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IHCTPYKUIA
JUISI MEIUYHOT 0 32CTOCYBAHHS JIKAPCHKOI0 3ac00y

TJIFOTA30H®
(GLUTAZONE®)

Cknao:

diroua peyosuna: ToriiTa3oH (pioglitazone);

1 TabmeTka MICTUThH MIOTJIITa30HY TiAPOXJIOPUIY y MepepaxyBaHHI Ha miormiTazoH 15 mr abo 30 mr, abo
45 wmr;

OONOMIJCHI peyosunu: JAKTO3HM MOHOTIAPAT, TiAPOKCUIIPOMUILENION03a, KaJbllilo KapOOKCUMETHII-
IEJI0J103a, MarHilo cTeapar.

Jlikapcbka ¢opma. TabneTku.

OcHogHi hi3uKo-XiMIYHI 61ACMUBOCTI:

mabremxu no 15 me: 01711, Kpyrii, TIOCKI TaOneTKku 3 TUCHEHHSM «K» 3 omgHOro OOKy Ta riaJcHbKi 3
1HIIIOTO;

mabaemxu no 30 me: 6111, KPYTJIi, TBOOMYKIII TaOJETKH, TJIaJIEHbK] 3 000X OOKIB;

mabnremku no 45 me: OuI1, KPyTi, TBOOIYKJIi TaOJIETKH, rIaieHbKi 3 000X OOKIB.

dapMaKoTepaneBTHYHA rpyna.
AnTtrniabernyni npenapartu. ['inoraikemivni 3acodu, 32 BUHATKOM 1HCYiHIB. Ti1a305111uHII0HH.
Kox ATX A10B GO3.

Dapmakonoziuni enacmueocmi.

Dapmaroounamika.

I'motazon® — mepopanbHuil rimorsikeMiunuii mpemapar TiasoniguHmioHoBoro psmy. Jlis miormitazony
3QJIOKUTh BiJl HAsBHOCTI 1HCYJiHY. BHCOKOCENEeKTHBHUN aroHICT Y-pelenTopiB, SKi aKTUBYIOTHCS
nepokcrucomMuuM mporidpeparopom (y-PPAR). y-PPAR-penenTopu BUSBISIOTBCS B KHPOBIM, M S30Bil
TKaHWHAX Ta B TMeUiHIl. AKTHBamis saepHux peuentopiB PPAR-y Momymioe TpaHCKpHUTINIO TEHIB,
YYTIMBUX JI0 iHCYJIiHY, IO 6EpyTh y4acTh y KOHTPOMi PiBHs TIIOKO3M Ta MeTabomizMi mimigis. I'morazon®
3HIDKYE THCYJIIHOPE3UCTCHTHICTh y Nepu(epuIHUX TKAHWHAX 1 B MEUiHIIl, B PE3YyJIbTaTI IbOTO 301IBITYETHCS
BUTpATa 1HCYNIH3AJICKHOI TTIOKO3H Ta 3HIKYEThCS BUKHUJ TIIIOKO3M 3 Me4iHKU. Ha BinIMiHy BiJ MOXiTHHX
CyJb(OHIIICEYOBUHH, TIOTIIITA30H HE CTUMYITIOE CEKPEIlII0 THCYIIHY B-KIITHHAMY TiAILTYHKOBOT 3aJ103H.
[Tpu ykpoomy miaGerti II Tuny 3MeHIIEHHS 1HCYTIHOPE3UCTEHTHOCTI MMiJ JTI€I0 MIOTJITa30HY MPU3BOIUTD
JI0 3HWIKEHHS KOHIICHTpAIlii TJTFOKO3W B KPOBI, 3HIKCHHSI PIBHS 1HCYJIHY B IJIa3Mi  KPOB1 Ta TeMOTJIO01HY
AIC (rmikomizoBanuii remorno6in, HbA1C). VYV mnoenHanHi 3 NOXIIHUMH CYIb(OHIICEYOBUHH,
MeThopMiHOM ab0 IHCYITIHOM MperapaT MOKpaIlye TIIKEMIYHUNA KOHTPOJIb.

VY XBOpHX 3 MOPYIICHHSM JIMiJHOrO 0OMiHY MPH 3aCTOCYBaHHI MIOTTITa30HY 3aBISKUA CTUMYJISLIT TaKOX
PPAR-anb(ha akTuByeThCS KaTabOi3M ME1aTOPIB 3arajieHHs, 3SMEHITYEThCSI TOBIIIMHA BHYTPIIIHBOI CTIHKA
apTepiii 3a paXyHOK YCYHEHHS 3alajbHUX 1 MpoJiepaTUBHUX MPOLECIB, 3HUKYEThCA PiBeHb (iOpHHOTEHY
B TUTa3Mi KPOBI, a TAKOX 3HUKYEThCS PIBEHb TPUTIILEPUAIB 1 30ubmyeThes piers JITIBIL (simonporeinu



BHCOKOI MIIIBHOCTI), mpu 1boMy piBeHb JIITHII (mimompoTeinu HU3BKOT WIUIBHOCTI) 1 3arajibHOTO
XOJIECTEPUHY HE 3MIHIOETHCSI.

Dapmaxokinemuxa.

Bcemoxmysanna. Ilicns 3acTocyBaHHS BHYTPIIIHBO IMMIOTJIITa30H IIBUJKO BCMOKTYETHCS; MaKCHUMAaJbHI
KOHIICHTpaIlii B T1a3Mi KPOB1 HE3MIHEHOTO MIOTIIITa30HY 3a3BHYall TOCATAIOTHCS BXKE Yepe3 2 TOAMHU IMicCIs
npuiiomy. [Iponopiiiiine migBUIEHHS KOHIEHTpamii B mja3mi croctepiranocs st 103 Big 2 1o 60 mr.
CtaliuTbHMM CTaH TOCATAETHCS MICIs MPUHOMY MperapaTy BIpoaoBxk 4-7 nHiB. bararopa3zoBe 3acTocyBaHHS
HE NMPHU3BOIUTH 10 KYMYJIALII npenapary abo ioro MetaboiTiB. [IpuiioM ki He BIUIMBAE HA BCMOKTYBAHHS.
AGcomoTHa 6100CTYMHICTD MioriTa3oHy nepepuirye 80 %.

Po3nooin. Po3paxyHkoBuili 00’eM posnofiny y moauHu craHoButh 0,25 n/kr. Iliormita3oH i Bci #oro
AKTHBHI METa0OJITH €KCTEHCUBHO 3B’ 3YIOThCA 3 Oltkamu 1uiazmu (> 99 %).

Memabonizm. TliormiTa3oH EKCTEHCHUBHO METa0OJI3yeThCcsl B TEYIHIN IUISIXOM  TiIPOKCHUIFOBAHHS
amdarnuHux MeTwieHoBuX Tpym. lle 3mificHIoeThcs 3a3BuYail 3a ydactio ¢epmerty 2C8 cucremu
nuroxpomy P450, xoua ¥ iHmN i300epMEHTH MOXYTh OYTH 3aiisHI MEHIIOK Mipow. 3 13 6
ineHTugikoBanux MetabomiTiB € aktuBHuMH (M-II, M-II 1 M-IV). BpaxoByiouum aKTHUBHICTb,
KOHIICHTpAIlif0 1 3B’SA30K 3 OUIKaMu, MioriiTa3oH 1 Horo mertabomnit M-III omHakoBO BIUIMBAaIOTH Ha
epextuBHicTh. Ha wniii ocHoBi BHecok M-IV B edekTHBHICTH NMPHUOIM3HO BTPUYI MEPEBUILYE BHECOK
MIOTJIITa30HY, TOI K BiMHOCHUI BHeCOK M-II € MiHIMaIbHUM.

Jocnikenns in vitro He nanu OyIb-sIKUX CBIIYEHb TOTO, IO MIiOIJIITA30H NMPHUTHIYYe Oyab-SKUN CyOTHII
cucteMu mutoxpomy P450. V moguHu He BinOyBaeThbCs 1HAYKIT TOJOBHUX 130(0€pPMEHTIB CHUCTEMHU
mutoxpomy P450 1A, 2C8,9 1 3A4.

Buoinenna. 55 % miornita3oHy ekckpeTyeTbesi 3 dekamisimu 1 45 % — 13 ceuero. Cepenuiii mepioa
HAIIBBUBE/ICHHST HE3MIHEHOTO MIOTJITa30HY CTAHOBHUTH 5-6 TOJIMH, a IJIsl BCIX HOr0 aKTHBHUX METa0OITIB
—Bix 16 go 23 roauH.

THayienmu nimnvozo 6ixy. @apMaKkOKiHETUYHI apaMeTpH y MAIli€HTIB BIKOM BiJ 65 pOKIB Ta y MOJOAMX
[MaIi€HTIB NOxi0HI.

THayienmu 3 nopywennamu @ynxyii Hupox. Y TaLli€HTIB i3 NOPYIICHHAMH (DYHKIIT HUPOK KOHLIEHTpALlis
MIOTJIITa30HY 1 HOT0 aKTUBHUX METAOOMITIB Yy IJIa3Mi HIDKYA, HDK Y TMAIEHTIB 3 HOPMAIBHOIO (DYHKITIEIO
HUPOK, ajie KIIpeHC OaTbKIBChbKOI CHONyKH moAiOHMHA. TakuM 4YHHOM, KOHIEHTpAIisi BUIBHOTO
(HEe3B’s13aHOTO) MIOTJIITA30HY € HE3MIHEHOIO.

THayienmu 3 nopywennamu ¢ynxyii neuinku. 3arajibHa KOHLIIEHTPALis MOTJITA30HY B IJ1a3Mi € HE3MIHEHOIO,
ajie Tpu 30UTbIICHHI 00’€My PO3MOJAUTY KIIPEHC 3HIKYEThCA 31 30UIbIIeHHSIM (pakiiii He3B’ si3aHOTO
MiOTJIITa30HY.

KuiniuHi XapakTepucTHKH.

Iloxazanns.

I'motazon® nokasanuii Sk Apyra 4 TpeTs JiHis Tepamii yKpoBoro Aiabery 2 THILY:

K MOHOMEPANis:

— Yy JIOpOCIUX MAaIli€HTIB (OCOOJIMBO Y MAI€HTIB 3 HAAJUIIKOBOIO MAaCO0 Tija) 3 MPOTHUIOKA3aHHSIMH YH
HEMEePEHOCUMICTIO MeT(hOpPMIHY y pa3i HEaJeKBAaTHOTO KOHTPOJIO PIBHSA IIyKPY B KpOBI MJIETOIO Ta
¢bi3uYHUMH BIpaBamy;

5K NOOGIHA mepanis y KOMOIHayii 3.

— MeTGOPMIHOM Y JOPOCIHX MAIIEHTIB (OCOOIMBO Y MAII€HTIB 3 HAJIMIIKOBOIO MACOI0 TiJIa) 3 HEIOCTATHIM
TJIIKEeMIYHUM KOHTPOJIEM, HE3Ba)KarOUM Ha 3aCTOCYBaHHS MOHOTepamii MeThOpMIHOM Yy MaKCHMaJIbHO
MEPEHOCUMIH J1031;

— HOXITHUMHU CYJIb(OHUICEUYOBUHU y JOPOCIHMX MAIlI€HTIB (3 HEMEPEHOCHUMICTIO Ta MPOTUIIOKA3aHHSAM J0
MeTGOpMiHY) 3 HEIOCTAaTHIM TJIKEMIYHMM KOHTPOJIEM, HE3BaXKal0Ud Ha 3aCTOCYBaHHS MOHOTEparlii
MOX1THUMH CY/Tb(OHIJICEHOBHHHN Y MAaKCUMAIBHO MTEPEHOCUMIN 1031,

K NOMPIUHA mepanis y KoMOiHayii 3.

— MeThOPMIHOM 1 MOXIIHUMH CYIb(hOHIICEYOBUHH Y JOPOCIMX TMAaIli€HTIB (OCOOJIMBO 3 HAJIUIIKOBOIO
Macol0 Tila) 3 HEAOCTATHIM TJIKEMIYHUM KOHTPOJIEM, HE3BaKAI0UW Ha 3aCTOCYBaHHA MOJBIHHOI
KOMOIHOBAHOI Tepartii.




I'motazon® TakoXk MOKa3aHMH y KOMOiHAIi] 3 iHCYTiHOM NpH IyKpoBOMY fdiabeTi 2 THIy Malli€HTaM i3
HEIOCTaTHIM TJIKEMIYHUM KOHTPOJIEM IPH 3aCTOCYBAaHHI 1HCYJiHY, SKUM MET(HOPMIH MPOTUIIOKa3aHUH 200
€ HEMEPEHOCUMICTh MET(HOPMiHY.

[Ticns moyatky JiKyBaHHS IMIOTJIITa30HOM CIiJ KOXKHUX 3-6 MICSIIB pETEIbHO OLIHIOBATH €(EKTHUBHICTDH
Tepanii (HampuKiIaa, 3a cTyneHeM 3HKeHHsS piBHSA HbAlc). SIkmo He oTpuMaHO aJeKBaTHOI BIAIMOBIJII Ha
TEpamilo MiOTIiTa30HOM, HOr0 3aCTOCYBaHHS CIiJi MPUIMHUTH. 3 ypaxyBaHHSIM MOTCHUIMHUX PHU3HKIB
TpUBaAJIOi Teparmii MmoTiTa30HOM, JIiKapi, sSKi MPU3HAYAIOTh MperapaT, MOBUHHI 32 JOTIOMOTOK PYTHHHHUX
OTJIAMIB MIATBEPPKYBATH HASABHICTh CHPUATIMBOTO Npodinto Oe3neku y MiOriTa3oHy (IUB. PO3ILI
«OCco0IUBOCTI 3aCTOCYBAHHS).

Ilpomunoka3zanna.
— IligBuIeHa 9yTAUBICTH 10 A1I0YO01 peYOBUHU a00 0 OyAb-sIKOTO 3 KOMIIOHEHTIB IIpemnapary.
— Incyninzanexxunuit mykpoBuit niader 1 tumy.
— JliabeTnm4HUI KeTOAUI03.
—  Tsoxki mopymeHHs QyHKIT TeYiHKY.
— Cepuesa HenocratHicTh (cTaxii [ — IV NYHA).
— Pak cedoBoro mixypa, HassBHUI a00 B aHAMHE31.
— MakpockoniyHa remMarypisi HeBCTaHOBJIEHO1 €Ti0JIOT1.

B3aemooia 3 inwumu nikapcoKumu 3acobamu ma inuwii 6UOU 83a€MOO0i.

JlocmipkeHHsT B3aeMOJii JTOBENH, IO TIOIJIITA30H CYTTEBO HE BIUIMBAaE Ha (HapMaKOKIHETHKY 1
dbapmMakouHaAMIKy ITUTOKCUHY, BapdapuHy, ¢eHnpoxkymMoHy 1 meTdhopminy. OgHOYACHE 3aCTOCYBAHHS
HiOTJIITa30HY 3 MOXIAHUMHU CYJIb(OHIICEYOBUHU HE BIUIMBAaE Ha (HapMaKOKIHETHKY IIMX IIpernaparis.
JlocnipkeHHs Y JTIOIMHA HE TPHUITYCKAIOTh 1HAYKIIT ToJIOBHUX (DepMEHTIB cucteMu mutoxpomy P450 1A,
2C8/9 1 3A4. Orxe, BiporiiHa BIJCYTHICTb B3a€EMOAII 3 PEYOBMHAMH, SKi METaOOJI3YIOTHCS IMMHU
(epMeHTaMu, HaPUKJIAL 3 NEPOPaTbHUMU KOHTPALENITUBAMH, [IMKJIOCIIOPUHOM, OJIOKATOPAMHU KaJIbL[1EBUX
KaHauiB Ta iHribiropamu penykrasu I MKA-KoA.

[ToBimomitsuIOCS, IO OHOYACHE 3aCTOCYBAHHS MOTTITa30HY 3 TeM$iopo3mioM (iHridiTopom depmenty 2C8
cucteMu 1uToxpomy P450) npu3BoauTh A0 MIABUILEHHS y 3 pa3H IUIOIII IMiJ] KPUBOIO «KOHIIEHTPALIis-4ac)
(AUC) miormrta3ony. OcCKiUIbKH 1CHYE TOTEHINAT IS MABUIICHHS PHU3UKY PO3BUTKY J0303AJICKHUX
NOOIYHUX SIBUII, MOXKE OyTH MOTpiOHE 3HMKEHHS J03U MIOIJIITa30HY MPH OJHOYACHOMY 3aCTOCYBaHHI 3
rempi06po3usiom.

OpHouacHe 3acTOCYBaHHS TMIOINIITa30Hy 3 pudamminuaoMm (iHaykTopoMm ¢epmenty 2C8 cuctemu
nutoxpomy P450) npusBoguth no 3uHmkeHHs Ha 54 % AUC miormitazony. Moxke mnorpeOyBaTucs
HiABUIIEHHS JO3H MIOTJITa30Hy MPH OJAHOYACHOMY 3aCTOCYBaHHI 3 pU(aMIIIIUHOM 32 YMOBHU PETEIHLHOTO
TJTIKEMIYHOTO KOHTPOJTIO.

Ocoobnueocmi 3acmocysamnnsi.

3ampumka piounu i cepyesa He0OCmMamHicme.

[TiormiTa3oH MOKe CIPUIMHUTH 3aTPUMKY PIAMHU, IO MOKE TIOCHJIUTH CEPIIEBY HEAOCTATHICTh. JIIKyBaHHS
NAIli€HTIB, SKI MalOTh X04a O OJUH (PaKTOP PU3HMKY PO3BUTKY XPOHIUHOI CEpIIeBOi HEAOCTATHOCTI (30KpeMa
JMTHIA BiK, 1HapKT Mmiokapnaa uyn [XC B aHamHe31), CIiJ PO3MOYMHATH 3 MIHIMAJIBHOI 03U, IOCTYIIOBO
HiABUIIYIOYM i1 B monanbiiomy. Llfo rpymy mamieHTiB Cil TOCTIHHO KOHTPOJIOBATH IIOJO O3HAK 1
CHUMIITOMIB CEPIIEBOT HEIOCTATHOCTI, 30UTBIIIEHHS MacH Tijla ado MOsSBH HAOPSKIB, OCOOJIMBO Y MAIIEHTIB 31
3HIKEHUM J1acTOJYHUM pe3epBoM. OCKUIBKU 1HCYIIH 1 MIOTJITa30H aCOIIIOIOTHCS 13 3aTPUMKOIO PiIMHH,
iX OJIHOYACHE 3aCTOCYBaHHS MOYE 30UTBIIUTH PU3UK HAOpsKiB. [lamieHTH, K1 TPUIHMaIOTh KOMOTHAITIIO ITHX
npernaparis, IOTPeOYIOTh PETEILHOTO KOHTPOIIIO 1010 MPOSIBIB CEPIIEBOi HEAOCTATHOCTI, 301JIBIIIEHHS Macu
TiJIa 1 MOSIBM HaOpskiB. € naHi PO BUHUKHEHHS TepudepuIHuX HAOPSKIB Ta CEPIIEBOI HEAOCTATHOCTI y
NAI€HTIB, SKI MPUIMaIH MOTIiTa30H Yy KOMOiHALIi 13 HECTEPOIAHUMHU MPOTU3ANIAIBHUMHU IIpernapaTamMu, B
TOMy 4Yucii cenekTuBHUMU iHTIOITOpamu [[OI'-2. Ilpu Oyap-skoMy TOTIpIIEHHI CTaHy MallieHTa 3 OOKY
CEpIIEBO-CYAMHHOI CUCTEMH ITIOTIITa30H CJIiJT BIAMIHUTH.

llayienmu nimnb020 8iKY.

[Ipu mpu3HaveHH1 MIOTJITa30HYy Mali€HTaM JIITHBOTO BIKY CIiJl MPOSABISATH OOEPEXHICTh 3 OISy Ha
00MEXXEeHHI TOCB1J1 3aCTOCYBaHHSI MpeaparTy Iiil BIKOBiH IpyIi. 3aCTOCOBYBATH IIOTIIITa30H Y KOMOIHAIIIT 3



IHCYJIIHOM TAaIliEHTaM JIITHHOTO BIKY CIIiJI 3 OOCPEKHICTIO Yepe3 IMiABUIICHUN PU3UK PO3BUTKY CEPIIEBOI
HEIOCTaTHOCTI TSDKKOTO CTyHeHs. Tako)X BHACHiJOK iCHyBaHHsS (akTOPIB PU3HKY, MOB’SI3aHUX 13 BIKOM
(0co0MMBO paKy CEUYOBOTO MiXypa, TMEPEIOMiB Ta CEpPIEBOi HEIOCTATHOCTI), CIiJ PETEIBHO OI[iHIOBATH
CHIBBIAHOIICHHS PU3UK/KOPHUCTH JI0 Ta MiJ 4ac Teparnii MmiorIiTa30HOM.

Pax ceuosozo mixypa.

JlaHi MeTaaHani3y KOHTPOJIbOBAHUX KIIHIYHUX JOCTIKEHb CBITYaTh MPO 3pOCTAHHS PU3UKY PaKy CEYOBOTO
MiXypa y MaIi€HTiB, SKI 3aCTOCOBYBAJM IIOTJIITa30H. Tak, 4acTOTa BHSBJICHHS PaKy CEUYOBOTO MiXypa
cranoBuna 0,06% y mocniguiit rpymi (mpotu 0,02% y KOHTpOIBHIH Tpyti).

Ha xopucTe HE3HAYHOTO 3pPOCTAHHS PHU3UKY PaKy CEYOBOIO MiXypa y XBOPHUX Ha ITyKpPOBHH miaber, sKi
OTPUMYBAJIM MIOTJIITa30H, TAKOXK CBIAYATH JIaHI €IiIeMIOJOTIYHUX JOCTIHKeHb, X04a HE BCl JOCIIHKCHHS
BUSIBUIM CTATUCTHYHO 3HAUYIIE 30UIBIICHHS PU3HKY.

Jlo mouarky Teparii mormTa30HOM CJijl PETEIBHO OIIHIOBATH OYIb-sKi (DAKTOPU PU3UKY PaKy CEHYOBOTO
Mixypa (BiK, MajgiHHs, Tpo¢eciiiHi MIKIUIMBOCTI, XiMioTeparis (Hanpukial Hukiopochamizom), mpoMeHeBa
Tepamis y AUITHII Taza Tomo). KpiM Toro, mo modYaTrKy Teparii MiOTJiTa30HOM BCi TMAIli€HTH 13
MaKpOCKOIIIYHOIO TEeMaTypi€l0 HEBCTAHOBJIEHOTO T€HE3y MOBHHHI OyTH perenbHO oOcTexxeHHi. Coin
MOTIEPEIUTH TAIIIEHTIB, SIKI 3aCTOCOBYIOTH ITIOTIITa30H, PO HEOOXITHICTh HETAWHOTO 3BEPHEHHS JI0 JIiKaps
y pa3i MOABM Yy HUX TMix yac Tepamii O3HaK MakKpOCKOMi4HOi reMaTypii abo IHIIMX CHUMMTOMIB 3 OOKYy
C€YOCTaTEBOI CUCTEMH.

Monimopune ¢yuxyii nedinku.

[lepen mouyaTkOM JIiKyBaHHSI TIOTJIITA30HOM HEOOXIMHO TEPEBIPUTH PIBEHb AKTUBHOCTI MEYIHKOBHX
¢depMeHTiB y BCix marieHTiB. He cii mpu3HauaTH MiOTJIiTa30H MallieHTaM 3a HAassBHOCTI KJIIHIYHHUX MPOSBIB
3aXBOPIOBaHHS TMEYIHKK B akTUBHIN (a3i Ta npu migsumieHHl piBHA AJIT Oinbire HiX y 2,5 pa3a moHaj
BEPXHIO MeXy HOpMH. [IpH momipHOMY MiJBUIIEHHI aKTUBHOCTI (PEPMEHTIB MEUIHKU CIiJl 3 00EPEekKHICTIO
po3MoYnMHATH abo0 TPOJOBXKYBATH JIKYBAaHHS TMIOTJITa30HOM. Y Tepioja JIIKyBaHHS MMIOMIITa30HOM
HalieHTaM 3 MaToJIOTIEI0 MEYiHKU a00 MpU PO3BUTKY CUMITOMIB TUCHYHKIIT MeUiHKU (HyH0Ta, OJI0BaHHS,
AQHOPEKCisA, Olb y IUISHIN >KMBOTA, BTOMIIIOBAHICTh Ta/dd TEMHHM KOJIp cedi) HEOOXITHO pPEryJspHO
KOHTPOJIIOBAaTH PiBHI IME4iHKOBUX (epMeHTiB. [Ipu minBuiieHHi y 3 pasu piBHA aKTUBHOCTI (pepMEHTIB
(AJIT) a0 po3BUTKY JKOBTSHHMIII JIIKyBaHHS M1OTJIITA30HOM CJIiJ] IPUITHHHUTH.

36inbuwenns macu mina.

€ naHi mpo J0303aJeKHE 30UIBIICHHS Macu Tija. BicrepalbHHMI XKUp CYTTEBO 3MEHIIYBABCS, TOMAl SIK
eKcTpaabaoMiHaNbHA XKUpOBa Maca 301umbiryBanacs. [1ogiOHi 3MiHM B pO3MO/IiI )KUPOBOI Macu B OpraHizmi
MIPU TIPUHOMI MIOTIIITa30HY CYIMPOBOHKYBAIHCS MOKPAIaHHAM YYTIMBOCTI 10 1HCYIiHY. [HOMI 301IbIIEHHS
MacH Tija MOKE€ acOI[IIOBATH 13 3aTPUMKOIO PiIUHH, MOXKE OYTH CUMIITOMOM CEepIEBOi HEAOCTATHOCTI, TOMY
CHII peTeIbHO KOHTPOIIOBATH Macy Tina. [larienTaM peKOMEHAY€EThCS CYBOPO KOHTPOJIFOBATH KAJIOPIHHICTh
Ki.

T'emamonocis.

[Tig wyac mikyBaHHS MIOTJIITA30HOM CHOCTEpIrajocs HEBEIMKE 3HUKEHHS PiBHSA reMorjoOiHy (BiIHOCHE
3HIKEHHS 4 %) 1 reMaToKpuTy (BigHOCHE 3HMXKEHHS 4,1 %) BHac10K 30UIbIIEHHS 00’ €My MJIa3MH KpOBI.
[MoniGHi 3MiHM crHocTepirajgucs NpH MOABIMHIA Tepamii mioriaiTa3oHoM 3 MeThOpMiHOM (BiIHOCHE
3HIKEHHS remMorniodiny — 3—4 %, rematokputy — 3,6—4,1 %) 1 MeHIIOI0 Miporo — 3 IMpernapaTamu Tpynu
Cyb(OHIICEYOBUHH (BITHOCHE 3HIKEHHS reMorio0iny — 1-2 %, rematokpury — 1-3,2 %).

Tl'inoznixemis.

Bracnigok migBUIIEHOI YyTIMBOCTI TKAHUH JI0 1HCYIIIHY MAaII€HTH, SKi MPUHAMAIOTh MIOTIITa30H Y BUTIISAIL
noABiHOT abo moTpiiiHOT Tepamii 3 mnpenaparamMu CylIb(OHIJICEYOBUHM 1 IHCYJIIHOM, MOXYTh MaTH
HiABUIIEHUNA PU3HUK PO3BUTKY rinoriikemii. [Ipu pusuky rimoriikemii Moxe OyTy moTpiOHE 3HUKEHHS 103U
npenapariB CyJab()OHIICEHOBUHU a00 1HCYIIHY.

Topywennsa 3 60Ky opeanis 30py.

€ naHl Mpo BUHUKHEHHS YW TOTIPIICHHS HAOPSAKY MaKyJH, IO CYMPOBOKYETHCS TMOTIPIICHHSM 30Dy, Y
MAI[IEHTIB, SKi OTPUMYBAIU Tia30JiAWHIIOHU, B TOMY YHMCII MIiOTJITa30H. ¥ OUIBIIOCTI i3 HUX MAIli€HTIB
TakoX Oymum BusiBieHI mepudepuuni HaOpsku. HeBimomo, uu icHye mpsMUN 3B 30K MK HPHUHOMOM
IiOTIIiTa30Hy Ta HAOpsIKOM Makyiau. ToMy JiKapro Ciii MaTu Ha yBa3i, 0 MOTIPIICHHS 30pYy Y MAalli€HTIB,
10 OTPUMYIOTH TEPAITiiO MIOTJIITA30HOM, MOXKE OyTH 00YMOBIJICHE HAOPSKOM MaKYyJIH.



Tnwi.

€ KIIHIYHI JaHi [0JI0 PU3UKY MEPEJIOMIB Y KIHOK IIPH Tepallii MiOrIiTa30HOM, 110 HEOOXiHO BpaxOBYBaTH
NPy JOBTOTPUBAIOMY JIiKyBaHHI. EmimeMionoriyHi JaHi BKa3ylOTb Ha OJHAKOBY YacTOTy BHIIAJIKIB
HEepesIoMiB SIK y KIHOK, TaK 1 y YOJIOBIKiB Ipu Tepamii mioriiTasoHoM. Tomy Jikapio CiiJl B3ATH 0 YBaru
ICHYBaHHSI PH3UKY II€pEJIOMIB Y TIAII€HTIB, fKI OTPUMYBAJIW MIOTJIiTa30H. BHaACHiIOK MiABUIIICHHS
YYTJIMBOCTI TKaHWH [0 IHCYJiHY pe3yJabTaTOM JIIKYBaHHS IIIOTJIITA30HOM Yy IHOK 13 CHHAPOMOM
MOJIKICTO3HUX SI€YHUKIB MOXE OyTH TIOHOBJICHHS OBYJAMii. Taki TMaIli€eHTKH PU3UKYIOTh 3aBariTHITH.
[MamieHTOK €I MOMEepeKATH MPO MOXKIUBICTh BariTHOCTI. SIKIIO BAriTHICTh BXKE HACTYIHIIA, MOTIITa30H
CIIII BIAMIHUTH.

[TiormiTa30H Ci1ii BAKOPUCTOBYBATH 3 00EPEKHICTIO TiJ] Yac CYyIyTHBOT'O BBEJECHHS 1HT10ITOPIB (HAIpUKIIa
remdiopo3uiy) abo iHIYKTOpIB (Hampukian pupamminuay) uuroxpomy P450 2C8. B Takux BUMagkax i
peTeIbHO MPOBOIUTH TIIKEMIYHUN KOHTPOJb 1 y paszl HEOOXiTHOCTI KOPUTYBATH 03y MIOTIITa30HY abo
CXeMy TiMOriiKeMi4HO1 Teparii.

VY paszi HEMEepeHOCUMOCT] JeSKUX IYKPIB MAIli€eHTy HEOOXiaHa KOHCYJbTAIIIs JIIKaps, Mepll HiXK MPUUMAaTH
e JikapchKuid 3acid, OCKUTBKY MpenapaT MiCTUTb JaKTO3Y.

3acmocysanus y nepiod eazimnocmi abo 200y8aHHsA 2pYO0i0.

Yepes BIACYTHICTh KIIHIYHUX JAHUX IIOAO0 OE3IMEKH 3aCTOCYBAHHS IMIOTJIITA30HY Y MEpioJ] BariTHOCTI HE
PEKOMEHAYEThCS MPU3HAYATH TpenapaT BariTHUM.

HeBimoMo, 4 eKCKpEeTy€EThCS MIOTIIITa30H Y TPYAHE MOJIOKO. Y JOCTIKEHHSAX Ha TBapUHAX OyIJIo MOKa3aHo,
IO BiH EKCKPETYETbCS B TPYAHE MOJIOKO, TOMY Ipermapar He CJiJ NpU3HA4YaTH KiHKaM, SIKi TOAYIOTb
TPYIUIIO.

@epmunvricms. 11ix yac gocmigKkeHb Ha 1a00paTOPHUX TBApUHAX HE OyN0 BUSABJIEHO HETaTHBHOTO BIUIMBY
MIOTJIITa30HY Ha (EePTHIHHICTS.

30amuicmv  enausamu Ha WEUOKICMb peakyii npu Kepy8aHHi aBmMompaHcnopmom abo IHuwUMU
MexXauizMamu.

[Ipu 3actocyBaHHI mTpemapaTy MOXKJIWBE BHHUKHEHHS MOOIYHUX PEAKIlid, IO MOXYTh BIUIMBAaTH Ha
3/IaTHICTh K€PYyBaTH aBTOTPAHCIIOPTOM a00 MpaloBaTy 3 iHIIUMHU MEXaHi3MaMHU.

Cnoci6 3acmocysannsa ma 0o3u.

[Ipenapar 3acTOCOBYIOTh BHKIIOYHO TOPOCIUM IepopaibHO 1 pa3 Ha 100y HE3aJe)KHO BiJl MPUHAOMY iXKI.
Tabnerky ciia npuiiMaTH HE PO3KOBYIOUH, 3aIIMBAIOYH CKIITHKOIO BOJIH.

[TowyaTtkoBa j03a MiOTIiTa30HY CTaHOBUTH 15 Mr ab6o 30 mr 1 pa3 Ha 100y. 3a HEOOX1JHOCTI 103y Mpenapary
MO>KHA TiABUIIKTH 10 45 Mr 1 pa3 Ha 100y.

MakcumaiesHa 1000Ba 103a — 45 Mmr.

[Tpu xoMOGiHOBaHI# Tepamii MOrIITaA30HOM 3 1HCYJIIHOM 1032 1HCYINiHY a00 3aJIMIIA€ThCs TAKOIO XK, a00 MpH
MOBITOMJICHHI1 MAIli€HTa MPO TIIOTIIKEMII0 3MEHIITYEThCSI.

Hayienmu nimub020 8iKY.

Kopexkiiss 1031 mioTiTa30HYy MaIll€eHTaM JIITHBOTO BiKy He TOTpiOHA. JIikyBaHHs Cilii pO3MOYMHATH 3
HafHMWK401 gocTynmHoi pAo3u. Jlo3y mpemapaTy ciif 30UIbIIyBaTH IOCTYNOBO, OCOOJIMBO Yy pasi
3aCTOCYBaHHS IMOTTITa30Hy B KOMOIHAITT 3 1HCYIIHOM.

THayicumu 3 nopywenHsamu hyHKYii HUpoK.

Kopexkirist 1031 miormTa3oHy NaiieHTaM 3 MOpyHieHHIMHA (PYHKINT HUPOK (KJIIpEeHC KpeaTuHiHy > 4 MJI/XB)
He noTpiOHa. [TiorniTa3oH He peKOMEHAYEThCS 3aCTOCOBYBATH MAIli€HTaM, sIKi epeOyBaroTh Ha Jiaisi.
Tlayienmu 3 nopywenHamu QyHkyii neuinku.

[TiormiTa3oH He CIijJ] 3aCTOCOBYBATH MAIliEHTaM 13 MOPYIIECHHIMU (QYHKIIIT MEUiHKH.

Iimu.

3acrocyBanHs npenapary ['moTa3on® mpoTunokazano AiTAM Ta MmiaIiTkaM (BikoM 10 18 pokiBs).

Ilepeoo3ysanns.
MaxkcumanbHa 1033, Ipo Ky nosizomisuiocs, — 120 mMr Ha 100y mpotsirom 4 1i0, a gani — 180 mr Ha 100y
npoTsroM 7 10 — He acorliroBaiacs 3 0y/b-IKUMH CUMITTOMAaMHU.



[Nnormikemiss MoOXKe cCrocTepiraTUCS TP 3aCTOCYyBaHHI KOMOIHAIIl TIOTJIITa30HY 3 IMOXITHUMH
Cynb(hOHIICEYOBHHH 200 1HCYIIIHOM.
JIikysanHs CAMIITOMAaTUYHE Ta MIATPHUMYIOYE.

Ioo6iuni peakuii.

Monomepanisa nio2nimazonom.

3 6oy opeanié 30py: MOPYIIEHHS 30pYy, HAOPAK MAKYJIH.

Ingpexyii ma insaszii: 1HpEKIIT BEpXHIX AUXATBHUX IUISIX1B, CHHYCHUT.

3 6oky imyHHOI cucmemu: Ppeakilii TIMEPYYTIUBOCTI Ta aJepriuyHi peakxilii, BKIIOYAr0YM aHadiIakciio,
AHT1OHEBPOTUYHUN HAOPSIK, KPOIIUB’ STHKY.

3 6oy Hepeosoi cucmemu: TinecTesist, 0E3COHHS.

Jlobposxichi, 3108KiCHI ma HeymouHeHi HOBOYMEOPEHHs (8KIOUAOYU KICMuU ma NOoJinu). paKk CEd0BOTO
Mixypa.

3 6oky Kicmko6o-m’s3060i cucmemu: IEPETOMH KICTOK.

Pezynomamu docniodcens: 301IbIICHHS MAacH Tia, 3pocTanHs AAT.

Llioenima3son y kombinoeanin mepanii 3 memgopminom.

3 6oy opeanie 30py: MOPYIICHHS 30py, HAOPSK MAKYJIH.

Inghexyii ma ineaszii: 1HGEKIIT BEpXHIX TUXATBHUX IUISIXIB, CHHYCHT.

3 6oxy cucmemu Kpogi ma nimpamuyroi cucmemu. aHEMIsl.

3 6oky imyHHoi cucmemu: Ppeakilii TIMEPUYYTIUBOCTI Ta aJepriuyHi peakxiiii, BKIIOYAr0YM aHadiIakciio,
AQHT1OHEBPOTUYHUN HAOPSK, KPOIIUB’ THKY.

3 60Ky Hep6060i cucmemu: TIMOECTE31s, TOJIOBHUM 0171h, O€3COHHS.

HobposikicHi, 310AKIiCHI ma HeyMOUYHeHi HOB0VMBOPEHHs (8KAUAlOYU Kicmu ma Noninu): paKk Cce4oBOTO
Mixypa.

3 60Ky mpagnoco mpaxkmy: METEOPU3M.

3 b6oky KicmKk080-M 30601 cucmemu. TIEPEIOMH KICTOK, apTpaTii.

3 60Ky ceuosudinbHoi cucmemu: TEMaTypis.

3 b6oky penpodykxmusnoi cucmemu. epeKTUIbHA TUCHYHKITIS.

Pezynomamu docniodcens: 3011bIIEHHS MAacH Tia, 3pocTanHs AAT.

Ilioenimason y kombinosanin mepanii 3 noOXiOoHUMU CY1bQDOHIICEHOBUHU.

3 6oy opeanie 30py: MOPYIICHHS 30py, HAOPSK MAKYJIH.

Inghexyii ma inea3zii: 1HGEKIIT BEpXHIX TUXATBHUX IUISIX1B, CHHYCHT.

3 6oky imyHnoi cucmemu: peaxuii TINEpUyTIUBOCTI Ta alepriyHi peakuii, BKIIOYalO4YM aHagiIakciio,
AHT1OHEBPOTUYHUN HAOPSIK, KPOIIUB’ STHKY.

Memaboniuni poznadu: TIIOTIIKEMis, MiIBUIICHHS alleTHTY.

3 60Ky Hep6060i cucmemu: TIOECTE31s, TOJJOBHUN O1J1b, 3a1IaMOPOUYEHHS, OC3COHHSI.

3 60Ky opeanis ciyxy ma eecmubyiapHo2o anapamy. BEPTUTO.

JlobposikicHi, 3108KiCHI ma HeymouHeHi HOBOYMEOPEeHHs (8KIOUAOYU KiCmu ma Noinu). paKk CEdoBOTO
Mixypa.

3 b6oky mpagno2o mpaxkmy: METEOPU3M.

3 6oxy wiKkipu: TiABUIIEHE TOTOBUIIICHHS.

3 6oy Kicmko60-m’s3060i cucmemu: IEPETOMH KiCTOK.

3 60Ky ceuosudinbHoi cucmemu: TIOKO3Ypisi, IPOTETHYPIsL.

3acanvni nopyuienHs: BTOMIIIOBaHICTb.

Pezynomamu  docniodicenv: 30IMbIIEHHS Macu Tinma, 3poctaHHs AnAT, migBUIIEHHS MOJOYHOL
JIeT1ApOoTreHas .

Lioenimaszon y nompitiniti KOMOiHo8aKiU mepanii 3 MemgpopmiHom i NOXiOHUMU CYIbDOHIICEHOBUHU.

3 boky opeanie 30py. HAOPSK MaKyIIH.

Ingpexyii ma insaszii: 1HpEKIIT BEPXHIX AUXATBHUX IUISIX1B, CHHYCHUT.

3 6oky imyHHOI cucmemu: Ppeakilii TIMEPUYYTIWBOCTI Ta aJeprivyHi peakxiiii, BKIIOYAr0YM aHadiIakciio,
AQHT1OHEBPOTUYHUN HAOPSK, KPOIIUB’ THKY.

Memaboniuni po3naou: TIMOTIIKEMIS.

3 6oy Hepeosoi cucmemu: Tinecresist, 0E3COHHS.




JlobposikicHi, 3108KiCHI ma HeymouHeHi HOBOYMBOPEeHHs (8KIOUAOYU KICMmu ma NoJinu). paKk CEd0BOTO
Mixypa.

3 60Ky KicmKk080-M 830601 cucmemu. TIEPEIOMH KICTOK, apTpaTii.

Pezynomamu  docniodicenv: 30IMbIIEHHS Macu Tinma, 3poctaHHs AnAT, migBUIICHHS MOJOYHOL
JIeriAporeHas3y, MiaBUIIEHHS KpeaTHH(POCPOKIHA3H B TIa3Mi KPOBI.

Lioenimaszon y kombiHo8aHili mepanii 3 iHCYIIHOM.

3 boky opeanie 30py. HAOPSK MaKyIIH.

Ingpexyii ma ineaszii: 1HpEKIIT BEpXHIX AUXATBHUX IUIIX1B, CHHYCUT, OPOHXIT.

3 6oky imyHHoi cucmemu: Ppeakilii TIMEPUYYTIWBOCTI Ta aJepriuyHi peakxiiii, BKIIOYArOYM aHadiIakciio,
AHT1OHEBPOTUYHUN HAOPSIK, KPOITUB’ STHKY.

Memaboniuni po3nadu: TIIOTITIKEMIsI.

3 60Ky Hep6060i cucmemu: TiecTe3ist, 0€3COHHS.

3 60Ky cepyeso-cyOuHHoi cucmemu: ceplieBa HETOCTATHICTb.

Jlobposxichi, 3108KiCHI ma HeymouHeHi HOBOYMEOPEeHHs (8KIOUAOYU KICmu ma Noinu). paKk CEd0BOTO
Mixypa.

3 60Ky ouxanvHoi cucmemu: 3aIAMIKA (TUCITHOE).

3 60Ky KicmKko60-M 530601 cucmemu: IEPEIOMH KiCTOK, apTpairii, OL1b y CIIUHI.

3acanvni nopyuenns: HaOpSK.

Peszynomamu 0ocnioscens. 301IbIIEHHS MAacH Tijla, MiABUIIEHHA KpeaTnH(pOoc(hHOKiHA3HM B IJ1a3Mi KPOBI.

Tepmin npuoamnocmi.
3 poku.

YMmoBH 30epiranus.
30epiratu npu Temreparypi He Buiie 25 °C B opUTiHaNbHINA yIAaKOBIII.
30epiraTé y HEIOCTYITHOMY JIJIS JIITE€H MICIIi.

YnakoBka.
ITo 14 Tabnerok y 6mictepi; mo 2 6JicTepH y KApTOHHIN YIaKOBIIi.
ITo 10 Tabmerok y Gmicrepi; 1o 3 GiicTepu y KapTOHHIHN YIIaKOBIIi.

Kareropis Bigmycky.
3a peuenrtom.

Bupoonuk.
TOB «KKYCYM ®APM».

Micune3Haxo/:KeHHsI BAPOOHUKA Ta aJpeca Micls MPOBAJIKEHHS HOro AislJIbHOCTI.
40020, Ykpaina, Cymcbka o061actb, M. Cymu, Byn. CkpsiOiHa, 54.

JdaTa ocTaHHBOIO Meperasay.
24.11.2016 Nel1275



