IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

IMPOTOIINK
(PROTOPIC®)

Cknao:

ditoua pevosuHa: TaKpoIiMyC;

1 r ma3i MicTuTh TakpoimMycy (y Burnsagi mounorigpaty) 0,3 mMr a6o 1 mr;

0oOnoMidCHI peyosuHuU: mapadin Oimui M'IKWiA, OTist MiHepasibHa, MPOIMieHKapOoHaT, BicK Ginui,
napadin, 6ytunrigpokcutonyon (E 321), anbda-Tokodepor.

JlikapcbKa ¢popma. Ma3b.

OcHosHi ¢i3uko-xiMiyHi 81acmusocmi: Ma3b Bifj 6iJI0TO 10 371eTKa JKOBTYBAaTOT0 KOJILOPY.

dapMmakoTepaneBTHYHaA rpyna. [lepmaronoriudi 3acoou. Kog ATX D11A HO1.

dapmakonoeiuHi e1acmueocmi.
®apmakoOduHaMika.

3a MOmOMOro0 3B’sI3yBaHHA 3i CllelU(pigYHUM IIUTOIIa3MaTHYHUM Oinkom imyHodiniHoMm (FKBP12)
TAKpOJIiMyC iHTi6ye Kaiblii3anexkHy mepenavyy curtany T-miMmdoIruraM, mepekoaKadm ix
aKTHBalil Ta moganbuiomy cunTtesy IL-2, IL-3, IL-4, IL-5 Ta iHmMX IUTOKIHIB, Takux Sk GM-CSF,
TNF-a ta [FN-y.

Y xomi mocmimzKeHs in vitro y mkipi 3mopoBoi TI0AUHY TaKpoJiMyc iHribyBaB onocepenKoBaHy
KIiTuHaMu JlaHrepranca CTUMYJALio T-nmiMdonuTiB. Byno Takoxk moka3aHo, 1[0 TAKPOIIMYC

IePeITKOIKa€ BUBITbHEHHIO MeIiaTOPiB 3aMaleHHs 3 OMMaCUCTUX KITiTHH, 6a30¢iniB Ta eo3uHODisiB.

Y XBopuX Ha aTOMIYHUU AepMaTUT OYHUIIeHHS IKipH IIiJ Yac JIiKyBaHHS TaKpoaiMycoM y ¢hopMi Ma3i
CYTIPOBOJIZKYBaJIOCh 3HMKEHHSIM eKcIpecil Fc-penientTopa Ha KiiTuHax JlaHrepraHca Ta
rajbMyBaHHSIM iX CTUMYJIIOI0YOTO BIIUBY Ha T-TiMGbOIUTH.

TakponiMyc B nikapceKiu (opMi Ma3i He BIIJIUBA€ Ha CUHTE3 KOJIaT€Hy, TAKUM YHUHOM, He CIIpUYUHSE
arpodil mWKipH.

dapMaKkoKiHemuxka.

Abcopbuia. [ani, oTpuMaHi Bifl 300poBUX NOOPOBOJIBIIIB, IOKA3alH, 1[0 PiBeHb CUCTEMHOTO BILJIUBY



TAKPOJIIMYCY ITiC/Is pa30BOT0 Yu 6araTopa3oBOro MiClIeBOTO 3aCTOCYBaHHS Ma3i TaKpOIiMycCy
BifCyTHiN ab0 MiHIMambHUM.

MinimarnbHi TepaneBTHYHI KOHIIEHTpPAIlil [AJIsT CUCTEMHOI iMyHOCYIIpEeCii Tpu mepopanbHOMY
3aCTOCYBaHHI TAaKPOMIMYCYy CTaHOBJATh 5-20 HI/MJI y Malli€eHTIB IMiCNIs TPaHCIIaHTaLlil.

Y GinbuIoCTi MAIliEHTIB i3 aTOMIYHUM OepMaTUTOM (JOPOCIIMX Ta [iTel), SKi OQHOPAa30BO YU IMTOBTOPHO
3acTocoByBanu Ma3b TakpoaiMmycy (0,03 - 0,1%), ioro KOHLIEHTpaLis ¥ KpoBi < 1 Hr/mi. AKiio
KOHIIEHTpallisl y KPOBi IlepeBulllyBaia 1 HI/MJI, Lie siBUIlle OyJI0 TUMYacOBUM. PiBeHb CHCTEMHOTO
BIIJIUBY IIiIBUIITYBaBCS 3i 30i/bIIIEHHSIM IIJIOIII YpaXKeHuX AinsgHOK. OfHaK MBUIKICTE Ta CTYIiHb
MicIiieBoi abcopOIril TaKpoJiMyCcy 3MeHIITyBaJIMCh i3 3arOEHHAM IIKipu. Y JOPOCIUX Ta [iTel, B
cepenHboMy Ha 50 % myomli Tina SKUX 3aCTOCOBYBa/IM IIpelaparT, PiBeHb CUCTEMHOTO BIIJIUBY (TOOTO
AUC) TakponiMycy $K mitouoi pedoBuHU Ma3i [IpoTonuk 6yB npubnu3no y 30 pa3iB MeHIINM, HixXK
PiBEHb CHCTEMHOI0 BIJIUBY iIMyHOAEIIPECAHTIB MiCJd 1X IepOPaaIbHOT0 IPUMOMY IallieHTaMu 3
TPAHCIIAHTOBAHOIO HUPKOIO abo mevinkoo. HaltHuK4a KOHIIEHTPAIlis TaKpPoJIiMyCy Y KPOBi, Ipu
SIKiil TPOSIBIISIETHCS CUCTEMHA [Iis, HEeBigoMa.

Kymynsuii mpenapaTy Ipyd TPUBAJIOMy 3aCTOCYBaHHI (0o 1 poKy) y miTel Ta HOPOCIUX HE
BiI3HAQYAJIOCH.

P0o3no0in 8 op2aHi3Mi. Y 3B 13Ky 3 THM, 1[0 CHCTeMHa abcopOllis Ma3i TAaKpoJIiMyCy HA3bKa, BUCOKA
3MaTHICTh 3B SI3yBaHHS Horo 3 Gimkamu mwia3mu (> 98,8 %) po3riasmacThes SK KITHIYHO He 3HaYyIIa.
[Ipu 3acTocyBaHHI Ma3i TaKpoIiMyCy IIpenapaT Ai€ MiCIL[eBO Ta XapaKTePU3yeEThCS MiHiMaIbHOIO
abcopOITi€Io B CUCTEMHUM KPOBOTIK.

Memab6oai3m. TakponiMyc He MeTaboi3yeThCs B MKipi. [Ipy momagalHi B CHCTEMHHI KPOBOOGIT
TAKPOJIIMyC 3HAYHOIO Mipoi0o MeTabO0Mmi3yeThCs B MediHIli 3a mormomorow CYP3A4.

BugeodeHHA. [Tpu BHYTPIillTHLOBEHHOMY BBEIEHHI TAKPOJIiMyC IIOKa3aB HU3bKUM PiBEHb KITiPEHCY.
CepenHiit 3aranbHUN KIiPEHC CTAaHOBUTD MpubIu3Ho 2,25 n/rom. IlewiHKoBMi KitipeHC aOcopOOBAHOTO
B CUCTEMHUY KPOBOTIK IIpenapaTy Moxe 3MEeHIIyBAaTUCh y Malli€HTiB 3 TSIXKKOI0 IeYiHKOBOIO
HeJOCTaTHiCTIO abo IIpu ogHOYaCHOMY npuiioMi inribitopisa CYP3A4.

[Tpu GaraTopa30BOMYy MiCIIeBOMY 3aCTOCyBaHHI Ma3i TaKpoJiMycy Iepiofi HalliBBHBe[EeHHS
CTaHOBUTH /5 FOOUH Y JOPOCIUX Ta 65 TOAUH y OiTeHu.

Himu.

®apMaKOKiHETHYHI BIaCTUBOCTI TaKPOIIMYyCY IiC/Isl MiCI[EBOTO 3aCTOCYBaHHS MOMAi0OHi 10
3apeECTPOBaHUX Y HOPOCIUX, BKIOYa04YM MiHIMaJIbHUY PiBEHb CUCTEMHOTO BIJIUBY Ta BiICYTHICTh
KyMyJIAIil (DUB. BUILE).

KniniuHi xapaKTepuCTHKH.
Iloka3aHHs.

JIikyBaHHS aTOIIYHOI0 JepMaTUTy y AiTel BiKOM Bif 2 pokiB - Ma3b [Ipotonuk 0,03 %, y mopocnux ta
MifJIiTKiB BiKOM Bif 16 pokiB - Ma3b [Ipotonuk 0,03 % 1a 0,1 % .

HiKyBaHHﬂ 3arOCTPEHDB



Ilopocai ma nidaimku (8ikom 8i0 16 pokia)

JIiKyBaHHS aTOIIIYHOI'0 JEPMATUTy CEePEIHbOT0 Ta TAKKOIr0 CTYIIeHS Y AOPOCIMNX Ta MifIITKIB (BIKOM
Bim 16 poKiB), SIKi HeafeKBATHO pearyoTh a0 HEYYTNIMBi 70 TPAAULIHIX METOMIB JTiKyBaHHS,
30KpeMa [0 JTiKyBaHHS TOMiYHHMU KOPTUKOCTEPOiTaMH.

Iimu (8ixom 8i0 2 0o 16 pokis)

JIikyBaHHS aTONIYHOI0 fepMaTUTy CEPEeNHbOT0 Ta TAKKOTO CTYIIeHd y OiTel BiKOM Bif 2 1o 16 pokis,
sKi Hea[leKBaTHO pearylTh Ha TpagULiiHI MeTOOHU JIiKyBaHHS, 30KpeMa TONiYHUMU
KOPTHUKOCTEPOIgaMu.

HQO@iJ’[aKTI/IKa BUHUKHEHHA 3arOCTPEHDb

[TpodinakTuyHe JTiKyBaHHS aTOMIYHOT0 IePMaTUTy CEPEIHbOTO Ta TSIXKKOT0 CTYIEHS OIS
3anobiraHHs panTOBUX 3arOCTPEHb XBOPOOU Ta MOAOBXKEHHS TPUBAJIOCTI IepiofdiB 6e3 3aT0CTPEHB ¥
NaLiEHTIB 3 BUCOKOIO YaCTOTOIO BUHMKHEHHS peluauBiB (4 abo Ginbiie pa3iB Ha pik), SKi Manu
IIEePBUHHY PeakKllilo Ha MaKCUMyM 0-THXKHEBUY KypC JiKyBaHHS Ma3310 (OBidi Ha [IeHb) - IIOBHE,
Maiixke IIOBHe ab0 He3HaYHe 3arO€HHS ypaXkKeHb.

IIpomunoka3aHHs.

linep4yTnuBiCT JO TAaKPOJiMyCy, MakKpoOJlifiB ab0 JOIOMIKHUX PEYOBUH.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemodiii.
dopManbHi JOCHIIAKEeHHS B3aEMOZIN TOIIYHOrO0 penapaTy Ojs Ma3i TaKpoIiMyCy He IPOBOAUIIUCS.

Takponimyc He MeTab0/Mi3yeThCA B MIKipi TIOAWHMU, 10 MPAKTUYHO BUKJTIOYA€E MOXK/IUBICTh B3a€MOIl 3
iHIMMMY TpenlapaTaMy B IKipi, 1110 MOryio 0 BIIMHYTHA Ha MeTab01i3M TaKpoJiMycy.

CucTeMHO JOCTYIIHUIM TaKPOJIiMyC MeTaboIli3yeThCA 3a HOIIOMOTO0I0 IIeYiHKOBOT0 IUTOXpomy P450
3A4 (CYP3A4). PiBeHb CUCTEMHOTO BIJIMBY y Pa3i MiCIeBOI0 3aCTOCYBaHHS Ma3i TaKpOJiMycCy
HU3BKUM (< 1 Hr/MJI) Ta HaBPS[ Y¥ MOXKe 3MIHUTHUCS BHACIIIOK OOHOYACHOT O IIPUMOMY BiTOMHUX
inribitropie CYP3A4. OgHak MOXKJIMBICTh B3a€MOJil BUKITIOYATH HE MOXKHA, i TOMy OOHOYACHUN
cucTeMHuM mpuitoM BimoMux iHri6iTopiB CYP3A4 (Takux SIK epUTPOMIIIUMH, iTPAaKOHA30II,
KETOKOHA30J1, IUJITia3eM) MallieHTaMH 3 BeIMKUMHU [iITHKaMHU ypaXKeHHs Ta/abo epuTpopepMiero
OTPiOHO MPOBOAUTH 00EPEXKHO.

Himu.

Byno npoBeneHo HOCTiAkKeHHS JTiKapChKOl B3aEMOIil 3 KOH'IOTOBAHOIO 3 6iTKOM BaKIIMHOIO IPOTH
MEHIHTOKOKY cepojioriynol rpynu C y mitei Bikom 2 - 11 pokis. He cocTepiranocst K0gHOTO BIIJTUBY
Ha BaKI[MHAIl{l0, Ha YTBOPEHHS iIMyHHOI maM’siTi a0 r'yMOpaibHUN YU KITITUHHUYN IMyHITET.

Oco06.1ue8ocmi 3acmocyeaHHsi.



Ma3ss [IpoTonuk He MOXKHa 3aCTOCOBYBATH XBOPUM 3 yPOAKeHUM abo HabyTuM imyHomedinuToM abo
nali€eHTaM, gKi Ipu¥MarTh IMyHOCYIIPECUBHI IIpenapaTyu.

Brnnus ma3si [IpoTonuk Ha iMyHHY CUCTeMy [iTel BiKOM [0 2 POKIB He BCTAHOBJIEHUY (OUB. PO3IiN
«IToka3zaHHI»).

[Tig yac 3acTocyBaHHS Ma3i He0OXigHO MiHIMi3yBaTH MoMafaHHS Ha LIKipy COHIYHUX ITPOMEHIB,
YHUKATH yNbTpadioneToBOro onpoMiHeHHs B cojspii, Teparmii Y®-npomensmu b ta A B KomOiHarii 3
ncopanenoM (PUVA-Teparmist). Jlikap MOBHHEH IOPAfUTH MallieHTaM HaJleXKHUW CIIOCi0 3aXUCTY Bif
COHLIS, HAIPUKJIaA: MiHIMi3alisd 4acy, IPOBENEHOr0 Ha COHL, BUKOPUCTAHHS COHI[€3aXUCHUX
IIperapariB Ta IPUKPUTTS LIKIPK HAJIEXKHUM 0fAroM. Ma3p IIpoTonuK He CIIif 3aCTOCOBYBaTH Ha
ypaxKeHi miNgHKY, SKi PO3TIsigaoThCS SK IOTEHIIINHO 3/10KiCcHI a0 rmepeapakoBi.

[IpoTsarom 2 roguH Ha AiISHKY IIKipY, KyaAU HAHOCUIM Ma3b [IpOTONNK, HEe MOXKHA 3aCTOCOBYBaTH
oM’ SIKIITyBaJibHi 3aco0u. OgHOYaCcHe 3aCTOCYBaHHS iHINX IIpellapaTiB MiClleBOT0 3aCTOCYBaHHS, a
TAKOX CUCTEeMHUX CTepPOifiB ab0 iMyHOmEeNPecaHTiB He BUBYAJIOCS.

EdexTuBHiCTh Ta 0€31€EKy 3aCTOCYBaHHS Ma3i [IpOTONUK IpH NiKyBaHHI iH(})IKOBAaHOTO aTOMIYHOTO
IepMaTUTy He oIfiHioBany. [lepen npusHayeHHsAM Ma3i [IpoTomuk HeOOXimHO YCYHYTH iH(DeKIio Ha
OinsgHKax JIiKyBaHHSA. [1allieHTH 3 aTOMIYHUM AE€PMaTUTOM CXUJIbHI IO PO3BUTKY IOBEPXHEBUX
indexuint mxipu. JIikyBaHHS Ma3310 [IpoTONUK MoxKe OyTH IOB’sI3aHe 3 MigBUIIEHUM PU3UKOM
BUHUKHEHHS QOJIIKYIIITy Ta replIeTUYHUX BipyCHUX iHQeKIiX (Bipyc reprecy (reprneTudHa eK3ema),
IIPOCTHH TepIec (repleTUYHa MPONacHUIIs), BapulleTipopMHUil MycTyNnb03 Karmomii) (quB. po3min
«ITo6iuHi peakirii»). 3a HasIBHOCTI ITMX iHpEKIIi HeoOXiMHO OLIHUTH CIIiBBIOHOILIEHHS PU3UKY Ta
KOPUCTI 3aCTOCYBaHHSA [IpOTONUKY.

[TpoTOmUK MICTUTH SIK [il0Yy PEYOBUHY TAaKPOIiMyc, iHTi6iTOp KamblIMHEBPUHY. V Malli€HTiB micis
TpPaHCILJIaHTallill TpUBajla CUCTEMHA [is CUIbHUX IMyHOLENIPEeCAHTIB Ta CUCTEMHUY IIPUOM
iHri6iTOpiB KaIbIIMHEBPHUHY MOXKYTb aCOIIOBATUCE i3 MiIBUIIEHNM PU3UKOM PO3BUTKY JTiMpOM Ta
3JI0AKICHUX YTBOPEHbD B IIKipi. Y IAI[ieHTIB 3 aTOMIYHUM AEepMaTUTOM, KX JIiKyBaiau [IpoTonukoM,
He OyJI0 BUSIBIIEHO 3HAYHWX CUCTEMHUX PiBHIB TAKPOJIiMyCy i poJib MiclleBOi iMyHOCyTIpecii HeBioMa.
Ha migcTaBi pe3ynbTaTiB JOBrOTPUBAINX AOCIIAXKEHbD i JOCBiAY 3B’I30K MiX IiKyBaHHIM Ma33Ii0
[IpoTomuK i PO3BUTKOM 3JI0IKICHMX HOBOYTBOPEHb He IMiATBEPIAXKEHO, ajie 0CTaTOYHI BUCHOBKHU
3poOUTU HEMOXKIIUBO. PeKOMEHYETHCS 3aCTOCOBYBATH Ma3b 3 TAKPOIIMyCOM y HallMeHIIIii
KOHIIEeHTPaIlil Ta 3 HallMEeHIII00 YaCTOTOI0 ITPOTSATOM HaWKOPOTIIOT0 He0OXigHOTO Tepioxy, SKui
BHM3HAQYa€EThCS JIiKapeM 3a OLIHKOIO KJIiHIYHOTO CcTaHy (AuB. po3nin «Crocib 3acToCyBaHHS Ta JO3W»).

[Tig yac kniHiuHMX BUIIPOOyBaHb CTAJI0 BimoMo Ipo pigki Bunagku niMmdanernonarii (0,8 %). BinbImicTs
IIUX BUIaMKiB Oysia 1MoB’sg3aHa 3 iHQeKIiAME (IIKipu, guXanbHUX MISXiB, 3y0iB), SKi ITiKyBamuch
BigmoBigHUMU aHTHOiOTHKaMu. [Ipu HagBHOCTI NiMdageHonaril Ha MOYaTKy JiKyBaHHS MOTPiOHI
BigmoBigHi mabopaTopHi HOCTimXKeHHS Ta MOCTiMHUYN HAraA. Y pasi cTiikoi niMmdaneHonarii
HeoOXiHO BU3HAYUTH i1 eTiosorito. 3a BigcyTHOCTI 4iTKOi eTiosnorii niMmdanmeHnomnarii abo 3a HasBHOCTI
rocTporo iH(eKIiifHOr0 MOHOHYKIE03Y 3aCTOCyBaHHS [IpOTONUKY HEOOXiTHO MPUIIMHUTH.

[MauieHTH, y SIKUX IiJ Yac JIiKyBaHHS PO3BUBAETHCS JIiM(pafieHOaTis, TOBUHHI epebyBaTH mif
HaTIS00oM OJIs MiITBEPIAXKEHHS TOTo, 110 IiMdameHonaTis 3HUKAE.

[ToTpi6HO YHUKATH MOTPAIISHHS Ma3i B 04i Ta Ha ClIM30Bi 000710HKHU. Y pa3i BUIIQIKOBOTO
MOTPAIUISTHHS Ha ITi JiTSHKY Ma3b He0OXiTHO peTebHO BUTEPTH Ta/a00 3MUTH BOHOI0.

BukopucranHs Ma3i [IpoTONUK mif OKITIO3IMHMMHU II0B’I3KaMU He BUBYAJIOCsd 1 TOMY He
PEKOMeH0BaHe.



4K i 1py BUKOPHCTaHHI iHIINX ITpernapaTiB MiCIIeBOTO 3aCTOCYBaHHS, MalliEHTU IOBUHHI MUTU PYKHU
iCyIsT HAaHEeCeHHSI, SKIIO JIIKyBaHHS IIKipU PYK He MoTpibHe.

TakponiMyc 3Ha9HOI0 Mipoio MeTab0Ti3yeThCA ¥ MEeYiHIl, i X04a 10oro KOHIIEHTpalis B KPOBi IIpu
30BHIIIHLOMY 3aCTOCYBaHHI iy2Ke HU3bKa, XBOPi 3 TEYiHKOBOIO HEAOCTaATHICTIO MOBUHHI
3aCTOCOBYBATH Ma3b i3 00epekHiCTIO.

He pekoMeHOyeTbCS 3aCTOCOBYBaTH I[IpoTONUK MallieHTaM 3 gedeKTamu emifepManbHOro 6ap’epa,
TAaKMMHU SIK CHHOPOM HeTepToHa, maMingpHuu ixtios, eputpomgepmist abo mkipHa peakmis TIIX
(TpaHCHnaHTAT IPOTH Xa3sgiHa). LIi 3aXBOpIOBaHHS IIKipU MOXKYTh COPUYUHUTH 30iIbIIeHHS
cucteMHOI abcopO1ii TaKpomiMycy. Y mocTMapKeTUHTOBHY TTepiof IOBiMOMIISAIOCS TIPO BUMIaAKH
MIOBUIIEHOT 0 PIBHA TaKPOJIIMYyCY Y IMALIEHTIB 3 UMY 3aXBOPIOBAHHAMU.

3 00epexkHICTIO CITif 3aCTOCOBYBATH [IPOTOIUK XBOPUM 3 OOIIUPHUM YPaKEHHSIM LIKiPH MPOTSITOM
TPUBAJIOTO IIEePiofy, 0COOIUBO TiTAM (muB. po3min «Crocib 3aCTOCYBaHHS Ta JO3U»).

Bynp-aKi HOBI yTBOPEHHS, OKPIM BjlaCHE aTOIIIYHOIO JepMaTUTy, Ha OUISHKAX LIKIpY, KyAU HAHOCUIIU
Ma3b, TIOBUHEH 00CTEXKUTH JIiKap.

HKIJ.[O CUMIITOMM aTOIIIYHOTO OEPMATUTy HE 3MEHIIYIOThCA, HiKYBaHHH IIOBUHHO 6YTI/I TIIeperiadaHyTo.

Ma3zs [TPOTOITHUK mictuts Oytunrigpokcurtonyon (E 321), 10 MoXke CIPUYMHUTH MiclieBi MIKipHi
peaxirii (Hampukian, KOHTaKTHUYM OepMaTUT) abo mogpa3HeHHs o4yel i CTu30BUX 000JIOHOK.

3acmocysaHHs y nepiod eazimHocmi abo 200y8aHHA 2py0010.

HeMae maHuX 1110710 3aCTOCYBaHHS Ma3i TAaKpPOJIIMyCy BariTHUMHU XiHKaMU. [JOCiIXKeHHS Ha
TBapHHaX [T0Ka3aJjy, 10 CUCTEMHe 3aCTOCYBaHHS MPU3BOAUTE [0 PEIPOAYKTUBHOI TOKCUYHOCTI.
[ToTeHUiIMHNY PU3UK OIS MTIOOUHU HEBITOMUI.

Magss [IpoTonuk He CiIif BAKOPUCTOBYBATH Y IIePiof] BariTHOCTI, 3a BUHATKOM BKpall HEeBiAK/IagHUX
BUIMAIKIB.

l'o0ysaHHA 2py00io

KrniniyHi gaHi JOBOOATSH, 110 IiCAA CHCTEMHOI'0 3aCTOCYBaHHS TaKPOJIiMYyC IIPOHUKAE B TPyAHE
MOJIOKO. X04a KJIiHi4YHi faHi oKa3ay, 10 PiBeHb CUCTEMHOI0 BIIJIUBY Bill 3aCTOCYBaHHS Ma3i
TaKpOJIIMyCy HU3bKUU, TOOyBaHHS I'PYAAL0 i 4ac 3aCTOCyBaHHSA Ma3i [IpOTONUK Ciif IPUIUHUTH.

depmusabHicmb

IaHi 110710 (GepTUIBLHOCTI BiICYTHI.

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

[IpemapaT 3aCTOCOBYETHCSI MICLIEBO Ta He BIJIMBA€ YM BIJIMBAa€ HE3HAYHO Ha 3[1aTHICTh KepyBaTU
aBTOMOOGisIeM Ta IIpalloBaTH 3 iHIMMMY MexXaHi3MaMH.



Cnoci6 3acmocyeaHHss ma do3u.

Ma3sb [IpoTonuk HeoOXigHO HAHOCUTH TOHKUM LIapOM Ha ypaXKeHi abo Ti AiNSHKY MIKipH, 1110
HalvacTile ypaxyThCcs. Ma3b MOXKHa HAHOCUTH Ha Oy/Ib-sKi YaCTUHU Tina (06/1uYYs, MU0 TOIIO),
y TOMY YMCJIi Ha 3rMHasbHi ToBepxHi. HeoOXimHO YHUKATH IOTPAIISHHS Ma3i Ha CJIU30Bi 000JIOHKH.
Ma3s He CJTif HaHOCUTH IIif] OKJII03iliHi 0B’ SI3KHM, OCKIJIbKY TAKWM CIOCi0 3aCTOCYyBaHHS HE
nocnimxkenud (ouB. po3min «Oco0IUBOCTI 3aCTOCYBAHHS»).

JIIKyBaHHSA 3aroCTPEHb

[IpoTomuk MOXKHa 3aCTOCOBYBATHU K KOPOTKOYACHO, TaK i IPOTATOM TPUBAJIOTO IIEPIOAY, Y BUTJIAML
IIOBTOPIOBaHUX KypCiB Teparmil. TpuBasie liKyBaHHS He IIOBUHHO OyTH 6e3mepepBHUM.

JlikyBauHSs [IpoTONMKOM IOTPiOHO pPO3MOYaTH IIPH IEPILil MOSBi CUMIITOMIB i IIPOAOBXKYBaTH 0
IIOBHOTO, Malike TIIOBHOrO a00 3HAYHOTO 3HUKHEHHS YypaXeHb Ha mKipi. IToTpibHO
00p00IATH Ma33i0 KOXKHY MOMKOAXKEHY TiNSHKY WKipH. [Ticis Uboro namieHTiB MOXKHA I€PEBOIUTH
Ha npodinakTuyHe NiKyBaHHS (OuB. gasi). [Ipu nepmux o3HaKax IOBTOPHOTO BUHUKHEHHS CUMIITOMIB
XBOpPOOU iKyBaHHS HEOOXiMHO TOHOBUTH.

Ilimu gikom 8i0 2 do 16 pokis

Heo06xigHOo 3acToCOBYBaTH Ma3b MeHINol KoHIleHTpallil ([Ipotonuk 0,03%). Kypc nikyBaHHS - [Bidi Ha
IieHb IPOTSATOM TPHOX THXKHIB. Hagarsi yacToTy 3aCTOCyBaHHS IOTPiOHO 3MEHIIUTH [0 OJHOTO pa3y Ha
IEeHb 10 TOBHOTO 3HUKHEHHS YpaXKeHb Ha IKipi (ouB. po3min «Oco6IUBOCTI 3aCTOCYBAHHS»).

Ilopocai ma nioaimku (8ikom 8i0 16 pokie)

JlikyBaHHSs noTpibHo modaTy 3 [Ipotomuky 0,1% [Bidi Ha eHb Ta MIPOMIOBKYBATH [0 TIOBHOTO
3HUKHEHHS ypaXkeHb Ha WKipi. [Ipy IOBTOPHOMY BUHUKHEHHI CUMIITOMIB JIIKYBaHHS [I0YUHAIOTH
3HOBY. fKIIO NO3BOJISE KITiHIYHUY CTaH, He0OXifHO cIpo0yBaTH 3MEHIIUTHA YaCTOTY HaHECEHHS
mpemnapaTty abo 3aCTOCOBYBaTH Ma3b MeHIoi KoHneHTpatii (ITporomuk 0,03%).

4K mpaBuUIo, MOKpaIleHHSI MOXKHAa CIIOCTepiraTé MpOTATOM IepPIIoro TUXKHSA JIiKyBaHHS. AKII0
O3HAKM TIOJIIIIIEHHS He CIIOCTePIiralThCs IPOTITOM JBOX THUXKHIB 3aCTOCYBaHHS Ma3i, HeOOXimHO
PO3TJISHYTH iHIII BapiaHTU IIOAAJIBIIOrO JIIKyBaHHS.

ITayieHmu AiMHbO20 BIKY

Oxpewmi gocHigKeHHS 3a Y4acCTIO MallieHTiB TITHHOTO BiKy He mpoBogunucs. OgHaK KIiHIYHUK [TOCBIig
po0OoTH i3 marieHTaMu I1i€l BikOBOI TpYNU MTOKa3ye, 1[0 KOPEKINis pexKUMy [03yBaHHS He MOTpiOHa.

HQO@iJ’[aKTI/IKa BUHUKHEHHA 3arOCTPEHDb

Ha npodinakTuuHe NMiKyBaHHS MalliEHTiB MOXKHA MTEPEBOIUTH ITiCIIST 6-TUKHEBOTO KyPCY JTiKyBaHHS
Ma3310 i3 3aCTOCYBAHHSIM IIpenapaTy OBidi Ha JeHb (MO IMOBHOTO, MalKe IMOBHOTO a00 3HAYHOTO
3HUKHEHHS ypaXeHb Ha IIKipi).

Ilimu gikom 8i0 2 do 16 pokis

Heo06xigHO 3acTOCOBYBaTH Ma3b MeHI0l KoHIleHTpallil (IIpoTonuk 0,03%). Ma3b nmoTpibHO
3aCTOCOBYBaTH OAYH pa3 Ha [eHb ABidi Ha TUXKAEHb (HalpUKJIan y IOHEIIJIOK Ta YeTBep) Ha OiITHKI
IIKipH, SIKi HaliyacTillle ypakaloThCSd aTOMiYHUM JepMaTUTOM, [Jid 3arnobiraHis BUHUKHEHHIO
3aroctpeHb. Mix 3aCcTOCyBaHHSIMU Ma3i MOTpPiOHO poOuTy 2 - 3 OHi IepepBH.



[Ticna 12 MmicsuiB 3aCTOCYBaHHS Ma3i AUTHHI CIIiI TUMYaCOBO NPU3YIUHUTH JIIKyBaHHS OJ15
BU3HAYEHHS HEOOXiTHOCTI TPOMOBXKEHHS Kypcy mpodinakTUYHOI Teparii Ta AJyis OUiHKY 1nepebiry
XBOPOOH.

Ilopocai ma nidaimku (8ikom 8i0 16 pokis)

Heo6xigHo 3acTocoByBaT Ma3b [IpoTonuk 0,1%. Ma3b noTpi6HO HAHOCUTHU OJUH pa3 Ha AeHb ABiUi
Ha TUX[eHb (HanpuKiaj y IOHEeOiJIOK Ta YeTBep) Ha AiISHKY IIKipH, SKi HaldacTille ypaxXamTbCs
aTOMiYHKAM JepMaTUTOM, [Jid 3amobiraHHs BUHMKHEHHI0O 3arocTpeHb. MiX 3acToCyBaHHSIMHK Mas3i
noTpibHO pobutu 2 - 3 gHi IepepsBH.

[Ticna 12 MmicsuiB nikKyBaHHA JIiKap [IOBUHEH OL[IHUTH CTaH IallieHTa Ta IPUUHATH PillIeHHS LI[00
IIOMAJIBIIOTO MTPOGITaKTUYHOTO JTiIKyBaHHS, OCKINTbKY JaHi CTOCOBHO IMPOGiNakKTUYHOTO JTiKyBaHHS
TPUBAJICTIO TOHAA 12 micaliB BiICYyTHI.

HpI/I BUHMKHEHHI 03HAK 3aroCTpeHHd Heo@XiJIHO IOBEPHYTHUCA OO 3aCTOCYBAHHS IIPEIIAPATY I[Bi‘-Ii Ha
OEHb.

ITayieHmu AiMHb0O20 BiKY

Oxpewmi gocmigKeHHS 3a y4acCTIO Malli€HTiB TITHHOTO BiKYy HE MTPOBOAUIMNCS.

Himu.

Magss [IpoTonuk 3aCTOCOBYIOTH OiTSIM BiKOM Biff 2 POKIB.

Ilepedo3yeanHsi.
[Tpu MicLieBOMY 3aCTOCYBaHHi Iepeo3yBaHHS MaJIOWMOBIipHeE.

[Tpu nonamaHHi BcepeauHy HeoOXiAHO BXKUTHU 3araJbHOMPUUHITHAX 3aX0/liB, SKi BKIII0OYal0Th KOHTPOJIb
JKUTTEBO BaXK/IMBUX (QYHKIIM OpraHi3aMy Ta MOHITOPUHT 3arajbHOT0 cTaHy. CTUMYIIOBaHHS OII0BaHHS
abo MpoMUBaHHS IITYHKA HE PEKOMEHOYEThCS Yepe3 0COOIMBOCTI HOMOMIXKHUX PEYOBHH, 110 MiCTUTD
Ma3b.

ITob6iyHi peakuii.

[Tig yac KniHiYHUX mociimkeHb y Tpubau3Ho 50 % nainieHTiB BUHKKIa HebaxaHa peakllis y BUTTISA]
nofipa3HeHHs MIKipY Ha MicIli HaHeceHHS Ma3i. YacTo BUHMKAJM Bif4yTTs Me4iHHS Ta CBepOixX,
3BUYaWHO cltabki ab0 cepeHbOi CUMH, SIKi B OCHOBHOMY 3HMKAJIHU ITiC/IS IIEPIIOTO TUXKHS JIIKYBaHHS.
[MTourupeHoro HeOaxKaHOIO pPeakilico Oyna epuTeMa. TaKoXK 9acTO CIIOCTEPIraaucs BiguyTTs TEIIOTH,
6inb, mapecTesis Ta BUCUIaHHSA. YacTo 3yCTpivasack HEIEPEHOCUMICTh alIKOTOJIIO0 (T0YEePBOHIHHS
00nuyys a0o Mmoipa3HeHHs MIKipH Micisg IPUHOMY aJIkOTOIbHUX HaloiB). B mocTMapKeTUHTOBUH
mepiof criocTepiranuch peakiiil Ha MicIli HaHeCEeHHST Ma3i, TepMaTHT.

[TamieHT MOXKYTh MaTH IiABUILIEHNN PU3UK BUHUKHEHHS (POJIIKYIIiTiB, aKHe Ta TepIeTUYHUX
BipyCHUX iH(EKIiH.



Huxue 3a3HaueH0 HeOaxaHi peakilil, CIpUUYMHEHi 3aCTOCYBaHHSIM IIpemnapaTy. YacToTa BUHUKHEHHS
mo0iYHMX peakIlid KimacudikyeTbcs K: myxe vacTi (=1/10), gacti (=1/100 mo <1/10), pipki (=1/1000
oo <1/100) Ta 3 HEBiZOMOIO YaCTOTOIO.

Heb6axaHi eekTu B MexKax KOXKHOI TPYNH PO3MIllleHi y TTOPSAAKY 3MEHIIEHHS iX CepH0O3HOCTI.

Kiac cucremu
OpraHiB

Ilyxe 4dacTi
=>1/10

[adexuinni Ta
rapasuTapHi
3aXBOPIOBaHHSA

[MopyiiesHs 3 00Ky
MeTabomi3My Ta
TPaBJIEHHS

[MopyiieHHs 3 00Ky
HEPBOBOI CUCTEMU

[MopyiieHHs 3 00Ky

IIKipY Ta

MiAMKIpHUX

TKaHUH

3arasnbHi po3nagu BiguyTTa

Ta MOPYIIEHHS B TeYiHHA Ta

MicCIli BBeJeHHS cBepbix B
MicIii
HaHEeCeHHS

JlabopaTopHi Ta

IHCTpyMeHTaIbHI

maHi

* TIpo HebGaxkaHy peakllilo IOBiIOMIEHO B IOCTMapKETUHTOBUY IePiof.

YacTi
=>1/100,
<1/10

Pinki
<1/100

MicueBa iH}eKIis MIKipH,
He3aJIeXHO Bill eTioJjiori],
110 BKJIOYAE, ajie He
00MeXy€eThCS TaKUMU
iHdekiamMy, gK:
reprneTudopMHa eK3ema,
GOomiKyIIiT,

IIPOCTHUM TepIIec,
repreTuyHa BipyCHa
iHdexis,
BapulenipopMHuL
nycTynbo3 Kamomi*
HemepeHocumicts
aIKOTOJII0 (MMOYEPBOHIHHS
o0nmuyys abo
MOJpa3HeHH WIKipH Iicad
IIPUUOMY aIKOTOJIbHUX
HAaIIoiB)

[TapecTesia Ta gu3ecTesid
(rimepecTe3sis, Big4yTTS
MeYiHH)

Caepbix AxHe*

BiguyTTsa Temma, epureMa,
0inb, Mompa3HeHHS,
rapecresid Ta

BHUCHIIQHHS B MicIi
HaHeCeHHS

[IpodinakTvika BUHUKHEHHS 3arOCTPEHD

=1/1000,

Tabnuis 1

Hesimoma dacrtoTa (i3
OOCTYIIHUX JAaHUX
BU3HAUYEHHS YaCTOTHU
HEMOKJIUBE)
[epneTuyHa iHpeEKLiA
ouen*

Po3zanea*
JlenTuro*

Habpsxk y micui
HaHeCeHHT*

[TigBuIileHUY piBEHDb
nmpenaparty B KpoBi*
(muB. po3min
«Oco0IHUBOCTI
3aCTOCYBaHHS»)

B mocnigxeHHi IpoQinaKTUYHOTO JIiKyBaHHS (IIPU 3aCTOCYBaHHI Ma3i [IBidi Ha TUXKIEHb) i3
3a/ly4eHHSIM JOPOCIIMX Ta [iTed 3 CePeHbOI0 Ta TIXKKOI0 (popMaMHU aTOIIYHOTO JepPMaTUTy
Bigmigasocs, 110 Taki HeOaxkaHi peakilii TPAIISIOTHCS YacTillle, HiXK Y KOHTPOJIbHIN I'pyIIi: iMIIeTUro B
Mmicti HaHeceHHs (7,7 % miTed) Ta iHdexkirii B miciii HaHeceHHs (6,4 % mitel Ta 6,3 % IOPOCIUX).



Himu

YacToTa, TUI Ta TSAXKKICTh HeOaKaHUX peaklliil y miTel 6ynu mogiOHUMY [0 Peakiiil y JOPOCHuX.

[ToBigoMIIEHHS PO MOKJIMBI MOGIYHI peakiril

[ToBimomneHHs mpo mobiuHi peakiril micis peecTpatlii TikapchbKoro 3aco0y Ma€ BaXKIuBe 3HAYEHHS.
LTe nae 3MOry IpOBOAUTYU MOHITOPUHT CIIBBiIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
JiKapchbKoro 3aco0y. MeguyHuM Ta ¢apMalleBTUUHUM IIpalliBHUKaM, a TaK0OX IallieHTaMm abo ix
3aKOHHUM IIpefCcTaBHUKAM CJIiT IOBiJOMJISITH TIPO YCi BUMTAAKHU Mif03PI0OBaHKX MOOIYHNX Peakllii Ta
BifiCyTHOCTi e(heKTHUBHOCTI JTiKapchKOTO 3aco0y Yyepe3 ABTOMaTH30BaHy iHpopMalliiiHy cucteMy 3
(dbapMmakoHarnsAmy 3a nmocunaHHAM: https://aisf.dec.gov.ua.

Tepmin npudamuocmi. 3 poxu.

YMmoBH 30epiranssi.

30epiratu npu TeMiepaTypi He Buile 25 °C y HeIOCTYIIHOMY [JIs [iTel MicCITi.

He 3acTocoByBaTu npemnapar IIic/isl 3aKiHYeHHS TePMiHY IIPUAATHOCTI, 3a3HA4YEHOr0 Ha yIIaKOBII.

YnaxoBka.

0,03 % a6o 0,1 % ma3s o 10 T, 30 r abo 60 r B mIacTuKoBii Ty6i; mo 1 TyOi B KapTOHHI# KOPOOIIi.

Kareropis Bignmycky. 3a peLenToM.

BupoOHuUK.

JIEO Jla6opartopic Jlimiter / LEO Laboratories Limited

Micue3HaxoKeHHsI BUPOOHHKA Ta HOro aJapeca MicClisi IpOBaIXKeHHs Tis/IbHOCTI.

285 Kamren Poam, Kpamnin, [Ty6min 12, D12 E923, Ipnaumis / 285 Cashel Road, Crumlin, Dublin 12,
D12 E923, Ireland.

3asIBHHK.

JIEO ®apma A/C / LEO Pharma A/S.



Micne3HaxomKeHHs 3asiBHHKA.

IapycTpinapkes, 55, JK-2750 Bannepyn, Hanis / Industriparken, 55, DK-2750 Ballerup, Denmark.



