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12,540 mr

1,330 Mr
1,600 mr
0,400 mr

3,000 mr

1,9800 mr
0,8000 mr
0,2000 mr
0,0200 mr

2 Mr

2,090 mr
(2,000 mr)

126,170 Mr
25,080 mr

2,660 mr
3,200 mr
0,800 mr

5,000 mr

3,3065 mr
1,3380 mMr
0,3305 mr
0,0250 mr

4 mr

4,180 mr
(4,000 mr)

252,340 mr
50,160 mr

5,320 Mr
6,400 mr
1,600 mMr

9,000 mr

5,9520 mr
2,4090 mr
0,5940 mr
0,0450 mr

]
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Onucanue

Kpyriibie, 1BOSIKOBBIMYKJIbIE TaOJNETKH, MOKPHITBIE MJIEHOYHOM obosoukoii Gemoro mpera. Ha
nonepeuHoM cpese spo Genoro upera. Ha ogHoit cropone Tabnetku - rpaBupoBka «KC», Ha
Jpyroii - rpaBUpoOBKa «1», «2» Wiu «4», B COOTBETCTBUHU C JO3UPOBKOH.
PapmakoTepaneBTHYeCKasi Fpynna: runonunuaemMudeckoe cpeactso — 'MI-KoA-peaykra3zbl

MUHTUOUTOP.

Koax ATX: CI0AA08

PapMako/0rH4YecKHe CBOICTBA

DapmakoouHamuxa

[IuraBactaTvH - KOHKYpeHTHbIH UHrHOUTOP ['MI'-KOA (3-ruapoKkcu-3-MeTHITTIOTAPUIKOIH3UM
A) penykTasbl, (epMeHTa, KaTalIU3UPYIOIIEr0 HA4yalbHYIO CTaJUI0O CHHTE3a XOJIECTEpUHA —
obpa3zoBanue MeBanoHoBoW kucaoTel U3 ['MI'-KoA. IMockonsky npespamenne 'MI'-KoA B
MEBAJIOHOBYIO KHUCJIOTY IpeACTaBsieT cOOOW HayalbHYIO CTaJUI0 CHHTE3a XOJECTepUHa, TO
NPUMEHEHHWE MUTABACTATHHA HE BBI3BIBAET HAKOIUIEHUS B OpPraHU3Me MOTEHIMAIbHO TOKCUYHBIX
creponioB. I'MI'-KoA wmertabonusupyercst 10 auetun-KoA, KOTOpbIi ydyacTByeT BO MHOIMX
npoueccax cuHTe3a B opranusMe. JlokaszaHa s¢dekTUBHOCTD npenapara JIMBa3o B OTHOLIEHUU
CHWKEHUS] KOHLeHTpauuu obmero xonecrepuHa (OXC) B mna3mMe KpOBM, XOJieCTepUHA
JunonpoteuHoB HU3Ko# riotHocTH (XC JITTHIT), xonectepuHa nUNonpoTeMHOB OYEHb HU3KOM
nnotHocty (XC JITIOHIT), tpurnuuepunos (TI) u anomunonporenHa B (Apo-B), a taxke
TOBBIIIEHUS] KOHLUEHTpALUU XOJIECTEPUHA JIMMTONPOTEUHOB BbIcOKOH 1ioTHOCTH (XC JITIBIT) u
anonumnonpotenHa Al (Apo-Al) (em. Tabnuny 1).

Ta6auna 1. Peaknus Ha 103y y NaLHEHTOB ¢ NEPBUYHOI runepxo/iecTepuHeMueit
(oTKOppEeKTHPOBaHHOE CpeHee 3HAYeHHe NPOIEHTHOr0 H3MEHEeHH sl 110 CPABHEHHIO ¢
HCXO/JHBbIM YPOBHEM)

Ho3a N HI)—[(EIH OXC* Hﬁgﬂ T Apo-B | Apo-Al
ITnane6o 51 -4,0 -1,3 2,5 2,1 0,3 3,2
Imr 52 -333 -22,8 9,4 -14,8 -24,1 8,5
2 Mr 49 -38,2 -26,1 9,0 -17,4 -30,4 5,6
4 mr 50 -46,5 -32,5 8,3 -21,2 -36,1 4,7

*HEOTKOPPEKTUPOBAHHOE

Ilpy neyeHMM mNEPBUYHOM TIUMNEPXOJECTEPUHEMHMM M KOMOMHHPOBAHHOM (CMELIAHHOM)
JAMCIMITMAEMHUH, TIPU HA3HAYEHUM TEPareBTUYECKUX 03, NMUTABACTATHH JOCTOBEPHO CHMXKAI

koHueHTpauuio XC JIITHIT, OXC, XC ne-JITIBIL, TT" u Apo-B u nobiuan konueHtpammo XC



JITIBIT u Apo-Al. VYmensmanocs cootHomenne OXC/XC JIBIT u Apo-B/Apo-Al. Ilpu
npuMeHeHuH npenapata JIuBa3o B 103e 2 Mr JocTHranoch cHwxeHue konuentpauuu XC JIITHII
Ha  38-39%, u Ha 44-45 % - npu npuMeHeHUH 1036l 4 Mr. B GonblIMHCTBE CilydaeB INpu
Ha3HAYEHUH JI03b1 2 MT, IocTHralics LeneBoi nokasatess gedeHus X C JITTHIT no pekomenpanysam
EBponeiickoro obmectBa atepockiepo3a (EAS).

[Ipu neyeHUM MaLMEHTOB CTapLIero Bo3pacra (=635 j1eT) ¢ NepBUYHON TUNEPX0JIECTEPUHEMHEH U
CMEIIaHHOM JUCTUIUAEMUEH NpU Ha3HAuYeHUH npenapara JIuaso B 1o3e | , 2 wau 4 Mr 3HayeHus
XC JHIHIT ymensmanuce Ha 31%, 39,0% u 44,3% coorBercTBeHHO. lleneBod ypOBEHb,
yctaHoBieHHbIH EAS, 6bu1 focTurayt y 90% naiueHTos.

[Ipy JneyeHUM MAUMEHTOB C TMEPBUYHOM TMIEPXOJIECTEPUHEMUEH WIM  CMEIIAHHOM
JUCIUNUAEMUEH B coyeTaHuu ¢ 2 WM Oonee pakTopaMM CepAEYHO-COCYIUCTOrO PHUCKa, WIIH
CMELIaHHOW TUCIUIUAEMHUEN B COUETAHUM C caxapHBIM AuadeTom 2 Tumna, okono 80% nauueHTos
jpocturanu uenessix nokasateneit XC JIITHIT. Vposens XC JIITHIT B 3THX rpymnmnax nauueHToB

cHrxkaJscs Ha 44% u 41% coOoTBETCTBEHHO.

Amepocxknepos

[Ipu neyeHMM MaLMEHTOB, MEPEHECIIMX YPECKOKHOE KOPOHAPHOE BMELIATEILCTBO IO MOBOAY
OCTPOro KOPOHAPHOIO CHUHApPOMA TMOJ KOHTPOJIEM BHYTPUCOCYJAUCTOTO YJIBTPa3BYKOBOTO
UCClIeJOBaHUsl, HA3HAUYEHUE NTUTAaBaCTaTUHA B J103€ 4 MI' Ha IPOTshKEHUU 8- 12 Mecsi1ieB NpUBOAWIIO
K YMEHbIIEHUIO 00bEMa KOPOHApHBIX Ousinek npubiu3uTensHO Ha 17% M compoBOXIANOCH

0BpaTHEIM Pa3BUTHEM PEMOJIENUPOBAHMS cOCYAMCTOl cTenku (oT 113,0 1o 105,4 mm?).

Caxapnuiii ouabem

VY MauueHToB ¢ TUNepIuNuaeMiel U HapyLIeHUEeM TOJIEPAHTHOCTH K IJIFOKO3€  TPU Ha3HAYEHUU
npenapara JluBazo B no3ax | mr/cyT wnu 2 Mr/cyt B JONOJHEHME K PEKOMEHIALMUSAM IO
U3MEHEHHIO 00pasa )KU3HU, BIIEPBBIC BHISIBICHHBINM CaxapHbIM quabeT pa3BUBAIICS pexe, YeM Y
NalMEHTOB, HE TMOJY4YaBUIMX TUIOJMNUAEMHUYEcKy0 Tepanuio: 39,9% mnpotu 45,7% Ha
NPOTSHKEHUM Nepuoja 2.8 roaa, oTHoueHue puckoB coctaBuiio 0,82.

JlaHHble MeTa-aHanu3a 6€30MacHOCTU MUTABACTATHHA B OTHOIIEHHM PUCKA Pa3BUTHS CaXapHOTO
nuabeTa MpoJeMOHCTPUPOBANM HelTpanbHblid ¢dekT npenapara JIuBa3zo B OTHOLIEHUH pHCKa

Pa3BUTHS HOBBIX CITYHa€B CaXapHOIro zma6eTa.

THonynsayus nayuenmos demcko2o 8o3pacma
V nereii ¥ MOAPOCTKOB ¢ BBICOKMM puckoM runepnunuaeMuu (yporens XC JIITHII B ruazme

KpoBU Haromak >160 mr/man (4,1 mmons/n), unu XC JIITHIT >130 mr/ann (3,4 MMonw/n) u



JIOTIOJIHUTEIBHBIMM (JaKTOPaMU PUCKa) HA3HAUEHUE TUTaBacTaTUHA B J03€ | Mr, 2 Mr, 4 Mr OJIMH
pa3 B cyTku B TeueHue 12 Hemenp no3ponuno cHuzute XC JITTHIT nHa 23,5%, 30,1% u 39,3%
COOTBETCTBEHHO.

V neTeil U MOAPOCTKOB € BHICOKUM PHCKOM TMITEPIIUITUIEMUH, TPUHUMABIIMX MUTABACTATUH 52
Henenu, cpeanee 3HaueHue XC JIITHIT cauzunoce 1o 37,8%. 47 nauuenton (42,0%) nocturiu
uenesoro 3HaueHus XC JIITHIT <130 mr/nn u 23 nauuenra (20,5%) 10CTUrIM ONTUMAIBHOIO
snayenuss XC JITTHIT <110 mr/na. Camwkenne cpeanero 3Hadenust XC JITTHIT cocraBuno 40,2%
B rpynire nauueHToB 6 - 10 ner (n=42), 36,7% B rpynne 10-16 net (n=61) u 34,5% B rpynne 16
- 17 net (n=9). OTBeT MayMEHTOB Ha TEpPANMIO MUTABACTATUHOM HE 3aBMCE] OT I0J1a NalMEeHTa.
Cpennuii ypoBens OXC cuuzmiics Ha 29,5%, a cpeanuit yposenb TI' cHusmiics Ha 7,6% K KOHILY

HUCCJIENOBAHMUS.

BHY nonynayus

Bnusinue nuraBactatuHa v apyrux craTiHoB Ha ypoBeHb XC JITTHIT y BUY-undummpoBanHbx
MAalLMEHTOB C JMUCIMIIUAEMUEH CHMXXEHO, WM [JaHHOE JIeYEHHE COINOCTAaBUMO C JICYEHUEM
NAlMEHTOB ¢ MIEPBUYHOM IMIIEPXOJIECTEPUHEMUEN U CMELIAHHOM AUCIUNUIEMUEN, HE UMEFOIIMX
BHY.

YV BUY-uHOuUIMpOBaHHBIX MAaLMEHTOB, NMPUHUMABIIUX 4 MI NMTaBacTaTUHa | pa3 B CYTKH,

ypoBeHnb XC JITTHIT cuuzuncs Ha 31% 4vepe3 12 Henens u Ha 30% uepes 52 Helenu Tepanuu.

DapmaKkoKuHemuka

Bcacvieanue

[TuraBacTaTHH GBICTPO BCackiBaeTCs B BEPXHUX OT/ieax ey aouHo-kumeqHoro tpakra (KKT),
MaKcuMalbHasi KoHUeHTpauus (Cmax) B mia3me KpOBM JIOCTUraeTcs B TedeHMe | yaca mocie
npuéma mnpenapara. [Ipuem numu He BausieT Ha aGcopOuuio. Cmax NMUTaBacTaTMHA B IUIa3Me
KpPOBU CHMXAeTcs Ha 43 % NpU COBMECTHOM INpUEME C JKUPHOM MUINEH, HO TUIOAAb IMOJ
(dapMakOKMHETUYECKOW KpUBOM «koHUeHTpauus-BpeMs» (AUC) ocraercsi HEM3MEHHO.
HeusMeHeHHBIN mpenapar nojBepraeTcss KHUIIEYHO-TEUYEHOYHON pPEeLUPKYISILUMU U XOpPOLIO
abcopOupyercs ©3 TOmel W TMOAB3JOIIHON KHUIOKK. AOGcomoTHas OHOJOCTYIHOCTh
NMUTaBacTaTUHA cocTarnsieT 51 %.

Pacnpeoenenue

Bonee 99 % nuraBactaTuHa CBsA3BIBAacTCs ¢ OEJIKaMU I1a3Mbl KDOBU, B OCHOBHOM € aJlbOyMHUHOM
u ansda-1 kucaeM rimkonporenHoM. CpenHuii o6beM pacnpeneneHus coctaBnaser 133 .

ITuraBacTaTUH aKTHUBHO INMPOHUKAET B TIC€HATOLUUTLI IPU TOMOIIU TPAHCIOPTHBIX OenKoB



OATPIBI1 u OATPIB3. AUC BapbupyeT B npefiesiax 4-KpaTHOTO YBEJINUYEHHUS OT MUHUMAJIBHOTO
JI0 MaKcUMaJlbHOTO 3Ha4yeHus. [IuraBactaTuH He sBisercs cybcTpatoM ans P-roukonporenna.
Memabonusm

B mia3Me conepxuTcsi B OCHOBHOM HEM3MEHEHHBIH MuTaBacTaTUH. OCHOBHBIM METab0JIUTOM
SBJISIETCS] HEAKTUBHBIN JIAKTOH, KOTOPBI 00pa3yeTcsi U3 KOHbIOraTa MMTaBacTaTUH IIIOKypOHUIA
a¢upHoro tTuna ¢ yyactiueM Y JI®-rmokyponosunrpancdepas (UGT1A3 u 2B7). Llutoxpom P450
BiIMseT Ha MeTabosM3M nuTaBactaTMHa MuHUManbHO. U3odepment CYP2CY9 (u B MeHbLuei
creneHu uzodpepmeHt CYP2CS8) yyacTBytoT B MeTabo/IM3Me MUTaBaCTaTHMHA 10 BTOPOCTENEHHBIX
MeTaboIUTOB.

Buvigeoenue

[TuraBacTaTHH B HEU3MEHEHHOM BHJIe OBICTPO BBIBOJUTCS U3 MEYEHHU C HKETUbIO, HO MOABEPraeTcs
KUILIEYHO-TIEYEHOYHOM PeLMpPKY/ISILMK, obecnieunBatolel ero anurenbHeli apdexr. Menee 5 %
MUTaBacTaTMHA BBIBOAMTCS MoykaMu. [lepuon monyBbIBeJEHUS M3 IJIa3Mbl BapbupyeT OT 5,7
4acoB (OAHOKpaTHBIA npuem) 10 8,9 yacoB (B paBHOBECHOM COCTOSIHMM), CpPE/IHEE 3HAueHUe
KJIMpeHca cocTaisieT 43,4 51/4ac nocie 0 JHOKpaTHOTO NpreMa BHYTPb.

DapMaKOKUHETHKA YV Pa3JUYHBIX TPVIII MNanMeHTOB

Hooicunvie nayuenmer: ipu oueHke GapMaKOKMHETUKU MUTABACTATHHA Y MOXUIIBIX MAlUEHTOB
crapuue 65 ner AUC nuraBactaTiHa Obisia B 1,3 paza Bblle. IT0 He MOBIUSIIO Ha 3P (EKTUBHOCTD
MM 6€30MacHOCTb.

Ileyenounaa nedocmamounocme: y TNALMEHTOB C JETKUMU HApyIIEHUSMH (YHKLMU TMEYEHU
(xnace A mo knaccudpukaumu Yaina-ITeto) AUC Obuta B 1,6 pa3 Bblllie YeM y 3I0POBBIX
J0OPOBOJIBLIEB, B TO BPEMSI KaK y MALMEHTOB ¢ yMEPEHHBIM HapylIeHHeM (GyHKIMH MeveHH (Kiiacce
B no knaccudukauun Yaitna-I1ero) AUC 6bita B 3,9 pa3 Bbiie. [1py BepaKeHHOM HapyLIeHUH
(YHKIUM NeUeHH PUMEHEHUE MUTABACTATHHA MPOTHBOMOKA3aHO.

IHoueunas nedocmamoynocmy: y TIALMEHTOB C YMEPEHHOW MOYEYHOW HEIOCTATOYHOCTBIO U
HaXo[sAUMXCs Ha remoauanuse, ormedanoch ysenudyenune AUC B 1,8 paz3 u 1,7 pa3s,
COOTBETCTBEHHO.

IHonosvie pasnuyus: otmeueHo yBenudeHue AUC y JKEHIIMH 10 CPaBHEHHUIO C MYXUYHWHAMM B
1,6 pa3 B ucciieJ0BaHUM 310pPOBBIX 10OPOBOJIBLIEB, YTO HUKAK HE CKa3bIBAIOCh Ha 3(h(PeKTUBHOCTH
u 6e3onacHocTH npenapara Jueaszo.

Pacosas npunaonexcnocms: 10 pe3ynbTaTaM (HapMaKOKMHETUYECKOTO aHaiu3a JaHHBIX,
MOJYYEHHBIX Yy 370POBBIX J0OPOBOJIBLEB pa3HOW pacoBOM TNPHHAANECKHOCTH (SMOHCKas M
€BpOINEOUIHAS MOTYJISILMK ), Takhe (paKTOpHI, KaK MOJT U BO3PACT He BIUSIIM Ha (PapMaKOKMHETUKY

MnMUTaBacTaTuHa.



Ionynsayua nayuenmos Oemcko2o 8o3pacma: (HapMaKOKMHETHYECKUE JAHHBIE OTHOCHTEIIBHO
NPUMEHEHHS y JeTeil M MOAPOCTKOB OrpaHuueHbl. BreiGopouHblii 0TOOp 00pa3LioB BBISBUI
J0303aBMCUMYIO JUHAMMKY KOHLEHTpalMM NMUTaBacTaTHHA B MJa3Me KpoBM uepe3 | yac mocie
npuema J103bl. Takske 0TMEUanock, 4TO KOHLEHTpALMs TUTaBaCTaTUHA Yepe3 | yac noce npuema
70361 Obl1a (06paTHO MPOMOPLIMOHAIBHO) CBSI3aHA C MAcCOi Tesla ¥ MOrJia ObITh BBILIE Y JETEH,

YEM Yy B3pOCJIbIX.

Iloxa3aHusi K NPUMEHEHHIO

[lpenapatr JluBazo mokaszaH Ui CHIDKEHMs MOBbILIeHHOro obmero xosectepuna (OXC) u
XOJIeCTepUHA JIMNONMPOTeMHOB HU3KOM rtoTHocTH (X C JITTHIT) y B3pociabix, NOAPOCTKOB U AeTei
B BO3pacTe OT 6 JIET ¢ NEPBUYHOI TUIepXoieCTepUHEMHUEH, BKIIKOYAs FETEPO3UTOTHYIO CEMENHHYIO
runepxosecrepudemuro (runepnunuaemus Ila Tuna no knaccudpuxauuu dpeapuKcoHa), Wiu
CMELIIaHHOW rumepxosectepuHemMuei (runepaunuaemus IIb tunma no kiaccupukauuu
@DpeapuKCcOHa) B KaYecTBE JOMOJIHEHMS K JMETe, KOrga JIMeTa U JAPYyrue HeMeIUKAMEHTO3HBIE
METOJIbI JIeYeHUs (HarpuMmep, PU3NUecKue YrpaKHEHHs], CHIKEHUE MAacChl Tejia) OKa3bIBAKOTCS

HEOOCTATOYHBIMHU.

IIpoTuBonoka3zanus

e [loBeilneHHass 4yBCTBUTEIBHOCTh K IMUTABAaCTATHHY, BCIIOMOraTebHBIM KOMIIOHEHTaM
npenapata u ApyruM uHruduropam ['MI'-KoA-penykrassl (ctaTHam).

e Tsaxenas neyeHouyHas HeJnocTtaTo4yHOCTh (Gonee 9 GamioB no mkane Yaina-ITsi0) wnm
knace C no knaccudukaumu Yaiing-ITeto, 3aboneBanus neyeHW B aKTUBHOM (hase,
BKJIOYAsl CTOMKOE MOBBIIIEHUE aKTUBHOCTU «IE€YEHOYHBIX» TPAHCAMHUHA3 B CHIBOPOTKE
KpoBH (Gonee ueM B 3 pasa 1o cpaBHEHMIO ¢ BepxHeil rpanuieii Hopmsl (BI'H)).

e HenepeHOoCHMMOCTH  1aKTO3bl,  Ae(GHLUMT  JaKTa3bl WM  TJIFOKO30-TajlaKTO3Has
manbabcopOuus.

e Muonarus.

e  OaHOBpEMEHHBIH NMPUEM LIMKJIOCTIOPHHA.

e bepeMeHHOCTh, MEPHOJA TPYIHOTO BCKAPMIIMBAHHs, OTCYTCTBHE aJeKBATHBIX METOJOB
KOHTpALENLUH Y KEHILIUH AETOPOJHOIO BO3PACTa.

e Bospacr 10 6 neT (3pPeKTUBHOCTb U 6€30MaCHOCTh HE M3yUallach).

C 0CcTOpPOKHOCTHIO
IIpy Hanuuum pucka pa3BUTHS MHUONATUW/pabIOMHONIM3a - TOYeYHAs HEJOCTATOYHOCTS,

TATIOTHUPEO3, JIMYHBIA WM CeMEWHBIM aHaMHe3 HACJIeJICTBEHHBIX MBIIIEUHBIX 3a00JieBaHUM U
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NpeIIEeCTBYOUMIA aHaAMHE3 MBIIIEYHONW TOKCUUHOCTH MPHU NMPUMEHEHUH JPYTUX UHTUOUTOpPOB
['MI'-KoA-penykTa3sl wiu  ¢puOpaToB, HalWuMe B aHaMHe3e 3a00JEBaHMHA NEUEHH WU
35n0ynotpebieHus ankoroaeM, Bo3pact crapiue 70 siet.

[Ipenapar JIuBa3zo He JO/KEH MPUMEHSTBCS COBMECTHO € TpernapataMu (y3uaoBONH KHUCIOTHI

(BHYTpB WJIM UHBEKLIMOHHO) UJIM B T€YEHUE 7 IHEH MOCae UX OTMEHBI.

IIpumenenne npu GepeMeHHOCTH H B MEPUO/] IPYAHOT0 BCKAPMJIMBAHHUS

Bepemennocme

[Ipumenenue mnpenapata JluBazo mnpu OepeMEHHOCTH MNPOTUBOMNOKa3aHO. JKeHIMHaM
JIETOPOJIHOTO BO3pacTa INpM JICYeHUM MpenapatoMm JIMBa3zo ciaelyeT MUCNOab30BaTh HAAEKHbBIE
METO/bl KOHTpaLenuuu. Tak Kak XOJEeCTepUH M Jpyrue MpoayKThl OMOCHHTE3a XOJIeCTEpHHA
HEO0OXOJUMBI JUIsl pa3BUTHS 1J10J1a, MOTEHUMAIbHBIN puck uHruouposanus [ MI'-KoA penykrassi
NpeBBIIAET TOJb3Y OT JEYEHHUs MpernapatoM Bo Bpemsi OGepemeHHocTH. MccnenoBanus Ha
JKUBOTHBIX TI0KA3aJld, YTO MUTABACTaTUH 00Ja/JaeT PEnpoAyKTUBHONW TOKCHYHOCTBIO, HO Oe3
TEPATOreHHOro norteHuMana. Ecnmu naumeHTka niaHupyer 0€peMeHHOCTb, CIEAYET MPEKPATUTh
JIeYEeHHE KaK MUHUMYM 3a OJIMH Mecsl 10 3a4atus. [Ipu HacTynneHun 6epeMeHHOCTH BO BpeMs
npuMeHeHus npenapata JIuBaso, neyeHue cieayeT HeMeAJIEHHO MPEKPATHTD.

Ilepuoo epyonozo éckapmnusanus

IIpumenenue npenapata JluBa3zo B mnepuoj] TpyAHOTO BCKAPMIIMBAHUS TPOTHBOIMOKA3aHO.
[TuraBacTaTUH BBIBOAMTCS € MOJIOKOM JIaKTHPYIOIIMX Kpeic. JlaHHBIE O BBIAEJICHUU
[IMTaBaCcTaTuHAa C IPYAHBIM MOJIOKOM OTCYTCTBYIOT. Hpu HCOGXOHHMOCTI/I IMPpUMEHEHUA TTperapara

JIuBa3o B mepuo[ NTaKTalMK IPyIHOE BCKAPMIIMBAHUE HEOOXOIMMO NPEKPATHTE.

Cnoco6 npuMeHeHHs B JO3bI

BHyTpb, TabneTku He0OX0IUMO MPOTIaTEIBATh LETUKOM.

[IpeanouTureneH npreM TabNETKU B OJHO U TO K€ BPEMSI CYTOK, JIydllie BEeYepOM, B COOTBETCTBUU
C LIMPKaJHBIM PUTMOM JIMITHIHOTO oOMeHa. J[o Hayana v B mpouecce JeYeHUs MalMeHThl JODKHBI
MIPUAEPIKUBATHCS TUIOXOJIECTEPUHEMUYECKON IUETHI.

HauanbHas jno3a npenapara | Mr B cyTKu oJHOKpaTHO. [Ipu HEOOXOUMOCTH 103y Ipernapara
YBEJIMUUBAIOT C UHTEpBaJaMU He MeHee 4 Henenb A0 2 Mr B cyTku. Jlo3y cienyer nmoaduparh
UHIMBUYAJIbHO B COOTBETCTBUU ¢ KoHUeHTpauusMu XC JIITHIL, uensto neyeHus U OTBETOM
MalMeHTa Ha JieueHrue. BonbIIMHCTRY NalMeHTOB TpedyeTcs j03a 2 Mr. MakcuMasbHas CyToYHas
J03a — 4 Mmr.

Iayuenmpr ¢ neckumu u yMepeHHbIMU HAPYUIEHUAMU (YHKYUU nedYeHU: PEKOMEHIOBaHa

MaKCHUMaJIbHasa CyTO4YHas n0o3a 2 M.



Iayuenmyi ¢ napywenuem yynkyuu novex: Npy HapylieHUU GyHKLMHU TMOYEK JIETKOH CTerneH!
TSOKECTH (KeNaTeNbHO OOBEKTUBHO OLEHUTh JaHHYIO CTEMEHb C OTPAXEHHUEM KIIMpeHca
KpeaTMHMHA WM CKOPOCTH KJIyOOUKOBOM UIbTpaLiuu), npenapat JIuBa3o ciie1yeT NpuMeHsTh ¢
OCTOPOXKHOCTHIO. JIaHHBIE 110 MPUMEHEHUIO MAKCUMAJIBHOM CYTOYHOM JI03bI MpemnapaTa 4 Mr rnpu
HapylleHUsIX (QYyHKUMM TMOYeK JHOOOH CTENEeHH TSHKECTH OrpaHWYeHbl, MO3TOMY Ha3Ha4aTh
MaKCHMAaJIbHYIO CYTOUHYIO 103y 4 MI' HEOOXOAMMO TOJIBKO MPH TIIATEIEHOM KOHTpOJIE PyHKIIMH
NOYeK I0cje MOCTENEHHOro NoBbILIEHUsT 103bl. He pekoMeHayeTcsi nmauueHTaMm ¢ TsKeJIbIMU
HapylleHUsMU QYHKLUMM T0YeK Ha3HayaTh MAaKCUMAJIbHYIO CYTOYHYIO 03y B 4 Mr;
PEKOMEHYETCS PACCMOTPETh OrPAaHUYEHUE MAKCUMAIbHON CYTOYHOM JT03BI IO 2 MT [PH TSHKEIOM
MOYE€YHOM HENOCTATOYHOCTH.

Hayuenms! noscunozo eo3pacma: Koppexiys 10361 He TpeOyeTcs.

Hayuenmsr demckozo éo3pacma

Llemu u noopocmku cmapuie 6 rem:

[Ipumenenue npenapara JIuBazo y Jereil BOZMOXKHO TOJBKO TOJ MOCTOSHHBIM HAOJIOIEHUEM

Bpayda, UMEIOLIETrO OIBIT JICYEHUS TMINEPIUITHAEMHUN U Ha3HAYEHUSI CTATUHOB B IETCKOM BO3pacTe.

V netel ¥ MOAPOCTKOB € FETEPO3UTOTHOM Hac/IeICTBEHHOM MMIIEPX0JIeCTEPUHEMMEN CTaHIapTHAs
HayalbHass J103a cocrtaBiasieT | Mr oauH pa3 B cyTku. KoppekTupoBka [03bI JODKHA
OCYLICCTBJIATBCA € MHTepBaJaMu B 4 unu Oonee Hexenu. J{03bl JODKHBI MOAOMPATHCS
UHIUBHUyaJIbHO B coOoTBETCTBMU ¢ YpoBHAMU XC JITTHII, uensro Tepanuu u OTBETOM mMalieHTa
Ha jledyeHue. VY jereif ot 6 10 9 et MakcHMalbHasi CyTOYHas 1034 COCTaBJseT 2 Mr. Y 1eTei oT

10 et m CTapli€ MaKCMMaJlbHas CyTO4YHas 103a COCTaBJISIET 4 mr.

Jemu 0o 6 nem:

BesonacHocTh 1 3dhdekTrBHOCTD Npenapata JIuBaszo s aeTeit 10 6 JeT He U3ydanach

IToGouHoe aeiicTBHE

B KOHTpOIMpYeMBIX KIMHUYECKUX UCCIEAOBAHUSX MPU NPUEME PEKOMEHIOBAHHBIX 103 MEHEE
4 % naLMeHTOB, MOJTyYaBUIUX JieyeHHe npenapatoM JIMBazo, GbIIO UCKIIKOYEHO U3 UCCIIEIOBAHUS
B CBSI3M C Pa3sBUTHEM HeEKeNaTeNbHBIX siBIeHUH. Camoli yacTo coollaeMoil HexennaTellbHOM
peakuueii 6b11a MUATHS.

B 3aBMCHMMOCTH OT 4acTOThI BOBHMKHOBEHMS BBIJICISIOT CIEAYIOLIUE HEeXelaTeIbHbIe PeaKiluu:
o4eHb yacto: > 10, yacro: ot > 1/100 no < 1/10, HewacTo: ot > 1/1000 mo < 1/100, peaxo: ot >
1/10000 mo < 1/1000, ouens peako: < 1/10000 u yacroTa HeusBecTHA (UMEKOIIUECS JAHHEBIE HE

MO3BOJISIFOT OINPEAEIUTh YacTOTY).



Hapywienua co cmoponsl Kpogu U 1umM@pamuqeckoi cucmembl

Hapywienusa co cmoponst 00MeHa geujecme U NUMAaHus

Heuacmo: anopekcus

Hapywenua ncuxuku:

Yacmo: HapyuieHue cHa (OeccOHHMLIA)

Hapywenua co cmoponbl HEp8HOU CUCMEMbl

Yacmo: ronoBHas 6016

Heuacmo: ronoBoKpyxeHue, HapylIeHUe BKyca, COHJIUBOCTh

Hapywenusa co cmoponst op2ana 3peHus

Peoxo: cHU)XeHUE OCTPOTHI 3pEHUS

Hapywenua co cmoponst opzana ciyxa u pasHogecus

Heuacmo: 3BOH B ymax

Hapywienusn co cmoponsl y#ceny0ouHo-Kuuie4Hozo mpakma

Yacmo: 3anop, aAuapesi, AUCTEINCHs, TOIIHOTA

Heuyacmo: 6014 B )UBOTE, CYyXOCTh BO PTY, PBOTA

Peoko: rnoccoauHusi, OCTPhIA NaHKPEaTUT

Hapywenua co cmoponsl nevyenu u xcen4uesplé00aujux nymei

Heuacmo: MOBBILIEHUE YPOBHSI TpaHCaMMHa3 (acmapratamuHoTpaHchepassbl,
aJlaHUHAMUHOTpaHcdepasbl)

Peoxo: xonecraTuueckas xeyiryxa

Hapywenun co cmopoHsl KOJCU ROOKONCHbIX MKAHEH

Heuacmo: KOXHBIH 3y/1, CBITIb

Peoko: xpanuBHULIa, SpUTEMA

Hapywenua co cmopons! onopno-06uzamensHozo annapama u cOeOUHUmMeNbHOU MKAHU
Yacmo: Myuanrus, apTpanrus

Heuacmo: MpIlLIeUHBIE CTIA3MBI

Yacmoma neuzsecmuna: IMMYHOOTIOCPEJOBAaHHAS HEKPOTHU3UPYIOIIAST MUOTIATHS
Hapywenua co cmoponst nouexk u Mo4eevl800Auux nymeii

Heuacmo: nonnakuypus

Obujue HapyuwieHun u peaKyuu 6 mecme 66e0eHUsA

Heuacmo: actenus, HeJoOMOTaHHeE, YTOMIISIEMOCTb, OTEK NepudepruyecKuii

JIabopamopusie nokazamenu

B KOHTponupyeMbIX KJIMHHYECKMX MCCIIEIOBAaHMAX TMocjie Tpuema npenapara JluBaso
Ha0II01a10Ch YBEIMYEHHE aKTUBHOCTH KpeaTHHKHHA3HbI B 3 pa3a Beime BI'H y 49 naiieHToB 13

2800 (1,8 %). Yposuu nperbimenuss BI'H B 10 pa3 u Gosiee ¢ cOMYTCTBYIOIUMM MBIIIEYHBIMU



CUMNTOMAaMM OTMEYAJIUCh PEJKO, M HaOMIoJaluch TOJBKO y OAHOTO mnamueHta u3 2406
MalueHToB, noayyaBmux 4 Mr npenapata Jlueazo (0,04 %) B mporpamme KIMHHYECKUX
UCCJIEJOBAHUM.

Ionynayua nayuenmoe 0emckozo so3pacma

B 0a3y naHHBIX MO KJIMHMYECKON 0e30MacHOCTH BKJIFOYEHBI JaHHBIE MO Ge3omacHocTd 142
NalLMEHTOB JETCKOr0 BO3pacTa, MOJyYaBLIMX MUTAaBAaCTATHH, CPEAM KOTOPHIX 87 MauueHTOB B
Bo3pacte oT 6 10 11 ner, 55 nauuentos B Bozpacte ot 12 g0 17 net. Beero 91 naumeHT npuHuMan
NUTaBaCTaTHH B Te4eHUe | roaa, |2 maumMeHToB NpUHUMAIU MUTABACTATUH B TeYeHUE 2,5 neT u 2
nauueHTa - B tedyeHue 3 ner. Menee 3% naiMeHTOB, MOJIy4YaBIIUX JICYEHHUE MUTABACTATUHOM,
OBUIM HUCKJIIOYEHBI M3 HCCIEJOBAHMS M3-3a HEXelaTelbHbIX sBieHui. Haubonee wyacto
HaOJII01aeMBIMHM HEXEIAaTeIbHBIMU PEaKIMsIMU, CBS3aHHBIMU C IMUTABACTATHHOM, B MPOrpamMMme
KJIMHUYECKUX UCTBITAaHUM SBISUIMCH ToJIoBHas 60b (4,9%), muanrus (2,1%) u 60au B o6nactu
xuBota (4,9%). Ha ocHOBe MOCTYMHBIX [JaHHBIX, 4YacTOTa, THI M CTENEHb TIKECTH
HEXeJIaTEeJIbHBIX peaklUi, Npeanojaraercs, SsBISIOTCS OJMHAKOBBIMM Kak Jisi JeTedl u
MOJPOCTKOB, TaK U JJISl B3POCIBIX.

Onsim nocmmapkemunz06020 nNpUMeHeH U

Beulo  npoBeneHo  AByXJieTHee MNPOCTEKTHBHOE —MCCIEJOBAHHE  TOCTPETMCTPALMOHHOTO
HaOmoxaenus 20000 nmauuentoB B Snonuu. Ilomasnsiromee GOMBIIMHCTBO M3 3TUX IALMEHTOB
[ojlyyanayd NuTaBacTaTUH B go3e | unu 2 mr, Ho He 4 mr. YV 10,4 % nauueHTOB OBLIN
3apErUCTPUPOBAHBI HEKENIATENIBHBIE SBICHUS, Y KOTOPHIX HEJb3sl UCKJIFOYUTH MPUUUHHYIO CBSI3b
C nMraBacTaTUHOM, M 7.4 % NaUMEHTOB MNpPEKpPaTHJIM JieYeHHE B CBSI3M C pPa3sBUTHEM
HEeXeJIaTeJIbHBIX sIBJIeHHH. HacToTa BO3HUKHOBEHUSI MUairuu cocrasisiia 1,08 %. BonpmuHCcTBO
HeXeJIaTeIbHBIX SIBIEHUM ObUM Jerkumu. Ha mpoTsbkeHuM 2-X JIeT 4acTOTa HeXeNaTeIbHBIX
ABJICHUI Obla BHILIE Y MALMEHTOB, UMEBLIMX B aHaMHe3e JIeKapCTBeHHYIO ayuiepruto (20,4 %)
wiu 3a0oneBaHue nedeHu uim nouek (13,5 %).

HexenatenbHple peakMu M 4acTOTa MX BO3HHUKHOBEHMS, HAOJIOJABIIHECS B MPOCHEKTHBHOM
UCCJIC/IOBAHUM  TIOCTPETUCTPALIMOHHOTO  HaOMOAEHUS, HO HE B  MEXIYHapOAHBIX
KOHTPOJIMPYEMBIX ~ KJIMHUYECKUX  UCCIIEJIOBAaHMSX, TpU TNPUMEHEHMM Tperapara B
PEKOMEHIYEMBIX J103aX, IPUBEIECHBI HIXKE.

Hapyienust co cTopoHBI IEYEHU U JKEJTYEBBIBOASIIUX NYTEH

Peoko: Hapymenue GpyHKIMU neYeHH, 3a60JIeBaHUE NTEUYEHH

HapyieHusi co cTOpOHBI OIIOPHO-ABUT'ATEJIBHOIO arrapara

Peoxo: muonarus, pabaoMuONIN3
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B UCCJIEAOBAHUU  TTOCTPETUCTPALIUOHHOI'O HaGJIl'OI[eHI/ISI HUMCIINCh  1Ba COOGH.[CHI/IH 0

pabaomuonu3e, MpyU KOTOPOM MaLMEHTH! HyX/Jaauch B rocnuranuzanui (0,01 % nauueHToB).

Kpome Toro, wumerorcss crnoHTaHHele coobmeHuss o6 3¢dekTax co CTOPOHBI ONMOPHO-
JIBUraTeJbHOIO amnmnapara, BKIIOYAIOLIMEe MUAITMI0O U MHOMATHIO y MALMEHTOB, JICUUBILUXCS
npenapatoM JIMBa3o BO Bcex peKOMEHIyeMbIX J03aX. BblIM Takke momydeHbl cOOOIeHHs O
pabsoMHOIU3e ¢ OCTPOi MOYEYHOM HEJOCTATOYHOCTHIO U 6e3 Hee, B TOM 4HcJie, O pabaoMHOIU3e
C JIETAJIbHBIM UCXOJIOM.

Beiiy Takke mnonydyeHbl CMOHTaHHbIE COOOILEHMS O CIEAYIOLIMX HeXeNaTeIbHBIX SBJICHHSX
(4acToTa OCHOBaHA Ha ClTyYasiX, HaOJIFO1aeMBIX B MOCTPETHCTPALIMOHHBIX UCCIIE0BAHUSX):

Hapyienus co CTOPOHBI HEPBHOW CUCTEMBI

Heuacmo: runecre3us

HapyiieHust co CTOpOHBI XKEAYI0YHO-KUIIIEYHOTO TpakKTa

Peoko: nuckoMdpopT B KUBOTE

Hesicenamenvhvie saenenun npu npumeneHuu Opyzux CmamuHos:

- HapyLIEHUE CHA, BKJIIOYAsl KOLIMapHbIe CHOBUICHMUS

- aMHe3us

- cekcyanbHasi JUChYHKIHS

- aerpeccust

- MIHTEPCTULMAIBbHOE 3a00/1€BaHHE JIETKUX, OCOOEHHO MPU JOJITOCPOYHOM JICYCHUN

- caxapHblil 1uabeT: yacToTa BOSHUKHOBEHHS 3aBUCUT OT HAJIMYMS WJIM OTCYTCTBUSL (paKTOPOB
pHucKa (KOHUEHTpalMs TITIOKO3bl B KPOBM HATOIIAK > 5,6 MMOJIB/JI, MHAEKC MaccChl Teja

>30 kr/m?%, noBeieHHas KoHueHTpauus I, apTepuanbHas TMIIEPTEH3Us B aHAMHE3E)

Ilepeno3npoBka
Crneuuduyeckoro e4eHus MpH nepe1o3upoBKe HeT.
Heo6xoaquMo MpoBECTH CHMITOMATHUYECKYIO TEparuio, KOHTPOJMPOBAThH aKTMBHOCTE KDK u

byHkumio nevenu. 'emoauanus HesddheKTUBEH.

B3anmojaeiicTBHe ¢ JPYrHMH JIEKAPCTBEHHBIMH CPeICTBAMH

[IutaBacTaTUH aKTMBHO TPAHCHOPTUPYETCS B TeMAaTOLMTHI YeJIOBEKA MHOTOYMCIIEHHBIMU
NEYEHOYHBIMU TPAHCIIOPTEPAMH (BKJIIOUYAS! TPAHCTIOPTHBIN MOJUNENTH OPraHUUECKUX aHUOHORB
[OATP]), xoTopsie MOTYT GBITh BKITFOUEHBI B HEKOTOPBIE U3 CIIEAYIOIIUX B3aUMOICHCTBHIA.
Huxnocnopun: ofHOBPEMEHHBIN NPUEM OJTHOKPATHOMN O3Bl IIMKJIOCTIOPUHA C TUTABACTATHHOM B

PaBHOBECHOM COCTOSTHMHM MPUBOIMNT K 4,6-kpaTHoMy yBenuueHuro AUC nuraBactatuHa. Bausaue
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PaBHOBECHOTO COCTOSIHMSI ILIMKJIOCTIOPMHA HAa pABHOBECHOE COCTOSHME IMUTaBaCTaTHHA
Heu3BecTHO. [lpemapar JIMBa3o TNPOTUBONOKA3aH TNalMEHTaM, MOJYYarOLIUM JIeYeHHUE
LIMKJIOCTIOPUHOM.

Spumpomuyun: OTHOBPEMEHHBIN NMPHEM SPUTPOMUIIMHA C NMUTABACTATUHOM NPHBOJIWUT K 2,8-
kpatHomy yBenuueHuo AUC nuraBactaTuHa. PekoMeH10BaHO BpEMEHHOE NpEKpalleHHe NpUeMa
NMUTAaBaCTAaTMHA BO BpEMs JICUYCHHs SPUTPOMMLIMHOM WM JPYTHMHM aHTUOMOTHKAMH IpyYIIIbI
MaKpOJIUJIOB.

I'emghubposun u opyzue gpuépamesr: B peiKMX cliydasx MOHOTeparnuio ¢pubpaTtaMu CBS3bIBAIU C
pa3BuTHeM muonatud. OJHOBpeMEHHOE NpuUMeHeHHe (PUOpPaTOB CO CTaTMHAMHU CBS3BIBAIU C
YBEJIMYEHUEM 4YACTOTHl BO3HMKHOBEHWs MHonatiu M pabaomuonusza. Crepyer coOmopaThb
OCTOPOXKHOCTH TPU OJHOBPEMEHHOM TNPUMEHEHMM nUTaBactaTMHa ¢ ¢ubpatamu. B
uccieoBaHUSX — (apMAaKOKUHETHMKH  OJHOBPEMEHHOE  TPUMEHEHHWE  [MTaBaCTaTUHA ¢
remdpuopo3uoM npuBoauio K 1,4-kparHomy yBenuueruto AUC nutaBacTaTuHa M YBETUYEHUIO
AUC ¢enopubpara B 1,2 pasa.

Hukomunogas xucioma (8 1unuOCHUMCAOU{UX 003ax): VccieJOBaHUE B3aUMOJECHCTBHS MpU
JIEYEHUH TUTABACTAaTUHOM W HUKOTMHOBOM KMCIIOTHI B JIMIWJACHMXKAOIMX Jo3ax (Gonee |
r/CyTKH) He MpoBOAMIOCH. [IpuMeHeHHe HUKOTUHOBOW KUCIIOTBI B MOHOTEpAIUU CBSI3BIBAIIU C
pa3BUTHEM MHUOMATHUU M pabaoMuonusza. [losToMy mnpu OJHOBPEMEHHOM IPUMEHEHUM C
HUKOTHHOBOM KMCJIOTOM B IMITUACHWKAIOLIUX 103ax (Oonee | r/cyTku) npenapat JIusa3zo cienyer
Ha3HAYaTh C OCTOPOIKHOCTHIO.

Dy3udosan kucioma: PUcK pa3BUTHSI MUOTIATHH, BKJTIOYAs pabIOMUOITN3, MOXKET OBIT MOBBILIEH
B Cllyyae COBMECTHOTO TpPUMEHEHMsI ¢ TmpenapatamMu (y3ugoBOW KHUCIOTHI  (BHYTPb WM
UHBEKLIMOHHO) M CTAaTMHOB. MeXaHM3M JaHHOTO B3auMOJEHCTBUS ((hapMakoJIMHAMMYECKUM,
dapMakoKMHeTHYeCKUIT TMOO coueTaHue ABYX) MO-TpexHeMy HeusBecTeH. Cooblanoch o
cllyyasix pa3BUTHS pabIoMHoM3a (BKIIOYAsi HECKOJIBKO CIy4aeB CO CMEPTENbHBIM UCXOJ0M) Y
MalMEeHTOB, TMOJYHYaAlOIMX JaHHYI0 KoMOWHaimio. B cioydae ecnu HeoOXoauMo JedeHHe
npenapatamu Qpy3ug0BOi KUCIIOTHI, Teparnuio npenapaTom JIMBazo cienyer MpekpaTUTh Ha BeCh
nepuoA jaedeHus Gy3uI0BOi KUCIOTOM.

Pugpamnuyun: OJHOBPEMEHHOE Ha3HA4YeHHWE C MUTABACTATMHOM MpuBesio K |,3-kpaTHomy
yBenudeHutro AUC nuraBacTaTHHA BCIEACTBUE CHIKEHHSI HAKOTIJICHUS B TIEYEHMU.

Hnzubumopsr npomeaszsl U HEHyKI1e03UOHbIE UHZUOUMOPbI 0OpAMHOI MPAHCKPUNMA3bI:
CoBMeCTHOE OJIHOBPEMEHHOE NMpPUMEHEHHE JIONMMHABUPA/PUTOHABHUpPA, JapyHaBUpa/pUTOHABUPA,
aTa3aHaBUpa WM 3(aBUpPEeH3a ¢ MUTABaCTATMHOM MPUBEJIO K He3HAUUTETbHBIM H3MeHeHusM AUC

nuTaBacTaTUHa.
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J3emumubd M €ro TIIOKYPOHUIHBIA MeETa0ONUT HMHIHOUPYIOT BCACBIBAHWE MUINEBOTO MU
6unuapHoro xonecreprna. O JHOBpeMEHHOE NPUMEHEHHE MTUTABACTATHHA HE OKA3BIBAJIO BIUAHUS
Ha TJIa3MEHHBIE KOHLEHTPALUH 33eTUMUOA UM €ro INIIOKYPOHUIHOrO MeTabosiuTa, U 33eTUMUO
HE OKa3bIBaJl BJIUSHUS Ha IJ1a3MEHHBIE KOHIIEHTPAIIUH IMUTABACTaTHHA.

Hnzubumopor uzopepmenma CYP3A4: viccnenoBaHusi B3aMMOAEHCTBHUS C MTPAKOHA30JIOM U
rpeingpyToBbIM COKOM, W3BECTHBIMH uHrHOMTOpamu uzopepmenta CYP3A4, He BbISBUIM
KJIMHUYECKH 3HAYMMOTr0 BO3JEHCTBUS Ha MJIa3MEHHbIE KOHLUEHTPALMU MTMTaBaCTATHHA.
HAuzokcun, w3BectHblii  cybetpatr  P-rimkonporenna (Pgp), He  B3auMoOpeicTBYeT ¢
nUTaBacTaTMHOM. Ilpu COBMECTHOM NPUMEHEHHWH HE OTMEYEHO CYLIECTBEHHBIX H3MEHEHMI
KOHLEHTpaLMii MUTaBacTaTUHA WJIM TUTOKCHUHA B TJIa3Me KPOBH.

Bapgapun: paBHOBecHOE cOcTOsiHME (apMakOKWHeTHKM U (apmakoauHamuku (MHO
[Mexaynaponnoe HopManusoBaHHoe oTHowenue] u [1B [mporpomGuHoBOe Bpemsi]) Bapdapuna
Y 3I0pOBBIX JOOPOBONBLEB HE H3MEHSIIOCH IPH COBMECTHOM MPUMEHEHHWH BapdapuHa ¢
MUTABACTATUHOM B J103¢ 4 Mr eXeAHeBHO. TeM He MeHee, KaK M MpH NMPUMEHEHHUH APYTrUX
CTaTMHOB, y MalMEHTOB, MOJIyYaromMX BapdapuH, Npu A00aBIEHUH K JICYEHUIO NTUTABACTATHHA
caenyet koHTponuposats [1B u MHO.

Ionynayua nayuenmos demckozo eo3pacma

Hccnenosanus B3auMoeHCTBUS JIEKAPCTBEHHBIX MPENapaToB MPOBOIMIUCE TOJIBKO Y B3POCIBIX
nauueHToB. CTeneHb B3aUMOJEHCTBUS S TOMYJISUMM TALMEHTOB JETCKOrO BO3pacra

HEU3BCCTHA.

Ocobble yka3zanusi

Bo3soeiicmeue na mpluieyHyo mxano

Kak u npu npumenenun apyrux uHruouropos 'MI'-KoA penykrassl (cTaTHHOB), CyLIECTBYET
BEPOSITHOCTh Pa3BUTUS MHUAITMM, MUONATHUM U, B PEIKUX clydasx, pabaomuonusza. Crenyet
NpeaynpeauTh NalMEeHTOB O HEOOXOJMMOCTH COOOMIATh O JIKOOBIX MBIMIEYHBIX CHUMITOMAX.
AxrtuBHocTh KOK cnepyer onpeaensts y 1000ro nanueHTa, cooOLaomero o MpIIIeYHOH 6011,
©0JIe3HEHHOCTU MBILIL TIPU MAJBIALUM WK c1ab0CTH, OCOOEHHO €CIIU 3TO COMPOBOXKIAIOTCS
HEJIOMOTaHHUEM WJU JIMXOPAJIKOM.

AxtuBHOCTE KOK He crnenyeT onpeaensts nocyie GU3nUecKUX Harpy30K WM MPU HAJTMYUHU KaKHX-
b0 APYrux BO3MOXHBIX MpU4HH noBeimeHuss KOK, koTopsie MOTYT UCKa3uTh pe3ynbTat. [Ipu
noBbilieHUH akTUBHOCTH K@K (B 5 pa3 Beie BI'H), B Teyenue 5-7 naHe# clieayeT BBINOTHUTH
KOHTPOJIBHBINA aHaJIU3.

OTMe4eHBl OuYEHb pEIKUE Cllydal WMMYHOOIOCPEJIOBAHHON HEKPOTU3MPYIOLEH MHONAaTUU

(MOHM) Bo BpeMs JieueHMs MM NpuU NpekpaueHur npueMa cratuHoB. MOHM ximnndecku
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NPOSBIISIETCS B BUJE CTOMKOM €1aboCcTH NMPOKCUMMAIbHBIX MBIIIL] U MOBBIIEHHS akTHBHOCTH KK
B CBIBOPOTKE KPOBHU, KOTOPBIE COXPAHSIIOTCS HECMOTPSI HA OTMEHY CTATHHOB.

[Ipenapar JIuBazo He cienyeT MPUMEHSTh COBMECTHO C mpernapataMud (y3uIOBOM KHCIIOTBI
(BHYTpb WJIM MHBEKLIMOHHO) WM B TeueHHe 7 JHEH moclie NMpeKpalleHus JeYeHus rnpenapaTamMmu,
cozepxamuMu  Qy3uaoByIO KHUCIOTy. B ciydae mnauueHTOB, A KOTOPBIX [PUMEHEHHE
npenapatoB ¢y3ua0BOH KHUCIOTHI CUMTAETCsl TMPUHLMIHUAIBHO HEOOXOAMMBIM, TEPAIUIO
CTaTUHAMU CJEAYeT MPEKPaTUTh Ha BECh MEPHOJ JIeUeHHs NpernaparaMu 3TOW rpymmsl. Beuiu
OTMEYEHBI cyyau pabaoMuonu3a (BKJIIOYAs HECKOJIBKO JIETANBHBIX HCXOJOB) Y MAallMEHTOB,
NPUHMMABIIMX OJHOBPEMEHHO mnpenaparbl (Qy3MAOBONM KHCIOTHI M cTatuHbl. Crhemyer
NpeAyNpeuTh MAlMEHTOB O HEOOXOJUMOCTH HEMEIJIeHHO oOpaTUThcs 3a MeIMLMHCKON
MIOMOILBIO B CJIy4Yae pa3sBUTUSL Y HUX JHOOBIX CUMIITOMOB, KOTOPBIE XapaKTepU3YIOTCs MBILIEYHOMN
¢1aboCThIO, 60IIMU UK GOJIE3HEHHON YYBCTBUTEILHOCTHIO MBIIIILI,

Tepanus craTuHaMu MoXeT ObITh BO30OHOBJIEHA CIYCTS CEMb JHEH MOC/e BBEICHHUS TOC/IEHEN
1036l (py3UIOBONH KHCIOTHL. B HMCKIIOYMTENBHBIX CilyYasx, KOrjga HeoOXOAMMO JUIMTEIbHOE
CUCTEMHOE NPUMEHEHUE NpenapatoB (Gy3uJ0BON KUCIOTHI, HAPUMED, IJISl JIEYEHUS TSHKEIBIX
MHOEKIUH, pelleHHe O COBMECTHOM MpUMEeHeHHMH mnpernapata JIuBa3zo U (y3ugoBON KHUCIOTHI
CleayeT TMPUHUMATh MCKIIOYUTENIBHO B MHIWBUIYaJbHOM TOpPSJIKE TMOJA THIATEIbHBIM

MCIULIMHCKUM HaGIHOIJ,CHHCM.

EO JICUCHUA

Kak u Bce cratunel, npenapat JIMBa3o clieqyeT ¢ OCTOPOXHOCTBIO Ha3HAYaTh MALMEHTaM,
UMEIOLIMM TipeJipacnionaratromue (akropsl pa3Butus pabaomuonusa. Cremyer OINpeaeauTh
aktuBHOCTE K®K 115 ycTaHOBJIEHMS KOHTPOJIBHOIO HWCXOJHOTO 3HAYEHUS B CJEIYIOLIMX
clayyasx:
® [10YE€YHasl HEJOCTATOYHOCTb,
® TUNIOTUPEO3,
® JIMYHBINA WM CeMeNHBIN aHaMHe3 HaCJIeJICTBEHHBIX MBIIIEUHBIX 3a00JIeBAaHUM,
® NpeJIIECTBYIOIMI aHAMHE3 MBILIEYHOH TOKCHYHOCTH MpH JiedyeHHH ¢GudpataMu WM
JpPYTUMU CTaTHHAMH,
® HajM4ue B aHaMHe3e 3a00JIeBaHUI TEYEHU WU 3JI0YNOTPeOIeHUsT alIKOTOJIeM,
e nauueHTaMm crapue 70 JeT ¢ ApyruMu MpeapacrosaralomumMi GakTopaMu pucka pa3BUTHS
pabaoMuonusa.
B Takmx cayyasx peKkOMeHJOBaH KJIMHUYECKWH MOHHMTOPWUHI, M PHCK JICUEHHS CJEIyeT
paccMaTpuBaTh B 3aBUCUMOCTH OT BO3MOXHOM noJb3bl. JleyeHue npenapatoM JIuBa3o Henb3s

HauMHaTh, eciv akTUBHOCTh KDK B 5 pa3 npesbimaer BI'H.
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Bo Bpems eueHus

Crenyer peKOMEHI0BaTh MALIMEHTY HEMEIIEHHO cO00IaTh Bpayy O MbILIEYHOM 60K, cl1abocTu
wm cypoporax. Cnenyer onpenenuts aktuBHOCTh K®K, u jedyeHue mnpekpaTuth, eciu
akTuBHOCTE KDK noeeimena (B 5 pa3 Beime BI'H). Cienyer paceMoTpeTs BONPOC 0 MpeKpalieHuu
JICYEeHHMsl TPY BOSHUKHOBEHUU TSXKEJIBIX MBILLIEYHBIX CUMITOMOB, Jaxke ecyii akTUBHOCTh KDK He
npesbiaer BI'H B 5 pa3s. [Ipu paspemenun cumntomMoB 1 Bo3BpauieHun aktuBHocTH KK k
HOPME, MOKET OBITh PACCMOTPEH BOIPOC O MOBTOPHOM Ha3Ha4yeHMH rpenapara JIusaszo B go3e |
MT NIpY COOTIOJEHUH TLIATETEHOTO KOHTPOJIS.

Bosoeiicmeue na neuens

Kak u Bce cratunbl, npenapar JIuBa3o cieyeT ¢ OCTOPOXHOCTBKO HA3HAYaTh MALMEHTAM,
UMEIOIMM B aHaMHe3e 3a00/ieBaHUs MEYeHM, WM MalMeHTaM, PeryjisipHO YNoTped/sonmm
U30BITOYHOE KOJIMYECTBO ankorousi. Ilepen Hauanom siedeHust mpenapatom JIMBaso M 3atem
NEPUOAMYECKH BO BpPEMSs JIYEHHs CIIEAYET NMPOBOAUTh (PYHKIMOHAIbHBIE MEYEHOUHBIE MPOOEHI.
[TaupenTaM co CTOMKUM MOBBIIIEHUEM aKTUBHOCTH «Ie4eHOYHBIX» TpaHcamuHas (AJIT u ACT),
npesbimaromum BI'H B 3 pasa, cnenyet npekpatuts jedeHue npenapatom JIusaso.
Bo3soeiicmeue na nouxku

[Ipenapar JIuBa3o cleayeT ¢ OCTOPOXKHOCTBIO Ha3HA4yaTh MALMEHTaM C  [OYEYHOM
HEJIOCTATOYHOCTBIO YMEPEHHOM WM TshKeso# creneHu. [loBblmaTh JO3y clieyeT TOJNBKO MpH
TIIATEJBHOM KOHTpoJsie. Jl03a 4 Mr He peKOMEHIOBaHA MAalMEHTaM ¢ TKEJIOW IOYeYHOM
HEJIOCTaTOYHOCTBIO.

Caxapubiii ouabem

HexoTopele 1aHHBIE CBUAETENBCTBYIOT O TOM, YTO CTATHHBI, KaK KJIACC, PUBOIAT K YBETUYEHHUIO
YPOBHEHN TI'IFOKO3BI B KPOBM, IOBBIIIAs PUCK Pa3BUTHs caxapHoro auabera B Oyayiuem, a y
HEKOTOPBIX MALMEHTOB C BBICOKMM DUCKOM pa3BUTHUSI CaXapHOro jauabera MOTYT NMPHUBECTH K
YPOBHIO TMIEPIIMKEMHUH, IPU KOTOPOM CTAHOBMUTCS TMOKAa3aHHBIM (OpPMAJIbHOE JieUeHHe
caxapHoro nuabera. TeM He MeHee, 3Ta OMACHOCTh MEPEBEINMBAETCS CHHXKEHHEM COCYAMCTOTO
pHCKa MpU JeYeHUH CTATHHAMM, U T03TOMY HE JIOJDKHA SIBJISTBHCS MPUUUHOM IS MpeKpalleHus
JIeYeHUs CTaTMHaMU. 3a MalMeHTaMH, WMEIOIIMMHU pPUCK pa3BUTHUS  TUIEPTIIMKEMHUU
(KOHIIEHTpALMs ITIOKO3BI HATOIIAK OT 5,6 10 6,9 MMOIb/11, MHAeKe Macch Tena (MMT)> 30 kr/m?,
MOBBIIIEHHYIO KOHIEHTpaluio TI', apTepuanbHyro rHNepTeH3u0), HEOOXOIUM KJIMHUUYECKUN U
OMOXMMHUUECKUIT KOHTPOJIb B COOTBETCTBUH C HALIMOHATIBHBIMU pEKOMEHAAlMsAMH. BmecTe ¢ Tem,
N0 pe3yabTaTaM KaK IOCTMApKETHHIOBBIX HAONMIOJACHUN IS OLEHKM Oe30MacHOCTH, Tak MU
NPOCIEKTUBHBIX UCCIIEN0BAHUI He OBLIO BBISIBICHO HUKAKUX MOJTBEPIKAEHHBIX CUTHAJIOB O PUCKE
caxapHoro auabera rnpu NpUMEHEHUH TTMTABACTATHHA.

Hnmepcmuuuanbnbte 3ab01e6aHUA J1€2KUX
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Penkue ciydanm MHTEpcTHLMANBHBIX 3a00J€BaHUI JIETKMX PETHCTPUPOBAIU TPU TPUMEHEHHU
HEKOTOPBIX CTATUHOB, OCOOCHHO MPH AJTUTEIBHOMN TepariH.

Habmonaemble KIMHUYECKHE TNPU3HAKM BKJIFOYAIOT OJBIIIKY, HENpPOAYKTUBHBIA Kallenab |
yXyJAlLIeHHe 0OLIEro COCTOSIHUS 3JJ0POBbsl (TMOBBIIICHHAS YTOMIIIEMOCTbD, TIOTEPS MACChI Tela U
nuxopazka). [Ipy nogo3penun Ha pa3BUTHE UHTEPCTULIMATIBHOTO 3a00J1€BaHUs JIETKHX TEPAITHIO
CTaTUHAMHU CIEIYET MPEKPATHUTb.

Honyaayua nayuenmos demckozo so3pacma

B Hanu4mu mMMeroTcs orpaHMYEHHbIE NaHHBIE OTHOCHTENIBHO JOJIOCPOYHOIO BO3JEHCTBMS Ha
POCT U IMOJIOBOE CO3pEBAHKE NEJUATPUUECKUX NMALIMEHTOB cTapile 6 JeT, IPUHUMABIIKX Npernapar
JIvBazo. B3pociible KeHIIMH NODKHBI MOMYYaTh KOHCYJIBTALMIO OTHOCUTEIBHO UCIHONB30BAHMS

HaJIC)KHBIX METOJIOB KOHTPALICIILIMU BO BPEMSI JICUCHMS MpenapaToM JIusaso.

Bausinue Ha cnoco6HOCTH yNpaBJIsiTh TPAHCIIOPTHBIMH CPeICTBAMH, MEXaHH3MAMH
Heobxonumo cobmogaTh OCTOPOXXHOCTb MPH YIPABICHUH TPAHCIIOPTHBIMU CPEACTBAMU MIIU
BBITIOJIHEHMU JIpYroii paGoTel, TpeOylolei MOBBIIEHHOr0 BHUMAaHHs, MOCKOJBKY BO3MOXHO

Pa3BUTHE TaKUX HEKEJIATEJIbHBIX peaxuuﬁ KaK IroJIOBOKpPY>XCHHUE U COHJIMBOCTh.

®opma BbINyCKa

TabneTku, NOKPHITHIE MIIEHOYHOM 060J104KOM | Mr, 2 MT U 4 MT.

Hns nosvposku | mr: no 7, 14, 15 tabnerok B AL/TIBX Guucrep, no | wium 2 6auctepa BMecTe ¢
MHCTPYKIMEN N0 MPUMEHEHHUIO B KAPTOHHYIO MAUKy.

s posuposku 2 mr: no 7, 10, 14, 15, 20 tabnerok B AL/IIBX 6muctep, no 1, 2, 3 um
5 61MCTEPOB BMECTE ¢ MHCTPYKLIMEH 110 IPUMEHEHHIO B KAPTOHHYIO MAYKY.

Jns nosuposku 4 mr: no 7, 10, 14, 15 Tabaerok B AL/TIBX Gamcrep, no 1, 2, 3 6aucrepa BMecTe

C MHCTPYKLIMEH MO MPUMEHEHUIO B KAPTOHHYIO MAYKYy.

YenoBusi xpaHeHust
XpaHUTh B 3alIMLIEHHOM OT CBEeTa MecTe, INpu Temmeparype He Boime 25 °C. XpaHuTh B

HEQOCTYITHOM IJisd JIETEN MeCTe.

Cpok rogsoctu

4 rona. He IPUMEHSTH IO UCTEYEHUU CPOKA MOJJHOCTH.

YeaoBus ornycka

OTHyCKaIOT Mo peuenrTy.
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Biajenen perucTpanMoHHOro0 y10CTOBepeHUs!
Pexopnatu Upnanaus Jlta.

Paxunc Uct, Punrackumau, Ko. Kopk, Upnanaus
Recordati Ireland Ltd.

Raheens East, Ringaskiddy, Co Cork, Ireland

IIponsBoaurtenn

[Teep ®abp MeaukamenT [Ipoaaxiux

[Tnomanka «IIporudapm», pro aro Jluce, XKoen, 45500, @panuus
Pierre Fabre Medicament Production

Site Progipharm, rue du Lycée, Gien, 45500, France

YnakoBuMK H BBINYCKAKOLHHA KOHTPOJIb KavyecTBa:
Pexopnatu Xumuueckas u @apmauesruueckas Unaycrpus C.n.A.
Bua Marreo Yusuranu 1, 20148 Munan, Utanus

Recordati Industria Chimica e Farmaceutica S.p.A.

Via Matteo Civitali 1, 20148 Milan, Italy

Opranuszanus, NPUHAMAKOIAS PETEeH3HH:

000 «Pychuk»

123610, Poccusi, Mocksa, KpacHonpecHeHckas Hal., a. 12, noz. 7, oT. 6, nom. IAX
Ten.: +7 (495) 225-80-01,

dakc: +7 (495) 258-20-07

E-mail: info@rusfic.com

Menempkep no peructpauuu

E.B. Kanununa

17



