ITHCTPYKIOIA

IJISI MeTHUIHOT0 3aCTOCYBaHHS JIIKapChKOT0 3aC0o0y

I[IPOTPA®®

(PROGRAF®)

Cknao:
0itoua pevoB8uHA: TaKPOIiMYC;
1 kamcyna mictuth Takpoaimycy 0,5 Mr a6o 1 mr, abo 5 mr;

00ONOMIdiICHI peyo8UHU: TiHPOKCUIIPOIiIMETHIIIENI0I03a, HATPil0 KPOCKApMeo3a, JIaKT03H1
MOHOTIgpaT, MarHiio cteapat, TuTany giokcup (E 171), okcup 3amisa xxoBtuit (E 172) (gng kancyn 0,5
MT), oKcup 3amida uepBonuii (E 172) (gns kamcymn 5 Mr), XKelaTHH.

Jlikapcbka ¢popmMa. Kamncynu TBepgi.
OcHosHI (i3uko-xiMiuHI 81aCMUBOCMI:

kancyny 0,5 Mr: TBepfi XXeJlaTUHOBI KalCyJIi 3 HAalMCOM YePBOHOr'0 KOJIbOpy «(0.5 mg» Ha KPUIII
karncynu Ta «[f] 607» Ha KOpIyci Kancyny; KpUIIKa KalCyJIu: CBIiTI0-KOBTOT0 KOIbOPY; KOPILYC
KaIICYJIM: CBiT/I0-’KOBTOT'0 KOJIbOPY; PO3Mip KaICyju 5; BMICT KaIlCyJu: IIOPOIIOK 6isIoTr0 KOIbOPY;

KallCcyny 1 Mr: TBepfi XKeJlaTUHOBI KalCyJlu 3 HalluCOM YePBOHOTr'0 KOJIbOPY «1 mg» Ha KpULII
karcynu Ta «[f] 617» Ha KOpImyci Karcynayu; KpuIllKa Kalcyju: Helpo3opa 6i10ro Koabopy; KOPIyc
KaIlCy/IM: HeMpo30pui 0illoro Koibopy; po3Mip Kalcymau 5; BMICT KaIlCy/Iu: IIOPOIIOK 0ilIoro KOIbOPY;

KaIICy/IK 5 MT: TBEP/i XKeJITaTUHOBI KaICyau 3 HanucoM 0inoro Konbopy «5 mg» Ha KPHIILi KallCyIu
Ta «[f] 657» Ha KOPIyCi KanCynayu; KPUIIKa KalCylIu: HeIIpo30pa CipyBaTO-4epBOHOTO KOJIbOPY;
KOPIIyC KarCy/Iu: HeIIPO30pUU CipyBaTO-4epPBOHOT0 KOJILOPY; PO3Mip Kamcyau 4; BMIiCT KallCyJiu:
TIOpOLIOK 6isoro KoJbopy.

dapMakoTepaneBTHYHA rpyna. AHTUHEOIIaCTAYHI Ta iMyHOMO[y II0104i JTiKapChKi 3aco0u.
ImyHocynpecopu. Iuribitop kanmeruaeBpuHy. Kog ATX L0O4A DO2.

dPapmakono02iuHi e1acmusocmi.
dapmakoOuHamika.

Ha MonekynsapHoMy piBHI eheKTH TaKpOJIiMyCy 3yMOBIIOIOTECS 3B’I3yBaHHAM 3 [IUTO30IbHUM OiJTKOM
(FKBP12), skuii BifToBifa€ 3a BHYTPIIIHbOKJIITUHHY aKyMynsanito npenapaty. Kommnekc FKBP12-



TAKPOJIiMyC crienudiuHo Ta KOHKYPEHTHO 3B’SI3YETHCS 3 KalIbIIMHEBPUHOM Ta iHTiOye #oro, 110
IPU3BOOUTH 0 KaJbli3aIeKHOr0 iHTiOyBaHHs T-KIIITHHHUX CUTHAJIBHUX IIJISXiB TPAHCOYKIIil, TAKUM
YUHOM 3arobirae TpPaHCKPUIIIl AUCKPEeTHOI rpynu NTiM(POKIiHHUX T'eHiB.

TakpomiMyc - e BUCOKOAKTUBHUM iIMyHOCYTIDECUBHUMU IIpenapart, 0 IPUrHiuye GopMyBaHHS
IIUTOTOKCUYHUX JTiIM(OIUTIB, IKi B OCHOBHOMY BifITIOBiNAlOTh 3a BiATOPTHEHHS TPAHCIIAHTATY,
3HUXKYIOTh aKTUBali0 T-KJIiTHH, 3a7eXHy Bif T-xenmnepis npomnidepariiio B-KIiTuH, a TakoXK
dbopMmyBaHHSA TiMGOKIiHIB (TaKuX K IHTEPJIENKIHU-2, -3 Ta g-iHTep(depoH), eKCIPeCiio peLenTopa
iHTeperKiny-2.

dapmMaxoKiHemuxka.
Abcopbuia. TakpomniMmyc abcopOyeThCs 3i IMITyHKOBO-KUIIKOBOT'O TPAKTY.

KonnenTpaii (C,,,,) TAKpOJIiMyCy B KPOBi JOCSATAIOTH MKy ITpuOIU3HO yepe3 1-3 roguHu. V gesiKux
NallieHTiB IpenapaT HeBiIPUBHO aOCOPOYETHCS MPOTSATOM TPUBAJIOTO MIEePioAy, HOCATal0YX BiTHOCHO
piBHOTO Impodinmo abcopOIii.

BiogocTynHICTh TAKPOIIMYCY IIpU IPUKOMI BHYTPIIIIHEO CTAHOBUTH y cepenHbomy 20-25 %.

ITicis mepopanbHOro 3aCTOCyBaHHs JIiKapchKoro 3acoby Ilporpad® (0,3 Mr/kr/moby) mamieHTam 3
TPAHCIJIAaHTATOM ITeYiHKM y GiNTbIIOCTi XBOPUX PiBHOBAXKHI KOHIIEHTPAIlil ITpenapaTy gOCATaluCs
IIPOTATOM 3 [HIB.

V 0oCTifKeHHSX 3a y4acTio 3[0POBKX J0OPOBOILIIB I0KA3aHo, 0 JIiKapCchKi 3acobu Iporpad® mo
0,5 mr, Iporpad® mo 1 mr ta Iporpad® mo 5 Mr GioeKBiBa/IeHTHI IPX 3aCTOCYBaHHi iX B
€KBiBaJICHTHUX [03aX.

IBuAKIiCTE Ta CTYIiHb BCMOKTYBaHHS TaKpOJIIMyCy BUIlla IPU IPUUOMI ITpenapary HaTie. [Ipu
OJHOYAaCHOMY 3aCTOCYBaHHi IIpemnapary 3 iKeto 3HUXKYBaacs IIBUAKICTb Ta CTYIiHb abcopOirii
TAKpPOJIIMYyCY, 110 HalbiNbI BUPaKEHO IiC/Is MPUMOMY 1Ki 3 BUCOKMM BMiCTOM XKUPY. Brmus ixi 3
BHCOKHM BMiCTOM BYIJIEBOZIB MEHII BUPaKEHUH.

Y nmarieHTiB 3 TPAHCIJIAHTATOM TEYiHKHU Y cTabilbHOMY CcTaHi 6i0M0CTyIHICTE TiKapchKoro 3acoly
I[Iporpad® 3HMKyBaIacs OIpU MEepPOpPaNLHOMY 3aCTOCYBaHHI Ipenapary Micis BXUBaHHA 1XKi 3
IIOMiPHKAM BMiCTOM XKHUpiB. By/o Biil3HaueHO TaK0X 3HUKEHHS IO i hapMaKOKiHETHYHOIO
kpuBoio AUC (27 %), makcuManbHOI KoHeHTpatii C,,, (50 %) Ta 36inpmenHs t,,, (173 %) y
HepO3BeeHill KPOBi.

YV mocnimxkeHHi nanieHTiB 3 TPaHCIJIAaHTATOM HUPOK Y CTa0ibHOMY CTaHi P IEPOpPaIbHOMY
3aCTOCyBaHHi Jlikapchkoro 3acoly ITporpad® ompasy micis CTaHgapTHOTO JIETKOTO CHilaHKY BIJIMB Ha
nmepopanbHy 0i0OOCTYIIHICTE MEHII BUpaxKeHu. byno Bii3HaueHO 3HUKEHHS IO ITif
dhapmakokineTnyHoI0 KprBoio AUC (2-12 %) Ta MakcuMamnbHOI KOHIeHTpalil C,,, (15-38 %) ta
306inmbIneHH t,,, (38-80 %) y Hepo3Be[eHill KpOBi.

BupineHHs X0BYi He BIIKBa€ Ha abcopOIiio TiKapceKoro 3acoby IIporpad®.

CrnocrtepiraeTtscs cunbHa Kopensanig Mik AUC Ta MiHIMa/IbHUMU PIBHSAMU IIpenapaTty y Hepo3BeaeHin
KPOBI [IpU NOCATHEHHI PIBHOBAXKHOI'0 CTaHy. Y 3B’A3KYy 3 [IUM MOHITOPUHT MiHiMaJIbHUX PiBHIB
npenapaTy y Hepo3Be[eHil KPOBi MOXKe JOIOMOTTH afleKBaTHO OL[IHUTH CUCTEMHUY BIIJINB
nmpenapary.

Po3noodin



XapakTep PO3MOMiTy TAaKPOJIiMYCy IiC/s BHYTPIITHbOBEHHOTO BBEIEHHST MOXKHA OIMCATH SIK
nBO(a30BUM.

Y cucTeMHOMY KPOBOTOLII TaKPOJIiIMyC 3HAYHOI MIpOIO 3B’SI3YETHCA 3 €PUTPOLUTAMU.
CriBBifHOIIEHHS «HEpO3BeleHa KPOB/ IJla3M0OBa KOHIIEHTPAllisi» CTaHOBUTH mpubmu3no 20 : 1.V
T71a3Mi KPOBi IpernapaT 3HaYHOIO Mipoio 3B’a3yeThest (> 98,8 %) 3 6inkamMu, B OCHOBHOMY i3
CHPOBATKOBUMU aTbOyMiHOM Ta a-1-KUCIIUM TIIiKOIPOTEIHOM.

TakpomiMyc IMPOKO PO3MOIiNAETHCS B OpraHiaMi. PiBHOBaxXHMM 06’€M PO3IOMIiny Ha OCHOBI
IIJIa3MOBUX KOHIIEHTpalli# cTaHoBUTh npubau3uo 1300 1 (3mopoBi moOpoBobili). BigmoBimHui
II0OKa3HUK Ha OCHOBiI HEPO3BeIeHOI KPOBi ¥ cepefHbOMY CTaHOBUTH 47,6 1.

Takpomnimyc - mpenapaT 3 HU3bKUM PiBHEM KJIipeHCY. Y 300poBUX NOOPOBOJIBIIB CEPENHE 3HAUEHHS
3arajabHOrO KJIipeHCy, IKWAU OLIHIETHCS 3a KOHIIEHTPAI[IIMU IIpellapaTty B HePO3BedeHil KPOBi,
CTaHOBUTH 2,25 n/rof. Y HOPOCTUX MalliEHTiB 3 TPAHCIJIAHTATOM MEYiHKY Ta HUPOK 3HaYEeHHS IOTO
mapaMeTpa ctaHoBunu 4,1 n/rom, 6,7 n/rox ta 3,9 n1/rox BigmoBigHO. Y AiTel 3 TpaHCIJIaHTaTOM
NeYiHKY 3HA4YEHHS 3arajbHOTO KJTipeHCYy MPUOIU3HO B 2 Pa3y € BUIIUM, HiXK V TOPOCIIUX XBOPHUX i3
TPaHCIJIaHTaTOM [IE€YiHKU.

Coig B34TH OO yBaru Taki (pakTOpH, SKi IPU3BOOATh OO IMiIBUINEHOTO KJIipEHCY: HU3bKUU PiBEHb
reMaTOKpUTy Ta Oinka (Ipu3BOASTH [0 MigBUINEHHS PiBHA HE3B'sg3aH0l (pakilil TaKpoJiMycy) 4u
nigBUIIeHHS MeTab0/1i3My BHACTIIOK IPUOMy KOPTUKOCTEPOIMiB.

[Tepion HamiBBMBeEHHS TAKPOJIIMyCYy € TPHBAJIUM Ta 3MiHHUM. Y 300pOBUX NOOPOBOJIBIIB CEPEHE
3HauYeHHd Iepiofly HalliBBUBEOEHHS 3 HePO3BeeHOl KPOBi CTaHOBUTEL IPUOIKU3HO 43 ronuHu. Y
LNOPOCTIUX TAllieHTIiB Ta AiTel 3 TPAHCIJIAHTATOM [eYiHKU I1epiof HalliBBUBENEeHHS B CEPEOHEOMY
ctaHoBuUTh 11,7 rogunu Tta 12,4 rogvHM BiAMOBIAHO MOPIBHSAHO 3 15,6 TOOUHM Y HOPOCKX MAlli€HTIB 3
TPaHCIJIaHTaTOM HUPKH. Y MalLli€HTIB 3 TPAHCIIJIaHTATOM IIiABUILEHHS KJIIPpEHCY IIpernapaTy
IIPU3BOAUTH [0 3MEHIIIEHHS [IEPiOAY HaliBBUBENEHHS.

Memaboaism

TakpomimMyc MeTa0o0Ti3yeThCs Y MEUiHIIi, TOJIOBHUM YHHOM ITUTOXpoMOM P4503A4. TakposniMyc TakKoxX
MeTab0/1i3yeThCSI 3HAYHOI MipOI0 B KUILIEUHUKY .

BcTaHoBneHO Kinbka MeTabomiTiB. IIpu BUKOPUCTAHHI MOfese in vitro BUSBIEHO, 10 TiMbKKA OIUH
MeTaboJIiT Ma€ iCTOTHY iMyHOCYTIPeCUBHY aKTUBHICTh. [HIII MeTaboliTH BOJIOAiIOTE Cl1abKoi0 abo
HYJIbOBOIO aKTUBHICTIO. Y CUCTEMHOMY KPOBOOOIT'y HassBHUY TiJIbKM OOUH MeTabOoJIiT ¥ HU3bKil
KOHIIeHTpaIlil. TakuM YWHOM, MeTaboJIiTH He BIJIMBAIOTh Ha (papMaKoIoriyHy aKTUBHICTh
TaKpOoJIiMyCy.

Eniminauis

[licns nepopasibHOTO BBEIEHHS TAKPOJIiMYCY, MiY€HOI 0 "C i30TOMmOM, GiNTBIIICTB pamioaKTUBHO-
MigeHOro npenapaTy BuBoaunocs 3 ¢ekanismu. [Ipubnusno 2 % BUBOOUTHCS 3 cedelo. MeHie 1 %
HEe3MiHEHOT0 TaKpoJliMycy OyJio BUSIBIIEHO B cedi Ta (eKaJisix, 10 BKa3ye Ha Te, 10 TaKPOIiMyc
IPAKTAYHO IOBHICTIO MeTabomi3yeThcs no eniMinariil. OCHOBHUM IUISIXOM eJliMiHallil € KO0BY.

Kniniuni xapakKTepuCTHKH.

IToka3auHs.



[TpodinakTuKa BigTOPrHEHHS IIPU aJIOTPAHCIUIAHTALlil TeYiHKY, HUPOK a00 cepIis.

JIiKyBaHHS BIATOPTHEHHS aJI0TPaHCIIaHTaTa, Pe3UCTEHTHOIO [0 JIiIKyBaHHSA IHIIUMU
iMyHOCYTIDECHBHUMM JTiIKapChKUMHU 3ac00aMu.

IIpomunoka3aHHA.

linepdyTnuUBICTh IO TAKPOIIMYCYy, iHITNX MaKpOifiB abo [0 Oyab-IKOi 3 JONIOMiKHUX PEYOBHH.

B3aemodisa 3 iHwumu snikapceKumu 3acobamu ma iHwi eudu e3aemoditi.

MemaboaiuHi 83aemo0ii

CucTeMHO JOCTYyIHUM TakKponiMyc MeTaboni3yeTscs y nedinni CYP3A4. IcHyI0Th TaKOXK J0Ka3u
IIJTyHKOBO-KUIIKOBOT0 MeTabosniaMmy CYP3A4 y crinni kumeyHuKy. ODHOYaCHUYN IPUNOM JTiIKapChKUX
3aco0iB, Y T.4. POCTIMHHOTO ITOXOMIKEHHS 3 YCTAHOBJIEHO!0 iHriby040i0 ab0 iHAYKYI04Y0Io [Ii€l0 Ha
CYP3A4 moxxe BMBaTH Ha MeTabo0J1i3M TaKpotiMycy i, BignosigHo, mifBuiilyBat abo 3MeHIIyBaTH
KOHIIEHTpallil TaKpOJIiMyCy Y KPOB.

[Ipu ogHOYACHOMY 3aCTOCYBaHHI PEUOBHH, 110 MOTEHIIMHO MOXKYTh 3MiHIOBAaTH MeTa0o0JIi3M
CYP3A4, cyBOpO peKOMEHYETHCS YBAKHO CTEXKUTH 3a PIBHEM TaKpOJIiIMyCy B KPOBi, @ TAaKOXK
nomoBxkeHHAM iHTepBany QT (EKI'), KoHTposoBaTy (PYyHKIIiI0 HUPOK Ta iHII mo0iuHi epekTH,
Ta BigMOBiHO, TPU HEOOXigHOCTI, MepepBaTH a00 3MIHUTU 03y TAKPOJIIMYCY, IJIS MigTPUMKH
eKBiBaJIeHTHOI €KCII03HIIil TaKpoJiMycy (guB. po3ainu «Cmocib 3acTocyBaHHS Ta HO3U»,
«OcobIMBOCTi 3aCTOCYBAHHS»).

IHeibimopu memaboaizmy

Ins HUXK4e3a3HaUYeHUX PEYOBUH KITiHIUHO OyJ10 MOKa3aHO MOXKJIUBICTh 30i/IbIlIeHHS PiBHS
TaKpOJIiMyCy y KpoBi. CU/IbHI B3a€MOfii criocTepiranucs 3 NpOTUTPUOKOBUMHU areHTaMu, TaKUMHU SK
KeTOKOHa30J1, (JIyKOHa30J1, iTpaKoHa30J1, BOPUKOHA30JI Ta i3aByKOHA30J1, MaKPOJIiTHIM
aHTuOioTMKOM epuTpoMinuH, iHribitopamu npoteasu BIJI (Hanpuknaf, puToHaBip, HendiHagip,
cakBiHaBip), iHribiTopamu nmpoTea3u Bipycy rematuty C (HampuKiaz, Teaanpesip, 6omenpesip i
kKoMOiHalliss omOiTacBipy Ta mapuTanpeBipy 3 pUTOHaBIpOM IIPU 3aCTOCYBaHHi 3 macabyBipoM abo 6e3)
YU IPOTUBIPYCHUM 3acO00M [IJid JTiKyBaHHS IIMTOMETAJIOBIPYCHOI iHGEKIIil 1eTepMoBipoM,
(dbapMaKOKiHETUYHHUM IIificHII0BadYeM KoOilucTaToM Ta iHribiTopamMu TUPO3WHKIHA3M HiNOTHHIOOM Ta
iMmaTuniOOM.

OpHoYacHe 3aCTOCYBaHHS I[UX PEUOBHH MOXKEe CIPUYMHUTUA HEOOXigHICTh 3MEHIITyBaTH 003U
TaKpOJIIMyCy MalXKe y BCiX Malli€HTiB.

Cnab1mri B3aeEMopii ciocTepiranucs 3 KI0TPUMa30JI0M, KJTAPUTPOMIIIMHOM, IK03aMIIlTHOM,
HideOumiHOM, HiKapAUIIiHOM, JUJITia3eMOM, BepamnaMiioM, aMiogapoHOM, JaHa30JI0M,
eTHUHiJIeCcTpamiosoM, oMepa3oioM, Hega3omoHOM i JTiKapChbKUMHU 3aco0aMH, 10 MiCTSATh eKCTPaKT
JTUMOHHMKA KUTaNChKOro (Schisandra sphenanthera).

YV mocnimkeHHSX in vitro 6yi0 BU3HaYeHO PEYOBUHHY, SIKi € MOTEHLINHUMHU iHTibiToOpaMu MeTaboi3My
TAKpOJIiMyCy: OPOMOKPUIITHH, KOPTHU30H, IAalICOH, eproTaMiH, TeCTOfieH, JligokKain, MedeHiTOoiH,



MiKOHA30JI, Miga3ojlaM, HiJIBaAuIliH, HOPETUCTEPOH, XiHiOUH, TaMOKCH(EH, TPOIeaHIOMIIIHH.

['peiindpyToBui Cik MoxKe 30iMbIMUTY PiBEHb TAKPOIIMYCy B KPOBi, TOMY CIIifl yHUKATH HOTO
3aCTOCYBaHHS.

JlaHCOmpa30 i TMKJIOCTIOPKMH MOXKYTh iHTiOyBaTH mponec CYP3A4-omocepeiKoBaHOTO MeTaboIi3My
TaKpOJIIMyCy i TUM caMUM 30ibIINTH TOKAa3HUKY KOHIIEHTPALlil TAKPOJIiMyCy B KPOBI.

THWi 83aemo0ii, w,0 nomeHuitiHo 36i1bWYOMb PiBEHb MAKPOAIMYCY 8 KPOBi

TakponiMyc 3HaYHOI0 Mipoio 3B’sI3yEThCS 3 GiTKaMu My1a3Mu KpPoBi. MOXKJIKMBI B3aEMO{Iii 3 iHITMMU
aKTHBHUMU PEYOBMHAMH, 1110 MAlOTh BUCOKY CIIOPifHEHICTh 3 GiTKaMu Myia3Mu (HalpuKiIak,
HecTepoinHi mpoTusananbHi 3acobu (HII33), mepopanbHi aHTUKOATYISHTH ab0 mepopasbHi
npoTtuniabeTuyHi 3acobu).

[HIIi TOTEHIIIMHI B3aEMO/Iii, STKi MOXKYTh 30iTBIIUTH CUCTEMHUH BIIJIUB TAKPOIIMYCY, BKITIOYAIOTh
B3A€EMO[il 3 MPOKIHETUYHUM JTiKapChKUM 3aC000M METOKJIOMPAMiIoM, 3 HMMETHOUHOM i MarHiu-
AMIOMIHIN-TITPOKCHUIOM.

IHOykmopu memab6oaizmy

Ha mipcragi kiniuHOro mocBimy 6y10 BCTaHOBIEHO, 110 KOHI[EHTPALIil0 TAKPOIiMyCY B KPOBi MOXYTb
3MEHIIUTH HACTYIIHI IpenapaTu:

CUJIBbHI B3aeMopii criocTepiranucs 3 pudammoinmaoM, GpeHiToiHOM, JTiKapchKUX 3ac06iB Ha OCHOBI
3Bip00010; Ipu LILOMY MOXKe 6yTH HeoOXigHUM 30iNblIeHHS 03K TaKPOJIIMYyCy Maiixke y BCiX XBOPHX.
Kniniyno 3Hauyuri B3aemopil criocTepiranucs takox 3 ¢penobapbiranom. IligTpumytodi qo3u
KOPTHKOCTEPOIiB 3HUKYIOTh KOHIIEHTPAIIif0 TAKPOJIiMyCy B KPOB.

Bucoki no3u mpenHi3onony abo MeTUIIIPENHI30I0HY, 1110 3aCTOCOBYIOTLCS [JIS JTiKyBaHHS TOCTPOTO
BiITOPTHEHHS, MOXKYTh 30ibIIyBaTH a60 3MEHIIIyBaTH PiBHI TaKPOIIMYyCy B KPOBI.

Kapbama3ermiH, MeTaMi30 Ta i30Hia3ug MOXKYTh 3HUXKYBaTH KOHIIEHTPaLlil TAKPOJIiMyCy B KPOB.
Bnaue makpoaimycy Ha memaboai3m iHWux aikapcvkux 3acobis

Takpomnimyc - Bigomuti inribitop CYP3A4, ToMy ofHOYaCHE 3aCTOCYBAHHS TaKPOIIMYyCy 3
nmikapchkuMU 3acobaMu, ki MeTabomni3yioTbcs 3 yyacTio CYP3A4, Moxke BIJIMBATU Ha MeTabom1i3M
TAKUX JIiIKapChKUX 3aco0iB.

[Iepion HamiBBUBEAEHHS LUKIOCIOPHHY IPOAOBXKYETHCS, KOJIM OMHOYACHO 3aCTOCOBYETHCS
TakposiMmyc. KpiMm Toro, Mmoxke MaTu Miclie CHHePridHu# eeKT/qomaTKoBUN He(DPOTOKCUYHUM BIIJIUB.
3 uux npuunH KoMOiHOBaHe BBeIeHHS IIMKIJIOCIIOPUHY i TAKPOJIiMyCy He PEKOMEHAYEThLCS, a JIiKapio
CIIif IpOsABNATU 00epPeKHICTL IPH IIPU3HAUEHHI TAKPOJIIMYyCy TallieHTaM, sIKi paHillle OTpUMYyBau
IIUKJIOCIIOPHH (OuB. po3xin «Crocib 3acTocyBaHHS Ta fo3u» Ta «OCOONIMBOCTI 3aCTOCYBaHHS»).

s TakposniMycy 0ys1o moKa3aHo, I0 AaHWi JTiKapChbKUM 3acib MoXKe CIPUYMHUTH MigBUIIEHHS PiBHS
(beHiToiHy B KpOBI.

OCKiTbKM TAKpOIiMyC MOXKe 3MEHIINTH TepaleBTUYHU [ialla30H TOPMOHAa/IbHUX KOHTPAIENITUBIB,
110 3a3BUYal IPHU3BOAUTH [0 30ibIIIEHHS TOPMOHAIBHOI €KCII03UIIil, CIIifi TPOSIBIATH 0COOJIUBY yBary
Ta 00€PEXKHICTh IPU NPUMHSATTI PilIEHHS TPO METORM KOHTpPALIEIIil.

Ha manuii yac HakONMYeHI HefOCTaTHI 3HAHHS PO B3a€MOMiI0 MiXK TaKpOJIiMyCOM i CTaTHHIB.
Kniniyni maHi cBig9aTh po Te, mo ¢papMaKOKiHETUKa CTAaTUHIB 3HAYHOIO MipPOI0 He 3MIiHIOETLCS IPH



OOHOYaCHOMY 3aCTOCYBaHHi 3 TaKpOJ'[iMy'COM.

HocmigXKeHHd Ha TBApUHAaX [T0Ka3aJjiy, 110 TaKPOJIIMyC MOXKe
3MEHIIUTH KIIIPEHC i 301/IbIINTH IePioa HalliBBUBEOEHHS
neHToOapOiTany Ta peHa3oHy.

MikodeHo10Ba KHCI0Ta

Cnipm goTpuMyBaTHCh 00€PEXKHOCTI IIPU TTIEPEBEEeHHI XBOPHX, SKi 0lepKy0Th KOMOiHOBaHYy Teparliio 3
IIUKJIOCIIOPUHOM (SIKUH BIJIMBA€E Ha EHTEPOreNaTUUHy PELUPKYIALii0 MiKoheHOI0BOl KUCIO0TH), Ha
TaKpoJiMyc (y SKoro 1e# eeKT BiICyTHil), OCKiIbKM 1€ MOXK€e 3MiHUTHU BILIMB MiKO(GEeHOIJI0BO1
KucyoTu. [IpenapaTy, sIKi BIJIMBaIOTh Ha €HTEPOTeNaTUYHUM IIUKJT MiKOGEHOJIOBO1 KMCIIOTH, MOXKYTh
3HU3UTH pPiBeHb Y Mia3Mi Ta eeKTUBHICTh MiKO(QEHOI0OBOI KUCIIOTH.

[Tpu mepexomi Bif IIMKJIOCIIOPUHY [0 TaKPOIiMycy a00 HaBmaky Moxe OyTH JOUiTbHUM
TepaneBTUYHUN MOHITOPUHT Mii MiKOpEeHOJIOBOI KUCIIOTH.

THwi 83aemo00ii, w0 npu3eod0AmMb 00 KAIHIYHO WKIOAUBUX HACAIOKIB

OnHovacHe 3aCTOCYBaHHS TaKpOIiMyCy 3 TiKapCbKUMM 3aco0aMu, sIKi MaloTh HeQPOTOKCUYHY abo
HEMPOTOKCUYHY [it0, MOXKe 30imbIHUTH I1i eeKTH (HalpUKIIaf, aMiHOTIiKo3uny, iHribiTopu ripasu,
BaAHKOMIIMH, cynbdaMeTaldon-TpuMmeronpuM, HI133, raHuukmoBip abo aluKioBip).

BimsHavaeThcs migBuiieHa HePPOTOKCHYHICTH IMiC/Is 3acToCyBaHHS aMpoTepuliuHy B Ta ibynpodeny
y IOENHAHH] 3 TAKPOIIMYyCOM.

OcCKinbKY NiKyBaHHS TaKpOJIiMycoM Moxke OyTH ITOB’g3aHO 3 TinepkanieMieio abo Moxke 30ibIIUTI
IIPOSIBU BKe HasBHOI TinmepKasieMmii, clig yHUKaTH MiIBUILIEHOT0 CIIOKUBAHHS KaJliio abo
3aCTOCYBaHHS Kaniit30epirarounx giypeTHKiB (HampuKiIaf, aMiiopus, TpuaMTepeH abo
CIipoHONIaKTOH) (AuB. Po3ain «OcoOGNIUBOCTI 3aCTOCYBaHHT»).

IMyHOCyIIpecaHTy MOXKYThb BIUIMHYTY Ha BiATIOBib Ha BAaKIMHALII0, TOMy BaKLIWHALis [IPU JIIKyBaHHI
TakpoiaimMycoMm Moxe OyTu MeHII epeKTuBHOIO0. CIIifl yHUKaTH 3aCTOCYBaHHS 0CIabIeHUX XKUBUX
BaKIKH (OuB. po3min «OcoONMMBOCTI 3aCTOCYBAHHS»).

Oco06.1ue8ocmi 3acmocyeaHHsi.

Bim3Havanmucst MOMUIKY IIPYU 3aCTOCYBaHHi JTiKapchKOro 3aco0y, y TOMY YHCIIi BUTIATKOBE,
HeHaBMUCHe ab0 HEKOHTPOJIbOBaHE 3aCTOCYBAHHS HEBIATOBITHUX JTiIKapChKUX (hOPM TaKpOIIiMyCy,
Hanpukian GopM 3 HeralHUM BUBiTbHEHHSIM ab0 IpoJioHTroBaHoi Oil. Lle MoXke MpuU3BECTH [0
BUHUKHEHHS CEPHO3HUX MOOIYHUX peakllii, y TOMY YMCJIi BiTTOPrHEHHS TPaHCIIaHTaTa abo iHImmx
no6iYHMX peakiliy, ki MOXyTh OyTH HacimKoM a00 HemoCTaTHLOI, a0 HaAMipHOI mil TakpoimMycy.
[TarmieHTiB Clif MiATpUMYyBaTHU Ha OOHIN JIiIKApChKik (GOpMi TaKPOIIMyCy 3 BiAIOBIIHUM IIOOeHHUM
PeXUMOM [103yBaHHS; 3MiHU Y NTiKapCchkux popmax abo pekuMax IMOBHHHI BifOyBaTUCS TiNbKHU IIif
peTenbHUM HarnsgmoM (daxiBid 3 TpaHCIIaHTalil (IuB. po3ain «Crocid 3acToCcyBaHHS Ta JO3U» i
«ITo0OiuHi peakirii»).

Y no4aTKOBOMY IIOCTTPAHCIIJIaHTAI[IMHOMY TIEPIOAi CHIif MPOBOOUTH NEPIOAUYHUAN MOHITOPUHT
HaCTYIIHUX TapaMeTpiB: apTepiansHuil TUCK, EKI, HeBpOIOriyHUY CTATyC i CTaH 30Dy, PiBeHb
ryIiKeMil HaTIe, KOHIIEHTPALlis eJIeKTPOIIiTiB (0COOIMBO KaJlilo), TOKA3HUKHY MTeYiHKOBOI i HUPKOBOI



GyHKIII, TeMaTONOTiYHI MOKa3HUKHY, KoarynorpaMa, BU3HaueHHs PiBHS Oinka B KpoBi. [Ipy1 HasgBHOCTI
KJTIHIYHO 3HAYYIIMX 3MiH HeoOXiTHa KOPeKIIis iMyHOCYIIPEeCUBHOI Teparrii.

[Tpu ogHOYACHOMY 3aCTOCYBaHHI JTiIKapChKUX 3aC00iB 3 MOTEHLUINHUMY B3a€EMOAIsIMU, 0COOINBO
inribitopu CYP3A4 (Takux sK Tenanpesip, 601enpeBip, pUTOHaBIpP, KETOKOHA30J1, BOPUKOHA30JI,
iTpakoHa3071, TemiTpoMiluH abo KmaputrpoMiiuH) abo ingykropu CYP3A4 (Taki K pudamIinmH,
pudabyTuH) - HeoOXiTHO KOHTPOJIIOBATH PiBEHb TAKPOJIiMyCy B KPOBi, 11100 MiATprMyBaTh HEOoOXigHi
TIOKa3HUKM €KCIIO3UIIil TaKpOoJiMycCy.

IIpu 3acTocyBaHHi IiKapcekoro 3acoly [Iporpad® ciif yHUKaTH IpU3HAYeHHS POCIHHHNX
Ipernaparis, 0 MiCTSTh 3Bipob6it (Hypericum perforatum), yepe3 pu3uK BUHUKHEHHST B3a€MOIii, 110
IIPU3BOIATD OO 3HMUKEHHS PiBHSA TAKPOIIMYyCY B KPOBi i 3HMKEHHS TepalneBTUYHOTO eeKTy
TaKpOJIiMycCy (OuB. po3min «B3aeMopis 3 iHIMMMY TiKapChKUMU 3aco0aMu Ta iHIi BUOU B3AEMOTIN»).
Cnip yHMKATH OIHOYACHOT'0 3aCTOCYBaHHS IIMKJIOCIIOPUHY i TAKPOJIiMyCy, 3 00epexkKHiCTIO
3aCTOCOBYBATH TaKPOIiMYC TallieHTaM, SIKi paHille OTpUMYyBasIyu IIMKJIOCTIOPUH (IuB. po3ninu «Cmocid
3aCTOCYBaHHS Ta [03W» i «B3aeMopist 3 iHIMMMU TiKapChKUMU 3aco0aMu Ta iHIII BUOU B3aEMOMIIN»).
Cnip yHMKATH IPUUOMY ITpernapaTiB/IPOOyKTiB, 10 MiCTSTh BUCOKY KiNbKiCTh KaJito abo
Kajii3bepiraoyux OiypeTukis (OuB. po3min «B3aeMopnis 3 iHIMMMY TiKapchbKUMU 3acob6aMu Ta iHIIi
BUHM B3aEMOMIN»).

[Tpu ogHOYACHOMY 3aCTOCYBaHHI TaKpoJiMycCy 3 JiKapChbKUMU 3aco0aMu 3 BifoMoI0 He(POTOKCUYHOIO
ab0 HEeMPOTOKCUYHOIO [Ii€l0 MOXKe TiIBUIIYBaTHCS PU3UK BUHUKHEHHS HE(QPOTOKCUYHUX i
HEeMNPOTOKCUYHUX peakliil (QuB. po3mdin «B3aeMopmist 3 iHIMMMU JTiKapChKUMHU 3acob6aMu Ta iHIII BUIH
B3aEMOJIIN»).

BakuuHauis

IMyHOCYyTIpeCaHTH MOXKYTh BINIMHYTH Ha BifITTOBigh Ha BAaKI[MHAIIIIO, BAaKLIKHAIlS MOXKe OyTH MEHII
e(heKTHUBHOIO MU JiKyBaHHiI TakponimMycoM. Cif YHUKATH BUKOPUCTAHHS KUBUX 0CJ1abIeHuX
BaKIIMH.

[T 1yHK080-KUWKOBI p031adu.

Y matieHTiB, IKi OTpUMyBaIX TaKPOIIMYyC, TOBIIOMIIAIOCS PO IUTYHKOBO-KUIIKOBI mepdopariil.
[Tepdopaltiis MITyHKOBO-KUIIKOBOTO TPAKTY € MEOUYHO BaXKJIMBUM YCKIagHEHHSIM, 1[0 MOXKEe
IIPU3BECTH 10 CTAHY, 1110 3arpOXKye KUTTIO YU CEPUO3HOr0 cTaHy. CIiif HeraiHo Ipu M0sBI
IiJ03PI0BAHUX IIPOSIBIB UM CUMIITOMIB IPU3HAUYUTHU afleKBaTHE JIIKyBaHHS.

[Ipu miapel piBHI TaKpOIiMyCy B KPOBi MOXKYTh 3HaYHO 3MiHIOBATHCS; IIPY BUHUKHEHHI fiapei
HeoOXiIHMI MOaTKOBUY peTeIbHUN MOHITOPUHT KOHIIEHTpPAlli TaKPOIiMyCy B KPOBI.

Cepuesi 3ax80pHOBAHHA

Bunapku rineptpodii nutyHoukiB abo rimeptpodii meperopomok cepiis, Ipo SKi MOBiKOMISAIOCS K
Ipo Kappaiomiomartii, Bim3Havasnucs pigko. Y 6inmbinocti Bumaakis rimepTpodis miokapaa Oyna
3BOPOTHA, CIIOCTepiranacs nepeBaxHo y giTel IpU KOHI[EHTPaLisiX TaKPOIiMyCy B KPOBI, II10
IIePEeBUILYIOTh MaKCUMaJbHI peKOMeHO0BaHi piBHi. [0 iHIIKX (aKTOpiB, 110 MiABUIIYIOTh PU3UK IILOTO
He0axKaHOT0 SIBHUIIA, BITHOCSATHCS: HasBHICTD IIOTIEPETHLOTO 3aXBOPIOBAHHS CEPIS, 3aCTOCYBaHHS
KOPTUKOCTEPOIiB, apTepianbHa riepTeH3is, HUPKOBa i TeYiHKOBa OUCPYHKIS, iHPeKIi],
rinepBoneMis, HaOpsiku. BigmoBigHo, marieHTaM, sIKi MalOTh BUCOKUYU PU3UK, 0COOTUBO HiTSAM
MOJIOAIIOTrO BiKy Ta TUM IallieHTaM, sIKi OTpPUMYIOTh iHTEHCUBHY IMYHOCYIIPECUBHY Tepallilo, [0 i
micys TpaHCIUTaHTallil (depe3 3 micsri i moTiMm yepes3 9-12 Mmics11iB) HeoOXiTHO KOHTPOIIIOBATH,



IIPOBOOUTH exoKapaiorpadiuuuit Ta EKI-KOHTPOIb. AKIINO BUSBISIOTECS aHOMaJIil, CIIif pO3rIsSHyTH
NXTaHHS IPO 3HUKEHHS [NO3H JIiKapChKoro 3aco0y IIporpad® abo 3aMinu npenapaTy Ha iHIIHi
iMyHOZeTIpecaHT.

Takponimyc Moxe nnogoBxkyBaTu iHTepBan QT i cnpuuunATH torsades de pointes. Crif
OOTPUMYBATUCS 00E€PEKHOCTI [JIs MAallieHTiB 3 (haKToOpaMu PU3UKY MOOoBKeHHS iHTepBany QT,
BKJIIOYAlOYU MAli€HTIB 3 iIHAUBINyaTbHUM YU CIIaJKOBUM IIOA0BXKeHHAM iHTepBany QT, mamieHTisB i3
3aCTilfHOI0 CepIeBOI0 HENOCTATHICTIO, OpafiiapuTMi€lo, OPYIIEHHSIM PiBHS eJeKTPoIiTiB. Crin
NOTPUMYyBaATUCS 00ePEeKHOCTI IJIS MAIliEHTIB 3 AiarHOCTOBaHUM ab0 Iif03PI0BaHUM BPOAKEHUM
CHHOPOMOM IofioBKeHHs iHTepBany QT abo HaOyTuM nomosxkeHuM iHTepBasioM QT abo mns
NallieHTiB, SIKi OMHOYAaCHO IPUUMaIOTh JTiIKapChKi 3acobu, 110 og0BXKYI0Th iHTepBa QT, BK/II0UYaloyu
MIOPYIIEHHS PiBHS €JIEKTPOIIITIB YX BifoMe MifBUINEHHS €KCII03HIIil TAaKPOJiMyCy (IUB. PO3MIin
«Bzaemogis 3 iHIIUMY JTiIKapCLKUMHU 3aco0aMu Ta iHIIM BUIU B3aEMOIIN»).

JlimgponpoaigpepamusHi 3ax80pPHOBAHHA 1 310AKICHI HOBOYMBOPEHHA

V mamieHTiB, fKi nikysamucsa 3aco6om ITporpad®, MOXKIMBHI PO3BUTOK IOCTTPAHCIUIAHTAIIHIX
nimdonpomnidhepatuBHux 3axBoprooBanb (I[ITJI3), acouioBanux 3 BipycoM Enmreiitna — bapp (BEB)
(muB. po3min «IToGiuni edpexTr»). [TalieHTaM, AKKUX IepeBey Ha JiKyBaHHs 3acoboM IIporpad®, He
CJIifl omHOYacHO oTpuMyBaTH aHTUNiMbouutu. Y BEB-cepoHeraTuBHUX [IiTel BikoM [0 2 PoOKiB 6ymo
BUSIBJIEHO IiABUINEHNYN PU3UK PO3BUTKY JTiMQoIponipepaTuBHNX 3aXBOPIOBaHb. TaKUM YHUHOM, Y
TaIi€eHTIB L€l rpynu mepes IoYaTKoOM JIiKyBaHHs 3aco6oM IIporpad® HeoOXifHO IPOBOAUTH
CepoJIoTiyHe [OCIIiAKEHHS 3 BU3HAUEHHAM KalcugHoro autureny BEDB. IIpoTarom nikyBaHHS
o0epexkHOo KoHTposoBaTH [1JIP (momimMepasHy naHLIOIOBY peakiiio) Bipycy Emmreiina — Bapp.
[TosutusHa I1JIP BEB MoXe nepcucTyBaT MiCALSMY i He € IOKA3HUKOM JIiMGonporipepaTUBHUX
3aXBOPIOBaHb 4u JIiM(pOMH.

4K i mpu 3aCcTOCYBaHHi iHIKUX iIMyHOCYTIPECUBHUX JIiIKaPCHKUX 3aC00iB, y 3B’I3Ky 3 pUSUKOM
BUHUKHEHHS 3JI0SIKICHMX HOBOYTBOPEHD MIKipH HE00XimHO 06MeXKyBaTH BIJIUB COHSYHOTO CBiT/Ia Ta
ynbTpadioseToBOro BUNPOMiHIOBAHHS, CJIii HOCUTH 3aXWCHUMU OOSAT i BAKOPUCTOBYBATH
COHI[e3aXUCHUM KPEM 3 BUCOKUM (HaKTOPOM 3aXHUCTY.

Pu3WK BUHUKHEHHS BTOPHHHOI'O PaKy IIPHM 3aCTOCYBaHHi iMyHOCYIIPECHBHUX JTiKapChKUX 3ac06iB
HeBimomui (muB. po3min «ITo6GiuHi peaxiii»).

CuHOpom obopomHoi nocmepiopHoi eHuepasonamii.

4K mOBiOMIIANIOCS, V TALi€HTIB, SIKi OTPUMYBAJIM TAaKPOJIIMYC, PO3BUBAETHCS CUHAPOM 000POTHOI
3aguboi eHnedanomnatii (CO3E). fKiio y naiieHTiB, SKi IpuiiMaioTh TaKpPOJIiMyc, Bil3Ha4al0ThCS
cumnromu CO3E, Taki gk ronoBHUi 0ib, 3MiHU ICUXIYHOTO CTaHY, CYLOMU Ta IOPYILIEHHS 30Dy, CIIig
IIPOBOOUTH BifiMOBiAHI giarHoCTUYHI nmpouenypu (Hanpukiamg, MPT). Ilpu giaraoctyBanHi CO3E
HeoOXiTHO HeralHO MPUIIMHUTYU CUCTEMHE 3aCTOCYBAHHS TaKPOJIiMyCy, IPOBECTH afleKBaTHUM
KOHTPOJIb PiBHS apTepiaJbHOr0 TUCKY. BiNblIiCTh MaLli€HTIB IIOBHICTIO OQY2KYBaJIX MiCJIs BiIIOBIAHOTO
JIIKyBaHHS.

[IopyileHHS 30pY

Y mallieHTiB, SKi 0OTpUMyBaIu TaKpOIiMyC, CIIOCTEpIirany MopyIieHHs 3 60Ky o4el, 110 iHoAi
IIPOrpecyBay 4o BTpaTé 30py. B okpeMux BUIagKax BUHMKaIa 1oTpeba mepexony Ha
anbTepHATHBHY iIMYHOCYTIpeCUBHY Tepartiio. [TallieHTiB cif monepenuTy Mpo HeoOXimHICTh
TIOBIIOMJISAITH TIPO 3MiHU IOCTPOTH 30DPY, 3MiHU CIIPUUHSATTS KOJIbOPIB, IOMYTHIHHSA 30py ab0 MOSIBY
nedeKTy moJig 30py — B TAKOMY pa3i peKOMEeHOYEThCS HeraliHe 00CTeXKeHHS 3 HallpaBIeHHSIM [0



odTanmpMoIora, SKII0 MOTPiOHO.

[HdeKIIi], BKII0Yal0Yy ONOPTYHICTUYHI iHbeKIIil

V malli€eHTiB, SKi OTPUMYIOTh iIMyHOJEPeCcanTH, y ToMy urcii IIporpad®, iCHy€ MigBUIEHUH PU3KK
BUHUKHEHHS OMOPTYHICTUYHUX iHGeKIiN (baKTepianbHUX, IPUOKOBUX, BiDYCHUX Ta MIPOTO30MHUX),
0co0/IMBO TakKuX SIK HedpomarTisi, 3ymosneHa BK-Bipycamu, i mporpecyioda MynbTugoKaibHa
nenikoeHledanomnaria (ITMJI), 3ymoBnena JC-BipycaMu. TakKoX iCHye MifABUINIEHUN PU3UK
BUHUKHEHHS iHQEeKI[INHUX BipyCHUX TeNaTUTiB (HallpuKiaj, peakTuBalis renatutis B Ta C abo HOBe
iH(piKyBaHHS, a TAaKOXK renaTuty E, akuil Moxe mepeiTu y XpoHiuHy popmy). Lli iHdexkil vacTto
II0B’A3aHi 3 BUCOKUM 3arajlbHUM IMyHOCYIIPECUBHUM HAaBAaHTAXKEHHSAM 1 MOXKYTh IIPU3BOLUTH [0
cepiio3nux abo neTanbHUX HACTIAKIB, 110 CJIif 6paTH [0 yBaru JlikapsM IIpy MPoBeeHHi
nudepeHItianbHol OiarHOCTUKY Y MallieHTiB 3 0c/labeHUM iMyHITeTOM IIpHY MOTipiIeHH] QyHKIII
nediHky a0 HUPOK YU MOSIBi HEBPOJIOTiUHMX CUMITOMIB. [IpodinakTrka Ta MiKyBaHHS IOBUHHI
BifiTIOBigaTH KIiHIiYHMM HacTaHOBaM.

Bunadku icmuHHOI epumpouumapHoi anaasii

Y matieHTiB, SKi OTpHMyBaJId TaKPOIIMYyC, CIIOCTEPiraaucs BUMagKyu iCTUHHOI epUTPOLATapHOl
amnasii (IEA). V Bcix nanienTis Oynu dhaktopu pusuky [EA, Taki sk iHdekis mapsosipycy B19,
HasIBHICTh OCHOBHOT'O 3aXBOPIOBaHHS ab0 OMHOYACHUYM IPUIOM JTiKapChKuX 3ac00iB, OB’ 3aHUX 3
[EA.

JTonoMmIdCHI pe4o08UHU

Jlikapcekuii 3aci6 ITporpad® MicTuTh MakTo3y (0mHa Kancyna 0,5 M MiCTHTE 62,85 MI TaKTO3H
MOHOTifIpaTy, ogHa Karcyna 1 Mr Mictuth 61,35 Mr 1akTO3u MOHOTIgpaTy, OAHA Kalcyiaa 5 Mr
MictuTh 123,60 Mr 1aKTO3U MOHOTipaTy), TOMY MOTO He CJIifi 3aCTOCOBYBaTH IMallieHTaM 3
PiOKiCHUMM CIagKOBUMU 3aXBOPIOBAHHSIMH, 0B’ I3aHUMU 3 HETIEPEHOCUMICTIO rajlakTo3H,
HeIOCTATHICTIO JJaKTa3u abo MababCoPOIieI0 TTI0KO3K-TaTaKTO3M.

Ipykapcbka ¢papOa, 110 BUKOPUCTOBYETHCS [JIs II0O3HaYeHHs Kacyl JiKapchkoro 3acoby ITporpad®,
MicTuTh coeBuit neuutuH (0,48% 3aranbHOT0 CKlIagy ApyKapchkol ¢hapbu). AKIIo y malieHTa
rinepuyTnauBiCTh 70 apaxicoBuX abo COEBUX IIPOAYKTIB, CIIifl 3BaKUTU KOPUCTD Bifl 3aCTOCYBaHHS
nikapceKoro 3aco0y IIporpad® Ta pu3KK peakIfiil rimepdyTIABOCTi.

1 kancyna IIporpada (0,5 mr, 1 Mr, Ta 5 Mr) MiCTSATh MeHIIe, HiK 1 MMOb HaTpio (23 Mr).

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

Bimomo, 1110 TakKpoIiMyC TPOHUKAE Yepe3 IIalleHTy XKiHKKU. Ha 0CHOBI HasiBHUX 00MEXKEeHUX JaHUX
CTOCOBHO PELMITIEHTIB IiCIIA epecagKy OpraHiB He BUSBIIEHO [0Ka3iB iCHyBaHHS MiABUILIEHOI0
PU3KKY HETaTHBHOI'O BIJIUBY Ha repelir i HacliloK BariTHOCTI Ipu 3aCTOCYBaHHi TAKPOIiMyCy
IIOPiBHSHO 3 iHIIMMM iMyHOCYIIpECUBHUMH JIiKapChbKuMHU 3acobamu. OnHak Oynu 3apeecTpoBaHi
BUIIQ[IKU CIIOHTaHHOTO abopTy. Ha maHuil yac BifCyTHi iHIIi BignOBiAHI emifemiosoriuHi gaHi.
JIiKkyBaHHS TaKpOJIiMyCOM BariTHUX KiHOK MOXKHa AOMYCKaTH JIMIIe Y BUMIagKaX, KO BiICYTHSI
Oe3neyHima anbTepHaTUBA i KOMM MOXK/IMBA KOPUCTH [JI MaTePi BUNPaBIOBYE MOTEHIIMHUN PU3UK
[JISE TIT0fla. 3 METOI0 BUSIBJIEHHS IMTOTEHINIMHNX MOGIiYHUX e(deKTiB TaKPOIiMyCy PeKOMEHIYEThCS
KOHTPOJIIOBATU CTaH HOBOHAPOAXKEHUX, MaTepi AKUX IIiJ Yac BariTHOCTI IpUMMaIy TaKpOoIiMycC



(oco6muBO CTaH HUPOK). [CHYE PU3KWK BUHUKHEHHS ITepPeqYacHUX IOJIOriB (<37 THXKHIB), @ TaK0XK
iCHye pU3UK MOSIBY TilepKasieMil y HOBOHAPOMIXKEHOTO, SIKa, OOHAK, CAMOCTIMHO HOPMali3y€eThCH.

YV mocnimkeHHSX Ha IIypax i KpoJisgX TaKpoliMyC CIIPUYUHSB IPOSIBU eMOpiodeTanbHOi TOKCUYHOCTI y
I03aX, XapaKTEePHUX IJIsT MAaTEPUHCHKOI TOKCUYHOCTI.

depmuabHiCMb.

Y miypiB Bii3Ha4asmocs HeraTUBHUM BILJIMB TAaKpPOJIiMyCy Ha 40JI0Bi4y (hepTUIbHICTE, Bif3HaYaNuCsa
3HUIKEHHS KiJIbKOCTi CTIepMaTO301/iB i iX pyX/IUBICTE.

[Iepion rogyBaHHdA TPYOOI0

IlaHi Ha TI0AX T0KAa3YI0Th, 110 TAKPOJIIMYC IPOHUKAE Y I'PYIHE MOJIOKO. Hepes Te, 110 BUKIIIOYUTH
HECIPUATIUBUY BIIJIUB TaKPOIIMyCy Ha HOBOHAPOAKEHOT0 HEMOXKI/IMBO, XKiHKaM, SKi IPUUMaIOTh
IIporpad®, cITif IPUIMHATY FOAYBaHHS TPYAIIO.

30amHicmb enaueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

TakpomniMyc MOXKe CIPUYMHUTY 30POBi i HEBPOJIOTiuHi po3naau. Lli peakiril MOXKyTb ITOCUAITIOBATUCS,
SIKIII0 3aCTOCOBYBATH JIiKapChKuil 3aci6 [Tporpad® 0qHOYACHO 3 alKOrOJIEM.

Cnocid 3acmocyeaHHsi ma do3u.

Teparmis nikapcekuM 3aco6oM IIporpad® BMMarae peTebHOro KOHTPOIIO 3 60Ky KBastidhikoBaHOro
IIepCOHAaIy, 110 Ma€ y PO3NopsaxKeHHi BifnmoBigHe obmagHanHs. [Ipu3HavaT niKapchKuii 3acio i
BHOCHUTH 3MiHHU y KypC iMyHOCYIIPECUBHOI Teparlii MOXKYyTh TiJIbKH JIiKapi, SKi MaloTh OCBIA
IIPOBEIEHHS iIMyHOCYTIPECHBHOI Teparlil y NallieHTiB 3 epecafizKeHUMH OpraHaMH.

BunagkoBa, HeHaBMHCHa a00 HEKOHTPOJIbOBaHa 3aMiHa JikapchKoi (opMU IIpenapaTy 3 HerahHuM
abo TprBalIuM BUBITbHEHHSIM TaKpoJiMycy € HeOe3meuyHoi0. Lle Moxke MpHU3BECTH [0 BigTOPTHEHHS
TpaHCITaHTaTa a0o 30inbIIeHHST BUMAAKiB MOOIYHUX PeakKilili, y TOMy YHCIIi HEOOCTaTHLOI a0
HaMipHOI iMyHOCYyTIpecii, y 3B’SI3Ky 3 KJTiHIYHO 3HAYYLIIMMHU BiIMIiHHOCTSIMUA Y CUCTEMHOMY BILIUBI
TakpoJsiMycy. ITallieHTH TOBUHHI JOTPUMYBATHCS PEXUMY 3aCTOCYBaHHS OfHI€El TiKapChKol hopMu
TAKPOJIIMyCY 3 BiATIOBIIHUM IOJeHHUM rpadikoM A03yBaHHS; IIPU IbOMY 3MiHH Y JIiKapChbKii GhopMi
abo pexuMi 3aCTOCYBaHHS IMOBHHHI BifOyBaTHUCS TiIbKY IIif PETEIbHUM HarasAaoM ¢axiBis 3
TpaHCIUTaHTalil (AuB. po3ainu «OcobnuBocTi 3acTocyBaHHA», «I[100iuHi ederTu»). Ilicns
nepeBeeHHs Ha Oyab-sIKY iHIIY allbTePHATUBHY JIiIKapChKY HopMy HeoOXiTHO KOHTPOTIOBATH
KOHIIEHTpALlil0 TAKPOJIIMYCY Y KPOBIi i MPOBOAUTH KOPEKIIiI0 03K MpenapaTty Ajiasd MigTPUMKU
CHACTEMHOI eKCII03Ul1lil TaKPOJIiMyCy Ha afeKBaTHOMY DiBHi.

To3yBaHHS TiKapchKoro 3acody IIporpad® ciif BCTAHOBIIIOBATH y IIEPIIy Yepry Ha OCHOBI KITiHi9HOI
OLIHKM PU3UKY BiITOPTHEHHS Ta iHOWBiMyanbHOI IEPEHOCUMOCTI TiKapChKOro 3acoby, mpu
3aCTOCyBaHHI JaHUX MOHITOPUHTY PiBHSA TAKpOJIMyCy B KPOBi (OUB. HUXK4Ye PEKOMeHAAIlil om0
BU3HAYEHHS MiHiMallbHOI KOHIIEHTpAaIlil B KPoBi). ITpu mosiBi KIiHIYHUX CUMIITOMIB BiITTOPTrHEHHS
HeOoOXiTHO PO3TISAHYTH MUTAHHS 100 HeOOXiMHOCTI MPOBeNeHHS KOPEeKIlii pexKuMy
iMyHOCyIIpECuBHOI Teparil.



Jlikapcekuii 3aci6 ITporpad® MoXKHa 3aCTOCOBYBaTH BHYTPIIIHEOBEHHO Ta IIEPOPAIbHO, JO3YBaHHS
MOXKHa PO3MOYMHATHU 3 IEPOPAJIbHOr0 IIPUKMOMY. 3arajioM 3aCTOCyBaHHSA MOXKHA PO3NOYMHATH 3
IIePOPaIbHOTO MIPUKOMY, SKIIO MOTPiOHO, BMICT KallCyal MOXKHA PO3YMHUTH Y BOMI Ta BBOOUTHU Yepes3
Ha30racTpaJbHUU 30H.

V o4aTKOBOMY TIics0nepaliiiHoMy mepioni nikapcekuii 3aci6 ITporpad® 3a3Buyaii ciif
3aCTOCOBYBAaTH OJHOYACHO 3 iHIIMMU iMyHOCYTIPECUBHUMH JTiKApChKAMHU 3acobamiu. [103y
nikapceKoro 3aco6y IIporpadg® MoxkHa 3MiHIOBaTH 3ajeXXHO Bif 06paHoi iMyHOCYIIpeCHBHOI Teparii.

03YBAHHA

TpaHcnaaHmMauis neviHku.

[IpodinakTka BiITOPrHEHHS TPAHCIIAHTaTa: JOPOCIi

ITepopanbHy Tepamiio IiKapchkuM 3aco6oM IIporpad® cnif posmounHaTy 3 [060B0i fo3u 0,1-0,2
MT/KT 2 pa3u Ha o0y (BpaHiIi i BBeuepi). [IpuiioMm npemnapaTy po3nounHaTy yepe3 12 ropgux micns
OTIePaTUBHOT'0 BTPY4YaHHS.

AK110 cTaH nalieHTa He JO3BOJISIE IPUKMMaTU IperapaT BHYTPIIIHLO, BBOAUTH BHYTPIITHBOBEHHO
ingysiitno mpotsarom 24 roput y mo3i 0,01-0,05 Mr/kr/moby.

[TpodinakTika BifTOPTrHEHHS TpaHCIIaHTaTa: OiTH.

[ToyaTKOBY 103y IIpenaparTy AJis lepopaabHOro 3acTocyBaHHs 0,3 MI/Kr/mo0y Cilif PO3IMOAiATH Ha 2
IpUUOMHU (HAIIpUKJIIaf, 3paHKy Ta BBeudepi). AKIo KIIiHIYHUY CTaH MallileHTa He N03BOJIsg€e IpUuiMaTi
npenapaT BCepeOuHy, BBOOUTHU BHYTPIIIHEOBEHHO iHGY3iiiHO mpoTsarom 24 roguH B 7o3i 0,05
Mr/KT/mo0y.

[TigTpuMyloYya Tepamis: JOPOCi Ta TiTH.

ITif yac migTpUMyr04ol Teparmil J03yBaHHA JIiKapChKoro 3acoly IIporpad®, SIK IpaBuUio, 3HUKYETHCS.
Y mesikvx BUIIagKaxX MOXKJIMBO BiIMiHUTH IIperapaTy CYIyTHHOI iMyHOCYTIPECHUBHOI Tepartii,
3aIMIIMBIIA JTiKapchKui 3aci6 ITporpad® y sskocTi MoHOTeparmii. [ToKpamaHss cTaHy HalieHTa Mmicisa
TPaHCIIaHTallil MOXKe 3MiHUTH (HapMaKOKiHETHKY TaKpOJIiMyCy, TOMY BUHUKA€E HEOOXiTHICTh y
KOpEKIIil 103U Ipemapary.

JIIKyBaHHS BIITOPTHEHHA: NOPOCII Ta OiTH.

IIns miKyBaHHS emi3ofiB BifTOprHeHHST HeoOXimHe 3aCTOCYBaHHS OiNbIll BUCOKMX 103 JTiKapChKOT0
3aco0y IIporpad® pa3oM i3 FOAATKOBO KOPTHKOCTEPOINHOI Tepaliclo Ta KOPOTKMMH KypCaMy
BBEIEeHHS MOHO/IIOMIKIOHAIbHUX aHTUTIN. AKINO Bif3HAYal0ThCS 03HAKM TOKCUYHOCTI ( IUB. PO3Min
«IToGiuHi edpexTr»), MOXKe BUHMKHYTH HEOOXiOHICTL y 3HUXKEHH] 031 JIiKapchkoro 3acoby ITporpad®.

IIpu mepeBefeHHi NAIiEHTIB Ha Tepamiio TikapceKuM 3acofoM [Tporpad® peKoMeHAyIThCS Ti caMi
IIOYaTKOBI [03H, SIK i TP IEepBUHHIM iMyHOCYTIpecil.

[Ipu mepeBeneHHi NaLieHTiB 3 Tepalii IMKIOCIOPHHOM Ha JIiKapChKui 3aci6 ITporpad® gus.
indopwmartito Hukue «OcobuBi monynsiii», «KoHBepcis (mepexin) 3 IUKIOCIIOPUHY Ha TAKPOJIIMYC».

TpaHcnaaHmMauyisa HUPKU

[IpodinakTka BiITOPrHEHHS TPAHCIIaHTaTa: JOPOCH.



IlepopanbHy Teparmiio ITiKapchkuM 3aco6oM IIporpad® HeoOximHO po3mounHaTy 3 fo3ysanHasg 0,2-0,3
MT/KT/mo0y, pO3MOiMUBIIY 110 J03Y Ha [Ba MpuUiioMu (HalpuKiaf, 3paHKy Ta BBedepi). Tepariio
IIpernapaToM CJIiff PO3MOYMHATY MIPOTATOM 24 TOOUH IIiCIIsl 3aBEePIIeHHS oIepallii.

AK110 cTaH namieHTa He J03BOJISIE IPUKMMaTU IpenapaT BHYTPIIIHLO, BBOAUTH BHYTPIITHBOBEHHO
ingysiitno mpotsarom 24 ropus B 7o3i 0,05-0,1 Mr/kr/mo0y.

[TpodinakTika BiATOPrHEHHS TpaHCIIaHTaTa: OiTH.

TTepopasbHy Tepariio JiKapchkuM 3acoboM IIporpad® HeoOXigHO po3moYrHaTH 3 Ko3yBaHHsd 0,3
MT/KT/mo0y, pO3IOIiIUBIIHY 1110 03y Ha 2 MpUoMU (HalpUKIIal, 3paHKY Ta BBeuepi). AKIo cTaH
Ialfi€HTa He [03BOJISE IPUUMATH IIpenapaT BHYTPIIIHEO, BBOOUTY BHYTPIIIHEOBEHHO iHPY3INHO
npotsrom 24 roguH y #o3i 0,075-0,1 mr/kr/mo0y.

[ligTpuMyloya Tepamid: JOPOCIIi Ta OiTH.

ITig yac migTpuMyro4oi Teparmii [o3yBaHHs JTiKapchkoro 3acoby Iporpad® ciif 3HUXKyBaTH. Y AesIKUX
BUIIaIKaX MOXKJ/IMBO BiIMIHWTHU NpenapaT CyIyTHLOI iIMyHOCYIIPECUBHOL Tepallil, 3aIUIINBIIN
nikapceKuii 3aci6 Iporpad® y sKocTi 6a30B0Oro KOMIOHEHTa IOMABiMHOI Teparil. [JoKpalieHHs CTaHy
nalieHTa Micad TpaHCIJIaHTallil MoXkKe 3MiHUTH (hapMaKOKIiHETUKY TaKpOJIiMyCy, TOMy BUHUKAE
HeoOXiIHICTh Y KOPEKIIil 103U Ipemnapary.

JIikyBaHHS peakliii BINTOPrHeHHs: JOPOCi Ta HiTH.

Ins nikyBaHHS €Mi30/iB BiATOPrHEeHHS HeOOXigHe 3aCTOCYBaHHS GinbIll BUCOKUX 03 JIIKAPCHKOTO
3aco06y ITporpad® pa3oM i3 JOFATKOBOI KOPTHKOCTEPOIMHOK TEPAIli€lo Ta KOPOTKUMHU KypCaMy
BBeIeHHS MOHO/IIOMIKIOHAIbHUX aHTUTIN. AKIINO BiA3HaYal0ThCA O3HAKM TOKCUYHOCTI (AUB. PO3MOiN
«ITo6iuHi edexTr»), MOXKe BUHUKHYTH HeoOXifHICTh y 3HMXEeHHI 1031 JiKapchkoro 3aco0y IIporpad®.

[Ipu mepeBeeHHi NallieHTiB Ha Tepalio TiKapchKuM 3aco6oM IIporpad® peKOMEHIYyIOThCS Ti caMi
II0YaTKOBI 03H, K i IPYU ePBUHHIN iIMyHOCYIIpeCil.

IIpu mepeBefeHHi NallieHTiB 3 Teparii IMKIOCIOPHHOM Ha JTiKapchKui 3aci6 IIporpad® mus.
indopmaruito HuxYe «OcobmuBi momynsuii», «KoHBepcis (mepexif) 3 HUKIOCTIOPUHY Ha TaKPOJIiMyC».

TpaHncnaaHmauis cepus

[IpodinakTka BiITOPrHEHHS TPAHCIIAHTaTa: JOPOCHi.

Jlikapcekuit 3aci6 [Tporpad® MoKHa 3aCTOCOBYBATH Pa30M 3 aHTUTIIAMM iHAYKII (3 ypaxyBaHHSIM
BifIKJIaZIeHOr0 II0YaTKy Teparii TikapchkuM 3aco6oM IIporpad®) abo 6e3 mpu3HayeHHs aHTUTIN ¥
KJTiHiYHO CcTabiTbHUX XBOPUX.

ITicnsa iHAyKLUil aHTUTIIAME HepopanbHy Tepamiio TikapchKuM 3aco6oM ITporpad® HeobXinHO
po3nouyrHaTH 3 fo3yBaHHS 0,075 Mr/Kr/mo0y, pO3MOiNKBIIN ITI0 [03Y Ha 2 MpUoMHY (HalpUKIIaf,
3paHKy Ta BBeuepi). 3aCTOCYBaHHS ITpenapaTy Cifl PO3MOYUHATH IPOTATOM 5 Aib micis 3aBeplIeHHs
omepatiii, gK TinbKu cTabiMi3yeThCS KTiHIYHUN CTAH XBOPOro. fAKINO CTaH MallieHTa He NO3BOJISIE
IpUUMaTH IIpenapaT BHYTPIIIHLO, BBOAUTLCS BHYTPIITHEOBEHHO iH(Y3iMHO ITPOTATOM 24 TOOUH ¥ 0031
0,01-0,02 mr/kr/mo6y.

IcHye ony0OmiKoBaHUM albTePHATUBHUM MifXi, TP SKOMY ITepOpasbHUM IPUIOM TaKpOIiMyCy
PO3MOYMHAETHCS MPOTATOM 12 TOOUH Micas TpaHCIIaHTalll. Llew migxim mpu3HayeHuy OJIs MallieHTiB
0e3 03HaK MopylIeHb PyHKINI BHYTPIIIHIX OpraHiB (Hanpukian, HUPKH). Y IIbOMYy BUIIAAKY



TaKpOJIIMyC ¥ TOYaTKOBIiM [03i 2-4 Mr/moby KoMOiHy€eThCS 3 MiKopeHOomaTy MOGeTHIOM Ta
KOPTHKOCTEpOiffaMu abo 0OOHOYACHO 3 CUPOJIIMyCOM Ta KOPTUKOCTEPOIaMHy.

HQO@iJ’[aKTI/IKa BiETOQT‘HeHHH TPAHCIITIAHTATaA: EiTI/I.

ITicns TpaHCIUIAHTAaIil cepls y [iTed IepBUHHY iMyHOCYIIPECIo TiKapchkuM 3aco6oM IIporpad®
MOXKHa IIPOBOAUTH SK Pa30M 3 iHAYKIIIEI0 aHTUTiIaMHU, TakK i CaMOCTIHHO.

V BUmajKax, KOJIM iHAYKIis aHTUTIIaMK He IPOBOIMTLCS, TiKapChKuli 3aci6 ITporpad® BBOTUTLCS
BHYTPILIHEOBEHHO iHGY3iitHO mpoTsirom 24 roguH y mo3i 0,03-0,05 Mr/kr/moby {0 moCATHEHHS
KOHIIEHTpAllil TaKPOJIiMyCy Yy Hepo3BefeHil KpoBi 15-25 ur/m. [Ipu nepirii ke KIiHidyHINk
MOXKJIMBOCTiI HeOOXigHO TTepeBecTH IallieHTa Ha IepopalbHul MPUKXOM IIperapaTy y I04aTKOBii q03i
0,3 Mr/kr/moby, Ky npu3HadaioTh 4epe3 8-12 ropuH micnis 3aKiHueHHS BHYTPILIIHbOBEHHO]I iHQY3ii.

ITicns iHAyKLiil aHTUTIIAME [epopabHy Tepariio TikapckkuM 3aco6oM [Tporpad® HeoGXinHO
po3nouyrHaTH 3 mo3yBauHs 0,1-0,3 Mr/Kr/go0y, po3MOMiNUBIIY 1110 HO3Yy Ha 2 IPUNOMU (HaIlpUKIIaf,
3paHKy Ta BBeYepi).

[ligTpuMylo4a Tepamid: JOPOCi Ta OiTH.

ITig yac migTpuMyro04oi Tepamii [03u miKapchkoro 3acoby Iporpad® 3MeHIyoThC. [ToKpaleHHs
CTaHy IallieHTa Iicig TpaHCIJIaHTallil MoXKe 3MiHUTH (hapMaKOKiHETUKY TaKpOJIiMyCy, TOMY BUHUKA€E
HeoOXiIHICTh Y KOPEKIIil 103U Ipemnapary.

JIiKyBaHHS BIITOPTHEHHS: NOPOCII Ta OiTH.

Ilns mikyBaHHS €Ii30[iB BiITOPrHEeHHs HeoOXigHe 3aCTOCYBaHHS OilbIll BUCOKMX 03 JIIKapChKOTO
3acoby Hporpa(b® pas3oM i3 1ogaTKOBOI KOPTUKOCTEPOINHOIO TEPAIi€l0 Ta KOPOTKUMU KypcaMu
BBeEHHS MOHO/IIOIIKJIOHAJIPHAX aHTHUTII.

IIpu mepeBeneHHi OPOCKX NAal[i€HTiB Ha Tepariio JikapchkKuM 3aco6oM ITporpad® moyaTKoBy O3y
npemnaparty 0,15 Mr/kr/moby ciifg po3nominuTu Ha 2 IpuioMy (HalpHUKIIaf, 3paHKy Ta BBeuepi).

[Ipu epeBeleHH i fiTell Ha Tepalio TiKapchbkuM 3aco6oM IIporpad® mo4aTkoBy 03y IpenapaTy
0,2-0,3 Mr/kr/mo6y ciim po3NnomiuTy Ha ABa IPUMOMU (HaIPUKJiIaz, 3paHKy Ta BBeYepi).

IH¢opMalris moa0 MepeBeieHHs Nalli€HTIB i3 Teparii IUKI0CIIOPUHOM Ha JIiKapChKUH 3acid
IIporpad® BUKIameHa y po3finax «Oco6IMBOCTI 3aCTOCYBaHHS»: KOPUT'YBAHHS O3 IIperapary B
0COONTUBUX NOMYIALISAX MAIli€HTIiB; epeXif 3 Teparil HUKI0CIOPUHOM.

JIIKyBaHHA BIITOPIHEHHA: TPAHCIIAHTAIlA IHITKUX OPraHiB.

PexomMeH0BaHi 003U NpU TPaHCIJIAHTAIlil JIereHb, MiAIITyHKOBOI 3a/103H i KUIIeYHUKY 0a3yl0ThCs Ha
00MeXKeHUX JaHUX IPOCIEKTUBHUX KITIHIYHUX JOCiXKeHb. [[71g JTiKyBaHHS MAIli€HTIB 3
TpaHCIIaHTaI[i€I0 JIereHb J03yBaHHA JTiKapchKoro 3acoby IIporpad® ciim posnouusartu 3 0,1-0,15
MTI/KT/mo0y, O/1s MallieHTiB 3 TPaHCIIaHTalli€l0 MiANUIYHKOBOI 3aJ1031 [03yBaHHS J1iKapChKOro 3aco0y
IIporpad® posnmounnaTy 3 0,2 Mr/Kr/mo0y i Ipy TpaHCIIAHTAL{l KUIIEYHHUKY [03yBaHHS
po3nourHaTH 3 1o3u 0,3 Mr/Kr/go0y.

Ocobaugi nonyasauii

ITeuinKosa HedocmamHicmb



Y maiieHTiB i3 TIXKUMU MOPYLUIEHHSIMU (QYHKII1 NeYiHKY IS MigTPUMKHI MiHIMalbHOTO PiBHS
TAKPOJIIMyCy B KPOBi y MeKaX PeKOMEHIOBAHOTO TEPANIEBTUYHOIO ialla30Hy MOXKe 3Haf0OUuTHCS
3HUKEHHS 03U TaKpPOJIiMycCy.

Hupxosa HedocmamHicmb

Ockinbky QYHKIIiA HUPOK He BIIMBA€ Ha (apMaKOKIiHETUKY TaKpOJIiMyCy, HeOOXigHICTh y KOPEKIIil
no3u BigcyTHA. [IpoTe y 3B’s13Ky 3 He()POTOKCUYHUM IIOTEHIIiaIOM TaKpOJIiMyCy pPeKOMEHI0BAHO
3OiMCHIOBATH PETEIbHUM MOHITOPUHT (YHKINI HUPOK (BKJIIOYAl0YX MOKA3HUKHU KOHI[EHTpallil
KpeaTHHIHY B CHPOBATLi KPOBi, PO3PaxyHOK KJIipeHCY KpeaTHHiIHy Ta MOHITOPHUHT Aiype3y).

ITayieHmu AIMHbO20 BIKY
CBigueHHS PO Te, IO TAalliEHTaM JiTHLOTO BiKy HeoOxigHi 0coOnuBi 103U mpemnapary, BimCyTHi.
Koneepcis (nepexid) 3 4uK/10CNOPUHY HA MAKPOAIMYC

Cnip goTpuMyBaTuCcs 00epeKHOCTI IpU TepeBefieHHi nalieHTiB 3 6a30B01 Teparil HIXKI0CIOPHHOM Ha
miKapchKi 3aco6u 3 6a30BOI0 TePaIi€lo TaKPOIiMycoM (quB. po3minu «Oco6IUBOCTI 3aCTOCYBaHHSI» Ta
«B3aeMopis 3 iHIMIMMH JTiKapChbKUMHK 3aC00aM¥M Ta iHIII BUAM B3aeMOfii»). Tepariio TiKapChbKuM
3aco6oM IIporpad® HEOOXifHO PO3MOYMHATH MiC/IsI BU3HAYEHHS KOHIEHTPALii IUKIOCIOPUHY Y
Iy1a3Mi KpoBi Ta aHasli3y KIiHIYHOro cTaHy nalieHTa. KoHBepcito ciif BigKIacTu IPY HAasABHOCTI
MiBUILEHOr0 PiBHS IXKJIOCIOPKUHY B KPoBi. Ha IpakTuili Tepamis likapchkuM 3aco6om IIporpad®
PO3n04YUHAETHCA yepe3 12-24 roguHy micyis NPUNUHEHHS 3aCTOCYBaHHS LUKIIOCIOpUHYy. [licns
IIepexony PeKOMEeHAYEThCSA KOHTPOJIOBATU PiBEHb LIMKJIOCIIOPKUHY B KPOBI, OCKIJIbKY MOZKJIMBUM BIIJIUB
Ha KJIipeHC LUKJIOCIIOPUHY B KPOBI.

PexomeHOauii u,000 docsizHeHHs HeobXi0OH020 piBHA KOHUeHmpauii npenapamy y Hepo3eedeHill
Kpoei.

Bubip mo3u mpenapaty Mae 6a3yBaTHCS Ha pe3y/bTaTax KJIiHIYHOI OLiHKY IIPOLleCy BifTOPTHEHHS Ta
IIePEeHOCHUMOCTI ITpenapaTy KOXKHUM MallieHTOM IHOUBIAyaIbHO.

3 MeTOI0 ONTHMi3allil JO3yBaHHS IIpellapaTy BUKOPHCTOBYETHCS BU3HAUYEHHS KOHIIEHTPallil
TaAKPOJIIMyCy V HEePO3Be[eHill KPOBi 3a OOMOI0I0 IMyHHUX METOZIB, BKIYal4du
HalliBaBTOMaTU4YHUM iMyHOMepMeHTHUI aHani3 (IPA) Ha MikpoyacTuHKax. [IopiBHIOBaTH JaHi
HAyKOBUX IyOJIiKallii 1on0 KOHIEeHTpallil TaKpoIiMyCy B KPOBi 3 iHAMBIAyanbHUMU KITIHIYHUMU
IIOKa3HUKaMU HeoOXimHO 06epekHO, 3 YpaxyBaHHSIM METOMY OIIiHKH, III0 3aCTOCOBYBABCS. Y CydacCHi
Me[UYHi{ MPaKTHUL O BU3HaUEeHHS KOHIIEHTPallil TaKPOJIiMyCy ¥ HEPO3BefeHil KPOBi
BUKOPUCTOBYIOTh IMyHHI METOIH.

Y paHHBOMY IEPiOfi MiC/Is omepatil ClIii KOHTPOIIOBATH MiHiMasIbHi PiBHI TAKPOIIMyCY B
Hepo3BedeHil KpoBi. [Ipu nepopanbHOMY NpUiioMi MiHiMasIbHI PiBHI TAKPOIIMYyCYy B HEPO3Be[eHin
KPOBIi CJTil KOHTPOJIIOBaTH KOXKHi 12 rogun 6e3mocepegHbo nepey IpuioMoM HaCTYTIHOL HO3H.
YacToTa MOHITOPUHTY piBHS IIpenapaTty B KPOBi Ma€ 3ajexaTH Bif KITiHiYHUX T0Tpeb. OCKiNbKu
nikapceKuii 3aci6 ITporpad® € mpemapaToM 3 HU3LKHAM PiBHEM KIIipeHCY, KOPUTYBaHHS PEKUMY
N03yBaHHS MOXKe 3alHATHU KijlbKa [HIB 10 TOTO MOMEHTY, KOJIX 3MiHU PiBHIB IIpenapaTy B KPOBi
CTaHyTh OYeBUAHUMU. MiHiMabHi PiBHI MpemnapaTy B KPOBI CIlig KOHTPOIIOBATH PUOIU3HO 2 pasu
Ha TUXKIEHb IPOTATOM PaHHbOT0O ITOCTTPAHCIJIAHTAL[IMHOTO [IEePioAy, i IOTIM MepioguYHO i Yyac
nigTpuMyto4oi Teparii. Takox HeoO0XigHO KOHTPOJIIOBATH MiHiMasbHi PiBHI TaKpoIiMycy B KPOBi micmis
3MiHU [003Y NpenapaTty, 3MiHU iMyHOCYIIPECHBHOT'0 pexkuMy abo Iicjis CyMiCHOTO 3aCTOCYBaHHS 3
IIpenapaTaMy, II0 MOXKYTh BINIMHYTH Ha KOHIIEHTpAIlil TaKpOJIiMyCcy B HepO3BeeHiil KpoBi (OuB.



po3min «B3aeMopist 3 iHIMMMU JTiIKapChKUMHU 3aco00aMu Ta iHIIi BUOKW B3a€EMOMIIN»).

Pesynbratu a"anisy KiiHidYHNX BUNIPOOyBaHb 1al0Th 3MOTYy NIPUITYCTUTH, 10 MOXKHA YCIIIIHO
IIPOBOAMTH JIiKyBaHHS OiMBIIOCTI MAIli€HTIiB, IKIIO MiHiMasbHi PiBHI TaKpOIiMyCy B KpOBi
OigTpUMYyOThCS HUX4Ye 20 Hr/MiI. [HTepnpeTyooun gaHi 00 KOHI[EHTPAllil Ipenaparty y
HEPO3BeMeHil KPOBi, BAaXK/IMBO OIIHIOBATH KJTIHIYHMI CTaH IIalli€HTa.

Y kJ1iHiYHIY NIPaKTUIl IPOTATOM PAHHBOTO NEPioAy Mic/ig IPOBefeHHs TPaHCIJIaHTalil MiHiMaIbHi
PiBHI mpemnapaTy B HEPO3BeeHiM KPOBi 3a3BUYall KOIUBAIUCA ¥ Mexkax 5-20 Hr/M micns
TpaHCIIaHTalii nevinku ta 10-20 Hr/M micnsg TpaHCIIaHTallil HUPKY i cepiisd. Hapmari mim gac
HiATPUMYIOYO]l Teparii mics TpaHCIIaHTallil MeYiHKy, HUPKY i ceplisi KOHIIeHTpallil mpemnapaty y
KPOBi BapioowTh Bif 5 1o 15 Hr/mi.

Cnocib 3acmocysaHHA.

PexoMeHOy€eThCS pO3NONINUTH OOOBY IIepopanbHy 403y IpenapaTy Ha 2 MpuiioMu (Halpukiaf,
3paHKy Ta BBeuepi). Kamncynu cnig mpuiitMaTy ogpa3sy XK Iic/s BUTYYEHHS 1X 3 O/IiCTEepPHOI YIIaKOBKH.
[TamieHTiB CIif nonepenuTy IPO HAsIBHICTD B YIIAKOBLI BOJIOTONIOI/INHAYA, 110 He IPU3HaYeHUN 15
npuiiomy. Kancynu HeoOXiHO TPOKOBTHYTH, 3allMBal0OYM PiIMHOIO (Kpalle - BOJ0I0).

s mocsirHEeHHS MaKcUMasbHOI abcopOuil nikapchkuit 3acib ciif npuiiMaTé Ha MOPOXKHIN IITTYHOK
(HaTmme) abo K MiHiMyM 3a 1 roguHy 10 a0 yepe3 2-3 TOOUHY ITiCII IPUNHOMY 1XKi.

s npodinakTvKy BiITOPTHEHHS TPaHCIIaHTATa CTAH iMyHOCYIIpecii HeoOXigHO MigTPpUMyBaTH
IIOCTiMHO; OTKe, TPUBAJIICTh Tepalii He oOMexXeHa.

Himu. [Ins gocsarHeHHs NMOTPiOHUX PiBHIB IpemnapaTy B KPOBi HiTAM, SIK IIpaBuUIo, MOTPiOHI 103H, y
1,5-2 pa3u Bulll, HiXK JOPOCIIKM.

Ilepedo3yeanHns.

BimomocTi mpo nepemo3yBanHs oOMexeHi. [ToBimoMIIsIOCsS PO KinbKa emi3ofiiB BUTIagKOBUX
nepeno3yBaHb Y Malli€eHTiB, SKi MpuiMany TakposiMyc. CUMITOME BKJIIOUaIU TPEMOP, TONOBHUIM Oifb,
HyHoTYy, 67t0BaHHS, iH(EKIIi], KpOIIUB IHKY, JTeTapriuHuil CTaH, MigBUIIEHWN BMICT a30Ty CEUOBUHU Y
KPOBi, CHpOBAaTKOBOT'0 KpeaTHHiHy Ta ajlaHiHaMiHOTpaHchepasH.

Ha maHui yac He icHye cnenudiyHuX aHTUAOTIB [0 JiKapchkoro 3acoby ITporpad®. ¥ pasi
nepeno3yBaHHs HeOOXiMHO BXKUTU CTaHOAPTHI MigTPUMYIOUi 3aX0X i MPOBOOUTH CUMIITOMAaTUYHE
JIIKyBaHHS.

3 OrJIsify Ha BUCOKY MOJIEKYJIIPHY MacCy TakKpoJIiMyCy, IOTaHy PO3UYUHHICTh ¥ BOAL 1 BUpaXkeHe
3B'SI3yBAHHS 3 ePUTPOIUTAMHU i OiTKaMu IJTa3Mu KPOBi fiiani3 HeeeKTUBHKN. B 0OKpeMux MallieHTiB 3
nyKe BUCOKMMU KOHIIEHTPAIli MU TaKPOJIiMyCy B KpPoBi Oynu epekTuBHI reModinbTpartis abo
miadinbrpauis. Y pasi mepopanbHOTro mepeno3yBaHHS MOXYTh OyTH eheKTHBHI TPOMUBAHHS IITyHKA
Ta/ab0 3aCTOCyBaHHS aficopOeHTiB (HapHKiIa, aKTUBOBAHOI'O BYTiJIS), SIKINO ITi 3aX0K PO3IOYaTH
ofpa3sy Iicisd IpuruoMy Ipemnapary.



ITobiuni peakuii.

Y 3B’13Ky 3 0COOIMBOCTSMY OCHOBHOTO 3aXBOPIOBaHHS i BEJIMKOIO KiJIbKiCTIO JTiKapChKUX IIPemnaparis,
SIKi OMHOYaCHO 3aCTOCOBYIOTH IiC/Is TpaHCIIaHTallil, mpodinb mobiyHuxX edeKTiB iMyHOCYIIPECAHTIB
TOYHO BCTQHOBUTHU CKJIQTHO.

BinpmricTs mo6ivHMX peakilii, OmMCaHuX HUXKYe, 000pOTHI Ta/ab0 3HUKAIOTH NIPY 3HUKEHHI T03H.

[Tpu mepopanbHOMY 3aCTOCYBaHHI Bif3HayaeThCsI MEHIIA KiTbKiCTh BUMQMIKiB MOOIYHUX peakiin
IIOPIBHAHO 3 BHYTPIIIHbOBEHHUM 3aCTOCYBaHHSIM.

YacToTa nobiyHUX peaklIliii BU3HAYAETHCSI HACTYIIHUM YMHOM: Tyxke dacTo (= 1/10); wacto (= 1/100
no <1/10); rewacto (= 1/1000 mo <1/100); pigko (= 1 /10000 mo <1/1000), nyxe pigko (<1/10000),
YacTOTa HeBimoMa (HEMOXKJIMBO OIIHUTH Yepe3 HelOCTaTHICTh MaHMWX). Y paMKax KOXKHOI YaCTOTHOI

rpynu noOiuHi epekTr 3a3HavYEHi ¥ MOPSIAKY 3MEHIIEHHS CEPHO3HOCTI.

IHpekuii ma iHeasii

Ha T1i Tepamil TakposniMycoM, K i iHIMMMU CUIBHOMIIOUMMH iIMyHOCYIIPECAHTaMH, Y MAI[iEHTIB 94aCcTO
icHye miiBUIlleHUI PU3UK PO3BUTKY iH(DeKIiil (BipycHUX, 6aKTepiambHUX, TPUOKOBUX, TPOTO30MHUX).

Moxe noripmuTucs nepeodir yxe icHyouux iH(eKkIiii. MoXKyTbh BUHUKATH IIPOSIBU K MICI[€BUX, TakK i
reHepasi3oBaHUX iH(PEKIIin.

V maIieHTiB, AKi OTPUMYIOTh iMyHOCYIPECaHTH, Y TOMy YMCII TiKapChKuii 3aci6 IIporpad®,
TIOBiOMIISINIOCS TIPO HedpormaTiio, acomiiioBany 3 BK-BipycoMm, a TakK0XK BUIMIaAKU IIPOTPECy0Uoil

MynbTH(OKaIbHOI NelikoeHnedanonarii ([TMJI), acouitoBanoi 3 JC-Bipycom.

HoBovTBopeHHd (DoOPOAKiCHI, 3/I09KiCHI Ta HEYTOYHEH])

Y namieHTiB, SIKi OTPEMYIOTh iIMyHOCYIIPECUBHY Tepallilo, iCHYy€ MiABUIIEHUN PU3UK PO3BUTKY
3JI0KICHUX HOBOYTBOPEHb. [Ipy 3aCTOCYBaHHI TaKPOJIIMYCy IIOBIIOMIIAIIOCS K IIPO

noOpOSKiCHI, Tak i PO 37109KiCHI HOBOYTBOPEHHS, Y TOMY YHCIIi TiM@onponipepaTusHi
3aXBOPIOBAHHS Ta 3JI05KICHI HOBOYTBOPEHHS LIKIpH, aconiiioBaHi 3 Bipycom Enmrreitna — Bapp (BEB).

3 00KV KpOBi Ta JiM(paTUYHOI CUCTEMHU

YacTo: aHEMis, TeUKOTEeHisI, TPOMOOLUTOIEeHis, IEMKOIIUTO3, BiIXUIeHHS V¥ TT0OKa3HMUKaX aHai3y
€PUTPOLIUTIB.

Heuacro: Koarysnomnarii, 3MiHY MOKa3HUKIB Koaryyslil i KpoBOTeUi, TaHIIUTONEHisI, HEUTPOIIEHis.
Pinko: TpomOouuTapHa TpOMOOLKMTONIEHIYHA TypIypa, rinomporpoMbiHeMis, TpoMOOTHYHA
MiKpoOaHrionaris.

YacToTa HEBigoMa: iCTMHHA ePUTPOIMTapPHA aljia3is, arpaHyIolUuTO3, TeMOJIITHYHA aHeMis.
3 60Ky iMyHHOI CHCTEMHU

Y matieHTiB, SKi OTpUMyBaId TaKPOIIMYyC, Bif3Hadalucs ajepriydi Ta aHadinakToigHI peakiil
(muB. po3min «OcoBGIUBOCTI 3aCTOCYBAHHS»).

3 60KY eHIOKPUHHOI CUCTEMU
Pigko: ripcytusm.

3 60Ky MeTa0o0J1i3My Ta XapuyBaHHS



IyXe 4acTo: TinepriikeMidHi cTaHU, IyKPOBUY AiabeT, rinepkaieMis.

Yacro: rinomarsieMis, rimogocdaTtemis, rinokamieMis, rinokasblieMis, TinoOHaTpieMis, 3aTpUMKa
pimuHY, TinepypuKeMisi, 3HUXKEHHS aleTUTy, aHOPEKCis, MeTabOiYHNY allufi03, Tinepainigemis,
rinepxoyieCTepUHEMis, TinepTPUriilepuaeMis, iHII NOPYIIEHHS €JIeKTPOJIITIB.

HeuacTo: 3HEBOIHEHHS, TiNONIpoTeiHeMis, rinepdocdaTemis, rimoraikeMis.

3 OOKY ICHUXiKK

Iyxe yacTo: 6e3COHHS.

YacTo: CUMIITOMU TPUBOXKHOCTI, CIUTyTaHICTh CBIOMOCTI i le30pi€HTallifl, Jenpecis, IPUTrHiYeHu!
HACTPiii, po3naay Ta MOPYIIeHHS HAaCTPOIO, HiYHi KOIIMapH, rajoluHalii, MCuxiyHi po3nagy.
HeuacTo: ncuxoTUYHUY po3mnap.

3 60Ky HEPBOBOI CUCTEMU

IyxKe 4aCTO: TPEMOP, TOJIOBHUM Bifb.

YacTo: cymoMu, IOPYIIEHHS CBIIOMOCTI, mapecTe3il Ta gu3ecTesil, mepudepuyHi HelponarTii,
3araMOpPOYEeHHS, TTOPYIIEHHS TOYEPKY, PO3JIafyd HEPBOBOI CUCTEMH.

HeuacTo: KoMa, KpOBOBUJIMBHU y II€HTPAJIbHIM HEPBOBIiM CUCTEMI i TOPYIIIEHHS MO3KOBOTO KPOBOOOiry,
napasnidi i mapesu, eHnedanonaris, mopyIleHHs MOBJIEHHS Ta apTUKY/IALii, aMHe3is.
Pigko: rineproHis.

[yxe pigko: MiacTeHid.

3 60Ky OpraHiB 30py

YacTo: 3aTyMaHEHHS 30PY, CBiTI000513Hb, po3/1afu 3 60Ky ouell.
HeuacTo: katapakrTa.

Pinko: cninoTa.
YacToTa HeBigoMa: 30poBa HEHUPOIaTis.

3 60Ky OpraHiB CIyXy i piBHOBaru

YacTo: myM y ByXax.

HeuacTo: 3HUKEHHS CIyXYy.

Pigko: HepoCeHCOpHa I'IyxoTa.

[lyXe pigKo: IOPYILIEHHS CIIyXY.

KappianeHi po3nagu

YacTo: imemiyHi KOPOHAPHi pO3N1agu, Taxikapmis.

HewacTo: mmyHOYKOBI apuTMil Ta 3ynIMHKa CepIs, CceplieBa HEOOCTaTHICTh, KapAioMiomaril,
rinepTpodis MINyHOYKIB, CyIIpaBeHTPUKYJIIPHI apuTMii, cepuiebUTTs, MaTOOTiuHi MOKa3HUKY Ha
EKT', nopyiieHHs pUTMY 1 4aCTOTU CEPLIEBUX CKOPOYEHb Ta IIYJIbCY.



Pigko: mepukapmour.

IyXe pigKo: MaTOJIOTiUHI MOKAa3HUKY exoKapaiorpadii, momosxeHHs inTepBany QT Ha
eJIeKTpoKapaiorpami, apuTMis tumny torsades de pointes.

3 OOKY CYIMHHOI CUCTEMHU
Ily>e 4acTo: apTepiajbHa rinepreH3sisd.

YacTo: KpoBoTedi, TpoMOoeMOOTiuHi Ta immeMiyHi ycKmagHeHHS, nepudepuyti CyauHHiI po3ay,
CY[VHHI I'ilIOTEeH3UBHI PO3JIafu.

HewacTo: iHbapKT, BeHO3HUH TPOMOO03 rITHO0KKUX BeH KiHITIBOK, IIIOK.

PecnipaTopsi, TopakasibHi Ta MefiaCTAHAIbHI IOPYIIEHHS

YacTo: 3amuIIKa, TeTeHeBi TapeHXiMaTO3Hi pO3/1afH, IIeBpaabHUAY BUMIT, (PapUHTIT, Kalles,
3aKJIageHiCTh HOCA 1 PUHIT.

HeuacTo: muxanbHa HEIOCTATHICTD, Po3agy 3 O0KY OUXaNbHUX MIIAXiB, OpoHXiambHA acTMa.
Pigko: rocTpuy pecnipaTopHUX OUCTPEC-CUHAPOM.

3 OOKY IIIIYHKOBO-KHUIITKOBOT'O0 TPAKTyY

[lyxe 4acTo: giapes, HyZoTa.

YacTo: 3ananbHi 3aXBOPIOBAHHS IIJTyHKOBO-KUIIKOBOTO TPAKTY, IIIYyHKOBO-KHUIIIKOBI BUPA3KU Ta
nepdopatiii, IITyHKOBO-KUIIKOBI KPOBOTEYi, CTOMaTHUT i BUPA3KH, aCUT, OJII0BAHHS, IUTYHKOBO-
KUIITKOBUM Ta aOmoMiHambHUM 6iNlb, UCIIENITUYHI IPOSBY i CUMIITOMH, 3aIlI0P, METEOPU3M, BiIUyTTS
30YTTA 1 PO3TATHEHHS y KUBOTI, PigKi BUIOPOKHEHHS, LIJTyHKOBO-KUIIKOBI IIPOSIBYU i CUMIITOMU.
HeuacTo: napasiTiyHa KUIIKOBA HEIIPOXiAHICTh, IEPUTOHIT, TOCTPUM 1 XPOHIYHUM [TaHKPEATHUT,
IigBUINEeHUY PiBeHb aMina3y B KPOBi, racTpoe3odaranbHa pediokcHa XxBopoba, IOpyIIeHHS
€BaKyaTOpHOI QPYHKIIiI LITyHKa.

Pigko: yacTKoOBa HENPOXigHICTh KUIIEYHUKY (CyOineyc), mCeBOKICTY MiAIITyHKOBOI 3a/I03H1.

3 6oky remnatobimiapHoi cucteMu

YacTo: mopyureHHs GQYHKII Ie4YiHKY Ta Me4iHKOBUX (epPMEHTIB, X0leCTa3 Ta JKOBTSHUIIS,
renaToLeoIAPHI YpaXkKeHHs Ta TelaTUT, X0JIaHTiT.

Pigko: Tpom603 meuyiHKoBOi apTepii, BEHOOKITI03UBHI 3aXBOPIOBAHHS MTEYiHKH.
Iye pigKo: MeYiHKOBa HEIOCTATHICTh, CTEHO3 2KOBYOBUBITHOI IIPOTOKH.

3 OOKYy INKip# Ta MiANIKipHOI TKAHUHU

YacTo: cBepOixk, BUCUIIAHHS, a/IONellis, akKHe, Tineprigpos.

HeuacTo: mepMaTuT, CBiTII0YyT/IUBICTb.

Pigko: TokcuuHUY enigepManbHUM HEKponi3 (curapom Jlaenna).



Hyxe pigko: cuaapoMm CtiBeHca — [[2KOHCOHA.

3 60Ky OIIOPHO-PYXOBOTO amapary Ta CIONYYHOl TKaHUHU
YacTo: 6inb y cyrimobax, cynoMu M’s13iB, 6inb y KiHIiBKax, 0ilb y CIIKHI.
HeuacrTo: po3nagu cyrio0iB.

PigKo: 3MeHIIeHHS PYXJIUBOCTI.

3 60Ky HMPOK i CEY0BUX OpPTaHiB

IyKe 4acTo: IOpyIIeHHS (PYHKII1 HIPOK

YacTo: HUPKOBA HEOCTATHICTh, TOCTPa HUPKOBA HEIOCTATHICTD, OJIITypis, TyOyIapHUN HEKPO3,
TOKCUYHA HedpomaTis, MOPYyIIEeHHS OKA3HUKIB cedi, po3naau 3 60Ky Ce40BOTO Mixypa Ta ypeTpH.
HeuacTo: aHypisi, TeMOIITUYHUYN YPEMIUHUU CUHIPOM.

Iyxe pigko: HedpomnaTisi, reMOpariyHui IUCTUT.

3 00Ky PETPOIYKTUBHOI CHCTEMM Ta MOJIOYHUX 3aJ103

HeuacTo: fucMeHopes 1 MaTKOBa KPOBOTEYaA.

3arajabHi pO3/Iay Ta YCKIIaOHEHHA Y MiCIli BBeIEeHHd IpenapaTy

YacTo: acTeHiuHi cTaHU, TapsIYKOBi cTaHU, HabpsKu, 6inb Ta UCKOM@OPT, MiABUINEHHS PiBHS JTyKHOI
docdarasu y KpoBi, 30inbllIeHHSI MaCH Tijla, TOPYIIEHHS TePMOPETYIISIIl,

Heuacro: noiopraiHa HeOCTaTHICTh, TPUIIOMONIOHNY CUHAPOM, IIOPYIIEHHS CIPUUHATTS
TeMIlepaTypPy HaBKOJIUIIHLOTO CEPENOBHUILA, BITUYTTS TUCKY Y TPYASAX, BITUYTTS TPUBOXKHOCTI,
MOTIPIIEeHHS CaMOMOYYTTs, MiABUIIEHHS PiBHA JJaKTaTAETiAporeHa3y B KPOBi, 3HUKEHHS MacCH Tifa.

Pipko: cripara, mafinHs, cCTUCKaOYui Oifib Y IPYAHINA KTiTIi, 3HUKEHHS PYXJIUBOCTI, BUPA3KHU.
Iyxe pinko: 36i7bIIeHHST MacK XKUPOBOi TKaHUHHU.

YactoTa HeBigoMa: (ebpunbHa HEUTPOIIEHIS.

TpaBMu, OTPYEHHA Ta MPOLEAYPHi VCKIaOHEHHS

YacTo: mepBUHHA OUCQYHKIIISI TpaHCIJIaHTaTa.

[ToBimoMIIsINIOCS TIPO TOMUIKY V MiKyBaHHi, y TOMY YHCJIi BUIIAgKU BUIIaJIKOBOT'0, HEHABMHUCHOTO abo
HEKOHTPOJIbOBAHOTO 3aMillleHHS ITpenapaTiB TaKpoJliMyCy HerauHoTro abo MPOJIOHT0BAHOT O
BUBiNbHEHHS. [T0BiIOMIISIIOCS PO BUIIaAKK BiITOPTHEHHS TPaHCIIaHTaTa (YacToTa He MoXe OyTu
OIliHeHa Ha OCHOBI HasIBHUX JaHHUX).

Binb y KiHIiBKax OMUCYETHCA B PSALi OMyO/IiKOBAHUX 3BiTiB PO BUMAAKY 3aXBOPIOBAHHS K YaCTHHA
iHmyKoBaHOTO iHri6iTOpaMM KalbluHEBPUHY 00IL0BOTO cCUHApPOMY. Lleit 6inb, K mpaBuso, €
NBOOIYHUM, CHMETPUYHUM, TSIKKUM, BUCXiTHUM YV HUXKHIX KiHIIiBKax, Moxe OyTH IIOB’sI3aHUM 3
BUCOKMM TepalleBTUYHUM PiBHEM TAKpOJIIMYCy 1 MOXKe pearyBaTH Ha 3MEHIIEeHHS 03U TaKpPOJIiMYCy.
Y mesikvx Bumagkax 0yo HeoOXimHO IepetTH Ha albTepHATUBHY iIMyHOCYIIPECiio.



Tepmin npudamHocmi. 3 POKH.

[Ticns BIIKPUTTS IEPBUHHOI YIIAKOBKY (3allasHOT0 allOMiHiEBOTO nakeTa) - 1 pik.

YmMmoBH 30epiranHsi. 30epiratu B CyxoMy, HeIOCTYIIHOMY [Jig [iTel MicCIli B OpUTiHaIbHiN yIaKoBII
Ipu TeMIepartypi He Bulie 25 °C.

YnakoBka. Ilo 10 kancyn y 6micTepi; mo 5 6icTepiB B antoMinieBoMy makeTi; mo 1 makeTy B
KapTOHHIN KOpoOT1Ii.

Kareropis Bigmycky. 3a peLentom.

Bupo6nuk. Acrennac Ipnaun Ko. JIth, Ipnaugis.

Micue3HaxoaKeHHsI BHPOOHHKA Ta MOro ajJpeca MicCIsi IPOBaJKeHHsI Tis/IbHOCTI.

Actennac Ipnaug Ko. JIta: Kinnopriix, Ko. Keppi, V93 FC86, Ipnannpis.

3asiBHUK. Actennac ®apma FOpon B.B., Himepnaumu/ Astellas Pharma Europe B. V., the
Netherlands.

Micue3HaxomxeHHs 3asiBHUKa. Cunbsiycser, 62, 2333 BE Jleiinen, Hinepnangu/ Sylviusweg, 62,
2333 BE Leiden, the Netherlands.

Y pasi BuHUKHEeHHS Mo0iYyHuX eeKTiB MPOCHMO HANPaBJISATH iH(POPMAIIilo J0 IPeICTaBHUIITBA
«Actennac ®apma FOpon B. B.» Ha agpecy: 04050 M. Kuis, Byn. [ITuMoneHKa, 13, Kop. 7-B, odic 41,
ten.: 044 490 68 25, daxc: 044 490 68 26.



