IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

[IUITPOHEKC®

(CIPRONEX)

Cknao:
ditoua peuosuHa: ciprofloxacin;

1 M1 pO34YKHY MiCTUTh 3 MT HIANPO(IIOKCAIIMHY Y BUTTISAAL HUNIPOMIOKCALMHY TigPOXIOPULRY
MOHOTigparty 3,5 MT;

donomiocHi peyosuHu: MaHIT (E 421); HaTpito alleTaT, TPUTiApaT; KACIIOTa OLITOBA JIbOASHA; OUHATPII0
efeTaT; 6eH3aIKOHII0 XJIOPUA, PO3YMH; BOfla OYHUIIEHA.

JIikapcbka ¢popmMa. Kparmi 04Hi Ta ByIIHi, pO3YHUH.

OcHOB8HI (hi3uko-XiMiyHI 81acMuBoCMi: Maiixke 6e30apBHa CBIiTII0-2K0BTa ab0 CBIiTIO-3e/IeHa
IIpo30pa piauHa.

dapMakoTepaneBTHYHA rpyna. 3acobu [ 3aCTOCYBaHHS B 0TaIbMOJIOTil Ta OTOJIOTII.
[TpoTumikpoOHi 3acobu. Kom ATX S03A A07.

®Papmako102iuHi 8 1acmueocmi.

®apmakoOuHamika.

MexaHniaMm mii

Iunporekc® MiCTUTL IUNIPO(IOKCALMHY TifPOXIOPHS i3 KJIacy XiHONOHiB. bakTepununHa mis
XiHOJIOHIB, 110, TOJIOBHUM YKMHOM, BIIJTUBA€E Ha cuHTe3 [THK GakTepii, BUPaKaEThCS IIISTXOM

npurHiverusa NHK-ripa3u.

LlumpodnokcaurH Ma€ BUCOKY aKTUBHICTS in vitro BiTHOCHO Oi/bIIIOCTI TpaMHETraTHBHUX
MiKpoopraHi3mis, BKIodauu Pseudomonas aeruginosa. Bin Takox e(peKTUBHUN 1000 aepOOHUX
TPaMIIO3UTUBHUX MIKPOOPraHi3aMiB, TaKUX SK CTa(iIOKOKH i CTPEITOKOKH.

YyTnuBicTh O MIKPOOPraHi3MiB

O¢pmanvmonoziuHe 3acmocy8aHHA



4K mpu DOCTiAKEeHHSX in Vitro, Tak i Ipu KJIiHIYHOMY 3aCTOCYBaHHI IPU OYHUX iHEKIiAX Oy10
IOBEIeHO, IO UMTPOGIOKCALIMH aKTUBHUHN 1100 OilbIIOCTI MTaMiB HUXKUYeHABEOEHUX OPraHi3MiB.

AepoOHi rpaMIO3UTHUBHI MiKpOOpPraHi3Mu:

Staphylococcus aureus (BKII0Ya4y IMITAMU SK YyTIXBI 0 METHUIUIIIHY, TaK i pE3UCTEHTHI [0
METULUIIIHY);

Staphylococcus epidermidis;

Staphylococcus spp., iHii Koaryna3oHeraTuBHi Bugu Staphylococcus spp., BKIIOYa0un
S. haemolyticus ta S. hominis;

Corynebacterium spp.;

Streptococcus pneumoniae;
Streptococcus rpymu Viridans.

Aepo06Hi rpaMHeraTUBHI MiKpOOpraHi3Mu:
Acinetobacter spp.;

Haemophilus influenzae;

Pseudomonas aeruginosa;

Moraxella spp. (Bkntogatouu M. catarrhalis).

3acmocyeaHHa 8 omooeii

LlunpodnokcaluvH Ma€ BUCOKY aKTUBHICTE in Vitro BifTHOCHO OibIIOCTI aepOOHUX TpaMHEraTUBHUX
MiKpoopraHi3mis, BKiouaioun Pseudomonas aeruginosa. Bin Takox e(peKTUBHUH 1100 aePOOHUX
rPaMIIO3UTHBHUX MIiKpPOOpPTraHi3MiB, Takux K cTadiToKOKM i CTPENTOKOKH. fK moKa3aHo y Tabmui 1,
IUIPOGIOKCALMH JeMOHCTPY€E IMUPOKKH CIeKTp il in vivo (MIIK,,® <2 MKr/MJI) I0J0 IaTOreHHUX
MIKpOOpraHi3MiB, BUAIIEHUX Y MALI€HTIB i3 TOCTPUM 30BHIIIHIM OTUTOM.

Tabnuis 1
Bup OakTepiit [3omatu  [MIIK,;, MIIK, MIIK,, MIIK,,..
N= (MKT/MIT) (mMr/mn)  |(Mr/mi)  |(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

[F'nterobacter cloacae 45 0,004 0,016 0,032 0,25

[unpodnokcanyH TaKoXK aKTUBHUN IPOTH NATOTeHHUX MIKPOOPTraHi3MiB, BUMiIEHUX V MAIli€HTIB i3
TOCTPUM OTUTOM CEPEeNHbOT0 ByXa i3 BUKOPUCTAHHSIM TUMIIAHOCTOMIYHUX TPYOOK.




Tabnuns 2

Bup 6akTepiin [3omatu  |MIIK,,, MIIK., MIIK,, MIIK,, .
N= (MKT/MIT) (mMr/mn)  |(Mr/Mi)  |(MKT/MIT)
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
[Moraxella catarrhalis 37 0,008 0,03 0,06 0,06
[E'scherichia coli 15 0,008 0,03 128 >128

[lorpaHvyHi 3HAYEHHA OiaMeTPiB 30H IPUTHIYEeHH POCTY MIKDOOPraHi3MiB

O¢pmanvmonoziuHe 3acmocy8aHHA

Hunpodiiokcanyy BUSIBUBCSI aKTUBHUM in Vitro BigHOCHO Oi/IbIIOCTI ITTaMiB HUXKYe3a3HaUYeHUX
MiKpOOpraHiamiB, OmHaK KIiHiYHa 3HAYUMICTh [IUX JaHUX IIPU 0TAIbMOJIOTIYHUX iHDEKITITX
HeBimoMa. besneka Ta eeKTHBHICTh 3aCTOCYBaHHS IUIIPO(IIOKCAIIMHY IIPU JTiKyBaHHI BUPa30K
poriBKM ab0 KOH IOHKTHBITIB, CHPUYUHEHUX IIUMH MiKpPOOpPraHi3aMaMu, B afieKBaTHUX Ta go0pe
KOHTPOJIbOBaHUX KJIIHIYHUX AOCHIAKEHHAX HE BCTaHOBJIEHI.

HuxueHaBeneHi 6akTepil BBaXKaThCS YYTINBUMY NP OIiHII i3 3aCTOCYBaHHSAM CHUCTEMHUX
IIOTPAaHUYHUX 3HAUEHb [JiaMeTpPiB 30H IPUTHIYEHHS POCTY MiKpoopraHi3mis. OgHak B3a€MO3B’ 130K
MiX CUCTEMHVMHU 3HAYEHHSIMU [iaMeTpiB 30H IIPUTHIYEHHS POCTY MIKpOOPraHi3Mis in vitro ta
0(TanbMOJIOTiYHOI0 e(pEeKTUBHICTIO HE BCTAaHOBNIEHUU. Llunpodaokcauus in vitro eMOHCTPYyE
MiHiMasbHi pUrHivyBanbHi KoHneHTpatii (MIIK) 1 Mkr/Mi abo MeHIne (CUCTEMHI rpaHUYHI
3HAUYeHHA [iaMeTpiB 30H YYTJIMBOCTI IIOA0 NPUTHIYeHHS POCTY MiKpOOpPraHi3MiB) IPOTH GiIbIIOCTI
(90 %) wTaMiB HUKYEHABEJEHUX OYHUX [TaTOr€HHUX MIKPOOPTraHi3MiB.

AepoOHi rpaMIO3UTHUBHI MiKPOOPraHi3Mu:

Bunu Bacillus.

AepoOHi rpaMHeraTUBHI MiKPOOPraHi3Mu:

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

Proteus vulgaris;

Serratia marcescens.



[H1mi

Peptococcus spp., Peptostreptococcus spp., Propionibacterium acnes ta Clostridium
perfringens € 4yTIUBAMH MiKpOOpraHi3MaMH.

HeuyTnusi

Heski mramu Burkholderia cepacia ta Stenotrophomonas maltophilia € pe3uCTeHTHUMHU [10
munpodIioKcalrHy, 5K i meski aHaepoOHi 6akTepii, ocobnuBo Bacteroides fragilis.

Iamma indopmatiis

MinimanpHa OakTepuliugHa KoHIeHTpalis (MBK) 3a3Buuaii He nepesuiye MIIK Ginbiie HixXK Ha
KoeitrieHT 2.

3acmocyeaHHA 8 0moa02il

Hunpodrokcayy BUSBUBCS aKTUBHUM in Vitro BiTHOCHO OiNTbIIOCTI IITaMiB HUXKYeHaBeIeHUX
MiKpOOpraHi3MiB, 0gHaK KIiHiYHA 3HaYUMICTh IIUX OAHUX IIPU BYIIHUX iH(peKLigx HeBifoma. besneka
Ta e(peKTHUBHICTh 3aCTOCYBaHHS IUIPO(IIOKCALIMHY IPU JTiIKyBaHHI TOCTPOTr0 30BHIMIHBOTO OTUTY,
CIIPUYMHEHOT0 IIMMU MiKpoopraHidaMaMu, B afieKBaTHUX Ta HoOpPe KOHTPOIbOBAaHUX KITiHIUHUX
OOCIIiA?KEHHAX HEe BCTaHOBJIIOBAJIUCh.

HuxueHaBeneHi 6akTepii BBaxKaThCS YYTIUBAMHU IIPU OIHII i3 3aCTOCYBaHHSM I'DAHUYHUX
CUCTEMHUX 3HAaYeHb [iilaMeTpPiB 30H IIPUTHIYEHHS POCTY MiKpoopraHi3Mis. IIpoTe B3a€M0O3B 430K MixX
CACTEeMHUMU 3HaUEHHSIMU [JiaMeTpiB 30H IIPUTHIYEHHS POCTY MIKPOOPTraHi3MiB in vitro Ta
e(eKTHUBHICTIO IIPU 3aCTOCYBaHHI V¥ ByX0 HE BCTAHOBIIeHUH. LIumpodmokcaluuH JeMOHCTPYE in Vitro
MIIK 1 MKkr/mn a6o MeHIe (CHCTeMHi I'paHUYHI 3HAYEHHS JiaMeTpPiB 30H YyTIUBOCTI 100
IPUTHIYEHHS POCTY MiKpoopraHi3miB) mpotu OinburocTi (90 %) mramMiB HUXKYeHaBEeJEHUX ITaTOT€HHUX
MiKpOOpPraHi3MmiB.

Aepo6Hi rpaMIO3UTUBHI MiKpOOpPraHi3Mu:

Bunu Bacillus;

Bungu Corynebacterium;

Enterococcus faecalis;

Staphylococcus aureus;

Staphylococcus epidermidis;

Staphylococcus caprae;

Staphylococcus capitis;

Staphylococcus haemolyticus;

Streptococcus pneumoniae;

Streptococcus rpynu Viridans.



Aepo0OHi rpaMHeraTUBHI MiKpoOpraHizMu:

Achromobacter xylosoxidans subsp. xylosoxidans;
Acinetobacter baumanii;
Acinetobacter junii;
Acinetobacter Iwoffi;
Acinetobacter radioresistans;
reHoBunu 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.

Takox 1unpodI0KCayH BUSIBUBCSI aKTUBHUM in Vitro mpoTu OilbIIOCTI MITaMiB HUKYEHaBEIeHUX
MIKpPOOPraHi3MiB, gKi CIPUUYUHSAIOTE OTUT CEPEIHBOr0 ByXa.

Aepo0OHi rpaMIO3UTHBHI MiKPOOPraHi3Mu:
Staphylococcus aureus;

Staphylococcus epidermidis;
Streptococcus pneumoniae.

AepoOHi rpaMHeraTUBHI MiKpoopraHizMu:

Escherichia coli;

Haemophilus influenzae;



Moraxella catarrhalis;
Pseudomonas aeruginosa.

Pe3ucTeHTHICTh 10 TUIPOGDIIOKCAIMHY 3a3BUYall PO3BUBAETLCS MOBiIbHO. OHAK Y Li€l rpynu
iHribiTOpiB ripa3u crocTepiraeThcs mapanebHa Pe3UCTEHTHICTE.

Y pe3ynbraTi fOCHiAXKEHD YyTIUBOCTI OaKTepiil BUSABIIEHO, 10 OiNbLIICTE MiKPOOPTaHi3MiB,
PE3UCTEHTHUX [I0 TUIPO(DIIOKCAIMHY, € Pe3UCTEHTHUMH TaK0XK H0 iHIMX (GTOpxiHO0HIB. HacToTa
BU[IiJIEHHS IITaMiB i3 Ha0yTO0 PE3UCTEHTHICTIO M0 UIPoGIoKCaluHy 0yla HU3bKOIO.

3aBAsiKA 0cOOIMBOMY CIIOCOOY Hil He iCHY€E epexpecHo0l pe3UCTeHTHOCTI MiXK IIUIPO(IOKCAlnHOM Ta
iHmMYy aHTHOAKTePiaTbHUMHU 3aco0aMu 3 Pi3HUMHM XiMiYHUMU CTPYKTypPaMHU, TAKUMHU SIK OeTa-
JIAaKTaMHi aHTUOIOTHKY, aMiHOTTIIKO3UIH, TeTPAIMKITIHY, MAKPOJIiIX Ta MEeNTHAN, a TAKOXK
cynbhOHaMIH, IOXiHI TPUMETONIPUMY Ta HiTpodypaHy. TaKuM 4MHOM, MiKpPOOpPraHi3Mu,
PE3UCTEHTHI 0 KX JTIKAPChKUX 3aC00iB, MOXKYTh OYTU UYTIUBUMHU OO0 LUUANPOGIOKCAINHY.

dapmakoKiHemuka.

[Ticns MiceBOTo 3aCTOCYyBaHHS B OKO JTIOAWHU IUIPOGIOKCaIH fo6pe BCMOKTYEThCS. KoHIIeHTpallis
1UIpodIOKCAalMHY, BUSBJIEHA Y CHIi3HiM IITiBIN, POTiBIIi Ta IepeHii KaMepi oKa, Bif IecsaTH oo
IEeKIITbKOX COTeHb pa3iB Bullla 3a MIIK,, o1 4yTIUBUX OYHUX TaTOT€HHUX MIKPOOPraHi3MiB.

CucrtemHa abcop6iisg runpodIIokcauyy micist MiClleBOTr0 3aCTOCYBaHHS B OKO HU3bKa. PiBHI
unpodIoKCaluHy y IjIa3Mi micas 7-0eHHOT0 MiCIIeBOT0 3aCTOCYBaHHS KOJIMBAJIACS Bif PiBHIB, IO HE
MigAaThCs KiTbKICHOMY BU3HadYeHHIO (<1,25 uHr/mi), no 4,7 ur/min. CepeHe 3HaYEHHSA
MaKCHMaJIbHOI KOHIIEHTpalil HAIPoQpIOKCalUHY Y IIJ1a3Mi, OTpEMaHe IicJig MiCI[eBOr0 3aCTOCYBaHHS
B 0KO, Oy1io mpubnu3Ho y 450 pa3iB MeHIIe 3a 3HAYEHHS, 1[0 CIIOCTEePIraaocs micys IepopaIbHOTOo
3aCTOCYBaHHSI ODHOPA30BO1 03K IUIPOPIOKCAIMHY, 10 CTaHOBUIa 250 MT.

Y miTeit 3 0TOpeElo i3 BUKOPUCTAHHSIM TUMIIAHOCTOMIYHOI TpyOKM abo 3 nepdopatieto 6apabanHoi
IIePETUHKY MiClleBe 3aCTOCYBaHHS IUNPO(MIIOKCAMHY Y ByX0 IMPU3BOAUIO A0 PiBHIB KOHIIEHTpPAIil
UnpodIoKCaluHy y IjIa3Mi, 0 He IiA#aloThCs KiIbKiCHOMY BU3HAUYEHHIO, IIPU MeXi BUSBIEHHS 5
HT/MJI. Y TBapuH UUIPOQIOKCAIMH PO3MOAIIABCA Y IIJIa3Mi Ta PiAMHI CepegHbOro Byxa Iicis
BHYTPIIIHEOM s130BO1 iH'€KIIil Ta BCMOKTYBaBCS Yy BHYTDIIITHE BYXO IIiCJS MiCI[€BOTO 3aCTOCYBAHHS Y
CepenHe BYXO.

CucrtemHi apMaKOKiHETUYHI BIaCTHUBOCTI IUIPOdIIOKCcalliHy fo6pe BUBYEHI.

Llumpodnokcaurt qodpe po3MOTiNsAeThCS V TKaHWHAX Tila, 3 piBHEM BMICTY y TKaHMHAX 3a3BAYal
BUINKM 3@ PiBeHb BMICTY y mna3Mi. O6’eM po3mofiny y cTabilbHOMY CTaHi CTaHOBUTD

1,7-2,71 n/kr. 3B’a3yBaHHs 3 6iTKOM CHPOBAaTKH CTaHOBUTH 16-43 %. [lepion HamiBBUBEIEHHS
IUIPOQIIOKCALIMHY i3 CHPOBATKM KPOBi CTAHOBUTH 3-5 rofguH. [1icis nepopaabHOro 3aCTOCYBaHHS
0OHOPa30Boi mo3u Bim 250 mo 750 MTr y MOPOCIKX MAIliEHTiB 3 HOPMaJIbHOI (QYHKIIiEI0 HUPOK 15-50 %
[O3U BUAINSETHCA ¥ Cedy y BUTTIAAI He3MiHEeHO1 JliKapchKol pedoBuHu Ta 10-15 % - y Burmsmi
MeTaboMmiTiB mpoTsaroMm 24 roguH. Ak nuIpodIoKCcalldH, TakK i H#0ro YOTUPU IEPBUHHI MeTaboIiTH
BUMOINAIOTHCS y cedy Ta Kai. HUpKoBuY KiIipeHC UIpoQIOKCalliHy 3a3BU4all CTaHOBUTh

300-479 mn/xB. ITpubnusuo 20-40 % [03u BUBOAUTHCS 3 KAJIOM Y HE3MIHEHOMY BUTJISAL Ta y BUTTIAMI
MeTaboJIiTiB TPOTATOM 5 OHIB.



Kniniuni xapakKTepuCTHKH.
Iloka3aHnHs.

Bupasku poriBku Ta IOBepxXHEBI iH(eKIIil oKa (04eit) i HOT0 MPUOATKIB, COPUYNHEH] IITaMaMu
OakTepill, YyTIUBUMHU [I0 IUIPO(DIIOKCAIUHY.

['ocTpuii OTUT 30BHIIIHLOTO ByXa, @ TaKOXK I'OCTPUM OTUT CEPEIHBOr0 ByXa i3 3aCTOCyBaHHAM
IpeHaxXy yepe3 TUMIIaHOCTOMIUHY TPYOKy, CIPUUMHEH] mITaMaMy 0aKTepil, YyTIUBUMHU 1O
UIPOQIIOKCALAHY .

IIpomunoka3aHHsA.

[TigBuieHa YyTNUBICTL [0 IUIpodIoKcanuHy abo [0 iHIMX XiHOJIOHIB, ab0 g0 OyOb-IKOro 3
KOMITOHEHTIB IIpenapary.

B3aemodin 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

OckinpKy 1UIpodIIoKcalyuH Mpy MiclieBoMy opTanbMOJIOTivHOMY a00 0TOJIOTiYHOMY 3aCTOCYBaHHI
Ma€ HU3bKY CUCTEMHY KOHIIEHTpallilo, B3aEMOis 3 iHIIKMHU JIiKApCHbKUMHU 3aco0aMu €
MaJIOMMOBIpPHOIO0. AKIIO OHOYACHO 3aCTOCOBYIOTH KiTbKa JIiKapChKUX 3aC00iB [ MiCIIeBOTO
3aCTOCYBaHHS B OKO, HEOOXiMHO 3aUeKaTH IIOHaNMeHIIe 5 XBUIMH MiX iX 3acTocyBaHHsAM. OuHi Ma3i
CJIifl 3aCTOCOBYBaT! OCTaHHIMU.

Oco6.1ueocmi 3acmocyeaHHsi.
Tinbku s oPTaIbMOIOTIYHOT0 3aCTOCYBaHHS.
3aranbHi

Y natieHTiB, AKi IPOXOOUK Tepallilo XiHOJIOHOM, CIIOCTePiranucs CeprHo3Hi Ta iHKOIYU NTeTalbHi
(anadinakTuyHi) peakiil migBUIIEHO] YYTIUBOCTI, AEsKi - MiCISA 3aCTOCYBaHHA IepIoi fo3u. [leski
peaxilii CyIpoBOXKYBaIUCS CEPIeBO-CYOUHHOI0 HEJOCTATHICTIO, BTPATOIO CBiIOMOCTI, IITyMOM Y
ByXaX, HaOpsSKOM I'TIOTKH ab0 00muyuysi, UCITHOE, KPOIIUB'THKOIO Ta cBepbOexeM. JIulie y geKinbKox
MAIi€HTIB CIIOCTEPiraaucs peakiiil rinep4yTIUBOCTI.

Cepiio3Hi BUNIagKu rocTpoi rinepyyTauBOCTi 40 HUIPOGIOKCAMHY MOXKYTh II0TpeOyBaTu
HEeBIOKJIaAHOTO JIiKyBaHHA. [Ipy K/IiHIYHMX OKa3aHHAX CIIi[ IPOBECTU KMCHEBY TEpPAIlilo Ta
BiTHOBIIEHHS MPOXiAHOCTI AUXaTbHUX IIIAXIB.

Crnipf MpUIUHUTY 3aCTOCYBaHHS IUITPOQIIOKCALIMHY IIPH IIEPIINX 03HaKaX BUCHUIIAHb Ha IIKipi abo
Oynmb-IKUX iHIINX O3HAKax peakllil MiiBUILleHOl YyTIUBOCTI.

4K i mpu 3acTocyBaHHI BCcix aHTHOAKTepiabHUX IIpeapariB, TpHBaje 3aCTOCYBaHHS MOXKe
IIPU3BECTH 10 HAAMipHOTO POCTY HEUYTIUBUX 0O aHTUOI0THKIB GaKkTepianbHUX mITaMiB abo rpubis. ¥
pasi po3BUTKY cynepiHdexIlii CiIif IpoBeCcTH BiANOBIOHY Teparliio.

3amasieHHs Ta PO3PUB CYXO0XKUJIIT MOXKJIMBI IIPU CUCTEMHIN Teparil pTopXiHOIOHaMH,



BKJTIOYAI0YX IIUIPOGIOKCAIlMH, 0COOIMBO Y MAlli€HTiB JTITHROTO BiKy, @ TAKOXK Y MAIli€HTIB, SKUM
CYIIyTHBO 3aCTOCOBYIOTh KOPTUKOCTEPOiAK. TaKUM YUHOM, JIiKyBaHHS i3 3aCTOCYBaHHSAM
OYHMX/BYIIHKX Kpamneb LIunporekc® i IPUIMHUTY [IPH IepIInX 03HAaKaX 3allajieHHs CyXOXKHUJIIIA.

OyHi Kpamii

Kninignuii gocsig 3acTocyBaHHS IIpenapaTty AiTsSM BiKoM [0 1 poKy, 0coO6/IMBO HOBOHAPOOKEHNM,
IIOCUTH 00MeKeHuH.

He peKoMeHyeThCs 3aCTOCYBaHHs OYHKX Kpanesb I[unmpoHekc” HOBOHAPOIKEHUM i3
O11eHOpPEe€E0 HOBOHAPOIXKEHNX TOHOKOKOBOTO Ta XJIaMifliitHOTO ITOXOMIKEeHHS, OCKiJIbKY He
OLIiHIOBAJIOCS Y MallieHTiB faHOi KaTeropii. HoBoHapomxeHi 3 671eHOpe€i0 HOBOHAPOXKEHUX ITOBUHHI
OTPUMYyBaTH JIIKyBaHHS, BiATIOBiTHE 1X CTAHY.

IIpu 3acToCyBaHHI 0YHMX Kpamens Llumporekc® ciif 6paTy §0 yBard pU3yK MOTPAILISHHS
IIpernapary y HOCOTJIOTKY, 1[0 MOXKe CIPUYUHSTHA BUHUKHEHHS Ta MOIIMPeHHs 6aKTepianbHOl
PE3UCTEHTHOCTI.

Y mauieHTiB i3 BUPa3KO0o0 POTiBKY Ta YaCTUM 3aCTOCYBaHHSIM OYHUX Kparllellb, 110
MiCTSTh HUIPOQIIOKCALIMH, CIIocTepiranu 6ini oYHi mpeuumiTaTy (3aIUIIKK JTiIKapChKOT0 3acoby), aKi
3HUKAJIU IIICJIA 3aKiHYEeHHS 3aCTOCYBaHHS OYHUX Kpallesib. BUHUKHEHHS [IPEeLUIIiTaTiB He BUKIII0YA€E
II0JIa/IbIIIOTO 3aCTOCYBaHHS OUYHMX Kpalleslb, & TAaKOXK He Ma€e HeraTUBHOTO BIUIMBY Ha Iepelir
3axBOpioBaHHA. [IpenunitaTy BigMidamny Big 24 roguH [0 7 OHIB IiC/Is MOYaTKy Teparil. [ToBHe
3HUKHEHHS [IPELUIIiTaTiB BinOyBaeThCs Bigpa3y abo npotarom 13 OHIB Mmiciisd mo4YaTKy Teparii.

Ouni kpami LlunpoHekc® MiCTATh G@H3aIKOHIK0 XJIOPHU, KM MOXe CIPUYMHATH IOIPa3HeHHs
Ta 3HeOaPB/IIOBATA M'SIKi KOHTAKTHI JTiH3H.

He pekoMeHOy€eThCS HOCUTU KOHTAKTHI JIIH3Y Mifl 9ac JIiKyBaHHSA 0YHOI iH(EKITil.

OTXe, naliesTaM CJif IOPeKOMEHIyBaT! He HOCUTY KOHTaKTHI JIIH3U Mif Yac JIiKyBaHHS OUHUMU

® . .. . .
kpamtsamu LIMIpoOHEKC . SIKIo maiieHTaM qO3BOJIMIIN HOCUTH KOHTAKTHI JTIH3M, iX CHif 3HATH Mepe[
3aCTOCYBaHHSAM OYHUX Kpallesib Ta I0YeKaTy He MeHIe 15 XBUIMH Nepeq TUM K 3HOBY OAATHYTH.

By1uHi Kpanji

EdekTuBHiCTh Ta 6e3meKa 3aCTOCYBaHHS IIpelapaTy OiTAM BikoM 0o 1 pOKy He OliHIOBaIuCs.

Xoua € myxKe oOMezKeHi maHi OO Malli€eHTiB, SKi He JOCATNIH BiKy 1 POKY, IKUM
JIiKyBaJii TOCTPUY 30BHIIIHINA OTUT, Y Uil MOMYJIAI] MallieHTiB HeMa€e BiTMiHHOCTeH y caMoMy
nepebiry 3axBopioBaHHS, 1110 6 ITepenIKoiXKa0 3aCTOCYBaHHIO I[bOTO JIIKapChKOT0 3aco0y. Buxogsauu
3 myKe 00MeXKeHUX JaHUX, JTiKap, SIKul Ipu3Hadae Ipenapar giTIM BikoM 70 1 pOKy, TOBUHEH
3BaXKyBaTH KJIiHi4YHi TepeBary 3aCTOCYBaHHS Bifl BIHOMUX Ta, MOXKJIMBO, HEBIIOMUX PU3UKIiB. bedneka
Ta eeKTUBHICTH 3aCTOCYBaHHS JiKapchkoro 3acofy LIunpoHekc® He BUBYAIUCS 3@ HasIBHOCTI
nepgopoBaHoi OapabaHHOI TEPETUHKY, TOMY MOT0 CJIifl 3 00epekKHiCTI0 3aCTOCOBYBaTH
narfieHTam i3 Bigomoto nepdopatiero abo mimo3poro Ha nepdopatioo, abo y BUMaAKy, KOIU
icHye pu3uK nepdopatlii bapabaHHOl TePETUHKA

AKImo micnsg 3acToCyBaHHS JTIKAPCHKOT0 3aC00y MPOTSATOM THUKHS O3HAKY i CUMITOMHU
3aXBOPIOBaHHS He 3HUKAIOTh, PEKOMEHAYETHCS IPOBECTU IIOBTOPHY OL[IHKY CXEMU JIiKyBaHHS.

Y narmi€eHTiB, IKUM 3aCTOCOBYBa/IM CHCTEMHI XiHOIOHH, Bif3HA4asX peakiii GOTOYyTIUBOCTI



pi3Horo cTyneHs. OCKinbKu JaHUM JTiKapChKUM 3acid 3aCTOCOBYETHCS MiCIIeBO, peakKIlil
($hOTOYYTIUBOCTI Maio- UMOBIpHi.

[Tpu 3aKallyBaHHi y ByXO CIif] 30iMCHIOBATH YaCTUX MEOUYHAU MOHITOPUHT IJI MOXKJIABOCTI
CBO€YACHOI'0 IIPOBEIEHH IHIINX TePaleBTUYHUX 3aXO0MiB.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHA 2py00i0.
PenponykTvBHa QYHKIIiSA

IocmigXeHHS 3 METOIO OI[IHKY BIJIMBY Ha PEIPOAYKTUBHY (YHKIII0 IIPX MiCIIEBOMY 3aCTOCYBaHHI
npenapaty LiunpoHekc® He 37ilCHIOBAIHACS.

BariTHicTh

HeMae ameKBaTHUX JaHKX IOM0 3aCTOCYBaHHS Ipenapary LIMmpoHekc® BariTHUM KiHKaM.
HocnigXeHHs Ha TBapUHaX He BKa3yTh Ha IPAMUN IIKIAIUBUY BIIJIUB Yepes3
PENpPONyKTUBHY TOKCUYHICTb.

BaxaHo yHUKATH 3aCTOCYBaHHS IIperaparTy il Yac BariTHOCTI.

l'ogyBaHHS TPYIIIO

[Tpu nepopanbHOMY 3aCTOCYyBaHHI HANIPOGIoKcanuH Oyi0 BUSIBIEHO ¥ IpygHoMY MoJioni. HeBimomo,
YU BUMIAETHCS UIPOGIOKCALIMH ¥ IPYIHE MOJIOKO IIiC/Isl MiCIIEBOTO 3aCTOCYBaHHS B OKO a00 BYXO.
Crip 3 06epexHiCcTIO 3acTocoByBaTH LIunpoHekc” XiHKaM, SKi TONYIOTh TPYATO0.

30amuicmb enausamu Ha weudKicmb peakuyii npu KkepysaHHi asmompaHcnopmom abo
[HWUMU MexaHi3mamu.

IaHuy mpernapar He BIIMBae ab0 Mae HE3HAYHUY BIIJIUB Ha 3[ATHICTh KEPYBAaTH aBTOTPAHCIOPTOM
abo iHmmMMu MexaHi3aMaMu. THM4YacoBe 3aTyMaHeHHs 30py abo iHIII MOPYIIEeHHS 30py MOXYTh
BIIJIUBATH Ha 3[JaTHICTh KePyBaTH aBTOTPAHCIIOPTOM a0o0 iHIMMMU MeXaHi3MaMu. AKII0 3aTyMaHeHHS
30py BUHUKAE i Yac 3aKallyBaHHS, MallieHTy HeoOXiMHO 3a4yeKaTH, HOKH 3ip IPOSCHUTHCS, IEePIII
HiXK KepyBaTH aBTOTPAHCIOPTOM ab0 iHIIMMHU MeXaHi3MaMH.

HeMae X0HVX JaHUX LIOMO0 BIIKABY ByIIHKX Kpamnens Liunporekc® Ha 30aTHICTh KepyBaTH
aBTOTPAHCIOPTOM a00 iHIIMMHU MeXaHi3MaMHu.

Cnoci6b 3acmocyeaHHss ma do3u.

3acmocyeaHHsA 8 opmaabmoaoaii
[Topoci, BKII0YayYy Malli€HTiB JITHBOTO BiKY, Ta OiTH

Bupasku pozigku



[TunpoHekc® Ciifi 3aCTOCOBYBATH 3 TAKMMH iHTE€PBaIaMH, BKIIIOYAI04X HiYHUH Yac:

y 1-i meHb 3aKamyBaTH [0 2 Kpalli Y KOH IOHKTHBaJIbHUM MIIIOK (-K1) YpaxKeHOoTo OKa (04el) KOXHi
15 XBUIMH MIPOTATOM IEPIINX 6 TOAMH, TIOTIM - 0 2 Kparli KoxkHi 30 XBUINH IPOTITOM IIepIIol
no6wu;

Ha 2-1 [IeHb 3aKalyBaTH 10 2 Kparli Y KOH I0HKTHUBAJIbHUM MIIIOK(-K1) YpaXKeHOoro OKa (ouen)
0T OUHY;

3 3-ro no 14-ii IeHb 3aKallyBaTH I10 2 KPallli y KOH IOHKTUBaJIbHUY MIIIOK(-KH) ypaXKeHoro oka (o4uen)
KOXHIi 4 TOIVHU.

[Tpu Bupa3Li pOTiBKY JIiKyBaHHS MOXKe TpuBaTH Oinbie 14 gHIB; cXeMy J03yBaHHS Ta TPUBAJICTh
JIIKYBaHHSI BU3HAYa€ JIikap.

BaxkmepiaavHi nosepxHesai iHgekuyii oka ma 1io20 npudamkis

CraHpapTHa go3a CTAaHOBUTH 1-2 Kparili y KOH IOHKTUBaIbHUN MIIIOK (-KM) ypaxKeHoro oka (ouein) 4
pa3u Ha [IeHb.

[Tpu TsXKKUX iHQEKIigX Jo3a MOXKe CTaHOBUATH 1-2 Kparjli KOXKHi 2 TOOWHY y IepIli OBa [Hi IPOTSATOM
IEHHOT0 4acy.

3a3Buuay JIiKyBaHHA TpuBae€ 7-14 mHiB.

[Ticns iHCTUNALI] PEKOMEHAYETHCS LIiIbHE 3aKPUTTS MOBIK a60 HOCOC/TbO30Ba OKJII03is. Lle 3HMXKYE
cucteMHy abcop01iito mpemnapary, BBEJEHOT0 B 0KO, 110 3MEHIIY€E BipOTifiHiCTh CUCTEMHUX TO0IYHUX
edexTiB.

Y pasi cynyTHBOI Teparil i3 3aCTOCyBaHHAM iHIIKUX MiCIleBUX 0()TaIbMOJIOTIYHUX IIpenaparTiB CIIif
NOTPUMYBATUCh iHTepBany 10-15 XBUIMH MiX IX 3aCTOCYBaHHSIM.

itm
Ilo3yBaHHSA A1 AiTel BIKOM Bifi 1 POKY € TakKUM XKe, SIK 1 [AJI1 JOPOCIIUX.

Y pe3ynbTaTi KJIiHIYHOTO OOCIiAKEeHHS 3aCTOCYBaHHSA IIpelapaTy HOBOHAPOIXKEHUM Ta OiTAM BiKOM
[10 OJHOT'O MiCSIIsl BUSIBJIEHO, 110 LIumpoHekc”® € KIiHiY4HO Ta MiKpoGioloriyHo eeKTUBHUAM ISt
NiKyBaHHS OaKTepiaabHOTO KOH IOHKTUBITY Y IIi€l KaTeropii maIieHTiB Ipu 3aCTOCyBaHHI 3 pa3u Ha
OeHb IPOTATOM 4 [HIB.

[NamienTy 3 mopymeHHAMEA GQYHKINI IeYiHKN Ta HUPOK
3acTocyBaHHS npenaparty Llunporekc® il KaTeropii narieHTiB He BUBYAIOCS.

3acTepexkHi 3aX0U IPY 3aCTOCYBaHHI

[ITo6 nmomepenuTy 3a0pPyNHEHHS KiHYMKa KpaIMelbHULI Ta PO3YUHY, HeoOXigHO OyTH 00epeXHUMY i He
TOPKATHUCS TOBIK, IPUJIETIUX TiIISHOK a0 iHIIMX MOBEPXOHb KIHYMKOM (iaKOHa-KpaneIbHUIL.

3acmocyBsaHHA 8 0M0.02il

Io3yBaHHS



ITopocmi, BKIYaYy IallieHTiB JIiTHBOI'O BiKY

IIns JOPOCTMX [03a CTAHOBUTH 4 Kpari npenapaty Llunporekc® y ByIIHKI KaHasl 2 pa3y Ha [eHb.

I nauienTiB, IKUM MOTPiOHe 3aCTOCYBaHHS BYLIHUX TaMIIOHIB, 103y MOXKHa IIOOBOITH TiIbKU MIpH
IIepIIOMY 3aCTOCyBaHHi (TOOTO 6 Kparesnb s giTel Ta 8 Kpamesnb OIS JOPOCIIHX).

3arajoM TPUBAJICTh JIIKyBaHHS HE [IOBUHHA lepeBullyBatu 5-10 gHIB. ¥ nesdKux BUNagKax JIiKyBaHHSA
MOXKHa IIPOMOBXKUTH, ajie Y TAKOMY pa3i peKOMEeHIY€EThCS IEePEBIPUTH Uy TIUBICTh MiCIleBOi (IIOpH.

Y pagsi cynyTHBOI Teparii iHIuMU MiCIIeBUMU JTiKapChbKUMU 3aco06aMu CJIii JOTPUMYBATUCh iHTepBay
10-15 xBUIMH MiX IX 3aCTOCYBaHHSM.

it

Tlo3a CTaHOBUTH 3 Kpami npenapaTy Liunposekc® y ByIIHME KaHan 2 pa3y Ha [eHb. besneka Ta
e(peKTHUBHICTh 3aCTOCYBaHHA IIpemnaparTy L[anOHeKc® OOCHiAXKYyBaIuCA y OiTeu BikoM Big 1 mo 12
pokiB. beamneka Ta e(eKTUBHICTh 3aCTOCYBaHH IIpenapaTry AiTAM BiKOM [0 1 pOKy He BCTaHOBJIEHI.

[TartieHTH 3 TOPYIIeHHAMYU (QYHKIT] IeYiHKK Ta HUPOK
3acTocyBaHHS npenapaty Llunporekc® Liil KaTeropii narieHTiB He BUBYAIOCS.

3acTepexkHi 3aX0OU IPY 3aCTOCYBaHHI

Crnip peTenbHO MPOYUCTUATH 30BHIIIHIM cIyxoBul KaHaul. 1100 3amo6irty BeCTUOYIAPHIN CTUMYJIAIL],
PEKOMEH[IYEThCSI BBOOUTHU PO3YMH KiMHATHOI TeMIepaTypu abo TeMIepaTypH Tina.

[TarienT moBuHEH nepebyBaTy B MOTOKEHHI JIeXKa4yu Ha IPOTUIEKHOMY OOIli BiTHOCHO YpaXKeHOoTo
Byxa. baxkaHo nmepe0yBaTy y TaKOMY I0JI0KeHHI mpoTsaroM 5-10 xBumuH. TaKoXK ITicsg MiCI[eBOTro
OUMILEHHS V CIIYXOBUY IIPOXil MOXKHA BBOOUTH 3MOYEHUHM TAMIIOH i3 Mapiii abo 3 rirpocKomiyHoi BaTu
Ha 1-2 mHi, ane #oro HeoOXimHO 3MOYyBaTH [IJIs HACUYEHHS IIperapaToM 2 pa3u Ha [ieHb.

[ITo6 momepenuTy 3a0pynHEHHS KiHYMKa KpaIebHUI Ta PO3YKHY, HeoOXiqHO O0yTu 00epekHUMY i He
TOPKATHCS BYIIHOI pAKOBUHU a00 30BHIIITHLOTO BYIITHOT'O IIPOXOAY, IIPUJIETTIUX AiITHOK a0 iHIIuX
II0BEPXOHb KiHYMKOM (JTaKOHA-KpamelbHHUIII.

Himu.

OuHi Kpammi

3acTOCOBYBATHU [IiTAM Bifi HApOMXKeHHS (OUB. po3min «OCco6IUBOCTI 3aCTOCYBAHHSI»).
Bywsi xpanni

3aCTOCOBYBATH OiTAM BiKOM Bif 1 pOKy.

Besmnexka Ta e(eKTUBHICTH IPU 3aCTOCYBaHHI AiTSIM BiKOM 0 1 pOKY He BCTaHOBJIEHI.

Ilepedo3yeanHns.



3BaXkal04yy Ha XapaKTePUCTUKY [aHOTO IpelapaTy, IpU3HaYeHoro IS 30BHIITHLOT0 3aCTOCYBaHHS,
He OUiKyeTbCs Oyab-9KOTO TOKCUYHOT0 e(peKTy IMpu MOT0 3aCTOCyBaHHI B 0(TaIbMOJIOTii/0TOMNOTiI B
PEKOMEHI0BaHUX [03aX, a TAaKOX IIPU BUIaJKOBOMY KOBTAaHHI BMICTY OZHOTO (hJIlaKOHA.

ITobiuni peakuii.

HuxxuenaBeneHi mob6iuHi peakii KimacudikyBany TakuM YUHOM: gyxke 4dacTi (=1/10), gacTi (=1/100,
<1/10), meuvacrti (=1/1000, <1/100), moomuuoKi (=1/10000, <1/1000), pigkichi (<1/10000) abo
HeBifloMi (HEMOXKJIMBO OI[IHUTH YaCTOTY IX BUHUKHEHHS 3 iCHYI0YMX HaHWX). Y MexKaX KOXKHOI Ipynu
1100iuHi eeKTU NpefCcTaBleHi y MOPSAOKY 3MEeHIIEeHHS 1X CTYIIeHs TAKKOCTI. [laHi momo nobiuHux
edekTiB Oy OTPUMAaHI IIif Yac KIIiHIYHUX JOCTiAXKeHb Ta IPOTATOM IIOCTMapKETHHTOBOTO Iepiomy
3aCTOCYBaHHS.

ITo6iuHi edekTH, 9Ki CIIOCTepiraaucs micas 3aCTOCYBaHHs Ipenapaty Liunporekc® B 0KO

Knacu cucteM oprauiB |[1o6iuHi peaxiiil 3rigHo 3 knacudikaropom MedDRA

[HdeKIil Ta iHBa3sil IT000UHOKI: TIMiHB, PUHIT

3 00Ky iMyHHOI cucteMu|[I000uHOKI: TiIBUIIeHA Yy TIUBICTh
3 60Ky HEpPBOBOI1 YJacmi: qucres3sig

CUCTEMU [Heuacmi: TonoBHUY 6inb

I1000UHOKI: 3aTTaMOPOYEHHS

3 60Ky opraHiB 30py Yacmi: BigK/lafgeHHS Ha POTiBLi, BifYYTTS AUCKOM@OPTY B OI1i, TinepeMis
0Ka

Heuacmi: kepaTomnartisi, iHdinbTpaTtu poriBku, 3a6apBiIeHHS POTiBKHY,
CBiTII0060513Hb, 3HUKEHHS TOCTPOTH 30pY, HAOPSK MOBIK, 3aTyMaHEeHHS
30py, Oinb B O11i, CyXiCTh OKa, MPUIYXIiCTh 0Uel, cBepOixk OKa, BimuyTTs
CTOPOHHBLOTO Tijla B OIIi, MigBUIlEHA CIb030TeYa, BULIIEHHS 3 OKa,
YTBOPEHHS JIyCOYOK 10 KpasixX MOBIK, NyIIeHHS MOBiK, HaOPSIK
KOH'IOHKTUBHU, epUTEMaA II0BIK

[T000UHOKI: TOKCUYHICTh OKa, Kpam4aCcTUU KepaTuT, KEPaTuT,
KOH'IOHKTUBIT, TOPYIIeHHS QYHKIIl POTiBKY, fedeKT emiTeilo POriBKY,
OUIIIONIS, TimecTe3isd 0Ka, aCTeHOIIis, TIOAPa3HeHHs OKa, 3allajleHHs 0Ka,
rinmepeMiss KOH IOHKTUBU

3 00Ky opraHiB cnyxy |[TooOuHoki: 6inb y ByCi

3 00Ky pecnipaTtopHoi |[I000uHOKi: TiepceKpelis IPUHOCOBUX I1a3yX

CUCTEeMHU, TOpakKaJsbHi Ta

MeIlacTHUHaIbHI

OPYIIEHHS

3 60Ky LIIYHKOBO- [Heyacmi: HygoTa

KUIIKOBOT'O TPAKTY ITooOuHOKi: miapesi, 6ifib y KUBOTI
3 60Ky LIKipu Ta IT000UHOKI: DEpPMaTUT

MIOIIKIDHUX TKaHUH
[TopyIeHHs 3aranbHOTO[I000UHOKI: HETIEPEHOCHUMICTD ITpenapary
XapaKTepy Ta CTaHH,
[IOB’sI3aHi 3 MicieM
BBEIEHHS
JlabopaTopHi [To0OUHOKI: BifXUIeHHS Bif HOpPMU pe3yJIbTaTiB 1abopaTOPHUX
MOCIiIKEeHHI MOCIiIXXKeHb




ITo6iuHi peaxiiil, Ipo AKi IOBIFOMIIAIOCS IPH 3aCTOCYyBaHHi npenapary Liunporekc® y ByxXo

Tabmnuig 2

Knacu cucTeM oprasis [To6iuHi peaxiil 3rigHo 3 Knacudikatropom MedDRA
3 00Ky HEPBOBOI CUCTEMU [Heyacmi: INakKCUBICTh, TONOBHUM 0ib

3 00Ky opraHiB cnyxy Ta nabipunty  |Heuyacmi: 6inb y BycCi, 3aKafieHiCTh ByXa, OTOpes,
cBepOix y Byci

[HegiOomi: I3BiH y ByxXax

3 00Ky WIKipM Ta MigIIKipHUX TKaHUH |Heyacmi: mepMaTuT

[TopyleHHS 3arajbHOr0 XapakTepy Ta |Heuacmi: rineprepmis

CTaHM, IIOB’s13aHi 3 MiCIIeM BBeIeHHS

Onuc HaBeneHUX NOOIYHUX PEAKITiT

[Tpu miciieBoMy HaHeCceHHi GTOPXiHOJIOHIB Ay2Ke PiKO BUHMKAIY TaKi peakilii K (reHepasi3oBaHUM)
BUCHII, TOKCHYHUU eIMiiepMoIi3, eKchomiaTuBHUN IepMaTuT, cuHapoM CTiBeHca-[[2KOHCOHa Ta
KPOIIVB'THKA.

B okpeMux BUIagkax IIpX 3aCTOCYBaHHI IUIPOGIIOKCAIMHY B OKO CIIOCTEPIranucs BUMagKu
3aTyMaHeHHS 30Dy, 3HUKEHHS TOCTPOTH 30PY Ta O3HAKU 3a/IUIIKy IIpenapary.

PigKo KOMIIOHEHTHU TIpenapaTy MOXYTh CIPUYMHUTH peakKIliio MiBUIeHO]l YyTIUBOCTI IpU
3aCTOoCyBaHHI y Byx0. OfHaK, K i Ipy¥ HaHEeCEeHHi Ha WIKipy Oymb-sKOl pe4OBUHHU, 3aBXK[HU €
MMOBipHICTh BUHUKHEHHS aJlepriyHoi peakiil Ha 6yab-IKUil 3 KOMIIOHEHTIB Ipenaparty (TiMbKY Ams
BYIIHKX KpamneJs Liunponekc®).

[Tpo cepiio3Hi, a y mesKUX BUNAgKaXx - IIPO JleTalbHi (aHadiTakTU4Hi) peakilil migBUIIEHO]
YYTIUBOCTI, iHOAI MiCJIg mepIIol 03U, TOBIIOMIISIOCS Y MAIliEHTIB, IKUM 3[iMCHIOBANIacs Teparis
CHCTEMHUMH XiHOJIOHaMHU. [lesiKi peakilil CyIIpOBOIXKYBaIUCS CePIeBO-CYOUHHUM KOJIallCOM, BTPATOIO
CBiTOMOCTI, ITOKOJIIOBaHHSIM, HAOPSIKOM TJIOTKK a0 00/IuYdst, MUCIIHOe, KPOIKB'THKO Ta
cBepOexeM.

Y namieHTiB, sKi OTPUMyBa/Il CUCTEMHI (PTOPXiHOJIOHHU, IIOBIIOMIISTIOCS IIPO PO3PUBH CYXOXKHUIIIIA
neda, KUCTi, aXiJlZIOBOTO CyXOXKMJIISA ab0 iHIIUX CYyX0XKUb, IKi MOTpeOyBaiu XipypriuHoro
BimHOBNIEHHS a00 MIPU3BONUIIY OO TPUBAOl Heflie3maTHOCTI. [loCigKeHHS Ta TOCTMapKEeTUHT OBUA
IOCBig 3aCTOCYBaHHS CUCTEMHUX (PTOPXiHOJIOHIB BKa3yIOTh Ha Te, 110 PU3UK BUHUKHEHHS TaKUX
PO3pUBIB MOKe 30i/bIIYBATUCS Y MAIiE€HTIB, SKi OTPUMYIOTh KOPTUKOCTEPOIK, 0OCOOIUBO V TAlli€HTiB
JIITHBOTO BiKY, Ta IPU BEJIMKOMY HaBaHTaKEHHI Ha CyXOXWJIJId, BKJIIOYAlO4YU axijjioBe cyxoxuisa. Ha
ChOT'OfHI KJIIHIYHI Ta IOCTMapKEeTUHT OBl 1aHi He IPOAEeMOHCTPYBAJIX YiTKOI0 3B’ 43Ky MiX
3aCTOCYBaHHAM IpenapaTy LlunpoHekc”® Ta MOGIYHMMHM peakIisMu 3 60Ky CKeIeTHO-M 3080l Ta
CIIOTy4HOI TKAHUH.

V maIieHTiB 3 BUPa3Kol0 POTiBKM IIPX YaCTOMY 3aCTOCYBaHHI penapaTy LIumpoHekc® CocTepirascs
Oinuii MpeluIiTaT B OIi (3a/IMILIOK IIpernapary), IKui 3HUKaB IiCJIs [T0aIbIIor0 3aCTOCYBaHHS.
HasiBHICTb IpeNHIiTaTy He HoTpebye NPUIKHEHHs 3aCTOCyBaHHA mpenapaTy LlumpoHekc”, a Takox
He Mae€ HeraTUBHOIO BIIJIVBY Ha KJIIHIYHY KaPTUHY [IPOLeCY BUOYKaHHA.

Tepmin npudamuocmi. 3 poku. He 3acToCOByBaTH MiC/Is 3aKiHUYEHHS TePMiHy IPUOATHOCTI,
3a3HQYE€HOr0 Ha YIaKoBLi.



TepMiH NpupaTHOCTI IpenapaTy Mic/isa NEePIIoro BiGKPUTTS - 4 TUXHI.

YmMmoBH 30epiranssi.
30epiraTy B OpUTiHaIbHIN yIAKOBII IIPK TeMIlepaTypi He Buiie 25 °C.

36epiraté y HEOOCTYIIHOMY IJIST OiTe# MicCIi.

YnakoBka. [To 5 M1 ipenapaTty B mOTieTUIEHOBOMY (GJIaKOHI-KpaleIbHUII MiCTKICTIO 5 M, 3
KPUILKOIO 3 rapaHTiiHuM KinbieM. [To 1 ¢pmakoHy B KapTOHHIN KOpOOIIi.

Kareropis Bignmycky. 3a pelenToM.

3asABHHK.
®apmaneptuunuii 3ason “TIOJIbOAPMA” C.A./

Pharmaceutical Works “POLPHARMA” S.A.

Micue3HaxoIKeHHsI 3asiBHHKA Ta aJpeca HOFe-MiCIIsi IPOBaJKeHHsI HOTo Misi/IbHOCTI.
Byn. [lensrnurbcka 19, 83-200, Craporapn ['mauscky, [losnbia/

19, Pelplinska Str., 83-200 Starogard Gdanski, Poland.

BupoOHHK.
BapmaBcrekuii hapMatieBTuuHuM 3aBof [Tonbda AT/

Warsaw Pharmaceutical Works Polfa SA.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afjpeca MicCIsi IPOBaIKeHHs HOro Jis/IbHOCTI.
Bys. Kaponekosa 22/24, 01-207 Bapiasa, [Ionbima/

22/24 Karolkowa Str., 01-207 Warsaw, Poland.



