IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

OKOMIKC®
(OKOMIX)

Cknag:

Aitoya peyoBmHa: LMnpodgioKcalnHy rigpoxnopua, AeKcaMeTasoH;

1 M1 npenapaty MiCTUTb: UMNpoaoKcaumnHy rigpoxnopug — 3,5 Mr, y nepepaxysaHHi Ha 100 % 6e3B0HY PeYOBUHY - LMNPOQIoKcaunH — 3 Mr; [eKcaMeTas3oH —
1 wmry nepepaxysaHHi Ha 100 % cyxy peyoBUHY;

[ONOMI>KHI PeYOBUHU: TiLPOKCIETUNLEN0N03]a; OEH3aIKOHIK0 XN0pPWUA,; HATPItO auertar, TPUrigpaT; KUC/oTa OuToBa NbOAsAHA; HATPI0 X/0puA; AMHATPIo edeTar
(TpunoH B); Tnokcanon; Kncnota 6opHa; 1 M po3unH HaTpito rigpokemay Ta/abo 1 M po3umH KMCNOTY XNOPUCTOBOAHEBOT; BoAa ANS iH’EKLINA.

JNikapcbKa thopma. Kpansi 04Hi, cycneHsis.
OCHOBHI (pi3nMKO-XiMiYHi BNaCTMBOCTI: PiAMHa, WO MICTUTb YaCTUHKM 6in10ro abo marixe 6i710ro Kobopy, SKi Nerko cycneHaytTbCs Npu 360BTyBaHHI.

dapmakoTepaneBTUYHaA rpyna. 3acobu, WO 3acTOCOBYHOTbCA B O(hTasibMonorii. MpoTusananbHi npenapatv B KOMOiHaLiT 3 NPOTUMIKPOOHUMK MpenapaTamu.
KopTrkocTepoign B KOMGiHaLii 3 TpOTUMIKPOOHMMK npenapaTtamu. [lekcameTaszoH B KOMOiHaLLiT 3 NPOTUMIKPOGHUMYK nNpenapaTamu.
Kog ATX SO1CAO1L.

dapmakosoriyHi B1acTmBOCTI.

dapmakogyHamika.

LinnpodpnokcauyH

OKOMIKC® MicTUTb LMNPOMIOKCALIMHY TiAPOXIOPUA i3 KNacy XiHOMOHIB. BakTepuumaHa Ais XiHOMOHIB, L0, FO/IOBHUM YMHOM, BM/IUBaE Ha cuHTe3 [AHK 6akTepii,
BUPAXKAETHCA LUAAXOM NPUrHivyeHHs OHK-ripasun.

LivnpodgnokcaumH Mae BMCOKY aKTMBHICTb in Vitro BiJHOCHO GiNbLUIOCTI rpaMHeraTMBHUX MiKpPOOpraHiamiB, BK/Yaoum Pseudomonas aeruginosa. BiH Takox
eeKTUBHMIA BIZHOCHO aepOoBHMX rpaMno3UTUBHUX MIKPOOPraHi3MiB, TakMX K CTadiIOKOKM i CTPENTOKOKMU.

UyTAnBICTb 0 MIKPOOPraHi3miB

AK nif vac gocnigpkeHb in vitro, Tak i Nifg Yac KAiHIYHOro 3aCTOCYBaHHA NPU OYHUX iH(EKLiAX ByNno AoBefeHo, WO LMNpohioKcaumH akTUBHUIA LWOAO GiNbLIOCTi
LUTaMiB H/KYeHaBeeHNX OpraHi3MiB.

Aepo6Hi rpaMno3nTUBHI MIKPOOPraHi3mu

Saphylococcus aureus (BK/HOHaOUM WTaMKU K YyTAMBI 40 METULMAIHY, TaK i Pe3nCTeHTHI Ao MeTuuuniny); Staphylococcus epidermidis; Staphylococcus spp., iHLWi
KoarynasoHeratusHi Buam Saphylococcus spp., Bkatovatoun S, haemolyticus Ta S hominis, Corynebacterium spp.; Streptococcus pneumoniae; Streptococcus rpynm
Viridans.

Aepo6Hi rpamHeraTMBHi MiKpoopraHiamu

Acinetobacter spp.; Haemophilus influenzae; Pseudomonas aeruginosa; Moraxella spp. (Bkntovatoumn M. catarrhalis).

" paHMYHI 3HAYEHHS fiaMeTPIB 30H MPUTHIYEHHS POCTY MIKPOOPraHi3miB

LivnpodnokcaumH BMSBMBCSA aKTUBHWUM N Vitro BiAHOCHO OGiNbLUOCTI WTaMiB HMXKYeHaBeAeHUX MIKPOOPraHi3MiB; OfHaK K/iHIYHA 3HAYyLWiCTb LMX LaHUX MNpw




OTA/IbMOJIOTIYHMX THEKLIAX HeBifoma. be3neka Ta eeKTUBHICTb LUMNPOMIOKCALMHY MPY NiKyBaHHI BMPa30K POriBKM ab0 KOH OHKTUBITIB, CIPUYNHEHUX LMK
MiKpoopraHiaMamu, B aleKBaTHUX Ta 406pe KOHTPOIbOBAHWUX KNIHIYHUX AOCNIIKEHHSAX HE BCTAHOB/IEHI.

MepeniveHi HwxYe 6aKTepii BBaXaKOTbCA UYT/IMBMMMK MPU OLiHLI 3 3aCTOCYBaHHAM CUCTEMHUX TFPaHUYHUX 3HA4YeHb AiaMeTpiB 30H MPUTrHIYEHHA POCTY
MiKpoopraHiamiB. OfjHaK B3aEMO3B’A30K MIXX CUCTEMHMMW 3HAYEHHAMW [AiaMeTPiB 30H MPUrHIYeHHA POCTY MIKPOOpraHiamiB in vitro ta ofTanbMOMN0rivyHO
e(heKTUBHICTIO He BCTaHOBMEHWI. LlunpodnokcauuH in vitro AeMOHCTPYE MiHiManbHi NpurHivyBanbHi KoHUeHTpauil (MMK) 1 mkr/mn abo MeHLwe (CUCTEMHI
rPaHWyHi 3HaYeHHs AiaMeTpiB 30H YYT/IMBOCTI LLOAO MPUrHIYEHHS POCTY MIKPOOpPraHismis) npoTu GinbwocTi (90 %) wramMiB HUXYeHaBEAEHNX OYHMX MaTOreHHNX
MIiKpOOpPraHi3miB.

AepoOHi rpaMno3nTUBHI MIKPOOPraHi3mu

Bugm Bacillus.

Aepo6Hi rpaMHeraTMBHi MiKpoopraHiamu

Acinetobacter calcoaceticus, Enterobacter aerogenes, Escherichia coli; Haemophilus parainfluenzae; Klebsiella pneumoniae; Neisseria gonorrhoeae; Proteus
mirabilis; Proteusvulgaris; Serratia marcescens.

IHwi

Peptococcus spp., Peptostreptococcus spp., Propionibacterium acnes, Ta Clostridium perfringens € 4yTMBMMU MIKpOOpraHi3amamu.

HeuyTausi

Jeaki wrtamn Burkholderia cepacia Ta Senotrophomonas maltophilia € pe3ucTeHTHUMKU [0 uMnponoKcauuHy, SK i Aeski aHaepo6Hi 6akTepii, 0c06a1BO
Bacteroidesfragilis.

IHWa iHhopmaLis

MiHimanibHa bakTepnumaHa KoHueHTpauis (MBK), ik npasunno, He NepeBuLLYe MiHIMaIbHY NPUrHivyBanbHY KOHUeHTpauito (MIMK) 6inbLue HiXX Ha KoeiLieHT 2.
LOKnNiHIYHI faHi 3 6e3neku

LivnpodgnokcaumH Ta iHWI XiHONOHW CNPUYUHAKOTL BUHWKHEHHS apTponaTii y MOonoauxX TBapuH OGiNbLIOCTI BUAIB, AKi AOCNIMKYBaMCA Micns nepopasbHoro
3acTocyBaHHS. [0OBIOMAANOCH, L0 Y X041 AOCNIIKEHHS HA MONoAMX cobakax (6irnax) npy MicLeBoMy 3aCTOCYBaHHI O4YHUX Kparesb 3 LUnpogioKcaumHom He 6yo
BUSABNEHO YKOAHUX YpaXKeHb CyriobiB. Takox He 6y/0 BUABMEHO YXXOLHWUX [JOKa3iB TOrO, L0 MiCLEeBe 3aCTOCYBaHHSA SKMMOCb YMHOM BMIMBAE Ha Cyrnobu. OKpim
UbOro, y 634 giteit, Aki nepopasibHO NpUAMan LUNPOMIOKCaUMH, NPU KNiHIYHOMY Ta PEHTIeHO0riYHOMY LOCNIMKEHHI He 6Y/0 BUABNEHO YOAHOIO TOKCUYHOIO
BM/INBY Ha CKEJeT.

JocnimpKeHHs penpofyKTUBHOT PYHKUIT, SKi NPOBOAWM Ha LLypax Ta MyLIax i3 3aCTOCYBaHHAM [03, WO Yy 50 pa3iB nepeBuLLyBaiN MakCUMaIbHY OPTa/IbMONOTiYHY
[060BY 103y ANF MOAUHW, HE BUABUAW XXOAHWX [OKa3iB MNOPYLUEHHS (epTUNbHOCTI abo LWKIAAMBOrO BMAMBY HAa MAif4, CAPUYMHEHMX 3aCTOCYBaHHAM
LMMNPOIOKCaLUHY.

LimnpotnokcaumH npu nepopasibHOMY 3acTtocyBaHHi Y fo3ax 30 Ta 100 Mr/Kr He Npu3BiB 0 BUHWKHEHHS TEPaTOreHHWUX e(hekTiB Y KPOJiB, Xo4a Npu 3acTOCYBaHHI
060X UMX [03 CrocTepiraBcsi 3HaYHUA TOKCUYHWIA BNAMB Ha caMOK. [Mic/isi BHYTPILLUHbOBEHHOr0 3aCTOCYBaHHA 03 A0 20 MI/Kr TOKCUYHOrO BM/MBY Ha CamoK
eMOpioHaIbHOT TOKCUYHOCTI abo TepaToreHHMX eqeKTiB He CrocTepiranocs.

JlekcameTasoH

KOpTUKOCTepOign YMHATL MPOTU3ANa/IbHY Ait0 LUAAXOM NPUTHIYEHHA afresii MONekyn L0 KMITUH eHAOTENio CyAWH, UMKIooKcureHasn | abo Il Ta BupineHH:A
LUMTOKIHIB. Y pe3ynbTarTi LbOro 3MeHLIYETLCA (DOPMyBaHHS MefiaTopiB 3ananeHHs Ta NPUrHivYyeTbCA afresis NeMKounTIB A0 CYANHHOrO eHAoTenito, 3anobiratoym
TaKMM YMHOM TX MPOHUKHEHHIO Y 3anasieHi TKaHUHW OKa. [lekcaMeTasoH Mae BMPaXKeHY NMpoTu3anasibHy Ait0 3i 3MEHLLEHVMU MiHEpaIOKOPTUKOIAHMMN edieKTaMm
MOPIBHSAHO 3 AeAKUMW IHLIMMW CTEPOIfaMM Ta € OLHUM i3 HalbiNbLL CUNBHOAIKOUNX NPOTM3aNabHNX 3ac006iB; BiH Y 5—10 pasiB 6i/bLL NOTY>KHUIA, HIX NPeLHI30/0H, |
B 25 pasiB Oifibll MOTY>KHWUIA, HIXX KOPTWU30H Ta rigpOKOPTU30H. BMCOKMIA CTYyMiHb aKTMBHOCTI € pe3y/bTaTOM [0faBaHHA MEeTW/I0BOro pagukany Ta (pTopy Ao
MOJIEKY/IN NPeSHI30NM0HY. Liell CUHTETUYHWIA TNFOKOKOPTMKOIANPUTHIYYE 3anaibHi peakLii Ha YMHHWUKN MeXaHiYHOro, XiMiyHOro abo iMyHosioriyHoro xapakrepy. Ha




CbOrOAHI MOSICHEHHS Lii€T BNaCTUBOCTI He 3HalAEHO.

[aHi 3 CUCTEMHOT TOKCUYHOCTI aKTMBHOI PeyYoBUHU € [06pe BMBYEHMMU. CUCTEMHUIA BMNIUB [eKCaMeTa3oHy MOXe OyTu MoB’A3aHui 3 e(heKTamu, WO MaroTb
BiJHOLLEHHA [0 ITIOKOKOPTMKOCTEpOigHOrogucbanaHcy. LocnigpkeHHs TOKCUMYHOCTI MOBTOPHMUX 03 OYHMX Kparesb 3 AeKcaMeTasoHOM Y KPOJiiB BUABWUIN CUCTEMHI
edekTI, NOB’A3aHi 3 KOPTUKOCTEpOifaMu, ane HaBiTb Y [03ax, L0 iCTOTHO NePeBULLYIOTb A03Y ANSA NOAVHN, Lel NPosB Mae He3HayHe KiHiYHe 3HaveHHs. Mpu
BMKOPUCTaHHI OYHMX Kpanesb 3 feKcaMeTa30HOM Y PEKOMeHA0BaHMX [,03aX BUHUKHEHHSA X ePEKTIB Ma/lOMMOBIpHE.

dapmakoKiHeTVKa.

LinnpochnokcaumnH

[Micnsa micueBOro 3aCcToCyBaHHS B OKO NHOAMHM LUMNPOgIoKCaUmMH Ao6pe BCMOKTYETbCA. KOHLEHTpaLis LmMnpodioKcaumHy, BUsiBNieHa Yy Ci3Hil nniBLi, porisui Ta
nepeaHili Kamepi OKa, Bif AecATH A0 AeKiNbKOX COTeHb pasiB Buwa 3a MIMK90 Ansa YyTAnBUX O4HMX NaTOreHHMX MiKpOOpraHi3mis.

CuctemHa abcopbuis uunpoiokcaymMHy nicns MiCLEeBOro 3acToCyBaHHA B OKO HM3bKa. PiBHI UMnipotnokcauuHy y nnasmi nicns CemmaeHHOro MicLeBoro
3aCTOCYBaHHSA KONMBA/INCA Bif PIBHIB, WO He NiAAA0TLCA KifIbKICHOMY BU3HayeHHIo (< 1,25 Hr/mn), fo 4,7 Hr/mn. CepefHe 3HAYEeHHS MaKCUMa/lbHOI KOHLeHTpaLii
LMNpoIoKcaunHy y nnasmi KpoBi, OTpMMaHe Micns MiCLeBOro 3acTocyBaHHA B OKO, 6yn0 NpnbansHo y 450 pasiB MeHLLE 3a 3HaYeHHs, WO crocTepiranocs nicns
MepopasibHOr0 3aCTOCYBaHHA 0HOPA30BOI f03W LMMNPOQ/IOKCaLUHY, WO cTaHoBMMa 250 Mr.

CucTeMHi (hapMaKOKIHETUYHI BNaCTUBOCTI LUMPOIOKCaLUHY [06pe BUBYEHI.

LivnpodnokcaumH aobpe po3nofinsaeTbCs Y TKaHWHaX Tina, 3 PiBHAMM BMICTY Y TKaHWHaX, AK NpaBuio, BULLMMKM 3a pPiBHI BMICTY Y nnasmi. O6’em posnoginy y
CTabifIbHOMY CTaHi CTaHOBUTb 1,7-2,71 n/Kr. 3B’A3yBaHHS 3 6i/IKOM CUPOBaTKM CTaHOBUTb 16—43 %. lMepiog HaniBBMBEAEHHS LMNPOMIOKCaLMHY 3 CUPOBATKMN KPOBI
CTaHOBUTb 3-5 roauH. Micna nepopanbHOro 3acToCyBaHHA O4HOKPATHOT 03K, WO KonmeaeThea Big 250 o 750 Mr, y AOPOCMX NaUiEHTIB 3 HOPMa/IbHO YHKLIEHD
HUpPOK 15-50 % [03u BUAINAETLCA Yy Cevy Yy BUMNAAi HE3MIHEHOI NiKapcbKoi pevyoBuHUM Ta 10-15 % — y Burnsagi Metabonitie nNpotaroMm 24 roguH. Ak
LMNPOIOKCALMH, TaK | MOro YoTMPK NepPBUHHI MeTaboNiTU BUAINAKOTLCA Y Cedy Ta Kan. HUpKoBUIA KnipeHe LunpogaokcalmHy, K npasuno, ctaHoBuTs 300-479 mn
IxB. Mpn6an3sHo 20-40 % 031 BUBOAUTLCA 3 K&/IOM Y HE3MIHEHOMY BUTNA4I Ta Y BUrNSA4I METab0NITIB NPOTArom 5 AHiB.

JekcameTasoH

OdhranbmonorivyHa 6i040CTYMHICTb feKcameTa3oHy Micns MICLEeBOro 3aCToCyBaHHS B OKO OYHMX Kparnesb 3 AeKCaMeTa30HOM OLiHIOBaNach Y nauieHTiB, aKum byna
NpoBefeHa onepauis 3 BUAaneHHs KaTapakTi. MakcMmanbHWiA piBeHb AeKCAMeTa30Hy Y BHYTPILUHbOOYHIN PiAWHI, WO AOPiBHIOE NpubanM3HO 31 Hr/MA, gocsrascs
BnpodoBX 90-120 xBwnuH. Adani BiA6GYBanocs 3HMXEHHSI KOHUEHTpauil 3 nepiofom HaniBBumBefAeHHS 3 roguHu. CUCTEMHE MOr/IMHaHHA Micns MicLEeBOro
3aCTOCYBaHHS € HN3bKUM.

Posnogin

Micns BHYTPILLUHLOBEHHOIO BBEAEHHS CNOCTEPeXyBaHUA 06’°em po3noginy cknas 0,58 N/Kr. In vitro >KoAHi 3MiHW y 3B’A3yBaHHi 3 6ifkamu y nnasmi KpoBi NOANHM
NPy KOHLEeHTpauii jekcameTas3oHy Bif 0,04 1o 4 MKr/mMi, Npy cepefiHbOMY 3B’A3yBaHHI 3 6isIkaMu MiasMuy Ha piBHi 77,4 %, He cnocTepiranmnce.

bBioTpaHctopmais

[JekcameTa3oH MeTabo/i3yeTbCA NepLu 3a BCe y neydiHui, nepesaxxHo CY P3A4.

[icnsa micLeBOro 3aCTOCyBaHHS H3bKi KOHLIEHTPALLiT BUSBNSNNCL Y BHYTPILUHbOOYHIN pignHi Yyepe3 12 rogumH, To6TO AeKcaMeTas3oH € CTINKMM A0 MeTaboniamy nicns
MPOHUKHEHHA 40 BHYTPILLUHLOOYHOT PiAVHN.

BrBeaeHHA

[icns BHYTPILUHbOBEHHOr 0 BBeEHHSA 2,6 % He3MiHEHOT BMXIAHOT pe4oBUHM BUABNANOCL Y cedi. Mpu uboMy nicns npuinomy BcepeanHy (< 4 Mr/i) NpoTaroM KinbKox
TWXKHIB 60 % [03u 6yno BIAHOBNEHO AK 6B-rigpokcuaekcameTasoH, a 5-10 % — aK fofaTKoBMin MeTaboniT 6B-rigpokcn-20-gurigpogekcameTasoH. HeamiHeHWI
JeKcaMeTas3oH Yy cedi He 6yB BUsIBNeHWUIA. CUCTEMHMIA Nepiof HaniBBMBEAEHHS 3 M1a3MM KPOBi BiAHOCHO KOPOTKUIA — 3—4 FOAMHK, ane Y YOMOoBIKIB MOXeE 6YyTI TPOXM
[OBLIMM. LI pisHMUA 6yna noB’s3aHa He 3i 3MiHamMy CUCTEMHOIO K/TipeHcy, a 3 pisHuMK 06’eMamit po3noginy Ta Macoto Tina. JekcameTasoH npubinsHo Ha 77-84 %
3B’A3YETbCA 3 albOyMiHOM cupoBaTKu KpoBi. KnipeHc konmBaeTbes Bif 0,10 go 0,25 n/roa/kr, 06’em po3noainy KonmeaeTscs Big 0,576 go 1,15 n/kr. BiogoCcTynHicTb




[leKcameTas3oHy npu nepopasibHOMY 3aCTOCYBaHHI CTaHOBUTbL Npu6am3Ho 70 %.

NiHIAHICTB/HENIHIAHICTb

AUC nicnsa nepopanbHOro BBeAEHHS eKcameTa3oHy NiABuLLyBanach NiHINHO J0 03K Y aianasoHi 0,5 -1,5 mr.

dapmakokiHe TMKay 0co6AMBMX KaTeropin

dapmaKoKiHETNKA CUCTEMHOIO AeKcameTa3oHy ICTOTHO He BIAPI3HAETLCA Y NaLUieHTIB 3 NOPYLIEHHAM QYHKLIT HAPOK Y MOPIBHSAHHI 3i 340pOBMMU CY6’eKTaMu.
JOKNiHIYHI JaHi 3 6e3neku

[lekcameTa3oH BMSIBUB KaCTOreHHI BNAaCTMBOCTI Y aHasi3i XpOMOCOMHOI abepaLlii niMoumTiB NHOAMHM in vitro Ta B MiKPOSAepHOMY TECTi Y MULLIE in Vivo.
CTaHAapTHI JOCNIKEHHA KaHLeporeHHOCTI Npuy 3aCTOCYBaHHI jleKcaMeTa3oHy He NMPOBOAM/INCG.

CraHfapTHI fJoCNiIpKeHHA PepTUNbHOCTI NMPU 3aCTOCYBaHHI AeKcamMeTa3oHy He NPOBOAU/IUCG.

BcTaHoB/IEHO, WO Npy NepopaibHOMY BBEAEHHI AeKcaMeTa3OH € TepaTOreHHWUM 15 TBapWH: AeKCAMeTa30H CMpUYMHAB Bagy BHYTPILUHLOYTPOOHOIO PO3BUTKY,
BK/IHOYAKOUN PO3LLEnsieHHA NigHEOIHHA, YNOBIIbHEHHA BHYTPILLHLOYTPOOHOrO POCTY, PETPOrHaTito, NMYnKOBI rpuxi, rinonnasito TMMyca, geopmalil ckeneta, B
TOMY YMCAi MOPYLUEHHA PO3BUTKY LOBIMX KICTOK Ta BM/IMB HA PICT Ta PO3BUTOK MO3KY.

KniHiYHI XapaKTepUCTUKN.

NokasaHHS.

3ananbHi 3aXBOPIOBAHHA OYei Y MaLieHTIB, YyT/IMBUX [0 CTEPOIAiB, NPU AKMUX MOKa3aHe 3aCTOCYBaHHA KOPTMKOCTEPOILiB Ta iCHYe NoBepxHeBa GakTepiasibHa
IH(peKLis, cnpuynHeHa WTamaMun 6akTepiid, Yy TIMBYMU L0 LMNPOMIOKCcaLUHY, BKIHOYaoUM peakLii 3anaieHHs B nicisonepayiiniHoMy nepiogi.

IMpoTnnoKasaHHA.
e [iABMLLEHA YYT/IMBICTb 0 AeKcameTa3oHy, LMNpomIoKcaUuHy, A0 IHLWMX XiHOMOHIB a60 A0 Oyb-KOro3 KOMMNOHEHTIB NiKapCbKOro 3acooy.
KopoBs’siya Ta BiTpsHa Bicna Ta iHLLI BIPYCHI IH(eKLiT pOriBKN Ta KOH’FOHKTMBM (KPiM KepaTuTy, CNpuYnHEHOro Herpes zoster).
["p1OKOBI 3aXBOPHOBaHHA CTPYKTYpP OKa ab0o HeslikoBaHI napasutapHi iHPeKLii oKa.
MikobakTtepianbHi iH(eKUiT oKa.
ocTpuia eniTenianbHUIA KepaTUT, CPUYMHEHNIA Her pes simplex.
"ocTpi HenikoBaHi 6akTepiasibHi iHGeKLiT.
LLlenneHHs.

B3aemogis 3 iHLUMMM NiKapcbKMMK 3aco6amMm Ta iHLi BUAM B3aEMOLIN.

B3aemogisa 3 iHWUMKM NiKapCcbKumuy 3acobamu, NoB’A3aHa 3 LMnpogaoKcalHoM

OCKifNlbKM LmnpognokcaumH npy MicLeBoMy 0(hTaIbMO/IOr iYHOMY 3aCTOCYBaHHI Mae HU3bKY CUCTEMHY KOHLEHTpaL,ito, B3aEMOZis 3 IHLUMMU NiKapCbK1MK 3acobamm
€ Ma/I0IMOBIPHOIO.

B3aemofis 3 iHWKMU NiKapcbKnuMm 3acobamu, NoB’ga3aHa 3 ekcameTasoHoM

OfHoYaCHe NpW3HAYeHHs CTepoifiB A4/ MICLLEBOr0 3acTOCYBaHHS Ta HECTepOoifHMX npoTu3ananbHUX npenapaTis (HM3MM) 4ns micLueBoro 3actocyBaHHS MOXe
361/IbLUNTY PU3MK BUHVKHEHHS YCKNaAHEHb MPW 3arOeHHI paH poriBKu.

IHri6iTopn CYP3A4 (BKMOYaKUM pUTOHABIP Ta KOBILMCTAT) MOXYTb 3MEHLUUTU KNipeHC AekcameTas3oHy, Lo npu3sede 40 Oinbll TSHKKMX HebaxaHUX ABULL, Ta
NPUrHIYeHHA (DYHKLUIT KOpW HagHWUPKOBUX 3a/103 / cuHApoMy KylimHra. Takoro noefHaHHs CNij YHUKATW, AKWO KOPWUCTb He MepeBuLLye MNiABULLEHWUIA PU3KK
CUCTEMHUX NOBIYHUX edheKTiB KOPTUKOCTEPOIAIB, I B LIbOMY BUMaAKY CNif KOHTPOMOBATU CUCTEMHI HebaXkaHi epeKT KOPTUKOCTEPOIAIBY MaLieHTIB.

Y pa3si 3aCTOCyBaHHS OYHWMX Kpanefb, WO PO3LWMPKOTL 3iHMLiI (aTPONiH Ta IHWI aHTUXONIHEPriYHI PEeYOBMHK), BHACMILOK YOro MOXIMBE MiABULLEHHS




BHYTPILLUHbOOYHOIO TUCKY, OfIHOUACHE 3aCTOCYBaHHs NiKapcbKOro 3aco6y OKOMIKC® MoXXe NpK3BeCTU 10 40AATKOBOIO NiJBULLEHHS BHYTPILLHBOOYHOIO TUCKY.
OCKiNbKN KOPTUKOCTEPOIiAM MOXYTb NiABMLLYBaTN KOHLEHTPALILO [/THOKO3U B KPOBI, MOXKe 3Haf06UTNCA KOPUTYBaHHS 4031 NPOTUAiabeTUUYHMX 3aC00iB.

He cnig noeaHyBaTh feKcaMeTas3oH 3 liKapCbKMMK 3acobamu, L0 3aCTOCOBYHOTLCS MPK NayKoMi, 0CO6MBO He CNif, 3aCTOCOBYBAaTW Take NOELHAHHS TPUBA/INIA Yac |
Y BE/IVKMX [03aX — Lie MOXE NPU3BECTU A0 MiABULLEHHS BHYTPILLHLO0YHOIO TUCKY.

OfHoYaCHe 3aCTOCyBaHHA [eKCameTa3oHy i3 3acobamu, L0 BrM/MBaKOTb Ha akoMofauito OKa abo pOo3LMPHOKTL 3iHULUID, 30iMbllye PU3MK MigBULLEHHS
BHYTPILLUHHO0YHOr0 TUCKY (0CO6/IMBO Y MaLiEHTIB, CXUbHUX [0 3aKPUTOTO KyTa (ifibTpaui).

3acTocyBaHHSA KOHTAKTHMX J1iH3 36i/bLUYE PU3MK TH(EKLT.

Mpn ofHOYACHOMY 3aCTOCYBaHHI 3 OYHUMM NTIKAPCbKMMUM 3ac06amMu, WO MICTATb (hocaTi, 3pOCTaE PU3MK HAKOMUYEHHS BifKnafeHb Y porisui abo ii MOMYTHIHHSA,
0c06MBO Yy NauieHTIB 31 CKOMMPOMETOBAHOK POTiBKOHO.

AKLLIO OLHOYACHO 3aCTOCOBYBATM KiflbKa JIIKAPCbKMX 3ac0o6iB A1 MICLEBOr0 3acTOCYBaHHS B OKO, HeoOXigHO 3ayekaTw LiOHaliMeHWe 5 XBWAMH MK iX
3acTocyBaHHAM. OYHi Masi Cnif 3aCTOCOBYBATU OCTaHHIMM.

Oco6MBOCTI 3aCTOCYBaHHS.

Tinbky N ohTa/IbMOMONYHOr 0 3aCTOCYBaHHS. J1iKapCbKMiA 3acib He NMpU3HaYeHWiA NS iH’eKL i a60 NpUtoMy BCEpeaUHY .

0Oco06MBOCT i 3aCTOCYBAHHS, NOB’A3aHI 3 LMNPOGIOKCALMHOM

Y nauieHTiB, AKi NPOXoAnNN Tepanito XiHONOHOM, CMOCTePIra/incs Cepilo3Hi Ta iIHKOMM NeTaslbHi (aHaginakT1yHi) peakuii NiABMLLEHOT YyTMBOCTI, AesKi — nicns
3aCTOCYyBaHHA NepLloi Ao3u. [eski peakuii CynpoBOLKYBa/INCA CEPLEBO-CYANHHOK HeLOCTaTHICTHO, BTPATOK CBIOMOCTI, LUYMOM Yy ByXaX, HabpPsAKOM rN0TKM abo
06/1M4ys, AUCMTHOE, KPOMWB’AHKOK Ta CBEPOEXEM.

Cepi103Hi BUNagLKX rocTpoi rinepyyTaMBOCTI A0 LMNPOMIOKCcaLUHY MOXYTb NOTPedyBaTh HeBIAKNALHOIO NiKyBaHHA. [pun KIHIYHMX NOKa3aHHAX Cif 3acTocyBaTu
KWCHeBY Teparnito Ta BiJHOB/EHHSA NPOXiAHOCTI AnUXaNbHUX LUNSAXIB.

MoTPi6HO NPUNUHUTK 3aCTOCYBAHHS NiKapCbKOro 3acoby OKoMIKC® npy mepLumx 03HaKax BUCUMY Ha LUKipi abo By/b-AKMX iHLIMX O3HAKaxX peakLii NiaBuLIEHOT
YyT/INBOCTI.

Y pasi TpMBanoro 3acToCyBaHHS BCIX aHTMOaKTepiabHUX NpenapaTis, y TOMY YMCAT LMNPOgIOKCaUMHY, MOXINBUIA HAAMIPHWIA PICT HEYYTAMBUX A0 aHTUBIOTUKIB
BakTepiafibHUX WTamiB abo rpnbis. AKLLO PO3BMBAETLCA CyNepiHMeKLis, CNif NPOBECTM BIAMOBIAHY Tepanito.

3ananeHHs Ta PO3PMB CYXOXMNA MOXNBI NPY CUCTEMHII Tepanii (PTOpXiHOMOHaMK, BK/IKOUaKUM LMNpodaoKcaLyH, 0CoO6AMBO Y NaLieHTIB NiTHLOMO BiKY, a TaKOX
Yy MaLieHTIB, SKUM CYNyTHbLO 3AiICHIOETLCS NiKyBaHHS i3 3aCTOCYBaHHAM KOPTUKOCTEPOIfiB. TaKUM YMHOM, liKyBaHHS OYHUMI Kpanasmm OKoMiKC® cnig npunmHuTm
Mpy NepLUMX 03HaKax 3anaieHHs CyXOXWUnns.

Mpwn 3acTocyBaHHi OUHMX Kpanenb OKoMiKc® cnig Gpaty o yBaryi pu3nK NOTPaNIsHHA NPenapaTy y HOCOTOTKY, L0 MOXE CMPUATY BUHWUKHEHHIO Ta MOLUMPEHHIO
6aKTepianbHOT Pe3NCTEHTHOCTI.

Bigoma (oTtoceHcMbinisyBasibHa Ta (DOTOTOKCUYHA [ Bif CepeHbOro A0 TSXKKOro CTyrneHs Mij vac 3acToCyBaHHSA NiKapCbKMX 3ac06iB Knacy XiHONIHIB Y BUMNsAAi
TSXKKMX COHAYHUX ONIKIB Y NauieHTiB, AKi NiggaBanucs Ail npsaMmx COHAYHUX NpoMeHiB. OCKINbKK Npuy 3aCTOCYBaHHI /TiKapCbKOro 3aco6y neBHa Moro YacTuHa MoXe
NOTPanAATM Y CUCTEMHUIA KPOBOTOK Ta CNPUYMHATM aHaNOriyHi NPOsiBM, CMiA YHUKATWM HAAMIPHOMO BM/IMBY COHAYHOrO BMMPOMIHIOBAHHS. AKLLO MPOSBASETLCS
(POTOTOKCMYHICTb, 32CTOCYBaHHS Npenapary NoTPibHO NPUNMHUTK.

Oco6n1BOCTI 3aCTOCYBaHHSA, NOB’A3aHI 3 eKcameTa30HoM

He BuKopuncTOBYBaTU 663 MeAUYHOI NepeBipku. JTiKapCbKuWid 3aci6 cnig npusHayaTy TinbKy Nicns 6ioMiKPOCKOMIYHOMO OrnsAy 3a AONOMOrOoH LWiMHHOT namnu Ta
TeCTy 3 BUKOPUCTAHHAM (DIF00PECLIETHY .

Liei npenapat He € ePeKTUBHUM /15 NiKyBaHHS KepaTOKOH’ tOHKTUBITY CbOrpeHa.

HaagmipHe Ta/abo TpuBane 3acToCyBaHHSA O(Ta/IbMOJIONIYHMX KOPTMKOCTEPOIAIB MiABULLYE PU3MK BUHUKHEHHS YCKNafHEHb 3 GOKY O4eil Ta MOXKe MPU3BeCTU A0




CUCTEMHUX NOBIYHUX edeKTiB. AKLWO 3anasieHHA He 3MEHLUYETLCS MPOTAroM 00rpyHTOBaHOrO Mmepiody Mif vac Kypcy Tepanii, HEO6XIAHO BMKOPUCTOBYBATM iHLUI
BUAW Tepanii 415 3MEHLLEHHS LUX PUSKKIB.

TpuBane NiKyBaHHA KOPTUKOCTEPOIAaMu NS MICLLEBOro OpTasibMOIOriYHOr0 3aCTOCYBaHHA MOXE MPU3BECTU A0 OYHOI rinepTeHsii Ta/abo rnaykoMu 3 nogaiblumm
YLIKOZ)KEHHAM 30pOBOr0 HepBa, MOripLIeHHsAM FOCTPOTU 30pY Ta MoAs 30pY, a TaKOX [0 YTBOPEHHS CyOKancynsapHoT KaTtapakTy 3a4HbOi Kamepy oka. [pu Tpusaiomy
MiCLLEBOMY 3aCTOCYBaHHI KOPTUKOCTEPOIAiB B OKO CAifl PerynsipHo Ta 4acTO KOHTPO/IKOBATU BHYTPILLUHbOOYHUIA TUCK (Nepedycim y NauieHTIB, Y SKUX YXKe
CrocTepiranoch NigBULLEHHS BHYTPILUHbOOYHOIO TUCKY BHACNILOK NPUIAOMY CTEPOIAiB, Y NaLieHTIB i3 BUCOKUM BHYTPILLUHBOOYHUM TUCKOM LLe [0 NoYaTKy Npuiiomy
CTEpOIfiB Ta y NaUieHTIB i3 rNayKomoto). Lie 0co6nBo BaXIMBO ANs AITEN, OCKINbKN PU3NK OYHOT FiNepTeHsii, CIpUYMHEHOT KOPTMKOCTEPOIgamu, Y AiTein BULLNIA Ta
MOXe BWMHMKATW paHille, HiX Yy AopocnuX. JlikapcbKuii 3aci6 OKOMIKC® He MmoKasaHuii AN 3aCTOCyBaHHA AiTAM. MauieHTam 3 rnayKOMOK MOHITOPUHT Chifl
MPOBOAUTY LLOTVXKHS.

Mpy rocTpuUx THIMHMX 3aXBOPHOBAHHSAX OYell KOPTUKOCTEPOIAM MOXYTb MackKyBaTW iH(eKLii abo nomproBaTh HasBHY iH(eKUito. ToMy 3acTocyBaHHS Mif 4ac
FHIMHKX 3ana/eHb 0Yeld NPOTUINOKa3aHe.

PU3MK MigBMLEHHS BHYTPILLUHLOOYHOrO TUCKY, CMPUYMHEHOrO KOPTUKOCTepOigaMu, Ta/abo pu3MK YTBOPEHHS KaTapakTW, 3YMOBJ/IEHOI 3aCTOCYBaHHAM
KOPTUKOCTEPOIiB, 30ibLUYETLCA Y CXUNbHUX [0 LbOro NauieHTiB (Hanpuknad, y XBOpMX Ha LlyKpOBWiA fiabeT).

Mpy cMcTeMHOMY Ta MiCLEBOMY 3aCTOCYyBaHHI KOPTUKOCTEPOI4iB MOX/MBI PO3/nagn 30py. AKWO MauieHT Mae Taki CUMNTOMW, IK PO3MUTICTb 30py abo iHLUI
MOPYLLEHHS 30pY, MOro Cnif HanpaBuTK A0 O(hTasbMo/ora Ans OLIHKN MOXIMBUX MPUYMH. Lle MOXYTb BYTK KaTapakTa, rnaykomaabo Taki pigkicHi XBopobu, K
LieHTpasibHa cepo3Ha xopiopeTuHonartia (LLCXP), o cnoctepiraimce Nicig 3aCTOCyBaHHSA CUCTEMHUX Ta MICLLEBUX KOPTUKOCTEPOILiB.

CuHapomM KyluvHra 1a/abo npurHiveHHs yHKLUiT KOpy HagHUPKOBKX 3a/103, NMOB’A3aHi 3 CUCTEMHOKO abCcopOLietd OUHMX NIKAPCbKMX (POPM AeKcameTa3oHy, MOXYTb
BUHMKATK Nicns iHTEHCUBHOT ab0 AOBroCTPOKOBOI 6e3mnepepBHOI Tepanil y MauieHTiB 3i CXUIbHICTIO, BK/OYaOUM [iTei i nauieHTiB, SKi oTpUMyBanun iHribiTopn
CYP3A4 (30KkpeMa pUTOHABIP | KOBILMCTAT). Y LmMX BUNaAKax /liKyBaHHA CAig MNOCTYNOBO MPUMUHUATH.

KopTrKOCTepoian MOXyYTb 3MeHLLYBaTN PE3NCTEHTHICTL A0 6akTepianbHOT, BIpYCHOT, FpMOKOBOT ab0 napasvTapHOT iHEKLIT Ta MacKyBaTK KNiHIYHI 03HaKW iHDeKLUiT,
nepeLLKoAKatoum BUSBEHHIO HEeeKTUBHOCTI 3 60Ky aHTUOIOTUKIB. [pu CTIMKOMY YTBOPEHHI BMPA30K POriBKX CNif BUKNHOUUTU HassBHICTb rprOKOBOI iHEKLUIT Y
nawieHTIB, AKMX NiKyBan abo NliKyTb KOPTUKOCTepOigaMu. JTiKkyBaHHSA CNif NPUNUHUTY Y pa3i BUHUKHEHHSA TPUOKOBOT IHEKLLT.

KopTukocTepoigy ons optasbMONOriYHOro 3aCToCyBaHHS MOXYTb CMOBI/IbHIOBATY 3arOEHHS paH PoriBku. Takox Bifomo, wo HM3MM gna micueBoro 3acTocyBaHHS
YNOBI/IbHIOKOTb ab0 3aTPUMYHOTb 3aroeHHs paH. OgHovacHe npusHadeHHs HIM3M gns micueBoro 3actocyBaHHS i CTEPOIAiB AN MICLEBOr0 3aCTOCYBaHHSA 36i/bLUYE
PU3NK BUHWKHEHHS YCKNaAHEHb NPY 3aroeHHI paH (4MB. po34in «B3aeMogis 3 iHLMMKM liKapCbKMMK 3acobamm Ta iHLLi BUAY B3AEMOSI»).

Bigomo, WO npu HasBHOCTI 3aXBOPHOBaHb, AKi NPW3BOAATH A0 MOTOHLUAHHA POriBKM abo CKIepu, MiCcLEeBe 3aCTOCYBaHHA KOPTUKOCTEPOIAIB MOXe CpUYUHUTU
BUHWKHEHHS nepgopaviii.

JikyBaHHA He cnif NPUNUHATA NepefyvyacHO Yepe3 MOX/IMBICTb PeuuAvBy 3anaibHOro CTaHy MpW panToOBOMY MepepviBaHHI 3aCTOCYBaHHA KOPTUKOCTEPOIAiB Y
BMCOKMX [j03aX.

Mpenapat cnif 3acTocoByBaTh 3 0COOMMBOKD 0OEPEXHICTIO | Ti/IbKM Y MOEAHAHHI 3 aHTUBIPYCHOIO Tepanieto Mpu NiKyBaHHI CTPOMa/IbHOTO KepaTuTy abo yBeiTy,
cnpuymHeHoro Herpes simplex. Y nauieHTiB npy CUCTEMHIN abo MicUeBil Tepanil KOPTUKOCTEPOigamMu, IKi 3aCTOCOBYBAIUCS AN NiKyBaHHS IHLIMX 3aXBOPHOBaHb,
BUHMKAB O4YHMA Herpes simplex. 3acTocyBaHHS KOPTMKOCTEPOIAiB Npu NiKyBaHHI Herpes simplex, 3a BUHATKOM eniTeNnialbHOro KepaTuty, CnpuinHeHoro Herpes
simplex, Npu SKOMYy KOPTUKOCTepOiAy NPOTUMOKa3aHi, BUMarae 0co6/11MBoi 06epexXHOCTi; HEOOXIAHMUM € nepioAnyHe NpoBefeHHs 6i0MIKPOCKONIT i3 3aCTOCYBaHHAM
LWIIMHHOT namnu.

Mig yac TpMBAsOro NiKyBaHHA [eKcaMeTa30HOM CAif, NepeBipATU CTaH POriBKW (h1yOpecLeHTHUM TECTOM i KOHTPO/IOBATW BHYTPILLUHbOOUYHWIA TUCK. Y BMNaaKy
MO3UTMBHOIO (P/TYOPECLEHTHOrO TECTY ab0 MiABULLEHOTO BHYTPILLHLO0YHOI0 TUCKY NIKYBaHHS NpenapaToM Tpeda NpunmHUTK.

MoBigomnsnoca Npo BMMNagKM KanbUmikauii poriBky, WO BMMarano nepecagky porisku Ans BifHOBEHHA 30pY Y MaLieHTIB, AKi OTpUMyBasv OTasIbMONOTIUHI
npenapaTu, Wo MICTATb hochaTi. Mpyn neplumnx o3HaKax KasbLudgikauii porisBku HeobxifHO NPUNUHUTK 3aCTOCYBaHHA 3aco0y | Mofasblue NiKyBaHHA MalieHTa



MPOBOAUTM 3ac06amu, L0 He MICTATb (OCKaTIB.
OuHi Kkpanni OKOMIKC® MicTATb GEH3a/IKOHIK0 X0pu/. BeH3aNKOoHI XIOpU MOXE BUKIMKATW NOAPa3HEHHs o4eil, 0co6/IMBO MpX CUMMTOMAX CyxXOCTi oueii a6o
3aXBOPHOBAHHAX POroBoT 060/10HKM (NPO30POro NepeLHLOro LWapy OKa), a TaKOXX MOXe 3HeGapB/toBaTU M’AKI KOHTaKTHI NiH3WU. Chif YHUKATV KOHTaKTy 3 M’AKUMU
KOHTaKTHUMU NliH3aMun. OfHakK, AKLWO Ha AYMKY fliKapsi BUKOPUCTaHHS KOHTAKTHUX MiH3 € NPUAHATHUM, NauieHTa Cnif nonepeauTu nNpo Te, WO Heo6XiAHO 3HIMaTH
KOHTaKTHI NiH3K1 Nepef 3aCTOCYBaHHAM O4YHMX Kpanesb i 3a4ekaty 15 XBUAnH nicnsa iHCTUAALIT, NePLU HiXK BCTAaHOBNHOBATM KOHTAKTHI /IIH3N.
[icns 3aCTOCyBaHHSA OYHUX Kpare/b NoKasaHi Taki 3aX04U A5 3HUXKEHHSA CUCTEMHOT pe3op6Lii:

- TpuMaTy MOBIKWN 3aKPUTUMW NPOTATOM 2 XBUJINH;

- 3aKpWUTW CNbO30BY MPOTOKY Ma/IbLEM Ha 2 XBUIMHW.

3acTocyBaHHA y nepiog, BariTHOCTI abo rogysaHHs rpyaato.

BariTHicTb

He peKoMeH/yeTbCS 3aCTOCOBYBATM NiKapCbKMiA 3aci6 OKOMiKC® nig uac BariTHOCTI.

LinnpodhnokcaumH

Hemae afjekBaTHMX AaHMX LWOA0 3aCTOCYBaHHA LMNPOGIOKCAUMHY B OYHUX KpanasaxX BariTHAM dXKiHKam. [OCnifpKeHHs Ha TBapuvHax He BUSBWUAN MPSMOro
LUKIANNBOro BMN/IMBY Ha PENPOAYKTUBHY (hYHKL,IHO.

JekcameTasoH

Hane>xHi KOHTPO/MbOBaHi [OCNIAKEHHSA LWOAO BMAMBY JliKapcbKoro 3acoby OKoMiKC® y BariTHMX XiHOK He nposogunucs. Bigomo npo NigBWLLEHWIA pU3KK
BHYTPILUHLOYTPOOHOT 3aTPUMKK pocTy, 6 NOB’A3aHWI 3 TpMBaIMM ab0 MOBTOPHMM 3aCTOCYBAHHSAM KOPTMKOIAIB NPOTArOoM BariTHOCTI. MMig yYac focnifXeHb Ha
TBapuHax 6yna NnpoLeMOHCTPOBaHa PenpoAyKTUBHA TOKCUYHICTb MiC/A CUCTEMHOMO 3acTOCyBaHHA. OTasibMosioriyHe 3actocyBaHHsA 0,1 % po3umHy AeKcameTa3oHy
npu13Beno L0 aHoMasii nnogay Kponis.

["oflyBaHHA rpyaaro

Mpy nepopanbHOMY 3aCTOCYBaHHI LMMpodioKcauuH 6yno BUABNEHO Y TPyAHOMY Mosoui. HeBijoMO, UM MpPOHUKAE LMnpog/IoKcaLuH y rpyfHe MOJIOKO Micns
MiCLLeBOro 3acToCcyBaHHS B OKO. CUCTEMHe BBeEHHS KOPTUKOCTEPOiAiB NPU3BOAMTL [0 1X NOSBU B FPYAHOMY MOJOLI NHOAWMHN Y KiNbKOCTI, WO MOXe BMN/MBaTW Ha
ANTUHY, SiKa 3HaXOAMTbLCA Ha rPyAHOMY BUroAoBYBaHHI. OfHaK, Npy MICLEBOMY 3aCTOCYBaHHI KOPTUKOCTEPOIAiB CUCTEMHUI NPOSB € HE3HaYHUM. HeBigomo, um
Okomikc® noTpannse y rpyHe Monoko. [aHi o0 MexaHi3My MoTpan/isHHs AeKcaMeTa3oHy B rpyaHe MOJOKO BiACyTHi. ManoliMoBipHO, L0 Micns 3aCTOCyBaHHs
npenapary Matip’to fjlekcameTasoH Oyfe BUABNATUCS B FPYLHOMY MO/OL abo 6yse 34aTHWUN BUKNUKATU/NPOABAATU KNiHIYHI epekT y HeMOBNAT. OfHaK He MOXHa
BUK/THOYATU PU3MK A8 OUTUHM, L0 3HAXOAUTLCS HA TPYAHOMY BUro4oBYBaHHI. Cnif po3rnsHy TV MOXIMBICTb TMMYACOBOIO NPUMNMHEHHS TOAYBaHHSA rPYAAH0 Ha vac
3aCTOCYBaHHs NiKapcbKoro 3acoby OKoMiKC® a6o NPUNMHEHHS/YTPUMaHHS Bif Tepanii npenapaTom, 3BaXakoum Ha MOTeHLLiliHY KOPUCTb Bif 3aCTOCYyBaHHs Npenaparty
A9 MaTepi Ta Ha KOPUCTb Bif, FOAYBaHHSA Py AAt0 ANS ANTUHMN.

PenpoayKTvBHa QYHKLLis

JlOCNiMKeHHSI 3 METORO OLLIHKM BMN/IMBY Ha PENPOAYKTUBHY (hYHKLiHO NMpY MiCLIEBOMY 3aCTOCYBaHHI NiKapcbKoro 3acoby OKOMIKC® He 34ilicHI0Bann. ICHYHOTh [esKi
KNiHIYHI JaHi CTOCOBHO BM/MBY [eKCaMeTa30HY Ha PenpoAyKTUBHY PYHKLIKO Y YOMOBIKIB Ta XIHOK. Ha Mogensx Liypis, sKi nepebysanu nif i€t XOpioHIYHOro
roHafoTPONiHy, He ByN0 BUABNEHO MNOGIYHMX BNIMBIB AeKcaMeTasoHy Ha pernpoayKTVUBHY (hyHKLit0. HeMae aaHuX npo epeKkTn MiCLLEeBOro 3acToCyBaHHS KOMOIHaLiT
LMNponoKcaunHy/aekcaMmeTa3oHy Ha KOHLEHTPaLLit0 Y YOMOBIKIB i XIHOK.

30aTHICTb BNAMBATM Ha LWBMAKICTb peakuii Npy KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWMMK MexaHi3Mmamu.
[aHunin nikapcbKuii 3aci6 He Mae abo Mae He3Ha4YHWI BNMB Ha 3AaTHICTb KepyBaTV aBTOTPAHCMOPTOM ab0 iHLLIMMK MeXaHi3mamMu. TrMyacoBe 3aTyMaHeHHs 30py abo
iHWI NOPYLUEHHS 30py MOXYTb BMAMBATW Ha 3[4aTHICTb KepyBaTW aBTOTPAHCMOPTOM abo iHWMMK MexaHi3mMaMu. FAKLLO 3aTyMaHeHHsi 30py BUMHUMKAE nif vac



3aKanyBaHH$, NaLieHTy HeOOXIAHO 3a4eKaTu, MOKK 3ip MPOACHUTLCA, MEPLL HIX KepyBaTy aBTOTPAHCMNOPTOM ab0 iHLWMMU MeXaHi3mamu.

Cnoci6 3acTocyBaHHS Ta [03MK.

CTaHAapTHa 403a CTaHOBMTb 1-2 Kpansi y KOH’HOHKTUBa/IbHWIA MILLIOK YpaXkeHOro oka 4 pasu Ha fo6y. Mig yac nepwmx 24-48 rognH fo3y MOXKHa 36inbLuyBaTi [0 2
Kpanenb KOXHi 2 rofNHN.

AK NpaBnno, Kypc NiKyBaHHA TPVBAE 7 [HIB.

[licng [OCATHEHHS TPUBAIONO e(ieKTy A03y Ta 4acTOTy 3aCTOCYBaHHS CAif MOCTYNOBO 3MeHLIyBaTW. He cnif npunuHATK Tepanito nepegyacHo. (AvB. po3gin
«OCc061MBOCTI 3aCTOCYBaHHS).

PeKOMeHAYETLCS NOCTIMHO KOHTPO/IHOBATW BHYTPILLHbOOYHWIA TUCK.

Micna iHCTUNALUIT peKOMEHAYETLCS LWiNlbHe 3aKPUTTS MOBIK ab0 HOCOC/bO30Ba OK/HO3iA. Lle 3HMXKYe cucTeMHy abcopbuito NikiB, BBEAEHUX B OKO, WO 3MEHLLYE
MIMOBIPHICTb CUCTEMHUX MOBIYHNX e(eKTiB.

3acTocyBaHHs Npy NOPYLLIEHHAX (YHKLIM NEYiHKM Ta HUPOK.

OkoMmiKc® He [0CNigpKyBaBCcs Yy NaLlieHTiB, AKi CTPaXAaloTb HA XBOPO6M HUPOK Ta MediHknM. OfHAaK 4Yepe3 HW3bKY CUCTEMHY aBCcop6Lito [JeKcamMeTasoHy Micns
MiCLLeBOro 3aCTOCYBaHHA LibOro npenaparty B KOPUryBaHHi 031 HeMae He0OXiLHOCTI.

Y pasi cynyTHbOI Tepanii i3 3aCTOCYBaHHAM IHLWMX MiCLEBUX OTanbMONOriYHUX NpenapatiB cnif AOTPUMYBaTUCL iHTepBany 5-10 XBUAMH MiX X 3aCTOCYBaHHSIM.
OuHi masi cnif 3aCTOCOBYBATU OCTAHHIMMU.

Cnocib 3aCTOCYBaHHS.

Mepen 3acTocyBaHHAM (PNakoH cnif fobpe CTpycuTu.

LLlo6 nonepeanTn 3a0pyAHEHHS KIHUMKA KparesibHULI Ta BMICTY (b1akoHa, HeO6XiAHO LOTPMMYBATUCL 06EPEXXHOCTI | He TOPKATMCA MOBIK, NPUIETNNX AiNFHOK abo
IHLINX NOBEPXOHb KIHYMKOM (p/lakOHa-KpanenbHUL.

aiTn.
EeKTMBHICTb Ta 6e3reKa 3aCcToCyBaHHS NiKapcbKoro 3acoby AiTaAM He BCTaHOB/IEHI.

Nepeno3yBaHHS.

3BaXKaloumM Ha XapaKTepuUCTUKM NiKapCbKOro 3acoby, NpM3HAYeHoro A8 MiCLEeBOro 3acTOCYBaHHS, He OYIKYETbCS XXOLHOrO TOKCUYHOrO e(iekTy fK npu Moro
3aCTOoCyBaHHI B O(NTa/IbMOJIONIT B PEKOMEHL0BaHMX [03axX, Tak | Mpy BUMALAKOBOMY MPOKOBTYBaHHI BMICTY (hnakoHa. KMiHIYHI 03HaKy Ta CUMMTOMM Nepesfo3yBaHHS
npenapaTy MOXyTb 6yTI NOAIGHMMM A0 NOBIYHMX eqeKTIB, L0 CNOCTePiraInCh y AesaKNX NauieHTiB (TOUKOBUIA KepaTuT, epuTeMa, NiABuLLEHA CIb030TeYa, HabpsK Ta
cBepOiX NOBIK).

Y pasi nepefo3yBaHHs NiKapcbKoro 3aco6y OKOMiIKE® npu MicLIEBOMY 3aCTOCYBaHHI BUMUTY HAJTULLIOK NpenapaTy 3 oka (0ueid) TeN/o BOAOH.

Mo6iuHI peakuii.

OcCKinbKK nikapcbKuii 3acié MiCTUTb ABi Ait0Yi PEHOBUHM, TO MOXNBE BUHWKHEHHS MOBIYHMX peakLiil, XapaKTepHUX AN UnpogioKcauuHy i AeKCamMmeTasoHy.
HwxueHaBeeHi NobiyHi peakuii KnacugikyBasmca TakuM YMHOM: Ay>Ke yacTi (= 1/10), yacTi (= /100 po < 1/10), HeyacTi (= /1000 go < 1/100), nooguHoki (= 1
/10000 po < 1/1000), pigkicHi (< 1/10000) abo yacTtoTa HeBifoma (HEMOXX/IMBO OLIHUTU 3 HAABHUX AaHMX). Y MeXaxX KOXHOT rpynu 3a 4acTOTO MOBIYHI etheKTy
3a3HayeHi y nNopsAKy 3MeHLWeHHS TX CTyrneHs TSKKOCTI. [aHi woAo nobivyHMX edeKkTiB OynuM OTpuMMaHi nifg 4vac KAIHIYHMX [AOCHiIpKEHb Ta MPOTArom
MOCTMAapPKETUHIOBOIO Nepiogy 3aCTOCYBaHHS.



[M0o6iYHI peakLii, CNPUYNHEHT LMNPOGIOKCALMHOM,

CucTtemu opraHis

Mo6iyHi peakuii 3rigHo 3 Knacudgikatopom MedDRA

IHhekUiT Ta iHBa3IT

MOOAMHOKI: AYMiHb, PUHIT

MopyLUEHHS 3 6OKY iMyHHOI cUCTEMU

MooAMHOKI: MifgBMLLEHA YYT/IMBICTb

MopyLLEHHS 3 60KY HEPBOBOT CUCTEMU

YacTi: gucressis
HeuyacTi: ronoBHwi1 6inb
MOOAMHOKI: 3aramMmOpOYeHHs

OdhTanbMONOrivyHi NOPYLLEHHS

YacTi: BigKnageHHa Ha porisui, Big4yTTa AUCKOMGOPTY
B OUi, rinepemisi oka

HeuacTi: Kepartonaris, IHpINbTPATH pOriBKu,
3abapBeHHs POriBKK, CBITNI06053Hb, 3HMXKEHHS TOCTPOTU
30py, Habpsik noBiK, 3aTyMaHeHHs 30py, 6inb B ouj,
CyXiCTb OKa, NPUNyX/iCTb O4Yei, cBepOiX OKa, BigvyTTA
CTOPOHHLOrO Tina B oui, NigBMLIeHA C/bO30TeYa,
BUAINIEHHA 3 0Ka, YTBOPEHHSA NYCOYOK MO Kpasx MOoBIK,
NYLLEHHSA NOBIK, HABPSAK KOH’FOHKTMBY, epUTeMa NoBiK
MMOOAMHOKI:  TOKCUYHICTb OKa, TOYKOBWIA KepaTtuT,
KepaTtuT, KOH’HOHKTUBIT, MOPYLUEHHS (OYHKLIT POTiBKM,
fedekT eniTenito poriBku, Aunsonis, rinectesis oka,
acTeHonis, nofpasHeHHs OKa, 3anasieHHs oka, rinepemis
KOH’IOHKTMBW, MOPYLLUEHHS CIPUAHSATTS KONbOPIB

[MopyLUueHHs 3 60Ky OpraHis Ciyxy

MooaunHOKi: 6ifb y BYCI

MopyLieHHs 3 60Ky pecripaTopHOI

IMOOAMHOKI: TinepcekpeLis NPUHOCOBUX Nasyx

cucTeMY, TOpaKasbHi Ta

MefiaCTMHa/bHI NopYyLUEeHHSA

MopyLueHHs 3 6oKy | HevacTi: HyaoTa, Aucressis
LLI/TYHKOBO-KMNLLIKOBOIO TPaKTy MooaunHOKiI: piapes, 6inb Y XW1BOTI
MopyweHHs 3 60Ky LwWKipy Ta | NooguHoki: gepMaTut

NiAWKIPHWUX TKAHUH

MopyLUEeHHs 3ara/lbHOro XapakTepy Ta
CTaH MicLs BBEfIEHHS

MooanHOKi: HenepeHOCUMICTb NpenapaTy

JlabopaTopHi A0CNIIKEHHS

MooAMHOKI:  BIAXWNEHHSA pe3ynbTaTis

nabopaTopHUX AOCNIIKEHD

BIig  HOpMMK

MMopyLleHHsa 3 BGOKy OMOpHO-PYX0BOT
cucTeMm

HeBifloMO: po3purB CyxoXunns




Onuc oKpeMmx NOGIYHUX PeaKLLi

Mpy MicLueBOMYy HaHeCeHHiI (hTOPXIHOMOHIB AyXXe PifKO BUHMKA/IN TaKi peakuii, AK (reHepanizoBaHuii) BUCKN, TOKCUYHWIA enifepMoni3, eKchoniaTuBHWUIA AepmaTuT,
cuHgpom CriBeHca — [I>KOHCOHa Ta KPOMuB’iHKa.

B okpemux Bunagkax npu 3acTOCyBaHHI LMNPOMIOKCALMHY B OKO CMOCTEpPiraiMca BUMNaKN 3aTyMaHEHHS 30pY, 3HWKEHHS TOCTPOTM 30pYy Ta O3HaKM 3a/IULLKY
npenapary.

MoBigoMNsn0ocs Npo CepiiosHi, a y AeSKMX BUNagkax — MNpo NeTanbHi (aHadinakTUyHi) peakuii NigBMLLEHOT YyTANBOCTI, iIHOAI Nicns Nepwoi 4o3W, Y NauieHTiB,
AKUX NiKyBa/I CUCTEMHUMU XiHO/TIOHaMW. [lesiki peakuii CynpoBOM4KYBaMCA CepLEeBO-CYAUHHUM KONarcoM, BTPaTO CBiJOMOCTI, MOKOMOBaHHAM, HAOPAKOM INOTKK
abo 06myus, AUCNHOE, KPOMMB’ AHKOKO Ta CBEPOEXKEM.

Y nauieHTiB, SKi OTPUMYBa/IM CUCTEMHI (DTOPXIHOMIOHM, CMOCTEPIrasMCs PO3PUBKN CYXOXWNNS Neya, KUCTI, axiifioBOro CyxXOXWnnsa abo iHLWKUX CYXOXWib, SKi
noTpebyBaiv XipypriyHoro BigHOB/IEHHSA ab0 MPWU3BOAWAM A0 TPUBAOI Hefie3faTHOCTI. [oCnifAKeHHs Ta NOCTMapKeTUHroBUIA A0CBIf 3aCTOCYBaHHS CUCTEMHUX
(hTOPXiHONOHIB BKa3yTb Ha Te, WO PU3NK BUHUKHEHHS TaKUX PO3PUBIB GiNbLUMIA Y NaUiEHTIB, AKi OTPUMYIOTb KOPTMKOCTEPOiAN, 0CO6/IMBO Y MaLieHTiB NiTHLOrO
BiKY, Ta NPU BE/IMKOMY HaBaHTaXXEHHI Ha CYXOXW/A, BK/KOUYAOUM axinioBe CyxXoXunnis. Ha faHuii vac KniHiYHI Ta NOCTMapKeTUHIOBI fjaHi He MPOAEMOHCTPYBa/In
YITKOr0 3B’AA3KY Mi>K 3aCTOCYBaHHAM LUMPOMIOKCALMHY Y BUTNIAAT OYHMX Kparesb Ta Nobi4YHUMUN peakLigMmn 3 60KY CKeNIeTHO-M’A30B0T Ta CMO/y4YHOI TKaHWH.

Y naui€eHTiB 3 BMPa3KOK POriBKM MPU YaCTOMY 3aCTOCYBaHHI LMNPOQIOKCAUMHY Y BUFAAAI OYHMX Kpanenb crocTepirascst 6inuid npeumnitat B oui (3a7MLLIOK
npenapaty), SKWiAi 3HWKaB Micis MOAAbLIONO 3aCTOCYyBaHHS. HasiBHICTb MpeuumniTaTy He MOTPebye MPUMMHEHHS 3acTocyBaHHs OKOMIKC®, a TakoX He Mae
HeraTMBHOIO BMN/INBY Ha KiHIYHY KapTUHY NPOLIECY OAY>XXaHHS.

[M06iYHI peakLiii, CNPUYMHEHI AEKCAME T a30HOM.

HaiyvacTiwmm no6ivyHMM etheKTOM, SKUIA CNocTepirascs BNPOAOBX KMIHIYHMX LOCIIKEHb, OYN10 BigUyTTH ANCKOMGOPTY B 0Yax.

Cuctemu opraHis Mo6iyHI peakuii 3rigHo 3 knacudikaropom MedDRA
IHeKuiT Ta iHBa3IT MooauHOKI: iH(eKLis oYein (3arocTpeHHs abo BTOPUHHA)
3 60Ky iMyHHOI cuctemu YacToTa HeBifoma: nigpuLLeHa YyTnBICTb
3 60Ky eHJOKPUHHOT CUCTeEMM YacToTa HeBigoma: cuHAPOM KyLlIMHra, nNpUrHiYeHHs
(OYHKLiT HAJHMPKOBKX 3a/103
3 60Ky HEpPBOBOT CUCTEMU HeuacTi: gucressis
YacToTa HeBifjoMa: 3anaMopoYeHHs, FOI0BHUIA Biflb
OdhTanbMONOrivyHi NOpYLLEHHS YacTi: BiguyTTa AUCKOMMOPTY B 04axX

HeuyacTi: KepaTuT, KOH KOHKTUBIT, CyXiCTb O4Yeit, 3a6apBeHHS
poriBku, oTohobis, 3aTymaHeHHs 30py, CBepbiX ouen,
BiUYTTA CTOPOHHLOrO Tifla B 04ax, NifABMWLLEHa C/Mb030TeuYa,
He3BMYHE BIAYYTTA B 04aX, YTBOPEHHS /IyCOYOK MO Kpasx
MoBiK, MOAPAa3HEHHS OYei, rinepemis oveit

MooaunHOKI: cybckancynsapHa KatapakTa, rfaykoma, po3nagu
rnons 3opy

UacToTa HeBigomMa: BMPa3KOBWIN KepaTwuT, MiABULLEHHS
BHYTPILLUHbO0YHOI0 TUCKY, 3HMXKEHHS FOCTPOTK 30pY, €pOo3is
POriBKW, NTO3 MNOBIK, 6i/1b Y 04ax, Migpias




CucTemu opraHis Mo6iyHi peakuii 3rigHo 3 Knacugikatopom MedDRA
TpaBmu, OTPYyeHHS Ta npoueaypHi | PigkicHi: nepgopalis porisku
YCKNafHEHHS

Onuc oKpeMmx NOGIYHUX PEaKLLIlA.

TpuBane NiKyBaHHA KOPTUKOCTEPOiaMun NS MICLLEBOro OpTasibMOIOriYHOr0 3aCTOCYBaHHA MOXE MPU3BECTU A0 OYHOI rinepTeHsii Ta/abo rnaykoMu 3 nogaiblumm
YLIKO)KEHHAM 30pP0OBOr0 HEPBY, 3HVXKEHHAM FOCTPOTU 30pYy Ta MO/ 30pYy, a TaKOX [0 YTBOPEHHA CyOKancynspHOT KatapakTu 3a4HbOT Kamepyn oka (4UB. po3gin
«OCc061MBOCTI 3aCTOCYBaAHHS).

OcCKifNbKM NiKapcbKunid 3aci6 MIiCTUTb KOPTUKOCTEPOIAW, TO NPU HafgBHOCTI 3aXBOPHOBaHb, LU0 MPU3BOAATb [0 NMOTOHLUAHHSA POriBKU abo CKepu, NigBULLYETLCA PUKK
nepdopadlii, 0cobA1BO Nicns AOBroTPUBAIOro 3aCTOCyBaHHS.

KopTrKOCTepoian MOXYTb 3MEHLLYBATU PE3UCTEHTHICTb A0 IH(eKUin (anB. po3ain «OcobanBOCTI 3aCTOCYBaHHS).

TepMiH NpUAATHOCTI. 2 POKMW.
TepMmiH NpUAATHOCTI Nicns BIAKPUTTA prakoHa— 28 fib.
He 3acTocoByBaTu npenapat nicnis 3akiH4eHHA TepMiHY NPUAATHOCTI, BKA3aHOr0 Ha YMakoBL,i.

YMoBW 36epiraHHsA. 36epirati B OpuriHa/ibHIN ynakoBLi Npy TeMnepaTypi He BuLle 25 .
He 3amopoxxyBaTu! 36epiratn y HeaoCTynHOMY ANs AiTeid MicLi.

Ynakoska. 1o 7,5 mny diakoHi. Mo 1 hnakoHy y nauyui.
KaTteropis Bignycky. 3a peLentom.
BupobHuK. AT «DapMmak».

Micue3HaxomkeHHS BUPOOHMKaA Ta 1A0ro agpeca Micusa NPoBagpKeHHS AisiNIbHOCTI.
YKpaiHa, 04080, m. Kuis, Byn. Kupuniscbka, 74.



