IHCTPYKIIA
AJIS1 MEIUYHOI'0 32CTOCYBAHHS JIKAPCHKOI0 3ac00y

TPAUKOP® 145 MI'
(TRICOR® 145 MG)

Cknao:

oitoua pevosuna.: peHodiopar;

1 Tabnerka mictuth 145 Mr penodidpary;

OONOMIJICHI pevosunu: TIIPOMEN03a, HATPIO JIOKy3aT, caxapo3a, HaTPIlo Jaypuicyibdar,
JAKTO3W MOHOTIAPAT, IEJII0I03a MIKPOKPHCTAIIYHA CHJIIKATH30BaHA, KPOCIOBIIOH, MAarHiro
creapar, Onazapi® OY-B-28920 (cnupt nonisininosuii, Tutany mioxcun (E 171), Tansk, nenuTun
COEBUH, KaMe/Ib KCAHTAHOBA).

Jlikapcbka popma. TabiieTku, BKPUTI TUTIBKOBOIO 000JIOHKOIO.
OcHosHi ¢hizuxo-ximiuni énacmugocmi: OUIOTO KOJIbOPY, OBaJIbHI, BKPUTI IUTIBKOBOIO 000JIOHKOIO
TabJIeTKH 3 MapKyBaHHAM «145» 3 oqHOTO OOKY 1J10roTUNOM KOMMaHii «DypH’€» — 3 IHIIOTO.

dapmakorepaneBTHyHa rpyna. ['inmomimigemiuHi 3acoOu. [IpemapaTH, 110 3HMKYIOTH PIBEHb
XOJIeCTepHUHY 1 Tpuriinepuais y cuposatii kposi. @i6patu. Kog ATX C10A BOS.

Dapmakonoziuni enacmugocmi.

Dapmaroouramixa.

Jlucniniiemist

®denoiOpaT € MOXiTHOK PEUYOBHHOIO (HIOPOEBOI KUCIOTH, JIMAOMOAU(IKYI0Ul eheKTH SKOI1 y
JIOMIMHA  OTIOCEPEIKOBAaHI aKTHUBAIIEI pEIEenTopa, IO aKTUBYETHCS IpoJiihepaTopoM
nepokcrucoM tumy anbda (PPARa).

Uepes aktuBaiito PPARa derodiOpaT mocuiatoe mimosiiz Ta BUBEACHHS 3 TJIa3MH aTEPOTSHHUX
YaCTOYOK, OaraThx Ha TPUTLEPUIM, IUIIXOM aKTHBAIlll JIMOMPOTEIHIIINA3H Ta 3MCHIICHHS
yrBoperHs amomnpoteiny CIII. AxtuBamis PPARo Takok BUKIWKAae MiABUIIEHHS CHHTE3Y
anmonporeiniB Al ta All.

Bumezasnaueni edextu denodiOpary Ha JIMONPOTEIHM MPU3BOAATH O 3MEHIICHHS (pakiii
JTNONpPOTEiHIB JayXe HHU3bKOT Ta HU3bKOI mutbHOCTI (JIIAHIL Ta JIITHIL), mo wictars
anmonporein B, Ta g0 30uTbmieHHs ¢pakiii JinonpoTeiniB Bucokoi mmeHOCcTi (JITIBIL), 1o
MicTsATh anonpoTeinu Al ta All

KpiMm Toro, musixom wmoaynsamii cuHTe3y Ta katabomizmy dpakiii JIIIJIHIL denodidpar
nocwmoe kiipenc JIITHIL[ ta 3menmye xuibkicte Apionux mutbHux JIITHIL, piBeHp sKkux
MiIBUILIEHUN y 0OCi0 13 aTEpOreHHUM JINOMPOTEIHOBUM (DEHOTUIIOM, IO YaCTO 3YCTPIUAETHCS Y
TMAIIEHTIB 13 PU3UKOM PO3BUTKY IIIEMIYHOT XBOpOOH cepIis.

VY KIHIYHUX JOCHKEHHSIX MPHU 3acToCyBaHH1 (eHo(iOpaTy piBEeHb 3arajibHOr0 XOJIECTEPUHY
3HmKyBaBcs Ha 20-25 %, Tpurmiuepuais — Ha 40-55 %, a piBenb xonecrepuny JIIIBIL 3pocTtas
Ha 10-30 %.

V nartieHTiB 13 TinepxonecrepuHeMmieto, piBHi xonectepuny JIITHIL y sikux 3HmkeH1 Ha 20—-35 %,
3arajlbHUil  BIUIMB HA pIBEHb XOJIECTEPUHY MPHU3BOAUTH JO 3MEHUIEHHS CIIBBIIHOILICHb
3aranpHuil xonectepun/ xosiectepud JIIIBIL, xonectepun JIITHIL/ xonectepun JIIIBIL a6o
arnonpoteid B/ anonporein Al, siki € MapkepaMu aTepOreHHOTO PU3UKY.

Icaye nokas Toro, mo JikyBaHHsS (piOpaTaMy MOK€ 3MEHIIWTH YacTOTY MOAIN NMpH IMIeMIYHIH
XBOpoOi cepus, ane (idpaTH HE NMPOJEMOHCTPYBAIM 3MEHILIEHHS 3arajlbHOi CMEpPTHOCTI NpHU
NEPBUHHIN a00 BTOPUHHIM MPO(}LIaKTUIIl CepLIeBO-CYANHHUX 3aXBOPIOBaHb.

JHocnimkenass ACCORD lipid 6yno pannomMizoBaHuM 1uiane00-KOHTPOIbOBAHUM JIOCIIHKEHHIM
3a ydacTio 5518 marieHTiB 3 LyKpOBUM mdiabeToM 2 THUIly, SKHUX JIIKyBaIu (eHo¢iOparom Ha
J0JJaTOK J0 CHUMBacTaTHHY. Tepamis (eHo]iOpaToM pa3oM i3 CUMBACTaTUHOM Y MOPIBHSAHHI 3
MOHOTEpAIi€l0 CHUMBACTATHHOM He TOKa3aja 3HAYHUX BIAMIHHOCTEH IIOJ0 BIUIMBY Ha
KOMOIHOBaHY NEpBHHHY KIHIIEBY TOUKy — HedaraabHuil iHpapkT Miokapnaa, HedaTanbHUR
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IHCYJIBT 1 CEepLEBO-CYAMHHY cMepTh (BimHomieHHs pusukiB [BP] 0,92, 95% /I 0,79-1,08, p =
0,32; 3umxenHs: abcomorHoro pusuky: 0,74%). B monepennpo BimiOpaHiii miArpyrmi NamieHTIB 3
oucIininemiero, mo mManu Haamwkauil teptite XC-JINBIL (< 34 mr/mn a6o 0,88 mmoue/n) Ta
HaiiBumuii Teptine T (= 204 mr/mn abo 2,3 MMOJIB/T) A0 MOYATKy JIKyBaHHS, KOMOIHOBaHA
Tepamiss  peHodiOpaTroM 3 CUMBACTATUHOM TIOPIBHSAHO 3 MOHOTEPAIIEI0 CHUMBACTATHHOM
npoaeMoHcTpyBana 31% BiIHOCHE 3HMKEHHS PU3HKY KOMOIHOBAaHOI NEPBUHHOI KIHIIEBOi TOUKH
(Bimromenns pusukis [BP] 0,69, 95% /11 0,49-0,97, p = 0,03; 3HMKEHHS aOCOFOTHOTO PU3UKY:
4,95%). Amnamiz iHIIOI TONEpPeaHBbO BimiOpaHOT MIArPYNH BHUSBHUB CTATUCTHYHO 3HAUYIIUM
B3a€MO3B 530K MK JiKyBaHHAM Ta cTarTio (p = 0,01), mo Bkasye Ha MOXJIHMBY KOPHCTH Bif
KOMOiHOBaHOi Tepamii y 4oioBikiB (p = 0,037), ane Ha MOTEHUIHHO OULIBII BUCOKHHA PH3HK
MEPBUHHOT KIiHIIEBOI TOYKM Y KIHOK, SKI OTPHUMYBaJM KOMOIHOBaHYy TEpaIllil0 IMOPIBHSHO 3
MoHOTeparmiero cuMmBactatuHoM (p = 0,069). Lle sBHIEe HE crocTepiranocs y BUIIE3TaaHIi
MIATCPYIMI Mali€HTIB 3 AUCTINAEMIEIO, alle TAKOK He OyJI0 YITKUX JIOKa3iB MepeBaru Ui *KIHOK 3
JTUCITIMIZIEMIET0, TII0 OTpuMyBaiu (hperodiopar pa3om 13 CHMBACTATUHOM, 1 MOKJIUBHM IIKIITTUBUMA
edeKT B LIl miarpymi He MOe OyTH BUKITIOUEHUH.

ExcrpaBackyisipHi BIAKJIQZEHHSI XOJIECTEPUHY (CYXOKHJIbHI Ta TyO€pO3HI KCAaHTOMM) MOKYTb
3HAYHO 3MEHITYBATHUCS a00 MOBHICTIO 3HUKATH M1/ Yac JIiKyBaHHs GeHoh1OpaToMm.

VY naiieHTiB 13 NiABULIEHUM piBHEM (PiOpHUHOreHY, sKi JIKyBanucs (peHodiopaTom, BiA3HAUAIOCS
3HaYyHE 3HWKEHHS 1IbOTO TMOKa3HUKAa, TaK CaMo, SK 1 y MAalli€HTIB 13 MIIBUIIEHUMHU PIBHAMU
ninonpoteiny (a). ®enodiOpar 3HIWKye pIBHI IHIIMX MapKepiB 3amajlieHHs, Takux sk C-
pEaKTUBHUHN OUTOK.

VYpukosypuuny a0 ¢deHodiOpary, ska NPU3BOIUTH 10 3HIDKCHHS PIBHS CEYOBOI KHUCIOTH
npuOan3Ho Ha 25 %, ciil BBaXaTH J10JIaTKOBUM CIPUSATINBUM €(EeKTOM IpernapaTy y Mali€eHTiB
13 TUCITIMIZEMIEIO Ta TIMEPyPUKEMIEIO.

AnTHarperanTHuil BIUMB ¢eHo(piOpaTy Ha TPOMOOIUTH OYJIO BHSIBICHO y JOCTIDKEHHSIX Ha
TBapMHAX Ta y KIHIYHOMY JOCTI/DKEHHI, $KI TPOJAEMOHCTPYBAJIM 3MEHIIEHHS arperarii
TpoMOOIHUTIB, BUKIMKaHO1 AJ[®, apaxiTOHOBOIO KHCIOTOIO Ta apECHAIITHOM.

JiabeTu4Ha peTUHONATIS

Jlexinpka MexaHi3MiB OyJI0 3alpoOTIOHOBAHO IS TOsICHEHHs e(pekTiB ¢eHodiOpaTy y maIieHTiB 3
npostidepaTuBHOIO AiabeTnuHor0 peruHomnariero (I1/IP) Ta miabetnuHuM MakyIsspHUM HaOpSKOM
(IMH) in vitro Ta Ha momensx rpusyHiB. ITokazano, mo (enodiOpaT 3HIKYE pETHHAIBHY
ekcrpecito pakropa pocty enpotenito cyaus (VEGF), sikuii € o0CHOBHUM aHT10T€HHUM (DakTOpoM
nipu [1JIP, 3HMKYyEe TPOHUKHICTH CYAMH 1 allONTO3 MIrMEHTHOTO EIITENII0 CITKIBKH, SIKI CIPUSIOTH
po3Butky JJMH.

Hocmimkernss FIELD Oyino MynbTHHAIIOHAIBHEM PaHJIOMI30BaHUM JOCHIDKCHHSM 32 y4acTIO
9795 marieHTiB 3 IyKpoBHUM JniabeToM 2 Tumy. BiniOpaHi narieHTH Oy paHIOMI30BaHi y TpyIu
nikyBanHs (enogiopatom 200 mr Ha no0y (n = 4895) abo mpuitomy miane6o (n = 4900). ¥V
odpTanbMoOIOTiYHOMY — cyOmociimkeHnHi 3a  yuactio 1012 mamieHtiB  Oynu  3poOrieHi
cranjaptu3oBani (otorpadii citkiBku, sKi omiHpoBagucs 3a kputepismu ETDRS (Early
Treatment Diabetic Retinopathy Study) ans Bu3HA4YeHHS KyMYJISTHBHOI YaCTOTH PO3BHTKY
niabeTHUHO1 peTHHOMNATIi 1 OKpeMux ii MposiBiB. AHANI3M MPOBOJWINMCA Y BCIX MAIIEHTIB, IO
MoYaayd OTPUMYBATH JIKyBaHHS. Y OQTaIbMOJIOTIUHOMY CYONOCHIIPKEHHI NMEpBUHHA KIHIIEBA
TOYKa, 2-CTyIIHYacTe MPOrpecyBaHHs CTaii peTHHONATIi, 3Ha4HO HE BIAPI3HsIACS Y IBOX TpyHax
B 1itomy (46 [9,6%] namienTiB y rpyni ¢penodiopary mpotu 57 [12,3%] y rpyni miaunebo, p =
0,19) abo B miarpyni naumieHTiB 0e3 panime icHyrowoi peruHomnatii (43 [11,4%] mpotu 43
[11,7%], p = 0,87). HaBnaku, y rpymni namieHTiB 3 YK€ ICHyIOUOIO PETUHOMATIEI0 2-CTYMiHYaCTe
MpPOTpecyBaHHs CIOCTEpirajocs Yy 3HAYHO MEHIIO1 KUIBKOCTI TAI€HTIB TpU Mpuitomi
¢benodibpary, Hix y rpyni miane6o (3 [3,1%] npotu 14 [14,6%)] nauienris, p = 0,004).
[ndopmarniiss 1010 J1a3epHOTO JIKYBaHHS Jia0ETHYHOI PETHHOMATI, [0 € 3a3/ajleriib
BCTaHOBJICHOIO TPETUHHOIO KIHIIEBOIO TOYKOIO Y OCHOBHOMY JOCIIPKEHHI, 30upanacsi IMpu
KOKHOMY BI3MTI marieHTa A0 KiiHikd. [Torpeba y mnpoBeaeHHI MEpUIoro JIa3epHOro JIKYBaHHS
BCIX peTHHOMATI Oyna 3HAYHO HIKYOIO MPHU JIKyBaHHI (peHO]iOpaTOM MOPIBHIHO 3 IIaredo
(164 [3,4%] nmauienTiB B rpymi ¢peHodidopary npotu 238 [4,9%] y rpymi mianedo; BiTHOLIICHHS




pusukis [BP] 0,69, 95% I 0,56-0,84, p = 0,0002; 3amkenHs abconroTHOrO pusuky 1,5% [0,7-
2,3]). HeoOxinHicTh Takoro JKyBaHHS HE 3aje)alia BiJl KOHIICHTPALIl JiMiiB y T1a3Mi KPOBI.

Y migrpymi 3 2856 yuacuukiB pociimkenas ACCORD (ACCORD Eye) omiHroBaBcs BIUIHB
TPbOX CTpaTerid JiKyBaHHS Ha MPOTpecyBaHHS Mla0ETUYHOI pETHHOMATIii: IHTeHCHBHE abo
CTaHJapTHE JiKyBaHHA TuikeMii (uinpoBuii piBenb HbAlc <6,0% abo Bim 7,0 mo 7,9%
BIANOBIIHO), nuciimigemMii (komGiHoBaHa Tepamis ¢peHodiopar 160 mMr/noly mioc cMMBacTaTHH
a0 rmanebo MIC CHMBACTaTHH) 00 KOHTPOJb CUCTOJIYHOTO apTepialIbHOTO TUCKY (IUTHOBHIMA
noka3Huk <120 ab6o <140 mm pr.ct.). [IporpecyBannst niaGeTHYHOI peTHHOMNATIi BU3HAYAIH
gyepe3 4 poku 3a 30UIbIIeHHSIM 3Ha4eHHs 3a mKajgo ETDRS Ha 3 i Oiibmie myHKTH (BHXOISYH 3
OIIIHKH CTEPEOCKOMYHUX (hoTOorpadiii CeMH IMOJIB OYHOTO JHA) a00 32 PO3BUTKOM ia0CTHYHOT
peTruHomarii, sika moTpedyBana azepHoi poToKoarysiii a0o BITpeKTOMil.

Yacrora mporpecyBaHHsl MiabeTHYHOI peTHHOMATii ckiana 6,5% y Tpymni IHTEHCHBHOI Teparii
ouciiniemii 13 3actocyBaHHSAM (¢eHodiOpaty B mopiBHsHHI 3 10,2% y rpymi miamedo
(cxopuroBane BimHomieHHs maHciB 0,60; 95% I 0,42-0,87, p = 0,006). 3po6ieHO BHCHOBOK,
0 IHTEHCHBHA KOMOIHOBaHa Tepamis JIUCIINiIeMIi 3HMXKYBaja YacTOTy IPOrpecyBaHHS
niabeTUYHO1 peTUHOTIATII.

BbyB nmpoBeneHuil IHTErpoBaHUI aHalll3 IHAUBIAYAJbHUX JAHUX MalieHTIB 3 gociaipkeHHs FIELD 1
onyoOmikoBanoi iHpopmarii 3 mociimkenHs ACCORD Eye. Kom0inoBana mepBHUHHA KiHIIEBa
touka pocimimpkeHHss ACCORD Eye Oyna 3actocoBana mo pociiypkenns FIELD, to6ro
nocusneHHs TsokkocTi 3a mkanoo ETDRS wa 3 mynkTtu, doTokoarymsiis abo BITpEKTOMIs st
JiKyBaHHs TIpostihepaTuBHOI qiabeTnyHO1 peTnHomnatii. OouaBa TOCTIKEHHS OyIl OTHOPITHUMH
(3actocoBana mozenb ¢ikcoBaHOTO e(ekTy) 1 Mmokazanu 3arajbHe 60-BiICOTKOBE 3HIKECHHS
porpecyBaHHs IiabeTHYHOT peTrHONAaTii (BiqHomenus mancis: 0,40, 95% /1 0,26-0,61).

[IporpecyBannust miabernunoi perunomnarii ([IP) y mamientiB 3 JIP Ha mowarky mociipKeHHS:
komruiekcHu# anani3 nociimkens FIELD PSP-DR 1 ACCORD Eye 3 BUKkopuCTaHHSIM NEPBUHHOL
kinneBoi Touku nociimkenas ACCORD Eye.

JocmimueHHa penodidbpar nnaedo i BT  55% 1
]
ACCORD 271405 56412 —im— 0,454 [0,281;0,735]
FIELD G9ro4 26102 | ; 0277 [0122; 0,626]
]
Monens dixcoraroro epexty = 0,400 [0,264;0,605]
Mopens ennagroeoro ederTy -———_—::}F 0,397 [0,259;0,611]
Odnopiduicme: p=0 30062 I L I |
01 na 07 11
BIII (95% [IT)
DapmaxoxiHemuxa.
BcMokTyBaHHS.

MaxkcumanbHa KOHIEHTpalis npernapaTy y miasMi (Cpax) J0CSITaeThes yepe3 2—4 roAuHU Micis
NepopaIbHOIo 3acTocyBaHHs. KoHIeHTpallis y mia3Mi JIMIIAE€ThCS CTaOUIBHOIO MPU TPUBATIOMY
3aCTOCYBaHHI B YCIX MAIli€HTIB.

Ha BigMiHy Bif nomnepenHix npenapatiB ¢peHodiOpaty, npu 3acTocyBaHHI npenapary Tpaiikop
145 Mr y ¢opMi HaHOYACTMHOK HOTO MaKcHMMajbHAa KOHIIEHTpalisl y IUIa3Mi Ta 3arajbHa
eKCTIO3HUILis He 3aekaTh Bifl mpuitomy i, Tomy Tpaiikop® 145 MT MoskHa TIpHIMATH HE3aTEKHO
Bijl IpUOMY TXKI.

VY nochipkeHH1 BIUIMBY DKI Ha BCMOKTYBaHHS Iperapary IiCis 3aCTOCYyBaHHS HOBOI (opMHU
tabnerok mo 145 mr ¢enodibpaTy 310poBUM UOJIOBIKAM Ta >KIHKaM HaTIe Ta i3 OaraToro Ha
XKHUpU DKero OyJI0 TMoKa3aHo, IO MpuitoM ki He BIumBae Ha ekcrnosuilito (AUC Ta Cpa)
(benodiOpoeBOi KUCTOTH.

Posnopin.
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denodiOpoeBa KUCIOTAa 3HAYHOIO MIPOIO 3B’S3YEThCS 3 albOyMIHOM TUIa3MH KpOBi (moHayd 99
%).

MeTabo1i3M Ta BUBEICHHS.

[Ticns mepopabHOTO 3acToCyBaHHs (eHOo(IOpaT MIBUAKO TiIPOII3YyEThCS eCTepa3amMu 0
aKTUBHOTO MeTabouiTy — penodibpoeBoi kucinotu. Heaminenuit ¢penodidpar y miaazmi KpoBi He
Bu3HavyaeThes. Penodiopar ne € cyoerparom s CYP 3A4 1 ne Oepe ydyacti y NMe4iHKOBOMY
MIKPOCOMAaJIbHOMY MeTa00Ii3Mi.

[IpemapatT BUBOAMTHCS NEPEBAXHO i3 ceuero. [IpakTHYHO TOBHICTIO MpenapaT BUBOJUTHCS 3a
6 ni6. denodiOpaT BUBOAUTHCS TEpeBaXHO y BHUIILIAI (eHnodiOpoeBoi kucmotu Ta i
TIIIOKYPOHIIHOTO KOH’IOraTa. Y TAIliEHTIB JITHBOTO BIKY SIBHHM 3arajlbHUH  KIIIPEHC
(beroidpoeBOT KMCIOTH i3 TIIA3MHU KPOB1 HE 3MIHIOETHCS.

JlocmipKkeHHsT KIHETHKH TICIs 3aCTOCYBaHHSI pa3oBOi 103U Ta TPHUBAJIOTO JIKYBaHHS IOKa3aj,
[0 Mpenapar He HaKOMU4YyeTbCs B opraHizMi. deHo(iOpoeBa KHUCIOTa HE BUBOIUTHCS 3a
JOTIOMOTOI0 TeMO/TIaTi3Yy.

Ilepion HaniBBUBeneHHS (peHO(DIOPOEBOT KUCIOTH CTAHOBUTH PUOIN3HO 20 rOAMH.

Kainiuni xapakrepucTuku.

Iokazanns.

Tpa17n<op® 145 Mr mokasaHuii K JOMOBHEHHS IO IETH Ta IHIIAX HEMEIUKAMEHTO3HUX METO/IIB
JKyBaHHA (HampuKIaj] (I3UYHUX BIPAB, 3HIDKEHHSI MACH TU1a) TIPU TaKUX CTaHaX:

- TsDKKa TINepTPUIILEpPUAEMis 3 HU3bKUM DPIBHEM XOJECTEPUHY JIMOMPOTEIHIB BUCOKOT
IIUIEHOCTI a00 0€3 HhOTO;

- 3MIIIaHa TinepiiniieMis y BUMagKaX, KOJM 3aCTOCYBaHHS CTaTHHIB MPOTUIIOKa3aHe abo €
HETIEPEHOCUMICTh CTATUHIB;

- 3MilllaHa TINepJinmiAeMis y Tali€HTIB 3 BUCOKHM CEpIEBO-CYAMHHUM PH3UKOM, Ha
JOJAaTOK 0 Tepamii CTaTUHOM, KOJH PIBEHb TPUTINLEPUIIB Ta XOJECTECPHHY
JMOTPOTETHIB BUCOKOT MILTBHOCTI aICKBATHO HE KOHTPOJIOETHCH.

JliaGetnuna permnomaris: Tpaiikop® 145 Mr mokasaHuWil ams 3MEHINEGHHS IIPOTPECYBaHHS
nia0eTHYHO1 PETUHOTIATII y MAIIEHTIB 3 I[yKPOBUM Jia0eToM 2 THIY Ta ICHYIOYOIO JTIa0CTHYHOIO
PETHHOTIATIETO.

Ilpomunokazanns.

[TeuiHkOBa HEAOCTATHICTH (BKJIIOYAIOUM OUTIApHUIM IMPO3 MEUIHKH Ta HE3 sSCOBaHI MEPCUCTYIOUI
nopymieHHs PyHKIIIi TEUiHKH ).

BcranoBieHi 3axBOproBaHHS )KOBUHOTO MiXypa.

TsKKi XpOHIYHI 3aXBOPIOBAHHS HUPOK.

XpoHiyHHI a0 TOCTpUl MAHKPEATUT, KPIM BHUIAIKIB TOCTPOTO MAHKPEATHUTY, CIPUYMHEHOTO
TSDKKOIO TIMEPTPUTITLEPUICMIETO.

BceranoBnena ¢otoanepris abo (QOTOTOKCHMYHI peakuii y mepioa JikyBaHHs (iOpaTtamu abo
KeTONpo(EeHOM.

lNnepuyTnauBICTh 0 Ai0YOI peYOBUHHU a00 10 Oyab-AKOi JOMOMDKHOT PEYOBUHU, 3a3HAUCHOT Y
posnim «Ckiam.

Takox Tpaiikop® 145 Mr He cIij 3aCTOCOBYBaTH TAIiCHTaM 3 alepricio Ha apaxic, apaxicoBy
onito abo coeBMH JEHUTHH, ab0 MOMAIOHI NHPOAYKTH 4Yepe3 pPHU3UK BHUHUKHEHHS peakIlii
rinepyyTJInBOCTI.

B3aemooia 3 inwumu nikapcokumu 3acovamu ma inuii uou 3a€mooiil.

IlepopaibHi aHTUKOATYJASHTH.

®enodiOpar MOCWIIOE [iI0 TNMEepOpabHUX AHTUKOAryJsSHTIB Ta MOXE MiJBUIIYBAaTH PU3HMK
KpoBoTedl. PEKOMEH/Iy€eThCSI 3MEHIIMTH /103y aHTUKOAryJsSHTIB NpuOIu3HO Ha 1/3 Ha movartky
JIKyBaHHS 1 B MOJAJBIIOMY IOCTYNOBO KoperyBatu ii BiamoBinHo 1o MHC (MmixHapoaHOTO
HOPMAJIi30BaHOTO CITIBBIAHOIIECHHS).

[uknocnopuH.




Ha 1ni cymyraeoro 3acrocyBanHs (eHo]iOpaTy Ta HUKIOCHOpUHY Oyi0 BiA3HAYEHO KiTbKa
TSDKKUX BUMAJIKIB 000pOTHOTO NOpyIIeHHs (QyHKIIT HUpOK. OTXe, CIIil PEeTeIbHO KOHTPOJIIOBATH
(GYHKIIIO HUPOK Yy TAIli€HTIB, SKi 3aCTOCOBYIOTH TaKy KOMOIHAIilo, 1 y pa3i TSOKKUX 3MiH
n1a00paTOPHUX MOKA3HUKIB MPUITMHUTH 3aCTOCYBaHHs (peHnodioparty.

Inri6itopu I'MI'-KoA-penykTasu Ta iHmii ¢idparu.

Pusuk cepilo3HOTO TOKCHMYHOTO BIUIMBY Ha M SI3U IIJABHILYETbCA TNPH  OJHOYACHOMY
3actocyBaHHi (ibpary 3 inridiropamu ['MI'-KoA-peaykrasu abo inmmmu ¢idpatamu. Ciig 3
00EPEIKHICTIO 3aCTOCOBYBATH TaKy KOMOIHOBaHY TEpAITil0 Ta PETSIbHO HATJISAIATH 32 MaIlleHTaMu
1010 03HAK TOKCHYHOTO BIUTUBY Ha M 513U (IUB. po3ai1 «OCOOIMBOCTI 3aCTOCYBAHHS).
['nita3oHu.

[Ipu cynyrHpOMY 3acTocyBaHHI ¢eHo(hiOpaTy Ta riIiTa30HIB BiA3HAYAINCS BHUIIAKHA 3BOPOTHOTO
napagoKCcaIbHOTO 3HIKEHHS piBHS Xonectepuny JITIBIL[. Tomy pekOMeHIYyeThCSl KOHTPOIIOBATH
piBH1 xonectepuny JIIIBII npu 3acrocyBanHi KOMOiHalii IMX MpenapaTiB Ta MPUIIMHUTH iX
3aCTOCYBaHHS, SKIIO piBeHb xojectepuny JIIIBII] crae 3aHu3bKUM.

®DepmenTtu nuToxpomy P450.

JlocmipkeHHsIX IN VItro i3 3acToCyBaHHSM MIKPOCOM IMEYiHKH JFOIUHHA MOKa3aiH, o GeHodiopar
ta QeHodiOpoeBa kucinora He € iHridiropamu i3odopm muroxpomy (CYP) P450 CYP3A4,
CYP2D6, CYP2El1l abo CYPIA2. BoHu y TepamneBTMYHUX KOHIIEHTpALSIX € CJIa0KUMU
iridiropamu CYP2C19 ta CYP2A6 1 cnabkumu abo nomipaumi inridiropamu CYP2C9.

3a marfieHTaM#, sIKi OJJTHOYaCHO 3aCTOCOBYIOTh (peHo]iOpaT Ta mpemnaparu, M0 MEeTaboI3yIOThCs
CYP2C19, CYP2A6 Tta ocobmuBo CYP2CY i1 MaioTh BY3bKHIl TepaneBTUYHMH 1HIEKC, CIIi]
peTeNbHO HarsAaT Ta y pas3i moTpedu BIIKOPUTYBATH J03Y IIUX MPEnapaTis.

Ocobueocmi 3acmocysanns.

Bropunna rinepainigemis.

[Tepen mouyaTkoM Teparii ¢peHoDiIOpaTOoM MOTPIOHO MPOBECTH HEOOXIAHE JIKYBaHHS BINMOBITHUX
CTaHIB, SKI € TPUYUHOIO BTOPHHHOI TIMEPXOJECTEPUHEMI], TaKUX SK HEKOHTPOJIHOBAHUU
IYKPOBHUH miabeT 2 TUmy, TINOTHPEO3, HEHPOTHIHUN CHHAPOM, TUCTPOTEIHEMIs, OOCTPYKTUBHA
XxBOpoOa mediHKH abo  ajmkorodidsM. BTopwHHaA rimepxojecTepuHEMis, TOB’s3aHa 3
(hapMaKoJOTTYHUM JIIKYBaHHSIM, MOYXE CIIOCTEPIraTUCs Yy TMAIlIEHTIB, sIKI TPUHAMAIOTh J1ypETHKH,
[3-O;mokaropu, eCTpPOreHH, TMPOTECTOreHH, KOMOIHOBaHI TEepopajabHI  KOHTPAICTITHBH,
IMyHOCYIIpecOpHr Ta IHTiOITOpH mpoTea3. B Takux Bumagkax MOTPiIOHO BCTAHOBHUTH, SKOKO €
rinepiinieMis: MepBUHHOIO YU BTOPUHHOIO (MOXJIMBE MIABUIICHHS PIBHS JIIMIAIB, BUKIUKAHE
BHIIIECTICPETIYCHUMH TEPANICBTUYHUMU 3aCO0aMH ).

OyHKIISA TEYIHKH.

SAx 1 mpu 3acTOCyBaHHI IHIIUX JIIMIO3HIKYBAJIbHUX IIpenapariB, y MACSIKUAX Ialli€HTIB
3apeecTpoOBaHO MIJABUIICHHS PIBHIB TpaHcaMiHa3. Y OUIBIIOCTI BUMAJAKIB 1€ 3pocTaHHS Oyio
THMYacCOBUM, HE3HAYHUM Ta 0e3CUMITOMHUM. PexomeHayeThCsl mepeBipsATH PIBHI TpaHcaMmiHa3
KOXHI 3 MicsIli TmpoTAroM mepimux 12 MicsamiB Tepamii Ta nepiogudHo y mnojanbimomy. Ciig
NPUAUIMTY YBary MaiieHTaM, y SKHMX 3pOCTaloTh PIBHI TpaHCaMiHa3, Ta MPUIMHUTHU JIIKyBaHHS,
skio piBHI ACT ta AJIT Ounbi HDK B 3 pa3u MEpEeBUIYIOTh BEPXHIO MEXY HOPMU. Y pa3i MOsIBU
CHUMIITOMIB Te€NaTUTy (HAmpuKiIaX >KOBTAHHUII, cBepOexXy) Ta MIATBEpPKEHHS JAiarHO3y
pe3ynbTaTamMu Ja00opaTOPHHUX aHaNI3IB 3acTOCyBaHHA (eHo]IOpaTy ciiJ IPUIMHHNATH.
IifmTyHkoBa 3a103a.

V nariieHTis, Aki npuiiManu geno¢iOpar, MOBIIOMIIIOCA PO BUHUKHEHHS MaHKPEAaTUTy (IUB.
po3ainmu «lIpotunokazanus» Ta «[lobiuni peaxiiin). lle mMoxxe OyTH HacHiIKOM HEIOCTATHHOI
e(EeKTUBHOCT] JIIKYBaHHS NAII€HTIB 13 TSHKKOIO TIMNEPTPUTIILEPUIEMI€I0, NPSIMUM BIIJIMBOM
npemapaTy ab0 BTOPUHHUM SIBHIIEM, OMOCEPEIKOBAHUM KaMEHSMH Yy JKOBYHHMX IHUIsIXax abo
(opMyBaHHAM CIAJKY 3 OOCTPYKIIIEIO 3arajlbHOT )KOBYHOT IPOTOKH.

M’s3u.

IIpu 3actocyBanHi (hibparTiB Ta IHIIUX JIMIJO3HIKYBAJIbHUX IpPENapaTiB MOBIIOMIISIOCA PO
TOKCUYHHUI BIUIUB Ha M SI3M, y TOMY YHCJII HPO PiIKi BUMAAKH pabIoMioJi3y 13 HHUPKOBOIO
HEIOCTaTHICTIO a0o 6e3 Hei. YacToTa I[bOT0 MOPYILEHHS 3pOocTae y pasi rimoanbOymiHeMii Ta
HAsBHOCTI B aHaMHe31 HUpPKOBOi HemocTtaTHocTi. IlarieHTaMm i3 QakTopamu, 1m0 MPOBOKYIOTH
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PO3BUTOK Miomarii Ta/abo pabaomioizy, y uncii SKkuX Bik Big 70 pokiB, HasIBHICTH B 0COOMCTOMY
a0 pOAMHHOMY aHaMHeE31 CHAJKOBHX M S30BUX pO3JajiB, MOPYIIEHHS (yHKLII HUPOK,
rimoTHPEO3 Ta 3JIOBXKUBAHHS AalKOTOJIEM, MOXXE 3arp0’KyBaTH MiIBUIICHUNH PHU3HK PO3BUTKY
pabgomionizy. Takum mnamieHTaM CJiJ pPETENbHO OI[HUTH KOPUCTh Ta PHU3HMK JIIKyBaHHS
benodidparom.

TokcuyHmii BIUIMB HA M’SI3W CJIJ 3aIiIO3PUTH Y MALIEHTIB 13 AU(Y3HOIO Mianri€to, MiO3UTOM,
M’SI30BUMH CyZIOMaMH Ta cialkicTio Ta/abo BupakeHUM miiBuiieHHsM piBHA KOK (y 5 pasis
BHUIIIE BEPXHBOI MEX1 HOPMH). Y TaKUX BHIAAKaxX JIKyBaHHS GeHopiOpaToM Cii MPUIMHHNATH.
Pu3MK TOKCHMYHOTO BIUIMBY Ha M SI3M MOXeE ITIIBUINYBATUCS, SKIIO NpemapaTr 3aCTOCOBYBATH
pasom 3 iHmmM ¢ibparom abo ixridiropom I'MI'-KoA-pemnykra3u, oco0iamuBO y pasi HasBHOTO
3axBoproBaHHS M’s3iB. Tomy omHouacHe 3actocyBaHHs (enodidpary 3 iHridiropom I'MI'-KoA-
penykraszu abo 3 iHmmM (idpaTom cii MpU3HAYATH SK PE3EPBHY TEPAIiio MAIEHTaM 3 TSKKOIO
KOMOIHOBAHOI JHCIIMIAEMIEI0 Ta BUCOKHM CEPIIEBO-CYIMHHUM PH3UKOM 0€3 Oy/b-sSKOro
aHaMHe3y 3aXBOPIOBaHb M’A31B Ta 33 YMOBU PETEIBHOTO MOHITOPHUHTY MOXJIMBOTO TOKCUYHOTO
BIIUBY Ha M’SI3U.

DYHKIIIS HUPOK.

SIkmo piBeHb KpeaTHHIHY MmigBuilyeTbcs Outblnl HBK Ha 50 % BMH (BepxHbO1 Mexi HOpMH),
JiKyBaHHA (eHodiOpaToM ciii NPUNUHUTH. PEeKOMEHIyeThCsl MEpeBIPSTH PIBHI KPEaTUHIHY
MPOTATOM MepHINX 3 MICALIB Mics MOYaTKy JIIKyBaHHS Ta MEPIOAUYHO B MOAAIBIIOMY (1110J0
no3yBaHHS TUB. po3/uT «Crocid 3aCTOCYBaHHSI Ta JI03H»).

JloToMiXKH1 pEYOBHHH.

Jlikapcpkuii 3aci0 MICTUTH JIaKTO3y, TOMY TMallieHTaM 13 TaKUMH PIAKICHUMH CIIaJKOBUMH
3aXBOPIOBAHHSAMHU, SIK HENEPEHOCHUMICTh T'aJIaKTO3U, HEAOCTATHICTD JaKTa3u abo ManbadcopOIis
[IIOKO3U-TallaKTO3HU, HE CIiJ] MpUHMAaTH 1iei nmpenapar.

Jlikapchkuii 3acid MICTUTH caxapo3y, TOMY TMallleHTaM 13 TaKUMH PIAKICHUMH CHAJKOBUMH
3aXBOPIOBAHHSIMH, SIK HEMEPEHOCUMICTh (PYKTO3H, ManbaOCOPOIlisl TIIOKO3U-TaJakTo3u abo
HEJIOCTATHICTh caxapa3u-i30MalibTa3u, He CIIiJ MpUiMaTH el rpenapar.

3acmocyesanns y nepioo éazimnocmi abo 200ysanHs 2pyooio.

Baritnicte. Hemae mocraTHIX maHMX 1010 3acTocyBaHHS (peHOodiOpaTy BariTHUM XKiHKaM. Y
JNOCTDKEHHSIX Ha TBapuHax He OyJa0 BHSBJICHO JKOJHOTO TEPAaTOTeHHOro e(deKTy.
EMOpioTokcuuHi eeKTH criocTepiraaucs Ipyu 3aCTOCYBaHHI Ipenapary y 103ax, TOKCHUYHUX IS
MaTepUHCHKOTo opraHi3amy. IToTeHmiitHnii pusuk 11 moaunau HeBinomuii. Tomy Tpaiikop® 145
MT Yy TIepioJ1 BariTHOCTI CJTij] 3aCTOCOBYBATH JIMIIIC ITICIS PETEIbHOT OI[IHKA KOPUCTI/PU3HKY.
[lepion roayBanHs rpymto. Herimomo, un ¢enodiopar ta/abo Woro MeTaboITH NPOHUKAIOTh Y
rpylHe MOJOKO JoauHu. He MoXHAa BUKIIIOUATH HASBHICTh PU3UKY IJI TPYAHHUX JITE€H, TOMY
dbeHodiOpat He ciif 3aCTOCOBYBATH Y MEPIO]] TOAYBAaHHS TPYIUIIO.

@eprunbHicTb. OOOpOTHI BIUIMBM Ha (EPTHIBHICTH CHOCTEpIralnucs y JOCHIKCHHSIX Ha
TBapuHax. KUHIYHMX AaHMX OI0JI0 BIUIMBY Ha (PEpPTHIIBHICTH IMPH 3aCTOCYBaHHI Ipenapary
Tpaiikop® 145 Mr Hemae.

30amuicme énausamu Ha WEUOKICMb peakyii npu Kepy8aHHi a8mMompancnopmom abo iHwuUMu
Mexanizmamu.

Tpaiikop® 145 Mr He BmIMBae a60 Maec HE3HAYHMH BIJIMB HA 3]aTHICTh KepyBaTH
aBTOTPAHCIOPTOM YH MPAIFOBATH 3 IHIIMMH MEXaHI3MaMH.

Cnocib 3acmocysants ma 003u.

Tpaiikop® 145 Mr MosxHa TipuiiMaTi y GyIb-AKHil Yac IPOTATOM 100M HE3aIEKHO Bifl pUHOMY
ki (muB. po3ain «PapMakosioriydi BiIacTUBOCTI. DapMakoKiHETHKa»). TaOMeTKH CIliji KOBTaTH
LUTUMH, 3alUBAIOYH CKIISTHKOIO BOJIH.

JlieToTepanito, po3noyary 70 IpU3HAYEHH MIpenapary, He0OXiTHO MPOJOBKUTH.

[in vac nikyBaHHS rinepuiniiemii epeKTUBHICTb JIKYBaHHS MOTPIOHO KOHTPOJIIOBATH IIISXOM
BHU3HAYECHHS DPIBHIB JIMIAIB y CUPOBATIl KpoBi. SIKIO Yepe3 KilbKa MicALIB (HampuKiIaa yepes 3



MICsII11) HE TOCATAETHCS a/IeKBAaTHA BIAMOBIIG HA JIIKYBaHHS, CIIJI PO3TIISLIATH JOJATKOBI a00 1HITI
TepaneBTHYHI 3aX0/IH.

Jlopocaum

PekomeHnmoBaHa /103a CTAaHOBUTH | TabneTky, mo mictuth 145 mr ¢penodiodpary, 1 pa3 Ha 100y.
[Mamientam, ski npuitmaroTh 1 kamcyny, mo mictuth 200 Mr deHodidpary, abo 1 TabrmeTky, 10
MicTuth 160 Mr denodibpary, MoxkHa 3aMiHHTH iX Ha 1 Tabnerky npenapaty Tpaiikop® 145 mr
0e3 10JJTaTKOBOTO MiI00PY 103H.

SIkmo martieHTy nmoTpibHO 3acTocoByBaTH (PeHOGIOpAT NP JBOX MOKA3aHHAX (TinepIiminemis Ta
niaGeTHuHA PETMHOMNATIS), CJTi NpUIMATH NuIle oAHy TabneTky npemapaty Tpaiikop® 145 mr Ha
no0y.

THayienmam nimnvoco 6iky

[NamieaTaM niTHROTO BiKy 0e3 mopymeHHs QYHKIII HUPOK PEKOMEHAYEThCS 3BUYaiiHA /1032 JJIs
JIOPOCIIHX.

TIopywenus ¢ynxkyii Hupox

[TamientaM 13 mopymeHHSM (QYHKIII HUPOK HEOOXIIHO 3MEeHIMTH A03y. llpu XpoHIYHHX
3aXBOPIOBAHHSAX HHUPOK CEpelHbOI TSDKKOCTI (KiipeHC KpeatuHiHy Big 30 mo 60 Mi/xB)
3actocyBaHHs (heHo(iOpaTy B HasIBHOMY J03yBaHHI 145 MI He peKOMEHI0BaHE.

[TamieHTaM 13 TSHKKMMH XpOHIYHUMU 3aXBOPIOBAHHSAMM HUPOK (KJipeHc KpeaTuHiHy < 30 MJI/XB)
3acTocyBaHHA peHodiOpaTy MpOTHIIOKA3aHE.

THopywenus ¢hynryii nevinku

Tpaiikop® 145 Mr He peKOMEHIYEThCS 3aCTOCOBYBATH MAIEHTAM i3 MOPYIMIEHHAMH (DYHKIIl
MEYIHKH Yepe3 BIICYTHICTh TaHUX.

imu.

besneka Ta edexTuBHICTH 3acTocyBaHHs (heHO(DiIOpary miTaM Ta mimTiTkam (BikoMm a0 18 pokiB)
HE BCTAHOBJICHI 1 BimmoBigHI maHi BiacyTHi. Tomy deHodiOpar HE PEKOMEHAYETHCS
3aCTOCOBYBATH JIITSAM Ta MiJTITKaM (BiKoM 10 18 pokiB).

Ilepeoo3ysanns.

[ToBimomusiocst nuIie TPO OKpeMi BHUMAAKK mepeno3yBaHHsA ¢eHodiOpaTy. Y OurbmiocTi
BHIA/IKIB KOJHUX CUMIITOMIB MEepeI03yBaHHS HE 0yJI0 BKa3aHO.

Crneuudiuanii aHTUAOT HeBigomuil. Ilpu migo3pi Ha mepeno3yBaHHS MOTPIOHO MPOBOJUTH
CUMIITOMAaTUYHE JIIKYBaHHS Ta BXXHTH HAJICKHHX MIATPUMYIOUYHX 3aXOJIIB 3a HEOOXIIHOCTI.
®deno¢ibpat He BUBOAUTHCS 32 IOTTOMOTOI0 TeMOTiati3y.

Io6iuni peakuii.

Haiiuacrime Bim3HadeHi HeOakaHl peakiii mpoTsarom Tepamii ¢eHodiOpatoM — Ie po3iaau
TPaBJICHHS, MOPYILIEHHA 3 00Ky IIUTyHKa a00 KUIIEYHUKA.

HaBeneni pnani HebGaxaHi fBHINA CHOCTEpIramucs Yy Maneb0-KOHTPOIbOBAHUX KIIHIYHHX
nocIipKeHHAX (n=2344) i3 BKa3aHOIO YaCTOTOO:

Kuaac cucremn Hyxe yacro Yacro Heuacro Piako

opraxiB 3a >1/10 >1/100, <1/10 >1/1000, <1/100 | > 1/10000,

MedDRA <1/1000
3HIDKEHHS PIBHS

HOp}{I_HeHHH 3 boxy reMorIo0iHy

KpOBI Ta

TiMpaTHIHOT 3.HH>KGHH.H .

CHCTEMH KUIBKOCTI OLTHX
KJIITUH KPOBI

[MopyrieHns 3 GOKy [nepuyTauBIiCTH

IMYHHOT CUCTEMH (BKJHQqarqu
aHapUIaKTUYHY




PEaKIIiro)

[opymenns 3 60Ky
HEpPBOBOI CUCTEMU

T'onoBHUM OLIB

Tpomboembomii
(mereneBa
[Mopymrenns 3 60Ky emMOoTis,
CYAMHHOI CUCTEMU TpoM0O03
TIMOOKUX
BEH)**
O3Haku Ta
onVILeHH s 3 60K CUMITOMH 3 OOKY
Pyt Y OpraHiB TpaBJICHHS *
LIJTYHKOBO- . . [Tankpearut
KUIIKOBOTO TPaKT (61, y o,
paxty HyJI0Ta, OJFOBaHHS,
niapesi, METEOpHU3M)
[TinBumenns piBas | KoBuHOKam’stHa
[Topymenns 3 60Ky TpaHcaMmiHa3 (TuB. | XBopoOa (JuB.
renaToOuTiapHOT po3 LT po3i ['ematut
CUCTEMU «OcobauBoOCTI «OcobmmBOCTI
3aCTOCYBaHHSI») 3aCTOCYBaHHS»)
[xipHi peaxirii
Ei?gf::m 3 Ooxy rinepaytmBocti | AJomeris
miAKipHoi (Hampuknan Peaxii
KITKOBHHI BHCHII, CBEPOLK, | hoTouyramBoCTi
KpPOTIWB STHKA)
[Topymenns 3 60Ky M’s130B1 po3naau
CKEJIeTHOT (HampwuKIan
MYCKYJIaTypH, MiaJris, MiO3HT,
CHOJyYHOT M’s130B1 Cla3Mu
TKaHUHU Ta KiCTOK Ta CIa0KICTh)
[Topymenns 3 60Ky
PENpPOIYKTUBHOT CrareBa
CUCTEMU Ta TUCHYHKITIS
MOJIOYHUX 3aJ103
Binxunenns Bi . . . .

% % ) IlinBnmenun IligBnmenun . o
HOPMH, BUABNCHI Y | . eI [TinBumenui
pe3yabTari P . P . piBEHb CEYOBHUHHU

TOMOIIMCTEIHY KpEaTHHIHY B .
nabopaTopHUX B KDoBi*** KDOBI B KpOBI
aHaJi3iB P P

* YV pocmimkenHi FIELD — panpomizoBaHoMy miane00-KOHTPOJIbOBAHOMY JOCTIDKEHHI, B
SAKOMY B3I ydacTb 9795 XBOpHX Ha LyKpoBHi aiabeT 2 THIy, — y MAI[€HTIB, sKi npuiiMann
3pOCTaHHSI 4aCTOTH BHMHUKHEHHS
MaHKPEaTUTy MOPIBHAHO 3 MallieHTaMu Ipynu npuitomy mianedo (0,8 % Tta 0,5 % BianosigHo, p

¢benodibpar,

= 0,031).

crioctepiranocs

CTaTUCTHUYHO

3HaUuYyIle

** BimzHavanocs CTaTMCTUYHO 3HAYyIlle 3pocTaHHS 4acTtoTh embodii nerens (0,7 % y rpymi
npuiiomy miane6o ta 1,1 % y rpyni npuitomy ¢enodibpary; p = 0,022) Tta cTaTUCTHYHO
He3Hauylle 3pocTaHHs 4yacToTh TpomOo3y riambokux BeH (1,0 % y rpyni mpuilomy mane6o
[48/4900 nauienTiB] Ta 1,4 % y rpymni npuiiomy dpenodidpaty [67/4895 nauientis]; p = 0,074).




**% CepenHe MIBUILEHHS PIBHA TOMOIIMCTEIHY B KPOB1 Y NAIi€HTIB, AKi npuiiManu ¢penodiopar,
CTaHOBWJIO 6,5 MKMOJb/I Ta Oyno OOOpOTHHMM TMicis HpPUNMHEHHA Tepamii (enodidpaTom.
[ligBuineHnid pHU3UK TIOSIBU BEHO3HUX TPOMOOTHYHHX SIBHIl MOXKE OyTH TIOB’S3aHHN 13
MiBUIIICHUM piBHEM romornucTeiny. KitiHiuHa 3Ha4ynicTs bOro HE 3’5ICOBaHA.

KpiM sBHII, BiI3HAYEHHUX Y KIIHIYHUX JOCTIDKEHHSAX, Yy TOCTMAapKEeTUHTOBUN Tepiof
3acrocyBaHHs mnpenapary Tpaiikop® 145 Mr Gymu OTpUMaHi CIIOHTaHHI MOBITOMIEHHS HpO
moOivHi Jii, HaBeICHI HIDKYE; TOYHY 1X 4acTOTYy 32 HASBHUMH JAaHUMH BCTAHOBUTH HEMOXIIHBO,
ToMY i KITacu(piKOBAHO SIK «HEBIIOMaY.

[opymieHHs 3 OOKy OpraHiB JWXaHHS, TPYAHOI KIITKH Ta CEPEAOCTIHHS: IHTEPCTHUIlIAIbHA
XBOpOOa JIeTeHb.

[MopymieHHs 3 00Ky CKeIETHOT MYCKYIATYPH, CIIOJIYYHOT TKAHWHHM Ta KICTOK: PadoMiois.
[opymieHHs 3 OGOKy remnaroOuliapHOi CHUCTEMU: >KOBTSHHULS, YCKIAJAHEHHS >XOBYHOKAaM SHOI
XBOpOOU (HAPUKIIAJ] XOJIEHUCTUT, XOJIAHTIT, ’KOBYHA KOJIKA).

[opymienHs 3 OOKy HIKIpYW Ta MIMUKIPHOI KIITKOBUHH: TSDKKI HIKIPHI peakiii (HampuKiIaj
MyapTH(GOpMHA epuTema, cuHapoMm CriBeHca — J)KOHCOHA, TOKCHYHHMM emiaepMaabHUN
HEKpPOJII3).

[lopymieHHs 3 00Ky HEPBOBOI CUCTEMU: CTOMJIIOBAHICTb.

VY pa3i BUHHUKHEHHsS Oyab-IKMX IOOIYHUX peaklid IMiJ Yac 3acTOCyBaHHS mpemnapary abdo
MpeTeH31i Ha SKICTh Ipenapary npocuMo noBitoMiIsTH B komnaHiio TOB «A06oTT Ykpaina» 3a
tenedorom: +38 044-498-60-80 abo e-mail: pv.ukraine@abbott.com.

Tepmin npuoamnocmi. 3 POKH.

YmoBu 30epiranns. 30epirati B OpUTIHAJIBHIA YIAKOBI Mpu Temreparypi He Buiie 25 °C y
HEJIOCTYITHOMY JUJISl AIT€H MICIII.

¥YnakoBka. [To 10 tabnetok y 6uictepi, mo 2 abo 3 6iicTepu y KapTOHHIM KOPOOITL.
Kareropis Binnycky. 3a peuentom.

Bupoonuku. Ipnanzaceki Jlaboparopii ®@ypube Jlimiten, Ipaanmais/ Fournier Laboratories Ireland
Limited, Ireland.
Perudapm donren, @paniis/ Recipharm Fontaine, France.

Micue3naxo:keHHsI BUPOOHUKIB Ta aJpecd MicUsl NMPOBAIKEHHA IX JiJbHOCTi. AHHIPOB,
KappirrBoximi, Ko. Kopk, Ipmanais/ Anngrove, Carrigtwohill, Co. Cork, Ireland.

Pro ne Ilpe Ilote, 21121 ®onren e Jikon, @panmis/ Rue des Pres Potets, 21121 Fontaine les
Dijon, France.
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