COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 01.08.2025 N= 19164
UHCTPYKUUSANOCNEAOBATENBHOC TE 0003)

IO MEJUIIMHCKOMY IMNPUMEHEHUAIO JJEKAPCTBEHHOI'O IIPEITAPATA

Hpynun®

PerucrpanuoHHbIii HOMep:
Toprosoe HaumenoBanue: Upynun®
Me:xkayHapoaHOE HENNATEHTOBAHHOE MM IPYNIIHPOBOYHOE HAMMEHOBAHUE: UTPAKOHA30I1

JlekapcTBeHHast popma: KarcyJibl

Cocras
CocraB Ha OJ[HY KarcyJy
Utpakonasona nemier 454,54 mr

[Heticmsyrowee sewjecmeo:

Utpaxonaszon 100,00 mr
Bcnomozeamenvuvie gewjecmsa:

CaxapHnble rpanyisl (20#25) * 210,59 mr
I'mnpomennosa 120,00 mr
OcHoBHolt bytun-Cononumep Metakpunara 15,00 mr
Makporoa 20000 (ITonmusTHIEHTIUKOIB) | 8,95 mr

Kancynot meepovie osrcenamunosvie Ne () ocenmoeo ysema:

Turana auokcun (E171) 1,3333 %
Kpacurens xunonanHoBbli sxentsiit (E 104) 0,9197 %
Kpacutens conneunsiit 3akat sxentsiii (E 110) 0,0044 %
Kenatun 10 100 %

*Cocmae caxaphvix epanyi (Ha 00Hy Kancyuny)

Caxapo3za (30#40) 38,29 mr

Caxapo3a 152,20 mr

Kpaxman kykypy3Hblii 19,14 mr

IToBumon K-30 0,96 mr
Onucanue

Kancyner sxenroro nuetra Ne 0. Conepxumoe Karcyi — cepruuecKkue neuieTbl 0eI0ro Wik MOYTH

0eJoro 1BeTa.



COOTBETCTEYET ZKCNEPTHOMY OTYETY
ot 01.08.2025 N2 19164
dapmakoTepaneBTHYecKasl TIpPyNna: I[POTHBOIPUOKOBEIE) CPEADTBA", CHCTEMHOTD 1 AEiTTBuUS;

IMPONU3BOAHBIC TpHA30JIa.

Ko ATX: JO2ACO02

dapmakoJIOTHYeCKHe CBOHCTBA
Dapmakoounamuxa

®_ CHHTCTHYCCKOC HpOTI/IBOFpI/I6KOBOG CpCACTBO MIMPOKOI'O CIICKTPA I[CﬁCTBPIH,

[Ipenapar Upynun
coJepKaliee HTPAKOHA30Jl, TPOM3BOJHOE TpHa3ojia. MeXaHW3M JeHCTBUS HWTpPaKOHA30ja
3aKJII0YAaeTCsl B MHTMOMPOBAHUU OMOCHHTE3a 3ProcTepoja — OCHOBHOTO KOMIIOHEHTA KJIECTOYHOM
MeMOpaHbl Tpuba, y4YacTBYIOIIETO B TOAJACPXKAHUW CTPYKTYPHOW IIEIOCTHOCTH MEMOpaHbI.
Hapymenune cuHTEe3a 3procreposia MPUBOAUT K H3MEHEHHUIO MTPOHUIIAEMOCTH MEMOpaHbI U JIM3HCY
KJIETKH, YTO U 00yCIIaBIMBaeT MPOTHUBOTPUOKOBEIH 3(pPeKT mpenapara.

HTpakoHa307 aKTUBEH B OTHOIICHUU MH(EKIINH, BBI3BIBAEMBIX TpUOaMHU:

Candida spp.(Bxmouas Candida albicans, Candida tropicalis, Candida parapsilosis v Candida
dubliniensis), Aspergillus spp., Blastomyces dermatitidis, Cladosporiun spp., Coccidioides immitis,
Cryptococcus neoformans, Geotrichum spp., Histoplasma spp., Bxmoudas H. capsulatum,
Paracoccidioides brasiliensis, Penicillium marneffei, Sporothrix schenckii w Trichosporon spp.
HTpakoHa3o Takke Mokasall akTUBHOCTh B OTHOIIEHUH Epidermophyton floccosum, Fonsecaea
spp., Malassezia spp., Microsporum spp., Pseudallescheria boydii, Trichophyton spp. u npyrux
JPOKKEBBIX U TPHOKOBBIX HH(DEKIINH.

Candida krusei, Candida glabrata v Candida tropicalis sBns10TCS HAUMEHEE YYBCTBUTEIBHBIMU K
nercTBUi0 uTpakoHaszona Bumamu Candida. In vitro pon Candida HECKOIBKO H30JMPOBAHHO
MOKa3bIBaJl OTHO3HAYHYIO PE3UCTEHTHOCTh K UTPAKOHA30ITY.

OCHOBHBIMU THUTIAMH TPUOOB, Pa3BUTHE KOTOPBHIX HE TOAABISETCS WUTPAKOHA30JIOM, SIBIISIFOTCS
Zygomyces (Rhizopus spp., Rhizomucor spp., Mucor spp. u Absidia spp.), Fusarium spp.,
Scedosporium spp. n Scopulariopsis spp.

YCTOHYMBOCTE K a30JiaM Pa3BUBACTCS MEIUICHHO M YacTO SIBIISICTCS PE3YJIbTaTOM HECKOJIBKHX
TCHETHUYCCKUX MyTarui. OnucaHHble MEXaHU3MbI Pa3BUTHS YCTOWYMBOCTH BKIIOYAIOT B ceOs
runepakcnpeccuto rera ERGI11, xoxupytomero ¢epment 14a-nemernnasy, KOTOPBIH SIBISETCS
OCHOBHOM MUIICHBIO JEUCTBUS a30Ji0B, W TodeuHble MyTtanuu ERGI1, npuBomsmme k
YMEHBIICHHIO CBS3bIBAHMS (PEPMEHTOB C a30JIaMH H/HITH K aKTHBAIIMW TPAHCIIOPTHBIX CHCTEM, YTO
MIPUBOJIUT K YBEJIMUCHHIO BBIBEICHHS a30J10B. Habmoqanack nepekpectHas ycroiunBocts Candida
Spp. K TpenapaTaM TPYIIBI a30JI0B, XOTS YCTOWYMBOCTh K OJHOMY Iperapary 3TOW Trpynibl He

00s13aTeTbHO O3HAYAeT HAJIMYUE YCTOWYMBOCTH K JPYrUM IpemnapataM TpPyIIbl  a30JI0B.
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CooOmanoce o mrammax Aspergillus fumigates, ycTONUUBBIXIK AFPAKOBATHAY EH OCTH 0003)

COOTBETCTEBYET 3KCNEPTHOMY OTYETY

Dapmakokunemuka

MakcumanbpHasi KOHUEHTPALMs UTPAKOHA30Jla B IUIa3ME JIOCTUTAeTCs B TedeHue 2-5 4 mocie
MepopasbHOTO MpueMa. BeencTerue HenmuHeHHON (apMaKOKHHETUKH UTPAKOHA30J1 HAKATLITUBACTCS
B IUIa3ME€ KPOBHU IMPH MHOTOKPATHOM IpueMe. PaBHOBECHash KOHIIEHTpAIlMsi UTPAKOHA30J1a, KaK
MpaBWIO, JOCTUTAETCA B TEYEHUE MNPUMEPHO 15 mHEH, mpu 3TOM 3HAYECHHUS MAKCUMAIIbHOU
koHHeHTpauuu  (Cmax)  HWTpakoHazona coctaBmsror 0,5 wmkr/mu, 1,1 Mxr/man u
2,0 MKI/MJI COOTBETCTBEHHO Mociie nepopanbHoro BBeaeHus 100 mr 1 pa3 B nens, 200 mr 1 pa3 B
nenb, 200 mr 2 pa3a B geHb. KoHeuHbII mepuo/ moayBbIBEIeHUS 00OBIYHO cocTaBisieT 16—28 u mpu
OJIHOKpaTHOM TipueMe U 34—42 4 npu MHOTOKpaTHOM mnpueme. KoHIeHTpanus UTpakoHaszoJia B
MJj1a3Me KpPOBM CHUIKAETCS JO MPAKTUYECKU HEOINpPENEeasieMOro 3HauyeHusi B TeueHue 7—14 nHeu
Moclie TpeKpalleHus] Tepanuy B 3aBUCUMOCTH OT HA3HAYEHHOW J03bl U MPOAOJDKUTEIBHOCTH
neuenus. OOmiee cpenHee 3HAUEHUE KIUPEHCA HWTPAKOHA30Jia B IUIa3ME MPH BHYTPUBEHHOM
BBelleHUU cocTaBisier 278 mi/MuH. KimpeHc uTpakoHa301a yMEHbBIIASTCS MPU 00Jiee BBICOKUX
7103aX B CBSA3M C HACBILLIEHUEM ITyTell ero MeTaboau3aluy B ICYEHH.

Abcopbyus

Htpakonazon ObicTpo abcopOupyeTcs mocie MmpueMa BHYTpb. MaKcHMalbHblE KOHIIEHTPALUU
HEHM3MEHEHHOTO MTPAKOHA30JIa B IUIa3M€ JOCTUTAIOTCS B TE€YEHHE 2—5 U MOCNe MepopalibHOTO
npueMa Karcyibl. AOCOMIOTHAass OMOJOCTYMHOCTh WTPaKOHA30ja IOCJE MEePOPaTbHOTO IpHeMa
coctaBisieT okojgo 55 %. Ilpu mepopaibHOM NpPUMEHEHHH MaKCUMallbHas OHOJIOCTYIHOCTb
UTPaKOHA30J1a OTMEYAeTCs IPU MIPUEME KarcCy cpa3y MocCie ebl.

BcacriBanue utpakoHazona B Karcyjax CHH)KEHO Yy MALKUEHTOB C MOHMWKEHHON KHCIOTHOCTHIO
YKEJITYJIOYHOTO COKa, HAaIpuMep, Ha (oHe mpuema mpenapaTroB, MOIABIISIONINX CEKPEIUIO COJISTHON
KHCIIOTBI B JKeNyJKe (TakuX Kak aHTaroHUCTbl H2-THCTaMUHOBBIX PELENITOPOB, WHTHOUTOPBI
MPOTOHHOW TIOMIIbI), WJU Yy TAalMEHTOB C aXJOprujapueil Ha (oHe pa3nUyHBIX 3a00JIeBaHUU.
BcacriBanne wuTpakoHa30la HATONIAK Yy TaKUX TMAIlMEHTOB YBEJIWYUBACTCS TpU MpUEME
WUTpaKOHA30J1a B KarCyJax, OJHOBPEMEHHO C KUCIBIMH HAaMUTKAMH (TaKUMU KaK HEIHETHUECKas
kona). [Ipu nmpueme utpakonaszosna B Karncysax B go3¢ 200 Mr oTHOKpaTHO HATOIaK COBMECTHO C
HEJMETUYECKOM KOJIOM TMocie MpeaBapuTEeIbHOTO TpHeMa aHTaroHucra Hz-ructaMuHOBBIX
pPELEnTOPOB pPaHUTUAMHA BCACBIBAHME HMTPAKOHA30JIa OBUIO COMOCTABUMBIM C BCACHIBAHHUEM
WTpaKoHa30J1a B Karcyjax Mpy mpruemMe TOJIbKO JaHHOTO Ipenapara.

DKCHO3UIIKMA UTPAKOHA30J1a HUXKE MPU MPUEME UTPaKOHA30Ja B BUIEC KaICysl MO CPaBHEHHUIO C
HKCIIO3UIIMEN UTPAKOHA30J1a IPU MTPHEME TOM K€ 103bI B BUJIE€ pacTBOpa ISl IpueMa BHYTPb.
Pacnpeoenenue

Utpakonazon Ha 99,8 % cBs3piBaeTcs C OelKaMy IUIa3Mbl, B OCHOBHOM C albOyMHHOM
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(TMIPOKCHHUTPAKOHA30J CBA3BIBAETCA C albOyMHHOM Ha (99.6C %) [Takke PMMEHEHOT epONQEBO K

munuaaM. B HecBsizaHHOM BHJie B miia3Mme octaercs Toibko 0,2 % wutpakonazona. Kaxymuiics
o0wvem pacnpeznenenus >700 J, 4TO CBUAECTEILCTBYET O €r0 3HAYUTEIHLHOM DACIPENCICHUN B
TKkaHsAX. KOHIIEHTpaluu B JETKUX, TIOYKaX, KOCTSX, JKEIyJKe, CeJIE3eHKE U MBIIIax B 2—-3 pasza
BbIIIIE, YEM COOTBETCTBYIOIIME KOHIIEHTpAIMK B IJIa3Me, IIPU 3TOM KOHIEHTpalus Mpenapara B
TKaHSIX, COJEPKAIINX KepaThH, 0COOCHHO B KOXKE, TPUMEPHO B 4 pa3a MPEBBIIIAET KOHIIEHTPAIHIO
B 11a3me. KoHleHTpanus B CHMHHOMO3TOBOM JKUJIKOCTH 3HAUUTENILHO HIDKE, YEM B TIa3Me KPOBH,
TEM HEe MeHee OblIa MPOJIEMOHCTPUPOBaHA 3(PPEKTUBHOCTh UTPAKOHA30JIa TIPOTHB BO3OYAUTEICH
MH(EKIHA, TPUCYTCTBYIOIINX B LIEPEOPOCTHHATLHOM KUAKOCTH.

Memaboausm

Kak Obuto mokaszano B uccienoBanusix in vitro, CYP3A4 sBnseTcss OCHOBHBIM M30(EPMEHTOM,
Y4acTBYIOIIUM B MeTa0oiM3Me WTpakoHa3ona. MTpakoHa3onm monBepraeTcss aKTUBHOMY
MeTaboM3My B TI€YEHU ¢ 00pa3oBaHMEM MHOXECTBa MeTa0oJuTOB. OCHOBHBIM METa0OJUTOM
SBIIAETCS TUAPOKCUUTPAKOHA30J, KOTOPBIN in vitro obnagaer mMpoTHBOTPUOKOBOI aKTHBHOCTHIO,
COMOCTaBUMOM ¢ UTpakoHa300M. KOHIIEHTpaluu ruIpOKCUUTPAKOHAa301a B IJIa3Me MMPUMEPHO B
2 pa3a MpeBBIIAIOT KOHIICHTPALIMIO UTPAKOHA30JIA.

OKckpeyus

WTpakoHa3on BBIBOAUTCS MPEUMYIIECTBEHHO B ()OpME HEAKTHBHBIX META0OIUTOB Yepe3 MOYKHU
(35 %) n yepe3 kumeunuk (54 %) B TeUeHHE OAHOM HEIENN MOCIIE IPUEMa PACTBOPA JJIs IIpHUEMa
BHYTpb. [loueuHas SKCKpeIus HTpaKoHa30J1a ¥ €r0 aKTUBHOTO METa00INTa THAPOKCHUTPAKOHA301a
cocraBisieT MeHee 1 % oT 1036l Ipenapara, BBEICHHOW BHYTpUBEHHO. Ha OCHOBaHMHU pe3ynbTaToB
u3yueHns papmakokuneTuku *C-MeueHOro mpemnapaTa 1ocje nepopaabHOro NpueMa BhIBEJCHHE
HEU3MEHEHHOTO UTPAKOHA30J1a Yepe3 KUIIEUHUK Bapbupyet oT 3 % 10 18 % npuHsATOM 10361
[Tockonpky mepepacmpeneneHne WTpaKoHa3ojda W3 TKaHEH, COIEpXkalluX KEpaTHH, SIBISETCS
HE3HAYUTENIbHbIM, BBIBEJICHHE WTPAKOHA30Jla M3 OTUX TKaHEH CBS3aHO C pereHepanueit
snuaepMuca. B oTauune oT miuasMbel KpOBH, KOHIIEHTPALUS UTPAKOHA30JIa B KOXKE COXpPaHSIETCS B
TeueHue 2—4 Hejelb Mocie MpeKpanieHus: 4-HeAebHOrO JICUCHUS, a KOHUEHTpAIUsl B KepaTuHE
HOT'TSI, TJIE¢ UTPAKOHA30J] MOXKET ObITh OOHApPYKEH yKe uepe3 | Hememnro rmocjie Havajia JIeYeHUs,
COXpaHsieTCA MO KpaHEe Mepe B TEUCHHE IIECTH MECAIIEB MOCJIE OKOHYAHUS 3-MECAYHOIO Kypca
JICUYCHUS.

Ocoovie kamezopuu nayuenmog

Iayuenmoi ¢ HapyweHuem yHKyuu nevyeHu

WTpakoHa3on MpeuMYyLIECTBEHHO MeTa0onu3upyercs B TNedeHH. B Xxoae wuccrienoBaHUs
(bapMaKOKUHETHKH CpaBHHUBAIN (DapMaKOKMHETHYECKHE TOKa3aTeld MalUeHTOB C IIMPPO30M

MEYCHH U 3I0POBBIX JOOPOBOJBIIEB. Y MAIMEHTOB C IUPPO3OM MEUYCHU MPH OJHOKPATHOM MPUEME
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3HAYUTENbHO HIKE (Ha 47 %), ueM y 310pOBbIX ManueHToB. CpeiHuil nepro1 Moy1yBbIBEACHUS IPU
npreMe OJHOKPATHOH /1035l OB YBEJIHUYEH Y MAIlEHTOB C IUPPO30OM IEYECHU U COCTABIISI B 3TOM
uccrnenoBannu 3717 4 mo cpaBHeHHIO ¢ 16+5 4 s 310poBBIX A0OpoBOJBIEB. CpemHss
HKCHO3MILMS HUTpaKoHaszosa (IJIOUIaab TMOJA KpPUBOW «KOHIEeHTpamus — Bpems», AUC) Obuia
AHAJIOTUYHOW Yy TMAlMEHTOB C LUPPO30OM IE€YEHW M Yy 3J0POBBIX 100pOBOJIbLEB. JlaHHBIE O
JUINTEIbHOM MPUMEHEHMH HTPAaKOHa30ja y MallMEeHTOB C LUPPO30M IMEYEHH OTCYTCTBYIOT (CM.
pazzaensl «Crocod npuMeHeHust U 103b» 1 «OcoOble yKazaHus»).

Tayuenmsi ¢ HapyweHuem yHKyuY noduex

JlaHHBIE O MEpPOPATBLHOM NMPUMEHEHUM MTPAKOHA30J1a JUIsl JICYEHUs MalMeHTOB C HapyLICHUSAMHU
(GYHKIMU TOYEK OTPAHUYEHHBL. Y NAllMEHTOB C YPEMUEH, Y KOTOPBIX CPEeTHHUM KIMPEHC KpeaTHHUHA
coctapysn 13 mi/mun x 1,73 M2, cucteMHoe Bo3zelictBue urpakonasona (AUC) 6blI0 HECKOIBKO
HIDKE€ II0 CPaBHEHMIO C OCHOBHOM mnomyisiuued. He BBIABICHO 3HAYUTENBHOTO BIIMSHUSA
reMOJIMaIN3a WINM JJIMTENbHOTO IMEPUTOHEANBHOTO [Halin3a, MPOBOJUMOIO B aMOYJIaTOPHBIX
YCIIOBUSIX, Ha MOKa3aTesn (apMaKOKUHETUKN UTPAKOHA301a (Tmax, Cmax 1 AUCo-8u).

Ilocre oqHOKpaTHOrO BHYTPUMBEHHOI'O BBEJEHUS INpenapara KOHEUHBIH MEpUOJ MOTYBBIBEICHUS
UTPAaKOHAa30ja y MallMEeHTOB C HE3HAYUTEJbHBIM (ONpPENENseTcs B HCCIECJOBAHUM KaK KIHMPEHC
kpearunuHa 50—79 mu/MuH), cpenHuM (KiaupeHc kpeatuHuHa 20—49 MiI/MUH) WIK BBIPAKCHHBIM
HapylieHrneM (QYHKIUU ToYeK (KiupeHc kpearnHuHa <20 MII/MHH) CXOJHBIH C TaKOBBIM Y
3IOPOBBIX JIO/IeH (nMama3oH cpeqHuX 3HaueHui 42—-49 4 mo cpaBHEHUIO ¢ 48 U y MAIMEHTOB C
HapymeHUsIMU GyHKIIUH TTOYEK U 3I0POBBIX T0OPOBOJIBIIEB COOTBETCTBEHHO). OOIIast SKCIIO3UITUS
UTPAaKOHa30j7a, Ha OCHOBaHUM oOleHKM mnokazatenss AUC Obula CHWKEHa y MalUeHTOB C
YMEpPEHHBIMH U BBIPQXKEHHBIMU HapylleHUsMU (yHKuu nodek mnpumepHo Ha 30 % u 40 %
COOTBETCTBEHHO, 110 CPABHEHMIO C MALMEHTaMH, Y KOTOPbIX (PyHKIIMS TOYEK HE HApYyIICHA.
JlaHHBIE O JJTUTEITFHOM HCIIOJIb30BAaHMH MUTPAKOHA30J1a MAIMEHTAMH C HApPYHICHUSMHU (QYHKIUU
NouyeK HeAocTynHsl. IIpoBeneHue nauanus3a He BIUSET HA MEPHOJ MOTYBBIBEICHHS WU KIHMPEHC
UTPaKOHAa30J1a WIH TMIPOKCUUTPAKOHA301a.

Jlemu

JlanHble 0 (QapMaKOKMHETUKE WUTpaKOHa30jla y MAlMEHTOB JETCKOI0 BO3pacTa OrpaHUYEHHBI.
Knuanueckue nccnenoBanus (papMakOKMHETHKH y JIeTe U MOAPOCTKOB B BO3pacTe OT 5 MecsIeB
1o 17 net npoBOIMIINCH C TPUMEHEHHEM UTPAKOHA30J1a B KalCyjax, pacTBOpa JAJs IpUeMa BHYTPb
U pacTBOpa JUIsl BHYTPUBEHHOTO BBeJeHUA. HIMBUAyanbHbIe 0361 ipenapaTa B popMe Karcys U
pacTBopa i IpueMa BHYTPb BappupoBaiv oT 1,5 1o 12,5 Mr/Kr/neHs npu npuemMe OAuH WIH JBa
paza B neHb. [Ipu mpueme mpemnapata B OJHOM M TOM K€ CYTOYHOHM J03€ JIBa pa3a B JICHb 110

CpaBHCHHIKO C IpUEMOM OJHWH pa3 B MACHb MAKCUMAJIbHAA W MHHUMAJIbHAA IUIa3MCHHAas
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KOHLIEHTpaLus OblIa COOCTaBUMOM € TAKOBOH y B3pOCHbIN HAIHEHTOBHIPAHIPHeMe UTpak0Ra301a

OJIMH pa3 B AeHb. He OBLIO 3apernucTpupoBaHO CYIIECTBEHHBIX BO3PACTHBIX Pa3InYHil MoKa3aTenei
AUC utpakoHa3oja 1 €ro o0Iero KJIMpeHca; B pelIKuX ciaydasx HaOironanach He3HAUYMTeNbHAs
B3aMMOCBSI3b MEXJIy BO3pPAcTOM MAIEHTOB W 3HAUCHHUSMH 00BbEMa pacmpeiesieHHs Iperapara,
Cmax 1 KOHEUHOTO NIEPHO/1A ITOJTyBBIBEACHHUS. Y CTAHOBIICHHBIN KJIMPEHC UTPAKOHA30J1a U €r0 00beM

pacrpeacICHUA 3aBUCAT OT MACChI TCJIa ITAlITUCHTOB.

Iloxa3zanus k NMPUMECHECHUIO

— TlopakeHue KOXKH U CIU3UCTHIX 000I0UEK:
- BYJIbBOBaruHaJIbHbIA KaHANUJ03
- oTpyOeBHWIHBIN JHIIIANA
- JIepMaTOMHUKO3bI
- KaHAMJI03 CIM3UCTOI 000JI0UKH MOJIOCTH pTa
- TpUOKOBBIN KepaTUT
— OHUXOMHKO3BI, BEI3BaHHBIE IepMaTO(PUTAMU H/WITH APOKKETIOTOOHBIMU TPHOAMU
— CucrtemMHbIE MUKO3BI:
- CHCTEMHBIH acriepruiie3 1 KaHaun03
- KPHUNTOKOKKO3  (BKJIIOYas ~ KPUNTOKOKKOBBIH ~ MEHMHIWT): Yy  TaLUEHTOB C
UMMYHOJEPUIUTOM U y BCEX NAIMEHTOB C KPUITOKOKKO30M LIEHTPaJbHON HEpBHOMU
cuctembl npenapar UpyHun® noiskeH Ha3HAyaThes TOJIBKO B CIIydasX, €CIIM IPENaparhl

NIEPBOI IMHHUM JICYCHHUS HE IPIMEHUMBI B IAaHHOM CJTydae WU He Y PEKTHBHBI
- TUCTOILIa3MO3

- 0JaCTOMHUKO3
- CHOPOTPHUXO03
- TapaKOKIMJIUOHIOMHUKO3

- IpoYune peaKoO BCTPEUHAOINUECA CUCTCMHBIC UJIN TPOITNYCCKUC MUKO3bI

IIporuBonoka3zanus

- ['unepuyBCTBUTENBHOCTH K UTPAKOHA30IY MIJIM BCIIOMOTATENIbHBIM BEIlleCTBAaM

- CoBMecTHOE TPUMEHEHHE HWTpPaKOHA30Jla C IpermaparaMud — cyOcTpaTtamu u3o(hepMeHTa
CYP3A4 MoxeT yBeIWYMBATh KOHIIEHTpALMIO Mpenapara B IUIa3Me, YCUJIMBAaTh WU
MIPOJIOHTUPOBATh TEPANEBTUUECKUN U HeKeNaTeNlbHbIe dP(EKThI, KOTOPbIE MOTYT BBI3BATh
NMOTCHIUAJILHO OINACHYIO CHUTYaAllUIo. Haan/IMep, IMOBBIIICHHUC KOHHOCHTpAWUW B IUIA3MC
HCKOTOPLIX IIPLCIapaToB MOXKCET BbI3BIBAThH YIJIMHCHHUC HWHTCpPBAja QT H CCPACUHYIO

TaxXUapUTMHIO, BKJIIOYas Ciydad ABYHANpPABICHHOW BEPETEHOOOPA3HOH JKEIyJd0YKOBOH
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TaXUKapAuu, QatanbHOM apuTMuu (CM.  pasfiemC | B3anmoeHCEBHE) - Th (ApYTHMHU

JICKApCTBCHHBIMU CpeI[CTBaMI/I»)
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OnHOBpeMEHHBIN TIpHeM mpernapaToB — cyocrtpatoB m3odepmenta CYP3A4 (cMm. pazpen

«B3anMopelicTBrE C IpYyTrUMU JIEKAPCTBEHHBIMU CPEJICTBAMUY ), TAKUX KaK:

JI€BALETUIIMETa10H, METAJIOH;
JU30MUpaMu, 10heTUINA, APOHEAAPOH, XUHH/IUH;

TEJINTPOMUIIMH y NAIIUEHTOB C HAPYIIECHUSAMHU (PYHKIIUHN OYEK WM MIEYSHH TAKEIIOH
CTEIICHY;

TUKarpesop;

rano(aHTpuH;

acTeMHU30JI, MU30J1aCTUH, Tep(eHaauH;

QJIKAJIOUJIBI CIIOPBIHBU: JTUTHAPOIPTOTAMUH, 3PTOMETPHH (3PTOHOBHUH), IPrOTAMHH,
METWJI3PrOMETPUH (METUIIPIOHOBUH ), AIETPUNTAH;

UPUHOTEKAH;

JAypa3uIoH, MHJAA30jaM JUIsl IE€pOpPaJbHOrO IpHUEMa, NHMO3MJI, CEPTHUHIOI,
TPHA30JIaM;

Oenpunui, GeNoAuNIH, JePKaHUIUTHH, HUCOJITUIHH;

uBaOpa/ivH, paHOJIa31H;

SIUIEPEHOH;

LU3aIpU I, JOMIIEPHUIOH;

JIOBAcTaTUH, CHMBACTAaTUH, aTOPBACTATHH;

(de30TepoaAMH y NAIMEHTOB C HEJOCTATOYHOCTHIO (YHKIMU TOYEK WM TMEYECHHU
YMEPEHHOH WM  TSXKEJIOM  CTEeNeHW, ColNM(eHauuH Yy TalueHTOB ¢
HEI0CTaTOYHOCThIO (DYHKLMHU IOYEK TSKEJIOW CTENEeHH M C HEeJA0CTaTOYHOCThIO
(GYHKINU IEYeHH YMEPEHHOM WM TSHKEJION CTETeHH;

KOJIXUIUH Y NAIMUCHTOB C HAPpYUICHUAMU (I)YHKI_II/II/I INECYCHU UJIN ITIOYCK

XpOHI/I‘-IeCKaH cepacuHad HEAOCTATOYHOCTH B HACTOANICC BpPEMA WM B AHAMHE3C (33.

HCKITIOYCHUEM TEPANKH JKU3HEYTPOKAIOIINX WU APYTUX onacHbIX MHpexkuuid. CMm. paszuen

«Oco0bIe yKazaHU)

HCHCpeHOCI/IMOCTL (l)pYKTOSLI, ,Z[e(l)I/II_II/IT CaXapaSLI/I/ISOMaJ'ILTBBH, TJIFOKO30-TraJIaKTO3Hasa

MaababcopOIus

JeTckuii Bo3pact 110 3 jeT

bepemenHOCTh (32 MCKIIIOUEHUEM CIIydaeB, YIpOXKAIOMIMX >KU3HHU, M €CIH O0XKHMJIaeMbIi

MOJIOKUTEBHBIN APPEKT A1 MaTepu MPEBbIIAET BO3MOXKHBIN Bpell Ul IJI0Ja) U TPyAHOE



ot 01.08.2025 Ne 19164
BCKAPMJIMBAHHE (MOCNEOOBATENLHOCT 0003)

COOTBETCTEBYET 3KCNEPTHOMY OTYETY

C 0cTOpPOKHOCTBIO

- [Ipu runepyyBCTBUTENBHOCTH K APYTUM a30j1aM

- [Ipu uuppo3se neyeHu

— [Tpu TspKENBIX HApYIMIEHUSX (PYHKIIMN IEYCHH U TIOYEK
— VY NOXUIBIX IallUEHTOB

— VY nereii (cM. Takke paznen «OcoOble yKa3aHUs»)

IIpumenenne npu 0epeMEHHOCTH M B IEPUOJ I'PYAHOI0 BCKAPMJ/IUBAHUA
bepemennocmo

® HC OOJIKCH MNPUMCHATHCA IIPU 6€peM€HHOCTI/I, 34 UCKIIKOYCHUCM CJIy4dacB,

IIpenapar MpyHun
YTPOXKAIOIMINX JKU3HU, M, €CIH OXXHIACMBIH TOJOKHUTENbHBIA 3 deKT s marepu npeBbIIIaeT
BO3MOXKHBIN BpeJl AJIs TUIOJA.

B noxnuHMYeckux ucciaeoBaHUAX ObLIO MOKa3aHO, YTO UTPAKOHA30J O0NaaeT PenpoyKTUBHOM
TOKCHYHOCTBIO.

JlaHHBIX 00 WCIIOJNIB30BaHUM HMTPAKOHA30JIa B TMEpUON OCpEeMEHHOCTH HEIOCTaTouyHOo. B xone
KIIMHUYECKOT0 MPUMEHEHHS Iperapara nocie perucTpaiiy OblIl OTMEUEHbI CIy4Yau BPOKICHHBIX
aHoManuii. Takue ciayyau BKIIOYAIM HApPYIICHUS Pa3BUTHs 3pEHUS, CKEJEeTa, MOYETOJIOBOH U
CepACYHO-COCYTUCTON CHUCTEM, a TaKXKe XPOMOCOMHBIE HApYIICHHS U MHOXKECTBEHHbIC MOPOKH
pasButHs. OHAKO, SBISETCS JIM MPUMEHEHHE UTPAKOHA30J1a TPUIHMHON BO3ZHUKHOBEHHUS JTaHHBIX
HapylUIeHWH, JOCTOBEPHO HE YCTAaHOBJIEHO. OMUIEMHUOJOTUYECKUE JIaHHbIE B OTHOLICHUH
BO3JICHCTBUSl WTPAaKOHA30jJa B TEPBBIM TpuUMecTp OEpEeMEHHOCTH, B OCHOBHOM Yy MallMEHTOK,
MOJTyYaBIINX KPATKOCPOUYHYIO TEPAIHIO MO MTOBOJY BYJIbBOBArMHAIBHBIX KAHIUI030B, HE BBISIBUIIN
TIOBBIIIEHHOTO PUCKA Pa3BUTHUSI BPOXKJACHHBIX aHOMAJIMH MO0 CPABHEHUIO C KOHTPOJIGHOM TPYIIIOH,
He TI0JIBEepraBIIeiicsl BO3ACHCTBUIO HU OJTHOTO M3 U3BECTHBIX TEPATOTEHHBIX (PaKTOPOB.
JKeHIMHAM ~JETOPOJHOTO BO3pPACTa, NPMHUMAIOMUM mpenapaT MpyHun®, Heo6Xoaumo
UCIIOJIb30BaTh aJIEKBATHBIC METO/IbI KOHTPAIECTIIIUN HA MPOTSHKEHUH BCErO Kypca JICUeHHUs BILIOTh
710 HACTYTIJICHUSI IEPBOI MEHCTPYaIlUH.

Ilepuoo epyonoco eckapmausanus

C rpyAHBIM MOJIOKOM BBIBOJAMUTCS OYE€Hb HEOOJBIIOE KOJIMYECTBO UTpaKoHa3oma. [Ipu HazHaueHuH

npenapata Upynun®

JKCHIMHAM, KOpMSIIHUM I'PYIAbIO, HCO6XO,Z[I/IMO B3BCIINBATH NPCAIIOJIaracMoc
COOTHOUICHUC ITOJIB3bI U PUCKOB. B ciry4dac COMHEHUM JKCHIMHA JOJI?KHA OTKA3aTbCA OT KOPMIICHHU A

TPYIbIO.



COOTBETCTEBYET 3KCNEPTHOMY OTYETY
ot 01.08.2025 N= 13164
(MOCNEQCBATENBHOCTE 0003)

Cnoco0 npuMeHeHMsI U 103bI

Jlns ontuMaibHON aGcopOLuK Mpenapata HeoOXOAMMO MpUHMMATh mpenapatr Mpynun® cpasy

IIOCJIC €ObI. KaHCYHI:I CJICAYCT I'JIOTATh LICJIUKOM.

IToxa3zanmue Jlo3a IIpoaoKUTEIbHOCTD JIeYeHUSs
BynnBoBarmHaabHBINA KaHIUI03
y 200 mr 2 pa3a B CyTKH 1 nenn
1501051 501051
200 mr 1 pa3 B cyTku 3 nHs
OTtpyOeBUAHBIN TUIIAM 200 mr 1 pa3 B cyTku 7 nueu
JlepMaTOMHUKO3bI TTIaJKON KOKHU 200 mr 1 pa3 B cyTku 7 nueu
WA 583071
100 mr 1 pa3 B cyTku 15 nueit
[Topaxxenust 200 mr 2 pa3 B CyTKH 7 nHen
BBICOKOKEPATUHU3UPOBAHHBIX 1501051 150305
oOnacteii  koxkHOro  mokposa, 100 mr 1 pa3 B cyTku 30 nueit
TaKMX KaK KUCTH PYK U CTOIIBI
Kaununos cnusucroii 000104KHd 100 mr 1 pa3 B cyTku 15 guen
MOJIOCTH PTa

buonocTynHOCTh UTpaKOHAa30ja MPU NEPOPATLHOM IPUEME MOXKET ObITh CHUKEHA Y HEKOTOPBIX
MAIMEHTOB C HAPYIIEHHBIM UMMYHUTETOM, HAIPUMED, Y MAIIUEHTOB C HEUTPOIIEHUEH, TAITUEHTOB
co CIIM[Jom wnmm c¢ mnepecaxxeHHbBIMH opraHamu. CregoBaTelbHO, MOXET MOTPeOOBaTHCS
JIBYKpPAaTHOE YBETUYECHUE J03bI.

21 neHn
JUINTENbHOCTh  JICYEHHUS] MOXKET
OBITh CKOPPEKTUPOBaHA B
3aBUCHUMOCTH  OT  yJIy4YIIEHHUS
KJIMHUYECKOW KapTUHBI

['prOKOBBIN KEPATUT 200 mr 1 pa3 B cyTkH

OHMXOMHMKO3bI, BbI3BAHHbIE 1ePMATO(PUTAMH U/UIH JPOKKENOTOOHBIMU U
IUIECHEeBBIMHU I'PUOaAMH

I[O3BI U IPOAOJIKUTCIIBHOCTD JICUCHUSA

OHNXOMHKO3BI —
MyJIbC-Tepanus

Onun Kypc myJibC-T€panmuu 3aKII0YaeTCs B €XKEIHEBHOM IpHUEME II0
2 karncynsl ipenapata Mpysana® n8a pasa B cyTku (1o 200 Mr 1Ba pasa B
CyTKH) B TEUCHHUE OJHOM Heaenu. [ redeHus: TpuOKOBBIX MOPAKEHUMA
HOI'TEBBIX IUIACTUHOK MaJIbLIEB KUCTEH peKoMeHAyeTcs aBa Kypca. [ns
JICYCHUS] TPUOKOBBIX MOPAXKCHU HOTTEBBIX IJIACTUHOK MaJbIEB CTOT
peKoMeHayeTcsi Tpu Kypca. [IpoMexxyTok Mexy KypcaMu, B T€UEHUE
KOTOPOro HE HYKHO MPUHUMATH TMpernapaTr, COCTABISIET 3 HEACIH.
Kinanueckue pe3ynapTaThl CTAaHYT OYEBUAHBI IOCIE OKOHYAHMS
JICYCHUS, TIO MEPE OTPACTAHUS HOTTEH.




COOTBETCTEBYET 3KCNEPTHOMY OTYETY

ot 07 08 2025 N 19164
Jlokanu3anus OHUXOMHUKO30B | l-s 2-51 3t | A-ANOOFENGA TEITEH O 8 0]
HE. He. HeA—HCcT: HEH: HeA—HCHT: HEH: HEH:

[TopaxeHne HOTTEBBIX Henemn, Henemn,
MJIACTUHOK NaJbIEB CTOM C 1-it | cBOOOMHBIE OT 2-ii | cBOOOAHBIE OT 3-i
nopaxeHHueM uiu 0e3 Kypc | mpuema mpemnapaTta | Kypc | IpHema rpemnapara | Kypc
MOPAKEHUSI HOTTEBBIX Upyuun® Upyuun®
IUTACTUHOK TaJIbLIEB KUCTEN
[TopaxxeHne HOTTEBBIX 1-i Henenn, 2-#
IJIACTUHOK NaJbIIEB KUCTEU Kypc | cBOOOAHBIE OT Kypc

IpremMa npemnapara

Upyana®
OHMXOMHKO3BI — Jo3a [IpoomKUTENBHOCTD JIEYEHUS
HelpepbIBHOE JIeYeHue
[Topaxxenue HorTeBbIX | [1o 200 Mr B cyTKH 3 mecsna
IUIACTUHOK TMaJlbLIEB CTON C
OpaKeHHEM WA oe3
MOPAKEHUS HOTTEBBIX
IUTACTUHOK TaJIbLIEB KUCTEN

BriBeneHre uTpakoHa3olla M3 KOKM M HOTTEBOW TKaHU OCYIIECTBISICTCS MEAJICHHEE, YeM W3
m1a3Mel. Takum 00pa3oM, onTUMaIbHbIE KITMHHYECKHE U MUKOJIOTUYECKUE YPPEKTHI JOCTUTAIOTCS
yepe3 2—4 Helenu mociie OKOHYaHUs JIeYeHUs Tpu MHPEKIUAX KOXKU U yepe3 6—9 mecsies nocie

OKOHYaHUs JICHCHUSA HOI'TEBBIX HH(bGKHPIfI.

CucreMHBIE MUKO3BI
IToka3anue Ho3a Cpennss 3ameuaHus
NPOI0/ZKUTEILHOCTD
JeyeHusd *
Acnepruies 200 mr 1 pa3 B | 2-5 Mecs1eB YBEIUUUTH 103y
CYTKH 1o 200 mr 2 pa3a B CyTKU

B Cly4a€ HWHBA3MBHOIO
HIIH
JTMCCEMUHHUPOBAHHOTO
3a00JIeBaHUS

Kagmnnos 100-200 mr OT 3 Heaelb 110 YBEIUUUTH 103y

I pa3 BcyTkn | 7 mecsues 1o 200 mr 2 pa3a B CyTKU

B Cly4ae HWHBA3MBHOTO
HIIH
JTMCCEMUHHUPOBAHHOTO
3a00JIeBaHUS

Kpunrtokokko3z  (kpome | 200 mr 1 pa3 B | OT 2-X MecsIIEB 10

MEHUHIHTA) CYTKH 1 roga

KpunTokokkoBbIit 200 mr 2 paza | OT 2-X MecCSIIEB J0 ITopnepsxuBatomas

MEHHUHTUT B CYTKH 1 roma Tepamus  CM.  paszen
«Oco0ble yKa3zaHus»
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o1 01 08 2025 M= 19164

COOTBETCTEBYET 3KCNEPTHOMY OTYETY

I'ucromnnaszmos or 200 wmr |8 MecsLeB (MOCNEOQBATENEHOCTR 0003)
I pa3 B cyTkmn
no 200 wmr
2 paza B CyTKH

brnactomukos or 100 wmr | 6 Mecsaies

1 pa3 cyTku 1o
200 mr 2 paza

B CYTKH
Cnoporpuxo3s 100 mr 1 pa3 B | 3 mecsina
CYTKH
[Napakoxuanongomukos | 100 mr 1 pa3 B | 6 Mecsies JlaHnHbIC 00
CYTKH 3¢ exTUBHOCTH JaHHOU
7036l JJIA  JIEYEHUs
NapaKoOKIUAHONIOMHUKO32a
y nanuenToB co CITN Tom
OTCYTCTBYIOT.
XpOMOMUKO3 100-200 mr 1 | 6 mecsues
pa3 B CyTKH

* . IPOAOJIKUTCIIBHOCTD JICUCHUS MOXKET OBITH CKOPPEKTUPOBAHA B 3aBUCUMOCTH OT 3(1)(1)CKTI/IBHOCTI/I JICUCHUA.

Ocoovie zpynnvl nayuenmos

Hemu
JlaHHBIE O MPUMEHEHUH UTPAKOHA30J1a B KarCyJax AJis JCYeHUs AeTeil orpanuydeHsl. [Ipumenenue

npenapara Mpynun®

, KallCylbl, IJsl JICYEHUs J[eTeld HEe PEKOMEHAYETCS, 3a HCKIIOUEHUEM
ClIly4aeB, KOT'/la O’KUJaeMasi ojib3a OT JICUEHUS IPEBbIIAET NOTEHIUATbHBINA PUCK.

Toocunvie nayuenmuol

JlaHHBIE O IPUMEHEHUN UTPAKOHA30JIa B KaICyJax AJid JCYSHUs MalMeHTOB MOKUIIOTO BO3pacTa
orpaHudeHbl. PekoMeHIyeTcs MpUMEHATH penapat Upynun®, Kancysisl, Juis Ie4eHHs HallieHTOB
JAHHOW KaTerophH, TOJIbKO €CIIM O)KHMJaeMasl IMOoJib3a OT JIEYEHMsI MPEBBIIIACT MOTEHIMAIbHbII
puck. [Ipu Be1OOpe 10361 ITpenapaTa Jis JISYSHHs MOKUIIbIX MAIIUEHTOB PEKOMEHYETCSl YUUTHIBATh
CHIDKeHHE (YHKIIUU TEUYEHU, MOYEeK M Cepjlla, Yalle BCTPEYAIOIIMXCS B MOXKHIOM BO3pacte, a
TaKKe HaJIM4YHe COMyTCTBYIOMINX 3a00JI€BaHUIA WIIM IPUEM JIPYTHUX JIEKAPCTBEHHBIX CPEICTB.
Hapywenus ¢pynkyuu nevenu

JlaHHBIE O MPUMEHEHUU MEPOPATBHOTO UTPAKOHA30Ja JUIsl JICUCHHs] NAMEHTOB C HAPYIICHUSAMU
GbyHKIMU TiedeHH orpaHuueHbl. CleyeT ¢ OCTOPOXHOCTHIO Ha3HayaTh Mpenapar JaHHOH
KaTE€ropuy MalUueHTOB.

Hapywenus ¢pynkyuu novex

JlaHHpIE O TPUMEHEHMHM MEPOPAIBHOIO WTPAKOHA30Jla [UIsl JIEYEHHsS] MAlMEeHTOB C

HapyHUICHUAIMU (bYHKHHH MMO4YCK OI'paHUYCHBI. Yy HCKOTOPBIX IMAIIMCHTOB, CTPAAAOIINX MOYEeYHOMI

HCAOCTATOYHOCTBHIO, SKCTIO3UIHUA UTPAKOHA30JIa MOXKET OBITh CHIKCHA. CJIG,I[yCT C OCTOPOKHOCTBIO
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COOTBETCTEYET ZKCNEPTHOMY OTUETY
or 071.08.2025 N2 19164
Ha3HayaTh Mpenapar JaHHOW KaTerOpUU NMalHeHTPB, B HEKPIOPBIECIY X MOMKET ITOTpe0oBaTHCS

HU3MCHCHUEC NO3bI JICKAPCTBCHHOT'O IIpCIIaparta.

Ilo6ouHoe neiicTBHE

[ToGouHble nelcTBHUS TIpenapara CHUCTEMATH3HPOBAHBI OTHOCUTEIBHO KaXIOM U3 CHUCTEM
OpPraHOB B 3aBHCHMOCTH OT 4YacTOTBl BCTPEYaEMOCTH C HCIOJIb30BAHUEM  CIICIYIOIICH
knaccupukanuu: odeHb 4acto (>1/10); wacro (>1/100, < 1/10); mewacro (>1/1000, < 1/100);
peako (>1/10000, < 1/1000); ouens pemko (<1/10000), BkIrOYass €MWHUYHBIC CIIyYad; 4acTOTa
Hen3BecTHa (HE MOXKET OBITh pacCUYMTaHa HA OCHOBAHMH UMEIOIITUXCS TAHHBIX ).

I1o JaHHBIM KIMHUYECKUX MCCICAOBAHUN

be3onacHOCTh MpUMEHEHUsI UTPAaKOHA30Jla B Karcynax u3ydanach B 107 OTKPBITHIX U JBOWHBIX
CJIETIBIX KIIMHUYECKUX UCCIeoBaHUAX ¢ yaacTueM 8499 manuenTos. Bee 8499 manpieHTOB XOTs ObI
OJIMH pa3 MPHUHSUIM NpenapaT UTPAKOHA30J B Kalcyjax, Mocjie 4yero Oblja IMpoBeJeHa OLIEHKa
0€30MacHOCTH JICUCHHUSI.

Hngpexyuonnvie u napasumapHule 3a001€6aHUA:

HEYacCTO — PUHUT, CHHYCHUT, HHPEKIINH BEPXHUX JBIXaTEIBHBIX ITyTEH.

Hapywenus co cmoponuvl kposemeopHou u tum@amuieckou cucmem:

peAKo — NEHKONEHHs]; YaCTOTa HEU3BECTHA — HEUTPOTICHUSI.

Hapywenus co cmoponvl uMMyHHOU cucmembl:

HEYacTO — TMIEPUYBCTBUTEIBHOCTD.

Hapywenus co cmoponul nepgnoii cucmemul.

4acTO — roJIOBHAs 00JIb; PEIKO — TUIIOCTE3Hs, TapecTe3Hsl.

Hapywenus co cmopoHvl opeana ciyxa u 1abupunmusie HapyuleHus:

PEAKO — 3BOH B yIIaX.

Hapywenus co cmoponul sceny0ouno-kuueuno2o mpakma:

gacto — O0JIb B JKHMBOTE, TOIIHOTA; HEYaCTO — JUCIHEINCHS, 3alop, METEOpU3M, Tuapes, pBOTa;
PEAKO — TUCTEB3US.

Hapywenus co cmoponul neuenu u scenyesvi800auux nymeu.

HEYacTo — THNepOMInpyOHEeMUs], HapyIIeHue (PyHKIMH MEUYEHH.

Hapywenus co cmoponbl KoA#CHBIX NOKPOBOS U NOOKOIHCHOU HCUPOBOU KACMUAMKIL:

HEYacTo — ChlIb, 3y, KPAaTUBHUIIA.

Hapywenus co cmoponuvl nouexk u Mouesbi800AWuUX nymei:

PEAKO — MOJUTAKUYPHUSL.

Hapywenus co cmopoHvl penpoO0yKmusHOU cucmembvl U MOJIOYHBIX HCene3!

HEYacTo — HapyIIEHUE MEHCTPYaAJIIbHOT'O IIUKJIA; PEAKO — SPEKTUIbHAS TUCHYHKIHUS.
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COOTBETCTEYET ZKCNEPTHOMY OTYETY
ot 01.08.2025 N2 19164
Ocnooicnenus obujeco xapakmepa u peaxyuu 6 mgcme esedemG | EOBATENRHOC TR 0003)

PEAKO — OTEUHBIN CUHIPOM.

Huxe mpencraBieH CIUCOK HEXENAaTEIbHBIX pEaklui, CBS3aHHBIX C MPUEMOM HTPaKOHA307a,
KOTOpBIE OBLIM 3apeTrHCTPUPOBAHbl B KIMHUYECKUX HCCIEIOBAaHUSAX HWTpaKoHa3oia B (opme
pacTBopa Ui NpHeMa BHYTph W/HiIuM B (opMe pacTBopa i BHYTPUBEHHOTO BBEACHHUS (3a
UCKITFOUEHUEM MTOOOUYHBIX PEAKIIHA, OTHOCAIINXCS K KATETOPHH «BOCIIAIICHUS B MECTE HHBEKITHI,
MOCKOJIbKY JaHHbIE MOOOYHBIE AEHCTBUS SIBISIOTCS CIEUU(DPUUHBIMU ISl IEKAaPCTBEHHON (hOPMBI
«pacTBOp AJIsi BHYyTPUBEHHOTO BBEACHUSD).

Hapywenus co cmopoHbl Kpo8emeopHOU U JIuM@amuyeckou cucmem. TPaHYJIOUUTONCHHUS,
TPOMOOLIMTONIEHUS.

Hapywenus co cmoponvl ummynnot cucmemsl: aHaQUIAKTOUAHBIE PEAKIIUH.

Hapywenus co cmoponst obmena eewjecms: TUNIEPTIUKEMUS, TUIIEPKATHUEMUs], TUIIOKAIUEMHUS,
TUTIOMAarHUEeMHSL.

Hapywenus ncuxuku: CIlyTaHHOCTb CO3HaHUSI.

Hapywenus co cmoponwvl nepsHoii cucmemvl: niepudeprueckas HeWponaThs, TOJIOBOKPYKEHHE,
COHJIUBOCTb.

Hapywenus co cmoponvl cepdeuno-cocyoucmou cucmemvl: CepAedHas HEIO0CTaTOYHOCTD,
HEIOCTaTOYHOCTh JIEBOTO JKETYyJO04Ka, TaxXUKapJus, apTepHajbHas TMHEPTeH3Us, apTepHalbHas
THITOTECH3HS.

Hapywenus co cmoponsi OvixamenvHoli cucmemsl, Op2aHo8 epyOHOU KIemKU U CPe0OCmeHuUs: 0TeK
JeTKuX, AUC(HOHUS, Kallelb.

Hapywenus co cmoponsi sceny0ouHo-KUmeyHo20 mpakma: xeiry104HO-KUIIeYHbIE pacCTpOICTBA.
Hapywenus co cmoponvi neuenu u d#cenyesvi8o0awux nymeii: TENATUT, JKENTyXa, MeUYEeHOYHas
HEJ0CTaTOYHOCTb.

Hapywenus co cmopomust kooicu u noOKONCHbIX mMKaHel: SPUTEMATO3HAs ChINb, TUMEPTUIPO3.
Hapywenus co cmopomnbvl ckenemHo-mulueyHoU U COeOUHUMENbHOU MKAHU: MUAITUS, apTPaIITHsL.
Hapywenus co cmoponsl novex u mouesbl8o0suwux nymeu: HEJOCTATOYHOCTh (PYHKIUHU IOYEK,
HeJepKaHue MOYH.

Obwue paccmpoticmea u HapyuleHus. 8 mecme 66edeHus: TeHepaIn30BaHHbIE OTEKH, OTEK JIMIIA,
00Jb B TpyaH, TULIEPTEPMHUS, 00JIb, YCTAIOCTh, 03HOO.

Bruanue na pezynomamul 1a00pamopHeix nokasamenei U UHCMPYMEHMANbHBIX UCCTe008AHULL:
MOBBILICHHE AKTUBHOCTH aJlaHMHaMUHOTpaHcepassbl, MOBBILICHHE AKTUBHOCTH
acnapraTaMUHOTpaHc(epasbl, MOBBIIICHHE aKTUBHOCTH IEJI0YHON (ocdaras3sl B Ia3mMe KpOBH,
MOBBIIIEHUE AKTUBHOCTU JIAKTATAETHIPOTeHa3bl B IUIa3Me€ KPOBHU, MOBBIIICHHE KOHIIEHTPALIUU

MOUYCBUHBI KPOBH, IIOBBIIICHHUC AKTHBHOCTU raMMa-rnyTaMHnTpch(1)epa31,1, IIOBBINICHHUC
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COOTBETCTEYET ZKCNEPTHOMY OTYETY
ot 01.08.2025 N2 19164
AKTHBHOCTH IIEYEHOUHBIX ()EPMEHTOB, OTKJIOHEHHE OT HOPNEIITOKaZaresi el BOIHEN0 AN s MO N.

Hemu

be3zonacHocTh WTpakoHa30ja B Kamcyjax OIEHUBajdach B 14 KIMHUYECKUX MCCIIEIOBAHUAX
(4 nBOMHBIX CIIEMBIX I1alle00-KOHTPOJIUPYEMBIX HCCIEIOBAHMS, 9 OTKPBITHIX UCCIECJOBAHUHA U
1 uccnenoBaHue, MMEBIIEE OTKPHITYIO (pa3dy C TocCiIemyromiel IBOWHOM CIENol) ¢ y4acTHEM
165 nereit B Bozpacte ot 1 roga no 17 ner. B xone uccnenoBanuii ObI0 OTMEYEHO, YTO Hauboiee
9acTO BCTPEUAIOIIMMICS MOOOYHBIMU peaKIusiMK ObLTH: TooBHas 001k (3,0 %), peota (3,0 %),
00116 B xkuBOTE (2,4 %), muapest (2,4 %), napymenne pyuakuuu nedenn (1,2 %), Tomnora (1,2 %),
kpanuBHuna (1,2 %), runorensus (1,2 %). Xapaktep MOOOYHBIX PEAKIMM, BCTPEUAIOMIUXCS Yy
JeTeH, CX0XK C TeM, YTO HAOII0JaeTCsl y B3POCIbIX MAIlEeHTOB, TEM HE MEHEEe YacTOTa MOOOYHBIX
peaKkuuii y JeTei BbILIE.

HexenaTennHbIC PCAKIIMM, BBIABJICHHBIC B  XOAC€ TOCTPETUCTPALIMOHHBIX KIMHHYCCKHX

HCCJICJOBAHMI

(IaHHBIE MOJIYYEHBI HA OCHOBAHWUU CIIOHTAHHBIX COOOIIEHUIN)
[IpencraBneHHass yacToTa MOOOYHBIX pPEaKIMii OCHOBaHA HAa KIMHHYECKOM OIIBITE MPUMEHEHUS
UTpPAaKOHA30J1a MOCJIE PETUCTPALINH.

Co cmopoHbl UMMYHHOU CUCMEMbL:

OYeHb PEIKO — CHIBOPOTOYHAsl OO0JIe3Hb, AHTMOHEBPOTUYECKUN OTEK, aHa(UIaKTUYECKUE,
aHaUITAKTOUIHBIC U AJUICPTHYECKHIE PEaKIUu.

Hapywenusa memabonuzma:

OYE€Hb PEIKO — THIEPTPUTIIULIEPUIEMUSI.

Hapywenus co cmoponul nepgnoii cucmemul.

OUYEHb PEIKO — TPEMOD.

Co cmopoHvl opeana 3peHust:

OUYEeHb PEIKO — HApYIICHHUE 3pEHUs (BKII0YAst HEYETKOE 3pEHUE, TUTUIOMNUIO).
Hapywenus co cmopoHul opeana ciyxa u 1aoupunmusie HapyuleHus:

OUYEHb PEJIKO — CTOMKAsI MJIM BPEMEHHasI OTeps CiTyXa.

Co cmopoHbl cepOeuHo-cocyOucmotl cucmemsi:

OUYEHb PEIKO — XPOHUYECKAs cep/ieyHasi HeJOCTATOYHOCTb.

Co cmopoHbl cucmemol 0peano8 ObIXAHUSL:

4acTo — OJIbIIIIKA.

Co cmopoHbl dHceny00uHO-KUueyHo20 mpaKkma:

OYE€Hb PEJIKO — MaHKPEaTHUT.

Co cmopoHbl 2enamoounuapHol Cucmembi.

OYCHDb PCAKO — TAKECIIOC TOKCHICCKOC MOPAKCHUC IICUYCHU (B TOM YHCJIC HCCKOJIBKO CJIy4acB OCTpOfI
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
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MEYEHOYHON HEJOCTATOYHOCTH C JICTATHHBIM UCXOIO0M). (MOCNEOQBATENEHOCTE 0D03)

Co cmopoHbl KOIHCHBIX NOKPOBOEG U NOOKONCHOU HCUPOBOLL KILeMUAMKU.

OUEHb PEIKO — TOKCHYECKHUH SNMIEpPMalIbHbIM Hekposu3, cuHapoMm CtuBeHca - J[xoHCOHa,
OCTPBIA ~ TEHEPATM30BAaHHBIM  JK3EHTEMATO3HBIH  IyCTyse3, mnoiuMopdHas  3puTema,
9KC(OIMAaTUBHBIN JIEPMATHT, JIEUKOIUTOKIIACTUYECKHUI BaCKYJIUT, ajoneuus,
CBETOUYBCTBUTEIBHOCTb.

Bruanue na pezynsmamoi 1a60pamopHuix nokasameneu U UHCMPYMeHMAIbHbIX UCCTIe008AHUIL:

OYEHb PENIKO — MOBBIIICHHE aKTUBHOCTH KpeaTHH()OCPOKUHAZHI KPOBH.

IHepeno3upoBka

Cumnmomul: HaONOJaeMble IMPH MEPEAO3UPOBKE UTPAKOHA30JI0M, OBUIM COHNOCTABUMBI C
J0303aBUCHUMBIMH MOOOYHBIMHU pCaKkuusiaMHU, Ha6J'IIOI[a€MI)IMI/I Ipru NOPUMCHCHHUU OOBIYHBIX 103
mpernapara.

Jleuenue: cnenuduyeckoro aHTUAOTa HE CyLIeCTBYyeT. B ciyuae mnepeno3upoOBKH CIexyeT
MNpOBOAWUTL HNOAACPKHUBAIOIIYIO TCPAIIUIO. I/ITpaKOHaBOJI HC BBIBOAUTCA U3 OpraHu3Ma IpHU
remouanuse. PekomeHayercs oOpaTUTHCSl B TOKCUKOJIOTUYECKUH LIEHTP C LENbI0 KOPPEKTUPOBKHU

JICUEHHUS TIPH TIEPEIO3UPOBKE UTPAKOHA3OIIOM.

B3anmopneiicTBHe ¢ APYTUMH J1eKAPCTBEHHBIMH CpeICTBaMU

NrpakoHa3on — mpenapar ¢ BBICOKMM ITOTEHIMAJIOM JIEKAPCTBEHHBIX B3aumMojencTBHiA. Huxke
OINMCaHbl pa3IM4YHbIE BHJbl JIEKAPCTBEHHBIX B3aUMOJECHCTBUH M CBS3aHHBIE C HUMH 0OLIHE
pexomenaauuu. Kpome Toro, mpeiacraBieHa TabiauIa ¢ MpUMEpaMH JIEKapCTBEHHBIX CPECTB,
KOTOpBIE MOT'YT B3aMMO/JIEIICTBOBATH C UTPAKOHA30JI0M, OPraHU30BaHHAs 10 IPYIIaM IIPEenapaToB
11t 6oJIee MPOCTOTO MCTIONIb30BaHMs. CIIMCOK PUMEPOB HE SBISETCS BCEOOBEMITIONINM, TOITOMY
IPU COBMECTHOM IPUMEHEHUH KaKHUX-TMOO NpenapaToB C HTPAKOHA30JIOM CIEAYyeT H3y4uTb
MHCTPYKIMHU MO UX MPUMEHEHHIO Ha IpeAMeT HHPOPMALIUH, CBSI3aHHOM ¢ MeTab0IU3MOM, My TAMHU
JIEKapCTBEHHBIX B3aUMOICHCTBHIA, MOTEHIIMAIBHBIMI PUCKAMH U CHICIIU(PUUECKUMH ICHCTBUIMU B
OTHOILIEHUU COBMECTHOrO mpuMeHeHus. MTpakoHazon meTabonn3upyercs B NEPBYIO OUYEPEIb 3a
cuetr CYP3A4. Jlpyrue BemiecTBa, HCIOJB3YIONIME JAaHHBI META0OJMYECKH TyTh WIH
n3MeHstomue aktTuBHOCTh CYP3A4, moryT BiausTh Ha (papMaKOKMHETHKY HTpakoHazona. Ilpu
OJTHOBPEMEHHOM IIPMMEHEHUU HWTPAKOHA30Ja C YMEPEHHBIMM WM MOIIHBIMH HHAYKTOPaMH
CYP3A4 moxeT cHMKaThCsd OMOIOCTYITHOCTh UTPAKOHA30J1a U TMAPOKCUUTPAKOHA30J1a, TaK YTO
MOJKET OBbITh CHI)KEHA Y3PPEeKTUBHOCTb. COBMECTHOE MPUMEHEHUE C YMEPEHHBIMU WM MOILHBIMU
unruouropamu CYP3A4 MoxeT MOBBICUTH OMOJOCTYIHOCTh WTpPaKOHa30ja, MPUBOIS K Ooiee

BBIPQ)XKEHHBIM WJIN JAJUTEIBHBIM (papMakogoruueckum 3¢dhexkraMm uTpakoHazoa.
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ot 01.08.2025 N2 19164
BcacpiBanue UTpakoHa301a CHMXKACTCSA y NALMEHTOB CO[CHIKEHROM KAESTOTHOCTHIO, MKelyIKa.

COOTBETCTEBYET 3KCNEPTHOMY OTYETY

[IpemapaThl, CHUXKAIOMIME KHUCIOTHOCTh KeNyAKa, HApyIIaloT BCACHIBAHUE HUTPAKOHA30JIa W3
Karcyia. YToObl MPOTUBOCTOSTH JaHHOMY 3P QEKTy, peKOMEHAYyeTCsI IPUHUMATh MUTPAKOHA30Jl B
Karcyiax ¢ KUCJIBIM HAlUTKOM, €CIM MPUHMMAIOTCS IMpernapaThl A CHUKEHUS KUCIOTHOCTH
xenynka (cMm. pasmen «OcoOble  ykazaHus»). MTpakoHa3onm W €ro OCHOBHOM METa0OJUT
THIPOKCUUTPAKOHA30J SBJSIOTCS MomHbIMU uHruoutopamu CYP3A4. Utpakonazon siBisieTcs
MHTUOMTOPOM  JIEKaPCTBEHHBIX  TPAHCIOPTHBIX  MOJIeKyn  P-rmukomporemHa u  Oenka
PE3UCTEHTHOCTH K paky MosouyHoi xene3bl (BCRP). Hrpakonasonm MoxkeT HMHruOMpoOBaTh
MeTabosm3M  mpemnapatoB, Metabommsupyembix CYP3A4, wu  TpaHcmopT —mpernapaToB
P-rmukonporennom w/unu BCRP, B pe3ynbraTre uero MoXeT BO3pacTaTh KOHIEHTpAIUS 3THUX
IpernapaToB HW/MIM MX AaKTUBHBIX META0OJUTOB B IJIa3ME€ NPU OJHOBPEMEHHOM IIpUEME C
UTpaKoHa30J0M. [loBbIllIEHNE KOHIIEHTpAMil B I1a3Me€ MOKET YCWJIMBATh WM MPOJIOHTMPOBAThH
KaK TepamneBTHYECKHe, TaK M HexenareiabHble 3(Q¢eKThl 3TUX mnpemnapaToB. JJis HEKOTOPBIX
MpernapaToB COBMECTHOE MPHUMEHEHHE C UTPAKOHA30JIOM MOXET TPUBECTH K CHUKEHHIO
KOHLEHTpALlUU Ipenapara Wjid €ro akTUBHOIO KOMIIOHEHTa B IIa3Me. B pesynbraTe 3TOrO
3¢ (HEeKTHBHOCTH TPENapaToB MOXKET OBITh CHIDKEHA.

[Tocrne oTMeHBI Tepanuy WTPAKOHA30JIOM KOHIIEHTPALMM B IUIa3Me CHIDKAIOTCA HIDKE Mpenena
ornpezeneHus B TeueHue 7—14 nHei B 3aBUCIMOCTH OT 103 U JJIUTEIBHOCTH TEpanuu. Y MaleHTOB
C IUPPO30M NEUEHH WIN JHI, noxydaBmmx UHruoutopsl CYP3A4, xoHUEHTpanuu B IUIa3Me
CHIDKAIOTCS Me/JIeHHee. DTO 0COOEHHO BaXKHO YUMTHIBATh IIPU Hauaje Tepaluu mpernapaTamu, Ha
MeTabO0I13M KOTOPBIX BIHAET UTPAKOHA3O0.

[TpuMeHnMBI clieyromre o0Ire peKOMEeHIalluu, €CIT B Ta0JIHIIe HE YKa3aHO UHOE:

«[IpOTHBOIOKA3aHO»: HU TPU KAKUX OOCTOATENbCTBAX HENb3sl MPHUMEHATH Iperapar

OJHOBPEMEHHO C UTPAKOHA30JIOM. DTO OTHOCHUTCS K CIEAYIOIIUM IIpernapaTam:
— cy6ctpatel CYP3A4, y KOTOPBIX MOKET BO3pacTaTh KOHLEHTPAIHS B IUIa3Me C MPOJIOHTalnei
WIA YCWJICHHEM TEPaNeBTHUECKUX W/WIM HEXeNaTeabHbIX S()(EKTOB 10 BO3SHHUKHOBEHHS

IMOTSHIINAILHO CEPhE3HBIX CHUTYAITHM (CM. ((HDOTI/IBOHOKaSaHI/IH»).

«He pexoMeHayeTcs» - PEKOMCHAYCTCA Hn30erathb INPpUMCHCHUA IIpCIllapaTa, 3a HCKIHYCHHUEM

CJIy4acB, KOr/ja 1moJjib3a nNpcBhIIacT HOTeHI_II/IaJIbHI:II\/'I PHUCK. Ecnu coBMecTHOTO NPUMCHCHUSA HCJIb3A
n30eKaTh, PEKOMEHYETCS KIIMHUYECKOe HAOII0ICHHE, J03bI HTPAKOHA30JIa U/WIIN OJTHOBPEMEHHO
MPUHUMAEMBIX MIPENapaToB cleAyeT KOPPEKTUPOBATH MO Mepe HeoOXoauMocT. [10 BOZMOKHOCTH
PEKOMEHIyEeTCs OTIPEAENATh KOHIIEHTPALMH B IJIa3Me. DTO OTHOCUTCA K CIEAYIOIIHMM MpenapaTam:
— yMepeHHble WM MollHble HWHAYKTOpl CYP3A4: He pexkoMeHayeTcsi Ha3HaueHue 3a

2 HEACIN O U B TCYCHHUC JICUCHUA UTPAKOHA30JIOM;
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COOTBETCTEBYET ZKCNEPTHOMY OTYETY
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— cyoctpatet CYP3A4/P-gp/BCRP, mnoBeimienue win (CHUKEHRIGEOHTEATpaAIlNi | KOTOPBIX B

I1a3Me MOXKET MPUBECTU K 3HAUUTEIHLHOMY PUCKY: HE PEKOMEHAYEeTCsl Ha3HaueHUEe BO BPEMsI U B
TE4YeHHE 2 HeJleNb MOCIIe JeUSHUS UTPAKOHA30JIOM.

«C OCTOPOIKHOCTBIO» - PCKOMCHAYCTCA TIIATCIBHOC HaGHIOIIGHI/IC npu OAHOBPCMCHHOM

MPUMEHEHUU TIpernapara ¢ UTpaKoHa3oJoM. [Ipy O0qHOBpEMEHHOM NMPUMEHEHHH PEKOMEH]IYyETCS
THIATENbHO HAONIOATh 3@ TMAlMEHTOM U KOPPEKTHUPOBaTh 103kl HWTPAKOHA30ja W/WUIU
COMYTCTBYIOIIMX TIperaparoB IO Mepe HeoOXOAMMOCTH. Ecnu BO3MOXKHO, PEKOMEHIyeTcs
ONpeesATh KOHIEHTPAIUH B IJIa3Me. DTO OTHOCUTCS K CJIEIYIOLIUM MIpenaparam:

— TMpemnapaThl, CHIKAIOIINE KUCIOTHOCTD KeEIyAKa (TOJIBKO U UTPAKOHA30J1a B Kamlcymax);

— yMepeHHbIe W MotTHbie UHTuOuTOpEl CYP3A4;

— cybcrparel CYP3A4/P-gp/BCRP, 1 KOTOPBIX MOBBIMICHUE WIH CHWKCHHE KOHIICHTPAIMA B
m1a3Me MOXKET MPUBECTH K KIMHUYECKH 3HAYMMOMY puUCKy. lIpuMepsl B3anmMOJeHCTBYIOIINUX
MpermapaToB NpeICTaBICHEI B Ta0uie Hike. [Ipenapatsl, mepedrcieHHbIe B TA0IUIE, BHIOpAHBI HA
OCHOBE JJaHHBIX HCCJICJIOBAHHMM JIEKAPCTBEHHBIX B3aWMOJCHCTBUN WM KIMHMYECKUX CIIy4yaeB, a

TAKXC MOTCHIMAJIBHBIX JICKAPCTBCHHBIX BSaI/IMOI[eI\/'ICTBI/II\/'I Ha OCHOBE MEXaHU3Ma I[GﬁCTBHSI.

Kuaacesl mpenapatoB | OxugaeMsbrid/ Kunnnyeckne koMMeHTaApuM (CM. IPUMeEYaHUs)
M Ipenaparbl NOTeHUMAJIbHbIH  3¢dexkT 1O
OTHOLIEHHIO K YPOBHIO Mpenaparta
(CcM. CHOCKM)

Asb(a-0610KaTOPBI

AndyzozuH Andy303uH Crax (11), AUC(11)* He pexomenayercs BO BpeMs W 2 HEAENH IIOCIE
Cutono3uH Cunmono3uH Chax (11), AUC(11)? OKOHYAHHUS JIeUEHUS HWTPaKoHa30joM. [loBwimieH
Tamcyno3un Tamcyno3ut Cmax (11), AUC(T1)? PUCK TIOSBICHHS  HEKENATENBHBIX  PEaKIHif’,
CBSI3aHHBIX c andy303UHOM/CHIIOJO3MHOM/
TaMCyJIO3MHOM.
AHAJIbreTHKHU
AndeHtanut Andentanmn AUC (11-1111)* [IpuMeHAT, ¢ OCTOPOXKHOCTHIO, HAOJIONATh Ha
Bynpenopdun bynpeHopduH Ciax (11), AUC(11)* | npeaMer mosiBIEHHs HEXENATENbHBIX PEakuuii Ha
(B/B 11 IOIBSI3BIYHO) AHAITBTCTUKU®, MOXET MOTPeOOBATHECS CHUKCHUC
Oxcuxon0H OxcukonoH Ciax (1), AUC(17) J03bI andenranua/ Oynpenophuna/
Cycdenranun Cydentanun - MOBBIIIEHUE | /OKCUKOI0HA/CY(heHTaHMIA.
KOHIICHTPAIUH (crencHb
HensBecTHa)™’
®DeHTaHIIT ®enranun B/B AUC(11)? He pexomenayercs BO BpeMs W 2 HENENH IIOCIE
Oentannn B Apyrux GopMax — | OKOHYAHHs JICUCHHs HMTPaKkoHa30iioM. [loBbliieH
MOBBIIICHUE KOHLICHTPAI[K | PUCK TMOSIBICHUS HEXEJIaTelbHbIX peakiuid Ha
(cTenens HensBecTHA)™" dbenTaHmI .
JleBaneTniimeTanou JleBanieTnnmeTtanon [IpoTuBoOIOKa3aH BO BpeMsi U B TeueHHE 2 HeNelb
(;reBoMeTaawm) Cmax (11), AUC(111)? TocJie JIeUeHHs] UTPakoHa3ooM. [loBbIMIEH PHUCK
IIOABJICHUS HEXKEIaTCIbHbBIX peaKuHi& Ha

JIeBaleTUIMEeTaiou: postoHraus uarepsaita QT u
OUPY3THAs TAXUKAPAUSL.

Meranox (R)-metanon Cmax (1), AUC(T)? [IpoTuBomoOKa3aH BO BpeMsl U B TeUeHHE 2 HEeNb
Iocjie JIeYeHUsl UTpakoHa30J0M. IloBbIIEH puCK
MOSIBJICHUS HEXKEJIATENIbHBIX PEaKLUil Ha METafOH:
MOTEHIUAIBHO YIPOXKAIOLIEe JKU3HU YTHETCHUE
JbIXaHWsA, TposoHranus naTepBana QT u mupysTHas
TaxXUKapaus.
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Kuaacesl mpenapatoB | OxugaeMsbrid/ qu@qgﬂ@gﬂq}gm@@.mmq}gynﬂ)
M Ipenaparbl NOTeHUMAJIbHbI 3¢ dexkT L—mo
OTHOIIIEHHIO K YPOBHIO Mpenapara
(CcM. CHOCKM)
IIpoTuBOapUTMHYECKHE CPEACTBA
Jlurokcun Jurokcus Cmax (1), AUC(T) IIpumMeHsTE C OCTOPOKHOCTBIO, HAONIOAATH Ha
MPEeIMET TOSIBICHUS HEXEJATeNFHBIX peakiii Ha
JTUTOKCHH, MOYKET MOTPEeOOBaTHCS CHIDKEHHE JT03BI
JIUTOKCHHA®.
Juzonupamun Juzonupamun - nosbiieHue | [IpoTuBorokasan BO BpeMsl U B TeUeHHE 2 HEJeNb
xoHueHrpauu (11)*° 1ocje JIeYeHUs UTpakoHa3oyioM. [loBelllleH puck
IIOABJICHUS HEXKEJIaTCIbHBIX peaKI_lI/Iﬁ Ha
JM30IMPaMUJI:  CEphEe3HBIE APUTMHH, BKIJIIOYAs
MTUPYITHYIO TaXUKapAHUIO.
Hodernnun Jodernma Crax (1), AUC(T)? IIpoTuBomnokasan BO BpeMsl U B TeUEHHUE 2 HEJEINb
rocie JIeYeHUs] MTPaKoHa30J0M. [loBbINIEH pHCK
MOSIBIICHUSI ~ HEXKENATeNBbHBIX ~ peakuuid  Ha
noeTmnia: cepbe3HbIe JKEITYAOYKOBBIC apUTMHUH,
BKJIFOYASI MUPYITHYIO TaXUKAPIHIO.
Hponenapon Hponenapon [IpoTuBoIOKa3aH BO BpeMs M B T€UCHHE 2 HEIENb
Chax (111), AUC(1111)? TocJie JIeUeHHs] UTPakoHa3ooM. I[loBbIIEH PHUCK
MOSIBJICHUSI ~ HEXKEJNATeNbHBIX ~ peakuuid  Ha
JIpoHeapoH: mnposioHranus uHTepBaia QT wu
CEep/ICYHO-COCYAUCTAsI CMEPTh.
XWHUIUH XuauguH Chax (1), AUC(T1) [IpoTuBomoOKa3aH BO BpeMsl U B TeUeHHE 2 HEeNb
HocJie JieueHus uTpakoHa3onoM. IloBeiieH puck
MTOSIBJICHUS HE)XKETATEIbHBIX PEaKIUil Ha XUHUIUH:
mpononranmus  uHTepBana  QT,  mupysTHas
TaxXUKap/Aus, THIIOTEH3Hs, CITyTAHHOCTh CO3HAHUS U
JISTTUPUIA.
AHTHOMOTHKH
Benaksmimu BenakBummH Chrax (<2), AUC (1), B | He pekomernayercs B TedeHne Oosee ueM 2 Helenlb
TEYEHHE 2 HeJleNlb, OIWH Pa3 B CYyTKH | B JIFOOOW MOMEHT JICUCHHUS O TAKBIIIMHOM B CBSI3H C
OenmakBriMHA ? TTOBBIIIICHUEM pPHCKA TMOSIBIICHHUS HEKeIaTeIbHBIX
peakiuii Ha O¢TaKBUIIMHS,
Hunpodiiokcarmu Hrpakonazon Cmax (1), AUC (1) IIpumMeHsTE C OCTOPOKHOCTBIO, HAONIOAATH Ha
OPHUTPOMUITIH MPEeIMET TOSBICHUS HEXEJIATeNFHBIX peakiii Ha
WTPAaKOHA30J, MOXET IOTPeOOBaThCS CHIDKCHHE
JI03bI UTPAKOHA30J1a.
Knapurpomuimn Knaputpomuniuda —  moBbimieHue | [IpUMEHATh C  OCTOPOXKHOCTBIO, HAOMIOAAaTh Ha
KOHICHTpaluu (CTeHeHb NpeAMET TOSABJICHUA HEKEIATCIbHBIX peaKI_[l/Iﬁ Ha
Hem3BecTHa)™ WUTPAKOHA30J]1 W/WIM KIAPUTPOMHUIMHS, MOJXKET
Wrpakonazon Cmax (1), AUC (1) MoTpeOOBaThCSl CHIDKEHHE 03Bl HTpaKoHa30JIa
W/WTA KIAPUTPOMUIIHHA.
Jenamanun Jenamanun - noBbinieHue | IIpUMeHSITh C  OCTOPOKHOCTBIO, HaOmogaTh Ha
KOHIICHTPAILlUN (cTemeHp | mMpeaMeT MOSIBIICHHS HEXeNaTeIbHBIX Peakinid Ha
Hen3BecTHa) P JeaMaHH/ TPUMETPEKCaT, MOXKET MOTpeOoBaThCs
Tpumerpekcar TpumeTrpekcaT  —  TIOBBIIICHHE | CHIDKCHHE JO3BI HTPAKOHA30Ia° .
KOHIIEHTPAINH (cTemenpb
HeusBecTHa) “°
N3onnasun W3ounasung - KoHIeHTpanus | He pexomenmyercss B TeueHne 2 HEAENb A0 M BO
urpakonasona (|| |)*P BpeMs JICUEHHUS WTPAKOHA30JIOM, MOXET OBITh
Pudamnunmu Pudamnunus — cHIDKeHa 3¢ (EKTUBHOCTHh UTPAKOHA30JIa.
AUC utpakonazona (| ]])
Pudabyrun Pudabyrun - nosbiieHue | He pekomeHnmyercs B TedeHHEe 2 HeAenb 0, BO
KOHLIEHTPALUH (cTeneHb | BpeMss W B TEYEHHE 2 HENETb IOCIE JICUCHHS
Heu3BecTHa) P HUTPAKOHA30JI0M. BozmoxHO CHIKEHHE
Wrpakonazon: Cmax({]), (G QEKTUBHOCTH UTpPaKOHAa30Jla W  IIOBBIIICHHE
AUC (]) pUCKa TOSIBICHUS HEXENATeNbHbIX peakluid Ha
puhadyTHH®.
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Kanaccsl nmpenapartos
U TIpenaparbl

O:xuagaemblii/
NMOTEHUMAJBHBIA 3P dexT

HO

Koyyrmmecon €] o v eHT apu (o T uMeya nms)

OTHOLLIEHHIO K YPOBHIO Mpenapara
(CcM. CHOCKM)

TenuTpoMuLiiH

V 310pOBBIX 100POBOJIBIICE:
TenUTPOMHUIMH Crax (1), AUC (1)
[Tpu TsKe10M HapyuieHUuH GYHKIUN
noyek: Tenurpomuuua — AUC (11)*
I[Tpu TsoKETOM HApyIICHHH (YHKIHH
MIEYCHU: TENUTPOMHLINH -
MOBBIIIICHUE KOHILICHTPALHU
(crenens HeusBecTHA)™?

HpOTI/IBOHOKaSaH nmanucHTaM C TAXKCIIBIM
HapyneHUuEM beHKI_[I/II/I TICYCHU UJIN TTIOYEK BO BpEMA

U B TeUeHHE 2 HeAeNb IIOCie  JICUCHHS
UTPAaKOHa30J0M. [IoBBbIIEH pHUCK  IOSABICHUS
HEXEJIATEJIBHBIX ~ PEAaKUUil Ha  TEJIUTPOMULUH,

BKJIrFO4Yast nequOqHym TOKCHUYHOCTD, nponomaumo
unTepBasia QT U NUPYITHYIO TAXUKAPAUIO.

Y Ipyrux DanUMeHToB CIeAyeT NPUMEHSITh C
OCTOPOKHOCTBIO, HaOJII01aTh Ha npeaMer
TOSIBIICHUSA HEKeJIaTSITbHBIX peakuui Ha
TENUTPOMHUIIAH, MOXET TOTPeOOBAThCS CHIDKCHUEC
JI03BI TEIUTPOMUIIAHA.

AHTHKOAryJSIHTbI 1 AHTUTPOMOOTHYECKHE CPEICTBA

ArnukcabaH AnmkcabaH Chax (1), AUC (1)? He pexomenayercs BO BpeMs W 2 HEAENH IIOCIE
PuBapokcaban PuBapoxcabaf Cuax (1),AUC (1-11)* | nedeHust  uTpakoHa3ojoM. [IOBBINIEH  pHCK
Bopanaxkcap Bopanaxkcap Cmax (1), AUC (1)? TIOSIBIICHUS HEeXeJaTeTbHBIX peaxiuii Ha
anvkcaban/puBapokcaban/Bopamnakcap®.
Kymapunst Kymapunsl (Haripumep, Bapdapun) — | [IpuMeHsITH € OCTOPOXKHOCTBIO, HaOMOaTh Ha
(Hampumep, [IOBBILICHUE KOHIIEHTPAIlMK | MPEeIMeT IMOSIBICHHUS HeXeNaTeNbHBIX peakiuid Ha
BapQapuH) (cTenens HensBecTHA)™" KyMapUHBI/IIIJIOCTA30J, MOXKET MOTPeOOBaThCS
Hunocrazon Hunoctazon Chmax (1), AUC (11) CHIDKEHHE J03bI KyMapUHOB/IIMIIOCTA301a°.
Jlaburatpan Jaduratpat Cmax (11), AUC (11)? IIpumMeHsTE C OCTOPOKHOCTBIO, HAOMIOAATH Ha
MPEeIMET TOSIBICHUS HEXKEJIATeNFHBIX pPeakiii Ha
JnaburatpaH, MOXKET MOTPeOOBATHCS CHU)KEHHE 03Bl
Jadurarpana’.
Tuxarpesnop Tuxarpenop Cmax (11), AUC (111)* | IIporuBomnokazan Bo BpeMsl ¥ B TeueHHE 2 HeNelb
HocJie JieueHus UTpakoHa3onoM. IToBeiieH puck
TTOSIBIICHHUSI HEXKEJAaTeNbHBIX  peaknuuid  Ha
TUKAarpeiop, HarpuMep, KPOBOTCUCHUH.
IIpoTuBOCY10POKHBIE CPEACTBA
Kapb6amazenun KOHg-IeHTPaHI/IH kapbaMa3enuHa He pexkomenayercs B TeueHue 2 Henenb 10, BO
m® BpeMs W B TEUYCHHE 2 HEAENb MOCJE JICYCHHUS
KonreHTpamnus urpakoHa3osna
ab HUTPaKOHA30JI0M. DQPQPEKTHBHOCTh HUTPAKOHA30JIa
() MOXXET OBITh CHMKCHA B CBSI3M C IIOBBIIICHHEM
pUCKa TIOSBJICHUS HEXENATEIbHBIX PpEeakIii Ha
KapOamasenun’.
®denobapouTan DerobapOuTaT: KOHIIEHTPAIHS He pexomenmyercs B TedeHHEe 2 HEAETh 0, BO
urpakoHasona (|| |)*P BpeMs M B TeYeHHE 2 HEAeNTb IOCie JICUSHUS
DeHuTonH ®enurounn: AUC urpaxkoHasona UTPAKOHA30JIOM. Mosxer OBITH CHIDKEHA

()

3¢ GEeKTUBHOCTh UTPAKOHA30JIA.

IMpoTuBoaMabeTHUECKHE CPENCTBA

Penarmuuun
CaxkcarunTul

Penarmuuun Comax (1), AUC (1)*
CakcarmuntuH Chax (11), AUC (11)?

[IpuMeHsAT, € OCTOPOXXHOCTBIO, HaOJIONATh Ha
IpeaMeT MOSIBICHUS HEeXeNaTeIbHbIX peakiuid Ha
PpenariaHu//CakCarIuITHH, MOXET MOTPeOOBaThCS
CHIDKEHHE JI03bl penariiMHu1a/ cakcariuunTHHA.

AHTl/IFeJIbMI/IHTHLIe, 11

DOTHBOIPHOKOBBIC H AHTHNIPOTO30iHbIE CPeCTBA

Apremertep- Aptemerep Cmax (11), AUC (11)* [IpuMeHATP ¢ OCTOPOXKHOCTBIO, HAOIIONATh Ha
JIromedantpux JlromepantprH Chax (1), AUC (1)* MpEeIMET MOSIBICHUS HEXKEJIATeNIbHBIX peakuil Ha
XvHuH XuauH Chax(<>), AUC (1) apremerep-TroMepaHTpUH/XHHUH.
Criermudrraeckue IIEWCTBUSA OITMCAaHBI B
HWHCTPYKIMSX [0 PHUMEHECHHUIO.
TamodanTpun TanodanTpun - noBeimeHue | IIpoTuBoOMOKa3an BO BpeMsi M B T€UCHHE 2 HEIEINb
KOHLIEHTPALUH (cremeHb | mocne JiedeHHs UTpakoHa3osoM. I[ToBbIlIeH pUCK

Heu3BecTHa) “°

TIOSIBJICHMS HE)KEIaTeIbHbIX peakuui Ha
rasodanTpuH: mnpojoHramus uHTepBaa QT wu
JIETAJIbHbIE aPUTMUHU.
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N3aBykonazon N3aBykoHa3051 Cpax(«<>), IIpoTuBOIIOKa3aH BO BpeMs U B TeUeHHE 2 HEIeb
AUC (111)* TocJie JIeYeHHs] UTPakoHa3ooM. [loBbIIEH PHUCK
MOSIBJICHUSI ~ HEXKEJNAaTeNbHBIX ~ peakuuid  Ha
W3aBYKOHA30J: HapyIICHHS CO CTOPOHBI ICUCHH,
peaKkunu TUNIEPYYBCTBUTCIBHOCTU )41
IMOPHO(DETOTOKCUIHOCTD.
IIpa3zukBanTen [MpasukBanTen Cmax (11), AUC (1)* | [IpumeHsiTH C OCTOPOXKHOCTBIO, HaOMOaTh Ha

OpeaAMET NOABJIICHHUSA HEKEIATCIbHbIX peaKIII/II‘/'I Ha
MMPasuKBAHTECJI, MOXKCT HOTpe6OBaTI)C$I CHHKCHHC
J035bI HpaBI/IKBaHTeJ'IaC.

AHTUTHCTAMHUHHBIE CP

¢ICTBA

ActeMuzon

Acremunzon Cpax (1), AUC (11)?

IIpoTuBomnokasan BO BpeMsl U B TeUEHHE 2 HEJEIb
1ociIe JIeYeHUs] MTPaKOHA30J0M. [IOBBINIEH pHCK
MOSABIICHUSI ~ HEXKENaTeNbHBIX  peakuuid  Ha
acremMu3ost:  mposioHraiust  mHTepBana  QT,
MUPYITHAS TaxXUKapAus U APYTUE >KEITyI0YKOBBIE
apUTMUH.

Bbunactun bunactud Chax (11), AUC (1)* [IpuMeHATP € OCTOPOXHOCTHIO, HaOIIONaTh Ha
ObacTun 36actH Crax (11), AUC (111) IpeaMeT MOSIBICHUS HEeXeNaTeIbHbIX peakiuid Ha
Pynaranun Pynaragun — MOBBILIIEHUE | OWIIACTHH/>0acTHH, pynaTaauHS, MOJKET
KOHIEeHTparuu (1111)* HoTpedoBaThCs CHUXKCHHE J103Bbl
OunacTuHa/>0acTHHA, pynaTaiiHa.
Musonactux Muzonactu Chax (1), AUC (1)* IIpoTuBomnokasan BO BpeMsl U B TeUEHHUE 2 HEJEINb
rocie JIeYeHUs] MTPaKoHa30J0M. [loBbINIEH pHCK
MOSIBJICHUSI ~ HEXKENaTeNbHBIX  peakuuid  Ha
MH30JIaCTHH: postoHranus narepsana QT.
Tepthenanuu Tephenanua - noBeiieHue | [IpoTHBOIOKa3aH BO BpeMst M B T€UCHHE 2 HEIeINb
KOHLICHTPALNH (cremeHp | mocye Jie4eHWA WTpakoHa301oM. I[ToBbIIEH puCK
HEN3BECTHA)" MOSABIICHUSI ~ HEXKENATeNbHBIX  peakuuid  Ha
teppeHaguH:  npojoHramms — uHTepBaa  QT,
MUPYITHAS TaxXUKapAus U APYTUE >KEITyI0YKOBBIE
apUTMUH.
IIpoTHBOMHIPEHO3HBIE CPeCTBA
DneTpunrtaH Onetpuntal Cmax (11), IIpumMeHsTE C OCTOPOKHOCTBIO, HAOMIOAATH Ha
AUC (111)* IpeaMeT MOSIBICHUS HEeXeNaTeIbHbIX peakiuid Ha
QNIETPUNTAH®, MOXET IOTPeOOBATHCS CHUXKEHHE
JI03bI DJICTPHIITAHA.
Ankanounsl AJKanoussl CHOPBIHBH — | IIpoTBOMOKa3aHbI BO BpeMsi U B T€UCHHUE 2 HEAEIb
CIOPBIHBU MOBBIIIICHUE KOHLICHTPAIMHX | TOCJIE JICUCHUs] UTpakoHa3osioM. IloBbIieH puck-
(muruaposproramus, (crenenn HCI/ISBCCTHa)a’b MOSIBJICHUS] HEXKENIATENbHBIX PEaKI1ii Ha alNKaJIOHU b
SproMeTpuH, CIIOPBIHBY, TAKUX KaK 3PrOTHU3M.
9ProTaMuH,
METWIIPTOMETPUH)
IIpoTuBoOOMyX0JIeBbIE IPENapaThl
Bopre3omub Boprezomud AUC (1)* [IpuMeHATE ¢ OCTOPOXKHOCTHIO, HAOJIONaTh Ha
Bbpentykcumaba Bpenrykcumaba IpelMeT TMOSBICHUS HEXEeIaTeNbHBIX peakiuil Ha
BEJIOTHH senotun AUC (1)? TIPOTHBOOITYXOJIEBBIE npenaparst’, MOKET
Bycynbdan Bycynbhan Crmax (1), AUC (1) noTpeGOBaThCA CHIKEHHE 1103b1
OprotnHnd OpaotHHAO Crmax (11), AUC (1) IPOTHBOOIYXOJIEBOTO Tpenapara.
l'epurnan6 I'epurnanb Chax (1), AUC (1)
HNmatuan® Nmatran6 Chax (1), AUC (1)*
Hkcabenunon NkcabermmioH Chax (<), AUC (1)*
Hunrenanut Huntenauu6 Cpax (1), AUC (1)
ITaHoOMHOCTAT Mano6maOCTAT Chiax (1), AUC (1)
[MonatuauO IMonatuan6 Chax (1), AUC (1)
PykconmutnHuG Pyxcomutuan® Cmax (1), AUC (1)?
Connnerud Connneru6 Cuax (1), AUC (11)?
Banjgerann6o Banneranu6 Cpax (<), AUC (1)
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Wnenamicu6d Wnemamucn® Crax (1), AUC (1) | IlpuMeHATh € OCTOPOXXHOCTBIO, HaOMIOJaTh HA
WrpakoHnazosn - MOBBILICHUE | TPEAMET MOSBICHHS HEXENATeJIbHBIX peaKklUuil Ha
KOHLIEHTPALUH B CBIBOPOTKE | UTPAKOHA30JI  W/WIM  HISNAIUCHO®,  MOXKET
(crenenn HeusBecTHA)™? NOTpeOOBaThCS CHMKEHHE J03bl HUTPaKoHa30Ja

W/unu upenanucuoa.

AxcuTuHHO AxcntnHuO Cmax (1), AUC (1) He pexomenayercs BO BpeMs U 2 HeAenu IOcCIie

bo3yTnHn6 bo3yTHNO Cmax (111), AUC (111)* | neuenuss  urpakoHa3osoM.  [loBblIeH  pHCK

Kabazuraxcen Kabasnrakcen Cpax («2), AUC («>)* | nosiBieHus HEXXENAaTeNbHbIX  peakuuid  Ha

Kabo3antuaund Ka6o3aatuanb Chmax (<), AUC (1)* | IpOTHBOOIYXOJIEBEIC MIPETIAPaThI®.

Heputnnu6 Heputnanb Chax (1), AUC (11)2 JlonomHUTENbHO:

KobumeTnauo Kobumetnanb Ciax (11), AUC (111) | Just  xabasurakcenma, Hgaxe eCIH H3MEHCHHS

Kpuzoruan6 Kpmzotuaud Cmax (1), AUC (11)? mapaMeTpoB  (apMaKOKHHETHKH HE IOCTHTAIN

Jabpadennod Habpadenndo AUC (1)* CTAaTUCTHYECKON 3HAYMMOCTH B HCCIICIOBAaHUH

Jazatnau6 Jazatnan6 Chax (11), AUC (11)* JIEKapPCTBEHHOTO  B3aUMOJCHCTBUS C HHU3KHUMH

Jonerakcen JHomnerakcen AUC (< -11)* JI03aMU  KETOKOHA30j1a, Hal0Jtomasach BBICOKAsS

N6pyTrHN6 Nopytuan0 Cpmax (1111), BapHMAaTUBHOCTH pe3ynbTaToB. Jns ubpyTtuHuOa
AUC (1111)2 crenu(puIecKre NCHCTBHS ONMUCAHBI B HHCTPYKIIUU

JlanatuHuG JlanatnHuO Chax (11), AUC (11) 10 IPUMEHEHHIO.

Hunotnnu6 Hunotnan6 Cax (1), AUC (11)*

Onanapu® Omamapu6 Cax (1), AUC (11)

ITazonanu® [Mazomaru® Cax (1), AUC (1)?

CyHnuTHHHO CyautuHu0 Cmax (1), AUC (1)*

Tpabexreaua Tpabexrenus Cmax (1), AUC (1)?

Tpacty3ymab Tpacty3yma0, SMTaH3UH —

DOMTaH3uH MOBBILICHUE KOHLIEHTPAL[HH
(cTenens HemsBecTHA)™?

AKamonIsl AnKanou bl 0apBHHKA — [TOBBIIICHHE

OGapBHHKA KOHIICHTPALUI (crenenb
HeM3BeCTHA) ™

Peropadenund AUC peropadenuba (|| mo nanasiM | He pexomeHnmyercs Bo BpeMsi U 2 HEAeNU IOCHe
JUIsl aKTUBHOTO KOMITOHEHTa) ? JICUSHUSI MTPAKOHA30JI0M. MOXXeT OBITh CHM)KEHa

3¢ peKkTuBHOCTH peropadenuoda.

WpuHoTekan WpuHotekan u ero axtuBHbIA | [IpoTMBONOKa3aH BO BpeMs M B Te€UeHHE 2 HENENb
MeTaboJuT - MIOBBIIICHUE | TIOCIIE JICUeHHs WUTpakoHa3oioM. IloBeIieH puck
KOHLICHTPALH (cremieHb | MOSIBIEHUS ~ HEKENATENbHBIX ~ peakUuid  Ha
Hen3BecTHa) P WPUHOTEKAH: MOTCHIUAIBHO YIPOXKAIOIIAS JKHU3HU

MHEJIOCYIIpeccus ¥ Auapesl.

AHTHIICHXOTHKH, aHKC

HOJIUTUKH U CHOTBOPHBIC CpeICcTBA

Anmnpazonam
Apununpason
Bbporuzonam
Bycnupon
Tanonepunon
Munasonam (B/B)

AummpazoniaM Cpax (<), AUC (11)
Apururipazon Crax (1), AUC (1)
Bportuzonam C max (<), AUC (11)
Bycrpon Cinax (T171), AUC (1111)
Tamonepuaon Cmax (1), AUC (1)
Mupasonam (B/B) — OBBILICHUE
xoHuenrpamuu (11)°

[IpuMeHAT € OCTOPOXXKHOCTBIO, HAOIMIONATH Ha
MIPEAMET TOSIBJICHUSI HEXKENaTeNbHbIX PEakIHi Ha
AHTUIICUXOTUKH, aHKCHOJIUTUKH WJIN CHOTBOPHBIES,
MOXET IOTpeOOBaThCA CHWKEHHE JH03 OTHX
Ipenaparos.

IMepocuupon IMepoctmpoH Cimax (111), AUC (111)

KseTuanuu Keernamut Cax (11), AUC (111)?

Pamenrteon Pamenteon Cmax (1), AUC (1)*

Pucnepunon Pucnepunon — noseinieHne

xoHueHTpamuu (1)°

CyBopekcaHT CysopekcasT Cmax (1), AUC (11)*

30MUKIOH 30muKI0H Chax (1), AUC (1)

Jlypasunon Jlypazunon Cmax (111), AUC (111)* | [IpoTnBomiokasan Bo BpeMsi M B Te€U4eHHE 2 HENENb
MOCJIe JICYCHUS] UTPAKOHA30JIOM. IIOBBINIEH PUCK
NOSBJICHUSI ~ HEXEJNaTelNbHBIX  peakluid  Ha
JypasuIoH: TUIIOTEH3HS, UPKYJISTOPHBIN KOJUIAIC,
TSDKEJIbIe 9KCTpalMpaMUAHBIE CHMIITOMBI,
CYOPOTH.
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Munazonam Mupnazonam (TepopantbHO) IIpoTuBOIIOKa3aH BO BpeMs U B TeUeHHE 2 HEIeb
(I1epOpaIIBHO) Ciax (1-11), AUC (I1T-1111) IIOCNIE JICYEHUs HMTPAKOHA30JIOM. HOBLILueVH pHCK
MOSIBJICHUSI ~ HEXKEJNAaTeNbHBIX ~ peakuuid  Ha
MHaa3o0JIaM: YTHETCHUE JbIXaHMU, OCTaHOBKa
cep/ilia, NPOJOHTUPOBaHHAs CEAALMsI U KOMa.
ITumo3ug IMumosug Crax (1), AUC (11)? [IpoTuBomOKa3aH BO BpeMsl U B TeUeHHE 2 HEeNb
HocJie JieueHus uTpakoHa3onoM. IToBbiieH puck
TIOSIBJICHUS HEXXEJIATEIbHBIX PEAKLMI Ha MMUMO3U/I:
apUTMUM  CepAlla, BO3MOXKHO, CBSI3aHHbIE C
npojionranueil unHrepBana QT u  nupysTHOH
TaxXUKapJIueu.
CepTturION CepTuHaoa — noseiieHue | [IpoTHBOIIOKa3aH BO BpeMsl M B T€UCHHE 2 HEIeINb
KOHIICHTPAILlUI (crenenp | mocie II€YeHUS WTPAKOHA30JI0M. [IOBBINIEH PHCK
Hen3BecTHa) P MOSIBICHUSL ~ HEKENATeNBbHBIX ~ peakuuid  Ha
CepTHHION: mponoHramust wuHTepBama QT u
MUPYITHAS TAXUKAPAMSL.
Tpuazonam Tpuazonam Cpax (1-11), IIpoTuBOIIOKa3aH BO BpeMsi U B TeUeHHE 2 HEAeb
AUC (11-1111) HOCJIE JICYEHHS HTPAKOHA30JIOM. Hosmmeun pHcK
IIOABJICHUS HEXKEIaTCIbHbBIX peaKkuun Ha
TpuazojlaM: CyJOpOTHM, YrHETEHUsd  JbIXaHUs,
AHTHOOTEK, aITHOd ¥ KOMa.
IIpoTHBOBHpYCHBIE CpeCTBA
AcyHarpeBup AcyHanpeBup [IpuMeHATb € OCTOPOXKHOCTBIO; crienH(pUUEcKre
(c ycuiienuem) Cmax (111), AUC (111)* JIeMCTBUS ONUCAHBI B UHCTPYKLIUH 110 IPUMEHEHUIO
Tenodosupa Tenodosup - MIOBBILIIEHUE | IPOTUBOBUPYCHOTO IIpenapara.
TU30TIPOKCHIIA KOHIICHTPAILIUI (creneHp
¢ymapar (TDF) HeuspecTHa)™P
Bonenpesup BonenpeBup Crmax (1), AUC (11)* [IpuMeHATP € OCTOPOXHOCTHIO, HaONIONaTh Ha
Utpakonazon - TIOBBIIICHUE | MIPEIMET IOSIBIICHHS HEXeNaTeIbHBIX pPeakinid Ha
KOHIICHTPALIUI (cremeHb | uTpakoHazon — wW/miaM  OouenpeBHpS,  MOXKET
HeM3BeCTHa) & MOTPeOOBATLCSl CHIDKEHHE JI03bl HMTPAaKOHA301a.
Crneuunduueckne JSUCTBUS yKa3aHbl B HHCTPYKIIMU
10 IPUMEHECHHUIO OOIeTIPEBUpA.
KooOurucrar KoGumucrar - noBbIiieHue | [IpuMEHsATh ¢ OCTOPOXKHOCTBIO, HAOMIOMATh Ha
KOHICHTpaluu (CTeHeHb NpeAMET TOSABJICHUA HEKEIATCIbHBIX peaKIll/Iﬁ Ha
HeusBecTHa) P WUTPAKOHA30J, MOXXET NOTPeOOBaTHCS CHUKEHHE
HrpakoHnazon - MIOBBILIIEHUE | 03Bl UTPAKOHA30JIA.
KOHLICHTPALH (crerieHp
HeusBecTHa) *P
JaknaTacBup HaxmaracBup Cmax (1), AUC (11)? [IpuMeHATP ¢ OCTOPOXHOCTBIO, HaOIIONaTh Ha
BanumnpeBup Banunpesup Cmax (111), MPEeIMET TIOSBICHUS HEKENATENFHBIX peakii Ha
AUC (111)* JAKJTaTaCBUP/BaHUIIPEBUP®, MOXKET MOTPeOOBATHCS
CHIKEHHE JI03bl IaK/IaTaCBUpPa/BaHUIIPEBHPA.
HapyHnaBup Y cuieHHBIN PUTOHABHPOM [IpuMeHsAT, € OCTOPOXKHOCTBIO, HaOJIONATh Ha

(c ycunenuem)

®docamnpenasup (c

JlapyHaBHp:
Crax uTpakonasoina (11), AUC (11)*
Ycunennslit PUTOHABUPOM

NpeAMET TOSABJICHUA HEKECIATCIbHBIX peaKuuﬁ Ha
HUTPAKOHA30JI, MOXKCT HOTp€6OBaTBC$I CHHXKCHHC
J03bI UTPAKOHA30J1a.

YCUIICHUEM (docamnpenaBup: Cmax HTPAKOHA30Ja
PUTOHABUPOM) 1), AUC (11)*
Temanpesup TenanpeBup: Cmax uTpakonasona (1),
AUC (11)°
DnBUTErpaBUP OnuterpaBup Cmax (1), AUC (1)* [IpuMeHATP ¢ OCTOPOXHOCTBIO, HaOIIONaTh Ha
(ycuneHHbIit) Wrtpakonaszon - HOBBIILICHUE | IPEAMET IOSBICHHUS HEXKENaTeNbHbIX peakuil Ha
KOHIICHTPALMH (cTeneHb | UTPAKOHA30JI W/WIM DIBUTETPaBHp (yCHIJICHHBIH

HeM3BECTHA) &

puronaBupoM)°’. MoxeT noTpeOoBaThCsl CHUKEHHUE
J03bl  UTPAKOHA30/1a; CM. MHCTPYKLUHUIO  IIO
IPUMEHEHHUIO JIBUTErPaBUPA.
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DdaBupens Ddasupens Crax uTpakonasona (|), | He pekomenayercst B TeueHue 2 Helellb 10 U BO
AUC (}) BpeMsI JICUCHHs HTpPaKoHa3oioM. DddexkTuBHOCTH
Hesupanun Hesupanun Chax UTpakoHa3oma (|), | HTpaKkoHa30J5ia MOXKET OBITH CHIIKECHA.
AUC(l))
KomOunarms: On6acBUp Cpax(<>), AUC (1)? [IprMeHATP € OCTOPOXHOCTHIO, HaOIIONaTh Ha
DOnbaceup/ I'pazompeBup Cmax(«<>),AUC (11)* MPEeIMET TIOSBJICHUS HEXKETAaTeIbHBIX PEeaKIui,
I'pazonpesup CBA3aHHBIX C  COBMECTHBIM  NIPHUMEHECHHEMS.
Crneunduueckne JSUCTBUS yKa3aHbl B HHCTPYKIMU
Mo npuMeHeHno Dabdacsupa/l pazonpesupa
KomOunarms: I'mexanpeBup Cmax(11), [IprMEHATH ¢ OCTOPOXKHOCTHIO, HAOJIFOIaTh Ha
I'rexanpeBup/ AUC (11-111)2 MPEAMET MOSIBICHUS HeXeNIaTeNbHBIX PEaKIn,
ITubpenracBup IMuopentacBup Cmax(<> - 1), CBSI3aHHBIX C COBMECTHBIM ITPUMCHCHHUEM®,
AUC (& -11)* Crneunduueckue 1eHCTBYUS yKa3aHbl B UHCTPYKIHN
no npuMeHenuto [ nekanpesupa/I[ludpenracsupa
WNununasup KoHnuentpanus urpakonasona (1)° [IpuMeHsAT, € OCTOPOXKHOCTBIO, HaOJIONATh Ha
NupuaaBup Cmax(<—), AUC (1) MpEeIMET MOSIBICHUS HEXKEJIATeNIbHBIX peakluil Ha
WTPaKOHAa30J  W/WIM  WMHAWHABHP®,  MOXET
moTpeOOBaThCs CHIDKEHHE 03 UTPAaKOHA30a W/HIN
MHAWHABUPA.
Mapasupoxk MapaBupok Cmax (11), AUC (111)* [IpuMeHATP € OCTOPOXHOCTBIO, HaOIIONaTh Ha
MPEeIMET TIOSBICHUS HEKEIAaTeNbHBIX pEeaKInii’.
Moxer noTpedoBaThCs CHIDKEHHE JI03BI
MapaBHPOKA.
KomOunarms: Htpakonazon Cmax (1), AUC (11)? IIpumMeHsTE C OCTOPOKHOCTBIO, HAONIOAATH Ha
Omburaceup/ Om6uTacBUp C max(<>), AUC (1)* TIpEAMET TOSBICHUS HEKeNaTeNbHBIX peakiuuid Ha
[MTapuranpesup/ [MapuranpeBup Cmax (1), AUC (11)* | uTpakoHa3on W/Uiad MPOTUBOBHUPYCHBIE CpEICTBA’.
Puronasup/ ¢ | Puronasup (1), AUC (1), Mosxet noTpedoBaThCs CHIDKEHHE JI03BI

JacabyBupom wau 6e3
HEro

Hacabysup (1), AUC (1)

uTpakonaszona. CrierupuuecKkue AeHCTBHUS OMUCAHBI
B MHCTPYKIMSIX IO MPUMEHEHHUIO STUX [IPENapaToB.

Puronasup Wrpakonazon Cmax (1), AUC (11) [IpuMeHAT € OCTOPOXKHOCTBIO, HAOIIONATH Ha
PutonaBup C max(«<>), AUC (1) MpeAMET TMOSIBJICHUSI HEXKeNaTeNIbHbIX peakuui Ha
WTPaKoHa30J  W/WiaM  puToHaBHp®.  Moxer
MOTPeOOBAaThCSl CHIDKCHHE JI03BI HMTPAKOHA30J1a.
Crnennduueckne 1eiCTBUS ONMMCAHBl B MHCTPYKIINU
10 IPUMEHECHUIO PUTOHABHUPA.
CakBuHaBHD CaksuHaBup (0€3 yCHICHHS) [IpuMeHATP ¢ OCTOPOXHOCTBIO, HaOIIONaTh Ha
Cmax (17), AUC (111) TIpEAMET TOSIBIICHUS HEXKeNaTeNbHBIX peakiuuid Ha
HtpaxoHnazosn (c YCUICHHBIM | MTPaKOHA30Jd  W/WIM  CakBUHaBHP®.  Moxer
cakBHHABUPOM) Crmax (1), AUC (11)* | noTpeOoBaTbCsi CHIXKEHUE J03bI HTpPaKOHA30JIa.
Crneuunduyeckne 1eiCTBUS ONKMCAHbI B UHCTPYKIIMU
110 IPUMEHEHUIO CAKBUHABUPA.
Cumenpesup CumenpeBup Cmax (11), AUC (111)* | He pexomenayercs Bo BpeMs U B T€UEHHUE 2 HelleNb

TIOCJIC JICUCHMS UTPAKOHA30JIOM.

Bera-0/10kaTopbl

Hanomon

HaHOHOH Cmax (TT): AUC (TT)

[IpuMeHsATh € OCTOPOXKHOCTBIO, HAOIIOMATH Ha
MpeJMET TMOSIBJICHUS HEXETAaTeNbHBIX PEaKinii Ha
Ha10J101°. MOXKET MOTPeOOBATHCS CHUYKEHHE JI03BI
HaJ0JI0JIa.

BJIOK&TOpr KaJIbIIMEBBIX KAHAJI0B

benpuaun

Bbenpuaun — MHOBBLIIIIEHHE
KOHIICHTPAIIUI (cTerneHpb
HeusBecTHA) P

[IpoTnBoOIIOKa3aH BO BpeMs M B T€UEHHE 2 HENENb
1ociIe JIeYCHUs] MTPAaKOHA30J0M. [IOBBINIEH pHCK
TIOSIBJICHUSI HEXKENATENbHBIX PEAKIMi Ha OEerpuan,
TaKMX KaK HOBas apUTMHA M IKEIyAOUKOBas
TaxXUKapAus 10 THITy TUPYITHOH.
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Juntunazem Juntnazem w  wurpakoHazon — | IIpUMEHATH ¢ OCTOPOXKHOCTBIO, HAOMIOJATh HA
MOBBIIIEHUE KOHIICHTPalUK | MPEIMET IOSBIECHUS HEXENATeIbHbIX PEaKLMi Ha
(crenenn HemsBecTHA)™? HUTPAaKOHA301 n/unn JUIITHA3EMS, MOKET
NOTpeOOBaThCS CHMXKEHHE J03bl HUTPaKoHa30Ja
W/WIU JUITHA3EMA.
DenoaunH OenomunuH Cmax (111), AUC (111) | IlpoTBomoKka3zaH BO BpeMs U B TeUeHHE 2 Helenb
Jlepkauuunun Jlepxanuaumnun AUC (1111)° nocje JIe4eHUs UTpaKkoHa3oyoM. [IoBBIIIEH pHCK
Huconnunun Hucongunus Chax (1111), MOSIBJICHUS HEXEIAaTEIbHBIX peaknui Ha
AUC (1111)? JUTHIIPONIUPUINHBI: TUTIOTEH3US u
nepudepruIecKrii OTeK.
Hpyrue JuruiponupuiuHbL — NOBBILICHUE [IpuMeHsAT, € OCTOPOXKHOCTBIO, HaOJIONATh Ha
JuruaponupuHbl KOHLICHTPALNH (CTETIeHb MpEeIMET MOSIBICHUS HEXKEJIATeNIbHBIX peakluil Ha
Hem3BecTHA)™ JMTH PO PUANHBL/Beparamui’, MOXET
Bepanamun Bepanamun — nosliieHue oTpedoBaThCs CHIDKEHHE 2103

KOHIIEHTpaLMH (CTENeHb
HeuspecTHa)™P

JTUTHAPOTIMPHUINHOB/BEpariaMuIa.

PaziuuHble cpeacTBa 1Jis JieueHus 3a00/1eBaHUil CepAeYHO0-COCYAUCTOI CHCTEMBbI

AnmckupeH AmckupeH Cmax (111), AUC (111) He pexkomenmyercst BO BpeMs U B T€UEHHE 2 HEJENb

Puonurynar Puonurymnar Cpax (1), AUC (11) rocje JeYeHus: UTpakoHa3osoM®. IToBbIIeH pHCK

Cungenadun (s | Cunpenadun/Tananadun — TTOSIBJICHUS HEXKEJIATSIFHBIX PEakIiii Ha CepaedHO-

JICYECHUS JIETOYHOM | TOBBIIICHHE KOHIIEHTPAUN COCYJIMCTBIH npernapar.

TUMNEPTEH3UN) (crenens Hem3BecTHa, HO 3P HEKT

Tananadun (m1st | MOXeT OBITH OoJiee BEIPayKEHHBIM,

JICYCHUS JIETOYHOM | YeM COOOIIEHO JUIS YPOIOTHYECKUX

TUICPTCH3HH) CpeNCTB) ab

Bozenran bozentan Chmax (11), AUC (11)? IIpumMeHsTE C OCTOPOKHOCTBIO, HAONIOAATH Ha

I'yangaunn I'yangaums Cmax (1), AUC (11) IpeaMeT MOSIBICHUS HEeXeNaTeIbHbIX peakiuid Ha
0o3eHTaH/ryaHpalMH®, MOXET  MHOTPeOOBATHCS
CHIDKEHHE 7103bI 003¢HTaHa/ryaHpaIuHa.

WBabpaaux WBabpagut Cmax (11), AUC (111)* [IpoTuBomOKa3aH BO BpeMs U B TeUeHHUE 2 HEeNb
1ocie JIeYeHUs] MTPaKoHa30J0M. [loBbINIEH pHCK
MOSIBJICHUSI ~ HEXKENaTeNbHBIX  peakuuid  Ha
nBaOpaJyH, TaKKX Kak (GUOPHILIALMS TpeacepIui,
Opanukapansi, CHHYCOBas OCTaHOBKa cepAlla |
0JIoKana cepana.

Panonasun Panonazua Cnax (11), AUC (11)* [IpoTuBoIIOKa3aH BO BpeMs U B T€UCHHE 2 HEIENb

1ociIe JIeYeHUs] MTPaKOHA30J0M. [IOBBINIEH pHCK
MOSABICHUSI ~ HEXKENaTeNbHBIX  peakuuid  Ha
paHoONa3MH, TAaKUX Kak MpojoHranus uatepsana QT
Y TIOYEYHAasl HEJIOCTATOYHOCTb.

KOHTpa].[el'lTl/lBHble Cpeacrsa

Juenorect Juenorect Cmax (1), AUC (11)? IIpuMeHsTE C OCTOPOXKHOCTBIO, HAONIOAATH Ha

VYaunpucran Yiunpucran Cmax (11), AUC (111)* | npeaMeT NosiBIEHHUsS HEXeNaTeJIbHBIX peakuuil Ha
KOHTpPAlCTITUBHBIE ~ CpPEeACTBA®  creuuduyeckue
JEWCTBHS YKa3aHbl B HHCTPYKIHMAX 10 IPUMEHEHHIO
JIeHOTeCTa/yIIMIpHCTala.

Juyperukn

OnnepeHoH SmtepeHoH Chax (1), AUC (111)* IIpoTuBomnokasan BO BpeMsl U B TeUEHHUE 2 HEJEINb

nocJie JICYCHUSIT HUTPAKOHA30JIOM. TloBEmmeH PUCK

TIOABJICHUA HEXKCIAaTCIbHBIX peakunﬁ Ha
OIUIEPEHOH, TaKuX Kak TUTICPKAJINEMUA u
TUIIOTCH3HA.

Kenyno4uHo-KuIIeYHbIE CPeICTBA

AnpenuTaHt Amnperuraatr AUC (111)* [IpuMeHATP ¢ OCTOPOXHOCTHIO, HaOIIONaTh Ha
Jlonepamun Jlomepamupg Ciax (11), AUC (11) MPEIMET TOSBICHUS HEKEIIATSIBHBIX PEaKIUi Ha
Herynurant HerymuranT Chax (1), AUC (111) anpenuTaHT/IonepaMul/HeTy U TaHT, MOJKET
oTpedoBaThCs CHHKECHUE JI03bI
anpenuTaHTa/IonepaMu/a. Crenuduueckue
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OeHcTBUSA [UII HETYNHTaHTa TPEACTaBICHH B
HHCTPYKIIHH.

Huzanpun

MOBBIIICHUE
(cTemnenpb

Huzampug -
KOHLIEHTPAIIUH
Hem3BecTHa)™

[IpoTuBoIOKa3aH BO BpeMs U B T€UCHHE 2 HEIENb
1ocJie JIeYeHUs] UTpakoHa3osioM. [loBbllieH puck
MOSIBJICHUS HEXeJaTeIbHbIX PeaKLUil Ha [U3aIpH/I,
TaKUX Kak  TsKeNIble  CEepACYHO-COCYAMCTHIE
ABJICHUA, BKJIIOYasl mposioHranuioo uHrepBaia QT,
CEpBbE3HBIE KEITYJOUKOBBIC APUTMUU U MUPYITHYIO
TaXUKapIUIO.

Homnepunon

Homnepugiod Crax (11), AUC (11)

IIporuBOMOKa3aH BO BpeMsi U B Te€UEHUE 2 HEAEb
mnocJye JiedeHusl UTpakoHa3onoM. [loBbllIeH pHUCK
TTOSIBIICHHS HEXKEJATeNbHBIX  PEeaKIuid Ha
JOMITEPUIOH, TAaKUX KaK TSDKEJBIC JKEITyTOYKOBBIC
APUTMUH U BHE3AIHAs CepACYHAS CMEPTh.

CpencrBa
CHIDKEHUS
KHCIIOTHOCTH JKEJTyIKa

IS

Hrpakonazoir: Cmax (1]), AUC(|])

[IpuMeHATP €  OCTOPOXKHOCTBIO  IpEMaparsl,
CHWXKAIOIINE KHCIOTHOCTh JKEIyIKa, Hampumep
TaKHe HEHUTPaNM3YIOIIUE KUCIOTY CPEICTBA, Kak

IIOMUHUS ~ TUOPOKCHJ, WM  IOJABIAIOLIUE
BBIpaOOTKY  KHCJIOTBl  IpenapaThl, HalpUMep
AHTaroHMcTsl Hr-penenTopoB U MHIHOMTOPHI

NPOTOHHOU nomnsl. [Ipy 0JHOBPEMEHHOM JeUeHUN
HEUTpaNU3yOMHUMU KHCIIOTY CpeacTBaMuy,
HanpuMep allOMHHUS THIPOKCHUIOM, UX CIEXyeT
NpUHUMAaTh MO KpahHEel Mepe 3a 2 yaca A0 WU
yepe3 2 yaca rocje npueMa Karcyi HTpaKkoHa30J1a
(cM. «OcoOble yKa3aHUsD»).

Hanokceron Hamoxceron Cmax (111), [IpoTuBoIIOKa3aH BO BpeMs U B T€UCHHE 2 HEIENb
AUC (1111)° TocJie JIeUeHHs] UTPakoHa3ooM. [loBbIMIEH PHUCK
MOSIBJICHUSI ~ HEXKENaTeNbHBIX  peakumid  Ha
HAJIOKCEroJl, TaKHUX KaK CHUMIITOMBI OTMEHBI
OITMOWJIOB.
Saccharomyces S. boulardii - cHmkenne | He pekomenmyercs Bo Bpemst U 2 HEIENU IOCIE
boulardii KOJIOHU3alIMH (CTENICHb HEU3BECTHA) | JICUEHHs UTPaKoHa30JI0M. DP(eKTHBHOCT
S. boulardii MoXxxeT OBITH CHHXKCHA.
HmmyHocynpeccopsl
Bbyneconup, Byneconun (a1 MHranAImin) [IpuMeHsATL € OCTOPOXKHOCTBIO, HaOJIONATh Ha
Cmax (1), AUC (11); TIPEAMET TOSIBJICHUSI HEXKENaTeNbHBIX peaKkiui Ha
Oyneconun (mpyrue (GOpMBI) — | IMMYHOCYIIPECCOPHI, MOXET  MmOTpeOOBaThCs
MOBBIIICHUE KOHIIEHTPAI[MH | CHU)KEHHE JI03bI UMMYHOCYIIpEccopa.
(cTeneHp Hen3BecTHA)™"
Iuxeconua [ukmeconny (Uil  WHTAISANN)
Cimax (11), AUC (11)*
[uxnocnopuH Huknocnopus (B/B) —
HOBBIILIEHHE KOHIEHTPAUuH (<> - 1)°
uxiocniopun  (apyrue (opmbr) —
MOBBILIICHUE KOHLIEHTPAL[1H
(crenenn HeusBecTHA)™?
JexcameTrazoH HexcamerazoH B/B Chax  (©),
nepopaitbHO Crax (1),
AUC (11) nast B/B, IepopajibHO
OiryTHKa30H ®nyTtuka3oH (I WHTAIAIAR) —
MOBBIIIEHHE KOHUEeHTpauun (11)°
Oytrka3oH (HaszampHas Qopma) —
HOBBILIEHHE KOHIEHTpanuu (11)%°
MeTtuamnpeHu30JI0H MeTunpeaHu30J10H  (TIEPOPaTBHO)

Cmax (T'TT)! AUC (TT)

MeTtunmnpeaHu30J10H (B/B)
AUC (11
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Takponumyc Takponumyc (B/B) - IIOBBIIICHHE

xoHueHTpamuu (1)°

Takponumyc (IepopanbHO)

Cinax (1), AUC (1)
Temcuponaumyc Temcupoaumyc (B/B)

Cinax (11), AUC (17)°
DBEPONIUMYC 2BepoMYC Cmax (11), AUC (11171)* | He pekomeHnayeTcst BO BpeMsl U B T€UEHUE 2 HEJEINb
Cuposumyc Cupoarmyc Chax (11), AUC (1111)* | mocie nedeHuss uTpakoHa3onom®. [ToBEImIeH pHCK
(pamamuruH) MOSIBJICHUSI ~ HEXKENATeNbHBIX  peaknuid  Ha

3B€p0J’II/IMYC/ CHUPOJIUMYC.

IIpenapatsl, peryJupylonye YypoBeHb JTHIHI0B

ATopBacTaTuH ATtopBacTaTthH Cpax (> - 1), IIpoTuBomnokasan BO BpeMsl U B TeUEHHE 2 HEJEIb
AUC(T-1D) TocJie JICYCHHWs] UTPaKoHa3010M. [TOBBIIEH PHUCK
MOSABIICHUSI ~ HEXKENaTeNbHBIX  peakumid  Ha
JOBacTaTHH/CUMBACTaTHH, TAaKUX KaK MHOIATHS,
pabmoMuonM3a H  OTKIOHEHHS JIa0OpaTOPHBIX
napamMeTpoB (DyHKIIUH NEYCHU.
Jlomuramun Jlomuramug Crax (1111), IIpoTuBOIIOKa3aH BO BpeMsi U B TeUeHHE 2 HEIeb
AUC (1111)2 nocJjie JIEYeHUs UTpakoHa3oyioM. [loBbIeH pHCK
NOSIBJIGHUS. ~ HEXENIAaTEJIbHBIX  peakuuii  Ha
JIOMUTANH]], TAKUX KaK [I€YEHOYHasi TOKCUYHOCTh U
TsDKEJAs JKeNyJ0YHO-KUIIeUHAsl PeaKIysl.
JloBactatun JloBactatH Chax (1111), IIpoTuBomnokasan BO BpeMsl U B TeUEHHUE 2 HEJEINb
AUC (111D rnocJye JiedeHusl UTpakoHa3oioM. [loBbllIeH pHUCK
CumBacTaTtuH CumBacratuH Cmax (1111), MOSBJICHUSI ~ HEXKENaTeNbHBIX  peakuuid  Ha
AUC (111D JIOBAaCTAaTHH/CUMBACTATHH, TaKWX KaK MHOIATHA,

pabaoMuomnm3a ¥  OTKIOHEHHS
apaMeTpoB PYHKITUH [TEYCHH.

mab0paTOPHBIX

HecTepougHble MPOTHBOBOCHAJINTEIbHBIE CPEICTBA

Menokcnkam

Menokcukam Cuax (1), AUC (|)

[IpuMeHATh C OCTOPOKHOCTBIO, HaONIIONATh Ha
MPEeaMET CHIKEHUS 3P PEKTUBHOCTH MEIIOKCHKAMa,
MOXET  MOTPeOOBaThCSI ~ KOPPEKIMSA  JIO3BI
MEJIOKCHKaMa.

PecniuparopHble cpejcTBa

Cammetepon Cammetepon Crax (1), AUC (1111)* | He pexomenmyeTrcs BO BpeMs W 2 HEAETH IOCIE
JICYCHUS ~ MTPAKOHA30JioM.  [IOBBIIEH  pPHUCK
IIOABJICHUS HEXKEIaTCIbHbIX peaKuMi& Ha
cajaMmereposr’.

CenekTHBHBIC HHTHOHTOPHI 00PATHOI0 32XBATA CEPOTOHHHA, TPDHIHMKINYECKHE U IPYrHe AHTHCNPEeCCAHTHI

Pebokcernn
Bennagaxcun

Pe6oxcerrt Crax («>),AUC (1)
Bennadpakcut Cpax (1), AUC (1)

[IpuMeHAT, ¢ OCTOPOXKHOCTBIO, HAONIONATh Ha
MPEIMET TOSBICHUS HEKEIATCNFHBIX PEaKui Ha
pebokceTHH/BeHIa)akCUHS, MOXKET MOTPEOOBATHCS
CHI)KCHHE 7103 peOOKCeTHHA/BeHIahakCHHA.

Yposoruyeckue npenaparbl

ABaHadun

Asanapmi Crax (11), AUC (1111)°

[IpoTuBoOIIOKa3aH BO BpeMs U B T€UCHHE 2 HEIENb
IocTie JICYCHUSI WUTPaKOHa30J0M. [IOBEIMIEH pPHUCK
TTOSIBIICHUS HeXXENAaTeIbHBIX PeaKInii Ha aBaHA(DWIL,
TaKMX KaK TpHaNu3M, HApYyIICHUS 3peHHS U
BHE3aITHAs TOTEPS CIyXa.

JlanmokceTux

JHanokcetnH Cmax (1), AUC (1)*

[IpoTuBoOIIOKa3aH BO BpeMsi M B TeueHHE 2 HENelb
rocJie JIeYeHUs] MTPaKOHA30J0M. [lOBbINIEH pHCK
MOSIBJICHUST ~ HEXKEJIATCNBbHBIX ~ peakuuid  Ha
JMATMOKCETHH,  TaKMX  KaK  OPTOCTATHYECKas
THIIOTCH3MSL U BU3YaJIbHbIC (D (EKTHL

Hapudenanun

Bapnenadun

Hapudenauns Crax (117),
AUC (TM11-1111)°
Bapnenapuin Cmax (11), AUC(1111)*

He pexomenayercs BO BpeMs W 2 HEAEIH IOCIE
JIEYCHUS ~ WTpaKoHa3oysioM.  [lOBBIIEH  pHCK
MOSIBJICHUSI ~ HEXKENATENBHBIX ~ peaknud  Ha
JnapudeHanuH/BapacHaQuIC,
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HyTtacrepun Jyractepun - noBeieHue | [IpUMeHATh € OCTOPOKHOCTBIO, HAOMIOJaTh HA
KOHIICHTPALIUI (cTeneHp | mMpeaMeT MOSIBICHHS HEXeNaTeIbHBIX Peakiuid Ha
HeM3BecTHa)™ YPOJIOTHYECKHE MTPenapaTsl’, MOKET MoTpedoBaThes
Nmunadenannn Nmupadenannt Cmax (1), AUC (1) CHIDKEHHE [03Bl ypOJIOTHUECKOro Ipernapara.
OKCHOYTHHUH OKCcHOYTHHUH - noeimienue | Crneuuduyeckue JAEHCTBUS 10 JAyTacTepuay
KoHIuEeHTparuu (1)° yKa3aHbl B UHCTPYKLUH IO €ro npuMeHeHuto. s
Cunnenadun Cunnenadgui Cmax (11), cwieHadwia ¥ Taganapuia cM. TaKkXkKe pasien
(3pekTIIBHAS AUC (111111 «Oco0bIe yKa3aHUsD».
JChYHKIHS)
Tamanmadpun Tamamadui Cmax (1), AUC (11)*
(3pekTriIbHAS
TUChHYHKITASA U
JIoOpoKavYecTBEHHAS
TUNEPIUIa3ns
MpeAcTaTeIbHOU
JKeJe3bl)
Tontepoaun Tontepoaut Cpax (1-11),
AUC (11)* y muun co cnabeim
MeTabomuzmom CYP2D6
Y nenadwun Yaenadmn Cmax (1), AUC (11)°
de30TepouH ®ezorepoauH Crax (11), AUC (11)* | IlpoTHBOmOKa3aH IMamueHTaM C  HapyIICHHEM
(GYyHKIMM TI€YCHW WM TOYeK OT CpegHed [0
TSKEJION CTENEHU TSXKECTH BO BPEMS U B TEUEHHE 2
HeZeTb MMOCIe JIeUeHHsI nTpakoHa3o10M. [loBrimieH
PUCK TIOSBICHHS HEXENAaTeIbHBIX pEakIuid Ha
(be3oreposuH, TaKuX KaK TSDKEIbIe
aHTUXonuHeprudeckue 3¢dekTel. [IpumMeHsITH C
OCTOPOKHOCTBIO Y APYTMX MAalMEHTOB: HAONIIOAATh
Ha IMpeIMET MOSIBJICHUS] HEXEeNaTeNbHbIX peakuuit
Ha (e30TepOANHS, MOXKET TOTPEOOBATHCSI CHIKEHNE
JI03bI (he30TepoIuHA.
Conudenannn Comudenann Cmax (1), AUC (11)* | IIpoTuBonokasaH mnaumumeHtaM C  HapyLIeHHEM
(YHKIMM TOYEK TSDKENOM CTelnmeHH Wil ¢

HapyuieHueM QYHKIHH [IEUYSHU OT CPEIHEH TSHKECTH
JI0 TSDKEIIOW CTENeHH BO BpeMs U B TEUCHHE 2
HEJeNb MOCHe JICYeHHsT UTPakoHa30si0M. [ToBbiieH
PHCK TIOSIBJICHUsI HEXENaTeNbHbIX peakuuil Ha
conu(eHAIIMH: aHTUXOJUHEPrudeckue dPGEeKTs U
npoJionrarus narepsaia QT.

IIpumeHsATP € OCTOPOXHOCTBIO Yy  JPYIHX
MannucHTOB, Ha6J’IIO[laTb Ha MpCIAMCET IMOABJICHUA
HE)ellaTeNbHbIX Peaklnii Ha CONM(pEeHAIMH®, MOXKET
moTpeOOBATHCS CHIKEHHUE JI03bI cou()eHAIMHA.

Jlpyrue npenapatsl H JIeKAPCTBEHHbIE CPEACTBA

ANUTPUTHHOWH ANUTpUTHHOUH [IpuMeHAT € OCTOPOXXHOCTBIO, HAOIIONATH Ha
(mepopaitbHO) Cmax (1), AUC (1)* MpeAMET MOSIBJICHUSI HEXKeNaTeNIbHbIX peakUuui Ha
Kabepromaun Kabepromnn Cmax (11), AUC (11) IUTPUTUHOMH/KaOeproinH/KaHHaOMonIbl/
Kannabuou st Kannabuou b1 — MOBBIILICHNE LUHAKANIET, MOKET MOTPeOOBAThCS CHIDKCHUE 1103
KOHLICHTPALIUH, CTEMNEHb | ITHX MMPErnapaToB’.
HEW3BECTHa, HO BeposTHO (11)
[TuHakamer HunakaneT Cmax (11), AUC (11)*
Konxumma Komxunmt Cax (1), AUC (11)? IIpoTuBOTIOKa3aH TMalMEHTaM C HapyIIeHUEM
(GYHKIMK OYEK WK TIEYSHU BO BPEMsI M B TCUCHUE
2 Hemenb IOCHE JIEYCHHS  HUTPAKOHA30JIOM.
[loBblmeH pHUCK TOSBICHUS  HEXeJIaTelbHBIX
peakuuii Ha KOJNXWUIMH: CHIKEHHE CEepICYHOro
BBIOpOCA, apUTMHU  CEepALlAa, PECIUPATOPHBII

JAUCTpECC ©W YrHETCHUC KOCTHOI'O MO3ra. He
PEKOMCHAYCTCA APYIr'UM HNAllMCHTAM BO BpEMA U B

27




IF IJ-h
e el W

OTBETCTEBYET ZKCNEPTHOMY OTYHETY

o1 01 08 2025 M= 19164

Kanaccsl nmpenapartos
U TIpenaparbl

O:xuagaemblii/
NOTeHUMAJIbHbI 3¢ dexkT L—mo

Koyyrmmecon €] o v eHT apu (o T uMeya nms)

OTHOLLIEHHIO K YPOBHIO Mpenapara
(CcM. CHOCKM)

TeUeHHEe 2 Helelb IOCIIe JICUCHUS HUTPAKOHA30JI0M.

bosiee  BbIpa)k€HHOE TOBBILLIEHUE
OXKHUIAETCS Yy JIUI[ CO CPEeIHUM WA
C1a0BIM METa00TH3MOM
CYP2D6 IMs/PMs u
OJTHOBPEMCHHOM
uaruduropa CYP2D6.

npu
NPUMEHEHUU

IloBblmeH puUCK TOSBICHUS  HEXEIATEIbHBIX

peakiii Ha KOJIXULMHS.
Onuriaycrar CYP2D6 EMs: Cmax dmurayctata | IIpoTuBomokazaH — mam@eHTaM € CHJIBHBIM
1), AUC (11)* merabomuzmom  CYP2D6  EMs, mnomyvarommm

MOIIHBIA WK yMepeHHbId uHrudurop CYP2D6, a
TaK)K€ MNalnueHTaMm CcO CpE€AHUM U CJ'IaGI)IM
metabosmamom CYP2D6 Bo BpeMs u B TeueHue 2
HeJseJIb 1ocyIe Teparuy UTpakoHasosioM. [ToBeinien
PHUCK TIOSIBJICHHSI HEXEJATeNbHBIX pEeakIuid Ha
JJIMTIyCTaT: TpoJioHranus uHTepBaioB PR, QTc
u/unu QRS, a Taxke ceplieUHbIe apUTMUH.
[IprMeHATh C OCTOPOKHOCTBIO y JIMII C CHIIBHBIM
merabomusmoM CYP2D6 EMSs, naGmogars Ha
MIPEIMET TOSIBICHUS HEXKEJIATeNFHBIX pPeakii Ha
JNUATITYCTAT’, MOXKET TMOTpPeOOBaThCA CHIDKCHHE
JI03bI DJIUIIYCTATA.

ATKaNoOU bl CIOPBIHBU

Ankanouisl CIIOPBIHBI -
MOBBILIICHUE KOHLIEHTPAL[H
(crenens HeusBecTHA)™?

[IpoTuBoIOKa3aHbI BO BpeMs U B T€UCHHE 2 HEJENb
nocje Jie4eHUs UTpaKkoHa3oyoM. I[IoBbIIIEH pHCK
MOSIBJICHUSI HEXKENIATENbHBIX PEaKIUi Ha alKaJIOHU/bl
CIIOPBIHBH, TaKMX KaK 9PrOTH3M (CM. TaKKe pasesn
«IIpoTHBOMUTPEHO3HBIE CPEJCTBAY).

lananramun lNanmanramus Cmax (1), AUC (1) [IpuMeHAT € OCTOPOXXHOCTBIO, HAOIIONATh Ha
MIPEAMET TIOSIBJICHUSI HEXKENATeNbHBIX PEakIHi Ha
rajJaHTaMuH’, MOXXET MOTpeOOBaThCS CHIDKECHHE
JI03bI TAJIAHTAMHUHA.

HBakadrop UBakadTop Cmax (11), AUC (111)* [IprMeHATP ¢ OCTOPOXHOCTBIO, HaOIIONaTh Ha
MIPEAMET TOSIBJICHUS] HEXKENaTeNbHBIX PEakiHil Ha
nBakapTOP®, MOKET MOTPEOOBATHCS CHIKEHUE O3B
uBaxkadTopa.

Jlymaxadrop/ Heakadtop Cmax (11), AUC (11)* He pexkomeHmyercs B Te4eHHEe 2 HEAETb 10, BO

WBaxadrop Jlymakadtop Cmax («2), AUC ()2 BpeMs M B TEYEHHE 2 Helenb I0Cie JIeUeHHs

WrpakoHnazoun - CHIDKCHHUE | UTPAKOHA30JIOM. Bo3moxHO CHIKEHHE

KOHIICHTpALUH, creneHb | 3Q(GEKTUBHOCTH HMTPAaKOHA30Jla, BO3PACTaET PHCK

HEH3BECTHa, HO, BeposITHO (|| ]) MOSBJICHUSI ~ HEXKENaTeNbHBIX  peakuuid  Ha
nBakadrop®.

AHTArOHHCTHI PEHENTOPOB Ba30NPECCHHA

KonwuBanran/ KonunBanrat Cmax (171), AUC (1111)* | He pexomennyercs Bo BpeMs U 2 HEAeNU IOCie

TonBanran Toneanrtad Cmax (11), AUC (111)* JedeHuss ~ WTpakoHa3oimoM.  [loBBINIEH  pHCK
MOSABIICHUSI ~ HEXKENAaTeNbHBIX  peakuuid  Ha
KOHMBANTaH/TOJIBANTaH".

Mo3aBantan Mo3aBanTald Cmax (1), AUC (11) [IpuMeHATP € OCTOPOXHOCTHIO, HaONIONaTh Ha
MIPEAMET TOSIBJICHUS] HEXENaTeNbHBIX PEakiHil Ha
MO3aBaNTaH’, MOXET IOTPeOOBaTbCS CHIDKECHHE
JI03bI MO3aBaINTaHa.

Ipumeuanue

Cpeduee noevluieHue Konyenmpauuu:

1: <100 % (<2 pag);

11:100 - 400 % (=2 pa3 u <5 pa3s);
111 400-900 % (=5 pa3 u <10 pa3);

1111: 210 pas.

Cpeduee CHUJICéHUE KOHUenmpauuu:

1: <40 %;
11:40-80 %;
111:>80 %.

Omcymcmeue rppexma:

>,
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Hns ommcanns 3¢dekra (cpeqHsist KOIOHKA) yKa3aHO Ha3BaHHE MCXQAPIO PEKRPGTREHHEDI BEMETTRA, (AN, €I

COOTBETCTEBYET 3KCNEPTHOMY OTYETY

9} (eKT OTHOCHTCS K AKTUBHOMY KOMITIOHEHTY I aKTHBHOMY-META00MUTY- HPOICKAPCTBA

a. Jlng mpenaparoB co CTpelKaMH B CKOOKaxX OLIEHKa OCHOBaHA Ha MEXaHM3MeE JIEKapCTBEHHBIX B3aMMOJACHCTBHI U
nHpOpPMANMU O KIMHUYECKHX JIEKaPCTBEHHBIX B3aMMOJCHCTBUSAX C KETOKOHA30JIOM WM APYTMMH MOIIHBIMU
unruouropamu CYP3A4 n/unu unruburopamu P-rinvkonporenna min BCRP, a Takke Ha JaHHBIX MOJICIUPOBAHUS,
KJIMHUYECKHUX CIIy4aeB M/WIIM SKCIIEPUMEHTOB in vitro. JInsl pyrux MepedrcIIeHHBIX MperapaToB OlleHKa OCHOBAaHA Ha
JIaHHBIX KJIIMHUYECKHX JIEKAPCTBEHHBIX B3aUMOJICHCTBHUI ITpenapara ¢ UTPAKOHA30JIOM.

b. IMapamerps! hapMaKOKUHETHKU HE YCTAHOBJICHEI.

c. Cps3aHHBIE C IIpenapaTtoM HEXKeJaTelbHbIC JIEKApPCTBEHHBIE DEaKIHWH IPEJCTaBICHBl B COOTBETCTBYIOIICH
WHCTPYKIMU 110 IPUMEHEHHIO.

emu

.HeKapCTBCHHLIe B3aUMOICUCTBHUS N3YUCHBI TOJIBKO Y B3POCJIbIX.

Oco0ble ykazanust

Bruanue na oeamenvnocme cepoya: B UCCIEIOBAHNU Ha 3I0POBBIX 10OPOBOJIBLIAX UTPAKOHA30J1a
JUIs. BHYTPUBEHHOT'O BBEJCHUSI OTMEUAIOCh Mpexosiiee 0eCCUMIITOMHOE YMEHbLICHNE (paKkiuu
BbIOpOCa JIEBOTO JKENyA0YKa, HOpMAalM30BaBIIEeCs A0 CleAyioneld uHQy3uH Ipenapara.
Knuanyeckas 3HAYUMOCTH TOJyYEHHBIX JaHHBIX JJISI TEPOPATBHBIX JIEKAPCTBEHHBIX (HOpM
HEU3BECTHA.

WtpakoHa3on oOnagaer OTpULATENbHBIM HHOTPONHBIM 3¢ ¢dexkrom. Coolmamock 0 ciaydasx
XPOHUYECKOU CEPIEYHON HEIOCTATOUHOCTH, CBSA3aHHBIX C IPUEMOM UTpaKkoHasoia. IIpu cyrounon
noze 400 Mr wuTpakoHazona HaOmogagoch 0Oojiee 4YacToe BO3HUKHOBEHHE CEpICUHOM
HE/I0CTaTOYHOCTH; IIPU MEHBIIUX CYTOYHBIX J103aX TAKOM 3aKOHOMEPHOCTH BBISBIEHO HE OBLIO.
Puck BO3HMKHOBEHHUS XPOHMYECKOM CEpACYHOM HEJAOCTaTOYHOCTH, IPEANOJIOKHUTEIbHO,
NPONOPLMOHANICH CYTOYHOM po3e. MTpakoHazoyn He cileayeT NpPUHUMATh IalUeHTaM C
XPOHUYECKON CEpACYHON HEJOCTATOYHOCTHIO WIIM C HAJHMYUEM STOTO CHUMIITOMOKOMILIEKCA B
aHaMHe3e, 3a MCKJIIOUYCHMEM CIy4aeB, KOIJa BO3MOXKHAas I0JIb3a 3HAYMUTEJIBHO IPEBBINIACT
NOTEHIMATbHBIN pUCK. [IpyM MHIMBHIyaTbHON OLIEHKE COOTHOILIEHMS MOJb3bl U PUCKA CIEIYyeT
NPUHUMATh BO BHUMaHHUE Takue (pakTOphl, KaK CEpPbe3HOCTh MOKA3aHUM, PEKUM JTO3UPOBAHUS U
WH/IMBUIYaTbHbIE (PAKTOPHI pHUCKa BO3HUKHOBEHHUS CEPJCUYHON HEAOCTATOUYHOCTH (HMIEMHUYECKAs
0OJIe3Hb Cep/lla, TOpPaXEHWs KIIAMaHOB, OOCTPYKTHBHBIC OOJIC3HW JIETKUX, ITOYCUHAS
HE/I0CTaTOYHOCTh U JApYyrue 3ab0JIieBaHUs, CONPOBOXAAIOLIMECS OTeKaMH). TakuX MalUeHTOB
HEO0X0AUMO TPOMH(POPMHUPOBATH O TPU3HAKAX W CHMIITOMAaX XpPOHHUYECKOH CepAedHOM
HE/IOCTaTOYHOCTH M CIICJWTh 3a WX TOSBICHHEM BO BpeMsl Kypca JiedeHus. lIpu mosiBieHun
NOJO00HBIX TPU3HAKOB IPUEM UTPAKOHA30J1a HEOOXOJUMO MPEKPATUTD.

VYrpoxaromue >KU3HU apUTMUM Cep/lia W/WINM BHE3alHas CMEpPTh OTMEYAJIUCh Y MAIMEHTOB MPHU
OJTHOBPEMEHHOM MPUMEHEHUH METaJI0Ha.

bnokaropel KanbIMEBBIX KaHAJIOB MOTYT O0JIaaTh OTPHIATEIBHBIM WHOTPOIHBIM 3(]deKTom,

KOTOpBI MOKET OBbITh aJJUTUBHBIM IO OTHOHIIEHHIO K 3¢ ¢ekry urpakonazona. Kpome Toro,
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UTPAKOHA30J MOMKET WHIrUOMpoBaTh MeTabonusM | [GIOKAFOPOBS \ K&TBHHEBAIX | (KaHAOB.

COOTBETCTEBYET 3KCNEPTHOMY OTYETY

CrnenoBarenbHO, ClEQyeT TMpPOSBIATh OCTOPOKHOCTh MPH OJHOBPEMEHHOM IPUMEHEHHH
UTPaKOHAa30J1a ¥ OJIOKATOPOB KaJIbLIMEBbIX KAHAJIOB U3-3a MOBBILICHNS PUCKA 3aCTOWHON cepIedHOM
HEJI0OCTaTOYHOCTH.

Jlexapcmeennvie  @3aumolelicmeus: OTHOBPEMEHHBI TPHEM HEKOTOPHIX JIEKAPCTBEHHBIX
IpenapaToB ¢ UTPAKOHA30JI0M MOXKET NMPHBECTH K M3MEHEHUIO B 3()(EKTHBHOCTH MTPAaKOHA30JI1a
W/WIM OTHOBPEMEHHO MPUMEHSIEMBIX JIEKAPCTBEHHBIX MPENapaToB, BO3HUKHOBEHUIO OMACHBIX JIJIS
KU3HH MMOOOYHBIX peaklUil W/UiM BHE3aImHOW cMepTu. [IpenapaTsl, KOTOpBIE HENb3sI MPUHUMATh
OJTHOBPEMEHHO C HTPAKOHA30JI0M, HE PEKOMEHIOBaHHBIE ISl OTHOBPEMEHHOTO IIPUMEHEHNUS W/ WITH
PEKOMEH/IOBAaHHbBIE Ul OJHOBPEMEHHOTO INPHMEHEHHS C HUTPAKOHA30J0M C OCTOPOKHOCTBIO,
nepevrcieHsl B pa3aene «BzanumoseiicTBre ¢ IpyruMu JIeKapCTBEHHBIMU CPEICTBAMID.
Ilepexpecmuas eunepuye6cmseumenbHOCcmy. JAaHHBIE B OTHOIICHWM HAJIMYUS MEPEKPECTHOH
THIIEPYYBCTBUTEILHOCTH MEX/Y HTPAKOHA30JIOM U APYTHMMHU MPOTHBOTPHUOKOBBIMHU CPEICTBAMU C
a30JIbHOM CTPYKTYPOIi (M3 TPYIIIBI a30J10B) OorpaHuyeHbl. [Ipy HaIM4nuy runepayBCTBUTEIBHOCTH K
JPYTUM a30J1aM CJIEYET C OCTOPOKHOCTHIO Ha3HAYATh UTPAKOHA3OII.

Bzaumosamensemocms: HE PEKOMEHAYETCS B3aUMO3aMEHSEMOE NPHMEHEHHE HTPAaKOHa301a B
dopMe Kamcyn M HWTpakoHa3osa B (opMe pacTBopa Ui IMpHeMa BHYTPb, BBHIY TOTO, YTO
HKCIIO3UIIMS UTPAKOHA30JIa BBIILIE ITPH MCIIOJIB30BAHUH €To B JOpMeE pacTBOpa AJIs IpreMa BHYTPb,
4yeM B (popMe Karicyl, Jaxke Ipu IpueMe OJMHAKOBBIX /103 HTPAKOHA30JIa.

CHudicennas KUcI0mHOCmb JHcey004H020 cOKA: TIPU CHUKEHHON KUCIOTHOCTH KETyA0YHOTO COKa
aOcopOIyst WTpaKkoHA30JIa M3 Kalcyn Hapymaercs. llanmeHtamM co CHMKEHHOW KHCIOTHOCTBIO
’KETyZ0YHOTO COKa BCJIEACTBUE 3a00JeBaHUS (HAmpUMep, y MAlMEHTOB C aXJOPTHAPUEH) WIn
BCJICICTBHE TMIpHEMa JIEKAPCTBEHHBIX IpErapaTroB (HAIpuUMeEp, JIEKAPCTBEHHBIX CPEJCTB,
MOJIABJIIONINX KEITYTOYHYI0 CEKPEIHI0) PEKOMEHIYeTCsl MPUHUMATh WUTPAKOHA30J B KarcCyiax
OJJTHOBPEMEHHO C KHCIBIMH HalmWTKaMH (TakKUMH Kak HeaumeTwdeckas koma). Cruemyer
KOHTPOJIUPOBATH MPOTUBOTPUOKOBYIO aKTUBHOCTb TIperapara M yBEIWYHBaTh 03y HTPAKOHA30JIa
pU HEOOXOIUMOCTH.

Bnusnue na @ynkyuio nevenu: B OUYEHb PEIKUX CIy4asx NpH MPUMEHEHHHM HTPaKoHa301a
Pa3BHBAJIOCH TSDKEIOE TOKCHYECKOE MOpPaKCHHWE IEYCHHU, BKIJIIOYAs HECKOJIBKO CIy4aeB OCTPOU
NEYCHOYHOU HEIOCTATOYHOCTH C JICTAJIBHBIM HCX0/I0M. B OONBIIMHCTBE CITy4aeB 3TO MPOUCXOAMIIO
C MAIMEHTaMH, Y KOTOPBIX YK€ UMEIHCh 3a00JIeBaHUS IEUYEHH, Y MTALIUEHTOB C APYTUMHU TSDKEJIBIMH
3a00JIeBaHUsAMH, KOTOPHIM TIpernapaT ObUT Ha3HAYEH JUIA JICYEHUS CHUCTEMHBIX 3a00ieBaHUH, a
TaKke Yy TAlWeHTOB, TMOJYYaBIIMX JApPYrHMe JIEKapCTBEHHBIE CpeNCTBa, oOiamaroniue
rernaToTOKCHYeCKuM JelicTBueM. OHAKO y HEKOTOPBIX MAI[MEHTOB HE OBLIO COMYTCTBYIOIIHMX

3a00JeBaHUN MJIM OYEBHIHBIX (PAKTOPOB pUCKA B OTHOIICHUHU MOpaKeHUs NeueHH. Heckonbko
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COOTBETCTEYET ZKCNEPTHOMY OTYETY
ot 01.08.2025 N2 19164
TaKUX CIy4aeB BO3HUKIIN B IIEPBBIA MeCsAL| TEPAlH, a HeKOTOPLIe={ B IFepBYA0] Hellem0 seHeHus. B

CBS3M C OTHUM PEKOMEHIyeTCS PEryJspHO KOHTPOJIUPOBATh (PYHKIMIO TIEYEHU Y TMAaIlUEHTOB,
MOJTYYaIOLUX TEPANUIO0 UTPAKOHA30JI0M. B cilydae BO3SHUKHOBEHHSI CHMIITOMOB, MPEIOJIAraloInX
BO3HMKHOBEHHE T'eNaTuTa, a UMEHHO aHOPEKCHUU, TOLUTHOTHI, PBOTHI, C1a00CTH, OOJU B KUBOTE U
MOTEMHEHUS MOYH, HEOOXOAMMO HEMEIJIEHHO MPEKPaTUTh JEeUEeHUE M MPOBECTH HCCIEeI0BAHUE
¢bynkiuun nedeHd. [larmeHTaM C  TOBBIIMIEHHON AaKTUBHOCTHIO TI€YEHOYHBIX (DEPMEHTOB,
3a00JIeBaHNEM TT€UEHU B aKTUBHOM (ha3e WM MPU MEPEHECEHHOM TOKCUYECKOM MOPaKCHUH TTEUEHU
BCIIEJCTBHE PHEMA IPYTUX NPENApaToB He CIEAy€eT Ha3HA4YaTh JedeHue npenaparom Upynun®, 3a
HCKIIFOYEHUEM TEX CIIy4aeB, KOI/la OKHMJaeMasl I0Jb3a ONPABABIBAET PUCK MOPAKECHUS NEUEHHU.
Pekomenayercs mpoBOAWTH HAOMIOJCHHE 3a YPOBHEM JaOOpaTOPHBIX MapameTpoB (YHKITUH
MEYCHH y TAIMEHTOB C YK€ WMMEIONIUMCS HapylieHueM (DyHKIHUU TIeUYeHU WM MAlUCHTOB, Y
KOTOPBIX OTMEUAJUCh TPOSBICHUS TENATOTOKCUYHOCTU JPYTHUX JIEKAPCTBEHHBIX CPEICTB.
WTpakoHa30i NpeuMyIlIecTBEHHO MeTabonusupyercs B MedeHH. [loCKONbKY y MalMeHTOB C
HapylIeHUsIMH (YHKIIUM TI€YCHHM TOJIHBIA TEepHOJ TMOJYBBIBEICHUS HMTPAKOHA30Jla HECKOJIBKO
YBEIIMYEH, PEKOMEH IyETCs OCYIIECTBIISITH KOHTPOJIb KOHLIEHTPALlMK UTPAKOHA30J1a B TUIa3Me U MPU
HEO0OXOIMMOCTH KOPPEKTUPOBATH 03y Iperapara.

Hapywenusa ¢pynkyuu novex: naHHble O MPUMEHEHUIO IperapaTa y MalueHTOB ¢ HAPYIIEHUSIMU
GYHKIIUU TOYEK OTPaHMYEHBI, y HEKOTOPHIX MAI[MEHTOB C HEJAOCTATOYHOCTHIO (DYHKLIHHU MOYEK
OKCIIO3UIUST UTPAKOHA30JIa MOXKET OBITh TMOHIKEHA. [lodToMy TakuM TaIMeHTaM CJIeayeT
Ha3HaA4aTh MPernapaT ¢ OCTOPOIKHOCTHIO.

Pexomenayercs OCyIIECTBIATh KOHTPOJIb KOHILIEHTPAMA HWTpakoHa3oja B IUIa3Me€ WU IpHU
HE00XO0IMMOCTH KOPPEKTUPOBATH 03y Ipernapara.

Hayuenmovl ¢ ummynoOoepuyumom.: OGUOAOCTYIMHOCTh UTPAKOHA30JIA MPU MEPOPATLHOM TpUeMe
MOXET OBITh CHUKEHA y HEKOTOPHIX MAIMEHTOB C HAPYIIEHHBIM MMMYHHUTETOM, HANpUMeEp, Y
MalMeHTOB ¢ HeWTponeHuert, nanueHToB co CIIM/loM win mnepeHecmnx ONepamnuo 1Mo
TpaHCIUIaHTAIMK OopraHoB. Takum oOpa3om, 103a JOHKHA OBITh CKOPPEKTHPOBAHA B 3aBHCUMOCTH
OT KJIMHUYECKOU KapTUHBI y 3TOU I'PYIIIbLI IAL[UEHTOB.

Iayuenmol ¢ cucmemubiMu 2puOKOSbIMU UHDEKYUAMU, NPEOCMABITIOWUMU YSPO3Y IHCUSHUL:
BCeACTBUE (PApMAaKOKMHETUYECKUX XapaKTepUCTUK (cM. monpazaen «DapMakKOKHMHETHUKA)
npenapara HMpyHur®, Kamcynbl, €ro HpHMEHEHHE HE PEKOMEHIyeTcs [ Hadala JIeYeHHUs
CHUCTEMHBIX MUKO30B, IPEICTABIISIONINX YIPO3Y KU3HU MALUEHTOB.

Hayuenmvr co CIIH/[om: nedamuii Bpayd JOHKEH OLEHUTH HEOOXOIUMOCTh Ha3HAYCHUS
noaaepxuBarotiei reparmnn y BUY-undumuposannsix namuentos, umerommx CITN], y koTopsix
CYILIECTBYET PUCK PELMIMBA, PaHee MOJIyYaBIIMM JICUEHHE IO MOBOAY CUCTEMHBIX TPHOKOBBIX

UHEKIHH.
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Ilpumenenue 6 neduampuueckoli npaxmuxe: NOCKOIbKY| [RAMHNHCOKIEX, TEHHB 0" TPUMEHEHUH

UTPaKOHa30Ja y JAeTeld HEeAOCTaTOYHO, PEKOMEHIYyeTCs Ha3HauaTh Mpernapar JETsIM TOJNbKO B
Cllyyae, €CJId BO3MOJKHAsI 10JIb3a OT JICUEHHUS MPEBBIIIACT MOTEHIUATBHBIN PUCK.

Kenwunam 0emopoonozo 6o3pacma, TPUHEMANOIMM 1penapar MpyHun®, He00X0auMO
WCIIOJIh30BaTh a/ICKBATHBIE METO/IbI KOHTPAIIETIIIUN Ha TIPOTSHKEHUH BCETO Kypca JICUCHHsI BIUIOTh
710 HACTYTIJICHHSI IEPBOI MEHCTPYaLIMHU TIOCTIE €T0 3aBEPIICHUS.

Jlewenue credyem npexkpamums TPH BOSHUKHOBEHHH TepH(EpUIECKON HEHPOINATUH, KOTOopas
MOKET OBITh CBSI3aHA C PUEMOM KaIcyJ1 npenapara Upynun®.

Ilepexpecmnas pezucmenmnocms. TIPU CUCTEMHBIX KaHAMI03aX, MPEANOI0XKUTEIBHO BhI3BAHHBIX
(baykoHazon-pe3ucTeHTHBIMU mTamMmMamMu Candida, Henb3s MPEANOI0KUTh YyBCTBUTEIBHOCTh K
WUTPaKOHA30Jy, CIIEI0BATEIbHO, PEKOMEHAYETCS MPOBEPUTHh UYBCTBUTEIBHOCTH NEPE] HavyalioM
Teparnuu UTPaAaKOHA30JIOM.

Tlayuenmul noxcunozo éo3pacma: TaHHBIC TI0O TPUMEHEHUIO UTPAKOHA30J1a Y MAIIMEHTOB MOXKHIIOTO
BO3pacTa OrpaHUYeHbl. PekoMeHIyeTcsl Ha3HauaTh MpernapaT TOJIbKO B ClIydae, €CJIM BO3MOXKHAs
M0JIb3a OT JICYCHHSI MMPEBBIMIACT MOTEHIINAIBHBIN PUCK.

B nenom pexkomMeHayeTcss mpu Moa00pe 03kl AJis MAlMEHTOB IOXHUJIOTO0 BO3pacTa OOpaTHTh
BHHMaHUE Ha YaCTOTY CHIDKCHHsI (YyHKIMH TICYCHH, TMOYEK, CEPIACYHO-COCYIUCTON CHUCTEMBI U
COIyTCTBYIOIIMX 3a00I€BaHMI WU IPYTOil JIEKaPCTBEHHOMN Tepanuu.

Ilomepsi cnyxa: cooOmANIOCK O BpPEMEHHOW WM CTOMKON mOTepe ciayxa Yy MalueHTOB,
MPUHUMAIOIIAX HTPAKOHA30J. B HEKOTOpBIX Cllydasx IOTEeps CiIyXa MpoucxXoawia Ha (oHe
OJTHOBPEMEHHOTO MpreMa ¢ XMHUANHOM (cM. paznensl «IIpoTtuBonokazanus» u «B3anmoelicTBie
C APYTUMU JIEKaPCTBEHHBIMU CpelicTBaMu»). CilyX 0OBIYHO BOCCTAHABIMBAETCS MOCIE OKOHYAHUS
Tepanuy UTPAKOHA30JI0M, OJTHAKO Y HEKOTOPBIX MAIIMEHTOB TIOTEPsI cliyXa HeoOpaTuMma.
Myxkosucyuoos (kucmosmuwviii ¢pudbpo3): y MaUEHTOB ¢ MyKOBUCITHIO030M (KHCTO3HBIM (hrOpo30M)
Ha0Ir0aMach BapuadeIbHOCTh KOHIICHTPAIIMK UTPAKOHA30JIa B TJIa3Me€ KPOBH IIPH NMPUMEHEHUHU
UTpaKoHa3ojda B ¢opMe pacTBopa Uisl MpueMa BHYTPh B Jo3e 2,5 Mr/kr 2 pasza B cyTku. Kak
CJIEJICTBUE, TEPANEBTUYECKAsI PABHOBECHAs] KOHIICHTPAIIHSI UTPAKOHA30Ja B TUIa3Me KPOBU MOXKET
HE JoCTUTaThCs. PaBHOBECHBIE KOHIICHTpAIUU >250 HI/MII TOCTHTAHCh MPUOIU3HTEIRHO ¥ 50 %
MalMeHToB crapuie 16 JeT U He JOCTUrajduch HU y OJHOro mamueHta mijanme 16 ner. Ilpu
OTCYTCTBUM OTBETAa Ha Tepamuio mpemnapatoM Mpynun®, Kancyibl, clemyeT pacCMOTPETh
BO3MOKHOCTh IIEpeXo/ia Ha aJIbTEPHATUBHYIO TEPAIUIO.

Cnocobrnocms K 3auamuio: B HCCIICOAOBAHMAX Ha JXUBOTHBIX OTMCYAIIACh PCHOPOAYKTHBHASA

TOKCHYHOCTBH UTpaKOHa30J1a.
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HccnenoBanus 1o U3y4eHHIO BIUSHUAS UTPAKOHA30J1a HA CIIOCOOHOCTD YIPABISTh TPAHCTIOPTHBIMU
CpelcTBaMU W paboTaTh ¢ TEXHUKOW HE MPOBOAWIHCH. HeoOXoaumMo MpHHMMATH BO BHUMAHHE
BO3MOKHOCTh BO3HUKHOBEHHSI TOOOYHBIX PEAKIMM, TaKWX KaK TOJIOBOKPYKECHHE, HapyIICHUE
3peHus u noteps ciyxa (cM. «Ilobounoe aeiictBuey). [1pu mosBIeHNN ONMMCAHHBIX HEKETATEIbHBIX

peaKI_II/Iﬁ CJICAYCT BO3ACPIKATHCA OT BBIIIOJHCHUS YKA3aHHBIX BUAOB ACATCIIBHOCTH.

®opma BhINIyCKA

Kancynsi, 100 mr.

Ilo 5, 6, 7, 10, 14 wnu 15 xancyn moMemaroT B KOHTYPHYIO SYEHWKOBYIO YIAKOBKY W3 IUICHKH
MOJTMBUHUIIXJIOPUIHON CBETO3AIUTHON U (POJIBIH aJTFOMHUHHUEBOM MEYaTHOW JJAKMPOBAHHOM.

1,2, 3 unu 4 KOHTYpHBIE TYEHKOBBIE YIIAKOBKH BMECTE C MHCTPYKIMEHN IO MPUMEHEHUIO TOMEIIAI0T

B MTAYKy U3 KapTOHA.

YcaoBusi XxpaHeHus
ITpu Temnieparype He Bbiie 25 °C.

XpaHHUTh B HEIOCTYITHOM JIJIs IETEH MECTE.

Cpok rognoctu
3 rona.

He IMPUMCHATH 11O UCTCUCHUHN CPOKA 'OAHOCTH.

YcaoBus ornycka

OTrmycKaroT Mo perenTy.

IIpousBoauTen
AO «BEPO®APM», Poccuiickas ®@enepanus
benroponckas o6, r. benropon, yi. Pabouas, 1.14.

Ten.: (4722) 21-32-26; daxc: (4722) 21-34-71.

Baanesen perucTpanMoHHOro yaocropepenusi/Opranusanusi, NIPUHUMAKOIIAS NPeTEeH3UH
norpedurese

AO «BEPOOAPM»

Poccus, 115088, r. Mocksa, 2-i1 FOxxHOmopToBbIN Npoe3n, 1. 18, cTp. 9, atax 2.

Ten: +7 (495) 797-57-37
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daxc: +7 (495) 792-53-28

E-mail: info@veropharm.ru

https://veropharm.ru
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