IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

YHIUIAT

(UNILAT)

Cknao:
ditoua pevyosuHa: 1 My pO34YMHYy MICTUTh NTaTaHOIPOCTy 50 MKT;

0onoMidCcHI peuo8UHU: HaTPil0 XJIOPUA, HaTpito gurinpodocdaT MOHOrimpaT, HaTpito rifpodgocdat
6e3BomHMI, O€H3ATIKOHIIO XJIOPU[, KUCJIOTa XJIOPUCTOBOIHEBA KOHIIEHTPOBaHa, HAaTPilo TifpoKcun,
BOIa OJIs iH’EKIIiH.

JlikapcbKka ¢opmMa. Kpammi ouHi.

OcHoB8HI (hi3uko-xiMiuHi 81acmuBocmi: npo3opuii, 6e36apBHUN PO3YUH 0e3 MEXaHIiYHHUX
BKJIIOUEHE.

®apmakorepaneBTHYHa rpyna. Odransmornoriuni 3acobu. [TpoTuriaykomHi 3acobu ta
MmioTuyHi 3aco6u. AHanoru npoctarnaiauHis. Jlatanonpoct. Kog ATX SO1E EO1.

Papmakono2iuHi e1acmusocmi.
®apmakoOuHamika.

[litoya pe4yoBrHA JIaTAHOIIPOCT, aHaJIOT IpocTarjianauHy F2a, € celIeKTUBHUM aroHiCTOM
IIPOCTaHOIHOTO pelienitopa FP, akuil 3HNKy€E BHYTPIITHbOOYHUY TUCK IUISXOM 30i/IbIIIEHHS BifTOKY
BOJISTHHCTOI BOJIOTH. 3HUXKEHHS BHYTPIIIHHOOYHOT'0 TUCKY Y JIIOAUHY IIOUNHAETHCS MIPUOIN3HO Yepe3
3-4 roguHY micg BBeJEeHHS IIpenapaTy, a MaKCuMalbHUM e(eKT Bif3HadaeThCs yepel 8-12 roguH.
limoTeH3uBHa i TPUBAE MIPOTATOM IIOHaUMeHIe 24 TOOuH.

Ba3oBi mocnimxeHHs MoKa3aiy, 110 mpenapaT ebeKTUBHUN K MOHOTepartis. Kpim Toro, 6yno
IIPOBEMeHO KITiHiYHI HocmigKeHHss KoMOIHOBAaHOT0 3aCTOCYBaHHS IIpelaparTy, sKi IoKa3aiy, 110
JlaTaHONPOCT epeKTUBHUIM Y KoMOiHa1lil 3 6eTa-afmpeHob610kaTopamMu (THMOI07). KopoTKocTpokoBi (1
abo 2 THXKHIi) DoCigKeHHS IeMOHCTPYIOTh, 110 [is TaTaHOIIPOCTY € afUTUBHOIO IIPHU 3aCTOCYBaHHi
1oro y KoMmOiHalii 3 afpeHeprivHuMy aroHictamMu (OumiBatin eninedprHy), TepopaJTbHUMU
inribiTopaMu KapboaHrifpa3u (aleTa3olaMil) Ta [OHAWMEHIIIe YaCTKOBO afiuTUBHA IIPU
3aCTOCYBaHHI 3 X0IiHEPriYHUMY aroHiCTaMu (MiIOKapIiH).

Kminigni ,E[OCTIiJI}KeHHH IIOKa3aJly, 0 TaTaHOIIPOCT He BIIJIMBA€ 3HAYHUM YMHOM Ha IIPOAYKYBAHHS



BHYTPIIIHbOOYHOI pifuHu. He Oyi0 BUSIBIEHO XKOJHOTO BIIJIUBY JIATAHOIIPOCTY Ha

reMaToo(TaIbMOJIOTiYHMUH 6ap’ep.

JlaTaHOTIIPOCT He CIIPUYMHSB BUTIKaHHS (IIyopeclieiny B 3alHbOMY CEIMEHTI IceBOodaKiyHuX oue
JIIONUHYU MPOTITOM KOPOTKOCTPOKOBOTO JTiKYBaHHSI.

He 6yrno BusiBIEHO 6yab-9KOTO 3HAYYIIOT0 (apMaKOJIOTiYHOTO BILIMBY JIaTAHOMPOCTY Y KITiHIYHUX

J03dX Ha CePUIeBO-CYOIMHHY Td OUXAJIbHY CUCTEMU.

Himu.

EdekTuBHICTh 3aCTOCYBaHs IpenapaTy y MalieHTaM OUTS4Y0ro BiKy (<18 pokiB) Oyno
IIPONEMOHCTPOBAHO ¥ 12-TUKHEBOMY IOIBIMHOMY MaCKOBAHOMY KJIiHIYHOMY AOCIiIXKEHH]
JIaTAaHOIPOCTY MOPiBHSIHO 3 TUMOJIONIOM 3a y4acTio 107 mauieHTiB, sKuM OyJI0 IIOCTaB/IeHO [iarHO3
BHYTPIIIIHbOOYHA TillepTeH3id Ta JUTAYa IlayKoMa. Y I[bOMY [OCIIiAKEHH] reCTalliiHuy BikK
HOBOHAPOMKEHUX CTAaHOBUB IoHaWMeHIIe 36 TuXHiB. [Tamientu orpumyBanu 0,005 % nataronpocT 1
pa3 Ha o6y abo 0,5 % Ttumoson (abo Ha Bubip 0,25 % O malfieHTiB BiKoM [0 3 POKiB) 2 pa3u Ha
no0y. [IepBUHHOIO KiHIIEBOIO TOYKOI0 e(heKTUBHOCTI 0YJI0 CepegHE 3HUKEHHS BHYTPIIIHbOOYHOT O
THCKy (BOT) BigHOCHO II0YaTKOBOTO 3HAaUYEeHHS Ha 12-My TUXKHI gocnigxkeHHs. CepenHi TOKa3HUKU
3aukeHHs BOT y rpynax nauieHTiB, SIKi OTPUMYBaJIX JITaTAHOIPOCT Ta TUMOJION, Oyiu nomioHuMu. B
yCiX OOCHiXKyBaHUX BiKOBUX Irpynax (Bif HapopaKeHHs [0 3 pokiB, Bif 3 mo 12 pokis Ta Big 12 go 18
POKiB) MOKa3HUKU cepefHboro 3uuKeHHs BOT Ha 12-My THXKHI AOCTIAXKEHHS Y MAI[i€HTIB, AKi
OTPUMYBaJIM JIaTaHOIIPOCT, Ta NAllieHTiB, SIKi OTpUMYyBaJid TUMOJIOJ, Oy nofioHuMu. [IpoTe maHi
e(eKTHBHOCTI JTaTaHOIIPOCTY y BiKOBi# rpyIri mauieHTiB Bil HAapoaXKeHHS 00 3 POKiB Oy710 OTpHMaHO
Tinbku 75 13 marfieHTiB Ta He OyJI0 TOKa3aHO KOMHOI 3HAUYINOl e(peKTUBHOCTI y 4 MallieHTiB, SKi
IIPEeACTaBIIANN Y KIIIHIYHOMY HOCHIIXKEeHHI BIKOBY I'pyIy Bil HapomxXeHHd 0o 1 poky. lasi mopmo
3aCTOCYBaHHSI HEJOHOLIEHNM HOBOHAPOMXKEHUM AiTAM (HapoAKeHUM paHille 36 TUKHS BariTHOCTI)

BICYyTHI.

[Toka3nuku 3HUKeHHSA BOT y miarpymni naieHTiB i3 IepBUHHOK BPOAXKEHOI0 IIayKOMOI/T1ayKOMOI0
HeMoByAT (IIBI') O6ynu nomiOHWMMU y TALli€HTIB, SIKi OTPHMYyBaJIX JIaTaHOIIPOCT, Ta MAalli€HTiB, IKi
OTpUMyBanu TUMOJION. Pe3ynbraTu y nigrpymni He-IIBIT (ToOTO mallieHTiB, SKi Maiu, HallpuKiag,
IOBEHIJIbHY BiIKPUTOKYTOBY TJlayKoMy, adakiuyHy riaykoMmy) Ta xBopux Ha I[1BI" 6ynu momiGHUMU.

Bnnus Ha BOT nposiBAsiBCA IiCIIS TTEPIIOT0 TUXKHS ITiKyBaHHS (OuB. Tabmuiio) Ta 30epiraBcs

IpoTAroM 12 THUXKHIB AOCHIAXKEHHS, TaK caMo, K 1 y JOPOCIIHX.

JTIKyBaHHS Ta I04YaTKOBOT'O JiarHO3y

3uamxkeHHS BOT (MM prT. CcT.) Ha 12-U TMKOeHb AOCIIIXKEHHS 3aJIe2KHO Biff TPYIH aKTUBHOTO

[loKa3HUK JTaTaHOIPOCT [Tumoon
N=53 N=54
CepepnHe moyaTKoBe 3HaueHHs (CIT) 27,3 (0,75) 27,8 (0,84)
3MmiHa Ha 12-1 TUXKOEeHb MOPiBHSHO i3 cepengHim  [-7,18 (0,81) -5,72 (0,81)
mo4aTKoBUM 3HauyeHHAMT(CII)
P-3HAYEHHS MOPIBHSIHO 3 TUMOJIOIOM 0,2056
[ToKa3HUK [IBT He-TIBI' [IBT He-TIBI'
N=28 N=25 N=26 N=28
Cepenne nmoyaTkoBe 3HaueHHS (CII) 26,5 (0,72) 28,2 (1,37) |26,3 (0,95) |29,1 (1,33)




3MmiHa Ha 12-# TUXKOeHb MOPiBHSHO i3 cepenuim  |-5,90 (0,98) |-8,66 (1,25) |-5,34 (1,02) }-6,02 (1,18)
M0YaTKOBUM 3HaueHHAM*(CII)
P-3HAYEHHS MOPIBHSIHO 3 TUMOJIOJIOM 0,6957 0,1317

CII - cranpmapTHa moxubKa.

*CKOpUTOBaHMU PO3paxXyHKOBUM ITOKA3HUK Ha OCHOBI MOZeli KoBapialiiHoro aHanizy (ANCOVA).

dapmakoKiHemuxka.

BcMmokTyBaHH4A. JlaTaHONpOCT (MoneKynsgspHa Maca 432,58) - 1e i3ompomninoBuii edip akTUBHOI
pedoBUHH, TOOTO MPOJTIKY, SIKi caMi 10 co0i HeaKTUBHI, aje Micis rifgposi3y 3 yTBOPEHHSIM KHUCIIOTH
JIATAHOIIPOCTY BiH cTa€ 6i0IOTiYHO AKTUBHUM.

[Tponiky mobpe MPOHUKAIOTh YePe3 POTiBKY, i BCi JIiKY, SKi MOTPAMISIOTh Y BHYTPIIIHBOOUHY PifKHY,
TiAPOJIi3yI0THCA NIPU IPOXOIXKEHH] Yepe3 POTiBKY.

Posnopin. TocmigKeHHs y TIOOUHYU TI0Ka3ally, 0 Y TIOOUHN MaKCHMajbHa KOHIIEHTpAIlis y
BHYTPILIHBbOOYHIN piguHi mocATaeThCs MpUONIM3HO Yepe3 2 TOAUHM IIiC/Is MiCIIeBOTO 3aCTOCYBaHHS.

bioTpancdopMmallis Ta BUBeOeHHS. V olli IPaKTUYHO He BifOyBAETHCS METa001i3My KMCIIOTH

nataHonpocty. OCHOBHUYM MeTab01i3M Ipernapary BigOyBa€eThCs y MeYiHIi. Y moguHu nepiop
HalliBBUBEJEHHS 3 IIJTa3MU CTAHOBUTH 17 XBUIIMH.

Himu. TIpoBogumnocs BigKpUTe OOCTiOXKeHHSA (apMaKOKIiHETUKY KOHIIEHTPALill KUCIIOTH
JIaTAHOIIPOCTY Y IJIa3Mi KPOBi y IOPOCIUX MAIiEHTIB Ta MalliEHTiB AUTSIYOTr0 BiKY (Bif
HOBOHAPOMXKEHUX [0 AiTel BikoM [0 18 poKiB) i3 BHYTPIITHEOOYHOIO TillePTEeH3i€I0 Ta IrI1ayKOMOI0.
[TamienTu ycix BikOBUX I'pyliax oTpuMyBanu jikyBaHHS 0,005 % naTaHOIPOCTOM II0 OOHIX Kpalli B
KOXKHE OKO IIPOTSITOM MiHiMyM 2 TuKHiB. CUCTEMHUH BIJIUB KUCJIOTH JIaTaHOIPOCTY OyB IPUOIU3HO
BIBi4i BUIIIMM Y ITAI[i€eHTiB BiKOM Bif 3 70 < 12 poKiB Ta y 6 pa3iB BUIUM y HOiTel BIKOM A0 3 POKIB,
HiX y TOPOCJIHX TAIliEHTiB, ajie Mpu oMy 30epiraBcst HIMPOKUN pe3epB Oe3MeKH Mpernapary om0
BUHUKHEHHSI CUCTEMHUX HebOaxkaHUX edeKTiB. MefmiaHa yacy, He0OXiqHOTO M7 MOCATHEHHS ITiKOBO1
KOHIIEHTpallil TpenaparTy y IJla3Mi, CTAHOBUJIA 5 XBUJIMH IIiCJIs 3aCTOCYBaHHSA [0O3HU IIpelnapaTy B yCix
BiKOBUX Trpynax. MeniaHa nepiofy HaliBBUBeeHHS IIpenapary 3 m1a3Mu Oyna HeBeNlruKowo (MeHie 20
XBUJIMH), TTOMiOHOIO [JIs1 [iTel Ta MOPOCIIUX IMallieHTiB, 1110 00YMOBJIIOBAIO BiICYTHICTh HAaKOMTMYEHHS
KHCJIOTH JIaTAHOMIPOCTY B CUCTEMi KpOBOOOITY 3a YMOB CTiliKOi piBHOBArHu.

KitiHiuHi XapaKTepHuCTHKH.
Iloka3aHnHus.

3HUKEHHS MiIBUIIEHOr0 BHYTPIIIHB00YHOI0 TUCKY y IALli€HTIB, 3 BITKPUTOKYTOBOIO ITTayKOMOIO Ta
NiABUIIEHUM BHYTPIIIHEOOYHUM TUCKOM.

3HUKEHHS MiJBUIIEHOr0 BHYTPIIIHBO0YHOI0 TUCKY Y IALI€HTIB AUTAYOI0 BiKY 3 MiABUIIEHUM
BHYTPIIIHEOOYHUM TUCKOM i AUTAYOIO IT1ayKOMOIO.



IIpomunoka3aHnus.

Bigoma rimepuyTnuBicTh 10 6yab-IKOTO KOMIIOHEHTa IIperapary.

B3aemodia 3 inwumu nikapcbkumu 3acoéamu ma iHwi eudu e3aemodiii.

BuyepriHi faHi Ipo B3a€MOZI0 3 iHIIMMU JIiKapCbKUMU 3acob0aMu BifcyTHi. [ToBigoMisanocs mpo
napafoKcasbHe MiBUIeHHS BHYTPIIIHBOOYHOT'0 TUCKY IIiC/IS OGHOYACHOTO OYHOTO 3aCTOCYBaHHS
IIBOX aHAJIOTiB IIpocTarjiaHguHiB. TOMy He peKOMEHYEThCS OMHOYACHO 3aCTOCOBYBAaTH Ba abo
OinpIlle TpOCTArIaHOUHM, aHAJIOTH MPOCTArIaHANHIB ab0 iX MOXigHUX.

HocmimkeHHS B3aEMOIii TiKapchKuX 3ac00iB MIPOBOAUIIHY JIKIIE 3@ YYaCTIO JOPOCIUX Malli€HTiB.

Oco06.1ue8ocmi 3acmocyeaHHsi.

[TpemapaT MoXke CIPUYUHUTH MTOCTYIIOBY 3MiHY KOJIbOPY O4Yel 3a paxyHOK 30i/blIeHHS KiTbKOCTi
KOPHUYHEBOTO IrMeHTy y paunyxkHil o0omoHIIi oka. [lle mo movaTKy JiKyBaHHS CIIif MPOiH(pOpMyBaTu
TAllieHTiB ITPO MOXKJIMBICTh IePMaHEHTHOI 3MiHM KOIhOpY o4eil. JIikyBaHHS NIHIlle OMHOTO OKa MOXKe
IIPU3BECTH 10 IePMaHEHTHOI reTepoXpoMil.

3MiHa KOJIbOPY O4Yel CIIoCTepiraeThCs MepeBaXkHO Y XBOPHX 3i 3MilllaHUM 3a0apBlieHHAM pauayKHOI
000JIOHKHM, HallpUKJal CUHbO-KOPUYHEBE, CipO-KOPUYHEBE, KOBTO-KOPUYHEBE a00 3€IeHO-KOPUYHEBE.
Y mocnimKeHHSX TaTaHOIPOCTY I0siBa 3MiHU KOJIhOPY 3a3BUYail BinOyBanacs MPOTATOM MepIInX 8
MicsLIiB TiKyBaHHS, PiAKO - IPOTATOM APYyroro abo TPeThOTO POKY Ta He CIocTepiranacs micns
YeTBEPTOTO POKY JIiKyBaHHS. [IporpecyBaHHs IirMeHTallil paiayKHoi 000JIOHKY 3 YaCOM 3HUKYETHCS
i ctabinizyeTbcs yepes 5 pokiB. EdekT mocunenHs mirMeHTanii mcins 5 pokiB JTiKyBaHHS IIpeapaToM
He OIIiHIOBaBCS. Y BiIKpUTOMY 5-piyHOMY HOCIigKeHHi 6e3meKku nataHonpocTy v 33 % matienTiB 6yno
3apEECTPOBAHO IMOCUJIEHHS IMrMeHTallil paiayKHo1 000JT0HKK OKa ([uB. po3min «ITo0iuHi peakirii»).
3MiHM KOIBOPY padayKKu y OinbIIOCTi BUNAAKiB He3HAYHI i YaCTO HEMOMITHI 3 K/TiHIYHOI TOUKH
30py. YacToTa BUNA[KIB y MALi€HTIB 3i 3MiIlIaHMM KOJIbLOPOM pauayKKMU KonuBasacs Bif 7 1o 85 %,
IPUYOMY IallieHTH i3 KOBTO-KOPUYHEBUM KOJIHOPOM PaliiyKK{ Malu HauOiblIy 4acToTy. 3MiHa
KOJILOPY O4Yel He CIIoCcTepiranacs y mauieHTiB 3 ogHOPigHUM OTaKMTHUM KOJIbOPOM O4el Ta Oyra
PiAKiCHOIO y TaIli€HTiB 3 OQHOPIZHUM CipuM, 3eIeHUM ab0 KOPUYHEBUM KOIHLOPOM OUel.

3MiHa KOJIbOPY BiIOyBa€ThCS Yepe3 MiiBUILIEHHS BMICTY MeJlaHiHy y CTPOMaIbHUX MeJlaHOLKUTaX
palyXkKu, a He yepe3 30inbIIeHHs KiTbKOCTi MeIaHOUXTIB. 3a3BU4aii, KOPHYHEBA ITIirMeHTallis
HaBKOJIO 3iHUIII MOUIMPIOETHCSI KOHIIEHTPUYHO ¥ HANIPSIMKY epudepil ypaxkeHoro oKa, IIpoTe ycs
paiimyxkHa 00010HKa a0o il YyacTMHU MOXKYTh HabyBaTu OinbIl KOPUUHEBOTO KOJILOPY. ITics
IpUNMHEHHS JiKyBaHHS MTOAasblile IIOCUIEeHHS KOPUYHEBOI MIiIrMeHTallil paifiyXKu He
crocTepirasnocs. [loTenep y KIIiHIYHAX JOCTiIKeHHIX He 0y/I0 OTPHMaHO JaHUX, 110 1ie SBUIIe
II0B’513aHO 3 OyOb-IKUMM CUMIITOMaMu ab0 IaTOJIOTiYHUMU 3MiHaAMU.

[Tpu HasIBHOCTI HEBYCiB ab0 BECHSIHOK Ha paugyKHili 000JIOHII He Big3Haydanocs iX 3MiHHU Iif
BIIJINBOM Teparil. Y KIiHiYHUX JOCTiAKEeHHAX He CIIOCTepiraaocs HaKONMUYeHHS MirMeHTy ¥
TpabeKynsapHil ciTii abo y 6yab-IKOMY iHIIOMY Bifmini mepemHbOi KaMepu oKa. Pe3ynmbTaTtil 5 pOKiB
KJIIHIYHOT'0 3aCTOCYBaHHS IpenapaTy BKa3yloTh Ha Te, 110 30iNblIeHHS MirMeHTallil paigyKHol
000JI0OHKY He 3YMOBIIIO€ KITiIHIYHUX YCKIaAHEeHb i 3aCTOCyBaHHS IpenapaTy MOXKHa IIPONOBXKYBAaTHU Y



pasi, 3MiHu mirMeHTanii paigykku. OgHak malrieHTaM CJIif TPOXOAUTH PETYIIIpHi 00CTeXKeHHS Ta,
SKIIO KJIiHIYHA CUTYyallisl TOT0 BUMaraTuMe, JIiKyBaHHS IIpenapaToM CJIif IPUIUHUTH.

IocBin 3acTocyBaHHS IIpenapaTy 00MeXeHU! IIpY XPOHIYHIN 3aKPUTOKYTOBI IJIayKoMi,
BiIKPUTOKYTOBIiM I'TayKOMi y Ialli€HTiB i3 nceBHodakieo, a TakoXK IpHU MirMeHTHiN ritaykoMi. Ha
[aHUY 4Yac BiOCYTHI [aHi IIp0 3aCTOCYBaHHS IIpenapaTy IpU 3allajibHii Ta HEOBAaCKYJISIPHIN I1ayKoMmi
abo npu 3anajabHUX 3aXBOPIOBAHHAX ouell. [IpemnapaT He BusABIIsie ab0 BUSBIIS€ He3HAYHUM BIIUB Ha
3iHMIO, IPOTe JaHi IPO 3aCTOCYBaHHS IIpelapaTy IPU FOCTPUX HalafaX 3aKPUTOKYTOBOI IIayKOMU
BIICYTHI. Y 3B’SI3Ky 3 LIUM IIPU TaKUX CTaHaX PEKOMEHAYETLCA 3aCTOCOBYBATH JIaTAHOIIPOCT 3
00epexkHiCTIO, TOKK He Oyme oTpuMaHO GibIlle JaHUX.

[aHi gocnifKeHHd OO0 3aCTOCYBaHHA IIpenaparty IIifi 4ac mepionepauiiHoro nepiogy npu
Xipypriunomy niKyBaHHi KaTapakTu oOMexeHi. TakuM TallieHTaM JTaTaHOIPOCT CJIifl 3aCTOCOBYBATH 3
00epexHiCTIO.

[TpemapaT HeoOXimHO 3aCTOCOBYBATH 3 00€PEXKHICTIO MAIliEHTaM i3 repreTHYHUM KepPaTUTOM B
aHaMHe3i, ajie 10T0 3aCTOCYBaHHS CJIil YHUKATHU y Pa3i akTUBHOTO KepaTUTy, CIPUUYUHEHOI0 BipycoM
IIPOCTOr0 TepIiecy, Ta NallieHTaM i3 peluauBYIOUUM TepIeTUYHUM KepaTUTOM B aHaMHe3i, 0C06IHBO
[I0B’sI3aHUM 3 @HAJIOraMU [IPOCTarjlaHiuHIB.

Hagxopmunu 1moBifoMIIeHHS PO BUIIQKKA MaKyIsSpPHOTro HabpsKy (muB. po3min «ITo6iuHi peakirii»),
TOJIOBHMM YKMHOM Y TAIli€HTIiB 3 adakielo, y maiieHTiB i3 nceBgodakieio Ta po3puBOM 3aiHbO1 KaAIICyIN
KpUILTa/lnKa ado epefHbOKaMEPHUMH JIiH3aMH, @ TaK0XK Y MAIiEHTIB 3 BifoMUMH (aKToOpaMu
PHU3HUKY KiCTO3HOT0 MaKyJISIPHOT0 HAOPSKY (TaKUMHU SK fiaOeTUYHA PETUHOIATIS Ta OKJII03is BeH
ciTkiBku). JITaTaHOIIPOCT CJIiff 3 00ePeXHiCTI0 3aCTOCOBYBATH TallieHTaM 3 adakiero, malieHTam i3
nceBmodakKieo Ta PO3PUBOM 3aQHBOI KAIICYIU KpUILTalInKa a0o mepegfHhOKaMepHUMH JIiH3aMu, ab6o
nalieHTaM 3 BijoMuMu aKTOpaMHU PU3UKY KiCTO3HOTO0 MaKyJISpPHOT0 HaOPSKY.

[TpemapaT MOXHa 3aCTOCOBYBaTH 3 00epPEeXKHICTIO MallieHTaM 3 BifoMuMu (aKTOpaMU PU3UKY
PO3BUTKY ipuTy/yBeiry.

IocBim 3acToCcyBaHHS IIpelaparTy MallieHTaM i3 O6poHXiaTbHOI0 aCTMOI0 00MEeKEeHUH, X04a MPOTATOM
IIOCTPEECTPALIiHOTO0 Tepiofy MOBiMOMIISIM IIPO AesKi BUTIagKM 3aT0CTPeHHS OpOoHXialbHOI aCTMU
Ta/ab0 3aguinku. [I0Ku He HaKONIKWYeHO NOCTAaTHLOTO KIIiHIYHOTO JOCBifly, MpU3HayaTH IpernapaT
malfieHTaM i3 OpoHXialbHOI aCTMOIO CITifl 3 00ePeXkKHiCTIO, IUB. TAaKOXK Po3Min «ITo0iuHi peakiii».

CnocTepiranmucs 3MiHK KOJIbOPY IIKipH y nepiopbiTanbHil AiNgHIl, TPpUYoMy OiNbIIiCTh BUIAAKIB
BifI3HaUeHa y SMOHCHhKUX NalieHTiB. HasiBHi gaHi cBimuaTh mpo Te, 1110 3MiHa 3a0apBieHHS WKipH y
nepiopbiTanbHil TingHIN He € MOCTINHOW, i B JesIKUX BUITafIKaX BOHA 3HUKAJIA ITi[l Yac IPOOOBKEHHS
JIIKyBaHHS IIpernapaToM.

JlaTaHOIIPOCT MOKe MOCTYIIOBO 3MiHIOBATH Bil Ta MYIIIKOBE BOJIOCCS HABKOJIO OKa, B SK€ BBOOUBCS
IIperapar, a TaKOXK Yy IPUIErIuX AiITHKAX; [0 IUX 3MiH BiTHOCSTHCS 30i/bIIIEHHS TOBXKUHH,
TOBILKHHU, MTirMeHTallii Ta KiTbKOCTi BOJIOCHUH y Bisix a00 IyIIKOBOMY BOJIOCCi, @ TAKOXK PiCT Bif y
HEeIPaBUJIbHOMY HaNpPSIMKY. 3MiHU y BiIX € 000POTHUMU Ta 3HUKAIOTH IiCJIA IPUINHEHHS
3aCTOCYyBaH{ IMpenapary.

KoHcepBaHT. IIpenapaT MicTUTh 6€H3aIKOHII0 XJIOPHU/, SKUM YaCTO BUKOPUCTOBYETHCS K
KOHCePBAaHT B 0()Ta/IbMOJIOTIYHUX ITpemnapaTax. Pisuutli y npodini Hebaxanux ehekTiB y miTeun
TIOPiBHSHHO 3 IOPOC/IMMHU BifITIOBIAHO 70 00MeXKeHUX HasiBHUX NaHUX HeMae. Y IiJloMy, OfHaK,
peakliiig o4yer Ha MOAPA3HUK Y AiTel CUJIbHIINIA, HiX Yy fopociaux. Yepes Noapa3HeHHS MOXKIIUBE
MIOPYIIEHHS PeXKUMY JTiKyBaHd y miTel. Hagxomunu moBimoMieHHs, 110 O€H3aIKOHII0 XJTOPUL



CIIPUYMHSB NIOAPAa3HEHHS 0Ka, CUMIITOM CYXOr'0 OKa Ta MOXKe BIJIMBATH Ha CJIbO30BY IUJIIBKY Ta IIPU
TIOILITKOM2KeHHi poriBku. [Ipu TpuBasoMy 3aCTOCyBaHHI HEOOXiIHO 3[iMCHIOBATU PETENIbHUN
MOHITOPUHT CTaHy Ialli€HTIB.

KoHTakTHI N1iH3K. KOHTaKTHi MiH3® MOXKYTh abcopOyBaTt O€H3aNKOHI0 XJTOPHU/, TOMY iX CITif
3HiMaTH mepeq 3aCTOCyBaHHSM IIperapaTy, ajie MoXHa OfaraTtu yepe3 15 XxBunuH (IUB. pO3Min
«Cmocib 3aCTOCyBaHHS Ta JO3U»).

3acmocysaHHs y nepiod eazimHocmi abo 200y8aHHA 2py0010.

BariTHiCTb. Be3meKy 3aCcTOCyBaHHS LbOTO JIIKAPCHKOTO 3acO0y BariTHUM JKiHKaM He BCTAHOBIIEHO.
Horo ¢apmakonoriyHa [ CTaHOBUTH MOTEHIIMHUYN PU3UK [AJId IPOTiKaHHS BaTriTHOCTI, OIS IJIofa
a00 HOBOHAPOIXKEHOT0. YV 3B’A3KY 3 I[UM JIaTaHOIIPOCT HE CJIif 3aCTOCOBYBATH y IIEPiof BariTHOCTI.

[omyBaHHS TPyOO0. JIaTAHOMPOCT Ta #Oro MeTaboIiTH MOXKYTh IPOHUKATH Y TPYIHE
MOJIOKO, TOMY XiHKaM, SIKi TOTyIOTh TPYOAI0, CHifl MPUIUHUTY JiKyBaHHS IIpenapaToM abo
MIPU3YIIUHUATY TOQyBaHHSA TPYALALO.

30amHicmb 8naueamu Ha weudKicms peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

[TpemapaT Mae He3HAYHUY BIIJIMB Ha MIBUAKICTh Peakllii Mpy KepyBaHHI aBTOTPAHCIOPTOM abo
IHIIMY MexXaHi3MaMu. fK i 3aCTOCyBaHHS IHINNUX [IPeraparis, 3aKallyBaHHA OYHUX Kpallejlb MOXe
CIIPUYUHUTH TUMYACOBY HEUiTKiCTb 30py. [Ioku 1e#t epeKT He MUHE, IAlliEHTaM He CJIifl KepyBaTH
TPAHCIIOPTHUMHU 3aco6amu a0o IMpaIoBATH 3 iHITMMHU MeXaHi3MaMH.

Cnoci6 3acmocyeaHHss ma do3u.
PexomeHdosaHa 0o3a 015 0opocaux, y momy 4ucai 045 ocib AimHb020 8iK).

PekoMeHoBaHa Teparis: mo 1 Kparti B ypaxeHe oko 1 pa3 Ha go0y. OntuManbHui eexT
MOCSATAETHCS MIPU 3aCTOCYBaHHI IIperapaTy BBeUepi.

JlaTaHOTIPOCT He CJIif 3aCTOCOBYBaTH 4acTille, HixX 1 pa3 Ha fo0y, OCKi/IbKY ITOKa3aHo, 110 IPH
YaCTiIOMy 3aCTOCYBaHHI 3MEHIIYETHCS €(PEeKTUBHICTh 3HUKEHHS BHYTPIIIHHOOYHOT'O TUCKY .

Y pasi mpomycKy m0o3u CIIifl TPOMOBKUTH JIiKYBaHHS, IIPUUHSBIIM HACTYIIHY HO3Y Y 3BUUHUH Yac.
Cnocib 3acmocy8aHHs.

4k i gnsg 6ynb-SKUX Kpareib OYHUX, I 3MEeHIIeHHS MOXKJIMBOI CUCTEMHOI abcopOIIil mpu
3aKallyBaHHI PEKOMEHAYETHCS BIPOMOBXK 1 XBUIMHU CTUCKATH CJIi3HUU MIIIOK y OiSHII MeAiaJTbHOT0
KyTa OKa (OK/II03is CNi3HUX TO4Y0K). Lle HeoOXimHO poOUTH 0fpa3y XK Mic/isd 3aKalyBaHHS KOKHOL
Kparuii.



[Tepen 3aKamyBaHHSM Kparliejb OYHUX CIIi[l 3HIMAaTH KOHTAKTHI JIiH3H, OJSITaTH 1X 3HOBY MOXKHa Yepes3
15 xBUNIUH.

[Tpu 3acTOCyBaHHi KinbKoxX 0(TaabMOIOTiUHUX 3aCc00iB MicIleBol il MpemapaTu Cifl 3aCTOCOBYBATH 3
IHTepBaJIOM LIOHAWMeEHIIIe 5 XBUJIUH.

Himu.
[IpemapaT MOXHa 3aCTOCOBYBaTH IallileHTaM OUTAYOTO BiKYy V TAKOMY XK€ N03yBaHHI, K 1 JOPOCIIAM.

Hani mopmo epekTBHOCTI Ta 6€3MEeKK 3aCTOCYBaHHS IIpenapaTy y BiKoBil rpymi 1o 1 poky oyxe
oOMexeHi (4 nauieHTn) (AuB. po3nin «®apMaKoJIOTiuHi BlIacTUBOCTI»). BifcyTHi mocTynHi maHi momo
3aCTOCYBaHHST HEJOHOIIEHUM HEMOBJIITaM (HapOOKEeHUM paHille 36-T0 TUXKHS BaTriTHOCTI).

Y miTeit BikOBOI TpynH Bifl HAPOIKEHHS 0 3 POKiB, SIKi CTpaXKAaloTh T'OJIOBHUM YHHOM Ha IEePBUHHY
BPOMIXKEHY TJIayKOMY, Xipypriude BTpy4YaHHs (HallpuUKIaf, TPaOeKyI0TOMisI/TOHIOTOMIsI) 3aMUINIaEThCS
METOOM IIePILO] JIiHil.

ﬂOBl"OCTpOKOBa Oeamneka 3aCTOCYBaHHS IIPEIapaTy OiTSM He BCTAHOBJIEHA.

Ilepedo3yeanHsi.

Cumnromu. OxpiM mofipa3HeHHS OKa Ta KOH IOHKTHBAIbHOI rinepeMil, iHKX Mo6iuHNX ePeKTiB 3
00Ky oueil Ipu Nepeno3yBaHHi IpenapaTy He 3adikcoBaHO.

JlikyBaHHs. HuxK4ue3a3HaueHa iHopMallis Moxke OyTH KOPUCHOIO Y pa3i BUTIAJKOBOTO
IPOKOBTYBaHHA IpemnapaTy. B omHoMy (riakoHi MicTuThCS 125 MKT nataHonpocTy. Binemie Hix 90 %
MeTabo0i3y€eThCs MTPH MEePIIOMY ITPOXOIKEeHHi Yyepe3 nevinky. BHyTpilHb0BeHHA iHQY3ig mpemnapaTty
y m03i 3 MKT/KT 3[OPOBHUM HOOPOBOIBISIM HE CIIPUYUHSATIA ITOSBU OyAb-SIKUX CUMIITOMIB, OOHAK Yy 0O3i
5,5-10 MKT/KT cCipu4uHsia HygoTy, 6ifib y JKMBOTi, 3allaMOPOYEeHHS, IiIBUILIEHY BTOM/IIOBAHICTh,
[IPUIJIMBY Ta IiIBUIIEHY MITIUBICTb.

[Ipu 3acTOCyBaHHI MiCLIEBO B 04i 103 JIaTAHOIIPOCTY, AKi B 7 pa3iB IePEeBUIYIOTh KIIIHIYHY 103y
Ipernapary, y HallieHTiB i3 MoMipHOI0 OPOHXiaIbHOI0 aCTMOI0 He CIIOCTEpIiranocs OPOHXOCTEHO3Y .

Y pasi nepeno3yBaHHS IIperapaTy CIIif IPOBOOUTH CUMIITOMaTUYHE JIIKyBaHHS.

ITo6iuni peakuii.

BinpmmicTs HeGakaHUX SBUII TT0B’I3aHO 3 OpraHaMu 30py. Y BiIKPUTOMY 5-piuHOMY HOCTimXKeHH]
6e3neku maTaHONpPocTy Vv 33 % malieHTiB O6yna 3apeecTpoBaHa 3MiHa IIirMeHTallil paiayKHOi
000710HKM (OuB. po3fin «Oco6IMBOCTI 3aCTOCYyBaHHS»), iHINI HeGaxXkaHi SBUIlA, TOB’g3aHi 3 OpraHaMu
30py, 3a3BMYal TUMYACOBi 1 BUHUKAIOTh IPU BBEIEHHI IIpemnapary.

Heb6axaHi sBUIIa PO3MOIiIeH] Ha KaTeropii 3aIeskHo Bifl 4aCTOTH, 3 TKOI0 BOHU TPAIJISIOTHCS,
HaCTYyIIHUM YMHOM: AyXke dacTto (= 1/10), yacto (= 1/100, < 1/10), meuyacto (= 1/1000, < 1/100),
pigko (= 1/10000, < 1/1000), myxe pigko (< 1/10000), yacTtoTa HEBiOoMa (He MOXKHa BCTAHOBUTH Ha
IMigcTaBi HAaIBHUX HAHUX).



[ndekIrifigi Ta Tapa3uTapHi 3aXBOPIOBAHHS
Pi0Ko: TepreTHYHKH KepaTUT*.,

3 00KV HEPBOBOI CUCTEMU

Heuacmo: ronoBuuit 0inp*; 3amamMopoyeHHsT .

3 60Ky OprasiB 30py

[lyoice yacmo: rinepmirMeHTallis paimyKHol 000JI0HKHY; JieTKa a0o ImoMipHa rinepeMiss KOH I0HKTHBY;
Iofipa3HeHHs OKa (MeYiHHA 3 BiIUyTTSAM IIiCKy B o4aX, CBepOiX, MeyiHHs Ta BigYyTTs CTOPOHHBOTO
Tiza B OI1i); 3MiHHU y BifIX Ta MyLIKOBOMY BOJIOCCI TOBIK (30ilbIlIeHHS JOBXKKWHMU, TOBIINHY, irMeHTallil
Ta KIJILKOCTI Bii1).

Yacmo: Kpanm4acTuil KepaTUT, llepeBaxkHOo 0e3CUMITOMHMY; O6redaput; 0inb B odax; hoTodobis;
KOH'IOHKTUBIT*.

Heuacmo: HaOpsK MOBIK; CyXiCTh 04el; KepaTuT*; HeYiTKiCTh 30py; MaKyIapHUN HaOPSK,
BKJIIOYAIOYX KiCTO3HUM MaKynspHUN HAOPSIK*; yBeiT*.

Pioko: ipuT*; HaOpsIK POTiBKK*; ep0o3is poriBKyY; nepiopOiTanbHu HaOpgK; Tpuxias*; mucTuxias; Kicta
paiinyXHoi 060I0HKW*'; MiclleBa IIKipHa peaxllisi Ha IOBiKax; IOTEeMHIHHS NajblIe6paibHoi MKipH
TOBIK; TICeBIONeM(iroi 04YHOI KOH IOHKTUBLY .

Iyxe pigko: nmepiop6iTanbHi 3MiHN Ta 3MiHU MOBIK, 110 TPU3BOAATE 10 NOTIN0IEHHS CK/IaAKU MOBIK.
3 00Ky cepis

Heuacmo: cTeHOKapMis; TPUCKOPEeHe CeprebuTTs*,

Ilyoice pioko: HecTabibHa CTEHOKAPMis.

3 00Ky pecripaToOpHOl CUCTEMH, OPraHiB TPYOHOI KITiTKX Ta CePeNOoCTiHHSI

Heuacmo: 6poHxianbHa acTMa*; 3amuika*.

Pioko: 3arocTpeHHs1 OpOHXianbHOI aCTMHU.

3 00Ky IIKipH Ta MigIITKipHOI KITiTKOBUHU

Heyacmo: BucullaHHA Ha LIKipi.

Pioko: cBepbix.

3 OOKy OTIOPHO-PYXOBOTO anapaTy Ta CIOAYYHOI TKaHUHU

Hevuacmo: mianris*, apTpanris*.

3 00KV TpaBHOI CUCTEMU

Heuacmo: HynoTa, 6/1I0BaHHS.

3arajbHi po3/lafy Ta peakliil B MiCIli BBeIeHHSI



Heuacmo: 6inb y rpymsax*.
* TlobGiuHa peakllis Ha IIpemapar, BUSIBIeHa B IiCIsSpeeCTpaLiiHui Iepio.

§ YacToTra mob6iuHOi peakiiii Ha Impemnapar OIfiHioBaIacs 3a «[IpaBUIOM TPHOX».

[Ipo Bumaaku KanblKdikallil pOTiBKH ¥ 3B’SI3Ky 3 IPHMOMOM OYHUX Kpalleb, 0 MicTATh ¢ocdar,
IessKUMHU TallieHTaMH, Y SKuX Oya 3Ha4HO MOIIKOKeHa POriBKa, IOBIIOMIISNIN OyXKe PifKo.

Himu.

Y nBOX KOPOTKOTEPMIHOBUX KITIHIYHUX HOCHIMXKeHHAX (< 12 TuXHIB), y akux Opanu ydacts 93 (25 Ta
68) malieHTH JUTSIYOTO BiKy, mpodinb 6e3mneku npenapaTy 0yB MOAIOHUM OO TAaKOT0 y HOPOCTHX Ta He
Oy70 BUSIBIEHO HOBUX HebOaxkaHuX siBUII. KOpOTKOCTPOKOBI mpodini 6e3meku y pi3HUX migrpymnax
NAallieHTiB HUTSIYOTO BiKy OyM TaKoXkK MofmiOHMMU (HUB. po3min «®apMaKoJIOTiuHi BIaCTABOCTI»). Y
NallieHTiB OUTSIYOTO BiKy YacTillle, HiXK y JOPOCINX, CIIOCTEPIraloThCs Taki HebaXKaHi SBUIIA:
Ha30(apUHTIT Ta MiBUINEHHS TEMIIEPATYPH Tila.

3gimyeaHHs npo nido3prosaHi nobiuHi peakui.

3BiTyBaHHS IIPO Nifmo3pioBaHi MobiuHi peakilil micns peecTpatiii TikapchKoro 3aco0y Ma€ BaXkKJIuBe
3HaueHH4d. Lle mae 3Mory 3pilicHIoBaTH Oe3MepepBHUM MOHITOPUHT CIIiBBIOHOILIEHHS PU3UK/KOPUCTD
a1 mikapchKoro 3aco0y. KBamidikoBaHuX ImpaliBHUKIB y chepi 0XOPOHU 3MOPOB’S IPOCATH 3BiTYyBaTH
npo Oynb-gKi migo3pioBaHi HeOaXxaHi peakiiil.

Tepmin npudamHocmi. 2 POKH.

Tepmin 36epiraHHs Ipenapary Mmicis IMepioro po3KpUTTs (GrakoHa CTaHOBUTH 28 [ib.

YMmoBH 30epiraHHsi.

30epiratu y HeJOCTYIIHOMY IJIs1 IiTeH, 3aXUIIEHOMY Bif] CBiT/Ia Miclli B OpPUTiHAJIbHIN yIIaKOBIIi.
[To nepiroro BinkputTs: 36epiratu mpu Temnepatypi 2 °C - 8 °2C. He 3aMOpoXKyBaTH.

[Ticns mepinoro BigkpuTTs: 30epiratu nmpu TemmepaTypi He Buiie 25 °C.

[Ticns nepioro BigkpuTTs 36epiratu He Ginbiie 28 mib.

VYnaxoBka.

[To 2,5 mn y dnakoni-kpanensauti. [To 1 ¢prakoHy-KpaneabHUIl B KAPTOHHIN KOPOOIIi.



Kareropis Bigmycky. 3a peLentom.

Bupoonuk. TOB «YHIME]] ®APMA»/«UNIMED PHARMA Ltd.».

Micue3HaxoaKeHHsI BHPOOHHKA Ta afjpeca MicCIsi IPOBaIKeHHs HOro Jis/IbHOCTI.

Byn. OpiemkoBa 11, 821 05, Bparucnasa, CrnoBamska Pecny6imika / Orieskova 11, 821 05
Bratislava, Slovak Republic.



