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MUHUCTEPCTBO 3/IPABOOXPAHEHUSI POCCUMCKOM OEJIEPALIMU
MHCTPYKLIMA
[10 MEJIMLIHHCKOMY TINPUMEHEHHWIO JIEKAPCTBEHHOI'O ITPETTAPATA

Kaapurpomunmn
Perncrpaumonnsiii Homep:
Toprosoe nanmenoBaune: KnapurpoMuims
MeRayHapo/1HOE HEMATEHTOBAHHOE HAHMEHOBAHNE: KIaPUTPOMMLIMH

Jlerkapcersennast popma: TabIeTKH, MOKPLITHIE TUIEHOYHOM 000/1049K0H

Cocrasn

Oana tabnerka, MOKPHITHIC MICHOYHOH 0DO0I0UKOM, COCPIKHT:

oeticmeyiouyee seujecmeo: knaputpoMuumH 250 mr uam S00 mr;

6CHOMO2ameNbHbIe  6eljecmea; LCIM0N03a  MUKpokpuctamdeckas PH 101, watpus
KPaxMajiraukoasT, nosuaoH K30, kpeMHMs THOKCHA KOIOMAHBIN, TATbK, MarHuUs CTEapar.
CocTas nieHOYHOH 000104KH:

Tabnerxku 250 mr: Onazpai xentwii OY-S-32920 (runpomennosa 5 cP, Turana amokcua;
KPacHTe/lb ATIOMHHUEBBIM J1ak XuHOIMHOBOro skenroro (18-24 %), npommieHrMkob,
runpososa, noaucopdar 80, BaHWIMH, KpacHTENb JKeEIC3a OKCHA KeaTsii, kpacurens FD&C
cummit No.2 (11-14 %)); Onaapaii npospaursrii YS-1R-7006 (rumpomeniosa 5 cP, makporon
400, makporon 600); caxapuHaT HATPUs; BAHWTHH.

Tabnerku 500 mr: Omaapait xenteiii OY-S-32917 (turana amokcua, rumpomesiosa 5 cP,
MPOIHIICHITIMKO Tb, THITPO103a, nostncopOar 80, Barmmu, kpacurens FD&C sxentsiii No5 (15-
17 %), xpacurens senesa okena xentsiid, kpacureas FD&C cunmii No 2 (11-14 %)); Onaapait
npospaunbid YS-1R-7006 (runpomennosa 5 cP, makporon 400, makporon 600); caxapuuat
HATPHS, BAHWIHH.

Onucanne

Tabnerkn 250 wmr: TlpoxonroBarbic  ABOAKOBBINMYKIbIC TabMETKM JKEIATOrO LBETA, C
rPaBUPOBKOM S HA O AHOM CTOPOHE,

Tabnerkn 500 mr: [poaoarosareic ABOSKOBBIMYKIbIC TAaBIETKH CBETIIO-KEITOrO LBETA, C
rPaBUPOBKOM S Ha 0HOM CTOPOHE.

@apmMakoTePaAneBTHYECKASI IPYNNA: AHTUOAKTCPUATBHBIC CPEACTBA CHCTEMHOIO JICHCTBHMS,

MAaKpO.TH/Ibl, TUHKO3AMHHBI M CTPEITTOrPaMHHbI; MAKPOTH/IbL.
Kon ATX: JOIFA09

(DapMaKOJI()I'II‘ICCKHC CBOIICTBA
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Dapmaroounamura

KaapurpoMMUMH  ABISICTCA NOMTYCHHTETHYECKHM AHTUOMOTMKOM TPYIIbI MaKpOTHMIOB M
OKa3blBaCT aHTHOaKkTEepHanbHOE JAckCTBHME, B3aumoaeHcTseys ¢ 50S  pubocomanbHoit
cyObeaMHHLEH M NoaaBss CHHTE3 Oenka GakTepuil, 4y BCTBUTEIBHBIX K HEMY.
Kr1apuTpoMHLMH NMPOAESMOHCTPUPOBAT BBICOKYIO AKTMBHOCTb iN Vifro B OTHOIICHMM KAaK
CTaHAapTHBIX 1a00PATOPHBIX WTAMMOB OAKTEPHIA, TAK M BbIAEICHHBIX Y MALMEHTOB B XOJE
KTMHHYECKOH MpakTHkM. [IposBisier BbICOKYIO aKTMBHOCTb B OTHOILIEHHM MHOTHX @3POOHbIX
aHa’POOHBIX  TPAMIMOIOKMTCIBHBIX M PAMOTPHLATEIBHBIX  MHKPOOPraHM3MOB.
Munmmanbhbie nogasasomue koHuentpaumy (MITK) kmaputpomuimba ist GonbmmHCTBA
8030y auTenck menbe, yem MITK spurpomuimta B cpeanem Ha oaHo logs passeacHue.
KnapurpoMuums in vitro BeicOkoakTHBEH B oTHOWWEHUH Legionella pneumophila, Mycoplasma
pneumoniae. OxasbiBaeT 6aKTEPULIMAHOE ACHCTBHE B OTHOWEHUH Helicobacter pylori, naunas
aKTMBHOCTD KTAPHTPOMMUMHA BBILIC MPH HEHTPaIbHOM pH, yeM npy Kuciom.

Kpome Toro, naHHbie in vitro v in vivo yKashIBalOT HA TO, YTO KIAPUTPOMMLIMH ACHCTBYET Ha
KIMHMYECKH 3HAYMMBbIC BUIbI MUKOOaKkTepuid. Enterobacteriaceae v Pseudomonas spp.. Taxxe
KaK M Ha JApyrue, He (JCPMCHTHPYIOLIME J1aKTO3y TIpPaMOTPULIATEIbHBIE OAKTCPHM, HE
4YBCTBUTE/IbHbI K KITaDUTPOMHLIMHY .

AKTHBHOCTb KJIAPUTPOMMLIMHA B OTHOILCHHWH OOIBIIMHCTBA IITAMMOB nepequcnemmx HHIKE
MMKPOOPraHM3MOB J0KAa3aHa KaK in Vilro, Tak U B KIIMHAYCCKOM MPAKTHKE NPH 320016 BAHMSX,
MEPEUMCIICHHBIX B pasacie «[lokazaHus K MPUMEHEHHION .

A3DO6H1>IC PaMITOI0KUTC/IbHBLIC MUKPDOOPTraHHU3MbI

Staphylococcus aureus
Streptococcus pneumoniae
Streptococcus pyogenes
Listeria monocytogenes

A3pobHbie rpaMOTPHLIATCIbHbIC MUKPOOPraHHU3Mbl

Haemophilus influenzae
Haemophilus parainfluenzae
Moraxella catarrhalis
Neisseria gonorrhoeae
Legionella pneumophila

Jlpvrue MUKPOOPraHU3Mbl

Mycoplasma pneumoniae

Chlamydia pneumoniae (TWAR)
Muxobakxrepun
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Mycobacterium leprae

Mycobacterium kansasii

Mycobacterium chelonae

Mycobacterium fortuitum

Mvcobacterium avium complex (MAC) — kommuieke, Bkmoyarowmii: Mycobacterium avium w
Mycobacterium intracellulare

[lpoxykims Ocra-7akTamasbl HE OKa3bIBACT BIAMSHHMS HA AKTUBHOCTh KJIAPHTPOMMLIMHA.

boabIMHCTBO WTAMMOB CTA()MITOKOKKOB, PE3UCTCHTHBIX K METHLILUIMHY M OKCALUIMHY,

001a1aF0T YCTOHYMBOCTBIO M K KITAPUTPOMMLIMHY .

Helicobacter pvlori

YyscteurenbHocts H. pylori K KIapuUTPOMMLMHY H3yuanach Ha usomsatax FH. pylori,

BbLICICHHBIX OT 104 naumeHTOB, 10 Havana Tepanuu mnpenaparoM. Y 4 naumMeHTOB ObLTH

BbLICTEHbI PE3UCTCHTHBIC K KIapUTPOMMLMHY wrammel H. pylori, y 2-x ~ mrramvst ¢

VMEPEHHON PE3UCTECHTHOCTBIO, Y OCTaTbHBIX 98 mnauueHToB wsosstel H. pylori Obuin

4y BCTBHUTE/IbHBI K KJIaPHTPOMMLIMHY .

KrapuTpomMuumMH OKasbiBacT ACHCTBHME i Vilro ¥ B OTHOIICHMM OOJIBIIMHCTBA MITAMMOB

CACAYIOWMX MMKPOOPraHu3MOB (0AHAKO 0e30MmacHOCTh M 3((PEKTMBHOCTL MCIOTb30BAHMS

KIaPUTPOMMLIMHA B KIMHMYCCKOW  MPAaKTHKE HE IOATBEPKACHA  KIMHMYCCKMMHM

MCC/ICI0BAHHUAMH, M MPAKTHUCCKOE 3HAYCHHUE OCTACTCS HEACHBIM):

A3poOHbIE rPaMIIOI0KHUTEILHbBIC MHKDPOOPraHU3Mbl

Streptococcus agalactiae
Streptococci (epynnwt C, F, G)
Viridans group streptococci

ABQOGHLIC 'PaAMOTPHUIIATCIbHbIC MUKDOOPIraHHU3Mbl

Bordetella pertussis
Pasteurella multocida

AHaspoOHbIC PaAMIIOI0KHUTC.IbHBIC MUKPOOPTraHHW3M bl

Clostridium perfringens
Peptococcus niger
Propionibacterium acnes

AHa3pOOHBIC rPAMOTPHULIATE/IBHBIC MUKPOOPraHU3MBbI

Bacteroides melaninogenicus
Crimpoxers!
Borrelia burgdorferi

Treponema pallidum
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Kamnunofaxrepun

Campilobacter jejuni

OcHOBHBIM ~ META0OMMTOM  KIAPUTPOMMLIMHA B OPraHM3ME  4YEIOBCKA  SIBJIACTCH
MHKPOOHOIOrMUYECKH AKTHUBHBIH meTabonur 14-rHApOKCUKIAPUTPOMHLIMH
(14-OH-xnapurpomuumH). MUKpoOHOIOrHYECKas aKTUBHOCTb META00IMTA Takas e, KaK y
MCXOHOTO BEIIECTBA, MM B 1 -2 pasa crabee B OTHOLIECHMH 0O/IBIIMHCTBA MUKPOOPTaHU3MOB.
HUcekmouenmne coctasaset H. influenzae, B OTHOWEHMH KOTOPOH 3 ekTUBHOCTL MeTaboIMTA
B 1Ba pasa Bbiue. McxoaHoe BewmecTBO M €ro OCHOBHOM METAa0OJIMT OKa3bBAIOT 1MOO
aJIMTUBHBIN, MO0 cuHepruucckui ekt B oTHOWEHun H. influenzae B yCiaoBusIX in vitro u
in vivo B 3aBUCUMOCTH OT ITamMma OakTepHid.

TecT Ha YYBCTBUTEIBLHOCTD

KonuuecTBeHHbIC MeTOIBI, TPEOYIOLIME H3MEPEHHS IMAMETPA 30HBI MOJABICHUS POCTA, AT
Haubonee TOYHBIC OLCHKH YYBCTBHUTCIBHOCTH OAaKTEPUH K AHTHMHKPOOHBIM Mpenaparam.
OJHa U3 PCKOMCHIYCMbBIX METOAUK LT ONPEACTICHHUA 1Y BCTBHTCIBHOCTH HCIOIb3YET AHUCKH,
MMIPErHUPOBaHHbIE 13 MKT KapuTpomuLmHa (aucko-anddy3uonasnt metoa Kupou-bayapa),
MPH MHTEPNPETALIMK TECTa AMAMETPbI 30H MOJABICHMS POCTA KOPPEIUPYIOT CO 3HAYCHHSIMHU
MIIK xnapurpomuimsa. 3nauenns MITK onpeaensrores Metoaom paszseaeHus B Oy1b0HE WK
B arape.

[Tpy MCroONbL30BAHMM ITHX MCTOAMK OTHET M3 1abOpPaTOPUM O TOM, YTO IUTAMM SBISAETCS
«YYBCTBHUTE/IbHBIMY, VKa3bIBACT HA TO, YTO BO30yauTeTh MH()CKLMHU, BEPOATHO, OTBETHT HA
neuenue. OTBET «PE3UCTEHTHBIN» YKA3BbIBACT HA TO, YTO BO30Y AMTEIb, BO3MOKHO, HE OTBETHT
Ha  sneucHue. OTBET  «IPOMCIKYTOUHAS — MYBCTBMTCIBHOCTH»  TPEAMOIAracT,  HTO
TepaneBTHiCckui 3()(eKT mpernapara MOKET ObITh HCOAHOZHAYEH WIH MHKPOOPTaHU3M MOKET
OKa3aTbCA YYBCTBMTCIIbHBIM [MPH  MCIIOIB3OBAHWM 0O0JICC BBICOKMX /03 TIperapara.
(TTpomeskyTOUHAS 4y BCTBUTEIBHOCTD TAK/KE HA3BIBACTCS «YMEPEHHOH Yy BCTBHTE/ILHOCTBIO ).
Dapmakokunemura

BcacbiBanue

[Ipenapar serko W OBICTPO BCACHLIBACTCS B IKEJIYA0MHO-KHILCYHOM TpakTe. AGCOmOTHas
OuomoctynHocTh coctasuseT okono 30 %. Ilpu MHOrokparHoM mpueme A03bl Iperapara
KYMYJISLIMM MPAKTHYECKH HEC 00HAPY)KEHO M XapakTep MeTaboIM3Ma B OPraHU3Me YeI0BEKa He
u3MeHsica. [lpyeM NMIIM HEMOCPEACTBCHHO TMEPEA IMPUEMOM TIperapara  VBETH4YHMBAT
OMOAOCTYIMHOCTD nMpernapara B cpeaHeM Ha 25 %. B ueioMm, 3T0 NoBBILIEHHE HE3HAYHUTEIBHO H
JO/DKHO HMMETh HEOOIBIIVIO KJIMHWYCCKYH) 3HAYMMOCTH IPH PEKOMCHIYCMBIX pPEKMMAax
ao3uposanus. Taxkum 06pasom, KIaPUTPOMHLIMH MOKCT MPUMEHSITHCS HE3ABUCHMO OT NMpUEMa

TTHILH,
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PacnipeseneHue. MetaboaM3M U BLIBEACHHUE

In vitro

Wcenenosanust in vitro nokasaau, YTO KJIapUTPOMMLIMH CBSI3bIBACTCS ¢ OC/IKAMM IU1a3Mbl KDOBH
Ha 70 % B konueHTpawmu ot 0,45 10 4,5 mxr/mi. [pu koHueHTpaumy 45,0 MKr/MIT CBA3BIBAHUCE
cHukaeTes 10 41 %, BeposSTHO, B pe3yJIbTaTe HACKIILCHUS MECT CBA3bIBAHMSL, DTO HAOMIOAaeTCs
TOJABKO MPH KOHLCHTPALIMAX, MHOTOKPATHO MPEBBILIAIIIMX TCPANEBTHYECKY 0.

Invivo

MceneaoBanust in vivo Ha JKMBOTHBIX MOKA3aTH, YTO KIAPUTPOMMLIMH MPHUCYTCTBYET BO BCEX
TKAHAX, 3@ MCK/IIOUCHUCM LICHTPAJIbHOW HEPBHOW CHCTCMBI, B KOHLEHTPALMAX, B HECKOJIbKO
pa3 npesbluaonmx ruiasmeHHsie. Hanbonee Beicokue konuentpaumu (B 10-20 pa3s semie
IJIa3MEHHBIX ) 00HAPY/KHUBATHUCH B NMCUCHH M JICTKHX.

300posble 06POBONBY b

[Tpu HazHa4YCHUK KIapUTPOMMLIMHA B 03¢ 250 Mr 2 pa3a B CyTKM MaKCHMalIbHasi PABHOBECHA
koHueHTpaumst (Cmax) kiapurpomuumua U 14-OH-knapurpoMuiMHa B rutasmMe AOCTHIanach
yepes 2—3 ans v cocTassiaa | Mxr/yau 0,6 MKI/MI COOTBETCTBEHHO. I'Iepnbu T0.TY BBIBE ICHHS
(T12) KIAPUTPOMHLIMHA W €ro OCHOBHOro merabosnura cocrasun 3—4 uaca u 5—6 uacos
cootsetcTBeHHO. [IpM HasHaueHuu kiaaputpomuimHa B a03¢ 500 mMr 2 pasa B cyTkM Cmax
k1apuTpoMuiMHa W 14-OH-k1apuTpoMHLIMHA B IUIa3Me JOCTHranach Mociae mpuema S-oH
n03b1. [Toce npuema S5-oit 1 7-0i 10361 Ciax k1apuTpoMuumaa v 14-OH-xiapurpoMuimHa B
niasme cocrasuna B cpeanem 2,7-2.9 mxr/ma u 0,88—0,83 mxr/mn coorBercTenHo. Tin
KTaPUTPOMMLIMHA M €ro OCHOBHOro merabonmra cocraswi 4,5-4.8 uaca m 6,9-8.7 wvaca
COOTBETCTBEHHO.

Cmax 14-OH-k1apuTpoMHLIMHA HE YBEIHYHMBAIACh MPONOPLIMOHATBHO 03¢ KJIAPUTPOMMLIMHA,
B TO BpeMs Kak [IEPHOA TIOMYBBIBCACHWA KaK KJIAPDUTPOMHMLIMHA, Tak M  €ro
rUAPOKCHIMPOBAHHOTO META0OIMTa MMEIT TCHACHLIMIO K YBCTHUCHHIO C TIOBBILICHHEM 103bl.
Takas HenuHeHHas ()APMAKOKMHETHKA KIADUTPOMMIIMHA B COYETAHMHM C YMEHBIUCHHEM
obpaszoBaHus 14-ruapoKCHUIMPOBAHHBIX M N-IEMETHIMPOBAHHBIX MPOAYKTOB MPH BLICOKHX
J103aX VKa3bIBACT HA HEJTMHEHHBIA METab0IM3M KITAPUTPOMMLIMHA, KOTOPBIH CTAaHOBUTCA Bos1ce
BBIP@/KCHHBIM P BBICOKHX 103aX.

[Toukamu BbIBOAMTCS 0K010 37,9 % rmocne repopanbHOro nmpuema KIapHTPOMHMLIMHA B 103€
250 mr u 46,0 % nocne npuema KinapurpoMuLmHa B 03¢ 1200 Mr; KMIIEYHHMKOM BbIBOAUTCS
0k0/10 40.2 % 1 29,1 % (BKTHOUYAs MCTIBLITYEMOrO JIMIIb C OAHOW MPoOOH Kana, coacprKaleH
14,1 %) COOTBETCTBEHHO.

Tayueumoi

Knaputpomuums u ero metaboaut 14-OH-xrapurpoMuims ObICTPO MPOHMKAIOT B TKAHH U

5




COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 16.06.2025 N= 14822
(Exopawwi M3 N=4283403)

KHUAKOCTH opranusma. MmeroTes orpaHMueHHBIC JaHHBIC, CBHAECTELCTBYIOMIME O TOM, YTO
KOHLCHTPALIMs KIaGPUTPOMMLIMHA B LEPCOPOCTIMHATL HOH JKHAKOCTH TPH NEPOPATEHOM ITPHUEME
HE3HAYMTEIbHA (T.€. TOAbKO 1-2 Y% OT KOHLECHTPALMK B CBIBOPOTKE KPOBH NMPH HOPMATBHOM
MPOHMLIAEMOCTH remartodHueannueckoro Oapeepa). KoHueHTpaums B TKaHsSX OOBMHO B
HECKOJIBKO Pa3 BBILLC, YEM B ChIBOPOTKE KPOBH.

B Tabnuue npuseaeHsl MPUMEPBI TKAHEBBIX M CHIBOPOTOYHBIX KOHLIEHTPALIMHA:

Konnenrpammm (250 mr kaxiabie 12 yacos)

B tkann Trauesbie (MKI/r) CoiBopoTounbIe (MKI/M1)
MuHaanuHbBI 1,6 0,8
Jlerkue 8.8 157

Hapywenus (I)WII\'I{IHI neyeHu

Y nauMeHTOB CO CPeaHEH M TSDKCNOM CTCMCHBIO HAPYIEHMA (YHKUMH TEYEHM, HO C
COXPAHCHHOM (DYHKLMEH TIOYEK KOPPEKLMS J03bl KIAPUTPOMHLIMHA HE Tpedyercs.
PaBHOBECHAsI KOHLEHTPALMA B IU1a3MC KPOBH M CHCTEMHBIM KIMPEHC KIAPUTPOMHMLIMHA HE
OT/IMYAKTCA Y MAaUMEHTOB JAHHOW T[PYIIbI WM 310POBBIX TMAaLUMEHTOB. PaBHOBECHAas
koHUeHTpaums 14-OH-knapurpoMuimba y m0ae# ¢ HapYIWEHUsAMH (DYHKLUMH MEYCHH HIKE,
YCM Y 370POBbIX.

H(I])Vlll(,’llll(,’ (I)WII\'HNH no4vex

[Tpn Hapywennn ynximu novex ysennuuBarotest Crpax MUHUMaTbHAA KOHUEHTPALMA (Crin)
KIQDUTPOMMLMHA B IU1a3M€  KPOBH, [CPMOA  TMOYBBIBCACHHS, IUIOMAdb IO
(papmaxokuHeTHUCCKOM KPHUBOH «KOHLEHTpamsa — Bpems» (AUC) K1apUTPOMHIMHA M €ro
metadomura  14-OH-knapurpomuumna. KOHCTaHTa 31MMMHALIMM M BBIBEICHHE TOYKAMM
yMEHbWAOTCA. CTEeneHb M3MCHEHMH STHX MapameTPOB 3aBUCHT OT CTENEHH HapyIICHMS
(DY HKLIMM TIOUCK.

”(II{I/?H”’I&I ROXNCUN020 803pacma

Y nauMeHTOB MOMMION0 BO3PACTA KOHLEHTPALMS KIaPUTPOMMLIMHA M ero Mmerabonura
14-OH-xnapurpoMuuHa B KpoBHM OblTa BBIIIC, @ BHIBCACHWE MEATCHHEE, YEM Y TPYITIThI
MO7101bIX TH0AcH. OHAKO MocIe KOPPEKLMM C YHCTOM TMOYCYHOTO KIMPEHCA KPEaTHHMHA HE
Obi10  oTmumid B ofeux rpymmax. Takum 00pa3oM, OCHOBHOE BIMSHMC Ha
(hapmakokMHETHUYCCKHME MApaMETPbl KIAPUTPOMULIMHA OKAa3biBaCT (DYHKIMA TOYEK, a He
BO3pacT.

Hayuenmsi ¢ MUKODakmepuaibHbIMu Illl([)(.’l\'llllil.wll

PaBHOBeCHBIC KOHLECHTPAaLUMK K1apuTpOMHUMHA U |4-OH-k1apUTpOMMLIMHA Y TALIMEHTOB C
BHY-unekumeit, nomyuaBmmx KIapuTpoMHULIMH B 00brHBIX 103ax (500 Mr aBa pasa B CyTkH),
6
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ObL1M CXOAHBIMM C TAKOBBIMH Y 3/10POBbIX M0 ACH. OIHAKO NMPH MPUMEHEHHH KJIAPUTPOMHLIMHA
B 007166 BBICOKMX 103aX, KOTOPbIE MOIYT MOTPEOOBATLCS UIs JICYCHHS MMKOOAKTCPHATbHBIX
MH(EKLIMHA, KOHUCHTPALMH AHTUOMOTHKA MOIYT 3HAYWTEIBHO MNPEBbILATH OObMHBIC. VY
natumentos ¢ BUU-undexumeit, npurmvasmmx kiapurpomuiss B 103e 1000 mr/cyT uam 2000
MI/CYT B JBa NpUEMa, paBHOBECHBIC 3Ha4YeHUs Cmax, 00bIMHO cocTasmsumi 2—4 Mkr/mn u 5—10
MKI/M cOOTBETCTBEHHO. [Ipu npumeHeHuu npenapara B 6oiee BHICOKMX 033X 0TMEYaIoCh
V/UIMHCHHE TIEPHOAA TOTYBLIBCACHMS O CPABHEHMIO C TAKOBBIM Y 370POBBIX ITHOJICH,
MOIVYABIIMX KIAPUTPOMMLIMH B OOBIMHBIX 103axX. [TOBBILICHME KOHLIGHTPALMM B IUIa3Me M
VUITMHEHUE TIEPHOa MOTYBBIBEACHHUS MPH NMPUMEHEHHH KJIAPUTPOMMLIMHA B 60/1€€ BBICOKHMX
103aX CBA3AHO C HETMHCHHOM (DapMAaKOKMHETHKOM rnpernapara.

Kombunuposartoe ae4eHue ¢ OMenpasoiom

Kaapurpomuumn no 500 Mr 3 pasa B cyTKH B KOMOMHALMHK C OMETPa3o1oM B 103¢ 40 Mr/cyTku
cniocoberByer yeenmueHuo 112 u AUCo.24 omenpasona. Y BceX MAaLMEHTOB, INMOJTY4aBILMX
KOMOMHHMPOBAHHY IO TCPAIHIO, B CPABHCHHUM C MOTYHaBIIHMHK OMH OMEIpasos1, HabIro1a10ch
nosbimeHue Ha 89 % AUCo.24 1 Ha 34 % T2 omenpasona. Y kinapurpoMuumHa Cpax, Cmin ¥
AUCys yBennuuBatuce, cootsereTBeHHO, Ha 10 %, 27 % u 15 % no cpaBHEHHIO C JaHHBIMH,
KOrJa MPUMCHAICS TOIBKO KIapUTPOMHMLIMH Oe3 omenpasona. B paBHOBECHOM COCTOSHHMH
KOHLCHTPALIMKM KIAPUTPOMMLIMHA B C/IM3UCTOM JKEIyaKa uepe3 6 4 Mocie npueMa B rpyrie,
MOTy4aBIICH KOMOMHALMIO, B 25 pa3 MPeBOCXO0IWTH TAKOBBIC MO CPABHEHHIO C MOTYy4aBIIUMU
OJMH KJ1apUTPOMHMLIMH. KOHLEHTpaLMHK KIapUTPOMMLIMHA B TKAHSX JKEIyaKa yepes 6 4 rocie
npyeMa 2-X MPernapaToB B 2 pasa NMPEBLILATH JAHHBIC, MOTYYEHHBIC B PYIINE MALMEHTOB,

nosyvyasvxX OJHWH KIAPUTPOMHULIMH,

[Torkazannst K NpUMEHEHHIO
HuekumonHo-Bocnanurenbibie  3a007€BaHMS,  BbI3BAHHBIC ~ YYBCTBHTCIBHBIMM K
K/IaPHTPOMMLIMHY MHKPOOPTraHW3MaMH v B3POCIIBIX M AeTei crapue 12 net:
— MH()EKLIMH HMDKHMX JBIXATCIbHBIX IMYTEH (Takue Kak OPOHXMT, THEBMOHMS ),
HMH()CKLIMM BEPXHUX JBIXATC/ILHBIX MyTCH (Takue KaK (JapuHIUT, CHHYCHT):
~ MH()EKLIMM KOJKM M MATKMX TKAHCH (Takue Kak (JOJTMKYIMT, BOCIIAJICHHUE IOAKOKHOH
KJIETYATKH, POXka);
~ IMCCCMHHUPOBAHHBIC WM IOKATH30BAHHBIC MHKOOAKTCPHATbHBIC HH()CKLIMH, BHI3BAHHBIC
Mycobacterium avium w Mycobacterium intracellulare; noxatusoBaHHbIC HHPEKLMH,
BbI3BaHHbIC Mycobacterium chelonae, Mycobacterium fortuitum u Mycobacterium kansasii;
— npopunakTMKa  pacnpocTpaHeHust  MHPEKLMM,  OOYCIOBICHHOM KOMIUIEKCOM
Mycobacterium avium (MAC), BUY-unHLMPOBAHHBIM MALMEHTaM C COJACPIKAHHEM

mumdoumros CD4 (T-xemepHbix mumormTos) He Gonee 100 B 1 mw’;




COOTBETCTEYET 2KCNEPTHOMY OTUETY
ot 16.06.2025 Nz 14822
(Bxopawmia M3 N24.289403)

- 9paaukaums H. pylori m CHWKCHME 4aCTOThI PELIMAMBOB A3Bbl JBCHAILATHIICPCTHOM
KHIIKH,

~ OZIOHTOr¢HHbIC HH(peKIMK (w1 103upoBKM 250 Mr),

[IporuBonokasanus
—THIICPYYBCTBHUTEIbHOCT K KIAPUTPOMMLIMHY, MAaKpOJIMAAM M APYTMM KOMITOHCHTAM
npenapara;
—OIHOBPEMCHHbBIH MPHEM KIAPUTPOMHMLIMHA CO CIICAYIOIIMMM MPENapaTaMy: acTeMH30.1,
uM3anpua,  numosua, TtepdeHaamH  (eMm.  pasmen  «BsaumoaelcTBue ¢ Apyrumu
JICKAPCTBEHHBIMH CPEACTBAMMY );
—OJHOBPEMEHHBIM  TMPHEM  KIAPUTPOMMLIMHA € JoMMTanuaoMm  (CcMm.  paszen
«B3anmoaeHcTBHE C APYTHMHM JICKAPCTBEHHBIMH CPEACTBAMMY );
—O/IHOBPEMEHHBIH MPHEM KIAPUTPOMMLIMHA C QIKAJOWAAMH CHOPBLIHBH, HAIpHMED,
3ProTaMHMHOM, JIWrHApoIproTaMuHoMm (cM. pasaen «BzaumozeicTsue ¢ ApyruMmu
JICKAPCTBCHHBIMU CPEACTBAMM );
—~OJHOBPCMCHHBIM TMPHEM  KIAPUTPOMMLIMHA C MHZA3071aMOM ISl [EPOPAIBbHOrO
npuMeHeHHst (CM. paszaen « BsaumoaeicTBUE C APYrMMH JIEKaPCTBEHHBIMM CPEACTBAMM );
—OIHOBPCMCHHBIM mpueM  Ki1apuTpomuimHa ¢ uHruburopamu ['MI-KoA-peaykrass
(cTaTMHAMM), KOTOpBIC B 3HAYMTCILHOM CTEMEHH META0OIM3MPYIOTCS H30(EePMECHTOM
CYP3A4 (noBactatMH WIM CHMBACTATHH), B CBA3M C TOBBILIEHHEM PHCKA MHOIATHH,
BKIIOvas pabaomuonns (cMm. pasaen «B3aumoacHcTBHE C JPYTMMM JICKAPCTBCHHBIMM
CPEACTBAMM» );
OIHOBPEMCHHBIH TIPHEM KJIAPUTPOMMLIMHA C KOJXMLIMHOM (CM. paszen «B3anmoeiicTBHe
C JAPYTUMM JICKAPCTBEHHBIMH CPEACTBAMM? );
~0HOBPCMCHHBIH MPHEM KIAPUTPOMMLIMHA C THKArPETIOPOM HITH PAHOTA3HHOM;
—yanurenue wuatepsana QT B aHamHese  (BPOXKACHHOE WIM  IMPHUOOPETCHHOE
3aperucTpupoBaHHoe yautnHeHue uHTepBana QT) wiu skemy104KkoBas apUTMUA, BITHOYas
JKEITYIOUKOBYIO TaxMKapauro Tra «mupyam™ (cM. pasaenst «Ocobbie ykazaHus» M
«B3anuMoaCHCTBHE C APYTMMH JICKAPCTBEHHBIMM CPEACTBAMIY );
—~ KJTaPUTPOMMLIMH HE CICIYCT MPUMEHATD V MALIMCHTOB C 3/IEKTPOIMTHBIMH HapY IICHUAMH
(rUNOKATMEMMEN WM TMITOMArHUEMMEH) B CBA3K ¢ pUCKOM yutuHeHms uHTepBana QT (om.
pazaen «Ocobbie VKazaHus»);
TSDKEIAs TMEYCHOYHAs HEJOCTATOYHOCTh, MPOTEKAIOUIAs OJXHOBPEMEHHO C TOYCYHOH
HEI0CTATOYHOCTBIO;

—XO0/IECTATHUCCKAs JKEATYXa/renaTUT B AHAMHE3C, DPAa3BUBIUMECS TIPU TMPUMCHCHHU

KI1apuTpoMuLMHa (eM. pasaen «Ocobble ykaszaHua» ),
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—nop(upns;
—~TEPHOA Py IHOr0 BCKAPMIMBAHUA;

—Bo3pact 10 12 net (3¢ dexTrBHOCTD M 6E30MACHOCTb HE YCTAHOBIICHDI).

C 0CTOPOKHOCTBIO

~TOYEYHASA HEAOCTATOYHOCTh CPEIAHCH M TSDKCION CTCIICHHM;

—TMCUCHOYHAsI HEAOCTATOUHOCTh CPEAHEH M TSIKEION CTEIICHH;

—OJHOBPEMCHHBIH TPHUEM  KJIAPUTPOMMLIMHA C OCH30IMA3CIMHAMM, TAKMMH  Kak
annpasosiaM, TpUa3o1aM, MHAAa301aM U1si BHY TPUBCHHOTO MPHUMEHEHMS UITH [ULSl HAHECEHHS
Ha caM3ucTyio obormouky pra (oM. «BzaMMOoneHCTBME C APYTHMMM JIEKAPCTBEHHBIMH
CpeacTBaMm» ),

—O/IHOBPEMCHHBIH MPHUEM C MperapaTaMu, KOTOpbic METabOIM3UPYIOTCS M30(hEePMEHTOM
CYP3A, wanpumep, kapOaMaszenuH, LMJIOCTA30/1, UMKIOCTIOPHH, IM30TIMPAMMI,
METH/IMPEAHM30I0H, OMCTIPA30/l, HCMPSIMbIC AHTMKOAryJIsHThl (Hanpumep, BapQapuH),
XuHuAMH, pudadytvH, cuazeHadun,  Takpoaumyc, BMHOTacTMH  (cM.  pasaen
«BsanmoaeHcTBHE C APYTMMH JICKAPCTBEHHBIMH CPEACTBAMMY );

—OJ/IHOBPEMCHHBIA TIPUEM C mnperaparamu, HHIyuupyromwmu usopepment CYP3A4,
Harpumep,  puamnuumy,  (enuTonH, kapOamasenwuH, (enobapburan, 3Bepoboit
MPOALIPABICHHBIM (M.  pasaen «B3aumoaeHcTBMe ¢ APYTMMH | JIEKAPCTBEHHBIMM
CPEACTBAMMY);

—OJHOBPCMCHHBIH TNPHEM KIAPUTPOMMLIMHA CO CTAaTHHAMM, HE 3aBHUCALIMMH OT
merabonusma  msodepmenra  CYP3A  (nampumep, (ysactatun) (cm.  pasaen
«BsanumoacicTBHE C APYTMMH ICKAPCTBCHHBIMM CPEACTBAMMY );

—O0/IHOBPCMCHHBIN MpUEM ¢ B10KATOPAMH «MEUICHHBIX» KATBLIMEBBIX KAHATOB, KOTOPHIE
merabonmsupyrores  msoepmerrom CYP3A4  (Hanmpumep, BepamaMui, aMI0IMITHH,
JUITHA3EM);

—0/IHOBPEMCHHBIH MPHUEM KITAPUTPOMHLIMHA C MEPOPATbHBIMH AHTHKOATrY/ISSHTAMHM TTPAMOTO
JCUCTBMSA, TAKMMH Kak gaburarpaH, puapokcabaH, armkcabaH, 0COOEHHO Y MALMEHTOB C
BBICOKMM PHUCKOM Pa3sBUTHsI KPOBOTCUCHHM:

—~MauMeHTsl ¢ Mmemuucckodt  Oomesusto  cepaua  (MBC), mmxemol  cepacuHoM
HEJI0CTATOYHOCTBIO,  HAPYIUCHHSAMH  MPOBOAMMOCTH MIM  KIMHMYECKH 3HAYMMOM
OpaaMkapauci, a TaKKC MALMEHTbI, OJHOBPEMEHHO MPUHHUMAIOMIME AHTHAPHTMHYECKHE
npenapartel A k1acca (xunuaun, npoxanHamuna) u Il knacca (zodermnua, ammuoaapoH,
cOoTasI01);

—BEPEMEHHOCT.
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[Tpuvenenne npu 6epeMeHHOCTH M B IIEPHO TPYJAHOT0 BCKAPMIMBAHHS

bepemennocms

besonacHocTh NMpUMEHEHHS KIAPUTPOMHLIMHA BO BPeMs OCPEMEHHOCTH HE YCTAHOBIICHA.
OcHOBBIBAsICH HA PA3THYHBIX PE3YJILTATAX, MOIYYEHHBIX B MCCICAOBAHMAX HA KMBOTHBIX, a
TAK/KE Ha OMbITE MPUMEHCHHS Y JIIOACH, HEIb351 MCKITIOYMTh BO3MOKHOCTh HEDIaronpMusTHOTO
BO3JCHCTBHA Ha 3MOpuodeTanbroe passurre. Hekotopbie HabmoaaTebHbIC MCCICA0BAHMS,
OLICHUBAIOILME BO3ACHCTBHE KaapuTpoMHuLMHa B | u [I TpumecTpax OepeMEHHOCTH, BBIIBHIM
MOBLILCHHBIH  PHUCK  CaMOINPOM3BOIBHOrO abopra MO CPAaBHEHHIO C  OTCYTCTBHMEM
AHTHOMOTHKOTCPANMH WIH NMPUMCHCHMEM IPYTHX AHTMOMOTHMKOB B aHATOTMYHBIE CPOKH
OepemeHHOCTH.  MMerommecss 3MUACMHOTONMYECKME MCC/ICAOBAHMS PHUCKA  CCPBbE3HBIX
BPOJKJCHHBIX MOPOKOB PA3BUTHS MPH MPUMECHEHMH MaKpPOJIMIOB, BKIIOYAs KIAPHTPOMMLIMH,
BO BpeMsi OEPEMEHHOCTH ACMOHCTPUPYIOT MPOTHBOPCYMBLIC PE3Y IBTATBI.

[TpuveHeHue knapuTpoMuLMHa rpu OepemeHHOCTH (0cobeHHO B | TpUMeECTpe) BO3MOKHO
TOTBKO B C/Iy4ae, KOraa OTCYTCTBYET aIbTEPHATHBHAN TCPANMs, a MOTCHUMAIbHAS 0138 U5
MAaTepH MPEBBILACT MOTSHUMAIbHBIM PUCK TS T10a.

ITepuoo epyoroeo eéckapmiusanus

Be1o yeranosieHo, uto peGEHOK, HAXOAMBIIMHCA HA TPYAHOM BCKAPMIMBAHWM, MOJKET
noayumTh 0k0710 1,7 % OT MaTepuHCKOM 103bl KIAPUTPOMHULIMHA C TIONIPABKOM Ha Maccy Tena
marepu. bezonacHOCTs MPUMEHEHHS KTAPUTPOMMLIMHA /TS ACTEH Ha IPYIHOM BCKAPM/IMBAHUH
He ycraHosicHa. [Ipu HeoOXOAMMOCTH mpHeMa B MEPHOA TPYIAHOTO BCKAPMIMBAHMs
KOPMJICHHUE TPV b0 HEOOXO0AMMO MPEKPaTHTS.

DepmunvHocmb

MccneaoBanus, MPOBEACHHBIC HA KPBICAX, MOKA3ATH OTCYTCTBHE BIMAHUS HA (JCPTHILHOCTD.
Crocod npuMeHeHnst 1 103bl

Jl1s npuema BHYTph. HesaBucuMo OT npuema nuiuu.

OO6bIuHas peKOMCHAOBAHHAs 1032 KJIAPUTPOMMLIMHA Y B3POCIIBIX H AeTeH crapiue 12 net — 250
mr (1 Tabnerka) 2 pa3a B 1€Hb.

Knapurpomuums 500 mMr 2 pasa B A€Hb HCTIOIB3VIOT B Cliy4ac 601ee TSOKEeIbIX MH(CKILMH.
OObIvHAasK MPOJOKHUTEIBHOCTD JICUCHHsI COCTABIISICT OT 5 10 14 aHew.

MckmoueHue cocTasasroT BHEOOIbHUYHAS THEBMOHMS M CHHYCHT, KOTOPbIC TPEOYIOT JICUCHMSA
ot 6 10 14 aHewn.

Jozvi 0n nevernus MuxobakmepuanbHbix uHgexyuii, kpome mybepkynesa:

[Tpu MuUKOOAKTEPHATEHBIX HH(DEKLMIX PCKOMEHIOBAHA 103a kiapuTtpomuiiua S00 mr 2 pasa
B JICHb.

Jleuenme anccemuumposanHbix MAC uudexumit y naumenros co CITHU/] cneayer npoaomkars
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A0 TEX TOp, MOKA HWMEETCA KIMHMYECKas M MHMKpoOHomoruueckas 3((EKTUBHOCTD.
KnaputpomMuims  caeayer HasHauaThb B KOMOMHALMH C  ADYTMMHM  AHTHMHKPOOHBIMH
MpenapaTamMM, aKTMBHBIMM B OTHOIUCHHM JaHHbIX BO30yaurencit. JTUTENbHOCTL IeueHMs
APYTHX HETYOEpKYIC3HBIX MHKOOAKTEPHATBHBIX MH(CKLIMI YCTAHABIMBACT BPaY.

na npohunaxmuru unchexyuii, evizearnvix MAC:

Pexomenayemas 103a k1apurpomMuumHa ist B3pocibix — 500 mr 2 pasa B JcHb.

Ipu o0onmozennvix unghexkyusx n03a knapurpomuita cocrasser 250 mr (1 Tabnerka) 2 pasa
B JICHb B TCUCHHUE 5 THCH.

s spaouxayuu H. pylori.

Y nauMeHTOB ¢ A3BEHHOH OOJIC3HBIO, BbI3BAHHOW WH(CKumen H. pylori, K1apurpoMULMH
MOskHO HasHauatbh o 300 Mr 2 pasa B acHb B KOMOMHALMM C APYTMMH AHTHMHKPOOHBIMH
MpernapaTaMu W MHrMOMTOPaMK MPOTOHHOTO HAcOCa B TeueHME 7—14 AHEH, B COOTBETCTBUM C
HALMOHATBHBIMH M MEKTy HAPOIHBIMH PEKOMCHAALMSMM 10 JIeUeHUIO uH(pekmu H. pylori.
[Tayuenmo ¢ noyeuHotl HEOOCMAMOUHOCMbIO

[TaumeHTam ¢ KITMpPEeHCOM KpeaTHHUHA MeHEe 3() MII/MHH HA3HAYAIOT MOTOBUHY OOBIMHOM 103bI
kaapurpoMuumHa, T.¢. 250 mr (1 Tabnerka) 1 pa3s B aeHb Wiu ripu 60/16€ THKEIBIX MHPEKLIMIX
no | Tabaerke (250 mr) 2 pasa B acHb. JIcueHHe TaKKMX NMALKMEHTOB MPOAOIDKAIOT HE Gosee 14
JHCH.

[Ipumenenue y demeii om 12 do 18 niem

Pexxnm no3uposanus ans aeret ot 12 10 18 et He oiruaercs 0T peskuma J03HpOBAHMS A5
B3POCIIBIX.

IIpumenenue y demeii miaouie 12 nem

[prveHeHHe KIapUTPOMMLIMHA B BUAC Ta0ICTOK Y AeTer Miaame 12 1eT He u3y4anocs.
[To6ounoe aeiicTBue

Kraccudumkarms noGo4HbIX PeakLMi 110 4aCTOTE Pa3BUTHsL (KOIMUECTBO 3aPErHCTPHPOBAHHBIX
CTY4aeB/KOJUYCCTBO MALMEHTOB): 0UueHb yacTo (>1/10), wacto (ot >1/100 go <1/10), Heuacto
(or =1/1000 mo <1/100), wuactora HemssecTHa (mobounbie 3¢dexTsr U3  ombiTa
MOCTPErMCTPALIMOHHOTO TIPUMEHEHHA, 4acToTa HE MOKET ObIThb OLEHEHa Ha OCHOBC
HMMEIOILMXCS JAHHBIX ).

AJIJIEprUYeCcKUe peaKiivu

Hacmo: cpinb.

Heuacmo. anapunakTronaHas peakius', rUIepuyBCTBUTCIBHOCT, ICPMATUT Oy iesHblii' | 3y,
KPaNMBHULIA, MAKYJIOTIAITYIC3HAS ChITTh: .

HYacmoma neuszeecmua: aHadunakTHICCKas peakumsi, aHTMOHEBPOTHUCCKUM OTEK, CEPbE3HBIC

KOZKHBIC HEIKE/IaTEe/IbHBIC PEaKLMK (Harnpumep, OCTPBIM FCHEPaTH30BAHHbBIA 9K3aHTEMATO3HbIN
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nycryaes), cuHapom CrtuBcHca-J[KOHCOHA, TOKCHYCCKMM 3MUACPMAIbHBIM  HEKPOIU3,
JICKAPCTBEHHAs ChITIb C 303WHO(HIHCH 1 cucTeMHOM cummromatrkoi (DRESS-cunapom).

Co cTOPOHBI HEPBHOM CUCTEMBI

Yacmo: ronosHas 60:1b, 0ECCOHHHLIA.

Heuacmo: moTeps CO3HAaHMA', AMCKMHC3MA', TONOBOKPYKCHME, COHIMBOCTb, TPEMOP,
BeCroKOMCTBO, MOBBIIIEHHAs BO30Y AMMOCTD .

Yacmoma neussecmua: Cya0pOTH, NMCUXOTHUYECKHUE PACCTPOMCTBA, CITyTAHHOCTh CO3ZHAHUS,
JAETICPCOHANM3ALIMS, ACTIPECCHs, AC30PUCHTALMS, Ta/UTIOLMHALIMK, HAPYICHHUS CHOBHICHHH
(«KOIWIMAPHBIC» CHOBHUACHHMS), MAPECTE3Msl, MAHUS.

Co CTOPOHBI KOKHBIX TOKPOBOB

Yacmo. MHTCHCHBHOE MOTOOTACIICHHUC,

Yacmoma Heuzeecmua: aKHe.

Co CTOPOHBI MOYCBBLICTUTEILHON CUCTEMbl

Yacmoma neuzeecmua: noueyHasi HeA0CTaTOMHOCTb, MHTEPCTULIMATLHBIA HE(DPHT.
Co cTopoHb! 00MEHA BELICCTB M MMTAHMS
Hewacmo: aHOPEKCHs, CHW/KEHHE armeTHTA.

Co CTOPOHBI ONIOPHO-ABUIaTEILHOTO arrmapara

Heuacmo: mpiuieyHbIN cna3M3. KOCTHO-MBILLICYHAA CKOBaHHOCTbl, lelaﬂl"l/lﬂz.

Yacmoma Heuseecmua: paGaommonmP, MHOIATH.

Co CTOPOHBI MUIICBAPUTEILHON CUCTEMbI

Yacmo: auapest, pBOTa, AMCTICTICHS, TOMHOTA, 00/Ib B 00/1aCTH KHUBOTA.

1 2

Hevacmo: 33o¢arur’, ractpossodarcanbHas pedmokcHas 601e3Hb’, TacTPUT, MPOKTAITHS’,

CTOMATHT, IJIOCCHT, B3IyTHE JKMBOTA', 3amop, CyXOCTb BO PTY, OTPBDKKA, METCOPH3M,
X071ecTa3’, renaTuT B T.4. XOMECTATHICCKUI MITH FeMaTOLCUTHOIAPHbIHA '

Yacmoma neuzeecmua: OCTPbIA MAHKPEATHT, M3MCHCHHE LIBETA A3bIKA U 3y0OB, NMEUCHOYHAs
HEJ0CTaTOYHOCTb, XOICCTATHUCCKAs JKETTYXA.

Co CTOPOHBI AbIXATEILHON CHCTEMBI

Heuacmo: actva', HOCOBOE KPOBOTCUCHHE?, TPOMBOIMOOIHS TErOMHO# apTepuu’.

Co cTOPOHBI OPraHOB YVBCTB

Hacmo: TACTEeB3Us.

Heuacmo: BepTUro, HapyIEHME CIIyXa, 3BOH B YILaX.

Yacmoma Heuseecmua: TIyXOTa, areB3usi (MOTEps BKYCOBBIX OIIYIIECHMM), MapocMus,
AHOCMMSI.

(Co CTOPOHBI CEPACHHO-COCYIUCTOU CHUCTEMBbI

Yacmo: BazoaunaTauma’.
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Heuacmo: ocraHoska cepaua’, (mbpuanaumsa npeacepamit', yamuuenue unrepsana QT ua
37CKTPOKAPAMOrPaMME, IKCTPACHCTONTHA ', OILLY EHHE CCpALICOHEHHS.

Yacmoma Heuzeecmua: KETyJA0MKOBAs TaXWKapAds, B TOM YMCIC THIA «IUPYITH,
(huBpHISILIKS JKETY I0UKOB, KPOBOTCHCHHE.

JlaBopaTtopHble nokasareau

Yacmo: OTKIOHEHHE B MEYCHOYHOM Mpooe.

Heyacmo: NoBBIICHAE KOHLUCHTPALMM KPEaTHHHHA', MOBBIILICHHE KOHLICHTPALIMK MOYCBHHBbI ',
M3MCHCHMC OTHOIICHMA anbOyMMH/roOyamu', neiikoncHus, Heirponenmsa’, s03uHoduma’,
TPOMOOLMTEMHS®,  MOBBICHUEC  AKTMBHOCTH:  anaHuHamMuHoTpanc(epassi  (AJIT),
acrapratamunotpancepaset  (ACT), rammarmyramunrpancdepasst  (ITT)*,  menounoii
docarase’, nakraraernaporenassr (JII)"

Yacmoma  weuzéecmua: — arpaHynoOLMTO3, TPOMOOUMTONCHMS, YBEIMYCHHE 3HAUCHMS
MEMIYHAPOAHOro HopMmanusoBaHHOro otHomenus (MHO), yatunenue nporpomOuHOBOrO
BPCMCHH, U3MCHCHHE LIBETA MOYH, MOBBILICHHE KOHLIEHTPAUMH OMTHpYOHHA B KPOBH.

OO6ume pacctporicTsa

Ouenb yacmo: preGUT B MECTE MHBEKLIMK'

Yacmo: 60/1b B MECTE MHBEKLIMM ', BOCTTA/ICHAE B MECTC HHBCKLIMM ' .

Heuacmo: wenomoramme’, runeprepmms’, acTeHus, 6omb B rpyaHoi kierke', 03HOG',

VTOMIAEMOCTS .

Undexumonnbie 1 napasurapHsie 3ab01eBaHms

Heuacmo: uenmonuT, KaHIMI03, FacTPOIHTEPUT’, BTOPHUHBIC MH(EKIMKM (B TOM uMCIC
BAarMHaIbHbIC).

Yacmoma neuseecmuna: nceBAOMeMOPAHO3HBIN KOJIUT, POIKa.

Jlemu

[IpeanonaraeTcs, 4To HaCTOTA, THIT M TSKECTh HEKE/IATEIbHBIX PEAKLIMHA y ACTEH TaKas ke, KaK
V B3POCIBIX.

[ayuenmeol ¢ NOOGBICHHBIM UMMYHUMEMOM

Y nauuenTos co CITHlom 1 apy rumu umyy HO A€ (DHULIMTAMM, TIOTYYAIOIIKMX KIAPUTPOMULIMH B
00s1e¢ BBICOKMX 103aX B TCUCHMC THTEILHOTO BPEMCHM /TS JICYEHHsT MHUKOOAKTEpHAIbHBIX
MH(CKLMH, 4acTO TPYAHO OTIMYMTh HExenaTesbHbie 3(dhexTs npenapé'ra OT CHMITTOMOB
BUY-undexrmm WITH COTy TCTBYIOUICTO 3aboneBaHMs.

Haubonee wacTbiMM HEKEIATCIBHBIMM SBICHUAMM Y MALMEHTOB, NMPUHUMABIIKMX CYTOUYHYIO
103V KIapUTPOMHULIKMHA, pasHyto 1000 Mr, ObutH: TOWIHOTA, pBOTA, M3BPALICHUE BKYCa, 00/1b B
ofmacTu JKMBOTA, AMapes, Chilb, MCTCOPU3M, TOJIOBHAsA 0O0NIb, 3arop, HapyMEHWE CIIyXa,
nosbimeHue aktuBHOCTH ACT u AJIT B kpoBu. Takke oTMEHATUCh CTy4au HEKETATEIBHBIX
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ABJICHUH C HU3KOHM 4aCTOTON BO3HMKHOBCHMSA, TAKHE KaK O/bINIKA, DECCOHHMLIA U CYXOCTb BO
pTY.
Y MauMeHTOB ¢ NOJABICHHBIM MMMYHUTETOM MPOBO AWM OLICHKY 1a60paToOPHbIX MOKA3aTe/CH,
AHATTM3KPYS UX 3HAYMUTEIbHBIC OTKJIOHECHHSI OT HOPMBI (PE3KOE MOBBILIEHHE WITH CHWKEHHE).
Ha ocHosanum nanuoro kpurepus y 2-3 % nauMeHTOB, MOTyYaBIIMX KIAPHTPOMMLIMH B 03¢
1000 mr esxeHeBHO, OBLI0 3aPErHCTPHUPOBAHO 3HAYMTETbHOE noBbimeHue akTuBHOCTH ACT u
AJIT B KPOBM, a TAKIKE CHIKCHHUE YHC/1A JICHKOLIMTOB M TpOMOOLMTOB. Y He601bIIOr0 UKcTa
MALMEHTOB TaKKE OBbLTO 3aPErMCTPUPOBAHO MOBBIMCHHE KOHLIEHTPALMH OCTaTOYHOTO a30Ta
MOYCBHHBI,

* B HekoTOpbIX COOOmEHMAX 0 pabaAOMHOIM3E KIAPUTPOMMUMH MPUHUMANICS COBMECTHO C
APYTMMH J1€KapPCTBEHHBIMU CPEIACTBAMH, C [MPHEMOM KOTOPBIX, KaK HM3BECTHO, CBS3aHO
pasBuTHe padaomuonausa (craTHbl, (PUOPAThI, KOJXHLIMH WIH &/LUTOMYPHHO).

' CoobuicHust 0 gaHHBIX MOBOUHBIX PEAKLMAX OBUTH MOTYHEHBI TOMBKO MPH MPUMEHCHHH
KIADUTPOMMLIMHA B JCKApPCTBCHHOW (hopme nuomim3aT I MPUrOTOBIEHHUA PAacTBOpa TS
HHDY3HH,

? CooBueHust 0 JaHHBIX MOBOUHBIX PEAKLMAX OBUTH MOTYYEHBI TOTBKO MPH MPHMEHCHHM
KIaPUTPOMMLIMHA B JICKAPCTBCHHOW  (popMe  TabIeTkW ¢ MPOJOHIMPOBAHHBIM
BBICBODOKACHUEM, MOKPBITHIC IUICHOYHOH 000I0YKOM.

* CooBWEH!s 0 AaHHBIX MOGOYHBIX PEAKLMAX ObLTH MOTYUCHBI TONBKO NMPH MPHMEHCHHH
KIQPUTPOMMLIMHA B JICKAPCTBCHHOH (JOPME rpaHyIIbl ISl TMPUTOTOBICHHS CYCTICH3HMM [UTS
MPHUEMA BHYTPb.

* CooBuwenust 0 AaHHBIX MOBOUHBIX PEAKLMsX ObUTM MOTYYEHBI TOIBKO MPH MPUMEHEHHH

KIaPUTPOMMLIMHA B JICKAPCTBCHHOM (hopMe TabIeTKH, MOKPLITHIC IUICHOYHOM 000I04YKOH.

[lepeno3npoBk:

Cumnmombl: nipuem O0IBIIOH A03bI KTAPHTPOMHLIMHA MOJKCT BBI3BATH CUMITTOMbI HAPY LICHHH
CO CTOPOHBI XKETY JOUHO-KMLICHHOTO TPAKTA.

Y oaHOro mnauMeHTa ¢ OMMOMSIPHBIM PAacCTPOMCTBOM B aHaMHe3e Iociae mpuema 8 r
KTaPUTPOMHMLIMHA ~ OTMHCAHBI  W3MCHCHHS  TCHUXMYECKOTO  COCTOSIHMSA, MMApAHOMIATLHOC
MOBCACHHUE, TMIMOKATHEMHS U TUIIOKCCMHS,

Jleuenue: TIpU TNEPEAO3MPOBKC CIEAYET VAAIWTh HeabCcopOMpOBaHHBIM mperapar w3
JKETY A0YHO- KHLIECUHOTO TPAKTa (MPOMBIBAHHC JKE/TY AKA, IPUCM aKTHBHPOBAHHOIO YIJIs M IP.)
W MPOBECTH CHMITOMATHYCCKYIO TCpanuio. [ CMOAMAIW3 W TEPUTOHCANbHBIM IHAIHU3 HE
OKa3bIBAKOT CYILCCTBEHHOTO BIMAHMS HA KOHLICHTPALMIO KJIAPHTPOMMLIMHA B CIBOPOTKE, 4TO

XapaKkTepHO M /UTS APYTUX MPErapaTos IPY bl MAKPOIHIOB.
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B3aumoaeiicTBue ¢ ApYruMn JICKapCTBEHHBIMH CPEACTBAMHM

Ilpumenenue C1eOVIOU{UX npenapamoe coemecmno (4 KAapumpomMuiuiom

RPOMUBONOKA3AHO 6 CEA3U C 603MONCHOCHIbIO PA3GUNIUA CEPHEIHBLX nOOOUHbBIX ')M)ekmae:

Huzanpuod, numosud, mephenadun u acmemuzon

[Tpu cOBMECTHOM MpHEeMe KIaPUTPOMMLIMHA C LIM3AMIPHIOM, MTHMO3HIOM, TeP(HCHATHHOM HITH
acTEeMM30/10M COO0INAIOCH O TMOBLILCHHM KOHLICHTPALMK TMOCIEIHUX B TUTA3ME KPOBM, YTO
MOJKET MPUBECTH K VUTHHEHHIO MHTepBata QT v MOsABACHUIO CEpACUHBIX aPUTMHH, BKITHOYaAs
JKEITY I0YKOBYIO TaxXMKapauio, (pMOPHILTALMIO JKETyI0UKOB M JKETYI0YKOBYIO TaXMKapIMIO
THna «rpya™ (cMm. paszen «[IpoTuBonokaszanus» ).

Aakarouowt cnopbsiibu

[TocTperneTpalMOHHbIE HMCCICAOBAHMS MMOKA3bIBAKOT, YTO TNMPH COBMECTHOM MMPHUMCHCHUH
KIaPUTPOMHMLIMHA C 3PrOTAMMHOM WIM IUTHAPOIPIrOTAMMHOM BO3MOXKHBI  C/ICAYIOLIME
3(dekTsl, CBA3aHHBIC C OCTPLIM OTPABACHHWCM MPEIMAPATAMH TPYIIILI  3PrOTAMHHOB:
COCYAMCTBIH CrasM, HILEMHSA KOHCHHOCTCH M APYTHUX TKAHCH, BITIOYAs LEHTPAIbHYI HEPBHYIO
cucreMy. OJHOBPEMCHHBIH  NPUEM  KIADUTPOMMLIMHA C  QTKATOMAAMH  CIIOPBIHBH
npoTuBonokasan (cm. pasaen «[IpoTuBonokasanus» ).

Muoazonam ons nepopaibHo20 npuUMeHeHus

[Tpu COBMECTHOM MPUMEHECHUH MHAA3071amMa W KiapurpomMuimua B opme Tabnetok (500 mr
ABA pasa B AcHb) otMeyanoch yeeanucHue AUC muzasonama B 7 pa3s mocie nepopaabHOro
npuema. OHOBPEMEHHBIH TMPHUEM KIAPUTPOMMLIMHA C MMIA30/1aMOM Ul MEPOPATLHOIO
MPUMEHEHUS MTPOTHBOMNOKa3aH (cM. paszaen «[IpoTHBonokasaHusm»).

Hueubumopuvr 'MI-KoA-pedykmaznt (cmamunot)

OZHOBPEMEHHBIM  MPHUEM  KIAPUTPOMMLIMHA C  JIOBACTATMHOM WIM  CHMBACTATHHOM
NMPOTHBONOKA3aH (cM. pasaen «[IpoTuBoOnokasaHus») B CBS3H C TEM, YTO AAHHBIC CTATHHbLI B
3HAYUTEIbHOM cremenn Merabonmsupyiores usopepmentom CYP3A4 um  coBmecTHOE
NMPUMCHCHHE C KJIAPUTPOMHMLIMHOM TOBBIIIACT MX CbhIBOPOTOYHBIC KOHLCHTPALIMH, 4TO
MIPUBOIMT K MOBBILICHUIO PUCKA PA3BUTHS MUOTIAaTHH, BKIO4as padaomuonms. Coobuanocs o
cayuasnx pabaoMHOIM3a Y MALMEHTOB, MPUHUMABILMX KJIAPUTPOMHLIMH COBMECTHO C IaHHBIMH
nipenaparamu. B ciyuae HEOOXOAMMOCTH MPUMEHEHHSI KITAPUTPOMHMLIMHA CIICAYCT MPEKPATUTh
MPUEM JI0BACTATHHA WM CHMBACTATHHA HA BPEMS TCPATTHH,

K1apuTpoOMHLIMH CAEIVET MPHUMCHSTH C OCTOPOKHOCTBIO MPH KOMOMHHMPOBAHHOM TCPANHH C
APYrMMM CTaTHHaMHK. B ciyvyac HEOOXOAMMOCTH COBMECTHOTO TIPHEMAa PEKOMCHIYETCSH
MPUHUMATh HAMMEHBIIYIO 103y CTAaTHHA. PEKOMEHIYETCsI MPUMEHSTh CTATHHBI, HE 3aBUCAILIUE
ot merabonusma uzodepmenrta CYP3A (nanpumep, duysacratun). CrneayeT KOHTPOIMPOBATD

PasBHUTHUC INMPHU3HAKOB U CUMITTOMOB MHUOIMaTHUH.
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Jomumanuo

OaHOBPEMEHHBIH NMPHEM KIAPUTPOMHMLIMHA C JIOMHMTAITMAOM MPOTHBONOKA3aH M3-3@ PUCKA
CYIIECTBEHHOTO TIOBBIIICHWA aKTMBHOCTH TPAHCAMMHA3 B IUIa3Me KpoBH (CM. paszen
«[TpoTuBOTIOKA3aHMS ).

Bausinue opyaux ek APCHIGEHHbIX NPEenapamoe Ha KJAapumpomMuyuH

Tudpokcuxnopoxun u xnopoxun

Jlauubic HAOMIOACHUH MMOKA3alM, 4YTO COBMECTHOE TIPUMEHEHHME a3WUTPOMHLIMHA C
PMAPOKCUXJIOPOXHHOM YV MALIMCHTOB C PCBMATOMIHLIM APTPUTOM CBS3AHO C IMOBBILICHHBIM
PHUCKOM  CEPJACYHO-COCY AMCTBIX COOBITHH M CEPACHHO-COCYIMCTOM CcMmepTHOCTH. M3-3a
BO3MOJKHOTO AHATOTMYHOTO PHUCKA MPHU MPUMCHCHUM JPYTHX MAakpOIMAOB B COUYCTAHMM C
FHIPOKCUXTOPOXHHOM MM XJIOPOXHHOM CIICAYET TIATSIBHO B3BECHTh COOTHOILICHHUE ITO/Tb3bI
W PUCKA, MPE/KAC 4YCM HA3HAYATh KIAPUTPOMMLIMH JHOOBIM MALMEHTAaM, MPHUHUMAFOILUM
FHAPOKCHXIOPOXHH HITH XJIOPOXHH,

[Tpenaparsl, sBiswommecs uHaykropamu usopepmenra CYP3A (nampumep, pudamruims,
(permrToun,  kapOamaszerwH, (peHoOapOuTan, 3BepoOOH  MPOABIPSBICHHBIM),  MOIYT
WHIYLIAPOBATh MCTAbOIM3M KIaPUTPOMMLIMHA. JTO MOKCT MPUBECTH K CyOTEParneBTHYECKOM
KOHLCHTPALIWK KIAPUTPOMHMLIMHA, YTO NMPUBOAMT K CHIWKCHHIO ero 3(ddexrusHocTu. Kpome
TOro, HeoOX0aMMO HabIr01aTh 3a KOHUEHTpaLmMe# nHaykTopa uzodepmenra CYP3A B rmazme
KPOBHM, KOTOpas MOKET TOBBICHTbCS ©3-3a WHruOuposanust wsodepmenta CYP3A
K1apuTpoMuLMHOM. [Ipy  coBMecTHOM mpuMmeHCHHMM puadyTiHa M KIAPUTPOMHLIMHA
HA0MI01AMOCh  MOBBILEHAEC TUIA3MEHHOM  KOHLEHTpaumu pudadyTHHa U CHWKCHHME
CBIBOPOTOMHOM KOHLIEHTPALIMM KITAPUTPOMHLIMHA C MOBLILICHHBIM PUCKOM Pa3BUTHS YBEHTA.
Crneayromme mperniapatsl 001a7al0T A0KA3aHHBIM WIIM  TPEANOIAraéMbIM BIMSHMEM Ha
KOHLICHTPALMIO KJIaPHTPOMMLIMHA B IU1a3ME KPOBM; B CJIy4ac MX COBMCCTHOTO MPHUMCHEHHS C
KITaPUTPOMHLIMHOM MOJKET MOTPEOOBATHCSA KOPPEKLMS 103 WM IMEPEX0/ Ha aTbTCPHATUBHOE
JICYCHUE.

Ipasupens, nesupanun, pudamnuyun, pudadbymun u puganenmun

CuibHbIE MHIYKTOPBI CcHCTEMbl Lroxpoma P450, Ttakue kak 3(aBMpEH3, HEBHPAITHH,
pudamnuumH, pudadyTHH U pUPANECHTHH MOTYT YCKOPSTh METabOTH3M KIAPUTPOMMLIMHA H,
TakuM 00pa3oM, MOHWKATb KOHLICHTPALMIO KIAPUTPOMHMLIMHA B TUIA3ME M BMECTE C TEM
nosbIaTh KOHueHTpaumio 14-OH-knapurpomuumua — mertafonaura, Takke ABIAIOMETOCH
MHUKPOOMOJIOTHYECKH  aKTHBHBIM.  [lOCKOMBKY ~— MHKPOOHONIOrMYecKas  aKTMBHOCTB
KiapurpoMuimHa ©  14-OH-wiapuTpoMuLMHA OTIMYACTCS B OTHOIICHHUM  PA3THYHbIX
fakTepuit, TepaneBTHYCCKUI S(DCKT MOKET CHHIKATLCA TNPU COBMECTHOM TPHMEHCHHH

KJIQpPUTPOMMLIMHA ¥ MHIYKTOPOB (JepMEHTOB.
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Ompasupun

KOHUEHTpaLMs  KIapUTPOMMLIMHA ~ CHMIKACTCS TPH  MCIIOJIB30BAHMM JITPABUPHUHA, HO
MOBBIIIACTCS KOHLIEHTpaLmsi akTuBHOro merabdonura 14-OH-knapurpomuumza. [Tockombky
14-OH-xnapurpomuiiiH 0671a1aeT HU3KOH AKTHBHOCTBIO M0 OTHOIUCHHMIO K MH(EKLIMIM
Mycobacterium avium complex (MAC), MOKeT MEHSITBCS 001Iasi aAKTUBHOCTb B OTHOLICHUH
3THX BO30yauTencH, nosromy s sncueHus MAC ciaeayer paccMaTpuBarh aibTCPHATHBHOC
JICYEHHE.

Daykonazon

CoBmecTHbI# npueM (rrykoHasona B 03¢ 200 Mr exxeHeBHO U KiiapuTpoMuLMHa B 103 500
MT JIBa pa3a B AeHb Y 21 310poBoro 100poBoIbLIA MPHUBEIO K YBEIMUYCHHIO CPEIHETO 3HAYCHMA
MUHHUMAIBHOM PABHOBECHOM KOHUEHTpaLmMu KaapuTpoMHuLmHa (Cmin) 1 AUC 1Ha 33 % u 18 %
COOTBETCTBEHHO. [IpyM 3TOM COBMECTHBIM MMPHEM 3HAYMTCIBHO HE BIMMAI HA CPEIHIOKO
PABHOBECHYIO KOHUCHTPALMIO akTHBHOTO MeTtabonura 14-OH-knapurpomuimna. Koppekims
03Bl KIAPUTPOMHLIMHA B CIIV4ae COIMYTCTBYIOLICTO nMpuema (rykoHazona He TpebyeTcst.
Pumonaeup

DapMaKOKMHETHUYCCKOE MCCIICA0BAHME MOKA3a10, YTO COBMECTHBIM NMPHEM PUTOHABHMPA B 03¢
200 Mr Kaxaslc BOCEMb 4acOB M KaapurpoMuLua B 03¢ 500 Mr kaxasie 12 yacos npusesn K
3AMETHOMY TOJABJICHHMIO MeTabonmM3ma KIapuTpOMHMLMHA. [Ipy  COBMECTHOM mpHeMe
putonasupa Cmax k1apuTpomuumHa yeeanumwiach Ha 31 %, Crin yBenmmuniacs Ha 182 % u AUC
yBenuuunach Ha 77 %. BbUI0 OTMEUEHO MPAKTHYECKM MOTHOE MOJABICHHME 00pa3oBaHMsl
14-OH-knaputpomuumya.  brarogapss  mMpPOKOMY — TEpameBTHYECKOMY — MarasoHy
KIapPUTPOMMLIMHA Y MEHBILEHUE €r0 J03bl Y MALMEHTOB C HOPMATBHOM MOYCUHOH (yHKIMEH He
Tpebyercs. YV MALUMEHTOB C TOYEYHOW HEAOCTATOYHOCTBIO LIEIECOOOPa3HO PaccMOTPETh
caeayiomme BapuanTsl koppekuwn 103l mpu KK 30-60 wma/MuH 1038 KI1apUTPOMHLIMHA
nomkHa 6b1Th ymeHbmeHa Ha 50 %; npu KK menee 30 Mi/MuH 1032 KIapUTPOMHLIMHA 10/1KHA
ObiTh  yMmeHbiieHa Ha 75 %. PuroHaBMp He CleIyeT COBMECTHO IIPHHMMATh C
KTAPUTPOMMLIMHOM B 103aX, MPEBBIMIANIIKX | I/ICHB.

CX0/1HbIE KOPPEKLIMH 103 A0JKHBI PACCMATPUBATBCS Y MALIMEHTOB CO CHHIKCHHOM (DY HKLIMCH
MOYEK, E€CAM PUTOHABHP MCIIONBL3YCTCH KAk (DapMAKOKMHETHYCCKMM «(YCHIMTEIbY TIPH
MPUMECHEHMH APYTHX MHrHOMTOpOB npoTteassl BUY, Briouas arazaHasup v CakBUHABHD (CM.
noapaszaen «JlByHanpasacHHOC B3aUMOICHCTBUE JICKAPCTBY ).

Jlelicmeue K1apumpoMulUna Ha Opy2ue J1eKapCcmeeHble npenapantbl

Anmuapummuueckue cpedcmsa (XUHUOUH U OU3ONUPAMUO)
B03MOKHO BO3ZHMKHOBEHME JKCITYI0MKOBOM TAXMKAPAMM THIA «ITMPYIT» IMPH COBMECTHOM
MPUMCHECHUM KIAPUTPOMMLIMHA M XMHWIMHA WIM ausormpamuza. [lpu oaHOBpeMEHHOM
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MPHUEME KJIAPUTPOMMLIMHA C ITUMHM MPETapaTaMM CICAYCT PEry/sipHO MPOBOAUTL KOHTPOIIb
37CKTPOKAPAMOrpaMMBl  Ha npeaMer yanuHenuss wuHrepBana QT, a Takke crneayer
KOHTPOIMPOBATh CHIBOPOTOUHBIC KOHLCHTPALIMM 3THX MPEapaTos.

[Ipu nmoCTPErucTPaLMOHHOM MPUMEHCHHH COOOIIATOCh O CAYYaAX Pa3BUTHs MMIONTUKEMHH
MPH COBMECTHOC MPUEME KIAPUTPOMHMLIMHA M ausonupamuaa. Heobxoaumo koHTpoaMpoBaTs
KOHLICHTPALIMIO IITKOKO3bl B KPOBM IPHU OJHOBPCMCHHOM IMPUMEHCHHHM KIAPUTPOMMLIMHA M
JU30TTHPAMHKIA.

Iepopanbnsie cunoziukemuueckue cpeocmea/uncyaun

[Ipy COBMECTHOM MPHUMCHEHHMH KIAPUTPOMMLIMHA M TMEPOPATLHBIX THMITONTHKCMHUYCCKHX
CpeacTB  (HArpuUMEp, MPOM3BOIHBIC CYIb(OHWIMOUYCBMHBI) W/WIH HHCY/IMHA MOKET
Ha0/1I0.1aThCsl BBIPOKCHHAS rUIOrTMKeMust. OTHOBPEMEHHOE MPUMEHEHHUE KITAPUTPOMHLIMHA C
HEKOTOPBIMH THMONTMKEMHYCCKMMHU TperapataM (HarpuMmep, HAaTCrIMHMA, THMOT/TMTAa30H,
penarJivMHKWI M POCHITIMTA30H) MOMKET MPUBECTH K MHrubOuposanuio uzodepmenra CYP3A
KIAPUTPOMMLIMHOM, B PE3V/IbTATC YEro MOJKCT Pa3sBHUTLCS THIIOTIHKeMHS. PekoMeHayercs
TILATC/IbHBIH KOHTPO.1b KOHLUCHTPALIMM [TTFOKO3BI.

Bsaumooeiicmeus, obyciosnennnie uzohepmenmom CYPIA

COBMCCTHBIH TPUEM KJIaPUTPOMMLIMHA, KOTOPBIM, KAaK W3BECTHO, MHTHOMpYET M30(hepMEeHT
CYP3A, u npenaparos, nepsuuHo Meraboausupyroumxcs: usodpepmenrom CYP3A, moxer
ACCOLIMHPOBATBLCH C B3AMMHBIM TMOBBIICHHEM MX KOHLICHTPALMH, YTO MOXET YCHIMTb WIH
MPOUTHTL KaK TeparneBTHYECKHUC, Tak W rodounsie (et Knapurpomuumn ciaexyer ¢
OCTOPOKHOCTBK)  MPUMEHATH  MALMECHTAM, [MOJYYAOUMM  IIPErnaparbl,  SBISIOIIHECS
cyocrpatamu  usodepmerra CYP3A, ocobeHHO eciu 3TH mpemapaTtbhl MMCIOT  V3KHH
TEparieBTHUYCCKUA  aMamazoH  (Hanpuvep,  kap0aMasenuH),  W/WIM  HHTCHCHBHO
metabonusupyroTess 3Tum  (hepmeHToM. B cryuae HEOOXOAMMOCTH JO/DKHA ITPOBOIMTHCS
KOPPEKLMsi [03bl Mpernapara, MPUHUMAEMOro BMCECTC C KIAPUTPOMHMLMHOM. Tawke, To
BO3MOJKHOCTH, JI0/DKEH TMPOBOAMTBCS  MOHMTOPMHI  CBIBOPOTOYHBIX — KOHLICHTPALMH
npenaparos, nepsudHo Merabonusupyrommxces uiodepmenrom CYP3A.

MeTabonm3m CreavIOIMX MPEernapaToB/K1acCcoB OCYIICCTBIACTCS TEM KE M30()epMEHTOM
CYP3A, uyto W MeTabomM3M KIAPUTPOMMLIMHA, HAMPUMEP, aarmpososiaMm, KapOamaseruH,
LMI0CTA301, LIMKIOCMOPHH, AW30MUPAMMUI, METHIMPEIHU3O0IOH, MMIA3071aM, OMEMNpasol,
NEepopaTbHbIC AHTHKOAryIsaHThl (Hanpumep, BapdapuH, puBapokcabaH, armkcaban),
ATUITHYHBIC AHTHUTICMXOTHYCCKUE CPCACTBA (HAmpuMep, KBCTHAIMH), XMHUAMH, puDhadyThH,
cuaACHA(MI, TAKPOIUMYC, TpUazonam W BuHOnacTH. Taioke k aroHucTam u3o(epMeHTa
CYP3A oTHOCATCS CHACAVIOIUMC TpErapartbl, TMMPOTHUBOINOKA3AHHBIE K COBMCCTHOMY

MPUMEHEHMIO C  KIAPUTPOMMLIMHOM: aCTEeMM30/1, LM3anpHi, ITHMO3HMA, Tep(heHamuH,
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JI0BACTATHH, CUMBACTaTHH M aIKa10MAbl CriopbiHbH (cM. paszaen «[IporuBonokazanus»). K
npernaparaMm, B3aUMOJCHCTBYIOILMM rOA00HBIM oOpaszom uepe3 apyrue u30(epMEHTHI B
pamMkax cucrembl umroxpoma P450, oTHocsTcs ()eHMTOMH, TEODWITMH M BaabLMpOEBas
KHCIIOTA.

Henpsambie anmukoazyasumet

[Tpu coBmecTHOM mpueme Bap)apuHa W KJIAPUTPOMHMLIMHA BO3MOKHO KPOBOTCYEHHME,
BeipakeHHoe yBeamuenne MHO u mporpomOGuHoBoro Bpemenu. B ciyuae cosmecTHOro
MPUMCHEHUs C Bap(apuHOM WIM APYTHMH HENPSMBIMH aHTHKOAryJSIHTAMM HEOOXO0IMMO
konTposnuposats MHO u nporpoMOuHOBOC Bpems.

Ilepopaibrbie anmukoazyistHmsl nPAM0O20 Oeiicmeus

[lepopanbHblid aHTUKOArYJISIHT TPSIMOTO ASHCTBHMs AaburarpaH sBisercst cyOcTpaToMm s
sdpmokcroro Henka-neperocunka P-riukornporenHa (P-gp). Pusapoxcaban u armxcabax
merabonusupytotes ¢ yuactiem usoepmenta CYP3A u Takke spsmores cyOcTparaMu s
P-gp.

Creaver cobmoaaTe 0OCTOPOKHOCTL MPU OJTHOBPEMEHHOM MPUMEHEHHH KJIADUTPOMHLIMHA C
JAAHHBIMM TIPEriapaTamMu, 0COOCHHO V TMALMEHTOB C BLICOKMM PHUCKOM KPOBOTEHEHHs (CM.
pasaensl «C ocTopoxkHOCTbION M «Ocobbie yKasaHus» ).

Omenpazon

Kaapurpomuumd (o 500 mr kasabie 8 4acoB) MCCACAOBAICS vV 3A0POBLIX B3POCIBIX
a00pososibLeB B komMOuHaumu ¢ omernpazormoM (mo 40 mr exeaHesHo). [Ipu coBmecTHOM
MPUMEHEHHH KIIapPUTPOMHMLIMHA W OMEIpPa30/ia PAaBHOBECHBIC TUIA3MEHHBIC KOHLICHTPALMU
omenpasona Obm yeemdeHbl (Cray, AUCo.24 1 Ty yBenmunaucs Ha 30 %, 89 % w 34 %
cootsetcTBeHHO). Cpeanee 3HaucHue pH kemyzaka B Teuenue 24 wacoB cocTaBuiao 3,2 npu
MPUEME OMCIpasoia B OTACAbHOCTH M 5.7 mpM mnpueMe OMEmnpasojga COBMECTHO C
K1apUTPOMHLIMHOM.

Cunoenagpun, maoaragui u eapoenapu

Kaxabiit 3 3tMx MHrudouropos (pocoauacrtepasel MeTaboMM3MpyeTCs, MO KPaMHEH Mepe,
yacTHuHo ¢ yuactvem uso(epmenra CYP3A. B 1o ke Bpems usopepment CYP3A moxer
MHIMOMPOBATLCS B MPUCYTCTBMM  KIapUTpOMUIMHA.  COBMECTHOE — MPHUMEHEHHME
KI1apUTPOMMLMHA ¢ cuiaeHaduIoM, Tatarahuaom WM BapACHA(DHIOM MOXKET NMPUBECTH K
VBEITMUCHHIO MHTHOMPYIOIIEro Bo3acicTBus Ha (ocdoamdcrepasy. Ilpy nmpuMEHEHMH 3THX
MpEenapaTtoB COBMECTHO C  KJIAPUTPOMHMLIMHOM  C/ACAYET PaccMOTPETh  BO3MOKHOCTH
VMEHBILCHMA 103l cHiaeHadwa, Tazanaduia u BapacHaduia.

Teogpunnun, kapoamazenun

[IpM COBMECTHOM MPMMEHCHMM KJIAPUTPOMMLMHA W Teo(wimMHa Wik KapbamasermHa
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BO3MOJKHO MOBBIILCHUE KOHLICHTPALIMM JAHHBIX TPEIapaToB B CHCTEMHOM KPOBOTOKE.
Toamepooun

[MepBuuHbIA MeTabOAM3M TOATEPOAMHA ocyuiecTsiseTcs vepe3 2D6 uzodopmy Lmroxpoma
P450 (CYP2D6). Oamako B uactu nonyiasudd, aumeHHod wusodepmerra CYP2DO,
meTtaboamnsm nporcxoamt yepes usohepment CYP3A. B aTo# rpyrimne HaceneHus 1o aaBIeHHe
uiopepmenta CYP3A  mpuBoauT K 3HAUYMTEIBHO 00J€C BBICOKHM KOHLICHTPALMAM
TOATEPOANHA B CHIBOPOTKE. B nony isiumu ¢ HU3KkuM ypoBHEM MeTab0IM3Ma uepes H3oepMeHT
CYP2D6 mosxeT noTtpeboBaThesi CHUKEHUE 103bI TOJITEPOAHHA B MPUCYTCTBUM MHTMOMTOPOB
nsoepmenta CYP3A, Takux Kak KJIapUTPOMHULIMH.

benzoouazenunst (Hanpumep, ainpazonam, Muoazonam, mpuazonam)

ITpu cOBMECTHOM NMPUMEHEHMH MHaa301ama U Tabnerok kiapurpomuimHa (500 Mr 1Ba pasa B
aeHb) or™euanock yeeauienue AUC muaasonama: B 2,7 pasa nocsie BHyTPUBEHHOTO BBEACHHS
mMuzazonama. Ecaim BMeCTe ¢ KIAPUTPOMMLIMHOM TIPMMCHSCTCS BHyTpPHMBEHHas (opma
MHIa3071aMa, CACAYET TILATEIbHO KOHTPOIMPOBATb COCTOSHWE MALMEHTA IS BO3MOMKHOH
KOPPEKLIMH 03Bl

BBeaeHue 1ekapcTBEHHOTO Mperapara 4epes CIAU3HCTYI0 000/104Ky MOTOCTH PTa, KOTOPOE AacT
BO3MOJKHOCTb OOOMTH MPCCUCTCMHYIO 3TMMMHALIMIO JICKAPCTBEHHOIO Iperapara, CKopee
BCEro, MPHBEICT K B3AMMOJACHCTBHIO AHAIOMYHOMY TOMY, KOTOpoe HabmomaeTcst rpu
BHYTPHBCHHOM BBCACHHH MHIa30/1aMa, a HC IMPH NMCPOPaATbHOM IMPHUEME.

Takue e Mepbl MPEIOCTOPOKHOCTH CICAYCT MPUMEHATH W K APYruM OCH30IMaserMHaM,
koTopsic Merabonuzupyiores uzopepmenrom CYP3A, Briouast Tpuasoam M aarnpasosiam.
Jlns  OGeH30a1Ma3eIMHOB, BbIBCACHMC KOTOPbIX He 3aBucuT oT wusodepmenra CYP3A
(TemaszeraM,  HMTpaseraM,  JOpasenam),  MaJOBCPOSATHO  KIHHMYECKM  3HAYMMOC
B3aMMOCHCTBHC C KITAPHTPOMHLIMHOM.

[lpr cOBMECTHOE MPUMECHCHHH KJIAPUTPOMMIIMHA M TPHA30/iamMa BO3MOJKHO BO3JICHCTBHE Ha
ueHTpaTbHY 0 HepBHYI0 cuctemy (LIHC), Hanpumep, COHITMBOCTD M CITyTAHHOCTH CO3HaHMs. B
CBSI3H C 3TUM, B C/TY4ac COBMECTHOTO MPUMEHCHUSI, PCKOMCHAYETCS CJICAUTh 38 CUMITTOMAMU
Hapywenus LIHC.

Bzaumodeiicmeus ¢ Opyveumu npenapamamil

Koaxuwun

Koaxuumn ssrasercs cyberpatom kak wsodepmenra CYP3A, tak u Oenka-nepeHOCUMKa
P-raukonporenna (P-gp). M3BecTHO, 4TO KIAPUTPOMMLIMH M APYTHME MAKPOJIMbl SBISAIOTCS
uHruouropamu nzodepmenra CYP3A u P-gp. [Ipu coBMECTHOM npueMe KJIapHTPOMHMLIMHA U
KOJIXHMLIMHA UHruOupoBarue P-gp w/umu maodepmenra CYP3A MOKET MPUBECTH K YCHICHHIO
JCHCTBHMA KOIXMLIMHA. 3apErMCTPHPOBAHbI MOCTPETHCTPALMOHHBIC COOOMICHUs O Cayuasx
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

OTPA@BJICHHUS KOJIXHLMHOM TPH €ro OJHOBPEMEHHOM TMPHEME C KIADUTPOMHULIMHOM, Yalle y
MOKMWIBIX MALMEHTOB. HEKOTOpbIC M3 OMMCAHHBIX CIY4acB MPOMCXOAWIH C MALMECHTAMH,
CTPAJAlOIMMHK  TOYEYHOM HexocTaTouHOCThIO. Kaxk  coobmianoch, HEKOTOpBIC —Cayvau
3aKaHYMBATHCH JICTATBHBIM HCXOA0M.

OAHOBPEMEHHOE MPUMEHCHHE KJIAPUTPOMMLIMHA M KOJXHLIMHA MPOTHBOIOKA3aHO (CM. pazaen
«ITpoTuBoriokasamus» ).

Huzokcun

[Tpeanonaraercs, 4TO AMTOKCHH siBisieTcst cydcTparom P-gp. M3BecTHO, YTO KI1apUTPOMHLIMH
unrnbupyer P-gp. [pu coBMECTHOM MpUeMe KIAPUTPOMMLIMHA M JTUTOKCHHA HHTMOMPOBaHHE
P-gp  KIAPUTPOMHLIAHOM  MOJKCT TMPUBECTH K YCHICHHMI JACHUCTBHMS  JIMIOKCHHA.
[TocTperucTpalMOHHBIC HCCICA0BAHMS TIOKA3alM, YTO COBMCCTHBIM TPHEM JMIOKCHHA M
KIaPUTPOMMLIMHA TAK/KE MOKCT IMPHUBECTH K MMOBBILICHWIO CHIBOPOTOYHOW KOHLICHTPALIMM
JUTOKCHHA., Y HCKOTOPBIX MMALIMCHTOB OTMEYATMCH KIWHHYCCKME CHMITTOMBI OTPAaBICHMs
JMTOKCHHOM, BKIHOYAs MOTCHLUMAIbLHO JICTATbHBIC apUTMMH. [IpM COBMECTHOM mpHeMe
KIQPUTPOMHMLIMHA M IMFOKCHMHA CICIYCT TINATEIbHO KOHTPOIMPOBATh KOHLICHTPALMIO
JUTOKCHHA B CbIBOPOTKE.

3uooeyoun

OHOBpeMCHHBIH rprUeM TabICTOK KJIAPUTPOMHMLIMHA M 3UI0BY AHHA TIEPOPATIBHO B3POCIBIMH
BUY-uHDUUMPOBAHHBIMH  TMALIMCHTAMH MOKET TIPUBECTH K CHIDKGHHIO PaBHOBECHOM
KOHLICHTPALIMK 3HI0BY IHHA.

[locKO/IbKY KJIAPUTPOMMLIMH BIIMSCT HA BCACHIBAHWC 3WI0BYIMHA TIPH NMEPOPATLHOM TMPHEME,
B3aMMOJCHCTBHS MOJKHO B 3HAUMTCILHOM CTENEHH M30ekKaTh, MPUHUMAs KIAPUTPOMMULIMH U
3UJI0BYIMH C MHTEPBAIOM B 4 vaca.

[Moao6Horo B3anmoaeicTems He Habmoaami y BUU-MH(DHUMPOBAHHBIX AETEH, MPMHMUMABIIMX
JETCKYHO CYCTICH3HIO KIAPHTPOMMLIMHA C 3UAOBY TMHOM MITH IHAC30KCHUHO3HHOM. [Tockoabky
KIAPUTPOMHMLIMH MOKET MPEMATCTBOBATH BCACBIBAHMIO 3MI0BYIMHA MPU MX OJTHOBPEMEHHOM
MPHUEME BHYTPb Y B3POCIBIX MALMCHTOB, MOA00HOC B3aMMOACHCTBHE B/ M BO3MOXKHO TPH
MCIOIB30BAHHK KIAPHUTPOMHLIMHA BHY TPHBECHHO.

Denumoun u 6aibnpoesas Kucioma

UmeroTess aanHble 0 B3auMoacHcTBusx HHruoutopos uszodepmenrta CYP3A  (Bkmouas
KJ1apUTPOMMLIMH) C MPENapaTamu, KOTOpbie HEe METabOIM3HPYIOTCA C MOMOILBLIO M30(hepMeEHTa
CYP3A (eHuTOMHOM M BaILIPOCBOH KUCIOTOM). JI1st 1aHHBIX Mpenaparos, NP1 COBMECTHOM
MPUMCHEHHHM ¢ KIAPUTPOMMLIMHOM, PEKOMEHIYCTCS OMPEACTICHHE HX ChIBOPOTOYHBIX
KOHLECHTPALMH, TaK KaK MMCIOTCSI COOOIIECHUs 00 MX MOBBILCHHM.
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Amazanasup

K1apuTpOMHMUMH ¥ aTajaHasup SBISOTCS Kak cyOcTparamu, Tak M MHrMOMTOpaMH
uzodepmenta CYP3A. CylecTByeT CBMACTEIBCTBO ABYHANPABICHHOIO B3aMUMOJACHCTBHS
ymux npenaparos. CoBmecTHOE MpuMeHeHne kiapurpomuimsa (500 mr aBa pasa B ACHb) U
arazanasupa (400 Mr oauH pa3 B JICHb) MOKET NMPUBECTH K ABYKPATHOMY YBEIHHYCHHIO
BO3ACHCTBMS KIAPUTPOMMLMHA M YMEHbIUeHHIO Bo3acieTBus 14-OH-knapurpomuimna na 70
%. ¢ veennuenuem AUC arasanasupa Ha 28 %. bnarogaps mupokoMy TeparneBTHYECKOMY
JMAra3oHy KJIapUTPOMMLMHA YMEHBIUCHUE €r0 J03bl Y MALMEHTOB C HOPMATBHOM (yHKLMEH
nouek He Tpebyerca. Y MauMEHTOB ¢ YMEPEHHOIM noyeyHon HegocTarouHocTsio (KK 30-60
MI/MMH) 1033 KTAPHTPOMMLIMHA 1071KHA ObITh yMenbmeHa Ha 50 %. Y naumnenTos ¢ KK meHee
30 MI/MHMH 103y KIapUTPOMHMLMHA CICAYCT CHU3WTL Ha 75 %, WCMOmb3ys M1 ITOro
COOTBETCTBYIOIIYIO JIEKApCTBEHHYO (hopmy kaapuTpomuumHa. Krapurpomuume B 103X,
npesbimaronmx 1000 Mr B CyTKH, HE/Ib35 PUMEHSATh COBMECTHO C MHIMOMTOpaMH rpoTeas.
Baokamopoi «<MeoneHHbIX» KaIbiUeEhlxX KAHa106

[Ipn  OAHOBPEMEHHOM MPUMECHCHWH KIADUTPOMHUMHA KM O7I0KATOPOB  «MCITCHHBIX»
KATbLIMEBBIX KaHATOB, KoTopsle Mertabonusmpyrotes usodepmentom CYP3A  (nampumep,
BCPANaMMI, aMJIOJMITMH, [AWITHA3CM), CICAyeT cOOmoAaTh OCTOPOKHOCTB, TOCKOJIBKY
CVILIECTBYET PMCK BOIHHKHOBCHHMs APTEPHATBbHOM runorersuu. [11asMeHHbIC KOHUCHTpALMK
KJTAPUTPOMMLIMHA, TAKKE Kak M OI0KATOPOB «MELTCHHBIX» KATbLMEBBIX KAHATOB, MOTYT
MOBBILLATLCA MPH OTHOBPCMEHHOM MPUMEHEHHUH, APTEPHATbHAS THIIOTCH3MA, GpaaMapUTMMs
M TaKTOALMI03 BO3MOKHBI MPH OJHOBPEMECHHOM NMPHEME KIapHTPOMHULIMHA W BEpanaMmIIa.
Hmpakonazon

K1apuTPOMHMUMH M WTPAKOHA301 SBASIOTCH cyOcTparamMu M MHrHOMTOpaMM usoepmenTa
CYP3A, 4T0 OnpeaeIscT ABYHANPaBIeHHOE B3auMoacHcTBue npenaparos. KnapurpomulmH
MOJKET MOBBICHTH KOHLICHTPALIMIO HTPAKOHA3071a B IU1A3ME, B TO BPEMA KaK MTPAKOHA30.1 MOKCT
MOBBICHTb TUTA3MEHHYIO KOHLCHTPALMIO KIapUTPOMMLMHA. [lalmeHToB, OJHOBPEMCHHO
MPUHAMAIOLIMX MTPAKOHA301 M KIAPUTPOMMLIMH, CJICAYET TIIATEIbHO obcnenosare Ha
HATMUME CHMITTOMOB YCHICHHMS WIM YBEIMYCHMS JUTMTCIBHOCTH  (hapMaKOIOrMYeCKMX
3¢(hexTOB ITHX MpEnapaTos.

Cakeunasup

K1apuTpPOMMUMH M CAKBMHaBUp ABLIOTCH CyOcTpataMu M MHruOMTOpaMu w3odepMeHTa
CYP3A, uTo onpeaenseT ABYHANPaBICHHOS B3aMMOICHCTBHE MPEMaparos. OmHOBpEMEHHOE
npumeHenue Kkiaputpomuimuea (500 mro asa pasa B JICHb) M CAaKBMHABMPA (B MATKHX
JkeaTHHOBBIX Kancyaax, 1200 mr Tpu pasa B AeHb) y 12 310pOBBIX Z00POBOIBLLCE BBI3LIBATO
veemuenne AUC u Crax caxsunaBupa Ha 177 % u 187 % COOTBETCTBEHHO, B CPABHCHHMH C
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npuemom caksuHaBupa B OTAeAbHOCTH, 3HaucHH AUC u Chax K1apuTpOMHLIMHA OBLTH
npubnmsurenibHo Ha 40 % Bble, u¥eM MMPU MOHOTEPANMH KIAPUTPOMHMLMHOM. [lpu
COBMECTHOM TMPUMCHCHMM ATUX JBYX MPEMapaTtoB B TCUCHUE OTPaHMYCHHOTO BPEMCHH B
103ax/coCcTaBax, VKa3aHHbIX BBILLIE, KOPPEKLMS 103bl HE TpeOyeTes. PesyabTars uccie10BaHus
7€KAPCTBEHHBIX B3aUMOJCHCTBHH C HCIO/Ib30BAHMEM CAKBHHABHMPA B MATKHX JKETaTHHOBBIX
Kancysaax MoOryT He cootsercTtBoBath 3(dexram, HabmomaeMbIM  MPH  MPUMCHCHUH
CaKBMHABMPA B TBEPIBIX KCIATHHOBBIX Karicyaax. Pe3yIbTaTsl MCCIEI0BAHMS IEKAPCTBEHHBIX
B3aUMOJCHCTBMI MPU MOHOTEPArMM CAKBUHABMPOM MOTYT HE COOTBETCTBOBATH 3((exram,
HabMII01aeMbIM MPH  TEParuu  CakBUHAapUHOM/pUTOHAaBMpoM. [Ipu mpueme caxBHHABWpa
COBMECTHO C PUTOHABMPOM C/CAYCT YYMTHIBATH MOTCHLMATLHOE BIMAHWMC PHUTOHABHMPA Ha

K1apUTPOMHULIMH.

Ocobbie ykazanus

JITMTCABHBIH TPHEM aHTMOMOTMKOB MOJKECT TMPHBOAMTL K OOpa3’OBaHMIO KOJOHMH C
VBEJMUYCHHBIM KOTMYECTBOM HEYYBCTBUTE/IBHBIX Oaktepuit u rpubos. [Tpu cynepundexumm
HEOOX0AMMO HA3HAYMTL COOTBCTCTBYIOLIYIO TCPATTHIO.

HasnaueHue K1apuUTPOMHLIMHA OCPCMCHHBIM JKCHIIMHAM JO/UKHO IPOBOAMTBCS  IPH
TILATEIbHOM OLICHKE COOTHOIICHMSI PUCKA M IM071b3bl, OCOOCHHO B TEYEHME TMEPBBIX TPEX
MecsLeB OEpeMEHHOCTH.

[Tpu NMPUMEHEHNM KIaPUTPOMMLIMHA COOOMMANOCh O MEYEHOYHOH AMCHYHKUMK (MOBBILCHHME
AKTUBHOCTH MEYCHOYHBIX (JEPMEHTOB B KPOBH, IEMaTOLCIUTIONISPHBIN W/HJIM XOJIECTATHUCCKUH
renaTuT ¢ KenTyxoit wm 6¢3). [TeucHounas AMCRYHKLIMS MOKET OBITb TSDKEIOH, HO OOBIMHO
apaserca obparumoi. MMeroTes ciyuyau NCUCHOYHOM HEAOCTATOMHOCTH C  JICTATbHBIM
MCXOOM, T7aBHBIM 00pa3’oM, CBf3AHHBIC C HAIMYMEM CEPBE3HBIX COMYTCTBYHOUIMX
3a60/1eBaHMIl WIWTH OTHOBPEMEHHBIM MPUMEHEHHEM APYIHMX JCKapCTBEHHBIX cpeacTs. [Ipu
TMOSIBICHUM MPU3HAKOB M CUMITTOMOB FCMaTHTA, TAKMX KAK aHOPEKCHS, JKCIATYXa, MOTCMHCHHC
MOUH, 3y, 60C3HEHHOCTb KMBOTA MPH MATBMALMH, HCOOXOAMMO HEMEUICHHO TMPEKPATHTH
TCPANMIO KJIAPUTPOMHULIMHOM.

[pyM HATHYMM XPOHHUECKUX 3a007CBAHWI MNMEUCHH HEOOXOAMMO TPOBOAMTH PEryIIApHbIH
KOHTPO.1b (DEPMEHTOB CbIBOPOTKH KPOBH.

[lpy 7EYEHHUHM TNPAKTHYCCKM BCEMM AHTHOAKTEPHATbHBIMW CPEACTBAMH, B TOM “MCIC
KTAPUTPOMMLIMHOM, OMMCAHbI CTY4au TCEBAOMEMOPAHO3HOrO KOMMTA, TKECTh KOTOPOTro
MOJKET BapbUPOBATLCS OT ICTKOH [0 YIPOKAKMEH KU3HH. [IpH 1€HCHHHU MPAKTHYCCKH BCCMH
aHTMOAKTEPUATLHBIMKM TPENAPATAMK, B TOM YMC/IC KIaPUTPOMMLIMHOM, OMHCaHbI CIyvan
Clostridium difficile-accouMMpOBaHHOM AMAPEH, TAKCCTH KOTOPOH MOMKET BapbHUPOBATLCSH OT

JICTKOM AMApeH A0 VIPOKAIOWETO KHM3HM KOIUTa. AHTMOAKTCpPHATbHBIC MPENapaThl MOTYT
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M3MEHHTb HOPMATbHYIO MUKPO(IOPY KMINEYHHMKA, YTO MOMKET npuBecTH Kk pocty C. difficile.
[TceBaomembpanosubiit konur, Bei3Banubid C. difficile, HeoOxoaMmMo MOAO3pEBaTh vV BCEX
MALMCHTOB, Y KOTOPBIX MOCIE MPUMCHEHHS aHTHOAKTCPHUATIbHBIX CPEACTB PAa3BUIIACh AHAPEs.
[locne mposeaeHust kypca aHTMOMOTHKOTEPArIMH HEOOXOAMMO TIIATCIBHOE MEIMILIMHCKOE
HaOmoaeHue 3a maumeHToM, OnMUChIBAIMCh ClTyYau PasBUTHA MCEBAOMEMOPAHO3HOTO KOIUTA
CIyCTs 2 MECSILI MOC/IE MPHUEMa aHTHOUOTHKOB.
[Tpu neueHnn MakpoIMIaMH, BKIIIOUAsk KITaPHTPOMMLIMH, HAOIO1ATOCH Y UTMHEHHE CEPACYHOM
penonsipusaumu W uuHtepBata QT, Be3bBas pPUCK pasBUTHS CEPACHHOW apPUTMHMHM M
K€Y J0YKOBOM TaxMKapauM Tura «rmpyam (cMm. paszaen «[loGounoe aekictue»). Tak kax
CIEIYIONIME CUTYAUMHM MOTYT IMPHUBECTH K YBCIMYCHHIO PHCKA Pa3BHTHS JKEITYI0UKOBBIX
APUTMUH (B TOM YHCIIC KTy A0MKOBOM TaXHUKAPAMH THITA KIIUPYIT» ), TO
- KJIADUTPOMHULIMH HE JIO/DKCH MPUMCHSITHCS V CICAYIOIINX KaTerOpHid MaLHEeHTOB!
* V MALMCHTOB C TUMOKaTueMue (cM. pasaen «[IpoTuBonokaszanms» );
* y MALMCHTOB C TUTIOMarHueMueH (cm. paszaen «IlpotuBonokazanHus ),
* OJHOBPEMGHHOE HA3HAYCHHE KIADUTPOMMLIMHA C  aCTEMM30JI0M, LM3arpUIOM,
MUMO3UI0OM U Tep()eHATHHOM MPOTHBOIOKA3aHO (cM. pasaen «IIpoTuBonokazanus» ),
* V MALMCHTOB C BPOKICHHBIM WIIM MPHOOPCTCHHBIM 3aPCrMCTPHUPOBAHHBIM Y UTHHCHUCM
uHtepBana QT wiM HaTMMMEM JKCTYIOYKOBOW ApPUTMMHM B aHamHese (CM. pasiaen
«ITpoTuBONOKA3aHMs» ).
- KJIAPUTPOMMLIMH IO/UKCH TNPUMCHSTBCS C OCTOPOKHOCTBIO y CIACIYIOIHX KaTeropuu
MALMEHTOB!
* vV TMauueHToB C umemudecko Oomesubto cepaua (MBC), Tspkenoi cepaeuHo#
HEIOCTATOMHOCTBIO, HAPYLICHMSIMH  MPOBOJAMMOCTH  HWJIM  KIMHHYECKH  3HAYUMOM
OpaauKapAncH;
* V MALKCHTOB, OAHOBPEMEHHO MPUHHUMAIOIIMX JAPYTHE JCKAPCTBEHHBIC IPEMapaThl,
cBasaHHbie ¢ yatuHendem uutepana QT (oM. pasmen «BzaumomeHcTBHE C ApYTHMMH
JICKAPCTBEHHBIMH CPEACTBAMMY ).
[Tepen Ha3HAYECHUEM KIAPUTPOMMLIMHA BCCM TMALIMEHTAM, MPUHUMAKO UM THIPOKCHXTOPOXHH
WIH XJIOPOXHMH, TILATCILHO B3BECHTE COOTHOIICHHME IONIB3bl M PHCKA M3-3a MOTCHLIMAIBHO
TMOBBIILICHHOTO PHCKA CEPACHHO-COCYAUCTHIX COOBITHH M CEPACUHO-COCY IUCTONH CMEPTHOCTH
(cm. pasaen «B3anmoaeUcTBHE C APYTHUMH JICKAPCTBEHHBIMU CPEACTBAMM ).
B X04e 3MMICMHONOTMYCCKUX HMCCIEA0BAHMH [0 M3YUCHHMIO PHUCKA HEOIarompuATHBIX
CEPACYHO-COCYAUCTBIX  MCXOJOB MPH  NMPHMCHEHWH  MaKpOIMIOB ObUIM  TIOTY4CHBI
HCOJHO3HAYHBIC PE3ybTaThl. B  HEKOTOPBIX HAOMIOAATENbHBIX HCCHCAOBAHHMAX Obl1

VCTAHOB/IEH KPATKOBPEMEHHBIM PUCK PA3BUTHA aPUTMMH, HH(ApKTa MHOKAapJa M CMEPTH OT
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CEPACHHO-COCY AMCTHIX 3a0071€BaHHM, CBA3AHHBIH C TPUMECHCHMEM MAaKPOJIMIOB, BKIIOYasd
K1apuTPOMHULMH, [Ipy HasHAYCHHMM KJITApUTPOMMLIMHA CIICAYET COOTHOCHTD MMPEANOaracMyto
M0JIb3Y OT MPUEMA MPENapaTa ¢ JAHHBIMH PUCKAMM.

Bo3MOKHO PpasBMTME TMEPEKPECTHOW PE3MCTCHTHOCTH K KIAPUTPOMHMLMHY M JIPYTHM
AHTUOMOTHKAM IPYTITbI MAKPO/IMAOB, @ TAKKES JTMHKOMMULIMHY W KJITMHIAMHLIMHY.

VuutbiBas pacTylIyi0 PE3UCTCHTHOCTb Strepfococcus pneumoniae K MakpOIHAAM, BaXKHO
MPOBOAWTL TCCTHPOBAHHME YYBCTBHTEIbHOCTH NMPH HA3HAUYCHUM KJIADUTPOMMLIMHA MALIMCHTAM
¢ BHEOOMBHUMHOW MHEBMOHMCH. [IpH rocnuTasbHOW MHEBMOHMM KIAPHTPOMMLIMH CICIYCT
MPUMCHATH B KOMGHHaLlHM C COOTBCTCTBYIOILIUMH ﬂHTH6MOTHKaMH.

Muekimu Koku M MATKMX TKAHCH JICTKOW M CPCAHCH TSKECTH Yale BCErO BbI3BAHBI
Staphylococcus aureus w Streptococcus pyogenes. Tlpu 3tom 06a Bo3OyauTens MOryT ObiTh
YCTOMYMBBI K MakporaaM. [1o3ToMy BaskHO MPOBOAUTH TECT HA YyBCTBUTEILHOCT.
Maxkpoarabl MOKHO MPUMEHSTD NMPU HH(heKuMsX, Boi3BaHHbIX Corynebacterium minutissimum,
3a00/1CBaHMAX YIPH BYIBIAPHBIC M POKA, @ TAKXKC B TCX CHUTYALMAX, KOTAA HEJIb3sl TPUMCHSTh
TNICHULIMLTHH.

B cnydae nosBaeHWs  OCTPBIX — PEAKUMHM  IMIICPUYBCTBHUTEIBHOCTH, TaKMX  Kak
aHa()MIAKTHYECKAs PEAKLIMS, TSUKEIBIC KOJKHBIC JICKAPCTBEHHBIC PEAKLMK (HarpuMep, OCTPbIH
reHEPATM30BAHHBIM  3K3aHTEMATO3HbIM  myctyiae3), cuHapom  Crusenca-/IkoHcowa,
TOKCHYECKMH 3MMACPMAIbHbIH HEKPOJIM3 W JICKAPCTBEHHAs ChbIMb C J03MHO(DWIHMCH M
cucremuor cumrromatuko (DRESS- cunapom) HeoOxoauMo cpasy ke NMpEeKpaTUTh MPHEM
KTapUTPOMMLIMHA M HA4aTh COOTBETCTBYIOLLY IO TCPAITHIO.

[lepen HazHAUCHUEM KIAPUTPOMMLIMHA BCCM MALIMCHTAM, TIPHUHHAMAIO KM M'MAPOKCHXIOPOXHH
WIM XJIOPOXHH, HEOOXOIMMO TILATCIbHO B3BECUTh COOTHOIICHHME MOJb3bl M PHCKA M3-3a
MOTCHLMATHHO MOBBILLICHHOIO PUCKA CCPACYHO-COCY AUCTBIX COOBITHH U CEPACHHO-COCY TUCTOH
eMepTHOCTH (eM. paszaen « BzauMoACHCTBHE C APYTUMHM JICKAPCTBEHHBIMU CPEACTBAMMY ).

B ciyyae COBMECTHOrO TMNPUMEHEHHs C  Bap()apuHOM WIM  APYTMMM  HETIPSIMbIMH
aHTMKOAryasaHTamMu Heobxoammo koutposupoBate MHO u mporpomOGunoBoe Bpems (oM.
pasaen «B3auMoaeHCTBHE C APYTUMH JICKAPCTBCHHBIMM CPEACTBAMM ).

Creayer cofm0aath OCTOPOKHOCTD MPH OIHOBPEMCHHOM NPHUMEHEHHH KIaDUTPOMHLIMHA C
MEPOPATBHBIMM ~ AHTHKOAryJIAHTAMH  MPSIMOTO  JCHCTBMA, TAKMMM Kak Jaburarpas,
puBapokcaban u anmkcabaH, OCOOCHHO VY TMALMECHTOB C BBICOKMM PHCKOM DPasBHUTHSA
kposoTeueHust (cm. paszeant «C  ocTopokHOCTBIO» M «BsaumoaeicTsue ¢ apyrumu

JICKAPCTBEHHBIMH CPEACTBAMMY ).

Bisirne na crnocofHocTh VIPABJSITH TPAHCHOPTHLIMH CPEACTBAMH, MEXAHH3IMAMH

JlaHHBIE OTHOCHMTEIBHO BIMAHMA KIADUTPOMHMLMHA Ha CHOCOOHOCTh K  YTPAaBJICHHIO
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aBTOMOOM/ICM M MEXaHU3MAMH OTCYTCTBYIOT.

Cneayer co0moaaTh OCTOPOKHOCTH TMPH  VIPABJACHWM TPAHCTIOPTHBIMH CPEACTBAMM M
MEXAHM3MAMH, YUHMTBIBAs [MOTCHLUMAIBHYI) BO3MOKHOCTb T[OJIOBOKPYIKCHHS, BEPTHIO,
CIYTAHHOCTH CO3ZHAHMSI M AC30PUCHTALIMHM, KOTOPBIC MOIYT BOZHMKHYTbH NMPH TMPHUMEHCHHH
JA@HHOTO rpernapara.

Dopma BbINyCKa

TabneTku, NOKpeITHIE IICHOYHOM 000104K0H, 250 Mr, 500 Mmr.

[To 7 Tabaeroxk B Oauctepe u3 [IBAX u onbru amoMUMHHEBOH.

[To 2 6aucTepa BMECTE C MHCTPYKLIMCH IO MPUMEHEHHIO B NMAYKE KAPTOHHOM.

YeioBust XpaHeHust

Xpauuts npu Temnepatype He Boie 25 °C.

XpaHUTb B HCAOCTYTHOM [UTs ICTCH MECTE.

Cpok roanoctu

5 ner.

He npuMeHsTb Mo UCTEUEHUM CPOKA FOAHOCTH.

Y e10Bust 0TIYCKA

OTnyckaroT 1Mo peLernTy.

HanvenoBanne  gepxkareist  (BJAICIbIA)  PErMCTPALMOHHONO  YI0CTOBEPEHHsI
JICKAPCTBEHHOTO npenapara

O6uiecTBo ¢ orpannueHHOM oTBeTcTBeHHOCTHIO « " EH ®apwma Pye» (000 «I'EH ®apma Pyc»)
FOpwanueckuii ampec: 121552, r. Mocksa, BH.Tep.r. MyHMUMNaTbHBIH OKpyr Kpsiiarckoe,
npoe3a OcrposHo#, a. 8, momem. 1H

Ten.: +7 495902 72 79

[Tpomssomresn

Canosenb PapMako-HHIYCTPHATbHASN TOProBas KOMITAHMS

Paiton Cunuspu, kapran banaban, yauua xuxanep, Ne 10, Crambya, Typuus
Oprasusamst, TPHHAMAIOMASE PETEH3NH 0T NoTpeduTeIeH

O6uiecTBo ¢ orpanmucHHOM oTBeTcTBeHHOCTBIO «'EH ®apma Pye» (000 «'EH ®apma Pyc»)
IMourossiit aapec: 121552, r. MockBsa, BH.TEP.I. MyHHUHNATbHBI OKpyr Kpsuiarckoe, mpoesa
OctposHoii, a. 8, nomem 1H
Ten.: +7 800 707 14 74

E-mail: safety@genfarma.ru
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I'enepanbhbiii aupexrop 000 «'EH ®apma Pyc» t.l’l. BecuacTHOBa
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