UHHCTPYKIOUA
N0 MeIMIMHCKOMY NPHMMEHEHHIO0 Npenapara
T'AJIBBYCMET®
(GALVUSMET®)

Cocmas:

Oeticmayiowue eujecmed: BUIAATIUNTAH, MEeT(HOPMHH (B BUI€ MET(HOPMUHA THIPOXJIOPUIA);

1 rtabnerka 50 wmr/500 mr coxmepxkut 50 wmr BuwngarmuntaHa u 500 Mr merdopmuHa
THIPOXJIOPHIA;

1 rtabnerka 50 wmr/850 wmr coxmepxkut 50 wmr BungarmuntaHa u 850 Mr merdopmuHa
THIPOXJIOPU/IA;

1 tabnerka 50 mr/1000 mr comepxkut 50 mr BuwigarmuntaHa u 1000 mMr merdopmuna
THIPOXJIOPU/IA;

8cnomozamenvHvle eujecmea.; TUAPOKCUTIPOIIIIIEIUII0NI03a, MAarHUsL CTeapar, TUIIPOMEII03a,
tutana guokcunl (E 171),moausTHIICHTIMKOIb, TAIBK, OKCHJ skee3a xentbiit (E 172), Tonpko
i no3upoBku 50 mr/500 mr - okenp xenesa kpacuslii (E 172).

JlexapcTBeHnHnas ¢gopma. TabneTku, TOKPHITHIE TNIEHOYHOH 000I0UKOH.

dapmakoTepaneBTudyeckasas rpynma. CpexncrtBa s JiedeHMs caxapHoro aualera.
CaxapocHuxarolye Inpenaparbl s nepopajipHoro npuema. KomOuHanus OUryaHunoB U
UHTHOUTOPOB qunentuawinentuaasoi-4 (JAI1I1-4). MeThopMuH 1 BUIIATIUIITHH.

Kon ATC A10BDO08.

KimmHnyeckue XapakTepUCTHKH.

Ilokazanus K npumenenuio

['aneBycMeT® moOKa3aH B KaYECTBE JOMOJIHEHUS K IUETE U YIPAKHEHHIM C LEJIbI0 YIIyUIICHHS
KOHTPOJIsl YPOBHS TJTIOKO3BI IIPH JICYEHUH B3POCIIBIX MALIMEHTOB C CaXapHbIM 11abeToM 2 Tuma:
. IIpY JICYEHUM NAIUEHTOB, y KOTOPBIX HAJIEKAIIMN KOHTPOJb YPOBHS IJIFOKO3bI HE
MOET OBITh 0OecIieueH epopaibHbIM IPUEMOM MeT(GOpMUHA KaK MOHOIIpEnapara,

. Ipy JICYEHUH TMAIUEHTOB, KOTOpbIE YK€ TOJydyadd Tepanui KoMOMHauuen
BIWJIJIATJIMIITUHA U METGOPMHUHA B BUJIE OT/AEIbHBIX IPENapaToB.;

. B KOMOMHAIUM C APYTUMHU IpernapaTaMH AJis JICYEHUs caxapHOro auadera, BKIOYAs
UHCYJIMH, €CJIM OHM HE 00€CIeYnBaIOT JOCTATOYHBI KOHTPOJIb YPOBHS INIFOKO3BI.

Hpomueonoxaaauuﬂ .

® T[IOBBIIIEHHAS YYBCTBUTEIbHOCTh K BHJIJATTUNTHHY WU MET(HOPMUHA TUAPOXIOPUAY HUITU
K JTFOOBIM JPYTUM KOMITOHEHTaM Iperapara;

e juabeTHyecKas mpekoma

® OCTPHI WIM XPOHUYECKUH META0OJMUYECKUN alua03, BKJIIOYAs JaKTOAIUI03 WU
nuabeTnyeckuil keroamuuo3 ¢ v 0e3 Kombl. JlnabeTwyeckuil KeToalumo3 IOJIKEH
JICYUTHCS. UHCYJIMHOM.

e TspKernoe HapyuieHue pyHkuuu nmouek (CK® < 30 mi/mun);

® OCTpble COCTOSIHMS, MPOTEKAIOUIMe C PHUCKOM pa3BUTHUS HapylleHUs (QYHKIHMU TOYEK,
TaKWe Kak: Jerujaparanus, TsDKenas WHQEKIus, I[I0K, BHYTPUBCHHOE BBEICHHE
HMOAMPOBAHHBIX KOHTPACTHBIX CPEICTB;

® OCTpble WM XpOHUYECKHe 3a00JIeBaHUs, CIIOCOOHBIE BBI3BATh I'MIIOKCHIO TKaHEW, Takue
KaK: CcepJedHasi WU JbIXaTeJbHas HEJI0CTaTOYHOCTh, HEJABHO MEPEHECCHHbIM MH(papKT
MHOKAap/a, 1IO0K;

e OCTpas aJKOIO0JbHAasl NHTOKCUKALUS, aJTKOTOJIU3M;



e HapyueHHUs QYHKIUH ITeYEHHU;
® [IEepHOJ I'PYIHOTO BCKaPMIIMBAHUS.

Cnocoo npumenenus u 003ul.

Bspocnvie

[Ipu wucmonp30BaHMM TpemapaTa NpU caxapHoM Juabere 2 TuUma B KavecTBe
AQHTUTHIIEPTIMKEMHYECKOTO CPENICTBA, €ro 03y NOAOMPalOT WHAMBHIYaJbHO, C YYETOM
3 PEeKTUBHOCTH M HepeHOCUMOCTH. Ilpu HasHadeHuu npemnaparta [anbBycMmeTr® He ciemyer
IpEeBBIIIATh MAKCUMAJIbHYIO CYTOUHYIO0 103y Buiaarauntusa (100 mr).

PekoMmeHnyeMas HaualbHas [03a mpenapara lanpBycMer® [JoMKHA ObITh OCHOBaHA Ha
COCTOSIHUM TAalMeHTa W/WIM COOTBETCTBYIOIIEH 03¢ BWINArJIUNTHHA W/HIM MeT(hopMuHa
TUAPOXJIOPHIA, KOTOPYIO MallMEHT B HACTOSIIEE BPEMS IPUHUMAET.

Bo uzbexxanue mo6o4HbIX 3(h()EeKTOB METPOpMHHA THIPOXIOPHAA CO CTOPOHBI KEIyIO0YHO-
KMILIEYHOTO TPaKTa, npenapat I'ansBycmer® cliefyeT NpUHUMATh BO BpeMs elibl. B ciyuae eciu
no3a npenapara [anpBycMer® ObLia HpOMyILIEHa, TO €€ HEOOXOAMMO IIPHHATH, KaK TOJIBKO
MAIMEeHT BCIIOMHUT 00 3ToM. [/[BoiiHast 103a HE JOJKHA MPUHUMATHCS B OJUH U TOT XK€ JICHb.

- Hauanvnaa o0o3a 0ns nayuenmos, uve COCMOSIHUE He KOHMPOIUPYEMCs HAOIeHCAuUM
00pazom npu MOHOmMepanuy UIOAIUNTNUHOM.

OcHOBBIBasiCh Ha OOBIYHBIX HAYATBHBIX J03aX MeTdopMuHa ruapoxiopuaa (500 mr aBa pasza B
nenb nu6o 850 Mr omMH pa3 B JEHb), JeueHue mpernapaToM IanbBycMer® MOMKHO HayaTh C
npuema tadierok 50 mr/500 Mr aBa pasza B JIeHb, IOCTENEHHO TUTPYS J03bl MOCIE OICHKH
aJIeKBaTHOCTHU TEPAIeBTUYECKOT0 OTBETA.

- Hauanvnaa o0oza 0ns nayuenmos, uve COCMOSIHUE He KOHMPOIUPYEMCs HAOIeHCAuUM
00pazom npu MoHomepanuu Mem@opmura 2uOpoOXIo0pUOOM.

OCHOBBIBasiCb Ha TEKYILIYIO 103y MET(GOpPMHHA THIPOXJIOPHIA, NPUHUMAEMYIO HalUEeHTOM,
npuMeHeHne TpenapaTa [ampBycMeT” MOXKHO HauaTh ¢ TabIeTok Jro6oit 1036l 50 Mr/500 mr,
50 mr/850 mr i 50 mr/1000 Mr 1Ba pasa B A€Hb.

- Hauanvnas o0oza ons nayuenmos, xomopvle nepexoosim ¢ KOMOUHUPOBAHHO20 JleYeHUs
BUNOALTUNIMUHOM U MEMPOPMUHOM 6 8UOe OMOENbHBIX NPENnapamos.

[IpuMeHeHne mpenapara I'anmbBycMeT® MOXKHO HauaTh ¢ TabIeToK mo60ii 1036l 50 Mr/500 mr,
50 mr/850 mr miu 50 mr/1000 Mr, OCHOBBIBAsICH Ha J03€ BHJIAATIMNTHHA WM MeT(opMuHa,
KOTOpBIE YK€ MPUHUMAIOTCS MallUEHTOM.

- Hauanbnaa o0osza 0Onsa  nayuenmos, Komopvle panwee He  NOLYYAIU — MepPanuio
npomMuB0OUabemuUyecKUMU npenapamamu.

Jleuenue npenapartom I'anmsBycMeT® MOKXHO HadaTh ¢ npuema Tabaetok 50 mr/500 Mr oxuH pas
B JICHb, TIOCTETICHHO THUTPYS J103bI 10 MakcumaiabHOW 50 mr/1000 mr nBa pasza B J€HB, MOCIHE
OLIEHKH a/IEKBATHOCTH TE€PANEBTUYECKOTO OTBETA.

- Hauanvnas o0oza oOnsa nayuenmos, xomopvle nepexoosim ¢ KOMOUHUPOBAHHO20 Jle4eHUs
MeMPOPMUHOM C CYNbHOHUIMOUEBUHOU.

Jlo3a npenapata I'anmbBycmer® fomkHa obecrneunts 50 Mr BUIJArIMITHHA JIBa pas3a B JEHb
(cyrounast mo3za 100 mr) m mo3y MeThOpMHHA, NPUHUMAEMYyIO MAlMEHTOM paHee. Eciwu
npenapatr lanbBycMmer® npuHMMAaeTcs B KOMOMHAIMM C CyIb(OHUIMOYEBMHOH, cleayer
paccMOTpeTh BO3MOXKHOCTh Ha3Ha4YeHHs Oojiee HHM3KUX [03 CYJIb(OHUIMOUYEBUHBI ISt
CHI)KEHUS PUCKA Pa3BUTHS TUMIOTIMKEMUHU.

- Hauanvnas oOoza Ons nayuenmos, Komopvle nepexoosim ¢ KOMOUHUPOBAHHO20 JedeHus
UHCYTUHOM U MAKCUMATILHO NEPEeHOCUMOU 0030U MembopMuHa.

Jo3a npenapaTa [ansycmer® nomkHa obecrieunBaTh 50 M BUIJArIMOTHHA [BA Pa3a B JEHb
(cyrounas mo3a 100 mr) u 103y MeThopMHHA, TIPUHIMACMYIO MAIIMEHTOM paHee.

be3zonacHocTh U 3()(heKTUBHOCTH BUIIJATIMIITHHA U MET(POPMUHA B COCTaBE TPEXKOMIOHEHTHOM
KOMOMHHPOBAHHOW TEpaINuy ¢ THA30JUAMHINOHOM HE YCTaHOBJICHA.

Ocobvle epynnvl nayuenmos



IToyeuHass HeIOCTATOYHOCTE

Ckopoctb kiyboukoBoil ¢uubtparuu (CK®) crnenyer ompenenars 10 Hayajga JICYEHUS
MeT()OPMHUH-COEpKAIMMH TpenapaTamu (Hanpumep, Iamsycmer®) u, mo kpaiineil mepe, pas
B TOJ IIOCJIE 3TOro. Y NalUEHTOB C MOBBIIEHHBIM PUCKOM JAJIBHEHIIETO MPOrPECCUPOBAHUS
MOYEYHOW HEJOCTATOYHOCTU M Y MOXKWIBIX JIIOJCH, MOYeYHYI0 (DYHKIHIO CIEIYeT OICHUBAThH
qalie, Harpumep, pas3 B 3-6 MecsLeB.

MaxkcuManbHyl0 CyTOYHYIO 703y MeThOpMUHA NPEANOYTUTENLHO pa3aenuth Ha 2-3
eXelHeBHble J03bl. DakTOpbl, KOTOPbIE MOTYT YBEJIWYHUTb PUCK Pa3BUTHs JIAKTOALUI03a
JMOJKHBI OBbITh MHPHUHATHL BO BHHMaHuE JI0 Hayala MpueMa MeT()OpMHH-COAEpKAIIUX
npenaparoB (Hanpumep, anbBycmer®) mamuentamu ¢ CK® <60 m/ mun. TanbBycmer®
npotuBornoka3an nanuenram ¢ CK® <30 mui/ MHH, Tak Kak OH COJICPKHUT METHOPMHUH.

Crnenyrouue peKOMEHAALUU MO JO03MPOBKE OTHOCATCS K MeT(GOpPMHUHY WU BUJIIAIJIMIITUHY,
NPUHUMAEMbIM OTJEIBHO WM BMECTE MalMEHTaMU C HapylleHueM (QyHKUuuu moudek. Ecmu
npenapar  [aneBycMer® B JIOCTATOYHOM  J03MPOBKE HE JOCTYNEH, TO  BMECTO
KOMOWHUPOBAHHOTO TMpernapara ¢ (PUKCUPOBAaHHOW JIO3MPOBKOM JOJKHBI HCIOJIB30BATHCS

OTACIBbHBIC KOMIIOHCHTHI.
KOppeKTI/IPOBKH J03bl 1J151 MAIIHEHTOB C MOYEe4YHOi HeJJ0OCTATOUHOCTHIO

CK® ma/ mun | Merdopmun BuigaraunTud
60-89 MaxkcumManbpHasi CyTouHast 1032 MaxkcuMaibHasi CyTouHas J103a
cocrtapisier 3000 mr*. cocraiusieT 100 mr.

B cnyuae cumkeHust GQyHKIUH MOYEK
MO>KHO pacCMOTPETh BO3MOKHOCTb
YMEHBUICHHUS J103bI.

45-59 HavanepHas no3a moimpkHa OBITH HE MakcumanbHasi CyToYHas 103a
6omee 1000 Mr mpu MakCUMaTbHON coctaBisieT 50 mr.
cytounoit noze 2000 mr*.

30-44 HavansHas 103a 10JpKHA OBITH HE
6onee 500 Mr mpu MakCHUMaJIbHON
cyTouHoit 103e 1000 mr

<30 MeTtMmop(duH TPOTHBOMIOKA3aH.

* Ecau 10361 MET(OPMHUH BBIIIE, YEM 03I, JOCTHXHMBIE TIPU IIpUeMe TojIbko I'anbBycmeT®,
CUUTAIOTCSI HEOOXOAUMBIMH.

ITaumeHTHI MOKUIOr0 BO3pacTa (= 65 ser).

[TockonabpKy MeT(hOPMHIH SKCKPETHPYETCS IOYKAMH, a B MTOKUIIOM BO3PACTe UMEETCS TEHACHIIUS
K CHW)KEHUIO UX (YHKUUH, HEOOXOIMMO PEryJSIpHO KOHTPOJMPOBaTh (YHKIHMOHAIBHOE
COCTOSIHME TOYEK BO BpeMs JieueHus npenapartoM I'anbBycMeT® y HallMeHTOB 3TOi BO3PACTHOM
kateropun. JlosupoBka npenapata ['anbBycMeT® JUls MOKMIBIX MAalMEHTOB > 65 JeT J0JKHA
OBITh CKOPPEKTHPOBAaHA, OCHOBBIBASICh HA (PYHKIIMH TTOYEK.

IManueHTHI ¢ HApYIIeHHEM (PYHKIMU MEYeHH.

He pexomeHayercs HasHauaTh npemapaT [anpBycMeT® MarueHTaM ¢ KIMHHYECKMMHU WIIH
Ha60paTOpHI)IMI/I IMMPOABJICHUSAMU EeYCHOYHOU HEAOCTATOYHOCTH, B TOM YHUCJIC B ClIydadx, KOraga
mepell  HavajioM  JICYEHHs ~ aKTHBHOCTh  aJaHMHaAMHHOTpaHchepassl  (AJIT)  wim
acmapraramuHoTpancdepasbl (ACT) Oonee ywem B 2,5 pasa MpeBbIIIaCT BEPXHIOK TPAHHILY
HOPMBI.

I[MequaTpuyeckue NanueHTHbI.



BezomacHocTh ¥ 3()QEKTMBHOCTh IIPHMMEHEHMs npemapara [anbBycMer® y JeTell He
YCTaHOBJIEHBL. [103TOMY He peKkOMeHIyeTcsl Ha3HadyaTh mpernapaT [anibBycMmeT® HalMeHTam
miazie 18-neTHero Bo3pacra.

Ilobounvie peaxkyuu.

[IpencraBieHHble Aanee AAHHBIE OTHOCSTCS K MPUMEHEHUIO BHWJIJATTUNTHHA U MET(OpMHHA B
BUJIE CBOOOIHBIX U (PUKCHPOBAHHBIX KOMOWHAIIUN.

Kparkas undgopmanus o npodusie 6€30nacHOCTH.

CyIiecTByIOT COOOIIEHUS O PEAKUX CIIy4asX aHTMOHEBPOTHYECKOrO OTeKa, HAaOIIOaBIICTOCS
BO BpeMs JICUEHUS BIJIJATJIUITHHOM C TaKOW K€ YacTOTOM, Kak U B IpyImne KoHTpoua. YacTtoTa
TOr0 MOOOYHOrO SBJCHUS OblIa BBIIIE CPEAM MNAIlMEHTOB, MOJYYaBIIMX BHJIJATJIUIITUH
OJIHOBPEMEHHO C HWHTHOMTOPOM aHTMOTEH3WHIpEeBpamiaiomero ¢epMenrta (MHIHOUTOPOM
AIl®). B OonpmIMHCTBE CIy4aeB 3TO MOOOYHOE SBJICHHE OBUIO JIETKUM W HCYE3aJ0 TPU
MPOJOJDKAIOIIEM s [TPHUeMe BUIIAArIUuITHHA.

CyIecTByloT COOOLICHHS O PEAKHX CiIydasX HapylleHus (YHKIUU TeYeHH (B TOM 4YHCIe
pa3BUTHUS TeMaTUTa) BO BpeMs JICUCHUS BUJIATIMIITUHOM. DTU OCJIOXHEHHs, KaK IPaBHIIO,
OBLTM JITKUMH TIO TSDKECTH W 0€3 OCTATOYHBIX SIBIICHWH, (DYHKIMOHAIBHBIC MPOOBI MMEYECHU
nocjie OTMEHBI Mpernapara BO3BpalllajJiuch K HOpME. B KOHTpOIUpYyEeMBIX HCCIEIOBAaHUAX MPHU
MOHOTEpAlUi W JIOMOJIHUTEIIbHOM Tepanuu JUIMTENbHOCThIO 110 24 Henenb, cllydau
npesbimieanst ypoBaet AJIT unu ACT B 3 pasa Oosbmie BepxHed rpanuiibl Hopmbl (BI'H)
(ycTaHOBIICHHBIX HE MEHEE, YeM B 2-X IOCJICAOBATCIbHBIX HM3MEPCHUSX WM Ha HUTOTOBOM
Bu3ute JedeHus) coctaBmwsuim 0,2%, 0,3% u 0,2% nna BunparnuntaHa B o3¢ S0 Mr/aeHs,
BWJIJIATJIMIITAHA B J103€¢ 50 MI IBaXK/IbI B JIEHb U BCEX MPEMAPATOB CPABHEHMSI, COOTBETCTBEHHO.
Kak mpaBuio, TmOBBILIEHHE AaKTHUBHOCTHM TpaHCaMHHA3 ObUIO OECCUMITOMHBIM, HE
MPOTPECCUPOBATIO M HE COMTPOBOK/IATIOCH XOJIECTA30M HIIU KEITYXOM.

['unornukeMusi B KIMHUYECKUX HCCIENOBAaHUAX HaOmomanack Hedacto: y 0,9% manueHTos,
MOJTy4aBIIUX BUJAArUNTHH B 103 50 mr 1 pa3 B AeHb B coueTanuu ¢ MetopmuroM, y 0,5%
MAlMeHTOB, TMOJYYaBIIUMX BWIAAUNTHH B 10o3¢ 50 Mr 2 pa3a B JIEHb B COYETAHUU C
methopmuaoMm, u y 0,4% mMmanueHToB, MONYyYaBIIUX TUIANE00 U MeTPOpMUH. TsIKENbIX
TUTIOTJIMKEMUYECKUX PEaKIUH, CBA3aHHBIX C BUIATIUIITHHOM, 3aPETUCTPUPOBAHO HE OBLIO.
BunpgarnunTtuH HElTpajaeH MO OTHONIICHHIO K Macce Tela MpU MPUMEHEHUH B KOMOHWHAIIUU C
MeT(HOPMUHOM.

M3BecTHO, YTO B HayalbHOM TMEpHOAE JIeYeHHs METHOPMHUHOM OYEHb YacTO BO3HUKAIOT
MOOOYHBIE PEAKITMHN CO CTOPOHBI MUIIEBAPUTEITHHON CUCTEMBI, B TOM YHCJIE TUapesi U TOIIHOTA.
[To6ounsie peakiuu XKKT, B ToM uncie Auapes U TOIIHOTA, KaK U3BECTHO, BCTPEUAIOTCS OYCHb
4acTO BO BpeMs Hauaja mnpueMa mMeTdhopmuHa ruapoxiopuaa. [Ipu kimHHYECKOW mporpamme
MOHOTEpanuu BWigarauntuHoM (N= 2264), riae BUIAATIUNTHH Nody4and 50 Mr onuH pa3 B
nenb, 50 Mr n1Ba pasa B JeHb, Wi 100 Mr oguH pa3 B JA€Hb, YacTOTa Auapen coctaBuia 1,2%,
3,5% wu 0,8%, COOTBETCTBEHHO, M 4YacTOTa TOIIHOTHI cocTaBuia 1,7%, 3,7% u 1,7%,
COOTBETCTBEHHO, 2,9% 11s1 000MX TPYMI MO CpaBHEHUIO ¢ rpymmoi mianedo (N = 347) u 26,2%
u 10,3%, cOOTBETCTBEHHO, B IpyIine MeTGopMuHa ruapoxiopun (N = 252).

Bce nmo6ounsie peakiuu 0butn moaydeHsl y 13,2% mamuenTos (50 Mr oauH pa3 B ACHb WU JBa
pa3a B JIeHb), KOTOPbIE MOTyJdald KOMOWHAIUIO BIUIJATTUOTHH U MeT(hOPMHUHA THIPOXJIOPU B
cpaBHeHMH ¢ Tpynmnoi 18,1% nanueHToB, MoMy4aBIIx MeT(hOpPMUH B MOHOTEPATTHH.
[ToGouHbIe peakiuH, TMOJYYCHHbIE OT MAI[MEHTOB, KOTOpbIC MPUHUMAIM BHIAATIWITHH B
JIBOMHBIX CIIETIBIX HMCCJIEIOBAHUSX B KaueCTBE MOHOTEpANUHU W JIOTIOJHEHUS K MET(QOpPMHUHY,
NEPEUUCIICHbl HIDKE Ui KaKAOro TOKaszaHWs, 1Mo kiaccaM cucreM opraHoB MedDRA u
abCOTIOTHON YacToTe.

B kaxxnoM kacce CUCTEMBl OPTaHOB, MOOOYHBIE PEAKIIUU PACIIPEICICHBI 10 YaCTOTe, HAYMHAs
¢ Oosiee yacThIX peakiuil. B kaxxnoi rpymnme no yactore, NOOOYHbIE peaKIMU IPEICTABICHbI B
nopsike yObIBaHUS TsDKecTU. KaTeropus 4acToThl sl K&KJO0T0 TOOOYHOTO SIBIICHUS OCHOBaHA



Ha cinenyronmx kputepusx (CIOMS III): owenp uwacto (> 1/10), wacto (> 1/100; < 1/10),
HeyacTo (> 1/1000; < 1/100), peaxo (> 1/10000; < 1/1000), ouens peaxo (< 1/10000).

Ilpu npumenenuu memghopmuna 2udpoxnopuoa 6 KOMOUHAUUU C 6UTOATUNMUHOM
Co cmopoHvl Hep8HOU cucmeMbl: 9aCcTO — TPEMOP, TOJIOBOKPYKEHHUE, TOJIOBHAs OOJIb.

Ilpu npumenenuu memgpopmuna 2uopoxn0puda 6 KOMOUHAUUU C BUNOALTURMUHOM U
cynvhonunmouesunoil

Co cmopoHbl Hep8HOUL cucmeMbl: 9aCTO — TOJIOBOKPY>KEHHUE, TPEMOP.

Memabonuueckue Hapyuierus: 9aCTO — TUTIOTIIMKEMHUSI.

Co cmopoHbl KOXHCU U NOOKONHCHBIX MKAHEU. YaCTO — TUIIEPTUAPO3.

Obwue Hapyuenus u peakyuu 8 mecme 86e0eHusl: 9acTo — ACTCHUS.

Ilpu npumenenuu memgopmuna 2udpoxnopuoa 6 KoMOUHaAUUU C GUNOAZTUNMUHOM U
UHCYTIUHOM

Hccnedosanus: 4aCcTO —TUTIOTIIUKEMUS.

Co cmopoHvl Hep8HOUL cucmeMbl: 9acTO — TOJIOBHAs 00Jb

Co cmopoHbl nuwesapumenvHol cucmemsl: YAaCTO — TOIIHOTA, TacTpodsodaraibHas
pedirokcHast 00J1e3Hb; HEYACTO — AUAPES, METEOPU3M.

Obwue HapyweHus U peakyuu 8 mecme 66e0enus: 4acTo — 03HOO.

Ilpu monomepanuu eunoaziunmunom

Co cmopoHbl Hep8HOU cucmeMbl: 9aCTO — TOJIOBOKPYKEHHE; HEYaCTO — FOJIOBHAs 0OIb.
Co cmopoHbl nuwjesapumenbHol cucmemyl. HEYaCTO — 3a10pP.

Memabonuueckue napyuienus: HE4acTO — FUIOTJIMKEMMUSL.

Obwue HapywieHus U peakyuu 8 mecme 66e0enus: He4acTo — nepudepudeckuii oTex.

BI/IJ'II[al"J'II/IHTI/IH HeﬁTpaneH M0 OTHOIOCHHWIO K MACCE€ TCjla IpHU MNPUMCHCHUHW B KauCCTBC
MOHOTCpPAIINU.

Ilpu npumenenuu memgpopmuna

Co cmopoHvl Hep8HOlL cucmeMbl. YaCTO — TUCTEB3USL.

Co cmoponvl nuwesapumenvbHol cucmemsl: O4€Hb YacCTO — METEOpU3M, TOIIHOTA, PBOTA,
nuapes, abloMuHalIbHas 00JIb.

Co cmopoHvl cenamoOunuapHoll cucmemsl: O9€Hb PEJIKO — FremaTuT™*.

Memabonuueckue napywienus: OYEHb YacTO — CHW)KCHHE AamleTuTa; OYEeHb pEIKo —
JaKTOAIMI03.

Co cmopoHbl KOHCU U NOOKOHNCHOU MKAHU: OYECHb PEIKO — KOXKHBIE PEaKIUU TUTA DPUTEMBI,
3yJa, KparuBHUIIBI.

Hccneoosanus: 09eHb PEIKO — CHIDKCHHE BCACHIBAHMS BUTaMUHA B12*, OTKIIOHEHHE OT HOPMBI
nokazarteneil GyHKIMOHATBHBIX P00 MEeYSHH.

*Bo Bpemsi UIMTENEHOTO JIEYCHHsT MET(HOPMHUHOM OUYEHb PEIKO HAOIIOAAeTCs HapylIeHUe
BCAaChIBaHUsI BHUTaMHHAa Bi2 M CHW)KEHHE €ro YpPOBHS B CBIBOPOTKE, KakK IpaBUIIO, 3TO
OTKJIOHEHUE HE MMEET KIIMHIUYECKOTo 3Ha4YeHus. [Ipr BO3HUKHOBEHUH y MAI[IEHTa CUMIITOMOB
METano0JaCTHOM aHEeMHUH CJelyeT PacCMOTPETh BO3MOXHOCTh TOTO, YTO OHa ObUIa BbI3BaHA
MeT(HOPMUHOM.

**CyIecTBYIOT OTJENbHBIE COOOIIEHUSI 00 OTKJIOHEHHWH OT HOPMbI (DYHKIMOHAIBHBIX MPOO
MEYEeHU WM FenaTuTe, KOTOpbie Pa3pelIIiCh Mocie OTMEHbI MeT(HOPMHUHA.

[To6ounbie nefictBusi co croponsl JXKT ormewaroTcs Hamboliee 4YacTo B IMEpPHOJ] Haudaia
TEepanuu W TPOXOAST CIOHTAHHO B OONBIIMHCTBE ciay4yaeB. C IeNbi0 UX NPEAyNpeKICHUS
PEKOMEH/IyeTCsl IPUMEHSTD eXKeHEBHYIO 103y [anbBycmeT® B 2 TIpreMa, BO BpeMs WM MOCIIE
npueMa Mumiy.



B mporecce MOCTMapKETHHTOBOTO HAONIONEHUS COOOIANOCh O CIEAYIOIMUX MOOOYHBIX
s dexrax:

yacmoma Heu38ecmHa.

- aptpanrus (MHOT/Aa cCepbe3Has), renaTUT (OOpaTHUMBIA TOCe TpEeKpalieHUus Tepamnun),
OTKJIOHEHHE OT HOPMBI MoOKa3zaTened (yHKIHMOHAIBHBIX Mpo0 medeHu (0OpaTHUMbIE IOCIe
NpeKpalleHus] Tepanuu), KpanuBHHIEA, OYJUIE3HbIE M JKC(POJIMATUBHBIC IOPAKCHUS KOKHU
(Bxutrouast OyJuIe3HbIH MeMpUTronn), MaHKPEeaTUT.

Ilepeoosupogka.

Bunoaznunmun

WNudopmanus o cuMOToMax BO3MOXHOH Mepe103UPOBKY BIIIJATTIMIITUHOM ObLIa TIOJTy4YeHa U3
UCCIIEIOBAaHMsl HA 3JJOPOBBIX J0OpPOBOIBLAX, KOTOPbIE NMPUHUMAIN BUJIATIMITHH B CYTOUHBIX
no3ax 25 mr, 50 mr, 100 mr, 200 mr u 400 mr no 10 xanennmapusix aHei. Jlo3er 1o 200 Mr
xopouio nepeHocunuch. IIpu npumenenun npenapata B go3e 400 Mr, HaGmoAamuch Ciiydau
MBIILIEYHON 00N U €IMHUYHbIE CIIy4au JIETKOW U MPEXOASILIEN apecTe3nH, IUXO0PATIKU, OTEKOB
U TPaH3UTOPHOI'O IOBBIIIEHUS AKTUBHOCTHU JIMIA3bI (0 YPOBHSA, B 2 pa3a, NPEBBILIAIOIIEIO
BI'H). Ilpu nmpumenenun npemnapata B go3ze 600 mr, HaOMOJaTUCh OTEKH KHUCTEH M CTOII,
noBelieHre akTuBHOCTH KpeaTuHpochokunaszer (KDK) Beime BI'H, a Taxke moBbIlmIeHHE
akTHBHOCTH acnapraramuHotpancdepassl (ACT), u ypoBHeit C-peakTHBHOro Oenka, H
MuorioduHa, napecresus. Ilocie oTMeHsl Ipenapara BCe CUMIITOMBI UCUE3JIH, U 1TaOOpaTOpHbIE
II0Ka3aTeN BEPHYJIUCH K HOPME.

BunparnuntuH He BBIBOAUTCS IPU AMAIM3€E, OJHAKO €r0 OCHOBHOM MeTabosInT, 00pa3yromuics
B pe3yabraTe ruaposnsa (LAY 151), moxeT ObITh yaaneH U3 opranusma IyTeM reMoinainsa.
Memdeopmuna cuopoxiopuo

CyIiecTBYIOT COOOIICHHUS O CITydasx epeI03UPOBKH MeT(HOPMHIHA THAPOXIOPHUIA, B TOM YUCIIE
npu npueMe mnpenapara B go3ax cBeime 50 r. Ilpu strom B 10% ciywyaeB HaOmonanach
TUIOTJIMKEMHsI, OJIHAKO €€ MpUYMHHAs B3aUMOCBSI3b C MeT(HOpMUHA THUAPOXJIOPUAOM
ycTaHoBieHa He Obuia. [lpubnusutensHo B 32% cioyuyaeB mnepeno3upoBka MeTHOpMUHA
THJIPOXJIOPHIa COMPOBOXKJANACH JAKTOAIMI030M. B yClIOBUSX CTaOMIBHONH TI'eMOAMHAMUKHU
MeT(hOpMHUHA TUAPOXIIOPUA BBIBOJUTCS IyTEM TUaNIN3a, IPU 3TOM €ro KiupeHc gocturaer 170
wi/mMuH. [loaToMy Tpu TOJO3peHMM Ha IMEpelo3UpOBKY MET(HOpPMHHA THIPOXJIOpHIA s
OUHMIIEHHSI KPOBOTOKA OT Mpernapara MOKeT ObITh UCIIOJIb30BAH FEMOIUANIN3.

B cnyuyae mnepeno3sMpoBKHM B COOTBETCTBUU C HMEIOIIMMUCS CHMIITOMaMHU JOJDKHO OBITh
Ha3HAa4YeHO MOJIIEP)KUBAIOLIEE JICUCHHE.

Ilpumenenue 6 nepuod depemennocmu u 2pyoHo20 6CKAPMIAUBAHUSL.

Ilepuoo bepemennocmu

HccnenoBanust BHYTPHUYTPOOHOTO pa3BUTHS IUIOAA (TEpaTosorHsi), MPOBEIEHHBIE y KpPbIC U
KPOJIMKOB TIpU KOMOWMHHMPOBAaHHOM TNPUMEHEHWU BWIJATTUNTHHA C  MeTQopMHUHA
TUAPOXJIOPHUIOM B cooTHOIIeHnHU 1:10, moka3anu OTCYTCTBUE CBHUIETEIBCTB TEPATOIC€HHOCTH Y
o0Ooux BHIOB. MMeercss HETOCTATOUHBIM OMBIT MO MPUMEHEHHIO Ipernapara y OepeMeHHBIX
KEHIIUH, T03TOMY Tipenapat [anbBycMeT®™ He JOIKeH MPUMEHSTHECA BO BpeMs 6epeMEHHOCTH.
Ilepuoo xopmaenus epyovio

HccnenoBanuii mo nmpuMeHEHUI0 KOMOWHAIMM aKTUBHBIX CyOCTaHIMH, BXOJSIIMX B COCTaB
npenapara [anbBycMeT®, BO BpeMs KOPMIICHHS TPyIbl0 HE IIPOBOAMIOCH. MeThopMuH
BBIBOJIUTCS. C TPYOHBIM MOJIOKOM uyenoBeka. [lockoibKy HEM3BECTHO, BBIBOJUTCS JIH
BUIIATIMITHH € TPyAHBIM MOJIOKOM 4YelloBeka, mpemapaT [anbBycmer® He JOIKeH
MPUMEHSATHCA Y JKEHIIUH, KOPMSIILIUX TPYIBIO.

[emu.



BezomacHocTh ¥ 3()(EKTMBHOCTh IIPUMEHEHMs mpemapata lanbBycMer® y JeTell He
yCTaHOBJIEHBI. 1103TOMY He peKOMeHIyeTcsi Ha3HayaTh TmpenapaT [anbBycMmeT® HalMeHTam
miazie 18-neTHero Bo3pacra.

Ocobennocmu npumeHenu.

TanbBycMeT® He 3aMeHseT MHCYIMH Y MHCYJIMH3aBUCHMBIX NalueHToB. IIpemnapaT He J0IKeH
OPUMEHAThCA y TAalMeHTOB ¢ auaberoM 1 Tuma wWiM Uil JICYCHUS JAUA0ETUYECKOTrO
KeToalu103a.

Jlakmoayuoos

JlakToanuao3 SBISETCS OYEHb PEIKHUM, HO CEpPbe3HBIM METa0OIMYECKHUM OCIOKHEHUEM,
KOTOpPOE 4alle BCEro COIMPOBOXKIACTCS PE3KUM yXyIIIeHHeM (YHKIMM TOYEeK WU
KapAHOpEeCIUpPaTOPHBIX  3a00JeBaHUM, WM Celcuca. AKKYyMyJIHpOBaHHE MeTPOopMHUHA
OPOMCXOOUT C PE3KUM YXyAIICHHEM (YHKIUM TIOYEK, W TIOBBIIIAET PUCK PA3BUTHUSA
MOJIOUHOKHCJIOTO aIi103a.

B cnyuae o0e3BoxkuBaHUs (HampuMep, M3-3a TSDKEIOH IMaped WM PBOTHI, JUXOPAJAKH HIU
CHIDKEHHS TOTpeOJeHHs] KHUAKOCTH), NAIMeHT J[OJDKEH MPEeKpaTUTh IpUEM IpernapaTos,
coaep:xaiux MeTopmut (Hanpumep, IansBycmer”™), 1 HeMeTIEHHO 0OpaTHTECh K Bpayy.
TanuenTsl, IPUHUMAIONINE HPENaparhl, cojepsKamue MeTGopMuH (Takue kak [anbBycmer®),
JOJDKHBl HAUMHATh IPUEM JIEKAPCTBEHHBIX IPENapaToB, KOTOPbIE MOTLYT PE3KO YXYyALIUTh
GyHKIMIO MoYeK (Takue KakK MPOTUBOTUIIEPTOHHYECKHE, MOUYETOHHbIE W HECTEpPOUHbBIC
IPOTHBOBOCTIAJIUTENBHBIE  CPEACTBA), C  OCTOPOXKHOCTBIO. Jlpyrue  QaxTopsl pHCcKa
JIAKTOAIM103a BKIIIOYAIOT Ype3MEepHOE MOTPeOICHHUE aIKOTouisl, HapylieHue GyHKIUN TeUeHH,
HEKOHTPOJIMPYEMBIH uabeT, KeTo3, ATUTEIbHOE TOJOAAHNE U JIIOOBIE yCIOBHSA, CBSI3aHHBIC C
TUINOKCHEH, a TakKe COMYTCTBYIOIIMIA MpHEM JIEKapCTBEHHBIX CPEACTB, KOTOpPbIE MOTYT
IIPUBECTHU K JJAKTOALUJIO3Y.

Huacnocmuxa nakmayudosa

[TarMeHTh! W/WIK TMLA, OCYIIECTBIISIOIINE YXOJ 38 HUMH, TOJDKHBI OBITH OCBEJIOMIIEHBI O PUCKE
JakToanuao3a. JIakToanua03 XxapakTepu3yercs aluJ0TUYECKOM OJIBIIIKON, OOJISIMU B JKHUBOTE,
MBIILIEYHBIMU CYZOpOTaMH, aCTEHUEH M TUIIOTEpMUEH C MOocieyroleld Komou. B ciydae
MOSIBJICHUS TPENINOoJIaraéMblX CHUMIITOMOB, MAallMEHT JOJDKEH MPEKpaTUTh MpPUEM IpernapaTos,
comepxkamux MeTdopMuH (Takux kak [anbBycMer®), M HeMeIJIEHHO OOpaTHTECh K Bpauy.
JuarHoctuueckue JabopaTOpHBIE JJaHHBIC BKIIOYAIOT CHIKEeHHBIM pH kpoBu (<7,35),
MOBBIIIEHHBIE YPOBHU COJIEH MOJIOYHOW KHUCIOTHI B IulazMe (>5 MMOJIb/ JI) U YBETHMUEHHBIN
AQHUOHHBIN HWHTEpBaJl M COOTHOIIEHWE JlakTtaTta/ mnupyBata. llpu mojgo3peHun Ha
METa0OJMYECKUI alui103 JIeYeHUEe IMpernaparaMy, CoAepKaluMu MeT(hopMuH (Hampumep,
["anpBycMeT®), ciaenyeT NpeKpaTUTh U HEMEAJIEHHO MOCIUTAIU3UPOBATh.

Koumpons ¢hynkyuonanvnozo cocmosnus novex.

CK® cnenyer ouneHMBaTh 10 Hadyajla JEYEHUS M PEryJIIpHO BO BpeMs Tepanuu. lIpemapartsi,
cozneprkamue MeThopMuH (Takue Kak I'anmbBycmer®), mpoTuBonokasansl naruentam ¢ CK® <30
MJI/ MUH, U UX TIPUEM JOJKEH ObITh BPEMEHHO IpEeKpallleH NMPH HAJIUYUU YCIOBUH, KOTOpHIE
U3MEHAIT (QYHKIMU ToyeK. M3BecTHO, 4YTO TuApoxiopus MeT(popMHHA, B OCHOBHOM
BBIBOJIUTCSI TOYKAMHM, & PUCK aKKyMYJHPOBAaHUS THAPOXJIOpHAa METHOPMUHA U JIAKTOALUA03a
BO3pacTaeT IO Mepe YXyAuweHus QyHKIuM modek. [loCKOIbKY TNpeKIOHHOMY BO3pacTy
COIyTCTBYET CHIKEHHE (YHKIMH TOYeK, MpernapaThl, coaepkamue MeThOopMUH (Hampumep,
[anbBycMeT®), JOMKHBI THIATENBHO THTPOBATHCA Y TIOKHIIBIX JIIOJEH, YTOOBI yCTaHOBHUTH
MUHUMAJBHYIO /103y JUIsl JOCTHMKEHMsI aJeKBaTHOTO TIIMKeMHYecKoro 3ddexra, KpoMe TOro
(YHKLHIO IOYEK CIEeAYeT PEryIsIPHO KOHTPOIUPOBATb.

Conymcmsyowee npumeHeHue J1eKAPCMBEHHbIX CPeOCms8, KOmopble MO2Ym GIusms Ha

@YHKYUIO NOYeK UnU IKCNOZUYUIO MEMPOPMUHA UOPOXTIOPUOA

ConyTcTBytOLLEE MPUMEHEHWNE NEKAPCTBEHHBIX CPEACTB, KOTOPbIE MOTYT BIMSTb Ha (DYHKLUMUIO MOYEK,
MOXeT MPUBECTU K 3HAYUTEMNbHLIM W3MEHEHWSIM TeMOAMHAMUKA WK WMHIMGUPOBAHMIO MOYEYHOro
TpaHcnopTa U, YBENMYEHWUIO CUCTEMHOI 3KCNO3NLUMM MeThopMUHa. [laHHble NekapcTBeHHble CpeacTaa
crnepyeT NPUMEHSITb C OCTOPOXHOCTbHO.



Hapywenusa ¢ynkyuu nevenu.

He pexoMeHayercs Ha3HayaTh BUWJIIATJIMITUH MAallMeHTaM C HapylleHHeM (pyHKLIMU [EeYeHH, B
TOM YHCIIE B ClTydyasix, korja no Havyana jgeueHus ypoBHu AJIT umun ACT Gonee yem B 2,5 pasza
MIPEBBIIIAIOT BEPXHIOKO IPAHUILY HOPMBI.

Koumponv axmusnocmu ¢pepmenmos nevenu.

CooOmranocs 0 peKuX ciayyasx HapyleHus: GyHKIUHN MeueHu (B TOM YHCIie TeNaTuT) BO BpeMs
JeYeHHs] BUWIAATIIUIITHHOM. DTO OCJIOKHEHHE, KaK MPaBUIIO, MPOTEKANI0 OECCUMITOMHO U 0e3
OCTAaTOYHBIX SBJICHUH, (YHKIUMOHAJIbHBIE TMPOOBI TEUEHU IOoclie OTMEHBI MpernapaTa
BO3BpaIlAIUCh K HopMe. Jlo Hawanma jedeHus npenapatoM [anbBycMeT® ciedyeT OLEHUThH
(GYHKIIMOHAJILHOE COCTOSIHUE TIEUEHU MalleHTa.

Ha npotskeHMH HEpBOro roja JedeHus npenapartoM IambBycMmer® cliefyeT KOHTPOJIMPOBATH
GbyHKIIMOHAIbHBIE TPOOBI IEUEHU KaXKIble 3 Mecdlla U jaajnee nepuoandecku. [Ipu BeisiBIeHUN
MOBBIIIEHHOW AKTUBHOCTH TpPAaHCAMMHA3 MALUEHTY JOJDKHO OBITh BBIMOJHEHO IOBTOPHOE
UCCJIEIOBaHUE JI TOJATBEPXKICHHUS IOJIYYEHHOTO pe3ysbTara, BIOCJIEACTBUUM HEOOXOAUM
Y4acThId KOHTPOJb (PYHKIMOHAJIBHBIX MPOO TMEYeHH OO0 WX HOpManu3auuu. B ciydae ecnu
B0o300HOBIIsIeTCsl TToBBIIeHHe akTuBHOCTH AJIT mmu ACT, npesimaromee BI'H B 3 paza wnm
Oonee, neueHue mpenapatoM aabBycMeT™ peKOMEHIYETCs NPEKPATUTh. 1IpH BOSHUKHOBEHHMH
KENTYXU WM JPYTUX MPU3HAKOB HapylIeHUS QYHKIUHU MEUEHU MAIUEHT JI0JDKEH MPEeKpaTUTh
npueM npenapara IansBycMeT®™ U HeMeJIEHHO 00paTHThCs K Bpady. B ciydae, eciu npenapar
TanbBycMeT® GbLI OTMEHEH 110 MPUYMHE Pa3BUTHS M0OOYHBIX SQ(PEKTOB CO CTOPOHBI HEUEHH,
HE CJIeAyeT BO30OHOBIIATH JICYEHUE ITUM IIPENapaToM IOCiIe HOpMaIU3aluu (yHKIIMOHATBHBIX
po0 neYeHHu.

Cepoeunas nedocmamouHocmo.

Knununyeckoe uccnenoBanre npuMeHeHus BugariunTuia y nanuentoB ¢ XCH knacca I-111 mo
NYHA mnoxkazano, 4To Jie4ueHne BIIAATIUIITAHOM HE BIUSET HA (YHKIHIO JIEBOTO KETyJ04uKa
WM Ha mporpeccupoBanue yxe umerorieiics XCH mo cpaBHennio ¢ mane6o. Knunndecknii
onbIT y nanueHToB ¢ XCH knacca III no NYHA, npuHuMaBmmx BUIIJArIUOTHH, TO-IIPEKHEMY
OTpaHHYEeH U UMEET HEeOllpeieJICHHbIE PE3YIbTaThl.

OneIT IpUMEHEHNS BUIAAMIMIITHHA B KIIMHUYECKUX MCHbITaHUAX y nanueHTtoB ¢ XCH knacca
IV o NYHA otcyTcTBYET, HO3TOMY €r0 IPUMEHEHUE Y TAKUX MAllUEHTOB HE PEKOMEHyETCSl.
Cocmosanus, conpogodcoarouuecs 2UnoKCcuel.

CepaieuHo-cOCyTUCThIA  KOJUIarnc (IIOK), OCTpas 3acTOWHas cepJedHas HEIO0CTaTOYHOCTD,
OCTpbIIl MHpAPKT MHUOKapJa U JPyrue COCTOSIHUSA, COMPOBOXKJIAIOIIMECS THIOKCEMHUEH, MOTYT
NPUBOJUTH K PAa3BUTHUIO JIAKTOAIM/103a, a TaKXe BbI3bIBaTh IpepeHalbHyl0 a3zoremuio. I[Ipu
BO3HMKHOBEHMH MOJ0OHBIX COCTOSHMI BO BpeMs JiedeHus npenapatoM [ansBycmeT®, npenapar
JIOJI’KEH OBITh HEMEJIEHHO OTMEHEH.

Hapywenusa co cmoponwvl kKodrcu.

OnpIT NpUMEHEHHS Yy TMAalUEeHTOB C JUA0ETUYECKUMHU OCJOKHEHUSIMHU KOXXU OTpaHHYEH.
[Tockonbky B TMOCTMAapKETHHIOBOM ONBITE COOOINANOCH O ciay4asx OyJUIe3HBIX U
9KC(OIMATUBHBIX MOPAXKEHUH KOXKH, PEKOMEHIYETCS PEeryJspHbIi MOHUTOPUHI COCTOSTHUS
KO>H NallMEHTOB HAa HAJIMUUE HAPYIIEHUH, TAKUX KaK BOJIABIPU W U3bS3BICHMUS.
Ilankpeamum.

[TockonbKy B MOCTMapKETHMHIOBOM OIBITE COOOLIANIOCH O CIIydasX OCTPOro MaHKpeaTHTa,
cilenyeT NpouH()OPMHUPOBATH MAllMEHTAa O XapaKTEPHOM CHUMITOME OCTpPOro MaHKpeaTuTa -
MOCTOSIHHOM CHIIbHOM Goiu B kuBoTe. Halmroanoch ucye3sHOBEHHE CUMIITOMOB IaHKpeaTuTa
nocJie mpeKpalieHus npueMa BuiarunTuHa. [lpyu Hanuuuu B aHaMHe3e OCTpOro MaHKpeaTuTa,
BUJIIATJIMIITHH CJIETYET OTMEHUTD.

Ynompebnenue anxozons.

VY CTaHOBIIEHO, YTO AJNKOTOJIb YCHIMBAET 3(pdext MeThopMUHa THAPOXIOpUAA Ha METabOIU3M
naktata. [lanuMeHToB ciemyeT NpeaynpexaaTh O HEAOMYCTUMOCTH  3J0yHOTpeOIeHUs
ankoroneM Ha (oHe JeueHUs MeT(HOPMHUH-COJIEpXKAIIUX IpernaparoB (TaKUMH  Kak
I"aneBycmet™).



AJKOTOJIbHOE OTIBSTHEHUE CBS3aHO C MOBBIIICHHBIM PHCKOM Pa3BUTHSI JTAKTOAIIM032, OCOOCHHO
B CIIy4asiX TOJIOJaHusl, HeJOEeJaHus WK HapylIeHus QyHKINU eUYEHH.

T'unoenuxkemus.

VY NalueHToB, NONYYAIOMUX TONbKO mHpenapaT [anbBycMer®, IHMIIOTIHKEMHS OOBIMHO He
BO3HUKAET, OJIHAKO 3TO BO3MOXKHO MPHU HEIOCTATOYHO KATIOPUHHOM MHUTAHWUU, B CIIydae, €CIH
IIPU UHTCHCUBHBIX (PU3MUECKHX HArpy3Kax SHEpreTHUeCKHe MOTEepPH He BOCIIOIHSIOTCS MULICH,
WM 1pu npueMe ankorois. [IpenpacnonokeHpl K pa3BUTHIO TMIOTIMKEMHUH JIMIA MOKUIOTO
BO3pacTa, OCJIa0JICHHbIE WX IJIOXO MUTAIOLINECS MAUEHTHI, NAUEHThl ¢ HEAOCTATOYHOCTHIO
KOpBl HAJIIOYEYHUKOB, TUIOMHTYUTAPU3MOM HWIU aJKOTOJILHON WHTOKCHKAIUEeH. Y il
MOXKUJIOTO BO3pacTa M TMAIMEHTOB, MOJIYYAIOIIUX OeTa-aJpeH0oOI0KaTOPhl, pacro3HaBaHHUE
TUTMOTIMKEMHUH MOYKET OBITh 3aTPYIHECHO.

[Ipenapatel  cynbhonuamoueBuHbl  (IICM)  BBI3BIBAIOT  THNOTJIMKeMHIO.  [lalMeHTsl,
NPUHUMAKOIINE BWIIANUNTAH B KomOuHanmu ¢ [ICM, MOryT OBITh MOABEPKEHBI PHUCKY
pa3BUTUsL TUINOTIMKeMuu. Jlig CHIDKEHHS pUCKA PAa3BUTUS TUIOTIMKEMHUHM  CIEIyeT
paccMOTpeTh BO3MOKHOCTh Ha3HA4YeHUs OoJiee HM3KUX 1103 [ICM.

Bausnue na yposens gumamuna Bi2.

Bo Bpems nedeHuwst MeTGOpPMHHOM, SBISIFOIIMMCS OJHMM W3 KOMIIOHEHTOB IIperapara
TanbBycMeT®, mpuOIM3UTENLHO y 7% HAlMEHTOB HAOMIONANOCh OECCHUMITOMHOE CHHKEHHE
YpOBHs BUTaMuHa B12 B CBIBOPOTKE KPOBH.

OTO OTKJIOHEHHUE KpaiHe PeIKO CONPOBOXKIAIOCH aHEMHEW U OBICTPO MCUE3aJI0 MOCJIe OTMEHBI
MeTQOpMHHA THUAPOXJIOpPHUIA W/MIM TOCIe Ha3HaueHWs BHUTaMuHa Bi12. Pexomenayercs
KOHTPOJIUPOBATh J1a00OpaTOpHbIE MOKAa3aTelIX KPOBH Yy MAalMEHTOB, MOJYYaIOLIUX Ipernapar
TaneBycMeT®, He pexe | pasa B roj, B cllydae 0OHAPYKEHUS JTIOObIX BHIPAKEHHBIX OTKIOHEHHIA
OT HOPMBI JTOJKHO OBITh Ha3HAYEHO COOTBETCTBYIOIIEe oOciie/joBaHKe U JiedeHue. [lannenTsl
OIpEEIIEHHON KaTeropuu (HanpuMep, Ipu HEAOCTaTOUYHOM COJIEpP’KaHUU B pAl[MOHE BUTAMHHA
Bi2 miam kxanpmms, a Takke HapyNICHUM BCACBIBAHMS STHUX BEIIECTB) IMPEIPACIIOIOKEHBI K
CHI)KCHUIO YPOBHS BUTaMUHa Bi12. Y TakuxX ManueHTOB OMpaBAaH PETyNSPHBIA (Kak MUHUMYM |
pa3 B 2-3 rosa) KOHTPOJIb ypOBHS BUTaMuHa B12 B ChIBOpOTKE.

Xupypeuueckue emeuwiamenbcmea.

[IpreM MeThOPMHH-COEPKAIMX MpenapaToB (Takux kak LambBycmer®) HOMKeH OBITh
MPEKpallleH Ha BpeMs OMNepaluy Mo oOIel, ClIMHAIBLHONW WM SMUIYpATbHON aHecTe3uel (3a
UCKITIOYCHHEM HE3HAYUTEIIbHBIX TPOIECAYpP, HE CBSI3aHHBIX ¢ OTPAaHHYCHUEM INpHeMa IHIMU H
XKHUJIKOCTH), U MOXET OBITh BO3OOHOBIIEH HE paHee, yeM depe3 48 yacoB MOCie ONepalnuu Hiu
MOoKa MepopajibHOE MUTAaHHE MalUMeHTa HE BO30OHOBUJICS W TOJBKO €CIHU OO0CiIeq0oBaHHe
(GYHKITUH TOYEK MOATBEPKIAET €€ CTAaOUIBbHOCTb.

Uzmenenue cocmosnus nayueHmos ¢ paree KOHMpOoIupyemviM caxapHvim ouabemom 2 muna.
[TarueHTOB ¢ caxapHbIM quabeToM 2 THIA, paHee XOPOIIO KOHTPOIMPYEMBIM IMPH MOMOIIH
npenapara [anpBycMeT®™, IIpU pa3BUTHU OTKJIOHEHHUH OT HOPMBI B 1aOOPaTOPHBIX MOKA3aTeIsIX
(oco0eHHO, eclli CHMIITOMBI CJIa00 BHIPAKEHBI MM HE YCTAHOBJICH JMArHO3), HEOOXOAMMO KaK
MOXHO OBICTpee o00cCienoBaTh Ha MpeaMeT KeTOoalua03a W/WIM JakToanuao3a. B cimydae
oOHapyxeHHs 1M000H M3 »TuX (GopM anumosa npenapar IlambBycMeT® JOMKEH OBITH
HEMEJIEHHO OTMEHEH, a MallMeHTy Ha3Hau€HO COOTBETCTBYIOLIEE JICUEHHUE.

Ilomeps koumpons 2110K03bl 8 KPOSU.

Y mnauueHToB €O CTaOMIBHBIM MEAMKAMEHTO3HBIM KOHTPOJEM TIJIMKEMHH, CTPECCOBbBIE
BO3JICHCTBUS, TaKUE€ KaK JIMXOPAAKa, TPaBMbl, MHPEKINUU, XUPYyPrUUYEeCKHe BMEIIATEIhCTBA,
MOTYT BBI3BIBATH BPEMCHHYIO ITOTEPIO TIIMKEMHYECKOTO KOHTPOJIA. B IMOMTOOHBIX clTydasx
MOYET BO3ZHHUKHYTh HEOOXOZMMOCTh BO BpPEMEHHOH OTMeHe mpemapara IlambBycmer® u
Ha3HAuYeHMH MHCynuHa. [locle KynMpoBaHMS CHMIITOMOB JiedeHHe IpenapatoM Iambycmer®
MOYXET OBITh BO30OHOBJICHO.

Buympucocyoucmoe gederue tioocooepaircauyux KOHMPACMHBIX BeUleCmaE.

BryTpucocynucToe BBeACHHE WOICOMAEPKAIIMX KOHTPACTHBIX BEIIECTB MOXET BBI3BATH
KOHTPaCT-MHAYIMPOBAHHYIO HeppomaTHio, KOTopas MPHUBOJUT K  aKKyMYJUPOBaHUIO



MeThOpMHUHA H TIOBBIIIICHHOMY PHCKOM pPa3BUTHS Jakroamumao3a. [Ipuem mpemapaTos,
cofepxamux MeThOpMHUH (TakuxX Kak IampBycMer®), MOKeH OBITH TpeKpalleH 10 WIH BO
BpeMsI BU3YAIIBHOTO 00CJIEIOBAaHUS, M HE JOJKCH BO30OOHOBISATHCS B T€UeHHE 48 4acoB mociie
o0cIieIoBaHus, a TOCIEAYIONIHIA €ro MPHEM MOXKET OBITh Ha3HAYEeH TOJIBKO €ClIi 00CIIeI0BaHne
(GYHKITUH TOYEK TOATBEPKIACT €€ CTAOUIBHOCTS .

Ocodennocmu  61UAHUA  JIEKADCHMBEEHHO20 CPEOCM6a HaA CHOCOOHOCMb  YRPAGIAmb
MPAHCROPMHBIM CPEOCHIBOM UIU OPYZUMU HOMEHYUATLHO ONACHBIMU MEXAHUIMAMU.
HccnenoBanuii 0 BIUSHUM HA CIIOCOOHOCTH YIPABJIATH aBTOTPAHCIIOPTOM HIJIM MEXaHHU3MaMH HE
npoBoawioch. [lanmMeHTaM, y KOTOPBIX MOXKET BO3HUKHYTb TIOJOBOKPYJKEHHE, Kak
HeOJaronpusTHas peakiys, cleayeT u30erarb yHmpaBlIeHHS aBTOTPAHCIOPTOM WM IPYTUMHU
MOTCHIUAIBHO OITACHBIMU MEXaHU3MAaMHU.

Jlexapcmeennvie 3aumooericmeus.

Bo Bpems oqHoBpemMenHOT0 ipuMeHeHus Buigariuntuaa (100 mr 1 pa3 B a1eHb) 1 MeThOpMHUHA
rugpoxyopuna (1000 mr 1 pa3 B 1neHb) KIMHUYECKH 3HAYUMBIX (HapMaKOKUHETUYECKHX
B3aMMOJICICTBUI He Habmojganock. B3anMopeilicTBue KaKIOro W3 KOMIIOHEHTOB IperapaTa
TanbBycMeT® ¢ ApyrUMH JI€KapCTBEHHBIMH CPEICTBAMU OBLIO TIATENEHO M3YUYEHO.

Huxe mnpuBeneHsl cBeaeHUs, OTOOpakamollue IOCTYyNHYI0 HH(DOpPMALMIO OTHOCHTEIHHO
WH/IMBUAYAJIbHBIX IEHCTBYIOIIMX BEIIECTB (BUIIJATIUIITHHA U METPOPMHUHA).

Bunoaznunmun

BunparnuntuH uMmeeT HM3KMM MOTEHLHMal pa3BUTHS JIEKAPCTBEHHOIO B3aUMOIECHCTBUS.
[TockonbKy BWINATTUNTAH HE SBIAETCS CyOCTpaTtoM (EpMEHTOB CHUCTEMBI IIMTOXpOMa
P (CYP) 450, a taxxe He uHruOUpyeT U He unaynupyet Gepmentsl CYP 450, B3aumoeiicTBue
BWIJIATJIMIITUHA C JIPYTMMH JIEKApCTBEHHBIMHM CpEJICTBAMHM, SIBISIOIMIMMUCS CyOCTpaTamu,
WHTUOUTOPAMH WM WHAYKTOPAMH dTOH (epMEHTHON CHCTEMBI, MAIIOBEPOSITHO.

BunparnmunTuH He BIUsSET HA METa0OIMUYECKUI KIMPEHC IpenapaToB, METAO0IN3UPYIOLIUXCS C
yuactuem CYP 1A2, CYP 2C8, CYP 2C9, CYP 2C19, CYP 2D6, CYP 2E1 u CYP 3A4/5.
Bbuin BBIMOTHEHBI MCCIIEOBAHUS 1O B3aUMOCHCTBUIO BWIJATIMIITUHA C JIEKAPCTBEHHBIMHU
CpelICTBaMH, 4acTO Ha3HaYaeMbIMU IPU CaxapHOM auabere 2 TuIa, a TaKKe C MpernapaTami,
UMEIOIMMHU  y3KUH TepaneBTUYECKUH Juama3oH. B pesynbrate 3THX HCCIEIOBAHUH,
KIMHWYECKH 3HAYMMBIX B3aUMOJCHCTBHN BWIATIMITHHA C JPYTHMH TI€POPATHLHBIMHU
CaxapoCHIDKAIOIIMMHU  TpenapaTaMu  (TIMOEHKIAMUIOM, THOTJIMTA30HOM, MeT(hopMuHa
THIIPOXIIOPHIOM ), aMJIOJUITUHOM, JUTOKCHHOM, PaMHIIPHIIOM, CHMBAaCTaTHHOM, BaJICAPTAHOM U
Bap(apruHOM 0OHApYkKEHO HE ObLIO.

Kak B ciaywae w C JpyrMMH TIPOTHBOAMA0CTUYECKHMH JIEKAPCTBEHHBIMU CpPEICTBAMH,
TUIOTIIMKEMUYECKOE JIeHCTBHE BHAAMIMITHHA MOXET OBITh OCNAabI€HO TaKUMHU BELIECTBAMHU
KaK THA3U/Ibl, KOPTUKOCTEPOU/IbI, THPEOHUTHBIE CPEICTBA i CHMIIATOMUMETHKH.

Mempopmuna eudpoxnopud

OTHOCHUTENBHO (apMaKOKMHETHYECKUX B3aUMOAECUCTBUI MEeT(OPMHIHA U3BECTHO CIIEAYIOIIEE:
@ypocemuo. dypocemun ysenuuuBaeT Cmax u AUC wmeTdopMuHa, MOYEUHBIH KIMPEHC
MeTGOpPMHHA TPU ITOM OCTaeTcss Hem3MeHHbIM. MeTgopmuHn cHikaeT Cmax 1 3HaueHue AUC
dypocemunia, He OKa3bIBask BIMSIHUS HA TOYSHHBIA KIMPEHC MTOCIIETHETO.

Hugeounun. Hudenunuu yckopsier BcacbiBanue, yBennunBaeT Cmax 1 AUC merdopmuHa, a
TaKKEe YCHJIMBAET €ro AKCKPEIHMI0O ¢ MOYOi. MeT(pOpMHUH HE OKa3bIBaeT CYyLIECTBEHHOTO
BJIMSHUS Ha (PapMaKOKMHETHKY HU(EIUITHHA.

Tubypuo. TmuOypun He BimseT Ha (papMaKOKMHETHYECKHE W (papMaKOAMHAMUYCCKUC
napameTpsl MetdopmuHa. IIpu ogHOBpeMEHHOM NpUMEHEHHH MeT(OpMHUHA U TIHOYpHIA,
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HaOmonanu cHmwkeHue Cmax 1 AUC rnulypuaa, OIHAKO BBIPAXEHHOCTb 3TOrO 3(dexTa
BapbHUpOBaJa B MIMPOKHX Npenenax. KimHnueckoe 3HaueHUE MOTyYeHHBIX JAaHHBIX HESICHO.
Hoocooepacawue xonmpacmuvie cpedcmea. TlpueM TIpenapaToB, COAEPKAIIUX MeT(hOPMHUH
(Takux kak IameBycmer®), HOMKEH OBITH MPEKpAIleH 10 MIM BO BPeMs BH3YadbHOTO
o0cenoBaHus, U HE IOJDKEH BO30OHOBIIATHCA B TeueHHE 48 4yacoB mocie 0o0CienoBaHUs, a
MOCJICTYFOIIUI €ro TPUEM MOXET ObITh Ha3HAYEH, TOJIBKO €CIIM 00CIeIoBaHHe (PYHKIIUH TTOYEK
MOJITBEPIKIAET €€ CTA0MILHOCTh

JlexapcmeernHvle cpedcmea, cHudCauue 8bleedeHue MemgpopmMuta.

ConyTtcTBylolee NpUMEHeHne nekapcTBEHHbIX CPeacTB, KOTOpble NPensaTCTBYIOT (PYHKUMOHMPOBAHMIO
o6LLel TpaHCMOPTHOM CUCTEMbI NMOYEYHbIX KaHanbLeB, 3a4eNCTBOBAHHOW NpU BbiBeAEHUN MeT(opMUHa
noykamu (Hanp., TpaHcnopTep opraHudecknx katumoHoB 2 (OCT 2)/MHrnbutopbl 6enkoB 3KCTPy3uu
nekapcTBeHHbIX npenapaToB u TokcuHoB (MATE), Takme kak paHonasuH, BaHAETaHWO, JonyTerpasup u
LUMETUAMH), MOTYT yBENUYMBATL CUCTEMHYIO 9KCMO3ULMIO METOPMUHA.

Ilpouue npenapamsi. HekoTopsie mpemapaTsl MOTYT OTPHUIIATEIBHO BIUATH HA QYHKIHIO TIOYEK,
4TO MOXKET YBEJIUYUTH pHUCK JIAKTOAIIN]103a, HanpuMmep, HECTEPOUJIHbIC
MIPOTUBOBOCTIATIUTEIILHBIC CPEACTBA, BKIIOYAS CEJIECKTUBHBIC WHTUOUTOPHI IHUKIOOKCHTEHA3HI
(IOI') I, waruduroper AIID, aHTaroHMWCTH peueNnTOpoB aHruoTeHsuHa Il m aumypeTukw, B
O0COOCHHOCTH TIETIIEBbIC AUYPETUKH. [Ipy Havae mpreMa Wi UCTIOIb30BAaHUU TaKUX CPEJCTB B
coueTaHuM ¢ MeT(hOPMUH-COEPKAIMMY npenapatamu (Harnpumep, [anpBycMer”™), HeoOXoaUM
THIATETBHBIA KOHTPOJh (YHKIMK TMOYeK. HeKoTopble JEeKapCTBEHHBIE CPEICTBA MOTYT
BbI3bIBaTh THIEPIIIMKEMHUIO U, BCIEACTBHE O3TOrO, JEKOMIICHCAIMIO caxapHoro auadera.
[TomobubIM 3ddexkToM 00NaTaI0T THA3UABI W TPOYHUE JUYPETHKH, KOPTHKOCTEPOHIBI,
(dbeHoTHa3uHbI, MpenapaTbl THPEOUTHBIX TOPMOHOB, 3CTPOreHbI, IEPOPAIbHBIE KOHTPALICTITUBEI,
(EHUTOVH, HUKOTHHOBAs KHUCJIOTa, CHMIIATOMHUMETHKH, OJOKATOPHl KaJbI[MEBBIX KaHAIOB W
n3oHuasuj. [lpy Ha3HAueHMHM WIM OTMEHE STUX I[PenapaToB MalUeHTaM, MMOIYYarolIUM
MeT(HOPMHUH, HEOOXOIUMO YacTO KOHTPOJIUPOBATH YPOBEHb TIIIOKO3BI KPOBH M CBOCBPEMEHHO
KOPPEKTUPOBATh 103y MeT(HOpMHUHA.

[ManmenTsl, momyvaromme MeTGopMuH (OJHY M3 aKTHBHBIX CyOCTaHITMI, BXOJSIIYIO B COCTaB
npenapara [aneBycMeT™), UMEIOT TOBBILEHHBIH PHUCK PasBUTHS JAKTOALUA03a BO BpeMs
OCTpO# aJKOTOJIFHOW MHTOKCHKAIMH (0COOEHHO Ha (POHE JUIMTENBHOTO IMEpPHO/Aa TOJOAAHUS,
UCTOLIEHUS] WJIM TMEYeHOYHOW HemocraToyHocTH). CriemyeT u3beraTh mpueMa ajKoroys H
AJIKOT0JILCOJIEPIKAIIKX TIPENAPaTOB BO BpeMs jieueHus npenapaToM [anssycmer®.

dapmakoJiorHyecKue cBoiicTBa.

Dapmakoounamuxa.

IIpenapar ansBycmeT® mpescTaBisgeT coboii KOMOMHAIMIO JABYX CaXapOCHUKAKOIIMX CPEICTB
C pa3IMYHBIMM MEXAaHW3MAMM JACWUCTBHSA MU YJYYIIEHUS INIMKEMHYECKOrO KOHTPOJIS Yy
NAalMeHTOB C caXapHbIM auabeToM 2 TuNa: BWIJANNIMOTHHA W3 Kjacca HWHTUOMTOPOB
munentuauanentuaasbl-4 (JII111-4) u meTdhopmuHa ruIpoXI0opUIa U3 Kilacca OUTYaHHIOB.
BunparnuntuH sBisieTcs NpeACTaBUTENEM Kilacca CTUMYJSTOPOB OCTPOBKOBOIO ammapaTa
HOJDKETYJOYHOM Kelle3bl U CUIIbHBIM celeKTHUBHbIM nHruouropom /II1I1-4, npengHasHaueHHBIM
JUISL yIy4IIEHUs TIUKEMU4eckoro KoHTpois. B pesynbrare yruerenus [III1-4 BospactaroT
YPOBHHU 3HJIOTEHHBIX MHKPETHHOBBIX TOPMOHOB TirOKaroH-mogob6Horo mentuga-1 (ITITT-1) u
TIII0K0303aBUCHMOT0 MHCynuHOTporHoro mnonunentuaa (IMII) waromak m mocne mpuema
MUIIIH.

MetdopMuHa TUAPOXIOPU CHIXKAET HMPOITYKIHIO IVIFOKO3bI B IIEUEHH, TOJIaBIIsIET BCAChIBAHNE
[JIIOKO3bl B KHMIIEYHMKE M YJIyYIIaeT YyBCTBUTEIBHOCTh K HHCYJIMHY ITyT€M ITOBBIIICHUS
nepuepuyecKoro 3axBaTa ¥ yTWIM3ALKHU TII0KO3bl. MeT(hopMuHa THAPOXIOPU]] CTUMYIHUPYET
BHYTPUKIJICTOYHBIM CHHTE3 TJUKOT€HAa IIyT€M BO3ICHCTBHS Ha TINIMKOICHCHHTETazy H
YBEJIMYEHUSI TPAHCHOPTHOM CIIOCOOHOCTH HEKOTOPBIX MEMOpPAaHHBIX NEPEHOCUYHMKOB TIIFOKO3bBI
(GLUT-1 u GLUT-4).

IIpenapam I'anveycmem®
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O¢ddexTuBHOCT, U 0E30MACHOCTH OTAEIBHBIX KOMIIOHEHTOB IIperapara yCTaHOBICHBI paHee,
IpU 3TOM KOMOMHHUPOBAHHOE MPUMEHEHHE OT/EIbHBIX KOMIIOHEHTOB Ipernapara M3y4yeHO Ha
npeaMeT d¢pdekTuBHOCTH U 0€30MacHOCTH B KIMHUYECKHX HCCIeIoBaHUsAX. JlaHHBIC
UCCJIEIOBaHMs YCTAHOBUJIM JIOMOJHUTENbHOE MPEUMYIIECTBO BUJAATIUITHHA y MallUEHTOB C
caxapHbIM JUa0ETOM 2 THUIIA, Y KOTOPBIX JIeUeHUE MEeT(HOPMHUHA THUIPOXIOPUIOM HE TIO3BOJISIO
JOCTUYb aJIEKBATHOTO KOHTPOJIA.

Bunoaenunmun

[TpueM BUIIATIUIITHHA IPUBOAUT K OBICTPOMY U MOJTHOMY ToaBiieHuio aktuBHocTH J(I111-4. V
MAIMEHTOB C CaXapHBIM JUa0eTOM 2 TUMA, BWIJATJIUNTHH IMOJABIISET aKTUBHOCTH (hepMeHTa
HIII-4 na nporsbkeHun 24 4. Ilyrem yBenuyeHusl 3HAOTCHHBIX YPOBHEW HMHKPETUHOBBIX
TOPMOHOB, BUJJIATJIMIITHH MOBBIIIACT YyBCTBUTEIBHOCTh O€Ta-KIETOK TOHKEITYTI0YHOM JKeNe3bl
K T[JIOKO3e, YTO TMPHUBOJUT K YCHWJICHHMIO TJIIOKO303aBUCHUMOW CEKpEUUU HWHCYJIUHA.
Bunnarnuntus B 103 50 mr win 100 Mr B CyTKH 3HAYUTEIHHO YIIYYIIAST MOKa3aTed (QyHKIIUN
0eTa-KJIeTOK Yy MAaIMeHTOB C caxapHbIM Auaberom 2 Tuma. BeipaxkeHHOCTh 3TOro 3hdexTa
3aBUCHT OT MCXOJHOW CTENEHU HapyHIeHHs (QYHKIHH OeTa-KIETOK, y JIHI, HE CTPaJarOIIuX
caxapHbiM JAuabeToM (C HOpPMaJbHBIM YPOBHEM TIUIIOKO3bl) BWJIJATJIMITUH HE YCHUJIMBAET
CEKPELMI0 MHCYJIMHA U HE CHUYKAET YPOBEHb IJIFOKO3BI.

VBennuuBasg ypoBeHb »HAoreHHoro I[TIII-1, BUIgarJunTUH NOBBIIAET YYBCTBUTEIBHOCTH
anb(a-KIETOK K TIJIOKO3€, YTO MPHUBOJUT K YIYUIICHHUIO KOHTPOJS CEKPElHH TIIOKaroHa
MOCPEACTBOM TJIFOKO303aBHCHUMOI0 MeXaHuW3Ma. B cBoro ouepenp, mojaaBiieHHE H30OBITOYHOM
CEeKpeluy  TIJIIOKaroHa B  OTBET HA TPUEM THUIIM  CIHOCOOCTBYET  CHIDKCHHUIO
MHCYJTUHOPE3UCTEHTHOCTH.

YBenu4eHue COOTHOUICHHS] WMHCYJIWH/TJIFOKAarOH BO BpEMs THIEPTIUKEMUN TPUBOIUT K
MOBBIIICHUIO YPOBHS MHKPETHHOB W CHIKEHUIO BBHIPAOOTKM HATOINAK U IMOCTIPAHAHAIBLHOM
MPOYKIIMH TJIFOKO3bI B IEYCHH, OJ1aroiapsi 4eMy JTOCTUTACTCSI CHIYKEHUE TITMKEMUH.

3asepKKa OMOPOKHEHUS JKETyJIKa, SIBJISIOMIAACS OJHUM W3 M3BECTHBIX I((HEKTOB MOBBIIICHUS
ypoBusi ['TIII-1, Bo Bpems NedeHHs] BWIJATTUOTHHOM He HaOmonanack. Kpome Toro, mpu
MPUMEHEHNUN BUJIAATIUINITHHA HAOJIIOMAIOCh CHIDKEHHE YPOBHSI MOCTIPaHANAIBHON JIMTIEMUH,
HE CBSI3aHHOE C OMOCPEIOBAHHBIM WHKPETHHAMH YIIYYIIEHUEM (YHKIIMH OCTPOBKOBBIX KIETOK
MOJKETY IOYHOM KEJE3bI.

Memdgopmuna cudpoxiopuo

MetrdhopmuHa THAPOXTIOPU YIyUIIAeT TOJEPAHTHOCTHh K TIIOKO3€ y MAIMEHTOB C CaxapHBIM
nuaberoM 2 Tuma, CHUXKas Kak Oa3albHBIA, TaK U TOCTIPAHIUATBHBIA YPOBHU TIIOKO3HI B
wiasme. B oriauune ot mpenapatoB Cynb(QOHUIMOYEBUHBI, METQOPMHUHA THAPOXJIOPHUI HE
BBI3BIBACT TUIIOTIUKEMHUIO HH Y TIAIIMEHTOB C CaxapHbIM quabeToM 2 THMa, HA Y 3J0POBBIX JIHIL
(32 UCKJTFOYEHHEM OCOOBIX OOCTOSITENIHLCTB) U HE MPUBOJUT K MOBBIMICHUIO YPOBHSI WHCYJIMHA.
Bo Bpems neuenus MmeTgopmMuHa TUAPOXIOPUIOM CEKPEIS MHCYIHMHA OCTaeTCs HEU3MEHHOH, a
0a3anbHBIN U CTUMYJHMPOBAHHBIN YPOBHU MHCYJIMHA B IJIA3ME MOTYT JIa)K€ CHUKATHCS.
MetdopMuHa TUIPOXIOPU] OKa3blBaeT OIarompusTHOE JEeHCTBHE HAa OOMEH JMIHIOB, HE
3aBHCsIIEe OT €ero caxapocHmwxkatromero ds@dekra. MeTrpopmMuHa THUIPOXJIOPUT B
TEpaneBTUYECKUX J103aX CHIDKAET YPOBEHb 0O0Imero xosecrepuna, xonecrepuHa JIITHIT u
TPUTJIALICPUIOB.

Dapmaxkokunemuxa

Bcacvisanue

TanbycmeT®

B uccnenoBanuy OMOSKBMBAIEHTHOCTH, TPEX PasHbIX 103 mpenapata Iamsycmer® (50 mr/500
mr, 50 mr/850 mr m 50 mr/1000 mr) cpaBHUBaIu cO CBOOOJHBIMU (HE(PUKCHUPOBAHHBIMH)
KOMOMHAIMAMU BWJIAAMIMOTHHA U MeT(OpMUHA THAPOXJIOPHIA B COOTBETCTBYIOUIMX 03aX.
beuta  mpoxeMoHCTpHUpoBaHa — OMOIKBHBAJIECHTHOCTh  O0OOMX  KOMIIOHEHTOB  Ipenapara
TanbycmeT® o nokaszateasMm AUC 1 Cmax KOMIIOHEHTaM CBOOOIHBIX KOMOUHAIMIA.
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[Tpriem mumM HE BIUSET HAa CKOPOCTh M CTENCHb BCACHIBAHWS BIIJATTUNTHHA MPU MPHEME
npenapara ansBycMer®. Cmax 1 AUC MeTdOpMHHA T'MAPOXIOPUIA, BXOJALIETO B COCTaB
npenapara I'ansBycMeT®, Ipu NpUeMe TOro MmpenapaTa BMECTE C NUIIEH cHUKAOTCS Ha 26% u
7% COOTBETCTBEHHO. YBenuueHue mnokazarenst Tmax merdopmuna rugpoxiopuaa (ot 2,0 mo
4,04) mpu mpueMme IMpernapara BMECT€ C MUIIEH CBUAETEIBCTBYET O TOM, YTO CKOPOCTh
BCAChIBaHMsI MET(POPMHUHA MPHU 3TOM TaKkKe cHUxkaercs. [Ipu npueme oJHOBpEMEHHO € MUIIEH
MEeTQOpPMHUHA THIPOXJIOpPHAA B BUAE OTACIBHOIO Ipernapara HaOMI0JA0TCS MOAO0OHbBIE, HO
6onee BbpaxeHHble U3MeHEHUS Cmax 1 AUC. BinusHue npuema nuum Ha (GpapMaKOKHHETUKY
BUILIATJIMITHHA U MeT(GOPMUHA TUAPOXJIOPHIA B cocTaBe npenapaTa [anbBycMeT™ ObLIO TaKUM
ke, Kak U Ha (PapMakOKMHETUKY BWIJAIVIMITHHA W MET(HOpPMHHA THAPOXJIOpPHAAa B BUIE
OTJIEJIbHBIX IIPENapaToB.

Buigaruntus

[Tocne mpuema BHYTph HATOIIAK BHJIJATJIMITHH OBICTPO BCACBIBAETCS, €r0 KOHIEHTpAIHS B
I1a3Me JOCTUTaeT MUKOBOro ypoBHA uepe3 1,75 4. Ilpu mpueme mpemnapara OJHOBPEMEHHO C
IUIIEH CKOPOCTb €r0 BCACBIBAHMSI CJIETKA CHUXKAETCS, O YEM CBUJECTENIbCTBYET CHH)KEHUE €r0
MIMKOBOM KOHULEHTpauuu B miadme Ha 19%, u yBennueHHe BpEMEHH JOCTUKEHHUS IHUKOBOU
KOHIEHTpauuu 10 2,5 4. BMecte ¢ TeM npuemM NUIIM HE BIMSET HA CTENEHb BCACBIBAHUS
npenapara u ero ooyt sxcnosuiio (AUC).

MetdhopMuHa THIPOXIOPUT

[Ipu mnpueme BHYTph Haromak 500 mr merdopMHHA THAPOXJIOPHIA €ro abCoNIOTHAS
01Oo0CTYIHOCTh cocTaBisieT 0koio 50-60%. B uccinenoBanusx, OCHOBaHHBIX Ha OJJHOKPAaTHOM
NepopabHOM TMpueMe TabJeTHPOBAHHOIO IpernapaTa METGOpMUHA THAPOXJIOpUIA B 103€ OT
500 mr go 1500 mr u ot 850 mr mo 2550 mr, ObUIO YCTaHOBIIEHO, YTO (hapMaKOKHHETHYECKHE
napaMeTpsl MeT(GOpMUHA THAPOXJIOPUAA HE TMPOMOPLHOHAIBHBI BBEACHHOM [103€, 4YTO
00yCIIOBIEHO CKOpee YXyIUIEHHWEM BCAChlBaHMs IIperapara C YBEJIWYEHHEM JI03bl, 4YEM
M3MEHEHHEM CKOPOCTH €ro BbIBeleHHUs. [IpueM NuIIM CHUXKAeT CTeNeHb BCAaChIBAHUS U, B
MEHbBIIEH  CTENeHH, CKOPOCTh BCAachlBaHUS  MeT(QopMHUHA TUAPOXJIOpUIA, O UeM
CBHUIIETENBCTBYET CHUXKEHUE Cmax mpubnmsutensHo Ha 40%, cHmwkenne AUC Ha 25% u
YBEJIMUEHUE BPEMEHU JTOCTHIKEHHS MUKOBOM KOHIEeHTpauuu B miazMe (Tmax) Ha 35 MuH mnpu
OJIHOKpaTHOM npueMe 850 Mr TaldieTupoBaHHOIO MeT(GOPMHUHA THIPOXJIOpUIA OJHOBPEMEHHO
C IUILIEH 110 CPaBHEHUIO C IPUEMOM TOM k€ 03Bl ITpenapaTa HaTouiak. KimHuueckoe 3HaueHUe
JTUX HAOMIOAEHUH HEU3BECTHO.

Pacnpeoenenue

Bunparnuntus

CreneHp CBs3BIBAaHUS BUWJIJATTWINTAHA ¢ OenkamMu 1ia3mbl  Hu3kas  (9,3%), mpemapat
PaBHOMEpPHO pacIpelesseTcsl MeXIy IUla3MOW M KpacHbIMM KileTkamMu KpoBu. Ilocne
BHYTPUBEHHOTO BBEICHMSI CpPEAHMI 00BEM pacnpeaeneHus BWIJIATIUITHHA B PaBHOBECHOM
coctosiHuM (Vss) cocTaBisieT 71 11, YTO CBUAETENLCTBYET O PACHPEIECIIEHUN BO BHECOCYIUCTOM
IIPOCTPAHCTBE.

MetdopmMuHa ruAPOXJIOPUA

[Tocne ogHOKpaTHOrO MpreMa BHYTpb 850 Mr MeTgopMuHa MHAPOXIOPHIA, KAXKYIIHICS 00beM
pacrpenenenus (V/F) B cpennem cocrasiser 654 + 358 1. MeTdopMuHa THAPOXIOPUT] TTIOUYTH
HE CBSI3bIBAETCA C OENKaMHU MJIa3Mbl, B OTJIMYUE OT MPENapaToB CyIb(OHUIMOUYEBHUHBI, CTETIEHb
CBSI3bIBaHMA C OelkaMu IuIa3Mbl KOTOpBIX mpeBbimaer 90%. MetdopMuHa THIPOXIOPUT
HAKaIlJIMBAeTCsl B OPUTPOIMTAX, CO BPEMEHEM €ro KOHIEHTpALUs B IPUTPOLUTAX BO3PACTAET.
[Tpu npuMeHeHNH OOBIYHOTO peKUMa JO3UPOBAHUS, PABHOBECHAsI KOHIEHTpalus MeT(hopMuHa
TUAPOXJIOPHUIA B IJIa3Me JocCTHTaeTcs 3a 24-48 4 m cocraBiser 0oObIYHO MeHee 1 Mkr/mi. B
X0Jle¢ KOHTPOJIUPYEMBIX KIMHUYECKMX HCIBITAHUHN, JAaXe IMpPU JIEUEHUH MaKCUMaJIbHBIMU
no3amMu  MeThOpMHHA THAPOXJIOpPHAAa €ro MaKCUMajbHas KOHIEHTpaluss B IUIa3Me He
IpeBbIIIaNa 5 MKI/MIL
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buompancgopmayus/memabonuzm

BrparounTua

MeTabonu3M B MIEYCHH SIBJISICTCS OCHOBHBIM IYyTEM JJIMMHHAIMY BUJIATJIMIITHHA y YEIOBEKa,
TakuM 00pazoM, BEIBOAUTCS 69% BBeneHHON 103bl. OCHOBHBIM META0OJIUTOM, B BUJIE KOTOPOTO
BBIBOIUTCSL 57% BBeneHHOW M03bl, siBisercs LAY151 — ¢apMakonoruyeckn HEaKTUBHOE
COCIMHEHHUE, OOpa3yrolieecss B pe3yibTaTe THUIPOJW3a HUaHOTPYMIbl, 4% BBEICHHOW I03BI
BUJJIATJIMIITHHA BBIBOJUTCS B BUIEC METa0OJIMTa, OOpPAa3yIOMIErocs B pe3yJbTaTe TUAPOIIH3A
aMUJIOTPYNIbl. BuiagarmunTtuH HE METa0OJM3UpPYeTCs C ydacTHeM (EPMEHTOB CHCTEMBI
uroxpoma P450 B konmuecTBax, MOAMAIOIIMXCS KOJIMYSCTBEHHOW OleHKe. B ombiTax In vitro
OBLIO MPOAEMOHCTPUPOBAHO, YTO BWJIIATJIMITHH HE HHTUOUPYET U HE MHIAYHHUPYET (HEePMEHTHI
cucreMsbl ruToxpoma P450.

MeThopMuHa THAPOXJIOPUI

MetdgopMHUH BBIBOOUTCS C MOYOH B HEM3MEHEHHOM BHJE. MerabonuTel He ObLTH
UICHTU(DUIIMPOBAHBI Y JIIOJICH.

Buigeoenue

Buparnunrun

Iocsie npueMa BHYTPb BUILIATIMITHHA, MedeHoro 1o [1*C], okos10 85% 103bI SKCKpPETHpPYETCS C
Mouoil, 15% - ¢ xanoM. 23% HpUHATON BHYTPb A03bl BBIBOAUTCSA MOYKAMU B HEM3MEHEHHOM
Bune. Ilpu BHYTpUBEHHOM BBEICHHHM 3J0POBBIM JIMLAM OOIIMHA M TOYEYHBIH KIUpPEHC
BUIarmnTiHa cocraBmsser 41 /g w13 /u  coorBerctBeHHO. CpemHuii mepuo
MOJTyBBIBEJICHUS Tpenapara 1ocjie BHYTPUBEHHOTO BBEIEHUs cocTaBiseT okoiio 2 4. Ilepuon
II0JTyBBIBEJICHUS TI0CIIE IPUEMA BHYTPb COCTABIISIET OKOJIO 3 4 U HE 3aBUCUT OT J03HI.
MeTtdopMuHa TUIPOXIOPUIT

B wuccrnenoBaHusX, OCHOBAaHHBIX Ha OJHOKPATHOM BHYTPUBEHHOM BBEICHHU MeT(OopMHHA
TUAPOXJIOPHUIA 3I0POBBIM JHUIaM, OBbLJIO MPOJEMOHCTPUPOBAHO, YTO Mpenapar S3KCKpEeTUPYeTCs
C MOYOIl B HEM3MEHEHHOM BUJI€, HE MOJBEPraeTcss MeTa0OIMYECKUM MPEBPAIEHUSIM B NIEUEHU
(MetabonuTel MeThOpMHUHA Y YeJIOoBeKa HE OOHapy>KeHbl) M HE BBIBOJUTCS C IKEITYBIO.
[Toyeunslii KIUpeHC MeTHOpPMUHA THUAPOXJIOpUAA NMPHOIM3UTENBHO B 3,5 paza MpeBbILIACT
KIUPEHC KpeaTWHWHA, 4YTO CBHUJETEJBCTBYET O TOM, YTO TMpenapar BBIBOAUTCS
IIPEUMYIIECTBEHHO IIyTEM CEKpELMU B MOYEUYHBIX KaHaiblax. Ilocie mpuema BHYTpPb OKOJIO
90% BcocaBuierocsi mpenapaTa BBIBOJUTCS MOYKAMHM B TEUYEHHE TMEPBbIX 24 4, Tepuoj
NOJYBBIBEIEHUs] Iperapara B IUIa3Me€ CocTaBiseT npubiamsurenbHo 6,2 4. Ilepuon
MOJTyBBIBEIEHUSI MET(HOPMUHA THIPOXJIOPUIA B KPOBH COCTABIISET OKOJIO 17,6 4, YTO yKa3bIBaeT
Ha TO, YTO NpenapaT MOKET HAKAIUIUBATHCSA B SPUTPOLIUTAX.

Jlunetinocmo

BuwiarminoTug

Bunparnmuntun ObICTpO BcachiBaeTcs M ero abCoNOTHasE OMOJOCTYIHOCTh MPH MEPOpaTbHOM
npueme coctaBisier 85%. B TepameBTHUeCKOM HHTEpBalie 103 MHUKOBas KOHILIEHTPALUS
B araunTuHa B mwasme 1 AUC npuOan3uTenbHO NPOropIHOHAIbHEI BBEICHHOM J103€.

DapmakoKuHemuKka y omoeabHblX Kamezopuii RayueHmos

Brusnue nona

Bungarnuntux

Pasmuumii B (papMaKkOKMHETHYECKMX TIOKA3aTeJIIX BWIIATJIMNITAHA MEKIY MallUeHTaMH
MYKCKOTO M YKEHCKOTO TIOJia Pa3jIMYHOrO BO3pacTa M C Pa3jIMYHbIM WHAEKCOM MAacChl Teia
(UMT) BeisiBaeno He Obw10. CrIOCOOHOCTH BWJIIATIMNTHHA TMOAABIATH akTHUBHOCTH JII1I1-4
TaK)Ke HE 3aBHCENIA OT I10JIA.

MeThopMUHA THAPOXJIOPUI

3HaunMble pa3inuuns (HapMaKOKHHETHYECKHX MapaMeTpoB MeT(HOPMHUHA THIPOXJIOPHIA MEXIY
WCIIBITYEMBIMH PA3JIMYHOTO TI0JIa, CPeAd KOTOPHIX OBUIM 30pOBBIC JIMIIA M TAIUEHTHI C

14



caxapHbIM Jua0eToM 2 THIa, OTCYTCTBOBAJIH (B HCCIEIOBAaHUN MPUHUMAIH ydacTHe 19 My»unH
u 16 xenuwmH). Kpome TOro, B KOHTPOIMPYEMBIX KIMHUYECKMX HCCIEAOBAHUAX II0
NPUMEHEHHI0O MeT(OpPMHUHA THAPOXJIOpUAA NPH caxapHOM Juadere 2 TuMa BBIPAXKEHHOCTh
caxapocHmkaromero 3 dekra npenapara y nmallieHTOB Pa3IUIHOTO 1oJia ObljIa CPAaBHUMOI.

DapmaxkokuHemuKa y nayueHmos noACUL020 803pacma

Buparnmunrun

VY mpakTU4ecKH 3/I0pOBBIX MOXKHIBIX MalueHToB (ctapuie 70 jer) HaOloAanoch yBelnYeHHe
oOuieil axcno3unuu BuiparnuntuHa (npu npueMe 100 mr npenapara 1 pa3 B 1eHp) Ha 32% u
MUKOBOM KOHIEHTpaluu B mjaazMe — Ha 18% 1o CpaBHEHHIO CO 3IOPOBBIMH JIMIIAMU OoJjiee
Mouiozoro Bo3pacta (ot 18 go 40 ner). [lonarator, 4To 3T U3MEHEHHS HE UMEIOT KIIMHUYECKOTO
3HaueHus. B uccienoBaHusIX ¢ y4acTueM MAalMEHTOB JAHHBIX BO3PACTHBIX IPYII CIIOCOOHOCTD
BWJIJATJIMIITUHA NTOAaBIATh akTuBHOCTH JII111-4 He 3aBHcena OT Bo3pacTa naiueHTa.
MeTtdopMuHa TUIPOXIOPUT

CornacHo OrpaHUYCHHBIM JaHHBIM, MOJYYEHHBIM B KOHTPOJHPYEMBIX (apMaKOKHHETHUYECKUX
UCCJICIOBAHMX, y 370POBBIX JIMIl TOXHIOTO BO3pacTa oOmUH KIUpeHe MeT(hopMHuHa
TUAPOXJIOPUIA CHIDKEH, TEpPUOJ TIOMYBBIBEACHUS MPOJOHTUPOBaH U Cmax yBEIHYEHA I10
CPaBHEHHMIO C MMOKA3aTeIsIMU Y MOJIOJIBIX 3/I0pOBBIX Jinil. M3 3TOrO CcnemyeT, yTo HabIto1aeMoe ¢
YBEIIMYEHHUEM BO3pacTa HU3MEHEHHE (apMaKOKMHETHYECKUX MapaMeTpoB MeETPOpMHHA
TUAPOXJIOPHIA B IEPBYIO OUEPEb CBSI3aHO € yXyAIIEHHUEM (YHKIIMH MTOYEK.

Ilepen HasHaueHweM npenapaTta lanpBycMmer® mnamuenTam crapmie 80 €T HE0OXOAMMO
yOeIUTHCS B COXPAHHOCTH (DYHKILIMU MOYEK MTyTEM ONpEe/esIeHUs KIIUPEeHca KpeaTHHUHA.

Oorcupenue

Buparnunrun

3aBUCUMOCTH (apMaKOKHMHETHUYECKUX MapameTpoB BuigaruntuHa ot UMT obHapyxeHo He
6bu10. COCOOHOCTh BMIIJATIMITHHA MOAABIATH akTHUBHOCTH JIIII1-4 Takxke He 3aBHcena OT
HUMT nammenra.

Ileuenounas nedocmamoyrnocmo

Bunparnuntus

Bnusnue napymenus GyHKIUM NMeYeHH Ha (apMaKOKMHETHKY BWJIJATJIUNTHHA U3ydajach y
NAlMEeHTOB C HapylICHUEM I€YEHOUYHOW (PYHKUMHU JIETKOW, CpelHell M TsDKeNIol cTerneHei
cornacHo kiaccudpukanmuu Yana-Ileto (ot 6 GammoB mo mkane Yaitna-ITeto mpu jerkoit
CTENEHHU TKECTU A0 12 GayIoB NpU TSHKENON CTENeHHM) M y JIUI ¢ HOPMaJIbHOW (yHKUMEH
nedYeHu. Y TalKMeHTOB ¢ HapYIIEHUEM MeUYEeHOYHON (PYHKITUHU JIETKOM M CPEeTHEH CTENEHU MOCIe
OJHOKpaTHOro mnpuema BuigarauntuHa (100 wmr) HaOIIOAAIOCH CHIDKEHHE CHCTEMHOMN
skcno3unuu npenapara (Ha 20% u 8% COOTBETCTBEHHO), B TO BpeMsl Kak y HAI[EHTOB C
TSDKEJIOW CTENEeHbI0 HapyLIeHHs MEeYEeHOYHOH (YHKIMH STOT IMOKa3aTelb Bo3poc Ha 22%.
MakcumanpbHOe U3MEHEHHE (yBEIMYCHHE JHMOO CHUXXEHHE) CHCTEMHOW DKCITO3UIINH
BUJIIATJIMIITHHA CcOCTaBiIAeT 0KoIo 30% OT MCXOMHOTO YpOBHS, YTO HE paccMaTpHUBAETCsA Kak
KJIMHUYECKH 3HaunMoe. He BBIABIIEHO 3aBUCUMOCTH MEXKIY TSKECThIO HapyIIEHUsI IEUEHOUYHOMN
(GYHKIMU ¥ BETMYMHON U3MEHEHUSI CHCTEMHOM 3KCTIO3UIINH BUJIIATTUITHHA.

He pexoMmeHnayercs Ha3HauaThb BWIJAIVIMITUH TAaleHTaM C HapylUIeHHEM I[e4YeHOYHOM
(GyHKLIMHU, B TOM YHUCIIE B CIIydasix, Korja o Hayana jedeHus: aktuBHocTh AJIT nmu ACT Gonee
yeM B 2,5 pa3a npesbimaer BI'H.

MetdhopMuHa THAPOXIOPUT

UccnenoBanus (apMakOKMHETHUKH MeT(HOpMHHA THAPOXJIOpUAA Y MAIMEHTOB C MEYEHOYHOM
HEJ0CTATOYHOCTBHIO HE IPOBOAMIIUCE.

Hapywenue ¢pynxkyuu nouex
BunmnarnunoTug
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VY manueHToB ¢ HapylmeHHeM (QYHKLIMHU IOYEK JIETKOW, YMEPEHHOHW M TSDKENOH CTEreHH,
3HaueHne AUC BuigarauntTuHa Bo3pocio B cpeaHem B 1,4, 1,7 u 2 pa3za, COOTBETCTBEHHO, IO
CpaBHEHHIO CO 310poBbiME JniiamMu. 3HaueHne AUC merabonuta LAY 151 Bo3pocio B 1,6, 3,2
u 7,3 pasa; mist metabonuta BQS867 3HaueHue Bo3pocio B cpenHeM npumepHo B 1,4, 2,7 u 7,3
pasa y HalMeHTOB C JIETKOW, YMEPEHHON U TSKEJOW CTENeHbI0 HapyleHHs (YHKLIUHU IMOYEK,
COOTBETCTBEHHO, MPU CPABHEHUU CO 3JIOPOBBIMH JOOpOBOsblIaMHU. OrpaHUYEHHbIE JaHHBIE O
MalMEHTaX C TEPMUHAIBHOW CTaJuMel MOYEYHOM HEIOCTAaTOYHOCTHM YKa3bIBalOT HA TO, 4YTO
SKCHO3ULMS BWIJAIVIMIITHHA CXO0Xa C TaKOBOM Yy TALMEHTOB C TSDKEIOM IOYEeYHON
HepocTaToyHOCThI0. KonnenTpanusa LAY 151 y mauneHToB ¢ TepMUHAIBHOM cTauell mo4euHou
HEJ0CTAaTOYHOCTU ObljIa MPUMEPHO B 2-3 pasa BbIIIE, YEM Yy MAlMEHTOB C TSHKEJIOW MOYeYHOM
HEJI0OCTATOYHOCTBIO.

BriBesieHre BuIIaraunTHHA IOCPEACTBOM IFeMOIUalIn3a HOCUT OrpaHrueHHbIi xapaktep (3% B
Te4eHue 3-4 4acoB reMOAMAIN3a, IPOBEAECHHOIO CIycTs 4 yaca ¢ MOMEHTA IIPUHSATHS J103bI).
MeTtdopMuHa TUIPOXIOPUT

VY manueHToB CO CHMKEHHOU (DyHKIIMEH MOoYeK (COrIacHO MOKAa3aTeNi0 KIMPeHCa KPEeaTHHUHA),
HaOJI01aeTCs yAJIMHEHUE MepHo/ia MOTyBbIBEeACHUS MET(OpPMUHA THUAPOXIIOpUIA B IIa3Me U B
KpOBHU, a TAaK)K€ CHI)KCHHME IIOYEYHOIO KJIMpPEHCA IIpemnapara, MPOINOPLMOHAIBLHOE CTEIECHH
CHIKEHUS KIIMPEHCA KPEaTUHHHA.

Omuuueckue pynnol

Buparnmunrun

Jannsie 06 oTinuusax B (hapMaKOKMHETHKE BUIAATIUIITUHA CPEIU MPEACTaBUTENCH pa3IndHbIX
THUYECKUX TPYIIT OTCYTCTBYIOT.

MeTtdopMuHa TUIPOXIOPUIT

HccnenoBanuii papMakOKUHETUKHA MET(HOPMUHA THAPOXIIOPHIA Y MPEICTABUTENCH pa3IHIHBIX
pac He NpPOBOAWIOCH. B KOHTpOMMpPYEMBIX KIMHUYECKHUX MCCIEAOBAHUSAX IO NPUMEHEHUIO
MeTGOpMHHA  THAPOXJOpHJIA HpU  caxapHoM jauabere 2  THUNA, BBIPAXXEHHOCTh
caxapocHmxkarouliero sddexra y npeacrasuresneit 6emnoit pacsl (n=249), yepHoii pacsl (n=51) u
JaTHHOAMepUKaHIeB (n=24) ObUIa COMOCTAaBUMOM.

Jlemu
Her nanHbIX 0 papMaKOKMHETHKE TIpemnapara y IeTe.

dapmaneBTHYECKHE XaPAKTEPUCTUKH.

OcHogHble huzuKo-xumuueckue ceoiicmea:

tabsnetkn 50 mr/500 mr: TabyeTKH, TOKPBITHIE TIEHOYHOM 000704YKO0#, OBalIbHON (OPMBI CO
CKOILIEHHBIMH KpasiMH, CBETJIO-KENToro IBera, ¢ OoTTuckoM "NVR" ¢ omHO#l cTOpOHBI U
"LLO" — ¢ opyroii;

tabnetkn 50 mr/850 Mr: TabiIeTKH, MOKPHITHIE IIEHOYHOH 000JIOYKOH, OBaJIbHOW (OPMBI CO
CKOIIICHHBIMHU KpasiMH, KeNToro 1msera, ¢ ortuckoM "NVR" ¢ omnoit ctoponst u "SEH" — ¢
ApYyTOH;

tabsnetku 50 mr/1000 mr: TaGaeTKH, MOKPHITHIE TUIEHOYHON 000JI0UKOM, OBaIbHON (POpMBI CO
CKOLIEHHBIMU KpasiMH, TEMHO-KENTOro 11BeTa, ¢ OTTUCKOM "NVR" ¢ ogHoit ctopons! u "FLO" —
C IpYroMu.

Cpok 2oonocmu.
24 Mecqna.

Ycnosusa xpanenus.

Xpanuth nipu Temneparype He Bbime 30°C, B OpUrHMHAJIBHON YNAKOBKE, MPENOXPaHATh OT
BO3/ICVICTBUS BIary.

XpaHUTh B HEAOCTYITHOM JIJIS IETE MecCTe.
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Ynakoeka.
ITo 10 Tabnerok B Giuctepe, 1o 3 uiau 6 OIMCTEPOB B KOPOOKE M3 KApTOHA YITAKOBOYHOTO.

Kamezopua omnycka.
ITo peuenry.

Ilpouszeooumens.
Novartis Singapore Pharmaceutical Manufacturing Private Ltd / Hosaptuc Cunramyp
®dapmacwrotukan Manydakrypusr [paiiser JTa.

Mecmonaxoosicoenue.
10 Tuas Bay Lane, Singapore, 637461 / 10 Tyac baii Jleitn, Cunramnyp, 637461

Ynakoewux. Hoaptuc Carnuk, ['mpa Be Tapum Ypymnepu Can. Be Tux. A.C, Typuwus /
Novartis Saglik, Gida Ve Tarim Urunleri San. Ve Tic. A.S., Turkey

Mecmonaxoicoenue. Ennmexup Maxaneccu, Unapa Bagucu Cokak, No:2, 34912, Ilennuk,
Cram6yin, Typuus / Yenisehir Mahallesi, Thlara Vadisi Sokak, No:2, 34912, Pendik, istanbul,
Turkey

Jepacamensv pecucmpayuonnozo cepmuguxama.

Novartis Pharma AG / HoBaptuc ®apma ATl

Mecmonaxoxcoenue.

Lichstrasse 35, 4056 Basel, Switzerland / JTuxtmtpacce 35, 4056 bazens, IlIBeiinapus.

HpI/I BO3HUKHOBEHUHM HEXEIATEIbHBIX SBICHUM W/WIW HAIAYUU HpCTCHBI/Iﬁ o Ka4dCCTRBY,
noxainyicra, cooomute Ha e-mail: drugsafety.cis@novartis.com
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