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ornaa

Jlocmynuocmb KapguomemaGonuyeckoii mepanuu Kak diaxmop
JCNEX2 B KOHMpONe Hay CMEHoKapquei

HecmoTpsa Ha gocTmkeHUs GApMAKONOrMU U MASIOUHBA3SUBHON XUPYPrumn, XPOHUYECKAS ULLIEMUYECKAs
6onesHb cepaua (UBC) no-npeXxHeMy OCTAETCS AKTYANIbHOW NPO6GIeMOoii COBPeMEeHHOM KapAUOJIoruu,
AHTHaHrMHANBbHAA papMaKoTepanus SIBASETCS OCHOBHbIM KOMMOHEHTOM JIEYEHUS MALUEHTOB

co cra6unbHoOi cteHokapaueil. CoBpeMeHHasi KOHLENLUS Jie4eHUsl OTBOAUT MMABHYIO POfb NPenaparam,
CHMDKAIOLMM NOTPE6HOCTL MMOKAPAA B KUCNIOPOAE MNOCPEACTEOM U3MEHEHUS TEMOAUHAMUYECKUX
ycnoewuii ero pyHKUMOHUPOBAHUS. Pe3ynbTarbl KNMHUYECKMUX UCCNEAO0BAHMIA MOKA3bIBAIOT, YTO KCXKABIA
3-/i NALMUEHT UCMNBITLIBAET CUMITOMbI CTEHOKAPAUM AAXKE HO GPOHE ONTUMASILHOIO JIEYEHUSI HUTPATAMM,
-appeHo6nokaropamm un antaroHucramu kansuus (W.E. Boden et al., 2007). B ceg3u ¢ 3Tm

He ocna6eBaeT MHTEpPec Bpaueid U yYeHbIX K TaK Ha3biBaeMoi kapauometabonuueckoi tepanuu UBC.

B npepnaraemom 0630pe paccmoTpeHbl BO3MOXXHOCTH AAHHOIO MNOAXOAA C TOUKU 3PEHUSA COBPEMEHHbIX
KJIMHUYECKUX PEKOMEHAALUNA U GAPMUKOIKOHOMUKM SiIe4EeHUSI CTEHOKAPAUM B PEasIUsiX OTEYECTBEHHOro

34pPABOOXPAHEHUS.

[Ton MeTabosMuecKoi Tepanueil B KaparuoJIOruu clie-
JlyeT TOHMMAaTh YIy4YlIEHUE SHEPTEeTUYECKOTO MeTabo-
JIn3Ma KapAMOMUOIIMTOB TTyTeM (DapMaKoIOTUIECKOTO
YIOPABJIEHUS] BHYTPUKIIETOYHBIMU MTPOLIECCAMU 00Pa30Ba-
HUSI ¥ TIepeHOoca 9HEepTruu 0e3 BIUSHUSI Ha KOPOHAPHBIN
KPOBOTOK M reMOJIMHAMUYECKUE YCTIOBUS (DYHKIIMOHU-
poBaHust muokapaa (JI.I. Boponkos, 2007).

Mpunuun MemaGonu4eckoii mepanuu
U BB KNUHUYECKUE 3f(IEKMbI

I1epBoii MoJieKy10# MeTaboJINYECKOTro AEUCTBUS, KO-
Topas Obljla BKJIIOUeHA B €BPOIEiCKMe peKOMeHIaIun
o JeyeHuto nmanueHToB ¢ UBC, crana mosnekymna Tpu-
MeTazuarHa. MexaHu3M ee AeHCTBUS — MEPEKTI0UEHUE
KapIMOMUOIIUTOB Ha Gosiee I3(PHEeKTUBHBIN TTYTh MOJTY-
YeHUSI SHEPTUHU B YCIOBUSIX TUIIOKCUH. TpruMeTasuanH
CEeJIeKTUBHO MHTHOMpPYeT 3-KeToanuia- KoA-Ttuomaasy
(k1r0ueBOM (pepMEHT OKMCICHUSI CBOOOIHBIX KM PHBIX
KHCJIOT) U MOBBILIAET aKTUBHOCTh MUPYBaTACTUAPOTE-
Ha3bl — KJIOYEBOro epMeHTa OKUCIEHUS TTIOKO3BI.
B pe3synbraTe nmomapisieTcsl OKMCAEHUE JUMUIHBIX Cy0O-
CTpaToOB B MOJIb3Yy 00J1ee MHTEHCUBHOW YTUIU3ALUU TJTI0-
KO3bI, UTO aeT OOJIblIee KOJIUYECTBO MOJIEKYJI aleHO-
suHTpudocdara (ATD) Ha eguHUILY TTOTPEOJICHHOTO
B peakMsIX KUCIopoaa. DTO MepekIioueHne SHEePTreTr -
YECKOT0o MeTaboIM3Ma IPUBOIUT K YBEJTMICHUIO CHTE3a
AT® B KapIMOMMOLIMTAX, YMEHBIIIAeT TKAHEBOI alnI03,
BO3HUKAIOIINI TIPY UIIEMUM, Y TIOAISPXKUBACT COKPATH-
teabHyto pyHkimio muokapaa (P. Chrusciel, 2014). [1pu
5TOM TPUMETA3UIVH HE BIMSET Ha YaCTOTY CEPACUHBIX
COKpallleHUI U apTepUalibHOE TaBICHUE.

Knunaunueckue a¢p¢eKkThl TpUMeTa3uanHa y NallueHTOB
CO CTAaOUJIbHOI CTEHOKapAuel 3aKI04aloTCs B YMEHb-
IIEHMU YaCTOThI MIPUCTYIIOB U MpUeMa HATPATOB ISl UX
KyNUPOBaHUS, YBEIUUYEHUN TOJEPAHTHOCTU K HArpy3-
KaM, COXpaHEHUU COKPaTUTEIbHOI (hYHKIIMN MUOKap/a.

CoracHo otyety EBpormeiickoro areHTCTBa 110 JieKap-
CTBEHHBIM CpEJICTBAaM, B KOTOPOM OIIEHUBAJIUCH TIpe-
napathbl TpumetazuanHa (EMA, 2012), atu addexTs
Tepanuy OBLIU ITOATBEPKICHBI B KIMHUYECKUX MCCIIE-
JIOBAaHUSX JJIUTETLHOCTBIO OT 2 Hep 10 3 Mec. TpuMmera-
3UAVH MPOSIBISUI aHTUUILIEMUYECKME CBOMCTBA U YIyd-
11aJT pe3yJIbTaThl JICUCHUST CTAOWIBbHOM CTEHOKApAUM KaK
B pexXrMe MOHOTEpaIuu, Tak U B pa3IMYHbIX KOMOMHA-
LIMSX ¢ MpenapaTaMy reMOAMHAMUYEeCKOTO NeCTBUS
(B-610KaTOPOM UJTM AHTATOHUCTOM KaJIbIIWS).

Mecmo mpuMemasuguna B COBPEMEHHBIX PEKOMEHAUUSX
no nevenuto cmabunshoii UGG

CoracHo feficTByOIMM pekoMeHaauusiMm EBporreii-
CKOTO KapIMOJOTUIECKOTO OOIIEeCTBAa MO BEACHMIO T1a-
mueHToB ¢ UBC (G. Montalescot et al., 2013) nepByto
JIMTHUIO CUMIITOMATUYECKOI aHTUAHTUHAJIBHOM Tepanuu
COCTaBJISIOT MpernapaThl FTeMOANHAMMYECKOTO TeCTBUS:
HUTPATHI, B-aIpeHOOI0KATOPbI U AHTATOHUCTHI KAJTbIIUSI.
Ko BTOpOI1 TMHUM OTHECEHBI MpernapaThl ¢ MeTaboanye-
CKUMH d(pheKTaMu U APYTUMUA MEXAaHU3MaMU IEUCTBUSI,
B TOM YMCJIE TPUMETa3UIVH.

B yHudMMpOBaHHOM KJIMHUYECKOM ITPOTOKOJE
OKazaHus MeIULIMHCKOM oMol nauueHtam ¢ MBC,
YTBEepKIeHHOM MWHUCTEPCTBOM 3IpaBOOXpaHCHUS
Ykpaunsl B 2015 1., anropuT™m BeIOOpa TIperiapaToB JUIst
KyIVPOBaHMS 1 TPODUIAKTUKI IIPUCTYIIOB CTCHOKAp-
MU TIOJTHOCTBIO COOTBETCTBYET ITOJIOXKEHMSIM €BpOIIeii-
CKMX PEKOMEHIALIUNA.

Ha ceromns mo3uiyu TpuMeTa3uanHa B €BPOIEHCKUX
peKOMeHAALMSIX U OTEYECTBEHHOM ITPOTOKOJIE JICUCHMUSI

MBC He orpaHNYMBAIOTCS JOTIOJTHUTEILHBIM Ha3HAUE-
HUEM TIpU HETOCTaTOUHOM 3(p(PEeKTUBHOCTH IIPEITapaToOB
MepBOil TMHNU. BTOpass TuHMS Tepanmuy CTAaHOBUTCS
MEepPBOI Y MALIMEHTOB C HETIEPEHOCUMBIMM ITOOOYHBIMU
a(ppeKxTaMu UIM IMPOTUBONOKA3aHUSIMU K MPUEMY
[-6;10KaTOPOB M AHTATOHUCTOB KaJIbLIUsl. TpuMeTazuauH
SIBJISIETCS aJIBTEPHATUBON [UJIs1 HA3HAYEHUSI B KAYeCTBE
CTapTOBOU TEpAIIMU, HAIIPUMED, B CIIydasiX XpOHUYECKOM
MBC Ha ¢oHe apTepuaabHON TMIOTEH3UU WU CUHYCO-
BOIi OpaguKapauu (4acToTa CepACYHBIX COKpallleHU
<60 ym/MUH), a TaKXe y MAILMEHTOB C COITYyTCTBYIOLIUM
caxapHbIM J1UA0ETOM.

Caemyer OTMETHTD, YTO CPOKH AHTHAHTHHAJILHOI Tepaniu
NBC He onpeneienbl HA B €BPONEHCKINX PEKOMEHIALNSIX,
HU B OTE4eCTBEHHOM NPOTOKoJje. ViMeeTcs B BUIY, 4TO 0a-
3ucHas Tepamus xponmdeckoii IBC aBisieTcs m0arocpodnoii,
TO €CTh HeompeieJIeHHO JAUTebHOIL. Kpome npuema KopoTko-
JIeACTBYIOIMX HUTPATOB /151 KYNMPOBAHKS MPUCTYNOB CTEHO-
KapJuu, BCe 0CTAJIbHble KOMIIOHEHTbI TEPANMH HATPABJIEHbI
Ha npeJ0TBpalleHUe UIIeMUM MUOKapa 1 npucTynos. Toimko
NIPH YCJIOBHH PETYJISIPHOTO MpHeMa NMpenaparoB (KaK NepBoii,
TaK U BTOPOIi JIMHNM) I0CTUTAETCS MAKCUMAJIbHO BO3MOKHBIN
KOHTPOJIb HaJl CHMIITOMAMH CTEHOKAP/INH.

CmouMocmb NeYeHus — lI]iIKIllI]I] pucka
unu 3ano2 ycnexa?

B HEeoOxommMocCTH HeompeaeAeHHO JOJITO IPUHUMATh
MpenapaThl KpoeTcsl MpUYMHA HU3KOM ITPUBEPKEHHOCTU
MalMEeHTOB K HA3HAYCHHOMY JICUCHUIO. 3HAYUMYIO POJIb
WUTPaloT Takxke 0COOEHHOCTU HallMOHAJIBLHOTO MEHTAIU-
TeTa — OTPULIAHUE TTOCTOSIHHOTO TIpueMa IpernapaToB
B I10JIb3Yy HAMHOTIO 00Jjiee MOMYJIPHOIo Cpeau yKpauH-
1IEB KypCOBOTO JIEYEHMUSI, OMHAKO TJIaBHBIM IPETSITCT-
BUEM 1151 OOJbIIMHCTBA MALMEHTOB CIYXXUT CErOAHS
5KOHOMMUYECKAsl COCTaBIIsAOIIAsI Tepanuu. B ycioBusx
OTCYTCTBUSI CUCTEMBI CTPaXOBOW MEIUIIMHBI B YKpa-
WHE PacXObl Ha JIEYCHUE TSKETbIM OpeMeHeM JIOXKaTCsI
Ha 11euu 60JIbHOTrO U ero ceMbu. [loTeHMan 6a3ucHoim
aHTuaHrnHanbHOU Tepanuu MBC ucnonb3yercst Heno-
CTaTOYHO B CBSI3U C POCTOM €€ CTOMMOCTH. DTO KacaeTcs
KaK TeMOAMHAMHUUECKOro, TaK M METa00OINIECKOTIO KOM-
MOHEHTOB. TUMMYHBIE CUTYalIMM — HEJOCTaTOUHAas 1032
[-6y0kaTopa, 310ynoTpedieHrE NeNIeBBIMUA HUTPATAMU
KOPOTKOTO ACHCTBUS U MpernapaTaMu, COAepxKalluMu
BaJIepbsIHY U 0apOUTYpaThl; KypcOBOE JIeUeHe MeTabo-
JMTaMu 0e3 ToKa3aHHo# 3 dekTuBHOCTH (ATMD, prbOK-
CHH) TIPY UTHOPUPOBAHUM META0OTMIECKUX ITPEeTapaToB,
Bxonsmux B mpotokoin jedeHuss UBC. K coxanenuio,
CTOMMOCTb JIeKapCcTBa JeUCTBUTEIBHO CTAHOBUTCS JI0-
MTOJIHUTEJILHBIM (PAaKTOPOM pHCKA TSI MHOTUX YKpanH-
1eB. 1 mMeHHO 1ieHa SBJISICTCSI OCHOBHBIM KPUTEPUEM
BBIOOpA TIpernapara 13 IpecTaBIeHHBIX B anTeke. Hau-
0oJiee JOCTYITHBIM 10 LIEHE Cpeand TPUMETa3UINHOB MO-
IUGULIIPOBAHHOTO BEICBOOOXKICHUSI SIBJISIETCS TIperapaT
TPUIAYKTAH MB npousBoacTsa (papmMalieBTUYECKOTO
npeanpustust OO0 «®Papma Crapr».

3aBox npeanpusaTrst OO0 «®apma CtapT» OBLT CITPO-
E€KTUPOBAH CITeLMAIMCTaAMM YEIICKON MHXXUHUPUHTOBOM
komnaHuu Lab&Pharma, spol. s.1.0. 1 MOCTPOEH B COOT-
BETCTBUM C TIpaBWIAMU HajJIeXalleil TIpOM3BOICTBEHHOMN
npaktiku (GMP). Bce mpon3BoacTBeHHBIE YIaCTKH TTPEI-

MIPUSITHS YCTICIITHO TIPOIIIA MHCITEKIINYA aMEPUKAHCKIX
(FDA), mBeiiiapcKux v eBpOnecKuX peryIsiTOpHbIX Opra-
HoB. C 1 okts16pst 2015 . 3aBog OO0 «Dapma Crapt» cTai
YaCThIO IIBEHIIAPCKOI (hapMalleBTUYECKOI rpynIibl ACino
Pharma AG, kotopas yxe 6osee 170 et crieLimanusupyeTcst

Ha pa3paboTKe 1 MPON3BOJCTBE BHICOKOKAYECTBEHHBIX T'e-
HEPUYECKUX M MHHOBAIIMOHHBIX JIEKAPCTBEHHBIX CPEICTB,
npencraBiaeHHBIX B 80 crpanax mupa (EMA).

ExerongHo dapMaleBTUYECKOE IMpEANpUITUE
000 «®apma CrapT» BKJIaIbIBA€T 3HAYUTE/IbHbIE CPE/l-
CTBa B HAYYHO-MCCJIEIOBATEIbCKYIO AESITEIbHOCTD,
pacimpsisi BO3MOXHOCTU B 00JIACTU CO3IaHUSI HOBBIX
BBICOKO03(h(HEKTUBHBIX JIEKapCTBEHHBIX CPEeACTB. Tak,
Gyiarogapsi COOCTBEHHOMY HayYHO-MCCIEI0BATEIbCKOMY
LIEHTPY I10 Pa3pabOTKe JIeKapCTBEHHBIX CPEICTB 110 TeX-
HOJIOTUSIM 3aMeJUIEHHOTO BEICBOOOXKICHMUSI YKPAaMHCKUE
MalMeHTHl UMEIOT BO3MOXHOCTh MIPUHUMATh TaOJIETKY
He 3, a 2 pa3a B CYyTKH, YTO YIIPOIIAET CXEeMY JICUCHUSI,
TEM CaMbIM yJIydIasi KaueCTBO XXN3HU OOJbHBIX.

TPUAYKTAH MB — TpuMeTa3uauH NpOAJE€HHOTO
neiictBusa. Ocodbennoctoio TPUJYKTAHA MB gaBns-
€TCsI OpUTMHAJIbHAS, HEe MMEIOIasl aHaJI0TOB BOCKOBAsI
matpuna. IlposronrupoBanHas ¢gopma mo3BosieT CoKpa-
THTH NIPHEM Npenapara o 2 pa3 B CyTKH — 3TO YA00HO IS
NANHEHTA M MOBBIIAET €ro NPUBEPKEHHOCTb K Tepanuu
(P. Genissel, 2004).

IMpennmpusatne OO0 «®apma CtapT» HEe OTpaHUIN-
JIOCh BBIBEICHMEM Ha YKPAaMHCKUU PBIHOK ITOCTYITHOTO
10 1IeHe TIperapara TpuMeTa3uanHa. Pacimupenue ox-
Bata mammeHToB ¢ MBC, aprepuanbHoil ruriepreH3neit
(AT') n HeoOXoquMO Tepamuell CTalo BO3MOXHBIM
Omaromaps coumagbpHoOM mporpammMe «C 3a00Toit 0 co-
oTeuecTBeHHUKE». Ee CyTh COCTOUT B TOM, 4TO, IPUOO-
peras B allTeKe YIIaKOBKY OIIpeAe/IeHHOIO Iperapara,
ITOKYIIATeJIb TOMOJIHUTEILHO I10JIyYaeT TaK Ha3bIBAEMYIO
COLIMAJIbHYIO YIIaKOBKY. [IJIsI TOro oH JOJKEH B3SITh
y CBOETO Jieyalllero Bpaya COLMaJIbHYI0 KapTO4KY, Tae
yKa3aHbl allTeKK TOpojia, IPUMHUMAIOLIME yIacTHE B JaH-
Ho¥ iporpamme. HaunonanbHast nporpamma «C 3a00Toit
0 COOTEUYECTBEHHUKE» NECUCTBYET Ha BCEW TEPPUTOPUU
YkpauHsbl yxe 9 neT u, B OTAUYME OT MHOXECTBA pa-
30BBIX aKIMW APYTUX (hapMalleBTUYeCKUX KOMITaHU,
saBisieTcd 0eccpouHoii. Takum ob6pa3oM MpennpusiTue
000 «®apma CtapT» Ha Jejie peaanu3yeT IIPUHIIUIT Ie-
JIaTh KaueCTBEHHOE JIeueHHe TOCTynmHbIM. M3 kapnuo-
JIOTUYECKOM TPYIIIbI IPOAYKTOB B IIPOrpaMMy BXOMST
TPUAYKTAH MB (tpumerasuaun), KJIMBAC 10,
KIIMBAC 20 (po3yBacTaTuH), KOMOMHUPOBAHHBIM Mpe-
napat ns geyeHuss AI' JMOKOPCOJIO (BancapraH),
JAMNOKOP (Bancapran + rugpoxnoptuasnn), IMDOPC
(BancaprtaH + amyionunuH). [TogpoOHee o mporpamme
MOXHO y3HaTh Ha O(PUIIMATIBHOM CaliTe TIPEAIIPUSITUS
«®apma Crapt» (Www.acino.ua).

BhIBﬂghI

* Hecmotpst Ha 3aciTy>KeHHBIC TO3UITNHA TeMOINHAMU-
YeCKMX IIpernapaToB MePBO JIMHUU U OYpHOE pa3BUTHE
TEXHOJIOTUI peBacKyJISIpU3allii MUOKapaa, B COBPEMEH-
Hoii ipakTuke neyeHust MUbC ocraeTcs erie MHOro Mecra
JIIST TPUMEHEHUST MeTa00JIMYeCKO aHTUAHTMHAJIbHOI
Tepamnuu ¢ LeJbl0 YAYUIIeHUs KOHTPOJISI CUMITOMOB
Y MOBBILLIEHUS] KaYeCTBa XKU3HU TMalleHTOB.

* TpuMeTa3uauH SIBIsSIeTCS HanboJjiee U3y4eHHOI MoJie-
KyJI0If METab0IMYECKOTO IEUCTBUS ¢ JOKa3aHHBIMU CBOM-
CTBaMU YMEHBIIIATh YaCTOTY ¥ BEIPAsKEHHOCTb CMITTOMOB
CTeHOKapIuy 0e3 BIIMSTHUS Ha TTapaMeTphl TeMOTMHAMIKA.

+ HasnaueHwme TprMeTasnarHa JOTTOTHUTEIBHO K TIpe-
rmapatam reMOJMHaMUIeCcKOro AeiicTBus (B-01o0kaTropam
M aHTaTOHUCTAM KaJIbLIMsI) WM B KaUeCTBE aJlbTepHa-
TUBHO Tepammuu IpU HEEPEHOCUMOCTH IpernapaToB
NEPBOI JTMHUHU MOJIHOCTbIO COOTBETCTBYET €BPONEHCKON
cTpaTeruu BeAeHUs NmalueHToB ¢ xpoHuueckoii UBC,
a TaKXKe OTEYECTBEHHOMY KJIIMHUYECKOMY ITPOTOKOJTY.

* TPUAYKTAH MB — tpumeTasuanH COOTBETCTBYET
€BpOMNENCKUM CTaHIapTaM KayecTBa. bjaaromaps comu-
anbHOI nHuLMaTuBe npousBoauteiss TPUAYKTAH MB
OCTaeTCsI CAMBIM JOCTYITHBIM TPUMETA3UANHOM MOIU(H-
LMPOBAHHOTO BHICBOOOXKICHMS HAa PhIHKE YKPaWHbBI, UYTO
MMEeT pelrarolee 3HaueHNe B YIYIIIeHU KOHTPOJIS Hall
CTEHOKapAUe 71T MHOTHUX TTalluEHTOB.
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