COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 27.05.2025 N= 13404

OBIIASI XAPAKTEPUCTHUKA JIEKAPCTBEHHOFO TIPEITAPATA “70)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA
ABAKABHP-ABC, 300 mr, TabsieTKH, MOKPHITHIC INICHOYHOU 000I0UKOM.
2. KAUECTBEHHbBIN U KOJJMYECTBEHHBIN COCTAB
JetlicTBytolee BEmecTBO: abakaBup.

Kaxxnas TabnmeTka, MOKphITas IUICHOYHOH 000j0ukoid, comepxut 300 mMr abakaBupa (B BHIE
cynbdara).

[TosHBIN epeueHb BCIIOMOTaTeIbHBIX BEIIECTB IIPUBEAEH B paszeie 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku, MOKPBITHIE TNICHOYHOH 000IOYKOH.

TabneTku Kpyrible, IBOSKOBBITYKIIBIC, TIOKPHITHIE TNIEHOYHON 000JI09K0I KOPUIHEBATO-KEITOTO
I[[BETa, Ha MOIEPEYHOM pa3pe3e BHJHBI ABa ci0s. Sapo TabieTku OT moyTH Oesoro A0 CBETIO-
JKEJITOTO WM CBETJIO-KOPUYHEBOTO 1IBETA.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloxkazanusl K NpUMEHEHUI0

[Tpenapar ABAKABHP-ABC nokas3aH K NPpUMEHEHHIO Y B3pOCIbIX U JIETEN ¢ Maccoil Tena ot
25 kr pansa nedenus BUY-undexkuuu (B cocTtaBe KOMOMHHUPOBAHHOW aHTHPETPOBUPYCHOM
Tepanuu).

4.2. Pe:xuM 103MPOBaHUS U CNIOCO0 MPUMeEHEHHU s

[Ipenapat 1oykeH Ha3HAYATHCS BpauoM, UMEIOIIMM onbIT JiedeHus: BUY-ungexunn.

PexxuM 103upoBaHus

Bspocnvie
Pexomenyemas cyrouHast 103a ais B3pocibix cocraiser 600 mr. IlpenapaT Ha3HayaroT B 103€
300 mr nBa pasza B cyTku uia 600 Mr oauH pa3 B CyTKH.

Oco0ble TPVIIILI TAIMEHTOB

HauueHmzaz NnOJ2HCUTIOC0 803pacma
(DapMaKOKI/IHCTI/IKa a6aKaBHpa Yy NauCHTOB CTApLIC 65 et He HU3y4ajiacChb.

Iayuenmel ¢ HapywieHuem @yHKYUU NoYex
VYV nanueHTOB ¢ HapyuieHueM (YHKIUU TMOYeK KOPPEKIMH J03bl Ipernapara He TpedyeTcs.
ITpumenenue npenapata ABAKABHP-ABC He pekomeHAyeTCs y MAalMEHTOB C TEPMUHAIBHOM

cTagued MoOYeYHOU HETOCTATOUYHOCTH.

llayuenmul ¢ napywenuem ynKyuu neveHu
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HapylmeHneM (yHKIHUU TeYeHH JIeTKol crenenu (5—6 6amioB no mkane Yainn—IIsio) cienyer
IPUMEHATh abaKkaBup B APYroH JIEKapCTBEHHOM opMe, KOTopasi MOXKET 00eCIIeUNTh YMEHBIIEHUE
10361, JlaHHbIE IO (hapMaKOKMHETHKE U 0e30MacCHOCTH MPUMEHEHHUs] abakaBupa y MAalUEHTOB C
HapyleHueM (QYHKLIHU TEYEHU CPEIHEH M TSXKEJIOM CTeNeHU OTCYTCTBYIOT. Takum oOpazom,
npuMeHeHne abakaBupa y MAalMEHTOB ¢ HapylmleHHeM (YHKIMU TEYCHU CPEIHEW U TsDKEeIoi
CTEINEHU NMPOTUBOIOKA3aHO.

eTu
Ilemu ¢ maccoti mena b6onee 25 ke
Pexomennyemas no3a npenapata cocrasiseT 600 mr B cytku. [Ipenapar Haznauarot B 1o3e 300 mr

JiBa paza B cyTku uiau 600 Mr oauH pa3 B CyTKH.

Cnoco0 IIpuMeHeHus

[Ipenapar ABAKABMP-ABC npuHuMaercs BHyTpb, HE3aBUCUMO OT IIpUEMa MHILIH.

Jns  obecrieueHWs TOYHOCTH JO3MPOBaHUS Tpenapata TaOneTKy(-u) peKOMEHAyeTcs
MPOTJIATHIBATh MMOJHOCTHIO, HE U3Melbyasl.

[TaruenTaM, y KOTOPBIX MIPOIJIaThIBaHUE TA0JIETOK BBI3BIBAECT TPYAHOCTH, adaKaBUp HA3HAYAIOT B
Ipyro# jekapcTBeHHOI ¢opMme. B kauecTBe anbTepHATHBBI JOITYCKAETCS U3METbYEHHUE Ta0JIeTOK
¢ Jno0aBiieHHEM WX K HEOOJBIIOMY KOJIHYECTBY IIOJYTBEPAON MNUINM WM >KUAKOCTH. Bce
KOJIMYECTBO MOJIYY€HHON cMecH HE00X0UMO MPUHATH BHYTPh HE3aMeIJTUTENBHO.

ITpu nepexojie OT pexrMa IprUeMa JIBa pa3a B CYTKH K peXUMY IpUeMa OJMH pa3 B CyTKH CJIE1yeT
MPUHSTH EPBYIO0 PEKOMEHAYEMYIO 03y (KaK OMUCAHO BBIIE) TPUMEPHO uepe3 12 yacoB mocine
HOCJeAHEN MPUHATOMN J03bI IO PEKUMY JIBYKPATHOTO IPUEMA, a 3aT€M MPOA0JIKATh IPUHUMATD
PEKOMEHIyeMYI0 OJHOKpATHYIO0 103y (KaK OMUCAHO BhIIIE) MPUMEpHO Kaxable 24 yaca. [lpu
BO3BpaTe K peXUMY IpHUeMa JIBa pa3a B CYTKHU CJIEAYET IPUHSTH IEPBYI0 PEKOMEHAYEMYIO 103y
0 PEeXHUMY JIBYKPaTHOIO MpHeMa MpUMEpHO dyepe3 24 yaca Mociie MOCIEAHEH NPHUHSTON
OJHOKPATHOM JTO3BI.

4.3. TIpoTuBONMOKA3aAHUS

e [UmepuyBCTBUTEIBHOCTh K abakaBUpy WM K JOOOMY M3 BCIIOMOTATENbHBIX BEIIECTB,
MepPEUHCICHHBIX B pazzene 6.1.

e [leueHouHast HEAOCTATOYHOCTh Cpe/iHEN U Tspkenoi crenenu (kinacc B u C mo mkane Yanma—
[Tpt0), B CBSI3U C OTCYTCTBHEM KIMHUYECKUX JAHHBIX M PEKOMEHJOBAHHOTO peXHMa
JIO3UPOBAHUS.

e [ledyeHouHas HENOCTATOYHOCTH JIETKOW crenenu (kiacc A mo mkane Yaitna—IIsio0), B cBsi3u C
HEBO3MOKHOCTBIO O0ECTICUUTh PEKUM JTO3UPOBAHUSI.

e Jlerm ¢ Mmaccoil Tena MeHee 25 KT.

4.4. Ocobble yka3aHusi 1 Mepbl PeI0CTOPOKHOCTH NMPHU NPMMeHeHU

FHHGD‘IVBCTBI/ITCJ'H)HOCTB

[Ipumenenue mpenapata ABAKABHUP-ABC cBsizaHo ¢ puUCKOM pa3BUTUS  peakUuil
runepuyBcTBuTenbHOCTH (PTH), XapakTepu3yromuxcs MOsSBICHUEM JUXOPAAKH W/WIH CHIIH C
JIPYTUMH CHMIITOMaMH, YKa3bIBAaIONIMMH Ha TOJHOpraHHoe mopaxenue. PI'U moryT yrpoxathb
KHU3HU U B PEAKHX CIydasX NMPHUBOJUTH K JIETAIbHOMY HMCXOAY HPU OTCYTCTBUH HAJUIEKAIIETO
nedenus. Puck passutus PI'Y npu npumenenuun npenapata ABAKABUP-ABC 3nauntenbHO
MOBBIIIIEH Y MAlMEHTOB C MOJ0XKUTEIbHBIM Pe3yJIbTaTOM TecTa Ha Hanuuue aens HLA-B*5701.
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Bmecte ¢ Tem PI'U k abGakaBupy HaOMIOJaNUCh C Ggl:éé:';éﬂ;llgdﬁ"“qaﬁ‘rd:r(?ﬁ“y ﬁaﬁ;{.é;f‘[:'rOB,

HE SIBJISIFOIIMXCS HOCUTEISIMU 3TOTO ajlIes.

Crnenyer npuaepXKUBaThCs CIAEAYIOIINUX MTPaBUIL:

e Craryc B otHomenun amwienss HLA-B*5701 momkeH OBITH yCTaHOBIIGH B 00s3aTEIbHOM
nopsiake 10 Havana tepanuu npenapatom ABAKABHP-ABC.

e Hu npu xakux oOCTOSTENbCTBaX HE ClIEIyeT HaYMHATh jJedeHue npermaparom ABAKABUP-
ABC y manueHToB C MOJIOKUTENIBHBIM CTaTycoM B oTHomeHuu amiens HLA-B*5701 wm y
MAalMEeHTOB C OTPUIATENBHBIM cTaTycoM B oTHomeHnu HLA-B*5701, y koTopbix panee Oblia
3amomo3pena PI'U  k abakaBupy BO BpemMs NpUMEHEHHS abaKkaBUPCOIEPIKAILEro
JIEKapCTBEHHOIO Iperapara.

e [lpu nono3penun Ha PI'U Tepanms mpenapatom ABAKABHUP-ABC noskHa ObITh
HeMeJIEHHO TpeKpaimieHa naxe B ciaydae orcyrcrBus amwiens HLA-B*5701. 3amepikka
npekpaiienus tepanuu npenapatom ABAKABUP-ABC nocne Bo3nukHoBeHuss PI'H moxer
IIPUBECTU K PA3BUTHIO YTPOXKAIOLIEH KU3HU PEAKLUH.

e [locne npekpamienus yedenus npenaparom ABAKABHP-ABC no npuuuHe 1momo3peHust Ha
PI'Y Hm mpu Kakux 00CTOATENbCTBAX HeJIb3sl BO30OHOBJSITH NPHMMEHEHHE Mpenapara
ABAKABUP-ABC wniam a100bIX JPYIruX JIEKapCTBEHHBIX IPenaparoB, COAepKalIux
abakaBup.

e Bo0300HOBJIEHHE MPUMEHEHUS MpernapaToB, coAepKalux abakaBUp, MOCIE MOJ03PEBAECMON
PI'Y na abakaBup MOXXET NPUBECTH K OBICTPOMY BO3BpAIICHUIO CHMITOMOB B TEUYCHHE
Heckosbkux dacoB. [Tosropnas PI'Y, kak mpaBuiio, mpoTekaeT B Oosiee Tskenon Gopme, uem
IIPU IEPBUYHOM IIPOSIBJICHUH, U MOXKET COMPOBOKIAATHCS YIPOKAIOILEH )KU3HU apTepHalIbHON
TUIIOTEH3UEN U JIETAIbHBIM UCXOJIOM.

e [lammenTtoB, y koTopeix pasBuiack PI'Y, criegyer mpOMHCTPYKTUPOBATH O HEOOXOAUMOCTH
nepenaun  ocratkoB mnpenapara ABAKABHP-ABC nedamemy Bpauy Bo u30exaHue
BO300HOBJICHHS ITpUeMa abaKkaBHpa.

Kinuanueckas kaprtuaa PI'Y x abakaBupy

PI'Y k abakaBupy ObUIH XOPOILIO OXapaKTEPU30BaHbl B paMKaxX KIMHUYECKHX HCCIETOBAHUMN U BO
BpEMsI [TOCTPETUCTPALIMIOHHOT0 Ha0 0 1eHus1. CUMIITOMBI OOBIYHO MOSBIISINCH B TEUEHHE NIEPBBIX
6 Henenp (MenuMaHa BpPEMEHM Hadaia 3ToM peakuumu — 11 cyTok) mocie Hauyaia Tepanuu
abakaBUpOM, OJHAKO 3TH PeaKIWH MOIYyT Pa3BUBATHLCH B JII00OH MOMEHT NpPOBeleHHSA
Tepanuu.

[Tpaktuecku Bce PI'YU k aGakaBupy BKJIIOYAIOT JIMXOPAIKY W/WIK ChIb KaK YacTh CHHApPOMA.
Jlpyrue mpu3HakKu U CUMOTOMBI, KOTopble Habmomamuch npu PI'U k abakaBupy, BKJIIOYAIOT
CHUMIITOMBI CO CTOPOHBI OPT'aHOB JBIXaHUS M KEIyJOYHO-KUIIEYHOI'O TPAaKTa, KOTOpPbIe MOIYT
npuBecTH K ommnOo4Hoil amarHoctuke PI'Y kak pecnupatopHoro 3a0oJieBaHus
(mHeBMOHNH, OPOHXHUTA, (PAPHMHIUTA) WJIM FACTPOIHTEPHUTA.

ITpu npooIKEHUH JIEYEHUS TSKECTh CUMIITOMOB, CBsA3aHHbIX ¢ PI'Y, HapacTaer, u OHM MOTyT
IIPUHUMATh YIPOKAIOIMKM KU3HM Xxapakrep. Kak ImpaBuio, 3TH CUMOTOMBI MCYE3AIOT IOCIE
npeKpaleHus nprueMa adbakaBupa.

B penkux ciydasx y maluueHTOB, MPEKpPAaTHBIIMX MpHeM abakaBUpa MO WHBIM MPUYMHAM, YEM
cumnToMbl PI'Y, Takke pa3BUBaIMCh yTPOKAIOLINE )KU3HU PEAKIIUU B TEUEHUE HECKOJIBKMX YacOB
nociyie BO30OHOBJIEHHsI Tepanuu abakaBupoM. BozoOHOBieHHE JiedeHHs] abakaBUPOM y TaKUX
NAIMEeHTOB CIJIEAyeT MPOBOJUTH TOJBKO IMPH HATUYUU OBICTPOrO JOCTyHa K METUIIMHCKON
ITOMOIIIH.

JlakToanmm03 ¥ BEIpaKCHHAS TEIaTOMETaINs CO CTEaTO30M

HNmerotcs COO6III€HI/I$I O Pa3BUTHHU JIAKTOAIM03a U BBIpa)KeHHOﬁ rernmaToMerajanm Co CT€aro3oM,
B TOM 4YHCJIC C JICTAJBbHBIM HCXOJ0M, BCJICICTBUC aHTHpCTPOBprCHOﬁ TCpalliu aHaJloraMu
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HYKJICO3HUIOB, BKJIIOYasi abakaBUp, MPUHUMACMBIMU KaK' F[Io oTHef;tl,HG_bm —ralk )48 B“KOMSMH&HHH.

B GoabmMHCTBE CiTydaeB 3TH OCIOKHEHHUS BOSHUKAIOT Y )KEHIIHH.

Knunnueckumu mnpu3HakaMy pPa3BUBAIOLIETOCS JIAKTOAIUAO03a SBISIOTCA oOmias ciaabocTs,
HOTEPS aNIeTUuTa, CTPEMUTENIbHAs HEOOBICHUMAs TIOTePsl MACChl TeJa, HAPYIICHHUSI CO CTOPOHBI
HKEIY0YHO-KUIIIEYHOTO TpakTa (TOLUIHOTA, PBOTA, OOJIb B KUBOTE), HAPYLICHHUS CO CTOPOHBI
JBIXaTEJIbHOM cHUCTEeMBbl (OJBIIIKA W TaXWIIHO?) WJIM HEBPOJOTMYECKHE CHMIITOMBI (BKIHOYast
MOTOpPHYIO cyiabocTh). JlakToamnumo3 XxapakTepusyercsi BBICOKOM CMEPTHOCTBIO U MOXKET
pa3sBUTbCI Ha (OHE MAHKpPeaTuTa, IEYCHOYHOW HEAOCTATOYHOCTH WIJIM  TOYEYHOU
HejocTaToyHOCTH. JIakTOanua03, Kak MpaBuiio, pa3BUBAJICS Yepe3 HECKOJIBKO MECSIIEB Teparuu.
HeoOxonnMo mpekpaTuTh Tepanuio aHajioraMM HYKJIEO3UJOB B Clydae CHUMIITOMAaTHYECKHUX
MPOSIBIICHUH TUIIEPIIAKTATEMUN U META0OJIMYECKOr0 alli103a/IaKToalu103a, IPOTrPeCCUPOBAHMUS
reraToOMEerajiuy Wik OBICTPOTO MOBBIIICHUS! aKTUBHOCTH aMHHOTpaHcdepas.

Crnenyer coOmoaaTh 0OCTOPOXKHOCTE TIpu npuMmeHeHnu npenapata ABAKABHP-ABC y nro06bix
NAIMEeHTOB (B OCOOEGHHOCTH — JKEHIIMH C OXHPEHHEM) C TelaTOMErallueil, rermaTuToM HIN
JIPYTMMU W3BECTHBIMU (PaKTOpaMHU pUCKA MOPAKEHHS MEYEHU U CTEaTO30M IeYeHHU (BKIOYast
NPUMEHEHHE HEKOTOPBIX JIEKAPCTBEHHBIX IpenapaToB U ynorpebienne ankorois). [lamuenTsr ¢
kouHpekuuerd Bupycom remnatuta C, KOTOpble MOJYYarOT JiedeHHe HHTeppepoHOM anbha u
puOaBUPHHOM, MOTYT MPEACTABIATH CO00M TPyHIy oco0oro pucka. [lareHThl ¢ MOBBIIIEHHBIM
PUCKOM TPEOYIOT TIIATEIBHOTO HAOIIOICHUS.

[Tpu nosiBIEHUM KIMHUYECKUX WM JAOOPATOPHBIX MPU3HAKOB JIAKTOALU103a C T€NaTUTOM WIH
06e3 Hero (B TOM 4YHCIIe TemaToOMerajuy M CTearo3a, Jake B OTCYTCTBHUE 3HAYUTEIBHOTO
NOBBILICHUS] aKTUBHOCTHU TpaHcamuHa3) sieueHue npenapatom ABAKABHP-ABC neobxonumo
MPUOCTAHOBHUTb.

MuToxoHaApHalIbHAS I[I/ICd)VHKHI/IH B PC3VYJIbTATC BHVTDI/IVTDO6HOFO BO3JCHCTBUS

AHaJIOTU HYKJICO3UJIOB M HYKJIEOTHJIOB CIIOCOOHBI BBI3bIBATh PA3JIMYHYIO CTEIIEHb OBPEKICHUS
MUTOXOH/IPHIA, 4YTO HaumOoyiee BBIPAKEHHO TPOSBISAETCS MpPH NPUMEHEHHH CTaBY/AMHA,
JUJIaHO3MHA W 3MJOBYAMHA. BpIIM 3aUKCUpOBaHbl Clyyal pa3BUTUS MHUTOXOHAPHAIBHON
mucoyHkiun  y BUY-orpunarensHelx AeTel, MOJIBEPraBIIMXCS BO3ACHCTBUIO aHAJIOTOB
HYKJICO3UJIOB BHYTPUYTPOOHO W/ mocie poxjaeHus. OCHOBHBIMHM HEXellaTelbHbIMU
peakuusMU SBISUIUCh T'€MaTOJIOTUYECKUE HapyLIeHHUs (aHEeMHs, HEHTPONEHHUs) U HapyLICHUS
oOMeHa BellecTB (TUIepiIakTaTeMus, Tunepinnazemus). JlanHble HexenaTeIbHble Peakly YacTo
OBLIM TPAH3UTOPHBIMU. BbUIH 3aperucTpupoBaHbl peAKUE CIydal HEBPOJIOTHYECKUX PAaCCTPOICTB
C MO3/IHUM Ha4ajioM (ITOBBIIIEHHBIH TOHYC MBIIIILL, CY0pOTH, HapyILIEH!Us OBEACHMS). SBISAIOTCS
JIM JTaHHbIE HEBPOJIOTUYECKHE PACCTPOICTBA TPAH3UTOPHBIMU WJIM MOCTOSHHBIMH, B HACTOSILEE
BpeMsl HEM3BECTHO. BeposATHOCTP MUTOXOHAPHATBLHON MUC(YHKIMM CIENyeT paccMaTpuBaTh y
m000T0 pedeHKa, MOJBEPTaBIIeTOCs BHYTPUYTPOOHOMY BO3CHCTBUIO aHAIOTaMH HYKJICO3U]I0B
U HYKJICOTHUIOB, C BBIPAKEHHBIMH KIMHUYECKMMH CHMITOMaMHU HEACHOM OSTHOJIOTHUH,
B OCOOEHHOCTH HEBPOJOIMUECKUMHU paccTpoiicTBamu. [IpeacraBneHHble JaHHbBIE HE BIUSIOT Ha
TEKYIIHE HALMOHAJIBHBIE PEKOMEHIALMM 110 HCIOJIb30BAaHUI0 AHTUPETPOBUPYCHON TEpaNMH Y
OepeMeHHBIX >KeHIUH JIIsl NPOQHIaKTUKHN BepTUKaabHOU nepenaun BUY-undexuun.

Macca Tenna 1 METa0OJIHYSCKUE mapaMETphl

Bo BpeMsi aHTUPETpPOBHPYCHOW TEpalMM MOXKET IPOMCXOIUTh YBEIMYEHHE MAacChl Tea,
MOBBIIEHNE KOHIIEHTPAlMM CBIBOPOTOYHBIX JIMIUAOB M TJIOKO3bI B KpoBU. KOHTpOib
3a00J€BaHNs M M3MEHEHUE 00pa3a »XKU3HM TaKKe MOTYT BHOCHUTh BKJIAJ B 3TOT IpOIECC.
B HekoTOpbIX ciy4asx OBLIM MOJy4YEeHbI JaHHbIE, CBUICTEILCTBYIOIIME O CBSI3U IOBBILICHUS
KOHIIGHTpAllN JIMIIUJOB C IPOBOJMMOM TEpamuei, OJTHaKO HET BECKHMX JOKa3aTelIbCTB CBS3H
YBEJIMYEHHUSI MacChl Tejla C KakoW-mM0o KOHKpeTHoW Tepanueid. CreayeTr paccMOTpeTh
HEOOXOIUMOCTh OIpPENENeHNUs] KOHIIEHTPAIlMM ChIBOPOTOYHBIX JIMMHJIOB U TJIIOKO3bI B KpPOBH.
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IMMPOSBJICHUSIMMU.

ITankpeaTut

boun 3adukcupoBaHbl ciiyyaw pa3BUTHUS MMAHKPEATHTA, XOTS MPUUYMHHO-CIIEACTBEHHAS CBS3b C
pUMEHEeHHeM abakaBUpa TOYHO HE YCTAHOBJICHA.

Tepanus, comepkaas TpU HYKJICO3UIHBIX MHTHOnTOpa 00paTtHou Tpanckpuntassl (HUOT)

Y MmanmMeHTOB C BBICOKMM YpOBHEM BHpycHOM Harpy3ku (>100 000 xomwuii/mi) Ha3HaueHUE
TPEXKOMITOHCHTHON KOMOWHAIIMH, COAepIKaliel abakaBup, JTaMUBYAUH U 3UIOBYIWH, TpeOyeT
0Cc000ro pacCMOTPEHHSI.

BeutH ostydeHbl cOOOIICHHS O BBICOKOM YaCTOTE BUPYCOJIOTUIECKOM HEYIau U BOZHUKHOBEHUHT
PE3UCTEHTHOCTH Ha paHHUX CTaJAMsIX, KOTJa B KAa4eCTBE PEKHUMa TEpanuu OAMH pa3 B CYTKH
MIPUMCHSUTH KOMOMHAIIMIO abakaBupa ¢ TeHO(GOBHPA JU30MPOKCIIT (hyMapaTOM U JTAMHBYIITHOM.

3aboieBaHus IEYEHU

O¢ddexktuBHOCT M 0Oe3omacHOCTh abakaBupa HE OBUIM YCTAHOBIEHBI Y MAIEHTOB C
BBIPQXEHHBIMU COIMYTCTBYIOIUMHU 3aboneBaHusiMu neueHu. [Ipemapatr ABAKABHP-ABC
POTHBOIOKA3aH MAIlMEHTaM C HapyleHHneM (yHKIUY TICUYSHH CPETHEH U TSHKEIOH CTEICHN.

VY mnanueHTOB € M3HAYaJIbHO MPUCYTCTBYIOIIMM HapylieHHeM (QYHKIMH TEeUeHU, BKII0Yas
AaKTUBHYIO ()OPMY XPOHHUYECKOTO TelaTUTa, OTMEYACTCs YBEIMYCHUE YacTOTHI HAPYIICHUH CO
CTOPOHBI (DYHKIIMH MEYEHU BO BpeMsi KOMOMHHPOBAHHOW aHTHUPETPOBUPYCHOU Tepanuu. Takue
NAlUEHTBl JIOJDKHBl HAaXOAWTbCA TI0J HaOJIIOJACHHEM B COOTBETCTBUM CO CTaHJIApTHOMN
KIIMHUYEeCKOH mpakTukoi. HeoOxoaumo paccMOTpeTh BO3MOXKHOCTh MPUOCTAHOBJICHUS WIH
IPEKPALEHUS JICUEHUS NMPU HAJIWYUM IPU3HAKOB YXYALIEHUS 3a00JIeBaHMSI MEYEHU Yy TAKUX
MAIUEHTOB.

IlanMeHTHl ¢ CONYTCTBYIONIMM XPOHMYECKUM renatuToM B nian C

[TarueHnTsl € CONMYTCTBYIOIIMM XpoHMYecKMM rematutoM B wmmm  C, mnomywaromue
KOMOMHHMPOBaHHYI0 aHTHUPETPOBUPYCHYIO TEpanuio, IOJBEPKEHbl MOBBILIEHHOMY PHCKY
Pa3BUTHSA TSKEIBIX U NOTCHIIUAIBHO JIETAJIBHBIX HEKEJIATEIbHBIX PEAKIUN CO CTOPOHBI IIEYEHHU.
B ciydae npoBeneHus conyTCcTBYIOIIEH NPOTUBOBUPYCHOM Tepanuu renatuta B umu C crnenyer
00paTUThCSI K COOTBETCTBYIOIIMM MHCTPYKIHUSAM IO IMPUMEHEHHIO JaHHBIX JIEKAPCTBEHHBIX
IIPENapaToB.

3abosieBaHus MOYEK

[Tpenapar ABAKABUP-ABC He nomkeH Ha3HadaTbCs MAlUMEHTaM C TEPMHHAIBHOM cTajuei
XPOHUYECKOH TOYEYHON HEOCTATOYHOCTH.

CHHAPOM BOCCTaHOBIICHUS UMMYHHUTETA

Y BUY-uHQUIMPOBAHHBIX MALMEHTOB C TSHKEIBIM HMMYHOAE(UIIMTOM Ha MOMEHT Havaia
KOMOMHHMPOBAaHHOW aHTUPETPOBUPYCHOM TEpamuu BO3MOXKHO pa3BUTHE BOCHAJIUTENbHOM
peakuuu Ha (oHEe OECCUMITOMHBIX ONMOPTYHHCTHYECKUX HMH(MEKUMH MIM UX OCTATOYHBIX
SBJIGHUHM, YTO MOKET CTaTh NMPUYMHON CEPbE3HOr0 YXYALIEHHUS COCTOSHUS WIH YCYTyOJIeHHs
cumnToMatukd. OOBIYHO 3TH PEAKLUU BO3HUKAIOT B TEYEHHE MEPBBIX HECKOJBKHX HEIENb MU
MecsIlIeB Tocje Hayajda KOMOWMHUPOBAHHOM AaHTHPETPOBUPYCHOM Tepamuu. THUINUYHBIMU
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UHQEKIMS, BbI3BaHHAS MHUKOOAKTEpHsIMHU, W MHEBMOHHS, BbI3BaHHAas Pneumocystis jirovecii
(Tak)ke U3BECTHA KaK MTHEBMOIMCTHAS THEBMOHM). [1osIBIICHHE JTIOOBIX CHMITTOMOB BOCIAJICHHS
TpeOyeT HEeMEUICHHOTO 00CIICIOBAHMSI U, TPH HEOOXOIMMOCTH, JICUCHUSI.

AyronMmyHHBIE 3a00JeBaHMs (Takue Kak Oone3Hb ['peiiBca) Takxke HaOmomamuch Ha (oHe
BOCCTAHOBJICHHSI WMMYHHUTETa, OJHAKO BpEMS TMEPBUYHBIX TMPOSIBICHUN BaphbUPOBAJIO H
3a00JIeBaHNE MOTJIO BO3HUKATh Yepe3 MHOT'O MECSIICB MOCIIEC Havana TeparuH.

OcTteoHeKkpo3

HecMoTpst Ha TO YTO 3THOJIOTUS JAHHOTO 3a00JI€BAHUSA SIBJIAETCS MHOTO(AKTOPHOM (BKiIIOUas
IOpUEM TIIIOKOKOPTUKOCTEPOUIOB, YHNOTPEOJIIEHUE aJIKOrOJsd, TSKEIYH HMMYHOCYIIPECCUIO,
BBICOKMI MHJIEKC MAcchl Tesa), Cllydyal OCTEOHEKPO3a Yallle BCEro BCTPEYAINCh y MALMEHTOB Ha
npoaBuHyTOM craguun BUY-undexkunn w/wim JUMTeNbHO NPUHUMAIONIMX KOMOWHUPOBAHHYIO
aHTUPETPOBUPYCHYIO Tepamnuto. [lanrenTam cienyer oOpaTUThCS K Bpady, €CIM OHU UCIIBITHIBAIOT
00JIM ¥ CKOBAHHOCTb B CyCTaBaX WJIM TPYJHOCTU IIPU JBUKEHUHU.

OnmnopryHuCcTHYECKHE HHDEKIIU

[lpumenenne mpenapata ABAKABUP-ABC wnmm 1mi00bIX  JAPYIHX aHTHPETPOBHPYCHBIX
IpenapaToB HE UCKIII0YAeT BO3MOKHOCTh Pa3BUTHS ONIOPTYHUCTUUECKUX MHPEKIMN U IPYTUX
ocnoxkHeHut BUY-uHpekuuu, nmo3TomMy mNanueHThl JODKHBI OCTaBaTbCs IO CTPOIMM
HaOJr0IeHueM Bpayda, UMeroLIero onbIT JeueHuss BUY-acconuupoBaHHbIX 3a001€BaHUH.

[lepenaua BUY-nudexunu

XoTs ObLI0 A0Ka3aHO, uTO A (HEeKTUBHOE MOJABIEHNE BUPYyCa C MOMOIIBI0 aHTHPETPOBUPYCHOM
Tepanuu CyIIECTBEHHO CHMKaeT puck nepeaun BUY moioBbIM myTeM, HCKIIIOYATh 3TOT PUCK
MOJIHOCTBIO Henb3s. Crenyer coOMoAaTh COOTBETCTBYIOLIME MEPHI MPEIOCTOPONKHOCTU IS
npenorBpauieHus nepeaauu BUY B cooTBETCTBUYU € HALIMOHAIBHBIMU PEKOMEHAALIUSIMU.

Huadapkt Muokapia

B Heckonbkux HaOMIOAATENBHBIX SMUAEMUOJIOTHYECKUX HCCIEN0BAaHUAX COOOIIAIoch O
B3aMMOCBSI3M MEXAy NpUMEHEHHeM alakaBUpa W PHUCKOM pa3BUTUs HH(papKTa MHOKapJa.
Meraananu3 JaHHBIX, MOJYYEHHBIX B PAHIOMHU3UPOBAHHBIX KOHTPOJIMPYEMBIX KIMHUYECKUX
UCCIIEIOBAaHMSIX, HE TI0Ka3al MOBBIIIEHUE pUCKa Pa3BUTHA HH(AapKTa MUOKapAa IPpU IPUMEHEHUU
abakasupa. Jlo HACTOSIEr0 MOMEHTA HE YCTaHOBJIEH OMOJIOIMUYECKUI MEXaHNU3M, IIO3BOJISIOIIUI
OOBSICHUTh MOTEHIMAJIbHOE MOBBIIIEHHE pUCKa. B 11enom, AoCTynHbIE JaHHBIE, MOJyYeHHbIE B
HAOJIIO/IaTENIbHBIX MCCIEAOBAHUAX W B KOHTPOJUPYEMBIX KIMHUYECKUX HCCIEIOBAHUSAX,
HECKOJIbKO NMPOTHUBOPEUUBBI U, TAKUM 00pa3oM, HE MO3BOJSIOT CHENaTh BBIBOJA O MPUYUHHO-
CJIEICTBEHHOW CBSI3M MEXIy Tepanmueil abakaBUpOM M PUCKOM pa3BUTUs MH(apKTa MUOKap[a.
ITpu HazHauenun npenapata ABAKABHP-ABC cnenyer npuHsITh MEpBI 17151 MUHUMH3ALMH BCEX
NONJAIONINXCA HM3MEHEHUI0 (akTOpoB (HampuMmep, KypeHHe, apTepualbHas THIEepTeH3us,
TUIEPIUNHNIEMUS ).

4.5. B3aumopeiicTBHe ¢ JPYrHMH JIeKAPCTBEHHBLIMH MpenapaTtaMu W Jpyrue BH/bI
B3aNMO/1eCTBUA

B3aumopeiicTBue abakaBupa ¢ IpyruMH IpernapataMu MajioBeposTHo. VccinemoBanus in vitro

noKasaiiy, 4to abakaBup crocooeH HHruoupoBath n3odepment uutoxpoma P450 1A1 (CYP1AL).
AbakaBUp XapaKTepU3yeTcs OrpPaHUYEHHON CIIOCOOHOCTHIO K MHTHMOWPOBAHHIO MeTadosM3Ma C
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BCTYMaeT BO B3aWMOJCWUCTBUS C MpermapaTamu, KOTOPble METa0OIU3HPYIOTCS H30QepMeHTaMU
CYP2C9 wimu CYP2D6. Knunnueckue MCCISAOBaHHUS HE BBIABIIIM WHIYKIIMH METa0OIM3Ma B
nevyeHu. Takum oOpa3om, B3auMoJIeiCTBUE abakaBUpa ¢ aHTUPETPOBUPYCHBIMU MHTUOUTOPAMH
poTeasbl U JAPYTrUMH JICKAPCTBEHHBIMH MpenaparaMu, MeTadoJIu3M KOTOPBIX MPOUCXOIUT MPU
yuacTuu OCHOBHBIX m3o(depmenToB cuctembl CYP450, wanoBepositHo. Kiunnueckue
UCCJICIOBAHMS TIOKa3ajld OTCYTCTBUE KJIMHUYECKU 3HAYUMBIX B3aUMOJCHCTBUH MEXITY
abakaBUpPOM, 3UJOBYAMHOM U JIAMUBYIHHOM.

MorHble HHIYKTOPHI (hepMEHTOB, Takue Kak pudammuiut, henodapoburan u GEeHUTONH, IPH UX
BO3ICHCTBUHI Ha ypuauH-5-nudocdar [IIIOKYPOHHITpaHCepazy (YAD-
[IIIOKYpOHUITpaHcdepasy) MOryT HE3HAYMTEIbHO YMEHbIIATh KOHICHTpPAIMIO abakaBupa B
1a3Me KPOBH.

Binsiaue abakasupa Ha GapMaAKOKUHETUKY APYIUX BELIECTB

In vitro aGakaBup JEMOHCTPHPYET OTCYTCTBHE WM CIa0yl CIIOCOOHOCTh K MHIMOMPOBAHHIO
0EIKOB-IIEPEHOCYNKOB JICKAPCTBEHHBIX MIPENapaToB: TPaHCIOpTepa OpraHMuecKux aHuoHoB 1B1
(OATP1B1), OATPIB3, Oecnka pe3uCTEHTHOCTH paka MosiouHoW skene3bl (BCRP) wim
P-rmukonporenHa (P-gp) — ¥ MHHUMalbHOE WHIHOMPOBAHUE TPAHCIIOPTEPA OPraHMYECKHX
katuoHoB 1 (OCT1), OCT2 u Genka 5KCTpY3UH JIEKAPCTBEHHBIX MPENapaToB M TOKCHHOB 2-K
(MATE2-K). Takum oOpa3om, He 0KHIaeTcsl, YTO abakaBup OyAeT BIUATh Ha KOHIICHTPAIMH B
IUIa3Me KPOBHU JICKAPCTBEHHBIX MPENapaToB, KOTOPHIC SBIAIOTCA CyOCTpaTaMu STHX OEIKOB-
HEPEHOCUYHKOB.

AblakaBup sBisiercss uHruOutopom Oenka MATEL in vitro, omnHako oOnamaer ciaboit
CIOCOOHOCTBIO BIIMATh Ha KOHLEHTpanuu cyocrtpatoB Oenka MATE] B mua3sme KpoBu mpu
TepaneBTUYECKUX YPOBHSIX dKCIO3UIMH npenapara (10 600 mr).

Brausaune apyrux BemiecTB Ha hapMaKOKHHETHKY adakaBupa

In vitro abakaBup He sBisercs cyocrtparom OATP1B1, OATPIB3, OCTI1, OCT2, OATI,
MATEI1, MATE2-K, acconmnpoBaHHOTO ¢ MHOKECTBEHHOH JIEKQpPCTBEHHOM PE3HCTEHTHOCTHIO
6enka 2 (MRP2) unn MRP4, nostomy He 05KMJA€TCs, UTO JIEKApCTBEHHBIE NMPENapaThl, KOTOPbIE
BJIMSIIOT Ha aKTUBHOCTH JIaHHBIX MEPEHOCUMKOB, OyIyT BIUATh Ha KOHIEHTpaluu abakaBupa B
11a3Me KpOBH.

Hecmotpst Ha TO uTO IN Vitro abakaBup sBisiercs cyoctparom BCRP u P-gp, xinHMuYeckue
UCCJIEIOBaHMSI TOKA3aJId OTCYTCTBHE KJIMHMUYECKHM 3HAYUMMBIX H3MEHEHUH (apMaKOKHMHETHUKH

abakaBupa NMpH OJHOBPEMEHHOM NPUMEHEHMH C JIONMHABUPOM/PUTOHABUPOM (MHIMOMTOpaMHU
P-gp u BCRP).

JlekapcTBEHHBIE B3aUMOIEHUCTBYSL, CBA3AHHBIE C a0aKaBUPOM

Omanon

[Tpu cOBMECTHOM NMPUMEHEHUH 3TAHOJ OKA3bIBAET BIMSHUE Ha METa00IM3M abaKaBUpa, MPUBOISL
K YBEIMUYCHHIO TUIOMIAIN TO0J] (hapMaKOKWHETHUECKOW KPHUBOHW «IUTa3MEHHAsh KOHIICHTpAIHs—
Bpems» (AUC) abakaBupa npumepHo Ha 41%. YuutbiBas npopuiis 6e30nacHOCTH abakaBupa, STH
pe3ysbTaThl HE CYHWTAIOTCS KIWHWYECKH 3HAYMMbIMHA. Ha wmerabonm3m sTaHona abakaBHp
HE BITUSET.

Memaoon

[To manHBIM (hapMaKOKHHETHYECKOTO UCCIIEAOBAHMS, IPH MPUMEHEHNH abakaBupa B 103e¢ 600 mr
JIBa pa3za B CYTKH COBMECTHO C METaJJOHOM OTMeUajoCh CHIKEHNE MAaKCUMAIIbHON KOHIIEHTPALIUN
(Cmax) abakaBupa Ha 35% U 3a7epiKKa BPEMEHH JOCTH)KEHHS MAKCHMAaIbHON KOHIIEHTPAIHH
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CUMTAIOTCA KIMHUYECKH 3HAYUMBIMH. B TaHHOM HCCleqoBaHWM a0aKaBHUp TOBBIIIAT CPEAHHIA
CHUCTEMHBIN KIIMPEHC MeTaJioHa Ha 22%. DTO U3MEHEHNE HE CUUTACTCS KIMHUYECKH 3HAUUMBIM Y
OOJIPIIMHCTBA MAIIUEHTOB, OJIHAKO B HEKOTOPBIX CIy4yasX MOXKET BO3HHKATh HEOOXOJIMMOCTH B
KOPPEKIIMU J103bl MeTa0Ha. BeaeacTBre 3TOro MamueHThl, MOTyJaronue JeYeHHEe METAJOHOM U
abakaBUpPOM, JOJDKHBI HAXOJMTHCSA IOJ HAOIIOJCHUEM B CBS3U C BO3MOXKHOCTBIO DPa3BUTHS
CHHIPOMAa OTMEHBI, MMPOSABIISAIONIECTOCS MPHU CHIKCHUH JIO3UPOBKH.

Pemunouowt

PernHonmHble  CcOeAMHEHHUs, TakMe KaK M30TPETHHOWH, BBIBOAATCS C  y4acTHEM
AJIKOTOJIbJICTHIPOTeHa3bl. B3anmoelicTBrue ¢ a0akaBUPOM BO3MOXKHO, OJHAKO JIO HACTOSIIETO
BPEMCHH HE U3Y4aJlOCh.

Puoyuecyam

AbakaBup unruompyer CYPIAI1 in vitro. ¥V namuwentoB ¢ BUY-unbekiue, moayqarommx
KOMOMHAIMIO (PUKCHPOBAHHBIX 103 abakaBup + noiyrerpasup + mamuByaus (600 mr + 50 mr +
300 Mmr, oiMH pa3 B CyTKH), IPU OJTHOBPEMEHHOM OJJHOKPATHOM IpuMeHeHuu puonuryata (0,5 mr)
3HaueHue AUC, ,, puonuryara npuMepHo B TpH pa3a npesbiiiaio 3Hadenust AUC, ., puonuryara,
MOJTyYEHHBIE HCTOPUYECKU Y 3[0OPOBBIX T0OOPOBOJIBIEB. MOXKET MOTPEOOBATHCS CHUKECHUE JJO3BI
pUOLMIyaTa; PEKOMEHJALMU 10 MHoA00pYy MA03bI CM. B MHCTPYKIHMHM IO MEIUIHUHCKOMY
IPUMEHEHHUIO PUOLIUTYaTa.

4.6. DepTUIBLHOCTD, 0€PEMEHHOCTD U JTAKTALHSA

bepemeHHOCTD

Kak nmpaBuIio, npu NpUHATHH PEeIeHUs 00 HCIIOIB30BAHUN AaHTUPETPOBUPYCHBIX IpenapaToB s
neuenust BUY-undexkuyun y GepeMeHHbIX >KEHIIMH M, KaK CJIEJICTBHE, JUIsl CHM)KEHHs PHUCKa
BepTUKaIbHON mepenaun BUY-uHpEKMM HOBOPOXKIECHHOMY CJEIYET Y4YUTHIBATH JIaHHBIE
UCCIIEIOBaHMS Ha )KHUBOTHBIX, @ TAKXKe KIMHUYECKUN OIBIT MPUMEHEHUS Y OEpEMEHHBIX JKEHIINH.
HccnenoBanus Mo MpUMEHEHHIO abakaBUpa y UBOTHBIX MPOJAEMOHCTPHUPOBAIN TOKCHUECKOE
BO3/ICHCTBUE HA Pa3BUBAIOIIMUNCSA SMOPHUOH U IIJIOJ] KPHICHI, OHAKO y KPOJIUKOB JaHHBINA 3P deKT
He Habmonancs. Kak ObU10 1MOKa3aHO B XOJI€ MCCIICIOBAaHUN Ha KUBOTHBIX, a0aKaBUp CIIOCOOEH
IIPOSIBIIATh KaHLEPOI€HHbIE CBOMCTBA. KimHuYeckass 3HAUMMOCTh ITHX JAHHBIX HEHU3BECTHA.
bbuto ycraHoBieHo, YTO y 4YelloBeKa BO3MOXXHO NPOHMKHOBEHHE abakaBUpa W/WIHM €ro
MeTabOoIUTOB Yepe3 IUIALICHTY.

B uccnepoBaHusX Mo OlEHKE MpUMEHEHHs abakaBupa y OepeMeHHbIX keHUMH Ooiee 800
UCXOJI0B OepeMeHHOCTU Mocie npumeHeHus Bo Bpems | Tpumectpa u 6onee 1000 uncxonos
O6epemeHHocTH mociie npumeHeHuss Bo Bpemsa |l u Ill Tpumectpa mnpoaemoHCTpupoBaU
OTCYTCTBHE MaJIb()OPMAaTUBHOTO U (PETATLHOT0/HEOHATAILHOTO B3auMoaelicTBusa. Ha ocHoBaHuu
BBIILIEH3JI0KEHHBIX JIaHHBIX MOXKHO CJIeaTh BBIBOA O TOM, YTO NPHU NMPUMEHEHUU abakaBHpa y
YyeJIoBeKa PUCK BPOXKIEHHBIX ATOJIOTUI MaIOBEPOSTEH.

Mumoxonopuanvras oucgyrnkyus

B uccnenoBanusx in vitro u in Vivo ObUIO IPOJAEMOHCTPUPOBAHO, YTO AHAJIOTU HYKJICO3HIOB U
HYKJICOTHJIOB CIOCOOHBI BBI3BIBATH IMOBPESKICHHUS MHTOXOHAPUN PA3IMIHON CTeNeHHW. Bputm
3aperuCTPUPOBAHBI COOOIICHHSI O MUTOXOHJpHaNbHOU nuchyHkiuu y BUY-oTpumnarenbHbIx
JETeH, TIOABEPTHYTHIX BO3JCHCTBUIO aHAJIOIOB HYKJICO3WJIOB BHYTPHUYTPOOHO W/WIH B
MI0CJIEPOIOBOM MEPHOJIE.

JlakTanus
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MPOHUKAET B TPYAHOE MOJIOKO y 4elloBeKa. J[aHHbIe 0 O€30MacHOCTH MPUMEHEHUs abakaBupa y
JeTel B Bo3pacte miiajmie 3 MecsieB oTcyTcTByoT. BUU-nHGUIIMpOBaHHBIM )KEHIIIMHAM HU TIPU
KaKUX O00CTOSATENhCTBAX HE PEKOMEHIYETCS MPOBOIUTH IPYIHOE BCKAPMIIMBAHUE BO M30ekKaHHE
nepenaun BUY-undexnuu peOeHky.

DepTUILHOCTE

Pe3ynbraThl MCCIeI0BaHUN Ha JKHBOTHBIX MMOKA3ajM, YTO abakaBHp HE OKAa3bIBACT BIHMSHUEC Ha
(bepTUIBLHOCTS.

4.7. BausiHHe Ha CIOCOOHOCTH YNPABJATH TPAHCNOPTHBIMHM CpeacTBaAaMH W padorarhb
¢ MeXaHU3MaMH

I/ICCJ'Ie,I[OBaHI/IH II0 OLCHKE BJIMSAHUA a6aKaBHpa Ha CIOCOOHOCTh YIpaBJIATb TPAHCIIOPTHBIMHU
cpeacrBaMu U pa6OTaTI) C MEXaHnU3MaMH HE MPOBOJUIUCE.

4.8. HexkesiaTeJibHbIE peaKIMU

Pesrome HDOd)I/IJDI 0e30IacHOCTH

JI1s1 MHOTHX 3aperuCTPUPOBAHHBIX HEXKEJIATEIBHBIX PEAKIUI OCTAETCS HESCHBIM, CBS3aHO JIM UX
pasBUTHE C IPUMEHEHHEeM abakaBHpa JIMOO HIMPOKOIO CHEKTpa JIEKAPCTBEHHBIX IpenapaTos,
npuMeHsieMbIX Juist JeueHus BUY-undexnuu, umm jxe oHU SBIISIOTCS MPOSBIEHUEM OCHOBHOTO
3ab0s1eBaHusl.

MHorve "3 NepedyMCIEHHBIX HUXKE HEKEIaTeJIbHbIX peakuuil (TOIIHOTAa, pPBOTA, AUApeEs,
JMXO0paJiKa, COHJIMBOCTb, ChIllb) YACTO Pa3BUBAIOTCS Y NAILIMEHTOB C TUIEPUYYBCTBUTEIBHOCTBIO K
abakaBupy. I[loaTomy npu mnosiBIeHUM J100Or0 M3 3TUX CHUMITOMOB II0Ka3aHO TLIATEJIbHOE
oOclieZioBaHuE MAlMEHTa Ha HAJIMYKME THIIePYyBCTBUTEIIBHOCTH.

bbuin 3aperucTpupoBaHbl OUEHb pEAKUE CiIydau HOJUMOP(GHOM 3KCCYAaTUBHOW 3PUTEMBI,
cuaapoma CrtuBeHca—/[)KOHCOHA WJIM TOKCHYECKOTO SMUIAEPMAaIbHOTO HEKPOJIM3a, B KOTOPBIX
Henb3s Obuto uckimounTh PI'Y k abakaBupy. B Takux ciydasx HEOOXOAMMO NMPEKPATUTh MPUEM
JIeKapCTBEHHBIX IPenapaToB, COAEpKaIMX abakaBup, 6€3 BO3MOXKHOCTH BO30OHOBJIECHUS.

Tabanunoe DPE3IOME HEXKENaTeIbHbIX PEAKIINI

BONBIIMHCTBO ~ TEPEUUCIICHHBIX ~ HIDKE  HEXKENATeNbHBIX  pEakluil  He  SIBJISIOTCS
OTPAaHWYMBAIOIIUMH  JIeYeHWe. MHOTHE  HEXeJaTelbHbIE  PEAKIWH  HE  SBIISIOTCS
orpaHuuMBarONMMU Jeuenue. [To nanupiM BeemupHO#t opranu3saimu 3apaBooxpanenust (BO3),
HEeXeNaTeNIbHbIe d(PQEKTh KIACCU(PUIIUPOBAHBE B COOTBETCTBUUM C WX YaCTOTOW Pa3BUTHS
crenyrmuM obpasoM: odeHb vacto (>1/10), wacto (>1/100, o <1/10), mewacto (>1/1000, HO
<1/100), peaxo (>1/10 000, Ho <1/1000), ouenp peako (<1/10 000), wacTora HEM3BECTHA — IO
UMEIOITUMCS TaHHBIM YCTAHOBUTH YaCTOTY HE MPEACTABISIOCH BOZMOXKHBIM.

Ta6auua 1. HexxenarenbHble peakiuu, 3aperucTpUupoBaHHbIE PU TpHeMe abakaBupa

Yacro ‘ Penxo ‘ Ouensb peako

Hapymel-tuﬂ MmemaboauzmMa U NUMAHUSL!

HOTCpSI AlICTUTA, TUICPIAKTATCMUA ‘ ‘ .HaKToaL[I/I,Z[OS*

Hapywenus co cmoponul neperotl cucmembl:

T"osoBHas 0oib ‘ ‘

Kenyoourno-kuwmeunvie HapyuleHus.
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TomrHOTa, pBOTA, AMApES [Tankpeatur __ *

(T E..]r: BATERBHROCTE 0003)
|

Hapymenuﬂ CO CNMOPOHbL KOJMHCU U NOOKONCHBIX MKAHEIL.

Comp  (Ipu  OTCYTCTBUH  CHUCTEMHBIX [MomumopdHass  3KccynaTuBHAS
TIPOSIBIIEHU) spurema, cuHapoM CTuBeHCa—
J>xoHCOHA, TOKCHYECKHI

SMUJIEPMATIbHBIA HEKPOJIH3

Obwue Hapyulenus u peakyuu 8 Mecme 88e0eHUsL.

anopazuca, COHJIMBOCTDH, YTOMJIACMOCTD

* HMmeroTcss COOOIIEHUS O pa3BUTUU JIAKTOAIMI03a, WHOTJA C JICTadbHBIM KCXOJOM, OOBIYHO
COTIPOBOXKIABIIIETOCS TSDKEIIOM TermaroMerajueil CO CTeaTo30M, BCICACTBHEC TEPAlMA aHaJoTaMHu
HYKJICO3UIOB.

OmnmcaHue OTACIBHBIX HEXKEIATSABHBIX PEaKITAM

PI'Y k abaxasupy

[Tpusnaku u cumnroMel PI'Y nipuBenenbl Huxke. JlaHHbIe IPU3HAKY U CUMIITOMBI ObLIN BBISIBJICHBI
BO BpeMs KIMHUYECKHUX HCCIENOBAaHMA MM HpPU IOCTPETUCTPALMOHHOM HAOIIOJCHUU.
CumMnToMbl ¥ MPU3HAKH, 3apETUCTPUPOBaHHBIC HE MeHee yeM Yy 10% nanuenTtoB ¢ PI'Y, Beigenensl
HOJYXUPHBIM IIPUPTOM.

[lpaktnyeckn y Bcex manueHToB ¢ PI'U pasBuBaroTcs nMXopaaka H/HWIM ChITb (OOBIYHO
MakKyJonanysje3Has WM ypTUKapHas) Kak 4acTh CHHJPOMA, OJHAKO PEaKIUU TaKKe MOTYyT
pOTEeKaTh 0e3 CHIMHM WM JMXOPaAKH. [[pyrue OCHOBHbIE CHMITOMBI BKIIOYAIOT CUMIITOMBI CO
CTOPOHBI KEIIYJ0YHO-KUIIEYHOTO TPAKTa, AbIXATEJIbHOW CHCTEMBI MJIM CUCTEMHBIE CUMIITOMBI,
TaKH€ KaK COHJIMBOCTb U HEJIOMOTaHHE.

Knaccuguxayusa no opeanam u cucmemam
Hapywenus co cmoponwl kposu u aumgamuveckou cucmemul. TAMOONECHUS.

Hapywenus co cmoponvl nepénoti cucmemvol: T0J10BHAsA 00J1b, TAPECTE3USL.
Hapywenus co cmopoHvl ObixamenbHOU cucmemvl, Op2aHo8 2pyoHOU KIemKU U Cpe0oCmeHUs:
OJbIIIKA, KallleJIb, 00JIb B TOPIIE, PECIIUPATOPHBINA TUCTPECC-CUHAPOM B3POCTBIX, AbIXaTeIbHasd

HEAOCTATOYHOCTD.

Kenyoouno-kuweunvie napyuienus: TOIHOTA, PBOTA, AUapes, 00Jb B KUBOTe, U3bSI3BICHHE
CJIN3UCTON 00OJIOUKH pTa.

Hapywenus co cmoponsl neuenu u s#cenuesvigo0aujux nymeil: MOBbIILIEHHE OMOXMMHYECKHX
nokasareJjieil yHKIUM NeYEeHHU, FeNaTUT, IIEYCHOYHas! HEJJOCTATOYHOCTb.

Hapywenus co cmopoHbvl KOJ4CU U NOOKONICHIX MKaHell: Cblllb (0OBIYHO MaKyJIONanysie3Has Uik
yYpTUKapHasi).

Hapywenus co cmoponbl mMbluieyHol, CKelemHol U COeOUHUMENbHOU MKAHU. MAAJITHS, PEAKO —
MUOJIN3, apTPANITHs, IOBBIIIEHNE aKTUBHOCTU KpeaTHH(POCHOKUHA3HI.

Hapymeuuﬂ CO CmOpPOHbl NnOo4YeK u MOU@GblGOa}ZWMX nymeﬁ IMOBBIIICHNEC KOHOCHTpAIWN
KpCaTHHHUHA, TOYCUHAad HCAOCTATOUYHOCTD.

061/{4146 HapyuwieHus u peakyuu 6 mecme 66€0eHU: JUXOpaaKa, COHJIMBOCTb, HCIOMOI'aHHUE,
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peaKum.

Cumnromsl, cBsizaHHble ¢ jnaHHoM PI'Y, yxyamarorcs npu OpoAODKEHUM TEPAUd M MOTYT
IIPUHUMATD YTPOXKAIOLIUHI JKM3HU XapaKTep, B PEAKUX CIydasX OHU IPUBOJWIN K JIETAIBHOMY
UCXONy.

Bo3oOHoBnenue npuema adbakaBupa nocie PI'Y Ha abGakaBup npuBOAUT K OBICTPOMY HOBTOPHOMY
MOSIBJICHUIO CUMIITOMOB B TE€UYCHHUE HECKONbKUX 4acoB. [loBropHas PI'U oObIYHO mpoTekaer B
Oonee Tskenol Gopme, 4eM MpHU NEPBUYHOM MPOSIBICHUM, U MOXKET BKIIHOYATh YTPOKAIOLIYIO
KHU3HU apTepUAIbHYI0 TUIIOTEH3UIO U JIETANbHBIA HcXoA. B psne cmyyaeB moo0HBIE peakIuu
TaK)Ke€ BO3HUKAIM IPU BO30OHOBJIEHUH TEpalUU abaKkaBUPOM IIOCIE €r0 OTMEHbI, BHI3BAHHOU
MOSIBJIEHUEM OJJHOT'O M3 OCHOBHBIX CUMIITOMOB TMIIEPUYBCTBUTEIBHOCTH (CM. BBILIE), U B OYEHb
pPEeIKHUX ClydasX peakUMHd HaOIIoJINCh IIpU BO30OHOBIEHHMU IPUMEHEHHs abakaBHupa
NAlUEHTaMM, y KOTOpPBIX JO €ro OTMEHbl HE OTMEYaIuch Hukakue cumnromsl PI'Y (t.e.
y MaIMEeHTOB, KOTOPBIX PAaHEe CUUTAIIH NEPEHOCSIIUMH TEPAINI0 a0aKaBUPOM).

Memabonuueckue napamempoi
Macca Tena, KOHUEHTpALMHU JIMOUAOB M TJIFOKO3bl KPOBM MOTYT MOBBIIATHCS BO BpeEMSs
AHTUPETPOBUPYCHOM TEpAIUU.

Cunopom occmanogieHus UMMyHuUmema

Y BUY-uHQUIMPOBAHHBIX TANKUEHTOB C TSHKEIBIM HMMYHOAC(UIIMTOM HAa MOMEHT Hadaia
KOMOMHHMPOBAaHHOW aHTUPETPOBUPYCHOM TEpamud BO3MOXKHO Pa3BUTHE BOCHAIUTENbHOM
peakiu Ha (hoHE OECCUMITOMHBIX OINMOPTYHHUCTUYECKMX HMH(MEKIWH MM WX OCTATOYHBIX
ABIICHUN. AyTOUMMYHHbIE 3a00sieBanus (Hampumep, Oone3Hs ['peiiBca) Takke HaOMIOAATUCH HA
(oHE BOCCTAHOBJIEHUS MMMYHHUTETA, OJIHAKO BpEMs IEPBUYHBIX MPOSBICHUN BapbUPOBAIO U
3a00JIeBaHKE MOTJIO BO3HUKATh Yepe3 MHOTO MECSIIEB IOCIIE Havyalla Tepanuu.

Ocmeornekpos

3aperucTpupoBaHbl CilIy4al OCTEOHEKpPO3a, OCOOEHHO Yy MalHeHTOB C OOUIeNpU3HAHHBIMU
dakTopamu pucka, Ha MNpoABUHYTOW craauu BUY-undexkumn wimm 1npu  ATUTEIHHOR
KOMOMHHMPOBAaHHOW aHTUPETPOBUPYCHOM Tepanuu. YacToTa 3TOro sIBJICHUS! HEU3BECTHA.

Hzmenenus nabopamopHvix nokasamerneti

B KOHTpoMMpyeMbIX KIMHUYECKUX UCCIIEOBAHUSAX U3MEHEHHUE JIAOOPATOPHBIX MOKazaTesel npu
JedyeHnn abakaBUpOM HaOJIIOJAIOCh HEYacTo, KaKk M B KOHTPOJIBHOM TIpyIIe MalleHTOB,
HE T0JIy4aBIIMX Mpernapar.

CTH

B uccnenoBanun ARROW (COL105677) npunumanu ydactue 1206 BUY-nnpunmpoBaHHbIxX
neTel B Bo3pacte oT 3 MmecsueB A0 17 ner, u3 KoTopelix 669 nereil momyuyanu abakaBup U
JaMUBYJIMH OJMH WIM JBa pa3a B CyTku. He ObUIM BBISBICHBI HMKAKHE JIOTOJHUTEIbHBIE
po0sieMbl B OTHOIIEHUH 0€3011aCHOCTHU Y JAeTel, MPUHUMABIINX adaKkaBUp OJUH WM JIBa pa3a B
CYTKH, [0 CPAaBHEHUIO CO B3POCIIBIMHU.

COO6H.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

Baxno COO6H_IaTB 0 TIIOJO03PEBACMBIX HCKCIATCIBHBIX PCAKIUAX TIOCIC PCTUCTpaAllUA
JICKApPCTBCHHOT'O IMpfriapara ¢ HCJIbIO obecreyeHus HCIIPEPBIBHOI'O MOHUTOPHHI'a COOTHOIICHUSA
«II0JIb3a—pPUCK)» JICKAPCTBCHHOI'O IIpCriapara. MeauiuHCKUM pa6OTHI/IKaM PCKOMCHAYCTCA
COO6HI3TI> 0 JII00BIX MOJ03PEBACMBIX HEKCIIATCIIBHBIX PCAKIUAX JICKAPCTBCHHOI'O IIpriapara
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EBpa3uiickoro 3kx0HOMHUYECKOTr0 COI03a.

Poccniickas @enepanvs

®enepalnibHas ciryx0a 1o Haa30py B cdepe 3npaBooxpanenus (Poc3npaBuaazop)
109012, r. Mocksa, CraBsiHCKasl III0MIaab, 1. 4, ctp. 1

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

DnekTponHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B mHGOPMAIIMOHHO-TEJICKOMMYHHKAIIMOHHOM ceTH «HTepHeT»:
https://www.roszdravnadzor.gov.ru

4.9. llepeno3upoBKa

CHUMOTOMBI

B kimHWYECKMX WCCIEAOBAHUAX MMAlMEHTHl TMPUHUMAIH OJHOKPATHBIC J03bI abakaBHWpa [0
1200 mr u cytounbie 1036l A0 1800 mr. He Obuto OTMEYEHO pa3BUTHE HEMPEIBUIACHHBIX
HexenarenbHbIx peakiuid. [leiicrBue npenapara ABAKABHP-ABC B 6osiee BRICOKHX 71033X 10
HACTOSAIIETO BPEMEHU HE U3y4Y€HO.

Jleuenue

B cnyuae nepeno3upoBku npenapara ABAKABUP-ABC namueHT AO0MKEH HAXOAMTHCS MOJ
HaOJIIOJICHUEM Bpaya C LEJbI0 BBISBICHUS MPU3HAKOB TOKCHYECKOrO ICHCTBUA Tpemnapara u
MIPOBE/ICHUS CTaHAAPTHONH CUMIITOMATHYECKON TEparuu 10 Moka3aHusM. HensBecTHo, MOXKET 1
abakaBup OBITH BBIBEACH MPU MPOBEACHUU IEPUTOHEATHFHOTO AUATIN3a WIK FeMOIHAIIN3a.

5. PAPMAKOJIOTHYECKHUE CBOMCTBA

5.1. dapmakonmHaMuYecKHe cCBOiicTBa

®apMakoTepaneBTUYeCKass TpyIa: MPOTUBOBUPYCHBIE CPEJICTBA CHCTEMHOTO JEHCTBUS;
IPOTUBOBUPYCHBIE CPEACTBA MPSAMOTO JIEHCTBHS;, HYKJICO3UIHbIE U HYKIEOTHIHbIE HHTMOUTOPHI
00paTHOM TPAaHCKPUNIITA3HI.

Kox ATX: JOSAFO06.

MexaHN3M JIeUCTBUS

AbakaBHp SIBJISETCSI HYKJICO3UAHBIM aHAJIOTOM — MHTHOMTOPOM OOpaTHOW TpaHCKpUITa3bl. ITO
MOIIHBIN cesiekTuBHBIN nHrnoutop BUY-1 u BUY-2, Brurovas mrammel BUY-1 co cHmkeHHOU
YyBCTBUTEIBHOCTBIO K 3UIOBYIHMHY, JaMHUBYAUHY, 3aJILMTA0MHY, JUIAHO3MHY U HEBUPANHUHY.
AbakaBup NOJIBEPraeTcsi BHYTPUKIETOUHOMY METa0O0IU3My, MPEBpallasich B aKTUBHYIO (GopMy
kapOoBup-5’-tpudochar (kapooup-Td). Ilo nmaHHBEIM wHcciemoBaHWE [N VItro, MexaHH3M
nercTBus abakaBupa B otHomeHnrn BUY 3akmtodaercs B mHTHOMpOBaHWU (pepMeHTa 0OpaTHOM
TpaHckpunrtazbl BUY, uro npuBoauT K 0OpbIBY LIEMH U OCTAHOBKE IMKJIAa PEIUIMKALUU BUpYCa.
He nabmroniancst aHTaroHu3M IpOTUBOBUPYCHOM aKTUBHOCTH abakaBUpPa B KYJIbTYpe KJIETOK MpU
komMOuHaimu ¢ HUWOT nupaHo3MHOM, SMTPUIMTAOMHOM, JIAMUBYIWHOM, CTaBYIUHOM,
TEHO(QOBHUPOM, 3ANLIUTAOMHOM HWJIHM 3UJOBYAMHOM, HEHYKJICO3UIAHBIM HHTHOUTOPOM OOpaTHOI
tpanckpunrtazsl (HHUOT) neBupanunom wnm uHrubutopom mnporeasst BUY (MIT BUY)
aMIIPEHAaBUPOM.

PesuncTreHTHOCTD
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Pezucmenmnocmes in vitro

Pesuctentusie k abakaBupy wu3oinsatel BUY-1 Obuim BbImeneHbl N VILF0O W CBSI3aHBI CO
CHenU(UIHBIMU TEHOTHITMYECKUMU W3MEHEHHUSMHU B KOJOHAX TreHa OOpaTHON TpaHCKPUITA3bI
(xomousr M184V, K65R, L74V u Y115F). PesucrentHocTh BUpyca K abakaBupy in Vitro
pa3BUBAETCA OTHOCUTEIBHO MEJJICHHO, Mg KIWHWYecKu 3Hauumoro ysenuueHus HWKsg
(MHrUOUpYyIOIas KOHIEHTpAus B OTHOIIEHUH 50% IITaMMOB) OTHOCUTEIIBHO «JIMKOI0» MITaMMa
BHUpYyca TPeOYIOTCS MHOKECTBEHHBIC MYTaIIUH.

Pe3ucmenmuocms in vivo (nayuenmul, panee He noxyuasuiue mepanuio)

Y U30I5TOB BHpYCa, MOJYYCHHBIX B 0a30BBIX KIMHHYECKHX HCCIICAOBAaHUSAX y OOJIBIIMHCTBA
MAIUEHTOB C BUPYCOJIOTHYECKOM HEI(DPEKTUBHOCTHIO PeIKMMA TEPAITHH, COACPIKAIIETO adaKaBup,
OBUIO TIPOJIEMOHCTPUPOBAHO JHOO OTCYTCTBHE W3MEHEHHMH IOKa3aTejed OTHOCHTEIHHO
UCXOJHOTO 3Ha4YeHus, cBs3aHHBIX ¢ mpumenennem HUOT (45%), nmubo cenekius TOIBKO
mytauud M184V umun M1841 (45%). OOmast yactora cenekuuu M184V mnun M1841 Gwina
BBICOKOH (54%), pexxe mpoucxoamna cenekuus L74V (5%), K65R (1%) u Y115F (1%). bsuio
YCTAaHOBJICHO, YTO TPY BKJIFOUCHUH 3UIOBY/IMHA B PEKUM TEPAIUU CHUKACTCS YaCTOTa CEICKIIMU
L74V u K65R B mpucyrcTBun abakasupa (¢ sunoByauaom: 0/40, 6e3 sunopyauna: 15/192, 8%).
Cenekuust TUMHIUH-aHATOToBbIX MyTarmii (TAM) MOXeT NpOMCXOIUTh B CIyd4asx, KOrua
AQHAJIOTH THMHJIMHA COYETAIOTCS ¢ abakaBUpoM. B MeTaaHanmmse pe3ysibTaToB IMIECTH KITMHHYESCKUX
uccinenoBanuii cenekius TAM OTCYTCTBOBaja MPH PEKUMaX TEPaIUK, COJACPKAIUX aOaKaBHp
0e3 3unoByaunaa (0/127), HO mpowmcxoauia MPU PEKUMAX TEPAIUU, COACPKAMMUX a0aKaBUP H
aHaJIOT TUMUMHA — 3uJ0BYAMH (22/86, 26%).

Pesucmenmnocms in vivo (nayuenmul, panee nonyuasuiue mepanuio)

Knuanyeckn 3HauMMOe CHIDKEHHE YyBCTBUTEIILHOCTH K a0aKkaBHpy OBLIO MPOAEMOHCTPUPOBAHO
B KIMHUYECKUX M30JIATaX IALMEHTOB C HEKOHTPOJIMPYEMOW pelUIMKalueil BHpyca, paHee
NOJYYaBIIUX  TEPalmuio JPYTMMH  HYKJICO3WAHBIMH  HMHTHOMTOpaMH ¥ 00JaJarolInx
PE3UCTEHTHOCThIO K HMM. B MeraaHanmuse pe3yibTaToOB NATH KIMHUYECKUX HCCIIEI0BaHMM,
B KOTOpBIX abakaBup ObLI J00aBJIEH B PEXUM Tepamuu Jid YCWICHUs ee aelcTBud, us 166
narueHToB y 123 (74%) Obina BeisiBieHa mytanus M184V/I, y 50 (30%) Obuta BhIsBIEHA
T215Y/F, y 45 (27%) Obina BeisineHa M41L, y 30 (18%) Obuta BesiBiena K70R, u y 25 (15%)
6buta BesiBIeHa DO67N. Mytanus K65R orcyrerBoBana, myranuu L74V u Y115F Berpevanuch
HevyacTo (<3%). MopenupoBaHue MPOTHOCTUYECKUX 3HAYEHUW IS TEHOTUIA C TIOMOIIBIO
JOrHCcTHYecKoil perpeccun (¢ yuerom ucxomnoro conepxkanus PHK BHUY-1 B nnasme kposw,
konuuectBa CD4+  KieTok, KOJW4ecTBa M MNPOAOKUTEIBHOCTH  MPEIUIeCTBYIOLINX
AHTUPETPOBUPYCHBIX ~Tepamuil) MoKa3ajlo, YTO HalMyhue Tpex WiIu Oonee MyTauui
pesucrtenTHoctH kK HUOT Obuto CcBs3aHO ¢ yXyaIIeHHMEM OTBETa Ha Tepanuio Ha 4-il Henene
(p=0,015) win pa3BuTHEM yeThbIpex uiu Oosiee myTauuii Ha 24-it Henene (p<0,012). Kpome toro,
KOMILJIEKC WHCEPIIMOHHBIX MyTalluii B KojoHe 69 win mytarus Q151M, kotopasi, Kak paBuio,
BcTpevaercss B coderanun ¢ A62V, V751, F77L u F116Y, npuBoasAT K pa3BUTHUIO BBICOKOMN
PE3UCTEHTHOCTH K abaKkaBupy.

Denomunuueckas pe3ucmenmHoOCmMb U NepeKpPecmuasi pe3ucmeHmHoCms

Jns pa3BuTus PEHOTHUNUYECKON PE3UCTEeHTHOCTH K abakaBUpPy HEOOXOIMMO HAJIMYUE MYTalluU
M184V B coueranuu, mo KpaifHeil Mepe, C elle OJJHOM MyTaluel pe3UCTEeHTHOCTH K abaKkaBUpy
6o myrtauuu MI184V B coderanun c Heckoiabkumu TAM. PaszButue ¢eHoTUnHuecKon
nepekpectHoi pezncreHTHOCTH K Apyrum HUOT npu Hanwuuum tonbko mytanuu M184V wim
Tonbko MyTranuun M1841 orpanuueHHo. 3WAOBYIWH, AMJAHO3MH, CTaBYAMH M TEHO(OBUP
COXPAHSIOT aHTUPETPOBUPYCHYIO aKTUBHOCTh B OTHOIIIEHUM Takux BapuaHToB BUY-1. Hamnuune
mytaunun M184V ¢ KO65R npuBOOUT K pa3sBUTHIO NEPEKPECTHOW PE3UCTEHTHOCTU MEXITY
abaxkaBupOM, TEHO(OBUPOM, AUJIAHO3UHOM U JamuByauHOM. Hanuuue myrauun M184V ¢ L74V
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namuByauHoM. Hammume myrtanmu M184V ¢ Y115F npuBoguT K pa3sBUTHIO NEPEKPECTHOM
PE3UCTEHTHOCTH MeXAy al0akaBUpoM U JamMuByAuHOM. [l oOecreueHus: HaJjIeKallero
npUMeHeHHs abakaBHpa MOXKHO PYKOBOJICTBOBATHCS PEKOMEHIyEMBIMH B HACTOSIIEE BpEMs
METOJJaMU UHTEPIPETALNU UMEIOIIUXCS MyTalluil pe3UCTEHTHOCTH.

[TepexpecTHasi PE3UCTEHTHOCTh MEXAYy a0akaBUPOM W AHTUPETPOBUPYCHBIMH IperapaTaMu
npyrux kiaccos (Hanpumep, UIT wmm HHUOT) manoBeposiTHa.

5.2. ®apMaKkoKHHeTHYECKHE CBOMCTBA

AOGcopOuus

AbakaBup OBICTPO U XOPOILIO BCACKIBACTCS MPH MpHEMe BHYTPh. AOCOIIOTHAsA OMOJOCTYITHOCTh
abakaBupa Npu IpHeMe BHYTPb Y B3pOCIbIX cocTaBiisgeT okoiio 83%. Cpennee Tmax pu npueme
abakaBupa BHYTpPb B BHJIe TaOJIETOK COCTaBIIIET OKoJIo 1,5 yaca.

He Beianenst pasnuuns B BennuuHe AUC st abakaBupa B ¢popme TabneTok u pactBopa. [lpu
npueMe abakaBupa BHYTpb B (hopme Tabnerok B go3e 300 mr nBa pa3za B CyTKH Cmax COCTaBIIsLIa
3,00 mkr/mi, a cpeansist AUC B Teuenue 12-4acoBOro MHTEpBajia MEXIy IpUEMaMH IpenapaTa
cocraBisia 6,02 mxrxu/mn (cyrounas AUC coctaBmia npumepHo 12,0 Mxrxu/mi). 3HaueHue
Cmax IpY IPIMEHEHUH PAaCTBOPA [T IPUEMA BHYTPb ObIJIO HEMHOTO BBIIIIE, YEM ITPH IPUMEHEHUN
tabnerok. [locne ogHOKpaTHOro mpuMeHeHusi abakaBupa B ¢opme Tabinetok B moze 600 mr
cpenusisi Cmax abakaBupa cocrapisiia okosio 4,26 mkr/mu, a cpemnsisi AUC cocrasmsura 11,95
MK X 4/MJL.

[Tpuiem nuim 3ameassieT BcacblBaHWE abakaBupa U yMEHbIIAET Cmax, HO HE BIMSET HAa OOLIYIO
KOHIIEHTpAIUIO B Iu1a3Me KpoBu. [loaToMy abakaBup MOXHO MPUHUMATh BHE 3aBUCHMOCTH OT
npreMa MUIIIH.

He oxupaercs, 4To mpueM U3MelbYeHHON TaOJETKU C HEOOJBIIUM KOJIHMYECTBOM IMOYTBEPIOM
MUIIK WK SKUAKOCTH TOBJIHSET Ha (DapMaKoJIOTHIECKHe CBOMCTBA MpenapaTa u, ClieI0BaTeIbHO,
Ha €ro KJIMHHYECKYI 3(PPEeKTUBHOCTb. JTO 3aKIIOYEHHE OCHOBAHO Ha (PU3UKO-XMMHUYECKUX U
(apMaKOKMHETHYECKUX MapaMeTpax JCHCTBYIOIIEro BEIIECTBA W PACTBOPHUMOCTH IN Vitro
TabyeTok abakaBHpa B BOJIE MPU yCIOBHUH, YTO MAIIMEHT W3METIbYaeT U J00aBIsSeT B MUILY WIH
xuakocth 100% TabneTku U MpUHUMAET HEMEJICHHO.

Pacnopenenenne

[Tpu BHYTpUBEHHOM BBEJIEHUU KaXYIIHICs 00beM pacpe/iesieHns abakaBupa COCTaBIISIET OKOJIO
0,8 n/Kkr, 9TO yKa3bIBaeT Ha TO, YTO abaKkaBUpP CBOOOIHO MPOHUKAET B TKAHU OpraHHU3Ma.
Uccnenosanus ¢ yaactueM BUY-uHpuIrpoBaHHBIX NAIIUEHTOB MOKA3aJI1, YTO a0aKaBUp XOPOILIO
IPOHHMKAET B CIMHHOMO3roBYI0 kHJIKocTh (CMXK), npu stom otHomenne AUC abakaBupa B
CMX k AUC abakaBupa B 1uia3me kpoBu cocrtaBisieT 30-44%. B ¢apmakokmHeTHUECKOM
uccnenoBanui | ¢azbl n3ydanocs npoHnkHoBeHHe abakaBupa B CMIK nocie npuMeHeHus B 103€
300 mr nBa paza B cyTku. Cpenuss KoHeHTpaus adakaBupa B CMIK nocturanace uepes 1,5 yaca
nocie npuema u cocranisiia 0,14 Mxr/mi. B aipyrom ¢apMakoKMHETHYECKOM HCCIIEIOBAaHUN TIPU
npuMeHeHun abakasupa B 1o03e 600 Mr aBa pa3a B cyTku ero koHuenTpamnus B CMXK co Bpemenem
nosbInanacek ot npumepHo 0,13 mxr/mi yepes 0,5—1 gac mocie npuema 10 npumepHo 0,74 MKr/mi
yepe3 3—4 yaca nocie npuemMa. XoTs MaKCUMaJibHasi KOHIEHTPAaLUs MOXKET ObITh HE JOCTUTHYTA
yepes 4 yaca, HaOIro1aeMble 3HaUeHUs B 9 pa3 npessimatoT |Cso abakaBupa, KOTOpast COCTaBIsAET
0,08 mxr/mi nim 0,26 MKMOJIB/J.

B uccienoBaHusx 1Mo oleHKe CBS3BIBAHUS ¢ OEIKaMH T1a3Mbl KPOBH IN VItr0 ycTaHOBIIEHO, YTO B
TepaneBTUUECKNX KOHIICHTPAIUAX abaKkaBUp HE3HAYUTEIHHO WM YMEPEHHO (mpuMepHOo Ha 49%)
CBSI3bIBaETCS ¢ O€JIKaMU IIa3Mbl KPOBM YEJIOBEKA. DTO yKa3blBaeT Ha HU3KYIO BEPOSTHOCTD
JIEKapCTBEHHBIX B3aMMOJEHCTBHIM, CBA3aHHBIX C BHITECHEHHEM IIPENapaToB U3 CBS3H C OenKamMu
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BI/IOTDaHC(bODMaHI/IH

AbakaBup MeTa0ONM3UpYyeTCs TJAaBHBIM oOpa3oM B MedeHH, MeHee 2% BBEICHHOW J103bI
BBIBOJIUTCS. TIOYKAMH B HEW3MEHCHHOM BHae. B opranusMe denoBeka abakaBUpP
MEeTabOoJIM3UPYETCS B OCHOBHOM IO/ JCHCTBHEM aJIKOTOJIBICTHAPOTeHA3bl ¢ 00pa3oBaHUEM 5 -
KapOOHOBOM KHCIIOTHI U IyTE€M KOHBIOTAIIMH C TIIOKYPOHOBOW KHCIIOTOH ¢ oOpa3oBaHuem 5’-
JIIOKYPOHHZIA, YTO COCTaBJsieT OKoJo 66% OT BBEAEHHOW J03bl Ipenapara. Y Ka3aHHbIC
METaOOIUTHI SKCKPETHPYIOTCS IIOYKAMHU.

DIMMUHALUA

Cpennuii nepro1 oTyBBIBEJICHHS adakaBupa cocTaBisieT okoo 1,5 yaca. [Tocie MHOTOKpaTHOTO
npuemMa abakaBupa BHYTpb B 103¢ 300 Mr 1Ba pa3a B CyTKH HE HAOJI01aeTCs 3HAYNMAast KyMYJISIIHS
npenapara. BreiBenenue abakaBupa OCYIIECTBIISIETCS MOCPEACTBOM METa0OIM3Ma B TEUEHU C
MOCIEAYIOIEH IKCKpelnel MeTaboIuTOB MpeuMyIiecTBeHHO nmoukamu. Okono 83% BBeneHHOIM
JI03bI a0aKaBHUpa BBIBOJUTCS MIOYKAMHU B BHJIC METAOOIMTOB U abakaBUpa B HCM3MEHECHHOM BHJIE,
OCTaBIIIeeCs KOJIMYECTBO BBIBOJUTCS YePe3 KUIICYHUK.

BayTpukiaeTouHas d)aDMaKOKI/IHeTI/IKa

[To manueiM uccnenoBanus ¢ ydactueMm 20 BHY-uHpuUUIupOBaHHBIX NAlMEHTOB, MOJIyYaBIIMX
abakasup B n03¢ 300 Mr 1Ba paza B CyTKH M TOJIBKO o1iHY 103y 300 mr 3a 24 yaca 10 B3sTUA TPo0
JUId aHallu3a, Cpe/iHee IeOMETPUYECKOe 3HAUYE€HUE KOHEYHOIO BHYTPUKIETOYHOTO IEpPHOAA
noJTyBbIBeIeHUs kKapOoBupa-T®d B paBHOBECHOM cocTOsIHUU cocTaBmiio 20,6 yaca, B TO BpeMs Kak
CpelHee TeOMETPUUYECKOe 3HAueHHUE IepHoja IONyBbIBEJCHMs abakaBupa M3 IJa3Mbl KPOBU
cocraBmiio 2,6 yaca. PaBHOBecHble (hapMaKOKMHETHUYECKHE MOKAa3aTead IpH HPUMEHEHUH
abakasupa B 1o3e 600 MI 0J1MH pa3 B CyTKH CPaBHUBAJIM C TAKOBBIMU ITPY IPUMEHEHUH abaKkaBUpa
B no3e 300 mMr nmBa paza B CYyTKM B MEPEKPECTHOM KIMHUYECKOM HCCIEIOBAaHUHU, B KOTOPOM
yuactBoBaiM 27 BHUY-MHQUUUPOBAaHHBIX MalMEHTOB. BHyTpHuKIeTOYHOE conep)KaHHe
kapooBupa-T® B MOHOHyKJIE€apax MNepUPEpUUYECKON KpOBU OBLJIO BbIIIE NPU NPUMEHEHHUH
abakasupa B 103e 600 Mr oguH pa3 B cyTku 1o nokaszarensiM AUC B paBHOBECHOM COCTOSTHUM 3a
24 vaca (AUC2s,ss, Bbilie Ha 32%), MaKCUMaIbHON CYTOYHOW KOHIICHTpPAIIMHM B PaBHOBECHOM
cocrosiHuu 3a 24 yaca (Cmax 24,55, Bbllie Ha 99%) M OCTaTOYHON KOHIICHTPALIUH B PABHOBECHOM
cocrostinu 3a 24 daca (Cmin 24,ss, Bbiiiie Ha 18%) 10 CpaBHEHUIO ¢ MPUMEHEHHEM abaKaBUpa B 03¢
300 Mr n1Ba pa3a B CyTKH, 4TO CBUAETEIBCTBYET O BOZMOKHOCTH IpUMEHEHU npenapara y BIU-
MH(UIMPOBAHHBIX MallMeHTOB B 03¢ 600 Mr ouH pa3 B cyTKU. D (HEKTUBHOCTH U OE30M1aCHOCTD
npemnapara npy NPpUMEHEHUH OJUH pa3 B CyTKU Obljla TakKe IMoKa3aHa B 0a30BOM KJIMHHYECKOM
uccienoanu (CNA30021).

IToyeyHas HETOCTATOYHOCTD

AbakaBup MeTa00JIM3UPYETCS TIABHBIM 00pa3oM B MEUYEHU, OKOJIO0 2% €ro BBIBOJMUTCS MOYKAMHU
B HenM3MeHeHHOM BHjie. PapmakoknHeTHKa abakaBupa y MallMEHTOB ¢ TEPMUHAIBHOW cTaaueit
MOYEYHON HEJOCTATOYHOCTH CXOJHA C TAaKOBOM Yy MAIlMEHTOB ¢ HOPMaJIbHON (YHKIMEH MOoYek.
CrnenoBatenbHO, y MAIUEHTOB C HapyIIeHHEeM (YHKIIMK OYeK KOPPEKLUs 1035l He TpedyeTcs.

[IeueHOYHAs HEAOCTATOYHOCTh

AbakaBup MeTabONIM3HpyeTCcsl TNaBHbIM oOpa3oM B medeHu. dapmakokuHeTHKa abakaBHpa
M3y4dagach y HallMEHTOB C HapyIIeHHEeM (YHKIIMH [TEYEeHHU JIETKOM cTeneHH (5—6 6ayioB no mkane
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cpeaneM B 1,89 pasza u yBenrueHUH epro/ia MoTyBeIBeJeHUs abakaBupa B 1,58 pasza. Hapymenue
¢GyHkuuu neyeHu He BiauseT Ha 3HaueHHMe AUC merabonuToB abakaBHpa, OAHAKO CKOPOCTh HX
00pa30BaHMs U BBIBEJCHUS IPU ATOM CHHXKAETCS.

Jig  DOCTMXKEHMsST OSKCIIO3ULUHM, COOTBETCTBYIOLICH TEPAaleBTUYECKOMY JHAaIlla30oHy IIpH
NpPUMEHEHUU TIpernapaTta namueHTamu Oe3 3a0oJeBaHMU TEUCHH, MAalMeHTaM C HapyIIeHHEM
(yHKLMU [T€YEeHU JIETKOH CTENEeHU cieyeT IpuHuMaTh abakasup B 103¢ 200 Mr /1Ba pa3a B CyTKH.
dapmakoKHHETHKa abaKaBHpa y MalMeHTOB ¢ HapyIeHHEeM (PYHKIIH TIEUYSHH CpeIHEel U TSDKEIoi
CTENIEHU HE u3yyalach, I03TOMY IIpUMEHEHHe abakaBupa Yy STOW TIpyIIbl HAlMEHTOB
IIPOTUBOMNOKA3aHO.

JInna mosKujioro Bo3pacra

dapmakoKMHETHKa abakaBUpa Yy MAIMEHTOB cTapiie 65 et He u3y4anachk. llpu nedenun
MAIMEHTOB MOXKUJIOTO BO3pacTa HEOOXOAMMO YYMUTHIBATH OoJiee YacThle HApyIIEHUS (PYHKIIHMU
IIEYEHHU, TIOYEK U CepAlla B 3TOM BO3pacTe, a TAK)K€ COIYTCTBYIOIIME 3a00J€BaHUS U JIpYrue
MPUHUMAaEMbIe JIEKapCTBEHHbBIE TIPeraparhl.

CTHu

AbakaBup Xopouio U ObICTPO BCachIBAaeTCs IpU NMPUMEHEHUH Yy JeTei B ¢opme pacTBopa s
npuemMa BHYTpPb U B (hopMme TabneTok. bputo moka3zaHo, 4TO 3KCMO3uIMs abakaBupa B IUIa3Me
KPOBHU OJJMHAKOBA IIPH IPUMEHEHUH 00€HX JICKapCTBEHHbBIX ()OPM B OJTMHAKOBBIX J103aX. Y JIeTeH,
noinyJaomux abakaBup B (Qopme pacTBopa s TpHeMa BHYTPh B COOTBETCTBHH C
PEKOMEH/I0BaHHBIM PEKHMOM JI03MPOBAHUS, SKCIO3UIMS abakaBupa B IIa3Me€ KPOBH CXOJAHA C
TAaKOBOH y B3pOCHBIX. Y JeTeH, moydaronmx abakasup B (hopme TabIeTOK /Ui IpUeMa BHYTPh B
COOTBETCTBUM C PEKOMEHJOBAaHHBIM PEXHMOM JI03UPOBAHMSI, FKCIO3ULUSA abakaBUpa B Ia3me
KPOBH BBIIIIE, YeM Y JETeH, Moydyaromux abdakaBup B (opme pacTBopa Uisi IpueMa BHYTPb,
IIOCKOJIBKY B (hopMe TaOIeTOK MPUMEHSIOT 00Jiee BEICOKUE JI03bI B MI/KI. PapMaKkOKHMHETHYECKHE
HCCJIEIOBaHMSI C yyacTHEM JieTel MOoKa3alM, 4TO MPUEM OJIMH pa3 B CYTKH IKBHUBAJICHTEH IO
nokazatento AUCo 24 mpueMy Takoil xe oO1eil cyrouHol 1036l Ipenapata, pa3JeIeHHON Ha 1Ba
npuemMa, Ipyu NpuMeHeHnu abakaBupa Kak B (hopMe pacTBopa JUlsl puemMa BHYTpPb, Tak U B opme
Ta0JIETOK.

OTCYTCTBYIOT [OCTAaTOUYHbIE JaHHbIE IO OE30MacHOCTH [UIsl PEKOMEHJAIUH MPUMEHEHUS
abakaBupa y nereit miazme 3 mecsueB. CyliecTBYIOT OrpaHUYEHHbIE JaHHbIE, TOKa3bIBAIOIINE,
YTO MpU NPUMEHEHUHN Y HOBOPOKJIEHHBIX B Bo3pacte 10 30 qHeil B 103€ 2 MI/KI HaOI0at0TCs
cxoaHble nin 6osee Bbicokue 3HaueHUsT AUC 1mo cpaBHEHMIO ¢ MPUMEHEHHEM J03bl 8 MI/KT y
JIeTel CTapIIero Bo3pacra.

6. PAPMAIIEBTHUECKHWE CBOWCTBA
6.1. [lepeyens BcnmomMoraTeJbHbIX BelleCTB

Snpo TabJIETKH:

[{emrono3a MEKpOKpUCTAILTHYecKast Trr 102
Komnosunon

Kapbokcumeruiakpaxman HaTpHst

Kpemuust 1uokcu KOJIouHbIi (A3pocwi)
Maruus creapat

[Inenounast 060JI0YKA:
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Omanpait 11 85F220031 sxenteiii [monuBUHUIOBBIA crupT, Makporon 4000, TUTaHa AMOKCU
(E171), Tanbk, Kpacutesb xene3a okcu skentoiii (E172)]

6.2. HecoBmecTUMOCTH

Henpumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHHs1)

3 rona.

6.4. OcoOble Mepbl MPETOCTOPOKHOCTH MPH XPAHEHHH

XpaHUTh B 3alIMIIEHHOM OT CBETa MECTe, MpU TemnepaTrype He Bbite 25 °C.
6.5. XapakTep u cofepkaHue NePBUYHONH YIAKOBKH

ITo 10 TabneTok B KOHTYPHYIO STYEHKOBYIO YIAKOBKY U3 IUIEHKU MOJUBUHUIXJIOPUIHON MapKH U
($oJIbIY AIFOMUHUEBOM M€YaTHOMN JIAKUPOBAHHOM.

[To 60 Ttabmerok B OaHKy MOJIMMEPHYI (M3 TMOJUATUIEHA WIM MOJUIPONWIEHA) IS
JIEKapCTBEHHBIX CPEJCTB, YKYNOPEHHYIO KpBIIIKOM NOJUMEPHON (M3 MONMATUIIEHA WIU
HOJIUIIPOIIUIICHA).

Ha Oanky HakieWBalOT 3TUKETKY W3 OymMaru 3THKETOYHOW WM MHUCYEH WM CaMOKJICSIIYIOCS
ITUKETKY.

Kaxnyro 6aHKy Uil 6 KOHTYPHBIX STYEUKOBBIX YITAKOBOK BMECTE C HHCTPYKLMEH 1O TPUMEHEHUIO
IOMEIIAOT B MAYKy U3 KapTOHA JUIsl TOTPEOUTENIBCKOM Tapbl UM UMIOPTHOTO.

6.6. Oco0ble Mepbl NPeIOCTOPOKHOCTH MNPH  YHUUYTOKEHHH  HCIOJb30BAHHOIO
JIEKApPCTBEHHOI'0 Mpenapara WJH OTXO0A0B, NMOJY4YeHHBIX IOcJe NMPUMeHEeHHs Mpenapara,
U IpPyrue MAHUILYJISINMH C IpenapaTomM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. IEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHU S
Poccuiickas Penepanus

00O «TexHomorust IeKapCTB»

141400, MockoBckast 0011., r. XumkHu, yi. Pabouas, a. 2a, ctp. 31, mom. 21
Tenedon: +7 (495) 225-62-00

®akc: +7 (495) 225-62-65

OnektpoHHas nouta: info@drugsformulation.ru

7.1. IlpeacTaBuTe/b JepiKATEIsI PETUCTPALMOHHOIO Y10CTOBEPEH U

[Mperen3un norpedUTENEH HAIPABIATH 110 aIPECY:

Poccuiickas @enepanus

00O «TexHonorus JekapcTB»

141400, MockoBckas 001, T. XuUMKH, yia. Pabouas, 1. 2a, ctp. 31, mom. 21
Tenedon: +7 (495) 225-62-00

daxc: +7 (495) 225-62-65
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Dnexrponnas nmoyra: info@drugsformulation.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUSA

9. IATA TEPBUYHOM PETUCTPAILIMM (IIOJATBEPXKJIEHHSI PETHUCTPAILIUU,
INEPEPETUCTPALIMN)

JlaTa nepBoi perucTpanuu:
10. JATA HIEPECMOTPA TEKCTA
OOmas xapakrepucthka JekapctBeHHoro mnpemnapata ABAKABWP-ABC pgoctynHa Ha

MH(POPMAIMOHHOM TopTaie EBpa3suiicCKOro HSKOHOMHYECKOTO CO03a B HH()OPMAIMOHHO-
KOMMYHUKaIMOHHOM cetn «HTepHeT»: https://eec.eaeunion.org/.
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