IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

CAHOIMYH HEOPAJT®

(SANDIMMUN NEORAL®)

CKnao:
Oitoua pevosuHa: ciclosporin;
1 kamcyna mictuts 10 abo 25, abo 50, abo 100 Mr MiKpoeMyJibCii IUKIOCIIOPUHY;

0ONoOMIdICHI peyo8uHU: OJIisi PUITMHOBA II0JTieTOKCUIIbOBaHA, TigporeHi3oBaHa; MOHO- Ta OU-
TPUTJTiLEPUAN KyKYyPYA3SHOL 0J1il; eTaHONI 0€3BOAHMI; IIPOIIJIEHTTiKO0IIb; (-TOKO(QEPOIT;

000JI0HKa KallCyl: XKeJlaThH, IPOIiJIeHTTiKO0b, TilepuH (85 %), 3alNUIIKOBI PO3YUHHUKY, TUTAHY
miokcup (E 171), 3amiza okcup yopHuit (E 172) - Tinbku gng Kamncyn 25 mr ta 100 wmr;

YOPHUIIO YEPBOHE Xap4oBe: KucnoTa KapMminosa (E 120), amtoMiHito XJI0pup rekcarigpar, HaTpito
TiAPOKCHU[, IPOIIJIEHTIIKOJIb, TiIpOMeJi03a, CIIUPT 130IPOIiJIOBUM, BOa OUYUILEHA.

Jlikapcbka ¢popmMa. Kamcynu M’ sKi.
OcHosHi (pi3uko-xiMiuHi 81acmugocmi:

Karcynu 10 Mr - oBaJibHI M’SIKi 2KeJTaTHHOBI KaICyJIi XKO0BT0-01/10r0 KOJIbOPY 3 HAAIKCOM YePBOHOTO
Kosibopy NVR 10;

KaIlCyNyd 25 MT - OBaJIbHI M’SKi XKeTaTUHOBI KaIICYyIU Cipo-rony00oro KOJIbopy 3 HaAIKXCOM Y€PBOHOTO
Koyibopy NVR 25 mg;

Karcynu 50 MTr - IPOMOBryBaTi M'SKi XKelaTUHOBI KaIlCYyJIH XKOBT0-0i7T0T0 KOMBOPY 3 HAAIMCOM
yepBOHOT0 Kombopy NVR 50 mg;

karcynu 100 Mr - IpomoBryBaTi M’sIKi XKeJTaTUHOBI KaICyJu Cipo-Toy00oro KoJIbopy 3 HaAIKuCcOM
yepBOoHOr0 Kombopy NVR 100 mg.

BwMicT kancymn:

TPO30pa, Bif KOBTOTO [I0 6/1i10-2KOBTOT0 KOIHOPY ab0 Bil KOPUYHIOBATO-2KOBTOT'O 10 GIiIOTO
KOPHUYHIOBATO-2KOBTOT'O KOJTBOPY PifguHa.

PiguHa MiCTUTH MaCISHUCTI KOMIIOHEHTU HATyPaJIbHOTO IIOXOAXKEHHS, IKi MOXKYTh TBEPIHYTHU NIPU
HU3BKiN TeMrepaTypi. ZKenenonibHi yTBOPeHHST MOXKYThb CIIOCTEPIiraTUCs Mpu TeMmepatypi Hux4ue 20
°C, sKi 3HUKAIOTh Tpu TeMiepaTypax Buire 30 °C. He3nauni mnacTiBmi abo nerkuit ocag MOXYTh Iie
crioctepiratucs. Lle He BIIMBa€ Ha SKICTh KaICYIL.



dapMakoTepaneBTHYHA rpyna. AHTUHEOIUIaCTAYHI Ta iMyHOMOY/T0l04i 3aco0Hu.
ImyHOCyTnipecanTu. IHTiGiTOPY KanblMHEBPUHY. LIMKIOCTIOPHH.

Kon ATX L04A DO1.

dPapmakonoziuHi e1acmueocmi.
®apmakoduHamika.

LIuKnoCcIiopyH (TaKOXK BiIOMUM SK LUKIIOCTIOPHUH A) SIB/Isi€E COO0I0 IUKITIYHUH TOJIMEeNTH A, 0 CKIIamy
aKoro BxogaTh 11 aminokucnor. lle cunpHOZi0UNM iIMyHOCYIIPECHBHUY IIpenapar, SKuil y TBapuH
30isbIIy€e Yac KUTTS aJIOTPAHCIUIAHTATIB WIKIPH, CEPIld, HUPOK, IMiANIIYHKOBOI 32103, KiCTKOBOTO
MO3KY, TOHKOTO KUIIIEUYHUKY i JIETEHb.

HocnigXKeHHs [eMOHCTPYIOTh, 110 IUKJIOCIIOPHH IIPUTHIYYE PO3BUTOK KIIITUHHO-0IIOCEPEIKOBAHUX
peakliiil, BKJII0Yal04Yy iIMyHITET BiIHOCHO aJI0TpaHCIUIaHTaTa, MIKIpHY YyT/IUBICTh YIIOBIIbBHEHOTO
TUITy, eKCIIEpUMEHTaJIbHUY anepriyaui ennedanoMiesiT, apTpUT, 3yMOBIIEHUH af] 10BAHTOM
®peliHMa, peakiIliio «TpaHCIIaHTaT npotu xa3siHa» (PTIIX) Ta 3anexHe Big T-miMOIUTIB yTBOPEHHS
antutin. lukmocnopuH 6710Kye nmiMpoiuTy y craHi criokoro y ¢hasi G, abo Ha paHHiiH

G; }a3i kIiTUHHOTO UMKITY, iHTi0y€e aHTUTeH3ale’kKHe BUBIIbHEHHS JTIM(DOKiHIB aKTUBOBAHUMHU
T-niMmdonuTamu i IpUrHidye Ha KIITHHHOMY PiBHI IPOOyKYyBaHHS Ta BUBUIbHEHHS NTIM(QOKIiHIB, y TOMY
yucni inTeprnenkiny 2 (¢pakropa pocty T-kmitue, TCGF). Yci HasBHI faHi cBig4aTh Ipo cuenudpiyHy Ta
000pOTHY [il0 IIMKJIOCIIOPUHY Ha NiMQoiuTy. Bid He cipuunHs€e NOPYIIeHb TeMOII0e3y Ta He BIJIMBAE
Ha QYHKIi0 (aroIuTiB, Ha BiIMiHY Bifl IUTOCTAaTUKIB. TAKUM YMHOM, MAIliEHTH, SKi MPUNMaAIOTh
IIMKJIOCTIOPHH ITiCJIS TPAHCIIJIaHTallil, MEHII CXMIbHI 10 iHQEeKIiNHUX 3aXBOPIOBaHb, HiXK Ti, XTO
IIpUMMaE iHII IMyHOCYIIPECUBHI ITpenapaTy.

[TpoBeneHo yCIIillIHI aloTreHHi TpaHCIJIaHTallil COTiIHUX OpPTraHiB Ta KiCTKOBOTO MO3KY i3
3aCTOCYBaHHSIM IIUKJIOCIIOPUHY IJIg IPOGIiIaKTUKHY i TiKyBaHHS BifTOPTHEHHS TpPaHCIJIaHTaTa Ta
XBOPOOY «TpaHCIUIQHTAT IPOTHU Xa3sdiHa» y nofei. LINKI0CIOpUH 3aCTOCOBYBABCS K TO3UTUBHUM Ha
Bipyc rematuty C (HVC), tak i HVC-HeraTuBHUM peLANIiEHTaM TPaHCIJIaHTATIiB Ne4YiHKu. [103uTuBHI
eekTu Tepamii TMKIOCTIOPHHOM TaK0XK Bifj3HAuUeHi IIPY JIiKyBaHHI HU3KHU NTATOJIOTiH, 1[0 MaIu
BCTAHOBJIEHY a00 MOXKJ/IMBY ayTOIMyHHY IIPUPOAY .

CanpimyH Heopan® € mpeKOHIIEHTPaTOM MiKpPOEeMyJIhCii; CIpaBXHSA MiKPOEMYIILCisl, [0 YTBOPIOETLCS
Biipa3y micyis KOHTaKTy PO3YUHY 3 BOHOIO (V BUTJIAMI HAMOIB ab0 IITYHKOBOTO COKY), 3MEHIIIYE
3MiHHICTh (papMaKOKiHETUYHHUX ITapaMeTpiB; 3a0e3MedyeThCs JIiHiiHA 3a7eKHICTh MiXK 003010 Ta
€KCIIO3UL€I0 IUKIIOCIIOPUHY.

dapmakoKiHemuxka.

BcMoOKTYBaHHSA

ITicns mepopanbHOro mpuitoMy Ipenaparty CanaiMyH Heopan® mikoBa KOHIIEHTpaIis IIMKIOCIOPHUHY ¥
KpOBi mocsiraeTbcs yepe3 1-2 ropunau. AGCOMOTHA epopajibHa 610I0CTYIHICTS HUUKIOCIIOPUHY TIPU
3acTocyBaHHi npenapaty CauniMys Heopan® cragoButs 20-50 %. [Tpu mpuiioMi mpenapary
CanpiMys Heopan® 3 IXXel0 3 BUCOKMM BMiCTOM KHPIB CIIOCTepiracThcs 3HMXKeHHs 3HadeHs AUC Ta
C,ox Tpu0mu3H0 Ha 13 % Ta 33 %. 3ameXkHiCTh MiXK IPU3HAYEHOI0 103010 Ta ekcmo3ulic (AUC)
IIMKJIOCTIOPUHY ¥ MeXKaX fiiala30Hy TepaneBTUYHUX 03 MiHiHa. Mixcy0’'ekTHa Ta iHTpacy6 eKTHa



BapiabenbHicTh 3HAaUeHL AUC Ta C,,, craHoBuTh npubau3no 10-20 %. [Tpu 3acTocyBaHHI ITpenaparty
Canpimys Heopan® 3HauenHs C,, 3poCTa0Th IpUOIU3HO Ha 59 %, a 6iof0CTyIHICTL 30iNbIIyeThCS
npubau3HO Ha 29 % MOpiBHSAHO 3 BiAMOBIIHMMY MMOKa3HUKAMU IIPK 3aCTOCYBaHHI IIpemnapaTy
CanpimyH. HagBHi maHi TOKa3yOTh, 0 MiC/Is Iepexony 3 npuiioMy npenapaTy CaHOIMyH, M’ IKUX
KeJIaTUHOBKX KAICyJl, Ha IpuiioM npenapaty CaumiMyn Heopan® y chisBigHomenHi 103 1:1
MiHiMaJbHI KOHIIEHTpallil y I[iIbHiA KPOBi € MOPIBHAHHUMH i 3aJIMIIAI0THCS Y MeXKax IiIbOBOT0
TepaneBTHYHOTO Aiana3oHy. 3acTocyBaHHs npenapaTy CasgimyH Heopan® 3a6esneuye Gimbm
BUpaXXeHy JIiHINHY 3aJIe’KHICTh MiX 03010 Ta ekcno3utieto nuknocnopuny (AUC). Len mikapcbkui
3aci6 mopiBHsHO i3 CaHgiMyHOM 3abe3meuye Ginbi cTabinbHUM TPOGdins BCMOKTYBaHHS, MEHIIION0
Mipo0 3a/IexXHUM Bifl CyMiCHOTO BXKMBaHHS 1XKi Ta T0OOBOTO PUTMY.

Po3mopin

LIMKTOCTIOPUH PO3MOMINSIETHCS TePeBaXkHO B eKCTPaBaCKYJISIPHOMY IIPOCTOPI, cepenHilt ysaBHMUM 06'eM
po3moginy cTaHOBUTH 3,5 1/KT. Y KpoBi 33-47 % mpenapaTy 3HaXOAUTHCSA Y M1a3Mi KPOBI,

4-9 % -y nimdonutax, 5-12 % - y rpanynonurax ta 41-58 % - B epurponuTax. YV mina3mi Kposi
npu6nu3Ho 90 % LUKUKIOCIOPUHY 3B’sI3yEThCA 3 OiTKaMH, TepeBaxHO 3 JIMOIPOTeifaMHu.

BioTpancdopmarris

LIuK/IOCIIOPHH aKTHBHO 6i0TpaHCHOPMYETHCS 3 YTBOPEHHSIM MpuOnu3Ho 15 meTtabomiTis.
BioTpaHcdopMmaliisi 3aranom BifOyBaeThCs Yy medintli mig mieto mutoxpomy P450 3A4 (CYP3A4), a
OCHOBHUMM IIJITXaM# MeTab0J1i3My € MOHO-, OUTiIPOKCUIIOBaHHS Ta N-IeMeTHIIOBaHHS Pi3HUX
OiJITHOK MOJIEKYJH. YCi BUSB/IEHI Ha JaHUM Yac MeTabo0liTi MiCTATh IOBHY IENTUAHY CTPYKTYPY
TI0YaTKOBOI CIIONIYKY; esIKi 3 HUX MalOTh CJ1a0Ky iMyHOCYTIpeCUBHY aKTUBHICTH (0O ofHiel mecsTol
aKTUBHOCTI J1iIKapChKOT0 3aco0y y He3MiHEHOMY BUTJISfI).

BuBenenusa

BuBoguThCs mpenapar nepeBaXxHo 3 KOBYIO, i TUTBKU 6 % MPUUHSATOL BHYTPILIHEO J03H
E€KCKPeTYeThCA 3 ceyeto, 3 HUX 0,1 % m03u BUBOOUTHCS i3 Ce4er0 Y BUTTISAAI HE3MiHEHOT 0 mpenapary.

Bin3nauaeThcst BUCOKa BapiabenbHICTh aHUX 1100 KiHIIEBOTO IIePioqy HalliBBUBEOEHHS
IIMKJIOCIIOPUHY 3aJIeXKHO BiJf 3aCTOCOBAHOT'0 METONY aHali3y Ta IinboBol nmomnymsiil. KiniieBuit nepiopn
HalliBBUBEJIeHHSI 3HAXOMUTHCS V [iana30Hi Bif 6,3 TOOUHYU Y 300pOBUX 00OPOBOILIIB 10 20,4 TOOUHYU Y
IIaI[l€HTIB i3 TAXKKMMU 3aXBOPIOBaHHAMMU Te4UiHKU. [lepion HaniBBUBEOEeHHS V MAlli€HTIB MiCA
TPaHCIIJIaHTallil HUPOK CTAaHOBUB Mpubau3Ho 11 roguH, 3Ha4eHHs BapioBanu Bim 4 1o 25 roOuH.

Oco06nuBi TPyIy NallieHTIB

ITauieHmu 3 nopyweHHAM PYHKUIl HUPOK

Y mocnigkeHHi 3 y4acTIo MMallieHTiB i3 TepMiHaIbHOIO CTafli€l0 HUPKOBOI HEJOCTATHOCTI CUCTEMHUM
KJTipeHC JTiKapchKOro 3aco0y CTaHOBUB IPUOIU3HO ABi TPETUHU BiJ] CEPEIHHOI'0 CUCTEMHOI'O KJIipeHCYy
y TallieHTiB i3 HOpMaIbHOIO (QYHKIIEI0 HUPOK. 3a JOIIOMOTOI0 Aiasily BUBOOUTHCS MeHIIe 1 %
IPUUHSATOL O3M.

ITauieHmu 3 nopyweHHAM (pYHKUiI neviHKu

Y natieHTiB 3 mopyieHHSIM QYHKIII MeYiHKy MOoXK/IMBe OBO- ab0 Tpupa3oBe MigBUIIEHHS €KCIIO3HUIIil
[IUKJIOCIIOPUHY. Y [OCIIIAKEHH] 3 y4acTIO NALi€HTIB i3 TAXKKUMYU 3aXBOPIOBAaHHAMU II€YiHKU Ta
migTBepmKeHuM 0ioTIcielo IMPO30M KiHIleBUY Mepiof HaliBBUBEeNeHHST CTaHOBUB 20,4 TOOUHU
(3HauenHs BapioBanu Bifg 10,8 mo 48 rogun) nmopiBHSHO 3 7,4-11 roguHamMu y 3MOPOBUX



nOOPOBOJIBIIIB.
Himu

Hani papMakoKiHeTHKHM JiKapchkoro 3acofy CanpmiMys Heopan® mpu 3aCTOCyBaHHI JiTAM myxe
oOMexeHi. Y 15 malfieHTiB micisg TpaHCIJIaHTallii HUPOK BiKOM 3-16 POKiB KJlipeHC IUKIJIOCIIOPUHY 3
IIiTbHOI KPOBI MicJIg BHYTPITHEOBEHHOTO BBeleHHs CaHOiMyHy ctaHoBUB 10,6 + 3,7 MI/XB/KT (MeToq
Bu3HaueHHS - PIA Cyclo-trac). ¥ mocnimeHHI 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 nalieHTiB micns
TpaHCIIaHTallii nmevinku BikoMm 0,65-6 pokiB KnipeHc ctaHoBUB 9,3 £ 5,4 MII/XB/KT (METOM
Bu3HaueHHs - BEPX). BinminHocTi y 6iofocTynHOCTI MiXK npenapatamMu CaHOIiMYyH Heopaﬂ® Ta
CaHpiMyH y miTel mofiOHi [0 BiAMiHHOCTEH, 110 CIIOCTEPIramucs y JOPOCIHX.

KiiniuHi xapaKTepHCTHKH.
Iloka3anns.

ITokasaHHA Npu MpAHCNAdHMAauisax

TpaHcnmaHTallid CONMTHKUX OPraHiB:

- 3anobiraHHs BigTOPTHEHHIO TPAHCIIJIAHTATIB COMIMHUX OPTaHiB;

- JIIKyBaHHS BIATOPTHEHHS TpaHCIUIaHTaTa y Malli€HTiB, K1 paHille OTPUMYBaJH JIiIKyBaHHS IHIIUMU
IMyHOCYTIDECUBHUMH IIpenapaTaMy.

TpaHcHIaHTalisd KiCTKOBOI'O MO3KY:

- 3anobiraHHs BiITOPrHEHHIO aJIOT€HHOI'0 TPAHCIJIaHTaTa KiCTKOBOT'O MO3KY Ta TPaHCIIJIaHTaTa
CTOBOYDPOBUX KITiTUH;

- 3anobiranHs Ta JTiKyBaHHS peakilil «TpaHCIJIAHTAT IIPOTH Xa3siHa».

Iloxa3aHHA, He N08’A3aHI 3 MPAHCNAAHMAUIEN

EnporeHHuii yBeir:

- aKTHBHUIU cepefHiX abo 3afHil yBelT, 110 3aTPOKYE BTPATOI0 30py, HeiH(deKIiitHOol eTionoril y
BUIAJKaX, KOJIU albTePHATUBHE JTiKyBaHHS BUSBUIIOCS HeePeKTUBHUM ab0 HEIIPUMHSATHUM Yepes
mo0iuHi peaxirii;

- YBelT Ipu 3axXBOPIOBaHHI bexdyeTa 3 MOBTOPHUMY 3arOCTPEHHSIMU 3alajieHHs i3 3aIy4YeHHIM
CiTKiBKM OKa 0e3 HeBPOJIOTiYHOI CUMIITOMATHKH.

HedpoTruHUl CHHOPOM:

- CTepolfo3anexkHuil abo CTepOiNOPe3UCTEHTHNY He(OPOTUYHUYN CHHAPOM BHACTIAOK MiHIMabHUX
3MiH IIpY TePBUHHOMY TJIOMepynoHepuTi, hoKambHUN CEerMeHTapHUN TIIOMePYII0CKIepo3 abo
MeMOpaHO3HUY IIOMEPYIOHepPUT.

IHoyK1isg a6o migTpUMaHHS peMicii:



- MiITPMMaHHS PEMICii, CHPpUYUHEHOI KOPTUKOCTEPOIAAaMH, 1110 YMOXKIUBIIIOE 1X BigMiHy.
PeBMaTOImHWYN apTPUT:

- TiKyBaHHS TSIXKKUX (OPM aKTUBHOTO PEBMAaTOIiTHOTO apTPHUTY.

IIcopiaa:

- TSIXKKi hopMu TIcopia3y, KOIU CTaHOapTHE JIiKyBaHHS BUSBUIOCS HeeeKTUBHUM abo
HEIIPUUHSITHUM.

ATOniYHNY TePMaTHUT:

- MiKyBaHHS TSXKKUX (GOPM aTOMIYHOTO IePMaTUTY IPU HEOOXiIHOCTI CUCTEeMHOI Teparrii.

IIpomunoka3aHHs.

[TigBuIleHa YyTNIUBICTh [0 IIUKIJIOCIIOPUHY ab0 0 Oyab-IKUX 3 IOMOMIXKHUX PeYOBUH IIpernapary.
OpHoYacHe 3aCTOCYBaHHS 3 JiKapCchKUMU 3acobaMmu, 1o MicTaTh Hypericum perforatum (3Bipo6iit
3BUYalHUI) Yepe3 pU3UK 3HUIKEHHS KOHILeHTPallil IINKJIOCIIOPUHY Y KPOBi i, TAKUM YMHOM,
3HUKEHHS TepaleBTUYHOr0 e(eKTy.

OpgHOYacHe 3aCTOCYBaHHS 3 JTiKapChKUMU 3acobaMu, 1o € cyOcTpaTaMyd My/IbTHIIKapChKOT0
edokcHOrO NepeHocHuKa P-riikonmporeiny (Pgp) abo opraHiyHuUX aHiOHIB TpaHCIIOPTHUX OiNKiB
(OATB), nigBullleHHS KOHILIEHTpPAIlil ¥ IJIa3Mi KPOBi IKHMX ITOB’si3aHe 3 PO3BUTKOM CEPUO3HUX
no0iYHKX peakilidt Ta/abo MoOiYHUX peaklliii, 110 3arPOKYIOTh KUTTIO, HAIIPUKJIIaZ 3 603eHTAaHOM,
nabiraTpaHy eTeKCHIaTOM Ta ajliCKipeHOM.

Tak0kK MOXKIUBI TaKi MPOTUIIOKA3aHHA:

- HupkoBa HEIOCTATHICTh, 3@ BUHSATKOM XBOPUX 3 HEPPOTHUUHHUM CUHIPOMOM Ta IIOMipHO
MiJBUINIEHNMU BUXIAHUMU KOHLIEHTPALiIMU KpeaTHHIHY MakCcUMyM 10 200 MKMOJIB/JT Y JOPOCTIUX Ta
140 mxmomb/n y miTel. [Ipu HepPOTHYHOMY CUHAPOMI O3BOJISIETHCS 0O6epekHe JTiKyBaHHS i3
3aCTOCYBaHHSIM [103 He Bullle 2,5 MI/Kr/mo0y, nullle B TOMY BUIIAOKY, KOMU 3aCTOCYBaHHS
IIUKJIOCIIOPUHY CIIPHUs€ HOpMasi3allil MoKa3HUKIB KpeaTUHIHY, MMiIBUIIEHUX BHACIIIOK 3aXBOPIOBAHHS.

- HepocTaTHRO KOHTPONIbOBaHA TinepTeH3is.
- HepmocTaTHBO KOHTPOJIbOBaHA iHGEKITis.

HasiBHiCTh B aHaMHe3i BigoMux a00 AiarHOCTOBaHUX 3JI0SIKICHUX HOBOYTBOPEHDb OYOb-IKOT0 BUAY, 3a
BUHSTKOM IIePeIPaKoBOro CTaHy abo 3709KiCHUX ypaXKeHb IKIipH IiCs JTiKyBaHHS.

B3aemodisa 3 iHwumu nikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.
Xapuoei 83aemo0ii

[Tpu cynyTHEOMY 3aCTOCYyBaHHI rpeindpyTiB abo rpeindpyToBOro COKy 0yJI0 BUSBIEHO 3POCTaHHS
6i0MOCTYITHOCTI IMKJIOCTIOPHHY .



JlixapcvKi 83aemo0ii

Huxxde 3a3Ha4yeHO IIpenapaTy, Oy SKUX B3aeMofil moOpe 3ag0KyMeHTOBaHI i BBaXKalOThCA KITiIHIYHO
3HAUYIIUMHU.

4k BimoMo, psig npemnapartiB 30ibiye abo 3MeHIye KOHIIEHTpallii0 IUKJIOCIIOPHHY y IIJIa3Mi KPOBi
abo uinpHiN KpOoBi MUIsIX0M iHTriOyBaHHS a0 iHOyKLii Ail pepmenTis, ocobmuBo CYP3A4, mo 6epyTh
ydacTh y MeTaboi3mi nuknocnopuny. Takox MukaocnopuH € inribiropom CYP3A4,
MYJIbTUIIKapChKOro eIIIOKCHOr0 IepeHOoCHUKa P-rikompoTreiny a6o opraHiyYHUX aHioOHIB
TpaHCOPTHUX OinkiB. 1e MoxKe MigBUITYBaTH I1J1a3MOBi KOHI[EHTPAIlil OHHOYACHO 3aCTOCOBYBAHUX
MeJUYHUX TIpenaparis, o € cyoctparamu CYP3A4 Ta/ab0 1KX IEPEHOCHUKIB.

JlikapcuKi 3acobu, w0 3HUNMCYytombsb abo nidsuwyroms 6io0ocmynHicms YUKAOCNOPUHY

YacTi BU3HaYeHH PIBHA HUKJIOCIOPUHY B KPOBI CIIi[] IPOBOOUTH YV PELUITIEHTIB TPAHCIIAHTATIB,
0CcO0IMBO Ha IOYATKY Ta B KiHIT TiKyBaHHS iHIIMM IIpPelapaToM, a J03yBaHH4 mpenapaty CaHmiMyH
Heopan® CIIil KOPUTYBATHU y pal3i HEOOXiMHOCTI.

Y mauieHTiB, AKi IPOXOAATH JIIKYBaHHSA 3a [IOKA3aHHSAMY, He [10B'I3aHUMU 13 TpaHCIUIAHTALJEL0,
B3a€EMO3B’SI30K MiXK KOHI[EHTPAIJI€I0 ¥ KPOBi Ta KJIiHIiYHUMY eeKTaMy MeHII BUB4YeHu. [Ipu
OOHOYACHOMY 3aCTOCYBaHHi JTikapchKUX 3ac006iB, II0 MiABUIIYIOTh KOHIIEHTPAIIi0 IIUKIJIOCTIOPUHY,
OinbIN JOIINIBHUM, HiXK BUMipIOBaHHS PiBHS y KPOBi, Moxke OyTH YacTe IMPOBEOeHHS OIiHKY QYyHKITII
HUPOK Ta pPeTeNbHUM MOHITOPUHT IIOB’I3aHUX i3 3aCTOCYBaHHSIM IIUKIJIOCIIOPUHY MOGIYHUX e(eKTiB.

ITpenapamu, w,o 3HUNCYIOMb KOHUEHMPAil UUKAOCNOPUHY

OuikyeTncs, 110 Bei inmykTopu CYP3A4 Ta/abo P-riikonpoTeiny 6yayTh 3HUKYBAaTH KOHIIEHTPALIi0
IIUKJIOCIIOPHUHY.

[Tpukamu MiKapchbKUX 3aC006iB, 10 3HUKYIOTh KOHIIEHTPAIIi0 ITUKIJIOCIIOPUHY: OapOiTypartu,
kKapbaMaserniH, okckapOaseniH, ¢beHiToiH, HapIUIiH, cynbhaguMioguH BHYTPIIIHEOBEHHO,
pudaMminyH, OKTPEOTHU, OpiicTat, Mpo6yKoy, TPUMETOIIPUM BHYTPIIIHEOBEHHO, IIPelapaTH, 110
MiCTSTh 3Bip0o0ili 3BUYalHuM, TUKIOMIOWH, CyNnbdiHmipa3oH, TepOiHadin, 603eHTaH.

PugamniyuH € iHmyKTOpOM MeTab0/Ii3My IIUKIIOCIIOPUHY Y KHAIIEYHUKY Ta Imedinti. Tomy npu
CYMiCHOMY 3aCTOCYBaHHI MOXKe BUHUKHYTH HEOOXiHICTh y 30iNbIIeHH] JO3U IIUKIIOCIIOPUHY Y
3-5 pasis.

Oxmpeomu0 3HUXKYE TlepopanbHe BCMOKTYBaHHS IIMKJIOCIIOPUHY, BHACIIIOK YOT0 MOXe 3HagoOUTHCS
36inbIIeHHS M03U HMUKocnopuny Ha 50 % abo mepexin Ha NiKapchKy GOpMYy AJIs BHYTPIIIHbOBEHHOTO
BBE[IEHHS.

ITpenapamu, wo 36i1bWy0Mb KOHUEHMpauii yUuK10CNOPUHY

Yci inrioiTtopu CYP3A4 Ta/abo P-rioikonpoTeiny MOXYTh HiABUIIYBAaTH KOHIIEHTPAIII0 ITUKIOCIIOPUHY.
[Tpuknagy Takux JIiKapCchKUX 3ac0o0iB: XJIOPOXiH, HiKapAUIIiH, METOKJIONIPaMif], TepopasbHi
KOHTPALIENITUBY, METUJIIIPENHI30JI0H (BUCOKi A031), aJIONyPHUHOJI, XO/Ii€Ba KMCJIOTA Ta 1l MOXifHi,
inribiTopu mpoTteasu, iMaTuHIO, KONIXinwH, Hepa30goH.

AHmubiomuKu 2pynu mMakposidie: epumpomil,uH MOKe MigBUIIYBATH €KCIIO3UIIiI0 IUKIIOCIIOPUHY Y
4-7 pasiB, 110 iHKONIU € IPUYUHOI HEPPOTOKCUUHOCTI. [ToBimOMIISAIOCS, 0 KAApUMpPOMIlYUH yABidi
IIIBUINYE €KCIIO3ULII0 IIUKJIOCIIOPUHY. A3UMPOMIUUH TiIBUIY€E KOHIIEHTPALII0 UKJIOCIIOPUHY
npu6nu3uo Ha 20 %.



AHmubiomuku 2pynu a3onie: KemMoKoHa30, p1yKoHa30, impakoHa3o1 ma 80PUKOHA30/ 3HATHi
MiABHUINYBATH €KCIIO3UIIiI0 IUKIOCIIOPUHY OibIlle HiXK yaBivi.

Bepanamina nigBuilye KOHLEHTPALII0 HUKIOCIOPUHY Y KPOBi y 2-3 pasu.

OpHoYacHe IpU3HAYEHHS 3 me/ianpesipom MPU3BOAUIIO OO MiABUINEHHS HOPMalli30BaHOTO 3HAYEHHS
ekcno3utiil (AUC) nuknocnopuny npubausHo y 4,64 pa3sa.

AMio0apoH 3HaYHO MiIBUILY€E KOHIIEHTPAIli0 IUKJIOCIOPHHY y IIJIa3Mi KPOBi OGHOYACHO

3 MigBUILIEHHSIM KOHIIEHTPallil CHPOBAaTKOBOTO KpeaTHHiHY. Taka B3aeMOfIisi MOXKIIMBA Yepe3
TPUBAJIUY IPOMIiXKOK 4acy IiCJs BIIMiHM aMiofapoHy 3aBASAKU OyKe NOBroOMy Iepiony
HalliBBUBEJEHHS 1IbOTO JIiKapChKOro 3acoby (6mu3bpko 50 mib).

[ToBimomusinocs, 110 OaHA30/1 MigBUIIY€E KOHIIEHTPALIi0 IUKIOCIIOPUHY V KPOBi IPUOIU3HO Ha
50 %.

Huamiazem (y mo3i 90 Mr Ha mo6y) 3gaTHUM MTPU3BOOUTH OO MigBUIIEHHS IIJTa3MOBOI KOHIIEHTPAITil
LUKJIOCIOPUHY Ha 50 %.

ImMamuHib MoKe TIOCHUITIOBATH €KCITO3UIII0 IIMKIIOCIIOPUHY Ta migBuiyBaTu C,,, OO JIIKapChKOTO
3aco0y npubnusHo Ha 20 %.

KombiHauii 3 nidguu,eHuM pu3ukom He(ppomokcu4Hocmi

HeobxigHa 06epeKHICTh IPU OOHOYACHOMY 3aCTOCYBaHHI ITMKIIOCIIOPUHY 3 iHIIMMHU IIpellapaTaMH,
I10 YUHATH He(PPOTOKCUYHY CUHEPTIYHY [il0, TAKUMHU SIK aMiHOTIIKO3UAX (BKJII0YAlOYX TeHTaMilliH
Ta ToOpaminuH), ampoTepuliuH B, munpodiokcaiyH, BAHKOMIIIMH, TPUMETOIIPUM (
cynbdhameToKcason), moxigHi ¢pibpoBoi Kucnotu (Hampukian 6e3adibpat, heHodibpaT), HecTepoigHi
IIPOTHU3anaibHi IpenapaTy (BKI0Yalo4yy qUKI0deHakK, iHgoMeTalliH, HAlIPOKCEH Ta CYJiHIaK),
MesndalaH, aHTaroHiCTH rictaMiHoBUX H,-penienTopiB (HanpukKiaag UMMETUAWH, PaHITUANH),
METOTpeKCaT, TAaKPOJIiMyC.

PexomeHOauii

AKIIO CIiTBHOTO IPUHOMY JTiKapChKuUX 3ac00iB, PO SKi MOBiIOMIISETHCS, 1110 BOHU B3a€EMOJIIOTH i3
npenapatoM CaHAIMyH Heopan®, HeMOXKIIHBO YHUKHYTH, CJIifJ HOTPUMYBATUCS TAKUX OCHOBHUX
peKoMeHaari:

[Tpu ofHOYACHOMY 3aCTOCYBaHHI 3 JTiIKApCHKUMHU 3aco0aMy, 1[0 MOXKYTh IPOSBIATA HePPOTOKCUUHY
CHHEePTiuHy [iit0, He0OXiIHO MPOBOOUTHU PETEIbHUN MOHITOPUHT (QYHKIII HUPOK. [IpM BUHUKHEHHI
BHPaXeHOr0 MOPYIIeHH (QYHKIIil HUPOK CJIifi 3MEHIIUTHU N03y CYMiCHO 3aCTOCOBYBAHOTO JIIKAPCHKOTO
3aco0y a00 PO3TISHYTH MOXKJIMBOCTi albT€PHATUBHOI Tepalrii.

Y perumieHTiB TPAHCIIAHTATIB CIIOCTEPIraaucs MOOTUHOKI BUIAOKK 3HAYHOI, arie 060POTHOI
HUPKOBOI ucyHKUii (i3 BigmoBinHUM 30iNbIIIeHHSAM KPeaTUHiIHY B CUPOBATLI KPOBi) micns
OHOYACHOI'0 3acTocyBaHHs pibparis (Hampukian 6e3adibpaty, berHodidpaTty). ToMmy HUPKOBY
GYHKIIII0 TOTPIOHO peTeNbHO KOHTPOJIIOBATH Y TaKMX MallieHTiB. Y pa3i 3HaYHOI HUPKOBOI AUCHYHKIII]
CyMICHe 3aCTOCYyBaHH{ [IpernapariB CJIiJ BIAMIHUTH.

Crnig yHUKaTH CYIyTHHOTO 3aCTOCYBAHHSA TAKPOJIIMYyCY 4epes MiABUIIEHHS PU3UKY PO3BUTKY
He(POTOKCUYHOCTI Ta hapMaKOKiHETUUHY B3aeMofito i3 3anydyerHHsam CYP3A4 ta/abo P-gp.



Bnaue uuk10cnopuHy Ha iHwi Aikapcvki 3acobu

[[MKIOCIIOPUH MOKe 3HMKYBATH KIipeHC DUTOKCUHY, KONXIIIMHY, IPeOHi30/I0HyY, iHri6iTopiB [MT-
KoA-penmykTasu (CTaTHHIB), €TOMO3UAY, alicKipeHy, 603eHTaHy Ta gabiraTpaHy.

CunbHa iHTOKCHUKAIlif HallepPCTSHKOIO CIIOCTepiragacs MpoTATroM KilbKOX [HIB IiC/Is MOYaTKy Teparii
[IUKJIOCTIOPUHOM Y [OesIKUX Nalli€HTiB, IKi OTPUMYyBai AUTOKCUH. [T0BifOMIISAIOCS PO OTEHLian
IIMKJIOCTIOPUHY TIOCUJTIOBATH TOKCHUYHI eheKTH KONXIIMHY, TaKi K MiomaTis Ta HeHpomarisi, 0CoO6IMBO
y THalli€HTiB 3 HUPKOBOIO OUCQYHKIII€IO0.

Y Meguunux nmyoOmikalisgx Ta MOCTMapKeTUHTOBUX MOCTIIXKEHHSIX OMHUCAHO BUTAOKK MiOTOKCUYHOCTI,
BKJTIOHAIOYX M’s130BUH 6inb Ta ctabkicTb, Mio3uT Ta pabmoMioni3, y MallieHTiB, 110 MpUUMaIu
IIAKIIOCTIOPUH OOHOYACHO 3 JIOBACTAaTHHOM, CUMBACTaTUHOM, aTOPBAaCTaTUHOM, TpaBacTaTUHOM, a
TaKOXK (pyBacTaTUHOM (y PifKux Bulagkax). [Ipy ogHOYAaCHOMY 3aCTOCYBaHHI

3 IIUKJIOCIIOPUHOM [03y BKa3aHMUX CTAaTHHIB MOTPiOHO 3MEHIIUTH BIiiMIOBIIHO N0 BKa3iBOK, HABEIEHUX
B iHopMallii mpo npru3HayeHHs. Tepariio cTaTuHaM{ MOXKHa TUMYaCOBO BiIMIiHUTH MallieHTaM i3
CUMIITOMaMHu MiomaTii a0o marieHTaMm i3 GpakTopaMu pU3NKY PO3BUTKY TSIXKKUX MOPYIIEHb QYHKITI
HUPOK, BK/II0Yal0YX BTOPUHHY HUPKOBY HEIOCTATHICTB, 110 PO3BUHYIACS BHACHIIOK pabmomioizy.

OpHOYacHe 3aCTOCYBaHHS HiheOuniHy 3 MUKIOCIIOPUHOM MOXKe MTPU3BECTH N0 30i/IbIIeHHS YaCTOTH
rimeprasii SiCeH MOPIiBHSHO 3 TAKOI0 ¥ pa3i IPUUOMY TiJIbKU LUKJIOCIIOPUHY.

[Ticns cymicHOTO mpu3HaYeHHS IUKIIOCIOPUHY Ta sepKaHiouniHy 3HaueHHSI AUC 0CTaHHbOTO
36inmbinyBanocs y 3 pa3u, a 3HaueHHss AUC nukocnopuny migsuinyBasnocs Ha 21 %. Tomy ciin
YHUKATH OJHOYAaCHOI'0 3aCTOCYBaHHA IMKJIOCIIOPUHY 3 JIepKaHiAumiHoM. [TpuiioM LHUKIIOCIIOPUHY
yepe3 3 FOOUHM IiCId JIepKaHiguIiny He npu3Bogus g0 3MiH AUC octaHHBOTO, ane 3HayeHHd AUC
ITUKJIOCIIOPUHY MigBuUIyBanocs Ha 27 %. Tomy maHy KoMOiHallif0 CJTiff 3aCTOCOBYBATH 3 00€PEXKHICTIO
3 iHTepBanoM MiX IPUIHOMOM JliKapChKUX 3aco0iB IIoHaiMeHIIe y 3 TOOUHMU.

[lepeBary crif BigmaTH aHTUTiEePTEH3UBHOMY 3aco0y, IKui He Ma€ papMaKOKiHETUUHUX B3aEMOIH
3 IJUKJIOCIIOPUHOM.

[licris omHOYACHOIO BBEeIEHHS LUKIIOCIIOPUHY Ta ajliCKipeHy crocTepiranocs 3pocTtaHHs C, .
arnickipeny, cyoctpaty P-gp, mpubnu3Ho y 2,5 pa3a ta 3pocranHs AUC npu6iau3Ho y 5 pa3iB. OgHak
dbapMakoKiHeTUYHUN TPODiNb IIMKIIOCIOPUHY HE 3a3HAaBaB CYTTEBUX 3MiH.

OnHouacHe 3aCTOCyBaHHA fabiraTpaHy eKCTeKCUIAaTy TaK0XK He PeKOMeH[0BaHe depes iHribyouy
aKTHBHICTh IIUKJIOCTIOPUHY BigfHOCHO P-gp. [JabGiraTpad Mae By3bKHl TepaleBTUUYHUM iHAEKC, a
HiABUIIEHHS KOHI[EHTPAIlil B IJIa3Mi KPOBi CYyIIPOBOAXKY€ETHCS MigBUIIEHUM PU3UKOM KPOBOTEUI.

BcraHoBneHO, 1110 OMHOYACHE 3aCTOCYBAaHHS AUKIIO(DEHAKY Ta IUKIOCIOPUHY TPU3BOAUTE [0
3HAYHOT'0 3POCTAHHS 0i0MOCTYIIHOCTI IUKITOPEHaKY 3 MOXKIMBUM PO3BUTKOM HUPKOBOI
HEJ0OCTATHOCTI, 110 Ma€e 000pOTHUH XapakTep. HaiOinbuI BiporigHo, 1110 I1e 3pOCTAaHHS CIPUYNHEHE
3HUKEHHSIM BHCOKOT0 epeKTy «IIepIIOTo IIPOXOMKeHHI» nuKIodeHaKy. OgqHOoYacHe 3aCTOCYBaHHS
ruknocnopuny Ta HII3TI, mo MaroTh HU3bKUM e(PEKT «IIepIIoro MPOXOAXKeHHI» (TaKuX K
alleTUICANIIMIIOBa KUCJIO0Ta), IK IIPaBUJI0, He IOB’sI3aHe 3i 3pOCTaHHSAM iX 0i0gOCTYIIHOCTI.

[TigBUIleHHS CUPOBATKOBOTO KPEaTHHIHY CIIOCTEPIrajgocs Iif 4ac AOCHiAXKEHb IIPA OGHOYaCHOMY
3aCTOCyBaHHI eBepoiMycy abo CUpOJIiMyCy Ta IOBHUX 103 IIUKJIOCIIOPUHY Y BUTJIAM1 MiKPOEMYJIbCil.
Lleit edeKT yacTo Mae 0OOPOTHUM XapaKTep MIPH 3MEHIIeHHi 103 IUKIIOCIOPHHY. EBepoiMyc Ta
CHPOJIIMyC NHIlle He3HaYHUM YMHOM BIIIMBAIOTh Ha (hapMaKOKiHETHKY HUKIIOCTIOPUHY. OgHOYacHe
3aCTOCYBaHHS IIUKJIOCIIOPUHY 3HAYHO 30iIbIye KOHIIEHTPAIII0 eBePOIiMyCy Ta CUPOIIMYCY V KPOBI.



3 o6epexkHiCTIO MOTPiOHO NIpHU3HaYaTU UUKJIOCIOPKH Ta Kanii3bepiraiodi npenapaTty (HampuKiaz
Kasniit36epiratoui giypetuky, inribitopu AI1®, antaronictu perenTopis anrioren3uny II) abo
Ipernapary, 10 MiCTSTh KaJjlii, TOMY III0 Ile MOXe IIPU3BECTH [I0 3HAYHOr0 30i/IbIIeHHS PiBHS KaJlilo y
CHPOBATIIi KPOBI.

LIMKJIOCTIOPHH TaK0K MOXe 30iIbIIyBaTH I1Ia3MOBi PiBHI penarniHigy, TUM caMuM 36ibIIyi0Yn
PU3UK BUHUKHEHHS TiMOTrTiKeMil.

CyMicHe mpu3HaueHHs 603eHMAaHy 3 ITUKIIOCIIOPUHOM 3J0POBUM NOOPOBOIBISAM Ha 35 % 3HUKYE
€KCITO3UIIiI0 IIUKJIOCTIOPUHY, IIPH IIbOMY €KCII03uIlisi 003eHTaHy 36iIbIIyETHCS TPUOIU3HO B 2 Pa3Hy.
ToMmy He peKOMeHAYETLCS CyMiCHO ITpH3HaYaTH LKUKJIOCIIOPHH 3 003eHTaHOM.

3acTocyBaHHS IIOBTOPHUX 003 aMbpi3eHMaHy Ta IUKIOCIIOPUHY 3T0POBUM NOOPOBOIBIISIM
IIPU3BOMUIIO [I0 MiIBUILIEHHS eKCIo3ullil aMmOpiseHTaHy IPUOIKU3HO ¥ 2 pa3H, TOML SK €KCIO3UIIis
IIMKJIOCIIOPUHY IIOCUIIOBaiacs He3HauyHo (mpubnu3Ho Ha 10 %).

B OHKOJIOTiYHMX XBOPUX IIPU CYMICHOMY 3aCTOCYBaHHI BHYTPILIHEOBEHHUX (OPM AHMPAYUKAIHOBUX
aHumubiomukie (Hanpukaad 0okcopybiluHy, MimokcaHmpoHy, 0ayHopybiuuHy) Ta IyxKe BUCOKUX H03
ITUKJIOCIIOPUHY CITOCTepirasiocs 3HayHe IiIBUIIEeHHS eKCI03UIlil aHTPalUKIiHOBUX aHTUOIOTHKIB.

ITuzokcuH, koaxiyuH, iHeibimopu I'MI'-KoA-pedykma3su. Skiio O6yab-siKu# i3 1ux JiKapchKuXx 3acobiB
NPU3HAYAETHCA ONHOYACHO 3 npemnapatoM CangiMmyn Heopan®, HeoOXigHui peTenbHUI KITiHIYHKHA
MOHITOPUHT, 100 3[iMCHUTH PaHHE BUSBIEHHS TOKCUUHUX e(EeKTIB Ta IOfablle 3MEHIIIEHHS 03U
abo BigMiHU Ipemapary.

B3aeMogisa nmikapChKUX IIpenaparTiB YacTillle CIIOCTEPIraeThCs y Malli€eHTiB JIITHHOTO BiKYy.

[Tig yac Tepanii nuKIOCTIOPUHOM e(PEKTUBHICTh BaKLIMHAallii MoxKe OyTu 3HUXKeHa. Cif yHUKaTH
3aCTOCYBaHHS XUBUX 0C/TabeHUX BaKIUH.

Himu
IocmigXeHHs JTiKapchbKOol B3a€MO{Iii TPOBOAMIN 3 y4aCTIO BUHSTKOBO HOPOCIIUX TAlli€HTIB.
Oco06.1ueocmi 3acmocyeaHHs1.

CanpgimyH Heopan® npu3HayaroTh JIMIIE JIiKapi, AKi MalOTh JOCBi IPOBEeNeHHs iMyHOCYIIPECHBHOI
Teparii i MoXyTh 3a6e3MeunTy NPOBeeHHsI HeoOXiqHUX NONaTKOBUX 00CTEXKEHDb (PeryisipHe ITOBHE
00’€EKTUBHE [OCITiIZKEHHS, KOHTPOJIb apTepialbHOT0 TUCKY, TabopaTopHi mochimxkenHs). ITamienTy,
SIKi TIepeHeC/Ix TPaHCIUIAHTalio i mpuiiMaTs CanniMmyH Heopan®, moBuHHI nepeGyBaTH TilbKH y THX
MeJUYHUX 3aK/Iafax, 1o 3abe3neyeHi HeoOXigHUM 1ab0paTOPHUM Ta MEJUYHUM YCTATKyBaHHSIM.
Jlikapio, BifmoBigaabHOMY 3a MPOBEfEeHHS MiATPHMYI04O0l Tepallil, C/Iifl HafaTy BCio iHdopMalliio,
HeoOXiIHy [JIg IPaBUJIbHOTO NOTJIANY 3a MalliEeHTOM.

BcMoOKTyBaHHS iHTiI0ITOPIB KanblMHEBPUHY MOXKe [TOPYIIYBaTUCh V MAI[i€HTIB 3 UUCTUYHUM (ibpo30M.

[Tomi6HO mo iHIIMX iIMYHOCYTIPECAHTIB, IMKJIOCIIOPYH IiBUIIY€E PU3UK PO3BUTKY JTiMGPOM Ta iHIIHUX
37I09KiCHUX ITyXJIMH, 30KpeMa IyxJIMH IIKipu. HeoOXigHO MPOBOOUTHU peTyisipHi 00CTeXKeHHS
TaIi€HTIB, IKi TPUBaNKiA 4ac oTpuMykoTh CanaimyHn Heopan®, mis 3a6e3nedeHHs paHHbOI
miarHoCTHKH. JIiKyBaHHS HEOOXigHO BIIMiHUTH, SIKIIIO AiarHOCTOBAHO IepeapaKoBuil cTaH abo
NyXJIUHY. € NiACTaBU BBaXKaTH, 110 MiABULIEHUY PU3UK I10B I3aHUN 31 CTyIIeHeM Ta TPUBAJIICTIO
iMyHOCYyTIpecii, a He i3 3aCTOCYBaHHSAM KOHKPETHUX 3aCO00iB.



ToMy miKyBaHHS 3TigHO 3 PEKUMOM, IO BKIIIOYAE KifTbKa iMyHOCYIIPECaHTIB (Y TOMY YHCITi
IIMKJIOCTIOPHH), CJIifl 3aCTOCOBYBaTH 3 00€peXkKHICTIO, OCKIJIbKM 11e MOXKe MPU3BECTU OO0 PO3BUTKY
niMmdornpomidhepaTUBHUX PO3TIafiB Ta MYXJIMH COMIHUX OPTaHiB, iIHKOJIHU 3 JIeTAJIbHUM HaCJIiZKOM.

3 orsAny Ha NOTEHLIMHUY PU3UK 3/105KICHIUX HOBOYTBOPEHb IIKIpU NallieHTaM, gKi IpUUMaoTh
CanpgimyH Heopan®, 30KpeMa THUM, XTO JIiKYETbCS 3 IPUBOMY IICOPia3y Yy aTOMIYHOrO JepMaTHTY,
HeoOXiHO PEKOMEHyBaTH YHUKATH HafIMipHOTO BIJIUBY COHSYHOTO IPOMiHHS 0€3 HaJIeXKHOT0
3axXuCTy 1 He IPUKUMAaTHA OGHOYACHO ONPOMiHEeHHS ynbTpadioneToBuMu npoMeHsaMu B uun PUVA-
doToxiMioTeparil.

IHpekuii

4K i1y pasi 3aCTOCyBaHH4 IHIINUX IMyHOCYIIPECAHTIB 3aCTOCYBaHHS LIUKJIOCIIOPUHY IIPU3BOOUTE 10
PO3BUTKY pi3HUX OaKTepialbHUX, TPHOKOBUX, Tapa3uTapHUX Ta BipyCHUX iH(EKIIiii, 4acTo 3 y4acTio
OTIOPTYHICTUYHUX MTQTOTEHIB. Y Malli€eHTiB, SKi OTPUMYIOTh IIUKJIOCIIOPUH, OYJI0 BUSBIIEHO aKTHUBAIIiI0
JIaTEHTHOI iH(eKIIil moIioMaBipycy, 10 MoXKe IIPHU3BECTH N0 BUHUKHEHHS HedpomnarTii, OB’ g3aHol 3
nosniomaBipycoM (PVAN), 30kpema BK-Bipycuoi Hedpomatii (BKVN) ab6o nporpecyoydoi
MynbTU(OKABHOI JTelikoeHIledanomnarii, mos’s3axoi 3 JC-sipycom (PML). Li mpo6neMu 4yacTo
BTOPUHHI BiTHOCHO BMCOKOI iMyHOCYyTIpecil i ix cnig po3rnapmaTy y oudepeHIiiHiil fiarHocTuii
iMyHOCYTIpDECHBHUX TIAIli€HTIB i3 MOTipuIeHHSAM QYHKIII HIPOK a00 HEBPOJIOTIYHUMH CUMIITOMaMH.
[ToBimomusiniocst PO cepiio3Hi Ta/abo netanbHi Hacaigku. [1IoTpiGHO BUKOPHUCTOBYBaTH e(eKTHBHI
npodiTakTHYHi Ta TepameBTUYHI cTpaTerii, 0co6IMBO MallieHTaM, 5Ki MOTPe0yTh 6araTropa3oBoi
INOBrOTPUBAJIOL IMyHOCYIIpECUBHOL Teparil. CIil 3MeHIIUTH 3arajbHy iIMyHOCYIIPECiIO y IAIli€HTIB 3
PVAN a6o PML, ane 3HUKeHa iMyHOCYIIPECis TaKOXK MOXKe IIOCTAaBUTH IIif] 3aTrPO3y TPaHCIIJIaHTaT.

TokcuyHull 8naue Ha HUPKU

[IpoTAroM HepIIyx [eKiTbKoX THXKHIB TiKyBaHHA npenapatoM CanpgiMyH Heopan® gactuM Ta
IIOTEHIIINHO CEPUO3HUM YCKIIafHEHHAM € MiIBUIIEHHS PiBHIB CUPOBAaTKOBOI'O KPEaTUHIHY Ta
ceuoBuHH. 1i QyHKIIOHANIBbHI 3MiHM 3a/€3KaTh Bifl 103U i MalOTh 060POTHUI XapaKTep, 3a3BUYai
[TIOKa3HUKH ITIOBEPTAIOTHCS 10 HOPMAaJlbHUX 3HAYEHb 3i 3HUKEHHSIM O03HU. Y NesSKUX IallicHTiB
[OBrOTpUBaJie 3aCTOCYBaHHA IIpenapaTy MOXKe IIPU3BECTH [0 MIOABU CTPYKTYPHUX 3MiH Y HUPKax
(HampuKIaf o iHTepcTULianbHOTrO0 (Bibpo3y), AKi Cim Bimpi3HATH Big 03HAK XPOHIYHOTO
BiITOPTHEHHS y MAIli€HTiB i3 TPAHCIIAHTOBAHO HUPKOW. TaKMM YHHOM, HEOOXiTHUM € YaCTUi
MOHITOPHUHT (DYHKIIil HUPOK 3TiIHO 3 MiCI[eBUMHU PeKOMEH[AIliSIMU Ta 3 ypaXyBaHHAM KOHKPETHUX
II0Ka3aHb [0 MPU3HaYEHHS JTiIKapChbKOTO 3aco0y.

I'enamomoxcuyHicmb

CanpgimyH Heopan® Takox MOXe CIPHYMHUTH [0303a/eKHe 000pOTHE MiBUIeHHs PiBHA GiTipy6iny
y CUPOBATIIi KPOBi, iHOAI - MiABUIIEHHS PiBHIB (hepMEHTIB NTe4YiHKHU. ICHYIOTh 3allMTaHi Ta CIIOHTAHHI
IIOBIOMJIEHHS IIPO I'ellaTOTOKCUYHICTD Ta YpaXkKeHHs [IeYiHKY, BKIII0Yal0UU X0JIeCTa3, JKOBTAHULIIO,
renaTUT Ta IIe4YiHKOBY HEOCTATHICTD, V MAlll€HTIB, AKi OTPUMYBaJIU JIIKyBaHHS LIUKJIOCIIOPUHOM.
BinpimicTe mOBiKOMIIEHb CTOCYBAIUCS MAL[IEHTIB i3 CYTTEBUMU CYIyTHIMU 3aXBOPIOBAHHSIMY,
OCHOBHUMMM TATOJIOTiYHUMHU CTaHaAMU Ta iHIINMU OOHOYACHO AifouuMU (HaKTopaMu, y TOMYy YHCIIi
iH(peKUiMHUMY YCKIagHEHHSIMU Ta CyNyTHIM MeIUKaMeHTO3HUM JIiIKyBaHHSAM 3 IOTEHIaIOM
renaTOTOKCUYHOCTI. Y JesgKuX BUIIagKaX, IepeBakHO Y Malli€HTIB i3 TpaHCIJIaHTaTaMH,
IIOBiAOMIISIIOCS PO JIe€TaabHi HaCHigKu.

[ToTpi6HO MPOBOOUTH PETYISPHUM KOHTPOJIb BiATIOBITHUX MOKA3HUKIB QYHKIII MeYiHKY, SKIIIO0
HeoOXiTHO, 3MEHIIIUTH 03y V Pa3i BigxuneHb 1IUX MOKa3HUKIB Bifl HOPMHU.



ITauieHmu aimHb020 BiKYy (8i0 65 pokis)
Heo0ximHO 0c00IMBO pETENbHO KOHTPOJIIOBATU (DYHKIIiI0 HUPOK Yy MAalli€eHTiB JITHLOTO BiKYy.
MoHimopuHe pigHi8 UUK/I0CNOPUHY

IIpu 3acTocyBaHHi npenapary CagaiMys Heopan® marieHTaM micis TpaHCIJIAHTALil BaXK/IHBUM
3axofoM 0e3IeKU € CUCTEMATUYHUM MOHITOPUHT KOHIIEHTpallil IXKJIOCIIOPHHY V KpoBi. PiBHi
[IUKJIOCTIOPUHY y KPOBi HallKpallle BU3HA4YaTU 3 BUKOPUCTaHHAM CIeLU(PIiYHUX MOHOKJIOHATBbHUX
AQHTUTIN (BU3HAUYEHHS KiJTBKOCTI He3MiHEeHOro IIpenaparty). [IpoTe MoXKHa BUKOPUCTOBYBATH 1
BHCOKOe(eKTHBHY piguHHY XpoMaTorpadito (BEPX) (Takox {71 BU3HAUYEHHS KiJTbKOCTi HE3MiHEHOTO
npemnapary). [Ipu KinbKicCHOMY BU3HauYeHHi y ma3Mi KpoBi abo cupoBaTili MOTPiGHO 3aCTOCOBYBATH
CTaHOAPTHUM METOJ PO3TiNeHHs (4ac i TeMIepartypa).

Y peuumi€eHTiB 3 TPAHCIIJIAHTOBAHO [I€YIHKOI KOHTPOJIb PiBHIB Y KPOBIL Ha [T0YATKY JIIKYBaHHS
moTPiOHO MpoBoaUTH a00 3a MOIIOMOTI00 TilTbKH CIIeIruMivyHNX MOHOKJIOHATBHUX aHTHUTIN, abo 3a
OOTIOMOTOI0 ITapaiefIbHuX BU3HAUYEHb 3 BUKOPUCTAHHAM creluivHux i HecnenupidyHux
MOHOKJIOHa/IbHUX aHTUTIN I TOTO, 1100 3a0e3MeYuTH BiATIOBIAHUN CTYIIiHb IMyHOCYTIPECii.

Takox moTpi6HO aMm’siTaTy, 1110 PiBEeHDb IIUKJIOCIIOPUHY y KPOBI, I1a3Mi abo CUpOBaTIli € TiIbKU
OOHUM i3 OaraTh0X YMHHUKIB, 0 BIIJIMBAIOTh Ha KJIiHIYHUY CTaH nalieHTa. ToMy pe3ynbTaTy CJIif
PO3TJISiOATH JIUIE B KOHTEKCTI IJIOTO PSAy iHIIUX KITiHIYHUX i 6i0XiMiYHUX MOKA3HUKIB.

MoHimopuHe apmepiasibH020 MUCKY

IIporsirom nikyBaHHS npenapaToM CanpmiMyH Heopan® HeoOXigHO PEryIspHO KOHTPOIIOBATH
IIOKa3HUKM apTepialbHOT0 TUCKY. fAKINO BUSBUTLCS HAsIBHICTh apTepiaibHOI TinepTeHsii, ciig
IIPOBECTH BIfIIOBigHE JIiIKyBaHHA [J151 3HUXKEHHS apTepianbHOro TUCKY. [lepeBary ciif HagaBaTu
AQHTUTINEPTEH3UBHUM JIiIKapChbKUM 3aco0aM, I110 He BIUIMBAIOTh Ha (GapMaKOKiHETHUKY IIUKIIOCIIOPHUHY,
HallpUKJIaf iCpaguIiiny

ITiosuw,eHHA pigHiB sinidie y Kposi

By oKpeMi IOBiOMJIeHHs IOf0 JiKyBaHHs npenapaToM CanaiMmyHn Heopan®, mos’s3aHi 3
He3HAYHUM MigBUIIEHHSIM JiMifgiB ¥ KpoBi, sike Masio 060poTHUH XapaKTep; PiBHi imifiB Heo6XigHO
BUMIpIOBaTH [0 Ta yepe3 1 Micsaup micnisa moYaTKy JIiKyBaHHS. Y pa3i BUSABIEHHS MiABUIIEHOTO PiBHS
JIiAiB Cif 3MEHIIUTH YacCTKY XKUPIB y pallioHi Ta, AKI0 HEOOXimHO, 3MEHILIUTH 03Y.

TI'inepxaaiemin

[Tpu npuitoMi HUKJIOCTIOPUHY 3POCTAE PU3UK BUHUKHEHHS TinepKaniemii, 0co6/IMBO y MaIlieHTiB i3
HUPKOBOIO IUCOYHKIIE. 3 00epeKHICTIO IPU3HAYaTH IUKIOCIIOPUH Yy KoMOiHarii 3
KaJjiii3bepiraloyuMy npernapaTaMy (Hampukiap 3 KajilidbepiraiouuMu giypeTukamu, inribitopamu
aHTi0TEH3UHIIEPETBOPIOBAIbHOTO (PePMEHTY, aHTaroOHiCTaMU pelenTopiB aHrioTeH3uny II) abo
IpenapaTaMy, 10 MIiCTATh Kail, abo mariernTaM, 9Ki nepeOyBaloTh Ha Hi€Ti, 6araTiii Ha BMICT KaJlilo.
Y Takux BUNagKax PEKOMEHI0BaHO KOHTPOJIOBATU PiBHI KaJlilo.

I'inomazHiemisn

[TpuitoM LMKJIOCIIOPKHY IMiABUIIY€E €KCKPEIlil0 MarHiio, 110 MOXKe IIPU3BECTHU A0 PO3BUTKY
CHMIITOMaTUYHOI rimoMarHieMii, HacaMIepes y IepuTpaHCIaHTaliiHu nepiof. IIpoTarom
MIePUTPAHCIIJIAaHTALliMHOT 0 IIePioly PeKOMEHA0BAHO IPOBOAUTHA KOHTPOJIb PiBHSA MarHil0 y CUPOBaTLI
KPOBi, HacaMIiepey SIKII0 CIIOCTePiraloThCs HEBPOJIOTiuHI cuMnTOMHU. fKIo 11e 6yme BU3HAHO 3a



HeoOXiHe, OJaTKOBO CIIif] TPU3HAYUTH IIperapaTd MarHilo.
I'inepypukemis

[Tpu niKyBaHHI XBOpHUX 3 TinepypukeMi€eio HeoOxifHa 00epexkKHiCTh.
2Kuei ameHyti08aHI BaKUUHU

[1ig 9ac mikyBaHHS LKUKJIOCIIOPMHOM BaKIIMHAIliS MOXKe BUSIBUTHUCS MeHII e()eKTUBHOIO, a TaK0XK
HeoOXiTHO YHUKATH 3aCTOCYBaHHS KUBUX aTeHYMOBAHUX BAKIUH.

B3aemoolii

Crnip 3 06epeXHiCTIO MpU3HAYATH ITUKIJIOCIIOPUH OOHOYACHO 3 JIIKAPChKUMHM 3aCc06aMH, 1110 3HAYHO
HigBUINYIOTH a00 3HUKYIOTh KOHIIEHTPALIif0 IMKJIOCIIOPUHY Y IJ1a3Mi KpoBi Yyepe3 iHri0yBaHHS abo
ingykimito CYP3A4 Ta/abo P-ruikonpoTteiny (muB. po3ain «B3aeMopist 3 iHIMME TiKapChKUMU
3aco0aMu Ta iHIII BUOU B3a€MOLOIN»).

Heo06ximHO TPOBOAUTH MOHITOPHUHT 1110/10 He(PPOTOKCUYHOCTI MpHY MIpH3HaYEHHI IUKJIOCIIOPHHY Pa3oM
3 aKTHBHUMU PEYOBMHAMH, 10 MiBUIIYIOTh KOHIIEHTPALIil0 IUKI0CIOPUHY ab0 IPOSBIISIIOTh
CHHEpPri3M y po3BUTKY HepOTOKCHUHOTO ePeKTy (OuB. po3mdin «B3aeMopmis 3 iHIMMY JTiKapChbKUMU
3aco0aMu Ta iHIII BUOU B3aEMOMIN»).

Crip yHUKaTHA OOHOYACHOTO 3aCTOCYBaHHS LIUKJIOCIIOPUHY 1 TaKpOJIiMycCy (OuB. po3ain «B3aeMonis 3
iHIMMMY TiKapChKUMU 3ac00aMu Ta iHIIi BUOU B3aEMOMIN»).

[TukmocmopuH € inribitopom CYP3A4, MynbTUIiKapPChKOT0 e(IIIOKCHOTO ITePEHOCHUKA
P-roikompoTeiny Ta opraHiyHUX aHioHIB TpaHcnopTHUX OinkiB (OATE) i MoxKe migBUIYBATH IIa3MOBI

KOHIIEeHTPaIlil 0qHOYaCHO IPU3HAUYEeHUX JIiIKapChKUX 3aco0iB, 110 € cyOcTpaTaMu HaHOTO GEPMEHTY
Ta/ab0 mepeHOCHMKA, TaKuX gK fabiratpas, amickipeH Ta 603eHTaH. Ciig 6yt 00epeXkHUM MpU
OJHOYAaCHOMY 3aCTOCYBaHHI IIMKJIOCIIOPUHY 3 TAKHMHU JIiKApCHbKUMHU 3aco0aMu ab0 YHUKATH 1X
CyMicHOro mpu3Ha4yeHHs (OUB. po3min «B3aeMomis 3 iHITMMY JTiKapChbKUMU 3ac00aMu Ta iHIII BUOU
B3aeMO[Iif»). LIMKIIOCTIOPHUH MTOCUITIOE eKcro3ulito inribiTopiB 'MI'-KoA-penykTa3u (ctaTusi). [1pu
OIHOYaCHOMY 3aCTOCYBaHHI 3 IMKJIOCIIOPMHOM 03y CTAQTUHIB CJIif 3MEHIIIyBaTH; CYMiCHOTO
3aCTOCYBaHHSA 3 AEeIKUMHU CTaTUHAMU CJIil YHUKATH 3TiTHO 3 peKOMeHalliaMU, 3a3HauYeHUMU B
iHCTPYKIIiAX A1 MEIAYHOT0 3aCTOCYBAHHS LIUX JIiKapChKUX 3aco0iB. Tepamiio ctaTuHaMu HeoOXimHO
TEMYacoBO a00 OCTaTOYHO IPUNMHUTHU MAI[iEHTaM 3 03HaKaM¥ Ta CUMIITOMaMH Miomnartii abo
HasIBHICTIO (paKTOPiB PU3UKY PO3BUTKY TSIKKOTO ypaXKeHHS HUPOK, BKJII0OYal04i HUPKOBY
HEeHOoCTaTHICTh Ha TJii pabgomioni3y (muB. po3min «B3aemopmis 3 iHIIUMU TiKapChbKUMU 3aco0aMu Ta
iHITTi BUW B32€MOIIN»).

[TamieHTH i3 Mcopia3oM MOBUHHI YHUKATH OJHOYACHOI'O 3aCTOCYBAaHHS OeTa-agpeHo6I0KaTopiB abo
OlypeTuKis.

Ocob.ugi 0onomidxicHi peuosuHu

Canpgimyn Heopan® MiCTUTE TifporeHizosany puimHOBY ofifo «ITomiokcui 40», 1o Moxe
CIIDUYUHUTHU LIJIYHKOBI PO3J/Iafu Ta giapero.

ITepopanbHi nikapceki Gpopmu npenaparty CanpiMys Heopan® mictsaTs nputnusso 12 % (06.)
etanony. Jo3a 500 mr npenapaty CarpmiMmyn Heopan® micTuts 500 MI eTaHOMY, 1[0 € eKBiBaIeHTOM
npubnau3Ho 15 My nuBa yu 5 Mi1 BuHa. Lle MoXe 3alIKOAUTH 3aJIeXKHUM Bifl aJIKOT0JII0 TallieHTaM i
noTpebye BpaxyBaHHS MIPHU JIiKyBaHHI BariTHUX Ta XKIiHOK, SIKi TOAYIOTh TPY/MII0, MAIliEHTIB i3



IIeYiHKOBUMHU 3aXBOPIOBAHHSIMM YU €ITINIETNICI€I0, a TAKOXK IIPX 3aCTOCYBaHHI Mpenapary OiTsSM.
ITodamxkoei 3anobidxcHi 3axo0u npu He Noe’s13aHUX 3 MPAHCNAAHMAMAMU NOKA3AHH X

[TanieHTaM i3 nopymeHHAM QYHKIlil HUPOK (3a BUHSITKOM IAI[iEHTIB i3 HEPOTHUUYHUM CUHAPOMOM i3

IPUUHATHAM CTyIIeHEM HHPKOBOI HEJJOCTATHOCTi), HEKOHTPOJILOBaHOI0 apTepiasbHOIO TilepTeHsieo,
HEKOHTPOJIbOBAHUMH iHGEKILisIMU a00 3NMOSKICHUMY MyXJTUHAMU Oy[b-SKOT0 TUIY HE CIIif IpuiMaTi
LIAKJIOCTIOPUH.

[To mouyaTKy JiKyBaHHS CIIiJ IPOBECTH HaMilHy OLIHKY T0YAaTKOBOI (PYHKII HUPOK IIJITXOM
IIIOHaMMEHIIlEe IBOX BUMIPIOBaHb PO3PaXyHKOBOI MIBUAKOCTI Ky6oukoBoi dinbrpauii (pIIK®). Yacte
IIPOBeleHHs OLiHKY (QYHKII HUPOK IIifl Yac Teparii HeoOXigHe OJIs MPaBUILHOTO KOPETyBaHHS [03.

Llodamkoei 3anobiscHi 3axo0u npu eH0o2eHHOMY yseimi

[ToBimOMIISINIOCS TPO MOZK/IMBUM 3B’SI30K MiXK IIUKJIOCIIOPUHOM Ta HEBPOJIOTIYHKMMU MIPOsIBAMU
cungpomy Bexuera. CanmiMys Heopan® ciin 3 06epekHiCTIO IpH3HavaTy HallieHTaM i3 CHHIPOMOM
bexyeTa npy HasIBHOCTI HEBPOJIOTIYHUX MIPOsBiB. CIlifl MPOBOJUTHU PETEJIbHUN MOHITOPUHT
HEBPOJIOTiYHOTO CTATyCy TaKuX 0cCio.

[lodamxkoai 3anobidxcHi 3axo0u npu HeppPoOmMuyYHOMY CUHOPOMI

[NTauieHTaM i3 nopymeHHAM (QYHKIII HUPOK Ha IOYaTKOBOMY PiBHI CIIOYATKY CIIif IPU3HAUYUTH JO3Y
2,5 Mr/Kr Ha o0y i 3milficHIOBaTH [yXKe peTebHUYM MOHITOPUHT.

Y mesIK¥X MAIi€HTiB MOXYTh BUHUKHYTH TPYOHOIII 3 BU3HAYEHHSAM IHIYKOBaHOI IIpenapaToM
CanpiMys Heopan® HUpKOBOI A¥COYHKII yepe3 3MiHM GYHKIII HUPOK, COPHYKHEH] BlIacHe
He(POTUYHUM CHHAPOMOM. LM MOSICHIOETHCS, YOMY Y PIOKICHUX BHIIafKaX acCOIilioBaHi 3
npenapatoM CanpgiMmyH Heopan® cTpyKTypasbHi 3MiHH Y HEPKaX CIIOCTEPIralThCs 6e3 MiIBUIeHHS
PiBHS KpeaTHHiHY y cupoBaTii KpoBi. CIlif po3riIsHyTH MOXKJIUBICTh IPOBENeHHS 0ioICcii HUPOK y
TallieHTIB 3i cTepoig3aie’XHoi0 Heponarielo 3 MiHiManbHUMY 3MiHaMU, B SKUX Tepalis IpenapaToM
CanpimMys Heopan® Tpusana Gineimre 1 poky.

Yac Bifg yacy HagXOAMWIN MOBIAOMJIEHHS IPO BUHUKHEHHS 3JI0SIKICHUX MyXJIMH (BKJIIOUAI0YU
XOIXKKIHCBKY JiM(pOMY) y TaALi€HTIB i3 HEHPOTUUHUM CHHOPOMOM, SIKi OTPUMYBa/IH JTiKyBaHHS
iMyHOCyTIpecaHTaMH (BK/II0HUAI04YU IUKIOCIOPUH).

I[lodamkoei 3anobiscHi 3axo0u npu peemamoioHomy apmpumi

[Ticns 6 MicsuiB Tepamil GYHKIIiI0 HUPOK MOTPiOHO BU3Ha4YaTH KOXKHi 4-8 THXKHIB 3a/1eKHO Bif
cTabiNbHOCTI 3aXBOPIOBAHHS, OMHOYACHOTO MEAMKaMEHTO3HOTO JIIKyBaHHS Ta CYIYTHIX 3aXBOPIOBaHb.
Yacrimi gociigKeHHs HeoOXiHi Py MifABUIeHH] 1031 npenapaTy CarmiMyn Heopan® a6o micns
II0YaTKy ONHOYACHOTO JIIKyBaHHS HECTEPOIJHUMHU NIPOTH3analbHUMU NIpenapaTaMy 4d y pasi
MIiABUINIEHHY IX IO3.

BimMiHa nmpemapaTy Takox Moxe OyTy HeoOXiHOIO, SIKII0 apTepianbHa TinepTeHsis, 0 BUHUKIIA Ha
TJIi Tepartil npenapatoM CaHOIMyH Heopan®, He IiITaeThCa KOHTPOIIIO 3a JOIIOMOI'0I0 BiflTOBiMHOI
AHTUTIEePTEH3UBHOI TepaIrii.

4K i mpu TpUBaAJIOMY 3aCTOCYBaHHI iHIIMX iIMyHOCYIIPECUBHUX JIiKapChKHUX 3ac00iB, CIIiJ BpaxoByBaTH
TigBUIIEHUN PU3UK JTiMbonpornipepaTuBHUX po3namiB. OcobmuBoi 00epekHOCTI BUMarae
3acTocyBaHHA npenapaty CanpmiMyH Heopan® y KoMGiHaIlil 3 METOTPEKCATOM 4epe3 CHHepTiuHy
He(POTOKCUYHY Hif0.



I[lodamkoei 3anobisxcHi 3axo0u npu ncopiasi

[IpunuHeHHs Tepanil npenapatoM CasgiMmyH Heopan® peKoMeHAy€eThCS, SKIIO apTepianbHy
rinepTeHsiio, 0 BUHUKIIA Ha TIi TiKyBaHHs npenapaToM CanaiMyH Heopan®, He BIa€ThCA
KOHTPOJIIOBATH 3a JOTIOMOTO0I0 BigITOBigHOI Teparril.

JIikyBaHHS MAIiEHTIB JIITHLOTO BiKYy CJIifl MPOBOJUTH BUHSITKOBO IIPY HASBHOCTI iHBaIiAn3y04Yux Gopm
1Icopia3dy Ta 3a YMOBU 0COOIMBO PETEILHOTO MOHITOPUHTY (PYHKIII HUPOK.

[ToBimOMIIANIOCS IIPO PO3BUTOK 3/I0KICHUX HOBOYTBOPEHS (30KpeMa LIKipH) ¥ MallieHTiB 3 IICopia3oM,
SKi IpUMMany UKIOCIOPHUH K CTaHAAPTHUY IMyHOCYIIDECUBHUY TepaneBTUYHUY 3aci0. HeTtumogi
71 TIcopia3y MIKipHi BOrHUINA, Migo3pini Ha 370sKicHi abo mepenpakoBi 3MiHu, HiamararTs 6iomncii 1o
moYaTKy JiKyBaHHs npenapatoM Caugimyn Heopan®. ITamieHTy 3i 370IKiCHUMH Y¥ IepeIpakKOBUMU
3MiHaM¥ IIKip¥ OBMHHI IpuiiMaTy npenapat CangiMys Heopan® TilbKy micis BifIOBiZHOTO
JiKyBaHHS IIKiPHUX BOTHMUII i SKIIO iHIII BapiaHTHU YCIILIHOI Teparii BigCyTHi.

V mesiKuX MaIieHTiB 3 ICopia3oM, AKi npuiiMany npenapat CangiMmys Heopan®, BUHUKIA
niMmdonpomidhepaTuBHi po3nagy. BoHM MUHANK Micad IIBUAKOL BITMiHM IIpemnapary.

TamieHTH, sKi IpuiAMaioTh npenapar CanaiMyHd Heopan®, He OBMHHI OMHOYACHO IPUAMATH
onpoMiHeHHs ynbTpadionerosumu npomersmu B abo PUVA-doToximioTeparriio.

Llodamkoei 3anobiscHi 3axo0u npu amoniuHoMy depmamumi

[IpunuHeHHs Teparii npenapatoM CaxgiMmyH Heopan® peKoMeHAy€eThCS, SKIIO apTepianbHy
rinepTeHsiio, 0 BUHKKIIA Ha T JTiKyBaHHs npenapaToM CanniMys Heopan®, He BoaeThes
KOHTPOJIIOBATHX 3a JOIIOMOTI00 BiITOBiIHOL Teparil.

JlikyBaHHS MAIi€HTIB JIITHHOTO BiKy CJIiff MPOBOAUTH BUKJIIOYHO IIPU HASIBHOCTI iHBaMigu3ymunx ¢GopM
aTOIiYHOTO AEPMATUTY Ta 32 YMOBU OCOOJIMBO PETEILHOTO MOHITOPUHTY QYHKIIiI HUPOK.

HobposikicHa niMpameHonaTis 4aCTO acOI[IOETHCS i3 3aTOCTPEHHSIMY IIPU aTOMIYHOMY JepMAaTHUTI i
3aBXK[U MUHAE CIIOHTAHHO a0 MY 3arajJbHOMY IIOJIETIIEHHI 3aXBOPIOBaHHS.

JlimbageHomaTis, 0 CIOCTEPIraEThCA Ha TJIi TiKyBaHHS UUKJIOCIIOPUHOM, BUMAara€ peryispHOTO
MOHITOPUHTY.

fdxkmo nimdameHomnaTis 36epiraeThCst, He3BaXKaUKM Ha 3MEHIIIeHHSI aKTUBHOCTI 3aXBOPIOBAHHS,
HeoOximHO mpoBecTH 6i0ICito IK 3amobiKHUM 3axif A migTBepOKeHHS BiicyTHOCTI niMdomu.

I[Tepen THM SIK PO3IOYMHATH JiKyBaHHA npenapatoM CanpiMyH Heopan®, ciif maTé XBopoMy
Ofly2KaTH Bifl CIPUYHMHEHO] BipyCOM IIPOCTOTO TepIiecy aKTUBHOI iH(eKIil, ane Taka iHpeKIis He
000B’sI3KOBO BUMarae BifMiHU IpemnaparTy, SKI0 BUHUKAE Ha T JTiKyBaHHS (OKPIM TSIXKKUX
iHdexin).

[ndexkil wkipu, cupuuuneni Staphylococcus aureus, He CTAHOBJIATL aOCOTIOTHOTO MTPOTUIIOKA3aHHS
no Teparil npemnapatoM CaHOiMyH Heopan®, aJjie BUMararTh JIiKyBaHHS BiOIIOBIIHUMU
aHTubakTepianbHUMHU 3acobamu. Criif YHUKaTH IIEPOPaIbHOT0 3aCTOCYBaHHS €PUTPOMIIUHY, 1110, SK
BilOMO, Ma€ 3[aTHICTh MiABUIIYBaTA KOHILIEHTPALIiI0 IIUKJIOCIOPUHY V KPOBi, a y pa3i BifCyTHOCTI
anbTepPHATHBU PEKOMEHIYETLCS PETENIbHUM MOHITOPUHT PiBHIB IIUKJIOCIIOPUHY Y KPOBi, PyHKIIi1
HUPOK Ta MOO0iYHUX ePeKTiB IIUKIIOCIIOPHUHY.

IamienTaM, fIKi npuiiMaioTh npenapaT CanaiMyH Heopan®, HeoOXifHO PEeKOMEHIyBaTH YHUKATH



HagMipHOTO BIIJIUBY COHSIYHOTO ITPOMiHHS 0€3 HaJle?KHOT'0 3aXUCTy, He CJIil OMHOYaCHO NpUuiiMaTu
onpoMiHeHHs ynbTpadioneToBuMu npoMensiMmu B abo PUVA-doToximioTeparito.

3acmocyeaHHs npenapamy 8 nediampii npu He NO8’A3aHUX 3 MPAHCNAAHMAUIEH NOKA3AHHAX

3a BUHATKOM JIiKyBaHHSA HE(DPOTUYHOTO CHHOPOMY, afleKBaTHUH [OCBi 3aCTOCYyBaHHS IIpenapary
CanpimyH Heopan® BiCyTHIU; OT0 3aCTOCYBaHHS OiTIM BiKOM 10 16 pOKiB 3a He NOB’sI3aHUMHU 3
TPAHCIUIAHTAIli€l0 TOKAa3aHHSIMH, KPiM HeHPOTUYHOTO CHHAPOMY, He MOXKe OyTH PeKOMEHIOBAaHUM.

He 3acTocoByBaTH micis 3aKiHYeHHS TEPMIiHY MPUOaTHOCTI, 3a3HaYE€HOr0 Ha YIIaKOBIIi.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py0oto0.
HocnigKeHHs Ha TBapUHAX IIPOAEMOHCTPYBaJIX PENPOAYKTUBHY TOKCUYHICTD Y IIYPiB Ta KPOJIiB.

Iocsin 3acTocyBanHs npenapaTy CanmiMyH Heopan® BariTHUM XKiHKaM 00MezKeHui. Y BariTHUX
JKIHOK, SIKi 3aCTOCOBYIOTh iIMyHOCYIIPECAHTH IIiCIIS IePEeHEeCEeHO0] TPaHCIJIaHTallil, Y TOMY YHCIIi
IIUKJIOCTIOPHH, ab0 IKMM IPU3Ha4YeHO CXeMHU JIiKyBaHHS, 0 CKJIafy SKUX BXOAUTH IUKIIOCIOPUH,
iCHy€ MigBUILIEHUY PU3UK IIepefdacCHuX MOJoTiB (< 37 TUXKHIB).

Byna npoBegeHa oOMexkeHa KiNTbKiCTh CIIOCTEPekKEeHb 3a AiThMU BiKOM 0 7 POKIB, SKi MigmaBanucs
BIIJIUBY LMKJIOCIIOPUHY in utero. i giTy Manyu HOpMaabHy QYHKIII0 HUPOK Ta apTepialbHUN TUCK.

[IpoTe 3a y4acTIO BariTHUX XKiHOK He IIPOBOAUJIACS NOCIIIAXKEHHS, KOHTPOJILOBaHI HAJIEKHUM YHWHOM.
CanpimyH Heopan® He 3aCTOCOBYBaTH y IIepiof] BariTHOCTI, OKPiM BUIIA[KiB, KOJIK 04iKyBaHa KOPHCTh
O/ MaTepi IepeBulllye MOTEHIINHUYN PU3UK O moga. [1ig yac 3acTocyBaHHS y Iepiof BariTHOCTI
TaKOX CJIifl BpaX0ByBaTH HasgBHICTh €TAHONY y JTiKapChKux (popMax npemnapaty CanpimyH Heopan®.

LI¥KTOCTIOPUH NIPOHUKAE y TPyAHE MOJIOKO. Crlif Bpax0oByBaTU HAsIBHICTh €TAHOJIY Y JIIKapChKUX
dopmax npenapaty CanmiMmyH Heopan® XiHKaM y Iepiof rogyBaHHs Tpyanw. JKiHKH, SKi
3acToCOBYIOTH CaHfiMyH Heopan®, He MOBMHHI rofgyBaTy TPyAMI0 Yepe3 iMOBIpHICTh PO3BUTKY
cepro3HuxX HebaxkaHUX Peakilill, CIpUYMHEHUX MIperapaToM, y HOBOHAPOIXKEHUX/HEMOBIIAT, Ki
nepebyBaOTh Ha TPYIHOMY BUTOHOBYBaHHi. Cylif MpUIHSATY PillleHHS 100 BiIMOBY Bifl TOMyBaHHS
TPYAII0 YM IPUKMOMY JTIKapChKOro 3aco0y 3ayiexkHO Bifl BaXKJIMBOCTi 3aCTOCYBaHHS OCTAHHBOTO OIS
Marepi.

Hani mopo BrmuBy mpenapaTy CangimyHn Heopan® Ha (GepTUNBHICTD MOOUHN 00MeZKEeHi.

30amuicmb 8niusamu Ha weudKicme peakyii npu KepyeaHHi asBmompaHcnopmom abo iHwumu
MexaHiamamu.

Hani mopo BrIuBY mpenapaTy CaugimyH Heopan® Ha 3maTHICTh KepyBaTH TPaHCIOPTHHMHE 3ac06aMu
abo mpalloBaTu 3 iHIIMMU MeXaHi3MaMH BifCyTHi.

Cnoci6 3acmocyeaHHss ma do3u.

HaBepeHi miama3oHu [03 A TepOPaNbHOTO 3aCTOCYBAHHS CITifl PO3TIISIAATH JIUIE SK



pekoMeHpoBaHi. [Jo60By f03y npenapaty CanmiMyn Heopan® 3aBXau CIif AiMMTY Ha 2 IPUAOMHU 3
PIiBHMME IPOMiKKaMH 9acy MiX IpuiioMaMu. PeKoMeHnoBaHo 3acTocoByBatu Canmgimyn Heopan® 3a
yiTKUM rpadikoM 3 ypaxyBaHHSIM Yacy 00U Ta peXKUMY XapuyyBaHHS. AKIIO MPONUCAHUN PEXKUM
I03yBaHHS HEMOXK/INBO 3a0€3MeYnTH 3a NOIIOMOTI0I0 KalCyJl, 30KpeMa [Jisd MallieHTiB 3 HU3bKOI0
Macol0 Tijla, pEKOMEH0BaHO 3aCTOCOBYBATU OpaJIbHUY PO3YMH.

CanpgimyH Heopan® Moxe npu3HavaTH JIAIIE JIiKap, SKUA Ma€ JOCBI[ MPOBEeHHs iMyHOCYIIPEeCUBHOI
Tepairii Ta/abo TpaHCIIaHTAIlil OpraHis.

ITokazaHHA npu mpaHcnaaHmayii

HeoObxigHuiil peTrylIsipHUY MOHITOPUHT PiBHIB IIUKJIOCTIOPUHY B KPOBi 3@ JOIOMOTI'0I0 PafgioiMyHHOTO
aHaJi3y i3 3aCTOCYyBaHHSAM MOHOKJIOHAJIbHUX aHTUTLI. OTpUMaHi pe3ynbTaTi € MifCTaBo0 AJI
BH3HAYEHHS J03H, He0OXigHOI [JIs MOCATHEHHS I[iThOBUX KOHIIEHTPALIiM.

TpaHcnaaHmauia coaiOHUX op2aHis

[ToyaTtkoBa mo3a cTaHOBUTH 10-15 MI/Kr Macu Tina, Ky PO3NOLIIATh Ha 2 IPUUOMHU i 3aCTOCOBYIOTh
MakCUMyM 3a 12 roguH [0 TpaHciiaHTalil. [Ipotarom 1-2 TUxXHIB micns omepariil npenapaT
3aCTOCOBYIOTH LIOEHHO y TaKi¥ caMiil 031, MiCJIs YOro H03Y IIOCTYIIOBO 3HUXKYIOTH IIifi KOHTPOJIEM
KOHIIEHTpAIlil [UKJIOCIIOPUHY Y KPOBIi 3TiIHO 3 MiCII€BUM IIPOTOKOJIOM IIPOBEAEHHS iMyHOCYTIPECUBHOL
Teparil 10 JOCATHEHHS HMiATPUMY0Uo]l 103U 2-6 MT/Kr/moby (3a 2 mpuiioMu).

CanpiMys Heopan® MoXXHa 3aCTOCOBYBaTH y KOMOiHAIlil 3 iHIIMME
iMyHOCYyTIpecaHTaMU/KOPTUKOCTEPOilaMH, a TaKOXK Yy CKaAi KoMOiHOBaHOI TPHKOMIIOHEHTHOI abo
YOTUPUKOMIIOHEHTHOI Teparil. Ha mouaTKy jikyBaHHS MOXHa 3aCTOCOBYBaTH HUXKYi 03U
(HampuKIaf mepopanbHy 003y 3-6 MI/KT Ha mo0y, po3MofiieHy Ha 2 IPUMOMHU).

TpaHcnaaHmauisa Kicmkogozo Mo3ky/ npogisakmuka ma AiKy8aHHA peakyii «mpaHcniaHmam
npomu xa3siHa»

Ha mouatky Teparmii peKOMeHI0BaHYy 403y 3aCTOCOBYBATH 3a 1 100y mepen TpaHCIIaHTALIEo.

[Ipenapaty CaHfiMyH, KOHIIEHTPATY AJI IPUTOTYBaHHS PO34YUHY A iH(QY3iii, 3a3BUYall BiAaeThCs
mepeBara Ha IO4YaTKYy Teparril. PeKoMeHIoBaHa [03a [JIs1 BHYTPIlIHbOBEHHOT'O BBEIEHHS CTAHOBUTD
3-5 Mr/Kr Ha f00y. [H}y3iliHe BBeIeHHS y [AaHil 7031 MIPOOOBXKYBATH IPOTITOM PAHHLOTO
IIOCTTPAHCIUIAHTAL[IMHOTO IIEePioAYy TPUBAJIICTIO A0 2 TUXKHIB, IIIiC/IS YOT0 EPEXOOUTHU Ha IIEpOPaIbHy
MiATPUMYyIOUy Tepariio npenapaToM CaraiMys Heopan® y mo6oBili mo3i mpubnusno 12,5 Mr/xT,
pO3MomineHiil Ha 2 TPUUOMH.

[TigTpuMyI04y [03Y CHif 3aCTOCOBYBaTH MPOTATOM 3-6 (IIepeBakHO 6) MicsuiB. [103y OCTYIIOBO
3MEHIIYIOTh [0 HyJIhOBOI IPOTATOM POKY IIiCIIs TpaHCIUTaHTamil. ko npenapar CangiMys Heopan®
3aCTOCOBYIOTH Ha II0YATKY Tepallil, peKoMeH/IoBaHa 103a CTaHOBUTh 12,5-15 Mr/kr Ha mo0y 3a 2
IIPUIOMHU, PO3MOYMHAIOYY 3 [IHSA IIepe[] TPaHCIJIaHTalIli€l0.

[Tpu HasIBHOCTI 3aXBOPIOBaHb IMUTYHKOBO-KUIIKOBOTO TPAKTY, 1110 IPU3BOAATH N0 3HUKEHHS
BCMOKTYBaHHS, MOXKYTbh 3HaJOOMTUCS BUILi NO3HU KaICyJ YU KOHI[EHTPATY O BHYTPIIIHHOBEHHO1
ingysii (CargimyH).

V fgesxux MaIieHTiB micaa BigMinu npenapaTy CangiMmyH Heopan® MoXe BUHHKHYTH PeakIlis
«TpaHCIIAHTaT MPOoTH Xa3siiHa» (PTIIX), 110 3a3Bu4ai MUHAE ITiC/Is IIOHOBJIEHHS Tepalii. Y Takux



BUMAJKAaX CJIi[ MIpU3Ha4yaTH I0YaTKOBY IlepopaibHy HaBaHTaxXyBalabHy H03y 10-12,5 Mr/Kr 3
HaCTYIIHUM NIPOBEIEeHHSM IepopaIbHOl MigTPUMYI0U0l Tepamil y 1o3i, eeKTUBHiN mif 9ac
TIOTIEPEIHBOTO JTiKyBaHHSA. [IJ1s1 JTiKyBaHHS LIbOTO CTaHY IIPX MOT0 XPOHIYHOMY epebiry y cimabko
BUpaxeHii Gpopmi ciin 3actocoByBati CaHmiMyH Heopan® y HU3BLKHX [03aX.

IToxa3aHHA, He N08’A3aHI 3 MPAHCNAAHMAUIED

IIpu 3acTocyBaHHi npenapary CanmiMmys Heopan® 3a Oymb-IKMMM 3aTBEPAXKEHUMH [T0KA3aHHAMH, He
TIOB’SI3aHMMU 3 TPAHCIIAHTALIE0, CITif JOTPUMYyBaTUCA HUXKYe3a3HaueHUX 3arajbHUX ITPaBUlL.

IIo moyaTKy JiKyBaHHS CIif BCTAHOBUTH 00'€KTUBHUY I10YATKOBUY PiBEeHb (PYHKITI HUPOK 3a
pe3ynbTaTaMu xo4a 0 JBOX BUMipioBaHb. Po3paxyHKOBa MIBUAKICT KIy004KoBoi dinbTpanii (pIIIK®),
BHM3Ha4eHa 3a ¢popmynoo MDRD, Moxke GyTH BUKOPHCTaHA [JIsl OI[iHKYM (YHKIII HUPOK Y JOPOCTIUX.
s ominku plIIK® y miTen ciif 3aCTOCOBYBaTH BifIOBIgHY GopMyiy. 3 Oriaiaay Ha Te, mo CaHmiMyH
Heopan® Moxe nopyulyBaTi QYHKII0 HUPOK, HeOGXiAHO YacTo IPOBOMKUTH il OmiHKy. SKiio pIIK®
3HUKYETHCS OUTbIN HiK Ha 25 % MOPIiBHSIHO 3 TOYaTKOBUM PiBHEM IIPH OiNIbII HiXK OTHOMY
BUMIpIOBaHHi, 103y npenapary CanpgiMys Heopan® ciif 3MeHIINTH Ha

25-50 %. dxuo 3auxKeHHA pIIK® mopiBHAHO 3 TOYaTKOBUM PiBHEM IepeBuilye 35 %, ciif
PO3IIAHYTH MOfabllle 3MEeHIIeHH 103K npenapary CanmiMmyd Heopan®. 11i pekomeHparii €
aKTyaJIbHUMU, HaBiTh AKIIO OTPUMaH] 3Ha4eHHS IOTPAIIAIOTh Y Alalla30H HOpMalbHUX
nmabopaTopHUX 3HAYEHB. SKINO 3MEHIIeHHS N03K He MPU3BOAUTE N0 BimHOBNIeHHS PIIK® npoTtsirom 1
MiCsIIsl, CITifl IPUIMHKTHY Tepamilo npenapatoM CanmiMyr Heopan®.

Heo6ximHUM € MOCTiMHUI MOHITOPUHT apTepialbHOT'O TUCKY.

IIo moyaTKy Teparil cjIil BU3HaYaTH KOHIEHTpalliio 6inipyOiHy Ta iHII mapamMeTpH OmMiHKY QyHKITII
neviHku. [IpoTAarom nikyBaHHS PEKOMEHAYETHCS IIPOBOAUTH PETEIbHUANM MOHITOPUHT IIUX ITOKA3HUKIB.

KonIeHTpamio nimifiB CupoBaTKM KPOBi, KaJliio, MarHito Ta CE4Y0BO1 KMCIIOTH PEKOMEHAYEThCS
BHM3HA4YaTHU [0 II0YATKy Tepallil Ta IepiogUYHO Iif Yac JIiKyBaHHS.

[TepiogruHMIi MOHITOPUHT KOHIIEHTPAIIl IIUKIIOCTIOPUHY ¥ KPOBi MOXKe OyTH [OIIBHUM IIPH
3aCTOCYBaHHI 3a IIOKa3aHHAMHU, He II0B’sI3aHUMU 3 TPaHCIJIaHTalli€l0, HAIlpUKJIIaL y pa3i, KoJIu
npenapat CanpiMyH Heopan® npu3HadaTh CyMiCHO 3 IIKAPCHKUMH 3aC00aMH, 0 MOXKYTh
BIIJIUBaATH Ha (papMaKOKiHETHKY IMKJIOCIIOPUHY, ab0 y BUIIafikax HE3BUYHOI KITiHiYHOI BigmoBigi
(HampuKIlaf, HeJOCTaTHS e(PEKTUBHICTh UM IiABUIIEHA YYTIUBICTh [0 JIiIKAPChKOT0 3ac00y, BUpaXKeHa
y IOPYLIEHH] QPyHKIII HUPOK).

HopManbHUM WINISIXOM BBEOEHHS MIpenapary € nepopanbHuid. [Ipu 3acTOCyBaHHI KOHILIEHTPATY OIS
po3uunHy O iHdy3ii cIif TpoBeCTH peTeNibHI PO3paxyHKHU IJis Nin0opy ageKBaTHOI J03U OJIs
BHYTPIITHbOBEHHOT'O BBeMIEHHS, 1110 BifimoBigasna 6 mepopasibHiii. PeKOMEHIYEThCS KOHCYIbTAIlis 3
JliKapeM, SKU{ Ma€ JOCBi 3aCTOCYBaHHS LIMKJIOCIIOPUHY.

3aranpHa J000Ba 403a He [TOBUHHA IIEPEBUIYBATHA 5 MI/KT, 3a BUHSATKOM 3aCTOCYBaHHS MallieHTaM 3
eHJJOTeHHUM yBEiTOM, 1110 CTAHOBUTD 3arpo3y IJIS 30PY, Ta HiTAM 3 HeQPOTUYHUM CUHIPOMOM.

[l71s1 mpoBeeHHS MiATPUMYI0YOl Teparil CJIifi 3aCTOCOBYBaTH iHAWBiAyalbHO BU3HAUYEHY HAUHUXKYY
e(peKTUBHY Ta IEPEHOCUMY [03Y.

Tepamiro npenaparoM CanpiMyH Heopan® ciiif IpUNIMHUTH HaIi€HTaM, Y SKUX IPOTATOM
BCTAHOBJIEHOTO IIPOMIXKKY 4acy (01 OTpUMaHHSA [eTalbHOl iHpopMalil AUB. HUXKYe) He JOCATaEThCS
ajeKBaTHA BifIIOBib Ha iKyBaHHS ab0 eeKTUBHA N03a He BiONOBila€ BCTAHOBIIEHUM



pPeKoMeHalisiMm 6e3meKH.
EHOo2eHHUl y8eim

I cupusHHS peMicii peKoMeHI0BaHOI0 II0YaTKOBOIO 103010 € 5 MT/KT Ha f0o0y IepopajbHo 3a 2
IPUHOMU 10 PEMICii aKTUBHOTO yYBeaIbHOTO 3allajieHHs Ta ITOKpalleHHsS TOCTPOTH 30py. Y
pebpakTepHUX BUITaAKaX 03y MOXKHA Ha HETPUBAJKM nepiof 30iMbIIUTH 10 7 MT/KT Ha [00y.

Ing mocarHeHHS 0YaTKOBOI peMicii abo mpoTufili 3arocTpeHHI0 3amajeHHs 0Ka, KOJIA HeMOXK/IUBUN
MOCTaTHil KOHTPOJIb CATYyallil MOHOTepaIieo npenaparoM CangiMys Heopan®, MoXmuBe cyMicHe
3aCTOCYBaHHS 3 CHCTEMHUM KOPTHKOCTEPOINOM, HAIIPUKJIIA[ 3 MpenHi3oHoM y mo3i 0,2-0,6 mMr/kr abo
€KBiBaJIEHTHUM JTiKapChbKUM 3aco0oM. ITicns 3 micsmiB TiKyBaHHS 103y KOPTUKOCTEPOINY MOXKHA
3MEHIINUTH 10 HaMeHI0l e(eKTUBHOI MO3H.

Heo06xinHo BigMiHUTH mpuitoM npemnapary CanmiMyHd Heopain®, SIKIO MiC/Is TPhOX MICSIIB JIiKyBaHHS
He CIIOCTePira€ThCsa NOKpalleHHS.

Y xopi migTpuMy04oi Teparil f03y CIif MOBiIbHO 3MEHIIYBAaTH A0 JOCATHEHHS HAaUMEHIIIOl
eekTUBHOI 103, SIKa B Iepio peMicii He TOBUHHA ITEPEBUIITYBATH 5 MT/KT Ha H00Y.

[Tepen 3acTOCyBaHHSAM iMyHOCYTIPECUBHUX JIIKAPCHKUX 3aCO0iB CIIif BUKITIOUUTH iHPEKUiNHY TPUIUHY
yBeiTy.

To60oBy mo3y He0oOXimHO 3MeHIIUTH Ha 25-50 %, SKI0 KOHIIEHTPAllis KPeaTUHIHY B IIJ1a3Mi KpOBi
TIepeBUIyE BUXiTHUY piBeHb Oinbine Hik Ha 30 % y Oinblie HiXK 0OGHOMY BUMipIOBaHHI, HaBiTh SKIIO
119 KOHIIEHTPAllisl 3HaXOAUTHCS B MexKaxX HOPMH.

HedpomuyHut cuHOpom

I1st cCIpusIHHS peMicii peKkoMeHoBaHa f000Ba J03a CTAHOBUTH D MI/KT [IJIST JOPOCIIMX i 6 MI/KT [mJIs
IiTel, po3mnopinieHa Ha 2 MPUoMHU, 3a YMOBH SIKIIIO, 32 BUHATKOM IIPOTEiHYpii, HUpKOBa QYHKIIiS €
HOpMaJbHOMW. [IJ151 MallieHTiB i3 mopylmeHHAM (QYHKIII HIPOK II04aTKOBa [03a IpernapaTy He MOBUHHA
nepeBUIIyBaTH 2,5 MI/Kr/mo0y BHYTPILIHEO.

IIpu He3amoBiNbHIN MOHOTepamii mpenapaToMm CanpiMyH Heopan®, 0COGNHBO Y CTEpPOIApe3snCTeHTHAX
IalieHTiB, Moxke OyTH KOpHCHOIO KoMOiHallig npenapaTty CaHOiMyH Heopaﬂ® Ta HU3BKHUX M03
IIepOpaIbHUX KOPTUKOCTEPOIiB.

Yac o nokpalleHHsI CTAaHOBUTE Biff 3 70 6 MicSIliB, 3a/IeXKHO Bifi TUIIY TJIOMepyIomnaTii. AKIo
IIPOTATOM LIbOTO IIePioAy MOKpallleHHs He CIIOCTepiraeThCs, Teparito npenapatoM CaHOIMyH Heopan®
CJIifl IPUNIUHUTH.

Ho3u ciip nmigbupaTy iHAWBiAyanbHO, 3BaXKaloyd Ha e(peKTUBHICTD (IPOTeIHypis) Ta Oe31meKy, BOHU He
TIOBUHHI IIEPEBUINYBATH 5 MT/KT Ha 000y OISt JOPOCIUX Ta 6 MI/KT Ha HoO0y IS miTew.

g nigTpuMy04ol Teparil 43U CJlif IOCTYIIOBO iHAWBIAyalbHO 3MEHIIUTH J0 HAaWHUKYIOTO
e(peKTUBHOTO PiBHA.

PesMamoioHull apmpum

[TpoTsiroM mepmux 6 TUKHIB JIiKyBaHHS peKOMeH[I0BaHa 103a CTAHOBUTDL 3 MI/KT Ha 00y
BHYTPILIHBO, SIKY PO3MOAINAIOTh Ha 2 IPUMOMHU. Y pa3i HeJOCTaTHHOTO epeKTy J0O0BY AO3y MOXKHA
TIOCTYTIOBO 30iNBIINTH, SKIO NO3BOJISIE IEPEHOCUMICTH, ajie He TIePEBUITYI0UM 5 MI/KT Ha 0o0y. s



MOCATHEeHHs MaKCHMalbHOI e(eKTUBHOCTI JTiKyBaHHs npenapaToM CanaiMyH Heopan® MoxHa
IIPONOBXKYBATU 10 12 TUXHIB.

g nigTpuMyi04ol Tepariii o3y Cifl TUTPyBaTH iHOUBIAyalbHO IO NOCATHEHHS HaWHUKYO1
e(peKTUBHOI 1031 3a/IeKHO Bifl IEPEHOCHMOCTI.

CanpimyH Heopan® MOXKHa ITpU3HavaTH ¥ MOENHAHHI 3 HU3bKUMHU J03aMU KOPTHKOCTEPOIfiB Ta/abo
HECTePOigHUMU IIPOTU3ananbHUMU npemnapatamu (HII3TI).

CanpimyH Heopan® Takoxk MOXHa 3aCTOCOBYBaTH y KOMGiHAIlil 3 HU3KMMH [03aMH METOTPEKCaTy
IOTHXHA y Pa3i HeeeKTUBHOCTI MOHOTeparil ocTaHHIM. Y TakoMy Bunagky Cangimysn Heopan®
IPU3HAYaloTh y MOYaTKOBIM [03i 2,5 MI/Kr/mo0y, Ky PO3MOMiNIIOTh Ha 2 IPUKUOMY, 3 MOXK/IUBICTIO
306inbIIEHHS N03U Y MeXKaX IePeHOCUMOCTI.

IIcopia3

JlikyBanHs npenapatoM CangiMmyH Heopan® HOBHHEH PO3MOYKMHATH JIKap 3 AOCBIAOM HiarHOCTHKM Ta
JiKyBaHHS 1ICOpPia3y. 3 orisAmy Ha BapiaOebHICTh I[bOTO 3aXBOPIOBAHHS JIiIKYBaHHS Ma€ OyTH
inguBigyamizoBaHuM. [I715 iHAYKIIil peMicil peKoMeHIoBaHa II0YaTKOBa 103a CTaHOBUTH

2,5 Mr/kr/mo6y, po3mofiiieHa Ha 2 MPUUOMU; SKIIO Yepe3 1 MicsIs TiKyBaHHS He CIIOCTEPIraeThCs
IIOKpallleHHs, 03y IIOCTYIIOBO 30iMbIIyiI0Th MaKCUMYM [0 5 MT/Kr/mo0y. JIikyBaHHS HeoOXimHO
BiIMIHUTH, SKIIO MPOTATOM OJHOI'O MiCSI[d IIOIEHHOTO IPUIHOMY 5 MI/KT Ha 00y He HOCSITHYTO
IOoCTaTHBOI BigmoBifi abo K0 eeKTHUBHA [[03a HECYyMiCHA 3i BCTAHOBJIEHUMY PEKOMEHAAIiIMu 3
0e3mexu.

[lng nauienTiB, cTaH SKuX N0Tpebye 0COOIMBO MIBUAKOTO MOJIIMIIIEHHS, T0YaTKOBa 403a

5 Mr/kr/mo0y € BUIpaBRaHoo. [CHye MOXKIIMBICTh BiMiHY NiKyBaHHs npemnapaTtoM CaagiMyn Heopan®
iCIIsT JOCSATHEHHS 3aJ0BiIbHOI BiITIOBifI i 10T0 TOHOBJIEHHS i3 3aCTOCYBAHHSIM ITOIIEPETHbBOL
edekTuBHOI 703U npemnapary CanniMyH Heopan® y pasi HacTaHHS peluauBy. [IesKUM MallieHTaM
Moxe OyTr HeoOXimHOO MMOCTiMHA MiATPpUMYI0OYa Tepalis.

Ins niompumyrovoi mepanii o3y noTpiOHO migdupaTyu iHAUBiTyanbHO, HAa MiHIMaIBHOMY
eekTUBHOMY DiBHi, i BOHa He MMOBHHHA IE€PEBUINYBaTU 5 MI/KT/mo0y.

3acrocyBanHs npenapaTy CaagiMmyn Heopan® HeoOXifIHO MOCTYIIOBO IPUIAHUTH, SKIIO IEPIOf
pewmicii 36epiraeTscst Ginbire 6 MicsiiB. OgHaK pU3UK PELUAUBY ITiC/IS BiIMiHU ITpemapary € ayxke
BHCOKHM.

AmoniyHul depMamum

JlikyBanHs npenaparoM CanmiMmyH Heopan® IOBMHEH PO3IMOYMHATH JIKap 3 HOCBIIOM HiarHOCTHKM Ta
JiKyBaHHS aTOMIYHOTO lePMAaTUTy. 3 OTJIsANY Ha BapiabeNbHICTh IIbOT0 3aXBOPIOBAHHS JIIKyBaHHS Ma€

OyTu inguBinyanbHO mimiOpanuM. [ JOPOCIUX Ta MifIiTKiB BikoM Bif 16 poKiB peKOMeH0BaHa /103a
CTaQHOBUTH 2,5-5 MI/KT/mo0y, Ky PO3MOMiNIAIOTs Ha 2 IPUHOMH.

Ao yepe3 2 TUXKHI peakllis Ha JIiKyBaHHS IIPU ITOYATKOBI# 1031 2,5 Mr/Kr/moby He € 3a[I0BilIbHOIO,
no00BY 103y MOXKHa IIBUAKO 30iMBIUIMTH 00 MaKCUMAJIbHOI [03U 5 MT/KT. Y IyXKe TSIXKKUX BUIagKax
IIBAJIKOTO Ta afleKBaTHOT0 KOHTPOJIIO0 3aXBOPIOBAaHHSA MOXKHA AOCATTH, 3aCTOCOBYI0YU II0YATKOBY
mo3y 5 Mr/Kr/mooy.

JlikyBaHHSI HEOOXiAHO IPUNUHUTH, SKIIO y MAI[iEHTIB 3 aTOMIYHUM JIePMaTHUTOM He CIIOCTEPIiraEThCs
MOCTATHE MOKPAIeHHs MiC/s OMHOr0 MiCsIs 3aCTOCyBaHHs npemnaparty CanmiMyd Heopan® y 1osi 5



MT/KT/0o0y.

HasiBHi Ha crOorOfHI AaHi MIOA0 3aCcTOCyBaHHS npenapaTy CaHOiMyH Heopan® OJIs OBTOTPHUBAJIOTO
JIIKyBaHHS aTOMIYHOTO IepMaTUTy 00MeXKeHi, TOMy peKOMeH0BaHa TPUBAJIICTh iHAMBIAyaTbHUX
ITUKITIiB JTIKyBaHHS - He Oinbie 8 THKHIB.

ITepesedenHs nayieHmia 3 nputiomy npenapamy CaHOiMyH Ha npuliom npenapamy CaHOiMyH
Heopan®

HocTymnHi gaHi migTBepAXKYIOTS, 10 Mic/is nepeBefeHHd 3 CaHAiMyHY Ha CaHAIMYH Heopaﬂ® y
criBBigHOMmIEHH] 1:1 gocsArar0ThCS MOPIBHAHHI MiHiMabHiI KOHIIEHTpAalil HIXKIOCIOPUHY V IiIbHIiN
KpOBi. Y 6araThox mallieHTiB MOXKYTh CIIOCTEPIraTUCS BULI MaKCuMalbHi (iKoBi) KonenTpatuil (C,.,)
Ta MigBUIIEHHS eKcno3ulil npenapaty (AUC). YV HeBeNIMKOTO BifICOTKA MAI[iEHTIB IIi 3MiHU MOXKYTh
OyTu Oinbln BUpaXKeHUMY i HaOyBaTy KJIiHIYHOTO 3Ha4eHHs. KpiM I[b0ro, BCMOKTYBaHHS
IMKJIOCIOPHUHY 3 npenapaTy CanpimyH Heopan® Mae MeHIIy BapiaGenbHiCTh, a KOPensIisa Mix
HaHMKYUMU KOHIIEHTPAIi MU IUKJIOCIIOPUHY Ta UOT0 eKCIo3uli€io (BupaxeHoo K AUC)
CHUJIbHIIlIa, HIX IIPU 3acTOCyBaHHI CaHOIMyHY.

3 ornapmy Ha Te, 1o nepexing 3 CanaiMyHy Ha CaHOiMyH Heopan® MOKe MPU3BECTHU [0 MigBUIIEHHS
€KCIIO3HUIIi1 IIUKJIOCIIOPUHY, CIIil HOTPUMYyBATUCS HUXKYe3a3HauUeHUX ITPaBUl.

V malieHTiB micas TpaHCIUIaHTallil TikyBaHHS npenapaTtoM CaHpaiMyH Heopan® ¢ po3nodyuHaTy y
Takil camill mo6OBiit 703i, SK i Tpu monepegHLOMY 3acTocoByBaHHI CanmiMyHYy. [loyaTKoBUM
MOHITOPUHT HaHUXKYNX KOHLIEHTPaLill IIUKJIOCIOPUHY Y KPOBI CJIif 3OiMCHIOBATH Yepe3

4-7 mi6 micns mepexony Ha CaHOiMyH Heopan®. KpiM IB0r0, IPOTATOM HEPIIXX 2 MiCAIIB HiCsa
IIepexofy CJIif IPOBOAUTH MOHITOPUHT KITiHIYHUX ITapaMeTpiB 0e3MeKu, Takux K QYHKIIST HUPOK Ta
apTepianbHUM THUCK. AKIO HAMHUKYI KOHIIEHTpALlii IIMKIOCIIOPUHY Yy KPOBi BUXOMATE 3a Jiana30H
TepaneBTUYHNX 3HaUeHb Ta/ab0 Big3HAYaAETHCS MOTIpPIIEeHHS K/IiHIYHNX TapaMeTpiB 0e3MekH, Clif
BOABATUCS [0 BINIIOBIGHOTO KOPUT'YBAHHS HO3MU.

Y pa3si nikyBaHHSA 3a IOKa3aHHSIMU, He TI0B'I3aHUMU 3 TpaHCIUIaHTaliew, CaHOIMyH Heopan® crif
IpU3HAYaTH y Takid camiit mo6oBil f03i, gk i Cangimys. Yepes 2, 4 Ta 8 THXKHIB Mic/s Iepexony Ciif
IIPOBOOUTY MOHITOPUHT (yHKIIl HUPOK Ta BUMIPIOBAHHS apTepiaJlbHOTO TUCKY. fKIIO pe3ysbTat
OinbIlie OMHOTO BUMipIOBaHHS apTepiallbHOT0 THCKY 3HAYHO IIEPEBUIIYE PiBEHb 0 mepexony abo
pIIK® 3uMKYyeThCS OinblI HixK Ha 25 % MOPiBHSAHO 3i 3HAaUEHHSAM, BUMIPSHUM 10 ITOYATKY Teparil
CaHpiMyHOM, 003y CIIifl 3MEHIIXWTH. Y pa3i BUHUKHEHHS HelepenbadyBaHUX TOKCUYHUX e(PEKTiB 4u
Hee(eKTHUBHOCTI IUKJIOCIIOPUHY CJIif TaK0XK IIPOBOOUTH MOHITOPUHT HaHUKYMX KOHIIEHTPAIil
IIUKJIOCIIOPUHY Y KPOBI.

ITepexio 3 00Hi€el AiKapcvKoi (hopmu UUKAOCNOPUHY 045 NPUlOMY 8BHYMPIWHbLO HA IHWY

[Tepexin 3 opHi€el MiKapchKoi POpMU IIUKIOCIIOPUHY OJIs IPUIOMY BHYTPIIITHBO Ha iHIITY CITif
3pificHIOBaTH 3 00€PEXKHICTIO Ta Mif HATrIsAoM creniasmicta. BBemeHHs HOBOI miKapchkoi hopMu
IIOBUHHO CYIIPOBOOXKYBATUCA MOHITOPUHIOM PiBHIB IIUKJIOCIIOPUHY Y KPOBI [JId NAIi€HTIB MiCs
TPaHCIJIaHTallil.

3acmocysaHHA

M’sKi KemaTHHOBI KaICyJX CJIif KOBTATH LiIMMH, HE PO3KOBYIOUH. Y pa3i HeoOXigHOCTi
IIpU3HaYEeHHS [UKJIOCIIOPUHY Y 4031 MeHIe 10 Mr ciif 3acTOCOBYBaTU IIpemnapaT y BiAIIOBIGHOMY
mo3yBaHHi ab0 NTiKapchKint hopmi.



Oco06auBi DomynaIrii

ITauieHmu 3 nopyweHHAM PYHKUII HUPOK

Bci noka3aHHA

LIuK/IOCIIOPMH Maiixke He BUBOIUTHCS HUPKaMH, papMaKOKiHETHKA JJ@HOT0 JTiKapChKOTO 3aco0y He
3aJ1eXXUTh 3HAYHUM YHHOM Bif mopyuieHHs QyHKIII HUpoK. OgHak yepe3 HeQPOTOKCUYHUM
IIOTEHIliaJl PeKOMEHIY€EThCS IPOBOAUTH PETEIbHNY MOHITOPUHT (PYHKII1 HUPOK.

IIoKasaHHA, He No8’s3aHi i3 MpaHCNAaAHMAayiero

[TamienTaM i3 mopyueHHIM (QYHKIIil HUPOK He CIIif Mpu3HadYaTy IUKI0CIOPHUH. BUKI04eHHS
CTaHOBJIATh 0CO0H, SIKi IPOXOOATH JIiIKyBaHHS HePPOTHYHOTrO CHHApPOMY. [lalieHTaM i3 HepOTUYHUM
CHHIPOMOM Ta MOPYLIeHHSIM (PYHKIII HUPOK II0YaTKOBa [[03a He TIOBUHHA [IePeBUINyBaTH 2,5 MI/KT Ha
no0y.

ITauieHmu 3 nopyweHHAM PYHKUII neviHKu

LIuK/IOCIIOpUH iHTEHCUBHO MeTab0Ii3yeThCA ¥ MeYiHIli. Y NalieHTiB i3 mopyueHHAM QyHKII neginKu
MOXK/IMBe NMPUOIN3HO [BO- a00 TpHpa30Be 3POCTaHHSA €KCIO3UIlil IUKJIOCTIOPUHY. Y pasi TIXKKOT0
TopyLIeHHs QYHKUII NeYiHKY A7 MigTpUMaHHs KOHIIEHTpallii 1ikapchbkoro 3aco0y Y KpoBi y
PEKOMEHI0BaHOMY LIiJTbOBOMY [lialla30Hi MOXKe BUHUKHYTH IoTpeda y 3MeHIIeHHi 1031. Y TaKoMy
BUIMAOKYy PEKOMEHOYETLCS 3MiMCHIOBATH MOHITOPUHT KOHIIEHTPALlil IIUKJIOCIIOPUHY Y KPOBi 10
IOCATHEHHS CTal0iIbHUX 3HaUEHb.

[TamieHTaM 3 TAKKUM MOPYIIEeHHIM QYHKIIN MeYiHKy HeOOXiqHUN perynsipHUM MOHITOPUHT
[I0Ka3HUKIB KpeaTUHIHY B IJIa3Mi KPOBI i, AKIO MOXKJIMBO, PiBHIB IIUKJIOCIIOPUHY 3 KOPEKLIEI 03 Y
pasi noTpebu.

IlauyieHmu AimHbO20 BIKY

Iocsin 3acTocyBaHHs mpenapaTy CargimyH Heopan® mamieHTaM JTiTHBOTO BiKy 0OMeXeHHUI.

[Ipu poBefeHHi KITiHIYHUX JOCTiAKEHb 00 3aCTOCYBaHHS LKMKIIOCIIOPUHY IIPKA PEBMAaTOIIHOMY
apTPUTI MallieHTH, BiK SKUX CTAHOBUB Bifl 65 poKiB, micnsg 3-4 micaiiB Teparii Oynu Ginbil CXUIbHI 0O
PO3BUTKY CHUCTOJIIYHOI rinepTeH3il Ta MoKa3asy MigBUIIEeHHS PiBHS KpeaTUHiHY Y CUPOBATIi KPOBI,
1110 IepeBUINye 3HaUeHHs 6a30B01 BenuuuHu Ha 50 % abo Ginbiie.

3arasoM, Bubip mO3H OJIS MAIiEHTIB TITHLOTO BiKy IOTPiOHO MPOBOAUTH 3 00epexkHiCTIO, Oepydu [0
yBaru Oi/IbII BUCOKY 4aCTOTY 3HUXKEHHS (DYHKIIiI eYiHKy, HUPOK a0 cepiisl, HasgBHICTh CYIIyTHEOTO
3aXBOPIOBaHHS ab0 CYyNMyTHBOI Teparii, 10 MigBUIIYIOTh YYTIUBICTh IO PO3BUTKY iHeKUid. JIikyBaHHS
3a3BUYail CJIifl pO3MOYMHATHU i3 3aCTOCYBaHHSA A03H, 1[0 3HaXOAUTHCI Ha HUXKHIU MeXi giana3oHy [03.

Himu.

[TpoBepneHni KIiHIYHI JOCTIAXKEHHS 3 y4aCTIO JiTed BiKOM Bifl 1 poKy. YV KiIbKOX OOCHiAKEHHIX
NalieHTH NefiaTpUYHOl IOomynsALil moTpedyBanu Npu3HadyeHHs Ta [0Ope IepeHOCUNIN BUILli 03U
IIUKJIOCIIOPUHY Ha OOWHUII0 MacH Tifla, HiX Ti, 10 3aCTOCOBYBa/IX TOPOCIUAM.

3a BUHSITKOM HiKYBaHHﬂ He(l)pOTI/I‘-IHO]"O CUHOPOMY, a):[eKBaTHI/IfI JIOCBiJI 3aCTOCYBaHHS IIPEIapaTy



CanpgimyH Heopan® BifcyTHIi#; #0ro 3acToCyBaHHS AiTAM BiKOM [0 16 POKIB 3a He NOB’I3aHUMH 3
TPaHCIJIaHTalli€l0 TOKa3aHHAMY, KPiM He(POTUYHOTO CUHAPOMY, He MOXKe OyTH PeKOMEHOBaHUM.

Ilepedo3yeanHns.

LD;, DuKI0CIIOpUHY IPU 3aCTOCYBaHHI BHYTPIIIHBO CTAHOBUTH 2,329 Mr/Kr y muieu, 1,48 Mr/kry
mypiB Ta > 1000 mr/kr y KporiB. LD, DUKIOCIOPUHY IIPU BHYTPIIIHBOBEHHOMY 3aCTOCYBaHHI
cTaHOBUTH 148 Mr/kr y muteit, 104 Mr/kr y mypiB Ta 46 MI/KT y KPOJIiB.

Cumnmomu

IaHi om0 rocTporo mepefo3yBaHHs IUKJIOCIOPUHY o0MexkeHi. [Tepopanbuuit mpuiiom 1o3 fo 10 T
(mpubmu3HOo 150 MI/KT) IPHU3BOOUB 0 BiTHOCHO HE3HAYHHUX KIIiHIYHMX HACIIIAKIB, TAKUX 5K
O7t0BaHHS, COHJIMBICTh, TONIOBHMUM 0inb, TaxXikapmis, Ta y esSKUX MalieHTiB - 00 BiTHOCHO 3HAYHUX
000pOTHUX TTOPYyIIeHb QYHKIII HUPOK. [IpoTe BUMIafIKOBE NTapeHTepalbHe Tepefo3yBaHHs IIpemnapary
y HETIOHOIIIEHUX HEMOBIISIT MMPU3BOMMIIO OO TSKKOI iIHTOKCHKAIIi.

JIikysaHHA

B ycix Bumagkax mnepeno3yBaHHS CJIif] IPOBECTU CUMIITOMATHYHE JIIKYBaHHA Ta 3arajibHi
NiATPUMYIOYi 3ax0nu. Y Mepilli TOOUHY IicIig Iepefo3yBaHHg MoXe OyTH KOPUCHUM BUK/IMKATH
01110BaHHS Ta IPOBECTU MPOMUBAHHSA ITyHKa. [IpernapaT IpakKTUYHO He BUBOOUTLCS IIPU TeMOofiami3i
i HeloCTaTHBO BUBOOUTHCS IIPU reMornepdyail i3 3acToCyBaHHSM aKTUBOBAHOT'O BYTiJIA.

ITo6iuni peakuii.
Pe3stome npoginto besneku

ITo ocHOBHUX HeOaxKaHUX peaklliif, Bif3HAUYeHUX ¥ XOMOi KITIHIYHUX [OCTigXKEeHb Ta OB’ I3aHUX i3
3aCTOCYBaHHSIM IIMKJIOCIIOPUHY, HajleXkaTh IOPYIIEeHHS (QYHKII HUPOK, TPEMOP, TipCyTHU3M,
apTepianbHa rimepTeH3is, miapes, aHOPeKCis, HymoTa Ta 6/1I0BaHHS.

BaraTo mo6iyHuX peakiiiii, MOB’sI3aHMUX i3 3aCTOCYBaHHSM IIUKIJIOCTIOPUHY, 3ajIeKaTh Bifl peXUMY
Mo3yBaHHS i MalOTh 0O0POTHUM XapaKTep IIPU 3HUKEHHi [103u. [Jianma3oH no0iYHUX peakiliit 3aramiom
OJIHAKOBUU IIPU Pi3HUX ITOKa3aHHSX, X04a iCHYIOTh BiMIHHOCTI II[O[I0 YaCTOTHU Ta TAKKOCTI. Y
XBOPUX, SKi TepeHec/Iu TPaHCIJIaHTallil0, BHACTIOK He00XiZHOCTi 3aCTOCYBaHHS BUILOI II0YaTKOBOI
103U i 6iNbIIOl TPMBAIOCTI MiATPUMY0UO] Teparii mobiuHi eeKTH CoCTepiraloThCsA YacTime i
3a3Buyai Oi/IbII BUPAXKeEHi, HiZK Y XBOPUX 3 iHIIMMU ITOKAa3aHHSIMU 0 3aCTOCYBaHHS.

IHexuii ma iHBasii.

Y matieHTiB, SKi OTPHMYIOTh iIMyHOCYIIPECUBHY Tepalliio, y TOMYy YHCJIi IXKJIOCTIOPUH, ab0 IKUM
IIPU3HAYEHO CXeMHU JIIKYBaHHS, [0 SKUX BKJIIOUYEHO IIUKJIOCIIOPUH, 3POCTAE€ PU3UK PO3BUTKY BiPYCHUX,
OakTepianbHUX, TPUOKOBUX Ta MTapa3uTapHuUX iH(ekui. MoxXIuBUil pO3BUTOK reHepali30BaHUX Ta
JIOKaJIbHUX iH(DEKIIiH, a TaK0XK 3ar0CTPeHHS iHPEKLiIMHNX 3aXBOPIOBaHb, 10 CIIOCTEPIraaucs oo
II0YaTKYy JIiKyBaHHS. PeakTuBallisl mo1ioMaBipyCHUX iHQEKIi MOXKe IPU3BECTU OO PO3BUTKY
Hedpomartii (PVAN), noB’si3aHoi 3 monioMaBipycoM, abo mporpecyodoi MynbTHGOKaIbHOI
nmerKkoeHIedarnomnarii, moB’s3aHoi 3 JC-sipycoMm (PML). TToBimommsinocst mpo cepio3Hi Ta/abo netanbHi
BUIIAMIKU.



HoeoymeopeHHs 000posiKiCHi, 3105KiCHI ma Heeu3Ha4yeHoi emio0z2ii (8katouawyu Kicmu ma
nosinu).

Y narienTiB, sIKi 3aCTOCOBYIOTh iMyHOCYIIPECHBHI IpenapaTy, y TOMY YKCIT HUKIJIOCIIOPUH, a00 SIKUM
IIpHU3Ha4YeHi CXeMHU JIIKyBaHHS, N0 SKUX BKIIIOUEHO IIUKJIOCIIOPUH, 3POCTAE PU3UK PO3BUTKY ITiMpOM
abo mimponpomidhepaTHBHUX PO3IAMIB Ta iHIINUX 3JIOSIKICHUX HOBOYTBOPEHDb, 0COOIMBO IIKipH.
YacToTa pO3BUTKY 3JI09KICHMX HOBOYTBOPEHD 3POCTAE 31 3POCTAaHHAM IHTEHCUBHOCTI Ta TPUBAJIOCTL
Teparil. [lesKi 3M0KiCHI MyXJTUHU MOXYTh OyTH JeTalbHUMHU.

Pe3siome nobiuHux peakuitl, w0 cnocmepiaaaucs y KAiHiuHuUx 00CAi0HCeHHAX

BusiBneni y xoni kKmiHiyHMX gocigkeHb HeOaxkaHi peakilii 3arpymnoBaHi 3a KlacaMyu CUCTEM OpraHiB
3rigHo 3 MedDRA. YV Mezkax KOXKHOI IpyIH 3a YacTOTOI0 HeOaxkaHi peakiii mpeficTaBeHi y IOPIAKY
3MEeHIIEeHHs cepio3H0CTi. HebaxkaHi ehekTy HaBeleHi 3rigHO 3 YaCTOTO iX BUHUKHEHHS
(mouymHatouM 3 THX, SIKi 3yCTpidalThCd HaudacTime): gyxke dacto (3 1/10); gacto (Big 2 1/100 go

< 1/10); mewacTo (Big 3 1/1000 mo < 1/100); pigko (Big 3 1/10000 mo < 1/1000); oyxe pimko

(< 1/10000), BKTIOYAOYX OKPEMi ITOBiTOMIEHHS.

3 6oky kpoei ma aimpamuyHoi cucmemu:
YacTO: JIeMKOIIeHis;
HEeYacTO: aHeMisi, TPOMOOILIUTOIIEHis;

pimko*: TpoMOOTHYHA MiKpoaHTionaris (BK/II04aioyy TPOMOOTUYHY TPOMOOIMTONEHIYHY IyPIYPY,
MiIKpPO@HTiONaTUYHY FeMOJIiTUYHY aHeMil0, TeMOJIiITUYHUY YPEMIYHUY CUHOPOM).

3 60Ky 06MiHY PeYOBUH MA XAPYYBAHHSA:

OyZKe 4acTo: rinepiinigemis;

4YacCTO: aHOPEKCid, TinepypuKeMis, rinepkajiemis, rinoMarHieMis;

pigKo: rinepriikeMis.

3 60Ky Hepeosoi cucmemu:

nyxe dacTto: TpeMop (10-20 %), ronoBuu 6inb, BKIIOYa04Yu Mirpess (mo 15 %);
YacCTo: IapecTesis;

HeYacTO: O3HAKU eHIedasonarii, BKII0Yady CUHAPOM 000pOTHOI 3aHbOI eHIledaronaTii, Taki K
CyOOMH, CIUIyTaHICTh CBiIOMOCTI, e30pi€HTallisl, yIOBIIbHEHICTh peaklii, 30yaxKeHHs, 0€3COHHS,
30pOBi po3jaau, KipKoBa CJIiloTa, KOMa, ITape3u, aTaKCisl MO304Ka;

PigKo: MOTOpHA IOJIiHEeUpOoIaTis;

nyke pifko: HaOpsIK AUCKa 30POBOT0 HePBa, BKIII0Ya4Yy HaOPSIK COCOYKA, 3 MOXKJIUBUM 3HUKEHHSIM
30py BHACIIOOK NOOPOSKiCHOI BHYTPIMIHbOYEPETTHOI rinepTeHail.

3 boky cepueso-cyOuHHOI cucmemu:

OyXKe 4acTo: apTepianbHa rineprersia (15-40 %);



4acCTO: IPUILIUBH.
3 60Ky WAYHKOBO-KUWKOB020 MpaKmy:

IyKe 4acTo: HyfgoTa, 6/1toBaHHS, IUCKOMGOPT y KUBOTI, 6iflb y KUBOTI, giapes, rineprnasis siceH;
YacCTo: MeNnTHYHa BUPa3Ka;

PiOKO: TaHKPEaTHUT.

3 60Ky neviHKU ma H#o84yo8u8iOHUX W sxia:
4YacTo: MOPYIIeHHS QYHKIIIl TeYiHKHY;

HEBiIOMO*: TeMaTOTOKCUYHICTh Ta ypaXKeHHs IIe4YiHKY, BKIII0Yal04YU X0JIeCTa3; JKOBTSAHUIA, TellaTuT,
IIe4YiHKOBA HEJOCTATHICTh, IHKOIU - 3 IeTaJIbHUM HACJIIOKOM.

3 6oky wkipu ma niOwKipHOi KAIMKOBUHU:

Oye 4acTo: TipCyTu3M;

YacTO: BUCUIIAHHS, aKHE;

HEYacCTO: aJIePriyHi BUCUMIaHHA.

3 60Ky ckesemHo-M’ 30801 cucmemu ma cnoAYYHOi MKAHUHU:
YacTo: M’'I30Bi cIa3Mu, Miairis;

pimko: M’s30Ba cnabKicTh, Mionarisi, 6isib y KiHIIiBKaXx.

3 60Ky HUPOK Ma ceyosuBiOHUX WASXIB:

OyKe 4acCTo: MOpylleHHs (QyHKIIil HUPOK.

3 60Ky penpodykmueHoi cucmemu ma MOAOYHUX 3a/103:
PioKO: MOpYIIEHHS MEHCTPYaJIbHOT O LIUKITy, TIHEKOMAaCTis.
3azanvHi po3aadu:

YacTo: MiABHUIIlEHa BTOMITIOBAHICTh, HAaOPSIKH, MipeKcis;
HevacTo: 30iNbIIeHHs MacH Tifa.

*[1o6iuHi peakirii, BUSBJIEHI il Yac MOCTMapKETUHTOBOTO CIIOCTEPEKEHHS, YaCTOTa IKUX HEBiloMa yepes
BiICYyTHICTh TOUHOI'0 3HAYEHHS YMCETbHOCTI IOy JIALIII.

THwi HebadxcaHi nobiuHi peakuyii 3a OaHUMU nicasspeecmpauitiHo20 CNOCMepPeXceHH

Hapxopuny 3anuTaHi Ta CIOHTaHHI IIOBIJOMJIEHHS IIPO BUNAAKU I'eIaTOTOKCUYHOCTI Ta ypaxXeHHs



MeYiHKY, Y TOMY YHCIIi X0JieCcTa3y, KOBTSHHUIII, TeIIaTUTY Ta MeYiHKOBOI HEJJOCTATHOCTI, Y MAalli€HTiB,
SIKi TpUIMaNH IUKIOCIOPUH. ¥ OilbIIOCTi OBiMOMIIEHD HIIIOCS PO MAIli€HTiB, SKi Malu CYTTEBI
CYIYTHi 3aXBOPIOBAHHS, OCHOBHI IIaTOJIOTiYHi CTaHU Ta iHIIi (HaKTOPHU PU3UKY, BKIIIOYAIOUHN
iH(eKIIiNHI yCKIagHeHHs Ta OJHOYaCHe JTiIKyBaHHS IIperiapaTaMy 3 relaTOTOKCUYHUM MOTEHIialIoM.
Y pmeskux BUIlafKax, IIepeBaXHO y MAlli€HTIB i3 TpaHCIIaHTaTaMU, IIOBIAOMIIAIIOCS IIPO JIeTallbHi
HacCJigKH.

T'ocmpa ma xpoHiyHa He(hpomoKcu4HicMb

Y narieHTiB, SKi 3aCTOCOBYIOTE iHTi6iTOPYM KabIIMHEBPHHY, BKIIIOUAIOYH IIUKIIOCIIOPUH, Ta CXeMHU
JiKyBaHHS, 1[0 MiCTSATh IMKJIOCIIOPHH, MigBUIIEHNN PU3UK BUHUKHEHHS TOoCTPol ab0 XpOHiUHOi
HepOTOKCUYHOCTI. Taki MOBifOMIIeHHS HaAXOOUJIU IIpU IIPOBEeHHI KIiHiYHUX BUIPOOyBaHb Ta
Tmic/speecTanifiHOro 3acTocysaHHs npenapaty CaraniMys Heopan®. IToBimoMIsIocs Mpo HOPYIIEHHS
10HHOTO reMoCTa3y, Taki sK rinepkasieMid, rimroMarsesiemis, rinoypukemis. Y gessKux BUNAgKax
IIOBIAOMJISITIOCS IIPO BUHUKHEHHS XPOHIYHUX MOP(QOJIOTIYHUX 3MiH, TAKUX K apTEPiONApHUN
rianminos, TyOynsipHa aTpodis, iHTepcTuiianbHuit Gidpos.

Himu

KriHiuHi gocmigKeHHs BKJIIOYasIU iTed BiIKOM Bif 1 POKy, y AKUX [IpU 3aCTOCYBaHHI CTAaHOAPTHUX 103
IIUKJIOCIIOPUHY BUSIBIIeHUH Tpodinb 6e3meku OyB MOAIOHUM 00 TAKOT'0 Y IOPOCIIHX.

Tepmin npudamuocmi.

2 POKH.

YmMmoBH 30epiranssi.

30epiraTu npu TemmepaTypi He Buine 25 °C. 36epiraté y HeIOCTYIHOMY /ISt TiTEN MiCIIi.

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

Kamncymu 25 mr, 50 mr, 100 Mr - o 5 Kancyn y 6mictepi; mo 10 6micTepiB y KapToOHHiN KOpoOiIi.

Kareropisi Bignmycky. 3a perentom.

BupoOHHK.

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

2.  Hosapric ®apma I'M6X / Novartis Pharma GmbH (g8idnosidaavHutl 3a aunyck cepii).

3. Jlex ®apMacwkOTHKAIC [O.0., BupoOHMYa minmbHuI JIeHnasa / Lek Pharmaceuticals d.d.,



PE Proizvodnja Lendava (nepguHHe ma emopuHHe nakyeaHHs, 8UNYCK cepii).

Micue3HaxoaKeHHsI BHPOOHHKA Ta HOT0 agpeca MicIlsi IpoBagKeHHs TisIbHOCTI.

1. [laddxaycepmrpacce, 4332 lltewin, lBetinapis / Schaffhauserstrasse, 4332 Stein,
Switzerland.

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

3.  Tpimmnini 211, JTengaBa, 9220, Cnoenis / Trimlini 2D, Lendava, 9220, Slovenia.



