THCTPYKIIA

IJISI MeTUYIHOT'0 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y

LUMTPOPAPM® EKC

(CIPROFARM® DEX)

Cknao:
Oitoui peyosuHU: TUITPOQIOKCAIIMH; TeKCaMeTa30H;

1 M7 npenapaTy MiCTUTh HUIPOQIOKCALMHY TifPOXIOpuAy 3,5 MT y IepepaxyBaHHi Ha
munpodokcanuH 100 % 6e3BomHy pedoBuHy 3,0 MI; meKcaMeTa3oHy y nepepaxyBanHi Ha 100 %
cyxy pe4oBuHy 1,0 mr;

0onomidCHI peuyo8uHU: TiIpOKCieTUIEeI0N03a; 6eH3alKOHII0 XJIOpUL; HATPilo alleTaT, TPUTIApPAT;
KHCJIOTa OLITOBA JIbOMSIHA; HATPilo XJIOPUA; OUHATPII0 efeTaT; TUIOKCAIIOJl; KUucioTa O0pHa; Bofa Ojis
iH’€eKIIil; PO3YMH HATPilo TigpoKcuay Ta/abo KHUCII0Ta XJIOPUCTOBOAHEBA PO3BeieHa.

Jlikapceka ¢opma. Kpamni BymHi, cycneHsis.

OcHosHI (i3uko-xiMiyHI 81acmusocmi: piguHa, 0 MiCTUTh YaCTUHKHU Oinoro abo Maiixke 0inoro
KOJIbOPY, SIKi JIETKO CYCIEHAYIOTh IpX 300BTYBaHHi.

dapmakoTepaneBTHYHA rpyna. Kom6iHoBaHi npenapaTH, SIKi MiCTSITh KOPTUKOCTEPOIAX Ta
npoTUMiKpOOHi 3acobu. [JekcaMeTa30H Ta MpoTUMikKpoOHi 3acobu. Kog ATX S02 C A06.

PapmakonoziuHi e1acmueocmi.

®apmakoduHamika.

MexaHi3M gil

LIi BymrHi Kpanii MicTATh TPOTUMIKPOOHHUY 3acib Knacy GTOPXiHONOHIB - IIUIPOQIOKCALIKH.
MexaHi3M aHTHOaKTepianbHOI Ail HunpodIokcanuHy 00yMOBIeHUH 3[aTHICTIO MPUTHIYYBaTH
tonoizomepasy Il tuny (JHK-ripa3y) i TomoizoMepa3y IV, sKi € BaxKIMBUMU OJ151 OaraThoX MIPOIECIB
xkutTeBoro mukiny [THK, Takux sk pemnmikalis, TpaHCKPHUIILis, penapaliis i pekombiHaris.

3a3BuYail 4yTIUBi BUOU MiKPOOPTaHi3MiB IIPU rOCTPOMY CEPEIHbBOMY OTHUTI IpH IyHTI 6apabaHHOI
IIepeTUHKM: aepo0Hi rpaMno3uTuBHI MikpoopraHi3mu [Staphylococcus aureus (4yTnuBi mo
MeTUIUITIHY), Streptococcus pneumoniae]; aepoOHi rpaMHeraTHBHI MikpoopraHiamu (Haemophilus
influenzae, Moraxella catarrhalis, Pseudomonas aeruginosa).



Bupu, ki MoXKyTb HaOyBaTH Pe3UCTEHTHOCTI: aepO0Hi rpaMIIO3UTHBHI MiKpOOPraHi3Mu
[Staphylococcus aureus (pe3UCTEHTHI 0O METULUIIHY)].

3a3BuYal 4yTIUBI BUOU MiKPOOPTraHi3aMiB IIpX rOCTPOMY 30BHILITHEOMY OTUTIi: aepoOHi rpaMIIO3UTUBHI
Mikpooprauismu [Staphylococcus aureus (4yTiauBi 10 METUIMIIHY)]; aepo6Hi rpaMHEraTHBHI
Mikpoopranidmu (Pseudomonas aeruginosa).

MexaHi3M [il KOPTEKOCTEPOIAYy AeKcaMeTa30HY Ille 0CTaTOYHO He BCTaHOBJEHU. [IpoTe Bigomo, 1110
KOPTHUKOCTEPOIAY 3B’I3YI0THCS 3 PELleNITOpaMy B IIUTOIIa3Mi, 3[iliCHIOIOTh TPAHCJIOKAIIii0 B IAPO 3
TIOMIAJIBIIINM 3B’SI3YBaHHSM 3 KOPTUKOCTEPOINOYYTIMBUMU €JleMEHTaMH Ha
KOPTHKOCTEPOIMOUYTIUBUX reHaX. BimoMo, 1110 KOPTHKOCTepOoiny 30imbIIyI0Th TPAHCKPHUIIIIII0
IIPOTHU3aMaNbHKUX GiIKiB, @ TAKOXK MPUTHIYYIOTh €KCIIPECiio MeKiMbKOX 3araabHUX I'eHiB.
[TpoTu3ananbHa aKTUBHICTh leKCaMeTa30Hy MIpuOIU3HO B 25 pa3iB CUJIbHIIIA, HiXK TiAPOKOPTHU30HY.

dapmakoKiHemuxka.

Luno QO@J’IOKC&HI/IH

BcmoxkmyeaHHA. PiBHI umpodIoKcalluHy B IJIa3Mi Jy2Ke HU3bKI ITiC/IsT MiCIIEBOT0 3aCTOCYBAHHS y
ByxXa 1031 KoMOiHOBaHOT0 npenapaty 3 Mr / 1 Mr, BYIIHUX Kpalesb, CyCIeH3il, y NallieHTiB IUTIY0T0
BiKy. Ilicns 3akamyBaHHS 10 4 Kparii B KOXHe Byx0 (ekBiBaseHTHO 0,84 Mr nunpogioKcauuHy)
IiKOBi KOHIeHTpalii iunpodnokcauuny (C,,,) HocAaranucs npotsaroMm 1 roguHu i Oyau B Aiama3oHi Bifg
MeHII HiXK 0,50 #r/™Mn go 3,45 Hr/Mn i3 cepegHim moka3HukoMm C, .. 1,33 ur/min. [licnsa pocsaraenss C,,,
BUBe[leHHS IUIPOo(dIIOKCaIMHY 3 IJIa3MU BiOyBa€ThCS 3 IePiofoM HaliBpo3mnaay IpubIru3Ho

3 rofuHY, 110 € aHAJIOTIYHUM TaKOMY ITOKa3HUKY Y HOPOCIIUX IiCJIs TepopasbHOl J03H.

Po3nodia. [locnigKeHHS Ha TBapHHAX CBi4aTh, 10 HUIPOMIOKCALMH POIMOTINIETLCS MO BCIiX
OCHOBHUX OpraHax i TKaHMHax. HaWBuII KOHIIEHTpAaIlil, SIK IPaBUJI0, HOCSATAIOTHCS B IEUiHIN Ta
HUpKax. HU3bKi KOHIIeHTPaIllil Bif3HAYar0ThCSI B MO3KY, XKUPi i KicTKax. 30i/bIIeHHS 003U MPU3BOOUTH
0 IIPOTIOPIIiHUX 30i/blIeHh KOHIIEHTPAllil B TKAHWHAX. Po3moin i emiMiHalis pagioak THBHOCTI
CXOXKi IicyIg ogHOPa30Boi i MoBTOpPHUX 003. LlunpodaokcalH He 3B’SI3yEThCSI eKCTEHCUBHO 3 OinKamu
IIJIa3MH.

HunpodnokcanyH BUAINABCSA 3 MOJIOKOM Y TBapHH B Iepiof nakTaiil. [IpucyTHiICTh pagioaKTHBHOCTI B
MOJIOLIi ITOB’I3aHa HacaMIlepe[ 3 IPUCYTHICTI0O He3MiHEeHOr0 BUXIHOrO IIpenaparTy. BaritHum
TBApPUHAM BBOAMIH ' C-IMIPOQIOKCAIMH, PafioaKTUBHICTh PO3MO/IIANACS Ha IJIifl, ajne Ha Giyb
HU3bKUX PIBHAX, HiXK Ti, 1[0 CIIOCTEpiraaucs B Ijia3Mi MaTepi.

FiompaHcgpopmauia. Metabonizm nunpodaokcauHy CX0XuM y TBapuH i moguuu. L{unpodnokcanus
HEEKCTEHCUBHO MeTa0o0J1i3yeThCS Ta BUBOAUTHCS, TOJIOBHUM YMHOM, i3 cedelo y He3MiHeHOMY
Bursaai. Meta6os1i3M pU3BOAUTE [0 MOSIBU MeTabo0IiTiB 3i 3HAYHO MEHIIO0 MiKpo6iolIoriuHoI0
aKTUBHICTIO, HiX y BUXIIHOTO penapary. Y OOCIigXeHHIX in vitro y TBapuH i B MiKpocoMax MeYiHKU
JIOAVHY 1unpodIokcauH npurHivyBaB OioTpancdopmariiio 3a gormomoroio CYP1A i CYP3A
muroxpoMy P450. B3aeMopii Mix nikapcekuMu 3acobamu 6y IPOOeMOHCTPOBaHI OIS OeKimbKoX
crenu(pigHMX IMpenapariB Mic/Is CyMiCHOTO 3aCTOCYBaHHS 3 IUIPO(IIOKCAIMHOM BHYTPIITHEOBEHHO i
nepopasbHo. JlesKi 3 IUX B3aEMOZiH Oyu 0B’ g3aHi 31 37aTHICTIO IUIIPOGIOKCAIMHY IPUTHIYYBaTH
6ioTpaHcdopmariii, ski BinOyBaioThCs 3a y4acTio i3opepmenTiB P450 CYP1A i CYP3A.

EnimiHauis. Tunmpodnokcaliud BUBOOUTHLCS 3 Ce4el0, KajoM i XKO0BYI0. Y TBapHUH ITiCs
BHYTPIIIHEOBEHHOT0 3aCTOCYBaHHSA 51% 03U BUABNSAETHCA B cedii47% - y dhekanmisx. Y TBapuH i
JIIOOUHU €KCKpellisl € OCHOBHUM IUISXOM efliMiHallil. [cTOTHOI eHTeporenaTi4yHol UUPKYIALl He
BiI3HAYAJIOCS Y TBAPUH.



Himu. Tlicnsg omHOPa30BOr0 3aKallyBaHHS 110 4 Kparuti B 06uaBa Byxa (8 Kpamenb) y OiTell cepengHs
nj1a3MoBa KoHneHTpania C,,, nunpodokcanuny ctaHoBuna 1,33 + 0,96 ar/mi. [licng mporo
KOHIIEHTpalligd UIpodIoOKCcaluHy 3MEeHIIyBaiacs i He mifysArana KilbKiCHOMY BU3HAUYEHHIO

(< 0,50 Hr/™Mn) yepe3 6 TOOUH MiCI BBEAEHHS [03H, 1[0 BKa3y€ Ha HU3bKUU CUCTEMHUU BIIJIUB.
Cepenns kounenrpatisa C,,, munpodnokcauuny (1,33 #r/min) B ~570 pasiB MeHIIIa, HiX cepemHs
KoHIeHTpalis C,,,, 760 HT/MII, IPO Ky MOBigOMIISIIIOCS IiCIIST TepalleBTUYHOI TepopaibHOl 103U
nunpodokcanuay 250 Mr y [OpoCiIux fociigKyBaHux. CepenHe 3HauYeHHA t,, TUIPOQIOKCALIUHY
CTaQHOBUJIO IPUOIM3HO 3 TOAUHHY, 110 € aHATOTiYHUM TaKOMY IMOKa3HUKY V TOPOCIIUX IiCIIs
nepopasnbHoi f03u. CUCTEMHUM BIIUB IIUIPOQIIOKCALIMHY, IKAW CIIOCTepiraBcs B KITiIHIYHUX
MOCITiIKEeHHSX ITiCJIs MiCLIEBOTO 3aCTOCYBaHHS Y Byxa, 0YB MakKCHMaJIbHUM Y OiTel, XBOPUX Ha
roCTpuy cepenHiit otut npu myHTi 6apabaHHOl IePEeTUHKY, Yepe3 HasBHICTh IIyHTa 6GapabaHHOI
nepeTuHKH 6e3 oTopei. He 04iKy€eThCS, 1110 CUCTEMHUM BIIJIUB HUMTPOGIOKCAIIMHY Y XBOPUX Ha
TOCTPU 30BHIILIIHIN OTUT IiC/IS MiCLIEBOTO BYIIITHOTO 3aCTOCYBaHHS Oynie BUIIMM, HiXK y XBOPHUX HiTeH 3
myHTOM OapabaHHOI IEPETUHKY, Y 3B’93Ky 3 HU3bKOI0 0i0IOCTYIIHICTIO MiClIeBUX IIpenapaTiB 4yepe3
HeYIIKO[XXKeHy 0apabaHHY TepPETHUHKY.

IekcamMeTa30H

BcmoxkmyeaHHA. PiBHI feKcaMeTa30HY B IJ1a3Mi Jy2Ke HU3BKI ITiCJIg MICIIeBOT0 3aCTOCYBaHHS y ByXa
1o3u KoMOiHOBaHOTO Ipenaparty 3 Mr / 1 Mr, ByIIHUX Kpalleslb, CyCIeH3ii, A Mal[i€HTiB UTIY0T0
Biky. Ilicns 3akanmyBaHHA 10 4 KpaIllsli B KOXHe ByX0 (ekBiBasieHTHO (0,28 MI 103U JeKCaMeTa30HY)
MiKOBi KOHIIEHTpallil fekcaMeTa3ony (C,,,,) AOCATanuCs NPOTIroM 1 TOOuHYU i3 cepemHiM TOKa3HUKOM
Crax 0,09 ar/Mn. Ilicns gocsruenHs C,,,, BUBeeHHS IeKCaMeTa30HY 3 IIJla3MU BiiOyBa€eThCS 3
nepioloM HamiBpo3mnaay npubIU3HO 4 TONUHM, 110 € AHAJIOTIYHUM TAaKOMY ITOKA3HUKY Y MOPOCITIUX
IIiC/IsI IepOopasnbHOl IO3H.

Po3nodia. CepepnHiit 06’em po3nominy y moguuu Big 0,576 mo 1,15 n/Kr. ¥ TBapuH KOPTUKOCTEPOiou
PO3MOIIIAIOTECS B M'43H, II€YiHKY, IIKIPY, KUIIEYHUK | HUPKU. Y LIypiB JeKcaMeTa30H IIPOHUKAE
yepe3 IJIalleHTy, ajle piBHI B IJ1a3Mi KpOBI y IJIOfa HAXK4YEe MaTEPUHCHKUX PiBHIB. [lekcaMeTa30H
TaK0Xk IIPOHUKAE B IPyOHE MOJIOKO, ajie B He3Ha4HiX KinbKocTi. [Tpubnusno 77-84 % mekcameTa3oHY
3B’SI3YETHCST 3 CUPOBATKOBUM aIb0yMiHOM.

BiompaHcgopmauia. OCHOBHUY CIIOCiO BUBEJEHHS JeKcaMeTa30HY - MeTaboJ1i3M y MeviHITi.
[Tpubnu3no 60 % mo3u y MOOUHN BUSBIISETLCS B Cedi y BUTIAMI 6-(6eTa)-TigpoKCcHOeKcaMeTa3oHy,
Ipu 11boMy 6-(6eTa)-rigpokcu-20-OUriTpoOKCUMETA30H TAaK0XK BBAXKAETHCS BaXKITUBUM CEYOBUM
MeTabomiToM. BuxigHuit nekcameTa3oH y cedi He OyB BusiBneHui. OcHoBHUY i30epmeHT P450,
BifmoBiganbHUi 3a 6ioTpaHcopMariii gekcamerasdony, - CYP3A4. KiipeHc fekcaMeTa30Hy y IOOUHA
ctanoButh 0,111-0,225 n/rom/Kr, KiHlleBUY Mepion HamiBBUBeOeHHS - 3-4,7 roguHu. MeTaboii3m
IeKCcaMeTa30HY iHOYKYEThCS MMPOTHCYIOMHUMHY 3ac00aM¥u i MPUTHIUYETHCS i30HIa3UAOM Ta MOTYKHUM
inri6iTopom P450 CYP3A4 iTpakoHa3050M.

Himu. TTicns ogHOPA30BOI0 3aKanyBaHHA 110 4 Kparyii B 06uaBa Byxa (8 Kparmens) y oiTel cepenHs
Iyla3MoBa KoHUeHTpauis C,,, Aekcameta3ony cranosuia 0,90 = 1,04 ur/mn. Iliciag uporo
KOHIIEHTpAlligd feKcaMeTa30Hy 3MEeHIIYyEThCS 1 He Mifarae KiibkiCHOMy Bu3HaueHH0 (<0,05 Hr/Mn)
yepe3 6 rOOuH IiCg BBeOEeHHS [03H, 1110 BKa3y€e Ha HU3bKUM CUCTEeMHUY BIIUB. CepenHs
KoHIeHTpalisa C,,, nekcameta3ony (0,90 ur/min) B ~8,8 pa3a MeHIla, HiX cepegHs KoHIeHTpauis C,,,
7,9 HT/MJI, TIPO Ky IOBIOMIIAIOCS TIiC/IS IepopaibHOl 103U AeKcameTa3oHy 0,5 MT ¥ HOpOCINX
mocnigxyBaHuX. CepenHe 3Ha4eHHS t,, HeKcaMeTa30Hy CTaHOBUIJIO IPUOIN3HO 4 TONUHY, IO €
aHaJIOTIYHUM TaKOMY ITOKa3HHUKY Y HOPOCIIUX IiCA IepopaibHol f03u. CUCTEMHUY BIJINB
IeKcaMeTa30Hy, IKUH CIIOCTepiraBCcsl B KJIHIYHUX JOCTIIXKEHHX IiCJIg MiCLIeBOTO 3aCTOCYBaHHSA Y
ByXa, € MAKCUMaJIbHUM Y [iTel, XBOPUX Ha TOCTPUU CepeHill OTUT IpH MyHTI 6apabaHHOI



IIepeTUHKHY, Yepe3 HasABHICTh IIyHTa OapabaHHol nepeTuHKY 0e3 oTopel. He ouikyeThcs, 110
CHCTEMHUU BIIJIUB IeKCaMEeTa30HY Y XBOPUX Ha FOCTPUM 30BHIIIHIN OTUT IiC/ISA MiCIIEBOTO BYIIHOTO
3aCTOCyBaHHS Oyme BUIIUM, HiXK y XBOPUX [iTel 3 mIyHTOM OapabaHHOI IepeTUHKY, ¥ 3B’I3KY 3
HU3bKOI0 0i00OCTYIIHICTIO MiCclleBUX ITpelapariB uepes3 HeyIKomxKeHy 6apabaHHy IEPETUHKY.

KrinigHi xapaKTepUCTHKH.
IToka3zanus.

['ocTpu#l OTUT 30BHIIITHBOTO ByXa, @ TAKOXK TOCTPUM OTUT CEPEIHBOTO ByXa 3 OpeHaxkeM
yepe3 TUMIIAaHOCTOMIUHY TPYyOKy, CIPpUUYMHEH] IITaMaMyu 6aKTepil, 9y TIIUBUMU 10
IIUTIPOQIOKCALINHY.

IIpomunoka3aHHA.

linepuyTnuBicTh KO IUIPOQIOKCALMHY, IHIIUX XiHOJIOHIB, JleKcaMeTa30Hy a00 0o OyOb-IKUX
MOIOMIKHUX PEYOBHH, III0 BXOISTH [0 CKJIAAY JiKapChKOro 3acoly.

BipycHi (HanmpuKiag, BiTpsiHa BiCIla, IPOCTHM repliec) Ta 'PpUOKOBI BYIIHI iH(peKITl.

B3aemodin 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.
He npoBogumnocs mocrnifxeHb JIiKapChbKUX B3a€EMOZIN IIpenapary.

[Ticns MicieBOT0 3aCTOCYBaHHS IIpemapary y Byxa y miTed 3 uryHToM OapabaHHOI TepeTUHKU
CIIOCTepiranucs HU3bKi KOHIIEHTPallil B M1a3Mi nunpodnokcanuny (= 0,50 Hr/MII) Ta feKcaMeTa30Hy
(= 0,05 Hr/™Mm) yepe3 6 roguH Mmicisg BBeeHHS f03U. byB 3po0ieHui BUCHOBOK IIPO MaJIOMMOBIpHICTh
KJTIHIYHO 3HAUyIUX (hapMaKOKiHETUUHUX JTiKapChKUX B3aeMOZil mumnpodiokcaiuny abo
IeKcaMeTa30HY 3a IOIIOMOTr0i0 3B’si3yBaHHS Oifika abo 3a ydacTio MeTaboniamy P450 3 cynyTHiMU
ImpernapaTaMu ITiCJIsl MiCIIEBOTO 3aCTOCYBaHHS y ByXa.

OpHak Oys10 MoKa3aHo, 1[0 CUCTEMHE 3aCTOCYBaHHS IesTKUX XiHOJIOHIB MigCuIoe epekT
IIepPOpPaIbHOTO aHTUKOATYISHTY BapdaprHy i #0T0 MOXigHUX, BUKIIUKAE TPAH3UTOPHI MigBUILIEHHS
KpeaTHHIHY B CUPOBATLi y XBOPUX, sIKi OMHOYACHO IIPUUMAaIOTh IIUKJIOCIOPUH.

Byno mpomeMoHCTPOBaHO, 110 3aCTOCYBaHHS LUMIPOQIIOKCAIIMHY BCepenuHy iHribye izohepmeHTH
CYP1A2 i CYP3A4 nutoxpomy P450 i 3minioe meTabomi3zm MeTunkcaHTuHy (Kodein, Teodinin). [Ticns
MiCIIeBOTO 3aCTOCYyBaHHS Y ByXa KOHIIEHTpaIlil HUNIPO(MIIOKCAMHY B I1J1a3Mi HU3bKi i MaTOMMOBIPHO,
110 B3aEMOZis 3 y4acTio MeTabosniamy P450 i3 cynyTHIM IpemnapaToM IIpH3Befie [0 KIIiHiYHO
3HAQUYIUX 3MIH I1JTa3MOBUX PiBHIB METUJIKCAHTHUHY.

Oco6 1ueocmi 3acmocye8aHHs1.



Lle#t mikapchKuy 3acib Mpu3HaYeHU TiIbKYU AJIS BYIIHOTO 3aCTOCYBaHHSA. BiH He Mpu3HaYeHUN A7
3aCTOCYBaHHS B 04i, BAKOPUCTAHHS Y BUTJIAAL iHTanALii abo in eKii.

AK110 oTopest 30epiraeThCs Micis MOBHOTO KypCy Teparril abo sIKIo aBa abo Ginblile emi3ofiB oTopel
BUHUKJIU IIPOTSATOM 6 MicCs1IiB, PEKOMEHIYEThCS MOAaIbIe 00CTeKEHHS /15T BUKIIIOUeHHSI OCHOBHOTO
3aXBOPIOBAHHS (X0J€CcTeaToMa, CTOPOHHE Tijio ab0 MyXIUHU).

4K i mpu 3acTocyBaHHi iHIMMX aHTUOIOTUKIB, TpUBaJe TiKyBaHHS HaHUM IIPerapaToM MoxKe
IPU3BOIUTH [0 IiIBUILIEHOT'0 POCTY HEUYTIMBUX OPraHi3MiB, BKITI0Yaouu 6aKTepiaabHi MTaMHy,
Opixmxi Ta rpubu. Y pasi cynepindexiii citig TpUIMHUTH 3aCTOCYBAHHS IIpenapaTy Ta po3modyaTh
BiATIOBigHY Teparito. AKIIO Mic/ig OQHOTO TUXKHS JIiIKyBaHHS 30epiratoThCs AesiKi CHMIITOMH,
PEKOMEHIYEThCS MOAabIlla OLliHKa [JIs IePEeOI[iHKY XBOpoOH i JIiKyBaHHS.

[Tpo cepiio3Hi, iHOMI TeTanbHi peakiiil rinepyyTnuBocTi (aHadinakcisa), fedki 3 IKuX BUHUKaIM Iicis
IepIoi 03U, TOBIAOMIISIOCS Y MAIiE€HTIB, AKi OTPUMYIOTh CUCTEMHI XiHONOHHU. [lesKi peakiiil
CYIIPOBOOXKYBAJIUCS CEPLEBO-CYOUHHOI HEJOCTATHICTIO, BTPATOK CBIAOMOCTI, aHTI0HEBPOTUYHUM
HaOPSKOM (BKJTIOYAIOYM HAOPSIK ropTaHi, TIOTKH a00 061u4Ysi), 0OCTPYKITE€I0 OUXaIbHUX IIISIXIB,
3a[IUIIKOI0, KPOIIMB SHKOIO Ta cBepOexkeM. JIiKyBaHHS ITperapaToM CJIifi IPUIMHUTH TP eIk
IOSIBi LIKipHOTO BUCHIY a0 iHIIKMX 03HaKax rinepuyTnuBocTi. Cepio3Hi rocTpi peakiii
rinepyyTIMBOCTI MOXKYTh BUMaraTy HerallHOTO HaJaHHS HeBigKiamHol monomoru. Ciin
3aCTOCOBYBaTH KHMCEHD i 3a0e3meyyBaTy NPOXiAHICTh OUXaTbHUX IUISXIB 3@ KJIIHIYHUMUI
nokKa3aHHSIMU. [Ipu 3acToCcyBaHHI CUCTEMHUX (DTOPXiHOJIOHIB, BKJIIOYaI04YH IUIIPO(IIOKCAIIUH,
MOZKJIMBe 3alajleHHs i pO3PUB CyX0KHUJIb, 0COOIMBO Y JITHIX MAIi€HTiB i Y TUX, XTO JIKYETHCS
KOPTUKOCTepoigaMu. JIikyBaHHS JTiKapchKuM 3aco6oM Liunpodapm® JleKc CIif NIPUIHHATH IPK
[IepIINX O3HaKaXx 3allaJIeHHS CyXOXKUJIb.

KopTukocTepoinyu MOXKYTh 3MEHIIIYBATH OIIIp i CIpUsTY BUHUKHEHHIO 0aKTepialbHUX, BipYCHUX,
rpubkKoBux iHpeKLi a0 MacKyBaTH KIiHiYHI 03HaKM iHQEKIIi], epenkoakanyiy BUIBIEHHIO
Hee(eKTHBHOCTI aHTUOI0THKIB, a00 MPUTHIYyBaTH peakllil MigBUIIEHO]l YyTAUBOCTI O KOMIIOHEHTIB
JIiIKapChKOT0 3aco0y.

[Tpu cucTeMHOMY Ta MiClleBOMY 3aCTOCYyBaHHI KOPTUKOCTEPOI/IiB MOXKIINBI po3iangy 30py. AKIIO0
TALliEHT Ma€ Taki CUMIITOMH, SIK PO3MHUTICTh 30py abo iHIIi mopyuIeHHs 30PY, HOT0 CJIifl HallpaBUTH [0
odTampMoIiora ISl OIiHKY MOXKJIMBUX IIPUYHUH, SKi MOXKYTh BKJIIOUATH KaTapaKTy, rIaykKoMy abo Taki
pigkicHi XBopoOH, SIK IeHTPaIbHa cepo3Ha xopiopeturomatis (IICXPII), ski cmocTepiranucs micius
3aCTOCYBaHHS CHCTEMHHUX Ta MICI[eBUX KOPTUKOCTEPOIMiB.

e nmikapchkuit 3acib MiCTUTh O€H3AIKOHIIO XJIOPHU, STKUH BUKIIMKAE ITOAPAa3HEHHS Ta MOXKe
CIIPUYUHUTHY IIKipHi peaxiiii.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
BariTHicTb

OckinbkM He IPOBOOUIIKCS OOCHiIXKeHHs KoMOiHallil unmpodIoKcauHy Ta JeKCaMeTa30Hy Ha
TBaprHax a6o [o0pe KOHTPOIbOBaHi JOCII?KeHHS 3a y49acTIO BariTHUX XiHOK, Llunpopapm® Jlekc He
CJIifl 3aCTOCOBYBATH IIifl 4acC BariTHOCTI. [Ipru3HayeHHs UX IpenapaTiB MOXKI/IMBE TUIbKU B TOMY
BUIAOKY, KOJIM IIOTEHIIiiiHA KOPUCTH [JIS BariTHOI BUNIPABAOBY€E NOTEHIIMHUY PU3UK [AJIA IIJIOAA.
JlakTarlisa

HunpodrnokcanuH i KOPTUKOCTEPOIAY IIPOHUKAIOTh B IPYAHE MOJIOKO IIiCJIS IIepPOpaIbHOTO



3acTocyBaHHS. HeBimoMo, 41 MOXKe MiCIleBe 3aCTOCyBaHHS Mpernapary COPUUYUHSATH CUCTEMHY
abcopOirito, OCTATHIO /IS MIOSIBM BU3HAYYBAHUX KiJTbKOCTEH IpemapaTy B rpymHoOMy Mosoli. He
MOXKHa BUKJIIOYATH i pU3UK [JI1 HEMOBJIAT, 10 3HaXOOAThCSA Ha I'PyIHOMY BUTOAOBYBaHHi. Crif 3
00epexkHiCTI0O 3aCTOCOBYBATH JaHUM IIpelaparT XKiHKaM 5IKi TOIyI0Th TPYAOIO.

D®epTUILHICTD

HeMae maHuX 1po BIJKB npenapaty Lunpodpapm® ekc Ha GepTUIbHICTh MOAUHK. [JOCTiIXKeHHs Ha
TBapUHaX 00 3aCTOCYBaHHS TOIMIYHUX AepMaslbHUX IIpernaparTiB CBif4aTh PO BIJIUB Ha YO0JIOBidi
CTaTeBl OpraHu IIpy TPUBAJIOMy 3aCTOCYBaHHI IeKCaMeTa30HY y BUCOKUX H03aX. PernponykTuBHI
IOCIiKEeHHS, TPOBeeHi Ha TBapUHAaX B [103aX, AKi B 6 pa3iB NepeBULyBald 3BUYalHy IOAEHHY N03Y
71 JTIONUHMY TIPYU IIepOopabHOMY 3aCTOCYBaHHI, He BUSBUIM [I0Ka3iB MOPYyIIeHHS (GepTUILHOCTI.

30amHicmb 8niueamu Ha weudKicme peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

Iunpodapm® [ekc He BIIMBaE ab0 Mac He3HAYHMM BIIMB Ha MIBUAKICTH peakilil Ipy KepyBaHHi
aBTOTPaHCIOPTOM a00 poOoTi 3 iHMKUMHU MeXaHi3Mamu (IuB. po3[in «[To6iuHi peakmii»).

Cnoci6 3acmocyeaHHss ma do3u.

Iopocni

4 KpaIllsli B 30BHIIIHIN CTyXOBUY NIPOXi ypaxkeHOro Byxa (ByxX) [Bidi Ha OeHb IIPOTATOM 7 OHIB.
iTH

Byna npomemMoHCTpOBaHa e(peKTHBHICTh Ta Oe3meKa 3aCTOCYBaHHS IIbOT0 IIpenapaTy OiTaM 3 6
MicsLiB [JIs TiKyBaHHS TOCTPOTO CEPENHBOI0 OTUTY NPHU UIyHTI 6apabaHHOI mepeTHHKHU i 3 1 poky s
JIiIKYBaHHSI TOCTPOT'0 30BHIIIHBOTO OTHUTY (OUB. pOo3Ain «[IiTu» A/ 3aCTOCYBaHHS AiTAM BiKOM [0

6 Mics11iB TpX TOCTPOMY CEPEIHbLOMY OTUTI IIPH IIyHTI 6apabaHHOI MEPETUHKU i OiTSAM BiKOM 0

1 poKy Ipy TOCTPOMY 30BHiIHbOMY 0THTi). IIumpodapm® [leKc MOKHa 3aCTOCOBYBATH B Till e [03i,
II0 1 JOPOCHUM.

[larien Ty JITHBOTO BiKY

B ninomy He crnocTepiranocs pisuutli B 6e3neni abo eeKTUBHOCTI IpenapaTy AJIs JIiTHIX MalieHTiB
Ta OOPOC/IMX IAllieHTiB MOJIOLIIOTO BiKY.

[lauieHTy 3 mopyuIeHHAM (QYHKII] HUPOK Ta MeYiHKU

[TeuinkoBa a0 HUPKOBA HENOCTATHICTD (c1abo abo MOMipHO BUpaXKeHi) He 3MiHIOIOTh
(bapMakoKiHeTHUKY ITUIPOGIOKCcaIuHy abo meKcaMeTa30HY IiCyIs CHCTEMHOTI'0 3aCTOCYBaHHS.

ITicst MiCIIeBOr0 3aCTOCYBaHHs BYLIHUX Kparnenb Lumpodapm® [JeKC y Byxa HeBeIHMKe 30iIbIIeHHs
T171a3MOBOI KOHIIEHTpallil unpodIoKcaluHy Ta JeKcaMeTa30Hy MOXKJIUBE Y Malli€HTiB 3 TAXKKOI0
HUPKOBOIO a00 NeYiHKOBOI Hel0CTaTHICTI0. OfHAaK, OCKiIbKY CUCTEMHUI BIJIUB IUIPOGIOKCAIIUHY
abo mexcaMeTa30Hy HU3bKUY IiCJIs MiCLIeBOTO 3aCTOCYBaHHS Y Byxa, Oynb-sike 30i/bIIeHHS
CHCTEMHOI KOHIIeHTpallil BHACIIIOK HUPKOBOI a0o MmeuyiHKoBol nuchyHKII1 Oyae SK i paHilie 3HaYHO



HUX4e KOHILIEHTpalii B I1a3Mi, sika obpe MepeHOCUTHCS HiTbMU i JOPOCIUMH TiCTIs IIePOPaIbHOT0
a00 BHYTpIIIHbOBEHHOTO 3aCTOCYBaHHS Y PEKOMEHIOBAHUX N03aX.

[TauieHTaM 3 nopyieHHAM QYHKIIII HUPOK ab0 medinKy mifbip mo3u He MOTPiOHUM.

Cnocib 3acTocyBaHHS

TinpKY [j1d 3aCTOCYBaHHSA Yy ByXa.

Crnip mpoiHCTPYKTYBaTH IMallieHTiB IP0 HEOOXiAHICTE Iepef 3aCTOCYBAHHSIM €HEPTifiHO CTPYIIYBaTH
¢dnakoH. CycmeHsito ciif 3irpitu, TpuMaioyu HakoH y pylli MPOTATOM AEKiNTbKOX XBUIIUH, 1100
YHUKHYTH 3allaMOPOY€eHHSs, sIKe MOXKe BUHUKHYTU B Pe3yJIbTaTi 3aKallyBaHHS X0JIO0OHOI CyCIeH3il.
[TamieHT OBUHEH JIeXKaTH BpaXkKeHUM BYXOM AOTOPH, KpaIlli C/Iifl 3aKalyBaTH, BiITATHYBIIN BYIIHY
pakoBuHYy. [lallieHTaM 3 TOCTPUM CepegHiM OTUTOM 3 HIyHTOM OapabaHHOI IEPETUHKY CIif 5 pasis
HaTUCHYTHU Ha KO3€JIOK BCEPeNuHy AJis IOJIEeTIIEeHHS IPOHUKHEHHS Kpalljli y cepefHe Byx0. Take
TI0JIOKEeHHS TIOBUHHO 30epiraTtrcs 61113bK0 5 XBUIMH [JIS MOJIETTIeHHS IPOHUKHEHHS Kparenb y
Byx0. [Tpu He0OXiIHOCTi IOBTOPUTHU B IIPOTUJIEXKHE BYXO.

[ITo6 monmepenuTy 3a0pyAHEHHS HAKOHEYHMKA Ta 00MeXUTHU PU3UK IPOHUKHEHHS OaKTepil,
HeoOXiTHO TOTPUMYyBaTHCh 00€PEeKHOCTI i He TOPKATHCS BYIIHOI PaKOBUHM a00 30BHIIIHHOTO
CJIyXOBOT'O ITPOXOy Ta MPUJIETINX [AiNSHOK, abo iHIIMX TOBEPXOHb HaKOHEYHUKOM (rakoHa. [1im yac
36epiraHHs ¢GIaKOH IOBUHEH OYTH IIiJTEHO 3aKPUTHUM.

Himu.

Besneka Ta eeKTHBHICTE TiKapchKoro 3acoly Liunpodapm® Jlekc He BCTaHOBIIEH] 71d AiTel
BiKOM 10 6 MiCSIIiB IIpH TOCTPOMY CEPEeIHbOMY OTHUTI 3 IIyHTOM OapabaHHOI TePeTUHKY i [
miTel BikoM [0 1 POKy 3 TOCTPHMM 30BHIIIHIM OTHTOM. 3a BUHATKOBHX 06cTaBuH Llunpodapm®
Ilekc MOXHa 3aCTOCOBYBATH B [laHil I'PYIIi AiTel MiC/is OyXKe pPeTeNlbHOl OI[iHKY JIiKapeM
KOPHUCTI i pU3UKY 3 ypaxyBaHHSAM TOT0, 110 KJTiHIYHUAM AOCBif HEAOCTaTHIN.

Ilepedo3yeanHsi.

[lepeno3yBaHHS IIpU MiCILIeBOMY 3aCTOCYyBaHHI Majo¥MOBipHO. OfHAK NPOKOBTYBAHHS JIiIKapPCHKOTO
3aco0y Liunpodapm® Jlekc, B pe3ybTaTi 40ro MoxKe BUHUKHYTH Nepeio3yBaHHs, ab0 TpUBaa
MiCIleBa Tepalmisl y ByX0 MOXke IIPU3BECTU OO CYIpecii rinotanaMo-rinodizapHo-HagHIPKOBOI
cucTteMu. X04a 3HUXKEHHS IIBUAKOCTI POCTY Yy OiTed Ta/ab0 MpUTHiYeHHS KOHIIEHTPAIlil KOPTU30JTy B
n71a3Mi Moxke OyTu GinbIl BUpPaXKeHUM ITiCJig iCTOTHOTO Iepefo3yBaHHs ab0o TPUBAJIOTO JiKyBaHHS
(HampuKiaf, KinbkKa Micsnis) mpemnapaToM lunpodapm® ekc, O4iKy€eThCH, 110 edekT Oyme
TPAH3UTOPHUM (Bifl JEKiTbKOX OHIB MO MEKiMbKOX THXKHIB) i 1erko 060poTHUM 6e3 MOBTOCTPOKOBUX
HACJIigKiB.

[Tpu BUnagKOBOMY NIPOKOBTYBaAHHI IIpenapaTy JIiKyBaHHS TOCTPOr0 IIepefo3yBaHHs, K IIPaBuUilo,
IIPOBOAMTLCS 3@ AOIIOMOTOI0 MiATPUMYI0Y0l Ta CUCTEMHOI Teparllil i MoxKe BKII04YaTu B cebe
HacaMIepen iHgyKIiio G/1I0BOTH i TPOMUBAHHS LUTYHKA.



ITo6iuni peakuii.

Y dazi II ra III kninivHUX KocHimxeHb KOMOiHALil TUIIPOQIIOKCAIMHY i JeKcaMeTa30HY y Gopmi
BYIIIHUX Kparmnesb oTpuMyBaiu 937 nauienTi. LIg KinekicTs BKitoyasna 400 maiieHTiB 3 TOCTPUM
CepenHiM OTUTOM 3 TUMIIAHOCTOMI€EIO Ta 537 MaIlieHTiB 3 TOCTPUM 30BHIMIHIM OTUTOM. [lari HaBeoeHOo
no0iyHi peakii, ki 0y/10 BUSBIEHO IIi[l Yac IIUX AOCTiAkKEHb.

['ocTpuyi cepenHii OTUT V OiTeN 3 TUMIIAHOCTOMIEI)

Huxue Bka3aHi moOiuni peakuii Bunukanu y 0,5 % abo Oinbie marieHTiB 3 nedpexrom 6apabaHHOI
TIePETHHKH.

[TobGiuyHa peakiris Jactota (N = 400)
[rckomMdopT y ByCi 3,0 %
Binb y Byci 2,3 %
Ocap y BycCi (3a7TMIIKOBU) 0,5 %
[Togpa3nuBiCTh 0,5 %
3MiHa CMaKy 0,5 %

Y opHOro matlieHTa crocTepiranucs: 6710Kafga TUMIAHOCTOMY, CBePOiXK y ByCi, TUHITYC, KAHAUI03
POTOBOI MMOPOXKHUHY, TJIa4, 3alIaMOPOYEHHS Ta EPUTEMA.

CocTpuyi 30BHIIIHINA OTUT

Huxue BKa3aHi nobiuni peaxiii Bunukanu y 0,4 % abo Oinbie maifieHTiB 3 fedhexkToM 6apabaHHOI
TIEPETHUHKH.

[ToGiuHa peakIrist Hactora (N = 537)
CBepbix y BycCi 1,5%
By1Hi BULITIEHHS 0,6 %
BTopuHHa (onopTyHiCTHYHA) BylIHa iHpeknisa (0,6 %
3acrii1 y Byci 0,4 %
binb y ByCi 0,4 %
EpurteMma 0,4 %

Y ogHoOro mauieHTa CocTepiramucs: GUCKOM(OPT ¥ ByCi, MOTIpIIeHHS CIyXy, BiTUyTTS MOKOJIOBaHHS
y ByCl.

Huxye3a3HaveHi no0iuHi peakilil BUHUKaIN MiJ 4ac IPOBEEHHS KITiIHIYHUX NOCTIIXKeHb Ta
IIOCTMapKeTUHTOBOTO nepiony. [To6iuHi peakiril kitacudikoBaHi 3a cCUCTEMaMU OPTaHiB Ta YaCTOTOIO
TaKUM YUHOM: AyKe 4gacTo (= 1/10), gacto (= 1/100 mo <1/10), mHeyacTo (= 1/1000 go <1/100), pigko
(= 1/10000 mo <1/1000), oyxe pigko (<1/10000) abo HEBimOMO (HEMOKIIMBO OLIHUTH 3@ HAsIBHUMU
OaHuMU). Y MexKax KOXKHOI rpynu 1nobiuHi eeKTH IpeacTaBieHi y MOPSIOKY 3MEHIIEHHS 1X CTYIeHs



TS2KKOCTI.

3 60Ky opaaHie 30py: HEBIIOMO - TOMYTHIHHS IIOJIS 30DY.
IHpekuii ma iHeasii: He4acTo - KaHAUI03.

3 60Ky imMyHHOI cucmemu: HEBIOMO - TiIEPYYT/IUBICTb.

3 60Ky Hepsosoi cucmemu: HEYACTO - TapecTesil (A3BiH y Byxax), Ijay; pPifko -
3aIaMOPOYEeHHSs, TOJIOBHUM Oiflb.

3 60Ky opeaHie cayxy ma eecmubyasapHo20 anapamy: 9acTo - Oi/ib y Byxax; He4acTo -
nuckoMdOopT y ByxaX, 3aKIafeHiCTh ByxXa, 0Topesi, cBepOix y Byci, rpuOKOBi iH(eK1Iii Byxa;
PiAKO - TYTOBYXICTb, IIyM y ByXax, 3aJIMIIOK IpenapaTy; HeBiIOMO - MPUIYX/IiCTh BYIIHOI
PaKOBUHU.

3 60Ky cyOuH: HEYACTO - IIPUILIUBYU KPOBI.
3 60Ky W.AYHKOBO-KUWKOB020 Mpakmy: He4acTo - OJTI0BaHHS, TUCTEB3is.

3 60Ky wKipu ma nidwkipHoi mKaHuHu: HEY9aCTO - eKCPoJialis WKipy; pigKo - epUTEMATO3HUU
BUCHII.

3azanvHi po3nadu ma nopyweHHs y Micui 66e0eHHA: He4acCTO - OKJII03isg MPUCTPoio (06CTPyKIis
myHTa 6apabaHHOI TePeTHHKHU), IPaTiBIUBICTE, BTOMA.

Omnuc oKpeMux MoOiYHUX peakilin

Cepii03Hi, iHOfI JTeTaNbHi peakiil rinepyyTanBOCTi (aHadinakcia), gesKi 3 AKX BUHUKAJIU MiCs
IIepIIoi JO3HU, CIIOCTepiranucs y NalieHTiB, IKi OTpUMYyBaJid CUCTEMHI XiHOJIOHHU.

IesiKi peakilii CynpoBOAXKYyBaIuCs CEPIIEBO-CYIUHHOI0 HEIOCTATHICTIO, BTPATOIO CBiIOMOCTI,
aHTiOHEBPOTUYHKM HaOpSIKOM (BK/II0Ual0Yy HabpsK ropTaHi, IIIOTKY abo 0611u4usi), 00CTPYKILE0
OVXaTbHUX OIISXiB, 3aQUIIKOI0, KPOIIMB THKOIO Ta CBepOexeM.

CnocTepiraBcsi po3BUTOK BTOPUHHOI iH(EKIIiI micis 3acTocyBaHHS KOMOiHallil cTepoifis i
IPOTUMIKPOOHUX 3aC00iB.

Y narnieHTiB, sKi OTpUMYyBa/Il CUCTEMHI (PTOPXIHOJIOHH, CIIOCTEPIraarucs pO3pUBHU CyXOXKUJINIA IIleda,
KUCTi, aXiJITOBOTO CyX0XKUJIIIS ab0 iHIUX CYX0XKUIIb, SIKi MOTpeOyBalIu XipyprivHoro BigHOBIEHHS a0
IIPU3BOIUIIY 0 TPUBaAOl HeHie3gaTHOCTI. [JOCTigXKeHHS i MOCTMapKeTUHTOBHU IOCBiT 3aCTOCYBaHHS
cuCTeMHUX (PTOPXiHOJIOHIB CBiqYaTh, 1[0 PU3UK BUHUKHEHHS TaKUX PO3PUBIB MoxKe 30i/IbLIyBATUCS Y
TALliE€HTIB, SIKi OTPUMYIOTh KOPTHKOCTEPOIAX, 0COOIMBO y MAIli€HTIB JIITHHOTO BiKY Ta IIPU BEJTUKOMY
HaBaHTAXEeHHI Ha CYXOXKWUJUIA, BKIIIOUAI0YY aXiJIJIOBE CYX0XUJIIA. [laHl KITIHIYHUX AOCIIAXKEHD 1
IIOCTMapKETUHI0BOI'0 3aCTOCYBaHHS HE IIPOAEMOHCTPYBAIU YiTKOT0 3B'I3Ky MiXK 3aCTOCYBaHHSIM
IUIPOoMIOKCALMHY V ByXa i MOPYIIEHHSIMH OTIOPHO-PYXOBOI CUCTEMU Ta CIIONIYYHOI TKaHUHH.

Oitu. [Tokasano, mo Lunpodapm® [ekc € 6e3nedHuM OIS AiTell BikOM Bif 6 MicsAIiB Ipu
JiKyBaHHI TOCTPOTO CEPENHBOTO OTUTY IIPU IIyHTI 6apaOaHHOI MEPETUHKH i OIS OiTel BiKOM
Big 1 pOKy mpu MiKyBaHHi TOCTPOTO 30BHIITHBOTO OTUTY. YacTOTa, TUII Ta TIXKKIiCTh IOOIYHUX
peaxiiy y giteu Taki X, 9K y JOPOCIIUX.



Tepmin npudamHocmi. 2 POKH.
TepMmin npupaTHOCTI micst po3KpUTTS Gakony - 28 mib.

He 3acTocoByBaTu npemnapar Iic/isl 3aKiHYeHHS TEPMiHY IPUOATHOCTI, 3a3HA4YEHOr0 Ha yIIaKOBIli.

YmMmoBH 30epiranHs. 36epiraTyd B OpUTiHaIbHIN YIIAKOBIN IpK TeMIepaTypi He Buiie 25 °C.

He 3amopoxyBaTtu! 36epiraTé y HemOCTYITHOMY [JiS AiT€M MicCIii.

YnakoBka. [1o 7,5 mn y ¢pnakosi. [To 1 ¢pnakony y maur.

Kareropis BignmyckKy. 3a pelenTtom.

Bupo6nuk. AT «®apmak».

Micue3HaxoI2KeHHsI BUPOOHHKA Ta MOr0 ajJpeca MicCIisi IPOBaIKeHHsI Tis/IbHOCTI.

Vkpaina, 04080, m. Kuis, Byn. Kupuniscbka, 74.



