COOTBETCTBYET 3SKCNEPTHOMY OTYETY

ot 20.01.2023 N2 944
WHCTPYKITUS [TO MEJIAITUHCKOMY TTPUM EHEHIGTEK APCTBEHROTO !
IIPEITAPATA
JdoxBup

PerncrpainmioHHbII HOMeEp:

T oproBoe HanimeHoBaHue: J[OKBUp

MexayHapo/THOe HelTaTeH TOBAHHOE WIH T'PYNIUPOBOYHOe HaMMeHoBaHue: TeHO(oBUp +
SMTPUIUTAOUH

JlexapcrBeHHast popma: TaGIICTKH, MOKPHITHIE IICHOYHONH 000JI0UKOM

Cocras

Heticmsyiowue 6ewgecmea:

Tenodorupa qusonpokcuia pymapat — 300,0 mr;

Owmtpunuradbun — 200,0 Mr

Benomocamenvruie 6enyecmesa:

Aopo: naxTo3pl MoHOTHApAT — 72,0 MT; Ie/UTIoJI03a MUKpoKpucTasuuueckas 101 — 245,0 wmr;
KapOOKCUMETHIIKpaxMall HaTpusi (mpumoresib) — 35,0 Mr; kpockapmernosza Hatpusi — 60,0 wmr;
TUApOKCHIIponMIMeTHINe/UIt003a E15 (runpomerutoza E15) — 9,0 mr; maraus creapar —
9,0 Mr.

Ilnenounas 6000pACMEOPUM A obonouxa: THIPOKCHIIPONMIMETHIILSIUTION03a  ES
(runpomesuioza E5) — 14,0 mr; makporon 6000 (momustwienriaukoiab 6000) — 1,8 mr; TutaHa
muokcua — 4,0 mr; momucopdat 80 — 0,2 wmr.

Omucanue

OpaJibHbIE ABOSIKOBBINTYKJIbIE TAOJIETKH, MOKPBITHIE IUICHOUYHOW 00010UK0M Gesioro 1BeTa.

Ha nomnepeunom pazpese siqpo 6eI0ro Wil MoUTH GesIoTo MBeTa.

dapmakoTepaneBTHUeCKasi TPYNIIa: IPOTUBOBUPYCHBIE CPEJACTBA CUCTEMHOTO JICHCTBUS,
MPOTUBOBUPYCHBIE CPEACTBA MPAMOTO JICUCTBHS, TPOTHBOBUPYCHBIE CPEICTBA JUIA JICUSHUS
BHUY-undexiuu, KoMOUHAIUAH.

KOJ ATX: JOSARO03

dapmakoorH4ecKHe cBOMcTBA

DapmaxoounHamuxa

MexagusM nelicTBUS

JIokBUp — 5TO KOMOMHMpOBAHHBIM IpemapaT ¢ (PUKCHPOBAHHOH 030 SMTpUIUTaOHHA H
TeHO(OBHpa JU3OTPOKCUIIA hyMapaTa.
OMTpUIIUTAOUH — HYKJICO3UJHBIM aHajor IUTHAMHA. TeHodoBupa auzompokcuia Qymapar

mpeBpamaeTcs in vivo B TeHo(oBHp, HyKIeosuaMoHopochaT (HYKICOTHT) aHAJIOT a/IeHO3HHA
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B OTHONICHHH BHpyca UMMYyHOJehunuTa deiaopeka (BUU-1 m BUUY-2) u Bupyca rematuta B
(BI'B).

OMmTpuriutabun U TeHohoBUp GochopuwmupyroTess ToA  ASHCTBHEM  BHYTPHUKJICTOYHBIX
depMeHTOB ¢ oOOpazoBaHWeM »SMTHpUIUTaOWHa Tpudochara u TeHopoBUpa gudocdara
COOTBETCTBeHHO. B HccieioBaHusIX in vitro ObUIO IOKA3aHO, YTO U DMTPHUIMTAOUH, U TeHO(DOBUD
[IPH UX OJTHOBPEMEHHOM MPUCYTCTBUU B KISTKAX MOTYT OBITh MOJHOCTHIO GOCHOPHUIUPOBAHBI.
Owmrpuiurabuna Tpudocdat u TeHopoBUpa aupochaT HHTHOUPYIOT 0OpATHYIO TPAHCKPHUIITAZY
BHY-1 no kOHKypeHTHOMY MeXaHU3MY, IIPUBO/ISI K TSPMHUHAIIUK CHHTe3a 1ienu pupycHou JIHK.
Owmtpunurabuna Tpudocdar, Tak ke, kak u TeHOopoBHUpa gudocdat, SBIAIOTCA CIaObIMU
uarubutopamu JIHK-nmomumepas MIeKOMUTAOMUX, TPU3HAKOB UX TOKCHYHOCTH IO OTHOIICHHUIO
K MHTOXOH/PHUSIM 71 Vitro | in vivo He HaOII0/1aloCh.

IIpomusosupycras akxmueHocmy in vitro

B uccnenoBanusx in vitro HaOIIOJAJICS CHHEPTH3M MPOTHBOBUPYCHOU aKTUBHOCTH KOMOMHAIIUN
sMTpunuTabuHa © TeHodoBHpa. B  wHccrmeoBaHUSAX KOMOHWHHPOBAHHOTO TpHeMa ©
UHTUOUTOpaMHU TpOTeasbl, a TaKXKe ¢ HYKJICO3UIHBIMH M HEHYKJICO3HMIHBIMH HHTHOUTOpAMHU
obparHoli TpanckpunTaszsl BUY Habmronancs aIMTUBHBIA WM CHHEPTETHUSCKHUH dPeKT.
Pesucmenmnocmo

In vitro:

B uccnenoBanusix in vitro u 'y HekoTopblx BUU-1-UHQUITUPOBAHHBIX TAIIMSHTOB HabIoqamach
VCTOWYHBOCTD K SOMTPHUIMTAOWHY, OOYCIOBJICHHAas paspuTHeM wMyTanmuu MI184V/L wm k
TeHo(OBHPY B CBsI3H ¢ MyTanuedt K65R. BupycHbie H30J5ThI, pe3UCTCHTHBIC K AMTPHUITUTAOUHY,
¢ myTtanusiMu M184V/1 okazanmuck Takxke YCTOWYHBBI K JIAMHUBY/IUHY, OJIHAKO OCTaBaJIUCh
BOCTIpUMMYHUBHI K JIUJJTAHO3HUHY. CTaBYAHHY, TeHOGOBHUPY U 3uaoByauHy. MyTtanus K65R Taxoke
MOJKeT HaOIIOaThesl IPU MIPUMEHSHUH abakaBUpa WIH JIUJAHO3WHA U, B CBOIO OUepe/ib, TAKKE
MOXKET TMPHUBOJAUTh K CHHXCHHIO d(pdekTa npu NPpUMEHEHHUH STUX CPEJCTB B COUCTAHUHU C
JAMUBYUHOM, SMTpUITUTAOMHOM U TeHOooBUpoM. CrenyeT nzberath NpuMeHeHUs TeHOQOBHpa
TU30TpoKcHiIa ymMapaTa y THalUeHToB co mramMmmMamMud BUU-1, umeromumu myTanuio K65R.
Kpome Ttoro, zamena K70E B rene oOparHoii Tpanckpuntazsli BHUY-1, obycioBieHHaAS
TeHO(GOBUPOM, NPUBOJAUT K HE3HAUUTESILHOMY CHHIKCHUIO UYBCTBUTEJILHOCTH K abakaBHpY,
SMTPUIUTAOUHY, JTAMUBYIUHY U TeHO(OBHUPY.

IIpu skcopeccun Bupycom BHUU-1 Tpex u Goiiee MyTalyif, acCOIMUPOBAHHBIX C aHAJIOTAMHU
TUMUUHA, BKIIOYaromux 3amMeny M41L wiu L210W B rene oOpaTHOH TpaHCKpHUNTAa3bl, ObLIO
OTMEUECHO CHHIKEHHUE UYBCTBUTEILHOCTH K TeHO(OBUpa JU3ONpoKcHiia ¢pymMapary.

In vivo —neuenue BHY-1:
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MOJIyYaBIMUX paHee AaHTUPSTPOBUPYCHOTO JICUCHHS, TE€HOTUIIMPOBAHHE IPOBOJUIOCH Ha
m3ossitax BUY-1, moy4eHHBIX U3 IUIa3Mbl BCEX MAIIMSHTOB ¢ MOATBEPKACHHON KOHI[EHTpaLUe
PHK BHY Gonee 400 xonuii/ma Ha 48-i, 96-i unu 144-i Hedesle WM Ha MOMEHT PaHHETO
IIpeKpalleHUs IIpUeMa UCCiIelyeMoTo IIpenapara.

IIo cocTosuuto Ha 144 Henenro:

® B COOTBETCTBHHM C TIPOBEJICHHBIM aHamu3zoM, myTarusa M184V/I pasewiace y 2 u3 19
(10,5 %) u3074TOB, MOJYISHHBIX OT MAIIMEHTOR B TPYIIIE, T/e MOIYUYAIH SMTPUIIUTAOHH/
TeHo(oBHpa aU3OMpoKcHIa (ymapar/sdaupens, u y 10 uz 29 (34,5%) wuzonsTos,
MPOAHAIM3UPOBAHHBIX V MAIIUCHTOR TPYIIBL A€  TOJYYaJd JIAMUBYJIUH/  3HUJIOBYIUH/
apasupens (3Hauenue p < 0,05, cpaBHeHUEe MO TOUHOMY KpuTepuio Duiepa cpeau Bcex
TAI[ACHTOB IPYIIIbI, Te MOJTYYaTHd SMTPUIUTAOUH + TeHO(QOBHpa TH30NpOKcHiIa GpymMapar,
CO BCEMH HAITUCHTAMHU IPYIIbL, /1€ oIyl JaMUBYIUH/3UJOBY/IHH ),

e HU OJIMH U3 MPOAHAJIM3UPOBAHHBIX BUPYCOB He cofepkai myTanuu K65R nmu K70E;

e TCHOTUIIMYECKAs PE3UCTEHTHOCTh K »(aBUPEeH3Y, TJABHBIM o0Opa3oM MyTallUsi BHpyca
K103N, pazBuwiack y BUpyca, moixydeHHOro oT 13 u3 19 (68%) manueHToB B rpylire, rjae
MOJTyJaJTH SMTPUIIATAOWH/TeHO(POBHpa THU3OMpOKCHIIa (pyMapaT/>aBHpeHs3, B CpaBHESHUH
¢ 21 u3 29 (72%) mariueHTOB B TPYIIIEe CPABHEHHUSL.

In vivo — OOKOHMaKmHas npoPUIAKmMUKa:

OOpasnpl  IIa3Mbl, TOJYYSHHbIE B XoJe 2 KJIMHHYSCKHUX HcciaeqoBanuit  BHUY-
HeHH(UIUPOBAHHBIX MAIIUEHTOB, ObLIN MPOAHATIM3UPOBAHBI HA 4 BapHaHTA, SKCIPECCUPYIOMMUX
amMuHOKuCHOoTHBIe 3ameHbl BHY-1 (1. e, K65R, K70E, MI184V u MI84I), xotopsie
MOTECHIMATILHO 00eCTIeUHBAIOT PE3UCTEHTHOCTh K TeHO(GOBUPY WITH SMTpUIIUTAOHHY. B o/THOM 13
HCCIIIOBAaHUH He BBIABJICHO HHKAaKuX BapHaHTOoB BHUU-1, skcnpeccupyromux myranuu Ko65R,
K70E, M184V unmu MI184l x MOMEHTY CEpOKOHBEPCHH Yy MaIueHTOB, nHpUIupopanupix BUY-1
mocje BKJIIOUCHHSI B uccienoBanume. Y 3 w3 10 marmuentoB ¢ octpoit BUU-unpeknuelt Ha
MOMEHT BKJIIOUSHHS B UCCIIe/IOBaHHE BUPYCHBIe MyTariud MI1841 u M184V oGHapy:keHbI v 2 U3
2 TAITUEHTOB W3 TPYIIbI, IPUHAMABIICH KOMOHHAITHIO TeHO(OBUP+IMTPHUITUTAONH, H 'y 1 U3 8
MAIASHTOR U3 IPYIIIHI 1aneso.

B xome apyroro KIMHHYECKOTO HCCIEJOBAHHS HE BBISBIIEHO HHKakux BapuaHtop BHU-1,
skcnpeccupyromux mytanuu K65R, K70E, M184V umu MI841 Ha MOMEHT CEpOKOHBEPCHH Y
nanueHTop, uHuiuposanusix BUU-1 B xXone uccnenopanus. Y 2 u3 14 maiueHTOB ¢ OCTpOH
BUY-undexnueli Ha MOMEHT BKJIIOUCHHS B HCCICIOBaHHEe y |1 W3 5 MallMeHTOB B TPYIIE,
nonydyaBmeid 245 mr TeHodoBHpa am3omnpokcwia (B ¢opme ¢ymaparta), BbISBICHA MYTAIlHs

K65R BUY, a y 1 u3 3 manueHTOB U3 TPYIIbI, NpUHUMABIICH KOMOWHAIUIO TeHO(OBHUP+
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SMTPUIUTAOHHY).

Hemu

BesomacHocTh U 3pPeKTHBHOCTh KOMOHHAIINH TeHO(QOBUP+ SMTPHIIMTAOUH Y JIeTeH B Bo3pacTe
1o 12 net He U3yqaiIn.

Dapmaxokunemuxka

Beacvisanue

BHOSKBUBAICHTHOCTh OMHOW TaOJeTKH, MOKPHITOW IUICHOUHOM 000JI0UKOW KOMOHHAIIUU
TeHO(OBHUP + SMTPUITATAOUH U KOMOWHAIIMU OJHOM TBep0H Karcyibl sMTpuiTabuna 200 mMr u
OTHOM TalGNIeTKH, MOKPHITOH TUICHOUHOM 000J0uKoH, cojepkamed 245 Mr TeHodoBHpa
TU3OMPOKCHJIA, TIPH HMX OJHOBPEMEHHOM MPUMEHEHHH, TMOATBEp)KJIEeHA IIPH  OICHKE
OJIHOKPATHOTO IMPUMEHEHHUS HATOMAK Yy 3I0poBBIX JoOpoBosbleB. Ilocie npuéma xomOuHAIUU
TeHOGOBHp + OSMTPUIMTAOWH BHYTPh 3J0pOBBIMH JIOOPOBOJBIIAMH OSMTPUIIUTAOWH U
TeHOOBHpa JH30MPOKCHIAa ¢ymapaT ObICTPO BCACBIBAIOTCA, W TEeHO(MOBHpA JH3OMPOKCHIIA
dbymapar mpespamaetcsi B TeHo(oBHp. MakcHMaibHbIC KOHICHTPAIMH SMTpHIMTA0WHA U
TeHOo(oOBHpa HAONIONAIOTCS B CHIBOPOTKe B jauanazoHe oT 0,5 go 3 dWacoB mocie mpuema
HaTomak. [IpuéM KoMOMHAIIMH TeHOMOBHP + SMTPUIMTAOHMH ¢ MANICH NPHBOIWI K 3aJepiKKe
JOCTHIKSHUSI MAKCHUMAJIbHBIX KOHIIGHTpalui TeHo(poBHpa NpHOIM3UTEIILHO HAa TPU UYSTBEPTH
gaca ¥ yBeauueHUIo 3HaueHUH AUC U Cmax TeHo(poBupa npubmmsutenbHo Ha 35% u 15%
COOTBETCTBEHHO IMpH MpUEME € THUMICH ¢ BBHICOKMM WM HHU3KHM COJSpIKAHHEM JKHUPOB IIO
CpaBHCHHIO ¢ TmpuéMoM HaTtomak. J[Id ONTUMH3AIUKM  BCAChIBAaHHUSA  TeHO(OBHpa
[PENOYTUTEILHO IIPUHUMATh KOMOUHAIIUIO TeHO(DOBUP + SMTPUIUTAOUH BMECTE C MHUIIEH.
Pacnpeoenenue

[Tocne BHYTPUBEHHOTO BBEJCHHUS 0ObeM paclpeesieHHs SMTpHUIUTaOWHA U TeHodoBHpa
coctasisut okoJio 1,4 si/kr u 800 Mi/kr cooTBeTcTBeHHO. [lociie mprueMa BHYTph SMTpHUIIATAOWHA
uid TeHooOBUpa JU3ONpOKCHIa ¢ymapara SMTPUIUTAOMH W TeHO(QOBUp CcBOOOJIHO
pacIpeIeNiaIoTCsl B OpraHu3Me. [n vitro CBsI3bIBAHHE SMTpHUIMTAONHA ¢ OelIKaMU TUIa3Mbl KPOBH
YyeJloBeKa COoCTaBLiio < 4 % M He 3aBUCENIO OT KOHICHTpanuu B auanazone or 0,02 mo
200 mxr/mi. In vitro cBs3biBaHHE TeHO(OBHpa ¢ OeJKaMU IUIa3Mbl WJIM ChHIBOPOTKH KpPOBH
COCTABJISUIO, COOTBETCTBeHHO, MeHee 0,7 u 7,2% Tipu KOHIICHTpAIlMU TeHO(OBHpaA B JHATIA30HE
ot 0,01 go 25 MKI/MIL.

Memabonusm

Jlanuple o MeTabonu3Me OMTpUIUTAOWHA oOTpaHHUYeHbl. W3BecTHO, UYTO HMTPHUIUTAOHH
MOJABEPTaeTCd OKHUCICHHUIO B THOJNIOBOM dacTH ¢ oOpasoBaHueM 3'-cynbpOKCHIHBIX

JTHACTEPEON30OMEPOB (0K0JI0 9% M03bI) U KOHBIOTATOB C TJIIOKYPOHOBOH KHCIIOTOM B opme 2'-O-
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AU30TNpoKcuiIa (ymapar, HU TeHOQOBHp He SIBILIIOTCS cyOcTpaTaMH (PepMEHTOB CHCTEMBbI
uToXpoMa. B cBoro ouepenp, HM SMTpUIMTAOMH. HU TeHO(OBHp He HMHIHOUPYIOT in Vitro
MeTa0OJIU3M JISKAPCTBEHHBIX CPEJICTB, TMPOUCKOISIIIUN ¢ YUIaCTHEM OCHOBHBIX HM30()epPMEHTOB
CYP. DmTpunutabun He HHTHOMpOBAT ypuIuH-3'-mudochormokyponmt tpancdepasy (YD),
(depMeHT, OTBeUAIOI[UH 3a B3aUMOCBSI3b ¢ [JIIOKYPOHOBOH KHUCJIOTOM.

Buiseoenue

DOMTpUIIUTAOUH B OCHOBHOM BBIBOJUTCS IOYKAMHM, NPHUHATas Jo3a OOHApYKUBAECTCS B MOUS
(oxono 86%) u kaie (okono 14%). 13% npuHATON M03bI SMTpULIUTAOUHA OOHAPYKUBASTCS B
Moue B BHAE TpeX MerTabosmrToB. OOmasi CKOpPOCTh BBIBEJSHHsI SMTpULUTAOMHA COCTABISET
307 sur/mun. [Tocne mpuemMa BHYTPS NIEPHO/ TIOTYBBIBSICHUS SMTPHITATAOUHA COCTABIISIET OKOJIO
10 gacos.

TenodoBup riIaBHLIM 00pa30M BBIBOJUTCS IMOYKAMU, KaK IIyTeM (PUIBTPAIMHU, TaK M ¢ HOMOIIBIO
CHCTeMBI AaKTUBHOIO KaHajibleBoro TpaHcmopra. I[Ipumepno 70-80% oT BBeAeHHOW [03BI
SKCKpETHPYeTCsl B HEHM3MEHEHHOM BHJE ¢ MOYOH II0CJIe BHYTPUBEHHOIO IIPUMEHEHHUS.
Habmromaempiit K1upeHe TeHOGOBUpa COCTABIISUL, B cpeaHeM, okoio 307 mur/mun. [loueunsii
KJIUPEHC COCTaRsUl npuMepHO 210 MI/MHH, YTO IPEBHINAST CKOPOCTh KIYOOUKOBOM
dunpTpanuu. ITO yKa3bIBAaeT Ha TO, UYTO AKTHUBHAsI KaHAJbIIeBas CEKpeIUsl SIBJIETCS! BasKHOM
4acThI0 Ipollecca BhIBeJeHHs TeHodoBupa. Ilocime mepopaibHOro IpHeMa IEpHOJ
TIOJTYBBIBE/ICHUS TeHO(OBUpPA COCTABIIACT NPUOIU3UTENBHO 12-18 gacos.

DapMaKoOKUHEMUKA Y 0CODbIX 2PYIN NAYUEHMOS

Il ooicunvie nayuenmei

DapMaKOKMHETHKY SMTpHIMTAOMHA MM TeHOQOBHpa y IOKWIBIX IAllMEHTOB (B BO3pacTe
65 JIeT U cTapline) He U3y Yaly.

Ilon

(dapMakoKWHETHKA SMTpUIIUTaOMHa U TeHo(oBHpa (TMpuMmeHsiemMoro B ¢Gopme TeHodoBHpa
JU30IpOKCHTIa (pyMapara) y MAllUEHTOB MY)KCKOTO M XKEHCKOTO I10JIa CXOHA.

Paca

He oOHapykeHO KIMHMYECKH 3HAYMMBIX pasziMuuil (apMaKOKMHETHKH HSMTpUIMTaOHHA Yy
IpeJCTaBUTENICH ¢ pa3HbIM STHUYECKHM IMPOUCXOXkIeHUEM. OcoOeHHOCTH (apMaKOKUHETUKH
TeHOo(oBUpa (mpuMeHsieMoro B ¢opMmMe TeHopOBHpa  Je30lpokcmia  dymapara) Y
IIpe/ICTaBUTEN e W Pa3HBIX 3THUUYESCKUX IPYIII HE U3YYaJIUCh.

Hemu

dapMakoKWHETHKAa KOMOMHAIUU TeHOGOBUp + SMTpUIMTAOMH y Jeted (go 18 neT) He

n3ydanack. GapMaKOKHHETUKY TeHO(OBHpPA B PAaBHOBECHOM COCTOSIHUHU HccieqoBain y 8 BUU-
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BUY-unpuIupoBaHHbIX JeTed B BozpacTe oT 2 jo 12 seT. DKcmo3unus TeHopoBupa y JIeTeH,
MOJTYYaBIIUX CYTOUHBIE J03bl TeHO(hOBUpa Au3onpokcuia 245 mr (B popme dymapara) BHYTpb
Wik 6,5 MI/KT Macchl TeJa TeHogoBHpa au3onpokcwia (B ¢popme pymMapaTa) 10 MaKCHMAITLHOM
JTO3BI, COCTABJIIBIICH 245 Mr, OblJIa CXOJIHOH C TAKOBOM Y B3POCIBIX, TOJYYAaBIIHX OJWH pa3 B
JeHb J03bl TeHodoBHpa gusonpokcuia 245 wmr (B dopme dymapara). HccrneqoBaHus
(hapMaKkOKHHETHKH TeHOGOBHpa JU30TPOKCHIIa hyMapaTa y eTel o 2 JIieT He MPOBOJWINCH. B
1esioM, (apMakKOKMHETHYECKHE MapaMeTpbl SMTPHUIIUTAOWHA Y HOBOPOJKICHHBIX, JeTel (B
BO3pacTe oT 4 MecsIes /1o 18 JeT) CX0KH ¢ TeMH, YTO HAOJIIOJAIOTCS Y B3POCIIbIX.

Osxupaetcsi, uTo (apMaKOKHMHETHUESCKHE TMapaMeTpbl SMTpUIMTaOMHA U TeHodoBHpa
(mpumensiemoro B dopme TeHodoBHpa Auzonpokcuia dymapara) v BUU-unpuUIHpOoBaHHBIX
OeTed OyayT CXOKMMHM C TeMH, 4YTo HaOIIOJAaloTCSl V B3POCJBIX B CBSI3HM C aHAJIOTHYHBIM
BO3JICHCTBUEM SMTpHUIIUTAOHHA U TeHO(DOBUPA.

Hapyuienue gynxyuu nouex

CyImecTByIOT HEMHOTOUHCIICHHBIE JIaHHBIE 1O (apMaKOKHHETHKE OSMTPUIIUTAOWHA U
TeHO(OBHpa y MAIMEHTOB ¢ HapylleHHWeM (PYHKIMM IOYeK IIOCe OJHOBPEMEHHOIO IpHeMa
OT/ACNIbHBIX TpemapaToB WIM B COCTaBe KOMOWHAIUH TeHOGOBUP + OSMTPUIUTAOUH.
(QapMakOKMHETHUSCKHE IMapaMeTphl ONpeAe/UIM  NpU  oJHOKpaTHOM mpueme 200 wmr
smrpunutabuna win 300 Mr TeHodoBHpa gu3ONpoKcHiIa (ymapara A0OpOBOJBIIAMH C
HApYMICHUSMH QYHKIHH MTOYSK PATHUYHON CTETIEHU TSKESCTH, MPH OTCYTCTBHH HH(UITUPOBAHUS
BUUY. CreneHb TSKECTH HapylmieHHS (YHKIUH MOUYCK OMPENS/BUIH MO BEJMYHMHE KIHUpEeHCa
kpeatuanHa (KK) (pyHkius nouek He HapymieHa, eciu KK > 80 mur/mMuH, JeTkoe HapylieHHE -
ecu KK cocrtasmsier 50-79 mu/muH, Hapymenue cpenner crenenu —npu KK 30-49 mu/muH u
Tspresioe Hapymenue —npu KK 10-29 mu/mun).

Cpennue 3HaueHUS (%CV) HKCTIO3UITUH SMTPHUITATAOWHA TOBBIMMAIOTCS OT 12 MKr*u/mi (25%) y
TOOpOBOJIBIICE TIPU OTCYTCTBHM HapyimieHWH (QyHKIUU modek U g0 20 Mxr*u/mia (6%),
25 mxr*u/mi (23%) u 34 mxr*u/mun (6%) y D0OpOBOJIBIICE € JISTKUMH, CpeHEH CTeleHH U
TSDKESJIBIMA HAPYIISHUAMHA (QYHKITHH TTOYSK COOTBETCTBEHHO.

Cpenuue 3HaueHus (%CV) skcnosunuu TeHOoGOBUpa MoBbIMaroTest oT 2185 Hr¥*w/mn (12%) y
T0OpOBOJIBIICE ¢ HOpMATBHOH dyHKIHeH modek 1o 3064 ur*u/mi (30%), 6009 ur*u/mu (42%) u
15985 wur*w/mn (45%) y J[0OpOBOJBIICE C JIETKHMH, CpeIHEH CTENEeHH W TIKEJIbIMHU
HApYIICHUSIMH (PYHKITHH TOYEK COOTBETCTBEHHO.

[IpeanonaraeTcsi, 4To yBEeJIMUSHUE UHTEpBaIa MEKIY MPUEMOM J103 KOMOMHAITUU TeHODOBHp +

sMmTpunuTabud 'y BHUU-1-uHpuIMpoBaHHBIX NAIMEHTOB ¢ HapyIIeHHeM (QYHKIHMUA IOYEK
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ypoBHEH Cpin, €CITH CPABHUBATH C MAIIMEHTAMHU ¢ HOPMAJIbHOU (PyHKIIHEH MOUeK.

Y manueHToB ¢ TEPMUHAIBHOU IMOYEUHOM HEJOCTATOYHOCTHIO, He HHpHUImpopaHHbix BHUY,
MEKAY TMpoIeAypaMUu TeMoJualin3a KOHICHTpAlUsl SMTPUIIMTAOMHA B KPOBU IOCTETICHHO
MOBBIMAETCs B TIepHoT Oosee 72 wacoB 0 53 Mkr*w/mu (19%), a KoHIeHTpaIus TeHOGOBHUpa B
nepuoj1 Oosiee 48 yacos mopsimaeTes g0 42857 ur*u/mi (29%).

Beito mpopemeHo HeOGosbIIoe KIWHHYSCKOS HCCICAOBaHHME TIO OICHKE Oe30MacHOCTH,
MPOTHBOBUPYCHOM aKTHBHOCTH U (apMaKOKHHETHKH TeHO(OBHpa JHU30MpoKcWia (pymapara B
KOMOUHANMK ¢ SMTpuliutabunom y BHY-uHpUIMpOBaHHBIX NAIMEHTOB C HapyHICHUEM
dyHKIUN Mouek. B moArpymie maiueHToB ¢ UCXOAHBIM KIHpeHCcOM KpeaTuHHHa 50-60 Mu/MuH
npuéMm mpemapata 1 pa3 B CYTKH HOpUBOAUI K 2-4 pa3oBOMY IIOBBINICHHUIO HKCIIO3ULIMH
TeHO(OBHpa U YXYIIMICHUIO (PYHKIIUH MTOULK.

HccneqoBanust ¢apMakOKHHETUKH SMTpHUIUTAOMHA U TeHo(poBHpa (IpUMeHseMoTo B dopme
TeHooOBHpa JHM3OMpOKCHIa d¢ymapaTa) y JAeTed ¢ HapylmieHHeM (QYHKIIHH T[OYeK He
npoBoauinuch. OTCYTCTBYIOT JIaHHbIE, Ha OCHOBAHMHM KOTOPBIX MOJKHO COCTaBUTh
PEeKOMEH/IAllMHY, Kacaroluecs J03UpoBaHMs (cM. paszjiesbl «Croco0 mpUMeHEHHUs W J03bD» U
«Oco0bIe yKazaHUS).

Hapyuienue gynxyuu nevenu

dapMakOKHHETHKA KOMOMHAIIMH TeHO(MOBHP + SMTPHIMUTAOMH Yy TAIIMEHTOB C HapyHICHHEM
(YHKIIMA TICUSHH HE H3yYasiach.

{dapMakOKHHETHKA SMTpPUIUTAOMHA Yy MaIMeHToB, He WHpunupoaHHeix BI'B, ¢ pasubpiMu
CTeTIICHSMH HapylIeHHs] (YHKIIUH IeUeHH He HcciaefoBajack. B 1memoM, dapMakoKHMHETHKA
SMTpHUIIUTA0UHA Y MAlMeHTOB, HHpUIUpoBaHHbIX BI'B, Oblia aHanmorudna ¢papMakoKUHETHKE Y
310poBbiX U BUU-HHQUIIHPOBAHHBIX MAI[HSHTOB.

Pasopas goza 300 mr teHodoBHpa Ju3oNpokcHIa (GymMapara NpUHMMAIACh MAIUEHTAMH, He
uHuimpopannsiMu  BUY, ¢ HapymeHuemM QYHKIUH T[€YSHU pa3IMUYHOW CTEMEHH 10
kinaccuukanuu Yaina-Ileto. ¥V maiueHToB ¢ HapymieHHeM (YHKIIMH TMeUSHH CYIIECTBEHHBIX
W3MCHEHHH MapaMeTpoB (apMaKOKWHETHKH TeHO(POBHpAa HE OTMEYANIOCh, UTO TPEANOJaracT
OTCYTCTBHE HEOOXOMMMOCTH B Koppekiuu Jo3bl. Cpemaaue (%CV) sHaueHHS] Chax U1 AUC0
TeHodopupa cocTaBiisiH 223 (34,8%) ur/mi u 2050 (50,8%) HI9/MJI COOTBETCTBEHHO Y JIHIT O3
HapyIeHUs! QyHKIHH nedeHu, 289 (46,0%) ur/mut u 2310 (43,5%) Hr-u/Mi y JIUI ¢ HApyIIeHHEM
¢yukuun nedeHu cpeaHer cremeHud U 305 (24,8%) ur/mu u 2740 (44,0%) Hrw/Ma y Jwmig ¢
TSDKEJIBIM HapyIIeHUeM (pYHKIIUH TTeUSHH.

IlokazaHusl K MIpUMEHEHUIO

Jeuenue BUY-1 ungexyuu:
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AHTUPETPOBUPYCHBIMHU IIpeNIapaTaMu.

Jleuenue BHWY-1 wundpexknuu y mnogpocTkoB ¢ 12 JeT, HUMEIOIMHUX PEe3UCTEHTHOCTh K
HYKJICO3UHBIM HMHTHOUTOpaM oOpaTHOW TPAaHCKPHITA3bl WJIM KOTOPHIM HE IHOJAXOASIT CXeMbI
JICYeHHsI Ha OCHOBE areHTOB IIepBOY JINHUHU BCJIS/ICTBHE TOKCHYHOCTH.

Hoxoumaxmuas npogunaxmuxa (KI1):

B couetanuu co cnocobamu 6ezonacHoro cexca it JIKII ¢ 1esiblo CHUXKEHUS pUCKa TIepejaun
moJioBbIM myTeM BHU-1 uHbeKIHN y B3pOCIbIX MPHU MOBLIINIEHHOM pUCKE.

IIpoTuBomnOKa3ZaHNA

e [IloppimenHass YyBCTBUTEJILHOCTh K JICHCTBYIOIUM BeIECTBAM WJIH JIIOOOMY JpYTOMY
KOMIIOHEHTY IIpenapara.

e Jlerckuii Bo3pacT g0 12 neT (3pPeKTUBHOCTh W Oe30MacHOCTh HE YCTaHOBJICHA) (I
nokazanus «Jleuenne BUU-1 undexiumn»).

o Jletckuii Bo3pact Ao 18 et (st mokasanus «J[okoHTakTHas npodunaktuka (JIKID»).

e [lanmenTsl TeTcKOro Bo3pacTa o 18 jieT ¢ HapymeHueM (PYHKITUH TOUYCK.

e Iloueuynasi memocratouHocTh Tspkesdao cremenn (KK <30 mu/mun) wm XIIH, xorma
HeoOXOUMO TIpOBeJeHHE TreMofuaiuza (0e30macHOCTh HEe YCTaHOBJCHA Y JaHHOU
HOILYJISILIMY TTALIUEHTOB).

e [lepwoj rpyJHOTO BCKapMJIUBAHHS.

e O/HOBpeMEeHHBIM IpUeM ¢ JpYTMMH IpelapaTaMH, COJEp)KallUMU 5SMTPULUTAOUH,
TeHO(OBUp WM JAPYTUX LUTHIUHOBBIX aHAIOTOB, TAKUX KaK JIAMHUBYIHH (CM. pas/elibl
«Bzaumoe#icTBHe ¢ APYTUMH JICKAPCTBEHHBIMH CpeACTBaMm» U «OcoOble YKazaHHsI»).

e OjHoBpeMeHHBIH TpHeM ¢ agedoBHUpoM (CM. paszjielbl «BzauMoJelCcTBHE C JPYTHMH
JIEKapCTBEHHBIMU CpefcTBaMU» U «Ocolble yKazaHUM).

e V nqmanueHTOB ¢ JeQUIUTOM JIAKTa3bl, HEMEPEHOCHMOCTBIO JIAKTO3bI, TIJIFOKO30-
rajlakTo3HoH MasbabcopOuue.

o IlpumeHenue [UIsi JOKOHTAKTHOH TMPOQUIAKTHKH Y JIMI C HEW3BECTHBIM WIIH
nosoxuteapHpiM BUU-1 cratycom, marenTam ¢ HapymenueMm ¢yHkmuu nouek (KK <
60 MJT/MHH).

C ocTopoxHOCTBIO
e y [AIIMEHTOB ¢ CaXapHBIM JIHA0ETOM;
e Yy MOKWIBIX NAIUEHTOB (B BO3pacTe cTapiie 65 JeT),

e YV MAlUEHTOB ¢ HapylIeHHeM QyHKIUU Touek (cM. pazaen «Ocobbie YKazaHUD» ),
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obnmafaromue HePPOTOKCHUESCKUM JIeUCTBHEM (aMUHOTJIMKO3H/IBI, amdoTrepunua B,
(dockapHeT, TaHIUKIOBHD, NEHTAMM/IWH, BAaHKOMHUIIUH, WHTepieHKuH-2, 1ugo(oBup),
HECTCPOH/IHbIC TMPOTHBOBOCTIAIUTENIbHBIC MpenapaThl, HHTHOUTOpHI mpoTeassl BUU,
VCWICHHBIE PHUTOHABHUPOM WJIM KOOHITUCTaTOM (CM. pasnenbl «BsammopedicTBue ¢
JIPYTUMHU JISKapCTBEHHBIMU cpeIcTBaMI» U «Ocobble yKazaHUsD);

y TMAIlHeHTOB ¢ YKa3aHWeM Ha 3a00JicBaHUE TICUCHH B aHAMHe3e, BKIIF0UAs TeaTUThI (CM.
pasnen «OcoOble YKa3aHUs»),

COBMECTHBIM TpHeM TeHO(GOBUpa M HUJAHO3MHA HE pPEKOMEHIOBaH (CM. pas3/iesibl
«Braumoe#icTBHe ¢ APYTUMH JIEKApCTBEHHBIMH CpeIcTBaMu» B «OcoOble YKazaHUs» ),
[IpoTuBOBHUpYCHBIE Npernaparhl Ui JeueHus: BupycHoro remnatura B (BI'B) (em. pasgen
«BzaumoieicTBUE ¢ IPYTHUMH JIEKAPCTBEHHBIMH CPECTBAMUI ),

[Manmentam ¢ Hapymenuem ¢yukmuun nodek (KK <60 mu/mun) (st mokasaHus
«Jleuenne BUY-1undexiun»);

ITarmenTaMm ¢ OCTCOIIOPO30M, UMCIOIIIUM BBICOKHH PHCK IIEPEIIOMOB.

IIpumeHeHMe IPH GepeMEeHHOCTH U B TIePUHO/ TPYTHOT0 BCKAPMJ/IMBAHUSA

Bepemennocmy

JlaHHBIC, TMOJYUYeHHBIC Ha BBIOOpKE cpefHero oObeMa y OepeMeHHbIX (Oosnee 1000 mcxomos

GepeMeHHOCTI/I), YKa3bIBAKOT Ha OTCYTCTBHUC MOPOKOB Pa3sBUTHUA HIIH TOKCHUUCCKOTO BO3JICUCTBHSA

Ha IIJ'IO,[I/HOBOpO)K}:[eHHOI‘O, KOTOPBIC ObLIH OBl CBS3aHLI C IIpUueMoM GM’IpI/II_II/ITaGI/IHa HUJIn

TCHO(l)OBI/Ipa. HCCJ’ICZ{OB&HH?I ma >KHBOTHBIX HC YVYKa3bIiBaJIK Ha TOKCHYCCKOC BOSZ[CfICTBHC

SMTpUIIUTA0UHA U TeHO(OBUpAa HA PENpPOAYKTUBHYIO ¢yHKIMI0. Takum oOpazom, 1mpu

H606XOZ[I/IMOCTI/I, MOJKeT OBITH paccMOTpEeHAa BO3MOXKHOCTE IIPUMCHCHHU:A IIpCIiapaTa I[OKBI/Ip BO

BpeMsi OepeMeHHOCTH.

Ilepuoo epyonozo ecxapmausanus

Hccaemopanus IIOKa3aJikd, 49ToO SMTpIrII_II’ITa6I/IH 141 TeHO(l)OBI/Ip BBLACIIAKOTCA B I'PYyAHOC MOJIOKO.

HaHHBIe O BJIMAHHH 3MTpHLIHTa6HHa 141 TCHO(i)OBI/Ipa Ha HOBOpOM@HHBIX/ﬂeTeﬁ HEJOCTAaTOYHBI.

[TosTomy He ciieryeT IPUMEHSTh npenapaT J[OKBHp B epHo1 KOPMIICHHUS TPY/IbIO.

B nenom, jxeHmuHaMm, uHuIHpoBaHHIM BHUY, He pekoMeHIyeTcss KOPMHUTH TpYAbIoO BO

uzbexanue nepenaun BUY peGenky.

DepmunvHocms

He mmeeTcst JaHHBIX O BJIMSHUM KOMOMHHPOBAHHOTO IpemapaTa Ha (pepTHIBHOCTH Yy JIHOJICH.

Hccaemopanus Y JKHBOTHBIX HE YKa3bIBalOT Ha BPCIHOC BO3JCHUCTBHE SMTpI/II_II’ITaGI/IHa HiIn

TeHo(poBHpa Ha (PePTHUIHLHOCTb.

Criocod MpUMEHECHUA U T03bI
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BOJ10H. TaleTku HeNb3sl pa3KeBhIBATH WK pasiaMbIBaTh.

TabneTky npenaparta J[OKBHp MOJKHO IPUHATH Cpazy MOCJe €€ pacTBOPESHUS MPUOIU3UTEILHO B
100 M1 BOJIBI, alleJIbCHHOBOTO MJIM BUHOTPAJHOTO COKA.

Haznauenne npenapara J[OKBHp [JOJDKEH HHHUIIMHPOBATH Bpad, KOTOPBIM HMEET OIBIT B
neyeHud BUYU-unbeKIun.

Z103b1

Bspocnvie u noopocmxu 6 eozpacme 12 nem u cmapuie U Maccoli mena He MeHee 35 Ke:
1 TabneTka B CyTKH.

IIpogpunaxmuxa BHY y e3pocavix: 1 TabneTka B CYTKH.

B cinydae HeoOXOAMMOCTH KOPpPEKIMH /JO3bI WM IpPEKpalleHUsl IpHeMa OJHOTO U3
KOMIIOHEHTOB IIpenapata JIOKBHp, DIalMeHTa CJIeAyeT IIepeBeCTH Ha IIpUEM OTAEJIBHBIX
IpenapaToB SMTpUIUTaOuHa WM TeHoporupa. IloxkamylicTa, oOpaTuTech K MHCTPYKIUH I10
MeUIMHCKOMY IIPUMEHEHHUIO YKa3aHHBIX IIPenapaTos.

Ecnu npueM 10361 ObLII IPOMYINEH, U NMPOILIO MeHee 12 yacoB oT 0OBIYHOTO BpEMEHHU NpUEMa
JI03bl, TO MAIUEHTY CJISAYeT KaK MOXKHO CKOpee IPHHATH IpenapaT [[OKBHpD U BEpHYTBCS K
oOBIYHOMY pEXKHMMY IpHeMa Inpemapata. Eciu B ciaydae NpOIyHIEHHOTO IpHeMa 03Bl
npenaparta JlokBup nponuio Gosee 12 4acoB oT oObIYHOTO BPeMEHH IpHeMa IpelapaTa, TO
NAIlMeHTy He CJIelyeT IpHHHUMATh MPOIYHNIEHHYIO JI03y, HO HEoOXO/JUMO BEpHYThCA K
0OBIYHOMY PEIKHUMY IIpHeMa Mpemapata.

Ecnu B Teyenue 1 yaca mocie mpuema Ipenapata J[oKBHp BO3HHKJIA pBOTA, ClIeyeT IPHHSITH
eme ojHy TabieTky. Ecim pBoTa Bo3HMKIIA Oojiee 4eM yepe3 1 yac mocie mpHeMa Iperapara
JIokBHp, TO elie 0/IHY TabJIeTKy IIPUHUMATD HE CIIEYeT.

Oco0ble TPYIIBI TAIHEHTOB

I ayuenmur noscunoco eospacma

Koppeknusi 10361 He TpeGyeTest (cM. pazaen « DapMakoJHHAMUKA ).

Hapyuienue ynxyuu nouex

OMTpUIIUTAOMH W TeHO(OBHP BBIBOJATCS W3 OpPraHW3Ma € MOUOH, MO3TOMY Y JHIl C
HapylmieHHeM (QYHKIMH TOYeK oOTMedaeTcsi Oojiee JUIMTSIBHBIM TEpHOJl BBIBEJCHHS
SMTpHUIUTaOuHA U TeHO(oBHpa (cM. paziebl « DapMakoKMHETHKAa» U «OcoOble YKa3aHUD» ).
Bspocnvie ¢ HapyuieHuem QyHKYyuy nouex:

[Ipenmapat JlokBup cieayeT mpumeHsATh y oTaedpHbIXx Jull ¢ KK < 80 muw/mun, eciu
MOTSHITHATIbHASL TI0JIb3a JICUCHHUSI CUMTACTCS NPEBBINIAIONICH TMOTCHIHAIbHBIA pHCK. CMm.

Tabmuiy 1.
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HEeOOCMAMOYHOCBIO

COOTBETCTBYET 3K

2023 N= 344

ot 20.01

Dosuposil b5l st Biith] & Siodeanon

Jleuenne BUY-1 v dexipm

JloxkoHTaKTHas IpoPHIIAKTHKA

Hapymenus
(YHKIIHA TTOYCK
ierkoi crenenu (KK

50-80 mur/mun)

OrpaHuYeHHbIC JaHHbBIE,
IIOJIyYeHHBIE B pe3yJibTaTe
KJINHUYECKHX UCCIICJOBAHHH,
CBH/IETEJILCTBYIOT B IIOJIb3Y
COXpaHEHHUs PEeKUMA JTO3UPOBAHHS
npenapata JIoKBUp OMH pa3 B
cyTKH (cM. pazen «Ocolbie

YKa3aHU»).

OrpaHuveHHbIE JaHHbIE,
OJIyYSHHBIE B pe3yJIbTaTe
KJINHUYECKHUX UCCIISTOBAHUM,
CBU/ICTEJILCTBYIOT B IIOJIB3Y
COXpAHEHUs peXKUMa JIO3UPOBAHUS
npenapara JIokBUp oJuH pa3 B
CYTKH HEUH(DUITUPOBAHHBIMHU
narentamu ¢ KK 60-80 yvur/Mum.
IIpuem npenapata JlokBup He
pekomeHoBaH maruenTam ¢ KK <
60 MJI/MHUH, HEUHPHITUPOBAHHBIM
BHY-1, B CBSI3H ¢ OTCYTCTBUEM
JIAaHHBIX Y JAHHOU TOMYJISAIUU (CM.
paznenbl « DapMaKOKMHETHKA» U

«Oco0ble yKazaHUS).

Hapymenus
(YHKITHH TTOUYCK
CpeJHeH CTeleHU

(KK 30-49 mu/mun)

[Ipuem npenapata JIOKBUp KaxKapie
48 yacoB peKOMEHAYETCS 10
pe3yJIbTaTaM MOJEIUPOBAHMS
(apMaKOKHHETUUESCKHX JIAHHBIX
pa3oBO J103bI SMTpHUIIUTAOUHA U
TeHOGOBHUpa Y TOOPOBOJIBIICE, He
umeromux uapexnun BUY, ¢
PazHOM CTENEHBIO HapyLICHUS
(yHKIMY OYeK (CM. pas/ie

«Oco0bIe YKazaHHS).

IIpuem npenapata /[okBup He
PeKOMEH/10BaH JJIs1 JaHHOH

MOy JIAITUHA.
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Hapymenus [Ipenapart JlokBup He LT 'I'ﬁﬁéhfﬁp%ﬁ%ﬁﬂéti{d@ﬂp e
(YHKITUH OYEK PEKOMEH/IOBaH, TaK KaK C PeKOMeH/10BaH JJIs1 JaHHOH
TSDKEJIOM CTeIIeHU KOMOWHHUPOBAHHOH TabNeTKOH TIOITYJISIIIAH.

(KK <30 Mi/MHUH) B | HeJIB3S TIOCTHYL HEOOXOTUMOTO
MMAITHEHTHI, YMEHBIICHHUS JO3BI.
HAXO/AIIMECS Ha

IréMoJHuaJIn3¢

Hemu ¢ napyuienuem QyHKyuu nodex

IIpumeHneHnue mnpemnapaTa He pEeKOMEHIYETCs Y JIMI B Bo3pacTe 0 18 jeT ¢ HapylmieHHEM
dyHKIHH TToUeK (cM. paszjen « OcoOble yKazaHusD) ).

Hapyuienue pynxyuu neuenu

Koppek1ust 103p1 y MAMSHTOR ¢ HapylmieHHeM (YHKITHH TIeUeHU He Tpelyercs (CM. pas/eibl
«DapMakoKHHETHKa» U «OcoObIe YKa3aHUD)).

emu

DddekTHBHOCTL U Oe30MACHOCTh MPUMEHEHUS Tpernapata J[okpup y aeteit 10 12 et nmoka He
ycTaHOBJIeHA (CM. pazfell «DapMaKOKUHETHKAY ).

I1odounoe nelicTEHE

Kpamxue oannvie o npogune bezonacHocmu

BUY-1 unpexyus

Cpenn moGOUHBIX peaklui, BOBMOMKHO CBSI3AHHBIX ¢ SMTPHUIIUTAOUHOM W/WJIH TeHO(OBUPOM, B
OTKPBITOM PaHJIOMHM3UPOBAHHOM KJIMHMYECKOM HCCISJOBAHUU B3POCIBIX Yalle BCEro
coobmanock o TomHoTe (12%) u amapee (7%). Ilpoduns Ge30MacHOCTH SMTPUIUTAOMHA U
TeHO(GOBHpAa B 3TOM HCCIICIOBAHWH COOTBETCTBOBAN TPEbIAYIIEMY OMBITY HCIOJIb30BAHUS
STUX MpenapaToB, KOIJAa KaKAblM W3 HUX IPHMEHSUICS € JIPYTHMH aHTHPETPOBHUPYCHBIMH
npenapaTamu.

Joxonmaxmuas npoguiAaKxmuxa

B xone aBYX paHJIOMHU3HPOBAHHBIX ILIAINE00-KOHTPOJUPYEMBIX HCCIICTOBAHUH € ydacTHEM
2830 wnewndumupoBanubix BHWUY-1 B3pocibIX JHI, KOTOpble MOIyYaIH TeHOMOBHUD U
SMTPHUIUTAOUH OJUH pa3 B CYTKH B KaUeCTBE JIOKOHTAKTHOW MPO(UIAKTHKH, HUKAKHX HOBBIX
HEIKEJIATSJIbHBIX PEaKIUi B CBSI3U € NMPUEMOM TEeHO(OBUpPA W DMTPUIUTAOWHA BBISIBJICHO HE
Obo. llanmentor HaOmonanu B cpegHeM B TeueHue 71 u 87 Heneslb, COOTBETCTBEHHO.
HauGonee gacToii HexkeNaTeIbHON peakiiuel B Tpymie TeHo(OBHUpa U SMTPUIUTAOUHA OTHOTO
U3 UCCIIeTOBAaHUM ObliTa rotoBHas 60J1b (1 %).

Hannvie 0 noboUHLIX peakyusx 6 6uoe C600HIX MabIny

IToGounnle pPeaKkIuu, Ha6JII—0,I[aBIlIHeC}I B KIHMHHYCCKHX HCCIICAOBAHHIX H B pyTPIHHOﬁ
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AL )

KInHUYeckod mpaktuke y BUU-1 wundummp

bpanmik | irimdento “ paecriatphBaenhic “kak

BO3MOXKHO CBSI3aHHBIC ¢ KOMIIOHEHTaMU Tipenapata J[okBup, npusoaarcs Huxe (Tabnuna 2) o

KjjaccaM CHCTEM OpraHoB H YacCcTOTeC. B paMKax KaHCI[Oﬁ I'pylIibl IO 4YacTOTE MoOOYHbIE

peaKITiy TPUBEJCHBI B MOPSIAKES YMEHBIICHUS
OTIPEISIIAIOTCS KaK: oueHb yacTto (=>1/10), gacto

< 1/100) u peako (o1 =1/10 000 go < 1/1000).

CCPBE3HOCTH. IToGounrie PeaKknuu 1o 49acToTe

(o1 >1/100 mo < 1/10), Hewacto (oT >1/1000 o

Tabnuna 2 I{obounvie peakyuu, accoyuuposanHvie ¢ NPUEMOM KOMOUHUPOBAHHO2O npenapama

meHoqboeupa U ammpuuumaéuHa, U OMHOCAUUECA K OMOCNbHBIM KOMNOHEHMAaM npenapama, Ha

OCHOBAHUY KIUHUUECKO2O UCCIeO08AHUS U nocmpecuCmpayuoOHHOC0 aAHanusda

UacToTa DMTPUITMTAOHMH TenodoBup
\Hapyuienus co cmoponsl Kpos 1 TUMQPAmMUIecKot CHCHEMbL .
Yacto Heitponenus
Heuwacto Anemus’
\Hapyuienus co cmopoHbl UMMYHHON CUCEMBL:
Yacto AJuteprudeckasi peaknus
\Hapyuienus co cmopoxsl 0OMeHA 6elecing U NUMaHus:
OueHb 9acTo I'mmodochaTemust’
YacTto ['uneprivkemus,

TUNEP TPUTIULICPUISMUST
Heuwacto [unokantHeMus’
Penko JlakToanunos
\HapyuieHua ncuxuxu:
Yacto HeoOb1unbie CHOBHACHHS,

OeCCOHHUIA
\Hapyuienus co cmopoHbl HEPEHO CUCMEMDL
Ouenb yacTo ['onopHas 6011 ['osoBoOKpYyKEHHE
Yacto ['osoBoKpyKEHHE ['onopHas 60116
\Hapyuienus co CmopoHbvl JIceiy00d HO-KUMEUHO2O MPaKma:
OueHp 9acTo Jluapesi, TomuoTa Jluapesi, ppoTa, TOIMHOTA
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COOTBETC TEn &‘ET '*’i"l' EPTHOMY OTYETY

T 20.0 .'_':23 M2 '*'-'i-"
Jacto OO0I1ee MOBBIIMISHHUE ¢ KTHBHO&JH/II:‘ = Ech’nd errf Bﬁﬂvrﬁe j002]
aMHJIa3bl, B TOM YHCJIE aMHJIA3bl METCOPU3M
IO KEITY IOUHOM JKeJIe3bl,
MOBBLINICHHE aKTHBHOCTH JIMIIA3hI,
pBOTa, OOJIH B JKUBOTE, TUCTICTICHS
Heuacto ITankpeaTur
\Hapyuienus co CmopoHbl NeUeHl U JHCendegbl8 00 UUX nymeli:
Hacto ITospimenne akTuBHOCTH ACT IloBrImenne aKTHBHOCTH|
w/unu AJI'T, runepOunupyOuHeMus! [«IIeUeHOTHBIX)» TPAHCAMHUHA3
Penxo Kupopast nucTpodus meUeHH,

IeraTuT

Hapymeyuﬂ CO CMOPOHbBL KOJCU U NOOKOJNCHBIX MKAHET:

O4eHb 4acToO

Kosxuas crinp

Jacto BesukynoOyiesHasi, mycTyJe3Hasl,
MaKyJIOMamnyJie3Has ChIllb, KOMKHAs
CBITTh, KOJKHBIN 3y/1, KpallUBHHUIIA,
HW3MEHEHHE 1[BeTa KOXKH (YCHICHHE
HHFMeHTaHHH)2
HeugacTo AHTHOHEBPOTHUECKUH OTek’
Penxo AHTHOHEBPOTUUESCKUN OTEK

HapyweHu}z CO CHOPOHbBL CKENEMHO-M bIULCUHOT U COCOUHUMENbHOTE MKAHU.!

OueHL 4acTo

IloBrimenne akTHBHOCTH

KpeaTUHKUHA3bI

Heuacto Pa6,£[0MH0J1H31, MBI YHAS
c1a60cTh!

Penko OcTteoMassius (TIpOSIBIISIOIIASICS]

OOJISIMH B KOCTSIX H nepejioMmaMy

KOCTeH B OT/eNbHBIX ciydasx)l,

MHOTIATHSL

\Hapyuenus co Crmoporsl NOYeK 1 MOYEEbi600AUUX NYMEN:

Heuacto

[ToBbimeHUE KpeaTUHUHA,
IIPOTEUHYPHSL, IPOKCUMAJIbHAS
TyOyJIOTIaTHSI, BKJIOYAs CHHIAPOM

DdaukoHu
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COOTBETC T E; ET AKCNEPTHOMY OTYETY

T 20.01.2023 N= 944

Penko (MOCT] ﬁbﬁeqhaﬂéﬁ&*faﬂ)qi{tgcl i

(ocTpast m XpoHHUUECKast), OCTPbIN
TyOyISIpHBIN HeKpo3, HeQpHuT (B
TOM YHCJIe OCTPBIH
MHTEPCTHIHATIBHBIH He(pHuT)®,
HepOTreHHBIN HecaxapHbIN

nuaber

Obuue paccmporicmea u HapYUeHUs 6 Mecme 66€0eHUA:

O4eHb 4acTO AcTteHus

JacTo Bosb, acTenus

1V kazanHas MoGOUHAS Peakiis MOKET TIOSBUTBCS KaK CIEACTBHE TPOKCHMAIbHON TyGymnonatun. B oTcyTcTBHE
IAHHOTO COCTOSIHMSA CUMTAeTCs, YTO BO3HHKHOBEHHE YKa3aHHOM ToG0UHOH peakIni He HOCHT XapaKTep NMPHINHHOR
B3aHMOCBSI3H C IPUMEHEHIEM TeHO(DOBHPA.

[Ipu TIpHIMEHEHNH 3MTPUIUTAa0WHA Y feTeil aHeMus HabIONanach 4acTo, a M3MEHEHHe IBeTa KOXKH (YUacTKn
THIIEepIITMEHTAIUH) OueHb JacTo.

STTo6ounast peakius GblIa YCTAHOBIEHA BO BPeMsl MOCTPETUCTPAIIHOHHOTO HABGMIONEHIMS, HO He PETHCTPHUPOBATACh B
PaHIOMI3MPOBAHHEIX, KOHTPOIUPYEMBIX KIMHWUECKUX HCCIENOBAHILIX C yUacTHeM B3POCIBIX WIH KIMHHUECKHX
WCCIENIOBAHMAX C TpUMEHeHWeM sMTpurmTabuHa ¢ ydactveM BUWU-wHOUIMPOBAHHBIX feTel, WIH B
PaHIOMI3HPOBaHHEIX KOHTPOIHUPYEMEIX KIMHIIECKHX HCCIeIOBaHISIX, MIN B PaclIMpeHHOM IporpaMme JocTyTa K
teHodoBHpy. YacToTa olpezersiiach METOIOM CTAaTHCTHUECKOIO pacdeTa, MCXOIs W3 OOIIero umcia INAIfieHToB,
MONYYaBIINX HMTPHIMTAOHNH B PaHIOMIBBMPOBAHHEIX KOHTPONHPYEMBIX KIMHIYECKNX HCCIefoBaHMAX (n =1563)
I TeHODOBHP B PaHAOMI3MPOBAHHBIX KOHTPONMPYEMBIX KIMHMUECKMX MCCIENOBAHISIX M B PacIIMpeHHOH
mporpamme goctyna (n =7319).

Omucanne OTAeIbHLIX MOOOUHLIX PeAKITHI

Hapyuwenue gynxyuu nouex

ITockosnbky mpenapar JIOKBHp MOXKET NPHUBECTH K HapyIIeHUI0O (QYHKIUU [OYEK,
peKOMeH/yeTcsl KOHTpOJIMpOBaTh HX (QyHKIUIO (cM. pasgen «OcoOble  yKazaHU»).
ITpoxcumarnpHasi TyOysonaTHsl, Kak IpaBHIo, McUe3ajla WIM OTMEYaJoCh YIIyUIIeHHE IOCie
oTMeHBI TeHodoBHpa. Tem He MeHee, y HekoTophlx BHUU-1 WHHUITUPOBAHHBIX MAIIMESHTOB,
OTMeHa TeHO(OBHpa NPHUBOJIWIA K HEMOJHOMY BOCCTAaHOBJICHHIO CHHOKeHHOro ypoBHs KK.
[TanueHTHI ¢ pHCKOM pa3BUTHS II0YEYHOM HEJNOCTATOYHOCTH (HANpUMeEp, IAIlUEHTHI C
UCXOJHBIM PHUCKOM TIIOY€YHOM HEJOCTAaTOYHOCTH, comyTcTByiomasd BHU-undexnus,
CONYTCTBYIOMAsl Tepamusi He(PPOTOKCHUYHBIMH TIpemapaTaMH) HaxXoJiTcs B TIpyIIe
HOBBIMIEHHOTO PHUCKA HEMOJHOTO BOCCTAHOBJICHHUS (DYHKIMH IIOUSK, HECMOTpsI Ha OTMEHY
TeHodorupa (cM. pazjes «Ocolble YKazaHUS ).

Jaxmoayuoos
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COOTBETC TEn »'ET'*"I"I_ EPTHOMY OTYETY
T 20.01.2023 N= 944

[Ipun nmpumeHeHHH TeHO(OBHpA TU3OMPOKCHIIA B BHIE %E&%g&nﬁﬁ‘ Tlﬁﬁhﬁ“xon}t?ﬁﬁaulnﬁ c

JPYTUMH aHTUPETPOBHUPYCHBIMH IIpemapaTaMu CcooOMalioch O CIyYasxX JaKTOalHuI03a.
[TanueHTHl ¢ mpeApacmoiaralolUMU  (aKTOpaMH, B YACTHOCTH, JIGKOMIICHCUPOBAHHOHU
00JIe3HBIO MeUSHHU, WU MAIUSHTHI, MOJYYaoNUe COMyTCTBYIONINE JSKAPCTBEHHBIC TIpeTapaThl,
W3BECTHBIE KaK MHAYLIUPYIOIIHE JAKTOAIUI03, BXOAT B TPYIIY IOBBIIEHHOTO pPHUCKA
Pa3BUTHUS TSDKEJIOTO JIAKTOAIN/103a Ha (poHe JieueHUs] TeHO(DOBUpPA JTU3O0MPOKCHIIOM, BKIIOYAs
JIeTaJabHbIe UCXO/IbI.
Iapamempor memabonuzma
B xone aHTHpeTpOBHUPYCHOH Tepali Macca TeJjia, YPOBHU JIMIUAOB U TIIIOKO3bI KPOBH MOTYT
YBEITUYUBATHCSL
CUHOPOM 80CCINAHOBIEH UL UMMYHUMEMA
Y BHUY-unpUIHPOBAHHBIX TAIUCHTOB C TSDKEIOW (opMoM HUMMYyHOASPHUIUTA HA MOMEHT
Hayajla KOMOMHUPOBAHHOW aHTHPETPOBUPYCHOM Tepaluy MOXKET BO3HUKHYTh BOCTIAIUTEIIHHAS
peakius Ha aCUMOTOMATHYECKHEe WJIM OCTATOUHBbIC OMMOPTYHHCTHUeCKUe HHpeKnuu. Taroke
c0001anoch 00 ayTOMMMYHHBIX HapyIIeHUSX (TaKUX Kak GoJiesHb ['peliBca u ayTOUMMYHHBIN
TeIlaTUT); O/IHAKO JIaHHBIE O BPEMEHHM Haudala TAKUX SIBJICHUH CHUJIBHO PA3HATCS, U HTH CIIydaH
MOTJIA UMETh MECTO CIIYCTSI HECKOJILKO MECAIIECB MOCie Havala JeueHus (cM. pazjea «Ocobblie
YKa3aHUsD ).
OcmeoHexpos
Coolmaioch 0 cioydasix OCTEOHEKpO3a, B YACTHOCTH Vy TMAlUCHTOB C OOMICH3BECTHBIMHU
dakTopamu pucka, mo3aHed craguedt BUU-uHekIMH WM UIHTSIBHBIM  MPHESMOM
KOMOMHHPOBAHHOW aHTUPETPOBUPYCHOM Tepanuu. YacToTa BO3HMKHOBEHHS YKa3aHHOTO
SIBJICHUSI HEU3BeCTHA (CM. paszell «Ocolble yKazaHUsD ).

emu
B fomnonHeHne K HeXeNATSIbHBIM PEaKIUsIM, O KOTOPBIX cO00MAIOCh MPH JICUSHUH B3POCIIbIX
nanueHToB, aHemust (9,5%) u wuzmeHeHue 1Bera koxku (31,8%) uame HaOmMONAIUCh B
KJIMHUYECKUX HUCCISAOBAHUSAX SMTPUIIUTAOUHA y AeTel (B Bo3pacTe oT 4 mecsies a0 18 jer),
geM y B3pocibiX (cM. pasgen «lloGounoe nelicTehe», TabMUUHOS pe3loMe HEIKeATE/IbHBIX
peaKIui).
HesxenatenpHble peakiiny, HaOJIIogaeMble y MAIMEHTOB JSTCKOTO Bo3pacTa (oT 2 10 <18 JerT),
MOJIVIABIIUX JIeUeHHE TeHO(GOBHpa U30MpOKcHIa (yMapaToM, COOTBETCTBOBAIH TeM,
KOTOpble HAOMIOJAINCh TpPU KIMHUYECKUX HCCIIeIOBAaHUAX TeHO(OBHpa JAH3OMPOKCHIA
dbymapata y B3pocibix (cM. pasngen «lloGounoe pedicTBue», TabMUUHOE pe3rOMe
HEeJKeJIATEJIbHBIX PeaKIuil).

B ximmanueckux uccnenopanusix BUU-1 uHQHUITHPOBaHHBIX TAITHSHTOB JSTCKOTO BO3pacTa oT 2
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COOTBETCTBYET SKCMNEPTHOMY OTHETY

o1 20.01.2023 Nz 944
no <18 mer u BI'B-undunupoBaHHbIX MAITUGHTOB z[é{"llk’ora %&&%&Egﬁa‘;ﬁJ:@&:‘ﬁen

c000MaIoCh 0 CHHKSHUH MHHEpaIbHOH TI0THOCTH KocTer (MIIK) y marueHTOB, moTyJaBniux
TeHooBHUpa AU30IpoKcuiIa pymapar (cM. pazjen «Ocolble YKazaHUS ).

89 BUU-1 uHPUIUpOBAHHBIX TAIMEHTOB JCTCKOTO Bo3pacTa (quama3oH oT 2 jgo 15 ser)
oJiydainu TeHo(oBUpa AU3ONpOoKcHa (ymapatr B cpeqHem B TeueHue 331 nHememu. Copok
BoceMb (9,0%) manMeHTOB INpeKpaTHIHM JICUSHHE IperapaToM B CBSI3H € HeXKeJIaTeJIbHbIMHU
peakiusIMHU €O CTOPOHBI TMoYek, MATh Ul (5,6%) uMenn gabopaTopHbIE TPU3HAKH,
COOTBETCTBYIOMHKE TYOYJIONMATHH MPOKCHMAJIBHOTO THIIA, YeThIpe M3 KOTOPHIX TMPEKpaTHIH
Tepanuo TeHO(OBHUpa JU3ONIPOKCHIA (pyMapaToMm.

,ZIDVZM@ ocobule cpynnbl NAUEHMOos

Juya ¢ Hapyuenuem QyHxyun nodex

[TockoybKy TeHO(DOBHP MOKET BBI3BIBATH MOPAXKEHUE MOUYEK, B3POCIBIM JMIIAM ¢ HApyIIeHHEM
(YHKIMK TOYCK, MPUHUMAIOMMNM TpenapaT J[oKBUp, peKOMEHIYETCsl MOCTOSIHHBIA KOHTPOJIb
dyHKIHA oYK (cM. pazaeisl «Ocobble yKkazaHus» U «Crocol IpUMEHEHHUS U JTO3BI»).
Ko-ungpexyus BIUY/BI'B unu BUY/BI'C

IIpouns GezomacHOCTH SMTpUIMTA0HHA U TeHO(DOBUpPA Y OrpaHUUYCHHOTO KosuuecTtBa BUY-
HH(QUIIPOBAHHBIX IMAllUEHTOB, KOoTOpble Ko-uH(puuupoanbl BI'B wmm BI'C, 6bu1 cxox ¢
npoduiieM 6e30MaCHOCTH, KOTOPbIH HaOMIOMAJCS Y TMAIlMeHTOB, WH(UIIMPOBAHHBIX TOJBKO
BHUY. Tem He MeHee, Kak okuaanoch, nopeimenue aktTuBHOCTH ACT u AJIT y maHHO# rpymnibl
MAIASHTOR BCTPEUYAIMCH Yamie, 9eM B oOmel momyssiud BUY-uHUIIHPOBAHHBIX MAIIHSHTOB.
Obocmpenus cenamuma nocie NPeKpayeris nedenus

VY marueHToB ¢ comyTcTByIonel uHdekmuedn BI'B oTmedanuch kIuHHYeCKHE U JabopaTOpHBIE
Opu3HAKU OOOCTpeHHUsl TelaTHTa I[OCJie TpeKpalleHus JeueHusi (cM. pazgen «Ocobble
YKazaHUsD ).

Ilepemo3upoBka

B ciyuae nepe/1o3upoBKH, 3a MalUEHTOM HeoOX0JAUMO HaOII0aTh OTHOCUTENILHO TPOSIBICHUN
TOKCUYHOCTH U, €CJIH HeOOX0AUMO, IPUMEHATH CTAHAAPTHOE MOICPIKUBAIOIIEE JICUSHHE.

Jlo 30% pno3pl sMTpunuTabuHa W npubmmzutenbHo 10% m03p1 TeHOPOBHpa MOTYT OBITH
BBIBEJICHBI € IIOMOMNIBIO TeMojJHaiu3a. HeusBecTHO, BBIBOAUTCS JIM SMTPHUIUTAOWH WK
TeHO(OBHP MyTeM IEPUTOHEAILHOTO JTHATTU3A.

BzaumoneiicTBHe ¢ APYTUMHU JIeKAPCTBEHHBIMH CpeacTBAMI

HccnemoBanus B3auMo/IeUCTBUS ObLITH MPOBE/ICHBI TOJIBKO Y B3POCIIBIX.

[Tockonmpky B mpemapate JIOKBHUp COJSPIKUTCS SMTPUIUTAOMH U TEeHODOBHUP, BCE CIydaH
JICKAPCTBEHHOTO B3aUMOJCHCTBHUA, BBISIBJICHHbIC C STUMHM AKTUBHBIMH BEHISCTBAMH, MOTYT

BO3HHUKATL TaKMKC IIpH IIPpUMCHCHHH IIpCIiapaTa I[OKBI/Ip. HpHeM 3MTpHLIHTa6HHa BMECTEC C
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COOTBETC TEn »‘ET'*”I"I' EPTHOMY OTYETY
T 20.01.2023 N= 544

TeHO(GOBUPOM He BIIUSIIT HAa (PapMaKOKUHETUKY 3Mmuuﬁwéﬁﬁwré%‘6(£5%ﬁi B pgﬁQE%OM

COCTOSIHMH, B OTJIMUME OT MpUeMa KaKJI0TO MpernapaTta B OTASIbHOCTH.

UccnenoBanusi in vitro, a TakkKe KIMHUYSCKHE HCCIeoBaHUA (apMaKOKHHETHUESCKUX
B3aUMOJICUCTBUH MOJTBEPIHIIH HU3KYIO BEPOSATHOCTh CYP450-onocpe1oBaHHBIX
B3aUMOJICHCTBUH MEXKAY SMTPHUIIUTAOHHOM H TEHOMOBHPOM C JIDYTHMH JISKApPCTBEHHBIMH
npenapaTamu.

OHOBpEMEHHOE IPUMEHEHHE HE PEKOMEH/IOBAHO

[Ipenmapatr JlokBHp He clieAyeT MNPUMEHSITh OJHOBPEMEHHO C JPYTHMH IIpemapaTamu,
COJICpIKANIUMHU SMTPUITUTAOUH, TeHo(oBUpa aqu3onpokcui (B popme pymapara), TeHopoBUpa
aradeHaMu/ WK ApyTHE IUTHINHOBBIC aHAIOTH, TaKHe KaK JJAMHBYIHH (cM. pazfen «Ocolble
yYKazaHus» ).

IIpenapat Jlokpup He cieayeT MNPUMEHSTh OJHOBPEeMEHHO ¢ ajJe(oBHpa JHUIHBOKCHIIOM.
Juoanosun

OHOBpeMeHHOS TIpUMEHEHHe MpemapaTa J[OKBHp W JUAAHO3WHA HE PEKOMEHJyeTcs (CM.
paznen «Ocolbble yKazaHUS» U TabmuIry 3).

Jlexapcmeennvie cpeocmea, KOmopuie 6bl600AMCSR NOUKAMU

[TockoIbKY SMTPUIIUTAOHH U TeHO(GOBHUP BBIBOSATCS MPEUMYIIECTBEHHO MTOYKAMH, COBMECTHO®
npuMeHeHHe rnpenapaTta J[OKBHp ¢ JIeKapCTBEHHBIMH TpenapaTaMy, CHIKAIONUMHU MOUYSUHYIO
(QYHKIHIO WIH KOHKYPUPYIONIUMH 3a aKTUBHYIO KAaHAJBIEBYIO CEKpelHio (Hampumep, ¢
TAA0(GOBUPOM), MOKET MOBBICHTH KOHIICHTPAITHIO B CHIBOPOTKE SMTPHUITUTAOWHA, TeHODOBUpA
W/ COBMECTHO HA3HAYACMBIX JICKAPCTBEHHBIX MPETIApaTOB.

HeoGxoqumo uzberath MpUMeHeHHUs IpemapaTta JIOKBHp ¢ OJHOBPEMEHHBIM WM HeJaBHUM
pUMEHEHHEM HePPOTOKCHUSCKUX JICKapCTBEHHBIX IpenapaToB (Hampumep,
AMUHOTJIMKO3UAOB, amdoTrepunHa B, ¢QockapHeTa, TaHIUKIOBHpA, TEeHTAMHUIUHA,
BaHKOMHUIIHHA, ITHA0(OBUpa U HHTEPJICHKHHA-2) (CM. pa3aes «Ocolble yKazaHUsD)).

Hpyeue ez3aumoodeiicmeus

BzaumoseicTeuss MexIy mnpemapatoM J[OKBHp WIH €ro OTJISIbHBIMH KOMIIOHEHTAMH U
JPYTHMH JICKapCTBCHHBIMHU TIperapaTaMu, NpecTaBlieHbl Huxke B Tabmure 3 (yBeiauueHHE
o0o3HaueHO «1», YMEHBIIEHUE - «|», OTCYTCTBHEC H3MEHEHUH - «<>», JIBa pa3a B CYTKH -
«b.i.d.» ¥ oJiuH pa3 B cyTKH - «q.d.»). IIpu Hasmuuu 90% noeputenbHoro uHTepBaia (/1) on
yKa3aH B CKOOKax.

Tabmuma 3 Bzaumooeiicmeue Medicoy npenapamom Jlokeup uiu e20 OMOenbHuIMU

KOMRNOHEHMAaMt U ()pyZZLMM JNEKAPCMEEHHbIMU Npenapamamil
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COOTBETCTBYET 3SKCNEPTHOMY OTYETY
ot 20.01.2023 N= 944
JlekapcTBeHHBIIH NpenapaT BiHsiHHe Ha YPOBHH npenapata - - | —PeroMeHaAm s 0THOCHTE. 0
110 TepaneBTHYeCKHM CpenHee MPOLIEHTHOE H3MEHEHHE OJHOBPeMEHHOI0 IPUMEHEHHH ¢
HAIpABJIeHHAM AUC, Cmax, Cmin ¢ 90% npenapaTrom
JOBepHTEJIbHBIM HHTEPBAJIOM, JokBup (200 Mr >MTpHIIHTa0HHA,
eCcJIH HMeeTcs (MeXaHU3M) 245 mr TeHO¢OBHPa JTH30NPOKCHIIA)
ITPOTHBOHH®EKIIHOHHBIE
AHTHpeTPOBHPYCHBIE CpeACTBA
HHrudutopsl npoTeasnbl
AtazanaBup/PutoHaBup/ ArazaHaBup Koppexmmn  nmo3er  He Tpebyercs.
Tenodorupa mmsompokcuna | AUC: | 25% (| 42 -1 3) YBennueHHASA SKCTIO3UITHS
¢dbymapar (300 mr q.d./100 mr | Cmax: | 28% (] 50 -1 5) TeHo(oBHpa MOXET  YCHIHMBaTh
q.d./300 mr q.d.) Cmin: | 26% (] 46 - 1 10) CBSI3aHHEIE c TEHOPOBHUPOM
HeKeNaTeNbHble SBIEHWS, BKIOYast
Tenodorup MATOJIOTHIO TTOYEK.
AUC: 1 37% Heo6xommmo TIIATEIHHO
Cmax: 1 34% KOHTPOIHUPOBATH (PYHKITIO TTOYEK (CM.
Cmin: T 29% pazmen «Ocobble YKazaHusy» ).
AtazanaBup/PutoHaBup/ BzanmopeiicTBre He M3ydanocs.
OMrpururabuH
HapynaBup/PuronaBup/ HapyHaBup Koppexmmm  mo3sl He Tpebyercs.
Tenodorupa mmomnpokcuna | AUC: < IToBrimennas SKCTIO3UITHS
¢dbymapat (300 mr q.d./ 100 mr | Cmin: <> TeHo(OBHpa MOXET  YCHIHBAThH
q.d./ 300 mrq.d.) NMOOOYHBIE PpEaKIMH, CBSI3AHHBIE C
Tenodorup TEeHO(OBHPOM, B TOM  YHCTe
AUC: 1 22% HapyIleHne paboThl TI0UeK.
Cmin: T 37% CrnenyeT TIHIaTeNbHO KOHTPOIHPOBATH
Hapynapup/PuroHaBnp/ BranmopelicTeie He M3y4anIoch. byHxIIEo mouek (cM. pasgen « Ocobwie
Omrpururabus YKa3aHIISY ).
Jlonmuasup/PuroHasup/ JlonmHarmp/PrutonaBup Koppeximm  mo3sr  He TpebyeTcs.
Tenodompa mmompokcuna | AUC: < YBenmueHHas SKCIIO3UIHSA
¢dymapat (400 mr b.1.d./100 vr | Cmax: <> TeHooBMpa MOX¥ET  YCHIMBATh
b.1.d./300 mr q.d.) Cmin: <> CBSI3aHHEIE c TeHO(OBHUPOM
HeKeNaTeNbHble SBICHWS, BKIIOYas
Tenodorup TATONOTHIO  Touek.  Heobxommmo
AUC: 132% (1 25 -1 38) TINATETHHO KOHTPOIHUPOBATE By HKITHIO
Cmax: « mouexk  (cm.  pasmen  «OcoGwie
Cmin: 1 51% (1 37-1 66) YKa3aHUAST» ).
Jlonmurarup/PutonaBup/ BzaumopeiicTBre He M3ydanocs.
Omrpunurabua
Hykeo3n1Hble HHTHGHTOPBI 00PATHOI TPAHCKPHIITA3BI
Junanosus/TenodoBnpa OnHOBpeMeHHO® npuMeHeHne | OmHOBpeMeHHOe TpUMeHeHNe
Iisonpokcwia ¢hymapat TeHodoBHpa 158 IUaHO3MHA | NIpemapaTta J[oKBMp M AWIAHO3MHA He
npuBoauT K 40-60% moBHIIIEHMIO | pexomenayercs (cM. pasmen «Ocobbie
CHICTEMHOM SKCTIO3NIINH | YKa3aHIIDY).
IVIaHO3MHA, qTo MOXKeT
YBENWUMBATh PHCK CBS3aHHBIX C
J1Ia HO3MHOM HexeTaTeIbHBIX
spraermii. CoobIIamoch 0 HEYACTHIX,
WHOIZIa  JIeTalbHBIX,  CIydasx
MAHKpeaTHuTa ¥ JAKTOallino3a.
OnHOBpeMeHHO® BBe/IeHHE

TeHooBMpa M JHOAHO3WHA B IO3€
400 Mr B cyTKH OBUIO CBSI3aHO CO
3HAUNTENIEHBIM yMEHBIIEHIEM
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

ot 20.01.2023 N= 944
JlekapcTBeHHBIIH NpenapaT BiHsiHHe Ha YPOBHH npenapata - - | —PeroMeHaAm s 0THOCHTE. 0
10 TepaneBTHYeCKHM CpeiHee NpoLICHTHOE H3MEHEHHE 0/JHOBPEMEHHOTr0 NPUMEHEHHA ¢
HAIpABJIeHHAM AUC, Cmax, Cmin ¢ 90% npenapaTrom
JOBepHTEJIbHBIM HHTEPBAJIOM, JokBup (200 Mr >MTpHIIHTa0HHA,
eCcJIH HMeeTcs (MeXaHU3M) 245 mr TeHO¢OBHPa JTH30NPOKCHIIA)

KOIIM4IEeCcTRa KJIeTOK CD4,
BO3MOXKHO, B CBSI3U c

MEKKIETOUHBEIM B3aMMOJIeHCTBHE M,

91O TIOBHIIIAET
cdochopmwmpoBaHHEll  (TO  €cTh
aKTHBHEIH) IVIaHO3WH.
YMeHbIIeHNE JO3MPOBKA

oumaHo3uHa Ao 250 Mr, KoTtopas
BBOZIMTCS BMECTE C TeHO(POBMPOM,
OBIIO CBSIZaHO C COOOIMIEHHMSAMH O
BBICOKOH YacTOTE BUPYCONOTHIECKH
HEYIauHOTO JTeve Hist pH
HeCKOIBKIX HCCIIeTOBAHHEIX
KoMOMHAITIIX A1 meuenns BUY-1
MHDE KT

Junanosun/ OMTprIMTaGuH BzanmopelicTBre He M3yUYanocs.

JamuBy nun/T eHOpOBHpa JlavmBy nuH: JlammBynnH wu npemapaT  J{okBHp
Im3onpoKcwna gymapat AUC: [3% (|8 % mo 115) HEJTB3sT HA3HAYATh OJHOBPEMEHHO (CM.
Cmax: |24% (|44 no |12) pazmen «Ocobble yKazaHws ).

Cmin: He Beraucisuiocs (HB)

Tenodorwup:

AUC: |4 % ({15 1o 18)
Cmax: 1102% (|96 mo 1108)
Cmin: HB

Ddasupens/TeHodoBupa Odarupens: Hukakolt ~ KOppeKTMPOBKH  HO3HI
IM30TIpOKCIIIa (hyMapat AUC: |4% (|7 mo 1) sthaBupensa He TpedyeTcs.
Cmax: [4 % (|9 mo 12)
Cmin: HB

Tenodorup:

AUC: |1 % (|8 mo 16)
Cmax: 17% (6 mo 122)
Cmin: HB

ITPOTUBOMH®EKITHOHHBIE ITPETIAPATHI

IIpoTHBOBHpYCHBIE NpeNapaThl AJ1A JleueHHA BUpycHoro renatura B (BI'B)

AnedoBup nurmBokcH/ | AmedoBHp IUTMMBOKCHI: AnedoBup IWIMBOKCHI W TIperapar
Tenodorupa mmomnpokcuna | AUC: | 11 % (] 14 no| 7) JloxBup HEIb3s5 Ha3HAYATh
¢dbymapat Cmax: | 7% (| 13 mo | 0) omHoBpeMeHHO (cM. pasmen «Ocobvie
Cmin: HB YKa3aHUAI» ).
Tenodorup:

AUC: | 2% (| 5101 0)
Cmax: | 1% (| 7m0 1 6)
Cmin: HB

ITIpoTHBOBHpYCHBIE IpenapaThl JJIA JedyeHHA BUpycHoro renatuta C (BI'C)

Jenvmaceup/CodocbyBup Jlenumaceup: IloBbImieHHBIE KOHIIE HTPALX
(90 Mr/400 mr q.d.) + AUC: 1 96% (1 74 mo 1 121) TeHooBHpa B IUIa3Me B pe3yibTare
ArazanaBup/ PutoHaBup Cmax: 1 68 % (1 54 no 1 84) COBMECTHOTO TpHeMa TeHO(hOBHpa
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COOTBETCTBYET 3SKCNEPTHOMY OTYETY
ot 20.01.2023 N= 944
JlekapcTBeHHBIH NpenapaTt BimsaHue Ha ypOBHK npenapaﬁr Uy -—Tt;ﬂgﬁn‘i‘eﬁiﬁﬁh%ﬁ{ bfh(;;ﬁfgﬂgﬁr)'

110 TepaneBTHYI¢ CKHM
HarnpaBJeHHAM

CpenHee MPOLIEHTHOE H3MEHEHHE
AUC, Cmax, Cmin ¢ 90%
JOBEPHTEJILHBIM HHTEPBAJIOM,
eCcJIH HMeeTcs (MeXaHU3M)

OJHOBPeMEHHOI0 IPUMEHEHHH ¢
NpenapaTom
JokBup (200 Mr >MTpHIIHTa0HHA,
245 mr TeHO¢OBHPa JTH30NPOKCHIIA)

(300 mr q.d. /100 mr q.d.) +
Owmrpurturabun/ TeHodoBMpa
OI30TIpOKCHIa Gymapat

(200 Mr/300 mr q.d.)!

Cmin: 1 118 % (1 91 70 1 150)

Cocochyrup:
AUC: &
Cmax: <>

GS-331007%

AUC: <

Cmax: <>

Cmin: 1 42 % (1 34 mo 1 49)

ArazaHaBup:

AUC: &

Cmax: <>

Cmin: 1 63 % (1 45 no 1 84)

Puronasup:

AUC: &

Cmax: <>

Cmin: 145 % (1 27 mo 1 64)

OMTpHIUTAO UH:
AUC:
Cmax: <>
Cmin: <>

Tenodorup:

AUC: &

Cmax: 147 % (137 00 1 58)
Cmin: 147 % (1 38 mo 1 57)

IIT30TIPOKCHIT ¢bymapara,
neaunacBupa/codocOyBmUpa "
aTa3aHABMPA/PUTOHABHPA MOTYT
YCHINTL HeKeNaTelbHBle SBIEHNS,
CBST3QHHBIE c TeHO(DOBHpa
IIBoNpokcrna GyMapaToM, BKIIOUast
HAPYIIEHNA byHKIII
BeszomacHocTs

TOYeK.
TeHo(hOBHpa
II30TPOKC A bymaparta pH
WCTIIONB30BAHHM € JIQUIIACBHPOM/
coocOyBHpOM " YCHIHTEIEM
(hapMaKOKHMHE THKH (Harmpumep,
PHTOHABHPOM WIH KOOWITMCTATOM) He
ycraHoBieHa. CHeAyeT OCTOPOIKHO
HCTIONB30BATh Ty KOMOHMHAIIMIO, 9acTO
KOHTPONHPYST QYHKIMIO TIOUeK, eClH
IOpyTHE albTePHATHBEL OTCYTCTBYIOT
(cm. pasmen «Ocolbble yKa3aHWs» ).

Jenymaceup/CodoctyBup

(90 mr/400 mr q.d.) +
Japynasup/ PuroHaBup

(800 mr q.d./100 mr q.d.) +
Owmrpururadun/ TeHodoBmpa
II30TIPOKCHIA GyMapat

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

Jlenumaceup:
AUC: &
Cmax: <>
Cmin: <>

CodocbyBup:
AUC: | 27% (] 3510 | 18)
Cmax: | 37 % (] 48 no | 25)

GS-331007%:
AUC: &
Cmax: <>
Cmin: <>

HapyHaBup:
AUC: &
Cmax:«>
Cmin:«>

IToBmimTeHHEIR KOHITeHT a1l
TeHoOBHpa B IIa3Me B pesylbTare
COBMECTHOTO TIpHeMa TeHO(hOBHpa
IIT30TPOKC A ¢dymapara,
negunacBupa/codocOyBmpa i1
IapyHaBHpa/PUTOHABHPA MOTYT
YCHINTh HEXeNaTelbHble PEaKIlii,
CBSI3QHHBIC c TeHO(OBMpa
IIBOMPOKCHIa  (PyMapaToM, BKITIOUAst
HAPYIIeHA byHKIII
BezomacHocTs TeHO(OBHMpa
IIT30TPOKC A dbymapata pH
HCTIIONBE30BAHHM € JIeJUIIAcBHPOM/
coocOyBHpOM " YCHIHTETEM
(hapMaKOKHMHE THKH (marpumep,
PUTOHABHPOM M KOOWIMCTATOM) He
ycraHoBneHa. CHemyeT OCTOPOIKHO
HCTIONB30BATh Ty KOMOHHALIMIO, acTO
KOHTPONUPYST (PYHKIMIO TIOUeK, eCcIu

TIOYEK.
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COOTBETCTB ':{[%T JIKCNEPTHOMY OTYETY

ot 20.01.2023 N= 944

JlekapcTBeHHBIIH NpenapaT BiHsiHHe Ha YPOBHH npenapata - - | —PeroMeHaAm s 0THOCHTE. 0
10 TepaneBTHYeCKHM CpeiHee NpoLICHTHOE H3MEHEHHE 0/JHOBPEMEHHOTr0 NPUMEHEHHA ¢
HAIpABJIeHHAM AUC, Cmax, Cmin ¢ 90% npenapaTrom
JOBepHTEJIbHBIM HHTEPBAJIOM, JokBup (200 Mr >MTpHIIHTa0HHA,
eCcJIH HMeeTcs (MeXaHU3M) 245 mr TeHO¢OBHPa JTH30NPOKCHIIA)
Puronasup: IpyTHe albTepHAaTHBEL OTCYTCTBYIOT
AUC:+> (cm. pazgen « OcoOble YKa3aHU» ).
Cmax: <>

Crin: 148 % (134 10 163)

OMTpHLUTaOUH:
AUC: &
Cmax:<>
Cmin: <>

Tenodorwup:

AUC: 1 50% (1 42 1o 1 59)
Cmax: 164 % (1 54 no 1 74)
Cmin: 1 59 % (1 49 no 1 70)

Jenumaceup/CodocbyBup Jlenumaceup: Huxako#f KOppeKkTHpOBKH O3Bl He
(90 mr/ 400 wmr qd) + | AUC: | 34% (| 41 no | 25) PEeKOMEHIOBaHO. [oBbimennas
Odapupens/ Omrpunmradun/ | Cmax: | 34% (| 41 no 1 25) SKCTIO3MITHA ~ TEHO(DOBHpa  MOMKET
Tenodorupa mmsompokcuna | Cmin: [34 % (| 43 no 1 24) YCWINTh  HeKeNaTeIbHBIE PEeaKIlH,
¢dymapar (600 mr/ 200 wr/ CBSI3aHHBbIE ¢ TeHO(OBMpa
300 mrq.d.) Codocbyrup: TIBOTIPOKCHT  (hyMapaToM, BKIIOYAS

AUC: & HApyIIeHUI by HKIIH TIOYEeK.

Cmax: <> OYHKIMIO MOYeK CHEAYeT TINATEeTHHO

KOHTPOIMHUpOBAaTh (cM. pazzuen «Ocobrie

GS-3310072: YKA3aHID» ).

AUC: <

Cmax: «

Cmin: <

DOdapupens:

AUC: «

Cmax: «

Cmin: <>

OMTpULIATaOMH:

AUC: &

Cmax: «

Cmin: <>

Tenodorup:

AUC: 198 % (1 77 5o 1 123)
Cmax: 1 79 % (1 56 0 1 104)
Cmin: 1 163 % (1 137 10 1 197)

Jenumaceup/Codocbyrup Jlenumaceup: Huxakolf KOppeKTHpOBKH O3Bl He
(90 wr/400 wvr qd) + | AUC: « PEKOMEHIOBaHO. [ToBwiIe HHAS
Omrpururabun/ Cmax: <> SKCTIO3WITMS ~ TEHO(QOBHMpPA  MOKET
Punnusnpun/Terodornpa Cmin: < YCUIUTL HeKeNaTelbHBEe peaKiliH,
JI30TIPOKCIIIA dymapar | CodocbyBup: CBSI3aHHBIE c TeHOo(hOBMpa
(200 mrv/ 25 mr/ 300 mr q.d.) AUC:+ IIBOTIPOKCHN  (yMapaTtoM, BKIIOUAS

Cmax: < HAPYIIEHNA byHKIMHN TIOYeK.
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COOTBETC

ot 20.01.2023 N= 944

JlexapcTBeHHBII penapat
M0 TepaneBTHYECKHUM
HAIpABJIeHHAM

Binsinve Ha YpOBHE npenapa'r}— OC

T TE PGkl bTnocHTeAbHO

CpenHee MPOLIEHTHOE H3MEHEHHE
AUC, Cmax, Cmin ¢ 90%
JOBEPHTEJILHBIM HHTEPBAJIOM,
eCcJIH HMeeTcs (MeXaHU3M)

OJHOBPeMEHHOI0 IPUMEHEHHH ¢
NpenapaTom

JokBup (200 Mr >MTpHIIHTa0HHA,

245 mr TeHO¢OBHPa JTH30NPOKCHIIA)

GS-331007%:
AUC:—
Cmax: <>
Cmin: <>

OMTpHIATaOUH:
AUC: &
Cmax: <
Cmin: <>

PunmsupuH:
AUC: &
Cmax: <>
Cmin: <>

Tenodorup:

AUC: 1 40% (1 31 mo 1 50)
Cmax:

Cmin: 1 91 % (1 74 mo 1 110)

OYHKIMO MOYeK CHeAyeT TINATEeTHHO
KOHTPONHPOBAThH (cM. pazmen « Ocobrie
YKa3aHUAT» ).

Jenumaceup/Cococbyrup
(90 wr/ 400 wr qd)t
Homnyrerpasup (50 mr q.d.)+
Omrpurturabun / TeHodoBHpa
I I30TIPOKCHITA ¢dymapar
(200 mr /300 mr q.d.)

Cococbyrup:
AUC: &
Cmax: <>

GS-331007?
AUC: &
Cmax: <>
Cmin: <>

Jlenumaceup:
AUC: &
Cmax: <>
Cmin: <>

Jomnyterpasup:
AUC: &
Cmax: <>

Cmin: <>

OMTpHIUTaO UH:
AUC: &
Cmax: <>
Cmin: <>

Tenodorup:

AUC: 1 65% (1 59 mo 171)
Cmax: 1 61% (1 51 mo 172)
Cmin: 1115 % (1105 o 1126)

Huxakolf KOppeKTHpOBKH O3Bl He
PEKOMEHIOBaHO. [ToBwimIe HHAS
SKCTIO3MIMMA  TeHO(OBHpa
YCHIUTh  HeKelaTeIbHEIe

CBA3aHHEBIC C

MOXKeET
peaxImm,
TeHoOBMpa
IIBOMPOKCHI  (yMapaTtoM, BKIOYAs
HAPYIIeHHS dbyHKIIH
OYHKIIEO MOUeK CeAyeT TIIATeTHHO
KOHTpOIHpoBaTh (cM. pazaen « Ocobrie
YKA3aHUSI» ).

TIOYECK.

Codoctysup/BennatacBup

CodochyBup:

HpI/I COBMECTHOM TIpHME HE H
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COOTBETCTBYET SKCNEPTHOMY OTUYETY

-~y N

ot 20.01.2023 N= 944

JlekapcTBeHHBIH NpenapaTt
10 TepaneBTHYeCKHM
HaNpPaBJIeHHAM

Binsinve Ha YpOBHE npenapal.}— OC

T TE PGkl bTnocHTeAbHO

CpenHee MPOLIEHTHOE H3MEHEHHE
AUC, Cmax, Cmin ¢ 90%
JOBEPHTEJILHBIM HHTEPBAJIOM,
eCcJIH HMeeTcs (MeXaHU3M)

OJHOBPeMEHHOI0 IPUMEHEHHH ¢
NpenapaTom

JokBup (200 Mr >MTpHIIHTa0HHA,

245 mr TeHO¢OBHPa JTH30NPOKCHIIA)

(400 Mr/100 wr qd) + | AUC < TeHo(OBHpa AM3OTPOKCHIa (hyMapaTa,
Arazanapup/ PuroHaBup Cmax: <> cothocOyBUpa/BeNIATACBHPa "
(300 mr q.d./100 mr q.d.) + aTa3aHABMPA/PUTOHABMPA
Owmrpunurabur/ Temodosmpa | GS-3310072 TIOBHIIIIE HHAS TUIa3MeHHas
II0TIpoKcia hymapat AUC: & KOHIIGHTpaIsg TeHO(QOBHpa MOXKeT
(200 mr/300 mr q.d.) Cmax: <> YCWINTL HeXeNaTelbHble peaKllid,
Cmin: 1T 42% (1 37 oo 1 49) CBSI3aHHEbIE c TeHO(oBHpa
IIBOTIpOKCcHIa  (pyMapaToM, BKIIOUAs
Benmaraceup: HAPYIIEHHA byHKIIMHN MOYeK.
AUC: 1 142% (1 123 no 1 164) BesomacHocts TeHoOBMpa
Cmax: 1 55% (141 mo 1t 71) J30TIPOKC A dbymaparta mpu
Cmin: 1 301% (1 257 mo 1 350) HCTIONB30BAHII ¢
coocOYBMPOM/BENTIATACBHPOM 51
ATtazaHaBHp: YCHUIUTENEM (hapMaKOKMHE THKH
AUC: & (Hampumep, PHUTOHABHPOM 450151
Cmax: < KOOMITHMCTATOM) He YCTaHOBIEHA.
Cmin: 1t 39% (1 20 no 1 61) CrnemyeT OCTOPOXKHO HCTIONB30BATH
5Ty KOMOWHAITHIO, 9acTO KOHTPOIHPYS
Puronasnp: byuxImmo mouek (cm. pasaen « Ocobwie
AUC: « YKa3aHUAT» ).
Cmax: <>
Cmin: 1 29% (1 15 mo 1 44)
OMTpHIATAO WH:
AUC: &
Cmax: <>
Cmin: <
Tenodorup:
AUC: &
Cmax: 1 55% (1 43 mo 1 68)
Cmin: T 39% (1 31 go 1 48)
Codoctysup/ BenmaracBup Cococbyrup: IIpu COBMECTHOM TIpHMe HeHUI
(400 Mr/100 mr q.d.) + AUC: | 28% (| 34 no |20) TeHO(OBMpa AM3OMPOKCHIa (ymMapara,
JapyHnaBup/ PuroHaBup Cmax: |38% ({. 46 mo | 29) codocOyBupa/BenIaTACBUPa i1
(800 mr q.d./100 mr q.d.) + JlapyHABUPa/PUTOHABHPA TIOBBIIIIE HHAS
Owmrpuimrabun/ Tenodosmpa | GS-331007% TasMeHHas KOHITeHTpaIns
II30TIpOKCIIa (hyMapat AUC: & TeHoOBMpa MOXKET YCHIIUTh
(200 Mr/300 mr q.d.) Cmax: <> HeJKeJTaTeNIbHbIe PEaKIiH, CBA3aHHbIE C
Cmin: «> TeHodoBHpa IHM30IPOKCHNA
dbymapaTtom, BKIIOUAS ~ HAPYIIEHHS
Benmnaraceup: $YHKIIME ~ TIOUeK. BesomacHocTh
AUC: & TeHo(OBHpa AM30TPOKcHIa (ymapara
Cmax: | 24% (] 35 mo | 11) pu WCTIONB30BaHUN c
Cmin: <> cohocOYBHUPOM/BEITIATACBUPOM "
YCHITUTENEM (bapMaKOKMHETHKH
HypaHaBup: (nanpumep, PHUTOHABHPOM 81151
AUC: & KOOMITMCTATOM) HE  YCTAHOBIEHA.
Cmax: < CrenyeT OCTOPOMKHO WHCIIONB30BAThH
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COOTBETC

-~y N

ot 20.01.2023 N= 944

JlekapcTBeHHBIH NpenapaTt
10 TepaneBTHYeCKHM

Binsinve Ha YpOBHE npenapal.}— OC

T TE PGkl bTnocHTeAbHO

Cpez[Hee NPOLECHTHOE H3MEHEHHE

OJHOBPEMEHHOT0O MPHMEHECHHA C

HAIpABJIeHHAM AUC, Cmax, Cmin ¢ 90% npenapaTrom
JOBepHTEJIbHBIM HHTEPBAJIOM, JokBup (200 Mr >MTpHIIHTa0HHA,
eCcJIH HMeeTcs (MeXaHU3M) 245 mr TeHO¢OBHPa JTH30NPOKCHIIA)
Cmin: <> 3Ty KOMOWHAITHIO, YacTO KOHTPOIHpPYSI
¢dbyHKIImo movek (cM. pasgen «Ocobwie
Puronapup: YKa3aHIY ).
AUC: &
Cmax: <>
Cmin: <
OMTpHIUTaO UH:
AUC: &
Cmax: «
Cmin: <
Tenodopwup:
AUC: 139% (133 mo 1 44)
Cmax: 1 55% (145 no 1 66)
Cmin: 152% (1 45 mo 1 59)
Codocbypup/ Benmaracsup Codoctysup: IIpnu COBMECTHOM TIpUMEe HEHUI
(400 Mr/100 mr q.d.) + AUC: | 29% (| 36 no | 22) TeHooBHpa AW3ONpOKcHIa hyMapaTa,
JlommuaBnp/ PuronaBup Cmax: [41% (] 51 mo | 29) codocOyBHpa/BeITIATACBHPA "
(800 Mr/200 mr q.d.) + JIOTTMHABMPA/PUTOHABUPA TIOBBIIIIE HHAS
Owrpunmrabun/ TeHodosmpa | GS-331007% Ia3zMeHHas KOHITeHTpalnsi
I30TIpoKcIa ymapat AUC: & TeHOo(hOBHPa MOMKET YCHWINUTH
(200 Mr/300 mr q.d.) Cmax: <> HeJKeaTeNbHbIe PEaKIIH, CBA3aHHEIE C
Cmin: <> TeHO(hOBHpa JIM30TIPOKCHIIA
dbymMapaTom, BKIIOUAS ~ HAPYIIEHWUS
Bennaracsup: (byHKIMH TIOYEK.
AUC: & BesomacHocts TeHO(hOBMpa
Cmax: |30% ({41 mo | 17) JI30TIPOKCHNIA ¢dbymapara pH
Cmin: 1 63% (1 43 no 1 85) HCTIONb30BAHII c
cohocOyBHPOM/BEITIATACBPOM "
JloniHaBup: yCHIHTENeM (bapMaKOKMHETHKH
AUC: & (Hampumep, PHUTOHABHPOM 1501051
Cmax: < KOOWITCTAaTOM) HE  YCTaHOBIEHA.
Cmin: <> CrenyeT OCTOPOXKHO HCIIONB30BAThH
3Ty KOMOWHAITIIO, 9acTO KOHTPOIHPYSI
Puronasmnp: ¢dysKIIO movek (cMm. paszzgen «Ocobwle
AUC: YKa3aHUAT» ).
Cmax: <
Cmin: <
OMTpHLIUTaOUH:
AUC: &
Cmax: <
Cmin: <
Tenodorup:
AUC: &
Cmax: 1 42% (1 27 no 1t 57)
Cmin: <>
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COOTBETCTBYET 3SKCNEPTHOMY OTYETY
ot 20.01.2023 N= 944
JlekapcTBeHHBIH NpenapaTt BimsaHue Ha ypOBHK npenapaﬁr Uy -—Tt;ﬂgﬁn‘i‘eﬁiﬁﬁh%ﬁ{ bfh(;;ﬁfgﬂgﬁr)'

110 TepaneBTHYI¢ CKHM

Cpez[Hee NPOLECHTHOE H3MEHEHHE

OJHOBPEMEHHOT0O MPHMEHECHHA C

HAIpABJIeHHAM AUC, Cmax, Cmin ¢ 90% npenapaTrom
JOBepHTEJIbHBIM HHTEPBAJIOM, JokBup (200 Mr >MTpHIIHTa0HHA,
eCcJIH HMeeTcs (MeXaHU3M) 245 mr TeHO¢OBHPa JTH30NPOKCHIIA)
CodocbyBup/BenmatacBup Codocbysup: Huxakolf KOppeKTHpOBKH O3Bl He
(400 Mr/100 Mr q.d.) + AUC: & PEeKOMEHIOBAHO. [ToppImieHHAS
Panrterpasup (400 mrb.i.d) + Cmax: <> SKCTIO3MIMMA ~ TeHODOBHpa  MOMKET
Owmrpurmraény/ TeHodoBmpa YCWINTL HeKeNaTelbHble peaKIii,
I30mpoKcwa gymapat GS-3310072: CBSI3aHHBIE c TeHO(pOBHPa
(200 mr/300 mr q.d.) AUC: & IIBoNpokcrna GyMapaToM, BKIIOUast
Cmax: < HapyIIeHUs byHKIIM TIOUeK.
Cmin: < OYHKITEO MOUeK clemyeT TIIATeThHO
KOHTPOIHPOBATh (cM. pasmen «Ocobrie
Benmnaraceup: yKazaHIs» ).
AUC: &
Cmax: <>
Cmin: <>
Panrterpasmp:
AUC: &
Cmax: <>
Cmin: | 21% (| 58 mo 1 48)
OMTpHIUTAO UH:
AUC: &
Cmax: <>
Cmin: <
Tenodopwup:
AUC: 1 40% (1 34 mo 145)
Cmax: 1 46% (1 39 mo 1 54)
Cmin: 1 70% (1 61 mo 1 79)
CodocbyBup/BenmatacBup Codocbysup: Oxupmaercs, 9TO COBMECTHOE
(400 wmr/100 mr qd) + [ AUC: MPUMEHEHHe coocOyBmpa/
Bdapupens/Omrpriurabun/ Cmax: 1 38% (1 14 mo 1 67) BeJNaTacBupa U >paBupeHsa MpHBeaeT
TenodoBupa  mM3OTIPOKCHIA K CHIKEHHIO TUIa3MeHHOH
dymapatr (600 /200 mr | GS-331007% KOHIIEHTPAIIH BEJNTATACBHPA.
/300 mr q.d.) AUC: OmHOBpe MEHHOE TIpUMeHeHIe
Cmax: <> codocOyBupa/BenIaTACBUPa c
Cmin: < PEeXUMAMIL, COILEPIKAIINMU HpaBUpeHs,
He PEKOMEHIYETCSI.
Benmaracsup:

AUC: | 53% (] 61 mo | 43)
Cmax: | 47% (| 57 mo | 36)
Cmin: | 57% (| 64 no | 48)

Odapupens:
AUC: &
Cmax: <>
Cmin: <>

OMTpHIIUTaOUH:
AUC: &
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COOTBETCTBYET 3SKCNEPTHOMY OTYETY
ot 20.01.2023 N= 944
JlekapcTBeHHBIH NpenapaTt BimsaHue Ha ypOBHK npenapaﬁr Uy -—Tt;ﬂgﬁn‘i‘eﬁiﬁﬁh%ﬁ{ bfh(;;ﬁfgﬂgﬁr)'

110 TepaneBTHYI¢ CKHM

Cpez[Hee NPOLECHTHOE H3MEHEHHE

OJHOBPEMEHHOT0O MPHMEHECHHA C

HAIpABJIeHHAM AUC, Cmax, Cmin ¢ 90% npenapaTrom
JOBepHTEJIbHBIM HHTEPBAJIOM, JokBup (200 Mr >MTpHIIHTa0HHA,
eCcJIH HMeeTcs (MeXaHU3M) 245 mr TeHO¢OBHPa JTH30NPOKCHIIA)
Cmax: <
Cmin: <
Tenodorup:
AUC: 1 81% (1 68 o 1 94)
Cmax: 1 77% (1 53 no 1 104)
Cmin: 1 121% (1 100 mo 1 143)
Codocbysup/BenmaracBup Codoctysup: Hukakolf KOppeKTHpOBKH JO3BL He
(400 mr/ 100 mr qd)+ | AUC: < PEKOMEHAOBAHO. ITopsImIeHHAS
Omrpururabun/ Cmax: <> SKCTIO3WITMSI ~ TeHO(GOBHpPA  MOMKET
Pummusupnn/Terodorupa YCWINTh HeXeNaTelbHBle peaKilil,
Im3onpokcwna gymapat GS-331007*: CBSI3aHHBIE ¢ TeHO(OBMpa
(200 mrv/ 25 mr/ 300 mr q.d.) AUC: JIBOTIPOKCHIA  (hyMapaToM, BKIIOUAs
Cmax: < HApyIIeHs byHKIDI TIOUeK.
Cmin: < OYHKIIEO MOUeK ClemyeT THIATeThHO
KOHTPOIHpOBaTh (cM. pazaen « Ocobrie
Bennaraceup: YKa3aHI» ).
AUC: &
Cmax: «
Cmin: <
OMTpULIATAO MH:
AUC: &
Cmax: <
Cmin: <>
Punmmupus:
AUC: &
Cmax: «
Cmin: <
Tenodormp:
AUC: 1 40% (1 34 oo 1 46)
Cmax: 1 44% (1 33 mo 1 55)
Cmin: 1 84% (1 76 mo 1 92)
Benmaracsup/ Cococbyrup: IToBmIIeHHEIE KOHITeHTpa Il
Boxkcunanpesup/CodoctyBup AUC: & TeHOpOBMpa B IUIa3Me B pesyIlbTaTe
(100 Mr/100 mr + 100 mr | Cmax: <> COBMECTHOTO IIpUMEHEHUA
/400 mr  q.d.)*+ JMapymaeup | Cmin: H/JT TeHo(oBHpa IH30TIPOKCHIIA,
(800 mr q.d.) + PuromaBup BeJINaTacBHpa/BOKCHIATIpeBIpa/
(100 Mr q.d) + | GS-331007* coocByBupa u JapyHaBHpa/
Dmrupurabur/TeHodoBnpa AUC: & PUTOHABMpPA MOTYT YCHIHBATh
nm3omnpokcwna gymapat Cmax: <> HeKeNnaTeNbHbIe PeakIliy, CBI3aHHBIE C
(200 mr/ 300 mr q.d.) Cmin: H/J{ TeHo(oBHpa JH30TIPOKCHIIOM,
BKIIIOYAs HAPYIIEHNS (QYHKITHN MTOYEK.
Benmaracpup: BezomacHocTs TeHO(OBHpA
AUC: & JM30MPOKCHIIA TIPH O HOBPEMEHHOM
Cmax: <> TPUMEHEHNH C BENATACBUPOM/
Cmin: < BOKCIJIANIPEBUPOM/COOCOYBUPOM |
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JlekapcTBeHHBIH NpenapaTt

110 TepaneBTHYI¢ CKHM
HarnpaBJeHHAM

Binsinve Ha YpOBHE npenapal.}— OC

T TE PGkl bTnocHTeAbHO

CpenHee MPOLIEHTHOE H3MEHEHHE
AUC, Cmax, Cmin ¢ 90%
JOBEPHTEJILHBIM HHTEPBAJIOM,
eCcJIH HMeeTcs (MeXaHU3M)

OJHOBPeMEHHOI0 IPUMEHEHHH ¢
NpenapaTom

JokBup (200 Mr >MTpHIIHTa0HHA,

245 mr TeHO¢OBHPa JTH30NPOKCHIIA)

Boxcunanpesnp:
AUC: 1 143%
Cmax: T 72%
Cmin: 1300 %

HapyHaBup:
AUC: &
Cmax: <>
Cmin: | 34%

Puronasmnp:
AUC: 1 45%
Cmax: T 60%
Cmin: <>

OMTpHLIUTaO UH:
AUC: &
Cmax: <>
Cmin: <>

Tenodorup:

AUC: 1 39%
Cmax: 1T 48%
Cmin: 147 %

YCHUIHTENeM (hapMaKOKUHETHKH
(manprmep, PUTOHABHPOM WIH
KOOHWITICTATOM) He OblTa YCTaHOBIEHA.
Jaunyo KOMOWMHAITIO clenyeT
IPUMEHATH € OCTOPOMKHOCTHIO IIPH
TIMATENEHOM — KOHTpone  (yHKIMH
mouek  (cm.  pasmen  «OcoGvle
YKa3aHUS» ).

CodocbyBup (400 mr q.d )+
Odapupens/ Omrpunurabun/
TenodoBHpa  AM3OTIPOKCHIA
¢dymapar (600 mr/ 200 wmr/
245 mrq.d.)

Hukako#f KOppeKTHPOBKH JO3H He
TpebyeTcs.

CococtyBup:
AUC: &
Cmax: | 19% (] 40 mo 1 10)

GS-331007%:
AUC: &
Cmax: | 23% (| 30 mo 1 16)

Odarupens:
AUC: &
Cmax: <>
Cmin: <>

OMTpHIHUTaOUH:
AUC: &
Cmax: <>
Cmin: <>

Tenodorup:

AUC: «

Cmax: 1 25% (1 8 mo 1 45)
Cmin: <>

Pubasnpun/TeHodpoBMpa Huxaxoit

IIoIpoKcwa hymapar

Pubasnpun:
AUC: 1 26% (1 20 no 1 32)
Cmax: | 5% (| 11 m0 1 1)

KOPPEKTHPOBKH
pubaBupyHa He TpedyeTcs.

JIO3EI
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JlexapcTBeHHBII penapat
M0 TepaneBTHYECKHUM
HAIpABJIeHHAM

Binsinve Ha YpOBHE npenapa'r}— OC

T TE PGkl bTnocHTeAbHO

CpenHee MPOLIEHTHOE H3MEHEHHE
AUC, Cmax, Cmin ¢ 90%
JOBEPHTEJILHBIM HHTEPBAJIOM,
eCcJIH HMeeTcs (MeXaHU3M)

OJHOBPeMEHHOI0 IPUMEHEHHH ¢
NpenapaTom

JokBup (200 Mr >MTpHIIHTa0HHA,

245 mr TeHO¢OBHPa JTH30NPOKCHIIA)

Cmin: HB

IIpoTHBOBHpPYCHBIE IIpeNapaThl IPOTHB BUpPYca repieca

DamMITUKITOBHP/
OMrpurmurabuH

DaMIIKIOBHP:

AUC: | 9% (| 16 m0 | 1)
Cmax: | 7% (| 22 mo 1 11)
Cmin: HB

OMTpUIATaOMH:

AUC: | 7% (J 13m0 | 1)
Cmax: | 11% (] 20m0 1 1)
Cmin: HB

Huxaxoi KOPPEKTHPOBKA
(aMIMKIOBHpa He TpeOyeTcs.

JO3BL

IIpoTHBOMHKOGAKTEpHAILHBIE NIPeNapaThI

Pudpamrmms/TenodoBupa
II0TIPOKCHIa Gymapat

Tenodorup:

AUC: | 12% (] 16 mo | 8)
Cmax: | 16% (] 22 no | 10)
Cmin: | 15% (] 12 10 | 9)

Huxakoif KOppeKTHpOBKH O3B
Tpebyercs

HE

OPAJIBHEBIE KOHTPAIEIITHBBI

Hoprectumar/
OTHHWISCTpaguoN/
TenodoBHpa  AM3OTPOKCHIA
¢dbymapat

Hoprectmmvar:

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

OTHHUIACTPaANON:

AUC: | 4% (] 9101 0)
Cmax: | 6% (| 13 101 0)
Cmin: | 2% (ot | 910 1 6)

Huxaxoit KOPPEeKTHPOBKHI JIO3BI
HOprecTMara/ STHHHISCTpajnHona He
TpedyeTcs.

HMMYHOJEIIPECCAHTHI

Taxpommmyc/TeHnodoBupa
IH30TIPOKCHIIA ¢bymapar/
OMTpurmUTabnH

Taxponumyc:
AUC:14% ({3001 11)
Cmax: 3% (|3 m019)
Cmin: HB

OMTpHIATAO UH:

AUC: | 5% (L 910, 1)
Cmax: | 11% (] 1710 | 5)
Cmin: HB

Tenodorup:

AUC: 1 6% (] 1 mot 13)
Cmax: 1 13% (11 mo 1 27)
Cmin: HB

Huxaxoit KOPPEKTUPOBKH

TaKpoIuMyca He TpebyeTcsl.

JIO3EL

HAPKOTHYECKHE AHAJIBI'ETHKH

Meranon/TerodoBupa
A30TpoKcHna hyMapat

MeTanoH:
AUC: 1 5% (| 2 mot 13)
Cmax: 1 5% (] 3 mo 114)
Cmin: HB

Huxaxoit KOPPEeKTHPOBKH JIO3BI

MeTazioHa He TpeGyeTcsL.

HB = He BBIUHCIIANOCH.

! TaHHbI€, MONYYEHHBIE IPH OJHOBPEMEHHOM TPHEME Jieunaceupa/copocOyrupa. OTCPOUECHHOE BO BPEMEHH Ha3HAUCHHE (C HHTEPBAIOM B 12

'-{aCOB) JAaJI0 CXOHBIC PE3YIIbTATHI.
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TIpeoGnanaomuii MeTaGoIuT codOcGYBHPA B CHCTEMHOM KPOBOOGDAILICHHH. | NocHn E;:l':: BATENBEHOCTL 0002 J

*Hccnenopanue NPoBENeHO ¢ 00aBneHHeM 100 M BOKCHIANPEBHPA NS JOCTHKEHHS 3KCIO3MIHMH BOKCHIATIPERHPE, XapaKTEPHOH A

MalMEHTOR, HHHIHPORaHHBIX BI'C.

Oco0ble ykazaHus

Ilepemaua BUY

HecMmoTpss Ha TO, 49TO J0Ka3zaHo, u4TO 5(deKTUBHOE MOJaBJIEHHE BHUpPYCa C IOMOIIBIO
AHTUPETPOBUPYCHOHN TepallUU CYIIECTBEHHO CHUIKAST PUCK IepeJaul HHPEKIUU NIPU IOJIOBOM
KOHTAKTe, HeJb3s MCKIII0YaTh OCTATOUHOTO pucka uHpumupopaHus. [lostomy HeoOXxogumo
MPUMEHSITH COOTBETCTBYIOMIME Mephl Ge30TMacCHOCTH, YTOOBI H30eKaTh Mepe/laui BUpyca.

TlamueHTHI ¢ MyTAIUIMU pesucTeHTHOCTH BHUY-1

[Ipenapar JlokBup He MOJKEH HasHadaThea mamueHTam ¢ BHUY-1 undexiuel, uMeromum
MyTaluio B kogoHe K65R.

O6mras ctpaterus npoduinaktuky BUY-undeknuu

[Ipenmapar Jloxkeup He Beeraa nsddexTuBeH 1 NpodWIaKTHKA 3apakenus: BHUY-1.
JiMTenpHOCTh IepHoAa A0 Hayajla 3allUTHOTO JeMCTBHs IOCJe IpueMa Ipenapata J[OKBHp
HEeU3BECTHA.

IIpenapatr Jlokeup cuenyer wucnoibzoBaTh i JIKII kak wacte oOmel crpareruu
npodunaktukn BUUY-1 uHpeximu, BKIOUAIOMEH NMpUMEHEHHE JPYTUX Mep HpoUIaKTUKU
(HampuMep, IIOCTOSIHHOE U NPaBUWJIBHOE HCIIOJIB30BAHHME IIPE3EPBATHBOB, OCBEJOMIICHHOCThH O
BUY-cTaryce, peryJisipHoe TeCTUpOBaHME Ha Jpyrue HHQEKIHUH, IepeJaBacMble ITOJOBBIM
MyTEM).

Puck pazeumus pesucmenmuocmu npu Hanuuun ckpvimoti BHY-1 ungexyuu

[Ipenapat JlokBup cieyeT NpUMEHTh JUIIb [T CHUKEHUS pucka 3apaxenust BUU-1 y awmiy ¢
MOJATBEPIKISHHBIM OTpULIATeNIbHbIM quarHo3zom BHUY (eMm. pazgen «llpotuBonokazanus»). [lpu
npueme npemnapara Jlokeup ¢ nenpio JIKII HeoOGxonumo peryispHoe (MHUHUMYM Kaxbie 3
Mecsna) noarsepxaeHue BHU-oTpuIlaTepHOTO cTaTyca ¢ MOMOIBI0 KOMOWHHPOBAHHOTO
TeCTa «AaHTUTCH/aHTUTEJION.

Monotepanusi npenaparoM J[OKBUp He SIBJISISTCS MOJHOLGHHBIM JieueHrneM BHY-1, u myTtanuu
PE3UCTCHTHOCTH BHPYCa BO3HHMKAIM Y TMAaIlHeHTOB co ckpbiToii BHUU-1 uHbpeknuew,
IPUHUMABIIHX TOJBKO KOMOMHAILIUIO TeHO(POBUP-IMTPULIUTAOUH.

IIpy HanWUuM KIMHUYECKHX CHMITOMOB OCTpOM BHUPYCHOH HHQEKIMH U IOJO3peHHH Ha
mefapHue (< 1 Mecsma) skcnozunuu BUU-1 nmpumenenue npemnaparta J[okBup HeoOXoquMo
OTJIO)KMTh MHHHUMYM Ha OJUH Mecsal U nmoAareepauTs BHY-1 cratyc nepex HavajoMm IpueMa
npenaparta Jloksup ¢ nensro JIKIL.

Baoicnocmu cobniodenus npeonucanio2o pesjcuma mepanuu

Usmepenue YypoBHSI COJIepiKaHUs IMpemapaTa B KpOBH MOKazajio, 4YTo d(pdeKTUBHOCTDH
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KoMGHHAIIH TeHohoBUp+OIMIpHIMTAOHE B dumkend prcka-saptrenss  BAUE T Hpdro

KOPpEJHpPYET ¢ COONIONCHUEM yKa3aHHOM cxXeMbl (cM. pasnaen «DapmakoauHamuKkay). BUY-
HEUH(DHUITUPOBAHHBIM JIIOJISIM CJISAYET CTPOTO MPUACPIKUBATHCA PEKOMEHOBAHHOW CXEMBbI
npueMa npenaparta J{okpup.

ITanuenTel, HHGUIIHPOBAHHBIE BUpYCOM renatuTa B miu C

BUY-1 wunHbHUIEpOBaHHBIC MAMCHTHI ¢ XPOHHYESCKUM BHPYCHBIM rematutoM B wmm C,
MOJIyUaloNHe KOMOHWHHPOBAHHYIO AHTHPSTPOBUPYCHYIO TEpAaIHI0, OTHOCATCS K TpYIIIe
BBICOKOTO PUCKA TSDKEJBIX U MOTSHIUAIBHO CMEPTEJIbHBIX OCJIIOKHEHUN CO CTOPOHBI IICUESHH.
Bpauam HeoOxouMO ciieloBaTh peKoMeHAaIusaM 1o Jeuenutro BUU-undekiun npu Beidope
JeueHus nanuenToB, nHgunuposanusix BUY u BI'B wim BI'C.

bezonacHocth U »dpdexrupHocTh npenapata lokpup npu JIKII vy mamuentoB ¢ uHbekIuei
BI'B wiu BI'C He yctaHoB/IeHA.

IIpu comyTcTByIOMEH NPOTHBOBHPYCHOW Tepamuu rematuta B uiam C  oOpaTuTech K
COOTBETCTBYIOUIUM HHCTPYKIUSM MO MEAUIMHCKOMY IpUMeHeHH0. CM. Takke B Mojpasjelie
«Coemecmnoe nNpuMeHeHue ¢ JeOunaceupom u  cogoctysupom, cogpocoysupom u
GENNAMACEUPOM UNU EENATNACEUPOM, 6OKCULANPESUPOM U COPOCOYEUPOM » HUAKE.

Tenogorup (Am3onpokcuia ¢ymapar) mnokazan Uil JiedeHus BI'B, a smrpunutabun
IIPOJISMOHCTPUPOBAJI ~ NPOTUBOBHPYCHYIO  aKTHUBHOCTH B oTHomeHun BI'B B
(dhapMako/ITMHAMUUYSCKUX HCCIISTOBAHUSX, OJHAKO 3(PPEeKTUBHOCTh U Ge30MacCHOCTH IpernapaTa
JIOKBUp KOHKPETHO Y MAIIUEHTOB ¢ XPOHUUSCKUM renaTuToM B He u3ydaniu.

OtMmeHa mpenapata J[oKBHp Yy MAlMCHTOB, WHPHUIIMPOBAHHBIX BHUPYCOM TemaTuTa B, Moxker
BBI3BAaTh TsDKeJIoe OOOCTpEeHHE TemaTuTa. 3a MalMeHTAMH, HH(QUIMPOBAHHBIMH BHPYCOM
rematuta B, J0DKHO BeCTHCH THIaTelbHOS HaOMIOJeHHe, KaK KJIMHHYECKOe, TaK U
nabopaTopHoe, TO MeHbIIeH Mepe, B TeUeHHE HECKOJBKHX MECSIeB TMOCie MpeKpalleHus
Tepanuu Tpemapatom Jlokeup. B psige ciaydaeB MoxeT MNOTpeOOBaThCS BO30OOGHOBJICHHE
Tepanuu renaruta B. Y manueHToB ¢ TsEKEIbIMH 3a00JICBAHUAMU MCUSHU WIH IUPPO3OM HE
PEKOMEH/IYeTCSI OTMEHSITh JIGUSHHE, TOCKOJbKY BO3HHKAIOIIee IIOCIHe OTMEHBI JICUSHHS
000CTpeHHe TeMaTUTa MOXKET MPUBECTH K JICKOMITCHCAITUH (PYHKITMH MTCUSHH.

3abo1eBalys IEUSHU

bezonacHocTh U 3¢ eKTUBHOCTH mpenapara JIOKBHp y MAllMEHTOB, ¥ KOTOPBIX Cephe3HbIC
HapyIieHUs] (QYHKIAA TIeYeHHU SIBJSIIOTCSI OCHOBHBIM 3a0oJieBaHUEM, HE H3YYAIUCh.
HccnemoBanusi  papMakOKMHETHKH  TeHODOBHpAa Yy  MAIMCHTOBR ¢ [MEUYCHOUYHOU
HEJOCTATOYHOCTBIO TMOKAa3aJlM, YTO KOPPEKIWH Jo3bl He Tpebyetcs. HcecnenoBanus
(hapMaKOKHHETHKH SMTPHIMTAOMHA Y TAIHCHTOB C MEYCHOYHOW HETOCTATOYHOCTHIO He

MMPpOBOAUJINCE. VuuThiBasi MHHHMAJBHBIH TEeYeHOUYHBIH MeTaboJM3M H ITOYEYHBIH IyThb
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MOCNENORATENRHOCTL OO .
BBIBE/ICHHS OMTPHIMTAOMHA, MOXKHO HpPeAIlOIOKHTh, l—ltrrgt%a‘l’iheﬁ‘ﬁm: "¢ LieucnotHolM

HEJIOCTATOYHOCTBIO He TpeOyeTcs KoppeKIus 03kl (cM. pazaen «Crmocold MpHMEHEHHS H
JTO3BI»).

Y BHUUY-1 uH)HUITUPOBAHHBIX MAIUSHTOR ¢ paHee JHArHOCTHPOBAHHBIM 3a00JIcBaHUEM TICUCHH,
BKJTIOUAS XPOHHYCSCKUM AaKTUBHBIM TeTaTHT, NMPH KOMOHWHHUPOBAHHOM aHTHUPETPOBHPYCHOM
Tepaliii MOTYT HaOmromarhesi OoJiee YacThie HapymeHUS (PYHKIMH TCYSHH. DTH TAIUCHTHI
JOJDKHBI HAXOJUTHCS TMMOJ| TIMATebHBIM HAOIIOACHHEM B COOTBETCTBHH CO CTaHIApTHOMU
npakTukoil. [Ipu mpuzHakax ycuiieHHs 3a00JIeBaHHS TMEUSHHU JUIST TAKUX MAI[UCHTOB CIeIyeT
PACCMOTPETh BOTIPOC O BOZMOKHOCTH MPEPHIBAHUS WK TIPEKPAIlCHUS JICUSHUSL.

HexenaTeanHbIE Sd)d)eKTbI CO CTOPOHBI ITOYCK U KOCTHOM TKAHH VY B3pOCJIbIX

Co emoponsl nouex

OMTpUIIUTAOUH W TeHO(OBHUP BBIBOJASTCS, TJABHBIM oOpa3oM, depes IMOUKH MyTeM
KIyO0UuKkoBOW (WILTpallid W AKTUBHOM KaHaIbIeBOW cekpeluu. [Ipu HCHONB30BAHUU B
KJIMHAYECKOW TIpakTHKe TeHo(OBHUpa JHU30MpoKcHiIa (ymapara coo0manoch O TMOYSUHOU
HEJOCTATOYHOCTH, HAPYIICHHH (QYHKIHMH TOYSK, MOBBINICHWH KOHI[CHTPAIMH KPEeaTWHHHA,
runodochaTeMUU U MIPOKCUMAIILHON TyOyIonaTuu (BKiodasi cuHipoM MaHkoHH) (CM. pasien
«IloGounHoe mercTBHEY ).

Konmpone ¢hynxyuu nouex

Pexomennyertcs olieHHMBATh KJIMPEHC KPEeaTUHHHA Y BCeX MAI[MSHTOB J0 Hadasa JieyeHus BUU-
1 unexiun u qo Havana J[KII npenapatom J[okeup.

VY nun 6e3 GakToOpoB pUCKA Pa3BUTHA HApYIISHUS (PYHKIMH MOYSK PEKOMEH/TYETCS OIICHUBATD
¢pyHKIHIO ToUeK (KIMpeHC KpeaTHHUWHA U KOHIeHTpanuio QocdatoB B 1uiazme) mocie 2-4
HeJleNb JISUSHHs], Yyepe3 3 Mecslla JICYSHUS U BIIOCIIS/ICTBUH Kax/ble 3-6 MeCsIIEB.

VY MalueHTOB ¢ pUCKOM Pa3BUTHA HapyIICHUS GYHKITUH MOUYCK CJie/TyeT Yalle KOHTPOJIUPOBaTh
(PYHKITHIO TTOYCK.

CMm. Take B moApazueiie «CoemecmHoe HA3HAYeHue ¢ OpyeuMu AeKapCmeeHHbiMU
npenapamamis » HAxe.

Oyenxa Qyuxyuu novex y BHY-1 unuyuposanHuix nayueHmos

Ecnu y kakoro-mibo maipeHTa, mojydaromnero npenapat J[okpup, koHneHTpamus gocdaTop B
CBIBOPOTKE KpoBH cocTaBisieT < 1,5 mr/mi (0,48 mmoms/n), uinu KK camwken qo < 50 mu/mMuH,
(GyHKIHS TOYeK [JO/DKHA OICHHUBATHCS MMOBTOPHO B TeUeHHME OJHOM HeAe/H, BKIIOYas
OIpe/Ie/IeHUe KOHIEHTPALUU TJIFOKO3bI U KaJIUsl B KPOBH, a TaKyKe KOHILIEHTPAIUIO TJIIOKO3HI B
Moue (oM. pazgen «lloGounoe peidicTBue», mNpokcuMasibHasg TyOynomatus). Cruenyer
pPACCMOTpPETh BOIMPOC O HEOOXOJUMOCTH TMpephIBaHUs JieueHUs IMpenapatoM JlokBup vy

MAHUESHTOB ¢ MOATBEPKASHHLIM cHIKeHHeM KK < 50 MII/MHUH WM CHUKCHHEM KOHI[CHTPAITHH
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BONIPOC O TMpepbIBAHUU JIeUeHUs InpemaparoM J[okBHp B ciydae MpOrpecCHpYIOUIEro
yXyAeHUs QYHKIMH MOYeK, €CIIH HUKAKUX JPYTUX MPUUUH He OOHAPYIKEHO.

BesomacHoCTh KOMOMHAIUH TEHOQOBUPHOIMTPUIIUTAOMH B OTHONICHHH (YHKIHH MOYEK
UCCIeJOBaHA JIUIIb B OUeHb orpaHuueHHOU creneHd y BUU-1 uHpUIMpoBaHHBIX TAIUEHTOB ©
HapymenueM ¢pyaknun nodek (KK < 80 su/mun). Jlns BUU-1 undunupoBaHHbIX MAaIIHSHTOB C
KJIHpeHcoM KpeaTuHuHa 30-49 MI/MUH peKOMEHTYeTCSl KOPPEKIHU HHTepBaIa MEXKIy JI03aMHU
(em. paznmen «Cmoco6 mpuUMeHEHHSI W J03bI»). OrpaHHYeHHbIC JaHHbIC KIHHUISCKUX
UCCIIeIOBAaHUHN CBUSTEILCTBYIOT O TOM, YTO OONBIION HHTEpBAJ MEHKIY JO3aMHU HE ABIISISTCS
ONTUMAIBHBIM ¥ MOJKET IIPUBECTH K MOBLINICHUIO TOKCHYHOCTH U BEPOSITHOCTH HEA/ICKBATHOTO
oTBeTa. boisiee Toro, B HEOOJNBIIOM KIMHUYECKOM MCCISIOBAHUU Y TOJTPYIIbI MAIIUSHTOB ¢
KK 50-60 mu/mMuH, mojydaBmuxX TeHO(OBHpa IHU3OMpPOKCHIA (yMapaT B KOMOHMHAIIHH C
SMTPUIUTAOUHOM Kax(ible 24 daca, oTMedaigach B 2-4 pasa GoJiee BBICOKAs SKCIIO3HMIIMS
TeHOooOBHpa U yXyameHue GyHknuu mouek. CieqoBaTesbHO, IPH MpHeMe MpenapaTa J[oKBup
nareHTaMu ¢ KK < 60 mi/mMuH HeoOXonuma TimateiabHasi OIeHKAa COOTHONICHHUS TOJIB3bI U
pUCKa, a TaKkKe THATeJbHBIM KOHTpoJab (yHKIMU mouek. Kpome Toro, y mnanueHTOB,
MPUHUMAIOIHUX KOMOUHAIUIO TeHO(DOBUPHAIMTPUIIUTAOUH € TPOJOJDKUTEIILHBIM HHTEPBAJIOM
MEKAY J03aMH, CJeyeT MOCTOSHHO KOHTPOJUPOBATh KJIMHHUYECKHUH OTBET Ha JICUCHHUE.
[Ipumenenue mnpemapaTa J[OKBHp NPOTHBOIMOKA3aHO MAlMEHTAM C HapylieHHeM (QyHKIMU
nmouek Tspkenor cternend (KK < 30 Mu/MHH) U TeM, KTO HYKTIAeTCSl B TeMOJTHAIH3E, TTOCKOIbKY
COOTBETCTBYIOIIEE CHIKCHHE JTO3bI HEBO3MOIKHO MPH MpHeMe (PUKCHPOBAHHOM JIGKAapCTBEHHOU
KoMOHHAaIHH (cM. pazaen «Crnocod npUuMeHeHUs U JJO3bI»).

Oyenxa gyuxyuu nouex npu JJKI1

HccnemoBanusi  mpuMeHeHUsT  KoMOMHAnMu — TeHodoBuptoMmTpuimTabun y  BUU-
HeuHpuiupoBanueix Jui ¢ KK < 60 MiI/MUH He TPOBOJWINCH, TIOPTOMY TIpHUeM IpemapaTa B
JAHHOW TOMYJBIIIUH He pekoMeHaoBaH. Ecimu ypoBeHb (ocdaTa B IIIa3Me COCTABISCT
< 1,5 mr/ma (0,48 mmouns/n) unu KK y nmoGoro namuenTa, npuHUMaroniero npenapat J[okeup B
kauectee JIKIL, cHmxen no < 60 MJ/MHH, cleayeT B TCUCHHE HEJIC/IM IMOBTOPHO OILICHUTH
(PYHKIIHIO TTOUCK, BKJIIOUAS] U3MEPEHUSI YPOBHSI IJIFOKO3bI U KU B KPOBH U KOHIEHTpPAIUU
[JII0KO3bI B Moue (cM. pazjen «lloGounoe nelcTBHe», IpokcUMaibHas TyOyaonatus). CiaeqyeT
o0Cy/IUTH BOTIPOC O MpephIBAaHUY TpHeMa MpenapaTa JIOKBHpP y MAIHSHTOB CO CHIIKEHHBIM [0
< 60 Mu/MHH KJHpeHcoM KpeaTuHuHA Wik 0 < 1,0 mr/mi (0,32 MmMouns/n) ypoBHeM docdarta B
ceiBOpoTKe. Kpome Toro, cieayeT paccMOTpeTh IpephlBaHHE Npuema mpenapata JIOKBuUp B
ciydae MpPOrpecCUpYIONIEro YXYAMECHUST (PYHKIMUA MOYeK, €CJIM HUKAKUX JPYTUX MPUUUH He

oOHapYKEHO.
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COOTBETCTBYET 3K
ot 20.01.2023 N= 944
(MOCNEODBATENBHOCTR 0002)

Bozoeticmene Ha xocmuyo mxaHb

CNEPTHOMY OTYETY

[Tatomorudyeckue W3MEHEHHS KOCTHOM TKaHH, TaKWe KaK OCTCOMOJISIUSL, CHOCOOHAs
MPOSIBIISITHCSA KaK TMOCTOSIHHASL WJIM YCHJIMBAIOMAACS O0JIb B KOCTSIX, KOTOpasi U3peaKa BeJeT K
meperoMaM, MOTYT OOYCIaBIMBATHCS TIOPaKeHHEM TMPOKCHMAJBHBIX KAaHAIBICB TMOYEK,
UHAYLIUPOBAHHBIX TeHO(oOBUpa guzonpokcuwioM (cMm. pasgen «lloGounoe nedicTBHE»).
Tenodorupa TU3ONPOKCHI Takke MOKeT TipuBecTH K cHIKeHuto MIIK. Ilpu nmonospenun wuim
BBISIBJICHHH TATOJIOTHYSCKUX H3MEHEHHMM KOCTHOM TKaHM CliefyeT oOpaTHUThCS 3a
KOHCYJIbTaI[UeH K COOTBETCTBYIOMEMY CHESIIHAIHUCTY.

Jeuenue BUY-1 ungexyuu

B xouTponupyemom 144-HeneIbHOM KIUHHYESCKOM HCCIISIOBAHUM IO CPaBHEHUIO TeHO(DOBUpA
TU30MpoKcUiia dymMapaTa CO CTaBYJIMHOM B KOMOWHAIIMM C JIAMHUBYJIUHOM U 3(aBHUpEeH30M
cpequ  BUY-uHQUIUPOBAHHBIX  B3pOCIBIX  MAlMEHTOB, HE  MOJYYAaBIIUX  paHee
AHTUPETPOBUPYCHOTO JICUSHUsI, B 00eUX rpymnmnax Habmoganuck HeGonpmue cHmxenus MIIK B
obnacTu OepeHHON KOCTH U mo3BoHouHHKA. CHikeHue MIIK mo3poHOYHHKA W H3MEHEHUS OT
HUCXOJHBIX TOKa3aTesied GHoMapkepoB MeTaboIi3Ma KOCTHON TKaHU ObUTH JOCTOBEpHO Goliee
BLIpOXKCHHBIMH B Tpymne TeHodoBupa Ha 144 mepene. Cumwxenue MIIK GenpenHolt koctu
ObLIO TOCTOBEpHO OoJiee BBIpAKESHHBIM B BTOM rpymne 1o 96 Henens. OnHako B TeueHue 144
Hesleslb He HaOMIoajioch TOBBINICHHE pPHUCKA TEpPEeJIOMOB WIIM TPU3HAKOB KIMHHYECKU
3HAYMMBIX ATOJIOTHH KOCTHOU TKaHHU.

B apyrux wuccnmeqoBaHuAX (IPOCIEKTHUBHBIX M MEXKTPYNIOBBIX) HauOoJiee BbIpAKCHHBIS
camxenus: MIIK nHabmromanud y TAaIlMeHTOB, NPUHUMABIIHX TeHO(GOBHpA JHU3OTPOKCHIA
(¢yMapat B cocTaBe CXeMbI, COJIepiKallel YCHJICHHBIM UHTUOUTOp mpoTeas. (s marueHToB ¢
OCTEOINOPO30M, UMEIOIIUX BHICOKHHM PUCK IIEPEIOMOB, CIIE/IyeT pacCMOTPETh aJlbTepHATHBHBIE
CXEMBbI JICUCHUSI.

Joxonmaxmuas npoguiAaKmuxa

B xiuanveckux uccnenopanusx BUYU-HeunpunupoBanHbIxX JUI] HAOIIOMATH HE3HAUUTEIIHHBIC
camkenuss MIIK. B uccnenopanuu ¢ yyactuem 498 myxuuH cpeanue uzMmenenus MIIK, o
CpPaBHEHMIO C HCXOJIHBIM YpOBHeM, uepe3 24 Hexenu konebamuch ot -0,4% mo -1,0% s
Oe/lpeHHOM KOCTH, IIO3BOHOYHHWKA, MIeHKH Oeapa W BepTela y MYKUHH, €KEJHEBHO
MOJTYYaBIMUX KOMOHHAITUIO TEHO(MOBUPTAMTPHUIMTAOWH B KauecTBe TpodmiakTuku (n=247)
win mwiare6o (n=251).

Peakiiuu co CTOPOHBI TOUEK M KOCTEH B ACTCKOU NONMYJISAIUN

JlocToBepHbIE  CBEICHHUS, CBSI3aHHBIE C JOJTOCPOUYHBIM  BO3JISHCTBHEM  TeHOGOBHpa
JTU30MpoKcuiia pyMapara Ha MOYKHA M KOCTHYIO CHCTeMY BO Bpems JieueHus: uadekiuu BUY-1

B MeANATPUICCKON MOMYJIIITUH, OTCYTCTBYIOT. KpoMme Toro, oOpaTuMocTh HEPPOTOKCHIHOCTH
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MOJKET OBITh TOJHOCTHIO YCTAHOBJICHA.

PexomenayeTcst HCIIONB30BaTh MEMIUCITUTUIMHAPHBIN TOAXO/ JIJISL ONIPE/ISSICHUS] COOTHOTISHUS
MOJIb3a/pUCK TIPH  TpUMEHeHWH mpemapara Jlokeup s jedenusi BUU-1  wurdeknuy,
HeOoOXOJIUM COOTBETCTBYIOIIMM MOHHUTOPUHI BO BpeMsl JieUeHHs (BKJIIOYAs pEeHIeHHE O
IpeKpalleHUU JICUSHUsI), TaKKe CJeyeT pacCMOTPeTh HEOOXOJUMOCTh JOMOIHUTEIHLHOTO
JICYSHUS] HA UHAUBUIYAJIbHOU OCHOBE.

Peaxyuu co cmoponst nouex

HesxenatenbHble peakiid O CTOPOHBI MOYEK, COOTBETCTBYIONIUE MPOKCHMAIBHOW MOYSUHOM
TyOysonaTuu, otMedanuch y BUU-1 unpUIMpoBaHHBIX NAIIMEHTOB JETCKOTO BO3pacTa oT 2 Ji0
12 net (cMm. pazgen «IloGounoe necTBHE).

Konmpone ghynxyuu nouex

Ilepen mawasiom mpuema mpemapata Jlokpup g siedenus BUUY-1 HeoOxogumMo MpoBEeCTH
onenky ¢yukiuu mouek (KK u yporens ¢pocdaToB B CHIBOPOTKE KPOBH), a TaKiKe HEOOXOIUMO
OCYIIECTBILATh KOHTPOJIb BO BpeMsl IPUMEHEHHUS], KaK U JIJIS1 B3POCHBIX (CM. BBIMIE).

Beoenue nayuenmos ¢ Hapyuienuem QyHKyuu novex

Ecnu y mo0oro manueHTa JIeTCKOTO BO3pacTa, Mojydaromero npemnapar JlokBUp, ypoBeHBb
docdatos B ceiBopoTKe KpoBH < 3,0 Mmr/mit (0,96 MMoIb/IT), HE0OOX0UMO MPOBECTH MOBTOPHYIO
OIICHKY (PYHKITUHU MOYEK B TCUSHUE OJHOU HEJeJIM, BKJIIOUAs OIpe/ieiieHHe YPOBHS IJIFOKO3BI B
KpOBH, KaJIus B KPOBU M KOHIIEHTPAIIUU TJIFOKO3bI B MoUe (cM. paznen «IloGouHoe nelicTBuey,
npokcuMalibHas TyOyiomaTus). llpu momos3peHWH WM OOHAPY)KEHHH AHOMAIHMH TOYCK,
He0OX0IUMO TIPOKOHCYJILTUPOBATHCS ¢ HE(POJIOTOM € LEIBI0 PACCMOTPEHHSI HEOOXOTUMOCTH
OTMeHBI JieueHHs1 npenapatoMm Jloksup. OTMeHa JiedeHus npenapatoM JlOKBHp Takke JOJDKHA
OBITH PacCMOTpPEHA B CIIydyae MPOTPECCHPYIOMEro CHIKEHUSI (PYHKITHHU MOYeK, KOT/Ia HU OJTHA
Jpyrasi IpudrHa He ObLUIa ompeiesieHa.

CosmecmHoe npUMeHeHUe U PUCK HEPPOMOKCUUHOCTIU

HeobGxoaumo ciieopaTh TeM K& peKOMEHAAIUAM, KOTOpbIe MPUMEHHUMBI JIJIS B3POCIbIX (CM.
«Coemecmuoe Ha3HAUeHUE C OPpYeUMU IeKAPCMEEHHBIMU NPenapamami » HKe).

Hapywienue gpynxyuu nouex

He pexomenayetcs npumMeHsATh npenapar JIoKBUp y JIMI] B BozpacTe 10 18 JeT ¢ HapylieHHeM
¢yukuun mouek (cM. pazmen «lIpoTupomokazanusi»). He cieqyeT HadWMHATH TEpPaAIUIO
npemnapatoM J[okBup y JieTelt ¢ HapylieHHeM (PYHKIIMH MOYeK, a Takke HeoOX0/IUMO OTMEHHUTD
JICYeHUEe Yy TeX NAIUEeHTOB JSTCKOTO BO3pacTa, y KOTOPBIX HapylieHHe (YHKIUH MOUYSK
Pa3BUJIOCH B TeUSHHUE TEpaluu Ipenaparom J[oKBuUp.

Boszoeticmeue Ha xocmuyo mxans
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Bmusaue namenenust MIIK, cpsizanHoro ¢ TeHO(MOBHpA AU30MPOKCHIA (PyMapaToM Ha KOCTHYIO
TKaHb B OT/JAJICHHOW IMEPCIeKTHBE W Ha PHUCK IEepesIOMOB B Oyaym[eM B HACTOSIIEEe BpeMs
HEU3BECTHO (cM. pazfel «DapMakoUHAMHUKAY ).

IIpu oOHapy’KeHHH WIH HOJO3PSHHM Ha KOCTHYIO NATOJIOTHIO IPH NPHUMEHEHHUH IIperapara
JIokBUp y MalUeHTa JIeTCKOro BO3pacTa, HEOOXOJUMO IPOKOHCYJIBTHPOBATHCS €
SHAOKPHHOJIOTOM WK He(poIorom.

Macca Tega B MeTaOOJIHUSCKHE MapaMeTphl

B xozie aHTUPETPOBUPYCHOU TepalMK MOXKET MPOUCXOUTH YBEJIMUSCHUE MACChl Tesla, YPOBHS
JUNUIOB ¥ KOHLEHTPALMU IJIIOKO3bI B KPOBH. OTH HM3MEHEHHUS YacTUYHO MOTYT OBITh
00yCIIOBJICHBI KOHTPOJIeM 3a00JIeBaHUSI U CTUJIEM JKU3HU. UTO KacaeTcs JTUIUIOB, B HEKOTOPBIX
CJIydasix IOBBIIMIEHHE HUX YPOBHS CBHJCTEIBCTBYET 00 >((PeKTHBHOCTH JICUSHMSI; B TO BpPEeMs
KaKk yOeJUTeJIbHbIX JOKa3aTeJIbCTB, CBA3BIBAIONIMX YBEJIMUYCHHE MAcchl Tejla ¢ KakoH-mubo
KOHKPETHOM CXeMOH JiedeHHUs1, HeT. KOHTpoJIb YPOBHSI JIMIIUIOB U TJIIOKO3bI KPOBH MIPOBOJUTCS
B COOTBETCTBHH ¢ OOMICTIpUHATHIMH TpoTokonamu Jieuenuss BUU-undexmun. PacctpoiicTra
JUNHUJHOTO oOOMeHa cje/lyeT KOHTPOJIMPOBaTh IPHHATBIMH B KIMHUYECKOH IIpaKTHKE
METOJJaMHU.

MHUTOXOHIpHAIbLHLIE HAPYIISHHUS IOCIE BHYTPHYTIPOOHOIO BO3IeHCTBHS IpeIapaTa

AHaJIOTH HYKJICO3WI0OB M AaHAIOTM HYKJICOTHIOB MOTYT BJIHATH Ha MHUTOXOH/PUAJIBHYIO
(YHKIHIO B pa3iMuHON CTeNeHH, W Haubojee BBIPAKEHO ATO BIHMSIHHUE TPH HCIOJIBL3OBAHUH
CTaByJWHA, JWJaHO3MHA M 3ujgoByAuHa. Iloctymanmu  cooOmeHHsT ©  pasBUTHH
MHUTOXOH/IpHAJIbHBIX HapyimieHuH y BHU-oTpuniaTesbHBIX HOBOPOIKACHHBIX, I10JBEPTIIMXCS
BHYTpUYTPOOHOMY W/WJIU MOCTHATAJILHOMY BO3JICHCTBHUIO AaHAJIOTOB HYKJICO3HU/IOB, B OCHOBHOM,
5TO KacaeTcsl CXeM JICUSHHUsS ¢ 3UI0BYIUHOM. OCHOBHBIMHM HEXEJIATeJIbHBIMU SIBJICHUSMH, O
KOTOPBIX coo0maoch, OBUIM TIeMaTOJIOTHYeCKHE HapyIIeHHs! (aHeMHs, HeHTpoleHHs) U
MeTaOOMUUSCKUE HAPYIICHUS (TUIICPIAKTATEMHUS, THIISPIUTIA3eMHUsT). DTH SIBJICHHUSI YaCTO HOCST
KpaTKOBPEMEHHBIH XapakTep. M3peaka mocTynaii cooOmeHus 0 HEeKOTOPhIX HEBPOJIOTHUSCKUX
HApYIICHUSIX, KOTOpble HAUMHAINCH IMO3HEee (TUICPTOHMS, CYAOPOTH, aHOMAJIbHOE
nopefieHue). Ha cerogHAmHuN JeHb HEU3BECTHO, SIBJIIIOTCS JIM HEBPOJIOTMUYECKHE HApyIICHUS
BPEMEHHBIMHU WM NMOCTOSIHHBIMU. [losydeHHbIe JaHHBIE HEOOXOAUMO YUUTHIBATh UL KK/IOTO
peGeHka, mepeHecHmero BHYTPUYTpoOHOE BO3JACHCTBHE HYKICORHIHBIX M HYKJICOTH/IHBIX
aHAJIOTOB, Y KOTOPOTO €CTh CepbesHble KJIMHHUSCKUE TNPOSIBJICHHUS] HEU3BECTHOH DTHOJIOTHH,
0COOCHHO HEBPOJIOTHUSCKOTO XapakTepa. Vmerommuecsi JaHHbIE HE BIHAIOT HA TEKYIIHe
HAITHOHAJIbHBIE PEKOMEHJAIUH, COTrJIACHO KOTOphIM BHU-monokuTenbHBIM OepeMeHHBIM

JKEHIIMHAM HEeOOXOJMMO TPOBECHUS aHTUPETPOBUPYCHOW TepalUH C LEIbI0 MPOPUIAKTUKA
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(MOCNEOCBATENBHOCTL 0002)

BEepTHKAJILHOU mepegaun BUU.

COOTBETCTBYET 3SKCNEPTHOMY OTYETY

CI’IH! [POM BOCCTAHOBJICHHUA UMMVHHUTETA

B nauane antupetpoBupycHol Tepanuu y BUU-uHUIIMPOBAHHBIX MAIIUCHTOB C TSKEJIBIM
UMMYHOJICHUITUTOM MOXKET BO3HHKHYTh BOCHAJIUTENbHAsI peakiusi Ha Bo3OyIuTeNeH
0eCCUMIITOMHBIX MM OCTATOUHBIX ONMOPTYHUCTHUSCKUX MHQEKIUH, U NPUBECTH K TSDKEJIBIM
KJIMHUYECKUM COCTOSIHUSIM MJIM YCHJICHHIO BBIDAKEHHOCTH CHMITOMOB. OOBIYHO TakHe
peakIuu HaOJIIOMAIOTCSl B TeUSHHE IepBBIX HECKOJIBKUX HEJeNIb WM MECAIeB IOC/e Hadajia
nedeHus. IlpumepamMu MOTYT CIY>KHTh ITUTOMETAJIOBUPYCHBIM PETHHHUT, I'e€HEpaIU30BaHHBIE
W/WIM 0YaroBble MUKOOaKTepHalIbHble MH(PEKIUU U MHEBMOLUCTHAS (Prneumocystis jirovecii)
nHeBMoHMs. ClieqyeT OTCISKMBAThH JII0OBbIe CHUMITOMBI BOCHAJIEHHMsT H, B cCiydae
HeO0OXOJUMOCTH, CBOCBPEMEHHO HA3HAUUTH JICUCHHE.

Taioke coobmanock 006 ayTOMMMYHHBIX 3a0o0JieBaHMAX (TakMX Kak OosesHs ['pelica u
ayTOMMMYHHBIH T€IIaTHUT), COIPOBOXK/IABIINX PEaKTHBALMIO MMMYHHTETA;, OJHAKO JAaHHBIE O
BpEeMEHH Hauajla TaKUX SIBJICHUH CHJIBHO PA3HSTCS, U 3TH CIydYaW MOTJIM UMETh MECTO CITyCTsI
HECKOJIbKO MeCsILEB 1I0CJIe Hadala JICUeHUS.

ONmnopTYHUCTHUYECKHE MHDEKITHHA

BUUY-1 undunupoBaHHble MallUEHTHI, IOJydYalomue npemapaT J{okBup Wid 1000 Apyroi
AHTUPETPOBUPYCHBIN IpenapaT, MOTYT UMETh KIIMHUYECKHUE IIPOSIBJIICHHS OTMOPTYHUCTHYS CKUX
uHpeknuid wm ocioxHeHus: BUU-undexnuu, B CBS3H ¢ DTUM JIOJDKHBI PEryJBIPHO
HaGIIO/IaThCS Y Bpada, UMEIOMIETO OTBIT B JieueHUH BUU-acconuupoBaHHbIX 3200 1eBaHHN.
OcreoHekpos

XOTsl STHOJOTHSI OCTEOHEKpO3a CUUTASTCS MHOTO(MAKTOPHON (BKJIOYAs MCIOJIb30BaHUE
[JIFOKOKOPTUKOCTEPOHIOB, YIOTpeOIeHHE aJIKOTOJIS, HAJIMUUE TSDKEJIOH HMMYHOCYIIPECCHUH,
MOBBIMICHHBIH UHIEKC MACChl TeJa), CIy9al OCTEOHEKPO3a PETUCTPUPOBAIUCH OCOOSHHO YacTo
y TAaIMeHTOB ¢ mporpeccupyromeii BUY-uHpeknmuedd WHIX TpH UIATSIBHOM TpHEME
KOMOWHHUPOBAHHON aHTUPETPOBUPYCHOM Tepanuu. llamuentaMm ciieyeT peKoMEHIOBaTh
oOpamaThesl 3a KOHCYJbTAIlUEW K Bpauy NpH MOSIBJICHUU JIOMOTHI WM OOJIM B CYCTaBax,
CKOBAaHHOCTH B CYCTABaX WJIM 3aTPYJHEHHUSX B JBUIKESHUH.

CoBMeCTHOS HazHAUCHHE C JIPYTHMH JICKapCTBSHHBIMH MpeapaTaMy

He ciegyer npumeHATh npenapatr J[OKBHp IIpH OJHOBPEMEHHOM HJIM He/laBHEM HazHAUeHUH
He(POTOKCHUHOTO JIGKAPCTBEHHOTO IpemapaTa (cM. paszjen «BzaumojeHcTBHE ¢ ApYTUMH
JIEKapCTBEHHBIMM CpeicTBaMu»). Eciu Takoro npumeHeHHs H30eKaTh HEBO3MOIKHO, CIEyeT
©KEHe/IeJIbHO KOHTPOJIMPOBATh MOYCUHYIO (DYHKITHIO.

BbLH 3aperucTpupOBaHbl CIIydan OCTPOH IMOUYEUYHOHN HEJTOCTATOUYHOCTH IMOCTEe Havajla Teparuu

BBICOKOH }_'[030ﬁ WIH HCCKOJIBKHMH HECTCPOUIHBIMHA IMPOTHBOBOCIIAJIIMTCIILHBIMHU IIpCIiapaTaMi
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dbymapat U UMeronuxX (GakTophl pucka noueyHod auchyHkimu. [loueunas QyHKIUSA T0oDKHA
KOHTPOJHUPOBATHCA HAUISIKAIUM 00pa3oM IpH COBMECTHOM NMPUMEHEHHUH Tpenapara JIOKBHp
u HIIBII. Beicokuii puck mopakeHHs TMouek OblL1 3apeructpupoBan  y BUY-1
UHQUIMPOBAHHBIX IIAIMEHTOB, MOJIYYaBIIMX TeHOMOBHpA JHU30IpOKcHiIa (QymapaT B
COUYETAaHUHU ¢ MHTMOUTOPOM IpOTeasbl YCHICHHBIM PUTOHABUPOM MM KoOuimcratoM. Takum
narpeHTaM  TpeOyeTcsl  TINATeNbHBIM  MOHHTOPMHI  (QYHKIMH TOYeK (CM.  pasjed
«Braumoe#icTBHe ¢ JPYTHUMH JICKApCTBEHHBIMH cpefcTBamu»). ¥ BUU-1 unduimpoBaHHbIX
HAIHeHTOR ¢ (PaKTOpAMHU PHCKa HapyMIeHHUS (PYHKIUU MOUYSK COBMECTHBIN NMpUEM TeHO(DOBHpA
JU30TPOCKCHIa (hyMapaTa ¢ YCHJICHHBIM HHTHOMTOPOM MpPOTeasbl JIOJBKSH ObITh TIIATEIHHO
IPOAHATU3UPOBAH.

He crmepyer mnpuMeHsTh mpenapar J[OKBHpP OJHOBpPEMEHHO C JIPYTMMH JISKApCTBEHHBIMH
CpeACTBaMH, COJEp)KallUMU  ODMTpHIMTaOMH, TeHo(oBHpa JM3OIpOKCcHIa  (yMmapart,
TeHO(oBUpa ajadeHAMU WM JPyTHE aHAIOTH IUTHAWHA, TAaKHe KaK JIAMMBYIMH (CM. paszel
«BzaumopeiicTBue ¢ JAPYTHMH JIGKapCTBEHHBIMM CpejacTBaMu»). He cienyer HpHMEHSTH
npenapaT JIoKBUp OJHOBpEMEHHO ¢ a/ie(poBUpa TUITUBOKCHIIOM.

CosmecmHoe  npumeHenue ¢ neounacéupom u  cogocobysupom, cogocoysupom  u
6ENNAMACEUPOM UMY 6ENNAMACEUPOM, EOKCUNANPESUPOM 1 COPOCOYEUPOM

ITokazaHo, 4YTO COBMECTHOe IpHUMEHeHHe TeHO(GOBHpa JM30IpOKCHIa (¢yMmapaTa H
nenumnaceupa/codocOyBHpa, BeanaTacBupa/codocOyBupa WK BeIaTaCBUpa/BOKCUIIATIpEBUpA/
copocOyBUpa TOBBIMACT KOHICHTPALUIO TeHOGOBHpAa B IUIa3Me, OCOOCHHO TIIpH HX
IpUMEHEHMH ¢o cxemMaMu JieueHus BHUY-undexnuy, BKIOYAIOMMUMH TeHO(POBHpA
au3olpokcuia pymapar U papMaKOKUHETHUSCKUH YCHIIMTEIb (PUTOHABUD MIIM KOOUITHCTAT).
BezonacHocTh TeHOOBHpa JU3OMPOKCHIAa (yMapaTa IpPH €ro COBMECTHOM IIpHeMe ¢
JIeTUTIACBHPOM/CoPOCOYBHPOM,  BeJIMaTacBUpOM/cOPocOyBHPOM WM BeJIATaCBHPOM/
BOKCHJIATIPEBUPOM/Co(pocOyBUPOM H (apMaKOKHHETHUSCKAM YCHIUTEJIEM HE YCTAaHOBJICHA.
HeoOxoluMO aHAJIM3UPOBATh MMOTSHIHAJIBLHBIH pPHUCK M TPSHMYINECTBAa, CBSI3aHHBIE C
COBMECTHBIM Ha3HAUCHHEM, OCOOSHHO JUIS MAI[UCHTOB C TOBBINICHHBIM PUCKOM HapyIICHHS
GYHKIIMM ~ TOYeK. HeoOxouMo ~ KOHTPOJIMPOBAaTh  IAI[UEHTOB, IPUHUMAIOIUX
neaunaceup/codocOyBHp,  BelmatacBup/coGocOyBHp WIH  BeJIATaCBUP/BOKCHIIATIPDEBUD/
copocOyBup mapajulesIbHO ¢ TeHO(OBHpa IU3ONPOKCHIA (yMapaToM ¥ YCHICHHBIM
unrubutopom BHU-mpoTeasbl, Ha MpeAMeT HeXKeTaTeIbHBIX peakiuid, oOyCIOBICHHBIX
ne#icTBreM TeHO(OBUpaA JU30MPOKCHIA hyMaparTa.

CosmecmHulil npuem meHogposupa OU3ONPOKCUNA PyMapama 1 OUOGHOZUHA

CoBMecTHBIHN npueM TeHO(OBHUpaA JTU30MPOKCHIa (pyMapaTa U JUJAHO3HWHA HE PEKOMEHIOBAH
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: aTad § = SOATE HOCTL NN
(cm. pazaen «BzauMoaelcTRHE C IPYTUMHU JieKa )CTB&:HHLR&T&'CB&@%B’&ME%‘U EHOCTE 0002)

Tpotinas Hykneo3uoHas mepanus

Ecth cooOmeHust 0 BBICOKOH 9acTOTe OTCYTCTBHSI BUPYCOJIOTHYECKOTO OTBETA WU IMOSIBICHUU
PE3UCTCHTHOCTH Y TAIIMSHTOB ¢ HadalbHOU cTajueit BUY-uHpekIuu npu KoMOHHUPOBAHHOM
npueMe TeHo(oBUpa AM30IpoKcHiIa dymapaTa, JaMHBYJMHA M abakaBHpa, a TakKe
JAMUBY/IMHA C JHJAHO3WHOM IIpH CXeMe IIpHeMa OJWH pa3 B CyTkH. JlamMuByIMH H
SMTPHUITUTAOUH UMEIOT OJIU3KOe CTPYKTYPHOE CXOJCTBO, a TaKKe CXOJHYIO (hapMaKOKUHETHUKY
u dapmakoguHamMuky. IlosTomMy MoryT HabmogaThes CXOJHbIE MpOOJIeMBI IpU IpHEMe
npenapata JIOKBUp ¢ TpeTHUM HYKJICO3H/IHBIM aHAJIOTOM.

HaIII/IeH’ILI ITOKHJIOTO BO3pacTa

[Ipemapar /loxkBup He M3ydaljicst y JHMI] cTapmie 65 jer. Y JHIl crapuie 65 JeT oTMeuaeTcs
GoJbIasi BepOSITHOCTh HAIMYUS CHIDKCHHOW (YHKIMH TOUYCK, MOPTOMY Ipemapar JOJIKEH
Ha3HAYaThCs C OCTOPOIKHOCTHIO JIIO/IAM CTapIIeTro BO3pacTa.

BisiHiie Ha cITOCOOHOCTH YIIPABJIATH TPAHCIIOPTHHIMH CpeICcTBAMM, MeXaHH3MaMU
HccnemoBanus, o U3YUSHHUIO BIUSHUS MpemapaTa Ha cIIOCOOHOCTH YIIPABJICHUS TPAHCIIOPTOM U
paboTy ¢ MeXaHH3MaMM, He MPOBOAWINCH. OAHAKO JIUI, NPUHUMAIOIUX IIpernapart, cJeAyeT
npouHGOPMUPOBATh, YTO BO BpeMs JICUCHHUS] KaK SMTPUIMTAOMHOM, TaK W TEHO(OBHUPOM,
COO0IANIOCh O TOJIOBOKPY KeHHUH. [IpH MOSIBIIEHUU TOJIOBOKPYIKEHUS CIEAYET BO3CPIKATHCS OT
BBIIIOJTHEHHS YKA3aHHBIX BU/IOB JISATEIbHOCTH.

dopma BbOIyCKaA

TabneTkH, MOKPBITHIE TUICHOUHOH 0600ukoi, 300 Mr + 200 Mmr.

Ilepeuunas ynaxoexa iexapcmeennozo npenapama.

ITo 10 TabieTok B KOHTYPHYIO SAUSHKOBYIO YIIAKOBKY M3 TUICHKH MOJMBHHUIXIOPUTHON MapKu
DOII-73 1 GoJbTH ATIOMHUHHEBOH ITEUYATHOH JIAKHPOBAHHOM.

I[To 30 TabGneTok B OaHKy MOJHMEPHYIO W3 TOJHATHJCHA C KPBINMIKOH HATSITHBAaSMOM, C
KOHTPOJIEM TepBOro BCKphITHS. Ha OaHKM HAKICHUBAIOT DTHUKSTKHU U3 OyMaru TUKETOUHOW HWIIH
MHACUSH WM U3 MOJIMMEPHBIX MAaTEPUAJIOB, CAMOKJICSIIUECS.

Bmopuunas ynakoexa i1exapcmeenHtozo npenapama.

ITo 3 KOHTYpHBIX STUSHKOBBIX YIAKOBKH BMECTE ¢ MHCTPYKIMEH IO MPUMEHEHHIO MTOMEINAI0T B
AaYKy U3 KapTOoHA JUIsl MOTpeOUTENbeKoU Taphl. [lauky moMemaloT B IpylnnoByio YIAKOBKY.

ITo 1 Ganke BMecTe ¢ HMHCTPYKIHEH MO TPUMCHCHHIO MOMEIMIAIOT B MAYKy W3 KapTOHA IS
MOTpeOUTENbCKOM Taphl. [[auky MOMEMAIOT B TPYIMNOBYIO YIIAKOBKY.

Y ciioBus XpaHeHUs

B zamumeHHoM OT CBeTa MeCTe IIpH TeMIlepaType He Bbime 25 °C.

XPpaHHUTh B HETOCTYITHOM JIJISI JISTeH MecTe.

39
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(NOCNEAOCBATENBEHOCTL 0002)

Cpok rognoct

3 rona.

He npuMeHATH 10 HCTEUSHUHU CPOKA FOTHOCTH.

Y ciaoBus oTnycka

OTIycKaroT 10 pelentry.

IIpouzBoauTeNH

AOQO «®apmacunTes», Poccus

IOpuanuecknii aapec: 664007, Upkytekas o6, 1. Upkytek, yin. KpacHorBapaetickas, a. 23,
oduc 3.

AJlpec poU3BOJICTBeHHOM Tomaaku: r. UpkyTek, yi. P. JlrokcemOypr, 1. 184.

Ten.: +7 (3952) 55-03-55

AJpec srekTpoHHOM mouThl: infol@pharmasyntez.com

Briagesreny perucTpaliMOHHOIO  yI0cTOBepeHUs/OpraHnusalus, IPUHUMAIONIAA TIpeTeH3HH
TMOTpeduTeIei:

AQO "®apmacunTes”, Poccus, 664040, r. UpkyTek, yi. P. JlrokcemGypr, 1. 184.

Tes.: 8-800-100-15-50

Appec snekTpoHHOM mouThl: Info@pharmasyntez.com

Bune-nipezugent
0 pa3BUTHIO OU3HECA

AOQO «DapmacuHTE3 Maeix H.IO.
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