Ckian

Oitoui peyosuHu: 1 Karcyna MicTuTh 7 Mr niodinizoBaHoro jaisaTy 6akTepin
Haemophilus influenzae, Streptococcus (Diplococcus) pneumoniae, Klebsiella
pneumoniae and ozaenae, Staphylococcus aureus, Streptococcus pyogenes and
viridans, Moraxella (Branhamella/Neisseria) catarrhalis;

OONOMIJCHI peuoB8uHU: TIPOIiranaT, HaTpito rioyramat, MaHiT (E 421), maruioo
CcTeaparT, KpoxMmaJib IpexelaTUuHI30BaHUN;

obosoHKa: imgurotud (E 132), Tutany giokcun (E 171), KenaTtus.
JIikapcbKa ¢opMma

Kancynu tBepzi.

OcHOBHI (pi3uKo-xiMiuHi 81acmueocmi: Henmpo3opa Karcysa Ne3 6/IaKMTHOTO KOJTbOPY,
III0 MiCTUTH IIOPOIIOK 37IeTKa 0e2KeBoro KOJIbopy.

®dapMaKoTepalneBTHUYHA Irpyna
[H1m1i 3aco6wu, 1110 OitoTh Ha pecipaTopHy cuctemy. Kom ATX RO7AX.
dapMakogHHaMiKa

JIikapchKu# 3acid MicTuTh miodinizoBanuii misat 6aKTepil, 110 HaldacTillle
CIIPUUYMHSAIOTH iH(EKIIil AuXaabHUX IIIJISIXiB, BKIII0Ualouu Streptococcus pneumoniae,
Haemophilus influenzae, Klebsiella pneumoniae, Klebsiella ozaenae, Staphylococcus
aureus, Streptococcus viridans, Streptococcus pyogenes, Moraxella catarrhalis.

[IpenapaT CTUMYIIOE IPUPOOHI 3aXUCHI BIaCTUBOCTI OpPraHi3My HNPOTH iH(eKIii
OUXaJIbHUX MIISAXiB, 3MEHIIYI0YX YaCTOTY, TPUBAJIICTh Ta BaXXKiCTh mepediry
iH(eKIiMHMX 3aXBOPIOBaHb AUXaIbHUX IIJISXiB, @ TAKOXK 3HUXKYE NOTPeOy B
NMpu3Ha4YeHHi aHTUOIOTUKIB.

[IpenapaT aKTUBYE KIIITUHHY i TyMOpaabHy iIMyHHY BiilIOBiAb CIIM30BOi 000JIOHKH
OUXaJIbHUX LIIAXIB Ta IHIIUX IMYHOKOMIIETEHTHUX CTPYKTYP OpraHidmMy. BiH TakKoxk
CTUMYJIIOE Hecelu(piuHy iMyHHY BiAIIOBiOb OpraHi3aMy. Y JOKITIHIYHUX i KITIHIYHUX
OOCITiIKeHHsIX Oyiu IPOAeMOHCTPOBaHi Taki epeKTu mpenapaTty Ha 3aXUCHi
MeXaHI3MHU OpraHi3My:

e CTUMYJIIOE aJIbBEOJIIPHI MakKpodaru, IKi CEeKpeTylTh IUTOKIHHU, 1110 3aXUIIaI0Th
OpraHisM Big iH(peKITiu;



e 30imbINTy€E KinbKicThb momnynsilili CD4 T-niMmdonuTis;

e aKTUBYE IepudepruiHi MOHOHYKJI€apHi K/IITUHHU, 1110 BUKOHYIOTh 3aXHUCHY
byHKIiIO;

e MiABUIIYE KOHIIEHTPAIIil0 CEKPeTOPHOTO IgA Ha cim30BUX 000JTOHKAX AWXaIbHUX
IIJIAXiB 1 TPABHOT'O TPaKTy;

e CTUMYJIIOE YTBOPEHHS 3aXUCHUX aATr€3UBHUX MOJIEKY]T;

e 3HUXKY€ BMIicCT IgE y nma3mi KpoBgi, 1110 MOXe IIPUTHIYYyBaTU PO3BUTOK peakKIlin
rinep4yTauBOCTI.

®dapMaKOKiHeTHKa

[Ticiss mepopalbHOTO 3aCTOCYBAHHS HperapaTy OaKTepiaabHUM J1i3aT HAKOIUYYETHCS
y Ie€EPOBUX OJIAIIKAX CIIU30BOI 000JIOHKK TPAaBHOTO TPAKTY.

KriTuHY meepoBux OJISNIIOK ITOTIMHAIOThL @aHTUTEH i ITepenalTh HOoTro
cyOemiTenianbHUM TiMGOIAHUM KJIiTUHAM, iHOYKYIOYM TaKMM YUHOM I'yMOpPaJbHY
iMyHHY BifTIOBiZb, IIIO0 CIIPUYUHSE MiABUIIlEHE TPOAYyKYBaHHS [gA y clIu30Bi 000JIOHII
Ta IoIlepenXKae IIPOHUKHEHHSA MIKPOOPTraHi3MiB.

AHTUTEHU TAaKOXK CTUMYJIIOIOTh JTiM(pOIAHI KJTITUHH, 110 BiAIIOBiOAlOTh 3a KIITUHHUU
3axuCT, SIKi MOTIiM MIrpylOTh Yepe3 perioHapHi JIiM(oBy3u B TPyAHY IPOTOKY i gami -
B KPOBOTIK.

3 KPOBOTOKOM BOHU MITPyIOTh yV CJIM30BY O000JIOHKY TPABHOI'O TPaKTy, AUXaJIbHi
IIIJISIXYM, @ TAKOXK CIIU30Bi 000JIOHKHY iHIIUX OPTraHiB, e BUKOHYIOTh 3aXMCHY (QYHKIIiIO,
MigBUINYIOYU IMyHHUU 3aXUCT.

IToka3zaHHsA
3acTocoByBaTHu A1 NPOQITaKTUKU PEUONBHUX iIHQEKIIIN AUXalbHUX MIJISIXiB.
IIporunnoka3aHHs

lNnmep4yTnuBiCTh 0 aKTUBHOI pe40BUHU ab0 OyOb-sIKO1 OIIOMIizKHOI pPe4YOBUHH, 1110
BXOOSITh O CKJIAMy JIiKapChbKOTO 3aco0y.

B3aeMofisi 3 iHIIEMH JTiKapCLKHMH 3aCO00aMH Ta iHIII BHIHU B3a€EMOIiH
Bzaemopist mpemnapaty 3 iHIIMMU TiKapChbKUMH 3acobaMu Ha DaHUM MOMEHT HeBimoMa.

Oco006/1MBOCTi 3aCTOCYBaHHS



[IpemapaT MOXKe COIPUYUHATH peakllil TinepyyTaAnBOCTi. Y pa3i PO3BUTKY aJepridHux
peaxiriii abo 03HaK HelIepeHOCUMOCTI ITpernapaTy JiKyBaHHS CJIifl MPUIUHUTHU
HerauHo.

[Tpuiiom npemapaTy MOXKHa PO3NMOYMHATHU HE paHillle HiXK Yyepe3 4 TUXKHI Hicasd
BaKIIMHAlIil JKMBOIO BaKIMHOIO.

ITomoMizKHa pe4yoBHHA MaHIT MOXKe YUHUTHU M’SIKY IIPOHOCHY Mil0.

[Tpemapat MicTuth MeHIle 1 MMOJb (23 MI)/mo3y HaTPilo y BUTJIAOL HAaTPilo riayTaMary,
TOOTO MPAKTUYHO BiIbHUM Bif HATPilO.

3acTocyBaHHS MAHOTO JIiIKapChbKOT0 3aco0y A1 mpodiTaKTUKU ITHEBMOHII He
PEKOMEHY€EThCS, OCKIJIBKY BiICYTHI BIAIIOBIOHI HaHl KJIIHIYHUX OOCIIIOXKEHD.

3maTHiCTh BIUIMBATH HaA IIBHIKICTH peakilili mpu KepyBaHHIi aBTOTPAaHCIIOPTOM
a00 iHImuMHU MexaHiZMaMHu

He BnyimBa€ Ha 3[aTHICTh KepyBaTU aBTOMOOiIeM Ta KOPUCTYBAaTUCSI MeXaHi3MaMU.
3acTocyBaHHSA y nepiog BariTHocCTi ad0 rogyBaHHSA Ipyaaio

JlikapcbKui 3acib He 3aCTOCOBYETHCS MPOTSATOM MEPIINX TPHOX MiCSIIiB BariTHOCTI.

[MamieHTKH, SKi MalOTh HaMip 3aBariTHiITH, ab0 3aBariTHiIM, MOBUHHI IpoiH(GOpPMyBaTH
PO 1Ie JIiKaps.

Besmneka 3acTocyBaHHS ITil Yac BariTHOCTiI He BCTaHOBJIIEHa, TOMY 0a*kKaHO YHUKATHU
3aCTOCYBaHHS OJAaHOTO JIiIKapChKOT0 3aco0y ITiJT Yac BariTHOCTI.

KomHux mocimigzKeHb Y XKiHOK, 1110 TOAYIOTh I'PYAOI0, He IPOBOAUIOChk. ToMy ciig OyTu
00epexXHUMM ITifl Yac roayBaHHS I'PYOIIO.

Cmocid 3acTocyBaHHsS Ta I03H

Iopocsi Ta DigJIiTKX BiKOM Bif 12 pokiB

Luxka npogisakmuuyHo20 AiKYB8AHHA pelyuduBHUX IH(PeKUilu JuxaabHUX WAAXI8:

o 1 Kamcysi Ha geHb HaTiieceple npotaroM 10 mocCaigoBHUX OHIB y Micsallb, 3 MicALl
MIOCIHiJIb.

JIikyBaHHSI MOZKHa PO3IIOYMHATH ITif Yac rocTpol ¢a3u iHPeKIil AuXaabHUX IIISIXiB y
IIOEOHAHHI 3 IHIIMMU MEeTOdaMU JIIKyBaHHS.



[Ipenapart ciig npuiMaTé BpaHIli HaTIeceple.

Axio nanieHT 3a0yB MIPUNHSATY IIpenapar, CIIiI IPUAHSITU MOT0 HAaCTYIIHOTO PAHKY.
itk

Y maHoMy mo3yBaHHI MOXHa 3aCTOCOBYBaTHU OiTsM BiKOM Bif 12 poKiB.
Ilepeno3yBaHHsA

He cnocTepiranocs 4iTKuX KJIIHIYHUX CUMIITOMIB IIepeao3yBaHHA JIIKapChbKUM
3acobom. [Ipo BuUmagKu mepeno3yBaHHs He MOBigOMIsSI0oCs. Y pa3i mepego3yBaHHS
CJIi[I 3BEPHYTUCSA OO JIiKap4.

IToOiuni peakmii

[ToGiuHi siBUIIlA, TIPO AKi MOBimoMIIsAnocs, KinacudikoBaHi HUXKYe BiIIOBiAHO A0
MedDRA 3a cuctemMaMu OpraHiB Ta 4aCTOTOIO: AyKe 4dacTi (= 1/10), gacri (8ig = 1/100
mo < 1/10), HeuacTi (Big = 1/1000 go < 1/100), noomunoki (Big = 1/10000 mo <
1/1000), pigkicHi (< 1/10000), BKI0OYarO4Yu NOOOMHOKI BUIAAKU, 4aCTOTa HeBigoMa
(He MO3KHa OIIIHUTHU 3a HASIBHUMU OAaHUMH).

3 60Ky iMyHHOI cucmemu: He4YacTi - peakllil rirnepyyTIUBOCTI (epuTeMaTO3Hi BUCHUIIH,
reHepasi3oBaHi MIKipHi BUCUNIM, epuTeMa, HaOpPsIK, HaOPsIK MOBiK, HAOPSK 0014y,
nepudepudHU HaOpPSK, IPUITYXJIiCTh, IPUITYXIiCTh 00IUYYs, CBEPOiXK,
reHepanizoBaHuM cBepOiXK, 3aguIIIKa).

3 60Ky Hepsosoi cucmemu: 4acTi - TOJIOBHUM Oifb.

3 60Ky OuxasnvHOI cucmemu, opa2aHie 2pyoHOoI KaimKu ma cepedoCmiHHA: 4acTi -
KallleJb.

3 60Ky WAYHKOBO-KUWKOB020 MpPAKmMy: 4acCTi - miapest, 6ilb y 3KHUBOTi; HEYaCTi -
HynoTa, OJIF0BaHHS.

3 60Ky wKipu ma nidwKipHUX MKAHUH: 9acTi - BUCUIIAHHS; HeYacCTi - KPOIIUB THKA;
4acToTa HeBioMa - aHTiOHEeBPOTUYHUM HaOpSK.

3azanvHi po3nadu: HedacTi - MigBUIIleHa BTOMJIIOBaHICTh; IIOOOUHOKI - Taps4Ka.

Y Bumagky TpuBaJIUX IIIYHKOBO-KUIIIKOBUX a00 OUXaIbHUX PO3/IafiB JIIKyBaHHS
HeOoOXigHO NPUNIUHUTHU. [Ipu MIKIipHUX peaklliax IiKyBaHHS TaKOXK IIepepUuBalOTh, TOMY
III0 IIi ITPOSIBM MOZKYTh HOCUTH aJIepTidyHy IPUPOAY.



TepMiH NpHIATHOCTI
5 pOKiB.
VYMoBHM 30epiranas

30epiraTu npu Temnepartypi He Buile 25 °C B opUTiHaIbHIN YIIAKOBIIi IS 3aXUCTY Bif
BOJIOTH.

30epiraTty y HeIOCTYIIHOMY OJISI OiTeM MicIti.

YnakoBka

ITo 10 kancyn y 6mictepi, mo 1 (10 X 1) a6o 3 (10 x 3) GmicTepu y KapTOHHiN KOPOOIIi.
Karteropisi Biognycky

bes penenra.

BupoOHUK

Jlek ®apMmalnieBTU4YHa KoMmnaHisa b. o., CnoseHisi/ Lek Pharmaceuticals d. d., Slovenia
(8ionoegidaavHull 3a 8BUNYCK cepii).

Micue3HaxoIKeHHsI BHPOOHHKA Ta MOro ajJpeca MiCIisi IpoBaaKeHHs
IistIbHOCTI

BeposmikoBa 57, JTio6nssHa 1526, CnoBeniss/ Verovskova 57, 1526 Ljubljana, Slovenia.
[Ixepeso iHCTPYyKIil

[HCTpyKIIifo TiKapChKOro 3aco0y B3aTO 3 o(illiiiHOTO mKepesia — [lepKaBHOTO PEECTPY
JIiIKapChKHX 3aco0iB YKpalHu.



http://www.drlz.com.ua/
http://www.drlz.com.ua/

