IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

MAKCHUTPOJI®
(MAXITROL®)
Cknao:
Oitoui peyosuHU: IeKcaMeTa30H, HeOMIIMHY CybdaT, momiMikKcuHy B cynbdar;

1 M7 cycneH3il MicTUTh feKcaMeTa30Hy 1 Mr, HeoMinuHy cynbdaTy 3500 MO, nonimikcuny B
cynedaty 6000 MO;

donomidcHi peyoguHu: mogicopdat 20, HaTPiO XJIOPHUM, KHCI0Ta XJIOPHCTOBOOHEBA KOHIIEHTPOBAaHA
Ta/abo0 HaTpio rimpokcun (ans perymioBanHs pH), rimpomesno3a, 6eH3amKOHIO XJTOPHUA, Bo#a
OYMIIEHA.

Jlikapcbka ¢popmMa. Kparmri ouHi.

OcHosHi (i3uko-xiMiyHi 81acmusocmi: HEIIPO30pa CyCIeHsis 6e3 armomepartiB Bifg 6inoro mo 6:1imo-
JKOBTOTO KOJIbODY.

dapMakoTepaneBTHYHA rpymna. 3acobu, 1110 3aCTOCOBYIOTLCS B opTanbmororii. KombinoBaHi
IIpenaparTH, SKi MiCTSTh KOPTUKOCTEPOIau Ta aHTubakTepianpHi 3acobu. Kog ATX S01C A01.

dapMaKoIOriyHi BJIaCTHBOCTI.
dapmakoOuHamika.
MexaHi3M mii

MaKCHTpon®, Kpallli 0YHi, YUHUTH OABIMHY [il0: IPUTHIYEHHS CHMIITOMIB 3amajieHHs 3aBASKU
KOPTUKOCTEPOITHOMY KOMIIOHEHTY JeKCaMeTa30Hy Ta MPOTUMIKPOOHY Mil0 3aBOSKH IIPUCYTHOCTI B
MOT0 CKJIafli OBOX aHTHOIOTUKIB IOMIMIKCUHY B Ta HeOMIIUHY.

IlekcamMeTa30H - 116 CHHTeTUYHUM TTIOKOKOPTHUKOIN i3 CHIPHOI0 ITPOTHU3aMalbHOI0 mieto. [TomiMikcuH
B - nukmiyHUYM TiMONEeNTH I, SKUU MPOHUKAE KPi3b CTIHKY KJIITUHYU TPaMHEraTUBHUX OaKTepii Ta
nectabinmi3ye HUTONIA3MaTUYHY MeMOpPaHy. BiH MeHIII aKTUBHUYN IIPOTH TPAMIIO3UTUBHUX OaKTEpil.

Heowmimus - aHTHOIOTHUK IPyIX aMiHOTJIIKO3KiB, OCHOBHA [Iisl IKOT0 CIIPsIMOBaHa Ha 0OakTepianbHi
KJIITUHY IIJITXOM IPUTHIYEHHS MOJIMEeNTUIHOTO 3B’I3Ky Ta CUHTE3y y pubocoMax.

MexaHi3M pe3uCTEeHTHOCTI



Pe3ucTteHTHICTH OaKTepil 0 nosiMikcuHy B BigOyBaeThCs Ha PiBHI XpOMOCOM Ta PO3BUBAETHCS PIiTKO.
Mopudikarist docdomimiagis uTonmasMaTuuHol MeMOpaHy 0YEBUIOHO Bilirpae BazKJIMBY POJb B
I[bOMY IIPOLECI.

Pe3nCTeHTHICTh 10 HEOMILIMHY BUHUKAE LIIIX0M [AEeKiTbKOX Pi3HUX MeXaHi3MiB, BKIIIOYal0Ul 3MiHY
pubocoMHUX CYyOONUHUITL V MeXKax 0aKTepialbHOI KITITHHY; MOPYIIeHHS TPAHCIIOPTYBAaHHS HEOMIIIUHY
[0 KIIITUHM Ta iHaKTHBAIIiI0 €H3UMIB LIJISIXOM afleHimoBaHHsI, PochOpPUIIOBaHHS Ta alleTAIIOBAHHS.
l'enetnyHa iHbOPMaLis A9 IPOAYKYBaHHS iHAKTUBYIOUMX €H3UMIiB MOXKe IIEPEHOCUTUCS Y
XxpomocoMax abo maasMigax 6akTepii.

I'paHyYHi 3HaYEHHI

1 M1 mpenapaty Makcutpon® Mictuts 6000 MO noniMikcuny B cynsdary Ta 3500 MO HeoMinuHy
cynbdaty. ['paHnyHi 3HAUEHHS Ta CIIEKTP in vitro, SIK 3a3HauyeHO HUXK4Ye, 0a3yI0ThCs Ha IOBINHIN Iil
gK IoNiMiKcUHY B, Tak i HeomiuuHy. HaBeneHi rpaHuyHi 3HaueHHS 0a3yl0ThCS Ha HaOyTil
PE3UCTEHTHOCTI 10 IeBHUX BUAIB OaKTepill, BUSBIIEHUX B OUHUX iHPEKIIiAX, Ta CIiBBiIHOLIEHHI
MiKHapOTHUX OJWHHIb HONIMIKCHHY B 10 HEOMII[MHY B O4HUX KpaniaaXx MaKCUTPOT :

TPaHUYHI 3HAYEHHS Pe3UCTEHTHOCTI - >5:2,5 - >40:20, 3amexXHo Big Bumy 6akTepii.

YyTnusicTe

[ndopMmaliisi, HaBefeHa HUXKYe, Hajjla€ HaONMMKeHi JaHi 1010 MOXKJIMBOI YyTIUBOCTI MiKpOOpPraHi3MiB
mo mosniMikcuHy B ab6o HeOMIIMHY y CKJlafii TpemnapaTty MaKCI/ITp0H®. B wmiit iHCTPYKIIii HaBeleHO
TiIBKY Ti BUAK OaKTepiil, IKi CIPUYMHIOIOTh 30BHIIIHI iH(eKIil ouend.

Po3noBciopxkeHicTh HabyTol pe3UCTEHTHOCTI MOXKe 3MiHIOBaTHCS reorpadiyHo Ta y daci ais
BiITIOBigHUX BU[IiB MiKPOOPTaHi3MiB, ToMy 0akaHO MaTH MiclleBY iH(OpMallifo 040 Pe3UCTEHTHOCTI
MiKpoopraHi3miB, 0coOIMBO MpU JIiKyBaHHI TAXKKUX iHDEKIIiN.

[Tpu HeOOXimMHOCTI CITifl 3BEPHYTHUCS 3a ITOPAHOI0 [0 CIIelliamicTa, IKI0 MiclleBa PO3MOBCIOIXKEHICTh
PE3UCTEHTHOCTI € TaKO10, 1110 aKTUBHICTh MOJIiMiKCUHY B a60 HeoMilMHY, TPUHAKMHI TPOTU JESIKUX
BU[IB iH(EKIIili, € CYMHIBHOIO.



YYTJIUBI BUIHU

AepoOHi rpaMIO3UTUBHI MiKpOOpraHi3Mu
Bacillus cereus

Bacillus megaterium

Bacillus pumilus

Bacillus simplex

Corynebacterium accolens
Corynebacterium bovis
Corynebacterium macginleyi
Corynebacterium propinquum
Corynebacterium pseudodiphtheriticum
Staphylococcus aureus (4yTIuBi 4O METUIUIIHY)
Staphylococcus capitis

Staphylococcus epidermidis (4yTNnuBi 4O METUIUTIIHY)
Staphylococcus pasteuri

Staphylococcus warneri

Streptococcus mutans

Aepo06Hi rpaMHeraTuBHiI MiKpoOpraHiaMu
Haemophilus influenzae

Klebsiella pneumoniae

Moraxella catarrhalis

Moraxella lacunata

Pseudomonas aeruginosa

YMOBHO PE3UCTEHTHI BUIU
Staphylococcus epidermidis (CTi#iKi [0 METULIUITIHY)
Staphylococcus hominis

Staphylococcus lugdunensis

PE3UCTEHTHI MIKPOOPI'AHI3MHA
AepoOHi rpaMIIO3UTUBHI MiKpOOpraHi3Mu
Enterococci faecalis

Staphylococcus aureus (CTiliKi 10 METULIUATIIHY)
Streptococcus mitis

Streptococcus pneumoniae

Aepo06Hi rpaMHeraTuBHI MiKpOOpraHi3aMu
Serratia species

AnaepoOHi 6akTepil

Propionibacterium acnes

IekcameTa30H - I1e KOPTUKOCTEPOI CepeqHbol CUH Mil, SKui noOpe MPOHUKAE B TKAHUHU OKa.
KoprukocTepoiny 4YuHATH IPOTHU3aNalbHy, @ TAKOXK CYIUHO3BYKyBa/IbHY [if0. BOHU NPUTHIYYIOThH
3alajbHy peakxlliio Ta CUMIITOMU IIPU Pi3HUX MTOPYIIEHHSX, B OCHOBHOMY He JIIKYIYY Iii IIOPYIIEeHHS.

[TokmiHiuHi gaHi 3 6e3meKu

IoBroTpuBai IOCHiXKEeHHS Ha TBApHHAX 3 METOIO OLiHKY KaHIleporeHHOl fiii abo BIIMBY Ha
GepTUIBHICTE 0YHMX Kpanens MakcuTpon® He IPOBOJUIMC.

[ToBimommnsinocs, 110 He O6yJ10 BUSBIIEHO KaHIIEPOTeHHOI il y Xomi HociifKeHHS HeOMIlIMHY Ha IIypax
IIPY IIepopajIbHOMY 3aCTOCYBaHHI MPOTATOM 2 pPokiB. He mpoBoguiocs OyOb-IKUX HOCHIXKEHDb OIS
OILIIHKM KaHIIePOreHHo] fiil iHIIMX aKTUBHYUX PEYOBKH IpenapaTy Makcutpon®. JoCiaKeHHs
IeKcaMeTa30Hy Ta MOJIIMIKCUHY B He IpoBOOUINCS.



CucTemMHUY BIIJIUB aMiHOTJIIKO3UIB IIPM TOKCUYHUX [03ax, sIKi HabaraTo epeBUIIyIOTh 403y IIpU
MiCIIeBOMY 3aCTOCYBaHHi B OKO, MOxKe OyTU MOB’s13aHMM i3 HePOTOKCUYHICTIO Ta OTOTOKCUYHICTIO.
CucteMHUY BIIUB IeKCaMeTa30HY Moxe OyTH IOB’si3aHUi 3 epeKTaMu, 1110 MalOTh BiIHOIIEHHS [0
TJTIIOKOKOPTHKOCTEPOINHOTO fArucOanaHcy.

HocnifKeHHST TOKCUYHOCTI MIOBTOPHUX A03 OYHUX Kpalesb feKcaMeTa30Hy y GOopMi CyCcIeHsil y
KPOJIiB BUSBUJIA CUCTEMHI e(eKTH, II0B'A3aHi 3 KOPTUKOCTEPOifaMH, ajie HaBiTh Y A03aX, 0 iCTOTHO
IIePEeBUILYIOTh 003y AJIS IIOAUHMY, I[el IPOsiB MaB He3HauHe KIIiHiYHe 3Ha4yeHHd. [1pu 3acTocyBaHHI
npenapaTy MakCHTPOIN®, Kpalljli 04Hi, B PEKOMEHIOBAHUX [03aX BUHUKHEHHS [UX e(eKTiB HaBps[ Yu
MOXKJIMBE.

MyTaresHicTh

HocmimKeHHS in vitro Ta in vivo JeKcaMeTa30Hy MyTareHHOI [iii He BUSBUIIH.

Cra"pgapTH30BaHi AOCITIAXKEHHS in Vitro Ta in vivo BUSBUIH, III0 HEOMIIIUH HE € TeHOTOKCUYHUM.
[HpopMaLisi CTOCOBHO MyTareHHOCTI ONTIMIKCUHY B cynbdaty BigCyTHS.

TepaToreHHICTh

Byno BcTaHOBIIEHO, 110 Mif Yac AOCTiAXKEeHb Ha TBapuHaX KOPTUKOCTEPOIAYN Majli TepaTOTeHHUMI
BIIJIUB. 3acTocyBaHHS B 0KO 0,1 % mekcaMeTa30oHY BariTHUM KPOJISM IIPU3BEJIO 10 30ibIIeHHS
BUIIQIKiB ITOPYIIEHHS PO3BUTKY IJIOfla Ta 3aTPMMKU BHYTPIIIHEOYTPOOHOTO PO3BUTKY. 3aTPUMKa
PO3BUTKY IJI0fa Ta 30iNbIIIeHHS BUMaIKiB CMEPTHOCTI CIOCTepiranucs y mypiB Ipyu TPUBaJIid Teparil
nekcaMeTa30HOM. [10CIIiiXKeHHsI HEOMILIMHY Ha TBapMHAaX He BUSBU/IM HeTaTUBHOTO BIIUBY Ha IJIiT.
HocnigKeHb I0NIMIKCUHY B He IpoBOOUIIH.

dapmakokiHemuxka.

HasiBHICTH B OlIi JeKCaMeTa30HY IIiCJIsT MiCIIEBOT'0 3aCTOCYBAHHS B OKO CcycreH3sii, mo mictuts 0,1 %
IeKcaMeTa30HY, JOCTIgXKyBalach y Malli€HTiB, SKUM IIPOBOAUIIU ONEepallil0 3 IPUBOAY BUAAJIEHHS
KaTapakKTH. MakCUMaIbHUY CepenHill piBeHb Y BHYTPIIIHbOOUHIM PifKHi, SKMH CTAHOBUB MPUOIU3HO
30 Hr/M11, gocsArascsd IpoTAroM 2 rogu. [licis 4oro KOHIEHTpallig 3MeHIIyBajlacs 3 Iepiogom
HalliBBUBEJI€HHS, 1110 CTAHOBUB 3 T'OUHH.

IJekcaMeTa30H BUBOUTHCS 3 OpPraHi3aMy HuisixoM MeTtabomniamy. [Tpubnusno 60 % [03u BUOINSAETHCS Y
ceuy y BUTJIAML 6-B-TigpogekcameTa3oHy. He3aMiHeHUN feKcaMeTa30H y cedi BUSABIEHU He OyB.
[Tepion HamiBBUBEEeHHS 3 IIJTa3MHU BiTHOCHO KOPOTKUM - 3-4 roguHu. [leKcameTa30H MpuOIM3HO Ha
77-84 % 3B’s3yeThCs 3 anbOymiHoM cupoBaTku. Knipenc konuBaeThes Bim 0,111 mo 0,225 n/ron/kr, Ta
00’eM po3smnopiny kKonuBaeTbes Big 0,576 mo 1.15 n/kr. BiogoCTynHICTh IPU IePOPabHOMY
3aCTOCyBaHHI JeKcaMeTa30Hy CTAHOBUTH Mpubnau3Ho 70 %.

dapMaKoKiHEeTUYHI BJACTUBOCTI HEOMIIMHY MOMi0Hi 10 hapMaKOKiHETUYHUX BIaCTUBOCTEH iHIIMX
aHTUOIOTHUKIB i3 TPYNM aMiHOTTIKO3UIiB.

KopmHux KinbKoCTe! HeOMillMHY, 5IKi O miggaBaiucs BU3HAUEHHIO, Y CUPOBATIi abo cedi BUSIBIEHO He
Oyrno micnsg HaHeceHHS 100 47,4 T Ma3i 0,5 % HeoMinuHy cynbdhaTy Ha iHTAaKTHY HIKipy 3[[0POBUX
1oOpOBOJIBLIIB, e IIpenapar 3auiIaBcs 6 TOOuH.

AGcopbuis monimMikcuny B uepes cnu3oBy 060710HKY KONMMBAETHCS Biff HU3bKOI Ta HECTiMKOI 10 30BCIM
BiZICYTHBOI.

[MTonimikcuH He OyB BUSBIEHUN y cCUPOBaTIl a0 cedi mic/isi HaHeCeHHS Ha BeJIUKi TiNsHKU OMiKiB,



KOH'IOHKTHUBY Ta raiMOpPOBI a3yxu.

Kniniuni xapakKTepuCTHKH.
Iloka3aHHA.

3ananeHHs TKaHUH OKa, IPY SKUX [TI0Ka3aHO 3aCTOCYBaHHS KOPTUKOCTEPOIiB Ta iCHYe ITOBEpXHEBA
OakTepianbHa iH(peKIis ab0 pU3UK 1i pO3BUTKY (3ananeHHs Oynp06apHOi KOH IOHKTHBU Ta
KOH'IOHKTHBH TIOBIK, POTiBKM Ta IIePeIHBOT0 CErMeHTa OYHOr0 10/IyKa, XPOHIUHUM YBEIT IePegHbOTO
Biipi3Ka Ta ypazKeHHs POTiBKM, CIPUYMHEH] XiMiuHUMY, pafialiiinuMu abo TemnoBUMU ommikaMu a0o
MOTPAIUITHHAM CTOPOHHIX TiJ).

IIpomunoka3aHHs.
[TigBuIneHa YyTNIUBICTH [0 AiI0UMX PeYoBHH a00 0o OyOb-IKOTro 3 KOMIIOHEHTIB IIpemapary.
Kepatut, cnpuuuHeHnu BipycoMm herpes simplex.
Kopos’s4a Ta BiTpsiHa BicIla Ta iHIIi BipyCHi iH(eKIIil pOTiBKY Ta KOH IOHKTHUBH.
['pu6KOBi 3aXBOPIOBAHHS CTPYKTYP OKa abo HeJiKoBaHi napa3uTu4Hi iHdekii oka.

Mikob6akTepianbHi iHpEKIIii oKa.

B3aemodia 3 iHnwumu nikapcbkumu 3acoéamu ma iHwi eudu e3aemodiii.

OpgHoYacHe IpU3HAUYEHHS CTEPOINiB [ MiCIIeBOTO 3aCTOCYBAaHHS Ta HECTEPOIAHUX MPOTU3alaIbHIX
npenapartis (HII3IT) oist Mic1ieBOro 3aCcToCyBaHHS MOXKe 30ibIIUTY PU3UK BUHUKHEHHS YCKIagHEHb
[IPY 3arO€HHI paH POTriBKHU. Y MAlli€HTIB, SKi IPUKXMAIOTh PUTOHABIP, MOXKIIMBE MiABUINEHHS PiBHS
KOHIIEeHTPaIllil leKcaMeTa30HY B IJla3Mi KpoBi (guB. po3min «Oco0IMBOCTI 3aCTOCYBaHHS»). AKIIO
MiCIIeBO 3aCTOCOBYETHCS Oinbllle HixkK oguH 0 TanbMOJIOTIYHUY 3aci0, iHTepBal MiX iX 3aCTOCYBaHHSIM
IIOBMHEH CTAHOBUTH He MeHIle 5 XBUIUH. OuHi Mas3i C/Iif 3aCTOCOBYBATU B OCTAHHIO YEPTY.

IuridiTopu CYP3A4 (BKTIOYaouu PUTOHABIP Ta KOOIIicTaT) MOXKYTh 3MEHIIUTH KITipEHC
IeKcaMeTa30Hy, 110 IpU3Bee [0 OiNbII TSXKKUX HebakaHUX SBUII Ta MPUTHIYeHHS QYHKII Kopu
HaJHUPKOBUX 3aj103/cuHapoMy KyiuHara. Takoro moegqHaHHS CIIif YHAKATH, SKIIO KOPUCTD HE
TIePeBUIYE MiABUIIEHUN PU3UK CUCTEMHUX MOGIYHUX e(eKTiB KOPTUKOCTEPOINIiB, i B IbOMY BUIIAAKY
CJIil KOHTPOJIIOBATH CUCTeMHI HeOaxkaHi eeKTH KOPTUKOCTEPOIMIB y MaIliE€HTIB.

Oco06.1ueocmi 3acmocy8aHHs1.
Tinbku [719 0PTaIEMOJIOTIYHOT0 3aCTOCYBaHHS.

[Ticns mepioro BinkKpuTTs GbJIaKOHa CIIif 3HATU 3aXKCHE Kifblle, 1110 IPH3HaYeHe 71T KOHTPOITIO
MIEePIIOTO BIAKPUTTS.



Y mesikux maii€HTiB MOXKe 3'SIBUTHUCS YYTIUBICTh OO aMiHOTIIKO3UMIIB, @ CaMe HEOMILIMHY, II10
3aCTOCOBYIOTHCS MicLeBO. CTYIiHb TAKKOCTL peakLid rinepyyTIUBOCTI MOXe 3MiHIOBATUCS Bil
MiCIIeBUX IIPOSIBiB 0 TeHepasli30BaHUX peakilili, TaKuX SK epuTeMa, CBep0ikK, KPONUB'THKA, BUCHUII Ha
mKipi, aHadinakcisa, aHadinakToigHi peakiii abo peakiril 6y/1b03HOTO TUNY. Y pa3i BUHUKHEHHS
IiABUINEHOI YyTIMBOCTI IPYU 3aCTOCYBaHHi JaHOTO IIpelapaTy CIIif IPUIHHUTYA HOT0 3aCTOCYBaHHS.

OkpiM 1160T0, MicIIeBe 3aCTOCYBaHHS HEOMIIIMHY MOXKe IIPU3BECTH [0 ceHcuOimizaril mKipu.

Moxe BUHUKHYTHU IIepexpecHa MigBUIlleHa YyTIUBICTh A0 iHIINX aMiHOTIIKO3UAIB. TaK0X CIIif
3BEPHYTHU yBary Ha Te, IO MAIi€HTH, SIKi CTAal0OTh CeHCUOiNi30BaHUMU [0 MiCIIEBOT'0 3aCTOCYBaHHS
HEOMII[MHY, TaKOXK MOXKYTb CTaTH YYTJIUBUMHU [0 iHIIMX aMiHOTJIiIKO3U[iB MiclleBoi Ta/ab0 CHCTEMHOI
mil.

Cepiio3Hi mobivHi peakiiii, BKITI0OUal0UY¥ HEUPOTOKCUYHICTb, OTOTOKCUYHICTh Ta
He()POTOKCUYHICTh, BUHUKAJIY y MAI[iEHTIB, IKi OTPUMYBaJIi CUCTEMHY Tepallilo HeOMilluHOM abo
KOJIM HEOMII[MH 3aCTOCOBYBABCS MiCLIEBO [IJIs JIIKYBaHHS BiIKPUTHUX PaH a00 ypaxKkeHoi MKipH, a
TaAKOXK CIIOCTepiraaucs HepOTOKCHUYHI Ta HEUPOTOKCUYHI peakllii Ipu CUCTEMHOMY 3aCTOCYBaHHi
nonimikcuHy B. Xo4a mpo 1i peakiiil He OBIJOMIISNIOCS IiCNIs 3aCTOCYBaHHS IIpernapaTy MiCIeBO B
0KO, peKOMeHyeThC OyTH 00epeKHUMHU IIPU CYIYyTHHOMY 3aCTOCYBaHHI CHCTEMHOI Teparii
aMiHoTIiKo3umaMu abo moriMikcuHOM B.

TpuBane 3acTOCyBaHHSI KOPTUKOCTEPOIMiB MiCIIEBO B OKO MOKe IIPU3BECTH [I0 OYHOI TinmepTeHsii
Ta/ab0 r1ayKoMU 3 IOJaJIbIINM YIIKOAKEeHHSIM 30pOBOT0 HEPBA, MOTipIIEHHSIM TOCTPOTH 30Dy,
TI051BOIO e(EKTIB TI0JIS 30PY, @ TAKOXK OO0 YTBOPEHHS 3a[IHbOI CyOKaMCyIIpPHOI KaTapakTH. Y
NallieHTiB IPU TPUBAJIOMY 3aCTOCYBaHHI KOPTUKOCTEPOLAIB MiCIIEBO B OKO CIIiT PETYIIPHO YacTo
KOHTPOJTIOBAaTH BHYTPIMIHbOOUHMM TUCK. OCOBIHBO 1€ € BaXKJIUBUM IS IiTeH, OCKiIbKYU PU3UK
BUHUKHEHHS IiABUIIEHOT0 BHYTPIIIHBOOYHOI'0 TUCKY, CIPUYUHEHOI'0 3aCTOCYBaHHIM
KOPTUKOCTEPOiAiB, MoxKe OyTH OinbIINM y AiTel Ta 3'sIBUTHCA PaHillle, HiX y JOpOCNuX. Pusuk
IiABUIIEHHS BHYTPIITHEOOYHOTO TUCKY, CIIPUYUHEHOT0 KOPTUKOCTEPOoigaMu, Ta/abo pu3nk
YTBOPEHHS KaTapaKTH, 3yMOBJIEHOI 3aCTOCYBaHHSIM KOPTUKOCTEPOIiB, 30iMbIIyETLCS Y TAIIEHTIB, Y
SIKMX € IPOBOKYIOUi (haKTOpH (HAIpPUKIIaM, Y XBOPUX Ha IYKPOBUH miaberT).

KopTukocTepoingu MOXKYTh 3MEHIITYBATH PE3UCTEHTHICTh 0 HEUYTIMBOI OaKTepianbHOI,
rpubKOoBOi, Tapa3uTapHoi abo BipycHoi iH}eKIIii Ta 3aBaiuTH BUSBIEHHIO TaKUX iHGEKIIN i
MaCKyBaTH KJIiHi4YHiI 03HaKHU iHQeKIIil.

[Ticns iHTeHCHBHOI ab0 TpuBasoi Oe3rmepepBHOI Teparlii y MaIieHTiB 3i CXUTbHICTIO, B TOMY YHCITi
[iTel Ta MAaIiEHTIB, IKi OTPUMYBaJM PUTOHABIpP, MOXK/IMBE BUHUKHEHHS CHHApoMYy KyiuHra Ta/abo
npurHideHHs QyHKII HaHUPKOBUX 3aJ103, 1110 TI0B’s13aHO i3 CHCTEeMHOI0 abcopO1lieio JeKcaMeTa3oHy
Ipu MicileBoMy 0 TaIbMOJIOTIiYHOMY 3aCTOCYBaHHi (OuB. po3fmin «B3aemopis 3 iHIIUMHU JTiKAPCHKUMU
3acobaMu Ta iHII BUAM B3a€MOfil»). B Takux BUMafiKax JIiKyBaHHS HEe IIOBUHHO IIPUMUHSITUCS
PanToBo, 103y 3HUXKYIOTh IIOCTYIIOBO.

[Tpu cTiiKoMy YTBOpPEHHI BUPA30K POTiBKU CJIifl BpaXOBYBaTH MOKJIUBICTh I'pUOKOBOI iHGEKIIT y
TalieHTiB. Y pasi BUHMKHEHHS IPrOKOBOI iHdeKIil TiKyBaHHS KOPTUKOCTEPOITaMH CJIifl IPUITHHUTH.

4k i mpu 3acTocyBaHHi iHIMMX aHTUOIOTUKIB, TPUBaJe 3aCTOCYBAHHS HEOMILIMHY Ta MOTIMIKCUHY
MOXKe MTPU3BECTH OO0 HAIMiPHOT'0 POCTY HEUYTIUBUX MiKPOOPraHi3aMiB, BKiIIoYawuu rpudu. I1pu
BUHUKHEHHi cynepiHdeKIril TiKyBaHHS MOTPiOHO MIPUIUHUTH Ta IPU3HAUYUTH aJlbTePHATUBHY
Tepario.

Bimomo, 1110 3a HAsSIBHOCTi 3aXBOPIOBAHb, SKi MPU3BOMASTH 0 TOTOHIIIAHHS POTiBKK ab0 CKIIepH,



MiclleBe 3aCTOCYBaHHS KOPTUKOCTEPOIMiB MOXKe CIIPUUYMHUTH Iepdopairito. KopTukocTepoingu, 1o
3aCTOCOBYIOTHCS MICLIEBO B OKO, MOXKYTh YIIOBIIbHIOBATH 3aTOEHHS PaH POriBKU. BimoMmo, 110 Miciese
3actocyBaHHs HII3IT TakoX ymoBinbHIOE a00 3aTPUMY€ 3arooBaHHs paH. OmMHOYACHE MiclleBe
3actocyBaHHs HII3II Ta cTepoifiB MoxKe MigBUIIUTY PU3UK BUHUKHEHHS MPo6JIeM i3 3aroloBaHHAM
paH (OuB. Po3Min «B3aemoodis 3 iHWUMU AiKapCbKuMUu 3acobamu ma iHwi suou 83aemooiil»).

He crig HocUTH KOHTAKTHI JIiH3Y IIif 9ac JIiKyBaHHS 3amasieHb abo iHdekIrii oka.

MakcuTpos®, Kpari O4Hi, MiCTUTh GEH3aIKOHII0 XJIOPH, IKAM MOXKe CIPUYMHIOBATH
IIOIpa3HeHHs OKa i, SIK BimoMo, 3He0apBIioBaTH M’sIKi KOHTAKTHi TiH3u. CIlifg YHUKATH KOHTAKTY 3
M’SIKUMU KOHTAKTHUMM JIiH3aMu. OfHaK, AKIO0 Ha OYMKY JIiKapsl BUKOPUCTaHHSA KOHTAKTHUX JIiH3 €
IPUUHSATHUM, TAlliEHTa CIIil MOTepeIuTy IP0 HeOOXimHICTh 3HIMATH KOHTAKTHI JIiH3U mepen
3aCTOCYBaHHAM IIpenapaTy MakcUTpon®, Kpali OuHi, i 3a4eKaTd He MeHIue 15 XB, Iepll Hik
OSAITHYTY KOHTAKTHI JiH3H.

CunpapoMm KymrHra Ta/ab0 npurHiueHHs GYHKIIII KOpKX HaSHUPKOBUX 3aJ103 TI0B’s3aHi 3
CUCTEMHOI0 abcopOiITiero OUHUX JTiIKapChKUX (POpPM JeKcaMeTa30HYy, MOXKYTb BUHUKATH IiCIs
iHTeHCHBHOI a00 JOBrOCTPOKOBOI 6e31epepBHOI Teparii y mauieHTiB 3i CXUIbHICTIO, BKIIIOYAI0YHU AiTel
i mamieHTiB, sKi orpuMyBanu inribitopu CYP3A4 (BKI0O4aloyy puTOHABIp i KobimicTar). ¥ 1ux
BUIIAAKaX JIIKyBaHHS CJIif] IIOCTYIIOBO IIPUIIUHUTH.

3acmocyeanns y nepiod eazimHocmi abo 200yeanHsi 2pydoio.
PenponykTrBHa QYHKIIiS

IlaHi CTOCOBHO BIJIMBY HEOMII[MHY a0o MOJiMIKCHHY B Ha penponyKTHBHY (PYHKIIIF0 Y YOJIOBIKiB Ta
JKIHOK BIICYTHI.

€ oOMexkeHa KiNIbKICTh KJTIHIYHUX AaHUX OIS OL[iHKY BIUIMBY JeKCaMeTa30HY Ha PENPOAYKTUBHY
(GYHKIIII0 y 40IOBIKiB Ta XKiHOK. [leKcaMeTa30H He UYNHUB HETaTUBHOTO BIIJIUBY Ha PENIPONYKTUBHY
GYHKIIO y IIypiB, SKUM BBOLUJIY XOPiOHIYHUY TOHATOTPOIIIH.

BariTHicTh

€ Tinbku oOMexKeHa KinbKiCTh JaHUX CTOCOBHO 3aCTOCYBaHHS JeKcaMeTa30HYy, HeOMIllUHY abo
OJTiMiKCHHY B BariTHUM XiHKaM. AHTUOIOTUKY I'PYIIX aMiHOTIiKO3UMIiB, TaKi K HEOMIIIHH,
IIPOHUKAIOTh KPi3b IJIALeHTY MiCJIs BHYTPIIIHOBEHHOTO BBEIEHHS BariTHUM XKiHKaM. [[OKJIiHi4Ha Ta
KJTiHiYHa CHCTEMHa €KCIIO3UIIiS aMiHOTIIKO3UIiB 3laTHA CIPUYUHATA OTOTOKCUYHICTD Ta
He(pPOTOKCUYHICTh. [Ipu npuiioMi LbOT0 IpenapaTy Ajis MiCLIeBOTO 3aCTOCYBaHHS Y HU3bKUX A03aX
HEOMIIIMH He CIIPUYNHSAE OTOTOKCUYHICTh @00 He(PPOTOKCUYHICTh IIPU BHYTPIIHEOYTPOOHIH
eKCro3uilil. Y gocmimkeHHi Ha IMypax, Iif 9ac SKOro TBAapuHaM IIepopaibHO BBOOUIIM HEOMILIUH B
mo3i mo 25 Mr/Kr Macu Tina Ha 100y, MaTepUHChKA TOKCUYHICTh, PETOTOKCUYHICTh ab0
TEPaATOTEeHHICTh He CcrocTepiranuck. Tpusase abo IOBTOPHE 3aCTOCYBaHHS KOPTUKOCTEPOIMiB i yac
BariTHOCTI ITOB’sI3aHe i3 MigBUINEHUM PU3UKOM 3aTPHMKHU BHYTPIIIHBOYTPOOHOTO PO3BUTKY. [iTH,
MaTepi SKHWX OTPUMYBaJIH IIifi 4Yac BaTriTHOCTI 3Ha4Hi 103U KOPTUKOCTEPOIMiB, MiAIATaI0Th TUIHLHOMY
00CTeKEeHHIO [IJIST BUSIBJIEHHSI 03HAK HEeIOCTAaTHOCTI HAOHUPKOBUX 3aJ103 (IUB. po3min «OcoOnmuBOoCTi
3aCTOCYBaHHS»).

[MocnigKeHHS Ha TBapXHaX BKa3ylOTh Ha PENMPOAYKTHBHY TOKCHYHICTH ITiC/IS CHCTEMHOIO Ta
0 TanbMOJIOTiYHOT0 3aCTOCYBaHHS AeKcaMeTa30Hy (OuB. po3ain «®apMaKoIOTiuHi BIaCTUBOCTI»).
BipcyTHi mani mopmo 6e3neku momiMikcuHy B s BariTHuxX TBapuH. He peKOMeHOy€eThCS



3aCTOCYBaHHs IpernapaTy MakcUTpoi®, Kpallli OYHi, [if 9ac BariTHOCTI.

TongyBaHHd TpyANI0

Hesigomo, 4y moTparsse y rpygHe MOJIOKO JleKcaMeTa30H, HeoMinH abo mosniMikcuH B, 1110
3aCTOCOBYIOTHCS MiCIIEBO B OKO. AMIHOTJIIKO3UU BUMIAIOTLECA B IPyIHE MOJIOKO ITiC/I CUCTEMHOI'0
3acTocyBaHHA. BifcyTHI maHI 00 IPOHUKHEHHS feKCaMeTa30Hy Ta MOJIIMIKCHH B B rpyaHe MOJIOKO.
LlinkoM iMOBIpHO, 110 AeKCcaMeTa30H, HEOMIIUH Ta IOIIMIKCUHY B He BUABIATUMYTHCSA B TPYOHOMY
MOJIOIIi XKiHKY 1 He CIPUYUHATUMYTh K/TiHIYHNX e(EeKTiB Y HOBOHAPOIOKEHOT0 Y pa3i HaJlleXHOI0
IIPUMOMY L[bOTO IIpernapary HjIsd MiCLIeBOT0 3aCTOCyBaHHS XKiHKO0. OgHaK, pU3UK [JId OUTUHH, 1110
3HAXOOUTHLCS Ha TPYJHOMY BUTOMIOBYBaHHI, He MOxe OyTH BUKIIOUeHu. CIliff pO3TIsSHYTH
MOXKJIUBICTh TUMYACOBOr0 IPUNIMHEHHS TOOyBaHHSA I'PYAAI0 HA Yac 3aCTOCyBaHHA IIpernaparTy
Makcutpon® abo IpUIMHEHHS/yTPUMaHHs Bif Tepailil, 3BaXKalyy Ha IOTeHI[iHy KOPUCT Bif
roAyBaHHS TPYAMI0 OIS AUTAHYU Ta Ha KOPUCTH Bifl 3aCTOCYBaHHS MpenapaTty Ajasd XKiHKU.

30amuicmb enaueamu Ha weudKicmov peakuii npu KepyeaHHi asmompaHcnopmom ad6o
iHwumMu mexaHizmamu.

MakcuTpon®, Kpamii o4Hi, He Maec ab0 Ma€ He3HAUHWH BIUIMB Ha 3[aTHICTh KepyBaTH
aBTOTPAHCIOPTOM abo iHIMMMHK MeXaHi3MaMu. TUMYacoBe 3aTyMaHeHHS 30py abo iHimi
NIOPYIIEeHHS 30pY MOXKYTh BIUIMBATU Ha 3[aTHICTh KEPYBATH aBTOTPAHCIOPTOM abo0 iHIINMU
MexaHi3aMaMu. fAKIIo 3aTyMaHeHHs 30py BUHUMKAE IIifl 4acC 3aKalyBaHHS, MaIliEeHTy HEOOXigHO
3a4eKaTH, NOKH 3ip MPOSCHUTHCS, TIEPII HiXK KepyBaTH aBTOTPAHCIIOPTOM abo MMpallloBaTH 3
IHIIKMU MeXaHi3MaMH.

Cnoci6 3acmocyeaHHss ma do3u.
s opTampMOIOTi9YHOT0 3aCTOCYBaHHS.
[lepern 3acTocyBaHHAM IIpenaparty $haakoH ciif nobpe CTPYCHYTH.

[ITo6 monepernuTy 3a0pynHEHHS KiHYMKa KpalelbHULL Ta CyClieH3il, HeoOXiqHO JOTPUMYBaTUCh
00epeKHOCTI i He TOPKaTHUCS KiHUMKOM (iaKoHa-KpaleJbHUIl MOBiK, IPUIETNIUX OiISHOK a0o iHmuX
IIOBEPXOHbD.

3acTOCyBaHHS OOPOCIIUM, BKIOYalYy IalliEHTiB JTITHBOrO BiKY

[Tpu nerkux ¢popMax 3axBOPIOBaHHSA 3aKamyBaTH 1-2 Kparii y KOH IOHKTUBAJIbHUM MIIIOK (-KH)
ypaxKeHoro oka (o4eii) fo 4-6 pa3siB Ha feHb. HaCTOTy 3aCTOCYBaHHS IIpenapary CJiifi IOCTYII0BO
3MEHIITYBaTH IIPY IOJMIIEeHHI CTaHy XBoporo. Crig OyTH yBaXXHUM Ta He MPUIHUHSATH Tepallito
nmepegyacHo.

HpI/I TAXKKHX 3aXBOPIOBAHHSX 3dKallyBaTH 1-2 Kparmi IDOTOOMHH, IIOCTYIIOBO 3IMEHIIYIOYX YaCTOTYy
3aCTOCYBAHHS OO IIOBHOT'O IIPUIIMHEHHA B Mlpy mocaabIeHHs 3amajeHHs.

[Ticns iHCTUAALIL PEKOMEHOYETHCS LIiTbHE 3aKPUTTS MOBiK a60 HOCOCTE030Ba OKII03id. Lle 3HUXKYE
cucteMHy abcopOitito JTikiB, BBeJEHUX B 0KO, 1IJ0 3MEHIIYE BipOTifHICTh CUCTEMHUX MOOIYHUX e(EKTIB.



Y pagsi cynyTHBOI Teparii i3 3acTOCyBaHHSIM iHIINX MiCLIeBUX O(TaIbMOJIOTiYHIX IIperaparis
HeoOXimHO 3po0UTH IepepBy IOHAMMeHIIIe 5 XBUTUH MiX iX 3acTocyBaHHIM. OuHi Ma3i cif
3aCTOCOBYBaTU OCTaHHIMHU.

3aCTOCYBAHHS IIPHU IMOPVIIEHHIX GVHKITI HeUiHKKA Ta HUPOK.

Ins miel KaTeropil marieHTis mpenapaT Makcutpon® He HOCHigKyBaBcsa. ONHAK Yepe3 HU3bKY
cucTeMHY abcopO11if0 aKTHBHUX PEYOBUH ITiCIIST MiCIIEBOTO 3aCTOCYBaHHS IIperapary
HeoOXiTHOCTI B KOPUTYBaHHi 03U HEMaAE.

Himu.

Besneka Ta epeKTUBHICTh 3aCTOCYBaHHS IIpelapary AiTSAM He BCTaHOBJIEHI.

Ilepedo3yeaHHsi.

3BaxKaluM Ha XapaKTePUCTUKHU JaHOr0 IIpelapaTy, MPU3HAYEHOT0 OJI9 MiCI[eBOTO 3aCTOCYyBaHHS, He
OYiKYETHCS IOAATKOBOTO TOKCUYHOTO e(PEKTY Hi IIPX KO0 3aCTOCYBaHHi B 0()TaIbMOJIOTII B
PEKOMeHIOBaHMUX A03aX, Hi IPU BUIIaAKOBOMY KOBTaHHI BMIiCTY (DJIaKOHY.

V pasi mepemo3yBaHHs IpenapaToM MakCUTPOI® IPU MiCIIeBOMY 3aCTOCYBaHHI BAMUTH HaJIHIIOK
mpenapary 3 oOKa (04el) TEeIJIO BOLOIO.

ITobiuni peakuii.

Haityacrimmmu nobiuauMu eekTam, siKi CIocTepiraaucs MpoTaroM KIiHIYHUX HOCTIIXKEeHb
npenapaTy MakcuTpon®, Oyiy BigdyTTs AuCKOM(OPTY B OIfi, KEPAaTUT Ta HOAPa3HeHHs 04eH, 0
3cnocrepiranocs y 0,7-0,9 % nauieHTis.

[ToGiyni epekTH 3a yacToToro O6ynu KiacudpikoBaHi TaKUM YMHOM: AyKe 4acTi (= 1/10), gacri (=
1/100 mo < 1/10), HegacTi (= 1/1000 mo <1/100), mooguuoKi (= 1/10000 mo <1/1000), oguanYHi (<
1/10000). ¥ Mexkax KOKHOI Irpymnu mMo6iuHi eeKTH MpefcTaBleHi y MOPAAKY 3MEHIIEHHS 1X CTyTeHs
TAKKOCTI. [laHi mono nobiunux edekTiB Oynu OTpUMaHi Imif Yac KJIiHIYHUX JOCHiXKeHb IIpernapary
MakcuTpos®, Kparu O4Hi.

Knacudikanis cuctem oprauis ([[Io6iuni peakii 3rigHo 3 Ki1acudikaropom
MedDRA

OdranpMosoriuHi NOpyLUIeHHS Hevyacmi: KepaTUT, NiABULIIeHHS BHYTPIITHbOOYHOI'0
THCKY, CBepOixK oued, IUCKOMGOPT B OIli, TOgpPa3HeHHS
ouen

IonaTkoBi moOiyHi peakilii, BUSIBIIEHI ITiJ] YaC IOCTMAaPKETHHIOBOTO CIIOCTEPEXKEHHS, BKII0YAIOTh
HUXK4e3a3HayeHi peakiril. YacTOTy He MOXKHa OI[IHMTH Ha MifCTaBi HagBHUX JaHUX. Y MexkKax



KOXXHOTO KJIaCy CHUCTEM OpraHiB mo0iuHi peakilil mpeCcTaBlIeHO B MOPSAKY 3MEHIIIEHHS CEPHO3HOCTI.

Knacudikanis cuctem oprauis [[Io6iuni peakii 3rigHo 3 Ki1acudikaropom

MedDRA
[TopymeHHs 3 60Ky iMyHHOI [ligBuUllleHa YyTIUBICTD
CHCTeMU
[TopyuieHHS 3 00Ky HEPBOBOI1 [onoBHUY 0iNb
CHCTEMU
OdTanbmMosoriyHi nopymeHHs Bupa3koBUil KepaTUT, 3aTyMaHEeHHS 30py, hoTodobis,

Minpia3, ITO3 MOBIK, 6isIb B 04aX, IPUIYXJIiCTh 04el,
BiqUyTTsS CTOPOHHBLOTO Tijla B 04ax, TimepeMis o4eu,
MinBHUIIEHA CILO30TeYa

[TopymenHs 3 60Ky LIKipu Ta CunpgpomMm CriBeHca-[[KO0HCOHA

MiIIIKiPHOL KJTITKOBUHU
[TopyurenHst 3 60Ky eHmoKpuHHOI  |CuHmpoMm KyinuHra, mpurHideHHsT QyHKINI HAGHUPKOBUX
CHCTEMU 327103

IomaTKoBi Mo6iuHi peakilil, SiKi CrIoCTepiraauch MNPy 3aCTOCYBaHHI leKCaMeTa30HY Ta MOTEeHIIHO
MOXYTh BUHUKATHU IIPY 3aCTOCYBaHHi IpernapaTy MakCUTpoI": OU3TeB3is, 3aaMOPOYeHHS,

KOH IOHKTUBIT, CHHAPOM CYXOI'0 OKa, YTBOPEHHS IYCOUYOK 10 Kpasx MOBIK, 3HUXKEHHS F'OCTPOTH 30Dy,
€po3ig POTiBKHU.

Y meskux nauieHTiB MOXKJIMBA YYTJIUBICTh 40 aMiHOTIIKO3UIB, 1110 3aCTOCOBYIOTHCS MiclieBo. OKpiM
IIbOT0, HEOMIIIWH [JIF MICI[eBOT0 3aCTOCYBaHHS B OKO MOXK€e CIPUYMHUTH YyTIUBICTh MIKipU (IUB.
po3min «Ocob6IUBOCTI 3aCTOCYBaHHS»).

TpuBasne 3acToCyBaHHSI KOPTUKOCTEPOIiB MiCIIEBO B OKO MOXKe IMPU3BECTHU OO MiABUIIEHHS 0YHOTO
THCKY 3 IIOAJIbIINM YIIKOAXKEHHSIM 30POBOT0 HEPBA, MOTIPIIEHHSM I'OCTPOTH 30pY 1 IOPYIIEHHAM
TI0JISI 30PY, @ TAaKOXK [0 YTBOPEHHS 3afHbOI CyOKaICyIspHOl KaTapaKTH (OuB. po3min «Oco0auBOCTi
3aCTOCYBAHHS»).

P03BUTOK BTOPUHHUX iH(DeEKIIiil Moxke OyTH COPpUYMHEHUN 3aCTOCyBaHHSAM KOMOiHallil, 1[0 MiCTATh
KOPTHUKOCTEPOINY Ta aHTUMIKPOOHi pedyoBUHY (IUB. po3ain «OcoOIUBOCTI 3aCTOCYBAaHHS»).

Ockinpky mpemnapaT MiCTUTh KOPTUKOCTEPOINH, TO IIPYU HASIBHOCTI 3aXBOPIOBAHD, 110 MIPU3BOISThH 0
IIOTOHIIIAHHS POTiBKY ab0 CKIepH, MBUIYEThCS PU3UK Iepdopallii Micsi JOBrOTPUBAIOr0
3aCTOCyBaHHS (AUB. po3minn «OcoOMUBOCTI 3aCTOCYBAHHSI»).

Tepmin npudamHocmi. 2 POKH.

Tepmin 36epiraHHs Iicis mepIIOTro BiIKPUTTS (IakoHa - 4 TUXKHI.

YmMmoBH 30epiranns.

30epiraTu Gr1akoH y BEPTUKAIBHOMY MOJI0KEHHI Tpu Temnepatypi He Buie 30 °C y micusx,
HeJOCTYIHUX A4 fite. He 3amopoxyBaTu. TpuMaTu (h1aKOH MIITBHO 3aKPUTHM.



YnaxoBka.

[To 5 M7 y pnakoHi-kpanensHuti «JIpon-TeltHep®»; o 1 prakony-KpanenbHulli «Ipon-TeliHep® » B
KOpOOIIi 3 KapTOHY.

Kareropis Bignmycky. 3a pelemnToM.

BUpPOOHHK.
AnkoH-KyBpLOD.

Alcon-Couvreur.

Micue3HaxoakKeHHsI BHPOOHHKA Ta ajjpeca Miclsi IPoBagKeHHsI HOT0 Tis/IbHOCTI.
Piuikcser 14, B-2870 Ilyypc, benbris.

Rijksweg 14, B-2870 Puurs, Belgium.



