3ATBEP/’)KEHO
Haxa3 MinicrepcTBa oXopoHun
310poB’s Y Kpainu
01.08.2018 Ne 1422
PeecTpaiiine nocBigueHHs
Ne UA/16865/01/01

IHCTPYKIIA
JJIS1 MEIUYHOT0 32CTOCYBAHHSA JIIKAPCHKOIo 3ac00y

UTOMOKCAH
(CYTOMOXAN)

Cknao:

oiroua peuosuna:. moxifloxacin hydrochloride;

1 mu1 kpanenb MICTUTh MOKcU(IIOKcalMHy Tigpoxiopuny 5,45 mr (y mepepaxyBanHi Ha 100 %
0€3BOJIHY PEYOBHUHY), IO €KBIBAJIECHTHO MOKCHU(DIOKCAIIMHY 5 MT;

O0ONOMINCHI pedosuHY . HATPIIO XJIOPHUJ, KUCI0Ta 60pHa, | M po34MH KUCIOTH XJIOPHUCTOBOJIHEBOT,
HAaTPIIO TIPOKCUI, BOJIA JUIS 1H €KITIH.

Jlikapcbka ¢opma. Kparuti ouHi.
OcHosHi izuxo-ximiyHi gracmugocmi. IPo30pa KOBTA PiIKHA.

dapmakoTepaneBTHYHAa  rpyma. 3aco0u, 10  3aCTOCOBYIOThCSI B O(TaibMOJOrII.
AntubakrepianbHi 3acoou. dropxinomonn. Mokcudmokcanua. Kox ATX SO1A EO7.

Dapmakonoziuni enacmueocmi.
Dapmaroounamixa.

MexaHi3M fii
Moxkcuduiokcarua,  (QTOpXiHOJOH  yeTBepTOoro  mokojiHHsA, mnpurHiuye JIHK-ripazy Ta

tonoizoMepasy IV, ski HeoOxiaH1 s perutikailii, BitHoBIeHHs Ta pekoMOinarii JIHK Gakrepiii.
MexaHi3M pe3UCTEHTHOCTI

Pe3ucteHTHICT A0 (PTOPXIHOJIOHIB, BKJIIOYAIOYM MOKCHU(DIOKCAIMH, 3a3BU4Yail BHUHUKAE IPHU
XpOMOCOMHHUX MYyTallisfix y reHax, mo koaytoTb JIHK-ripazy ta Tomoizomepasy IV. ¥V rpam-
HETaTUBHUX OaKTEPi PE3UCTEHTHICTh IO MOKCHU(IOKCAIIMHY MOXKE BUHUKHYTH 4Yepe3 MyTallii y
CHUCTEMax I'eHiB Mar (MyJbTHPE3UCTEHTHICTh) Ta (NI (PE3UCTEHTHICTh 10 XiHOJOHIB). [lepexpecHa
PE3UCTEHTHICTh 3 OeTa-JIaKTaMaMM, MaKpoJilaMH Ta aMiHOTJIIKO3WJaMH MaJIOMMOBIpHA Yepes
PI3HHMITIO Y CII0c00i il

['pannyHi 3HaYEHHS

€BpONEChbKUM KOMITETOM 3 BU3Ha4deHHs uyTiauBOCTI 10 aHtubiotukiB (EUCAST) BcraHoBieHO
TaKi rpaHUYH1 3HAYEHHS MIHIMaJIbHOT NpUTHIYYBabHO1 KoHIeHTpalil (MIIK) (mr/n):

. Buau Staphylococcus S<05 R>1
. Streptococcus A,B,C,G S<05R>1
. Streptococcus pneumoniae S <0,5, R> 0,5
o Haemophilus influenzae S$<0,5 R>0,5
° Moraxella catarrhalis S$<0,5 R>0,5
° Enterobacteriaceae S<05R>1
. HeBHoCTeH]iuHI S<0,5 R>1

I'paHnyHi 3HaueHHs IN VItr0 BHKOPUCTOBYIOTH ISl TPOTHO3YBAHHSA KIIIHIYHOI €(EeKTHBHOCTI
MOKCH(JIOKCALIMHY TPU CHUCTEMHOMY 3acTocyBaHHI. Lli rpaHW4Hi 3HA4YeHHS MOXYTb OYTH
HEMPUHHATHUMU TIPH 3aCTOCYBaHHI JIIKAPCHKOTO 3ac00y MICIIEBO B OKO, OCKUIBKH IPU MICLIEBOMY
3aCTOCYBaHHI BUKOPHUCTOBYIOTHCSI OLTbIIT KOHIIEHTpALlii Ta MicleBi (I3UYHI/XIMIYHI YMOBH MOXKYTb



BIJIMBATH HA aKTUBHICTH MPEMapary y MiCIli BBEJCHHS.

UyTIuBiCcTh

PosnoBcromkenicTh HAOYTOT PE3UCTEHTHOCTI MOXKE 3MiHIOBaTHCA TeorpadidHo Ta y dvaci s
BIMOBIJHUX BHJIB MIKpPOOpraHi3miB, TOMy OaXaHO MaTH MiCIeBy IH(QOpMaLi0 1100
PE3UCTEHTHOCTI MIKPOOPraHi3MiB, 0COOIIMBO TPHU JIKYBAaHHI TSKKUX THPEKII.

IIpu HeoOXimHOCTI CHiJ 3BEpHYTUCS 3a MOPAAOI0 JI0 CHemiamicra, SKIIO  MiCIeBa
PO3MOBCIOKEHICTh PE3UCTEHTHOCTI € TaKOI0, IO AKTUBHICTh MOKCH(IOKCAUWHY, NMPUHAWMHI
MIPOTH JISSIKUX BUAIB iH(DEKIIiH, € CYMHIBHOIO.

UyTtnusi BUIU YMOBHO pe3UCTEHTHI BUIH PesucTenTHi MiKpoOpraHizMu
Aepo0Hi IPaMIIO3UTHBHI | AepoOHi IPAMITO3UTHBHI | AepoOHi rpaMHEraTHBHI
MIKPOOPTaHi3MH: MIKPOOPraHi3MH: MIKPOOPIaHi3MH:

BUIH Corynebacterium, | Staphylococcus aureus (criiiki | Pseudomonas aeruginosa
BKJIKOYAOYH: JI0 METHUIIHITIHY) [H1111 MIKpOOPraHi3MHU:
Corynebacterium diphtheriae | Staphylococcus, Koarynas3o- | Bincyrai

Staphylococcus aureus | meratuBHi  Buau  (CTIHKI 10

(4yTIuMBi IO METUIIHITIHY) METHUIIIITIHY)

Streptococcus pneumoniae AepoOHi rpaMHEraTHBHI

Streptococcus pyogenes MIKpOOPraHi3MHU:

Streptococcus rpymu viridans | Neisseria gonorrhoeae

AepoOHi TpaMHETaTHBHI | [HIII MIKPOOPTraHI3MHU:

MIKPOOPraHi3MH: Bincythi

Enterobacter cloacae
Haemophilus influenzae
Klebsiella oxytoca
Moraxella catarrhalis
Serratia marcescens
AHaepoOHI MIKpOOpraHi3MHu:
Proprionibacterium acnes

[H1I11 MIKPOOPraHi3Mu:
Chlamydia trachomatis

JIOKIIIHIYHI J1aH1 111070 Ge3neKu

VY X0l AOKTIHIYHKX JOCIIDKEHb €(EKTH IICIII MICIIEBOTO 3aCTOCYBaHHS B OKO CITOCTEPIramcs
TUIBKM MiJ] Yac 3aCTOCYBaHHs J03HU, SKa 3HAYHO MEPEeBUIyBajla MAaKCUMAJIbHY 03y IS JIFOJAUHU,
110 BKa3ye HAa HE3HAYHY PEJICBAHTHICTh MPH KIIHIYHOMY 3aCTOCYBaHHI.

SIK 1 mpH 3aCTOCYBaHHI IHIIUX XiHOJOHIB, MOKCH(IOKCAIIMH TAaKOK BHSIBHBCS F€HOTOKCHYHHM IN
Vitro y kiiTmHax OakTepiii Ta ccaBliB. MoKHa POOUTH MPHUIYIIEHHS MO0 IOPOTOBOIO PIBHS
F€HOTOKCHUYHOCTI, OCKUIbKM Y 3HAYHO OUIBIIMX KOHIIEHTPAIIX 111 €PEeKTH MOXKYTh MPU3BECTH JI0
B3aeMoOii 3 OakTepiaapbHOI Tipa3oi Ta Tomoizomepasoro Il y wmitmHax ccaBmiB. [lim dvac
JOCIIDKeHb N VIVO, HE3BaXalo4yd Ha BHCOKI J03W MOKCHQIIOKCAIMHY, >KOJHUX JOKa3iB
TeHOTOKCUYHOCTI BHSBICHO He Oyno. Takum uuHOM, TepameBTUYHI JO3U s JIIOJWHU
3a0e3MeuyloTh aJeKBaTHUI piBeHb Oe3neku. JKoAHUX O3HAK KaHIEPOTeHHOI il Mpu TOKIIHIYHUX
JOCTIPKEHHSX Y TBAPUH HE CIIOCTEPIranocs.

Ha BigmiHy BiZ IHIIUX XIHOJIOHIB, MOKCHUQIIOKCAIUH HE MPOJEMOHCTPYBAaB >KOJHUX
(GOTOTOKCHYHUX Ta (HOTOTEHOTOKCHYHHUX BJIACTHBOCTEH Y MPOIECi PO3MIMPEHUX MOCITIIKEHD N
vitro ta in vivo.

DapmakokiHemuxa.

[Ticnst miciieBOTO 3aCTOCYBaHHS MOKCH(IIOKCAIIMH a0copOyBaBcs y cUCTeMHUN KpoBooOir. CepenHe
CTATUCTUYHE 3HAYCHHS MAaKCHMAIbHOT KOHIEHTpallii Cmax Ta 3HAYCHHS 3aJIC)KHOCTI KOHIIEHTpaLlisi/
vyac (AUC) y mra3mi cranowiu 2,7 Hr/mi ta 41,9 Hr-roa/mi BiamosinHo. Lli 3HaYeHHS MPUOIH3HO
y 1600 ta 1200 pa3iB Huxk4i, HDK cepeaHi 3HaueHHS Cmax Ta AUC BIiOmoBigHO, Mpo sKi
MOBLAOMIISUTH  TICIISE TIEPOPATLHOTO 3aCTOCYBAaHHS TEPANeBTUYHHUX 103 MOKCHQIIOKCAIUHY, IO
cranoBwin 400 mr. [lepion HamiBBUBEIEHHS MOKCU(IIOKCAIIMHY 13 IIa3Mu — 13 roauH.




Kuiniuni xapakTepucTuku.

Ilokazannusa.

MicueBe  JniKyBaHHA  OaKTepialbHOTO  KOH IOHKTHBITY,  BHKJIMKAHOTO  YYTJIMBHUMH  JIO
MOKCH(IIOKCALMHY IITaMaMH OaKTepiii.

s orpumanHs iH(oOpMaIlii MOA0 BIAMOBITHOTO 3aCTOCYBaHHS aHTHOAKTEpiadbHUX 3ac00iB
TUBITHCS O]illiliHI HACTAHOBH.

Ilpomunokazannus.
[ligBumieHa 4YyTJIMBICTh A0 aKTUBHOI PEUOBWHH, IHIIMX XIiHOJIOHIB a00 10 Oyab-fKOro 3
KOMIIOHEHTIB Mperapary.

B3aemooia 3 inwumu nikapcoKkumu 3acodamu ma inui 6uou 63aEmooiil.

JlocnikeHns B3aeMOJIIT 3 THITMMHU JIIKAPCHKUMHU 3aC00aMH HE TTPOBOJUIIOCH. B3aemoisa 3 iHIIUMH
JIKapChbKUMHU 3ac00aMHU  MaJIOMMOBIPHA, OCKUIBKM MOKCH(UIOKCALlUH Ma€ HU3bKY CHCTEMHY
KOHLIEHTpPALll0 MpU  MICHEBOMY O(TaIbMOJIOTIYHOMY 3aCTOCYBaHHI.  SIKIIO  OJIHOYAcHO
MPU3HAYAIOTh JEKUIbKa O(TAIbMOJIOTTYHUX JIKAPCHKUX 3ac001B AJIi MICIIEBOTO 3aCTOCYBaHHS,
IHTEpBaJI MDK iX 3aCTOCYBaHHSIM TIOBHHEH CTAHOBUTHU IOHaWMeHIe 5 XBWiIHH. O4HI Ma3l CIif
3aCTOCOBYBATH OCTaHHIMHU.

Ocobnueocmi 3acmocy8ants.

- Tutbku a7t 0pTaNBMOJIOTIYHOTO 3acToCyBaHHS. He miis 11’ exiiii. 3a00pOoHA€THCS BBEICHHS
npenapaty L{lutomMokcaH, Kparuii 04Hi, HUISIXOM CYOKOH FOHKTHBAJIBHOI 1H €KIIiT a00 Ge3rmocepeHbo
y MepeHIO KaMepy OKa.

- VY nmami€eHTiB, sIKI IPOXOJIWIM CHUCTEMHY TEpamilo XIHOJOHAMHM, CIIOCTEpIrajaucs cepho3Hi,
yacoM JIeTalbHi, peakiii MiJBUIIEHOI YyTIMBOCT1 (aHadUIaKTU4HI), 1HOAI MICIs 3aCTOCYBaHHS
nepmoi go3u. [eski peakiii CynmpoBODKYBAIUCS CEPIEBO-CYIUHHOIO HEAOCTATHICTIO, BTPATOIO
CBIIOMOCTI, aHTIOHEBPOTHMYHUM HAOPSIKOM, BKJIIOYAIOYM HAOPSK TOpPTaHi, TJIOTKH Ta OOIWYYs,
O0OCTPYKITI€I0 TUXAITBHUX MUISIXIB, JUCITHOE, KPOTIUB STHKOIO Ta CBEPOEIKEM.

- [Ipu BUHMKHEHHI ajepriyHoi peakirii Ha mpenapart [{utomokcaH, Kparmii 04Hi, 3aCTOCYBaHHS
npenapary HeoOxigHo mpunuHUTH. Cepilo3HI TOCTpl peakiii MiJBHUINEHOI YYTJIMBOCTI Ha
MOKcH(IOKcauH abo Oyab-IKUH KOMIIOHEHT IbOTO JIIKAPCHKOTO 3ac00y MOXKYTh NMOTpeOyBaTH
HEBIIKJIAJHOTO JIiKyBaHHs. [IpM HasgBHOCTI KIIHIYHMX TIOKa3aHb CIIiJ BITHOBHUTH IPOXITHICTH
JTUXaTbHUX NUBIXIB Ta 3AIMCHUTH KHUCHEBY TEPAITilo.

- Sx 1 mpum 3acTtocyBaHHI IHIIUX AaHTUOIOTHMKIB, TpHUBAJe 3aCTOCYBAaHHS IIperapary
[luToMoOKcaH, Kparii OYHi, MOXKE MPU3BECTH 10 HAAMIPHOTO POCTY HEUYTIUBHX MIKpPOOPTraHIi3MIB,
BKJIFOYarouM rpuou. [Ipu BUHMKHEHHI cynepiHdeKIii il MPUIUHATH JTIKyBaHHS Ta NMPU3HAYNUTH
BIJIOBIAHY Teparmiio.

- [Ipu cuctemHuiii tepamii (QTOPXiHOJIOHAMH, Y TOMY YHCII MOKCHU(IOKCAIMHOM, MOXKeE
BUHUKATH 3allaJICHHS Ta PO3PUB CYXOXKWIUIS, OCOOJIMBO y TMAIIEHTIB JIITHHOTO BIKY, & TAKOX IPH
OJTHOYACHOMY 3aCTOCYBaHHI 3 KOpTHKOcTepoinamu. [lpu meprmx o3HaKax 3amajieHHS CyXOXKHIUIS
JIKyBaHHS 13 3aCTOCYBaHHAM MpenapaTty Lluromokcan, kparuii 04Hi, CIIi1 TPUIHHUTH.

- He pexoMeH1yeThCs HOCUTH KOHTAKTHI JIIH3U MiJ] Yac JIIKYBaHHS 3amajeHb/iHpeKIiid oKa.

- [Ipenapar He MpHU3HAYAIOTH JITSAM BIKOM J0 2 POKIB IS JIIKYBAaHHS 3aXBOPIOBaHb OYEH,
Bukiukauux Chlamydia trachomitis, OCKUIbKM HOTO i HE AOCTIIKYyBalach y i KaTeropii
namieHTiB. Jlith BikOM Bix 2 pOKIB i3 3aXBOpIOBaHHsIMHU oueid, crnpuunHeHumu Chlamydia
trachomitis, moBuHHI OTpUMYBAaTH BINNOBIIHE CHUCTEMHE JiKyBaHHsA. HOBOHAapomKeHI MOBHHHI
OTPUMYBaTH BIAIOBiJHE CHCTEMHE JIKyBaHHsS Yy pa3i ypakeHHs oueil, BukiukaHoro Chlamydia
trachomitis a6o Neisseria gonorrhoeae.

3acmocysanns y nepioo eazimnocmi abo 200y8ans epyooio.

PenpoaykruBHa QyHKILis

JlocmipkeHns BIUIMBY npenapaTy L{uToMokcaH, Kparuii 04Hi, Ha penpOAYKTUBHY (YHKIIIO JIIOIUHH
IIPU MICIIEBOMY 3aCTOCYBaHHI1 HE MMPOBOAUIIOCH.




IIpo xomHi moOiyHi peakuii 3 OOKy penpoAyKTHBHOI (YHKI{ YOJOBIKIB ab0 >KIHOK MiJ yac
3aCTOCYBAHHS Kpareib OYHUX 3 MOKCU(IIOKCAIMHY T1IPOXIOPHIOM HE MOBITOMIISIIOCS.

BarirHicth

OCKUTbKH aIeKBaTHUX Ta JJOOpe KOHTPOJIBOBAHHUX JOCTIHKEHb 3aCTOCYBAaHHS Mpernapary BariTHUM
KIHKaM He MpoBoauiocs, LluToMOKCaH HE Ciil 3aCTOCOBYBATH IiJl Yac BAriTHOCTI, 32 BUHITKOM
TUX BHITJKIB, KOJM OYiKyBaHa KOPHCTH BiJ 3aCTOCYBaHHS TMpernapary Ajs marepi MEepeBHIYE
MOTEHIIMHUI PU3HK JUIS TUTO/IA.

[lepiox roayBaHHs TPYITIO

HeBimomo, 4m BHIUIAETHCS MOKCHU(DIOKCAMH abo HWOTro MeTaboJliTH y TpyAHE MOJIOKO. Y
TOCITIDKEHHSAX HA TBapuWHAX OYJIO BUSBICHO HHU3BKUI PIBEHb EKCKpElii MOKCH(IOKCAIMHY IPH
nepopaibHOMY 3actocyBanHi. Ciri 3 00epekHICTIO mpu3HavaTy [[uToMOKCcaH KiHKaM, sSKi TOAYIOTh
TPYyUIIO.

30amuicmv enaueamu Ha WBUOKICMb peaxkyii npu Kepy8aHHi A8MOmMpaHCnoOpmom abo IHUUMU
MexanizmMamu.

[lutomokcan, kpami O4YHI, He Mae ab0 Mae HE3HaYHWW BIUIMB Ha 3JaTHICTh KepyBaTH
aBTOTPAHCIOPTOM a0O0 IHIIMMH MeXaHI3MaMU. TUMYacoBe 3aTyMaHEHH 30py a00 1HIII NOPYILIEHHS
30py MOXYTh BIJIMBATH HA 3/IaTHICTb KEpyBaTH aBTOTPAHCIOPTOM al0 IHIIMMH MEXaHI3MaMH.
SIkmo 3aTymMaHeHHs 30py BUHUKAE I Yac 3aKallyBaHHs, NAI[lEHTy HEOOXIAHO 3a4eKaTH, JTOKU 3ip
MIPOSICHUTHCS, TIEpII HIXK KEPYBAaTH aBTOTPAHCIOPTOM ab0 MpPaLIOBaTH 3 IHIIMMH MEXaHI3MaMHU.

Cnoci6 3acmocysanns ma 0o3u.
Jl51s 0 TanbMOJIOTTYHOTO 3aCTOCYBAHHS.
Jlopocii, y TOM YKCi HaIEHTH JIITHBOTO BIKY
3akanyBatu 1o 1 kparmuii B ypaxkeHe oko (o4i) 3 pa3u Ha 100y.
3a3BU4ail CTaH MOKPAIIYETHCS MPOTITOM 5 THIB, MICHSA YOO JIIKYBAHHS CIiJ MPOJOBXKYBATH IS
HacTymHi 2-3 nmHi. SIKIIO0 mpoTSATOM S5 AHIB JIIKYBAaHHS IMOKPAIICHHS HE CIOCTEPIra€ThCs, CIi
MPOKOHCYJABTYBATUCS 3 JIIKApeM I YTOYHEHHS  JllarHo3y Ta/abo JiKyBaHHS. TpHUBaJiCTh
JIKYBaHHS 3aJIC)KUTh BiJl CTYMEHS TSHKKOCTI 3aXBOPIOBAHHS Ta BiN KIIHIYHOT 1 OaKTEpiosoTiuHOT
KapTHUHHU Mepediry 3aXBOPIOBAHHS.

1ITH
Hemae nmotpebu y kopuryBaHHi1 1034 JUIs M€l KaTeropii MaIi€HTiB.
[TamieHTH 3 MOpymieHHAMH (DYHKIIIT MEYiHKU Ta HUPOK
Hemae nmotpedu y kopuryBaHHi 1034 IS €1 KaTeropii MaIie€HTiB.

[[Io6 momepeauTy 3a0pyAHEHHS KIHYMKA KpaleJdbHUI Ta BMICTY (rakoHa, HEOOXiAHO
JOTPUMYBATUCh OOEPEKHOCTI 1 HE TOPKATHCS TOBIK, MPUJIETIIMX AUITHOK a00 IHIIMX MOBEPXOHb
KIHYUKOM (hIaKoHa-KpareIbHUIIL.

Jnia 3anoGiranHs abcopOuii kpamnenb yepe3 clin30BYy 000JIOHKY HOCA, 0COOIMBO Y HOBOHAPOHKEHUX
Ta JiTed, pPEKOMECHIYEThCS OKIIO3i1 HOCOCTI3HOTO KaHaly MPOTSIroM 2—3 XBHJIMH IICJIs
3aCTOCYBaHHS Kparieb.

He nnms  iw’ekmiii.  3a0opoHsieTbcss  BBeAGHHA — mpemapary — Llutomokcan — nuigxom
CyOKOH FOHKTUBAJIbHOI iH €KIIii 200 6e3mocepeIHbo y MePeIHI0 KaMepy OKa.

Himu.

ITin yac KIIHIYHUX JOCHIIPKEHb OYHI Kparuli 3 MOKCH(IOKCAIMHOM TiIpOXJIOPHIPOM BUSBUIMCH
0e3MeuYHMHU TIPU 3aCTOCYBaHHI JITSAM, BKJIIOYAIOUYM HOBOHAPOHKEHUX. Y MAIli€HTIB BikoM 110 18
POKIB 3apeecTpOBaHO /1B MOOIUHI peakilii: MoApa3HeHHS OKa Ta OuTb B OIli (YaCTOTa BUHUKHEHHS —
0,9 %). JJuB. Takox po3ain «OcoOIUBOCTI 3aCTOCYBAaHHS.

Ilepeoo3ysanna.
3BakalOYM Ha XapaKTePUCTUKU Mpernapary, HE OUIKYeTbCS TOKCHMYHOrO egekTy B pasi
nepeso3yBaHHd IPH 3aCTOCYBaHHI Ipernapary B OKO a0 IMpH BHIAJKOBOMY KOBTaHHI BMICTY
OJTHOTO (hJIaKOHa.



I06iuni peakuii.

[Tix yac KIHIYHUX AOCTIHKEHb HANMOMIMPEHIIIMMH MOOIYHUMH peakiisiMu Oynu Oinb B omi Ta
MOJIpa3HEeHHs OKa, SKi BUHUKAJIU MPUOIN3HO y 1 — 2 % marieHTis.

HwxuenaBeneni moOiuHi peakxiii, fKi cHocTepirajucs miJ 4ac KIIHIYHUX JOCIHIIKEHb Kpareib
OYHHUX 3 MOKCHU(IIOKCALIMHY TiAPOXJOPUIOM, KiIacu(PiKOBaHO TaKUM YMHOM: ayxke dacto (=1/10),
gacto (>1/100 mo <1/10), mewacto (>1/1000 no <1/100), piako (>1/10000 mo <1/1000) Ta myxe
pinko (<1/10000). ¥V xoxHiii rpymi mo6iyHi eeKkTH MpeacTaBieHi y MOPSAKY 3MEHIIEHHS iX
CTYIEHS TSHKKOCTI.

Cucrema opraHis [To6iuni peaknii 3rizao 3 MedDRA (Bepcis 15.1)

3 00Ky KpOBOHOCHOI Ta JiM(aTudHOT
CUCTEMHU

Pingxo: 3MeHIIEHHS PiBHSA TeMOTI00IHY

Heuacro: ronosauii 6116
Pinko: mapecresis

3 60Ky HEPBOBO1 CHCTEMHU

3 60Ky opraHiB 30py YacTo: OU1h B OI11, TIOJIPA3HEHHSI OKa

Heuacro: TOukoBUI KEpaTUT, CHHIPOM CYXOTO OKa,
KOH FOHKTUBAJIbHUI KPOBOBUJIUB, rinepemist
KOH FOHKTHUBH, TIEpeMisi OKa, CBEpODK OKa, aHOMalbHa
YYTIUBICTh ouew, HaOpsIK ~ TIOBIK, BIIUYTTS
TUCKOMGOPTY B OI

Pinko: nedext emirenito poriBKu, MOPYIIEHHS 3 OOKY
pOTiBKH,  3a0apBIICHHS  pOTIBKHA, KOH FOHKTHBIT,
osneaput, MPUMYXITICTH OKa, OUTh y TOBIKAaX, HAOPSK
KOH FOHKTHBH, 3aTyMaHEHHS 30pY, 3HIKEHHS TOCTPOTH
30py, aCTEHOIIsI, TOPYIICHHS 3 OOKy TOBIK, epUTeMa

MOBIK.
3 0Ooky  pecmipatropHoi  cucrtemu, | Piaxo: BITIYTTS nuckoMdopTy B HOCI,
TOpakajbHI Ta MellacTUHAIBHI | (JapUHTOJIAPUHTCATbHUN  OUTh, BIAYYTTS CTOPOHHLOTO
MOPYIICHHS Tina (y Topai)

3 00Ky HUTYHKOBO-KHUIIIKOBOTO TPAKTY

Heuacrto: nusressis
Pinko: OmroBaHHSA

3 O0OKy TMeYiHKM Ta >KOBUOBHUBIIHHUX
[LISXIB

Pinko: migBuieHHs piBHSA allaHiH-aMmiHOTpaHchepasw,
MIJBUIIEHHS PIBHSI raMMa-TI0TaMuITpancdepasu

VY mepion MmCIApEECTpaifHOTO CHOCTepe)eHHsT OyiM BHSABIEHI J0JAaTKOBI MOOIYHI peakiii.
OIIHUTH YaCcTOTY iX BUHUKHEHHS HEMOXKJIMBO. Y MEKax KO)KHOI CHCTEMH OpraHiB MOOIYHI peakirii
MPEJICTABJICHI B IOPSAKY 3MEHIIIEHHS 1X TSKKOCTI.

Cucrema oprasiB [To61uni peakii 3rigao 3 MedDRA (Bepcis 15.1)

3 60Ky IMyHHOI CUCTEMHU MiJBHUILECHA YYTJIUBICTh

3 00Ky HEPBOBOI CUCTEMH 3aaMOpPOYEHHS

3 OOKy Oprais 30 BHPA3KOBUI KEpaTUT, KEpaTur, IIABUIICHA
b b

ci1p030Te4a, hoTod00ist, BUAUICHHS 3 OUe

3 00Ky cepleBOi CUCTEMU MPUCKOPEHE CepLEOUTTS

3 060Ky pecripaTOpHOI CUCTEMH, TOPaKaJIbHI Ta | AUCIIHOE
MeJ[laCTUHAIbHI MOPYIICHHS
3 00Ky NUTYHKOBO-KHUIIIKOBOTO TPAKTY HYJ0Ta

3 OOKy IIKipH Ta MiJMKIpHOT TKAaHUHH epuTema, cBepOiK, BUCHII, KPOIIMB’ IHKA

VY mamieHTiB, SKi MPOXOJUIM CUCTEMHY TEpalilo XIHOJOHAMH, CIOCTEpIrajucs cepio3Hl, 1HKOIU
JeTajabHi peakiii miABUIEHOT YyTIMBOCTI (aHA(UTaKTHUH1), IHKOJIM — MICIs 3aCTOCYBaHHS MEpILIOi
no3u. Jleski peakiiii CynpoBOIKYBAINCS CEPLIEBO-CYANHHOIO HEJOCTATHICTIO, BTPATOO CBIJJOMOCTI,
IIYMOM Y ByXaX, HaOpSKOM TJIOTKH ab0 OOIMYYs, TUCIHOE, KPOIUB SHKOIO Ta cBepOexeM (IuB.
po3ain «OcoOIUBOCTI 3aCTOCYBAHHS).

3amajeHHss Ta PpO3PUBU CYXOXKHIb MOXYThb BHHHMKATH MPU CHCTEMHOMY 3aCTOCYBaHHI
¢bTOopxiHOJOHIB. JIOCTIIPKEHHS Ta TOCTMAaPKETUHIOBUH JOCBI/l 3aCTOCYBaHHS CUCTEMHUX XIHOJOHIB




BKa3ylOTh Ha T€, I[0 PU3UK BHHHUKHEHHS TAKUX PO3PUBIB MOXE 30UIbLIYBaTHCS Y MAI€HTIB, SIKi
OTPUMYIOTh KOPTHKOCTEPOinM, OCOOJIMBO Yy TMALIEHTIB JITHHOIO BiKy; Ta TIPU BEIHKOMY
HAaBAaHTAKEHHI HAa CYXOXKMJUIA, BKIIOYAIOUM aXUUIOBE CYXOXWuifd (IuB. po3ain «OcoOauBoCTi
3aCTOCYBAHHA»).

Tepmin npuoamnocmi.

3 poxu.

Tepmin npugaTHOCTI micst po3KpUTTS (prakony 28 mil.

He 3actocoByBatu mpemnapart micist 3aKiHYeHHs] TEPMiHY PUIATHOCTI, BKa3aHOTO Ha YIaKOBIII.

YmoBu 30epiranns.
30epiratu B OpUTiHAJIBHIN ymakoBIi mpu Temrmeparypi ve Bume 25 °C.

306epiraTi B HEIOCTYITHOMY JIJISl ITEH MICIIL.

YnakoBka.
ITo 5 mn y ¢pnakoni. Ilo 1 guakony B maui.

Kareropis Binnmycky. 3a penenrom.

BupooOHuk.
ITAT «Dapmak».

Micue3naxo/:keHHs1 BUPOOHMKA Ta HOro aapeca Micusi NpOBaKeHHS TisIbHOCTI.
VYxpaina, 04080, m. Kuis, Byn. ®pynze, 74.

JaTta ocrannboro neperJsay. 01.08.2018.



