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HNHCTPYKIUA
10 MeIUIMHCKOMY NPHUMEHEHHIO JIeKAPCTBEHHOI0 CPeICTBa

AWUTJIUMET
(AIGLIMET)

Cocmae:

Oeticmeyrowue ewecmsd: BUIATIANTHH, MET(HOpMUHA THAPOXIOPHUI;

1 Tabnetka 50 mr/850 mr comepxkut 50 Mr BuigarmunTuaa U 850 Mr MmeTopMHUHA THAPOXIOPHUIA;

1 Tabnetka 50 mr/1000 mr cogepxut 50 mr Bunarmuntusa u 1000 Mr metopMuHa THAPOXIOPHUIA;
8CNOMO2AMeNbHbIE Belyecmed.: TISIUTI0NI03a MUKPOKPHCTAILTHYECKas, KonoBuaoH K 25, kpocnoBuaoH
(tun B), THAPOKCHIPONMIILEIIIION03a, MArHUs CTeapar; IuieHouHas obomouxa — Opadry® Yellow
03F520096 (mna Tabmeroxk S50 wmr/850 wmr), Opadry® Yellow 03F520097 (s TabrmeTok
50 mr/1000 mr): runipomeno3sa, Turana guokeun (E 171), xenesa okena xentsiit (E 172), makporodn,
TaJIbK.

JlekapcTBenHas popma. TabieTKH, MOKPHITHIC IJICHOYHOH 000I0YKOM.

OcHosHble ghusuko-xumuieckue c6oUCmea:

tabnerkn 50 mr/850 mr: TabiaeTku oBaiIbHOM (OPMBI, ITaJKUE C JBYX CTOPOH, CO CKOIIEHHBIMHU
KpasiMH, TIOKPBITHIE IJIEHOYHON 000JI0UKOM, KENTOro 1BeTa ¢ pazmepoM 20,7 x 8,8 mm;

tabnetku 50 mr/1000 mr: TabGneTku oBaJbHOM (OPMBI, IMIAJAKHE C JIBYX CTOPOH, CO CKOIIEHHBIMHU
KpasiMH, MIOKPBITHIE MNIEHOYHOU 000J109KO0M, TEMHO-KENITOro 1BeTa ¢ pasmepom 21,3 x 10,1 mm.

dapmakoTrepaneBTuyeckasa rpynma. [IporuBonuabernueckue  mpenaparsl.  KomOuHanus
NEPOPATBHBIX THIIOTIIMKEeMU3Hpyromux npenaparos. Kox ATX A10B DO08.

Dapmakonozuueckue ceoiicmaa.

Dapmakoounamuxa.

AWrIuMeT sBISETCS KOMOMHAIMEW NBYX aHTUTTMKEMHUYECKUX BEIIECTB C Pa3sHbIMU MEXaHH3MaMU
JIEUCTBUSI, KOTOPBIE YITYUIIAIOT KOHTPOJIb TITFOKO3bI y MalieHToB ¢ auaderom Il Tuma: BuiiariunTyH,
MPEJICTaBUTENb CeMeicTBa HWHTHOUTOpoB naunentuaunnentuaassi-4 (AII1-4) u merdopmuHa
TUAPOXJIOPH, IPEACTaBUTENb Kilacca OUTyaHU/10B.

BunpgarnunTtuH, npeacTaBUTeNh Kiacca BEHIECTB, KOTOPHIE YCHIWBAIOT pabOTy OCTPOBKOBOTO
amnmapara TOJDKEITYJ0YHON J>KeJe3bl, SIBISIETCS MOIMHBIM M CeJIeKTUBHBIM uHTHOMTOpOoM JIITI1-4.
MetdhopMuUH NeiCTBYET, TIaBHBIM 00pa3oM, IIyTEM YMEHbIIIEHUS YHAOTC€HHON MPOAYKIIUHU TIIFOKO3BI B
MEYEHH.

Bunoaenunmun

Bunparnuntun neiictByer, riaBHbIM oOpa3zom, nmyrtem yraerenus JIIII-4, depmenrta, KOTOpbIH
OTBeUaeT 3a JIerpafanuio HKpeTHHOBBIX TopMoHOB ['TIII-1 (rmokaronnono6noro nentunaa-1) u TUIT
(TTI0K0303aBHCUMOTO MHCYJIWHOTPOITHOTO TOJTUMNENTHAA). Y THETEHUE BUAATIUIITHHOM aKTUBHOCTH



AIIIT-4 npuBoAUT K OBICTPOMY M TOJHOMY YBEIHMUYEHHIO SHAOT€HHOTO YPOBHS HMHKPETHHOBBIX
ropmoHoB ['TII1-1 u I'MII nmocne npueMa MUK U HATOIIAK.

[TyreM yBenM4eHHUs 3HIOTEHHBIX YPOBHEH 3TUX MHKPETHMHOBBIX TOPMOHOB BUJIJIATJIMIITUH MOBBIIIAET
YYBCTBUTEJIBHOCTh O€Ta-KJIETOK K IJIIOKO3€, B PE3yjbTaTe 4Yero YiaydIlaeTcs IUII0OK0303aBUCUMOE
BBIJICJIEHUE MHCYINHA. JIeueHne MalreHToB ¢ caxapHbIM nquaderom Il TMna BUIIAArIUIITHHOM B 033X
or 50 mo 100 Mr B CyTKM 3HAYUTENBHO YIYUIIUIO MapKepbl (YHKIHUU OeTa-KJIETOK, BKIIIOYas
HOMA-B (romeocTaTndeckyio MOJAENb OIEHKH (DYHKIMH OeTa-KJIEeTOK), OTHOLUICHUE MPOUHCYIIMHA K
UHCYJIMHY UM II0Ka3aTeld YyBCTBUTEIBHOCTH O€Ta-KJIETOK MPU MHOTOKPAaTHOM IPOBEIECHUU TecTa
TOJIPAHTHOCTH K muiie. Y nuil 6e3 nuadera (C HOPMaIbHBIM YPOBHEM TJIFOKO3bI) BUIIJATIUIITHH HE
CTUMYJIMPOBAJI CEKPELIMIO UHCYJIMHA UJIM CHUKEHUE YPOBHS IJIIOKO3BI.

ITyrem nosbimenus ypoBHs sHporeHHoro I'TIII-1 BuigarnunTvH yBEIMYMBAET YYBCTBUTEIBHOCTh
ab(a-KIEeTOK MOPKETYIOYHOM KeJle3bl K IJIIOKO3€, B Pe3yJIbTaTe Yero YBEIMUYUBACTCA CEKpELMs
TJIFOKO30COOTBETCTBYIOLIETO TIIFOKATOHA. Y CHIIEHHOE MOBBIIICHUE COOTHOLICHHUS MHCYJIMH/TIIOKAroH
BO BpEMs I'MIIEPIIIMKEMHUU OOYCIOBIMBAET POCT YPOBHS MHKPETHMHOBOI'O MOPMOHA, YTO NMPHUBOJUT K
CHI)KEHMIO IPOAYKLIMU TJIIOKO3bl B MEUEHU B YCIOBMSIX HATOIIAK U IOC]E MpHEMa IUIIH, a 3TO
HPUBOJAUT K CHUKEHUIO YPOBHS IIFOKO3BI.

W3zBectHpiit 3¢ ¢dext mnoBemmeHHbXx ypoBHer [TIII-1 ¢ 3amepxkoil KeTyZOYHOTO COKa He
HaOJIr01aeTCsl PH JICUSHUH BUJIIATIIMIITHHOM.

Memgopmuna euopoxiopuo

MetdopMuH sABIsSeTCS NEpPOpabHBIM aHTHAMAOETUYECKUM CpEJICTBOM KJjlacca OWIyaHHJIOB,
THITOTIIMKEMHYECKU  3((EeKT KOTOPOTrO0 OCHOBBIBACTCS, TJABHBIM 00pa3oM, Ha MPEOAOICHUHU
PE3UCTEHTHOCTH K MHCYJIMHY B I€YEHUM U MblLax. [Ipy HaIMuuu MHCYJIMHA OH CHIJKAeT Kak
Oa3anbHbIM, TaK U MOCTIPAaHIUAIbHBIN YPOBEHb IJIIOKO3bI B IU1a3Me. MeTpOopMUH HE CTUMYIUPYET
CEKPELMIO UHCYJIMHA, T03TOMY HE IPUBOJAUT K TUIIOIVIMKEMUH NP MOHOTEPAIHH.

MeTdopMHUH MOXET BBI3BIBATH CHUKEHHE TIFOKO3BI C TOMOIIBIO TPEX MEXaHU3MOB:

- BeipaboTKa ri110K03bI B IEYEHH B 3HAUUTEIBHOM CTETIEHN OTBEYAET 3a FMIEPIIMKEMHIO B COCTOSIHUN
HaTomak. MeTQOpMHH CHW)XAaeT BBIPAOOTKY TJIIOKO3Bl B TIE€YCHH, KOTOpas AaKTHBHPYETCS
PE3UCTEHTHOCTBIO K MHCYJIMHY ITyT€M YTHETEHUs TIIIOKOHEOreHe3a U INIMKOTeHOIM3a, TAKUM 00pa3oM
OJIHOBPEMEHHO NMPOTUBOAECHCTBYET runeprimkeMmuiaeckoMy 3¢ dexty riatokarona. C mOMOIIbIO 3TOTO
MeXaHu3Ma MET(HOPMHUH CHI)KAET TUIEPIIUKEMHIO HaTOLIAK.

- VxynumenHoe nepudepruueckoe MOrJIONIEHHE U HAaKOIUIEHHWE TJIFOKO3bl B OCHOBHOM OTBEUAIOT 3a
HNOCTHPAaHANATIbHYIO TUIEPIVIMKeMUI0. MeT(opMUH TOBBIMIAET YYBCTBUTEIBHOCTh KIETOK K
UHCYJIMHY, CTUMYJIUPYS AaKTHUBHOCTb WHCYJMHOBBIX PELENTOPOB TUPO3MHKUHA3bl, TEM CaMbIM
CHOCOOCTBYS MOTJIOIIEHHIO TIFOKO3bl Ha KJIIETOYHOM YpOBHE. MeT(hOpMHH YBEINYUBAET MPOITYCKHYIO
CIIOCOOHOCTh BCEX KJIETOYHBIX MeMOpaHHBIX TpaHcrnopTepoB ritoko3bl (GLUT). Ortor addexr
MeTGopMHHA OCOOEHHO 3aMeTeH IpU TUIEPIIIMKEeMUU. BHYTPUKIETOUHBIM CHHTE3 TIJIMKOTreHa
YBEJIMYUBAETCS MIyTEM CTUMYJISLUU KJIIOUEBOTO (epMEHTa, TNIMKOreHCHHTa3bl. C MOMOUIBIO 3TOrO
MeXaHU3Ma MET(HOPMUH CHU)KAET THIEPIITUKEMHIO 11OCIIe IPUeMa MUIIH.

- MetdopMuH cHMXaeT abcopOLMIO IUIIOKO3bl B KHMIIEYHOM TPAKTE, TEM CaMbIM CHMYKasl BIMSHHE
[JIFOKO3BI [10CJIE TPUEMA MTUIIH.

V nrozei, He3aBUCHMO OT BIMSIHUS Ha TIIMKEMHIO, MET(OPMUHA THIPOXJIOPU]T UMEET OJIaronpusTHhINA
3ppexT Ha MeTaboaM3M JUOHIOB. OTO OBUIO TOKAa3aHO JUIsl TEpaneBTHUECKUX 03 B
KOHTPOJIMPYEMBIX, CpPeIHEN MPOJOJKUTEIbHOCTH WU JJIMTENbHBIX KIMHUYECKUX HMCCIIETOBaHUSAX:
MeT(GOpMHUHA TUAPOXJIOPU] CHUXKAET YPOBEHb OOILEro XOJEeCTepUHa, JHUIONPOTENHOB HU3KOH
IUIOTHOCTU U TPUTIIMLEPUIOB.

Kpome TOro, B HEKOTOPBIX MCCIIEOBAHUSAX OBLIO MOKAa3aHO, YTO MET(GOPMHUH MOBBIIIAET YPOBEHb
JUTONPOTENHOB BBICOKOW IUIOTHOCTH. MeTQopMHUH Takxke MposBiIseT (QpUOPHHOIUTHYECKHE
CBOICTBA.



ITpocnextuBHoe panaomuszupoBaHHoe wucciaenoBanue UKPDS (Bpurtanckoe mpocneKkTHBHOE
HCCIIEIOBAaHUE CaxapHOro Aualdera) YCTAaHOBMUJIO JIOJITOCPOYHBIE MPEUMYIIECTBA HHTEHCHBHOTO
KOHTPOJISI TJIFOKO3BI B KpoBU 1pHu quabdere Il Tuna. AHanu3 pe3ynbTaToB y MAIMEHTOB C YPE3MEPHOM
Maccod Tena, KOTOpble MOdy4dald MeTGOPMHH TIIOCJI€ HEJOCTaTOYHOW 3ddexTuBHOCTH
UCKJTIOUUTENIFHO AUETHI, TIOKa3a:

- 3HAUMTENbHOE CHIDKEHHE aOCONIOTHOTO pHCKa JIIOOBIX CBA3AHHBIX C AHMA0ETOM OCJIOXHEHWH B
rpynne merdopmunaa (29,8 coObrtrii/1000 manmMeHTO-JIET) MO CPAaBHEHHUIO C TPYIIIOH, KOoTopas
noJTyJaJia UCKIIIOUHTeNbHO auety (43,3 coObrtuii/1000 mamuenTo-ner), p = 0,0023, mo cpaBHEHHIO C
KOMOMHHPOBAHHBIMU TPYIIIAMH, KOTOPHIC TMOJYYadud CYIb()OHHIMOUYEBUHY ¥ WHCYJIHH Kak
MoHoTtepanuio (40,1 coosrTnii/1000 narmenTto-ier), p = 0,0034;

- 3HAUUTENIbHOE CHM)KEHHE aOCOJIIOTHOTO PUCKA JIETANBHBIX MOCIEACTBUM, CBSI3aHHBIX C JAUAa0ETOM:
Merdopmun 7,5 cobpiTrii/ 1000 manueHTo-Jer, uCKIoUnTeabpHo aueta 12,7 coosituii/1000 namuenTo-
net, p=0,017;

- 3HAUUTEJIbHOE CHIKEHHE a0COJIIOTHOTO PUCKa KOJIMYECTBA JIETAJIbHBIX CiiydaeB: MeTgopmuH 13,5
coObrTrii/ 1000 TanuMeHTo-JIeT IO CpaBHEHWIO ¢ HCKIIoUnTeNnbHO muetord 20,6 coObrTuii/1000
naruenTo-ynet (p = 0,011) u mo cpaBHEHHIO ¢ KOMOMHHPOBAHHBIMU TPYHIIAMH, KOTOPbIE MOJIydaan
Cynb(OHIWIMOYECBHHY M HHCYJIMH KaK MOHOTepanuto, 18,9 coowrruii/1000 manuenTo-net (p = 0,021);

- 3HAUMTENbHOE CHI)KEHHE a0COJIOTHOTO pUCKa pa3BUTUs WH(papkTa MHoKapaa: mergopmuH 11
co0bITHii/ 1000 manuenTo-1er, HCKIoYnTeNbHO nueta 18 cooprtuii/1000 nanuenTo-net (p = 0,01).
DapmakokuHemuxa.

Bcacvisanue

Bunparnuntus ¢ MetopMUHOM

B nccrnenoBanuy OMOKBUBAJICHTHOCTH Ipenaparta BIIAATIUAIITHH ¢ MET(OPMHHOM TaOJIETKU Pa3HBIX
koHeHtpanui (50 mr/850 mr u 50 mr/1000 mMr) cpaBHUBaIM ¢ KOMOWHAIIMEH OTACIBHBIX IIPENapaToOB
BIWIJIATJIMIITHHA U METGOPMUHA THAPOXJIOPUAA B COOTBETCTBYIOMMX A03aX. [lpuem mumm He BiuMsT
Ha OOBEM M CTENEHb BCACHIBAaHUS BWIJAIVIMIITHHA — JCWCTBYIOUIETO BEIIECTBAa Ipemnapara
BUWJIIATJIMIITAH ¢ MeThopMUHOM. MakcumaibHast KOHIIeHTpanus B 1ia3Me KpoBU (Cmax) ¥ IJIOIIAIH
noJ KpuBoil «koHIeHTpaius — BpeMs» (AUC) merdhopMuHa THAPOXIOPHIA TP MPUEME Mpenapara
BWJIAMIMNTAH ¢ MeTdopMuHOM B a03e 50 mr/1000 mMr BmecTte ¢ enoil cHmkamuch Ha 26 u 7 %
COOTBETCTBEHHO, a BpeMs JocTrxkeHus (Tmax) 3amenisnocs (¢ 2,0 no 4,0 yacos).

Hwxe npuBoasaTcs papMaKOKHHETHIECKHE CBOWCTBA OT/EIBHBIX JCHCTBYIOUINX BEIIECTB Mperapara.
Bunparnuntus

[Tocne mepopasbHOTO TpHUeMa HATOMIAK BWJIIATIHWITAH OBICTPO BcachiBaeTcs. AOCONOTHAsS
610A0CTYIHOCTb cocTaBIseT 85 %. Cmax AocTHraercs npubiusurtensHo yepes 1 yac. [Ipuem nummm He
u3mensietT oouryro sxcnosutuio (AUC).

MeTtdopMuHa THIPOXIOPUT

[Tocne nepopanbHOro npuemMa meropMuHa Cmax AOCTHraeTcs HPUOIU3UTENBLHO 4Yepe3 2,5 daca.
CuuTaetcsi, 4YTO BCAChIBaHHE OCYIIECTBISIETCS B OCHOBHOM B BEPXHUX OTAENaX >KETyZ04YHO-
KHUIIIEYHOTO TpakTa. AOCOMIOTHAas OMOAOCTYMHOCTh MeT(POopMHUHA THApoXJIopuaa (TableToK IO
850 Mr), MPUHATOr0 HATOLIAK, COCTABISIET y 3OPOBBIX TOOPOBOJBIEB MPHOIM3UTENBHO OT 50 10
60 %. Ilpwem mepopasbHO oOgHOpa3oBol 7036l  500-2500 wMr oOycHOBWJI MeEHee dYeM
IIPONOPLUUOHAIBHOE YBeIMYE€HUE Cmax, BO3MOXKHO, B peE3yibTaTe MeEXaHW3Ma HaceleHus. llpu
OOBIYHOM JIOBMPOBAHWU W pEKUME TpueMa MeTHOpMUHA PaBHOBECHBIC IIa3MAaTHYECKUE
KOHIIEHTPAIIUU JTOCTUTAIOTCS B TpaHUIax 24-—48 4acoB M OOBIYHO COCTABISIFOT MeHee 1 Mkr/mi. B
KOHTPOJIMPYEMBIX KIMHUYECKUX HccaenoBaHusiXx Cmax HE mpeBblmana 4 MKI/MI Jaxe Mpu
MPUMEHEHUN MaKCUMaIbHBIX J103.

[Tprem munm cHUXaeT 00beM M HEMHOTO 3aMeIJIsieT BCaChIBaHUE MET(HOPMIHA THIPOXIIOPHIA, O YEM
CBUJIETENLCTBYIOT mpubnusurenbHo Ha 40 % menbinas cpenusas Cmax, Ha 25 % wmensimas AUC, a
TaKxke yBennueHue Ha 35 MUH Tmax. KilmHMYEeCcKkoe 3HaueHne TaKOTO CHH>KEHUSI HEM3BECTHO.




Pacnpeoenenue

Buigarmuntiue

Cps3pIBaHNE BUWIIATIUNTHHA ¢ O€JIKaMU IJIa3Mbl KPOBH siBIsieTcss HU3KUM (9,3 %), BUIOariunTuH
pacrpezieNiieTcss OJUHAKOBO MEXAY IutasMoil W sputpouutamu. CpenHuil o0beM pacrpeseneHus
BIWIJIATJIMIITHHA B CTAllMOHAPHOM (pa3e mocie BHYTpuBeHHOTo BBeneHus (Vss) cocraBiser 71 i, uro
YKa3bIBAaeT Ha BHECOCYUCTOE paclpeiesiCHuE.

MetdhopMuHa THIPOXJIOPUT

Cas3piBanne MeT(hopMHHA ¢ OeJIKaMU IJIa3MBbI SIBJISIETCS. HE3HAUUTENbHBIM. MeT(hOpMUH MPOHUKAET B
SPUTPOLUTH.. MakcuMasnbHas KOHIICHTpAlUs B KPOBU HUMKE, YEM MaKCHMallbHas KOHIEHTpalus B
iasMe KpOBU, M JOCTUTAETCS NPUOIM3UTENIHO Yepe3 TO K€ BpeMsa. DPUTPOLMTHI, BEPOSTHO,
MPEJICTABISIIOT CO0O0M BTOPUYHBIN ydacToK pactpenencaus. Cpennuii oo0bem pacmnpenenenus (Vd)
cocTaBiisieT 63—276 TUTpOB.

Memabonuszm

Buigaruntiug

Metabonu3M SBISETCS. OCHOBHBIM ITyTEM BBIBEACHHS BWIIATTUNTHHA y Joned (69 % mo3bn).
OcHoBHoit MetabonuT LAY151 sBnsercs gapMakoIOrH4eckl HEAKTUBHBIM U MPEACTaBIsAET cOOOU
MPOIYKT TUAPOIIN3a nanoBoro pparmenta (57 % m03b1), 32 HUM UICT MPOIYKT THAPOIIH3a AMHTHOTO
dbparmenTa (4 % no3el). Bunparnuntun He MeTabonuzupyercs depmentamu utoxpoma P450.
MetdhopMuHa THIPOXIJIOPUT

MeTdopMuH BEIBOJUTCS ¢ MOUOI B HEU3MEHEHHOM BHUJE. Y YeIoBeKa METa0O0IUThI HE OTPECIICHBI.
Buigeoenue

Bunparnuntus

85 % o361 BeIBOOUTCS ¢ MOYOH, 15 % mo3er — ¢ kamom. [locie mepopansHOro mpumeHeHus 23 %
JI03bI BBIBOJIUTCS C MOUYOIl B BUAE HEU3MEHEHHOIO BUWJAarmunTuHa. [lepuona monyBbiBeneHUs MOCIe
MepopaIbHOTO MPUMEHEHUS COCTABIISIET MPUOIM3UTEIHHO 3 yaca.

MeTtdopMuHa THIPOXIOPUT

MetdopMHH BBIBOAMUTCS M3 OpraHM3Ma C MOUOi 0e3 m3MeHeHWH. [loYeuHbIil KIMPEHC COCTaBIsET
>400 ™iI/MHH, TO e€cTb MNPUOTU3UTENbHO B 3,5 pa3za Oomblle, 4YeM KIMPEHC KpEeaTHHHHA.
CoOOTBETCTBEHHO, MperapaT IJIaBHBIM 00pa30M BBIBOJMUTCS MyTEM aKTHBHOMN KaHAJIBIIEBOW CEKPEIIUH.
[Tocne mepopanbHOro MprUeMa KOHEYHBIN MEepUo/ MONTYBBIBEICHUS COCTABISET MPUOIUZUTENBHO 6,5
yacoB. [Ipu npoBeneHnn U3MepeHuil B LEIbHON KPOBHM IEPHOJ MOJYBBIBEIEHUS COCTABISAECT OKOJIO
17,6 4daca. Y malueHTOB C HOpMalbHOW (YHKIHMEH Mo4YeKk MeTHOpPMHUH HE HaKaluluBaeTcs B
opraHusMe B cTaHgapTHbIX go3ax (1500-2000 mr).

Bunparnuntus

Jlunetinocms/nenunerinocms

Cmax ans Bunaarmuntiuia 1 AUC yBenMYuBaiuCh MOYTH MPOMOPIHOHAIBHO JT03UPOBAHUIO BO BCEM
JIMara3oHe TeparneBTUUECKUX J103.

Tlon

He wnaGmromanu HuMKakoW pa3HUIBI B (PapMaKOKMHETHUUECKHX TapamMeTpax BWIAATJIUITAHA Y
3JI0POBBIX JJOOPOBOJIBIIEB MYKCKOTO U )KEHCKOTO TMOJIa.

Bospacm

KoHueHnTpanuu B 1mja3me MOBBIIIEHBI y MalUEHTOB crapiie 70 JieT, OgHaKO 3TH M3MEHEHHs He
CUMTAIOTCS KIIMHMYECKH 3HAYUMBIMHU.

Ileuenounas nedocmamounocms

Brusane BungarnuntuHa (100 Mr) He MOBBIIIATIOCH TTOCIIE OJJHOPa30BOM 10361 100 MT y TAIlMEHTOB C
JETKOW M YMEPEHHOM II€YEHOYHOW HEAOCTATOYHOCTHIO. Y TMALMEHTOB C TSKEIIOW IMEYEHOYHOU
HEJ0CTAaTOYHOCTHIO BIIMsIHUE ObUIO yBennueHo Ha 22 % (68 % BepxHero npenena [11).

Iloueunasn neoocmamounocmuo




B xone uccnenoanus ¢papmakoknaetukn AUC BUIIarMnTiHa yBelInIuBaiach B cpenneM B 1,4; 1,7
u 2 paza y mamueHToB c Jyerkou (kmupeHc kpeatuHuHa [CrCl] 50 — <80 mur/muH), ymepeHHOM
(CrCI30 — <50 wmu/muH) u Tokenord (CrCl <30 wuI/MHUH) TIOYEYHOW HEIOCTATOYHOCTBHIO
COOTBETCTBEHHO TI0 CpPaBHEHHIO CO 370poBbIMH jgoOpoBoibsiiaMu. AUC wmerabomuta LAY151
yBenuuuBaiach B 1,6; 3,2 u 7,3 paza, a meradonuta BQS867 — B 1,4; 2,7 u 7,3 paza y naiueHToB C
HapyHICHUAMU (YHKIUU TOYEK JIETKOM, CpeqHEell M TSDKENOW CTeNeHH TSKECTH COOTBETCTBEHHO.
OrpaHudeHHbIE JaHHBIE Yy IIallMEHTOB C TEPMUHAIBHOM CTaJueld XpOHUYECKON IOYEYHOMU
HenoctarouHoctu (XITH) yka3slBaloT Ha TO, YTO MOKA3aTeNd AAHHOW TPYIIbI MOXOXKH C TAKUMH Y
NAIMEeHTOB C HAPYIICHUsAMHU (QyHKIMM mouek Tsokenoit creneHu. LAY 151 AUC y nammentoB ¢ XITH
Ob1 B 6,8 pa3a BpIllle, YeM Yy TAIMEHTOB C HOpMajdbHON (QyHKIHMEH TMoyek. BriBeneHue
BWIJATJIMIITUHA TPU TEMOJUAIN3€ oOrpaHuyeHo (uepe3 4 yaca IMOcCjie OJHOPA30BOrO MpHUeMa
cocrtaisieT 3 % npu JUIUTEILHOCTH HMPOLEAYphl O0bIe 3—4 gacoB).

Brnusaue MerdopMuHA: y TAMEHTOB C HApYUICHUSMH (YHKIMH TOYEK TOYEYHBIH KIUPEHC
YMEHbILIAETCS MPOMOPLHOHAIBHO KIMPEHCY KPEaTUHHHA, C YUIMHEHUEM MEepUO/Ia MOTYBbIBEICHUS U
PHCKOM HAKOTUICHHSI.

Omuuueckue epynnbvi

OrpaHuYeHHBIC TaHHBIC CBHJICTEIILCTBYIOT 00 OTCYTCTBUH BIIMSIHUS STHUYCCKON TPUHAICKHOCTH Ha
(bapMaKOKMHETHKY BUIAATIUIITHHA.

Kiunnyeckue XapaKkTepuCTHKH.

Ilokaszanus.

ANriauMer nokasas Juisl Je4eHHs AlMeHTOB ¢ caxapHbIM auaderom Il Tuna:

- B3pOCIBIX NAIMEHTOB, y KOTOPBIX HaJJIeXKallluii KOHTPOJIb YPOBHS TIJIIOKO3bl HE MOKET OBbITh
o0ecrieyeH MepopajibHbIM IMPUEMOM MeETPOpPMHMHA Kak MOHOIpenapaTa B MaKCHUMAaJIbHO
NEPEHOCUMBIX J103aX, WJIM Yy MAaIMeHTOB, KOTOpBIE YK€ MONydyald JIeYeHHE KOMOHMHAIUEH
BIJIJIATJIMIITUHA U METGOPMHUHA B BUJIE OT/EIbHBIX IIPENapaToB;

- B KOMOWHAIMH C CyJIb()OHMIMOYEBHHON (TPEXKOMIIOHEHTHass KOMOMHHpPOBAaHHAs Tepamus) Kak
JOTIOJIHUTEIBHOE K JUET€ U YNPAKHEHUSAM CPEACTBO IIPHU JICUEHUM NALMEHTOB, COCTOSHUE
KOTOpPBIX HE KOHTPOJIMPYETCS JOJDKHBIM oOOpa3oM NpU NpPUMEHEHUH MeThopMHHA U
CYIb(OHUIMOUEBUHBI;

- 1 TpPOBEJIEHUS TPEXKOMIIOHEHTHOM KOMOMHUPOBAHHON Tepamuud C MHCYJIMHOM Kak
JIOTIOJIHUTEIBHOE K IUETE U YIPAKHEHUSAM CPEACTBO JUIS YJIYUIIEHUS KOHTPOJIS YPOBHS TJIFOKO3bI
IpU JICYEHUH MAIMEHTOB, Y KOTOPhIX MPUMEHEHUE CTAOMJIbHOM J03bl MHCYJIMHA U MET(QOpMHUHA
KaK MOHOTepanuy He 00eCreunBaeT HaAJIeKaIlero KOHTPOJIS YPOBHS IITFOKO3BI.

Ilpomueonokasanus.

- HOBI)IHICHHaSI LIyBCTBI/ITe.]'H:;HOCTI) K BI/IJ'IZ[aFJII/IHTI/IHy NN MeT(i)OpMI/IHy FHI[pOXJ'IOpI/IJIy, NIIN K
KaKUM-ITMOO JPYruM KOMIIOHEHTaM Tpernapara;

- anabeTHYecKui KeToalua03 Wi TuadeTudecKas MpekoMa;

- TIOYeYHass HEJOCTAaTOYHOCTh WM HApyHIeHUs (YHKIHH TMOYeK (KIUPEHC KpeaTHWHHHA
<60 mu/mMUH);

- OCTpBIE COCTOSIHHSI, KOTOpbIE MOTYT H3MEHATh (YHKIMIO TMOYEK, TaKhe KaK JeruapaTarivs,
TsDKenas MHQEKIus, 0K, BHYTPUCOCYAMCTOE BBEICHHE MHOJACOAEpKAIINX KOHTPACTHBIX
BCIIECTB;

- OCTpBIe NI XpOHI/I‘—IeCKI/Ie 336OJ'IeBaHI/I$I, KOTOpI)Ie MOFYT HpI/IBeCTI/I K TKaHeBOI\/’I TUITIOKCHH,
TaKWe KakK CepJiedHas WIH JAbIXaTelIbHas HEJOCTaTOYHOCTh, HEJIAaBHO MEPEHECEHHBIN MH(papKT
MHOKap/a, MoK;

- HapymeHus QYHKIUU TIEUYCHU;

- OCTpaH AJIKOI'OJIbHAas1i UHTOKCHUKaNUsA, aJIKOI'OJIN3M;



- NepuoJ KOPMIICHUS TPYABIO.
B3aumooeiicmeue ¢ Opyzumu 1eKapcmeeHHbIMU CPEOCmEamu U Opy2ue uobl 63auUMo0eiicmauil.
OdunmanbHple  MCCIEIOBaHUS JICKAPCTBEHHOTO B3aMMOJCHCTBUS IMperapara BWJIJATJIHMITHH C
MeTHOPMUHOM HE MPOBOIMINCH. Huke mpHBeAeHbl CBEACHUSA O B3aHUMOJCHCTBHUSIX EHCTBYIOIIUX
BEIIECTB, BWJIATJIMITHHA U MET(HOPMHUHA OTIEIIBHO.

Buigaruntiug

[TockonbKy BHIAAIMOTHH He siBisieTcss cyoctparom ¢epmentoB muroxpoma P (CYP) 450 u ne
TOPMO3UT U He uHAynupyetr pepmentsl cuctembl CYP 450, mamoBeposiTHO, YTOOBI BHJIJATJIMIITHH
Opd OJHOBPEMEHHOM MPHMEHEHHHM B3aUMOCHCTBOBA C CyOCTpaTamMH, HMHTHOMTOpaMU WM
MHAYKTOPaMHU 3THX (EPMEHTOB.

Knuanyeckue ucciaenoBaHus MPOBOAMINCH C IPUMEHEHHUEM IEPOPATbHBIX MPOTUBOANAOETUIECKUX
CpeICTB y manueHToB ¢ quaberom I Tuma unu mpenaparoB ¢ Y3KUM TepareBTUYECKUM OKHOM. ODTH
UCCIIC/IOBAaHHUS HE MOKAa3ad KIMHUYECKH 3HAUYUMBIX (DAapMaKOKMHETHUECKUX B3aMMOJACHCTBHHA C
NepOpabHBIMU  MPOTUBOAUAOETUUECKUMH  CPEICTBAMU  (MNIMOSHKIAMHUAOM, IHOTIUTa30HOM,
MEeT(GOPMHUHOM), AMJIOAMIIMHOM, JWTOKCHHOM, PaMHUIPUIOM, CHMBACTaTHHOM, BaJICAPTAHOM HWIIH
Bap(hapuHOM.

MetdhopMuHa THIPOXIJIOPUT

CHudicenue euno2nukemuyeckou 3¢ gpexmusHocmu

[ MIOKOKOPTHKOUIBl (CHCTEMHBIE W MECTHBIE), OeTa-2-arOHUCTBI, JAHYPETHKH, (EHOTHA3UHBI
(Hampumep,  XJOpIPOMasWH), TOPMOHBI  IIMTOBUAHON  >K€le3bl, OCTPOTeHBI,  OpalibHbIC
KOHTPAIICTITUBBI, 3aMECTHTEIbHbIE TOPMOHAIBHBIC NMPOAYKTHI, (PEHUTOWH, HUKOTMHOBAs KHCJIOTA,
0JIOKaTOpBI KANBIIUEBbIX KAHAIOB, H30HUA3HU/ U TETPAKO3aKTU MOTYT MOBBIIIATH YPOBEHB TITIOKO3bI
B KPOBH.

Tlomenyuayus eunoenuxkemudeckou 3¢hgdexmuenocmu

dypocemu BbI3bIBACT yBeIMUeHNUE YpoBHS MeThopmuHa B 1u1a3Me (Cmax — Ha 22 %, AUC —Ha 15 %)
U HE U3MEHSIET ero MOYEeYHBINH KITUPEHC.

Hudenunua BeI3bIBaeT yBenuueHue ypoBHS MeTdopmuHa B miazMe (Cmax — Ha 20 %, AUC — Ha
9-20 %) mytem yBenuueHus: abcopounu MeThopMHUHA.

[Mumernaun yBennuuBaeT Cmax MeTopmuna Ha 60 % n AUC — Ha 40 %. OH He BiMsIeT Ha IEpUO]
nonyBbiBeieHUsT MeThopmuHa. [[pyrue axTuUBHbIE BellecTBa (aMHIOpUJ, AUTOKCHUH, MOpP(UH,
NPOKAWMHAMHUJI, XWHUJWH, XWHWUH, PAHUTHIUH, TPUAMTEPEH, TPUMETONPHM WJIA BAHKOMHMIIHH),
KOTOpPbIE BBIBOASTCS C MOMOIIbI0 aKTUBHOW MOYEYHON KaHAIbLIEBOM CEKpeLUH, UMEIOT MOTeHIHa
B3auMoJieiicTBU ¢ MeTPopMHHOM. COOTBETCTBEHHO, Yy TAlMEHTOB, KOTOPHIE TOIYYalOT TaKhe
JIeKapCTBEHHbIE CPEJICTBa, CJleAyeT OOECIEeUYUTh TIIATENbHbI KOHTPOJIb BO BpeMs JICUEHUs
METHOPMHUHOM.

HNuruburtopsl AII® MoryT cHUXaTh YpOBEHB TTIIOKO3bI B KPOBH.

YpoBeHb TIIOKO3bI B KPOBH TAaK)K€ MOXKET CHHKATHCS IOJ JIeHCTBHEM OeTa-0JIOKaTOpOB, XOTS
KapAnoceneKTHuBHbIe (OeTa-1-cenekTuBHBIE) OeTa-OJ0KATOPHl MPOSBISIOT TaKUE B3aUMOJEHCTBUS
3HAYUTEIHHO B MEHBIIIEH CTEIIEHH, YeM HeKapIOCEIEKTUBHBIC CPE/ICTBA.

CoBmecTHOE TpHUMEHEHHEe WMHTHOMTOpoB MAQO U mepopalbHBIX NMPOTUBOIUAOETHUECKUX CPEICTB
MOYKET YIyUYIIATh TOJIEPAHTHOCTH K TIIFOKO3€ M YBEITUYUThH TUIIOTIIMKEMUIECKUi 3 dekT.
ConyTcTBylomiee ynoTrpedjaeHne ajkoroyii MOXKET MOTEHIUPOBAaTh T'MIIOTIMKEMHYECKOe JEHCTBHE
MeT(GOpMHHA U JJaKe TIPUBECTH K THITOTIIMKEMHYECKON KOME.

Yeenuuenue unu ymenvuienue cunoenuxemMuiecko2o 0eticmsuss Mem@opmuna

H2-aHTaroHUCTHI, KJIOHUAWH U PE3EPIIMH MOTYT YBEIMYHUTh WM YMEHBIIUTH dPPEeKT MeThopMuHa.
Hapymienust KOHTpoJIE YpOBHS TJIIOKO3bI B KpPOBU (B TOM YHCJE THUIEP- WA THUIOTJIMKEMHS])
HaOJTF01aJIMCh TTOCTIE COBMECTHOTO BBEICHHUSI XHHOJIOHOB H MET(QOPMHHA.

B3zaumooeiicmsus, komopbule y8enuyusaiom HexceiamenbHule sA61eHUss MeM@POoOpMUra

Jluypemuxu




Hapymenue QpyHKImu nouex n3-3a JUypeTUKOB (OCOOCHHO METJIEBbIE JUYPETUKN) MOXKET IPUBECTH K
nakToauuao3y. llpuMeHeHue IUYpPETHKOB MOXKET MHPUBECTU K TOBBIIMIEHUIO YPOBHS TJIIOKO3BI B
KPOBH.

Hoocoodepaicawue konmpacmuvie seujecmsa

Jis monmydenus: ”HPOPMALMU O B3aUMOJCHCTBUM C HOJICOJEPKAIUMHI KOHTPACTHBIMH BELIECTBAMU
U pUCKE BOZHUKHOBEHHUS JaKTOALK103a cM. pazaen «OcoOEHHOCTH IPUMEHEHHUSI.

Anxoeonw

[Ipu ocTpoil anKOroJbHON WHTOKCHKAIMU Y TMAlUEeHTOB, KOTOpbIE MNPUHUMAIOT MET(HOPMUH,
CYIIECTBYET MOBBIIIEHHBIA PUCK PA3BUTHUS JIAKTOALMI033, OCOOEHHO TOCIE TOJIONAHUS WU IIPH
HEJOCTATOYHOCTU MUTAHUS UM HAPYLIICHUN (QYHKIIUMH [TEYCHHU.

B3zaumooeticmsus, komopule 61uaom Ha 3¢pGekmueHocms Opyeux eeujecmas

Metdopmun cHmkaeT ypoBeHb (ypocemuna B miaazMe (Cmax — Ha 33 %, AUC — Ha 12 %) u
COKpalllaeT KOHEYHBIH NepuojJ moiyBbiBeneHUs Ha 32 %, He H3MEHASd IOYEYHBIH KIMPEHC
dbypocemua.

JeiictBue (QEeHIPOKOYMOHA MOXKET OBITh YMEHBIICHO, MOCKOJIBKY €Tr0 BBIBEICHUE YCKOPSETCS O[]
neiictBuemM metdopmuHa.

HccnenoBanust  B3aMMOACWCTBUSL C  IIIMOSHKIAMHUIOM, HH(PETUNHHOM, HOympodeHOM U
IPOIPAHOJIOIOM HE OOHAPYKUIM KIMHUYECKH 3HAYUMOrO BIUSHUS Ha (PapMaKOKMHETUYECKUE
napamMeTpsl 3TUX BEIIECTB.

Hpyeue 63aumodeticmeus

CHUMOTOMBI TUIMOTJIMKEMUH MOKHO YMEHBIINUTH C TOMOIIBIO CHUMITATOJUTHKOB (Hampumep, Oera-
0JIOKaTOpPOB, KIIOHUAMHA, TYaHETHINHA, PE3EpPIIUHA).

Ocobennocmu npumeHenus1.

Obwue

AWrIUMeT He 3aMeHseT MHCYJIMH JJs HMHCYIMHO3aBHCHUMBIX HanueHtoB. I[Ipemapat He cremyer
MPUMEHSTh Y IMAIUEHTOB ¢ quaderom | Tuma.

Jlakmoayuoos

Jlakroanumo3 — upesBeryaiiHo peakoe (3 ciayuas Ha 100000 yenmoBeKO-J€T), OHAKO CEPHhE3HOE
MeTabOIMUYECKOe OCIOKHEHHE, CBSI3aHHOE C BBICOKUM KOJHUYECTBOM JIETANBHBIX MOCIEACTBHI MPU
OTCYTCTBHHM HEOTJIOXKHOTO JIeUeHUs. MOXET BO3HHKATh B PE3y/IbTaTe HAKOIUICHHUS MeT(HOpMHHA.
Cnyyau nakToanujo3a y TMAalMeHTOB, KOTOpbIe MPUHUMAId MeT()OPMHH, BO3HUKAIM, TJIaBHBIM
00pa3oM, y OOJIbHBIX TUAOETOM C BBIPAKEHHOW IMOYEYHOW HEIOCTATOUYHOCTHIO. Y TAIMEHTOB C
HapylIeHUsAMH (YHKIUK TI€UeHH KIMPEHC JIaKTaTa MOXET OBIThb OrpaHHYeHHBIM. YacToTy
BO3HUKHOBEHHUS JIAKTOANMJI03a MOXHO H CJEAYyeT CHH3UTh, YCTPAHWUB JIPYTHE COIMYTCTBYIONINE
dakTopbl pHCKa, TakMe KaK IJIOXO KOHTPOJIUPYEMBIM aualeT, KeTo3, UIMTEIhHOE TOJI0/IaHue,
Ype3MepHOe YIOTpeOIEHUE aJIKOTOJIs, TIEYCHOYHAs! HEJOCTATOYHOCTh U JIF000€ COCTOSIHHE, CBSI3aHHOE
¢ rumokcuer (cMm. Takxke pasznpensl «lIpoTuBomokazaHus» u «B3auMmojeicTBHe C APYyrUMU
JICKapPCTBEHHBIMU CPEACTBAMH U JPYTHE BUIBI B3AUMOJICHCTBUIN).

[IpenimecTBytoue MPU3HAKK U CUMIITOMBI HE SBISIOTCS CIEU(DUISCKUMU H MOTYT MPOSIBISITHCS B
BHJIC MBIIMICYHBIX CIA3MOB, KOTOPBIC COIMPOBOXKIAIOTCS PACCTPOHUCTBAMHU IKEITYTOTHO-KHIIETHOTO
TpakTa, 00JBIO B )KMBOTE, MOBBIIICHHOW YaCTOTOM JBIXaHHS U BBIpKEHHOW acTeHued. Bpau momken
VUUTHIBATh OTH CHMIITOMBL. Bpad 1oibkeH Takke HWH(POPMUPOBATH TMAIMEHTOB O BO3MOXHBIX
MpHU3HAKaxX JaKTOAIM103a.

Huacnocmuxa nakmoayuoosa

JlakToanumo3 XapakTepu3yeTcsl aluJA03HON OMBINIKOW, OONbI0 B JKMBOTE W THUNOTEPMHEH, B
JAIBHEHUINIEM BO3MOXKHO pa3BHTHE KOMBI. JlMarHOCTHYECKHE JIa0OpaTOpPHBIC TaHHBIC BKIFOYAIOT
cHmkenne pH KpoBW, ypoBeHb JakTaTa B IUIa3Me€ KPOBU BBIIIE 5 MMOIIB/N, a TaKKe YBEIHUCHHUE
AHWOHHOTO WHTEpBaja W Kod(dduimeHTa jgaktar/mupyBaT. B ciiydae momo3peHus Ha JIAKTOAIHI03
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JIEYEHUE JAHHBIM JIEKAPCTBEHHBIM IIpENapaToM CcleAyeT MpPEeKpaTUTh, a IaldEHTa HEMEIJIEHHO
rocnuTaym3upoBatb. Hawnbonee »hdexTHBHBIM CcHOCOOOM SBISETCS BBIBEACHUE JIaKTaTa W
MeTdopMuHa myTeM remoananusa (cM. paznen «llepeno3upoBkay).

Hapywenus ¢pynkyuu novex

[Tockonbky MeT(hOpPMHUH BBIBOAUTCA TJaBHBIM 00Opa3oM IOYKaMHM, CIEIyeT Iepell HayajJoM |
PEryJISIPHO BO BpeMs JICUEHUS IPOBEPATH KIMPEHC KPEaTUHHUHA:

- 10 KpaifHeil Mepe OJMH pa3 B IOl Y MAIIMEHTOB C HOPMAILHON YHKIIHEH MOYeK;

- Ha yCMOTpEHHUE Bpaya y MalUEeHTOB C YPOBHSAMHU B HUKHEM IIPEJEIIe HOPMAIbHOTO JUAMa30Ha
WIA y TALMEHTOB MOXKUIJIOTO BO3PACTa, MOCKOJIBbKY OECCHMNTOMHOE CHI)KEHHE (YHKIUU
MOYEK YacTo HAOJI0JaeTCsl y MallMeHTOB MOXKUIIOr0 BO3pacTa.

CrnenyeT TpOSBISATH OCOOYH) OCTOPOKHOCTh B CHTYaIUsX, Korga (YHKIHUS TMOYEK MOXKET OBITh
HapylleHa, HallpuMep B HayaJle JICUCHUs] TUIOTEH3UBHBIMU WJIM JINYPETUUYECKUMU CPEACTBAMU HIIU
IIpU IPUMEHEHUH HECTEPOUAHBIX IPOTUBOBOCIAIUTENBHBIX CPEJICTB.

Hapywenus ¢pynkyuu nevenu

BunparnmunTuH He cieayeT NPUMEHATH IS JIeUSHHs MAlleHTOB ¢ HAPYIICHUSAMHU (YHKIIUHU TEYCHH,
BKJIIOYasi TMAlMeHTOB, Y KOTOPBIX ypoBeHb anmaHuHamuHoTpaHcdepazsl (AJIT) wmm
acnapratamuHoTpancdepassl (ACT) mo Havyaia JedeHUs MPEBBIIIACT BEPXHIOW TPAHUILY HOPMBI
(BI'H) Gosbire yem B 2,5 pasa.

Konmponw ypoens neuenounvlx chepmenmos

[Ipu mpuMeHEeHUH BWINATIUITHHA OBLUIU 3aperUCTPUPOBAHBI PElKHE CIy4au HapylleHus (pyHKUUU
Ne4YeHu (BKJIOYas remnaTuT). B aTHX cilydasx y HAlUeHTOB, Kak MpaBWIO, HE ObLJIO CUMIITOMOB U
KIIMHUYECKUX OCJIOXHEHUH M (yHKIUMOHaNIbHbIe mneyeHouHble mpoObl (DIIIT) Bo3Bpamanucek k
HOpMaJIbHOMY YpPOBHIO IIOCJ€ IpeKpauieHus jedeHus. /o Hauvana jeyeHus npenapatoM AUriumer
cnenyet npoBectu DI niis onpeneneHus UX UCXOAHOIO YPOBHS y MauUeHTOB. CieayeT NpoBOAUTD
koHTpoab DIIIT kaxapie 3 Mecsia BO BpeMs JICYCHHUSI HAa MPOTSHKEHUHU TEPBOTO TO/A JICYCHHS, a
TaKkKe MEepUOAMYECKU Tocie 3Toro. [lanueHThl, y KOTOpPHIX HaOJI0aeTCs MOBBIIICHHE YpPOBHS
TpaHCaMHHA3, TPEOYIOT MOBTOPHON ONEHKH (PYHKIMHM TEYEHW IS MOATBEPKICHUS H3MECHEHUS
nokasarenel, mociae dvero cienyer vacto nposoauTs DIIII, moka m3MeHEHHbIE NOKa3aTeNW HE
BEpPHYTCSl K HOpMaibHOMY ypoBHI0. Ecniu coxpansiercst npesbimienne BI'H nokaszateneit ACT u AJIT
Oonble yeM B 3 pa3a, peKOMEH/AyeTcs OTMEHMTh JieueHue npenaparoM Airiaumer. IlanumeHtsl, y
KOTOPBIX Pa3BUBAETCS JKEITYXa WU IPYTUe MPU3HAKH, KOTOPbIE YKa3bIBalOT HA HapylleHne () yHKIUU
neyeHu, TpeOYIOT MpeKpalleHHs JeUeHHs TpernapaToM ANUTITUMET.

[Tocne npekpanienus nedeHusa npenaparoM Aurnumer U HopMmanuszauuu OIIIT nmoBTopHOE neyeHune
3TUM IIpENapaToM HauyMHaTh HE CIELyeT.

Cepoeynas nedocmamouHocms

Knunnueckoe HcciaenoBaHue BUIAAIIMITHHA Yy NALMEHTOB C CEPAEYHON HeNocTaTodHOCThro [-IIT
dyHKIMOHATBHOTO Kiacca mo Kiaccubuxammu Hpro-MopKeKoif KapIuoIorideckoil acCOLHAIIN
(NYHA) mnokasano, 4To jeueHHe BWJIIATIUITHHOM HEe OBUIO CBA3aHO C W3MEHEHHeM (paxiuu
BbIOpOCa JIEBOTO KETYyA0UYKa WIH 000CTPEHNEM UMEIOIIEHCs 3aCTOIHON cep/IeYHON HET0CTaTOYHOCTH
110 CPaBHEHUIO C IU1aeoo.

OnpIT NpUMEHEHHs] BWIJATJIUNTHHA B KIMHUYECKHX HCCIIEIOBAaHUSAX IPU yYacTHH TNAalMEeHTOB,
koTopele mmeror III-IV  QyHKnmoHanbHEIE Kimacchl 10 Kmaccudukamuu  Hplo-Fopkckoii
kapauoiorudeckoi acconuanuu (NYHA), oTcyTcTBYyeT, MO3TOMY HNPUMEHATH €r0 3TUM MalleHTaM
HE CleayerT.

MetdhopmMuH TPOTUBOINOKA3aH MAllMEHTaM C CEPJCYHON HEAOCTaTOYHOCTHIO, TOITOMY AMTIMMET
TaK)K€ IPOTUBOINOKA3aH 3TUM MallMEHTaM.

Paccmpoiicmea co cmoponwl kodrcu

B 1OKIMHUYECKUX TOKCHKOJOTHYECKUX HCCIIEAOBAHUAX BUJIATIUNTHHA COOOIIATIOCh O MOPAXKEHUU
KOXH, BKJIF04ast 00pa3oBaHue My3bIpeil U s13B HA KOHEYHOCTSIX JKUBOTHBIX. XOTS B X0J1€ KIIMHUYECKUX
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UCCIICIOBaHUI HE ObUIO OTMEYEHO YBEIMUYEHHS YaCTOThl MOPAKEHHsS! KOXKH, OMBIT OTHOCHTEJIBHO
OCJIO’)KHEHUH CO CTOPOHBI KOXH Y MAIMEHTOB C caxapHbIM nuadbetoMm Obu1 orpanudeH. Kpome toro,
UMENTd MECTO IOCTPETUCTPAIIMOHHBIE COOOLICHUs O OYJIE3HBIX U IKC(HOTUATHBHBIX MOPAKECHUIX
KoxkH. TakuMm 00pazoM, IpU MPOBEIECHUU PETYISPHOrO HAONIONEHUS 3a MallMeHTaMH C CaxapHbBIM
nabeToM PEeKOMEHAYETCsI KOHTPOJIb 32 HApYLICHUSMHU CO CTOPOHBI KOXKH, TAKUMHU Kak 00pa3oBaHue
My3bIper WU SI3B.

lankpeamum

[Ipu npoBeAeHUM MOCTPErHUCTPAMOHHOTO HAOJIO/IEHUS MMEIM MECTO HEeXellaTeJNbHbIE PEaKIUU B
BUJE OCTPOro IMaHKpeaTtuTa. I[lalMeHTbl JOJDKHBI OBITh NPOMH(OPMHUPOBAHBI O XapaKTEPHOM
CUMIITOME OCTPOTO MMaHKpeaTUTa — CTOMKOMN, CUIIbHOM 00U B )KMBOTE.

[Tocne mpekpaleHUsl JIEYEHUS BUJIAMJIMIITUHOM IMPOMCXOAMIIO IPEKpallleHue IPOsBJICHUN
naHkpearuta. [Ipu mojo3peHusx Ha MAHKPEATUT CIEAyeT MPEeKPaTUTh MPHEM BWIJATJIUNTHHA U
JPYTUX NOTEHLIUAIBHO OMACHBIX C 3TOM TOUKH 3pEHUS IIPENapaToB.

T'unoenuxemus

['unornukeMuss OOBIYHO HE BO3HUKAET y MALIMEHTOB, KOTOPbIE MOJYYAIOT TEPANUI0 MPEnaparom
AWTrIMMET, HO MOXET BO3HUKHYTh, €CIH KaJOPUWHOCTb MUIIM SIBISETCS HEJOCTATOYHOM, eclu
¢usnueckue Harpy3Kd HE KOMIIEHCUPYIOTCS JOIOJIHUTEIbHOM KaJOPUMHOCTBIO NUIIM WIM IPH
yrnotpebiaeHuu ankorois. JIMia moxuioro Bo3pacta, Ocia0JIeHHbIE WIM HCTOIICHHbIC MAIlMeHTHI, a
TaKKe JHUIAa C HAJIOYEYHUKOBOW MM TUNO(U3apHON HEJOCTaTOYHOCTHIO WM AJIKOTOJbHOU
MHTOKCHKAIUEH CKJIOHHBI K THIOTJIMKEMUU. | UTIOTIIMKEMUIO MOKET OBITh TPYJHO JUArHOCTHPOBATH
y MOXWIBIX JIIOAEH U NAI[MEHTOB, KOTOPbIE IPUHUMAIOT O€Ta-0JI0KaTOpHI.

H3BecTHO, UTO MPOU3BOAHBIE CYIb(OHUIMOUEBUHBI BBI3BIBAIOT TUIIOTIUKEeMUIO. [lanueHTsl, KOTOphIe
NOJyyaroT AMNWINIMMET B COYETAHMM C CYJIb(OHMIMOUYEBHUHOH, HMMEIOT PUCK BO3HUKHOBEHUS
TUNOTIMKeMUH. J[J1 CHIDKEHUS! pUCKA Pa3BUTHSI THIIOTJIMKEMUH 11€J1IeCO00pa3HO MPUMEHEHHE CaMbIX
HU3KUX J103 CYJIb(OHUIMOYEBUHBI.

Xupypeuueckue emewiamensbcmea

[TockonbKy AWTTUMET COACPKHUT MET(HOPMHUH, JICUCHHUE STHUM MPENapaToM CieAyeT MPEeKpaTHTh 3a
48 yacoB /10 TJIaHOBOTO XUPYPIUYECKOTO BMEUIATEIbCTBA C OOIEH, CIMHATBHON MIIN SMUAYPATbHOM
aHecTe3Uell U He cieayeT BO30OHOBIATH paHbllle, yeM depe3 48 yacoB mocie 3Toro (Ipu yCJIOBUU
HOpMaJIbHOW ()YHKIIMHU MOYEK U IepOPAILHOTO YIIOTPEOICHHS MUIIIHN).

Penmeenonocuueckue uccredosanus

BHyTpucocyaucroe BBeAcHHME HOJACOIEP)KALIMX KOHTPACTHBIX BELIECTB IPH  IPOBEIECHUU
PEHTT€HOJIOTUYECKUX HCCIIE0BaHUN MOKET MPHUBECTH K OCTPOMY HAPYIIEHUIO (DYHKIMU MOYEK.
Taxkum o0pa3oM, n3-3a copepkaHusl MeTHOPMHHA celyeT MPEeKpaTUTh NMpUeM npenapara AUrnuMer
JI0 WJIA BO BPEMsI TAKOT'O MCCIEOBAaHUS U BO3OOHOBUTH €r0 HE PaHbIIE, YeM uepe3 48 4acoB Mocie
UCCIIEIOBaHMs, ¥ TOJIBKO NP YCIOBUHM HOPMaJIbHON (DYHKIIMHU MOYEK.

T'unoxcuueckue cocmosinus

CeplieuHo-cocyiucTasl HEIOCTaTOYHOCTHh (ILOK), OCTpas cepledyHas HeIOCTaTOUYHOCTh, OCTpBI
MH(papKT MHOKapia M JApyrue COCTOSHHUSA, XapaKTepU3YIOUIUeCs THIOKCHEW, CBsI3aHbl C
BO3HUKHOBEHUEM JIAKTOAlM/103a, YTO MOYKET TIPUBECTH K IIpepeHalbHOM asoreMuun. Ilpm
BO3HMKHOBEHMHM TaKHMX COCTOSSHUM TEPANMIO MpernapaToM AMWIMIUMET CIEAyeT HEMEJIEHHO
PEKPaTUTh.

Brusanue ankozons

AJKOroJb, KaK U3BECTHO, HOTEHIMPYET AeHcTBUE MeT(hopMUHa Ha MeTabonu3M JlakraTa. [lanuenros
CJIeTyeT MpelocTepedb OT YPpE3MEPHOTO YIIOTPEOTEHHSI aTKOTOJIsl.

Bausnue na yposenv eumamuna B12

MeTtdopMuH, KOTOPBIA BXOAUT B COCTaB Mpenapara, CHUKAaeT YPOBEHb KOHIIEHTpAIMK BUuTamMuHa Bi12
npubim3uTensHo y 7 % manueHToB. Takke CHH)KEHHE MOXET acCOLMUPOBATHCA C aHEMHEW, ITH
NpOSIBIEHUS OBICTPO MPOXOIAT TMpH MPEKpalleHuu JedeHus. PeKoMeHJ0BaHO eXerogHoe
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ONpe/ieJICHUe TeMAaTOJIOTUYECKUX TIOoKa3zareleld y NalUEHTOB, KOTOpbIE IMOJYy4aloT Mpenapar
AWrnmMmer.

Hszmenenus 6 KIUHUYECKOM COCMOSHUU Y NAYUEHMO8 C KOHMPOIUPYEMbIM CAXAPHLIM Ouabemom
1l muna

OOBIYHO COCTOSTHME MAI[MEHTOB XOPOIIO KOHTPOJUPYETCS MPHU NMPUMEHEHHUH Ipernapata AUrIuMer,
HO HaJ0 YyYMUTHIBAaTh PHUCK BO3HUKHOBEHHS KETOAIM03a WJIM JIAKTOAIMI03a M TIPU IEPBBIX
OTKJIOHEHUSIX OT HOPMbl HEMEIJIEHHO OTMEHUTh TIPUMEHEHHME TMpernapata W I[PUHATH
COOTBETCTBYIOIIHE MEPHI.

Ilomeps konmpos 3a yposHeM eH0KO3bl

VY NmanueHToB co CTaOMIM3UPOBAHHBIM YPOBHEM TIJTFOKO3BI HA JIFOOOM THA0ETHIECKOM PEKUME MOKET
MPOU30UTH TOTEpS KOHTPOJIS 3a YPOBHEM TIJIIOKO3bl MPH BO3HUKHOBEHUHU JIOOBIX CTPECCOBBIX
CUTyallMi, TaKuX Kak JHUXOpaJKa, TpaBMbl, HWH(MEKIMOHHBIC 3a00JCBaHUSA, XHUPYPTUUYECKHE
BMemIaTeabcTBa. [IpM BO3HMKHOBEHMM TaKUX CHUTYallMd ClIeyeT NPUOCTAHOBUTH IMPUMEHEHUE
npenapara U KOHTPOJUPOBATh YPOBEHb TJIMKEMHH C IOMOIIBI0 HHCYJIMHA, MOCIE HOPMaIU3alNH
COCTOSIHHS TIAIIUEHTa BO30OHOBUTH MPUMEHEHHE Mperapara.

IIpumenenue 6 nepuoo bepemeHHOCMU UIU KOPMAEHUS 2PYObIO.

bepemennocms

UccnenoBanusi Ha KMBOTHBIX IMPOACMOHCTPUPOBAIM  PETNPOAYKTHBHYIO TOKCHYHOCTH IIPH
OPUMEHEHUH BBICOKMX J03 BWAArIUNTAHA. OTHOCUTEIBHO METPOpPMHHA HCCIECIOBAaHMUS Ha
JKUBOTHBIX HE TMOKa3aJd PENpOAyKTUBHOM TOKCHYHOCTH. MccrmemoBaHusi Ha >KMBOTHBIX, KOTOPBIC
OBLIM MPOBEACHBI C MPUMEHEHHEM BWJIIATIIUMITHHA M MeT(hopMHHA, HE OOHAPYXKHUIM MPHU3HAKOB
TEPaTOTeHHOCTH, HO OBUIM OTMEUYEHBI (DETOTOKCHUECKUE IPPEKTHI MPH TOKCUIHBIX ISl OEPEMEHHBIX
camok jo3ax. [loreHImanbHbIi pUCK JUIs Jto/Ield HEU3BeCTeH. AUTTMMET HE CJelyeT MPUMEHSTh BO
BpeMsi OEpEMEHHOCTH.

Tlepuoo xopmaenus 2pyovio

HccnenoBanusi Ha >KMBOTHBIX ITOKA3aJid BBLICICHHE MET(QOPMHHA W BHJIATJIMOTHHA B MOJIOKO.
HeusBectHo, BbiAensercss 1M BUIJATIUITAH B TPYAHOE MOJOKO YEJIOBEKa, HO HU3BECTHO, YTO
MeTGOPMHUH BBIJENAETCS B TPYJHOE MOJOKO YeJIOBEKa B HEOOJBUIOM KOJUYECTBE. YUHUTHIBAS
CBSI3aHHBIH C MET(HOPMHHOM MOTEHIHUATbHBIA PUCK HEOHATAIBHON THUIMOTIMKEMHUU M OTCYTCTBHE
JAHHBIX O BJIMSHUM BWIJATIMNTHHA, AWIIUMET HE CIEAyeT MPUMEHSATh KEHIIMHAM B TIEPUOJ
KOpPMJIEHUS TPYAbIO.

DepmunbHocmo

HccnenoBaHusi OTHOCUTENBHO BIMSIHHS TpemapaTa AWrIMMeT Ha (EepTHIIBHOCTh YeJIOBEeKa He
MIPOBOAMIIUCE.

Cnocobnocmo 6nusames HA CKOPOCMb pPeakyuu npu YnpasieHuu aemompaHcnopmom uiu opyumu
MeXaHusMamu.

He npoBomunuch uccinenoBaHus BIMSHMS Ipernapara Ha CKOPOCTb PEAKIUM P  YIPaBJICHUU
aBTOTPAHCIOPTOM WM paboTe ¢ IpyruMu MexaHuzmamu. IlosTomy OoJibHBIE, ¥ KOTOPBIX MOKET
BO3HUKHYTh TOJIOBOKPYXEHHE, IOJDKHBI H30€eraTh JAESITEeIbHOCTH, CBSI3aHHOM C yIpaBlIeHUEM
aBTOTPAHCIOPTOM MJIH paboTOll ¢ MEXaHU3MaMH.

Cnocood npumenenus u 003bvl.

Jlo3upoBaHuEe aHTUTHIECPIIIMKEMUYECKOTO JICYCHHUS Ui KOHTposis sauabera Il Tuma crnemyer
non0upaTh WHIUBUIAYaTbHO HAa OCHOBE TEKYIIEro peXnma Tepanuu, JIPGEeKTUBHOCTH U
nepeHocumocTtu. [Ipu mpuMmeHeHun mpemapara AWTIMMET HE CIeAyeT MPEBBINIATh MAKCUMATbHYIO
cyTouHyto 703y Buigarnuntaaa (100 mr).

Croco6 npuMeHeHus
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s mepopalibHOrO MPUMEHEHHUS.

PexoMeHOoBaHHasg HadallbHas [03a mOpenapata AUWMIMMET AOJKHA ONPENEIsTbCS Ha OCHOBE
TEKYILIETO peKuMa MPUMEHEHUS BUIIIATIUIITHHA W/ MeT(hOpMUHA.

[Ipuem mnpenapata ANrauMeT OJHOBPEMEHHO C MUIICH WM cpa3y MOcCjie MpueMa MHIIA MOKET
CHH3UTD KeNyJOUYHO-KUIIEYHBIE PACCTPONCTBA, CBA3aHHBIE C IPUMEHEHHEM MeT(hOopMHUHA.

Jleyenue npemaparom AWTIMMET MOKHO Havath ¢ mpuema tadaetok 50 mr/850 mr wim 50 mr/1000 mr
2 pa3za B cyTkHu (oHa TabJeTKa YTPOM U OJHA Ta0JIeTKa BEUEpPOM).

Hauanvnasa o0osa ona nayuenmos, uve cOCmosiHue He KOHMPOIUPYEMCs OONNCHbIM 00pa30oM npu
npUMeHeHUU MOHOMePanuy UI0A2IUNNUHOM.

Ha ocHoBaHMUM OOBIYHBIX HAYAJILHBIX /103 MeT(hopmuHa ruapoxiopua (cyrodnas goza: S00—1000 mr)
JIeYCHHE TpernaparoM AWIIIMMET MOXKHO HayaTh ¢ mpuemMa Tabnerok 50 mr/850 mr 2 pasa B CyTKH,
MOCTETNIEHHO TUTPYS J03bl TIOCTIE OLEHKU aJeKBaTHOCTH OTBETA HA JICUCHHE.

Hna nayuenmos, uve cocmosanue He KOHMPOIUPYEMCS OOIHNCHLIM 00pA30M NpU NpUMEHeHUU
MoHOomepanuu MemgopmMuHa 2UOPOXIOPUOOM 8 MAKCUMATLHO NEPEHOCUMbBIX NAYUESHMAMU 003aX.
Hauvanpnas no3a mpemnapara ANTriamMeT JO0JDKHA COCTOSTh M3 BwigarauntuHa 50 mMr 2 pasa B CyTKH
(obmas cyrounas no3a — 100 mr) u MetdopMrHa B 03€, KOTOPYIO MALUEHT YXKe PUHUMAET.

s nayuenmos, komopule nepexoosim ¢ 0OHO8PEMEHHO20 Npuema BUNIOATUNMUHA U Mem@BOpMUHA
KaK omoeibHbIX NPenapamos.

HavanpHas nosa mpenapara AWIIMMET JOJDKHA OTBEYaTh J103aM BWJIJATJIMITHHA U MET(POpPMUHA,
KOTOPBIE MIPUMEHSUIUCH J0 3TOTO.

Ilpumenenue 6 kKombuHayUYU ¢ UHCYIUHOM UNU CYTbHOHUIMOUEBUHOLI.

Hcxons u3 Texkymeil 10361 MeThopMuHa, AUrauMeT cieayeT npuHuMath B goze 50 mr/850 mr unu
50 mr/1000 mr 2 pa3a B cyrku. [lpu npuMeHeHnn B KOMOMHAIMU C CyNb()OHMIMOYEBHHOMN CIIETyeT
paccMOTpeTh HEOOXOIMMOCTh MPUMEHEHHS CaMOW HU3KOW J03bl CyIb()OHHIMOYEBHHBI, YTOOBI
YMEHBIIUTH PUCK PA3BUTHSI TUIIOTJINKEMUH.

OcoOble rpynmnbl NaMeHTOB

Tlayuenmwi noscunoco 6ospacma (cmapuwe 65 1em)

[Tockonbky MeT(HOPMUH BBIBOJUTCS MOYKAMHU, a MAIIUEHTHI MOKUIIOTO BO3pACcTa UMEIOT TEHICHIIUIO K
CHI)KEHMIO (DYHKIMM TOYEK, BO BpeMs Npuema mpemnapata AWriMMeT oHU TpeOyloT peryiaspHOro
KOHTPOJISI QYHKIIUU TTOYEK.

Hapywenus ¢pynkyuu novex

AWrIMMET He cielyeT NMPUMEHSTh AJI JICYEHUs IMAlMEHTOB, KOTOPbIE MMEIOT KIMPEHC KpeaTMHHHA
Hke 60 MiI/MUH.

Hapywenus ¢pynxyuu nevenu

AWrIMMeT He CleyeT TPUMEHSATH IS JICYCHHs] TAIMEHTOB C HAPYIICHUSMHU (DYHKIIUM TIEYCHH,
BKJIIOUasl ManueHToB, y KoTopblx ypoBHH AJIT wimm ACT no Havanma nedenus npessimiaer BI'H
OoJbiie 4em B 2,5 pasa.

Jlemu.

AWIIIMMET HE PEKOMEHIYETCs IpPUMEHSTh [Js JIeYeHUs JAeTed W MOoApocTKoB (o 18 mer).
bezonacHocTh 1 3 PEeKTUBHOCTh MPUMEHEHUS Mpenapara Iy AeTei U MOJPOCTKOB HE YCTaHOBJICHBI.
JlaHHBIE OTCYTCTBYIOT.

Ilepedo3uposka.

O ciydasx nepeo3upoBKH MpenapaToM He COO0Ianoch.

Bunoaenunmun

[Tpu npumenenuu npemnapara B 103e 400 Mr ObUTH 3apETUCTPUPOBAHBI TPU CTy4yasi 00U B MBIIILAX U
OTJEIBHBIE CIIy4ad JIETKOM W TPAaH3UTOPHOM IApeCTe3UH, JIUXOPaAKH, OTEKOB U TPAaH3UTOPHBIX
MOBBIIEHU ypoBHs nunasbl. [Ipm noze 600 mr y oIHOro manpeHTa OTMEYaldd OTEK CTYIMHEH M
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KACTEeH, 3HAUMUTENbHOE  TOBbIMIEHHE ypoBHA  KpearuHpochokuHasel (KDK), xoropoe
conpoBoxaanock ypenuuenneM ypoBHS ACT, C-peaktuBHOTO O€nka U MUOTIIOOMHA. Y TpeX APYrux
NAIMEeHTOB 3TOM K€ JJO30BOW TPYMIBI OBUI OTEK 00EMX CTYyMHEH, KOTOPBI COMPOBOXKAAICS B IBYX
ciydasx napecre3uei. [locne npekpamnieHus IpuMEHEHMs UCCIEAYEMOro Mpenapara Bce CUMITOMBI U
U3MEHEHHS J1a00paTOPHBIX MMOKA3aTeNIei MPOIILIH.

Jleuenue

B cnydae mnepeno3supoBKH JIEKAPCTBEHHOE CPEICTBO CIEAYET OTMEHHUTb M IIALUEHTY CIELyeT
o0ecrneynTh CUMIITOMATHYECKOE U IMOJJEPKUBAIOLIEe JIeYeHne. BUniariunTuH He BBIBOAUTCS IPH
JMau3e, HO OCHOBHOW THIPOJIM3HBINA METa0OIUT BHAATIMITHHA MOXKET OBITh BBIBEJICH C IIOMOIIBIO
reMOoJuaIn3a.

Memdgopmun

3adukcupoBaHa nepeno3upoBka MeThopMHHAa Ipu mnpueme Oomnbime yeM 50 r mpemapara.
['unornukemust Obiia 3apeructpupoBana B 10 % cmyyaeB. OHaKO MPUUYMHHO-CIEICTBEHHOW CBSI3U
He OBLJIO BBIABIEHO. 3HAUUTENIbHAs IEpelo3UpoBKa MeT(OopMHUHA (WM CYIIECTBYIOLIMH pHCK
JAKTOAIM1032) MOXKET MPUBECTH K JIAKTOAUA03Y, KOTOPBIH TpeOyeT HEOTIOKHOW MEIUITUHCKON
IIOMOUIY U JICYEHUS B MEAULIMHCKOM YUPEKICHHUH.

Ilobounsie peakyuu.

[IpuBeneHHbIE JaHHbBIE KAacalOTCS COBMECTHOTO BBEJICHHS BUJIATIMITHHA U MET(GOpPMHHA B BUJE
KOMOHWHAIIMK CO CBOOOTHOM MM (DUKCUPOBAHHOM JT0301.

[Tpy nprMeHeHUN BUJIATJIMIITHHA OBLIM 3apErUCTPUPOBAHBI PEAKUE CIIy4ad aHTHOHEBPOTHYECKOIO
OTeKa C TaKOH K€ YacTOTOM, YTO U B KOHTPOJBHBIX Ipynnax. bojee BHICOKHII MPOIEHT cay4yaeB ObLI
3aperucTpupoBaH, KOIZa BWIJATJIUOTUH Ha3Hayajdd B KoMOMHauumu ¢ wuHruouropom AllD.
BonbmnHCTBO cilydaeB ObUTH JIETKUMHU U MCUE3aU MIPH MPOAOHKEHUN IPUMEHEHUS BIIIIATIUITHHA.
[Tpr mpUMEHEHNN BWIIATIIMNITHHA OBLIN 3apErHCTPUPOBAHBI PEIKHE CIIyYad HAPYIICHUS (yHKIHH
nevyeHu (BKIIOYas remaTuT). B 3THX ciydasx y ManueHTOB, Kak MPaBWIIO, HE OBLJIO CUMOTOMOB U
KJIMHUYECKUX OCJIOXKHEHUH, U (DYHKIIMOHAIbHBIE IEUEHOYHBIE IPOOBI BO3BPAIAIMCH K HOPMAIBHOMY
YPOBHIO TOCJIE€ MPEKpAIlEeHUs JieueHusa. B Xoae KOHTpOIMpYEMBIX HCCIEAOBAHUI MOHOTEpAIllUU U
JIOTIOJTHUTEIIbHOW Tepanuu UIUTENbHOCTRIO 10 24 Henenb 4acToTa nobliieHust ypoBHed AJIT win
ACT >3 x BI'H (ompeneneHHass Kak TNpUCYTCTBYIOLIass 10 KpaliHEW Mepe IIpu JBYyX
MOCJIEIOBATEIBbHBIX U3MEPEHHUSIX WM BO BpEMs 3aKIIOYUTEIBHOTO BU3HTA) cocTaBisuia 0,2 % mns
Bunarmuntuaa 50 mr 1 pa3 B cyTku, 0,3 % nns sungarnuntuaa 50 mr 2 pasza B cytku u 0,2 % s
BCEX IIpernapaToB CpaBHEHHUs. Takoe MOBBIIIEHHMS YpPOBHEW TpaHCamMHHa3 ObLIO, Kak IpaBuUJIo,
0ECCUMITOMHBIM, HE INPOTPECCHPYIOIIUM [0 XapakTepy M He OBbUIO CBA3aHO C XOJIECTa30M H
JKENTYXOM.

B KOHTponmupyeMbIX KIMHUYECKUX HCCIEIOBAHUSIX THUIIOTJIMKEMHUsT HEYacTo Ha0mmoaanach y
MAalMEeHTOB, KOTOPhIC MOJydYadd BWIJATJIUITUH B KOMOWHAIIMK C MET(HOPMUHOM, U y TAIUECHTOB,
KOTOphle Tonmyyanu Iutanebo u wmerdopmud. CrydyaeB TKENOW TUIMOTIUKEMHUU B TPYIIeE
BIJIJArJIMIITHHA HE HAOII0qaI0Ch.

KenynouHo-kuIIeUHbIe HEXeNaTEIbHbBIE IBJICHHS, B TOM YUCIIE TUapest ¥ TOUTHOTa, HAOI0IaiCh BO
BpeMsl JIeYeHHs] MET(HOPMHUHOM.

B 1enoM, xemynouHO-KUIIEYHBbIE CUMITOMBI OTMedanuch y 12,9 % OONbHBIX, KOTOpBIE MOTyYaln
KOMOMHAIMIO BWJIJArJUNTHHA W MeTPopMuHA, MO cpaBHeHuio ¢ 18,1 % mnamnueHtoB, KOTOpbIE
MOJTy4aId TOJBKO METHOpPMUH. B CpaBHUTENBHBIX KOHTPOIUPYEMBIX HCCIEIOBAHUSIX MOHOTEpATUU
TUIIOTJIMKEMUS HAOJIr01a1ack HEYacTo.

HexenaTtenbHble peakiyu, 3aperucCTpUPOBaHHBIE Y MALMEHTOB, KOTOPbIE MOJIy4aJlyd BWJIJATJIUITHH
KaK MOHOTEpalHi0 U JONOJHUTEIbHYI0 TEpamui0 B XOJ€ JBOWHBIX CIENbIX MCCIIeI0BaHUM,
NEPeUNCIIeHbl HMXKE MO KJIacCaM CUCTEM OpraHoB M abcostoTHOM uactoTe. [IpHu OleHKe 4acTOThI
BO3HUKHOBEHHUSI TOOOYHBIX PEaKIUil MCIIOJIb30BaHbI TAKUE KPUTEPHH:
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oueHb yacto (>1/10), gacto (>1/100 — <1/10), mewacto (>1/1000 — <1/100), penko (=1/10000 —
<1/1000), ouenp peaxo (<1/10000), yacToTa HeusBecTHa (HE TMOJICKUT OIECHKE IO HMEIOIUMCS
JTAHHBIM).

B kaxaoi o0beIMHEHHOW MO 4acTOTe IpyIMIe HeXelaTeslbHbIE SBJICHUS MPEICTaBICHbI B MOPSIKE
YMEHBIIICHUS CEPbE3HOCTH.
Hngpexyuu u unsazuu

OdeHb penko: HH(EKINH BEPXHHUX JABIXaTEIbHBIX IMyTEeH, HA30()apHUHTHUT.

Co cmopoHbl HepsHOtL cucmembl
YacTo: roJIoBOKpYKEHHUE, TPEMOD.

Heuacro: rosnoBHas 60:b.

Co cmopoHbvl cocyoucmoui cucmembl

Heuacro: nepudepuueckue oTexu.

Co cmopoHbl dHceny00uHO-KUMeUH020 mpaKkma

YacTo: TomHoTA.

Heuacro: nuapes, 3amop.

Co cmopoHvl neuenu

Penko: moBbIIICHABIE YPOBHH TPAHCAMUHA3.

Co cmopoHvl cKelemHO-MblULeYHOU CUCTNEeMbl

Heuacro: aprpanrus.
Hapywenus obmena sewyecmas u numanust

Heuacro: runornikemMus, yBeIM4eHHE MACChI TeJa.
Hapywenus obwezo xapaxmepa

Heuacro: actenus.

Kakue-mu6o HexenareiabHbIe SIBICHUS, KOTOPbIE HAOIIOAATUCh TP MOHOTEPANIUN BIIIJATTUITHHOM,
HE BCTPCUAINCH CYIICCTBEHHO 4Yalle MPH OJHOBPEMCHHOM MPUMCHCHHH BWJIATJIMIITHHA U
MeThopMHUHa.

[TocTperucTpaMOHHBIA OTIBIT

[ToOouHble peakiuu Ha mpenapar ObUIM  3apETUCTPUPOBAHBI B paMKaX  CIOHTaHHBIX
MOCTPETUCTPAITMOHHBIX COOOImEeHn u B jutTeparype. [1oCKOIbKYy 3TH COOOIIEHUs MOCTYMAlT OT
HEOTPEAECNEHHOTO0 KOJIMYECTBa JOOPOBOJIBIIEB, TO HET BO3MOXKHOCTH JIOCTOBEPHO OILIEHUTh HX
YacTOTY, TOTOMY OHH KJIaCCU(PHUIIUPYIOTCS KaK «4acTOTa HEU3BECTHAY.

- TenaTHUT, KOTOPHIH MPOIIEN Mocie OTMEHBI Mpemnapara;

- KpalWBHHIIA, MMaHKPEATUT, OYIIC3HbIC WM 3KCHOJUATHBHBIC MOPAKEHUS KOXKHU, 00pa3oBaHUE

IIy3BbIPEH.

V3BecTHBIC HeXeNaTeIbHBIC SBJICHUS, BI3BAHHBIC MET()OPMIHOM, IIPEICTABICHBI HIKE

Co cmopoHvl Kposu u TumMgamuieckoul cucmembl

EnuHUYHBIE CITydYan JTCHKOTICHHH, TPOMOOITUTOIICHUN ¥ TEMOJINTUICCKOW aHEMUH.

OdeHb peIKo: CHUKEHHE YPOBHS BUTaMuHa B12 B kpoBHu.

Hapywenus obmena éewyecme u numanus

OdeHb 4acTo: MOTEPS ANIMEeTUTA.

Ouensb penxo: nakToanua03 (dactora: 3 ciydas Ha 100000 yemoBeko-yeT).

Co cmopoHbl HepsHOtl cucmembl

Yacro: aucressus (3 %).

Hewacro: yromisieMocTb.

Co cmopoHubl dHceny00uHO-KUeUH020 MpaKkma

YacTo WM 0YeHb 4acTo: )KEeMyT0OYHO-KUIIIeuHbIe paccTpoiicTBa (5—15 %), Takue Kak TOIIHOTA, PBOTA,
nuapest ¥ 00J7b B KUBOTE (9TH CHUMIITOMBI OOBIYHO BO3HHMKAIOT B Hayaje JICUCHUSI U B OOJIBIIMHCTBE
CIIy4aeB MPOXOMAST CIIOHTAHHO).
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Co cmopoHbl nevwenu u JHcenuesvi8o0AuUx nymel

Enunuunble ciydyau: aHOMallbHbIE pe3ylbTaThl (PYHKUMOHANBHBIX MPOO TI€UYeHHU, HapuMep
MOBBIIICHUE YPOBHS TPAHCAMUHA3 UJIM renaTUT (0OpaTHMbIE MTOCIEe OTMEHBI METPOPMUHA).

Co cmopoHbl KodCU U NOOKOIICHOU HCUPOBOLL KILeMUAMKU

OdeHb peIKo: KOKHBIC PEAKIINH, TAKUE KaK IpUTEeMa, 3y/1, KpaTUuBHUIIA.

Komb6uHanuys BUWIIAraunTuHa ¢ THCYIMHOM (¢ MeTdhopMuHoM/6e3 MeThopMuHa)

YacToTa TUMOTIMKEMHUH B KOHTPOJIUPYEMBIX KIIMHUYECKUX UCCIICOBAHMSIX ObLIa MOJ00HOM B 00eHX
rpynnax (14,0 % B rpymne BUIJarIMITHHA 110 cTpaBHeHHIO ¢ 16,4 % B rpynne mianebo). Tsokensie
TUTIOTJIMKEMIYECKHE SIBICHUSI OTMEYAIIMCH y 2 TIAIIMEHTOB B TPYIINE BWIIATIUIITAHA U Y 6 TTAI[UCHTOB
B rpymme uianebo. OOiiee BIMAHHE Ha CPEIHIOD Maccy Teia ObUI0 HE3HAYUTENIbHBIM B 00€Ux
rpynmnax (+0,6 Kr B rpynmne BUAarIunTHHA U +0 Kr B Tpynie mianedo).

Crnenyrone HexKenareabHble SBICHUS HAOMIOAATUCH MPU MpUEME BUIJIATJIUIOTHHA BO BPEMs ITHX
UCCIIEI0BAHUN

Co cmopoHbl HepsHOt cucmembl

Yacro: ronoBHas 00Jb.

Co cmopoHbl JHcey00uUHO-KUEeUHO020 MPaKma

UYacro: TomrHoTa, ractpod3odareaibHas pedIroKcHas 00JIe3Hb.

Heuacro: nuapes, MeTeopusm.

Hapywenus obwezo xapakxmepa

Yacro: 03H00.

Jlabopamopuvie ucciedosarnus

Yacro: CHMKEHUE YPOBHS TIUIIOKO3bI B KpoBH. OTMeEHa mperapara u3-3a STUX HeXKelaTelbHbBIX
SBJIEHUW B LIEJIOM IIPOUCXOIUIIA PEAKO.

Komb6unanus ¢ cynbhoHUIMOYEBHHON

['unornmukemust Obuta yacToil B obeux rpynmax (5,1 % B rpymnme BwimarauntuH + mMeThopMuH +
MIUMENUpHUA 1o cpaBHeHUio ¢ 1,9 % B rpynme minane6o + mergopmun + raumenupun). OmgHO
TSDKEJIOE THUTIOTIMKEMHYECKOE SIBIICHUE OBLIO 3apETHCTPUPOBAHO B IPYIIE BIIIIATTUNTHHA. B KOHIIE
WCCIICIOBaHMs BIIMSHHE HA CPEJHIOI Maccy Tena OblUTo He3HauuTenbHbIM (+0,6 Kr B rpymnme
BWIJATTIMNITAHA U -1,0 KT B Tpynme miamne6o).

HexxenaTtenbHble SBIIEHUs y TAIlMEHTOB, KOTOpble Mony4yanu mpemapar 50 mr 2 pa3za B CyTKH B
KOMOMHAIIUU ¢ METPOPMUHOM U CyIb(OHUIMOUEBUHOM (n = 157):

Hapywenus obmena sewgecma u numanus

YacTo: runorinKeMus.

Co cmopoHbl HepeHOlL cucmembl

YacTo: roJIoBOKpYXKEHHUE, TPEMOD.

Co cmopoHuvl Kodicu

Yacro: runepruapos.

Hapywenus obwezo xapakxmepa

Yacro: acTenus.

Cpok 2oonocmu.
2 rofa.

YciaoBus XxpaHeHus.
JlanHO€e JIeKapCTBEHHOE CpPEJICTBO HE TpeOyeT CHEeIUaIbHBIX YCIOBHI XpaHEHHA. XPaHUTh B
HEJOCTYITHOM IS IeTEN MeCTe.

YnakoBka.
ITo 7 Tabnerok B Giucrepe, o 4 OaUCTepa B MauKe.
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Kareropusi ormycka.
ITo peuenry.

IIpousBoauTens.
AO «®apmak» (IepBUYHAs U BTOPUYHASI YIAKOBKA, MApKHUPOBKA, BBIIYCK CEPUM M3 HMPOAYKLHH in

bulk ¢upmsr-nponssogurens Oman Papmacsrotrkan [ponakrec Komnanu JIJIC, Oman).

MecToHaxo:xk1eHue MPOU3BOANTEIIS U a/ipec MeCTa OCYLEeCTBJIEHUS €ro J1esITeJIbHOCTH.
VYkpauna, 04080, r. Kues, yn. Kupunnosckas, 74.

JaTa nocJeanero nepecmorpa. 17.09.2020.
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