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IHCTPYKIIA
AJIS1 MEUYHOI0 32CTOCYBAHHS JIIKAPCHKOI0 3ac00y

LUITPODAPM® TEKC
(CIPROFARM® DEX)

Cknao:

Oitoyi pewosunu: TANPODIOKCALNH; TEKCAMETA30H,

1 Mn npemapary MicTUTh nUOpodIoKcaluMHy rigpoxiopuay 3,5 Mr y nepepaxyBaHHI Ha
runpodiaokcamma 100 % 6e3BogaHy pedyouny 3,0 mr; aekcamera3oHy y mepepaxyBanHi Ha 100 %
cyxy peuoBuny 1,0 mr;

OONOMINCHI peyosuHu: TiIPOKCICTHIIIENI0N03a; OCH3AIKOHIIO XJIOPHI; HATPIIO aneTar, TPUTiIpar;
KHCIIOTA OLITOBA JILOASHA; HATPIIO XJIOPU; AMHATPIIO €leTaT; TUIIOKCAION; KUCIoTa OOpHa; BoJa /IS
1H’ €KIIIi; PO3YHH HATPIIO TIAPOKCUAY Ta/ab0 KUCIOTa XJIOPHUCTOBOJHEBA PO3BEICHA.

Jlikapcbka ¢gopma. Kparoti BymHi, cycrieHsis.
OcHosHi izuxo-ximiuni eracmusocmi: PidHA, IO MICTUTh YaCTHHKU OLIOro abo Maiike O110ro
KOJIbOPY, SIKI JIETKO CYCIIEHAYIOTh P 300BTYBaHHI.

®apmakorepaneBTHYHa rpyna. KomOiHOBaHi mpenapaTt, $Ki MICTSITh KOPTUKOCTEPOigH Ta
npoTuMikpoOHi 3acobu. Jlekcamera3on Ta mpotuMikpoOHi 3acodu. Kox ATX S02 C AQ6.

Dapmakonoziuni enacmueocmi.

Dapmakoounamika.

MexaHi3M jii

[{i BymHi Kpamil MICTSATh NPOTUMIKpPOOHMH 3aci0 kiacy (PTOPXIHOJIOHIB — HUIPO(IOKCAIMH.
MexaHi3M aHTHOaKkTepiasbHOI Jii HUOpodUIOKCAalMHy OOYMOBICHMM 3/JaTHICTIO NPUTHIYYBaTH
tonoizomepasy Il tuny (AHK-ripa3y) 1 Tonoizomepasy IV, siki € BaxxJIMBUMHU AJi1 OaraThoX MPOIIECIB
xurTeBoro mukiny JJHK, Takux sk perutikaiis, TpaHCKpUIILis, pernapaiis i peKoMOiHaIis.

3a3Buyail 4yTJIMBI BUIM MIKPOOPIaHI3MIB IPU TOCTPOMY CEpEIHbOMY OTHTI MpH IIyHTI OapabaHHOI
HEepPEeTHHKU. aepoOHi rpaMmo3uTHBHI Mikpoopranizmu [Staphylococcus aureus (uyrnmBi 10
METHUIIIIIHY), Streptococcus pneumoniae]; aepoOHi rpamueratiBHi MikpoopranizmMu (Haemophilus
influenzae, Moraxella catarrhalis, Pseudomonas aeruginosa).

Bunn, saxi  MOXyTh HaOyBaTH pE3UCTEHTHOCTI: aepoOHI TIpaMIO3UTHUBHI  MIKpOOPraHi3MH
[Staphylococcus aureus (pe3ucTeHTHI 10 METHITIITIHY)].

3a3BuyYail YyTIUBI BUJU MIKpPOOPTaHi3MiB IIPYU FOCTPOMY 30BHIIIHBOMY OTHUTI: aepOOHI IPaMIIO3UTHUBHI
Mmikpoopranizmu [Staphylococcus aureus (uyrimBi m0 MeTUlWIiHY)]; aepoOHI TpaMHeraTuBHI
mikpoopranizmu (Pseudomonas aeruginosa).

MexaHi3M J1ii KOPTUKOCTEPOiNy AEKCaMeTa30Hy Ie OCTaTOYHO He BcTaHOBIEHMH. [Ipore Bizomo, mio
KOPTHUKOCTEPOIAH 3B’SI3YyIOTHCS 3 PEUENTOPaMHU B IMTOIUIA3Mi, 3IHCHIOIOTH TPAHCIOKAINIO B SIpO 3
MOJAJIBIINM 3B’ 3YBaHHSIM 3 KOPTHUKOCTEPOiIOUYTIMBUMH €JI€MEHTAMU Ha KOPTHUKOCTEPOiIOUyTIAMBUX
reHax. Bizomo, 1m0 KOpTUKOCTEpOiny 30UTBIIYIOTh TPAHCKPHIILIIO MPOTHU3aNalIbHUX OUIKIB, a TaKOX
NPUTHIYYIOTh €KCIIPEeciio JEKUIbKOX 3amajibHUX reHiB. IIpoTu3amanbHa akTUBHICTH JEKCAMETa30HY
pUOJIM3HO B 25 pa3iB CUIIBHIMIA, HIXK T1IPOKOPTHU30HY.

Dapmaxoxinemuxa.

[Munpodaokcanun

Bcemoxmysanna. PiBHI nunpoguiokcalMHy B IUIa3Mi JyXe HU3bKI IICIS MICIIEBOIO 3aCTOCYBaHHS Y




ByXa JI03d KOMOIHOBaHOTO mpenapary 3 mMr / 1 Mr, BYIIIHUX Kpariellb, CYCIEeH3i1, Y Malli€HTIB AUTSYO0r0
Biky. Ilicns 3akamyBaHHs 1o 4 Kpari B KOXHE Byxo (ekBiBajieHTHO 0,84 Mr numpoduiokcanuny)
nikoBi KoHieHTpaiii nunpodaokcannHy (Cmax) Aocsaranucs mpotsroM 1 roauau 1 Oyau B aiana3oHi
Big MeHII Hix 0,50 Hr/™Ma 10 3,45 Hr/MI 13 cepenHiM moKasHUKOM Cmax 1,33 ur/mu. [licns mocsrHeHHS
Cmax BUBEIEHHS IUMPOQIOKCAIIMHY 3 TIJIa3MH BiOYBA€ThCs 3 TMEPiOJOM HAIMIBPO3MaAy MPUOIHU3HO
3 TOJMHY, 1110 € aHAJOT1YHUM TaKOMY ITOKa3HUKY Y IOPOCIHX IICIIsl IEpOpabHOL T03H.

Posnooin. JlocmikeHHs Ha TBapuWHAax CBIIYaTh, MO MUIPOMIOKCAIMH PO3MOIIIAETHCS IO BCIX
OCHOBHHMX OpraHax i TKaHWHax. HaWBuIli KOHIEHTpalii, K NpaBWIO, AOCATAIOTHCS B MEUiHI Ta
HUpKax. HU3bKi KOHIIEHTpaIlil BiJ3HAYAIOTHCS B MO3KY, KHUPI 1 KICTKaX. 30UTBIIICHHS 103U TIPU3BOIUTH
JI0 TPOTOPLIMHKUX 301IBIICHh KOHIEHTpAIlll B TKaHWHaX. Po3mozin 1 emimiHamis pagioaKTHBHOCTI
CXOXK1 MICJIA 0THOPA30BOi 1 MOBTOPHUX J103. Llunpodiokcait He 3B’ A3y€ThCsl EKCTEHCUBHO 3 OlIKaMu
IUIa3MH.

[{unpodiokcanuy BUIUIABCS 3 MOJIOKOM y TBapuH B mepion nakraiii. [IpucyTHICTh paaioakTUBHOCTI
B MOJIOIL IOB’A3aHa HacaMmIlepes] 3 NPUCYTHICTIO HE3MIHEHOro BHUXIJHOro mpenapary. BaritHum
TBapUHAM BBOMMIN *C-uumpodoKkcanyy, pafioakTHBHICTh PO3MOALNSIACS HA LI, age Ha Oimbi
HU3BKUX PIBHAX, HDK Ti, IO CIIOCTEPITaIvCs B IJIa3Mi MaTepi.

biompancgopmayin. Metaboiizm IUIPoIIOKCANNHY CXOKHIA Y TBApHH 1 toauHu. [lunpodinokcanux
HEEKCTEHCUBHO METa0O0JI13y€eThCs Ta BUBOJIUTHCS, TOJIOBHUM YMHOM, 13 CEYEI0 Y HE3MIHEHOMY BUIJISIIL.
MeTaboi3M NPU3BOAUTH 10 OSBH META0OMITIB 31 3HAYHO MEHIIOK MIKPOOiOJIOTIYHOI aKTHBHICTIO,
HIK y BHXIZHOrO mpemnapary. Y AOCIKEHHAX IN VItro y TBapuH i B MIKpOCOMax MEYiHKHU JIFOJMHU
unpodokcanuH npurHidyBas Oiotpancdopmamnio 3a monomororo CYPIA i1 CYP3A uurtoxpomy
P450. B3aemonii Mix JiKapchbKUMH 3aco0amu OyJid MPOJEMOHCTPOBaHI Ui JEKITbKOX CrenupIgHIX
npenapaTiB Micisg CyMICHOTO 3aCTOCYBAHHS 3 IUMPO(IOKCAIWHOM BHYTPIIIHBOBEHHO 1 IMEPOPATBHO.
Hesxki 3 nmx B3aemMoAid Oynu mMOB’s3aHI 31 30aTHICTIO LUNPO(IOKCAIIMHY MPUTHIYYBATH
OioTpancdopmariii, siki BigOyBaroThcs 3a ydactio i3opepmentiB P450 CYP1A i CYP3A.

Eniminayia. 1lunpoduokcallud BHUBOAUTBCS 3 CE€YEKO, KajloOM 1 JKOBYIO. Y TBapUH MICH
BHYTPIITHROBEHHOTO 3acTocyBaHHs 51% mo3u BusiBisieThes B cedi 1 47% — y dekamisx. Y TBapuH i
JIOJAMHU EKCKpellisl € OCHOBHMM LUIIXOM efiMmiHamii. IcTOTHOI eHTeporenaTHuHOi LMPKYJIALIl He
BiZ[3HAYAIOCS Y TBApHH.

Himu. Tlicna onHOopa3oBOro 3akamyBaHHsS 1Mo 4 Kparuii B oOuiBa Byxa (8 kpamenp) y JiTeil cepeaHs
ma3mMoBa KoHIEHTpariss Cmax 1umnpoduiokcanuny cranomwia 1,33 = 0,96 ur/mu. Ilicns mwsoro
KOHIIEHTpallis LUIPOQIOKCAIIMHY 3MEHIIyBajacs 1 He MijJArajga  KUIbKICHOMY BHM3HAYEHHIO
(< 0,50 ar/mn) uvepes 6 TOAMH TIC/IsA BBEACHHS TO3M, IO BKAa3y€e HA HHU3BKUM CUCTEMHHI BILIHB.
Cepenns xkoHueHtpauiss Cmax nunpoduiokcanuny (1,33 Hr/mu) B ~570 pa3iB MeHIIa, HIX CepeiHs
koHUeHTpalil Cmax 760 HI/Mi, mpo SIKy MOBILAOMIISUIOCS MICHs TEPAaNeBTUYHOI MEpOpaibHOi 103U
unpodokcanuny 250 Mr y gopociux aochiikyBaHux. CepeaHe 3HaYeHHS ti2 HUIPOMIOKCALUHY
CTAaHOBMJIO MPHOIM3HO 3 TOAWHHU, LI0 € AHAIOTIYHUM TAaKOMY IIOKa3HHKY Yy JOPOCHMX HICIHs
nepopanbHoi 703U. CHCTEMHMH BIUIMB LUIPOQUIOKCAIIMHY, SKUH CHocTepiraBcs B KIIHIYHHUX
JOCIIPKEHHSAX TICHSI MICIIEBOIO 3aCTOCYBaHHSI Yy ByXa, OyB MakCUMaJbHMM Yy JiT€H, XBOpPHX Ha
rOCTpUi cepelHill OTUT mpH LIyHTI OGapabaHHOI NMEpeTHHKH, Yepe3 HasBHICTh LIyHTa OapaOaHHOI
nepeTHHKH 0e3 oTtopei. He owikyeThcs, MO CHCTEMHHMH BIUIMB HHUIPOQIOKCAIIMHY y XBOPHX Ha
TOCTPUI 30BHIIIHIA OTUT MICJs MICIIEBOTO BYIIHOTO 3aCTOCYBaHHs Oy/e BUILUM, HDK Y XBOPHX JITeH
3 IIYHTOM OapabaHHOI MEPETUHKH, Y 3B 3Ky 3 HU3bKOIO O10JJOCTYIHICTIO MICIIEBUX MpenapariB yepes3
HEYIIKO/DKEeHY OapabaHHy NEPEeTHHKY.

JlexcamerazoH

Bcmoxmysanna. PiBHI AekcaMeTa30Hy B IJIa3Mi Jy)Ke HU3bKI IICIS MICHEBOIO 3aCTOCYBaHHS y ByXa
71031 KOMOIHOBaHOTO mpemnapary 3 mr / 1 Mr, ByIIHHX Kparesb, CyCHeH3ii, /i MaIliEHTIB AUTIYOTO
Biky. Ilicns 3akanmyBanHs Mo 4 Kparuli B KOXHe Byxo (ekBiBasieHTHO 0,28 Mr J03M JIeKcaMeTa30HY)
MIKOB1 KOHILIEHTpalii AekcameTa3ony (Cmax) Hocsraaucs npoTAroM 1 roguHu 13 cepeiHiM MOKa3HUKOM
Cmax 0,09 ur/mn. Ilicas nocsrHeHHS Cmax BUBEIEHHS JE€KCaMETa30HY 3 IUIa3MU BiJIOYBaeTbCs 3
NepioJoM HamiBpo3maay MpuOIM3HO 4 TOJUHM, IO € AHAJIOTIYHHUM TaKOMY IMOKa3HHUKY y JAOPOCIHX
HiCJIs IePOPABLHOT JT03H.

Posznooin. Cepenniii 06’em posnoaury y moanau Big 0,576 go 1,15 n/kr. Y TBapuH KOPTUKOCTEPOiaH
PO3MOAUIAIOTECS. B M 53U, MEYIHKY, IIKIPY, KUIIEYHUK 1 HUPKH. Y IIypiB JE€KCaMEeTa30H MPOHHUKAE



yepe3 IUIAleHTy, ajie PiBHI B TUTa3Mi KPOBI y TUIOJAa HIKYE MATEPUHCHKUX piBHIB. JlekcameTazoH
TaKOX IMPOHUKAE B TPYJIHE MOJIOKO, ajie B He3Ha4yHi# KijabKkocTi. [Tpubmuzno 77-84 % nexcamera3ony
3B’SI3YETHCS 3 CHPOBATKOBHM aJIbOYMIHOM.

biompancgopmayis. OcHOBHUE cmociO BUBENEHHS JI€KCaMETa30Hy — MeETabodi3M Yy TEUiHIIi.
[Tpubnuzno 60 % no3u y JIOAMHU BUSBISETHCS B cedl y BUIIAAL 6-(0eTa)-TiIpoKCHIeKCaMeTa30Hy,
npu 1npoMy 6-(6erta)-rigpokcu-20-TUTiAPOKCUMETA30H TAKOXK BBAKAETHCS BAXKIUBUM CEYOBHM
MerabosiToM. Buxigauii aexcamera3oH y cedi He OyB BusBieHHi. OcHOBHHI i30depmeHT P450,
BiMOBiganbHUi 3a OioTpanchopmarii nexcamerazony, — CYP3A4. Kuipenc nexcamerazoHy Yy
moguan cranoButh 0,111-0,225 n/rom/kr, KiHIEBUI TepioA HamiBBUBEACHHS — 3—4,7 TOIUHHU.
MeTaboi1i3M JAeKcaMeTa30Hy 1HIYKYEThCS MPOTUCYAOMHUMH 3acCO0aMHU 1 MPUTHIYYETHCS 130H1a3HI0M
Ta MOTyXHUM iHri6iTopoM P450 CYP3 A4 iTpakonazosiom.

Jimu. Ilicns omHOpa30BOrO 3akamyBaHHs 10 4 Kparuli B oOuaBa Byxa (8 kpamens) y AiTell cepeans
ra3MoBa KoHIeHTpamis Cmax JekcamertazoHy cranoBmna 0,90 + 1,04 ar/mu. Ilicns 1mworo
KOHIICHTpAIlis ACKCaMETa30HYy 3MEHIIYEThCS 1 HE MiJuIsrae KibKicHoMy Bu3HadeHHIO (<0,05 Hr/mut)
yepe3 6 TONWH TICHS BBEICHHS JO3W, IO BKa3dye Ha HHU3bKUN cUCTeMHUU BIUIMB. CepemnHs
koHIeHTpauisd Cmax 1ekcamerazony (0,90 ur/min) B ~8,8 paza MeHia, Hix cepeaHs KoHIEHTpaIis Cmax
7,9 Hr/MII, PO SKY TOBILAOMIISUIOCS IICTS MEPOPAIbHOI JI03U JeKcameTa3zoHy 0,5 Mr y Iopocimx
nocmimkyBaHux. CepeqHe 3HAUCHHS t12 JE€KCaMETa30HY CTAHOBWJIO MPHOIM3HO 4 TOIWHU, TIO €
AQHAIOTIYHUM TaKOMY TIOKa3HUKY Yy JOpPOCIUX TMicisa mepopainbHoi 103u. CHCTEMHHI BIUIUB
JEeKCaMeTa30Hy, KWW CIOCTepiraBcsl B KIIHIYHUX JIOCHIKEHHSX IICJIS MICHEBOTO 3aCTOCYBAaHHS y
ByXa, € MakCUMaJbHUM Y MiTeHd, XBOPHX Ha TOCTPUU CEpeAHii OTHT HpHU UIyHTI OapabaHHOT
MEPEeTUHKH, 4Yepe3 HasSBHICTh IMyHTa OapabaHHOi mepeTuHku Oe3 ortopei. He odikyerbes, 110
CHCTEMHHI BIUIMB JIEKCAMETa30HYy y XBOPHX Ha TOCTPUN 30BHIIIHIN OTHT MICIIS MICIIEBOTO BYIITHOTO
3aCTOCYBaHHsI OyJe BUIIMM, HDK Y XBOPHX JiTel 3 IIyHTOM OapaOaHHO! MEPETHHKH, y 3B’SI3KYy 3
HU3BKOIO 010/I0CTYITHICTIO MICIIEBHX IPEMapariB 4yepe3 HeYIKOKeHy OapabaHHy IEepETHHKY.

Kuainiuni xapakrepucTuku.

Ilokazanns.

['ocTpuii OTUT 30BHINIHBOTO BYyXa, & TAKOXX TOCTPUNM OTUT CEPEAHBOTO ByXa 3 IPEHAXKEM Uepes
TUMIIAHOCTOMIUHY TPYOKY, CIIpUUMHEH] ITaMaMH OakTepii, YyTIIMBUMU /10 LUITPOGIIOKCAIMHY.

Ilpomunokaszanns.

[NnepuymiuBicTh 10 LUOPOQIIOKCALKHY, IHIIMX XIHOJIOHIB, JI€KCaMeTa30oHy abo 10 Oyab-Kux
JIOTIOMI>)KHUX PEYOBHUH, 110 BXOSATH J0 CKJIAJy JIIKApChKOTo 3ac00y.

BipycHi (Hanpukiag, BITpsiHA Biclia, IPOCTH repriec) Ta rpuOKOBI BYIIHI 1H(EKIIii.

B3aemooia 3 inmumu nikapcoKumu 3acovamu ma iHuwii 6uOu 63a€Mooiil.

He npoBoauiocs nociiakeHb JiKapchbKUX B3aEMOJIN Mpemnapary.

[Ticnst micuieBOro 3acToCyBaHHS Iperapary y ByXa y JiTed 3 myHToM OapaOaHHOI NEpeTHHKHU
CHOCTepIiraarcs HU3bKI KOHLEHTpaLil B Mmia3mi uunpoduiokcanuny (= 0,50 Hr/mi) Ta JekcaMmeTa3zoHy
(= 0,05 ur/mu) uepe3 6 ToAMH Micig BBEACHHS 103U. ByB 3p0o0sieHni BUCHOBOK PO MaJlOMMOBIPHICTh
KJIIHIYHO 3Ha4ylMX (PapMaKOKIHETMYHUX JIKAapChKUX  B3aeMojiid  mumpodiaokcanuHy abo
JIeKCaMeTa30Hy 3a JOMOMOIol0 3B’si3yBaHHS Oulka abo 3a ywacTio metabonizmy P450 3 cynmyTtHiMu
npernapaTamH Micis MiCIIEBOrO 3aCTOCYBaHHS Y ByXa.

Omnak Oyn0 TIOKa3aHO, IO CHCTEMHE 3aCTOCYBaHHS [IEAKHUX XIHOJIOHIB MIACHIIOE e(heKT
NEpOPANLHOTO AHTUKOATYJISHTY BapdapuHy 1 HOro moxiHHWX, BUKJIMKAE TPAH3UTOPHI IiBUIIECHHS
KpeaTHHIHY B CUPOBATIl Y XBOPHX, SKI OAHOYACHO MPUHMAIOTh UKIIOCTIOPHH.

Byno nmponemMoHCTpOBaHO, IO 3aCTOCYBaHHS LHUIPOQIIOKCAIIMHY BCepeluHy iHrioye izodepmeHTH
CYP1A2 1 CYP3A4 uuroxpomy P450 i 3MiHIOE MeTabOI3M METUIIKCAaHTUHY (KodeiH, TeodiniH).
[Ticns MicueBoro 3acToCyBaHHS Yy Byxa KOHIEHTpalii ULUIpPOQUIOKCAlMHY B IUIa3Mi HHU3bKI 1
MaJOMMOBIPHO, IO B3a€MOJIis 3 ydacTio Metabomizmy P450 i3 cymyTHIM mpemapaTtoM mpu3Beae 110
KJIIHIYHO 3HAYYIIMX 3MiH [U1a3MOBUX PiBHIB METHJIKCAHTHHY.



Ocoonueocmi 3acmocysamnnsi.

Lleit nikapcbkuil 3aci® mpu3HauEHW TUTBKU JUIS BYIIHOTO 3aCTOCYBaHHsS. BiH He mpu3HadeHui s
3aCTOCYBaHHS B O4i, BAKOPUCTAHHS Y BUTJISII IHTAJIAIINA a00 1H €KITIH.

Sxmro oropest 30epiraeThcs Mmiciisi MOBHOTO KypCy Teparii ado Ko aBa abo Oiiblie emi3omiB oTopel
BUHUKIIU MPOTATOM 6 MICALIB, PEKOMEHAYETHCS MoAabIe 00CTEKEHHS /11 BUKJIIOUCHHS. OCHOBHOTO
3aXBOPIOBAHHS (X0JIecTeaToMa, CTOPOHHE T1I0 a00 MyXJIMHU).

Sk 1 mpum 3acToCyBaHHI IHIIMX AaHTHOIOTHKIB, TpHWBAJC JIIKyBaHHSA JaHUM IpErapaToM MOXKe
NPU3BOJUTU IO MIABHIIEHOTO POCTY HEUYTIMBHX OPraHi3MiB, BKIIOUAIOUYM OaKTepiaibHi IITaMH,
JOpDKIKI Ta Tpubn. Y pasi cynepiH@ekiii ciiiJ MPUIMHUTHA 3aCTOCYBAaHHS Ipernapary Ta po3nodyaru
BIIMOBIIHY Tepamito. SIKIo micisi OJHOTO THXHS JIIKYBaHHS 30€piraroThCs JIEsAKI CHMIITOMH,
PEKOMEHIYETHCS TOaNIbINa OLIHKA JJIS TIEPEOLIHKY XBOPOOU 1 JIIKyBaHHSI.

IIpo cepito3Hi, iHOMI JETAIBHI peaKIlii TinepuyTAUBOCTI (aHadiIaKcis), ASSKl 3 SKUX BUHUKAIW TTICIIS
nepuioi 1034, TMOBIJOMIISIIOCS Yy MALI€HTIB, SKI OTPUMYIOTH CHUCTEMHI XiHOJNIOHM. Jlesiki peakmii
CYIIPOBOJUKYBAIMCS CEPLIEBO-CYIAMHHOIO HEJOCTATHICTIO, BTPATOIO CBIJIOMOCTI, aQHT1OHEBPOTUYHUM
HAOpsKOM (BKIIIOUAIOYM HAOpSK ropraHi, TIOTKH ab0 o0imudsi), OOCTPYKINEK AMXaIbHUX MUIAXIB,
3aJIMILIKOI0, KPOIIUB’SIHKOIO Ta cBepOexeM. JlikyBaHHs mpenapaToM Ciiji NPUIMHUTH IPU MEpLIiid
NOsIBI IIKIPHOTO BHUCHIy a0o0 IHIMX O3HaKax rimepuyriauBocTi. Cepio3Hi rocTpi peakuii
rinepuyyTiauBOCTI MOXYTh BHMMaraTu HEralHOro HaJaHHsA HeBiAKIagHoi gomomoru. Cuix
3aCTOCOBYBAaTH KHCEHb 1 3a0e3lmedyBaTH MPOXIAHICTh JUXaJbHUX UIUIAXIB 3a KIIHIYHUMHU
nokasaHHaAMU. Ilpu 3acTocyBaHHI CHUCTEMHHUX (DTOPXIHOJIOHIB, BKJIIOYAIOYM LUNPOQIIOKCAIMH,
MOYKJIMBE 3allaJIeHHS 1 PO3PHB CYXOXKWJIb, OCOOJHMBO Yy JITHIX MAI[i€EHTIB 1 Y THUX, XTO JIKY€TbCS
KopTuKocTepoinamu. JlikyBanHs Jjikapchkum 3acobom L{unpodapm® Jlekc ¢ NPUNMHUTH IIpH
NEPUINX O03HAKAX 3aMajJeHHs CYyXO0XKHIIb.

Koprukocrepoingy MOXXyTb 3MEHLIYBaTH OHIp 1 CHPUATH BUHUKHEHHIO OakTepialbHUX, BIPYCHHX,
rpuOKoBHUX iH(EKIiH abd0 MacKyBaTH KIIHIYHI O3HAKH 1H(EKIil, MepeIKOoMKAIOYH BHUSIBICHHIO
HeeeKTUBHOCTI aHTHOIOTHKIB, a00 MPUTHIUYBATH Peakilii MiABUILEHOI YyTIMBOCTI O KOMIIOHEHTIB
JKapChKOTo 3aco0y.

[Ipu cucreMHOMYy Ta MICLIEBOMY 3aCTOCYBaHHI KOPTHUKOCTEPOIJIB MOXJHUBI po3iagu 30py. Skiio
MAIiEHT Ma€ TaKi CHMIITOMH, SIK PO3MHTICTh 30py a00 1HIII MOPYIIEHHS 30pYy, HOTO CITiJi HAITPABUTH J10
oranbmorora /i OLIIHKM MOXKIIUBUX MPUUYMH, SKI MOXKYTh BKJIIOYATH KaTapakTy, INayKoMy abo Taki
PLOKICHI XBOpOOH, SIK LeHTpajbHa cepo3Ha xopioperuHonaTis (LICXPII), ski cnocrepiranucs micis
3aCTOCYBaHHS CUCTEMHHUX Ta MICLEBUX KOPTUKOCTEPOIMIIB.

[le#t nikapcekuil 3aci®0 MICTUTh OEH3AJIKOHIIO XJIOpUJ, SKHM BHUKJIMKAE IOJAPA3HEHHS Ta MOXKe
CHPUYMHUTH LIKIPHI PeaKIii.

3acmocysanus y nepiod eazimnocmi abo 200y8anms epyooio.

BariTHicTh

OCKUTbKM HE TPOBOAWIMCA JOCTIDKEHHA KOMOiHauii HUmpoduioKcallMHy Ta JeKcaMeTa3oHy Ha
TBapHHaX 200 J100pe KOHTPOILOBAHI JOCIKEHHS 32 Y4acTIO BariTHUX xkiHok, Llunpodapm® Jlexc He
CJIIJ] 3aCTOCOBYBATH IMiJi yac BariTHocTi. [Ipu3HaueHHs LUX OpenapaTiB MOXJIMBE TUIBKM B TOMY
BUTIAJIKY, KOJM TIOTEHIIIfHA KOPHUCTh JJISl BariTHOI BHUIPABAOBYE MOTCHIIWHUN PHU3UK IS IUIOAA.
JlakTanis

[{unpodirokcanH 1 KOPTUKOCTEPOIiTW MPOHHUKAIOTh B TPyAHE MOJOKO IICHIS TEPOPaTLHOTO
3actocyBaHHA. HeBiioMO, Y MOK€ MiClleBE€ 3aCTOCYBAaHHS Ipernapary CIPUYUHATH CHCTEMHY
abcopOLio, JOCTaTHIO Ui MOSBH BU3HAYYBAHMX KUIBKOCTEW mpemnapary B rpyaHomy mosoni. He
MOYKHa BHKJIIOYATH 1 PU3UK JJIS1 HEMOBIST, IO 3HAXOJATHCS Ha TPyAHOMY BUronoByBanHi. Crifg 3
00epe’kHICTIO 3aCTOCOBYBATH JaHUN MpenapaT KIHKaM K1 TOAYIOTh TPYyUTIO.

DepTHIIBHICTD

Hemae nanux npo srmms npenapaty Lunpodapm® Jlekc Ha GpepTuabHicTh moaunu. JJoCciiKeHHs Ha
TBapHUHAaX IIOJI0 3aCTOCYBAaHHS TOMIYHHMX JEpMAJbHUX MpenapaTiB CBiAYaTh MpPO BIUIMB HA YOJOBiul
CTaTeBi OpPraHW TPU TPHBAIOMY 3aCTOCYBaHHI JIEKCaMETa30HY y BHCOKHX J03aX. PenpomyKTHBHI
JIOCITIJKeHHS, TIPOBEJIEH] Ha TBapUHAaX B JI03aX, sKi B 6 pa3iB MepeBUIYyBaIN 3BUYANHY IIOICHHY 703y
JUTSL JIIOJJUHU TIPU TIepOpaibHOMY 3aCTOCYBaHHI1, HE BUSBUIIU JI0Ka31B OPYIIEHHS (GEpTUIHHOCTI.



30amuicmv enausamu Ha WEUOKICMb peakyii npu KepyeawHi A8MOMPAHCNOPMOM abO THUWUMU
MexauizMamu.

Hunpodapm® Jlexc He BIUTMBAae ab0 Mae HEe3HAUHMH BIUIMB HA IIBHAKICTH PEakilii MpH KepyBaHHI
aBTOTPAHCHIOPTOM a00 pOOOTI 3 IHIUMH MexaHi3MaMH (IuB. po3ain «I1obiuHi peakiii»).

Cnoci6 3acmocysannsa ma 0o3u.
Jlopocii
4 Kparuti B 30BHIIIHIN CITyXOBUH MPOXiJ ypakeHOTo ByXa (ByX) /IBiui Ha J€Hb MPOTITOM 7 THIB.

iTH
Bbyna nponeMoHcTpoBaHa epeKTUBHICTH Ta OE3MEeKa 3aCTOCYBAaHHS IILOTO TPErapaTy JIiTsIM 3 6 MICSIIiB
JUI JTIKYBaHHS TOCTPOTO CEpPEeIHBOTO0 OTUTY NpHU UIyHTI OapabaHHOi mepeTuHKU 1 3 1 poky s
JIKYyBaHHS TOCTPOrO 30BHIIMIHBOrO OTUTY (AMB. po3min «JliT» IS 3aCTOCYBAaHHS JIiTAM BIKOM [0
6 MiCsIIiB MPH TOCTPOMY CEpeIHBOMY OTHTI IpU INYHTI OapaOaHHOI MEPEeTHHKHU 1 JHITAM BIKOM J0
1 poKy IIpH rocTpoMy 30BHiMHbOMY 0TuTi). Iumpodapm® Jlekc MokHA 3aCTOCOBYBATH B Tiif JKe /1031,
10 1 JTOPOCIIHM.
[arieHTH JITHLOTO BIKY
B uinomy He crioctepiranocs pi3HuMIl B 6e3neni abo eeKTHBHOCTI mpenapary JUis JITHIX MaIieHTiB Ta
JOPOCIUX TMalli€HTIB MOJIOJILIOTO BIKY.
[MamienTy 3 mopymeHHsM QYHKIT HIPOK Ta MEeYiHKH
[TeuinkoBa a00 HHpKOBa HEIOCTATHICTH (cabo abo TOMIPHO BHUPAXKEHI) HE 3MIHIOIOTh
(dapMakoKiHETHKY HUIIPODIOKCAUHY a00 JeKCaMeTa30HY MiCIsl CHCTEMHOTO 3aCTOCYBAaHHS.
[Ticns MicueBoro 3acTocyBaHHs ByIHHMX Kpanedb Llunpodapm® Jlekc y Byxa HeBejlMKe 301IbLICHHS
IUIa3MOBOi KOHIICHTpaLii UMPO(IOKCAMHY Ta JEKCaMETa30Hy MOXIIMBE Yy MAIE€HTIB 3 TSHKKOIO
HUPKOBOIO 200 MEUYiHKOBOK HenocTaTHICTI0. O/lHAK, OCKIIbKU CUCTEMHUH BIUIUB LUIPOGIOKCALUHY
abo JekcaMeTa30Hy HU3bKHI TICIIS MICIIEBOTO 3aCTOCYBAaHHS Y ByXa, OyAb-sIKe 30UIbIIEHHS CHCTEMHOT
KOHIIEHTpallli BHACHIJOK HUPKOBOi a00 mediHkoBoi auchyHKIii Oyae sK 1 paHille 3HAYHO HIDKYE
KOHIICHTpalii B IUIa3Mi, sKa JA0Ope MEPEHOCUTHCS MITBMHU 1 JOPOCIUMH IICIS MEPOpaIbHOTO adbo
BHYTPIIIHBOBEHHOT'O 3aCTOCYBAHHS Y PEKOMEHIOBaHUX J103aX.
[Tamientam 3 mopymeHHsM (YHKIIT HIPOK 200 MEYiHKH Migdip 103U HE TOTPiOHMIA.
Crioci0 3acToCcyBaHHs
Tinpku 715 3aCTOCYBaHHS y ByXa.
Crin mpoiHCTPYKTYBATH MAaLlI€HTIB MPO HEOOXIIHICTh Mepes 3aCTOCYBAaHHSIM E€HEpriiiHO CTpylIyBaTH
¢nakon. CycneHsito ciij 3irpiTH, TpUMarodu (JIakoH y pyll HPOTATOM JAEKUIBKOX XBWJIMH, HI00
YHUKHYTH 3allaMOpPOYEHHS, sIKe MOXKE BUHMKHYTH B Pe3y/ibTaTi 3aKallyBaHHA XOJOTHOI CyCIEH3Ii.
[TarieHT MOBHMHEH JI€KaTU BPa)KEHUM BYXOM JIOTOpH, Kparuli Ciij 3aKalyBaTH, BIATSATHYBIIM BYLIHY
paxkoBuHy. [lalieHTaM 3 TOCTpUM CepelHIM OTHTOM 3 LIYHTOM OapabaHHOI MEpeTHHKH clif 5 pa3iB
HATHCHYTH Ha KO3EJIOK BCEPEIUHY JUIs TOJISTTICHHS TMPOHWKHEHHS KparJl y cepeaHe Byxo. Take
MOJIOKEHHS MOBUHHO 30epiraTrcs 0JIM3bKO 5 XBUIMH JUIS MTOJIETIIEHHS IPOHUKHEHHS Kparesb Y ByXO.
[Tpu HE0OX1HOCTI HOBTOPUTH B IPOTUIIEIKHE BYXO.
[Ifo6 mnonepeauTn 3a0pyAHEHHS HAKOHEYHHWKAa Ta OOMEXKHUTH pPHU3UMK TNPOHUKHEHHS OakTepi,
HEOOX1IHO JOTPUMYBATHUCh OOEpPENKHOCTI 1 HE TOPKATUCS BYIIHOI PAaKOBUHU a00 30BHIIIHBOTO
CJIyXOBOTI'O MTPOXOY Ta MPUJIETVINX AUISHOK, a00 1HIIMX MOBEPXOHb HAKOHEUHUKOM (QuiakoHa. [1in gac
30epiranHs (jaKoH MOBUHEH OyTH HIUIBHO 3aKPUTHM.

Jimu.

Besneka Ta edeKTUBHICTh Hikapchkoro 3acoby Iunpopapm® Jlekc He BCTaHOBJIEHI I JiTel Bikom
710 6 MICSIIIB TIPH TOCTPOMY CEPEIHHOMY OTHTI 3 ITYHTOM OapaOaHHOT MEPETHHKH 1 IS JITSH BIKOM J10
1 poKy 3 TOCTPMM 30BHIIIHIM OTUTOM. 3a BHHATKOBUX oOcTaBuH Ilunpodapm® Jlekc MosxkHa
3aCTOCOBYBAaTH B JIaHIM TpyIi AITeH MICas yKe PETelabHOI OIIHKHU JIIKApeM KOPHUCTI 1 PU3UKY 3
ypaxyBaHHSIM TOTO, 1110 KJIIHIYHUN JOCBI HETOCTATHIH.



Ilepeoo3ysanns.

[Tepeno3yBaHHsS IpHU MICIIEBOMY 3aCTOCYBaHHI MallOMMOBipHO. OJHAK MPOKOBTYBAaHHS JIIKAPCHKOTO
3aco6y Llumpodapm® Jlexc, B pe3ymbTaTi 4oro Moke BHHHKHYTH IIepelo3yBaHHsS, abo TpuBania
MicIleBa Tepamisi y BYXO MOXE MpPHU3BECTH J0 Cylpecii TrimoTamamo-TinodizapHO-HaJHUPKOBOT
cucTeMHd. Xo4a 3HIKECHHS MBUJIKOCTI POCTY Yy JITeH Ta/ab0 MpUTHIYEHHS KOHIIEHTpAIlii KOPTU30JTy B
wia3Mi Moke OyTd OUTBII BUPa)KEHUM IIICIS ICTOTHOTO IEpeNo3yBaHHS a00 TPUBAJIOrO JIIKYBaHHS
(HampuKIaz, Kimbka Micsii) mnpemapatom Llumpodapm® Jlekc, odikyeTbes, mo edekT Oyre
TPAH3UTOPHUM (BiJ JEKITBKOX JIHIB IO MEKUTLKOX THIXKHIB) 1 JIETKO OOOPOTHUM 0€3 JOBrOCTPOKOBHUX
HACII/IKIB.

[Ipu BUManKOBOMY IMPOKOBTYBaHHI Mpenapary JiKyBaHHS TOCTPOTO IEpeNo3yBaHHS, K IMPaBUIIO,
IPOBOJIUTHCA 3a JONOMOTOI0 MIATPUMYIOUOi Ta CHUCTEMHOI Tepamii i Mo)ke BKIIOYAaTH B cebe
Hacamrepe]] IHAYKI1(0 OJI0BOTH 1 MPOMUBAHHS LIUTYHKA.

Ioo6iuni peakuii.

VY ¢azi I ta I kaiHiYHEX JOCHIKeHb KOMOIHAMIl HUIpOQIIOKCaMHy 1 AeKcaMeTa3oHy y (opmi
BYIIHUX Kparenb orpuMyBaiu 937 marientiB. L{g ximbkicTe Bkitodana 400 marieHTIB 3 TOCTPUM
CepeIHIM OTHTOM 3 TUMITAHOCTOMI€IO Ta 537 MAII€HTIB 3 TOCTPUM 30BHIIIHIM OTUTOM. [layi HaBeneHO
no0iyHi peakiii, aki OyJi0 BUSBICHO MiJ Yac IHUX JOCHIKEHb.

TocTpuii cepeiHii OTUT V JUTEN 3 TUMIIAHOCTOMIEIO

Huxue Bkazani moOiuni peakuii Bunukamu y 0,5 % abo Oinplie mamieHTiB 3 Aedekrom OapabaHHOT
MIEPETUHKH.

IToGiuna peakiris Yacrora (N = 400)
JlnckombopT y Byci 3,0%
binb y Byci 2,3%
Ocan y Byci (3aIMIIKOBHIA) 0,5 %
[Toapa3znuBicTh 0,5%
3MiHa CMaKy 0,5 %

VY onHOro maii€eHTta crocrepiraiaucs: 0J0Kaja TUMIAHOCTOMH, CBEpOIK y BYCl, TUHITYC, KaHJUIO03
POTOBOT MOPOKHUHH, IJ1a4, 3a1aMOPOYECHHS Ta epUTEMA.

["ocTpuii 30BHINIHIN OTUT

Hwxue Bkaszani mo6iuHi peakuii Bunukanu y 0,4 % abo Oinblie maiieHTiB 3 nedexroM OapabaHHOT
NEPETHHKH.

[To6iuHa peakiis Yacrora (N = 537)
CBepbix y Bycl 1,5%
Bymini BuaineHHs 0,6 %
BropunHa (omopTyHicTHYHA) BynTHa iH(eKIis 0,6 %
3acriil y Byci 0,4 %
Binsb y Byci 0,4 %
Epurema 0,4 %

VY onHOroO naii€eHTa crnocrepiranucs: TMckoMGopT y BYCl, HOTIPIIEHHS CIYyXY, BITUYTTS MOKOJIOBAHHS
y BYCI.

HuxuezasHaueHi moOi4HI peakiii BUHUKAIU IiJ] Yac TMPOBEACHHS KIIHIYHMX JOCHIDKEHb Ta
nocTMapKeTuHroBoro mnepiony. [1oOiyni peakiii kinacu¢ikoBaHi 3a CHCTEeMaMH OpraHiB Ta 4acTOTOIO
TaKUM YHHOM: ayxe dacto (> 1/10), gacto (> 1/100 mo <1/10), mewacto (= 1/1000 mo <1/100), piako
(= 1/10000 mo <1/1000), nyxe pinko (<1/10000) abo HEBiZOMO (HEMOXKIIUBO OI[IHUTH 3a HASBHUMU
JaHUMH). Y Meax KOKHOI rpynH moOivHi eeKTH MpeCcTaBiIeH] y MOpsAKY 3MEHIIEHHS 1X CTYIeHs
TSKKOCTI.

3 b6oky opeanie 30py: HEBIIOMO — IOMYTHIHHSI TIOJIST 30DY.

Inghexyii ma in6asii: HEUACTO — KAHAUIO3.



3 60Ky imyHHOI cucmemu’: HEBIIOMO — TIEPUYTIUBICTb.

3 60Ky Hepgosoi cucmemu: HEYACTO — TMapecTe3ii (I3BIH y Byxax), IJiad;, piAKo — 3aaMOpPOUYEHHS,
TOJIOBHUI O1J1b.

3 6oy opeanis cayxy ma eecmubyiapHo2o anapamy: 4acto — OUIb y ByXax; He4acTo — JUCKOM(POPT y
ByXaxX, 3aKJIaJICHICTh ByXa, OTOpes, CBEpOK y Byci, TpUOKOBI 1H(EKI ByXa; pPiIKO — TYTOBYXICTb,
IIyM Y ByXax, 3aJIMIIOK Mpernapary; HeBiIOMO — IPUITYXJIIiCTh BYITHOT pAaKOBUHH.

3 60Ky cyOun: HEYaCcTO — MPUIUIUBHU KPOBI.

3 60Ky WIYHKOBO-KUUKOB020 MPAKmy: HeYacTo — OJIOBaHHS, AUCTEB3isl.

3 60Ky wKipu ma niOwKipHOi MKAHUKHU. HEYACTO — eKCQoiallis MIKIpU; PIAKO — epUTEMATO3ZHHUM
BHUCHIL.

3acanvhi posnadu ma nopywieHHs y Micyi 68edeHHs. HEUACTO — OKIIO3iS MPHCTPOIO (0OCTpyKIIist
1ryHTa 6apabaHHOI IEPETHHKH), APATiBIMBICTh, BTOMA.

Omrc oKkpeMux MOOIYHUX PEAKIN

Ceplio3Hi, 1HOJI JIeTalmbHI peakilii rinepuyTmIMBOCTI (aHadiiakcis), MesKi 3 SKUX BHHHKAIU ITICIIS
NEepUIOi 103U, CIIOCTEPIraJINCs Y Malli€HTIB, SKi OTPUMYBAJIH CUCTEMHI XIHOJIOHH.

Hesiki peakiii CympoOBOUKYBAJIHCS CEpIEBO-CYJAMHHOK HEAOCTATHICTIO, BTPATOK CBIJOMOCTI,
AQHTIOHEBPOTUYHUM HAOPSKOM (BKIIOYAIOUM HAOpSK TOpTaHi, TIOTKA abo 001My4s), OOCTPYKIIIEO
TUXaTbHUX [UIAX1B, 33 JUIIKOI0, KPOIHB’ IHKOIO Ta CBEPOEkKEM.

CroctepiraBcsi pO3BUTOK BTOPUHHOI 1H(QEKII micas 3acTocyBaHHS KoOMOiHamii cTepoinmiB i
MPOTUMIKPOOHHUX 3aC00iB.

VY marni€eHTiB, SKi OTpUMYBAJIM CUCTEMHI ()TOPXIHOJIOHHU, CIIOCTEPIraJINCs PO3PUBU CYXOXKUJUIA TIIeYa,
KHCTI, aXUJUIOBOTO CYXOXWJUISL abo 1HIIHUX CYXOKHIIb, K1 HOTpe6yBaJ'II/I XIpypri4YHOrO BiJHOBIICHHS
a0 TpU3BOAMIM O TpUBANOi Henmie3gaTHOCTI. JloCmiKeHHS 1 TOCTMAapKEeTUHTOBUHM JIOCBiX
3aCTOCYBAaHHSI CUCTEMHHUX (PTOPXIHOJIOHIB CBig4aTh, IO PU3UK BHUHUKHEHHS TaKUX PO3PHUBIB MOXKE
301IBIIYBATUCS Y TAIIIEHTIB, SIKI OTPUMYIOTh KOPTUKOCTEPOIAH, OCOOIMBO Yy MAII€HTIB JITHHOTO BIKY
Ta IPU BETUKOMY HAaBAHTAXCHHI HA CYXOXKHJUIS, BKIIOYAIOUM ax1IOBE CYyXOXWLIs. J[aHi KIIIHIYHUX
JOCIIJKeHb 1 MOCTMApKETHHTOBOTO 3aCTOCYBaHHA HE MPOJEMOHCTPYBAJIM UITKOTO 3B’SI3KY MIX
3aCTOCYBAaHHSM LUMPOQIOKCAIMHY Y ByXa 1 MOPYUICHHSIMH OIMOPHO-PYXOBOI CUCTEMH Ta CIIOIYYHOI
TKaHWHHU.

Hitu. ITokazano, mo L[I/Inpoq)apM® Jlexc € 6e3nmeyHuM Ui JiTei BikoM BiJ 6 MICSIIB IpH JTIKyBaHHI
TOCTPOro CEpeAHbOr0 OTUTY MHpPHU IIYHTI OapabaHHOI MEPeTHUHKHU 1 /Ui AITed BIKOM BiA 1 poky mpu
JIKyBaHHI TOCTPOTO 30BHIIIHBOTO OTUTY. YacToTa, TUI Ta TSKKICTh MOOIYHMX peakiliil y AiTel Taki X,
SK Y TOPOCIHX.

Tepmin npuoamnocmi. 2 poxwu.
TepMiH npUAATHOCTI MiCsT PO3KPUTTS prrakoHy — 28 1ib.
He 3acTocoByBaTu npenapar micis 3aKiHU€HHS] TEpMIHY IPUAATHOCTI, 3a3HAUEHOT0 Ha YIIaKOBIII.

YmoBu 30epirannsi. 30epiraTi B OpUriHaibHIN ynakoBIi npu Temneparypi He Buiue 25 °C.
He 3amopoxxyBaTu! 36epiratu y HeIOCTYITHOMY JAJIs AiTE€H MicCLi.

Ynakoska. Ilo 7,5 mn y ¢pnakoni. [To 1 ¢prakony y mayui.
Kareropis Binmycky. 3a penentom.
Bupoouuk. AT «Dapmak».

Micue3naxoa:keHHs1 BAPOOHMKA Ta HOro agpeca Micusi IPOBA/’KeHH TilJIbHOCTI.
Vkpaina, 04080, m. Kuis, Byn. Kupuiisceka, 74.

JlaTa octaHHboro neperasay. 11.08.2021.



