IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

3NBAKC

(ZIBAX)
Cknag:
Aitodi peyoBuHK: 1 TabneTka MICTUTL a3UTPOMILMHY AUTIAPATY eKBIBAIEHTHO asuTpomiunHy 250 mr a6o 500 mr;
AOMOMI>KHI PEYOBUHY: LIENH0N103a MIKPOKPUCTaTiYHa, KPOCMOBIAOH, eTUALEN0103a, CAMPT i30NPoNninoBuiA, ANXIOPMETaH, KPEMHIO AiOKCMA KONOTAHWIA 6e3BOAHWNA,
Ta/lbK, MarHito cteapar, npotektad HP-1 (rigpokcunponinmMeTuLentonosa, NPoniNeHrnikosnb, 0Nis pUUMHOBA, TanbK, TUTaHy aiokeug (E171)), 3aniza oKcup, XXOBTUIA
(E172).

JlikapcbKka hopma. Tabnetku, BKPUTI NTIBKOBOK 060/I0HKOHO.
OcCHOBHI (pi3MKO-XiMiYHi BNaCTUBOCTI: TabneTkn no 250 Mr — CBITN10-XKOBTI, KPYI /i, ABOOMYK/i, BKPUTI M1iBKOBOK 060/10HKOHO, rN1aKi 3 060X OOKIB;
TabneTky no 500 Mr — CBITNO-XOBTI, 4BOONYK/, y POPMi KanneT, BKpUTI NNIBKOBOK 060/10HKOHO, 3 PO3MOAI/TbYOH PUCKOHO 3 0HOr0 60Ky Ta rniafKi 3 iHLWOro 60Ky.

dapmakoTepaneBTUYHa rpyna. AHTMOaKTepiabHi 3aC06M 419 CUCTEMHOIO 3aCTOCyBaHHS. Makponigun, niHKo3aMign Ta CTpenTorpaMiHn. A3UTPOMILH.
Kog ATX JO1FA10.

dapMako/oriyHi BnacTmnBoCTI.

dapmakognHamika. A3MTPOMILUMH — MPeLCTaBHUK HOBOT MiArpyny MakponigHWX aHTMOIOTUKIB — asanifiB. 3B’A3yeTbcA 3 cyboamHuueto 50S pubocomn 70S
YyT/IMBMX MIKPOOPraHi3MiB, npurHivytoun PHK-3anexHuini cnHTe3 6ifnka, CMOBINbHIOE PICT i PO3MHOXEHHS GaKTepiil, NpM BUCOKMX KOHLEHTPaLisSX MOX/BWIA
6aKTepULUMAHNIA eqekT.

Mae LUIMPOKKMIA CrieKTp aHTUMIKPOOGHOT Aii. [lo npenapaTy Y4yT/MBI rpaMno3vTUBHI KOKM —Streptococcus pneumoniae, S.pyogenes, S.agalactiae, ctpenTokoku rpyn C,
F i G, S viridans, Saphylococcus aureus; rpamHeraTvBHi 6akTepii — Haemophilus influenzae, H. parainfluenzae, Moraxella catarrhalis, Bordatella pertussis, B.
parapertussis, Legionella pneumophila, H. ducrei, Campylobacter jejuni, Neisseria gonorrhoeae, Gardnerella vaginalis; aeski aHaepo6GHi MiKpoopraHiamm —
Bacteroides bivius, Clostridium perfringens, Peptostreptococcus species, a Takoxx Chlamydia trachomatis, Mycoplasma pneumoniae, Ureaplasma urealyticum,
Treponema pallidum, Borrelia burgdorferi. He BnnvBae Ha rpaMno3nTmBHI MiKPOOpraHiaMu, CTiliKi 40 epuTPOMILMHY.

dapmakokiHeTuKa. Micna NpuiioMy BHYTPILLIHBO a3UTPOMILMH LUBUAKO BCMOKTYETHCA 3 TPaBHOrO KaHany. BiofoCTynHiCTb CTaHOBUTL 61mM3bKo 37 % (edekT
«MepLUOro NPOXOMXKEHHs»). MaKcMMasibHa KOHLEHTpaLis y CMpOoBaTL,i KPoBi focAraeTbes Yepes 2,5-3 roguHun i ctaHoBUTs 0,4 Mr/n npu npuitomi BHYTPiLWHL0 500
MI npenapaty. A3UTPOMILUH f06pe NPOHWUKAE Y AUXa/bHI LUAAXW, OpraHn i TKAHWHW YPOreHiTa/lbHOro TPakTy, 30Kpema y nepeaMixypoBy 3a103y, Y LWKIpY i M’AKi
TKaHUHW. KOHLUeHTpauis npenapaty y TKaHnHaxX i kKniTuHax y 10-100 pasis BuLLla, HiX y cupoBaTLi KpoBi. CTabisibHUiA piBeHb Y Nia3mi JocAracTbCs Yepes 5-7 AHIB.
MpenapaT y BENMKIA KiNbKOCTI HaKONUUYeTbCA Y haroumTax, SKi TpaHCMOPTYHOTb WOro y micus iHeKuii i 3ananeHHs, Ae NoCTynoBO BUBINbHAKTL Y NpOLECI
(haroumTosy.

3 6iflKaMK 3B’A3yETLCS 06EPHEHO NPONOPLINHO A0 KOHUEHTpaLii B KpoBi (7-50 % npenapaty). bamnsbko 35 % MeTab0ni3yeTbes y NeYiHuUi LWASXOM AeMETU/THOBaHHS,
BTpayar0ym aKTUBHICTb.

BinbLie 50 % [031 BUBOAUTBLCA 3 XKOBYIO Y HE3MIHEHOMY BUMNAAI, NPpM6/In3HO 4,5 % — i3 ceyero NPOTAroM 72 roguH.

Mepiog HaniBBMBEAEHHS i3 NaasmMu cTaHoBUTL 14-20 roguH (B iHTepsani 8-24 rofuH nicns npuinomy npenaparty) i 41 roguny (B iHTepsani 24-72 roguH). Mpuiiom ki



3HAYHO 3MIHIOE (PAPMaAKOKIHETUKY .
3 BIKOM napamMeTpy (hapMakOKIHETUKM He 3MIHIOKOTLCA Y YONOBIKIB (65-85 POKiB), Y XIHOK 36iNbLUYETbCA MakCUMasibHa KOHUeHTpauif (Cpayx) Ha 30-50 %; y gitei y

BiLi 1-5 poKiB 3HMKYIOTLCA Crax » T1/2, NJI0LA M (hAPMaKOKIHETUYHOKO KPUBOIO.

KniHIYHI XapaKTepuUCcTUKMN.
Noka3aHHA.
IH(eKLiT, cCnpMYMHEHI MiKpoopraHisMamu, 4yTIMBUMI [0 a3UTPOMILUHY:

iH(beKuiT JIOP-opraHis (6akTepiasibHUIA PapUHTIT/TOH3UNIT, CUHYCUT, CEPeaHi OTUT);

IH(heKUiT anxanbHUX WnsxiB (6akTepianbHWn GPOHXIT, HErocnitTasbHa MHEBMOHISA);

IHGeKUiT LWKipK Ta M'AKMX TKaHUH: Mirpyroya eputema (noyaTkoBa CTafis XBopobm Jlaiiva), 6elunxa, iMneTnro, BTOPUHHI NiofepMaTosmn, akHe By brapic (Byrpu
3BMYaliHi) cepefiHbOro CTyneHs TAXXKKOCTI;
IH(heKLUIT, L0 nepeaatoTbCA CTaTEBMM LUAXOM: HEYCKNaAHEHI reHiTasnbHi iHgekuii, cnpnymHeHi Chlamydia trachomatis.

MpoTunokasaHHs.
MigBuLLEHA YYT/IMBICTL 40 a3UTPOMILUHY, epUTPOMILMHY abo A0 OyAb-AKUX THLWIMX MakposnigHUX abo KeTonigHMX aHTUOIOTUKIB Ta 4O AOMOMDKHUX PevyoBUH
npenapary. Yepes TeOpeTUUYHY MOX/IMBICTb eproTuaMy asuTPOMILMH He CAif npr3HayaTy O4HOYACHO 3 MOXIAHUMU PIXKIB.

B3aemogis 3 iHLWMMW NiKapcbKUMM 3ac06aMuy Ta iHLUI B3aEMO/Ii.

Cnig 06epexxHO NpusHavaT a3UTPOMILMH MaLieHTaM pasoMm 3 iHLMMM NiKaMu, SKi MOXYTb No40BXYBaTyW iHTepBan-QT.

AHTauman: npu of4HOYaCHOMY 3aCTOCYBaHHI aHTaUu/iB 3ara/loM He CroCTepiraloTbCs 3MiHW y 6i0L0CTYMNHOCTI, X04a Nia3MoBi NiKOBI KOHLEHTpaUiT a3uTPOMILMHY
3MeHLLYoTbeA Ha 30 %. A3UTPOMILMH HEO6XiAHO NpUAMaTV NPUHaNMHI 3a 1 roaMHy Ao abo yepe3 2 roAvHU Nicns Npuinomy aHTauuay. 3MiHU apMaKoKiHETUKM
a3MTPOMILMHY NPW 3aCTOCYBaHHI LUMETUAMHY 3a 2 FOAMHM [0 3aCTOCYBaHHSA a3UTPOMILVHY BiACYTHI.

Kap6amaseniH: hapMaKoKiHETMYHA B3aEMO/iS a3UTPOMILMHY He BUSB/ISIE 3HAYHOT O BN/IMBY Ha NNa3MOBI PiBHI kapbamaseniHy abo Ha oro akT1BHI MeTaboniTy.
LIMKnocnopuH: y hapMakoKiHETUYHOMY AOCNIAXKEHHI Nicns NpuiioMy NpoTArom 3 AHIB a3MTpoMmiumHy y ao3i 500 mr/goby nepopasbHo, a NOTiM NPUAoMYy pas3oBoi
£o3n 10 Mr/Kr UMKocrnopuHy 6yno BUABIEHO AOCTOBIPHE MifBULLEHHA 3HaYeHb Chay Ta AUC.5 LMKIOCNopuHy. Tomy chif 6yt 06epexxHuM, posrnsgaoumn

OAHOYacHe MpuU3HaYeHHA UUX npenaparis. AKWO Take OAHOYaCHe 3aCTOCYBaHHA € HeOoOXigHWM, CNif NPOBOAMTU MOHITOPUHT PIBHIB LMKIOCMNOPUHY i BigNOBIAHO
KoperyBsaTtu o3y.

KyMaprHOBI aHT1KoarynisHTu: NoBigoMIA10CA NPO NiABULLEHY TEHAEHLII0 0 KPOBOTEY Y 3B’A3KY 3 OAHOYACHMUM 3aCTOCYBaHHSAM a3UTPOMILMHY Ta BapgapuHy abo
KyMapUHOMNOAI6HMX NepopasibHUX aHTUKOoarynaHTiB. HeobxigHO NpuainsTy yBary MOHITOPUHIY MPOTPOMOGIHOBOTIO Yacy.

[MrOKCWH: CynyTHE 3aCTOCYBaHHSA MaKpO/iAHUX aHTUBIOTUKIB, BK/IKOYAKUM a3UTPOMILMH 3 cybcTpaTamy P-riKONpOoTEeiHY, TaKUMU K AUTOKCUH, MiABULLYE PiBEHb
cybeTpaty P-rnikonpoTeiny y cuposaTtLi KpoBi. OTXe, Npyu CynyTHbOMY 3aCTOCYBaHHI a3uTPOMILMHY Ta AUTOKCMHY HEOOXi[AHO BpaxoByBaTu
MOX/IMBICTb NiABULLEHHSA KOHLEHTPAL,IT JUrOKCUHY B CMPOBATLLi KPOBI.

MeTunnpeaHi3o/oH: asuTPOMILUH He BUSB/ISE 3HAYHOTO B/IMBY Ha (DapMaKOKIHETUKY METU/INPELHIZ0/0HY.

TepdheHaanH: He NOBIJOMSANOCA NPO B3aEMO/I0 MK a3UTPOMILMHOM i TepeHaanHOM. AK i y BUNaAKy 3 iHLWWMMW MakKponigHUMKN aHTMOIOTUKaMK, a3uTPOMILMH
HeoOXIiHO 3 06ePEeXHICTIO NPM3HaYaTn y KombiHauii 3 TepdeHaMHOM.

TeoqpiniH: a3UTPOMILMH He BMMBAE Ha (hapMaKOKIHETUKY TeotiniHy Npy 0f4HOYACHOMY MPUIAOMI a3UTPOMILMHY | TeodiniHy. KombiHOBaHe 3aCTOCYBaHHSA TeoiniHy
Ta IHWNX MaKponigHNX aHTUBIOTUKIB IHOAI NPU3BOAUTL 40 NiABULLEHHSA PIBHIB TEOMIiNiHY B CMpOBaTLi KPOBI.



31O0BYAMH: OAHOYACHE 3aCTOCYBaHHSA asUTPOMILUHY (ofHopa30Bi Ao3n 1000 Mr Ta 6aratopa3osi 4o3n 1200 Mr a6o 600 Mr) YAHSATbL HE3HAYHWIA BNIMB Ha NNa3MOBY
(hapMaKOKIHETUKY Ta €EKCKpeLito 3 Ceyetd 3MAOBYAMHY YW MOro rNHOKYPOHIAHOro MeTabonity. OAHak 3acTOCyBaHHSI a3UTPOMILMHY CMPUYMHAE 30iMbLLEHHS
KOHLeHTpaLii hocdoprnboBaHOro 3uA0BYANHY, KNiHIYHO aKTUBHOIO MeTaboniTy, y MOHOHYK/eapax nepugepuyHoT KpoBi.

[naaHo3MH: Npu 0gHOYaCHOMY 3aCTOCyBaHHI 4060BMX 03 1200 Mr a3uTPOMILMHY 3 AMAAHO3MHOM He BUSBAETLCS BMN/IMB Ha (DapMaKOKiHETUKY ANLAHO3UHY.
EdhaBipeHL: ogHO4YacHe 3aCTOCYBaHHS pa3oBoi A03u asuTpomiumHy 600 mr i 400 mr edhaBipeHLy WoA06M NPOTAroM 7 AHIB HE CMPUYMHSIE XKOAHOT KNiHIYHO 3HAYYLLLOT
(papMakOoKiHETUYHOI B3aEMOT.

PuchabyTuH: ofiHOYaCHe 3aCTOCYyBaHHS asUTPOMILMHY i pudabyTMHY He BNAMBAE Ha Ma3MOBI KOHLEHTpauii umx npenapaTis. HeliTponeHisa crnocTepiranach y
Cy6’eKTIB, AKI MpUiAMan OAHOYACHO asUTPOMILMH | pudabyTuH. Xoua HelTponeHia OGyna noe’sizaHa i3 3acTOCyBaHHAM puUgabyTuHy, NPUYMHHUIA 3B'A30K 3
OAHOYaCHMM NPUIOMOM a3UTPOMILMHY He 6YB BCTaHOB/IEHWIA.

LleTupu3snH: ogHovacHe 3aCTOCyBaHHA Y 5-AeHHOMY Kypci asuTpoMmiumHy 3 20 Mr LETUPU3MHY Y PIBHOBaXXHOMY CTaHi He Mpu3BOAUTb A0 (apMakKOKiHETUYHOT
B3aEMO/IT Ta CYyTTEBMX 3MiH iHTepBany QT.

MoxifHi Pi>KKIB: 3 OrNagy Ha TEOPETUYHY MOX/IUBICTb BUHUKHEHHS eproTU3My He Cif 04HOYaCHO 3aCTOCOBYBATH a3UTPOMILMH 3 MNOXIAHMMMN PIKKIB.

A3SNTPOMILUMH He Mae CyTTEBOI B3aEMOAIT 3 MEYiHKOBOK CUCTeMOK LuTOoxXpoMy P450. BBaxkaloTb, WO nNpenapar He Mae (papMakOKiHETUYHOI B3aeMOAIT 3
epPUTPOMILMHOM Ta IHLLIMMK Makponigamu. ASUTPOMILMH He CNPUYMHSE THAYKLIKO Y/ iHaKTMBaLit0 LToxXpomy P450 yepes LMTOXPOM-MeTaboNiTHWUIA KOMNJIEKC.
ATopBacTaTWH: OAHOYaCcHE 3aCTOCYBaHHA aTopeacTaTtuHy (10 Mr woao6m) i asutpomiumHy (500 Mr wogo6m) He CPUYMHSIE 3MiHN KOHLEHTPaLid aTopBacTaTUHY
y Nna3mi KpoBi (Ha OCHOBI aHani3y iHrioysaHH HMG CoA-pefyKTasn).

LuMeTuUAWH: He BUABNAKOTLCS 3MiHN Y (DapMaKOKIHETUL a3MTPOMILMHY 3a YMOBM 3aCTOCYBaHHS LUMETUAMHY 3a 2 FOAVHMN A0 NPUIAOMY a3UTPOMILMHY.

dnykoHa30/: 0iHOYaCHe 3aCTOCYBaHHS pa3oBol 403K a3uTPOMiLUUHY 1200 Mr He 3MiHIOE (hapMaKOKIHETUKY pa3oBoi Ao3n 800 Mr (yKoHas3oy. 3arasibHa eKcrosuis
I nepiof HaniBBMBELEHHS a3UTPOMILMHY He 3MIHIOETLCA MPWU OAHOYACHOMY 3aCTOCYBaHHI (plyKOHa30/y, MpoTe Mpu LbOMY CMOCTEPIraeThCs 3HMXEHHA Cinax
asnTpomiumHy (Ha 18 %), o He Ma€ KNiHIYHOTO 3HaYeHHS.

IHAMHABIP: OfHOYACHe 3aCTOCYBaHHSA pas3oBOl 403K asUTPOMIUMHY 1200 Mr He CMPUYMHSAE CTAaTUCTUYHO LOCTOBIPHOMO BMAMBY Ha (PapMaKOKIHETUKY IHAMHABIPY,
KW 3aCTOCOBYIOTL MO 800 Mr Tpu pasu Ha Jo6Yy NPoTAroM 5 AHiB.

Migasonam: ofHo4acHe 3acTocyBaHHA 500 Mr asUTPOMIUMHY Ha A06y npoTAroM 3 AHIB He CNPUYMHSE KNIHIYHO 3HAYMMUX 3MIH (DapMaKOKIHETUKN i
(hapmakouHamikum pa3oBoi 4o3u 15 Mr migasonamy.

Tpvazonam: ofHoYacHe 3acToCyBaHHA asuTpoMiunHy 500 mr B 1-i feHb | 250 mr B 2-it feHb 3 0,125 Mr Tpuasonamy He CMpPUYMHSE CYTTEBOrO BM/IMBY Ha
(papMakOKIHETUYHI NOKa3HWKM Tprasosnamy.

HendiHasip: 3acTocyBaHHs HeniHasipy CrpuUMHAE 30iNbLIEHHA KOHLEHTPALi a3uTPOMILMHY Y crpoBaTLi KpoBi. Xoya KOpeKLis 403K asuTPOMILMHY Npu Aoro
0[JHOYAaCHOMY 3aCTOCYBaHHI 3 He/(hiHaBIPOM He PEKOMEHAYETLCS, € BUNPaBAaHUM pPeTeNbHUIA MOHITOPUHT BiJOMUX MOBIYHNX ePEKTIB a3UTPOMILMHY.

CwngeHadin: He 6yno oTpMMaHo A0KasiB BNAMBY asuTpoMmiumHy (500 Mr wwogobu npotarom 3 AHiB) Ha 3HauyeHHsA AUC i Cp o CungeHadiny abo moro 0CHOBHOro
LIMPKY/HOKOUOro MeTaboniTy y Yo/MoBIKiB.

TpvumeTOnNpuM/cynbaMe TOKCa30/1: 04HOYACHE 3aCTOCYBaHHA TpumeTonpumy/cynbgame- Tokcazony (160 mr/800 mr) npoTtarom 7 gHie 3 1200 Mr a3uTpOMILUHY Ha
CbOMMWI [leHb He CMPUYMHSIE CYTTEBOrO BMMBY Ha MaKCUMaslbHi KOHLEHTpauii, 3arasibHy eKcno3uuito abo EeKCKpeLito 3 cedvyerd TpumeTonpumy abo
CynbameToKcasony.

JLOKCOPYOBIUMH: KNIHIYHI AOCNIMKEHHS B3aEMOAIT MDK a3MTPOMILMHOM | AOKCOPYOUUMHOM He nposoaunmcs. KniHidHa 3HauyLWwicTb AOKNIHIYHUX AOCNiIKEHb
HeBifoMa.

Oc06/1MBOCT i 3aCTOCYBaHHSI.
AnepriyHi peakuii. PiKo noBigomnsnocs, Wwo asMTpoMiLMH Mae Cepilo3Hi anepriyni (piako netasnbHi) peakuii, Taki K aHriOHEBPOTUYHMIA HAbPSIK Ta aHadinakcis.



[esKi 3 LMX peakLiil BUKIMKAIN PO3BUTOK PeLMAMBHUX CUMNTOMIB i NOTpebyBasn Gi/bLL TPUBAIOTO CMOCTEPEXEHHS | NIKYBaHHS.
MopoB>KeHa ceplieBa penonspusalia Ta iHTepsan QT.
[MofoBXeHHS cepLeBol penonapusayii Ta iHTepsany QT, AKi acouitOBa/IUCh i3 PU3NKOM PO3BUTKY CEPLIEBOI apuUTMIT Ta NapoKCU3MasIbHOT LLIMYHOYKOBOT Taxikapail
TUNY «MipyeT», CNOCTePiraiMca Npu MikyBaHHI IHLWMMW MakKposiAHMM aHTUOIOTUKaMN.
3 06epeXHICTIO /i NpU3HaYaTV a3MTPOMILMH NaLieHTaMm i3 NiABULLEHUM PU3MKOM MOLOBXEHOT CepLIEeBOI penonsapu3adlii:

* 3 BPOKEHO0 ab0o 3apeecTpoBaHO0 MPOooHravieto iHTepeany QT;

e AKi MPOX0AATb NiKYBaHHS i3 3aCTOCYBaHHAM IHLIMX aKTUBHUX PEYOBWH, AKi MOAOBXKYHOTL iHTepBan QT, Hanpuknag aHTMapuTMivyHKMX npenapartis knacy 1A i 111,

umsanpuay i TepdeHagmHy;

e 3 NOPYLUEHHAM €/IeKTPOITHOrO 06MiHY, 0CO6/IMBO Y BUNAAKY FiNOKaTiEMIT i FinoMarHiemir;

e 3 K/TIHIYHO pefieBaHTHOK BpafmKapieto, CepLeBO0 apuUTMIED abo TAXKKOK CEPLLEBOO HEOCTATHICTHO.
CTpenTOKOKOBI IH(eKUil. MeHiuMniH € npenapaTtom MepLioro BMOOPY Y NiKyBaHHI (DapUHIITY/TOH3WUNITY, CNIPUYMHEHNX Streptococcus pyogenes, a TakoX Y
NPOGiNAKTULL FOCTPOro PeBMaTUYHOrO NONIAPTPUTY. AUTPOMILMH 3aranoM eeKTUBHUIA Yy NiKyBaHHI CTPENTOKOKY Y POTOr/NOTLI, ane HEMaE XXOAHWX AaHUX, SKi
LEMOHCTPYIOTb eNEKTUBHICTb a3UTPOMILMHY Y NPOMINAKTMLI FOCTPOro peBMaTMUYHOro NofiapTpuTy.
CynepiHdoekuii. AK i y BUNagKy 3 IHWUMY aHTMOaKTepialbHUMKM npenapaTaMu, iCHYE MOXX/IMBICTb BUHUKHEHHS CynepiHMeKLii (Hanpukias mMikosis).
OCKIi/IbKM a3UTPOMILMH eNliMIHYETLCA NepeBaXKHO Yepes NeyiHKy, npenapart He CNif 3aCTOCOBYBATW NaLieHTaM i3 THXKKUMU 3aXBOPHOBAHHAMM MEYIHKMN.
MopyLleHHst OYHKLUIT neviHku. [pu nosBi 03HaK MOpYLUeHHA (YHKUIT NEeYiHKW, TakUX SK acTeHis, WO LWBWAKO PO3BMBAETLCH, Y MOEAHAHHI 3 XXOBTAHWULELD,
MOTEMHIHHAM Ceyi, CXW/IbHICTIO [0 KpOBOTeY abo MNeyiHKOBOK eHLedasonaTierd HeobXigHO MPOBECTW AOCMIMKEHHS (YHKUIT nediHkW. MiacTeHis rpasic.
MoBigoMNAN0CH NPO BUMAAKN PO3BUTKY MIaCTEHIYHOIO CMHAPOMY Ta MPO 3aroCTPeHHs CMMMTOMIB MiaCTeHil rpaBic y NauieHTIiB, AKi OTPUMYIOTb a3uTPOMIUMH. Y
nauieHTiB, AKi NpUAMatoTb NOXIi4HI PKKIB, IHOAI BUHUKAWN ABMLLA eProTU3MY YHACNiJ0K OfHOYACHOI0 3aCTOCYBaHHSA AeAKUX MakponigHUX aHT16IoTuKIB. JaHi npo
NiKapCbKy B3aEMOAI0 MK pDKKamy Ta a3uTpOMILMHOM BIACYTHI, NPOTE Yepe3 TeOPETUYHY MOX/IMBICTb BUHMKHEHHSA eproTu3My asuTpoOMILMH He Cnif O4HOYacHO
npu3HayvaTy i3 NOXIAHNMN PIXKKIB.
[iapes. Mpu 3acTocyBaHHI Maibxe BCiX aHTMOaKTepiabHWUX 3ac06iB, BKIHOYAOUM a3UTPOMILVH, MOBILOM/IANOCA NPO BUNALKN BUHWUKHEHHS fiapel, NOB’A3aHOI 3
Clostridium difficile, Big cnabkoi giapei A0 KOMITY 3 neTalbHUM HacnigkoM. JlikyBaHHS aHTU6aKTepia/lbHUMKU 3aco6ammn 3MIHKOE HOpPManbHY (10py TOBCTOrO
KMLLUEYHWKY, LLIO NpM13BOAMTL 40 HagMmipHoro pocty C.difficile.
Ltamn C. difficile, wo npoayKytoTb TOKCMHM A i B, NigBMLLytOTb piBeHb 3aXBOPHOBAHOCTI Ta NETafIbHOCTI, OCKINMbKX Wi TH(EKUii MOXyTb OyTW CTIKMMK [0
aHTMbaKTepiasbHOT Tepanii i MOXYTb CTaTV NPUYUHOK KONEKTOMIT.
MoxnuBicTb po3BUTKY Aiapei, nos’a3aHoi 3 Clostridium difficile, cnig 6patn fo yBary B yCiX BUMagkax fiapei, Lo BMHUKMA MICNSA 3aCTOCYBaHHA aHTUOIOTUKIB.
HeobxifHO yBaXXHO aHasi3yBaTV aHaMHe3 nauieHTiB, OCKi/fIbKM nosigomssanocs, wo nos’asaHa 3 Clostridium difficile giapes moxe po3BuTuca vepes 2 micaui nicns
npuiioMy aHTMbaKTepiasibHUX Npenaparis.
Y nauieHTiB i3 THKKOK HUPKOBOK HegocTaTHICcTO (LUK® < 10 mn/xB) cnocTepiranu 33 % 30i/bLLEHHA CUCTEMHOT €KCMO3ULLIT 3 a3UTPOMILVHOM.

3acTocyBaHHA y nepiof, BariTHOCTI abo rogysaHHs rpyaato.

BpaxoBytoum HeOCTaTHICTb AaHMX LWO040 Ge3rnekn 3acTOCYyBaHHA npenapaTy, He PEKOMEHAYETbCA MPU3HavaTh asuTPOMILMH Y nepiof BariTHOCTI abo rogyBaHHS
rpyAAto, 3a BUHATKOM BMNAAKIB, KOMM OYiKyBaHMI NO3UTUBHUIA ePEKT ANA MaTepi MEPEBULLYE MOX/IMBUIA PU3UK Bif, 3aCTOCYBaHHA npenapaty Anas nnoga abo
AUTUHN.

[aHi Woa0 NPOHMKHEHHS npenapaTy Y rpyAHe MOMOKO BIACYTHI. A3UTPOMILMH MOXXHa 3aCTOCOBYBAaTW Y Mepiof rofgyBaHHS Fpyadr nuvwe y pasi KpariHboi
HeoOXiAHOCTI, KONW BiANOBIAHE albTepHATUBHE NiKYBaHHSA HEAOCTYIHE.



30aTHICTb BNMBATU Ha LWBMAKICTb pPeakui’ npy KepyBaHHi aBTOTPAHCNOPTOM a60 3 IHLIMMK MexaHi3mamu.
Mpn KepyBaHHI aBTOTPAHCMNOPTOM ab0 Po6OTI 3 IHLWIMMU MeXaHi3Mamu CNif BPaxoByBaTU MOX/IUBICTb PO3BUTKY MOGIYHMX peakLiil 3 60Ky HEpBOBOI CUCTEMU, TaKUX
K 3aMamMOPOY€EHHS, COH/IMBICTb, CYOMMU.

Cnoci6 3acTocyBaHHs Ta [03W.

Tabnetkn 500 mr cnif 3acTocoByBaTW y BUINALI OAHOPa30BOT J060BOT O3M He3aNeXHO Bif Mpuitomy DKi. TabneTkM KOBTaT He PO3XKOBYHOUM. Y pasi Mponycky
npuitomy 1 fo3un npenapaTy NPonyLeHy 403y HANEXWUTb NPUAHATY AKOMOra paHiLle, a HaCTYMHI — 3 iHTepBaioM Y 24 rofuHW.

Jopocni Ta AiTu 3 Macoro Tina =45 Kr.

Mpw iHekuisax JIOP-opraHis, AMXanbHUX LLNAXIB, LWKIPW Ta M AKUX TKaHUH (OKPIM XPOHIYHOT MIrpyrOU0i epuTeMm) 3arajibHa [03a asuTpoMiumHy ctaHoBuTb 1500
mr (500 mr 1 pa3 Ha fo6y). TpuBanicTb NiKyBaHHS CTAHOBUTb 3 AHI.

Mpun akHe Bynbrapic pekoMeHoBaHa 3arajibHa [03a a3uTPOMILMHY CTaHOBWUTL 6 I, AKY CNif NpMiMaTy 3a Takor cxemoto: 1 Tabnetka no 500 mr 1 pa3 Ha foby
npoTarom 3 f4His, nicna yoro — 1 Tabnetka no 500 mMr 1 pa3 Ha TMXKAEHb NPOTAroM 9 TUXKHIB. 103y APYroro TWXKHSA CNif npuiimaTi Yepes Cim AHIB Micns nepworo
npuiiomy TabneTku, a 8 HaCTyMNHWUX A03 CNif NPUAMAaTK 3 iHTepBasiaMn B 7 [HIB.

Mpwn Mirpytouviii epuTemi 3aranbHa 03a a3UTPOMILMHY CTaHOBUTbL 3 T, AKY CNijJ NPUiAMaTK 3a Takoko cxeMoto: 1 1 (2 TabneTky no 500 Mr) y nepLumnin AeHb, Nicas 4oro
—no 500 mr 1 pa3 Ha o6y npoTaroMm 5 gHis.

Mpu iHDEKUISAX, WO NepeaakoTbCsl CTaTEBUM LLISAXOM, PEKOMEHA0BaHa [103a a3uTPOMILUHY cTaHoBUTL 1000 Mr (2 TabneTku no 500 Mr 04HOPa30Bo).

MawieHTV NiTHLOrO BIKY.

[ns nofein NiTHLOro Biky HeMae HeO6XiAHICTb 3MIHIOBATY [J03YBaHHS.

OCKIifIbKM MaLieHTn NiTHLOrO BIKY MOXYTb BXOAUTW L0 TPYNW PU3UKY NOPYLUEHb eNeKTPUYHOI NPOBIAHOCTI Cepus, PeKOMeHA0BaHO AOTPUMYBATUCA 06epPeXHOCTI
MPW 3aCTOCYBaHHI a3UTPOMILMHY Y 3B’S3KY 3 PU3MKOM PO3BUTKY CepLeBOi apuTMIT Ta apuTMiT torsade de pointes.

MauieHTV 3 NOPYLLUEHHSAM (DYHKLIA HUPOK.

[na nauieHTiB 3 HE3HAYHUMM NOPYLLUEHHAMM (DYHKLiA HUPOK (LWBMAKICTL KNYy60UKOBOT (ibTpayii 10-80 M/I/XB) MOXHa 3aCTOCOBYBATU Te X came [J03yBaHHS, Lo i
ANA NaUieHTIB i3 HOPMaNnbHOK (OYHKUIED HUPOK. A3MTPOMIUMH HeOoOXiAHO 3 006epeXHICTI0 Npu3HayaTy nauieHTam 3 TSHKKMM MOPYLUEHHAM (YHKLUIT HMPOK
(wBKMAKICTb KNy604KOBOT inbTpalii <10 Mn/xB).

MawieHTN 3 NOPYLLUEHHAM (DYHKLLIT MEYiHKN.

OCKIi/IbK/ a3uTPOMILMH MeTabonNi3yeTbCa Y MediHyi Ta BUBOAMTLCA 3 XKOBYIO, NMpenapar He C/if 3acTOCOBYBaTM NalieHTam 3 TEHXKUMWU NOPYLUEHHAMU (PYHKLINA
neviHKKW. [locnigpKeHb, NOB’A3aHNX 3 /IKYBAHHAM TakuX NauieHTIB a3UTPOMILMHOM, HE NPOBOAN/IOCS.

aiTn.
Tabnetky 3nbakc peKOMeHLYETHCA 3aCTOCOBYBATU AiTAM 3 Macoo Tifla noHag 45 Kr.

Nepeno3yBaHHSA.

TUNOBI CUMNTOMW MEPefo3yBaHHA: 0O0POTHE MOPYLUEHHS CMyXYy, BUPaXeHi Hy[oTa, Oifib y >XMBOTI, O1t0BaHHSA, Aiapes, NOCUIEHHSA MPOSABIB HLWWX MOGIYHUX
peaku,ii.

NikyBaHHA: y BUNAAKY nepefo3yBaHHA HEOOXiAHO NPUINHATY aKTUBOBaHe BYTi/NA Ta MPOBOAWUTY CUMNTOMATMUYHY Tepanito, CPAMOBaHY Ha NiATPUMAHHS XUTTEBUX
(DYHKLi opraHismy.

Mo6iuHI peakuii.



"pynu 3a 4acTOTOK NPOSABIB BM3HAYA/INCA 32 AONOMOIOH0 LLKaNn: Ay>e Yacto (=1/10); yacTo (=1/100 go 1/10); HeuwacTo (=1/1000 go 1/100); pigko (=1/10000 go 1
/1000), ayxe pigko (<1/10000); HeBiAOMO (He MOXHa BU3HAYMUTI 3 HAsIBHUX [aHUX).

Knac cuctemu opraHis HebaxkaHa peakLis YacToTa

KaHanaos, opanbHWA KaHAMA03, MNiXBOBI iHMeKLUIl, | HeyacTo
IHeKLiT Ha iHBa3IT MHEBMOHIS,  rpubkoBa  iH(ekuisa,  6akTepiasibHa
iH(DeKUid, (hapuHriT, racTPOEHTEPUT, MNOPYLUEHHS
(DYHKLIA gnXaHHS, pUHIT

MceBAOMEMOPAHO3HMWIA KONIT Hesigomo
3 6oKy cuctemm  KpoBi i | JleiKoneHis, HEMTPONEHis, eo3nHOINis HeuvacTo
nimgaTtuyHoT cucTemmu TpombouMTOmNEHIs, reMONITUYHA aHeMis HeBigomo

AHrIOHEBPOTUYHMIA  HabpsK, peakuisd nigsuweHol | Heyacto
3 60Ky IMyHHOT cucTeMu YyT/INBOCTI

AHainakTnyHa peakLiis Hesigomo
3 60Ky 06MiHY peyoBUH AHopeKcis HeyvacTo

HepBo3HiCTb, 6e3COHHSA HeuvacTo
3 60Ky MCuXikn AxnTauis Pigko

ArpecuBHICTb, HECNOKIN, AeNipi, rantouuHauii HeBsigomo
3 60Ky HepBOBOI CUCTEMU "0n0BHWI 6iNlb Yacto

3anamopoyeHHs, COHNMBICTb, MapecTesis, ANCressis HeuacTto
HenpuTomHICTb, CyZoMM, NMCMXOMOTOPHA MigsuuieHa | Hesigomo
aKTUBHICTb, aHOCMifl, NapocMis, ares3isi, MiacTeHis
rpasic, rinecresis

3 60Ky opraHis 30py 3oposi po3nagn YacTo

3 60Ky OpraHiB cnyxy [MopyLUeHHs Cnyxy, BEpTUIO HeuacTto
oripLweHHs cnyxy, BKIKOYarouu rnyxoTy 1a/abo a3siH | HeBigomo
y ByXax

3 60Ky cepus ManbniTayis HeuvacTo

TpIinoTiHHA-MepPexXTiHHA  WNYyHOUKIB  (torsade de | Hesigomo
pointes),  apuTmis, BK/IIOYAKOUN  LLTYHOUKOBI
TaxikapAito, nofoBxeHHA QT-iHTepBany Ha EKI

3 60Ky cyauH Mpunuen HeuvacTo
ApTepiasibHa rinoTeHsis Hesigomo
3 6OKy pecnipaTopHOi CUCTEMM [nnHoe, HocoBa KpoBoTEYa HeuvacTo




3 60Ky TpaBHOr0 TpakTy [Liapes Ly>xe yacTo
BntoBaHHS, 6ifb Y XXMBOTI, Hy0Ta Yacto
[acTpuT, 3anop, MeTeopusm, aucnencisd, gucdgaris, | Heyacto
CyXiCTb 'y poOTi, BIAPWMXKa, BUPa3KM Yy POTOBINA
MOPOXXHWHI, FinepceKpeLisi CIMHN
MaHKpeaTnT, 3MiHa KONbOPY A3MKa HeBigomo
3 60Ky renatobiniapHoi cuctemn | MopyweHHs  (YHKUIA  neyiHKW,  XonectatuyHa | Pigko
YXOBTAHULSA
MeyiHKOBa HefloCTaTHICTb (sIKa 3piaKa npussoauna ao | Hesigomo
NeTasibHOro  Hacnigky), ¢ynbMiHAHTHWA renatuT,
HEKPOTUYHWIA renaTuT
3 OOKy LWKipn Ta MigWwKipHoi | BucunaHHa, cBepbiX, KpPOMUB'AHKA,  AepmartuT, | HeyacTto
KNiTKOBUHW CyXIiCTb LUKipK, rineprigpos
dOTOUYT/IMBICTb Pigko
CnHgpom CriBeHCca—/[>XOHCOHa, TOKCMYHMIA | HeBigomo
enifepManibHUIA HEKPONi3, nofiMopgHa epuTema
3 60Ky CKeNeTHO-M’A30B01 | OcTeonopos, Mianbris, 6ifb Y CNKHI, 6inb y Wi HeuacTo
cucTtemu ApTpanris HeBsigomo
3 60Ky CeyoBUAINBLHOT CUCTEMU [Ansypis, 6ib y HApKax HeyacTo
locTpa HWMpKOBa HEAOCTATHICTb, IHTEpPCTULiaIbHMIA | HeBigomMo
HepuT
3 60Ky penpojyKTUBHOI cucTeMun | MaTKoBa KpOBOTEYa, TECTUKYAPHI NOPYLLEHHS HeuacTo
Ta MOJIOYHMX 3a/103
3arasibHi MOpYyLUEHHA Ta MicueBi | binb y rpyasx, Habpsk, He3dyXXaHHs, acTeHisi, BTOMa, | HevacTo
peakuiii Habpak o6naunyus, rineptepmis, 6inb, NepuepuyHU
Habpsk
JTabopaTopHi MOKa3HMKM 3HMKeHa KinbKiCTb NeMKOUUTIB, MiABULLEHA KiNbKICTb | YacTo
€03NHO(INIB, 3HMKEHWNIA piBeHb OGiKapboHaTy KPOBI,
NigBULLEHHS piBHA 6a3oqinis, NiABULLEHHA PiBHSA
MOHOUWTIB, MiABULLEHHS PiBHA HEATPOQINiB
MigBuWweHnin  piBeHb  acnapTaTamiHOTpaHcthepasu, | Hesigomo

NiBULLEHNI piBeHb  anaHiHamiHOTpaHc(epasu,
NigBULLEHNI piBeHb 6iNnipy6iHy B KPOBI, MiABULLEHNI
piBEHb CEYOBMHM B KpOBi, MNiABULIEHNA piBEHb
KpeaTWHIHY B KPOBI, 3MiHM NMOKa3HWKIB Kanito y KPOBi,
MigBULLEHHS PIBHA NYXXHOI pocarasn, MigBULLEHHS
PiBHA  Xnopuay, NiABWLLEHHS  PIBHA  [/IHOKO3M,




NiABWLLEHHS PIBHA TPOMOOUMTIB, 3HUXKEHHS PiBHSA
reMaTokputy, MiABULLEHHA  piBHA  GikapboHarty,
BIAXW/IEHHA PIBHS HATPItO

YpaXkeHHs Ta OTPYEHHS

YCcKnagHeHHs nicns npoueaypu

HeuacTo

IHopmaLis Npo HebaxkaHi peakLii, ki, MOX/IMBO, NOB’A3aHi 3 NPOMINaKTUKO Ta NikyBaHHAM Mycobacterium Avium Complex. Lli HebaxkaHi peakuil Bigpi3HAOTLCS
3a TMNOM abo 3a YacTOTOHO Bif TUX, NPO AKi NOBIAOM/IANOCH NMPW 3aCTOCYBaHHI LUBUAKOAIFOUMX NTIKAPCLKUX POPM Ta MiKapCbKMX (hopM TpUBaOi Aii:

Knac cuctemu opraHis HebaxaHa peakLiis YacToTa

3 60Ky 06MiHY pevoBUH AHopekcis Yacto

3 60Ky MCuXiKn 3anamopoyeHHs, FoN0BHUI 6inb, MapecTesid, ancressis | Yacto
Finecresis HeuacTto

3 60Ky opraHis 30py MoripLueHHs 3opy Yacto

3 60Ky opraHis cnyxy ['nyxoTa YacTto
MoripweHHs cnyxy, A3BiH Y Byxax HeuacTto

3 60Ky cepus ManbniTayis Heuvacto

3 60Ky TpaBHOr0 KaHasny Liapes, 6inb Yy >XMBOTI, HygoTa, MeTeopusMm, | [yxe yacTto
LLISTYHKOBO-KMLLIKOBUIA AMCKOMGOPT

3 6oky renarobiniapHoi cuctemun | Menatut HeyacTo

3 60Ky LwWKipn Ta nigwkipHoT | BucunaHHs, cBepbix Yacto

KMITKOBVHU Cungpom CTiBeHca—)KOHCOHa, (hOTOYYTAMUBICTb Heuvacto

3 60Ky CKeNeTHO-M’430B01 | ApTpanris YacTo

cuctemu

3arasibHi nopyLleHHa Ta Micuesi | MNigsyLeHa BTOMIOBAHICTb Yacto

peakuii ACTeHif, He3y>KaHHA HeuacTto

TepMiH NpUAATHOCTI. 3 POKMK.

YM0BM 36epiraHHs.

36epiratv B opuriHanbHiin ynakosLi Npn TemnepaTypi He BuLle 25 °C. 36epiratv y HeoCTYMHOMY AN AiTel MicLi.

YnakoBkKa. TabneTtku no 250 Mr: no 3 TabneTkn y 6nictepi, 1 6aicTep y KapTOHHIA YNaKoBLi;




no 6 Tabnetok y 6nictepi, 1 61icTep y KapTOHHIN yNakoBLi.

Tabnetkn no 500 mr: no 3 TabneTkn y 6icTepi, 1 6icTep y KAPTOHHI yNnaKoBLi.
no 6 Tabnetok y 6nictepi, 1 61icTep y KaPTOHHI yNakoBLi.

KaTeropis Bignycky. 3a peLenTom.

BupobHuK. baHa PapmackroTikanc JIta. / Bafha Pharmaceuticals Ltd.

MicuesHaxomkeHHs. 147, Magrasapam Peg Xinc Poya, peHTnioH, Binnmpk Bagakapai YeHHai Tamin Hagy IN 600052, IHgis / 147, Madhavaram Red Hills Road
Grantlyon Village Vadakarai Chennai Tamil Nadu IN 600052, India.



