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AKTYyanbHOCTb

 [lpobnema HeNnepeHOCNMOCTHM CTaTUHOB
OOCTaTOYHO pacnpocTpaHeHa B KIMHNYECKOM
npakTuke. 1o pa3HbIM AaHHbLIM 3Ty rpynny
npenaparToB HE NepeHocuT oT 10 A0 25%
NaLUueHTOB, a B Creunanmn3npoBaHHbIX NUMUOHbIX
KITMHUKaX 3TOT NoKasaTernb MOXET gocTturaTb 50%
KOHTUHreHTa. JledyeHne Takmx nauneHToB
npeacraBnsieT 3Ha4YnTENbHbIE CITOXHOCTN,
MOCKOJSIbKY Ha AaHHbI MOMEHT HET KPYMHbIX
XOPOLLO KOHTPONMUPYEMbIX PaHOOMU3UPOBAHHbIX
nccrieqoBaHNn ansTepPHaTUBHbIX
rMNonMNMAeMmMYecKnX npenapaToB y 3TOU
KaTeropmm 00OnbHbIX.



« Annpokymab oTHOCUTCSA K papMaKkonormyeckom rpynne
MOHOKMNOHanbHbIX aHTUTEN. laHHbIN npenapar
NCMOSb3YETCA B Tepannm runepxonectepmHeMmnyYeckmnx
COCTOSAHMU Y NMaLUEHTOB C Cepbe3HbIMU
3aborieBaHMAMU cepaevHO-COCYaNCTON CUCTEMBI,
nocrie nepeHeceHHbIX MU OCTPbIX CepaeyvHo-
COCYOUCTLIX KaTacTpod, a TakKe B NnpodomnnakTuke
3aboneBaemMoCcTu y TeX, KTO UMEET HacneaCTBEHHYHO
npeapacrnofio)XeHHOCTb K BbICOKOMY coAepXXaHuto
XonectepuHa B KpoBu. ANMpokymab Takke
Ha3Ha4aeTcda TeM naumeHTaMm, y KOTopbIX nevyeHue
rmnepxosiectTepmHeMmnm Npu NOMoOLLM UCNoSib30BaHNSA

CTaTUHOB He NPOAEMOHCTPUPOBAIIO NONOXUTENBHBIX
pe3ynbLTaToB.



Llenb

* OueHUTb 3PPEKTUBHOCTL ANMpokymaba y
naUuMeHTOB C HENEPEHOCUMOCTbIO
CTaTUHOB B TEYEHMU 1 roaa.



3agayvuum uccneaoBaHuUNA

« OTOOpPaTh NALUMEHTOB C HENEPEHOCUMOCTbIO
CTaTUHOB B Bo3pacTe oT 40 oo 70 NeTB
AKTIOBNHCKOW, ATbipayckon n 3anagHo —
Ka3axcTtaHckon obrnacTen.

« OnpenennTb OCHOBHYIO rpynny ( Npuem
annpokymaba)

« OnpenenuTb rpynny cpaBHeHUsA ( NpUem
93eTMnOAa)

* [lobutbesa cHmkeHna XC JIMNHIT o uenesbix
3HAYEHUW.



[In3zavH uccrneaooBaHus

* [1lpocToe cnenoe. PaHOoMn3npoBaHHOE
KOHTPOSNIMpyemMoe uccrnegoBaHue.



Bbibopka

* [lpocTasa cnyyanHas

* B uccnegoBaHum npmnH4ano yyactume 335
naymeHToB. 3 KOTopbIX ObIN0 BbIOpAHO
165 NaUNEHTOB ( MY>XYUH — 104, XXEHLUNHbI —
61) C NOMOLL b Tabnuubl CryYamHbIX
yucen. lNauneHTbl ObINM pa3gerneHsbl Ha
2rpynnel, 1-as rpynna — 83 naumneHTa, 2-as
— 82 COOTBETCTBEHHO.



Kputepumn BKNoYeHUA

 [TauneHTbl B BO3pacTte oT 35 4o 70 neT

 [TauneHTbl C HENEPEHOCUMOCTbIO
CTaTUHOB NO AaHHbIM aHaMHe3a

* YpoBeHb XC JI[MHIT - 150 mr/an
 IbC B aHaMHe3e
 IMT > 30 kr/m2



Kputepuun ncknrovyeHus

* [1oBbILLEHHAA YYBCTBUTENBLHOCTD K
annpokymaoy

* [loyeyHas HegoCcTaTOYHOCTb
 Bo3pacTt 0o 18 ner
 bepeMeHHOCTb



UccneaoBaTenbCKUN BOMPOC

CnocobCTBYET N NpUMEHEHUE
Anupokymaba (1) y nauneHToB C
HEeNnepeHOCUMOCTbIO CTaTUHOB (P) bonee
adpdekTuBHOMY cHmkeHuto XC JIMNHI(0) go
LeneBbiX 3Ha4YEHUN NO CPABHEHUIO C
I3eTuMmnobom(C) B Te4eHun roga’?



PICO

* P - naymeHTbl C HeNepPeHOCMMOCTbIO CTaTUHOB
B Bo3pacTe oT 35 A0 70 neT AKTIOOMHCKOW,
ATblpayckon, 3anagHo- KazaxctaHckoun
obnacTu

* | — NOAKOXHO anmpokymab 75 Mmr 1 pa3s Kaxable
2 Hepgenu ( n-83 )
e C—233eTmMnb 10 Mr 1 pas B AeHb (n-82)

 O— cHumxeHune XC JIMNHIT oo uenesbix
3HAYEeHUW

e T—-1ron



ITUYeCcKume acneKkTbl

OpobpeHo K3

NHdopMumnpoBaHHOE corfiacue ¢ NosiHbIM
pPacKpbITUEM BCEN HEODOXOOAMMOWN MHDOPMAaLIMEN
(Ha NOHATHOM A3blKe, cornacme HanmcaHo Ha 2
A3blKaxX — Ka3aXxCKOM N PYCCKOM), KPYMHbIW LUPUAT

IMeloT NnpaBo OTKa3aTbCs Ha NMobon cTagmu
nccrnegoBaHuS

[lencTtBne B MHTEpPECAX NaUneHTa
[lone3HOoCTb ANa nauneHTa n odwecTBa

OkasaHune nonHoro oobema MmeanLmMHCKOW
NMOMOLLM B Crny4ae yXyaLweHnst COCTOSIHUSA, yrpose
XXU3HU 1 300POBbSI.



Efficacy and safety of alirocumab in high cardiovascular risk patients with inadequately
controlled hypercholesterolaemia on maximally tolerated doses of statins: the ODYSSEY COMBO
Il randomized controlled trial

Christopher P. Cannon,1,* Bertrand Cariou,2 Dirk Blom,3 James M. McKenney,4 Christelle
Lorenzato,5 Robert Pordy,6 Umesh Chaudhari,7 and Helen M. Colhoun8, for the ODYSSEY COMBO
Il Investigatorst

Aims

To compare the efficacy [low-density lipoprotein cholesterol (LDL-C) lowering] and safety of
alirocumab, a fully human monoclonal antibody to proprotein convertase subtilisin/kexin 9,
compared with ezetimibe, as add-on therapy to maximally tolerated statin therapy in high
cardiovascular risk patients with inadequately controlled hypercholesterolaemia.

Methods and results

COMBO Il is a double-blind, double-dummy, active-controlled, parallel-group, 104-week study of
alirocumab vs. ezetimibe. Patients (n = 720) with high cardiovascular risk and elevated LDL-C
despite maximal doses of statins were enrolled (August 2012—May 2013). This pre-specified
analysis was conducted after the last patient completed 52 weeks. Patients were randomized to
subcutaneous alirocumab 75 mg every 2 weeks (plus oral placebo) or oral ezetimibe 10 mg daily
(plus subcutaneous placebo) on a background of statin therapy. At Week 24, mean + SE reductions
in LDL-C from baseline were 50.6 + 1.4% for alirocumab vs. 20.7 + 1.9% for ezetimibe (difference
29.8 £ 2.3%; P < 0.0001); 77.0% of alirocumab and 45.6% of ezetimibe patients achieved LDL-C
<1.8 mmol/L (P < 0.0001). Mean achieved LDL-C at Week 24 was 1.3 + 0.04 mmol/L with
alirocumab and 2.1 + 0.05 mmol/L with ezetimibe, and were maintained to Week 52. Alirocumab
was generally well tolerated, with no evidence of an excess of treatment-emergent adverse
events.

Conclusion

In patients at high cardiovascular risk with inadequately controlled LDL-C, alirocumab achieved
significantly greater reductions in LDL-C compared with ezetimibe, with a similar safety profile.



e [InzavH nccnenooBaHUA:

 [1BOMHOE cnenoe. PaHOOMU3NpoBaHHOE
KOHTponMpyemoe nccriegosaHue.

 BbiOopka:
* [lpocTaga cny4vyanHas



Bonpoc

« CnocobCcTBYET N NPUMEHEHME NOAKOXHO
Anunpokymaba + ( nepoparnbHbIi nnaueobo)
cHmxeHuto XC JIINHI y nauneHTOB C
BbICOKMM cepaeyHOo- COCyauUCTbIM PUCKOM U
He4OoCTaTOYHO KOHTPONMMpyemMou
rmnepxosiectepnHeMmEn rno CpaBHEHMUIO C
nepoparnbHbIM NPUEMOM 33eTUMNDA +

(nogkoXxHoe nnavuebo) Ha hboHe nevyeHns
cTaTMHaMU B T€4YEHUU 2 NeT ?



e P—720 naymeHTOB C BbICOKMM ypoBHEM XC
JFHN

* | — NOAKOXHbIN Annpokymab 75 Mr Kaxkgble 2
HeA. (+ nepopanbHbIn Nnayebo) Ha doHe
rle4yeHnsa ctatTuHamMmu

* C—nepoparnbHO 33eTUMMNOOM 10 Mr (+
noAKoXxHoe nnauebo) Ha PoHe neveHuns
cTaTUHaMU

e O - cHmkeHue XC JIINHIT go ueneBbix
3Ha4YeHUN

 T-2ropna



