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IHCTPYKUIA
AN191 MeANYHOr0 3aCTOCYBaHHSA JTiIKapCbKOro 3acoby

A3VBIOT®
(AZIBIOT®)

Cknag:

Ait0Ya peyoBmHa: asuTPOMILVH;

1 Tabnetka MiCTUTb asuTpomiumHy 500 Mr y BUrNIS4I a3UTPOMILUHY aurigpary;

[ONOMI>KHI PEYOBMHW: KPOXMasib MpeXxenaTUHI30BaHUI, KPOCMOBIAOH, KanbUito rigpodocgar 6e3B04HUNA,
HaTpito naypuncynbar, MarHito creapaT, rinpomenosa, tutaHy pgiokensg (E 171), nakto3n MoHorigpar,
TpUaLeTUH.

Nikapcbka hopma. Tabnetku, BKPUTI M1iIBKOBOH 060/I0HKOH.
OCHOBHI (pi3nMKO-XiMiYHi BNaCTMBOCTI: OBasibHI 6ini TabNeTKN, BKPUTI MNIBKOBOK 060/10HKOH0, 3 PUCKOIO.

dapmaKkoTepaneBTUYHa rpyna.
AHTUGaKTepianbHi 3aco6u AN CUCTEMHOrO 3acToCyBaHHSl. Makponigu, niHKo3amign Ta CTpenTorpamiHu.
AsntpomiynH. Kog ATX JO1F A10.

dapmakosoriyHi B1acTmBOCTI.

dapmakogyHamika.

A3UTPOMIUMH € NPeACTaBHUKOM rpyny MakponifHMX aHTMOIOTUKIB — asanifis, WO MatoTb LUMPOKWUIA CNEKTP
aHTUMIKPOOHOT AiT. MexaHi3m Al a3uTpoMmiuMHy nonsrae B iHribyBaHHI CUHTe3y GakTepiasibHOro 6inka 3a
paxyHOK 3B’A3yBaHHA 3 50 S-cyboauHMLE0 prbocoM i 3anobiraHHA TpaHC/oKalii NenTUais nNpu BiACYTHOCTI
BM/IMBY Ha CUHTE3 NONIHYK/IE0TULIB.

MexaHi3M pe3NCTEHTHOCTI

Pe3nCTEHTHICTb [0 a3sUTPOMILMHY MOXe OYyTW BPOMKEHOK abo HabyTow. ICHYHOTb TPU OCHOBHI MeXaHi3Mu
ornopy 6aKTepili: 3miHa LiNbOBOT MiLLEHI, 3MiHa TPAHCNOPTYBaHHA aHTMOIOTUKIB Ta MoAMGiKaLis aHTUOIOTUKa.
[MoBHa MepexpecHa Pe3nCTEHTHICTb iCHYe Yy Sreptococcus pneumoniae, 6eTa-reMoliTU4HOro0 CTPEenTOKOKa
rpynun A, Enterococcus faecalis Ta Saphylococcus aureus, BKH4aoun MeTULUITHPE3UCTEHTHUIA 30/10TUCTUIA
ctainokok (MRSA), [0 epUTPOMILMHY, a3UTPOMILMHY, IHLLIMX MaKpONiAiB I NiHKO3aMifiB.

A3NTPOMILUMH AEMOHCTPYE MEPEXPECHY PE3UCTEHTHICTb A0 CTIMKMX [0 epUTPOMILMHY TFpamno3UTUBHUX
i30N19TiB. 3HMXXEHHS CNPUAHATANMBOCTI MaKponiAiB 3 NAMHOM Yacy Bif3Hayanocs, 30Kpema, y Streptococcus
pneumoniae Ta Staphylococcus aureus. AHaIOTiYHUM YMHOM CMOCTEPIraeTbCA 3HUXKEHHS CMPUAHATIMBOCTI
cepes Streptococcus viridans Ta Sreptococcus agalactiae (rpynv B) cTpenToKOKiB MPOTU iHWNX Makponigis 1a
NiHKO3aMigiB.

[ paHUYHi 3HaYeHHS

TOUKM MPOMIXKHOT CIPUAHATAMBOCTI a3UTPOMIUMHY ANd TUNOBMX GakTepiasibHUX NaToreHis, orny61iKoBaHMX
EUCAST:

OpraHi3vu KOHTpO/bHI 3HayYeHHs (Mr/n)

Yy Tnuneuii CTiliknii
Saphylococcus spp. <1 > 2
Sreptococcus spp. (Mpyna A, B, C, G) <0,25 >0,5
Sreptococcus pneumoniae <0,25 >0,5
Haemophilus influenzae <0,12 >4
Moraxella catarrhalis <0,25 >0,5



mailto:

| Neisseria gonorrhoeae | <025 | >05 |
CNPUNHATANBICTb

MMoLwmMpeHICTb HabyTOT PE3UCTEHTHOCTI MOXEe OYTW PI3HOK 3a/IeXXHO Bif MICLEBOCTI i yacy, TOMYy MicLesa
iHhopMmaLisi NPO Pe3NCTEHTHICTb HeOOXiAHa, 0C06MBO NPU NiKyBaHHI TXKKMX iHGEKLiA. Y pa3i HeobXigHOCTI
MOXXHa 3BEPHYTUCSA 3a KBanihikoBaHOK Mopagoro, AKLIO MiCLeBa MOLMPEHICTb PEe3NCTEHTHOCTI € Takoto, Lo
eeKTUBHICTb Npenaparty npwv likyBaHHI NPUHaMHI LeSKUX TUMIB iH(EKLi € CyMHIBHOIO.
CnekTp aHTUMIKPOOHOT AiT a3 TPOMILMHY

UyTusi

Aepo6Hi rpamnosnTuBHI 6akTepii

Staphylococcus aureus

MeTUUMAIHYYTIMBUIA

Sreptococcus pneumoniae

MMeHIUUAIHYYTIMBUIA

Sreptococcus pyogenes (Mpyna A)

Aepo6Hi rpamHeraTuBHi 6akTepii

Haemophilus influenzae

Haemophilus par ainfluenzae

Legionella pneumophila

Moraxella catarrhalis

Pasteurella multocida

AHaepobHi 6akTtepil

Clostridium perfringens

Fusobacterium spp. (Bnaun)

Prevotella spp.

Porphyromonas spp.

IHWI 6akTepil

Chlamydia trachomatis

Bugn, aKi HabyBatOTb Pe3NCTEHTHOCTI Y MOOAVHOKMX BUMaAKax

Aepo6Hi rpamnosnTuBHI bakTepii

Sreptococcus pneumoniae

3 MPOMI>KHOI YYT/MBICTIO A0 NEHILUUNIHY

MeHiuMNiIHPE3NCTEHTHWIA

BpoaykeHOpe3nCTeHTHI OpraHismu

Aepo6Hi rpamnosnTuBHI bakTepii

Enterococcusfaecalis

Cradhinokokn MRSA, MRSE*

AHaepo6Hi 6akTepii

I"pyna 6akTepoigiB Bacteroidesfragilis

*MeTUUMNIHPE3UCTEHTHUIA 30N10TUCTUIA CTadiNOKOK Mae [Ay>Ke BUCOKY MOLIMPEHICTb HabyTol CTilkocTi Ao
MaKponifie i 3a3Ha4YeHW TYT Yepes PigKiCHY Yy TAMBICTb 0 a3 TPOMILMHY.

PapmakokKiHeTuKa.

BiogocTynHICTb Micns nepopasibHOro NPUnomMy CTaHoBUTb NPubnU3HO 37 %. MakcMMasibHa KOHUEHTpauis y
CMPOBATLL KPOBI JOCAraeThCs Yepes 2—3 roAuHM nicns npuinomy npenapary.

Mpn BHYTPILLUHEOMY MPUAOMI a3UTPOMILMH PO3MOAINSAETLCA NO BCbOMY OpraHiamy. Y gapMakoKiHETUYHUX
focnifkeHHAX 6yNno NokasaHo, L0 KOHLUeHTpaLil asuTpoMiLMHY Y TKaHMHAaX 3Ha4yHO BULLi (B 50 pasiB), HIX Y
nnasmi, Wo CBIAYMTb MPO CUbHE 3B’A3yBaHHA npenapary 3 TKaHUHaMMU.

3B’A3yBaHHA 3 BiNIKamy CUPOBaTKM KPOBI 3MIHKOETLCA 3a/1€XKHO Bifl N1a3MOBUX KOHLIEHTpaLil | CTaHOBUTL Bifl
12 % npu 0,5 Mkr/mMn go 52 % npw 0,05 MKr/mMn 'y cMpoBaTLi KPOBi. YIBHWIA 06’ €M pO3MoLiny Y piBHOBaXKHOMY
ctaHi (VVg) ctaHoBuB 31,1 n/Kr.

KiHueBuiA nepiog N1asMoBOro HaniBBUBEAEHHS 3 TKAHWH Bif0YyBaeTbCA NPOTArom 2—4 AHIB.

MpnbnnsHo 12 % BHYTPILUHLOBEHHOT 03N a3UTPOMILMHY BUAINAETLCA Y HE3MIHEHOMY BUINA4i i3 Ceyero
YNPOAOBX HAcTynHUX 3 fAHiB. OCO6AMBO BMCOKI KOHLEHTpaLil He3MIHHOrO asuTpoMiLuHy 6y BUSBEHI B
XKOBYI NOAMHN. TakoX Yy oBui 6ynn BuseneHi 10 meTaboniTiB, AKi yTBOpHOBa/IUCA 3a fJornomoroto N-Ta
O-[eMeTUNOBaHHSA, TIAPOKCUNIOBAHHA Kifelb Ae303aMiHy Ta arflikoHy i PO3LLUEenIeHHA KnagiHo3M KOH’torary.




MMopiBHAHHA pe3y/bTaTiB PiANHHOI Xpomartorpadii Ta MiKpo6ionoriyHMx aHanisie nokasano, Wo metabonitv
asUTPOMILMHY He € MIKPO6ioNOriYHO aKTUBHUMN.

Y Tectax Ha TBapuHax y (paroumtax BMSABMIEHO BUCOKI KOHLEHTpauii asuTpomiuynHy. BCTaHOBMEHO, WO npu
aKTMBHOMY (haroumTo3i BUAINAKTLCA OiNbLL BUCOKI KOHLEHTPaLiT a3uTPOMILMHY 3 HEaKTUBHUX (aroumTis, Le
NPU3BOAUTL 40 BUCOKOT KOHLEHTpALIT a3UTPOMILUHY Y MicLi iIHIKYBaHHS.

KniHiYHI XapaKTepuUcTnKM.

Noka3aHHA.

NikyBaHHA TaknX iH(EeKLiA, CNPUYNHEHNX OAHWUM ab0 KiflbkoMa Yy TIMBUMW MIKpOOpraHiaMamu:

- OpOHXIT;

- HerocniTasibHa MHEBMOHIS;

- CUHYyCUT;

- (apUHrIT/TOH3MNIT (AMB. po3ain «OCco6/IMBOCTI 3aCTOCYBaHHS» LLIOAO CTPENTOKOKOBUX IH(EKLLi);
- CepefHii oTwuT;

- IHOeKUiT WKipy Ta M SKUX TKaHWH;

- HeycKnagHeHi reHitasbHi iH(eKUiT, cnpnumHeHi Chlamydia trachomatis Ta Neisseria gonorrhoeae.
Cnipg, po3rnagatv TakoX OgiLiiHi BUMOIM LLOLO HANEXHOr0 3acTOCYBaHHS aHTMGaKTepiaibHUX NiKapCbKNX
3aco0biB.

MpoTnnNoKasaHHA.
MigBuLLeHa YYTAMBICTb A0 a3UTPOMILMHY, epUTPOMILMHY, A0 OYAb-SIKOro MakponigHoro abo KeTosnigHOro
aHTNBIOTMKA, & TaKOX [0 OY/b-AKNX IHLLIMX KOMMOHEHTIB npenapary.

B3aemogis 3 iHLUMMM NiKapcbKMMK 3aco6amMm Ta iHLWi BUAM B3aEMOLIN.

AHTaunau. Mpy BUBYEHHI BNNBY OAHOYACHOIO 3aCTOCYBaHHA aHTaUMAIB Ha (PapMaKOKIHETUKY a3UTPOMILUHY
3ara/ioM He crioctepirasiocs 3miH y 6i040CTYMHOCTI, X04a NiasmMoBi MIKOBI KOHLUEHTpaLil a3uTpoMiLUHY
3MEeHLINANCA NPUOBAN3HO Ha 24 %. AUTPOMILWH HEOOXiAHO NpUAMAaTV NPUHaNMHI 3a 1 roanHy 4o abo Yepes 2
FOAVHMW NicNs NPUIOMY aHTauuay.

LleTvpunsnH. Tpn OAHOYACHOMY 3aCTOCYBaHHI a3UTPOMILMHY YNpPOAoBX 5 fi6 i3 uetupusnmHom 20 mr y
PIBHOB&XXHOMY CTaHi He CrocTepiraiuch ABMLLA (hapMaKOKIHETUYHOT B3aEMOLIT abo CYTTEBI 3MIHW IHTepBasy
QT.

AnaaHosuH (AuaeokcnosuH). Mpu ogHOYaCHOMY 3aCTOCYBaHHI 4060BMX A03 Yy 1200 Mr a3uTpomiumHy Ta 400 mr
ANLAHO3UHY He BYN0 BUABIEHO BMN/IMBY Ha (DapMaKOKIHETUKY AVWAAHO3MHY NOPIBHAHO 3 nsaue6o.

[MrokcmH Ta KonxiumH. OfiHoYacHe 3aCTOCYBaHHS MaKpONifAHMX aHTUOIOTUKIB, BK/IKOYAKUM a3UTPOMILMH, 3
cybcTpataMn P-rnikonpoTeiHiB, TaKMMKU K AWFOKCUH Ta KONXIUWH, NPU3BOAMTb A0 MiABULLEHHS PIiBHA
P-rnikonpoTeiHy B cupoBaTui KpoBi. TOMY SKLIO a3UTPOMIUMH Ta P-rnikonpoTeiHoBi cy6cTpaTu, Taki fK
AMTOKCUH, NPU3HaYatoTb 0JHOYACHO, CMij BPaxoBYBaTW MOX/IMBICTb MiABWLLEHOT KOHLUEHTpauil AUroKCUHY B
cupoBartLi KpoBi. HeobXigHWA KNiHIYHUIA MOHITOPUHI Ta, MOX/IMBO, PiBEHb PIBHSA LUIOKCUHY B CUpOBATLi
KpOBI Mif Yac NiKyBaHHS a3UTPOMILMHOM Ta Nics A0ro NPUNMHEHHS.

3nposyanH. OaHopasosi Ao3n 1000 mr Ta 6aratopasosi 1200 mr abo fo3m 600 Mr a3uTPOMILUHY HE BMANBaIN
Ha NnasmMoBy PapMakoKiHETUKY ab0 BUAINEHHS i3 ceyeto 3UA0BYANHY abo Oro rntoKypoHigHNX MeTaboniTiB.
OfHaK npuinoM asUTPOMIUMHY NiABULLYBaB KOHLEHTPaLito (hocthopuibOBaHOrO 3UAOBYAUHY, KNIHIYHO
aKTMBHOIo MeTabosiTy, B MOHOHYK/Ieapax Yy nepugepuyHoMy KpoBooobiry. KniHiuHa 3HauyLicTb UMX faHWUX He
3’ACOBaHa, aie Le MoXe 6yTN KOPUCHUM A5 NaLieHTIB.

A3SNTPOMILUMH He Mae CYTTEBOI B3aEMOAIT 3 MEYIHKOBOK CUCTEMOKD uuTOXpomy P450. BBaxaetbcs, LLO
a3UTPOMILMH He Mae (PapMakOKIHETUYHOI NIKAPCbKOI B3aEMOAIT, iIKa CMNOCTePIraeTbCsa 3 epuTPOMILUHOM Ta
IHWMK Makponigamun. AUTPOMILMH He CIPUYMHSAE IHAYKLIKO abo iHAKTMBALLit0 MeYiHKOBOro uMToxpomy P450
yepes LUTOXPOM-MeTaboiTHUIN KOMMNJIEKC.

MoxigHi pi>KKiB. Y nmauieHTiB, AKi NpUiiMaroTb NOXiAHI PiXKKIB, 0A4HOYACHE 3aCTOCYBaHHS AeSKUX MaKponigHUX
aHTMOIOTKKIB CNpUse LUBMAKOMY PO3BUTKY eprotMsMy. Yepes TeOpeTUYHY MOX/IUBICTb eproTusmy
a3UTPOMIUMH He Cfif OAHOYaCHO 3acTOCOBYBATW 3 MNOXIAHMMUW pixXKiB (AvB. po3gin  «OcobnmeocCTi
3aCTOCYBaHHSA»).

Bynun npoBefeHi hapmMakOKIHETUYHI AOCNIKEHHS 3aCTOCYBaHHSA a3MTPOMILMHY i HUXYeHaBeaeHUX 3acobiB,
MeTab01i3M AKMX 3HA4YHOK MIPOIO BifOYBaETHCA 3 yHacTHo LuToxpomy P450.

ATopBacTaTuH. OfHOYacHe 3acTocyBaHHsi atopBacTaTvHy (10 mMr Ha fo6y) Ta asutpomiumHy (500 mr Ha



[06Yy) He CMpUYMHANO 3MIHW KOHLEHTpaLii aTopBacTaTuUHy Yy nia3mi KpoBi (Ha OCHOBI aHani3y iHribyBaHHA
HMG CoA-peayKTasm).

Kap6amaseniH. Y [ocnigpkeHHi (apmMakoKiHETUYHOI B3aEMOZIT Y 340POBMX A06POBO/LLIB a3UTPOMILMH He
MPOSIBMB 3HAYHOT O BM/IMBY Ha NNa3MoBi PiBHI Kapb6amaseniHy abo Ha i0ro akTMBHI MeTaboniTu.

LiumeTnanH. Y dapmakoKiHETUYHOMY AOCNIIKEHHI BMMBY OAHOPA30BOI 403V UUMETUANHY, NPUAHATOI 3a 2
FOAVHW 40 NPUAOMY a3UTPOMILMHY, Ha (hapMaKOKIHETUKY a3UTPOMILMHY — XOLHUX 3MiH Y (hapMakOoKiHeTuL
asUTPOMILMHY He CrocTepiranocs.

MepopanbHi aHTUKOAryNaHTY TUNY KyMapuHy. Y O0oCNifAKeHHI (hapMakoKiHeTUYHOT B3aEMOZIT a3UTPOMILMH He
3MIHIOBaB aHTUKOArynsAHTHWUI eeKT 0f4HOpa3oBOi fo3n 15 Mr BapdapvHy Yy 340pOBUX [O6POBOMbLIB. Y
NMOCTMapKeTUHIOBUIA Nepiof 6y oTpMMaHi NoBiJOM/IEHHS MPO MOTEHLiOBaHHS aHTUKOArynsHTHOro eqiekTy
Micng OfHOYACHOr0O 3aCTOCYBaHHA asUTPOMILMHY Ta MepopasibHNUX aHTUKOArynsHTIB TUNY KymapuHy. Xouva
NPUYUHHNIA 3B’A30K BCTaHOBMEHWI He OyB, CAif MPOBOAUTM MOHITOPUHI MPOTPOMGIHOBOrO 4acy y pasi
MPU3HAYEHHSA a3UTPOMILMHY MaLieHTaM, AKi OTPMMYKOTb NepopasibHi aHTUKOAryNAHTU TUNY KyMapuHy.
LinknocnopuH. 3a pesynbtaTtaMu  JOCNIKEHHA  (PapMaKOKIHETUKW, NPWU OAHOYACHOMY MepopasibHoOMY
3aCTOCyBaHHI asnTpPoOMiuMHy y go3i 500 mr npotarom 3 fi6 3 HACTYMHUM MNPUIAOMOM 0AHOPAa30BOI A03M
umknocnopmHy 10 MI/Kr BHYTPIWHLO OyNno BMABMEHO 3Hauylle 36iNblieHHA 3HavyeHb Cpax | AUCq s

umknocnopuHy (Ha 24 % i 21 % BignosigHo), npote 3HayveHHa AUC., 3Hadylle He 3MiHWnocs. AKLWo

OfHOYaCHe 3aCTOCYBaHHS BBaXAETbCA BUMNpaBLaHWM, CNif NPOBOAUTU pPeTeflbHUA  MOHITOPUHI  PIBHIB
LUMKNOCMNOPWHY | BiZANOBIAHO peryntoBaty L03yBaHHS.

EdasipeHu. OgHo4vacHe 3aCTOCyBaHHA 04HOPA30BOT 403K asuTpoMiyuHy 600 mr i 400 Mr epaBipeHLy LLIOAEHHO
NPOTAroM 7 Ai6 He CpUUYNHANO 6y Ab-AKOT K/TIHIYHO CYTTEBOT (DapMaKOKIHETUYHOT B3aEMOT.

dnykoHason. OgHoYacHe 3aCTOCYBaHHSI OAHOPA30BOi 403K asuTpomiuuHy 1200 Mr He nNpu3BOAMTL A0 3MIHU
(hapMakoKiHETUKN OA4HOPa30BoT A03u (hykoHasony 800 mr. 3arasibHa ekcnoswuis i nepiog HaniBBMBEAEHHS
a3UTPOMILMHY He 3MIHIOBA/IMCA MNPU OLHOYACHOMY 3aCTOCyBaHHi (hyKOHa30/y, NpoTe cnocTepiranocs
KMIHIYHO He3HauHe 3HWXeHHSA Cpay (18 %) asuTpomiLmHy.

IHgMHaBip. OgHOYacHe 3aCTOCYBaHHA O4HOPA30BOI A03M asuTpoMiunHy 1200 Mr He CMPUYUHAE CTaTUCTUYHO
[OCTOBIPHOrO BMMBY Ha (hapMakOKIHETWKY iHAMHAaBIPY, AKUA npuiimatoTb Yy Ao3i 800 mr 3 pasu Ha [oby
npotsarom 5 pi6.

MeTuANpeaHi30NoH. Y A0CNiMKeHHI (hapMaKOKIHETUUYHOT B3aEMOAIT Y 340pOBUX A0OPOBO/bLIB a3UTPOMILH
CYTTEBO He BMN/MBaB Ha (PapMaKOKIHETUKY METUINPEAHI30/0HY.

Migaszonam. OfHouacHe 3aCTOoCyBaHHSA asuTpomiumHy 500 Mr Ha 406y NpoTArom 3 f4ib He CIPUYMHANO KNIHIYHO
3HAYYLWMX 3MIH (PaPMaKOKIHETUKM I (hapMaKoAMHaMIKu Migazonamy y fo3i 15 mr.

HendpiHasip. OfHoYacHe 3acTocyBaHHA a3uTpomiuuHy (1200 mr) i HengiHaBipy Y PiIBHOBaXXHMX KOHLIEHTpaLisfX
(750 mr 3 pasu Ha goby) CpUUYUHAE MiABULLIEHHS KOHLEHTPpaUIT a3uTpoMiLMHy. KNiHIYHO 3HauyLwmnX nobivyHmX
FIBMLL, He CMoCTepiranocs, TOMy HemMae NnoTpedu y KOpeKL,ii 403yBaHHS.

PuchabyTuH. OfHOYaCHe 3aCTOCYBaHHA asUTPOMILMHY i puabyTUHY He BMNIMBA/IO HA KOHLIEHTpaLilo LuX
3aco06iB y nnasmi KpoBi. HeliTponeHis crnoctepiranack y cy6’ekTiB, AKi NpuinMan 0gHOYaCHO a3UTPOMILMH i
puabyTuH. Xoya HelTponeHis 6yna MnoB’s3aHa i3 3aCTOCYBaHHAM puU(abyTUHY, MPUUYMHHWIA 3B’A30K 3
0[JHOYAaCHMM NPUIOMOM a3UTPOMILMHY He ByB BCTAHOBNEHUI (AUB. po3ain «I106iYHI peakuii»).

CungeHadin. He 6yno oTpumaHo fokasis Bnaney asutpomiyuHy (500 mr Ha fo6y npoTarom 3 Aib) Ha 3HaYeHHS
AUC i Cpx CwngeHadiny abo MOro OCHOBHOMO LMPKY/MOKYOro MetaboniTy y 340poBMX [OOPOBOSbLIB

40/10BIYOT CTaTi.

TepdheHaanH. Y (hapMakOKIHETUYHUX LOCNIIKEHHAX He MOBILOM/SNN MPO B3aEMOZI0 MK a3UTPOMILMHOM i
TepdeHagMHOM. He MOXKHa BUK/IHOUUTU MOXK/IMBICTb TakKOi B3aEMOZIT MOBHICTIO, OAHAK AaHUX NP0 HasiBHICTb
TaKol B3aEMOAIT HEMaE.

TeogpiniH. BifgcyTHI faHi WOAO0 KNiHIYHO CYTTEBOI (hapMakOKiHETUYHOI B3aeMOAii MpU  OAHOYACHOMY
3aCTOCYBaHHI a3UTPOMILMHY | TeogiNiHy Yy 340p0BMX AOOPOBO/IBLLIB.

Tpiasonam. OgHouYacHe 3acToCyBaHHS asMTpoMiumHy 500 Mry nepLunii geHb i 250 mr gpyroro gHs 3 0,125 mr
TpiazofaMmy CYTTEBO He BMAMB/IO Ha BCI (papMakKOKIHETUYHI MOKAa3HMKWM Tpiasonamy MOPIBHAHO 3
3aCcToCyBaHHAM Tpuasonamy i nnaue6o.

TpumeTonpum/cynbameToKcason.OgHoYacHe 3acTOCyBaHHA TpUMeTOnpuMy/cynbhameToKcasony noagiiHol
KOHLeHTPaLii(160 mr/800 Mr) ynpoaoBX7 fi6 3 a3utpomMiymHoM 1200 Mr Ha 7-My A06Yy CyTTEBO He BMNBAIO Ha
Crax» 3aranibHy ekcnosuuito abo eKCKpeLito i3 ceyerd TPUMETOMPUMY abo Cy/b(amMeToKcas3osy. 3Ha4eHHs

KOHLeHTpaLii a3uTpoMiLMHY Yy Nna3mi KPoBi BiANOBIJAIN TaKUM, SKi COCTEPIranNCS B IHLLWX LOCNI[KEHHAX.



Oc06/1MBOCT i 3aCTOCYBaHHSI.

Peakuii rinepyyTnmsocTi

AK iy BMNagKy 3 epuUTPOMILUMHOM Ta iHWMMK MaKpONigHUMW aHTUOIOTMKaMK, MOBIAOMAANN MPO PiAKICHI
Cepio3Hi aneprivyHi peakuii, BK/IKOYaOUM aHrNiOHEBPOTMYHMIA HABPSK Ta aHadinakcito (y NnooAMHOKUX BUNagKax
- 3 NIeTaJlbHUM HACMiAKOM), TOCTPUIA y3aralbHEHUA eK3aHTemMaTo3Huii nycTyno3 (AGEP) Ta peakuis Ha
MeANKaMeHTO3HY e031HOINI0 Ta CUCTEMHI cuMmnToMK (cuHApoM DRESS). [esiki 3 unx peakLii, BUKIMKaHUX
a3UTPOMILMHOM, NPUBOSUAN [0 PEUUAMBHUX CUMMTOMIB | MOTPebyBa/iM TPUBAILLIOTO CMOCTEPEXEHHS |
NiKyBaHHS.

MopyLleHHs QYHKLIT NeYiHKK

OCKIiNbKW MeYyiHKa € OCHOBHWM LUIAXOM BMBEAEHHS a3UTPOMILMHY, CNif 06epeXkHO npusHayaTy asnTpoMilumH
nauieHTam i3 Cepo3HUMM 3aXBOPIOBAHHAMM MeYiHKK. MoBIAOMASAN NPO BUNaAKM (PY/NIbMIHAHTHOrO renaTuty,
L0 CNPUYMHSAE Hebe3neyHe AN XUTTA NOPYLUEHHA (DYHKLINA NeYiHKK Npy NPUMOMi a3UTPOMILMHY (4MB. po34in
«[Mo6iYHI peakuii»). MoXnnBo, fesKi NauieHTV B aHaMHe3i Mal 3aXBOPHOBaHHA MeYviHKyM abo 3acTOCOBYBa/N
iHLWWI renaToTOKCUYHI NiKapcbKi 3aco6u.

HeobxigHO npoBoAMTY aHani3n/npobu GyHKLIT NeYiHKX y BUNaLKY PO3BUTKY O3HAK i CUMMTOMIB AUCHYHKLIT
MeYiHKW, Hanpuknag acTeHil, WO LBUAKO PO3BMBAETLCA | CYMPOBOLKYETLCA XKOBTAHWLEKO, TEMHOIO CeYelo,
CXMBHICTHO 10 KPOBOTEY ab0 NEeYviHKOBO eHLedanonaTieto.

Y pasi BUSABIEHHSA NOPYLLEHHSA PYHKLIT NeYiHKN 3aCTOCYBaHHA a3UTPOMILMHY CNif MPUMUHATK.
Pi>Kku
Y nauieHTiB, AKi NpuiiMatoTb NOXiAHI PiXKKIiB, 0fHOYaCHe 3aCTOCYBaHHSA AeAKUX MakponigHUX aHTMOIOTKKIB
CMpusE LWIBMAKOMY PO3BMTKY eprotmsmMy. BifCyTHI AaHi LWOLO MOXIMBOCTI B3aEMOAII MK piXKamu Ta
asuTpoMiumHoM. [poTe 4Yepe3 TEOPETUUHY MOX/IMBICTb €proTMaMy asuTpPOMIUMH He Chif npusHavaTut
OAHOYACHO 3 MOXIAHMMU PIXKKIB.
MonoB>KeHHs iHTepBany QT
MoaoBXeHHS cepLeBoi penonspusauii Ta iHTepsany QT, AKke NiABULLYE PU3MK PO3BMTKY CepLEeBOT apuTMIT Ta
Taxikapfii wnyHoukiB (torsade de pointes), cnocTtepirasocs MNpu JiKyBaHHI IHWWMKW  MakKponigHUMM
aHTn6ioTMKamMK. MofibHNIA etheKT asUTPOMILMHY He MOXKHA MOBHICTIO BUK/IOUUTY Y NaUiEHTIB i3 MigBULLEHUM
PU3MKOM MOLOBXEHOI cepueBoi penonspusauii (oue. po3gin «[MobiyHI peakuii»); TOMy npenapar cnif
3aCTOCOBYBATU 3 00EPEXHICTIO NalieHTaMm:
i3 BPOAYKEHVM ab0 3apeeCcTpoBaHUM NMOAOBXEHUM iHTepBasioM QT;
- AKi Hapasi NPOXOoAATH /IIKYBaHHSA i3 3aCTOCYBaHHAM IHLINX 3ac06iB, L0 NOAOBXYHOTb iHTepBan QT,
Hanpuknag: aHTMapuTMiyHi npenapatu knacis 1A 111, unsanpug, i TepgpeHagvy;
13 MOPYLLUEHHAMM €NeKTPONITHOro 06MiHy, 0C06/IMBO Y BUNaAKy rinokaniemii i rinomarHiemit;

i3 KNiHIYHO peneBaHTHOK 6GpaamkapAieto, CepueBOld apuUTMIED abo TSHKKOK CepLeBoro
HeAOoCTaTHICTHO.
Po3BnTOK cynepiHdekuii
A3NTPOMILMH, AK 1 [HWI aHTUBIOTMKM, MOXE CMPUYMHUTU PO3BUTOK CynepiHgekuil. Mpu 3acTocyBaHHi
npenapaTty cfig NPOBOAWUTN CMNOCTEPEXEHHA LWOAO0 O3HaK CynepiHMeKLii, CNPUYMHEHOT HeYyTIUBUMM
OpraHismamu, BK/H0Haroumn rpuoku.
[iapes, acouiioBaHa 3 Clostridium difficile
Mpun 3acTocyBaHHI MaiKe BCiX aHTMbaKTepiaslbHUX 3ac006iB, BKIHOYAKOUM a3UTPOMILMH, MOBIAOMASAIN MPO
piapeto, acouiriosaHy Clostridium difficile (CDAD), cepito3HiCTb 5iKOi BapitoBanacsi Bif €nabo BMPaXeHOI
Aiapei 4o KoniTy 3 netanbHUM Hacnigkom. Clostridium difficile npogykye TokcuHu A i B, AKi CnpusoTb
po3suTKy CDAD. LUtamn Clostridium difficile, wo rinepnpofyKytoTb TOKCUHW, € NMPUYUHOI MiABULLEHOMO
PIBHA 3aXBOPKOBAHOCTI | SIETA/IbHOCTI, OCKI/IbKW Ui IH(EKLIT MOXYTb OYTU PE3UCTEHTHUMU [0 aHTUMIKPOOHOI
Tepanii i NoTpebyBaTV NPOBEAEHHS KONEKTOMIT. TOMy He06XiHO MaTu Ha yBa3i iMOBIpHiCTb po3BUTKY CDAD y
BCIX Maui€eHTIB 3 Aiapeeto, CNPUUYMHEHOK 3aCTOCYBaHHAM aHTMOIOTUKIB. [MOTPIOHO peTenbHO BECTU iCTOPItO
XBOpo6K, ockinbkn CDAD MoXe MmaTu Micue BNpoAoBX 2 MicAuiB Nicns NpuinoMy aHTMGaKTepiabHUX
npenapartis. AKLLO BUHMKaE Nifo3pa Ha nceBLoMeMOPaHO3HMIA KOMIT, CAif HeraHo NPUNUHUTY 3aCTOCYBaHHSA
npenaparty Ta po3noyatu crneyudgivyHy Tepanito.
CTpenTOKOKOBI iHheKLiT
MpenapaTom BWGOPY A1 NiKyBaHHA (hapUHTITY/TOH3UNITY, 3YMOBMEHOro Sreptococcus pyogenes, Ta



NPO(iNAKTUKN PEeBMATUYHOI aTaku € MNeHiynaiH. A3UTPOMIUMH 3araioM e(eKTUBHUIA Y  NiKyBaHHI
CTPeNTOKOKOBOT IH(EKLIT Yy pOTOr/IOTLi, CTOCOBHO NMPOMINaKTUKM PeBMATUYHOT aTaky HEMAE XXOLHUX LaHUX,
AKI LEMOHCTPYIOTb e)eKTUBHICTb a3UTPOMILUHY.

AVCHYHKL IS HUPOK

Y nauieHTiB i3 CEprMo3HOK AUCHYHKLUIE HUPOK (LUBMAKICTb Ky6oukoBoi (inbTpauii <10 ms/XB)
crnoctepiranocs 33 % 36i/bLUEHHA CUCTEMHOT EKCNO3MLIT 3 a3UTPOMILMHOM (AMB. Po34in «PapMaKOKIHETUKE).
Myasthenia gravis

Mpn 3acTOCyBaHHI a3UTPOMILMHY MOBIAOMAANN NPO 3aroCTPEHHS CUMMNTOMIB MiaCTeHil rpaBic abo Npo HOBWUIA
PO3BUTOK MiaCTEHIYHOI0 CUHAPOMY (AMB. Po34in «06IYHI peakLii»).

Oco6/mBi nonepea>KeHHs W40 HeaK TUBHUX iHTPeaieHTiB

MpenapaT MICTUTb N1laKTO3y, TOMY WMOr0 He CAif 3acTOCOBYBaTW MauieHTam 3 PigKICHAMKU CnagKoBUMM
MOPYLUEHHAMW TanakTO3HOI HefoCTaTHOCTI, Aediuntom naktasu JSlanna abo nopyLleHHAMU Manbabcopouii
[IIOKO3U-TaNaKTo3un.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHSA rpyasto.

BariTHicTb

[ocnifpkeHHs BNAUBY Ha PenpoAyKTUBHY (YHKLiKO TBApPUH Oy BUKOHaHI NpW BBEAEHHI 03, L0 BiAMNOoBigann
MOMIPHUM TOKCUYHWUM [03aM [/19 MaTEPUHCHLKOr0 OpraHiamy. Y Umx LOCNiIKEHHAX He 6yN10 0TPMMaHO [OKas3iB
TOKCUYHOT O B/IMBY a3UTPOMILMHY Ha nnig. OfHak BIACYTHI HaeXHi Ta 4o6pe KOHTPOIbOBaHi JOCNIIKEHHS Y
BariTHUX >KIHOK. OCKI/fIbKM [OCNIMKEHHS BI/MBY Ha PEnpoOfyKTUBHY (YHKUIO TBapuUH He 3aBXau
BIAMNOBIJAKOTb e(IeKTy Y MOAMHM, a3UTPOMILUMH CNif Npu3HavaTh y nepiog BariTHOCTI NULLE 3a XUTTEBUMU
noKasaHHAMM.

[Mepiof rogyBaHHA rpyaato

[ocniKeHHS WOAO MPOHUKHEHHSA asUTPOMILMHY Y FpyAHe MOJIOKO BifcyTHIi. OCKinbkK 6arato npenapaTiB
MPOHUKAKOTb Y TPYAHE MOJIOKO JIOAVHU, a3UTPOMILMH He CAif 3aCTOCOBYBATW Y Mepiof rofyBaHHS rpyLaato,
OKpiM BUNafKiB, SKLIO NliKap BBaXKae, WO MOTeHUiMHI MepeBarn BWUMPaBLOBYKOTb MOXMBI PU3NKK  ANs
HEMOBNATMK.

34aTHICTb BNAMBATY Ha WWBMAKICTb peakLii npy KepyBaHHi aBTOTPaHCNOPTOM abo iHLWMMKU MeXaHi3mamu.
A3NTPOMILMH He BN/IMBAE Ha 34ATHICTb KepyBaTy TPAHCMOPTHMU 3ac06amu Ta IHLLIMMW MexXaHi3Mamu.

Cnoci6 3acTocyBaHHs Ta [03W.

MpenapaT npu3HaYeHWin 4ns NepopaibHOro 3acTocyBaHHsA. MNpenapaT npuinvaTty 1 pa3 Ha fo6y. Ak i 6arato
IHWKNX aHTMBIOTKKIB, MpenapaT MOXKHa NpPUMaTK 3 abo 6e3 Ki 3anuBaroyn AOCTATHLOK KifbKICTIO PigUHN.
TabneTkn cnif KOBTaTU He PO3XKOBYHOUN.

[opocni, BKAKYaK4M NawieHTiB NiTHLOro Biky i AiTei 3 Macow Tina binbie 45 Kr

3arasibHa [103a a3uTpoMiLuHy ctaHoBMUTb 1500 mr (500 Mr 1 pa3 Ha fo6y) NpoTsrom 3 AHiB.

HeycknagHeHi iHeKLiT, Wo nepefatoThCA CTaTEBUM LUNAXOM, CnpuunHeHi Neisseria gonorrhoeae:
peKomMeHA0BaHa A03a asuTPOMILUHY cTaHoBUTbL 1000-2000 Mr y KombiHauii 3 LedTprakcoHoM y fo3i 250-500
MI BIAMOBIAHO [0 MiCLEBUX PEKOMEH/aL|ii 040 NiKyBaHHS.

MauieH T 3 NopyLeHHAMN YHKLLIT HUPOK

[Nna nauieHTIB i3 HE3HAYHUMU NOPYLLEHHAMWN DYHKLiA HUPOK (LUBMAKICTb KNy604KOBOT inbTpayii 10-80 mn
/XB) MOXHa BMKOPWCTOBYBATW Te X CaMe [03YyBaHHSA, WO | AnA NauieHTIB 13 HOPMa/IbHOK (DYHKLIED HUPOK.
A3UTPOMILUH HEOOXIAHO 3 00EPEXHICTIO MPU3HAYUTU MaLieHTaM 3 THKKAMU MOPYLUEHHAMN PYHKLUIT HAPOK
(wBMAKicTb KNy604KOBOT PinbTpauii <10 M/xB) (anB. po3ainn «PapmakoKiHeTMKa» Ta «[M06iYHI peakLii»).
MauieH TV 3 NopyLEeHHAMMW (DYHKLIT NeYiHKu

OCKIi/IbKM a3UTPOMILMH MeTaboNi3yeTbCs Y MeYdiHLi Ta BUBOAUTLCS 3 XKOBYHO, NMpenapat He CAif 3aCTOCOBYBaTy
nauieHTaMm 3 TKKUMW  MOPYLUEHHAMW (PYHKUIT nediHku. JlocnifKeHHs, MoB’A3aHi 3 3acToCyBaHHAM
a3UTPOMILMHY TaKMM NauieHTam, He MPOBOAMANY (AUB. po3ain «OcobAMBOCTI 3aCTOCYBAHHS).

aiTn.
MpenapaT MOXHa 3aCTOCOBYBATW AiTAM 3 Macoto Tina binbLie 45 Kr.

NepenosyBaHHS.
[0CBiA KNIHIYHOMO 3aCTOCYBaHHA a3UTPOMILMHY CBIAYMTL NPO Te, WO No6iYHI peakuii, AKi po3BMBAKOTLCA NPU



NpuioMI BULLMX, HDK PEKOMEHAOBaHO, 03 npenapaty, MOAIOHI [0 TakuX, LWO CMOCTepiraloTbCA Mpw
3aCTOCyBaHHI 3BMYaiHNX TepaneBTUYHUX 403. BOHWM MOXYTb BK/IKOUATU Aiapeto, HYA0TY, 61t0BaHHS, 060POTHY
BTpaTy Cnyxy. Y pasi nepefo3yBaHHsA Npu HeOOXiAHOCTI PeKOMEHAYETLCA NMPUIAOM aKTMBOBAHOIO BYTiNs Ta
MPOBeAEHHS 3ara/lbHUX CUMMTOMaTUYHMX i MIATPUMYBaIbHUX NiKYBa/IbHUX 3aXO0LiB.

Mo6iyHI peakuii.

Hwvykue BKasaHi NOGIYHI peakwii 3a cMCTeEMaMK OpraHiamy Ta 4acTOTOH: Ay»e YacTo (=1/10), yacto (=1/100, <1
/10), HeyacTo (=1/1000, <1/100), piako (=1/10000, <1/1000).

Y KOXHIi rpyni 3a 4acTOTOH MOGIYHI ePeKTU 3a3HaueHi Y NOPAAKY 3MEHLLEHHS NPOSBIB.

IH(peKUiT Ta iHBas3il:

HeYyacTo — KaHAMA03, OpasibHUA KaHAWA03, BariHa/bHI iH(EKLiT; HEBIAOMO — NCeBAOMEMOPaHO3HUIA KONIT.

3 60Ky cucTemu KpoBi i niMmghaTUYHOT CUCTEMU:

HevyacTo — NeKONeHis, HEUTPONEHIs; HEBIAOMO — TPOMOOLMTONEHISA, FeMONITUYHA aHEMIS.

3 60Ky IMYHHOT CUCTEMMU:

HeYyacTO — aHriOHEBPOTUYHWIA HAOPAK, peakuii rinepyyTAnBOCTI; HEBIAOMO — aHaiNnaKTUYHI peakuii.

3 60Ky MeTaboniamy Ta XxapuyBaHHs:

4acTo — aHOPEKCIS.

3 6OKY MCUXIKK:

HeYyacTo — HEPBO3HICTb; PiKO — aXunTaLisi; HEBIJOMO — arpecuBHICTb, HECTOKINA.

3 60Ky HEpBOBOT CUCTEMMU:

4acTo — 3arnaMOpPOYEHHS, rOI0BHUIA Gilb, NapecTesis, AWUCreB3is; HEYacTo — rinecTesis, COHAMBICTb, BE3COHHS;
HEeBiJOMO — CMHKONMeE, Cy40MM, MCUXOMOTOPHA MifBuLLEHA aKTUBHICTb, aHOCMIsA, MapocMis, ares3is, MiacTeHIs
rpasic.

3 60Ky opraHis 30py:

4acTO — 30POBI PO3/aaw.

3 60Ky opraHis cnyxy:

4acTo — rNyX0Ta; HEYacTo — NOPYLUEHHS CyXY, A3BIH Y ByXax; PifKO — BEPTUTO.

3 60Ky cepus:

HeyacTo — nasbniTtayif; HeBifOMO — TaxikapAis LWnyHoukis (torsade de pointes), apuTmis, BK/IHOYaKOUm
LLUTYHOYKOBY TaxikapZito.

3 6OKY CyauH:

HeBiZJOMO — apTepia/sibHa rinoTeH3sis.

3 60Ky TpaBHOro TpakTy:

Ay>Ke YacTo — fiapes, 6inb Y XMBOTI, HYA0Ta, METEOPWN3M; YacTO — 6/HOBaHHSA, AMCIENCIsA; HeYacTo — racTpuT,
3anop; HeBifOMO — NaHKPeaTuT, 3MiHa KONbopy A3MKa.

3 60Ky renaTobiniapHoi cUCTEMMU:

HeyacTo — renartuT; PiAKO — NOPYLUEHHSA (PYHKLUIT NMeYiHKW; HEBILOMO — MeYiHKOBa HEAOCTATHICTL (fKa pigKo
npu3BoAMNa A0 NeTalbHOro Hacnifgky), (ynbMiHaHTHUIA renaTtuT, HEKPOTUYHWIA TenaTWuT, XosnecTaTuyHa
YOBTAHMLA.

3 60Ky LLUKIpW Ta NigLWKIPHOT KNiTKOBUHMU:

4aCTO — BUCUMAHHSA, CBepOIX; HeyacTo — cuHApom CTiBeHCa—[KOHCOHA, peakuil (oToceHcKbinisadir,
KPONWB’AHKa; PiAKO — roCTPUIA reHepanioBaHuii eK3aHTEMATO3HMIA NYCTyNb03, DRESS-cMHApOMm; HeBigoMO —
TOKCUYHWIA enifiepManbHUIn HEKPOi3, MybTUOPMHA epUTEMA.

3 60Ky CKeneTHO-M'30BOT CUCTEMU Ta Cro/y4yHOT TKaHUHK:

4acTo — apTpanrisa.

3 60Ky CeyoBUAINbHOT CUCTEMU:

HEBiOMO — rocTpa HMPKOBa HeOCTATHICTb, IHTEPCTULiaIbHUIA HEDPHT.

3arasibHi NopyLUeHHs:

4acTO — BTOMA, HeYyacTo — 6i/ib Y Fpyasax, HaOPSAKM, HE3LY>KaHHSA, aCTeHIs.

JlabopaTopHi NOKa3HUKK:

4acTO — 3HWKeHa KiflbKiCTb NIeMKOLMTIB, NiABULLEHA KiNbKICTb e03MHOINIB, 3HMKEHWNIA piBEHb GikapboHaTy Y
nnasMmi KpoBi; HeyacTO — MiABWLLEHWIA piBeHb acnapTaTamiHoTpaHcepasn (ACT), NigBULLEHWIA piBeHb
anaHiHamiHoTpaHcgepasn (AJ1T), nigBuweHWA piBeHb 6iNipy6iHY Yy nnasmi Kposi, MigBULLEHWNIA PiBEHb
CEYOBWHW Y Nia3mi KpoBi, NigBULLEHNI PiBEHb KPeaTUHIHY Y Nna3Mi KpoBi, 3MiHa MOKa3HUKIB Kanito y nniasmi
KpPOBI; HEBILOMO — NOAOBXeHHS iHTepBaty QT Ha EKT .



3BiTyBaHHA Mpo Nif03proBaHi NO6IYHI peakLii. 3BITyBaHHSA NPO Mif03proBaHi NOGIYHI peakuil nicns peectpauii
NiKapCbKOro 3acoby Mae BaXk/MBe 3HauyeHHs. Lle pgae 3mory npoBoauTy 6Ge3nepepBHUA  MOHITOPUHT
CMNIBBIAHOLLIEHHA MDK KOPUCTIO | pU3MKaMK, MOB’A3aHUMU i3 3aCTOCYBaHHAM LbOr0 JIIKapCbKOro 3acoby.
Nikapsam cnig 3BiTyBaTN NPO 6y Ab-AKi Nif03proBaHi NO6IYHI peakwii BIANOBIAHO [0 BUMOr 3aKOHOAABCTBA.

TepMiH NpuAaTHOCTI. 5 poKiB.

YMO0BW 36epiraHHs.
[na nikapcbKoro 3acoby He NOTPIOHI creuiasibHi yMOBM 36epiraHHs. 36epirati B HeLOCTYNHOMY ANA AiTen
MicLi.

YnakoBKa.
Mo 3 TabneTkn y 6nictepi; No 1 6aicTepy B KAPTOHHI KOpooL,i.

KaTteropis Bignycky.

3a peLenTom.

BupobHuMK.

KPKA, 4.4., HoBo mecTo, CroBeHiss/KRKA, d.d., Novo mesto, Slovenia.

KPKA Monbwa Cn. 3 0.0., Monbwa/KRKA Polska Sp. z 0.0., Poland.

Micue3HaxomkeHHS BUPOOHMKaA Ta afpeca Micua NpoBafKeHHS MOro 4isiNIbHOCTI.
LLImap’ewka yecta 6, 8501 HoBo mecTo, CnoseHis/Smarjeska cesta 6, 8501 Novo mesto, Slovenia.
By/l. PoBHOnerna5, 02-235 BapLuasa, MNonbLa/ul. Rownolegla 5, 02-235 Warszawa, Poland.



