IHCTPYKIIA

IS MEIMYHOTO 3aCTOCYBAHHS JIIKAPCHKOT0 3aC00Yy

MNPOTOIIMK

(PROTOPIC®)
Cknao:
diroya peyosuHa: TaKpoIiMyC;
1 r ma3i MicTUTh Takposimycy (y Bursiai MoHoriapaty) 0,3 mr a6o 1 mr;
OdonomidicHi peyoeunu. niapadin OLTUil M KU, OJlis MiHEpalbHa, MPOMiIEHKapOoHAaT, BicK OiIHiA,
napadin, Oyrunrigpokcuronyon (E 321), anbda-roxodepon.
Jlikapcbka ¢gopma. Ma3sb.
OcnosHi ¢hizuxo-ximiyni enacmueocmi: Masb BiJl O1JIOT0 0 3JI€TKa )KOBTYBATOI'O KOJIBOPY.

dapmakoTepaneBTH4YHA rpyna. J[epmatonoriuni 3acoou. Kon ATX D11A HO1.
Dapmakonoziuni eracmueocmi.

Dapmaxoounamixa.

3a 10moMOororo 3B’ s13yBaHHs 31 cieln(pIYHUM HUTOMIa3MaTHIHUM OiikoM iMyHO¢11iHOM (FKBP12)
TakponiMyc iHTiIOye Kanbllii3anexHy mepefady CcUrHaiay T-miMmd@ouuTtam, NEpenIkoKalyu ix
akTuBalii Ta moganeioMy cunresy IL-2, IL-3, [L-4, [L-5 ta inmmx nurokini, Takux sk GM-CSF,
TNF-a ta IFN-y.

VY XoAl JOCHiJKEHb in Vitro y WIKIpl 310pOBOI JIOAMHU TAKPOJIMYC IHTIOyBaB OMOCEPEIKOBAHY
kinitTuHamu Jlanrepranca crumynaniro T-mimdonuriB. Byno Takox mokazaHO, MO TaKpOIiMycC
MEepelIKo)kae BUBIIPHEHHIO MENIaTOpiB 3amalieHHs 3 ONacUCTUX KIITHUH, 0a3zoQimiB Ta
€03MHO(DLITIB.

VY XBOpUX Ha aTOMIYHUM JepMaTUT OUYMILEHHs LIKIPH MiJ 4Yac JIKYyBaHHS TaKpoJIMycoM y (opmi
Ma3i CyIpOBOJUKYBAJIOCh 3HIKEHHSM ekcnpecii Fc-penentopa Ha xiituHax Jlanrepranca ta
rajJlbMyBaHHSM X CTUMYJIIOIOYOTO BIUIMBY Ha T-miMQoruTy.

Taxponimyc B nikapchbKiil opMi Ma3i He BIIMBAE HA CHHTE3 KOJIareHy, TAKUM YHHOM, HE CIIPUYHHSIE
aTpodii mKipH.

Dapmarokinemuxa.

Abcopbyis. Jlani, oTpuMaHi BiJ 30pOBUX T0OPOBOJIBIIIB, TOKA3aJIH, 1[0 PIBEHb CHCTEMHOTO BIUTHBY
TaKpONIMyCy IMiCIs Pa30BOro 4 0araTropa3zoBOr0 MICIIEBOTO 3aCTOCYBAaHHSA Ma3l TaKpOIIMYCy
BIJICYTHIif 200 MiHIMaJIbHHM.

Y OUIBIIOCTI MAIEHTIB 13 aTOMIYHUM JEPMAaTUTOM (AOPOCHHMX Ta JiTel), SKi OAHOPA30BO UM
MOBTOPHO 3aCTOCOBYBaJIM Ma3b Takponimycy (0,03 —0,1%), iioro koHIeHTpawis y Kpoi < 1 Hr/mi.
SIKIo KOHIIEHTpallis y KpoBi mepeBuillyBasnia | Hr/Mi, me siBuine Oylo THUM4YacoBUM. PiBeHBb
CHUCTEMHOTO BILTUBY ITiIBUIIYBaBCS 31 30UIBIICHHSIM TUIOIII YpaXKeHUX MiasHOK. OJIHAK IIBUIKICTh
Ta CTYIIHb MICIEBOi a0copOLii TaAKPOIIMYCy 3MEHIYBAIUCH 13 3aTOEHHAM HIKIpU. Y JOPOCIHX Ta
nited, B cepeqHboMy Ha 50 % miomii Tina SKMX 3aCTOCOBYBAJIM Ipenapar, piBeHb CUCTEMHOTO
BILIMBY (To0TO AUC) Takponimycy OyB npubnu3Ho y 30 pa3iB MEHIINH, HIX piBEHb CUCTEMHOTO
BIUIMBY IMYHOJEMNPECAHTIB MIcC/s iX MEpOopaibHOTO NMPHHOMY HalieHTaMHM 3 TPAaHCIUIAHTOBAHOIO
HUPKOIO a00 meuinkoro. HaitHikya KOHIIEHTpAIlis TaKpOIIMYCy Y KPOBi, MIPH SKil MPOSBISETHCS
CHCTEMHa Jis, HeBigoMa.

Kymynsauii npenapaTy mpu TpUBaJloMy 3acTOCyBaHHI (10 1 poKy) y AiTed Ta JOpPOCIHUX He
BII3HAYAJIOCh.

Posnooin 6 opeanizmi. Y 3B"13Ky 3 TUM, 110 CUCTEMHA abcopO11is Ma3i TAKpOJIIMYCy HU3bKa, BUCOKA
3MIaTHICTH 3B sI3yBaHHS HOTO 3 OlTkamu maa3Mu (> 98,8 %) po3risaaeTbes K KIHIYHO HE 3HAYYIIA.



ITpu 3acTrocyBaHHI Ma3i TakpoJliMycy Hpenapar Ai€ MICHEBO Ta XapaKTepU3YEThCsS MIHIMAJIbHOIO

abcopO11i€l0 B CHCTEMHHI KPOBOTIK.

Memabonizm. TakponiMmyc He MeTalomi3yeThesl B IKipi. [Ipy momagaHHi B CUCTEMHHUN KPOBOOOIT
TaKpOJIIMYC 3HAYHOIO MipOr0 MeTaboi3yeThes B MediHIi 3a gonomoroo CYP3A4.

Bueeoenns. Ilpu BHyTpIIIHBOBEHHOMY BBEJEHHI TaKpOJIMYC MOKa3aB HU3bKUH PIBEHb KIIPEHCY.

Cepenniil 3arasbHuil KJIIpeHC CTaHOBUTH mpuOmmM3Ho 2,25 n/roa. IledinkoBuil kiipeHc

abcopOOBAaHOIO B CUCTEMHHI KPOBOTIK Mpernapary MOXe 3MEHIIYBATHUCh y MAI€HTIB 3 TSHKKOIO

NIEYiHKOBOIO HEJOCTATHICTIO a00 MpH oHOoYacHOMY npuitomi iHri0iTopiB CYP3A4.

IIpu OGaraTopa3oBoMy MICIIEBOMY 3aCTOCYBaHHI Ma3i TakKpoJIIMyCcy IepioJ HaliBBUBEICHHS
CTaHOBHTD 75 TOIMH Yy IOpOCIUX Ta 65 TOAMH Y AiTeH.

Jimu.

®dapMaKOKIHETHYHI BJIACTUBOCTI TaKpOJIMYCy IICJIS MICIIEBOIO 3acTOCYBaHHS MOMIOHI [0

3apeecTPOBaHMX y JOPOCIUX, BKIIOYAIOUX MiHIMAIBHUN PIBEHb CHCTEMHOT'O BIIMBY Ta BIJICYTHICTb

KyMyJIsiLii (AMB. BUILE).

Kuiniuni XapakTepucTUKH.

Ilokazannsa.

JlikyBaHHS aTOMIYHOIO IEPMATHUTY y AiTel BikoM Bij 2 pokiB —Mma3b [Iporonuk 0,03 %, y nopocnux

Ta MiJUTITKIB BikoM BiJ] 16 pokiB — ma3b [Ipotomnuk 0,03 % ta 0,1 % .

JIikyBaHHS 3arOCTpeHb

Hopocni ma nionimxu (8ikom 6i0 16 pokis)

JlikyBaHHS aTOIIYHOTO IEPMATUTY CEPEIHBOT0 Ta TSHKKOTO CTYTIEHS Yy TOPOCIIMX Ta MiJUTITKIB (BIKOM

Bil 16 pokiB), sIKi HEaJeKBATHO pPearyrTh a00 HEYYTJIHMBI [0 TPAIUIIHHUX METOJIB JIKyBaHHSI,

30KpeMa JI0 JIIKyBaHHs TOMYHUMH KOPTUKOCTEPOiTaMH.

Himu (gixom 6i0 2 0o 16 poxis)

JlikyBaHHS aTOMIYHOTO IEPMATUTY CEPEAHBOTO Ta TSHKKOTO CTYIIEHS Y JiTel BIKOM Bi 2 10 16 pokis,

AKI HeaJeKBaTHO pearyloTh Ha TpPaJuliiiHI METOIM JIKyBaHHSA, 30KpeMa TONIYHUMHU

KOPTUKOCTEPOiJaMH.

[TpodinakTrka BUHUKHEHHS 3arOCTPEHb

[TpodinakTuyHe JiKyBaHHS AaTOMIYHOIO JEPMATHTy CEPEAHbOTO Ta TSXKKOTO CTYHEHS JUIs

3aroOiraHHs panToBUX 3aroCTPEHb XBOPOOH Ta MOJOBKEHHS TPUBAJIOCTI MEPioiB O6e3 3aroCTpeHb

y HAaIli€HTIB 3 BUCOKOIO YAaCTOTOI0 BUHMKHEHHS peluIuBiB (4 abo Oinblie pa3iB Ha piK), sSKI MaJH

NEPBUHHY PEAaKIlI0 HA MAaKCUMYM O-TH)KHEBUH KypcC JIIKyBaHHsS Ma33i0 (B4l Ha JIeHb) — IOBHE,

Maibke oBHE a00 He3HAUHE 3arO€HHS YPaKeHb.

IIpomunokaszanna.

[inepuyTauBICTh 10 TaKPOJIIMYCy, MAKPOIiIiB a00 TOMOMIKHUX PEUOBHH.

B3aemooia 3 inwumu nikapcokumu 3acodamu ma inuii 6uOU 63aEMO0iil.

dopmaibHi T0CTiIKEHHS B3a€MOJIiH TONIYHOTO Mpenaparty Ui Ma3i TAKpOoJIiMyCy He IIPOBOIMITUCS.

Takposnimyc He MeTa0oi3y€eThCs B HIKIP1 JIFOAMHH, 1110 MPAKTUYHO BUKJIIOYAE MOXKIIUBICTD B3a€EMOIIT

3 IHIIMMU MpenapaTaMy B IIKipi, 10 MOTJIO O BIUIMHYTH HAa METa00JIi3M TaKpoJIiMyCy.

CucTeMHO JOCTYIHUH TaKpOIiMyC MeTa00Ii3yeThCs 3a TOTIOMOT'OF0 MEYiHKOBOTO iuToxpomy P450

3A4 (CYP3A4). PiBeHb CHCTEMHOTO BIUIMBY y pa3i MICIIEBOIO 3aCTOCYBaHHS Ma3i TaKpOIIMYCy
HU3bKUH (< 1 HI/MIJI) Ta HABPSIL YU MOXKE 3MIHUTHUCS BHACTIIOK OJTHOYACHOTO MPUHOMY BiJOMHUX

iuriditopiB CYP3A4. OgHak MOXKIMBICTh B3a€EMOJIii BUKIIFOUATH HE MOKHA, 1 TOMY OJHOYACHUU

cucreMHMi mpuiiom Bimomux iHrioitopiB CYP3A4 (Takux SK epUTPOMILMH, ITpaKoHa301,

KETOKOHA30J1, IWITia3eM) Malli€eHTaMU 3 BEJTMKUMH TUISHKAMU ypa)keHHS Ta/abo epUTpOAEPMIEI0

NoTpiOHO MPOBOIUTH 0OEPEKHO.

Jimu.




Byno npoBeneHo qoCiKeHHS JIKapChKOi B3a€MO/IIT 3 KOH IOTOBAHOIO 3 OLIKOM BaKIIMHOIO MIPOTH
MEHIHTOKOKY ceposoriyHoi rpynu C y aiteit Bikom 2 — 11 pokiB. He cmocrepiraiocs >k01HOTO
BIUIMBY Ha BaKI[MHALli}0, HA YTBOPEHHs IMyHHOT I1aM’Ti a00 T'yMOpaJIbHUI Y KJIITUHHUHN IMyHITET.
Ocobueocmi 3acmocyeanns.

Mass [IpoTonuk He MOXHa 3aCTOCOBYBaTH XBOPHUM 3 YPOJKEHUM a00 HaOyTHM iMyHOJEPIilIUTOM
abo marieHTram, sKi MpUIMalOTh IMyHOCYTIPECHBHI ITpenapaTu.

B masi [Iporonuk Ha iMyHHY cUCTeMY AiTei BIKOM JI0 2 POKiB HE BCTAHOBJICHUH (IUB. PO3.ILT
«ITokazanHs»).

ITix yac 3acTocyBaHHs Ma3l HEOOXiZHO MiHIMI3yBaTH MOMAaJaHHs Ha IIKIPYy COHSIYHUX MPOMEHIB,
YHUKATH yJIbTPadioneToBOro onpoMiHeHHs B cossipii, Teparnii Y @-npomensmu b ta A B komOiHamii
3 icopaseHoM (PUVA-rtepamis). Jlikap MOBHHEH MOPAJUTH MalLli€eHTaM HAJEKHUI CcHOCiO 3axuCTy
BiJl COHIIS, HAPUKIIA: MiHIMI3aIlis 4acy, MPOBEICHOTO HA COHIIl, BUKOPUCTAHHS COHIIE3aXUCHUX
IpernapariB Ta NPUKPHUTTS IIKIPH HAIEXKHUM ojsiroM. Masp [IpoTonuk He cii 3aCTOCOBYBaTH Ha
ypakeH1 AUISTHKH, K1 pO3IIISIIAI0THCS K MOTEHLIHHO 3705KiCHI 200 MepepaKoBi.

[TpoTsirom 2 roAWH Ha IUISTHKH LIKIPH, KyAX HAHOCKIX Ma3b [IpoTonuk, He MOKHA 3aCTOCOBYBATH
oM’ SIKITYBasIbHI 3ac00H. O1IHOYaCHE 3aCTOCYBAHHS 1HIIHMX MPernapariB MiCIIEBOTO 3aCTOCYBaHHS, a
TaKOK CUCTEMHHX CTEpOi/IiB a00 IMyHOETIPECAHTIB HE BUBYAJIOCS.

EdexTuBHicTh Ta Oe3neKy 3acTocyBaHHs Ma3i [IpoTonuk npu JgiKyBaHHI iH(IKOBAaHOTO aTOMIYHOTO
nepMaTtuty He ouiHioBaid. Ilepen npusHaueHHsM masi [IpoTonuk HEOOXiTHO YCYHYTH iH(peKio
Ha TUISHKAX JIiKyBaHHA. [lalieHTH 3 aTONIYHUM JI€PMATHUTOM CXHJIBHI 10 PO3BUTKY ITOBEPXHEBUX
iH¢pekuiil mkipu. JlikyBanHs ma33io Ilporonuk mMoxxke OyTH MOB’s3aHE 3 MIABHILEHUM PH3HKOM
BUHUKHEHHS (OJIKYJITY Ta repleTHYHUX BIpyCHUX 1H(EKIiH (Bipyc reprecy (reprneTuyHa ek3ema),
NpOCTUH repriec (reprneTuyHa MponacHullsd), BapuienihopMuuii mycTyap03 Kanomri) (1uB. po3ain
«ITo61uHi peakirii»). 3a HasIBHOCTI IUX iH(EKIIi HEOOX1THO OI[IHUTH CIIBBIAHOIICHHS PU3UKY Ta
KOpHCTi 3acTocyBanHs IIporomuky. VIMOBipHiCTE MicleBOro HpHTHiYeHHs iMyHiTeTy (IO MOKe
npU3BecTH 10 iH(peKuii abo MIKIPHUX 3J0AKICHUX HOBOYTBOPEHbB) Y JJOBFOCTPOKOBIH MEepCHeKTHBI
(OimpIIIe KIIBKOX POKiB) HEBiZOMA.

[TpoTOnUK MICTUTPH Ji0Yy PEUYOBUHY TAaKPOJIMYC, 1HTIOITOp KaJbLMHEBPUHY. Y MAI€HTIB MiCIs
TpaHCIUIaHTallli TpUBaJia CUCTEMHA Misl CHJIBHUX IMYHOJEINPECAHTIB Ta CHCTEMHHH MNpHiioM
1HT101TOPIB KAJIBLIUHEBPUHY MOKYTh aCOLIIOBATUCH 13 MIABUILEHUM PU3UKOM PO3BHUTKY JiMpoM Ta
3JI0AKICHUX YTBOPEHD B IIKipi. € iH(opMallist Ipo BUNAIKU BUHUKHEHHS 3JI0SIKICHUX HOBOYTBOPEHbD,
BKJIIOYAIOUM HALIKIpHI (30KpeMa mkipHa T-kiiTHHHA diMdoma) Ta iHII JiMPOMH 1 pak IIKIpH, y
MAII€HTIB, SKi 3aCTOCOBYBAIM Ma3b TakpouiMycy (AuB. po3aii «Il1o6iuHi peakiii»). Y nauieHTiB 3
aTOMIYHUM JI€PMATUTOM, AKHMX JiKyBaiu IIporonukoMm, He Oyso BHSBIEHO 3HAYHUX CHUCTEMHHUX
PIBHIB TaKkpoJimMyCy.

[Tig yac KIIHIYHMX BHUIIPOOYBaHb CTalo0 BIZOMO NIpo piaki Bumanku Jimdaznenomnartii (0,8 %).
binpmricTs 1ux BUMaakiB Oyia MoB’s3aHa 3 iH(eKIiaMu (IIKipU, JUXadbHUX NUISIXIB, 3y0iB), SKi
TKyBaJIUCh BIAMOBIAHUMH aHTHOIOTHKaMU. [lallieHTH micias TpaHCIUIAHTAIl, SIKi MPOXOIATh KypC
npuiioMy IMYHOJEINPECAHTIB (HAMPHUKIIAZ CUCTEMHOIO TaKpOJIMYyCy), MalOTh IiJBUIIEHUN PU3HUK
PO3BHUTKY JiM(OMH; TOMY 3a Malli€HTaMH, SKi 3aCTOCOBYIOTh [IpOTONUK Ta y SIKUX PO3BHHYJIACH
mimbaneHomnatis, HeoOXiTHUI HarmisA, mod mepekoHaTucs, mo JiMdaneHonaris 3Hukae. [Ipu
HasBHOCTI JIiMaieHonaTii Ha MOYaTKy JiKyBaHHS NOTPiOHI B1INOBIIHI TaOOpaTOPHI TOCIIIKEHHS
Ta MOCTIMHMNA Harmsa. Y pasi criiikoi jJiMdaneHonaTii HEOOXiAHO BU3HAUMTH 1i eTionorio. 3a
BIJICYTHOCTI 4iTKOI etiosorii JimdaneHonaTii abo 3a HasgBHOCTI TOCTPOro iH(EKiiHHOro
MOHOHYKJIE03y 3acTocyBaHHs [IpoTonuky HEOOXiAHO MPUITMHUTH.

[ToTpiOHO yHMKAaTH NOTPAIUISIHHA Ma3i B OYl Ta Ha CIM30BI OOOJIOHKH. Y pa3i BUIAJKOBOTO
NOTPAIITHHS HA 11 JUISHKYA Ma3b HEOOXIHO peTeIbHO BUTEPTH Ta/ab0 3MHUTH BOJIOIO.



Bukopucranns mazi [IpoTonuk mifi OKIIO31IMHUMH TOB’SI3KaMU HE BHMBYAJIOCS 1 TOMY He

PEKOMEHI0BaHE.

SIK 1 Ipy BUKOPHMCTaHHI 1HIIKX MPenapaTiB MiCLIEBOT0 3aCTOCYBaHHS, MALlIEHTH IOBUHHI MUTH PYKH

TiCJIs HAHECEHHSI, SKILO JIKYBaHHS IIKIpU pyK HE TOTpiOHe.

Takposnimyc 3HaUHOIO MipOr0 MeTa0Oi3y€eThCs y MEUIHI, 1 X0ya HOro KOHIEHTpallisi B KpOB1 IIpU

30BHIIIHBOMY 3aCTOCYBaHHI JyXe HHU3bKa, XBOpl 3 TMEYIHKOBOK HEJOCTATHICTIO ITOBUHHI

3aCTOCOBYBATH Ma3b 13 00EPEKHICTIO.

He pexomenayeTbes 3actocoByBatH [IpoTonuk manieHTaMm 3 AedexkraMu emnigepManbHoro 6ap’epa,

TaKUMU K cuHApoM HereproHa, nmamulsspHMi 1XTio3, epuTpoiepMis abo mkipHa peakuis TITX

(TpaHcIUTaHTAaT TpPOTH Xa3stiHa). L{i 3aXBOpIOBaHHS IIKIPH MOXYTb CHPUYUHUTH 30UIbLICHHS

cucTeMHOi abcopOIii Takpoiimycy. TakoXX He PEKOMEHAYETbCS MepopaibHE 3aCTOCYBAHHS

TAKpOJIIMYCY Ul JIKYyBaHHS L€l MaTOJIOTIi MKIpU. Y MOCTMAapKETUHIOBUN MEPIOJ MOBIIOMIISAIOCS

PO BUIAJKH MiIBUILIEHOTO PiBHS TaKPOJIIMYCY y MAIEHTIB 3 HUMH 3aXBOPIOBAHHAMH.

3 00epexkHICTIO CITiJT 3aCTOCOBYBAaTH [IpOTONHMK XBOPUM 3 OOLIMPHUM YPaXKEHHSAM LIKIPH MPOTITOM

TPUBAJIOTO MEPioy, 0COOIMBO AITAM (IUB. po3aia «Croci0 3aCTOCYBaHHS Ta J031»).

Bynb-siki HOBI yTBOpEHHS, OKpiM BJAacHE aTONIYHOTO JAEPMATUTY, Ha AUISHKAX ILIKIPH, KyIH

HaHOCHWJIM Ma3b, IOBUHEH OOCTEXHTH JIiKap.

SIKIIIO CUMITTOMH aTOIIYHOTO IEPMATUTY HE 3MEHIIYIOThCS, JIIKYBaHHS IIOBUHHO OYTH IEPETIISIHYTO.

Mass [IPOTOITUK mictuts OyTunrigpokcutonyod (E 321), mo Moke CpUuYMHUTH MiCLEB1 IIKIPHI

peakiii (HanmpuKiIaa, KOHTaKTHUN AepMaTuT) a00 MOJpa3HEeHHs o4el 1 CTM30BUX 00O0JIOHOK.

3acmocysanns y nepioo eacimmnocmi abo 200y8anus 2pyooio.

Hemae naHuMx 11010 3acCTOCYBaHHS Ma3i TakpOJIMyCy BariTHUMHU >KiHKaMmH. JlOCHIDKEHHS Ha

TBapUHAX MOKa3ajH, 10 CUCTEMHE 3aCTOCYBaHHS MPHU3BOIUTH 10 PENPOAYKTUBHOI TOKCHYHOCTI.

[ToTeHuiifHUN PU3UK AJIs TFOAWHHA HEBITOMHMIA.

Mas3s [IpoTonuk He c1iJi BAKOPHCTOBYBATH y MEPi0J BariTHOCTI, 38 BUHATKOM BKpail HEBIAKIQIHUX

BUIAJKIB.

L'ooysanus epyooio

Kniniyai naHi AOBOASTH, MO MICHIsI CUCTEMHOTO 3aCTOCYBAHHSI TaKpOJIMYC MPOHHUKAE B TPYIHE

MOJIOKO. Xoua KIIIHIYHI JaHl MMOKa3aliH, 0 PIB€Hb CUCTEMHOIO BIUIMBY BiJ 3aCTOCYBaHHS Ma3i

TaKpOJIIMYCY HU3bKHUI, TOAYBaHHS I'PYIIO i Yac 3aCTOCyBaHHS Ma3i [IpoTonuk ciif npunuHUTH.

Depmunvricmo

JlaHi 1010 GpepTHIBLHOCTI BIICYTHI.

30amuicms enaueamu Ha WBUOKICMb pearkyii npu Kepy8aHHi a8MOMpaHCNOpmom abo HUWUMU

Mexauizmamu.

ITpemapat 3acTOCOBY€EThCSI MICLIEBO Ta HE BIUIMBA€E YU BIIMBA€ HE3HAYHO HA 3/1aTHICTH KEPyBaTH

aBTOMOOLIEM Ta MPALIOBATH 3 IHIIUMH MEXaHI3MaMHu.

Cnoci6 3acmocysannsa ma 0o3u.

Ma3sp [Iporonuk HeoOXiTHO HAHOCHUTH TOHKHM ILAPOM Ha ypaskeHi abo Ti IUISHKHM HIKipH, IO

HaifuacTime ypaxxyroTbcs. Ma3b MOXKHA HAHOCUTH Ha Oy/Ib-SKi1 YaCTHHU Ti1a (00JIMY Y, LU0 TOLIO),

y TOMY YHCJIi Ha 3TMHANbHI ToBepXHi. Heo0XiTHO yHUKATH MOTPAIITHHS Ma31 Ha CJIM30B1 000JIOHKH.

Ma3sp He ciii HaHOCHTH TiJl OKJIO31MHI IMOB’SI3KHM, OCKIIBKA TaKWi CIOCIO 3acTOCYyBaHHS He

JoCTiKeHuH (IuB. po3ain «OcoOIMBOCTI 3aCTOCYBAHHS ).

JIikyBaHHS 3arOCTpeHb

ITpoTonuK MOHa 3aCTOCOBYBATH SIK KOPOTKOYACHO, TaK 1 MPOTATOM TPUBAJIOTO MEPIOAY, y BUTIISAAL

MOBTOPIOBAHUX KypciB Teparnii. TpuBaie JikyBaHHS HE IOBUHHO OyTH Oe3mepepBHUM.

JlikyBanus I[Iporonukom moTpiOHO PO3MOYATH MPHU MEPILii MOSBI CHMOTOMIB 1 IPOJIOBXKYBATH 10
MIOBHOTO, Maibke TMOBHOro abo0 3HAYHOrO 3HUKHEHHS YypakeHb Ha 1mkipi. I[loTpibHO

00pOOIATH Ma3310 KOXKHY TOIIKO/DKEHY NUTSHKY MKipy. [Ticis nboro naimieHTiB MOYKHA TIEPEBOJUTH




Ha mnpodimakTHyHe JiKyBaHHsA (nuB. nani). [Ipu mepmmx oO3HaKaXx MOBTOPHOTO BHUHUKHEHHS
CHUMIITOMIB XBOPOOH JIiKyBaHHS HEOOX1HO ITOHOBUTH.

Himu sixom 6i0 2 0o 16 pokis

Heo6xigHo 3acTocoByBaTn Ma3b MeH1I0i koHieHTpauii (IIporonuk 0,03%). Kypc nikyBanus — qBidi
Ha JIeHb MPOTATOM TPhOX THKHIB. Hagani yactoTy 3acTocyBaHHs HOTPIOHO 3MEHIIUTH A0 OJHOTO
pasy Ha JEHb J0 IIOBHOTO 3HHMKHEHHS YpakeHb Ha wKipi (auB. po3nin «OcobauBocTi
3aCTOCYBAHHS»).

Hopocni ma nionimxu (8ixom 6i0 16 poxig)

JlikyBanHs notpi6HOo mouatu 3 [Iporomnuky 0,1% nBiui Ha HeHb Ta MPOJOBXKYBATH 10 MOBHOTO
3HUKHEHHS ypa)xeHb Ha mKipi. [Ipy mOBTOpHOMY BUHUKHEHHI CUMOTOMIB JIIKYBaHHS [TOYWHAIOTh
3HOBY. SIKIIO J03BOJIA€ KIIHIYHUIM CTaH, HEOOX1THO CIpOOYBaTH 3MEHIIUTH YaCTOTYy HAHECEHHS
npemnapary abo 3acTocoByBaTH Ma3b MeHIoi koHueHnTpauii (IIporonuk 0,03%).

SIK mpaBUIIO, MOKpAIIEHHS MOXKHA CIIOCTEpIraTH MPOTATOM IEPLIOro THXKHS JIIKyBaHHS. SIKIio
O3HAKH MOJIMIIEHHS HE CIIOCTEPIraloThCsl MPOTIArOM JBOX THXKHIB 3aCTOCYBaHHS Masi, HE0OXiTHO
PO3MIISIHYTH 1HIII BapiaHTH MOAAJBIIOTO JIKYBaHHS.

Hayienmu nimnvo20 6iKy

OxpeMi JOCHIJDKEHHS 3a y4yacTiO MAIli€HTIB JITHBOTO BiKy He mpoBoiuiaucs. OJHAK KIIHIYHUNA
JOCBi poOOTH 13 Malli€eHTaMU L€l BIKOBOI IPyMH MOKa3ye, M0 KOPEKLis PeKUMy T03yBaHHS He
notpioOHa.

[TpodinakTrka BUHUKHEHHS 3arOCTPEHb

Ha npo¢inakTuyHe JiKyBaHHS Malli€HTIB MOXKHA MEPEBOIAUTH MicCIs 6-THKHEBOTO KYpCY JIIKyBaHHS
Ma33i0 13 3aCTOCYBaHHSIM Ipernapary ABidi Ha JeHb (10 MOBHOIO, Mai)ke MOBHOTO a00 3HAYHOTO
3HUKHEHHS ypa)XeHb Ha LIKIpi).

Himu sixom 6i0 2 0o 16 pokis

Heo6xigHo 3actocoByBaTH Maszb MeHmoi konuenrtpauii (IIporommk 0,03%). Ma3sp motpiOHO
3aCTOCOBYBATH OJIMH Pa3 Ha JIeHb JBI14i HAa THXKJIEHb (HAIIPUKIIAJ Y TOHEIUIOK Ta YETBEP) HA TUISTHKH
IIKipY, sIKI HalYacTille ypaskaloThCsl aTOMIYHUM JEPMATUTOM, JJIs 3aroOiraHHs BUHUKHEHHIO
3arocTpeHb. Mixk 3acTOCyBaHHIMHU Ma3i MOTPIOHO poOUTH 2 — 3 IHI EpEepBH.

[Ticns 12 micsmiB 3acTOCYyBaHHA Ma3l JUTHHI CIiJi TUMYAacOBO MPHU3YNMHUHUTH JIKyBaHHS IS
BH3HAYEHHS HEOOX1HOCTI MPOJIOBKEHHS Kypcy MpoiIaKTUYHOI Teparii Ta A OL[HKH nepediry
XBOpOOHU.

Hopocni ma niorimxu (8ixom 6i0 16 poxig)

Heo6xigHo 3actocoByBatu Masb [Iporonuk 0,1%. Ma3p noTpiOHO HAHOCUTH OJIMH pa3 Ha JE€Hb Bl
Ha TWXKAEHb (HAlIpHUKIIaJ y OHEAUIOK Ta YeTBep) Ha AUISHKHU IIKIpH, sIKI HalfuacTile ypakaroThCs
aTOMIYHUM JIEPMATUTOM, Ul 3aM100IraHHs BAHUKHEHHIO 3arocTpeHb. MiX 3aCTOCYBaHHSAMH Mas3i
notpiOHO podutu 2 — 3 1HI HepepBH.

[Ticns 12 wmicsriB niKyBaHHS JIiKap MOBUHEH OI[IHUTH CTaH MAI[l€HTa Ta MPUHHITH PIlICHHS 1100
MOJAJIBIIOTO MPOQUIAKTUYHOTO JIKYBaHHS, OCKUIBKU JJaHI CTOCOBHO MPO(]IIAKTUUHOTO JIIKYBaHHS
TPUBANICTIO MOHAA 12 MICSAIIIB BiICYyTHI.

ITpu BUHMKHEHHI O3HAK 3arOCTPEHHsS HE0OX1IHO MOBEPHYTHCS J0 3aCTOCYBaHHS Ipernapary IBidi
Ha JIeHb.

Ilayienmu 1imHb020 6iKy

OxpeMi AOCHIHKEHHS 32 Y4aCTIO Malli€HTIB JITHHOTO BiKy HE IPOBOIMIIUCS.

Jimu.

Mas3s [IpoTonuk 3acTOCOBYIOTH JITSM BIKOM Bij 2 POKIB.

Ilepedosyeanns.

[Tpu micieBOMy 3aCTOCYyBaHHI Epe03yBaHHs MaTONMOBIpHE.




IIpu momanaHHi BcepeauHy HEOOXITHO BXKUTH 3arajlbHONPHMHATHUX 3aXOJiB, SIKI BKIIIOYAIOTh
KOHTPOJIb KUTTEBO BAXIMBUX (YHKIH OpraHi3My Ta MOHITOPUHI 3arajbHOro CTaHy.
CrumynioBaHHsg OJOBaHHS a00 NMPOMMBAHHS ILUIYHKAa HE PEKOMEHIYETbCS 4depe3 OCOOJIMBOCTI
JOMOMIDKHUX PEYOBUH, LII0 MICTUTh Ma3b.

Ho6iuni peaxuii.

[Tix gac KAIHIYHUX JOCTiAKeHb Y pubau3Ho 50 % nallieHTiB BUHUKIIA HeOakaHa peaKilis y BUTIISI
MOJPa3HEeHHs LIKIpU Ha Miclll HaHEeCeHHA Ma3l. YacTo BHHUKANIM BIAYYTTS MEYiHHSA Ta CBEpOIK,
3BHYaiHO c1a0Ki a00 cepeIHbO1 CUITH, SIKI B OCHOBHOMY 3HUKAJIM MICIIs IEPIIOTO THXKHS JTIKYBaHHS.
[TommpeHoto HebakaHOKO peakiielo Oyna epureMa. TakoXk YacTo CHOCTEpiraaucs BiIUyTTS
TEIUIOTH, Olb, MapecTe3is Ta BHCHUIAHHA. YacTo 3ycTpidajach HENEPEeHOCHUMICTh aJIKOTOJII0
(modepBOHIHHA 00aMYYst a0 MOApa3HEHHs IIKIPH IMICIS NpPUHOMY alKOTrOJbHHUX HamoiB). B
MIOCTMApKETUHTOBUH Mepi0/] CHOCTEPIraluch peakiiii Ha MiCIli HAHECEHHs Mas3i, JepMaTHT.
[TamieHTH MOXYTh MaTH HiABMIIEHUHA PU3MK BUHUKHEHHS (OJIKYJITIB, aKHE Ta TePHETUYHUX
BIPYCHHX 1H(EKIIii.

Hwxue 3a3HaueHo HebaXkaH1 peakilii, CIpUUMHEH] 3aCTOCYBaHHAM npenapary. YacTora BUHUKHEHHS
noOIYHUX peakiiil KinacuikyeTbes AK: aysxe gacti (=1/10), vacti (=1/100 no <1/10), pinki (=1/1000
10 <1/100) Ta 3 HEBiAIOMOIO YaCTOTOO.

Hebaxani eexkTu B Mexax KOKHOI IpyNHy pO3MIIIEHI Y TOPSAKY 3MEHIIEHHS 1X cepilo3HOCTI.

Tabmurs 1

Knac cucremu Hyxe gacti Yacri Pinxi Hesinoma yvacroTa (i3
OprasiB >1/10 >1/100, >1/1000, | mOCTYMHUX JaHUX

<1/10 <1/100 BH3HAYCHHS YaCTOTH

HEMOKJIMBE)

[Hdexuiini Ta MicreBa iHeKIis I'eprieTnuna iHdeKis
napasuTapHi IIKIPH, HE3aJISKHO BiJ| ouei™
3aXBOPIOBAHHS €T10JIOTI], 1110 BKIIIOYAcE,

asie He OOMEXKYEThCS
TaKUMU 1HPEKIisIMH, SIK:
repretuopMHa eK3ema,
dbomikyiT,

IIPOCTHM repmec,
repreTuyHa BipycHa

iH}peKmis,
BapuLeTiPOpPMHUI
nyctynbo3 Kamomri™*
[Topymienns 3 Henepenocumicts
00Ky AJIKOTOJTFO
MeTaboi3mMy Ta (moYepBOHIHHS 00INYYS
TpaBJIECHHS a00 Mopa3HEeHHs LIKIpU

IS IpuiioMy
QJIKOTOJIbHUX HAIOiB)

[Topymenns 3 [Tapectesist Ta

OOKy HEpBOBOI nusectesis (rimepecrtesis,

CHUCTEMH BIIUYTTS TICHUIHHS)

[Topymenns 3 Caep0Oix Axne* Pozamea™
OOKy IIKipu Ta Jlenturo*
M IIKIPHAX

TKaHHUH




3aranpHi BiguyTTs BiguyTTs Temua, Habpsik y micii

po3naau Ta MEYiHHS Ta eputema, HaHECEeHHS*

MOPYILEHHS B CBepOiX B 011, MO/Ipa3HEeHH,

MiCIIi BBeJIEHHs | MicIi napecTesis Ta

HAHECEHHS BUCHUIIAHHS B Miclli
HaHECEHH

JlaboparopHi Ta [TigBuIeHwit piBeHb

IHCTpYMEHTaIIbH1 npemnapary B KpoBi*

naHi (uB. po3ain
«OcobmuBoCTi
3aCTOCYBaHHSI»)

* TIpo HebaxxaHy peakIlito MOBIJOMIICHO B IOCTMAapPKETHHIOBUH TEPio/I.

[IpodinakTrka BUHUKHEHHS 3arOCTPEHb

B nmocnmimkenni mpodimakTHuHOro JiKyBaHHA (IIPH 3aCTOCYBaHHI Ma3i JABiYI Ha THXKICHB) i3
3aJy4eHHSIM JIOPOCIHX Ta JITeH 3 CepeAHbOI0 Ta THKKOK (OpMaMH aTOMIYHOTO JEPMATHTY
BiJIMIYaJIOCh, 1110 TaKi HeOakaHi peaKIlii TPaIUIIOTHCS YacTille, HiX Y KOHTPOJIbHIH TPYIIi: IMITIETHTO
B Micii HaHeceHHs (7,7 % niteit) Ta indekuii B micui HanecenHs (6,4 % niteit ta 6,3 % mopocnux).
JloCmiDKEHHS B IIOCTMAPKETHHIOBUH TIEPi0JT

€ indopmartis mpo BUTIAAKH BUHUKHEHHS 3JI0SIKICHIX HOBOYTBOPEHB, BKIIIOYAIOUH HIKipHI (30Kpema
mkipHa T-ximiTuHHA JTiMpoMa) Ta iHIII BUIH JiM(OM 1 paK MIKIpH y MAII€HTIB, SIKi 3aCTOCOBYBAJIH
Ma3b TakpoJiMycy (uB. po3aisl «OcOOIUBOCTI 3aCTOCYBAHHSD ).

Jimu.

Yacrora, TUN Ta TSHKKICTh HeOAXKaHUX PEAKIii y iTel Oyinu moaiOHUMU 10 PeaKiiil y TOpOCIHX.
[ToBimomIIeHHSI TPO MOXKIIMBI TTOOIUHI peakiii

BaxiBo MOBiTIOMIIATH PO MOKITHBI TOOIYHI peaKIlii mcis peecTpariii Jikapcbkoro 3acody. Lle nae
3MOTY TPOBOJIMTH ITOCTIHHUI MOHITOPHHT CITIBBIAHOIIEHHS KOPUCTI Ta pU3UKY JIIKAPCHKOTO 3aC00Y.
MennyHi TpaliBHUKK TMOBUHHI MOBIIOMIISTH Mpo OyIb-sKi IMiI03pIOBaHI MOOIUHI peakiii uepes
HAI[lOHAJIBHY CUCTEMY ITOBiJIOMIICHB.

Tepmin npuoamunocmi. 3 poxu.

YmoBu 30epiranns.

30epiratu pu Temreparypi He Bumie 25 °C y HeJOCTYITHOMY JUTSL IITeH MiCIi.

He 3actocoByBatu npemnapar micist 3aKiH4eHHs TEPMiHy MPUIATHOCTI, 3a3HAYSHOTO HA YIaKOBII.
YnakoBka.

0,03 % a60 0,1 % mazp o 10 r, 30 r a6o 60 r B TIacTUKOBIK Ty0i; Mo 1 Ty0i B KapTOHHIH KOpOOIIi.
Kareropis Binmycky. 3a penenrom.

Bupoonuk.

JIEO Jla6oparopic Jlimiten / LEO Laboratories Limited

Micue3naxo/:keHHs BUPOOHMKA Ta HOTro0 ajgpeca Micusi NPOBazKeHHs TilIbHOCTI.

285 Kamren Poan, Kpamiin, J{yomnin 12, D12 E923, Ipnangis / 285 Cashel Road, Crumlin, Dublin
12, D12 E923, Ireland.

3asiBHHK.
JIEO ®apma A/C / LEO Pharma A/S.

MiCIIe3HaXOIDKeHHﬂ 3asiBHHUKA.



Innycrpinapken, 55, JIK-2750 bannepyn, [anis / Industriparken, 55, DK-2750 Ballerup,
Denmark.



