IHCTPYKIIA

IJIsI MeTHYHOT' 0 3aCTOCYBaHHS JIIKapChbKOro 3aco0y

IIIJTOKCAH®

(CILOXAN®)

CKknao:
ditoua pevosuHa: TMIPOGIOKCALMHY TiAPOXJIOPUL;

1 M7 po34YMHY MICTUTH HUNIPOGIOKCAIMHY TiIPOXIOPULY 3,5 MT, L0 €KBiBaJIEGHTHO 3 MT
U PohIOKCaAlUHY;

donomidcHi peyoguHu: O€H3AKOHIIO XJIOPHU, HATPilo alleTaT, TPUTIAPAT, KUCJIOTa OnToBa, MaHiT (E
421), nuHATpII0 efeTaT, HaTPilo rigpokcum Ta/abo KHUCIIOTa XJIOPUCTOBOIHEBA KOHIIEHTPOBaHA ([IyIst
perymioBaHHs pH), Boma ouuireHa.

JIikapcbka ¢opma. Kpamnii ouyHi Ta ByIIHi.

OcHo8HI (i3uko-ximMiyHi 81acmu8ocmi: MPo30pui PO3YUH Bim 6€30apBHOTO OO0 6JTiH0-KOBTOTO.

dapMakoTepaneBTHYHA rpymna. 3acobu AJis 3aCTOCYBaHHS B 0(TaIbMOJIOTII Ta OTOMIOTII.
[Tpotumikpo6Hi 3acobu. Kog ATX SO03A A07.

®Papmako102iuHi 8 1acmueocmi.

®apmakoOuHamika.

MexaHi3Mm mii

IlunpogaokcauuH

LIIJIOKCAH® micTuts UIpodIoKCcaluHy TigpOXIOPUS i3 Klacy XiHONOHIB. bakTepunuana mis
XiHOJIOHIB, 1110, TOJTOBHUM YMHOM, BII/IUBa€ Ha cuHTe3 [JTHK GakTepiii, BUPaXkKaETHCS LMIITXOM

npurHivenus JHK-ripa3u.

LlumpodnokcalurH Ma€ BUCOKY aKTUBHICTE in Vitro BiTHOCHO OiNIbIIOCTI TpaMHEraTUBHUX
MiKpoopraHi3miB, BKirouaiouu Pseudomonas aeruginosa. BiH Takoxk epeKTUBHUI BiTHOCHO aepOOHUX
TPaMIIO3UTHBHUX MIKPOOPTraHi3MiB, TAaKUX IK CTa(iIOKOKH i CTPEITOKOKH.

YyTnuBiCTh 1O MIKPOOPraHi3MiB



Odgma/lbmonoeiwe 34dCMmocCyB8dHHA

4K npu gocifKeHHAX in vitro, Tak i Ipu KIiHIYHOMY 3aCTOCYBaHHI IIPU 0YHUX iHGEKIisAX Oy10
IOOBEHEeHO, 0 NUIPOQIOKCAIIMH aKTUBHHUH [0 OiNBINOCTI ITaMiB HUXKYeHaBeNeHUX OPraHi3MiB.

Aepo0OHi rPaMIO3UTHBHI MiKPOOPraHi3Mu

Staphylococcus aureus (BKJI0Yal04y IITaMU SK YyTINBi 1O METUIWIIHY, TaK i PE3UCTEHTHI 10
METULUIIIHY);

Staphylococcus epidermidis;
Staphylococcus spp., iHIlli Koaryna3oHeraTuBHi Bugu Staphylococcus spp., BKII04a4u
S. haemolyticus Ta S. hominis;
Corynebacterium spp.;

Streptococcus pneumoniae;

Streptococcus rpynu Viridans.

Aepo6Hi rpaMHeEraTUBHI MiKpOOpraHi3aMu
Acinetobacter spp.;

Haemophilus influenzae;

Pseudomonas aeruginosa;

Moraxella spp. (Bkmtouatouu M. catarrhalis).

3acmocy8aHHA Y 8YX0

LlumpodnokcalnrH Ma€ BUCOKY aKTUBHICTS in vitro BiTHOCHO OiNbIIOCTI aepOOHUX TpaMHEraTUBHUX
MiKpoopraHi3mis, BKodaoyu Pseudomonas aeruginosa. Bin TakoX e(peKTUBHUN BiTHOCHO aepOOHUX
rpaMIO3UTHBHUX MIKPOOPTaHi3MiB, TAKUX K CTA(PiIOKOKH i CTPENITOKOKH. fIK MOKa3aHo y
HUK4YeHaBefeHil TabauIl, IMIpodIoKCaluH TeMOHCTPYE MUPOKHUIA CIeKTp Ail in vivo (MIIK,,> <2
MKT/MJT) OO0 MAaTOreHHUX MiKpPOOPraHi3MiB, BUIIEHUX y MAlli€HTIB 3 TOCTPUM 30BHIIIHIM OTUTOM, B
OCTAHHIX KIiHIYHUX JOCHIIXeHHIX.

Bup GakTepin [3omatu  |[MIIK MIIK, MIIK,, MIIK,,.,
N= (MKT/MIT) (Mr/mn)  |(Mr/mn)  |(MKT/MIT)

[Pseudomonas aeruginosa 1089 0,03 0,13 0,25 16
Staphylococcus aureus 221 0,13 0,50 1,0 128
Staphylococcus epidermidis 257 0,06 0,25 0,50 128
Staphylococcus caprae 75 0,13 0,50 0,50 2,0
[F'nterococcus faecalis 53 0,50 1,0 2,0 4,0
Fnterobacter cloacae 45 0,004 0,016 0,032 0,25

LlunpodnokcalyH € TaKOXK aKTUBHUM IIPOTY IATOT€HHUX MIKPOOPTraHi3MiB, BUAIEHUX Y MAI€HTIB 3
TOCTPUM OTHTOM CEPEeNHbOT0 ByXa 3 3aCTOCYBaHHSIM THMIIAHOCTOMIUYHUX TPYOOK.




Bup 6akTepin [3omatu  |MIIK,,, MIIK, MIIK,, MIIK,, ..
N= (MKT/MIT) (Mxr/mn)  |(Mr/mi)  [(MKrT/mi)
Streptococcus pneumoniae 197 0,25 1,0 2,0 8,0
Staphylococcus aureus 134 0,06 0,25 1,0 >128
[Pseudomonas aeruginosa 132 0,03 0,25 0,50 128
[Haemophilus influenzae 122 0,004 0,008 0,016 0,25
Staphylococcus epidermidis 103 0,06 1,0 64 64
IMoraxella catarrhalis 37 0,008 0,03 0,00 0,06
E'scherichia coli 15 0,008 0,03 128 >128

['paHKYHI 3HaYEHHS JiaMeTpPiB 30H IPUTHIYEHHS POCTY MIKPOOPraHi3MiB
O¢dmanbmMoa02i4He 3aCMOCYBAHHA

LumpodnokcaurH BUSIBUBCS aKTUBHUM in Vitro BiTHOCHO OiIbIIOCTI IITTaMiB HACTYITHUX
MiKpOOpraHi3MiB; OgHaK KJTiHiYHa 3HAUYIIICTh KX JaHUAX IPU 0PTaIbMOJIOTIYHUX iHDEKITiAX
HeBimoma. besrneka Ta eeKTHBHICTh HTUIIPOGIIOKCAIIMHY NIPH JIiKyBaHHI BUPA30K POriBKu abo
KOH'IOHKTHBITIB, CIpUUYNHEHUX IMMHU MiKpOOpraHiaMaMH, B afeKBaTHUX Ta J00pe KOHTPOJILOBAHUX
KITIHIYHUX JOCIIIKEHHSIX He BCTAHOBIIEHI.

HuxxueHaBeneHi 6akTepii BBaxKaOThCS UyTIUBAMHU IIPU OI[HIN 3 3aCTOCYBaHHSM CHCTEMHUX
TpaHUYHUX 3Ha4Y€eHb [iaMeTpPiB 30H NIPUTHIYEHHS POCTY MiKpoopraHidaMiB. OgHaK B3a€MO3B 130K MixK
CACTEMHUMU 3HAUYEHHSMU [iaMeTpiB 30H IPUTHIYEeHHS POCTY MIKpOOPraHi3MiB in vitro ta

0o TanbMOIOriYHOo0 e(peKTUBHICTIO HE BCTAHOBNEHUM. LlunpodmokcauuH in vitro eMOHCTPYE
MiHiMaJbHI IPUTHiYyBasbHi KOHLIeHTpalil (MIIK) 1 MKr/mMJ ab0 MeHIIe (CHCTeMHI
rpaHNYHi 3Ha4YeHHS giaMeTpPiB 30H YYTJIMBOCTI OO0 MPUTHIYeHHS POCTY MiKpPOOPTraHi3MiB) IPOTH
6inbmrocTi (90 %) mrTamiB HUXKYeHaBEIeHUX OYHUX ITAaTOTEHHUX MiKPOOPraHi3MiB.

AepoOHi rpaMIO3UTHBHI MiKpOOpPraHi3Mu

Bunu Bacillus.

Aepo6Hi rpaMHeraTuBHi MiKpoopraHiamMu
Acinetobacter calcoaceticus;
Enterobacter aerogenes;
Escherichia coli;
Haemophilus parainfluenzae;
Klebsiella pneumoniae;
Neisseria gonorrhoeae;
Proteus mirabilis;

Proteus vulgaris;

Serratia marcescens.

Iami




Peptococcus spp., Peptostreptococcus spp., Propionibacterium acnes, ta Clostridium perfringens €
YyTJIMBAMU MIKpOOpraHizMamu.

Heuytnusi

Hesiki mramu Burkholderia cepacia Ta Stenotrophomonas maltophilia € pe3ucTeHTHUMU [0
unpodIoKcauuHy, SK i geski anaepoOHi 6akTepil, ocobnmuBo Bacteroides fragilis.

Ixmma indopmarris

MinimManpHa OakTepulgHa KoHIeHTpalis (MBK), ik mpaBuio, He IepeBUIIY€e MiHiMaIbHY
NpuUrHidyBanbHy KoHUeHTpauito (MIIK) Ginbie HikK Ha KoedillieHT 2.

3acmocysaHHa 8 omoaoaii

LunpodIiokcaryy BUSIBUBCS aKTUBHUM in Vitro BiTHOCHO OiNIBIIOCTI ITTaMiB HUXKYeHaBEIeHUX
MiKpOOpraHi3MiB; OgHaK KJIiHiYHa 3HAUYIIICTh LIUX JaHUX IIPU BYIIHUX iH(eKIigxX HeBinoma. be3neka
Ta e(peKTHUBHICTh TUNIPODIIOKCAIMHY NIPHU JIiKyBaHHI TOCTPOT0 30BHIIIHBOTO OTUTY, CIIPUUYUHEHOTO
IIUMH MiKpOOpraHiaMaM#, B afleKBaTHUX Ta [00pe KOHTPOJIbOBaHUX KITIHIYHUX [OCITIIXKEHHSIX HE
BCTAHOBJIIOBAJIUCh.

HuxxueHaBeneHi 6akTepii BBaXKaThCS YYTIUBAMHU MIPHU OINHIN 3 3aCTOCYBAaHHSIM I'DAHUYHUX
CHCTEMHUX 3HAa4Y€eHb [iaMeTpPiB 30H IIPUTHIYEHHS POCTY MIKpoopraHi3MiB. [IpoTe B3a€MO3B 130K MixX
CUCTEMHUMU 3HaUEHHSMU [iaMeTpiB 30H IIPUTHIYEHHS POCTY MIKPOOPraHi3MiB in vitro Ta
e(eKTHUBHICTIO IPU 3aCTOCYBaHHi y ByX0 He BCTAHOBNIeHUM. LIunpodmokcauud JeMOHCTPYE in Vitro
MiHiMaIbHy IPUTHIYYyBaIbHY KoHLIeHTpalio (MIIK) 1 Mkr/Mi abo MeHIlle (CUCTEMHI TpaHUYHI
3HAYEHHS [iaMeTpPiB 30H YyTIUBOCTI IIOMI0 MIPUTHIYEHHS POCTY MiKpoopraHi3miB) mpoTu OinbIIocTi
(90 %) mTaMiB HUXKUYEHaBeleHUX IIaTOTeHHUX MiKpPOOPraHi3MiB.

Aepo0OHi rpaMIIO3UTHUBHI MiKPOOPraHi3Mu

Bupnu Bacillus;

Bugu Corynebacterium;
Enterococcus faecalis;
Staphylococcus aureus;
Staphylococcus epidermidis;
Staphylococcus caprae;
Staphylococcus capitis;
Staphylococcus haemolyticus;
Streptococcus pneumoniae;
Streptococcus rpynu Viridans.

Aepo0OHi rpaMHEraTHBHI MiKpOOPraHi3Mu

Achromobacter xylosoxidans subsp. xylosoxidans;



Acinetobacter baumanii;
Acinetobacter junii;
Acinetobacter Iwoffi;
Acinetobacter radioresistans;
reHoBuau Acinetobacter 3;
Citrobacter freundii;
Citrobacter koseri;
Enterobacter aerogenes;
Enterobacter cloacae;
Escherichia coli;
Haemophilus influenzae;
Klebsiella oxytoca;
Klebsiella pneumoniae;
Moraxella catarrhalis;
Proteus mirabilis;
Pseudomonas stutzeri;
Serratia marcescens.

Takok UIPoQIOKCAIH BUSIBUBCS aKTHBHUM in Vitro MpoTH OiIbIIOCTI ITaMiB HUKYEHaBEIeHUX
MIKpPOOPTaHi3MiB, Ki CIPUYUHSAIOTh OTUT CEPENHBOI0 ByXa:

Aepo06Hi rpaMIIO3UTHUBHI MiKpOOpPraHi3Mu
Staphylococcus aureus;

Staphylococcus epidermidis;
Streptococcus pneumoniae.

AepoOHi rpamMHeraTHBHI MiKpoopraHizMu
Escherichia coli;

Haemophilus influenzae;

Moraxella catarrhalis;

Pseudomonas aeruginosa.



Pe3ucTeHTHICTh 0 UIPOGDIIOKCAIMHY, K IIPaBUJI0, PO3BUBAETLCS MOBIIbHO. OgHAK Y Li€l rpynu
iHri6iTOpiB ripasu crmocTepiraeThCs mapasebHa Pe3UCTEHTHICTb.

Y pe3ynbTaTi HOCHIAXKEHb YyTIUBOCTI OaKTepiil BUSBIIEHO, 10 OiNBLIICTE MIKPOOPTaHi3MiB,
PE3UCTEHTHUX [0 NUIPO(DIIOKCAIMHY, € Pe3UCTEeHTHUMU TaK0XK [0 iHIMX GTOPXiHOJOHIB. Y X0mi
KJTIHIYHUX [OCTiIXKEeHb YacTOTa BUMiJIEHHS IITaMiB i3 Ha0yTO PEe3UCTEHTHICTIO 0
nunpodIokcanyuHy 6yna HU3bKOIO.

3aBAsiKA 0COOIMBOMY CIIOCOOY mil He iCHY€E ImepexpecHo0l pe3uCTEeHTHOCTI MiX ITUIPOo(IIOKCAllnHOM Ta
iHmuMy aHTHOAKTepianTbHUMHU 3aco0aMi 3 Pi3HUMHU XiMiYHUMU CTPYKTypaMH, TaKUMHU SIK OeTa-
JTaKTaMHi aHTUOI0TUKM, aMiHOTIIKO3UAY, TETPAIIMKITIHY, MAKPOJIiK Ta MENTUIN, a TAKOXK
cynbdoHaMIiX, MOXiAHI TPUMETONIPUMY Ta HiTpodypaHy. TakuM YMHOM MiKpOOpraHi3Mu, pe3uCTeHTHi
IO IUX JIiKapChKUX 3ac006iB, MOXKYTh OYTU YyTIMBUMHU [0 LHUIPOGIOKCAIUHY.

[TokmiHiyHi gaHi 3 6e3meKn

LumpodnokcalyH Ta iHIII XiHOJOHU CIPUYMHSAIOTh BUHUKHEHHS apTPOIaTil y MOJIOAUX TBAPUH
OiNBIIOCTI BUMIB, IKi JOCTIAXKYBaINCS MiC/IsI IepopabHOTO 3aCTOCyBaHHS. [Ipy 3acTOCyBaHHI
runpodokcanuny 30 Mr/Kr fis Ha cyriobu 6yna miHiManbHOI0. List mo3a y 270 pasiB nepeBuiiye
PEKOMEeHI0BaHy 03y AJIA KIIIHIYHOr0 3aCTOCYBAHHSA Yy ByXO IIPU JIIKyBaHHI JUTUHU 3 Macolo Tina 10
KT i3 3acTocyBaHHsAM 0,27 Mr nunpodiokcaluHy B KOXKHe ByX0 [Bidi Ha mo0Oy. YV xofi ogHOMiCSTYHOTO
IOCTiIKeHHST Ha MOJIOIUX cobakax (0irnsx) mpu MiciieBoMy 3aCTOCYBaHHI OYHUX Kparesb
IIIJTIOKCAH® He Gyno BUSBIEHO KOAHUX ypazKeHb Cyrio6is. Takox He Gy/I0 BUSBIEHO KOTHUX
[OKa3iB TOTO, IO MiCIleBe 3aCTOCYBaHHS SKMMOCh YNHOM BIIJIMBA€ Ha cyrnodu. OKpim 1poro, y 634
[iTey, Ki IepopasibHO IpuiMany UUnpodIoKCcalyH, P KIIiHIYHOMY Ta PEHTI€HOJIOTiYHOMY
IOCIIiIXeHH] He 0yJI0 BUSBIEHO OyOb-IKOT0 TOKCUYHOTO BIJIUBY Ha CKeEJIeT.

HocmigXeHHsT pempoAyKTHBHOI PYHKIIil, SKi IPOBOAUIIM Ha IIypaX Ta MUIIAX i3 3aCTOCYBaHHSAM M03,
mo y 50 pa3iB nepeBUIITyBaaIu MaKCUMaJIbHYy 0pTaIbMOIOTiuHy 1000BY 03y [AJIs JIIOAUHU, a TAaKOXK Y
900 pagiB nepeBuIlyBaau PeKOMEHAOBaHY A03Y AJIS 3aKallyBaHHS y ByXO (IIpH JIiKyBaHHI AUTHHU 3
Macoio Tina 10 kr abo mopocol moguHu 3 Macoo Tina 50 Kr i3 3actocyBanHaM 0,27 mr a6o 0,36 mr
UIpPoQIIOKCalHY BiNOBIAHO y KOXKHE BYXO [IBiUi Ha I€Hb), He BUSIBUJIU JKOOHUX NOKa3iB
TOPYIIeHHs (GePTUILHOCTI a0 IIKigIUBOTO BIJIUBY HA IIJIiM, CIPUYMHEHUX 3aCTOCYBAaHHSIM
UIPodIOKCaAlUHY.

LunpodnokcanuH mpu nepopanbHOMY 3acTocyBaHHi v fo3ax 30 Ta 100 MI/Kr He MpuU3BiB OO
BUHUKHEHHSI TepaTOreHHUX ePeKTiB y KPOJIiB, X04ya IpU 3aCTOCYBaHHI 000X LIUX N03 CIOCTEPiraBcs
3HAQYHUY TOKCUYHUY BIIJIUB Ha caMOK. [lic/ig BHYTPIIIHEOBEHHOI'0 3aCTOCYBaHHSA 03 [0 20 MI/Kr
TOKCUYHOT'O BIJIUBY Ha cCaMOK eMOpioHa/IbHOI TOKCUYHOCTI abo TepaToreHHUX epeKTiB He
CIIOCTEpPirasocs.

dapmaxoKiHemuxka.

[Ticns MiciieBOTo 3aCTOCYBaHHS B OKO JTIOOUHY HUIIPOGIIOKCAINH fo0pe BCMOKTYEThCS. KoHIIeHTpallis
unpodIoKcaluHy, BUSABIEHA y CIi3HIM IITIBIY, POTiBLi Ta IepegHiil KaMepi OKa, Bif HeCATH 10
IEKIUIBbKOX COTeHb pa3iB Bullla 3a MIIK,, 11g 4yTIUBUX OYHUX [IAaTOT€HHUX MIKPOOPTaHi3MiB.

CucteMmHa abcopOirist umpodI0KCalUHy ITiC/Is MiCIIeBOTO 3aCTOCYBaHHS B OKO HU3bKa. PiBHI
UIpodIOKCAlMHY V IIIa3Mi IMicist CEMUIeHHOTO MiCIIEBOT'0 3aCTOCYBaHHS KOJIMBAIMCSA Bifl PiBHIB, 110
He TiAJaloThCS KibKiCHOMY BU3HauYeHHIo (<1,25 Hr/mn), o 4,7 ur/min. CepegHe 3Ha4YeHHS



MaKCUMaJIbHOI KOHIIEHTpallil IuIpodIoOKCaluHy y IIJ1a3Mi KPOBi, OTpUMaHe IIiCJIsl MiCIIeBOTO
3aCTOCYBaHHS B 0KO, Oyyio mpuOnu3no y 450 pa3iB MeHIIe 3a 3Ha4YEeHHS, 10 CIIOCTEPIiranocs micis
IIepPOpaIbHOT0 3aCTOCYBaHHSA OJHOPA30BOl 403U HUIPOGIOKCALMHY, 110 CTAHOBUIIA 250 mr.

Y miTeit 3 0TOpeElo i3 3aCTOCYBaHHSIM THUMIIAHOCTOMIUHOI TpyOKU abo 3 mepdopaiiieio 6apabaHHOi
IIePETUHKY MiClleBe 3aCTOCYBaHHS IUNPOMIIOKCAMHY Y ByX0 MPU3BOAUIIO A0 PiBHIB KOHIIEHTPAIil
UIpodIoKCcanuHy y Ia3Mi KPOBi, 10 He MiAfal0ThCS KibKiCHOMY BU3HAYEHHIO, IPU MeXi
BUSIBIIEHHS 5 HI/MJI. ¥V WIKMHIINJ UATPOQIOKCAIMH PO3MOAIIABCA Y [IJIa3Mi Ta PiAMHI CepegHbOro Byxa
IIiC/Is1 BHYTPIIIHBOM $130BO1 iH'€KIIil Ta BCMOKTYBaBCS y BHYTPIIIIHE BYXO IiCJIs MiCLIEBOTO
3aCTOCYBaHHS y CepefgHE BYXO.

CucrtemHi papMaKOKiHETUYHI BIaCTHUBOCTI IUIPodIIoOKcaluHy fo6pe BUBYEHI.

Lumpodnokcaurt qodpe po3MOTiNsAE€ThCSA Y TKAaHWHAX Tina, 3 PiBHAMU BMICTy ¥ TKAaHUHAX, IK
IIPaBUJIO, BUIIMMHU 3a piBHI BMiCTy y myia3mi. O6’eM po3mofiny y cTabilbHOMY CTaHi CTAHOBUTH
1,7-2,71 n/kr. 3B’s13yBanHs 3 0i1KOM cCUpOBaTKM CTaHOBUTDL 16-43 %. [Tepion HamiBBUBEOEHHS
UIpodIOKCAllMHy 3 CUPOBATKU KPOBi CTAHOBUTH 3-5 TOguH. [1ic/s mepopanbHOro 3aCTOCYBaHHS
OJIHOKPATHOI 103K, 1[0 KONMUBAETHCA Bif 250 go 750 Mr, y mOpPOCIUX MAIli€eHTiB 3 HOPMaJIbHOO
¢byuKuieo HUPoK 15-50 % mo3u BUAINSETHCS Y Cedy y BUTIISAI He3MiHeHOl JTiKapChKol pe4OBUHU Ta
10-15 % - y Burnsami MeTaboJIiTiB mpoTsAroM 24 ropuH. AK uunpodaokcanut, Tak i #10ro YOTHpHU
IIepBUHHI MeTab0IiTh BUAINAIOTECA ¥ cedy Ta Kajl. HUpKOoBUH KIlipeHC IUIPO(IIOKCAIUHY, K
npaBuio, ctaHoBUTh 300-479 mi/xB. [IpubausHo

20-40 % [mo3u BUBOMUTHCS 3 KAJIOM Y HE3MiHEHOMY BUTTISIMI Ta Y BUTTIAAI MeTa0OIiTiB MPOTATOM 5
[HIB.

KrinigHi xapaKTepHCTHKH.
Iloka3zanus.

Bupasku poriBku Ta noBepxHEBi iH(deK1il 0Ka (04eit) i 10ro IpPUEAaTKiB, CIPUYNHEH] ITaMaMu
OakTepil, YyTIUBUMHU [I0 ITUIPODIIOKCAIUHY.

F'ocTpuil OTUT 30BHIIIHLOTO ByXa, @ TAKOXK T'OCTPUU OTUT CEPEOHBOr0 ByXa 3 JpeHaKeM 4yepes
TUMITQHOCTOMIYHY TPYOKY, CIPUYMHEH] [IITaMaMy OaKTepid, YyTIIMBUMU [0 IUIPOQIIOKCALIUHY .

IIpomunoka3aHHs.

[TigBuieHa YyTNUBICTL [0 1unpodIrokcanuyHy abo o iHIMX XiHOIOHIB, ab0 70 OyOb-IKOro 3
KOMIIOHEHTIB IIpernapary.

B3aemodisn 3 iHwumu nikapcoKumu 3acobamu ma iHwi eudu e3aemoditi.

OcCkinbKy UAPOQIIOKCAWH IIPX MiCIIeBOMY O(TarbMOJIOTiYHOMY ab0 0TOJIOTiYHOMY
3aCTOCYBaHHI Ma€ HU3bKY CUCTEMHY KOHIIEHTpALlil0, B3aEMOJis 3 IHIIUMU JTIKapCbKUMU
3aco0aMu € MaJIOMMOBIPHO0. AKIIO0 OMHOYACHO 3aCTOCOBYBATH KijlbKa JIIKAPCHKUX 3aCO0IB ISt
MiCIIeBOT'0 3aCTOCYBaHHS B OKO, HEOOXiIHO 3aUeKaTH IOHalMeHIle 5 XBUJIMH MiX 1X 3aCTOCYBaHHSIM.
Ouni Ma3i cif 3aCTOCOBYBATU OCTAHHIMU.



Oco6.1ueocmi 3acmocyeaHHsi.
Tinbku A9 0pTaIBMOJIOTIYHOT0 3aCTOCYBaHHS.
3aranbHi

Y manieHTiB, AKi IPOXOAUIN Tepallilo XiHOJIOHOM, CIIOCTEpIrajucs Cepio3Hi Ta IHKOJIHU JieTaJlbHi
(aHadinakTUyHi) peakxilil MiABUIEHOl YyTINUBOCTI, OesKi - MiCISA 3aCTOCYBaHHA IepIol fo3u. [eski
peaxtiii cynpoBoAXKyBaIuCs CEPLIeBO-CYIUHHOI0 HEIOCTATHICTIO, BTPATOIO CBiIOMOCTI, IIyMOM y
ByxaX, HaOpsSAKOM TI'JIOTKH a00 06/Iuy4si, OUCIIHOE, KPOIIKMB' THKOIO Ta CBepOexkKeM.

Cepii03Hi BUIIaIKu IOCTPOI TiepuyyTAUBOCTI A0 UIPOQIOKCALIMHY MOXKYTh MOTpeOyBaTH
HEeBIAKJIaAHOTO JIiKyBaHHA. [Ipy K/TiHIYHUX TOKa3aHHAX CJIif 3AiMCHUTY KUCHEBY Tepallilo Ta
BiTHOBIEHHS MIPOXiAHOCTI OUXAIbHUX IIISAXIB.

Crif IpUIMHUTY 3aCTOCYBaHHS IIUIIPOQIIOKCALIMHY IIPY IEPIINX 03HaKaX BUCHUILY Ha IIKipi a6o
Oymb-SIKUX iHIINX O3HAKax peakllil MiIBUIIeHO]l YyTIUBOCTI.

4K i mpu 3acTocyBaHHI BCix aHTHOAKTepialbHUX IIpeNapariB, TpHBaje 3aCTOCYyBaHHS MOXKe
IIPU3BECTH 10 HAAMIPDHOTO POCTY HEUYTIUBUX 0O aHTUOI0THKIB GaKTepianbHUX mITaMiB abo rpubis. Y
BUIIa[IKy PO3BUTKY CymnepiH(deKil CIIif TPOBECTH BiAOBIOHY Tepallilo.

3anasieHHSI Ta PO3PUB CYXOXKUJIIS MOXKJIUBI IPU CUCTEMHIiN Tepamil pTopxiHoNIOHaAMH,
BKJIIOYAI0YX IUNPOoGIOKCcalliH, 0COOIMBO Y MallieHTiB JIITHROTO BiKy, @ TAKOXK Y MAlli€HTiB, SKUM
CYNyTHBO 3[iMCHIOETHCS JIIKYBaHHA i3 3aCTOCYBaHHAM KOPTUKOCTEPO1AiB. TaKUM YMHOM, JIIKyBaHHS i3
3aCTOCYBaHHAM OYHMX/BYIHHUX Kpamnens LIIIOKCAH® cnif mpUNuHATY IPHU MepIIUX 0O3HaKax
3ananeHHs CyXOXUILIA.

OyHi Kpami

Kniniynu#t gocBig 3acToCyBaHHS OiTAM BikOoM [0 1 POKy, 0COOIMBO HOBOHAPOMXKEHUM, JOCUTh
o0MeXeHU.

He pekoMeHayeThCs 3aCTOCYBaHHs 049HUX Kpamnelb LIIJIOKCAH® HoBOHAPOIKEHUM 3 GIIEHOPEEIO
HOBOHapPOAKEHUX TOHOKOKOBOTI'O Ta XJIaMiiiHOI0 IIOXOAKEHHS, OCKIJIBKY He OLIHI0BAJIOCTd y
nalieHTiB faHol KaTteropii. HoBoHapoaxkeHi 3 671eHOpeE0 HOBOHAPOAKEeHNX ITOBUHHI OTPUMYBaTH
JiKyBaHHS, BiANOBiAHE iX CTaHY.

IIpu 3acTocyBaHi o9HEX Kpanens LIIJIOKCAH® cnif 6paTé 0o yBaru pU3dK DOTPAIISHHS
Ipernapary y HOCOTJIOTKY, 1[0 MOXKe CIPHUATH BUHUKHEHHIO Ta MOMKXPeHHI0 6aKTepiaabHOI
PE3UCTEHTHOCTI.

Oumi kpanni HIJTOKCAH® MicTsiTh GeH3aIKOHII0 XIOPUA, IKUH MOXe CIPUYMHSATH NOfpa3HeHHI
Ta 3He0apB/IIOBAaTH M’SIKi KOHTAKTHI JTiH3MH.

He pekoMeHOy€eThCS HOCUTU KOHTAKTHI JIiH3Y Iif] 4ac JIiKyBaHHSA 0YHOI iHGEKIIil.

TakuM 4YMHOM, ITallieHTaM CJIifl IOPEKOMEHyBaTA He HOCUTYU KOHTAKTHI JIIH3Y Mif Yac JIiKyBaHHSA
ounuMH Kpamnsamu LIITTOKCAH®.

Bywni xpannii



EdekTuBHiCTh Ta 6e31eKa 3aCTOCYBAHHS OiTSIM BiKOM 10 1 POKY HE OILiHIOBAJIUCS.

[Tpu 3akanyBaHHI y ByXO CIIif 30iMCHIOBATY YaCTUU MEeOUUYHUN MOHITOPUHT [JI MOXKJIUBOCTL
CBO€YACHOI'0 IPOBENEHHS 1HIINX TepPaleBTUYHUX 3aXO0/iB.

3acmocyeanns y nepiod eazimHocmi abo 200yeanHs 2pydoio.
PenponykTuBHa QYHKIIA

HocnifKeHHS 3 METOIO OLIHKY BIJINBY Ha PEIPONYKTUBHY QYHKIIIIO IPU MiCI[eBOMY 3aCTOCYBaHHI
npenapaty LIITTOKCAH® He 37iliCHIOBANIA.

BariTHicTh

HeMae afexBaTHUX JaHUX LIOA0 3aCTOCYBaHHA IIpenapaTry L[IJ'[OKCAH® BariTHUM KiHKaM.
[ocnigKeHHSI Ha TBapMHAX He BKa3yl0Th Ha MPAMUM IIKIAJINBUY BIIUB Yepe3 PENPOIYKTUBHY
TOKCUYHICTb.

BaXkaHOo YHUMKaTH 3acTocyBaHHS npenapaty LIIIOKCAH® y nepion BariTHOCTI.

['ogyBaHHd TpyAnio0

[Tpu nepopanbHOMY 3aCTOCyBaHHI LKNpodIakcanuH 0yJio BUSBIEHO ¥ IpyaHoMY Moriolli. HeBimomo,
YU IPOHUKAE IUIPOQIaKcalliH y TPyIHe MOJIOKO IIiC/Isl MiCIIeBOTO 3aCTOCYyBaHHS B 0KO ab0 BYXO.
Crig 3 o6epexHicTio 3actocoByBaty LIINTOKCAH® xiHKaM, gKi TOAYIOTh TPY/AIIO.

30amnicms eni1ueamu Ha weudKicmsb peakuii npu KkepyeaHHi asmompaHcnopmom a6o
iHwumu mexaHizmamu.

Iauuit npemnapaT He Ma€e ab0 Ma€ HE3HAYHUM BIIJIUB Ha 3[aTHICTh KEPYBATH aBTOTPAHCIIOPTOM abo
iHmMu MexaHi3Mamu. TUMYacoBe 3aTyMaHeHHs 30py abo iHII MOPYIIeHHs 30py MOXKYTh BIIJTUBATH
Ha 3[aTHICTh KePyBaTU aBTOTPAHCIOPTOM abo iHIIMMHU MeXaHi3MaMu. AKIIO0 3aTyMaHEHHS 30py
BMHUKAE IIi[l Yac 3aKallyBaHHS, MAIliEeHTy He0OXigHO 3aYeKaTH, OKY 3ip MPOSCHUTHCS, MEePII HixkK
KepyBaTH aBTOTPAHCIOPTOM abo0 iHIIMMHK MeXaHi3MaMH.

HeMae XopHUX JaHUX LIOAO BIJIUBY BYLIHUX Kpallesb LIIJIOKCAH® Ha 3maTHICTD KepyBaTu
aBTOTPAHCIOPTOM a00 iHIIMMHU MeXaHi3MaMHu.

Cnoci6 3acmocyeaHHss ma do3u.

3acmocysarHsa 8 opmanvmonoeii

[103yBaHHSA

3acTOoCYyBaHHS MIIIITKAM Ta JOPOCIUM, BKIOYAIOUX MAalli€eHTiB JIITHHOrO BIKY



Bupa3sku pozigku:
LIIJIOKCAH® crmin 3aCTOCOBYBaTHU 3 TAaKMMHU iHTepBajlaMH, BKJIIOUAIOUU HIYHUN Yac:

y 1-11 meHb 3aKamyBaTH 10 2 KpaIlli Y KOH I0HKTHBaIbHUM MIIMIOK(-KHM) ypaxKeHOoro oKa(odel) KOXHi
15 XBUIMH MPOTSTOM IePIIUX 6 TOOUH, MOTIM - IT0 2 Kparli KoxXHi 30 XBUIHUH IIPOTITOM IIePIIol
moou;

Ha 2-1 [IeHb 3aKalyBaTH 10 2 Kpalli Y KOH I0HKTHABaJIbHUM MIIIOK(-K1) YpaxKeHOoro oKa(ouen)
IIIOTOJIMHMY;

3 3-ro no 14-ii IeHb 3aKallyBaTH I10 2 KpallJli y KOH IOHKTUBaJIbHUY MIIIOK(-KH) ypaXKeHoro oka (o4yen)
KOXKHi 4 TOOUHH.

[Tpu Bupa3li pOTiBKY JIiKyBaHHS MOXKe TpuBaTH OinbIie 14 gHIB; cXxeMy J03yBaHHS Ta TPUBAJICTh
JIIKyBaHHSI BU3HaYa€ JIikKap.

BaxkmepianvHi nosepxHesi iH¢ekuii oka ma 1io2o0 npudamkis

CraHpgapTHa [03a CTAHOBUTH 1-2 Kparli Y KOH IOHKTHABAJIbHUY MIIIOK(-KH) ypaxkKeHOoro OKa
(oueit) 4 pa3u Ha moOy.

[Tpu TsXKKUX iHQEKIigX 4o3a MOXKe CTAaHOBUATH 1-2 Kpalljii KOXKHi 2 TOAWHY y Ieplli ABa [Hi IPOTATOM
IEHHOTO Yacy.

4K mpaBuIIO, JIiKyBaHHA TpuBa€ 7/-14 OHIB.

[Micns iHCTUAALIL pEKOMEHOYETHCS LIiIbHE 3aKPUTTS MOBiK a60 HOCOCTEO30Ba OKII03id. Lle 3HUXKYE
cucteMHy abcopOitio JTikiB, BBeJeHUX B 0KO, 1II0 3MEHIIYE BipOTifHICTh CUCTEMHUX MOOIYHUX e(dEKTIB.

Y pasi cynyTHBOI Teparii i3 3aCTOCyBaHHSIM iHIINX MiCLIeBUX 0(TaIbMOJIOTiYHUX IIpenapartiB CIIif
DOTPUMyBaTUCh iHTepBay 10-15 XBUIUH MiX IX 3aCTOCYBaHHSIM.

3aCTOCYBaHHS OiTAM
lo3yBaHHSA A1 AiTel BiKOM Bifi 1 pOKy € TakKUM Xe, SIK 1 /11 JOPOCIIUX.

Y pesynbTaTi KIiHIYHOTO HOCTIAXKEHHS HOBOHAPOAXKEHHUX Ta AiTed BiKOM [0 1 Micglls BUSBIIEHO, 10
LIIJIOKCAH® € kniHigHO Ta MiKp0oGionoriyno epeKTUBHUM A7 JIiKyBaHHS OaKTepiaJbHOro
KOH'IOHKTHUBITY V IIill KaTeropii malfieHTiB MpX 3acTOCyBaHHi 3 pa3u Ha 0o0y MpOTATOM 4 [HIB.

3aCTOCYBAHHS IIPU MOPVIIEHHAX QVHKIII HIeYiHKKA Ta HUPOK

3acrocysanHns npenapaTy LIIJIOKCAH® miii KaTeropii malieHTiB He BUBYAIH.

Cnocibd 3acTocyBaHHSA

[lo6 momepenuTy 3a6pynHEHHS KIHUMKA KpalebHUL Ta pO34YUHY, Heo0XifmHO OyTH
00epexXHUMH i He TOPKATUCS MOBIK, MPUIErIuX OiMSHOK abo iHIUX MOBEPXOHb KiHYUKOM
(brmaKkoHa-KpamneabHHUII.

3acmocysaHHsa 8 omoaoaii



ﬂ03yBaHH$I

3acToCyBaHHS OOPOCIIUM, BKIOYaKYy IalliEHTiB JITHBOrO BiKY

[1s1 mopocnux go3a CTaHOBUTH 4 Kpalljli mpemnapary LIIJIOKCAH® y BYIIHMHM KaHal OBidui Ha m00y.

[ns maltienTiB, SKUM MOTPiOHE 3aCTOCYBAHHS BYLIHMX TaMIIOHIB, O3y MOXHA MOJBOITH TiJIbKU IIPU
IIepIIOMY 3aCTOCyBaHHi (TOOTO 6 Kparesnb [is fiTel Ta 8 Kpanesnb OISl HOPOCIIHX).

3arajioM TpPUBAJIICTE JIIKyBaHHS He IIOBMHHA llepeBulllyBaTé 5-10 gHIB. Y nesdkux BUllafkax JIiKyBaHHS
MOXKHa IIPOAOBXKHUTH, ajie Y TAaKOMY pa3i peKOMEHAYETHCS IEPEBIPUTU YYTIIUBICTh MiCII€BOI (DIIOPH.

Y pagzi cynyTHBOI Tepartii iHImuMy MiCIIleBUMU TiKapChKUMU 3aco0aMu CJIifi JOTPUMYBATUCh iHTepBay
10-15 xBunMH MiX X 3aCTOCYBaHHSM.

3aCTOCYBaHHA TIiTAM

Ilo3a cTaHOBUTH 3 Kpami npenapaty LIIJIOKCAH® y BymHui KaHan gBiui Ha go0y. be3neka ta
edekTusHicTs mpenapary LIIJIOKCAH® mocnigxkyBanucs y mitei BikoM Bif 1 go 12 pokis. Ge3sneka ta
e(eKTHUBHICTh IPU 3aCTOCYBaHHI AiTSIM BiKOM 40 1 POKYy He BCTAHOBJIEH.

3aCTOCYBAHHS IIPHU IIOPVIIEHHIX QVHKIII IeYiHKK Ta HUPOK

3actocysarHs npenapaty LIIJIOKCAH® miii KaTeropil namieHTiB He BUBYAIIOCS.

Cnocib 3acTocyBaHHS

Crnip peTenbHO MPOYUCTUATH 30BHIIIHIM cyxoBul KaHaul. 11100 3amobirtv BecTUOYIAPHiA CTUMYTISIII
PEKOMEH[YEThCS BBOOUTHU PO3YMH KiMHATHOI TeMIepaTypu abo TeMIepaTypH Tina.

[TamieHT MOBHMHEH NepeOyBaTH B MOJ0XKEHHI JlexKauyl Ha IPOTUJIEXKHi CTOPOHI BiTHOCHO ypazkeHOTo
Byxa. baxkaHo nepe0yBaTy y TaKOMY IOJI0KEHHI TPOTATOM 5-10 XBUNIKH. TaK0XK MiC/Is MiCLIeBOTO
OYHUIIEHHS V CIIyXOBUY MPOXiZ MOXKHA BBOOUTH 3MOYEHUN TaMIIOH i3 MapJi abo 3 TrirpoCKomiyHoi BaTu
Ha 1-2 mHi, ane #oro HeoOXimHO 3MOYYBATH [IJI HACKYEHHS IIperapaToM 2 pa3u Ha mo0y.

[1To6 momepenuTy 3a0pyIHEHHS KiHYMKA KpaIeJIbHUI Ta PO3YKUHY, HeoOXigHO O0yTu 00epekHUMY i He
TOPKATHCS BYIIHOI PAKOBUHYU 200 30BHIIITHLOTO BYIITHOT'O IIPOXOY, IIPUJIETIUX OiITHOK ab0 iHIIuX
IIOBEPXOHb KiHYMKOM (hJTaKOHA-KpameTbHHUIII.

Himu.

OuHi Kpami

Besmneky Ta eheKTUBHICTh OUHUX Kpamesb LIIJIOKCAH® 3 Mr/r BU3Hauanu y 230 giteu BikoMm Big 0 1o
12 pokiB. He moBigoMisiiiocst po XKOOHY CepHO3HY M06iYHY peakllilo, OB’ g3aHy i3 3aCTOCYBaHHIM
Impenapary il KaTeropil mauieHTiB.

Byni kpannmi

Besneka Ta ebekTuBHiCTh BymHuX Kpanens LIIJIOKCAH® 3 mr/mn BusHadanu y 193 miTeir BikoM Bif 1
no 12 pokiB. He moBimomIsiiocst mpo XKONHY Cepiio3Hy mo0iYHy peakilito, OB’s13aHy i3 3aCTOCYBaHHSM



npernapary il KaTeropii mamieHTis.

Beanexka Ta eeKTUBHICTH IPX 3aCTOCYBaHHI [IiTSAM BIKOM 10 1 pOKY He BCTAHOBJIEHI.

Ilepedo3yeanHs.

3BaxKamy4y Ha XapaKTePUCTUKU JaHOTO MIpenapaTry, IPU3HaYeHOTo OJ1s 30BHIIIHLOTO 3aCTOCYBaHHS,
He 0YiKyeTbCs OYIb-SIKOTO TOKCUYHOT0 edeKTy IIpU HOro 3acToCyBaHHi B opTanbmoriorii/oTonorii B
PEKOMeHI0BaHMUX [03aX, a TAKOX IIPHU BUIIagKOBOMY KOBTaHHI BMicTy 1 (rrakoHa.

ITo6iuni peakuii.

HuxuyeHnaBeneHi mobiuHi peakiii KmacudikyBanucs TaKuM YUHOM: qyxkKe dacTo (=1/10), gacto
(=1/100 mo <1/10), HeuacTto (=1/1000 mo <1/100), moomuuoki (=1/10000 mo <1/1000), pigkicHi
(<1/10000) abo HeBimOMi (HEMOXKIIMBO OI[IHUTH YACTOTY IX BAHUKHEHHS 3 iCHYIOUMX HaHUX). Y Mexkax
KOXKHOI Irpymnu 1mo6iuHi edeKTH 3a3HaveHi y MOPSOKY 3MEHILEeHHS IX CTYIeHs TSXKKOCTi. [JaHi momo
no0iyHKX epeKTiB Oyau oTpUMaHi Iif Yac KIiHIYHUX AOCTiAXKeHb Ta MPOTSATrOM II0OCTMapKETHHT OBOTO
mepiony 3aCTOCyBaHHS.

I[ToGiuHi edexTH, AKi cOCTepiramucs micna 3acTocyBaHHs npenapaTy LIINTOKCAH® B oko

Knacu cucTeM opraHiB [Tobiuni peakmii 3rigHo 3 Knacudikatopom MedDRA
[HdeKil Ta iHBa3il IT000UHOKI: TYMiHb, PUHIT
[TopymieHHs 3 60Ky iMyHHOI cucTeMU [[T000UHOKI: TIigBUIIIeHA YYTIUBICTD
[TopyuieHHST 3 00Ky HEPBOBOI1 Yacmo: gucreB3is
CHCTEMHU [Heyacmo: TonoBHUY 0inb
IT000UHOKI: 3aTTaMOPOYEHHS
OdTanbmMosoriyHi mopymeHHs Yacmo: BigKlafileHHs Ha POriBLi, BifUyTTs

mcKoMGbOPTY B Ol TilepeMisl OKa

[Heyacmo: KepaTomnartis, iHpinbTpaTu pPoriBKHY,
3a0apBIEHHS POTiBKH, CBiTI00053Hb, 3HUKEHHS
TOCTPOTH 30pYy, HAOPSIK IOBIK, 3aTyMaHEHHS 30Dy, Oinb
B OIIi, CYXiCTbh OKa, IIPUIIYXJIICTb 04el, CBepOikK OKa,
BiIUyTTS CTOPOHHBLOTO Tijla B OLii, IigBUILIEHA
CITIb030TeYa, BULIIEHHS 3 OKa, YTBOPEHHS JIyCOYOK I10
Kpasx IOBIK, JTyIIeHHS MOBiK, HAOPSK KOH IOHKTHBH,
epuTeMa II0BiK

I1000UHOKI: TOKCUYHICTb OKa, TOYKOBHUM KEPATHUT,
KepaTUT, KOH IOHKTUBIT, OPYLIeHHS QYHKII1 POTiBKH,
medeKT emiTenniio POriBKM, MUIINIOINIs, TinecTesis oKa,
ACTEHOIIisI, MoJpa3HEeHHs OKa, 3allajieHHS OKa,
rinepemist KOH IOHKTUBHU




[TopyuieHHs 3 00Ky opraHiB cinyxy  |[JooQuHoki: 6inmb y Byci

[TopyiieHHs 3 60Ky pecmipaTopHoi |[I000uHOKi: Timepcekpellis ITPUHOCOBUX ITa3yx
CHCTEMH, TOPaKalIbHi Ta
MefiacTUHAJIbHI IOPYIIEeHHS

[TopymeHHs 3 60Ky IITYHKOBO- Heuacmo: HymoTa
KUIIIKOBOT'O TPAKTy [TooOuHOKI: miapesi, 6ifib y KUBOTI
[Topy1ieHHs 3 00Ky IIKip# Ta IT000UHOKI: HEPMaTHUT

MiOIIKipHUX TKAaHUH
[TopyieHHS 3arajbHOr0 XapakTtepy [1000uHOKI: HeIlepeHOCUMICTh Ipernapary
Ta CTAaHH, IIOB'sI3aHi 3 MiclieM
BBEIEHHS
JTabopaTopHi JoCTimKeHHS [T000UHOKI: BiTXUJIEHHS Bil HOPMU Pe3y/IbTaTiB
TabopaTOPHUX NOCITIIXKEHb

TToGiuHi peaxiiil, Ipo AKi IOBiOMIIAIOCS IpH 3acTocyBaHHi npenapary LIITIOKCAH® y Byxo

Kmacu cucTeM opraHiB [To6iuHi peakmii 3rigHo 3 Knacudikaropom MedDRA
[TopymieHHs 3 60Ky HEPBOBOI [Heuacmo: akCUBiCTh, TOJIOBHUY 6ilb
CUCTEMU
[TopyuieHHs 3 00Ky opraHiB ciyxy Ta |[Heuacmo: Oinb y ByCi, 3aK/IafieHiCTh ByXa, 0TOpes,
mabipuHTY cBepOix y ByCi
[HegiOomi: I3BiH y Byxax
[TopyuieHHs 3 60Ky LIKipu Ta Heuacmo: mepMaTut
MiIIIKIPHUX TKAaHWH
[TopylueHHS 3arajbHOr0 Xxapakrepy [Heuacmo: rineprepMis
Ta CTAHM, [IOB'sI3aHi 3 MicuieM
BBEIEHHS

Onuc HaBeneHUX NOOIYHUX PEAKITiT

[Tpu miciieBoMy HaHeCeHHi (GTOPXiHOJIOHIB AyKe PifKO BUHMKAIM TaKi peakllii K (reHepasi3oBaHUM)
BUCHII, TOKCUYHUH eIifiepMoni3, ekcdommiaTuBHUN OepMaTUT, cuHIpoM CTiBeHca-[[2KOHCOHa Ta
KPOIIVB AHKA.

B OKPEeMHUX BHUIIaKaX IIPH 3aCTOCYBaHHi I.IPIHpO(l)HOKcaLII/IHy B OKO CHOCTepiFaHI/ICH BHUIIaJKHN
3aTYMaHEHHS 30Dy, SHUZKEHHA T'OCTPOTHU 30PY Ta O3HAKH 3dJIMIIKY IIPEIlapaTy.

PigKo KOMIIOHEHTH NIpenapaTy MOXYTh CIPUYMHUTH peakKIliio MiABUIEeHO]l YyTIUBOCTI IpU
3aCTOCyBaHHI y Byxo. OfHaK, sIK i Ipy HaHeCeHHi Ha MKipy 6yab-9K0I peUOBUHY, 3aBXKIU €
MMOBIPHICTh BUHUKHEHHS alepriyHoi peakilii Ha Oymb- KUY 3 KOMIIOHEHTIB IIpernapary (TiTbKY A7
BymHUX Kpanens IIIJIOKCAH®).

[Tpo cepiio3Hi, a y mesKUX BUNAgKax - IIPO JleTalnbHi (aHadimakTUYHi) peakilil migBULIIEHO]
YYTIUBOCTI, iHOAI MiCJIg IepIol AO3HU, IOBIIOMJISAIOCS V MAIliEHTIB, IKUM 3[iMCHIOBAJIA TepaIriio
CHCTEeMHUMH XiHOJIOHaMU. [lesiKi peakilii CyIpoBOAKYBaJIUCS CEePLeBO-CYAUHHUM KOJIalICOM, BTPATOI0
CBiTOMOCTI, ITOKOJIIOBaHHSIM, HAOPSIKOM I'TIOTKK a00 00/IMyy4st, MUCIIHOE, KPOIKB'THKOIO Ta
cBepbexkKeM.

Y mali€eHTiB, SKi OTpHMyBad CUCTEMHI (PTOPXiHOJIOHY, IIOBIIOMIISIIOCS IIPO PO3PUBU CYXOKHUIIIIA
nyeda, KUCTi, AXiJIIOBOr0 CyX0XKuUJIIA abo iHINX CYX0KUJIb, IKi TOoTpeOyBaau XipyprigHoro
BimHOBNIeHHS a00 MPU3BOAUIIM OO0 TPUBAJIOL Helie3maTHOCTI. [loCigKeHHS Ta IOCTMAaPKETUHT OBUH
IOCBiO 3aCTOCYBaHHS CUCTEMHUX (PTOPXiHOJIOHIB BKa3yIOTh Ha Te, 10 PU3UK BUHUKHEHHS TaKUX
PO3pUBIB MOxKe 30i/bILIYBAaTUCS Y MAIi€HTIB, SKi OTPUMYIOTh KOPTUKOCTEPOIIM, 0COOIUBO V Talli€HTiB



JIITHBOTO BiKY, Ta IIPX BEJIMKOMY HaBaHTaXXEHHI Ha CYXO0XKWUJLIA, BKJIIOYA0UU AXIITIOBE CYXOXKUILIA.
Ha manwuii yac KJ1iHiuHI Ta IOCTMapKEeTHUHI OB faHi He IPOLEeMOHCTPYBAJIA YiTKOT'0 3B’43Ky MiX
3acrocyBagHaM npenapaTy LIITTOKCAH® Ta moGiYHAMY peakiisMu 3 60Ky CKeJIeTHO-M I30B0i Ta
CIIOTy4YHOI TKAHUH.

V malieHTiB 3 BUPa3K0I0 POTiBKM IIPX YacTOMy 3acTocyBaHHi npenapaty LIINIOKCAH® crocrepirascs
Oinuii MpemuIiTaT B OIi (3a/IMILIOK MTperapary), IKUi 3HUKAB I1iCJIs [TOaIbIIOr0 3aCTOCYBaHHS.
HasBHiCTh npernumitaTy He noTpebye IpUIKMHEHHS 3acTocyBaHHsa npenapaty LIIJIOKCAH®, a Takox
He Ma€ HeraTUBHOTO BIIJIUBY Ha K/IiHIYHY KapTUHY NIPOLIECY OAYKaHHS.

Tepmin npudamHocmi. 2 POKH.

TepMin 30epiraHHs IMic/Is MEPIIOTo BigKPUTTS (QIakoHa - 4 THUXKHI.

YMoBu 30epiranHsi.

He 30epiratu B X0JMOOUIBHUKY Ta HE 3aMOpPOXKYyBaTH. 36epiraTé y HeIOCTYIIHOMY [JIS [iTel MicIii.

YnakoBka. [To 5 M y ¢rakoni-kpanensautii «JIpomn-TeitHep®»; o 1 p1akoHy B KOPOOIIi 3 KAPTOHY.

Kareropis Bignycky. 3a pelemnToM.

BupoOHHUK.

AnkoH-KyBprop/

Alcon-Couvreur.

Micue3HaxoKeHHsI BHPOOHHKA Ta afijpeca Miclsi IpoBaIXKeHHs HOro Tis/IbHOCTI.

Piiikcser 14, B-2870 Ilyypc, Bemnsbris/

Rijksweg 14, B-2870 Puurs, Belgium.



