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OBIIASA XAPAKTEPUCTHUKA JIEK

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Abaxkasup, 300 Mr, TaOIETKH, MOKPHITHIE INIEHOYHOW 000I0YKOM.

2. KAUECTBEHHBIN 1 KOJITMYECTBEHHBII COCTAB

JleiicTByrol1ee BEIIECTBO: abaKaBup.

Aobakasup, 300 mr, TaOJETKHU, ITOKPBITHIE INIEHOYHOU 000JOYKON

Kaxnmas Tabmerka, MOKphITas IUICHOYHOH 000moukoit coxepkut 300 mr abakaBupa (B BuUAE
cynbdara).

[TonHbIi TepedYeHpb BCIIOMOTATEIBHBIX BEIIECTB NMPUBEJIEH B passene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku, NOKPHITHIE MIIEHOUYHOU 000T0UYKOM.

Aobakasup, 300 mr, TaOJETKHU, ITOKPBITHIE INIEHOYHOU 000JOYKOH

OBasyibHBIE JBOSKOBBITTYKJIBIC TA0JIETKH, TOKPBITHIE TUICHOYHOH 000JI0YKOH OEJIoro 1BeTa.

4. KIMHUYECKHUE JAHHBIE
4.1. lloka3aHusi K NPUMEHEHHU IO

AGakaBup MOKa3aH K MPUMEHEHHIO Y B3POCIBIX U JETCH ¢ Maccoi Tenma OoJiee 25 Kr Jyisl JIeUeHUs
BUY-undexnuu (B coctaBe KOMOMHUPOBAHHOW aHTUPETPOBUPYCHOM TEPAITHH).

4.2. PexxuM 103UPOBAHMSI M CIIOCO0 MPUMEHEHHUsI

[IpemapaT nokeH Ha3HAYAThCS BPAuOM, UMEIOIIUM OTbIT JiedeHuss BUY-unpekuuu.

PexxuM 103upoBaHUS

B3spocnble

Pexomennyemasi cyrounasi no3a Juist B3pocibix cocrasiser 600 mr. [Ipemapar Ha3HavarT B 03¢
300 mr aBa paza B cytku uinu 600 Mr ofMH pa3 B CYTKHU.

Oco0nIe I'pyIibl NAaTMCHTOB

HauueHrnbl nooJKcuiloco eo3pacma
cI)ElpMaKOKI/IHCTI/IKa a6aKaBHpa Y NalUCHTOB CTAapIIC 65 ner He H3y4dajiacChb.
HalxﬂleHl’l’lbl C NOYEYHOU HeQOCMAmo4HOCbIO

VY mamueHToB C HapylmleHHeM (YHKIMM TOYeK KOPPEKIMH J03bl Ipernapara He Tpedyercs.
[Ipumenenue npenapara AGakaBUp He PEKOMEHIYyeTCs y MalUMEHTOB ¢ TEPMHMHAIBHOM cTajuen
MIOYEYHOU HEJOCTaTOUYHOCTH.

HauueHmbz C NEeYEeHOYHOU HeOOCMAmMOYHOCTbIO

AbakaBup MeTabONIM3UpYeTCsl MPEUMYIIECTBEHHO B TMe4YeHW. /[l JiedeHus MalueHToB ¢
HapylmeHneM (YHKUIUU TeYeHH JIerkod creneHu (5-6 OamnoB mo mkane Yaitng-IIeto) ciemyer




COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

ot 09.12.2025 N= 30577

NPUMEHSTH a0akaBup B JIPYyroi JIeKapCTBEHHOM (opwe, KOTOHQQ&&LE&%%&C%%'%J&%&%

no3bl. JlanHble 1m0 (apMaKOKMHETHKE M 0e30IacHOCTH NMpHUMEHEHHs abakaBupa y MAIEHTOB C
HapylmeHneM (QYHKIUH TeUYeHH CpeAHEH M TSHKEIOW CTENeHHM OTCYTCTBYIOT. TakuMm oOpasom,
npuMeHeHne abakaBupa y NalMeHTOB ¢ HapylIeHHeM (YHKIIUH [TEYEHU CPEIHEH U TSHKEIION CTeNeHH
HE PEKOMEHYeTCS.

eTu
Jlemu ¢ maccoii mena ne menee 25 ke

Pexxum no3upoBaHus y eTell ¢ Maccol Teaa He MeHee 25 KI' COOTBETCTBYET PEXUMY JO3UPOBAHUS Y
B3POCIJIBIX.

[Ipenapar AbGakaBup He cieayeT Ha3HadaTh (MPUMEHSTH) Y JETEH ¢ Maccoil Tela MeHee 25 KT, B
CBSI3U C HEBO3MOKHOCTBIO 00€CTIEUNTh PEXKUM JO3UPOBAHMS.

Croocob nnpuMeHeHust

[Ipenapat AGakaBup NpUHUMAETCS BHYTPb, HE3aBUCUMO OT MpHeMa IHIIH.
Jliia obecnieyeHrs TOYHOCTH JI03MPOBaHUs Mpenapara TabiaeTKy(-1) peKOMEHIyeTCsl POTaThIBaTh
MIOJIHOCTBIO, HE U3MEIIbYasl.

[TaruenTam, y KOTOPBIX HpOTJaThiBaHWE TAOJETOK BBI3BIBAET TPYAHOCTH, abakaBUp Ha3HAYaIOT B
Jpyrou JiekapcTBeHHOU (opMe. B kauecTBe anbTepHATUBBI JIOMYCKAETCs M3MeEIbUEeHHE Ta0IEeTOK C
no0aBjeHHEM MX K HEOOJbIIOMY KOJMYECTBY MOJYTBEPAON MULIM WIH KXKUAKOCTU. Bece konmyecTBo
MOJIyY€HHOU cMecH He0OXO0MMO MPUHSTH BHYTPh HE3aMEUIUTEIBHO.

[Ipu nepexozie OT pexkMMa npuema JBa pa3a B CyTKU K PEKHUMY IpHUeMa OJUH pa3 B CYTKHU CIeayeT
NPUHATH TMEPBYI0 PEKOMEHIyeMYIO0 103y (KaK ONMCaHO BBIIE) MpPUMEpHO dYepe3 12 u mocie
MOCJIeHEH MPHUHATON 03Bl M0 PEKHUMY IBYKPATHOTO MpHEMa, a 3aTeM IpPOAOJIKaTh MPUHUMATh
PEKOMEHIyEMYIO OJTHOKPATHYIO 703y (KaK OTMHMCAaHO BHIIIE) MpUuMepHO Kaxkbie 24 4. [Ipu Bo3BpaTe
K PeXHMMY IIpHeMa JBa pa3a B CYTKHU CleAyeT MPUHATH MEPBYI0 PEKOMEHIYEMYIO 103y MO PEXKUMY
JIBYKPATHOTO MpUeMa IpUMEpHO depe3 24 4 rocie nociaeaHed NPUHITON OTHOKPATHOM 103bI.

4.3. IIpoTuBONOKA3aHUSA

l'unepuyBcTBUTENBHOCT, K abakaBuUpy WIM K JI0OOMYy U3 BCIIOMOTaTelbHBIX BEIECTB,
MEePEUYUCIICHHBIX B pazzene 6.1.

4.4. Oco0ble yka3aHusi 1 Mepbl MPEI0CTOPOKHOCTH NMPH NPUMEHEHUH

I'unepuyBCTBUTEIBHOCTh

IIpumenenue npenapara AGakaBUp CBS3aHO C PUCKOM Pa3BUTUS PEAKIMHA MMIIEPUyBCTBUTEIBHOCTU
(PTY), xapakTepu3yroIIUXCs MOSBIEHUEM JMXOPAJAKU W/WIM ChIIK C JAPYTMMH CUMIITOMaMH,
YKa3bIBAIOIIUMU Ha MOoJuopraHHoe nopaxenue. PI'Y Moryr yrpoxars *KU3HU U B PEIKUX CIydasx
IIPUBOJUTH K JIETAJIbHOMY UCXOy IIPH OTCYTCTBUU HaJJIexalero jjeyenus. Puck passurus PI'Y npu
IpUMEHEHUH Mpenapata AOakaBUp 3HAYUTEIBHO IIOBBIIIEH Y MALUEHTOB C IOJIOKUTEIBHBIM
pe3yabTaroM Tecta Ha Hanuuue amnenss HLA-B*5701. Bmecre ¢ tem, PI'U k aGakaBupy
Habro1aMMCh ¢ 00Jiee HU3KOW YaCTOTOW y MAIlMEHTOB, HE SIBJISIOIIMXCSI HOCUTEISIMUA 3TOTO aJUIEJIsL.

CrnenyeT npuaepKUBaThCs CASAYIOMINX TPaBUI

- Cratyc B otHomeHnu ayutenst HLA-B*5701 nomkeH ObITh yCTaHOBIJIEH B 0053aTEIbHOM HOPSIIKE
JI0 Hayvasa Tepanuu mnpemnaparoM AdakaBup.

- Hu mpu kxakux oOCTOSTENbCTBAX HE CieayeT HauMHATh JieYeHUe mpenapaTtoM AOakaBHp Y
MAIMEHTOB C TMOJIOKUTETBHBIM CTaTycoM B oTHomieHuu amnens HLA-B*5701 unu y manueHToB ¢
OTpHLATENIbHBIM cTaTycoM B oTHomeHnn HLA-B*5701, y kotopbix panee 6bu1a 3anogo3pena PI'Y k
abakaBUpY BO BpeMsl IPUMEHEHHsI aOaKaBUP-COAEPIKAIIETO JICKApCTBEHHOTO Mpenapara.
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npexkpaieHa gaxe B ciydae orcyrctBus awienss HLA-B*5701. 3anepkka npekpamieHus Tepaniu
npenaparom AOakaBup rociie BO3HUKHOBeHHs PI'Y MOKeT NMpUBECTH K Pa3BUTHIO YTPOXKaroIien
KU3HU PEAKIUH.

- Ilocne npekparieHus gedenus npenaparoM AOakaBup 10 npuurHe nojo3penus Ha PI'Y um nmpm
KAKHX 00CTOSITeIbCTBAX HeJIb3sl BO300HOBJIAITH INpPHMeHeHHMe Npenapara A0akaBup HJIH
JIIOOBIX IPYTrUX JIEKAPCTBEHHBIX NPenapaToB, cOAePKALUX adaKaBup.

- Bo3o6HOBIIEHHE TPUMEHEHWS TTPETIApaTOB, COIEPKaNINX abakaBup, Mocie moao3peBaemoii PI'Y Ha
abakaBUp MOJKET MPHUBECTH K OBICTPOMY BO3BPAILICHHIO CHMIITOMOB B TEYCHHE HECKOJBKUX YacOB.
[ToBropHas PI'Y, kak mnpaBumio, mpoTekaeT B Oosee Tsokenol (opme, yeM Mpu MEPBUYHOM
MIPOSIBJIEHUM, M MOJKET CONIPOBOXKAATHCS YIPOKAIOIMIEH JKU3HU apTEpUaIbHOM THUIIOTEH3HEW H
JIETAIBHBIM UCXOJ0M.

- ITlaumenrtoB, y koTopbix pasBuiack PI'U, cienyer HmpoOMHCTPYKTHPOBaTb O HEOOXOIUMOCTU
nepeiau OCTaTKOB IpernapaTa AbakaBup JieyalleMy Bpady Bo U30exaHHe BO3OOHOBIEHUS IpUeMa
abakaBupa.

Knuanueckas xkaptuaa PI'Y k abakaBupy

PI'Y k abGakaBupy ObUIM XOpPOIIO OXapaKTEPU30BaHbI B paMKaxX KIMHHUYECKHUX HCCIEIOBAHHUM U BO
BpeMs IOCTPETUCTPAIMOHHOTO HaOmoAeHus. CUMIITOMBI OOBIYHO MOSIBJISITUCH B TEUEHUE NEPBHIX O
Hezenb (MenuaHa BpeMEHH Haudaja 3Tod peakuuu - 11 cyTok) mocie Hadasna Tepanuu abakaBUpOM,
OHAKO 3TH PeaAKIHH MOT'YT Pa3BMBaThCA B JII000H MOMEHT NIPOBe/leHUs] TEPATIHH.

[Ipaktnueckn Bce PI'U k abakaBupy BKJIIOYAIOT JMXOPAAKY W/WIU CHIIIb KaK 4YacTh CHHApPOMA.
Jlpyrue mpuW3HAKM W CHMITOMBI, KOoTopble HaOmomamuch npu PI'U k abakaBupy, BKITIOYAIOT
CUMIOTOMBI CO CTOPOHBI OPraHOB JBIXaHUS U JKEIYJOYHO-KHUIIEYHOTO TPAKTa, KOTOPbIe MOIYT
NPUBECTH K omm004YHOi quarnoctuke PI'Y kak pecnuparopHoro 3ado/ieBaHusi (MHEBMOHMH,
OpoHxuTa, GAPMHIUTA) WK FACTPOIHTEPHUTA.

[Ipn npoaorKeHUH JeueHusl TSHKeCTb CHUMIITOMOB, cBsi3aHHBIX ¢ PI'U, Hapacraer, u OHM MOTYT
MPUHUMATh YTPOKAIOIIUK KU3HU XapakTep. Kak mnpaBuiio, 3T CHMIITOMBI HCYE3aIOT MOCIE
MpeKpalieHus npuema abakaBupa.

B penkux cimyyasx y HalMeHTOB, NPEKPATUBIIMX MpUEM abakaBUpa MO HMHBIM IMPUYUHAM, YEM
cumnToMbl PT'Y, Taxke pa3BUBaINCh YrpOKAIOLIME KU3HU PEAKIMHU B TEUEHHUE HECKOJIBKHUX YacoOB
mociie BO300OHOBJIEHHS Tepanuu adakaBUpOM. Bo0300HOBIEHHE JedeHHs abdakaBUPOM Yy TaKUX
MAIMEHTOB CJIeAYeT MPOBOIUTH TOJIBKO MPH HATMYMU OBICTPOTO AOCTYIA K MEAUIIMHCKON TOMOIIIH.

JIakToanu03 ¥ BeIpaXKEHHAS I'eMaTOMEraans Co CTeaT030M

Nmerotcs COO6H_ICHI/I$I O Pa3BUTHM JIAKTOAIMA03a U BLIpa)KeHHOﬁ remaroMerajmm Co Crearo3omM, B
TOM YHCJIIC C JCTAJIbHBIM HCXOAO0OM, BCICACTBUC aHTHpeTpOBHPYCHOﬁ TCpalliku aHaJlIoraMu
HYKJICO3U 0B, BKIIFOYaA a6aI<aBHp, IMPUHUMACMBIMH KaK I10 OTACIIBHOCTH, TAK U B KOM6I/IHaHI/II/I. B
OOJIBIIIMHCTBE CJIY4acB O3THU OCJIOKHCHUA BO3ZHUKAIOT y KCHIIIUH.

Knnangecknumu MMPpU3HAKaAaMH PAa3BUBAIOIICTOCS JIAKTOALUA03a SABJIAKOTCA o6u1a;1 CJ'I8.6OCTB, MoTePA
aIlrneTruTa, CTPEMUTCIIbHAA HEOObsICHUMAS MOTEeps MACChI TCJIa, HAPYHICHUA CO CTOPOHBI KEITYA0OYHO-
KHIICYHOI'0 TpaKTa (TOIJ_IHOTa, PBOTA, 00IIb B )KI/IBOTG), HapymcHus CO CTOPOHBI JIBIXaTeIbHOU
CUCTCMBI (OI[I)IIJ_IKa u TaXI/IHHO3) WK HCBPOJIOTHUYCCKHUEC CUMIITOMBI (BKJHO‘-I&H MOTOPHYIO CJ'Ia6OCTB).

JlakToaIu03 XapakTepu3yeTcsi BBICOKOW CMEPTHOCTBIO U MOKET Pa3BUTHCS Ha (POHE MAHKPEATHTA,
MEYCHOYHOW HEJIOCTATOYHOCTH WJIM IOYEYHOW HEJOCTATOYHOCTH. JlakToammao3, Kak IMPaBHIIO,
pa3BUBaJCS Yepe3 HECKOJbKO MecsIieB Tepanud. HeoOXoauMo MpeKpaTUTh TEPAINUi0 aHAJIOTaMH
HYKJICO3HJIOB B ClIydyae CHUMITOMATUYCCKUX TPOSIBICHUH THUIMEPIAKTATEMHH U METa0O0JNYECKOTO
aIy103a/JIaKTOANK 033, TPOTPECCUPOBAHUS T'eaTOMETaJIMH HITH OBICTPOTO MOBBIIIICHUST aKTUBHOCTH
aMUHOTpaHcdepas.
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0COOEHHOCTH - JKEHILUH C O)KHPEHHEM) C TenaToOMEralinei, TenaTUTOM WM APYTMMU U3BECTHBIMH
(dakTOopamMH pHUCKa MOPAKEHUS MEUYEHH M CTEaTo30M IEYECHHU (BKIIOYAs MPUMEHEHHE HEKOTOPBIX
JICKApCTBEHHBIX TpenapaToB W ymorpeOiieHue ankorodsi). IlanmeHTsl ¢ kowH(peKuueir BUpycoM
rematuta C, KOTOpbIE TONy4YarOT JiedeHWe uHTepdepoHoM anmbha W pUOABUPUHOM, MOTYT
IpeICTaBIsATh co00i rpynny ocoboro pucka. [lanueHTsl C MOBBIMIEHHBIM PUCKOM TpeOyrOT
TIIATEIBHOTO HAOIIOJCHNUS.

[Tpu mosBICHNU KIMHUYECKUX WM JTaOOPAaTOPHBIX MPHU3HAKOB JIAKTOAMI03a C TeIaTUTOM WU 0e3
Hero (B TOM YHCJIE TelaTOMErajilyd U CTeaTo3a, Jake B OTCYTCTBHUE 3HAYMTEJIBHOT'O IMOBBIILIECHUS
aKTUBHOCTH TPaHCaMHHa3) JeueHne npenapatoM AGakaBup HEOOXOIMMO MPHUOCTAHOBUTD.

MuToxoHIpHaJILHAS JII/ICd)VHKIH/ISI B pE3VYIAbTATC BHVTDI/IVTDO6HOFO BO3ACHUCTBUSA

AHaorn HyKJI€03UI0B U HYKJICOTHUJOB CIOCOOHBI BBI3BIBATh PA3JIMUYHYIO CTENEHb MOBPEKICHUS
MUTOXOH/IPHUHL, 4TO HanboJiee BEIPAKEHHO MPOSBIISAETCS IPU IPUMEHEHUN CTaBYAWHA, JUIAHO3UHA U
3uoByauHa. bbun 3adukcupoBaHbl ciydau pa3BUTHS MUTOXOHJpUaiabHOU nuchyHkuuun y BUY-
OTpULATENbHBIX JI€TeH, MOJBEPraBIINXCS BO3JEHCTBUIO aHAJOTOB HYKIJIEO3UJOB BHYTPUYTPOOHO
u/unm nociue poxxjaeHus. OCHOBHBIMHU HEXKENATeNbHBIMU PEaKLUUIMU SIBJISTIUCH T'€MaTOJIOTUYECKUE
HapylieHus (aHeMus, HEWTpONeHWs) M HapylleHuss oOMeHa BellecTB (THMepiIaKTaTeMHus,
runepiaunasemus). [laHHble HEXenaTelbHblE peakIUd 4YacTo ObUIM TPaH3UTOPHBIMU. bbuin
3aperucTpUpOBaHbl pPEIKUE CIy4al HEBPOJOTMUYECKUX PACCTPOMCTB C TO3JHUM HayaloM
(TOBBIIEHHBI TOHYC MBILIL, CYIOpPOTH, HapylIeHUs TOBeIeHUs). SIBIAIOTCA 1M JaHHbBIE
HEBPOJIOTUYECKHE PACCTPONCTBA TPAH3UTOPHBIMH MJIM TOCTOSIHHBIMH, B HACTOSIIEE BpeMms
HEU3BECTHO. BeposATHOCTh MUTOXOHIPUAIBHOW TUC(HYHKIMM CIElyeT paccMaTpuBaTh y JHO00OTO
peOeHKa, MOABEPraBUIEroCs BHYTPUYTPOOHOMY BO3AEHCTBHIO aHAJIOTaMH HYKIEO3UIOB U
HYKJICOTUIOB, C BBIPAKEHHBIMH KIMHUYECKMMH CUMIITOMaMH HESICHOM 3THOJIOTUH, B OCOOEHHOCTH
HEBPOJIOTHYECKUMU  paccTpoiicTBamMu. [IpencraBieHHble naHHBIE HE BIMAIOT Ha TEKyIUe
HallMOHAJIbHbIE PEKOMEHJALMU [0 UCIOJIb30BaHUIO aHTUPETPOBUPYCHON Tepanuu y OepeMEHHBIX
YKEHITUH 171 MPoPUIaKTUKH BEPTHKAILHOHN nepenaun BUY-uHbexmmm.

Macca tena u MeTabOJNIECKHE nmapaMeTphbl

Bo BpeMms aHTHpeTpOBHPYCHOfI TEpAIINU MOXKET IMMPOUCXOAUTH YBEIIMYCHHUE MACChI TCJ1a, IOBBIILICHUEC
KOHICHTpPAUU CBIBOPOTOYHLIX JIMIIMAOB W I''TFOKO3bI B KPOBH. KOHTpOJ'IB 3a00JIeBaHUS U U3MEHEHHUE
o6pa3a KHU3HHU TAKKC MOI'YT BHOCUTB BKJIaJ B 3TOT IIPOLECC. B HEKOTOPLBIX ClIydasax ObLIU IMOJIY4YCHBI
AAaHHBbIC, CBUJACTCIILCTBYIOINNEC O CBSA3W IMOBBLIIICHHA KOHIOCHTpALUU JIMIIAAOB C HpOBO,Z[HMOﬁ
Tepanneﬁ, OHAaKO HET BCCKUX J0KA3aTCJIbCTB CBA3U YBCIUYCHUA MACChl TCJla C KaKo# -1100
KOHKpGTHOfI TepaHHeﬁ. Cnez[yeT pacCMOTPETh HeO6XOI[I/IMOCTb OnpcACiICHUA KOHUOCHTpAlnU
CbIBOPOTOYHBIX JIMIIMAOB M TIJIFOKO3blI B KPOBH. HapymeHH;I JIUITMAHOTO oOMeHa HCO6XOI[I/IMO
KOPPCKTUPOBATh B COOTBCTCTBUU C KIIMHUYCCKHUMHU ITPOABICHUAMMU.

Ilankpeatut

beun 3a(l)I/IKCI/Ip0BaHBI ClIydyan pa3BUTHA IMAHKpEATHUTA, XOTd HNPUYIUHHO-CICACTBCHHAA CBA3b C
IMPUMCHCHUCM a6aKaBHpa TOYHO HC YCTAHOBJICHA.

Tepanus, coliepyxaras TPy HYKIEO3UAHbIE HHTHOUTOPBI 00paTHOM TpaHckpunrassl (HUOT)

VY nanMeHToB C BBICOKMM YypOBHEM BHpYycHOW Harpy3ku (> 100 000 xomuii/mi) HazHaueHUe
TPEXKOMITOHEHTHOW KOMOMHAIMM, cojepkaiiei abakaBUp, JaMUBYIUH U 3UJIOBYIWH, TpeOyeT
0c000ro pacCMOTPEHHS.

bbun mosy4eHsl cooOIIeHNs 0 BBICOKOW YacTOTE€ BUPYCOJOTHYECKOW HEyJaud W BO3HHKHOBEHHUH
PE3UCTEHTHOCTH HA PAHHUX CTAJUsAX, KOIZa B KauecTBE PEKMMa TEpalMd OAWH pa3 B CYTKH
MPUMEHSUIM KOMOMHAIMIO abakaBHupa ¢ TeHO(OBHpa TU3ONPOKCUI PyMapaToM U JJaMHUBYIUHOM.

3aboJjieBaHus IIEYECHHU
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COIYTCTBYIOIIMMU 3a0o0JieBaHUsAMU IeueHU. [Ipenapar AGakaBup INPOTHBOINOKAa3aH NAIlMEHTaM C
HapymeHneM (YHKINUY eUYeHHN CPeTHEH U TSHKEIO0H CTEeNeHH.

VY ManueHToB ¢ U3HAYAIBHO MPUCYTCTBYIOUIUM HapylIeHHeM (YHKINHU TE€YSHU, BKII0Yasi aKTUBHYIO
(dbopMy XpPOHHMYECKOTO TemaTuTa, OTMEYAETCS yBEIMYEHHE YacCTOThl HAPYIICHHHA CO CTOPOHBI
(GYHKIMU TIEYeHH BO BpeMs KOMOMHHMPOBAHHOW aHTUPETPOBUPYCHOH Tepamuu. Takue MmanueHThl
JOJIKHBI HAXOIUTHCS 110J] HAOJII0JCHUEM B COOTBETCTBUH CO CTAHAAPTHON KIMHUYECKOM IPAKTUKOM.
Heo0xommMo paccMOTpeTh BO3MOXKHOCTb MPHOCTAHOBIICHHSI WM TPEKPAIICHUS JICUCHUS NpU
HaJIMYUU IPU3HAKOB YXYALICHUS 3a00J€BaHuUs IEYEHU Y TAKUX MMAllUEHTOB.

HaIII/IeHTI)I C CONYTCTBVIOMNM XPOHUYCCKUM I'€TIaTUTOM B mm C

[TanieHTHI ¢ COMYTCTBYIOMIUM XpOHUYECKUM renatutoM B unu C, nmomydaroniie KOMOMHUPOBAHHYIO
AHTUPETPOBUPYCHYIO TEpAIHIO, MOJABEPKEHBI MOBBIIIEHHOMY PHUCKY Pa3BUTHS TSKEIbIX U
MOTEHIMAIBHO JIETAJIBHBIX HEXEIATEIbHBIX PEAKIIMHA CO CTOPOHBI MeYeHU. B ciydyae mpoBeneHus
COTNYTCTBYIOIIEW TPOTUBOBUPYCHOW Tepanmuu rematuta B wmm C crnemyer oOpaTuThea K
COOTBETCTBYIOIIMM MHCTPYKIHUSM IO TPUMEHEHUIO TaHHBIX JIEKAPCTBEHHBIX MTPENApaToB.

3a0oJeBaHMs IOUEK

[Ipenapar AbakaBup He OJDKEH HAa3HAYATHCS MAIMEHTAM ¢ TEPMUHAIBHOM CTaauell XpPOHUYECKOM
MOYEeYHO HEIOCTATOUYHOCTH.

CHHIIpOM BOCCTAHOBJICHUS MIMMYHHUTETA

Y BUY-uHPUIIUPOBAHHBIX MAIMEHTOB C TSHKEIBIM HMMMYHOAC(PHUIIMTOM Ha MOMEHT Hauaja
KOMOMHHPOBAaHHOHN aHTUPETPOBUPYCHOH Tepariy BO3MOKHO Pa3BUTHE BOCTATMTEILHON PEaKIIny Ha
(doHEe OECCHMIITOMHBIX OMMOPTYHUCTUYCCKAX MH(EKIMIA HITH UX OCTaTOYHBIX SIBJICHUH, YTO MOKET
CTaTh MPUYNHON CEPHE3HOTO YXY/IICHHUS COCTOSIHUS WM YCYT'yOJIeHUs CHMITTOMATHKH. OOBIYHO 3TH
peaKkiMyu BO3HUKAIOT B TEYCHHE IEPBBIX HECKOJIbKMX HEIETbh WM MECAIEB IOClie Hadaia
KOMOMHUPOBAaHHOH  aHTHPETPOBUPYCHOW  Tepanmuu. THUNUYHBIMH  TNPUMEpPAMH  SIBIISTFOTCS
[IUTOMETAJIOBUPYCHBI PETUHUT, TCHEPAIM30BaHHAS W/MIM OdYaroBas HH(EKIUS, BbI3BaHHAS
MHUKOOaKTEepHsIMH, W ITHEBMOHHS, BbI3BaHHas Pneumocystis jirovecii (Takke H3BEeCTHAa Kak
naepmorcTHas nHeBMOHUs (III1)). TlosBiaeHwe mrOOBIX CHMITOMOB BOCHAJICHHS TpeOyeT
HEMEUICHHOTO 00CIIeIOBaHuUs U, IPU HEOOXOIUMOCTH, JICUCHHSI.

AyToMMMyHHBIC 3a0oJsieBaHusl (Takue Kak Oosie3Hb ['peiiBca) Taike HaOmoganuch Ha (oOHE
BOCCTAHOBJICHHSI HIMMYHHUTETA, OJIHAKO BPEMsI IIEPBUYHBIX IPOSIBIICHHUI BAPLHPOBAJIO, U 3200JICBaHNE
MOTJIO BO3HHUKATh Y€pe3 MHOTO MECSIICB MOCIIe HaYajia Teparuu.

OcTeoHeKpo3

HecmoTps Ha TO, UTO 3THOJIOTHSI JAHHOTO 3a00J1€BaHUs SBJIETCSI MHOTO(aKTOPHOH (BKJIOYas IpUEM
IJIFOKOKOPTUKOCTEPOUIOB, YIOTPEOJICHUE alIKOTOJIsA, TSKEIYI0 HMMMYHOCYIPECCHIO, BBICOKUH
MH/IEKC MacChl Tella), Cilydal OCTEOHEKpO3a Yallle BCero BCTPEYaINCh y NAllMEHTOB Ha MPOABUHYTOMN
CTaJ1H BUY-undexyu u/unm JUTUTEITHHO NPUHUMAOIIUX KOMOWHHUPOBAHHYIO
aHTUPETPOBUPYCHYIO Tepanuto. [lannentam criemyer oOpaTUThCS K Bpady, €CIM OHM UCHBITHIBAIOT
00JIM ¥ CKOBAaHHOCTh B CyCTaBaxX WJIM TPYIHOCTHU NPH JBUKEHUU.

OnnopTyHUCTUYCCKHE I/IHd)eKHI/II/I

[Ipumenenne mpemnapara AOakaBup WM TIOOBIX JPYTUX aHTUPETPOBUPYCHBIX IMpEmapaToB HE
WCKITIOYaeT BO3MOYKHOCTh Pa3BUTHUSL ONMOPTYHUCTHYECKUX HMH(EKIHA WM APYrUX OCIOKHEHUN
BUY-undexuu, modToMy MalUeHThl JOJDKHBI OCTaBaThCs IMOJ CTPOTMM HAONIOJCHHWEM Bpaya,
uMerolero oneIT neuenus BUY-acconmmupoBaHHbIX 3a00eBaHUI.

Ilepenaua BUY-undexunu
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TEepaluu CYIIECTBEHHO CHMKAeT pUCK nepenaun BHY 1mosioBBIM myTeM, MCKIIOYaThb 3TOT PUCK
MOJIHOCTBIO Henb3sd. CruexyeT coONOIaTh COOTBETCTBYIOIUME MEPHI MPEAOCTOPOKHOCTH UL
npeaoTspaieHus nepeaadn BUUY B cOOTBETCTBUM ¢ HAIMOHAIBHBIMU PEKOMEHIALIUSIMU.

Hudapkr Mmuokapaa

B HeckoJIbKMX HaOMIOJATENBHBIX AMUIEMHOJIOTMYECKMX MCCIEJOBAHHUAX COOOIIANIOCH O
B3aMMOCBSI3U MEXKy NpUMEHEHHEeM al0akaBUpa M PHCKOM pa3BUTHS MH(papkTa MuoKapaa. Mera-
aHaJIU3 JAaHHBIX, MOJYYEHHbIX B PaHJAOMU3UPOBAHHBIX KOHTPOJHUPYEMBIX KIMHUYECKUX
HCCIIEIOBAaHUAX, HE [M0KAa3ajl MOBBIIIEHUE PUCKA Pa3BUTHUs MH(ApKTa MUOKapjAa MpU IPUMEHEHUU
abakaBupa. Jlo HacCTOAIIEr0o MOMEHTA HE YCTAHOBJIEH OMOJIOTMYECKHH MEXaHW3M, IO03BOJISIOIIUI
OOBSACHUTH MOTEHIMAIBHOE IOBBIIIEHWE PUCKA. B 1enoM, A0oCTynHbBIE JaHHbBIE, MOJY4YEHHbBIE B
Ha0JI0JaTeNIbHBIX UCCIIEI0BAHUAX U B KOHTPOIUPYEMbIX KIMHUYECKUX UCCIIEA0BAHUSX, HECKOJIBKO
MIPOTUBOPEYUBBI, U TaKUM OOpa3oM, HE MO3BOJSIOT CHENaTh BBIBOJ O MPUYUHHO- CJEICTBEHHOU
CBSI3M MEXJy Tepanueil abakaBUpOM M PUCKOM pa3BUTHs MH(papkTa Muokapaa. [Ipu HazHaueHuu
npenapata AbakaBup cieayeT NPUHATh MEphl Al MUHUMU3AIMKA BCEX MOAJAIOIINXCS U3MEHEHHUIO
(dakTopoB (HanmpuMep, KypeHue, apTepraibHas TUIIEPTeH3US U TUIIEPIUINIEMUS ).

€T

OTCYTCTBYIOT IOCTaTOYHBIE JaHHBIC TI0 O€30MMACHOCTH ISl PEKOMEHIAIIMY MPUMEHEHHs abakaBHUpa
y AeTed Mitaame 3 MecsIEB.

4.5. BzaumoneiictBue ¢ JAPYrHMH JIeKAPCTBEHHBIMH TMpenapaTamMM W JApyrue BHIbI
B3aUMOJAEHCTBUSA

BsaumoeiicTBre abakaBupa ¢ APYTHMH IIpenapaTaMd MajoBeposTHO. McciemoBanust in Vitro
MoKa3aju, 4yTo abakaBup criocoOeH MHrudupoBaTh n3opepment mutoxpoma P450 1A1 (CYP1AL).
AOGakaBUp XapaKTepU3yeTCsl OTPaHWYECHHON CIMOCOOHOCTBIO K HMHTHOMPOBAHHIO MeTaboim3Ma ¢
yuacteM m3opepmenta CYP3A4. B uccienoBanusx in Vitro takke mokasaHo, 4To abakaBUp HE
BCTYMAaeT BO B3aMMOJCWUCTBUS C IIpernapaTamMu, KOTOpble METaboNIM3UPYIOTCS H30(pepMEeHTaMU
CYP2C9 nwmm CYP2D6. KnuHuveckue wucciaeAOBaHHWS HE BBISBIWIIM HHAYKIHH METa0oIu3Ma B
neyenu. TakuM oOpa3om, B3auMoJielicTBUE a0akaBUpa C aHTUPETPOBUPYCHBIMU HHTHOUTOpPaMHU
MpoTeasbl M JPYTMMHU JIEKapCTBEHHBIMH IpernapaTaMd, METa0OJu3M KOTOPBIX MPOUCXOJUT MpHU
Y4acCTHM OCHOBHBIX H30()epPMEHTOB CHCTEeMbI IMTOXpoMa P450, mamoBepositHo. KimHuueckue
UCCIIeIOBAHUS MOKA3aJId OTCYTCTBHE KIIMHUYECKU 3HAUUMBIX B3aUMO/ICHCTBUI MeK Ty abakaBUpOM,
3UJIOBYTUHOM U JJAMHUBYIAHHOM.

Mo1Hble MTHAYKTOPHI ()EPMEHTOB, Takue Kak pudpamMnuiuy, ¢peHodapOutan u GeHUTOUH, IPH UX
BozieiicTBuu Ha Y [ID-rmokypoHunTpancdepazy MOTyT HE3HAUUTEILHO YMEHBIIATh KOHIICHTPAIUIO
abakaBupa B IJ1a3Me KPOBH.

Binusuue a6aKaBHpa Ha d)aDMaKOKI/IHeTI/IKV APYIruX BCIICCTB

In vitro aGakaBup JEMOHCTPUPYET OTCYTCTBHE HITH CTa0YI0 CHOCOOHOCTh K HHTHOUPOBAHHIO OEITKOB-
MEPEHOCYMKOB JIEKApPCTBEHHBIX IMPENaparoB: TpaHCIOpPTEpa OpraHUYecKux aHuoHoB 1BI1
(OATP1B1), OATPIB3, Oenka pe3uCTEHTHOCTH paka MojouyHoM sxene3sl (BCRP) wmm P-
riukonporenHa (P-gp); 1 MUHUMalIbHOE HHTHOMPOBAaHUE TPAHCTIOPTEPAa OPraHNYECKUX KaTHOHOB 1
(OCT1), OCT2 u Oenka 3KCTpY3UH JIEKAPCTBEHHBIX HpemnapaToB M TokcHMHOB 2-K (MATE2-K).
Takum oOpa3zom, He okuzjaercsi, 4ro abakaBup OyJdeT BIMATH HA KOHIIEHTPALUHU B IUIa3Me KPOBHU
JIEKapCTBEHHBIX MPENapaToB, KOTOPbIE SIBISIOTCS cyOCTpaTaMH 3THX OEIKOB- NEPEHOCYHKOB.

AoaxaBup siBisiercst uHruOnTopoM 6enka MATELN in vitro, onHako o6nanaer ciaaboii criocoOHOCTHEO
BIMATh Ha KOHIEHTpanuu cyoctparoB Oenka MATEI] B mnasme KpoBH IMpHU TEpaneBTHYECKHX
YPOBHSIX 3KCIIO3UIMHM Tpernapara (10 600 mr).

Buusguue npyrux Bemects Ha (apMaKOKMHETUKY abakaBupa

6
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MATE2-K, acconuMupoBaHHOTO ¢ MHOXKECTBEHHOW JIGKAPCTBEHHOW PE3UCTCHTHOCTHIO Oeika 2
(MRP2) unu MRP4, nostomy He 0KUIAETCs, YTO JIGKAPCTBEHHBIEC MPEMAPAThI, KOTOPBIE BIUSIOT HA
AKTUBHOCTbH JIAHHBIX MIEPEHOCUMKOB, OYAyT BIMSTH Ha KOHIICHTPAI[MU adaKkaBupa B TUIa3Me KPOBH.

Hecmotpst Ha TO, uto iIn Vitro abakaBup siBisiercsi cyoctpatom BCRP u P-gp, kinuHMdeckue
HCCIIEIOBAaHUS TOKa3ajdM OTCYTCTBHE KIMHMYECKHM 3HAUMMbIX HM3MEHEHMH (papMaKOKMHETUKU
abakaBupa MpHU OTHOBPEMEHHOM NMPUMEHEHUH C JIOTTMHABUPOM/PUTOHABUPOM (MHTHOUTOpamu P-gp
u BCRP).

JlekapcTBEHHBIE B3aUMOACUCTBUS, CBI3aHHBIE C A0aKABUDOM

Omanon

HpI/I COBMCCTHOM IMPUMCHCHHWH 3TAaHOJI OKAa3bIBACT BJIMAHHC HA MeTad0In3M a6aI<aBHpa, IIPpHUBOJA K
yBenuueHuto AUC abakaBupa npumepHo Ha 41 %. YuutsiBas npo¢uib 6€301MacHOCTH abakaBupa,
OTHU PE3YJbTATbl HC CUHUTAIOTCA KIMHHUYCCKHU 3HAYUMBIMH. Ha mertabonu3Mm sraHoiia a6aKaBHp HE
BIIUACT.

Memaoon

[To nanHBIM (hapMaKOKHHETHUECKOTO HCCIIeI0BaHUS PU MpUMEHEeHNH abakaBupa B 1o3e 600 Mr 1Ba
pa3a B CyTKH COBMECTHO C METaJJOHOM OTMe4aloch CHUKeHUE Cmax abakaBupa Ha 35 % u 3azepxka
Tmax Ha 1 4, omaako AUC He u3meHsiack. 3MeHeHus hapMakOKHHETHKY abakaBupa HE CUUTAIOTCS
KIIMHUYECKH 3HAaYMMbIMU. B 1aHHOM HccrnenoBaHuM abakaBUp TMOBBIMIAT CPEIHUN CHUCTEMHBIN
KIIUpeHc MeTaZioHa Ha 22 %. OTo u3MEHEHUE HE CUMTAETCS KIMHUYECKHU 3HAUMMBIM Y OOJIBIIMHCTBA
MAIMEHTOB, OJJHAKO B HEKOTOPBIX CIy4asX MOKET BOZHHUKAThb HEOOXOIUMOCTh B KOPPEKIHH JI03bI
MeTazioHa. BenencTBre 3Toro nanueHThl, Noayvaroliye JIeYeHHe METaJJOHOM U a0aKkaBUPOM, TOJKHBI
HaxXOJUTbCSl TMOJ HAONIOJEHWEM B CBSI3M C BO3MOXKHOCTBHIO PAa3BUTHS CHHIPOMA OTMEHBI,
MIPOSIBIISIONIETOCS IPU CHUKEHUU JO3UPOBKHU.

Pemunouowl

PeTI/IHOI/II[HI)Ie COCIMHCHU, TaKHue Kak HU30TPCTHUHOUH, BBIBOJATCA C y4aCTUEM
AJIKOT'OJIBACTUAPOIrCHASEI. BBaHMO,Z[CfICTBHe C a6aKaBI/Ip0M BO3MOJXHO, OJHAKO 10 HaACTOAIIECIO
BpPpEMCHHU HC NU3Yy4aJIOCh.

Puoyuecyam

AbakaBup wuarnbupyer CYPL1Al in vitro. V mamuentoB ¢ BUY-uHdekiueid, Moaydarommx
KOMOMHAIUIO (UKCUPOBAHHBIX 1103 abakaBup + monyrerpaBup + siamuByauH (600 mr + 50 mr +
300 mr, oMH pa3 B CyTKH), MPH OJHOBPEMEHHOM OJHOKpaTHOM npuMeHeHuu puonuryata (0,5 mr)
3HaueHue AUC ) puonmryata npuMepHo B Tpu pasa npesbiiano 3HaueHuss AUC o) puonuryara,
MOJIyYCHHBIC MCTOPHYECKU Y 370POBBIX JI0OpPOBOIIBIEB. MOXeT MOTpeOOBAThCS CHIDKEHHE 03B
pHOIUTYaTa; PEKOMEH/IAIUH 110 TI0A00PY J03bl CM. B MHCTPYKIIUHU MO MEAUIIMHCKOMY IIPUMEHEHUIO
puonuryara.

4.6. ®epTUILHOCTb, 0€PeMEHHOCTh M JIAKTALMSA

bepemeHHOCTD

Kak npaBuiio, npu NpuUHATUU pelIeHrs 00 MCIOJIb30BAHUU aHTUPETPOBUPYCHBIX MPENapaToB A
neuenust BUY-unpexiun y OepeMEHHBIX JKEHIIMH M, KaK CJIEICTBHE, A CHIDKCHUS pHUCKa
BepTUKaTbHON mepenaun BUY-uHdekunn HOBOPOXKJIECHHOMY ClE€QyeT Y4YUTHIBAaTh JaHHBIC
HCCIIEIOBAaHUS Ha )KUBOTHBIX, a TAKXKe KIMHUYECKHH OTBIT IPUMEHEHHsI Y OepEMEHHBIX JKEHIIHH.

HccnenoBanuss Mo MPUMEHEHHIO a0akaBUpa Y >KHBOTHBIX MPOJEMOHCTPUPOBAINA TOKCHUECKOE
BO3JICHCTBUE HA Pa3BUBAIOIINIICSI SMOPHOH U TUIOJ KPBICHI, OJJHAKO Y KPOJIMKOB JaHHBIN d3PPEeKT He
HaOmonancsa. Kak ObUTo MOKa3aHO B XOJE HUCCIIEOBAaHWA Ha JKMBOTHBIX, abakaBHp CIIOCOOEH
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YCTaHOBJICHO, YTO Y YEJIOBEKA BO3MOYKHO MPOHUKHOBEHUE a0aKaBHpa U/WUJIH €ro MeTaboJIMTOB Yepe3
IJIALIEHTY.

B uccnenoBanmsx 1Mo OIeHKe MPUMEHEHUs abakaBupa y OepeMeHHBIX KeHIuH 0osee 800 mcxom0B
OepeMEeHHOCTH TIOCJIe TPUMEHEHHUSI BO BpeMsi mepBoro Tpumectpa u Oosnee 1000 wmcxomos
O0epeMEeHHOCTH TI0CIIe IPUMEHEHHUSI BO BPeMsi BTOPOTO U TPETHETO TPUMECTPaA MPOAEMOHCTPHPOBAIH
OTCYTCTBHE Mallb(hOPMATUBHOTO U (DEeTaTHHOTO/HEOHATATHLHOTO B3auMojaeicTBUsA. Ha ocHOBaHWU
BBIIICHU3JIOKCHHBIX OAHHBIX MOYXHO CHA€JIaTb BBIBOJ O TOM, YTO HIpPU HNPUMCHCHHU a6aKaBI/Ipa y
YCIIOBCKA PUCK BPOXKICHHBIX MMaTOJIOTHH MaJIOBCPOSTCH.

Mumoxonopuanvrnas oucgynkyus

B wuccnenoBanusx in Vitro u in Vivo ObUTO MPOJEMOHCTPUPOBAHO, YTO AHAJIOTH HYKJICO3UJIOB U
HYKJIEOTH/IOB CIIOCOOHBI BBI3BIBaTh MOBPEXIACHUS MHUTOXOHAPUN pa3IM4YHON CTeNneHu. beuin
3aperucTpUpOBaHbl COOOIIEHNSI 0 MUTOXOHpUaIbHOU quc@yHkunn y BUY-oTpunarenbHbIX JeTei,
MOJABEPrHYTHIX BO3JECHCTBUIO aHAJIOIOB HYKJIEO3UIOB BHYTPUYTPOOHO W/MIU B MOCIEPOJOBOM
MIEPHOJIE.

JlakTanus

AbaxaBup 1 ero MeTaboJIUTHI IPOHUKAIOT B MOJIOKO Y KOPMAIIUX KpbIC. AOaKaBUpP TaKkKe MPOHUKAET
B IPYJHOE MOJIOKO Y yesioBeka. J[aHHble 0 6€3011acHOCTH MpUMEHEHUs abakaBupa y IeTeil B BO3pacTe
MJaame Tpex MecsueB oTcyrcTByloT. BUYU-uHQuUUMpOBaHHBIM JKEHIIMHAM HHU MpPH KaKUX
00CTOSITENBCTBAX HE PEKOMEHAYETCS POBOANUTE IPYTHOE BCKapMJIMBAHKUE BO U30€KaHUE Mepelaun
BUY-undexnuu pebeHKYy.

DepTUILHOCTE

PesynbraThl HMccienoBaHWN Ha XKUBOTHBIX TMOKa3ald, 4TO abakaBUp HE OKa3bIBaCT BIUSHHE HA
(hepTUIBHOCTB.

4.7. BiusiHMe Ha CHOCOOHOCTH YNPABJSATH TPAHCHOPTHBIMH CpeACTBAMH W padoTaTh ¢
MeXaHNU3MaMH

I/ICCJ'IGI[OBaHI/IH 10 OLICHKC BJIMSIHUA a6aKaBHpa Ha CIIOCOOHOCTH YHpaBJIATb TPaHCIIOPTHBIMU
Cpe€acTBaMu U pa6OTaTb C MEXaHU3MaMH HE IIPOBOAUIIMCE.

4.8. HexenaTeJbHbIEe peaKIuu

Pesrome npoduiist 6esonacHOCTH

JIisi MHOTHX 3aperHCTPHPOBAHHBIX HEXKEIATEIbHBIX PEAKIM OCTACTCS HESCHBIM, CBS3aHO JH MX
pasBUTHE C IpUMEHEHHEM abakaBHpa, JHOO0 IMUPOKOTO CIEKTpa JEKAPCTBEHHBIX IIPENaparos,
IpUMEHAEMBIX Ui JieueHuss BUY-uHpekun, Wik K€ OHU SABJISIOTCA MPOSBICHHEM OCHOBHOIO
3a0071€BaHHUs.

MHorue u3 NEPCUNCIICHHBIX HUKC HCKCIIATCIIbHBIX peaKHI/Iﬁ (TOH_IHOTa, pBOTAa, AUaped, JIMXOpaakKa,
COHJIINBOCTD, CBIHB) YaCTO PA3BUBANOTCA Yy HMAUCHTOB C THIICPUYYBCTBUTCIILHOCTBIO K a6aKaBpr.
HO3TOMy IpUu IMOABJICHUU a000r0 M3 3THX CHUMIITOMOB ITIOKa3aHO TIIATCIIBHOC 06CHe)IOBaHI/Ie
ManueHTa Ha HAJTNYNEC TUTICPIYBCTBUTCIIbHOCTHU.

bbutn 3aperucTpupoBaHbl OYE€Hb PEIKUE CIIydar TOTUMOP(HOI SKCCyIaTUBHON SpUTEMBI, CHHAPOMA
CruBeHca-J[>KOHCOHAa MM TOKCHYECKOTO SMUAEPMAIBHOTO HEKPOJIM3a, B KOTOPBIX HEJb3s ObLIO
uckmouuth PI'Y k abakaBupy. B Takux ciydasx He0OX0AMMO MPEKPATUTh MPUEM JEKapCTBEHHBIX
IpernaparoB, cojepKaiux abakaBup, 6e3 BO3MOKHOCTH BO30OHOBIICHHS.

Tabnuunoe pE3IOMe HeXKEIaTeNbHBIX PeaKIIni
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JICYCHHUC.

[IpencraBnena  4YacToTa  BO3HMKHOBEHHMS ~ HEXKENATENBHBIX  PEAKIMHA, KOTOpble  OBLIM
3aperUCTPUPOBAHBl TIPU HCIIOJB30BAaHMM a0aKaBHpa, B XOJ€ KIMHHUYECKUX HCIBITAHUN WIN
MIOCTPEruCTPALIMOHHOTO HAOIIOIEHUSI.

YacroTa peakiuii ykazaHa B COOTBETCTBUU C KIacCH(PHKaIUei: oueHb 9acto (> 1/10); wacto (> 1/100,
HO < 1/10); HewacTo (> 1/1 000, HOo < 1/100); peaxo (= 1/10 000, Ho < 1/1 000), ouens peaxo (< 1/10
000); yactoTa HEeM3BECTHA (HA OCHOBAHWU MMEIOIIMXCS JaHHBIX OIEHUTH HEBO3MOIKHO).

Yacro Penxo Ouenb peako

Hapywenus memabonusma u numaHus.:

TIOTEPS ANIETHTA ] | maxroammos
Hapywenus, co cmopoHbl HEPEHOL CUCEMbL.:

roJIoBHast 60JIb ] \

Hapywienus co cmoponbl 3#ceny004HO-KUUEUHO20 MPAKMA:

TOIIIHOTA, PBOTA, AHapest | mankpearut \

Hapywenus co cmoponvl Kodtcu u NOOKOIHCHbIX MKAHEU.

ChIIb (TIPU OTCYTCTBHH noJmMopQHast

CUCTEMHBIX ITPOSIBICHUH) AKCCYyJaTUBHAsS sputema,
CHHJIpOM CruBeHca-
J>xoHCOHa, TOKCHUYECKHI

ANUIEPMATIBHBIN HEKPOJIU3

Obwue HapyweHus U peakyuu 8 mecme 66€0eHUs:
JTUXOpaJKa, COHJIMBOCTb,
YTOMJIIEMOCTD

OnucaHne OTACIBHBIX HEKEIATSIbHBIX PEaKITUMN

Peaxyuu eunepuyecmsumenvnocmu k abaxasupy

[Tpuznaku u cumntomel PI'Y npuBenens! Hike. JlaHHbIE TPU3HAKYA M CAMITOMBI OBLIIH BBISIBJICHBI BO
BpeMsi KIIMHUYECKUX HUCCIEeNOBAHUN WM MPU MOCTPErHCTpalioHHOM HabmtogeHuu. CUMOTOMBI U
MIPU3HAKH, 3apETUCTPUPOBAHHbBIC He MeHee YeM Y 10 % nauuenToB ¢ PI'Y, Bbiie1eHbI IOTYKUPHBIM
mpudTOM.

[IpakTueckn y Bcex manueHToB ¢ PI'Y pasBuBaroTcs JHUXOpajka W/HUIU ChIlb (OOBIYHO
Makylonamnysjae3Has HWIM ypTHKapHas) Kak 4YacTh CHHAPOMA, OJHAKO PEaKIMH TakKe MOTYT
MpoTeKaTh 0e3 ChIMU WM JTUXOpaaku. J[pyrre OCHOBHBIE CHMOTOMBI BKIIIOYAIOT CUMIITOMBI CO
CTOPOHBI KEITYTOYHO-KUIIEYHOTO TPAKTA, IbIXaTEIIbHON CUCTEMbI T CUCTEMHBIE CUMIITOMBI, TAKUE
KaK COHJIMBOCTb U HEIOMOTaHHE.

Kaaccndukanus nmo opranam u cucreMam
Hapywenus co cmoponuvl kpou u tumgpamuueckou cucmemvl: TAMPONECHHUS.
Hapywenus co cmoponul nepeHoui cucmemsi: TOJIOBHas 00JIb, MapecTe3usl.

Hapywenus co cmoponvl OvixamenvbHol cucmemvl, Op2aHo8 2pyOHOU KIemKu U CpeoOCmeHUs:
OJIBIIIIKA, Kallesb, 00JIb B Topie, pecnUpaTOpHBIA JAUCTPECC-CUHAPOM B3POCIBIX, JbIXaTelbHas
HEJI0OCTATOYHOCTb.

Kenyoouno-kuwieunvie Hnapywenusa: TOLIHOTA, pPBOTa, Auapes, O0Ib B KHUBOTE, H3BSA3BICHHE
CIIM3UCTON OOOJIOYKH pTa.

Hapymele CO CMOpPOHRbL nedeHu u cheﬂIlQGblGO()ﬂu/lux nymeﬁ: MOBBIIICHHE OMOXUMHUYECKUX
MoKasarenei q)yHKI_II/II/I INCYCHHU, I'CIIaTUT, IICUCHOYHAaA HEJOCTATOYHOCTD.
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ypTUKapHasi).

Hapywenus co cmoponbl MbluieuHoU, KOCMHOU U cOeOUHUMENbHOU MKAHU: MUAIITUS, PEAKO MHOJIN3,
apTpajirus, MOBBIIICHHE aKTUBHOCTH KpeaTuH(ocHOKNHA3EL

HapymeHuﬂ CO CNMOPOHbL NOYEK U M0q€6bl6'0()ﬂu{ux nymeﬂ: IMOBBIIICHUEC KOHICHTPAlIUU KPCATHUHWHA,
IIo4YC€YHass HEJOCTATOYHOCTD.

061/1/;1/16 HApyuweHusl u peakyuu 6 wecme 66€0eHUs.: JUXopaaka, COHJIMBOCTb, HEAOMOT'aHHUEC, OTCKU,
JII/IM(i)alleHOHaTI/Iﬂ, apTrepuajibHas ruIoTCH3UsA, KOHbIOHKTUBMUT, aHa(i)I/IJIaKTI/I‘IeCKI/IC pCaKkuuu.

CuMmnrTomsl, cBs3aHHble C JaHHOM PI'Y, yxynmaroTcss mpu NpOJODKEHWHM TEparnud U MOTYT
IIPUHUMATH YIPOJKAIOIIUKM KU3HHM XapakTep, B PEAKUX CIydasX OHHM IPHUBOJMIN K JIETAJIbHOMY
UCXOLY.

Bo3o6HoBnenue npuema abakasupa nocie PI'U Ha abakaBup NpuBOAUT K OBICTPOMY ITOBTOPHOMY
MOSIBICHUIO CUMIITOMOB B T€U€HHE HECKOJIbKUX yacoB. [ToBTopHas PI'Y 00pruHO mpoTekaeT B Oosiee
TSOKENOM (popme, 4eM MpU MEPBUYHOM IMPOSBIEHUH, U MOXKET BKJIHOYATh YIPOXKAIOIIYIO KU3HU
ApTCPHUAJIBHYIO THUIIOTCH3UIO U JIETATLHBIN HUCXO0. B paac ciiydacs HO}IO6HBI€ PCaKuu TaK¥XE
BO3HHUKAJIKU IIpU BO300HOBIIEHNH TEpaIrnu a6a1<aBHp0M OCJIE€ €T0 OTMCHBI, BBI3BAaHHOM MOSBJIEHHEM
OJIHOTO U3 OCHOBHBIX CHMIITOMOB F'MII€PYYBCTBUTEIHLHOCTH (CM. BBIILIE), U B OYEHb PEIKUX CIydasx
peakiuu HaOII0JaIMCh MPU BO30OHOBJICHWN MPUMEHEHHUs abakaBUpa MallMeHTaMH, Y KOTOPBIX J0
€ro OTMEHBI He OTMeUaInCh HUKakue cuMaTomel PTH (T.e. Y NaUC€HTOB, KOTOPBIX PAHEC CUHUTATIN
MEPEHOCAUIMMH Tepanuio abakaBUpOM).

Memabonuueckue napamempoi

Macca Tena, KOHILEHTpAallMd JIMIIMJIOB M TIJIIOKO3bl KPOBHM MOTYT TIOBBIIIATHCS BO BpeMs
AHTUPETPOBUPYCHOM TEpAITHH.

CqupOM 60CCMAHOBNEHUA UMMYHUmMeEmMA

Y BUY-uHPUUUPOBAHHBIX MAlMEHTOB C TSKEIBIM HMMYHOAE(PUIIMTOM Ha MOMEHT Hayania
KOMOMHHMPOBAHHOW aHTHUPETPOBHpYCHOW Tepamuu (KAPT) BO3MOXXHO pa3BUTHE BOCHATUTEIBHOU
peakiuu Ha poHe OECCUMITOMHBIX OMMOPTYHUCTUYECKUX MH(MEKIINIA UITH UX OCTaTOYHBIX SBJICHUM.
AyToMMMyHHBIC 3a0oJieBaHusl (Hampumep, OoJsie3Hb [peiiBca) Takke HaOMOmamuch Ha ¢GoHE
BOCCTaHOBJICHUS! NYMMYHHUTETA, OJJHAKO BPEMSI IEPBUYHBIX IIPOSBICHUI BapbUPOBAIIO U 3a00JIeBaHUE
MOTJIO BO3HHUKATh Y€pe3 MHOTO MECSIEB NOCTe Hayalla TeParuu.

Ocmeonexpos

3aperucTpupoBaHbl ClIydad OCTEOHEKPO3a, OCOOCHHO Y TMAlMEeHTOB C OOLIEeNpU3HAHHBIMU
dakropamMu pucka, Ha TpoABUHYTOM crtaauu BUY-undexunn winm nOpu  UIMTETBHOU
KOMOMHUPOBAHHOM aHTUPETPOBUPYCHOH Tepanuu. YacToTa STOro SBJICHUS HEM3BECTHA.

H3zmenenus nabopamopnvix noxazameneu

B KOHTpoMpyeMbIX KIMHMYECKHX HCCIEeJI0BAaHUIX M3MEHEHHE J1a0OpaTOpHBIX MOKazaTesed mpu
JeyeHH abakaBUpOM HaOMIONANOCh HEYAacTO, KaKk M B KOHTPOJBHOM TpyIIe NalueHTOB, HE
MOJTy4aBIIUX Mpemnapar.

CTH

B uccnenoannun ARROW (COL105677) npunumanu yyactue 1206 BUY-unbumpoBaHHbIX neTen
B BO3pacTe OT 3 MecsLeB A0 17 jer, u3 KoTopsIx 669 neteii nomyvanu abakaBup U JaMHUBYIUH OJUH
WIN J1Ba pa3a B CyTKH. He ObLIM BBISBIEHBI HUKAKUE JOMOJIHHUTEIbHBIE MPOOIEMBl B OTHOIICHUN
0€30IMaCHOCTH Y JIeTel, MPUHUMAaBIINX abakaBUp OJUH WMJIM JBa pa3a B CYTKH, IIO CPaBHEHHUIO CO
B3POCJIBIMH.

COOGH_IGHI/IQ 0 1O A03PE€BACMBIX HCXKECIATCIIbHBIX PCAKIIUAX
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BaxxHO c000mATh O MOJO3PEBAEMBIX  HEXKEIa FGJIBHBIXI:nIBQHEEPE;E;J(%H@H%&LE%%%}/I

JICKApCTBEHHOTO IIperapara ¢ IeJbl0 00ecreueHrsi HEMpPEepbIBHOTO MOHHMTOPUHIA COOTHOIICHHUS
«I0JIb3a — PHCK» JIEKAPCTBEHHOTo TNpenapata. MeAWIUHCKUM pabOTHHKAM pPEKOMEHIYEeTCS
coo0IaTh O JIOOBIX MOA03PEBACMbIX HEXKEIATEIbHBIX PEAKIHSX JIEKaPCTBEHHOTO IIpenapaTa uepes
HalTMOHAJIbHBIEC CHUCTCMbI COO6HI€HI/I$I 0 HCKCIATCIBbHBIX PCAKOUAX TOCYAapCTB — UYJICHOB
EBpa3suiickoro 5KOHOMHUYECKOTO COI03A.

Poccniickas @enepanns

®enepanbHas ciry)k0a 1o HaA30py B cepe 3ApaBOOXpaHEHUS

Anpec: 109012, r. Mocksa, CraBsiHCKast IIIOIIaab, 1. 4, cTp. 1

Tenedon: +7 (800) 550-99-03

DnexkrponHas nmoura: pharm@roszdravnadzor.gov.ru wim npr@roszdravnadzor.gov.ruy.

Caiit B MH(POPMALMOHHO-TEIEKOMMYHUKAIIMOHHO M ceTu «HTEpHETY!
http://www.roszdravnadzor.gov.ru/

4.9. llepeno3upoBKa

CHUMIITOMBI

B knmuHMYecKnX MCCIeIOBAHUSX MAIMEHTHl MPUHUMAIN OJHOKPAaTHBIE 10361 abakaBupa a0 1200 mr
u cyrounsie 70361 10 1800 mr. He Obu1o oTMEUeHO pa3BUTHE HEMPEIBHICHHBIX HEXEIaTCIbHBIX
peakuwmii. JlelictBue mpemapata AGakaBup B 00ji€e BBICOKHX J03aX JIO HACTOSIIETO BPEMEHU HE
M3Yy4YEHO.

Jleuenue

B cnyuae nepeno3upoBku npenaparom AOakaBUp MalMeHT AODKEH HaXOAUTHCS MO HaOII0AeHHEM
Bpaua C LEJbI0 BBISBICHHUSI MPU3HAKOB TOKCHYECKOTO JAEWUCTBUS IMpernapaTa M MpPOBEACHUS
CTaHJIaPTHON CUMITOMATHYECKON Teparuu Mo rnokazanusM. HemzpecTHo, MOXKeT 1 abakaBUp ObITh
BBIBE/ICH MPH MPOBEACHNUN NEPUTOHEATLHOTO TUAIN3a UK TeMOINaIN3a.

5. DAPMAKOJIOT'TYECKUE CBOMCTBA
5.1. @apmakoauHAMHUYeCKHe CBOHCTBA

dapMakoTepaneBTUYecKasi TIpyIa: MPOTUBOBUPYCHBIE CpEICTBA CHCTEMHOIO  JCHCTBUS;
MIPOTUBOBUPYCHBIE CPEACTBA MPSIMOTO ACUCTBUS, HYKICO3UIHBbIE M HYKICOTUIHBIE MHTUOUTOPHI
0OpaTHOM TpaHCKPUIITA3bI.

Kong ATX: JOSAF06

MexaHu3M ASHCTBUS

AbakaBup SBIS€TCS HYKJICO3UIHBIM aHAIOTOM - WHTHOMTOPOM OOpaTHOM TpPaHCKPUMNTA3bl. ITO
MOIIHBIN cenekTuBHbIM nHrHOuTOop BUY-1 n BUY-2, Brirowas mrammbel BUU-1 co cHkeHHOM
YyBCTBUTEIBHOCTHIO K 3UIOBYIMHY, JaMHUBYIUHY, 3aIUTA0MHY, TUAAHO3MHY M HEBHPANUHY.
AbakaBup MOJBepraercss BHYTPUKICTOYHOMY MeTab0NM3My, MPEBpallasch B aKTUBHYIO (opmy
kapOoBup-5’-Tpudochar (kapooBup-Td). [To naHHBIM HCclenOBaHUH IN VItro, MexaHU3M IEHUCTBUS
abakasupa B oTHOmeHnn BUY 3akimtoyaercs B uHruOupoBaHuu pepMeHTa 0OpaTHOM TPAHCKPUTITA3HI
BUY, uyto mpuBOAUT K OOpBIBY IIETIM M OCTAaHOBKE IMKIA perukanuu Bupyca. He Habmromancs
AHTaroHU3M MPOTUBOBUPYCHOW aKTUBHOCTH abakaBHpa B KyJIbType KIETOK NMPU KOMOWHAIMH C
HUOT  nupaHo3WHOM, OMTPUIIMTAOMHOM,  JAMHUBYIUHOM, CTaBYAWHOM, TEHO(OBHUPOM,
3aMUTaOMHOM WU 3UJAOBYIUHOM, HEHYKIICO3UIHBIM HHTHOUTOPOM OOpaTHON TpaHCKPHUIITA3bI
(HHUOT) neBupanunom wiv uHruOuTOopoMm mporeazst BUY (MI1 BUY) amnpenaBupom.

PesncrenTHOCTD

11


mailto:pharm@roszdravnadzor.gov.ru
http://www.roszdravnadzor.gov.ru/

COOTBETCTEBYET 2KCMEETHOMY OTYETY
ot 09.12.2025 N 30577

(MOCNEOOBATENEHOCTE 0002)

Pezucmenmnocme in vitro

PesucrenTHbie k abakaBupy n3ossatsl BUU-1 Obutn BbIesieHbI IN VItro U cBsi3aHbI O crieluUUHBIME
TeHOTHITMYECKMMHU U3MEHEHUSIMH B KOZIOHaX reHa oopatHoit Tpanckpuntasbl (OT) (kogorst M184V,
K65R, L74V u Y115F). Pe3ucteHTHOCTD BUpyca K abakaBupy IN VItro pa3BuBaeTcsi OTHOCUTEIBHO
MEJUIEHHO, JUId KIMHU4YecKu 3Hauumoro ysennueHus WKsp (MHruOupyromas KOHLEHTpanus B
oTHoIIEeHUH 50 % MTaMMOB) OTHOCUTEIBHO «IUKOT0) IITaMMa BUpyca TPeOYIOTCSI MHOKECTBEHHbIE
MYTalUH.

Pezucmenmuocmo in vivo (nayuenmul, panee He noayuaguiue mepanuio)

VY u3059TOB BUpYyCa, NOJIy4EHHBIX B 0a30BbIX KIMHUYECKHX MCCIEAOBAHMSIX Yy OOJBIIMHCTBA
MAIMEHTOB C BUpPYcOJorndeckoil Hea(h(heKTUBHOCTRIO peXuMa Tepanuu, coJeprKaliero adakaBmp,
ObUIO POJAEMOHCTPUPOBAHO JINOO OTCYTCTBHE M3MEHEHUH MOKa3aTesiell OTHOCUTEIBHO MCXOJAHOTO
3HaueHus, cBsi3aHHbIX ¢ npumeHeHreM HUOT (45 %), nubo cenekuus Toabko myTtanuu MI184V wiun
MIB41 (45 %). O6mas wacrora cenmexkiun M184V mmum MI84l Obuta Beicokoi (54 %), pexe
npoucxoamia cenekiust L74V (5 %), K65R (1 %) u Y115F (1 %). bbuto ycTaHOBJIEHO, YTO MpH
BKJIIOYCHUHU 3UJIOBYJIMHA B PEXUM Tepanuu CHUXKaeTcs dvactora cenekiuu L74V u K65R B
npucyTrcTBum abakasupa (¢ 3unoByauaom: 0/40, 6e3 3umoBynuHa: 15/192, 8 %). Cenexuus TAMUIIH -
aHanmoroBeix Mytamuii (TAM) MOXeT NPOUCXOAWUTh B CllydasX, KOTJa aHaJOTH TUMUAWHA
couetaroTcsi ¢ abakaBupoM. B Mera-aHanmmse pe3yibTaTOB LIECTH KIMHUYECKUX HCCIIEIOBAaHUMN
cenekuust TAM oTcyTCTBOBaa IpU pexUMax Tepamuu, colepkauiux abakaBup 0e3 3UI0BYIUHA
(0/127), HO TIpoucxoaMIIa TIPU PEKUMAaX TEpaIluM, CoJAepKalux abakaBUp W aHAJIOT TUMHUIAMHA -
3uoByAuH (22/86, 26 %).

Pezucmenmuocmo in vivo (nayuenmul, panee nonyuasuiue mepanuro)

Knunnyeckn 3HauMMoOe CHMKEHUE YyBCTBUTEIBLHOCTH K abakaBUpy ObUIO MPOJEMOHCTPUPOBAHO B
KIIMHUYECKHUX U30JIATaX MallieHTOB C HEKOHTPOJIUPYEMOU perIMKaueil Bupyca, paHee Moay4aBIInx
Tepanuio IPYrUMH HYKJIE€O3UTHBIMU MHTUOMTOpaMU M 00JaJal0lIUX PE3UCTEHTHOCThIO K HUM. B
MeTa-aHallu3€e Pe3yabTaTOB MATH KIMHUYECKUX HCCIeI0BaHUM, B KOTOPBIX abakaBup ObLI J00aBiIeH
B PEXHUM Tepaluu Uil yCUJieHusl ee JeiicTBus, u3 166 maumentoB y 123 (74 %) Oblia BbIsIBIECHA
mytauusg M184V/I, y 50 (30 %) Obina BeisiBiaena T215Y/F, y 45 (27 %) Obina BoisiBiieHa M41L, y
30 (18 %) Obuta BeisiBneHa K70R wu y 25 (15 %) Obuta BeisgBiaena D67N. Myrauus K65R
orcyrctBoBania, myraimuu L74V u YI115F Bcrpewanuch Hewacto (< 3%). MogenupoBanue
MIPOTHOCTUYECKUX 3HAYEHUH MJIs TeHOTHIa C MOMOIIbIO JIOTUCTUYECKOW perpeccuu (C yderom
ucxongnoro cozaepxkanuss PHK BHMUY-1 B mnasme kpoBu (BPHK), kommuectBa CD4+ kierok,
KOJIMYECTBA U MPOJOJLKUTEILHOCTH MPEIIIECTBYIOUIUX aHTUPETPOBUPYCHBIX TEparHuii), MoKasaso,
yT0 Hanuuue 3 win 6onee mytanuii pesucrentHoctd K HUOT 6110 CBSI3aHO € yXyAllIEeHHEM OTBETa
Ha Tepanuio Ha 4 Henene (p = 0,015) unu passutrem 4 wiu 6osee myraruii Ha 24 neaene (p <0,012).
Kpome Toro, komrieke MHCEpUUOHHBIX MyTalui B KojgoHe 69 nmu myrauus Q151M, koTopasi, kak
npaBuiio, BcTpedaeTcs: B couetanuu ¢ A62V, V751, F77L u F116Y, npuBoasT K pa3BUTHIO BEICOKOM
PE3UCTEHTHOCTHU K abaKkaBupy.

Denomunuveckas PESUCMEHMHOCMb U nepeKpecnuas pe3UCmeHmHBoCcnib

Jns pa3BuTHS (PEHOTUIMHUYECKONW PE3UCTEHTHOCTH K abakaBUpPYy HEOOXOAMMO Halu4ue MYTallH
M184V B couetanuw, 1o KpaitHeit Mepe, ¢ elie oAHOI MyTaluel pe3uCTEHTHOCTH K abakaBUpy, JTM00
mytanust M184V B coderanuu ¢ HeckonbkuMu TAM. Pa3Butue geHoTHnuueckoil mepexkpecTHOH
pesucrenTHocTy K apyruM HUOT npu Hanmnuum Toiapko Myraumu M184V umm Toibko Myranuu
M1841 orpanuyeHo. 3uAOBYOMH, JAWJAHO3WH, CTAaByIMH U  TEHO(MOBHP  COXPAHSIOT
AHTUPETPOBUPYCHYIO AKTUBHOCTh B OTHOLIEHMM Takux BapuaHToB BMY-1. Hamuume myranum
M184V ¢ K65R mnpuBOAMT K DPa3BUTHIO TNMEPEKPECTHON PE3UCTEHTHOCTH MEXAy abakaBHPOM,
TeHO(OBUPOM, AWJAHO3WHOM U JamuByAuHOM. Hammume myraumm M184V ¢ L74V npuBoaut k
Pa3BUTHIO MEPEKPECTHOM PE3MCTEHTHOCTU MEXIy a0akaBUPOM, JHJIAHO3MHOM U JIAMHBYAMHOM.
Hannuune myranun M184V ¢ Y115F npuBoauT Kk pa3BUTHIO IEPEKPECTHOM PE3UCTEHTHOCTH MEXAY
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PYKOBOJCTBOBATHCSA PEKOMEHYEMBIMH B HACTOSIIIIEE BPEMsI METOAAMHU UHTEPIIPETALUU UMEIOIIMXCS
MYTalUi Pe3UCTEHTHOCTH.

IlepekpecTHas pe3UCTEHTHOCTh MEX 1y a0aKaBUPOM M aHTHUPETPOBUPYCHBIMU MpenapataMu Jpyrux
knaccoB (Hanpumep, UIT nnu HHUOT) manoseposiTHa.

5.2. ®apMaKkOKHHETHYECKHUE CBOHCTBA

AOGcopouus

AbakaBup OBICTPO M XOPOILIO BCACHIBACTCS NPU MpUEME BHYTPb. AOCOIIOTHAS OMOIOCTYIHOCTH
abakaBupa MpU IpHEME BHYTPh Y B3POCIBIX cocTaBiisgeT okoyio 83 %. CpenaHee BpeMs TOCTHKEHUS
MaKCUMaJIbHOM CBhIBOPOTOUHON KOHUEHTpauuu (Tmax) mpu mpueme abakaBupa BHYTPh B BHJIE
Ta0JIETOK COCTaBJIsAET OKOJIO 1,5 4.

He BbIsiBNIeHBI pa3nuyusi B BEIUYMHE IJIOLAA1 0] (PapMaKOKUHETHUECKON KPUBOM «KOHIIEHTpaIIHsI-
BpeMsi» (AUC) mns abakaBupa B popme TabieTok u pactBopa. [Ipu mpueme abakaBupa BHYTPb B
¢dopme Tabnerok B mo3e 300 mMr gBa paza B CYTKM CpeAHssl MakKCHMajbHas pPaBHOBECHas
KOHLeHTpauus B miaazMe KpoBU (Cmax) coctaBisuia 3,00 mxr/mi, a cpenusiss AUC B TeueHue 12-
4acOBOTO MHTEpBaja MEXIy MpueMamu Ipemnapara cocrabisuia 6,02 Mxr X u/miu (cyrounas AUC
cocraBmwia npuMepHo 12,0 mMxr x u/mut). 3HaueHHe Cmax IPU MIPUMEHEHMH pacTBOpA Ul MpHEMa
BHYTPb OBLIO HEMHOTO BBIIIC, YEM ITpU ITPUMCHCHHUU Tabaerok. Ilocae OJITHOKPATHOT'O IMPUMCHCHUA
abakaBupa B (opme Tabmerok B jgo3e 600 mr cpemHsis Cmax abakaBUpa COCTaBISUIA OKOJIO
4,26 mxr/mi, a cpenusast AUC cocraBisna 11,95 Mxr X u/mit.

[Ipuem mumum 3ameisieT BcachbiBaHuEe abakaBupa W YMEHbIIAET Cmax, HO HE BJIMSET Ha OONIYIO
KoHIeHTpamuio B miasme kpoBu (AUC). TToaromy abakaBup MOXKHO MTPUHUMATh BHE 3aBUCHMOCTH
OT MpHemMa UK.

He oxwupaercs, 4to mpueM H3MeEIbUYE€HHOW TaONeTKH C HEOOJIbLIIUM KOJIMYECTBOM IOIYTBEpAOH
MUY WY SKUJIKOCTH TOBJIMSIET Ha (hapMaKoJIOTUYECKHE CBOMCTBA Ipernapara U, CJIeJ0BaTeIbHO, Ha
€ro KIMHUYECKYI0 3((EeKTUBHOCTb. OJTO 3aKIIOYEHHE OCHOBAaHO Ha (U3UKO-XUMHUYECKHX U
(bapMaKOKHHETHYECKUX MapaMeTpax JICHCTBYIOIIETO BEIIECTBA U PACTBOPUMOCTH IN VItro tabietok
abakaBupa B BOJIE PU YCIOBHUH, UTO MALIMEHT U3MeNbYaeT U 100aBIIeT B MUy Uiy xKuakocTb 100 %
TabJIETKU U IPUHUMAET HEMEAJICHHO.

Pacnpenenenue

[Ipu BHYTpUBEHHOM BBEICHUHU KAXYIIUWCS 00BbEM paclpenesieHus adakaBUpa COCTABISIET OKOJIO
0,8 1/kr, 4TO YKa3bIBaeT Ha TO, YTO abakaBUp CBOOOJHO MPOHHUKAET B TKAHU OpraHU3Ma.

HccnenoBanus ¢ yuactueM BUY-uHOGUIMPOBAHHBIX MAMEHTOB MOKA3aly, YTO abakaBUP XOPOLIO
MIPOHUKAET B CHMHHOMO3TOBYIO uakocTs (CMIXK), npu stom otHomenne AUC abakasupa B CMXK
k AUC abakaBupa B ra3me kpoBH coctasisieT 3044 %. B papmakoKuHeTHYECKOM UCCIIEI0BaHUU
¢a3sl | n3yuanocs nponukHoBeHue abakasupa B CMXK nocne npumenenus B 1o3e 300 mr 18a pasa B
cyrku. Cpennsst koHueHTpanus abakaBupa B CMOK nmocruranace uepe3 1,5 4 mocne npuema u
cocraBisia 0,14 mkr/mu. B gpyrom ¢apMakOKMHETHYECKOM HCCIIEAOBAHUM TMPU MPUMEHEHUU
abakaBupa B 03¢ 600 mr 1Ba pa3a B cyTku ero koHueHTpanus B CMX co BpemeHeM moBbIIIanach
ot npumepHo 0,13 mkr/mi yepes 0,5-1 4 nocne npuema a0 npumepHo 0,74 mxr/mia yepe3 3—4 4 nocie
npuemMa. XoTs MaKCUMaJIbHasi KOHLIEHTPAIUS MOXKET ObITh HE IOCTUTHYTA Yepe3 4 4, HabIogaeMble
3HaueHuss B 9 pa3 mnpeBbimatoT HKso abakaBupa, kotopast cocraBiser 0,08 MKr/mia wim
0,26 MKMOJIB/.

B uccrnegoBaHMsAX MO OLIEHKE CBI3LIBAHUS C OCJIKaMM IIJ1a3MbI KpOoBU in vitro YCTaAHOBJICHO, YTO B
TCPAINICBTUYCCKUX KOHUCHTpAIUAX a6a1<aBHp HC3HAYUTCIIbHO WJIK YMCPCHHO (HpI/IMCpHO Ha 49 %)
CBSI3BIBACTCA C OelKaMU ILIa3Mbl KpOBHU YCJIOBCKA. 910 YKa3bIBaCT Ha HHU3KYIO BCPOATHOCTH
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JICKaPCTBEHHBIX B3aUMOJECHCTBUM, CBSI3aHHBIX C BbI1 eCHeHI/IéluI%QJB%EEB;L@QEEQECCTB&%Q&}A
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IJ1a3Mbl KPpOBH.

Buorpanchopmanus

AbakaBup MeTa0OJIU3UPYETCS IIIaBHBIM 00pa30M B IeYCHH, MeHee 2 % BBEJICHHOM JT03bI BEIBOIUTCS
MOYKaMHU B HEM3MEHEHHOM Buje. B opranmnsmMe denoBeka abakaBup METa0OIU3UPYETCS] B OCHOBHOM
10/ JIEMCTBUEM QJIKOTOJIBJETUPOreHa3bl ¢ oOpa3oBaHuEM S'-KapOOHOBOM KHUCIOTHI U IyTEM
KOHBIOTAIMH C TITFOKYPOHOBON KHCIIOTOUM C 00pa3oBaHUEM 5’ -TIIFOKYPOHH/IA, YTO COCTABIISET OKOJIO
66 % OoT BBE/IEHHOM J103bI IIpenapaTa. Y Ka3aHHbIE META0O0JIUThI SKCKPETUPYIOTCS IOUKAMU.

DauMuHaALIS

Cpennuit mepuo]i MOJyBbIBeACHHUS abakaBupa cocTamisieT okojio 1,5 4. [locie MHOTOKpaTHOTO
npuemMa abakaBupa BHyTpb B 103¢ 300 Mr 1Ba pa3a B CyTKH HE HAOIIOJAETCS 3HAYMMAsT KyMYJISIITUs
npernapara. BwiBeneHne abakaBHpa OCYIIECTBIISIETCS TOCPEICTBOM METAa0ONHM3Ma B TIEYCHH C
MOCJEAYIONEH IKCKpenre MeTaboIuTOB MpeumMylnecTBeHHO noukamu. Okono 83 % BBenaeHHOM
O3Bl a6aKaBI/Ipa BBIBOAUTCA ITOYKaMHU B BUC METa00JIMTOB U a6aI<aBI/Ipa B HECU3MCHCHHOM BHJIC,
OCTaBIICCCA KOJIUYCCTBO BBEIBOAUTCA YCPE3 KUIICUHHUK.

BryTpukiaeroyHas d)aDMaKOKI/IHCTI/IKa

[lo nmannbIM wuccnenoBanus c¢ ydactueM 20 BUY-nHduumpoBaHHBIX MalMEHTOB, MOJIyYaBLINX
abakaBup B A03e 300 Mr qBa paza B CYTKH U TOJBKO 07HY 103y 300 Mr 3a 24 4 10 B3sATHA POO 11715t
aHallM3a, CpeJHee TIeOMETPUYECKOe 3HayeHHWe KOHEYHOro BHYTPUKJIETOYHOrO IepHoja
MOJTyBBIBeIeHUsT KapOoBupa-T® B paBHOBECHOM COCTOSIHMM cocTaBuiao 20,6 4, B TO BpeMs Kak
cpeHee TeOMETpPHUYECKOe 3HAueHHEe IepHojJa MOoJyBbIBeleHUsl albakaBHpa M3 IIJ1a3Mbl KpPOBU
coctaBwiio 2,6 4. PaBHOBecHbIe (hapMaKOKMHETHUYECKUE MTOKa3aTeau Ipy MpUMEHEeHNH abakaBupa B
no3e 600 MT oIMH pa3 B CYyTKH CPaBHUBAIIM C TAKOBBIMU ITPH MPUMEHEHUHU abakaBupa B 03¢ 300 Mr
JIBa pa3a B CYTKH B MIEPEKPECTHOM KIMHUYECKOM HMCCIIEI0OBAaHUM, B KOTOPOM ydacTBOBaiu 27 BNY-
MH(ULIMPOBAHHBIX MAallMEHTOB. BHyTpukieTouHoe conepxanue kapooBupa-Td B MoHOHYyKIIEapax
nepudeprudeckoil KpoBU ObLIO BBILIE IPU MPUMEHEHUHU abakaBupa B 1o3e 600 MT oJuH pa3 B CYyTKU
o nokazarensiMm AUC B paBHoBecHOM coctosiHuM 3a 24 4 (AUC24,ss, Bbitie Ha 32 %), MakCUMaJIbHOM
CYTOYHON KOHIEHTPAlMU B paBHOBECHOM cOCTOSSHUU 3a 24 4 (Cmax 24,55, Bbiie HA 99 %) u
OCTaTOYHOM KOHIIEHTpAIMH B paBHOBECHOM cocTOSIHUM 32 24 4 (Cmin 24,5, Bbilie Ha 18 %) mo
CpPaBHEHHIO C MpuMeHeHHeM abakaBupa B g03e 300 mMr 1Ba pas3a B CYTKH, YTO CBUAETEIHCTBYET O
BO3MOJKHOCTH TIpUMeHeHUs npenapara y BUY-uHbumpoBaHHbIX ManueHToB B 103¢ 600 Mr oauH
pa3 B cyTku. DPPEeKTUBHOCTh M 0€30MaCHOCTh Ipernapara Mpu NPpUMEHEHUH OJUH pa3 B CyTKU Obla
TakkKe Nmoka3aHa B 6a30BoM kinHH4eckoM uccrenoanuu (CNA30021).

IToyeyHas HEAOCTATOYHOCTh

A6aKaBI/Ip MCT8.6OJII/I3I/IpyeTC$I '’ IaBHbIM 06pa30M B IICYCHH, OKOJIO 2 % ero BBIBOAUTCA IIOYKaAMH B
HCU3MCHCHHOM BHJIC. CDapMaKOKI/IHCTI/IKa a6aKaBHpa y MalueHTOB C TepMHHaﬂBHOﬁ CTaﬂHCﬁ
MOYEYHON HEIOCTaTOYHOCTH CXOJHA C TaKOBOM Yy INaoueHTOB C HOpMaJ'IBHOI\/’I q)YHKHHeﬁ ITOYCK.
CJIG,[[OB&TCJ'ILHO, Y A EeHTOB C HAPYHICHUCM (I)YHKI_II/II/I MMOYCK KOPPCKIHUA O3Bl HC Tpe6yeTc;1.

IleueHoYHAas HEIOCTATOYHOCTh

AbakaBup Merabonu3upyeTrcs TJaBHbIM o0pazoM B mneueHH. DapMmMakoKMHETHKa abakaBHpa
M3yyanach y NallMeHTOB ¢ HapylleHHueM (YHKLUU MEeYEeHHU JIeTKoi creneHu (5—6 OasioB Mo mIkaie
Yaiinna-Ilst0). Pe3ynbraTsl MccienoBaHust cBUAeTeNbeTBYIOT 00 yBenmueHun AUC abakaBupa B
cpeaneM B 1,89 pa3a u yBenuueHHH Nepuojia MojyBbIBeieHUs abakaBupa B 1,58 pasza. Hapymenue
¢bynkuuu neueHn He BiuseT Ha 3HaueHHMe AUC mertabonuToB abakaBUpa, OJHAKO CKOPOCTb UX
00pa30BaHus U BbIBEJICHHS IIPH TOM CHUXKAETCS.

JU1 OCTHKEHUS DKCIIO3ULIMU, COOTBETCTBYIOIIEH TEPAIEBTUUECKOMY AUANA30HY IIPU IPUMEHEHUU
npemnapara rnauueHTamMu Oe3 3a0osieBaHUl MEYeHH, MAIMeHTaM ¢ HapylleHHeM (QYHKIHMH MEYEeHU
JIETKOM CTENEeHHM CleayeT NPUHUMaTh abakaBup B fo3e 200 Mr 1Ba paza B cyTku. PapMakOKHHETHKA
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abakaBUpa y MAlMEHTOB C HapylmIeHHEM (QYHKLIUN HequIﬁ-ncl:;')E;;u:'e%'%'%;ﬁ%':&gﬁeﬁ;{[%b

M3yyasack, IOATOMY IpUMEHEeHHEe abakaBupa y ATOU TPYIIBI HAlMEHTOB MPOTUBOIOKA3aHO.

JIniia moKMJIOro Bo3pacra

dapmakokHHETHKA abaKkaBUpa y MAIMEHTOB cTapiie 65 et He u3ydanack. [Ipu redeHnn manueHToB
MOYKMJIOTO BO3pAcTa HEOOXOAMMO YYUTHIBAThH O0Jiee YacThie HapyIIeHUs: (QYHKIUU MTeYEHH, TOYEK U
cepama B ITOM BO3pacTe, a TaKKe COMYTCTBYIOUIME 3a00J€BaHUS M Jpyrue NPHUHUMAacMble
JICKapCTBEHHBIE MPETIapaThl.

CTH

AbaxaBup X0po11o 1 ObICTPO BcacklBaeTCs IpU MPUMEHEHHUH Yy ieTel B (hopme pacTBopa i IpueMa
BHYTpp U B (opme TalneTrok. bmlno mokazaHo, 4TO SKCMo3uLUs abakaBupa B IJIa3Me KpOBU
OJIMHAKOBa MpH MPUMEHEHUH OOEUX JIEKApCTBEHHBIX (OPM B OJMHAKOBBIX J03aX. Y JeTeH,
nojyJaronux abakaBup B (opme pacTBopa Uil TpHEMa BHYTPb B COOTBETCTBUH C
PEKOMEHJI0OBAHHBIM DPEKUMOM J03MPOBAaHMsS, IKCIO3MIMS abakaBUpa B IJJa3Me KPOBU CXOJHA C
TaKOBOM y B3pOCIbIX. Y nieTeil, nomydaromux abakaBup B (opMe TabIeTOK s ImpueMa BHYTPb B
COOTBETCTBUU C PEKOMEHJIOBAaHHBIM PEKHMMOM JIO3UPOBAHUS, SKCIO3MIMS abakaBupa B IUIazMe
KpOBHU BBIIIE, YeM y JeTel, Mmoiydarouux abakaBup B (opme pacTBopa Ijisl IpueMa BHYTPb,
MIOCKOJIBKY B (popMe TaOJIEeTOK MPUMEHSIOT 00Jiee BBICOKHE 03Bl B MI/KI. DPapMaKOKMHETUYECKUE
UCCIIEIOBAaHUS C YyJacTUeM JeTei IOKa3ald, 4TO MpPUEM OJUH pPa3 B CYTKH SKBUBAJEHTEH IO
nokazatento AUCo.24 mpueMy Takoi e 00111el CyTOYHOM 70361 MperaparTa, pa3/IeJIeHHOM Ha JIBa pa3a
B CYTKH IpU NpUMeHeHuU abakaBHpa Kak B (hopMe pacTBopa Uil IpUeMa BHYTPb, Tak U B Gopme
TabJIETOK.

OTCYTCTBYIOT OCTAaTOYHBIE JaHHBIC TI0 O€30MACHOCTH JIJIsl PEKOMEH AN MPUMEHEHHS a0aKaBUpa
y geret mmanme 3 wmecsieB. CylmiecTBYIOT OTpaHUYEHHBIE JaHHBIC, MOKA3bIBAIOIIUE, YTO TPH
MIPUMEHEHHUH Y HOBOPOJKJICHHBIX B Bo3pacTte 10 30 mHel B 103€ 2 MI/KT HaOIIOJAI0TCSl CXOIHbBIE WIIH
6osee Bricokue 3HaueHUss AUC 1Mo cpaBHEHHMIO C TPUMEHEHUEM JI03bI 8 MI/KT y JIeTel CTapIiero
BO3pacTa.

6. PAPMALIEBTUUECKHUE CBOMCTBA
6.1. IlepeuyeHb BCIOMOraTeJibHbBIX BelllECTB

Slnpo tabieTkn

[enmrosi03a MUKPOKPUCTAIIIMYECKAS
KapOokxcumerniikpaxman HaTpus
Marnus creapar

KpemHuust AMOKCH]T KOJUTOUTHBIN

CocraB nIeHOYHOH 000J0YKH
Omnanpait® AMB II Genbrit 88A180040:

IToMMBUHUIIOBBIN CIUPT

Tanpk

Turana quokcug

I'muueprHa MOHOKaIIpUIIOKapar
Hatpus naypuncynbdar

6.2. HecoBMecTUMOCTH

He npumenumo.
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(MOCNEOOBATENEHOCTE 0002)

6.3. Cpok rogHocTH (CPOK XpaHeHHS)

2 roza.

6.4. Oco0ble MepbI NPEAOCTOPOKHOCTH NP XPAHEHU U
XpaHuTb 1pu TeMiieparype He Boie 25 °C.

6.5. XapakTep u coepkaHue YIAKOBKH

ITo 10 TabieToK B KOHTYPHYIO SIMEHKOBYIO YIAKOBKY M3 TUICHKH MOJIMBHHUIXJIOPUAHON U (DOIBrH
ATIOMUHUEBOM NEYaTHOM JTaKUPOBAHHOM.

[To 60 Tabnerok B GaHKY MOJMMEPHYIO, U3TOTOBJICHHYIO U3 MOJUIPOIUIICHA WIA U3 MOJUITHICHA
HU3KOTO JIABJICHHS M YKYITOPSHHYIO KPBIIIKON U3 MOJIMATHIICHA BBICOKOTO JABJICHUS C KOHTPOJIEM
MIEPBOTO BCKPHITHSI.

Ha xaxnayro 6aHKy HaKJI€UBaIOT ITUKETKY U3 OyMaru STUKETOYHOU MIIM CaMOKJIESIIIIYIOCS] 3TUKETKY.
[To 6 KOHTYpHBIX AYEHKOBBIX YIAKOBKH WM | OaHKe MOJMMEPHONW BMECTE C JIMCTKOM-BKJIAbIIIEM

MOMEIIAIOT B Ma4YKy U3 KapTOHA.

6.6. OcoOble Mepbl MPETOCTOPOKHOCTH NMPH YTHIM3AIUH HCIOJIb30BAHHOIO JI€KAPCTBEHHOT 0
npenapara MM OTXO/A0B, NOJIYYEHHBIX NOcCJIe NMPUMEHEeHHUs JeKAPCTBEHHOIo INpenapara, u
Apyrue MaHMIYJISIIMU € MpenapaTom

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. IEPKATEJIb PETUCTPAIIMOHHOTI'O YJIOCTOBEPEHUSA

Poccuiickas @enepanust

000 «MBA-rpynm»

115230, r. Mocksa, X11e603aBOJACKUH Mpoe3, 1.7, cTp. 9, atax 3, komH. 309
Ten.: +7(495)-982-59-56

dakc: +7(495)-982-59-56

7.1. IlpeacTaBuUTE/Ib A€pPKATE/ISI PETHCTPALMOHHOIO YI0CTOBEPEHUsI

[Iperen3un notpeduTeNeit HaMpPaBIAThH MO AAPECY:

Poccuiickas @enepanus

000 «MBA-rpynm»

115230, r. MockBa, Xne603aBoackuii mpoes, 1.7, cTp. 9, atax 3, komH. 309
Ten.: +7(495)-982-59-56

daxc: +7(495)-982-59-56

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS

9. KATEI'OPHUs OTITYCKA JIEKAPCTBEHHOI'O ITIPEITAPATA

HeKapCTBeHHLIﬁ npemnapat OTHOCUTCA K KaTCropruu OTITYCKa I10 PCLCIITY.

OOmiast xapakTepUCTHKa JIEKAPCTBEHHOTO IMpenapara AOakaBUp JOCTyIIHA B €IUHOM peecTpe
3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3uilckoro SKOHOMMUYECKOTO COK3a M Ha
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oduuanbHOM caiite YIIOJIHOMOYEHHOTO

https://Ik.regmed.ru/Register/EAEU_SmPC.
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