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VHCTPYKIIASI
10 METUIIUHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA
TEHO®OBHP + DMTPUILIUTABAH BM

Perncrpanuonnsiit Homep: JII1-004526

Toprosoe naumenosanne: TEHO®OBHP + SMTPULINTABMH BM

Meﬁmxyﬂapo,unoe HeNATEeHTOBAHHOE WIH rpynmHpoBOYHOE HaNMEHOBaHMe:
TeHO(hOBUP+IMTPUIIUTAONH

JlexaperBennas ¢opma: TabIETKH, IIOKPHITHIE INICHOYHOH 000109KO0H

Cocras: [ mabnemxa éodepwcum: _

Heticmeyrowue eewecmsa: TeHOpoBHpa amsompokcuna ¢ymapar 300 Mr (B mepecuyere Ha
TeHO(OBHpa AU30IPOKCHI 245 Mr), sMTpHITaObHH 200 M.

Bcnomozamenvuvie 6ewjecméa: TEeWmono3a Mukpokpuctawmaeckas (Tum 102), JraxTo3sI
MOHOTH/IPAT, KpOCKapMeuIo3a HaTpus, KanMéJI KyKypy3HBbIi Ipe)XeaTHHA3UPOBAHHBIA, MarHus
creapar.

IInenounasn obonouxa: Bupaxoar® PC-8T-181 cuHmiA, [IaKTO35I MOHOIHpAT, rnnpOMeJﬁIosa,
TATaHA TMOKCHUN, TPHALCTHH, HHIUIOKapMUH (E132)].

ONMCABUME | |

OBaJbHBIE /IBOSKOBBIIYKIIBIE TaGleTKH, OKPHITEE ILIEHOUYHOH 06010uKoi cruero usera. Ha
HONEPEYHOM: paspese AApo Georo wiK nodTu 6enoro uBeTa. ‘
GAPMAKOTEPATIEBTUYECKAS I'PYIIIIA: npotusoBupycuoe (BUY) cpenctso

Kox ATX: JO5AR03

®APMAKOJIOTHYECKHUE CBOMCTBA

dapmakogHHAMIKA '

Mexanusm Oeticmeus

TEHO®OBUP + SMTPI/IHI/ITABI/IH BM - 3710 KOMGHHﬁpOBaHHLﬁ’I mpemapaT €
(prKCHpOBaHHOIM 030 SMTpULUTA0HHA H TeHODOBHpa IM30IpPOKCHIa (ymapara.
OMTpUIOUTA6MHE — HyKIEO3HIHBHi aHamor ImuTumuHa. TeHopoBHpa M30IPOKCHIA ¢bymapar
TpeBpamaeTcs in vivo B TeHO(OBHp HyKieosummoHobochar (HyXJIeoTHI) aHaJor aZicHO3HHA
MoHodochara. Kax SMTpAINTaONH, TaK ¥ TEHO(QOBUP HPOSBILIOT cuenuduIecKyo aKTUBHOCTD
B OTHOIIIEHUH BUpYyCa HMMyﬁbne(bnunTa genoBeka (BUU-1 u BU-2) u Bupyca rematura B
(BIB). ,

OMTpHEIUTa0HH B TeHOHOBHP hochopumupyroTCs ﬁon neficTBEEM BHYTPHKJIETOYHBIX PEPMEHTOB

¢ o6pasoBanyeM sMTpunuTabuna Tpudocdara u TerOdoBHpa AuGOCcHaTa, COOTBETCTBEHHO. B
' 1
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HCCIEOBAaHHUIX In vitro OBLIO IIOKAa3aHO, Y
 OJHOBPEMEHHOM IPUCYTCTBHH B KJIETKaX MOTYT OBITH IIOJHOCTBIO (OCHOPHIMPOBAHEL
Owmrpururabuna Tpudocdar 1 TeHodoBupa nudGocHaT HHrUOUPYIOT OOPATHYIO TPAHCKPUNTA3Y
BHWU-1 mo KOHKypEHTHOMY MEeXaHU3MY, IPHBOJ K TEPMHHALMK CHHTe3a Lenu BupycHo# JTHK.
Omrpunurabuna tpudochar, Tak xe, kak M TeHopoBupa mudochar, ABITOTCA CrabbmMu
unruburopamu JJHK-nonmmepas MICKOIUTAIOIIHEX, IPU3HAKOB KX TOKCHYHOCTH 10 OTHOIIEHUIO
K METOXOH/IPHSM in Vitro U in vivo He HabII04anock.

IIpomusosupycras akmueHoOCMb in Vitro

B mccnenoBaHuAX in vitro HabIIONANCS CHHEPIU3M IPOTUBOBUPYCHON aKTHBHOCTH KOMOHMHAIIIY
sMTpuIuTabrHa i TeHoQoBUpa. B uccnenoBanusX KOMOMHHPOBAHHOTO IIPHEMA C MHTHOUTOpaMH
mpoTeasbl, a TaKKe C HYKICOUAHBIMH H HEHYKJICO3MIHBIMM HHIHMOMTOpaMH OOpaTHOM
Tpanckpunrtasbl BUY Habmopacs afIuTHBHEIA I CHHEPreTHIecKHi 3 deKT.
Peszucmenmnocmo

In vitro

B HCCIEOBAHASX i Vitro B 'y HeKOTOphIX BAU-1-MHQHIMPOBAHHEIX TAIMEHTOB HAOIOAANACh
YCTOMYMBOCTD K OMTPHIUTAOHHY, OOYCIOBICHHAs pasBUTHEM MyTamuu MI184V/I, wumm
TeHO(OBHDY, B CBA3H ¢ MyTarmeit K65R. BapycHbIe B30T, Pe3UCTEHTHBIE K SMTPULUTAOUHY
¢ MyTtamusmMua M184V/I, oxasanuce TakKe YCTOMYMBEI K JIAMHBYAMHY, OJHAKO, OCTaBaJIUCh
BOCIPHMEMUYKBEI K JUIAHO3MHY, CTaByINHY, TeHoQOBHpPY U 3ua0ByuHy. MyTanua K65R Taroke
MOXET HabIIONaThCsA NIPY IPAMEHEHNH abaKkaBUpa WM JUJAaHO3MHA H, B CBOIO OYEpPE/ib, TAKKe
MOKET NPUBOIMTH, K CHIDKEHMIO 5(pdekra IpH NPHMEHEHHMH 3THX CPEACTB B COYETaHWH C
JIAMHBYIHHOM, SMTpHIMTaOHHOM U TeHo(hoBHpoM. Cremyer n3beraTs NpUMEHEHHS TeHOPOBHpPa
IU30IPOKCHIA GyMapara y nauuenToB co mramMmmamu BHU-1, mveromumu Mytanuo K65R.
Kpome Toro, 3amena K70E B reme oOpaTHod Tpanckpuirassl BWY-1, oGycnoBneHHas
TeHODOBHPOM, NPUBOIMT K HE3HAYUTENSHOMY CHIDKEHHMIO JyBCTBHTENHHOCTH K abaKaBHpy,
SMTPULUTAONHY, IAMUABY JUHY ¥ TEHODOBHDY.

IIpu sxcmpeccud BupycoM BIIU-1 Tpex m Gosee MyTanmif, acCOIMHPOBAHHBIX C aHAJIOTaMH
THMUIEHA, BKIOYAOmEX 3amery M41L wm L210W B rene oGpaTHOM TpaHCKpHENUTa3sl, GBUIO
OTMEYEHO CHIDKEHHE TyBCTBUTENLHOCTH K TEHO(QOBHPA AU30IPOKCHIIa hymapary.

In vivo — neuenue BUY-1

B OTKpHITOM paHIOMHU3MPOBAaHHOM KﬁI/IHIfI‘iCCKOM uccienosaguu (KW) ¢ ygactueM nanHeHToB, He
TIOJIy9aBIIHX PAHEE AHTHPETPOBUPYCHOTO JIEYEHHs], FCHOTHIHPOBAHNE IPOBOMIOCH Ha H30)IATaX
BUY-1, mory4eHHBIX U3 ILIa3MbI BCEX naﬁneHTOB ¢ moTBepKAeHHON KonneHTpanuei PHK BUU
6oinee 400 xomumit/mir Ha 48-i, 96-i wimn 144-1 Henene WM Ha MOMEHT PaHHETO MPCKPAICHUS

IIpHeMa UCCieyeMOoro Iperapara.
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ITo cocrosuuro Ha 144 Henemo: ' - : -

e B COOTBETCTBHH C IIPOBEJEHHEIM. aHaIM30M, MyTauus M184V/I pazsunace y 2 u3 19
(10,5 %) wu30mATOB, NOJYy4YEHHBIX OT nauneHToﬁ B TIpynme, rAe NOIydanu
sMTpHIETabHH/TeHOGoBHpa Ju30Ipokcuia hymapat/adasupens, uy 10 u3 29 (34,5 %)
H30JIATOB, IPOAHATM3UPOBAHHBIX Yy  MHAaMEHTOB TIpPyNOB,, TIA€  IOJydaau
naMHBynHH/3HAOBynHH/3(baBHpeH3 (3Hauenue p<0,05, cpaBHEHHWE @0 TOYHOMY
kputepmro  Pummepa cpeauw  BceX — NANMEHTOB  IPyNIBl, I[e  IOIydand
sMTpuIMTabHH+TeHO(OBHpa TU30IpoKcHIa (hymapar, co BCeM TIalAeHTaMy TPYIIIBL,
r7Ie OJIyYJalIi JAMUBY JUH/3UIOBY TUH);

*  HHM OJIWH U3 NPOaHAIM3UPOBAaHHBIX BUPYCOB He comeprkai MyTanuu K65R mmu K70E;

*  TIEHOTHNHYECKass PE3UCTCHTHOCTH K 3(aBHpEH3Y, INIaBHBIM 00Opa3oM MyTauus BHpyca
K103N, pa3Buiacs y Bupyca, noimydeHHoro ot 13 u3 19 (68 %) nanuenToB B rpymnmne, rie
TIOJTY YAl SMTPULATAOHH/TeHODOBHpA IM30IPOKCHIIa hyMapaT/>(haBUpPEH3 B CPABHEHHH
c21 u329 (72 %) nanneﬁTOB B I'PyIIIIEe CPaBHEHMSL. ‘

In vivo — Qokonmaxmmas npogunaxmuxa
OGpasis! miasMel, Hoayyerusie B xoxe 2-X KV BMU-nenH(GUIMPOBaHHBIX TAIMEHTOB, ObUIH
MPOAHAIM3UPOBAHEI Ha 4 BapHaHTa, SKCIPECCHPYIOMNX aMHHOKHCIOTHBIE 3aMeHbl BUU-1 (To
ecTb, K65R, K70E, M184V n M184I), xoTopble NOTEHIMATFHO 00ECICUMBAIOT PE3UCTEHTHOCTD
K TeHO(OBUPY HIM SMTpULMTaOuHY. B OZHOM H3 HCCIENOBAHMII HE BBLIBICHO HMKAKHX
BapuanToB BIU-1, skcipeccupyromux Mytanud K65R, K70E, M184V win M1841 k MomenTy
CepOKOHBEPCHH Y IAMeHToB, nH(puupoBaHHEX BI1Y-1 nocne BKIIo9eHus B HccnefoBaHue. ¥ 3
u3 10 maruenToB ¢ octpoii BUY-undexuyeit Ha MOMEHT BKIIOYEHHS B HCCIIENOBAHUE BUPYCHBIE
O MyTanua M1841 u M184V o6Hapy)Ke}:H>1 y 2 ¥W3 2 MaldeHTOB M3 TPYIILI, IpHHUMAaBIIEH
TeHO(pOBhp+3MTpnuHTa6HH, 1y 1 u3 8 manuenTOB U3 IpyIIIHI IIanedo.
B xone mpyroro KU He BBIIBIEHO HHKakux BapuanToB BMU-1, skcnpeccupyromux MyTalmu
K65R, K70E, M184V iz M184] Ha MOMEHT CEpOKOHBEPCHH y NANMEHTOR, HHHUIMPOBAHHEIX
BUY-1 B xoxme uccaenosanus. Y 2 u3 14 maumentoB ¢ octpoit BUY-undexnuell Ha MOMEHT
BKJIIOYEHHMS B MCCIENoBaHMe y | M3 5 IanueHTOB B Ipynme, IoxydaBmeit 245 Mr TeHodoBupa
musonpokcuia (B popme dymapara), BerpineHa MyTamus K65R BUY, a y 1 u3 3 manueHTos u3
Ipynnbl, [NpMHAMABIIEH TeHO()OBUP+IMTPHIUTAOMH, OOHApYXHIH MyTaruio MI184V
(CBA3AHHYIO C PE3UCTEHTHOCTHIO K OMTPUIIUTAOHHY ).
Jemu
Be3omnacHOCTh 1 3G QeKTHBHOCTS TeHO(MOBHpa+3MTPHIKTa0NHA y IE€TER B Bo3pacte 10 12 jieT He

H3YYaIH.
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(DapMaKOKHHeTl/IKa

Bcacvisanue

BHO3KBHBAIICHTHOCTh OIHOM TabneTku TeHO(OBHpa+3MTpHUIUTaOWHA, IOKPHITOH IJIEHOYHOH
000J109KOH, 1 KOMOMHAIMK OIHOM TBEPIOM Karcyisl sMTpunuTadbuHa 200 Mr 1 ogHOM TabiIeTKy,
NIOKPHITOM IUIEHOUHOM 06oyouko#, comepxamei 245 Mr TeHOGOBHMpa IM30NPOKCHIA, IPH UX
onHOBpemeHHoM IpYMEHEHHH, IOATBEPIK/IEHA IIPH OIEHKE OJJHOKPATHOTO IIPHMEHEHHS] HATOIIAK
y 3I0pOBEIX H00poBobIeB. [locie nprema TeHOGOBUPa+3MTPUIMTAONHA BHYTPh 310POBBIMH
T06pPOBOJIBLAME SMTPUIUTA0NH B TeHO(QOBUpPA IU30IPOKCHIA (PyMapar OBICTPO BCACHIBAIOTCH, &
TeHo(QoOBHpa Au3onpokcwia (Qymapar IpeBpamaercs B TeHodoBup. MakcuMmanbHBIE
KOHIIEHTpAI[MA SMTPHIUTabuHa ¥ TeHO(OBHpa HAOIIONAIOTCS B CHIBOPOTKE B fuarasoHe oT 0,5
1o 3 9 mocne npmema HaTomak. IIpueM TeHO(OBHpatdIMTpUIMTAOHHA ¢ NHUIIEH IPUBOAMI K
3afIepyKKe JOCTHIKEHUS MaKCHMAaIbHBIX KOHIEHTpanui TeHo(hOBHpa NPHOIHM3UTENHHO HAa TPH
qeTBepTH yaca u ypenuueHuro 3HaueHu AUC 1 Cmax TeHOOBHpa IpHOIM3KTENRHO Ha 35 % 1
15 %, COOTBETCTBEHHO, IIpY IIpUEMe C IHIIEH ¢ BBICOKAM HJIM HU3KHM COAEPKAHUEM JKHPOB II0
CpaBHEHMIO C aneMGM HaTomax. {7 ONTHMHU3AIMI BCACKIBAHMS TEHODOBUPA IPEATIOUTHTETHHO
npunMats npenapar TEHOO®OBUP + OMTPUIIMTABMH BM BMmecTe ¢ numei.
Pacnpedenenue

ITocie BHYTPUBEHHOrO BBEACHUS O0BEM pacIpeleneHUus SMTpUIuTabuHa # TeHOGOBHpA
cocTasisul okoio 1,4 n/kr u 800 mi/kr, cootBeTcTBeHHO. [locie mpreMa BHYTph SMTpUIATaOHHA
Wi TeHodoBUpa [OW3OMPOKCHIA (pymMaparta, OSMTPHIUTAOHH M TEHOQOBHpP CBOOOIHO
PacTpeeNsaioTes B Opranu3Me. In vitro CBI3pIBaHUE SMTPHIHUTAOHNHA ¢ OEIKaMHM IIa3Mbl KPOBU
YeJIoBeKa COCTABILLIO <4 % U He 3aBHCENO0 OT KOHIEHTpaIuu B quana3zone ot 0,02 1o 200 Mxr/min.
Invitro cBa3pBanve TeHopoBHpa ¢ OenkaMy IIa3MBl MM CBHIBOPOTKH KpPOBH COCTaBIIANO,
cOOTBEeTCTBEHHO, Meree 0,7 1 7,2 % IpH KOHIEHTpa|u TeHodoBupa B muanasone ot 0,01 mo
25 MKT/MIL

Memabonusm _

anHple 0 MeTabomM3Me OSMTPHLMTA0MHA OrpaHHYEHBL FI3BECTHO, 4YTO SMTPHIMTaOHMH
IIO/BEPracTCcs OKHCIEHHIO B THONOBOH dYacTH C o0OpasoBaHmeM 3'-CyTbQOKCHIHBIX
IHacTepeon30MepoB (0KOJIO 9 % JI035I) M KOHBIOTATOB € IMIOKYPOHOBOM KHCIOTOH B (opme
2'-O-rmokyporuna (oxono 4 % mos3br). B mccnenoBaHusaX in vifro YCTaHOBICHO, YTO HM
TeHO(OBHpa IU30NpOKCHIa (QyMapar, HE TeHOGOBHpP HE ABJIAIOTCA CybcTpaTaMu (epMEeHTOB
CHCTEMBI IUTOXpOMa. B CBOIO odepenb, HH SMTPHIHMTAOHH, HH TeHO(YOBHD HE HHIHOUPYIOT
in vitro MeTaboNH3M JeKapCTBEHHBIX CPEICTB, NPOMUCXOASIIIHHM C yJacTMEM OCHOBHBIX
msodpepmerTo CYP. DwmrpunuraGue He HHTHOMpPOBAT ypHAMH-S'-IH(OCHOTIIOKYPOHHIII

tpancdepasy (YD), bepMeHT, OTBEYAIONHH 32 B3aMMOCBS3b C [IIIOKYPOHOBOH KHCIOTOH.
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

9MTpI/II_II/ITa6I/I‘H B OCHOBHOM BBIBOJHTCS IIOYKaMH, IPHHATas J03a OOHApYXHUBAeTCI B MOYE
(oxoi0 86 %) u xane (okomno 14 %). 13 % npunATOR 03B SMTpHLHTAOMHA OOHAPYKUBACTCS B
MO4e B BHAE Tpex MerabomuToB. OOmas CKOPOCTh BBIBENCHHs OSMTPULMTAOMHA COCTABILIET
307 mu/muH. [locie mpremMa BHyTpb IEPUOJ IOJyBBIBEASHUS SMTPUIIUTA0MHA COCTABIISIET OKOJIO
10 4.

Teno¢hoBHp TITaBHBIM 00pa30M BEIBOAUTCS IIOUKAMH, KaK IIyTeM (I)I/IJ'I/praIII/II/I, TaK ¥ C IOMOIIIBIO
CHCTEMBI aKTHBHOI'O KaHalbIleBoro TpaHcmoprta. IIpumepHo 70-80 % oT BBemeHHOM O3B
SKCKPETHPYeTCS B HEM3MEHEHHOM BHAE C MOYOM IIOCTE BHYTPHBEHHOTO IPHMEHEHHS.
Ha6mionaembrii kiupeHc TeHO(OBHpa COCTAaBILLI, B cpeaHeM, okono 307 mn/muH. IToueunsrit
KIMPEHC COCTAaBIsI TpuMepHO 210 MJI/MHH, dYTO MPEBBINAET CKOPOCTh KIyOOYKOBOH -
¢GunpTpanEH. JTO yKasplBaeT Ha TO, YTO aKTHBHAs KaHAIBIEBAs CEKPEIMs SBIETCS Ba)KHOM
YacTBIO TIpolecca BbIBeleHMs TeHogoBupa. Ilocne mepopadbHOrO IpueMa IEPHOL
TOJTyBEIBEZIEHHS TEHO(OBUPA COCTABIsIET MPpUOIM3UTENHHO 12-18 4.

DapmaKoKuHemuKa y 0cobbix 2pynh HAUUEHmMos
Toorcunvie nayuenmut

DdapMaKOKHHETHKY SMTPHIHTa0HHA WK TeHOGOBHPA Y OXKHMIIBIX MAIHEHTOB (B Bo3pacTe 65 jeT
¥ CTapille) He M3yJalm.

Ilon

dapMaKOKUHETHKa SMTpHIUTaOMHA M TeHOo(GoBUpa (IPUMEHSIEMOro B (opMme TeHOdoBHpa
IM30IPOKCHIIa (hyMapara) y TTallieHTOB My KCKOTO M JKEHCKOI'O [10JIa CXOHa.

Paca

He oOHapyXeHO KIMHHYECKH 3HAUMMBIX pa3nuuuii (hapMakOKMHETHKM 3SMTpHUIHMTabHHA Y
MpeCTaBUTENeH C pasHbIM 3THqucxpr npoucxoxaesneM. OcoberHOCTH (PapMaKOKHHETHKH
tenodoBupa (IpuMenseMoro B popme TeHODOBHpa TU30IPOKCHIa Pymapara) y IpeACTaBUTENECH
Pa3HBIX STHAYECKUAX IPYIIl HE H3y4alHCh.

Hemu

@apMakoKHHeTHKa TeHo(poBupatoMTpumrabuna y gereid (a0 18 JET) HEe U3ydajack.
DapMakOKMHETHKY  TeHO)OBMpa B DAaBHOBECHOM  COCTOSHHM — MCCICNOBAM Y
8 BHq—nﬁ@HquOBMHLm noApocTKoB (B Bo3pacte oT 12 no 18 sieT) c Maccol Tena >35Kr u 'y
23 BUY-urbUIApOBAHHEIX JETeH B Bo3pacTe 0T 2 70 12 jeT. DKCIo3HIKs TEHODOBMpPA Y NETeH, .
TIOJIy4aBIAX CyTOUHEIE O3Bl TEHOMOBHPa AU30MpPOKCHa 245 Mr (B dpopme dymapara) BHYTPb
Wm 6,5 MI/KT Macchl Tena TeHohoBrpa au3onpokcuia (B opme pymapara) 10 MaKCHManbHOM
JI03BI, cocTaBisBIet 245 Mr, 6bUIa CXOMHOM C TAKOBO! Y B3POCIEIX, HONYYaBIIKMX 1 pas B [ieHb

035l TeHodoBHpa mgmsompokcmia 245wMr (B ¢dopme dymapara). MccnenoBanus
5
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

(papmaxoKHHETHKHE TeHOQOBHpa qu30IpoKcHiIalhymapara y neTei 10 2 NeT He TpOBOIUINCE. B
IEJIOM, @apmaxomﬁemqecme napaMeTphl SMTPUIHUTA0MHA Y HOBOPOXKICHHBIX H JETed B
BO3pacTe OT 4 MecsueB 0 18 eT cx0Xu ¢ TeMHU, 9YTO HaOIIOAAIOTCS Y B3POCIIBIX.

Oxwmpaercs, u9ro (apMaKOKMHETHYECKHE IapaMeTphl 3MTpnﬁnTa6nHa H TeHodoBHpa
(mpumensiemoro B ¢opMme TeHodoBHpa au3onpokcuiaa ¢ymapara) y BUY-uaumpoBaHHBIX
nerefi OyZyT CXOXHMMH C TEMH, YTO HaOMIOAAIOTCS y B3POCHBIX B CBS3U C AHAJOTHYHBIM
BO3/ICHCTBHEM SMTPHIHTA0HHA B TeHODOBUPA.

Hapywenue gynxyuu novex

Cy1mecTBYIOT HEMHOI'OUHCIICHHBIE JaHHEIE 110 (papMaKOKHHETHKE SMTpUIUTaONHA U TeHO(poBHpa
y TalUeHTOB ¢ HapylleHHeM (QYHKIHH IOYeK II0CIe OJHOBPEMEHHOIO IIpHeMa OTICIBHBIX
IIperapaToB WM B cocTaBe TeHodoBUupat+sMTpunuTabuHa. OapMakOKUHETHUECKHE TTapaMeTphl
ONlpeIeISUIA IIPH OJHOKPAaTHOM anéMe 200 mr amrpurmrabmaa wm 300 Mr TeHodoBupa
IU30IpoKCcHiIa (pyMapara JOOpOBOJIBIAMY C HAPYIUCHUSIMH QYHKIMH ITOYEK Pa3jIMyHOM CTEIEHH
TSDKECTH IIpu oTcyTcTBUM MHGuuupoBanus BUY. Crenens TspxecTrt HapyImeHUs QYHKIUU TOYEK
ompenelsu Mo Benwmuuue Kmpenca kpeaTnHuHa (KK) (bysxmus mouex He HapylieHa, ecid
KK >80 mi/muH, JIETKOE HapyIIeHue - ecid KK cocrapnser
50-79 m/muB, Hapymenuwe cpenHed cremeEm — npu KK 30-49 mu/Mur m  TsDKenoe
Hapymenue — mpu KK 10-29 mi/mun). ‘
Cpennne 3aa9enus (Yo CV) 5KCIIO3UIMK SMTPUIIUTA0MHA TOBBIIAIOTCS OT 12 MKrxu/mi (25 %) y
JIOOpOBOJIBIIEB IIPH OTCYTCTBUM HapymieHH# ¢(yHkumu mouek u g0 20 mxrxw/mi (6 %),
25 mxrxu/min (23 %) u 34 Mxrxa/mi (6 %) y OOpOBONBIEB C JIETKUMH, CPEOHEH CTEICHH H
TSDKEIBIME HapyIEHISIME (YHKIMH II09eK, COOTBETCTBEHHO.

Cpengne 3nauenus (% CV) sxcnosunuu TeHoQoBHpa NOBBIIAOTCS 0T 2185 Hrxw/mi (12 %) y
JIOOPOBOIBIEB C HOpMATBbHOM QyrKumeH moyek no 3064 arxu/miu (30 %), 6009 arxw/mi (42 %)
u 15985 mrxu/mn (45 %) y nOOpOBOJNBIEB C JIETKAMH, CPEOHEH CTENEHH M TSOKEIBIMH
HapynieHHﬂMH (GYHKIH I0YEK, COOTBETCTBEHHO.

[Npeamonaraercs, 9TO0 yBEIHUECHHE HHTEpBaIA MEXIY IPUEMOM 2103
teHodoBupat+amrpunurabuna y BUY-1-nHGHAIIPOBaHHEIX AIIMEHTOB ¢ HapyIIeHHeM QyHKIMH
IOYeK CpEIHEeH CTEleHHd BBI30BET IIOBHINICHHE IHKOBBIX KOHIEHTpAlMi B IUIa3Me€ KPOBH M
camxkeHne ypoBHEH Cuin, €CIIM CPaBHUBATH C MAIMEHTAMH C HopmanLHoﬁ GyHKIHEH IOYeK.

V DamueHTOB ¢ TEPMUHAIBHON IOYEYHOH HEJOCTATOYHOCTHIO, HE MHQUIMpoBaHHBIX BUY,
MEXIy IpoIerypaMu reMOIMAIM3a KOHUEHTPAIMS SMTDHIMTAOHHA B KDPOBH IIOCTEIIEHHO
HOBEIIAETCs B nepuon Gonee 729 mo 53 mxrxu/mi (19 %), a xoHIeHTpauusa TeHo(oBUpa B

nepuox 6onee 48 4 moBsnmaercs 1o 42857 Hrxu/mi (29 %).



s 5 T

o1 02.02. 2024 Kz 1892

i LY '._"'hl..l-l.";'_
W |q—

B X0 0 ALLME 1265984
Bruto mposeneno neGonbioe KM mo onenke Ge30macHOCTH, NPOTHBOBAPYCHON aKTHBHOCTA M|

(apMaKOKHHETHKH TeHOQOB¥pa TH30IPOKCHIa pyMapaTa B KOMOUHAIIUY C SMTPHUIATAOMHOM Y
BUY-urdunmpoBaHHEIX TaIIHEHTOB ¢ HapyIIeHNeM QyHKIUHE Do4ek. B moarpynne nanueHTos ¢
ucxomasivu KK 50-60 mur/MuH mpueM mpenapara 1 pas B CyTKM IPUBOJHI K 2-4 pa3oBOMY
HOBBIIICHHIO 3KCHO3HIIMH TEHOQOBHPA H YXYAIICHUIO (DYHKIIHH IIOYEK.

HccnenoBanus (apMakOKMHETHKH SMTpUIMTaOMHA M TeHO(QOBHpa (IpHUMEHsSeMOoro B ¢opme
TeHo(oBHpa JU30IpOKCHIa pymMapaTa) y AeTel ¢ HapymeHueM (QyHKIUM IT0YeK He IPOBOIUIIHCE.
OTCYTCTBYIOT AaHHBIC, HA OCHOBaHMH KOTOPHIX MOXHO COCTaBHTh PEKOMEHIAIMH, KacaAIOMUecs
no3upoBaHus (cM. pazzgensl «Crocob mpuMeHEeHH U J03b1» B «Oco0BIe yKa3aHUI»).

Hapywenue ¢yynxyuu neveru

- PapMaKoKHHETHKA TeHO(GOBUpa-+IMTpHIUTaONHA Y TAIMEHTOB C HApyIICHUEM (QyHKIUH EYCHH

HE M3y4aack.

DapmaKkOKHHETHKa IMTPHIMTaOUHA y NAlMEeHTOB, He WHQUUEpoBaHHEIX BI'B, ¢ pasHbmMH
CTeNeHsAMH HapylleHMs (QYHKIMH [e9eHH He HCClenoBanach. B memoM, dapmakokuHeTHKa
sMTpHIuTabrHa ¥ amuesToB, nHGunupoBanssx BI'B, 6puta ananoruyra GapMakOKUHETHKE Y

310poBEIX U BAU-HHPHIMPOBAHHEIX IAIUEHTOB.

‘PasoBas moza 300 Mr TemodoBupa Au30IpoKcHIa (QymapaTa NpHHHMAalach HAUEHTaMH, He

uadunppoanEbiMy  BUY, ¢ HapymeHHeM OQYHKOHHA IE€4EHH pPa3IMYHOM CTEHEHH IO
wiaccuuxanmn Yaitna-IIero. ¥V namueHToB ¢ HapylleHHeM (QyHKUMH IEYEHM CYINECTBEHHBIX
H3MeHEHMH mapaMeTpoB (apMaKOKHHETHKH TEHO(OBUpa HE OTMEYalloCh, 4TO npennonaraeT
orcyTeTBHe HeobxomumocTd B koppekumu no3bl. Cpennue (%o CV) 3Ha9eHHs Cmax B AUC)w
TeHo(posupa cocraBisuim 223 (34,8 %) mr/mi u 2050 (50,8 %) Brx4/MiI, COOTBETCTBEHHO, Y JIMIL
6e3 mapyuneHus ¢yukmum nedeHu, 289 (46,0 %) vr/mn m 2310 (43,5 %) Hrxw/Min y JmEn C |
HapymenueM byHKImn nedeHn cpequeit crenens u 305 (24,8 %) ur/vu u 2740 (44,0 %) Hrxw/mn
y JIMII ¢ TSDKETIBIM HapyIueHueM (QyHKIMH EYECHH.

INIOKA3AHUWS K IPUMEHEHHMIO

Jlevenue BUY-1 unghexyuu

Jleuenne BHMY-1 wuHdeKkmr y B3pOCHBIX B KOMIUIEKCHOM TEpalmWd C JpYTUMH
AHTHPETPOBUPYCHBIMH IIpENIapaTaMH.

Jleuenne BUU-1 uubeKnun y moJpOCTKOB ¢ 12 JIeT, UMEIOIIUX PE3UCTEHTHOCTD K ﬁyKJIeOSI/II[HBIM
HHTHOHTOpaM 0OpaTHOM TPaHCKPHIITA3Hl, KM KOTOPHIM HE MIOAXOJAT CXEMbI JICYEHHS Ha OCHOBE
areHTOB I1EPBOM JIMHUY BCIEACTBUE TOKCHYHOCTH.

JHoxonmaxmuas npogunaxmuxa (IKII)

B coueranun co crnocobamu 6ezomacHoro cexca st JKII ¢ mensro CHIKEHHs pUCKa Iepeladd

ronoBeM IryTeM BUU-1 ua(EKIUY y B3pOCIBIX IIPH TOBBIIIEHHOM PHCKE.

COOTBETCTBYET 2KCNEPTHOMY OTYETY




O

COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 02.02.2024 N= 1832

F

IMPOTHUBOIIOKA3AHUA ([Bxogawwmit M3 N24.265384

IMoBBIIEHHAs YYBCTBHTEILHOCTh K JSHCTBYIOIIMM BEIIECTBaM HIH JIOO0MY APYyroMy
KOMITOHEHTY IIperiapara.

Jetckuit Bo3pacT mo 12 ner (3¢ddekTHBHOCTH B 0€30I1aCHOCTh HE YCTAHOBIJICHA) (IUIs
noxaszanus «Jleuenre BUU-1 nadexmmuy).

Hetckuii Bospact 10 18 ner (uis nmokasanus «JloxkonTakTHas npodunaktrka (JKID»).
IManueHTHI JETCKOro Bo3pacTta 1o 18 jer ¢ HapymeHueM GyHKIUY OYeK.

[Toueunass HemoctaroyHocTh Tspkenoi cremeny (KK <30 mi/MuH) WM XpoHHYECKas
JoYyeudHas  HEHOCTAaTOYHOCTh, KOTZa HEOOXOAMMO  IPOBEIEHHME  IEeMOAMAIN3a
(6e30macHOCTh He YCTaHOBIICHA y JaHHOH nonynﬂuﬁn MAIKUECHTOB).

Ilepuon rpy1HOTO BCKapMIIUBaHHS. ,

ONHOBpPEMEHHBI IpHeM ¢ IPYTHMH IIpenapaTaMH, COIEpP)KAIMMH 3MTPHIUTaOHH,
TeHO(QOBUp WM ApyTHe IUTHIWHOBBIC AHAJOTH, TaKHe KaK JIAMHMBYIMH (CM. pa3felsl
«B3aumogeicTBre C IPyTHMH JIEKAPCTBEHHBIMHA cpénchaMH» u «OcoOble yKazaHUsI»).
OnHOBpeMeHHBIH TpueM ¢ amedoBupoM (cM. pazfensl «B3aumoleHCcTBHE ¢ IOPyTHMMHU
JIEKapCTBEHHBIMU CPEACTBAaMM» M « OcoOBIE YKa3aHHSY).

V  mammedroB ¢ AeQUUIHATOM  JIaKTa3bl,  HENEPEHOCHMOCTBIO  JIAKTO3EL,
TIIFOK030-TalIAKTO3HOM ManbabcopOImeit.

[lpuMeHeHre It MOKOHTAaKTHOH IPOGUIAKTHKH y JIMIl € HEM3BECTHBIM WM

nonoxutebHeiM BUU-1 crarycoMm, MaumeHTaM ¢ HapylmieHneM (GYHKIOHM II04eK

(KK <60 mi/mMuR).

i

C OCTOPOXHOCTBIO

y IAIHEHTOB C CaXapHbIM AHa0eToM;

y IOXKIIBIX AIKHEHTOB (B BO3pacTe cTapiue 65 NeT);

y HaIMeHToB ¢ HapylwenneM GyHKuy nodek (cM. paszen «Ocobble yKasaHus);

y DAIMEHTOB, OJHOBPEMEHHO IPHHHMAIOIMX JApYTHe IEKapCTBEHHBIC NpenapaTsl:
obnamaromye HeGPOTOKCHUECKHM JeHcTBHEM (aMMHOTIIMKO3UIIBL, aM(bOTepI/IHI/IH‘B,
dockapHeT, TaHIMKIOBHD, NEHTAMHIWH, BaHKOMHIMH, WHTEPIEHKHH-2, UUHOGOBHUD);
HECTEpOHTHEIE NPOTHBOBOCHAIMTENBHEIEC IPENaparsl; HHIHOMTOpH! mpoteassl BMY,
YCHIIEHHBIE PUTOHABHPOM HITH KOOUIECTATOM (CM. pasjiensl «B3auMoeliCTBHE ¢ APYTHMH
JNIEKapCTBEHHBIMHE cpefcTBaMu» B «OcoOBIe yKa3aHusty); |

y NMAIMEHTOB C yKa3aHWeM Ha 3a00NeBaHMs NEYCHH B aHAMHE3€, BKIIOYAd IEIATHTBI
(eM. pazmen «OcobOble yKa3aHH»);

COBMECTHBIM IpHeM TeHoQOBHpa M [MIAHO3WHA HE PEKOMEHIOBaH (cM. pa3zeinsl

«B3auMoIeicTBEE C APYTHMH JEKapCTBEHHBIME CPeACTBaME» B «Ocobble yKasaHuUs»);
8
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- TPOTHBOBMPYCHBIE IIPEMApathl IS JIey
«B3auMoieiicTBHE ¢ APYTUMH JIEKAPCTBEHHBIMH CPEJICTBAMIE);
- manueHTaM ¢ HapymerueM ¢yrkuun nodek (KK <60 mn/mun) (Juis nokasanus «JIeueHue
BHY-1 urdexuun»);

- MaMeHTaM ¢ OCTEOII0PO30M, HMEIOIINM BBICOKUH PHUCK IEPEIOMOB.
NPUMEHEHME IIPM BEPEMEHHOCTA M B HEPHOJI TIPYJAHOI'O
BCKAPMJIMBAHUA
bepemennocmyo
OOmupHEIE NaHHBE, IOJY4YEHHBIE Ha BBIOOpKe cpenHero obvema y OepeMeHHBIX (6oree
1000 ucxomoB 6epeMEHHOCTH), YKa3bIBAIOT HA OTCYTCTBHE IIOPOKOB PA3BUTHS MM TOKCHIECKOTO
BO3/IEHCTBHS Ha IIOJ)/HOBOPOKIECHHOT0, KOTOPhIE OBLIH OBI CBS3aHBI C IPUEMOM SMTpPHIIATAOHHA
Wi TeHodosupa. I/IccneJIOBaHnﬁ Ha JXUBOTHBIX HE YKa3blBall Ha TOKCHYECKOE BO3JEHCTBHE
OMTpUIMTaOMHA ¥ TEHO(QOBHpa Ha PENPOAYKTHBHYIO OQyHKumio. Taxum o6pa30M‘, pu
HEOOXOAMMOCTH, MOXET OBITh PacCMOTpPeHa BO3MOXKHOCTh IpPHMEHEHHs IIpenapara
TEHO®OBHUP + SMTPULIUTABVH BM Bo Bpems 6epeMeHHOCTH.
Ilepuoo epyonozo éckapmnuearnus
HccrnenoBanus mMoKa3aiy, YTO SMTPUIUTAOWH M TEHOGOBUP BBIICIIOTCS B IPYyAHOE MOJIOKO.
JlaHHbIe O BIMSHHAHM SMTpUIMTAOMHA U TEHO(POBHpA Ha HOBOPOXKICHHBIX/NETEH HEJOCTATOYHEL.
Iosromy He cenyert npumersTh npenapar TEHOOOBUP + SOMTPULIMTABYIH BM B nepuon
KOPMIICHHS TPYIBIO.
B nenomMm, xemmmuaMm, uHQuuupoBanHbIM BHY, He pexomMeHmyeTcs KOPMUTH IPYyABIO BO
u3bexanue nepepaun BUY peGenky. |
DepmunoHocms
He mMeercss NauHEIX O BIMSHMH TeHO(OBHpa+oMTpHIUTaOWHA Ha (EepTHIIBHOCTH Yy JIOAEH.
VccnenoBanus y JKHBOTHBIX HE YKa3bIBAIOT Ha BPEIHOE BO3ZCHCTBHE 3MTpHIMTaOHMHA HIIH
TeHO(OBUpPA Ha (HEPTIIIBHOCTS.
CIIOCOB ITPUMEHEHMS 1 10351
BHYTpb, HpEANOYTHTENHHO ¢ eoi. TabneTky HeoOXOMMMO IPOINAThIBATE IENMKOM, 3aIiBas
Bozo#. TabJeTKy Helb3s pa3)KeBBIBATh UIIH Pa3jiaMbIBaTh.
Ta6nerky npenapara TEHOPOBHP + SMTPULIUTABUH BM MO3KHO IPHEATH Cpasy TOCTe ee
pacTBOpeHus nprbmm3uTensHo B 100 MII BOJbI, aleNbCHHOBOTO HIIM BHHOTPATHOTO COKA.
Hasnauenue npenapara TEHO®OBUP + OMTPUIIUTABYH BM 1omkeH HHUIIAEPOBAT Bpady,

KOTOpBIM MeeT onsIT B JedeHnd BY-uadexyn.




COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 02.02.2024 N= 1832

- A

- (Bxopawmi M3 N24265984
o301 ' - : -

Jleuenue BUY y é3pocnvix u noopocmkog 6 éospacme 12 nem u cmapuie u maccoti mena ne menee
35 ke: 1 TabneTka B CyTKH.

‘Hpodm..fzaxmuica BUYy 63p0c11bzx: 1 Tabnerka B CyTKH.

B cityyae He0OXOUMOCTH KOPPEKIIMH TO36I MM IIPEKPAIIEHHS IIPHEMa OJHOTO M3 KOMIIOHEHTOB
npenapara TEHO®OBHP + DMTPULIUTABAH BM, nauuenTa cieyeT NepeBecTH Ha IpHeM
OTHENBHBIX IIPENapaToB SMTPUUMTAOMHA W teHodoBupa. Iloxanyiicra, obparurech K
HHCTPYKIUH [0 MEIUIMHECKOMY IPAMEHEHHIO YKa3aHHBIX IIPeNapaToB.

Ecnu mpueM 10351 OBUT IPONYINEH, M IPOILIO MeHee 12 4 0T 00BIMHOr0 BpeMEHM IIpHeMa J03k,
TO ., TAaIUeHTy clenyeT KaK MOXHO cKopee IPUHATH npenapar
TEHO®OBUP + DMTPULIUTABMH BM u BepHyThCSI K OOBIYHOMY pEXHMY IIpHEMA
Iperapara. Ecmu B cIy4ae  TpONYHNEHHOrO  UpHeMa  J03bl  Ipenapara
TEHO®OBUP + OMTPUILIUTABVH BM npomuto Gonee 12 9 oT 00BIMHOr0 BpeMEHU IIpHeMa
Ipenapara, TO NAUEHTY He cnez:yef IPHHAMATE IIPOITYIIEHHYIO 103y, HO HEOOXOAUMO BEPHYThCA
K OOBIMHOMY pEXMMY pHEMa IIperapara.

Eciu B Teuenme 14 mocie mpuema npenmapara TEHO®OBUP + OMTPULIUTABMH BM
BO3HMKJIA PBOTA, CJIEAYeT IPUHATH ele 1 TabIeTKy. Eénn PBOTa BO3HHKJIA Gosee yeM uepes 1 4
mocie mnpuema mpemapara TEHO®OBUP + ODMTPULIUTABUH BM, 10 eme 1 TtaGmerky
IpPUHUMATH HE CIEIyeT. '

Ocobble 2pynnvl NAUHEHMOEB

Iayuenmul nodicunozo eo3paéma

Koppekuus 0351 He TpeGyeTcs (CM. paszen «<DapMa1<0imHaM1/IKa»).

Hapywenue gynxyuu nouex

OMTpuuTabus U TeHO(I)OBI/{p BEIBOJATCS M3 OPraHu3Ma ¢ MOYOMH, T03TOMY Y JIMII C HAPYIIEHUEM
byHKUIHH moueK OTMeuaetcs Gonee IUIATEHHBIA IIEPHON BBIBCJCHUSA SMTpHIUTA0HHA U
tenodosupa (cM. pasnens! «PapMakokuHETHKaA» H «OcoOBIe yKa3aHus»).

Bspocnvie ¢ napywenuem Qynkyuu nouex

IIpemapar TEHO®OBUP + SMTPUIIUTABVH BM crenyer TPUMEHATh Y OTAENBHBIX JIHL C
KK <80 My/MuH, ecId TOTEHIMAlbHAs [0Ib3a JICYCHHS CUMTAETCH  IIPEBBHIIAIOIICH

}
HOTEHIHAIBHELA pICK, cM. Tabmumy 1.
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(Bxogawpi M3 Nz42 E-En'ill-,‘? 45' 1

PexoMenaanun 0OTHOCHTEILHO AO3HPOBOK AJA OTACJIBHBIX JIHII C MOoYeTHOMH

HEA0CTATOYHOCTBIO

Jleuenue BUY-1 nndexunu

JoKoHTaKTHas npodHIaKTHKA

Hapymienns  QyHKImu
TI09eK JIETKOH CTeIeHH

(KK 50-80 mn/mMun)

OrpaHuueHHblE [aHHbIE, IIOJYYEHHBIE B
pesynbTaTe KU, cBUOETENBCTBYIOT B IOB3Y
COXpaHeHus pexuma JO3UpOBaHUs
TeHo(oBHpatoMTpuiMTabuHa 1pas B
cyTkd (cM. paznen «Ocobble yka3aHUs»)

OrpaHydeHHbIE [aHHBIE, TONYy4YEHHBIE B
pe3ynsrate KU, CBHAETENBCTBYIOT B [I0JIB3Y
COXpaHEHHs pexuma IO3UPOBAHUS
TeHoQoBUpataMTpuIMTabuHa 1 pas B
CYTKH HEeHMH(UIMPOBAaHHBIMU NallMeHTaMH
¢ KK 60-80 mu/mun. Ilpuem mnpenapata
TEHO®OBHP + SMTPULIUTABUH BM
HE  PEKOMEHIOBaH  NalMeHTaM ¢

036 3MTpHULMTabMHA H TeHohoBHpa Yy
nOOpOBOJIBIIEB, HE WMEIOIMX HH(EKIMH
BUY, c pa3HOi CTENEHBIO HapyMICHHA
dynxumn moyex (cm. pasgen «OcoGble
YKa3aHUs»)

KK <60 mu/MuH, HEeNH(UIMPOBaHHBIM
BHY-1, B CBA3M C OTCYTCTBHEM H@HHbIX Yy
MaHHOM  momymsauuu  (cM.  pasgensl
.| «PapMakOKHHETHKA» U «Oco0bpie
) YKa3aHUI»)
Hapymenua d¢ynxnuu | Ipuem TeHo(oBupa+aMTprIMTabuHa | IIpuem npenapata
Mo4eK cpenueii | kaxmsle 484 pexkomenmyercs  mo | TEHO®OBHP + SOMTPUUIMUTABYH BM
CTeITIeHH pesyJbTaTaM MOJENMpPOBaHusA | He peKOMEHIOBaH IS AaHHOM IOy NsALMK
(KK 30-49 m/mun) (apMaKOKMHETHUECKMX JAHHBIX pa30BOH

Hapymenus ¢yBxuun
TI0YeK TKENON
CTETIeHH

(KK <30 mi/MuH) H
TIALMEHTHI,
HAXOIAIIHECS Ha
reMoJuause

IIpenapar

TEHO®OBHP + SMTPUIUMTAEHMH BM
He  PEeKOMEHIOBaH, TaKk Kak €
KOMOWHHMPOBaHHOH | TaONeTKOH  Henb3st
JIOCTHHb HEOOGXOAUMOTO YMEHBIIEHHS JIO3EI

ITpuem npernapara -
TEHO®OBHUP + SMTPULIUTABHH BM
He PeKOMEH/I0BAH UL NaHHOH MOy ALY

Jlemu ¢ napyuienuem QyHKyuy nouex

[IpumeHeHre IIpenapaTa He PeKOMEHIyeTCs Y JIMI B BO3PacTe 10 18 ner ¢ HapyiueHueM QyHKIIMA

nogek (cM. paszen «Ocobble yKa3aHHa»).

Hapywenue gynxyuu nevenu

Koppexmus 035l y TAIHEHTOB ¢ HapylleHHeM (YHKIMH NECYeHH He TpeOyercs (CM. pas3lensl

«DapmakokuHeTHKay i «OCcoObIE yKa3aHUs»).

Jlemu

DddexTuBHOCTD H 6€30IaCHOCTS NIPAMEHEHU TeHO(OBUPA+3MTPUIIMTAONHA Y AeTei 1o 12 et
i

|
II0Ka He YCTaHOBJIEHA (CM. pasien «DapMaKOKUHETHKA).
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IOBOYHOE AENCTBHE (Bxomswit M3 N=4265384)

COOTBETCTBYET 2KCNEPTHOMY OTYETY

Kpamxkue dannvie o npogpune 6esonacnocmu
BUY-1 unghexyua
Cpenu mOGOYHBIX peaKiuii, BOSMOXHO CBS3aHHBIX C SMTPUIUTAOMHOM H/HIIM TEHOQOBHPOM, B
oTKpsITOM pangomusupoBanHoM KU B3pocibix wame Bcero coobmanocs o TomHore (12 %) u
muapee (7 %). [Ipopunb Ge30macHOCTH SMTPULMTaONHA U TeHO(OBHpPA B 3TOM HCCIECAOBAHHU
COOTBETCTBOBAJ IPEABIIYINEMY OIBITY HCIIOIb30BaHHS 3TUX MPENapaToB, KOra KaX/Ibli U3 HUX
MPUMEHSUICS C APYTHMH aHTHPETPOBUPYCHBIMH IIpENapaTaMu.
Hoxonmaxmnas npogpunaxmuxa (JKII)
B xo7ie IByX paHIOMH3MPOBAaHHBIX IUIAe60-KOHTPOIUPYEMBIX HCCle0BaHuH ¢ ydacTueM 2830
HenHpuuupoBaHHbX BMY-1 B3poCIBIX JHI, KOTOpHIE NOTyYald TEHO(POBUP/3MTPHLIHMTAOUH
1 pa3 B cytku B kauectBe JIKII, HUKaKMX HOBBIX HEXEATEIbHBIX PEAKIUH B CBA3H C IPHEMOM
TeHO(OBHpa-+3MTpHUIMTAOHHA BBIABIEHO He ObLT0. IlanenToB HAbMOAaIM B CPETHEM B TEYECHHE
71 u 87 Hemens, cooTBeTCTBeHHO. Hambonee dacTol HeXeNaTeNbHOW peakuued B TIpymme
TeHO(OBHpa+3MTpUIMTAONHA OHOTO U3 HCClIeIoBaHMH ObLia ronoHas 601b (1 %).
Jlannsie 0 n0604HbBIX PEAKYUAX 6 6UOE C60OHBIX mabauy,
[To6ounsle peakiuu, Habmonasmuecs B KM u B pyTuHHOM KiMHMYecKo# mpaktuke y BUY-1-
HHUIMPOBAHHBIX MALIMCHTOB, PACCMATPHBACMBIE KaK BO3MOXKHO CBS3AHHBIE C KOMIIOHEHTAMH
TeHo(oBHpa+IMTpUIMTaOUHA, TpuBoATCA HuKke (Tabmuua 2) mo Kiaccam CHCTEM OpraHoB H
gacToTe. B pamKax Kak[0# IpyIIbl IO 4acTOTe MOOOYHBIE PEAKUMH MPHBEIEHBI B MOPAMIKE
YMEHBILICHHs Cepbe3HOCTH. [1060UHbIE peaKiuy M0 YacTOTe ONMPENEeIIOTCA KaK: OYEHb YacTo
(>1/10), gacto (ot >1/100 mo <1/10), Hewacro (ot >1/1000 mo <1/100) u peaxo (ot >1/10000 no
<1/1000).

Tabauna 2

IoGo4YHbIE PeaKIHH, ACCOUUAPOBAHHBIE ¢ IPHEMOM TeHO(OBHPA+IMTPHLMTAOHHA H

OTHOCHIIMECH K OTAeJbHBIM KOMIIOHEHTAM Npenapara, Ha 0CHOBaHHH KU n
MOCTPErHCTPALIHOHHOI'0 AaHAJIH3A

Hapywienus co cmoponbl Kposu U Jumpamuyecko cucmembl

Yacrto Heiitponenus

Heuacto AHnemus’

Hapywienus co CmopoHbl UMMYHHOU CUCIEMbl

Yacto | Anepruteckas peakums |

Hapywenus co cmopoHbl 00MeHa 6eujecms u NUmarus

OyeHb 4acTo T'unodocdaremus’
Yacto I'uneprivkeMus, TUNEPTPUITIMLIEPUASMHUS

Heuacto ['unokaauemus’
Penko JlakToauunos
Hapywenus ncuxuxu

Yacrto |HeoGbrumble cHOBUAECHHS, GeCCOHHMLA |
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ot 02.02.2024 N

Hapywenus co cmoponbt HepeHoii cucmemyl

COOTBETCTBYET 2KCNEPTHOMY OTYETY

QOueHb yacTo T'onosHas 6016 I"onoBokpyxeHue

Yacro I"onoBokpyxeHue I"onoBHas 60k

Hapywenus co cmopoHbl JcenyO00YHO-KUUEYHO20 mPaKma

Ouenb yacto | JInapesi, TOIHOTA Juapes, pBoTa, TOUIHOTA

Yacto O611ee noBbIlIeHHe aKTHBHOCTH aMiiIa3bl, B|Bonu B )KUBOTE, B3AyTHE, METEOPHU3M

TOM 4YHCJIE€ aMWia3bl TOMKETYA0YHON
JKeJe3bl, MOBBIIIEHHEe aKTHBHOCTH JIMMAa3bl,
pBOTa, 60JTH B )KHBOTE, NUCIIETICUS

Heuacto ITaHKpeaTHT

Hapywenus co cmoponsl neyeHu U Jcenyesbl800auux nyme

Yacto IToeeimenue axktuBHOCTH ACT wu/umu AJIT, |IToBblIEHHE AKTUBHOCTH «ITEYEHOYHBIX)
runepOwIupyOrnHeMHs TpaHCaMHHa3

Penko Kuposas auctpodus neyeHu, renaTut

Hapywenus co cmopomnvl KoJ4CU U NOOKONCHLX MKAHel

OyeHp 4acTo KoxkHast chInb

Yacto Besukynobyinesnas, MyCTyJie3Has,

MakyJioTnamyyie3Hasi Chilb, KOXXHas Chbilb,
KOXKHBIH 3y]1, KpalMBHULIA, U3MEHEHHE LIBETA
KOXH (YCHJIGHHE MUrMEHTALHH )

Heuwacto AHTHOHEBPOTHYECKHIA OTeK

Penxo AHTHOHEBPOTHYECKHI OTEK
Hapywienus co cmoponbl CKelemHO-MblULeYHOU U COEOUHUMENbHOU MKAHU

QOyeHpb YacTo TToBEIlIEHHE AKTHBHOCTH 'KPEaTHHKHHA3BI
Heuacrto Pa6nomuonuz!, Mpieynas cnabocTs'
Penxo Ocreomansauus (nposiBasIOIIAsACA
6OJIIMH B KOCTSX M MEpesioOMaMH KOCTeH
B OTAENbHBIX cayyasx)'®, muonarus’

Hapywenus co cmopoHbl noYex U Mouegbl800uux nymeu

Heuacrto [ToBbllIEeHHE KpeaTHHHHA, IPOTEHHYPHS,
npoKcUManbHas TyOynonaTus, BKJIOUas
cuHApoM DaHKOHH

Penxo [ToueyHas HENOCTAaTOYHOCTb (OCTpas M
XpPOHMYECKas), OCTpBIH  TyOynapHbIH
HEKpO3, HePpUT (B TOM 4YMCIE OCTpBIH
MHTEPCTHLHAIbHBIN Heput)®,
He(pOoreHHbIH HecaXxapHbii quadeT

Obwue paccmpoiicmea u HapYUeHUs 8 MeCcme 66e0eHUs.
OuyeHpb YacTo - AcTteHus
Yacro Boinb, acTeHus

| VkasaHHas M0GOYHAA PeaKlys MOXET MOSBHTBCA Kak CIENCTBHE MPOKCHMabHOW TyGynomatnu. B oTcyrcTaue
JAHHOTO COCTOSIHUS CYMATAETCSA, YTO BO3HMKHOBEHHE yKa3aHHOM MOGOUHOM peaKlMy He HOCUT XapaKTep NPHYHHHOM
B3aHUMOCBS3H C IPHUMEHEHHEM TeHO(OBUpa. '

2 [Ipu NpHUMEHEHMH SMTPULHMTaOMHA y JeTel aHemusi HaGMoJanach 4acTo, a W3MEHEHHE LBETA KOXKH (yuacTku
THUMEPIIMTMEHTALMH) 09€Hb YacTo.

3 [oGouHas peakims GbUIa yCTaHOBJIEHA BO BPeMs NOCTPErMCTPALIMOHHOTO HaGJIOICH)S, HO HE PETHCTPUPOBANach B
PaHIOMU3HPOBAaHHBIX, KOHTponupyembiX KU ¢ yuactuem B3pocibix unn KM ¢ nmpuMeHeHreM SMTpHLMTaOUHA C
yuacteM BUU-HHOUIMPOBAHHBIX A€TeH WIX B PAHIOMU3HPOBAHHBIX KOHTPOJIMPYEMBIX KH niu B pacIIMpPEHHOH
TmporpaMMe A0cTyna K TeHo(oBHpY. YacToTa onpe/essiiach METOZIOM CTaTHCTHYECKOrO pacteTa, HCX0As 13 obmiero
YHCNa MALMEHTOB, MOJNYYaBIIMX SMTPULMTA0MH B PaHIOMH3MPOBAHHBIX KOHTponHMpyembix KM (n=1563) unu
TeHO(hOBHP B PaHAOMHU3MPOBAHHBIX KOHTpoupyeMbix KW 1 B pacluMpeHHOH NporpamMme 10CTyna (n=7319).
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Onucanue omoeabHbIX NODOUHBIX PeaKuLii

Hapywenue ¢yynxyuu nouex

ITockonbKy TEHO(QOBHP+IMTPUIMTAOMH MOXET NPHBECTH K HapyWIeHHIO (YHKIMH MOYeK,
peKOMeHlyeTcss KOHTponmupoBaTh mX GyHkmuio (cM.  pasgen  «Ocobple  yKasaHusy).
TpoxcumansHas TyOyonarrs, Kak IpaBHIO, MCYe3ana, MM OTMEYAIoCh YIYYIICHHE IIOCIe
oTMeHHI TeHo(hoBHupa. TeM He MeHee, y HeKoTopbIX BIY-1-nAQUIMPOBaHHBIX NALMEHTOB OTMEHA
Tero(OBHpa IPUBOIMWIA K HETIOJIHOMY BOCCTAHOBIICHMIO CHIDKeHHOTo ypoBHs KK. IlarmeHTs! ¢
PUMCKOM: Pa3BHUTHs NOYEYHON HENOCTATOYHOCTH (HAIpHMep, MAIMEHTH C choﬁHmM PHCKOM
[IOYEUHOH HeIOCTAaTOYHOCTH, comyTcTByromas BHY-unexius, COMyTCTBYIOMIas Tepamus
HE()POTOKCHYHBIMU [IperapaTaMH) HaxoAATCs B TIPyNIE IOBBIIEHHOTO DHCKa HETIOHOTO
BOCCTAHOBJICHUS (PYHKIHH I[T0YEeK, HECMOTpS Ha OTMEHy TeHodopupa (CM. pa3neﬁ «Ocobpbie
yKa3zaHum»).

Jlakmoayuoos

[Ipyn npumeHeHMH TeHO(OBUpa HM3ONPOKCHIA B BHNIE MOHorepannn WK B KoMOuHamuu ¢
APYTHMH aHTHPETPOBUPYCHBIMY IIpenapaTaMy COOOIIAIoch O Clydasx JaKToanua03a. Ilaiuentst
C IPEApacIoarauMy (pakTopaMu, B JaCTHOCTH, JEKOMIECHCHPOBAHHOH 00JIE3HBIO MEYECHH,
I IAUHEHTHI, IOJYyYarollyde COILyTCTBYIOIIME nekapcmeﬂﬂme Tpenaparsl, U3BECTHBIE KaK
MHIYIUPYIOIIHKE JIAKTOAIMAO3, BXOAST B IPYNIy NOBBINEHHOTO DPHCKA PAa3sBUTUSA TKEIIOTO
NaKToaNKI03a Ha oHe NedeHns TeHO(OBUpa AU30NPOKCHIOM, BKIIFOUYAs JICTAIBHEIE HCXO/BL.
Iapamempor memabonusma

B xojie aHTHPETPOBUPYCHOM Tepamuy Macca Tela, YPOBHH JIMIKAOB U TIIIOKO3BI KPOBH MOTYT
yBennthéTr,c;I.

CuHOpom 80CCMAHOBNEH U UMMYHUMEMA

V BUY-gHGUIMpPOBAHHBIX NIAIMEHTOB C TSOKENOH hopMoil HIMMyHOAepHUIUTa HA MOMEHT Hadaja
KOMOMHUPOBAHHO} aHTHPETPOBHPYCHOM Teparvy MOXET BO3HUKHYTh BOCHATUTEIHAS PEaKIHs
Ha aCHMITOMATHYECKUE MM OCTATOYHBIE ONMOPTYHHACTHUECKHe nHpeknun. Taxxe coodbmanoch
00 ayTOMMMYHHBIX HapylIeHMIX (Takux Kak Oone3Hb I'peiiBca u IaYTOI/IMM}’HHLIe TEIaTUTHL),
OHAKO JJAHHBIE O BPEMEHH Hayalla TaKUX SBJICHUH CHIIBHO Pa3HATCS, H 9TH CITy4al MOTJIA HMETh |
MECTO CITyCTs HECKOJILKO MECSIIEB [IOCHIe Hadana edeHns (cM. paszen «Ocobble yKasaHusy).
OcmeoHexpos | '

Coobmanoch O clIyyasx OCTEOHEKpo3a, B HaCTHOCTH Y IAUMEHTOB C OOIIEH3BECTHBIMH
daxkTopamMu  pHCKa, nosnﬁeﬁ cragueii BUUY-wadekuuw WM JIMTEIBHBIM [IPHEMOM .
KOMOUHAPOBAHHOK aHTHPETPOBHPY CHOH Teparuy. JacToTa BOSHUKHOBEHHS yKa3aHHOTO ABIICHAS

HemsBecTHa (cM. paszen «OcoOple yKa3aHuA).
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B jomoNHEHNE K HeXeNaTeIbHBIM PEaKIuaM, O KOTOPBIX COOOINANOCH IIPH JIEYEHUH B3POCIBIX
mamuenToB, aHemus (9,5 %) u u3MeHenne npera koxu (31,8 %) wame mabmomamucs B KU
sMTpHIETabuHa y meteit (B Bo3pacTe oT 4 Mecsues 70 18 meT), 4eM y B3pOCIBIX (CM. paszen
«ITo6ounoe nercTeue, Ta6nﬁque pe3ioMe HeXXeIaTeIbHbIX peaknuii). .
HesxenarenpHble peakiyy, HabIIOJacMble Y IAIMEeHTOB AETCKOro Bo3pacta (or 2 1o <18 mer),
IIOJY4YaBIINX JIeYeHHe TeHO(OBUpPA JU30IPOKCIUIa (yMapaToM, COOTBETCTBOBAIM TEM, KOTOPHIE
pabmonamics mpu KW TenodoBupa nusompoxcmiaa ¢yMapara y B3pOCIBIX (CM. pasmen
«ITobogHOE AeiicTBHEY, TAOIHYHOE pe3tOMe HeXeIaTeNIbHBIX PeaKItii).

B KM BUWY-1-uHHUIMpOBaHHBIX MAIlMEHTOB JEeTCKOro Bo3spacta or2 o <18 ner m BI'B
HHQUIUPOBAHHBIX IOAPOCTKOB B BO3pacTe or 12 mer mo <18 jeT, coobIANOCh O CHIKESHUM
MEHEpaIbHOU mwioTHOCTH Kocted (MITK) y manuenToB, noiyJaBIIuX TEHOGOBUPA AU30IPOKCHUIA
dymapar (cm. pasgen «Ocobble yKazaHusI»).

89 BUU-1-uH}UIMPOBAHHBIX NAUEHTOB METCKOTO BO3pacTa (AmamasoH oT 2 1o 15 yer)
IOJydYamy TeHO(OBHpa AM30MpOKCHiIa dymapar B cpexseM B TeueHue 331 menmemu. 48 (9 %)
MalMEHTOB IPEKPATHIIM JICUCHUE IIPeNapaToM B CBA3M C HEXENATeTIbHBIMHM PEAKIHIMH CO
CTOPOHEI IT0UeK, 5 (5,6 %) umenu 1abopaTopHble IPU3HAKH, COOTBETCTBOBABIIME TyOyonaruy
IIPOKCHMAFHOTO TUNE, 4 M3 KOTOPBIX IIPEKPATHIM TEpalMiO TEHO(POBHpa AU30IPOKCHIA
dbymaparom.

py2ue ocobvle 2DYyRNbL RAUUEHMOE

Jluya ¢ napywenuem GyHKyuu noyex

[TockombKy TEHO(QOBUP MOXET BHI3BIBATH IMOPAXEHHE IOYEK, B3POCIBIM JIMIAM C HapyIeHHEM
yHknum mouex, upuHMMarommM npemapar  TEHO®OBUP + SMTPPILIHTABHH BM,
peKOMeHyeTCsl OCTOSHHBLA KOHTPOJIb (YHKIMHK Iouek (CM. pasnens! «OcoOble yKasaHUA» X
«Croco0 mpuMeHEHHS 1 J035I»).

Ko-ungpexyus BUY/BI'B unu BHY/BI'C

ITpoduns 6e30MaCHOCTH SMTPHIMTaOMHA ¥ TEHO(QOBHpPa y OTPAHWYEHHOTO KONUYECTBA
BUU-urGbAIMPOBAHHBIX NallMEHTOB, KOTOPEIE KO-HHQHUIMPOBAHE] BI'B wm BI'C, 65u1 X0 C
npoduTeM 6€300acHOCTH, KOTOPbIHA HAOMIOANCS y NAIMEHTOB, HHUIMPOBAHHEIX TONBKO BUY.
Tem He MeHee, KaK oxpanoch, mopemienne akTuBHOCTH ACT m AJIT y mauHHOH TIpyNIIBI
TAMEHTOB BCTPEYAITHCH Yalle, YeM B o0mmel nomyJaun BUY-uHQUIIpoBaHHBIX NAIlUEHTOB.
Obocmpenust 2enamuma Nocne NPeKPaujers Ne4eHus

V Man@eHToB ¢ comyTcTBytomeil nadexnuei BI'B orMedanuch KIHHAYECKAS X nabopaTOpHEIE
IpE3HAKH 0G0CTPEHNs TENaTHTa I0Ce IPEKPAIeH s JIeUSH S (CM. Pasaen «Oco0ble yKa3aHUI»).

IIEPEJO3HPOBKA
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B ciydae mepeo3MpPOBKH TpeOyeTCs MEINMIMHCKOE HabIoNeHne ik m,ml:in'énm-'r “TIPU3HAKOB

TOKCHYIHOCTH M, €CIIM HEOOXOMMO, IPAMEHEHHE CTAaHAAPTHOTO IIOJIEPKHBAOIIETO JICUCHUS.
o 30 % no3pl sMTpunurabuua u npubmusurensHo 10 % 10361 TeHOGOBHMpa MOTYT OBITH
BRIBECHBI C IIOMOINBIO TreMOaManu3a. Hew3BeCTHO, BBHIBOIUTCS M OMTPHIHUTAOMH HIIH
TeHO(OBUP MyTEM IEPUTOHEATBHOTO AMAIH3A.

B3AI/IMO)IEI7ICTBI/IE C IPYI'UMMU JJEKAPCTBEHHBIMH CPEACTBAMMU
HccitemoBanust B3aUMOIEUCTBHS ObUIH IIPOBEJEHEI TOJIBKO y’Bspocm,Ix.

Hockonsky B mpenapare TEHO®OBHP + OMTPULIUTABMH BM copepkuTes SMTpULATA0NH
1 TeHO(OBHD, BCe CIIyYal JICKApCTBEHHOIO B3aMMOICHCTBHS, BHIABICHHBIE C STUMH AKTHBHBIMH
BeIECTBaMH, MOTYT BO3HHUKATh TaloKe opu ! IpUMEHEHUH Ipernapara
TEHO®OBUP + DMTPULIUTABHH BM. Ilpuem smTpunntabnaa BMeCTe ¢ TeHO(GOBUPOM HE
BIUT HA (apMaKOKHHETHKY SMTpHUIMTA0MHA M TeHO(QOBHpA B PAaBHOBECHOM COCTOSHHH, B
OTJIMYHE OT IPHeMa KaXkKaoTro Ipenapara B OTAEIBHOCTH. |

Hccnenosanus in vitro, a takxe KU dapMakokuHeTHYECKUX B3aUMOMAEHCTBHH IIOATBEPIUIA
HU3KyI0 BeposaTHOCT CYP450-omocpenoBaHHbIX B3aMMONEHCTBHN MEXIYy SMTPULIMTaOMHOM U
TEHO(POBUPOM € IPYTHMHI JIeI(apCTBeHHBIMﬁ npenapaTamy.

00nospeMeHHOe NPUMEHEHUE He PEKOMEHOO0EAHO

Ipenapar TEHO®OBUP + ODMTPULIUTABMH BM He ciexyeT NpUMEHSITH OJIHOBPEMEHHO C

JPYTUMH NpenapaTramMu, COAepKaliME SMTPHUHUTa0HH, TeHOPOBHpa TU3OIPOKCHI (B Qopme
(ymapara), TenodoBHpa anadeHaMu UK APYTHE HUTHIMHOBBIE AHAIOTH, TAKHE KaK JIAMUBY JIHH
(cM. pasgen «OcoOble YKa3aHUAY).

IIpenapar TEHO®OBWP + DMTPULINTABH BM He cnenyer OpEMEHATS OMHOBPEMEHHO C
anedoBUpa TUITHUBOKCHIIOM. ‘

Juoanosun ’ '

OpmsoBpeMenHoe npuMeneHme npemapata TEHO®OBHP + OMTPULIUTABUH BM  n
IHAHO3KMHA He pekoMeHayeTcs (cM. paszen «Ocobble ykasanusa» 1 Tabmuiy 3).
Jlexapcmeennvle npenapanyl, KOMopbsie 6bl600AMCSL NOUKAMU

TToCKONIBKY SMTPHUIMTAOMH B TeHO(OBUP BEIBOOATCS NPEUMYIIECTBEHHO IMOYKAME, COBMECTHOE
npumenenre mpenapata TEHO®OBUP + OMTPUIIUTABMH BM ¢ jekapcTBEHHBIMH
IpenapaTaMy, CHIDKAIOIMMH IIOYeYHYI0 GYHKIMIO HIM KOHKYPHPYIOLUMMH 32 aKTHBHYIO
KaHAaJIBIEBYIO CeKpeluio (HampuMmep, ¢ IHUA0GOBHPOM), MOXET IOBBICHTH KOHUEHTPAIHIO B
CBIBOPOTKE SMTpHLHUTa0OWHA, TEHO(QOBHpa H/HIIM COBMECTHO Ha3HAa4aeMBIX JIEKapCTBEHHBIX
IpernaparosB. A

HeoGxomumo wu3berats npumenerus npenapara TEHOQOBUP + OMTPULIMTABMH BM ¢

OJHOBPEMCHHBIM WJIN HEAABHUM IIPHMCHCHHCM He(l)pOTOKCI/I‘ICCKI/IX JICKapCTBEHHBIX IIpE€NIapaToB
16
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BaHKOMHMIMHA, A0 OBUpa U HHTeplelkuHa-2) (cM. pasaen «Ocobble yKa3aHUI»).

Jpyaue 83aumodeticmeun

)
B3aHMOJ:|(e1‘/‘ICTBnﬂ MEXIY TeHOGOBHPOM+3MTPUIUTAONHOM MM €T0 OTEIHHBIMA KOMIIOHEHTaMH
M JPYTMMH JICKapCTBEHHBIMH IIperapaTaMu IIpeAcTaBleHbl HIbke B Tabmune 3 (yBenuueHue
0003Ha4YeHO «T», YMEHBIICHHE — «|», OTCYTCTBHE U3MEHEHNH — «<>», 2 pa3a B CyTKH — «b.1.d.» u
1 pa3 B cytku — «q.d.»). Ilpu Hamruuu 90 % noBepurensHOro mHTepBaia (M) oH ykasaH B
CKOOKax.

Tabauna 3

B3anmopaeiicrBre Mexxay TeHO(GOBUPOM+IMTPHIMTAOHHOM HIIH €ro OTAeIbHBIMHA
KOMIIOHEHTAMH U XPYTrHMH JIeKapCTBEHHBIMH NpenapaTaMu

JlexapcTBeHHbIH penapat no | BJusiHMe HAa YPOBHU NpenapaTa PexomeHaanMs OTHOCHTENbHO
TepaneBTHYECKHM CpenHee NPOLEHTHOE H3MEHEHHE | OAHOBPEMEHHOI0 NPHMEHEHMS C
HaINpaBJIeHUsIM AUC, Cuax, Cmin € 90 % npenapatom TEHOD®OBUP
JIOBEepUTEIbHBIM HHTEPBAJIOM, + OMTPUIUTABUH BM
ecsIin uMeeTcst (MeXaHUu3M) (200 mMr smTpunMTabuHa, 245 Mr
TeHo¢OBHPA AU30NPOKCHIIA)
IMPOTHBOUMHP®EKIIMOHHBIE ITPETIAPATBI
AHTHpETPOBHPYCHBIE CPECTBA
HWHruduTOpSHI NPOTEa3bl
ArtasanaBup/PuroHaBup/ ATa3aHaBup Koppexkuu 036! He TpebyeTcs.
TenothoBupa gu3oNpoKCHIa AUC: | 25%(l 42-13) VYBenu4eHHas 3KCIIO3ULIUA
¢ymapar (300 mr g.d./ 100 mr Crax: 1 28% (] 50-1 5) TeHO(OBHpPa MOXET YCHINBATD
q-d./ 300 mr q.d.) Crmin: | 26 % (] 46 - 1 10) CBsI3aHHBIE C TEHO()OBHPOM
He)KeJIaTeIbHbIE ABIEHUSA, BKITFOYas
TeHo(pOBMpP naToJormo nouek. Heo6xonumo
AUC: 137% TIIATENHHO KOHTPOIUPOBATH (hYHKLIHIO
Cmax: T34 % MOYeK
Chin: 129 % (cMm. pasmen «OcoOble YKa3aHus»)
ArtazanaBup/PuroHaBup/ BzaumMozeiicTBie HE H3y4aIoCh
OMTpHIHUTaCHH
HapysaBup/PutonaBup/ JapyHaBup Koppexuuu no3sl He TpedyeTcsl. \
Ternodosupa QU30IpOKCUIA AUC: < IloBblIeHHAs IKCTIO3ULIAA
¢ymapar (300 mr q.d./ 100 mr Chin: © TEHO(OBHpPA MOXKET YCIIIHBATD
q.d./ 300 mr q.d.) MOOOYHBIE PEaKIHH, CBA3aHHBIE C
TeHO(QOBHD TeHO(OBUPOM, B TOM JHCIIE
AUC: 122 % HapyeHue paboTsl noyek. Ciegyer
Cuin: 137 % TINATEIbHO KOHTPOJIUPOBATh (QYHKIHIO
Hapynasup/PutoHaBup/ BsauMopelicTBre He H3y4aloch nouex (cM. paszen «Ocobple
OMmTpuunTabUH . YKa3aHusy)
Jlonuuasup/Putosasup/ JlonuHaBup/PUTOHABHD Koppexkiun 1035l He Tpedyercs.
TenogoBupa IU30NpOKCHIA AUC: « YBenuueHHas IKCIO3ULMA
dymapar (400 mr b.i.d./ 100 Mr Chax: < TeHO(OBHUpPaA MOXKET YCHIINBATD
b.i.d./ 300.mrq.d.) Chin: © CBsI3aHHBIE C TEHO(OBUPOM
' HeXeNaTeNbHbIe SIBJIeHHUS, BKII0Yast
Tenodosup naronorumo noyek. Heo6xomumo
AUC:132%(125-138) TIIATEJFHO KOHTPOJIMPOBATE (QYHKINIIO
Crax: < MOYeK
Cmin: 151 % (1 37-166) (cM. paspen «Ocobble yKazaHus»)
Jlonmuasup/PutoHaBup/ BsaumoneilicTeue He U3yyanoch
OMTpULHTA0HH
Hyxsieo3naHble HHTHGUTOPbI 00pPaTHOH TPAHCKPHUIITA3bI
Hunanosus/TeHogoBupa OmHOBpEMEHHOE IPUMEHEHNE OnIHOBpEMEHHOE IPUMEHEHHUE
JM30IpOKchiIa Gymapar TeHo(oBHpa nTu3onpokcuia pymapara |npenapata TEHODOOBHP
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JlexapcTBeHHBI Npenapar no
TepaneBTHYeCKHM
HanpaBJIeHUsIM

LX

Biusinue Ha YpOBHH npenapaTa:

U perbmer 1a s 0THOCKTENBLHO

Cpennee NpoLeHTHOE H3MEHEHHE
AUC, Chmax, Chumin ¢ 90 %
JIOBEpUTELHbIM HHTEPBAJIOM,
ecyIn uMeeTcsi (MeXaHU3M)

O0JHOBPEMEHHOr0 NMPHMEHEHHUS C
npenapatoMm TEHO®OBHUP
+ 3MTPUIIUTABHMH BM
(200 mr smTpunMTaObMHA, 245 Mr
TeHO()OBHPaA AH3ONPOKCHIIA)

U IUIaHO3MHA NMPUBOAUT K 40-60 %
HOBBIIIEHAIO CHCTEMHOMN 3KCIIO3ULHH
IHIAHO3MHA.

+ SMTPUILIUTABHH BM n
IIUJaHO3MHA He PeKOMEHIyeTCst
(cM. pazzmen «Ocobble yka3aHua»)

JumaHo3uH/ DM TpUIIUTa0UH

B3aumopnelicTBHE HE H3ydallOCh.

VBenuueHHas CHCTEMHAs SKCIIO3HUIUA
JHIaHO3WHA MOXET YCHIUTD
CBsI3aHHBIE C OHAaHO3MHOM
HeXeNaTeNbHbIE ABJICHUSA.
Coobmanock 0 He4acThIX, HHOTAA
TIETaJIbHBIX, CITy4asX aHKpeaTuTa U
JIaKTOAHUA03a.

OnHOBpeMEHHOE BBEICHHE
TeHO(OBHpa U NUIAHO3KHA B 03€
400 mr B cyTKHU OBLIO CBA32HO CO
3HAYATENILHBIM YMEHbIIEHNEM
KonmuecTBa Kietok CD4, BO3MOXHO, B
CBS3H C BHY TPHKJIETOUHBIM
B3aHMOIEUCTBHUEM, IOBBIILIAIOLIAM
tocdoprtrpoBaHHblif (TO €CTh
AKTHBHBIN) OMIAHO3MH. Y MEHBIICHHE
IO3HPOBKH IMAaHO3UHA 10 250 M,
KOTOpasi BBOJUTCS BMECTE C
TeHOo(OBUPOM, OBLIIO CBSI3AHO C
COOOIIEHHSMH O BBICOKOI YacToTe
BHPYCOJIOTHYECKUX Heyaay IpU
HCCIEeOBaHMAX B COCTaBE
KoMbuHanmit s neuenus BY-1
HHOEKIMH.

JlamuBy mun/ TeHooBHpa
IusonpoKkcuia pymapar

JlamuBy 1M

AUC: | 3% (| 8% no 1 15)
Cmax: 1 24% (| 44 o | 12)

Chin: He Beraucisuiocs (HB)

TerohoBup

AUC: | 4% (|l 15101 8)
Cmax: T 102 % (] 96 mo 1 108)
Cumin: HB

JlamuBYIMH ¥ TIpenapar
TEHO®OBHP + SMTPULIUTABUH
BM Henb3s Ha3Ha9aTh OOHOBPEMEHHO
(cM. pazgen «Ocobble yKazaHU»)

Odasupens/Tenodopupa
Iu3onpokcuna ¢ymapar

i

Odasupens:

AUC: | 4% (7m0l 1)
Coax: | 4% (1 9% m012)
Cnin: HB

Tenogorup:
AUC: | 1% (| 8101 6)
Cmax: T 7% (] 6 10 1 22)
Cuin: HB

Hukakoit KOppeKTHPOBKHU JO3BI
adaBupensa He TpedyeTcs.

IIpoTHBOBHpYCHbLIE IPeNapaThl AJisA JIeUeHHs BUpycHoro renatuta B (BI'B)

Anedorupa TUmMBOKCHIY/
TesodoBUpa TU30NPOKCIIIA
¢dbymapat

AnedoBrpa TUNHBOKCUI
AUC: [ 11% (| 1410 ] 7)
Cmax: | 7% (] 13 10 ] 0)
Cmin: HB

TenotoBup
AUC: |2% (| 5m010)
Crnax: | 1 %(17)10T6)

AneboBupa IUIHUBOKCHI U IpemnapaT
TEHO®OBUP + SMTPUITUTABUH
BM Henp3s Ha3HayaTbh OAHOBPEMEHHO
(cM. pasnen «Ocobble yKa3aHUs»)
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

T LT
o1 02.02. 2024 Kz 1892

= A

JlexkapcTBEHHEBIH Npenapat no
TepaneBTHYECKHM
HanpaBJeHUAM

BausiHue Ha ypoBHH Hpenaparta -

o BA™ Ko 4y f
M EPekoMenianis OTHOCHTEILHO

Cpensee npoLEHTHOE H3MEHEHHE
AUC, Cmax, Chin ¢ 90 %
JI0BEPUTEILHBIM HHTEPBAJIOM,
ecJIi MMeeTcs (MeXaHH3M)

OJJHOBPEMEHHOI'0 NIPUMEHEHHS] C
npenapatom TEHO®OBHP
+ OMTPUILIMTABHAH BM
(200 mr smTpHUHTa0HHA, 245 Mr
TeHO(OBHPA JH30NPOKCHJIA)

Cmin: HB

IIpoTHBOBUPYCHbIE IPeNAPaThI s JeyeHHst BApycHoro renatuta C

Ic)

Jlegrmacsup/CodocOyBup JlegumacBup IToBbiEeHHBIE KOHIIEHTPALUH
(90 Mr/400 mr q.d.) + AUC: 196 % (1 74 no 1 121) TeHO(OBHpa B IJIa3Me B pe3yJIbTaTe
ATazaHaBup/PuToHaBUp Cuax: 168 % (1 54 1o 1 84) COBMECTHOI'0 IpHeMa TeHO(OBHpa
(300 mr q.d./100 mr q.d.) + Crin: T 118 % (1 91 mo 1 150) au3orpokcuna ¢pymapara,
Owmrprnrabun/TeHodoBupa neaunaceupa/copocOyBupa u
IU30TIpOKCHIa (ymapar Codocdysup aTazaHaBUpa/PUTOHaBUPA MOTYT
(200 mr/300 mr q.d.)! AUC: « YCHJIUTh HEXENATEIbHBIE SIBJICHHUS,
Crax: < CBA3aHHBIE C TEHODOBHPA
JU30IPOKCHIIa (hyMapaToM, BKITIOYAs]
GS-3310072 HapymeHus (QpyHKLHUH ToYeK.
AUC: & BesonacHocTs TeHO(OBHpa
Cmax: < JIM30MpOKCHNa pymapara npu
Cuin: 142 % (1 34 no 1 49) HCTIOJIb30BaHUH C
neaunacBupom/cogpocOyBupoM 1
Arta3aHaBup ycunureneM GpapMaKOKUHETHKH
AUC: & (HanpuMep, pUTOHABHPOM HITH
Crnax: <> KOOHMIMCTaTOM) He YCTaHOBJIEHA.
Cumin: T 63 % (1 45 o 1 84) Cremyer 0CTOPOXHO HCHOJI30BATh 3TY
KOMOMHAIIHMIO, YaCTO KOHTPOJIHPYS
Puronasup (bYHKUMIO TIOYeK, ECIH APYyTrHe
AUC: & aIbTEPHATHBBI OTCYTCTBYIOT
Cmax: © (cM. paznen «Ocobbie yKa3aHUs»)
Chin: 145 % (127 mo 1 64)
OMTpULHTaOUH
AUC: &
Crax: ©
Chin: <
Tero¢poBup
AUC: «
Cmax: 147 % (1 37 mo 1 58)
Chmin: 147 % (1 38 10 1 57)
JlenunacBup/CodocOyBup Jlegumacup IToBbINIEHHBIE KOHLIEHTPAIUH
(90 mMr/400 mr q.d.) + AUC: < TeHO(OBHpA B IUIa3Me B pe3yJIbTaTe
HapyHasup/PHTOHaBHD Crax: < COBMECTHOTO IIpHieMa TeHO(OBUpa
(800 mr q.d./100 mMr q.d.) + Crin: < ou3onpoxcuia pymapara, -
Omrpuimrabun/Tenodosupa nenunacBupa/codocOyBupa u
Iu30TIpoKcuna ¢pymapar Cogdocdyrup JapyHaBHpa/pUTOHABUPA MOTYT
(200 m1/300 mr q.d.)! AUC: | 27 % (] 35 mo | 18) YCWIATDH HeXeJaTeNIbHbIEe PeaKIliH,

Coax: | 37 % (| 48 1o | 25)

GS-3310072
AUC: &
Cmax: <
Cumin: <

HdapynaBup
AUC: «
Cinax: <

Cuin: ©

PuronaBup

AUC: &

" | byHKIIIO TIOYEK, €CIIH JIPYTHE

CBsI3aHHBIE C TEHO(QOBHpA
IU30TPOKCHITa (hyMapaToM, BKITIOYas
HapylIeHUus (yHKIUH IOYEK.
BesomnacHocTs TeHOGOBHpA
Iu3onpoxcuna gymapara npu
HCIIONB30BaHMH C
nepunacBapom/codocOyBUpoM U
ycunureneM ($papMakOKHHETHKH
(HanpuMep, pUTOHaBAPOM HIIH
KOOHMIIMCTATOM) HE YCTaHOBJICHA.
CrielryeT OCTOPOXXHO HCIIONB30BATh 3TY
KOMOHWHAIHIO, 4AaCTO KOHTPOJIUPYS
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TEETCTEYET 3KCNEPTHOMY OTHETY

ot 02.02.2024 N= 1832

JlexapcTBEHHBII Npenapar 1no

Bnusinue Ha YpoBHH npenaparta

I
]

P EoMenatlin GTHOCHTeNL O

TepaneBTHYECKUM CpenHee NpoUEHTHOE H3MEHEHHE OJHOBPEMEHHOIr0 NPUMEHEeHHS ¢
HanpaBJIeHUsIM AUC, Cmax, Cmin € 90 % npenapatom TEHO®OBUP
JIOBEPHTEILHBIM HHTEPBAJIOM, + IMTPUIIUTABUH BM
ecJid HMeeTcsl (MeXaHU3M) (200 Mr smTpHUMTa0HHA, 245 MI
TeHO()OBHPA AU3ONPOKCHJIA)
Crax: <> aIbTEPHATUBBI OTCYTCTBYIOT
Chin: 148 % (1 34 no 1 63) (cM. paznen «Ocobble yKa3aHusm)
OmTpHUUTabUH
AUC: &
Cnax: © :
Chin: <
TenogpoBup
AUC: 150 % (142 no 1 59)
Cmax: 164 % (1 54 mo 1 74)
Chin: 159 % (1 49 o 1 70)
Jlenumaceup/CogocbyBup Jlenunacup Huxaxoii KOppeKTHPOBKY A03bI HE
(90 Mr/400 mr q.d.) + AUC: | 34% (| 41 no | 25) pexoMeH0BaHo. [IoBpIMEHHAs
SdaBupens/OMTpunuTabus/ Cmax: | 34 % (| 41 mo 1 25) IKCTIO3ULMSA TeHOPOBHUPA MOXKET

TenohoBupa OU3OMPOKCHIA

dymapar
(600 Mr/200 mr/300 mr q.d.)

Chin: | 34 % (| 43 no 1 24)

Codocbysup
AUC: &

Crax: <

GS-3310072
AUC: &
Crax: <
Chin: <

Odasupens:
AUC: <
Chax: ©

Chin: ©

OmTpULUTaOUB
AUC: <
Cinax: <>

Chnin: <

TernopoBup
AUC: 198 % (1 77 mo 1 123)
Cmax: 179 % (1 56 mo 1 104)

Cuin: 1 163 % (1 137 no 1 197)

YCHIUTh HeXeNaTeNbHble PeaKiyH,
CBf3aHHBIE C TeHO(OBUpa
JUM30MpOKcHNa (yMapaToM, BKIFOYast
HapyIIeHUs QyHKIMH N0YeK.
DyHKIHIO N0YeK CleTyeT TIIATENbHO
KOHTpOJIUpoBaTh (cM. pazaen « Ocobbie
YKa3aHUAY )
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COOTBETCTBYET KCNEPTHOMY OTYETY

ot 02.02.2024 N= 1832

JlexapcTBeHHbIi Mpenapar 1o

{ ]
Bausinue Ha YpoBHH npenaparta

G T

TepaneBTHYECKHM CpenHee NpoLEHTHOE U3MEHEHHE O/IHOBPEMEHHOI0 NPUMEHEHHS C
HaNpaBJIeHUAM AUC, Cmax, Cnin ¢ 90 % npenapatoMm TEHO®OBHP
JI0BEPUTEIBLHLIM HHTEPBAJIOM, + 9MTPUIMTABUH BM
ecyin nMeeTcsi (MeXaHH3M) (200 mr asmTpuituTadéuna, 245 Mr
TeHo()OBHPA JU3ONPOKCUIIA)
Jlegunaceup/CodocOyBup Jlequnaceup Huxaxoit KOppeKTHPOBKH JO3BI HE
(90 Mr/400 mr q.d.) + AUC: & pexoMeHIoBaHo. []oBbImIeHHas
OMrpuiuTabus/PrunnuBupus/ Ciax: < 9KCIIO3UIMA TeHOPOBUPA MOKET
TenogoBHpa TM30NPOKCHIA Chin: < YCIIHTh HEXENaTeNbHbIE PEaKLHH,
¢dymapar CBsI3aHHBIE C TEHO(OBMPA
(200 mr/25 mMr/300 mr q.d.) Cococbysup JU30NpoKcwia (pyMapaToMm, BKIIOYas
AUC: & HapyIIeHus QyHKIKMA HOYEK.
Cumax: < DYHKIMIO NIOYEK CIEAYET TIIATENHHO
KOHTpOIHpoBath (cM. pazaen «Ocobble
GS-3310072 YKa3aHusi»)
AUC: «
Cmax: «
Chin: <
OMTpuuKTabrH
AUC: &
Ciax: ©
Crin: <>
PunnBupyH
| AUC: &
Crax: <
Chin: <>
Tenodosup
AUC: 140 % (131 no 1 50)
Cinax: ©
Chmin: 191 % (1 74 mo 1 110)
Jlenumaceup/CodocOyBup CotocOyBup Hukakoi KOppEKTHPOBKH [03bI HE
(90 mr/400 mr q.d.) + AUC: & pexoMeH0BaHO. [IoBsIIeHHAs
HonyTterpasup Crax: < 9KCHO3MIMA TeHO(POBHPA MOXKET
(50 mr q.d.) + YCHIIATh HE)XEeNATeIIbHBIE PeaKIiyy,
OmrpuruTabun/Tesodopupa GS-3310072 CBSI3aHHbIE C TeHO(OBHpPa
OU30TIPOKCHIA (yMapar AUC: & IM30IPOKCHIIA (hyMapaToM, BKITIOUast
(200 mr/300 mr q.d.) Crmax: © HapymeHus GyHKIHHN 0YEK.
; Chin: © DYHKIMIO TOYEK CIIeyeT TINATeNbHO
KOHTPOIMpoBaTh (cM. pasfen «Ocobble
Jlenunacsup yKa3aHH»)
AUC: «
Crax: <>
Chin: <
HomyTerpasup
AUC: &
Crax: ©
Cmin: «
OMTpULUTaOHH
AUC: &
Ciax: <
Criin: <
Tenogosup

AUC: 1 65% (1 59 10 1 71)
Cumax: 161 % (1 51 10 1 72)
Crin: 1 115 % (1 105 10 1 126)
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
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JlexapcTBeHHbII Npenapar no

Biusinue Ha ypoBHU Npenapara -

o KA Elad r
LT FiF b TA—F L O I 5T
“PeroMeniaLust OTHOCHTEILHO

TepaneBTHYECKUM CpeaHee NpolleHTHOE H3IMEHEHHE OIHOBPEMEHHOr0 NPUMeHeHHs ¢
HaNpaBJICHUSIM AUC, Cmaxy Cmin ¢ 90 % npenapatom TEHO®OBHP
JAOBEpHTEJIbHbIM HHTEPBAJIOM, + 3MTPUIIMTABUH BM
ecJIn HMeeTcst (MeXaHU3M) (200 mr amTpunuTabuna, 245 mMr
TeHo(OBHPA AH30NMPOKCHJIA)
Cotocbysup/BennaracBup Codocbysup Ilpy coBMECTHOM NPUMEHEHUH
(400 mr/100 mr q.d.) + AUC: « TeHO(OBUpPa AU30NPOKCUTIa PymapaTa,
ATtazaHaBUp/PUTOHABUD Crax: < codocOyBupa/BennaTacBupa 1
(300 mr q.d./100 mr q.d.) + aTazaHaBHpa/PUTOHABHpa NOBHILEHHAS
Amrpunurabun/Tenogopupa GS-3310072 IUTa3MEHHas KOHLEHTpaLus
nu3onpoxcuia ¢pymapar AUC: & TeHO(OBUPA MOXKET YCUIUTh
(200 mM1/300 Mr q.d.) Cmax: © HEXeJIaTEIIbHBIE PEaKlMH, CBI3aHHBIE C
Cmin: 142 % (1 37 no 1 49) TeHO(OBUpA TU3OMIPOKCHIIA
¢ymapaToM, BKIFOUAs HapyMIEeHUS
Benmaraceup ({yHKIMH HOYeK.
AUC: 1142 % (1 123 no 1 164) BesonacsocTh TeHOd0OBUpa
Crax: 155% (141 mo 1 71) IM30TIpOKCHIa (hyMapara npu
Chin: T 301 % (1 257 mo 1 350) HCIIOJIb30BAHMU C
cotocOyBHpOM/BENIIATACBUPOM H
Ara3zanaBup ycunureneM (papMaKOKUHETHKH
AUC: & (HanpuMep, pUTOHaBUPOM HIIN
Conax: < KOOMIMCTAaTOM) HE YCT@HOBJICHA.
Chin: 139% (120 oo 1 61) CreyeT 0CTOPOIKHO HCHIONIB30BATh 3TY
KOMOMHALVIO, YaCTO KOHTPOJIHUPY
PuronaBup ¢byHKIo novex (cM. pazaen «Ocobsle
AUC: & yKa3aHHA»)
Crax: < ‘
Cuin: 129 % (1 15 no 1 44)
OMTpULUTAONH
AUC: &
Cnax: <
| Crin:
t
TeHothoBHp
AUC: < .
Cmax: T 55 % (1 43 mo 1 68)
: Cumin: 139 % (1 31 5o 1 48)
Co¢ocOysup/Bennaracup CotocoyBup IIpu COBMECTHOM NPUMEHEHHH
(400 Mr/100 mr q.d.) + AUC: | 28 % (| 34 no | 20) TeHo(oBUpa qu30npoKcuna (pymapara,
Japynasup/PUTOHABHD Cmax: | 38% (] 46 mo | 29) cotdocOyBupa/BennaracBupa u
(800 mr q.d./100 mr q.d.) + JapyHaBHpa/pUTOHABHpPA NOBHILEHHAS
OmtpunmTabus/Tenoposupa GS-331007% IUIa3MEHHAsi KOHLEHTPaLHs
Iu3ompokcmia gymapar AUC: & TeHO(OBHPA MOXKET YCHIINTE
(200 mMr/300 mr q.d.) Cinax: € HeXeJNaTeNbHbIe DEaKLIUH, CBSI3aHHbIE C
Crin: © TeHO(OBHpa IHU3OTIPOKCHIA
(ymaparom, BIIHOYas HapyHIeHHs
Bennatacsup ¢dynxumu noyek. bezonmacHocts
AUC: <& TeHo(oBUpa qU30NpOKcHIa (pymapara
Cmax: 124% (| 350 11) TIPY KCIIONB30BAHUH C
Chin: < codocOyBupom/BenmaTachupoM #
i ycumureneM $papMakOKHHETHKH
: JapyHaBup (HanpuMep, pUTOHaBUPOM HIIH
AUC: « KOOHIMCTaTOM) HE yCTaHOBJIEHA.
Crax: < CrielyeT 0CTOPOKHO HCHOJIB30BATD 3Ty
Cuin: < KOMOMHAIMIO, YaCTO KOHTPOJIUPYS
- ¢dynxumo nodex (cM. pazgen «Ocobble
PuronaBup YKa3aHII»)
AUC: «
Cinax:
Cmin: «
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JlekapcTBeHHbIi penapaT no

Biusinue Ha YPOBHM mpenaparta
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TepaneBTHYECKHM CpeaHee MpoleHTHOE U3MEHEeHHE OIHOBPEMEHHOT0 NPHMEHEHHS C
HanpaBJIeHMAM AUC, Cmax, Cmin ¢ 90 % npenapatom TEHO®OBHP
JA0BepUTEILHbLIM HHTEPBAJIOM, + OMTPUIINTABUH BM
ecjIn HMeeTcst (MeXaHH3M) (200 mr smTpunMTadbuHa, 245 Mr
TeHO()OBHPA AH30NPOKCHIIA)
OMTpULHTaONH
AUC: &
Cmax: <
Crin: <
Tenodosup
AUC: 139% (133 mo 1 44)
Crmax: T 55 % (1 45 o 1 66)
Chin: 152 % (1 45 10 1 59)
CoctocOyBup/BennaracBup CotocOyBup IIpu coBMECTHOM IIPUMEHEHUH
(400 mr/100 Mr q.d.) + AUC: | 29% (] 36 mo | 22) TeHo(oBUpa nU3oNpoKcuia hymapara,
JlonmuaBup/PrToHaBUp Crax: | 41 % (] 51 mo | 29) cotocOyBupa/BennaTacBupa u
/(800 mr/200 mr q.d.) + JIONIMHABUpa/pUTOHABHPA NIOBBIIIEHHAS
Owmtpuiurabun/TeHoposupa GS-3310072 IU1a3MeHHas KOHLEHTpaLus
Ju3onpokcuia ymapar AUC: & TeHO(}OBHpPa MOXKET YCHIUTD
(200 mMr/300 mr q.d.) Crax: < He)XeJIaTeNbHbIE PEaKLiH, CBA3aHHBIE C
Cuin: © TeHO(hOBHPa AM30NPOKCHIIA
, (bymaparomM, BKIFOYasl HapyIEHUS
Bennaracsup ¢yHKIMY noyek. bezonacHocTh
AUC: « TeHo(hoBUpa IU30NpOKCIIa (hymapaTa
Cnax: 1 30% ({ 41 o | 17) [IPH UCIIONb30BAHUU €
Chin: T 63 % (1 43 o 1 85) co¢ocOyBHUpOM/BENTATACBUPOM U
ycunuteneM GpapMakOKHHETHKH
" |Jlonuuasup (HampuMep, PUTOHABUPOM HITH
AUC: & KOOMIIMCTATOM) HE YCTaHOBJIEHA.
Crnax: < Cnenyer 0CTOPOXXHO HUCIIONIb30BATh 3Ty
Crin: <> KOMOWHALIMIO, YaCTO KOHTPOJIUPYS
dyHKIMo movek (cM. paspes «Ocolbbie
PutoHaBup YKa3aHHs»)
AUC: &
Cax: ©
Crin: <
AMTpuLmTabuH
AUC: «»
Crax: <>
Chin:
Terno¢oBHp
AUC: &
Cmax: 142 % (127 mo 1 57)
Chin: <
CodrocOysup/BennaracBup CotocOypup Hukakoit KOppeKTHPOBKH JO3bI HE
(400 mMr/100 mr q.d.) + AUC: & peKkoMeH0BaHo. [1oBbINIEHHAs
PanterpaBup Crax: < 3KCIO3MLIHS TEHO(OBHPa MOXET
(400 mr b.i.d.) + YCHIMTH HE)XeIaTeNbHbIE PEaKIiH,
Omrpunurabus/ TeHodoBupa GS-3310072 cBsI3aHHbIE ¢ TeHOGOBHPa
IU30TIPOKCHIa (hyMapat AUC: « JIHU30MpOKCHIa GyMapaToM, BKIIOYas
(200 mr/300 mr q.d.) Crmax: < HapyleHUs QyHKIMH IOYEK.
Chain: < OYHKIHIO NIOYEK CIENYET TIATEIBHO
KOHTPOJIPOBaTh (cM. pazaen «Ocolkle
BenmnartacBup | YKA3aHUA»)
AUC: & '
Crax: <
Cuin: <
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COOTBETCTBYET KCNEPTHOMY OTYETY
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JlexapcTBeHHbII Mpenapar no

BausiHue Ha YPOBHH npenapara -

ST PekiHen s orHocHTeNEHO

TepaneBTHYECKHM CpenHee npoleHTHOe U3MEHEHHe OJAHOBPEMEHHOI0 NPMMEHEHHS €
HaINpaBJICHUSM AUC, Cunax, Cmin € 90 % npenapatom TEHO®OBHUP
JOBepHTEIBLHBIM HHTEPBAJIOM, + OMTPUIIATABUAH BM
ecsin HMeeTcst (MeXaHU3M) (200 mr smTpHuKMTabHuHA, 245 Mr
TeHO(OBHPAa AU3ONPOKCHJIA)
Panterpasup
AUC: &
Crmax: <
Chin: | 21 % ({ 58 no 1 48)
OMTpuuKTabuH
AUC: &
Crax: <
Chin: ©
Tenodonup
AUC: 140 % (1 34 no 1 45)
Cmax: 146 % (139 o 1 54)
Chin: 170 % (1 61 10 1 79)
CodocOysup/BennaracBup CotocOysup Orxupmaercs, 4YTO COBMECTHOE
(400 mr/100 mr q.d.) + AUC: & . npuMeHeHue codocOyBupa/
Odasupens/IMTpuuTabus/ Cmax: 138 % (1 14 mo 1 67) BeJInaTacBupa U 3(aBUpeH3a MPUBENET
Ternodopupa qu30NpOKCIIIa K CHIDKEHMIO TUIa3MeHHOM’
¢ymapar GS-331007% KOHUEHTPALUHK BEINaTacBHpa.
(600 Mr/200 mMr/300 mr q.d.) AUC: & OnHOBpPEMEHHOE PUMEHEHHE
Crnax: coocbysHpa/BenmaTacBupa ¢
Cuin: <> PEeXHMaMH, CORepPIKaIMHU paBUpeHs,
He PeKOMEHIYeTCs
Benmnaracsup

AUC: | 53 % (| 61 10 | 43)
Cuax: | 47 % (| 57 10 | 36)
Cumin: | 57 % (| 64 10 | 48)

O¢aBupen3
AUC: «
Crmax: <

Crin: <

AMTpULHTaOuH
AUC: &

Crax: <>

Cain: <

Tenogosup

AUC: 1 81 % (1 68 mo 1 94)
Cmax: 177 % (1 53 mo 1 104)
Cin: T 121 % (1 100 1o 1 143)

CodocOyBup/BennaracBup
(400 mr/100 mr q.d.) +
Omrpuiprrabus/Punnusupus/
Terno¢oBUpa AU3OIPOKCHIA
tdhymapar

(200 mr/25 mr/300 mr q.d.)

CodrocbyBup
AUC: <

Cmax: <

GS-3310072
AUC: &
Chmax: <

Cuin: <

Benmaraceup
AUC: &
Chax: <
Cain: <

Huxaxoif KOppEKTHPOBKH H03bI HE
pexomeHnoBaHo. [ToBrImeHHAsI
3KCIIO3ULNS TEHO(POBHPA MOXKET
YCWIHTh HEXeaTeIbHbIE PEaKIHH,
CBSI3aHHBIE C TEHO(POBHPA
JHU30MPOKCHIIA (hyMapaToM, BKIIOYas
HapyIleHus QYHKIUH NOYeK.
OYHKLMIO TOYEK CleNYET TIATEIBHO
KOHTpOJMpoBath (cM. pazaen «Ocobble
YKa3aHUA»)
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

ot 02.02.2024 N= 1832

JlexapcTBeHHbIH NpenapaT no

BiinsiHHE Ha YPOBHH npenapara =
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TePaNeBTHYECKUM CpenHee npoLEHTHOE U3MEHEHUE ‘0JHOBPEMEHHOI 0 IPUMEHEHHUS €
HanpaBJieHHsIM AUC, Cmax, Cmin ¢ 90 % npenapatom TEHO®OBUP
JIOBEPUTEILHLIM HHTEPBAJIOM, + OMTPUIIATABH BM
ecsin uMeeTcst (MeXaHH3M) (200 Mr smTpunMTabHHa, 245 Mr
TeHO(OBHPA AU30NPOKCHJIA)
OMTpUIHTaONH
AUC: &
Chax: <
Chain: <
Punnusupua
AUC: «
Crax: ©
Crin: <
TeHo¢oBUp '
AUC: 140 % (1 34 no 1 46)
Crmax: 144 % (1 33 o 1 55)
Chin: 1 84 % (1 76 mo 1 92)
Codocoysup/Bennaracsup/ Cogocbysup: [ToBbILIEHHBIE KOHLEHTPALMH
Boxcunanpesup AUC: & TeHO(OBUpA B TUTa3Me B pe3ysbTaTe
(400mr/100 mr/100 Mr + 100 Mr  [Cpax: | 30 % COBMECTHOI'0 TIPHMEHEHUS
q.d.)® + Cumin: H/IT TeHO(HhOBUPa AU3OMPOKCUIIA,
HapyHasup (800 Mr q.d) + BeJINIaTaCBUPa/BOKCHNIATIPEBUPA/
Puronasup (100 mr q.d) + GS-331007% coocOyBupa 1 fapyHaBupa/
Omrpuiurabun/TenodoBupa AUC: & PUTOHAaBHpa MOT'YT YCHIHBATh
IU30TpoKcHiIa pymapar Crax: < HEXelaTeNbHble PEaKLUY, CBA3aHHbIe C
(200 mr/300 mr q.d.) Chin: H/II TEeHO(OBUPA TU30IPOKCHIIOM,
BKIIIOYAs HAapyIeHHs QYHKIAM IOYeK.
BenmaracBup: BezonacHocTh TeHO(OBHpa
AUC: & IU30IIPOKCIIIA IIPY OJHOBPEMEHHOM
Crax: © NPMMEHEHUH C
Chin: <> BeJINaTaCBUPOM/BOKCHIIATIPEBUPOM/
cothocOyBHPOM U YCHIIUTENIEM
Boxkcwianpesup: (apMaKOKHHETHKH (HalpUMeED,
AUC: 1143 % PUTOHABUPOM I KOOHUIIUCTATOM) He
Cmax: T72 % ObLIa yCTaHOBJICHA.

Crin: T 300 %

HapysaBup:
AUC: &
Crnax: <>

Conin: | 34 %

PutonaBup:
AUC: 145 %
Cax: T 60 %

Chin: <

OMTpULUTAOHH:
AUC: &
Cinax: <

Crin: <>

Tenodosup:
AUC:139%
Cuax: 148 %
Chin: 147 %

JlaHHy10 KOMOMHAIIMIO ClTeRyeT
NPUMEHATH ¢ OCTOPOXKHOCTHIO IIPH
TIIaTeIbHOM KOHTpOJIE (hYHKIMH
noyex (cM. pazneit «Ocobble
YKa3aHus»).
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JlekapcTBeHHBIH npenapar no BausiHue Ha YPOBHM NpenapaTa =1 ""i’ek'oheﬂm’lﬁhﬂ UTHbéiaTenbﬂo
TepaneBTHYECKHM CpenHee NpoLEHTHOE U3MEHEHHE OAHOBPEMEHHOI0 NPUMEHEHHS C
HanpasJeHUsAM AUC, Cmnaxy Cmin € 90 % npenapatom TEHO®OBHUP
OBEpPUTEILHLIM HHTEPBAJIOM, + 3IMTPULIUTABUH BM
ec/in uMeeTcsl (MEXaHH3M) (200 mr smTpunuTabuHa, 245 Mr
TeHO(OBHPA AH30NPOKCHJIIA)
Codocobysup (400 Mr g.d.) + CotocOyBup: Huxaxoi KOppeKTHPOBKH 1036l HE
DdasnpeHs/OMTpUIATAOHH/ AUC: < Tpebyercs. '
TeHo¢hoBMpa AN30IPOKCHI Cmax: | 19% (] 40 mo 1 10)
(600 mr/200 mr/245 mr q.d.)
GS-331007%
AUC: «
Cmax: 1 23% (] 30 mo 1 16)
O¢aBupeHs:
AUC: &
Crmax: <
Crin: <
OMTpUIMTaOHH:
AUC: «
Crmax: ©
Cuin: ©
Tenodosup:
AUC: &
Crax: 725 % (1 8 no 1 45)
Chin: <
Pu6asupun/TenodoBupa Pu6aBupun Huxaxoit KOppeKTHPOBKH AO3BI

JIM30TIPOKCHIIA (hymapar

AUC: 126 % (1 20 oo 1 32)
Cnax: | 5% ({1101 1)
Cmin: HB

pubaBupHHa He TpebyeTcs

IIpoTHBOBHpPYCHBIE PEnapaThl NPOTHB BUpYca repneca

OaMIUKIOBHP/ OMTPULUTA0H

DaMUIUKIOBUD

AUC: | 9% (] 161101, 1)
Conax: | 7% (22 mo 1 11)
Cnin: HB

OMTpUIMTaOHH
AUC: | 7% (1300 1)
Cmax:  11% (1 20 0 1 1)

Hukakoit KOpPEeKTHPOBKH JO3HI
(bamiwkoBupa He TpedyeTcs

Cnin: HB
IIpoTHBOMHKO0AKTepHAJbHbIE NPenapaThl
Pudamnmnun/TeHodoBupa TenogoBup Hukakoii KOppEeKTHPOBKH J03bI HE - -
IM30MpoKcHna hpymapar AUC: | 12% (] 16 no | 8) Tpebyercs

Cmax: | 16 % (| 22 o | 10)
Cuin: } 15% ({12101 9)

OPAJIbHBIE KOHTPALLEIITHUBBI

Hoprectumat/3THHWICTPaIHOI/
TeHO¢oBHpa AN3ONPOKCHIIA
¢dbymapat

Hoprectumar

AUC: | 4% (| 32 no 1 34)
Cmax: | 5% (] 27 no 1 24)
Chin: HB

OTHHWIICTPaHON
AUC: | 4% (| 9101 0)
Crax: 6% (] 13101 0)

Crin: | 2% (1 S 00 16)

Hukakoi KOPpEeKTUPOBKH JIO3bI
HOPreCcTUMaTa/3THHIIICTPANOIa He
TpebyeTcs
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Cumin: HB

OMTpUnUTaOUH:
AUC: | 5% (9m0| 1)
Cnax:  11% (] 1710} 5)
Cnin: HB

Tenogosup:
AUC:16% (| 1001 13)
Crax: 113% (1 1 10 127)
Cmin: HB

o7 02.02.2024 N= 1892
JlexapcTBeHHBIH Npenapar mno Biusinue Ha ypoBHM npenapara ~ T EPerbMenanist 0THOCHTENBLHO
TepaneBTHYECKHUM CpenHee NPoLEHTHOE H3MEHEHHE OHOBPEMEHHOI0 NPUMEHEHHS €
HanpaBJIeHUAM AUC, Cmax, Cmin € 90 % npenapatom TEHO®OBHP
HOBepHTENbHbLIM HHTEPBAJIOM, + 3SMTPUIIUTABUH BM
ecsin umeeTcs (MEXaHU3M) (200 mr smTpunMTadbuHa, 245 Mr
TeHo()OBHpa AM3ONPOKCHIIA)
HMMYHOJEIIPECCAHTAI '
Taxponmumyc/TeHohoBHpa TaxponuMmyc: Hukakoif KOppeKTHPOBKH 035l
JM30TpOKCcHIa Gymapar/ AUC:14% (|3 m01T11) TaKponumyca He Tpebyercs.
OMTpULHTaOHH Crax: 13% (31019

HAPKOTHYECKHE AHAJIBI'ETHKH

Mertanon/TeHodoBrpa
IU30TIpOKcHIIa (hymapaT

Meragon !
AUC:15% (| 2mo113)
Cmax: 15% (1 3101 14)
Cmin: HB

Huxakoi KOppeKTHPOBKHU O3B
METaJoHa He TpedyeTcs.

HB = He BBIUUCIAIOCH
H/I1 = He npIMeHUMO

! JanHsle, NOJNy4eHHbIE NP OJIHOBPEMEHHOM IpHEME JEAUNAcBupa/codocOyBupa. OTCPOYEHHOE BO BPEMEHH

Ha3zHa4YeHHe (C MHTEPBAJIOM-B 12 4) a0 CXOXHBIE PE3YTIbTATHL.
2 peoGnanaromuii MetabonuT cohocOyBHpa B CHCTEMHOM KPOBOOOPAIEHHH.

3

HccnemoBanWe NpOBENEHO C JA00aBICHHEM

BOKCHJIAIIPEBHPA, XapaKTePHOM /IS alMeHTOB, HHQUUEpoBaHHEIX BI'C.

OCOBBIE YKA3ZAHUA
Ilepeoaua BUY

100 Mr BokcHNampeBWpa AN AOCTHKEHMS SKCIO3ULMH

HecmoTpss Ha TO, 4YTO J0Ka3aHO, 4TO 3(QQPEKTHBHOE IOJABIEHHE BHpPYCa C IIOMOIIBIO
AHTHPETPOBUPYCHOM TEpaIMi CYIIECTBEHHO CHIDKACT PUCK Ilepefaddl HHGEKIUH IpH TIOJIOBOM
KOHTAKTE, HEJb3s HCKIIOYaTh OCTaTOYHOrO pucka mHOuUuuposaHuiA. [losTomy Heobxomumo
NPUMEHSATH COOTBETCTBYIOMIME MEPhI 0€30IIaCHOCTH, YTOOBI H30€XkKAaTh IIepeady BHPYCa.
Iayuenmor ¢ mymayuamu pesucmenmmuocmu BHY-1

Ipenapar TEHO®OBUP + OMTPUIIUTABVH BM He HOMKeH Ha3HAa4aThCs IAIMEHTaM

¢ BUY-1 undexipeii, umeromuM MyTaiuio B kogore K65R.
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Obwas cmpamezus npogunaxmuxy BU9-ungekyuu

TenohoBup+smTpunuTabuH He Beerga 3¢pdekTHBeH Al mpodHIakTHKH 3apaxeHus BUY-1.
JInuTensHOCTH IIEpHOJa OO Havaja 3allUTHOTO JAeHcTBHA Iocie IpHeMa TeHodoBHpa+
SMTpPUIMTA0MHA HEU3BECTHA.

[Tpenapar TEHO®OBHUP + SMTPULIUTABMH BM cnenyer ucnons3osars 1 JIKII xak yacts
obmeit ctparerun npodunaktuky BY-1 undexnuu, BKIoYaromed IpAMEHEHHE IPYTHX Mep
OpoQHIAKTHKA (HapUMep, NOCTOSHHOE M IIPaBHIBHOE HCIIOJIB30BAaHHE Hp.CBCpBaTI/IBOB,
ocBeZoMiIeHHOCT 0 BHY-craryce, peryispHOe TeCTUpOBaHHE Ha Jpyrde HHQEKIHH,
nepesaBacMble TIOJOBBIM IIyTEM).

Puck pazeumus pesucmenmnocmu npu Hanuu ckpuimoti BUY-1 ungpexyuu _
Hpen'c,lpaT TEHO®OBUP + OMTPULINTABHH BM cnenyer OpUMeHSTh JIHUIOb IS CHIDKEHUS
pucka 3apaxerus BAY-1 y nun ¢ mOATBEPHKACHHBIM OTpUNATe bHbIM AuarHosom BUY (cm.
pazgen «IIporuBomokasanusy). Ilpu npueme npenapara TEHOOOBUP + SMTPULIMTABMH
BM c¢ mensto JKII HeoOxommmo peryJsipHoe (MHﬁHMyM KaXIple 3 MecAIa) NOATBEPKACHHE
BHY-oTpaiaTebHOro CTaryca ¢ HOMOLIBI0 KOMOMHUPOBAHHOTO TECTA «AHTUTEH/aHTUTENION.
Mosnotepanuss  npenmaparom  TEHO®OBUP + OMTPULIMTABYH BM e  sBistercs
IOJHOUEHHBIM JieueHreM BU-1 1 MyTanuy pe3aucTeHTHOCTH BUPYCa BO3HHKANH Y TTAIIMEHTOB CO
ckpeitoit BUU-1 nHdekmueis, mpuHAMABIIHX TOJBKO TEHOGOBUP-+HIMTPHIATAONH.

[Ipy HANMYMH KIHHEYECKHX CHMITOMOB OCTPOil BHpPYCHON HH(EKIHM M IOJO3pEeHHH Ha
HEJaBHUE (<1 Mecama) IKCUO3UNMK BHU-1 IIPYMCHEHUE npenapara |
TEHO®OBUP + ODMTPULIUTABMH BM Heo6xoauMo OTIOXUTHP MHHEMYM Ha 1 Mecsn u
IIOJTBEPIUTH BHU-1 cTaryc nepexn HayvajIoM npueMa mpernapara
TEHO®OBUP + SMTPULIUTABYH BM c nensto JIKII.

" Basicnocmu cobniooenus npeénucanﬁozo peoicuma mepanuu

M3MmepeHre ypoBHS COAEpXaHWs IIperapara B KPOBH IIOKa3alo, dYTO 3(PQEeKTHBHOCTH
teHodoBupataMTpUIIMTaONHA B CHIKEHHH pucka 3apaxeHus BHUY-1 crporo xoppemmpyer c
cobmonenneM yKa3aHHOH CXEMBI ‘ (cm. paszen «DapMaKoIMHAMHUKAY).
BUY-HenHPHUIIPOBAHHBIM JTIOAIM CIEAYET CTPOro IPHAEPKHUBATHLCS peKOMeHnosaHHcSﬁ CXEMBI
npuema npenapara TEHOO®OBUP + SMTPUILIMTABMH BM.

Hayuenmul, unguyuposannvie supycom enamuma B unu C

BHY-1-undunuposannsle mamuentsl ¢ xpoHmdeckuM BI'B mm BI'C, nomywaromme
KOMOMHHPOBAaHHYIO aHTHPETPOBHPYCHYIO TEpANlHIO, OTHOCATCS K IPYINE BBICOKOIO PHCKA
TSOKENBIX ¥ IOTEHIIHAIFHO CMEPTENLHBIX OCIOXHEHUH CO CTOPOHBI IIEYEHH.

BpauaM HeoOXOQUMO CJ€I0BaTh PEKOMEHTAUMAM Io jedeHmo BUU-undexunn mpu BBIOOpE

JieyeHns HanuenToB, nHbuuupoBanHex BY u BI'B umu BI'C.
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BesonacHocTs 4 3((EKTHBHOCTE TCHO(l)OBI;Ip FOMTPHITITAS

nadexuueit BI'B wmm BI'C re ycranosieHa.

Ilpr comyrcrBytomell mnpoTHBOBHpycHOM Tepanuu renaruraB mmm C  oOpaturecs K
COOTBETCTBYIONIMM HHCTPYKIMSM IO MEJULMHCKOMY IpuMeHeHHio. CM. Taloke B moIpasjene
«Cosmecmuoe npumenenue ¢ 1e0unaceupom u coghoctysupom, cogpocoysupom u 8e1namaceupom
U BEINAMACEUPOM, BOKCUNLANPEBUPOM U COPOCOYBUPOMY HIKE.

TenodoBup (mu3ompoxcunaa @ymapar) IokKaszaH g JedeHus BIB, a smTpunurabun
IPOAEMOHCTPUPOBATL  IIPOTHBOBUPYCHYXO  aKTHBHOCTH B OTHomeHun BIB B
(apMaKoJUMHAMHYIECKUX  HCCIECJOBaHUAX, OXHAKO dS¢deKkTuBHOCTH ©  0e30IacHOCTH
TeHO(OBUPA+IMTPHIUTAONHA KOHKPETHO Y IIAIIUCHTOB C XPOHHUYECKUM reaTUToM B He m3yvam.
Otmena TeHO(bOBnpa+3MTpﬁnnTa6HHa y IalnueHToB, nHGuIHpoBaHHbIX BI'B MoXeT BBI3BaTh
TsDKenoe oboCTpeHue remarura. 3a IaleHTaMu, uHbunupoBaHHsiMEH BI'B, momxHO BectHCh
TIIATeNbHOE Ha0OAeHHe, KaK KIMHHIECKoe, TaK U JabopaTopHOe, II0 MEHBINEH Mepe, B TCUSHHE
HECKOJIbKUX MecAIeB nocne IIpeKpaleHus Tepanuu IIpernapaTom
TEHO®OBUP + SOMTPULIUTABMMH BM. B page ciydaeB MOXeT IOTpeOOBaThCA
BO30OHOBJIEHHE Tepanuy renatuta B. ¥V mamueHToB ¢ TsoKenbIMu 3a00JI€BAaHUAMY [EUSHH HITH
IUPPO30M HE PEKOMEHIYETCS OTMEHSTH JIeYeHHE, ITOCKOJNBKY BO3HHKAIOUIEE ITIOCHE OTMEHEI
JedeHus 000CTpeHre reraTiTa MOXKeT IIPUBECTH K ,uelcomneﬂcéunn GYHKIIY ICYCHH.
3abonesanus nevenu

BesomacHocTh M 3 ¢eKTHBHOCTH TEHO(QOBUpa+3MTpUIUTAONHA Y IAUMEHTOB, Y KOTOPBIX
Cepbe3HbIe HApYIIEHHs QYHKIMM [I€Y€HH SBISIOTCS OCHOBHBIM 3a00JI€BaHHMEM, HE M3YYallHCh.
HccnenoBanus papMakOKUHETHKHA TeHO(YOBUpA Y HAUEHTOB C IIEYEHOYHON HEXOCTATOYHOCTHIO
NOKa3ald, 4YTro KOppeknuu mOo3el He Tpebyercs. MccnmemoBanus —(apMaKOKHHETHKH
SMTpUIUTA0MHA Yy HNAlUEHTOB C IEUSHOUYHON HEeIOCTAaTOUHOCTHIO HE IPOBOIMIIMCH. Y UHTHIBAS
MUHHMAJIbHBI I€Y€HOYHBIH MeTabO0IN3M U TOYEYHBIH Iy Th BEIBEXCHUS SMTPULIATAOMHA, MOJKHO
TIpE/IIONOKHT, YTO NMAIMEHTaM ¢ IIEYeHOYHOH HEeTOCTATOYHOCTHIO HE TpeGYeTc;I KOPPEKIIUA
11035l (cM. paznen « Crioco® MpUMEHEHHs U JO36I»).

Y BUY-1-unpuIMpoBaHHBIX IIAIIMEHTOB C paHee AMarHOCTHPOBAHHBIM 3a00JIEBaHUEM IEUEHH,
BKJIFOYass XPOHWYECKH AaKTHUBHBIA TI€NaTHT, NpH KOMOWHMPOBAaHHOH aHTHPETPOBHPYCHOMN
Tepaldh MOTyT HaOmronmaThesi Ooliee dacThle HapywleHHs (QYHKIMM Ie4eHH. OTH IalUeHTHI
JOJDKHBI HaXOMHUTHhCA IIOA TINATENbHBIM HaOMIOJAEHHEM B COOTBETCTBHH CO CTaHOAPTHOH
nupakTEkoit. [Ipy nmpusHaKax ycHJICHHS 3a00J€BaHHS II€YEHM JUIA TaKWX NAIMEHTOB CIEXYET

PacCMOTPETH BOIIPOC O BO3MOXKHOCTH IIPEPBIBAHNA WM IIPEKPAICHUS JICUCHUA.
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Heoicenamenvubie sghghexmul co cmoponst noye
Co cmoponwl noyex

OMTpHIHTAOKH ¥ TEHOQOBHP BHIBOIATCH, ITIABHBEIM 00pa3oM, UYepe3 MOYKH ITyTeM KifyOOuKOBOM
(GUIBTpANK U aKTUBHOH KaHANBIEBOM CeKpeluy. [Ipu HCIoIbE30BaHMM B KIMHUYECKOH IPaKTHKE
TeHO(oBHpa TU30IpPOKCHNIa GyMapaTa Coo0INaNIOCh O MOYEYHOM HENOCTATOYHOCTH, HApy IICHUH
(GYHKIUK II0YeK, TOBBIIICHIH KOHIIEHTPalllK KpeaTHHrHa, TunodocdaTeMun ¥ IpOKCHMAIBbHOHR
TyOynonaruu (Brrodas cuaapoM Pankonn) (cM. pasnen «Ilobounoe neicTauey).

Konmponwv ¢hynxyuu nouex

Pexomennyercs ouenmpath KK y Bcex manueHToB f0 Hadana jedeHus BMU-1 undexunu u no
gavaia JJKII mpemaparom TEHO®OBHUP + OMTPUIMTABMH BM.

V smur 6e3 GakTopoB pYICKa pa3BUTHS HapylIeHHs (QyHKIMH IOYEK PEKOMEHIYETCs OIEHUBATh
dyuxmmo mogex (KK u xornenTpanuio ¢pocdaToB B mIazme) nocie 2-4 HeJleIb JEYEHHUs, Yepe3
3 MecsI1a JeYeHHS ! BIIOCTIEACTBHH KaXble 3-6 MecAIEeB. '
V nanueHToB ¢ PUCKOM pa3BHUTHS HapyIIeHHs (QyHKIMHE IOYEK CIeAyeT Jalle KOHTPOIHPOBATH
(GYHKIUIO [TOYEK.

Cwm. Taxoxe B Iozipasielie «CoemecmHoe HasHaueHe ¢ Opy2uMU 1eKapCmMEeHHbLLMU NPENnapamamiLy
HIDKE.

Oyenka gynxyuu novex y BUY-1 unguyuposanuvix nayuenmoe

[Ecnn y KaKoro-i1udo ManueHTa, - TIOJTy YaIOIIEro Ipemnapar
TEHO®OBHUP + OMTPULIUTABMH BM, xonumentpanus ¢ocdaToB B CBIBOPOTKE KPOBH
cocﬁBJmeT <1,5 mr/mn (0,48 mmons/n), wu KK cHmxen ,ﬁo <50 mur/MuH, QYHKIUSL TOUEK JOJDKHA
OIIEHMBATHCS MOBTOPHO B T€UeHHE | HEJENH, BKIIIOYasA ONpENEICHUE KOHIIEHTPAMHK ITIOKO3bI 1
KallHs B KPOBH, a TAKKE KOHIEHTPAIMIO [TIIOKO3HI B Moue (cM. paszen «[loGounoe nedcTBHEY,

npokcuMaibHas TyOysonarus). CleIyeT paccMOTPeTh BOIIPOC O HEOOXOIMMOCTH NPEPHIBAHUSL
'JICIICHI/IX npenaparoMm  TEHO®OBUP + OMTPULIMTABMH BM y  mauneHtoB | c
moxTBEepKAeHHEEM cHIbKeHneM KK <50 M/MEH HIH CHIDKEHHEM KOHIEHTpamuu hocdaros B
ceBopotke <1,0 mr/mi (0,32 Mmons/im). Kpome Toro, cireyeT pacCMOTPETh BOIIPOC O IPEPHIBAHIH

nevenus npenaparom TEHOOOBHP + DMTPULINTABMH BM B ciyyae mporpeccHpyroImero

_ yXynueHus GyHKI|H I09eK, €CIIH HUKaKAX APYTHX NPUYHUH He 0OHAPYIKEHO.

{Be3omacHOCTh TeHO(OBHpa+IMTpUIIUTA0NHA B OTHOIIEHHH ()YHKIHHA IIOUEK MCCIENOBAHA JIUIIb
B OYeHb oOrpaHM4eHHOW creneHd y BHY-1-mHQHIMPOBAHHBIX IALKCHTOB ¢ HapyIICHHEM
dymaxmmu  modexk (KK <80 mu/mmm). [Jlma  BUY-1-MHQUIMPOBAaHHEIX — IANMEHTOB  C
KK 30-49 MJI/MHE pEKOMEH/IyeTcs KOppEeKIUs HETepBaia MeXIy Jo3amu (cM. paszen «Crocod
IIpEMCHEHHS M 103E»). OrpanndeHnsle JaHHele KU CBUIETENBCTBYIOT O TOM, YTO OOINBIIOH

UHTEPBAI MEXAY HO03aMH HE SABJIACTCA ONTUMAJIBHBIM H MOXET IIPHBECTH K IOBBIICHHUIO
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TOKCHYHOCTH 1 BEPOSTHOCTH HEaleKBATHOTO oT
nanpenToB ¢ KK 50-60 Mn/MuH, nmonyyaBmIHX TeHO(oBHpa au3ompokcmia ¢ymapaT B
KOMOMHAIIMK C SMTPUOUTAOMHOM Kaxiple 24 4, oTMmedanach B 2-4 paza 0Ooliee BBICOKas
3KCIIO3UIES TeHODOBHPA B YXy/IIIeHHe hyHKImu nodek. Cle0BaTeNbHO, IPH IPEEMe Ipenapara
TEHO®OBUP + OMTPUIIUTABYH BM panmentamu ¢ KK <60 m/mMur HeoOxomuma
TINATEIbHAs OIECHKA COOTHOIIEHHS IIONB3a/pHCK, a TAlOKe TIIATENbHBIH KOHTPOIb (QYHKIMU
IIOYeK. Kpome TOTO, y MAIIMEHTOB, IIPUHAMAIOMIAX npenapar
TEHO®OBUP + SMTPULIUTABMH BM ¢ npomomkuTensHEbIM HHTEPBAIOM MEXIY H03aMH,
CIIeAyeT MOCTOSIHHO KOHTPOIUPOBATh KIMHWYECKUH OTBET Ha jedenue. [Ipumenenue npenapara
TEHO®OBUP + OMTPUIIUTABVH BM mnporuBomoxazaHo mnamueHTaM ¢ HapylleHUEeM
¢bynkumu mouex Tsokenoit crenenu (KK <30 Mia/MHH) H TeM, KTO HyXIAaeTcsd B FeMOIUANIN3E,
IIOCKOJIBKY COOTBETCTBYIOIIEE CHEDKCHHE 03Bl HEBO3MOXKHO IIPH IIpueMe (QUKCHpOBaHHOM
JieKapCcTBeHHOM koMOuHanuy (cM. paznen «Crnocob IPpUMEHEHHS U JI03BI»).

Oyenka gynxyuu novex npu JKII ‘
HWccnenoBanus mpuMeHeHUs: TeHOoGoBupa+taMTpuiuTabuna y BIY-HenHQUIMPOBaHHEBIX JIUI] C
KK <60 mn/MuH He NpOBOAMINCH, IIO3TOMY IIpMEM IperiapaTa B [JaHHON IOIYJIAIHH He
pexomenoBan. Eciu ypoBenb ¢ocdara B miasme xposu coctaniset <1,5 mr/mi (0,48 Mmoub/n)
WA KK y moboro TaIueHTa, MIPUHUMAFOIIETO riperapar
TEHO®OBUP + OMTPULIUTABMH BM B xauectBe JIKII, cHmxeH 1o <60 MJI/MHH, CIEIyeT ﬁ
TeueHHe HeeNU IOBTOPHO OLEHHTH (GYHKIMIO OYEK, BKIIOYAs H3MEPEHHs YPOBHS [IIOKO3HI 1
KaIMs B KPOBH M KOHIEHTpPalMH IJTIOKO3bI B Mode (cM. pasmen «llobounoe neiicTBHey,
npokcuManbHas TyOymonarus). Cremyer o6CyquTh BOIPOC O NpEepHIBAHAU NpHeMa Iperapara
TEHO®OBUP + OMTPULIMTABVH BM y nauuentos co camkeHHBM 10 <60 Min/mus KK nin
mo <1,0mr/mn (0,32 mmons/nt) ypoBHeM ¢ochara B crBopoTrke. Kpome Toro, ciemyer
paCCMdTpeTL mpepbiBanne npueMa mnpenapara TEHOOOBUP + OMTPUIIUTAGMH BM B
Cllydae MPOTPECCHPYIOIEro YXyAIIeHus (GYHKIHH MOYeK, €ClIM HUKAaKHX APYTHX IpPHYHH HeE
0OHapyKEHO.

Bosoeiicmsue na kocmuyio mxans

IaTomornyeckue H3MEHEHI KOCTHOM TKaHH, TAKUE KaK OCTEOMAILALIKSA, CIOCOOHAS IPOABIATHCS
KaK IIOCTOSIHHAS MM YCHIJIMBAIOIAscs OONb B KOCTSAX, KOTOpas M3pelKa BEIET K IIEPEIoMaM,
MOIyT OOYCJIOBIHBATHCS MMOPAKCHHEM MPOKCHMAIBHBIX KaHAIBLEB IOYEK, MHIYIMPOBAHHBIX
tenohoBupa Au3onpokcuioM (cM. pasnen «Ilobognoe nelcTBrE).

TenodoBrpa TU30MPOKCHI TAKXKE MOXKET IPUBECTH K CHibkeHHo MIIK.

Ilpr mONO3peHHMM WM BBUIBICHUM IIATONOTHYECKHX HU3MEHEHHMH KOCTHOM TKaHH CJICAyeT

00paTUTHCA 32 KOHCYJIBTAIHEH K COOTBETCTBYIOLIEMY CIEIIHAIHCTY.
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

B xontpomupyemom 144-menensuoMm KU no cpaBreHmo Tenodopupa au3onpokcuia pymapara
CO CTaBYJIMHOM B KOMOWHAIIMU C JJAMHUBYHMHOM U 3(1)aBnpeH30M cpe,zm BUY-urbUIEPOBaHHBIX
'B3POCIIBIX ITAIHEHTOB, HE IIOJIyYaBIINX paHee aHTHPETPOBUPYCHOTO JIEYCHMS, B 00eHX Ipynmax
HaOmonamce Hebonpimue cHkeHus MIIK B obmactu GeapeHHOM KOCTH M MO3BOHOYHHKA.
Comwxenre MIIK mo3BOHOYHMKAa KM HM3MEHECHHS OT MCXONHBIX IIOKasareield OHoMapKepoB
MeTaboaM3Ma KOCTHOM TKaHH OBUTH JOCTOBEPHO OoJiee BEIpaXKEHHBIMH B TPYIIIE TEHOPOBUpA HA
144 menene. Camxenne MIIK 6enpennoit kocta ObLIO0 JOCTOBEpHO 00Jee BBIPaXEHHBIM B 3TOH
rpynne mo 96 memenb. OnHako B TedeHue 144 Henenp B XOAE 3TOIO HCCIENOBAHUSA HE
HaGJIFOAT0Ch MOBBILICHHS PUCKa IIEPETIOMOB HITH IPH3HAKOB KIIMHUYECKH 3HAUUMBIX [IaTOJIOT U
KOCTHOH TKaHH.
B npyrux uccienoBaHMAX (MPOCIHEKTHBHBIX M MEXIPYNIOBBIX) Hambojiee BBIpaKEHHbIE
camxerus MITK Ha6monany y nanuesToB, IPHHAMABIINX TeHO(QOBHpPa AU30NPOKCHIa hyMapaT
B COCTaB€ CXEMBI, COiepKanIeli yCUIeHHbII HHTHOMTOp poTeas. B nenoMm, ¢ yueToM HapyIneHui
CO CTOpOHBI KOCTE€H, CBS3aHHBIX C TEHO(OBHpa IHU30IPOKCHIOM, M OrPAHHYCHHOCTH
JOJITOCPOYHBIX JAaHHBIX O BIMSHHUH TEHO(OBHpa AM3OUPOKCHIIA Ha 3[0POBBE KOCTEH U pHCK
TIEPEIOMOB, I MAI[MEHTOB C OCTEOIOPO30M, MMEIOIUX BBEICOKHH PHCK IEPENOMOB, cne;:[yéT
PacCMOTPETh ANbTEPHATHBHBIE CXEMBI JIEUCHUS.
Hoxonmaxmunas npogunaxmuxa
B KM BUY-sennuIUpOBAHHLIX JHI HAOMIOJAIM HE3HAYMTeNbHble cHmkeHns MIIK. B
uccenoBanuy ¢ yuactuem 498 myxxans cpenaue usmenenns MIIK, no cpaBHEHMIO ¢ HCXOIHBIM
ypoBHeM, depe3 24 mepemu Konebamuce or —0,4 % nmo —1,0% mna OGempeHHOR KocTH,
 TIO3BOHOYHMKA, ~[NeHku Oempa ¥ Beprena y MYXYMH, ©XKEJHEBHO IONyYaBLIMX
TeHO(OBHUP+IMTPHIMTA0MH B KauecTBe npoduiaxTuku (n=247) wiu wianebo (n=251).
Peaxyuu co cmoponwl nouex u kocmeii 8 0emcKo NONYIAYUY
JlocToBepHBIE CBEICHNS, CBA3aHHBIE C JONTOCPOYHBIM BO3/IeHCTBHEM TeHOGOBHpA AU30MPOKCHIA
¢ymapara Ha IIOUKH ¥ KOCTHYIO CHCTEMY BO BpeMs sieueHus nudexnuu BUY-1 B nequarprdeckoit
HOILYJISIMH, OTCYTCTBYIOT. KpoMme Toro, 06paTuMocTh HeGPOTOKCHYHOCTH IOCIIE IPEKPaIeHHs
npremMa TeHo(oBHpa AU30npoKcuiIa Gpymapara 1t nedeHnss BY-1 He MoxeT ObITh HONHOCTEIO
yCTaHOBJICHA.
PeKoMeH/IyeTCs. HCIIONIB30BaTh MEXIUCIUILIMHAPHEIM IIOAX0, UL ONPEACIICHHs. COOTHOIICHUSA
nmons3a/puck npu npuMeHeHuH npemapata TEHOQOBUP + OMTPULINTABMH BM s
neyennss BUU-1 uH}pekmun, HeoOXOMUMM COOTBETCTBYIOIIMH MOHHUTOPHHI BO BpEMs JICUCHHSI
(BKIIOUAs pEINeHHe O [IPEKpaIleHHH JIEUeHHs), TAKKe CIEXYeT PacCMOTPETh HEOOXOIUMOCTE

JOITIOJIHATEIIBHOI'O JICUCHU Ha HHAUBHIY aJIbHO# OCHOBE.
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Pearxyuu co cmoponwr novex

HesxenatenpbHuble peakldy CO CTOPOHEI ITOYEK, COOTBETCTBYIOINHE IPOKCHMAIBHOM MOUeUHON
- TyOysronatin, oTMedanuch y BUY-1-nHQUIIMPOBaHHBIX MAIlMEHTOB IETCKOrO BO3pacrTa OT 2 A0
12 ner (cM. paznen «IToGounoe nelcTBHEY). |

Konmponv ¢pynxyuu novex

Ilepen nauanom npuema npenapara TEHO®D®OBUP + OMTPUILIMTABMH BM ans neuyenus
BUY-1 meobxomumo nposectu oueHky dyukuuu mogex (KK u yposens ¢pocharoB B CHIBOPOTKE
KpOBH), a Takke HeoOXOOMMO OCYIIECTBIATH KOHTPOJNb BO BpeMs IpPUMEHEHWS, KakK ¥ I
B3pPOCJIBIX (CM. BBIIIE).

Beoenue nayuenmos ¢ napyuenuem Qynkyuu novex

Ecrm y  moboro  manmmeHTa  JETCKOTO B63paCTa, NONYYaromero  npenapar
TEHO®OBUP + OMTPUIIUTABVH BM, ypoBers ¢ocdaroB B chIBOpoTKE KpoBH <3,0 MI/mi
(0,96 MMoIB/1T), HEOOXOIUMO TPOBECTH IOBTOPHYIO OLEHKY (QYHKIMH ITOYEK B TEUCHHUE OIHOM
HEZIeTH, BKIIOYas ONpeJelI€HHE YPOBHs INIIOKO3bI B KPOBH, KalHsg B KPOBH H KOHLEHTPALMH
TIIOKO3BI B Moue (cM. pasnen «IloGouHoe nmeiicTBhe», mpokcuManbHas TyOynaomatus). Ilpm
MIONO3PEHUH WM OOHApyKEeHWH AaHOMAIHMU IIOYEeK, HEOOXOOUMO IIPOKOHCYIBTUPOBATHCA C
HeppOJOroM ¢ IEeNpl0 paccMOTpPEeHHs HEOOXONMMOCTH OTMEHBl JIEUeHHs IIpernapaToM
TEHO®OBHP + OMTPULINTABMH BM. OtMena JICYCHHS penapaTom
TEHO®OBHP + SMTPULIUTABVH BM Takke pommkHa OBITH paccMOTpeHa B Clydae
POrPEeCCUPYIOIETO cnnmé}mﬂ GyHKIMM TOYeK, KOrja HM OJHA JApyras npntmné He ObLIa
olIpeeNeHa.

Coemecmnoe npumeHeHue U puck Heg)pomoKCUuHOCmu

Heo6xoasMo clIeoBaTh TEM XK€ PEKOMEHIAIUsIM, KOTOphle IMPUMEHUMEI ISl B3POCIBIX (CM.
pasnen « Cogmecmuoe HA3HAYeHUue ¢ OpyeUMU 1eKapCMEEHHbIMU NPenapamamuy HIXE).
Hapywenue ¢ynxyuu novex

He pexomennayercs mpumensts npenapar TEHOOOBHUP + OMTPULIMTABMH BM y nun B
Bo3pacte No 18 ner ¢ HapymenueM ¢yHkmmu noduek (cm. paszgen «IIpoTmBomokasammsa»). He
cleqyeT HauuHaTh Tepanuio npenapatom TEHOOOBUP + OMTPULIMTABYH BM y nereit ¢
HapylleHHeM (QYHKIWH ITOYeK, a TaKKe HeoOXOAUMO OTMEHHTH JICYECHHE y T€X IalMEHTOB
JETCKOTO BO3PAacTa, ¥ KOTOPHIX HapylleHne (yHKIHHM MOYEK pPa3sBHJIOCH B TEYCHHE TEpaluu
upenaparom TEHOOOBUP + OMTPUILTMTAGMH BM.

Bo3oeticmeue na xocmuyio mrxans

[Ipumenenne TeHo(OBHpa AH30MPOKCHIA (hyMapaTa MOXKET CTaTh NpHUMHON cHKeHus MIIK.

Bmustaue m3mernenns MITK, cBs3annoro ¢ TeHodoBrpa HA30MPOKCIIIa pyMapaToM, Ha KOCTHYIO
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«DapMaKoIUHAMUKAY).

[

Ilpr oOHapy>KeHHH WM IIOJO3PEHMH Ha KOCTHYIO IIaTOJIOIHMIO IpH IPUMEHEHWH Ipenapara

TEHO®OBUP + OMTPUILIUTABMH BM y mpamnuenTa OEeTCKOro Bo3pacTa, HEoOXOOuMO

IIPOKOHCYJIBTHPOBATECS C SHAOKPHHQJIOTOM H/HIIH HEDPOIOTOM.

Macca mena u memaboauyeckue napamempul

B xo1e aHTHpeTpOBUPYCHOH TEpamuH MOXKET nponéxo,rm'rs yBENUYEeHHE MacChl TeNa, YPOBHS
JUIAJOB M KOHIEHTPAlMH TIJIIOKO3BI B KPOBH. OTH H3MEHEHHMS YacTH4YHO MOIYT OBITh
00y CIIOBIICHB KOHTpOJIEM 3a00IeBaHUs U CTHIEM >KH3HH. UYTO KacaeTcs JUIHUIO0B, B HEKOTOPBIX
CIly4asx MMOBBIICHAE UX YPOBHS CBHACTENLCTBYET 00 s dexTuBHOCTH [ICUEHHS; B TO BpeMs Kak
yOeUTeNbHBIX HOKa3aTeNbCTB, CBSA3BIBAIONIMX YBENHYCHHE MAacChl Teja C Kakoi-1uoo
KOHKPETHOM CXeMOH JiedeHus, HET. KOHTPOJIb yPOBHS JIMIMAOB ¥ IIIFOKO3bI B KPOBU IIPOBOAHUTCS
B COOTBETCTBHH C OOIIENpMHATHIMKH IpoTokosnamu jedeHus BMU-madexuun. Paccrpoiictsa
JHITHAHOTO 0OMEeHa CIIeyeT KOHTPOJIMPOBATh IPUHATHIME B KIIMHHUECKOH NIPaKTHKE METOJAMH.

Mumoxonopuanvubie Hapyuienus nocie BHympuympo6Hozo 8030elicmeus npenapama

A¥nayory HyKI€03UI0B H aHAIOTH HYKJIEOTHIOB MOTYT BJIMATh Ha METOXOHIPHATBHYIO (yHKIHIO
B pa3IMyHOM cTeneHH, U Hamboliiee BBIPAXKEHO 3TO BIMSIHUE IIPU HCIIONL30BAHUM CTaBYyIMHA,
JUIaHO3KWHA U 3HIO0BY IMHA. [TocTymam cooOEeHUs O pa3BUTHH MUTOXOHIPUATBHBIX Hapy IIeHUH
y BHWY-oTpuuaresbHBIX ~ HOBOPOXKAEHHBIX, IIOJBEPIIIMXCSl  BHYTPHYTPOOHOMY  H/WITH
TIOCTHATATBHOMY BO3JIEHCTBHIO AHAJIOrOB HYKJICO3H/IOB; B OCHOBHOM, 3TO KACAETCS CXeM JICUEHHS
¢ 3unoBYAWHOM. OCHOBHBIME HEXENaTeNIbHBIMH SIBICHHUSMH, O KOTOPBIX COOOIIANOCh, ObLIN
TeMaTOJIOTHYECKHE HapyIIeHus (aHeMHus, HEUTPONECHHS) M METadOJMUECKHe HapyIIeHHS
(THIIepNaKTaTeMHs], THIIEPIIUNIa3eMusl). DTH SBICHHS YACTO HOCAT KPATKOBPEMEHHBIH XapaxTep.
Vspenka NOCTYHAnd COOBIICHHS O HEKOTOPHIX HEBPOJOTMYECKHX HAPYIIEHHAX, KOTODHIE
HAYHHAJIMCh o3aHee (THIEePTOHMS, CyIOpOrd, asoMalnbsHoe noseaenue). Ha ceroquamsuil 1eHb
HEH3BECTHO, SBJLIOTCH JIH HEBPOJOTHYECKHE HApPYIIEHHS BPEMEHHBIMH WM IOCTOSHHBIMH.
ITonyueHHBle [OaHHBIE HEOOXOAUMO YYMTHIBATh M1 KaXIOro peOeHKa, IIEpeHEeCHIero
BHYTpHUYTPOOHOE BO3IEHCTBHE HIyKJICOSI/IHHBIX I HyKICOTHAHBIX aHAJIOIOB, Y KOTOPOrO €CTh
CEphe3HbIC KIMHUYECKHE IPOSIBICHUS HEU3BECTHOH 3THONOIHH, OCOOEHHO HEBPOJOTHYECKOIO
xapakrepa. VMerommecs: TaHHBEIE HE BIHMAIOT Ha TEKyIIHE HAIMOHANBHBIE DEKOMEHIAINH,
comracHo KoTopsiM BY-monoxuTeTsHBIM OepeMEHHBIM JKEHIIMHAM HEeOGXONUMO IpOBEICHHE
AHTHPETPOBUPYCHO# TEPAINH ¢ LENBIO IPOQUIaKTHKA BEPTUKAIEHOH nepenayn BAY.

Cunopom goccmanognenus UMMYHUmMema

B mauane adTHpeTpoBHpYCHOM Tepanuu y BHU-mHOHIHEPOBAHHBIX MAallMEHTOB C TKEIBIM

I/IMMYHOI[C(l)I/ILII/ITOM MOXXET BO3HHKHYTH BOCHAIMTCIbHAasA PEaKIUA Ha B036y11HTeHeﬁ
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0ECCUMIITOMHBIX MJIH OCTAaTOYHBIX OIIOPTYHHU
KIIMHAYECKHAM COCTOSIHHAM HJIH YCHJICHHIO BEIPaKEHHOCTH CHMIITOMOB. OOBIYHO TaKue peaKinuu
HAOJIOMAIOTCS B TE€UEHHE IEPBBIX HECKOJIBKUX HENENb MM MECSLEB IOCIEe Hadajla JICYCHHMS.
[IpuMepaM#r MOTYT CHYXHTb LMTOMETQIOBHUPYCHBIH PETHHHT, reHEpANH30BaHHbIE 1/HIH
O4aroBple MHKOOaKTepHaibHble HHGEKIMH W IHEBMOUUCTHas (Pneumocystis jirovecii)
nHeBMoHUs. ClIeAyeT OTCIEeXUBATH JIFOObIE CHMIITOMBI BOCIIANIEHNS U, B CIIy4ae Héo6xonnM0crn,
CBOEBPEMEHHO Ha3HAYHUTH JICUCHHE.

Taxxe coobImanocs 00 ayTOMMMYHHBIX 3a00Ne€BaHHSAX (Takux Kak Oone3nb [peiiBca u
ayTOMMMYHHBIC I'€IaTHTHI), COIPOBOXIABIIMX PEAaKTHBAIMIO MMMYHMTETa, OJJHAKO IaHHBIE O
BpPEMEHHU Hadala TaKUX SBICHUH CHIBHO PA3HATCH, M 3TH CIydad MOIJIM MMETh MECTO CILyCTH
HECKOJIBKO MECAIEB I0C/IE Hadaa JICUSHUs.

OnnopmyHucmuyeckue un@exyuy

BUWY-1-unpunupoBasHbIe . TalMEHTBI, HIOJIy YarOIIue penapar
TEHO®OBUP + SMTPULIUTABVH BM unu mo6oit npyroit aHTHpeTpOBUPYCHBIN Ipenapar,
MOIYT UMETh KIHHHYECKHE IIPOSBICHUS ONIOPTYHHCTHYECKHX HHGEKIMH HiH OCIOKHEHHS
BUY-undeximu, B CBA3U C STHM JOJDKHEI PETYIISIPHO HaOMIONAaThCS Y Bpaya, HMEIOIIETO OIBIT B
negenur BY-acconunpoBaHHEIX 3a00/1€BaHuiA.

Ocmeone;cgm

XOT O3THOJIOTHS OCTEOHEKpO3a CUHMTaeTcs MHOTO(QaKTOpHOW (BKIIOYAsS HCIIONB30BaHUE
TIIOKOKOPTHKOCTEPOMIOB, YIOTpeOIeHue alKoros, HaTMIMe TSOKETIOW HMMYHOCYIPECCHH,
IOBBINIEHHBIA HHIEKC MacChl TelNa), CIy4al OCTEOHEKPO3a PErUCTPHPOBAIMCE OCOOEHHO 4acTo y
HalMeHTOB C nporpeccp_lpylomei/’r BUY-undexumelt w/wim NpH  JUIMTEIFHOM IIpHEME
KOMOMHMPOBAHHOH aHTHPETPOBUPYCHOM Tepamuu. [lanuwenTaMm CliefyeT pPEKOMEH0BATh
o0pamaTbCsi 3a KOHCYJbTAIllMe#l K Bpady IIpH IOSBICHUM JIOMOTHl WM OO B CycCTaBax,
CKOBAHHOCTH B CyCTaBaX MM 3aTPyIHEHHAX B IBIKCHHIL.

Cosmecmnoe Hasnayenue ¢ Opysumu 1eKapCMEEeHHbIMU NPEnapamamy

He cnenyer npumensts npemapatr TEHO®OBUP + OMTPULIMTABMH BM  npu

OIHOBPEMEHHOM WJIM HeJaBHEM Ha3HA4YCHUH HE(hPOTOKCHYHOIO IEKApPCTBEHHOT'O IIpenapara (CM.
paszen «BsaumozeiicTBrE ¢ XPYTUMH JIEKApCTBEHHBIMH CPEICTBAMMU»). ECIM Takoro mpuMeHeH s
H36€XKaTh HEBO3MOXKHO, CIIEAYET eXeHeIeIbHO KOHTPOIMPOBATh NOYEUHY!O (YHKIIMIO.

BBUIK 3aperdCTPHpOBAHEI CIIyYal OCTPOH TOYEYHON HEJOCTATOYHOCTH JIOCHe Hadaia Tepaluu
BBICOKOH [1030i MJIM HECKOJBKHMH HECTEPOHIHBIMH IPOTHBOBOCIAIUTEIBHEIMU IIpeNIapaTaMu
(HIIBII) y maruentoB ¢ BUU-1 pudexuell, IoyJaBIIHX TeHOQOBHpPa TU30UPOKCUIA Gymapar

H HMelomuX (akTophl pucka moduedHol auchyHknuu. Ilodeunas ¢QyHKmuMa HODKHA
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KOHTPOJIHPOBATECS  HAUIEXKAIIM  00pa3oM RO Hpiverernn - Hpemapara
TEHO®OBUP + OMTPULIUTABMH BM u HIIBIL

BhICOKHif pPHCK INOpaXeHHs INo49eK Obul 3apeructpupoBad y BHWY-1-HEGHIHMPOBAHHBIX

HAlHEHTOB, [ONTyJYaBIuX TeHO(OBHpa nﬁaonpoxcmla (bymapaT B COYETaHHH € WHTHOMTOPOM
IpOTeassl, YCWICHHBIM DHTOH2BHPOM WM KoOMIMCTaToM. TakmM manHeHTaM Tpebyercs
TINATENBbHBI MOHUTOPHHT GYHKIMM [o4eK (CM. pasgen «B3auMoneHcTBHE C APYTHMH '
JIEKapCTBEHHBIME cpejcTBamuy). Y BHY-1-HEQHUIMPOBAHHBIX MAIMEHTOB C (axropamu pucka
HapymeHus (YHKIMM [OYeK COBMECTHBIM IpHeM TeHo(oBHpa NM30IpOKcHia (ymapara ¢
YCHJIEHHBIM HETHOUTOPOM IIPOTEa3sl JODKEH OBITH TINATENBHO IIPOAHANIU3UPOBaH.

He cnenyer mpumensts npenapar TEHOPOBHUP + OMTPUILTUTABUH BM oxnoBpeMeHHO €
JPYTEMH JIEKapCTBEHHBIMY IIpellapaTaMy, COJAEPIKAlMMH OJMTPHUIMTaOMH, TeHO(OBHpPA

IM30IpOKcHIa dymapar, TeHodoBupa anadheHaMu WM Ipyrde aHAIOTH UATHANHA, TAKUE KaK

.aMEBYIMH (cM. pasmen «BsamMoneicTBHe ¢ APYTHMMH JEKapCTBEHHBIME CpencTBamu»). He

cneqyer npuMmensts npemapar TEHOPOBHUP + OMTPUIIUTABYH BM  oxHOBpeMeHHO ¢
anedoBUpa TUITHBOKCHIIOM. )

Coemecmuoe npumenenue ¢ 1e0Unaceupom u cogpocoysupom, copocoysupom u eeanamaceupom
WU BENNAMACEUPOM, BOKCULANPEBUPOM U COPOCOY8UPOM

[Toka3aHo, 4Yro COBMECTHOe IpHMeHeHHe TeHO(GOBHpa MH3OIpPOKCHIa ¢ymapara H
nexunaceupa/codocOyBupa, BemaracBupa/copocOyBrupa MM BeNIaTaCBHpa/BOKCHIANPEBUPE/
coocGyBHpa OBBIIACT KOHIEHTPAKIO TeHO(HOBUpa B IUTAa3ME, OCOOCHHO IPH MX PHMEHEHIH
co cxemamu neueHns BUU-uadexnuy, BKIOYAIOIEME TeHOGOBHApA TU30HIPOKCHIa hyMapar u
bapMaKOKHHETHIECKHIT yCHINTENb (PUTOHABAP WA KOGHIKMCTAT).

BesomacHocTh TeHOGOBHpa TH3OIPOKCHIA (yMapara IpH €ro COBMECTHOM IIpueMe ¢
NegunacBupoM/cohocOyBApPOM,  BeIIaTacBHpoM/codocOyBHpOM — HIH BEJINATaCBUPOM/
BOKCHIAIpeBEpoM/copocOyBUpoM U (apMaKOKMHETHYECKUM YCHIATENEM HE yCTaHOBICHA.
Heo6X0MMMO aHaIM3UPOBaTh OTEHIHANBHBIN PUCK H NPEUMYLIECTBA, CBA3aHHBIE C COBMECTHBIM
Ha3HAYEHHEM, OCOOEHHO Jif MAlMEHTOB C MOBBIIEHHBIM PACKOM HapyIICHH GbyHKIIM TTOYEK.
Heob6x0oouM0  KOHTPONHPOBaTh  IAIMEHTOB, IPHMHHMAFOIIUX negunacsup/copocOyBup,
BenmaracBup/cohocOyBUp WIM BeIIATACBHD/BOKCHIANPEBAP/ COGOCOYBHp ~MAPAUIENBHO C
TeHo(OBHpPa IH3ONpPOKcHNA (yMapaToM H YCHIEHHBIM HHIHOMTOPOM BUY-npoteaspl, Ha
IpeaMeT HEXeNaTeNbHBIX peakiui, o0yClOBICHHBIX NEHCTBHEM TeHO(OBHpA IM30TPOKCHIA
¢dbymapara.

Coemecmmblii npuem menoghosupa OU30NPOKCULA PyMapama u OUOano3UNA

CoBMeCTHEII nIpreM TeHo(hoBrpa AU30MpokcHia Gymapara ¥ TUIAHO3WHA HE peKoMeHI0BaH(CM.

paszen «B3auMoneHcTBHE ¢ IPYTHMH JICKAPCTBCHHBIMH CpEeCTBaMM»).
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EcTh coOOIeHrs 0 BBHICOKOH 4acToTe OTCYTCTBHS Bnpyconorhqecxoro OTBETa U IOSBICHUH
PE3UCTEHTHOCTH y TAIMEHTOB ¢ HavanbHOM cTanueld BUY-mudexkunn npu KOMOMHUPOBAHHOM
mpreMe TeHOGOBUpa AU3ONPOKCHIA (pyMapara, JTaMUBYIMHA H aGakaBHpa, a TakXKe JaMHBY/IUHA
C IWIAHO3MHOM IO cXeMe IpreMa | pa3 B cyTku. JlaMUBYIUH U SMTPHIUTAOMH HMEIOT OIH3KOe
CTPYKTYPHOE CXOICTBO, & TAKXe CXOOHYIO (hapMaKkOKMHETHKY M (apMaxomuHamuky. [loaromy
MOTYT HalmoaThCs CXOJHBIE poOIEMBI npu mpueMe npernapara
TEHO®OBUP + OMTPUILIMTABMH BM c TpeThbuM HYKICO3HAHLIM aHATIOTOM.

Hayuenmwl nodicunro20 6o03pacma

TenohoBup+aMTpunMTabHH HE H3yqancﬁ y Jur crapire 65 sieT. Y uIl crapiie 65 JIeT OTMedaeTes
QoJbIIAsS BEPOATHOCTH HANMYMS CHIDKCHHOHM QYHKIMM IIOYEK, MOITOMY Mpemapar IOJDKeH
Ha3HAYaTHCA C OCTOPOXKHOCTHIO JIFOASAM CTapUIero BO3pacTa.

BcernomorarenbHEIC BelllecTBa

IIpenapara TEHO®OBUP + SMTPULIMTABMH BM conepuT 1aKT035I MOHOTHAPAT. B cBA3M

C OTMM TaIHeHTaM C pEeIKHMH HaCleICTBEHHBIMH 3a00J€BaHMAMH, CBA3aHHBIMH C
HENEepeHOCHMOCTBI0 TaJIaKTO3bl, HEJOCTATOYHOCTHIO JIAKTa3hl MM IJIOKO30-TalakTO3HOM
ManbabcopOIpeil He ciiexyeT IPAIMEHITh 3TOT IIpenapar.

IIpenapar TEHO®OBUP + SMTPULIUTABUH BM cozmepxut menee 1 MMoitb (23 Mr) HaTpus

B TaGJIeTKe, T.C. IPAKTHYECKHU HE CONCPIKUT HATPHS.

BJINSIHUE HA CIIOCOBHOCTS YIIPABJISITH TPAHCIIOPTHBIMHA CPEACTBAMMU
N MEXAHU3MAMHA '

HccnenoBanus, 10 H3yYEHHIO BIMAHMS Tpenapara Ha CIOCOOHOCTh yIPaBICHUS TPAHCIIOPTOM H
paboTy ¢ MeXaHM3MaMH, He IIpOBOJ_II/IJII/ICL!. Oppako JmI, IPUHUMAMOIIUX IIpenapar
TEHO®OBUP + ODMTPULIUTABMH BM, cnenyer nponH(boﬁMHpOBaTL, YTO BO BpeMs JICUCHUS

KaK SMTPUIUTAOHHOM, TaK ¥ TeHOHOBHPOM, COOOIIANOCH O TOJOBOKPYKEHHH. [Ipu nosiBICHUH

 TOJIOBOKPYKEHHS CICAYCT BO3IEpPKaThbCA OT BBIIOJIHEHHUS yKa3aHHBIX BUIOB OCATCIBbHOCTH.

®OPMA BBIITYCKA

TabneTky, TOKPHITHIE IICHOYHON 000I0UKOH, 245 Mr + 200 mr.

[To 30 TabTeToKk B NONMITHICHOBBHIM (IAKOH UIs JIEKapCTBEHHBIX CPENCTB, YKYIOPSHHBIA
TIOIMITPOIIMICHOBOR KPBIIKOH € BIAroIOITIOTHTENEM.

Kasxzpiif (prakoH BMECTe ¢ HHCTPYKIHEH M0 MEAUIIMHCKOMY IPUMEHEHHIO IIOMEINAIOT B AYKY M3
KapToHa. -

YCJIOBUS XPAHEHMA

IIpu Temneparype He Bbime 25 °C. XpaHUTh B HEAOCTYIIHOM ULl JIeTeit mecre.
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

ot 02.02.2024 N= 1832

CPOK FOHHOCTI/I ': El KOOALLLE E] I'-'1 3 ”—4: E53 E '-1- :'

3 ropa. He ucnons308aTh 0 HCTEYESHHH CPOKaA TOAHOCTH. -

YCJI0OBUsI OTIIYCKA

OTIyCKaroT 1O PELenTy.

IMPOU3BOJUTEJD

000 «MUXP», Poccus,

MockoBcKast 0631, T.0. XuMKH, T. XUMKH, yiI. Pabogas, 1. 2A, c1p. 1
JEPKATEJDL PY H OPFAHI/I3AIII/I$I, IPUHUMAIOIIIASI TIPETEH3MHU OT
IIOTPEBUTEJISA

000 «MUXP», Poccus,

141401, MockoBckas 0611., T.0. XuMKH, . XUMKH, yiI. Pabouad, 1. 2A, cp. 1
ten.: + 7 (495) 995-49-41, www.iihr.ru

I'enepanbHBIN TUPEKTOP

000 «1UXP» H. A. TTanaszona
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