7/10/2022 11:10:11 PM

.thmx

IHCTPYKUIA
NS MeIMYHOr0 3aCTOCYBaHHSA NiKapCbKOro 3acoby

BEHOAWN
(BENODIL)

Cknap:

Aitoya pevyosmHa: 6yaecoHis,;

1 mMn cycneHsiT gna posnuneHHs mictuts 0,25 mMr a6o 0,5 mr 6ygecoHiay;

[OMOMI>KHI PEYOBMHU: HATPILO XI0pUA, HATPIt0 UMTpaT, AMHATPIt0 egeTart, nonicopbat 80, KucnoTa IMMOHHA 6e3B0Ha, BoAa AN iH’ EKLLINA.

Jlikapcbka thopma. CycneHsis 41 po3nuneHHs.
OcHOBHI (pi3MKO-XiMiYHi BNacTMBOCTI: OLHOPILHA CYyCMneH3is 6i/I0ro KomLopy.

dapmakoTepaneBTMUHa rpyna. IHWi iHranauiHi 3acobm, Lo 3aCTOCOBYHOTLCA MPY 06CTPYKTUBHUX 3aXBOPHOBAHHAX AUXaANIbHUX LUAAXIB. [TNHOKOKOPTUKOIAN.
Kog ATX RO3B A02.

dapmMakosoriyHi BNacTnBOCTI.

PapmakofnHamika.

ByaecoHif — rntoKOKOPTUKOIA i3 CUIbHOK MICLEBOKD MPOTM3anasibHOK [i€t0, YacToTa Ta TSKKICTb MOGIYHMX eqeKTIB SIKOTO HMXYa, HDX Y nepopasibHuX
KOPTMKOCTEPOILiB.

MicueBunii npoTu3ananbHUin epekT

TouHMIA MexaHi3M AiT TNHOKOKOPTUKOIAIB NpY NiKyBaHHI GPOHXia/IbHOT aCTMU OCTaTOYHO He 3'AcOoBaHWIA. IMOBIpHO, BifirpatoTb BaX/IMBY PO/b NPOTU3ana/bHi
eheKTU, HanpuKnag iHribyBaHHA BUBINIbHEHHS MefiaToOpiB 3analeHHA Ta NPUIrHiYeHHs ornocepeiKOBaHOI LMTOKIHaMK IMYHHOT BifnoBigi.

KniHiuHe JOCNiIKEHHS 3 yYacTH NalieHTIB 3 aCTMOK0, B AKOMY MOPIBHIOBAW IHraNisLiiHy Ta nepopanbHy NMikapcbKi (hopMu 6yAecoHify B 103aX, pO3paxoBaHNX
AN JOCATHEHHS! 6/IM3bKOT 38 3HAYEHHAM CUCTEMHOT 6i0f0CTYNHOCTI, MOKa3ai0 CTaTUCTUYHO 3HaYyLLy nepeBary eeKTUBHOCTI IHransuinHoro 6yaecoHigy, Ha
BiIMiHY Bifl nepopanbHOro 6yaecoHigy, NOpPiBHSAHO 3 Nnaue6o. Takum YMHOM, TepaneBTUYHWIA edheKT CTaHAAPTHUX 403 iHranauiiHoro 6yaecoHigy MoXke 3Ha4HOH
MipOL0 NOsICHIOBATUCA 6e3n0ocepeHbOI0 AIEH0 Ha ANXasIbHI LUAXN.

Y npoBOKaLinHOMY AOCHiIKeHHI B pe3ynbTaTi NonepeaHboro NikyBaHHS GyAeCOHIA0M NPOTAroM 4 TMXKHIB CMOCTEPIranocs 3MeHLLEHHS 3BY)KEHHSI GPOHXIB Npw
acTMaTUYHMX peakLisix K HeraHoro, Tak i nisHbLOro TUMi..


mailto:

MoyaToK ehekTy

Micna ogHOpPa30BoT iHrandAyii 6yaecoHify Yepe3 poT 3a [0MOMOrOH iHransaTopa MOKpaLweHHs ereHeBol PYHKLIT AOCAraeTbCA NPOTAroM KiflbKOX roguH. byno
noKaszaHo, L0 Mnicns TepaneBTUYHOMO 3aCTOCYBaHHA IHransAuin 6yaecoHigy Yyepes poT NOKpalleHHs nereHeBol (yHKLIT HacTaBaso NpPoTAroM 2 AHIiB Bif noyartky
NiKyBaHHS, X04a MaKCUMasibHUIA ePEKT MIr He gocaratmuca Ao 4 TUXKHIB.

PeaKTUBHICTb ANXaNibHMX LUNAXIB

[l0BefieHO TaKOoX, LLL0 Y NaLieHTIB 3 rineppeakTUBHICTIO OYAECOHI 3HUXKYE PeaKTUBHICTb AUXaIbHUX LUAAXIB HA FiCTaMiH Ta MeTaxosiH.

BpoHxianbHa acTMa 0i3N4HOro Hanpy>KeHHs

Tepanito iHransyinH1uM 6yaecoHifomM e)eKTMBHO BMKOPUCTOBYBa/IN ANS NPOMINaKTUKX Hanagis GpoHXianbHOT acTMU, WO MOXYTb OYTU CIPUYMHEHT (i3NUYHUM
HaBaHTAXKEHHSAM.

3pocTaHHA

OO6MexkeHi faHi JOBrOCTPOKOBUX JOCNIKEHb CBIfYaTb, WO OiNbLWICTb AiTel Ta NigNiTKIB, AKi 3aCTOCOBYBa/IN iHranAUiiHUIA ByecoHif, BPeLTi AocaratoTb CBOro
BIZNOBIAHOro pocTy Yy Aopocnomy Biui. OfHaK Big3Ha4yan0Cs HEBE/IMKE MOYaTKOBe, X04a i MUHYLLE, CrOBi/lbHEHHS 3pOCTaHHA (6/7M3bko 1 CM). Y GinbLUOCTI
BUMNaAKiB BOHO CMOCTEPIraeTbCs MNPOTAroM NepLLIOro PoKy NikyBaHHSA (AnB. po3ain «OcobAnBOCTI 3aCTOCYBaHHS).

Bnave Ha KOHLEHTpaLilo KOpTH30/y Yy nnasmi Kposi

Y LOCNiMKEHHAX 3 Y4acTHo 340pOBMX LO6GPOBONLLIB NPU 3aCTOCYBaHHI NpenapaTty beHoaun cnocTepiraBcst 40303a1€XHWIA BNAVB HA PiBEHb KOPTU30/1Y Y MiasMmi
KpoBi i cevi. MNMpenapat beHoanN Npu 3aCTOCYBaHHI Y PeKOMEH0BaHUX f03aX 3HA4YHO MeHLUe BMNMBaE Ha PYHKLIHO HafHMPKOBUX 3a/103, HXX NPeAHI30H Y A03i
10 mr, Wwo nigTeepakeHo aHanizamm Ha AKTT .

aiTn

KniHiyHe 3acTOCyBaHHS: GpoHXiaslbHa acTMa

EbekTnBHICTb 6yAeCOHifLy BMBYaSM Yy BENUKIW KiSIbKOCTI LOCNIMKeHb, AKI MPOLEMOHCTPYBaM e(heKTUBHICTb mpenapaty Yy [OpocivX i AiTel y pexumi
3acTocyBaHHA 1-2 pa3n Ha Jo6y A4/ NPOKiNAKTUYHOI O NiKyBaHHS NePCUCTYHOYOT aCTMU.

KniHiYHe 3aCTOCYBaHHA: Kpyn

Y pagi gocnimpkeHb 3 y4yacTi AiTeil, XBOPUX Ha Kpyn, NOPiBHIOBaIM NiKyBaHHSA OyAECOHIfOM Ta 3acToCyBaHHS Mnaue6o. Mpuknagn penpe3eHTaTUBHUX
[OCNiIKeHb, B AKNX BUBYA/IN 3aCTOCYBaHHS OyeCOHifY A5 NiKYBaHHA AiTei 3 KPYNnoM, HaBedeHi HUXKYe.

EekTUBHICTb 3aCTOCYBaHHA LITAM 3 KPYNOM NIErKOT Ta NoOMipHOT TAXKKOCTI

3 METOK BM3HAYUTK, YM MOKpaLLlye OyAecOHi[ MOKa3HWKW CUMMNTOMIB KPYMy i UM CKOpPOYYye Take /iKyBaHHA TpWBaniCTb rocnitanisauii, 6yno nposeneHo
paHfoMi30BaHe NojgiiHe cnine nnaue60-KOHTPOIboBaHe AOCNIMKEeHHS 3 yyacTo 87 fiTeld (BikoM Bif, 7 MicaUiB A0 9 pokiB), ki 6ynu rocnitanizoBaHi 3 KNiHIYHUM
[IarHo30M Kpyn. Y4YaCHUKM OTpyMav noYaTkoBy o3y 6yfecoHigy (2 Mr) abo nnaue6o 3 nofasiblUunMm BBEAEHHAM 403U OyaecoHigy 1 mr abo nnaue6o KoXHi 12
rogvH. byaecoHig [OCTOBIPHO MOKpallyBaB MOKA3HUKW OLiHKK Kpyny 4epe3 12 i 24 roguHK, a Takox yepe3 2 rOAMHU Yy MauieHTIB 3 MOYaTKOBOK OLHKOK
CUMMTOMIB KPYny Ha piBHI BULLEe 3 6anis. TpuBanicTb rocnitanisauii TakoX ckopoyvysasacs Ha 33 %.

EdeKTUBHICTb 3aCTOCYBaHHA A4iTAM 3 NOMIPHUM Ta TA>XKKUM KPyrnom

3 MeTOH0 MOPIBHAHHS e(heKTUBHOCTI NiKyBaHHS OyAeCOHIA0M i Nnaue6o 6yno NpoBeAeHO paHA0Mi30BaHe NoABIHE chine nnaueb0-KOHTPOIbOBaHE AOCNIIKEHHS 3
yyacTio 83 HeMOB/IAT i fiTel (BiKoM Bif 6 MicALiB 40 8 pokiB), AKi 6ynun rocniTanizoBaHi 3 KAiHIYHUM AiarHo30M Kpyn. MauieHTn oTpuMyBanu 6yLecoHif B A03i
2 Mr abo nnaue6o KoXHi 12 roguH nNpoTsarom He GinbLue 36 rogmH abo Ao BUNUCKW. 3araibHUin 6an OLiHKM CUMMTOMIB KpYny BU3HaYasIn nepep BBEAEHHSM JiKiB i
vepes 2, 6, 12, 24, 36 i 48 roguH nicns BBeAEHHS NOYaTKOBOT 403K, Yepes 2 rogunHu y rpynax byaecoHigy i nnauebo Bif3Havanv 0fHaKOBI NOKPALLEHHSA OLiHKM
CUMNTOMIB KpYMy, CTaTUCTUYHA 3HAYYLLICTb Pi3HWLI MK rpynamu 6yna BigcyTHs. Uepes 6 roguH ouiHKa CMMMITOMIB Kpyny B rpyni 6yecoHify 6yna LOCTOBIPHO
KpaLLoto, HiXK y rpyni nnaue6bo, i Le nokpawieHHs NopiBHAHO 3 nnaue6o 6yno 0g4HaKoBO 04eBUAHMM TaKoX vepes 12 i 24 roguHu.

dapmakoKiHeTVKa.



BCMOKTYBaHHA

CucTteMHa [OCTYMHICTb OyAecOoHify nicna 3acToCyBaHHA CyCneH3il ana iHranauii beHoamn yepes CTpyMeHeBUIA Hebynain3ep KOMMPECOPHOro TUMy CTaHOBUTb
npuénnsHo 15 % 3arasibHOT Npu3HaveHoi 403K i 40—-70 % (akTUYHOT JOCTaBNeHOT A03K. HesHauHa YacTuHa L€l KiIbKOCTI 3yMOB/IEHa BCMOKTYBaHHAM npenapary,
Wwo 6yB NPOKOBTHYTUIA. MakcuMaibHa KOHLEHTpauis y nnasmi KpoBsi focsaraetbea npubansHo yepe3 10-30 XBUAMH MIiCAsS NOYaTKy PO3NWIEHHS Ta CTaHOBUTb
NPUBN3HO 4 HMO/L/N NiCNA 3aCTOCYBAHHSA 03U 2 MT.

Posnogin

O6’em posnoginy 6yaecoHigy CTaHOBUTb Npnbn3Ho 3 /Kr. 38’ A3yBaHHSA 3 BifIKamy niasMu Kposi — B cepeHboMy 85-90 %.

MeTaboniam

BygecoHig nigaaetbes 3HauHOMy (=90 %) mMeTabo1i3mMy nNpu NepLlIoMy NPOXOMKEHHS Yepes MeYiHKY 40 MeTaboniTiB 3 HU3bKOK MTFOKOKOPTUKOTAHO aKTUBHICTIO.
["IOKOKOPTUKOTAHA aKTUBHICTb OCHOBHMX MeTaboniTis, 6B-rigpokcnbyaecoHigy Ta 160-rigpokcunpeiHi3onoHy, CTaHoBUTbL MeHLe 1 % akTUBHOCTI OyAecoHiay.
MeTabosi3m OyfecoHiay Bif0yBaeTbCA MEPEBAXKHO 3 yHacTHo NeviHKoBoro goepmeHTy CY P3A4, WO HaneXxunTb 40 NiAPOAMHN uuToxpomMy P450.

BrBeaeHHA

MeTaboniTn 6yaecoHigy BUBOAATLCA NEPEBAXHO HMPKaMKU Y HE3MIHEHIN abo KOH’'HOroBaHiin hopmi. ByaecoHin y He3MiHeHin gopmi y cedi He BUSBNAETLCH. Y
340POBUX [OPOCNMX [O6GPOBO/bLIB 3a3BMYail BUCOKUIA CUCTEMHMWIA KNipeHC ByfecoHigy (npmbnmnsHo 1,2 n/XB), a KiHUEeBWUIA Nepiog HaniBBMBeAEHHS GyaecoHiay
nicna BHYTPiLUHbOBEHHOI O BBEAIEHHSA B CepeHbOMY CTaHOBUTb 2—3 rO4UHN.

NiHirHiCTb

KiHeTuka 6yfecoHify nponopuiiHa 4o 4031 MpuW 3aCTOCYBaHHI Y KiHIYHO 3HaUYLLMX [03aX.

Y [oCnifpKeHHi, B AKOMY NauieHTn oTpuMyBann Takox 100 Mr KeTOKOHa30/y ABiYi Ha f00y, Big3Havyanu NigBULLEHHS PiBHS OyAeCOHiLy Yy nnasmi Kposi nicns
nepopasibHOro BeeAeHHs (B O4HOKpaTHI fo3i 10 Mr) B cepegHboMy B 7,8 pasa. BigomocTi npo B3aeMofii NoAibHOro Tuny npu 3acTocyBaHHI iHranAaUiiHOro
OyfecoHify BifCyTHI, MPOTe Li/IKOM O4iKyBaHWUM € CYTTEBE MiABULLEHHS PIBHA PEHOBUHW Y NJa3Mi KPOBI.

Aitn

Y piTein BikoM 4—6 poKiB, XBOPUX Ha BPOHXiaslbHY acTMy, CUCTEMHUIA KnipeHC 6yLecoHify CTaHOBUTL Npuban3Ho 0,5 n/xB. KnipeHc y fiTelt (Ha 1 Kr macu Tina)
npr6amsHo Ha 50 % nepeBULLYE KNIPeHC y A0pPOCAMX. Y AiTeld, XBOpUX Ha GPOHXianbHY acTMy, KiHLEBWIA Nepiof HaniBBUBEAEHHS OyaecoHigy nicns iHransauii
CTaHOBUTb 6/1M3bKO 2,3 ToAUHU. MPUGIN3HO TaKMin camuiA NMOKA3HUK CMOCTEPIraeTbCca y 340POBMX A0OPOBOMbLIB. Y MauieHTiB BiKOM 4—6 poOKiB, XBOPUX Ha
OpoHXianbHy acTMy, CUCTEMHA AOCTYMHICTb BYAECOHIfY nicns BBeAeHHS CycneHsil Ansa iHranauii beHoamn yepes cTpyMeHeBumin Hebynarizep (Pari LC Jet Plus® 3
Komnpecopom Pari Master®) ctaHoBUTb NPUBAN3HO 6 % 3arasibHOT NpU3HaveHol Ao3n Ta 26 % (akTUYHOT focTaBneHo! Ao3n. CUCTeMHa AOCTYMHICTb Y AiTei
NMPUBAN3HO BABIYI HUXYA, HIXX Y JOPOCNNX.

Y piteil BikoM 4-6 poKiB, XBOPUX Ha GpOHXia/lbHY acTMy, MakCUMa/ibHa KOHLEHTpauis y naasMmi KpoBi LOCAraeTbCA y Mexax 20 XBWMH Micns noyartky
PO3MUMIEHHA Ta CTaHOBUTb MPUOGAN3HO 2,4 HMOML/N Nicna 3acTocyBaHHA A03M 1 Mr. MMokasHuKK ekcnosuuii 6ygecoHigy (Cmax i AUC) nicns 3acToCcyBaHHS
0AHOPa30oBOI [031 1 MI LUASXOM PO3MNWUIEHHS Y AiTe BIKOM 4—6 POKiB € MOPIBHAHHUMW 3 LUMK MOKa3HWKaMW y 340POBMX [AOPOCIUX [06POBOMbLIB, AKi
O4epXXyBann OyAecOoHIA Y Takili e 4031 Yepes TaKy XX CUCTEMY PO3MUIEHHS.

KniHiYHI XapaKTepUCTUKN.

NokasaHHS.

BeHoAMN MICTUTb MOTY)XHWIA HerasoreHioBaHUi KOPTUKOCTEPOI — OyAecoHis, npu3HadYeHuidi AN NikyBaHHS GPOHXialbHOT acTMK Yy MauieHTiB, AN AKUX
3aCTOCYBaHHA IHTIATOPIB 3 PO3NUIEHHAM NIKAPCbKUX PEYOBUH CTUCHYTUM MOBITPAM ab0 Y BUI/IAAI IKAPCbKOT (DOPMU CYXOro MOPOLLUKY € HeetheKTUBHMM abo
HeZOoLiIbHUM.

BeHoLM TaKOX PEKOMEHAYETLCA /19 3aCTOCYBaHHA HEMOB/ATAM | AiTAM, XBOPUM Ha Kpyn (YCKMafAHEHHS rOCTPOi BipyCHOT IHPEKLIT BEPXHIX ANXASIbHUX LUNAXIB,



LLL0 TaKOX BijOMe K NTapvHIroTPaxeobpoHXIT abo HeCrnpaBXHil Kpyn), L0 € NoKasaHHAM 1S rocnitanizauii.

IMpoTnnoKasaHHA.
MigsuLLeHa YyTAMBICTb A0 ByaecoHigy abo 40 6yab-AKOro iHLIOro iHrpefieHTanpenapary.

B3aemogisi 3 iHLLIMMK NiKapCbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIA.

MeTaboniam 6yaecoHify BigOyBaeTbCsi MepPeBaXKHO 3 y4yacTHo rnedviHkoBoro qepmeHty CYP3A4, BHaAcNifoK 4oro iHribitopu uboro ¢epmMeHTy, Hanpuknag
KeTOKOHA30/ Ta ITpakoHa30o/, MOXYTb NiABWLLYBAaT CUCTEMHY eKCcrno3uuito 6yaecoHigy (AvB. po3gin «Oco6MBOCTI 3aCTOCYBaHHA» | po3ain «PapMakonoriyHi
B/IACTMBOCTI»). OCKINbKN JaHi OO0 [03YBaHHSA BIACYTHI, PEKOMEHLYETHCA YHUKATM CYMYTHLOIO 3aCTOCYBaHHSA LMX MpenapaTiB. AKLO Lie HEMOX/IMBO, IHTepBa
Mi>K 3aCTOCYBaHHAM LMX NiKapCbKMX 3ac06iB Mae 6yTK sKoMora AoBLUNM. MOoXKHa PO3rNsHYTU NUTaHHA NPO 3MeHLLEHHS 103K ByaecoHigy. ICHYe IMOBIPHICTb, L0
iHWI NOTYXHi iHri6iTopn CY P3A4 TakoX Npn3BOAATb [0 CYTTEBOrO NiABULLEHHS PiBHS ByeCcoHiay Y niasmi KpoBi.

OO6MeXkeHi AaHi Wwoao nofibHoi B3aEMOAIT 3 BUCOKMMU f03aMU iHFanaUiiHOro 6yaecoHigy AeMOHCTPYHOTb, LLIO NPy CyNyTHbOMY 3aCTOCYBaHHI iTpakoHa3ony B A03i
200 mr 1 pa3 Ha 06y BBefieHHS iHransuinHoro 6yaecoHigy (ogHopasosa fo3a 1000 MKr) Npu3BoAUTb A0 CYTTEBOIO MiABULLEHHA KOHLEHTPALIT pe4OBMHN Y Nnasmi
KpoBi (B cepefHbOMY Y 4 pasn).

Y XIHOK, SIKi 0HOYaCHO NpuiiMann ecTporeHn abo ropMOHaslbHi KOHTpaLenTMBK, MiABuLLYyBanacsa KOHLUEeHTpauis 6yAecoHigy y nnasmi KpoBi i MOCMKOBaBCS
eheKT KOPTUKOCTEPOIAiB, O4HAaK NPW 3acToCyBaHHI Oy[ecOoHify pa3oM 3 HU3bKMMW [03aMU KOMOIHOBAHMX MepopaslbHUX KOHTPauenTuBiB Leil edekT OyB
BiZICYTHI.

Uepe3 MOX/IMBE NPUrHIYeHHA DYHKLIT HaHMPKOBMX 3a/103 TeCT 3i cTumynsuieto AKTI gna aiarHOCTUKKM rinoi3apHoi HeloCTaTHOCTI MOXe JaBaTi MOMWU/IKOBI
pe3ynbTaTu (HA3bKi 3HAYEHHS).

LiTn

JocnimpKeHHs B3aEMOLIT MPOBOANNN TiNIbKWN 3 Y4acTHO JOPOC/UX.

Oc06/1MBOCT i 3aCTOCYBaHHSI.

MpenapaT cnif 3 00epeXHICTI0 3aCTOCOBYBAaTW NauieHTaM 3 aKTMBHOK abo HeaKTMBHOK (DOPMOKO TyOepKy/bo3y flereHb Ta rpubkKoBMMKU abo BipyCHUMMU
IHDEKLIAMM AUXa/TbHUX LLNAXIB.

MauieHTn 6e3 3ane>KHOCTI Bif cTepoigiB. TepaneBTUYHMI edeKT 3a3BMYail focaraeTbesd npotarom 10 aHiB. MauieHTaM 3 HagMIpHOK NPOAYKLIE CNU30BOro
CEeKpeTy B OpoHXax crieplly MOXHa 3aCTOCOBYBaTU KOPOTKOYACHWA (6/1M3bKO 2 TWXKHIB) [O4ATKOBMIA Kypc MepopasbHUX KOPTUKOCTepoigis. MMicna Kypcy
NepopasibHUX KOPTUKOCTEPOILHMNX NPenapaTiB 4OCTaTHIM NiKyBaHHAM MOXXe 6yTy 3aCTOCYBaHHA BeHoauny K MOHOTepanii.

MauieHTW i3 3aNe>KHICTIO Bif CTepoiais. MoynHaTh nepexif 3 nepopanbHUX CTepoifiB Ha beHoANN MOXHa, KON NaLieHT nepebyBae Yy BiJHOCHO CTabifbHIN (hasi
3aXBOPIOBaHHA. Y Takux BuUMagkax npnbavsHo npotarom 10 AHIB BeHOAMN BUKOPUCTOBYBATNY KOMOIHALLIT 3 nepopasibHM CTepPOiAoM Y [031, IKY 3aCTOCOBYBa/In
[0 TOro.

[icnsg uboro Ao3y nepopasibHUX KOPTMKOCTEPOIAiB Cij NOCTYNOBO 3MeHLYyBaTH (Hanpuknag Ha 2,5 Mr npeAHi30/I0HY UM eKBiBasIeHTa LOMicALA), MOKN He Byae
AOCATHYTO HaHMXKYOT MOXX/IMBOI 03K, Y H6araTb0X BUNagKax MOX/IMBE MOBHE 3aMilLeHHS NepopasibHNUX KOPTUKOCTepoiaiB beHognIoM.

MMig yac nepexody 3 Tepanii NepopaibHUMK CTepoifaMun Ha beHoamn y GiNbLIOCTI BUNAAKIB CNOCTEPIracTbCAa 3MEHLLEHHS CUCTEMHOT AiT KOPTUKOCTEPOIAIB, WO
MOXXe NPU3BECTU 0 NOSABKU CUMNTOMIB aneprii abo apTpuTy, TaKMX SK PUHIT, eK3eMa Ta M’ A30BO-CYr/1000BUiA 6iflb. 3 NPUBOAY LMX CTaHIB HEOOXiAHO NPU3HAYNTI
creundgivyHe NikyBaHHSA. Y MOOAMHOKUX BUMALKAX MOX/MBI Taki CUMMTOMU SK CTOMJIEHICTb, FOMIOBHUIA 6inb, HyA0Ta, O10BaHHS, SKi BKa3ylOTb Ha CUCTEMHY
HeA0CTaTHICTb MIOKOKOPTUKOIAIB.Y TakmX BUNagKax iHKOMIM MOXe 6yTn NOTpiGHe TMYacoBe NigBULLEHHS 031 NepopaibHOro CTePOiay.

AK i y pasi iHWKWX BUAIB IHranALiiHOT Tepanii, MoXKe BUHUKHYTW NapagokKcasibH1A GpOHX0CMasMm, WO CYyNpPOBOAKYETLCA MOCUNIEHHAM CBUCTAYOMO AUXaHHA 04pa3sy



nicna npouedypu. AKWO Take TPanuTbCs, NMiKyBaHHA iHransuiiHum 6yAecOHIA0M Cnif HeraliHO MPUNUHWATK | OLIHUTM CTaH NauieHTa Ta, AKWO Le NoTpibHo,
po3noyaTy a/lbTepPHATMBHY Tepanito.

Y naujieHTiB, KM 6yna HeobXxifHa HeBifKnagHa Tepanis KOPTUKOCTEPOigaMun Y BUCOKMX [03ax abo TpuBasie NiKyBaHHS iHranauiiHUMKM KOPTUKOCTepOigamun y
HalMBULLI pPeKOMEHA0BaHI 03I, TaKOX ICHYE PU3NK PO3BUTKY MNOPYLLEHHSA (YHKUIT HAAHUPKOBMX 3a/103. Y UMX MaLieHTIB y pasi TSHXKKOro CTpecy MOXYTb
BUHMKATU CUMNTOMW HaHUPKOBOT HEOCTATHOCTI. Y CTPECOBUX CMTYyauisX Y/ Ha nepiog njaHoBOro OMepaTMBHOMO BTPYYaHHA MOXKHA NPU3HAYMTK LOLATKOBY
CUCTEMHY KOPTUKOCTEPOILHY Tepanito.

Mpwn 3acTocyBaHHI OyAb-AKOr0 iHranAuiiHOro KOPTUKOCTEPOILY MOXYTb BUHWUKATW CUCTEMHI eqekTh, 0COOMMBO MpY MpPU3HAYEHHI BUCOKMX [03 NPOTArOM
TpuBanoro nepiogy 4acy. IMOBIPHICTb BMHUKHEHHS TakMX e(eKTiB 3HAYHO MeEHLLUA MPW 3aCTOCYBaHHI IHransLinHUX KOPTUKOCTEPOIdiB, HiXK nepopasibHUX.
MOXNMBI CUCTEMHI e(heKTN BK/IHOYAKOTb CUHAPOM IUueHKa-KyLIMHra, KyLUMHTOTAHI pUcK, NPUTHIYeHHs (YHKLUIT HAQHWPKOBKX 3a/103, 3aTPUMKY 3pOCTaHHA Y AiTei
Ta NIANITKIB, 3HWKEHHA MiHepasibHOI LWiNbHOCTI KICTOK, KaTapakTy i rfaykomy, pigwe — psafg MNCUMXONoriYHMX | noBefiHKOBMX po3nagiB, y TOMY uyuchi
MCMXOMOTOPHY TinepaKTUBHICTb, NOPYLLEHHS CHY, 3aHEMOKOEHHS, Aenpecito abo NposBu arpecii (0co6nBo y Aitein). ToMy f03Y iHTaALiRnHUX KOPTUKOCTePOiAiB
CNif TUTPYBaTK [0 HaiMeHLLOT eq)eKTUBHOI 4031, NPY AKIN 36epiracTbCs eheKTUBHUIN KOHTPO/b BPOHXiaIbHOT aCTMU.

BeHoann He MpU3HAYEHUA AN LWBMAKONO YCYHEHHS TOCTPUX €eni3ofiB 6pOHXiaibHOT acTMK, L0 BMMAratoTb 3aCTOCYBaHHS iHranauinHUX 6poHXoAMNaTaTopis
KOPOTKOI AiT. FKWO Yy nayieHTa NikyBaHHA GpoHXoAmunaTaTopaMu KOPOTKOT il HeetheKTUBHE abo SIKLLO BOHW NOTPebYoTb GiNbLUOT KifIbKOCTI iHransuii, Hix
3a3BuUYaii, HeobXigHe MeAnYHe BTPYYaHHSA. Y Takiil cuTyauii cnif po3risHy T NUTaHHA MNOCUIEHHA 3BMYAAHOI Tepanii, Hanpuknag, 3a paxyHoK 36i/bLUeHHS 403K
iHranauiriHoro 6yaecoHigy uv fofjaBaHHs 6eTa-aroHicTa TpMBasol AT abo Npu3HaYeHHs Kypcy nepopasbHUX roKOKOPTUKOIAIB.

SHWKEeHHSA MeYiHKOBOI (DYHKLT MOXKe BMMBaTM Ha BUBEAEHHA KOPTMKOIALIB 3 OpraHiamMy, OCKi/IbKM 3MEeHLUYETbCA LWBUAKICTb BUBELEHHA Ta 30iNbLUYETHCA
CUCTEMHa eKcrno3uuis. HeobxigHO nam’ ATaTn NPo MOX/IMBUIA PO3BUTOK MOBIYHNX eEKTIB.

OfHaK niasmMaTuYHWA KNipeHc nicns BHYTPILUHLOBEHHOIO BBEAEHHS OyaecoHigy 6yB OfHAKOBMM Y NalieHTIB i3 LMPO30M MeYiHK/ Ta Y 340p0BUX A0OPOBO/bLLIB.
Micns nepopaibHOro MpuinoMy cucTemMHa 6iOAOCTYNHICTL OyAecOHigy 3pocTana BHACMIfOK MOTipLIEHHS MeYiHKOBOI (DYHKLIT 338 pPaxyHOK 3HUXKEHHS
npecucTeMHoro Metaboniamy. KniHiyHe 3Ha4YeHHs UMX 3MiH Ans NikyBaHHS BeHOAMNIOM 0CTaTOUHO He 3’ icoBaHe, OCKINbKM [aHi LWo/A0 iHransuinHoro 6yaecoHigy
BIZICYTHI, a/ie MOXKHa 04iKyBaTW NiABULLEHHS PiBHA NpenapaTy y nnaasmi KpoBi, a 0Txe, i NiABULLEHHS PU3KKY CUCTEMHUX HebaXKaHUX peakLiil.

JocnimpkeHHs in vivo nokasanw, Lo nepopanbHWiA NPUIAOM KETOKOHA30/y Ta iTpakoHa3ony (Bigomux iHri6iTopie akTmBHOCTI CYP3A4 y nediHui Ta CAv30Bii
060M0HLi KMLIEYHMKY) CMPUYMHSAE 3POCTaHHS CUCTEMHOI eKcnosuuii OyfecoHigy. Cnif yHMKaTW CynyTHbOro NiKyBaHHA KeTOKOHa30/10M, iTPaKoOHAa30/10M,
iHri6iTopamun npoteasu BI/1 abo iHWKMK NOTYXHUMU iHriGiTopamu CY P3A4. AKLO Lie HEMOX/INBO, IHTEPBA/T MK 3aCTOCYBaHHAM LIMX JTIKAPCbKMX 3aC00IB Ma€e
OyTV AKoMoOra LOBLUUM. TaKoX CNif, PO3rigHYTU MOX/IUBICTb 3MEHLLUEHHA 03K OyaecoHigy (4uB. po3gin «B3aemogia 3 iHWYMK NiKapcbKuMmM 3acobamu Ta iHLUi
BUAW B3aEMOLiN»).

Kamepy Hebynaiisepa i HacagKy abo MacKy Heob6XigHO MPOMMBATU MICNS KOXHOI0 3aCTOCYBaHHS rapsyoo BOAOK 3 M’ SKUM MUKOUMM 3aCO60M, MIicns Yoro ix cif
PETE/IbHO OMOJIOCHYTU i BUCYLLUTW.

Ha Tni nikyBaHHs iHranauiiHUMnM KOPTUKOCTepOifamy MOXKe PO3BMBATUCA KaHAMO03 POTOBOI MOPOXHUHW. LA iH(ekuia moxe noTpebysBaTu 3acTOCYBaHHS
BIAMOBIAHMX NPOTUrPUOKOBMX MpenapaTiB, a AN1a AesKUX NauieHTIB MOXe BUHUKHYTU HeOOXIAHICTb MPUMUHEHHSA NiKyBaHHA (AMB. TakoX po3gin «Cnocib
3aCTOCYBaHHS Ta [031»).

LiTn

He 3acTocoByBaTu fiTSM BiKOM 40 6 MicsLiB.

Bnnune Ha 3pocTaHHA

Y piteil, AKi 0fepXXyroTb AOBroTpuBase NiKyBaHHA iHranauinHUMN KOPTMKOCTEPOigaMm, PEKOMEHAOBaHWIA PErynspHUA MOHITOPUHI POCTY. FAKLWO 3pOCTaHHA
CMOBI/IbHIOETLCA, Tepanito CNif NepernsgHyTU 3 METOK 3HWKEHHS [O03W IHransAuinHOro KOPTUKOCTEPOIAY, A0 HANHMXKYOT MOXIMBOT A03M1, NPU AKIN 36epiracTbes
e)eKTMBHUIA KOHTPO/b BPOHXIaNbHOT acTMK. KopucTb Bif Tepanii KOPTUKOCTEPOTAamu Cif PETENbHO 3BAXKUTI 3 ypaxXyBaHHAM MOX/IMBOIO PU3NKY MPUTHIYeHHS



3pocTaHHA. KpiM TOro, BXX/IMBO HanpaBUTK NawieHTa Ha KOHCY/bTalito 0 AUTAYOro Ny1bMOHO/Ora.

Mepenb6ayaeThbes, WO ChiNbHe 3acToCyBaHHA 3 iHridiTopammn CY P3A, y TOMy ymci npenapatamu, Lo MICTATb KOMOILMCTAT, 36iNbLUYE PU3NK PO3BUTKY CUCTEMHMX
nobiyHmx eekTiB. Cnif YHMKaTU O4HOYACHOr0 NPU3HAYeHHs LMX MpenapaTis, 3a BUHATKOM BUMaAKiB, KOMM O4YiKyBaHa KOPWUCTb Bif TX 3acTocyBaHHS Oyne
OiNbLIOKD 33 PU3MK CUCTEMHMX MOBGIYHMX eeKTiB KOPTUKOCTePOIfiB. Y TakuMx BuMMagkax Cif NpoBOAUTM MOHITOPWMHI CTaHy naljieHTa A1 CBOEYaCHOro
BUAB/IEHHSA LMX NOGIYHMX eheKTIB.

Tepanis iHranAaWinHMMM KOPTUKOCTEPOIgaMM MOXE MPU3BECTU 40 BUHWKHEHHS KaHAMAO3Y CAM30BOI 060M0HKN POTOBOI MOPOXHWMHKU. Y LUX BUMAAKaX MOXe
BUHUKHYTWN HEOOXIiAHICTb 3aCTOCYBaHHS BiAMOBIAHMX NPOTUTPUOKOBUX NpPenaparis, a B AeAKUX BUNaKax — i NPUNUHeHHS Tepanil (AuB. «Mo6iuHi peakLii»).
MopyLueHHsA 30py

MMpy CMCTEMHOMY Ta /IOKaSIbHOMY 3aCTOCYBaHHI KOPTMKOCTEPOILIB MOXYTb Bifi3HaYaTUCA NOpPYLLEHHS 30py. IMpy MosBi CKapr Ha 3aTyMaHeHHs 30py abo iHLWi
30pOBi MOPYLUEHHA CNif PO3rNAHYTW LOLINIbHICTb HAMNpas/ieHHs NauieHTa 40 OMTanbmosiora A1 BUKIKOYEHHS THLLWMX MOX/IMBUX MPUYMH, 30KpEMa, KaTapakTy,
rnaykoMu, a TakoX TakmxX PIAKICHUMX CTaHIB SAK LeHTpasibHa cepo3Ha xopiopetvHonatia (LLICXP), BMHMKHEHHA SAKOI 3a3Hayasiocsa Micnsa BUKOPUCTAHHA
KOPTUKOCTEpPOIiB CUCTEMHOT ab0 MiCLEBOT fii.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHA rpyaato.

BariTHicTb

Pe3ynbTaTh BEIMKOrO MPOCMEKTMBHOIO €nifeMioNoriyHoro AOCNiMKeHHS | [0CBif MiXXHApOAHOro 3acTOCyBaHHSI MpenapaTy Yy MicnspeecTpauiiHuii nepiog
BKa3ylOTb Ha Te, L0 NiKyBaHHS iHransauiiHum Oyf4ecoHifoM Y nepiof BariTHOCTI He NPW3BOAMAO A0 HebaaHWX BMIMBIB Ha 3[40POB’S NN0Aa/HOBOHAPOKEHOT
OUTUHW.

[ocnifykeHHA Ha TBapuUHaxX MPOLEMOHCTPYBaIN, LU0 FHOKOKOPTUKOIAN MOXYTb CIIPUYMHATA MOPYLUEHHA PO3BUTKY. [MpoTe Wi AaHI He BBAXaKOTbCA 3HAYYLLMMU
AN NOAVHU NPU 3aCTOCYBaHHI PEKOMEHA0BaHMX 03, afie Tepanito iHranauiiH1uM 6yAecoHigom NOTPI6HO perynspHo nepernsgaTv i 3acTocoByBaTy npenapaTt Y
HaHWXXYI e(heKTUBHIN A03i.

BBegeHHsi OyAecoHigy y nepiog BariTHOCTI BMMarae peTeNbHOro 3BaXKyBaHHS KOPWUCTI ANS JKiHKWM MOPIBHAHO 3 pU3MKOM And nnoga. IHranauiiHum
IMIFOKOKOPTMKOIAaMC/if HalaBaTuy nepesary rnepes nepopaibHUMU TIFOKOKOPTUKOTAAMI3 OrfISiAY Ha MEHLLY BUPAXKEHICTb CUCTEMHUX e(DEKTIB NMPU 3aCTOCYBaHHI Y
[03ax, He0OXiAHUX ANs AOCArHEHHS 0[|HAKOBOT BiAMOBIAI 3 60KY OpraHiB AnXaHHS.

[Mepiof rogysaHHs rpyLato

ByaecoHig npoHuKae y rpyaHe Monoko. OfHakK npy 3aCTOCYBaHHI TepaneBTUYHUX 03 BeHOAWMY He 04YiKYETbCA XOLHOIO BM/IMBY Ha AUTUHY, fIKa 3HAX0AUTLCS Ha
rpy4HOMY roflyBaHHi. BeHo4M MOXHa 3aCTOCOBYBATW Y Mepiog, rogyBaHHSA rpyaato.

MigTpuMytoye NikyBaHHSA iHranAuinHUM 6yAecOHIAOM Y XIHOK 3 OGPOHXia/lbHOK acTMO0, fIKi FOAyHTb rPYAA0, NPU3BOAMTL NMLIE L0 He3HAYHOI CUCTEMHOI
eKCno3nLii 6yaecoHify y AiTei, SKi 3HaX0AATbLCA Ha rPYAHOMY rofyBaHHI.

Y (hapMakoKiHEeTUYHOMY [LOC/IIKEHHI po3paxoBaHa [060Ba Ao3a y rpyfaHoi autuHM ctaHosuna 0,3 % Big [060BOT [03M MaTepi A1 060X [03, a CepefHs
KOHLEHTpaLifa y nnasmi KpoBi y rpyAHNX AiTein 6yna ouiHeHa Ha piBHI OfHI€l LUECTNCOTOI YaCTMHIN KOHLEHTPALiT, SKa CrocTepiracTbCa B NnasMi KPoBi Matepi, 3a
YMOBW, L0 POOUTLCA NPUMNYLLEHHSA NPO NOBHY NepopaibHy 6i0A0CTYNHICTL Y ANTUMHU. KOHUeHTpauis 6yAecoHigy y BCiX 3paskax nnasmu KpoBi rpyaHUX fdiTei
Oyn1ia MEHLLIOKO 3a MeXY Ki/IbKICHOr0 BU3HaUYeHHS.

bepyumn o yBaru BigOMOCTiI Npo 6yAecoHid ANns iHranauiiHoro BBeAeHHS | TO (hakT, WO OYAeCoHi AeMOHCTPYE NiHINHI ®K-BNacTUBOCTI Y MeXax iHTepBaiB
TepaneBTUYHUX A03 NICNA Ha3a/bHOro, iHransAuinHoro, NepopasibHOro abo PeKTaslbHOro BBEAEHHS, OYIKYETLCS, WO Y AiTel, AKUX FoAyHTb FPYAA0, eKCro3unuis
OyeCcoHify Npu 3acTOCyBaHHI Y TepaneBTUYHNX f03ax Oy/ie HA3bKOLO.

30aTHICTb BNAMBATM Ha LWBMAKICTb peakuii Npy KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWMMU MexaHi3Mmamu.



BeHoawn He BNAvBae abo Mae He3Ha4YHWUIA BM/IMB Ha 3L4aTHICTb KepyBaTV TPAHCNOPTHUMI 3acobamMm Ta MpaLtoBaTy 3 iHLLIMMK MexaHi3mamu.

Cnoci6 3acTocyBaHHs Ta [03W.
Mpenapat Npu3HaYeHniA 48 3aCTOCYBaHHS LLISXOM PO3NUIIEHHSA Yepe3 Hebynai3ep KOMNPECOPHOro TUNYy(4UB. HUXYE).
Jlo3yBaHHA
[o3yBaHHA BeHoauIoM HeOoOXiAHO KOPUryBaTW 3a/eXXHO Bif IHAMBIAYyasibHMX NOTpPebd nauieHTa. [o3y cnif 3MeHWUTW [0 MiHIMyMy, HeobXigHoro Aans
NiATPUMAHHA HAJIEXXHOTO KOHTPO/H0 BPOHXia/IbHOT aCTMM.
MauieHTaM, 419 AKUX 6aXKaHO NiABULLMTY TepaneBTUYHUIA etheKT, 0c06/IMBO MauieHTaMm 6e3 BEeNMKOT KifIbKOCTi CW3Y B AUXaNbHUX LUMAXaX, PEKOMEHAYETLCS
36ibwnTY f03y BeHoamny 3aMicTb KOMGIHOBAHOIO /liKYBaHHS 3 Nepopa/lbHMMKN KOPTMKOCTEPOILAMU, LLIO MOB’ A3aHO 3 MEHLLWM PU3NKOM BUHUKHEHHS CUCTEMHMX
No6iYHNX edeKTiB.
BpoHxiansHa acTma
MoyaToK Tepanii
Ha nouaTky flikyBaHHS, Nif Yyac nepiofiB 3aroCTpeHHs 6poHXia/IbHOT aCTMU Ta MPY 3MEHLLUEHHT Y MPUNUHEHHI NepopasibHOro NPUInOMY rNFOKOKOPTUKOIAIB
pekomeHAoBaHa f03a beHoauny cTaHOBUTL BigNOBIAHO A0 Tabnuyil.
MigTpumytoya Tepanis
MigTprMMyouy 103y HeO6XiaHO NiadupaTy IHAMBIAYaNbHO | BOHA Mae A0PiBHIOBATM HaMHMXKYIN A03i, NPY AKiA Y NalieHTa BiACYTHI CUMMNTOMM 3aXBOPHOBAHHS.
Haiisuniy fo3y (2 Mr Ha go6y) AiTam BikoM o 12 pokiB MOTPIGHO NpU3HaYaTyi TibKK Y pasi TAXKOro nepebiry acTMu i Ha 06MeXeHWI nepiog vacy.

Tabnuus 1

MakcumasibHa

MouaTkosa 4o3a MigTpymyloua Tepania | \so0a nosa

1T BiKOM Bif 6 micsALiB A0

12 pokiB 0,5-1 mr ggivi Ha o6y  |0,25-0,5 mr ABidi Ha 406y [2 Mr

1iTn Bikom Big 12 poKiB i
[lopocni (B TOMY ymchi 1-2 Mr ABiyi Ha o0y 0,5-1 mr fBidi Ha joby A mr
nauieHTV NiITHLOTO BiKY)

MavieHTw, AKi nepopanbHO NPUIMaoTb MMIOKOKOPTUKOIAM AK NigTpUMYLoUy Tepanito
bBeHoaMn gae MOXNMBICTb BIAMIHUTY abo 3HAYHO 3MEHLLMTW [03Y FHOKOKOPTUKOIAIB A4S MEepopasibHOro 3aCTOCYBaHHA 3i 306epeXeHHAM KOHTPO/IK0 6POHXia/IbHOT
actMu. [1ng noyartky nepexoay 3 nepopasibHUX CTepoigiB NauieHT Mae 6yTu y BiJHOCHO CTabifibHOMY cTaHi. MpoTtsarom npnbamsHo 10 AHIB 3aCTOCOBYBATU BUCOKY
fo3y beHogumny y kombGiHauii 3 [03010 MepopasibHOro CTepoigy, AKY 3acToCoBYyBaM paHiwe. [licng uporo [o3y nepopasibHUX CTepoifiB Ccnif nocTyrnoBo
3MeHLLYBaTW A0 HaMEHLLIOro MOX/IMBOIO PiBHS, HANpuUKnag Ha 2,5 Mr npeAHi30/10Hy abo ekBiBasieHTa Ha MicsLb. YacTo 3acToCyBaHHS NepopasbHOro cTepoigy
MOXHa MOBHICTIO MPUMWUHAUTK, 3aMiHMBLUM oro BeHogmnom. [oknagHile nNpo BiAMiHY THOKOKOPTUKOIAIB A1 NepopasibHOTO 3aCTOCYyBaHHSA AMB. Y PO3Aini
«OC06/1MBOCTI 3aCTOCYBAHHSA».
Oco6nmMBOCTI [J03yBaHHSA
BeHnogmn moxkHa 3miwysatu 3 0,9 % isionoriyHmm pozyurHomM. Cymill cnif Bukopmuctatv npotarom 30 XBUVH.

Tabnuud 2



CniBBigHOLeHHS 06’ emy (M) Ta fo3m (Mr) npenapaty beHogun

O6’em npenapaty
[lo3a BeHoaunn, cycneHsii 4g po3nuIeHHs y KOHLEHTpaLii
0,25 mr/mn 0,5 mr/mn
0,25 mr 1mn -
0,5mr 2Mn 1wmn
0,75 mMr 3 M -
1,0wmr 4 mn 2MN
1,5wmr 6 Mn 3 ™Mn
2,0mr 8 mn 4 Mmn

Kpyn
[ns piTeid, XBOpnx Ha Kpyn, 3BUYaiiHa f03a CTaHOBUTb 2 MI PO3nuIeHoro 6ygecoHiay. Lo o3y 3acTocoByBaTH 3a OfAMH NpUinoM abo ABidi no 1 mr 3 iHTepBasiom
30 xBunvH. BBeAeHHs npenapaty MOXKHa NOBTOPKOBATM KOXHI 12 rofiMH, yCbOro Makcumym Ao 36 roguH abo 40 KNiHIYHOrO NOKpPaLLeHHS.

Cnocib 3acToCyBaHHS

[ns nposefeHHs iHranauii beHogmnn NOTPiGHWIA Hebynalizep 3'e4HaHWIA 3 KOMNPecopom (KOMMpecopHoro Tuny). He Bci mogeni HebynaisepiB i Komnpecopis
Nigxo4aTh ANs NPOBeAEHHs iHransauii npenapaty beHogun. Ans 3abe3neyeHHs MakCMManbHOI AOCTaBKM OyaecoHigy Komnpecop Mae 3abesnedyBaTi AOCTaTHil
noTiK NoBiTps (5-8 N/xB), a 06’ €M HaMOBHEHHS Kamepu Hebynalidepa Mae CTaHOBUTK 2—6 M.

[ns 3aCTOCyBaHHA 4iTAM PEKOMEHAYETHCA BUKOPUCTOBYBATU NINLEBY MacKy BiAMOBIAHOIN0O PO3Mipy 3 LOCTATHIM 3aXBaTOM i LLiIbHAM NPUAATaHHAM 40 061MYus.
TpuBanicTb iHranayii i JocTasneHa Ao3a 3anexartb Bif XapakTepy ANXaHHS i KinbKOCTI npenapaTy BBeEHOro B Hebynaisep.

Amnyny (KOHTeliHep) 3 npenapaTtoM HeobXiAHO Bif €aHATU Bif KOHTYPHOT YNakoBKM, 06epeXxHO 360BTaTV NPoTArom 30 CeKyHA i BiAKPUTU, NMOBEPHYBLUW BEPXHIO
yacTUHy. BMicT amnynu (KOHTeliHepa) 06epeXKHO B1AaBNtOBaTH Y kamepy Hebynalisepa BiANOBIAHO A0 HeobOXiAHOT 4o3n (AvB. Tabnmuto 2). MopoXHIN KOHTenHep
BMKMAATK, a Kamepy Hebynari3epa HaKpMBaTh KPULLIEYKOHO.

Bernoamnn moxkHa 3miluysati 3 0,9 % (i3ionoriyHMM po3ynHOM.

HeBuKopucTaHy CyCneHs3ito cnif oapasy BUKAHYTHU.

[iTaAM npenapaT cnij 3acTOCOBYBATM Nif HarNSA0M LOPOC/INX.

MpumiTKa. Baxknmei BKa3iBKKM 414 navjieHTa:

CNif, YB&KHO MPOYMTaTH IHCTPYKLIKO N8 3aCTOCYBaHHSA, HaBefeHy Yy NUCTKY 3 iHopMauieto Ana nauieHTa, Wo BKIaAAaETbCA B YNAKOBKY KOXHOMO
Hebynaii3epa,;
He BMKOPWCTOBYBATW y/IbTPa3BYKOBI HEOYNnar3epn Ans BBeeHHA BeHoauy, OCKiNbKM BOHW HECYMICHI 3 NiKApCbKMM 3aC060M;
peTesIbHO NPOMMBATK POTOBY NOPOXHWHY BOAOHK MICNA iHranaui’ npusHaveHoi 403K, Wwob 3BecTv 40 MiHIMYMY pU3MK PO3BUTKY KaHAMA03Y POTOM/IOTKM;
NMPOMUTYM BOAOHO LLKIPY 06/1M44s NicNs 3aCTOCYBaHHA AMXalbHOT MacKu, W06 3anobirt nogpasHeHHHo LWKipw;



CNifl HAIEXXHUM YMHOM NPOMMBATK Ta 36epiraTi Hebynaisep 3rifHo 3 IHCTPYKLiMW BUPOGHMKA.

aiTn.
bBeHoamn 3acTocoByBaTy AiTAM BIKOM Bif, 6 MicsALiB 3a NOKasaHHSAMU (AMB. po3ain «Moka3aHHs» Ta «Crnocib 3aCTOCYyBaHHSA Ta [103U1»).

Nepeno3yBaHHA.

Benogmn mictute 0,1 Mr/mMn guHATpIO efeTaTy, WO, fK [0BEAEHO, CMPUYUMHSAE 3BYXXEHHA OpOHXIB, AKWO KOro piseHb nepesuwye 1,2 mr/mn. [octpe
nepeso3yBaHHA BeHOAWNy, HaBiTb NPU 3aCTOCYBaHHI HagMipHWUX [03, HaWiMOBIpHille, He Gyfe CTaHOBUTU K/IHIYHO 3HauyLlol npobiemu. CUMNTOMMW rOCTPOI
IHTOKCMKaLiT 6yeCoHifoM HeBigoMi. [Mpun rocTpoMy nepeao3yBaHHI MOXK/IMBE NPUTHIYeHHS DYHKLIT rinoTanamo-rinodgizapHo-HagHUPKOBOT CUCTEMW. Y BUMNaKax
XPOHIYHOr0 nepefo3yBaHHA MOX/IMBUIA PO3BUTOK aTpoil KOpY HaZHUPKOBUX 3a/103. MOX/IMBa MosiBa 03HaK i CUMMTOMIB TinepkopTULM3MYy. TakoX MOX/InBe
MOpYyLUEHHS CTPEeCcOBOI afanTadii.

JlikyBaHH# nepefo3yBaHHs

Mpy XpOHIYHOMY Mepeao3yBaHHI eKCTPEHI NiKyBaslbHI 3aX04M He NOTPiOHI. MPoAoBXeHHS iHranAuiinHoT Tepanii npenapatoMm beHoann y peKoMeHA0BaHin fo3i
CYNPOBOKYETLCA BiAHOBEHHAM (DYHKUIT rinoTasamo-rinogizapHo-HagHMPKOBOT CUCTEMU NPOTAroM 1—-2 AHiB.

Mpw cTpeci MoXe BUHUKHYTN HEOOXIAHICTb Y «KOPTUKOCTEPOIAHOMY 3aXMCTi» — 04ATKOBOMY NMPU3HAYEHHI BUCOKOT 031 TiJPOKOPTU30HY.

Y pa3i po3BUTKY aTpoil KOpY HagHMPKOBUX 3a/103 MauieHTa cnif BIAHECTW [0 CTepOoiA-3a/1IeXHUX |1 MPU3HAYMTU NIATPUMYHOYY [03Y CUCTEMHOrO
KOPTUKOCTepoIiay.

MpenapaT beHogmn micTuTb 0,1 Mr/MN AUHATPIIO eAeTaTy, AKUIA, K 610 NoKasaHo, B KOHLEeHTpauiT BuLe 1,2 Mr/mMn cnpuymHsae 6poHXoCnasm.

Mo6iyHiI peakuil.
[ns OUiHKM PO3MNOBCIOKEHOCTI BUHMKHEHHS HebaXKaHWX eqpeKTiB 3aCTOCOBYBa/IM BU3HAYEHHS, LLIO HABOAATLCS Aani. YacToTa BU3HAYAETLCS HACTYMHUM YUHOM:
Ayxe yacto (=1/10); vacTo (Big =1/100 go <1/10); HeuacTo (Big =1/1000 go <1/100); pigko (Big =1/10000 go <1/1000); ay>ke pigko (<1/10000).

Tabnuusa 3

Knacu cucTem opraHis  [MacToTa  [[106iuHi peakuii

KaHanao3 poTornioTku

IHcpekuii Ta iHzasii Hacto [MHeBMOHiIA (NavuieHTn 3 XO3/1)

Peakuii NigBULLEHOT YYTAMBOCTI HEramHoro ta BiACTPOYEHOro
TANY*, B TOMY 4MCNi BUCMNAHHS, KOHTAKTHWIA [epMmaTuT,
KPONWB'HKa, aHrioHEBPOTUYHUIA HabpsK Ta aHainakTU4yHal
peakw,is

3 60Ky iIMyHHOI cuctemMun [PigKo

O3HaKM i CUMMTOMM CUCTEMHUX e(EKTIB KOPTUKOCTEPOIAIB, Y
Pifko TOMY YMCNI MPUTHIYEHHS (YHKLIT HAAHUPKOBKX 3a/103 | 3aTPUMKA
pocTy **

3 60Ky  €eHAOKPUHHOT]
cUcTeMM




Tpemop
3 60Ky HepBOBOT cUCTeMU [HeyacTo TpuBora
nernpecis

[MCcMXOMOTOpPHA FiNepPakTUBHICTb
[MopyLUeHHS CHY

o ] 3aHENOKOEHHS

McuxivHi nopyLleHHA Pigko .
Arpecis

BMiHW y noBeAiHLi (NepeBaXKHO y AiTel)

MigBuLLEeHa HepBoBa 30y 4/IMBICTb

. KaTapakTa
3 60Ky OpraHis 30py HeuacTto .
3aTymaHeHHs 30py (AmB. «Oco6/MBOCTI 3aCTOCYBaHHS»)

HeBigomo  |[Tnaykoma

Kaluenb

HacTo 3axpunnicTb
PecnipaTopHi, TopakabHi

Ta MefiaCTUHa/bHI i
MOpYLLEHHA PiaKo EpoHxocnasm

MoapasHeHHs ropna

ncdoHis

BaxpunaicTe* **

3 60Ky WKipn T4

. C Pinko CuHUi
NiALKIPHOT KNITKOBUHW

3 OOKy OMOpPHO-PYXO0BO]
crUcTEMM

HeuyacTo M’530BMiA crnasm

* [IMB. HKYe ONnc OKPeMMUX MOBIYHMX peakLiiii; Mofpa3HEHHS LLUKipK 06mMyus.

** IMB. HYKYe po3ain «diTn».

*** 3pigkay fiTen.

Onunc oKpeMmnx NoGIYHMX peakuiii

KaHanpos y poTornioTyi BUHMKAE BHACILOK BNIMBY 3a/IMLLKIB /TIKAPCbKOro 3aco6y. OnonicKyBaHHSA POTOBOT MOPOXHMHWN BOLOK NICNS KOXHOIO 3aCTOCYBaHHSA
npenapary MiHiMi3ye Lei pu3mK.

AK | npy 6yab-AKii iIHranauinHii Tepanii, gy>Xe piaKo MOXIMBUIA PO3BUTOK NapafoKcanbHOro 6poHxocnasmy (AuB. po3gin «OcobnnBOCTI 3aCTOCYBaHHS»).

IHOZi, KONM 3acTOCOBYBaBa/IM Hebynansep 3 AnXanbHOK Mackor, MOBILOMAANN NPO peakuUito NiABULLEHOT YyTANBOCTI Y BUMNSAI NOAPASHEHHS LWKIipK 06mMyys.
[ns 3anobiraHHa NoApas3HeHHIo MicA 3aCTOCYBaHHSA MacKu Cif, yMUBaTUCH.



ICHYe NiABWLLEHWNIA PU3MK PO3BUTKY MHEBMOHIT Y MaLieHTiB 3 giarHocTtoBaHUM ynepwe XO3/1, siKi NOUYMHaKOTL NiKyBaHHS iHranAWiMHUMK KOPTUKOCTEPOTAaMM.
OflHaK 3BaXKeHa OLiHKa BOCbMM 3BeAeHUX KNIHIYHMX [AOCNifpKeHb 3 y4vacTio 4 643 nauieHTiB i3 XO3J1, Aki oTpuMyBann OyaecoHin, i 3 643 nauieHTiB,
paH4OMi30BaHMX ANA NiKyBaHHS 6e3 iHranAauiiHMX KOPTUKOCTEPOiAiB, He NPOAEMOHCTPYBasIa NiABULLEHOrO PU3MKY MHEBMOHIT. Pe3ynbTaTu MepLunx CemMu 3 LmxX
BOCbMW JoC/igpKeHb Bynn ony6nikoBaHiy BUTNSAI OKPEMOro MeTaaHanisy.

Ha Tni 3acTOCYBaHHA iHranAUinHNX KOPTUKOCTEPOILIB MOXE BUHMKATU CUCTEMHUIA e(heKT, 30KpeMa AKLLO BMCOKI 403M NMPUAMAKOTA NPOTArOM TPUBAIOr0 Yacy.
Liei e(heKT € 3HAYHO MeHLU iIMOBIPHUM MpY IHranAuiiHOMY NiKyBaHHI, HiXX Mpy 3aCcTOCYBaHHI MepopalbHUX KOPTUKOCTEPOILiB. MOXIMBUI CUCTEMHUIA edeKT
BK/IHOYAE 3HMDKEHHS MiHepasibHOI LLiIbHOCTI KICTKOBOI TKaHWMHW. EQekT, BIporigHo, 3aneXuTb Bif [03M, Yacy eKCrno3uuil, 0gHO4YacHOro Ta norepeaHbLoro
NiKyBaHHSA KOPTMKOCTEPOIfamu, a TaKoX iHAMBILYaIbHOT Yy TINBOCTI.

LiTn

Uepe3 pu3MK 3aTPUMKM 3POCTaHHA y [iTel HeobXifAHO MNPOBOAUTM KOHTPONb POCTY Y nNefdiaTPUUYHUX MauieHTiB, SK onucaHo Yy po3aini «OcobnmBocTi
3aCTOCYBaHHSA».

TepmiH NpUAATHOCTI.
3 poku.
BigKpuTWiIn KOHTeVHep CNif BUKOpUCTATU NPOTAroM 12 roavH. HeB1KOpUCTaHy CyCneH3ito Cnif, 04pasy BUKUHYTU.

YM0BM 36epiraHHs.

36epiraTv B opuriHanbHiin ynakosui npu Temnepatypi He Buwle 30 °C. 36epiratv y HeOCTYMHOMY AN AiTel MICTI.
BigKpWTWiA KOHTENHEP CNif BUKOPUCTATM NPOTArOM 12 rofiuH.

[icns po3KpUTTS KOHBEPTA KOHTEMHEPM, L0 B HbOMY MICTATbCA, C/ifJ BUKOPUCTATU NPOTAroM 3 MicsLiB.

YnakoBKa.
Mo 2 MN y KOHTeHepi 3 MonieTUNeHy HWU3bKOT LLINIbHOCTI; N0 5 KOHTEeMHepiB, 3'€AHaHNX MiXX COO0HD, Y KOHBEPTI 3 a/ltoMiHieBOT (hoNbrv; No 4 KOHBEPTU Y
KapTOHHI KOpoo6Li.

KaTteropis Bignycky.
3a peuenTom.

BupobHuK.

1. Bwupo6HWLTBO, NaKyBaHHSA, KOHTPO/b CEPIT Ta BUMYCK Cepil
xeHeTnk C.n.A., ITanis/
Genetic S.p.A., Italy.

2. BTOpWHHE NakyBaHHA Ta BUMYCK cepii
dapmaLleBTUYHWMIA 3aBof «[Monbtapma» C. A., MonbLia/
Pharmaceutical Works «Polpharma» S. A., Poland.

Micue3HaxomkeHHS BUPOOHMKaA Ta afpeca Micua NpoBafyKeHHS MOro 4isNIbHOCTI.



1. Bwupo6HWLTBO, NaKyBaHHSA, KOHTPO/Ib CEPIT Ta BUMYCK Cepil
KeapTan KaHgopa, 84084 diwwiaHo, ITanis/
Contrada Canfora, Fisciano, 84084, Italy.

2. BTOprHHe naKyBaHHA Ta BUMYCK cepii
By/. MenbnnnHbcka 19, 83-200, Ctaporapa I'aaHbeku, Mosnblua/
19, Pelplinska Str., 83-200 Starogard Gdanski, Poland.



