IHCTPYKIIA
JJISI MEIUYHOT0 3aCTOCYBAHHS JIIKAPChKOT0 3aC00y

BITAMOKC®
(VIGAMOX®)

Cknao:

diroya peuosuna: MOKCU(DIOKCcaIMH; 1 MJI pO3UUHY MICTUTh MOKCU(IIOKCALIMHY T1Ipoxyopuny 5,45
MT, 10 €KBIBAJIEHTHO 5 MI' MOKCHU(DIIOKCAIMHY;

OONOMIJNCHI pevosuHu. HATPIIO XJOPUI, KUCIOoTa OOpHA, HATPIIO TIAPOKCHA Ta/abo KUCIoTa
XJIOPUCTOBOIHEBA KOHIIEHTpOBaHa (11 peryntoBanHs pH), Boja ounieHa.

Jlikapcbka ¢opma. Kparmti ousi.

OcHosHi i3uko-Ximiuni enacmueocmi: IPO30PUH, 3€TIEHYBATO-)KOBTUIA PO3UYHH.
dapmakoTepaneBTHYHAa rpyna. 3aco0u, 1[0 3aCTOCOBYIOTbCA B 0(TaibMOJIOrii.
AnTubaxtepianbhi 3acodu. Kon ATX SO1A EO07.

dapMakoJIOTiYHi BJ1aCTHBOCTI.

Dapmaroounamixa.

Mexani3m aii

Moxkcudnokcauut, (QTOpXiHOJIOH 4YeTBepToro mnokojiHHA, mnpurHiuye JHK-ripasy ta
tomnoizomepasy IV, saxi HeoOXimH1 ISt perikarii, BiqHoBiIeHHS Ta pekoMmOinamii JIHK Gakrepii.
MexaHi3M pe3uCTEHTHOCTI

Pe3ucrenTHICTh 10 (TOPXIHOJOHIB, BKJIIOYAOYM MOKCU(IOKCALMH, 3a3BU4Yail BUHUKAE TNpU
XpPOMOCOMHHUX MYyTalisix y reHax, mo koayroTs JHK-ripazy Ta Tomoizomepazy IV. ¥V rpam-
HEraTUBHUX OaKTepil pe3UCTEHTHICTh A0 MOKCHU(]IOKCAIIMHY MOX€ BUHHUKHYTH Yepe3 MyTauii y
mar (MyJIbTUPE3UCTEHTHICTh) Ta gnr (PE3UCTEHTHICTh 10 X1HOJIOHIB) cucTeMax reHis. [lepexpecHa
PE3UCTEHTHICTh 3 OeTa-JakTaMaMM, MakpoJiJaMd Ta aMiHOIJIIKO3MJaMU MaJoMMOBIpHa dYepes
PI3HUITIO y cIoco01 Aii.

['pannyHi 3Ha4YEHHS

€BpoONENchbKUM KOMITETOM 3 BU3Ha4eHHs 4yTauBOCTI 10 aHTHO10THKIB (EUCAST) BcTanoBieHo
TaKi TpaHWYH1 3HAYCHHS MIHIMaJIbHOT MpUrHivyBaiabHO1 KoHIeHTparii (MIIK) (mr/n):

e Buam Staphylococcus e S<05R>1
o Streptococcus A,B,C,G e S<05R>1
e Streptococcus pneumoniae e S<05R>05
e Haemophilus influenzae e S<05,R>05
e Moraxella catarrhalis e S<0.5,R>05
e  FEnterobacteriaceae e S<0.5,R>1
e HeugocnenupiyHi e S<0.5,R>1

I'panuuHi 3HAYEHHS in Vifro BUKOPUCTOBYIOTH JUIsl MPOTHO3YBAHHS KIIHIYHOI e(eKTHUBHOCTI
MOKCU(JIOKCAlUHY TpHU CHUCTEMHOMY 3acTocyBaHHI. LI rpaHuW4HI 3HAYeHHS MOXYTb OyTH
HENPUMHATHUMU MPHU 3aCTOCYBAHHI JIIKAPCHKOI'0 3aCO00Y MICIIEBO B OKO, OCKIJIbKU MPU MICLIEBOMY
3aCTOCYBAaHHI BUKOPUCTOBYIOTHCS OUIbIII1 KOHIIEHTpALlii Ta MiclieBl (13UYHI/XIMIYHI YMOBU MOXYTh
BILJIMBATH HAa aKTUBHICTb IIpenapaTy y MicClll BBEICHHS.



YyTauBicTb
Po3noBcrokeHicTh Ha0yTOi PEe3UCTEHTHOCTI MOXKE 3MIHIOBAaTHCS reorpadidHo Ta y dvaci Juis

BIJIMOBIAHMX BHUIIB MIKPOOPraHi3MiB, TOMy OakaHO MaTH MicleBy iH(opMalio 040
PE3UCTEHTHOCTI MIKpPOOPraHi3MiB, OCOOJIMBO MPHU JIKYBaHHI TSXKKUX 1H(EKIIH.

ITpu HeoOX1THOCTI CITiJT 3BEpHYTHUCS 32 ITOPAJI0I0 J0 CHEIialicTa, KO MiclieBa PO3IOBCIOIKEHICTh
PE3UCTEHTHOCTI € TaKo0, II0 aKTHBHICTh MOKCHU(DIOKCAlMHY, MPUHAWMHI IPOTH AESIKUX BUJIB
iH}eKil, € CyMHIBHOIO.

UYTJIMBI BUAU

AepoOH1 TpaMIO3UTHBHI MIKPOOPTaHi3MHU:
Bunu Corynebacterium, BKIIIOUaIOUU
Corynebacterium diphtheriae
Staphylococcus aureus (4yTaUBI 10 METHIIMITIHY)
Streptococcus pneumoniae

Streptococcus pyogenes

Streptococcus rpynu viridans

AepoOH1 TpaMHeraTuBHI MIKPOOPTaHI3MHU:
Enterobacter cloacae

Haemophilus influenzae

Klebsiella oxytoca

Moraxella catarrhalis

Serratia marcescens

AHaepoOH1 MIKpOOpraHi3MHu:
Proprionibacterium acnes

[HI11 MiKpOOpTaHi3MHu:

Chlamydia trachomatis

YMOBHO PE3UCTEHTHI BUJIU

AepoOH1 TpaMIO3UTHBHI MIKPOOPTaHi3MHU:

Staphylococcus aureus (CTIVKI 10 METUITUIIIHY)

Staphylococcus, xoaryna3o-HeraTuBHi BUJU (CTIHKI 10 METULIUIIIHY)
AepoOH1 TpaMHeraTuBHI MIKPOOPTaHI3MHU:

Neisseria gonorrhoeae

[H111 MiKpOOpTaHi3Mu

Bincythi

PE3VUCTEHTHI MIKPOOPT AHI3MU

AepoOHi TpaMHeraTuBHI MIKPOOPTaHI3MHU:

Pseudomonas aeruginosa

[H111 MiKpOOpraHi3sMu

Bincythi

JIOKJIiHIYHI J1aHi 1010 6e3neKu

VY X0l JOKIIHIYHUX IOCHIIKEHb €(EeKTH MICIs MICHEBOT0 3aCTOCYBAaHHS B OKO CIIOCTEpIrallncs
TUIBKH MiJ 4ac 3aCTOCYBaHHS JI03HU, sIKa 3HAYHO MEPEBUIIYBala MaKCUMAaJIbHY 03y JUIs JIIOJUHH,
1110 BKA3y€ HAa HE3HAYHY PEJIEBAHTHICTh MPU KJIIHIYHOMY 3aCTOCYBaHHI.

SIk 1 mpM 3aCTOCYBaHHI 1HIIUX X1HOJIOHIB, MOKCH(JIOKCALIMH TAaKOX BUSIBUBCS T€HOTOKCUYHHM in
vitro y KiiTHHaxX OakTepidi Ta ccaBIiB. Mo)XHa pOOMTH MPUIYILEHHS MO0 MOPOTOBOIO PiBHS
T€HOTOKCHYHOCTI, OCKIJIBKM B 3HAYHO OUTBIIMX KOHLEHTPALisX 11 €(eKTH MOKYThb IMPU3BECTH JI0




B3aeMOII1 3 OaKTepiabHOIO Tipa3oro Ta Tonoizomepasoro Il y kmitunax ccasuib. [1ig gac nocmimkeHb
in vivo, HE3Ba)XalOUM Ha BUCOKI JI03M MOKCH(]IOKCALMHY, >KOJAHUX JOKa31iB I'€HOTOKCHYHOCTI
BUSIBJICHO He Oyno. TakuM 4MHOM, TepamneBTUYHI 03U JJIS JIIOJWHU 3a0€3MeuyloTh aJeKBAaTHUN
piBeHb Oe3nexu. JKoaHMX O3HaK KaHIEPOTeHHOI Jii MpU JAOKITIHIYHUX JOCHIKEHHIX Y IIypiB He
criocTepiraiocs.

Ha BiaMiHy BijI IHIIMX XiHOJIOHIB, MOKCH(DJIOKCALIMH HE TPOAEMOHCTPYBAB XKOJHUX (POTOTOKCUUHUX
Ta (OTOTeHOTOKCUYHMX BJIIACTUBOCTEH y XOJ1 pO3IIUPEHUX JOCITIJKEHb in Vitro Ta in vivo.

Dapmaxoxinemuxa.

IMicns micueBoro 3actocyBaHHs mpemapary Biramoxc®, kpamemb ounmX, MOKcH(IOKCAIMH

abcopOyBaBcs y cucTeMHHi KpoBooOir. KoHneHTparito MOKCH(IIOKCAIHY Y IJ1a3Mi BiI3HAYAIN Y
21 mocmimKyBaHOTO: YOJIOBIKIB 1 5KIHOK, IKMM 3aKaIyBaJIH JiKapChKUH 3aci0 MiclieBO B 00HM/1Ba OKa
3 pasu Ha eHb npoTsarom 4 auiB. CepeHe CTaTUCTUYHE 3HAUCHHS KOHIEHTpaLlii Cpyax Ta 3HAUCHHS

3aniexkHocTi yac/kouueHTpaiis (AUC) y ma3mi ctaHoBuiIM 2,7 Hr/mi ta 41,9 Hr-101/MJI BiIITOBITHO.
i 3nauennsa npubnuzHo y 1600 ta 1200 pasiB Hk4yi, HiXk cepenHi 3HaueHHs Cpyax Ta AUC, mpo

K1 TIOBIZIOMJISITOCS TTICIISE TIEPOPATTLHOTO 3aCTOCYBAHHS TEPANIEBTHYHUX 103 MOKCH(IOKCAIIHY, 1110
cranoBuiu 400 mr. [lepiox HaniBBUBEAEHHS! MOKCU(IOKCAIIMHY 3 TIa3MU — 13 ToauH.

Kuiniuni xapakrepucTuku.

Ilokaszanns.

MicueBe JikyBaHHS  OaKTepiaJbHOTO  KOH IOHKTHBITY, BUKJIMKAaHOTO YYTJIMBUMH  JIO
MoOKcH(]IOoKcanuHy Imramamu Oaktepiil. Jlns oTpumanHs iH(opmamii II0J0 BiINOBITHOTO
3aCTOCYBAaHHS aHTHOAKTEpiaTbHUX 3aC00IB NUBIThCS OQilliliHI HACTAHOBH.

Ilpomunokazanna.

[TigBuieHa YyTIUBICT, A0 AKTUBHOI PEYOBWHH, IHINMUX XIHOJNOHIB ab0 10 OyIh-SKOTO 3
KOMITOHEHTIB Mpernapary.

B3aemooia 3 inwumu nikapcokumu 3acoéamu ma inuii 6UOU 63aEMOOiil.

JlocnmipkeHb B3a€MOIIl 3 1HITMMH JIIKAPCHbKUMH 3ac00aMH He TPOBOAMIOCh. B3aeMonis 3 iHIIMMHU
JTKapChbKUMHU 3aco0aMM  MallOMMOBIpHA, OCKUIBKH MOKCH(IIOKCAIMH Ma€ HH3bKY CHCTEMHY
KOHIIGHTPALII0 TpPH MICHEBOMY O(TaIbMOJIOTIYHOMY 3aCTOCYBaHHI. SIKIIO  OJHOYACHO
MPU3HAYAIOTh JIEKUIbKa O(PTaIbMOJIOTIUHUX JIKAPCHKUX 3ac00iB ISl MICIIEBOTO 3aCTOCYBaHHA,
IHTEpBaJl MiXK 1X 3aCTOCYBAaHHSIMHU TIOBHHEH CTAHOBUTH IIOHalMeHIIe S5 xBuiauH. O4HI Ma3i CIIij
3aCTOCOBYBATH OCTAHHIMHU.

Ocobueocmi 3acmocysanns.

- Tinbku 115 oTanbMONIOTIYHOTO 3acTocyBaHHsA. He s iH’ekmiidl. 3a00pOHSIEThCS BBEICHHS

npemnapary Biramoxc®

Kamepy OKa.

IUISIXOM CYOKOH FOHKTHUBAJIbHOI1 1H  €KIIiT a00 0e3mocepeIHhO B IEPEIHIO

- Y namieHTiB, SKi IPOXOIWIN CUCTEMHY TEPaIiio XiIHOJIOHAMH, CIIOCTEpIraincs cepilo3Hi, yacoM
JeTallbH1 peakiii MiABUIICHOI YyTIMBOCTI (aHA(pIaKTUYH1), 1HOJII MICHS 3aCTOCYBaHHS MEPILIOT
no3u. Jleski peakiii CympOBOJKYBAJINCh CEPIIEBO-CYJAMHHOIO HEIOCTATHICTIO, BTPATOIO
CBIJJOMOCTI1, aHT10HEBPOTUYHUM HaOPAKOM (BKJIFOUAIOUU HAOpSK ropTaHi, IIIOTKUA Ta 00I14yYs),

OOCTPYKILI€I0 TUXATBHUX HUISX1B, AUCIIHOE, KPOIIUB THKOIO Ta CBEPOEIKEM.

- W BUHUKHEHHI aJIepridHOL Kuii Ha npenapar Biramok Kparui O4Hi TOCYBAaHHSA
IT €HHI aJIepriyHoi pea a eaaBaoc®, arIl OYHI, 3aCTOCYBa

npemnapaty HeoOXiHO NpuUnUHUTH. Cepio3HI TOCTpi peakilii MiJBHUINEHOI YyTJIMBOCTI Ha
MoOKcH(IoKcauH ab0 Oy ab-IKHii KOMIOHEHT IbOT0 JIIKAPCHKOT0 3ac00y MOXKYTh MOTPEeOyBaTH
HEBIIKJIQIHOTO JIiKyBaHHS. [Ipy HasBHOCTI KJIIHIYHUX TOKa3aHb CJIiJl BIIHOBUTH MPOXIIHICTh

IUXaJbHUX NUIAXIB Ta 3/11MCHUTH KUCHEBY Teparilo.

- Sk i npu 3acToCyBaHHI {HIINX aHTHOIOTHKIB, TPHBAsE 3aCTOCYBaHHs npemnapaty Biramoxc®,

Kpamneib OYHHMX, MOXE MPHU3BECTH A0 HAIAMIPHOTO POCTY HEUYTIUBUX MIKPOOpPTaHI3MIiB,



BKIOYaoun rpubu. Ilpu BuHUKHEHHI cynepiHdekuii cmiJl NPUNUHUTH JIKyBaHHA Ta
NPU3HAYUTHU BIAMOBIIHY TEpario.

- Ilpu cucremHiii Teparii GTOPXiHOIOHAMH, Y TOMY YHCIII MOKCH(IIOKCALIMHOM, MOKE€ BUHUKATH
3alajJieHHs] Ta PO3PUB CYXOXWJUIA, OCOOJIMBO Yy TMAIIEHTIB JIITHBOIO BIKY, @ TaKOX IpHU

OIHOYAaCHOMY 3aCTOCYBaHHi 3 KOpTHKOCTCpOIﬂaMH, IHHI MEpIINX O3HAKax 3allaJICHHA

CYXOXKHIUI JiKyBaHHS i3 3acTOCYBaHHAM mpenapary Biramokc®

IMPUIIMHUTH.

, Kpamelb OYHUX, CIIiJ

- He pekomeH1yeThCsl HOCUTH KOHTAKTHI JITH3M i/ 4ac JIIKyBaHHS 3amnajeHb/iH(eKii oka.

- [Ipenapar He MpPU3HAYAIOTH JITSIM BIKOM 10 2 POKIB JJIsl JIIKYBaHHS 3aXBOPIOBaHb OKa,
Bukiiikauux Chlamydia trachomitis, OCKUTbKH HOTO [isE HE MOCIIHKyBajlach y il KaTeropii
narieHTiB. JliTh BikoM BiJl 2 POKIB 13 3aXBOpIOBaHHSAMHU odei, cnpuunHenumu Chlamydia
trachomitis, TOBUHHI OTPUMYBATH BiJIOBIJHE CUCTEMHE JIiKyBaHHA. HOBOHapOKeHI MOBUHHI
OTpPUMYBATH BIJIMOBiIHE CUCTEMHE JIIKYBaHHS y pa3i ypaxkeHHs ouell, BUKiukanux Chlamydia
trachomitis abo Neisseria gonorrhoeae.

3acmocysanns y nepiod eazimuocmi ado 200y8anus 2pyoon.

PenponykTuBHa QYHKITiS

JlocmiKeHb BIUTUBY TIpenapaTy Biramokc®

3aCTOCYBAaHHI HE IPOBOAMIIOCH.
[Tpo xoxni moOiUHI peakmii 3 00Ky penmpoayKTHBHOI (yHKIT 4ONOBiKiB ab0 KIHOK ITiJ Yac
®

Ha PENPOAYKTUBHY (DYHKIIIIO JFOJAWHU IIPH MiCIIEBOMY

3aCTOCYBaHHsI mpernapaty Biramoxkc
BaritHiCcTE

OcCKiJbKH aJIeKBaTHUX Ta JOOpe KOHTPOJIbOBAHUX JOCIIIXKEHb 3aCTOCYBaHHS IIpernapaTy BariTHUM
®

, Kparenb O9HUX, HE TTOBITOMIISLIOCS.

JKIHKaM He MPOBOAWIIOCS, Biramokc™ He CITiJl 3aCTOCOBYBATH IIiJ] Yac BariTHOCTI, 32 BUHATKOM THX
BHITA]IKiB, KOJIM MMOTEHIIIHA KOPUCTh BiJl 3aCTOCYBAaHHS Iperapary MepPeBHINY€e TOTCHIIHHUN PU3UK
JUIS TIJ10/1A.

Ilepion nakTarii

HeBinoMo, uu BUAUIIETBCS MOKCHQUIOKCAIIMH a00 Horo MetabomiTH y TpyaHe MoJjoko. B

JOCTIPKEHHSX HA TBapuHaX Oys0 BUSBICHO HM3bKUU PIBEHb €KCKpeElii MOKCH(IOKCAUHY MpU
®

nepopanbHOMY 3acTocyBaHHI. Ciijl 3 o0epexxHiCTIo Mpu3HayaTu Biramoke
IpyIUIIo.
30amuicms énaueamu Ha WEUOKICMb peaKyii npu KepyesanHi a6mompancnopmom abo inuumu

MeXanizmamu.
®

KIHKaM, 110 TOTYIOTh

Biramokc™, kpamii ouHi, He Mae a0o0 Mae€ HE3HAaYHMH BIUIMB HA 3/aTHICTh KepyBaTH
aBTOTPAHCHIOPTOM ab0 IHIIMMHU MeXaHi3MaMu. TruMuacoBe 3aTyMaHeHHs 30py a00 iHIII TOPYIICHHS
30py MOXYTh BIUIMBAaTH Ha 3[aTHICTh KE€PyBaTH aBTOTPAHCIIOPTOM a00O IHIIMMHU MeXaHi3MaMH.
SIK110 3aTyMaHEeHHs 30pY BUHHUKAE IiJ1 Yyac 3aKalyBaHHs, Nalli€eHTY HEOOX1THO 3aueKaTH, TOKH 3ip
MPOSICHUTHCS, TIEPII HIXK KePyBaTH aBTOTPAHCIIOPTOM a00 MPALIOBATH 3 IHIIUMH MEXaHI3MaMHU.

Cnoci6 3acmocysannsa ma 0o3u.

s 0hTanbMOJIOTIYHOTO 3aCTOCYBAHHS.

Jlopociii, y TOMy YHCIIi Mall€HTH JITHBOTO BIKY

3akamyBaTH 1o 1 Kparuli B ypaskeHe oko (o4i) 3 pa3u Ha JCHb.

3a3BUuail CTaH MOKPAIIYEThCS MPOTATOM S5 JHIB, MICHS YOTO JIIKYBaHHS CIIiJ MPOJOBXKYBATH IIIE
HacTynHi 2 — 3 gHi. SIKIIO OpOTArOoM S5 [HIB NPOBEACHOTO JIIKyBaHHS MOKpAIICHHS HE
CIIOCTEPITaeThCsl, CIIi/1 MPOKOHCYJIBTYBATHCA 3 JTIKApEeM Uil yTOYHEHHS J[larHO3y Ta/a0o JiKyBaHHS.
TpuBanicTe JiKyBaHHS 3aJ€KUTh Bl CTYNEHS TSKKOCTI 3aXBOPIOBAHHS Ta BiJ KIIHIYHOI 1
0aKTepioiOoriyHOi KapTUHU Mepediry 3aXBOPIOBAHHS.




iTH
Hemae notpe6u y KopuryBaHHi J034 AJIS 1i€i KaTeropii namieHTiB
[MamieHTH 3 mopyuieHHAMU (DYHKINT MEYiHKU Ta HUPOK
Hemae notpebu y KopuryBaHHi A034 AJIS 1i€i KaTeropii namieHTiB.
[Ilo6 mnonepeautu 3a0pyAHEHHS KIHYMKA KpameJbHUII Ta BMICTYy (JIakoHa, HEOOXiTHO
JOTPUMYBATHUCh OOEPEKHOCTI 1 HE TOPKATHUCS TMOBIK, MPUJIETIIUX AUISHOK a00 IHIIMX MOBEPXOHb
KIHYMKOM (DJTaKOHA-KpanelIbHUIII.
Jlns1 3ano6iranHs abcopOLii Kpamnepb yepes CIM30By 000JI0HKY HOCA, 0COOIMBO Y HOBOHAPOHKEHUX
Ta JiTei, PEKOMEHIYETbCS OKJIO3isl HOCOCTI3HOTO KaHaly HpOTAroM 2—3 XBWJIMH MiCHA
3aCTOCYBaHHS KpareJb.

®

He nns 6’ exuiil. 3a00poHs€THCS BBEICHHS IpenapaTy BiraMokc™ nuisixoM cyOKOH FOHKTHBAJIBHOT

10’ exI11ii abo 6e3mocepeIHLO B MEPEIHIO KaMepy OKa.

Mimu.

[Tig yac KIIHIYHUX AOCHIDKEHb Tpemnapar Biramokc™, Kparii OuYHi, BUSBUBCS O€3NMEUYHUM MPU
3aCTOCYBaHHI JITSM, BKIIOUAI0YH HOBOHAPOKEHHX. Y TMAIli€HTIB BIKOM /10 18 pOKiB 3apeecTpoBaHO
IBi MOOIYHI peakiii: moapa3HeHHs oKa Ta 0171k B o1l (dactora BUHUKHEHHA — 0,9 %). JIuB. Takox
po3nin «OcobIMBOCTI 3aCTOCYBAHHS.

®

Ilepeoo3ysanns.

3BaKalOYM Ha XapaKTEPUCTHUKU TMperapary, HE OYIKYETbCS TOKCHYHOTO e(eKTy B pasi
nepe03yBaHHsI PH 3aCTOCYBaHHI IIpenapaTy B OKO a00 MpH BUITAJKOBOMY KOBTaHHI BMICTY OJTHOTO
¢drakona.

IHo6iuni peaxuii.

[Tixg gac KITHIYHUX TOCIIHKCHh HAWTOIIMPEHINTMMHI MOOIYHUMH PEaKIisMu Oyiu Oiib B OIli Ta
MOJIPa3HEHHS OKa, SIKi BUHUKAJIN MPUOIN3HO y 1 — 2 % marieHTiB.

HwxuenaBeneni moOiyHi peakiii, SKi CIOCTEPIrauch MiJ] Yac KIIHIYHUX JOCTIKEHb IpenapaTy

Biramoxc®, kimacudikoBaHO 3a 9aCTOTOK TAKMM YHHOM: xyxe dacti (>1/10), gacti (>1/100 mo
<1/10), neuacrti (=1/1000 no <1/100), mooguuoki (>1/10000 mo <1/1000) Ta piakicai (<1/10000).
VY koxHiH rpyni no614HI eeKTH MpeICTaBIeH] Y NOPSAAKY 3MEHIIEHHS X CTYNeHs TSKKOCTI.

Cucrema opraxis IMo6iuni peakuii 3rizno 3 MedDRA (Bepcis 15.1)
[MopymieHHs 3 60Ky KpPOBOHOCHOT Ta [TooauHOKI: 3MEHIIIEHHS PiBHS TeMOTTI00iHY
TiM(paTUIHOT CUCTEMHU
[TopymienHs 3 60Ky HEpPBOBOI CHCTEMH HeuacTi: ronoBHuit 0i1b
ITooanHOKI: mapecTtesis
OdranpMoIOTivHI MOPYIICHHS Yacri: 6116 B OI1i, MOAPA3HEHHS OKa
HedacTi: TOUKOBHH KepaTWUT, CHHIPOM CYXOTO OKa,
KOH FOHKTHBAJIbHUI KPOBOBUJIUB, rinepemis

KOH IOHKTHBH, TimepeMis oOKa, CBepODX OKa,
aHOMaJIbHA Yy TJIHMBICTb O4YeH, HAOPSIK MOBIK, BIAUYTTS
IUCKOM(OPTY B OIl

[TooxuHOKi: Ne(eKT emiTenio POTiBKH, MOPYIIECHHS 3
OOKy pOTiBKH, 3a0apBJICHHS POTIBKH, KOH IOHKTHBIT,
Onedapur, MPUIyXIicTh OKa, OUTh y TTOBIKax, HAOPSK
KOH IOHKTHBH, 3aTyMaHEHHA 30py, 3HIDKCHHA
TOCTPOTH 30pY, ACTCHOIIs, MOPYIIEHHS 3 OOKY MOBIK,
epuTeMa TOBIK.




[Topymienns 3 60Ky pecripaTOpHOT
CUCTEMH, TOpaKaIbHI Ta MeIiaCTHHAIbHI
MOPYIIEHHS

[Toopuuoki:  Bim4yTTst AUCKOMOPTY B  HOCI,
(bapuHroNapUHreanTbHU O11b, BIAUYTTS CTOPOHHBOTO
Tina (y ropii)

Heuacri: qucressis
IMooauuoKi; OrOBaHHS

[opymienns 3 60Ky IUTYHKOBO-
KHUIIKOBOTO TPAKTY

[TopyureHHs 3 OOKY MEYiHKH Ta [TooauHOKI: T IBUTIICHHS piBHSA aJIaHiH-
’KOBYOBHBITHHUX IIIJISIXiB amMiHOTpaHC(epa3u, WiABHINCHHS pIBHA TramMma-
rIoTamintpancdepasu

B nepion micnsipeecTpauiifHOro croctepexeHHs OyJid BHSIBJIEHI JI0JIaTKOBI MOOIYHI peakiii.
OIIHATH YacTOTy 1X BHHUKHEHHS HEMOXJHMBO. B Mekax KOXKHOI CHCTeMH OpraHiB MOOIdH1
peaxiii mpecTaBieHi B MOPSIKY 3MEHIICHHS 1X TSHKKOCTI.

Cucrema opraxis

Mo6iuni peaxuii 3rizno 3 MedDRA (Bepcist
15.1)

[TopymieHHs 3 60Ky iMyHHOI CUCTEMU

[TinBumieHa 4y TINBICTh

ITopymienHs 3 60Ky HEpBOBOI CHCTEMHU

3anaMopOYeHHs

OdTanbmo0riuHi MOpyImeHHs

BupaskoBuii KepaTHT, KEpaTuT, IiJBUIICHA
cinbo3oTeda, (oTodobist, BUIIICHHS 3 O4Yei

[lopymienHs 3 60Ky ceplieBoi CUCTEMU

[TpuckopeHe ceprieOnTTs

[Topymennsa 3 Ooky pecmipaTopHoi cuctemH, | JucnHoe

TOpaKaJIbHI Ta Me/11aCTUHAJIbHI TOPYIICHHS

[Topymenns 3 00Ky NUTyHKOBO-KuIKoBoro | Hymora

TPaKTY

[Mopymenns 3 Ooky mkipu Ta miamkipHoi | Epurema, cBepOiXK, BUCHI, KPOTIHB’ IHKA
TKaHUHU

VY marieHTiB, fKi MPOXOJWIN CUCTEMHY Tepamilo XiHOJIOHAMM, CIIOCTEpPIraiucs cepiho3Hi, 4acoM
JeTajbHi, peakiii MiABUIIEHOT Yy TAUBOCTI (aHA(ITAKTUYH1), IHKOJIM — ICIIS 3aCTOCYBaHHS MEPIIOl
no3u. Jleski peakiii CynpoBOKYBaJIUCh CEPLEBO-CY TUHHOIO HEAOCTATHICTIO, BTPATOIO CBIIOMOCTI,
IIYMOM Yy ByXax, HaOpSIKOM TJIOTKH a00 0OJIMYYs, JUCITHOE, KPOIUB’ IHKOIO Ta CBepOekeM (IMB.
po3ain «OcoOIMBOCTI 3aCTOCYBAHHS).

3amajeHHs Ta PO3PHBH CYXOXWMJIb MOXYTh BHHUKAaTH TIPM CHUCTEMHOMY 3aCTOCYBaHHI
¢dTopxiHosoHiB. JloCiKeHHS Ta TOCTMapKETHHTOBHH T0CB1/1 3aCTOCYBAaHHS CUCTEMHHX X1HOJIOHIB
BKa3yIOTh Ha Te, 110 PU3MK BUHUKHEHHS TaKUX PO3PUBIB MOXKe 3011bIIYBATUCS Yy MAII€HTIB, SKI
OTPUMYIOTh KOPTHUKOCTEPOiZH, OCOOIMBO Yy TMAI[€HTIB JITHBOIO BIKYy, Ta HpPU BEIUKOMY
HaBaHTAXEHHI Ha CYXOXKWJUIS, BKIIOYAIOUM axiIOBEe CYXOXHUIA (AuB. po3ain «OcobiuBoCTI
3aCTOCYBAHHSA»).

Tepmin npuoamnocmi. 3 poxu.

Tepmin 30epiranss micist NEPLIOro BIAKPUTTS (prakoHa — 4 THKHI.

YMoBHu 30epiranus.

CrenianeHi yMOBH 30epiraHHs npenapaty He nependadeni. 30epiratu y MiCIsIX, HEJOCTYITHUX JJIs
TITEN.

Ynakoska.

ITo 5 mn y ¢nakoni-kpanensuuui «/pon-Teitnep®»; mo 1 ¢rmakoHy-kpanenbHUIl B KOpooOui 3
KapTOHY.

Kareropis Binmycky. 3a penenrom.

Bupoonuk.

Anxon-KyBpsop.

Alcon-Couvreur.



Micue3HaxoakeHHs] BUPOOHHKA TAa agpeca Micusi MPOBAKeHHsI HOro NislJIbHOCTI.
Piiikcser 14, B-2870 Ilyypc, benbris/
Rijksweg 14, B-2870 Puurs, Belgium.



