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IHCTPYKIIA
AJIS1 MEIUYHOI0 32CTOCYBAHHS JIKAPCHKOIo 3ac00y

LIMTOMOKCAH®
(CYTOMOXAN)

Cknao:

oitoua peyosurna.: MOKCU(IOKCAINH;

1 Mn kpamenb MiCTUTh MOKCHGIIOKCALUHY Tigpoxiopuny 5,45 mr (y mepepaxyBanHi Ha 100 %
0€3BOJIHY PEYOBHHY), IO €KBIBAJICHTHO MOKCU(DIIOKCAIIMHY 5 MT;

OONOMIJICHI peyouHuU. HATPII0 XJOpHUA, Kuciaota 6opHa, | M po3uuH KUCIOTH XJIOPUCTOBOAHEBOI,
HATPIIO TiPOKCH/I, BOJIA IS 1H EKITIH.

Jlikapcbka dgopma. Kparoni ouHi.
OcHosni hizuxo-ximiuni enacmugocmi: Mpo30pa piivHa BiJl 5KOBTOTO JI0 KOBTO-3€JIEHOTO KOJIBOPY.

@dapmakoTepaneBTH4Ha  rpyma. 3acoOu, 10  3aCTOCOBYIOTBCS B O(TaJbMOJIOTII.
AnTnbakrepianbHi 3acobu. dropxinononu. Mokcudmokcanus. Koq ATX SO1A EO7.

Dapmakonoziuni eracmusocmi.

Dapmarxoouramixa.

MexaHi3m aii

Mokcudnokcanut, (QTOpXiHONIOH ueTBepTOro  MokojiHHs, mnpurHiuye JIHK-ripasy Ta
tonoizomepasy IV, ski HeoOX1aH1 U1 perutikaiiii, BiiHOBIeHHs Ta pekomOiHaiii JIHK 6akTepiid.
MexaHi3M pe3UCTEeHTHOCTI

Pe3ucTteHTHICTE O (PTOPXIHOJIOHIB, BKJIIOYAIOUM MOKCU(DIIOKCAIMH, 3a3BU4Yail BUHUKAE IpPHU
XPOMOCOMHHUX MyTalisfx y TreHax, mo konywoTe JIHK-ripazy ta tomoizomepasy IV. V rpam-
HEraTUBHMX OAaKTepill PE3UCTEHTHICTh A0 MOKCHU(IIOKCALMHY MOX€ BUHMKHYTH 4Yepe3 MyTalil y
CUCTEeMax reHiB mar (MyJIbTUPE3UCTEHTHICTh) Ta QNI (pe3UCTEHTHICTh M0 XiHOJOHIB). [lepexpecHa
PE3UCTEHTHICTh 3 OeTa-lTakTaMaMH, MakKpojdilaMd Ta aMiHOIJIIKO3MJIaMU MaJIoiIMOBipHa depes
pi3HULIO Y c110co01 il

I'paHuyHi 3HaUYEHHS

€BponeicbKUM KOMITETOM 3 BH3HaueHHs 4yTiuBocTi g0 aHTuOioTHKIB (EUCAST) BcTaHoBieHO
TaKi TpaHUYHI 3HAYCHHsI MIHIMaJIbHOT IpUTHIvyBaabHO1 KoHIIeHTpatlii (MIIK) (mr/n):

o Buu Staphylococcus S<05R>1
° Streptococcus A, B, C,G S<05 R>1
o Streptococcus pneumoniae S<0,5,R>05
° Haemophilus influenzae S<0,5,R>05
° Moraxella catarrhalis S<0,5,R>05
o Enterobacteriaceae S<05R>1
° HeBUAOCTISITUBIgH] S<05 R>1

I'pannyHi 3HaYeHHs IN VItr0 BHKOPUCTOBYIOTH ISl TPOTHO3YBaHHS KIIHIYHOI €()EeKTHBHOCTI
MOKCH(]JIOKCAlIMHY TpU CHUCTEMHOMY 3acTocyBaHHi. Ili TpaHM4yHi 3Ha4eHHS MOXYTb OYyTH



HETIPUHHATHUMH TPU 3aCTOCYBaHHI JIIKAPCHKOTO 3ac00y MICIIEBO B OKO, OCKIJIBKH MPU MICIICBOMY
3aCTOCYBaHHI BUKOPUCTOBYIOTHCS OiIbINI KOHIIGHTpALlii Ta MicieBi Pi3uuH1/XiMIYHI YMOBH MOXKYTh
BIUIMBATH HAa aKTUBHICTh Mpemnapary y MicIll BBEJICHHS.

UyTiuBicTh

Po3noBcromkeHicTh HAOyTOT PE3UCTEHTHOCTI MOXE 3MIHIOBAaTHCS TeorpadiyHO Ta y dYaci s
BIANOBITHMX BHIIB MIKpPOOpraHi3MiB, ToMy OakaHo MaTH MicCIeBy iH(oOpMaIio 1010
PE3UCTEHTHOCTI MIKPOOPTaHi3MiB, 0OCOOJIUBO TIPH JIIKYBaHHI TSHKKUX 1HMEKITIH.

IIpu HEOOXiTHOCTI Ciig 3BEpPHYTUCS 3a IMOpPAAOK JI0 CHemiajicra, sKIIO MicIeBa
PO3IMOBCIOKEHICTh PE3UCTEHTHOCTI € TaKOI, M0 aKTHBHICTh MOKCH(MIOKCAIMHY, MPHUHAWMHI
IIPOTH JSSIKUX BUMIIB iH(EKIiH, € CyMHIBHOIO.

UyTtnusi BUAM YMOBHO PE3UCTEHTHI BUIH Pe3ucrenTHI MiKpoOpraHizMu
AepoOHi rpaMIo3UTUBHI | AepoOHi I'PAMIIO3UTUBHI | AepoOHi IrpaMHETaTHBHI
MiIKPOOPTaHi3MHU: MIKPOOPTaHi3MHU: MIKPOOPTaHi3MHU:

BUIH Corynebacterium, | Staphylococcus aureus (criiiki | Pseudomonas aeruginosa.
BKJIIOYAIOYU: 710 METHILIMITIHY), [HIITi MIKpPOOpPraHi3MHu:
Corynebacterium diphtheriae, | Staphylococcus, Koarynaso- | BigcyrHi.

Staphylococcus aureus | meratuBHi Buau  (CTiIMKI 10

(4yTaUBi 10 METUIMITIHY), METHUIUITIHY).

Streptococcus pneumoniae, AepobHi rpaMHETaTHBHI

Streptococcus pyogenes, MIKPOOPraHi3MHu:

Streptococcus rpymu viridans. | Neisseria gonorrhoeae

AepoOHi I'paMHETaTHUBHI | [HIII MiKpOOpraHizMu:.

MIKPOOPraHi3MHu: BincyrHi.

Enterobacter cloacae,
Haemophilus influenzae,
Klebsiella oxytoca,
Moraxella catarrhalis,
Serratia marcescens.
AnaepoOH1 MIKpOOPraHi3Mu:
Proprionibacterium acnes.
[H111 MiKpOOprauizMu:
Chlamydia trachomatis.

JIOKJIIHIYHI1 1aH1 I10]10 Oe3neku

VY nporeci JOKIIHIYHUX JTOCTIIKEHb €(EeKTH MiCisl MICLIEBOTO 3aCTOCYBAaHHS B OKO CIIOCTEPIraucs
TIJBKH TMiJ1 9ac 3aCTOCYBAHHS JIO3W, sSKa 3HAYHO TEPEBHUIyBaJla MAKCUMAIbHY J03Y JUJIS JIFOJIUHH,
1110 BKA3y€ Ha HE3HAYHY PEJIEBAaHTHICTh MPU KIIHIYHOMY 3aCTOCYBaHHI.

Sk 1 mpH 3aCTOCYBaHHI 1HIIHUX XiHOJOHIB, MOKCH(IIOKCAIIMH TAKOX BHUSIBHUBCS FCHOTOKCHYHHM IN
Vitro y kmiThHax OakTepiii Ta ccaBliB. MO)XHa POOWTH MPHUIIYLICHHS MIOAO IOPOTOBOIO PiBHS
TF€HOTOKCHUYHOCTI, OCKUIBKM y 3HAQYHO OUIBIIUX KOHIIEHTpAILisAX 11 €PEeKTH MOXKYTh HMPU3BECTH J10
B3aeMOJIii 3 OakTepiaJibHOIO Tipa3or0 Ta TomoizoMepazoro Il y kmitmHax ccaBmiB. Ilix wac
JOCHTIDKeHb IN VIVO, He3BaKal4YW Ha BHCOKI JI03M MOKCH(IOKCAIIMHY, J>XOTHHX JOKa3iB
TEeHOTOKCUYHOCTI BHUSBJICHO He Oyno. Takum 4YHHOM, TepameBTHYHI 03U JUIS JIFOJAWHU
3a0e3neuyoTh a/IeKBaTHUI piBeHb Oe3neku. JKoIHUX 03HaK KaHIEpOTeHHOi Ail MpU JOKIIHIYHUX
JOCITIJDKEHHSX Y ITypIB HE CIIOCTEPITaiocs..

Ha BigMiHy Big IHIIMX XIHOJOHIB, MOKCU(JIOKCAIIMH HE MPOJEMOHCTPYBAB >KOJHHUX
(GOTOTOKCHYHUX Ta (HOTOrCHOTOKCHYHHMX BJIACTHBOCTEH y TPOIECI PO3MIMPEHHUX TOCHIPKEHD 1IN
vitro ta in vivo.

Dapmaxokinemuxa.

[Ticnsa wmicueBoro 3acTocyBaHHS MOKCHUQUIOKCAIMH y (GopMi OYHHUX Kparnenb aOcopOyBaBcs y
cUcTeMHHI KpoBooOir. KoHieHTpaiiro MOKCH(IIOKCAlMHy Y Iuta3mi KpoBi Big3Hayanu y 21
JOCTIKYBAHOTO: YOJIOBIKIB 1 JKIHOK, SIKUM 3aKalyBalli JIIKapChKHUM 3aci0 MiclieBO B 00u1Ba oka 3
pa3u Ha AeHp mpotrsroM 4 aHiB. CepeqHe CTATHCTUYHE 3HAUSHHS MaKCHMAaJIbHOI KOHIIEHTpAIii
(Cmax) Ta 3HaveHHs 3anexHocTi kKoHueHTpamis/gac (AUC) y mma3mi KpoBi cTaHOBHIH 2,7 HI/MI Ta
41,9 wr-ron/mn BianosiaHo. L1 3HavenHs npubnm3no y 1600 ta 1200 pa3iB HUXKYI, HDK CepeaHl




3Ha4eHHS Cmax Ta AUC BIIMOBIIHO, MPO SKI MOBIIOMJISUTH MICIS TEPOPATBHOTO 3aCTOCYBaHHS
TEpaneBTUYHUX /03 MOKcu(iokcanuHy, mo crtaHoBwin 400 wmr. Ilepiox HamiBBUBEAEHHS
MOKCH(IIOKCAITUHY 13 TUTa3MHU KpoBi — 13 romuH.

KuiniyHi XapakTepucTHKH.

Iloka3zanns.

MicueBe  JiKyBaHHS  OaKTepiaJbHOTO  KOH IOHKTHBITY, BHUKIMKAHOTO  YYTJIUBUMH  JIO
MOKCH(]IIOKCALMHY IITaMaMH OaKTepii.

Jlnst orpuMmaHHsA iH(OpMAIii MO0 BIAMOBIIHOTO 3aCTOCYBAaHHsI AaHTHOAKTEpiaJIbHMX 3aco0iB
TUBITHCS OIMiiHI HACTAHOBH.

Ilpomunokazanuna.
[linBuieHa dYyTIWBICTH N0 AaKTUBHOI PEYOBHHM, IHIIUX XIHOJIOHIB abo 10 Oyab-SKoro 3
KOMITOHEHTIB Ipemnapary.

B3aemooia 3 inwumu nikapcoKumu 3acooamu ma inuii 6uou 63aEmoo0ii.

JlociKeHb B3a€MOJIIT 3 IHIIUMHM JIIKAPCHKUMH 3aco0aMu HE TIPOBOMiIOCS. B3aemonis 3 iHIIUMH
JMKApCPKUMU 3ac00aMU  MaJIOWMOBIpHA, OCKUIBKH MOKCU()IOKCAIMH Ma€ HHU3BbKYy CHCTEMHY
KOHIIEHTpALlll0 TpU  MiclleBOMYy O(TaIbMOJIOTIYHOMY 3aCTOCYBaHHI.  SIKIIO  OJHOYACHO
MPU3HAYAIOTH JIEKiJIbKa O(TaIbMOJIOTIYHUX JIIKAPCHKUX 3ac00iB JUIsI MiCIIEBOTO 3aCTOCYBaHHS,
1HTEpBall MIXK iX 3aCTOCYBaHHSM IMOBUHEH CTAaHOBUTHU MIoHaiMeHmie 5 xBuiauH. OuHi Masi ciif
3aCTOCOBYBATH OCTaHHIMHU.

Ocobnueocmi 3acmocyeans.

- Tineku uist orampMoIorigHOro 3acTocyBaHHs. He st i’ exiiid. 3a00pOHSETHCS BBEICHHS
npenapary LluTomokcan®, Kpamm OuHi, LUIAXOM CYOKOH IOHKTHBAlbHOI iH’ekuii a6o
0e31mocepeIHbO Y MEePETHIO KaMepy OKa.

- VY mami€eHTiB, SKi NPOXOIWUIM CHCTEMHY TEpamilo XiHOJIOHAMH, CIIOCTEpIralucs CEpio3Hi,
yacoM JIeTallbHI, peakuii MiJBUIIEHOI YyTIMBOCTI (aHa(IaKTU4HI), 1HOAlL MICJS 3aCTOCYBaHHS
nepuioi g03u. Jleski peakiii CympoOBOPKYBAJIUCS CEPLEBO-CYAMHHOK HEIOCTATHICTIO, BTPATOIO
CBIJJOMOCTI, aHT1IOHEBPOTUYHHM HAOpSKOM, BKJIIOYAIOUM HAOpsSK TOpTaHi, TJIOTKM Ta OOIM4us,
OOCTpPYKIIiI€I0 TUXATbHUX MUISXIB, JUCITHOE, KPOITUB’ THKOIO Ta CBEpOEIKEM.

- [Ipy BUHMKHEHHi ajepriudoi peakuii Ha mnpenapar IluroMokcan®, kpammi ou4H,
3aCTOCYBaHHs Ipernapary HeoOXiiHO mpunuHUTU. Cepiio3Hi TocTpi peakiii MiBUIIEHOT YyTIMBOCTI
Ha MOKcH(]IIOKcauH abo OyaAb-IKUI KOMIIOHEHT I[bOTO JIKapChbKOro 3ac00y MOXYTh MOTpeOyBaTH
HEBIIKIAJHOTO JiKyBaHHs. [Ipu HasBHOCTI KIIHIYHMX TOKa3aHb CIiJI BITHOBUTH MPOXITHICTH
IUXaJbHUX MUIAXIB Ta 3/1HCHUTH KUCHEBY TEpaIiio.

- Sk 1 mpm 3acrocyBaHHI IHIIUX aHTUOIOTHKIB, TpUBAJIE 3aCTOCYBaHHS Ipemapary
[utomokcan®, KparuIi 04Hi, MOske NPU3BECTH 0 HAAMIPHOTO POCTY HEYYTIMBUX MIKPOOPTaHi3MiB,
BKJItoUarouu rpubu. IIpu BUHUKHEHH] cynepiH(eKIl CiIil NPUIUHUTH JIKYBaHHS Ta MPU3HAYUTH
BIJIMOBIAHY Teparito.

- [Ipu cucremHiii Tepamii (QTOPXIHOJOHAMM, Y TOMY YHCII MOKCHU(IIOKCAIIMHOM, MOXKeE
BUHUKATH 3allaJIeHHs] Ta PO3PUB CYXOXKWIJIS, OCOOIMBO y MALI€HTIB JITHBOTO BIKY, a TaKOX MpPHU
OJTHOYACHOMY 3aCTOCYBaHHI 3 KOpTHKOcTepoimamu. [Ipy mepmmx o3HaKax 3amajeHHs CyXOMXHIUIS
JiKyBaHHS i3 3aCTOCYBaHHAM NpenapaTy LluToMokcan®, kpari ouHi, Il MPUITMHUTH.

- He pexomeH1yeThCsl HOCUTH KOHTAKTHI JITH3M IT1J1 4ac JIIKyBaHHsI 3anaieHb/iH(eKuii oka.

- [Ipenapat He MpU3HA4YarOTh AITAM BIKOM /0 2 POKIB JJif JIKyBaHHS 3aXBOPIOBaHb O4YEH,
Bukiiukauux Chlamydia trachomitis, OCKiTbKM WOTO i HE AOCTIKYyBalach y Mii KaTeropii
narfientiB. JliTu BikoM Bim 2 poOKiB i3 3axBOproBaHHsAMH ouell, cnpuumHenumu Chlamydia
trachomitis, moBWHHI OTpUMYBaTH BIANOBITHE CHUCTEMHE JiKyBaHHS. HOBOHapOIKeHI MOBHHHI
OTPUMYBATH BIJMOBIJTHE CUCTEMHE JIIKYBaHHS y pa3i ypaxeHHs oueit, cnpuuuHerHoro Chlamydia
trachomitis abo Neisseria gonorrhoeae.



3acmocysanns y nepioo eazimuocmi abo 200y8anHs 2pyoor.

PenponykTuBHa QyHKITisS

Jlocnimkens BIMBY npenapaTy LinTomokcan®, kparuti o4Hi, Ha penpoayKTHBHY (GYHKIIIO JIFONHH
P MiCIIEBOMY 3aCTOCYBaHHI HE ITPOBOHIIOCH.

[Ipo xomHi moOiuHi peakilii 3 00Ky penpoayKTHBHOI (PYHKIIi 4YONOBIKIB a00 >KIHOK T 4Yac
3aCTOCYBAaHHSA Kpareib OYHUX 13 MOKCH(IIOKCAIIMHY T1APOXJIOPUAOM HE MOBITOMIISIIOCS.
BariTtHicTh

OCKiNbKH aJIeKBaTHUX Ta JOOpe KOHTPOJIBOBAHMX JOCIIIKEHb 3aCTOCYBaHHS MpenapaTy BariTHUM
KIHKaM HE€ MPOBOAMIOCA, JIKApChbKUN 3aci0 Llnutomokcan® He ciix 3aCTOCOBYBATH i dYac
BariTHOCTI, 32 BUHATKOM THX BHIIAJIKiB, KOJU OYiKyBaHa KOPUCTH BiJ 3aCTOCYBaHHS Ipernapary Ijs
MaTepi MepeBHIy€e OTSHIIIMHUN PU3UK IS TUTOJIA.

[epion rogyBaHHs TPYIUTIO

HeBimomo, um BuAUIIETbCS MOKCHU(DIOKCAIMH a00 HOro MeTabodiTH y TpyaHe MOJIOKO. Y
JOCIIUKCHHSAX Ha TBapuHaxX Oyio0 BUSBICHO HHU3bKUH pPIiBEHb €KCKpelii MOKCH(IIOKCAIIMHY IPH
nepopansHOMy 3acTocyBaHHi. CIIijl 3 06epeXHiCTIO TpU3HAYaTH JiKapchkuii 3aci6 Iluromoxcan®
KIHKaM, SIKi TOJIYIOTh TPY/IIO.

30amuicme eéniusamu Ha WUOKICMb pearyii npu KepysawHi A8MOMpPAHCHOPMOM abo [HWUMU
Mexauizmamu.

Iutomokcan®™, Kparr ouHi, He BIIMBae abo Mae€ HE3HAUHHWI BIUIMB HA 3JaTHICTh KEPyBaTH
aBTOTPAHCIOPTOM abo0 IHITUMU MeXaHi3MamH. TuMYacoBe 3aTyMaHEHHS 30py abo 1HII MOPYLICHHS
30py MOXYTh BIUIMBATH HA 3JIaTHICTh KEPyBaTH aBTOTPAHCIIOPTOM a00 IHIIMMH MEXaHI3MaMHu.
SIkuio 3aTymMaHEeHHs 30py BUHUKAE i Yac 3aKamyBaHHs, MAIlEHTY HEOOX1IHO 3a4eKaTu, JOKH 3ip
MPOSICHATHCS, TIEPII Hi’K KEPYBAaTH aBTOTPAHCIIOPTOM a00 MPAaIoBaTy 3 iHITUMH MEXaHi3MaMHU.

Cnoci6 3acmocysannsa ma 0o3u.
Jl1st 0hTanbMOJIOTIYHOTO 3aCTOCYBAHHS.
Jlopociti, v TOMY YHCJI ITAIli€HTH JITHEOTO BIKY
3akamyBatu mo 1 kparii B ypaxkeHe oko (04i) 3 pa3u Ha 100y.
3a3BryYail cTaH MOKPAIIYETHhCSI MPOTIATOM S5 JIHIB, MICJS YOO JIKYBaHHS CJI MPOJOBXKYBATH I
HacTymHi 2-3 gHi. SKmo mpoTsaroM 5 AHIB JIIKYBaHHS TMOKpPAIIEHHS HE CIOCTEPIraeThes, CIHif
MIPOKOHCYJIBTYBATHCS 3 JIIKApEM Il YTOYHEHHsI 11arHo3y Ta/abo ynikyBaHHs. TpUBaNicTh JIKyBaHHS
3aJIeKUTh BIJl CTYNEHS TSHXKKOCTI 3aXBOPIOBAHHS Ta BiA KJIIHIYHOI 1 GakTeploJoriyHOI KapTHHU
nepeoiry 3aXBOpPIOBaHHS.

iTH
Hemae notpebu y kopuryBaHHi 1034 AJIs LI€1 KaTeropii MarieHTiB.
[artieHTy 3 NopymeHHAMH QYHKIIT MEYIHKH Ta HUPOK
Hemae notpebu y kopuryBaHHi 1031 AJIs LI€1 KaTEropii Maii€eHTiB.
[Ilo6 mnomepenuTn 3a0pyJHEHHS KIHUMKA KpamneldbHHUII Ta BMICTY (JIakoHa, HEOOXiJHO
JOTPUMYBATUCh OOEPEKHOCTI 1 HE TOPKATHCS IMOBIK, IPUJIETIUX JUISSHOK ab0 1HIIMX MOBEPXOHb
KIHYMKOM (DJTaKOHA-KpanelbHUII.
Jst 3amo6iranHs abcopOIIii kparness 4epe3 CIM30By 000JIOHKY HOCA, 0COOJIMBO Y HOBOHAPOKEHHUX
Ta JiTed, PEeKOMEHIYETbCS OKJIO3i1 HOCOCII3HOTO KaHally MpOTAroM 2-3 XBWIMH THicis
3aCTOCYBaHHS Kpareb.
He gans  iw’exuiif.  3aGopoHseTscs  BBeleHHs — mpemapaty  Llutomokcan®  muisxom
CyOKOH FOHKTHUBAJIBHOI 1H €K1 a00 6e31mocepeIHbO y MEPEIHI0 KaMepy OKa.

Jimu.

ITig yac KJIIHIYHMX JOCTIJDKEHb OYHI Kpamli 3 MOKCH(IOKCAMHOM TiAPOXJIOPUIPOM BUSBUIHCH
Oe3MeYyHMH TIPU 3aCTOCYBaHHI JITSAM, BKJIFOYalOYHM HOBOHAPO/KEHHMX. Y TMAIll€HTIB BiKOM 70 18
POKIB 3apeecTpoBaHO ABi MOOIUHI peakilii: moapa3HEeHHs OKa Ta Oijb B Olli (YacTOTa BUHUKHEHHS —
0,9 %). Iu. Takox po3aia «OcoOIUBOCTI 3aCTOCYBAHHSI.



Ilepeoo3ysanns.
3BaKalouM Ha XapaKTePUCTUKM IMIpenapary, HE OUIKYETbCSI TOKCHYHOTO egeKTy B pasi
nepeo3yBaHHsl MPU 3aCTOCYBAaHHI Tpemapary B OKO a00 MpHU BHUIAIKOBOMY KOBTAaHHI BMICTY
OJTHOTO (pJIaKOHA.

I06iuni peakuii.

[lin yac KJIIHIYHUX AOCTIIHKEHh HANUTOMIMPEHIMUMHU MOOIYHUMH peakiisMu Oyiu Oilb B OLi Ta
MOJIPa3HEHHS OKa, SIKI BUHUKAJIM MPUOIN3HO y 1 — 2 % mamieHTis.

HwxkuenaBeneni mobiuHi peakinii, sKi CHOCTEpIralucs MiJ 4Yac KIIHIYHUX JOCTIIKEHb Kparelb
OYHHX 3 MOKCHU(IIOKCAIIMHY TiJPOXJI0PUIOM, KIaCH(PIKOBAHO TAaKUM YHHOM: Jyxke 4yacto (> 1/10),
gacto (> 1/100 mo < 1/10), Hewacto (> 1/1000 mo < 1/100), piako (> 1/10000 mo < 1/1000) ta myxe
pinko (< 1/10000). Y koxHild rpymi moOivyHI peakiii MPEeICTaBICHI y MOPSIKY 3MEHIICHHS iX
CTYNEHS TSHKKOCTI.

Cucrema opratis

[To6iuni peakiii 3rimHo 3 MedDRA (Bepcis 15.1)

3 0OKy KpOBOHOCHOI Ta JiMpaTudHOi
CUCTEMH

Pinko: 3MeHIIeHHs piBHS reMOTI001HY.

3 00Ky HEpPBOBOI CUCTEMHU

Heudacto: ronoBHMii Oib.
Pigko: mapecresisi.

3 OOKy OoprasiB 30py

Yacro: 6111k B o111, MOAPA3HEHHS OKa.

HedacTo: TOYKOBHMH KepaTHT, CHHAPOM CYXOrO OKa,
KOH IOHKTHUBAJIbHUI KPOBOBUJIUB, rimepemis
KOH FOHKTHBH, TillepeMisi OKa, CBepOIK OKa, aHOMajIbHa
YyTIUBICTh  OYeW, HAOpsIK  TOBIK,  BIQUYTTA
TUCKOMQOPTY B OIIi.

Pinko: nedexT emitenito poriBKH, MOPYHMICHHS 3 OOKY
pOTiBKM, 3a0apBJICHHS  pOTIBKHM, KOH IOHKTHBIT,
omedapuT, MPUITYXJIICTh OKa, OiTh Yy TOBiKaxX, HAOPSK
KOH FOHKTHBH, 3aTyMaHEHHSI 30PY, 3HWKCHHS TOCTPOTH
30py, acTCHOIIis, MOPYIICHHS 3 OOKY IOBIK, epuTeMa
TMOBIK.

3 00Ky  pecmipaTOpHOi  CHCTEMH,
TOpaKalbH1 Ta MeIlaCTUHAIbHIL
MOPYIICHHS

Pinko: BITUYTTS JTUCKOMGOPTY B HOCI,
(bapuHroNnapuHreaqbHuii  O11b, BIAUYTTS CTOPOHHBOIO
Tina (y ropii).

3 OOKy TpaBHOi CUCTEMHU

Heuacro: nucressis.
Pigko: OmroBanHA.

3 OOKy TMe4YiHKH Ta >KOBUOBHUBITHUX
[LIX1B

Pinko: miaBuILEeHHS piBHS anaHiHaMiHOTpaHcdepasu,
TT1JIBUINICHHS] PIBHS TaMMa-TIIOTaMiITpancdepasu.

VY mepion mMicIsApeecTpallifHOTO CIOCTEpEeKEeHHsT Oy BHSBIEHI JOAATKOBI MOOIYHI peakiii.
OWiHUTH YacTOTY 1X BUHUKHEHHS HEMOXJIMBO. Y MEXKax KOXKHOI CUCTEMHU OpTaHiB MOOIYHI peaxiii
IPEJCTABJICHI B MOPSAKY 3MEHIIEHHS X TSKKOCTI.

Cucrema oprasis [To61uH1 peakiii 3rinHo 3 MedDRA (Bepcis 15.1)

3 00Ky IMYHHOI CUCTEMH [TigBuIieHa Yy TIANBICTb.

3 00Ky HEpPBOBOI CUCTEMU 3anamMopoYeHHs.

BupaskoBuii  kepatur, KepaTuT, MiJBUIIEHA
ci1p030Te4a, GoTodobist, BUAIICHHS 3 OUeH.

3 00Ky oprasiB 30py

3 OOKy ceplieBOi CUCTEMU [IpuckopeHne cepreduTTs.

3 00Ky pecmipaTopHOi CUCTeMH, TopakaibHi Ta | JlucmHoe.
MeAiacTHHAIbHI NOPYIIEHHS
3 00Ky TpaBHOI CUCTEMU Hypora.

3 0OKY IIKIPH Ta IMINIKIPHOT TKAHUHA Epurema, cBepOik, BUCHIT, KPOITHB THKA.
y p JIIKIP p ) PpOLK, » Kp

VY naiieHTiB, SKI IPOXOJWIN CUCTEMHY TEparilo X1HOJIOHAMH, CIIOCTEpIrajucs cepio3Hi, 1HKOIU
JeTajabHI peakiii miABUIEHOT YyTIMBOCTI (aHa(IaKTHUYH1), 1HKOJIU — MICIs 3aCTOCYBaHHS MEPIIO]
no3u. Jlesiki peakiiii CympoBOKYBAIKCS CEPIIEBO-CYIMHHOIO HETOCTATHICTIO, BTPATOIO CBIIOMOCTI,




IIyMOM y ByXaX, HAOpSKOM TJIOTKH a00 0OJMYdYsl, TUCITHOE, KPOIUB’ SIHKOIO Ta CBepOekeM (JIHB.
po3ain «OcobIMBOCTI 3aCTOCYBAHHS).

3amaneHHsT Ta PO3PUBH CYXOXWHJIb MOXYTh BHHHKATH TIpU CHCTEMHOMY 3aCTOCYBaHHI
¢dTopxinonoHiB. JloCHiHKEHHS Ta TOCTMAPKETHHIOBUIN JOCBIJ] 3aCTOCYBAaHHS CUCTEMHHX X1HOJIOHIB
BKa3yIOTh Ha T€, 1[0 PU3MK BUHUKHEHHS TaKUX PO3PHUBIB MOXKE 30UIBIIYBAaTHUCS Y TMAIIE€HTIB, SKI
OTPUMYIOTh KOPTHKOCTEPOiNM, OCOONMBO Yy TAI€HTIB JITHBOTO BIKy, Ta IpPH BEIUKOMY
HAaBAaHTAKECHHI HAa CYXOXKWUIA, BKIIOYAIOYHM axiUIOBE CYyXOXWUIA (AuB. po3ain «OcobauBoCTi
3aCTOCYBAHHS).

[ToBiAOMJICHHS PO MiI03PIOBaH1 NOOIYHI peakiii

[ToBimomieHHs po MOOIYHI peakuii mcis peecTpariii JKapchKOro 3aco0y Mae BaKJIMBE 3HAUCHHSI.
Lle mae 3MOry MpOBOJUTH MOHITOPHHT CITiBBITHONICHHS KOPHCTB/PU3HMK MPU 3aCTOCYBaHHI I[HOTO
JTKapchKOTO 3aco0y. MenuuHuMm Ta (hapMalleBTHYHUM MpaI[iBHUKAM, a TaKOX MaiieHTaM abo ix
3aKOHHUM IPEACTaBHUKAM CJIiJI MOBIOMJISATH MPO YCI BUMAAKHU ITI03PIOBAHUX MOOIYHUX PEaKIlii
Ta BIZCYTHOCTI €()EeKTHBHOCTI JIIKAPCHKOTO 3ac00y uepe3 ABTOMATH30BaHy 1HPOPMALIIHHY CUCTEMY
3 (papMaKoHarsIy 3a mocrwiaHasaM: https://aisf.dec.gov.ua.

Tepmin npuoamnocmi.

3 poku. Tepmin mpuaaTHOCTI TiCHs PO3KPUTTA (irakoHy 28 1il.

He 3acrocoByBatu npenapat micis 3aKiH4€HHs TEPMIHY IPUIATHOCT1, BKA3aHOT'O HA yIaKOBII.
YmoBH 30epiranus.

30epiraTy B OpUTiHAIBHIN YIAKOBIII ITpH Temreparypi He Buiie 25 °C.

30epiraTtu y HEAOCTYIHOMY JUISI IITEH MicCIIi.

Ynaxkoska. [lo 5 mn y ¢pnakoni. ITo 1 pnakony B mauii.

Kareropis Biagnmycky. 3a peuentom.

Bupoonuk. AT «®apmaxy.

Micue3Haxoa:KeHHs1 BUPOOHMKA Ta aJipeca Micls NPOBA/’KeHHS HOro il IbHOCTI.
VYkpaina, 04080, m. Kuis, Byn. Kupuniscebka, 74.

JlaTa octannboro neperasay. 16.03.2023.



