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IHCTPYKIIA
JJIST MEAHYHOTO 32CTOCYBaHHHA JIKApPChKOI0 3aco0y

NEKCA-TEHTAMILAH
(DEXA-GENTAMICIN)

Crnao:

ditoui pevoeuHL: NEKCAMETA30Hy HATPIIO docat, regraminuny cyrb(ar;

1 MJI po3uMHY MICTHTh 1 MI' JEKCAMETasOHy Harpito pocdary ta S Mr regTamMinuay cyisdarty (o
eKBiBATEHTHO 3 MT TEHTAMIIIHHY);

donomiscii pewosuny: OEH3ATKOHIIO XTOPHT, kaniro murigpodocdat, Kamio rizpodocdar, HaTPiIO
XJIOPHU, BOJAA IJIL 18’ eI,

Jikapeska dopma. Kpari ol
Ocrogni (izuxo-ximiuni 61aCMUEOCHI rposzopuil 0e30apBHIH PO3HHH.

(dapmakoTepaneBTH4HA rpyma. 3aco0H, 1110 3aCTOCOBYIOTECS B o TasIEMOJIOr 1. KopTHKOCTEPO1IH
y koMOiHanii 3 TPOTHMiKpOGHMMHE IpenapaTam.

Kox ATX S01C AO1.

dapmaronoziuni 61acMUEOCNI.
DapMaKoOUHAMIKA.
[enraMilgH — e OaKkTepuIUAHHH aHTHOIOTHK TpyIH AMIHOTTIKO3MIIB, AKHH € CYMIIINIO
comnonenTie remraminmay Cl, C2 rta Cla, nonibrux 3a XIMI4HOIO CTPYKTYpor. MexaHisM
GaKTepUIMIHOL il TeHTAMILMHY IPYHTYETHCH HA po3iiani 0l0CHHTE3Y poTeiHiB y OaKTeplalbHuX
pubocoMax 3a paxyHOK s3aemomii 3 MPHK Ta HacTymHOro iHri0yBaHH: TPaHCIIALI.
UyTIuBicTh 40 [il FEHTaMILHHY 3arajioM MiATBEpIKEHa A HACTYITHHX MiKpOOpraHi3MiB:
- aepo0Hi TpaMIO3HTUBHI mikpooprauismu:  Bacillus  spp., Corynebacterium  spp.,
Staphylococcus aureus (METHITWITH -y TIIHB] ITTaMH);
- aepoOHi rpaMHEraTHBHI mikpooprasizmu: Acinetobacter baumannii, Acinetobacter Iwolfii,
Haemophilus influenzae, Haemophilus parainfluenzae, Enterobacter cloacae, Escherichia coli,
Klebsiella oxytoca, Klebsiella pheumoniae, Moraxella catarrhalis, Proteus mirabilis,
Pseudomonas aeruginosa, Serratia marcescens.
V toif ke vac mpu IHGOIKYBaHHI JICAKUMH MiKpOOprafi3MaMy JIKyBaHHS MOXE BHABMTHCA
_ Hee()eKTUBHAM UEPE3 PO3BUTOK pesucTeHTHOCTI. Jlo X MiKpOOPraHi3MiB HaIeKaTh:
- aepobHi' rPAMIO3UTHBHI mixpooprafizmu: Staphylococcus aureus (METHITHTIH-PE3HCTEHTHI
mramu), Staphylococcus epidermidis, Enterococcus spp., Streptococcus spp.; '

- aepobHi rpaMHEraTHBHI Mikpoopra#ismi: Stenotrophomonas maltophilia.



PesMCTEHTHICTE O TeHTaMilyHy HaluacTime OmocepenKosaHa (QepMeHTaTHBHOIO 1HAKTHBALIICIO
AMIHOTKO3MIHOI MONEKYIH, 0 YHEMOMIIUBIIIOE 38’ I3y BAHHA apTiGioTHKA 3 pubocoMaMy. lcHye
MIIPOKa . MEPEXPECHA  PE3MCTEHTHICTH regTaMinEHy 3  IHIOEMH  AHTHOIOTHKaMH  KiIacy
AMIHOITiKO2H LB, PO3IOBCIOMKEHICTs HabyTOl PE3HCTEHTHOCTI IO reaTaMilMHy MOXKE 3HAYHO
BiPI3HATHCS 3a7IEKHO Bijl MICIEBOCTI T4 ¥acy.

JlexcameTa3od — e  MOHO(TOPKOPTHKOCTEPOIX 3 BHPDKEHUMH IIPOTHACPTIUHHMH,
IpOoTH3ANATEHIMY Ta CcTabimisyroduMu MeMOpaHu BIaCTHBOCTAMH, AKHIT TakoX BIUIMBAE Ha
MeTaGoisM ByTIeBOAIB, Olikie Ta nimigie. [lekcameTasoH HE Mac AKTHBHOCTI, [PUTAMAHHOL
MIHEP@IKOPTHKOCTEPOIAAM.

KopruxocTepoinu, TomidHI A0 AeKCaMETa30HY, MIOTh LITSXOM AKTHBAI(l TPAHCKPHIILL IyTIHBHX
reniB. IIpoTH3ananbHui, IMyHOCYIPECHBHAN] Ta aHTHIpOIipepaTHBHEA epexTy KOPTHKOCTEPOIiB
YACTKOBO 3YMOBJIGHI 3MEHIIEHHAM YTBOPEHHS, BUBLILHEHHS Ta AKTHBHOCT] 3aNalbHAX MeIiaTopiB
Ta iHriGyBagHsM cnenuiuHux GyHKNi i Mirpanil KIITHE, 3AIYICHHX Y IPOLEC samanennsa. Kpim
TOTO, MOXIIHBO, IO KOPTHKOCTEPOiNH iHribyIoTE AKTHBHICTH cencubimizopanux T-miMbOUATIE T2

Makpodaris Ha KIiTHHaX-MIIIeHIX.

DapmaKoxiHemuxd.

[licis MicHEBOr0 3acTOCYBAHHA, 3&JIEIHO BiJl UACTOTH HAHECEHH, Y KOH’FOHKTHBI Ta pPOTIBII
JOCHATAIOTHCS  DAKTEPMIMAHI KOHIEHTPALil repTaMinuey. [licns 9acToro 3acTOCYBaHHA HA
3aaNeHOMY OIi TeparmeBTHYHO AKTHBHI KOHIIEHTpAIl] TaKOK JOCATATECA ¥ BOISHHCTIH BOMO31.
[Ipy odHTATEMOJOTIIHOMY 3aCTOCYBAHH] HE OUiKyETHCS POBUTKY SBHIL CHCTEMHO} abcopbuii, i O
MOIJTH TPU3BECTH JIO AOCATHCHHS DPIBHIB reHTaMilAHY Y CHpOBATLi KPOBl, BHLIMX 3@ MEXY
IETEeKTYBaHHSI.

JexcameTazoHy HaTpito Qocdar MaibKe He IpOHHKAE Kpisk iHTAKTHHM emiTenii, oXHAaK foro
abcopbLis 3HAYHO 11iABHINYETHCA IPH JanaeHH] 260 TOMKOMKEHH] CITH30BHX 000JIOHOK OXa.
JlexcaMeTa3oH 3B’ A3yeThCS 3 anbOyMIHOM MIAsMH KPOBl ¥ JO303aJIEIKHHIH crioci6. Bionorianuil
nepiof HaniBBHBENEHH ACKCAMETA30HY CTAHOBUTE TOHAK 36 TOHH, TOMY BIH MOYKE PO3FILIAATHCA
SK KOPTHKOCTEpOiA Ayxe Tpupanoi Hil. Japngku TakoMy crocoOy Aii GesmepepsHE WIOACHHE
CHCTEMHE 3aCTOCYBaHHs JEKCAMETA30Hy MOXKE CIPHIHHATH ABHIA aKyMyJsiii Ta epeRo3yBaHHs.
Cepenmifi (cupoparkosuit) Iepion HATiBBMBEIEHHS JEKCAMETa30Hy Yy MHOpPOCIHX CTaHOBUTH
npubnusno 250 xpumun (* 30 xBiIEH). JlexcaMeTasoH 9acTKOBO MeTabomi3yETRCS 1 BUBORUTBCH
[EPEeBAYKHO HUPKAMH Y BHINLI BLIBHOTO CHHPTOBOTO oXimgHoro mexcamerazomy. MerabomiTH

JeKCaMEeTA30Hy TAKOX BUBOITECS IEPEBaHO HAPKaMy y BUIVIAL roKypoHaris aGo cynbhartis.

Kniniuui xapakTepuCcTHKH.
Hoxazauna.

e 3amaneHHS IEPEJHBOTO CErMEHTA OKa I3 CYIYTHIMH IHOEKUIAHIMY 3aXB0PIOBAHHAMH,
CIPHYHHEHAME OaKTepiabHUMU IITAMaMU, TYTIHBEMHA JIO redrtaMingyy, abo 3 PU3UKOM
PO3BUTKY OaKTepialbHIX indexmii;

o amepriudi 3amaleHHS NEpPEfHbOTO CETMEHTa OKa, MIO CYIIPOBOJKYIOTECA GaKTepiabHoIo
cynepindeKiiero.

Hpomunokazanna.
o TinepuyTiuBicTs A0 AFOUUX PEUOBUH a60 0 OYIB-aKKX FOMOMDKHEX PEUOBHH IPeHapary,
o emiTemianbHuN replreTHUHI KepaTuT Ta iHnI BipYCH] 3aXBOPIOBAHHS OKa;
e paHM TA BHPA3KOBI yPaXKEHHH POTIBKH; ‘ '
®  3aKPHTO- Ta BLAKPHTOKYTOBA IIIayKOMA;
e OumHHlt TYOEPKYIBO3;



¢ TrpurbKoBi a00 BHUKIIIOUHO DakxTepianbHi iHdexnil oxa.

B3aemodia 3 inuum ikapceKumu 3acobamu ma inui eudu 63acmooii.

CrienialbHAX A0CIIpKeHD JHKAPCHKUX B3AEMOIH Mpenapary He HPOBOIRIOCE.

Kminiveo 3HauyImi TiKapcski B3acMo il reHTaMilluHy He BigoMi.

OxNHOYACHE 3aCTOCYBAaHHS O(TATEMONOITYANX IIpenapaTiB (eKCaMeTa30Hy 3 aTPONIHOM Ta IHIIAMHE
aHTHXONIHepriunuMu  3acofaMy  MOXKE  OPH3BOMHTH 10  JORATKOBOIO TiABHINSHHS
BHYTPIITHEOOUHOTO THCKY.

[Ipz opHOYacHOMY 3acTocyBaHHi mpemapary [lexca-I'eHTaMiumy 3 IHIIHMM ~ MICIIEBHMHU
O(TAIEMONOrTHEME TIPETAPATAMH CILII BUTPHMYBATH 1 5-XBHIHHHUE IHTEPBAT MK HAHECEHHAMM.

Ocobnueocmi 3acmMocysania.

Ilepen saxanyBaHHAM O4YHEX Kpamenb Jlexca-TeHTaMmildH CHIA 3HIMATH KOHTaKTHI JIH3H |
[IOBTOPHO BCTABJIATH iX He paHilre HDK wepes 15 XBUKH IIC/s 3aCTOCYBAHHA [IPenapary.
KoprcTysatucs M’ AKEME KOHTaKTHHME JTIH3aMH M Yac JIKYBaHHS IIPEMaparToM He NO3BONACTRCA,
OCKifIbKH @O CKJIamy Ipernapary BXOJWTh OCH3ANKOHIKO XJIOPHJ, SKUH MOXKE CUPHIHHATH
IoApasHeHHs ouelt 1 3HeOapBITEHHs M’ IKHX KOHTaKTHHX JIH3.

OCKi/bKH TPHBAZE NIKyBaHHS KODTHKOCTEPOINaMM MOJEe CHPUYHHATH OGOPOTHE 3DOCTAHHS
BHYTPIITHEOOUHOrO THCKY (rnayxoma) abo HeoOOpOTHE YTBOPCHHA KaTapaKTi, IIpH 3aCTOCYBaHHI
nperapary oray 10 [HIB [IOCHINE CHif PErylApHO NEPEBIpSTH BHYTPIUIHBOOUHHH THCK Ta CTaH
oueil marieHTa.

V paszi po3BMTKY peaKiiff rirepuyTIHBOCTI INf HYac 3aCTOCYBAHH: Npelapary CNTif HeratHo
TIPUIHHATY JTIKyBaHHS.

V BUITAIKY 3aXBOPIOBAHE, 10 CHPHYHHAIOTh NOTOHIIEHHS POTiBKY, 3aCTOCYBAHHL NIPErapaTy MOXe
IpH3BeCTH 110 I nephoparii.

Tlpu 3acTOCYBaHHI IpENapary MOXKE 3pOCTATH PH3NK PO3BHTKY FPHOKOBMX abo BIpycHHX (KEPaTHT,
CIpHUMHEHUH herpes simplex) 3aXBOPIOBaHb O4YeH.

3acmocysainns y nepiod éazimuocmi abo 200y6anus 2pyooio.

BariTHicTb

Jaui mIOfO 3aCTOCYBAHHS IpenapariB HeKCaMeTrasoHy Ta reHTaMinuHy CyabgaTy BariTHHMH
skigKkaMu obmesxeni. 3 uiel mpuumnn ouni kpamii Jdexca-I'eHTamiluH He criz 3acTocoByBaTH Yy I
TpAMECTpi BATITHOCTI, a BHPOJOBX TOAATBLIOTO TEPMIHY BariTHocTl IIpemapar MOXHa
38CTOCOBYBATH JTHIITE MCIA PETENLHOT OLiHKH epeBar Ta PH3HKIB TaKOr0 3aCTOCYBaHHA.
["onyBaHH TPYALIO

IIpy micueBoMy oQTATEMOTOTIYHOMY 3aCTOCYBAHHI JEKCAMETA3OH MOXKE cucTeMHO abcopbysaTrcs
i IpOHHKATH y IPYIHE MOJIOKO Y EPIOJL FOXYBAHH IPYIIO. Jlo uporo yacy npo IMKiAJHBHH BIUTHB
Tpenapary Ha HEMOBIAT, SKi 3HAXOASTHCS Ha TPYIHOMY BUTOIOBYBAHHI, HE OBLIOMIISLIOCS.

3damuicms GRALGAMU HA WMEUOKICME pearyil npu KepyeaHHi agmOmpaHCcROpmOM abo pobomi 3
IHWUMU MEXAHIZMAMU.

Oppasy Iicld 3aCTOCYBAHHS IpenapaTy MOXK/IHBE KOPOTKOTEPMIHOBE 3aTyMaHE@HHS 30pY, TOMY
Hepel THM K PO3IOYMHATH KepYBaHHI aBTOTPAHCIORTOM a60 poBOTY 3 IHUIMMM MEXAHIZMAMU.
CIILJ 3a4YEKaTH KiJIbKa XBHITHE.

CHOCIH 3aCHOCYSAHHA Ma Q03U.

Tlpemapar 3aKaiyioTh ¥ KOH IOHKTHBANBHIA MILIOK YPAOKEHOrO OKa I10 1 kparwi 4-6 pasis Ha 500y.
Baseuuali TpUBANICTH TiKyBaHHA HE IIOBHHHA NEPEBUINYBATH 2 TROKHI. 3anexHo Bif WiiHI9HOL
KapTHHHE CJiJ MeplofiuHO KOHTPOMNIOBATH €(PEKTHBHICTE MiKyBaHHS Ui TOTO, MO0 BHU3HATUTH
JOULHICTE [HOMOBKEHHS i 3MIHN Tepaltii.



I1pu 3aKamyBaHHI OYHUX Kpallells CIIiJ YHAKATH OyOb-IKOro KOHTaKTy HAKOHEYHHKA KPATIeIbHHULI 3
0KOM a60 HIKIPOrO.

Himu.

Jociny 3acTocyBaHHs O4HHX Kpanens Jexca-I'enTaMinuH 11 TiKyBaHHA DITeH HEMAE.

Ilepeoosysanna.
[Ipo BHUMAAKH IMepeno3yBaHHs He moBimoMisuiocs. [IpH Hale)XHOMY 3aCTOCYBAHHI OYHHX Kparelb
Jexca-I'eHTaMiIH SBHI IIepe10o3yBaHHs a0 IHTOKCHKALll HE OYiKYETECH.

Iodiuni peaxyii.

3 60Ky iMyHHOT cucmemuy: MICIIEB] peakuil rinepdyT/IMBOCTI, HAIPHKIIAL THMYACOBE JIETKE TeYiHH:A
Ta IOKOJNIOBAHHA B OIli, IOJPA3HEHHs, BIMIyTTS Uy>KOPiLHOTO Tila B OLi, KOH IOHKTHBaJIbHA
rirepemis, a TAKOXK KOHTAKTHI alepriuHi peakIlil, o cynpoBOIKYIOTECS cBepOexkeM, HabpskoM abo
€K3EMOIO IOBIK.

3 6oky opeana 30py. THMYAcOBE 3aTyMaHEHHsS! 30Dy, [iJBUINEHHS OUHOTO THUCKY (riaykoma),
HeobOpOTHA KaTapakTa, THMYAcoBl pO3Nagu axkomonaiii, yeeiT, mnepdopamis pOriBKH MpH
ICHYI0UOMY KepaTHTi, I1TO3, MiJipias, CIOBIJIBHEHHS 3aroCHHs paH.

Inghexyii ma ineasii: reprHeTHYNUY KEPATUT, CIIPUYHHEHHH herpes simplex, TpuOKoBI iHdekii oka,
manpuxian cupuauneni Candida albicans, mackysattst ab0 3arOCTPEHHSI CYNYTHIX OaKTepialbHHX
iHexuii poriBky.

V [edKHX MAIi€HTiB 31 3HAUHMMH IIOIIKODKEHHSME POTIBKH Yy JyXKe pIOKICHHX BHIIAIKaX
HOBIIOMIIANIOCS NP0 BHIAAKHM KalbIudikamil poriBkKW, IOB’sM3aHOI i3 3aCTOCYBaHHSIM OYHHX
Kparienn, 10 MIicTATh (ocdaty.

Tepmin npudamnocmi. 3 poKu.
He 3acTocOBYBATH Mic/Is 3aKiHUEHHS TEPMIHY IPUIATHOCTI, 3a3HAUYEHOT0 Ha YHAKOBLII.
3acTocoByBaTH He OiIbIe 6 THIKHIB TICIIS IEPIIOro BIAKPUTTS (aKoHa.

YmoBu 36epiranss.
36epiraTu B OpUIiHANLHIN YIaKoBII IpK Temmeparypi He pume 25 °C.
36epiraTi y HEAOCTYIHOMY JUlsl iTeH MicIi.

YnakoBka.

Ilo 5 MJI PO3YHHY Kpanesib OYHUX Y (IraKoHaX-KpaneIbHHIAX, 3aKPUTHX KOBINaYKaMK 13 KOHTPOJIEM
nepioro poskpusamisa. [1o 1 ¢rakoHy-KkparneIbHHI Y KapTOHHIA KOpOOIIi.

Kateropin Binnmycky. 3a perentoM.
Bupotuuk. YPCAD®APM Apunaiimirrens I'm6X / URSAPHARM Arzneimittel GmbH.
MicnesHaxokeHHs] BUPOGHHKA TA aipeca MicLis POBa/KeHHs H0ro NisIbHOCTI.

Iagycrpiemrpacce 35, D-66129 Caap6proxen, Hivequnna/
Industriestrasse 35, D-66129 Saarbrucken, Germany.

Y3rogxeHo 3 MaTepianamu
PEECTPAUIAHOIO J0CLE

JlaTa 0CTAaHHBOTO TepPerJisiay.
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