IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

KJIABEJI® 500

(CLABEL 500)

Cknao:
ditoua pevosuHa: clarithromycin;
1 TabneTka MiCTUTh KilapuTpoMinuHy 500 Mr;

donomidcHi peuoguHu: HATPiI0 KPOCKapMeno3a, KpoXMab NpexKenaTUHI30BaHUM, KPEMHII0
MmiOKCH[ KOJIOigHUY 0e3BOIHMM, TIOBIIOH, KUCJIOTA CTeapHHOBA, MarHiio cTeapat, Tallbk,
I[eJTI0J103a MIKPOKPUCTaIiYHa, MpomifeHrnikosib, Opadry Yellow OY-S-32924: rinpomenosa,
tutaHy mgiokcup (E 171), mpomineHrikonb, TifpoKCUIIPOIIiNIentoso3a, nomicopbaT 80, XiHomiHOBMIA
xkopTui (E 104), kucmorta copOiHOBa, BaHiJiH.

JlikapcbKa ¢popma. TabneTku, BKpUTi 000JI0HKOIO.

OcHoBHi ¢i3uko-ximMmiuHi BracTuBocTi. [[BoonyKIi TabeTKy oBaIbHOI HOPMU, BKPUTI 000TI0HKOIO
3KOBTOT'0 KOJIbOPY 3 TJIafIeHbKOI0 [TOBEPXHEIO.

®apMakKoTepaneBTHUYHA Irpyna.

[TpoTumikpo6Hi 3aco0u [JIs CHCTEeMHOTO 3acTocyBaHHSI. Makpominu. Kog ATX JO1F A09.

®apMaKoI0riyHi BI1aCTHBOCTI.
®apmakoduHamika.

KrnapuTpoMinuH - HamiBCUHTETUYHUY aHTUOIOTHUK TPynu MakKposifiB. AHTuOaKTepianbHa [is
KJIAaPUTPOMILIMHY BU3HAYAETHCS MOTO 3B’13yBaHHAM 3 5OS-pubocoManbHO0 CyOOIUHUIIEI0 YYTIUBUX
OakTepii i mpurHiveHHsIM OGiocuHTEe3y OinKa. [Tpemapar BUSBISE€ BUCOKY e(eKTUBHICTS in VILTro
IIPOTH IITMPOKOT0 CIIEKTPa aepPoOHUX Ta aHaepOoOHUX TPAMIIO3UTUBHUX Ta TPaMHeTaTUBHUX
MIKPOOpPraHi3MiB, y TOMY YMCJIi TOCIITaJIbHUX WITaMiB. MiHiMasibHiI IPUTHIYyBaIbHI
KoHIeHTpalil (MIIK) knapuTpoMilliHy 3a3BUYal B iBa pa3u HuXK4Yi 3a MIIK eputpomMinuny.



KnmapuTtpominus in vitro sucokoedbektusuui mpotu Legionella pneumophila i Mycoplasma
pneumonie. [lie 6akTepuIuaHo BigHOCHO H. Pylori, akTUBHICTh KJIaPUTPOMIIIUHY IIPU HEUTPAIBHOMY
pH € Bumoto, Hixk mpu kuciaomy PH. [laHi in vitro Ta in vivo cBig4aTh PO BUCOKY e(EeKTUBHICTh
KJITAPUTPOMILIMHY IIOA0 KITiHIYHO 3HAUYLINX IMITaMiB Miko6akTepiit. [JocmigkeHHs in VItro mokasamm,
mo wramu Enterobacteriaceae 1 Pseudomonas, $ik i TpaMHeraTuBHi 6akTepii, 1110 He MPOAYKYIOTh
JIaKTO3Y, He YyT/IUBIi [0 KJIapUTPOMIIIAHY.

Mixkpobiono2is

K1apuTpOMIlMH aKTUBHMH in vitro i B KJTiHIYHIN IPaKTHI BiTHOCHO OiNBIIOCTI IIITaMiB TAKUX
MiKDPOOPraHi3MmiB.

Aepo06Hi rpaMno3uTUBHI MikKpoopranismu: Staphylococcus aureus, Streptococcus pneumoniae,
Streptococcus pyogenes, Listeria monocytogenes.

Aepo6Hi rpaMHeraTHBHiI Mikpooprauisamu: Haemophilus influenzae, Haemophilus parainfluenzae,
Moraxella catarrhalis, Neisseria gonorrhoeae, Legionella pneumophila.

IHmmi Mikpooprauiamu: Mycoplasma pneumoniae, Chlamydia pneumoniae (TWAR).

Miko6akTepii: Mycobacterium leprae, Mycobacterium kansasii, Mycobacterium chelonae,
Mycobacterium fortuitum, Mycobacterium avium complex (MAC), siki BKimo4aoTh Mycobacterium
avium, Mycobacterium intracellulare.

Bera-nakTamMa3u MiKpOOpraHi3MiB He BIJIMBAIOTh Ha €()EeKTUBHICT KJIIaPUTPOMILIAHY .

BinpiicTs MeTUIIUITIH- Ta OKCALMTIHPE3UCTEHTHUX IITaMiB CTa(iIOKOKiB He YyTIIUBI [0
KJIapUTPOMIILIHY.

Helicobacter: H. Pylori.

KriapuTpOMIlMH aKTUBHUY in vitro BIMTHOCHO OiNTBIIOCTI IITAMiB TaKHWX MiKPOOPTaHi3MiB, OOgHAK
KIiHiyHa eQeKTUBHICTEL Ta G6e3neKa M0T0 3aCTOCYBaHHS HE BCTAHOBJIEHI.

AepoO6Hi rpaMmo3uTuBHI MikpoopraHiamu: Streptococcus agalactiae, Streptococci (epynu C,F,G),
Viridans group streptococci.

Aepo06Hi rpamMHeraTuBHI Mikpoopraniamu: Bordetella pertussis, Pasteurella multocida.

Anaepo0OHi rpaMno3uTUBHI Mikpooprasismu: Clostridium perfringens, Peptococcus niger,
Propionibacterium acnes.

Anaepo0OHi rpaMHeraTHBHI Mikpoopratiamu: Bacteriodes melaninogenicus.
Cmipoxetu: Borrelia burgdorferi, Treponema pallidum.
Kammino6akTepii: Campylobacter jejuni.

KnapuTpoMminuu 4uHUT OaKTEePULKUIHY Ail0 MPOTH KiNbKoX mTaMiB 6akTepiii: Haemophilus
influenzae, Streptococcus pneumoniae, Streptococcus pyogenes, Streptococcus agalactiae,
Moraxella (Branhamella) catarrhalis, Neisseria gonorrhoeae, H. pylori ta Campylobacter spp.



OcHoBHUM MeTab0IiTOM KIapUTPOMIIIMHY B OpPraHi3Mi TIOAUHU € MiKp0o06iolIoriYHO aKTUBHUN
14-rippokcuknaputpoMiiut (14-OH-knaputpominuut). s 6inbinocTti MikpoopraHi3miB
MiKpoOionoriyHa aKTUBHICTh MeTab0JIiTy opiBHIOE @00 B 1-2 pa3u cnabilla 3a MAaTEPUHCHKY
cy0OCTaHIIit0, 3a BUHSATKOM H. influenzae, mpoTu siKOro e(peKTUBHICTh MeTaboiTy B 2 pa3u Buina. B
yMOBax In vitro ta in Vvivo MaTepuHCbKa cyOCcTaHLis i ii 0CHOBHUIT MeTabOJIIT BUSABIIAIOTH 200
aguTHBHUM, ab0 cuHepriunui edekt npotu H. influenzae, 3amexHo Bif TaMy MiKpOOpraHi3My.

TecTy Ha YYTIUBICTD

KinpkicHi MeTomu, 10 BUMAaraiTh BUMIPIOBAaHHS giaMeTpa 30HHU, HAal0Th HAWOIIbII TOYHI OI[iHKH
YYTNIUBOCTI OaKTEPid MO MPOTUMIKPOOHUX IIpernaparTiB. B ogHil 3 peKOMeHI0BaHUX MIPOIEAYP AJIS
TeCTyBaHHSI YyTJIMBOCTI BUKOPUCTOBYIOTh AVCKY, IMIIPETHOBaHI 15 MKT KJIapUTPOMILIHY
(oudysiani Tect Kip0i - Bayepa); mpu iHTepnpeTatii CliBBiTHOCATH AiaMeTp 30HU IPUTHIYEHHS 15
1bOT0 AucKa 31 3HaueHHsaMu MIIK nns knaputpoMinunay. MITK BU3HAa4Ya€ThCS METOOOM PO3BENEHHS B
OynbiioHi abo arapi.

[Tpu mpoBefeHHi KX Mpollefyp BUCHOBOK JlabopaTopii «4yTaUBICTh» BKa3ye Ha Te, 110 iHGbiKyouni
MIKpOOprasi3M, HaruiMOBipHillle, BIATIOBICTh Ha Tepalit. BUCHOBOK «pe3UCTeHTHUN» BKa3ye Ha Te,
o iHQiKyouni MiKpoopraHi3M, HaliMOBipHillle, He BiiIOBICTh Ha Tepamnilo. BUCHOBOK «IIpoMixKHa
YyTIUBICTH» TOBOPUTH IIPO Te, II0 TEPAlleBTUYHUM edeKT JaHOTo IpenapaTy Moxe OyTH CYyMHIBHUM
abo K MikpoopraHi3m Oyfe 4yTIUBUM, SKII0 BUKOPHUCTOBYBATH OiNIbII BUCOKI 003U (IIPO MPOMiXKHY
YYTJIUBICTh TOBOPATH TAKOXK SIK IIPO IOMIPHY YyTIUBICTB).

Heo0OxigHo 6paTu mo yBaru crerudiuni mis kpaiHu abo perioHy BimoMOCTi 11010 abCOMIOTHUX MeX
[iana30Hy YyTIUBOCTI, PE3UCTEHTHOCTI i TPOMIKHO1 Yy TJIUBOCTI.

dapmakokiHemuxka.

Knaputpowminus mBugko Ta fobpe abcopOyeThCS 3i MITYHKOBO-KUIIKOBOT'O TPAKTY IiCHs
IIepPOpaIbHOT0 3aCTOCYBaHHS IpemnapaTy y ¢dopmi TabmeTok. Mikpo0OionoriyHo akTUBHUM MeTa0OIIiT
14-TigpOKCUKIIApPUTPOMIIIUH YTBOPIOETHCS IINISIXOM MeTa00Ii3My IEPIIOT0 ITPOXOIKEHHS.
KnapuTtpominuH MOKHa 3aCTOCOBYBaTH He3alle’KHO Bifl MPUIOMY 1Ki, OCKiJIbKHY 1kKa He BIJIMBA€E Ha
6iomoCTymHICTL TabIeToK KIapuTpOMilMHy. [’a He3HauyHO 3aTPUMYyE I0YaTOK abcopOiii
KJIapUTPOMILIMHY Ta yTBOpeHHS 14-rigpokcuMeTaboriTy. PapMaKOKiHETHKA KJTapUTPOMILIUHY
HeJliHiliHa; IPOTe piBHOBAXKHA KOHILIEHTpAllisl JOCATa€eThCA B MexXax 2 JHIB 3aCTOCYBaHHA IIpenapary.
[Tpu 3acTocyBanHi 500 MTr gBa pa3u Ha fAeHb IpubIU3HO 36 % HEe3MiHEHOT0 MpenapaTy BUBOJUTECS 3
ceuero. 14-TigpOKCHKIAPUTPOMIIIMH € OCHOBHUM MeTab0J1iTOM, 1110 BUBOAUTHCS 3 CeUel0 Y KiJTbKOCTi
10-15 % 3acTocoBaHol f03u. binbIlla YacTUHA 3aIUIIKY 003U BUBOOUTHCS 3 (peKalisiMu, ITepeBakHO
i3 2K0BY10. 5-10 % BUXIHOI CIIOJIYKY BUSBISETHCS B PeKaisix.

[Tpu 3actocyBanHi 500 Mr K1apUTPOMILIMHY TPU pa3u Ha OeHb KOHIIEHTpallil KJIapUTPOMILIMHY B
IJ1a3Mi KPOBi HiABUINYIOTHCS IOPIBHAHO 3 TAKUMU IIpU 3acTocyBaHHi fo3u 500 Mr [Ba pa3u Ha [€Hb.

KonnenTpaunil KTapuTpOMIIMHY B TKaHMHAX B KiJlbKa pa3iB MePeBUIIYIOTh KOHIIEHTPAIIil0 IIpernapaTy
y KpoBi. IligBuiieHi KOHIIeHTpallii Oyau BUSBJIEHI K Y TOH3WISPHIN, Tak i y JieTeHeBill TKaHUHAX.
Knaputpominus npu TepaneBTUYHUX fo3ax Ha 80 % 3B’s13yeThcs 3 OinKaMu IIJ1a3MU KPOBI.

KnapuTpoMmiliuH IpoHUKAE B CIIM30BY 000JIOHKY IIJTyHKA. BMIiCT KJTapUTPOMIIIMHY B CIIM30Biil
000JIOHIIi Ta TKAHWHI LITyHKa BUIIKY NIPU 3aCTOCYBaHHI KJIaPUTPOMILIMHY Pa30M i3 OMenpa30JioM,
HiXX IIpY MOHOTEpaIil KI1apuTPOMIIITHOM.



Kniniuni xapakKTepuCTHKH.
Iloka3aHnHs.
JIikyBaHHS iH(eKILil, CHPUYUHEHUX YyTIUBAMHU [0 KIapPUTPOMIIIMHY MIKpPOOpPraHi3MaMu:

- Tudexkiril BepxHix guXanbHUX LMIISIXiB, TOOTO HOCOTJIOTKY (TOH3UJIIT, PapUHTIT), Ta iHpeKii
IPHUOAaTKOBUX I1a3yX HOCa.

- [HGeKmil HUXKHIX AUXaIbHUX HIISXiB (OPOHXIT, TOCTpa KPYNo3Ha MHEBMOHIS Ta IepBUHHA
aTUIIOBa THEBMOHIA).

- IH(ekil mKipy Ta M’'9KUX TKaHUH (IMIIETUTrO0, QONIKYIIT, EpU3UIENIOLN, PYPYHKYIIBO3,
indikoBaHi paHH).

- T'ocTpi Ta XpOHiUHiI OOOHTOTEHHI iH(eKIil.

- ITmceminoBaHi abo nokasi3oBaHi MikobakTepianbHi iHdekii, cmpuunHeHi Mycobacterium avium
abo Mycobacterium intracellulare. JIokanizoBaHi iHdexkii, cmpuuuneni Mycobacterium chelonae,
Mycobacterium fortuitum abo Mycobacterium kansasii.

- Epapukanuis H. pylori y nami€HTiB 3 BUPa3KO0I0 ABaHAAUSTUAINAJO] KUIIKY ITPYU IPUTHIYEHH] ceKperil
COJISTHOL KMCJIOTH (aKTUBHICT KJIapUTPOMinMHY npotu H. pylori npu HerdTpanbHOMY PH € BUIIOIO, HixK
npu kKucnomy pH).

IIpomunoka3zaHnus.
[TigBuIneHa YyTIUBICTD M0 MAKPOJigHUX aHTUOIOTHKIB Ta 40 iHIINX KOMIIOHEHTIB Ipemnapary.

OpHOYacHe 3aCTOCYyBaHHS KJIapPUTPOMIIMHY Ta OyOb-IKOT0 3 HUXK4Ye3a3HaueHUX Ipernaparis:
acTeMi3oJ1, IU3anpup, NiMo3uf, TepbeHannH (OCKIIbKY 1ie MOXKe IPU3BECTH [0 IOJ0BKEHHS
inTepBanmy QT Ta pO3BUTKY CepLEBUX apUTMil, BKII0Ual04YM LIIYHOUYKOBY TaXikapfito, Gpiopuisiiio
IITyHOUKIB Ta torsades de pointes), anmkasmoinu pikKiB, HallpUKJIa €ProTaMiH, OUTiIPOEPTroTaMiH
(OCKinbKH 11e MOXKe ITPU3BECTH N0 EPrOTOKCUYHOCTI), iHribiTopu I'MI'-KoA-penyKTa3u (CTaTUHHU), 1110
3HAYHOI0 Mipoi MeTabomni3yioThcss CYP3A4 (ioBacTaTvH a0 CUMBACTATHH), Yepe3 IiABUIIeHUN
PU3KK BUHUKHEHHS MiomaTii, BKiTto4aouu pabmomioni3 (muB. po3minu «OcobIuBOCTi 3aCTOCYBaHHS»,
«B3aeMopmis 3 iHMMMY JTiKapChbKUMK 3ac00aMu Ta iHIII BUAM B3aEMOIii»).

OpHOYacCHe 3aCTOCYBaHHS KJIapUTPOMIIMHY Ta IIEPOPabHOTO Mifa3onamy (ouB. «B3aemomisa 3
iHITMIMYM JTiKapChbKUMM 3aco0aMu Ta iHIIN BUOY B3aEMOIii»).

Bpomxene abo BcTaHOBIeHe HaOyTe nofgosxeHHs inTepBany QT abo IUTyHOUYKOBI ceplieBi apuTMii B
aHaMHe3i, BKmoyawouu torsades de pointes (muB. po3minu «Oco6IMBOCTI 3aCTOCYBAHHS»,
«B3aeMopmis 3 iHMMMH JTiKapChbKUMHK 3aC00aMHM Ta iHIIII BUOM B3aEMOIii»).

Tinoxamiemis (pu3uk nogosxkeHHs iHTepBany QT).
TsKKa MeYiHKOBa HEJOCTATHICTh Ta CYIyTHA HUPKOBA HEOOCTATHICTD.

OpHoYacHe 3aCTOCYBaHHS KJIaPUTPOMILMHY (Ta iHmmMxX cunbHux inribitopis CYP3A4) 3 KonxinuHOM
(muB. «OCoBIMBOCTI 3aCTOCYBaHHS», «B3aemMogmis 3 iHIIUMHU JTiIKapCHKUMHU 3aco0aMu Ta iHII BUOK



B3aEMOJIiN»).
OpHOYacHe 3aCTOCYyBaHHS KJIaPUTPOMILMHY 3 TUKArpenopoM, iBabpagrHoM abo paHOIa3uHOM.

OpHOYacCHe 3aCTOCYBaHHS KJIapUTPOMIILUHY i ToMiTamify (AuB. po3min «B3aeMopia 3 iHIIuMU
JiKapChKUMHU 3acobaMu Ta iHIIi BUIKM B3aEMOIiN»).

EnexktpomnitTHu# nucbanaHc (rimokaniemis abo rimoMartiemisi, yepe3 pu3uK IMOOOBKEHHS iHTEpPBaIy

QT).

B3aemodina 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

KnapuTtpoMminuH He B3a€MOZi€ 3 TepopalbHUMU KOHTPaLlelITUBaMU.

3acmocysaHHs HUXCYe3a3HAYeHUX npenapamis cysopo NPOMUNOKA3dHO Yepe3 MOXCAUBUL PO3BUMOK
MAHNCKUX HACAIOKI8 83AEMOOII.

ITusanpud, nimo3ud, acmemizon, meppeHaduH

[Ipo mipBuIleHHS PiBHIB IX3aNpUAy B CUPOBATL KPOBi IOBIIOMIISAIIOCS Y MAlli€HTIB, IKi OTpUMYyBasu
KJIQPUTPOMILIVH Ta IU3anpuf OqHOYacHO. Lle MoxKe npu3BeCcTy 00 NONOBXKeHHS iHTepBany QT i
TIOSIBA aPUTMiii, B TOMY YHCIIi ITYHOYKOBOI Taxikapmii, GpiOpusmii mnyHoukiB i torsades de pointes.
[TonmiOHi edeKTH Big3HAYaNKUCS y MAIliEHTIB, 10 IPUUMAIK KJIaPUTPOMIIIKH i TiMO3UA OOHOYACHO
(muB. po3gin «IIpoTUnoKasaHHA»).

[ToBimomIsANIOCS IPO 3MATHICTh MAKPOJIiMiB 3MiHIOBAaTA MeTa0o0J1i3M TeppeHafuHy, IPU3BOAIYU [0
MigBUIIEHHS PiBHIB TepdeHaAnHy B CHPOBATII KPOBi, 1[0 iHOMi acOIif0BaIIOCS 3 apUTMisIMU, TAKUMHU
sIK TIOOBXKeHHs iHTepBany QT, MIIyHOYKOBA TaxXikapmis, Gbibpumsiis mnyHoukis i torsades de
pointes (muB. po3pin «IIpoTunokasaHHg»). Y xofi gocuifxeHHs y 14 1oOpOBObLIIB IPYU OAHOYACHOMY
3aCTOCYBaHHI KJIapUTPOMILIMHY i TepheHaguHy CIIOCTEePiranocs MigBUILLIeHHS PiBHS KUCIOTHOTO
MeTabomiTy TeppeHafuHy ¥ 2-3 pa3u Ta MOf0BXKeHHA iHTepBany QT, 110 He TPU3BETIO Hi 10 IKOTO
KJTiHiYHO BUOUMOTO eekTy. [TomiOHi edexTy BigMivanucs i Ipyu 0MHOYACHOMY 3aCTOCYBaHHI
acTeMi30Jly Ta iHIIKUX MakKpPOJIiAiB.

AnKanoidu pisxckie

[TocTMapKeTUHTOBI MOBIAOMIEHHS CBigYaTh, 1110 OMHOYACHE 3aCTOCYBaHHS KIapUTPOMILIUHY 1
eprotaMiny abo OUTiTPOepProTaMiHy acoIlifoBasiocs 3 MOSIBOI 03HAK IOCTPOr0 eProTU3MY, IO
XapaKTepr3yBasIoCcs Ba30CIa3MOM Ta illleMi€lo KiHIIBOK i iHIINX TKaHWH, BK/II0Yal04y LIeHTPaJIbHY
HepBOBY cucTeMy. OgHOYACHE NMpU3HAYeHHS KJIaPUTPOMILIMHY Ta ajIKaIOifiB PiXkKiB IPOTUIIOKa3aHe
(muB. «ITpoTUIOKA3aHHSI»).

ITepopanvHull midazonsam

[Tpu 3acTocyBaHHI Miga3zonaMy 3 TabneTkaMu KnaputpominuHy (500 Mr 2 pa3u Ha moby) AUC
Mima3onamy 30inbiryBanacs y 7 pasiB micis mepopasibHOTO 3aCTOCYBaHHS Miga3onaMmy. OgHodacHe
3aCTOCYBaHHS II€POPAIbHOT0 Mifla301aMy i K1apuTPOMILMHY IPOTUIIOKa3aHe (OUB. PO3MAiN
«IIpoTunoka3aHHsa»).

IH2ibimopu I'me-KoA-pedykma3su (cmamuHu)



OpHOoYacHe 3aCTOCYBaHHS KJTaPUTPOMIIIMHY 3 TOBAaCTaTUHOM a00 CUMBACTAaTHHOM IIPOTUIIOKA3aHe
(muB. «[TpOTUIOKA3AHHSI»), OCKIJIBKHY I[i CTATHHA 3HAYHOIO Mipoi0 MeTabomi3yoThcst CYP3A4 i
OJHOYaCHe 3aCTOCYBaHHS i3 KJIapUTPOMILIMHOM ITiABUIIYE 1X KOHIIEHTPAIIiI0 ¥ IIJIa3Mi KpoBi, 1110,
CBOEI0 YEProw, MiIBUIIY€E PU3UK BUHUKHEHHS MiomaTii, BKTo4aloun padmomioni3. [ToBigomisinocs
IIPO PO3BUTOK PabmOMioi3y y MaIlieHTiB IPU OJHOYACHOMY 3aCTOCYBAaHHI KJIaPUTPOMIIIMHY Ta IIUX
CTaTHHIB. SIKIIO JTiKyBaHHS KIapATPOMIIIMHOM HEMOXK/IMBO YHHKHYTH, Tepalliio JJIOBACTaTHHOM abo
CHMBACTaTUHOM HEOOXiIHO MPUNMHUTH IIifi 4ac KypcCy JIiKyBaHHS.

Crnip 3 06epeXHiCTIO MPU3HAYATH KJIAPUTPOMIIIMH OHOYACHO 3 iHIMMMU CTaTHHAMHU. B CHUTyaIlifX,
KOJIM OOHOYACHOTO 3aCTOCYBaHHS KJIaPUTPOMIILIMHY 3i CTaTUHAMU YHUKHYTH HEMOXKIINBO,
PEKOMEHAYEThCA IpU3HavYaTH HaMeHIIy 3apeeCTPOBaHy 03y CTaTUHY. MOXKJIMBe 3aCTOCYyBaHHS
CTaTUHY, SKUH He 3aeXuTh Big MeTabomizamy CYP3A (Hanmpuknag ¢iyBactatuny). HeoOxigHui
MOHITOPHUHT CTaHy IAILi€HTIB LIOJI0 BUSIBIIEHHS 03HAK i CAMIITOMIB MiomaTii.

Bnius iHwux AiKapcvkux 3dcobis HaA KAdPUMPOMILUH.

JlikapceKi 3aco6wu, mio € ingykropamu CYP3A (manpukiap pudamminuH, GeHiToiH, KapOaMa3elriH,
¢denobapbitan, mpenapaTy 3Bipo0010), MOXKYTh iHIyKyBaTh MeTabo0J1i3M KnapuTpoMinuny. Lle Moxke
TIPU3BECTH 10 CyOTepaleBTUYHUX PiBHIB KJIAapUTPOMIIIMHY Ta 3HUKEHHS HOT0 edeKTUBHOCTI. Kpim
TOT0, MOXe OyTH HeoOXiIHUM MOHITOPUHT IIJ1Ta3MOBUX PiBHIB iHmykTOpa CYP3A, siKi MOXYyTh OyTH
nigBuineHi yepes iHrioyBanHs CYP3A KnapuTPOMIIIMHOM (OUB. TAKOXK iHCTPYKIIiO [AJIST MEIUYHOTO
3acTocyBaHHS BignoigHoro ingykTopa CYP3A4). OgHodacHe 3acToCyBaHHS pudabyTUHY i
KJIapUTPOMILIMHY TPU3BOAKIIO [I0 MMiIBUILIEHHS PiBHIB pudabyTHHY Ta 3HUXKEHHS PiBHIB
KJIapUTPOMILIMHY B CHPOBATIIi KPOBi 3 OMHOYACHUM IIiIBUILIEHHSIM PU3UKY IOSIBU YBEITY.

Huxxye 3a3Ha4YeHO JiKapCchKi 3ac0o0H, BIIKMB SKMUX Ha KOHIIEHTPAIIi0 KJIapUTPOMIIIMHY B KPOBIi
Bimomuy ab60 IPUNTYCKAETLCS, TOMY MOXKe 3HafOOUTHCS 3MiHa J03U KIapPUTPOMIIIMHY ab0
3aCTOCYBaHHS albTePHATUBHOI Tepailii.

EgasipeHnu, HegipaniH, pupamniyuH, pugpabymuH i pupaneHmuH

[MTotyxHi iHOyKTOPU (pepMeHTiB 1uToxpoMy P450, Taki gk edaBipeHI], HeBipamiH, pudpaMIilnyH,
pudabyTtul i pudaneHTHH MOKYThH IPUCKOPIOBATH MeTab0/i3M KJIIapUTPOMILIMHY, 3MEHIIYI0YH HOT0
KOHIIEHTpAIIil0 B IJ1a3Mi KPOBi, ane 36inbinyoun KoHeHTpalio 14-OH-KnapuTpoMiluny -
MikpoOiosoriuHo akTUBHOT0 MeTaboJiTy. OCKinbKy MiKpo0ioloTiuHa aKTHBHICTh KJIaPUTPOMIIIUHY i
14-OH-KnmapuTpOMillMHy pi3Ha BifHOCHO pi3HUX OaKTepil, OUiKyBaHUI TepalneBTUYHUIM eheKT MOKe
OyTu He JOCATHYTUM Yepe3 OgHOYAaCHEe 3aCTOCYBaHHS KJIaPUTPOMILIMHY Ta iHOYKTOPiB PepMeHTiB
nutoxpomy P450.

Empasipux

Iis KnapuTpoMinuHy nocinabioBanach eTpaBipuHOM, OOHAK KOHIIEHTpallil akTHBHOT'0 MeTaboJIiTy
14-OH-knaputpominuny nigsuiyBanuch. Ockinbku 14-OH-KnapUuTpoMinMH Ma€ IOHUXKEHY
aKTUBHICTH IpoTH Mycobacterium avium complex (MAC), 3aranibHa aKTUBHICTh IIPOTH I[LOTO
naToreHy Moxe OyTu 3MiHeHa. Tomy mns nmikyBaHHS MAC cilif po3T/IsIHYTHA 3aCTOCYBaHHS
ambTepPHATUBHUX KJIAPUTPOMIIIMHY JTiIKapChKUX 3aco0iB.

®1yKoHaA301

OpHouacHe 3acTocyBaHHS prnykoHa3omy 200 Mr Ha goOy i knmaputpoMinuay 500 Mr 2 pasu Ha mo6y y
21 3m0poBOT0 MOOPOBOJIBLIS TPU3BOAUIIO [0 IiBUINEHHS piBHOBaxkHOI C,,, KTapuTpoMiluHy Ha 33 %
ta AUC - Ha 18 %. PiBHOBaxkHi KOHIIeHTpAallil akTUBHOTO MeTaboniTy 14-OH-KIapuTpoMiluHy 3HaYHO



He 3MiHIOBaJIMCS IPU OQHOYAaCHOMY 3aCTOCYBaHHI (IyKOHa30Jy. 3MiHa [03U KIIaPUTPOMILIUHY He
notpibHa.

Pumonasip

dapMaKOKiHETHYHE JOCIiAKEeHHd [T0Ka3aJlo, 0 OGHOYaCHe 3aCTOCyBaHHs pUTOHaBipy 200 MI KOXHI
8 ropguH i kimaputpominuHay 500 Mr KoxHi 12 rogus Npu3BOOUIIO OO0 3HAYHOIO IPUTHIYEHHS
MeTabomizmy Knaputpominuny. C,,. KIapuTpoMinuuy migBuiyBanocs Ha 31 %, C,,, - Ha 182 % i AUC
- Ha 77 % npu 0gHOYACHOMY 3aCTOCYBaHHI pUTOHaBIpY. BigMidanocs noBHe NPUTHIYeHHS YTBOPEHHS
14-OH-knaputpoMinury. Yepes MUPOKUY TepalleBTUYHUY [ialla30H 3MEHIIEHHS 003U
KJIaPUTPOMILIMHY [JIS MallieHTiB 3 HOpMaJibHOIO QYHKIIi€I0 HUPOK He moTpibHe. TIpoTe mis malieHTiB 3
HUPKOBOIO HEJOCTATHICTIO HeOOXigHEe KOPUTYBaHHS N0O3U: s nalieHTiB 3 CLcz 30-60 mMi1/xB mo3y
KJIAaPUTPOMILIMHY HeoOximHo 3HU3UTH Ha 50 %. s namieHTiB 3 CLgy < 30 My1/XB 103y
KJIaPUTPOMILIMHY HeOOXimMHO 3HM3UTHU Ha 75 %. []03U KJIapUTPOMILIMHY, 110 IEPEBUILYIOTH 1 T/OEHb,
He CJIifI 3aCTOCOBYBaTU Pa30M 3 PUTOHABIPOM.

Take K KOpUTYBaHHS HO3Y CJIifi TPOBOAUTH [JIF NALi€HTIB i3 MOripmeHoo GyHKIi€0 HUPOK IPU
3aCTOCYBaHHI pUTOHABIPY K HhapMaKOKiHEeTHYHOTO IIiICH/TI0BaYa pa3oM 3 iHmmMu inribitopamu BIJI-
IIpOTea3y, BKII0UAl04YM aTa3aHaBip i cakBiHaBip (AuB. HUXKYe «[]BOOIYHO CIIpSAMOBaHi JTikapchKi
B3aEMOTII»).

Bnaue KaapumpoMiuuHy Ha iHWi Aikapcuki 3acobu.

AHmuapummiuHi 3acobu

[CHYIOTH TIOCTMapKEeTUHT OB [TOBiOMJIEHHS TIPO PO3BUTOK torsades de pointes, 110 BUHUKIIO TIPH
OTHOYACHOMY 3aCTOCYBaHHi KJIapUTPOMILIMHY 3 XiHimnHOM ab0 mu3omipaMimoM. PeKOMeHAyEThCS
npoBoguTy EKT'-MOHITOPUHT [Ji CBOEYACHOT'0 BUSIBJIEHHS MOJ0BKeHHS iHTepBany QT mig Jac
OJIHOYaCHOT'0 3aCTOCYBaHHS KJIapUTPOMILIMHY 3 IMMHU IIpenapaTaMu. [1ig yac Teparmil
KJTaPUTPOMIIIMHOM CJIil CTEKUTH 3a KOHIIEHTPALiIMHU IIMX IIpPerapaTiB B CUPOBATIII KPOBI.

[Tig yac mOCTMapKETUHTOBOTO 3aCTOCYBaHHS Oy IOBIOMIEHHS PO TillOTIIiKeMiio pu
OJHOYaCHOMY 3aCTOCYBaHHi KJIapUTPOMILIMHY i fU30mipaMiny, ToMy HeoOXimHUN MOHITOPUHT PiBHSA
TJII0KO3Y KPOBi IIPX OIHOYACHOMY 3aCTOCYBaHHI I[uX 3aco0iB.

T'i0pokcux.10poxiH ma x/10POXiH

KnapuTtpowmitus ciifi 3acTocoByBaTu 3 06epekHiCTIO MallieHTaM, SIKi OTPUMYIOTh JIiKapChKi 3acobu,
1110 TOJ0BXKYI0Th iHTepBan QT, Yepe3 MOTEHIIINHY MOKJIUBICTh CIIPUUMHEHHS CepIeBOl apuTMil Ta
Cepio3HUX MOOIYHNX peakiiiii 3 60Ky CepleBO-CyOUHHOI CUCTEMH.

ITepopaavHi 2inoenikemivyHi 3acobu/iHcyniH

[Tpu ogHOYACHOMY 3aCTOCYBaHHi 3 IEBHUMM TilOTTiKeMiYHUMHU 3aco0aMu, TAaKUMU K HaTETJIiHIA i
pemarmiHif, KmapuTpoMinuH Moxe iHrioyBatu ex3um CYP3A, 1110 Moke CIPUYHHUTH TillOTIIiKEeMilo.
PekoMeHOOBaHNY PETENPHUN MOHITOPUHT PiBHS TITIOKO3H.

CYP3A-nos’sa3aHi 83aemMo0ii

OpHoYacHe 3aCTOCYBaHHS KJIapUTPOMILIMHY, BimoMoro sk iHri6iTop depmenty CYP3A, i npemapary,
110 TOJIOBHUM YMHOM MeTabonizyeTbcss CYP3A, Moxke IPU3BECTH [0 MifABUIEHHS KOHIIEHTPAIlil
OCTAHHBLOTO B I1JIa3Mi KPOBI, I110, CBOEI0 YEPT 010, MOXKE IiACUTUTH a00 MOJOBXKUTH MOT0



TepaneBTUUYHNYN eeKT i mobiuni edextu. Crig Oyt 00epeKHUMH IIPX 3aCTOCYBaHHI
KJIapUTPOMILIMHY MallieHTaM, SIKi OTPUMYIOTh Teparilo likapcbkuMmu 3acobamu - cyoctpaTamu CYP3A,
oco6muBo skio CYP3A-cy6cTpaT Ma€e By3bKUM TepaleBTUYHUH [iana3oH (Hampukiag KapbaMasermin)
i/abo ekcTeHCUBHO MeTabOJTi3yeThCsT IUM eH3UMOM. Moxke OyTu nmoTpibHa 3MiHa 03 i, SIKIIO
MOZKJIMBO, PeTeIbHUI MOHITOPUHT CUPOBATKOBUX KOHIIEHTpAIIill TiIKapChKOro 3acoly, 10 TOJIOBHUM
yuHOM MeTabomnizyeTbess CYP3A, s mallieHTiB, SKi OqHOYaCHO 3aCTOCOBYIOTh KJIaPUTPOMILIKH.

Bimomo (abo mpumyckaeThCs), M0 TaKi TiKapchKi penapaTt abo Irpymny mpenapaTtiB MeTabo0mi3yioThCs
onuHuM i TuM ke CYP3A-i3odhepMeHTOM: anblIpa3ojiaM, aCTeMi30J1, KapOaMas3elliH, IIUI0CTa307I,
IIM3aNPU, IIUKIIOCIOPKH, OU30MipaMifl, allKaJIoloqy PiXKKiB, T0BAaCTAaTUH, METUIIIIPEIHI30JI0H,
Mifa3oaM, OMeIpa3oJ, TepopalbHi aHTUKOATY/ISIHTH (Hallpukiiaf BapdaprH), aTUIOBI
aHTUIICUXOTUYHI 3aco0u (HanmpuKiaj KBeTialiH), miMo3up, xiigus, pudabytuH, cunmeHadin,
CHMBACTaTHUH, TAKpoaimMyc, TepdeHannH, TpruasosaM i BiHOIAaCTHH, aje Ie# CIIMCOK He €
noBHUM. [ToniGHMI MexaHi3M B3aeMOMii BimMiueHUN IPU 3aCTOCYBaHHiI QeHiTOIHY, Teodininy
i Bambmpoary, 1o MeTaboi3yoThCs iHIMMY i30pepMeHTaMu cucTeMu IuToxpomy P450.

Jlomimanio

OpHoYacHe 3aCTOCYBaHHS KJIapUTPOMILIMHY 3 JIOMITAIilOM IPOTHAIIOKa3aHe Yepe3 MOXKIIUBICTh
3HAQYHOTO IiIBUIIIEHHS PiBHS TpaHCcaMiHa3 (OuB. po3min «IIpoTumnoka3aHHsI»).

[IepopaavHi anmukoazyassHmu npsmoi 0ii. TlepopanbHi aHTUKOATYISIHTH IPSAMOI fil gabiratpax
Ta emoKkcabaH € cyOcTpaTaMu s edIIOKCHOTO MePeHoCHuKa P-riikonpoTeiny (Pgp).
PuBapokcabaH Ta amikcaban metabomizyoTscss CYP3A4 i Takox € cybcTpaTamu Pgp. 3acTocyBaHHS
TIepopasibHUX aHTUKOATYJISIHTIB IPSIMOI [il, Takux sK gabiraTpaH, puBapokcabaH, amikcabaH Ta
enoKcabdaH, CyMiCHO 3 KJITapUTPOMIIIMHOM BUMarae o0epexHOoCTi, 0COOIMBO M7 MallieHTiB, SKi
MaloTh BUCOKHY PHU3WK BUHUKHEHHS KpOBOTedi (OuB. po3fin «Oco0IMBOCTI 3aCTOCYBaHHS»).

Omenpason

Knaputpowmitus (500 Mr KoxkHi 8 roguH) 3acTOCOBYBanu B KoMOiHallil 3 omemnpa3onom (40 Mr Ha
no0y) Vv MOPOCIIHX 3MOPOBUX JOOPOBOJIBIIB. PiBHOBAXKHI KOHIIEHTpAITl OMenpa30iy B IIa3Mi
nipumysanucs (C,., AUC,,,, t,, migsumyBanucs Ha 30 %, 89 % i 34 % BignosigHo). [Ipu
3aCTOCYBaHHI TiJIbKYA OMeEINpPa30Jly cepefHe 3Ha4eHHs pH IIIyHKOBOr0 COKY IIPpY BUMIipIOBaHHI
MIPOTSATOM 24 TOOWH CTAHOBUJIO 5,2, IPU OAHOYACHOMY 3aCTOCYBaHHI OMeNnpa3ony 3
KJIQPUTPOMILIMHOM - 5,7.

Cundenagin, madanadin i eapoeHadin

KoxeH 3 nux iHribiTopiB dhocdomiectepasu MeTabomi3yeTbes (MpUHAKMHI YaCTKOBO) 3@ Y4acCTIO
CYP3A, a CYP3A moxe iHribyBaTHCST OMHOYACHO MPUAHSATHM KIaPUTPOMIITUHOM. OqHOYACHUH
IPUIOM KJIapUTPOMILMHY 3 cunpmeHadinoM, Taganadinom abo BapaeHadiiom Moxke MPU3BOTUTH [I0
30inmbIneHHs eKcro3ultlil inribiTopa docdomiecrepasu, TOMy CIIifi pO3rIsgaTH MUTAHHS MIPO 3HUKEHHS
no3u cunpeHadiny, Taganadiny abo BapmeHadiny.

Teodpinin, kapbama3seniH

PesynvpraTy KIIiHIYHUX OOCIIIIXKEHD [TI0Ka3aiy, 1[0 iICHye He3HAayHe, ajle CTaTUCTUYHO 3Havylle
(p=<0,05) 30inbIIeHHS KOHIIEHTPAllil TeodiniHy abo kapbaMa3emiHy B Ja3Mi KpOBi IpHu 1x
OJHOYaCHOMY 3aCTOCYBaHHI 3 KJIapUTPOMILIMHOM.



ToamepoOduH

TonteponuH roloBHUM YMHOM MeTabomnizyeTscst 2D6-i30dopmoro nutoxpomy P450 (CYP2D6). OnHak
y nomynsil nauienTiB 6e3 CYP2D6 meTtabomniam BigOyBaeThcsa yepe3 CYP3A. V wiit monymsiil
npurHidveHHs: CYP3A npu3BOAuUTh 40 3HAYHOTO MigBUIIEHHS IIJTa3MOBUX KOHI[EHTpALllill TOJITEPONUHY.
Y Takux malieHTiB 3HUKEHHS 003U TOJITEPONUHY MOXke OyTH HeoOXiIHUM IIpu HOoro 3aCTOCYBaHH] 3
inriitopamu CYP3A, TakKuMHU SIK KJITaPUTPOMILIKH.

TpuasoabeHsodiazeniHu (Hanpukaad anaenpasoaam, Midazoaam, mpuasonam)

[Tpu 3acTocyBaHHiI Miga3onamMy 3 TabneTkaMu KnaputpominuHy (500 Mr 2 pa3u Ha mo6y)

AUC mina3onamy 306inbiryBanacs y 2,7 pasa micnis BHYTPIiIIHbOBEHHOT'0 BBe[IeHHS Mifa3onamy. [1pu
BHYTPIIIHLOBEHHOMY 3aCTOCYBaHHI Mifla301aMy 3 KJIapUTPOMILIMHOM CJIifi IPOBOOUTH PETEIbHUN
MOHITOPHUHT CTaHy Nalli€HTa [AJIs CBOEYaCHOTO KOPUTYBaHHS A03U. [Ipy OPOMYyKO3HOMY IIISXY
BBe[leHHA Mifla30J1aMy, [IpU AKOMY IIpeCUCTeMHa eJliMiHalig IpernapaTy Moxe BUKJII0YaTUCH,
MOBipHillle, Oyme criocTepiraTucs B3aEMOMIis Ha 3pa30K Ti€l, 110 CIIOCTEPIraeThCs MpU
BHYTPIIITHEOBEHHOMY BBEIE€HHI Mifja3ojiamMy, a He Ipu IepopanbHOMy. CIIii JOTPUMYyBaTUCS TaKUX
caMux 3armobixKHUX 3aX0MiB IIPU 3aCTOCYBaHHI iHIMMX 6eH30/ia3emniHiB, ki MeTabomi3yioThcst CYP3A,
BKJTIOYAIOYX TPHA30j1aM i anmbrpal3onaM. [ 6eH3omia3enidi, exiMiHallisa SKUX He 3aIeKUTh Bif
CYP3A (Tema3emnaM, HiTpa3emnam, jiopa3enaM), PO3BUTOK KJIiHIYHO 3HAYYII0] B3aEMOfil 3
KJIapUTPOMIIIMHOM MaJIOUMOBIpHUH.

€ nmocTMapKeTHUHTOBI IIOBIIOMJIEHHS PO JIiIKAPChKY B3a€EMOIi0 i PO3BUTOK IMOOIYHUX SIBUI 3 OOKY
IIeHTpaIbHOI HEPBOBO1 CUCTEMH (TaKi SIK COHJIUBICTH i CIIyTaHICTh CBiIOMOCTI) IpX OMHOYaCHOMY
3aCTOCYBaHHI KIapuTPOMILIMHY i Tpra3onaMy. CIlifi CoCTepiraTy 3a MaliEHTOM, BPaXOBYIOUYH
MOKJIMBe 30inbieHHsa GpapMakosoriynux edekrTiB 3 60oky L[THC.

THwi s8udu 83aemo0ill

KoaxiyuH

Konxinusn € cy6ctpaTom CYP3A i ediokcHOTO IepeHoCHUKa - P-riikonporeiny (Pgp). Bimomo, 110
KJIApUTPOMILIMH Ta iHIm Makpomigu MoxyTh npurnivysatu CYP3A i Pgp. [Ipu ogHOYacHOMY
3aCTOCYBaHHI KJIapUTPOMILKUHY 1 KOIXIUHY NpurHiyeHHs Pgp i/abo CYP3A knaputpominuHOM
MOXKe NIPU3BECTU OO MigBUIINEHHS eKCIO3UIlil KonXinuHy. OmHOYacHe 3aCTOCYBaHHS KIapUTPOMIIUHY
i KonxinuHy npoTunokalaxe (quB. po3minu «IIpoTunokalaHHsa», «OCcOOIUBOCTI 3aCTOCYBaHHS»).

Hu2oKkcuH

IUTOKCHH BBaXKa€eThCsl cCyOCcTpaTOM e(dIIIOKCHOTO IIepeHOoCHMKa - P-rikonpoTeiny (Pgp). Bigomo, 1m0
KJIQPATPOMILWH MOXKe IpurHivysatu Pgp. IIpu ogHOYacHOMY 3aCTOCYBaHHI KIIapUTPOMILUHY 1
OUTOKCUHY NPUTHIYeHHS Pgp KIapuTPOMIIIMHOM MOXKEe ITPU3BECTH [0 MiIBUIIEHHS €KCII03UIIil
OUroKCcHHYy. ITig yac mOCTMapKEeTUHTOBOT'O CIIOCTEPEXKEHHS MOBIAOMIISANIOCS PO MiABUIIEHHS
KOHIIEHTpAllil AUTOKCUHY B CHPOBATIIi KPOBi MMalli€eHTiB, AKi 3aCTOCOBYBa/IM KIapATPOMILIMH Pa3oM 3
OUTOKCUHOM. Y [esKUX MalliEeHTiB PO3BUHYJIUCSA O3HAKU JUTITATiCHOI TOKCUYHOCTI, y TOMY YHCIIi
TIOTEHIIINHO JieTanbHi apuTMmii. Citig peTenbHO KOHTPOJIOBAaTH KOHIIEHTpPALlii AUTOKCUHY B CUPOBATII
KPOBI MaLli€HTIB IIPU MOTr0 OHHOYACHOMY 3aCTOCYBaHHI 3 KJIaPUTPOMIIIUHOM.

3udosyduH

OpHoYacHe nepopanbHe 3aCTOCYBaHHS TablIeTOK KIapuTPOMiLMHY i 3upoByauny y BiJl-iHdpikoBanumX
LNOPOCTIUX MallieHTiB MOXe CIPUYUHATYA 3HUXKEHHS DIBHOBaXKHUX KOHIIEHTPALM 3UIOBYIUHY B



cupoBaTli KpoBi. OCKiNbKY KJIaPUTPOMILIMH MOXKe IepelKoakaTy adcopOIlil mepopanbHOT0
3UOOBYLUHY IIpY OOGHOYACHOMY IIPUIOMI, IIbOT0 3HAYHOI0 MipOI0 MOXKHA YHUKHYTH IUIIXOM
OOTpUMaHHA 4-TOOUHHOTO iHTepBaly MiX IpUUOMaMU KIIapUTPOMIIUHY 1 3ufoByouHy. IIpo Taky
B3A€EMOJIiI0 IIPU 3aCTOCYBaHHI CyCIeH3ii KITapuTPOMIIIMHY Ta 3UI0BYOUHY abo nupmeokciino3uny BIJI-
iH(iKOBaHUM [IiTSIM He MOBIOMIIANOCA. Taka B3aEMOfis MaJIOMMOBIpHa y pa3i 3aCTOCyBaHHS
KJIapUTPOMILIMHY ¥ BUTJIAMI BHYTPIIIHbOBEHHOI iHQY3il.

®eHimoiH ma sasbnpoam

Bynu corTaHHi abo ony6sikoBaHi oBimoMIeHHS PO B3aeMopito inribitopis CYP3A, BKIoYamun
KJIapUTPOMIlIMH, 3 JIiKapChbKUMH 3aco0aMu, sIKi He BBaXKalOThCs TaKUMH, 1110 MeTabomi3yioTbcst CYP3A
(Hanpukaz QeHiTOIH Ta BaiblIpoaT). PeKOMeHIyeThCSA BU3HAUEHHS PiBHIB IIUX JTiKapChKUX 3aC00iB y
CHPOBATIi KPOBi IIPX ONHOYACHOMY IPU3HAUYEHHI 1X 3 KJIapUTPOMilMHOM. [10BigoMIIsAIOCS IPO
IiABUIIEHHS 1X PiBHIB Yy CHPOBATILi KPOBI.

[1806iYHO cNPAMOBAHI AiKapcbki 83aemo0ii

AmasaHasip

OpHouacHe 3acTocyBaHHSA KiaputpoMminuny (500 Mr fgBidi Ha geHb) 3 aTa3a”aBipoM (400 Mr oguH pas
Ha JIeHb), 5Ki € cyOcTpaTamu Ta inuribiTopamu CYP3A, mpu3Boauno g0 30i/bllIeHHs €KCIIO3UIIil
KJIapUTPOMILIMHY ¥ 2 pa3u Ta 3MeHIIeHHs ekcno3utlil 14-OH-knaputpominuny Ha 70 % 31
36inbmenHsM AUC aTasaHaBipy Ha 28 %. OCKiNbKY KIapUTPOMIIIMH Ma€ UIMPOKUY TepaleBTUYHUN
Miama3oH, HeMa€e HeoOXiMHOCTI y 3HUKEHH] 103U [IJ1g NallieHTiB 3 HOpMaibHOI0 (QYHKIIi€I0 HUPOK.
o3y KnapuTpoMinuHy HeoOXifmHO 3MeHIIUTH Ha 50 % A mallieHTiB 3 KJIipeHCOM KpeaTuHiHy

30-60 mn/xB i Ha 75 % mOJIs MAIi€HTIB 3 KIipeHCcoM KpeaTuHiHy <30 MII/XB, BAKOPHUCTOBYIOUH
BigIOBiAHY OpMy BUNYCKY KIapUTpoMiuuHy. [03u Ki1apuTpoMinuuHy, Buili Hixk 1000 Mr Ha feHb, He
CJIifT 3aCTOCOBYBATU pa30M 3 iHTiGiTOpamMu MpoTeasHu.

Baokamopu Kaavuiegux KaHanis

Yepe3 pU3UK apTepiaibHOI TinoTeH3il 3 00epeKHICTIO CIifl 3aCTOCOBYBATH KIIaPUTPOMIIIMH
OJHOYaCHO 3 6JI0KaTOpaMu KaJbI[ieBUX KaHauiB, 1m0 MeTabonizyioTbcss CYP3A4 (TakuMU SK
Bepanamis, aMmJIoauIid, funtiazeM). [Ipu B3aeMofil MOKYTh IMiABUINYBATUCS KOHIIEHTpAaIlil B Myia3Mi
SIK KJIapUTPOMIIIUHY, TaK i 0710KaTOPiB KaJbI[iEBUX KaHaiB. Y MAaIli€HTIB, III0 OTPUMYyBaIl
KJIapUTPOMILIMH i Bepamamisl 0fHOYacHO, CIIOCTepiranucs apTepianbHa rinoteHsis, 6pagiapuTmii Ta
JIaKTOALUA03.

ImpakoHason

Knaputpowminus Ta iTpakoHa30:1 € cyocTpaTtamu Ta inribitopamu CYP3A, B 3B’S13Ky 3 YUM
KJIQPATPOMILIMH MOXKe IiABUIIYBATU PiBHI iTpaKOHA30J1y B IJIa3Mi KPOBi Ta HaBnaku. [Ipu
3aCTOCYBaHHi iTpPaKOHA30/1y OMHOYACHO 3 KJIAaPUTPOMIIIMHOM IallieHTH IOBUHHI epebyBaTH Iif
IUIBHUM HaTJIAIOM [JIs1 BUSIBJIEHHS O3HAK YU CUMIITOMIB IiicU/IeHOT0 a00 IIPOJIOHT0BaHOT'0
(hapMakoI0TiuHOTO ePEKTY.

CaksiHasip

OpHoYacHe 3acTOoCyBaHHS KiapuTtpoMinuHy (500 Mr [Bidi Ha geHb) i cakBiHaBipy (M'SIKi KeJTaTUHOBI
karcynu, 1200 mMr Tpudi Ha feHb), 5Ki € cy0cTpaTaMu Ta iHribiTopamu CYP3A, v 12 3m0poBux
no6poBobLiB Tpu3BoAuio o 30inpurenHss AUC piBHOBaxHOTO cTaHy i C,,, cakBiHaBipy Ha 177 % i
187 % B IOPiBHSAHHI 3 TUMU XK ITIOKa3HUKaMH, K1 CIIOCTEPIraaucs IIpyu 3aCTOCYBaHHI TiIbKU



caksinaBipy. [Tpu 1iboMmy AUC Ta Cmgx KJTapUTPOMIIIMHY 306inburyBanuch npubnu3no Ha 40 %

IIOPiBHSHO i3 3aCTOCYBAHHIM TiJIbKK KilapuTpoMiluuy. HeMae He0OXiTHOCTI B KOPUTYBaHHi
o3, K10 06uaBa JTiKapChKi 3ac00U 3aCTOCOBYIOTH OQHOYACHO ITPOTITOM 00MeKeHOT0
IIPOMIXKKY 4acCy y AOCHiAKEeHUX A03ax/IiKapChbKux ¢popmax. Pe3ynbTaTé JOCTigXKEeHHS
JIIKapChKOl B3aEMOII i3 3aCTOCYBaHHAM M’ SIKUX XK€eJIaTUHOBUX KaIlCyJI MOXKYTh He
BigmoBimaTu edekTaM, SIKi CIIOCTEPIiraloThCs IPHU 3aCTOCYBaHHI CaKBiHaBipy y hopMi TBepAux
JKeJIaTUHOBUX KalCyJl. Pe3ynbTaTl HOCTigXKEHHS JTiKapChKOi B3aEMOII i3 3aCTOCYBaHHIM
JIUIle CaKBiHaBipy MOXKYTh He BIIIOBigaTH eeKkTam, SKi CIIOCTEPIraloThCS IIPU Teparil
cakBiHaBipoM/puToHaBipoM. Koju cakBiHaBip 3aCTOCOBYIOTh pa30M i3 pUTOHABIPOM,
HeoOXigHO BpaxOByBaTU MOXKJIUBI e(eKTH PUTOHABIPy Ha KIapUTPOMIIMH (IUB. BUIIE).

Kopmukocmepoiou

Cnip goTpuMyBaTuCcs 00epeKHOCTI IPU OAHOYACHOMY 3aCTOCYBaHHI KJIApUTPOMIIIUHY 3
KOPTHUKOCTEPOIgaMu [AJi CUCTEMHOT0 a0o iHrangaIiiHOT0 3aCTOCYBaHHS, IKi IepeBaXKHO
meTabonisytoTecs CYP3A, yepes noTeHIifiHe 30iIbIIeHHST CUCTEMHOTO BIUIMBY KOPTUKOCTEPOIMiB. ¥
pasi omHOYaCHOT0 3aCTOCYBAHHS IalliEHTH IOBUHHI mepe0yBaTH IIif peTelIbHUM HATJISIO0M IS
BUSIBJIEHHS MOOIYHUX pPeakIliii CHCTEMHUX KOPTHUKOCTEPOI/iB.

Oco6 1ueocmi 3acmocyeaHHsi.

3acTocyBaHHSA Oyab-9KOl aHTUMIKPOOHOI Tepamil, B T. 4. KJIADUTPOMIIUHY, OIS JTiIKyBaHHS iHeKIIil
H. pylori MoXe TIPU3BECTH OO0 BUHUKHEHHS MiKPOOHOI PE3UCTEHTHOCTI.

KnapuTpoMillH He CJIif Mpu3HayaTH BariTHUM 0e3 peTelbHOl OIiHKY CIIiBBiTHOIIEHHS
KOPUCTBH/PU3UK, 0COONMKUBO Y | TPUMECTPi BaTriTHOCTI.

TpuBasie 3aCTOCyBaHHS KIaPUTPOMIIIUHY, 5K i iHIIUX aHTUOIOTHKIB, MOXKEe CIIPUYMHSITH HaAMipHUN
picT HeuyTnuBuX 6akTepiit i rpubis. [Ipu BUHMKHEHH] cynepiHdeKii ciif moyaTy BifmoBinHy
Teparito.

3 00epekHICTIO CITiT 3aCTOCOBYBATH IIperapar MallieHTaM i3 TSKKO0I HUPKOBOIO HEJOCTATHICTIO.

[Tig yac 3acTOCyBaHHS KIapUTPOMIIMHY IOBIIOMIISAIOCS PO MOPYIIeHHS (QYHKIIIl TeYiHKH,
BKJIIOYAIOYH MiIBUILIEHUY PiBeHb NeYiHKOBUX (EPMEHTIB, i IPO renaTonenonsapauii Ta/abo
XOJIeCTAaTUYHUY T'elaTUT 3 XKOBTSHHUIEI0 abo 6e3 Hel. Lle mopyieHHs QyHKIIII Me4iHKY Moxke OyTH
TS2KKOT'O CTYIIeHS, Ta 3a3BU4all BOHO 000pOTHE. B mesgkux BUMaKax MOBIIOMIISLIOCS IIPO IIE€YiHKOBY
HeLOCTaTHICTh 3 JIeTaJlbHUM HaCJIiIKOM, Ka B OCHOBHOMY OyJla acolilioBaHa 3 CEpPHO3HUMU
OCHOBHUMM XBOpoOaMu Ta/ab0 CymyTHIM MefUKaMeHTO3HUM JIiKyBaHHAM. HeoOxigHO HeranHo
IPUNUHUTY 3aCTOCYBaHHS KJIapPUTPOMIIIMHY IPU BUHUKHEHH] TaKUX O3HAK i CUMIITOMIB renaTury, K
AQHOPEKCisl, XKOBTSHUIS, TIOTEMHIHHS cedi, cBep0ixk a00 YYTIIUBICTh Y HiNIAHIIL XKUBOTA.

[Tpo po3BUTOK IICeBHOMEeMOPAHO3HOI'0 KOJIiTy Bifl TOMIPHOTO [I0 3arPOXKYI0YOT0 KUTTIO CTYIIEHS
TSI2KKOCTI TTIOBigOMIISITIOCS] TTPX 3aCTOCYBAHHI MPAaKTUYHO BCiX aHTHOAKTepialbHUX MTpernaparis, y TOMY
ypcIti MakpoimiB. ITpo po3BuToK miapei, cupuurHenoi Clostridium difficile (CDAD), Bim nierkoro
CTYIIEHS TSKKOCTI [0 KOJIITY 3 JIeTaJIbHUM HACIiAKOM, IIOBIZOMJISITIOCS IPU 3aCTOCYBaHHI IPAKTUYHO
BCiX aHTHOAKTEpiaTbHUX IIPenapaTiB, Y TOMY YKCIIi KinapuTpoMinuHy. Teparnis aHTrOaKTepiaTbHUMU
IIpernapaTaMy [IOPYIIye HOPMaJIbHY MiKpoGhIopy KUIIEYHUKY, 1[0 MOXKe IIPU3BECTU [0 HaJMipHOTO
pocty C. difficile. Crip 3aBXau maM'sTaTH PO MOKIIUBICTb PO3BUTKY Miapei, CIPUYUHEHOI



Clostridium difficile, y Bcix maIiieHTiB 3 miapeero micis 3aCTOCYBaHHS aHTHOIOTHKIB. HeoOXigHO
peTenbHO 3i0paTé aHaMHe3, OCKIIbKY IIPO PO3BUTOK miapei, cupuuuneHnoi Clostridium difficile,
TIOBIIOMIISITIOCS Yepe3 2 MicsIli micis 3acToCyBaHHSI aHTUOAKTepialbHUX ITpenaparTis.

KnapuTpomiliuH BUBOAUTHCS TOJIOBHUM YMHOM Yepe3 meuinky. ToMy ciif 6yTu 00epeXHUM IIpu
3aCTOCyBaHHI IpernapaTy nalieHTaM i3 mopyieHHIM QYHKIIil Te4iHKH, a TaKOXK IallieHTaM 3
IIOMIPHOIO Ta TSAKKOI HUPKOBOIO HEOCTATHICTIO.

KosaxiuuH

[ToBimOMIISANIOCS TIPO PO3BUTOK KOJIXIIIMHOBOI TOKCUYHOCTI (Y TOMY YMCIIi 3 JIeTaTbHUM HaCIiIKOM)
IIPY ONHOYACHOMY 3aCTOCYBaHHI KJIaDUTPOMILMHY i KOJIXII[MHY, 0COOIMBO y Malli€HTiB JIITHHOTO BiKy,
y TOMY YHCITi Ha TJIi HUPKOBOI HEJOCTATHOCTI (OuB. po3min «B3aeMomisa 3 IHIIUMU JTIIKapCbKUMU
3acobaMu Ta iHII BUOM B3aeEMOMiK»). OMHOYACHE 3aCTOCYBAHHS KJIAPUTPOMILMHY 3 KOJIXIIIMHOM
IPOTHUIIOKa3aHe (OuB. po3min «IIpoTUIOKa3aHHSI»).

3 00epeKHICTIO CITiT 3aCTOCOBYBATH OJHOYACHO KIAPUTPOMIIIMH Ta TPHa300eH30dia3emminy, Taki SK
TpUa30JiaM, BHYTPILTHbOBEHHUH a60 OPOMYKO3HUH Miga3oj1aM (OuB. po3ain «B3aeMofisa 3 iHIIUMU
JiKapChbKUMU 3aco0aMu Ta iHIIi BUAW B3a€MOIiii»).

ITodoeocennsa inmepaany QT

[TomoB:KeHHS cepleBol pemnosgpu3aliil Ta iHTepsany QT, 110 CBigYUTH PO PU3UK PO3BUTKY CEPIIEBOI
aputMii Ta torsades de pointes, criocTepiranocs npu JiKyBaHHI MaKpOJIifilaMy, BKIII04a4u
KJIapUTPOMILMH (OUB. po3min «[To6iuHi peakiiii»). 3 ormsamy Ha Te, 1[0 HUKYe3a3HaUeHi CUTyaIrii
MOKYTb IPU3BECTH [0 MiOBUIIEHOT0 PU3UKY IIIYHOYKOBUX apUTMil (BKmodaiouu torsades de
pointes), KIIapUTPOMIIMH CITiff 3 00€PEXKHICTIO 3aCTOCOBYBATH HUXYe3a3HAYEHUM rpymnaM
ITAlli€HTiB.

[NaieHTH 3 ilIeMiyHOI0 XBOPOOOIO Ceplisi, TIKKOI0 CEPIIEBOI0 HEJOCTATHICTIO, TOPYIIEHHIMHU
POBiAHOCTI ab0 KITiHIYHO 3HAYYII0I0 OpaguKapIi€eto.

[NalieHTH 3 MOPYIIEHHSIMU €JIeKTPOJIITHOTO OanaHCy, TaKUMU K TinoMarHiemis. Knmaputpominux
He MOXKHa 3aCTOCOBYBATHU MallieHTaM 3 TilmokamieMi€io (OuB. po3ain «IIpoTunoka3aHHI»).

[TarrieHTH, SIKi OQHOYACHO MPUKUMAIOTh iHIII IpenapaTH, 10 aCOLil0I0ThCA 3 MOJOBXKEHHIM
intepBany QT (guB. po3gin «B3aeMopis 3 iHIMMME TiKapChKUMU 3aco0aMu Ta iHIII BUOW B3AEMOTIN»).

OpHOoYacHe 3aCTOCYBaHHS KJIaPUTPOMILIMHY 3 aCTEMI30JI0M, [IU3alpUAOM, IIMO3UAOM i
TepdheHaguHOM IPOTUIIOKa3aHe (IuB. po3Min «[IpoTuoKa3aHHsI»).

Knaputpomilua He MOXKHa 3aCTOCOBYBATH IallieHTaM 3 BPO[XKeHUM ab0 BCTAaHOBIIEHUM HaOyTUM
nofmoBxKeHHAM iHTepBany QT abo 3i MITYyHOYKOBOIO apUTMi€l0 B aHaMHe3i (IKUB. pO3Min
«ITpoTUNOKa3aHHI»).

ITHesMOHI A

3 Ornsfy Ha Te, 110 PO3BUBAETHCS PE3UCTEHTHICTh Streptococcus pneumoniae 0o MakpOJIifiB,
BazKJIMBO IIPOBOJUTY TECT Ha YyTJIMBICTh IIPU IPU3HAUYEHH] KJIaPUTPOMILUHY A1 JIIKyBaHHS
HEeTroCIiTasbHOI ITHEBMOHII. ¥ pa3i rocmitaibHOi THEBMOHII KJTAPUTPOMIIIMH TOTPIOHO 3aCTOCOBYBATH
y KoMOiHallil 3 iHIIMMY BiiMTOBiTHUMY aHTUOIOTMKAMH.



IHpexuil wKipu ma m’AKuX MKaHUH 8i0 1e2k020 00 NOMIPHO20 CMyneHA

i indexkril HaltvacTile cupuYrHeHi MikpoopraHizmamu Staphylococcus aureus Ta Streptococcus
pyogenes, KOXeH 3 IKAX MoXe OyTH pe3UCTEHTHUM 10 MaKpoifiB. ToMy BaXK/IMBO IPOBOJUTHU TECT
Ha YYTJIUBICTh. Y pa3i Konu HEMOKIIUBO 3aCTOCYBaTH 6eTa-maKTaMHi aHTUOIOTUKY (HaPUKJIIa IpK
arneprii), SIK mpernapaTy Mepioro BuOOpy MOzKHa 3aCTOCOBYBATH iHII aHTHOIOTUKY, TaKi SK
KiiHgaMminuH. Ha ey yac MaKpoJligy BifirpaioTh pOJIb TiABKY Y JIIKyBaHHI AeIKUX iHQEeKIil WKIipu Ta
M'SIKUX TKaHUH (Hampukniap iHdexkmid, cupuunHerux Corynebacterium minutissimum, acne
vulgaris, 6e1IMX0BOT0 3anajgeHHs) Ta Y CUTyalligX, KOJIX He MOXKHa 3aCTOCOBYBATH MEHILIUTIHMY.

Y pa3i po3BUTKY TAKKUX TOCTPUX peakllill Tinep4yyTaAuBOCTi, TAaKUX SIK aHadinakcisg, CAHIPOM
CriBeHca - [I’)KOHCOHA, TOKCUYHUH emigepManbauil Hekpoi3, DRESS, xBopo6a Illenneiina - I'eHoxa,
Tepallilo KJIapuTPOMIIIMHOM CIIil HeraiHo NPUIMHUTY Ta 0pa3y XK PO3I0YaTy BiANOBifHE JIIKyBaHHS.

Knaputpowmiiua noTpibHO 3aCTOCOBYBaTH 3 00€PEKHICTIO IIPY OOHOYACHOMY IIpH3HaYeHH] 3
ingykTopamu ¢pepmenty uutoxpomy CYP3A4 (nus. po3min «B3aeMopis 3 iHIMMMEU TiKapChbKUMUI
3aco0aMu Ta iHIII BUOU B3aEMOMINA»).

Crnip 3BepHYTH yBary Ha MOXKJIMBICTh ITepeXPECHOl PE3UCTEHTHOCTI MiXK KIapUTPOMIIMHOM i iHIMTNMU
MaKpoJiflaMy, a TaKOXK JIIHKOMIIIMHOM 1 KITiIHAaMIiLIMHOM.

IHz2i6imopu I'me-KoA-pedykmasu (cmamuHu)

OpHOYacHe 3aCTOCYBaHHS KJIaPUTPOMILIMHY 3 JI0BAaCTAaTUHOM ab0 CUMBACTaTUHOM IIPOTUIIOKA3aHe
(muB. po3min «IIpoTunoka3anHs»). Ciig 3 00epexKHiCTIO TPU3HAYATH KIAPUTPOMIIIUH OMHOYACHO 3
iHmuMu ctaTuHaMu. [10BimOMIAIOCS IIPO PO3BUTOK pabooMioi3y y MallieHTiB TPy 0OJHOYAaCHOMY
3aCTOCyBaHHI KJIapUTPOMIIUHY i cTaTuHIB. HeoOXifHMWII MOHITOPUHT CTaHy Malli€HTiB L0J0
BUSIBIIEHHS O3HAaK i CAMIITOMIB Mionartii. B cuTyalisx, Kol 0OgHOYaCHOTO 3aCTOCYBaHHS
KJIapUTPOMIIIMHY 3i CTaTUHAMU YHUKHYTU HEMOXKJIMBO, PEKOMEHAYETHCS MPU3HAYaTH HalMEHIIY
3apeeCTPOBaHy 03y CTAaTUHY. MOXKIMBe 3aCTOCYBaHHS CTAaTUHY, SKUM He 3a/IeKUTh Bil MeTaboIi3aMy
CYP3A (manpukinap ¢rnyBactaTury) (muB. «B3aemopmisi 3 iHIMMMU MiKapCchbKUMU 3aco0aMy Ta iHIII BUOU
B3aEMOJIiN»).

ITepopaavHi 2ino2nikemiyHi 3acobu/ iHCYyAiH

OpHoYacHe 3aCTOCYBaHHS KJIaPUTPOMILIMHY Ta IepOopasibHUX TiMoriikKeMiyHuX 3aco0iB (TakKuX K
TIOXi[IHI Cyb(OHIICeY0BUHM) Ta/abo iHCYIiHY MOXKe CIPUYMHATH BUPaXKeHY TiloriikeMmiio.
PexoMeH0OBaHUY peTEILHUN MOHITOPUHT PiBHSA TJIIOKO3M.

IlepopaavHi aHmukoaz2yasaHmu

[Ipu ogHOYACHOMY 3aCTOCYBaHHI KJIapUTPOMILIMHY 3 BaphapruHOM iCHY€E PU3UK BUHUKHEHHS
Cepio3HOl KPOBOTEUi, 3HAUHOTO IigBUIIIeHHS MoKa3HuKa MHC (MixkHapomHe HOpMasi3oBaHe
CITiBBiIHOIIIEHHS) Ta MPOTPOMOiHOBOTO Yacy. [[0KM MalliEeHTH OTPUMYIOTh ODHOYACHO KIIapPUTPOMIIIUH
Ta NepopasbHi aHTUKOATYISHTH, IOTPiOHO YaCTO KOHTPOJIIOBATU noka3Huk MHC Ta
npoTpoMOiHOBHUI Yac.

Cnip 6yTr 06epeXHUM IIPU OOHOYACHOMY 3aCTOCYBaHHI KJIapUTPOMIIIMHY 3 IepOpabHUMHI
aHTHUKOATYJITHTaMU IIPSAMOI Oil, TakKuMU gK gabiratpaH, puBapokcabaH, amikcabaH Ta efokca0daH,
0C00/MBO Mali€HTaM i3 BUCOKUM PHU3UKOM KPOBOTEUi (OuB. PO3ALIT «B3aemopis 3 iHIIuMu
JMiKapChbKUMU 3aco0aMy Ta iHIII BUOU B3AEMOIIl»).



3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
BaeimHicmb

Besneka 3acToCyBaHHS KJIapUTPOMILIMHY y IIepiof BariTHOCTI Ta TOOyBaHHS I'PYANI0 HE BCTAHOBIIEHA.
3BaxKawyy Ha pe3y/ibTaTd IPOBedeHUX OOCIiAKeHb Ha TBapuHaX Ta JOCBi 3aCTOCYyBaHHS JIIOOSAM,
IIKiJTMBUY BIUIMB Ha PO3BUTOK eMOpioHa i Iyiofa He Moxe OyTy BUKIIoUeHuH. [leski o0cepBauiniHi
MOCTiIKEHHS, B IKUX OIIHIOBABCS BIIJIMB KiapuTpoMiiuny y I a6o II TpumecTpi BariTHOCTI,
BCTAQHOBUJIU IiABUIIIEHUN PU3UK HEBUHOLIYBAHHS BariTHOCTI IIOPiBHSHO 3 BiACYTHICTIO
aHTubakKTepiaabHOI Teparii abo 3 BUKOPUCTAHHAM iHIIKWX aHTHOaKTepialbHUX 3ac00iB y 1€l caMui
nepion. [JoCTyIHI enigeMioioriyHi 4OCTIAXKEeHHS PU3UKY BUHUKHEHHS BPOIXKEHUX BaJl PO3BUTKY IIpU
3aCTOCYBaHHI MaKpOJIifiiB BKJIIOYHO 3 KJIAPUTPOMILIMHOM Y [1epiof BariTHOCTI IT0Ka3ajlu CyllepedsinBi
pe3ynbTaTd. KiaputpoMilue He CItifg 3aCTOCOBYBATH Y Iepiof BariTHOCTI 663 peTenbHOI OIliHKU
CIiBBIOHOIIEHHS KOPUCTh/PUIUK.

I'odyeaHHA 2py00to

KnapuTpoMminuH BULINISAETECA B ITPYIHE MOJIOKO JIIOOUHY Y MaJIUX KiIbKOCTAX. Byso mifgpaxoBaHo, 110
HEMOBJIS, sikKe epe0yBa€e BUKIIOYHO Ha TPYAHOMY BUTONOBYBaHHi, oTpuMye 61u3bK0 1,7 %
MaTepPUHCHKOI J03U KJIAPUTPOMIIIMHY, CKOPUTOBaHOI 3 ypaXyBaHHSIM MacH Tijla MaTepi.

Besneka 3acTOCyBaHHS KJIapUTPOMILIMHY y Iepiof rogyBaHHS Ipyanio He Oyia BCTaHOBJIEHA.

30amuicmb eniueamu Ha weudKicmb peakuii npu kepysaHHi asmompaHcnopmom abo pobomi 3
[HWUMU MexaHizMamu.

Hani nmpo BrnuB BigcyTHi. OfHaK IpU KepyBaHHI aBTOTPaHCIOPTOM ab0 po0oTi 3 iHImuMuU
MeXaHi3MaMu CJIifl 3BaXKaTy Ha MOXKJIMBe BUHUKHEHHS IMOOIYHUX peakili 3 00Ky HePBOBOI CUCTEMH,
TaKUX K CyJOMH, 3allaMOPOYEHHS, BEPTUTO, TaIOLKHALlll, CIJIyTaHICTh CBIIOMOCTI, Je30pieHTallis Ta
iH.

Cnocid 3acmocyeaHHsi ma do3u.

PekxoMeH0BaHa 403a KJIapUTPOMIIIMHY A1 AOPOCINX Ta AiTel BiKOM Bif 12 POKiB CTaHOBUTH
250 Mr (3aCTOCOBYIOTH IpPeNlapaT KJIapUTPOMILIMHY Y BiANOBITHOMY J03yBaHHI) KOXKHi 12
ropuH. [1pu 6inblI TSXKUX iHOEKINAX fo3y MoxkHa 36inpmuTu 1o 500 mr (1 TabneTka) KOXHi
12 roguH. 3BU4aiiHa TPUBAJIICTH JIIKyBaHHS 3aJIEKUTH Bifj CTyIEeHS TAXKKOCTI iH(QIKyBaHHSA Ta
CTAHOBUTH Bif 6 mo 14 mHIB.

KilapuTpOMILIMH MOXKHa 3aCTOCOBYBATH HE3aJIEZKHO Biff MPUHOMY iXKi, OCKiNTbKY 1Ka He BIJINBAE Ha
6i0IOCTYIIHICTh KJTAPUTPOMIIIUHY.

JIiKysaHHA 000HMO2eHHUX iHpeKUil.

PexomeHpoBaHa f03a cTaHOBUTH 250 MT (3aCTOCOBYIOTH IIpeiapaTé KIapUTPOMINUHY Y
BiIIOBIIHOMY JO3yBaHHI) KOXKHi 12 TOOUH IPOTATOM 5 OHIB.



3acmocysaHHA nauieHmam i3 MikobakmepiaabHoo iHpeKuiero.

[ToyaTKoOBa f03a A7 HOPOCauX cTaHOBUTH 500 MI OBa pa3u Ha OeHb. AKIo TpoTIroM 3-4 THUKHIB
JIiKyBaHHS HE CIIOCTEPiraeThCs MOKpPaIeHHs KIiHIYHNX 03HaK a00 6aKTepionoriyHnX MOKa3HUKIB,
[03a KIapuUTPOMiLMHYy Moxke OyTu migBuileHa 1o 1000 Mr mBa pa3u Ha [IEHb.

JIikyBaHHS OuceMiHOBaHUX iH(EKIIiN, CipuYnHeHuX Mycobacterium avium complex (MAK), y
xBopux Ha CHIJI mpomoBXKY€EThCST CTiMbKY, CKiIbKYM TPUBA€E KIiHiYHa Ta Mikpobioymoriuna
e(eKTUBHICTh ITpemnapary, 0 Ma€ MeIu4YHe MiATBepAXKeHHI. KIapuTpoMilliH MOXKHa
3aCTOCOBYBaTH y KOMIIJIEKCi 3 iHITMMHU aHTUMiKOOaKTepiaJTbHUMU 3aco0aMu.

Epaodukauisa H. pylori y nauieHmia i3 supaskoiw 08aHaduyamunaaoi Kuwku (0opoci).

[TorpiiiHa Tepamis (7-10 OHiB)

Knapurpowminus (500 Mr) mBa pa3u Ha [eHb CJIif 3aCTOCOBYBaTH pa3oM 3 amokcuimiainoM 1000 mr
[Ba pa3u Ha OeHb Ta oMempa3010M 20 MT Ha [eHb YIpomoBxk 7-10 gHiB.

[ToTpiitHa Tepamis (10 OHiB)
Knaputpowminus (500 Mr) gBa pa3u Ha OeHb, TaH301pa30y1 30 MT ABa pa3u Ha OeHb Ta aMOKCUITUIIIH
1000 mr gBa pa3u Ha geHsb ynponosx 10 gHiB.

IlopgitiHa Tepamnis (14 OHIB)

Knaputpowmitus (500 Mr) Tpu pasu Ha JeHb pa3oM 3 oMempa3osioM 40 Mr ofuH pa3 Ha JeHb
BHYTPIlIHBO yIpomoBxk 14 mHiB, gami omemnpa3son 20 Mr a6o 40 Mr ofvH pa3 Ha AeHb BHYTPIIIHbO
YIIPOAOBXK HacTynHUX 14 mHIB.

IlopgiviHa Tepamnis (14 OHIB)

Knaputpowmitus (500 Mr) Tpu pasu Ha fieHb Pa30M 3 JIaH30IIpa30yioM 60 Mr OfuH pa3 Ha JeHb
BHYTPIlIHBO yIpomoBxK 14 mHiB. Moxke moTpeOyBaTuCs MOAabllle TPUTHIYEHHS CeKpellii ConsaHOoi
KVUCJIOTH OJ1 3MEHIIeHHS NIPOsBiB BUPa3KH.

KnapuTpominuH TaKoXkK 3aCTOCOBYBAJIA Y TAKUX TePAlleBTUYHUX CXEMaX:
KJIAaPUTPOMILIMH THHIIa30J Ta oMenpa30i1 abo 1aH301IPa3o0It;
KJIaPUTPOMILIMH METPOHIAa30J1 Ta OMeIpa30J abo JTaH301IPa3o;
KJIapUTPOMILIMH TETPALUMKIIiH, BicMyTy cyOcamiuuiaT Ta paHiTUOWH;
KJIQPUTPOMILIH aMOKCULIWIIIH Ta JIaH30IIpa30Jl;

KJIaPUTPOMILIMH PaHITUOUH BICMyTYy LUTpAaT.

3acmocysaHHs ocobam AiMHbO20 BiKY: K IS JOPOCTHUX.

3acmocysaHHA nauieHmam i3 HUPKo8ow HedocmamHicmio: AJis MallieHTiB i3 TSIXKKO0I0 HUPKOBOIO
HeOCTaTHICTIO (KJipeHC KpeaTuHiHy < 30 MJI/XB) 03y CIIi[l 3MEHIIUTH BIIOJIOBUHY, HAlIPUKIIaL



250 MT ofivH pa3 Ha AeHb abo 250 Mr (3aCTOCOBYIOTH IIpenapaTy KIapuTPOMILIUHY y
BiITIOBiMHOMY MO3yBaHHi) iBa pa3y Ha [IeHb IPU OiIbIN TAKKUX iHPEKIiIX. Y TaKUX Malli€HTiB
TPUBAJIICTH JIIKyBaHHS He IIOBUHHA llepeBUlllyBaTy 14 OHIB.

Himu.

3acTocyBaHHs TaONIeTOK KIapUTPOMIIIMHY OiTAM BikOoM 10 12 pPOKiB He BUBYAJIOCH.

Ilepedo3yeanHsi.

Cumnmomu. IcHy0Ui ITOBiTOMIIEHHS BKa3yIOTh Ha Te, 110 IIepe03yBaHHS KIapUTPOMILIMHOM MOXKe
CIIPUYUHUTH TIOSIBY CUMIITOMIB 3 60Ky IITYHKOBO-KHUIIIKOBOT'O TPAKTY. Y OHOTIO IaIli€HTa 3
OirmonsspHUM IICUX030M B aHAMHE3i, IKUi IPUIHAB 8 rpaMiB KJIapUTPOMILIMHY, PO3BUHYIHUCS 3MiHU
PO3yMOBOT0 CTaHy, TapaHOifHa MOBEiHKa, TiloKalieMis Ta TimoKceMis.

JlixyeaHHA. T1o6iuHi peaxiiii, 10 CYyIIPOBOMKYIOTE IIepeio3yBaHHs, CIil JIIKyBaTH 3a HOIIOMOTOI0
IIPOMMBAHHS IIJIYHKA Ta CUMIITOMATAYHOI Tepamil. fK i 1[ofo iHIIKXX MaKpOoJIifiiB, Malo¥MOBipHO, 11100
reMmopiani3 abo mepuTOHeaNbHUU Oiajli3 CyTTEBO BIUIMBAJIM Ha BMICT KJIaPUTPOMILIMHY B CHPOBATII
KPOBI.

ITobiuni peakuii.

HaiiyacTimumy Ta HaUMOMKPEHIMKUMY MTOOIYHIMY peakLisiMU NIpY JIiKyBaHHI KJIapUTPOMILIMHOM
IOPOCIIUX Ta OiTew € Oiib y KUBOTI, miapes, HyOoTa, 6II0BaHHS Ta CIIOTBOPEeHHS cMaky. Lli mobiuHi
peaxiiil 3a3BU4ail He3HaYHO BUPaXKeHi Ta y3TOAXKYIOThCS i3 BitoMuM npodinem Ge3neku
MakpomigHuxX aHTuOioTHKIB. ITif Yac KniHiYHUX moCifKeHb He OyJI0 BUSBIEHO CYTTEBOIL Pi3HULI Y
YacTOTi I[uX MOGIYHUX peakiliii 3 60Ky TpaBHOI CHCTEMU MiX IpylaMu Malli€eHTiB, y SKkux Oynu HasgBHi
abo BigcyTHI MikoOakTepianbHi iHeKIIil.

Huxue nmpencraBieHi mobivHi peakiii, 110 BUHUKIIM IIif Yac KITiHIYHUX TOCTIIXKeHb Ta IPU
IIOCTMapKEeTUHTOBOMY 3aCTOCYBaHHI Pi3HUX JTiIKapChKUX (POPM i m03yBaHb KIIaPUTPOMILIUHY, ¥ TOMY
yucii Tab1eToK HeraHoro BuBinbHeHHs. [100iyHi peakuii, 1110 MprHaKMHI MOXKIMBO MTOB’s13aHi 3
KJIapUTPOMIIIMHOM, PO3MO/i/ieHi 3a CUCTEMaMy OPraHiB i 3a 4aCTOTOI BUHUKHEHHS: OyKe 4acTi
(=1/10), gacTi (=1/100 go “1/10), HeuacTi (=1/1000 mo “1/100) i 3 HeBimoOMOO YacTOTON* (T0GiYUHI
peaxiiii 3 TOCTMapKeTHHTOBOT'O CIIOCTEPEKEeHHS; YaCTOTY BU3HAUUTU HEMOXKJIMBO 3 HaIBHUX JAaHUX).
B Mezxkax KoxkHOI rpynu nobiuHi peakilil mpefcTaBiieHi B IOPSIAKY 3MEHIIEHHS TSIKKOCTI ITPOSIBiB,
SIKIITO TSIXKKiCTh BIAJIOCS OLIIHUTH.

Ingpexuii ma iHeasii: HedacTi - IeTIONIT', KaHAU03, TaCTPOEHTEPUT , iHdeKIisa®, BariHanbHa
indekKIris; 3 HeBiMOMOIO YaCTOTOIO - IICEBIOMEeMOPaHO3HUM KOJIiT, OEIINX0BE 3amaieHHs.

[opyweHHs 3 6oky Kposi i aimpamuyHoi cucmemu: HedacTi - JeliKoneHis, HefiTponeHis’,
TpoMGonuTeMis’, eo3uHodinia’; 3 HEBITOMOI0 YACTOTOIO - arpaHyI0NUTO3, TPOMOOLHUTOIEHIS.

ITopyweHHs 3 60Ky iMyHHOI cucmemu: HedacTi - aHaiTaKTOIMHI peakiii', TinepuyTIuBiCTE; 3
HEeBiIOMOIO YaCTOTOI0 - aHa(iNaKTUYHI peakilii, aHTiOHEBPOTUYHUY HAOPSK.



ITopyweHHs 3 60Ky memaboaiamy i dHcuseHHs: HedacTi - aHOPEKCis, 3HUKEHHS alleTUTy; 3
HEBiJJOMOIO 4aCTOTOI0 - TiMOTIiKeMis.

[opyweHHs 3 60Ky ncuxiku: 4acTi - 6€3COHHS; HedacTi - TPUBOXKHICTb, HEPBO3HICTD; 3
HEeBIJOMOI0 YaCTOTOI - [ICUX03H, CIIJIYTaHICTh CBIIOMOCTI, IellepCcoHali3allis, fernpecis,
Ie30pieHTallis, rajioliHallil, XKaXJIMBi CHOBUIIHHS, MaHis.

ITopyweHHs 3 60Ky UeHMpPAaabHOI HepPeosoi cucmemu: 4acTi - MUCTeB3is (MOPYIIEHHS CMaK0OBO1
YYTJIUBOCTI), TOJIOBHUH 6islb, CHOTBOPEHHSI CMaKy; He4acTi - BTpaTa cBimomocTi', muckinesis',
3araMOpPOYEeHHS, COHIUBICTh, TPEMOP; 3 HEBIOMOIO YaCTOTOIO - CYIOMH, areB3is (BTpaTa CMaKOBOI
YYTJIMBOCTI), IAPOCMis, aHOCMif, TapecTesis.

ITopyweHHs 3 6OKY opaaHie cayxy i 1abipuHmMy: HEYaCTi - BEPTUTO, MOTipIIEHHS CITyXy, A3BiH Y
ByXaX; 3 HEBIIOMOI0 4aCTOTO - BTpaTa CIyXy.

KapOianvHi nopyweHHA: HedacTi - 3yIIuHKa cepuﬂl, bibpumsITis nepencepnbl, TIOMOBXKEHHS
inTepBany QT, eKCTpaCI/ICTOJ'II/Il, Big4yTTs cepueOUTTS; 3 HEBiMOMOIO 4acToToM0 - torsades de pointes,
IIJTyHOYKOBA Taxikapmis, GiOpunsiia mIyHOYKiB.

CyOuHHI nopyweHHA: 9acTi - BA30MJIATAllis; 3 HEBITOMOIO YaCTOTOIO — KPOBOBUIIB.

ITopyweHHs 3 60Ky Ouxa/nvHOI cucmemu, opa2aHia 2pyoHoi Kaimku ma cepedoCmiHHA: HeYacTi -
acTMa', HocoBa KpoBoTeda’, eM0OIisl CyMiH JIeTeHiB .

ITopyweHHs 3 60Ky mpasHoi cucmemu: 4acTi - miapesi, OI0BaHHS, AUCIEICis, HymoTa, Oinb y
KHBOTI; HedacTi - e3odarit’, racTpoe3odareanbia pedoKCHa XBopoba’, TaCTPHUT,
IIPOKTANITig’, CTOMATHT, TJIOCUT, 3AYTTS XKUBOTA®, 3aII0p, CYXiCTh V POTi, BiIpHKKa,
MeTeopu3M; 3 HEBIJOMOIO YaCTOTOIO - TOCTPUM ITaHKPEaTuT, 3MiHa KOJIbOPY SA3MKa, 3MiHa
KOJIbOPY 3y0iB.

ITopyweHHs 2enamobiniapHoi cucmemu: 9aCTi - BIOXUIEHHS Big HOPMU QYHKI[iIOHAIbHUX TECTIB
TeYiHKY; HeYacTi - xonecTta3’, remaTut’, mifBUIIEHHS piBusa AJIT, ACT, I'TT* 3 HeBimoMOIO
YaCTOTOM0 - NTEYIHKOBA HEOCTATHICTh, FellaTOleN0IAPHA KOBTAHULIS.

ITopyweHHs 3 60Ky wKipu i niOwKipHOI KAIMKOBUHU: YaCTi - BUCHUIIAHHS, Tieprigpo3; HeyacTi -
Oy/IbO3HMUIL IEPMATHUT', CBepbiK, KPOIIUB THKA, MaKyJI0-[IalylIb03HKUi BICHUIT; 3 HEBIOMOIO YaCTOTOIO
- cuappoM CriBeHca - [[2KOHCOHa, TOKCUYHUY elifepMalbHUN HEKPOJIi3, MegUKaMeHTO3Ha IIKipHa
peaxliisi, 0 CYIPOBOMXKYEThCS e03uHOGinielo Ta cucteMuuMu npossBamu (DRESS), akHe, xBopoba
[MlennenHa - I'eHoxa.

IMopywenHs 3 60Ky 0NOPHO-PYX080i cucmemMu ma cnoay4YHoi mkaHuHu: HedacTi - M’s130Bi cIa3Mu’,
CKeNleTHO-M’5130Ba PUTIJHICTL', Mianrid’; 3 HeBioMO 4acToTolo - pabgoMioniz’, MiomaTis.

IopyweHHs 3 60Ky HUPOK i cevosuditbHOT cucmemu: HeYacTi - HiABUIeHHS KpeaTuHIHy KPOBi',
MiJBUINEHHS CeYOBHHH KPOBIi'; 3 HEBiOMOIO YaCTOTOI - HUPKOBA HENOCTATHICTE,
iHTepCTUulliaIbHUM HeQPUT.

3azanvHi nopyweHHsA ma peakyii y micui e8edeHHs: oyXe 4acTi - GpruebiT y Micli BBeIeHHs ; 4acTi -
6inp y Mmici BBEIEHHS ', 3amajIeHHs y Micui BBEIEHHS; HEYACTi - He3;E[y'}KaHHH4, JMXOMaHKa’, acTeHis,
6inb y rpyasx’, 03H06", cToMieHicTs' .



JlabopamopHi 00CAi0HCeHHSA: HedacTi - 3MiHa CITiBBiTHOIIIEHHS aJ'IB6y'MiH—1"H06y'J'IiH1, IigBUIIIEHHS
piBHS NyxHOI pochaTasy B KPOBi', MiIBUINEHHS PiBHA JTAKTaTAETifPOreHasy B KPOBi'; 3 HEBITOMOIO
YaCTOTOIO - MigBUINEHHS MiXKHAPOJHOTO HOPMAaIi30BaHOTO CIiBBiOHOLIEHHS, 30i/IbIIIEHHS
IPOoTPoMOiHOBOTO Yacy, 3MiHa KOJIbOPY Cedi.

* Ockinvku npo ui peakuyii nogidomasiau 006posinibHO Ma 8eAudUHA nonyaAuii nayieHmia
HeecmaHosieHd, He 3asxHcou MOXCHA MOYHO 8CMAHOBUMU iX yacmomy abo NnpuyuHHuUl 38’5130k 3
nputiomom npenapamy. 3azanvHutl 0oceio0 3acmocy8aHHA KAAPUMPOMIUUHY CmMaHo8umMb Oinblue Hidc
1 minbsapd nauyieHmo-oHis.

*k YV 0esikux nogidomMaeHHsAX Npo pabdomioni3 KaapumpomiuuH 6y8 npudHayeHull 00HOYACHO 3
iHWuMu aikapcvkumu 3acobamu, npo siKi 8i0omo, w0 80HU acouirorombves 3 paboomionizom (maki sk
cmamuHu, ¢pibpamu, KoaxiyuH abo aaonypuHo).

1'2’3'4Hp0 Ui nobiyHi peakuyii nog8i0OMAAA0CS MiAbKU NPU 3acCmoCcy8aHHi npenapamy y ¢opmi: 1 -
NopowKky Aioiniz08aH020 015 NPU20MYBAHHS PO3YUHY 045 iHpY3il, 2 - mabemok NPoa0H208aHOT
0ii, 3 - cycnensii, 4 - mabaemok He2aliH020 8UBiIbHEHHS.

OuiKyeThCs, 10 YaCTOTa, TUII Ta TAXKKICTh MOOIYHUX peakliil y gitel OynyTh TAKUMHU X, 9K iy
[OPOCIIKX.

ITauieHmu 3 NnOpyweHHAM IMYHHOI cucmemu.

Y xBopux #Ha CHIJ] Ta iHIIUX Mali€eHTiB 3 IOPYIIEHHSAM iIMyHHOI CUCTEMH, SIKi 3aCTOCOBYBaIN BUCOKI
M03HU KIaPUTPOMIIMHY IIPOTSTOM TPUBAJIOTO Yacy AJIsS JIiKyBaHHS MiKoOakTepianbHUX iH(eKIiil, He
3aBXKIM MOXKHA Bigpi3HUTH M06GiYHI peakilii, OB’ g3aHi i3 3aCTOCyBaHHSM IIpenapaTy, Ta CUMITOMHU
OCHOBHOT0 a00 CYITyTHiX 3aXBOPIOBAHb.

Y mopocnux MallieHTiB, SKi OTPUMYBaIy KJIapUTPOMIilMH y 1060Bi# mo3i 1000 Mr, HaliyacTimmuMu
nobiyurMu epektamu 6y HyOoTa, O6I0BaHHS, CIIOTBOPEHHS CMaKy, 6iflb y XKUBOTI, giapes,
BUCHUIIAHHS, 30YTTS KUBOTA, TOJIOBHUM 0iflb, 3a10p, IOPYIIEHHS CIyxXy, HifBuiieHHs Bmicty AJIT Ta
ACT B cupoBarii KpoBi. HeyacTo BUHUKaIM AUCITHOE, 6E3COHHS Ta CYXiCTh Y POTI.

Y 1ux mallieHTiB 3 MOPYLUIEHHSIM iMyHHOI CHCTEMHU ITPOBOIUIIY OIIIHKY JTaO0OpaTOPHUX MMOKA3HUKIB,
aHaTi3yI0YH Ti TOKA3HUKH, 110 BUXOMSITH 3@ MeXKi 3HAYHOTO aHOMAJILHOTO PiBHS (TOOTO KpalHbO1
BEPXHBOI a00 HUKHBOI MeXKi) [JIsT BU3HAYEHOI'0 TECTY. 3a IIUM KpuTepieM, y 2-3 % LUX MAIli€HTIB, IKi
nputiManu 1000 Mr KapuTpoMiluHy Ha fo0y, criocTepiranocst 3HayHe aHOMaJIbHe MiBUIIEHHS
piBHiB AJIT Ta ACT i aHOMasnbHe 3HUKEHHS KilTbKOCTi JIEUKOIIUTIB Ta TPOMOOITUTIB V¥ KPOBi. Y
MEHIIIOT0 BiICOTKA MMAlliEHTIB CIIOCTEpIranocs MigBUIlEHHS PiBHIB a30Ty CEYOBUHU KPOBL.

Tepmin npudamHocmi. 2 POKH.
YMoBu 30epiranHsi.

30epiratu B CyXoMy, 3aXUINeHOMY Bif CBiT/Ia MicIli mpu Temrmepatypi He Buire 25 °C.

36epiraté B HEAOCTYIHOMY IJIST OiTEH MiCIIi.



VYnaxoBka.

I[To 7 TabneTok y 61icTepi, mo 2 6yicTepu y KapTOHHI# YIIaKOBII.

Kareropis Bigmycky. 3a peLenTom.

BupoOHUK.

HOBEJI JTAY CAHAI BE TIIXKAPET A.IIL.

Micne3HaxXoIKeHHSs.

Ksaprtan Cankakmnap, rp. Ecki Akdyakomxa, Ne299, 81100 m. [Tio3mxke, TypeduunHa.



