IHCTPYKIIA
JJIS1 MEJUYHOT0 32CTOCYBAHHA JiKapChKOro 3aco0y

Maxkponen®
(Macropen®)

Cknao:

diroua peyosura: MiIEKaMIIuH;

1 Tabnerka, BKpUTa TUTIBKOBOKO 000JIOHKOI0, MicTUTh 400 MI MiIeKaMiIHY;

OONOMINCHI peyosuHu: KaJlll0 TIOJMaKPWIIH, TajbK, IEI0J03a MIKPOKPHCTAIIUHA, MAarHiro cTeapar,
aKpUJIATHUH COMOJIIMEp, MOJieTHICHITIKOIb, TUTany aiokcun (E 171).

Jlikapcebka ¢opma. TabneTku, BKpUTI IITIBKOBOIO 000JIOHKOIO.
OcHosHi i3uko-Ximiuni eénacmueocmi: KpyTil, 3J€rKa JBOOIYKII TaOJETKH OUIOro KOJIhOpY, BKPHUTI
TUTIBKOBOIO OOOJIOHKOTO, 31 CKOIIIEHUMU KPasiMHU Ta HACIYKOIO 3 OJTHOTO OOKY.

dapMakoTepaneBTUYHA Ipyna.
[TpoTumikpoOHi 3ac00M 1711 CHCTEMHOTO 3aCTOCYBaHHS. MaKpoJIiau, TIHKO3aMiI1 Ta CTPENTOrPaMiHH.
Minexaminma. Kog ATX JO1F A03.

Dapmakon02iuni e1acmueocmi.

Dapmakoounamika.

AHTHbOaKTEepiagbHA JTis.

MinekamiliH — MaKpOJIiTHUN aHTUOIOTHK IIUPOKOTO CHEKTpa i, 3a i€l MOMIOHUIN 10 epUTPOMIIIUHY.

AKTUBHUI TPOTH TPaMIIO3UTHBHHUX OakTepii (cTadiIOKOKIB, CTPENTOKOKIB, MHEBMOKOKIB, Bacillus

anthracis, Corynebacterium diphtheriae Ta Listeria monocytogenes), NesiKuX TpaMHETaTUBHUX OaKTepii

(Bordetella pertussis, Campylobacter spp., Moraxella catarrhalis Ta Neisseria spp.), aHaepoOHHUX OakTepiit

(Clostridium spp. Ta Bacteroides spp.) Ta IHIIUX OaKTepiid, TAKUX K MIKOIUIa3MHU, ypearia3Mu, XJIaMiii

Ta JICTIOHETH.

UyTnuBicTh MiKpOOpraHi3miB /n vitro 1o Mminekaminuny anerary (MDM-acetate) Ta migekaminuay (MDM)
3navenns MICoyp (MiHiMaJIbHA NPUTHIYYBAJIbHA KOHIEHTPaLis1) (MKI/MJI)

Bacterium MDM-acetate MDM
Streptococcus pneumoniae 0,5 0,10
Streptococcus pyogenes 0,67 0,20
Streptococcus viridans 0,28 0,39
Staphylococcus aureus 1,5 1,5
Listeria monocytogenes 2 1,5
Bordetella pertussis 0,25 0,20
Legionella pneumophila 0,1 0,12-1
Moraxella catarrhalis 2 -
Helicobacter pylori 0,5 -
Propionibacterium acnes 0,12 -
Bacteroides fragilis 5,5 3,13
Mycoplasma pneumoniae 0,024 0,0078
Ureaplasma urealyticum 0,34 1,56
Mycoplasma hominis 23 -
Gardnerella vaginalis 0,08 -
Chlamydia trachomatis 0,06 -
Chlamydia pneumoniae 0,5 -

Kpurepii qyis migekaminuay crocoBHO TiymaueHHss MIC Taxi x, sIK sl IHITMX MaKpOJIi/IiB, BIAMOBIIHO 10
NCCLS (HarmionanpHMil KOMITET 3 KIIHIYHHX JabOpaTOpHUX CTaHAApTIB) CcTaHmapTiB. bakrepii
BH3HAYAIOTHCA K 9y TIuBi, KO X MICoo < 2 MKr/MI, Ta cTiiiki, skio ix MICoo > 8 MKr/MI.
AHTUMIKpOOHA €(heKTUBHICTh META0OJIITIB.




MetabomniTi MileKaMilliHy MpOSBISIOTh AHAJOTIYHY aHTHOAKTEepialbHYy Jif0, ajleé MEHII BHPaKEHY.
JlociKeHHsT Ha TBapyuHAX TOKa3aJl, 10 MiJIEKaMIIIiH Ta MIJIEKaMiI[UHy aneTar € OUTbIl e(eKTUBHUMH
in vivo, HIX in Vvitro, 9aCTKOBO 4epe3 BUCOKY KOHLIEHTpAIIiI0 METabOoITIB y TKAHUHAX.

MexaHi3M aii.
MinexkamiuuH npurHidye cunte3 PHK-3anexnux OIKiB y cTanii mpoJioHTalii NpoTeiHOBOTO JAHIIOTa

IUISIXOM 3BOPOTHOTO 3B’si3yBaHHSA 3 cyOoamumiero 5S0S Ta OJoKye peakiii TpaHCHEnTHAAIli Ta/dum
TpaHcioKallii. Yepes BIIMIHHICTb CTPYKTYpH pHOOCOM 3B’A3yBaHHS 3 pHOOCOMAaMU €yKapiOTHUHUX KIITHH
He B110yBa€eThCsA. TOMY TOKCHUHICTh MAKPOJIIIB JUIsl KJIITHH JIFOAWHHU € HU3BKOIO.

['onoBHUM 4YMHOM MiJE€KaMIlUH TPOsBILe OakTepiocTaTHuHy Ai0. OIHAK TaKOXX MOXKE MPOSIBIATH
OaKTEepUITUIHY IO 3aJICKHO BiJl TUITY OakTepii, KOHIICHTpaIlli Ipernapary y MicCIll i, po3Mipy 1HOKYJIATY
Ta PENpPOAYKTHUBHOI CTalii MIKpOOpraHi3My. AKTUBHICTb 171 Vifr0 3HHKY€ETHCSI B KHCIIOTHOMY CEepEI0BHILII.
Sxmo 3HaueHns pH y cepemoBumii KyneTyp Staphylococcus aureus wm Streptococcus pyogenes
301bIIy€eThCS Bif 7,2 10 8, MiHIMaJIbHA 1HT10yI04Ya 3/1aTHICTh MiIeKaMilMHy 3HIKY€ThCs BABii. SIkio pH
3HIKYETHCS, aKTUBHICTh MiJICKaMIIIUHY T ABUIITY€ThCS.

MizekaMilliH aKyMYJIIOETbCS B aIbBEOJIIPHUX Makpodarax JoAuHA. TakoK MaKpOJIi i aKyMyJTIOIOTbCS B
Hentpodinax. JochaimkeHHs in vitro BUSBWIM, IO MiJACKaMIIIMH TaKOX BIUIMBA€ Ha IMYHHI (yHKIIII.
BcTaHOBIEHO MOCHUIICHHST XEMOTAKCUCY TOPIBHAHO 3 €PUTPOMILMHOM. /1 Vivo MilEeKaMillUH CTHMYIIIO€
AKTUBHICTh MPUPOIHUX KIITHUH-KULIEpiB. L1 mociimpkeHHsT BKa3ylOoTh: MiJeKaMilliH BIUIMBAE HA IMyHHY
CHCTEMY, 1110 € BXIUBUM U1 IPOTUOIOTUYHOTO e(heKTy MiJeKaMIllHYy in Vivo.

Pe3UCTEeHTHICTD.

CTilKICTh 10 MaKpOJIiJiB PO3BUBAETHCA Y 3B'A3KY 31 3MEHILIECHHSIM NMPOHUKHOCTI 30BHIIIHBOI MEMOpaHU
KJIITHHH OakTepii (eHTepoOakTepii), iHakTuBalii npenapary (S. aureus, E. coli) 1, 110 HAUTONIOBHIIIE, 3MIHI
MicIs il

YacToTra BUHHUKHEHHs OaKTepialbHOI PE3WCTEHTHOCTI /10 MAKpOJIiIiB CHJIBHO Bapitoe. Pe3UCTEHTHICTh
METUIIWITIHOYYTINBUX S. aureus konuBaeTrbes Bim 1 % mo 50 %, Tomi sSK OUTBIIICTP METHIIMIIIH-
PE3UCTEHTHHUX MITaMiB S. aureus TaKOX CTIAKI 10 MaKpOJIiTiB. P€3UCTEHTHICTh THEBMOKOKIB B OCHOBHOMY
Huxk4de 5 %, ane B neskux yacTuHax cBiTy me Oumbme 50 % (Smonis). PesucreHTHICTH OakTepii
Streptococcus pyogenes 10 MakpoiiB konuBaeThes B 1 % 10 40 % B €Bpomi. [lyxke piako po3BUBAETHCS
CTiliKicTh MiKoIUTa3M, nerionen i C. diphteriae.

Dapmarokinemuxa.

BcMOKTYBaHHS.

MinekamiliiH Ta MiJeKaMIlIMHY areTaT IIBUIKO Ta BIJHOCHO J0OpPE BCMOKTYIOTHCS Ta JOCATAIOTH
MaKCHUMaJIbHUX KOHLEHTpaliil B cupoBaTmi kposi 0,5-2,5 mkr/ma ta 1,31-3,3 MKr/mi BiImoBinHO 3a
1-2 roguau. OCKUTBKY TPUHOM 1K1 IS0 3HIKYE MAaKCUMaJTbHI KOHIIEHTpAIlii, 0COOJMBO y NITEH BIKOM Bij
4 no 16 pokiB, MiJIeKaMiIIIH PEKOMEHAYEThCS IPUHMATH TIepe TPUHOMOM TKi.

Poznogin.

MiznekaMinuH 100pe MPOHUKAE Y TKAHUHH, /1€ BIH JOCSATa€ KOHLEHTpAIliil BUIMX, HIX y KpoBi, Ha 100 %.
Bin nocsrae BUCOKMX KOHIIEHTpAIlIKA y CEKpPeTi OpOHXIB, a TaKoK y MKipi. O0’eM po3MmoaiTy MiOKaMiIuHy
(MizekamiIMHy aneTary) cTaHOBUTH 228-329 1.

47 % minexaminuny ta 3-29 % meTtabomniTiB 3B’ A3y10ThCA 3 OlikamMu. MiokaMiluH (MiJleKaMillMHY aleTar)
TaKOXX IMPOHHUKAE y rpyane mousoko. Ilicas mpuitomy mozu 1200 mr/moOy y rpyaHomMy Mool Oyio
BusiBiieHO 0,4-1,7 MKT/MIJI MiIEKaMIIIUHY alleTaTy.

MeTab01i3M Ta BUBEICHHS.

MiekamiliiH TOJIOBHUM YHMHOM METa0O0JI3y€eThes Y mediHli. [lepeBakHO BUBOIUTHCS 3 KOBUECIO 1 TIIIBKH
npubnusHo — 5 % 13 ceuero.

3HauHe 301TBIIICHHS MKOBUX KOHIIEHTpaIlii y cuposartili kpoBi, AUC Ta nepioy HaniBBUBEIECHHS MOXKYTh
CIIOCTEPIraTUCh y MAII€HTIB 13 IUPO30M TICUIHKH.

Kuiniuni xapakTepucTuKu.

Ilokazannsa.

[Hdexkil pecripaTOpHOTO 1 CEYOCTATEBOTO TPAKTY, CIPUYMHEH] MIKOTUTa3MaMH, JIETIOHEIaMH, XJIaMigisasMu
ta Ureaplasma urealyticum; 1HpeKii pecripaTopHOro TPAKTY, MIKIPH 1 M’AKUX TKAHUH Ta 1HII iH(EeKii,
CIIPUYHMHEH] YyTIIMBUMH J0 MIJICKaMIIMHY 1 TIEHIUWIIHY OaKTepisiMU Yy TAII€HTIB 3 TIMEPUYyTIUBICTIO 10
NEHIIUIIIHY; eHTEpUTH, CipuunHeHi 6akrepisimu Campylobacter spp.; nikyBaHHA 1 npodinakTuka tudTepii
Ta KAILTIOKY.




Ilpomunokazanns.
[lixBuIieHa Yy TIUBICTH 10 MieKaMilIuHy a00 10 OyIb-SKHX 3 JOTIOMDKHHMX PEUOBHUH Ipenapary, TSKKi
NopyueHHs GYHKIIH NeUiHKH.

B3aemooia 3 inwmumu nikapcoKumu 3acovamu ma inuwii 6uou 3acmooiil.

Bigomo, mo makposmiaM B3a€EMOJIIOTh 3 IHIIMMH JIIKApPCBKUMHU 3aco0aMu. MakposiiaHi aHTHOIOTUKH
BIUIMBAIOTh Ha TMEYIHKOBUH MeTaloJi3M, J€ BOHHM MOXYTh OJIOKyBaTH aKTHUBHICTh (DEpPMEHTIB
nuToXpomMHoro komiuiekcy P450. Ha BiagMiHy Bij €epUTPOMINIMHY, MiICKaMIIIMH Ta MiJICKaMIIIUHY arleTaT
HE 3B’S3YIOTbCA 3 MIKPOCOMAJIbHUMHU OKCHAA3aMM KJIITHH NEUYiHKA Ta HE YTBOPIOIOTh CTaOUIBHHX
KOMIUIEKCIB 3 MUTOXpoMoM P450, BHACTIIOK YOT0 BOHM HE BIUTMBAIOTH Ha (hapMaKOKIHETHUKY TEO(IIIHY.
MizekaMillMH MOXe€ CIPHUYUMHHUTU 30UIbIICHHS PIBHS IMKIOCIIOPUHY y CHPOBATI KpoBi (piBHI BIBIYi
OinpII) Ta TOAOBXKEHHS Iiepioay HamiBBuBeAeHHsT 1 30umbmenHs AUC (toomi mig KpPUBOIO)
kapbamaszeniny. Ciig 3 00epeKHICTIO 3aCTOCOBYBATH Iperapar HamieHTaM, siKi MapajielbHO MPUHMaIOTh
KapOaMaserniH Y¥ [MUKJIOCTIOPHH, Ta P MOKJIMBOCTI CII1JT IEPEBIPATH PIBHI OCTAaHHIX Y CHUPOBATIIl KPOBI.
OnHouacHe 3aCTOCYBaHHs MiJCKaMIIIMHy Ta alKaloiliB PIKKIB MOXKE MPUTHIUYBAaTH iX MeTaboli3M y
TIEYIHIII Ta MIJBUIIUTH iX KOHIIEHTPAIIIIO y TUIa3Mi KPOBI.

Crain Oyt oOepeXHHM MiJ 4Yac OJHOYACHOTO 3aCTOCYBaHHS MiJeKaMillMHYy 3 Bap(apHHOM, OCKIIBKH
BUBEJICHHSI OCTAHHBOT'O MOX€E 3MEHIIUTHUCS, 1110 MiIBUIY€E PU3UK BUHUKHEHHS KPOBOTEUI.

Ocobueocmi 3acmocysanns.

[lig wac TpuBajmoro JiKyBaHHS CIiJi KOHTPOJIOBATH aKTHBHICTh NMEYIHKOBUX ()EPMEHTIB, OCOOJIHBO Yy
TMAIIE€HTIB 3 TOPYIIECHHAM (DYHKITIT IEYIHKA B aHAMHE3.

TpuBanuii npuiiom npenapaTty Moxe IPU3BECTH A0 cynepiHdekiii. Bupaxena niapes Moxxe OyTH MposBOM
TICEeBIOMEMOPaHO3HOTO KOJITY.

3acmocysanns y nepiod eazimuocmi ado 200y8anus 2pyoon.

He Oyno noBigoMieHb Mpo IIKIUTMBUN BIUIMB MiJEKaMIIMHYy Ha IJTi1. 3aCTOCYBaHHS y Mepioj] BariTHOCTI
MOXJIMBE TUTHKU Yy KpalHIX BUIAJIKaX, KOJU OYiKyBaHA KOPUCTH JJI MAaTepi MepeBakae€ MOXIMBUN PU3UK
VIS TUTO/1A.

Ockinbku TpenapaT NPOHHMKAE y TPYyIHE MOJIOKO, TOAYBaHHS TPYIUIIO CIiJl NMPHIWHUTH HA TEpioj
JIKYBaHHS TperapaToM.

30amuicmb enaueamu HA WEUOKICIMb peakyii npu KepyeanHi aA6MOMpPAHCROPMOM ado IHWUMU
Mexaunizmamu.
BincyTHi AaHi Moo BIUIMBY Ipenapary Ha 3[aTHICTh KepyBaTH aBTOTPAHCIIOPTOM i pOOOTY 3 1HIIUMHU
MeXaHi3MaMHu.

Cnoci6 3acmocysanna ma 0o3u.

[Ipenapar ciif 3acTOCOBYBATH Hepe MPUHOMOM TKi.

Jlopocni ma oimu 3 macor mina nonao 30 xe: no 1 Tabnermi 400 mr 3 pa3u Ha 700y .

MaxkcumanbHa 1000Ba 1032 7S TOpOCTIUX CTaHOBUTH 1600 M MieKkaMiluHy.

Himam 3 macoro mina menuie 30 ke 3aCTOCOBYBATH CYCIEH310 ISl IEPOPATEHOTO 3aCTOCYBAHHS.
JlikyBanHs TpuBae Bix 7 1o 14 nuis. JlikyBaHHs XJIamiaiiHOT iH(QEKIIT CITif MPOAOBKYBATH MPOTATOM
14 muis.

Himu.

[Ipenapar y ganiit JikapchKiit popmi C1iJl 33CTOCOBYBATH JITSIM 3 Macoro Tina nonaxa 30 kr.
Ilepeoosysanna.

[ndopmaris mpo nepenozyBanHs BifAcyTHs. [lpu mpuifomi 103, SKi MEPEBHUIYIOTh TEPANEBTUYHI, MOXKE
criocTepiratucs HyJoTa Ta OiroBaHHS. JIiKyBaHHS CUMIITOMaTHYHE.

I06iuni peakuii.

3 60ky Kposi ma nimgpamuunoi cucmemu: €03uHODIIS.

3 60Ky WLIYHKOBO-KUWKO08020 MpaKmy. HyJ0Ta, 3HUKCHHS alleTUTY, OJIOBaHHS, Jgiapes, CTOMATUT, OUTh y
KHUBOTI, ICEBJOMEMOPAHO3HUMN KOJIIT.



3 60Ky wKipu ma niOWKIpHUX MKAHUH. BUCUTIAHHS, KPOITUB’ sTHKA Ta CBEpO1K, aHTIOHEBPOTHYHUI HAOPSIK,
cunapom CriBeHca-/[)koHCOHA.

3 60Ky neuinKu ma Hco840BUGIOHUX WLIAXI6. TIABUILECHHS PIBHS TpaHCaMiHa3 Ta KOBTSHUIIS.

3acanvHi nopywenns: peaxuii TIMEPUYYTAUBOCTI, BKIIOYAIOYM TIiMEpPeMilo; 3arajibHa CIa0KiCTh;
3araMOpPOYCHHS.

[Ipy BUHUKHEHHI TSHKKHUX MOOTYHUX PEaKIii JIKyBaHHS CJIiJI IPUTTHHUTH.

Tepmin npuoammuocmi.
3 poku.

YMmoBH 30epiranus.
306epiratu nipu Temmneparypi He Buile 25 °C B opuriHajgbHIA yHnakoBIli. 30epirati y HEJOCTYITHOMY st
miTer Micr.

YnakoBka.
ITo 8 TabGneTok y GmicTepi, 1o 2 GiicTepu y KapTOHHIN KOPOOITi.

Kareropis Biamycky. 3a perientom.

BupooHuk.
KPKA, 1.1., HoBo mecto, CnoBeHis/
KRKA, d.d., Novo mesto, Slovenia.

Micue3Haxoa:KeHHsI BUPOOHMKA Ta HOro ajgpeca Micusi IPOBA/’KeHH AisIbHOCTI.
[map’emka 1ecra 6, 8501 HoBo mecto, CrioBeHis/
Smarjeska cesta 6, 8501 Novo mesto, Slovenia.



