IHCTPYKUIA
AN MEIMYHOT0 3aCTOCYBaHHS NiKapCbKOro 3acoby

MAKMIPOP

(MACMIROR)

Cknap:

Aitoya peyoBuHa: Higypartens;

1 TabneTka mMicTuTb Hidpypatento 200 mr;

[OMOMIXKHI PEYOBUHU: KPOXMasb KYKYPYA3AHWUIA, KDOXMalb PUCOBUIA, NONIeTUNEHTNIKONb 6000, TanbkK, MarHito
cTeapar, XenaTuH, rymiapabik, caxaposa, MarHito KapooHar, TUTaHy AioKCuz

(E 171), BicKk E, BOAa oumLLEeHa.

JlikapcbKa hopma. TabneTkn, BKpUTI 060/I0HKOILO.
OcHOBHI (pi3MKO-XiMiYHI BNacTMBOCTI: ABOOMYK/I TabNeTKu, BKPUTI 060/I0HKOKO 6i/10r0 Konbopy.

dapmakoTepaneBTMYHa rpyna. NMpoTUMiKpo6Hi Ta aHTUCENTUYHI 3aC06M, L0 3aCTOCOBYHOTLCA Y MHEKONOTIT.
MpOTUMIKPOOHI Ta aHTUCENTUYHI 3aC06M 338 BUHATKOM KOMOIHOBaHMX Npenaparis, WO MICTATb KOPTUKOCTEPOTAN.
Kog ATXGO1A X05.

dapmMakosoriyHi BnacTmBoCTI.

PapmakognHamika.

AKTMBHa peyosuHa npenapata MAKMIPOP € noxigHa HiTpogypaHy — Hidypatesb.

JocnimpkeHHs in vivo/in vitro NpoAeMOHCTPYBaIN LUMPOKKIA CNEeKTP AiT NPOTU MiKPOOPraHi3miB, BK/HOUa0Um
IH(beKLiT ceyocTaTeBOl CUCTEMM, TAKOX B/IACTMBA aHTUMPOTO30/HA Ta MPOTUTPUOKOBA aKTUBHICTbL. MexaHi3m fii
[0 KiHUA He 3’icoBaHWIA; BiJOMO, L0 HidypaTenb Yepes CBOI MeTaboniTV BNNBAE Ha (hepMEHTH, LLLO NPUIIMat0Tb
y4yacTb Y NpoLeci pocTy MikpoopraHiamis. HidhypaTesib 3a CXOXOK CXEMOIO [i€ HA TPUXOMOHAAMN.

Hidypatenb BUCTYNae y AKOCTi aHTMOaKTepiaibHOro 3acoby Ans rpamHeraTMBHUX Ta rpam-no3uTUBHUX aepoBHUX
Ta aHaepobHux bakTepiit: Gardnerellavaginalis, Escherichia coli, Shigella, Salmonella spp., Bacillus sp.,
Proteus spp., Klebsiella pneumoniae. MiHimanbHa gitoya fo3a ctaHoBUTL 2,5-5 MKr/mn. baktepioctaTuyHi Ta
GakTepuUMAHI A4iT BUBYAM iNn Vitro, 3a/1eXHO Bif KOHLEHTpaL T HiypaTesnto.

Hidypatenb NpossuB CUbHI NPUrHivyBasbHI BNACTMBOCTI Ha picT Chlamydia trachomatis Ta MeHLU BUPaXXeHY
aito npotn Mycoplasma pneumonia Ta Ureaplasma urealyticum. MpoTurpnbkosa Aist Hiypatento y
[OCMIIKEHHAX 1N VIVO MEHLL BUPaXXeHa MOPIBHAHO 3 KETOHA30/10M Ta (P/1yTPiMa30o/ioMm.

LLInpoKkuniA cnekTp aHTMbGaKTepiaibHOT, aHTUNPOTO30MHOT Ta NPOTUIPUOKOBOT AiT A0BOAUTL €(DEKTUBHICTb
Hi(hypaTento Npu BCiX BUAax cevocTaTeBMX CUCTEMHMX IH(eKLin. HidypaTenb He BnanBae Ha Lactobacillus spp.,
fIKi € NPUPOLHOKO CK/1L0BOK HOPMasTbHOT 6aKTepianibHOT (PI0pK, 3aBAAKM YOMY Npenapar Crpuse Ta NPUCKOPHOE
NiKyBaHHSA BariHa/IbHOT IHeKLiT Ta nonepesKye peiHpeKuito.

[ocnifpxkeHHsa Ha 2000 nauieHTax 3 BariHiToM yHacnigok Trichomonasvaginalis nokasanu, Lo epeKTUBHICTb
NiKyBaHHA HiypaTenem BM3HA4Ya€ETbCA Ha NifACTaBi BiACYTHOCTI TPMXOMOHAL Y MIKPOCKONIYHMX AOCNIKEHHSX:
Big 68-89 % nicna nepLloro Kypcy nikyeaHHs, Big 82-89 % nicnsa gpyroro Kypcy nikysaHHA Ta 96 % nicns
TPETLOro Kypcy NiKyBaHHS.

FAK nokaszanum focnigpkeHHa Ha noHas 900 naujieHTax 3 BariHiTOM BHaCNiJOK Pi3HMX eTioNoriYHnX gakTopis,
BK/1H0YAKOUM 3MiLLaHy eTioNorito, ePeKTUBHICTL /IIKYBaHHA HijlypaTenem Mae fianasoH88-96 %. Hidyparesb
Oi/bLL ePeKTUBHUIA NPK NiKyBaHHI rOCTPUX iH(eKLi cevyocTaTeBOl cucTeMU (EPEKTUBHICTD Bif, 62-93 %), HiX
NpW NiKyBaHHI 3aroCTPeHb XPOHIYHMX iH(EKLIN (eheKTUBHICTb — 50 %).

Bricoka edpeKTMBHICTb NliKyBaHHS CMOCTEPIraeTbCs y NaLlieHTIB 3 KULWKOBMM amebia3oM Ta nambniosom, Big 70-90
% Ta 91-94 % BiANOBIAHO. TaKOX € KNiHIYHI JaHi LLOA0 BUPaXXEHOI aHTMNPOTO30MHOT aKTMBHOCTI HihypaTento.
HidypaTenb He CNPUUNHAE NepexpecHOT Pe3NCTEHTHOCTI MIKpOOpraHiamiB Ao IHLWMX nNpenaparis, Wo
3aCTOCOBYHOTb MW NiKyBaHHI iH(eKLil. 3a 30 poKiB He BUSB/IEHO XOLHOI0 BUNaAKY Pe3nCTEHTHOCTI 40
Hiypatento.

dapmakoKiHe TVKa.

JocnimpkeHHs papmMaKoKiHETUYHUX BNACTMBOCTEW NPOBOAWM Ha 340P0BUX [06POBOMbLLSX, AKi npuiimMani 200 mr
HiypaTento Ta nif vac aKux 6yno BUSBMEHO ABi CKNafoBi KiHETUKW. Micns npuinomy pa3oBoi fo3un y 200 Mr
Bifl3Hayasi0ce LUBMAKe BCMOKTYBaHHSA HihypaTesiio; KOHLEeHTpaLis npenapary y CMpoBartLi KpoBi Yepe32 roAguHu
nicna npuinomy ctaHoBmna 9,48 + 3,6 mkr/mn. Hidiypatenb WBMAKO MeTaboni3yBaBCs MPAKTUYHO B YCIX TKaHMHaX



opraHismy, nepiog Hanispo3nagy ctaHoBuB 2,75 = 0,8 roguHu. Mpn6aunsHo 0,5 % HidypaTento BUBOAMNIOCA 3
ceyero y HeamiHeHOMY BUrnadi. PewwiTa BuBogunacs y hopmMi metabonitis. HidyypaTtens JeEMOHCTPYE 3HaUHY
CMOPIAHEHICTb 3 XXMpaMu Ta 3Ha4YHe MOBHE PO3MOBCIOIKEHHS, LLLO CTaHOBUTL 17,428 n. Hiypatenb He BUABEHWI
Y BHYTPILLUHbOMEYIHKOBIN LMPKYNALii.

KniHiYHI XapaKTepUCTUKN.

Noka3aHHA.

BynbBoBariHanbHi iHDEKLUIT, CIPUYMHEHI YyTAMBAMM A0 NpenapaTty 30yAHMKaMK (MaToreHHUMK
MiKpoopraHiaMamu, TpMXoOMOoHagamu, rpubkamu, apixkmkamu, Xxnamigismu, rpnokamu pogy Candida).
3axBOPHOBaHHA ceyocTaTeBol cucTeMu (LUCTUT, YPETPUT, NiENoHedpUT, MieniT).

KuwkoBuin amebia3 Ta n19M61i03.

MpoTunokasaHHs.

Bigoma iHAMBIAYyanbHa NigBULLEHA YYTNIMBICTL 40 AiH0YOT PeYOBMHM ab0 A0 IHLIMX KOMMOHEHTIB npenapary.
MpenapaT He cnif 3aCTOCOBYBATM Y pasi NOpPYLUEHHS PYHKLiT HUPOK, NpK HelponaTisax Ta nayieHTam 3 AediunTom
rNoKo30-6-ocaraerigporeHasun (G6PD).

B3aemogis 3 iIHLUMMUM NiKapCbKMMM 3acob6amMu Ta iHLWI BUAM B3aEMOSIMN.
KniHIYHO 3HauyLa B3aEMO/iA npenapary 3 iHWKMMM IKapCbKUMK 3ac06amMu He BCTaHOB/IEHA.
OfHOoYaCHWIA NPUIAOM aIKOrO/TH0 MOXXE MPU3BECTU A0 AMCYNbhipaMonofibHMX peakLiii.

Oco61MBOCTI 3aCTOCYBaHHS.

3acTocyBaHHs npenapary, 0co6/IMBO NPOTArOM TPUBAION0 Yacy, MOXe CNPUYNHUTI peakLii NigBULLEHOT
4yT/IUBOCTI.

IMig Yac nikyBaHHS npenapaToM HEO6XiAHO YTPUMYBATUCA Bif NPUIAOMY a/IKOroNt0 A1 NOMNEPeSYKEHHS PO3BUTKY
BTOMW Ta HyA0TW, SKi CAMOCTIMHO MUHAIOTL Yepe3 AesKUA Yac.

FAKLLO BUHUKAIOTb 03HAKM aneprivyHol peakLii, Cnif NpunuUHUTI 3aCTOCYBaHHA npenapary.

[Mig Yac 3acTocyBaHHSA MpenapaTy CNif yTpUMYBaTUCH Bif CTATEBUX KOHTAKTIB.

Heo6xiHO NpoBeCcTN OfHOYACHe NiKyBaHHS CTaTeBOro NapTHepa, LWo6 YHUKHYTM NOBTOPHOIO 3apaXKEHHS.
Mpenapat MiCTUTb caxaposy, Lo C/ij BpaxoByBaTu XBOPUM Ha LlyKPOBUI fiabeT.

TpomboumToneHiYHa Nypnypa, renatoTOKCUYHICTb, MAaTONOrIYHI 3MIHW KPOBI Ta flereHeBi peakuii 6ynm
3aikcoBaHi AN iHWKMX HITpoMypaHOBKX cnonykK. OAHaK, 38’30K MIXK LMW KNIHIYHUMK peakuigMy Ta
npenapatoM MAKMIPOP, TabneTtku, BKpUTi 060/10HKOK0 N0 200 Mr, He 6yB JoBefeHWiA. MpoTe, TX BUHUKHEHHS
He MOXKe BYTM L|iNIKOM BUK/THOYEHE.

3acTocyBaHHs y nepiog BariTHOCTI abo rogyBaHHsA rpyaato.
He cnif 3actocoByBaty npenapar Yy nepiof BariTHOCTI. IMif Yac nikyBaHHS CAif NPUNUHUTIA FOAYBaHHS rpyaAato.

34aTHICTb BNMBaTY Ha WWBMAKICTb peakuii Npy KepyBaHHI aBTOTPAHCMOPTOM abo iHLWUMK MexaHizMamu.
MpenapaT He BM/MBAE Ha LUBUAKICTb peakui’ Npy KepyBaHHi aBTOTPaHCMOPTOM abo po60oTY 3 IHLLUMK
MexaHi3mamu.

Cnoci6 3acTocyBaHHS Ta [03MK.

BynbBoBariHasibHi iHeKLiT.

[opocni: no 1 tabnetui npenapaty MAKMIPOP 3 pa3u Ha 106y nicns npuinomy Xi NpoTsaroM 7 AHie ans
NiKyBaHHA XIHKM Ta Ti mapTHepa, Npu MOXXMBOCTI. [1ns MiCLLEBOro NnikyBaHHs 3aCTOCOBYBaT! Makmipop
Komnnekc, Kancynu BariHanbHi M’siKi abo )X Makmipop Komnnekc, Kpem BariHabHUIA.

BaxnmBo: nauieHTaMm, SKi NiKyHTbCA ULLE NPUAOMOM TabneTok, cnif 36iNbWnTn 403y 40

4 TabneTok Ha f06y. HeobxigHO yTpMMyBaTKCA Bif CTaTeBMX KOHTAKTIB Mij Yac NiKyBaHHSA, B IHLLOMY BUMaAKyY
HeobXigHO 3acTocoByBaT Makmipop Komnekc, KpeM BariHa1bHUIN Nepes KOXXHUM CTaTeBUM aKTOM.

[itv Bikom Bif 10 pokiB: peKOMeH0BaHa Ao3a CTaHOBUTb 10 Mr/Kr macu Tifia Ha fo6y, po3nojineHa Ha 2
npuiiomn. MpuiimaTy Npenapat nicns npuiioMy Hxi. TpuBanicTb NiKyBaHHA CTaHOBUTL Y cepejHboMY 10 fHiB.
IHGbeKLiT ce4oBMBIAHMX LUNAXIB.

[opocni: pekoMeHA0BaHa [03a NpenapaTy 3a/1eXnTb Bif CTYNeHs TAXKKOCTI 3aXBOPIOBaHHSA | CTaHOBUTL 3-6
TabneTok Ha goby (To6To no 200-400 Mr 3 pasu Ha foby) nicnsa ign. Kypc nikyBaHHA CTaHOBUTL Y CepeiHbOMY



1-2 TUXHI.

[iTv BiKOM Bif 6 pOKiB: peKkoMeH0BaHa [103a CTaHOBUTb 10-20 Mr/Kr Macu Tina Ha o6y, po3nogineHa Ha 2
npuiomu. MpuimaTy nicns ign. TpUBanicTb NliKyBaHHA 7 — 14 HiB.

3a npr3HayYeHHAM fikaps, Npy HeobXigHOCTI, Kypc nikyBaHHs npenapatom MAKMIPOP MoXHa NogoBXutu abo
NPU3HAYMUTN MNOBTOPHUIA KYPC NiKYBaHHS iH(EKL i CEHOBUAINBHUX LLNSXIB.

Kunwkosuin amebias.

[opocni: no 2 Tabnetkn 3 pasu Ha fo6y, nicns igu, npotarom 10 ai6.

[iTv BiKOM Bif 6 pOKiB: pekomMeHA0BaHa 1060Ba f03a - 30 MI/Kr Macu Tina, po3nofineHa Ha

3 npuitomu, npotsarom 10 gi6.

Kunwkosuin namM6/1i03.

[opocni: no 2 Tabnetkn 2-3 pasn Ha Joby, Nnicns iam, NpoTarom 7 gio.

[iTv BiKOM Bif 6 pOKiB: pekomeHA0BaHa f060Ba fo3a - 30 MI/Kr Macu Tina, po3nogineHa Ha

2 npuiiomu, nicns ign, npoTsarom 7 ai6.

[iTn. MNpenapar 3aCTOCOBYBaTW AiTAM BiKOM Bif 6 POKIB.
Mepeno3yBaHHA. Bunaaky nepefo3yBaHHA HEBIAOMI.

Mo6iYHI peakLii.

3 60Ky TPaBHOI0 TPakKTy

KopoTKo4acHi Ta He3HauHi racTpoeHTeposIoriYHi po3naju:

Pigko (<1/10000, <1/1000): HypoTa, ripkoTa y poTi, diapes.

[yxe pigko (<1/20000): 6nroBaHHA, gnUcnencis.

3 60KY LUKipY Ta NiAWKIPHOT KNITKOBUHN

MOX/IMBI peakLiii rinepyyT/IMBOCTI, BK/HOYAOUN:

[yxe pigko (<1/10000): BUCUNaHHS Ha LUKIpi, KPONMUB’AHKY, CBEPOIXK.
3 60Ky HEepBOBOT CUCTEMMU

MepudepryHi Heponarii.

TepMiH NpuaaTHOCTI. 5 poKiB.

YMO0BWU 36epiraHHs.
36epirati npw Temnepatypi He BuLe 25 °C. 36epiratv y HeOCTYNHOMY Ans AiTei micui!

YnakoBKa.
Mo 10 Tabnetok y 6nicTepi, N0 2 6AiCTepn B KAPTOHHIW Naui.

Karteropis Bignycky. 3a peLenTom.

BupobHuK.
Jonnens ®apmaueyTiui C.p.n./Doppel Farmaceutici S.r.l.

Micue3HaxomkeHHS BUPOOHMKa Ta oro agpeca mMicusa NpoBakKeHHs 4isiNIbHOCTI.
Bia BontypHo, 48 — KBiHTO [e’Ctamni — 20089 PouuaHo (MI), ITanis/ ViaVolturng,
48 — Quinto De’ Stampi — 20089 Rozzano (M), Italy.



