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Curayo Jlonr®

HAauMMCHOBAHHUE JICKAPCTBCHHOTI'O ITpE€napara

Perucrpaumonnbiii HoMep:

Toprosoe nanmenosanue: Curayo Jlonr™

I'pynnupoBoyYHoe HAMMeHOBaHHe: Jlanarinugio3uH + MeTpopMuH

JlekapcrBennas ¢opma: TabieTKu ¢ MOAUDUIMPOBAHHBIM BBICBOOOKIECHHEM, ITOKPBITHIE

IUIEHOYHOM 000JI0YKOH

Cocras
Oona mabnemka ¢ MOOUPUUUPOBAHHBIM 6bIC6ODONCOCHUEM, NOKPLIMAA NAEHOYHOU
obonoukou 5 me + 1000 me2, cooeprcum:

Crnoit Mmemeopmuna nposoH2UPOBAHHO20 OCUCMEUSL

Jleticmeyiowee 6eujecmso: MeThopMHHa THAPOXIOpUA B cMech ¢ 0,5 % wmarnus creapara'
1005,04 mr (1000,00 mr meTdopmuHa ruapoxiopuaa + 5,04 Mr maruus creapara)
Bcnomoeamenvuvie seuwjecmea: kapmesioza Hatpust 49,99 mr, runpomeriosa 2208 234,98 wr,
kpemuus fuokeun 13,00 mr, maruus creapar 1,99 mr

Cnou oanaznucnrozuna

Heticmeyrowee seujecmeo: nanaraudiio3uHa nponaHs/osna MoHoruapar 6,15 mr (B nepecyere Ha
nanariaugao3u 5 Mr)

Bcnomoeamenvuvle 6eujecmsa: Nemos03a MUKpokpicTamueckas PH302% 226,35 wmr, naktosa
48,00 mr, kpocrioBuoH 12,00 mr, kpemuust 1uokcuna 4,50 Mr, Mmaruus CTeapaT3 3,00 mr

Inénounas obonouxa: Onanpait® 11 pososrit 85F94592* 40,13 mr°,

Oona mabnemka ¢ MOOUPUUUPOBAHHBIM 6bIC60OONCOCHUEM, NOKPbIMAA NAEHOYHOU
obonoukou 10 mz + 1000 me, cooeprcum:

Cnoit Mmemghopmuna nposoH2UPOBAHHO20 OCUCMEUS

Jleticmeyiowee 6eugecmeo: MeTdopMuHa THApoXJopua B cmecu ¢ 0,5 % marnus creaparta’

1005,04 mr (1000,00 mr merdopmuna rugpoxopuaa + 5,04 mr maruus creapara)



Bcnomozamenvuvie 6ewjecmea: xapmesiosa Hartpus 49,99 mr, runpomeruiosa 2208 234,98 wr,
kpeMuus guokcua 13,00 mr, maraus creapar 1,99 mr.

Cuout oanaznugnroszuna

Heticmeyrowee sewjecmso: nanarivdiosuna npomnanauosna Mororuapar 12,30 mr (B nepecyere
Ha janaraudio3ud 10 mr)
Bcnomozamenvuble 6eujecmsa: NeI0N03a MEKpoKprcTanueckas PH3022 220,20 mr, nakto3a

48,00 mr, kpocnioBu0H 12,00 mr, kpemHus 1uokcu 4,50 Mr, Maruus CTeapaT3 3,00 Mr

Inénounas obonouxa: Onanpait® 11 xénteiit 85F12372° 40,13 mr.

! launas cmech coctout u3 99,5 % (m/m) merdgopmuna ruapoxnopuaa u 0,5 % (M/M) MarHust
cTeapara.

2 KonMuecTBO MOXKET MEHATBCS B 3aBUCHMOCTH OT YHMCTOTHI JanariuIo3uHa U HCTIONb3YEMOTo
aKTyaJIbHOTO KOJIMYECTBA MarHus creapara.

3 IleneBoe cyMMapHOE KOJIMYECTBO MarHmsi creapara cocrasiager 1,0 % (M/M) oT cios
nanariaudiosuHa.

* Onanpait 11 pososwiii 85F94592 comepxut (% M/M): COMPT NOJMBHHMIIOBBIA YacTHYHO
ruaposmzoBanHblit 40,00 % (E1203), turana quokeuna 22,00 % (E171), makporon 3350 20,20 %
(E1521), Tanbk 14,80 % (E553b), xpacurens xenesa okeun kpacusiii 3,00 % (E172).

5 KonuuecTBo 0607109€4HOT0 MaTepHasa OCHOBAHO Ha 11eJIEBOM yBEIMYEHHH MacChl TableTKu 2,5
% (m/M). DakTHUYECKOE KOJIHYECTBO MOXET MEHsThes B jauanazone 2,0-3,2 % (m/Mm) s
JIOCTH)KEHUS IPHEMJIEMOTO (hU3MUYECKOTO BHEITHETO BH/IA.

® Onanpait 11 xénteiii 85F12372 coaepxut (% M/M): COHPT NOJMBHHMIOBBIA YacTHYHO
ruspoauzoBanHbiit 40,00 % (E1203), tutana auokeun 21,08 % (E171), makporoa 3350 20,20 %
(E1521), ranbk 14,80 % (ES53b), kpacurens xene3a okcua xkentoiii 3,92 % (E172).

Onucanune

Tabuaerku 5 mr + 1000 mr:

OBasibHBIE JBOSIKOBBINYKJIbIE TAOJIETKH, TMOKPBITHIE IUIEHOYHOH 000JOYKOW OT PO30BOrO JI0
TEMHO-PO30BOTO I[BeTa, ¢ rpaBupoBkoi «1071» u «5/1000» Ha oaHOM CTOpOHE.

Tabnerku 10 mr + 1000 mr:

OBaJjibHbBIE JABOSIKOBBIITYKJIBIC Ta6JIeTKPI, INOKPBITHIC TJIEHOYHOM 000JI0YKOM OT XKENTOr0 JI0 TEMHO-

KENTOro 11BeTa, ¢ rpaBupoBKoi «1073» n «10/1000» Ha oiHOM CTOpOHE.

(I)apmaKOTepaneBTuqecKaﬂ rpymma: THIOTTIMKEMHUYCCKOE CpeACTBO i II€POPATIBbHOTO

NPUMEHEHHUs (MHHTUOUTOP HATPHI3aBUCUMOTO NEPEHOCUHKA TITFOKO3bI 2 THIA + OUTryaHUT)



Kon ATX: A10BDI15

®apmako/JI0rH4ecKHe cBoiicTBa

Mexanusm oeiicmeusn

IIpenapar Curayo Jlonr® o6beuHseT 1Ba TMIONTMKEMAYECKHX TPEnapaTa ¢ JOMOIHSOUMMH
MEXaHU3MaMH JCHCTBHS JUIS YIYUYIICHUS ITMKEMHYECKOI0 KOHTPOJIS Y NMALMEHTOB ¢ CaXapHbIM
muaberom 2 tuma (CJI 2): npanarimu@io3wH, CENEKTHBHBIH  0OpaTUMbI  MHTHOMTOD
HATPUH3aBUCUMOTO MepeHocurka rmoko3bl 2 tuna (SGLT2), u merdopmuH, NpeacTaBUTENb

KJj1acca OMryaHH/10B.

Hanaenughnosun

SGLT2 skcnpeccupyercs B NPOKCUMAIBHBIX IOYEUYHBIX KaHAIbLAX M SBJISETCS OCHOBHBIM
MIEPEeHOCYUKOM, YYaCTBYIOIIUM B Tipouiecce peabcopOuum rmoko3bl. Murubupys SGLT2,
nanariuio3uH YMeHbIIaeT peabcopOIHio TTI0K03bl M CHUIKAET MOYEYHBIH MOPOTr JUIs INIFOKO3bI,

YTO NPHUBOJHUT K MOBBIMICHHUIO €€ BBIBCICHU A ITOYKAMHU.

Memaopmun

MetdopMuH yaydiaeT ToJIepaHTHOCTD K IUF0Ko3e y nanueHToB ¢ CJ1 2, cHIKas KOHIEHTPAIMIO
IJIIOKO3BI TUIa3Mbl HATOIIAK W TOCTIPAHAMAIBHYIO KOHIEHTPALMIO TOK03bl. MeTdopmun
YMEHbIIIAeT MPOAYKIHMIO TJIFOKO3bl MMEYEHbIO, CHHIKAET BCACBIBAHME TIIIOKO3bl B KHIIEYHHMKE H
TMOBBIIAET YYBCTBUTEIBHOCTh K HHCYJIMHY, YBEIHuYMBas Nepu(EpHUEcKOe MOITIOMEHNEe U
YTHJIM3AIMIO THOKO3bl. MeTopMHH He BbI3bIBaeT THUNOTIHKeMHIO y mnauueHtoB ¢ CJ 2 wim
3JI0POBBIX JHOjlell  (KpoMe o0coObIX cHTyaluii, cM. pasgen «OcoOble yka3aHus»), H
TUIEPUHCYIMHEMHIO. Bo Bpemst Tepaniu MeT()OPMHUHOM CEKpPELIUsl HHCYIMHA HE MEHSETCs, XOTs

KOHIECHTpAIlMX UHCYJIMHA HATOIaK U B OTBET HA IIPUEM ITUIIN B TEYEHUEC JIHSI MOTYT CHHIKATBCA.

dapmakoIHHAMHKA

Hanaeaugproszun

[locne npuema npamaraudio3uHa 340pOBBIMH J00poBosibliaMu M manueHTamu ¢ CJ[ 2
HaOMI0IaIOCh  YBEJIMYEHHWE KOJIMYECTBAa BBIBOAMMON mouykamMu Imoko3bl. [Ipu  npueme
nanaraugio3nHa B 03¢ 5 Mr B cyTKH Wik 10 Mr B cyTku B Teuenue 12 nenenb nanuentamu ¢ CJ1
2 B CYTKH MOYKaMH BBIBOJIHIOCH TpuMepHO 70 1 riroko3sl. [Ipu npueme nanarnudiosnna B 103e
20 Mr B CYTKH BBIBEJICHHE TJIFOKO3bI MPAKTHYECKH JIOCTUTAJI0 MaKCUMyMa. BrIBeZieHHE TITHOKO3bI
MOYKaMH [P MPUMEHEHUH Jlanariu@io3uHa Takke MPUBOJIUT K YBEIMYEHHUIO 00beMa MOUH (CM.

pazaen «Ilobounoe neficTBHe»).



Knunuueckan 3¢ppexmuenocmeo

Cmapmoeas KOMOUHUPOBAHHAA MEPANUA C MEMPOPMUHOM NPOJIOHZUPOBAHHO20 OCUCMBUA
Be3onacHocTh M 3)(PEKTHBHOCTH CTAPTOBOW KOMOMHHPOBAHHOW TepanuH Aanarin@ao3uHOM H
MeT(HOPMHUHOM TPOJIOHTHPOBAHHOTO JICHCTBUS U3YYAIUCh B 2 KOHTPOJIMPYEMBIX HCCIIE0BAHUAX
MPOJIOJKUTENIBHOCTBIO 24 Hesenu y nauueHToB ¢ CJ[ 2 ¥ HeageKBaTHBIM KOHTPOJIEM TTTHKEMMH,
paHee He MOJTY4aBIIMX THIOTIMKEMHUYECKOH Tepanuu.

[Tpumenenue panariaudo3nHa u MeTGopMHHA TPOJOHTHPOBAHHOTO JeHCTBUS (CyTOYHas /1032 2
r) obecrneunBas0 3HAYMMOE CHHMJKEHHME KOHIIEHTPAIMH TJIMKO3WJIHPOBAHHOTO TeMOriaoduHa
(HbAlc) u KoHueHTpamuMM TIIOKO3bI B IutazMe KpoBu Haromak (I'TIH) mo cpaBnenuio ¢
MoOHOTepanueit mMerhopmMuHOM WM Janaraudiao3uHoM. Takke KOMOMHMpOBaHHas Tepanus
nanaraugo3uHOM ¥ MeThOPMHHOM TPOJOHIMPOBAHHOIO AEHCTBHS obecneunsa 3Ha4uMoe
CHHIKEHHE MacChl Tejla M0 CPaBHEHMIO ¢ MOHOTepanueil MeT(OPMHHOM NPOJOHTHPOBAHHOIO

JICHUCTBHSL.

Jlobasnenue oanaznughnozuna Kk mepanuu mMem@opmuHom 00bI14HO20 6bIC6000NHCOCHUA
BesonacHocts ¥ 3¢ ¢eKTHBHOCTL Jl00aBleHus Aanariuio3uHa K Tepanud MeTGOpMHHOM
00BIYHOTO BBICBOOOKICHHUS U3y4aIuch B KOHTPOJHPYEMOM UCCJIEIOBAaHUH
MPOJAOKUTEIBHOCTBIO 24 Hesenu y nanueHToB ¢ CJ1 2 1 HeaieKBaTHBIM KOHTPOJIEM INIMKEMHUH.
Jlo6aBnenue nanariaudiozuHa B 1o3e 10 Mr k Tepanui MeTGOPMHUHOM MPUBOIUIIO K 3HAUUMOMY
cHIKeHHI0 KoHueHTpaiu HbAlc u konnentpauuu ['TIH, a Takke K yMEHBIIEHHIO Macchl Tella
10 cpaBHEHHIO ¢ Iuianebo Ha 24 Hexene JieyeHUs. Takke OTMEUEHO CTAaTUCTHYECKH 3HAYUMOE
(p<0,05) 1o cpaBHEHHIO ¢ TpPYNIOH MOHOTepanuu MeTHOPMHHOM CpEeIHee CHHKEHHE
cucronnyeckoro aprepuanbHoro aaineHus (CAJl) Ha 4,5 MM pT. cT. 1 5,3 MM PT. CT. Y NAIIUEHTOB,

noJiyyaBimx ganariaugio3us S Mr u 10 Mr, COOTBETCTBEHHO.

Jobaenenue oanazaunosuna wuiu 2aunuzuOa K mepanuu Memg@opMuHom 00bIYHO20
8b1C68000XHCOCHUA

BesonacHocts ¥ 3¢ ¢eKTHBHOCTL J00aBieHHs aanariu(io3uHa K Tepanud MeTHOpPMHHOM
OOBIYHOTO BBICBOOOXK/IEHUS 1O CPABHEHHWIO C TJIMIM3UAOM H3YyYalIMCh B KOHTPOJIMPYEMOM
MCCJICJIOBAHUM TIPOJIOJDKUTEILHOCTBIO 52 Henenu y namueHToB ¢ CJl 2 M HeaneKBaTHBIM
KOHTPOJIEM TJTHKEMHUH.

JNanarnugiozun He MeHee 5S(@QeKTHBHO, ueM TIHMNM3MJ, CHHXKAl CpeJHee 3HaueHHe
koHuentpauu HbAlc k 52 Henmene neuenus. B rpynne panaraudguiosmHa Obulo OTMEYEHO

3HAYUMOC€ CHUIKCHHUC CPCIHCIO 3HAUYCHUSA MACChI TE€Jla K 52 Henelne JICUCHHS, B TO BPpEMs KaK B



rpyIiie MIMNU3KHIa Habo1al0ch yBeIHUeHHe 3TOro nokasarens. B rpynne nanariauguosuna no
CPaBHEHHIO C TPYNION TIMMH3KAA ObUIO JOCTUTHYTO craTUcTHYeckd 3Hauumoe (p<0,0001)

camwxenne CAJl Ha 5,0 MM pT. CT.

DapMaKOKHHETHKA

Ilpenapar Curayo Jlonr® GuosksuBanenteH aanariuuosuny (mpemapar @opcura) u
MeT(hOPMHHY TIPOIOHIHPOBAHHOTO JeicTBus (mpenapat I'mokopax® JIOHT) I KX COBMECTHOM
IIPUMEHEHUH B COOTBETCTBYIOIIMX J03aX.

[Toka3arenu sxcno3uiuy aanaran@io3uHa 1 MeTopMuHa POJIOHTHPOBAHHOTO JIEHCTBHUS 110CIIE
npuema npenapata Curayo Jlonr® 310poBeiMEM 106pOBOJIbIIAME ObLIH CONOCTABHMBI MOCIIE
CTAHJApPTHOTO NpHeMa IHIIM U HaTomak. B ciyyae npuema npenapata Curayo Jlonr™ mocie
CTaHJAPTHOTO TpUeMa MUIIK ObUIO OTMEUYEHO CHM)KEHHE MaKCUMalbHON KOHLEHTpAlHH (Crmax)
nanarnugosnHa Ha 35% u yBeanueHue BpeMeHH e€ JocTHKeHUS (Tmax) Ha 1-2 9 10 cpaBHEHUIO
C MPUEMOM IpernapaTa HaToIlaK. JDTO pa3jiMyhe He SBJISEeTCs KIMHMYECKH 3HauuMbIM. [Ipuem

MUK He OKa3bIBaJl 3HAYMMOTO BIHSHHS Ha (hapMaKOKMHETHYECKHE apaMeTpbl MeT(hOpMHUHA.

Abcopbuusn

Hanaenugpnosun

[Tocne npuema nanarimuio3uHa BHYTPb HATOMAK Cmax OOBIYHO IOCTHraeTCsl B TEYEHHUE 2 YaCOB.
3naveHusi Cmax 1 AUC (rutomaab 1nojJi KPpHUBOH 3aBHCUMOCTH KOHIIEHTPALMHM OT BPEMEHH)
YBEJIMYUBAIOTCS MPOMOPIHOHAIBLHO J103€ Janarinio3uHa B IMana3oHe TepareBTHUYECKUX J103.
AbcomoTHass OMOAOCTYIHOCTh Janariudao3uHa npu npueme BHYTphb B 03¢ 10 Mr cocrasiser
78%. Ilpuem nUIIM OKa3biBall YMEPEHHOE BIIMsSHHE Ha (papMaKOKMHETHKY Janariudo3uHa y
3JI0POBBIX J00pOBOJIbIEB. [IpHeM MHIM € BBICOKHM COJEpKAHHEM JKMPOB CHHKAT Crax
nanariaugiozuna Ha S0%, yumuHs Tmax npumepHo Ha 1 yac, Ho He Biusi Ha AUC 1o cpaBHEHUIO
C TNpPUEMOM HATOUIAaK. DTH W3MEHEHHUs He SBISIOTCS KIMHMYECKH 3HAYUMBIMH, MO3TOMY
JanariaugIio3uH MOKHO IPUHUMATh HE3aBUCUMO OT IpHEeMa MUIIH.

Memdeopmun

[Tocne npuema BHYTpb MeT(GOpPMHUHA TIPOJOHTHPOBAHHOTO NeHCTBUS Cmax AOCTHraeTcs yepes 4-8
yacoB (Meauana 7 yacoB). Crenenb abcopObuuu merdhopMuHa U3 TabiIeTOK MPOJOHIHPOBAHHOTO
JIEHCTBUS yBeTMUMUBaeTcs mpuMepHo Ha 50% (onenuBaock no uamenenuto AUC) npu npueme Bo

Bpemst eabl. [Ipuem nuiy He Baus1 Ha Tmax U Cax.

Pacnpeoenenue

Janaenugpnozun



Janarnudiosun npumepHo Ha 91% ces3piBaeTes ¢ Oenkamu. Y NALMEHTOB € HAPYIIECHHUSMH
(YHKIMH OYEK WK NEUEHH ITOT 110Ka3aTeslb HE U3MEHSIICS.

Memdghopmun

He mpoBoauIMch MCCleOBaHUS pacnpeieieHusi MeTOpMUHa MPOJOHTUPOBAHHOIO JEHCTBUS,
OJIHAKO KaXKyIIuiicsi o0bem pacripeiesnienust MeThopMuHa 1ocje 0JHOKPaTHOIO NMpHeMa BHYTPb
TabeTOK MeT(hopMHHa OOBIYHOTO BEICBOOOKIEHHS B 103€ 850 Mr, B cpeiHeM, cocTaBui 654+358
1. MeThOpMHH B HE3HAUMTEIILHOM CTENIEHH CBSA3bIBAaETCs ¢ OeIkaMHu 111a3Mbl KpoBH. MeTdhopmun

ITPOHUKACT B 3PUTPOILIUTHI.

Memabonuszm

Hanaznugpnosun

Mertabonu3m ganariugio3nHa, IJIaBHBIM 00pa3oM, MPOUCXOAUT IMOJ JeHcTBHEM (epMeHTa
ypuaunaudocdar-rimokypouunrpanchepassl 1A9 (UGT1A9); nzodpepments nuroxpoma CYP
BOBJICYEHBI B META00JIM3M Y YeioBeKa B MeHbInel creneHu. Jlanarmudno3un Mmetaboausupyercs
¢ oOpa3oBaHHWeM, TJIaBHBIM 00pa3oM, HeaKTHBHOro Mertabonura jganariuguo3us-3-O-
rmokyponua. Ilocne npuema BHYTps 50 Mr '*C-pamarmmépnosuna 61% npuHSTON 103bI
metabonusupyeTcs B ranarangio3us-3-O-riIoKypoHHI.

Memdghopmun

WccenenoBanus ¢ OJHOKPATHBIM BHYTPUBEHHBIM BBE/IEHUEM TIpernapara 3/10pOBbIM J00pOBOJIbIIAM
MOKa3bIBAIOT, YTO MET(GOPMUH BBIBOJUTCS B HEM3MEHEHHOM BHJIE NOYKaMH, HE IOJBEpraercs
MeTaboM3My B TeyeHH (y 4ejJoBeKa He BBISIBJIEHbI METabOJIMTBI) M HE BBIBOJAMTCS 4epes
KunieyHuk. MccnenoBanuss 1o u3ydeHuro  Mertabonu3ma MerdpopmMuHa B TabneTkax

IIPOJIOHTHPOBAHHOT'O JICUCTBUS HE IIPOBOJUIIUCE.

Buviseoenue

Janaenugprozun

Jlanarnuguio3ud U ero MeTaboIMThl BHIBOASTCS, MPEUMYIIECTBEHHO, TOYKAMH, U TOJIBKO MEHee
2% BBIBOAMTCS B HewszMeHeHHoM Buje. Ilocne npuema 50 mr '“C-panarnmugnosuna Gwuio
obHapyxeHo 96% pamuoaktuBHOCTH — 75% B Moue u 21% — B dexamusax. Ilpumepno 15%
pPaIMOAKTUBHOCTH, OOHapyXeHHOW B  (QekaausiX, MNPUXOAMIOCH HAa  HEU3MEHEHHbIH
nanaraudiosud. Ty, (Meproj NMOTYBBIBEICHHS M3 IUIA3Mbl) IOCJIE OJIHOKPATHOIO IpHeMa
nanarauduosuna B jo3e 10 Mr cocraBnser npumepHo 12,9 u.

Memdghopmun

[Toueunsrii kMpeHc npuMepHo B 3,5 pasa Beie kaupenca kpeatuHuHa (KK), uto ykasbiBaet Ha

TO, YTO KaHaJIblI€Bas CCKPCLHs SABJIACTCA OCHOBHBLIM ITYTEM BBIBECIACHUS MCT(bOle/IHa. ITocne



npuema BHYTpb npumepHo 90% abcopOupoBaHHOrO npenapara BbIBOJUTCS MOYKAMU B TEYEHHUE
NEepBbIX 24 4, MpU ITOM MEPHO TMOTYBBIBEACHUS U3 IJIa3Mbl paBeH MpuMepHo 6,2 4. B kpoBu
MIEpHOJ] OJIYBBIBEICHHS COCTABIAET MpUMEpHO 17,6 4, cieoBaTeIbHO, SPUTPOLUTAPHAS Macca

MOXeT OBITh YaCTBIO pacIrpe/Ie/ICHHUsI.

DapmakoKuHemuKka y 0codbix 2pynn nayueHmos

Hapywienue ¢hynkyuu novex

Hanaenughnosun

B paBHOBecHOM cocTosiHuM (nmpueM manariudguosuHa 1 pa3 B cyTku B go3e 20 Mr B TeyeHue 7
naHeit) y naumeHTtoB ¢ CJ] 2 u HapymeHueM (yHKIMHM MOYEK JIETKOH, CpelHeH WM TSDKENoH
CTerMeHHu (ompenenseMoit 1Mo pacyeTHOH CKOpocTH KiyboukoBoit ¢unbtpamuu (pCKD))
reoMeTpHyecKasl Cpe/iHsisi CHCTeMHOM sKcno3uiuu Obu1a Ha 45%, B 2,04 u 3,03 pasa Bbiie, 4eM y
nauuenToB ¢ CJ/1 2 v HopMabHO#M (yHKIMEH 1oYeK, COOTBETCTBEHHO. [1oBbIIEHHEe CHCTEMHOM
SKCTO3uIMK  aanarmdio3uda y naumeHtoB ¢ CJI 2 w HapymeHueM (yHKIMH TOYeK He
COIPOBOJKIATIOCH COOTBETCTBYIOIINM YBEJIMYEHHUEM KOJTMUYECTBA ITFOKO3bI, BBIBOJAUMON MOYKaAMH
B TEYECHUE CYTOK.

CyToyHasi 3KCKpelusi IIIOKO3bl MOYKaMH B PaBHOBECHOM COCTOSHHMHM Y nanueHtoB ¢ CJl 2 u
HapyueHueM QyHKIUH MTOYEK JIETKOM, Cpe/IHeH HIIN TshKeJIol cTeneHu Oblla, COOTBETCTBEHHO, Ha
42%, 80% u 90% uuxe, no cpaBHeHuto ¢ nanuentamu ¢ CJ] 2 u HopMabHON QyHKIMEH MoUeK.
HewusBecTHO, OKa3bIBaeT JIM FeMOAMATH3 BIUSHUE HA SKCIO3UIIMIO Janariudio3uHa (CM. pa3aenbl
«Crnoco0 nmpuMeHeHus U 103b1» U «OcoOble yKazaHHus»).

Memdghopmun

VY nauueHToB ¢ HapyumeHueM ¢QyHkiuu noyek (mo pesyiastatam usmepenuit KK) nepuon

MMOJIYBBIBCACHHU S MCT(i)OpMHHa U3 I1JIa3Mbl 1 KPOBH YIUIMHACTCSA, H MOYE€YHBIN KJIIMPEHC CHHUIKACTCH.

Hapywenue ¢hynkyuu newenu

Janaenrugpnozun

VY nanueHToB ¢ HapylmeHueM (YHKIMH NEYEHHU JITKOW WIIM Cpe/IHel CTENEeHH TSKECTH (KJIacChl
A u B no Yaina-I1s10) cpennne 3HaueHust Cmax 1 AUC panarnudguio3uHa nocie 0JHOKpaTHOTo
npuema B a03e 10 mr ObumM, cooTBeTcTBeHHO, Ha 12% wu 36% BbIIIE 1O CPaBHEHHUIO C
AHAJIOTUYHBIMU TIOKA3aTeJISIMH Y 3/I0POBBIX J00poBOJIbLEB. J[aHHBIE pa3iuuusi HE SBISIOTCS
KJIMHUYECKH 3HAUUMBIMH. Y MAllMEHTOB C HapylleHHeM (YHKIMH TEeUeHHU TSKEIOH CTerneHu
(xnace C no Yaina-I1et0) cpenne 3Hauenust Cmax 1 AUC nanarnudaosuna 6sumi Ha 40% u 67%
BBIILIE, COOTBETCTBEHHO, 110 CPABHEHHIO CO 3/I0POBLIMH JIOOPOBOJIbIIAMH.

Memdeopmun



(DapMaKOKI/IHeTPI‘-ICCKI/IC HCCIICI0BAHUs MCT(bOpMPIHa Yy HNanueHTOB C HapyHICHHUEM q)yHKIIHH

[NE€YCHU HE TPOBOAHIIUCE.

Hosxcunoin 6o3pacm

Hanaenugpnosun

[To pesynbrataM MOMyJISIMOHHOTO (apMaKOKHHETHYECKOTO aHalIW3a, BO3PAacT HE OKa3bIBaeT
KJIMHHYECKH 3HAYUMOTO BIMSHHUS HA CHUCTEMHYIO SKCHO3MIHMIO Janariudio3nHa, M03TOMY
KOPPEKIIUs 10351 B 3aBUCHMOCTH OT BO3pacTa MalueHTa He tpedyercs.

Memdhopmun

OrpaHuyeHHbIE JaHHbIE KOHTPOJHMPYEMBIX HCCIIEIOBaHUH (papMakOKHHETHKH MeThopMmHHA Y
37I0POBBIX J0OPOBOJIBIIEB TMOXKHUJIOTO BO3pacTa IMO3BOJISAIOT MPEANOJIONKHTb, YTO OOIIMH
IUIA3MEHHBIN KJIMPEHC MeT(GOpPMHUHA MOHKIKAETCS, MEPHO/ TMOJYBbIBEICHHUS YBEIHYHBACTCS, a
Cmax TTOBBIIIAETCS MO0 CPABHEHHIO CO 3HAUYEHHUSMH ATHUX MAapaMeTPOB y 370POBBIX JOOPOBOJIBIIEB
MOJI0J10r0 Bo3pacTa. [1o 3TiM J1aHHBIM, H3MEHEHHe napaMeTpoB (HapMakOKMHETHKH MeTGOpMHHA

C YBCJIMYECHHUEM BO3pacCTa, B OCHOBHOM, O6yCHOBJICHO H3MCHCHHEM q)YHKHI/II/I ITOYCK.

Jemu
He npoBoammmch MccnenoBanus (apmakokusernku npenapara Curayo Jlonr® y nereii (cm.

paznen «lIpoTuBonokazanus»).

ITon

Hanaznugpnosun

[lo pe3ynabratam mONMyJAIHOHHOTO (HPapMaKOKMHETHUECKOTO aHalin3a, MOJ HE OKa3bIBaeT
KJIMHAYECKH 3HAYMMOIO BJIMSHUS HA CHCTEMHYIO SKCIO3MIUIO JanariugJio3uHa, MO3ITOMY
KOPPEKIIMs 036l B 3aBHCUMOCTH OT T10J1a NTAllUEHTa HE PEKOMEHIYeTCS.

Memdepopmun

dapmMakOKHHETHUECKUE NapaMeTpbl MeTGOPMHHA Y 3710POBBIX 100POBOJIbIEB U nalueHToB ¢ CJ]
2 CYIIECTBEHHO HE pa3JIMYaIMCh B 3aBUCHMOCTH OT IoJia. B KOHTPOIMpPYEMBIX KIMHHYECKUX
uccnenoBanusx y nanueHToB ¢ CJ1 2 runornukemudeckuid 3¢pdextT MeTGopMUHa y MYKYHH U

YKEHIIIMH OBLJT CONTOCTaBUM.

Pacoeas u smuuueckan npuHaonedcHocms
Hanaenugnosun
[lo pesynbTatamM MOMyJIsSIHOHHOTO (PapMaKOKMHETHYECKOTO aHalii3a, KIMHUYECKH 3HAYMMBIX

pa3/IiMuuii  CHCTEMHOW OKCIO3MLMK Yy [PEJACTaBUTENICH €BPOINECOUHOW, HErpOMAHON H



MOHTOJIOWJIHOH pac He BBISBICHO; KOPPEKIMs J03bl C YY€TOM pPacoOBOH NPUHAUIEKHOCTH HE
Tpebyercs.

Memdghopmun

He npoBouinch Heese10BaHms mapaMeTpoB papMakOKUHETHKH MeT(OPMUHA B 3aBUCUMOCTH OT
pacoBOM NMPUHA/UIEKHOCTH MalMeHTa. B KiMHMuYeckux ucciepoBaHusx y nauumeHtoB ¢ CJ1 2
THNIOTIIHKeMUYecKu it 2 dekt MeThopMuHa y pecTaBuTeNei eBpONEeOUIHOM, HErPOHIHOM pac u

NAalMEHTOB HCIIaAHCKOTI'O IMTPOUCXOKICHHU OBLT COMOCTABUM.

Macca mena

Hanaenughnosun

[To pe3yapTaram NomyJisiliMOHHOTO (hapMaKOKHHETHYECKOTI0 aHaAJIW3a, Macca Tejla He OKa3bIBaeT
KJIMHUYECKH 3HAYMMOIO BIMSHHS Ha CHUCTEMHYIO SKCIO3MLHKIO Janarivd(io3uHa, MO3TOMY

KOPPEKIHs J03bI B 3aBUCHMOCTH OT MACChl T€JIa IMallu€HTa HE TpeﬁyeTCSI.

Iloka3aHusa K NpUMEHEHHIO
Caxapublii 1uabet 2 Tuna B J0NOJIHEHUE K JIUETe U (PU3UYECKUM YITPAXKHEHUSIM JUIsl YIyqIIEeHUS
IJTMKEMHYECKOTO  KOHTPOJII Y  B3pOCHBIX MAlMEHTOB, JUIS KOTOpPBIX Iiesecoodpa3Ha

KOMOMHMpOBaHHAs Tepanus Janaran@ao3uHOM U METHOPMUHOM.

IIporuBonoka3zanus

e [loBbleHHas HHAWMBUAYAIbHAS YYBCTBUTEILHOCTD K JTIOOOMY KOMIIOHEHTY Mpernapara.

e (CaxapHusrii quaber 1 Tuna.

e Hapymenue Qynkuuu nouyex ot cpeaHeit 1o Tsokenoit creneHu TspkectH (pCKD<60
mi/mun/1,73 M%), TepMHHANbHAS CTaJWs MOYEYHON HEJOCTATOYHOCTH MM TAlMEHTHI,
MOJTy4arolye reMoInanms.

e HacnencTBeHHasi HENEPEHOCUMOCTh JIAKTO3bl, HEAOCTATOYHOCTh JIAKTa3bl U TJIHOKO30-
rajakTo3Hasi HeepeHOCHUMOCTb.

e bepeMeHHOCTb U MEPHOJ IPYAHOTO BCKAPMIIUBAHMSL.

e Jlerckuii Bo3pact 10 18 et (6e3onacHoCTb U A3PPEKTUBHOCTb HE H3YUEHBI).

e [lanMeHThbl, MPUHUMAIOLIUE «IETIEBbIE» AUYPETHKH (cM. paznen «B3aumoneicTBue c
JPYTMMH  JIEKAPCTBEHHBIMH  CPEJCTBAMH»), WJIM CO CHH)KEHHBIM  00beMOM
nupkyupyroei kposu (OLK), Hanpumep, BeaeacTBUE OCTPBIX 3a00JIeBaHUH (TaKUX Kak
KEJTyI0YHO-KHUIIEeYHbIe 3a00IeBaHus ).

e [loxwuible mnanMeHThl B Bo3pacte 75 neTr W crapumie (JUisi Hadala Tepanuu

nanariu@ao3uHoOM).
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e Hapymenue QyHKIMH NIEUYEHH.

e  Octpsie 3a001€BaHMsl, TPU KOTOPBIX UMEETCS PUCK PA3BUTHSI HAPYLIEHUS (QYHKIIHH NOYEK:
Jaeruapatanus (Ipu pBOTe, AUapee), INX0opajKa, TsKelble HHPEeKIHOHHbIe 3a001eBaHus,
COCTOSIHUSI TUITOKCHH (ILIOK, cerncuc, MH(EKInu noyek, OpoHxosaeroyHbie 3a001eBaHus).

e OcTpplii WIM XpOHHYECKHH MeTaboJIWYecKuii amma03, BKIOYas JAuabeTHuecKuid
KeToalu/103, ¢ KoMoit uiu 6e3 koMbl B ciydae nuaberuueckoro xeroanujosa ciemayer
IPUMEHSTH NIpenapaThl HHCYJIUHA.

e KimHMYECKH BbIpaXKEHHbIE MPOSIBICHUSI OCTPHIX U XPOHUUYECKUX 3a00JIeBaHUM, KOTOPBIE
MOTYT TNPHBECTH K Pa3BHUTHIO TKAHEBOM T'MIIOKCHM (JIbIXaTeIbHasi HEJ0CTAaTOYHOCTD,
cepieyHasi HeJIOCTaTOYHOCTh, OCTPBIH HH(PAPKT MUOKaAp/IA).

e C(Cepbe3Hble XHpPYpruyeckue OIepalud M TpaBMbl (KOTJa I0Ka3aHO IPOBEJACHUE
MHCYJIMHOTEPAITUH ).

e  XPOHHMYECKUH ATTKOTOJIM3M U OCTPOE OTPABJIIEHUE ITAHOJIOM.

e JlakToanuao3s (B T.4. B aHaMHe3e).

e [lepuoa He MeHee 48 u 10 ¥ B TeyeHHe 48 4 mocie NpoBeCHUs PAJIMOU30TONHBIX WU
PEHTT€HOJOTUYECKHX MCCIIeIOBAaHUI C BBEJEHHEM HOJCO/epkKaluX KOHTPACTHBIX
CPE/CTB.

e CobOmonenue runokanopuitno quets (<1000 kxan/cyT).

C ocTOpOKHOCTBHIO: WHPEKIMH MOYEBBIBOJAIIMX NyTel; puck cHmkenuss OLIK: noxwmibie
MAlMEeHTHl; MOBBIIICHHOE 3HAUYCHHME TIE€MATOKPHUTA; MAalMEHThl B Bo3pacTe crapume 60 ier,

BBINIOJTHSIOIINE TKEIYIO pU3HUYecKyro paboTy.

Ipumenenne npu 6epeMEeHHOCTH H B IEPHO IPYAHOT0 BCKAPMIHBAHUS

IIpumenenne npenapara Curayo JIonr®, a Takske ero JeHCTBYIOMMX BEIIECTB, Aanarandao3uHa
¥ MeTQOpPMHHA, B NEPHO/I GEPEMEHHOCTH HE M3YYeHO, TIOITOMY TIpenapar IpOTHBONOKA3aH BO
BpeMs GepeMeHHOCTH. B cyuae anarnocTupoBanms 6epeMeHHOCTH Tepanus npenapatom Curyo
Jlonr® o/mkHa GBITH MpekpaleHa.

HeusBecTHO, npoHuKaeT 1M Aanariudao3dH, MeTGOpPMUH H/MIM MX MeTabOoJHThl B TPYIHOE
MOJIOKO 4esloBeka. Heb3st HCKITIoUMTh PUCK J171sl HOBOPOSKIEHHbIX/MaeH1eB. [Ipenapar Curyo

Jlonr™ npoTuBONOKa3aH B NEPUO/ IPY/IHOTO BCKAPMIIMBAHHS.

Cnocod npuMeHeHHUs H 103bl

BHYTpb, OJIMH pa3 B CYTKH BO BpeMs 3aBTpaka. TabieTKu cilielyeT MporjiaThiBaTh LETUKOM, HE
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pa3KeBbIBas, HE U3MEJIbYasl U HE pa3zlaMbIBasl.

Jlozy cnenyer mnoabuparth WHIMBHUAYAIbHO, Y4YMTHIBas 3()(EKTHBHOCTh M TEPEHOCHMOCTH
npoBoauMOl Tepanuu. [Ipu HEOOX0AMMOCTH 103y MOBBIIAKOT MOCTENEHHO, YTOObl YMEHBIIUTh
puck 1moOoYHbIX S(PPeKToB MeTGOpMHHA €O CTOPOHBI JKENIyJI0YHO-KHMIIEYHOTO TpaKTa.
MakcumanbhHas  cyrouyHas go3a  jganariuduiosuHa  coctaBiaser 10 mr, merdopMmuHa
MPOJIOHTHPOBAHHOTO JIEHCTBUS — 2 T.

Eciu npenapar Curayo Jlonr®

ObUl Ha3HAyYeH NAlMEHTY, NpPUHUMAOLIEMY MeT(GOpMUH
IIPOJIOHTHPOBAHHOIO JICHCTBHSI B BEUEPHEE BpeMs, CIEAYET MPOIMYCTUTh INMPUEM NOCIEAHEN
BeuepHei 1036l MeTGOPMHUHA IPOJOHTHPOBAHHOTO JEHCTBHS HAKaHyHE NpHeMa MepBOi J103bI
npenapata Curayo Jlonr®,

[Tannentam co cumxennbM OLIK HeoOXxoauMa KOppEKIHs 3TOT0 COCTOSIHUS 0 Hayasla Teparnuu
npenapatom Curayo Jlonr®.

HeaxTupHbIe HHI'PEAUCHTHI IIpernapara CI/IFII}'O .HOHI‘® MOT'YT BBIBOAHUTLCA YC€PE3 KUIICYHHUK B

BHJIE MATKOH, BIIAJKHON Macchl, KOTOpast MOXKET COXPaHATh (POPMY NMPHHSATOMN TabIETKH.

Ipumenenue y ocobvix zpynn nayueHmog

Hapywenue ¢hynkyuu nevenu

VY nanueHToB ¢ HapylleHueM (QYHKIMHU N€YEeHU NPUMEHEHHEe METGOPMHUHA MOXKET ITPUBOUTH K
nakroanu103y. [losromy npenapar Curayo JIonr™ npoTHBoNOKa3aH NalMEHTaM ¢ HapyIIEHHEM
(GYHKIMH TIeYeHH.

Hapywenue ¢pynkyuu nouex

Jlo Hauana Tepanuu npenapatom Curayo Jlonr™ u nepuopuueckn Ha (oHe Tepanmuu cieayer
ouenuBath (yHkuuio mouek. Ilpemapar Curayo Jlonr® npoTHBONOKa3aH malMeHTaM ¢
HapynieHueM (YHKIMH TI0YeK OT cpeaHei 10 Tskenoii crenenn (pCK®<60 ma/mun/1,73 M), ¢
TEPMUHAJIBHON CTAJMEH MMOYEYHOH HEeJ0CTaTOYHOCTH U MallMe€HTaM, MOJTYyYalolMM IeMoInalln3
(cM. paznensl «IIpotuBonokaszanusy», «[lo6ounoe aelictBre» u «OcobObie yKazaHusm»).

[lpu wnapymenun ¢ynkuuu nouek jerkoit cremenn (pCK®>60 wma/mun/1,73 m?) mer
HEOOXO0MMOCTH KOPPEKTHPOBATH J103y IIpenapara.

Jlemu

be3onacHocth ¥ 3¢ dexTuBHOCTD Aanarnuduio3uHa y naueHToB miaame 18 et He u3ydaiuch
(cMm. pazznen «IIpoTuBonokaszanusy).

Hooxcunon éo3pacm

VY nauueHTOB M0KUIIOr0 BO3pacTa HET HEOOXOIMMOCTH KOPPEKTUPOBATH /103y npenapara. O 1Hako
IpU BbIOOpPE 03Bl CIEAYET YUYMTHIBaTh, YTO y ATOH KaTeropuu MNAlLMEHTOB OoJjiee BEpOSTHBI

HapyumeHnue Gpynkuuu nouek u puck cHwkenust OLIK. Pekomenayercs Gosiee 4acThlii KOHTPOJIb
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COCTOSIHUA (I)yHKHI/IPI ITOYECK Yy MAalMCHTOB ITOXKHUJIOT'O BO3pacTa. HOCKOJ’Ibe KJIMHAYECKHUM OMBIT
NPUMECHCHHU S nanarnufbnmnﬂa Y HNalMCHTOB 75 ner u cTapue OrpaHuvcH, IPOTHBOIIOKA3aHO

HAUMHATh Teparuio Janarjiuda03uHOM B JIaHHOW BO3PACTHOM rpyrre.

IloGouHoe neiicTBHE

Hanaznugpnozun u memegpopmun

Onenka 6e30MacHOCTH MPOBOMIIACH HA OCHOBAaHHHM OOBEJIMHEHHBIX JAHHBIX 8 KPaTKOCPOUYHBIX
1a1e00-KOHTPOJIMPYEMBbIX ~ MCCJIE/IOBAaHUN, B KOTOpBIX Janariu(io3dH TNpPUMEHSJICS B
KoMOMHaIMu ¢ MeTOpPMHHOM (B JIaHHOM KOMOMHAIMM M B JIONOJHEHHE K JPYroi
TUIOTJIMKeMUYecKoi Tepanun). B atux uccnenoanusx 983 nauueHTa nonyydanu ganariu@iio3us
B n03¢ 10 mr oaun pa3 B cytku ¥ MetrdopmuH, ¥ 1185 naunmenToB nonydanu rianebo u
MeT(OpPMHUH.

OOmasi yacTtora HeXelaTeIbHBIX SBJICHHN B rpymnme jganariddiaosuna B goze 10 mr u
metdopmuHa cocraBuia 60,3% no cpaBuenuio ¢ 58,2% B rpynne miaanedo u merpopmuna. Y 4%
NalueHToB B rpymnme jganariaudguosuna 10 Mr u mergopmuHa Tepanus ObLla OTMEHEHA H3-3a
HEe)KeNaTeJIbHBIX peakiyi no cpaBHeHuto ¢ 3,3% B rpynne 1ianebo u mergopmuna. Haubonee
YaCTBIMHU HE)KEJIaTeIbHBIMU SBICHUSIMHU, IPUBOIUBIIMMHU K OTMEHE TEPANTUH M OTMEUSHHBIMHU, KaK
MUHUMYM, y 3 nmanueHToB B rpynmne aanariudaosuna 10 Mr u metrgopmuHa, ObUIH HapylIeHHUE
¢ynkuuu nouex (0,7%), noBbIlIEHHE KOHIIEHTPAIMK KpeaTHHHHA B ChIBOpoTKe KpoBH (0,2%),
ymenbiienue KK (0,2%) u undexuu MmoueBbiBoasmx mytei (0,2%).

B Tabnuue 1 npuBeneHbl HexenaTeabHbIE PEAKIMH 0 JAHHBIM 8 KPAaTKOCPOUHBIX Iuianedo-
KOHTPOJIMPYEMBIX HCCIICZIOBaHHH, BHE 3aBUCHMOCTH OT OLEHKH MCCIIE0BATENIeM NPUYMHHO-
CJIEJICTBEHHOM CBSI3U, KOTOPbIe ObUIM OTMEUEHBI, KAK MUHUMYM, Y 2% NallueHTOB, IPUHUMABIINX
nanarau@io3uH U MeTHOpMHUH, M, KaK MUHUMYM, Ha 1% yalilie 1o CpaBHEHWIO C MallHeHTaMH,

NOJIy4aBIIUMH MeTHOPMHH H 1u1anedo.

Tab6anua 1. HexkenarebHble peakuuu B IU1a1e60-KOHTPOJIMPYEMbIX Hecae10BaHusX' (BHe
3aBHCHMOCTH OT OLEHKH HCCJIe10BATE/IeM NPHYHHHO-CJIe/ICTBEHHOM CBSI3H), 0OTMeY€eHHbIE ¢
yacToroii > 2% y NanHeHTOB, MOJY4YaBMIHX Janariauguosud u MeTQOpMHH, H, KaK
MHHHUMYM, Ha 1% vame no cpaBHeHHI0 ¢ NMALMEHTAMH, NMOJYYABIIMMH MeTHOPMHH H

m1ane6o (3a HCKJII0YEeHHEM THIOTIHKeMHH )

CucreMHO-OpraHHbIi Kiace Janaraudgaosun 10 mr u
Tepmun NpeINnoYTHTEIbHOIr0 | MeTHOPMHH

ynorpeo/ieHus N=983
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WUndexunu n nuBazuu

['enuTanbHble HHEKIUK Yacto

Wudekunn u nHBa3UU

UndeKiumu MOYeBBIBOAAIIMX MyTeit* Yacto

Haapyme}mﬂ CO CTOPOHBI INOYEK U MOYCBBIBOIAIINX

nyTen
s Yacto
[Tonuypus

8 mianebo-KOHTPOIUPYEMbIX HCCIEIOBaHHH BKIIOYATH 2 HCCIEJOBAHUS CTApTOBOH
KOMOMHHMPOBAHHON Tepanuu ¢ MeTGOPMHHOM, 2 UCCe0BaHUs 100aBIeHUS K Tepanuu
metrdopMuHOM, | uccnenoBaHue n00aBlIeHUs K TepaliMd MHCYJIMHOM, | HccieoBaHUE
n00aBlIeHUsT K TEpalmMM CUTArJMITHHOM M 2 HMCCleoBaHUs Jo0aBieHHs K
KOMOMHHMPOBAHHOH THIOTIIMKEMHYECKOH Tepanuu. [IpuBeieHHbIE JaHHBIE OTHOCATCS K
KPaTKOCPOUYHON Tepanuu (10 24 HeJeNb) He3aBUCUMO OT Ha3HAYEHUSs JOTOJIHUTEIBHBIX
THIIOTJIMKEMUYECKUX CPEJICTB.

Cwm. noapaszaen «'unornukemus».

Bximoyaer cienylomue INpeAnouTHTEIbHbIE TEPMUHBI (TEPEUUCICHBl B MOPSIKE
yObIBaHHS 4acTOTHI): ByJIbBOBaruHaibHasi rpuOkoBasi WHpeKus, 6aJaHuT, BarHHaJIbHAs
uHdekuus, reHuTanbHas — rpuOkoBas — MHGQEKUMs, TeHMTalbHas ~ WH(eKuus,
BYJIbBOBArMHAJIbHBIA KaH/M/103, KaHIUI03HbIH OajlaHUT, BYJIbBOBAarMHUT, IN€HUTAIbHbIH
KaHJM/103, BYJIbBUT, OaJaHONOCTUT, TE€HUTAIbHAs HHQEKIMs y MYXUYHH, HHPEKIHs
MOYETOJIOBOrO TpakTa, abcuece neHuca, MHQeKuus neHuca, nocTur, abeuecc ByJIbBbl U
OakTepuaNbHbIN BarMHUT.

Bximrouaer cieayromme INpeanovTHTEIbHbIE TEPMHHBI (IIEpEUYHMCIICHbl B  MOPSJIKE
yOBbIBaHMsI YacTOTHI): HMH(EKIUS MOUEBBIBOJSIINX MyTeH, UUCTUT, HUH(EKIus
MOYEBBIBOJALIMX IyTeH, BbI3BaHHas Oakrtepusimu poja Escherichia, wundexuus
MOYETO0JIOBOrO TPaKTa, MUETOHEPPUT, TPUTOHUT, YPETPUT, HH(EKIIMS TOYEK U IPOCTATHUT.
Bxiouaer cieayromue IpeiouTHTEIbHbIE TEPMHHBI (TMIEPEYHCIIEHbl B MOPS/IKE

yOBIBaHMs 4aCTOTBI): MOJITTAKKYPHUS, TTIOJIMYPHUS U YBEJTHUYEHHE 00beMa BbIJIE/IIEMON MOYH.

Memdgpopmun

B nnanebo-KOHTPOIMPYEMBIX HCCIEI0BAHUAX METGOPMHHA MPOJOHIMPOBAHHOTO JIEHCTBUS B
KayecTBe MOHOTEpAIUU JUapesi ¥ TOIIHOTAa/pBOTa OTMEUaMch Oosee yeM y 5% manueHToB U
yaiue, 4yeM B rpymnne nianedo (auapes y 9,6% u 2,6% nanueHTos, TomHoTa/pBotay 6,5% u 1,5%
NAlMEeHTOB,  COOTBETCTBEHHO). Y  0,6%  namueHToB,  MOJy4YaBIIUX  MeTHOPMHUH

ITPOJIOHTHPOBAHHOT'O IICﬁCTBPISI, JAuapes NpyuBejia K NPEKpalieHuo T€parmu.
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Oo6veounennvie oannsie 12 naaue6o-KOHMpOIUPYEeMbIX UCCIC006AHUI Oanaziugnozuna 5 mz
ul0me

Hanaenugpnozun

B 4 uccnenoBanusx ganarangio3uH NPUMEHSICS B KAUeCTBE MOHOTEPAIHH, a B 8 HCClieI0BaHUSX
— B KauecTBe JIONOJIHEHWS K 0a30BOM caxapoCHMIKAlOIIEeH Tepanud WJIM B KOMOMHAIMM ¢
mMeThopMuHOM. B 31X uccrnenoBanusx 2338 naiueHTOB MOTy4aiu Aanariu@io3ul, B CpeHeM,
B TeueHue 21 nexenu. 1393 naumenra nonyvanu riane6o, 1145 nanuenroB — nanarandio3ut S

mr, 1193 nanuenTa — ganarnudiao3usd 10 Mr ouH pa3 B CyTKH.

Oobveounennsie oannvie 13 naayebdo-konmpoaupyemoix ucciedosanuii oanaznugnosuna 10 mz
Ouenka Ge3omacHOCTH M nepeHocuMocTH Jaanaraudiaosuna 10 Mr mpoBoaniach Ha OCHOBaHHH
00BEe/IMHEHHBIX JaHHbIX 13 mIane0o-KOHTPOJIUPYEMBIX MCCIIEIOBaHUI: B 3 HCCIEIOBAHUSAX
nanarau@iao3uH M3yyalicss B peXKMME MOHOTepanud, B 9 HccieloBaHMAX — B KauyecTBe
JIONIOJTHUTEIBHOM Tepanuy K MPOBOJIMMOI caXxapOCHWMIKaloIleH Tepanuu, U B 1 Hccliel0BaHHH B
cTapToBOi KoMOMHanMu ¢ MeThpopMuHOM. B 3THX nccnenoBanusx 2360 nanueHToOB MOJIydain

nanariaugo3us B 1o3e 10 Mr, B cpeiHeM, B TeueHHe 22 HeJlelb.

Onucanue omoenbHbIX HEHCeIamebHbIX PeaKyuil

Cruacenue OLIK

Jlanarnugo3uH BbI3BIBAET OCMOTHYECKHH JUype3, KOTOPhIA MOXKET NPUBOAUTH K CHHUIKEHHIO
OILIK. HexenarenbHble peakiuu, cBs3aHHble co cHmwkeHueM OILIK (Bkitouas cooOuienus o0
00€3BOKMBAHUHU, TMIIOBOJIEMHH, OPTOCTATUYECKONW TMIIOTEH3WH U apTepHAIbHOM TMIIOTEH3HH),
npuBesienbl B Tabmune 2 (oObeauHeHHble JaHHble 12 w13 KpaTKOCpOUHBIX MuIanedo-

KOHTPOJIMPYEMBIX UCCIeI0BaHMH Janariauduosuna) (cM. paszaen «Ocolble yKa3aHus).

Ta6anua 2. HeskenareJbHble peakinu, cBsizanubie co cHmxennem OLIK!, B kinHH9ecKknx
b b

HCCJICIOBAHHAX nanammb.nomna

Oo0beauHennble JaHHble 12 mianedo- | O0beaHHEHHbIE JaHHbIE
KOHTPOJIHPYEMbIX HCC/IeI0BAHNH 13 niaanedo-
KOHTPOJIHPYeEMBIX

HCCJIe/I0BAHUM
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Il1anedo JManmarau | Janarauda | [Tnane6o Janaranga
¢uao3un 5 | o3un 10 mr o3uH 10 Mr
mr

Obmee N=1393 N=1145 N=1193 N=2295 N=2360
KOJIHY€eCTBO 5 (0,4%) 7 (0,6%) 9 (0,8%) 17 (0,7%) 27 (1,1%)
nauuenToB N (%)
Ioarpynnsi
nanueHToB n (%)
[TatmeHTHI, n=55 n=40 n=31 n=267 n=236
IIPUHUMAIOIIIHE 1(1,8%) 0 3(9,7%) 4 (1,5%) 6 (2,5%)
«TIETJIEBBIE)
JIMYPETUKH
[TatmenTsI ¢ | n=107 n=107 n=89 n=268 n=265
HapylLIEHHEM 2 (1,9%) 1 (0,9%) 1(1,1%) 4 (1,5%) 5(1,9%)
(yHKIMH ~ TOYeK
CpeHEeH TSKECTH
(60>pCK®D=>30
mi/mun/1,73 m?)
[Tatents! >65 ner | n=276 n=216 n=204 n=711 n=665

1 (0,4%) 1 (0,5%) 3 (1,5%) 6 (0,8%) 11 (1,7%)

1

THIIOBOJIEMHS, OPTOCTATHYECCKAs THIIOTCH3U U apTCpUaibHas TMHIIOTCH3HS.

Hapywenue ¢hynkyuu nouex

Camwxkenne OIIK Bxmodano cieayromue HexenaTe/lbHble peaklUu: JAeruaparaius,

Ha ¢one npumeneHus aanariugio3nHa OTMEYalIoCh NOBBIINIEHHE KOHLEHTPAllME KpeaTHHHHA B
cbiBopoTKe KpoBH U cHmkeHne pCK®. V namueHTOB ¢ HOpMaibHONH (yHKIHEH MOYEK WM
HapyueHueM QyHKIMH MOYEK JIETKOH CTEeNEHH NMPU BKIIIOUYEHUH B MCCIIEI0BAHUE KOHLIEHTpAIMs
kpearnauHa U pCK® Bo3Bpamamich K UCXOAHOMY 3HA4YEHUIO Ha 24 Heele.

HexenartenpHble peakiiH, CBs3aHHbIE C HapylleHHeM (YHKIUHU IOYEK, BKIIIOYAs MOYEYHYIO
HEJIOCTATOYHOCTH U MOBBIIIEHHE KOHLIEHTPALMH KPEaTHHHUHA B CBIBOPOTKE, Yallle OTMEYaIHCh Y
MAlMEHTOB, NPUHUMABIIUX jAanariudnao3un (cm. Tabmuiy 3). DT HexenarenbHbIE peaKkIMu
Yalne OTMEYAINCh Y MALMEHTOB MOXKHJIOTO BO3pacTa M y MAllMEHTOB ¢ HapylleHHeM (yHKIUH
nouek (cm. Tabmuiy 3). Croiikoe cumxenne pCK® Habmoaanoch y NaMeHToB ¢ HapyLIEHHEM

dyHKIMHE MouYek cpeHedi crenenn TxectH (60>CK®>30 ma/mun/1,73 m?).



Taoauuma 3.

CBSI3AHHOM ¢ HapymeHHeM QYHKIHH No4YeK
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Jdoass manMeHTOB, KAK MHHHMYM, ¢ OJHOI HesKeIaTeJbHOH peakiuei,

O0beauHEeHHBbIE JaHHBIE 6 MIanedo-

O0beaHHEeHHbIE JaHHBIE 9

wi/mun/1,73 M2

KOHTPOJIMPYeMbIX Hcc/iel0BaHMii (10 | mianedo-
104 nenenn)’ KOHTPOJIHPYeMbIX
uccaeaopanmii  (no 104
He/1eIb)?
Hcxoaubie ITnanedo Janaram | lanaraudga | Ilranedo JManarandga
XapAKTePHCTHKH ¢pao3un 5 | o3un 10 mr o3uH 10 mr
Mr
OO6uras nonynsiiust | n=785 n=767 n=859 n=1956 n=2026
[Mamenter (%), | 13 (1,7%) 14 (1,8%) | 16 (1,9%) 82 (4,2%) 136 (6,7%)
KaK MHHHMYM, C
OJIHOM
HEeXeJlaTeIbHOU
peakuuen
[Tauentsr >65 ner | n=190 n=162 n=159 n=655 n=620
[Mamuenter (%), | 4 (2,1%) 5(3,1%) 6 (3,8%) 52 (7,9%) 87 (14,0%)
KaK MHUHHUMYM, C
OIHOM
HEeXeJaTeIbHON
peakuuen
[TatenTor c | n=77 n=88 n=75 n=249 n=251
60>pCK®=>30 5(6,5%) 7 (8,0%) 9 (12,0%) 40 (16,1%) | 71 (28,3%)
wi/mun/1,73 m?
[TanreHTH! (%),
KaK MHHHUMYM, C
OJIHOM
HEeXeJlaTeIbHON
peakuuen
[TarmenTs! >65 ner | n=41 n=43 n=35 n=141 n=134
¢ 60>pCKD=>30 | 2 (4,9%) 3 (7,0%) 4 (11,4%) 27 (19,1%) | 47 (35,1%)
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[Tauuenter (%),
KaKk MHHHMYM, C
OJIHOM
HEXeJaTeIbHOU

peakuuein

' MaunenTs! u3 12 mnane60-KOHTPOIMPYEMBIX HCCIIEIOBAHHIA € TIPOJUTIEHHBIM IEPHOJIOM.

? IMatmenTs w3 13 m1ane60-KOHTPOIHPYEMBIX HCCIIEIOBAHMI ¢ POUICHHBIM TIEPHOJIOM.

B uccnenoBanuu ¢ yyacTHeM NAlMEHTOB C HapylleHHEeM (YHKIHH TOYEK CpeIHEH CTerneHH
tsokecT (60>pCK®>30 ma/mun/1,73 M?) mpoaomkuTeIbHOCTHIO 110 104 Henens y 13 nanueHToB
ObUIM OTMEYEHBI NepesioMbl KocTell (5 ciyyaeB B rpymne aanariudio3uHa S mr; 8 ciydyaeB B
rpynne nanaraudiaoszuna 10 Mr; B rpynme miamnebo nepejioMoB He 3aperucTpupoBano). B 11 u3
13 cimydaeB nepesioMbl NMPOM3OLLUIM B NepBble 52 Hexenu JjedeHus, B 8 u3 13 ciyyaeB — y
NALMEHTOB ¢ MCXOAHBbIM 3HaueHnneM pCK® ot 30 10 45 mu/mun/1,73 M. 3aKOHOMEPHOCTH B

OTHOULICHHUH JIOKAJIU3alluH MIEPEJIOMOB OTMEYECHO HE OBLI0.

l'unoenuxemus

B miane6o-KOHTPOIMpYeMbIX HCCIeIOBaHUAX J00aBlieHHs Janariuiio3uHa K Teparuu
MeT(HOPMHUHOM MPOJIOJKUTETBHOCTBIO 24 HEJIeNIN TSKENIBIX 3MH30/10B THIOTTMKEMHH OTMEYEHO
He ObUIO; JIerKHe OSMU30/bl THUIOIIMKeMHH OTMe4YeHbl y 1,5% mnanueHToB B rpyrmie
nanariudiosuna S mr, 0,7% nanuentoB B rpynne ganariaudiaozusa 10 Mr, B rpynmne miane6o
3MM30/10B THIOTIMKEMHH HE ObLIO.

B uccnenopanuu noGaBnenus nanaraugo3uHa K Tepanud MeTGOPMHHOM IO CPaBHEHHIO C
TJIMIHM3HIOM NIPOAOJDKUTEIBHOCTBIO 52 Helenu B rpyimne janariddiio3uHa He ObLI0 0TMEYEHO
TSKEJIBIX 3MU30/10B TMIIOTTIMKEMHUH, B IPYIINE INIMIN3H/1a TaKKe MH30,1b1 ObUTH 0oTMeYeHB! Y 0,7%
NAlMEHTOB; JIETKME SNU30/bl TUIOTJTUKEMUH OTMeueHbl y 1,7% manMeHToB B TpyIie

nanaraudioszuna 10 mr u y 36% nanueHToB B rpyIie MIMIH3UIa.

['pubkosvie cenumanvhuvle unghexyuu

I'pubKkoBBIE reHUTa/IbHBIE HHPEKIMK Yallle OTMEYaIuCh B rpynie aanariudiosuna. [ pubkosbie
reHuTagbHble HHPekuu Oputn otMmeueHsl y 0,9%, 5,7% u 4,8% nanueHToB, NMPUHUMABIIUX
miane6o, nanarauduiozuH S mr u ganarmuguaosuH 10 Mr, cooTBeTCTBEHHO (00BEIMHEHHBIE
naHHble 12 miane6o-KOHTPOIUpYEMbIX HccieoBanuil qanaraudaozusa S mr u 10 mr). V 0,2%
NanueHToB B rpynmne jganariuddiaosuHa 10 mMr u3-3a reHUTalbHONW HMHQPEKIUH npenapaTr Obul

OTMEHCH (B rpymnme nanebo CJIydyaceB OTMCHBI TE€palluu H3-3a AQHAJIOTUYHOM HEXKEIaTeIbHOM
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peakiuu He ObL10). ['pOKOBBIE reHUTANIbHBIE HHPEKIINH Yallle OTMEYAIUCh Y KEHIIHMH, a TaKKe
y MalUeHToOB, Y KOTOPBIX 10 Hayala Mpuema Ipernapara OTMEYAINCh 3MU30/lbl aHAJIOTHYHON
uHdpexuuu (10,0%, 23,1% u 25,0% no cpasuenuto ¢ 0,8%, 5,9% u 5,0% B rpynnax nianedo,
nanarnudiosusa S mr, ganaraudguosuna 10 mr, coorBeTcTBeHHO). Hanbosiee yacTbIMHU y KEHITMH

ObUIN BYJIbBOBAarMHaJIbHbIE IPUOKOBbIE HH(PEKIINH, @ Y MYKUUH — OaaHuT.

Peaxyuu cunepuyyscmeumenvrnocmu

Ha ¢one npuema nanariudio3nHa cood1anoch 0 peakiusaxX runepyyBCTBUTEIbHOCTH (TaKHX KaK
AQHT'MOHEBPOTHYECKUM OTeK, KpalMBHMLA, THIEPUYYBCTBUTEIBHOCTH). B pamkax mnporpammsl
KJIMHUYECKUX MCCIIE/IOBAaHUI cepbe3Hble aHa(UIaKTUYECKHE peaKlUH, TSKEIble KOXKHBIE
peaklluu W aHTMOHEeBpOTHYeCKMH oTek oTMedyeHbl y 0,3% mnaumeHTOB, NOIy4aBLIMX
nanarnugioszud, Uy 0,2% nanueHToB B rpynne cpaBHeHHs. [Ipy BO3HMKHOBEHMM peakKIui
THIIEPYYBCTBUTEIBLHOCTH  CJIEJlyeT OTMEHUTh Janariu(ao3uH, NpOBOAMTH JIEYEHHE B
COOTBETCTBHH C NPHUHATON NMPAaKTUKOW M HAOIIOZEHHE 3a MAIMEeHTOM J0 MOJIHOTO pa3perieHus

CHMIITOMOB.

Pesynemamuor 1abopamopmwix uccieoosanui

Veenuuenue cemamoxpuma

Hanaenughnosun

VYBenuueHre reMaToKpuTa y MalMeHTOB, MOJy4YaBIIUuX Janariudio3uH, otMevanocs ¢ 1 mo 16
Hesnenu JiedeHus (oObeauHeHHble JaHHble 13  1UI1ane00-KOHTPOIUPYEMBIX HCCIIeI0BAHUN
nanarmuguiosusa 10 mr). MakcumanbHOE yBEIMYEHME TIE€MaTOKpHTA, II0 CPaBHEHHIO ¢
UCXOIHBIMH 3Ha4YeHMsIMHM, HaOmonanock Ha 16 Henene. Ha 24 Hesmene cpeanee M3MeHeHUE
reMaTOKpHUTa 10 CPAaBHEHMIO C HCXO/HBIM 3HauYeHHeM cocTaBuio —0,33% B rpynne rmianebo u
2,3% B rpynne panaraugiaosuna 10 mr. K 24 Henene noBblllieHHOE 3HaYeHHE reMaTokpuTa >55%
Obu10 3apeructpupoBano y 0,4% namueHtoB B rpynme mianedo u 1,3% nauueHToB B rpymme

nanarauduozuna 10 mr.

losviwenue konyeHmpayuu Heop2anuiecko2o Gocgopa é coiOpomre Kposu

Hanaenrugproszun

[loBbllIeHHE KOHIIEHTpALlMU HeopraHudeckoro ¢gocdopa B CHIBOPOTKE KPOBU 10O CPABHEHMIO C
MCXOJIHON OTMEYaioch Ha 24 Hejesie y MalMeHTOB, NMojydaBmux aanariuduosud 10 mr, no
CpaBHEHMIO ¢ Tpymnmnoi mianedo (cpeanee nosbimeHue cocraBuio 0,13 mr/an u —0,04 mr/o,
COOTBETCTBEHHO) (0ObeaMHEHHblE JaHHble 13 mIanedo-KOHTPOJIUPYEMbIX HCCIIEI0BaHUN

nanarmudiosuna 10 mr). 'mnepdocdaremus (KoHueHTpanus Heopranudeckoro ¢ochopa B
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CBIBOPOTKE >5.6 Mr/u1 juis naueHToB 17-65 net u >5,1 mMr/m Juisi naiMeHToB B Bo3pacte >66
JIeT) TaKKe vaile oTMedansach B rpymnmne manariudiosuHa 10 Mr no cpaBHEHHIO € Tpynion

miane6o Ha 24 Hexnene (1,7% u 0,9% nanueHTOB, COOTBETCTBEHHO).

THosviwenue konyenmpayuu xonecmepuna iunonpomeudos nuskou niomuocmu (XC JIITHII)
Hanaenugpnoszun

M3MeHeHne KOHIEHTPALUH JIMITUIOB B CBIBOPOTKE KPOBH OTMEUEHO Y MAIlMEHTOB, MOJIyYaBIIUX
nanariau@Iio3uH, 10 CPaBHEHUIO ¢ Tpynnoi mianebo (oObeauHeHHble jaaHHble 13 muanedo-
KOHTPOJMPYEMBIX HccienoBanuii aanaraudguosuna 10 mr). CpeaHee NpONEHTHOE YBEIUYEHUE
KOHIIEHTpalliK 0011ero XojecTepruHa B ChIBOPOTKE KPOBU Ha 24 Hezene coctaBuio 2,5% u 0,0%
B rpynne panaraugosuna 10 mr u miane6o, coorBerctBeHno, a XC JIITHIT 2,9% B rpynne

nanarauduosuna 10 mr no cpasaenuio ¢ —1,0% B rpynne miane6o.

Konyenmpayus eumamuna B>

Memdpopmun

Ha ¢one npuema merpopMuHa MOXKET CHU3UTHCS KOHIIEHTpAlMs BUTaMUHA B2 B ChIBOpOTKE.
[laumentam, mnonywaromum npenapar Curayo Jlonr®, cieayer eXeroaHo OIEHHBATH
reMaToJIOTHYeCKUe MapaMeTpbl, U NPU BBISBICHHH M3MEHEHHH INPOBOJUTH COOTBETCTBYIOIEE

oOcnenoBanue u jeyeHue (cM. paszzaen «Ocodble yKa3aHus»).

Onvim nocmpe2ucmpayuonHo20 NPUMEHEHUs.

Hanaenugprozun

[Ipu moOCTperucTpalMOHHOM TPUMEHEHHH OBUIM OTMEYEHBI CIEAYIOIIHE HeXelaTeIbHbIe
peaKiuu:

HeyTo4yHEeHHHO# YacTOTBI: ChIlb.

JIOCTOBEPHO OLEHUTh MPUYMHHO-CJICJICTBEHHYIO CBSI3b M YACTOTY HEKEJATEJIbHBIX PeaKluii He
NPEACTABISAETCS BO3MOXKHBIM, IOCKOJIbKY CBEJCHHMs ObUIM TOJY4YeHbl B BHJE CIIOHTAHHBIX

cooOLIeHUH, a pa3Mep MOMYJISIUH AllUEHTOB TOYHO He OB ONpe/IeieH.

Ilepeno3upoBka
Janazcnugpnozun
B pamkax nporpamMmbl KJIMHHYECKHX HCCIIEIOBaHUN AanariugIio3uHa ciiydyaeB repe1o3upoBKH
OTMEUeHO He Obulo. B ciyuae mepeqo3upoBKH HEOOXOJMMO TMPOBOIUTH IMOJIEPIKUBAIOLLYIO
TEpanuio, Y4YUTHIBAs COCTOSIHHE TalMeHTa. BeiBeneHue ganarau@o3suHa ¢ MOMOIIBIO

reMoaiimia HE Uu3y4ajloCh.
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Memdhopmun

3aperucTpUpPOBaHbI ClIy4au Mepeio3upoBKH MeTHOPMHUHA, B TOM YHCIle, IpH npreme donee 50 .
[Tpumepro B 10% ciydaeB pa3BuBajiach T'MIIOTJIMKEMHUs, HO €€ NPHYMHHAS CBSA3b C IPHEMOM
merdopMuHa He ycraHoBiieHa. IlpumepHo B 32% ciyyaeB nepeno3upoBkH MeTOpMHHA Y
NalUeHTOB HabIo1aICs JJaKToau103. MeThOopMHH BHIBOIUTCS IIPU IHATM3E, IPU 3TOM KIIMPEHC
nocturaer 170 wmu/muu.  [lostomMy mpw mpeamonaraeMoi IepeJo3MpoOBKe IIpenapara,

cojiepkaniero MeTGopMuH, 1eaecoodbpazeH reMouaius.

B3aumopaeiicTBHe ¢ IPYrHMH JIeKAPCTBEHHBIMH CPeICTBAMH

dapMakOKHHETHYECKHE HCCIICI0BAHMs  B3amMojeiicTBuii npemapata Curmyo Jlonr®  me
NPOBOJMJINCH, OJHAKO TaKWe WCCIIe/0BaHus ObUIM POBEAEHbI Ul Janariu@io3uHa H
MeT(hOPMHHA, BXOISIIMX B cocTas npenapara Curayo Jlonr®.

Janaznughnozun

B xome wuccrnenoBauwii in vitro npanarmudiao3uH U ganarau@uio3us-3-O-IIOKYypoHHI HE
UHrHOMpoBaM H30(epMeHThl cucTeMbl muToxpoma P450 CYP1A2, CYP2C9, CYP2CI9,
CYP2D6, CYP3A4 u ne unayuupoBamu uzodpepmentsi CYP1A2, CYP2B6 win CYP3A4.
Janariudiosun sBrasiercs cnadbbiv cyderpatom riaukonporenta P (P-gp), a nanarnugnosun-3-0O-
TIIOKYpOHK — cyOcTparom akTuBHOro Tpancnoprepa OAT3. [lanarmudno3un u nanariaudio3us-
3-O-IJIIOKYpOHHK 3HAYMMO He MHIHOMpYIOT akTHBHBIE TpaHcnoprepsl P-gp, OCT2, OATI u
OATS3. B nenom, He 0KHJIaeTCs BIMSHUS Janaraugo3uHa Ha GapMaKOKMHETUKY Mpernaparos,
KoTopbie siBistorcsi cybcrparamu P-gp, OCT2, OATI u OAT3, nmpu UX OJHOBPEMEHHOM
IIPUMEHEHHUH.

Brusinue opyaux n1exapcmeeHHvix npenapamos Ha 0anazinughiosun

WccnenoBanus B3aUMOICHCTBHN, B OCHOBHOM, C INPHEMOM OJHOKPAaTHOM J03bl Ipernapara,
MoKa3ajid, 4YTO MeT(OPMHH, THOTVIUTA30H, CHTArJMITHH, IJMMENUPUI, BOIIMO03a,
THIPOXJIOPOTHA3U, OyMETaHH], BajcapTaH HWJIH CHMBAaCTaTHH HE OKAa3blBAIOT BIIMSHHUS Ha
(apMaKOKHHETHKY Janariuduo3uHa.

[Toce coBMeCTHOrO NMpHMeHEeHHs Aanariuio3nHa U pudamiuimHa, UHAYKTOpA pa3iM4HbIX
AaKTHUBHBIX TPAHCIOPTEPOB W (EPMEHTOB, YYAaCTBYIOIIMX B MeETA0OIM3ME JIEKAPCTBEHHbIX
npenapaToB, OTMEYEHO CHIKeHHe cucTeMHOM skcnosuiiu (AUC) nanarmudiosuna Ha 22% 6e3
KJIMHAYECKH 3HAYMMOTO BIMSHHS HAa KOJIMYECTBO IJIIOKO3bI, BHIBOJMMOH MOYKAMU B TEUCHHE
cytok. He pexoMeHnyeTcst KOppeKTHpOBaTh 103y Npenapara.

[Tocie cCOBMECTHOro NpuUMeHeHHus aanariudodnHa U MepeHaMOBOH KHUCIOTHI (MHrHOMTOpA
UGTI1A9) otmeueno yBenuuenue Ha S51% cucteMHON sKkcnosunuu panariaudiosuHa 6e3

KJIMHUYECKH 3HAYMMOTO BJIMSIHMS Ha KOJWYECTBO TJIFOKO3bI, BBIBOJMMOW IMOYKAMU B TEUCHUE
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cyrok. He pekomeHnyeTcst KOppeKTHPOBATh 103y Ipernapara.

Brusinue oanaznughnosuna na opyeue rekapcmeenivie npenapamoi

B wuccrenoBaHusX B3aMMOJICHCTBHI C yd4acTHEM 3JIOPOBBIX J0OPOBOJIBIEB, B OCHOBHOM,
OJTHOKpAaTHO  NPHHMMABIIMX 03y  Mpenapara, Janariu@iao3MH  He  BIMSI  Ha
(bapMaKOKMHETHYECKUE NapaMeTpbl MET(OPMHHA, MUOTJIUTA30HA, CHTATIUIITUHA, TTIMMEITUPH/IA,
THAPOXJIOPOTHA3KIa, OymMeTaHH/a, BajcapTaHa, CHMBACTaTHHA, JUTOKCHHA WM BapdapuHa.
[IpumeHenne OXHOKpaTHOHM J103bl AanariuduiosuHa 20 Mr M CHMBAcTaTHHA INPHUBOAMIO K
noBeimeHuo Ha 19% AUC cumBactatuHa. [loBBIIIEHHE 5SKCIIO3MIMM CHUMBAcTaTUHA U

CUMBACTaTUHOBOM KHUCJIOTHI HE CUUTACTCS KIIMHUYECKHA 3HAUUMBIM.

Memdhopmun

Brusinue opyeux 1exapcmeennvix npenapamos na Memeopmun

UccnenoBanusi B3aMMOJICHCTBHI C NPUEMOM OIHOKPATHOM J/103bl MpenapaToB IMOKa3ald, 4YTO
raubenkaaMu, GpypoceMur, HUQEAUITHH, TPONPAHOIION, HOYNPO(EeH HE OKA3bIBAIOT BIUSHUS HA
(apMakOKHHETHKY MeT(HOpPMHHA.

Hueubumopwr kapboanuopasvl: TOMpaMar U Jpyrue MHrMOUTOpbI KapOoaHTuapasbl (TaKHe Kak
30HMCAMK/I, alleTa30JlaMUl WIH JUKIOPEHAMU) YacTO BBI3BIBAIOT CHH)KEHHE KOHLEHTpAIlUu
OukapOOHATOB B CBIBOPOTKE KpPOBM M HEAHHMOHHBIH WHTEpBall, TUIEPXJIOPEMUYECKUNA
Metabonuueckuii anuno3. COBMECTHOE NMPUMEHEHHE ITHX IpenaparoB ¢ npenaparom Curayo
Jlonr® MoKeT MOBBIIATh PUCK JAKTOAlM/I03a. Takhe NalMeHThl HYKIalTcs B Gojiee 4acToM
KOHTpOJIE.

IIpenapamei,  3ameonsiowue  6visedeHue Mem@opmuna:  COMYTCTBYIOLIEE NPUMEHEHHE
npenapaToB, KOTOPbIE BIUSIOT Ha TPAHCIOPTHBIE CHCTEMBI TOYEYHBIX KaHAJIBLEB, y4acTBYIOLIHE
B BbiBeJIeHUH MeThopmuHa noykamu (uHruOutoper OCT2 u MATE, Takue kak paHoOJa3HH,
BaHJIETAHUO, JOJYTErpaBHpP M IIMMETH/MH), MOKET YBEJIWYMBATH CHCTEMHYIO SKCIO3HMIHUIO
MeT(hopMHUHA U PUCK JIaKToalH103a. HeoOX0AMMO OLIEHUTH 0KHUAAEMYIO T0JIb3Y U BO3MOXKHBIH
PHCK COBMECTHOTO IPUMEHEHHS 3TUX NpEernapaToB.

Bnusinue memgpopmuna na opyue rekapcmeenuvie npenapanvl

WccnenoBanus B3aMMOACHCTBHI C NMPUEMOM OJHOKPATHOM 03Bl MpenaparoB I0Ka3ajlu, 4YTO
MeTGOpPMHH He OKa3bIBaeT BIMsSHUS Ha (apMakOKMHETHKY riubeHkIamMuaa, Qypocemuna,
HU(peAUNHUHA, TPONPaHOoIIoa, HOynpodeHa U IMMEeTH/IUHA.

Jlexapcmeenmuvie npenapamol, cnocoOHble 8b136aMb CUNEPIIUKEMUIO

[IppemM HEKOTOpBIX JIEKAPCTBEHHBIX IIPENapaToB, TAaKUX Kak IUYPEeTHKH (B TOM 4HCIE,
THA3U/IHBIE), KOPTUKOCTEPOUbI, (PEHOTHA3UHBI, TOPMOHBI HIMTOBHIHON JKE€JI€3bl, ICTPOTEHBI,

OpaJiIbHBIE KOHTPAICIITHBLI, (l)eHI/ITOI/IH, HUKOTHHOBAas KUCJIOTA, CUMIIATOMHUMECTUKH, 6J10KaTOpr
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KaJIbLIMEBBIX KaHAJIOB W M30HUA3UJ, MOXKET IpejpacroiaraTh K pa3BUTHIO TUIEPIVIMKEMHH H
YXYIIEHUIO [THKEMUYEeCKOro KOHTpoJisi. [Ipu coBMECTHOM NMpUMEHEHUH JIaHHBIX IIPEnapaToB ¢
npenapatom Curayo Jlour® HeoOXouM TIIATeNbHbIH KOHTPO/Ib TIMKEMHUH, a TIPH MX OTMEHE —
HaOJI0/IeHHE 3a MAIIMEHTOM H3-3a BO3MOXKHOCTH Pa3BUTHUSI TUIIOTJIMKEMHH.

B uccnenoBaHusX B3aMMOJIEHCTBHS C y4acTHEM 30POBBIX JOOPOBOJIBIEB MPH OJAHOKPATHOM
NpUemMe TMpernaparoB HE OTMEYaJloch B3auMOJEHCTBHS MeTGOpMHHA M MPONPAHOIIOIA,
merdopmuHa u HOynpodeHa.

IIpumenenue npenapamos, Komopwvie MO2ym 6bi36amb 2UNO2NUKEMUIO

Memdeopmun

['unorimkemMus: He pa3BUBAeTCs y MAlMEHTOB, MPUHUMAIOIIMX TOJIBKO MET(GOPMUH B OOBIYHOM
pexuMe, HO MOJKET Pa3BUThCS TPH THIOKAJIOPHIHON JueTe, WK €ClIM aKTHBHas (usnyeckas
Harpy3ka He KOMIIEHCHPYETCS KaJIOPUHHOCTBIO palliOHa, WK IIPU COBMECTHOM NPHUMEHEHHH C
JIPYTHMH THITOTTMKEMHYECKHMH TpenapaTaMy (TaKMMHU Kak IPOU3BOHBIE CYIb(OHHIMOYEBHHDI
¥ MHCYJIHMH) Win ankorosieM. [Toxwuible, ocinabiieHHbIe WM TUIOXO MHUTAOLIMECs TMalUeHTHl U
MAllMEHTHl C HEJOCTAaTOYHOCTHIO (DYHKIMM HAANOYEYHUKOB WIM THNopH3a WIKH aJIKOrOJIbHON
MHTOKCHKaIMel Haubojiee 4YyBCTBUTENIbHBI K THIOIVIMKEMHYECKUM dbdektam. Y MOKHUIBIX
JMO/Iel M TALMEHTOB, NMPUHUMAIOIMUX OeTa-aapeH00I0KaTOPbl, AMArHOCTUKA THUIOTIIMKEMHH
MOXeT ObITh 3aTpy/IHEHA.

Oyenxa mecma na 1,5-ancuopoenioyumon

Janaenugpnozun

VY naunuenTtoB, nogydarommx HHruOuTopel SGLT2, He pekomeHyeTcs HCHOJb30BaTh TECT
onpeneneHus: 1,5-aHruaporaronUToNna Juis KOHTposis riMkeMuu. Cleyer HCnosib30BaTh
JIbTEPHATHBHbBIE METO/IbI KOHTPOJIS.

Oyenku pe3y1bmamos aHanuza Modu

Hanaenugpnosun

Wuruburopel SGLT2 yBenuuuBarOT BBIBEJIEHHE TJIIOKO3bl noykamu. [losTomy pesynbTaThl
ONpesiesieHHs TIIOKO3bl B MOY€e y MAlMeHTOB, NpuHUMaromux npenapat Curayo Jlonr®, 6yayT
NOJOXKUTENbHBIMEU. Clle/TyeT UCTIO0Ib30BaTh AJIbTEPHATUBHBIE METOIbI KOHTPOJIS.

Anxoeons

ANKOrosib yCWJIMBaeT BIMsHHE MeThopMHHA Ha Merabonu3M akrara. llanueHToB ciexyer
UHGOPMHUPOBATE O HEAONYCTHMOCTH NpueMa OOJbIIMX 03 ajlKorojisi Ha (oHe Tepanuu

npenaparom Curayo Jlonr®.

Oco0ble ykazanus

Jlakmoauuoos
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[Tpu mocTperucTpalluOHHOM MPUMEHEHUH MeThopMUHa ObUTH OTMEUEHBI CITy4au JIaKTOalu/103a,
B TOM 4YHCJIE, C JeTAJIbHBIM HUCXO0AOM. B 3THX ciyuasix JakToauuao3 UMeNl CKphITOE Hayajlo
CONPOBOXKIAJICS HECTICIU(HUSCKUMH CUMIITOMAMH, TAKUMH KaK HEJIOMOTaHUe, MUaIrus, 00JIb B
’KMBOTE, JIbIXaTeJbHasi HEJ0CTATOYHOCTh M TOBBIIIEHHAs COHJIMBOCTB. [IpH TskenoM anmmose
OTMEUYAINCh THIIOTEPMHS, apTepHajbHas THIOTEH3Us M pe3ucTeHTHble Opammaputmuu. Ilpu
JIAKTOAIM/I03€, CBA3aHHOM C TpHeMOM MeThOopMHHA, OBUIM OTMEYEHbl IOBBIIIEHHAS
KOHIIEHTpAIMsl JlaKTata B KpoBH (Ooyee 5 MMOIJB/JT), ali103 C aHHOHHBIM HMHTepBajioM (6e3
HAJTM4HsI KETOHYPUH U KETOHEMHH ) M YBEJIMYEHHE COOTHOIICHUS JIAKTaT/IIMPyBaT; KOHLIEHTPALHs
MerhopMHHA B IUIa3Me KpPOBH OOBIYHO NpeBblmana S5 MKr/mia. MergopMuH yMeHbIIaeT
YTUIU3ALMUIO JIAKTaTa B NMEYSHH, KOHIIEHTpAIHs JIaKTaTa B KPOBH IIPH 3TOM YBEJIMYMBAETCS, YTO
CIOCOOCTBYET Pa3BUTHIO JIAKTOAIH103a, OCOOEHHO y MAIMEeHTOB ¢ (aKTOpaMH PHUCKa.
[Ipy mnOAO3peHHH Ha JIaKTOAlWI03 Yy TAalWeHTa, NPUHUMAIOMEro MeT(OPMHUH, ClelyeT
Oe3oTnarateIbHO Hayarh MPOBeJAeHHE OOIMX MOIEPKUBAIOIINX MEPONPHUSATHI B YCIOBHSIX
CTalMOHAapa ¥ HeMeUIEHHO NPeKpaTHTh npuem npenapara Curayo Jlonr®,
TTpu BEpOATHOM HIIM OATBEPK/ICHHOM JIaKTOAIN103€e Ha done npuema npenapara Curyo Jlonr®
PEKOMEH/IyeTCsl HEMEUJIEHHO HayaTh TIeMOJMaau3 Ul KOPPEKLMM aluj03a ¥ BbIBEJICHHs
KyMYJIMpOBaHHOTO MeThopMuHa (MeTGOPMHH BBIBOJUTCS TNPU TeMOJMAIM3e, KIMPEHC
coctaBinsieT 10 170 MJI/MUH B yCIIOBUSIX XOpOLIEH reMOIMHAMUKH ). ['eMoinain3 4acTo npuBoInII
K pa3pereHuio CHMITOMATHKH U BBI3/I0POBIICHHIO.
Cnenyet uHGOpPMUPOBATH NAIMEHTOB U WICHOB UX CEMEH O CUMITOMAX JIAKTOALU/1034a, a TAKKE O
HEOOXOMMOCTH TIPEKPaTHTh Tepanuio npenapatoM Curayo Jlonr® u o6paTuthes K Bpady IpH
TIOSIBJICHUHU 3TUX CHMIITOMOB.
Jlanee 1o TeKCTy NMpUBEACHBI PEKOMEHAIINH 110 CHH)KEHUIO PUCKa U KOPPEKIIMU JTaKTOAlu/103a B
Cllyyae HaJIMYHs U3BECTHBIX (hJaKTOPOB pUCKA.
Hapywenue ¢pynkyuu nouex
JlakToanu103, CBs3aHHBIA ¢ MPHEMOM MeT(HOPMHUHA NPU MOCTPETUCTPAIIMOHHOM ITPUMEHEHMH,
yalie BCEro BO3HHMKAJ Yy MAIHEHTOB CO 3HAYUTEIbHBIM HapylleHHeM (YHKIUH [OYEeK.
MetdopMuH, B OCHOBHOM, BBIBOJAMTCS NOYKAMH, MMO3TOMY C YBEIHYEHHEM CTENEHH TSHKECTH
HapyumieHuss (QYHKIMH T[OYEK TMOBBIMIAETCS PHUCK KyMYJssUMH MeTHOpMHHA M pa3BUTHS
JaKkToanu03a. Pekomenaimu no onexnke GyHKINHU noYek (cM. pasjenbl « PapMakOKMHETHKA» U
«Crnoco® npuMEHEHHUs U J03bI»):

e Jlo nauana Tepanuu npenapatom Curayo Jlonr® cnenyer onpenenuts pCK®.

e Ilpenapar Curayo Jlonr® npotusonokasan namuentam ¢ pCK®<60mn/mun/1,73 m* (em.

pazznen «IIpoTuBonokazanus»).

e V Bcex NalMeHToB, NpuHUMaromux npenapat Curayo Jlonr®, cienyer onennbars pCK®,
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KaK MHHHMYM, €KETroJIHO. Y TaIMEHTOB W3 I'PYIIbI pUCKa HapyLIeHUS (yHKIUH MOYEK
(Hampumep, Yy TAMEHTOB MOXHWJIOr0 Bo3pacrta) (QYHKIMIO TOYEK HEOOXOAMMO
KOHTPOJIMPOBATH Yallle.
Bsaumooeiicmeus ¢ Opy2umu 1exapcmeenHubiMu npenapamamu
CosMmecTHOe npuMeHenue npenapata Curayo Jlour® ¢ npenapataMu, KOTOPbIE MOTYT BIMSTh Ha
(GYHKIMIO OYEK, MOXKET MPUBECTH K 3HAYUTEIbHBIM N'eMOAMHAMUYECKUM U3MEHEHHUSIM, BbI3BaTh
W3MEHEHHs KHCJIOTHO-IIEJI0YHOro OajlaHca WM CIOCOOCTBOBATH KyMYJISIIMH MeT(OpMHUHA
(HarmpuMep, KaTHOHHBIE NpenapaThl) (cM. pa3zen «B3zaumozneicTBre ¢ IpyruMu J1€KapCTBEHHBIMU
cpeacTBaMu»). [loatomy ciemyer 6osee 4acTO KOHTPOJIUPOBATH COCTOSIHUE TAKUX MALHEHTOB.
Iayuenmur 6 603pacme 65 nem u cmapuie
Puck naxtoammmos3a, CBSI3aHHOTO € NPUEMOM MeT(HOpPMHMHA, YBEIHYMBAETCS C BO3PacTOM,
MIOCKOJIBKY PUCK HapyleHuss (QYyHKIMHM NEUeHH, MOYEK WM CepACYHOW HEeI0CTaTOYHOCTH Y
MOXKUJIBIX TTALIMEHTOB BHIIIIE 110 CPABHEHHUIO C MAallUEHTaMH H0J1ee MOJIO0TO BO3pacTa. Y MOKHIIBIX
NalMeHTOB (YHKIHMIO TMOYeK HeoOXOQUMMO KOHTposMpoBaTh Hamie (cM. paszzen «Crnocob
IPUMEHEHHUS U J103b1»).
Paouonocuueckue uccnedosanus ¢ 66e0eHuemM KOHMpPACMHbIX 6eUecms
[lpu mnpoBeseHHHM paJMOIOTMUECKUX MCCIEJ0BAHUNH C BHYTPHUCOCY/JMUCTBIM BBEJICHHUEM
floicoiepKaMX KOHTPACTHBIX BELIECTB ObUIM BBISBJICHBI CIIy4an OCTPOro HapyleHus QyHKIUH
MOYEK M pa3BUTHS JIAKTOAIM103a Y NAIIMEHTOB, noayyatomux Metdpopmun. Heobxoaumo 3a 48 4
JI0 BBINOJTHEHHsS TAaKOH MpOIEAyphl NPHOCTAHOBHTH Tepanuio npenapatrom Curayo Jlonr®,
onpeaenuts pCK® yepes 48 4 nocie npoueaypsl 1 BO300HOBUTH IPUEM NTperniapara TOJIbKO 110cIie
MOJITBEPXKICHHS CTAOUIBHON (QYHKIIUH MTOYEK.
Xupypauyeckue emeuwamenbcmea u opy2ue npoyeoypbl
OrpanuyeHue npuema Uiy U )KUIKOCTH BO BPEMSI XUPYPrHUECKUX UITH IPYTUX IPOLETYP MOKET
noBbICHTh puck cHkeHus OLIK, aprepuanbHOl rMIOTEH3MM W HapylleHHUs (QYHKLMH TOYEK.
CreyeT npuocTaHOBHTH npueM npenapata Curayo Jlonr™ npyu orpannyeHnH npueMa MUIIM U
HKHMJIKOCTH.
T'unokcus
Heckonbko clyyaeB JaKTOAIM/103a, CBSA3aHHOTO C IOCTPErMCTPALMOHHBIM TPHMEHEHHEM
mMeThopMHUHa, pa3BUIIOCH Ha (JOHE OCTPOH CepIeYHON HeI0CTaTOYHOCTH (0COOEHHO B COYETaHUH
¢ runonepdyzueii U runokcemueit). CocyIucThIil Kosuianc (oK), ocTphlii HH(APKT MHOKap/a,
CETICUC U JIPYTHE COCTOSIHMSI, XapaKTepPH3YIOLIHECs: THIIOKCEMHUEH, CBS3aHbl C JAKTOAIM/I030M H
MOTYT TakK)K€ BbI3bIBATh IPEPEHATbHYIO a30TeMHUI0. [IpM BO3HMKHOBEHHUU TAKHUX COCTOSIHUN
cile/lyeT IpeKpaTuTh npuem npenapara Curyo Jlonr®.

Upesmeproe ynompebnenue arko2ons
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AJIIKOTOJIb YCHJIUBAET BIMsIHHE MeTHOpPMUHA HA METAOOJIM3M JIaKTaTa U MOXKET CIoCOOCTBOBATh
pa3BUTHIO JlakToanuao3a. llaimeHroB cinexyer MHGOPMHPOBATH O HEAONMYCTHMOCTH IIpHEMA
GOJBIINX J103 ankoroJs Ha one Tepanuu npenapatom Curayo Jlonr®.

Hapywenue ¢pynkyuu nevenu

IIpumenenne meTopMUHa NAIMEHTAMH ¢ HapylIeHHeM (YHKIIUU NEUEHH B HEKOTOPBIX CIIyYasx
NPUBOIWIO K JIAKTOALMI03Y, BEPOSTHO, M3-3a HAPYLIECHUS YTHJIM3ALMM JIaKTaTa B IIEYEHH U
TOBBIIEHHIO €ro KOHIEHTpaluy B kposu. [Tostomy npenapatr Curayo Jlonr™ npotrsonokasas

MalMeHTaM ¢ HapyleHHeM (YHKIHHU TEYCHH.

Apmepuanvnas zunomeH3us

Janarnudnosun cnocobcerByer cHmwkenuto OIIK. IMocne Havana tepanuu panarauduo3uHOM
MOJXET BO3HHKATh apTepuaibHas THINOTEH3US C KIMHUYECKMMHU IPOSIBICHUSIMH, OCOOEHHO Y
NAIMEHTOB ¢ HapymeHneM ¢yHkiuuu nodek (pCK® menmee 60 mu/mun/1,73 m?), naumeHToB
MOXKHJIOTO BO3pacTa U MAllMEHTOB, IPUHUMAIOLIMX «TeTIeBble» AuypeTHku. [lepen HazHaueHHeM

®

npenapata Curayo JIOHT™ TakuM nainuMeHTam cieayeT NMpoBecTH OoleHKy U koppekuuio OLIK, a
nocjie Hayaja Tepanuy — MPOBOAUTH HAOMIOJAEHUE /Ul BBISBICHHUS CHMITOMOB apTepHallbHON

T'HIIOTCH3HUH.

Kemoauuoo3s

IIpu nosBIeHUH y NalMenTa, nojyyatomero npenapat Curayo JIour®, npu3HakoB H CHMITOMOB
TSKEJIOr0 MeTa00JIMYEeCKOro alma03a, HeOOXOIUMO MCKIIIOYMTH KEeTOaluJ103, HE3aBUCHMO OT
KOHIIEHTPAIIMH TJIIOKO3bl B KPOBH, MOCKOJIBKY TPH KeToalua03¢ Ha (OoHEe MpueMa mpenapara

Curayo Jlour®

KOHIIEHTpPAIUs TJIOKO3bl B KPOBH MOXeT ObITh MeHee 13,9 mmounw/a. [lpu
MOIO3PEHHMH HA KETOAIMI03 CleAyeT MpeKpaTHTh npueM mpenapata Curayo Jlonr®, nposectu
HeoOXxoaumoe oO0ciieZloBaHHe M HA3HAYWUTH COOTBETCTBYIOIIee JieyeHue. llpu nedenuu
KeTOoallu/103a MPUMEHSIIOTCS TIpenaparbl MHCYJIMHA, BHYTPUBEHHOE BBEJCHHE PAaCTBOPOB, B TOM
YHCIIe, TITIOKO3bI.

Bo MHOrux ciydasix Npu NOCTPErMCTPALlMOHHOM MPUMEHEHHH, OCOOEHHO Y MalMEeHTOB ¢
caxapHbiM auabetoMm | Tuna, keToanua03 He ObUl CBOEBPEMEHHO JMArHOCTHUPOBAH, M JICUYEHHE
OBUIO HAYaTO ¢ ONO3JaHUEM, ITOCKOJIBKY KOHIIEHTPAIHS III0OKO03bI B KPOBH Oblla HH)KE TUITUYHOM
Juis Ketoanuao3a (4acto Huxke 13,9 Mmonw/n). [lepBbie mpU3HaKuH U CUMOTOMBI KETOAIM103a
COOTBETCTBOBAJIA JETUPATALMU M TSHKEIOMY MeTabOJUYecKOMY alu03y — TOLIHOTa, PBOTA,
0oab B J)KHUBOTE, 00IIEE MJI0OX0€ CaMOUYyBCTBHE M OJIbllIKa. BOo MHOTHX, HO HEe BO BCeX cilyyasx,

ObUIM BBISIBJICHBI npeapaciojararonue (baKTopr — CHHIXCHHC J103bl HHCYJIMHA, OCTpPOC

3a0oJieBaHHE C nuxopam(oﬁ. CHUIKXCHUC Kanopm“mocm paniioHa H3-3a 3a00JIeBaHUST WM
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XMPYPru4ecKkoro BMeIIaTeIbCTBA, HEJAOCTATOYHAsl CEKpeluss HMHCYJIWHAa H3-3a 3a0osieBaHUA
TIOJDKEITY I0YHOM jKesie3bl (caxapHblid 1nabeT 1 THna, naHKpeaTHT B aHaMHE3€ MJTH XUPYpruyeckoe
BMELIATE/ILCTBO HA MO/KEITYI0YHOHN JKEeJIe3€) WU 3J10YNIOTpeOIeHHE aIKOT0JIEM.

Iepen Hayanom npumeHenus npenapara Curayo JIonr® HeoGX0aMMO OLEHHTH (HaKTOphbl PHCKA
KETOAIK103a, B TOM YMCJIe, HEJIOCTATOUYHYIO BBIPAOOTKY MHCYJIMHA TOJDKENYIOUYHON JKele30M,
BBI3BAHHYIO Pa3/MYHBIMU NPUYHHAMH, CHUIKEHHE KAJIOPUHHOCTH palMoHa M 3J10ynoTpedieHue
ankoroneM. IIpu HaGmoneHuM 3a TanMeHTaMH, NpUHMMatoumMMu mpenapat Curayo Jlonr®,
CJIeJIyeT NMOMHHUTh O BO3MOXKHOCTH Pa3BUTHS KETOALUI03a M HEOOXOJAUMOCTH BPEMEHHOIO
NPEKpaIlleHHs] Teparuu IpH KIMHUYECKUX CHUTYalMsIX, IpeJpacroiaraloliuXx K pa3BHTHIO
KeToanuao3a (Takux Kak JUIMTENIbHOE TOJOZaHHWE W3-3a OCTpPOro 3abosieBaHusi WU

XUPYpPrHYE€CKOT0 BMEIIATeIbCTRA).

Hapywenue ¢hynkyuu nouexk u ocmpaa noyeunas He00CmMamo4Hocms

Janarmugnoszun cnocoberByer ymenbineHuto OL[K u Moxer BbI3BaTh HapylieHHe (QYHKIIHH
nouek (cM. pasgen «lloGounoe neiictBue»). Ilpum mnocTperucTpallMOHHOM TPHUMEHEHUH
nanaraugo3uHa ObUTM OTMEUYEHBI Cllydan OCTPOH MOYEYHOM HEeJ0CTaTOYHOCTH (B TOM YHUCIIE, Y
NalMeHTOB B Bo3pacTe 10 65 jeT), B HEKOTOPBIX clydyasX NoTpeOoBaBIIME IOCHUTAIN3ALUU U
JMain3a.

Jlo nasnauenus npenapara Curayo JIonr® cieyer oneHuTh BO3MOKHBIE (aKTOPhl PHCKA OCTPOH
NOYEYHON  HEJIOCTATOYHOCTH, TAaKWE  Kak  TUINOBOJEMMS, XpPOHHUYEcKass  IMOoYeydHas
HEJI0CTaTOYHOCTh, XPOHHMYECKasl CepJedHas HEeJOCTaTOYHOCTh M MPHEM COMYTCTBYIOIIMUX
npenapaToB (AMYpEeTHKH, MHTHOMTOPHI AHTMOTEH3WHIpEBpalaomero ¢gepmenTa, 610KaTopsl
peLenTopoB aHruoreHsuHa II, HecTepouHBIE NPOTHBOBOCHAIUTENBHBIE Ipenaparsl). [Ipu
OTpaHUYEHHUH NpUEMa ITUIIH U KUJKOCTH (HampuMep, IpU 0cTpoM 3ab0sIeBaHUH WM T0JIO/IAHUN ),
norepe JKMJIKOCTH (Hampumep, IpH 3a00J€BaHUHM KEIYJOUYHO-KHIIEYHOrO TpakKTa WU
BO3/IEMCTBHH BBICOKHX TEMIIEPATYP) CIEAYET NPEAYCMOTPETh BPEMEHHOE ITPEKPALLEHHE TEPATIUN
npenapatom Curayo Jlonr® u HabGmojeHMe 3a NALMEHTOM JUIS BBIABJIEHHS BO3MOMKHBIX
CUMIITOMOB  OCTPOM IOYEYHOW HeAOCTAaTOYHOCTH. [lpu pa3BUTHMM OCTPOH IOYEYHOM
HEJIOCTATOUHOCTH CJIeyeT HEeMeIIeHHO OoTMeHuTh mnpenapar Curayo Jlonr® u  Hauath
COOTBETCTBYIOIIIEE JICUCHHUE.

Ha ¢one npuema nanarnugrnozuHa ObUIM OTMEYEHBI Clydyad IIOBBIIIEHUS KOHIIEHTPALUU
KpeaTHHUHA B CbIBOPOTKE KpOBU M cHUXKeHUsI pPCKD, 0coOeHHO y MalieHTOB N0KUIIOro Bo3pacta
¥ NIAIMEHTOB ¢ HapyIeHueM GpyHKimu noyek. Ilocne nauana repanuu npenaparom Curayo Jlonr®
MOTYT BO3HHKHYTb HEXKeJaTelbHble PEaKIiH, CBS3aHHbIE C HapylleHHeM (YHKIUH MOYeK (CM.

pazzen «Ilobounoe neiicTBre»). DyHKIHUIO OYEK CIIeYET OLEHUTH 10 Hauasla IpueMa npenapara
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Curayo Jlour® u nepuomuecku — Ha poue Tepanuu. [Ipenapar Curayo Jlonr® npotusonokasau
namuentaM ¢ pCK®<60mn/mun/1,73 M? (cm. pasgenst «lIpotuBonokasanus» u «Croco6

IIPUMEHEHHS U J103bI ))).

Ypocencuc u nuenoneppum

[Ipu nocTperucTpanoOHHOM NpUMeHeHUH HHrHOUTOpoB SGLT2, B TOM umcie, nanaraugio3unna,
ObUIM OTMEUYEHBI ClIydau TSKENIbIX HH(EKIMHA MOYEBBIBOSIIUX MTyTeH, BKIIOUas MHETOHeQPHUT U
ypocerncuc, KoTopble mnorpeboBaiiM rocnutanuszanuu. Tepanuss uHruOutopamu SGLT2
YBEJIMYUBACT PUCK UH(EKIUI MOueBBIBOASLIMX mmyTeit. CnenyeT HabMoAaTh 3a MAllHEHTaMH JIIs
BBISIBJICHHS BO3MOKHBIX CUMITTOMOB HH(EKIIMH MOYEBBIBOISIIUX ITyTeH U, TPU HEOOXOIMMOCTH,

HE3aMCJTMTCIIBHO HAYHUHATD JICYCHHUEC (CM. pa3aci «ITobounoe ﬂeﬁcmue»).

Konuenmpayus eumamuna B

B KOHTpoJIMpyeMbIX KIMHHYECKHX HCCIEJI0BAaHUSAX MeT(HOpPMHHA JUIUTEIBHOCTHIO 29 Henenb
NpUMEpHO Yy 7% mnanueHToB HaOII0Jal0Ch CHUIKEHHUE B CHIBOPOTKE KPOBHM paHee HOPMallbHOM
KOHLIEHTpaluy BUTaMuHa B2 10 cyOHOpMasbHBIX 3HAa4YeHUH 0e3 KIMHMYECKHX HPOSBICHHH.
OnHako Takoe CHMXKEHHE OYeHBb PEIKO CONPOBOXKIACTCS PA3BHTHEM aHEMMH, M KOHIEHTPALUs
OBICTPO BOCCTAHABIMBAETCS TMOCIE OTMEHbl MeT(HOpPMHHA WM JIOMOJHUTEIBLHOrO IpHeMa
putaMuHa Bio. Ilaumenrtam, nonygarommm mnpenapatr Curayo Jlonr®, crieayer exeromHo
OLICHMBAaThb TI'E€MAaTOJIOTUYECKHE TMapaMeTpbl, W TIPH BBLISIBICHHH U3MEHEHUH MPOBOJUTH
COOTBETCTBYIOIIEE 00cie0BaHue U JeueHue (cM. paszaen «llobounoe nelictBuey).

VYV HEKOTOpBIX MalMUEHTOB (HampuUMep, B CIy4yae HEJOCTATOYHOTO MOCTYIUICHHS C MUINEH WX
HapylIEHUs BCAchIBaHMsSI BUTaMHUHA Bi2 M KajbIHMs) CYIIECTBYET MPeApacloOKEHHOCTh K
CHMJKEHHMIO KOHIIEHTpAalMH BUTaMMHA B2 10 cyOHOpMasnbHBIX 3HaueHHWH. Y TaKUX NAllMEHTOB
MOJKET OBbITh 11e71ec000pa3HbIM ONpE/Ie/ICHUE KOHIIEHTpAllM BUTaMUHa B2 B CBIBOPOTKE KPOBU

KaXble 2-3 rojia Tepanuu.

I'pubkoevie cenumanvHvie uHgexkyuu

VYV  nanueHToB, MOJYYalOIIMX Janariu@io3WH, MOMKET TMOBBIIIATBCS PUCK TPUOKOBBIX
IeHUTAIBHBIX MH(peKkuuid. PHCK reHUTaTbHBIX MHGEKIUI BbIIE y MAlMEHTOB, Y KOTOPBIX JI0
Hauaja IpHeMa I[pernapara OTMEYAJUCh OSIH30/bl AHAJIOTUYHON HHGEKIuH (CM. pasjen
«ITobounoe neiictBue»). Crneayer KOHTPOJIMPOBATH COCTOSIHUE MAIlMEHTOB JUISL BBISBICHUS

BO3MOKHBIX CHMIITOMOB ¥ IPOBOJMTH COOTBETCTBYIOIIIEE JICYEHUE B ClIydae TaKOW HHGEKIHH.

Iosviuenue konuenmpayuu XC JIITHIT
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V nanueHToB, NOJIydYaoUMX Janariudio3ud, MoxeT noseimatbes konuenTpauus XC JIITHIT B
ceBopoTke. Ha dome Tepanum mnpemapatom Curayo Jlour® ciemyer KOHTpOIMPOBATH
koHneHtpauio XC JIIIHII u, npu HeoOXoauMOCTH, Ha3HAuYaTh JICYEHHE B COOTBETCTBHH C

IPUHATON IPAKTHUKOM.

Pax moueeozo nysvipa

B 22 KIMHHYECKHUX MCCIIEOBAHUSIX PaK MOUYEBOTO My3bIps Obu1 auarHoctupoBaH y 10 u3 6045
naruenToB (0,17%) u3 rpynnel aanariauduosuna vy 1 u3 3512 nauuenros (0,03%) u3 rpynmnsl
manebo/npenapara cpaBHeHus. [lociie MCKIIOUeHMs M3 aHalM3a MAlMEHTOB, NMPUHHMABIINX
npenapaT MeHee | roja Ha MOMEHT JMAarHOCTHKM paka MOYEBOrO My3blps, B TIpyIe
nanarmidiosuna Obio 4 ciydyas paka MOYEBOTO Iy3bips, a B rpymmne mnianebo/mpenapara
CpaBHEHHUsl cCilyyaeB paka He Obulo. Ha MOMeHT Havasa HcciaeJoBaHHMs Tpynnbl ObUIH
cOajlaHCHpOBaHbl B OTHOLIEHWHM (AaKTOPOB pHUCKa paka MOYEBOrO TMy3bIps M TeMaTypHH
(MOTEeHIMAIbHBIH WHANKATOP HEJIMarHOCTHPOBAHHOM OMyX0JiK). Majioe KOJIM4eCTBO CIydaeB He
MO3BOJISIET C/IeJIaTh BBIBOJ O MPUYHHHO-CJIEICTBEHHOM CBS3M C MPUEMOM Janarindio3nuHa.

Tem He menee, npenapat Curayo Jlour® He cieayeT Ha3HAyaTh MANMEHTAM C PAKOM MOYEBOTO
ny3bips. HeT JaHHBIX, MO3BOJSIOMIMX OLEHUTh BO3MOXKHOE BIIMSHUE JanariudIo3uHa Ha yxe
HUMEIOIIYIOCS OMYXO0JIb MOYEBOTO Ty3bIpsi. Y MAIlMEHTOB C PAKOM MOYEBOTO My3bIpsi B aHAMHE3€
nepe/ HasHayenueM npenapata Curayo Jlonr® cieyeT oneHHTh MOIb3y OT KOHTPOIIS TIMKEMHH

U BO3MOJKHBIN HeyTo‘lHeHHbIﬁ PHCK p€luarBa paka MOY€BOT'O ITY3bIPs.

Makposackynaphvie 0c10x4cHeHUA
WccnenoBanus, yOeIUTENbHO TOKa3bIBAIOIIME CHUIXKEHHE PUCKAa  MaKpOBACKYJISPHBIX

OCJIOKHEHHIH Tpy npuMeHenuH npenapara Curayo JIonr®™, He npoBoAMIHKCE.

Biusinue Ha ¢cnocoOHOCTH K YNPABJICHHIO TPAHCTIOPTHBIMH CPEJACTBAMH H MeXaHH3MaMH
Vcenenosanuii 1o n3yuennto Bausiaus npenapara Curayo JIonr® Ha crioco6HOCTB K YNpaBIeHHIO

TPAaHCIIOPTHBIMH CPEACTBAMH U MEXaHU3MaMHU HE ITPOBO/IUJIOCH.

®opma BbINTyCKa

Tabnerkn ¢ MOIU(UIMPOBAHHBIM BBICBOOOKICHHUEM, TOKPBIThIE IUIEHOYHOH 000JI0YKOM
5 mr+ 1000 mr, 10 + 1000 mr.

Tabnemku 5 m2 + 1000 me:

ITo 6 Tabnerok B OaucTep U3 HOJIBIU ATIOMUHHEBOH.



29

[To 10 GaucTepoB ¢ MHCTPYKUMEH 1O MPUMEHEHHUIO B KQPTOHHYIO NA4Ky C KOHTPOJIEM IIEPBOTO
BCKPBITHSL.

Tabnemxu 10 me + 1000 me:

[To 6 TabGnerox B OucTep U3 GOIBIH ATFOMHHHUEBOH.

[lo 5 GnucTepoB ¢ MHCTPYKIIHEH MO NMPUMEHEHHIO B KaPTOHHYIO I1a4Ky C KOHTPOJIEM IIEPBOI0

BCKPBITHS.

XpaHeHue
[Ipu Temneparype He Boie 30 °C.

XpaHPITb B ME€CTaX, HCIOCTYITHBIX JIs JICTEH.

Cpoxk rogHocTu
2 roja.

He NPAUMEHATH 110 UCTCUYECHUH CPOKA I'OJTHOCTH, YKa3aHHOI'O Ha YIIaKOBKE.

YcenoBus ornycka

OTmycKaroT 1o perenty.

HanMeHoBaHMe H IOpHAHYECKHI aJapec JepkaTessi (BJajJejbla) PerucTPanHOHHOIO
Y10CTOBEPEHHS

Actpa3eneka Ab, SE-151 85 Conepranse, [1IBenus

AstraZeneca AB, SE-151 85 Sodertalje, Sweden

IIpousBoauTeib, pacoBMMK (NePBHYHAN YIIAKOBKA), YIAKOBIIHK (BTOPHYHAS
(moTpeduTEIBbCKAS) YIIAKOBKA), BHINYCKAIMIHI KOHTPOJIb KA4€eCTBA
Actpa3eneka ®apmacsrotukainc JIII, CIIA

4601 Xaitys#i 62 WUct, Mayut Bepuon, Unauana, 47620, CILIA

AstraZeneca Pharmaceuticals LP, USA

4601 Highway 62 East, Mount Vernon, Indiana, 47620, USA

HaumeHoBaHHe, a/ipec OPraHU3alHH, YIIOJJTHOMOYEHHOMH ep/KaTe/IeM HIH BJIa/le/IbIeM
PerucTPALHOHHOIO YA0CTOBEPEHHS JIEKAPCTBEHHOI0 NpenapaTa /i MeIHIIHHCKOI 0
NpHMeHeHHs HA NPUHATHE NpeTeH3uil oT noTpeduTeIs:
[IpencraButensctBo Actpa3eneka FOK Jlumuren, BenukoOpuranus, B r. Mockse

1 OO0 Acrpa3eneka @apMachlOTHKaI3



125284 Mocksa, yia. berosas a. 3, ctp. 1
Tei. +7495 7995699
(axc +7495 7995698

Curjyo JIoHT — TOBapHBIH 3HAK, COOCTBEHHOCTH IPYIIIbI KOMIAHHH AcTpa3eHeka.
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pernona Poccus n EBpazus
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