IHCTPYKUIA
JJIS1 MEIUYHOT0 32CTOCYBAHHA JiKApPCHKOIo0 3ac00y

HUIIPOPAPM® JIEKC
(CIPROFARM® DEX)

Cknao:

0itoui peuosunu. TATPODIOKCALIUH; IEKCAMETa30H;

1 Mt mpenapaTy MiCTUTH TUIPO(IOKCANNHY TiIPOXIOPHIY 3,5 MT Yy IepepaxyBaHHi
Ha nunpodmokcarma 100 % O6e3BogHy pedoBmHy 3,0 Mr; JeKCaMeTa3oHY Y
nepepaxyBanHi Ha 100 % cyxy pedoBuny 1,0 mr;

OONOMIICHI peyosunu: TiAPOKCICTUILENION03a; OCH3AIKOHIIO XJIOPH[; HATPIIO
areraT, TPUTIAPaT; KUCIOTa OLTOBA JIbOMSHA; HATPIIO XJIOPUI, AMHATPIIO €leTarT;
THJIOKCAIIOJN; KHCIIOTa OOpHA; BOAA JUIS 1H’ €KITiH; pO3YHH HATPIIO T1APOKCUIY Ta/abo
KHCJIOTa XJIOPUCTOBOIHEBA PO3BE/ICHA.

Jlikapcbka ¢opma. Kparuni BymiHi, CycrieHsis.

OcHogHi ¢hizuxo-ximiuni eracmueocmi: piiuHA, MO MICTUTh YACTHHKH O110TO 200
Maiike O1710T0 KOJIbOpY, SIKi JISTKO CYCIIEHAYIOTh NP 300BTYBaHHI.

dapmakoTepaneBTHYHa rpyna. KomOiHOBaHI mpemapatd, SKi  MiCTATh
KOPTHKOCTEPOi T Ta MPOTUMIKPOOHI 3aco0m. Jlekcamera3oH Ta MPOTUMIKPOOHI
3acoou. Kox ATX S02 C A06.

Dapmakonoziuni eracmusocmi.

Dapmaroounamika.

MexaHi3m aii

Ili BymHI Kpamui MICTATh NPOTUMIKpOOHHI 3acid kimacy (TOpXiHONOHIB —
munpodiokcanuH.  MexaHi3M  aHTHOakTepiaapbHOI  Aii  OUIPOQIIOKCAIIMHY
O0OyMOBJIGHUH 3JaTHICTIO mpurHidyBatH Tomoizomepasy Il tumy (JAHK-ripazy) i
TonoizoMepazy IV, siki € BaxJIMBUMHU Juisl 0aratboxX IMPOLECIB KUTTEBOIO LIUKITY
JHK, Takux sik perniikarisi, TpaHCKPHIILis, penaparis i pekoMOiHaIis.

3a3BUuail 4yTIMBI BHIU MIKPOOPTaHi3MiB MPU TOCTPOMY CEPEAHBOMY OTHUTI IPH
myHTi Oapa®aHHOI TEpeTHHKH: aepoOHI T'PaMIO3UTHUBHI  MIKPOOPTaHI3MH
[Staphylococcus aureus (4yTnuBI 0 METHIWIIHY), Streptococcus pneumoniael,
aepoOHiI TrpaMHeraTwBHI MikpoopraHizmMu (Haemophilus influenzae, Moraxella
catarrhalis, Pseudomonas aeruginosa).

Buan, sxi  MOXyTh HaOyBaTH pPE3HCTEHTHOCTI: aepoOHI TpaMIlO3WTHBHI
MIKpOOpTaHi3miu [Staphylococcus aureus (pe3UCTEHTHI 10 METHUIIHIIIHY )].

3a3Buuail 4yTIHMBI BUAM MIKPOOPTaHi3MIiB TPH TOCTPOMY 30BHIIIHBOMY OTHTI:
aepoOHI TPaMITIO3UTHUBHI MiKpoopraHizmu [Staphylococcus aureus (9yTiawBi 10
METHULWIIHY)];  aepoOHI  TpamHeraTwBHi  MikpoopraHismu  (Pseudomonas
aeruginosa).

MexaHi3M il KOPTHKOCTEPOiMy IeKCaMeTa30Hy e OCTaTOYHO HE BCTAHOBJICHUH.
[TpoTe BimOMO, IO KOPTHKOCTEPOINN 3B’S3YIOTHCS 3 PELENTOpPAMU B IUTOILIA3MI,
3MIUCHIOIOTh ~ TPAHCJIOKAIIl0O B  sAApO 3  TOAANBIIAM  3B’SI3yBaHHAM 3
KOPTUKOCTEPOIJOUYTJINBUMHU €JIEMEHTAMH Ha KOPTHUKOCTEPOINOYYTIMBUX T'eHAX.
Bimomo, 1110 KOPTHKOCTEPOiAN 301TIBITYIOTh TPAHCKPHUIIIIIIO MTPOTH3AMAIBHIX OUIKIB,



a TaKOXX TNPHUTHIYYIOTh EKCIIPECilo JEKUIbKOX 3amalbHuX reHiB. IlpoTuzamanbHa
aKTHBHICTb J€KCaMETa30Hy NMPHOIM3HO B 25 pa3iB CUIIbHIIIA, HIX TAPOKOPTU30HY.
Dapmaxoxinemuxa.

Lunpoduokcanun

Bemoxmysanna. PiBHI nunpodaoKkcauHy B Iiia3Mi Jy>ke HU3bKI IICHs MICLIEBOTO
3aCTOCYBaHHA y ByXa JJ031 KOMOiHOBaHOTO npenapary 3 Mr/ 1 Mr, ByITHUX KpareJb,
cycneHsii, y alieHTiB AUTAY0ro Biky. [licis 3akamyBaHHs 110 4 Kparwii B KOKHE BYXO
(exBiBasieHTHO 0,84 MT HUTIPOQIIOKCAIIMHY ) TIKOBI KOHIIEHTpALii IUMPO(IOKCALUHY
(Cpax) Aocsranucs npotsroM | roaunu 1 Oyu B nianaszoHi Big meH Hixk 0,50 Hr/min

1o 3,45 ur/min 13 cepenHiM NOKa3HUKOM Cpax 1,33 Hr/mi. Ilicns gocsaraensst Coax

BUBEJCHHS LUIPOQIIOKCAIIMHY 3 IJIa3MH BiOyBa€ThCs 3 MEPiOAOM HamiBpo3mamy
npuOJIM3HO 3 TOAMHH, IO € aHAJOTIYHUM TAaKOMY MOKa3HUKY y JOPOCIMX MiCIs
[IEPOPAIILHOI JA03H.

Posnooin.  JlocnijpkeHHs Ha TBapuHaxX CBiA4ath, MmO IUNPO(IOKCALUH
PO3MOIUISETHCS MO BCIX OCHOBHUX OpraHax i TkaHWHaX. HaliBuI KOHIIEHTpaIIii, K
MIPAaBUIIO, JOCATAIOTHCS B MEUiHIII Ta HUpKax. HU3bKi KOHIIEHTpallii BiA3HAYAIOTHCS B
MO3KY, JKHPI 1 KICTKaX. 301IbIIEHHS 1031 MPU3BOJAUTD /10 MPONOPIIHHUX 3011bIICHD
KOHIIEHTpalii B TKaHMHAX. Po3monin i emiMiHaLis pagiOaKTUBHOCTI CXOXKI MICHIS
OJTHOPa30BO1 1 MOBTOPHUX A03. Llunpodokcan He 3B’SI3y€ThCSl EKCTEHCUBHO 3
OlTKaMU IJIa3MH.

[unpodokcanyy BUALISBCS 3 MOJIOKOM Y TBapHH B nepiox JakTauii. [IpucytHicTs
paioaKTUBHOCTI B MOJIOL IOB’s3aHAa HAacaMIepes] 3 MPUCYTHICTIO HE3MIHEHOTO

BUXiZHOTO mpemapaTy. BariTHuM TBapuHAM BBOZMIM | *C-IUmIpOQIIOKCALHH,
Pai0aKTUBHICTD PO3MOUISIIACS HA LTI/, aje Ha OUTBIIT HU3BKUX PIBHAX, HIX Ti, IO
CTIOCTEpiTajrcs B TUIa3Mi MaTepi.
biompancgopmayis. Metabomizm mupoQIIOKCAIUHY CXOKUN y TBAPHH 1 JIFOIUHU.
[MunpodokcanH HEEKCTEHCHMBHO METa0O0Ii3y€eThCS Ta BUBOJIUTHCS, TOJOBHUM
YMHOM, 13 Ceuel0 y HEe3MiHEHOMY BHIIIII. MeTalGoii3M HPU3BOAWUTH 10 TOSIBH
MeTa0OITIB 31 3HAYHO MEHIIIOI0 MIKPOOIOJIOTTYHOIO aKTUBHICTIO, HI’K Y BUX1IHOTO
npemnapary. Y JOCHiIKEHHSX in Vitro y TBapHH 1 B MIKPOCOMAaX TEUYIHKHU JIIOUHH
unpodIoKcaMH TpHUTHIYYBaB OioTpaHcdopmMariito 3a gomomororo CYPIA i
CYP3A muuroxpomy P450. Bzaemomii Mix JikapcbkuMu 3acobamu  Oynu
MIPOJEMOHCTPOBAHI U JEKUIBKOX chenu(iyHuX mpenapaTiB Miciast CyMiCHOTO
3aCTOCYBaHHS 3 MUMIPO(IOKCAITMHOM BHYTPIITHROBEHHO 1 TIepopaibHO. JlesKi 3 1ux
B3aeMOJIii OynM TOB’s3aHi 31 3AATHICTIO IHUNPO(IOKCAUMHY TNPHUTHIYYBaTH
OioTparcdopmariii, siki BimOyBaroThCs 3a ydacTio i3odepmentiB P450 CYPIA i
CYP3A.
Eniminayia. llunpodnokcalliH BUBOJAUTHCS 3 CEYCH0, KAJIOM 1 KOBUIO. Y TBapuH
iCJIs BHYTPIITHBOBEHHOTO 3acToCcyBaHHA 51% 1031 BusBIseThCs B cevi 1 47% —y
dekamisx. Y TBapuH 1 JIOJUHU KCKPEIIisi € OCHOBHUM IIUISIXOM eJiMiHariii. [croTHot
EHTepOrenaTHIHOl HMPKYJISIIT He BiI3HAYAIOCS y TBAPHH.
Himu. Tlicns omHOpa30BOTO 3aKamyBaHHS 1o 4 Kparuti B 00uBa Byxa (8 kparmenb) y
niTel cepemHs miazMoBa KoHIEHTpalis C,x TUNpodiokcanuny ctanouna 1,33
+ 0,96 ur/ma. Ilicnsg nporo KOHIEHTpaIlis HUIPOQIOKCalMHY 3MEHIIIyBajacs 1 He
nijuiarana KiabKicHoMmy BuzHadeHHIo (< 0,50 Hr/mut) uepe3 6 TOAMH MiCIs BBEICHHS
703H, 1110 BKa3dye Ha HU3bKHM cucteMHuUd BIUIMB. CepenHsi koHueHTpauis Cpax

unpodnokcanuny (1,33 Hr/min) B ~570 pa3iB MeHIa, HIX CepeTHS KOHICHTPAITis



Cmax 760 HI/MI, TIpO Ky MOBIIOMIISLIIOCS TICHSI TEPANeBTUYHOI MEPOPaIbHOi 103U
uunpodaokcanuny 250 Mr y gopociaux gociiakyBaHux. CepenHe 3Ha4YeHHS ty/p

UNPO(IIOKCAIMHY CTAaHOBHJIO MPUOIU3HO 3 TOJUHM, L0 € AHAJIOTTYHUM TaKOMY
MOKa3HUKY Yy JOpOCIuX michns nepopanbHoi a03u. CHCTeMHUH  BIUIMB
unpodIoKCcalHy, SKHA CIHOCTEpiraBcs B KIIHIYHUX JIOCHIKCHHSIX IiCIs
MICIIEBOT'O 3aCTOCYBaHHs y Byxa, OyB MaKCUMaJbHUM Y JiT€H, XBOPUX Ha TOCTPHI
cepeiHid OTHUT NpU IIYHTI OapabOaHHOI NEPEeTHUHKH, 4Yepe3 HasBHICTh IIyHTa
OapabanHoi mepeTuHKH Oe3 ortopei. He odikyeTbes, MO CUCTEMHHUI BIUIUB
UNPOQIIOKCALMHY Y XBOPUX Ha TOCTPUIA 30BHIIIHINA OTUT MICJIS MICLIEBOTO BYIIIHOTO
3aCTOCYBaHHA OyJe BUIIKMM, HIXK Y XBOPUX JITEH 3 IIyHTOM OapabaHHOI MEPETUHKH,
y 3B’A3KYy 3 HU3bKOIO 010/I0CTYIHICTIO MICIIEBHX MpernapaTiB yepe3 HEYUIKOKEHY
6apabaHHY IEPETHHKY.

JlexcamerazoH

Bcmoxmysanna. PiBHI jekcaMeTa3oHy B IIa3Mi JIy’ke€ HHM3BKI HICIS MICIIEBOTO
3aCTOCYBaHHA y ByXa J031 KOMOiHOBaHOTO npenapary 3 Mr/ 1 Mr, ByITHUX KpareJb,
cycneHsii, Ui MalieHTiB AUTA4Yoro BiKy. Ilicns 3akamyBaHHs 0 4 Kparuli B KOXKHE
Byxo (ekBiBasieHTHO 0,28 Mr J03W JAeKcamMeTa3oHy) TMIKOBI KOHIEHTpaIlii
nexcameTa3zoHy (Cpax) AOCSATaIMCA MPOTAroM 1 TOAMHU 13 CEepeHIM MOKAa3HUKOM
Cmax 0,09 ur/mn. Ilicnsa pocsrHeHHst Cp,x BUBEIEHHS JEKCAMETa30HYy 3 IIa3MU
BiJI0OYBA€THCS 3 TIEPIOJAOM HAIMIBPO3MaLy MPUOIH3HO 4 TOIUHU, IO € aHAIOTTYHUM
TAKOMY TMOKa3HUKY Y JOPOCIUX MiCIIs IepOPaIbHOT JJO3H.

Posnodin. Cepenniii 06’eM po3noiny y mroawau Big 0,576 no 1,15 nw/kr. Y tBapun
KOPTUKOCTEPOIAH PONOAUISAIOTHCS B M 5I3H, IEUIHKY, IIKIPY, KAIIEYHUK 1 HUPKH. Y
IIypiB IEKCaMETa30H MPOHMUKAE Yepe3 TUIALEHTY, ajie PiBHI B IJIa3Mi KpOBi y mjioja
HIDKYE MAaTEPUHCHKUX piBHIB. JleKcaMeTa30H TAaKOX MPOHUKAE B TPYTHE MOJIOKO,
asie B He3HauHii kinbkocTi. [Tpubnmsno 77-84 % nexcamerazoHy 3B SI3YEThCS 3
CHPOBATKOBUM aJIbOyMiHOM.

biompancgopmayis. OcCHOBHUE cIOCIO BUBEECHHS JIEKCAMETAa30HY — METa00i3M y
nedinmi. [Ipubmuzno 60 % n03u y JI0JUHA BUABISETHCS B cedi y BUTIAAL 6-(0era)-
TIIPOKCUICKCAMETa30Hy, TpU LbOMY 6-(0eTa)-riapokcu-20-auriIpoOKCHMETa30H
TaKOX BBAXKAETHCSI BAXKIMBUM CEUYOBUM MeTabomiToM. BuxigHuii 1ekcaMeTa3oH y
ceui He OyB BusiBneHud. OcHOBHUI i30depment P450, iamoBimanbHUN 32
6ioTpancdopmariii nekcamerazony, — CYP3A4. KiipeHc nekcaMera3oHy y JIFOUHU
cranoButs 0,111-0,225 n/roa/kr, kKiHIIeBUI epio HaMliBBUBEACHHS — 3—4,7 TOIUHHU.
Metabomi3M  J1eKcaMeTa30Hy IHAYKY€TbCS IMPOTUCYJOMHUMH 3acobamMu 1
NPUTHIYY€EThCS  130HIA3UAOM Ta MOTYXHMM iHribiropom P450 CYP3A4
ITPaKOHA30JI0M.

Himu. Ilicns oqHOpa30BOro 3akamyBaHHs 1o 4 Kparii B oOujBa Byxa (8 Kpameb)
y JiTel cepenHs 1uazMoBa KoHIeHTpauisd Cp,x AekcameTa3ony ctanoBmwia 0,90 +
1,04 ar/mi. Ilicas 1poT0 KOHIIEHTpAIIs JeKCAaMETa30HY 3MEHIIIYETHCS 1 HE T IsIrae
KUTbKICHOMY BU3HaueHHIO (<0,05 Hr/mur) yepe3 6 TOAuH micisi BBEACHHS J03H, IO
BKa3ye Ha HU3bKUI cucTeMHMid BIUTHB. Cepenst KoHneHTparis Cyy,x I€KCaMETa30Hy
(0,90 ur/mn) B ~8,8 pa3za mMeHIa, HiXX cepeHs KOHIEHTpalisd Cyax 7,9 HI/MI, Ipo
AKY MOBIIOMIISAIIOCS MICHS MepopalibHOI 103U AekcaMeTra3zoHy 0,5 Mr y popociux
nocmipkyBaHux. CepeqHe 3HaYeHHS t]) AEKCAMETa30HY CTaHOBHJIO NMpHOIM3HO 4

TOJIUHM, 110 € aHAJIOTIYHUM TaKOMY TIOKa3HUKY Y IOPOCIIUX MiCIIs IEPOPATBHOT JO3H.
CucreMHU BILTUB IEKCAMETA30HY, SIKU CIIOCTEPITraBCs B KITHIYHUX TOCIHKEHHIX



MiCJIs MICIIEBOT'0 3aCTOCYBAHHS y ByXa, € MAKCUMAJIBHUM Y JiTeH, XBOPUX HA TOCTPHI
CepelHid OTHT NpU IIYHTI OapabOaHHOI NEPEeTHUHKH, 4Yepe3 HasBHICTb IIyHTa
OapaGanHOi mnepeTuHKH Oe3 ortopei. He odikyeTbcs, IO CUCTEMHHUI BIUIUB
JIeKCaMeTa30Hy Y XBOPHX Ha FOCTPUN 30BHIIIHIN OTHUT MiCJsI MIiCLEBOTO BYIIHOTO
3aCTOCYBaHHA OyJe BUIIKM, HIXK Y XBOPUX JITeH 3 IIyHTOM OapabaHHOI MEPEeTUHKH,
y 3B 43Ky 3 HU3bKOIO 010/I0CTYIHICTIO MICIIEBHX NpenapaTiB yepe3 HEYUIKOKEHY
O6apaOaHHY EPETHHKY.

KuiniuHi XapakTepucTHKH.

Ilokazannsa.

FocTpuii OTHT 30BHIIIHBOTO ByXa, a TAaKOXX TOCTPUH OTHT CEpEeAHBOTO ByXa 3
JIpEeHaKEM 4Yepe3 THUMITAHOCTOMIYHY TpYyOKy, CHPHYHMHEHI ITamMaMu OaKTepii,
Yy TJIIMBUMHU JI0 TUTIPOQIIOKCAINHY.

Ilpomunokazanns.

lNnepuyTnuBiCTh A0 HUNPO(IOKCAMHY, IHIIUX XIHOJIOHIB, JeKcaMeTa3oHy ado 10
OyIIb-IKMX TOTIOMDKHHUX PEYOBHH, IO BXOSATH IO CKJIAY JIIKAPCHKOTO 3aco0y.
BipycHi (Hanmpukiaf, BITpsiHa Biclia, IPOCTHM repriec) Ta rpuOKoBI BYIIHI 1H(EKIII].
B3aemooia 3 inwmumu nikapcoKkumu 3acooamu ma inuii 6uOU 63aEMOOiil.

He mpoBoaumocs 1ocaimKkeHp TIKapChKUX B3aEMOIIN TTpenapary.

[Ticas micueBoro 3acTocyBaHHsI Mpenapary y ByXa y JiTell 3 myHToM OapabaHHOi
MEPETUHKH CIOCTEpiraancs HU3bKI KOHLEHTpalli B Iu1asMi HUMpodIokcanuny (=
0,50 ar/min) Ta nexcameta3ony (> 0,05 Hr/mi) depes 6 TOJMH MICIsA BBEASHHS JO3H.
byB 3po0OsieHuii BHCHOBOK TMpO  MaJIOMMOBIPHICTh  KIIIHIYHO  3HAYYILIMX
(hapMaKOKIHETHUHUX JIIKAPChKHUX B3aEMOJ1H IUIPodIIoKcaluHy abo AeKcaMeTa30Hy
3a JOMOMOTroI0 3B’s13yBaHHs Olika abo 3a ydacTio MeTabonizmy P450 3 cynmyTHiMu
rpenapaTamMu MiCiIsl MICIIEBOTO 3aCTOCYBAaHHS Y ByXa.

Opmnak Oyso MOKa3aHo, IO CUCTEMHE 3aCTOCYBAHHS JESKHX XIHOJOHIB IiJICHUITIOE
edeKT MepopaibHOTO AHTHKOATYJSHTY BapdapuHy 1 HOro MOXIJHUX, BUKIUKAE
TPaH3UTOPHI MiJBULIEHHS KpPEaTHHIHY B CHpOBATIl y XBOPHUX, SIKI OJJHOYACHO
MIPUIMAIOTh [IUKJIOCTIOPHH.

Byno nmponemMoHcTpoBaHO, 10 3aCTOCYBAaHHS ITUTIPOQIIOKCAIIMNHY BCEpEUHY 1HT10y€
13o¢pepmentuy CYPIA2 1 CYP3A4 uuroxpomy P450 1 3miHIOE MeTabomi3M
MeTHWIKCaHTHHY (Kogein, Teodinmin). Ilicas micueBoro 3acTocyBaHHS Yy ByXa
KOHIIEHTpaIii MUIpoQIIOKCaIIMHy B TUTa3Mi HU3bKI 1 MAJIOWMOBIPHO, IO B3aEMO/TIS
3 yuacTio Mmetabomismy P450 13 cymyTHIM mpenmapaToM mpusBene 0 KIIHIYHO
3HAYYyIIUX 3MIH IJIA3MOBUX P1BHIB METUJIKCAHTHHY.

Ocobueocmi 3acmocyganus.

Le#t nikapchkuil 3aci® MpU3HAYEHUI TUIBKU JUIsl BYIIHOTO 3aCTOCYBaHHA. BiH He
MPU3HAUYECHUN JUI 3aCTOCYBaHHsS B OYl, BUKOPUCTAHHS y BUIJIAII 1HTausuid abo
1H’ EKIIIH.

k1o oTopest 30epiraeThes MCIs TOBHOTO KypCy Tepariii abo SKIo 1Ba abo OiibIne
emi30/1iB OTOpei BUHUKIM HPOTATOM 6 MICALIB, PEKOMEHAYETHCS MOJaiblle
00CTEeXKEHHS JJIs1 BUKIIIOYEHHSI OCHOBHOTO 3aXBOPIOBAaHHS (X0J€CTeaToMa, CTOPOHHE
TUT0 200 TMyXJIUHK).

Sk 1 mpu 3acTOCYBaHH1 IHIINX aHTUO10THKIB, TPUBAJIE IIKYBaHHS JaHUM IIperapaToM
MO’K€ MPU3BOJIUTHU 10 MiJBUIIEHOIO POCTY HEUYTJIMBHX OPraHi3MiB, BKJIIOYAIOUU
OakTepiajbHI WITaMM, APLKIKI Ta rpuOu. Y pasi cynepiH@ekuii ciif NPUIHHUTH
3aCTOCYBaHHsI MpemnapaTy Ta po3MovyaTH BIAMOBIIHY Teparito. SKIo mcis 0JHOTo



TH)KHS JIIKYBaHHS 30epiraroTbCsl AESKli CUMITOMH, PEKOMEHJIYEThCS IOJablia
OLIIHKA JJIs IEPEOLIiHKM XBOPOOU 1 JIIKyBaHHS.

ITpo cepiio3Hi, iHOAI JIeTaNIBbHI peakiii rinepyyTIMBOCTI (aHadiaKcis), AesKi 3 AKUX
BUHUKAIM IICHA Tepuioi 103, MOBLAOMIIAJIOCH Yy TMAaLI€HTIB, SKI OTPUMYIOThH
CHUCTeMHI XiHOJOHH. Jledki peakiii CyNnpOBOMKYBAJIUCS CEPLEBO-CYIUHHOIO
HE/IOCTATHICTIO, BTPATOIO CB1IOMOCTI, aHT1OHEBPOTUYHUM HAOPSIKOM (BKIIOUAIOUYH
HAaOpsAK TOpTaHi, TJIOTKA ab0o oO0mMu4Ys), OOCTPYKIIEI IUXaTbHUX MUISAXIB,
3aJIUILKOI0, KPOITUB’ STHKOIO Ta cBepOexxeM. JIikyBaHHS penapaToM CIIijl IPUIUHUTH
IpU TeplIid MosiBl IIKIPHOrO BHCUITy a00 I1HIIMX O3HAaKax TiNepuyTIUBOCTI.
Cepiio3Hi TOCTpi peakiii rinepuyTIUBOCTI MOXKYTh BUMAraTH HEraiHOTO HaJaHHS
HEeBiIKIaAHO1 foroMoru. CIriJi 3aCTOCOBYBAaTH KHCEHb 1 3a0e31meuyBaTy MPOXiIHICTh
IUXAJIBHUX HUIAXIB 332 KIIHIYHUMH TMOKa3aHHSAMHU. [Ipu 3acTocyBaHHI CHCTEMHHX
(TOPXIHOJIOHIB, BKJIIOYAIOYM LUIPOGIOKCAIIMH, MOXKJIMBE 3allaJIeHHs 1 pO3pUB
CYXO0HJIb, 0OCOOJIMBO Y JIITHIX MAI[I€HTIB 1 Y TUX, XTO JIIKYETbCS KOPTUKOCTEPOiIaMH.

JlikyBanHs ikapchkumM 3aco6oM Lumpodapm® Jlekc it IPUIMHNTH IPH MEPIINX
O3HAKax 3alaJiCHHs CyXO0XKHUIIb.

Koprukocrepoin MOXYyTb 3MEHIIYBaTH OMip 1 CHOPUATH BUHUKHEHHIO
OakTepiabHUX, BIpYCHUX, TPHOKOBUX iH(EKIiH ab0 MacKyBaTH KJIIHIUHI O3HAKU
iH}eKil, NepemKoIKAIOYN BHUABICHHIO HEe(PEKTUBHOCTI aHTHUOIOTHKIB, abo
NPUTHIYYBATH peakiii MiJBUINEHOI YYTIUBOCTI 10 KOMIIOHEHTIB JIIKapChKOTO
3aco0y.

[Tpu cucreMHOMY Ta MiCLIEBOMY 3aCTOCYBaHHI KOPTUKOCTEPOiIiB MOXKIIUBI PO3JIa M
30py. SIKIIO MAIiEHT Ma€ TaKi CUMIITOMH, SIK PO3MHUTICTh 30py a00 1HIII MOPYyIICHHS
30py, WOTO CJiI HAPABUTH 10 OPTAIBMOJIOTA /ISl OI[IHKA MOYIIMBHUX MPUYHH, SIKi
MO>KYTb BKJIIOUATH KaTapakTy, I1ayKoMy abo Taki piAKiCHI XBOpoOH, SK [IEHTpaJbHa
cepo3na xopioperunomnatis (LUCXPII), sxi crmocrepiranucs micis 3aCTOCYBaHHS
CHCTEMHHX Ta MIiCIIEBHX KOPTHKOCTEPOI/liB.

Lleit nikapcbkuii 3aci0 MICTUTD OCH3AIKOHIIO XJIOPU, SIKUH BUKJIMKAE TTOAPA3HEHHS
Ta MOXE CHPUYMHUTH IIKIPHI peaKiii.

3acmocysanus y nepiod gacimuocmi abo 200y8aHHsA 2pyo00.

BaritHicTh

OCKiTbKM HE TPOBOJIWIKCS JOCHIDKCHHS KOMOIHAIil mumpodIioKcauHy Ta
JIeKCaMeTa30Hy Ha TBapuHax a0o j00pe KOHTPOJIbOBAHI JOCTIKEHHS 32 y4acTio

BariTHuxX xiHok, I{unpodapm® Jlekc He ci1ix 3aCTOCOBYBATH IIiJ Yac BAriTHOCTI.
[Tpu3HayeHHS TUX TpenapaTiB MOXIIMBE TUTBKUA B TOMY BHIIQJIKY, KOJIHU IMMOTECHIIHHA
KOPHUCTH JUTS BariTHOT BUIIPABIOBY€ MOTSHIIWHUIN PU3UK 1 1U1oa. JlakTaiis
[MunpodiokcanuH 1 KOPTUKOCTEPOiOW TMPOHUKAIOTH B TPYAHE MOJOKO IiCIIs
NEpOpPaIBHOrO 3acTocyBaHHs. HeBimoMO, 4M MOXKe MICIEBE 3aCTOCYBaHHS
npernapary CIpUuIHHATH CUCTEMHY a0COpPOIiT0, TOCTATHIO IS TIOSIBU BU3HAUYBAHUX
KUTBKOCTEH Tperapary B TpyJHOMY MoJjomi. He MOXHa BHKIIIOYATH 1 PU3UK LIS
HEMOBJIST, IO 3HAXOAATHCS Ha TPYAHOMY BUTOAOBYBaHHI. Ciil 3 00epexHICTIO
3aCTOCOBYBATH JIAaHUH Mpenapar KiHKaM SIKi TOAYIOTh TPYIIIO.

DepTUIIBHICTD

Hemae mannx mpo Brumis npernapaty Linmpodapm® Jlekc Ha (pepTHIBHICTS TIOIHHN.
JlocaipkeHHsl Ha TBapyHAX 11010 3aCTOCYBAaHHS TOMIYHUX JepMajbHUX MpernapaTiB
CBIUaTh MPO BIUIMB Ha YOJIOBIYl CTAaTE€Bl OpPraHu MpPH TPUBAJIOMY 3aCTOCYBaHHI
JIEKCAaMETa30Hy y BHUCOKHX J03aX. PenmpoayKTHBHI JOCHIIKEHHs, MPOBEICHI Ha
TBapuHaX B /033X, fKi B 6 pa3iB MepeBHUINYyBalM 3BUYANHY LIOJECHHY A03Y JUIS



TIOOUHU TIPU TIEpOpaIbHOMY 3aCTOCYBAaHHI, HE BHUSBWIHM JOKa3iB IMOPYIICHHS
(bepTUIBHOCTI.

30amuicms eniugamu Ha wWUOKICMb peakyii npu KepyeawHi asmompaHcnopmom
abo THWUMU MeXAHIZMAMLU.

Lunpodapm® Jlekc He BrUMBae a60 Mae HE3HAYHMIl BIUIMB HA IIBUAKICTH peaKiiii
IpU KepYBaHHI aBTOTPAHCIIOPTOM a00 pOOOTI 3 IHIIMMHU MeXaHi3MaMH (IHUB. PO3JILT
«[1o6iyni peaxmii»).
Cnoci6 3acmocysannsa ma 0o3u.
Hopocii
4 xparil B 30BHIIIHIA CIyXOBUH NHpOXiJ ypakeHOro Byxa (ByX) ABi4i Ha JCHb
IPOTSIrOM 7 JTHIB.

iTH
Byna nponemoHcTpoBaHa e(heKTUBHICTH Ta Oe3MeKa 3aCTOCYBaHHS IIbOTO MIpenapary
JITSIM 3 6 MICSIIIB /17151 JIIKYBaHHSI TOCTPOTO CEPEAHBOT0 OTUTY IPH IIYHTI GapabaHHO1
NEPeTHHKH 1 3 | pOKy Ui JiKyBaHHS TOCTPOTO 30BHIIIHBOTO OTUTY (AMB. PO3JILT
«[itny» nns 3acTOCyBaHHS JITSM BIKOM JI0 6 MICSIIIB MPH TOCTPOMY CEPEIHHOMY
OTHUTI NpH UIyHTI 6apabaHHOI MEPETUHKU 1 AITAM BiKOM 70 1 pOKy Ipu roctpomy
30BHiIIEBOMY oTHTi). Llnmpodapm® Jlexc MOXKHa 3aCTOCOBYBATH B Tiil K€ 031, 110
1 JIOpOCIINM.
[NarieHTH JITHBOTO BIKY
B minomy He crioctepiranocs pizHuUIll B 6e3meri abo e)eKTUBHOCTI Mpemnapary s
JITHIX MAII€HTIB Ta JOPOCITUX MAI[I€EHTIB MOJIOJIIIOTO BiKY.
[MamienTy 3 mopymeHHsIM (QyHKIIT HUPOK Ta MEYiHKH
[TewinkoBa ab0 HUpPKOBa HEIOCTATHICTH (c1abo abo MOMIPHO BUpPAXKEHI) HE
3MIHIOIOTH  (papMaKOKIHETHKY MHIPO(MIOKCAMHY a00 JEKCaMeTa3oHy IiCIIs
CHCTEMHOT'O 3aCTOCYBaHHSI.

IMicis MicmeBoro 3actocyBaHHs BymHHX kpameds Llumpodapm® Jlexc y Byxa
HeBeJMKe 30UIbIICHHS IUIa3MOBOi  KOHIIEHTpamii UUIpodIIoKcaluHy  Ta
JIEKCAaMETa30Hy MOXJIMBE Y TAIIEHTIB 3 TSHKKOK HHUPKOBOK ab0 TEYiHKOBOIO
HenocTaTHICTIO. OJHAaK, OCKUIPKA CHCTEMHHH BIUIUB HHUMPOGIOKCANUHY abo
JeKCaMEeTa30Hy HHU3bKHM IICIAS MICIIEBOIO 3aCTOCYBaHHA Yy ByXa, OyIb-sike
30UTBIIEHHST CHUCTEMHOI KOHIICHTpAIllii BHACIIIOK HHUPKOBOI ab0 TMEYiHKOBOI
muchyHKIIT Oyae sSK 1 paHilie 3HAYHO HIDKYE KOHIICHTpAIl B TUTa3Mi, sika 100pe
MEPEHOCUTHCS TITHbMU 1 JOPOCIUMHU MICIS MEPOPATBHOTO a00 BHYTPILIHBOBEHHOTO
3aCTOCYBAaHHS Y PEKOMEHJO0BAaHUX J103aX.

[NamienTam 3 nopyuieHHsIM QYHKIIT HUpOK ab0 MeUYiHKH Mig0ip 03U HE MOTPIOHUH.
Crocib 3acTocyBaHHs

Tinbku 17151 3aCTOCYBaHHS Y ByXa.

Crnig mpoOIHCTPYKTYBaTH TMAIIEHTIB TPO HEOOXIAHICTh Mepes 3acCTOCYBaHHSIM
eHepriiiHo cTpyuryBaTH (iaakoH. CycrneHsito ciif] 3irpiTi, TpuMarouu (GirakoH y pyLi
MPOTATOM JEKIJIbKOX XBUJIMH, 1100 YHUKHYTH 3a[1laMOPOYEHHS, SIKE MOK€ BUHUKHYTU
B pe3yJbTaTl 3aKallyBaHHS XoOJoAHOT cycrensii. [lamieHT TOBWHEH JeXaTh
Bpa)XEHUM BYXOM JIOTOPH, KpaIUTi CJIiJ1 3aKaIllyBaTH, BIATATHYBIIN BYIIIHY PAaKOBUHY.
[TamieHTam 3 rocTpUM cepeiHiM OTHTOM 3 IIYHTOM OapabaHHOI MEepeTUHKHU CIiJ 5
pa3iB HaTUCHYTH Ha KO3€JIOK BCEPEIUHY JUIsl MOJIETIICHHS TPOHUKHEHHS Kparuli y
cepenHe Byxo. Take TOJIOKEHHS TIOBHHHO 30epiraTucs OJM3BKO 5 XBWUJIMH IS
MOJIETIIIEHHSI TPOHUKHEHHsS Kpamenb y ByXxo. IIpu HeoOXiIHOCTI MOBTOPUTH B
MIPOTUIIEKHE BYXO.




[[o6 momepenuTy 3a0pyAHEHHS HAKOHEYHUKA Ta OOMEXHUTH PU3HK MPOHUKHEHHS
OakTepiif, HEOOXiTHO JOOTPUMYBATHCh OOEPEKHOCTI 1 HE TOPKATUCS BYIIHOI
PaKOBUHU 200 30BHIITHHOTO CIIYXOBOTO IMPOXO/IY Ta MPUIETIIUX IIISTHOK, a00 1HIINX
MOBEPXOHb HaKOHeUHUKOM (prakoHa. [lig gac 30epiranHs (rakoH MOBUHEH OyTH
IIUTBHO 3aKPUTHUM.

Jimu.

Besneka Ta edekTUBHICTS siKapcbkoro 3aco0y Llumpodapm® Jlekc He BcTaHOBIEH]
U TiTeH BIKOM 10 6 MICSIIB NpPU TOCTPOMY CEpEAHbOMY OTHTI 3 IIYHTOM
6apabaHHOI IEPETHHKH 1 IS AIT€H BIKOM 110 1 pOKY 3 TOCTPUM 30BHILIHIM OTHTOM.
3a BuHsTKOBHX 06cTaBuH Lumpodapm® Jlexc MOXkHA 3aCTOCOBYBATH B JaHiil rpyri
TITEH Micyst Ay’Ke peTesbHOI OIIHKH JIIKapeM KOPHCTI 1 pU3HKY 3 ypaxyBaHHSM TOTO,
10 KJIIHIYHUNA JOCBII HEAOCTATHIMN.

Ilepeoo3ysanns.

[lepemo3yBanHsS TIpU  MICIIEBOMY  3aCTOCYBaHHI  MasloiiMoBipHO.  OmHaK
MIPOKOBTYBAHHS JIIKAPCHKOTO 3aC00Y Hano@apM® Jlexc, B pe3yabTaTi 90ro MOXKe
BUHUKHYTH TepeI03yBaHHs, a00 TpHUBaJia MiClieBa Tepallis y ByX0 MOXe IPU3BECTU
70 cyrmpecii rinotasaMo-TinodizapHO-HATHUPKOBOI CHCTEMH. XoOdYa 3HIKEHHS
MIBUJKOCTI POCTY y MiTeH Ta/ab0 MpHUTHIYEHHS KOHIICHTPAIll KOPTU30JIy B TIIa3Mi
MOke OyTH OUIbII BHUPA)KEHUM IIICIS ICTOTHOTO IEepero3yBaHHS ab0 TPUBAIOIo
nikyBaHHs (HAampHKIax, Kimbka wMicsaui) npemaparoM Llumpopapm® ek,
OYIKY€ThCsI, MO0 e(ekT Oyae TpaH3UTOPHUM (BiJ NEKUIBKOX IHIB 1O JEKUIBKOX
THXKHIB) 1 JIESTKO 00OPOTHUM 0€3 JOBIOCTPOKOBUX HACIIIJIKIB.

[Ipu BumagKoBOMY MPOKOBTYBAHHI Mpenapary JiKyBaHHS TOCTPOTo Nepe103yBaHHs,
SK MPaBUIJIO, MMPOBOIUTHCS 33 JAOMOMOIOI0 MIATPUMYIOYOi Ta CUCTEMHOI Tepamii i
MOXK€E BKJIFOUATH B ce0e HacaMIiepe ] IHAYKIIiF0 OJF0BOTH 1 MPOMHBAHHS IIUTYHKA.
Io6iuni peaxuii.

Y ¢a3i Il Ta Il xmiHIYHEX JOCHIIKEHb KOMOIHAIil IUnpodokcanuHy i
JeKcaMeTa3oHy y (hopMi BYITHUX Kpareib oTpuMyBaiu 937 narieHTiB. L KinbKicTh
Brirodana 400 maimieHTiB 3 TOCTPUM CEPEIHIM OTUTOM 3 THUMITAHOCTOMIi€ Ta 537
MaIi€HTIB 3 TOCTPUM 30BHIIIHIM OTUTOM. Jlam HaBeaeHO MOOIYHI peakiii, ki 0ys1o
BUSIBJICHO II1JT 4acC [UX JOCIIIKEHb.

['ocTpuii cepenHiii OTUT Y JiTeH 3 TUMIIAHOCTOMIEIO

Huxue Bkazani no0iuHi peakiii BuHuKanu y 0,5 % abo 6inplie naiieHTiB 3 1eekTom
OapabaHHOT IEPETHHKHU.

[ToGiuna peakiis Yacrtora (N =400)
JuckombopT y Byci 3,0 %
binb y Byci 2,3 %
Ocan y Byci (3aJIMIIKOBHIA) 0,5 %
[ToapaznuBicTh 0,5 %
3MiHa CMaKy 0,5 %

VY opHOro marji€eHTa crocrepiraaucs: OJoKaja THMMIIAHOCTOMH, CBEpOIX y BYCI,
TUHITYC, KaHU/103 POTOBOi MOPOKHUHH, TIJIa4, 3a[IaMOPOYEHHS Ta epUTEMa.
["ocTpuii 30BHINIHIN OTUT

Huxde Bkazani mo0iuHi peakiii Bunukanmu y 0,4 % abo 6inblie naiieHTiB 3 1eexTom
6apabaHHOI IEPETUHKH.

[To6iuna peakiist Yactora (N = 537)

CBepOix y Byci 1,5 %




By1ni BugineHHs 0,6 %
Bropunna (onopTyHicTHYHA) ByIIHA iH(eKis 0,6 %
3acriii y Byci 0,4 %
binb y Byci 0,4 %
Epurema 0,4 %

VY 0AHOro mnamieHTa CIOCTEpIiralucs: AUCKOMGOPT y BYCI, HOTIPUICHHS CIyXY,
BiTYYTTS IOKOJIOBAHHS y BYCI.

Hwkue3a3nayeHi moOiuHi peakilii BHHHMKAIW MijJ Yac NPOBEICHHS KIIHIYHHX
JOCTIKEeHb Ta MOCTMapKeTHHroBoro nepiony. [1o61uni peakiii kmacudikoBaHi 3a
CHUCTeMaMHM OpTaHiB Ta YaCTOTOIO TAKUM YMHOM: ayxke yacTo (> 1/10), wacto (> 1/100
1o <1/10), neuacro (> 1/1000 no <1/100), piaxo (= 1/10000 go <1/1000), gyxe piako
(<1/10000) abo HEBiAOMO (HEMOKIUBO OIL[IHUTH 32 HASIBHUMH JaHUMH). Y MexXax
KOXHOI Tpynu moOivHi edeKTU MpeACTaBlIeHl Y MOPSAKY 3MEHIICHHS iX CTYIEHs
TSYKKOCTI.

3 60Ky opeanis 30py: HEBIIOMO — IOMYTHIHHS TOJIS 30Dy .

Inghexyii ma ineaszii: HEUACTO — KAHAMIO3.

3 60Ky iMyHHOI cucmemu: HEBITOMO — MIEPUYyTIIUBICTb.

3 6oky Hepsosoi cucmemu: HE4acTO — TapecTesii (A3BiH y Byxax), IUiay; piKko —
3araMoOpOYCHHS, TOJIOBHHH OLJb.

3 60Ky opeanis cuyxy ma eecmubynApHO20 anapamy: 4acTo — OUIb y ByXax; He4YacTo
— aucKoM(OpT y ByXax, 3aKiIaJIeHICTh ByXa, OTopesi, CBepOiX y Byci, rprOKOBi
iH(ekwii Byxa; piAko — TYTOBYXICTbh, IIIyM y ByXaX, 3aJIUIIOK Mpenapary; HeBiTIOMO
— MPUITYXJIICTh BYLTHOI PAKOBUHHU.

3 60Ky cyoun: HEYacTO — NPUILTUBYU KPOBI.

3 60Ky WIYHKOBO-KUWKO8020 MpaKmy: HeYacTo — OJIOBaHHS, AUCTEB3is.

3 6oy wxipu ma niowKipHoi mKanuHu: HEYACTO — eKcdomialis MKIpH;, PiAKo —
€pUTEeMaTO3HUI BUCHII.

3acanvui poznaou ma nopyuwieHHsA y Micyi 66e0eHHs: HEYACTO — OKJII031sl IPUCTPOIO
(o6cTpykiis nrynta 6apabaHHOT MEpETUHKH), TPATIBIKUBICTh, BTOMA.

Onuc okpeMux ModiYHUX peaKiin

Cepiio3Hi, 1HOI JNeTaldbHI peakiii TinepuyTIUBOCTI (aHadinakcis), OesKi 3 SKUX
BUHUKAIM MICIs Nepuioi 03, CHOCTEpIrajucs y Malli€HTiB, SKi OTPUMYBAIU
CUCTEMHI XiHOJIOHH.

Jlesiki peaxiiii cynmpoBOKYBAIUCA CEPLEBO-CYAMHHOIO HEIOCTATHICTIO, BTPATOIO
CBIJIOMOCTi, aHTIOHEBPOTHYHHM HAOpSKOM (BKJIHOYAIOYH HAOPSK TOpPTaHi, TJIOTKU
abo 00muyus), oOCTPYKII€I0 AMXATbHHUX MLUISXIB, 3aJMIIKOI0, KPOMHB’SIHKOK Ta
CBEepOCIKEM.

CrooctepiraBcsi po3BUTOK BTOPWUHHOI 1H(EKIT MiCis 3acTOCYBaHHS KOMOiHAIl
CTEPOIJIiB 1 MPOTUMIKPOOHHUX 3aCO0IB.

VY mami€eHTiB, SKi OTPUMYBaIU CUCTEMHI (TOPXIHOJOHHU, CIIOCTEPIraaucs po3puBU
CYXOXXWJIIA IJIeYa, KUCTi, aXiJUIOBOTO CYXOXWJUIL a00 I1HIIMX CYXOXKWUJIb, SIKI
notpedyBanu XipypriuHoro BiJHOBIEHHS ab0 NPU3BOAWIM 10 TPHUBAJIO]
Hemie3gaTHOCT. JlocmigkeHHs 1 MOCTMApKETUHTOBUM JIOCBiJ 3aCTOCYBaHHS
CUCTEMHUX (TOPXIHOJIOHIB CBI4aTh, [0 PU3UK BUHUKHEHHS TaKUX PO3PUBIB MOXKE
3017bIIYBATUCS Y TAIIEHTIB, SIKI OTPUMYIOTh KOPTHUKOCTEPOIAHM, OCOOIHBO Y
MAIIEHTIB JITHROTO BIKY Ta MpPH BEIUKOMY HABAaHTAKEHHI HAa CYXOXKHIUI,
BKJIIOUAIOYM  aximioBe  CcyXoxkwuis. JlaHi  KINHIYHMX — JOCHITKEeHb 1
MOCTMAPKETUHTOBOTO 3aCTOCYBAaHHS HE MPOJEMOHCTPYBAIU YIiTKOTO 3B’S3KY MIiX




3aCTOCYBaHHAM IUNPO(IOKCAIMHY y ByXa 1 MOPYLIIEHHSIMU OIOPHO-PYXOBOI
CHCTEMH Ta CIOJIY4YHOI TKAHUHH.

Jitu. [Tokazano, 1o L[I/IHpO(bapM® Jlexc € 6e3neyHuM JyIsl JITSH BIKOM BiJI 6 MiCSIIiB
[P JIIKyBaHHI TOCTPOTO CEPEIHBOTO OTUTY MPH IIyHTI OapabaHHOT MEPETUHKH 1 JUIS
JiTel BIKOM Bij 1 poKy IpH JIiKyBaHHI TOCTPOTO 30BHIIIHBOTO OTUTY. YacToTa, THI
Ta TSOKKICTh MOOIYHUX peakuiil y AiTel Taki Xk, K y TOPOCIHX.

Tepmin npuoamuocmi. 2 poxu.

Tepmin npuIaTHOCTI MicHs pO3KPUTTS (hiaakony — 28 mio.

He 3acTocoByBaTH npenapar micis 3aKiH4eHHs TePMiHy IPUAATHOCTI, 3a3HAYEHOTO
Ha YIaKOBIIL

YMmoBu 30epirannsi. 30epiraTv B OpUriHaJIbHIN yIIaKOBII IPU TEMIEpaTypi HE BUILE
25°C.

He 3amopoxxyBaTu! 30epirat y HEIOCTYITHOMY JUIsI AiTE€H MiCIIi.

Ynakoska. I[1o 7,5 mn y ¢uakosi. [To 1 pnakony y mauri.

Kareropis Binmycky. 3a peuentom.

BupoOuunk. AT «®apmak».

Micune3HaxoqkeHHs: BHPOOHHMKA Ta #oro ajapeca Micusi NPOBaIKeHHS
IiSIJILHOCTI.

VYkpaina, 04080, m. Kuis, Byn. Kupunisceka, 74.



