTaT npoTu xa3giHa» (PTIIX), mo 3a3Br4Yall MUHAE MiC/Is IOHOBIEHHS Tepamil. Y TakKux
BUTIA[IKaX CJIi] IpU3HayaTy I0YaTKOBY IepopabHy HaBaHTaxXyBanbHy 003y 10-12,5 mMr/Kr 3
HACTYIIHUM IIPOBEJIeHHSM IIepOpabHOl MigTPUMYy0Uol Teparil y no3i, edekTuBHil mig 4ac
TIOTIEPETHBOTO JIiKyBaHHA. [IJ1s1 JTiKyBaHHS LIOTO CTaHY IIPX MOT0 XpOHiYHOMY 1epeliry y cinabko
BUpaKeHii Gpopmi cif 3acTocoBysaTu CanpiMyH Heopan® y HU3BKHX [03aX.

IIoKkasaHHA, He no8’AA3aHI 3 MPAHCNAAHMAUIED

IIpu 3acTocyBaHHi npenapary CaagiMys Heopan® 3a Oyob-IKMMH 3aTBEPAKEHIMH [I0Ka3aHHIMHY, He
IIOB’I3aHMMU 3 TPAHCIJIAaHTALi€l0, CIIil JOTPUMYBaTUCS HUK4Ye3a3HaueHUX 3arajabHUX IIPaBul.

IIo mo4YaTKYy JiKyBaHHS CIIiJ] BCTAHOBUTH 00’ €KTUBHUM [TOYATKOBUM PiBeHb PYHKINI HUPOK 3a
pe3ynbTaTaMu xo4a 6 JBOX BUMipIioBaHb. Po3paxyHKOBa MIBUAKICTh KIy0ouKoBoi ¢dinbrpatii (pIIK®),
BHM3HadeHa 3a ¢popmynoo MDRD, Moxe OyTu BUKOpHCTaHA IS OL[iHKYM (YHKIIil HUPOK y JOPOCIHX.
s ouinku plIK® y miTeii ciig 3aCTOCOBYBaTH BiAOBigHY GopMyny. 3 orngaay Ha Te, mo CaHOIiMYyH
Heopan® Moxe mopymyBaTd GYHKIII0 HIPOK, He0OXiIHO YaCTO IPOBOMUTH i OLiHKY. Ko pIIIK®
3HUKYETHCS OLNbIN HiXK Ha 25 % MOPIBHSIHO 3 TOYATKOBUM PiBHEM IIPH OiNTbII HiXK OTHOMY
BUMIpIOBaHHI, 03y npenapaty CaHgiMyH Heopan® ciif 3MeHIWTH Ha

25-50 %. Axwo 3uxKeHHd pIIK® nopiBHIHO 3 MOYaTKOBUM pPiBHEM nepeBuinye 35 %, Ciif
PO3TJISHYTH TOfabllle 3MeHIIeHHS 103U npenapaty CaHmiMyH Heopan®. LIi pekoMenpatiii €
aKTyaJIbHUMU, HaBiTh SIKIIO OTPUMaHi 3Ha4eHHS OTPAIJISIOTh Y Aialla30H HOpMaIbHUX
nmabopaTopHUX 3HAYEHb. fAKINO 3MEHIIIeHHS N03U He MPU3BOAUTE N0 BimHOBNeHHS pLIK® npoTtsirom 1
MiCsILIsI, CITifl IPUIMHKTH Teparmiio npenapartoM CaugiMyn Heopan®.

Heo6xigHUM € MOCTiMHNUI MOHITOPUHT apTepialbHOTO TUCKY .

Ilo modaTKy Teparil ciifi BuU3HaYaTH KOHI[eHTpallito OinipyOiHy Ta iHII mapamMeTpH OLMiHKYA QyHKIIII
nedinku. [IpoTAroM niKyBaHHS PEKOMEHIYETHCS IPOBOAUTH PETEIbHUY MOHITOPUHT LIUX ITOKA3HUKIB.

KonnenTpatiio JimifiB cupoBaTKM KPOBi, Kaiio, MarHilo Ta Ce40BOi KMCIOTH PEKOMEHIYEThHCS
BM3HAYaTH [0 [I0YaTKy Tepallil Ta IepiofguyHO Iif Yac JTiKyBaHHS.

[TepiomruHMUI MOHITOPUHT KOHI[EHTPAIlil IUKJIOCTIOPUHY ¥ KPOBi MOXKe OyTH [OLIIbHUM IIPH
3aCTOCYBaHHI 3a ITOKa3aHHIMHU, He IIOB’sI3aHUMHU 3 TPaHCIIaHTalli€l0, HAallpUKIIaz y pa3i, Konu
npenapat CanpiMyH Heopan® npu3HayaTh CyMiCHO 3 JIIKAPCHKUMH 3aC00aMH, 1[0 MOXKYTh
BIIJIUBATH Ha (papMaKOKiHETUKY IIMKIIOCIIOPHHY, ab0 y BUIIafiKaX HE3BUYHOI KITiHiYHOI BigmoBifmi
(HampuKaf, HemocTaTHs eheKTUBHICTL YU MifBHUINEHA YyTIUBICTE [0 JTiKapchKoro 3acoly, BUpaXxkeHa
y TOpyLIeHH] QyHKIII HUPOK).

HopwmanpauM mnsgxoMm BBeeHHS IIpenapaTy € nepopaibHuil. [Ipyu 3acToCyBaHHI KOHIIEHTPATY OIS
po3unHy s iHdy3il cif mpoBecTu peTeNbHi PO3PaxXyHKHU OIS Mig0opy afieKBaTHOI 03U AJIS
BHYTPIIIHEOBEHHOTO BBeIEHHS, 1110 BifimoBigasna 0 mepopaibHiii. PeKOMEHIyEThCSA KOHCYIbTAIliA 3
JIikapeM, SKUU Ma€ JOCBi 3aCTOCYBaHHS LIUKJIOCIIOPUHY.

3aranpHa J000Ba H03a HE MOBHHHA IIEPEBUINYBATH 5 MI/KT, 3a BUHSITKOM 3aCTOCYBAHHS MAIli€eHTaM 3
E@HIOTeHHUM yBEiTOM, III0 CTAHOBUTD 3arpo3y IS 30PY, Ta HiTAM 3 HEQPOTUYHUM CUHIPOMOM.



[nst mpoBemeHHs MigTPUMYIOUO0l TepaIllil C/Tif 3aCTOCOBYBaTH iHAUBIAyaTbHO BU3HAUYEHY HAUHUKYIY
e(eKTHBHY Ta IEPEHOCUMY [I03Y.

Tepamito npenapaTom CanpiMyH Heopan® ciiif NIPUIMHATY Nal[i€HTaM, y SKUX IPOTATOM
BCTQHOBJIEHOTO IIPOMIXKKY 4acy (OJi OTPpUMaHHS JeTalbHol iHpopMalil AuB. HUXKYE) He JOCATAEThCS
ajeKBaTHa BiTOBiAb Ha JTiKyBaHHS a00 eeKTUBHA [103a He BifTIOBia€ BCTaHOBIIEHUM
PEeKOMeHOaIisiM 6e3meKH.

EnOo2eHHUl yBeim

[ns cipusiHHSA peMicii peKoMeHJ0BaHO0 IT0YaTKOBOIO 103010 € 5 MI/KT Ha 00y ImepopasbHoO 3a 2
IIPUUOMHU [I0 PEMICil aKTUBHOTO YBeaJIbHOT'O 3allajleHHs Ta MMOKpallleHHS TOCTPOTHU 30py. Y
pedpakTepHUX BUMTagKaX NO3y MOXKHA Ha HETPHBaIUM nepion 30iNbIIUTH 00 7 MT/KT Ha H00y.

II71st mOCSATHEHHS IIOYaTKOBOI PeMicii abo mpoTHii 3aroCTPEHHIO 3amajieHHs 0Ka, KOJIM HeMOXKIUBUH
MOCTaTHi# KOHTPOJb CUTYyallil MOHOTeparie npenapartoM CarmiMyH Heopan®, MOXIuBe CyMicHe
3aCTOCYBaHHS 3 CHCTEMHHMM KOPTUKOCTEPOIIOM, HAIIpPUKJIIaf 3 pefHi3oHoM y mo3i 0,2-0,6 Mr/kr abo
€KBiBaJIeHTHUM JIiKapChbKUM 3aco0oM. Ilicnig 3 micsiB NiKyBaHHS 103y KOPTUKOCTEPOINY MOXKHA
3MEHIIUTH J0 HaMeHIIO0l e(peKTUBHOI I03H.

Heo06xigHo BimMiHUTH npuiioM npenapaty CaHmiMyH Heopan®, SIKIIO TIICJIS TPHOX MICAL(B JIIKyBaHHS
He CIIOCTePIraeThCs MOKPAIleHHS.

Y xomi migTpuMyI04oi Teparii o3y CIif MOBiIbHO 3MeHIIIyBaTH 0 JOCATHEHHS HalMeHIIIOl
eekTUBHOI [03H, SIKa B IePiof peMicii He TOBUHHA ITePEBUIIYBaTH 5 MT/KT Ha fo00y.

[Tepeqn 3acTOCyBaHHSIM iMyHOCYIIPECUBHUX JIiIKapPChKUX 3aC00iB CIIifl BUKTIOYUTH iHDEKUIiINHY TPUIUHY
yBeITY.

Ho6oBy m03y HE0OxXimHO 3MeHIIUTH Ha 25-50 %, SKI0 KOHIIEHTpAallis KpeaTUHiHY B IIJIa3Mi KpoBi
IIepPeBUINYE BUXIMHUY piBeHb Oinbine Hixk Ha 30 % y Oinble HiXK OMHOMY BUMipIOBaHHi, HaBiTh SKIIO
119 KOHLIEHTPaLlisl 3HaXOAUTHCS B MeKaX HOPMHU.

HedpomuyHuii cuHOpOM

Ilnnst cipustHHS peMmicii pekoMeHOoBaHa N000Ba J03a CTAHOBUTHL 5 MT/KT [IJIST JOPOCIIMX i 6 MT/KT [JIst
[iTel, po3MofiieHa Ha 2 MPUMOMH, 3a YMOBH SIKIIO0, 3a BUHATKOM IIPOTEIHYpii, HUPKOBa QYHKIIIT €
HOPMaJIbHOMW. [IJ1g Malli€HTiB i3 MOpyIIeHHSAM (YHKIII HUPOK IMOYaTKOBA [03a MpelapaTy He IOBUHHA
IIepeBUINyBaTH 2,5 MI/KT/mo0y BHYTPILITHEO.

IIpu He3amOBiMBHIN MOHOTepamii npenapaTom CangiMmyH Heopan®, 0COGNIHBO y CTEPOIAPE3UCTEHTHHIX
TalieHTiB, MoXe OyTH KOPUCHOK KoMOiHamis npenapaTy CanmiMmyn Heopan® Ta HU3bKHX 103
IIepopaIbHUAX KOPTUKOCTEPOIIB.

Yac [o nokpalieHHsI CTAHOBUTE Biff 3 00 6 MiCAIIiB, 3a/IeKHO Bifl TUIIYy TJIOMepyJIonaTil. AKio
IIPOTATOM L[LOTO NIEPiofy MOKpPaIleHHs He CIOoCTepiraeThes, Tepariio npenapaToM CargiMys Heopan®
CITii IPUIINHUTH.

Io3u ciip migbupaTy iHOUBiAyanbHO, 3BaXKalouu Ha e(peKTUBHICTD (ITPOTeiHypis) Ta 6e3meKy, BOHU He
TIOBUHHI IIepeBUINyBaTH 5 MI/KT Ha 0o0y Ol JOPOCIUX Ta 6 MI/KT Ha Ho0y OIS miTew.

[51s migTpUMy04dol Teparil Jo3H CIIif TOCTYIIOBO iHAMBIAYaIbHO 3MEHIIUTH A0 HAaWHUKYOTO
e(eKTUBHOTO PiBHS.



PesMamoioHull apmpum

[TpoTsiroM mepmux 6 TUXKHIB JIiKyBaHHS PeKOMeHI0BaHa 103a CTAHOBUTh 3 MI/KT Ha 00y
BHYTPILIHBO, SIKY PO3MOAiNAIOTh Ha 2 IPUMOMHU. Y pa3i HeJOCTaTHHOT0 epeKTy J0O0BY AO3y MOXKHA
TIOCTYTIOBO 30iNBIINTH, SKIO NO3BOJISIE IEPEHOCUMICTH, ajie He TIePEBUITYI0OUM 5 MI/KT Ha 0o0y. s
MOCSATHEeHHs MaKCHMaJbHOI e(eKTUBHOCTI JIiKyBaHHs npenapaToM CanniMyHd Heopan® MoxHa
IIPOOOBXKYyBaTH 00 12 TUXKHIB.

g nigTpuMyr04ol1 Teparmil 403y CIif TUTPYBaTX iHOUBIAyalbHO OO OOCATHEHHS HAUHUXKYO1
e(eKTUBHOI 103U 3a/JIeKHO Bifl IePEHOCUMOCTI.

CanpiMys Heopan® MoXHa IpU3HA4aTH y HOEOHAHHI 3 HU3BKMMHU [03aMH KOPTHKOCTEPOIMiB Ta/a6o
HECTepPOigHUMHY IIpOoTU3ananbHuMU npenapatamu (HII3II).

CanpimMys Heopan® TakoX MOXHa 3aCTOCOBYBATH y KOMOIHAI[I 3 HU3BKMMHU [03aMH METOTPEKCATy
IOTHXHSA y Pa3i HeeeKTUBHOCTI MOHOTepaIil ocTaHHiM. Y TakoMy Bunagnky Canmimyn Heopan®
IIPU3HAYAIOTh Y MOYATKOBIM [03i 2,5 MI/Kr/mo0y, Ky PO3MOMiNSIIOTs Ha 2 MPUUOMHU, 3 MOXKIIUBICTIO
30iNbINIEHHS NO3W Y MeXKaX TepeHOCUMOCTi.

IIcopias

JlikyBanHs npenaparoM CanmiMmyH Heopa® IOBMHEH PO3IMOYMHATH JIKap 3 HOCBIIOM HiarHOCTHKM Ta
JiKyBaHHS 1copia3y. 3 ornsiay Ha BapiaGeNbHICTh IbOTO 3aXBOPIOBAHHS JTiKyBaHHS Ma€ OyTH
inguBigyanmizoBaHuM. [115 iHAYKIIil peMicil peKOMeHI0BaHa I1I09aTKOBa 03a CTaHOBUTH

2,5 Mr/kr/mo6y, po3mofiiieHa Ha 2 IPUUOMY; IKIII0 Yepe3 1 MicsIb TiKyBaHHS He CIIOCTEPIraeThCs
IIOKpaIleHHs, f03y [IOCTYII0BO 30UIBLIYIOTE MAKCUMyM 10 5 MI/KT/0o0y. JIikyBaHHS HEOOXigHO
BiIMiHUTH, SKII0 IPOTSATOM OTHOT'0 MiCSIIS IIOEHHOT0 MPUHOMY 5 MI/KT Ha 0o0y He HOCATHYTO
IOoCTaTHBOI BinmoBidi abo K10 edeKTUBHA N03a HeCYMicHa 31 BCTAaHOBJIEHUMU PeKOMEHAAIlisIMU 3
Oe3neku.

[ns maltieHTiB, cTaH SKUX MoTpedye 0COOIMBO MBUAKOTO MOJIIMIIEHHS, T0YaTKOBA 403a

5 Mr/Kr/no0y € BUIpaBOaHoo. [CHye MOXKIIMBICTE BifMiHK JTiKyBaHHS npenapaToM CangiMys Heopan®
icyIs MOCATHEHHS 3a[0Bi/IbHOI BiATIOBifi i 10T0 TTOHOBIEHHS i3 3aCTOCYBaHHSM ITOIEPEeNHbO1
edekTuBHOI 703 npenapaty CanpiMys Heopan® y pasi HacTaHHS penuauBy. JIesSKuM MalieHTaM
Moxke OyTH HeoOXigHOIO MOCTiliHA MiATPpHMYIo4a Teparis.

s niompumyrovoi mepanii o3y noTpibHO migbupaTy iHAUBIAyaIbHO, Ha MiHIMaIbHOMY
e(heKTUBHOMY DiBHi, i BOHa He IIOBHHHA IIepPeBUINyBaTU 5 MI/KI/Ho0y.

3acrocysanHs npenapaTy CasgiMmyn Heopan® HeoOXifHO HOCTYIIOBO IPUIKAHUTH, SKIIO IEPiof
peMicii 30epiraeTscs Oinbie 6 MicsiiB. OfHaK pU3UK PELUOUBY IIiC/ISA BiGMiHU IIpemnapary € AyxKe

BHCOKHUM.

AmoniyHul depmamum

JlikyBaHHs npenapatoM CangiMmyH Heopan® HoBHHEH PO3MOYKMHATH JKap 3 JOCBIAOM HiarHOCTHKHM Ta
JiKyBaHHS aTOIIYHOTO IepMaTHUTY. 3 OTJISAY Ha BapiaOeNbHiCTh IbOTO 3aXBOPIOBAHHS JIIKyBaHHS Mae

OyTu iHguBimyanbHO mimiOparuM. [ MOPOCIUX Ta MigIiTKiB BikoM Bif 16 pokiB peKOMeHI0BaHa J03a
CTAHOBUTH 2,5-5 MI/KTr/mo6y, sIKy PO3MOOINSAIOTE Ha 2 IPUAOMH.

Ao yepe3 2 TUXKHI peakllis Ha JTiKyBaHHS IIPU IIOYATKOBI 031 2,5 MI/Kr/moby He € 3aI0BiIHHOIO,
1o60By M0O3y MOXKHA IIBUAKO 30iMBIINTY 10 MAaKCUMaJIbHOI 1031 5 MI/KT. V OyKe TSIXKKUX BUMAgKaX
IIBUAKOTO Ta afeKBaTHOI'0 KOHTPOJIK 3aXBOPIOBAHHSA MOXKHA NOCATTH, 3aCTOCOBYIOUU II0YATKOBY



no3y 5 Mr/Kr/mo0y.

JlikyBaHHSI HEOOXigHO MPUNUHUTH, SKIIO y MAI[iEHTIB 3 aTOMIYHUM IePMaTHTOM He CIIOCTEePIiraEThCsS
MOCTAaTHE MOKPAIEHHS IIiCTIs OHOT0 MiCSILs 3aCTOCyBaHHs Ipenapary CangimyH Heopan® y mosi 5
Mr/KT/mo0y.

HasiBHi Ha crOTOAHI AaHi IOA0 3aCTOCYyBaHHS npenapaTy CaHOiMyH HeopaH® U1 OBTOTPUBAJIOTO
JIIKyBaHHS aTOMIYHOTO IepMaTUTy 00MeXKeHi, TOMy peKOMeH0BaHa TPUBAJIICTh iHAMBIAyaTbHUX
ITUKITIiB JTIKyBaHHS - He OinbIie 8 THKHIB.

ITepesedeHHs nauieHmis 3 nputiomy npenapamy CaHOiMyH Ha npuliom npenapamy CaHOiMyH
Heopan®

TocTynHi faHi MiTBEepAXKYIOTh, IO micyd nepeBenenHs 3 CanniMyny Ha Cargimyn Heopan®y
criBBigHOMmIEHH] 1:1 gocsArar0ThCS MOPIBHAHHI MiHiMaIbHiI KOHIIEHTpAallil HIXKIOCIOPUHY V IiIbHIN
KpOBi. Y 6araThox mallieHTiB MOXYTh CIIOCTEPIraTUCS BUL MaKCUMabHi (iKoBi) KonnenTpatil (C,,.,)
Ta MigBUIIEHHS eKcno3ulil npenapaty (AUC). YV HeBeNIMKOT0 BifiCOTKa MAI[iEHTIB IIi 3MiHU MOXKYTh
OyTu GinbIn BUpakeHWMHU i HabyBaTu KJIiHIYHOTO 3HaUYeHHS. KpiM 11b0r0, BCMOKTYBaHHS
IMKJIOCIOPHUHY 3 npenapaty CanpimyH Heopan® Mae MeHIIy BapiaGenbHiCTh, a KOPenslisa Mix
HaWHMKYUMU KOHIIEHTPALiIMU IUKJIOCIIOPUHY Ta 0T0 €KCIO3uli€lo (BupaxeHoio K AUC)
CUJIBbHIIIA, HiXK IIpU 3acTOCyBaHHI CaHAiMyHY.

3 ornagy Ha Te, o nepexin 3 CanpiMmyHy Ha CaHpgiMyH Heopan® Moxe IpU3BeCTH [0 HigBUIEHHS
€KCIIO3MUIIi1l IIUKJIOCTIOPUHY, CIIil JOTPUMYyBATHUCS HAXKYe3a3HauUeHUX ITPaBul.

V manieHTiB micas TpaHCIUIaHTallil TiKyBaHHS npemnapaTtoM CaupiMyn Heopan® ¢ po3noduHaTy y
Takil camilt mo6OBiit 703i, SK i Ipu monepegHLOMY 3acTocoByBaHHI CaHmiMyHYy. [ToyaTKoBUM
MOHITOPUHT HaUHUXKYNUX KOHLIEHTPALill IIUKJIOCIIOPUHY Y KPOBI CJIif 3OiMCHIOBATH Yepe3

4-7 ni6 micns mepexony Ha CaHOiMyH Heopan®. KpiM 0p0r0, IpoTAroM mepIux 2 MIiCAIMIB MiCsa
IIepexofy CJIif IPOBOAUTH MOHITOPMHT KITiHIYHUX ITapaMeTpiB 0e3MeKH, Takux K QyHKIIS HUPOK Ta
apTepianbHUM THUCK. AKIO HAMHMKYI KOHIIEHTPAllil IMKIOCIIOPUHY Yy KPOBi BUXOMATH 3a Jiana30H
TEpaneBTUYHUX 3HaYEHb Ta/ab0 Big3HaYa€eThCs MOTIPIIEHHS KITiIHIYHUX ITapaMeTpiB 6e3meKH, CIIif
BIaBaTHUCS [0 BIATIOBIZHOIO KOPUT'YBaHHS JO3U.

V pasi niKyBaHHS 3a IIOKa3aHHAMH, He OB’ I3aHUMHU 3 TpaHCIIaHTaLiew, CanniMyd Heopan® ciin
pU3HAYaTH y Takid camiit mo6oBil m03i, gk i Cangimys. Yepes 2, 4 Ta 8 TUXKHIB Mic/s Iepexony Ciif
IIPOBOJUTY MOHITOPUHT (PYHKIIil HUPOK Ta BUMipIOBaHHS apTepialbHOT0 TUCKY. fAKIIO pe3ynbTaT
OinbIlie OMHOTO BUMipIOBaHHS apTepialbHOT0 TUCKY 3HAYHO IIEPEeBUIIYE PiBEHb [0 Iepexony abo
pIIK® 3uHMKYeThCS OinblI HiXK Ha 25 % NOPiBHAHO 3i 3HAUYEHHSAM, BUMIPSAHUM /10 ITOYATKY Tepartil
CaHpiMyHOM, 003y CIIifl 3MEHIIXWTH. Y pa3i BUHUKHEHHS HellepenbadyBaHUX TOKCUYHUX e(PEKTiB 4u
Hee(eKTUBHOCTI IUKIOCIIOPUHY CIIi[ TaK0XK IIPOBOOUTH MOHITOPUHT HAaWHUKYNX KOHIIEHTPAIiN
IIUKJIOCIIOPUHY Y KPOBI.

ITepexio 3 00Hi€l AiIKAPCbKOI (hopMU UUKAOCNOPUHY 018 NPULlOMY BHYMPIWHbLO HA IHWY
[Tepexin 3 opHi€l MiKapchKol GopMU IUKIOCIIOPUHY OJIs IPUMOMY BHYTPIIITHBO Ha iHIITY CITif
3pificHIOBaTH 3 00EPEKHICTIO Ta Mif HATrIsAoM creniasmicta. BBemeHHs HOBOI niKapchkoi hopmu

IIOBUHHO CYIIPOBOIXKYBaTUCS MOHITOPUHIOM PiBHIB LIMKJIOCIIOPHHY Y KPOBI [JId MaLli€HTIB MiCs
TPaHCIIaHTallil.

3acmocysaHHA



M’gKi xKeaTUHOBI KalCyJIX CJIifi KOBTATH LiJIMU, HE PO3KOBYI0YH. Y pa3i HeoOXigHOCTi
IIpU3HaYeHHS [UKJIOCIIOPUHY YV 0031 MeHIe 10 Mr ciif 3acTOCOBYBaTH IIpemnapaT y BiATIOBiZHOMY
mo3yBaHHi ab0 JTiKapchKin hopmi.

Oco06nuBi momynsiii

ITauieHmu 3 nopyweHHAM PYHKUII HUPOK

Bci nokazaHHA

LIMKIOCTIOPHH MaliKe He BUBOOUTHCS HUPKaMU, papMaKOKiHEeTHKa JaHOT0 JIiKapChKoro 3acoby He
3aJIeKUTh 3HAYHUM YMHOM Biff mopyueHHs GyHKLii HUpoK. OmHaK yepe3 HePOTOKCUYHUN
TIOTEHIliaJl PEKOMEHYEThCSI TPOBOJUTH PETEIbHUN MOHITOPUHT (GYHKIII HUPOK.

IIoKasaHHA, He no8’sA3aHi i3 mpaHcnaaHmauyiero

[TauieHTaM i3 mopymeHHAM QYHKIIl HUPOK He CIIif Mpu3HadaTH LUHAKJIOCIOPHH. BUK/IIOUeHHS
CTaHOBJIATH 0CO0H, SIKi IPOXOOATH JIIKyBaHHS HePPOTUYHOTrO CUHApPOMY. [lalieHTaM i3 HepOTUYHUM
CHHIOPOMOM Ta MOPYILIeHHSIM (PYHKII1 HUPOK II0YaTKOBa [03a He IIOBUHHA [IePEBUIIYBaTH 2,5 MI/KT Ha
no0y.

ITauieHmu 3 nopyweHHAM PYHKUII neviHKu

LIMKIOCIOPHH iHTEHCUBHO MeTab0i3yeThCs Y MediHIli. Y nauieHTiB i3 nopymeHHaM QyHKIN] NeYiHKy
MOKJIMBe TPUONU3HO BO- a0 Tprpa30Be 3POCTaHHS €KCIO3HUIIil IIUKIIOCIIOPUHY. Y pa3i TAXKKOTOo
nopyLIeHHs QYHKLii NeYiHKY A7 MigTPpUMaHHs KOHIEHTpallii 1ikapchbkoro 3aco0y Y KpoBi y
PEKOMEHI0BaHOMY LIiJTbOBOMY [iialla30Hi MOXKe BUHUKHYTH IoTpeda y 3MeHIIeHHi 1031. Y TaKOoMy
BUIIQ[IKy PEKOMEHIYETLCS 3[iMCHIOBATA MOHITOPUHT KOHIIEHTpAallil IXKIOCIIOPUHY V KPOBi 0
IOCATHEHHS CTal0ilIbHUX 3HaUEHb.

[TaiieHTaM 3 TSIKKUM IIOPYIIeHHIM QYHKIIIN TeYiHKy HeoOXigHUY perynsipHUM MOHITOPUHT
[I0Ka3HUKIB KpeaTUHIHY B IJIa3Mi KPOBI i, AKIO MOXKJIUBO, PiBHIB IIUKJIOCIIOPUHY 3 KOPEKLIEI 03 Y
pasi noTpebu.

IHauieHmu snimHb0o20 BIKY

Iocsin 3acTocyBanHs mpenapaTy CaugimyH Heopan® mamieHTaM JTiTHBOTO BiKy 0OMeXeHHUI.

[Ipu poBemeHHi KITiHIYHUX JOCTiAKeHb 00 3aCTOCYBaHHS LKUKIIOCIIOPUHY IIPKA PEBMAaTOIIHOMY
apTPUTI MallieHTH, BiK SKUX CTAHOBUB Bifl 65 POKiB, micnsg 3-4 MicsIiB Teparii O0ynu Ginbil CXUIbHI 0O
PO3BUTKY CHUCTOJIIYHOI rinepTeH3il Ta MoKa3asiy MigBUIIEeHHS PiBHS KpeaTUHiHY Y CUPOBATIi KPOBi,
1110 IepeBUINye 3HaUeHHs 6a30B01 BenuuuHu Ha 50 % abo Oinbiie.

3arasoMm, Bubip m0O3U AJIS MAIliEHTIB TITHLOTO BiKy IOTPiOHO MPOBOAUTH 3 00epexkHiCTIO, Oepydu [0
yBaru OiJIbIIl BUCOKY YaCTOTY 3HUXKEHHS QYHKIII Me4iHKY, HUPOK abo ceplis, HasBHICTh CYIyTHHOTO
3aXBOPIOBaHHS ab0 CYyNMyTHLOI Teparii, 110 MigBUIIYIOTh YyTIUBICTh N0 PO3BUTKY iH(eKui. JIikyBaHHS
3a3BUYail CJIiJl pO3MOYMHATH i3 3aCTOCYBaHHSA [03H, 1[0 3HaXOAUTHCI Ha HUXKHIU MeXi giana3oHy [03.

Himu.



[TpoBeneHi KniHiuHI JOCTIAXKEHHS 3 y4acTIO AiTel BiKOM Bif 1 poky. Y KinbKOX JOCTiIXKEHHIX
TALiEHTH MegiaTPUYHOI oMy sLii moTpeOyBanu Mpu3HauYeHHs Ta foOpe IepeHOCUIH BUII HO3U
LMKJIOCTIOPUHY Ha OOUHHUII0 MaCH Tijla, HiX Ti, 10 3aCTOCOBYBAJIA JOPOCIIUM.

3a BUHATKOM JIiKyBaHHSA HE(DPOTUYHOTO CHHOPOMY, afleKBaTHUM JOCBI[ 3aCTOCYBaHHS IIpenapary
CanpgimyH Heopan® BigcyTHii; #0ro 3aCToCyBaHHS [iTAM BiKOM 10 16 POKIB 3a He MOB’SI3aHUMH 3
TPaHCIIaHTalli€l0 TOKAa3aHHSIMHY, KPiM He)pOTUYHOTO CHHAPOMY, He MOXKe OyTH PeKOMEHIOBAHUM.

Ilepedo3yeanHsi.

LD, DMKJIOCIIOPUHY IIPDX 3aCTOCYBaHHI BHYTPIIIHBO CTAHOBUTH 2,329 Mr/kr y mMuiuel, 1,48 mr/kry
mypiB Ta > 1000 Mr/kr y KposiB. LD, IMKJIOCTIOPUHY IIPU BHYTPIIIHLOBEHHOMY 3aCTOCYBaHHI
cTaHOBUTH 148 Mr/kr y muteit, 104 Mr/kr y mypiB Ta 46 MI/KT Y KPOJIiB.

Cumnmomu

IaHi 11010 TOCTPOTO Iepeno3yBaHHs IIUKIIOCIIOPUHY 00MexkeHi. [lepopanbauii mpuiiom 703 1o 10 T
(mpubnu3no 150 Mr/Kr) TPHU3BOOUB 10 BiTHOCHO HE3HAYHUX KIIIHIYHUX HACHIAKIB, TAKUX SIK
01110BaHHS, COHIUBICTh, TOJIOBHUM 0ilb, TaXiKapfisi, Ta Yy OesKUX MAIi€HTIB - IO BiTHOCHO 3HAYHUX
000pOTHUX MTOPYIIeHb GYHKIII HUPOK. [IpoTe BUMTafKOBE MTapeHTepaabHe epeqo3yBaHHs Ipernapary
y HEJOHOIIIEHUX HEMOBJIST MPU3BOAMIIO OO TSKKOI iIHTOKCHKALIl.

JlixysaHHA

B ycix Bunagkax nepeno3yBaHHs CIIifi IPOBECTH CUMIITOMATU4YHe JIiIKyBaHHS Ta 3arajbHi
nifTpuMytodi 3aXou. V mepii roquHu micis mepefo3yBaHHsS MoXe 0YTH KOPUCHUM BUKJIUKATH
O/t0BaHHS Ta IIPOBECTH IPOMUBAHHS IITyHKA. [IpenapaT NpakTHYHO He BUBOOUTHLCS IIPU TeMofiamisi
i HegoCcTaTHBO BUBOIUTHCS NIPU reMorepdyail i3 3acTocyBaHHSIM aKTHUBOBAHOTO BYTi/IS.

ITo6iuni peakuii.
Pestome npoginto 6esnexku

IIo ocHOBHUX HeOaXKaHUX peaklliif, Bil3HaYeHUX y XO/i KJTiHIYHUX HOCTiIXKEeHb Ta 0B’ I3aHUX i3
3aCTOCYBaHHSM LIMKJIOCIIOPUHY, HallexKaTh MOPYIIeHHs GYHKIIl HUPOK, TPEMOD, TipCyTU3M,
apTepianbHa rimepTeH3id, miapes, aHOPEKCis, HymoTa Ta 6/10BaHHS.

Bararo noGiyHUX peakiiili, IOB’I3aHMUX i3 3aCTOCYBaHHAM IIMKJIOCIIOPUHY, 3ajiexXaTh Bifl pexkXuMy
Io3yBaHHS i MaloTh 0O0POTHUM XapaKTep pU 3HUKeHHi 103u. [Jiana3oH no0iYHUX peakiliil 3arasom
OIHAKOBUU IIPY Pi3HUX MOKa3aHHAX, X04a iCHYIOTh BiAMIHHOCTI IIIOA0 YaCTOTHU Ta TAKKOCTI. Y
XBOPHX, SKi TepeHec/Iy TPAHCIIJIaHTallil0, BHACTIMOK He0oO0XiMHOCTi 3aCTOCYBAHHS BHIIOI II0YATKOBOI
mo3u i 6inbIoi TPHUBANOCTI MigTPUMY0UO0l Teparrii mobiuHi eeKTH crocTepiraloThes vacTime i
3a3Buyay OiNbLI BUpPaXkKeHi, HiK y XBOPUX 3 iHIIMMHU ITOKa3aHHSMU 10 3aCTOCYBaHHS.

IHpekuii ma iHeasli.

Y mairieHTiB, gKi OTpUMYIOTh iIMyHOCYIIPECHBHY Tepallilo, y TOMY YUCJIi UMKIOCIOPUH, ab0 SKUM
IPU3HA4YEHO CXEeMHU JIIKYBaHHS, 10 SKUX BKJIIOUEHO LKKJIOCIOPUH, 3POCTA€ PU3UK PO3BUTKY BIDYCHUX,
OakTepiambHUX, TPUOKOBUX Ta Mapa3uTapHUX iHGEeKIii. MOXKIUBUN PO3BUTOK I'eHEPaTi30BaHUX Ta



JIOKaNbHUX iH(EKIIiN, a TaKOXK 3ar0CTPeHHS iHPEeKI[INHNX 3aXBOPIOBaHb, 1110 CIIOCTEPIraaucs A0
IIOYaTKY JIiKyBaHHS. PeakTHBallis MOIioMaBipyCHUX iHGEKIIi MOXKe IPU3BECTU OO PO3BUTKY
Hedpomartii (PVAN), nos’si3aHoi 3 momioMaBipycom, a6o mporpecyodoi MyabTuGOKaIbHOI
neiikoeH1edaromnarii, mos’sizanoi 3 JC-Bipycom (PML). IToBigomisisiocst po cepio3Hi Ta/abo neTanbHi
BUIA[IKU.

HoesoymeopeHHs 0006posiKicHI, 3105KiCHI ma Hesu3HaveHoi emioaoaii (8Kkar0uaryu Kicmu ma
nosainu).

Y nmatieHTiB, sIKi 3aCTOCOBYIOTh iIMyHOCYIIPECHBHI ITpenapaTy, Y TOMY YHCJIIi IIMKJIOCIIOPUH, a00 SKUM
IIpHU3HA4YeHi CXeMHU JIiKyBaHHS, [0 SKUX BKJIIOUEHO LUKJIOCIIOPUH, 3pOCTAE PU3UK PO3BUTKY JIiM(pPOM
abo nmiMmponpornidhepaTHBHUX PO3JIALiB Ta iHIINX 3JI0SIKICHUX HOBOYTBOPEHDb, 0COOIMBO LIKipH.
YacToTa pO3BUTKY 3/I0IKICHMX HOBOYTBOPEHB 3POCTAE 31 3POCTAaHHSAM iIHTEHCUBHOCTI Ta TPHUBAJIOCTIL
teparmii. [JesKi 370sKiCHI MyXTMHYU MOXKYTb OYTH JIeTaTbHUMU.

Pe3stome nobiuHux peakuitl, w0 cnocmepiaaaucs y KAiHiuHuUxX 00CAiI0HCeHH X

BusiBneHi y xopi KiHiYHUX gOCTigKeHb He0axKkaHi peakilil 3arpymnoBaHi 3a KjlacaMy CUCTEM OpraHiB
3rigHo 3 MedDRA. Y Mexkax KOXKHOI I'Pynu 3a 4acTOTOI0 HebaxaHi peakiil mpefcTaBieHi y IOPSOKY
3MeHIIeHHST cepiio3HocTi. HebaxaHi eheKTH HaBeeHi 3riqHO 3 YaCTOTOIO iX BUHUKHEHHS
(moynHa04YM 3 TUX, SKi 3yCTpivaloThCsa HandacrTime): gyxke gacTo (3 1/10); gacrto (8ig 2 1/100 go

< 1/10); HewacTo (Big 3 1/1000 mo < 1/100); pigko (Big 3 1/10000 mo < 1/1000); oy=xe pigko

(< 1/10000), BKTIOUaO4Yu OKpeMi MOBiIOMIEHHS.

3 6oky Kposi ma aimpamuyHoi cucmemu:

YaCTO: JIeWKOIIEHis;

HEYAaCTO: aHeMisi, TPOMOOIIUTOIIeHis;

pimko*: TpoMGOTHYHA MiKpoaHTionaTig (BK/II04aruu TpPOMOOTUYHY TPOMOOLUTONIEHIYHY IyPIYPY,
MiKpPOaQHTiOMaTUYHY TeMOJIITUYHY aHeMil0, TeMOJIITUYHUN YPEMIYHUN CUHOPOM).

3 60Ky 06MiHY pevoB8uUH Ma Xap4y8aHHA:

Ay2Ke 4acTo: rinepiimigemis;

YaCTO: aHOPEKCis, TinepypruKeMis, rinepkaiemis, rimoMarHieMis;

PIOKO: TillepriikeMis.

3 boky Hepeosoi cucmemu:

nyxke gacto: Tpemop (10-20 %), ronoBuuit 6inb, BKITI0Ya0uu MirpeHs (go 15 %);
YaCTO: IMapecTesis;

HEevyacTo: 03HaKHu eHlledaronarii, BKJII0Yalouyd CHHAPOM 000pPOTHOI 3aHbOI eHlledanonarii, Taki sk
CyIOMH, CIIyTaHICTh CBiOMOCTI, le30pieHTallisl, yIOBiIbHEHICTh peakiit, 30yaKeHHs, 6€3COHHS,
30pOBi PO371aay, KipKoBa CIIilloTa, KOMa, lTape3y, aTaKCid MO304Ka;

PiIKO: MOTOPHA IIOJTiHENPOIIaTIis;

IyXke PigKo: HAaOPSIK O¥CKA 30pPOBOTO HEPBA, BKIIIOYAIOUM HAOPSIK COCOYKA, 3 MOK/IMBUM 3HUKEHHSIM



30py BHACIIOOK NOOPOSKiCHOI BHYTPIIHbOYEPETTHOI TinepTeHail.
3 6oky cepueso-cyOuHHOI cucmemu:
OyXKe 4acTo: apTepianbHa rineprersis (15-40 %);

4YaCTO: IIPUILIINBH.

3 60Ky WAYHKOBO-KUWKOB020 MPAKMY:
IyKe 4acTo: HygoTa, 6/t0BaHHS, IUCKOMGOPT y KHUBOTI, Oiflb y XKUBOTI, giapes, rineprnnasis sceH;
YacTo: IeNTUYHA BUPa3Ka;

piOKo: TaHKpeaTuT.

3 60Ky neviHKu ma a#o84o8u8i0HUX W5Xia:
49acTO: MOPYIIEHHS (YHKIIIl IeYiHKY;

HEBIiJOMO*: rellaTOTOKCHUYHICTh Ta YpaKeHHS MeYiHKY, BKIII0Yal04l X0IeCTa3; XKOBTSHULIS, TelaTUT,
IIeYiHKOBa HEOOCTATHICTh, IHKOIU - 3 IeTAJIbHUM HaCJIigKOM.

3 60Ky wkipu ma nidwKipHOi KAiMKOBUHU:

OyKe 49acTo: TipCyTu3M;

YacTO: BUCUIIAHHS, aKHE;

HEeYacTo: aJIepriyHi BUCUMIaHHA.

3 60Ky ckesnemHo-M’ 230801 cucmemu ma cnoAYy4YHOi MKAHUHU:
4acTo: M’'I30Bi cIa3Mu, Miairis;

pimko: M’s130Ba cnabKicTh, Mionarisi, 6inb y KiHIIiBKaX.

3 60Ky HUPOK ma ce4osugiOHUX WAsXie:

IyKe 4acTo: MOPYIIeHHs (YHKIIil HUPOK.

3 6oky penpodyKkmugHoi cucmemu ma MO/AOYHUX 3A/N03:
PiOKO: IOPYIIEHHS MEHCTPYAJIbHOTO LIUKITY, TiIHEKOMAaCTis.
3azanvHi po3aadu:

YacTo: MigBHUINleHa BTOMITIOBAHICTh, HAOPSKHU, MiPeKCis;

HeYacTo: 30i/bIIeHHS MacH Tifa.



*T1o6iuHi peakirii, BUSBJIEHi Il Yac MOCTMapKETUHTOBOTO CIIOCTEPEKEHHS, YacTOTa SKUX HEeBioMa yepes
BiICYTHICTh TOYHOTO 3HAUEHHS YUCEIbHOCTI IIOMYJISAIIii.

THwi HebadxcaHi nobiuHi peakuyii 3a daHuMu nicaspeecmpau,itiHo20 CnocmepeMceHHs

Hapxopwny 3anuTaHi Ta CIIOHTAHHI IIOBIOMJIEHHS IIPO BUNAKY I'elIaTOTOKCUYHOCTI Ta ypaXKeHHS
IIeYiHKH, y TOMY YHCIIi X0JlecTa3y, JKOBTSHUIIi, TeTIaTUTy Ta Ie4iHKOBOI HEIOCTATHOCTI, y Malli€HTiB,
SIKi IpUMMaNH IUKIOCIOPHH. Y OilbIIOCTi OBiMOMIEHD HIIIOCS PO MAIli€HTiB, SKi Malu CYTTEBI
CYNyTHi 3aXBOPIOBaHHS, OCHOBHI IaTOJIOTIYHI CTaHM Ta iHII ()aKTOPU PU3UKY, BKIIIOYAI0YN
iH(deKIIiNHI yCKIagHeHHs Ta OOHOYaCHe JTiKyBaHHS IIperiapaTaMy 3 reaTOTOKCHUYHUM ITOTEHIialIoM.
Y pmeskux BUIlafKax, IIepeBaXkHO y MAlli€HTIB i3 TpaHCIIaHTaTaMU, IIOBIAOMIIAIIOCS IIPO JIeTallbHi
HaCJigKH.

T'ocmpa ma xpoHiuHa He(hpomoKcu4HicMb

Y nmarieHTiB, SIKi 3aCTOCOBYIOTE iHTi6iTOPY KabIIMHEBPHHY, BKIIIOUAIOYH IIUKIIOCIIOPUH, Ta CXeMHU
JIiKyBaHHS, 1[0 MiCTSATh IUKJIOCIIOPHH, MigBUINEHNN PU3UK BUHUKHEHHS TOCTPOol ab0 XpOHiUHOi
HeppoTOKCUYHOCTI. Taki MOBifoMIIeHHS HaAXOOUIIU IIPU IIPOBENEeHH] KITiHiYHUX BUIPOOyBaHb Ta
Tmic/speecTanifiHoro 3acTocysaHss npenapaty CauniMys Heopan®. IToBimoMIsnocs mpo HOPYIIEHHS
10HHOTO reMoCTa3y, Taki sK rinepkasieMisd, rinoMarsesiemis, rinoypukemis. V gessKux BANagKax
MIOBIAOMJISITIOCS IIPO BUHUKHEHHS XPOHIYHUX MOP(QOJIOTiYHUX 3MiH, TAKUX SK apTEPiONApHUN
rianminos, TyOynsipHa atpodis, iHTepcTuilianbuui Gpidbpos.

Himu

KriHiuHi DoCTigXKeHHS BKJIIOYasIU iTeld BIKOM Bif 1 POKy, y AKUX [IpU 3aCTOCYBaHHI CTAaHOAPTHUX 103
IIUKJIOCIIOPUHY BUSIBIIeHUH ITpodinb 6e3meku OyB MOAIOHUM OO0 TAKOT'O Y JOPOCIIHX.

Tepmin npudamuocmi.

2 POKH.

YmoBH 30epiranssi.

30epiraTu nmpu TemrepaTypi He Buine 25 °C. 306epiraté y HeIOCTYITHOMY /ISt TiTEH MiCIIi.

YnaxkoBka. Kancynu 10 mr - mo 10 karncyn y 6mictepi; o 6 6micTepiB y KapTOHHIN KOPOOIIi.

Kamncymu 25 mr, 50 mr, 100 Mr - 1o 5 Kancyn y 6mictepi; mo 10 6micTepiB y KapTOHHiN KOpoOIIi.

Kareropis Bignmycky. 3a perentom.



BupoOHHK.

1. Hosapric ®apma Ilteitn A" / Novartis Pharma Stein AG (nepguHHe ma emopuHHe NakyeaHHA,
KOHMpO/b AKOCMI, 8UNYCK cepii).

2.  Hogaptic ®apma I'Mm6X / Novartis Pharma GmbH (8ionogidaavHutl 3a sunyck cepii).

3. Jlek ®apmachOTHKAJIC I.0., BupoOHWYa minbHuIls Jlenmasa / Lek Pharmaceuticals d.d.,
PE Proizvodnja Lendava (nepguHHe ma emopuHHe nakyBaHHs, BUNYCK cepii).

Micue3HaxoaKeHHsI BHPOOHHKA Ta MOro aJpeca MicCIsi IPOBaJKeHHsI Tis/IbHOCTI.

1. [laddxaycepmrpacce, 4332 lltewn, lIBetinapis / Schaffhauserstrasse, 4332 Stein,
Switzerland.

2.  Pynmrpacce 25 Ta O6ep TypamTpacce 8 - 10, Hiopubepr, Basapist, 90429, HimeuunHa /
Roonstrasse 25 und Obere Turnstrasse 8 - 10, Nuernberg, Bayern, 90429, Germany.

3.  Tpimmnini 211, JlengaBa/nenasa, 9220, Crnosenis / Trimlini 2d, Lendava/lendva, 9220, Slovenia.



