Ckian

Oitoua pevyosuHda: 1eBOGIOKCAUHy TreMirigpar;

1 M1 pO34UHY MICTUTH JIeBO(JIOKCALIMHY remirigparty 5,12 Mr y nepepaxyHKy Ha
71eBOGJIOKCAIIUH 5 MT;

0ONOMIidCHI peyosuHu: O€H3aJIKOHiI0 XJIOPUM, HAaTPilo XJI0pud, HaTpito rimpokcung 1N
abo kucioTa xjJopuctoBogHeBa 1N, Boga Oyist iH’€KITiH.

JIikapcbKa ¢opMma

Kpamni ouHi, po34uH.

OcHOBHI (pi3uKO-XiMiuHI 81acMuB0OCMIi: MPO30PUUA BOOHUM PO3YUH KOBTYBATO-
3€eJIeHOT'0 KOJIbODY.

®dapMaKoTepalneBTHYHA rpymna

3aco0bu, 1110 3aCTOCOBYIOThECA B opranbmosnorii. [IpoTumMikpoOHi 3aco6u. OTOPXiHOIOHMU.
JleBodmokcamuH. Kog ATX SO1A EO5.

®dapMaKoJI0riuyHi BJIaCTHBOCTI

dapmakoOuHamika.

JleBo(iokcanuH € L-i3oMepoM palleMidHol TiKapChKOl pe4OBUHHU O(JIOKCAIIUHY.
AuTubakTepianbHy Oito Ma€e mepeBaxKHO L-i3omMep odriokcaluHy.

MexaHi3m 0Oil.

JleBo(iokcanuu — 1ie aHTHOaKTepianbHUM 3aci6 rpynu ¢GTOPXiHOJIOHIB, IKUH
MIPUTHiYy€ aKTUBHICTb OaKTepianbHUX TomoizoMepas Il Tuny — [JHK-ripa3u Ta
ToroizoMepasu IV. [ig neBodoKCcalluHy Y TpaMHeraTUBHUX OaKTePisgx CIIpsiMOBaHa
nepeBaxHo Ha [JHK-ripa3y, a B rpaMIIO3uTUBHUX OaKTepisix - Ha Toroizomepa3sy IV.

MexaHizMu BUHUKHEHHS pe3UucmeHmHOCMI.

[cHYIOTH IBa OCHOBHi MexXaHi3MU BUHUKHEHHS PE3UCTEHTHOCTI 6aKTepil [o
J1eBO(IIOKCALIVHYy, a caMe: 3HUXKEHHS KOHIIeHTpallil IIpenapaTy BCepeaquHi
OakTepianbHOI KIiTHHM a00 3MiHM B HaOopi hepMeHTiB, IMPOTHU IKUX CIIPSIMOBAHA [isd
npenapaty. Taki 3MiHM BUHUKAIOTh BHACIIIIOK MyTallidl y XpOMOCOMAaJIbHUX I'eHaX, AKi
konyioTh [IHK-ripa3y (gyrA and gyrB) Ta Tonoizomepa3sy IV (parC Tta parE; grlA ta
griB y Staphylococcus aureus). IlpyurnHaMy BUHUKHEHHS PE3UCTEHTHOCTI 4yepes



3HUKEHHS KOHIIEHTpallil IpenapaTy BcepenuHi 6akTepiaabHOI KIIITUHUA € 3MiHU
MMOPHUHiB 30BHiINIHKOI MeMOpaHu (OmpF), 1110 3MeHIIye MOXKJIUBICTh TIPOHUKHEHHS
¢TopxiHONOHIB BCcepenuHy rpaMHeraTuBHUX O0akTepiit, abo HacoCH, 1110 CIIPUSIOTh
BIJTOKY Pe4OBUH. PEe3UCTEHTHICTh Yepe3 BifATIK Pe4YOBUH OIlMCaHa Y [IHEBMOKOKIB
(PmrA), cradinokokiB (NorA), aHaepoOHUX Ta rpaMHeraTuBHUX OakTepiii. OKpim
IIbOT0, TIOBIMOMJISIETHCS IIPO OIOCEPEOKOBaHY IJla3MilaM¥y PE3UCTEHTHICTh 10
XiHOJIOHIB (BU3HAYa€EThCA M0 gnr reHa) y Klebsiella pneumoniae ta E. coli.

IlepexpecHa pe3aucmeHmMHicmey.

MoxXJBe BUHUKHEHHS IIepeXpecHol pe3UCTEHTHOCTI MiXK (TOPXiHOJIOHaAMHU.
OnvHUYHa MyTallii He CIPUYMHSAE KIIiHIYHOI pe3UCTEHTHOCTI, ajle MHOXKUWHHI MyTalril
3a3BUYall CIPUUYUHSAIOTh KJIIHIYHY PEe3UCTEHTHICTD [0 BCiX JiKapChKUX 3aC00iB Ki1acy
dbTopxiHOMOHIB. 3MiHM MOPUHIB 30BHIIITHBOI MeMOpPAHU Ta CUCTEMHU BiOTOKY PEUYOBUH
MOZKYTb MaTU IIMPOKY crnelndpiyHicTh cyOcTpaTy, OyTHU CIPsMOBaHi IPOTHU KiJIbKOX
KJjaciB aHTuOaKTepialbHUX 3aCc00iB i MPU3BECTU OO0 BUHUKHEHHS MHOXUHHOI
PE3UCTEHTHOCTI.

I'paHuy4Hi 3HAYEHHA.

['parnnyni 3HayeHHs MIC (MiHiManbHOl IPUTHIYYBaIbHOI KOHIIEHTpPAIlil), IKi
BiIOUIAIOTE YyTJIMBI Ta IIOMipHO PE3UCTEHTHI OPraHi3Mu Bifl pe3UCTEHTHUX 3TiOHO 3
rpaunyHuM 3HadeHHAM EUCAST (European Committee on Antimicrobial
Susceptibility Testing - €BponelcbKUM KOMITET 3 TECTyBaHHS YYTJIMBOCTI JO
AQHTUMIKPOOHUX ITperaparTiB), TakKi:

Pseudomonas spp., Staphylococcus spp., Streptococcus A, B, C, G:
yyTnuBi < 1 Mr/ji, pe3aucTeHTH] > 2 MI/7;
Streptococcus pneumoniae: 4yTiauBl < 2 MI/JI, p€3UCTEHTHI > 2 MI/JI;

Haemophilus influenzae, Moraxella catarrhalis: uytnusi < 1 Mr/n, pe3ucTeHTHi > 1
MT/JI.

Pemta maToreHHUX MiKpOOPraHi3MiB: 4yTauBi < 1 Mr/i, pe3uCTEeHTHI > 2 MI/I.
Cnekmp aHmubakmepiaabHoi Oii.

[TomupeHicTh HaOyTOI PE3UCTEHTHOCTI B OKPEMUX MiKpOOpTraHiaMax MOKe BapitoBaTu
B pi3HUX reorpadiyHUX TOYKax Ta B 4Yaci, ToMmy 6aXKaHO MaTH MiClleBy iH¢pOopMaIliio
IIIOJI0 PE3UCTEHTHOCTI, 0COOIUBO B XOMi IiKyBaHHS TSAXKKUX iHPeKk1iin. OTxke,
pencTaBiIeHa iHdpopMallisi Hagae nuiie IpubIn3HiI KepiBHI BKa3iBKKU Ta peKoMeHallii
1040 MOZKJIMBOI YYTJIMBOCTi ab0 BiACyTHBHOI YyTIMBOCTI MiKpOOpraHiamis go
neBo(IoOKCcalMHy. 3a HeOOXiAHOCTI CJIil 3BEPHYTHUCS 3a KOHCYIbTAlli€lo A0 daxiBIis,



SIKIIIO TOIIUPEHICTh MiCIIeBOl PE3UCTEHTHOCTI CTaBUTh IIif CYMHIB KOPUCTh
3aCTOCyBaHHS JIIKAPCHKOTO IIpernapaTy OIPOTU IPUHAUMHI OesIKUX BUOIB iHPEKITii.

Y HaBepeHilt HUXK4Ye TabIuIl IpeacTaBlIeHi TinbKKU Ti BUAKM OaKTepil, 110 3a3Bu4an
CIIPUYUHSAIOTH 30BHIIIHI iHQEKITiMHI 3aXBOPIOBAaHHS O4el, TaKi IK KOH IOHKTUBIT.

CrnexTp aHTHOAKTEpianbHOI [il - KaTeropil 4yTIUBOCTI Ta XapaKTEPUCTUKHU
pe3ucTeHTHOCTI 3rigHo 3 BuMmoramMu EUCAST.

KaTteropis I: nomupeHi 9yTIuBi BUOAH

AepoOHi rpaMIIO3UTHUBHI MiKpooprauiaMmu

Staphylococcus aureus (MSSA)*

Streptococcus pneumoniae

Streptococcus pyogenes

Viridans group streptococci

AepoOHi rpaMHeraTuBHi MikKpoopraHizmMu

Escherichia coli

Haemophilus influenzae

Moraxella catarrhalis

Pseudomonas aeruginosa (I3omsATH 3 rPOMaAChKUX MiCIIb)

Ianri mikpoopraniamu

Chlamydia trachomatis (ITpu nmikKyBaHHI IaLi€HTIB i3 XJTaMiginHUM
KOH IOHKTHBITOM CJIiZTl OOHOYACHO IIPOBO/IL

CUCTEMHE aHTUMIKpOOHE JIiIKyBaHHS)

KaTeropis II: BUau, 0/is1 SKMX HAOyTa Pe3UCTEHTHICTh M0O2ke CTBOPIOBATH IPo0j1eM

AepoOHi rpaMnIIO3UTHBHI MiKpoopraniaMmu

Staphylococcus aureus (MRSA)**

Staphylococcus epidermidis

AepoOHi rpaMHeraTuBHi MikKpoopraHi3zmMu

Pseudomonas aeruginosa (I3omsATHU 3 MiKapeHb)

* MSSA - mitamu Staphylococcus aureus, 9yTIUBI 4O METUILUJIIHY.
** MRSA - mitamu Staphylococcus aureus, pe3uCTEHTHI O METULUJIIHY.

IaHi 3 pe3UCTEHTHOCTI, ITpeACcTaBleHi y Tabuili, 6a3ylTbCSA Ha pe3yJbTaTax
0araToleHTPOBOTO CIIOCTEPEKYBAIBHOTO JOCIIAXKEeHHA (0pTabMOJIOTiUHEe
OOCJIiA>KEeHHsI) 3 IOIIMPEHOCTiI PE3UCTEHTHOCTI cepeq i30/5TiB 6aKTepiil, OTpUMaHUX
Bif mallieHTiB 3 oYHUMHU iHpeKIisMu B HiMmeuunni, yepBeHb - nuctonapg 2004 poky.

MikpoopraHiamu Kinacu@dikyBanu K 4yTJINBi 00 1eBoQIOKCaIlMHY Ha MigCTaBi
YyTIUBOCTi, BU3HAUEHOI in Vitro, Ta KOHIIEHTpAlli! y mJ1a3Mi KPOBi IMicJIgd CUCTEMHOI



Teparii. I[Tpu MiciieBoMy 3acTOCyBaHHi Oynu OOCSITHYTI OifbIll BUCOKiI MaKCUMaJlIbHi
KOHIIEeHTpallil, HiXK y IjIa3Mi KpoBi. [IpoTe HeBimoMoO, Yu MOXKe KiHeTHKa IIpelapaTry
IIic/Isl MiCIIeBOTO 3aKallyBaHHS B OKO 3MiHUTHU aHTHOaKTepiaJabHY [ii0
J1eBO(JIOKCALUHY, i AKUM YHUHOM.

ITauienmu dumsauoeo BiK).

dapMakoguHaMiyHI BJIaCTUBOCTI OOHAKOBI y JOPOCIIUX Ta OiTeur BiKoM Bif 1 poky.
dapmaKoKiHemuKa.

[Ticns 3akanyBaHHSA B 04i ieBodiokcaliuH nobpe 30epiraeTbCcs y CIIi3HiM MITiBIIi.

Y xomi mocnimKeHHS 3 y4acTiO 3[I0POBUX JOOPOBOIIBIIB CepenHi KOHIIeHTpallil
J1eBOGJIOKCALIMHY Yy CJIi3HiA IIiBIli, BUMIpSAHI 4yepe3 4 i 6 TOOUH ITiCJIg MiCIIeBOTO
3acTocyBaHHs, ctaHoBuiIu 17,0 i 6,6 MKr/mi BigmoBigHO. Yepe3 4 TOOQUHUA IIiCTISA
BBEMIEHHS OO3HU Yy II'SITU 3 IIECTU AOCIiAXKYBaHUX TOOPOBOJIBIIIB KOHIIEHTPAllil
CTaHOBUIU 2 MKT/MJI ab0 BuIlle. Y YOTHUPHOX i3 MIECTU OOCIigKyBaHUX JOOPOBOJIBIIIB
IIs1 KOHLIEHTpallisl CocTepirasach 1 yepe3 6 TOOUH IiCJid BBEOEeHHS JO3MU.

KoHneHTpanito 1eBodoKcalvHy y IIjIa3Mi KPOBi BUMipIOBanu y 15 30O0poOBUX JOPOCIUX
nOOPOBOMBIIB y Pi3Hi MOMEHTH Yacy BIPOHOBXK 15-IeHHOTO KypCy JTiKyBaHHS
npemnapaTtoM. CepeqHs KOHIIEHTpallisd 1eBO(IOKCAlMHY Y IJIa3Mi KpoBi yepes 1
TOOUWHY IiCJIs 3aCTOCYBaHHA [03U BapitoBasa Big 0,86 Hr/min y geHs 1-i oo 2,05 Hr/Mit
Ha geHb 15-11. HaliBuilla MakCcUMalbHa KOHIIEHTPAIlid 1eBodIoKcaluuay — 2,25 HI/MII
— Oyna 3adikcoBaHa Ha AeHb 4-U MicJid ABOX OHIB 3aCTOCYBaHHS [O3U KOXKHi 2 TOOUHU
(3aramoMm 8 go3 Ha go0y). MakcuManbHi KOHIIEHTpallil 1eBo(IOKCAIIUHy 30iTbIIUIINCS
Big 0,94 ur/mn y mess 1-u go 2,15 uHr/Mmn Ha geHs 15-i, mo y 1000 pa3ziB MeHI1IIe, HiXK
KOHIIeHTpallil, IPO AKi IOBIAOMJISJIH ITiCJIg 3aCTOCYBaHHS CTAHOAPTHUX II€POPaIbHUX
003 J1eBO(JIOKCaIUHY.

Kon1eHTpaltil 1eBodoKcauHy B IIJ1a3Mi KPOBi, 110 OyJIX OOCATHYTI Iiciis
3aCTOCYBaHHS4 IIpenapary B ypaXXeHe OKO, HEBIOMI.

IToxa3aHHSA

MicueBe miKyBaHHS y IalliEHTIB BiKkoM Bifi 1 pPOKYy 30BHiNIHiIX 6aKTepialbHUX OYHUX
iHpeKIiN, CHPpUYNHEHUX MIKpOOpTraHi3aMaMu, YyTJIMBUMH 00 J1€BO(IIOKCAIINHY.

IIporunnoka3aHHs

lnep4yyTnuBiCTh IO aKTMBHOI PE€YOBUHU J1€BO(MIOKCAINHY, ITiABUIIeHa Yy TIUBICTh OO
iHITMX XiHOJIOHIB @00 Mo Oyab-IKOr0 3 KOMIIOHEHTIB ITpemnapaTy, HallpuKiaa
OeH3aJIKOHiI0 XJIOpUAy.



B3aemMogisi 3 iHIIMMH JTiKapChbKHMH 3ac00aMH4 Ta iHIII BHIH B3a€MoOil

He npoBogunu crneniaJabHUX OOCHIAXKEHD MI0O0 B3aEMOZI1 ILOTO IIpenapary 3 iHIIUMU
JIIKaMuU.

OckinbKy MaKCHUMaJlbHI KOHIIEHTPaIlil TeBO(IOKCallMHy Y IJIa3Mi KPOBI ITiCiisa
3aKallyBaHH4 B od4i moHarvMeHmie y 1000 pa3iB MeHIIi 3a Ti, 110 CIOCTEPiraanucs micus
CTaHOAPTHUX IIepopaibHUX J03, TO B3aEMO/il, 3a3HaYeHi OJIsi CUCTEMHOTO
3aCTOCYBaHHS, HaBPsA 4u OyOyTh KIiHIYHO 3HAYYIIMMU IIPU 3aCTOCYBaHHI KpamneJsb
ouHux JIeBoOHeKCT.

ITauienmu dumasAuo20 8iK}y.

IocmimkeHHs 1100 B3a€EMO/Iil TiKapChKUX IIpenapaTiB He IPOBOUIN
Oco00/1MBOCTi OO0 3aCTOCYBaHHSA

[IpemapaT He MOXKHa BBOOWTH ITifi KOH IOHKTUBY. PO34MH He CJIifi BBOOUTHU
0e3mocepenHbo y IepeaHIo KaMepy OKa.

Ak iy pasi 3acTocyBaHHS iHIIUX ITPOTUiIHMEKITIMHUX JTiIKapChbKUX 3aco0iB, TpUBaJse
3aCTOCYBaHHS MOXKe IIPU3BECTU B pe3yJIbTaTi 40 HaAMIPHOTO PO3MHOXKEHHSA
HeUYyTIUBUX MiKpPOOPTaHi3MiB, y ToMy 4yucji rpubiB. [Ipu moripiieHHi cTaHy nallieHTa
yepe3s iHdekIriro abo y pasi BilCyTHOCTI KITiHiYHOTO ITOKpaIleHHs BIPOI0BK
BIAIIOBIOHOIO IIepiony Yacy CIHif IMPUIUHUTHU 3aCTOCYBaHHSA IIpenapaTry Ta po3modyaTu
arlbTepaTUBHUMN METO[ JIIKyBaHHA.

3a KJIiHIiYHUMY ITOKa3aHHSMH CJIi] IPOBECTU 00CTEXKEeHHS MalliEHTa 3 BUKOPUCTAHHSIM
30isbITyBaIbHUX ITPUIAiB, HanpuKian 0i0MiKPOCKOIIiI0 3 BUKOPUCTAHHSAM HIiTMHHOL
JlaMII¥ Ta, Ipu notpebi, papObyBaHHSA QIyopeCcleIHOM.

3acToCcyBaHHS CUCTEMHUX (PTOPXiHOJIOHIB OB sI3YIOTh 3 BUHMKHEHHSIM pPeakIin
rinepyYyTAMBOCTI, HABiTh ITiCJI 3aCTOCYBAaHHSA Pa30BoOl 003u. [Ipu mosBi aneprigyaol
peaxkiiil Ha 1eBo(IOKCallH 3aCTOCYBaHHS MpenapaTy CIif IPUOUHUTH.

[Tpu cucteMHiu Teparmil pTopxiHoMIOHaMH, BKII04Yal04U JIeBO(PIIOKCAIIUH, MOXKYTh
BHHUKATH 3allajIeHHs Ta PO3PUB CYXO0XKUJIISI, OCOOIUBO Y IAIli€HTIiB JTITHHOTO BiKYy, SAKi
OOHOYACHO 3aCTOCOBYBaJId KOPTUKOCTEPOiau. ToMy HEOOXiTHO IPOSIBISITA
00€epeXKHICTh Ta ITPU NEPIIUX O3HAKaX 3anajieHHsI CYX0XKUIb IIPUITUHUTHU
3acToCyBaHH4A npenaparty JleBoHekcT.

JleBoHeKCT MicTUTL O€H3aIKOHIiI0 XJIOpU[ IK KOHCepBaHT. [lepeq 3aKalyBaHHSIM
JIIH3U CJIiJl 3HSITH i MOoYeKaTH IoHalMeHIle 15 XBUJINH Iepef TUM, SIK HaOgsarTH 1X
3HOBY. beH3aJIKOHII0 XJIOpUg MOXKe 3MIHIOBaTH KOJIIp M’ AKWX KOHTAKTHUX JIIH3.



[TamienTaM i3 6aKTepiambHOIO 30BHIITHBOI0 OYHOIO iHQEKITi€I0 He CIIii HOCUTHU
KOHTAKTHI JIIH3H.

[ToBigommsinu, 110 O€H3aJIKOHII0 XJIOPU, CIIPUYNHSE ITOAPa3HeHH OUell, CUMIITOMU
CYXOCTi O4el i MOKe BIIJIMBATHU Ha CJIi3HY IJIIBKY Ta ITOBEPXHIO poriBku. Cifg 3
00epeKHICTIO 3aCTOCOBYBATH IalliEHTaM i3 CyxXiCTIO O4YeM Ta IalliEHTaM, y IKUX MOXKe
OyTu mopyllleHa poriBKa oka. Y pasi TpuBajioro 3aCTOCyBaHHS CIIifl CIIOCTepiraTu 3a
nalieHTaMu.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHA 2py0010.
BaeimHicmb

Hemae mocTaTHIX maHUX IPO 3aCTOCYBaHHSA JIeBO(IOKCAIIUHY BariTHUM KiHKaM.
IlocmigKeHHs Ha TBapuHaX He CBig4aTh IIPO NPSAMUY a00 HENIPSAMUYN MIKIIINBUU BIIJIUB
Ha penpoAayKTUBHY QYHKII0. [TOTEeHIIIMHUN PU3UK OJI4 JIIOOWHU HeBimoMmuii. Kparmi
ouHi JleBoHekcT, 5 Mr/mi, ciig npu3HadaTy y Iepiof BariTHOCTI, TiJIBKY SIKIITO
O4YiKyBaHa KOPUCTH AJI BariTHOL IIePEeBUIy€E NOTEHIIMHNYN PU3HUK OIS [JI04A.

I'ooysaHH:A 2pydoro

JleBo(prioKCalliH ITPOHUKAE V TPyAHE MOIoKO0. OnHakK He nepeadadaeTbCcs HiTKOTO
BIUIMBY Ha OUTHHY, sIKa 3HaXOOUTHCSI Ha TPyOHOMY rOgyBaHHI, IIpU 3aCTOCyBaHHI
TepamneBTUYHUX O03 npemnapaty JleBoHekcTt. Kpamnmi ouHi JIeBoHekcT crif
3aCTOCOBYBaTH y II€piof rogyBaHHS I'PYAOI0, TIIBKY SAKIO OYiKyBaHa KOPHUCTH OIS
JKIHKM [IePEBUILYE ITOTEHLIMHUN PU3UK HOJI1 HEMOBJIATH.

depmusibHiCMb

JIeBo(IOKCAIIMH He CIIPUYNHSB 3HUXKEHHS (QePTHUIIPHOCTI y IIyPiB IIPU €KCIO3UIIiIX,
III0 3HAYHO IIEPEBUIIYIOTh MAaKCUMAJIbHY €KCIIO3UIIi0 Y TIOOUHY HiCs
0 TaIbMOJIOTiYHOT'0 3aCTOCYBAHHS.

30amHicmb 8nausamu Ha weudkKicmb peakuii npu KepysaHHi aemompaHcnopmom abo
[HWUMU MexaHi3mamu.

JleBOHeKCT YMHUTH HE3HAYHUU BIUIUB Ha 3[aTHICTh KepyBaTHU TPAHCIOPTHUM 3aC000M
1 BUKOPUCTOBYBATHU Pi3HI MeXaHI3MHU.

AK110 crocTepiraeTbest 6yob-sIKUM TUMYaCOBUM BIIIUB Ha 3ip, MalliEHTy HEOOXigHO
3a4yeKaTH, MOKHU 3ip IIPOSICHUTHCS, TIepel TUM SIK KepyBaTu aBToMo0inneM abo
BUKOPUCTOBYBaATU MeXaHI3MU.

Cnocid 3acTocyBaHHsI Ta I03H



ITo 1—-2 kpamii B ypaxkeHe (-Hi) oko (0o4i) KoxkHi 2 roguHU 10 8 pa3iB Ha mo0y, ogpas3y
micyist mpoOyaKeHHS BIIPOOOBXK ITePIIUX 2 MHiB, MOTiM — 4 pa3u Ha mo0y 3 3-T0 mo 5-i
OEHb.

[Tpu mapanenbHOMY 3aCTOCYBaHHI Pi3HUX MiCIIeBUX OYHUX JIIKapChbKUX 3aC00iB
iHTepBaJ MiX 3aKallyBaHHSIMU Ma€ CTAHOBUTHU IIIOHAWMeEHIIe 15 XBUIUH.

IIn1s1 3amobiranHs 3a0pyoIHEHHIO Kpas ITIeTKW Ta PO3YKMHY KpaM HmileTKu He TOBUHEH
KOHTaAKTyBaTHU 3 IIOBiKaMM Ta OUISHKaMU HaBKOJIO OKa.

TpuBaiCTh JIIKyBaHHSA 3aJIE2KUTh Bif TAXKKOCTI pO3Jiafy, a TaKOXK Bif KJIIHIYHOTO Ta
OakTepionoriyHoro nepebiry xeopobu. 3a3Buyall TEPMiH JIiKyBaHHSI CTAHOBUTH 5 OHIB.

Be3neka i e(eKTUBHICTH JTiIKyBaHHS BUPa3KH POTiBKU Ta OQTanbMil HOBOHAPOOKEHUX
He BCTAHOBJIEHI.

Ockinbku paHi 3 6e3meku Ta ePeKTUBHOCTI BincyTHi, JIeBOHeKCT He peKOMEHOYETHCS
3aCTOCOBYBaTH IaliieHTaM BiKoM 10 1 poky.

3acmocyeaHHA nauyieHmam AiMmHb0O20 BIK).

Hemae HeoOXigHOCTI KOPUTYBaTU OO3Y OJIS MAIliEHTIB JIiTHHOTO BiKY.

Cnocib 3acmocy8aHHsi.

Od¢dranbmMonoriyie 3aCTOCYBaHHA.

Iimu.

Ilo3u mperapary, sIKi 3aCTOCOBYIOTh HOPOCIIUM i AiTsiM BikoM Bix 1 poky, momiOHi.

Be3neka Ta epeKTUBHICTE 3aCTOCYBaHHA npemnaparty JIeBoHekcCT giTsaMm BikoM Bifg 1
POKY BCTaAHOBJIEHI.

Bbe3neka Ta eeKTUBHICTh 3aCTOCyBaHHS npemnapaTy JIeBoHekcT miTsam Bikom mo 1
POKY Ha OJaHUU YacC He BCTaHOBIeHi. HeMae BiAIOBIiAHUX JaHUX.

Ilepeno3yBaHHsA

3aranbHa KiNTbKiCTh 1eBOGIOKCcAllMHYy ¥ (pjIlaKOHI OYHUX Kpamesb 3aHaATo Marsa, 11100
CIPUYUHUTU TOKCUYHI e(peKTH ITic/Isi BUIaZKOBOT0O I€POPaJIbHOTO 3aCTOCYBaHHS.
A0 HeoOXimHO, MalieHTa Ciif KIiHIYHO 00CTEXKUTH Ta BXKUTHU IIiATPUMYBaTbHUX
3axopiB. I[Ticist MiciieBOro nepeno3yBaHHs ITpenapaTy 04i HeoOXigHO TPOMUTU YUCTOIO
BOIOIO KIMHATHOl TeMIIepaTypu.

ITauienmu dumasAvo20 8iKYy.



BxXkuTTS 3ax0miB y pas3i mepemo3yBaHHS ITOOiOHe 1T MOPOCIUX i miTen BikoM Bifm 1
POKY.

IToGiuni epexkTn

[MTpubnmu3zo y 10 % nauieHTiB MOXKHa 04iKyBaTu 00OiYHI peaxkiiil. L]i peakilil 3a3Bu4ai
cnabki abo IOMipHi, € TUMYaCOBUMY, B OCHOBHOMY O0MEIKYIOThCS OiJITHKOIO OKa.

OCKinbKu mpernapaTt MiCTUTh O€H3aJIKOHiI0 XJIOPUL, aKTHBHA PeYoBUHA LILOTO
KOHCepBaHTa MOXKe COIPUYUHUTU KOHTAKTHY eK3eMy Ta/a0o Imogpa3HeHHS.

Huxxye HaBemeHO MoOiYHI peakilil, siKi TOUHO, UMOBipHO ab0 MOXKJIMBO MOB’sI3aHi 3
JIIKyBaHHSM Ta PO SKI1 MOBIOOMJIAIN Y XOO1 KJIIHIYHUX OOCIIIXKEHb Ta
miciasipeecTpaliinHoro Harjasaay.

3 60Ky iMmyHHOI cucmemu.

[TooguuOKi (=1/10000 — <1/1000): eKCTpaOKyIsIPHiI OYHIi aJepriuHi peakilil, y ToMy
YUCJIl BUCUIIaHHS Ha LIKIpi.

PigkicHi (<1/10000): anadinakcid.

3 60Ky Hepsosoi cucmemu.

HeuacTi (=1/1000 — <1/100): roytoBHUHA Oi/b.

3 60Ky opaaHis 30py.

Yacti (=1/100 — <1/10): meui"nHs B o4ax, mocraableHHs 30Py Ta IT0siBa TSAXKIiB CIIU3Y.

HeuacTi (=21/1000 — <1/100): maTyBaHHS HOBIK, XeMO03, IalliJIIpHa peakilis
KOH'IOHKTUBH, HaOPSK MOBIK, AUCKOM(POPT B 04UaX, BiTUyTTSI CTOPOHHBOTO Tifna,
cBepOixK B o4yax, Oisib B 0Yax, KOH IOHKTUBaJIbHA iHPEeKIisi, KOH IOHKTUBaJIbHI
domikynu, cyxicTb ouei, epureMa IoBiK Ta ¢poTodobis.

BinknameHHs Ha poriBLi y XOni KJIIHIYHUX OOCIIiAXKEHb He CIIOCTepIiraiucs.
3 60Ky OuxasnvHOI cucmemu, opa2aHie 2pyoHOoi KAimKu ma cepedoCmiHHA.
HeuacrTi (=1/1000 — <1/100): puHirT.

PigkicHi (<1/10000): HaOpsK ropTaxi.

Ilooamkoei nobiuHi peakuii, AKi cnocmepizarombCcs Npu cUCMeMHOMY 3dCMOCYBAHHI
0it0u0i peyo8uHU (n1e80(A0KCAlUUH) Ma MOAHCYMb NOMEHUIUHO 8uUHUKAmMu nid uac
3acmocyeaHHsA npenapamy JlegaoHekcm.



Y nani€eHTiB, sIKi 3aCTOCOBYBaJId CUCTEMHI (PTOPXiHOJIOHU, MOBIZOMJISIJIN IIPO PO3PUBHU
CYXOKHJIb IIJIeda, KUCTi PYKH, axXi/IJIOBOTO Ta iHIINX CYXO0XUJIb, SIKi moTpeOyBaiu
Xipypriusoro BTpy4aHHs a00 IPHU3BOOUJIN OO TPUBAJIOl BTPATH IIpale3qaTHOCTI.
I[TocTMapKeTUHT OBl OOCIIIAXKEHHS Ta OOCBi] 3aCTOCYBaHHS CUCTEMHUX XiHOJIOHIB
IMOKa3yBaJH, 1110 MOXKJ/IUBe 30ibIIIeHHSI PU3UKY PO3PHUBIB y MaIli€HTIB, AKi
3aCTOCOBYBAJIM KOPTUKOCTEPOIAHU, 0COOIMBO Y IAIliEHTIB TiTHLOTO BiKY, Ta CYXOXKHUIIb
[Iig BeJIMKVM HaBaHTaXXKEHHSM, BKJIIOUAKOYU aXijlJIoBe CYXOXKUJIIIISA.

ITauienmu dumasAuo20 8iK}y.

OuiKyeThCs, III0 YaCTOTA, TUII i TAXKKICTL MOOIYHUX peakIlit y miTeu momibHi 1o TakKux
Y HOPOCIHX.

IToBimoMIEHHS PO Migo3pioBaHi MOOiIYHI peakIil

[ToBimoMeHHs Mpo MOOiIYHI peakirii mmicss peecTpaltiii 1iKapcbKoro 3acody Mae
BaXJIMBe 3Ha4yeHHA. lle ma€ 3MOry IpOBOOUTU MOHITOPUHT CIiBBiIHOIIIEHHS
KOPUCTBL/PU3UK IIPU 3aCTOCYBaHHi IIbOT0 JTiIKapChKOro 3aco0y. MeguyHuUM Ta
bapMmalieBTUYHUM ITpalliBHUKAM, a TAKOXK MHallieHTaM ab0 X 3aKOHHUM
IMpeAcTaBHUKAM CJIifl ITOBIHOMIISITH TIPO YCi BUIIaAKH ITiMO3pIOBaHUX IMTOOIYHUX peakKIlii
Ta BiACyTHOCTi e(peKTUBHOCTI JTiKapCchKOT0 3aco0y uepe3 ABTOMaTH30BaHY
iHpopMaLiiiHy cucteMy 3 (papMaKOHaraIsagy 3a nocuiaHHAM: https://aisf.dec.gov.ua.

TepMiH NpUIATHOCTI

3 POKHU.

[Ticns mepuioro BigKpUTTSA (JIaKOH BUKOPUCTATH IIPOTATOM 28 OHIB.
VYMoBM 30epiranHs

JlikapcbKui 3acib He BUMarae crelliaJlbHUX YMOB 30epiranusa. TpuMaTu KOHTEUHED
IIIiTbHO 3aKpUTUM. 30epiraTy y HeIOCTYIIHOMY OJIS OiTeW MicIIi.

¥YnakoBka

ITo 5 mn y ¢pnakoHi-KparnenbHUIli; Mo 1 ¢grakoHy-KpanenabHUI ¥ KapTOHHIM KOPOOITi.
KaTeropisz Bignmycky

3a penemnTomMm.

BupooHuK



PAOAPM CA/RAFARM SA.

Micie3Haxo/dKeHHsI BHUPOOHHMKA Ta aJpeca MiCIisi IPOBaaXeHHsI HOTr o

IisIIHLHOCTI.

Teci Ilyci-XaT3i Ariy Jlyka, Ileanis (Atrtuka), ingekc 19002, o/c 37, I'penis/Thesi
Pousi-Xatzi Agiou Louka, Paiania Attiki, TK 19002, TO 37, Greece.



