IHCTPYKIISA
AJIS1 MEIUYHOI0 32CTOCYBAHHS Npenapary

MMPOTOINUK
(PROTOPIC®)

Cknao:

ditoua(i) peuosurna(u): TaKpOIIMYyC;

1 r Ma3i MICTUTB TakpoJimycy (y BUTIIAI MoHoTiApary) 0,3 mr abo 1 wmr;

oonomigcHi pevyosunu: napadin 0611 M’ sIKUiL, 0Jlisi MiHEpallbHa, IPONUIEHKapOOHAT, BICK Oinuii, mapadiH.

Jlikapcbka ¢popma. Maseb.
OcHogHi Qi3uKo-XiMiyHi 61acmusocmi: Ma3b BiJl OLJIOTO 0 37I€TKa KOBTYBATOTO KOJIbOPY.

dapmakoTepaneBTH4YHA rpynna. Jlepmaronoriuni 3acoou. Kon ATCDI11A HOL.

Dapmakonoauni enacmusocmi.

Dapmaxkoounamixa.

3a 10MOMOroro 3B’3yBaHHS 3 crienu(pIYHIM HUTOIUIa3MaTUYHUM OuikoM imyHodutiHOM (FKBP12) Takponimyc
1Hri0ye Kanblliif3anexxHy nepenady curaany T-nmiMdornuTam, nepemko KAy iX aKTUBAIlil Ta MOAAIbIIOMY
cuntedy IL-2, [L-3, [L-4, [L-5 ta inmmx muTokiHiB, Takux ssk GM-CSF, TNF-a ta I[FN-y.

VY X0l 1oCHiKeHHB in Vitroy MIKipi 370pOBOI JIIOIUHUA TaKpOJIIMYC 1HT10yBaB OMOCEPEIKOBaHY KJITHHAMH
Jlanrepranca crumyianito T-miMponutiB. Byno Takox mokaszaHo, 110 TAKPOJAMYC NEPEIIKOKAE BUBUIbHEHHIO
MeiaTOpiB 3alaJIeHHs 3 OMIACHCTUX KIIITUH, 0a30(iJIiB Ta €03UHOQ LTI B.

VY XBOpHUX Ha aTOMYHUI JepMaTUT OYMUILEHHs LIKIpH i/ 4ac JIKyBaHHSA Ma33i0 TaKpoJIiMyCy CYIIPOBOKYBalIOCh
3HWKEHHAM ekcrpecii Fc-penienitopa Ha kinituHax JlaHrepranca Ta ralbMyBaHHSIM iX CTUMYJIIOIOUOTO BIUIMBY Ha
T-nimdouunTu.

Ma3sb TakpoJiMycCy He BIUIUBA€E HA CUHTE3 KOJIareHy, TAKUM YMHOM, HE CIIPUUYUHSE aTpoQil MWKIPH.
Dapmaroxinemuxa.

Abcopdyia. Jlani, oTprMaHi BiJl 3I0POBUX JOOPOBOJIBIIB, TOKA3aJIH, IO PIBEHb CUCTEMHOTO BIJTUBY
TaKpOJIIMYCY IicCis pa30BOr0 4K 6araropazoBOro MICIIEBOIO 3aCTOCYBaHHS Ma3i TaKpoJIiMycCy BiICYTHII abo
MiHIMaJIbHUH.

VY 61bIIOCTI TMAIIEHTIB 13 ATOMYHUM JIEPMATUTOM (IOPOCTUX Ta JITEH), IKi OJTHOPA30BO YU IMTOBTOPHO
3acTOCOBYBaIM Ma3b Takpoiimycy (0,03-0,1%), iioro konnenTpauist y kpoBi < 1 HI/mil. SIKIII0 KOHLIEHTpAIis y
KpOBI nepeBuiyBana | Hr/mi, 1e siBuiie 0yjo THM4acoBUM. PiBeHb CUCTEMHOTO BIUIMBY IiIBUIILYBaBCS 31
301IBIIEHHAM IUIOII ypakKeHUX AUITHOK. OJTHaK MBUAKICTh Ta CTYIIHb MicLeBOi abcopOLii TakpoimMycy
3MEHIITYBAJIUCH 13 3aTOEHHSM IIKipU. Y TOPOCIUX Ta AiTeH, B cepeHboMy Ha 50 % TUTONI Tina SKUX
3aCTOCOBYBABCS MpeTapart, piBeHb cucTeMHOro BBy (To0T0 AUC) Takpommycy 0yB nmpubnu3no y 30 pasiB
MEHILUH, HDK piBEHb CUCTEMHOTO BIUIMBY IMyHOJEIIPECAHTIB MICIS iX MEPOPaIbHOro NpUiloMy MarlieHTaMHu 3
TPAHCIUIAHTOBAHOIO HUPKOIO a00 mevinkor. HaitHmKk4a KOHIIEHTpaI sl TAKPOIIMYCY Y KPOBi, IpH SIKi i
HPOSIBIISETHCS CUCTEMHA [1is, HEBJOMa.

Kymysiiist mpenapaTy npu TpUBaJIoMy 3acTOCyBaHHI (0 1 poky) y [iTei Ta 1opociaux He BiA3HAYanach.
Pos3nooin 6 opeanizmi. Y 3B 43Ky 3 TUM, 1110 CUCTEMHa abcopOLlis Ma3i TaKPOJIIMYCy HU3bKa, BUCOKA 3/1aTHICTh
3B sI3yBaHHs Horo 3 Ouikamu mia3mMu (> 98,8 %) po3risaaeTses K KIIHIYHO He 3HadyIa. [Ipu 3acrocyBaHHI Ma3i
TaKpOJIIMYyCy TIperapar i€ MiCIIEBO Ta XapaKTepPU3y€EThCs MiHIMATHHOI a0COPOIIi€I0 B CUCTEMHHI KPOBOTIK.
Memabonizm. TakposiMyc He MeTa0O0TI3yeThCS B IKipi. [Ipu monmaganHi B CHCTEMHUN KPOBOOOIT TaKpOIIMYC
3HAYHOIO MIpPOIO METaboIi3yeThCs B MediHIl 3a gonomoroo CYP3A4.

Bueeoenns. Ilpu BHyTpIITHLOBEHHOMY BBEJICHHI TAKPOJIiMYC MTOKa3aB HU3bKHUI piBeHb KinipeHcy. Cepemniii
3arajJbHUN KIIPEHC CTAaHOBUTH MpHOIN3HO 2,25 ni/roa. [leviHkoBHiA KilipeHC a0COpOOBAHOTO B CHCTEMHHMA
KPOBOTIK IIperapaTy MO>Ke 3MEHIITYBAaTUCh Y MAIIEHTIB 3 TSHKKOIO MEYiHKOBOIO HEJIOCTATHICTIO 200 mpu
onHOo4acHoOMY mpuiiomi iHri0iTopiB CYP3A4.

[Tpu GaraTopa3oBOMy MiCIIEBOMY 3aCTOCYBaHHI Masl TakKpoJiMycy Mepioj] HAmiBBUBEJICHHS CTAHOBHUTH

75 ToauMH y TOpOCIHX Ta 65 TOMUH Y JITCH.
Jimu.

dapmMaKkOKiHETUYHI BIACTUBOCTI TAaKPOJIIMYCY MiCIIsl MiCLIEBOTO 3aCTOCYBaHHS MOIOHI /10 3apeeCcTPOBaHUX Cepell
JOPOCIIHX, BKIIFOYAIOUX MiHIMaJIbHUAN PIBEHh CHCTEMHOTO BIUIMBY Ta BIICYTHICTh KyMYJIAIi (JMB. BUIIIE).



Kuiniyni xapakTepucTukm.

Ilokazannus.

JlikyBaHHS aTOMIYHOTO JEPMATUTY Y AiTel BikoM Bi 2 pokiB: Ma3b [Iporonuk 0,03 %, y nopocnux Ta miJmiTKiB
BikOM Bif 16 pokiB: ma3s [Iporomuk 0,03 % Tta 0,1 % .

JlikyBaHHS 3ar0CTpEHb

Hopocni ma nionimxu (8ikom 6io 16 poxig)

JIikyBaHHS aTOMIYHOTO JEPMATHTY CEPETHBOTO Ta TSHKKOTO CTYIEHS y JOPOCIMX Ta MUIITKIB (BiKOM Bif 16
POKIB), sIKl HEAJEKBAaTHO pearytoTh a00 HEUYTIUBI 0 TPATUIIIMHUX METO/IIB JIIKYBaHHS, 30KpeMa 10 JIKyBaHHS
TOMIYHUMHU KOPTUKOCTEPOiTaMHU.

Himu (ixom 6i0 2 0o 16 poxis)

JlixyBaHHSI aTOIMNYHOTO JIEPMATUTY CEPEAHBOTO Ta TSHKKOTO CTYIICHS Y JITel BikoM Bixt 2 10 16 pokiB, sKi
HEaJIeKBaTHO PearyioTh Ha TPAAMLIHHI METO/H JIIKYBaHHS, 30KpeMa TOMIYHUMHU KOPTHUKOCTEPOITaMH.
[IpodinakTika BUHNKHEHHS 3aTOCTPEHb

[TpodinakTudHe JIiIKyBaHHS aTOMYHOTO JEPMATUTY CEPEIHBOTO Ta TSHKKOTO CTYICHS JUIs 3alI0QTraHHs panTOBUX
3aroCTpeHb XBOPOOU Ta MOJJOBKEHHS TPUBAJIOCTI MEPioiB O3 3aroCTPEeHb y MAIiEHTIB 3 BUCOKOIO YaCTOTOIO
BUHHKHEHHS peruauBiB (4 a0 OibIle pasiB Ha piK), sIKI MaJId IEPBUHHY PEAKIIII0 HA MAKCUMYM O-TH)KHEBUI
Kypc JIIKyBaHHs Ma331o0 (IBidi Ha JCHb) — IOBHE, Maii>ke MOBHE a00 HE3HAUHE 3arOEHHS MOIIKOIKEHb.

Ilpomunokaszanns.
[inepuyTauBICTh O TAKPOIIMYCY, MAaKpOJIiB 00 TOTMOMI’)KHUX PEYOBHH.

B3aemoodia 3 inwumu nikapcokumu 3acodbamu ma inuii 6uou 3aEmooiil.

TakponiMyc He MeTabO0TI3yeThCs B IIKIPi JIIOUHU, [0 TPAKTUYHO BUKITIOYAE MOKITUBICTh B3a€EMOIII 3 IHIITMMH
npenaparaMu B IIKIpi, 110 MOTJIO O BIUIMHYTH Ha META0O0JI3M TaKpOJIiMyCy.

CucTeMHO JOCTYIHUI TaKpoIiMyC METabO0II3yeThCs 3a JOIIOMOTOI0 MEeYiHKOBOTro IuToxpomy P450 3A4
(CYP3A4). PiBeHb CUCTEMHOTO BIUIMBY Y pPa3i MiCIICBOTO 3aCTOCYBaHHS Ma3l TaKpOJIMYCy HH3BKUN

(< 1 Hr/Mi1) Ta HaBPSIT YM MOKE 3MIHUTHCS BiJl OJTHOYACHOTO MpuiiomMy Bimomux iHrioitopiB CYP3A4. Onnak
MOJKJIMBICTh B3a€MO/IIT BUKJIIOUATH HE MOXKHA, 1 TOMY OJJHOYACHUI CUCTEMHUH MPUIOM BIJOMUX 1HTIOITOPIB
CYP3A4 (Takux sIK epUTPOMIIIMH, ITPAKOHA30JI, KETOKOHA30JI, AMITa3eM) MaIll€HTaMU 3 BEJTMKUMU JTUITHKAMHU
ypaxkeHHs Ta/ab0 epuTpoAEepMIE0 MOTPIOHO MPOBOIUTH 0OEPEIKHO.

Jimu.

Byio npoBezieHo 1ocHiPKEHHS JIiKapCehKOl B3a€MO/II1 3 KOH IOTOBAaHOIO BaKLIMHOO IPOTH MEHIHTOKOKY
ceposnoriunoi rpymu C cepen aiteii Bikom 2-11 pokiB. He criocTepiraiocs 0 HOTO BIUTUBY HA BaKIMHAIN O, HA
YTBOPEHHS IMYHHOT IMaM’aTi a00 TYMOpaJIbHUI YW KJII THHHHH IMYHITET (AuB. po3ain «PapmMakoguHaMiKay ).
TaxpoiiMyc He MeTab0Ii3y€eThCsl B LIKipi, 110 BUKIIIOYA€ PU3MK B3a€MOIIT 3 IHITMMHU IpenapaTamMy B MIKipi.

Ocoobnusocmi 3acmocysanus.

Mass [IpoTonuk He MOKHA 3aCTOCOBYBAaTH XBOPHUM 3 YPOIKEHHM a00 3 HA0yTUM iMyHOAe(iIUTOM 200
narieHTaMm, siKi IPUIUMaloTh IMyHOCYIIPECUBHI MpenapaTH.

Brius masi [IpoTonuk Ha iMyHHY cHcTeMy AITel BIKOM /10 2 pOKIB HE BCTAaHOBJICHUH (UB. po3ain «IlokazaHHs).
[Tix gac 3acTocyBaHHS Ma3i HEOOXITHO MiHIMI3yBaTH IOMAJaHHS HA IIKIPY COHAYHUX MPOMEHIB, YHHUKATH
ybTpadiosIeToBOro onpoMiHeHHS B coJisapii, Tepamii Y® npomensmu b ta A B komOiHarttii 3 mcopanerom (PUVA-
teparrist). Jlikap MTOBUHEH MOPAUTH MAIliEHTAM HAJICKHHMA CIIOCI0 3aXUCTY BiJl COHIIS, HATIPUKIIA MiHIMi3aIlis
yacy, IPOBEJCHOI0 Ha COHILI, BUKOPUCTAHHSI COHIIE3aXUCHUX MPENapatiB Ta IPUKPUTTS MIKIPU HATEKHUM
onsiroM. Mase IIpoTonuk He cIlj| 3aCTOCOBYBATH Ha ypaXKEHUX JUISIHKAX, K1 PO3IIISAAI0THCS K MOTEHIIHHO
37I05IKiCHI 200 TepeIpaKoBi.

[TpoTsirom 2 roguH Ha MUISIHKY LIKIPH, KyAX HAHOCHIU Ma3b [IpoTonuk, He MOKHA 3aCTOCOBYBATH

oM’ SIKITyBaslbHI 3ac00K. OHOYACHE 3aCTOCYBaHHS 1HIIUX MIPENapaTiB MiCLIEBOT0 3aCTOCYBaHHS, @ TAKOX
CHUCTEMHHUX KOPTHUKOCTEPOITiB a00 IMyHOIETIPECAHTIB HE BUBYAJIOCS.

EdexTuBHICTh Ta O€3MeUHICTh 3acTOCyBaHHS Ma3i [IpoTonuk mpu JiKyBaHHI iH()IKOBAaHOTO aTOMYHOTO
JepMaTHUTy He oLiHIoBanuCh. [lepen npusHaueHHsM Masi [Iporonuk, HEOOXiTHO YCYHYTH iH(EKIIII0 Ha AiTSTHKAX
nikyBaHHs. [lallieHTH 3 aTOMIYHUM A€PMATUTOM CXUJIbHI 10 PO3BUTKY MOBEPXHEBUX 1HPEKIIN mKipu. JlikyBaHHS
ma33to [IpoTonuk Moxxe OyTH MMOB’s3aHe 3 MIJBUILEHUM PU3UKOM BUHUKHEHHS (DOJIKYIITY Ta FepIEeTUYHUX



BipycHUX iH(]EKIii (Bipyc Tepriecy [reprneTuvHa eK3emal, IpoCTHid reprec [FepreTHdHa MPOTacHHUI |,
BapuIenihopMHUN ycTynb03) (IuB. po3mn «[1o6iuHi peakiii»). 3a HasBHOCTI UX 1H(EKII il HEOOXiTHO OIIHUTH
CIIIBBiHOIICHHS PU3MKY Ta KOPUCTI 3acToCcyBaHHs IIpoTomuky. IMOBPHICTS MiCLIEBOTO IPUrHIYCHHS iMyHITETY
(110 MO’K€E MPU3BECTH 10 IH(OEKITH a00 MIKIPHUX 3JI05IKICHUX HOBOYTBOPEHB) Y IOBIOCTPOKOBI M MEPCIIEKTHBI
(GimpImIe KIJIBKOX POKIB) HEBiZOMA.

[IpoTonuK MiCTUTH JiF04Yy PEYOBHHY TaKpOIIMYC, 1HTIOITOp KaJIbLIMHEBPUHY. Y MALIEHTIB MIC/IA TpaHCIIaHTAIl 1]
TpHUBaJIa CUCTEMHA [Iisl CUJIBHUX IMyHOJENPECAHTIB Ta CUCTEMHHI MPUIOM 1HT10ITOPIB KaJIbLIMHEBPUHY MOXKYTh
ACOIIFOBATHCh 13 TiIBUIIICHUM PU3UKOM PO3BUTKY JIM(OM Ta 3JI0SKICHUX YTBOPEHH B 1IKipi. € iH(popMmarist mpo
BHITAJIKM BUHUKHEHHS 3JIOSKICHIX HOBOYTBOPEHb, BKIIFOYAIOYHM HAIIKIPHI Ta 1HII JiMGOMU 1 pak MIKIpH, cepe
NAIli€HTIB, SKI 3aCTOCOBYBAJIM Ma3b TaKpoJiMycy (auB. po3ain «I1o6iuHi peakiii»). Y namieHTiB 3 aTONIYHUM
JEpPMaTHTOM, SIKUX JiKyBasu [I[poronukom, He OyII0 BUSBICHO 3HAYHUX CUCTEMHUX [1BHIB TAKPOJIMYCY.

[Tig yac kIiHIYHUX BUMIPOOYBaHb CTAI0 BIAOMO Mpo pijaki Bumaaku giMpanenomnarii (0,8 %). binbmicts mux
BUIAJKIB OyJia MOB’s13aHa 3 iHPEKisIMHU (IIKIpH, TUXATHHHUX IIISAXiB, 3y0iB), SKi JTIKYyBAJIUChH BiAMOBITHAMH
anTuOioTHKaMu. [larienTH micis TpaHCIIAHTAIl 11, IK1 TPOXOISITh KypcC MPUHOMY IMYHOJIETIPECAHTIB (HAIPUKJIIAT
CHUCTEMHOT'0 TaKpPOJIMYCY), MAIOTh MIABUIICHUH PU3UK PO3BUTKY JTiM(OMU; TOMY 3a Malli€eHTaMH, K1
3aCTOCOBYIOTH [IpOTONHK Ta y SIKUX PO3BHHYJIACH JiM(aACHOMATIs, HEOOXITHUN HATIISA, 00 MePEKOHATHCS, 1110
nmimbanenonaTis 3HuKae. [Ipu HassBHOCTI TiMdaeHoaTii Ha MOYaTKYy JIKyBaHHS MOTPiOH1 BIATOBI IHI
nabopaTopHi AOCTIKEHHS Ta MOCTIMHUN HAarIAI. Y BUMAAKY CTiHKOI miMdaaeHonaTii HeoOOX1MIHO BU3HAYMUTH ii
eTi0JI0TiI0. 3a BIICYTHOCTI YiTKOI eTioforii iMpanaeHonarii abo 3a HaIBHOCTI TOCTPOTO iHPEKIIIHHOTO
MOHOHYKJIE03y 3acTocyBaHHs [IpoTonuky HEOOXiIHO MPUITUHUTH.

[ToTpiOHO yHMKATH MOTPAIUISIHHS Mas3i B 04l Ta Ha CIM30BI 00OJIOHKH. Y pa3i BUIIaJKOBOTO MOTPAIUISIHHS Ha 1l
TUISTHKA Ma3b HEOOXITHO PETEIHHO 3MUTH BOI0K0. Bukopuctanss masi [IpoTonuk i OKIF031HHUMU TTOB’ I3KaMU
HE BUBYAJIOCS 1 TOMY HE PEKOMEH/IOBaHE.

SIK 1 mpy BUKOPHCTaHHI 1HIIKX MPENapaTiB MiCLIEBOTO 3aCTOCYBaHHS, A€ HTH MOBHHHI MUTH PYKH ITICJIS
HaHECEHHS, AKIIO JIKYBaHHS IIKipy PYK HE MOTpiOHE.

TaxposiMyc 3HaYHOIO MIpOI0 META0O0III3y€EThCS y MEUiHIIl, 1 X04a HOro KOHLEHTpAallist B KPOBi IPH 30BHIIIHBOMY
3aCTOCYBaHHI JTy’K€ HU3bKa, XBOPI 3 IEUIHKOBOIO HEJIOCTATHICTIO IOBUHHI 3aCTOCOBYBATH Ma3b i3 00CPEKHICTIO.
He pexomenayeThest 3acTocoByBaTu [IpoTONMK Mamie HTOM 3 FeHETUYHUMHU JleeKTaMU eniiepMabHOro 6ap’epa,
TaKUMHU K cuHapoM HetepToHa, TaMingpHUiA 1XTi03, epuTpoepMis abo mkipHa peakiis TIIX (TpancrianTaTt
npoTu Xassiina). Ll 3aXxBoproBaHHS HIKIpU MOKYTh CIIPUYMHUATHU 30UTBIIEHHS CHCTEMHO1 a0COpOIIil TaKpoIiMyCy.
VY nmocTMapKeTHHIOBUH MepioA MOBIOMIISIIOCS PO BUIMAKH M1IBUILIEHOTO PIBHS TAaKPOIIMYCY y MAI€HTIB 3
[IUMH 3aXBOPIOBAaHHIMH.

3 00epekHICTIO CJIijA 3aCTOCOBYBaTH [IpoTONHMK XBOPUM 3 OOIITMPHUM YPAKEHHSIM IIKIPH MPOTSATOM TPUBAJIOTO
nepiony, 0cobauBo MTAM (IuB. po3ai1 «Croci0 3acToCyBaHHS Ta 103U»).

Bynb-siki yTBOpeHH:, OKpIM BJIaCHE aTOMIYHOTO JIEPMATHUTY, HA JJITHKAX HIKipH, Ky HAHOCWJIA Ma3b, IOBUHEH
OOCTEKUTH JiKap. SIKII0 03HAKM Ta CHMITOMH aTOMYHOTO JEPMATUTy HE MOKPAILYIOThCs, JIKYBaHHS TOBUHHO
OyTH NEPETIIHYTO.

3acmocysanns y nepioo éazimnocmi abo 200y8anus 2py0oio.

Hemae nanux 110710 3aCTOCYBaHHS Masi TAKPOJIiMYyCy BariTHUMU KiHKaMH. J{OCIIIKeHHSI Ha TBapHHAX MOKa3ally,
1110 CHCTEMHE 3aCTOCYBAaHHS IPU3BOAUTH 0 PEHPOLYKTUBHOI TOKCUYHOCTI. [IOTEeHLINHMNA PU3KK JUIsl TFOAUHU
HEB1JIOMUIA.

Ma3zsb [IpoTonuk He ci1il BHKOPUCTOBYBATH Y TIEPiO BariTHOCTI, 32 BUHSITKOM BKpail HEBIIKJIATHUX BUTIAIKIB.
Loodysanns epy0doio

Kninigai 1aHi 10BOAATH, IO MiCJISI CHCTEMHOTO 3aCTOCYBAaHHS TAKPOJIMYC ITPOHUKAE B TPYTHE MOJIOKO. Xo4a
KJIIHIYH1 JaH1 [TOKa3aJy, 1[0 PiBEHb CUCTEMHOTI'0 BIUIMBY BiJ] 3aCTOCYBaHHS Ma3l TaKpOJIIMyCy HU3bKUH,
rOAyBaHHs IPyAJIIO M1 4ac 3aCTOCYBaHHsA Ma3i [IpoTonuk ciil NpUIMHUTH.

30amuicmo éniueamu Ha WEUOKICMb pearyii npu Kepy8anHi A8MOompaHcnopmom abdo iHUUMU MEeXAHIIMAMU.
[IpemapaT 3aCTOCOBYETHCSI MiCIIEBO Ta HE BIUIMBAE HA 3aTHICTh KEPYBAaTH aBTOMOOITIEM Ta MPAIFOBATH 3 IHIIUMHU
MeXaHI3MaMHu.

Cnocio 3acmocyeanns ma 003u.



Mass [IpoTonuk HeoOXiJHO HAHOCUTH TOHKHM IIAPOM Ha ypa)keHi a00 Ti ITUISTHKY MIKIpH, 110 HalJacTiIe
ypaxyIoThCsl. Ma3b MOKHA HAHOCUTH Ha Oy/b-sIKi YaCTUHH TiJa (00IMYYs, KO TOLIO), Y TOMY YHMCII Ha
3rUHAIBHI TTOBepXHi. HeoOXiTHO YHUKATH MOTPATUISTHHS Ma3i Ha CIH30B1 000JIOHKH. Ma3b He CITiJl HAHOCHUTH IT1]T
OKJTIO31iH1 OB’ I3KH, OCKUILKH TaKUH CIIOC10 3aCTOCYBaHHS HE MOCHIKEHUH (AUB. po3ain «OcoOIMBOCTI
3aCTOCYBaHHS»).

JlikyBaHHS 3ar0CTpEHb

[TpoTonuk MOXHa 3aCTOCOBYBATH SIK KOPOTKOYACHO, TaKl MPOTATOM TPUBAJIOTO MEPIOAY, Y BUTIIAN
MOBTOPIOBAHUX KypciB Teparii. TpuBase JiKyBaHHS HE TOBUHHO OyTH O€3MepepBHUM.

JlixyBanns [IpoTonrkom moTpiOHO pO3MOYaTH MPH MEPIIi A MOSB1 CHMIITOMIB 1 IPOJOBKYBATH 10 TIOBHOTO,
Maibke MOBHOro ab0 3HAYHOIO 3HUKHEHHS YpaXXeHb Ha IIKIpi (YacTilie BIPOJOBXK

12 micsimiB). [Ticis poro marieHTiB MOKHA TIEPEBOIUTH Ha NpodiiakTudHe JikyBaHHA (auB. nami). [Tpu neprmmx
03HAaKax MOBTOPHOTO BUHUKHEHHS! CUMIITOMIB XBOPOOH JIiKyBaHHS HEOOXITHO TTOHOBHUTH.

Himu sixom 6i0 2 0o 16 pokis

HeoOxinHo 3acTocoByBaTH Ma3b MeHIol koHueHTpauii (Ipotonuk 0,03%). Kypc mkyBaHHs — ABI41 Ha J€Hb
MPOTATOM TPbOX THXHIB. Hasiani yacToTy 3acTOCyBaHHS MOTPIOHO 3MEHIITUTH JI0 OAHOTO pa3y Ha JEHb 10
MOBHOTO 3HUKHEHHSI YPa)KeHb Ha MIKIpi (IuB. po3aiut «OCOOIUBOCTI 3aCTOCYBaHHSD).

Jlopocni ma nionimku (ixom 6i0 16 pokis)

JlikyBanHs noTpi6HO novartu 3 [Iporonuka 0,1% aBidi Ha AEHb Ta MPOAOBKYBATH 10 TOBHOTO 3HUKHEHHS
ypakeHb Ha mKipi. [Ipy moBTOpHOMY BUHHKHEHHI CHMITTOMIB JIIKYBaHHSI IOYMHAIOTH 3HOBY. SIKIIIO JO3BOJISE
KIIIHIYHUNA CTaH, HEOOX1THO CIIPOOyBaTH 3MEHILUTH YaCTOTY HAHECEHHS Ipernapary abo 3acCTOCOBYBaTH Ma3hb
meHIoi koneHTpatii (Iporomuk 0,03%).

SIK mpaBmMIT0, TOKpAIIEHHS MOYKHA CIIOCTEPIraTh MPOTATOM HEPIIOTO THXKHS JIKyBaHH. SIKII0 03HAKU
MOJIIIIICHHS HE CIIOCTEPIratoThCS MPOTITOM JIBOX THYKHIB 3aCTOCYBaHHS Ma3i, HEOOXiHO PO3IIISHYTH 1HII
BapiaHTH MMOJAJIBIIOTO JiKyBaHHS.

Ilayienmu nimuvo2o 8iKy

OxpeMi JOCIIKEHHS 32 y4acTIO MAl€HTIB JITHHOTO BiKy He mpoBoawincs. OJHaK KIIHIYHUN T0CB1] poOOTH 13
narjieHTaMu 1i€i BIKOBOI IPyNH MOKAa3ye, IO KOPEKIIisl PeXXUMY JT03yBaHHS HE MOTpiOHA.

[IpodinakTuka BUHUKHEHHS 3arOCTPEHb

Ha npodinakTiyHe JiKyBaHHS MaLi€HTIB MOYKHA MEPEBOAMTH MICIIs 6-THXKHEBOTO KypCy JIKYBaHHS Mas33io 13
3aCTOCYBaHHSM IperapaTy JBidl Ha I€Hb (10 TTOBHOT'O, Maike MOBHOTO 200 3HAYHOT'O 3HUKHECHHS YpaKEHb Ha
HIKipi).

Jimu sixom 6i0 2 0o 16 poxkis

HeoOxinHo 3acTocoByBaT Ma3b MeHIoi koHueHTpauii (Ipotonuk 0,03%). Ma3b noTpiOHO 3aCTOCOBYBATH OAMH
pa3 Ha JIeHb JBiYi Ha THXKICHb (HAMPUKIIA] Yy TIOHEAIIOK Ta YeTBEP) Ha AUISTHKU HIKipH, K1 HalfyacTile
YpaXKaroThCs aTOMIYHUM JIEPMATUTOM, JUTSI 3ar100IraHHsS BUHUKHEHHIO 3aroCcTpeHb. MK 3aCTOCYBaHHSIMH Ma3i
noTpiOHO poOuTH 2-3 MHI MepepBHU.

[Ticnst 12 micsiiB 3acTOCYyBaHHS Ma3i TUTHHI CITIJl TAMYACOBO MPHU3YIMUHUTH JIIKYBaHHS JUISI BU3HAUCHHS
HEeoOX1/THOCT1 MPOJOBKEHHS Kypcy IpodiIakTUYHOI Teparii Ta AJs OLIHKU epediry XBopoou.

Hopocni ma nionimku (ixom 6i0 16 poxis)

Heo0xiano 3acrocoByBatu Ma3b [Iporonuk 0,1%. Ma3p noTpiOHO HAHOCUTH OJIMH pa3 Ha JCHb JBiUi HA THXK/IECHb
(HampuKIaa y TTOHEIIJIOK Ta YeTBEP) Ha JUISTHKU MIKIPH, SKI HAHYACTIIIE YPaKAIOTHCS aTOMYHUM JIEPMaTUTOM,
JUIs 3a1100iraHHsl BAHUKHEHHIO 3arocTpeHb. MIK 3aCTOCYBaHHSAMM Masi MOTPIOHO poOHTH

2-3 nHI nepepBHu.

[Ticns 12 micsIiB JTiKyBaHHS JIiKap TOBUHEH OIIHUTH CTaH MAaIli€EHTa Ta MPUWHSITH PIIICHHS 100 MOAAIBIIIOTO
npodiTaKTUYIHOTO JiKYBaHHS, OCKUIBKH JJaHI CTOCOBHO MPO(1TAKTUYHOTO JIIKYBaHHS TPUBAJICTIO MTOHAT 12
MICSIIIB BIICYTHI.

[Tpu BUHMKHEHH1 03HAK 3arOCTPEHHS HEOOX1/IHO MOBEPHYTHUCS 0 3aCTOCYBaHHS MpenapaTy ABidl Ha JEHb.
Iayienmu nimnb020 8iKy

Okpemi TOCTiHKEHHS 3a yJacTIO MAIliEHTIB JITHROTO BIKY HE TTPOBOIAIIUCS.

Jimu.

Mas3s [IpoTonuk 3aCTOCOBYIOTH JITSM BiKOM BT 2 POKiB.

Ilepeoo3ysanns.
[Tpu MiciieBOMY 3aCTOCYBaHHI IEpeI03yBaHHS MaJTOMMOBIpHE.



[Tpu nomamanHi BcepennHy HEOOXiJHO BXKUTH 3arajlbHONPUIUHATHX 3aXO0/IiB, K1 BKIIOYAIOTh KOHTPOJb )KUTTEBO
BOXJIMBUX (YHKIII Opra”i3My Ta MOHITOPUHT 3arajbHOro crany. CTUMyJItOBaHHs OJtOBaHHS a00 MPOMUBAHHS
[IUTYHKA HE PEKOMEH/IYETHCS Yepe3 0COOIMBOCTI TOTIOMDKHIX PEUYOBHUH, IO MiCTUTH Ma3b.

Ilo6iuni peakuii.

[Tix gac KAHIYHUX DOCHIIHKEHHB Y TpuOm3HO 50 % marjeHTiB BUHUKIA HeOa)kaHa peakilis y BUTIISII
MOJIpa3HEHHS IIKIpH Ha Miclli HaHEeCeHHs Ma3i. YacTo BUHUKAIM BiUYTTS MEUiHHS Ta CBEpOiK, 3BUUaiiHO ci1alKi
a0o0 cepeHbOI CHITH, SIKi B OCHOBHOMY 3HHKAJIH ITIiCHISI IEPIIOTO THXKHS JiKyBaHH. [lommpeHoto HebaxaHOO
peakiriero OyJna epurema. TakoK 94acTO CIIOCTEPTAIMCS BIIUYTTS TETUIOTH, O1Th, TapecTe3is Ta BUCHIIaHHA. YacTo
3ycTpivajgach HEMEPEHOCUMICTh ANKOT OO (OYEPBOHIHHA 001MY4s a00 MoApa3HEHHs MIKIPU MIC/Is IpuioMy
aJIKOTOJIbHUX HamoiB). B mocTMapkeTHHroBOMy Nepiofi CloCcTepiraluch peakiii Ha Miclll HAaHECEHHsI Ma3sl,
JIepMaTHUT.

[TamieHTH MOXYTh MaTH MiIBUILICHUN PU3UK BUHUKHEHHS (OJIKYIITIB, aKHE Ta TEPIETUYHUX BIPYCHHUX 1H(EKITIH.
Huxde 3a3HaueHo HebaXkaHl peakiii, CHpUYMHEH] 3aCTOCYBaHHAM MpenapaTy. YacToTa BUHUKHEHHS TOOYHHUX
peaxiiif kacudikyerbes sK: ayxe yacti (>1/10), wacti (=1/100 mo <1/10) Ta piaki (>1/1000 mo <1/100) ta 3
HEB1ZOMOIO yacToTor0. HebaxkaHi eekTr B Mekax KOKHOI TPYIH PO3MIIIEH] y MTOPSAIAKY 3MEHIICHHS 1X
Cepio3HOCTI.

Knac cucremun Hyxe gacTti Yacri Pinki Heeinoma vacrora (i3
OprasiB >1/10 >1/100, >1/1000, | AOCTYNHUX JaHUX
<1/10 <1/100 BU3HAYCHHS YaCTOTH
HEMOKJIUBE)
[adekmiitai Ta MicueBa iHdekIis
napasuTapHi IIKi pH, HE3aJIEKHO Bif
3aXBOPIOBAHHS €T10JI0Tii, 1110 BKJIFOYAE,
aje He OOMEXYEThCS:
repneTu(opMHOIO
€K3eMOI0,
onikymrom,

IIPOCTUM TeprecoM,
TepIEeTUYHOIO BIPYCHOIO

iH}exKIi€ro,
BapHIeNiHPOPMHUM
nyctynbo3oMm Kamomm*
[Topymenns 3 Henepenocumicth
00Ky cuctem QJIKOT OJTIO
MeTabomi3mMy Ta (TTo4epBOHIHHS 0OTUTUS
TpaBJICHHSA a00 NoJIpa3HEHHS LIKIpU

HICIIsl TpUiioMy
AJIKOTOJIbHUX HAIIOiB)

[Topyuienns 3 [TapecTesis Ta
00Ky HEpBOBOL U3ecTe3is
CHUCTEMH (rinepecTe3is, BITUYTTS
TICYiHHS)

[Hopymienns 3 CaepOix Axne* Pozanea*
OOKy IIKipH Ta JlenTuro*
MK PHAX
TKaHWUH
3aranpHi BimuyTTs BimuyTTs Temua, Habpsxk y micii
po3iianu Ta MeYiHHS Ta epuTema, HaHECEHHS™*
MOPYIICHHS B CBEepOIK B 01716, TIOJIPa3HEHHS],
MicIi BBEJIECHHS micri napecresis Ta

HaHECEHHS BUCHITAHHS B MICI1

HaHCCCHHA




JlaGopaTopHi Ta [TinBuIeHNiA piBeHB

IHCTpYMEHTAJIbH1 npenapaty® (IuB. po3ain
nmaHil «Oco0mmBOCTI
3aCTOCYBaHHSD»)

* TIpo HebaXkaHy peakilito TOBiIOMJICHO B TOCTMAPKETHHTOBUIA TIEPiOJ.

[IpodinakTuka BUHUKHEHHS 3arOCTPEHb

B nmocnimxenHi npo¢ilakTHYHOTO JiKYBaHHS (IIPpU 3aCTOCYBAaHHI Masi OJIMH pa3 Ha JIeHb JIBiUl Ha TUXK/ICHB) 13
3aJy9EeHHSM JIOPOCIHUX Ta JITeH 3 CepeTHBOI0 Ta TSHKKOI (hopMaMH aTOMYHOTO IEPMATUTY BiIMi4ajIoCh, IO TaKi
HeOaXkaH1 peakIlii TPaIISIOThCS YacTille, HDK Yy KOHTPOJBHIM rpyIi: iMOeTUro B mMicii HaneceHHs (7,7 % cepen
miteit) Ta iHdekuii B micii HaHeceHHs (6,4 % cepen aiteit Ta 6,3 % cepen IOpOCIUX).

JocnipKkeHHs] B TOCTMApKETHHTOBHM MEPIoJT

€ iHopmaLis Ipo BUMAAKK BUHUKHEHHS 3JI0SIKICHUX HOBOYTBOPEHb, BKJIFOUAIOUYH LIKIPHI Ta 1HII JIM(POMH 1 pak
IIKipU Y TIAIIEHTIB, SIKi 3aCTOCOBYBAJIM Ma3b TAaKPOJiMycy (IuB. po3ait «OcoOIUBOCTI 3aCTOCYBAHHSD» ).

Jimu.

YacToTa, TUN Ta TSDKKICTh HEOaKaHUX peakiiid cepea AiTei Oyiau moMOHUMHU A0 peakiiil JOpOCIuX.

Tepmin npuoamnocmi. 3 poku.

YmoBu 30epiranns.
36epiratu npu Temmnepatypi He Buie 25 °C y HeAOCTYITHOMY IS AITeH MicIIl.
He 3actocoByBatu npenapat micist 3aKiHUeHHs TEPMiHY MPUIATHOCTI, 3a3HAYCHOTO Ha YIaKOBI].

Ynakoska.
0,03 % a60 0,1 % wma3b 1o 10 T, 30 r a60o 60 r B IacTUKoBii TyOi; Mo 1 TyOi B KapTOHHII KOPOOIT.

Kareropis Bianmycky.3a penentom.

Bupoonuk.
Actennac Ipnana Ko., JItn, Ipnanais/Astellas Ireland Co., Ltd, Ireland.

Micue3Haxoa:keHHsl BAPOOHMKA Ta HOr0 agpeca Miclsl IPOBAIKEHHS AilJIbHOCTI.
Acremnac Ipmann Ko., JItn.: Kimnoprin, Ko.Keppi, Ipmanmis/
(Astellas Ireland Co., Ltd: Killorglin, Co.Kerry, Ireland).

3asiBHUK.
Actemnac ®@apma FOpon b.B., Hinepnanan/
Astellas Pharma Europe B. V., the Netherlands.

Micue3naxoaxeHHs 3asiBHUKA.

Acremnac ®apma HOpom b.B.: Canesiycser, 62, 2333 BE Jleiinen, Hinepmanau/

(Astellas Pharma Europe B. V.: Sylviusweg, 62, 2333 BE Leiden, the Netherlands).

[IpencraBaunTBo «Actemnac @apma IOpon b.B» B Ykpaini: 04050, Kuis, Byn. [Iumonenka, 13, xop. 7-B, od. 41.



