IHCTPYKIIA

IJISI METUYHOT' 0 3aCTOCYBAaHHSA JIIKapChKOT0 3aC00y

3UBAKC
(ZIBAX)
CKnao:

Oitoui peuoguHu: 1 TabneTka MiCTUTh a3UTPOMIIIMHY OUTIIPATy €KBiBaJIEHTHO a3UTPOMIIIMHY 250
Mmr abo 500 mr;

0ONOMIJICHI peUoBUHU: 1IeJTI0NI03a MiKPOKPUCTaIiYHa, KPOCIIOBiNOH, €TUJIIIEI0NI03a, CIIUPT
i3omporrinoBul, MUXIOPMETaH, KPEMHII0 TiOKCHUI KOMoimHUHM 0e3BOOHUM, TalbK, MarHilo cTeapar,
npotekTad HP-1 (rigpokcunpomniniMeTunmenton03a, NpomileHrJiKob, 0Jlid PUIIMHOBA, TalbK, TUTAHY
miokcup (E171)), 3amiza okcupn xkoBtuit (E172).

Jlikapcbka popMma. TabneTKy, BKPUTI IIiBKOBOIO 000JIOHKOIO.

OcHogHi ¢isuko-ximiuni 81acmueocmi: TabmeTKu 1Mo 250 MT - CBiT/I0-K0BTi, KPYTJIi, ZBOOIYKIIi,
BKPHTI IJTIBKOBOIO 000JIOHKOIO, TIafKi 3 000X OOKiB;

tabnetku mo 500 MT - CBIiT/I0-3KOBTi, ABOONYKII, ¥ GOpMi KarieT, BKPUTI IIiBKOBOIO 000JI0HKOIO, 3
PO3TOAiNBY0I0 PUCKOIO 3 OMHOT0 OOKY Ta I'JIafiKi 3 iHIIOro 60KYy.

dapMakoTepaneBTHYHA rpyna. AHTHGaKTepiaabHi 3ac00u 71T CUCTEMHOT0 3aCTOCYBaHHS.
Makposigy, TiHKOo3aMifiy Ta CTPenTorpamMiHu. A3UTPOMILUH.

Kom ATX JO1FA10.

dapmakonoeiuHi e1acmueocmi.

®apmakoOuHamika. ASUTPOMIIIMH - IPeCTaBHUK HOBOI MiArPyIX MaKpPONiIHUX aHTUOIOTUKIB -
asasnifi. 3B’a3yeThcs 3 cybomuuuneio 50S pubocomu 70S 4yTnuBUX MiKPOOpPraHi3MiB, IPUTHIYYyIOUH
PHK-3anexuuit cunTes 0illka, CIIOBIIBHIOE PIiCT i pO3MHOXKEHHS 0aKTepill, IPU BUCOKUX
KOHIIEHTPAIliTX MOXKIUBUN OaKTePULUTHUN ePeKT.

Mae mupoKku# CIeKTP aHTUMIKPOOHOi fii. [To mpemapaTy 4yTaHUBi rPAaMIIO3UTUBHI KOKH
-Streptococcus pneumoniae, S.pyogenes, S.agalactiae, ctpentokoku rpym C, F i G, S. viridans;
Staphylococcus aureus; rpaMHeraTuBHi 6akTepii - Haemophilus influenzae, H. parainfluenzae,
Moraxella catarrhalis, Bordatella pertussis, B. parapertussis, Legionella pneumophila, H. ducrei,
Campylobacter jejuni, Neisseria gonorrhoeae, Gardnerella vaginalis; nesiki aHaepo0OHi
Mikpooprani3mu - Bacteroides bivius, Clostridium perfringens, Peptostreptococcus species, a TaK0X
Chlamydia trachomatis, Mycoplasma pneumoniae, Ureaplasma urealyticum, Treponema pallidum,



Borrelia burgdorferi. He BnuBa€ Ha rpaMIIO3UTHBHI MiKPOOPraHi3MH, CTilKi 10 €PUTPOMIIIHHY.

®apmakokiHemuka. Ilicnis npuiioMy BHYTPIIIHBEO @3UTPOMIIIUH IIBUIKO BCMOKTYETHCS 3 TPABHOI'O
KaHany. biogocTymHicTh cTaHOBUTH 01M3bK0 37 % (e(eKT «ImepuIoro MpoxoaxKeHHsI»). MakCcHMalbHa
KOHIIEHTpAllid Y CUPOBaTLi KPOBi AOCATAEThCA Yepe3 2,5-3 rogunu i ctanoButh 0,4 Mr/m npu
npuiiomi BHyTpimmHR0 500 MT npenapaTy. A3UTpOMilMH f00pe MPOHUKAE V AUXaJIbHi IMIJISXH, OpraHy i
TKQHWHU YPOTeHITaJIbHOTO TPaKTY, 30KpeMa y IepeaMiXypoBy 3ai03y, V WIKipy 1 M'gKi TKAaHUHU.
KonuenTpauis npemnapaty y TkaHuHax i kimitudax y 10-100 pa3siB Builla, HiXK y CUpOBaTLi KPOBI.
CrabinpHuUM piBeHb y MIa3Mi focsaraeThest uepes 5-7 mHiB. IIpemnapat y BeNnuKid KinbKOCTi
HaKONMMYYETHCA Y Paronurax, AKi TPAaHCIOPTYIOTh MOT0 Y Miclid iH(eKIIil i 3araneHHs, e IOCTYII0BO
BUBUIBHAIOTE y IIpoLeci paronuTosy.

3 Ginkamu 3B’A3y€ThCSI 06epPHEHO IIPOIOPIIiHO A0 KOHIIeHTpalii B KpoBi (7-50 % mpemapary).
Brnu3pko 35 % MeTabomi3yeThCs y MEeYiHIli MIIIX0M IeMeTUIII0OBaHHS, BTpadyaloy aKTUBHICTb.

Binbire 50 % m03u BUBOJUTHCS 3 KOBUIO Y HE3MiHEHOMY BUTJISALI, TPubIu3HO 4,5 % - i3 cedelo
MIPOTSATOM 72 TOOUH.

[lepion HaniBBUBEOEeHH i3 I1a3Mu CTaHOBUTH 14-20 roguH (B iHTepBasi 8-24 TOOUH MiCIsA IPULAOMY
npemnaparty) i 41 roguny (B iHTepBani 24-72 rogux). [IpuiioM 1Xi 3HaYHO 3MiHIOE (PapMaKOKiHETHKY.

3 BiKOM mapamMeTpH (papMaKOKiHETUKY He 3MIHIOIOTHCSA Y YOJIOBIKiB (65-85 poKiB), y XKiHOK
30inbIIy€eThCS MaKcuMaibHa KoHIeHTpanis (C,,.,) Ha 30-50 %; y mite y Bitli 1-5 pOKiB 3HUKYIOTHCA
Chax» T1pp, TITIOMIA Mix (apMaKOKiHETUYHOI KPUBOIO.

KriniyHi xapaKTepHCTHKH.

Iloka3aHnHus.

[adexkril, cnpuYnHeHi MiKpoopraHiaMaMu, YyTJIUBUMU [0 a3UTPOMIIUHY:
indexuii JIOP-oprauis (6akTepianbHuN (HapUHTIT/TOH3UIIT, CHHYCHUT, CEPEeNHil OTHUT);
indexkiril nuxanpHUX MIIAXiB (DaKTepiambHUM OPOHXIT, HETOCIITaIbHA THEBMOHIS);

indexuii mKipy Ta M'IKUX TKaHWH: Mirpyioda eputeMa (Imo4aTKoBa CTafis xBopoou Jlalima),
Oemmuxa, iMIeTUro, BTOPUHHI MiogepMaTo3U, akHe ByJibrapic (Byrpu 3BUYalHi) CEpeIHbOTO CTYIEHS
TSIXKKOCTI;

iHGexIii, 110 nepefaoTLCA CTaTEBUM IIITXOM: HeyCK/IagHeHi reHiTanbHi iHGeKIil, cnpuynHeHi
Chlamydia trachomatis.

IIpomunoka3aHHA.

[TigBuIieHa YyTIUBICTEL IO A3UTPOMIIIMHY, €PUTPOMILIUHY a00 10 OyAb-IKUX IHIINX MaKpPOIigHUX abo
KETOJIiIHUX aHTUOIOTUKIB Ta IO HOTOMiXKHUX PEYOBHH IIpernapaTy. Yepe3 TeOPeTUYHY MOXKIIUBICTh
€proTu3My a3UTPOMIIIMH He CJIif IpU3HayaTh OJHOYACHO 3 IMOXITHUMHU PiXKKiB.



B3aemodisa 3 iHwumu aikapcbKumu 3acobamu ma iHwi e3aemodii.

Cnipm o6epeXHO IpU3HAYATH a3UTPOMILIMH MAIliEHTaM Pa30M 3 iHIIUMH JIiKaMH, SKi MOXKYThb
nmopoBxKyBatu iHTepBan-QT.

AHmauuodu: Tpu OGHOYACHOMY 3aCTOCYBaHHI aHTAIUAIB 3arajioM He CIIOCTepiraloThCs 3MiHU Y
6iomoCTyIIHOCTI, X04a IJIa3MOBi MMiKOBi KOHIIEHTPAIlil a3UTPOMIIIMHY 3MeHIyI0ThCs Ha 30 %.
AzuTpominuH HeoOxXigHO MpuiiMaTy IpUHaWMHi 3a 1 roguHy 1o abo Yepes 2 TOOUHY IiCIsd IPUHoMY
a"HTauuay. 3MiHMA (papMaKOKIHETUKY a3UTPOMILMHY IIPU 3aCTOCYBaHHI IMMETUANHY 3a 2 TOOUHU [0
3aCTOCYBaHHS a3UTPOMILIVHY BiICYTHI.

KapbamaseniH: hapMaKOKiHETUYHA B3aEMOIST a3UTPOMILIMHY He BUSIBJISE 3HAYHOT'O BIIJIUBY Ha
171a3MOBi piBHI Kapb6aMa3seniny abo Ha W0ro aKTUBHI MeTaboiTH.

IukaocnopuH: y hapMaKOKiHETUUHOMY [OCIiIKEHHI MiC/Ig IPUHOMY IPOTATOM 3 OHIB a3UTPOMILIUHY
y mo3i 500 Mr/go0y mepopasnbHo, a IOTiM MpUitoMy pa3oBoi fo3u 10 MI/KT IMUKIOCIOpUHY 0yI10
BUSIBJIEHO NOCTOBipHE MigBUIIeHHS 3HaueHb C,,, Ta AUC,; muknocnopuny. Tomy crnig 6yTu
00epexkHUM, PO3TIISAal0Yy OfHOYaCHe IPHU3HaYeHHS I[UX IIpenapariB. AKII0 Take OfHOYACHE
3aCTOCyBaHHS € HEOOXiIHUM, CIIifl TPOBOOUTH MOHITOPUHT PiBHIB IMKJIOCIIOPUHY i BifIIOBiIHO
KOperyBaTu H03Y.

KymapuHosi ahmukodaz2yasaHmu: IOBIAOMIISAIOCS IIPO MifBUILIIEHY TEHIEHIII0 N0 KPOBOTeY Y 3B'A3KY 3
OOHOYACHUM 3aCTOCYBaHHSM a3UTPOMIIMHY Ta BaphapuHy abo KyMapuHONOOIOHUX epOpPabHUX
aHTUKOArynsHTiB. HeoOXifHO NpUAiNsaTy yBary MOHITOPUHTY IPOTPOMOiIHOBOTO Yacy.

[u20KCUH: CyITyTHE 3aCTOCYBaHHS MaKPOIIIHUX aHTUOIOTHUKIB, BKITIOYAIOYM a3UTPOMILIUH 3
cyOcTpaTaMu P-rmikonpoTeiny, TaKUMU SIK IUTOKCHH, IiIBUIIYE PiBeHb CyOCTpaTy P-
TJIKOIPOTEIHY y cupoBaTili KpoBi. OTXKe, IPU CYyNyTHbOMY 3aCTOCYBaHHI a3UTPOMILIMHY Ta JUTOKCHUHY
HeoOXiTHO BpaxOByBaTH MOXKJIUBICTh MiBUIIEHHS KOHIIEHTpAllii AUTOKCHUHY B CUPOBATII KPOBI.

MemusanpeOHi3010H: a3UTPOMILIMH He BUSABJISAE 3HAYHOTO BIUIMBY Ha (papMaKOKiHETUKY
METHUJIIIPENHI30I0HY.

TepteHaOuH: He TTOBIOMIISIOCS PO B3a€EMOZI0 MiK a3UTPOMIIIMHOM i TeppeHaguHoM. AK iy
BUIIQMIKY 3 iHIIMMHU MaKPOJIIHUMM aHTUOI0OTUKaMU, a3UTPOMIIIMH He0OXiIHO 3 00epexkKHiCTIO
npu3HayvaTy y KoMbiHallil 3 TepheHagmHOM.

TeoiniH: a3UTPOMIIIMH He BIJINBA€ Ha (hapMaKOKiHETUKY Teo]iliHy IIPU 0OQHOYACHOMY IIpHoMi
asuTpoMinuHy i Teodininy. KombiHOBaHe 3acTOCYyBaHHS TEOPiNTiHY Ta iHIINX MaKpPOIiTHUX
aHTUOI0THUKIB iHOMI TPU3BOAUTH [0 MiABUILEHHS PiBHIB TeodiniHy B CMpOBATIIi KPOBi.

3udo8yOuH: ogHOYACHE 3aCTOCYBaHHS a3uTPOMiluHy (ogHOpPa30Bi 0o3u 1000 mMr Ta 6araTopa3oBsi
no3u 1200 mMr a6o 600 Mr) YyuHATH He3HAYHUY BIUIUB Ha IJIa3MOBY (papMaKOKiHETHKY Ta eKCKpeLilo 3
cedero 3UOBYIMHY YU MOTO TIIIOKYPOHimHOr0 MeTabosiTy. OgHaK 3aCTOCYBaHHS a3UTPOMILIUHY
CIpuurHSE 30inblIeHHST KOHIIEHTpalii pochopuaboBaHOTO 3UAOBYAUHY, KJTiIHIYHO aKTHBHOTO
MeTaboIiTy, y MOHOHYKJIeapaXx nepu@epruyHol KpoBi.

[lu0aHo3uH: Tpu OOHOYACHOMY 3acTOCyBaHHi 1060BuX 003 1200 MT a3UTPOMILIMHY 3 AUAaHO3UHOM He
BUSIBIISIETHCS BIIJIUB Ha (papMaKOKIHETUKY AUAAHO3UHY.

E¢asipeHy;: omHOYaCHe 3aCTOCYyBaHHS pa30Boi fo3u asdutpominuay 600 mr i 400 mr edasipeHITy
11071001 TPOTATOM 7 OHIB HE CIPUYMHSIE XKOMHOI KITiHIYHO 3HaUyI0i (hapMaKOKiHETUYHOI B3aEMOZII.



PugabymuH: omgHOYaCHe 3aCTOCYBaHHS a3UTPOMIIMHY i pudabyTUHY He BIIMBAE Ha MIa3MOBi
KOHIIEHTpallil UuxX mpenapaTiB. HelTponeHis cnocrepiranack y cy0’€KTiB, SKi mpuiiMany OGHOYACHO
asuTpoMiluH i pudabyTun. Xoya HelTponeHis Oyna moB’si3aHa i3 3aCTOCyBaHHSAM pudadyTuHY,
IPUYUHHUM 3B'SI30K 3 OTHOYACHUM IIPUHOMOM a3UTPOMILIMHY He OYB BCTaHOBIEHUH.

Ilemupu3uH: ofHOYACHE 3aCTOCYBaHHSA y D-OEHHOMY KypCi a3uTpoMinuny 3 20 MI HIeTUPU3UHY Y
PiBHOBaKHOMY CTaHi He IPU3BOAUTH [0 hapMaKOKiHETUYHOI B3aEMOZII Ta CyTTEBUX 3MiH iHTepBalIy

QT.

IToxiOHi pidcKie: 3 OTTIIAY Ha TEOPEeTUYHY MOXKJIMBICTh BAHUKHEHHSI €ProTU3MYy HE CIIif
OJHOYaCHO 3aCTOCOBYBATH a3UTPOMIIMH 3 MOXIAHUMHU PiXKKIB.

A3WTPOMILIMH HE Ma€ CYTTEBOI B3a€MOJIil 3 TeYiHKOBOIO CUCTEMOI0 uTOoXpoMy P450.
BBaxaroTh, 1110 IIpemnapaT He Ma€ papMaKOKiHEeTUYHOI B3aEMO/Iii 3 epUTPOMIIITMHOM Ta
IHIIUMY MaKpoJifaMu. ABUTPOMILIVH He CIIPUYUHSAE IHOYKIII0 YX iHAKTUBAI[II0 LUTOXPOMY
P450 yepe3 IUTOXPOM-MeTabO0 TiTHIUN KOMIIJIEKC.

AmopsacmamuH: ogHOYaCHe 3aCTOCyBaHHS aTopBacTaTUHY (10 Mr mono6u) i a3uTpOMIIHHY
(500 mr momo0u) He CIPUYUHSE 3MiHM KOHIIEHTPAllil aTOPBAaCTaTUHY Y IIa3Mi KPOBi (Ha OCHOBI
aHamnizy inriéyBanuss HMG CoA-penyKTasun).

ITumemuOuH: He BUSBIAIOTHCS 3MiHM Y (HaPMaKOKIHETHUIN a3UTPOMIIIMHY 3a YMOBU 3aCTOCYBAHHS
IIUMETUAVHY 3a 2 TOOUHU [0 IPUHOMY a3UTPOMILIUHY.

@ 1yKOHA301: OOHOYACHE 3aCTOCYBaHHS Pa30Boi f03u a3uTpoMinuHy 1200 Mr He 3MiHIO€E
dhapMmakokineTuKy pa3oBoi mo3u 800 Mr ¢hyKoHa30/y. 3araiabHa eKCII03UIIis i mepiof
HalliBBUBEJEHHS a3UTPOMINMHY He 3MIiHIOETHCS IIPU OOHOYACHOMY 3aCTOCYBaHHI (pIyKOHa305Ty, IPOTe
IIPY LIbOMY CIIOCTepiraeThcs 3HUXKeHHA C,,,, a3UTPOMIlIMHY (Ha 18 %), 110 He Ma€ KIIiHIYHOTO
3HAYeHHS.

IHOuHaeip: ogHOYacHe 3aCTOCYBaHHS pPa30Bol 103U a3uTpoMinuuy 1200 Mr He CIIpUYUHSIE
CTaATUCTUYHO IOCTOBIPHOTO BIJINBY Ha (papMaKOKiHETHKY iHOWHABIPY, IKWU 3aCTOCOBYIOTE o 800
MT TPH pPa3u Ha {00y MpOTSroM 5 mHiB.

Midasosam: ogHOoYacHe 3acTtocyBaHHsg 500 MT a3uTpoMilMHy Ha 700y IPOTATOM 3 OHIB HE CIIPUYUHSIE
KJTIHIYHO 3HAYUMUX 3MiH (papMaKOKiHEeTHKH i papMaKOAMHAMIKK Pa30Boi fo3u 15 Mr Migasonamy.

Tpuasosam: ogHOYACHE 3aCTOCYBaHHSA a3uTpoMinuuy 500 mr B 1-i1 meHb i 250 Mr B 2-1 geHb 3 0,125
MT TpHa30/IaMy He CIPUYMHSE CYTTEBOTO BIIJIMBY Ha (apMaKOKiHETUYHI MOKa3HUKHU TPUA30JIaMy.

HeagiHnasip: 3acTocyBaHHS HenbiHaBipy cupuunHse 30i1blIeHHS KOHIIEHTPalliil a3UTPOMILIUHY Y
CHpOBaTI]i KPOoBi. X04a KOPEeKLis 403U a3UTPOMIIMHY IIPU KOr0 OGHOYACHOMY 3aCTOCYBaHHI 3
Hes(diHaBipoM He PEKOMEHAYETHCS, € BUMTPABAAHUM PETEeIbHUN MOHITOPHUHT BifoOMMX IO0IiYHUX
e(eKTiB a3UTPOMILIUHY.

CusndeHagin: He Gy0 OTPUMAHO [I0Ka3iB BINIUBY a3uTpoMinuHy (500 Mr mono6u npotsroMm 3 OHIB) Ha
3nauenus AUC i C,,, cunpmeHadiny abo #0ro 0CHOBHOTO IIMPKYII0I0YOT0 META00IIiTy ¥ YOJIOBIKiB.

Tpumemonpum/cyabpamemoKcason: OfHOYACHE 3aCTOCYBaHHS TPUMETONPUMY/Cybdhame-
Tokca30my (160 mr/800 mr) npotsarom 7 gHiB 3 1200 Mr a3uTpOMILIMHY Ha CbOMUU IeHb He CIIPUYNHSE
CYTTEBOTO BIUIMBY Ha MaKCHMaJlbHi KOHIIEHTpAllil, 3arajbHy eKCII03HIlil0 abo eKCKpelliio 3 ceyelo
TpuMeTOonpuMy abo cynbdaMeToKCa3omy.



I[OKcopy6iLgUH: KJTiHiYHI JOCTi?KeHHs B3a€MOil MiK a3UTPOMILIMHOM i JOKCOPYOHUILIMHOM He
nposogunucsd. KitiHiyHa 3HA4yLIiCTh JOKJIIHIYHUX JOCIIiAXKEeHb HeBiToMa.

Oco06.1ueocmi 3acmocyeaHHs1.

AepeiuHi peakuyii. PiIKO mOBiZOMIISIIOCS, 110 a3UTPOMILIMH Ma€ CEP03Hi anepriuxi (pigko
JeTasbHi) peakilil, Taki SK aHTiIOHeBPOTUYHHUM HAOPsAK Ta aHadinakcig. [ledki 3 ux peakiii
BUKJIMKAJIM PO3BUTOK PEIMAUBHUX CUMIITOMIB i moTpeOyBasy OilbIll TPUBAJIOTO
CIIOCTEPEeKEeHHS 1 JIIKyBaHHS.

ITodosaceHa cepuesa penoasapusauiss ma inmepsan QT.

[MomoBkeHHS CepIieBoi pemnoispu3atii Ta inTepsany QT, sxi acouitoBanuch i3 pu3MKOM PO3BUTKY
ceplieBoi apuTMil Ta TapoOKCU3MalibHOI IIJTYHOYKOBOI TaxXikKappil TUIY «IIipyeT», CIIoCTepiraaucs npu
JiKyBaHHI iHIIMMY MaKpOJIifHUMU aHTUOI0TUKaMU.

3 00epexXHiCTIO CITifg MpHU3HavYaTHd a3UTPOMIIIMH TallieHTaM i3 migBUIIeHUM PU3UKOM ITOJ0BXKEHOI
CepIIEBOI PemosIpU3aliii:

3 BpOIKeHO10 abo 3apeecTpoBaHOI0 MposIoHTalielo inTepBany QT;

SKi IPOXOXSATH JIIKyBaHHS 13 3aCTOCYBaHHAM iHIINX aKTUBHUX PEUYOBHUH, SIKi IOOOBXKYIOThH
inTepBan QT, HanpukIag aHTHAPUTMIYHUX IpenapaTiB kinacy 1A i 111, nusanpuny i
TepheHaguHy;

3 TIOPYIIEHHSAM eJIeKTPOJIITHOr0 06MiHYy, 0COGJIMBO ¥ BUIIAAKY TimoKasieMil i rimomaruiemii;
3 KJIiHIYHO pefieBaHTHOIO OpaguKap/ielo, CEPILEBOI0 apUTMi€e0 abo TSIKKOI CEPIIEBOI0
He[oCTaTHICTIO.

Cmpenmokokosi ingekuyii. TIeHIITUIIH € TpenapaToM IIepuIoro BuOOPy y NiKyBaHHi
(bapHuHTITY/TOH3UIITY, COPUUYNHEHUX Streptococcus pyogenes, a TakKOXK y MPOQinakTHUIli
TOCTPOTO PEBMATUYHOTO MOTiapTPUTY. ASUTPOMIIINH 3aranoM e(peKTUBHUM Y JTiKyBaHHI
CTPENTOKOKY Y POTOTJIOTII, ajie HeMa€ XKOOHUX JaHUX, SKi JeMOHCTPYIOTh e(EeKTUBHICTh
a3UTPOMINMHY ¥ MPOQiNaKTHIli TOCTPOr0 PEBMATAYHOTO MOJTIaPTPHUTY.

CynepiHgexuii. Ik i y BunapKy 3 iHmuMu aHTuOaKTepiaJIbHUMU ITperapaTaMu, iCHYE MOXKJIUBICTh
BUHUKHEHHS CylepiH@eKIil (Hampukiang MiKo3iB).

OcCKibKM a3UTPOMILIMH eNTiIMiHY€EThCS IIepeBaxkHO Yepe3 NediHKy, Ipenapar He CJIif 3aCTOCOBYBaTH
MalliEeHTaM i3 TIXKKUMU 3aXBOPIOBAaHHSAMU IIEYiHKU.

ITopywenHs pyHkuii nevinku. [Tpy MOSBi 03HAK MOPYIIeHHS QYHKIII MEYiHKH, TaKUX K
acTeHid, 10 WIBUAKO PO3BUBAETLCS, Y IIOENHAHHI 3 XKOBTAHUILIEI0, IOTEMHIHHAM Ceui,
CXUJIbHICTIO 10 KPoBOTEY ab0 MeUiHKOBOIO eHIledasnonarieo HeoOXimHO TPOBECTH
IOCTigXKeHHS PYyHKIIiI meyinKu. Miacmenis epasic. [I0BifOMIISIIOCS IIPO BUIIQ[KU PO3BUTKY
MiaCTEeHIYHOTO CUHPOMY Ta IIPO 3arOCTPEHHS CUMIITOMIB MiaCTeHil rpaBic y MallieHTiB, SKi
OTPUMYIOTh a3UTPOMILIMH. Y MalieHTiB, SKi IPUUMAOTh IIOXiTHI PiKKiB, iHOM1 BUHUKAIIU
SIBUIIla eproTU3My YHACJIIIOK OOHOYACHOI'0 3aCTOCYBaHHA NeAKUX MaKPOJIiHUX
aHTubioTuKiB. [laHi Mpo NMiKapChKy B3a€MOMil0 MiXK pizKKaMHU Ta a3UTPOMIIIMHOM Bif[CyTHi,
IIPOTE Yepe3 TEOPEeTUUHY MOXKJIUBICTh BUHUKHEHHS eProTU3My a3UTPOMIIMH He CIIif
OHOYAaCHO IIpU3HAYaTH 13 MOXIGHUMU PiXKKIiB.



[Hiapes. [Tpu 3acTOCyBaHHI Maiixke BCiX aHTHOAKTepiarbHUX 3ac00iB, BKITIOYAI0YU
a3UTPOMIIINH, ITOBIAOMIISITIOCS IIPO BUIIA[KKU BUHUKHEHHS Oiapel, moB’si3aHoil 3 Clostridium
difficile, Bim cnaOkoi miapel Mo KOJTY 3 meTaabHUM HAcHigKoM. JIikyBaHHS
aHTuOaKTepiaTbHUMU 3aco0aMy 3MiHIOE HOPMaJbHY (JIOPY TOBCTOT'O KUIIEYHUKY, 110
IPU3BOAUTD J0 HagMipHOro pocty C.difficile.

MItamu C. difficile, mo npopyKy0Th TOKCUHY A i B, IifBUIIyIOTE piBeHb 3aXBOPIOBAHOCTI Ta
JIETANIbHOCTI, OCKiNbKY 11i iH(eKIii MOXKYTh 6yTU CTIHKUMU [0 aHTHOAKTepialbHOI Teparii i MOXyTh
CTaTy IPUYNHOK KOJIEKTOMIl.

MoxnuBicTh PO3BUTKY Hiapei, moB’sa3aHoi 3 Clostridium difficile, ciig 6paTu [0 yBaru B ycix
BUIIAJKaX Jiapei, 1110 BUHUKIIA MiCIg 3aCTOCYBaHHS aHTUOi0THKIB. HeoOXimHO yBaXKHO aHali3yBaTH
aHaMHe3 Talli€HTiB, OCKiIbKY MOBimOMIIsIOCs, 10 0B g3aHa 3 Clostridium difficile giapes Mmoxe
PO3BUTHUCS Yepe3 2 MicsIli Iicsa npuiioMy aHTUOaKTepialbHUX IIperaparis.

Y narienTiB i3 TAXKKO0I0 HUPKOBOIO HemocTaTHiCcTIO (IIIK® < 10 mn/xB) croctepiranu 33 % 30inbIeHHsS
CHCTEMHOI eKCIT03UIIii 3 a3UTPOMIIIHHOM.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

BpaxoByruu HeIOCTATHICTh aHUX 11100 Oe3MeKu 3aCTOCYBaHHS Mpemapary, He
PEKOMEHAYEThCS MpU3HaYaTH a3uTPOMIIIMH Yy Mepiof BariTHOCTI abo rofyBaHHs I'PyAAl0, 3a
BUHSATKOM BUIIA[KiB, KOJIM OYiKyBaHWU IMO3UTHUBHUN e(PEKT [JIs MaTepi IePeBUILyE
MOXKJTMBHUY PU3UK Bifl 3aCTOCYBaHHS IIpemaparty s mioga abo QUTUHH.

IlaHi mo10 IPOHUKHEHHS IIpenapary y I'pyagHe MOJIOKO BiiCyTHi. ASUTPOMILIMH MOXKHa 3aCTOCOBYBaTU
y nepion rogyBaHHS TPYAIIO JIHIIe Y pa3i KpaliHbol He0OXiMHOCTI, KOIM BifNOBiOHE albTepHATUBHE
JIIKyBaHHSA HEIOCTYIIHE.

30amHicmb enaueamu Ha weudKicmb peakuii npu KepysaHHi asmompaHcnopmom abo 3 iHwumu
MexdaHizmamu.

[Tpu KepyBaHHi aBTOTPAHCIIOPTOM a0 po6OoTi 3 iHIIMMK MeXaHi3MaMH CJTiJ] BpaxOBYBaTH MOKJIUBICTh
PO3BUTKY IOGIYHUX peakiliii 3 60Ky HEPBOBOI CUCTEMHU, TAKMUX SIK 3allaMOPOYEHHS, COHJIUBICTh,
CYLOOMHU.

Cnoci6b 3acmocyeaHHss ma do3u.

Tabmetku 500 MT cItig 3aCTOCOBYBATH Y BUTTISIAI OMHOPA30BOo1 1060BOI 7031 HE3aIeXKHO Bifl MpuitoMy
ixi. TabGmeTku KOBTATH HE PO3XKOBYIOYH. Y pasi mpomycky npuiiomy 1 mo3u mpenapary IpomyieHy
[03y HaJlIeKUTh IPUMHATU IKOMOTa paHillle, a HaCTYIIHI - 3 iHTepBajioM y 24 TOOUHH.

[Topocai ma dimu 3 Macow miaa =45 ke.

[Tpu ingekuisax JIOP-opaaHig, OuxaabHUX WAAXi8, WKIpU ma M’ AKUX MKAHUH (OKPiM XPOHIYHOI
MIrpy4oi epuTeMu) 3arajbHa fo3a a3uTpoMinuHy craHoBuTh 1500 mr (500 mr 1 pa3 Ha #o0y).



TpuBasnicTe JIiKyBaHHS CTQHOBUTH 3 [HI.

ITpu akHe 8ynveapic peKOMeH[0OBaHa 3arajbHa [03a a3UTPOMILMHY CTAHOBUTL 6 T, Ky CIIif
IpuKMaTH 3a Takoio cxeMmoio: 1 tabnetka mo 500 mr 1 pa3 Ha o0y npoTdaroM 3 AHiB, micis doro - 1
tabneTka 1o 500 Mr 1 pa3 Ha TUXKOEHb TPOTATOM 9 TUXKHIB. [l03y APYTrOT0 THUXKHS CIIif IPUAMaTH
yepes CiM [IHiB micis mepuoro npuiiomMy TabneTKy, a 8 HAaCTYIIHUX 03 CIIi[ MpUUMaTH 3 iHTepBalaMu
B 7 OHIB.

[Tpu mizpyrouiti epumemi 3aranbHa [03a a3UTPOMILIMHY CTAHOBUTE 3 T, IKY CJIif IPUKAMAaTH 3a TaKO0
cxemoto: 1 r (2 tabnetku mo 500 Mr) y nepinuii feHs, micis yoro - mo 500 mr 1 pa3 Ha go0y
IIPOTATOM 5 [HIB.

[Tpu iHdeKIigxX, 110 nepefalThCs CTATEBUM IJITXOM, peKOMEeHJ0BaHa q03a a3UTPOMILIMHY CTAaHOBUTH
1000 mr (2 Tabnetku mo 500 M OGHOPA30BO).

[TalieHTH JIITHLOIO BiKY.
Ins nmrofmed MTHROTO BiKy HeMae HeoOXigHiCTh 3MiHIOBATH NO3yBaHHS.

OCKinbKY NallieHTH JIITHBOTO BiKy MOXKYTh BXOOUTH [0 TPYIU PU3UKY IOPYIIEHD €JIEKTPUYHOL
IIPOBITHOCTI ceplis, pEKOMEeHI0BaHO JOTPUMYBATHUCS 00ePeKHOCTI IPU 3aCTOCYBaHHI a3UTPOMIIIUHY Y
3B’SI3KY 3 PU3WKOM PO3BUTKY CEPIIeBOI apuTMii Ta apuTMii torsade de pointes.

[larienTy 3 MOpyIIeHHIM QYHKIIIH HUPOK.

[71g nalienTiB 3 He3HAYHUMU MOPYIIeHHIMHU QYHKIIIY HUPOK (IIBUAKICTH KITyO0UKOBOI (inmbTpatii
10-80 m1/xB) MOXXKHa 3aCTOCOBYBaTHU Te XK CaMe J03yBaHHS, 110 ¥ AJId MalliEHTiB i3 HOpMalbHOIO
GbyHKIIi€0 HUPOK. A3BUTPOMILMH HeoOxigHO 3 00epekHICTI0 MPU3HAYATH MalliEHTaM 3 TSIXKKUM
opyIlIeHHSM GYHKII HUPOK (IIBUAKICTE KJTy604KoBOI dinbTpartii <10 Mi/xB).

[NamieHTH 3 HOPVIIEeHHAIM QVHKIINI ITeYiHKH.

OckinbKy a3uTPOMIIIMH MeTab0Ti3yeThCA y TIEYiHIl Ta BUBOOUTHCS 3 KOBYIO, ITperapaT He CITif
3aCTOCOBYBaTH IalliecHTaM 3 TSIKKUMHU NOPYIIEHHIMA (QYHKIIY NediHKu. [JoCIiXKeHb, T0B I3aHUX 3
JIIKyBaHHSIM TaKUX MaLl€HTIB a3UTPOMILIMHOM, HE IIPOBOAUIIOCS.

Himu.

TabmeTku 3ubakC PeKOMEHIYETHCS 3aCTOCOBYBATH [iTSM 3 MaCOIO Tifla moHap 45 Kr.

Ilepedo3yeanHsi.

Tunosi cumnmomu nepedo3yeaHHs: 000POTHe MOPYILIEHHS CIyXy, BUpaXkeHi HynoTa, OiJIb y JKUBOTI,
OtoBaHHS, fiapes, TOCUJIEHHS IIPOSIBIB iHINUX MOOIYHUX peaklii.

JIiKyBaHHA: y BUNIafKy epefo3yBaHHsA HeOOXigHO MIPUMHATY aKTUBOBAHE BYTIJIIS Ta IPOBOOUTHI
CHMIITOMaTHYHY Tepallilo, CIPIMOBaHy Ha MiATPUMaHHS XUTTEBUX (PYHKIIIM OpraHiaMy.



ITobiuni peakuii.

I'pynu 3a 4aCTOTO NPOSABIB BU3HAYAJIUCS 3a JOIOMOIOI0 IIKaIu: gyxe 4acTo (=1/10); gacto

(=1/100 mo 1/10); reuacto (=1/1000 go 1/100); pigxo (=1/10000 mo 1/1000), myxe pigko (<1/10000);

HeBimoMO (He MOXXHA BU3HAYUTHY 3 HAIBHUX MAHUX).

0 JeTaJbHOT0 HACTIiAKY), QyIbMiHAHTHUM TeIaTuT,

HeKPOTHT{HI/IfI remnaTtur

Knac cucrtemu oprasis HebaxkaHa peakiiist YacTtoTta
KaHmumos, opanbHUM KaHAUI03, MiXBoBi iHGeknii, [HeyacTo
[Hbeknil Ha iHBa3ii MTHEeBMOHIsI, rpuOKoBa iHdeKIris, 6akTepianbHa
iH(deKIisa, GapuHTiT, TaCTPOEHTEPUT, IOPYLIEHHS
(DYHKI[IN OUXaHHS, PUHIT
[TceBoMeMOPaHO3HUM KOJIIT HeBizoMo
3 60Ky CUCTEMU KPOBI i JleliKONIeHisq, HEUTPOIEHisI, €03MHOMITis Heuacto
niMGaTHYHOI CHCTEMHU TpOMOOIMTONEHIST, TEMOTITUYHA aHEMIs Hesigomo
AHTiOHeBPOTUYHMY HAOPSK, peakilis nmigsuienoi  [HewacTo
3 00Ky iMyHHOI CUCTEMHU YYTJIMBOCTI
AHadimakTHYHA peakilis HeBizoMmo
3 60Ky 00MiHYy PEYOBHH AHOpPEKCis HeuacTo
HepBo3HiCTh, 6€3COHHS Heuacto
3 00Ky ICHXiKH AXuTaIis Pimko
ArpecUBHICTb, HECIIOKIiH, meipili, raaonuHaIil HeBizoMmo
3 60Ky HEPBOBOI CHCTEMU ["omoBHUM OiNb Hacto
3armaMOpOYeHHS, COHJIUBICTD, TapecTesid, Heuacto
OuCreB3is
HenpuToMHICTE, CyfOMY, IICUXOMOTOPHA IifgBuIlieHalHeBigomo
AQKTUBHICTh, aHOCMisi, TapOCMis, areB3is, MiacTeHis
rpaBic, rinecresis
3 00Ky opraHiB 30py 30pOBi po3namu [HacTo
3 00Ky OpraHiB CITyXy [TopylieHHS CITyXy, BEPTUTO Heyacto
[loripimeHHs CIyXy, BKJII0Yal04y IJIyX0Ty Ta/abo Hesigomo
O3BiH y ByXax
3 00Ky cepiist [TanemoiTalis HeuyacTto
TpinoTiHHA-MepeXTiHHA NUTYHOUKIB (forsade de Hesigomo
pointes), apuTMisi, BKIIOUYAIOYU IITyHOYKOBI
Taxikappito, nogoxeHHs QT-iHTepBany Ha EKI
3 00Ky CyOuH [Ipunusu HeuacTo
ApTepiasibHa rinoTeH3isa Hesigomo
3 00Ky pecnipaTopHoi cucTeMy |[IumHOe, HOCOBA KPOBOTeYa HeuacTo
3 00Ky TPaBHOTO TPaKTY [iapes [lyxe
JacTo
brioBaHHS, 6inb y 2KUBOTI, HYAOTA dacTo
[acTpuT, 3am0p, METEOPU3M, JUCTeINCid, nucdarig, [Hedacto
CyXiCTb y POTi, BifprKKa, BUPa3K# y POTOBil
[MOPOXKHKHI, Tillepcekpelis CIuHU
[TaHKpeaTuT, 3MiHa KOJILOPY S3UKa Hegimomo
3 60Ky remartobinmiapHoi cuctemu |[TopylieHHs QYHKIIM IeYiHKH, X0NecTaTHYHa Pinko
PKOBTSTHUIIA
[TeuinKOBa HeOCTATHICTS (fKa 3pifgka mpu3sBoguiia [HeBimomo




3 00Ky LIKipu Ta MmiAImKipHOi BucumnaHHs, cBep0ikK, KPOIIUB'THKA, IEPMaTHUT, HeuacTto

KJTITKOBUHU CYXICTh IIKIpH, TiNeprigpos
DOTOUYTIUBICTH Pinko
Cunppom CriBeHca-[[:KOHCOHA, TOKCUYHUUI Hesigomo
elifepMaNbHUN HEKPOJIi3, mojiMopdHa epuTeMa
3 00Ky CKeJIeTHO-M S30B01 OcTteonopos, Mianbris, 6i1b y cnuHi, 6inb y mul HeuacTo
CUCTEMU ApTpanris Hegimomo
3 00Ky ceuoBHUiNbHOI cucteMu |[Iu3ypis, 6inb y HUPKax HedacTo
['ocTpa HUPKOBa HENOCTATHICTE, iHTepcTUllianbHull [HeBimomo
HeQpUT
3 00Ky penponoyKTHBHOI cucTeMu |MaTKOBa KPOBOTEeYa, TECTUKYJIIPHI IOPYIIeHHS HeuacTto
Ta MOJIOYHUX 3aJ103
3arasnbHi mopylieHHs Ta MiclieBi |Binb y rpynsx, HaOpsK, He3nyKaHHS, aCTeHis, HeyacTo
peaxiril BTOMa, HAaOpsK 00IuuYs, rineprepMis, 6inb,
mepudepuyHnil HabpsSIK
JTabopaTopHi MOKAa3HUKHU SHUXKeHa KiJIbKiCTb JIEMKOLUTIB, IigBUIeHa [acto

KiTTbKiCTh €03UHO(DIITIB, 3HNKEHUH PiBEHDb
GikapOOHATy KPOBI, MiBUIIIeHHS PiBHS 6a30(iis,
[MiIBUINEHHS PiBHS MOHOIIUTIB, MiABUINIEHHS PiBHS
HeUTpodiniB

[TigBuieHN} piBeHb acnapTaTaMiHoTpaHcdepasu, [HeBimomo
MigBUILEHUY PiBEeHb alaHiHaMiHOTpaHChepasH,
MigBUIIEHUY piBeHb GinipyOiHy B KPOBi, MigBUIIEHUH
PiBEHb CEYOBMHM B KPOBI, IiABUILIEHUY PiBEHb
KpeaTHHIHY B KPOBi, 3MiHU IIOKa3HUKIB KaJilo y
KDOBI, IiABUINIEHHS PiBHS JIy2KHO1 QocdaTasy,
MiABUILEHHS PiBHS XJIOPUAY, MiABUIIEHHS PiBHSI
TJTFOKO3H, TiIBUINEHHS PiBHS TPOMOOIIUTIB,
3HUXKEHHS PIBHA reMaTOKPUTY, IiABUIIEHHS PiBHSA
GikapOoHAaTYy, BiIXUIeHHs PiBHA HATPii0

YpakeHHS Ta OTPYEHHS YCKTagHEeHHS MiCIs MPoLenypu HeuacTto

Indopmariist mpo HeOaxkaHi peakiii, ki, MOXKJIMBO, ITOB’sI3aHi 3 TPO(DITAKTUKOIO Ta JIIKYBaHHSIM
Mycobacterium Avium Complex. 11i HebaxXaHi peakilil Bifpi3HAOTHCS 3a TUIIOM ab0 3a YacTOTOIO Bif
THUX, IPO SIKi MOBIAOMJISINIOCS IIPU 3aCTOCYBaHHI MIBUOKOMIIOUNX JTIKapPChKUX (OPM Ta JTiKapChKUX
¢dbopm TpuBasoi gii:

Knac cucremMu opraHiB HeOaxkaHa peakiris HacToTa
3 00Ky 00MiHYy pe40BUH AHOpEKCis YacTo
3 OOKY IICUXiKH 3armaMopoYeHHs, TONMOBHUM 0inb, TapecTesis, JacTto
mucreBsis
[inecTesis HeuacTo
3 60Ky OpraHiB 30py [ToripieHHs 30py acTo
3 00Ky OpraHiB CIyXy ['myxoTa YacTo
[ToripieHHs ClIyxXy, O3BiH y ByXax HeuacTo
3 00Ky cepiist [TansmoiTalis HeuacTo
3 60Ky TPaBHOTO KaHAIy [iapest, 6inb Y )KMBOTI, HyIOTa, METEOPU3M, [Tyxe
[IITYHKOBO-KUIITKOBUM IUCKOMGbOPT YacTo




3 00Ky remnarobiniapHoi [emaTuT Heuacto
CHCTEMU

3 00Ky LIKip# Ta MmifmKipHOi BucumaHHS, cBepOixK JacTto
KJTiITKOBMHU CunpapoM CriBeHca-][[2KOHCOHA, POTOUYTIUBICTH HeugacTto
3 00Ky CKeleTHO-M s130B01 ApTpanris JacTto
CHCTeMU

3arasnbHi nopyineHHs Ta Micuesi|lligBuilieHa BTOMJIIOBaHICTh JacTto
peaxiiil ACTeHist, He3[yKaHHS HewacTo

Tepmin npudamHocmi. 3 POKWU.

YMoBu 30epiranssi.

30epiraTu B OpUTiHaNbHIN yIIaKOBI pu TeMIepaTypi He Buille 25 °C. 36epiraTé y HELOCTYIIHOMY
IJIs OiTe# Micli.

YnakoBka. TabneTtku no 250 Mr: 1o 3 TabneTtku y 61ictepi, 1 6/icTep y KapTOHHIN yIIaKOBII;
110 6 TabeToK y 61mictepi, 1 6/icTep y KApTOHHIM yIIaKOBIIi.
Tabmetku o 500 mr: 1o 3 TabneTku y 61ictepi, 1 6micTep y KAPTOHHIM yIIaKOBIIi.

110 6 TabyeToK y 6imicTepi, 1 6/micTep y KAPTOHHIM yIIaKOBIIi.

Kareropis Bignmycky. 3a penentom.

Bupoonuk. badhua ®apmaceiotikaic JItn. / Bafna Pharmaceuticals Ltd.

Micne3naxonxkeHnHs. 147, Manrasapam Pep Xinc Poyn, I'pentmios, Binupx Bagakapal YenHal
Tamin Hapy IN 600052, [apist / 147, Madhavaram Red Hills Road Grantlyon Village Vadakarai
Chennai Tamil Nadu IN 600052, India.



