THCTPYKIIA

IJISI MeTUYIHOT'0 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y

IMIUTOMOKCAH®

(CYTOMOXAN)

Cknao:
ditoua pe4yo8uHda: MOKCU(DIIOKCAIIUH;

1 M1 Kpanenb MiCTUTh MOKCU(IOKCALMHY Tigpoxiopuny 5,45 mr (y nepepaxyBaHHi Ha 100 %
0e3BOIHY PEYOBHHY), II0 €KBiBAJIEHTHO MOKCU(MIOKCAIIMHY D MT;

0ONOMIdCHI peyo8uHU: HATPIl0 XJIOPUM, KUCI0Ta 60pHa, 1 M pO34YuH KHUCIJIOTH XJIOPHCTOBOIHEBOI,
HaTpio TiIPOKCHUM, Boda A iH eKIIii.

Jlikapcbka ¢popma. Kpamnni ousi.

OcHo8HI (pi3uko-ximMiuHI 8/1acmuBocmi: Mpo30pa piguHa Bifl 2KOBTOT'0 [I0 JKOBTO-3€JIEHOT0 KOJILOPY.

®apMakoTepaneBTHYHA I'PyIma. 3acobu, 10 3aCTOCOBYIOTHCS B 0P TaIbMOJIOTi.
AHTub6aKTepianbHi 3acobu. dTopxiHnomonu. Mokcudnokcarus. Kog ATX SO1A E07.

®apmako102iuHi 8 1acmueocmi.

dapmakoOuHamika.

MexaHni3M mil

MoxkcudnokcaiuH, PTOPXiHOIOH YeTBEPTOT0 MOKOJNiHHSA, npurHiuyye [THK-ripa3y Ta TomoizoMepasy
IV, ski HeoOXigHi mys pertikaiiil, BimHOBIeHHS Ta pekoMbiHarlrii [THK G6akTepiii.

MexaHi3M pe3nuCTEHTHOCTI

Pe3ucTeHTHICTh 0 PTOPXiHOJOHIB, BKIIOYa0YXd MOKCU(IOKCAMH, 3a3BUYall BUHUKAE IIPU
XPOMOCOMHUX MyTalligxX y reHax, 110 KoayooTs [JHK-ripa3y Ta TomoizoMepa3sy IV. Y rpaM-HeratuBHUx
OakTepill pe3UCTEHTHICTh N0 MOKCU(IOKCALMHY MOXKe BUHUKHYTH 4epe3 MyTallil y cucTeMaX I'eHiB
mar (MyJIbTUPE3UCTEHTHICTD) Ta qnr (Pe3UCTEHTHICTH 0 XiHOJIOHIB). [lepexpecHa pe3uCTeHTHICTD 3
feTa-makTaMaM¥, MaKpoJIilaMy Ta aMiHOTJIIKO3UIaM¥ MaJIoMMOBipHa Yyepe3 pi3HUI0 y criocoOi fil.

['paHnyYHi 3HAYEHHS




€BpoOmeNCcbKUM KOMITETOM 3 BU3HAUEHHS 4yTAUBOCTI 0 aHTuOioTukiB (EUCAST) BCTAaHOBIIEHO TaKi
rpaHUYHI 3HaUYeHHs MiHiMaJIbHOI IPUTHIYyBalbHO1 KOoHIIeHTpaIil (MIIK) (Mr/m):

Bupu Staphylococcus S=<05R>1
Streptococcus A, B, C,G S=<05R>1
Streptococcus pneumoniae S=<0,5R>0,5
Haemophilus influenzae S=<0,5R>05
Moraxella catarrhalis S<05R>0,5
Enterobacteriaceae S=<05R>1
HeBUpocnenudiyni S<05R>1

['paHuuHi 3HAYEHHS N Vitro BUKOPUCTOBYIOTH [JI IPOTHO3YBaHHS KIIiHIYHO1 €()eKTUBHOCTI
MOKCHUGIOKCAIMHY IIPU CUCTEMHOMY 3aCTOCyBaHHi. Lli rpaHUYHi 3HAaYEHHS MOXKYTh OyTH
HETIPUMHSATHUMU IIPU 3aCTOCYBaHHI JTiIKapChKOT0 3ac00y MicIIeBO B OKO, OCKiIbKY ITPU MiClIeBOMY
3aCTOCyBaHHI BUKOPHUCTOBYIOThCS OibIIi KOHIIEHTpallil Ta Miciesi pisuyuHi/xiMigHi yMOBH MOXKYTh
BIUIMBATU Ha aKTUBHICTH IIpernapary y MiCIll BBE[JeHHS.

YyTnusicTh

Po3noBciopxkeHicTh HabyTOi pe3UCTEHTHOCTI MOXKe 3MiHIOBaTUCS reorpadivyHo Ta y daci ais
BiITIOBigHUX BU[IiB MiKpOOPTaHi3MiB, ToMy 0azkaHO MaTH MiclieBY iH(opMallifo 040 Pe3UCTEHTHOCTI
MiKpOOpraHi3miB, 0COO/IMBO IIPU JiKyBaHHI TSXKKUX iHPEKIN.

[Tpu HeoOXimHOCTI CIifl 3BepHYTHCS 3a IMOpafoIo [0 CcreliaicTa, SKI0 MiclleBa PO3MOBCIOMIKEHICTh
PE3UCTEHTHOCTI € TAKOIO, III0 aKTUBHICTh MOKCU(DIIOKCAIIMHY, TPUHANMHI TPOTH [eTKUX BUIIB
iH(eKIil, € CyMHIBHOIO.

Uy Tnusi BUgK YMOBHO Pe3UCTEHTHI BUIU Pe3nCTeHTHI MiKpoopraHisamu
Aepo6Hi rpaMIIO3UTHUBHI Aepo6Hi rpaMIIO3UTHUBHI Aepo6Hi rpaMHEraTUBHI
MiKPOOPraHi3Mu: MiKPOOPraHi3Mu: MiKPOOPraHi3Mu:

Bunu Corynebacterium, Staphylococcus aureus (cTiviki go |Pseudomonas aeruginosa.
BKJIIOYAIOYU: METULIWIIHY), [HIIIi MIKPOOPTraHi3MHu:
Corynebacterium diphtheriae, |Staphylococcus, Koaryna3o- BigcyTHi.
Staphylococcus aureus HeraTUBHI BUOY (CTiMKi 7O

(4yTIuBi 4O METHUIUIIIHY), METHULIUIIIHY).

Streptococcus pneumoniae, AepoOHi rpaMHeraTHBHI

Streptococcus pyogenes, MiKPOOPraHi3Mu:

Streptococcus rpynu viridans. |Neisseria gonorrhoeae

Aepo6Hi rpaMHeEraTUBHI [HII1i MiKPOOPraHi3Mu:

MiKPOOPraHi3Mu: BigcyTHi.

Enterobacter cloacae,

[Haemophilus influenzae,

Klebsiella oxytoca,

[Moraxella catarrhalis,

Serratia marcescens.

AHaepoOHi MiKpoopraHizmu:

Proprionibacterium acnes.

[HIITi MIKPOOPraHi3Mu:

Chlamydia trachomatis.

[TokmiHiyHi gaHi mono 6e3nexu

Y nponeci JOKITiHIYHUX OOCTiAXKEeHb e(eKTH IIiCig MiCIIeBOr0 3aCTOCYBaHHS B OKO CIIOCTEpIraaucs
TIZIBKY i YaC 3aCTOCYBaHHS [03H, dKa 3HAYHO [IepeBulllyBaja MaKCUMaJbHY 403y AJIS JIIOOUHHY, 110
BKa3ye Ha He3HA4YHY PeJIeBaHTHICTH NIPU KIIIHIYHOMY 3aCTOCYBaHHI.



4K i Ipu 3acTOCyBaHHI iHIMNX XiHOIOHIB, MOKCU(IOKCALIMH TaKOXK BUSBUBCI T€HOTOKCUYHUM in Vitro
y KiiTuHax 6akTepit Ta ccaBuiB. MoxHa poOUTH MPUNYILEHHS 100 IIOPOT'OBOTO PiBHS
TeHOTOKCUYHOCTI, OCKiJIbKY Yy 3HAYHO OibIIUX KOHIIEHTPAIIAX 1Ii epeKTHu MOXKYTh IPU3BECTH IO
B3aeMofil 3 6aKTepiaabHOIO ripa3oio Ta TomoizoMepadoo II y kimiTuHax ccaBiiB. I1if yac mocmigkeHb
in vivo, He3BaXKal04yy Ha BUCOKI 703U MOKCU(DIIOKCAIMHY, KOTHUX NOKa3iB TeHOTOKCUYHOCTI
BUSBJIEHO He 0ys0. TakuM YMHOM, TepaleBTHYHI J03U [ TI0OUHY 3a0e31euyioTh afeKBaTHUMN
piBeHb Oe3neku. 2KOgHUX 03HAK KAHIIEPOTEHHOI Iil MpY JOKTiHIYHUX JOCTiIXKEHHSIX V IIyPiB HE
CIiocTepirasnocs.

Ha Bigminy Bif iHIIKMX XiHOMOHIB, MOKCU(DIIOKCAIMH He ITPOIeMOHCTPYBAB XKOOHUX (POTOTOKCUYHUX Ta
(GOTOTeHOTOKCUYHUX BJIACTUBOCTEY y NMPOIECi PO3MUPEHNX NOCTIAXKEHD in Vitro Ta in vivo.

dapmakokiHemuxka.

[Ticmst MicieBOro 3aCTOCyBaHHS MOKCUDIIOKCAIMH y (popMi 0OUHUX Kparnesnb abcopOyBaBcs y
CUCTEMHUU KpoBooOir. KoHIeHTpaIlito MOKCU(IIOKCaIMHy y IIa3Mi KpoBi Big3Havamu y 21
MOCITiAKYBaHOTO: YOJIOBIKIB i XKiHOK, SKMM 3aKallyBaJiu JTiKapChbKuM 3acib MicieBo B 06uaBa OKa 3
pa3u Ha JeHb npoTiaroM 4 gHiB. CepeHE CTaTUCTUYHE 3HAUYEHHS MaKCUMalbHOI KoHIIeHTpatil (C,,,,)
Ta 3HaYEeHHS 3a/IeKHOCTI KOoHIleHTpalisg/4dac (AUC) y mma3Mi KpoBi cTaHoBUAM 2,7 Hr/Mi Ta 41,9
Hr-roa/mn BipmoBigHo. Li 3HavenHs mpubnmu3no y 1600 Ta 1200 pasiB HUKYI, HiXK cepegHi 3HaUeHHS
C,ex Ta AUC BiATIOBIgHO, PO SIKi MOBIAOMIISAIY IICJIS IEPOPAaJIbHOr0 3aCTOCYBaHHS TepaleBTUUHUX
no3 Mokcugnokcauuny, mo cranounu 400 mr. [Iepion HaniBBUBeAEeHHSI MOKCU(IOKCALMHY i3
na3Mu KpoBi - 13 ropus.

KniniyHi xapaKTepHCTHKH.
Iloka3aHnHs.

Micuese mikyBaHHs 6aKTepiaTbHOTO KOH IOHKTUBITY, BUKJIMKAHOT'0 YYTIMBUMHU 0O MOKCUGIOKCAIMHY
ImTamMaMu 6aKTepii.

s oTpuMaHHS iHGOpPMaIlil 100 BiAIOBIGHOTO 3aCTOCYBaHHS aHTHOAKTepiaTbHUX 3aC00iB OUBITHCS
o(iIiifHi HaCTaHOBH.

IIpomunoka3aHHA.

[TigBuIleHa YYTIUBICTh MO aKTUBHOI PEYOBUHH, iHIIUX XiHONOHIB a00 10 OYOb-IKOT0 3 KOMIIOHEHTIB
mpemnapary.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditii.

IocrmimkeHb B3a€MO[Iii 3 iHIMMMHY JTiKapChKUMH 3acobaMu He ITPOBOAMUIIOCS. BlaeMomist 3 iHIMmMMu
JiKapChbKUMU 3aco0aMy MaJIoMMOBipHA, OCKIIbKY MOKCH(GIOKCAIMH Ma€ HU3bKY CUCTEMHY
KOHIIEHTPAIIil0 ITpK MicileBoMY 0 TaIbMOJIOTiYHOMY 3aCTOCYBaHHi. fKIIO OMHOYAaCHO MPU3HAYal0Th
IeKimbKa 0 TarbMOJIOTIYHUX JIiIKapChKUX 3ac006iB 71 MiClIeBOT'0 3aCTOCYBaHHS, iHTEPBAJ MiXK IX
3aCTOCYBaHHSM IIOBUHEH CTAaHOBUTHU IlIOHaUMeHIe 5 XBUIUH. O4Hi Ma3i CJIif 3aCTOCOBYBaTU
OCTaHHIMU.



Oco6.1ueocmi 3acmocyeaHHsi.

- Tinbku A1 0PTaIEMOJIOTiYHOT0 3acToCyBaHHs. He ms in’ekiriii. 3a60poHSE€THCS
BBE[leHHA IIpenapary ITuToMoKcan®, KpaIIi O4YHi, IUIsTXOoM CyOKOH IOHKTHBAIbHOI iH €KIIil ab0
Oe3nocepegHbO y IEPEHI0 KaMepy OKa.

- Y namieHTiB, SKi IPOXOAWIN CUCTEMHY Tepalliio XiHOJIOHaMHU, CIIOCTePiraaucs Cepruo3Hi,
YacoM JIeTajlbHi, peakilil mifiBUILIeHOI YyTIUBOCTI (aHadinakTUYHi), iHOZi micnsa 3acToCyBaHHS IEPIIOl
no3u. [lesiKi peakliii CyIIpoBOMXKYBaJIACS CEPLIEBO-CYIUMHHOI HEJOCTATHICTIO, BTPATOIO CBiOMOCTI,
AQHTiOHEBPOTUYHUM HAOPSIKOM, BKITIOYaOU¥ HAOPSK rOPTaHi, TTOTKK Ta 00IUY4st, 00CTPYKIIEID
IUXaJIbHUX IUIAXIB, TUCIIHOE, KPOIIUB THKOIO Ta CBepOexkeM.

- IIpu BUHMKHEHHI aneprignoi peakiii Ha npemnapaT LIluToMOKCcaH®, KpaIljli O4Hi,
3aCTOCYBaHHS IIpernapary HeoOximHo mpunuHuTHA. Cepito3Hi rocTpi peakilii migBUIIeHOl Yy TIUBOCTI
Ha MoKcu(oKcaly abo O0yOb-gIKUit KOMIIOHEHT IIbOTO JTiIKapChKOIo 3aco0y MOXKYTh TOTpeOyBaTH
HEeBIIKJIafAHOTO JIiKyBaHHA. [Ipy HagBHOCTI KJIIHIYHUX [TOKA3aHb CJIif] BITHOBUTHU IIPOXITHICTh
OVXaJIbHUX LIIAXIB Ta 3OIMCHUTU KUCHEBY Tepallilo.

- 4K i mpu 3acTocyBaHHI iHIIMX aHTUOIOTUKIB, TPUBaJjle 3aCTOCYBaHHS IIpenapaTy
IluToMOKCaH ", KpaIi 04Hi, MoXKe IPU3BECTH [0 HAaAMIPHOTO POCTY HEUyTIMBUX MIKPOOPraHi3MiB,
BK/TI04ai0ouy rpubu. [Ipy BUHMKHEHHI cynepiHdeKii CIIif MPUNMHUTY JIiIKyBaHHS Ta IPU3HAYUTI
BIOIIOBIAHY Teparito.

- [Tpu cucteMHil Tepamil PTOPXiHONIOHAMY, ¥ TOMY YUCJIi MOKCU(IOKCALIMHOM, MOXKe
BUHUKATH 3allajIeHHS Ta PO3PUB CYXOXKUJIS, 0COOIMBO Y Malli€eHTiB JIITHHOTO BiKy, @ TAaKOXK IIpU
OZHOYACHOMY 3aCTOCYBaHHI 3 KOPTUKOCTepoigaMu. [Ipy mepmux o3HaKax 3alajleHHs CyXOXUIIII
NiKyBaHHS i3 3aCTOCYBaHHAM IpenapaTy LiuToMokcas®, KpaIlli O4Hi, CIIiJ IPUIHHUTH.

- He pekoMeHOyeThCS HOCUTH KOHTAKTHIi JIiH3M IIif Yac JiKyBaHHS 3amnaieHb/iHpeKIin
OKa.

- [TpenapaT He IpU3HAYalOTh AiTAM BIKOM [0 2 POKIB AJIS JIIKyBaHHSA 3aXBOPIOBaHb OYEH,
BUKIUKaHUX Chlamydia trachomitis, OCKinbKM UOT0 Iif HE HOCTiAXKYyBasach y Iil KaTeropil
nauieHTiB. [IiTy BiKOM Bif 2 POKIB i3 3aXBOPIOBaHHSAMU O4Yel, cupuuuHeHuMu Chlamydia trachomitis,
IIOBUHHI OTPUMYBAaTH BiATIOBITHE CUCTEMHE JIiKyBaHHS. HOBOHapO#KeHi NOBUHHI OTPUMYBaTH
BifITIOBigHE CUCTEMHe JiKyBaHHS y pa3i ypaxKeHHS o4el, cripuunHeHoro Chlamydia trachomitis a6o
Neisseria gonorrhoeae.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pyodoto.

PenponovkTuBHA GOVHKIIIS

HocnifgXKeHb BINIUBY IIpenapaTy Llutomokcan®, KpaIljll OYHI, Ha PeNPONYKTUBHY DYHKIIIO TIOOWHY
IIpU MiCLIEBOMY 3aCTOCYBaHHI He IPOBOIUIIOCE.

I[Tpo xkopnHi nobiyHi peakiii 3 60Ky penponyKTuBHOI PyHKIII 4010BiKiB ab0 XKiHOK ITif Yac
3aCTOCYBAHHS Kpalejilb OYHUX i3 MOKCH(ITOKCAIMHY TiIpPOXIOPUIOM HE TIOBiHOMIISIIOCS.

BariTHicTBb

OcCKinbKM ageKBaTHUX Ta f06pe KOHTPOJIbOBAHUX JOCIIiIZKeHb 3aCTOCYBAHHS MperapaTy BariTHUM



JKiHKaM He MIPOBOOUIIOCS, TiIKapChKUM 3acib ITuToMoKcaH” He cif, 3aCTOCOBYBATH IIif] YaC BariTHOCTI,
3a BUHATKOM THUX BUIIaKiB, KOJIU O4YiKyBaHa KOPUCTh BiJl 3aCTOCYBaHHSA IIpelapaTy A MaTepi
IlepeBUILy€E TOTEHIINHUY PU3UK OJIA [JIOHA.

[Tepion rogyBaHHSA TPYOOIO0

Hesigomo, uu BUAiNA€THCA MOKCH]IIOKCAIMH ab0 10ro MeTaloliTi y TPyIHE MOJIOKO. Y
IOCTiMKEHHSIX Ha TBapuHaX OyJI0 BUSIBIIEHO HU3bKUM PiBeHb €KCKpeIlil MOKCU(IIOKCALIUHY TPH
IepopanabHOMYy 3acTocyBaHHi. CIIiff 3 06epeXHiCTIo MpU3HadYaTH JIiKapChKuil 3aci6 LiutoMokcan”
XKIHKaM, fKi FOAyITh I'PYAI0.

30amuicmb eniueamu Ha weudKicmb peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexXaHizmamu.

ITuTOMOKCaH ", KpaIlli 04Hi, He BmuBae ab0 Ma€ He3HAUHUI BIIJIMB Ha 3[aTHICTh KepyBaTH
aBTOTPAHCIOPTOM abo iHIMMMYU MexaHi3MaMu. TUMYacoBe 3aTyMaHeHHS 30py a0o iHITi
IIOPYIIIEHHST 30Py MOXKYTh BIIJIMBATH Ha 3MATHICTh KEPYBATH aBTOTPAHCIOPTOM abo iHITUMHU
MexaHi3MaMu. dKIIo 3aTyMaHeHHS 30py BUHUKAE IIif] Yac 3aKalyBaHHS, MMaIlieHTy Heo0XigHo
3a4eKaTH, MOKH 3ip MPOSCHUTHCS, TIEPII HiK KepyBaTH aBTOTPAHCIIOPTOM abo IpallloBaTH 3
IHIIMMY MeXaHI3MaMH.

Cnocid 3acmocyeaHHsi ma do3u.

[t 0TambMONIOTiYHOTO 3aCTOCYBaHHS.

Hopocrni, y ToMy 4HCIIi DallieHTH JIITHLEOTO BiKY

3akamyBaTy 1o 1 Kparmti B ypaxkeHe oko (o4i) 3 pa3u Ha go0y.

3a3Buuay CTaH MOKPAIIYETLCSA MIPOTATOM 5 OHIB, IiC/IS YOTO JIIKyBaHHS CJIif IPOOOBXKYBATH II[e
HACTynHi 2-3 OHIi. fKI0 IpoTarom 5 OHIB JIiKyBaHHS [TOKpallleHHs He CIIOCTePiraeThCs, Cif
IIPOKOHCYJIbTYBATUCS 3 JIiIKapeM [jis YTOUHEHHS AiarHo3y Ta/abo nikyBaHHS. TpHBaliCTh TiKyBaHHS
3aJIeXKUTh Bif] CTyIEeHs TSXKKOCTi 3aXBOPIOBaHHS Ta Bif K/IiHi4UHOI i 6aKTepionoriuHoi KapTUHU
nepebiry 3axBopioBaHHS.

iTH
HeMmae noTpebu y KOpuryBaHHi [03U AJIS IIi€l KaTeropil maiieHTiB.
[NauieHTH 3 MOPYIIIEHHAMU QYHKITI MeYiHKN Ta HUPOK
Hemae moTpebu y KOpuryBaHHi 103U OJIs IIi€l KaTeropil maiieHTiB.

[ITo6 nonepenuTy 3a0pynHEHHS KiHYMKa KpalebHHULI Ta BMICTY (1akoHa, HeoOXiMHO JOTPUMYBATHUCh
00ePeKHOCTI i He TOPKATHCS MOBIK, MPUIETTUX TiITHOK a00 iHIIWX IOBEPXOHb KIHYMKOM (hJIaKOHa-
KpalelbHHUII.

Ins 3anobiranis abcopOiiii Kparens Yepes3 CIU30BY 000I0HKY HOCA, 0COOIMBO ¥ HOBOHAPOAKEHUX



Ta [iTel, PeKOMEHIYETHCS OK/II03is HOCOCIi3HOTO KaHaly MMPOTSTOM 2-3 XBUIKH IICIIsI 3aCTOCYBAHHS
Kparneb.

He gns in’exuiii. 3a00poHSAETHCS BBEOEHHS IIpernapaTy L[I/ITOMOKC&H® IIISTXOM CyOKOH IOHKTHBaIbHOI
in’ekirii abo 6e3mocepeqHLO y IEePeIH0 KaMepy OKa.

Himu.

[Tig 9ac kMiHIYHUX JOCTigXKeHb 04YHiI KparIi 3 MOKCU(MIOKCALIMHOM TiIpOXIOPUAPOM BUSBUIIUCH
0e3MneYHUMU IIPU 3aCTOCYBaHHI AiTSM, BKII0UYal0UX HOBOHAPOMXKEHUX. Y MallieHTiB BikoM 10 18 pokis
3apeecTpPoBaHo ABi MOOiUHI peakIiii: mogpa3HeHHs OKa Ta 0inb B oIli (4acToTa BUHUKHEHHS - 0,9 %).
IuB. Tak0XK po3min «OcoO6nMMBOCTiI 3aCTOCYBaHHS».

Ilepedo3yeanHs.

3BaxKamy4y Ha XapaKTePUCTUKHU ITperapaTy, He O4iKyeThCS TOKCUYHOTO e(peKTy B pasi

nepero3yBaHHs IIPU 3aCTOCYBaHHI ITpernapaTty B 0KO a00 TPy BUIIaIKOBOMY KOBTaHHi BMiCTy OOHOTO
(dbmakoHa.

Io6iuni peakuii.

[Tig yac KMiHIYHEX HOCTiAXKEeHb HaUOMKPEHIIIMMY MOO6IYHUMY peakLisMu Oynau 6inb B oIl Ta
ofipa3HeHHs OKa, SIKi BUHUKanu npubau3Ho y 1 - 2 % malfieHTis.

HuxuyeHaBeneHi mobiuHi peaxkiiii, SKi criocTepiranucs mif 9ac KTiHIYHUX JOCTiAXKeHb Kparnelb 0YHUX
3 MOKCHU(DIIOKCAIMHY TiTpoXOopumoM, KinacudikoBaHO TaKUM YMHOM: AyxKe dacTto (= 1/10), gacTo (=
1/100 mo < 1/10), meuvacTto (= 1/1000 go < 1/100), pigko (= 1/10000 mo < 1/1000) Ta gyxke pigko (<
1/10000). ¥V koxHi#t rpymi mobiuHi peakiii mpeacTaBieHi y MOPSAKY 3MEHIIEHHS 1X CTyIeHs
TSAXKKOCTI.

Cucrema opraHiB [ToGiuHi peaknii 3rigao 3 MedDRA (Bepcist 15.1)
3 00Ky KPOBOHOCHOI Ta JiMGaTu4HOol PinKo: 3MeHIIIeHHS PiBHS reMorio0iny.
CHCTEMU
3 60Ky HEPBOBOI CHCTEMU HevacTo: TONoBHUI Oifb.

Pimko: mapecresis.




3 00Ky opraHiB 30py

JacTo: O6ink B o11i, Mogpa3HEeHHS OKa.

HeuyacTo: TOUKOBUY KepPaTUT, CHHAPOM CYyXOTO 0Ka,
KOH IOHKTHBaIbHUY KPOBOBUJIUB, TillepeMis
KOH'IOHKTHBH, TimepeMis oka, cBepOixk oKa, aHOMallbHa
YYTIIUBICTH O4Yel, HaOpPSK MOBIK, BigUyTTS
N1CKOM(MOPTY B OLIi.

Pinko: medekT emiTesiio poriBKY, IOpPYyIIeHHS 3 00Ky
poTiBKY, 3a0apBIEHHS POTiBKM, KOH IOHKTHBIT,
GriedapuT, IPUNYXIICTL OKa, Oinb y mOBiKax, HaOPSK
KOH'IOHKTHBHY, 3aTYMaHEHHS 30Dy, 3HUKEHHS F'OCTPOTH
30pY, aCTEHOIIis, IopyIIeHHs 3 00Ky MOBIK, epuTeMa
MOBIK.

3 00Ky pecnipaTOpHOi CHCTEMH,
TOpaKasbHi Ta MemiaCTUHAJbHI
OPYILIEHHS

Pigko: BiguyTTs OUCKOM(OPTY B HOCI,
(dapuHroNnapruHreanbHui Oiflb, BITYYTTSI CTOPOHHBOTO
Tina (y ropii).

3 60Ky TpPaBHOI CUCTEMHU

HeuacTo: mucressis.
Pinko: OyroBaHHS.

3 00Ky MediHKHU Ta JKOBUOBHBITHUX IIIAXIB

Pigko: mipBUINeHHS PiBHS ajlaHiHaMiHOTpaHCcepasH,

MiOBUINIEHHS PiBHS raMMa-TII0TaMinTpaHcdepasmu.

Y nepiop micnsgpeecTpaliiitHoro crocTepekeHHs Oyau BUSBIEHI 0ogaTKOBI mo0iyHi peakmii. OMiHUTH
YacTOTy IX BUHUKHEHHS HEMOXKJIMBO. Y MexXKax KOXKHOI CUCTEMU OpraHiB 1mobiuHi peakiril
IpefCcTaB/eHi B MOPSOKY 3MEHILIEHHS 1X TSXKKOCTI.

Cucrema opraHis

[To6iyHi peakmii 3rigao 3 MedDRA (Bepcist 15.1)

3 00Ky iMyHHOI CHCTEMHU

[TigBUIlleHa YYTIUBICTh.

3 00Ky HEPBOBOI CHCTEMU

3amamMopoYeHHS.

3 00Ky opraHiB 30py

Bupa3KoBUM KEPATUT, KEPATUT, MTiABUIIIeHA
crmbo30Teda, GoTodo0iss, BUTiTEeHHS 3 04YeH.

3 60Ky CepIieBOl CUCTEMU

[TprcKopeHe ceplrebuTTs.

Me[iaCTUHAJIbHI OPYIIEeHHS

3 00Ky pecmipaToOpHOi CHCTEMH, TOpPaKasbHi Ta |IucIHOe.

3 00Ky TpaBHOI CUCTEMHU

Hypora.

3 00Ky LIKipM Ta MifIIKipHOI TKAHUHU

EputeMa, cBepOixK, BUCHUII, KPOIIUB' STHKA.

Y nanieHTiB, sKi IPOXOAWIN CUCTEMHY Tepallilo XiHOJIOHAMHU, CIIOCTePiraaucs Cepruo3Hi, iIHKOIU
JleTaIbHi peakiiil mifiBUIIeHOl YyTIUBOCTI (aHa(inakKTUYHi), iIHKOIY - MiC/Is 3aCTOCYBAaHHS MIEePIIOL
no3u. [lesiKi peakliii CyIIpOBOMXKYBaJIACS CEPLIEBO-CYAUHHOI HEJOCTATHICTIO, BTPATOIO CBiIOMOCTI,
IIyMOM y ByxaX, HaOpsSKOM I'TOTKY ab0 06/1uyysi, OUCITHOE, KPOIIUB' THKOI0 Ta cBepOexeM (IuB.

po3min «Ocob6IMBOCTI 3aCTOCYBaHHS»).

3amnaneHHs Ta PO3PUBU CYXO0XKUJIb MOXYTb BUHUKATH IIPXA CUCTEMHOMY 3aCTOCYBaHHI (PTOPXiHOJIOHIB.
HocrnigXeHHS Ta TOCTMapKEeTUHIOBUY JOCBif 3aCTOCYBaHHS CUCTEMHUX XiHOJIOHIB BKa3yIOTh Ha Te,
110 PU3UK BUHUKHEHHS TaKUX PO3PHUBIB MOXKe 30iIbIIyBaTUCS y TALli€HTIB, SIKi OTPUMYIOTh
KOPTHKOCTEPOiTH, 0COONMMBO Yy MAIiEHTIB JIITHLOTO BiKY, Ta MPY BEJIUKOMY HaBaHTAaXKeHHi Ha
CYXOXKUJIJIS, BKJIIOYAIOYH axiJiZIoBe CYXOXUIIA (OUB. po3in «Oco6IMBOCTI 3aCTOCYBAHHS»).

[ToBimomIeHHs PO Mimo3poBaHi Mo6iYHi peakirii

[ToBimomeHHs mpo no6iuHi peakilil micis peecTpallii TikapchKoro 3aco0y Ma€ BaXK/IuBe 3HaAYEHHS.
Lle mae 3MOr'y IPOBOOUTHA MOHITOPUHT CIIIBBiIHOIIEHHS KOPUCThH/PU3UK IIPU 3aCTOCYBAHHI LIbOT'O




JIiKapCchKOro 3aco0y. MeguuHUM Ta (hapMalleBTUYHUM IIpalliBHUKAM, a TaKOX IallienTaM abo ix
3aKOHHUM ITPeCTaBHUKAM CJIi[] TOBiTOMJISITH TIPO YCi BUITAAKK MiI03PI0BAaHUX MOOIYHUX Peakiii Ta
BifmCyTHOCTI e(peKTHUBHOCTI TiKapchKoro 3aco0y yepe3 ABTOMATH30BaHY iHGOPMAIliliHy CUCTEMY 3
(dapMmakoHarisAgy 3a nocuiaaHHAM: https://aisf.dec.gov.ua.

Tepmin npudamuocmi.

3 poku. TepMiH nmpumaTHOCTI mics po3KpUTTs prakony 28 mib.

He 3acTocoByBaTu npemnapart Iic/isl 3aKiHYeHHS TEPMiHY IPUOATHOCTI, BKa3aHOI'0 Ha yIaKOBIIi.

YMoBu 30epiranHsi.

30epiraTu B OpUTiHANbHIN YIIaKOBI Ipu TeMIepaTypi He Buie 25 °C.

36epiraté y HEOOCTYIIHOMY IJIST OiTe# MicCIIi.

YnakosBka. I1o 5 M y ¢nakosi. [To 1 ¢pnakory B nauiii.

Karteropis Bigmycky. 3a pelenToM.

Bupoouuk. AT «®apmak».

Mice3HaxoaKeHHs1 BAPOOHHKA Ta afipeca MicCIisi MPOBAi2KeHHsI HOTO Tis/TbHOCTI.

Ykpaina, 04080, m. Kuis, Byn. Kupunisceka, 74.



