THCTPYKIIA

IJISI MeTUIHOT0 3aCTOCYBAaHHS JIiIKapChKOT'0 3aC0o0y

JI-OIITUK POM®APM

(L-OPTIC ROMPHARM)

CKnaao:
ditoua peuosuHa: 1eBOQPIOKCALNH;
1 MJ1 pO34YKHY MiCTUTH JIEBO(IOKCAIMHY ITeMirifipaTy eKBiBaJIeHTHO JIEeBOQIOKCALIUHY 5 MT;

donomidcHi pevoguHu: OEH3aTKOHIIO XJIOPHI; HATPilo XJIOPU[; KUCIIOTa XJIOPHCTOBOOHEBa 1 M
abo Hatpiw rigpokcun 1 M; Boma o4uIreHa.

JlikapcbKa ¢popma. Kparri o4yHi, po34uH.

OcHo8HI (pi3uko-ximMiyHi 81acMuUBOCMI: MPO30PUH POIYHUH, Bifl C1aOKO KOBTOTO /10 CJ1aOKO 2KOBTOTO 3
3eJIeHyBaTUM BifITIHKOM, IPAaKTUYHO BiIbHUY Biff BUIUMUX YaCTUHOK.

dapMakKoTepalmeBTHYHA Ipyma.

3aco0wu, 1110 3aCTOCOBYIOTHCS B odranbmonorii. Jleodnokcanurs. Kog ATX SO1A E05.
dPapmako102iuyHi e racmueocmi.

®apmakoOuHamika.

JleBorokcanuH € L-i3oMepoM parieMiyHoi TiKapCchkoi peuyoBUHY 0GIoKCcaluHy. AHTHOAKTepiaTbHy
[iI0 YUHUTH IIepeBaXkHO L-i3oMep odoKCcaluuHy.

MexaHism 0ii.

JleBodnokcanuH — lie aHTHOAKTepiabHUN 3aci0 rpynu GTOPXiHOOHIB, KWW NPUTHIYYE aKTUBHICTh
OakTepianbHux TonoizoMepas II Tuny — [JHK-ripa3u Ta Tonmoizomepa3su IV. [lis meBodioKkcanuHy B
rpaMHeraTUBHUX OaKTepisx cupsiMoBaHa repeBaxHo Ha [ITHK-ripa3y, a B rpaMIo3uTUBHUX OaKTepisax
— Ha TomoizoMepaay IV.

MexaHi3aMu 8BUHUKHEHHA pe3ucmeHmHocmi.

[cHYIOTh IBa OCHOBHi MeXaHi3MU BUHUKHEHHS Pe3UCTEeHTHOCTi 6aKTepil 10 1eBOQIIOKCALMHY, a caMe:
3HUKEHHS KOHILIeHTPaIlil IpefapaTy BcepeauHi OaKTepianbHOl KJIiTUHYU ab0 3MiHU B Habopi
(dbepMeHTiB, IPOTH SKUX CIIPSIMOBaHa Aifl pemnapaTty. Taki 3MiHM BUHUKAIOTh BHACTITOK MyTalill y
XpoMocoMaJlbHuX reHax, ki konyoTs HK-ripa3y (gyrA ta gyrB) ta Tonoizomepasy IV

(parC ta parE;grlA ta griB y Staphylococcus aureus). [IpyunHaMy BUHUKHEHHS PE3UCTEHTHOCTI



yepe3 3HMKEHHS KOHIIEHTpallil IpenapaTy BcepenuHi 6akTepiaabHOI KIIITUHY € 3MiHU IIOPUHIB
30BHiNIHKO1 MeMOpanu (OmpF), 1110 3MeHIITye MOKIUBICTh MPOHUKHEHHST (QTOPXiHOJIOHIB BCEPEOUHY
rpaMHeraTUBHUX OaKTepill, abo HacocH, SIKi CIIPUSIOTEH BiITOKY pe4OBHUH. Pe3UCTEHTHICTE Yepe3
BifITIK pe4OBUH OMKCaHa y MTHEBMOKOKIB (PmrA), ctadinokokiB (NorA), anaepoOHUX Ta
rpaMHeraTUBHUX OaKTepil.

[ToBimOMIISIETHCA PO PE3UCTEHTHICTH 10 XiHOJIOHIB Yepe3 IJIa3My KPOBi (9Ka BU3HAYAETLCSI F€HOM
qnr) y Klebsiella pneumoniae ta E. coli.

IlepexpecHa pe3ucmeHmMHicmo.

MozxknBe BUHUKHEHHS ITEpeXpeCcHOl pe3UCTEHTHOCTI MixK ¢TopxiHonoHaMu. OQUHUYHI MyTallil y
pe3ybTaTi He CIPUYUHSIIOTH KJTiHIYHOI PE3UCTEHTHOCTI, ajle MHOXKUWHHI MyTallil 3a3Bu4ail fiiCHO
CIIPUYMHSIOTH KJIiHIYHY PE3UCTEHTHICTH [I0 BCiX JiKapchKux 3aco6iB Kiacy GTOPXiHOOHIB. 3MiHU
IIOPUHIB 30BHINTHLOI MeMOpaHU Ta CUCTEMHU BiITOKY PEUYOBMH MOXKYTh MaTH IINPOKY CIeupidHiCTh
o cy6CTpaTiB, MOXKYTh OyTH CIIPSIMOBaHI TPOTH KilbKOX KJTaciB aHTHOAKTEpialbHUX 3aC00iB i
IIPU3BECTH 10 BUHUKHEHHS MHOXKWHHOI Pe3UCTEHTHOCTI.

I'paHuyHi 3HAYEHHA.

I'paHuyHi 3HaueHHs MIC (MiHiManbHOI MPUTHIYYBaIbHOI KOHIIEHTPALlil), SKi BiIOiIg0Th Yy TINBI
Ta IIOMipHO Pe3KWCTEeHTHI OpraHi3Mu Bifl pe3MCTEHTHUX 3TiTHO 3 TPAHUYHUM 3HAUYEHHSIM
EUCAST (European Committee on Antimicrobial Susceptibility Testing - €Bponenicbruu
KOMITeT 3 TeCTyBaHHsS YYTJIMBOCTi 10 aHTUMiKPOOHUX mpernapaTiB), Taki:

Pseudomonas spp., Staphylococcus spp., Streptococcus A, B, C, G:

YyTauBi < 1Mr/1m, PE3UCTEHTHI > 2 MI/T;

Streptococcus pneumoniae: 9yTauBi < 2 Mr/1, PE3UCTEHTHI > 2 MI/I;

Haemophilus influenzae, Moraxella catarrhalis: 9yTnuBi < 1 mr/n, pe3UCTEHTHI > 1 Mr/m.
Pemmita maToreHHUX MiKpOOpraHi3miB: YyT/IUBi < 1 mr/m, pe3uCTEeHTHI > 2 MI/I.

Cnexmp aHmubakmepiaabHoi Oil.

[TommpeHicTh HaGyTOI PE3UCTEHTHOCTI B OKPEeMHUX BUiB MOXKE BapilOBAaTH 3aJI€KHO Bif reorpadiyuol
TOYKH Ta YacCy, ToMy 6akaHO MATH MiCIieBy iH(pOPMALiio 00 Pe3UCTEHTHOCTI, 0COOIMBO B XO[i
nmikyBaHHS TSXKuUX iHpekii. OTXKe, mpencTasieHa iHGopMallis Haga€ nuie MpubIU3Hi KepiBHi
BKa3iBKU Ta peKOMeHfallil II[0[I0 MOXK/IMBOI YyTIMBOCTI MiKpOOPraHi3aMiB f[0 JIeBO(IIOKCALIAHY .

K0 nomuMpeHicTh pe3UCTEHTHOCTI Ha MICIIi € TaKO0I0, 110 3aCTOCYBaHHS JTiIKapChKOTO 3aC00y ITPOTH
IPUHAWMHI IesTKUX BUMIB iHQEKIiN € CYMHIBHUM, Y pa3i HeoOXigHOCTI ciif 3BepHyTHCS [0 (axiBiis.

YV HaBemeHil HUXKYe TaOIUIII IPeACTaB/IeH] TiIbKY Ti BUAK OaKTepii, K1 3a3BUYail CIIPUUNHSIOTH
30BHiIIHI iHGEKIIHHI 3aXBOPIOBAHHS 04Yei, TaKi K KOH IOHKTHBIT.

CnekTp aHTuOaKTEpiambHOI il - KaTeropii YyTIMBOCTI Ta XapaKTEePUCTUKY PE3UCTEHTHOCTI 3TiHO 3
BuMmoramu EUCAST.



Kareropis [: nommupeni 4yTausi BUgu
AepoOHi rpaMIIO3UTUBHI MiKpOOpraHi3Mu
Staphylococcus aureus (MSSA)*
Streptococcus pneumoniae
Streptococcus pyogenes

Viridans group streptococci

Aepo06Hi rpaMHeraTuBHiI MiKpoOpraHi3aMu
Escherichia coli

Haemophilus influenza

Moraxella catarrhalis

Pseudomonas aeruginosa (I3omsaTu 3 rpoMafChKUX MiCIlb)
[H1111 MiKpOOpPraniaMu
Chlamydia trachomatis (ITpu mikyBaHHI Mali€HTIB i3 XTaMifiiHUM

KOH'IOHKTHUBITOM CJIifl OTHOYaCHO IIPOBOUTH
CUCTEMHe aHTUMiKpOOHE JIiKyBaHHS)
Kareropig II: Bugu, nng skux HaOyTa pe3uCTeHTHICTh MOXKe CTBOPIOBATH IIPo0IeMy
AepoOHi rpaMIIO3UTUBHI MiKpOOpraHi3Mu
Staphylococcus aureus (MRSA)*
Staphylococcus epidermidis
Aepo06Hi rpaMHeraTuBHiI MiKpoOpraHi3aMu
Pseudomonas aeruginosa (I3onsaTH 3 nMiKapeHs)

* MSSA mtamu Staphylococcus aureus, 4yTIuUBi [0 METULUIIIHY.
** MRSA = mtamu Staphylococcus aureus, pe3uCTEHTHI 0 METULUIIIHY.

IaHi 3 pe3uCTEeHTHOCTI, IpefcTaBieHi y Tabmuil, 6a3yl0ThCS Ha pe3yiabTaTax 6araToleHTPOBOTO
HaTJIS00BOTO JOCTimXKeHHS (0 TalIbMOJIOTiUHE [OCITIIXKEeHHS) 3 MOMKUPEHOCTI pPe3UCTEHTHOCTI cepeq
i3onsTiB GaKTEpil, OTPUMAHUX Bifl MaIlieHTiB i3 ouHUMHU iHGpeKUisMu B HiMeuuynHi, yepBeHb -
nuctonag 2004 poky.

MikpoopraHiaMu KjiacudikyBany gK 4yTIHUBi A0 J1eBOQIOKCALMHY Ha IifCTaBl YyTIUBOCTI,
BM3HA4eHOI in vitro, Ta KOHIIEHTpalliil y Ia3Mi KpPoBi Iicng cucTeMHoi Teparii. [Tpu MmiciieBoMy
3aCTOCyBaHHi Oynu JOCATHYTI GinbIl BUCOKI MaKCUMasIbHiI KOHIIEHTpallii, HiX y mma3Mi kposi. [IpoTte
HEeBIIOMO, Y¥ MOXKe KiHeTHKa IIpenapaTy [icjis MICLIeBOr0 3aKallyBaHHS B OKO 3MiHUTHU
aHTubakKTepianbHy Ao 1eBOGIOKCALMHY i SKUM YMHOM.

Himu

dapMakogUHaMIiuHi BJJaCTUBOCTI ONHAKOBI y IOPOC/INX Ta OiTed BiKOM Bif 1 pOKy.
dapmakokiHemuxka.

[Ticns 3akamyBaHHS B 04i IeBoQIoKcauuH fobpe 30epiraeTbCs y Ci3HiM ITiBI.

Y xomi mocmimKeHHS 300pOBUX NOOPOBOIBIIB CEpeHS KOHLIEHTPAIlisd JIeBOPIOKCALMHY Y CITi3Hilk
IJTiBLi, BUMIpsSHa 4Yepe3 4 1 6 TOOuH Mmicis MiCIeBOro fo3yBaHHs, cTaHOBuUJaA 17,0 i 6,6 MKr/Mi
BigmoBigHO. Yepe3 4 TOOUHM IIiCJIg BBEAEHHS [03U Y II'THU 3 IIECTH AOCIIIXKyBaHUX NOOPOBOIbLIIB

KOHIIEHTpaILis CTAaHOBMJIA 2 MKT/MJI ab0 Ginbie. Y YOTHPLOX i3 IIECTH JOCHIAKYBaHUX
noOPOBOIBIIIB 15T KOHIIEHTPAIlisl CIIoCTepiranack i yepe3 6 TOOUH IiCys BBeIEHHS MO3M.

KonnenTpauito neBodokcanuHy y I1jia3Mi KpoBi BUMIpIoBaiIu y 15 300poBUX AOPOCIIUX
noOpPOBOJIBLIIB Y Pi3HI MOMEHTH HacCy BIPOAOBXK 15-J€HHOT0 KypCy NiKyBaHHS ITpernapaToM.
CepepHsl KOHILIEHTPAalis 1eBOQIOKCAIMHY y II71a3Mi KpoBi yepe3 1 roguny micis



3aCTOCyBaHHA 03U BapitoBasna Bifg 0,86 Hr/mn y gens 1-i o 2,05 Hr/mMn y geHb 15-1.
MakcumanbHa KOHIIEHTpallis ieBodIokcanuny — 2,25 Hr/Mi — Oyna 3adikcoBaHa Ha OeHb 4-# micis
2 mHIB 3aCTOCYBAHHS J03M KOXKHi 2 roguHu (3arasoMm 8 103 Ha 0o0y). MakcuManbHa KOHIIEHTpPALIis
neBodokcanuny 30inpmunucsa 3 0,94 ur/mn y gess 1-# mo 2,15 Hr/MJI Ha JeHb

15-i1, w0 y 1000 pasiB MeHIIIe, HiXK KOHLIEHTpALis, IPO AKY [IOBIHOMIISIN MiC/Is 3aCTOCYBaHHS
CTaHOAPTHUX IIepopaibHUX 03 1eBODIOKCALKHY.

KoHIieHTpaisg 1eBodIoKCcaiHy ¥ IJIa3Mi KPOBi, 110 Oyia JocArHyTa miciis 3aCTOCYBaHHS
IperapaTy B ypaXeHe OKO, HeBijoMa.

Kniniuni xapakKTepuCTHKH.
Iloka3aHHA.

MicrieBe nmikyBaHHS 30BHIITHIX OaKTepiaabHUX OYHUX iH(EKIIiH y mallieHTiB BIKOM Bif 1 poky,
CIIpPUYMHEHUX MiKpOOpraHi3aMaMu, YyTIUBAMHU [0 JT€BO(IOKCAIHY.

IIpomunoka3aHHs.

limep4yyTnuBiCTh 0 aKTUBHOI PEYOBHMHY J1€BO(DIIOKCAIMHY, MiABUIEHA YyTIUBICTh [0 iHIINX
XiHOJIOHIB a60 10 6yIb-IKOTO 3 KOMIIOHEHTIB ITpemnapary.

HuTs4uii BiK 0o 1 poky.

B3aemodina 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemodiii.

CucTteMHe 3aCTOCYBaHHS OeSKUX XiHOJIOHIB IPOIeMOHCTPYBaJIO 30i1blIeHHS 11J1a3MOBOI KOHIIeHTpallil
Teodininy, inTephepyBanHHsa MeTabo01i3My KOdeiHy, TOCUIEeHHS BIJIUBY [TePOPaIbHOTO
AHTUKOATyJISHTY BaphapuHy i H0T0 MOXIAHUX, @ TAKOXK aCOII0BalIOCT 3 TAMYaCOBUM

30inbIIIeHHSIM KpeaTHHIHY B CUPOBATII KPOBi y MAlli€HTiB, sIKi OMHOYACHO OTPUMYIOTh CUCTEMHUMN
IIUKJIOCIIOPHH.

OcCkinbKy MaKCHMaJbHiI KOHIIEHTpAallil JIeBO(IOKCALMHY Y IIJIa3Mi KPOBI MiC/Is 3aKalyBaHHS B 04l
moHarMeHIIe y 1000 pa3iB MeHIIi 3a Ti, 0 CIIOCTePIiraaucs micias CTaHAAPTHUX ITIePOpaIbHUX 03,
TO B3a€EMO[Iil, XapaKTepHi OIS CUCTEMHOI'0 3aCTOCYBaHHS, HaBPA[M YK OyOyTh KITiHIYHO 3HAYYIIUMU
IIPY 3aCTOCYBaHHI I[UX OYHUX KpaleJb.

[Tpu napanenbHOMY 3aCTOCYBaHHI Pi3HUX MiClIeBUX OYHUX JIiKapChKHUX 3ac00iB iHTEpBa MixK
3aKallyBaHHAMU Ma€ CTAHOBUTH IJOHAUMeHIIe 15 XBUJIUH.

ITauieHmu dumasaA4020 8IKY.

2KogHUX [OCTigXKeHb 1010 B3a€MOIil TiKapChKKUX 3aC00iB He ITPOBOIUIIN.

Oco06.1ueocmi 3acmocyeaHHsi.



[TpenapaT He MOXKHa BBOOUTH ITifl KOH IOHKTUBY. PO3UMH He CIIif BBOOUTH O€3M0CePEenHbO V epeHii
Bimmin oxa.

CucteMHi GTOPXiHOJIOHU OB’ A3aHi 3 CEPUO3HUMHY, iIHKOIN 3 JIETAJIbHUMU ajiepridyHuMu
(anadimakTMUHUMU) peakIliiMH, HaBiTh IiCJIs 3aCTOCYBaHHS OMHOKPATHOI 103H.

IesiKi peaktil CyIpoBOAXKYBaIUCS CepleBO-CyOUHHOIO HEOOCTATHICTIO, BTPATOI0 CBiTOMOCTI,
aHTiOHEBPOTUYHUM HaOpsIKOM (y TOMY YMCIIi TOpTaHi, TTOTKM abo HabpsakoM 061u4ust), 00CTPYKIIEI0
IUXaNbHUX LIUISXiB, JUCIIHOE, KPOIIMB SHKOIO Ta CBepbexkeM.

[Tpu nosiBi anepriuHoi peakiii Ha 1eBOQIOKCALMH 3aCTOCYBaHHS IIPelapaTy CIlif IPUIUHUTH.

4K iy pasi 3acTocyBaHHs NpOoTUiH(PEKUiNHUX JTiIKapChKUX 3ac00iB, TpUBaJie 3aCTOCYBaHHS MOXKe
IIPU3BECTH 10 HaAMipHOTO PO3MHOXKEHHS HeUyTIUBUX MiKPOOpPraHi3MiB, y ToMmy uucyi rpubis. Ilpu
TIOTipIIIeHH] CTaHy MallieHTa Yepe3 iHdek1io abo Y pa3i BifCyTHOCTI KTiHIYHOT0 TOKpPANIeHHS
BIIPOAOBXK BIAMIOBIZHOIO MEPIOAY Yacy CIIif NPUIMHUTY 3aCTOCYBaHHS IIperapaTy Ta po3nodaTu
arbTepaTUBHE JIIKyBaHHS.

3a KIIiHIYHKNMY TIOKa3aHHSIMH CIIifl IPOBECTH 00CTeKEHHS MallicHTa, 30KpeMa, 0i0MiKpOCKOIIio i3
3aCTOCYBAHHSM IIiTMHHOI JTaMIIH Ta, Y Pa3i morpebu, bapOyBaHHs ¢yopecieiHoM.

3acmocy8aHHA NAuieHMaMm AimHb020 BIKY.
HeMmae HeoOXigHOCTiI KOPUTYBATH O3y AJIS NALEHTIB TITHHOTO BIKY.
KonmakmHi niH3u.

OuHi Kparmi MicTaTb O€H3aJIKOHII0 XJIOPU SIK KOHCEPBAHT. [Tepeq 3aKanyBaHHSAM JIiH3HU CIIiJ 3HATH i
IIoYeKaTH I[oHaWMeHIIe 15 XBUNIUH Nepef TUM, K HafsaraTy iX 3HOBY. beH3aIKOHiI0 XJTIOPUA MOXe
3MiHIOBATH KOJIip M'IKHAX KOHTaKTHUX JIiH3.

[MamienTam i3 6akTepiaTbHOI 30BHILIHBOI0 OYHO0 iH(MEKITEIO He CITi HOCUTH KOHTAKTHI JTiH3Y.
[ToBimomnsinocsi, mo 6eH3alKOHiI0 XJIOPUL BUKJIMKAE TOAPa3HEeHHs 04el, CAMITOMU CyXOCTi o4el i
MOXKe BIIJIMBATH Ha CIIi3HY IJIIBKY Ta MOBEPXHIO POriBKU. Ciif 3 00epexkHiCTI0O 3aCTOCOBYBaTH
nalieHTaM i3 CyXuM OKOM Ta IallieHTaM, y IKUX MoKe OyTH IopyllieHa PoriBKa OKa. Y pa3i TpuBasioro
3aCTOCYBaHHS CIIif] CIOCTEPIraTy 3a mallieHTaMu.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
BazimHicme.

Hewmae poctaTHIX gaHUX Ipo 3aCTOCYBaHHA J1€BOGIOKCALMHY BariTHUM XKiHKAM. [locnigXeHHS Ha
TBapUHaX He CBiA4aTh PO NMpsiMUit a60 HENPSIMUI IIKIATMBUI BIIMB HA PEIPOAYKTUBHY (QYHKIIIIO.
[ToTeHIINHNY PU3UK AJIS TOAWHYU HeBimoMmui. OuHI Kpamnii 1eBo(hI0KCauHY CIil BUKOPUCTOBYBaTH Y
Iepiof BariTHOCTI, TiTbKX SIKIIO OYiKyBaHa KOPUCTH IS KIHKU BUIIPABOOBYE MOTEHI[IHUN PU3UK
071 IIofa.

I'odysaHHA 2pydoio.

JleBo(riokcalvH POHUKAE y TPyAHE MoJioKo. OfHaK He nepen0adaeTbCs HiSIKOTO BIJIUBY Ha



OUTHUHY, 10 3HaXOOUTHCS Ha IPyJHOMY FOLYBaHHI, IPU TepaleBTUYHUX [03axX npenapary. OuHi
KparjIi MOXKHa BUKOPHUCTOBYBATH y II€Piof TOOYBaHHS I'PYLALIO0, TiNMBKY SKIIO OYiKyBaHa KOPUCTh
715t 2KIHKY BUIIPABAOBYE MTOTEHUINHIE PU3MK OIS HEMOBIISITH.

depmuabHiCcMb.

JleBo(TIOKCALIMH He CIPUYUHSB 3HUKEHHST (DEePTUIBHOCTI IIypiB MPK €KCIIO3HUINX, 110 3HAYHO
TIEPEBUIIYIOTH MAaKCUMaIbHUM BIJIUB Ha JIIOAUHY TTicIis 0)TalbMOJIOTiYHOTO 3aCTOCYBaHHS.

30amHicmb eniueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHiamamu.

[IpenapaT yuHUTL HE3HAYHUU BIIJIUB Ha 3[MATHICTh KEPyBaTH TPAHCIOPTHUMHU 3acobamu i
KOPUCTYBATUCS IHIIIMMU MeXaHi3MaMU.

AK110 cocTepiraeTbes Oymb-IKUM THMYaCOBUM BIIJIUB Ha 3ip, MallieHTy HEOOXiMHO 3aYeKaTH, [IOKH
3ip MPOSCHUTHCS, IIepef TUM K KepyBaTu aBTOM0OizeM abo MpalfioBaTi 3 iHIIUMK MeXaHi3MaMH.

Cnoci6b 3acmocyeaHHsi ma do3u.

IopocnuM Ta OiTaM BikoM Bif 1 poky: mo 1-2 kparri B ypaxkeHe(-Hi) 0KO (04i) KOXKHi 2 roguHu 0o 8
pasiB Ha mo0y ofpa3y Iicis MpoOyOKEeHHS BIIPOOOBXK MEPIINX 2 OHIiB, MOTiM — 4 pa3u Ha go0y
3 3-T0 IO 5-U IEeHb.

Ins 3amobiraHHs 3a0pyIHEeHHI0 KpPaleIbHUII Kpal KpalelbHUIl He TOBMHEH KOHTAKTYBaTH 3
noBikamMu a00 HaBKOJIUIIHIMY TiISHKAMHU OKa.

TpuBamicTh NiKyBaHHS 3aJIeXKUTh Bifl TAKKOCTI iIHPEKIIil, a TaKOXK Bif KITiHIYHOTO Ta
HakTepionoriunoro nepebiry xsopobu. 3a3Buyail TepMiH JTiKyBaHHS CTAHOBUTE D [IHIB.

[Tpu napanenbHOMY 3aCTOCYBaHHI Pi3HUX MiClIeBUX OUHUX JIiKapChKHUX 3ac00iB iHTEpBaJ MixK
3aKallyBaHHAMHU Ma€ CTAHOBUTH IJOHaWMeHIIe 15 XBUIIKH.

Besmneka i eeKTHBHICTh TiKyBaHHSA BAUPa3KU POTIBKYM Ta OPTaIbMil Y HOBOHAPOMIXKEHUX He
BCTaHOBJIEHI.

Cnocib 3acmocyBaHHs.

OdranpMomoriyHe 3aCTOCYBaHHS.

Himu.

3aCcTOCOBYBATH IiTSAM BiKOM Bifi 1 poKy.

Ilepedo3yeanHns.



3arasbHa KimbKiCTh JIeBOGIOKCALMHY Y (IaKOHI OYHUX Kpallellb 3aHaATO MaJla, 1100 CIPUUYNHUTH
TOKCHUYHi e(eKTH MiCJIsT BUMTAAKOBOTO IIEPOPAIBLHOTO 3aCTOCYBaHH. fAKINO HeoOXimHO, MallieHTa CIif
KJTiHIYHO 00CTEeXKUTH Ta BXKUTH IMATPUMYIOUUX 3axomiB. ITic/is MicieBoro nepemo3yBaHHs IpemnapaTy
04i HeoOXigHO MPOMUTH YKCTOIO BOJIOI0 KiMHATHOI TEMIIEPATyPH.

ITo6iuni peakuii.

[Tpu6nusso y 10 % marjieHTiB MoXKHa 04iKyBaTu mo0iuHi peakuii. L]i peakuii 3a3Bu4aii cnabki abo
TIOMipHi, TUMYacOBi Ta B OCHOBHOMY 00MEXYIOThCS HiJITHKOIO OKa.

OckinbKy npemnapaT MiCTUTh O€H3aIKOHiI0 XJIOpX, aKTHBHA PEYOBMHA 1IbOT'0 KOHCEPBAHTA MOXKE
CIIPUYMHUTH KOHTAKTHY eK3eMy Ta/abo mogpa3HeHHs.

Huxue HaBeneHi mobiyHi peakiiii, BU3HAYEHi IK TOYHO, iMOBIpHO a00 MOXKJIHBO IIOB’sI3aHi 3
JIIKyBaHHSAM, IIPO SKi MOBIIOMIISIIN ¥ X0 KJTIHIYHUX OOCIIIAXKEHb Ta IiCIAPeeCcTpalivioro Harjasaay.

3 6oky imyHHOI cucmemu.

Pigkicui (>1/10000, <1/1000): eKCTpaoKyIApHi OUHi anepriyHi peakilil, y TOMy YUCJIi BUCHUIIaHHS Ha
IIKipi.

Iyxe pigkicHi (< 1/10000), HeBimoMi (He MOXKHa OLIHUTH, BUXOASUM 3 iICHYIOUUX JaHUX):
a”adimakcis.

3 60Ky Hepeogoi cucmemu.

Hemnormmupesi (>1/1000, <1/100): ronoBHu# 6ifnb.

3 60Ky opaaHie 30py.

[Tomupeni (>1/100, <1/10): mevinHs B o4aX, mocaabeHHs 30py Ta MOSIBa TSIXiB CIU3Y.

Hemnommupesi (>1/1000, <1/100): maTyBaHHS MOBIK, XeM03, TaMiJITpHa peakllis KOH IOHKTHUBU, HaOPSIK
IOBiK, OMCKOM@OPT B 04aX, BifYyTTs CTOPOHHBOTO TiNla, CBepbixK B o4yax, 6isib B 04aXx,
KOH'IOHKTHBaJIbHa iH(eK1is, KOH I0OHKTHUBa/IbHI (POJIiKyIH, CyXiCTh 04Yell, epuTeMa IOBIK Ta
dboTodobis.

BigknapmeHHS Ha POTiBIi y XOA1 KIiHIYHUX JOCIiAXKeHb He CIIOCTEePiraaucs.
3 60Ky OuxasvbHOi cucmemu, opaaHie 2pyoOHOI KaimKu ma cepedoCmiHHA.
Hemommpesi (>1/1000, <1/100): puHiT, GapUHTIT.

Oyxe pigkicHi (<1/10000), HeBinoMi (He MOXKHa OLIHUTH, BUXOMASYH 3 iCHYIOUMX [NAHUX): HAOPSK
rOpTaHi.

ITopyweHHA 3a2a/nbHO20 Xapakmepy ma CmMaHu, nog’A3aHi 3 micuem 88e0eHHs
Hyxe pigkicHi (<1/10000), HeBimoMi (He MOXKHa OLIIHUTH, BUXOASYY 3 iICHYIOUUX JAHUX): TapgdKa.

ITauieHmu dumasA4020 8iKY.



MoxHa 04iKyBaTH, 110 YaCTOTA, TUII i TAXKKICTb MOOIYHUX peakIliil y miTed momgibHl 4o TaKux y
OOPOCIHX.

IomaTkoBi mo6iuHi peakiiil, siKi crmocTepiraaucs mpu CHCTEMHOMY 3aCTOCYBaHHI aKTUBHOI peYOBUHU
(meBodI0KCALIMHY) 1 IOTEHLIMHO MOXKYTh BUHUKATH TaKOXK IIPU 3aCTOCYBaHHI

JI-OnTuky

[ToBimOMIISITM TTPO PO3PUBH IIJIeda, KUCTI, aXiJITOBOT0 CYyXOXKUISA abo iHIIKUX CYyX0KHUIIb, SIKi BUMarasiu
XipypriguHoro BTpy4aHHs a00 MPU3BOAUIM [I0 TPUBAJIO] iHBAJIIAHOCTI y MallieHTiB, SIKi OTpUMyBau
CUCTeMHi GTOPXiHOMOHU. [OCTigXKEHHS Ta IOCTMapKETUHIOBUY JOCBI 3aCTOCYBaHHS CUCTEMHUX
XiHOJIOHIB ITOKa3y0Th, 1[0 PU3UK I[UX PO3PUBIB M0oxKe OyTH MigBUIIEHU! y MAI[iEHTIB, IKi OTPUMYIOTh
KOPTUKOCTEPOi¥, 0COONIMBO ¥ NALIEHTIB TTHHOTO BiKY, @ TAKOXK Y CYX0XKHUJIb, 1[0 MiAat0ThCs
CUIBHOMY CTPECY, BKJIIOUAIOUM aXi/lyioBe CyX0XKuis (quB. po3nin «Ocob1usocmi 3acCmocy8aHHs»).

[ToBimomIeHHS IPO MOXKJIKBI MOGiIYHI peakiri

[ToBimoMIIEHHS PO MOKJIMBI MOOiIUHI peakilil, BUSBIIEHi icis peecTpaliil Tikapcbkoro 3acoby, MaroThb
BaXJIMBe 3HauYeHHs. Lle mae 3MOr'y IOCTIMHO KOHTPOJIIOBATU CIiBBiIHOIIEHHSI PU3UK/KOPUCTD
3aCTOCYBaHHS Ipenaparty. Megu4HUX NPaliBHUKIB IPOCATH MOBIIOMIISATH PO Oyab-IKi MOXKIIMBI
no0iyHi SBUIlla Yepe3 HalliOHAJIbHY CUCTEMY 3BiTHOCTI.

Tepmin npudamHocmi.
3 POKH.
He 3acTocoByBaTtu micng 3aKiHYeHHS TEPMIHY IPUNATHOCTI, 3a3HAYEHOr'0 Ha yIIaKOBII.

Tepmin 30epiraHHs mpenapary Iiciisg IepIIoro Po3KPUTTS (piakoHa CTaHOBUTD 28 [il.

YMoBu 30epiranHsi.

36epiraTé B OpuUTiHaIbHIN YIAKOBIN Y HEJOCTYIIHOMY IJIS HiTEH MiclLi IIpu TeMIepaTypi He Buiie 25
oC.

YnakoBka.

[To 5 M7 y monieTuneHoBoMy (hy1akKoHi MiCTKICTIO 5 MIT 3 TPOOKOI0-KpalebHULIEI0 Ta MOTieTUIEHOBOIO
KPUIIKOIO, 1[0 HATBUHYYETHCS, 3 3aXUCHUM KiJIbI[EM.

[To 1 ¢pmakoHy y KapTOHHIN KOpPOOLIi.

Kareropis Bigmycky.

3a pelenTom.



BupoOHHK.
K.T. POM®APM KOMITAHI C.P.JI.

(S.C. ROMPHARM COMPANY S.R.L.)

Micue3HaxoaKeHHsI BHPOOHHKA Ta afpeca MiCIsi IPOBaIXKeHHs HOro JisIbHOCTI.
Byn. Epoinop Ne 1A, M. Otonens, 075100, okpyr Indos, Pymynis - 6yznisns Pompapm 1 i Pombapm 2.

(Eroilor str., No 1A, Otopeni city, 075100, county Ilfov, Romania - huildding Rompharm 1 and
Rompharm)



