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NHCTPYKLMA

I[1O MEAJUITMHCKOMY TITPUMEHEHNIO JIEKAPCTBEHHOI'O IIPEITAPATA

PerucrpaunonHblii HOMep:

COYMATA®

Toprosoe naumenoanue: COYMATA®

Me:xayHapoaHoe HeIATEHTOBAHHOE HJIM IPYNNIMPOBOYHOE HAUMEHOBAHUE:

aTa3aHaBUP

JlekapcTBeHHas opma: Kancyssl

Cocras

Ha OJIHY Karcyiy:
eticmsyrowee seuecmeso:
ATtazaHaBup

B BHJIC aTa3aHaBHpa CyJybdara
Bcnomozeamenvnvie gewecmaa:
Kpocnosunon

JIakTO3bI MOHOTHIpAT

Hatpus creapundymapar
Kancyna tBepaas xenaTuHoBas
Kopnyc kancynot:

Turana nuokcun (E171)
Kenesa oxcun xentoiii (E172)
Kenatun

Kpvuuxa xancynor:

Turana quokcun (E171)
Kenesa oxcun xentoiii (E172)

Kematun

150 mr 200 mr 300 mr
150,00 mr 200,00 mr 300,00 mr
170,85 mr 227,80 mr 341,70 mr
16,50 mr 22,00 mr 33,00 mr
81,00 mr 108,00 mr 162,00 mr
1,65 mr 2,20 mr 3,30 mr
Nel Ne O Ne 00
2,00 % 1,00 % 2,00 %
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Josuposka 150 me:

TBepapie kenaTHHOBBIC Karcysbl Ne 1 6ermoro mpeTa MUIMHAPUIECKON (DOPMBI C
noyryc(hepudecKuMU KOHIIAMH.

CopepxrMoe KaricyJl — CMECh TpaHyJl ¥ MOPOIIKa OT O0€JI0ro Wi MOYTH OeI0ro J0
0esioro ¢ XKeATOBAaThIM OTTEHKOM IBeTa. Jlomyckaercs: cojepkaHue KOMOYKOB U
CTOJIOMKOB, JIETKO pachajaloluxcsi MpH JIETKOM HAJaBIUMBAHUU CTEKJISTHHOU
MAJIOYKOM.

Josuposka 200 me:

TBepabie xenaTuHOBbIE Karcyibl Ne () xKenToro 1Bera MUIMHIPUIECKOr (HOPMBI C
noryc(hepuuecKuMH KOHIIAMH.

CopepkuMoe Karcyy — CMECh TPaHyJl M TOPOIIKa OT O€JI0ro WK MOYTH OeJI0ro 110
0eyioro ¢ XKeITOBAaThIM OTTEHKOM IBeTa. Jlomyckaercs: cojepkaHue KOMOYKOB M
CTOJIOMKOB, JIETKO pPacHajarolluxcsi TpU JIETKOM HaJlaBIMBAHUU CTEKIISTHHOU
MAJIOYKOM.

Losuposka 300 me:

TBepapie xenatuHoBBIe Karncynsl Ne 00 Oemoro 1peTa MUJIMHAPUYSCKON (POPMEI C
noyryc(hepudecKuMH KOHIIAMH.

CopnepkuMoe KarcyJj — CMECh TpPaHyJl M MOPOILKa OT O€JI0ro Wid Mo4YTH 0es10ro 10
0esoro C KeaToBaThIM OTTEHKOM IiBeTa. JlomyckaeTcsi cojep:kaHue KOMOYKOB H
CTOJIOUKOB, JIETKO pPacHaJarolluxcsi TPU JIETKOM HaJlaBJIMBAHUU CTEKIJISTHHOU
MAJIOYKOM.

dapmakoTepaneBTHYECKAA TPYyNINAa: IPOTUBOBUPYCHBIE CPEACTBA CUCTEMHOTO
JEUCTBUS; MPOTUBOBUPYCHBIC CPEICTBA MPSIMOTO ACHCTBUS; MHTHOUTOPHI ITPOTEA3.
Kon ATX: JOSAEO0S

dapMaKoJI0ru4ecKue CBOMcTBa

Dapmakoounamuxa

ATazaHaBUp SBIIFETCS a3aleNTUIHBIM HMHruOuTOpoM Tmporeassl BUU-1. D10
BEILIECTBO CEJICKTUBHO UHTUOUPYET BUPYC-CIENUPUUECKHUI MPOLIECCUHT BUPYCHBIX

Gag-Pol mnporennoB B BUY-uHQUIMPOBAHHBIX KJIETKAaX, MpPEAOTBpaIas
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y HEKOTOPBIX MAIMEHTOB MOKET Pa3BUTHCSI PE3UCTEHTHOCTh (YCTOMYMBOCTH) K
JNeHUCTBUIO Tiperaparta (cneruduyeckas pe3UCTEHTHOCTh) WM K JCUCTBHIO Kak
aTazaHaBHpa, TaK M JPYTUX HHTHOUTOPOB MPOTEa3bl BUpPyca MMMYHOAECPHUIIUTA
yenoBeka (BUY) (mepexkpecTHast pe3uCTEHTHOCTD ).

Pesucmenmnocmo u nepexpecmnas pezucmenmHocms

Pe3ucTeHTHOCTh M NIepeKpecTHasi PE3UCTEHTHOCTh K MHrHOUTOpam nporeasst BUY
HaOmoanach B Pa3IMYHOW CTENEHHW €€ TposBIeHUs. Pe3ucreHTHOCTh K
aTa3aHaBUpy HE BCerjga sBIKETCA NPEISTCTBUEM JUIS  IOCJIEN0BATEIBHOTO
MPUMEHEHUS APYTUX UHTHOUTOPOB npoTeazbl BUY.

Peszucmenmnocmo in VItro (& kynomype kiemox)

UyBCTBUTENBHOCTh K aTa3aHABHPY M3YyYAId HAa KYJbTYpE KIETOK, BBIAEIEHHBIX Y
MALIMEHTOB, MPEK/IEC HE NMOTyYaBIIMX Mpenapar.

BrisiBneHa yeTkas TEHACHIMSA K CHIKCHHMIO YYyBCTBUTEIBHOCTHM K aTa3aHAaBHPY
KJIETOK, OOHApy XMBIIUX BBICOKHUH ypOBE€Hb MHOXECTBEHHON PE3UCTEHTHOCTH K
IpyruM uHruoutopam mnporeazsl BHY. HampotuB, 4YyBCTBUTEIBHOCTH K
aTa3aHaBUPY COXPAHAJIACh Y KJIETOK, PE3UCTEHTHBIX TOJBKO K 1—2 MHrHOUTOpam
nporeassl BIY.

Pezucmenmnocmu in Vivo

HccnenoBanys nOKa3aau Y€TKYI0 3aBUCUMOCTb Pa3BUTHS PE3UCTEHTHOCTH OT TOTO,
MoJy4yaj JId TAUWEHT paHee AaHTUPETPOBUPYCHYKO TEPANUIO, W, €CIM [a,
MPUMEHSJICS JIM aTa3aHaBUP B KAaueCTBE €JIMHCTBEHHOTO WHTHOMTOpA MPOTEa3bl
BUY unu B KoMOMHAIIMY C pUTOHABUPOM.

llayuenmul, panee ne noayuaguiue aHMUpemposuUpyCHyio mepanuio:

Arazanasup, 400 mr (0e3 puToHaBUDA)

He BBIABIEHO TEPEKPECTHOM PE3UCTEHTHOCTH MEXKAY aTa3aHaBUPOM U
aMripeHaBupoM. @DEHOTUIIMYECKUN aHalIW3 W30JMPOBAHHBIX KIETOK I[OKa3all
pa3BUTHE YCTOMYMBOCTH, CHEUU(UYECKON TONBKO [UIsl aTa3aHaBUpa U

COYETaBIICHCS C NOBBIIICHUEM YYBCTBUTCIIbHOCTHU K JPYT'UM I/IHFI/I6I/ITOpaM mpoTea3s

BUY.
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Artazanasup, 300 mr/putonasup, 100 mr

COOTBETCTBYET 2KCNEPTHOMY OTYETY

UccnenoBanne 23 PeKTUBHOCTH KOMOMHAIIMY aTa3aHABUP/PUTOHABUD (B CPAaBHCHHUH
C KOMOMHanued JOMMWHABUP/PUTOHABUP) y MAIMEHTOB, PaHEE HE IMOJIyYaBIIUX
aHTUPETPOBUPYCHOM Tepamuu, MOKazallo, 4To yepe3 96 Heaenb Mocjie Hayaia
TEpanuu TOJHKO B OJHOM CiIy4yae HeyJaud Tepamud pa3BUIach (PeHOTHUIHYECKas
YCTOWYHUBOCTH K aTa3aHABUDY.

Ilayuenmul, panee nonyyaguiue aHmupemposUPyCHY0 Mepanuro.

Ama3zanasup unu amasanasup/pumorHasup

B 6onpmmHCTBE ciydaeB HEYy1auu Tepanuu Ha 48 Hejiene y MalieHTOB Pa3BUBAIACh
MHOKECTBEHHAsI PE3UCTEHTHOCTH K Pa3IMYHbIM HHrHOUTOpam npoteazsl BUY, a He
cnenuduueckast yCTOWIMBOCTD K aTa3aHaBUPY.

DapmaKkoKunemuxa

dapMaKOKMHETUYECKHE CBOMCTBAa aTa3aHABUpPA OLIEHUBAJINCh HA 3I0POBBIX
no0pososibliax 1 BUYU-uHpuuupoBaHHbIX Nal[MeHTaXx.

Abcopoyus

[Ipn nnuTensHOM mIpueMe arazaHaBupa B no3e 400 mMr oaWH pas B JICHb
OJTHOBPEMEHHO C TMPUEMOM JIETKOM TIMIM MaKCUMajbHasi pPaBHOBECHAS
koHmeHTpanus (Crnax) aTazaHaBHpa B IJIa3ME YCTAHABIMBACTCS MPUMEPHO Yepe3
2,7 gaca mociie mpueMa. YCTOWYMBas paBHOBECHAs KOHIIEHTpALUsS aTa3aHaBUpPA
JIOCTUTAETCS MEXIY 4-M U 8-M JHSMU IIpHeMa.

Brusnue nuwu

[IpumeHeHre aTa3aHaBUpa BMECTE C NUILEH YIyyllaeT ero OMOJOCTYHNHOCTh U
yMeHbIIaeT (HapMaKOKMHETHYECKYIO0 BapuabenbHOCTh. [IpruMeHeHrne KoMOMHAIIN
aTa3zaHaBHUp + PUTOHABUP C MHUILEH yIIydIlIaeT OMOIOCTYITHOCTh aTa3aHaBUPA.
Pacnpeoenenue

ATtazanaBup Ha 86 % CBsI3bIBAaETCS C OEIKaMU CHIBOPOTKH KPOBH, IIPU ATOM CTEIIEHb
CBSI3BIBaHUS ¢ OENKaMU HE 3aBHCHUT OT KOHIIEHTpAllMW. B aHanormdHoil creneHu
aTa3aHaBUp CBs3bIBAaeTCA C aib(ha-1-KUCIABIM TIMKOMPOTEHHOM M aIbOYMUHOM.

ATazaHaBUp ONPEAENSIETCS B CIMHHOMO3TOBOM M CEMEHHOM KUIKOCTSIX.
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ATazaHaBup METa0O0JIM3UPYETCS B OCHOBHOM TocpeicTBoM uzodepmenta CYP3A4
c 00pa30BaHUEM OKHCICHHBIX META00JUTOB. MeTabOIUTHI BRIJICISIOTCS B KETYb B
CBOOOJHOM BHUJE WIM B BHJIE KOHBIOTATOB C TJIIOKYPOHOBOM KHUCJIOTOM.
He3nauntenebHass  vacTh  ara3aHaBupa  mertabonmsupyerca  myteM  N-
JE3TKIINPOBAHUS U THIPOJIN3A.

Inumunayus

[Tocne omHokpatHOro BBedcHMsi ‘*C-arasamasupa (400 Mr) B kame M Moue
OTPENIEIISIIOCh, COOTBETCTBEHHO, 79 % u 13 % obmei paguoakTUBHOCTH. JloJis
HEM3MEHEHHOT0 aTra3aHaBHpa B Kajie 1 MOYE COCTaBIIsIa, COOTBETCTBEHHO, OKOJIO
20 % u 7 % BBeneHHou 103bl. CpeTHUIN MEPHUOJ MOJTYBBIBEICHUS aTa3aHAaBUpa y
310pOBBIX 100poBOJbIeB U BUY-uHGUIIMPOBAaHHBIX B3POCIBIX COCTABIISLI OKOJIO
7 4acoB 1ipu npuemMe BHYyTph B 103€ 400 Mr B A€HB C JIETKOM IMHUILIEH.

Oco0ble TPYIIIBLI HAIIMEHTOB

Iloueunas nedocmamounocms

VY 3710pOoBBIX AOOPOBOJIBIIEB BBHIBEICHHBIM ¢ MOYOM HEM3MEHEHHBIN aTa3aHaBUP
COCTAaBJISLT OKOJIO 7 % MPUHATON JT03bI.

OTcyTCTBYIOT (hapMakOKMHETHYECKHE JaHHBIE ISl TAlUUEHTOB C IMOYEYHOM
HEJI0CTATOYHOCTHIO, IPUHUMABIIHNX aTa3aHABUP C PUTOHABUPOM.

[Ipumenenue atazaHaBupa 0e3 pUTOHABHpA M3YYAJIOCh y MAIMEHTOB C TKEIOU
MMOYEYHOM HEJOCTATOYHOCTHIO, B TOM YHMCJIE HAXOASAUIMXCA HAa TEMOJUAIIN3E,
NpuHUMaBIIUX npenapaT B 103e 400 Mr oauH pa3 B JAeHb. Pe3ynbTaThl MOKa3aiu
cHmKeHue (papmakokuHeTndeckux mapamerpoB Ha 30-50% y manueHTos,
HAaXOJAIIMXCS HAa TEeMOJMAlIN3€, B CPABHCHUHU C MAIMEHTaMU C HOPMAaJbHOMU
dbyHKIMEH MoYek. MexaHu3M 3TOro CHIKEHUSI HEM3BECTEH.

Jns manMeHToB Ha IeMOJIMAIM3€, paHee HE MOJIyYaBIIMX AHTHUPETPOBUPYCHOM
Tepanuu, arazaHaBup 300 Mr Ha3HaYaeTCs TOJBKO B KOMOMHAIIMM C PUTOHABUPOM

100 mr.
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reMOJIMaanu3e U paHee MOJIyHYaBIIMM aHTHUPETPOBUPYCHYIO TEpalivio, aTazaHaBUP
NPUMEHSATH HE PEKOMEHYETCH.

lleuenounas neoocmamoyHocmo

ATa3aHaBup MeETAa0OJM3HPYETCS W BBIBOJUTCA MPEUMYIIECTBEHHO IEYEHBIO.
Bnusnue HapymieHuil QyHKIMM Te4eHH Ha (PapMaKOKMHETUYECKHE IMapaMeTphl
nocie mnpueMa arazaHaBupa B go3e 300 Mr He wusydanoch. KoHIEHTparus
aTazaHaBUpPA MPU COBMECTHOM IpHEME U 0€3 PUTOHABHPA MOXKET YBEIUYUTHCS Y
NALMEHTOB C IEYECHOYHOU HETOCTATOYHOCTBIO CPEAHEN U TSDKEJION CTENneHu (Ki1ace
B u C no xnaccudukanuun Yanna-I1s10). [lpumenenune atazanaBupa y maideHTOB C
HapyLIEHUsMH (PYHKIUU MEYEHU Tsxkenon creneHu (kiace C mo kiaaccUpUKaLMU
Yaiina-11s10) mpoTHBONOKAa3aHO MPH JIFOOBIX PEKUMaX JO3UPOBAHUS.

B xoMOMHaIMM C pUTOHABHUPOM MPUMEHEHUE MPOTHBONOKA3aHO Yy MAIMEHTOB C
HapyLIEHUSIMH (PYHKIIMHU TIEYEHHU CPEAHEN U TSHKENION cTeneHu TshkecTH (kiace B u
C no xnaccudukaruu Yaina-I1e10).

C 0CTOPOXKHOCTBIO aTa3aHaBUP CIEAYET MPUMEHSATh Yy MALIMEHTOB C HApyLIEHUSIMU
byHKIMKM TIeYeHW JIETKOM M CcpenHel creneHu Tsbkectn (kimacc A u B mo
knaccudukanmn Yaina-I1pr0), koMOMHALMIO aTa3aHaBUp + PUTOHABUP — Y
NAlMEHTOB C HAPYLIEHUsAMH (QYHKIMH NIEYSHH JIETKOW CTENeHu TshkecTH (Kiaacc A
no kiaccudukanyuu Yaina-I1e10).

Bospacm/non

He oTMeueHO KIMHMYECKHM 3HAUUMBIX OTJIMYMA  (apMaKOKHMHETUYECKUX
[IapaMeTPOB B 3aBUCHMOCTH OT BO3PACTa WJIM 110JIa ALUEHTOB.

bepemennvie orcenuyunni

3HaYeHUs MAKCHUMAJIbHO PaBHOBECHOM KOHUEHTpAUMH (Cmax) W IUTIOHNIAAM TOJ
kpuBoi «koHieHTpanus-Bpems» (AUC) mis atazanaBupa Obutn Beime Ha 26—40 %
y OKEHUMH B 1mociepoaoBoM mnepuone (4-12 wenmens), uem y BUY-
MHOUIUPOBAHHBIX HEOEPEMEHHBIX NAIMEHTOK. MHUHHMMaNbHAs KOHIIEHTpALHs

aTa3aHaBHpa B IUIa3ME€ KPOBHU B MOCIEPOJOBOM IMEpUojie Oblia MPUOIU3UTEIHHO B
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OEpEeMEHHOCTH.
Paca
HccnenoBanusi He TMOKa3ajdd Kakoro-iMOO BIUSHMUS pachl MAlMEHTOB Ha
dhapMaKOKHHETHYECKHE TTapaMeTPhl aTa3aHaBUPA.

eTH
Bennuuna abcopO1iumn aTazaHaBupa y JETeH BbIIIE, YEM Y B3POCIbIX MAIUEHTOB. Y
MaJICHbKUX JIE€Te CYIIECTBYET HE3HAUUTEIbHAs TEHJICHIMS K 00Jiee BHICOKOMY
KIMPEHCY TMpernapata MNpu HOPMHUPOBAHMM 10 Becy Tena. BapuabenbHOCTH
(bapMaKOKMHETHYECKHUX MapaMeTPOB Y JAETEH TaKkKe BBIIIE, YEM Y B3POCIIbIX.
IHokazaHus K NPUMEHEHUIO
[Ipenapar COYMATA® nokaszad K IPUMEHEHHIO Y B3POCIBIX U JETeH B BO3pacTe
crapuie 6 ner g nedenuss BUY-1 uHdexumm B KOMOMHAMU € APYTHUMH
AHTUPETPOBUPYCHBIMH TpEMapaTtaMu y MAllUEHTOB, paHee MOJy4YaBIIUX WM HE
MOJTY4YaBIINX aHTUPETPOBUPYCHYIO TEPAIIUIO.
IIpoTuBonokazanus

— T'unepuyBCTBUTENBLHOCTD K aTa3aHABUPY WIH JIIOOOMY U3 BCIIOMOTaTEIbHbIX
BEILIECTB,;

— TleueHo4ynass HEIOCTATOYHOCTH TsDKeaoW cremeHu (kmacc C 1o
kiaccudukanuu Yaina-I11s10) npu a00bIX peskuMax T03UPOBAHUS;

— KoMOuHamusi mnpemnapatoB aTazaHaBUp + PUTOHABUpP Yy TMAIIUEHTOB C
HapYIIEHUSIMA (PYHKIIMM TEUYEHU CPEAHEH W TSKEIOW CTEMEeHH TSHKECTH
(xnmace B u C no knaccudukanuu Yaitna-I1s10);

— Jlebuuur nakTaspl, HEMEPEHOCUMOCTH JIAKTO3bI, TJIFOKO30-TajaKTO3HAas
Majbabcoporus;

— VY NanMeHTOB C TSHKEIOM MOYEYHOM HEAOCTATOYHOCTHIO, HAXOISAIIUXCS Ha
reMOJIMaIN3€e U paHee MOoJy4YaBIIuX aHTUPETPOBUPYCHYIO TEPAITHIO;

— ATazaHaBHUp B KOMOWHAIIMH C JIYPa3UJO0HOM, aCTEMHU30JIOM, TepPEHATUHOM,
U3ANPUAOM, MHUMO3UAOM, OCHPUIANIOM, XUHUIUHOM (B TOM 4YHCIE IS

aTa3zaHaBHpPa COBMECTHO C PUTOHABHPOM ), TPHA30JIAMOM, MU 1a30J1aMOM (JIsI

7
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IpreMa BHYTPb), JTOMHTAIMAOM) AIKANOWTAMU  APLOTAMUHA" (OCOOCHHO
3ProTaMUHOM, OUTAAPOIPTrOTAMUHOM, PrOMETPUHOM,

METHWJIPPTOMETPUHOM),  TMpemaparaMd  3Bepo0Osi  MPOJBIPSBICHHOTO,
unruouropamu ['MI'-KoA-peaykra3pl (CMMBAacTaTUHOM, JOBACTATHHOM),
KBETHAIMHOM (B TOM 4HCIIE B KOMOMHAaUuMM C PUTOHABUPOM),
pupaMIUIIMHOM, ald(py303UHOM, cUieHaduIoM (MIPH €ro Ha3HAYeHUH IS
JCYEHHUs]  JIETOYHOM  apTepuajbHOM  rumepTeH3ud  (cM.  pasjaen
«B3anmoencTBHE ¢ APYTUMHU JIEKAPCTBEHHBIMH CPEACTBAMNY );

— OJHOBpEMEHHOE NPUMEHEHHE C MpernapaTamMmu, CoJIep KallliMH rPa3onpeBup,
BKJIOYass KOMOMHHpOBAaHHbBIE Mpenaparbl ¢ (UKCUPOBAHHBIMU J03aMHU
anbacBupa + rpasomnpeBupa (cMm. pazgen «BzaumopeiicTBue ¢ ApyrumMu
JIEKapCTBEHHBIMU CPEACTBAMU»);

— OJHOBpEMEHHOE NPHUMEHEHHWE C KOMOMHUPOBAHHBIMHU IperapaTamMu C
(UKCHpPOBAHHBIMU JI03aMHU TJieKanmpeBupa + muOpeHTacBupa (CM. pasnaen
«B3anmojencTBHE ¢ APYTUMU JIEKAPCTBEHHBIMH CPEICTBAMIY );

— Jletu ¢ maccoii Tena menee 35 kr (st mo3upoBku 300 mr);

— Jlerckwuii Bo3pacT 1o 6 jet (s mo3upoBku 150 u 200 mr).

C 0CTOPOKHOCTHIO

CaxapHplif 1ualber, TUNEPIIIMKEMUS, ITUCIUNUAEMUs, TUNepOmInpyOuHeMus,
XpOHUYECKast 00Jie3Hb MOYeK, He(POJIUTHA3, BUPYCHBIE T€HNaTUThl, XPOHUYECKUI
aKTUBHBIA TE€NaTUT, HApyIIeHUd (DYHKIMU MEYEHU JIETKOM U CpelHEeH CTereHu
Tsokectd (kiacc A u B mo wmaccudukanumu Yanna-Ilso) (s atazanaBupa),
HapyleHuss (QYHKIMU TI€YeHW JIETKOM CTemeHu TsbkecTu (kjmacc A 1o
kinaccudukanmun Yaitna-I1st0) (st koMOMHAIIMM aTa3aHaBUp + PUTOHABUDP),
remopwist A u B, cunmpom BpoxaeHHOTo yiymmHeHus wHTepBasia PR u PQ,
COBMECTHOE NMPUMEHEHHE Ipenapara ¢ mpenaparamu, yauHsiomuMmu PR u PQ
MHTEpBaJ (HapuMep, aTeHOJION, TUITHA3EM, BEpAlaMIII), CHHAPOM BPOXAEHHOTO
yaivHeHuss uHTepBana QT, MOHMKEHHAs KUCIOTHOCTh JKEIYJIOYHOIO0 COKa
(noBbllieHUe 3HavYeHuss pH >KeTyIo4YHOro COKa), COBMECTHOE INPUMEHEHUE C

VHJINHABUPOM, UPUHOTEKAHOM, HEBUPAIUHOM, 3(haBUPEH30M,

8
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OouerpeBUpoM, TeHO(hoOBHUpa AU3ONpOKcHIa (ymapaToMm, KapOaMa3enuHOM,
(beHUTOMHOM, dbenobapouTaIIOM, JaMOTPUIKUHOM, [UKJIOCTIOPUHOM,
TaKpOJIMMYCOM, CUPOJIUMYCOM, aMUOJIapPOHOM, JU0KAauHOM (mmst
NapeHTEePAIbHOTO TPUMEHEHUs), (IIyTUKOHA30HOM, cuiaeHapuioM (Kpome
HA3HAYCHMsI JJIS JICUEHUS JIETOUYHOM apTepuaabHOW THIEPTEH3UH), TaJanauiom,
BapAeHapUIOM, aTOPBACTATHHOM, paBacTaTUHOM, bayBacTaTUHOM,
oynpenopdurOM, cyOcTpaTamu npyrux mzodepmentoB nuroxpoma P450 (CYP),
BOKCUJIAIIPEBUPOM, IUIaHO3UHOM, KETOKOHA30JI0M, UTPAaKOHA30JI0M,
puhaOyTHHOM, HHTUOUTOPaAMU MPOTOHHOW MOMIIBI, aHTAIIUAAMH WK Oy]epHbIMU
JIeKapCTBEHHBIMHU TIpenapaTtaM, amnukcabaHoMm, puBapokcabaHoM, gaburaTpaHa
ATEKCUJIATOM, 3A0KCcabaHOM, BappapuHOM, HPUHOTEKAHOM, JUITHA3EMOM,
BEpamaMuioM,  STUHWIACTPAIUOIIOM,  TEPOPATbHBIMH  KOHTpAIlENTHBAMH,
COZEPIKAIMH MpOTreCcTarcHsbl, CaJIMETEPOJIOM, MH/1a30J1aMOM (st
NapeHTepalIbHOTO TNpuMeHeHus) (cM. paznen «BzauMopelicTBue ¢ JIpyrumu
JICKaPCTBEHHBIMU CPEACTBAME).

IIpumeHeHne npu 6epeMEHHOCTH M B MEPHO/I TPYIHOT0 BCKAPMJIMBAHUS
bepemennocmo

ATazaHaBUp MOXKET MPUMEHSITHCS ITPH OEPEMEHHOCTH TOJIBKO €CITH MOTSHIINATbHAS
[10JIb3a IPUMEHEHUS Y MaTE€PH MPEBbIIIAET NOTEHIUAIBHBIN PUCK IS IJI0/a.
YMepeHHsblil 00beM JaHHBIX Yy OepeMmeHHbIX keHIuH (o1 300 mo 1000 mcxomos
OepeMEeHHOCTH) MOoKa3ajd OTCYTCTBHUE TOKCMYHOCTH aTa3aHaBUpPA B BHUJE MOPOKOB
pazButus y 1uioga. HccienoBaHust Ha JKMBOTHBIX HE IMIOKa3ajld MPU3HAKOB
TOKCUYHOCTH B OTHOIICHUH PENPOAYKTUBHON CHCTEMBI.

I'pyonoe eckapmnusanue

ATazaHaBup OOHAPYXHUBAJICS B TPYIHOM MOJIOKE, YTO TOATBEPXKICHO TaHHBIMHU
UCCIIeIOBaHMs Ha Kpbicax. HeT maHHBIX O BIUSHUM aTa3aHaBUpPAa HAa CEKPEIHIO
TpyAHOTO MOJIOKa. B cBsi3u ¢ Bo3MokHOCTRIO niepenaunt BUY ot matepu k pebeHKY
C MOJIOKOM, a Tak)K€ BBHJIy pUCKAa Pa3BUTHUS CEPbE3HBIX MOOOYHBIX 3PPEKTOB y

pebeHKa, KOPMHUTh TPYIbIO TIPU MPUMEHEHUH TIpenapara He PEKOMEH Ty eTCs.



COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 05.06.2026 N= 11245
(NOCNEOCBATENEHOCTE 0004)

DepmunbHoCmb

B nokiIMHMYECKHX HCCIIEIOBAaHUSX BIUSHUSA aTa3aHaBUpa Ha (GEpPTHWIBHOCTb U
AMOPHOHAJIBHOE PAa3BUTHE aTa3aHABUP M3MEHSI 3CTPAIbHBIA LUKII, HE BIUSASA IPU
TOM Ha (PEPTUITBLHOCTb.
Cnoco0 npuMeHeHus U 103bI
[Ipenapar nOpUHUMAIOT BHYTPb, IIEJIMKOM, HE pPAa3kKEBbIBasg, B COCTaBE
KOMOMHUpOBaHHOW Tepanuu. PemieHue o Havane Tepanvyd NpPUHUMAET Bpady,
umeron it oneiT sedeHuss BUY-undexnun. D¢ddekTuBHOCT, U 06€30MacCHOCTD
IPUMEHEHHUs aTa3aHaBHpa B KOMOMHALIMK C PUTOHABUPOM B CYTOUYHOM J103€ OoJiee
100 Mr He W3yuyeHa; UCIOJIB30BaHUE 103 PUTOHABUpA, npeBblmarmux 100 mr B
CYTKH, MOXET M3MEHUTh Npo(duiib O€30MaCHOCTH aTa3aHABUPA, O3TOMY OHO HE
PEKOMEHTy€eTCSl.
B3pocnoie
Peoicum 0osuposanus ona nayuenmos, panee ne noayuasuiux aHmMupempo8UpPyCHyIO
mepanuro:

— npenapatr COYMATA® 400 Mr omuH pa3 B IeHb BO BPEMS €/Ib;

— npenapatr COYMATA® 300 mr B koMOMHaLuUK ¢ puToHaBupoM 100 Mr oaun

pa3 B JIEHb BO BpeMs €/Ibl.

Peoicum oosuposanus ons nayuenmos, pamee noayyasUIUX aHmMupempo8upyCcHyo
mepanuio:

— npenapar COYMATA® 300 mr B koMOMHaIMK ¢ puTOoHaBUpoM 100 Mr oaun

pa3 B JIEHb BO BpeMs €/Ibl.

[Ipumenenue arazaHaBupa 0€3 pUTOHABHpPA HE PEKOMEHAYETCS ISl MALMEHTOB C
HEONAaronpusTHBIM  BHPYCOJOTMYECKMM  HCXOJAOM  paHee  IPOBEICHHOM
AHTUPETPOBUPYCHOU TEPAIUU.
Memu
ATazaHaBHp B KamcyjaxX Ha3HayaeTcs JeTsM OT 6 JIeT U cTapiie B KOMOMHALIUU C
putoHaBupoM (B dopMe Karicys, Tabnetok). O6a mpernapara ciieayeT NpUHUMATh
OJIHOBPEMEHHO, OJMH pa3 B IEHb BO BpEMs €/Ibl.

J103b1 aTazaHaBHpa IS JeTel OT 6 JIET U CTapIlie PaCCUUTHIBAIOTCS MO Macce Tela
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 05.06.2026 N2 11245

(cM. TabuIly HUKE); TO3BI JJIsI JeTel H nmmcﬁm nn&'%&mml %%I%H l': Tw?éj Ifl:"}v'rmx

A1 JICUCHUA B3POCIIBIX ITAIUCHTOB.

Pacuem 0o3vl amasanasupa ons demeti no macce mena

Macca tena (kr) Jo3a arazanaBupa (mr) Jo3a puronaBupa (Mr)
>15<35 200 100
>35 300 100

Oco0blIe TPYITINbI MAIIMEHTOB

Jluya noorcunozo éospacma

Kimandeckue vcciieoBaHus Mpernapara HE BKIIOYAIW JOCTATOYHOE KOJIHYECTBO
MAIMEHTOB B Bo3pacTte 65 JeT u crapiie.

OcHOBBIBasICh Ha (hapMAKOKMHETHYECKUX JAHHBIX, KOPPEKIIUS 103bI B 3aBUCUMOCTH
OT BO3pacTa He TpedyeTcs.

llayuenmul ¢ noueyHol HedOCMAMoOYHOCMbIO

Koppexkius 10361 HE TpeOyeTcs Jisl TAIMEHTOB, HE HaXOIAIIUXCSl HA TeMOAIH3E.
JIns manueHTOB HAa TeMOJMalivu3e, paHee HE TMOJIy4YaBIIMX aHTUPETPOBUPYCHOM
tepanuu, npenapatr COYMATA® 300 mr HazHadaeTcs TOJNBKO B KOMOMHALUM C
putoHaBupom 100 mr.

[TammentamMm C  TSOKEIOM MOYCYHOM HEJOCTATOYHOCTBHIO, HAXOISIIMMCS Ha
reMoJNaIN3e U paHee MOJYyYaBUIMM AHTHUPETPOBUPYCHYIO TEPANUI0, MPUMEHATH
npenapar COYMATA® npotrBomnokasaHo.

Iayuenmvi ¢ neueHouHoU HEOOCMAMOYHOCIBIO

Crnenyer coOII0aaTh OCTOPOKHOCTS pH HazHaueHuu npenapata COYMATA® 6e3
pUTOHABUpA MALUCHTaM C HapyLICHUsIMU (PYHKIIMM TEUYEHU JIETKOW WU cpeaHen
crenieHu TsoxecTH (kimace A u B mo kimaccudukanuu Yainn-I1e10). [pu HapymeHusx
(GyHKITUY MTEUYeHH CpeIHEl cTereHu TshkecTu (kinace B mo knaccudukanuu Yaina-
[1p10) pekoMeHIyeTcss CHU3UTh 103y 110 300 MT OJIMH pa3 B JICHb.

[Ipenapar COYMATA® npu moObIX pexxuMax JO3UPOBaHUS HMPOTUBOIIOKA3aHO
MPUMEHSTH TIPU HapyHIEHUAX (PYHKIUM MedYeHU Tspkenoi crenenu (kiaacc C 1o

knaccudukanuu Yaitng-ITer0).
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 05.06.2026 N= 11245

"

e

(MCTENOBATENE
IIpumenenue atazaHaBupa B KOMOMHAIMU. _C PUTOHABUPOM

HapylIeHUsIMU (DYHKIIMM MEUYEHU HE M3Yy4aloCh, MO3TOMY JIaHHYIO KOMOWHAIIUIO
CJIEyeT MPUMEHSTh C OCTOPOKHOCTBIO Y TAIMEHTOB C HAPYIICHUSAMHU (yHKIIAA
MEYEHU JIETKOW CTemneHU TsoKecTH (Kiaace A mo kiaccudukammu Yaina-I1si0) u
MPOTHUBOIIOKA3aHO MPUMEHATH y TMAIMCHTOB C HAPYIICHUSAMHU (YHKIMH TCYCHU
CpenHel u Tsokenon creneHu TshkecTH (kmacc B u C mo knmaccudukarum Yaiing-
I[1p10).

Kombunuposannas mepanus

Jluoano3un: nMAAHO3WH CAEAyeT MPUHUMATh HATOIIAK, a IIpenapar COYMATA® -
BO BpeMs MpHUeMa MUIIH, TO3TOMY IPpU KOMOMHUPOBAHHOMN T€palTuu PEKOMEHTYEeTCS
IpMHUMATh IUJAHO3MH 4Yepe3 2 yaca mocie npuema npernapara COYMATA® ¢
MTULLIEH.

Tenogosupa ouzonpoxcuna pymapam: peKOMEHAYETCSI TPUMEHEHUE KOMOUHAIIUU
atazanasupa 300 mr u putonasupa 100 Mr coBMECTHO ¢ TeHO()OBHpA TU30MPOKCUIIA
dbymaparom 300 Mr (Bce mpenapartsl ClielyeT IPUHUMATD OJIUH Pa3 B IEHb BO BpeMsI
npuemMa munM). Ilpumenenue mnpenapata COYMATA® (6e3 puroHaBHupa)
COBMECTHO ¢ TeHO(hOBUpa AU30MPOKcHUiia hyMapaToM HE PEKOMEHYETCs.
bepemennocmo

Bo Bpems Il u Il TpumecTpoB OepeMeHHOCTH KOMOMHALIMKM aTa3aHABUPA B J103€
300 mr u puronaBupa B n03e¢ 100 mr 1 pa3 B CyTKH MOXKET OBITh HEIOCTATOYHO,
OCOOCHHO KOTJa AaKTUBHOCTh aTa3aHaBUpa WM BCErO0 pPEXKHUMa MOXKET OBITh
CKOMIIPOMETHPOBAHA  JIEKAPCTBEHHOM  YCTOWYHUBOCTHIO.  TepaneBTUYECKUU
JIEKApCTBEHHBI MOHUTOPUHT MOET OCYILECTBIISITECA MPU MPOBEICHUU TEPAIUU.
Puck cHUW)KEHMSI KOHUEHTpAIMU aTa3aHaBHUpa MOXKET OXKUJAThCA B CIydae, €Clu
npenapatr COYMATA® nHaszHauaeTcs COBMECTHO C TEHO(DOBHpA AU3OIPOKCHUIIA
dbyMapaTroM i aHTaroHuctamu Ho-ructaMrUHOBBIX perenTopoB. PexomeHyemast
nosa mpemapata COYMATA® cocrasnser 400 mr comectHo co 100 mr
PUTOHABHpA OAWH Pa3 B JECHb. [e€paneBTUUYECKUMN JIEKAPCTBEHHBII MOHUTOPUHT
MOXET OCYIIECTBIISATHCS MPU MPUMEHEHUN aTa3aHaBUpPa COBMECTHO C TeHOGOBUpa

JTU30MpoKcuiIa (hyMapaToMm uiau OgokaTopaMu Hp-THCTaMMHOBBIX PENENTOPOB JIJIst
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obecrieueHus AZICKBATHOI'O pCXKHMa MO0 VIT‘)OR&HT/ISI EI?JCVIIICCTRVCT

JAHHBIX JUISI TOTO, 4YTOOBI MOXXHO OBLUIO PEKOMEHJ0BAaTh OJHOBPEMEHHOE
IPUMEHEHHE aTa3aHaBUpa C PUTOHABUPOM, TeHO(OBUpPA AU3OMPOKCHIa (hymapara
U aHTaroHUcToB H>-TMCTaMHUHOBBIX PELENTOPOB Yy OEpPEeMEHHBIX >KCHILUH, paHee
MOJIy4aBUIMX aHTUPETPOBUPYCHYIO TEPAIIUIO.

Benmen 3a BO3MOXKHBIM CHHJKEHHEM KOHLIEHTpauuu ata3zaHaBupa Bo |l u
Il TpumecTpax OepeMEHHOCTH BO3MOKHO TOBBIIIEHUE €r0 KOHILIEHTpAaluu B
TE€YEHUE MEPBBIX ABYX MECSLEB IOCIE POJAOB, MO3TOMY CIEAyeT OOEecCredyrBaTh
TIIATEIbHOE MEIULMHCKOE HAONIO/IEHNE 3a MAUEHTKOM Ha MpeIMET BBISBICHUS
no0OYHBIX peakiuil. B mociaeponoBoM nepuoje MauueHTKA AOKHBI II0JIy4aTh Te
K€ cambl€ J103bl, YTO U HEOEPEMEHHbIE, BKJIIOYAsl T€X, KTO COBMECTHO MOJIYy4YaeT
Ipenaparsl, CHIKAIOIINE KOHIICHTPALUIO aTa3aHaBUpa B KPOBH.

M3-3a BO3MOXHOTO pPHUCKa pa3BUTHS TSOKENOW TrunepOUnupyOMHEMHUH H
NOTEHIIMAJIBHOIO PUCKA Ppa3BUTUS  AJEPHOM JKENTYXH y HOBOPOXKIECHHBIX
HE00X0MMO HaOII0ACHHUE 32 HUMU B TEUEHHE MEPBbIX THEH KU3HU; B IPEAPOJOBOM
nepuoJie cieayeT 00ecneyuTh AOTOTHUTENbHbBI MOHUTOPUHT IUIOAA.

IToOo4uHoe neiicrBue

Pestome npogpuns 6ezonacnocmu

besonmacHocTh  aTazaHaBMpa  OLUEHUMBAIM B COYETAaHUU C  JAPYTHUMH
AHTUPETPOBUPYCHBIMU JIEKAPCTBEHHBIMU IPENApaTaMu B X0J€ KOHTPOJIUPYEMBIX
KIIMHUYECKUX UCCIEN0BaHNN ¢ yyacTtueM 1806 B3pOCIbIX MalMEHTOB, MOJy4YaBIINX
nedyeHue atazaHaBupoM B 1103€ 400 mr oaun pa3 B cyTku (1151 mamuent, cpenssis
IPOJOJDKUTENBHOCT 52 HEAENIM W MakCUMajibHas  IPOJOJIKUTEIBHOCTb
152 nenenu) unu arazaHaBupom B a03e 300 Mr ¢ putoHaBupoM B fo3e 100 mMr onuH
pa3 B cyTku (655 mnanveHToB, CpeAHsis NPOJOJLKUTENBHOCTH 96 Henenb u
MaKCHUMaJIbHasi TPOIOHKUTENBHOCTE 108 Hemens).

HexenmarenpbHble peaklMyd PETUCTPUPOBAIIM € CONOCTABUMOM 4YaCTOTOW Yy
MalKMeHTOB, MOJIyYaBIIMX JeYeHUE aTazaHaBupoM B Jo3e 400 Mr oguH pa3 B CyTKH,
Y Y IAllMEHTOB, NIOJIyYaBIIHX JICUCHHE aTa3aHaBUpOM B 103€ 300 Mr ¢ puTOHaABUPOM

B o3¢ 100 Mr oIMH pa3 B CYTKH, 32 HCKIIOUCHHEM XKEITYXU WU MOBBIIICHUS
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
6.2026 N= 11245
KOHIICHTpAIMU 00111ero OmiupyOrHa B 11 ok i
py NPUMEHEHUH KOMOMHAIIMY aTa3aHaBUpa U pUTOHABUPA.

VY nanueHToB, NOIy4YaBIIUX JICUEHHUE aTa3aHaBUPOM B 103€ 400 MT 01MH pa3 B CyTKH
Wiy arazaHaBupoM B 103€ 300 Mr ¢ putoHaBupoM B j103€ 100 Mr ojMH pa3 B CYTKH,
VCKIIFOUNTEIbHBIMU HEXKEJIATEIbHBIMU PEAKUUSAMU JIIOOOH CTENEHU TIKECTH, O
KOTOPBIX COOOIIAIIOCH 0YeHBb YacTO, MO KpaHeH Mepe, C BO3MOXKHOHN CBSI3BIO CO
CXeMaMH,  COJAEpXallMMH  aTa3aHaBUp W OJUH  HWJIU  HECKOJIBKO
HYKJICO3UTHBIX/HYKJICOTHIHBIX UHTHOUTOPOB 00paTHOi TpanckpunTtazsl (HUOT),
obn  TomHoTa (20 %), mmapes (10 %) um xenryxa (13 %). V mnanueHToB,
MOJTy4YaBIlIKX JeYeHue atazaHaBupoM B 103€ 300 mr ¢ putoHaBupoM B 1o3e 100 mr,
4acTOTa PAa3BUTHUSA XKEITyXH cocTaBwia 19 %. B O0NbIIMHCTBE ClIy4YaeB >KEITyXy
PErUCTPUPOBAIM B NEPHOJ OT HECKOJIBKMX JHEM 0 HECKOJBKHX MECSLEB IOCIE
Hayaja jedeHus (cM. pazaen «OcoOble yKazaHUs»).

B nepuos mocTperucTpaiiioHHOro HaOJ0IeHNs ObLIIM 3apETUCTPUPOBAHBI CIIyYau
XpoHHUYECcKoH Oosie3HH nouek y BUY-uHpumpoBaHHbIX NallMEHTOB, MOJIYYaIOIINX
aTa3aHaBHUp C pUTOHABUPOM WK Oe3 Hero. B kpynmHomacirabHoOM, IPOCIIEKTUBHOM,
HAOJIOaTEIbHOM ~ UCCIIEIOBAaHMM  ObUIa  MOKa3aHa  B3aMMOCBA3b  MEXIY
YBEJIMYEHUEM YaCTOThl PA3BUTUSL XPOHUYECKOM OOJIE3HM MOYEK U COBOKYITHOM
HKCIIO3MIIMEN aTtazaHaBupa + putoHaBupa y BUY-uHpUIMpOBaHHBIX MAUEHTOB C
W3HAYAJbHO HOPMAJIbHOM PACYETHOW CKOPOCTHIO KIyOOUKOBOW (UIBTpAIUH
(pCK®). Takyrwo B3aMOCBS3b HAOMIOMAIM HE3aBUCUMO OT AKCHO3UIIUU
TeHohoBUpa au3oINpokcuia. TpedyeTcss peryasapHbIi KOHTPOJIb GYyHKIUUA TTOYEK Y
NAIMEHTOB Ha MPOTSHKEHUU Beel Tepanuu (cM. pasnen «Ocolble yKa3aHus»).

TabnuuHoe PE3IOME HEKEJIATCIbHBIX PCAKIINM

[IpencraBnennpie HUKE JTAaHHBIC o HEXENATeIbHBIM ~ PEAKIUSIM
KJIacCUUIIMPOBaHbl 1O cucteMHo-opranHbiM kiaccam (COK) wu wyacrote
BO3HMKHOBEHUS. YacToTa BOSHUKHOBEHHUS HEXEIATSIIbHBIX PEaKIIUi OMpe/Iesaiach
B COOTBETCTBUU ¢ Kinaccudukamueit BO3: ouens yacto (> 1/10), wacto (> 1/100, HO
< 1/10), nevacto (= 1/1000, vHo < 1/100), peaxo (= 1/10000, Ho < 1/1000), oueHn

penko (< 1/10000), gactora HeusBecTHa (Ha OCHOBAaHWHM HMEIOIIUXCS JIAHHBIX
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OLICHUTH H€B03MO)KHO).

ot 05.06.2026 N= 11245
(NOCNEOCBATENEHOCTE 0004)

COOTBETCTBYET 2KCNEPTHOMY OTYETY

B npcaciax K&)I(I[Oﬁ I'pyHIibl 9aCTOTa BCTPCHACMOCTHU HCKCIATCIIbHBIX pCaKHI/Iﬁ

YKa3aHa B INOPAAKEC YMCHBIICHUA CCPLC3HOCTU.

Tabmura 1.

Hapywenus co cmoponvl ummynHoU | HEYaCTO: TUNIEPUYBCTBUTEIBHOCTD

cucmemol

Hapymeﬂuﬂ Mema60ﬂu3ma © | HEYaCTO. CHMXXCHHE MAaCChI TCia, YBCJ'II/ILICHI/IG MAaCChI
NnuUMAaHuA TEia, aHOpeKCI/IH, IIOBBILIICHUC aIllICTHUTA

Icuxuueckue Hapywernus

HEYacTo: Jenpeccus, J€30pUEHTalusl, TPEBOKHOCTD,
OecCOHHUIIA, HAPYIIICHUE CHA, HEOOBIYHBIEC CHOBHICHUS

Hapywenus co cmoponvl nepsHot
cucmembvl

4acCToO: IrojJ1oBHasdn 60.]'[]:;

HeYacTo: mnepudepuyeckas HeWpomnarus, OOMOPOK,

AMHE3Usl, TOJIOBOKPYKCHUEC, COHIIMBOCTD, TUCT'CB3UsL

Hapywenus co cmoponsl opeana

3penust

JacTo: MOKCITCHUEC CKIICD I'J1a3

Hapywenus co cmoponul cepoya

94acTO: IByHAIPABICHHAS KTy I0OYKOBas TAXUKAP U,
penko: ymmuHenue uHTepBana QT?, orek, omryiieHue
cepaneOueHus

Hapywenus co cmopoHul cocy0os

HCYACTO: apTCpHaibHasA r'HIICPTCH3UA

Hapywenus co cmoponut
ObIXamenbHOU CUCMEMbL, OP2AHO8
2PYOHOU KNemKU U CpedoCmeHUs

HCYaCTO: OABIIIKa

Hapywenus co CMOpOHbL

ofceﬂydquO-Kuwequzo mpaxkma

9acTo: pBOTA, AMapes, OONb B JKMBOTE, TOLIHOTA,
JMCTICTICHS,

HEYacTo:
a(TO3HBII CTOMATUT, METEOPU3M, CYXOCTh CIHU3UCTOM
000JIOYKH MOJIOCTH pTa

IMaHKpEeaTuT, TaCTpUT, B3AYTUC IKUBOTA,

Hapywenus co cmoponvl nevenu u

qJacCTO: XKEJITyXa,

JHCENUEBbLEOOAUX NYyMEll HEYaCTO: TeNaTuT, OKEIYHOKAMEHHAas  OOJIE3HBS,
xonecTaz?;
PEIKO: TenaToCIUIEHOMETaIUs, XOIEUCTUT?

Hapywenus co cmoponvl Kodicu u | 4acCTO: CBIIIb;

NOOKOJICHBIX MKAHell HedacTo: MyibTUQOpPMHas spuTeMa®’, TokcHueckue
KOXKHBIE BBICHIAHUA™Y, JIeKapCTBEHHAS peakius C
D03UHO(DMIMEH W CHCTEMHBIMH  NPOSBJIECHHSIMH

(DRESS-cunnpom®?),
KpaluBHUIIA, ATONEIHs, 3Y/1;
peko:
BE3UKYJIC3HO-OYIUIC3HAsT CBIMb, JK3€Ma, PACIINpEHHE
COCY/IOB

AHTMOHEBPOTHUYECKUI  OTEK?,

b

CHHIPOM Crusenca-J>xoncona®”,

Hapywenus co cmopomvl mbiueuHot,

KOCIMHOU U COeOUHUMENbHOU MKAHU

HCYACTO: MbIIICYHAasA anO(I)I/IH, apTpaJirud, MUajrus,
PEAKO: MUOIIATHA
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 05.06.2026 N= 11245

Hapywenus co cmoponvl nouex u | HeWacTp: MOUEKANCHEAT ~ GONes b ~ rOMATY ph.

MOU€eBbI800AUUX NYymell OPOTEHHYpUS, TOJUIAKUYPHs, HHTEPCTULUAIbHBINA
HedpuT, XpOHHUECKast OOJIC3HB MOYCK?,
penko: 60Jb B 00J1aCTH MOYEK

Hapywenus co cmoponul HEYacTO: TMHEKOMAaCTHS
PEenpoOYKMuUBHOU cucmemvl u
MOJIOUHBIX Jicenie3

Obwue Hapywenus u peakyuu 6 | 4acTO: yTOMIIIEMOCTB;
Mecme 86edenus HeyacTto: OoJib B Tpyau, HEJOMOIaHME, JIMXOpajKa,
acTeHUs,

pPEeIKO: HApYIIEHUE MTOXOIKU

? JlanHble HexenaTeIbHbIE PEAKIUHU BBISABICHBI B XOJ€ MOCTPEHCTPAIIMOHHOTO HAOMIOIEHHS, OJHAKO UX YacTOTY
OLICHHMBAJIM HA OCHOBE CTaTHCTHYECKHUX PACUETOB, UCXO/S M3 OOLIETO YMCia NallMeHTOB, IPUHIUMABIINX aTa3aHaBUD,
B PaHAOMHU3UPOBAHHBIX KOHTPOIUPYEMBIX U IPYTHX JOCTYMHBIX KIMHUYECKUX HUCCIeNoBaHUX (n = 2321).

Jast momydeHus moApoOHON HHPOPMAIN 00paTUTECh K OTTMCAHUIO OTACIBHBIX HEXKENATENbHBIX PEAKIUH.

Onucanue OTJICJbHBIX HEXKEIATESIbHBIX PCAKIIMI

Y BUY-uH(pUIMPOBaHHBIX NAMEHTOB C TSXKEIbIM UMMYHOJE(HUIIMTOM B Hayaje
KOMOMHUpOBaHHOW aHTHpeTpoBUpycHOU Tepanuu (KAPT) BO3MOXHO pa3BuUTHE
BOCHAJIMTENIBHON  peakuMh  Ha  OECCUMNTOMHBIE  WJIM  OCTAaTOYHBIE
ONMMOPTYHUCTUYECKHE HWH(PEKIMU. AYTOMMMYHHBbIE 3a00yieBaHUs (Takue Kak
6omne3Hb ['peliBca u ayTOMMMYHHBIN TETIATUT) TAKKE ObLIN OMKMCAHbI, OJHAKO BpEeMS
UX MOSIBJICHUS] BapbUPOBAJIO B OoJsiee MUPOKUX Mpejienax, U OHU MOIJIM BO3HUKATh
yepe3 MHOTO MeCAIIeB Mocie Havyaa Tepanuu (cM. pazaen «Ocolble yKazaHus»).
Ocmeonexpos

Coobmajioch 0 ciy4asix OCTEOHEKpO3a, B OCOOEHHOCTH Yy TMAIMEHTOB C
MOATBEPKIACHHBIMH (haKTOpaMu pucKa, mo3anen craaueir BUYU-undeknun u npu
nmutenbHoit KAPT. YacroTra BcTpedaeMocTH TOAOOHBIX SIBJICHUN HEM3BECTHA (CM.
pazaen «OcoOble yKazaHus»).

Memabonuueckue noxazamenu

Bo Bpemsi aHTHPETPOBUPYCHOM Tepanuu MOXKET HaOMI01aThCs YBEIMUYEHUE MACChl
TeJda W TOBBIIEHUE KOHIEHTPALMA JHUMHUAOB U TJIIOKO3bl B KPOBH (CM. pasien
«Oco0ble yKazaHUs»).

Coins u ces13aHHble C Hell CUHOPOMbL

ChInb 0OBIYHO MpEACTaBIISIET COO0H MaKyIONaMyJIe3HY 0 KOXKHYIO ChIIb JIETKON WU
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. ([10) T
YMEPEHHOU CTENEHU TSIHKECTH, KOTopas ROIHUKACI R TeuEHie n%nm.x :’% nenem,

MIOCJIE HAaYaJIa TEPANNK aTa3aHaABUPOM.

Cunapom CtuBeHca-/[)koHcOoHA, MyIbTH(HOPMHAsS 3pUTEMa, TOKCHUECKHUE KOKHbIE
BBICBIMIAHUS W MEAMKAMEHTO3HAasl Cbhlllb C DO3MHOQUIMEH UM CUCTEMHBIMU
cumnromamu  (DRESS-cunapom) Takke HaOMOJalnWCh MpH  NPUMEHEHHH
atazaHaBupa (cM. pazaen «OcoOble yKazaHUs).

OmxknoHeHus: 1a60pamopHbiX noKasamenel om Hopmbl

Haubonee uacTeiM OTKIOHEHHWEM JaOOpAaTOPHBIX IMOKa3aTelel OT HOPMBI Y
NAIMEHTOB, TIOJyYaBIINX CXEMBI, COJIEpKAILNE aTa3aHaBUP U OJUH WU HECKOJIBKO
HUOT, Obu10 MOBBIIIEHNE KOHIIEHTpAUK 00111ero OninupyOnHa B I1a3mMe KpoBHU, O
KOTOPOM COOOIIAJIOCh MNPEUMYLIECTBEHHO KaK O MOBBIIIEHUU KOHLEHTPALMH
HEMpsIMOTO [HEKOHBIOTUpOBaHHOTO| Owmmpyouna (y 87 % 1-in, 2-i, 3-ii unm
4-i1 crenenu). IloBbllleHME KOHILIEHTpauuu obOmiero OwnupyouHa 3-ii wim 4-i
cTerneHu 3apeructpupoBasiv y 37 % nanuentoB (y 6 % 4-i1 cteneHn).

VY nmanueHToB, paHee MOJy4YaBIINX JIEYCHHUE atazaHaBupoM B 1o3e 300 Mr oguH pa3
B cyTku 1 100 Mr putoHaBHpa OAUH pa3 B CYTKU C MEIUAHOW MPOJOJLKUTEIIBHOCTH
Tepanuu 95 Hexenb, y 53 % MalMEHTOB  PETMCTPUPOBAIM  MOBBIIICHUE
KOHLIEHTpanuuu oOmero OwnupyouHa 3-ii—4-ii creneHd. Y MalMEHTOB, HE
MOJy4YaBIINX PaHee JICUeHUE aTa3zaHaBUpoM B j103¢ 300 Mr oauH pa3 B CYTKU U
100 mr puToHaBHpa OJMH Pa3 B CYyTKH C MEAUAHON MPOJOJKUTEIBHOCTH TEPAITUU
96 nepenb, y 48 % DauMEHTOB PETHUCTPUPOBAINA NOBBIIIEHUE KOHUEHTPALUH
oOmrero ommupyouna 3-ii—4-i crenenu (cM. pasaen «OcoOble yKa3zaHus»).

Jlpyrue BbIpa)K€HHbIE OTKJIOHEHUS KIMHUYECKHX JIAOOpaTOPHBIX MOKa3aTeslel OT
HOpMBbI (3-1 wiu 4-s1 CTENeHb), 3aperucTpupoBaHHble y >2 % NAIUEHTOB,
MOJIY4YaBIINX CXEMbI, COJIEpXKallMe aTa3aHaBUp W OJuMH Wik Heckoibko HUOT,
BKJIIOYAJIM: TOBBINICHHE aKTUBHOCTH KpeaTuH(pochokuuazel (KDK) (7 %),
MOBBIIIIEHNE AaKTUBHOCTH allannHamuHoTpaHchepassl (AJIT) (5 %), cHuxeHue
yucia HeuTpoduios (5 %), MOBbIIIIEHHE aKTUBHOCTH acmiapTaTaMUHOTpaHChepas3bl
(ACT) (3 %) u noBbIIICHHE aKTUBHOCTH JIMIIA3bl B I1a3Me KposH (3 %).

2% MaguCHTOB, NNOJYYaBIIHUX JICUCHUC aTa3aHABUPOM, UCIIBITAIN O THOBPECMCHHOC
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3 4 JNOCTEOOBATELHO :2 '
nosbimenne akTUBHOCTH AJIT/ACT 3-H=4-ii_cTeneH 1~ KOHITEHTPAIUA 00Iero

omnnpyOuHa 3-ii—4-ii CTEeTeHH B IIJIa3Me KPOBHU.

JleT ¥ OAPOCTKHU

B ximanueckom ucciegoBannu Al424-020 y neteil 1 moaApoOCTKOB B BO3PacTe OT
3 MecsmeB 10 18 mer cpemHss MPOAODKUTEILHOCTh JICUCHHS aTa3aHaBHPOM B
dbopme mopomka A MpUeMa BHYTPh JUOO Kamcysn coctaBuia 115 Hemenb.
[Ipodunbp 6e30macHOCTH B JAHHOM HCCJIEAOBAHUM OBLI CXOJHBIM C TaKOBBIM Y
B3POCJIBIX TAIMEHTOB. Y JETEH W MOJIPOCTKOB ObLTa BBISIBJICHA OCCCHMIITOMHAS
aTpuOBEHTpUKYJsipHas (AV) Giokana nepBoit crenenu (23 %) u BTOpoOi cTereHu
(1 %). Hanbonee yacThiM OTKJIOHEHHEM JIAOOPATOPHBIX MOKA3aTesIe OT HOPMBI Yy
JIETEH, MOTy4YaBITUX JICUCHHUE aTa3aHABUPOM, SBJISTIOCH MTOBBIIICHUE KOHIICHTPAITUN
obmiero Ounmupyouna (B >2,6 pa3 Beimie BepxHed rpaHuiisl HopMmbl (BI'H),
3—4 crenenpb), UMeBIIIee MecTo Y 45 % marueHToB.

B  kmmHmueckux  uccinenosanusax — Al424-397 wu Al424-451  cpepnsas
POJIOJKUTEILHOCTh IPUMEHEHHUS aTa3aHaBUpa y JETel B BO3pacTe OT 3 MEcCsAIeB
1o 11 ner cocraBmna 80 Henenb.

JletanbHble ciiydan He ObulM 3apeructpupoBanbl. [Ipoduns Oe3omacHOCTH B
JTAHHBIX HCCIICOBAaHUSAX OBIT CXOMHBIM C TaKOBBIM B paHee IPOBEIACHHBIX
WCCJICIOBAHMSIX C YJacTHEM JCTeH M B3pOCIbIX marueHToB. Hambonee yacTeiMu
OTKJIOHEHUSAMH J1aO0OpPaTOPHBIX IMOKa3aTelel OT HOPMBI y JETEeH, MOJy4YaBIIUX
JICUCHHWE aTa3aHaBHPOM B (QopMe TMOpoIIKa JIsg TMpueMa BHYTPb, SBISLIOCH
MOBBINICHUE KOHIIEHTpanuu obriero owmpyobuna (> 2,6 pa3 Beimie BI'H, 3-1 u
4-5 CTEIICHbD; 16 %) U MOBBIIIEHUE AKTUBHOCTHU aMuUJIa3bl
(3-s1—4-s crenenb; 33 %), Kak MpaBUJIO, HEIMTAHKPEATHICCKOM ATHOJIOTHH. B JaHHBIX
UCCJIEIOBAHMSX MOBBIIEHNE akTUBHOCTH AJIT wame oTmedanocs y aeTei, 4eMm y
B3POCIIBIX.

Jpyrue 0coObBIE I'pyOnbl MannucHTOB

Ilayuenmul ¢ ko-unghexyueti cenamuma B u/unu ecenamuma C
Cpenu 1511 manueHTOB, MOTY4YaBIINUX JICUCHUE aTa3aHaBUpoOM B 03¢ 400 Mr oguH

pa3 B CyTKH, y 177 manueHToB UMenach KO-MHPEKINUSI XPOHUYECKOTo renaTuTa B
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(MOCNENOBATENRHOE T 000
i C, a u3 yucna 655 nalueHToB, nond'qannmxnma'ga‘]%mﬁp B nl(:)qe 300 Mr-OUH

pa3 B CyTKU ¢ pUTOHABUPOM B j103€¢ 100 MI ofuH pa3 B CyTKH, 97 NanueHToB ObLIU
¢ xponunueckuM renatutoM B wmm C. [anueHTs! ¢ kKo-uH(pEKInen Jaie UCXoIHO
MMEJIN TOBBIIIEHUE CBIBOPOTOYHOM AKTUBHOCTH «IIEYEHOUYHBIX» TPAHCAMHUHA3, UEM
NaneHTsl 0e3 XpOHMYECKOro BHUPYCHOTO remaTuTa. Pasmuums B yacToTe
NOBBIIICHHUS CHIBOPOTOYHON KOHIIEHTpalUWKU OWIMpPYOWHAa HE OTMEYAIHMCh CpEeIu
JAHHBIX TAIMEHTOB M TMAIMEHTOB 0Oe3 BHpPYCHOTO remarurta. Yactora pazButus
CBA3aHHOIO C JICYCHHEM TeNaTHTa M MOBBIIMICHHWS AKTUBHOCTU TpPAHCAMHUHA3 Y
NAMEHTOB C KO-UH(pEeKIMen Obl1a CONOCTaBUMa B IPYyIINax JEUEHUs aTa3aHaBUPOM
U TpernaparaMu cpaBHeHUs (cM. pasnen «Ocolble yKa3aHus»).

Ilepeno3upoBka

Cumnmomvl

B Xoge KIMHMYECKMX HCHBITAHUM MPUEM 3J0POBBIMH JOOPOBOJBLAMU 103
npenapara a0 1200 Mr OJHOKpaTHO HE COMNPOBOXKAAICA KaKUMHU-THOO
HEXKEJATEIIbHBIMU SIBJICHUSMH.

EauHCcTBEHHBIN ciydyail nepeno3upoBku mnpenapata BUY-undunrpoBaHHBIM
nanyeHToMm, npuHsBmuM 29,2 T mpenapara (mo3a, B 73 pasza mHpeBbIIIaronias
pekoMmeHaoBaHHy0 103y 400 Mr), compoBOXaajics OecCUMNTOMHOMN OJioKanon
ob0enx HOXxek mydka ['mca m yanuHeHnnem uHTepBana PQ. JlaHHbIe TpHU3HAKHU TIO
OKI" ncuesnu crioHTaHHO. OXKHMIaeMbIMUA CUMIITOMAMHM NMEPEN03UPOBKH IIpenapara
ABJIAIOTCSL JKENTyXa 0e3 M3MEHEHHH pe3yslbTaTOB MEYEHOYHBIX TECTOB (M3-3a
MOBBINICHUS KOHIIEHTPAIMU HEMPSIMOro OMIMpYyOMHA) W HApYIICHUE CEPICYHOTO
putMa (yanuHeHue uatepBaia PQ).

Jleuenue

Crienu(puyeckoro aHTUI0Ta HET.

IIpu nepenosuposke npenaparom COYMATA® crnenyer oCyIleCTBIATE KOHTPOIIb
OCHOBHBIX (DU3MOJOTUYECKUX T[IOKa3aTesie, BeCTH HaOMoAeHUe 3a OOIIUM
COCTOSIHUEM IalueHTa, KoHTpoauposath DKI', Ha3HAUUTH MPOMBIBAaHUE JKEITY/IKA,
BbI3BaTh PBOTY JUIS YJAJEHHS OCTATKOB IIperapara; PEKOMEHIYeTCs MpUeM

AKTUBUPOBAHHOI'O YTJISL.
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Huanu3 HeahPexkTuBeH Uil BHIBEJICH V1
aTa3aHaBUP XapaKTEPU3YyETCS MHTEHCHUBHBIM META0OJM3MOM B NIEYEHH U BBICOKOM
CTEIIEHBIO CBSI3bIBAHUA C OEIKaMHU.

B3aumopeiicTBre ¢ APYrUMH JIEKAPCTBEHHBIMH CPeICTBAMU

[Ipy ogHOBpEeMEHHOM TPUMEHEHHHM aTa3aHaBHpa W PHUTOHABUpaA MPOPHIb
MeTabOIMYECKOTO B3aHUMOJICHCTBHUS JIEKApPCTBEHHBIX CPEACTB MJisi PUTOHABHpA
MOXXET TpeodsanaTh, IMOCKOJIbKY PHUTOHABUp SIBJISETCS 0OoJiee  MOIIHBIM
unruoutopom nzopepmenta CYP3 A4, uem aTazaHaBup.

Ilepen nauanom tepanuu npenaparom COYMATA® u puroHaBUpOM HEOOXOAUMO
O3HAKOMHTBCSI € OOIIEH XapaKTepUCTHUKOM JIEKapCTBEHHOIO Npernapara Jyis
pUTOHABUDA.

ATazaHaBup MetabonM3upyercs B nedeHu nocpeactBoMm uzodepmenta CYP3A4.
On mnopaBnser wuzopepmeHT CYP3A4. Takum 00pa3oM, ITPOTUBOIIOKA3aHO
npumenenre npemnapatra COYMATA® ¢ nekapCTBEHHBIMH —IIpeNapaTaMy,
apisromumucst  cyoctparamu  uzopepmenta CYP3A4 u umerommmu  y3KHid
TEpaneBTUYECKU WHJEKC: KBETHAIIUH, JYypa3uJoH, al(y303HH, acTEMHU30I,
TepdeHaauH, U3anpul, TMMO3U, XUHUUH, OCTIPUINAT, TpHUa3oJiaM, IpenapaTramMmu
JUIsl TIpUeMa BHYTPb — MUJA30J1aM, JIOMHUTANMJl M aJKaJOWIbl CIIOPBIHBH, B
OCOOCHHOCTHM C HOProTaMMHOM W  JUTHUAPOIProTaMUHOM  (CM.  pazjen
«IIpoTuBOTIOKA3AHUSY).

OnnospeMenHoe mnpumeHenne mnpemapata COYMATA® ¢ mpenapartamu,
COJEpKaIllUMKM  TPa3oNpeBUp, BKIOYAs KOMOMHHMpPOBAHHBbIE IpenapaThl C
(GuKCHpPOBaHHBIMH J103aMHU 3710acBUpa + Ipa3onpeBUpa, IPOTUBOMOKA3AHO H3-3a
MOBBIIICHNUS KOHIIGHTpAlUMW Tpa3onpeBHpa W d3j0acBUpa B IUIa3ME€ KPOBU H
NOTEHIIMAJIBHOIO YBEJIMYEHHUS PHUCKA MOBBIIIEHUS CBIBOPOTOYHOM aKTHBHOCTH
AJIT, cBSI3aHHOTO C MOBBIIIEHHBIMA KOHIICHTPALUSIMH IrpazonpeBupa (CM. pasnesn
«IIpotuBonokasanus»). OnHoBpeMenHoe npuMmeHenne npenapara COYMATA® ¢
KOMOWHUPOBAaHHBIMH TIperapaTaMu ¢ (PUKCHPOBAHHBIMH JI03aMH TJIEKarpeBupa +

HI/I6peHTaCBI/Ipa IMPOTHUBOIIOKA3aHO B CBA3H C IIOTCHOHWAJIbHBIM YBCIIMYCHUCM PHUCKA

MOBBIIIEHUS CHIBOPOTOYHON akTUBHOCTH AJIT M3-3a 3HAUUTEIHLHOIO YBEIUYCHUS
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KOHLIEHTpaluil IJieKanpeBupa u mnuope Tacnnfsna'"ﬁ‘jrlrzﬁﬁn%’é'Tr%gthﬁ”?gﬁ ':Ij"'af}a;hen

«IIpoTUBONIOKA3AHUSY).

Jlpyrue B3auMoOJIENCTBUSA

B3aumopneiictBuss  arazaHaBMpa M JPYTUX  JIEKAPCTBEHHBIX  IPENapaToB
NIEPEYUCIICHBI B Ta0uIe HUXKe (YBETMUCHUE YKa3aHO KakK «1», CHIDKEHHE — KaK «|»,
OTCYTCTBHE U3MEHEHUN — KaK «<>»).

[Tpu Hanmumm B ckoOkax ykasbiBatoTcst 90 % noseputenbHble nHTEpBaibl (JN).
HccnenoBanusi, ykazaHHble B TaOmuue 2, NpOBOAMIM C YYacCTHUEM 3JI0POBBIX
N0OPOBOJIBLIEB, €CIIU HE YKa3aHO HHOE. CTOUT OTMETUTh, YTO MHOTHE UCCIIEI0OBAHUS
OPOBOAMIM C TIPUMEHEHHWEM HEYCHUJIEHHOIO aTra3aHaBupa, TO €CTb HE B
PEKOMEHJIOBAHHOM pEeXUME IMPUMEHEHHs aTazaHaBupa (cMm. paszgen «OcoObie

yKa3aHUs» ).

Tabmuua 2. BsaumopneilicTBUMEe aTa3aHaBUpa C JAPYTMMH  JIEKAPCTBEHHBIMU

IpernaparaMu
JlekapcTBeHHbIE Pexomenganuu
npenaparsl mo 06,1acTu OTHOCHUTEJLHO
TEePaNeBTHYECKOI0 B3aumoaeiicrBue OHOBPEMEHHOI'0
NpPUMEHEeHUs NpUMeEHEeHUs

INPEITAPATBI JJIA JIEYEHUA BUPYCHOI'O T'EITATUTA C

I'pazonpesup, 200 wmr | AUC atazanaBupa: OnHOBpeMEHHOE

omuH pa3 B cyTtku | 143 % (130 % 157 %) MIPUMEHEHHE

(arazanaBup, 300 mr + | MakcumanbHast koHteHTpanus (Cmax) | aTazaHaBupa u snbacBupa +
putoHaBup, 100 Mr onuH | atazaHaBupa B miazMe kposu: 112 % | rpasompeBupa

pa3 B CyTKH) (11 % 124 %) IIPOTUBOMNOKAa3aHO  M3-3a
MunumanbHas KoHueHTpausi (Cmin) | CYIIECTBEHHOTO
aTa3zaHaBUpA B IJIa3Me KPOBH: TTOBBIIIICHUS
123 % (113 % 1134 %) KOHIIEHTpalui
AUC rpazomnpesupa: rpa3onpeBrpa B IUIa3Me
1958 % (1678 % 11339 %) KpPOBU M CBSI3aHHOTO C
Cmax Tpa3onpeBupa: TUM MOTEHIIUATBHOTO
1524 % (1342 % 1781 %) YBEITUYEHUS pucKa
Cmin Tpa3ompeBupa: MOBBIINICHUSI  AKTUBHOCTH
11064 % (1696 % 11602 %) AJIT B muiazme KpoBH (CM.

KonueHntpauuu  rpasomnpeBupa B | pazjaeln

3HAYUTEIBHON CTENEHH MOBBIMIATIKCH | «[IpOTHBOMIOKA3aHUNY).
IPH  COMYTCTBYIOIIEM PUMEHCHHUH
aTasaHaBHMpa + pUTOHABHPA.
Onbaceup, 50 mr ommu | AUC arazanaBupa: 17 % ({2 % 117 %)
pas3 B cyTkH | Cmax aTazanaBupa: 12 % (14 % 18 %)
(arazanaBup, 300 mr + | Cmin aTazanaBupa: 115 % (12 % 129 %)
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PUTOHABHD, AUC snbacsupa: (MOCAEQOBATERBHOCTE 0004
100 mr omun pa3 B | 1376 % (1307 % 1456 %)
CYTKH) Cmax dnmbacBupa:

1315 % (1246 %1397 %)

Chmin 210acBupa:

1545 % (1451 % 1654 %)

Konnenrpauuu anbacBupa

MOBBIIAINCH TPU  COMMYTCTBYIOIIEM

NPUMEHEHUHU arazaHaBHpa +

pUTOHABHpA.
Codocoysup, 400 mr + | AUC codocbdysupa: Oxwumaercs, 9TO
Bennaracsup, 100 mr + | 140 % (125 % 157 %) OJIHOBPEMEHHOE
BokcuianpeBup, 100 mr | Cmax cohocOyBupa: MPUMEHECHHUE aTa3aHaBUpa
OJTHOKPAaTHO ™ 129 % (19 % 152 %) c npenaparamu,
(arazanaBup, 300 mr + | AUC BenmaracBupa: COJIepXKAIIUMHU
putonaBup, 100 mr ogun | 193 % (158 % 1136 %) BOKCHUJIAIIPEBUP, YBEIUYUT
pa3 B CyTKH) Cmax Benmaracsupa: KOHIICHTPAITUIO

129 % (17 % 156 %) BOKCHJIAIIPEBUPA.

AUC BokcunanpeBupa: OnHoBpeMeHHOE

1331 % (1276 % 1393 %) IIPUMEHEHUE aTa3aHaBUpa

Cmax BOKCHIJIAIIpEBHpA: u IpernapaTos.,

1342 % (1265 % 1435 %) coziepKaImnx

* OrcyTCcTBHE I'PaHUL] | BOKCHJIAIIPEBHUP, HE

(hapMaKOKUHETHYECKOTO PEKOMEHI0BAHO.

B3aumoeiicteus 70-143 %

Bnusuue Ha 9KCIIO3UIUIO

aTa3aHaBUpa W pUTOHABUpa HE

U3y4ajnoch.

Oxunaemoe: <> arazaHaBUp; <«

pUTOHABUP

MexaHu3M B3aWMOJICUCTBUS MEKIY

aTa3aHaBUPOM + PHUTOHABUPOM U

codocOyBUpOM + BeENMAaTaCBUPOM +

BOKCUJIATIPEBUPOM  3aKJIIOYAETCS B

unruobuposanun OATPIB, P-gp u

nzopepmenta CYP3A.
I'nexanpesup, 300 mr + | AUC raekanpeBupa: OpnHoBpeMeHHOE
nubpentacBup, 120 wmr | 1553 % (1424 % 1714 %) MIPUMEHEHUE aTa3aHaBUpa
omuH pa3 B CYTKH | Cmax TTICKampeBupa: C  TIeKampeBupoM  +
(arazanaBup, 300 mr + | 1306 % (1215 % 1423 %) MUOPEHTACBUPOM
putonasup, 100 mr oauH | Cmin TIIeKanpeBupa: IIPOTUBOIIOKA3aHO B CBS3HU
pa3 B CyTKu*) 11330 % (1885 % 11970 %) c MOTEHITUATBLHBIM

AUC nubpenracBupa: YBEIUYEHUEM pHucKa

164 % (148 % 182 %) MOBBIIICHUSI  AKTUBHOCTH

Cmax THOpeHTaCBHpA: AJIT B mna3me KpoBH U3-3a

129 % (115 % 145 %) 3HAYUTEILHOTO

Cmin muOpeHTacBHpa: YBETHYCHUS

1129 % (195 % 1168 %) CBIBOPOTOYHBIX

* Coobmraercs 0 BIIMSIHUM | KOHIIGHTpAIUH

aTazaHaBUpa W PUTOHABHpa Ha | TVIEKampeBupa u

MEepBYI0 /103y  TJIEKallpeBHpa W | MUOpEeHTacBUpa (cm.

nuOpeHTacBupa. paszen
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O e AT i okasantisy).

AHTHUPETPOBUPYCHBIE ITPEITAPATDBI

Hneubumopul npomeazvl: OTHOBpEMEHHOE IPUMEHEHHE aTa3aHABUPA + PUTOHABUPA U APYTHX
MHTUOUTOPOB MPOTEA3bl HE M3Y4aJIOCh, OJHAKO OXKHIAETCS MOBBIIMICHUE 3KCIIO3ULIUH JIPYTUX
MHTUOUTOPOB MPOTEA3bl IPHU TAKOM MpUMeHEHHH. Takum 00pa3oM, mog00HOE OTHOBPEMEHHOE

MIPUMEHEHHE HE PEKOMEHIYEeTCSl.

Puronasup, 100 mr | AUC arazanaBupa: PuronaBup B noze 100 mr
omuH pa3 B cyTkH | 1250 % (1144 % 1403 %)* OIMH pa3 B  CYTKH
(ara3anaBwup, 300 mr | Cmax aTa3anaBupa: IPUMEHSIIOT Ui YCUJIEHUS
omuH pa3 B cyTkH) | 1120 % (156 % 1211 %)* (bapMaKOKMHETHKHU
Hccnenosanus, Cmin aTa3aHaBupa: aTazaHaBUpA.
MIPOBEICHHBIC c| 1713 % (1359 % 11339 %)*

y4acTUEM BUY- | *B  kOMOMHHpOBaHHOM  aHAJIHN3E

MH(PUITIPOBAHHBIX atazaHaBup, 300 Mr U pUTOHABHD,

MalMEeHTOB. 100mMr (n=33) cpaBHUBaIM C

atazaHaBupoM B go03e 400 mr 0e3
puronasupa (n = 28).
MexaHu3M B3aUMOJACUCTBUS MEXKIY
aTa3aHaBUPOM W PHUTOHABHPOM
3aKJII0YaeTCs B MO/IaBJICHUH
nzodpepmenta CYP3A4.

Nuaunasup WnnunaBup cBsizan ¢ pasButueM | OMHOBpEMEHHOE
HEINpsMOU HEKOHBIOTHPOBAHHOM | IPUMEHEHUE aTa3aHaBupa
rUNepOmIpyOuHEMHUH u3-3a | u WHIMHABUPA HE
noxasieHust YI'T. PEKOMEHI0BaHO (cm.

paszznen «Ocobblie
YKa3aHU).

Hykneozuonvie/nyxneomuonsie uneubumopul oopammuou mparckpunmasol (HUOT)

JlamuByauH, 150 Mr nBa | 3HaunMoe BIUSHUE HA KOHIeHTpauuu | Mcxons u3

paza B CyTKM + | JaMMBYJMHa W  3MJOBYAMHA HE | IPEACTABIEHHBIX JaHHBIX

3unoByauH, 300 mr aBa | HaOIHOJANIOCH. M BBUIYy TOrO, UTO
pasa B CYTKH pUTOHAaBUp  e€aBa  JU

(arazamaBup, 400 wr OKa3bIBaeT 3HAYUMOE

OJIUH pa3 B CYTKH) BO3/ICHCTBHE Ha

bapmakokunetuky HUOT,
OJIHOBPEMEHHOE
pUMEHEHHE JTAHHBIX

[IpenaparoB U ara3aHaBUpa
Bpsl JM IpUBENET K
3HAYUTEIILHOMY
U3MEHEHUIO  JKCIO3UIUHU
OJIHOBPEMEHHO
MIPUMEHSAEMBIX
JIEKApCTBEHHBIX
IIPENapaToB.

AbaxaBup

He OKHNIACTCA, YTO OJHOBPEMCHHOC

IIPUMEHEHHE abakaBupa u
aTazaHaBUpa IIPUBENET K
3HAYUTEIBHOMY MOBBILICHUIO

OKCIIO3NIINH a6aI<aBI/Ipa.
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Hunano3un (OydepHbie
tabnerku), 200 mr +
craByauH, 40 wmr, oba
OJTHOKPATHO
(atazanaBup, 400 wr,
OJTHOKpaTHAsI 7103a)

ATazaHaBup, OIHOBPEMEHHOE

DRGSR RECC Ty

npuMeHenue ¢ aupadoswH (ddl) +
craByauH (d4T) (HaTomak)

AUC ara3zanaBupa:

187% (192 % |79 %)

Cmax aTazaHaBupa:

189 % (194 % |82 %)

Chmin aTa3aHaBUpA:

1 84 % (190 % |73 %)

ATtazanaBup uepe3 1 4 mocie ddl +
d4T (maTomak)

AUC ara3zanaBupa:

<3 % (136 % 167 %)

Cmax aTazaHaBupa:

112 % (133 % 118 %)

Cmin aTa3aHaBupa:

3% (139 % 173 %)

KonnenTpanun atazanaBupa 3aMeTHO
CHIDKAJIUCh TIPU  OJAHOBPEMEHHOM
MpUMEHECHUN auaHo3uHa (0ydepHbie
TabJIeTKU) M CTaByAMHA. MeXaHU3M
B3aMMOJICHCTBUSL  3aKIIOYacTCS B
CHIDKEHUU pPacTBOPUMOCTHU
aTazaHaBupa ¢ yBenudeHuem pH,
CBSI3aHHOM c MIPUCYTCTBUEM
AHTAIMJIHOTO CpeACTBa B OydepHBIX

MPUMEHSITh HATOIIAK Yepe3
2 yaca nocjie NpUMEHEHUS
aTazaHaBHpA C MMUIICH.
He OXXHUJAeTCH,
OJHOBPEMEHHOE
MNPUMCHCHUC CTaByJuHA U
aTazaHaBHpa MPUBEIET K
SHAYUTCIBbHOMY
MOBBIIICHHUIO OKCIIO3UIINHU
CTaByJMHA.

qTo

TableTKax JUIAHO3MHA. 3HAYMMOE
BIIMSTHHE Ha KOHLEHTpaLuu
JUQHO3MHA W CTaByJuMHA  HE
OTMEYaJIOCh.

Hunano3un  (xamncyinsl | JlunaHo3uH (¢ nuiei)

kumeqHopactsopumsle), | AUC nqunanosuHa:

omHokpatrao 400 wr | |34 % (141 % |27 %)

(arazanaBup, 300 wr | Cmax IUAaHO3MHA:

omuH pa3 B cytku ¢ | |38 % (148 % |26 %)

putoHaBupoM, 100 wr | Cmin IMIaHO3HMHA:

OJIMH Pa3 B CYTKH) 125 % (18 % 169 %)

3HaunMMoOe BIUSHHE HA KOHUCHTpPAun
npu TIMIIPUMCHCHHUU JHJAHO3WMHA B

KHUILIEYHOPACTBOPUMON  opme  He

3aperucTpUpOBaHO, OJTHAKO

NPUMEHEHHE C TMHUIIEH CHWXKAIO

KOHILIEHTPALlUU AWJIAHO3HHA.
Tenodosupa AUC arazanasupa: ITpu OJHOBPEMEHHOM
nusornpokcuia pymapart, | |22 % (135 % |6 %)* MpUMEHEHUH TeHO(dOoBHpa
300 mr oauH pa3 B cyTkH | Cmax aTa3aHaBHpa: JM30TIpOKcHiIa pymapara u
(arazamaBup, 300 wmr | [16 % ({30 % <0 %)* aTazaHaBUpA

OIMH pa3 B CYTKH H
purtonasup, 100 Mr oguH
pa3 B cytku) 300 mr
TeHOo(pOoBHUpa
JU30MPOKCUIA

Chmin aTa3anaBupa:
123 % (143 % 12 %)*

PEKOMEHIyeTCsl,  YTOOBI
aTa3zaHaBHD, 300 MT
MPUMEHSLITN c
PUTOHABUPOM,

100 mr wm TenodoBupa
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¢dbymapara *B  kKOMOMHHpPOBAHHOM | ananttset somp ok | - U
SKBUBAJIEHTHO 245 M | HECKOJIBKUX KIIMHUYECKHUX | ymMaparom,

TeHO(OBHpa HCCIIEI0OBaHUI aTa3aHaBUD + | 300 mr (Bce OJTHOKPATHO ¢
JTU30ITPOKCHUIIA. pUTOHABUD, 300 + 100 mr, | numei).

Hccnenosanus, IIPUMEHSIEMbIE c TeHo(oBUpa

MPOBEJICHHBIE C Tu30Ipokcuia pymaparom B go3e 300

y4acTUEM BHUY- | mr (n =39), CpPaBHUBAJIU c

MH(UIIPOBAHHBIX KOMOHMHaIueu aTa3zaHaBUD +

MAIMUEHTOB. putonasup, 300 + 100 mr (n = 33).

OddekTuBHOCT,  ara3aHaBupa  +
pUTOHaBMpa B  KOMOMHAIUU  C

TeHO(OBUpa JM30IPOKCHIIA
(¢bymaparoMm y HalMeHTOB, paHee yikKe
MOJTy4aBIINX Teparuio, ObL1a
II0Ka3aHa B KIIMHUYCCKOM

uccneaoBanuu 045 u y MalMeHTOB,
paHee He IMOJYy4YaBIIMX JICYCHUsS, B
uccnenoBanuu 138 (cm. pasaensi 4.8 u

5.1).

MexaHu3M B3aUMOJICUCTBUS MEKIY

aTazaHaBUPOM u TeHo(oBHpa

JTU30TPOKCHITA (dhymapaTom

HEH3BECTEH.
TenodoBupa AUC TtenodoBupa auzonpokcuna | [TanueHTs JTOJIKHBI
TU30TpOKCcHIa pymapar, | pymapara: HAXOIUTHCS o1
300 mr onuH pa3 B cytku | 137 % (130 % 145 %) MIPUCTATbHBIM
(arazamaBup, 300 wr | Cmax TeHOGOBUpA  TU30NPOKCHIIA | HAOTIOACHHEM Ha CIydal
OIMH pa3 B CyTKU U | pymapara: pa3BUTUS HEXETaTeIbHBIX
putonasup, 100 mr ogun | 134 % (120 % 151 %) peaKiuii, BKJTFOYAsI
pa3 B cytku) 300 mr | Cmin  TeHOdoOBHpa  AMU3OMPOKCHIIA | HAPYHIEHUS CO CTOPOHBI
TeHo(oBUpa ¢dbymapara: MOYeK, TPU MPUMEHECHHUH
JU30ITPOKCHUIa 129 % (121 % 136 %) TeHOo(OoBHpa
¢dbymapara JU30MIpoKcuia pymapara.
SKBUBAJIEHTHO 245 Mmr
TeHo(oBUpa
JIM30TIPOKCHUIIA.

Henyxneozuounvie uneubumopwl oopamnou mpanckpunmasvl (HHUOT)

Oc¢aBupens, 600 wMr | AtazaHaBup (mocne nostyiHs): | OJHOBpEMEHHOE

OIMH pa3 B CYTKH | IPUMEHSIICS C MUIIEeH IpUMEHEHHE 3(aBUpEH3a
(arazanaBup, 400 wmr | AUC arazanaBupa: u aTazaHaBUpa HE
omuH pa3 B cytku ¢ | <0 % (]9 % 110 %)* PEKOMEHTIOBaHO (cm.
putoHaBupoM, 100 wr | Cmax aTazaHaBHpa: pasnen «Oco0sb1e
OJIMH Pa3 B CYTKH) 117 % (18 % 127 %)* YKa3aHUS»).

Chin aTa3aHaBHpa:
142 % (151 % |31 %)*

Oc¢aBupens, 600 wmr | AtazaHaBup (mocie MOJIyAHS): | -
OIMH pa3 B CYTKH | IPUMEHSIICS C MUIIEeH
(arazanaBup, 400 wmr | AUC arazanaBupa:

omuH pa3 B cyTku ¢ | <6 % ({10 % 126 %)*/**
putoHaBupoM, 200 wr | Cmax aTazaHaBHpa:

OJIMH Pa3 B CYTKH) 9% (15 % 126 %)*/**
Cnmin aTa3aHaBupa:
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12 % (116 % 149 sy TTOTEA

CEATEMBROC TS 000

*MpU CpaBHEHUU C aTa3aHaBUPOM,
300 mr + putonaBupom, 100 Mr onuH
pa3 B CYyTKH BedepoM 0e3 a(haBupeH3a.
CHuxenue Cmin aTa3aHaBUpa MOXKET
OTPHULIATENIEHO CKa3arbcs Ha
3 PEKTUBHOCTH aTa3zaHaBUpA.
Mexanuszm B3aUMOJCUCTBU
sdaBupeH3a + aTazaHaBHpa COCTOUT B
naaykunn uzopepmenta CYP3A4.
** Ha OCHOBaHMHM CpaBHEHUS
MOJIYYEHHBIMH paHee JaHHBIMU.

C

Hesupanus, 200 mMr nsa
pasa B CYTKHU
(atazanaBmup, 400 mr
OJMH pa3 B CYTKH C
putoHaBupom, 100 mr
OJIUH pa3 B CYTKH).
Uccnenosanmue,
IIPOBE/IEHHOE
y4acTuem
MHOUIMPOBAHHBIX
MAIMEHTOB.

c
B1Y-

AUC neBuparnuHa:

126 % (117 % 136 %)

Cmax HEBUpAITHHA!

121 % (111 % 132 %)

Chmin HEBUpaIHa:

135 % (125 % 147 %)

AUC arazanaBupa:

119 % (135 % 12 %)*

Cmax aTazaHaBUpA:

2% (115 % 124 %)*

Chmin aTa3anaBupa:

159 % (173 % |40 %)*

*[lo cpaBHEHHIO C aTa3aHABUPOM,
300 mr u putoHnaBupom, 100 mr 6e3
HEBUpaIuHa. CHuxeHnue Chin
aTazaHaBUpPa MOXKET OTPUIIATEIHHO
CKa3aThCs Ha 3¢ deKTUBHOCTU
aTazaHaBUpa. MeXaHU3M pPa3BUTHUS
B3aMMOJICHCTBUS  HEBUpanuHa  +
aTazaHaBUpa COCTOUT B WHAYKIHUU
nzopepmenta CYP3A4.

OnHOBpEMEHHOE
NpPUMEHCHHE HEBUPAITMHA
u aTa3aHaBHpa HE
PEKOMEHI0BAHO (cm.
paznen «Oco0bIe
YKa3aHUm).

Huzubumopul unmezpa3zvl

Panrerpasup, 400 wmr
IBa  pasza CYTKH
(aTazanaBup +
PUTOHABHD)

B

AUC panrerpasupa: 141 %
Cmax panterpasupa: 124 %
Ci2q4 panrerpasupa: 177 %
MexaHu3m 3aKJII0YAETCs
nonasneHuud UGTI1AL.

s
U3MEHEHUS
TpeOyeTcs.

panrerpaBupa
03Bl HE

AHTUBUOTHUKHU

Knaputpomunus,
500 mr 1Ba pa3a B CyTKH
(atazanaBwup, 400 mr
OJIUH pPa3 B CYTKH)

AUC knapuTpoMUIIMHA:

194 % (175 % 1116 %)

Cmax KJIapUTPOMUITHA!

150 % (132 % 171 %)

Cmin KJTApUTPOMUITIHA:

1160 % (1135 % 1188 %)
14-OH xknaputpoMuiuxa

AUC 14-OH xnaputpoMuiuHa:
170 % (174 % |66 %)

Cmax 14-OH xiaputpoMHUIIMHA:
172 % (176 % |67 %)

Chin 14-OH knapuTpoMHIIMHA!

HeBo3moxxHO
pEKOMEHIaluu
KacaTeJbHO CHIDKEHUS
JI03bI; TIO3TOMY CIEAYEeT
co0JII01aTh OCTOPOXKHOCTH
npu OJIHOBPEMEHHOM
MPUMEHEHUN aTa3aHaBUpa
C KJIQpUTPOMHUIITHOM.

J1aTh
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162 % (166 % |58 %)

CEATEMBROC TS 000

AUC arazanaBupa:

128 % (116 % 143 %)

Cmax aTazaHaBupa:

6% (17 % 120 %)

Chmin aTa3aHaBHpA:

191 % (166 % 1121 %)

CHWXKEHHEe JI03bl KJIAPUTPOMUIIMHA
MOXKET MIPUBOIUTH K
CyOTeparneBTH4eCKUM
KOHIICHTpALUSIM 14-OH
KJIQPUTPOMHMIIMHA. MexaHu3m
B3aMMOJICHCTBUS KIAPUTPOMHUIIMHA +
aTa3aHaBUpa COCTOUT B IOJIABJICHUU
nzodpepmenta CYP3A4.

INPOTUBOI'PUBKOBBIE ITPEITAPATDBI

Kerokonazon, 200 wmr | 3HauuMOro BIWASTHUS Ha | KeTokoHa3on u

OIMH pa3 B CYTKH | KOHLIGHTpAllUM  aTa3aHaBUpa  HE | HTPAKOHA30J clenyer

(arazanaBup, 400 Mr | 3aperucTpupoBaHoO. MIPUMEHSTD C

OJIMH Pa3 B CYTKH) OCTOPOXXHOCTBIO ~ BMECTE

Nrpakonason Hrpakonasou, 0J100HO | € aTa3aHaBUPOM +
KETOKOHA30JIy, SIBIIICTCS MOIIHBIM | PUTOHABUPOM,  BBICOKHE
WHTHOMTOPOM, a TaKkkKe cyOCTpaToM | O3Bl  KETOKOHA3o0jJa M

nzopepmenta CYP3A4.

Ha ocHOBaHWYW JaHHBIX, MMOJYYCHHBIX
10 JPYTUM YCUJICHHBIM MHTHOUTOPAM
MpOTEeasbl " KETOKOHA30I1y,
KOorjaa AUC KETOKOHA30J1a
JIEMOHCTPHPOBAIO 3-KpaTHOE
yBEJIUYECHHE, OKUJaeTcs, 4TO
KOMOUWHAIIHSI aTa3aHaBUP + PUTOHABUP
MOXXET  TIOBBICUTH  KOHIIEHTPAIUU
KETOKOHA30JIa WJIM UTPAKOHA30J1a.

utpakoHasoja (> 200 mr B
JIeHb) HE PEKOMEHIYIOTCS.

Bopukonaszon, 200 wmr | AUC BopukoHazona: OpnHOoBpeMEHHOE

nBa pasza B cytkd | |33 % (142 % |22 %) MIPUMCHCHUE

(arazanaBup, 300 mMr + | Cmax BOpHKOHA30JIA: BOPUKOHA30Ja U

putoHaBup, 100 mrogun | |10 % (122 % |4 %) aTa3zaHaBUpA c

pa3 B CYTKH). Cmin BOpHKOHa3071a: PUTOHABHPOM HE

[TarueHTHI KaK 139 % (149 % |28 %) PEKOMEHTyeTCS, 3a

MuHUMYyM ¢ omHuM | AUC aTta3aHaBupa: UCKJIIOYEHHEM  CIIy4aes,

(YHKITMOHATTEHBIM 112% (18 % |5 %) Kor/1a OIICHKA

aieneM  u3zodepMmenTa | Cmax aTa3aHaBHpa: COOTHOIIIEHUS

CYP2C19. 113 % (120 % |4 %) «rmoyb3a  — PHUCK»  JUIA
Chmin aTa3aHaBupa: nalKMeHTa  ONpaBibIBACT
120% ({28 % |10 %) MIPUMEHEHHE

AUC puronaBupa: BOpUKOHA30Ja (CM. pa3en
12% (117 % |7 %) «Oco0ble yKa3aHus»).
Crmax pUTOHaBHpA: Ecmu Tpedyercs
19 % (117 % < 0 %) MIPUMCHCHUE

Cmin puTOHaBHpa: BOPUKOHA30J1a, o
125 % (135 % |14 %) BO3MOKHOCTH

Y  OoIbIIMHCTBA NanuMcHTOB KakK

HEO0XO/IMMO  ONPEIeTUTh
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MHHUMYM C OJHHM thYHKITMOHANEHED [ TeHOTHIE |~ H30thepMenTa
amtenem  m3odepmernta CYP2C19 | CYP2C19 nanuenra.
OXXKHMJIaeTCAd CHUXeHue »skcno3unuu | Takum  obpa3om, eciu
Kak BOPUKOHA3071a, TaK U | HEBO3MOXKHO  H30exarb
aTazaHaBUpA. MPUMEHEHHSI KOMOUHAIINH,
Bopuxkonazoin, 50 mr nBa | AUC BoprKoHa3oJia: IIPUMEHUMBI  CIEAYIOLIME
paza B cytku | 1561 % (1451 % 1699 %) PEKOMEHIalluu B
(arazanaBup, 300 mr + | Cmax BOpUKOHA307Ia! 3aBHCHUMOCTH OT CcTaryca
putonaBup, 100 mr ogun | 1438 % (1355 % 1539 %) uzopepmenra CYP2C19:
pa3 B CYyTKH). Cmin BOpHKOHAa30J1a: * Yy TAalMeHTOB  Kak
[MarenTs 6e3 | 1765 % (1571 % 11,020 %) MUHHUMYM c OJTHIM
(YHKIIMOHATILHOTO AUC ara3zanaBupa: ajuIelieM;
ammens  uzopepmenta | |20 % (135 % |3 %) . (YHKITMOHATTEHBIM
CYP2C10. Cmax aTazaHaBupa: ajIensam nzodepmerTa
119 % (134 % < 0,2 %) CYP2C19 TpeOyercs
Cmin aTa3anaBupa: THIATENbHBIH
131 % (146 % |13 %) KJIIMHUYECKUII MOHUTOPUHT
AUC puroHaBupa: norepu  3PPEKTUBHOCTH
111 % (120 % |1 %) BOPHKOHA30J1a
Cmax pUuTOHaBHUpA: (KTMHUYECKHE TPU3HAKK)
V11 % (124 % 14 %) u aTazaHaBUpPa
Cmin putonasupa: |19 % (135 % 11 %) | (Bupycosorudeckui
OTBET);
VY wHeboJbIIOro yucia IIAIIUCHTOB C | ¢ y IIAIIMEHTOB oe3
(I)yHKLII/IOHaJ'ILHBIM aJlJICJIEM (byHKI_II/IOHaJ'ILHOFO aieinsa
usodepmenta CYP2C19 oxwmpmaercst | usopepmenta CYP2CI9
3HAYUTCIIBHOC ITIOBBIIIICHUC PEKOMCHAOBAH
9KCIIO3ULIMU BOPUKOHA30IIA. TIIATEIBHBIH
KIIMHUYECKU I 51
7a00paTOPHBIA  KOHTPOJIb
TUTST BBISIBJIICHUS
HEXKEIIAaTEIIbHBIX SBICHUU,
BBI3BaHHBIX
BOPHUKOHA30JI0M.
Ecmu NpOBEAEHUE
TCHOTUITUPOBAHUS HE
MpeJICTaBIsIeTCs
BO3MOXXHBIM, clenxyer
o0ecreuynThb TTOJTHBIH
KOHTPOJIb 0€301acCHOCTH U
3¢ (HEeKTUBHOCTH.
®nykonazoi, 200 mr nBa | KoHnenTpanun aTazaHaBHpa u | Koppekiuu JTO3bI
pasza B CyTKH | (IyKOHa301a HE3HAYUTENbHO | IIyKOHA30J1a u
(aTazanaBwup, W3MCHSUTUCh TIPH  OJHOBPEMCHHOM | aTa3aHaBHpa HE
300 Mr + puroHaBUD, | IPUMEHEHUH aTazaHaBHpa + | Tpebyercs.
100 mMr omuH pa3 B | puToHaBHpa ¢ GIYKOHAZOJIOM.
CYTKH)
INPOTUBOMUKOBAKTEPHUAJIBHBIE ITPEINNAPATDBI
Pudadytun, 150 mr asa | AUC pudalyTuna: [Ipn npuMmeHeHUH BMeECTE
paza B Henenmo | 148 % (119 % 184 %)** c aTa3aHaBUPOM
(arazanaBup, 300 Mr u | Cmax pudabyTuna: pEeKOMEHJIOBaHHasl  J103a
putoHaBup, 100 mr 1149 % (1103 % 1206 %)** pudabyTuHa  COCTaBIsieT
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OJIUH Pa3 B CYTKH)

RACERED

Cmin pucadyTuHa:

RS T e

140 % (15 % 187 %)**

AUC  25-O-pezanermn-pudadyTiHa
1990 % (1714 % 11361 %)**

Cmax  25-O-ne3anerun-pugadbyruHa:
1677 % (1513 % 1883 %)**

Cmin  25-O-ne3anerun-pugadyruHa:
11045 % (1715 % 11510 %)**

** mpu cpaBHEHUU C pUpaOYyTHHOM

150 Mr omauH pa3 B CYTKH B
MOHOTEpPAITHH.

OO6mmas AUC pudabyruna
u 25-0O-ne3aneruin-pudadyTuHa

1119 % (178 % 1169 %).

B mpeamecTByONMX HCCIEIOBAHUSIX
pudadbyTun HE HU3MEHST
(hapMaKOKMHETHKY aTa3aHaBUpA.

B YCTaHOBJICHHBIE JTHHU
(Hanpumep, NOHEIEIbHUK-
Ccpena-msaTHUIA).
TpeOyercss  yCHIICHHBIH
KOHTPOJIb HEXEJaTeIbHbIX
peakuuii, CBSI3aHHBIX C
pudabyTuHOM,  BKJIIOUAs
HEUTPOIICHUIO U YBEUT, U3-
3a 0KHJ]aeMOT0
MOBBIIICHUS  DKCIO3UITIH
pudadyTuHa.
JlaibHelIee  CHUXKEHUE
no3bl  pudabyTuHa 10
150 mr nBa pa3a B CyTKHU B
YCTaHOBJICHHbBIE TTHU
PEKOMEHI0BAHO
MalyeHTaM, KOTOphIe He
MEPEHOCST 03y
150 Mr Tpu pa3a B HEJENIO.
CrnenyeT MOMHHUTH O TOM,
9TO TNPUMCHCHHE JIO3BI
150 mr aBa pa3a B HECIIO
MOXXET He obOecrneunBaTh
ONTUMAIILHOM AKCIO3UIIII
pudadyTuHa, TEM CaMbIM

CHocoOCTBYS PHUCKY
pa3BUTHS PE3UCTEHTHOCTHU
K pubaMIUIUHY u
TEepaneBTUYECKOMN
HEd(PPEKTUBHOCTH.
Koppeknunn J103bI
aTazaHaBUpa HE
TpeOyeTcs.
Pudamnuunx Pudamnuuun — Momuelii uHaykTOop | KomOuuamms
nzopepmenta CYP3A4, cumxaromumii | pudaMnuumHa 51
AUC arazanaBupa Ha 72 %, 4TO | ara3zaHaBHpa
MOXKET BBI3BaTh BHMPYCOJOTHYECKYIO | IPOTUBOIIOKA3aHa (cm.
He’(PPEKTUBHOCTD M PE3UCTEHTHOCTD. | pa3jien
[Ipn MIOMBITKAX npeooneTh | «[[poTHBOMOKA3aHUSI»).
CHIDKEHHE DJKCHO3MIMH 33  CYeT
MOBBILIEHUS O3Bl aTa3aHaBUpa WU
JIpYyTUX WHTUOUTOPOB MPOTEa3bl ¢
PUTOHABUPOM HaOJII0/1a1ach BhICOKas
4acTOTa peakluii CO CTOPOHBI IIEYEHH.
HEWPOJIENTUKH
KBernanuu B cBsi3u ¢ monaBnenuem nzodepmerTa | OqHOBpEMEHHOE
CYP3A4 atazaHaBUpPOM OXHJAETCS | IPUMEHEHHE KBETHAIIMHA C
MOBBILICHHUE KOHIEHTpaluil | aTa3aHaBUPOM
KBETHAIHHA. IIPOTUBONOKA3aHO,
MIOCKOJIbKY ~ aTa3aHaBUD
MOKET YCUJINBATh
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TEBETCTEYET

T TE SRS HOCTe . (CBstsarmy 0
c KBETHAITMHOM.
YBenuuenue
KOHIIEHTpaLMii
KBETHAllMHA B  IUIa3Me
KPOBH MOXET
MPUBOJIUTH K KOMeE
(cm. pasuen
«[IpoTuBONOKa3aHUNY).
Jlypazunion Oxunaercs, 4TO atazaHaBup | OJIHOBpeMEHHOE
YBEJIMYUT YPOBHU JIypa3HJiOHa B | IPUMEHEHME JIypa3HI0Ha C
mia3Me  KpOBM B CBA3M  C | aTa3aHaBHPOM
MHTUOMPOBaHUEM n3oepMeHTa | MPOTHUBOIIOKA3aHO,
CYP3A4. MTOCKOJIBKY MOXKET
YCUJIUTh TOKCUYHOCTb,
CBS3aHHYIO c

Typa3suaoHOM (CM. pazien

«[IpoTHBOMOKA3aHUN).

INPEINAPATBI, CHUXKAIOIIHWE KUCJIOTHOCTb

Anmazonucmol Ha-peyenmopos

be3 npumeHenus TeHO(OBHPA

VY nanuentoB ¢ BUY-un

dekuuei, Moayyaroumx aTazaHaBup +

puTOoHaBUp B pekoMeHtoBaHHOM f03e 300 + 100 mr 1 pa3 B cyTku

Y HalMeHTOB,
OPUHUMAIOIINX

HC

damoruann, 20 mr aBa
pasa B CyTKH

AUC ara3anaBupa:
118 9% (125 % 11 %)
Cmax aTazaHaBupa:

120 % (132 % |7 %)
Cmin aTa3aHaBHpa:
1% (116 % 118 %)

TeHOoBUpa
IM3ompokcwia  dymapar,
pu OJTHOBPEMEHHOM
NPUMEHCHUH aTa3aHaBHpPa
B go3e 300 wmr +
puToHaBupa B fo03e 100 mr

®damotuaus, 40 Mr aBa
pasa B CyTKH

AUC arazanaBupa:
123 % (132 % |14 %)
Cmax aTa3aHaBUpA:
123 % (133 % |12 %)
Cmin aTa3aHaBupa:
120 % (131 % |8 %)

u  aHTaroHucros  Ho-
pELENnTOpOB, HE CIEAyeT
IIPEBBILIATD 703y,
SKBUBaJIEHTHYI0 20 Mr
damoTuMHA ABa pasa B

VY 310pOBBIX JT0OPOBOJIBIIEB,

PUTOHABUP B IMOBLIICHHO

NPUHUMAIOINUX aTa3aHaBUp
it 1o3e 400 + 100 mr 1 pa3 B cyTku

damoruann, 40 mr asa
pasa B CyTKH

AUC arazanaBupa:
-3 % ({14 % 122 %)
Cmax aTa3aHaBUpA:
2% (113 % 18 %)
Cmin aTa3aHaBHpa:
114 % (132 % 18 %)

cytku. Ecnau Ttpebyercs
Oonmee  BBICOKas  Jio3a
AHTarOHUCTa Hoy-
perentopa (Hampumep,
40 Mr gBa paza B CYTKH
dbamotuauHA 1501051
AKBUBAJICHTHOTO

npernapara), ClexyeT
paccMOTpeTh  BOIIPOC O
MTOBBIIIICHUH JT03bI

arasaHaBHpa + pUTOHaBHpa
¢ 300 + 100 mr nmo 400 +

100 mr.

C Tenodosupa auzonpoxcuia pymaparom 300 Mr oauH pa3 B CyTKH (3KBHBAJIEHT 245 mr
TeHO(OBHPA THU30IIPOKCHJIA)

VY nanuentoB ¢ BUY-undexuueit, noiaydyaBmmx arazaHaBup + | Y MAIUEHTOB,
puToHaBup B pexkomeHaoBaHHOU 1o3e 300 + 100 Mr oguH pa3 B | HpUHUMAKOIIX
CYTKHU TeHoGoBUpa
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®amotuaus, 20 Mr asa
pasa B CyTKH

AUC arazanaBupa:

ToCAED

121 % (134 % |4 %)*
Cmax aTa3aHaBupa:
121 % (136 % |4 %)*
Cmin aTa3anaBupa:
119 % (137 % 15 %)*

®amotuaun, 40 Mr asa
pasa B CyTKH

AUC arazanaBupa:
124 % (136 % |11 %)*
Cmax aTa3aHaBupa:

123 % (136 % |8 %)*
Cmin aTa3anaBupa:

125 % (147 % 17 %)*

- 3mpOKca | “dyiapar,
eciau aTa3aHaBUp +
PUTOHABUD IPUMEHSETCA
OJIHOBPEMEHHO c
TeHo(oBUpa
Iu30npokcuia pymaparom
u  aHraroHucrom  Ho-
peuenropa,
pEKOMEHyETCSA
MOBBIILICHHE JI03BbI

atazanasupa 110 400 mr c
100 mMr putonaBupa. He

VY namuentoB ¢ BUY-undexuueii, noiay4yaBmmx arazaHaBup +

PUTOHABUP B ITOBBIIICHHO

1 no3e 400 + 100 Mr oauH pa3 B CyTKH

cJeayeT MPEBbINIATh /103y,
SKBUBaJIeHTHYIO 40 wmr

®amotuann, 20 Mr asa
pasa B CyTKH

AUC arazanaBupa

118 % (16,5 % 130 %)*

Cmax arazanaBupa: 118 % (16,7 % 131 %)*
Chmin atazanasupa: 124 % (110 % 139 %)*

damoTuaMHa aBa pasa B
CYTKH.

damoruand, 40 mr asa
pasa B CyTKH

AUC arazanaBupa: <> 2,3 % (|13 %
110 %)*
Cmax arazanaBupa: < 5 % (|17 %
18,4 %)*
Cmin arazanaBupa: < 1,3 % (]10 %
115 %)*

* Tlo cpaBHEHHIO C aTa3aHaBHUPOM B
no3ze 300 Mr oguH pa3 B CyTKH C
putoHaBupoM B 103¢ 100 Mr oguH pa3
B CyTKH U TeHO(OoBUpa IM30MPOKCUIIA

dymapatom B mo3ze 300 wmr, Bce
OTHOKpaTHO BO Bpemsi enpl. [lo

CPaBHEHMIO C aTa3aHaBUPOM B J103€
300 mr ¢ putoHaBupoMm B fo3e 100 mr

0e3  TeHO(OBHMpA  OU3OIPOKCHIA
dymapara 0KHJaeTCs
JIOIOJTHUTEILHOE CHIDKEHHE
KOHIIEHTpAaLIU aTazaHaBUpa
npumepHo Ha 20 %.

MexaHu3zm B3aMMOJIEHCTBUS
3aKJII0YaeTCs B YMEHBIIIEHUN
pPacTBOPUMOCTH aTazaHaBUpa,

nockoinbKy pH xemynmodHoro coka
npu npuMmeHeHun Hz-GnokaTopos
MTOBBIIIACTCS.

Hnzubumopwl npomonuoi

nomnuvl

Owmenpazon, 40 Mr onuH
pas B CYyTKHU
(arazanaBup, 400 wr
OIIMH pPa3 B CYTKH C
putoHaBupom, 100 mr
OJIUH pa3 B CYTKH)

ATazaHaBup (710 TMOTYIHS): Yepe3 J1Ba
gaca rmociie mprueMa oMernpasosa

AUC ara3anaBupa:

161 % (165 % |55 %)

Cmax aTa3aHaBUpA:

166 % (162 % |49 %)

Cmin aTa3aHaBHpa:

165 % (171 % |59 %)

OnHOBpEMEHHOE
IIPUMEHEHHE aTa3aHaBUpa
c PUTOHABUPOM u
MHTUOUTOpaMU
IIPOTOHHOM  TOMIIBI  HE
PEKOMEHIOBAHO. IIpn

HEBO3MOKHOCTH U30€XKaTh
MPUMEHEHUS KOMOWHAIINH

31




Ii- Iﬁlﬁ
el

TEBETCTEY

ET SKCNEPTHOMY OTYETY
ot 05.06.2026 N= 11245

Owmernpazodn, 20 Mr ouH
pas B CYTKH
(arazanaBup, 400 wr
OIMH pa3 B CYTKH C
putoHasupom, 100 mr
OJIMH Pa3 B CYTKH)

AtazanaBup (o nomyas)! - Gepes”

ORI G 5 0004

1 yac mocne nmpuema omemnpasosa
AUC arazanaBupa: |30 % (|43 %
114 %)*

Crmax atazanaBupa: |31 % ({42 % |17 %)*
Cmin atazanaBupa: |31 % (146 % |12 %)*
* Tlo cpaBHEHHWIO C aTa3aHAaBUPOM,
300 mMr oauH pa3 B CYTKH, H
putoHasupoMm, 100 mMr oguH pa3 B
CYTKH.

Camxenne AUC, Cmax u Cmin He
MIO/IaBIISTIOCH npu BPEMEHHOM
NPUMEHEHUH  TIOBBIIICHHON  J103BI
aTtazaHaBup + pwuroHaBup (400 +
100 mMr oguH pa3 B CyTku) ¢ 12-
YacOBBIM TEPEPHIBOM IIOCIIE TpHUeMa
omenpasosna. Hecmorps Ha T1O, 4TO
HCCIIEN0BAHUMN HE IIPOBOJINJIN,
OKUJIAIOTCS aQHAJIOTUYHBIC
pe3yabTaThl B OTHOIIGHUH JPYTUX
UHTHOUTOPOB  MPOTOHHOW  TOMIIBI.
Takoe CHUKECHUE SKCIO3ULINHU
aTazaHaBUpPa MOXKET OTPHUIATEIHHO
CKa3arbcs Ha 3¢ HEKTUBHOCTH
aTazaHaBUpA. Mexanusm
B3aUMOJICHCTBUS  3aKJIIO4aercd B
YMEHbIIIEHUU pPacTBOPUMOCTHU
aTa3zaHaBUpPA B CBSI3U C MOBBIIIEHUEM
pH  xemymouHoro  coka  IIpH
MIPUMCHCHHUH WHTHOUTOPOB
IPOTOHHON TOMIIBIL.

MIPUCTATBHOE
KIMHHYCCKOC
HaOMIomeHue, a
MOBBIIICHHUE JO3bI
atazanaBupa a0 400 mr B
coueranuu co 100 mr
PUTOHABUPA; 03y
MHIMOUTOPOB IPOTOHHOM
ITOMIIEI,

conoctaBumytro ¢ 20 wmr
oMenpa3oiia, IMPEeBHIIIaTh
HEe creayeT (CM. paszen
«Oco0bble yKa3aHus»).

TaKXE

Anmayuovl

ABTanmuanl
JIeKapCTBEHHbIE
npernaparsl,
cozepxaiiue 0ydepsl

CHuxenue KOHIICHTpaLun
aTazaHaBUpPA B IUIa3ME KPOBHU MOKET
ObITh cneAcTBHeM yBenuueHuss pH
KEJIyJOYHOIO COKa IpU NMPUMEHEHHUU
AHTAIMJIOB, COJAepKalux OydepHbIe
JIEKapCTBEHHbIE NPENapaThbl, BMECTE C
aTa3aHaBUPOM.

ATtazanaBup clenxyer
OpUMEHATHh 3a 2 4aca [0
wi depe3 1 yac mocie
npueMa aHTalUJIOB WM
OydepHbIX
JIeKapCTBEHHBIX
IIpenapaToB.

AHTATOHUCTBI AJIb®A-1-AIPEHOPELEIITOPOB

Andyso3uH YBennuenue KoHIeHTpauuil | CoBMECTHOE TNpPUMEHEHHE
an(y303MHa MOXKET TMPHUBOAUTH K | ay303HHA u
apTepHalbHOMN TUINOTEH3UH. | aTa3aHaBUpa
Mexanusm B3aMMOJEICTBUS | IPOTUBOMOKA3aHO (cMm.
3aKJII04aeTcs B MOJIaBJICHUH | pa3jien
nzopepmenta CYP3 A4 atazanaBupom | «I[IpoTHBOTIOKA3aHUN).
W/ PUTOHABHPOM.

AHTHKOAT'YJIAHTBI

Anmuxoa2yniaumsi npamo20 oeticmeusi 0Jis npuema 6Hympb

Anukcaban Bo3moxHbI noBbllIeHHbIE | OHOBpEMEHHOE

Puapoxcaban KOHLIEHTpALUn anukcabaHa U | IpUMEHEeHHe anukcabaHa
puBapokcabaHa, YTO MOXKET IPUBECTH | WM pUBAapOKcabaHa |
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KPOBOTEYECHHUS.

MexaHuszm B3aNMMOICHCTBUSI
3aKJIIOYAETCS B~ HMHTHOMPOBAHHH
nzopepmenta CYP3A4 wu P-gp
aTa3zaHaBUPOM + PUTOHABUPOM.

CHJIBHBIM
nzodepmenta

PuronaBup  sBusercs
UHTHOMTOPOM  Kak
CYP3A4, tak u P-gp.

ATazaHaBUp SIBJISETCS MHTUOUTOPOM
nzodpepMeHTa CYP3A4.
[ToTennmansHoe HHrHOMpOBanue P-gp
aTa3aHaBUPOM HEWU3BECTHO U HE
MOJKET OBITh MCKJIIOYEHO.

PUTOHABHPOM
PEKOMEHTyeTCH.

HE

JlaburaTtpaHa 3TeKCHIIAT

Bo3moxHBI IIOBBIIICHHBIE
KOHIICHTPAaLIUH Jaburatpana
JTEKCWJIaTa, 4YTO MOXKET IPUBECTH K
Oonee BBICOKOMY pPUCKY
KpOBOTEYEHHUS. MeXaHu3sM pa3BUTHS
B3aUMOJCICTBUSA COCTOUT B
uHTHOMpOoBanuu P-gp.
PutronaBup  sBisAercs
uHTHONTOpOM P-gp.
[TorennmansHoe HHrHOMpOBanue P-gp

MOIITHBIM

OnHOBpEeMEHHOE
NpUMEHEHHE Ja0uraTpaHa
ATEKCHUJIaTa M aTa3aHaBUpa
c PUTOHABHPOM HE
PEKOMEHTYETCH.

aTa3aHaBUPOM HEU3BECTHO M HE
MOJKET OBITh MCKJIIOYEHO.

DnokcabaH Bo3moxHEI MoBbIIIIeHHEIE | HeoOxomumo coOronaTh
KOHIIEHTpalluu  370KkcabaHa, dYTO | OCTOPOKHOCTH pu
MOXET MPUBECTH K 0OJiee BHICOKOMY | IPUMEHEHUH 3/I0KCca0aHa C
PUCKY  KpOBOT€YEeHHMsA. MexaHus3M | aTa3aHaBUPOM.
B3aUMOJIEVCTBHUS COCTOMUT B | CooTBeTCTBYIOIINE
uHrubupoBanuu P-gp atazanaBupom + | pekoMeHaauu o
PUTOHABUPOM. JIO3UPOBAHUIO 3T0OKCca0aHa
PutronaBup  sBisAercs MOIIHBIM | JJIs OZHOBPEMEHHOI'O
uHruouTopom P-gp. MIPUMEHEHUS c
[TotennuansHOE MHTHOMpoBaHue P-gp | unrubutropamu P-gp

aTa3aHaBUPOM HEU3BECTHO W HE | MPEJCTABICHBI B pa3jeiiax
MOKET OBITh UCKJIIOUEHO. «Crnocob6 mpHUMEHEHUs W
JIO3BD» u
«BzauMoneiicTBue C
JIPYTUMHA
JIEKApCTBEHHBIMU
CpPEACTBAMMY.
Aumaconucmol sumamuna K
Bapdapun OnHOBpEMEHHOE npuMmeHenue | Bo BpeMS Tepanuu
aTazaHaBUpaA aTa3aHaBUPOM
CIIOCOOHO TOBBINIATh WJIM CHUKATh | PEKOMEHIYETCS
KOHIIEHTpallUK BapdapuHa. TIIATEIbLHO
KOHTPOJMPOBATH
MEKIYHApOAHOE
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I e o pMaioBaraoe
OTHOIIICHHE (MHO),
0cOOEHHO B Hayaje
JICUCHHUSL.
MNPOTUBOMMWIENTUYECKHUE ITPEITAPATBI
Kapb6amazenun AtazaHaBup ~ MoxeT  moBbmath | KapGamazenun — ciegyer
ypOBEeHb KapOamasernuHa B IUIa3Me | IPUMEHSThH c
KpOBH u3-3a MOJIaBJICHUS | OCTOPOKHOCTHIO B
nzodpepmenta CYP3A4. KOMOWHAIMU c
N3-3a uHAYIMPYIOIIEro 1eHCTBUSA aTa3aHaBHUPOM. [Ipu
KapbamazenuHa CHIDKEHHE | HEOOXOAUMOCTH  CIIEAYeT
SKCIIO3UIIMU  aTa3aHaBHpa  HEJb3d | KOHTPOJIUPOBATH
UCKJTFOUUTb. KOHIICHTPALUU
KapOamasenuHa B
CBIBOPOTKE  KpPOBH  H
COOTBETCTBEHHO
KOPPEKTHPOBATH JI03Y.
HeoOxomum  TiiaTenbHbIM
KOHTPOITb
BHUPYCOJIOTHYECKOTO
OTBETA MALMECHTA.
DeHUTOuH, PuronaBup MokeT cHuUkath ypoBHU | DeHUTOUH u
(dhenobapOuTan (denuTonHa w/wm ¢eHobapOuTana B | peHobapOUTanm  ciuemyeT
1a3Me KpOBH BCJIEJICTBUE WHAYKIMU | IPUMEHSTh c
n3opepmernToB CYP2C9 u CYP2C19. | ocTOpOKHOCTBIO B
B cBi3um ¢ MHIYNHPYIOMMM | KOMOWHAIIUU
JNEHCTBHEM ¢denuronHa +|c arazaHaBHpPOM +
¢benobapbuTana CHU)KCHHE | PUTOHABHUPOM.
OKCIO3WIIMK  aTa3zaHaBWpa Henbss | [Ipu MPUMEHEHUN
UCKJTIOUUTb. aTazaHaBUpA +
pUTOHAaBHpa BMeECTE€ C
(beHuTOnHOM W
(benobapOUTaIOM MOXKET
noTpeOoBaThCs KOPPEKIIHS
0361 (pEHUTOMHA WU
¢denobapbuTana.
Heobxoaum  TmiatenbHbII
KOHTPOJIIb
BUPYCOJIOTHYECKOTO
OTBETA MAILMEHTA.
JlamoTpuKUH OnHOBpEMEHHOE npuMeHeHue | JlamoTpukuH — cinegyer
JAMOTPU/PKMHA M aTa3aHaBUpa + | IPUMEHATh c
pHUTOHaBHpa MOKET CHH3UTPH | OCTOPOKHOCTBIO B
KOHIIGHTPALlMU  JIAMOTPUPKMHA B | KOMOMHAIIMH c
I1a3Me  KpPOBH  W3-3a HMHIYKIMH | aTa3aHABHPOM +
UGT1AA4. PUTOHABUPOM.
IIpu HE00X0JUMOCTH
ClleflyeT KOHTPOJUPOBAThH
KOHIICHTPAIU!
JaMOTPHUKHUHA u
COOTBETCTBEHHO

KOPPEKTHPOBATh J103Y.
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IIpomusoonyxonesvie npenapamol

Hpunorekan ArazanaBup nojasiuser YI'T u moxer | [Ipu [IPUMEHEHUU
IIPETSITCTBOBATH MeTa0oIu3My | aTa3aHaBHpa BMECTE C
MPUHOTEKAaHA, TEM CaMbIM YCUJIUBAs | UPUHOTEKAaHOM
TOKCUYHOCTh UPUHOTEKaHA. HEO0XOUMO IPUCTAIBHO
KOHTpPOJINPOBATh
COCTOSIHUE ITAllMEHTOB Ha
IIPEAMET HEKEIATEIbHBIX
peakuuid, 00yCIOBIEHHBIX
UPUHOTEKAHOM.
Hmmynooenpeccanmul
[Muxnocniopun Konuenrpanuu naHHbIX | PexomennoBan Oonee
Takponumyc MMMYHOJEIIPECCAHTOB MOTYT | YacCTbIN KOHTPOJIb
Cuponumyc MOBBIIIATECS IIPU  OJHOBPEMEHHOM | TEPANEBTUYECKON
IIPUMEHEHUH C aTa3aHAaBUPOM BBUJY | KOHLIEHTPALIMM  JIaHHBIX
noxapneHus n3opepmenta CYP3A4. | nekapCTBEHHBIX
IIpenapaToB 10

cTabMUIM3aluu UX YPOBHS
B IJIa3Me KPOBH.

IPEIAPATHI 1151 JJEYEHHUS CEPAEYHO-COCYAUCTHIX 3ABOJIEBAHUI

Aumuapummuueckue cpedcmaa

AMuoaapoH,
CUCTEMHBIN
JIMAOKAaUH, XUHUIUH

Konnenrpauuu JAHHBIX
AHTHAPUTMUYECKUX IIpernapaToB
MOTYT HOBBIIIATHCS npu
OTHOBPEMEHHOM  TIPUMEHEHUH  C
aTa3aHaBHUPOM. MexaHu3m
B3aUMOJICICTBUS amMHOJapoHa WU
CHUCTEMHOT'O JUI0KanHa +
aTazaHaBUpa 00ycII0BJIEH
nojasienuemM usodepmenrta CYP3A.
XUHUIUH oOJazaer Y3KUM
TepaneBTHUECKUM OKHOM u
MIPOTUBOIOKAa3aH M3-3a IOJaBJICHUS
m3odepmenta CYP3A arazanaBupom.

Cnenyer coOJII01aTh
OCTOPOKHOCTh u
KOHTPOJIUPOBATh
TCPAIICBTUYCCKUC
KOHLIEHTPALIUK IIpenapara.
OnHOBpEMEHHOE
NpUMEHEHHE  XHHUJIWHA
IIPOTUBOMNOKA3aHO (cMm.
paszzaen
«[IpoTuBoOMOKA3aHUY).

Bﬂommopbz Kajavbyueeovlx KAHAl06

benpuaun

ATa3zaHaBUp HE ClelyeT PUMEHSTh B
KOMOWHAIIMK C  JIEKQPCTBEHHBIMU
npenaparamu, SIBIISTFOIIMMUCS
cyOctparamu uzopepmenta CYP3A4
il HMEIOIIMUI Y3KUH
TEpareBTUYECKUN WHJIEKC.

OnHOBpeMEHHOE
NpUMCHEHHE c
oenpuauiiom
MPOTHUBOIMOKA3aHO
paznen
«[IpoTuBOMOKA3aHUNY).

(cm.

Huntuazem, 180
OJIMH Pa3 B CYTKU
(arazanaBup, 400 wmr
OJIMH Pa3 B CYTKH)

Mmr

AUC nuntnaszema:

1125 % (1109 % 1141 %)
Crmax IunTrazema:

198 % (178 % 1119 %)

Cmin TITHA3EMA:

1142 % (1114 % 1173 %)
AUC nesauernii-guiarnazemMa:
1165 % (1145 %1187 %)
Cmax I€3alleTHI-JUITHA3EMA:
1172 % (1144 % 1203 %)

PexomenmoBaHo
MepBOHAYAIILHOE
CHIDKEHHE JTO3BI
muntrazemMa Ha S50% c
MOCIEAYIOLIEH TUTpALUEN
B 3aBUCUMOCTH oT
HEOOXOIUMOCTH 51
nokazareneit OKI'.
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1121 % (1102 % 1142 %)

3HaYUMOro BIIMAAHUA Ha
KOHIICHTpPAllMU  aTa3aHaBUpa  HE
3aperuCTPUPOBAHO.

OTmeyarnoch yBEIUYCHUE

MakcuMaibHOro wuHrepBana PR 1o
CPaBHEHHIO C MOHOTEpPANUEH
aTa3aHaBUPOM.

OnHOBpeMEHHOE NPUMEHEHHE

arazaHaBypa + PpUTOHABHpA HE
HU3YYEHO.
Mexanuszm B3aHUMOJICUCTBUS

IUITHA3eMa + aTa3aHaBUpPA COCTOMT B
nonasiennu m3opepmenta CYP3A4.

Bepanamun

ChIBOpPOTOYHBIE KOHIICHTPALUH
BEpalraMujia MOT'YT IMOBBIIIATHCA ITIOI
BIIMSHUEM aTa3aHaBUpa B CBS3U C
nonasienueM nzopepmenra CYP3A4.

Crnenyet co0Ir01aTh
OCTOPOKHOCTh npu
MIPUMEHEHUH BeparaMuia
OJTHOBPEMEHHO c
aTa3aHaBHPOM.

KOPTUKOCTEPOMAbI

dnyTuKazoHa
IIPOIUOHAT
UHTpaHa3aJlbHO, 50 MKr
YeThIPE pa3a B CYTKU B
TEYCHUE 7 OHEN
(puTOHABHp, KaICYJIBI,
100 Mr 1Ba paza B CyTKH)

VYpoBHU (payTHKa30HA MPONUOHATA B
mazme KpOBU 3HAYUTENIBHO
MOBBIIIATUCH, TOTAA KaK BHYTPEHHHE
YPOBHM  KOpPTH30Jla  CHUXKAJINUCH
npumepHo Ha 86% (90% U
82 % — 89 %).

[Ipy WHranIUMOHHOM HPUMEHEHUU
(yTHKa30Ha MPONHUOHATA OXKHUAAETCS
Oomnee BbIpaXKeHHbIM 3¢dekr. VY
MAlMEHTOB, MOJYYaBUIMX PUTOHABHUP
u ¢yTHKa30Ha IPONHOHAT
UHTAISALMOHHO WM HWHTPaHa3allbHO,
ObuH OTMEYEHBI CHUCTEMHBIE
KOPTHKOCTEPOUIHBIE 3(PPEKTHI, B TOM
gyuciae  cuHapoMm  Kymmura u
MIOJaBJICHUE byHKIUN
HAQ/MOYEYHUKOB;  TaKhe  SBJICHUS
TaK)Ke€ BO3MOXXHBI TP MPHUMEHEHHH
IpyTuX KOPTHKOCTEPOUIOB,
METa0OJIM3UPYEMBIX € y4acCTHEM
nzodpepmenta P450 3A, nanpumep,
Oynmeconuga. BrnmsiHMEe  BBICOKOU
CHCTEMHOM HKCHO3ULINHU (IIyTHKa30HA
Ha YpPOBEHb DPUTOHABUpa B ILIa3Me
KpPOBH B HaCTOsALIEE BpeEMs
HEU3BECTHO. Mexanusm
B3alMOJEHCTBUA COCTOMUT B
nogasieHnu nzopepmenta CYP3A4.

OnHOBpEeMEHHOE
NpUMEHEHHE aTa3aHaBHUpa
+ pUTOHAaBHpa M JAHHBIX
TIIIOKOKOPTUKOUJIOB ~ HE
PEKOMEHI0BAHO, 3a
UCKJIFOUEHHEM  CIIy4aes,
Korja NOTEHIMaIbHAs
MOJTb3a Teparuu
HepeBelnBaeT pHCK
pa3BUTHS CHCTEMHBIX
KOPTUKOCTEPOUIHBIX
abdexToB (cM. pazmen
«Oco0bIe yKa3aHHsD»).
Crnenyer PaccMOTpETh
CHIDKEHHE J103b1
TITIOKOKOPTUKOH A Ha
¢one TILATEIBHOTO
KOHTPOJISI ~ MECTHBIX H
cucTeMHbIX 3¢ dekToB, a
TaKKe Mepexo]l Ha JApyron
TITIOKOKOPTHUKOU]T, HE
SIBJISIIONITUNCSA  CyOCTpaToM
uzopepmentra  CYP3A4
(Hanpumep,
OEKJIOMETa30H).

Kpome Ttoro, B ciy4ae
IpeKpalieHus npuema
TIIFOKOKOPTHUKOHIOB
MOXET notrpedoBaTbcs
MIOCTETICHHOE  CHIDKEHHE
JI03Bl B TEUeHHUE
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IPEKTUWIBHASA JTUCPYHKIUA

HUneubumopwvr @J/[3-5

Cunnenadw, Cunnenadw, Tamanapuil u | [laupeHToB HEOOXOIUMO
taganadui, BapaeHadw | BapaeHapmI  MeTabONMM3UPYIOTCS  C | IPEAYNPEeAnTh O TaKUX
yuactueM u3odepmenTa CYP3A4. | BOBMOXKHBIX  TMOOOYHBIX
OnHOBpeMEHHOE  NpUMEHeHHe ¢ | addexTax pu
aTa3aHaBUPOM  MOXET  IOBBIIIATH | IPUMEHEHUU
KOoHIleHTpanuu uaruouropa ®J12-5 u | uarudburopo DJ/[D-5 B
YCUJIMBATh HEXKeJATEeJIbHbIC SIBJICHUS, | OTHOLICHUH 3PEKTUIBHOMN
oOycnoBnennbie DJD-5, BIOYas | AMCHYHKINH
apTepHalIbHYIO TUIOTEH3UI0, | OJHOBPEMEHHO c
HapyIIeHUs] 3peHHsl W TpHANM3M. | aTa3aHABHPOM (CM. pasnen
MexaHu3M JaHHOTO B3auMojeucTBus | «OCOObIe yKa3aHUs»).
COCTOUT B MojaBieHuN n3odepmenra | JlomonHuTenpHas
CYP3A4. nHpopManus
OTHOCHTEIIBHO
OJIHOBPEMEHHOTO
MPUMCHCHHS aTa3aHaBUpa
U cuiieHaduia TaKxke
MIPEJICTaBJICHA B TAOJIHIIC B
paszene «Jlerounas
apTepuabHas
TUIIEPTEH3USY.
MMPEMNAPATBI PACTUTEJIBHOI'O ITPOUCXOXJIEHUSA
[Ipemapatet  3Bepobos | OnHOBpeMEHHOE npuMmenenue | OTHOBpEeMEHHOe
MIPOJIBIPSIBIICHHOTO MperapaToB 3Bepo0os | MpUMEHEHHE aTa3aHaBHpa
(Hypericum perforatum) | mpoapIpsSIBIEHHOTO C aTa3aHaBHPOM | M MpenapaTos,
MOXET MPUBOJIUTH K BBIPAKEHHOMY | COIEpKAIUX  3BEpOOOit
CHIDKCHHIO YPOBHSI aTa3aHaBHpa B | MPOJBIPSBICHHBIN,
mazMe KpoBH. Takoil 3¢(eKkT MOXKeT | MPOTUBOIIOKA3aHO.
OLITH 00ycIIoBJIeH WHIyKUUEH
modepmernta CYP3A4. CymecTtByer
PUCK  TOTEpH  TEpareBTUYECKOTO
s dexTa u pa3BUTHS PE3UCTEHTHOCTH
(cM. pasznen «IIpoTHBOMOKA3aHUSY).
I'OPMOHAJIBHBIE KOHTPAIEIITUBBI
DTUHUIACTPANON, AUC sTuHMIBCTpaanona; [Tpu MIPUMEHEHUH
25 mxr + Hoprectumar | |19 % (125 % [13 %) HepopabHbIX
(atazanaBup, 300 wMr | Cmax STHHHIICTpAANOIA: KOHTPAIIETITUBOB c
omquH pa3 B cytku u | [16 % ({26 % |5 %) aTazaHaABUPOM +
puronasup, 100 Mr oguH | Cmin 3THHUIACTpaIUONA: PUTOHABUPOM
pa3 B CyTKH) 137 % (145 % 129 %) PEKOMEHTyeTCS
AUC HoprecTumara: cozepxKaHue B
185 % (167 % 1105 %) nepopaIbHOM
Cmax HOprecTuMara: KOHTpAIICTITUBE Kak
168 % (151 % 188 %) MUHUMYM 30 mMkr
Cmin HOprecTumara: STUHHIACTPAINOIA u
1102 % (177 % 1131 %) CTporoe coOroIcHHe
Xots KOHIIEHTpAIUsl | MalieHTaMH pexxuMa
STHHWJIICTPANOIA TOBBIIANACH NIPU | IpUeMa  KOHTPAIICTITHBA.
MPUMEHEHHUH OJTHOTO vk | OTHOBpEMEHHOe
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aTa3aHaBupa, B CBABU C HOHIAIyJTIGH'I/{EMJ'

iiheleiie diasanabpa

YI'T u wmodepmenta CYP3A4

+ pUTOHaBHpa C APYTUMHU

aTa3aHaBUpPOM CyMMapHOE JeCTBUE | TOPMOHAIHHBIMH
aTazaHaBUpa + PUTOHABUPA MPUBOAUT | KOHTPALIEITUBAMU WK
K CHIDKEHHIO YPOBHSI | IEPOPATHHBIMH
ATUHWIACTPAINOIA u3-3a | KOHTpaleNTUBaMH,
WUHAYLHPYIOIIETro JEHCTBUS | COACpPIKALTIMHU
pUTOHABUpA. MIPOreCTOreHbI, HE CUUTAas
YBenn4yeHrne SKCIO3UINU TPOTeCTHHA | HOPreCTUMATa, HE
MOJKET MPUBOJUTH K COMYTCTBYIOIIUM | U3Y4allOCh.
nobouHsiM  3¢pdexram  (Hampumep, | [TosTomy TaKoro
PE3UCTEHTHOCTH K UHCYJIUHY, | IPUMEHEHUS cienyer
JTUCITUIHUIEMHIH, aKHE M KPOBSIHUCTBIM | N30€raTh.
BBIICTICHUSIM), TeM caMbIM Hapyiuas | Pexomennyercs
KOMILJIAEHTHOCTb. UCTIOJIb30BaTh Ipyron
DTUHUIACTPAINOI, AUC sTuHUIACTpaaANoIIA: HaJleKHBIH METOI
35 mkr + 148 % (131 % 168 %) KOHTpALICIIIHH.
HOPATUHIPOH Cmax STUHHJIDCTPAAUOIIA:
(arazanaBup, 400 wmr | 115% (|1 % 132 %)
OJIMH Pa3 B CYTKH) Cmin 9THHHJIICTpAINONIA!
191 % (157 % 1133 %)
AUC HOp3TUHIpPOHA:
1110 % (168 % 1162%)
Crmax HOpITHHAPOHA:
167 % (142 % 1196 %)
Cmin HOPITUH/IPOHA:
1262 % (1157 % 1409 %)
VBenu4yeHne sKCIO3ULUN IPOrecTHHA
MOJKET MPUBOJUTH K COMYTCTBYIOIIHM
noOoyHbIM  3¢dexram  (Hampumep,
PE3UCTEHTHOCTH K WHCYJIMHY,
JTUCITUIHUIEMHUH, aKHE U KPOBSIHUCTBIM
BBIJICIICHUSIM), TEM CaMbIM HapyIas
KOMIIJIAEHTHOCTb.
JIMIMMUIA-MOANPHULUPYIOUIUE IMTPEIMAPATBI
Hneubumopor I'MI-KoA pedyxma3zwi
CumBacTaTuH Merabonu3zm CHMBAaCTaTHHA u | OTHOBpEMEHHOE
JloBacTatuH JI0BacTaTHHA B 3HAYUTENIBHOM | MpUMEHEHHE
CTETIEHH 3aBHCHUT OT H30(epMeHTa | CHMBACTaTHHA 170071
CYP3A4, u OJIHOBPEMEHHOE | JI0OBaCTaTUHA c
MPUMEHEHHE C aTa3aHaBUPOM MOXKET | aTa3aHaBHPOM
NpPUBECTH K  TOBBIIEHHIO  UX | IPOTHBOIIOKA3aHO B CBSA3M
KOHIICHTPAIUH. C yBEIMYEHHEM pHCKA
pa3sBUTHSI MHOIIATHH, B TOM
yucie padbmoMuonusa (CM.
pasznen
«[IpoTuBOMOKA3aHUN).
ATopBacTaTuH Puck pa3Butus muonatuu, BKIrouas | He PEKOMEHI0BaHO
pabioMHuoIn3, MOJKET TaK)Ke | OJIHOBPEMEHHOE
MOBBIIIATECS Ha (POHE NPUMEHEHHUs | IPUMEHEHHE
aTopBacTaTHUHA, TaKk)Xe | aTopBacTaTHHA c
MeTa0OJM3UPYEMOTO € YYacTHEM | aTa3aHABHPOM. Eciu

38




S e ey

COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 05.06.2026 N= 11245

e ol ol e N

M ITELL

nzodpepmenta CYP3IA4.

:@D'hl\ﬁﬂ j=niml To oot

aTopBacTaTUHA
HEBO3MOXKHO  U30€XKaTh,
ciemyer MIPUMEHSATH
MHWHUMAJIbBHYIO

BO3MO>KHYIO 03y
aTopBacTaTUHA c

TIIATEJIbHBIM ~ KOHTPOJIEM
Oe3omacHoCTH (CM. pa3ien
«Oco0ble yKa3aHus»).

[IpaBacratun
®dnyBacTaTuH

Hecmorps Ha OTCYTCTBUE
COOTBETCTBYIOIIMX  HCCIJIEIOBAHMIA,
BO3MOJKHO IIOBBILIEHUE 3KCIO3UIIUU
mpaBacTaThiHa M (pyBacTaTuHa NpU
OJIHOBPEMEHHOM  IIPUMEHEHUH €
MHTHOUTOpaMU MpoTeassbl.
[IpaBactatuHn He MeTaboaU3UpyeTcs
n3ohepMeHTOM CYP3AA4.
®nyBacTaTuH YaCTUYHO
MeTtabonusupyercss  uzodepmMeHTOM
CYP2Co.

Cnenyer coOroaaTh
OCTOPOXKHOCTb.

pyaue nunuo-moouguyu

yiowue npenapamol

Jlomurannn

MeTabonau3m JIOMHUTAIIMA B
3HAYUTEIBHOM CTEINEHU 3aBUCHUT OT
nzodpepMeHTa CYP3A4, U
OJIHOBPEMEHHOE  IPHMEHEHHE ¢
aTa3aHaBI/Ip0M u pI/ITOHaBI/IPOM MOXET
MPUBECTH K  TOBBIIIEHHID  €T0
KOHHGHTpaIII/II/I.

OnHOBpEeMEHHOE
IPUMEHECHHUE JIOMHTAIIHIa
5 aTazaHaBUpA c
PUTOHABUPOM
MIPOTUBOIIOKA3aHO
MOTEHIIHAILHOTO
3HAYUTCIIBHOI'O
MOBBIIIEHUST AKTHBHOCTH
TpaHCAMHHA3 31
renaTOTOKCHYHOCTH  (CM.
paszzaen
«IIpOTHBOMOKA3AHHS).

u3-3a
pHuCKa

NHT' AJISALHHMOHHBIE BETA-AT'OHUCTHBI

Canmerepon OpHoBpemeHHOe  mpuMeHeHHEe ¢ | OJHOBpEMEHHOE
aTa3aHaBUPOM  MOXKET  MOBBIIIATH | IPUMEHEHHE CaIMeTepoIia
KOHIIEHTpAllMU  calMeTepoia U | U aTazaHaBUpa HE
YCHJIUBATh HEXKENATeJbHBIC SIBICHUS, | PEKOMEHIOBAHO (cm.
CBSI3aHHBIE C CAJIMETEPOJIOM. paszzaen «Oco0nble
Mexanusm B3aUMOJICHCTBHUS | YKa3aHUsI»).
3aKIII0YaeTCs B MO/IaBJICHUH
m3odepmenta CYP3 A4 arazanaBupom
W/ PUTOHABHPOM.
OIMNOUAbI
bynpenopdun, onun paz | AUC 6ynpenopduna: 167 % OnHOBpeMEHHOE
B cyTkH, crabwibHas | Cmax Oynpenopduna: 137 % MIPUMEHEHHE c
nojaepxkuBaromas 1o3a | Cmin Oynpenopouna: 169 % aTazaHaBUPOM u
(arazanaBup, 300 wmr | AUC nHopbymnpenopduna: 1105 % PUTOHABUPOM Tpedyer
oquH pa3 B CyTKH C | Cmax HOpOynpenopduna: 161 % MPUCTAILHOTO
putoHaBupoM, 100 wmr | Cmin HOpOympeHopdura: 1101 % HaOJTI0ICHUS JUTST

OJIMH pa3 B CYTKH)

BBISIBJICHHA CCOATHUBHBIX U
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Mexanusm pa3BUTUA | i OTe  KOTHITTHBHEX | SQQEKTOB.
B3aUMOJICUCTBU COCTOUT B | Moxert moTpeOoBaThCs
nonasnenuu uzodpepmenta CYP3A4 u | cHikeHUE J103bI
UGT1AL. OynpeHnopduHa.
Konuenrpanuu arazanaBupa (BMecTte
c PUTOHABHUPOM) U3MEHSIUCH
HE3HAYMUTEJIBHO.

Metanon, crabuwibHas | 3HauMMOe BIUSHUE Ha KOHIeHTpauuu | [Ipu OJIHOBPEMEHHOM

MOJICP KUBAIOIIAs 1032
(arazanaBup, 400 wr
OJIUH Pa3 B CYTKH)

METaJ0Ha HE OTMEYaIoCh. Y YUTHIBA,
YTO HU3KUE 7036l puToHaBupa (100 mr
JBa pa3a B CYTKH) HE OKAa3bIBAIOT
3HAYUMOTO BIIUSIHUS Ha
KOHIIGHTpAllUd METAaJI0Ha, COIJIACHO

HUMEIOIUMCS JAaHHBIM,
B3aUMOJICICTBUE pu
OJTHOBPEMEHHOM IIPUMEHEHUN
METaJioHa C  aTa3aHaBUpOM  HE
OJKHJAETCSL.

MNPpUMCHCHUN MCTAaJl0Ha C
aTa3aHaBHUPOM KOPPEKIHU
JI03bI HE TpeOyeTcsl.

JIETOYHASA APTEPUAJIBHASA THIIEPTEH3USA

Hneubumopwor @J/[3-5

Cunpnenadun OnnoBpemeHHoe  npuMmeHeHue ¢ | bezomacHas "
aTa3aHaBUPOM  MOXKET MOBBIMATH | 3G (HeKTUBHAS no03a
KOHIIeHTpauuu uaruouropa ®/13-5 u | cunnenaduna B
YCUIIMBATh HEXeNaTeNbHbIE SBJICHUS, | KOMOUHAIIUU c
00yCJIOBJICHHBIE MHTUOUTOpAaMH | aTa3aHaBUPOM npu
dID-5. JICUCHU U JIETOYHOH
Mexanusm B3aUMOJICVCTBHUS | apTEepUATIbHOM
3aKJTI0YaeTCs B MOJIaBJICHUH | TUTIEPTEH3UH HE
nzopepmenta CYP3A4 atazaHaBUpOM | yCTaHOBJICHA.
W/WTN PUTOHABUPOM. Cunpnenadumn,
MPUMEHSEMbIN IS
JIe4eHus JIETOYHOU
apTepuaIbHOU
THIEPTEH3UH,
IIPOTUBONOKa3aH (cMm.
pasznen
«[IpoTuBOMOKA3aHUNY).
CEJATUBHBIE ITPEITAPATBI
benzoouazenunwi
Mupazonam Mupazonam u TpuazonaMm | OgHOBpeMEHHOE
Tpuazonam MeTaboIM3UPYIOTCd C  aKTHUBHBIM | IPUMEHEHHE aTa3aHaBHpa

yuactueM uzodpepmenta CYP3A4.

OnHOBpEMEHHOE  NPUMEHEHHE ¢
aTa3aHaBUPOM MOJXKET NPHUBOJIUTH K
BBIPOKCHHOMY YBEJIIMYECHUIO
KOHIIEHTPALIUH JTAaHHBIX
O€H30IMAa3EINHOB. Uccnenosauusa
B3aUMOJICICTBUM  ara3aHaBUpa C

OeH307IMa3eMMHAMH HE TIPOBOIIIH.
CormacHO  JaHHBIM 1O  JAPYTUM
unruduropam nzopepmenta CYP3A4,
OKUJAETCS, YTO  KOHIIEHTPAIUU

C  TpUa3oJlaMOM  WJH
MU/1a30JIaMOM JUTSI TIpUeMa
BHYTPb NPOTHBOMNOKA3aHO
(cMm. pazznen
«[IpoTuBomnokazanus»), a
pu NIPUMEHEHUU
aTa3aHaBuUpa BMeECTE C
MapC€HTCPpAIbHBIM
MH/1a30J1aMOM ~ TpedyeTcs
co0ro1aTh
OCTOPOKHOCTb.

[Ipu
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MHUa30JIaMa B TIa3Me KDOBY MDF oro P MeH SR ~a T334 HABADa

npueMe BHYTPh OYAYT CYIICCTBEHHO | C napeHTepATbHBIM
Bblme. J[aHHBIE O COIYTCTBYIOIIEM | MUJA30JIaMOM  JICUCHUE
MPUMEHEHHUN MapeHTEePaAILHOTO | CIEyeT  IMPOBOJAUTH B
MHa30J1aMa c JIPYTHUMHU | OTACTICHUN WHTCHCUBHOMN
WHTUOUTOpaMHU nporeassl | Teparun  (OUT)  wim
CBUJCTEIBCTBYIOT O  BO3MOXXHOM | aHAJOTHYHOM OTJCIICHHUH C
3—4-KpaTHOM YBEJIMYEHUU YPOBHA | OOeCredYeHUEM
MHJIa30JIaMa B TUIa3Me KPOBHU. MPUCTATBLHOTO
KIIMHHYECKOTO KOHTPOJIS U
COOTBETCTBYIOIIETO
MEIUIUHCKOTO JICUCHHS B
ciydae YTHETEHUS
IBIXaHUS A/
JUTATEIIbHOU ceAaluu.
Crnenyet paccMoTpeTh
KOPPEKIIHIO JI03BI
MHZa3oamMa,  OCOOEHHO
npu MPUMCHEHHH
OJHOKpaTHOU JTO3BI
MU/1a30J1aMa.

JleT ¥ mOAPOCTKHU

HccenenoBanusi 1O OLIGHKE B3aWMOJCHCTBUS IIPOBOJMIM TOJBKO C YYacCTHEM
B3pPOCJIBIX MAI[UEHTOB.

Oco0ble ykazanus

Hasnauenne mpemapara COYMATA®  HemenecooOpasHO — IalMEHTaM  C
MHO>KECTBEHHOM PE3HCTEHTHOCThIO K HHrubutopam mporeassl BUY (Oonee
4 myranuii). Beibop atazanaBupa ISl JIeYeHHs MALMEHTOB, paHee MOJy4YaBLIMX
aHTUPETPOBUPYCHYIO  Tepanuio, JIOJDKEH  0a3upoBaTbCcsd  HAa  JIaHHBIX
WHIUBUYyJIbBHOM PE3UCTEHTHOCTH M PE3YJIbTAaTOB MNPEIUIECTBYIOIIETO JICUECHHUS.
XoTs 3(]QexTuBHOE TMOAABICHUE PEIJIMKALUU BUPYCa aHTHPETPOBUPYCHOM
Tepalueld 3HA4YWUTEJIIbHO CHMKAeT pUucK nepenaun BHUY Bo Bpems 10ia0BOro
KOHTAaKTa, IIOJIHOCTBIO PHUCK MEPENayy UCKIIFOUUTh HENb3s, B CBS3H C YEM CIIEIYET
coOMI0aTh Mephl MPEIOCTOPOKHOCTH (MCMOJIb30BaHUE OapbepHOro MeEToAa
KOHTpAIEeHI1H).

O¢ddexTuBHOCT W 0€30MACHOCTh NMPUMEHEHUS aTa3aHaBUpa B KOMOWHAIIUU C
pUTOHABUPOM B CyTOuHOH n03e Ooisiee 100 Mr He M3y4ye€HbI; UCHOJb30BaHUE 103

puToHaBupa, mnpeBblatomux 100 Mr B CYTKH, MOXET HW3MEHUTh Npoduib
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COCYJUCTOM CUCTEMBI, TUIIEPOMIUPYOUHEMUS), TOITOMY OHO HE PEKOMEH]IyEeTCSl.
TonbKO TP COBMECTHOM NMPUMEHEHWHM KOMOWHAIIMU aTa3aHaBUP + PUTOHABHP U
s¢haBUpeEH3a BO3MOXKHO YBEJIMUYECHHE J03bl puToHaBUpa 10 200 Mr OJIMH pa3 B CYTKH,
o0ecIeunB MPU 3TOM KIIMHUYECKU MOHUTOPHHT TAIlUCHTA.

CaxapHuiti ouabem/cunepanuxemust

Ha d¢one neuenus wunruobmropamu npoteassl BUY y Hekotopeix BUY-
WH(OUIIMPOBAHHBIX TMAIMEHTOB OTMEYCHBI THIEPTIMKEMHUS, PA3BUTHE CaxapHOTO
nuabeTa WM 00OCTPEHHUE YK€ MMEIOIIETrocs caxapHoro nuabera. B HEKOTOpBIX
ClIy4asix OTMeHasicsi TruadeTudecKuid Keroanuao3. [lpuunHHo-ciencTBeHHas CBs3b
MeXAy Tepanued wuHruoutopamu mnporeazsl BUY u s>ThMM  ciayyasMu  He
YCTAaHOBJICHA.

T'emogpunus

VY mnauuentoB ¢ remoduiuend thna A u B Ha ¢oHe nedeHus MHrHOUTOpAMHU
npotea3bl BUY oTMedannch KpOBOTEUEHHUS, B TOM YHUCIIE€ CIIOHTAHHBIE KOXHBIE
KPOBOUBJIUSIHUAS U TeMapTpo3bl. HEKOTOpbIM M3 ATUX MalMEHTOB TPeOOBaOCh
BBeneHue (aktopa cBepthiBanus kpoBu VIII. B GonpmMHCTBE ciydaeB JeUeHHE
uHruouropamu npoteazbl BUY Obl10 MPOJOKEHO WM BO30OHOBIIEHO MOCHE
nepepbiBa. [IpudMHHO-CIIECTBEHHAS CBS3b MEXAY Tepanueid HWHruOuTOpamMu
nporeasbl BUY u 3TuMu citydasiMu He yCTaHOBJICHA.

[TanreHTsl ¢ remodunuei A unu B J0KHBI OBITH OCBEIOMIIEHBI O BO3MOXKHOCTH
ITOBBILIEHHON KPOBOTOUYHBOCTH.

Ilepepacnpedenenue sxcuposotl Kiemuamru (AUNOOUCmpoghus)

OTMmeyanuch €IUHUYHBIE CIy4au TMEpepacrpeeieHUs] )KUPOBOM KJIETYATKH, YTO
MNPOSIBIISIIOCH OKUPEHUEM [0 UEHTPAJbHOMY THUITY, YBEIMYEHUEM KUPOBOM
KJIETYaTKH B JIOPCOIIEPBUKAIBHON 30HE («OYMBOJMHBIM TOpPO»), MOXYJIaHHE
KOHEYHOCTEW W JIMIA, YBEIWYCHUE TPYAU, «KYUIMHTOMJIHOE JULo». [IpuumHHO-
CJICICTBEHHASI CBS3b MEXIYy Tepamnuei mHruoutopamu mnpotreassl BUY u stumnm
CIIy4assMU HE yCTaHOBJIEHA.

[TariuenTl C ¢akTopaMu pHUCKa OTHOCUTEIBHO Pa3BUTHUS JIHIOIUCTPOPUH
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HapylleHus: 0OMEHa BEIECTB) HODKHBI MOJIJIEXKATh KIMHUYECKOMY 00CJIeI0BAHMIO,
BKJIFOYAsl BHELIHIOKO OLIEHKY MEPEPACIPEICIICHUS )KUPOBOM KIETUATKH.
Memabonuyeckue napamempul/macca mena

Macca Tena, a Takke COOTHOUIEHHE CBHIBOPOTOYHOW KOHUEHTPALMU JIMIUIOB U
TJIIOKO3bI B KPOBH MOKET MOBBIIMIATHCA BO BPEMS AHTUPETPOBHPYCHOM TEpPAIIWH.
Takue u3MeHeHUs MOTYT OBIThb OOYCJIOBJICHBI MPOBEJACHUEM TEpallud OCHOBHOIO
3a0oneBaHus, a Takke o0pazom ku3HU. KOHTpoONb 3a CHIBOPOTOYHBIMH
KOHIIEHTpAIUsIMUA JIMTIMJIOB W TJIFOKO3bI B KPOBU O0OECIIEUMBAETCS COTJIACHO
pekoMeHnanuaM 1o JsedeHuro BUY-undexnuit. Hapymenuss obmeHa Kupos
JIOJKHBI KOHTPOJIMPOBATHCA COTJIACHO KIMHUYECKOW NpakTuke. [Ipu npumeneHun
KOMOMHUPOBaHHOM AHTUPETPOBUPYCHOMU Tepaluu, BKJIrOYast TaKXKe
OJITHOBPEMEHHOE TMPHUMEHEHUE C OpaJbHBIMM KOHTPAUECNTHUBAMHU, OTMEUYAINCH
CIy4au pa3BUTHS JUCITUTUIAECMHUM.

Cunopom 80ccmano8ieHus UMMYHUmema

Pa3zBuTHe cuHIpOMa BOCCTAHOBJICHHWS HMMMYHHUTETa OTMEYAIOCh y MAlUEHTOB,
MOJy4YaBIIUX AHTUPETPOBUPYCHYIO TEpalMio, BKIIOYas arazaHasup. Y BUY-
MH(DUIIMPOBAHHBIX MAIIMEHTOB B PE3yJIbTaTe OTBETA UMMYHHOUN CUCTEMBI B Hayaje
KOMOMHUPOBAHHON aHTUPETPOBUPYCHON TEparmuu MOTYT TOSBUTHCS MPU3HAKU
BOCMAJIMTEIIBHOW pEaKIMM B OTBET Ha MPOTEKAIolue OECCUMIITOMHO WM
OCTaTOYHbIC OMNMOPTYHUCTUUYECKUE HHQPEKIUU (LUTOMETAJIOBUPYCHBI PETUHMT,
reHepaTM30BaHHbIC U/WIIN JIOKAJTbHBIE MUKOOAKTEpHaTbHBIC UH(EKIIUU, BHI3BAHHBIC
Mycobacterium avium, nHeBMOHMS, BbI3BaHHas Pneumocystis carinii, wm
TyOepKyse3), KOTOpble MOTYT IMPUBECTH K PA3BUTHIO CEPHE3HBIX KIMHUYECKUX
MOCJIC/ICTBUA WM YXYAIICHUIO COCTOSHUA mManueHTa. OOBIYHO TaKue pEeaKIuu
pPa3BUBAIOTCS B TEUYCHUE TNEPBBIX HECKOJBKUX HENENIb WM MECSILEB C Hadajla
nedenus. JJomkHO ObITh TPOBEACHO 00CIE0BAaHUE U COOTBETCTBYIOIIEE JICUCHHUE.
OTMmeyanuch cimydan ayTOMMMYHHBIX 3a00JieBaHu (Harpumep, 6oie3Hs [ peiiBca u
ayTOUMMYHHBIN TeMaTuT), BO3HUKABIIMX IIPU BOCCTAHOBJIECHWH HWMMYHHUTETA,

OJIHAKO BpeMsl Hayaja Pa3BUTHUS TaKUX 3a00J€BaHUN BapbHUPOBAJIOCH y Pa3HBIX
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aTa3aHaBUPOM.
lleuenounas neoocmamoynocmo

ATazaHaBup MeTa0OJIM3UPYETCs TJIABHBIM 00pa3oM B MEUEHU, U y TAIUECHTOB C
MIEYCHOYHOW HEIOCTATOYHOCTHIO Mpenapar CleyeT NTPUMEHSITh C OCTOPOKHOCTHIO
13-32 BOBMOKHOT'O YBEJIMUEHHS €r0 KOHIEHTPAIMK B IJIa3Me KPOBU (CM. pa3ieiibl
«IIpotuBonokazanusi» u «Crnocod npuMeHeHus U 103b1»). He Oblia ycTaHoBieHa
Oe3omacHocTh M 3(G(GEKTUBHOCTh MPUMEHEHUS aTa3aHaBUpa y MAalUEHTOB CO
3HAYMMBIMU CONYTCTBYIOIIUMU HAPYIIEHUSIMU CO CTOPOHBI ITIEUYCHU. Y MAIMEHTOB C
xpoHudeckuM rematutoM B wunmum €, mnoaydamommx KOMOWHUPOBAHHYIO
AHTUPETPOBUPYCHYIO TEpanuio, HaAOJIOJAeTCSd YBEJIMYCHHE pPUCKAa Pa3BUTHUS
TSKEIIBIX M, BO3MOYKHO, IPUBOISAIIMX K CMEPTEIBHOMY HCXOAY HEXEJIAaTeIIbHBIX
peakuuii CcO CTOPOHBI I€4eHU. B ciaydyae mpUMEHEHUS COMYTCTBYIOIIMX
MPOTUBOBUPYCHBIX MpemnapaToB i jedeHus remnarura B wim C HeoOXxoaumo
U3YYUTh COOTBETCTBYIOIIME MHCTPYKIMH IO MEIAUIIMHCKOMY MPUMEHEHHUI0 (CM.
pazaen «[lobouHoe nercTBUE).

VY manueHToB C paHee JUArHOCTUPOBAHHBIMH 3a00JIEBaHUSMH TEUCHU, BKIIIOYAS
XPOHUYECKUM AKTHUBHBIM TeMaTUT, NP KOMOWHUPOBAHHOU AHTUPETPOBUPYCHOMU
Tepanuu HapyuieHus (YHKIUU MEYEHU MOTYT HAOIOJAThCS Yallle, COCTOSHHUE
TaKAX IMAIMEHTOB CJIEAYET KOHTPOJHUPOBATh B COOTBETCTBUM CO CTaHIAPTHOU
npaktukod. Ilpu HamMuuu y TakuxX NAlKUEHTOB MPU3HAKOB YCYTryOJIeHHs
3a00JIeBaHUsl TICYCHH HEOOXOJUMO PACCMOTPETh BO3MOKHOCTH MPEPHIBAHUS WIIH
MPEKPAILCHHS JICUCHHUS.

lloueunas nedocmamounocms

J1y1st marMeHToB, He HaXOASAIINXCS Ha TeMOIUAN3e, He TPeOyeTCsl KOPPEKIIUU JT036I.
s manueHToOB Ha IeMOJIMAIM3€, paHEe HE MOJYyYaBIIMX AHTHUPETPOBUPYCHOU
Teparuu, aTa3aHaBUp Ha3HAYAETCs TOJbKO B KOMOUHAIIMU C PUTOHABHUPOM.
[TanmenTaMm ¢ MOYEYHOM HEJOCTATOYHOCTBIO TSDKEIOM CTEIEHH, HAXOJIAIIUMCS Ha
reMOJIMANIN3E W PaHee IMOJy4YaBIIMM aHTHUPETPOBUPYCHYIO Tepamnuvio, mpenapar

COYMATA® npuMeHATh NPOTHBOIOKA3aHO.
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VY mnainueHTOB, NOJYYaBIIMX aTa3aHaBUp, OTMEUYAJIUCh CIIy4aun OOpaTUMOTO
YBEIUYECHHS]  CHIBOPOTOYHOW  KOHLEHTpAaUuud  HEOpsMoro  (CBOOOJHOTO)
OwnnpyOuHa, cBsizaHHOro ¢ wuHrubupoanvem YI'T. Crenyer yuecTb, 4YTO
YBEJIMUYECHHUE CBIBOPOTOYHOM AKTUBHOCTH TpaHCAMHMHA3, OTMEYaroleecs Ipu
MOBBIIICHHOW  CHIBOPOTOYHOM KOHIEHTpaluuu OwinpyOMHa y TAaIMeHTOB,
MOJIyYarOUIMX aTa3aHaBUP, MOXKET ObITh BBI3BAHO JPYTUMU 3a00JI€BAHUIMHU, TAKXKE
COIIPOBOXKIAFOIMMUCS TUIEepOUITNPYOMHEMHECH. AJbTepHATUBHAA
anTuperposupycHas Tepanus npernapary COYMATA® MoxeT ObITh paccMOTpEHa,
€CJIM JKEJITYXa UJIU MOKEITEHNUE CKIIED SABJISIOTCA HENPUEMIIEMBIMU U1l TALIUEHTA.
Cumxenne no3el npenapata COYMATA® He pexoMeHmyeTcs, MOCKOIBKY OTO
MOJKET TMPHUBECTH K TMOTEpEe TEepameBTUUYECKOro 3(QexTta U  Ppa3BUTHIO
PE3UCTEHTHOCTH.

Het 1oArocpoyHbIX TaHHBIX 0 0€30MIaCHOCTH MPUMEHEHHU y TallUeHTOB, HMEIOLIUX
JUINTEIBHO COXPAHSIOILYIOCS CHIBOPOTOUHYIO KOHLIEHTpalUo OminpyOuHa, 6osee
yeM B 5 pa3 npessimarontyo BI'H.

NunuHaBup Takke MOXKET OBITh MPUYMHOW YBEJIUYEHHUS CBIBOPOTOYHOM
KOHIICHTpAIlMu  HenmpsiMoro  (CBOOOAHOr0)  OunupyOMHa,  CBSI3AHHOTO  C
unruoupoanveMm YI'T. [ToaTomy ero oqHOBpEMEHHOE MPUMEHEHHE C MPernapaToM
COYMATA® He peKOMEHIOBAHO.

Yonunenue PQ unmepsana

ArtazaHaBup MoxkeT ymmHATH PQ m PR uHTEpBan y HEKOTOpBIX MAIIUEHTOB.
Crnenyet co0moaTh OCTOPOXKHOCTh MPU MPUMEHEHUH Tperapara y MNalueHTOB ¢
HapylIICHUSIMU cepAeYHON mnpoBoauMocTu (Hampumep, AV Onokama 11 u III
crenienn). Crenyer coOM0AaTh OCTOPOXKHOCTh NMPU COBMECTHOM IPUMEHEHUH
npenapata COYMATA® ¢ mnpenaparamu, ymmHsompMmu PQ  uHTEpBam
(Hanpumep, aTEeHOJION, AUITHA3EM, BEparamMmu).

Yonunenue QT unmepsana

Otmeuanuch cinydan ymimHeHuss QT wWHTEpBana y HEKOTOPBIX ITallMEHTOB B

3aBUCUMOCTH OT J103bl arazaHaBupa. CremyeT coOMofaTh OCTOPOKHOCTH IPHU
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NIPUMEHEHNUH IIpenapaTa y NalueHTOB ¢ HAPYIIEHUAMU CEPIEUHON 11D

(manpumep, AV 6rnokana Il u 11 crenenu nnm G10kaxa mydka ['mca) u Ha3HAYaTh
€ro TOJBKO B ClIy4ae, €CJIM MOTEHIMAIbHAs MOJb3a MPEBBIIIAET BO3MOXKHBIN PUCK
OoT mpuMeHeHusi mnpemnapata. Crenyer co0ltoaaTh 0COOYH0 OCTOPOKHOCTh MPH
COBMECTHOM  mpuMeHeHun npemnapara CDOYMATA® ¢ npenapartamu,
yamsarommmu QT uHTepBan (HanpuMep, KIapuTPOMULIMH, CaIMETEPO), a TAKKE
y MalMeHToB ¢ (akropamu pucka (Opamukapausi, BpoxaeHHoe yanuHeHue QT
WHTEpBaja, HAPYIICHUS 3JIEKTPOJUTHOIO DalaHca).

Koorcnas coine

Makynonamnyse3Hasi Chillb, OOBIYHO OT JIETKOM A0 CpelHEH CTENeHH, MOXKET
HaOJII0AaThCs B TEUEHHE MEPBBIX 3 HEAENb OT Hauajla TePAIUK aTa3aHaBUPOM.
OTmeueHo Takxke pas3BuTHe cuHApoma CrtuBeHca-/[)KoHCOHA, MyJIbTU(HOPMHOM
APUTEMBI, TOKCHUECKOW KOKHOW CHINH U JIEKAPCTBEHHOM CHINU C 303MHO(DHINEN U
cucremHoii cumnromatuko (DRESS-cunapom). IlanueHTsl JODKHBI  OBITH
IPEAYIIPEXKICHBI O BOSMOXKHBIX IIPU3HAKAX U CUMIITOMAaxX Pa3BUTHS KOKHOM CBIIH.
Crnegyer THIATEIbHO KOHTPOJHMPOBATH MOSBJICHHE MEPBBIX CUMIITOMOB KOKHBIX
peakuuil y namnuenToB. [Ipumenenne npenapara JOJKHO ObITh MPEKPAIICHO MPU
PA3BUTHH TSKEIION CTEIIEHU KOKHOM CBIIIH.

TiatenbHbI KOHTPOJIb 3@ COCTOSIHUEM KOKHBIX MOKPOBOB IMO3BOJIIET MPOBECTH
PAHHIOK JUArHOCTUKY M HEMEIJIEHHO MPUOCTAHOBUTH IPUEM IOJO3PUTEIBHOTO
JIEKapCTBEHHOI0 cpeacTBa. llamueHTtam, y KOTOpBIX paHee ObLIO OTMEUYEHO
pazButHe cunapoma CtueHca-Jxoncona u DRESS-cunapoma, acconumpoBaHHOE
C aTa3aHaBUPOM, HE CIEAYyEeT IPUMEHSATH ITpenapar B JajJbHEHIIEM.

Hegponumua3z u xonenumua3

B xoxe mocTperucTpallMOHHBIX HCCIEIOBAHUN IO O0€30MacHOCTH MPUMEHEHUS
atazaHaBupa y BHWY-uHQuuupoBaHHBIX NAUEHTOB OTMEYAJIUCh CIy4au
HedponuTHaza WuiaM Xxonenutuaza. HekoTopelM mnarueHTam noTpebdoBanach
TOCHUTAIN3ALNS TS TPOBEICHUS HEOOX0IMMOM Tepanuu, y HEKOTOPbIX MallEeHTOB
HaOJMIOAAIUCh OCJOXKHEHUsl. B HEKOTOphIX cllydasx pa3BUTHE HedponauTHaza

COMPOBOXKIAJIOCH OCTPOM MOYEHHOW HEJOCTATOYHOCTHIO M HApyIICHHEM pPaOOThI
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novek. [Ipy Hanuumm cUMOTOMOB HE W
BPEMEHHO MPEpPBaTh TEPAMUIO WU MMOJTHOCTHIO MPEKPATUTH MIPUEM IIPEMapara.
Xponuueckas 60one31ub nouex

B nepuon moctperucTpaiioHHOT0 HaOM0IeHUs OBbLITU 3apETUCTPUPOBAHBI CIIyYau
XpoHudeckoi 6one3nu nouek y BUY-nHUIMpoBaHHBIX NAIIMEHTOB, MOTYYarOINX
aTazaHaBUP C PUTOHABUPOM WK Oe3 Hero. B kpynHomacmtabHOM, TPOCHIEKTUBHOM,
HaOJIOAATeIbHOM  HMCCIEIOBaHMKM  ObUla  TOKa3aHa  B3aUMOCBSI3b  MEXKIY
YBEJIMUYEHUEM YAaCTOTHI Pa3BUTHsSI XPOHUYECKOW OOJIE3HHM TMOYEK U COBOKYIHOM
HKCIIO3UIIMEN aTta3aHaBupa + putoHaBupa y BUY-uHuimpoBaHHBIX MAIUEHTOB C
n3HauaabHO HopMalibHOM pCK®. Takyro B3auMOCBsI3b HA0IIOAIM HE3aBUCUMO OT
HKCIIO3MLMK TEHO(OBHpA JU30MpoKcuia. Tpedyercs peryjspHbli KOHTPOJb
GbyHKIMM TIOYEK y MAIMEHTOB Ha MPOTSHKEHUW Tepanuu (cM. pasnen «Ilobounoe
JEUCTBUEY).

Oonospemennblii npuem ¢ Opy2uMu 1eKapCmeeHHbIMU Npenapamamu

He pexoMenayercs omHoBpeMeHHOe mnpuMmeHenue mpemapara COYMATA® c
amopeacmamutoMm.

[TockonpKky arazaHaBUp  METaOOJIM3UPYETCS B  OCHOBHOM  IOCPEICTBOM
m3opepmenta CYP3A4, onHOBpeMEeHHOE NpPUMEHEHHE  IMpenapara W
JIEKApCTBEHHBIX  npenapamos, unoyyupyrowux uszogepmenm CYP3A4, He
pekomennyetcs. Hesupanuwu, sBissch uHAyKTOpoM wu3odpepmenta CYP3A4,
CHW)XaeT JeicTBue arazaHaBupa. Kpome Toro, u3-3a yBenMueHUsS ChIBOPOTOYHOM
KOHIICHTPAIlMM HEBUpAlMHA BO3PAcCTa€T €ro TOKCUYHOCTh, IO3TOMY JaHHas
KOMOMHAIINS HE PEKOMEHIYETCSI.

KoMOuHupoBaHHasi Tepamnusi aTa3aHaBUPOM U 2¢asupen3om TPUBOAUT K
yMeHbIieHuo 3¢ @dekTa arazaHaBupa, MOITOMY €€ cienyeT wuzberatb. Ecmu
MPUMEHEHUE JaHHOW KOMOMHAIMU aOCOJIOTHO HEOOXOAMMO, pa3peliaeTcs ee
NPUMEHSATh TOJIBKO y TAI[MEHTOB, paHee HE TMOJYyYaBIIMX AHTUPETPOBUPYCHYIO
tepanmio. IIpu stom npemapar COYMATA® 400 mr m puronasup 200 mr
HA3HAYalOT B BUJE OJHOKPATHOM /03Bl BO BpeMs €ibl, a 3()aBUpPEH3 — HATOIIAK,

nepes] CHOM.

47

COOTBETCTBYET 2KCNEPTHOMY OTYETY




COOTBETCTBYET 2KCNEPTHOMY OTYETY
nE A
R

_ noArme ble 144
ot 05.06.2026 N= 11245
"
.l

(MEEAEDOBATE]]E
OJIHOBpPEMEHHOE TPUMEHEHUE BOPUKOHAZOIA r}"Z(T() %r 2 paz
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KOMOUMHaIMel aTa3aHaBUp + PUTOHABUP Yy MAlMEHTOB C KaK MUHUMYM OJHHUM
¢bynkmonansHbiM ayuienemM u3opepmenta CYP2C19 mpuBoanuno K CHMKEHHIO
KOHIICHTpAalluii BOPUKOHA30J1a U aTa3aHaBupa B IUia3Me KpoBU. OIHOBPEMEHHOE
npuMeHeHne BopukoHaszoma (200 Mr 2 pasa B CyTKHM) C KOMOHWHAIMei
aTazaHaBUp + PpUTOHABHP Y TAIMEHTOB 03 (YyHKIMOHAIBHOTO —aJLIess
uzopepmenta CYP2C19 npuBoausiio K MOBBIIIEHUIO KOHIIEHTPALMi BOPUKOHA30J1a
U CHWKEHUIO KOHIIEHTPAllMM aTa3aHaBupa B IUIa3Me KpoBH. OJIHOBPEMEHHOE
IpUMEHEHHE BOPUKOHA301a U KomOuHanuu npernapar COYMATA® + puronasup
HE PEKOMEHAYETCS, 3a HUCKIIOYEHUEM TEX CIIy4aeB, KOI/a MOTECHIUAIbHAS M0JIb3a
IPUMEHEHUs] BOPUKOHA30Jla TMpeBbIIAeT pucK. [Ipy mnpuMeHeHun Takoi
KOMOMHHMpPOBAaHHON Tepanuud HEOOXOJWMO MPOBOJUTH TIIATENbHBIM KOHTPOJb
BO3HMKHOBEHUSI NOOOYHBIX 3(PPEKTOB NpH MPUMEHEHUH BOPUKOHA30Ja, & TAKKE
3¢ (HEeKTUBHOCTH BOPUKOHA30JIa U aTa3aHABUPA, KOTOPAsI MOYKET CHUKATHCA.
Cunoenagun, maoanagun, eapoenaghun: TpU OJHOBPEMEHHOM IPUMEHEHUU
uHruoutopos nporeazsl BUY ¢ unruouropamu ®J13-5, MmeTaboau3upyronmmMucs
uzopepmentom CYP3A4 wu mnpuMeHseMbIMU JUIsl  JICYCHHS OPEKTUILHOMN
JTUCYHKIMK,  BO3MOXXHO  3HAQUMTEJIbHOE  YBEJIMYEHHE  CBHIBOPOTOYHBIX
KOHUEeHTpauui uHruouropos ®JID-5 u ycunenue ux noOOYHBIX 3(DHPEKTOB,
CBSI3aHHBIX C BiusiHueM O J[D-5 (Hanpumep, apTepuaibHasi TUIIOTEH3US, TPUAIIN3M,
HapyLLIEHUE 3pEHus).

[Tpumenenve komOunanuu npenapat COYMATA® + puToHaBHp OJHOBPEMEHHO C
bayTukazoHa ~ MPOMUOHATOM WM  JIPYTUMH  TJIFOKOKOPTUKOCTEPOUIAMH,
Metabomusupyromumucs u3zopepmentom CYP3A4, He pekoMeHIOBAaHO U
BO3MOYKHO TOJIBKO B TOM CJIy4ae, €CJIM MOTEHIMAIbHAS [10J1b3a TEPAIIUU MPEBBIIIAET
PHUCK CUCTEMHBIX 3P (HEKTOB TIIIOKOKOPTUKOCTEPOUIOB, BKITt0Uask cHHAPOoM WiieHko-
Kymnra u nogasneHue (GyHKUMM KOpbl HaANo4edyHUkoB. [Ipu HeoOXxomumocTH
IpUeMa  2MIOKOKOPMUKOCMEPOUOO8 PEKOMEHIYETCSl MPUEM IpPEnaparoB, He
spisiromuxcs cyocrparamu uzopepmenta CYP3A4 (OexinomeTasoH).

OnHOBpeMeHHOEe mNpuMeHeHue caimemepona u upenapata COYMATA® ne
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PEKOMEHJIOBAHO BBUJY IOBBIIIEHHOIO PHUCKA pa"mmmi:lnoﬁoqnmx SekToR co

CTOPOHBI CEPACUYHO-COCYAUCTON CUCTEMBI, CBOMCTBEHHBIX CAIIMETEPOITY.

Bo Bpems neuenuns npenaparom COYMATA® He peKoMeHIyeTCs OJHOBPEMEHHOE
HA3HAUYCHUE UHUOUMOPOE8 NPOMOHHOU nomnsl. VX Ha3HA4alOT TOJBKO B TOM
clydae, €CJIM UX TPUMEHEHHE SBISIETCS 00s3aTeabHbIM. PexoMeHnmyercs
TIIATENbHBIA KIMHAYECKAM MOHUTOPUHI COCTOSIHHSI TMAIIMEHTA W NPUMEHEHHE
xombunanuu mpernapar COYMATA® 400 mr + puronasup 100 Mr ¢ omenpazonom
B MakcuMasibHOU 103€ 20 Mr 1 pa3 B cyTku (WM JpyrUM MpEnapaToM U3 CPYIIIbI
WHTUOUTOPOB TPOTOHHOW IMOMITBI B SKBUBAJCHTHOUW n03€). He pexomenmyercs
MPUMEHSATh OMENpa3osl B o3¢ Oosee 20 M B CYTKH (WJIM APYrod mpemnapar us3
TPYIIbl KHTUOUTOPOB MPOTOHHOM MOMITBI B SKBUBAJICHTHOM /103€).
OnHOBpEMEHHOE MIPUMEHEHUE aTa3aHaBUpPa ¢ TOPMOHAJIBHBIMUA KOHTPALlENTUBAMHU
WJIA OpaJbHBIMU KOHTPALIENITUBHBIMUA CPEICTBAMU, COAEPKAIIMMHU IIPOTECTATEHBI,
OTJIMYHBIE OT HOPreCTUMATa WJIM HOPITHUHAPOHA, HE U3YyHAIOCh W MO3TOMY HE
PEKOMEHI0BAHO.

llonuosicennasn Kuciommocms  2#ceny00yHO20 COKa (nogviuieHue 3sHauyeHus pH
HCeny0ouH020 COKa)

ChIBOpPOTOUHAS KOHIICHTpALMSl aTa3aHaBUPa MOXET CHUXKATHCS MPHU YBEIWYCHUU
3HaueHus pH KeIyJo4HOTO COKa HE3aBUCHUMO OT NPUYWH, BBI3BABIIMX 3TO
YBEJIMYEHUE.

Ocmeonexpos

HecMoTpst Ha TO, YTO JTHOJOTHS OCTEOHEKPO3a CUYHUTACTCS MHOTO(MAKTOPHOM
(BKJIFOUass TMPUMEHEHHE KOPTUKOCTEPOHJOB, TMPUEM  aJKOTOJs, TSKEIYIO
UMMYHOCYIIPECCUIO, YBEJIMYEHUE HHJEKCAa MacChl Tella), CIydau OCTEOHEKpO3a
0COOEHHO YacTO BCTPEYAIIMCH Y TIAIMEHTOB ¢ MO3AHUMH cTaausimu BUY-undexnmn
w/umu  Ha ¢oHe mmtenbHoM dkcnoduiuu  KAPT. IlammentoB cnemyet
NpeaynpeIuTh O HEOOXOIUMOCTH OOpaIlleHHs] 3a MEIUIIMHCKON TOMOIIBIO TPHU
pPa3BUTHM TAaKUX MPU3HAKOB, KaKk OOJb M JIOMOTa B CyCTaBaX, CKOBAaHHOCTh WJIU

3aTpyAHEHUE IBUKEHUHN B CyCTaBax.
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OTCYTCTBYIOT pEKOMEHIALIUH 110 peXUMY H03upoBanus npenapara COYMATA® B
no3upoBke 300 Mr y geren ¢ Maccou Tena MeHee 35 K.

bezonacnocmo

[Tpodwmip OGe30macHOCTH aTa3aHaBUpa y ACTEH C Maccoi Tena 35 Kr W BHIIIC
COTMIOCTaBUM C TAKOBBIM y B3POCIBIX MAIIMEHTOB.

beccumntoMHOe ynmHeHne natepana PR y nereii u mogpocTkoB peructpupoBaiu
yalie, 4eM y B3pOCIIbIX.

VY nereli M MOAPOCTKOB perucTpupoBainu OeccumnromMuyto AV 6Gnokamy [ u Il
crenieHu (cM. pazaen «[lo6ounoe aeiictBuey). CiemyeTr cobt01aTh OCTOPOKHOCTD
MpU MPUMEHEHUHU TTPEnapaToB, CHOCOOHBIX BhI3bIBATH yAsIMHEHUE nHTepBana QT. ¥V
JIeTel U IOJAPOCTKOB C paHEE JUArHOCTUPOBAHHBIMU HAPYIICHUSIMU ITPOBOAUMOCTH
(IT unu Gonee BbIcOKas creneHb AV OJokanbl Wiu OJ0Kaabl HOXKEK Mmyuka ['uca)
npenapar COYMATA® cnenyer npuMeHATh ¢ OCTOPOKHOCTBIO U TOJIBKO B TOM
cily4ae, €CJIM M0JIb3a MPEBhIIAeT pUCK. PEKOMEH10BaH KOHTPOJIb PYHKITUU cep/iia,
UCXOJIS U3 KIIMHUYECKUX MPOSIBIICHUN (Hanmpumep, Opaaukapaus).
Ippexmusnocmo

ATazaHaBup + pUTOHaBUpP ObUI HEI()PEKTUBEH MPOTUB BHUPYCHBIX IITAMMOB C
MHOTOYHCJICHHBIMU MYTAaIUSIMH PE3UCTEHTHOCTH.

BcnomorarenbsHblie BCIICCTBA

Jlakmo3sa

[Ipenapatr COYMATA® conepxut nakro3y. [lamuenram ¢ peako BCTpedaromieics
HACJIEICTBEHHON HEMEPEHOCUMOCThIO TajaKTO3bl, JAKTA3HOW HEJAO0CTATOYHOCTBIO
WU TJIIOKO30-TalaKTO3HOW MasibabCcopOIMel MpOTUBOIIOKa3aHO MPUHUMATH 3TOT
npenapar.

Bausinne Ha cnocoOHOCTL YNPABJATHL TPAHCHOPTHBIMU CpeACTBAMU,
MeXaHU3MaMH

CriennanbHBIX UCCIIEIOBAHNM TTO U3YUYEHUIO BIIUSHUS aTa3aHaBUPa HA CIIOCOOHOCTH
VIOpPaBIsATh TPAHCHIOPTHBIMU CpPEJICTBAMHM M paboTaTh € MEXaHM3MaMH He

MPOBOANIOCH.
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CIE ATETBHOCT CIZEI-il
Bo Bpemst nedeHus aTazaHaBUPOM ObLIH \veueHLr G q%n TOI0ROKPYKEHI

dopma BbINyCKA

Kancynsl, 150 mr, 200 mr, 300 mr.

I[lo 5 6, 7 wm 10 xancyl B KOHTYpPHYIO SUCHKOBYIO YyIaKOBKYy U3
TIJICHKU OPUEHTUPOBAHHBII MTOJIMAMH/T/ ATFOMIHHH/TIOJTM BUHIITXJIOPUTHON
(OMMA/AJU/TIBX) wnmu  tuienkn  nommBuHWxopuaaod  ([IBX) wu  donbru
AJTFOMUHUEBOW NIEYATHOM JIAKUPOBAHHOM.

ITo 10, 30, 50, 60, 90, 100 wm 120 kancyn B 0aHKY M3 MOJUITHUICHA BBICOKOU
IJIOTHOCTH, YKYINOPEHHYIO KpBIIIKOW HABUHYMBAEMOW U3 TMOJMIPONUICHA C
KOHTpOJIeM MepBoro BCKpbITHsA. CBOOOJHOE MPOCTPAHCTBO B OAaHKE 3aIOJIHSIOT
BATOW MEIMUIIMHCKOW TUTPOCKOITUYECKOU.

Onny 6anky wm 1, 2, 3, 4,5, 6,9, 10, 12 KOHTYpHBIX SYEHKOBBIX YIIAKOBOK BMECTE
C MHCTPYKIHUEH MO MEAUIIMHCKOMY MPUMEHEHHUIO TTOMENIAIOT B Ma4Ky U3 KapTOHA.
YcaoBusi XxpaHeHU

XpaHuTh npu Temieparype He Boime 25 °C. XpaHUTh B OPUTMHAIBHON YIIaKOBKE
(mayke) JuIs 3alUTHI OT CBETA.

XpaHUTh B HEJOCTYITHOM JIJIS JIETE€ MECTE.

Cpok rogaocru

2 roja.

He npuMeHsTh 10 UCTEUEHUH CPOKa TOJHOCTH.

YcaoBus oTmycka

OTnycKawT Mo pelenTy.

Jlep:xaresib perucTpauiMOHHOI0 YA0CTOBEPEeHUs

000 «ITPOMOME/I PYC», Poccuiickas @enepanus

Anpec: 129090, r. Mocksa, npocriekt Mupa, aom 13, ctpoenue 1, oduc 13
IIpousBoauresb

AO «buoxumuk», Poccuniickas ®enepanus

FOpunnyeckuii aapec: 430030, Pecrrybnmka Mopnosus, . CapaHck, yi. Bacenko,

a. 15A
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Anpec mecta npousBoactBa: 430030
yi. Bacenko, 1. 15A
Tenedon: +7 (8342) 38-03-68

COOTBETCTBYET 2KCNEPTHOMY OTYETY

o1 05.06.2026 N= 11245
Pecnyfimiih MOpIGRIGH, . CApAHCK

DnekTpoHHas novra: biohimic@promomed.pro

Anpec B ceTd HHTEpHET: promomed.ru

Opranusanus, NPUHUMAIOLIAS PETEeH3MU MOTPeduTeei

000 «ITPOMOME/I PYC», Poccuiickas @enepanus

Anpec: 129090, r. Mocksa, npocniekt Mupa, nom 13, ctpoenue 1, opuc 13
Tenedon: 8 800 222 95 63; 8 800 777 86 04 (KpyriaoCyTOUHO)

OnekrponHas moura: hot_line@promomed.pro
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