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Hosioka
npo 3anpPoONOHOCAHUT MOEAp

Ynoenosarceniii ocooi
I «Meozaxynieni Ykpainu

JKYBaJIbHUM TTOKPHUTTAM JIJIS
JIIKyBaHHS XBOPHUX 3
CKJIAIHUMU 1
KaJIbLMHOBAHUMU
YpaXeHHIMH /

KopoHapHa CTeHT-CHCTEMA
Promus Elite i3 miaTuno-
XPOMOBOI0 CILIABY 3
MOKPHTTSIM €BepPoJTiMyC

crajib a0o aHaJor

Ne 3/m | HaliMmeHyBaHHA TOBapy JoaaTkoBi XapaKTepuCcTHKH/BUMOTH/TeXHiYHA cnienu@ikanis YuacHuk 3a3Hava€ BiANOBiAHICTH
(MequuHOTO BHPOOY) TA (Tak/Hi) 3aNIPONIOHOBAHOT0 TOBAPY 3
TOProBa Ha3Ba MEeAUYHOIO 000B'AAI3KOBUM 323HAYEHHAM HA3BH
BHUPOOY Ta CTOPiHKHU JIOKYMEHTA, 1110

MICTMTDb Ni/ITBEPIKEHHS
BilnoBigHOCTI
1 CreHT-crcTeMa KOpOHapHa 3 Marepian cTeHTy KobGaneT-xpoMoBuii cruiaB abo HepxkaBitoya Mequana | Tak, [HcTpykmist «Promus Elite» ctop.

2

HiameTpu CTEeHTY:

MinimManbHui — He OubIne 2,25 MM;
MakcuMansHuH — He MeHIe 4,0 Mm

Tax, [acTpykuis «Promus Elite» ctop.

2

JIOBXWHM CTEHTY:

MiHiManeHu# — He Oinbie 9 Mum;
MaxkcuManbHUHR — He MeHIIe 36 MM

Tax, Inctpykuis «Promus Elite» ctop.

2

[TokputTs cTeHTy

[MporuzananbHa aHTHIIPOTiepaTUBHA [IUTOCTATUYHA
peuoBuHa 3 Tpymnu limus

Tax, Inctpykuis «Promus Elite» ctop.

2

Taxk, byxier «Promus Elite» cTop.1

Tosiuaa 0aJI0K

He 6inpmre 0,0036°°

Tax, bykner «Promus Elite» cTop.1

CyMicHICTB 3

Bin 5 Fr (0.056”)

Tax, IacTpykuis «Promus Elite» ctop.

NPOBITHUKOBUM 3

KaTeTepoM

Tepmin He Oinpmre 30 guis Tak, ExcriepeMeHTa bHi JOCTiKEHHS
eHoTeizarii Eurolntervention ct.1

CTEHTY




TOOTO N1aHi, OTPUMaHi Ha OCHOBI OLJIBIII OTHOTO
PaHI0MI30BaHOTO KIIIHIYHOTO JOCTiHKCHHSI,
OmyOIIKOBaHUX B CIEIiali30BaHUX BUJAHHSAX, 200
KOIIIO BiJIMTOBITHOTO CTICIIaJTi30BAHOTO aKTYaJIbHOTO
BUJaHHs (200 BUTAT) €BpONEHCHKOro TOBApUCTBA
kapmiosoriB (STEMI abo NSTEMI a6o ESC/EACTS)
B SIKOMY ITOBUHHO OYTH BUI1JICHO KOJILOPOM JaHi, 10
MiATBEPHKYIOTh HAsIBHICTh PaHI0Mi30BaHUX
KJIHIYHUX JOCIIIIKEHb.

[IBuaKicTh He menmre 100 naiB Taxk, byxier «Promus Elite» cTop.1
BUBUIbHEHHS
JKyBaJIBHOT
pPEUOBHHU
Tepmin HasBHiCTH peKOMEHAIIIH 1010 TTOBHOTO Tax, IacTpykuis «Promus Elite» crop.
NpU3HAYEHHS npurHeHHs [TAT gepes oauH MicsIp micus 12
NOJBIIHOT BCTAHOBJICHHS CTEHTY JUISI AIIEHTIB 3 BUCOKUM
aHTHATrPETaHTHOI PU3UKOM KPOBOTEYi. YHYaCHUK HAJA€ KOIIIIO
teparii (ITAT) BIJIMTOBITHOTO CTICIIaJTi30BAHOTO aKTYaJIbHOTO

BUJaHHs (200 BUTAT) €BpONECHKOro TOBApUCTBA

kapmionori (STEMI a6o NSTEMI a6o ESC/EACTS)

Ta/abo IHCTPYKUISAX, B AKMX OBUHHO OyTH BUIICHO

KOJBOPOM JIaHi, K1 MiATBEPIKYIOTb TaKy

MOJKJIUBICTb.
[linTBepmKeHHS VY4acHUK HaJa€ MiATBEPHKEHHS HAasBHOCTI Tax, Inctpykuis «Promus Elite» ctop.
Oe3meKu Ta paHIOMi30BaHUX KIIIHIYHHUX JTOCIIKCHb, SKi 22
e(heKTUBHOCTI BUKOPHUCTOBYIOTBCS JIJIS TiITOTOBKH MIYKHAPOTHUX Hocnimkenns PLATINUM cr. 1
CTEHTY peKoMeHIalii 3 piBHEM JIOKa3iB He HIKYE piBHA B, Hocnimxennss PLATINUM China ct.

1

Hupexmop

Anmon IITHITAKITH
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Advancing science for life™

Promus ELITE

Everolimus-Eluting Platinum Chromium

Coronary Stent System

Crnemmdikaris

MpusHaueHHA

Mepnapat Ta NOKpUTTA

marepian cTeHTy
[ 0BXWHU CTEHTY
[OiameTpu cTeHTy
CepepHin npodinb cTeHTa

Mpoginb BXoay B cTEHO3
MNMoKpUTTA CTEHTY

BuBinbHEHHA NiKyBaIbHOI PeYOBUHMU

Ed)eKTMBHa AOBXWHa CUCTEMU AOCTAaBKU

MopTn cucremun JOCTaBKU

BanoH AnA AOCTaBKYU CTEHTa

BHyTp.AiameTp HanpaBAAOYOro Katetepa
CymicHui1 HanpaBAAOUKIA KaTeTep

30BHiLLHIl AiameTp CTep}KHA KaTeTepa
ToBLWKHA 630K CTEHTY

TepmiH npupartHocTi
Crepunizauis

Martepian i LOBXKUHA CTPIYKM MapKepa

MaKcumanbHUit TUCK
po3pyTTa 6anoHy

MNaTMHOBUIA XPOMOBMUIA KOPOHapHWI cTeHT Promus ELITE Everolimus-Eluting npusHaueHunii ans
NMOKPALLEHHA AjaMeTpa MPOCBITY KOPOHAPHWX apTepii Yy NaUeHTIB i3 CMMMNTOMATUYHOM iLLIEMIYHOH
XBOPOOOIO cepLid, BK/IOYAOUM MALJEHTIB i3 rocTPpUM iHPAPKTOM MiOKapAa Ta MALJEHTIB i3 CynyTHIM
LYKPOBUM AjiabeTom yepes ANCKPETHE YpaXKeHHA HAaTUBHOI KOpoHapHOI apTepii. CTeHT Promus ELITE Takox
NoKa3aHWi AnA NiKyBaHHA NALJEHTIB i3: ypakeHHAMM BidypKaLlii KOPOHAPHUX apTepii ® yparKeHHAMM yCTi
KOPOHAPHWUX apTepiii ® He3aXMLLEHUMM YPaXKeHHSMM FOI0BHOI /1iBOi KOPOHAPHOI apTepii ® yparKeHHAMM
NMOBHOT OKAO3ii KOPOHAPHUX apTEPIli ® PECTEHO30M Y CTEHTI NP YParKEHHAX KOPOHAPHUX apTepil

NikapcbKo-nonimepHe NOKPUTTA CKNagaeTbea 3 nonimepy PVDF-HFP Ta aktneHoro
dapmaLeBTUYHOTO iHFpeaieHTa eBeposimycy.

Cnnas nnaTuHu Ta xpomy (PtCr).
8,12, 16, 20, 24, 28, 32, 38 (MMm)
2.25, 2.50, 2.75, 3.00, 3.50, 4.00 (Mm)
1.07 mm

0.45 mm

OZHopiAHe NOKPUTTA 3 MONIMEPHOro HOCIA, WO MICTUTL eBeposimyc y A03i 100 MKr/cM2, HAHOCUTLCA Ha
CTEHT Y Ki/IbKOCTI, W0 3abe3neyye MakcMmaibHUIM HOMIHaZIbHUIA BMICT Mpenapary, Lo AopiBHIoe 243,0
MKT, Y CTEHTi HalbinbLworo po3mipy (4,00 mm x 38 mm).

100% Bu1BiNbHEHHHSA Yepe3 120 gHis

144 cm

€AMHUIA NOPT JOCTYNY A0 NPOCBITY. BUXigHMI NOPT HanpaBAAoYOro NPOBIAHNKY PO3TALLOBAHWUIA NPUBAN3HO
Ha BiACTaHi 26 cM BiA KiHUA. NpU3HaYeHU ANa HanpaBAAYoro NposigHKa <36 mm (0,014 arorima)

[powaposuit 6anoH PEBAX™ i3 4BOMa PEHTFEHOKOHTPACTHUMM MapKEPHUMMU CMyramu,
HOMiHaNbHO po3milLeHmu Ha 0,4 mm (0,016 Aroiima) 338 CTEHTOM Ha KOXKHOMY KiHL.

>1.42 mm (0.056”)
5F > 1.42 mm (0.056%)

2.1 F (0.70 mm) npoKkcumanbHo Ta 2.7 F (< 0.95 mm) auctanbHO

2.25-3.50 Mm = 0.081 mm (0.0032°)
4.00 mm = 0.086 mm (0.0034“)

24 micaui

ETnneH okcmaom

MnaTMHoBO-ipiaienii; 1 mm

3FI%5HO 3 OPUT'THAJIOM

HomiHanbHWIM TUCK HakalyBaHHA: 11 atm — 1117 kMNa

— upekTop Hlunakin A
HomiHanbHWii Tck pospusy: 18 atm — 1827 kMa (giameTp cTeHTa 2,25 — ¥
16 ATM — 1620 kMa (aiameTp crenHTa 3,00
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Indopmania g opopmneHHs 3aMOBIeHHA

CepegHini
npodinb CTeHTY
1.07 mm

Ban katetepa,

30BHiWHIN diameTp
anctanbHo 2,7 F

(0.95mm)

L

J1azepHa YacTuHa
Hypotube

Ban katetepa,
30BHiLWLHIN
AOiameTp

NPOKCMMATbHUI

2.1F(0.70 cm)

Mpodinb BXOAY B CTEHO3
0.45 mm
—

2.25

Caution: The law restricts these devices to sale by or on the order of a physician. Indications, contraindications, warnings, and instructions for use can be found in the product

Poboua gosxuHa 140 cm

H749 394130822 0

H749 394130825 0

H749 394130827 0

H749 394130830 0

H749 394130835 0

H749 394130840 0

H749 394131222 0

H749 394131225 0

H749 394131227 0

H749 394131230 0

H749 394131235 0

H749 394131240 0

EdekTmBHa AoBXMHA 144 cm

H749 394131622 0

H749 394131625 0

H749 394131627 0

H749 394131630 0

H749 394131635 0

H749 394131640 0

H749 394132022 0

H749 394132025 0

H749 394132027 0

H749 394132030 0

H749 394132035 0

H749 394132040 0

H749 394132422 0

H749 394132425 0

H749 394132427 0

H749 394132430 0

H749 394132435 0

H749 394132440 0

3I'TIHO 3 OPUT'THAJIOM
JAupextop Iunakin A

labeling supplied with each device. Information for the use only in countries with applicable health authority product registrations. Information contained herein is for use or
distribution outside the US, France, and Japan only.

H749 394132822 0

H749 394132825 0

H749 394132827 0

H749 394132830 0

H749 394132835 0

H749 394132840 0

H749 394133222 0

H749 394133225 0

H749 394133227 0

H749 394133230 0

H749 394133235 0

H749 394133240 0

_-_-----

H749 394133825 0

H749 394133827 0

H749 394133830 0

H749 394133835 0

H749 394133840 0

Rterventional Cardiology

300 Boston Scientific Way
Marlborough, MA 01752-1234
www.bostonscientific.com

To order product or for more information

contact customer service at 1.888.272.1001.

© 2018 Boston Scientific Corporation
or its affiliates. All rights reserved.

IC-533403-AA-EU
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Koponapha crenT-cucrema Promus Elite i3 maaTuno-
XPOMOBOI'0 CILIABY 3 MOKPHTTAM €BepPOJIiMyc

IncTpykuist 11l 3aCTOCYBAHHSA




Koponapna crenT-cuctema Promus Elite i3 miaaTruno-
XPOMOBOI0 CILIABY 3 HOKPHTTSIM €BepPoJIiMyc

Binnyckaerncs 3a penentom

Monepenxennsi: Oenepanpue 3akononaBctBo (CILIA) oOMexye poaxK IBOTO MPUCTPOIO TUTBKH
JikapsiM a00 3a MPU3HAYCHHSM JIiKapsl.

1.0 BACTEPEXEHHS

Bwmict mocraBnserscss CTEPUJIBHUM. Crepunizamist eruneHokcunom (EO). 3aboponsieTbes
BUKOPUCTOBYBATH IPH YIIKO/HKEHHI CTepUIbHOrO Oap'epy. Y pasi BUSBIEHHS YIIKOJKEHHS CIIiJI
3BEpHYTHCS JI0 MpeicTaBHUKA KomiaHii Boston Scientific.

Tinpku st OJHOPA30BOI0 3aCTOCYBaHHSI. 3ABOPOHSAETHCSI IIOBTOPHO
BUKOPUCTOBYBATH, NIIJIABATHA IMOBTOPHIN OBPOBIII ABO CTEPWII3AIIII.
[ToBTOpHI BUKOpPHUCTaHHS, 00poOKa 4M CTepuii3alis MOXYThb MOPYUIUTH CTPYKTYpPHY IUIICHICTh
MPUCTPOIO Ta/ab0 MPHU3BECTH 0 BUXOJIY MPHUCTPOIO 3 JIaTy, IO Y CBOIO YEpPry MOXKE CHPUYHHHUTH
TpaBMYyBaHHsI, 3aXBOpIOBaHHS abo cmepTh mnaiieHta. [loBTopHi BuUKOpHCTaHHS, OOpoOKa 4YH
CTepWIIi3allis MOXYTh TaKOXX CTBOPUTH PHU3UK 3a0pyJHEHHS NPUCTPOIO Ta/abo CHPUYMHHUTH
iH(pikyBaHHA abo mepexpecHe iH(IKyBaHHS TMAalli€HTa, BKJIIOYAIOUM, KpIM IHIIOTO, Nepeaady
iH(pEeKImIMHUX 3aXBOPIOBaHb BiJ] OJAHOTO TAIlIEHTA JO IHIIOTO. 3a0pyIHEHHS TPUCTPOI0 MOXKE
MIPU3BECTH /10 TPABMYBaHHS, 3aXBOPIOBaHHA 200 CMEPTI MaIli€HTa.

[Ticnis BUKOPUCTAHHS  YTHJII3yBaTh BHpIO Ta yYNAaKOBKY BIINOBINHO A0  JIKapHAHUX,
aJMIHICTpaTUBHUX Ta/a00 MiCIICBUX HOPMAaTHBHHUX BHUMOT.
CTEPUWJIBHO - HE CTEPWII3YBATU TOBTOPH
OJHOKPATHOI'O BUKOPUCTAHHSA

JJIA

2.0 OIUC MPUCTPOIO . LS

Hdupegrop lllnnakin A JE
Koponapna crent-cuctema Promus Elite 13 matnno-xpomooro {ingey
(mamani iMeHyeTbesi cTeHT-cucTema Promus Elite) — me koMOiHOBAEHEY
JBOX KOMITOHEHTIB: TPHUCTPOIO (CHCTEMH KOPOHAPHOTO CTEHY
(eBepoiMyC, 110 MICTUTBCS Y MOJIMEPHOMY MOKPHUTTI). XapakTepucTrih cTery:
Elite HaBemeni B Tabnmmi 2.1 «Onwmc crenT-cucrema Promus Elitex.

Taoauus 2.1. Omuc crear-cucrema Promus Elite

CreHT-cucTeMa J0CTaBKH
Promus Elite

JlocTymHi BapiaHTH 8,12, 16, 20, 24, 28, 32, 38*
JIOBXKHHU CTEHTY (MM)
JocrymHi BapiaHTH 2,25*; 2,50; 2,75; 3,00; 3,50; 4,00.
JiaMeTpiB cTeHTy (MM)
Marepiasi CTeHTY CruiaB matuau ta xpomy (PtCr).

OnHOpiHE TOKPUTTS 3 TOJIMEPHOTO HOCIS, IO MICTHUTH
N eBepoiimyc y 103i 100 MKF/CMZV, HaHOCHTLCA HA CTEHT Y KIUJTBKOCTI,|
saci6 o 3a6§3neqy€ MaKCHMAIbHUA HOMIHATBHUA BMICT Tpernapary,

110 10piBHIOE 243,0 MKT, y CTEHTI HalOLIBIIOT0 PO3MIPY

(4,00 MM x 38 MMm).
PobGoua nosxuHa cucteMu 144 cm
JIOCTaBKH
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[TopTu cucremu qOCTaBKU

I[Moptr st  emMHOTO JOCTYyMy, IO BeAe JO MPOCBITY,
MPU3HAYCHOMY Il  PO3AyBaHHS OanmoHy. Buximawmii mopt
MPOBIIHUKA 3HAXOMUTHCS Ha BIACTaHI OMU3BKO 26 CM Bif

BasnoH g noctaBku
CTEHTY

KIHYMKA. [Tpusnauenuit TUTS MPOBITHUKA JTiaMeTpoM
< 0,014 nroiima (0,36 mm).

3MiHa cepeiHboi JoBXKUHU | 2,25 mm — 4,00 mym; 0,1 mm — 1,5 M.

CTCHTY IIPU HOMIHAJILHOMY

JiaMeTpi
Bamon i3 JBOMa  PEHTICHOKOHTPACTHUMH  MapKepamH,

posramoBanumu Ha Bifctani 0,4 mm (0,016 mroiima) Bij KOKHOTO
KIHIIA.

Tuck po3nyBaHHs 6aIoHy

HowminanbHuit THCK po3nyBanHs Oanony: 11 atm — 1117 «lI1a.
PospaxynkoBuit Trck po3puBy: 18 arm — 1827 kIla mist creHTIB
niametrpoMm Bix 2,25 mm g0 2,75 mm 1 16 atm — 1620 klla mns
cteHTiB giamerpoM Bin 3,00 mm 10 4,00 mm.

Baytpimniii giametp
HAIMpaBJISIFOUOro KareTepa

> 0,056 moiima (1,42 mm).

30BHIIIHIT AlamMeTp
CTEpIKHS KaTeTepa

2,1 F (0,70 mm) Ha npokcumanbHoMy KiHi Ta 2,7 F (< 0,95 mm)
Ha AUCTaIbHOMY KiHII.

ToBmumHa 6aNKH CTEHTY
(BKJIFOYAIOUU TOKPUTTS)

2,25 mm — 3,50 mm: 0,093 mm; 4,00 mm: 0,098 mm.

* [Ipu miameTpi 2,25 MM JOBKMHA HE MOYKE CTAHOBUTH 38 MM.

2.1 Indopmanis 11 kopucTyBadya

IMmnaaTanio CTEHTY MOXKYTh IPOBOJUTH TUTBKH JIiKapi, sIKi MPOWIIUIN HaJIe)KHE HABYAHHS.

2.2 Onuc KOMIOHEHTIB MPUCTPOIO

Crenr-cucrema Promus Elite BuroroBmena 3i crjiaBy IUIaTHHH Ta XpOMY, BCTaHOBICHOTO Ha
Monorail cucremy nocraBku. Crenr-cuctema Promus Elite mnpeacraBiena 4 wmopensmuy,
MPU3HAYECHUMH U1 BCTAHOBJICHHS B CyJIMHAX HACTYIHUX PO3MIpiB:

— Small Vessel (SV) nns npibaux cyaus: 2,25 mm;

— Small Workhorse (SWH) n1st Manux cyans crangapTHOro posmipy: 2,50 MM, 2,75 mm;

— Workhorse (WH) i cyaun ctanaaptHoro po3mipy: 3,00 mym, 3,50 mwm;

— Large Vessel (LV) nns Benukux cyaus: 4,00 mm.

Craan

KisabkicTs Marepiaa

OnHa (1) Crenr-cuctema Promus Elite

Onna (1) lNonka nst mpomuBaHHs 3 po3'emom Jlroepa

2.3 Onuc noKpUTTS, 110 BUALISE JiKapChKUii 3aci0d

Crent-cuctema Promus Elite — 3I ;AH@&&PMEMQ :

1D° A ,;w,-_ H Y
Mokpirrts cinatactiea 3 Asox 1y SRR T iRl ic > AP RO
noJjmmye aAre3ro 30BHIMIHLBOT'O Iapy, Ta 30BHIIIHBOI'O MIAPY ITOJIMCP HEY: BV

aKTUBHUH (hapMalleBTUUHUMN 1HTPE/II€EHT.
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2.3.1 EBepoJiimyc

B skocti akTHBHOro (hapMalleBTUYHOrO IHTpeIieHTy B creHT-cuctemi Promus Elite
BHKOPHCTOBYETHCS eBepoiiimyc. XimiuHa Ha3Ba eBeposimycy — 40-O-(2-rigpokcueTuin)—pamnamiiu,
fioro ximiuHa cTpykTypa 300pakeHa Ha pucyHky 2.1. Lle Toi camuii akTUBHUI (apManieBTUIHUN
inrpenienr, 1o i B cuctemax PROMUS (Xience V), PROMUS Element, PROMUS Element Plus ta
Promus Premier.

Pucynoxk 2.1. XimiuHa cTpyKTypa eBepoJtimycy

2.3.2 3aTpaBkoBHMii OJIiMep i COMOJIiIMePHMIA HOCIH, 110 BUKOHY€E POJIb MATPHULL 115
JIKapchKOro 3acoly

Crenr-cucrema Promus Elite wmictute map 3arpaBkoBoro momimepy 3 PBMA  (moi-n-
OyTHIIMETaKpUIIaT), U0 MiACUIIIOE are3if0 Mi’K CTEHTOM 13 YUCTOTO METaIy Ta MapoOM MAaTpPHIll JUIs
JikapcpKoro 3aco0y. XimiuHa ctpyktypa PBMA mnpencrasiena Ha pucyHKy 2.2.

% — CFzH CF;g—C

Pucynok 2.3. Ximiuna crpykrypa PVYDF-HFP

Tadoauus 2.2. Bmict eBepoJiimycy B MaTpuui creHT-cucremu Promus Elite



Kon Bupooy, HominaabHuii HomiHajabHa JOBKHHA HoMminaasHui
cymicHoro 3 MPT BHYTPIlIHiA giameTp HEPO3KPHUTOro BMiCT
PO3KPHTOro CTEHTY(MM) CTEHTY eBepoiMycy
(mMm) (MKr)
H7493941308220 2,25 8 38,2
H7493941308250 2,50 8 39,3
H7493941308270 2,75 8 39,3
H7493941308300 3,00 8 42,6
H7493941308350 3,50 8 42,6
H7493941308400 4,00 8 57,3
H7493941312220 2,25 12 57,3
H7493941312250 2,50 12 61,1
H7493941312270 2,75 12 61,1
H7493941312300 3,00 12 60,7
H7493941312350 3,50 12 60,7
H7493941312400 4,00 12 81,5
H7493941316220 2,25 16 72,7
H7493941316250 2,50 16 78,5
H7493941316270 2,75 16 78,5
H7493941316300 3,00 16 84,8
H7493941316350 3,50 16 84,8
H7493941316400 4,00 16 105,7
H7493941320220 2,25 20 91,8
H7493941320250 2,50 20 95,8
H7493941320270 2,75 20 95,8
H7493941320300 3,00 20 102,9
H7493941320350 3,50 20 102,9
H7493941320400 4,00 20 129,9
H7493941324220 2,25 24 107,2
H7493941324250 2,50 24 113,2
H7493941324270 2,75 24 113,2
H7493941324300 3,00 24 121,1
H7493941324350 3,50 24 121,1
H7493941324400 4,00 24 154,1
H7493941328220 2,25 28 126,3
H7493941328250 2,50 28 130,6
H7493941328270 2,75 28 130,6
H7493941328300 3,00 28 139,2
H7493941328350 3,50 28 139,2
H7493941328400 4,00 28 4
H7493941332220 2,25 32 2
H7493941332250 2P T TIIND NADIIP T 4 N m@% "@‘ %
H7493941332270 275 T R U R 'g%“ s ::ﬁﬁ?m'@{
H7493941332300 3.00lunextTon NI#noarxin A Bos ) /
H7493941332350 350 © B 32 Y
H7493941332400 4,00 32 R\ Ao %%*"n;{;',*
H7493941338250 2,50 38 %mﬁgw ’
H7493941338270 2,75 38 1184~ A
H7493941338300 3,00 38
H7493941338350 3,50 38
H7493941338400 4,00 38




3.0 IPUBHAYEHHSA / HIOKA3AHHSA I 3ACTOCYBAHHA

Koponapna crent-cutema Promus Elite i3 mmaTMHO-XpOMOBOTO CIIaBy 3 MOKPHTTS €BEPOJIIMYC
npu3HayeHa Juis 30UIBIICHHS JiaMeTpy TMpPOCBITY KOPOHApHUX apTepiil y TNamieHTiB i3
CUMIITOMATUYHOKO IMIEMIYHOK XBOPOOOIO Cepllsl, BKIIOYAKYH MAI[IEHTIB 13 TOCTPUM iH(apKTOM
MioKapja Ta MaIli€HTIB i3 CYMyTHIM I[yKpPOBHM Aia0€TOM, 3a PaxyHOK BiJHOBJIGHHS MPOXiIHOCTI
YpaXKCHUX JUITHOK HATUBHUX KOPOHApHUX apTepiii. CucTeMa KOPOHAPHOTO CTEHTY 3 IUIATUHOK Ta
XpOMOM, IO BHULIsAE eBeposimyc, Promus Elite Takox moka3zaHa s JIKyBaHHS HACTYITHHX
YpaXKEeHb CY/IHH:

e [larosoriyaux BorHumy B 001acTi 6idypKaliiii KOpOHaApHUX apTepii;

e [laroyoriyHMX BOTHUII B 00JIaCTi THpJIa KOPOHAPHOI apTepii;

e [larosoriyHMX BOTHUII B 00JIACTI HE3aXHUIIIEHOTO CTOBOYpa JIiBOI KOPOHAPHOI apTepii;

e [laToyoriYHMX BOTHUII, 11O MPU3BOIATH JI0 MMOBHOT OKITI031i KOPOHAPHOI apTepii,

e Borawuin pecTeH03y CTCHTOBAaHUX KOPOHAPHUX apTEPii.

JIOB)XKHHA TATOJOTIYHOTO BOTHHMINA, IO IMiJJIATrae JIKyBaHHIO, IOBHHHA OyTH MEHIIE HOMiHAJIbHOL
noBxuHu CTeHTy (8 mMm, 12 MM, 16 mwm, 20 mm, 24 MM, 28 MM, 32 MM 1 38 MMm) npu giameTpi
BiIMOBIAHOI cyauHu 2,25 MM — 4,00 MM.

4.0 ITPOTUITIOKA3AHHA

Bukopucranns crent-cucremu Promus Elite mpoTunoka3sane narieHTam i3 HACTYITHHUX TPYIL:

® TMAII€HTH 3 TIMEPYYTIMBICTIO JI0 IJIATUHU a00 CIUIaBy IJIATHHU Ta XPOMY (@ TaKOK aHAJIOTIYHUX
CIUIaBIiB, HATPUKJIA] HEPIKABI0YA CTalIb);

® TAIIEHTH 3 TIMEPUYTJIUBICTIO 10 eBepoliiMycy abo 3'€HaHb 13 MOAIOHOIO CTPYKTYPOIO, a TAaKOXK
IIPY HAasSBHOCTI MPOTUIIOKA3aHb 10 IPU3HAUCHHS €BEPOIIMYCY;

® TAIIEHTH 3 TINEPUYYTIMBICTIO O MOJIMEpPY Ta HOro OKpeMHUX KOMIIOHEHTIB (MOApPOOUIll NUB. Y
po3nini 2.3.2 «3aTpaBKOBUH MOMIMEp 1 COMOJIIMEPHHI HOCIH, 110 BUKOHYE POJb MATPUIll JUIS
JKapChKOTO 3ac00y»);

® TMAIE€HTH 3 TSHKKOIO PEAKIi€l0 Ha KOHTPACTHI PEYOBHHHM, SKUM HE MOXKHA MPOBECTH HAJCKHY
MIPEeMEIMKAIIIFO TTePe]] MPOLEAYPOI0 BCTAHOBICHHS cTeHT-cucTemMu Promus Elite.

CreHTyBaHHS KOPOHApHUX apTepii NPOTUIIOKA3aHO B HACTYIHUX BUIA/IKAX:

® y TAIli€HTIB, SKI HE MOXYTh OTPUMYBaTH pPEKOMEHJOBAaHY aHTHarperaHTHy Ta/a0o
aHTUKOATyJSHTHY Teparliio;

® SKIIO BHUPINIEHO, L0 OCOOJMBOCTI MATOJIOTIYHOIO BOTHMILA TEPEIIKOIKAIOTh I[TOBHOMY
pOo3ayBaHHIO OajoHA JIJIsl aHT10IUIACTUKHM a00 MPAaBUILHOMY BCTAHOBJIEHHIO CTEHTY Ta CUCTEMU
JOCTaBKH.

5.0 3ACTEPEKEHHSA

e Jlanwuii BUpi® 3a00pOHEHO BUKOPUCTOBYBATH Y MALIEHTIB, SKi MOXKYTb B1JIMOBHUTHC S@FHeE
PEKOMEHIOBaHY aHTHArPETaHTHY TEPAITifO.

o Jlns sabesneuenns crepunsrocts [skpiH @Y ogo PR I dldb ki) il
IIPOLIETyPOI0 BHYTPIIIHS yIAaKOBKa Oyfa BIAKPUTA 200 TOIFKOIKEHA,

e BuxopucrtaHHs JaHOrO BHPOOY HGEH%H lgTBBI/IRa 1%“1 ér |
CTEHTYBaHHs KOPOHApHHMX apTepiil, BKIFOYAIOYN PU3MK TPOMOO3Y CTEHTY, @
CyAMH Ta/ab0 KpOBOTEY.

e VY MamieHTiB i3 TIMEPYYTJIMBICTIO O HEPKaBilOYOi CTalli, MIIATHHH, XPOMY, 32
MOJIiO/IeHy MOXe PO3BHHYTHCS allepriyHa peakilis Ha JaHUW IMIUIaHTaT.




6.0 BATIIOBI’KHI 3AXO/IN

6.1 3ano0ixkHi 32aX01M 3araJIbHOI0 XapaKTepy

e IMmuTaHTaIliIO0 CTEHTY MOXKYTh TPOBOJIUTH TIJBKH JIiKapi, SIKi IPOUIIUIA BiIOBITHE HABYAHHS.

e [Ipoueaypy BCTaHOBJIEHHS CTEHTY CJiJi BUKOHYBaTH TUIBKM B JIIKapHIX, B SIKUX MOJKJIMBE
MIPOBEICHHS HEBIJIKJIQJHOTO a0PTO-KOpOHapHOTro myHTyBaHHs (AKIII).

e Komanpma mikapiB-KapaioJIOTiB, sfIka MOXKE CKiIamaThcs 3 ¢axiBLiB B 00JacTi KIiHIYHOT a0o
HEIHBa3MBHOI KapAloJIOoTii, KapAioXipypriB Ta I1HTEPBEHIIHHUX KapIioJIOTiB, MOXe OyTH
3aJydeHa JUIsl TPUHAHATTA 3BaXECHUX pIlIeHb HA OCHOBI MYJBTHAMCHUILTIHAPHOTO MiAXOTY 3
METOI0 HaJaHHS ONTUMAJIbHOI JONOMOIM NAIlEHTy NpU KOMIUIEKCHIM MaTojiorii 3rifHo 3
MOTOYHUMH PEKOMEHJAisIMU €BPONEHCHKOTO TOBAPUCTBA KapIi0JIoTiB Ta/abo 1HIINM MiCIIeBHUM
KEpPIBHUIITBAM.

e [lpu 3akymopiii CTEHTYy MOXKE 3HAJOOWTHCS TIOBTOpPHA IWJATaIlii CErMEHTY apTepii i3
BCTaHOBJIEHUM CTeHTOM. Ha paHumii uyac HeIoCTaTHbO BIJOMOCTEH NP0 JOBIOCTPOKOBI
pe3yNIbTaTH MOBTOPHOI AUJIATAIII] IMIUIAHTOBAHKUX PAHIIIE CTCHTIB.

e Cunig Opatu 10 yBaru CrHiBBiAHOIIEHHS KOPHUCTI Ta PU3UKIB JJIS MAIIEHTIB, Y KX B aHAMHE31 €
TSKKI peaklii Ha BBEJICHHS KOHTPACTHUX PEYOBHH.

e He minnaBaiite cucteMy JOCTaBKU CTEHTY BIUIMBY OPraHIYHUX PO3YMHHHUKIB, TAKUX SK CHHUPT
ab0 MHIOYi 3aCO0M.

e [lim yac JOCTaBKH, BCTAQHOBJCHHS CTCHTY Ta BUAAJCHHA OallOHY CJiJ YB&KHO CTEXHUTH 32
MIOJIOKEHHSIM ~ HalpaBJisiloyoro karterepa. llepen BHAAJIEHHSM CHUCTEMH JIOCTaBKM CTEHTY
NepeKoHalTecsi, mo OaloH MOBHICTIO 3ayTWd. Jlist 3ayTTs OUTPIIMX Ta JOBIIMX OajlOHIB
MOTpiOHO OiNblle Yacy, HiXK Ui MEHILIUX Ta KOpoTmux OanoHiB. Yac 3myBaHHs cTaHOBUTH < 30
cekyHz. llepen BHWIaJeHHSM CHCTEMH JOCTaBKH CTEHTY CIiJ Bi3yaJlbHO NPOKOHTPOJIOBATH
IIOBHE 3IyTTsl OalloHy 3a JONOMOror0 peHTreHockomii. HenoTpumanHs L€l BUMOIM MOXe
MPU3BECTU A0 NPUKIAJAHHSI HAIMIPHOI CHJIM TIPH BHJAJIEHHI CHCTEMH JIOCTaBKH CTEHTY, IO
MOKE€ CTaTH INPUYMHOIO 3MIIEHHS HANpaBJIAIOYOro KaTerepa B CYAMHI Ta MOAAJIBIIOTO
VIIKO/KEHHS apTepii.

e OnHOYacHWW TeEpOpaTbHUI MPHIOM €BEpPOIIMYCY Ta UMKIOCHOPUHY TIOB'SI3aHUN 13
MiABUILEHHSIM PiBHIB XOJIECTEPUHY Ta TPUTIILIEPUAIB Y CHPOBATII KPOBI.

6.2 IlpaBuna mnoBomkeHHsi cTeHT-cucTeMor Promus Elite (rakox amB. Posgin 10.0
«IHeTpyKuil 3 excnuryaTanii»)

* Tineku 11 oaHopazoBoro BukopuctaHHsd. Lleit Bupi6 3a0opoHeHO crTepuiizyBatu abo
BUKOPUCTOBYBAaTH MOBTOPHO. 3BEPHITh yBary Ha T€PMIH NpUIATHOCTI BUpoOy (auB. po3ain 1.0
«3acTepexeHHs)

* Crenr-cucremu Promus Elite, monepeqHbo 3MOHTOBaHMI Ha CHUCTEMi JOCTABKH, TPU3HAYCHHI
JUIl BUKOPUCTAHHS B SIKOCTI €IMHOTO IIUIOTO 13 cucTeMoro jaocTtaBku. CTeHT-cucteMy Promus
Elite He MmoxHa BunansaTu 3 Oanony s qoctaBku. Crent-cucrema Promus Elite He npusnauena
JUIs BCTAaHOBJICHHS B 1HIIMI OanioH. BunaneHHs CTEHT-cUCTEMH 3 HOTo 0aIoHy MOgesFRiEE
JI0 TIOIIKOJYKEHHSI CTEHT-CUCTEMH Ta IOKPUTTSA Ta/ab0 CTaTH MPHYMHOI eMOf

CUCTEMU. 3FI HO 3 OPI/IFI AJIO \"' 4

+ Tlepen npoBeaeHHSIM IPOLELYPH aHrioﬂaqpmapeTmMHamiﬁnA
Oyle BHKOPHCTOBYBATHCSI IIiJI 4Yac MPOIEAYPH, BKIIOYAOYH HIATAI[IEH
MIEPEKOHATHUCS, 1110 BOHO (PYHKIIOHYE HAJIC)KHUM YHMHOM. '
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nocraBku. lle ocoOnmMBO BaJIMBO NpU BUJAIECHHI KaTeTepy 3 YNAKOBKHM, BCTaHOBMEHH! Yy
IPOBIJHUK 1 MPOCYBaHHI 4epe3 ajanTep reMOCTaTUYHOTO KJalaHy Ta po3'eM HalpaBlsiiouoro
KareTepa.




3aHaATO PI3KI pyXW MPU BUKOPHUCTAHHI ab0 0OpOOIll MOXXYTh MPHU3BECTH JO IOIIKOIKEHHS
MOKPUTTSI, 3a0pyIHEHHS 00 3MIIIEHHS CTEHT-CUCTEMH BiTHOCHO OaslOHY IS JOCTaBKH.

BukopucToByiiTe TUTBKH BIAMOBIIHY PEYOBHHY MJis po3ayBaHHs OanoHy (muB. posmain 10.3.3
«[ligroroBka 6a10HYy»). 3a00POHAETHCS PO3TyBaHHS OAJIOHY MOBITPSAM 200 OYAb-SIKHM I'a30M.

VY pasi skmo crerr-cucteMu Promus Elite He po3kpuBaeThcsi, HE BHKOPHCTOBYiHTE BHPIO i
3BEpPHITHCS JJ0 MICIIEBOTO MpeCTaBHUKA KoMmmaHii Boston Scientific 3 mpuBoy MOBEpHEHHS.

6.3 BecranosJienns crenr-cucremu Promus Elite

6.3.1 IliaroroBka

[Ipu miaroroBumi He BixcTymaiiTe BiJ IHCTPYKIiH 1 He po3ayBaiiTe OaloH 3a3qalieriap 0
PO3KPUTTSI CTCHT-CHCTEMH. BHKOPHCTOBYHTE METONMKY 3/yBaHHs OajOHY, OIMCaHy B PO3ILNi
10.3.3 «IligroroBka 6agoHy».

SIkmio B Oynb-sIKM MOMEHT JI0 IMITIaHTaMii CTEHTY IPH MPOXO/PKEHHI ITaTOJIOTIYHOTO BOTHHUINA
BiZIYyBa€ThCsl HE3BUYHMH OIIp, TUB. IHCTPYKIIT B «Bunanenus crenr-cucremu Promus Elite — 10
PO3KPHTTSI.

Hepo3kputuii cTeHT cIiJi BBOAWTH B KOPOHApHY apTepito TiIbkH onuH pa3. Ilicms mporo
HEPO3KPUTHH CTEHT HE MOXKHA 3MII[yBaTH BiJHOCHO AWCTAJIbHOTO KIiHI HAIMPaBISIOYOTO
KareTepa, OCKIJIBKM MOYKE TOIMIKOJUTHCSA CTEHT a00 HOTro MOKPHUTTSA, a TAKOXK MOXKE BiOYTHCS
3MIILIEHHS CTEHTY BITHOCHO OaJoHy.

6.3.2 BcranoBJieHHSA

CyauHy HEOOXiTHO TMOMEPEAHBO PO3LIUPUTH 32 JIOMOMOIOK OalloOHYy BIAMOBIAHOTO PO3MIpY.
HenotpumanHs 1i€i BUMOTH MOXKE€ IiJIBUIIMTH PU3MK TOSBU TPYAHOILIB IPH BCTAHOBIICHHI Ta
YCKIIQJIHEHb TIPOLICTYPH.

He poskpuBaiiTe CTEHT, SKIIO BiH HE pO3TANIOBAaHUI y CyIWHI HAJEKHUM YWHOM (IMB.
«3ano0ixHi 3ax0an», po3ain 6.4 «Bunanenns crenr-cucremu Promus Elite — 10 po3kputts»).

[1ix yac po3nyBaHHS HEOOX1IHO CTEKUTH 3a TUCKOM y OasoHi. He nepeBuiyiite po3paxyHKOBUN
TUCK pPO3pHUBY, BKa3aHM Ha erukerui BUpoOy (auB. Tabmumi 11.1 Ta 11.2 «CranpaptHa
miaaTiauBicTh cTeHT-cucremu Promus Elite»). Bukopucranus Tucky, 1Mo nepeBuiiye BKa3aHUH
Ha €TUKETLI BUPOOy, MOKEe MPU3BECTH JI0 PO3pUBY OasloHy abo CTep)KHH Ile moxe mpusBecTn
710 TIOILIKOJKEHHS IHTUMH, a TAaKOX JI0 pO3CIYeHHS 200 PO3PHBY e,

SR A O P T VN TV

Beranosienns cpkiipesaoprablipmiasciisyy

CTEHTYBaHHS TIPOBOIUTEHCS TIOPYY 3 OIYHUM BifTamyKer

MMPOKCUMAJIBHINIE CTEHTOBAHOI MAUISHKKH abo [0 r00Tp CBAKPRIERPTIPOCBITY CYIUHH, Y
pe3ynbTati 4oro O0yje moTpibHe J0JaTKOBE BTPYYaHHS (Hanpmc , TIO/TaJIbIIIa TUIaTallis,
BCTAHOBJICHHS JIOJIATKOBUX CTCHTIB Ta 1H.).

IIpu mepekpuTTi AEKUIBKOX MATOJOTIYHUX BOTHUIN TUCTAJbHY IUISHKY CIIiJ| CTEHTYBAaTHU B
MepIry 4Yepry, Micias 4oro MpPOBOAUTHCS CTEHTYBAaHHS MUISHKHU(-0K), sika(-i) po3rarmoBaHa(-i)
npokcuManbHime. J[aHui Mops0K BCTAHOBJICHHS CTEHTIB J03BOJISIE YHUKHYTH HEOOX1IHOCTI
MIPOBEJEHHS JUCTAIBHOTO CTEHTY 4epe3 MPOKCUMAIbHUM, THM CaMUM 3HIKYIOUH HMOBIPHICTh
3MILIEHHS TPOKCUMAIIBHOTO CTEHTY.

[Ipn nikyBaHHI NATOJOTIYHMX BOTHUI] B oOsacTi Oigypkaiii KOpOHapHUX apTepiid Ciix
JTOTPUMYBATUCS O0EPEKHOCTI MPU JOCTYII J0 BiATalTyXeHb, JJIS 1IbOTO HEOOXiTHO MOBTOPHO
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MEPEBIPUTH TTOJIOKEHHS, JOKH CTCHT 3HAXOIUTHCS B TOJIOBHIHM CYIUHI.

6.4 Bunanennsi creHT-cuctremMu Promus Elite — 10 po3kpurrs

* Skmo B Oyab-sSKM MOMEHT 10 IMIUTAHTaLli CTEHTY MPU MPOXOHKEHHI MaTOJIOT1YHOTO BOTHHINA
BiZIUyBa€THCS HE3BUUHUM OIIp, CTEHT-CHCTEMY Ta HAIIPaBJIIOYHMHA KaTeTep HEOOX1THO BUIATIUTH
SIK €JJMHE I[JIe (IUB. MPUMITKY HMXKYE JJIs IHCTPYKIIIH 111010 [IbOTO METO/Iy BUIAJICHHS).

* He namaraiitecss BTSTHYTH HEPO3KPUTHH CTEHT Ha3a] y HAIPaBIIAIOYMIA KaTeTep, OCKUIBbKU 1€
MOJKE€ TPU3BECTH A0 MOLIKOPKEHHS CTEHTY a00 MOKPUTTS, a TaKOX 10 3MIIIEHHS CTEHTY
BiZTHOCHO OasioHy. Y pa3i BUHUKHEHHS NOTPeOU BTATHYTH HEPO3KPUTUIN CTEHT Y HANPaBIISIOUUM
KaTeTep, CIiJ] NePEeKOHATHUCS, 110 HANPABIISIOUMN KaTeTep PO3TALIOBAaHUH MO OCi i3 CHCTEMOIO
CTEHTY Ta OOEpeXHO BTATHYTH CHUCTEMY CTCHTY B HANPaBIAIOYMIA KaTeTep IiJ HpSIMHUM
PEHTTC€HOCKOMIIYHIM KOHTPOJIEM.

* Meroau BUIAJICHHS CTEHTY (BUKOPUCTAHHS JIOAATKOBUX IMPOBIAHHUKIB Ta/a00 IIMIIIIB) MOXYTh
MPU3BECTH JI0 JOJATKOBOI TpPaBMH B MICII JOCTYIYy 1O CYAHHH. YCKJIQJHEHHS MOXYTh
BKJIFOYATH KPOBOTEUY, FEMATOMY Ta IICEBIOAHEBPU3MY.

Mpumirka. Iligq yac BUAAICHHS CTEHT-CHCTEMH Ta HAIPaBJISIFOYOr0 KaTeTepa SK €IHMHOIO
[IOro, HEOOXiAHO BHUKOHATH HACTYMHI KPOKM B 3a3HAYCHOMY MOPSAKY MiJ TNPSMHUM
PEHTTEHOCKOIMYHUM KOHTPOJIEM.

e Skmio mpW BUAAJICHHI CHCTEMH JIOCTaBKH BiI4YyBAa€ThCS OUIBIIWEN OImip, HiXK 3a3BHYaH,
3BEpHITh OCOOJHMBY YyBary Ha MOJIOKEHHS HAMpaBJISIOYOro KaTeTepa. Y NEsSKUX BHITaJKax
CUCTEMY JOCTaBKM HEOOXIHO TPOXM BTATHYTH HAa3aJ y HANPABISIIOYMA KaTeTep, 00
YHUKHYTH TJIMOOKOTO 3aHYpPCHHs (HEHaBMHCHOTO MPOCYBaHHS) HAIPaBJISIOUOro KaTerepa 3
HACTYITHUM TIOIIKO/DKEHHSM CYAMHH. Y pa3i SKImO BigOyJIOCS HEHAaBMHCHE 3MIIICHHS
HaIpaBJIsI0YOro Karerepa, HeOOXiIHO MpOBeCTH aHTiorpadivyHe JOCTIIKEHHS KOPOHAPHOTO
JepeBa, n00 MepeKoHATHCS, 10 KOPOHAPHI CYAMHU HE MOIIKO/KEHI.

* VYTpuMmyiiTe NPOBIAHUK HEPYXOMO B 00JacTi MATOJOTIYHOTO BOTHUINA IMiJ Yac BCi€l
npoueaypu BupaneHHs. OOepeHO TATHITH CUCTEMY CTEHTY Ha3aJ, JOKH MPOKCHMAIbLHUN
Mapkep OajJoHy Ha CHCTeMi CTEHTY HE ONHMHHTHCS Bipa3y 3a AUCTAIbHUM KiHYUKOM
HAIPABIISIOYOTO KaTeTepa.

* CreHT-cHCTEMYy Ta HAMpPaBIAIOUMN KaTeTep CJiJ BUTATYBATH K €IMHE IiJIe JOKU KIHUMK
HAIPABIISIIOUOTO KaTeTepa HEe ONMHHHUTHCS JHUCTAIBHINIE apTepiabHOI TUIB3H, MO J03BOJIUTH
BUIIPSIMUTH HaNpaBIisiiounii karerep. OO0epekHO BTATHITH HEPO3KPUTHI CTEHT Y HAKOHEUHUK
HAIPABIIIOUOTO KaTeTepa Ta BUAATITH CUCTEMY CTCHTY 3 HAIpPAaBIISIOUUM KaTETEPOM i3 Tija
MaIieHTa K €IUHE IIiJIe, 3ATUIITUBIIN MPOBITHUK B 00JIaCTi [ATBHOT 4

HeBukoHanHg 1MX KPOKIB Ta/a00 NHPUKIALAHHSI HAAMIPH

II
npwsseern 50 nAARBIHELD SOPH L AL W
Ta/a00 MOIIKOKEH I CUCTEMU TOCTARPEHR. . -
upexTop Hlmnakin A g

6.5 Bunanenns crent-cucremu Promus Elite — micaist po3

%

* Ilicist BCTAHOBIIGHHS CTCHTY MPOKOHTPOIIOWTE MOBHE 3MYNESroaffoiy i #€pm HiK BHRANATH
CTCHT-CUCTEMY TIEPEKOHAWTECs, 110 OaJOH MOBHICTIO 3yTHH. T
0aJoHIB MOTPiOHO OuTble Yacy, HDK A MEHIIUX Ta KOpOTIIMX OanoHiB. Yac 31yBaHHs
craHoBUTh <30 cekyna. Ilepen BumaneHHsMm cteHT-cucteMu Promus Elite cmig BisyanbHO
MPOKOHTPOJIOBATH MOBHE 3yTTs OAJIOHY 3a JIOIIOMOT0I0 PEHTI€HOCKOITI].

* Slkmo npu BuAalIEHH] CUCTEMHU JOCTABKH BIUYBAa€ThCA OUIBIINH OIIp, HIK 3a3BUYaid, 3BEPHITh
0co0JMBY yBary Ha IIOJIO)KEHHS HAalpaBISlOYOro KaTerepa. Y JEsSKUX BHIAJKaX CHCTEMY
JIOCTaBKM HEOOXITHO TPOXHM BTATHYTH Ha3aJ y HaNpaBlsAlOYUd KaTeTep, 00 YHUKHYTH
ITMOOKOT0 3aHypeHHsS (HEHAaBMHCHOTO IMPOCYBAHHS) HANPABISAI0OYOro Karerepa 3 HACTYIHHUM
MOIIKO/UKEHHSIM CyIUHU. Y pa3l KMo BiAOYJIOCS HEHaBMHCHE 3MILIEHHS HAIMpaBiIsIOYOro



KaTeTepa, CIiJ TPOBECTH aHriorpadgiyHe AOCTIIHPKEHHS KOPOHApHOTO JepeBa, 1100
MEPEKOHATHUCS, 110 KOPOHAPHI CYIMHHU HE MOLIKOJKEHI.

* JSIKmo mpu BTATYBAaHHI CHCTEMH IOCTAaBKM y HAINPABIIAIOYMHA KaTeTep BiIUyBA€ThCS OUIBIINI
OIlip, HK 3a3BHYAiA, — JUB. IHCTPYKIIil, HaBe/eH] y «Bumanenns crent-cucremu Promus Elite
— MiCJIAA PO3KPUTTS».

6.6 /lii micaist mpouenypu

Crain norpumyBaTHCS OOEpPEXKHOCTI TPHU TPOBEACHHI OyIb-sIKOTO TPOBIIHUKA, KareTepa abo
JOMOMDKHOTO TPHCTPOK 4Yepe3 MIOWHO BCTAHOBICHHWHA CTEHT, MO0 YHUKHYTH 3MiIICHHS,
MOPYIIEHHS MPWISATaHHS, AeopMarlii Ta/ab0 MONIKOHKEHHS TTOKPUTTS CTCHTY.

6.7 KonrakTHa npoMeHeBa Tepaiist

besneka ta epeKTHBHICT, BUKOPHUCTaHHS CTEHT-cucTeMu Promus Elite y mamienTis, siki mpo#mum
KOHTAKTHY TIPOMEHEBY TEpalil0 [aToJOTIYHOrO0 BOTHMINA, HE BCTaHOBJIeHi. besmeka Ta
e(eKTUBHICTh IMPOBEICHHS KOHTAKTHOI NMPOMEHEBOI Tepamii Ui JIKYBaHHS PECTEHO3y CTEHT-
cuctemu Promus Elite He BcTanoBneni. KoHTakTHa mpomeHeBa Teparisi CyAWH 1 BCTAHOBIICHHS
crent-cucremu Promus Elite BrumBaroTh Ha peMOCIIOBaHHS apTepianbHOI CTIHKU. B3aemomist Mixk
[IUMH BHJIAMH JTIKyBaHHS HE BUBYAJIACS.

6.8 MarniTHo-pe3onancua Tomorpadgis (MPT)

[Tix yac MOKIIHIYHUX JOCIIDKEHb OyJlo MokasaHo, mo creHT-cucrema Promus Elite € MPT-
CYMICHHUM TIPUCTPOEM (HE MPEICTaBIIsIE HEOS3MEeKH B MEBHUX yMOBax ). HeoOXiaHiI yMOBH:

» mHanpyxenicts noinsi 3 Tecna (Tn) abo meHie;
* TIPaJi€HT CTATUYHOTO MArHiTHOTO MoJjisi cTaHOBHUTH < 14 Ti/m (ekcTpanosiboBaHe 3HAUCHHS);

* YTBOPEHHS HAIPY>KEHOCTI CTATMYHOI'O MAarHiTHOIO IOJI Ta IPaji€eHTa CTaTUYHOTO MAarHiTHOI'O
noJisi cTaHOBHTH < 25 T?/M (eKcTparonboBaHe 3HAYCHHS);

* po3paxoBaHa IIBHIKICTh 3MiHU HaNpykeHOCTi MarHiTHOTO noJis (dB/dt) 60 Tn/cex abo meHie;

* MaKCHMaJbHUU muTOMUH KoedimienT normuHanas (SAR) mis Beporo Tina mmwkde 2,0 BT/kr s
TPUBAJIOCTI MOBHOro akTtuBHOro MPT-ckanyBaHHs (i3 BmiMBOM paniodactoTHoro (PY)
BUIIPOMIHIOBaHHS) 15 XBUIMH ab0 MeHIIe.

Crent-cuctema Promus Elite He 3mingyerscs npu nposeaenni MPT y moxiOuux ymoBax. MPT-
CKaHYBaHHS 32 JaHUX YMOB MOXK€ IMPOBOJMUTHCS O€3MOCEPEIHBO Micis iMIUIaHTalii crenry. MPT-

- . g/
JIOKIIHIYHE JOCHIIKEH ieked
MPT-tomorpadi Magrie L)W MIaH11 ?emens % ;
maruiTHOro moust 3,0 Tii, Bepcis mporpaMHOro 3a0e3mneyeHHs $
CrenTu OynM po3TalloBaHi Ta OPIEHTOBaHI BCEpeauH] (PaHTOMY ¥
PY onpominenns Oyno HaibGuiemmm. IToTyxnicte PU BUnpoMiHIOBZHEH Y
XBWIMH J0 (paHTOMY 3 BH3HA4E€HOIO MpoBiAHICTIO Onm3bko 0,50 I/IMeHC (CM)/M. Cepenniii
nutomMuil koedimienT mornuHaHHSA (SAR), po3paxoBaHuil aisi (haHTOMY METOAOM KaJOpHUMETPii,
craHoBuB 2,3 Br1/kr. Po3paxoBaHe MakcHMallbHE MiJBHIICHHS TeMIlEpaTypd IN VItro cTaHOBHIO
2,6 °C, xomu nokanpauii SAR 0yB 36inbmenuit 1o 2,0 BT/kr ans cteHTy noBxkuHO0 74 MMm. Jlns
CTEHTIB 1HIIOI JOBXUHM OYyJIO OTpPHMMAaHO MEHIIE MiABUIIEHHS TemnepaTypu. Ha mincrasi
JOKIIIHIYHUX JOCTIKEHb 1 KOMI'IOTEPHOTO MOJICTIOBAHHS BIUIMBY Ha TAIlIEHTa €EKTPOMAarHITHIX
noJiiB mig yac MPT mependauyBaHe HarpiBaHHs B yMOBax IN VIVO J0CSTano TaKUX MaKCHMalbHHX
3HaYeHb IN VIVO: Ui aHAaTOMIYHHX OPIEHTUPIB Ha PIiBHI TIpylel pO3paxyHKOBE IiJBUIICHHS
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TeMriepatypu cTtaHoBuI0 2,6 °C 13 HETOYHOIO BEPXHBOI MEKCIO IIJIBHINCHHS TEMIIEpaTypu Ha
4,7 °C npu 3nadenHi SAR st Beboro Tina 2,0 Br/kr 1 6e3nepepBHOMY CKaHyBaHHI HpoTsiroMm 15
XBHJIUH.

dakTuyHe MiIBUILEHHS TeMIepaTypu IN VIVO MOBUHHO OYyTH MEHILIE IMX 3HA4€Hb, OCKUILKU B
pO3paxyHKax HE BPaxoBYyBaJlaCh OXOJIOKYIOYa [l KPOBI, 110 IMPOTIKae yepe3 MPOCBIT CTEHTY, Ta
KPOBOIOCTaYaHHs TKAHUH, 10 OTOYYIOTh CTEHT 30BHI.

Indopmanisa npo HarpiBanHs npu HanpyxxeHocTi moJs 1,5 Ta

JlokmiHiuHe mocnipkeHHs HarpiBaHHS npu PY BmmuBi Oynmo mpoBeaeno mpu udactoti 64 Ml y
ToMorpadi 3 KOTYIIKOI JJIsi CKaHyBaHHS BChOro Tina Intera xommanii Philips Medical Systems i3
HanpyskeHicTio MmarHiTHOro moinst 1,5 Tm, Bepcia I13: 12.6.1.3 Big 2010-12-02 p. Crentn Oynu
po3TamioBaHi Ta OpIEHTOBaHI BcepeAuHi (aHTOMY TaKUM 4YHHOM, 00 HarpiBaHHs Big PY
orpoMiHeHHs Oyno HaibinpmmM.. [lotyxHicts PU-BunpomiHIOBaHHS JoAaBajacs mpoTsrom 15
XBHIMH 10 (aHTomy 3 mpoBignicTio Oau3pko 0,51 Cm/m. Cepeaniii SAR, po3paxoBaHuii s
(danTOMy MeTOJOM Kanmopumerpii, cranoBuB 2,1 BT/kr. Po3paxoBaHe MakcHMallbHE MiABUIICHHS
Temrepatypu in Vitro cranosuiio 2,6 °C, koiu gokaipauii SAR OyB 36inbiienuit 1o 2,0 BT/kr aus
CTCHTY IOBXHHOIO 39 mMMm. JlJIs CTEHTIB iHIIOI MOBXHHH OYJIO OTPUMAHO MCHINE ITiIBUINCHHS
Temreparypu. Ha migcraBi HOKITIHIYHUX JTOCIIHKEHb 1 KOMI'IOTEPHOTO MOJIENIOBaHHS BIUIMBY Ha
HalieHTa eNeKTpOMarHiTHuX moiiB mig yac MPT mepenbauyBaHe HarpiBaHHs B yMoBax in Vivo
J0CSTaI0 TAKMX MaKCHMMAJIbHUX 3HA4YeHb IN VIVO: JUIs aHATOMIYHUX OPI€HTHUPIB Ha PiBHI rpynci
PO3paxyHKOBE IMiJBHINEHHS TemrepaTypu cknamo 2,6 °C i3 HETOYHOI BEPXHBOK MEKEIO
nigBuiienns temmnepatypu Ha 4,8 °C npu 3HauenHi SAR s Beboro Ttima 2,0 Br/kr i
Oe3nepepBHOMY CKaHyBaHHI MPOTITOM 15 XBUIIUH.

dakTUYHE MiIBHUINEHHS TEMIEpaTypu iN VIVO MOBUHHO OyTH MEHIIE IMX 3HAYCHb, OCKUIBKH B
pO3paxyHKax HE BPaxOBYBaJIACh OXOJIO/DKYIOYA JIisi KPOBI, IO MPOTIKAE Yepe3 MPOCBIT CTEHTY, Ta
KPOBOIIOCTaYaHHs TKaHWH, [0 OTOYYIOTh CTCHT 30BHI.

B ymoBax in vivo nokaneHuid SAR 3anexas Bix HanpykeHocTi noss npu MPT i mir Bigpi3HsTucs
BiJl po3paxoBaHOro murtomMoro SAR Bchoro Tina 3alexHO Bif CKJIaay TKAaHUH Tila, MOJIOKECHHS
CTEHTY B MEXax IOJs Bi3yallizalllii Ta BUKOPHUCTAHOTO CKaHEpa, IO Y CBOIO Yepry BIUIMBAE Ha
(dakTUyHEe MIABUIICHHS TemrepaTypu. He mpoBoawmmcs AOCTIKEHHS MOXIUBOI CTUMYMSIIIT
HepBiB a00 1HIIMX TKAHUH, SIKI MOTJIM aKTUBYBATHUCS MAarHITHUMU TMOJSIMH 13 CUJIBHUM I'pa/llEHTOM
4yepes HaBeJeH1 MOTEHITIaIH.

Indopmanisa npo apredpakTn Ha 300paKkeHHI

[TinpaxoBani apredakTh Ha 300pakK€HHI NMPOCTUPAIOTHCA MPHUOIU3HO Ha 8 MM Bl)I repuMeTpa
JlaMeTpy MpHUCTPOI0 Ta Ha S MM BiJ KOXHOIO KIHIII CTEHTY i

MOKJIIHIYHOT O )100)11)1 CHHJ B KZi II m FHHECK DI
Iﬁiiﬂ ) I T =N
IMOCITOBHOCTI rpa,ul Mi& % ; 5 S .'ﬁ‘j;ﬁkg’:ﬁi -

MPOCTUPAIOTHCS Ha BIHCT% g l\ﬂgﬁ TA 1§
npu I_ILOMy npu 06ox MOCTINOBHOCTAX PHHAKAE HACTKOBE CKpa "; i

metoxy ASTM F2119-07.

6.9 InquBinyanbHMi MiaXiA 10 JiKyBaHHS NALIEHTIB

[Ipuctpiit HEce B coOl CYNMyTHIM PU3UK PO3BUTKY IOCTPOro, MIATOCTPOro abo BIATEPMIHOBAHOIO
TpoMOO03y, YCKJIaIHEHb 13 OOKY CyauH Ta/abo kpoBoTed. ToMy Malie€HTIB CIijl peTeNbHO BiIOUpaTH,
a JUid 3HWKEHHSI PU3HKY TpoMOO3y CTEHTY Micis Mpoueaypd HeoOXiAHO MpU3HAYaTH 1HTiIOITOp
P2Y1> (Hampukian KIOMigOTpenb, TUKIOMIINH, Mpacypren abo TiKarpeiaop). ACHipHH TOBUHEH
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npuiiMatucs oaHodacHo 3 iHTiOiTOpoM P2Y12, micias doro HOro mpwiioM MPOJOBKYETHCS Ha
HEBU3HAYEHUH Yac s JOAATKOBOTO 3HIKEHHS PU3HKY TPOMOO3Yy.

AHTHArperanTHi TIpenapaTH CiiJ BUKOPHUCTOBYBATHM B KOMOIiHALii 31 CTEHTaMH, MO BHUIUISIOTH
mikapeekmii 3aci6 (Promus Elite). Jlikapi moBuHHI KepyBaThcs iH(OpMAIi€0, OTPUMAHOIO Ha
MIiJICTaBl BEJMKOI KUIBKOCTI KIIHIYHMX JaHUX TPO CTEHTH, IO BUAUISIOTH €BEPOJIIMYC, a TaKOX
Cy4YaCHUMH JITEPATYPHUMHU JDKEPEIaMH, SKI TMPUCBSIYECHI CTEHTaM, IO BHUAULIIOTH JIKapPChKi
3aco0M, MOTOYHUMH PEKOMEHAAIIsIME €BPOIMEHCHKOr0 TOBapUCTBA KapaiojoriB (abo iHIMMH
3aCTOCOBHUMHM HalliOHAJbHUMHU KEPIBHUIITBAMH) Ta TOTpeOAMU KOHKPETHOTO IMAaIliEHTa TIPU BHOOP1
CXEMH aHTHArperaHTHOI/aHTHKOATYJISIHTHOI Tepamii, sika Oyne 3acTOCOBYBATHUCS TMalli€HTaM Y
MOBCAKACHHIHN JIKYBaIbHIN MTPAKTHIII.

Jly’xe BaXJIMBO, 00 MAIli€eHT JOTPUMYBABCS PEKOMEHIAIIH JiKaps 100 aHTHArperaHTHOI Teparrii
micig MpOBeACHHs mpouenypu. s AeSKHX MAIli€HTIB i3 Ipylyd BUCOKOTO PU3HKY, B pasi SKHX
JiKap BUPIMIMB, IO PU3UKHA TEPEBHUIYIOTh KOPUCTh BiJ TPOJOBXKEHHS IOJBIHHOI
antutpombormrapaoi tepamii (ITAT), cmig po3riasiHYyTH MOXIIMBICTH NEpEepUBaHHS a00 BiAMIHU
tepamii uepe3 1 micsaup [TAT 3 ypaxyBaHHSM HU3BKOI 4acTOTH TPOMOO3iB CTEHTY Ta BiJCYTHOCTI
MiABUILIEHOTO PU3UKY TPOMOO3iB CTEHTY, IPOJIEMOHCTPOBAHOIO Y Cy4acHil JitepaTypi. IlamienTn,
AKi TOTpeOYIOTh IMepelyacHOi BiJIMIHM aHTUArperaHTHOl Teparii, MOBHHHI 3aJMIIATHCS Mij
peTeNbHUM HAarJsAZoOM 1 BITHOBUTH OTPHMAaHHS aHTHArperaHTHOI Tepamii skomora pasime (Ha
PO3CY/ JIIKYIOUOTO JIiKaps).

6.10 B3aemogii jikapchbKHX 3ac00iB

Hwxue ommcani BijoMi B3a€MOZi1 €BEPOITIMYCY MPH MEPOpaTbHOMY HNPUHOMI B J03aX, SKi 3HAYHO
MEPEBHINYIOTh 703U, 10 BHAUIAIOTECA creHT-cuctemu Promus Elite.  Bsaemonii, 1o
CIIOCTEPIraIucCs MPU MPUIHOMI BUCOKHX 103, MOXKYTh HE MAaTH BiJHOIICHHS IO KOPOHAPHOI CTCHT-
CHCTEMHU CHCTEMH KOPOHAPHOT'O CTEHTY, 110 BUJLISIE eBepoliMyc, cTeHT-cucteMu Promus Elite.

[Ipu mepopaspHOMY NpPHUIOMI €BEPOIIMYC aKTHBHO MeTabomi3yeTbes muTOXpoMoM P4503A4
(CYP3A4) y criHKax KHWIIEYHHKA Ta Yy MEYiHIl, 1 € cyOcTpaToM TpaHcmopTepa P-riikomnpoTeiny.
TakuM YMHOM, BCMOKTYBaHHS Ta TOJAJIbIIE BUBEACHHS €BEPOJIIMYCY MOXYTh 3alie)KaTH BiJ
JKapCchKHUX 3aco0iB, SKI BIUIMBAIOTh Ha IIi MeTaOoi4yHi HUiixu. He pekoMeHayeThCsl OJlHOYacHE
MPU3HAUYEHHS NOTYKHHUX IHT10ITOPIB Ta IHAYKTOPIB HUTOXpOMY 3A4, SKILIO KOPUCTh HE MEepeBaxae
pusuku. IHridiropu P-raikompoTeiHy MOXKYTh 3HM)KYBaTH BMBEICHHS €BEpOJIMYCY 3 KIITHH
KHIIICYHUKA Ta IMiIBUIIYBaTH KOHIICHTPAIII0 €BepOIiMyCy ¥ KpoBi. B ymoBax in Vvitro eseposimyc €
KOHKypeHTHUM iHTri0iTopoM nutoxpomiB CYP3A4 ta CYP2D6 Ta moTeHIiitHO MOXe MPHU3BOJUTH
710 MiJBUILEHHS KOHLIEHTpALIil JTIKapChKUX 3ac001B, BUBEIEHHS SKUX 3QJIEKHUTh Bl IUX ()EPMEHTIB.
Takum 9MHOM, CIi JOTPUMYBATHUCS 00EPEKHOCTI TPU OJTHOYACHOMY 3aCTOCYBAaHHI €BEPOJIIMYCY Ta
cyoctpariB  mutoxpoMmiB 3A4 1 2D6 i3 By3pKHUM TePATCBTHIHY Mrwr giafa3oHoM.  Takox
IPOJIEMOHCTPOBAHO, II0 €BEPOTIMYC 3HIKYE KIIPEHC HESKUX MPU3HGBAT IR HIAPD! aco01B

npu oxnosaciowmy nepopFPAFFEI R CYPYEFTPERIION
3BepHiTh yBary: I[lpu nengmﬁwﬁmmﬁiﬁc . 3

[ITHUMHU
JiKapcbKUMHU 3acobamu abo €

* imri6iropu izopepmenty CYP3A4 (keTOKOHA30J, iTpakoOHa3
KJIAPUTPOMIIIMH, (IIyKOHA30J1, OJIOKAaTOPHU KaJIbII€BUX KaHAIIIB);

« ingykropu i30depmenty CYP3A4 (pudamminms, pudabytn, Kapoandsermu, derobapbirar,
¢beHiToin);

* aHTUO10THKHU (TtMTIpodIIoKCaniH, 0(IOKCAIIHH);

* TJIIOKOKOPTHUKOIIHN;

* inri6iTopu 'MI'-KoA-penykras3u (cuMBacTaTHH, JIOBACTATHH);
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kseniya
Выделение


* JIUTOKCHH;

* 1m3anpu (TEOPETUYHO MOXKITUBA B3a€EMOIIs);
 cugenadin (Viagra) (TeopeTHYHO MOKIIMBA B3aEMOJIIs);

* AHTHTICTAMiHHI JIIKApChKi 3acOo0U (TepdeHa nH, acTeMi30);
* TpeUndpyToBuil CikK.

Odiniitai tocmiKeHHs B3aEMO/IT 3 JTIKapChKUMH 3ac00aMH HE MPOBOAMIMCS JUISI CTEHT-CUCTEMHU
Promus Elite. Takum 4uHOM, NpH TPUHAHSTTI PILICHHS PO BCTAHOBICHHS CTEHT-CHCTeMH Promus
Elite nauienrty, skuil npuiimae JIiKapChbKUil 3aci0, 110 B3aEMOJIIE 3 €BEPOJIIMYCOM, CIIiJI B3ATH JIO
yBaru MOKJIMBICTh CUCTEMHOT Ta JIOKAJIbHOI B CYIMHHIN CTIHIII B3aEMOIIT JIIKApCHKUX 3aC001B.

6.11 BariTHicTh

3acTocyBaHHSI IIbOTO BHPOOY BariTHUM JKiHKaM 1 4OJIOBiKaM, sIKi IJIAHYIOTh 3a4aTTs JUTHHH, BIUIAB
Ha PO3BHUTOK IUIOJY HE JOCHIpKyBaucs. He3Baxkaroun Ha BiJICYTHICTh MMPOTHUIIOKA3aHb, PU3UKHU Ta
BIUIMB Ha PEMPOAYKTHBHY CHCTEMY HeBiZloMi. He peKoMeHAyeTbCsl 3aCTOCOBYBATH CTEHT-CUCTEMHU
Promus Elite y »iHOK, siKi HAMararThCs 3aBariTHITH ab0 BXKe BariTHI.

6.12 BukopucranHs 1eKiIbKOX CTEHTIB

MosxiinBa B3aemoisi creHT-cuctemu Promus Elite 3 iHmmmMu creHTaMu 3 MOKPUTTSIM a00 CTEHTaMH,
110 BUALISIOTH JIKapChKHiA 3aci0, He OI[iHIOBaIach in Vivo.

[MamieHTam cmiJy BCTAaHOBIIOBATH HE Ouiblie 2 3ariaHoBaHuX cTeHT-cuctemu Promus Elite. Tlpu
HEBIIKJIaJHOMY CTEHTYBaHHI 3a TOTpeOM MOXYTh BCTAHOBJIIOBATUCS JIOJATKOBI CTEHTH.
BuxopucTtanHs JIEKUTbKOX CTEHTIB, IO BHAUISIOTH JIIKAPCHKUH 3acid, Mijjiae TaIi€HTa BIUTHBY
O1IBII01 KUTBKOCTI JTIKaPChKOTO 3ac00y Ta MOJIIMEDY.

SIkmo moTpiOHO BCTAaHOBHUTH JEKiIbKa CTEHTIB, SIKi OyIyTh CTHUKATHCS OIHMH 3 OJHUM, MaTepiaiu
CTCHTIB NOBHHHI MaTH CXOXXUU CKIaJ, 00 YHUKHYTH KOpO3ii uepe3 MPHUCYTHICTh Pi3HOPIIHHUX
METaJiB B €JIEKTPOIPOBITHOMY CEpPEIOBUIII. SKIIO sl 3aKpUTTS YpakeHOI NUISTHKH HE0OX1THO
nekimpka creHT-cucteM Promus Elite, mo0 yHHKHYTH pecTeHO3y NPOMIKKY MK CTEHTaMH
PEKOMEHIYEThCS 3a0€3MEeYNTH JOCTAaTHE HAKIAJCHHS CTCHTIB OJMH HAa OJHOTO (NIEPEKPHUTTS HE
MeHIie 2 MM). BeTaHOBIIEHHSI IEKITBKOX CTEHTIB 3 PI3HUX MaTepiajiB MoOIM3y OJHMH BiJ OJIHOTO
MOJKE TIIBHITUTH HMOBIPHICTH KOPO3il, X0Ua JOCITIKEHHs IN VILr0 3 METOIO OI[IHKH B3a€MOJIIT MiX
CTeHTaMHU, a caMe CTEHTY 31 CIUIaBy IUJIATMHHM Ta XPOMY Ta CTEHTY 3 HEP)KaBiIOYOi CTalli MapKu
316L, cBiguaTh mpo Te, MO MPH TAKOMY MO€IHAHHI MaTepialiB MiABHINCHWA PU3NUK KOpPO3ii
BiJICYTHIH.

7.0 IHOOPMALIIIS PO JIKAPCHKHM 3ACIB

7.1 Mexanizm aii
3CTAHO,3 OPULTHAIO

Mexani3M, 3a JOIIOMOTOI0 STKOT €HT-CUCTEMU PTOMUS TIPUTH

He BcraHoBieHui. Ha Kniﬂlﬂip%'pil)p Hj{lﬁﬂWiHPA i

CTUMYJbOBaHY (akTopamu pocTy. Ha MomnekynsipHOMY piBHI eBefd

mTOR (MimeHs pamnamiiliHy B KJIITHHaX CCaBIIiB), 110 MPU3BOJIUTEH N0 THRHLHIICHEH KIITHHHOTO
MeTaboJi3My, pocTy Ta mpodidepallii 3a paXyHOK 3yNMUHKH KIITHHHOTO IHMKJIY Ha MMi3HIA cTajii
dazu G1.

7.2 B3aemonii jikapcbKux 3ac00iB

JuB. pozain 6.10 «B3aeMosii gikapchKuX 3ac001BY.
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7.3 KaHueporeHHicThb, FTeHOTOKCHYHICTD i PeNPOAYKTHBHA TOKCHYHICTh

26-THKHEBE JIOCIIKEHHS KaHIIEPOIr€HHOCTI OyJI0O TPOBEACHO 3 METOK OIIHKH MOXJIHBOT
kaHreporenHoi aii crentieB PROMUS (Xience V) mpu migmkipHid iMIDiaHTamii TpaHCTCHHUM
mumaM. I1ig gac 1aHoro JOCIiKEHHS He CITOCTEpiraaucs Oy/ib-sKi aHOMaJIbHI O3HAKH, SIKi MOTJIU O
CBIIUUTH TPO KaHeporeHHy pito creHtiB PROMUS (Xience V) y nmocmimkyBaHiii rpymi. Y
JOCII/DKYBaHIA TPymi HE CHOCTEpITaJiocs IMIJBHINCHHS YacTOTH BUMNAAKIB BUHUKHCHHS
HOBOYTBOPEHBb TMOPIBHSHO 3 TPYIOK HEraTMBHOrO KOHTpoito. OJHAaK y TPy MTO3UTHBHOTO
KOHTPOJIFO Ta B €KCIICPHUMEHTAJIbHUX TPYyMax MO3UTUBHOIO KOHTPOJIO OYJIO BiI3HAYCHO IOMITHE
MiABUILEHHS YaCTOTH BHITAJKiB BUHUKHEHHS HOBOYTBOPEHb MOPIBHIHO 3 JOCTIKYBAaHOIO TPYIOIO
a00 TPyHoOI HETaTMBHOTO KOHTPOJ0. Ha mifcTaBi pe3ynabTaTiB JaHOTO JOCHIIKEHHS MOXKHA
3pobut BHUCHOBOK, 1m0 cteHT PROMUS (Xience V) He 4YMHHTH KaHICPOTEHHOI il MpH
IMIIJIaHTAIlli TPAHCTEHHUM MHIIIAM BIIPOJIOBXK 26 THXKHIB.

Kpim Toro, Oyio MpOBEACHO IOCTIIKCHHS PEMPOAYKTHBHOI TOKCHYHOCTI (TE€paTOreHHOCTi) 3
METOI0 JIeMOHCTpalii Toro, mo imrmianTtamis creHtiB PROMUS (Xience V) camkam mypiB JiHii
Cnper-Jloyni (Sprague-Dawley) He BIuMHY/Ia Ha X GepTUIBHICTh a00 PENPOIYKTHBHY 31aTHICTb,
a takox ix moromctBa. Ctenr PROMUS (Xience V) He BIUmMBae Ha (epTHIBHICTE a00
PENpoAyKTHBHY 34aTHicTh camok nrypiB JiHil Coper-Jloym (Sprague-Dawley). Mix
nociipkyBanuM 3paskom creHty PROMUS (Xience V) Ta KOHTPOJBHOK CHUCTEMOI HE
CIIOCTEPITajocsi CTaTUCTUYHO 3HAUYYNIMX BIJMIHHOCTEH 3a JKOJHHM 3 OIIHIOBAHUX MapaMeTpiB.
JlocmipKkyBaHMiA 3pa30K HE BIUIMBAaB HA PO3MIp MOCHTITy Ta HE MiJABHINYBaB BHYTPIIITHHOYTPOOHY
cmeptHicTh. KpiM Toro, y nmanomy nocnimkenni cteHr PROMUS (Xience V) He cnpuyuHSB
PENpOayKTUBHOT TOKCHYHOCTI y TIOTOMCTBA.

8.0 HOBIYHI E®EKTH

Huxde mepepaxoBaHi MOXIUBI MOOIYHI edeKTH, SKi MOXKYTh OyTH TMOB'A3aHi 3 IMIUIAHTAIlIEIO
KOPOHApHOTO CTEHTY B HATHBHY KOPOHApHY apTepilo, BKIIOYAIOYH PH3UKH, IOB'SI3aHl i3
YEepEe3IIKIpHOK TPaHCIIOMIHAJILHOI KopoHapHow aHriomiactukor (UTKA), a Takox 101aTKOBi
PHU3UKH, TOB'SI3aH1 3 BUKOPUCTAHHSIM CTEHTY:

* panToBe MEPEKPUTTS MPOCBITY CYyUHH

* ayiepriyHa peaxuis (Ha JIIKapchKi 3ac00M, KOHTPACTHY PEYOBHHY Ta MaTepiajii CTEHTY)
* aHeBpH3Ma (KOpPOHApHOI apTepii)

* CTEHOKapAis

* apUTMis, y TOMY YHCJI HUTYHOUYKOBA (DiOpUIISALisl Ta IUTYHOYKOBA TaXiKapAis

* YTBOPEHHS apTEpPIOBEHO3HOI HOPUIII

¢ KpOBOTCHa

* TammoHaja cepus 3I'ITHO 3 OPUT'THAJIOMY
+  kapioreHHHit MoK Jupexrop Ilunakin A g
* JEeTaJIBLHUN HACTIIOK :

* eM0oiis (BKIIOYAIOYM MOBITPSAHY, TKaHWHHY, TpoMOoemOoIIio,
MacaMm# a00 MaTepiajlaMH MPUCTPOIO)

* ceplieBa HEOCTATHICTh
* TeMaToma

* remoparis
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TIMOTEeH31s/TinepTeH31s

iHeKis, MiclieBa Ta/abo cucTeMHa

imemist Miokapaa

iH(apKT Miokapaa

O111b

nepuKapaiaIbHAN BUITIT

TICEeBI0AHEBPU3MA CTETHOBOI apTepii

HaOPSIK JIETCHIB

HUPKOBA HEJIOCTATHICTH 200 MOpYyIIeHHS (QYHKINT HUPOK
IMXajJbHa HEJOCTATHICTh

pPECTEHO3 CTEHTOBAHOTO CETMEHTY

0K

emMOoTi3alisi CTeHTY

MOJIOMKA CTEHTY

3MILIICHHS CTCHTY

TpoMOO03 CTEHTY Ta/ab0 3aKynopKa CyIHHU
1HCYJIBT/TOCTpE MOPYILIEHHS MO3KOBOTO KPOBOOOITY/TpaH3UTOPHA 1llIeMiyHa aTaka
MOBHA OKJIIO31s1 KOpOHApHOT apTepii

CIa3M CyJIuH

VIIKO/DKEHHSI CyIUHH (BKIIIOYAI0UH pO3IIapyBaHHs, epdoparllito, po3puB ad0 TpaBMyBaHHS)

[To6iuHi edexT, MOB'A3aH1 3 MOACHHUM MIEPOPATILHUM ITPUIOMOM €BEpPOIIIMYCY:

O1JIb y XKHUBOTI
BYTPOBUI BUCHII (aKHE)
aHeMis

KOaryJormnaris

miapest

HaOpsIK

reMoJIi3
rinepxoyiecTepuHeMis
rinepiinigemis
rinepTeHsis
rinepTpuriinepuaeMis

TIMOTOHAIU3M y YOJIOBIKIB

nefiKoneHis
aHOMaJIbH1 TTOKa3HUKH (DYHKI1OHAJIBHUX P00 MEeUiHKU
nmim¢okicta

Miauris
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* HyHIoTa

* Oumb

* ITHEBMOHIs

* miejgoHeppuUT

* BHCHIIAaHHS

* TOCTpPUI HEKPO3 KaHAJIBIIIB

*  Cemcuc

* YCKJIaJHEHHs 3 OOKY XipypriuHoi panu
*  TPOMOOITUTOTICHIs

* iH(EeKIIisI CCYOBHUBITHHX IIIJISXIB

* BEHO3Ha TPOMOOEeMOOis

* BipycHi, 0akTepianbHi Ta TPHOKOBI iHEKIiT
* OmoBaHHA

* iH]eKis paHu

Mo>xuBi 1HII MOTEeHIIIHHI M0614HI eeKTH, SKi Ha JaHUN Yac He TepeadadyBaHi.

9.0 ®OPMA INOCTAYAHHS

IoBoxxeHHs Ta 30epiraHus

30epiratu B CyXxOMy Ta 3aXHIIEHOMY BiJ cBiTia Mmicii. 36epiratu npu temnepatypi 25 °C (77 °F);
JIOMyCKaIOThCSl KOMMBaHHs Temneparypu B Mexkax Bif 15 °C mo 30 °C (Big 59 °F no 86 °F).

Bupi6 Heo6xigHo 30epiratu B KapTOHHIN yIaKOBIIi.

HE BIIKPUBATH YITAKOBKY 3 ®OJIbI'N 10 IOYATKY BUKOPUCTAHHA.
YITAKOBKA 3 ®OJIbI'M HE € CTEPUJIBHUM BAP'€POM.

3aboponsieTbcsi 30epiraTd TPUCTPOI B MICIll, J€ BOHHM O€3MOCEpeTHbO MIAIOTHCA BIUIMBY
OpraHiYHHUX PO3UYMHHMKIB 200 10HI3yIOUOT'0 BUIPOMIHIOBAHHS.

3a00pOHAETHCSI BAKOPUCTOBYBATH, SIKIIO YIIAKOBKA PO3KPUTA a00 MOIIKOIKEHA.
3a00pOHSAETHCSI BUKOPUCTOBYBATH, SIKIIO €TUKETKA HEMOBHA a00 HEpo30ipiuBa.

B ynakosiii 3 Goberu y IKOCTi cepeoBHINa sl 30epiraHHs BUKOPUCTOBYETHCS aproH (Ar).
10.0 IHCTPYKIII 3 EKCILTYATAIII
10.1 IepeBipka nepen Bukopuc?IHmHO 3 OPUTTHAJION
IlepeBipTe TepMiH NMPUAATHOCTI HA YHIAKOBII 3 QOIBIU 3acTOCQBYBATHEBHAL /)

TepMiHy npuaatHocTi. PerensHo oﬁﬂﬂ?@ %Kylmaﬁclﬁe& FUTERLY '}I
PO3KPUTTAM. SIKIIO LITICHICTH YNMAaKOBKH 3 (hONbIM a00 CTEPUIBHOT YRak A

3aKIHYEHHS TEPMIHY MPUAATHOCTI BUPOOY (HAPUKIAJ MPU MOUIKOKEHH]
70 MICIIeBOTO TpeacTaBHUKA komriaHii Boston Scientific mist orpumaHHS
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10.2 HeoOxigHi MaTepiayn (He BKJIIOYEeHi B yIaKOBKY cTeHT-cucTeMu Promus Elite)

KinbkicTh Marepiau

1 Bianoigauit npoBinHukoBuit karerep (auB. Tabmauiro 2.1 «Onuc cTeHT-
cucremu Promus Elitey)

2-3 [npunu 06'emom 20 mit

1000 ox / 500 mu CrepuibHUN TeNaprUHI30BaHUN 130TOHIUYHUI COJILOBHIA PO3YUH

1 IMposignuk giamerpom < 0,014 mroiima (0,36 Mm)

1 ['emocTaTuunmit K1amaH, 1Mo 00epTaEThCS

1 KoHTpacTHa pedyoBUHa, PO3BEICHA CTEPUILHUM TeIIapHUHI30BAHUM

130TOHIYHUM COJLOBHM PO3YHHOM Y CHiBBimHOIICHHI 1:1

[Tpuctpiii anst po3ayBaHHS

[Ipuctpiit aisa obepranHs

Karerep st monepeanboi aumatartii

TpuxonoBuii 3amipHuid KJIaraH

Rl ]-

BinnosigHa aprepianpHa rinb3a

10.3 liaroroBka
10.3.1 3HATTS yNaKOBKHU
Kpoxk Hist

1. Binkpuiite kapTOHHY KOpOOKY, 1100 JicTaTH YNMakoBKY 3 ()OJNBI'H, T4 YBAXKHO OTJISIHBTE
YIIaKOBKY 3 ()OJIBI'M HA HASIBHICTH IOIIKOKEHb.

2. OO0OepexHO BIIKPUHTE YHMAKOBKY 3 (OJIBIH, PO3IPBABIIM ii 32 JOIOMOTOIO BiIPUBHOL
CTpiYKH, MO3HAUYECHOI Ha YHAKOBILI 3 (QOJbIU, MO0 MiCTaTH CTEPUIIbHY YIAKOBKY, B SIKil
3HAXOJMUTHCS CTEHT 1 CHCTEMa JIOCTAaBKH.

PerensHO nepeBipTe CTCPUJIbHY YIIAKOBKY Ha HasIBHICTb IMOIIKOIKCHb.

4, AKypaTHO pO3KpHUIITE CTEpWIIbHY YHAaKOBKY BIAMOBIAHO [0 MpaBWJI ACENTUKH Ta
BUTSTHITh CTEHT 1 CUCTEMY JIOCTaBKH.

5. O0epexHO JICTaHbTE CTEHT 1 CUCTEMY JIOCTaBKHU 13 3aXMCHOI TpyOKH, 1100 MIArOTyBaTH
CHCTEMY JIOCTaBKHM /0 POOOTH. SIKIIO BUKOPUCTOBYEThCS cucteMa Monorail, mia vac
BUTSTHEHHS] HE BUTHHANTE Ta HE MEPETOMITIONTE TPOKCUMAIBHUN CTEP/KEHb.

6. 3HIMITh 13 BUpOOY MaHJpPEH 1 MPOTEKTOp OAJIOHY, YTPUMYIOUH KaTeTep NPOKCUMAaIIbHIIIe
CTeHTy (B MiCIli MPOKCHMAIbHOTO 3'€HAaHHS OalOHy), a IHIIOK PYKOK 00Epex HO
CTHCHITB IPOTEKTOP CTEHTY Ta 3HIMITh HOro 3 BUpoOy.

o S R G AT O
Jupexrop Hlunakin A §

10.3.2 IIlpomuBaHHA NPOCBITY NPOBIAHMKA

Kpox Hist

1. HpOMI/II/ITe HpOCBlT HpOBl}lHI/IKa CUCTCMU CTCHTY FeHapI/IHBOBaHI/IM COJI¥ ‘.
3a JOIIOMOI'0XO HpOMI/IBHOI T'OJIKH, 110 MOCTABJIAECTHECA Ha AUCTAIBHOMY KlHI.[l CUCTEMH
JOCTaBKH Monorail.
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[TepexonaiiTecs, MO CTEHT 3HAXOAUTHCS MK IPOKCHUMAIBHUM 1 TUCTATLHUM MapKepaMu
Oanony. IlepeBipre Ha mpenMeT BiACYTHOCTI BUTHHIB, MEPEIOMJIEHb Ta IHIIMX BHIIIB
MOIIKO/KeHHsI. He BUKOpHUCTOBYITE y pasi BUSBICHHS OyIb-IKUX JAC(PEKTIB.

IIpumitka. He TopkaiiTecst CTeHTY i 4ac MPOMHUBAHHS MPOCBITY MPOBITHUKA, OCKIITBKH
1€ MOXKE CTaTH MPUYHUHOIO 3MIIEHHS CTEHTY BIIHOCHO OaJoHYy.

Ipumitka. He pekoMeHAYyeTbCs KOHTAKT CTEHTY 3 OyAb-SKOIO PiIUHOIO, OCKUIBKHU 1€
MOXXE 3aIlyCTUTH BHUIUICHHS JIIKapChKOTO 3aco0y. OmHak y pasi KpaiHboi moTpedu y
NPOMHUBAHHI CTEHTY COJBOBHM pPO3YMHOM, 4Yac KOHTAaKTy 3 piAMHOIO Mae OyTu
oOMexeHuit (He OibIne 1 XBUIMHM).

10.3.3 IlinroroBka 0ajioHy

Kpok
1.

9.
10.

10.3.4 IIpouenypa nocTaBKu

Kpox
1.

Hist
[ligroryiite mpucTpii A7 PO3AYBaHHS/IINPHII 13 PO3BEICHOIO  KOHTPACTHOIO

PECUIOBUHOIO.

[Ipm nmikyBaHHI 3aKymOpPeHUX CYIOUH PEKOMEHAYEThCS MPOBOAWTH KOHTPACTHY
Bi3yaii3allito JTUCTAIbHOT YACTUHU CYAMHHU 3 METOIO MEePEBIPKH MOJIOKEHHS MPOBIIHUKA Y
IPOCBITI.

[Tig'ennaiite mpucTpiii AJg PO3MYBaHHS/IINPUI] 10 3aMipPHOTO KpaHy; MHiA'€qHANTE [0
nopTy I HaayBaHHsA. He 3ruHaiiTe MPOKCHMAIbHY YAaCTHHY CHCTEMHU JOCTAaBKH IPH
miJ'eTHaHH] A0 TPUCTPOIO [Tl PO3AYBaHHS/IIIPHULIA.

Po3ramryiite cucteMy CTEHTY BEPTUKAIBHO, KIHIIEM BHU3.

Binkpwuiite 3amipHuii KpaH Ha CTEHT-CUCTEMH; CTBOPITh HETaTUBHUI THCK Ha 15 cexyH[;
MIEPEeBEiTh 3alipHUN KpaH y HEHTpaidbHE TOJOKEHHS, 00 3a0e3MeYnTH 3alOBHCHHS
KOHTPACTOM.

3akpuiiTe 3amipHUN KpaH Ha CTEHT-CUCTE€MI ; BHJANIThb 3 TMPUCTPOIO  JUIS
PO3TyBaHHS/IINPHIIA BCE TTOBITPA.

[ToBTOpIO¥iTE KPOKHM 5—7, TOKU HE BUTHCHITHCA BCe MOBITps. He BukopucToByiiTe BUpiO y
pasi HassBHOCTI MTyXUPLIB MOBITPSI.

S0 BUKOPUCTOBYBABCS INMPHL, MiA'€qHANTe MIATOTOBICHUM MPUCTPIA IS
PO3JIyBaHHs /10 3aMipPHOTO KpaHy.

Binkpuiite 3anipHuil KpaH Ha CTEHT-CUTEMH.

3anuiuTe y HeUTpaibHOMY MOJIO0XKEHHI.

ist '
I[, _ 3I'TIHO 3 OPUT'THAJIOX¥
[TigroTyiiTe Micle CyIMHHOIQ_ JOCTYIy BIAIIOBLIHO IO CTaHIapRP
YTKA., Jupéxkrop Hlunmakin Aj
[IpoBeniTh MOTEPEAHIO MUJIATAII0 YPaKEHOI NUISTHKW/CyInHH 0a
po3mipy.

30epiraiite HEUTPANBHUN TUCK Y MPUCTPOI IJIs PO3AyBaHHs, ITiI'€IHAHOMS
JIOCTaBKH CTEHTY.
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4. 3aBaHTaXTE€ CHUCTEMY JOCTAaBKM CTCHTY Ha MPOKCHMAaNbHY YacTUHY IPOBIIHUKA,
YTPUMYIOUH ITPOBIJHHUK Ha Miclli B 00J1aCTi HIJILOBOTO MATOJOTIYHOTO BOTHUIIA.

5. [ToBHICTIO BiIKpHWIATE TEMOCTATHYHUH KJIallaH, MO OOepTaeThes, Uil 3a0e3TMeUCHHS
JIETKOTO MIEPEMIIIEHHS CTCHTY Ta MONEPE/HPKCHHS MOIIKOHKCHHS CTEHTY.

6. OO0epeXxHO MPOCYHBTE CHCTEMY JIOCTaBKH CTEHTY B PO3'€M HAlpaBisIOuoro KareTepa.
Crexre 3a THM, II00 MPOKCUMAaIbHA YaCTUHA CTEPIKHS 3aluIIaiacs npsmoro. Ilepmr Hix
IPOCYBaTH CHUCTEMY JIOCTaBKH CTEHTY B KOpDOHApHY apTepilo, IepeKoHauTecs Yy
CTaOUIbHOCTI HAIPABIIAIOYOTO KaTeTepa.

Ipumirka. SIKmo 10 BHUXOMY CTEHTY 3 HaNpaBIsAIOYOro KareTepa Big4yBaeTbCs
HEe3BUYHMH OTIip, HE MPHUKJIIANTEe CHITy Ui Horo npocyBanHs. Ormip Moke BKa3yBaTH Ha
HasBHICTb MpoOJeMH, 1 NPHUKIAAAHHSA HAIMIPHOI CHIM MOXE MPHU3BECTH [0
MOIIKO/PKEHHSI CTEHTY a00 3MIIIEHHSI CTEHTY BITHOCHO OaJioHy. Y TPUMYIOUYH MPOBITHUK
Ha Miclli B JUIAHII NaTOJIOTIYHOTO BOTHHMINA, BHUJAIITh CHCTEMY JOCTaBKH CTEHTY 1
HAIpaBJSFOUUI KaTeTep SIK €IUHE IIiJe.

7. IIpocyHbTe cucTteMy JOCTaBKM CTEHTY IO MPOBIIHUKY 10 LIIbOBOI JUISHKU YpaXKCHHs
i TPSMUM PEHTTCHOCKOMIYHUM KOHTPOJIEM. Y SKOCTI KOHTPOJBHUX OpPIEHTHPIB
BUKOPHUCTOBYHTE MNpPOKCUMAIBHUI 1 AMCTAJIbHUN PEHTI€HOKOHTPACTHI MapKepu Ha
6arnoni. [ToBHICTIO 3aKpUITE BCIO ypaXeHY IUISHKY Ta 00JacTh, pO3MIMpEeHYy OaloHOM.
CTeHT NOBMHEH Yy [JOCTaTHIH Mipl TEpeKpUBATH 3/J0pPOBY YACTHHY CYyJIUHH
MPOKCUMAJIBHIIIE Ta IUCTANbHINIE IUISHKA ypaKeHHsS. SIKIIO CTEHT pO3TallOBaHHUN
HEONTHUMAJILHO, HOro cliJi 00epexHO pEeno3ullioHyBaTh ab0 BHUAATUTH (TaKOX JMB.
«3amobikHi 3axomm», po3ain 6.4 «BupganeHHS CHUCTEMH CTEHTY — 10 PO3KPHTTS»).
BuyTpimHi kpai MapkepHHX CTPIYOK MMO3HAYarOTh Kpai CTEHTY Ta Iuiedi Oanony. CTeHT
HE CIiJi pO3KPHBATH, SKIIO BiH BCTAHOBJICHWH HENPAaBHJIBHO B IIOBOMY CEIMEHTI
YPaXKE€HOI CyIMHMU.

Ipumirka. Skmo B Oyap-skvii MOMEHT [0 IMIUIAHTallii CTEHTY MPH MPOXOKEHHI
MATOJIOTIYHOTO BOTHHINA BiTYYBAE€THCS HE3BUYHUH OIIp, CHCTEMY JOCTaBKH CTEHTY Ta
HAIPaBISIIOYMIl KaTeTep HEOOXIiJHO BHIAJIHMTH SIK €IUHE Iiie (TakoXK IMB. «3amo0ixHi
3axoau», po3ain 6.4 «Bumanenus crent-cuctemu Promus Elite — 10 poskputrsy).
Bunaneny crent-cucremu Promus Elite HemoxHa BUKOPUCTOBYBATH MTOBTOPHO.

8. JIOCTaTHRO WIUIBHO 3aTATHITH T€MOCTATHUHUI KiamaH, 1o obepTaeThcs. Temep CTEHT
TOTOBHM 10 PO3KPUTTSL.

10.3.5 Ilpoueaypa po3KpuTTs
Kpox  lin

1. Po3ayiite cucremy NOCTaBKM Al PO3KPUTTS CTEHTY MiJ MIHIMaJbHUM THCKOM 11 atm
(1117 xIla). bimpmmii THCK MOXe 3HAMOOWTHCS I 3a0€3MEUCHHS OILEINERN
NOPUJISITAaHHS CTEHTY JI0 CTiHKM apTepii. 3rifHO 13 3arajJbHONPHHHATGH
3a3BHYal BHKOpHCTOByeTBcBEJ'ﬂ[H@ﬁ3 1P HEI@AM

L, S
OTpUMATH BHYTPIIIHIN JiaMeTp €FCHTY, SIKHH Ip 3H0 B 1,1 p AR

NUCTAJILHOI YaCTUHU BI1IIIOBIIH QK(HH’Ta M[llal ¥

4,00 mM (mauB. Tabmumi 11.1 ta 11.2). :

2. [MigrpumyiiTe THCK s po3ayBaHHS TpoTsroM 15-30 cexyHA Ui TIOBHOTO PO3KPHUTTS
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Kpox
1.

CTEHTY.

3nyiite 6agoH, CTBOPIOIOYM HETaTUBHUM THUCK MPHUCTPOEM IS PO3AYBAaHHS JOKU OajioH
MOBHICTIO HE 31y€eThes. [lepin HK BHIAISATH CHCTEMY JIOCTAaBKH CTEHTY IEepeKOHanTecs,
110 OaJIoH MOBHICTIO 3AyTUH. {711 34yTTs OLIBIINX Ta JOBIIMX OaOHIB MOTPIOHO OibIIIe
4acy, HDK JUId MEHIIMX Ta KOpPOTIIHX OanoHiB. Yac 3myBaHHS cTaHOBUTH < 30 CEKyHJ.
[lepen BUpaneHHSM CUCTEMH JOCTABKU CTEHTY CIiJ Bi3yaJbHO MPOKOHTPOJIOBATH MOBHE
30yTTs OAJIOHY 3a JOMOMOTOI0 PEHTTEHOCKOMI].

[lepeBipTe TONOXKEHHS Ta PO3KPUTTA CTEHTY CTAaHAAPTHUMHU aHriorpadiyHUMHU
MeTogaMu. Jlas OTpUMaHHS ONTHUMAIbHHX pPE3YJIbTATIiB CTCHT IOBHHEH IIOBHICTIO
3aKpUBATH BECh CTEHO30BAaHUI CerMeHT apTepii. POKPUTTS CTEHTY CIIiJl MPOBOAUTHU TiJ
PEHTICHOCKOIIIYHIM KOHTpPOJIEM, 100 MPaBWIBHO OIIIHUTH ONTUMAIBHUN JiaMeTp
PO3KPUTOrO CTEHTY HOPIBHSIHO 3 IIaMETPOM MTPOKCUMAIILHOT Ta JUCTATBHOT AUISTHKHU(-0K)
KOpoHapHOi aptepii. s onTUManbHOTO PO3KPHUTTS MOTPIOHO, MO0 CTEHT IOBHICTIO
KOHTAKTyBaB 31 CTIHKOIO apTepii.

SIKIO po3TanryBaHHS/NPWIATaHHA CTEHTY BHUMAarae OITHMi3allii, NOBTOPHO BBEAIThH
0aJOH CHCTEMH JOCTaBKH CTEHTy a0o IHIMK OaJlOHHWH KaTeTep BHCOKOTO THCKY
BIJIIIOBITHOIO PO3MIpy B 00JacTh CTEHTYBaHHs 3a JIOIOMOIOI0 CTaHAAPTHUX METOJIUK
AHT1OTIACTHKH.

Poznyiite 6amoH 10 HEOOXIAHOrO THCKY IMiJi PEHTTEHOCKOMIYHUM KOHTpOJIEM (JIUB.
MapKyBaHHS BHpoOy Ta/a00 Tabmuiii 11.1 Ta 11.2 31 3HAUESHHSIMH MiIATIMBOCTI OAJIOHY).
3nyiire GanoH. Ilepmr HiXXK BUIANATH CUCTEMY JOCTaBKH CTEHTY IEpEeKOHaWTecs, IO
OaJIOH MOBHICTIO 3MyTHid. JIJIsg 3MyTTS OUTBIIMX Ta JAOBIIUX OAJOHIB MOTPIOHO OinbIine
Yacy, HDK JUIS MEHIIMX Ta KOpoTmux OayoHiB. Yac 3ayBaHHs cTaHOBHTH < 30 CEKyH/I.
[Tepen BumajIeHHSIM CUCTEMH JIOCTaBKH CTEHTY CIIiJ] Bi3yadbHO MPOKOHTPOIIOBATH IIOBHE
31yTTs OAIOHY 32 JIOTIOMOTOK0 PEHTI'C€HOCKOITIi.

SIKImIo JUTst 3aKpUTTS ypaskeHOi AUISHKKA Ta 00JacTi, po3IMIUpPEeHoi OaloHOM, HEOOXiTHO
nekimpka creHt-cucteM Promus Elite, 1mo0 yHHKHYTH pecTeHO3y MPOMIXKY Mix
CTEHTaMH PEKOMEH/YEThCS 3a0€3MeYNTH JOCTATHE HAKJIAJCHHS CTEHTIB OJMH HAa OJTHOTO.
Jlns 3abe3nedyeHHs BiJCYTHOCTI 3a30piB MIK CTEHTaMU MapKepHI CTPIYKHM Ha OaJioHi
apyroro creHT-cuctemu Promus Elite mepen #oro BcraHOBJIEHHSIM MOBUHHI 3HAXOAUTHCS
BCEPEIMHI BXKE PO3KPUTOTO CTEHTY.

Tis JInpekrop Iunaxin A §

Iepir HDX BHAAIATH CHCTEMY HOCTABKH IEPCKOHAN ROSSIE
Jlist 3nyTTs OUIBIIMX Ta JOBIIUX OajOHIB MOTPIOHO OW i1 1’*
KOpoTmHX OanoHiB. Yac 31yBanHs cTaHOBUTD < 30 cexyHRabepen b
JIOCTaBKM CTEHTY CIifl Bi3yalbHO IPOKOHTPONIOBATH IIOBHE 31yITS OaloHy 3a
JIOTIOMOTOX0 PEHTT€HOCKOTTII.

[ToBHICTIO BIIKpUNTE TEMOCTATHYHHN KJIamaH, Mo 00epTaeThCsl.

Bunanite cucreMy JOCTaBKM, YTPUMYIOUM MpPOBIJHMK Ha Micli Ta 30epirarouu
MIPHUCTPOEM JUTSI PO3TyBaHHS HETATUBHUH THCK.

IToBTopiTh aHriorpadito, mod OIHUTH CTaH CTEHTOBAHOI IUISHKH. SIKIIO OTpUMaHe
PO3KPHUTTS HEJIOCTATHE, TIOBTOPHO BBEAITH BUXITHHUI KaTeTep /IS JTIOCTaBKH CTEHTY a0o
1HIINI OaNOHHMIA KaTeTep 3 BIAMOBIAHUM JlilaMeTpoM OaJloHy, 1100 3a0e3MeUnTH HaJIeKHE

20



MPWIATAHHS CTEHTY JI0 CTIHKH CYIUHU.

10.4 IunaTanis CTEeHTOBAHUX CErMEHTIB IicJIsl PO3KPUTTS CTEHTY

3ano6ixxuuii 3axig. He po3mmproiite cTeHT OLIbIle, Hi’K BKA3aHO HUKYE B TAOJHIII.

Hominaabuuii niamerp crenrty (B/I) Mexi po3mupenns (BA)*
2,25 MM 2,75 MM
2,50 Mmm — 2,75 MM 3,50 Mm
3,00 mm — 3,50 MM 4,25 mm
4,00 mm 5,75 mMm

* MakcuMaJIbHU BHYTPILIHINA JiaMeTp CTEHTY.

Crain nmoknactu BCiX 3ycwib, OO CTEHT OyB PO3KpUTHH Yy doCTaTHIM Mipi. SIKmo posmipy
PO3KPUTOrO CTEHTY BCE 1€ HE BHCTAyae Ul BIAMOBITHOCTI JiaMeTpy CYIAMHU a00 MpPUIISITaHHS [0
CTIHKH CYIWHHM HETOBHE, JUISI PO3KPUTTS CTEHTY MOXE BUKOPUCTOBYBATHCS OaloH OLIBIIOrO
po3mipy. CTeHT MOxke OyTH PO3KPUTHH 3a JOMNOMOrOI0 HHU3BKOIPO(DIILHOIO OAJOHHOIO KaTeTepy
BHCOKOTO THCKY. SIKIIO I1eé HEOOXiHO, Y CTCHTOBaHHMH CErMEHT MO)KHa 3 OOEPEKHICTIO BBECTH
IPOBIJHHUK, 1110 BUIIAB, AJIS TOrO 100 YHUKHYTH 3MIIIEHHS CTeHTY. balloH noBuHeH nepedyBaTu 1o
LIEHTPY CTEHTY Ta HE BUXOJUTH 32 MEX1 CTEHTOBAHOI JUISIHKU. Y pa3l peCTeHO3y BCEpEANHI CTEHTY,
SIKIIO HasIBHA JOKJIQIHA 1H(POPpMAIIis TPO BUXITHUN CTEHT, BHYTPIIIHINA J1iaMeTp PO3KPUTOTO HOBOTO
CTCHTY HC TOBMHCH IICPCBHILYBATH MexXi pO3IApEHHs BI/IXII[HOFO CTEHTY. }IKmo JIOKJIaTHA

IIOBUHCH NICPCBUIIYBATHU [llaMeT% BIZIHOBIZIHOI CyAWHH.

HHO 3 OPI/IFIHA

Mpumirka. logo po3ainy 6.
MPOBiHUKA, KaTeTepa abo 0T xcHoro({rg

11.0 IHOGOPMALIA, OTPUMAHA B JOCJIIKEHHSAX IN VITR

11.1 IlignaTauBicTh cTeHT-ccTeMu Promus Elite

N

Ta6auus 11.1. CranaapTHa nigaaTiuBicTs creHT-cucreMu Promus Elite

Tuck BHyTpimHiii tiamerp crenty (Mm)
at™ — klla 2,25 2,50 2,75 3,00 3,50 4,00
8-814 2,29 2,50 2,72 3,24 3,72
9-910 2,13 2,37 2,58 2,81 3,34 3,81
10-1014 2,19 2,43 2,65 2,88 3,43 3,89
11-1117 Hominansauii| 2,24 2,50 2,72 2,95 3,51 3,96
12-1213 2,29 2,55 2,78 3,01 3,58 4,02
13-1317 2,34 2,60 2,84 3,06 3,63 4,08
14-1420 2,38 2,65 2,89 3,10 3,68 4,13
15-1517 2,42 2,68 2,93 3,14 3,73 4,17
16-1620* 2,45 2,72 2,96 3,17 3,77 4,21
17-1724 2,47 2,75 2,99 3,20 3,81 4,25
18-1827* 2,50 2,77 3,03 3,24 3,85 4,30
19-1924 2,52 2,80 3,06 3,28 3,91 4,36
20-2027 2,55 2,83 3,09 3,32 3,97 4,43
21-2130 2,57 2,87 313 1T
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Tuck BuyTpimHiii niamerp crenty (Mm)
atm — klla 2,25 2,50 2,75 3,00 3,50 4,00
222227 2,60 2,90 3,17

*PO3PAXOBAHUU TUCK PO3PUBY. HE I[MEPEBUIIIYBATH.
Howminaneuuii tuck = 11 atm — 1117 xIla

Ta6auus 11.2. CranaapTHa nigaatiuBicTs creHT-cucreMu Promus Elite

Tuck 3oBHiIHIl AiaMeTp cTeHTy (MM)

atm — klla 2,25 2,50 2,75 3,00 3,50 4,00
8-814 2,48 2,69 2,91 3,43 3,92
9-910 2,32 2,56 2,77 3,00 3,53 4,01
10-1014 2,38 2,62 2,84 3,07 3,62 4,09
11-1117  |HowminanpHmii| 2,43 2,69 2,91 3,14 3,70 4,16
12-1213 2,48 2,74 2,97 3,20 3,77 4,22
13-1317 2,53 2,79 3,03 3,25 3,82 4,28
14-1420 2,57 2,84 3,08 3,29 3,87 4,33
15-1517 2,61 2,87 3,12 3,33 3,92 4,37
16-1620* 2,64 2,91 3,15 3,36 3,96 4,41
17-1724 2,66 2,94 3,18 3,39 4,00 4,45
18-1827* 2,69 2,96 3,22 3,43 4,04 4,50
19-1924 2,71 2,99 3,25 3,47 4,10 4,56
202027 2,74 3,02 3,28 3,51 4,16 4,63
21-2130 2,76 3,06 3,32

222227 2,79 3,09 3,36

* PO3PAXOBAHUNIU TUCK PO3PHBY. HE ITEPEBUILIYBATH.
Homiunaneanmii Tuck = 11 atm — 1117 lla

12.0 KJITHIYHI JOCJIKEHHSA

OcHoBHa iH(poOpMarlis 3 Oe3neku Ta edekTHBHOCTI creHT-cucteMd Promus Elite otpumana 3
MDKHapOAHOI mporpamu KiiHiuHUX Aochimpkeds PLATINUM, mo Bkiaouae cepiro KIIHIYHUX
JOCIIDKeHb, TpoBefeHnx s creHT-cucteM PROMUS Element. V' crenr-cutemax PROMUS
Element ta Promus Elite BUKOpUCTOBYETBCS OJHAKOBHIA CIUIAB IUIATHMHH 3 XPOMOM 1 OJJHAKOBE
nokputts 3 PVDF-HFP 3 eBepoiimMycoM, 3aBIsIKM 4OMY y LIUX CTEHTIB CIIOCTEPIraroThCsl MOIOHI
KIHETUYHI KpUBI BHMBUIBHEHHS JIIKapCchKOro 3aco0y. bepyum no0 yBarum momiOHICTh MIXK CTEHT-
cutemamu PROMUS Element ta Promus Elite i nomatkoBy iHdopmaliito, OTpuMaHy B
71a00paTOpPHUX yMOBax 1 JOCHIKEHHSIX Ha TBapUHAX, MOXKHA 3pOOMTH BHCHOBOK, 1110 PE3YyIbTaTH
KIiHIYHUX JociikeHb 3 nporpamu PLATINUM MoxyTe OyTH 3aCTOCOBHI /10 CTEHT-CUCTEMHU
Promus Elite.

FAPAHTEL - 3" THO 3 OPUT'THAJIO / o

o
Kommnanis Boston Scientific Corporatipa(BSC) rapantye QSR
JIaHOT'O iHCTpWCHTZf%H@IﬁEA&QﬂTﬁMé% mEihdey: !
CKAaCOBYE€ BCi iHIII rapaHTii, 10 He BUKJIAJeHi B IIbOM \1 I
yBa3i 3riziHo i3 3aKoHOM 200 iHINMM YHHOM, BKJIIOYAION
MOK/IMBI TapanTii, 0 CTOCYIOTHCS TOBAPHOI SIKOCTi A6 :

neBHoi MeTH. [1oBoXeHHs, 30epiraHHs, OUHILEHHS Ta CTePHITi3ali ST afo]

1HITII YMHHUKY, TOB'S3aHI 3 TAIlIEHTOM, J1arHO30M, JIIKYBaHHSAM, XIPYpPriYHUMHU TPOIETypaMH Ta
IHIIMMU oOCTaBMHaMH, sKi mHepedyBaloTh mo3a KoHTposieM Kkommadii BSC, 6e3mocepennbo
BIJIMBAIOTh HA IHCTPYMEHT 1 pe3yjbTaTH HOro BUKOpPUCTaHHA. 3000B'13anHs kommnaHii BSC 3rigHo
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kseniya
Выделение


3 €0 TapaHTIEI0 OOMEXYIOThCSI PEMOHTOM a00 3aMiHOIO 1boro iHCTpyMeHTy. Komnanis BSC ne
Hece BIAMOBINATHHOCTI 332 OyIb-SKHWIl BHUITAJKOBUN ab0 HENpsMHil 30MTOK, TOUIKOKEHHS abo
BUTpPATH, MPSMO YH OIMOCEPEAKOBAHO IMOB'S3aHI 3 BUKOPUCTAHHIM IBOro iHCTpymMeHTy. KomnaHis
BSC ne OGepe Ha cebe Ta HE YIOBHOBaXYe SIKy-HEOyab iHITY 0co0y Opatu Ha cebe Bij 11 iMEHi ITt0
BIAMOBIZAJBHICT, a00 IHINI JOJATKOBI 3000B's3aHHA a00 BIANOBINAJBHICTH, IIOB’SI3aHI 13
3acTocyBaHHAM Iboro iHCTpymMeHTY. Kommawis BSC He Hece :koaHOi BigmoBimajabHocTi 3a
NMOBTOPHO BUKOPHUCTAHi, IOBTOPHO 00p00JieHi 200 MOBTOPHO CTEPUJIi30BaAHI iHCTPYMEHTH Ta
He HAJa€ MO0 TAKHX IiHCTPYMEHTIB JKOAHMX TrapaHTiii, IBHUX a00 mnepeadavyyBaHMX,
BKJIIOYAIOYH, aJjle He OOMEXKYH4YHCh, TAPaHTii TOBAPHOr0 CTAaHY Ta NPUAATHOCTI JIs
JAOCSITHEHHS MIEBHOT METH.
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PLATINUM China: A Prospective, Randomized
Investigation of the Platinum Chromium Everolimus-
Eluting Stent in De Novo Coronary Artery Lesions

Runlin Gao,"" mp, Yaling Han,? wp, Yuejin Yang,' mp, Jian Zhang,® mp, Yuging Hou,* v,
Haichang Wang,’ vp, Hui Li,® mp, Quan Fang,” mp, Bo Yu,® mpo, Bo Xu,' mp,
Dominic J. Allocco,’ mp, and Keith D. Dawkins,® mp

Objectives: The PLATINUM China clinical trial evaluated the safety and effectiveness
of the thin-strut, everolimus-eluting, platinum-chromium PROMUS™ Element™ stent
(PtCr-EES) (Boston Scientific, Marlborough, MA) for the treatment of patients in
China. Background: Clinical outcomes from the PiCr-EES have not been evaluated in
patients from China, nor has it been directly compared with the second-generation
stainless steel paclitaxel-eluting TAXUS Liberté stent (PES) in a randomized head-to-
head trial. Methods ‘In this prospective, multicenter, single-blind, superiority trial,
patients with a single de novo atherosclerotic coronary artery lesion were randomized
1:3 to receive either the PES or PtCr-EES. The primary endpoint was in-stent late loss
at 9 months. Results: Among 127 PES and 373 PiCr-EES patients (71.2% male; mean
age 57.3 years), the primary endpoint of 9-month in-stent late loss was 0.40 + 0.45mm
for PES versus 0.11 £ 0.36 mm for PtCr-EES (P <0.001). In-stent % diameter stenosis
was 22.20+16.00% for PES versus 11.06+13.86% for PtCr-EES (P<0.001) at 9 months.
The 1-year rate of death/MI was 1.6% (2/127) for PES versus 0% (0/371) for PtCr-EES
(P=0.06) and target vessel revascularization was 4.7% (6/127) for PES versus 2.7% (10/
371) for PtCr-EES (P=0.26). No stent thromboses occurred at12 months in either group.
Conclusions: In the largest prospective angiographic evaluation conducted to date
with this stent, the PROMUS Element PtCr-EES was superior to the TAXUS Liberté PES
for the primary endpoint of late loss at 9 months, with low rates of clinical events at 1
year. Clinical follow-up will continue to 2 years. © 2015 Wiley Periodicals, Inc.

Key words: drug-eluting stents; everolimus; paclitaxel; platinum chromium; coronary
artery disease; randomized controlled trial
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INTRODUCTION

The thin-strut, platinum chromium PROMUS™ Ele-
ment™ everolimus-eluting stent (PtCr-EES) (Boston
Scientific, Marlborough, MA) uses the same perma-
nent, biocompatible, inert fluorocopolymer and antipro-
liferative _agent [1] as the original Xience V/
PROMUS™ cobalt chromium, everolimus-eluting stent
(CoCr-EES), but has a modified scaffold designed to
provide improved deliverability, vessel conformability,
side-branch access, radiopacity, radial strength, and
fracture resistance [2,3].

PROMUS Element PtCr-EES was granted CE-Mark
in 2009 and received FDA approval in 2011 based on
the results from the PLATINUM clinical trial program
[4-7], which demonstrated comparable clinical event
rates and significantly lower rates of bail-out stenting
and incomplete stent apposition compared with the
predicate cobalt chromium stent (CoCr-EES; Xience
V/PROMUS, Abbott Laboratories, Abbott Park, IL,
USA). In addition, the PROMUS Element PtCr-EES
has also been shown to produce significantly less ves-
sel straightening following stenting compared with the
CoCr-EES [8]. However, clinical outcomes from this
stent have not been evaluated in patients from China,
nor has the PtCr-EES been directly compared with the
second-generation stainless steel paclitaxel-eluting
TAXUS Liberté stent (PES). The objective of the
PLATINUM China substudy of the PLATINUM clini-
cal trial program was to evaluate the safety and effec-
tiveness of the thin-strut, everolimus-eluting, platinum-
chromium for the treatment of patients in China.

MATERIALS AND METHODS
Study Design

This was a prospective, multicenter, randomized-
controlled, single-blind, superiority trial that enrolled
500 patients at 15 sites in China (see Supporting Infor-
mation). The study was conducted in accordance with
the principles of the Declaration of Helsinki and was
approved by the Institutional Review Board or Ethics
Committee at each participating center, as well as all
local or national required regulatory bodies. All eligi-
ble patients provided informed, written consent. This
study was sponsored by Boston Scientific Corporation
(Marlborough, MA) and is registered with clinical-
trials.gov under the identifier NCT01285999.

Eligible patients were randomized 3:1 to receive ei-
ther the test device (PtCr-EES) or the control PES de-
vice (TAXUS Liberté Paclitaxel-Eluting Coronary
Stent System, Boston Scientific Co
ough. MA). Randomization was qtr:ﬁﬁ ﬂ?&
and by the presence of diabeles. Angiogy; phy was per-

I/IeKQ
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formed at baseline and at 9-months post-procedure.
Clinical follow-up was scheduled for 1, 6, 9, 12, and
24 months. The primary endpoint of the trial was in-
stent late loss as measured by quantitative coronary an-
giography (QCA) at 9 months in the intent-to-treat
population; secondary endpoints included the rates of
death, MI, revascularization, target vessel/lesion fail-
ure, stent thrombosis, binary restenosis, diameter steno-
sis, and technical success (defined as successful
delivery and deployment of the study stent to the target
vessel without balloon rupture or stent embolization).

Subject Selection, Procedure, and Follow up

Patients aged 18 to 75 years with stable or unstable
angina pectoris or documented silent ischemia were eli-
gible for enrollment. Angiographic eligibility criteria
included a single de novo target lesion <38 mm (by vis-
ual estimate) capable of being covered with a single
study stent and located in a native coronary artery with a
visually estimated reference vessel diameter >2.50 mm
to <4.00 mm. Principal clinical exclusion criteria
included acute myocardial infarction; known left ven-
tricular ejection fraction <30%, prior or planned organ
transplant; recent or scheduled chemotherapy; autoim-
mune disease or use of immunosuppressive therapy;
stroke or transient ischemic attack within 6 months or
any permanent neurologic defect; target vessel treatment
with atherectomy, laser, or cutting balloon before stent
placement; any planned percutaneous coronary interven-
tion or coronary artery bypass graft after the index pro-
cedure; previous treatment with intracoronary
brachytherapy; pregnancy/nursing; or any comorbidity
that might affect protocol-mandated medical therapy
regimens (e.g., liver disease, low platelet count, etc) or
reduced life expectancy to <12 months. Angiographic
exclusion criteria included ostial, left main or bifurca-
tion lesion location, or lesion location in a region of ex-
cessive tortuosity, angulation, or calcification.

One target lesion per patient (defined during the
angiographic procedure) was permitted per patient;
stenting of nontarget lesions was not permitted. Multi-
ple focal stenoses were considered as a single lesion if
they could be completely covered with one stent. Bal-
loon catheter pre-dilatation was required and no
planned staged procedures were allowed after the index
procedure.

Patients were treated with perigc
cylic acid (ASA) >300 mg ap ,¢~ o dma d-).w, o
>300 mg clopldogrel (unless n?‘ s %

req
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500 patients at 15 clinical sites
1 de novo lesion native coronary artery target lesion
Reference vessel diameter 2.5 to £4.00 mm
Lesion length <38 mm

I
Randomized 1:3
Stratified by diabetes and study site

PES J_'

(N=127) [

(N=373)

PtCr-EES |

No 9-mo f/u (N=2) |

Withdrew ronsent: 1
Missed 9-mo visit: 1

9-Month Clinical Follow-up
or Death
99.5% (371/373)
]

| 9-Month Clinical Follow-up
or Death
100.0% (127/127)
+

9-Month Angio Foilow-up
90.6% (115/127)

9-Month Angio Follow-up
88.2% (329/373)

No 12-mo ffu (N=1)
Missed 12-mo vislt: 1

12-Month Clinical Folow-up
or Death
99.5% (371/373)

12-Month Clinical Follow-up
or Death
100.0% (127/127)

Fig. 1. PLATINUM China trial design and patient disposition.
PES = paclitaxel-eluting stent; PtCr-EES = platinum chromium
everolimus-eluting stent.

procedure. Post-procedure, patients were to be treated
with ASA (100mg, daily) indefinitely, and clopidogrel
(75 mg, daily) for at least 6 months, with continuation
to at least 12 months in patients not considered at high
risk of bleeding, and indefinitely at the discretion of
the treating physician.

All events were 100% source-data-verified by clini-
cal monitors on site. All death, myocardial infarction
(MI), target vessel revascularization (TVR), and stent
thrombosis events were adjudicated by an independent
clinical events committee (CEC) blinded to study stent
assignment. In addition, an independent data safety and
monitoring committee evaluated all reported and adju-
dicated adverse events. Angiographic data were ana-
lyzed by an independent core angiographic laboratory
(CardioVascular Institute at Beth Israel Deaconess
Medical Center, Boston, MA).

Statistical Methods

Catheterization and Cardiovaseular Interventions DOL 10.1002/ced,

1 : eRoRhAA R

3TITHO 3 OEWETHANON
The expected value for the primary e i i ﬁzm 150, therg Wi
stent late loss at 9 months was 0.35 mﬂymiﬂio S mﬂi A i

0.14 mm for PICr-EES. Assuming a common smrgﬁfb,Hiéti%‘:bBWFi%ﬂOM

deviation of 0.54 mm and allowing for a 20% expected
rate of attrition (due to the need for angiographic fol-
low-up), enrolling 500 patients (125 PES and 375
PtCr-EES) would result in a statistical power of 91%
with a two-sided alpha level of 5%. A two-sided Stu-
dent ¢ test was used to compare mean in-stent late loss
between groups at 9 months (i.e., the primary end-
point). Additional data are provided as percent (n/N) or
means + standard deviations and compared using the
chi-square test or Fisher’s exact test, as appropriate.
All analyses were performed on an intent-to-treat basis,
which includes all enrolled patients who provided
informed written consent, regardless of whether a study
stent was implanted.

RESULTS

Patient Disposition, Baseline, and Procedural
Characteristics

A total of 500 patients were enrolled and random-
ized to either PES (n=127) or PtCr-EES (n=373)
from 24 January 2011 to 30 March 2012. One (0.3%)
patient in the PtCr-EES arm did not receive a study
stent and had one non-study stent implanted; all
patients in the PES amm received a study stent. The
rate of 9-month clinical follow-up was 99.6% (Fig. 1),
one patient in the PtCr-EES arm withdrew consent and
one missed the 9-month visit. At 1 year, clinical
follow-up or death was 100% (127/127) for PES and
99.5% (371/373) for PtCr-EES, where | patient again
missed the l-year visit. Baseline patient characteristics
were not significantly different between groups (Table
I). Overall, patients were predominantly male, with
more than a third current smokers and ~20% with
medically treated diabetes.

Clinical procedural success, defined as mean lesion
percent diameter stenosis <30% and TIMI-3 flow
without the occurrence of in-hospital MI, TVR, or car-
diac death, was 100% in each group. Technical success
was 99.2% (131/132) for PES and 99.5% (384/386) for
PtCr-EES (P =1.00). In the PES group, stent delivery
failed due to device malfunction in 1 patient (shaft
damage/rupture in the stent delivery system) and in the
PtCr-EES group, stent delivery failed in two patients
due to inability to cross the lesion. Significantly more
in the

left anterior descending artery (59.8 Zesitistis
PICr-EES; P=0.01), and there y@rGEnf
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TABLE I. Baseline Demographics and Clinical Characteristics
PES (N=127) PtCr-EES (N = 373) P value

Male 69.3% (88/127) 71.8% (268/373) 0.58
Age (yr) (min, max) 57.55+9.50 (127) (29.00, 74.00) 57.12+9.90 (373) (25.00, 75.00) 0.67
Current smoker 37.0% (47/127) 37.9% (141/372) 0.86
Diabetes treated with medication 20.5% (26/127) 20.1% (75/373) 0.93

Insulin-treated 7.9% (10/127) 8.0% (30/373) 0.95
Hyperlipidemia® 28.9% (35/121) 30.7% (110/358) 0.7t
Hypertension® 56.0% (70/125) 57.0% (212/372) 0.85
Stable angina 15.9% (20/126) 17.9% (66/369) 0.61
Unstable angina 81.0% (102/126) 77.0% (284/369) 0.35
No angina 3.2% (4/126) 5.1% (19/369) 0.36
Silent ischemia 10.1% (12/119) 9.1% (32/352) 0.75
Family history of CAD 12.2% (15/123) 11.2% (39/348) 0.77
Previous myocardial infarction 22.8% (29/127) 24.9% (93/373) 0.63
Chronic heart failure 7.1% (9/127) 8.0% (30/373) 0.73
NYHA classification

1 0.8% (1/127) 0.3% (1/373) 0.44°

11 3.9% (5/127) 6.4% (24/373) 0.30

I 1.6% (2/127) 1.1% (4/373) 0.65"

v 0.8% (1/127) 0.3% (1/373) 0.44"
Prior PCI 14.2% (18/127) 25.0% (93/372) 0.01
Prior CABG 0.0% (0/127) 0.5% (2/373) 1.00°
Left ventricular ejection 61.55+8.39 (124) (36.00, 84.00) 62.50 + 7.90 (357) (30.00, 83.00) 0.25

fraction (%) (min, max)
History of TIA or CVA 5.6% (7/124) 7.9% (29/367) 0.40
History of PAD 0.8% (1/126) 2.2% (8/371) 0.46"

Values are percent (n/N) or mean + standard deviation (n)(min, max).
“Requiring treatment.
PP value from swo-sided Fisher's exact test.

CABG = coronary artery bypass graft surgery; CAD = coronary artery disease; CVA = cerebrovascular accident; NYHA = New York Heart Associa-

tion; PES = paclitaxel-eluting stent; PtCr-EES = platinum chromium everolimus-eluting stent; PAD = peripheral arterial disease; TIA =

chemic attack.

Antiplatelet Medications

There were no significant differences between
groups for antiplatelet medication use at any time point
(Table III). At 9 months, nearly all patients continued
with dual antiplatelet medication use (98.4% PtCr-EES
vs. 98.9% PES; P =0.65).

Angiographic Outcomes

Immediately post-procedure, there were no signifi-
cant differences between groups in angiographic meas-
ures, including minimum lumen diameter (MLD),
mean lumen diameter, percent diameter stenosis, acute
gain, and overstretch (Table IV). However, at 9
months, the PtCr-EES was significantly superior to the
PES for the primary endpoint of in-stent late loss in
the intent-to-treat population, with an absolute differ-
ence of 0.29 mm between groups (Fig. 2 and Table
V).

In addition, at 9 months, the PtCr-EES also proved

significantly superior to the PES in ? ];zgeﬁ‘() 3 QFSPI 1&!84 .
outcomes except binary restenosis, w rlem mon- Cr- P i
Strated numerically but not sngmllc‘lmlyﬂfl\ﬁr mgw7 T
(Table IV). Minimum lumen diameter wAs mc]ﬁ?mm. o 5 m ine Pt
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transient is-

from 2.24 mm for PES to 2.52 mm for PtCr-EES, and
percent diameter stenosis was decreased from 22.20%
for PES to 11.06% for PtCr-EES at 9 months
(P <0.001 for each comparison).

Clinical Outcomes

Clinical event rates were low in both groups at the
primary endpoint of 9 months and were not signifi-
cantly different between groups; these results were sus-
tained at 12 months (Table V). At 12 months, 1 patient
in the PES group experienced a non-Q-wave MI that
was attributed to the target vessel and | patient experi-
enced a noncardiac death; no Mls or deaths occurred
in the PtCr-EES arm at 12 months. Target lesmn revas-
cularization was reported in 3. 9% (5/12; :

PEKTOPIAKCHOMWOBE () B

for Cardiovascular Angiogrig
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TABLE Il. Baseline Lesion and Procedural Characteristics
PES (N=127) PtCr-EES (N =373) P value
Target lesion vessel
Left anterior descending artery 59.8% (76/127) 46.6% (174/373) 0.01
Left circumflex artery 12.6% (16/127) 17.2% (64/373) 0.23
Right coronary artery 27.6% (35/127) 36.2% (135/373) 0.08
Left main coronary artery 0.0% (0/127) 0.0% (0/373) Undef
Reference vessel diameter (mm) 290+ 0.41(126) (1.64. 3.93) 2.86 £0.49(371) (1.79, 4.45) 0.48
(min, max)
Minimum lumen diameter (mm) 0.88 £0.36(126) (0.12, 1.86) 0.91+£0.40(371) (0.00, 2.15) 0.51
(min. max)
Percent diameter stenosis (min, max) 69.74 + 11.37(126) (45.10, 95.13) 68.61 = 12.00 (371) (34.75, 100.00) 0.36
Lesion length (mm) (min, max) 17.24 £7.36(125) (5.57, 35.83) 15.89 £6.81(372) (3.62, 35.29) 0.06
Thrombus 0.8% (1/126) 2.2% (8/372) 0.46"
Tortuosity 3.2% (4/126) 4.8% (18/372) 0.43
Calcification 23.0% (29/126) 19.9% (74/372) 0.45
Total occlusion 1.6% (2/127) 1.3% (5/373) 1.00"
Modified ACC/AHA type B2 or C 81.9% (104/127) 75.6% (282/373) 0.14
Pre-dilatation 97.6% (124/127) 97.6% (364/373) 1.00*
Post-dilatation 66.9% (85/127) 68.1% (254/373) 0.81
Maximum pressure overall (Atm) 16.80 £+ 3.30(127) (10.00, 30.00) 16.98 = 3.44(373) (7.00, 28.00) 0.61
(min, max)
Stents per patient (min, max) 1.03+0.18 (1.00, 2.00) 1.03 +0.20 (1.00, 3.00) 0.87
Multiple stents implanted 3.1% (4/127) 3.2% (12/373) 1.00"
Total nominal stent length implanted 25.57+9.62(127) (12.00, 66.00) 24.84 1 8.40(373) (12.00, 74.00) 0.41
(study and non-study stents), mm
(min, max)
Post-procedure hospital length of 3.40 £2.49(127) (1.00, 18.00) 3.34 £ 1.97(373) (1.00, 13.00) 0.77

stay (days) (min, max)

Values are percent (n/N) or mean + standard deviation (n) (min, max).
*P value from two-sided Fisher’s exact test.

PES = paclitaxel-eluting stent; PtCr-EES = platinum chromium everolimus-eluting stent; Undef = undefined.

12 months. No ARC stent thromboses occurred in ei-
ther group at 1 year (Table V).

One serious case of upper gastrointestinal tract bleed-
ing that was considered probably related to antiplatelet
therapy occurred on day 12 in the PES arm. Two other
serious bleeding events considered unrelated to the study
procedure or antiplatelet therapy occurred in the PES
arm: upper gastrointestinal bleeding on day 0 and death
due to cerebral hemorrhage on day 327. One serious
bleeding event occurred in the PtCr-EES arm: subdural
hematoma considered unrelated to study procedure or
antiplatelet therapy on day 325.

DISCUSSION

The objective of the Platinum China trial was to
verify the safety and efficacy of the PtCr-EES in
Chinese patients by comparison with the previously
approved PES. In this study, the primary endpoint of
late loss at 9 months was significantly lower with
PtCr-EES than with PES; in addition, 9-month per-
cent diameter stenosis and minimum lu

e st i i 3] BT ORHEIEANOM
were significantly improved with PtCr-EES Wersus L u orng
PES, which confirmed the efficacy of the A Lo j i ‘%[
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stent. At | year, the clinical event rates were very
low in each group, with no statistically significant
differences between groups, although a trend towards
a reduced rate of death and MI was observed with
the PtCr-EES compared to the PES. No stent
thromboses were observed in either treatment group,
as confirmed by independent Clinical Events Commit-
tee adjudication, which further verified the safety of
the evaluated stents.

The performance of the PtCr-EES stent in the Plati-
num China trial compares favorably to results from the
global pivotal Platinum WH and SV/LL trials [4,6,7].
The 1-year mortality and MI rates with the PtCr-EES
in Platinum China are among the lowest of those
observed in both randomized and all-comers trials eval-
uating the PtCr-EES, which ranged from (_je-2siés, for
mortality and O to 3.5% for MI at ?&ﬁrj}‘}lﬂt’g‘??l}a
contrast, target vessel revascularizatifn ‘rdies at | )-'E_E;r" o
in Platinum China are well withigg £, ranomseteg.0
9.2% reported in these other trials.




TABLE Illl. Antiplatelet Medication Use
PES PtCr-EES
N=127) (N=373) P value
ASA
Prior regimen or 99.2% (126/127) 100.0% (373/373) 0.25
loading dose
Hospital discharge 98.4% (125/127)  99.7% (372/373)  0.16
30 days 97.6% (124/127)  99.7% (372/373)  0.05
9 months 99.2% (126/127)  99.2% (368/371) 1.00
12 months 98.4% (124/126)  98.9% (367/371)  0.65
Clopidogrel
Prior regimen or 99.2% (126/127)  98.1% (366/373)  0.69
loading dose
Hospital discharge  100.0% (127/127)  99.7% (372/373) 1.00
30 days 100.0% (127/127)  99.2% (370/373)  0.57
9 months 99.2% (126/127)  99.7% (370/371)  0.45
12 months 89.7% (113/126)  88.9% (330/371)  0.82
ASA and Clopidogrel
Prior regimen or 98.4% (125/127)  98.1% (366/373) 1.00
loading dose
Hospital discharge 98.4% (125/127)  99.5% (371/373)  0.27
30 days 97.6% (124/127)  99.2% (370/373)  0.18
9 months 98.4% (125/127)  98.9% (367/371)  0.65
12 months 88.1% (111/126)  88.1% (327/371)  0.99

Values are percent (n/N). No patients took prasugrel or ticlopidine.
P value from two-sided Fisher’s exact test.

ASA =acetylsalicylic acid; PES = paclitaxel-eluting  stent; PtCr-
EES = platinum chromium everolimus-eluting stent.
060 P<0.001
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Fig. 2. Primary Endpoint—late loss at 9 months.

PES = paclitaxel-eluting stent; PtCr-EES = platinum chromium
everolimus-eluting stent.

The prespecified 9-month angiographic endpoint in
Platinum China provides the largest prospective angio-
graphic evaluation conducted to date with the PRO-
MUS Element stent. The 9-month in-stent late loss rate
of 0.11 £0.35 mm for PtCr-EES in Platinum China is
consistent with the rates of 0.17+0.25 mm and
0.24 +0.38 mm observed in the smaller PlatiglFP
and LONG-DES trials, respectively, which prosp&3j

Aprescopur R /A
o IRSKEOR TR AL

PLATINUM China Primary Endpoint Manuscript 721

tively evaluated 9-month angiographic outcomes in
100 and 164 patients implanted with the PtCr-EES
stent [5,12]. Minimum lumen diameter, percent diame-
ter stenosis, and binary restenosis rates were also simi-
lar in these trials [5,12], thus confirming and extending
the results of the earlier studies. The 9-month Platinum
China angiographic findings with the PtCr-EES are
also similar to or better than those seen with the predi-
cate CoCr-EES in the pivotal SPIRIT III trial, which
observed in-stent late loss of 0.16+0.41 mm at 8
months, as well as in-stent minimum lumen diameter
of 2.56 £ 0.53 mm, diameter stenosis of 5.9% + 16.4%,
and a binary restenosis rate of 2.3% [13].

Unlike the Platinum WH trial, the Platinum China
trial compared the PtCr-EES stent to the TAXUS Liberté
PES stent because the CoCr-EES Xience V stent was not
yet approved for use in China at the time of trial design.
The safety and efficacy of the PES stent were first dem-
onstrated in the pivotal ATLAS Workhorse, Small Ves-
sel, and Long Lesion studies [14,15], and the consequent
worldwide Olympia and TAXUS Liberte registries fur-
ther evaluated the stent in real-world outcomes [16—18].
Nine-month angiographic and 1-year clinical outcomes
for the PES stent from the Platinum China trial are simi-
lar to or better than results previously reported for those
studies, as well as for results with the PES stent in Chi-
nese patients from recent trials of other products in
China that have used the TAXUS Liberté PES as a com-
parator [19,20], although it should be noted that the sam-
ple size for the PES stent in the Platinum China trial is
relatively small.

Study Limitations

This study has some important limitations that
should be acknowledged. First, the single-blind design
of the study meant that investigators were aware of
treatment assignments, which could potentially contrib-
ute to bias between treatments; however, all adverse
events and angiographic measures were independently
confirmed by the CEC and angiographic core lab,
which should have minimized any such effect with
regard to clinical outcomes. Second, the study was not
powered for clinical endpoints; therefore, those results
must be interpreted with caution. Third, as described
above, the mortality and MI event rates observed in
Platinum China are low compared with similar studies
and underreporting may be a considergtinsmel
we note that all trial data were ’?ﬂ%ﬁgnbﬁfj_feﬂ '
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TABLE IV. Angiographic Outcomes

Post-procedure 9 Months
PES (N=127) PtCr-EES (N=373) P value PES (N=127) PtCr-EES (N=373) P value
Minimum lumen diameter (mm)
In-stent 2.65+0.42 (127) 2.64+0.40 (373) 0.76 224 £0.57 (115) 2.524+0.53 (329) <0.001
Analysis segment 2341048 (127) 2.324+0.47 (373) 0.60 2.07 £ 0.56 (115) 2.24 £0.52 (329) 0.003
Mean lumen diameter (mm)
In-stent 3.02+0.38 (127) 2.99+0.40 (373) 0.42 2.77+0.51 (115) 2.96+0.48 (329) <0.001
Percent diameler stenosis
In-stent 8.47 + 8.67 (127) 7.02+8.13 (373) 0.09 22.20+ 16.00 (115) 11.06 + 13.86 (329) <0.001
Analysis segment 19.84 £8.25 (127) 19.14 + 7.50 (373) 0.37 28.42+14.92 (115)  21.51=12.17 (329) <0.001
Acute gain {mm)
In-stent 1.77 £ 0.44 (126) 1.73 £0.43 (371) 0.37 — — —
Analysis segment 1.46 +0.49 (126) 1.41+£046 (371) 0.28 — —_ —
Overstretch (%) 4.90 £ 8.50 (126) 5.3148.85 (37D 0.65 — — —
Late loss (mm)
In-stent — — —_ 0.404-0.45 (115) 0.1140.36 (329) <0.001
In-segment — — — 0.27+£0.45 (115) 0.06 £ 0.36 (329) <0.001
Binary restenosis
In-stent — — — 5.2% (6/115) 2.1% (7/329) 0.11*
In-segment — — — 7.8% (9/115) 3.0% (10/329) 0.06"
Values are percent (n/N) or mean -t standard deviation (s) (min, max). Late Loss = Post-procedure minus follow-up minimum lumen diameter.
“P value from two-sided Fisher’s exact test. PES = paclitaxel-eluting stent; PtCr-EES = platinum chromium everolimus-eluting sten,
TABLE V. Major Clinical Events
9 Months I Year
PES (N=127) PtCr-EES (N =373) P value PES (N=127) PtCr-EES (N =373) P value
All Death, MI, TVR 4.0% (5/125) 2.7% (10/371) 0.55 5.5% (71/127) 2.7% (10/371) 0.16
All Death or Ml 0.8% (1/125) 0% (0/371) 0.25 1.6% (2/127) 0% (0/371) 0.06
All Death 0% (0/125) 0% (0/371) Undef 0.8% (1/127) 0% (0/371) 0.26
Cardiac Death 0% (0/125) 0% (0/371) Undef 0% (0/127) 0% (0/371) Undef
Non-Cardiac Death 0% (0/125) 0% (0/371) Undef 0.8% (1/127) 0% (0/371) 0.26
Ml 0.8% (1/125) 0% (0/371) 0.25 0.8% (1/127) 0% (0/371) 0.26
Q-wave MI 0% (0/125) 0% (0/371) Undef 0% (0/127) 0% (0/371) Undef
Non-Q-wave MI 0.8% (1/125) 0% (0/371) 0.26 0.8% (1/125) 0% (0/371) 0.26
Target Vessel 0.8% (1/125) 0% (0/371) 0.26 0.8% (1/125) 0% (0/371) 0.26
Non-Target Vessel 0% (0/125) 0% (0/371) Undef 0% (0/127) 0% (0/371) Undef
TVR, Overall 4.0% (5/125) 2.7% (10/371) 0.55 4.7% (6/127) 2.7% (10/371) 0.26
TLR, Overall 4.0% (5/125) 2.2% (8/371) 0.33 3.9% (5/127) 2.2% (8/371) 0.33
Non-TLR TVR, Overall 0% (0/125) 0.8% (3/371) 0.58 0.8% (1/127) 0.8% (3/371) 1.00
TLF 4.0% (5/125) 2.2% (8/371) 0.33 4.0% (5/126) 2.2% (8/371) 0.33
TVF 4.0% (5/125) 2.7% (10/371) 055 4.8% (6/126) 2.7% (10/371) 0.25
Cardiac Death or Ml 0.8% (1/125) 0% (0/371) 0.25 0.8% (1/126) 0% (0/371) 0.25
ARC Stent Thrombosis
Definite 0% (0/125) 0% (0/371) Undef 0% (0/126) 0% (0/371) Undef
Probable 0.0% (0/125) 0.0% (0/371) Undef 0% (0/126) 0% (0/371) Undef
Possible 0.0% (0/125) 0.0% (0/371) Undef 0% (0/126) 0% (0/371) Undef
Values are percent (n/N).
P values from two-sided Fisher’s exact test.
ARC = Academic Research Consortium; MI=myocardial infarction; non-TLR TVR =non-target lesion target vessel revascularization;

PES = paclitaxel-eluting stent; PtCr-EES = platinum chromium everolimus-eluting stent; TLF = target lesion failure (defined as uny ischemia-driven

tion; TVF =target vessel failure (defined as any ischemia-driven revascularization of the target vessel, Ml related to
death related to the target vessel); TVR = target vessel revascularization; Undef = undefined.

CONCLUSIONS

The PROMUS Element PtCr-EES was superior_to
the TAXUS Liberté PES for the primary endpoinB6iHeIsss
late loss at 9 months (P <0.001). In additiof} Jae
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cardiac deaths or stent thrombosis reported. Clinical
follow-up will continue to 2 years.
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Mepexnad
KareTepusauis i cepueBo-cyAnHHi BTpyuaHHA 85: 716-723 (2015)

PLATINUM China: npocnekTUBHe paHAOMi30OBaHe
[OCNiAXEeHHA NNaTUHOBO-XPOMOBOIO CTEHTa NOKPUTOro eBeposiMycom,
npu Bnepwe BusarneHux (De Novo) ypaxkeHHAX KOPOHAapHOI apTepii

PyHnin ['ao,1* nikap, Manin XaHr, 2* nikap, MeaxwvH Axr,1 nikap, AH XaHr,3 nikap, KOHUiHr Xoy, 4 nikap,
Xaw4aH BaH, 5 nikap, Xyei 1i, 6 nikap, LitoaHs ®aHr, 7 nikap, bo 0, 8 nikap, BO Croni, 1 nikap,
Oowminik Ox. Annokko, 9 nikap, i Keat [. Jokins, 9 nikap

Uini: Y kniniuHomy gocnigxerHi PLATINUM China ouiHioBanacs Gesneka i eeKTUBHICTb NNaTNHO-XPOMOBOro
cteHta PROMUS™ Element™ (PiCr-EES) (Boston Scientific, Mansbopo, Maccadycetc) Ana nikysaHHs
nauieHtie B Kutai. AHamHe3: KniHiuHi peaynbtatu PtCr-EES He ouiHoBanwca y nauieHTiB 3 Kutawo i He
nopisHioBanuca GeanocepeaHbo 3i ctentiB TAXUS Liberte (PES) 3 HepxaBitodoi cTani Apyroro NoKoniHHs,
enipyloTbCq  NakniTakcenoM, B PaHAOMI30BaHOMY NPsIMO-MOPIBHANBHOMY AOCRIAXEHHI. Y  UbOMy
npocrnekTVBHOMY GaraToLeHTPOBOMY OAHOCTOPOHHLOMY CRIMOMY AOCHIAXKEHHI nepesarn nauieHTn 3
OOVMHWYHAM aTepOoCKIepoTMYHMM Bhieplle BuaBneHnM (de novo) ypakeHHSM KOpOHapHOT apTtepii 6ynu
paHgomisoBaHi 1:3 ans oTpumanHa PES abo PtCr-EES. MepeuHHOW0 KiHUeBol Toukow Byna nisHa BTpaTa
CTeHTa yepes 9 micauis. PesynbTaTu: cepeg 127 nauienTis 3 PES i 373 nauienTis 3 PtCr-EES (71,2% Jonosikis,
cepegHin Bik 57,3 poKy) NEpBMHHA KiHLEBa TouKa 9-MiCcAYHOT Ni3HbOT BTPaTK cTeHTa cknana 0,40 * 0,45 mm ans
PES B nopieHsHHI 3 0,11 £ 0,36 mm gnsa PtCr-EES. (P <0,001). CTeH03 BHYTPIWHbLOIO AlaMeTpa CTEHTa CKknas
22,20 * 16,00% ana PES B nopisHsiHHI 3 11,06 * 13,86% ansa PtCr-EES (P <0,001) yepes 9 micauis. PiyHunia
piBeHb cmepTHocTi / IM cknas 1,6% (2/127) ana PES B nopiesHsAHHI 3 0% (0/371) ana PtCr-EES (P = 0,06), a
peBackynspusalis LinboBoro cyaunHn cknana 4,7% (6 / 127) ans PES. npotv 2,7% (10/371) ana PtCr-EES (P
= 0,26). Yepes 12 wmicsujB B xogHi 3 rpyn Tpombosie crteHTa He Oyro. BucHoBkn. B xoai Hanbinbwof
NPOCNEKTMBHOT aHriorpadivHoi OUiHKKA, NPOBEAEHOT Ha CbOrOAHILLHIN AeHb 3 UMM cTeHTiB, PROMUS Element
PtCr-EES nepesepwme TAXUS Liberte PES no nepeuHHIl KiHUEBi# Touli ni3Hbo! BTpaTh Yyepes 9 micsauiB 3
HU3BLKOK YACTOTOI KMiHIYHUX noaii Yyepes 1 pik. TpMBanicTe KNIHIYHOrO cnocTepexeHHs - 2 pokn. 2015 Wiley
Periodicals, Inc.

KnrouoBi cnoBa; CTeHTU 3 NikapCbkUM NOKPUTTAM, eBepoSliMyc; NakmiTakcen, naknitakcen; iwemidHa xsopoba
cepus; paH4OMI30BaHe KOHTPONbOBaHE AOCHIAKEHHS

1 BigainenHa kapaionorii, nikapHa ®y Baw, HauioHanbhwin (WaHxan, Kutai). AniHr Xaw oTpuMas focnigHi rpaHTh Big

Kutan), LEPU

LIEHTP CepLeBO-CYAMHHUX 3aXBOPIOBAHL, KUTaikcbka akagemis
MeanYHUX Hayk | MegnaHnia koneax MekiHCbKoro coloay, MNekiH,
Kutain

2 BigainexHs kapaionorii, MiBHivHa nikapHs LexbsHa, LLeHbsH,
INAoHiH, KuTtait

3 BigaineHHs «kapaionorii, MbkHapogHa cepueBo-CyAHHA
nikapHA TEDA, TsiHbLU3iHb, KuTtai

4 BiggineHHs kapaionorii, IlikapHs Haddanr [iBgeHHoro
MeAN4HOro yHiBepcuteTy, lN'yanwxoy, INyaHayH, Kutaii

5 BigaineHHs «kapgionorii, rocnitans CiusiH | YeTsepTun
BilicbKOBO-Mean4HUIA yHiBepcuTeT, CiaHb, LeHbci, KuTai

6 BiapineHHs kapaionoril, nikapHs 3arantHoro npodinko Ha
HadToBMX pogosulax JaunHa, Caepty, JaunH, XennyHussH,
Kurai

7 BipaineHHa kapaionoril, JlikapHa [MekiHCbKOro MeawndHoro
koneaxy OnioH, MNekiH, Kutai

8 BiapinenHsa xapgionorii, [pyra godipHs nikapHs XapbiHy
MeAWNYHOro yHiBepeuTeTy, XapbiH, XeinyHussiH, Kutain

9 Boston Scientific Corporation, Mans6opo, Maccauycertc,
CLLA
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Bepcil Liel cTaTTi.

KoHonikT iHTepecis: PaHniH [ao oTtpumas gocnigHi rpaHTy Big,

2015, Wiley Periodicals, Inc.

Boston Scientific, Abbott Vascular, B.Braun i MlﬁaiﬂHO 3 OPI/IFIHAJ_[ ) '?'b{"{@“a? =
. : ur!.*’ RS “: R
JAupexrop HnnaxkingAgdes
L

3rigHO 3 opuriHasiom _
Anpektop AkcboHoBa O.B.

Boston Scientific, JW Medical (laHbayH,
Medical (Mekin, Kutan) i ESSEN Technology ([MekiH, Kutaii).
Dominik k. Annokko i Kear [O. OoOKiH3 € wWTaTtHUMu
cniBpobiTHMKaMK | BonogitoTb akuisMu Boston Scientific. Bei
iHLWi aBTOPK He 3asBNAOTE NPO KOHGNIKT iHTepeciB. Platinum
China Study cnoHcopyBana i ciHaHcyBana Boston Scientific
Corporation, Manbbopo, Maccauycetc, CLUA.

*Mepegano: npod. PyHniH JAT, AOKTOp MEAMMHMX Hayk,
BiaaineHHs kapaionorii, nikapHa ®y Bai, HauioHanbHWiA LEHTp
CepLUeBO-CyAUHHMX  3axBoploBaHb, Kutaicbka — akagemis
MeanYHUX HayK | MegundHui koneax INekiHcbkoro coo3dy, Ne 167
Beilishi Road, MekiH 100037, HapogHa Pecny6bnika Kutan.
EnekTpoHHa nowra: gaorunlin@citmd.com

Haainwno 21.10.2014 poky; 3MiHM npuiAHATi 24 rpyaHa 2014
poky

DOI: 10.1002 / ccd.256859
Ony6rikoBaHo oHNaiH 29 ciyHg 2015 poky B OHnanH-6ibnioTeLi
Wiley (wileyonlinelibrary.com)

-
i

B |

a




PLATINUM China oCHOBHWH KiHUeBUW MOKa3Huk 719

BCTYN

Y TOHKOCTIHHOMY NNAaTUHOBO-XPOMOBOM cTeHTi PROMUS ™
Element ™ 3 eBeponimycom (PtCr-EES) (Boston Scientific,
Manbbopo, MaccadyceTc) BMKOPWCTOBYETbCH TOW Xe
NoCTiHWiA, BioCymiCHWIA, iHepTHUI  dTopcononiMmep i
anTinponicepatop [1], wo i B opuriHansHoMy Xience
V/PROMUS ™ kobanbT-xpomoBwi CTEHT 3
eBeponimycosum  nokputtam  (CoCr-EES), ane mae
MOAVMIKoBaHWIA KapKac, npusHadeHnd gnsa 3abeaneqeHHs
noninweHoi A0CTaBky, NpUNAraHHA CyauHW, AOCTyny A0
BiYHUX BigranyxeHb, PEeHTTEHOKOHTPACTHOCTI, pagianbHol
MiLHOCTI | onopy pyliHyBaHHi [2,3].

PROMUS Element PtCr-EES oTpumas Haropoay CE B 2009
poui i oTpumae cxBaneHHst FDA B 2011 poui Ha niacrasi
pesynbTaTiB nporpamu KniHiYHMX gocnigpxeHs PLATINUM
[4-7], aki npogeMOHCTPYBanu ik MOXHa MOPIBHATK YACTOTY
KNIHIYHUX NOAIA | 3HAYHO HWXYI NOKA3HUKM EKCTPEHOro
CTEHTYBaHHSA | HENOBHOTO HaKNAAEHHS CTEHTa, MOPIBHAHO i3
CcTeHTamu 3 npegukatHoro xpomy kobanbTy (CoCr-EES;
Xience V/ PROMUS, Abbott Laboratories, Abbott Park, IL.
CLIA). Kpim Toro, 6yno nokasaHo, wo PROMUS Element
PtCr-EES 3HayHO 3HWXYE BWMNpSAMIIEHHA CyAWH Richs
CTeHTYyBaHHA B nopisHsHHI 3 CoCr-EES [8]. OgHak kniHiuHi
pesynbTaT 3aCTOCYBaHHA LbOro CTEHTA HEe OUIHIOKTb Y
nadientis 3 Kutalo, a TakoX He NpOBOAMNOCA npaAMe
nopiBHaHHA PtCr-EES si cteHtie TAXUS Liberte (PES)
ApYroro noKoniHHA 3 HepXaeitloyoi cTani 3 NOKPUTTSM 3
naknitakceny. Metoto cybiccnegosanis PLATINUM China B
nporpami KninidHux sunpodysaHs PLATINUM 6yna ouiHka
Gesnekn i eeKTMBHOCTI TOHKOTO kapkacy, eBeposfiMyc-
esoipyloTes nnaTiHxpoma ANA NikysaHHs nauieHTis B Kurai.

MATEPIANIN TA METOOWU

Mnax gocnimkeHHa

Lle 6yno npocnekTuBHe GaraToLeHTpOBE paHOOMI3oBaHe
KOHTPONBLOBaHe oOAuHapHe cnine  AOCMigXeHHS  no
AosBeAeHH 6inbll BUCOKOT ePEKTUBHOCTI, B AKOMY B3SMK
yyacts 500 naujenTis 8 15 yeHTpax B Kutai (ave. JogaTkosy
iHdbopmaui). JocnigxeHHs NposBoaMIOcs BiGNOBIOHO A0
npuHuMnie enbCiHcbkol Aeknapauii i 6yno cxsaneHo
IHCTUTYUIOHANBbHUM KOHTPOMbHUM Pagok abo eTuYHUM
KOMITETOM B KOXHOMY Gepe yyacTb LEHTPI, a Takox Bcima
MicueBrMM abo HaLioHanbHUMKU PETYNIOYUMU OpraHamMu.
Bei BignosigHi nauieHTW Hapganu iHPOPMOBaHY NUCHMOBY
aroay. Le pocnigxenHs cnoHcopyBanoca Boston Scientific
Corporation (Mans6opo, MaccauyceTc) i 3apeecTpoBaHo Ha
cawTi clinic-trials.gov nig ineHTngikatopom NCT01285999.
BignosigHi nauieHTn 6ynu pangomisoBaHi 31 ans
oTpumanHa abo Ttectosoro npuctporw (PtCr-EES), abo
KoHTposnbHoro npuctpoio PES (TAXUS Liberte Paclitaxel-
Eluting Coronary Stent System, Boston Scientific
Corporation, Manb6opo, Maccauycetc). PaHgomisauns
6yna ctpatndikoBaHa 3a MiCLEM JOCHIAKEHHS | HASBHOCTI
AiabeTy. AHriorpacbia Oyna

3rITHC

Y3 PIETH

BMKOHaHa Ha BUXiZHOMY piBHI Ta 4epes 9 micauis nicns
npoueaypwn. KnidiyHe cnocTtepexeHHs Oyno 3annaWosaHo
Ha 1, 6, 9, 12 i 24 micAui. MepBMHHOK KIHUEBOK Toukowo
focnipkeHHs Oyna nisHs BTpaTa HCTUHKTY, BUMIpsHa 3a
[0NOMOroto KinbKicHoT koporapHoi aHriorpadii (QCA) uepes
9 wMicauie B nonynauii, Aka 3bupacTbca RiKyBaTucH:
BTOPUHHUMM  KiHLEBMMM  ToudKamMu  Bynm  NOKAa3HWMKK
cmepTHoCTi. Peackynapusauin ML, Tpom603 cTeHTa,
HeJOCTaTHICTb LiNboBOro cyauHn / nopaskw, OiHapHui
PECTeHO3, CTeHO3 aiamerpa i TexHiuHUA ycnix (skuin
BM3HAYaeTbCA SK ycnilwHa AOCTaeBka | PO3ropTaHHA
A0CIioKyBaHOro CTeHTa B LiNboBOI nocyanHy 6es pospusy
BanoHa abo embonisalii cTeHTa).

Bigbip nauieHTiB, npoueaypa i noganbuwi gii

Y pocnigXeHHs BKMioYanucs nauieHTn y Bidi Big 18 go 75
pokis 3i cTabinbHot abo HecTabinbHOW cTeHokapgaieto abo
OOKYMEHTanbHO  MigTBEPAXEHO!  «TUXOK»  iLIeMier.
AnriorpadivHi  kpuTepii  Bigbopy BKNOYaNNM  OQUHUYHY
BrepLLe BMsABNeHy Linbosy nopasky <38 Mmm (3a BidyanbHotlo
OLIiHKOI0), AKY MOXHa 6yno NOKPUTW O4HUM AOCHIAKYBaHUM
CTEHTOM | pO3TalUOBaHy B HaTMBHIA KOPOHAPHIA apTepii 3
Bi3yanbHO OUIHEHWM E€TanoHHUM AiamMeTpoM CYAUHMW Big
>2,50 MM pgo <4,00 MMm. OCHOBHI KNiHIYHI  KkpuTepii
BUKJTIHOYEHHS BKTOMann rocTpui iHpapkT miokapga; sigoma
dpakuis Bukuay nisoro wnyHodka <30%, wo nepeaye ato
nfaHoBaHa TpaHCMMaHTauis opraHy, HeAaBHA abo
3annaHoBaHa XimioTepanis; ayToiMyHHe 3axBoptoBaHHs abo
BUKOPUCTAHHA IMYHOCYNPECUBHOI Tepanii, iHcyneT abo
MUHYLLA iLemiyHa ataka npoTarom 6 micsuie abo 6yab-sakmii
CTIMKMA HeBponoriyHnA AedekT; niKyBaHHA UINbOBOro
CYOVHW 3a OOMOMOrol0 aTepekToMmis, nasep abo pixyqni
BanoHHWA kaTeTep neped ycTaHOBKOW CTeHTa; Byab-aKkui
3annaHoBaHWIA YepeslKipHe KOpOHapHe BTpyYaHHs abo
aopTOKOpOHapHe LYHTYBaHHS nicns IHOEKCHOFO
npoueaypu: MonepeaHe niKyBaHHA 3 IHTPaKOpPOHAaPHO
B6nn3bKOOKYCHOK NPOMEHEBOK Tepanieto; BariTHiCTb /
rogyBaHHs rpyabMu; abo Byab-sika CynyTHS NaTonorisa, Aka
MOXE BMNWHYTW Ha 3anpoNOHOBaHi MPOTOKONOM CXemu
MeankameHTo3Ho! Tepanii (Hanpuknag, 3axBOPKOBAHHS
MeYiHKW, HW3bKa KiNbKiCTb TpomboumTie | T. A4.) abo
CKOPOYEHHSA O4iKyBaHOT TPMBANOCTI XUTTA A0 <12 micsauiB.
KpuTepii  BUKMIOYEHHA 3 aHriorpadii  BKMOYanu
po3TawyBaHHsA rmpna, nieoro OCHOBHOIO abo
BndpypKkaumoHHOro YPaXeHHSA abo po3TallyBaHHs
ypakeHHa B 06nacTi HagmipHOT 3BMBUCTOCTI, aHrynsuii ato
Kansymdikauii.

OgHa uinboBa nopaska Ha nauieHTa (nesHe nig 4ac
aHriorpacivHoT npoueaypu) OO3BONANACS ANS KOXHOro
nauieHTa; CTEHTYBaHHSI  HEUINbOBUX  YTBOPEHb  He
[o3BonAnoca. MHOXWHHI BOrHULLEBI CTEHO3WM BBaXKanucs
OOVHWYHUM MOPasKoo, SKLWO BOHM MOMMM OyTW NOBHICTHO

rokpuTi oaHmm cteHTom. byna noTpibHa nonepegHs
annatauis 6anoHHOro kaTeTepa, i nicna  iHAEKCHOro
npoueaypu He 6yno A[03BONMIEHO HISKMX  MNAHOBUX
noeTanHux npoueayp.

MauieHTiB nikyBanu oK

NbH

aueTnncaniunnoBo KWCNoTo
posoto> 300 mr knonigorpe
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718 lMao T1a iH.

500 naujeHTiB B 15 KNiHIMHUX LEHTPax
1 ocepeaok BrnepLle BUABMNEHOI LiNboBOT MOpasku HaTUBHOT
KOpOHapHOI apTepii
KoHTponbHuiA giameTp cyamuu Big >=2,5 go <=4,00 mm
LoBxunHa nopasku <38 Mm

PaHngomizoeaHo 1:3
CtpaTtudikauia no giabety i Micus 4OCNiAXEHHS

PtCr-EES
(N=373)

PES
(N=127)

Hi 9-mic @ /y (N = 2)
BigknukaHo srogy: 1
MponyweHe BiagigyBaHHs 9 mic: 1

9-Mmica4He KriHiYHe 9-micsaYHe KniHi4He
crnocrepexeHHs abo cmepTb  CnocTepexeHHs abo cMepThb
100,0% (127/127) 99,5% (371/373)

9-MicsiuHEe CNoCTEepeXeHHs
3a aHriorpadieto
88,2 (329/373)

9-mics4HE CMOCTEPEXEHHS
3a aHriorpadieto
90,6 (115/127)

Hi12-micp /y (N=1)
MponyweHe BigBigysaHHA 12 mic: 1

12-micsuHe KiHiYHe 12-mics4He KniHiyHe
CNoCTEpPEXeHHA abo cMepTb  CroCTepeXeHHs abo cMepTb
100,0% (127/127) 99,5% (371/373)

Puc. 1. Nnan gocnipxeHna PLATINUM B Kurai | posTawyBaHHs
nauientis. PES = cTeHT, skui Buginse naknitakcen; PtCr-EES
= CTEHT 3 eBepOiMyCOBUM NOKPUTTAM i3 NNATUHK | XpoMy.

npoueaypw. flicns npouegypu nauieHTM NOBMHHI Gynn
oTpumyBaTh nikysaHHa ACK (100 wmr, wogHa) Ha
HeBU3HauyeHnA TepMin i Knonigorpenem (75 wr, wogHa)
NPOTArOM He meHLe 6 MICALB 3 NPOAOBKEHHAM He MeHLe
12 wmicauis Ans nauieHTiB, WO He BiQHOCATLCA 4O rpynut
BWCOKOTO pU3WKY KpoBOTedi, i Ge3CTpokoBo Ha poacyq
nikaps.

Bci nogii 6ynn Ha 100% niateepaxeHi BUXiAHAMMW OaHAMW
KniHiYHUMKM crnocTepiradyamu Ha micui. Bei Bunagku cmepri,
iHbapkTy miokappa (IM), peBackynspwaauii LinboBOro
cyavHn  (TVR) i TpomGo3y cTeHTa oUjHIOBanuUcs
He3anexHUM KOMITeToM 3 KniHiYHKUM nogism (CEC), aki He
MaloTb BIAHOLLIEHHS [0 BMBYEHHS NPU3HAYEHHS CTeHTa.
Kpim TOro, HesanexHwin komiteT 3 6esnekm p[aHux i
MOHITOPUHIY OLiHMB BCi 3apeecTpoBaHi nobiuHi edekTn.
AHriorpachiyHi  AaHi 6ynn  npoaHaniaoBaHi He3anexHol
OCHoBHWIA aHriorpadivnoi nabopaTopii (IHCTUTYT cepueso-
CyauHHoi cuctemn B MeawdHomy ueHTpi Bet l3paine
HbskoHecca, bocToH, MaccadyceTc).

CTaTucTuuHi Metoam
OuikyBaHe 3HaYeHHN ANS NePBUHHOT KIHLUEBOT TOYKM NiaHLOI
BTPaTh CTeHTa depes 9 micsuis ctaHosuno 0,35 mm gna

PES i 0,14 mm ans PtCr-EES. Mpunyckatoy
cTaHaapTHe gf{m

BiaxuneHHst 0,54 mm i Aonyckalun oudikyBaHy LWBMAKICTb
BUCHaXeHHA 20% (4epes HeOOXiaHICTb aHriorpacpivHoro
cnocrepexeHHs), Habip 500 nauieHTiB (125 PES i 375 PtCr-
EES) npussene [0 CTATUCTUYHO! MOTYXHOCTI 91% 3
BBOCTOPOHHIM anbga-pisHem 5%. [IBOCTOPOHHIA t-kpuTepiid
CTbloaeHTa BUKOPUCTOBYBABCA AN NOPIBHAHHA CepeaHbOT
Ni3HBOT BTPATM CTEHTa MiX rpynamu yepes 9 micauis (TobTo
MepBuHHa KiHUEeBa Todka). [loaaTKOBi AaHi NpeacTaBneHi B
Barnagi sigcotkis (n / N) abo cepefdHix U cTaHgapTHMx
BiAXUNEHbL | NOPIBHIOTLCS 3 BUKOPUCTAHHAM KPUTEIlo Xi-
kBagpat abo TouHOro kpuTepito Piwepa, B 3anexHocTi Big
cuaTyauii. Bci aWanism NpoBOAWIMCS Ha OCHOBI Hamipw
NiKyBaTUCA, BKMIOYAIOYN BCIX BKIOYEHUX NAUIEHTIB, SKi
Haganu iHPOpPMOBaHY NMMCBMOBY 3rogy, He3asleXkHo Big
TOro, 4n Bys iMNNaHTOBaHWIA AOCMIAXKYBaHNIA CTEHT.

OTPUMAHI PE3YNbTATU

Po3noain y4acHukiB kniHiYHOro gocnimKeHHA, BUXigHi
baHi i npouenypHi xapakTepUCTUKN

Bcboro 500 nadieHTiB Oynn BKMOYeHi B AOCAIOXKEHHS i
paHaomisosaHi B rpyny PES (n= 127) abo PtCr-EES (n =
373) 324 ciyns 2011 p no 30 6epeans 2012 p OauH (0,3%)
nauieHt B rpyni PtCr-EES He oTpumyBaB CTeHT Aans
[ocnigxeHHs i 6yB iMNNAHTOBAHWA OAWH HEAOCHIZKEHWIA
CTeHT; BCi nauieHTn B rpyni PES otpumann cteHT ans
[OoCnigXeHHs. YactoTa 9-micauHoro KNiHiYHOro
cnocrepexeHHs cknana 99,6% (puc. 1); oAWMH nauieHT B
rpyni PtCr-EES Bigknukas 3rogy, a oavH nponycrus 9-
MiCAYHUIA BisWT. Yepes 1 pik KniHi4HE cnocTepexeHHs abo
cmepTb cknanu 100% (127/127) pna PES i 99,5% (371/373)
ans PtCr-EES, npv ubomy 1 nauieHT 3HOBY NPONYCTUB BisuT
Yyepe3 pik. BuxigHi xapakTepucTVku nauieHTIB iCTOTHO He
pospiaHsanuca mix rpynamu (Tabnuug 1). B uinomy, nauieHtn
Oynn nepeBaxHO 4vonoBikamu, Oinblie TPETUHN 3 SKUX
Kypunu B AaHuii Yac i ~ 20% cTpaxganv MegukaMeHTO3HUM
AiaGeTtom.

KniHidHu  ycnix npoueaypu, SIKMA  BU3HadaeTbCs  AK
cepefHili BiICOTOK CTEHO3y nopaskn B giameTpi <30% i
kpoBoTik no TIMI-3 6e3 BWHUKHEHHA  BHYTPIWHLO
nikapHsiHoro iHcbapkTy miokapaa, TVR abo cepuesoi cmepTi,
ctaHosnB 100% B KOXHiiA rpyni. TexHiuHWIA ycnix cknas
99,2% (131/132) ans PES i 99,5% (384/386) ans PtCr-EES
(P =1,00). Y rpyni PES pocraska CTeHTa He Baanacs JYepes
HecnpaBHiCTb NPUCTPOIO ¥ 1 NauieHTa (NOLIKOMKEHHS Bany
/ poapuB B cuCTeMi AOCTaBKW CTeHTa), a B rpyni PtCr-EES
fAOCTaBka CTEeHTa He Baanacs y ABOX NauieHTIB depes
HEMOXNMBICTL NepeTHyTW nopasky. 3HauHO Oinblue
nauieHTie B rpyni PES manu ypaxeHHs, po3TalLoBaHi B NiBii
nepeaHii HU3XigHin aptepii (569,8% PES npotn 46,6% PtCr-
EES; P =0,01), i cnoctepiranaca TeHaeHUis Ao 36inbLueHHs
cepefHboT AOBXWHW ypaxeHHs B rpyni PES (17,24% +-7,36
mm PES npotu 15,89 +- 6,81 mm PtCr-EES; P = 0,06); B
iHWOMY He Oyno 3HauHWUX BIgMIHHOCTEA MiX rpynamu no
ypaxeHHio abo npoueaypHUM xapaktepuctukam (Tabnuus

).

KaTtetepusauis i cepueso-cyamHHi BTpyyanns DOl 10.1002 / ccd.

OnybnikosaHo Big iMeHi ToBapuCTBa CepLUEBO-C! HOT aHriorpa
s T capasocyuimel s TSR O Iunnam;ﬁ

3riAHO 3 opuriHanom
AnpeKTop AKCbOHOBA O B\" 3

rg v
.I‘\ ".? . <
3 =




PLATINUM China ocHOBHMM KiHLUEBWIA Nokaaxuk 719

TABIULUA |. NouaTtkoBi AemorpadivHi Ta KNiHIYHI XxapakTepucTukm

PES (W=127) PtCr-EES (W = 373) P value
Yonoaiva 69.3% (88/127) 71.8% (268/373) 0.58
Bik (piK) {miH, makc.) 57.55 £9.50 (127} {29.00, 74.00) 57.12 £9.90 (373} (25.00, 75.00) 0.67
Kypeub 37.0% (47/127) 37.9% (141/372) 0.86
[Jiabet nikyeTbes nikamu 20.5% (26/127) 20.1% (75/373) 0.93
JTIKYETBCA iHCYNiHOM 7.9% (10/127) 8.0% (30/373) 0.95
linepninigemia® 28.9% (35/121) 30.7% (110/358) 0.71
TinepToHia? 56.0% (70/125) 57.0% (212/372) 0.85
CrabinbHa cTeHoKapain 15.9% (20/126) 17.9% (66/369) 0.61
HecrabineHa cTenoKapals B1.0% (102/126) 77.0% (284/369) 0.35
CTeHoKapaji Hemae 3.2% (4/126) 5.1% (19/369) 0.36
«Tuxa» iwemis 10.1% (12/119) 9.1% {32/352) 0.75
IeHEeTUYHA CXMALHICTL a0 IXC 12.2% (15/123) 11.2% (39/348) 0.77
MepeHeceHnit iHpapKT miokapaa 22.8% (29/127) 24.9% (93/373) 0.63
XpOHiYHa cepuera HeAOCTaTHICTL 7.1% (9/127) 8.0% {30/373) 0.73
Knacndikauia NYHA
| 0.8% (1/127) 0.3% (1/373) 0.44°
1l 3.9% (5/127) 6.4% (24/373) 0.30
il 1.6% (2/127) 1.1% {4/373) 0.65°
I\ 0.8% (1/127) 0.3% (1/373) 0.44°
Monepeape PCI 14.2% (18/127) 25.0% (93/372) 0.01
Monepeads AKLI 0.0% (0/127) 0.5% {2/373) 1.002
DpaKuif BUKKUAY AIBOrO WAYHOUKA(%) (MiH, makc.) 61.55+8.39 (124) [36.00, 84.00) 62.50 +£7.90 (357) (30.00, 83.00} 0.25
Ictopia TIA abo CVA 5.6% (7/124) 7.9% (29/367) 0.40
Ictopia PAD 0.8% (1/126) 2.2% (8/371) 0.46°
3HaveHHn npeacTasiei y sigcotkax (n / N) abo B cepeaHboMy + CTaHAapTHE BigxunedHa (n) (MiH, makc).
3MoTpiGHO NiKyBaHHA.
°P 3HaYEHHA 3 |BOCTOPOHHLOTO TOHHOrO TecTy Piwepa.
AKLL = onepaujia 3 20pTOKOPOHAPHOTC WyHTYBaHHA; IXC = iwemiuHa xaopoba cepus; CVA = nopyteHHs Mo3KOBOro Kposoobiry; NYHA = Acouiauis
kapgionoris Hbto-Wopka; PES - cTeHT, akuii BUAINAE Naknitakcen; PtCr-EES = cTeHT 3 eBepoAiMYyCOBMM NOKPUTTAM i3 NAATUHK | xpomy; 3MA =
33XBOPIOBAHHA NeprdepuyHnX apTepii; TIA = MyHyula iwemiuna aTaxa.

AHTHarperauiiHi npenapaTtu 3 2,24 mm ana PES po 2,52 mm gna PtCr-EES, a
He 6yno 3HayHux BigmiHHOCTE# MiX rpynamm LWOAO | BIACOTOK CTEHO3Yy AiameTpa ameHiumscs 3 22,20% ans
BUKOPUCTaHHA aHTUTpombBoumuTapHux npenapatis B Oyab- | PES go 11,06% pna PiCr-EES uyepes 9 micauis (P
sikniA momeHT Yacy (Tabnuus Hl). Yepes 9 micauis maitxe Bei | <0,001 4nA KOXKHOTO NOPIBHAHHSA).

nauieHTu NpoAoBXuUNU npuiiom noABIAHNX

aHtutpomGounTapHux npenaparis (98,4% PICr-EES npotu | Kniniuni pesynsTath

98,9% PES; P = 0,65). YacTtoTta kniHivHMX noaint Byna Husbkok B 060X rpynax
nNpv NepBUHHIA KiHUEBIN Todui 9 micsuiB i ICTOTHO He

AdriorpacivHi peaynbratin po3pi3HAnaca Mix rpynamu; Ui pesynstaTu 30epiranucs

Biapasy nicna npoueaypw He 6yro 3HayHuX BiAMiHHOCTe# | yepes 12 micsuis (Tabnuua V). Yepes 12 micsuis y 1
MDX FpyNamu no aHriorpadiuHMM nokasHrkamu, BkoYaoun | nauienTta 8 rpyni PES 6ys IM 6e3 3ybus Q, nos'asaHni 3
MiHiManeHWiA diameTp npocsiTy (MLD), cepepHiit giameTp | nocyauHowo-MilleHHIo, |y 1 nauieHTa HacTana
NPOCBITY, CTEHO3 AiaMeTpa B NpoLeHTax, piake 3GirblIeHHs | HekapaianbHoW cmepTk; Y rpyni PtCr-EES npotsirom 12
i HagmipHe posTarHeHHs (Tabnuus V). OgHak vepes 9 | micauis He oyno 3apeecTpoBaHo XOAHOro
micauie PiCr-EES 3HauHo nepesepwysas PES ans | saxsopiosaHHs abo cwmepTeit. Pesackynsipusalis
NEPBMHHOT KiHLEBOT TOYKM Ni3HLOI BTPATW CTeHTa B | LiNbOBOMO ocepeaky ypaxeHHs cnoctepiranacs y 3,9%
nonynauii, sika 3bupaeTbca nikysatvca, 3 abcomoTHolo | (5/127) nauieHTis B rpyni PES B nopisHsHHI 3 2,2%
pisHuueto 0,29 mm Mix rpynamm (puc.2 i Tabnnus. V). (8/371) B rpyni PtCr-EES (P = 0,33). PeBackynsapu3aauis
Kpim Toro, yepes 9 micauis P{Cr-EES Takox BusBMBCS | LiNbOBOro ocepenky ypaxeHHs cnocTepiranacs y 3,9%
3Ha4yHo nepesaxatounm PES 3a Bcima anriorpadivHum | (5/127) nauienTis B rpyni PES B nopisHsHHI 3 2,2%
pesynbTatamy, Kpim GiHapHoro pecteHosy, pne BiH | (8/371) B rpyni PtCr-EES (P = 0,33). Yactota

NPOLEMOHCTPYBAB UWCEMbHO, ane He 3HaYHO HWXKYI | peBackynspusauii CyANH-MilleHel HeLinL0BOro
nokasHukn (Tabnuua 1V). MiHimarnbHwiA giameTp npocsity | nopaskn (TVR 6es TLR) 6yna igeHtuaHa mbk rpynamu
6y8 36inbWweHn’ yepes 1 pik (0,8% [1/127] PES npovu 0,8% [3/371] PtCr-

EES; P = 1,00) , wo npusBeno go 3aransHa 4acroTa
peBackynapuaallii cyauH-miwenen cknana 4,7% (6/127)
B rpyni PES i2,7% (10/371) B rpyni PiC
yepes

Ony6rikoBaHo Big iMeHi ToBapucTea CEpLEBD-CY, .dmoi_'ahrinrpaqni"l' | B eyaE
9. e
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TABJIUUA Il. ToyaTkoBi AemorpadivHi Ta KNiHi4YHI XapakTepuCcTUKN

{aHiB) (miH, makc)

PES (W=127) PtCr-EES (W = 373) P value
LinboBa CyauHa nopasku
MNepeaHA HU3XiAHA TiAKa NiBOT BiHLEBOT apTepii 59.8% (76/127) 46.6% (174/373) 0.01
JliBa orMHaloya aprepis 12.6%(16/127) 17.2% (64/373) 0.23
MpaBa KOPOHAapHa apTepin 27.6% (35/127) 36.2% {135/373) 0.08
JNisa ron0BHa KOPOHapHa apTepis 0.0% (0/127) 0.0% (0/373) Undef
LiameTp eTanoHHOI cyauHmn (mm) (miH, makc) 2.90+0.41(126) (1.64, 3.93) 2.86 +0.49{371) (1.79, 4.45) 0.48 T
MiHimaneHuil giametp npocsity {mm) (min, maxc) 0.88 +0.36{126) {0.12, 1.86) 0.91 +0.40(371) {0.00, 2.15) 0.51
% 3BYKEHHA NpPacsiTy (MiH, maxc) 69.74 + 11.37(126) (45.10, 95.13) 68.61 +12.00 {371) (34.75, 100.00) 0.36
[osxnHa nopa3ku (mm) (miH, makc) 17.24+7.36{125) (5.57, 35.83) 15.89 +6.81(372) (3.62, 35.29) 0.06
Tpomb6 0.8% (1/126) 2.2% (8/372) 0.46"
3BMBUCTICTDL 3.2% (4/126) 4.8% (18/372) 0.43
Kanbumdikavia 23.0% (29/126) 19.9% (74/372) 0.45
MoBHa okw3ia 1.6% (2/127} 1.3% (5/373) 1.00"
Moandikoeanuin ACC / AHA Tuny B2 abo C 81.9% (104/127) 75.6% (282/373) 0.14 _‘
MNonepeaHs avnavauisa 97.6% {124/127) 97.6% {364/373) 1.00"
Noctannatauia 66.9% (85/127) 68.1% (254/373) 0.81
MakcumanbHW i TUCK rabapnTHnii (ATm) (miH, makc) 16.80 +3.30(127) (10.00, 30.00) 16.98 +3.44(373) (7.00, 28.00) 0.61
CTeHTIB Ha nauieHTa (MiH, makc) 1.03 £0.18 (1.00, 2.00) 1.03 +0.20 (1.00, 3.00) 0.87
IMNAAHTOBAHO KiNbKa CTEHTIB 3.1% (4/127) 3.2% {12/373) 1.00"
3aranbHa HOMIHa/IbHa J0BXMWHA IMMIAHTOBAHOTO 25.57 £9.62(127) (12.00, 66.00) 24.84 +£8.40(373) (12.00, 74.00) 0.41
cTeHTa (AocnigmyBaHi | HEeAOCNIAKEHT CTEHTH), MM
(miH, makc)
MichAanonoroewit nepiop nepebyBaHHs B AiKapHi 3.40+2.49(127) {1.00, 18.00) 3.34 £1.97(373) {1.00, 13.00) 0.77

«3Ha4eHHA P 3 TO4HOro ABOCTOPOHHBLOTD TeCTy Piwepa.

3HaueHHA npeacTaBAeH] y BigcoTkax (n/ N} abo B cepeaHbomy + craHgapTHe BigxuaeHHs {n) (miH, make.).

PES = cTeHT, entoipy€etca naknitakcen: PtCr-EES = creHT 3 eseponiMycoBvM nokpuTTaM i3 nnatku i xpomy; Undef = HeBu3HaYeHW.

12 micsauis. Yepes 1 pik B iHwWi# rpyni TpomGo3is creHTa ARC
He Byno (Tabnuusa V).

OanH ceplio3HuiA BUNAAOK KPOBOTedi 3 BepxHiX Biadinis
LNYHKOBO-KULLKOBOrO TPaKTy, AKUA BBaXaBCH, WMOBIPHO,
MOB'A33HWIA 3 aHTiarperaHTHOK Tepaniel, cTtaBcA Ha 12-i
Aevb 8 rpyni PES. [Bi iHWi cepriosHi KpoBoOTeui, ki
BBaAXanucs He NoB'A3aHMMK 3 Npoueypoto AocniaAXeHHs abo
aHTUTpomBouuTapHolo Tepanieto, Biabynuca B rpyni PES:
KPOBOTEYa 3 BEPXHIX BiAAINIB LUNYHKOBO-KULLKOBOrO TPaKTy B
AeHb 0 i cMepTs Yepes KpOBOBUIMB B MO30K B AeHb 327. OgHe
ceprio3He KkposBoTeya Biabynocs B rpyni PtCr-EES:
cybaypansHa remaTtomMa BBaXaeTbCsl He MOB'A3aHUM 3
npoueaypoild  AocnipkeHHs abo  aHTUTpomBouuTapHO
Tepanieto Ha 325 aeHb.

OBIrOBOPEHHA

MeToto pocnigxenna Platinum China 6yno nepesiputu
Beaneky i epektmeHicTs PtCr-EES y kuTaiicbkvx nauieHTis B
NopiBHAHHI 3 paHiwe cxsaneHnm PES. Y UboMy AocnigXeHHi
nepBUHHa KiHLUeBa To4Ka Ni3HLOT BTpaTK Yepe3s 9 micauis byna
3HayHO Hwx4e 3 PtCr-EES, Hix 3 PES; kpiM Toro, 9-MicssyHuin
NMPOLEHTHUA CTEHO3 fgiameTpa | MiHiManbhuiA  giameTp
npocsiTy 6ynu 3nauHo noninweHi 3a gonomororo PtCr-EES B
nopiBHsaHHI 3 PES, wo niaTBepauno eeKkTUBHICTE CTeHTa
PtCr-EES.

Yepes 1 pik vacTtoTa KniHiYHMX nodin Oyna pyxe
HWU3LKOK B KOXHI rpyni, 6e3 cTaTUCTUYHO 3HauyLumx
BiAMIHHOCTEN MK rpynamu, Xoda npu BUKOPWUCTaHHI
PtCr-EES B nopisHanHi 3 PES cnoctepiranacs
TeHOEeHUIA 00 3HWKeHHs cmepTHocTi Ta IM. TpomGosis
CTEHTIB He cnocTepiranocs Hi B O4HIA 3 rpyn MikyBaHHS,
WO MiATBEPAXXEHO He3aneXHUM pileHHsMm KomiteTy 3
KMiHIYHMM noAisimM, AKWMIA AoaaTkoso nigTeepans 6e3neky
OLIHIOB@HUX CTEHTIB.

Edektuehicte crteHta PtCr-EES B BMNpoOyBaHHI
Platinum China BurigHo BigpisHAETbLCA B pe3ynbTaris
rnobanbHnx kno4voBmx BunpobyeaHe Platinum WH i SV
/ LL [4,6,7]. Tloka3HWkn OAHOPIYHOI CMEpTHOCTI Ta
iHpapkTy Miokapaa 3 PtCr-EES 8 Platinum China ¢
OBHUMW 3 HaMHWXKYMX 3 TUX, AKi cnocTepiranucsa sk B
pPaHAOMI30BaHUX, TaK i B 3aranbHMX BUNpOBYyBaHHAX, AKi
ouiHiotoTe PCr-EES, siki BapiroBanucs sig 0 ao 2,7%
Ans cmepTHocti Ta Big 0 ao 3,5. % ansa IM 4epes 1 pik
[4,9-12]. HaBnakw, UinboBi nokasHWkn pesackynspuaadii
cyanH depes 1 pik B Platihum China 3HaxogsTbcs B
gdianasoHi 2,0-9,2%, npo fki NOBIZOMNANOCS B iHLWWX
gocnigxeHHax. Yacrora neBHux / IMOBiIpHUX Tpombo3is
cteHta ARC 4epe3s 1 pik B LiNOMYy HW3bka 3 Uil
nnaTopmMold CTEHTA 3 TOHKOKO CTIMKOW, MpW LbOMY
vyactoTa noeigomnsetscs Big 0 go 0,6% cepep ycix
sunpobysaHs [4,9-12].

Karerepwaauis i cepueso-cyanHHi BTpydaHHa DO| 10,1002 | ccd.

Ony6nikoBaHo Big, iMeHi ToBapucTBa cepLeBo-CYAUHHOT aHriorpadii i eTpyyaHsb (SCAL).

3I'IlIHO 3 OPI/IFIHAJIO

3rigHo 3 opuriHanom
Anpektop AKCbOHOBA O.B
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TABINWLUA Ill. BukopucTaHHA aHTUTPOMOOLIMTapHUX Npenaparie
PES PtCr-EES (N = =
(N =127) 373) 3HAYEHHA

ASA
MonepeaHin
pexum abo
yaapHa Aoaa 99.2% (126/127) 100.0% (373/373) | 0.25
Bunucka 3
niKapHi 98.4% (125/127) 99.7% (372/373) 0.16
30 gHis 97.6% (124/127) 99.7% (372/373) 0.05
9 Micauis 99.2% (126/127) 99.2% (36B/371) 1.00
12 micauis 98.4% (124/126) 98.9% (367/371) 0.85
Knonigorpens
MNonepegHin
pexum abo

|_yaapua aosa 99.2% (126/127) 98.1% (366/373) 0.69
Bunucka 3
fikapHi 100.0% (127/127) 99.7% (372/373) 1.00
30 aHie 100.0% (127/1127) 99.2% (370/373) 0.57
9 micauis 99.2% (126/127) 99.7% (370/371) 0.45
12 wmicaufe 89.7% (113/126) 88.9% (330/371) 0.82
ASATa
Knonigorpens
FlonepeaHin
pexum abo
yaapHa no3a 98.4% (125/127) 98.1% (366/373) 1.00
Bunucka 3
nikapHi 98.4% (125/127) 99.5% (371/373) 0.27
30 gvis 97.6% (124/127) 99.2% (370/373) 0.18
9 Micauis 98.4% (125/127) 98.9% (367/371) 0.65
12 micauis 88.1% (111/126) 88.1% (327/371) 0.99

JHauekHA Brasadi y mincoTwax (n [ N). Moged 3 naujestie He npuivaa npacyrpen abo
TUknoNiAnH

3HaueHHA P 3 480CTOPOHHLOTO TOYHOrO TecTy dillepa

ASA = aueTuncaniuusnona kvucnota; PES = CTenT, sikvid Buginge naknitakcen; PICr-EES =
CTeHT 3 eBepOSliMyCOBUM NOKPVTTSM i3 NNaTVHW | XpoMmy.
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NisHiwe nagiHHs Ha 9 mic, (Mm)

Puc. 2. OcHOBHMI KiHLIEBMA NOKa3HWK - Ni3HA BTpaTa B 9
Mmicauis. PES = cteHT, sikuit Buainse naxknirakcen; PtCr-EES =
CTEHT 3 eBepOsIiMyCOBUM MOKPUTTAM i3 NNATUHMU | XPOMY.

MonepeaHbo BM3HaveHa 9-micAqHa KiHUeBa aHriorpadidHa
Toyka B Platinum China 3abeanedye  HalBinbly
NPOCNEKTUBHY  aHriorpadiyHy  OUiHKY, NpoOBeAeHy Ha
CbOroAHIWHIA AeHb 3 BUKOPUCTaHHAM cTeHTa PROMUS
Element. PiBeHb nisHix BTpaT B cTeHTi 3a 9 Micsiuis 0,11 £ 0,35
mm ana PtCr-EES B Platinum China ysrogxyeTbca 3
nokasHukammn 0,17 + 0,25 mm i 0,24 * 0,38 MM, 4Ki
crocTepiraloTbCs B HeBeNukUX BunpoByesanHax Platinum QCA
i LONG-DES, BignoBsigHo, akuii NpocnekTUBHO

3I'TIHO 3 OPUT'THA

oLiHKuB 9-micsauqHi aHrmorpadiyni pesynetatn y 100 | 164
nauieHTiB, fkMM Oyno imnnaHToBaHo cTeHT PICr-EES
[5,12]. MiHimaneHwWiz giameTp nPOCBITY, BigcoTok
CTeHo3y giameTpa i yactoTa 6iHapHOro peCTeHO3Y Takox
Bynu nogibHumn B uMx gocnimxkeHHax [5,12] wo
nioTBEPAXYE |1 PO3WMPIOE pe3ynbTaTh nonepepHix
aocripkeHb.  PesynbTath  9-mMiCAYHOT  aHriorpadii
Platinum China 3 PiCr-EES Takox cxoxi abo kpaiue, Hix
Ti, sKki cnoctepiranucs 3 npeaukatom CoCr-EES B
ocHoeHomy gocrigxenHi  SPIRIT I, B skomy
crnocTepiranacs nisHs erpaTa creHTa Ha 0,16 = 0,41 mm
Yepes 8 micALiB, a TakoX MiHIManbHUA AiameTp NpocBity
BCepeavHi cTeHTa 2,56 + 0,53 mMm, cTeHos agiameTpa 5,9
* 16,4% i vactoTa GinapHoro pecrerosy 2,3% [13].

Ha BigmiHy Big pocnigkeHHs Platinum WH, B
pocnigxendi Platinum China nopieHtoBanu creHT PiCr-
EES 3i crentiB TAXUS Liberte PES, ockinbkn cteHT
CoCr-EES Xience V we He OyB cxBaneHni ans

BukopuctaHHss B  Kntai Ha MOMEHT po3pobku
aocnigxeHHs. besneka i edekTuBHiCTE cTeHTa PES
6ynu  BRnepwe NPOAEMOHCTPOBAHI B  OCHOBHMWX

nocnipxeHHax ATLAS Workhorse, Small Vessel i Long
Lesion [14,15], a B HacTynHUX BCECBITHIX peecTpax
Olympia i TAXUS Liberte cTeHT ouiHIOBaBCH B peanbHux
ymoBax. [16-18]. AwnriorpadiuHi pesynbTatn yepes
OEeB'ATb MICALUIB | KNiHiYHI pe3ynbTatn depe3 pik 4ns
cteHTa PES 3 gocnigxeHHa Platinum China ananoriqi
abo kpalle, HiX pe3ynbTaTu, paHile noBiAoOMIEHi ans
LMx AocnifxeHb, a Takox peaynbTarth 3i cteHTis PES y
KUTaNCbKWMX NauieHTiB 3 HedaBHIX BUNPOOYBaHb iHLINX
npoayktis. B Kutal, ski Bukopuctosysanu TAXUS Liberte
PES B skocTi komnapatopa [19,20], xoua cnig
3a3HaunTk, Wwo posmip Bubipkn ans creHta PES B
pocnigxeHHi Platinum China sigHOCHO HeBENUKWIA.

OOMexeHHA AoCNimKeHHsA
Lle pnocrigxeHHa mae gesaki Baxnuei oOMexeHHs, sKi
cnig Bu3HaTW. [lo-nepiwe, oauHapHe npocTe cnine
AOCNIIKEHHA  03Hauyano, Wo  JocnigHukn  Bynu
iH(bopMOBaHi NpO  NpU3HAYeHHs  MiKyBaHHA, Lo
NOTEHUIAHO MOIMO CRAPUSATY  3CYBY MK Kypcamu
niKyBaHHS; nporte Bce HebaxaHi asBna i
aHrnorpaduyeckve BUMIpOBaHHA 6ynn  HesanexHo
nigTeepaxeHi  LUBK i ocHoBHWiA  aHriorpadiyHoi
nabopaTopii, Wo NoBMHHO ByNo MiHimMisyBaTV Byab-sikui
noaibHmin edekT wogo KniHiYHMX pesynbTatie. [Mo-
apyre, B AOCAIAXEHHI He BpaxOBYBanues KNiHi4Hi KiHLeBI
TOYKW; TOMY OO0 UMX pesyneTaTiB cnig craBMTUCA 3
oBepexHicTio. Mo-TpeTe, AK onucaHo BULLE, NOKA3HWKK
cmepTHocTi Ta IM, wo cnocTtepiratotbess B Platinum
China, HuM3bki B nNOpPIBHAHHI 3  aHanOri4YHUMM
BOCNIIKEHHAMY, | 3aHWXEHHA JaHux Moxe 6yTu
BaXUMBMM MIpKYBaHHSAM, X04a MU Big3Ha4aemo, Lo BCi
AaHi BunpoOyBaHb KoHTponweanmnca Ha 100% i
nepeBIpANUCS Ha Micll 3 3a3Ha4YeHHsM AaTU Axepena.
Hapewrti, sk i i i paHgomi3oBaHUX
: ]_KpuTepiis
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TABNWUA IV. AxriorpacdiyHi pezynstaTtin

MocTnpoueaypa 9 micauis

PES (N=127) PtCr-EES (N=373) | P3navennn | PES (/v=127) PtCr-EES (N=373) | P 3navenns
MiHiMabHWI giameTp NpoceiTy
(mm)
BcepeaAmHi cTeHTa 2.65 +0.42 (127) 2.64 +0.40 (373) 0.76 2.24 +0.57 (115) 2.52+0.53 (329) <0.001
CermeHT aHanisy 2.34 +0.48 (127) 2.32 +0.47 (373) 0.60 2.07 +0.56 (115) 2.24 +0.52 (329) 0.003
CepegHiii aiamerp npoceity {(mm)
BcepeAuHi cTeHTa 3.02+0.38 (127) 2.99 +0.40 (373) 0.42 2.77+0.51 (115) 2.96 +0.48 (329) <0.001
% 3BYXEHHA NPOCBITY
BcepeauHi creHTa 8.47 +8.67 (127) 7.02 +8.13 (373) 0.09 22.20 +16.00 (115) 11.06 + 13.86 (329) <0.001
CermeHT aHanisy 19.84+8.25 (127) 19.14 £7.50 (373) 0.37 28.42 +14.92 (115) 21.51+£12.17 {329) <0.001
Piske nocunenHs (mm)
BcepeamHi credTa 1.77 £0.44 (126) 1.73£0.43 (371) 0.37 —_ —_ —_
CermeHT aHanisy 1.46 +0.49 {126} 1.41 £0.46 (371) 0.28 — = —
MNepeHanpyxeHHa (%) 4.90 +8.50 {126) 5.31+8.85 (371) 0.65 — = —
NisHa sTpaTa (Mm)
BcepedwHi cTeHTa — — — 0.40 +0.45 (115) 0.11 +0.36 (329) <0.001
Y cermeHTi — - — 0.27+0.45 (115) 0.06 +0.36 (329) <0.001
BiHapHuii pecteHo3
BcepeawHi cTeHTa - — — 5.2% (6/115) 2.1% (7/329) 0.11“
Y cermenTi - — — 7.8% (9/115) 3.0% (10/329) 0.06"

MIHIManbHWIE AjameTp NPoCcBiTY NiCAA NOAANBLIONO CNOCTEPeHKEHHS.

XpOMmy.

3Ha4eHHA npeacTasneHi y BigcoTkax (n / N) abo B cepeaHbomy + CTaHAapTHE BiaxuaeHHs (/?) (miH, makc.). MNi3Hs BTpata = NicAs npoueaypy MiHyc

3HaueHHA °P 3 4BOCTOPOHHBLOFO TOHHOrO TecTy Piepa. PES = creHT, akuii Buainge naknitakcen; PtCr-EES = CreHT 3 @BepONIMYCOBUM NOKPUTTAM i3 NAATUHN |

TABJIUMLUA V. OcHoBHI KniHiuHi nogii

9 micauis 1 pik
PES (N=127) PtCr-EES (N = 373) P 3HauyeHHA PES (W = 127) PtCr-EES (N = 373} P 3HaveHHs

Bca cmepTts, MI, TVR 4,0% (5/125) 2.7% (10/371) 0.55 5.5% (7/127) 2.7% (10/371) 0.16
Bca cmeptbabo M 0.8% (1/125) 0% (0/371) 0.25 1.6% (2/127) 0% (0/371) 0.06
Bca cmepTb 0% (0/125) 0% (0/371) Undef 0.8% (1/127) 0% (0/371) 0.26
Cepuesa cmepTs 0% (0/125) 0% {0/371) Undef 0% (0/127) 0% (0/371) Undef
Hecepuesa cmepTb 0% (0/125) 0% (0/371) Undef 0.8% (1/127 0% (0/371) 0.26
IM 0.8% (1/125) 0% (0/371) 0.25 0.8% (1/127) 0% (0/371) 0.26
Q-xsuns IM 0% (0/125) 0% (0/371) Undef 0% (07127} 0% {0/371) Undef
He Q-xBuaa IM 0.8% {1/125) 0% (0/371) 0.26 0.8% (1/125) 0% (0/371) 0.26
Llinbosuii cocya 0.8% (1/125) | 0% (0/371) 0.26 0.8% (1/125) 0% (0/371) 0.26
He winboenii cocyn, 0% {0/125) 0% (0/371) Undef 0% (0/127) 0% (0/371) Undef
TVR, B uinomy 4.0% {5/125) 2.7% {10/371) 0.55 4.7% (6/127) 2.7% (10/371) 0.26
TLR, B uinomy 4.0% (5/125) 2.2% (8/371) 0.33 3.9% [5/127) 2.2% (8/371) 0.33
He-TLR TVR, B uinomy 0% (0/125) 0.8% (3/371) 0.58 0.8% [1/127) 0.8% {3/371) 1.00
Tif 4.0% {5/125) 2.2% (8/371) 0.33 4.0% (5/126) 2.2% (8/371) 0.33
Tvf 4.0% (5/125) 2.7% {10/371) 0.55 4.8% (6/126) 2.7% (10/371}) 0.25
Cepuesa cmepto abo IM 0.8% (1/125) 0% {0/371) 0.25 0.8% (1/126) 0% {0/371) 0.25
Tpomb03 cTeHTa ARC

MNesHui 0% (0/125) 0% (0/371) Undef 0% (0/125) 0% (0/371) Undef
AMoBIpHMii 0.0% {0/125) 0.0% (0/371) Undef 0% (0/126) 0% (0/371) Undef
Moxamenii 0.0% (0/125) 0.0% (0/371) Undef 0% (0/126) 0% (0/371) Undef

3Ha4YeHHn BKasaHi y BigcoTkax (n / N).
3HaueHHA P 3 4BOCTOPOHHBOrD TOHHOrO TecTy Piluepa.
ARC = KoHcopLiym akagemiyHmx aociigxens; IM =

pesacxynapmau,ma UiNbOBOTO CYANHU; Undef HEeBU3HAYEHU

BUCHOBKM
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iHdapKT miokapaa; Hi-TLR TVR = peBackynapu3auia CyanHU-miweHi HeWiNboBoro ypameHHs; PES = cTeHT,
AKMIA BUAINAE NakAiTakcen; PLCr-EES = cTeHT 3 eBepO/IIMYCOBUM NOKPUTTAM i3 NAaTUHK i xpomy; TLF = HeedeKTUBHICTb LiNbOBOTO ypaXKeHHs {BM3HAYAETLCA AK
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nocvp,wnono) TR = peeacxynapmaau,iﬂ UinLoBOTO ocepeAKy ypameHHﬂ TVF = BigMOBY Uinb0BOIO CYauHN (BM3HaHa€|’bCH Ak Byab-AKa peBackynsapusaLia




PLATINUM China OCHOBHWW KiHLEeBHW NOKazHuk 723

cepueBoi cmepTi abo Tpombo3y cTeHTa. TpuBanicTe

KNIHIYHOrO CNOCTEPEXEHHS - 2 POKW.

noaskun
ABTOPW BSKYOTb BCi UEHTpU, siki BepyTb ydyacTb B
pocnigxeHHi PLATINUM China (Oopatok). Kpim Toro,

aBTopn Aaskylotb Biki M. Xoyn, PhD (Boston Scientific
Corporation) 3a gonomory B nigrotosui pykonucy, i bxad
XyaH, MS (Boston Scientific Corporation), 3a cratncTnyHma
aHanis.
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EXPEDITED PUBLICATION

A Prospective, Randomized Evaluation
of a Novel Everolimus-Eluting Coronary Stent

The PLATINUM (A Prospective, Randomized, Multicenter Trial to Assess
an Everolimus-Eluting Coronary Stent System [PROMUS Element] for
the Treatment of up to Two De Novo Coronary Artery Lesions) Trial

Gregg W. Stone, MD,* Paul S. Teirstein, MD,t Ian T. Meredith, MBBS, PHD,f Bruno Farah, MD,§
Christophe L. Dubois, MD, PHD,|| Robert L. Feldman, MD,q Joseph Dens, MD, PHD #
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Objectives We sought to evaluate the clinical outcomes with a novel platinum chromium everolimus-eluting stent (PtCr-EES)
compared with a predicate cobalt chromium everolimus-eluting stent (CoCr-EES) in patients undergoing percuta-
neous coronary intervention (PCl).

Background Randomized trials have demonstrated an excellent safety and efficacy profile for the CoCr-EES. The PtCr-EES uses the
identical antiproliferative agent and polymer but with a novel platinum chromium scaffold designed for enhanced
deliverability, vessel conformability, side-branch access, radiopacity, radial strength, and fracture resistance.

Methods A total of 1,530 patients undergoing PCI of 1 or 2 de novo native lesions were randomized at 132 woridwide
sites to CoCr-EES (n = 762) or PtCr-EES (n = 768). The primary endpoint was the 12-month rate of target lesion
failure (TLF), the composite of target vessel-related cardiac death, target vessel-related myocardial infarction
(MI), or ischemia-driven target lesion revascularization (TLR) in the per-protocol population (patients who re-
ceived =1 assigned study stent), powered for noninferiority.

Results The 12-month rate of TLF in the per-protocol population occurred in 2.9% versus 3.4% of patients assigned to
CoCr-EES versus PtCr-EES, respectively (difference: 0.5%, 95% confidence interval: —1.3% to 2.3%, Pponinteriority =
0.001, p,,periority = 0.-60). By intention-to-treat, there were no significant differences between CoCr-EES and PtCr-
EES in the 12-month rates of TLF (3.2% vs. 3.5%, p = 0.72), cardiac death or Ml (2.5% vs. 2.0%, p = 0.56), TLR
(1.9% vs. 1.9%, p = 0.96), or Academic Research Consortium definite or probable stent thrombosis (0.4% vs.
0.4%, p = 1.00).

Conclusions In this large-scale, prospective, single-blind randomized trial, a novel PtCr-EES was noninferior to the predicate
CoCr-EES for TLF, with nonsignificant differences in measures of safety and efficacy through 12-month follow-up
after PCL. (A Prospective, Randomized, Multicenter Trial to Assess an Everolimus-Eluting Coronary Stent System
[PROMUS Element] for the Treatment of up to Two De Novo Coronary Artery Lesions: NCTO0823212) (J Am
Coll Cardiol 2011;57:1700-8) © 2011 by the American College of Cardiology Foundation
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Since the introduction of first-generation drug-eluting
stents (DES), advances in stent technology have continued
to improve the clinical outcomes for patients undergoing
percutaneous coronary intervention (PCI). Specifically, the
cobalt chromium everolimus-eluting stent (CoCr-EES)
(manufactured as XIENCE V by Abbott Vascular, Santa
Clara, California, also distributed as PROMUS by Boston
Scientific, Natick, Massachusetts) has been shown in a
series of randomized trials to reduce the rates of angio-
graphic and clinical restenosis, myocardial infarction (MI),
and stent thrombosis compared with a widely used
paclitaxel-eluting stent (1-4). Recently, a novel stent based
on a new metal alloy has been developed, the platinum
chromium everolimus-eluting stent (PtCr-EES) (manufac-
tured as PROMUS Element by Boston Scientific) (5,6),
which uses the same durable, biocompatible, inert fluoro-
copolymer and antiproliferative agent (7) as the predicate
CoCr-EES but with a modified scaffold designed to provide
improved deliverability, vessel conformability, side-branch
access, radiopacity, radial strength, and fracture resistance
(Fig. 1, Table 1). The PtCr-EES and CoCr-EES provide
comparable everolimus release kinetics, arterial tissue levels,
and vascular responses in a noninjured porcine coronary
artery model (8). The vascular responses to the PtCr-EES
were assessed in 73 patients in whom follow-up angiogra-
phy at 9 months was performed after PCI of a single
coronary lesion with reference vessel diameter (RVD) =2.5
to =4.25 mm and lesion length <24 mm (9). The angio-
graphic in-stent late loss was 0.17 = 0.25 mm, similar to
that previously reported with the CoCr-EES in the SPIRIT
First trial (A Clinical Evaluation of an Investigational
Device. The Abbott XIENCE V Everolimus Eluting Cor-
onary Stent System in the Treatment of Patients With de
Novo Native Coronary Artery Lesions) (0.10 = 0.21 mm at
6 months and 0.24 * 0.27 mm at 1 year), the SPIRIT II
trial (0.11 %= 0.27 mm at 6 months), and the SPIRIT III
trial (0.16 = 0.41 mm at 8 months) (3,4,10,11). By
intravascular ultrasound, the percentage volume obstruction
with PtCr-EES at 9-month follow-up was 7.2 + 6.2%, also
comparable to that reported with the CoCr-EES (8.0 +
10.4% and 10 = 7% at 6 and 12 months, respectively, from
the SPIRIT First trial; 2.5 * 4.7% at 6 months in the
SPIRIT II trial, and 6.9 * 6.4% at 8 months in the SPIRIT
III trial) (1,2,10,11).

To further assess the clinical safety and efficacy of the
PtCr-EES, we performed the PLATINUM (A Prospective,

Randomized, Multicenter Trial to Assess an Everolimus-

Eluting Coronary Stent System [PROMUS gfif‘gﬂo

the Treatment of up to Two De Novo Coro

Lesions), a large-scale, international, multlcenterfﬂ

tive, single-blind randomized trial in which the PtCr-EES
was compared with the CoCr-EES in patients undergoing

from the pivotal PLATINUM trial.
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Methods

Enrollment criteria. Patients
=18 years of age with stable or
unstable angina pectoris or doc-
umented silent ischemia were
considered for enrollment. Pa-
tients requiring PCI during the
index procedure of 1 or 2 de novo
native coronary artery target le-

Abbreviations
and Acronyms

ARC = Academic Research
Consortlum

Cl = confldence Interval

CK-MB = creatine kinase-
myocardial band

CoCr-EES = cobalt
chromium everolimus-
eluting stent

KEOP:s

sions with RVD 2.5 to 4.25 mm,
lesion length =24 mm, and di-
ameter stenosis =50% to <100% T =
with Thrombolysis In Myocar-
dial Infarction flow grade 2 or 3
(by visual estimate) were eligible
for inclusion. If only 1 target
lesion was to be randomized, an
additional nontarget lesion in a
different vessel could be treated
before the target lesion, and the
patient would still qualify as long
as PCI of the nonstudy lesion
was angiographically successful
and uncomplicated. Principal
clinical exclusion criteria were
acute or recent MI; left ventric-
ular ejection fraction (LVEF) <<30%; prior or planned organ
transplant; recent or scheduled chemotherapy; autoimmune
disease or use of immunosuppressive therapy; platelet count
<100,000 or >700,000 cells/mm?®; white blood cell count
<3,000 cells/mm?; liver disease, estimated creatinine clear-
ance <50 ml/min (Cockcroft-Gault formula), or need for
dialysis; active peptic ulcer or gastrointestinal bleeding,
bleeding diathesis or coagulopathy, warfarin use, or will
refuse blood transfusions; stroke or transient ischemic attack
within 6 months or any permanent neurologic defect; target
vessel treatment with atherectomy, laser, or cutting balloon
before stent placement; any planned PCI or coronary artery
bypass graft after the index procedure (lesions in nonstudy
target vessels could have been treated >24 h before ran-
domization); previous treatment with intracoronary brachy-
therapy; known allergy to any of the components of the
study stent or study medications that could not be ade-
quately pre-medicated; comorbidity that might reduce life
expectancy to <24 months; participation in another inves-
tLgatlonal drug or dev1ce tr1a1 that has not reached its

DES = drug-eluting stent(s)
intention-to-treat
MI = myocardial infarction

PCI = percutaneous
coronary intervention

PtCr-EES = platinum
chromlum everolimus-
eluting stent

RVD = reference vessel
diameter

TLF = target lesion failure

TLR = target lesion
revascularization

TVR = target vessel
revascularization
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Photograph of CoCr-EES and PtCr-EES

1

Photograph of the PROMUS cobalt chromium everolimus-eluting stent (CoCr-EES) (left) and the PROMUS Element platinum chromium
everolimus-eluting stent (PtCr-EES) (right) (Boston Scientific, Natick, Massachusetts). Both stents are 3.0 mm in diameter. See text for details.

tional review board or ethics committee at each participating
center, and all eligible patients signed informed written
consent.

Protocol. After successful target lesion pre-dilation, ran-
domization was performed with an automated computer-
ized system in randomly permuted blocks of 2 or 4 patients.
Patients were randomized in 1:1 ratio to PtCr-EES or

Table 1 Comparison of Cobalt Chromium and Platinum
Chromium Everolimus-Eluting Stents

Parameter CoCr-EES PtCr-EES
Drug Everolimus Everollmus
Polymer PBMA and PBMA and
PVDF-HFP* PVDF-HFP*
Polymer thickness (um) 7 7
Metal composition (%) Cobalt Chromium Platinum Chromium
(L605)

Iron 3.0 max 37t
Platinum 0 33
Cobalt 521 0
Chromium 20 18
Nickel 10 9
Tungsten 15 0
Molybdenum 0 2.63
Manganese 1.50 =0.05 max

Strut width (um) 91 86
Strut thickness (um) 81 81
Nominal balloon pressure (atm) 9 12
Balloon rated burst pressure (atm) 16 18
Surface/artery ratio (%)1§ 13.7 154
Scaffolding (mm) 1.07 091
Radial strength (N/mm)§ 0.14 0.23
Stent recoil (%)§ 4.6 3.6
Conformability (N-mm)§# 0.30 0.09
Radlopacity/density (g/cm?) 9.1 9.9
Trackablllity (g-cm catheter)** 158 133

Data are for 3.0-mm stents. *Primer layer is poly (n-butyl methacrylate) (PBMA); drug matrix layer
is poly (vinyli fluorid propy ) (PVDF-HFP). tBalance value calculated from
nominal values of other El listed as (max) are taken at midpoint for

this calculation. tPercentag'e of artery wall area covered by the outer surface {ip ﬂH@e 3UQPH nlleld
r

§n = 15 for luting stent (PtCr-EES); n = 10 fo
everolimus-eluting stent (CoCr-EES). |Average of the largest circle to fit in each cell. §n_= 5 for
PtCr-EES; n = 10 for CoCr-EES. #Conformability, a measure of the bending moment of

analyzed b i mdepcndc i e
describes ability of a stent to match the natural curvature of a vessel without caufn, vesspel{a‘@pg 4 1 r X

straightening; a lower value reflects better conformability. **16-mm PtCrEES and AL
EES, n = 10/group; assessed by measuring the amount of work required to pass the d o POII'I s an

a tortuous artery model; a lower value (less work) indicates better trackability.
N/mm = Newtons/mitlimeter; N-mm = Newton millimeters.

aly pex*réb@ntbsﬁ%&&%@%o

CoCr-EES, stratified by the presence or absence of medi-
cally treated diabetes mellitus, by the intent to treat 1 versus
2 target lesions, and by study site. Patients were considered
enrolled upon randomization. Both stent types were avail-
able in diameters of 2.5 to 4.0 mm; available lengths were
12, 20, and 28 mm for PtCr-EES and 12, 18, and 28 mm
for CoCr-EES. The operator performing the procedure was
not blinded to the study stent, but patients and hospital
caregivers remained blinded.

The PCI was performed with unfractionated heparin,
enoxaparin, or bivalirudin as per local practice, and glyco-
protein IIb/IIla inhibitors were permitted per investigator
discretion. Loading doses of aspirin (=300 mg p.o. recom-
mended) and clopidogrel (=300 mg p.o. required) were
required in patients not taking these medications =72 h
before the index procedure. Post-PCI daily aspirin was
required indefinitely, with 162 to 325 mg p.o. daily recom-
mended for at least the first 6 months and 75 to 162 mg p.o.
daily thereafter. Clopidogrel 75 mg p.o. daily was required
for at least 6 months after stent placement in all patients and
for at least 12 months in those not at high risk of bleeding.
Ticlopidine was allowed in patients intolerant of clopi-
dogrel, and prasugrel was permitted in non-U.S. sites in
accordance with approved country-specific labeling.

After hospital discharge, clinical follow-up was scheduled
for 1 month and 6, 12, and 18 months and then annually
from 2 to 5 years. Repeat angiographic follow-up was
performed only for clinical indications. The primary end-
point was assessed at 1 year, the timing of the present
report.

Data management. Study monitors verified all case report
form data on-site. An independent Clinical Events Com-
mittee (CEC) blinded to study stent assignment adjudicated
all death, MI, target vessel revascularization (T'VR), and
stent thrombosis events. An 'mdepcl ds p

nitions.
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composite of cardiac death (any death other than those
confirmed to have a noncardiac cause) related to the target
vessel, MI related to the target vessel, or ischemia-driven
target lesion revascularization (TLR). Myocardial infarction
was defined as: 1) the development of new Q_waves in =2
leads lasting =0.04 s with creatine kinase-myocardial band
(CK-MB) or troponin levels elevated above normal; or 2) in
the absence of new QQ_waves, elevation of total CK levels
>3% normal (peri-PCI) or >2X normal (spontaneous)
with elevated CK-MB, or troponin >3X normal (peri-
PCI) or >2X normal (spontaneous) plus at least 1 of the
following: 1) electrocardiographic changes indicative of new
ischemia (new ST-T changes or left bundle branch block);
2) imaging evidence of new loss of viable myocardium; or 3

new regional wall motion abnormality. Similar criteria were
required for the diagnosis of MI after coronary artery bypass
graft surgery, with a CK-MB or troponin threshold of >5X
normal. Ischemia-driven TLR or TVR was defined as
revascularization of the target lesion or vessel with the
stenosis =50% by quantitative coronary angiography if
associated with clinical or functional ischemia (ischemic
symptoms, electrocardiographic changes, or positive func-
tional study), or stenosis =70% by quantitative coronary
angiography without documented ischemia. Additional
clinical endpoints included target vessel failure (defined as
the composite of cardiac death, MI, or ischemia-driven
TVR); the components of TLF and target vessel failure;
stent thrombosis defined according to the definite or prob-
able Academic Research Consortium (ARC) criteria (12),
subclassified as acute (<24 h), subacute (24 h to 30 days),
and late (>>30 days to 1 year); technical success (successful
delivery and deployment of the study stent to the target
vessel, without balloon rupture or stent embolization); and
clinical procedural success (visually assessed lesion diameter
stenosis <30% with Thrombolysis In Myocardial Infarction
flow grade 3, without in-hospital MI, TVR, or cardiac
death).

Sample size determination and statistical methods. The
randomized trial was powered for noninferiority testing of
PtCr-EES compared with CoCr-EES for the primary
endpoint of 12-month TLF. A 2-group Farrington-
Manning test was used to test the 1-sided hypothesis of
noninferiority in differences with a noninferiority margin
(delta) of 3.5%. A p value <0.05 would indicate noninfe-
riority of PtCr-EES and would correspond to the upper
limit of the 1-sided 95% confidence interval (CI) of the
difference not exceeding 3.5%. The trial had 89% power to

demonstrate noninferiority for TLF &r(i H(o) 8

expected 1-year attrition rate of 5%), assummg a 1-year
TLF rate of 5.5% for both stents (on the g{smgﬁwﬁ@
available at the time of study design for CoCr-EES from
the SPIRIT II and III trials [1,2]), with 766 patients
enrolled/treatment group.

Treatment groups were compared with a 2-sided cg.lr
square or Fisher exact test for categorical variables and

Student ¢ test for continuous variables. The Kaplan—Mﬁm DMWARE%%BH:{GOB%
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product-limit method was used to estimate event rates for
time-to-event outcomes; data were compared with the
log-rank test. The primary endpoint was pre-specified to be
tested in the per-protocol population (patients receiving 1 or
more assigned study stents). All endpoints were also ana-
lyzed in the intention-to-treat (ITT) population (including
all patients who underwent randomization, regardless of
treatment actually received). All statistical analyses were
done with SAS software (version 8.2 or above, SAS Insti-
tute, Inc., Cary, North Carolina).

Results

Patient characteristics and procedural outcomes. Be-
tween January 27, 2009 and September 4, 2009, 1,530
patients were enrolled at 132 sites in the United States (n =
788), European Union (n = 562), Japan (n = 124), and
other Asia Pacific countries (n = 56), and were randomized
to CoCr-EES (n = 762) or PtCr-EES (n = 768). The
baseline clinical and angiographic features of the random-
ized study groups were well-matched (Table 2). Mean
patient age was 63.5 years, 28.6% were women, 23.5% had
medically treated diabetes, and 24.4% presented with un-
stable angina. Multiple target lesions were treated in 10.7%
of patients. The mean lesion RVD was 2.65 mm, and mean
lesion length was 12.7 mm. Procedural and angiographic
outcomes were also similar between the groups (Table 3),
although slightly more CoCr-EES than PtCr-EES were
used per lesion, and the maximum dilation pressure was
higher for PtCr-EES. Nonetheless, angiographic acute gain
and post-PCI target lesion luminal measures were not
significantly different between the 2 stent types.

Among patients randomized to CoCr-EES and PtCr-
EES, technical success was achieved in 98.8% and 99.4% of
patients, respectively (p = 0.14), and clinical procedural
success was achieved in 98.2% and 98.3%, respectively (p =
0.83). Unplanned (bail-out) stenting was required in 75
patients (9.8%) treated with CoCr-EES (for procedural
complications [n = 36], inadequate lesion coverage [n =
26], or other reasons [n = 13]) compared with 45 patients
(5.9%) treated with PtCr-EES (for procedural complica-
tions [n = 29], inadequate lesion coverage [n = 11], or
other reasons [n = 5]) (p = 0.004). Other performance
measures were comparable betw cmoth
Clinical outcomes. Patient f' '

respectively, at hospital %

and 97.6%, respectively, a{g

dine (clopidogrel, ticlopidiae
1% i d 98 Séu £ CoCr-Malin :_
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iELIER-A Baseline Clinical and Angiographic Features of the Randomized Study Groups

CoCr-EES
(n = 762 Patients,

PtCr-EES
(n = 768 Patients,
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n = 841 Lesions) n = 853 Lesions) p Value
Demographic features
Age (yrs) 63.1 +£ 10.3(762) 64.1 = 10.3 (768) 0.09
Male 542/762(71.1) 550/768 (71.6) 0.83
Hypertension* 558/762 (73.2) 544/767 (70.9) 0.32
Hypercholesterolemia* 579/760 (76.2) 598/765 (78.2) 0.36
Diabetes* 191/762 (25.1) 169/768 (22.0) 0.16
Insulin treated 48/762 (6.3) 59/768 (7.7) 0.29
Current smoker 131/741 (17.7) 158/751 (21.0) 0.10
Prior myocardial infarction 160/760 (21.1) 160/761 (21.0) 0.99
Unstable angina 188/762 (24.7) 185/767 (24.1) 0.80
Number of target lesions, mean 1.10 * 0.31(762) 111 * 0.31(768) 0.66
1 684/762 (89.8) 683/768 (88.9) 0.60
2 77/762 (10.1) 85/768 (11.1) 0.54
3 1/762 (0.1) 0/768 (0.0) 0.50
Target vessel
Left anterior descending 343/813 (42.2) 347/824 (42.1) 0.97
Left circumflex 216/813 (26.6) 217/824 (26.3) 0.91
Right 254/813 (31.2) 260/824 (31.6) 0.89
Target lesion measures
Reference vessel diameter, mm 2.63 = 0.49 2.67 > 0.49 0.09
Minimal lumen diameter, mm 0.74 = 0.34 0.75 = 0.35 0.40
Diameter stenosis, % 719 * 115 71.8 - 115 0.87
Lesion length, mm 125+ 55 13.0 = 5.7 0.10

Values are mean + SD or n/N (%). *Requiring medication.
Abbreviations as in Table 1,

respectively (p = 0.34); prasugrel was taken by only 1 Discussion
patient at discharge (in the PtCr-EES group) and by 6
patients in each group at 1 year.

The primary endpoint analysis appears in Figure 3. The
rate of TLF at 12 months in the per-protocol population
occurred in 2.9% of patients assigned to CoCr-EES and
3.4% of patients assigned to PtCr-EES (difference: 0.5%,
95% CI: —1.3% to 2.3%, Psuperioricy = 0-60). The 1-sided
95% Farrington-Manning upper confidence bound was
2.13%, which is less than the pre-specified noninferiority
margin of 3.5%. As such, the primary endpoint of nonin-
feriority for PtCr-EES compared with CoCr-EES for TLF
at 12 months was met (P,oninferionis, = 0.001). Similarly, in
the ITT population, the 12-month rate of TLF was

The principal findings from the present analysis, represent-
ing the pivotal l-year outcomes from the multicenter,
multinational, prospective, randomized PLATINUM trial,
are that: 1) a novel PtCr-EES has been developed with
noninferior 12-month rates of TLF compared with the
predicate CoCr-EES; 2) clinical restenosis (ischemia-driven
TLR) within 1 year occurred infrequently and to a similar
degree with both stents in the patient population tested; and
3) both stents demonstrated an excellent safety profile, with
nonsignificantly different 12-month rates of cardiac death,
MI, and stent thrombosis.

Prior studies have demonstrated that, across a broad

nonsignificantly different between CoCr-EES and PtCr-
EES (3.2% vs. 3.5%, respectively; difference: 0.3%, 95% CI:
—1.5% to 22%’ pnoninferiority = 00009’ psuperiority = 072)
(Fig. 4).

Additional 12-month outcomes in the ITT population
appear in Table 4. There were no SJBJECIWQIQ
detected in any safety or efficacy measure begween the stent
types. The 1-year rate of TLR was 1.9%E

(p = 0.96). ARC definite or probable stent thrombosis
through 1 year of follow-up occurred in only 3 patients

(0.4%) in each group (1 acute, 2 subacute, aacﬁp_ﬂ-q@ 3 dmﬂ@m stem fifr

events with CoCr-EES; and 1 acute, 0 subacute, and 2
late events with PtCr-EES).

ORHITTHAAOM
HPESTop
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cross-section of patients undergoing PCI, the CoCr-EES
results in low rates of TLF, a relatively stent-specific
composite measure of safety and efficacy. In large-scale
randomized trials, patients tregt® SR oCeEES
have been shown to have gfffie

ation paclitaxel-elu@E®S
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L Procedural and Angiographic Outcomes of the Randomized Study Groups

PtCr-EES
(n = 768 Patients,

CoCr-EES
(n = 762 Patients,

n = 841 Lesions) n = 853 Lesions) p Value
Procedural variables
Stents/patient, n 120 =0.48 116 = 0.44 0.16
Stents/target lesion, n 1.08 = 0.35 1.05 = 0.26 0.01
Maximum stent diameter/lesion (mm) 3.05 = 0.44 3.08 =045 0.07
Maximum stent diameter/RVD ratio (mm) 118 = 0.15 117 = 0.15 0.63
Total stent length/lesion (mm) 19.7 - 8.9 205 7.0 0.06
Total stent length/lesion length ratio (mm) 1.7 = 0.7 18 =07 0.25
Post-stent dilation performed 415/841 (49.3%) 425/853 (49.8%) 0.84
Maximum dilation pressure (atm)* 15.9 = 3.2 16.3 =+ 3.1 0.002
Glycoprotein Ilb/llla inhibitors used 62/762 (8.1%) 56/768 (7.3%) 0.54
Non-target lesions treated 71/762 (9.3%) 69/768 (9.0%) 0.82
Fluoroscopy time (min) 11.3 + 10.1 122+ 118 0.10
Contrast used (cc) 184 + B6 185 + 87 0.85
Post-procedural results (per target lesion)

Reference vessel diameter (mm) 2.67 = 0.50 2.70 * 0.49 0.27
Minimum lumen diameter (mm}

In-stent 2,54 + 0.44 257 = 0.42 0.25

In-segment 2.16 *+ 0.47 2.19 *+ 0.47 0.15
Diameter stenosis, %

In-stent 43 *87 43 +91 095

Insegment 19.2 + 9.0 18.8 + 8.6 0.43
Acute gain, %

In-stent 1.80 = 0.45 1.81 + 043 0.73

In-segment 142 + 047 1.44 * 0.46 0.45

Values are mean + SD or n/N (%). *Pre-dilation, stent implantation, or post-dilation balloon.

biocompatible fluorocopolymer has been shown to be resis-
tant to platelet and thrombus deposition in blood-contact
applications (14,15), possibly contributing to resistance to
stent thrombosis. The polymer controls the release kinetics
of the everolimus such that approximately 80% of the drug
is released at 30 days, with none detectable after 120 days.
The dose density of everolimus (100 /.Lg/cmz) is lower than
with any comparable rapamycin-analogue DES. Finally, the

thin (81 um) CoCr stent struts facilitate rapid re-
endothelialization (16) and are fracture-resistant. Preclinical
studies have demonstrated more rapid coverage of the
CoCr-EES struts with functional endothelialization than
with other DES (17).

Through use of a more dense platinum chromium alloy
and a modificd scaffold architecture, the PtCr-EES was
developed to further improve upon several of the mechanical

CoCr-EES

All Patients Randomized
(N=1530)

PtCr-EES

(N=762)

No 12-Month Follow-up (N=27}
Withdrew consent: 6

12- Mglﬁ
% (7351762)
m Patient Flow in the Randomized Trial

Abbreviations as in Figure 1.

Missed 12-month visil: 21 SFIHHO 3 OPUI']
TOp

3rigHoO 3 opuUriHanom
JduvpekTop AKCbOHOBA

(N=768)

Hﬂla«lﬁl]

97.0% (745/768)
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543210123435
PLCr-EES better CoCr-EES better

m Primary Endpoint of TLF at 1 Year

the 1-sided 95% ClI (red line). The p values for noninferiority and superiority testin

bopulation (2 3;12’99”5‘501 CoCr-EES  PtCr-EES  Difference P-value
- ° _ - - 0, {non inferiority)
(1-sided UCB) (n=762) (n=768)  [2-sided 95%Cl] (supariority)
| 5

Per protocol = 2.9% 3.4% +0.5% 0.001

(1° endpoint) 5 (21/714)  (25/731)  [-1.3%, +2.3%] 0.60
Intention- g 3.2% 3.5% +0.3% 0.0009

to-treat 5 (23/737)  (26/742)  [-1.5%, +2.2%] 0.72

Primary endpoint of target lesion failure (TLF) at 1 year for the per-protocol population (primary analysis) and the intention-to-treat (ITT) population (secondary analysis).
Plot shows the difference in TLF at 1-year between the CoCr-EES and the test PtCr-EES, with the 2-sided confidence intervals (Cls) (black line} and the upper bound of

g are 1- and 2-sided, respectively. Abbreviations as in Figure 1.

and physical propertics of the CoCr-EES (specifically, to
enhance trackability, vessel conformability, side-branch ac-
cess, radiopacity, radial strength, and fracture resistance). A
paclitaxel-eluting version of this stent (TAXUS Element,
Boston Scientific) has previously been shown to have
noninferior clinical outcomes compared with the predicate
stainless steel TAXUS Express stent (18). A major design
goal for the PtCr-EES was to preserve the clinical safety
and cfficacy profile of the CoCr-EES by maintaining the
same polymer thickness, everolimus concentration, and
pharmacokinetics present in the CoCr-EES while improv-

10
(5 ——— CoCr-EES (n=752)
% 84 ——  PtCr-EES (n=7€8)
2 . HR [95% CI] = 1.12[0.64, 1.95]
ug. | P=0.70
E 4 35%
= 32%
o 2
8
=8
B —
2 3 5 ] 12
No_al risk Months
CoCr-EES 762 77 743 BI;:IHHQ 3
PICr-EES 763 756 751 745 730
Nupekro

a4 Time-to-Event Curves for the Primary Endpoint

SRl of TLF in the ITT Population

The event rates presented here were calculated by Kaplan-Meier methodology

OETH HHATOM
p Hivenari A

ing acute performance. In this regard, comparable everoli-
mus release kinetics, arterial tissue levels, and vascular
responses have been reported for the PtCr-EES and CoCr-
EES in a noninjured porcine coronary artery model (8), and
in a prior nonrandomized clinical study the PtCr-EES was
found to have rates of angiographic in-stent and in-segment
late loss comparable to those of the CoCr-EES (9). The
current results from the large-scale PLATINUM random-
ized trial demonstrate noninferiority of the PtCr-EES to
the CoCr-EES for the composite safety and efficacy mea-
sure of TLF at 1 year, with nonstatistically significant
different rates present in death, MI, and TLR. Notably, the
0.4% 1-year rate of ARC definite or probable stent throm-
bosis in both groups in the present trial confirms the low
thrombosis rates reported with the EES in prior studies
(1-4,10,11,14). Thus, along with stainless steel and cobalt
chromium, platinum chromium may now be considered an
acceptable metal alloy for use in DES.

Although the rates of technical and clinical procedural
success achieved with the 2 stents were similar in the present
study, a higher rate of unplan it
observed with CoCr-EES

o
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and compared with the log-rank test. Thus, the p vatue differs slightly fromhat
in the text and Table 4, which were calculated using categorical variables a
compared with the chi-square test. HR = hazard ratio; other abbreviations as in

Figures 1 and 3. ﬂ‘M
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IELCX:M 1-Year Clinical Outcomes in the ITT Population

CoCrEES PtCr-EES
(n = 762) (n = 768} p Value
All-cause death, Mi, TVR 36/732(4.9) 37/745 (5.0) 0.97
Allcause death or M] 22/732(3.0) 18/745 (2.4) 0.49
All death 9/732(1.2) 10/745 (1.3) 0.85
Cardiac death 5/732 (0.7) 7/745 (0.9) 0.58
Related to the TV 3/732 (0.4) 6/745 (0.8) 0.51
Not related to the TV 2/732(0.3) 1/745 (0.1) 0.62
Noncardiac death 4/732 (0.5) 3/745(0.4) 0.72
Ml 13/732(1.8) 8/745 (1.1) 0.25
Related to the TV 12/732 (1.6) 6/745 (0.8) 0.14
Not related to the TV 1/732(0.1) 2/745 (0.3) 1.00
Q-wave Ml 5/732 (0.7) 1/745 (0.1) 0.42
Non—Q-wave MI 9/732 (1.2) 7/745(0.9) 0.59
TVR, overall 21/732(2.9) 20/745 (2.7) 0.83
TLR, overall 14/732(1.9) 14/745 (1.9) 0.96
TLR, PCI 12/732 (1.6) 10/745 (1.3) 0.64
TLR, CABG 2/732 (0.3) 4/745 (0.5) 0.67
Non-TLR TVR, overall 8/732(1.1) 7/745 (0.9) 0.77
Cardiac death or Ml 18/732(2.5) 15/745 (2.0) 0.56
Target lesion failure 23/727 (3.2) 26/742(3.5) 0.72
Target vessel failure 29/727 (4.0) 31/742 (4.2) 0.85
Stent thrombasis 3/725 (0.4) 3/735(0.4) 1.00
(ARC definite or
probable)

Definite 3/725 (0.4) 3/735(0.4) 1.00

Probable 0/725 (0.0) 0/735 (0.0) —

Values are n/N (%).

ARC = Academic Research Consortium; CABG = coronary artery bypass graft; ITT = intention-

to-treat; Ml = myocardial i ion; PCI = per coronary inter ; TLR = target lesion
revascularization; TV = target vessel; TVR = target vessel r ion; other abbreviati: as
in Table 1,

coronary anatomy is required to reach a consensus regarding
stent deliverability and other ease-of-use characteristics.

Study limitations. The 1-year TLF rate with the control
CoCr-EES (2.9% in the per-protocol population, and 3.2%
in the ITT population) was less than the 5.5% rate assumed
during sample size estimation, which was based on prior
data from the SPIRIT II and III trials. In the larger SPIRIT
IV trial, in which slightly more complex lesions were
enrolled than in either of the earlier SPIRIT trials (or the
present study), the 1-year TLF rate was only 4.2%, lower
than had previously been reported. As such, small absolute
differences in event rates between the PtCr-EES and
CoCr-EES cannot be excluded by the present study. None-
theless, the observed 2-sided 95% CI of the difference in the
rate of 12-month TLF (—1.3% to 2.3%) ensures that a large

absolute difference in TLF between the 2 stent es
unlikely in the lesions tested. Longer- tergm -Iﬁalg O)

more complex lesions is required for a comprehenswe
evaluation between these 2 devices. In this
regulatory requirements, the SPIRIT and PLATINUM
trials excluded many high-risk patients, such as those with
acute or recent MI or visible thrombus, chronic total

occlusions, true bifurcations, and lesions in the leBni;a,HO 3 0? y!'Flj@flsqb Vs, G En S
coronary artery or a saphenous vein graft. In contr: in o : % 3] ; X{ <
scale randomized ;i DexTop AREBLTEIY OB N

large-scale randomized trial in which these patie
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actively enrolled, the 1-year rate of TLF with the CoCr-
EES was greater (8.2%) than observed in the present study
(13). In the future, adoption of the so-called “all-comers”
design for regulatory approval stent trials would permit
low-frequency but clinically relevant differences between
devices to become statistically apparent (or more reliably be
excluded), while maintaining reasonable sample size.

Conclusions

In summary, a novel PtCr-EES bas been developed and
shown to have noninferior 1-year clinical outcomes com-
pared with the predicate CoCr-EES in patients undergoing
PCI of up to 2 noncomplex de novo native coronary artery
lesions.

Reprint requests and correspondence: Dr. Gregg W. Stone,
Columbia University Medical Center, New York-Presbyterian
Hospital, The Cardiovascular Research Foundation, 111 East 59th
Street, 11th Floor, New York, New York 10022. E-mail:
gs2184@columbia.edu.
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INPUCKOPEHA ITYBJIKALILA

IIpocnekTHBHE paHIOMi30BaHe A0CTiIKeHHS] HOBOrO €Bepo.iMyC-BHILIAIY0ro
KOPOHApPHOIO CTEHTA

Hocnimpxenns PLATINUM (Tlnarinym) (I[pocnextBHe, paHIoMi3oBaHe, DaraToLEHTPOBE AOCTIIKEHHS
Q1S OLiHKM CUCTEMHU eBepONiMYC-BUALNLIOUMX KopoHapHux ctentiB [PROMUS Element] ana nikysauus
J10 IBOX MEPBUHHUX Ypa)KeHb KOPOHAPHUX apTepiit)

I'perr B. Ctoyn, nokrop menuuuuu,* I'lon C. Teiipurreiin, noktop meauuyn, + AH T. Mepeait, 6akanasp
MeAMLMHY i Gakanasp Xipyprii, kaHnuaar MenuuHuX Hayk, T bpyno @apax, nokTop meaMLuHy, § Kpictod
JI. robya, mokTop MeOWLMHW, KaHAWAAT MeOuyHUX Hayk,|| Pobept JI. denbaman, TOKTOp MEQULKMHHY,
9/ kozed Jlenc, MOKTOp MeAMUMHM, KaHauAaT MeauuHux Hayk,# Hobyxica Xariapa, pokrop
meauuuHu,** JJominik k. Annokko, nokrop meauuuny, t1 Kit J. JJokiH3, noktop Meauuunm, t+

s pocnipxends PLATINUM

HbIO-HVOPK, Hb}O—ﬁOpK{ Ja [oconna, Kanigpopnia, Kneumon, Bikmopia, Ascmpania; Tynysa, @panyis;
Jlesen ma I'enx, beaveia; Oxara, Dnopuda; Toxio, Anonisa, ma Hamix, Maccawycemc.

MeTa gocnigxedas

Mpu nparHyau OUiHMTH KJiHIYHI pe3yJbTaTH 3aCTOCYBAHHA HOBOIO MIATIHOXPOMOBOFO €BEPONIMYyC-
Buainsaroyero crenta (PtCr-EES) y nopiBuauHi 3 nomepenHiM KoOaJbTOXpPOMOBUM €BepoJiiMyc-
Buzisttouum cteHToM (CoCr-EES) y nmatjieHTiB, sAKi 3a3Hann yepe3uikipHe kopoHapHe BTpyuaHHsa (UKB).
HJosigkopa indopmanis

PanpoMi3oBaHi nocnizkeHHs NpoAeMOHCTPYBaH 4y noBuit npodins 6esnexu ta epextuHocTi CoCr-EES.
VY PtCr-EES BuxopuctoByerbes ineHTHuHMHA aHTimponidepaTiBHUA areHT Ta MOJiMep, ane 3 HOBUM
NIaTiHOXPOMOBUM KapKacom, po3pobieHnM Jis MOMIMIEHHS JOCTABKH, BiJINMOBITHOCTI CYAMHI, JOCTYIy
A0 O1YHUX FiNOK, PEHTTEHOKOHTPACTHOCTI, IPOMEHEBO! MillHOCTI Ta CTIAKOCTI 10 pyiHYyBaHH:.

MeToaH J0CHiTKEHHS

B ninomy 1530 nauienTis, saxi 3a3wanu PCl 1 abo 2 nepBUHHMX HATHMBHUX NOpa30K, 6ynu paHaoMizoBaHi
y 132 Bcecitnix nentpax ans sudopy CoCr-EES (n = 762) ado PtCr-EES (n = 768). [lepBuHHOW0O
KiHLEBOIO TO4KOw Oyna 12-micsuHa 4yacTka BMNAAKIB HECIPOMOXKHOCTI UinkoBoro ypaxenHs (TLF),
CYKYIHICTb CepLeBOl cMepTi, MOB'A3aHOI 3 LiILOBOIO CYAUHOMW, iHpapkTy miokapaa (M), nos'a3aHoro 3
UinbOBOK CyauHOW0, abo peBackyispusaunil ninboBoro ypawkenHs (TLR), Buxnukanoi imemiero, y
CYKYNHOCTI Maui€eHTiB 0e3 mopylieHHs NPOTOKONY (MaLieHTH, AKi OTpUMaiu > | cTeHTa, MPU3HAYEHOrO
IUIsl AOCTiJIPKEHHS).

PesyabraTi gociaimkenns

12-micauna yactota TLF y cykynHocTi nauiesTi 6e3 nopylueHHs npoTokony cranacs y 2,9% npotu 3,4%
nauieHris, sikuM Oyno BcraHoBieHo CoCr-EES nporu PtCr-EES, BimnosigHo (pizhuus: 0,5%, 95%
Aosipunit inteppan: Bin -1,3% 1m0 2,3%, Proninferioriy = 0,001, Psuperioriy = 0,60). 3a pesynpTaTamu
JOCJIDKEeHHS BCiX paHILOMiSOBaHMX nauieHTiB He 6yn0 BUSABIEHO Cy”["T‘CBl/IX Biﬂ,MiHHOCTCﬁ Mi)K CoCr—EES

CTeHTy (0,4% npom 0 4A;,
BucHoBkn

Y usoMmy BenukomacuTabHOMY, if
nocaipkenHi HoBuil PtCr-EES HelgmmW%Wiig
BiAMIHHOCTAMM Y NOKa3HMKaX Oesneku Ta edeKTUBHOCTI uepes 12 Micauis rfioge
paHzoMizoBaHe, O0araTOLEHTPOBE ocngvxemm 78 OUiHKM  cHCTeMu §'5% N,

xopoHapHux creHrtie [PROMUS Elemen rﬂﬂﬁ@@a@l@r‘ﬁlqymnﬁepawu
OnpekTop AKkcboHoBa O.B.
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3 * MeauuHoro ueHtpy Konymbilicbkoro yHiBepcurety /
Hato-Mopkebkoi  npeciTepiancbkol mikapHi T2 Q@oHay
cepLeBO-CyIMHHUX nochimkens, Huto-Hopk, Helo-Hopxk; +
Kninwika  Ckpinmca, BinmineHHs — cepueBO-CYLMHHUX
3axBoproBanb, Jla-Xoia, Kanidopnia; I MonashHEART,
[TienenHe 310poB'a, MenuuHuit ueHTp MoHama, Kneiitou,
Bikropis, Apctpanis; §Kninika Ilactepa, Tynysa, Opanuis;
IY3 Tacrylicbepr, Jleren, bensria; 9 Perionanbuuii
MeauuHWi UeHTp Mynpo, Oxana, ®nopupa; # 3ikeHxyic
OOCT JlimGypr, 'enk, Bensris; ** Jlikapua Tokiiicbkoro
XiHo4Yoro meauyHoro ysisepcurery, Ciunstoky, Tokio,
Anonia; i Tt BocroHceka HaykoBa kopropauis, Harik,
Maccauycerc. [ToBHuii cniucok opradizauii AocnifkeHHs, a
TakoXK caiTie, IO OepyTb ydyacTb Ta JOCHIOHHKIE 3
BunpoOyBanHa PLATINUM moixHa 3HaliTd B OHNaAHOBOMY
nonatky. J-p CToyH noOBiZOMHB, 110 BXOAMTH OO CKiamy

A-p TeiipiuTeitH NORIAOMAAE NP0 OTPUMAHHS rpaHTiB HA
JOC/Ti[DKEHHs, TOHOPApiB Ta KOHCYNbTaUiHHUX nocayr Big Boston
Scientific, Abbott Laboratories, Cordis Ta Medtronic. JI-p Mepenit
N0BigOMIAE NP0 POOOTY Y HAYKOBO-KOHCYAbTATHBHWX pajax Ta
OTpUMaHHsA roHopapik Bia kommawii Boston Scientific. Ji-p ®apax
NoBiOMASE Mpo OTPUMaHHA TOHOpapiB Bif KoMmnawiit Boston
Scientific Ta Abbott Vascular. JI-p [roGya nosiaoMue npo potory y
HayKOBO-KOHCY/BTaTHBHiH pani komnanii Boston Scientific. J[-p
denpaMaH NOBiOOMMB Npo pobOTYy Yy HAyKOBO-KOHCYILTATUBHY
pany komnanii Boston Scientific i oTpumaHHi roHopapie sin uei.
Joktopa Aumnokko i JIOKiH3 MOBIAOMMJIM, WO € IUTATHUMU
cniBpobiTHUKaMH Ta akuioHepamu koMnaHii Boston Scientific. Bei
iHIIi aBTOpPY NOBIAOMHMIIH, LU0 y HUX HEMAaE 3B'A3KiB, Npo fKi
HeoOXiHO NOoBiNOMUTH.

Pykonuc otpumano 14 mortoro 2011 p.; nepernaHyTy pykomuc
otpumaHo 28 niotoro, 2011 poky, npuiiHaTto 28 notoro 2011 poky.

HayKOBO-KOHCYJIbTAaTUBHUX pPaj i OTPUMYE rFoHOpapu Bim
komnadiii Boston Scientific Ta Abbott Vascular, a Takox €
KOHCYNbTaHTOM KOMMaHii Medtronic.
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3 MOMEHTY NOSBM MEPLUOro IMOKOJiHHA Jikapcbko-BuAinsatouux creHTiB (DES), nocarHeHns y
TEXHOJIOT] CTEHTIB MPOJORKYIOTh MOKpPALUYBAaTH KIHIYHI pe3yjbTaTé AJIs MAali€eHTiB, WO OiAAarTbhCs
yepesIIKipHOMY KOpoHapHoMmy BrpyuanHio (UKB). 3okpema, Oynu po3pobneni ko0anbT-XpOMOBMi
eBeponimyc-uainsatounii creHT (CoCr-EES) (Bupobnserses sk XIENCE V komnanieto Abbott Vascular,
Canta-Knapa, Kanidopnis, takox nouwnproetsest ik PROMUS xommnasiero Boston Scientific, Harik,
Maccauycetc) y cepil paHAOMI30BaHUX AOCTIKEHb MOKA3aB 3HIKEHHS YacTOTH aHriorpadidyHoro ta
KJTiHIYHOTO pecTeHO3a, iHdapkry Miokapga (MI) Ta Tpomb03y cTeHTa Yy MOPIBHSHHI 3 LIMPOKO
3aCTOCOBYBAHUM NaKIiTAKCEN-NIOKPUTHMH cTeHTaMH (1-4). HeltomasHo 6yiio po3po6neHo HOBHUIT CTEHT Ha
OCHOBI HOBOIO MET@IEeBOr0 CINABy - MJATIHOXPOMOBMIA eBeponimyc-Buainsiounii creHt (PtCr-EES)
(npoeonuthes mijg Hasgoww PROMUS Element xomnaniero Boston Scientific) (5,6), y skomy
BHKOPUCTOBY€ETBCA TOM caMuii MillHUH, OiocyMicHUHM, iHepTHUIA gropcononiMep Ta aHTinponidepaTUBHUH
arent (7), ak i B monepeassomy Bapianti CoCr-EES, ane 3 monudikoBaHuM kapkacom, po3poOieHum ans
3abe3MeyeHHA MNOMIMIUEHOI [OCTaYaeMOCTi, MPUAATaeMOCTi N0 CyIAMHM, JOCTYNMy A0 OIYHUX Tijok,
PEHTIeHOKOHTPACTHOCTI, paAianbHOI MiLIHOCTI Ta CTIMKOCTI 10 pylHyBaHHA (puc. 1, Taba. 1). PtCr-EES Ta
CoCr-EES 3a0e3neuytoTh 3icTaBHY KIHETHKY BUBIJIbHEHHS €BEpPOIIMYCY, PiBHI y apTepiafibHill TKaHUHI Ta
CYJIUHHI peaKun y MOI[CJ'H Heymlco,uxcel-[m KOpOHApHOI apTepii CBUHI (8) Cyzu/n-ma peaKum Ha PtCr EES

nopasku < 24 mm (9). AHFIOFpaq%T_a %T(I(Q ? GPHWI_PNJT
NIOKa3HMKaM, paHille 3apeecTpOBaHUM A1 ES'y nepiiomy HOCIIIKERH
jociigHoro npucrtpor. Abbott XIEﬂq/Ep%]@qul '

NiKyBaHHi NAaLi€HTIB 3 NEPBHHHUMH HATUBHUMH ypakeHHAMH KOPOHAPHHUX apTefi
6 micauis ra 0,24 £ 0,27 mm yepes 1 pix), ug re nocnimxenns SPIRIT (0,11 £ ¢

Ta Tpete nochimikenns SPIRIT (0,16 + 0,4 I\LIQIHKQP% %%@MM?MIO F1).
AnpekTop AKkcboHosa O.B.



CYIMHHOTO YIILTPa3BYKOBOTO AOCIiIKEHHS, BicoToK 06'eMHOT o6cTpyKLii npy Bukopuctadti PtCr-EES
y 9-micsauHOMY crniocTepexeHHi cknaB 7,2 + 6,2%, 110 TaK0oX MOXKHA MOPiBHATU 3 JaHHMM, OTPUMaHUMU
npu BukopuctanHi CoCr-EES (8,0 + 10,4% Ta 10 + 7% uepe3 6 Ta 12 micauis, BiAMOBIAHO, 32 maHUMK
nepiioro gocnimxkenna SPIRIT; 2,5 + 4,7% uepe3 6 micauis y apyromy pocnimxkenti SPIRIT, Ta 6,9 +
6,4% uepe3 8 micsauis y Tpetbomy gocnimxenti SPIRIT) (1, 2,10,11).

Jns nopanbluol ouinky KiiHiyHo! 6e3nexku Ta edextuBHocti PtCr-EES mu nposeaun PLATINUM
(IlpocnekTvBHe, paHaOMi3oBaHe, OaraTOLEHTPOBE MOCIHI/VKEHHSA JUIL OUIHKM CHCTEMHM €BEpOIiMycC-
BUNiNAOUMX KopoHapHux cTentiB [PROMUS Element] gns nikyBaHHA A0 ABOX NEPBUHHMX YpakKeHb
KOpOHapHUX apTepiil) - BenukomaciutabHe, MiKHapogHe, 6araroLEeHTpoOBE, [POCHEKTUBHE,
OJIHOCTOPOHHBO ClliNe paHmoMi3oBaHe gocnimkerHs, y skomy PtCr-EES nopisHroBases 3 CoCr-EES vy
nauieHTis, aki nepedecau PCL V upomy 3BiTi 0OMUCYIOTHCA OCHOBHI aHali3u, IIPOBe/ieH] Y X04i OCHOBHOIO
nocnimkeHds PLATINUM.

Mertoan

Kpurepii 3apaxysatus. [Ing BKIIOUEHHs y AOCNIDKEHHS pO3Isfaiucs nauieHTn BikoM 18 pokis 3i
cTabinbHOKW ab0 HecTabinbHOKW CTeHOoKapaie abo JOKYMEHTOBAHOK HIiMOO illeMmiero. Jlo BKarouyeHHs
JIOMYCKAJIUCS MalliEHTH, SIKMM i1 Yac iHAeKCHOT npoueaAypu noTpibHo BukoHatu YKB 1 abo 2 nepBuHHMX
Li1bOBMX NMOpPA30K HAaTUBHOI KOpoHapHOi aprepil 3 RVD 2,5-4,25 MM, R0BXHHOIO NOpasku 24 MM Ta
AdiameTpanbHuM cTeHo30M Bia 50% o 100% 31 crynenem moToky Tpombonizucy npu iHdapkTi Miokapaa 2
abo 3 (3a BizyanbHOIO OLiHKOMO). SKI0 panaoMizauil nifnaramo nuie | UibOBe ypaskeHHS, 1oaaTkoBe
HeLiIbOBe YpakeHHs! B iHLIIN cyauHi MOrio GyTH MpOJIKOBAHO A0 LIINBOBOrO YPaXKEHHS, i NallieHT Bce
OJIHO NOTPAILIAB A0 CIHUCKY, 32 yMOBH, 110 PCI HelinboBoro ypaxeHHs 0yno aHriorpadiyHo ycrnilmHuM ta
HeycknaaHeHuM. OCHOBHUMM KITiHIYHUMM KpUTepisMy BUKIIOUeHHs O6ynu rocTpuii abo HewoaaBHi# MI;
dpakuis Bukuay nisoro untyHouka (OBJILIU) 30%; nonependst abo nnanosaHa TPAHCNIAHTALIS OpPraHiB;
HellonaBHs abo 3aljlaHoBaHa XiMioTepamis; AayTOIMyHHiI 3aXBOpDIOBaHH a0 BUKOPUCTAHH:
iMyHO/IenpecHBHOI Teparil; KijbkicTs Tpomboumtie 100 000 a6o 700 000 kmituH / MM 3; KinbKicTb
nefikouuTi 3 000 kiTiH / MM 3; 3aXBOPIOBaHHS OEYiHKH, pO3PaxyHKOBHH KipeHe kpeaTuHiHy 50 M/ xB
(dopmyna Koxpodra-I'onra) abo HeoOXinHICTb miamisy; akTHBHAZ BHpa3zkoBa xBopoba abo UITYHKOBO-
KUIIKOBA KpPOBOTeYa, Aiare3 xpoBoTedi abo Koarynomaris, 3acTocyBaHHs BapdapuHy abo BiAMOBa BiI
NepeNMBaAHHS KPOBIi; iHCYIBT abo TpaH3WTOpHA iulemiuHa aTaka MpoTsAroMm 6 micsauiB abo Oyab-skuil
HeoOOpOTHMI HeBponoriyHuil nedekT; NiKyBaHHA LiNbOBOI CYyIUHHU 3a JONOMOIOKO aTepeKToMii, aasepy
abo pixyuoro OanoHy Iepes YCTAaHOBKOIO CTeHTY; Oyab-sike 3amnmaHoBaHe PCl abo wwyHTyBaHHS
KOpOHapHOi apTepii micns iHaekcHOT npouenypu (yparkeHHs LiNBOBUX CYAMH, siki HE OepyTb ydacTb y
JOCNi/PKEHH], Morau OyTM mpoJsikoBaHi 3a 24 roguHu 10 paHAoMi3alil); monepeaHe JIiKyBaHHS 32
JIONIOMOroK  BHYTPILIHBOKOpOHapHOI OpaxiTepamil; Bimoma aneprii Ha Oynp-sAkuMd 3 KOMIOHEHTIB
JIOCHi/DKyBaHOTO cTeHTa abo AociijKyBaui npenaparyn, ski He MOXYTh OyTH aJileKBaTHO NONEpeIHBO
IPOJLIKOBAHI; CYMyTHi 3aXBOPIOBAHHSA, AKi MOXYTb CKOPOTUTU TPUBATICTb KUTTA 0 24 MiCsALIB; y4acTb B
iHIIOMY JOCITiIXKEHHi MpemnapaTy abo MPUCTPOLO, ke He ZOCATNIO MEPBUHHOL KiHLIeBOT TOUKU; HE3AATHICTh
abo HebakaHHA BHMKOHYBaTH Bci mpoledypu, nepepbadeHi mportokoiioM. [lopaTkoBi aHriorpagiuHi
KpuTepii BHKIIIOUEHHS BKIIFOYAM PO3TAUIYBAHHSA YpaKeHHS B OCTialbHOMY a00 5iBOMY TOJIOBHOMY
cToBOYpi, B 200 Yepe3 KOHAYIT 0OXiTHOro TpaHCMIAaHTATY; CpaBxkHs Oidypkauilina nopaska (6iuHa rinka
niameTpom 2,0 MM 3a Bi3yaiibHOO OLHKO abo 31 3HaYHMM OCTiaIbHIUM CTEHO30M); HAa/IMipHa 3BUBUCTICTH,
aHryJauis abo xansuudikauia npoxcumansHo abo BcepeqyHi ypaxKeHHs; HasiBHicTh TpoMOy B LiJbOBIit
CYAWHi.

CxopoueHHs Ta abpegiaTypu

ARC - AxaneMmiuHuil nocniaHuii kKoHcopLUiyM
CI - poipuuit iHTepBan 31"1 HO 3 OPI/IFIHA
CK-MB - kpeaTuHkinasa miokapaianabHa cMyra 4
CoCr-EES - xobansr-xpoMoBuii eseﬂﬂpemopmmma
DES - cTeHT(4) 3 NiKapCbKUM BUIIGHHAM
[TT - anani3 ycix paHaomi3oBaHuX MalieHTiB

3rigHO 3 opuUriHaIOM
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MI - indapkT miokapzaa

PCI - yepe3iukipHe KOpOHapHE BTPYUYaHHS

PtCr-EES - nnatuHo-XpomoBuit eBeposiMyc-BUIiNSAIOUHH CTEHT
RVD - niameTp pedepenTHOl Cyaunun

TLF - HecipOMOXHICTB L[ITLOBOIO YpaXXeHHs

TLR - pepackyasgpu3aLisi y UiNbOBOMY ypaXKeHHI

TVR - 11inboBi cyauHu
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Hocnimpxenna Gyno cxBajeHO IHCTUTYLIOHANBHOK HAFMAN0BOK pajiold ab0 KOMITETOM 3 €TUKH Yy
KOKHOMY LIEHTPI, 110 6epe y4acTsb, Ta yci niaxonsiui nauieHTy nianucany iHpopMoBaHy MHCbMOBY 3rOfy.

Puc. 1. ®ororpadis CoCr-EES ta PtCr-EES

®ororpadist kob6anbT-XpoMOBOro eBeposimMyc-Buaisouoro crenta PROMUS (CoCr-EES) (niopy4) Ta
IJIATHHO-XPOMOBOIO  eBepoAiMyc-BuainsAyoro creita PROMUS Element (PtCr-EES) (npasopy4)
(Boston Scientific, Harix, Maccauycerc). liameTp 060X cTeHTiB ckiaaae 3,0 mM. [ToapoGuui AnB. y TeKCTi

IlIporokon. [licns ycnimHoi mnonepeqHsol AguiaTalii UiTbOBOrO YpaKeHHS paHIOMH3aLMs
NPOBOAMNACS 32 A0MIOMOrol0 aBTOMATH30BaHOI KOMI'IOTEPU30BAHOT CUCTEMM Y BUNAAKOBUX Olokax 1o 2
abo 4 nauieHTa.

[Mauientu 6ynu pannomizoBai y cnissiaHowenni 1:1 na PtCr-EES a6o CoCr-EES, crpatudikosani
3a HaABHICTIO a0o BiACyTHicTIO HykpoBoro JiaGety, nikysaHHIO 1 aGo 2 UiNBOBHX MOPA30K, & TAKOXK 32
MiclleM M[poBeAeHHA JociifkeHHs. [lamieHTH BBaOKATMCA BKIIOYEHMMM Yy JOC/TIIKEHMA ITiCIs
panpomizauii. Obuzasa TunM cTeHTiB Gynu JocTynHi y aiamerpi Bin 2,5 10 4,0 MM; I0BKHMHA CTEHTIB
cranosuna 12, 20 i 28 mm ana PtCr-EES Ta 12, 18 i 28 mMm ans CoCr-EES. Onepatop, 110 BUKOHYE
npoLeaypy, He OyB «3acailieHHit» IoA0 AOCTILKYBAHOrO CTEHTA, aje MALiEHTH T2 MeANepCOHanN NikapHi
3aIHLIATNCS «3aCTIiNNEHUMEY.

Ipu nposeaenni PCI BuxopucroByBaBcs HedpakiioHOBaHUI remapuH, eHokcamapuH a6o
OiBanipyZuH BifNOBiAHO O MicueBoi MpakTuKH, a iHriGitopu rmikonporeiny IIb / Illa go3sonsanucs Ha
poscya pocnianvka. HaBaHTaxyBanbHi 403U acnipuHy (pekomenaoBaHo 300 Mr 1.0.) Ta KJIOMIJOrPeto
(neo6xiano 300 mr m.o.) 6ynu HeoOXifHi s nauieHTiB, AKi He MPUIMAIOTS 11 MpenapaTy, 3a 72 roAuHY
no inpexcHol npouenypu. Ilicns PCI wogeHHuii npuiioM acripudy GyB nOTpiGHMI HA HeBU3HAYEHWi
TEPMiH, npuyoMy Bia 162 no 325 Mr n.o. B AeHb peKOMEHIYBAIOCS NPUIMATH IIOHAMEHIIIE NPOTArOM
nepuux 6 micauis, Ta Bia 75 1o 162 mr n.0. B ieHs Hapani woans. Kionigorpen 75 Mr .0. B IeHb OyB
HeoOXiTHUH MPOTATroM siK MiHIMyM 6 MicCAIiB Mic/isl yCTAaHOBKK CTEHTA Y BCiX Ma ITL :
MiCALIB y Haui€eHTiB 6e3 BUCOKOro pU3UKy KPOBOTEU. g

Tiknoniaud mo3sonsnocs npuﬁMaglz;MHO gn&PMEI

[O3BOJIAIOC [pUMAaTH y Micudx, o BiaHOCATLCA 10 GHIA, Biamafi
MapKyBaHHs AJ1sl KOHKPETHOT KpaiHu. HHaK
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[Micna BunMcky 3 nikapHi KiiHidHe criocTepexeHHs OyJo 3anjaHoBaHo yepes | micaup, 6, 12 Ta 18
MiCsILLiB, @ MOTIM LIOPiYHO Bix 2 1o 5 pokis. [ToBTopHe aHriorpadiuHe 06CTEKEHHA IPOBOAMIIOCS TifIbKH
3a KIiHIYHEMU ToKasaHHsmu. [lepBHHHA KiHLeBa Toyka OUiHIoBajacA uepes | pik, WO € TepmiHOM
NpPOBEACHHS LBOrO 3BITY.

Ynpagpxainaa aaHuMu. MoOHITOpY ROCTiukeHHs mepeBipsanu yci nadi y dopmi 3BiTY «Ha micui».
HesanexHuii komiter 3a kiiniyumu nogiamu (CEC), «3acnininedHuid» [0 NPUM3HAYEHHA CTEHTA Y
JIOCJiIpKeHHI, BUHIC pilleHHs 1010 Beix Bunanakie cMepTi, M1, peackynsipusanii uiiboBoi cyauun (TVR)
Ta TpoMGO3y crenTa. Hesanexuuii komiter 3 Ge3nexu i MoHiTopuHry aanux Komirer 3 Gesnekn namux ta
MOHITOPHMHIY OL(iHIOBAB BCI MOBIZOMIIEHHS Ta PpilUEHHA MpPO HECHPUATIAMBI MoAil 4epe3 perynspui
IOPOMDKKM Yacy, KOKEH pa3 J03BOJIAKYM NOCHiKeHHIO TpuBaty 6e3 3MiH. AHriorpadiuxi nadi
aHaJTi3yBaMCs HE3aJIEXXHOK OCHOBHOIO aHriorpadiuHoro nabopartopieto.

OpraHizailis J1ocniKeHHs Ta CKIaJ Haras40BoOro KOMITETy PEACTaB/eHI B OHNAHHOBOMY TOHATKY.

Tabauus 1. HopieuauHsa K0GaaAbT-XPOMOBOI0 Ta INIATHHA-XPOMOBOT0 €BepoIiMyc-
BUJIJISIOYHX CTEHTIB

[TapameTp CoCr-EES PtCr-EES
Jlikn Egeponimyc Egepoitimyc
[onimep PBMA Tta PVDF-HFP* PBMA Tta PVDF-HFP*
TOBLIMHA noJiMepy (1m) 7 7
Cknag metany (%) KobanbT-xpom TlnaTunOBUH XpOoM
(L605)
3aiizo makc. 3.0 37%
[InaruHa 0 33
KobGansT 52 ¢ 0
XpoMm 20 18
Hikens 10 9
Bonbdpam 15 0
Mounibnex 0 2,63
Maprasensb 1,50 makc. <0,05
LLunpuna po3nipku (Um) 91 86
ToBuwMHA po3nipky (M) 81 81
HomiHaneHuid  Tuck  OanoHa 9 12
(atm)
HominaneHuif  Tuck  po3puBy 16 18
OanoHa (atm)
BinHoulenHs nopepxHa / apTepis 13,7 15,1
(Y018
Jlicka (Mm) 1,07 0,91
Panianena minnicts (H/ mMm) § 0,14 0,23
Binnaua crenra (%)§ 4,6 3,6
Kondopmuicts (Hemm) §# 0,30 0,09
PagianbHa eMHicTb / LIINBHICTH 9,1 9,9
(r/cm®
BincrexenHs (recm kateTtepa) ** 158
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MicTuThCs B KOxHil knithnui. fn 5 gns PtCr-EES; n 10 ana CoCr-EES. # KondopmnicTs, mipa
3CMHANILHOTO MOMEHTY CTEHTY, XapaKTepu3ye 3AaTHICTb CTEHTY BiANOBIAATH MPUPOHiA KDUMBU3HI CynyHu,
He BHUKJIHKAIOUW i1 BUNIPSMIIEHHS; MeHIlle 3Ha4eHHs BigoOpaxae kpaily KOHQOPMHICTb. ** 16-mm PtCr-
EES Tta 18-mm CoCrEES, n 10 / rpyna; oniHIO€TbECS LLIAXOM BUMipIOBaHHSA 00'eMy poOOTH, HEOGXiaHOT
IJ1s1 TPOXO/DKEHHA MPUCTPOKO Yepe3 3BUBUCTY MOJENb apTepii; MeHLIe 3HaueHHs (MeHIla poboTa) Bkasye
Ha kpallie BincrexenHs. H / mm Hototon / mifimetp; H-mm HbtoToH / minimeTp.

Kinnesi pe3yJbTaT Ta BH3HAYEHHSL.

[lepBHHHOIO KiHLEBOIO TOUKOW Oyna 12-micsuHa 4acToTa HECTPOMOXHOCTI WiNBOBOIO Ypa)eHHs
(TLF), sika BU3HAYAETBCS K
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CYKYIHICTb ceplieBoi cMepTi (Oyab-aka CMepTb, KPiM NiATBEPMKEHUX HecepLeBUX MPUUKH), I10B'S13aHO] 3
L1JILOBOIO CyANHOIO, M1, OB'A3aHOTO0 3 LiNBOBOIO CYIMHOM0, a60 peBacKynsapr3allii y UilboBOMY ypaxeHHi
(TLR), BuxnukaHoi illemiero. IHdapkr miokapia Bu3HayaBcsa sk: 1) mosBa HOBUX Q-XBWIb y >2
BiZBeIeHHAX TpuBanicTio >0,04 ¢ 3 nigBUIIEHHIM piBHA KpeaTHHKiHa3u-MiokapanansHoi cMyru (CK-MB)
abo TponoHiHy Buile Hopmu; abo 2) npu BiACYTHOCTI HOBUX Q-XBU/b MiABMLUIEHHS 3araibHoro pisda CK
Ha >3x HopMmanbHux (periPCl) abo >2x uopmanbuux (crnoHtaHHuX) 3 nigsuuiedHusm CK-MB, aGo
TPONOHiHy Ha >3x HopmansHux (periPCl) abo >2x HopmanbHuX (CIOHTAHHWX) MIIOC LOHAMeHIne 1 3
HacTynHoro: 1) enextpokapaiorpadiudi 3MiHM, 0 BKAa3yiOTh Ha HOBY imemito (HoBi 3Miun ST-T a6o
0J0Kaaa rinok niBoro myuka); 2) BisyalizauiiiHi 03HaKy HOBOI BTPATH KUTTE3NATHOrO Miokapaa; abo 3)
HOBa perioHalbHa aHOMaJisl pyXy CTiHOK. AHalloriuti kpurepii 6yan noTpibui aas aiarHocTiku MI nicns
onepallii LyHTyBaHH] KOPOHApHUX apTepiii, Opu LbOMY rpaHuyHe 3HaueHHss CK-MB abo TponoHiny mano
craHoBuTH >5% HopM. TLR abo TVR, BuknukaHi iuiemMieto, Bu3Hauauucs Ak peBacKyJjsipu3auys LilboBOro
ypaxeHHs abo cyauHU 3i cTeHo3oM >50% 3a AaHUMU KinbKicHOT KOpoHapHol anriorpadii, AK1Io e OyJio
MOB'A3aHO 3 KJiHiuHOIO a0o dyHKUioHanbHOW illeMicto (ilweMiuHi cumnTomy, enextpokapaiorpadiuni
3Miny 260 no3uTuBHE QyHKUIOHANbHE NOCHIKeHHS), a00 cTeHO03 >70% 3a JaHUMU KiIbKICHOT KOPOHAPHOT
aHriorpadii 6e3 10Ky MEHTOBAHOI ilemil.

HonatkoBi KliHi4HI KiHUEBI TOYKH BKJIHOUAIH HECIPOMOXKHICTh UiBOBOI CYAMHM (KA BU3HAYAETHCA K
CyKynHicTb cepueBoi cmepti, MI a6o TVR, BukiukaHol iemicto); komnonedtd TLF i HecnpoMoxKHicTh
UinboBoi CyAUHHU; TpoMOO3 CTeHTa, KU BU3HAYAETLCS BIIMOBIAHO 10 MeBHUX abo WMOBIpHUX KpUTEpITB
AxapnemiyHoro pocnigHoro koncopuiymy (ARC) (12), migposainsierbcs Ha rocTpuil (<24 roauum),
nigroctpuil (i 24 romun no 30 nuiB) Ta mizHil (Big 30 aHiB 10 1 poky); TexHiuHu# ycmix (ycmimmwa
JOCTaBKa i pO3ropTaHHs A0CNiZXKyBaHOrO CTEHTA Y LibOBiH cyauHi, 6e3 po3puBy Ganony aGo embonizauii
CTEHTa); Ta KIiHiYHWA ycnix npouenypu (Bi3yasibHO OUiHEHUI CTEHO3 ypakeHHs diameTpoM <30% 3
OLiHKO 3-ro Kkiacy Tedil Tpombonizucy npu indapkti miokapaa, 6e3 BHyTpiluHbO Jikapussoro MI, TVR
abo cepueBoi cMepTi).

JULA IEPEBIPKU BIJICYTHOCTI nepeBaru npenapaa AKTUBHOTO KOHTPOJIIO HaJ JI0

PtCr-EES y nopisunsni 3 CoGIENS Tl 3o Ieb:d bl d 1 M
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pieeHs TLF mpotsarom 1 poky ckmane 5,5% st 060X cTeHTIB (Ha NiACTaBi JaHKX, NOCTYTTHHX HA MOMEHT
po3pobku nocnimkenna ana CoCr-EES 3a pesynbratamu aocnigxens SPIRIT 1L 111 [1,2]), npu unomy B
ZOCITHDKEHHS OYJIO BKIIFOUEHO 766 NalieHTiB / rpyna 1iKyBaHHs.

IlopiBHAHHA Tpyn JiKyBaHHA NPOBOAM/IOCA 3a JONOMOIOI0 JBOCTOPOHHLOIO KPMTEPiKO XiCKep abo
ToyHoro tecty diiuepa Ans kateropiaibHux 3MiHHUX Ta t-TecTy CThIOJEHTa /15l Oe3MepepBHUX 3MiHHUX.
s OLlIHKY 4aCTOTH NOAIN BUKOPUCTOBYBABCS METO/ NpOAYKUidHUX Mex KannaHa-Meiiepa peaynbraris
«4ac-nojis»; AaHi MOPiBHIOBANHMCS 3a JONOMOrOIO JIOr-paHroBoro TecTy. [lepBuHHa KiHLEBa Touka Gyna
NOMNepeAHLO BU3HAYEHA K Cepeji CYKYNHOCTI NalieHTiB Oe3 nopylleHb NPOTOKONY (nauieHTu, siki
oTpumanu 1 abo Oimblue CTEHTIB, BKIIOYEHMX Y JOCHIpKEHHs). Yci KiHLEBi TOUKH OYyiau Takoxk
npoaHanizoBaHi cepell ycix paHaoMizosaHux nauienTiB (ITT) (BkIo4arouu ycix naunieHTiB, ski MpoitLuau
paHioMi3allito, He3aNeXHO BiAl (aKTUYHO OTPUMAHOro NiKyBaHHA). Bci cTaTMCTM4HI aHanisu Gynu
TIPOBEZIEH] 3a NOMOMOTOK IporpamHoro 3abesneueHHs SAS (Bepcis 8.2 abo Buue, SAS Institute, Inc.,
Kepi, [iBniuHa Kaponiua).

PesyasTatn

XapaKTepuCTMKH Naui€elTiB i pe3ynbraty npouenyp. ¥ nepion 3 27 ciyns 2009 poky no 4 BepecHsa 2009
poky 1530 nauientiB y 132 uentpax B CLUA (n= 788), €pponeficbkomy Coto3i (n = 562), SAnoHil (n = 124)
Ta iHIWUX KpaiHax A3iarcbko-THX00KeaHCLKOro perioHy (n = 56), 6ynu po3noijeHi Ta paHa0Mi30oBaHi Ha
CoCr-EES (n = 762) abo PtCr-EES (n = 768). Buxigui kniniuni Ta aHriorpadiuyni xapakTepucTvky
paHzoMizoBaHuX Irpyn Oynu podpe nopisuanHi (Tabnuus 2). Cepennii Bik nauieHTiB cknas 63,5 poky,
28,6% 6ynu kiHkamu, 23,5% wmanu i nikyBanu aiaber, a 24,4% naui€eHTiB CTpakaany HECTaGiNbLHOK
cTeHokapiero. JlikyBaHHA MHOXKUHHHX ypaxkeHb MilreHeit 6yno mposeneHo y 10,7% nauienTiB. Cepenue
RVD ypaxenns cknano 2,65 MM, a cepenHs NOBKUHA ypaxkeHHs ckiana 12,7 mm. Ilpouenypni ta
aHriorpadiuni pe3yabTaTé Takox Oyn cxoxi Mix rpynamu (Tabauus 3), xoua 6y10 BUKOPUCTAHO TPOXHU
oinbiue CoCr-EES, Hixx PtCr-EES na oany nopasky, a MakCuManbHuil TUCK aunatanii 6ys Buuie ans PtCr-
EES. Tlpote, adriorpadiunuii rocTpuii BMrpatl i MOKa3HMKYA MPOCBITY UiBOBOTO ypakeHHs micna PCI
MiX JBOMAa TUNAMU CTEHTIB iICTOTHO HE PO3DPI3HANHUCS.

Cepen nauienrie, pangomizosannx Ha CoCr-EES ta PtCrEES, Texniuuuit ycnix 6yB aocsruyThii y 98,8%
Ta 99,4% nauieHTiB, Bignosinyo (p = 0,14), a k1iHiYHKEA npoueaypHUil yenix 6yB gocarHyTuid y 98,2% ra
98,3 %, sinnoeiguo (p = 0,83). Hesannanoeaxe (pe3epBHe) CTEHTYBaHHS CTAIO HEOOXiAHNM 75 nailieHTam
(9,8%), sixi orpumanu CoCr-EES (uepe3 npouenyphi ycknanHents [n 36], HeanekaTHe MOKPUTTS N0PasKu
[n=26], abo 3 iHwux npuuuH [n = 13]) y nopisusuHi 3 45 nauienramu (5,9%), saki orpumysanu PtCr-EES
(4epes npoueaypHi ycknaaHeHHs [n = 29], HeafekBaTHe NOKpUTTs nopasky [n = 11], abo 3 iHWMX NprunH
[n=135]) (p =0.004). [Hwi noka3Huku Gyau NOPiBHSIHI Mi rpynamu.

Kniniuni pesyabtatn. [loTik nauieHtiB y nocnimxeHHi npencraBieHdnil Ha puc. 2. CrnocTepekeHHs
npotaroM 12 micsauis 6yno 3aepuieHo y 96,7% nauientis. Cepen nauieHTis, panaomizosanux Ha CoCr-
EES y nopiensiuHi 3 PtCr-EES, acnipun BukopucroBysanu 99,6% Tta 98,7%, BiINOBiIHO, IpH BUITHCLI 3
nikapHi (p = 0,053) i 97,4% Tta 97,6%, Binnosiguo, yepes 1 pik (p = 0,84). Tienonipuaunu (knonimorpens,
THKJIONiIMH abo mpacyrpens) BukopuctoByBaid 99,1% Ta 98,8% mnauienTis, sxi orpumyBanu CoCr-EES
ta PtCr-EES, Bianosinno, npu Bunucui 3 nikapxi (p = 0,63) i 89,4% Tta 90,9 % nauieHris uepe3s 1 pixk,
BinnosigHo (p = 0,34); npacyrpens npuiiMae Tinbku | MauieHT TNpu BUMHUCL] _rpyni PtCr-EES) i 6
nauienTiB B KOXHii rpymni uepes 1 pik. =
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Ta6uuus 2. Buxigui kiidiyni Ta aHriorpagivni XapakTepHCTHKH PaHIOMIi30BAHHX [Py T

JOCHIIKEHHS
CoCr-EES (n =762 PtCr-EES (n = 768 p 3HaueHHs1
nanieHTis, n = 841 namieuTis, n = 853
ypaKeHb) YpaxeHb)
Hemorpagiqni
XapAKTEPHCTHKH
Bik (pokiB) 63,1 + 10,3 (762) 64,1+ 10,3 (768) 0,09
Yonoaik 542/762 (71,1) 550/768 (71,6) 0,83
lineproHis* 558/762 (73.,2) 544/767 (70,9) 0,32
limepxonecTepuHeMisn*® 579/760 (76,2) 598/765 (78.,2) 0,36
Jiaber* 191/762 (25,1) 169/768 (22,0) 0,16
JlikyBaHHs iHCYIIHOM 48/762 (6,3) 59/768 (7,7) 0,29
Kypeus 131/741 (17,7) 158/751 (21,0) 0,10
[ndapkr miokapaa B 160/760 (21,1) 160/761 (21,0) 0,99
MHUHYJIOMY
HecrabinbHa 188/762 (24,7) 185/767 (24,1) 0,80
CTeHOKap.is
KinekicTs LiJIbOBMX 1,10+ 0,31 (762) 1,11 £0,31 (768) 0,66
1opa3ok, cepeaus
1 684/762 (89,8) 683/768 (88.,9) 0,60
2 77/762 (10,1) 85/768 (11,1) 0,54
3 1/762 (0,1) 0/768 (0,0) 0,50
LliapoBa cyauHa
JliBuit nepenHiit 343/813 (42,2) 347/824 (42,1) 0,97
criagHuii
JliBe kpyrose 216/813 (26,6) 217/824 (26,3) 0,91
CILTETiHHS
[IpaBa 254/813 (31.2) 260/824 (31,6) 0,89
Po3mipu winsoBoro
ypaXeHHs
HiameTp KOHTPOJBLHOL 2,63+ 0,49 2,67+0,49 0,09
CYIMHH, MM
MiHimanbHUi niameTp 0,74 £ 0,34 0,75+0,35 0,40
MPOCBIiTY, MM
HiameTpansHuii 71,9+ 11,5 71,8+ 11,5 0,87
CTeH03,%
JloBKMHA MOpa3ku, MM 12,5+5,5 13,0+ 5,7 0,10

3uavenns BianoigawTs £ SD ado n/ N (%). * [ToTpideH npuiiom mikie.
CkopoueHHs Ak B Tabnuui 1

npusHauenuit PtCr-EES (pi ZPKF[ s Rsu
nopipua wmexa @appuHrroHa-MéERRiRTa cma.na L0 MeHLIe, Hi%

5
i ePe h‘l a5,
HenoBHOUiHHOCTI 3,5%. TaKHMﬂ{ Lf]% A ) 21 AR i
nopieuauHi 3 CoCr-EES nna TLF ;’mlcﬂu Oyna czn—xyTa pnoninferggralEfy d
ycix panaomizopanux nauieHtie (ITT), 12-micsuna uyactora TLF 6yna (3,2% ; i
0,3%, 95% CI: 1,5% - 2,2%, Proninferiority = 0,0009, Psuperiority = 0,72). (Puc. 4).

Honatkori 12-micsuHi pesysnbraTd y BUOIpLI yciX paHIOMi30BaHMX NALEHEIHEIRAT
Oyno BUABNEHO CYTTEBUX BiamiHHOCTEH 3%911}131«’1 MoKa3HHKOM Oe3neku abo ethelTahim

piuna yactora TLR cknana 1,9% 8 odox rIIQ(H@ @nggm@ﬁg%om@m *J ggp
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npu Bukopuctanui CoCr-EES; Ta | r00Tp uX Ta 2 misHi noail npu Bnmpu'b..o{fﬁ'ﬁCﬁ
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OcHoBHi pe3ynbTaTH NAHOCO NOCMIMKEHHSA, WO NPEACTABIAOTh COOOK OCHOBHI pesynbTatv 1-piuporo
CMOCTEpEIKEeHHs B 0araToLEHTPOBOMY, 0araToHauUiOHAILHOMY, IIPOCIEKTHBHOMY, PAHIOMI30BAHOMY NOCimKeHHI
PLATINUM, nonsrawtb y HacTynHomy: 1) 6yno pospobneHo Hoeuik PtCr-EES, mo ne noctynaerbcg 3a 12-
MicsiuHoto yactotoro TLF y nopieHsHHI 3 nonependim CoCr -EES; 2) kniHiunuit pectenos (TLR, Buknuxauuii
iemiero) npotsarom 1 poky BinGyBasca pinko i B oAHakoBii Mipi 3 o6oma cTeHTamu y NOCAIDKYBaHi# Nonynauii
MaltieHTIB; Ta

3) obuaga CTEHTa NPOAEMOHCTPYBaH BiAMiHHUI npodinb Ge3neku, He MaOYM 3HAYHMX BiAMIHHOCTeH y 12-
MiCAYHHUX MOKA3HUKAX CepueBoi cmepTi, MI Ta TpoMGO3y cTeHTa.

[Nonepenxi nocnifxeHHs NoKa3aiy, 1O Y WIMPOKOMY KoJli nauieHTiB, ki 3a3Hanu PCI, CoCr-EES npuszsoauts
Ao Husbkoi yactoti TLF, 1o € BimHOCHO cneuudidHUM ANd CTEHTa KOMIUIEKCHMM NOKasHWMKOM Oe3neku Ta
e(exTUBHOCTI. Y BenukomacuTabHUX PaHAOMIiZ0BAHHMX HOCHIMKEeHHAX Oyno HOKa3aHO, W10 Yy NauieHTiB, AKi
OTpUMYBanM JikyeanHs 3a ponomororo CoCr-EES, smeHwunuca noxaszuuku TLF, TLR, MI Ta TpomGo3y crenty
npoTAroM | poky y MopiBHAHHI 3 MaKIiTaKCeI-BUALIAIOYMM CTEHTOM [1€pLIOro MOKOJiHHA (5,6), a TAKOK He 6yJio
3HAYHMX BiAMiHHOCTel y nokasHukax TLF, TLR 1a MI npotirom 1 poky, ane 3MEHLIMIWCA NOKa3HUKH TPOMOO3y
CTEHTa y NOPiBHAHHI 3 APYIMM NOKOJIHHAM 30Tapofimyc-guainsaiouoro crenTy (13). CrnpuaTausi pesyisTaTi LbOro
NPHMCTPOIO, HMOBIPHO, OOYMOBJEHI BNACTUBOCTAMM IHOro TPbOX OCHOBHMX KOMIIOHEHTIB: MONiMepy, nikie Ta
METAEBOro CTEHTA.
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Ta6auus 3. Buxiani kainidxi Ta aHriorpagiusi xapakTepHCTHKH PAaHIOMI30BAHHX IPymn

JOCHIKEeHHA

CoCr-EES (n = PtCr-EES (n = p 3Hayennsn

762 nmauicHTiB, n | 768 mamicHTIB, n =

= 841 ypaxeHb) 853 ypaxeHsn)
ITpouenypHi 3mMiHHI
CreHtH / mauieHT, n 1,20+ 0,48 1,16 £ 0,44 0,16
CreHTu / LinboBe YpaXKeHHs, n 1,08 £ 0,35 1,05 £ 0,26 0,01
MaxcumaneHu TiamMeTp cTeHTy / 3,05+0,44 3,09+ 0,45 0,07
ypaxeHHs (MM)
MaxkcumanbHu# niametp cteHTy / 1,18 +0,15 1,17 +£0,15 0,63
CHiBBigHOIIEHHss RVD (MMm)
3aranbHa JOBXMHA CTEHTY 19,7+ 8,9 20,5+7,0 0,06
/cHiBBITHOLIEHHS JOBXUHH YPaXKeHHs (MM)
3aranbHa JOBXKWHA CTEHTY / ypaKeHHs 1,7+0,7 1,8+0,7 0,25
(Mm)
BukoHaHa ocTCTeHTHAs AUIaTaLlis 415/841 (49,3%) 425/853 (49,8%) 0,84
MakcuMallbHUiA TUCK po3iuupeHHs (atm) * 159+3,2 16,3 £3,1 0,002
Buxopucrani iHribiTopu riikonpoTteiHy 62/762 (8,1%) 56/768 (7,3%) 0,54
1Ib/111a
JlikyBaHHS HEUILbOBHX YpaXKeHb 71/762 (9.3%) 69/768 (9,0%) 0,82
Yac peHrrenockorii (XB) 11,3 +10,1 122+ 11,8 0,10
BukopucraHuit konTpact (ky0. cm) 184 + 86 185+ 87 0.85
[TicnsanpouenypHi pe3ynsTaty (Ha UiNboBi
ypaxKeHHs)
JiamMeTp KOHTPOJILHOI CYANMHM (MM) 2,67 +0,50 2,70 +£0,49 0,27
MiniManbHuii giameTp npocsity (Mm)
VY crenrti 2,54 £ 0,44 2,57 £0,42 0.25
V cermenTi 2,16 +0,47 2,19+0,47 0,15
Jiamerpaibuuii creHos, %
V creuri 43+87 43+9,1 0.95
VYV cerMmeHTi 19,2+£9,0 18,8 + 8,6 0.43
[Coctpuii npupicr, %
Y cTeHTi 1,80 £ 0,45 1.81 £ 043 0.73
VY cermenTi 1,42 +£0,47 1,44 £0.,46 0.45

3HaueHHs BianosigaroTe £ SD abo n/ N (%). * [lepenninaranis, iMrianTauis cteHTy abo 6anoHy micns qunatauii

Byno nokazaHo, 110 TOHKu# (7 pM), Heaxare3iBHuii, MiLHWil Ta iHepTHUIH biocyMicHuii pTopconofimep criiikuii
N0 BiAKIaneHHA TPOMOOLMTIE Ta TPOMOIB MpH KOHTAKTI 3 Kpor'wo (14,15), 10, MOAUIMBO, CrIpUsE CTiMKOCTI OO
TpoMO603y cTeHTa. [TosiMep KOHTPONMOE KiHETUKY BHBINBHEHHA €BEPOSIMYCY TaKUM YHHOM, Lo npubnuszHo 80%
npenapary BUBUIBHAETbCA npoTsarom 30 nwiB, a uyepes 120 ani npenapar Bike He BUABIAeThCA. LL{iNbHICTL n03M
esepostimycy (100 pr / cm?) Hipkue, HiXk 3 Oyab-1KMM TaKHM caMuM panaMinun-aHanorosum DES. [, napewTi, ToHKi
(81 um) crpyHu crenta 3 CoCr cnpusloTs WBUAKIA peennorenizauii (16) i criliki 1o nepenomiB. JlokniHiuHi
IOCNiIKEHHs NPOAEMOHCTpYBany Ginbul iiBuake nokpurrs credtie CoCr-EES 3 yHnkuionanbHo0 eHnoTenizauieto,
HK npu BUKOpHMCTaHHI iHwux DES (17).
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VYeci nauienru, ski
npoiny
paHgoMizauito (n =
1530)

CoCr-EES > PtCr-EES
(n=762) (n=1768)
Be3 12-micsayHoro Be3 12-MicsSMHOro criocTeperenns
cniocrepexeHna (n = 27) (n.= 23) .
Binxnukanu sroay: 6 1 =] Bimcmukanu sroay: ]
o . 12 IMponymenuit Bisur wepes 12
H.pon?'menuﬂ BI3UT 4€pe3 Micsis: 21
Micauis: 21 Irme: 1
v v
12-micaune criocrepexeHHs 12-mica4He COCTEPEXCHHA
96,5% (735/762) 97,0% (745/768)
Puc. 2. [1oTik naLi€HTIB y paHIOMi30BaHOMY AOCIiIKEHH]
CkopoyeHHs K Ha puc. 1.
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Difference .
CoCr-EES  PtCr-EES Difference P-value
Population 2-sided 95%C1 R
P O (0=762)  (n=768) [2-sided SS%CI] ("on istertd
Per protocol ' E 2.9% 3.4% +0.5% 0.001
(1° endpoint) Y= 5 ur14)  (25/731)  [1.3%, +2.3%] 0.60
1wt _-E
| T
Intention- . 18 3.2% 3.5% +0.3% 0.0009
to-treat : iE (23/737)  (26/742)  [-1.5%, +2.2%]
‘, siomd - E
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PtCr-EES better CoCr-EES better
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Bubipka PizHuus CoCr-EES PtCr-EES Piznuua P-3naqenns

[2-cToponHns (n=762) (n=768) [2-cToponns (needexTuBHicTD)
95% CI] 95% CI] (nepesara)
(1-cToponns
UCB)
CykynHicTsb 2,9% 3,4% +0,5% 0,001
nauienrie  6e3 (21/714) (25/731) [-1,3%, +2,3%] 0,60
NOpYILEHHA
NPOTOKOJY
AmHaniz ycix 3,2% 3,5% +0,3% 0,0009
PaHOOMI30BaHUX (23/737) (26/742 [-1,5%, +2,2%] 0,72
nauieHTIB
PtCr-EES
kpamwe  CoCr-
EES kpawe

flepBuHHA KiHLEBA TOYKAa HECNPOMOXHOCTI UinboBoro ypaxeHHa (TLF) mporarom 1 poxy y BuGipui 3a
NPOTOKOJNIOM {[EPBUHHUH aHani3) Ta y BuGipui ycix panaomizosanux nauieHTiB (ITT) (BTOpUHHUH aHani3).

Ha rpadiky nokazana pisuuus y TLF B 1 pik mixx CoCr-EES ta tecroBum PtCr-EES, 3 mBocTOponHimu
nopipuumy inTepsanamu (Cl) (uopHa NiHif) Ta BepXHHOIO MeXer ONHOCTOpPOoHHBOTO 95% Cl (uepBona niuis).
3Ha4YeHHA p A NepeRipKy HENepCIeKTHBHOCTI Ta nepeBard € 1- Ta 2-CTOpOHHIMH, BiANOBiAHO. CKOPOUEHHA 1K Ha
puc. 1.

3aBOsgKM BUKOPHUCTAHHIO OiNbHI WINLHOTO MNaTHHO-XPOMOBOTO cIuiaBy i MoaudikoBaHOI apXiTEKTYpH Kapkaca,
PtCr-EES 6yB po3po6JieHuii 111 nonaibLIoro noJlinieHHs JesKuX MexaHiuHux Ta ¢iznunux snactusocted CoCr-
EES (30kpema, i OOMIMNIIEHHS BiICTEXKEHHs, DPWIACaHHA N0 NOCYOUHM, AOCTYmy xO Oi4HMX TriNoK,
PEHTIEHOKOHTPACTHOCTI, palliaJibHOT MillHOCTI Ta CTIMKOCTI 0 NepeoMiB).

Bepcis uporo crenta 3 emotoBadHaM naxnurakcenom (TAXUS Element, Boston Scientific) panime nokasyeana
HE MEeHIl BHUCOKI KIiHI4HI pe3y/bTat y NopieHAHHI 3 nonepentivm crentom TAXUS Express 3 Heprxagitouoi craii
(18). OcnoBHot MeTor0 po3pobkn PtCr-EES 6yno 36epexennst xniniuxol 6eznekn ta edexrusHocTi CoCr-EES
DLNAXOM 30eperkeHHs Tiel ) TOBIUMHU NoNiMepy, KoHUeHTpauii esepoftiMycy Ta papmakokiHeTnku, wo i B CoCr-EES,
NpU ONHOYACHOMY NOJimueHHi rocTporo edekry. Y 3B'a3Ky 3 UMM NOBIIOMIANIOCE NpPO MNOPiBHAHY KiHETUKY
BUBIIbHEHHS €BEpONiMyCy, piBHAX Y apTepiasibHill TkaHuuu Ta cyauHHux peakuisx it PtCr-EES ta CoCrEES B
mMoJeni HEyLIKOKEHO KopoHapHoi aptepil ceuui (8), a B nomnepeaHbOMY HEPaHIOMI30BAHOMY KIiHiYHOMY
nocnimxenni PtCr-EES mag 3ictagui 3 CoCrEES nokasuuku adriorpagiusol BTpaT BcepeanHi CTEHTY Ta BCEPEIHHI
cermeHTy (9). TIloTodHI pesyfmbTaTW BeIMKOMACLUTAOHOrO paHAOMi3oBaHoro paocnimxeHHsa PLATINUM
JEMOHCTPYI0Th HenosHouinHicTs PtCr-EES y nopieusuui 3 CoCr-EES nna kom6iHosaHux crenTi (9). CoCr-EES 3a
KOMIUIEKCHHM MOKa3HUKOM Oe3nexu Ta edekrupHocti TLF mporsarom 1 poky, npu ubOMY HECTATUCTHYHI 3Hauylli
BiAMiHHOCTI B mokasHukax cmeprti, MI ta TLR. [1pumitHo, wo 0,4% 1-piyna uactora nesHoro ado AMOBipHOro
Tpomb03y crteHTa ARC B 060X rpynax y [maHomy JOCHikeHHI NiATBEpPIKYE HU3bKY 4acTOTy Tpom6o3y,
3apeecTpoBaHy Npu BukopucTaHHi crenTa EES B nonepennix nocnipxennax (1-4,10,11,14). Takum yusom, nopan 3
HEpPXKaBitoYOl CTALIO i KOOAIBTOM XPOMOM, MIATMHOBUIA XPOM Tenep MOXKE BBAXKATHCH MPUHHATHUM METANeBUM
CI1aBOM AJ11 BUKOpUcTaHHsa B DES.




10 4
= 1 —  CoCr-EES (n=762)
S~ -
2 3 —  PCr-EES (n=708)
[
2 HR [95% CI] = 1.12[0.64, 1.95]
6.
w 3
L P=0.70
9o
§ 41 3.5%
4 0,
5 J_,.—r__,/da—“j 3.2%
K r'__J—-r
01( T L T 1
0 3 8 9 12
No al risk Months
CoCr-EES 762 747 743 135 718
Pi1Cr-EES 768 756 751 745 730

Puc. 4. Kpusi «uac no noaii» ansg nepBUHHOT KiHuesoi Touku TLF B Bubipui ITT
INpenctaBneHi TyT NOKa3HMKM 4acTOTH Nodid Oymu pospaxosaHi 3a Merofonoriero Kannana-Meiiepa i
NOpPiBHIOBANUCS 3 AOTIOMOTOO JIOr-paHr TecTy. TakuM YWHOM, 3HAYEHHS P JIELO BiAPI3HAETBCA Bill 3HAYEHb Y TEKCTI
i Tabnuui 4, axi Oy/nu po3paxoBaHi 3 BUKOPUCTaHHAM KaTeropialbHUX 3MIHHUX Ta NOPIBHIOBATMCS 338 JOMOMOTO
TecTy Xxi-kBagpar. HR = koediuieHT Hebe3neky; iHLi ckopoueHHs K Ha puc. 1 1a 3,

Xoua y UbOMY AOCIIDKEHHI MOKA3HMKM TEXHIYHOrO Ta KITiHIYHOIO YCMixy, JOCATHYTOrO 3a A0FOMOrOK ABOX
CTenTiB, OynM noaibuumu, npu Bukopucrandi CoCr-EES cnocrepiranacs 0iiblil BUCOKA 4aCTOTa HE3aMIaHOBAHOTO
CTEHTYBaHHS y nMopiBHAHHI 3 PtCr-EES. KniHiuna 3qaunMicTs UbOTro pe3ysbTaty HescHa. Lle mocnimkeHus He Gyfio
HanpaeieHo Ha OLiHKY Toro, uu gilicHo PtCr-EES e 6inbw nocraensemMuM, koHpopmHHM Ta/aGo Giblu
PEHTIEHOKOHTPACTHUM; 3abe3neuye Kpaluid OocTym A0 OiuHMX rinok; 6inbw cTifikuii Ko Bimaaui; Ta/abo Ginb
cTiikuii no mepenomis, Hix CoCr-EES. Lli snactusocti moxe OyTH Ba)XKKO BUMIPATH Y MALi€HTIB, OCKiNbKK
BiAMiHHOCTI MiXkK MPHCTPOSAMH, Ki MOXXHA BUABUTH Ha CTEHII, MOXKYTb OYTU He KIIiHIUHO 3HAYYIUMH abO IHIIKUM
YWHOM BiZ4YTHUMH y NpupoaHnX yMoBax (19). Sk npaguio, 11 A0CArHEHHS KOHCEHCYCY ILOAO AOCTABKY CTEHTY Ta
{HIIWX 3pYYHUX y BUKOPUCTAHHI XapaKTepUCTUK NOTPiOEH Be/IMKUI GaraToOUEHTPOBUH KITIHIYHKH TOCBIN Y NaLieHTiB
3i CKJIAZIHOK KOPOHAPHOT aHATOMIEK.
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Tadauus 4. Kiniuni pesyasTaTn 32 1 pik y Bu6ipui ITT

CoCr-EES PtCr-EES p 3Hauyenna
(n =762) (n =768)

CwMepTs Bin ycix npuurH, MI, TVR 36/732(4.9) 37/745(5,0) 0,97
CmMepTs Big yeix npuuud abo Ml 22/732(3.0) 18/745(2,4) 0,49
CwMepTsb BiJ ycix npuyuH 9/732(1,2) 10/745 (1,3) 0,85
CepleBa cMepTh 5/732(0,7) 7/745 (0,9) 0,58
IloB'a3ani 3 TV 3/732(0,4) 6/745 (0,8) 0,51
He nog'ssani 3 TV 2/732(0,3) 1/745 (0,1) 0,62
He cepuesa cmepTsb 4/732(0,5) 3/745 (0,4) 0,72
MI 13/732(1,8) 8/745 (1,1) 0,25
[MTog's3aH0 3 TV 12/732(1,6) 6/745 (0,8) 0,14
He nos'szaHo 3 TV 1/732(0,1) 2/745 (0,3) 1,00
MI 3 Q-xBUIEIOD 5/732(0,7) 1/745 (0,1) 0,12
MI 6e3 Q-xBui 9/732(1.,2) 7/745 (0,9) 0,59
TVR, B uinomy 21/732(2.9) 20/745 (2,7) 0.83
TLR, B uinomy 14/732(1,9) 14/745 (1,9) 0,96
TLR, PCI 12/732(1,6) 10/745 (1,3) 0,64
TLR, CABG 2/732(1,6) 4/745 (0,5) 0,67
TVR 6e3 TLR, B uinomy 8/732(1,1) 7/745 (0,9) 0,77
Cepuepa cMepTh abo Ml 18/732(2,5) 15/745 (2,0) 0.56
HecnpoMoXHiCTh Lil1b0BOro ypaxueHHs 23/727(4,9) 26/742(3.5) 0,72
BigmoBa LinboBOI CyIMHU 29/727(4,0) 31/742(4,2) 0.85
Tpom603 cTeHTa 3/725(0,4) 3/735(0,4) 1.00
(ARC neBHuii abo iAMOBipHUiA)

NeBHUI 3/725(0,4) 3/735(0,4) 1,00
HMOBipHHNii 0/725(0,0) 0/735(0,0) -

3nauenHs n/ N (%). ARC = Axanemiunnii aocninuuii koncopuiym; CABG = myHTyBaHHA KOpOoHapHux aptepii; ITT
= yci paHaoMizoBadi nauientn; MI = indapkr Mmiokapaa; PCl = uepesiikipHe kopoHapHe BTpyuaHmnsi; TLR =
peBacKynapu3auds B UinboBomy ypaxenui; TV = uinboBa cyauHa; TVR = pepackynsapuzauus B UiNbOBill cynuHi;
inwWi ckopoYeHHs, Ak B TabaMui 1.

Ob6MesxeHHs jocnipkenHs. TTokasHuk 1-piunoi TLF mpu BukopucTanHi koHTpojibHOro CoCr-EES
(2,9% y cyxynHocTi nauieHTiB 0e3 nopyLieHHs nporokony ta 3,2% y Bubipui ITT) 6ys nukue nokasHuka
5,5%, NpUIHATOro NpH OUiHLI po3Mipy BUOIpKy, sknii OyB 3aCHOBaHUI1 HA NONEpeHIX AAHAX AOCITiJKEHb
SPIRIT Il i III. V wupiiomy gocnimkedsi SPIRIT IV, B sikomy Opanu y4acTs Hauli€HTH 3 TPOXM OinbLu
CKNaJHMMHN YpaXeHHAMU, HDX B nonepeadix gocmimkedusx SPIRIT (abo B npomy mgocnigkeHHi),
nokasuuk 1-piuHoi TLF cknaB Beboro 4,2%, 1110 HuKYe, HiX [MOBigomnsanocs padiile. Takum 4uMHOM, B
ULOMY JOCHIIKEHH] HE MOXKHA BUKIIFOUMTH HEBENINKI aOCOMIOTHI BiAMiHHOCTI y yacToTi mogii mix PtCr-
EES ta CoCr-EES. Ipote, cnoctepiraemuii 2-cropontii 95% CI pi3uuui y yactoti 12-micaunux TLF (Biz
1.3% no 2,3%) rapantye, wo Benauka abcomoTHa pisauis B TLF Mik JBOMa THMamMM CTeHTIB
MaJloiMOBIpHa npu AoCiMKkeHuX ypakeHusx. Jnsa Bce6GiuHol OLiHKM LIMX ABOX IPUCTPOIB HeoOXiaHO
Oinbll TpHBaNe CHOCTEPEXKEHHs 1 OiblI CKIafHi ypaxkenHs. ¥ 3B'3ky 3 1uM, o0 Bianmosigatu
HOPMAaTHBHUM BuMoram, y aocnimkenHsx SPIRIT ta PLATINUM 6Gyno BuknioueHo 0araTo nauieHTiB 3
BUCOKHM PHM3WUKOM, Taki K MalieHTH 3 roctpuM abo HenaeHiM MI 4y BUAUMUM TPOMOOM, XpOHIUHIMY
TOTAIbHUMU OKTHO3isIMHU, iICTUHHUMU 61(1)yp1<au,mM14 Ta ypa){(eHHﬂM[/l JIiBOT ronosuol KOpOHElpI]Dl aprepil
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B uinomy, 6yno pozpobneno i npogemoHcTpoBano HoBuii PtCr-EES, sxuif He mocTynaerncs 3a
KIiHIYHUMY pe3ynbTaTtamy OpoTsArom 1 poky B mopiBHsaHHi 3 nonepeauim CoCr-EES y nauientis, ski
3asHanu PCI 0o 2 HecknaaHMX NepBUHHMX HATUBHMX Ypa)KeHb KOPOHAPHUX apTepiii.

3aaBku Ha ny6.aikanito i muetyBannst: Jloktop ['perr B. CroyH, Mennunnii uentp KonymGilicskoro
yHiBepcutety, Hbto-Mopkcbka npecsitepianceka nikaphs, MOHA CEPLEBO-CYAMHHUX AOCHiMKens, 111
Cxin 59-2 Bynuus, 11 nosepx, Heto-Hopk, Heto-Mopx 10022. E- mail: gs2184@columbia.edu.
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Strut tissue coverage and endothelial cell coverage:
a comparison hetween hare metal stent platforms and platinum
chromium stents with and without everolimus-eluting coating
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Abstract

Aims: In a rabbit denudation model, assess impact of strut thickness on arterial healing by comparing
endothelial cell coverage and strut tissue coverage after implantation of bare metal stents of varying
thickness; evaluate the effect of an everolimus-eluting stent.

Methods and results: Strut tissue coverage and endothelialisation were assessed 14 and 21 days after
implantation with scanning electron microscopy quantitation methods and immunostaining against the
endothelial cell marker PECAM-1 (CD-31). At 14 days, strut tissue coverage was higher with the stainless
steel Liberté stent (88%, 97 pum) versus Express (77%, 132 uym). The platinum chromium Element stent
with the thinnest strut (81 um) had the highest level (95%). By 21 days endothelialisation was complete for
all. The everolimus-eluting Element stent had a 1-week delay in luminal endothelialisation but was >89%
by 21 days; strut endothelial coverage was >79% in 80% (4/5) of animals, with total strut tissue coverage
>95%.

Conclusions: This study demonstrated that strut thickness affects strut tissue coverage post stent

* Corresponding author: Preclinical Sciences, Boston Scientific Corporation, Natick, MA, USA
E-mail: barbara.huibregtse@bsci.com
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Introduction

Clinical trials of first generation coronary drug-eluting stents (DES)
have demonstrated reduced rates of restenosis compared to bare
metal stent controls’> with no increases in death or myocardial
infarction.® However, autopsy data suggest that uncovered struts
may play a role in some late stent thrombosis events observed
clinically.”® Typical safety evaluations of coronary stents include
scanning electron microscopy (SEM) analysis of the luminal flow
surface of stented vessels 30, 90, and 180 days after stent
implantation, most often in the non-injured porcine coronary
model.>!! In the porcine model complete endothelialisation is
commonly observed at 30 days post-stent implantation for
marketed DES devices, with no differences reported between DES
and comparator bare metal stents (BMS) at the time points
evaluated.'>!> Even when evaluated at earlier time points, the
porcine model does not allow for discrimination between bare and
DES devices.!" In contrast, the rabbit iliac model with balloon
denudation of the endothelial cell layer promotes delayed arterial
healing kinetics, allowing for better discrimination between device
types at early time points (14-21 days). Joner et al recently
published results in this model showing delays in strut tissue
coverage and endothelial cell coverage with DES compared to
BMS™ and also reported a disparity in re-endothelialisation rates
among different comparator DES at 14 days. However, the relative
contributions of drug coating versus stent strut thickness were not
apparent due to the nature of the study design. Other studies have
implicated stent strut thickness in the kinetics of re-
endothelialisation'’"*¥ and this likewise could contribute to some of
the results observed in the Joner study.

The purpose of the current study was to determine the impact of
stent strut thickness on the rate of re-endothelialisation following
implant of three different BMS (Express™, Liberté™, and Element™;
Boston Scientific Corporation [BSC1, Natick, MA, USA) in the rabbit
denudation model. These three stent types represent an evolution
of platform design and architecture from the thickest, 132 pm
stainless steel Express to the thinnest, 81 pm Element stent
manufactured from a novel platinum chromium alloy.% Additionally,
the effect on endothelialisation and strut coverage of an everolimus-
eluting coating on the Element stent platform (PROMUS Element)
was examined.

Methods

Device descriptions

The three BMS assessed in this study included the balloon-
expandable Express™ (132 um strut thickness; 71-91 pm strut

width) and Liberté™ (97 pm strut thickness; 76 pm strut;gmzl Qaguaﬂmmi&fﬂ
stainless steel stents and the Element™ stent made of a pl i sofdlio T ges.

chromium alloy (81 um strut thickness; 66 um strut width). Alo
Hupexzopnddduza

with differences in strut thickness and width, stent architect
varied among the three BMS.?! Also examined was PROMUS™
Element, which contains the antiproliferative agent everolimus??

£ *
Q%fmr‘gi f \
applied to the Element stent using the same combination of polyBeinHo e Ftggnemoner et al.'’s Qp Ji!»ﬂfr }Eﬁf Y
layers found in the PROMUS everolimus-eluting stent.” All Stﬂﬁ eK{éﬁQEbﬁsM%r@ﬁereq .-__ ez PSS ;3& 1
ith (Serote 1o, US

were 2.75 mm in diameter and 16 mm long, with the exception o

initial tests with 8 mm long Express stents for method development.
All stents were manufactured by BSC, Natick, MA, USA.

Animal care and use

Study protocols were reviewed and approved by the Institutional
Animal Care and Use Committee at American Preclinical Services
(Minneapolis, MN, USA), and experiments were conducted
according to the National Institutes of Health Guide for the Care and
Use of Laboratory Animals (U.S. National Institutes of Health
Publication 85-23, revised 1996).

Anesthetised adult female New Zealand White rabbits underwent
endothelial denudation of both iliac arteries using an angioplasty
balloon catheter (Maverick, 2.25 mm x 15 mm, BSC, Natick, MA,
USA). Denudation was achieved by three balloon passes at a
balloon to artery ratio of approximately 1.05:1. immediately
following balloon denudation, stents were deployed at a target stent
to artery ratio of 1.3:1. Five to six devices of each type were
implanted per time point, with each rabbit receiving one stent per
iliac artery. Rabbits were maintained on aspirin (40 mg/day, PO)
starting 24 hours before catheterisation with continued dosing
throughout the in-life phase of the study. In addition, heparin was
administered at the time of catheterisation with doses ranging from
20-250 |1U/kg to maintain activated clotting times of 250 seconds or
above. Following device implantation, post-procedural angiography
was performed to verify stent placement and patency and the
animals were allowed to recover.

After 7, 14, or 21 days, animals were euthanised and stented arteries
were perfused with lactated Ringer’s solution to remove blood and
fixed in 4% paraformaldenyde. Stented vessels were bisected
longitudinally with one half processed for SEM and the opposite
reserved for en face immunostaining of whole mount vessels.

Quantitative analysis of endothelial surface

coverage

SEM imaging and quantification was essentially conducted
according to the methods of Joner et al.'* Briefly, serial images were
acquired at low magnification (15x magnification) and were digitally
assembled to provide a view of the entire luminal stent surface area.
Enlarged images (200x magnification) were assessed by a trained
analyst and endothelial surface coverage was traced and measured
with Image Pro Plus software (Media Cybernetics Inc, Bethesda,
MD, USA) and reported as the percent strut area covered and
percent luminal area covered. In addition, areas of stent struts not
covered by endothelium were further characterised as being
uncovered or covered with a proteinaceous matrix c i G
focal platelet and fibrin aggregates intermixed with gk

[y

PECAM-1 o

Immunostaining for PECAM-1 g9
with Tween 20 (Serotec, Raféig]

/
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Strut coverage and endotheliai cell coverage after stenting

goat serum (Invitrogen, Carlsbad, CA, USA) for one hour at room
temperature. Following the blocking step, vessels were incubated
with a primary antibody against PECAM-1 (anti-PECAM-1, 1:10
dilution; Dako, Carpintaria, CA, USA) overnight at 4°C. Specific
binding was visualised with goat anti-mouse antibody labelled with
Alexa Fluor 594,1:200 dilution (Invitrogen, Carlsbad, CA, USA) in
the dark, for one hour at room temperature.

Confocal images were acquired via fast mode scanning with a 20x
water immersion lens on an Olympus Fluoview 1000, BX61 with
a Proscan Prior Automatic Stage (FV.AS.10 Software) at the
Biomedical Imaging Processing Lab at the University of Minnesota,
Minneapolis, MN, USA. Fluorescent images were overlaid and
photo-merged with differential interference contrast {DIC) images to
denote the pattern of endothelial cell coverage over stent struts.

Statistical analysis

Data are expressed as meanzstandard deviation. For quantitative
SEM data, analysis of variance was used to make comparisons across
all groups. Individual comparisons between groups were made
using the Tukey pairwise comparison test. P values of < 0.05 were
considered statistically significant.

Results

Kinetics and pattern of re-endothelialisation
following bare metal stenting
A preliminary study to determine the appropriate time points for

evaluation of endothelialisation following balloon-denudation and
stenting in the rabbit iliac artery was conducted using Express

pattern and time course, with re-endothelialisation progressing from the proximal and distal ends towards the
implant 88.3%+5.0% of the luminal surface area is re-endothelialised (A), with complete endothelialisation b

3riaHo 3 opuriHanom

days post-implant (99.5%+0.7%, C).

BMS at follow-up times of O, 7, 14, 21 and 28 days, with sample
sizes of 5-6 stented vessels per time point. Immediately post-
deployment (O days), 89+15% of the luminal surface area was
determined to be free of endothelial cells via SEM visualisation. At
seven days post-deployment, 88.3+5.0% of the luminal area was
covered by endothelial cells and coverage was complete at 14 days
(97.8+3.6%), 21 days (99.5+0.7%), and 28 days (1009%+0%).
Endothelialisation followed a distinct pattern, progressing from the
proximal and distal ends of the stent towards the middle (Figure 1).
An additional study was conducted looking at the impact of device
length at time points of 7, 14 and 21 days (data not shown). Based
on this analysis, follow-up time points of 14 and 21 days were
selected for further analysis. Additionally, the stent length
evaluated was increased from 8 mm to 16 mm so as to further
delay the rate of endothelialisation and allow for greater
discrimination between stent platforms.

Quantitative SEM comparisons across hare
metal stent piatforms

At 14 days, the luminal surface area was incompletely
endothelialised for Express and Liberté but nearly compiete for
Element (Figure 2, A-C and Table 1). By 21 days endothelialisation
of luminal surface area and stent struts was largely complete for all
three (Figure 2, D-F and Table 1). Overall strut tissue coverage,
including endothelial cell coverage plus non-endothelial cell
coverage (focal platelet and fibrin aggregates intermixed with red
blood cells and inflammatory cells) was significantly lower at
14 days with the thicker Express struts (77%) compared to Liberté
(88%, P=0.05) and Element (95%, P=0.001) (Figure 3). At 14 days
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Figure 2. Scanning electron micrograph image

Element (C, F) stents at 14 days (A-C) or 21 days (D-F).
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denuded rabbit iliac arteries. Images are representative examples of , . A
bare metal Express (A, D), bare metal Liberté (B, E) agjﬁspﬂxTGﬁl dmﬂtﬂ%ﬁﬂis'?&a

coverage by tissue and cell types other than endothelial cells was
15% for Express, 28% for Liberté, and 16% for Element (Table 1).

Experimental research

Table 1. A comparison of endothelialisation at 14 and 21 days for
Express, Liberté, Element, and PROMUS Element stents implanted
in the rabbit iliac denudation model.

Sample  Non-EC strut ECstrut  Endothelialisation
size coverage coverage {% lumen
(% stented area) (% stented area) area)
14 Days
Express 6 15+11 61+10 89+19
Liberté 5 28+21 60+27 76416
Element 5 16+13 79+14 915
Promus Element 5 19416 39432 76+16
21 Days
Express 6 9+19 86+24 974
Liberté 5 24 9645 98+2
Element 6 545 91+8 9514
Promus Element 5 17411 68+29 89+9
EC: endothelial cell
" *%
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Figure 3. Effect of strut thickness on the kinetics of tissue coverage.
At 14 days post-implant, 77+6% of bare metal Express stents struts
had some form of tissue coverage compared to 88+7% of bare Liberté
(* P=0.05) and 95+4% of bare Element (** P=0.001) stent struts.

Quantitative SEM comparison hetween Eiement
and PROMUS Element stents

At 14 days, endothelialisation of the luminal surface area was lower
with PROMUS Element compared to Element but was nearly
complete for both by 21 days (Figure 4 and Table 1). However, in
the PROMUS Element cohort, stent struts remained incompletely
endothelialised even at 21 days (68+29%, Table 1). This was
largely due to a single animal with poor strut endothelial cell
coverage {19% compared to >79% for the remaiieE imals
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Strut coverage and endothelial cell coverage after stenting

28004852

SEM 08-068

Figure 4. Scanning electron micrograph images of PROMUS Element stents. Images are representative examples at 14 days (A) and 21 days (B)
post-implant in denuded rabbit iliac arteries.
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Discussion \\

This study demonstra@?thatistiryt thickness and drug coating can
affect the rate of strut tissue coverage and luminal surface
endothelialisation post stent implantation. The animal model used
here, balloon denudation of the endothelial cell layer in rabbit ifiac
arteries, promotes delayed arterial healing kinetics, allowing for
better discrimination in stent strut tissue coverage and
endothelialisation between device types. At 14 days, strut tissue
coverage as determined by SEM was significantly greater with the
thinner bare metal stainless steel Liberté strut (88%) compared to
the thicker Express (77%, P=0.02). The platinum chromium
Element stent with the thinnest strut had the highest level of strut
tissue coverage (95%, P=0.001 compared to Express) and the
highest level of strut and luminal endothelialisation at 14 days (79
and 97%, P>0.05). By 21 days luminal and strut endothelialisation
were complete for all three stent platforms. The addition of an
everolimus-eluting coating to the Element stent delayed luminal
endothelialisation by one week but it reached 89% by 21 days with
strut endothelial coverage >79% in 80% of animals and total strut
coverage >96% in 80% of animals.

In accordance with multiple consensus documents for the
evaluation of drug-eluting coronary stents, typical preclinical
safety evaluations include SEM analysis of the luminal flow
surface of stented vessels 30, 90, and 180 days after stent
implantation, most often in the non-injured porcine coronary
model.”"”? Evaluations of Express, Liberté, Element, and
PROMUS Element stents in the porcine model have shown
complete luminal endothelial cell coverage by 30 days or
earlier.12132* The vascular compatibility of the polymer coating for
PROMUS Element, which consists of the same combination of
polymer layers found in the PROMUS everolimus-eluting stent?,
has also been evaluated previously. In the rabbit model, complete
endothelial cell coverage by 14 days was reported for stents with
polymer-only coating” while in the pig complete endothelial cell
coverage was documented by 30 days.?® However, species and
model dependent factors impact the time course of arterial
healing following stent implant and some clinical evidence
suggests that wide inter-individual variability exists in the human
patient population.”812132627 |n the current work, inter-animal
variability was evident in the healing of treated arteries. This could
be attributed to the natural variation in vascular repair but could
also be related to incomplete stent apposition at deployment
where the resulting incomplete neointimal coverage of
malapposed struts may be a predisposing factor for very late stent

thrombosis in patients.?# Optical coherence tomographgfﬁl

provide a high level of accuracy in evaluating heterogeneity of

vascular response following stent implantation.?® In both anim leetmtrg nd

models and human clinical outcomes, further study of this
variability is warranted. A recent comparison of four DES in the

rabbit iliac model concluded that the first generation p3EiiEHE-3 OPBEMAAGH greater un @}ég_ﬂrut area obsd
and sirolimus-eluting stents delayed arterial healing comgrpekrop ARtBSHEREOB:0.02) ‘every

second generation everolimus- and zotarolimus-eluting stents.'®
The results of our study, however, highlight the need to control for
aspects of stent design such as strut thickness when conducting
quantitative comparisons across DES platforms.

Experimental research

The pattern of re-endothelialisation for the stents tested here
appeared to progress from uninjured areas (the proximal and dijstal
segments of the stented vessel) toward areas of injury, with the
middle region being the final area to develop complete endothelial
cell coverage (Figure 1), as observed by others with this mode]. 33t
This is further illustrated by the finding that longer stents, and
therefore longer regions of denudation, develop complete
endothelialisation at a slower rate compared to shorter stents
(Figures 1-3).

In this study, both Element and PROMUS Element stents showed
nearly complete endothelialisation of the luminal surface area by
21 days with strut endothelial coverage >91% for all Element stents
and >79% in 80% (4/5) of animals receiving PROMUS Element.
These data are similar to the endothelialisation data at 28 days
reported by Joner et al for the comparison of the XIENCE™ DES
(>70% endothelialisation) with Multi-Link Vision™, the equivalent
BMS (>90%)." In addition to SEM evaluation of endothelial cell
morphology, immunostaining demonstrated no loss of PECAM-1
expression at cell-cell junctions for PROMUS Element compared to
Element. Taken together, these data indicate that the everolimus-
eluting coating on PROMUS Element accounts for minimal delayed
arterial healing when delivered on thinner strut, lower profile stent
platforms. This delay in endothelialisation is not unexpected: as an
mTOR inhibitor, everolimus is known to impact endothelial cell
growth and function®. It is important to note that this delay in
endothelialisation was limited to the rabbit denudation model as
there was no delay in endothelialisation associated with PROMUS
Element in a standard porcine model.

Autopsy studies have revealed a correlation between uncovered
struts and stent thrombosis” 2?7 which has driven preclinical model
development towards species and time points that better predict
delayed arterial healing as evidenced by uncovered struts and
incomplete endothelialisation following stenting. In the clinic, optical
coherence tomography (OCT) imaging can provide some
assessment of strut coverage after coronary stenting, including the
detection and measurement of thin layers of neointimal
coverage.”>3*3 Randomised clinical trials using OCT may help
ascertain the effectiveness of new generation DES in improving
vessel healing and reducing stent thrombosis.

Limitations of this study include, as with all preclinical models, the
use of an animal model as a human clinical surrogate. However, the
rabbit denudation model promotes delayed arterial healing kinetics
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Strut coverage and endothelial cell coverage afler stenting

rate of strut tissue coverage and endothelialisation post coronary
stent implantation. Increased strut thickness was shown to reduce
the rate of strut coverage and the addition of an everolimus-eluting
polymer introduced a short delay in luminal endothelialisation. The
results highlight the need to control for aspects of stent design such
as strut thickness when comparing across BMS and DES platforms.

Acknowledgements

The authors wish to thank Prof. Willem J. van der Giessen, MD, PhD
and Heleen van Beusekom, PhD of the the Department of
Cardiology, Erasmus Medical Center (Rotterdam, The Netherlands)
for their critical review of this manuscript and Jerry Sedgewick, PhD
of the Biomedical Imaging Processing Lab at the University of
Minnesota, (Minneapolis, MN, USA) for his technical assistance
with confocal image acquisition and processing. Additionally the
authors thank Natalia Sushkova, MD for her technical assistance
with development of the whole mount en face immunostaining
procedure; Alisa Davis for SEM image acquisition; Bill Stoffregen,
DVM, PhD for his training and oversight of the SEM image analysis;
and Ruth M. Starzyk, PhD for her assistance with drafting and
editing the manuscript (all of Boston Scientific Corporation).

References

1. Morice MC, Serruys PW, Sousa JE, Fajadet J, Ban Hayashi E, Perin M,
Colombo A, Schuler G, Barragan P, Guagliumi G, Molnar F, Falotico R,
Group RS. A randomized comparison of a sirolimus-eluting stent with a
standard stent for coronary revascularization, N Engl/ J Med.
2002;346:1773-80.

2. Moses JW, Leon MB, Popma JJ, Fitzgerald PJ, Holmes DR,
O'Shaughnessy C, Caputo RP, Kereiakes DJ, Williams DO, Teirstein PS,
Jaeger JL, Kuntz RE. Sirolimus-eluting stents versus standard stents in
patients with stenosis in a native coronary artery. N Engl J Med.
2003;349:1315-23.

3. Stone GW, Ellis SG, Cox DA, Hermiller J, O'Shaughnessy C, Mann JT,
Turco M, Caputo R, Bergin P, Greenberg J, Popma JJ, Russell ME. A
polymer-based, paclitaxel-eluting stent in patients with coronary artery
disease. N Engl J Med. 2004;350:221-31.

4. Serruys PW, Ong ATL, Piek JJ, Neumann FJ, van der Giessen WJ,
Wiemer M, Zeiher A, Grube E, Haase J, Thuesen L, Hamm C, Otto-
Terlouw PC. A randomized comparison of a durable polymer everolimus-
eluting stent with a bare metal coronary stent: The SPIRIT first trial.
Eurolntervention. 2005;1:58-65.

5. Fajadet J, Wijns W, Laarman GJ, Kuck KH, Ormiston J, Munzel T,
Popma JJ, Fitzgerald PJ, Bonan R, Kuntz RE. Randomized, double-blind,
multicenter study of the Endeavor zotarolimus-eluting phosphorylcholine-

encapsulated stent for treatment of native coronary artery Iesionsm Hﬁ)igﬁﬂﬁ S
and angiographic results of the ENDEAVOR |l trial. Circu#al l[ n il

2006;114:798-806.

6. Stone GW, Moses JW, Eilis SG, Schofer J, Dawkins KD, Morice IJ;[I/IPQFJOQ(RJ

1
Colombo A, Schampaert E. Grube E. Kirtane AJ, Cullip DE, FayHid 3 opbrikanidinfereiaksy %
Pocock SJ, Mehran R, Leon MB. Safety and efficacy of sirolirpis- ar cacy of the 1%5\ S E T A pac i+
AiipEiron ARckriGse! :

paclitaxel-eluting coronary stents. N Engl J Med. 2007;356:99:

7. Joner M, Finn AV, Farb A, Mont EK, Kolodgie FD, Ladich E, Kutys R,
Skorija K, Gold HK, Virmani R. Pathology of drug-eluting stents in
humans: delayed healing and late thrombotic risk. J Am Coll Cardiol.
2006,48:193-202.

-636 -

wonline

8. Finn AV, Nakazawa G, Joner M, Kolodgie FD, Mont EK, Gold HK,
Virmani R. Vascular responses to drug eluting stents: importance of
delayed healing. Arterioscler Thromb Vasc Biol. 2007,27:1500-10.

9. Schwartz RS, Edelman ER, Carter A, Chronos N, Rogers C,
Robinson KA, Waksman R, Weinberger J, Wilensky RL, Jensen DN,
Zuckerman BD, Virmani R. Drug-eluting stents in preclinical studies: rec-
ommended evaluation from a consensus group. Circulation.
2002;106:1867-73.

10. Boam AB. Regulatory issues facing the development of drug-eluting
stents: a US FDA perspective. Expert Rev Med Devices. 2006;3:297-300.

11. Schwartz RS, Edelman E, Virmani R, Carter A, Granada JF, Kaluza GL,
Chronos NAF, Robinson KA, Waksman R, Weinberger J, Wilson GJ,
Wilensky RL. Drug-eluting stents in preclinical studies. Updated consen-
sus recommendations for preclinical evaluation. Circ Cardiovasc Intervent.
2008;1:143-53.

12. Seifert PS, Huibregtse BA, Polovick J, Poff B. Early vascular
response to overlapped paclitaxel-eluting stents in swine coronary arter-
ies. Cardiovasc Revasc Med. 2007;8:251-8.

13. Wilson GJ, Polovick JE, Huibregtse BA, Poff BC. Overlapping pacli-
taxel-eluting stents: long-term effects in a porcine coronary artery model.
Cardiovasc Res. 2007;76:361-72.

14. Wilson GJ, Nakazawa G, Schwartz RS, Huibregtse B, Poff B, Herbst TJ,
Baim DS, Virmani R. Comparison of Inflammatory Response After
Implantation of Sirolimus- and Paclitaxel-Eluting Stents in  Porcine
Coronary Arteries. Circulation. 2009;120:141-49.

15. Perkins LEL, Boeke-Purkis KH, Wang Q, Stringer SK, Coleman LA.
XIENCE V™ Everolimus-Eluting Coronary Stent System: A preclinical
assessment. J Interven Cardiol. 2009;22:528-540.

16. Joner M, Nakazawa G, Finn AV, Quee SC, Coleman L, Acampado E,
Wilson PS, Skorija K, Cheng Q, Xu X, Gold HK, Kolodgie F, Virmani R.
Endothelial cell recovery between comparator polymer-based drug-eluting
stents. J Am Coll Cardiol. 2008;52:333-42.

17. Simon C, Palmaz JC, Sprague EA. Influence of topography on
endothelialization of stents: clues for new designs. J Long Term Eff Med
Implants. 2000;10:143-51.

18. LaDisa JF, Jr., Olson LE, Douglas HA, Warltier DC, Kersten JR,
Pagel PS. Alterations in regional vascular geometry produced by theoreti-
cal stent implantation influence distributions of wall shear stress: analysis
of a curved coronary artery using 3D computational fluid dynamics mod-
eling. Biomed Eng Online. 2006;5:40.

19. De Prado AP, Martinez CP, Ramon CC, Orden JM, Altonaga JR,
lglesias MJ, Purrinos MR, Orden MA, Marin JF, Fernandez-Vazquez F.
Endothelialization of nonapposed stent struts located over the origin of a

Cardiol. 2009;22:222-7.

g
{q.gﬂ[;mg 47

e e oy "_étr;g;na' v ek

methods of the PERSEUS chsgroaay,

Oral everolimus inhibits in-stent neointimal growth. Circulation.
2002;106:2379-84.




23. Guidelines on the clinical and non-clinical evaluations during the
consultation procedure on medical substances contained in drug eluting
{medical substance-eluting) coronary stents, EMEA/CHMP/EWP/1 10540/
2007. http://www.emea.europa.eu/pdfs/human/ewp/11054007enfin.pdf.

24, Wilson GJ, Huibregtse BA, Stejskal EA, Crary J, Starzyk RM,
Dawkins KD, Barry JJ. Vascular response to a third generation everolimus-
eluting stent. Eurolntervention, 2010;6:512-519.

25. Chin-Quee SL, Hsu SH, Nguyen-Ehrenreich KL, Tai JT, Abraham GM,
Pacetti SD, Chan YF, Nakazawa G, Kolodgie FD, Virmani R, Ding NN,
Coleman LA. Endothelial cell recovery, acute thrombogenicity, and mono-
cyte adhesion and activation on fluorinated copolymer and phosphoryl-
choline polymer stent coatings. Biomaterials. 2010;31:648-657.

26. van Pelt-Verkuil E, Knoester J, van Pelt W, Brink M, Jense D, Emeis JJ.
Time course of arterial repair following endothelial denudation in the rat
carotid artery, Virchows Arch [Pathol Anat]. 1986;408:559-74.

27. Finn AV, Joner M, Nakazawa G, Kolodgie F, Newell J, John MC,
Gold HK, Virmani R. Pathological correlates of late drug-eluting stent
thrombosis: strut coverage as a marker of endothelialization. Circulation.
2007;115:243541.

28. Cook S, Wenaweser P, Togni M, Billinger M, Morger C, Seiler C,
Vogel R, Hess O, Meier B, Windecker S. Incomplete stent apposition and

3riaHO 3 OpUriHa oM
OunpekTtop AkcboHosa O.B.

Experimental research

very late stent thrombosis after drug-eluting stent implantation.
Circulation. 2007;115:2426-34.

29. Bezerra HG, Costa MA, Guagliumi G, Rollins AM, Simon DI.
Intracoronary optical coherence tomography: a comprehensive reyiew
clinical and research applications. JACC Cardiovasc Interv. 2009;2:1035-46,

30. Ferns GA, Stewart-Lee AL, Anggard EE. Arterial response to
mechanical injury: balloon catheter de-endothelialization. Atherosclerosis.
1992,92:89-104.

31. Doornekamp FN, Borst C, Post MJ. Endothelial cell recoverage and
intimal hyperplasia after endothelium removal with or without smooth
muscle cell necrosis in the rabbit carotid artery. J Vasc Res. 1996;33:146-55,

32. Lane HA, Wood JM, McSheehy PM, Allegrini PR, Boulay A,
Brueggen J, Littlewood-Evans A, Maira SM, Martiny-Baron G, Schnell CR,
Sini P, O'Reilly T. mTOR inhibitor RADOO1 (everolimus) has antiangio-
genic/vascular properties distinct from a VEGFR tyrosine kinase inhibitor.
Clin Cancer Res. 2009;15:1612-22.

33. Kume T, Akasaka T, Kawamoto T, Watanabe N, Toyota E,

Sukmawan R, Sadahira Y, Yoshida K. Visualization of neointima formation
by optical coherence tomography. Int Heart J. 2005;46:1133-36.

34. Guagliumi G, Sirbu V. Optical coherence tomography: high resolu-
tion intravascular imaging to evaluate vascular healing after coronary
stenting. Catheter Cardiovasc Interv. 2008;72:237-47.

n orline



Iepernao

ExcnepumeHTanbHi J0CaitkeHHA
Eurolntervention

INoxkpuTTa TKAHMHAMH PO3IAPYBAHHS Ta NOKPUTTH €HAOTENIAILHUMH KJAITHHAME:
NOpiBHAHHA Mi’K FOJHMHI MeTaJeBUMH CTEHTOBUMH MJIATPOPMAMH Ta NIATUHOBMMH XPOMOBUMU
CTEHTAMH 3 NOKPUTTHM, 110 eJII0IE eBepoJiimyc Ta 6e3 HLOrO.

Hikons B. Coyci, nokrop dinocodil; Kanaunar wopuanunnx vayk HOnis Muxaiinisna ®elirin; Panxika
Tyucrann, nokrop dinocodil; Menicca A. Keiici, 6akanasp nayk; Joktop dinocodii Jyrnac E. lNenninrrou;
Barbara A. Huibregtse*, DVM; [xeiimc [Ix. bappi, nokrop dinocodii

Boston Scientific Corporation, Natick, MA, CLLIA

AHoTauis

Lini: V mogeni aenynauii KpoianKiB OLIHMTH BIUTMB TOBLMHM PO3MIpKH HA 3aro€HHA apTepil, NOpiBHsABIIK
MTOKPHTTSA €HAOTENIANBHIX KIHTHH Ta MOKPUTTA TKAHUHH CTIHKM MicAs iMMaHTalil rojiux MeTal1eBUX CTEHTIB
pi3HOT TOBLUMHU; OLIHMTH eeKT CTEHTA, L0 EII0KE EBEPOIIMYC.

Mertonu Ta pesynsratu: TkaHUHHE 3apOCTaHHA CTIHKM CTEHTa Ta eHnoTeni3auito ouiHoBany vyepes 14 Ta 21
JieHb micns iMIUTaHTalii MeTonaMW KibKiCHOrO BH3HAYSHHs 32 JOMOMOIOIO CKaHYIOYOl ENeKTPOHHOT
Mikpockonii Ta iMyHobapOyBaHHAM MpoTH Mapkepa enpoteniansiux kiiitiH PECAM-1 (CD-31). Yepes 14
[HIB MOKPUTTS TKAHUHU CTiMKKM 8y/10 BULIMM 3a gomomorowo crenta Liberté 3 nepiasitoyol craii (88%, 97
MKM) potd Express (77%, 132 mxm). CTEHT 3 I1aTUHOBOTO XpOMY 3 HAWTOHLIOK cTilikoto (81 MKM) MaB
HadiBHLIMY piBeHb (95%). Mo 21 axa enpoTenizauis 6yia sapepuena wis seix. Crent Element 3 nikapebkum
IIOKPUTTAM eBepoJliMyc- MaB |-THKHEBY 3aTpUMKY eHmoTenizauii mpoceity, ajie craHoBuB> 89%Ha 21 nenb;
EnporenianbHe nOKpUTTS miaKociB ctaHoBuno> 79% y 80% (4/5) TBapuH, i3 3aralbHUM NOKPUTTAM TKaHHH
ctopna> 95%.

BucHoku: Lle nocmimkeHHs NpoaeMOHCTPYBAIIO, WO TOBIIXWHA CTIHKH BIUTMBAE Ha MOKPUTTA TKAHUHU CTIHKH
nicis iMniaxTauii CTeHTy, a 1oJaBaHH HOiMepy, L0 e11010€ eBepoJliMyC, IPU3BOJUTH A0 KOPOTKOI 3aTPHMKU
engoTenizanii. Pesynsraty niakpecionTs HeoOXiAHICT, KOHTPOMIO TaKUX ACMEeKTIB KOHCTPYKLIl CTEHTIB, K
TOBLUKMHA CTifiKW, NP NOPIBHAHHI HA Pi3HMX MiaThOpMax CTEHTIB, O BUAANAIOTHCS JTikaMu.

Betyn

Kniniudi BUNpoOyBaHHs mepliuMx MoKoJiHb KOPOHAPHWX CTEHTIB, 10 eMOOTH Jikapebki 3acodbu (DES),
MPOJEMOHCTPYBATH 3HIDKEHY 4aCTOTY PECTEHO3Y MOPIBHAHO 3 KOHTPONEM CTEHTIB 3 UMCTOro merany 1-5 6e3
361IblIeHHS CMEPTHOCTI 4u iHdapkTy Miokapaa.6 OmHak nadi po3Tudy CBiAYaTh PO Te, 1O HEMOKPUTi
PO3MipKy MOXYTb BiAirpaBaty posb y Aedki noail ni3He0ro TpoM603y CTEHTa, L0 CIOCTepiratoThes KIiHiUHO.
MOIlells NopaHeHoT KOpoHapHOT ceuHi. 9-11 Y moneni cBuneil noBHa enpoTenizallis 3a3B1yaii crocTepiraeThes
uepes 30 aHiB mic/A IMIAHTALIT CTEHTY MUl NpoaaBaHux npuctpois DES, npy 1xpwFores iami
mixk DES Ta creHTamu 3 ronux metanis komnapatopa (BMS) Ha MOMEHT 0L Hyf fe
OUIHIOBATHCH y Ginbi pa@F@ﬂH@l@b OPHIPTHAYF6) ) R

npuctposamu DES.11 Hasnaku, mozens kponukoBoi kiy6oBoi KicTkn 3 )
1apy eHAOTeMaNbHUX Kﬂimﬂlﬂ)li)@lﬁﬂfl}lp KiI_I]IdH/IMaA
TUIIM NPUCTPOIB Ha paHHix TepMmiHax (14-21 nens). HkoHep Ta iH HERE
Mozeni, aKi NOKa3ylTh 3aTPUMKM B OXOIIEHHI TKAHMH cToBNA 21
nopiBHAHO 3 BMS16, a Takok NMOBIAOMIIAMM MpPO HEBIAMOBIOHICT .'
pisuix nopisssansi3 MES B@P M itde] Ontax sinHocHuil :’ '-H y

TOBIIMHU CTiliKW CTeHTa He OYB ,04eBHIHNM ue 3B1pnpon_;
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3ay4ajy TOBUIMHY CTiliky CTeHTa 10 KiHeTWKH HOBTOpHOI eHnoTenisauiil7-19, i Le Takox MO0 cripusTu
JEAKUM pe3ynbTaTam, sAKi crocrepiraaucs y aocnimkenti JHkoHepa.

MeToto MoTOUHOro OOCIiMHKeHHs Oy0 BU3HAYNTH BIUIMB TOBIUMHH CTiKH CTE€HTA Ha WBHIAKICTh MOBTOPHOT
eHmoTenizadii micsns iMnnanTauil Tprox pizHux BMS (Express®, Libert®, Ele Ta Elements ¥; Boston Scientific
Corporation [BSC] , Natick, MA, CIIIA) y moneni nenynauii kponukis. Lli Tpu THIMH CTEHTIB ABIAIOTE o010
eBONIOL0 A3aiHy miaTGopmu Ta apxXiTeKTypHu Bia HaHTOHILIOrO eKcrpec -MaTepially 3 HEpKaBilouol crani
132 MKM 00 HalTOHLIOTO ejeMeHTa CTeHTa po3MipoM 81 MKM, BUMOTOBIEHOrO 3 HOBOLO IUIATHHOBOIO
xpomooro crnasy.20 KpiM Toro, BIIMB Ha eHAOTENI3alil0 T2 OKPUTTA CTifiKU €BEPONIMYCY -IOCHiIKeEHO
€II010104e IOKPUTTA Ha cTeHToBil mnatdopmi Element (PROMUS Element).

Metoau

Omnuc npucrtporo

Tpu ouinenux y upomy nocnimxenti BMS exknrouyanu 6amo, 1o posmuproetses, Exenpec (ToBluuHa criliku
132 mxmM; wpuHa ctifiki 71-91 Mxm) Ta nibepThe (TOBLIMHA CTiHKK 97 MKM; LIMpUHA CTIHKH 76 MKM) CTEHTH
3 HepxaBitouol crani Ta EneMeHTHUA CTeHT 3 MIATHHOBOIO XPOMOBOIO CJiaBy (TOBLIMHA CTiliku 81 mkM;
lwiMpyHa cTiiikp 66 Mxwm). [lopax 3 BiAMIiHHOCTAMM B TOBIUMHI Ta IIMPUHI CTiHKH, apXiTeKTypa CTeHTY
Bapiroanach Mix Tppoma BMS.21 Takox 6y mociimkenuii enemenr PROMUS® B enemenri, KUl MicTUTh
anTHnposidepaTUBHUA areHT eBeponiMyc22, HaHeCeHUH Ha CTEHT elleMEeHTa 3 BHKOPUCTAHHAM Tiel camoi
xomOGiHalil noniMepHuX wwapis, wo MictuTees B eBepoiiMyci PROMUS. emotorouuii crent.4 Vi crentu maiu
niameTp 2,75 MM i noBxuHy 16 MM, 32 BUHATKOM TOYATKOBi BUIPOOYBAHHSA 3 €KCTEHC -CTEHTAMHU JAOBXXUHOIO
8 MM A7 po3poOku MeToxy. Yci crentu 6ynu BurotosneHi komnasietro BSC, Natick, MA, CILIA.

Jorjsia Ta BHKOPMCTAHHA TBAPUH
[TpoTtokonu pocnifkeHs Oynu mepernsHyTi Ta cxBaneHi KomiteToMm iHCTWTYLiiHOro pornsangy Ta
BUKOPUCTAHHA TBapUH Npy AMEPUKaHCLKUX NOKIiHIYHUX ciyx0ax (Minueamonic, wrar Minnecora, CLIA),
a eKCIepUMEeHTH NpoBojuIucA BianosiaHo no HauionanbHoro nociGHuka 3 AOrALY Ta BHKOPUCTaHHSA
naboparopaux tBapud (HauionansHi inctutytn CLUA) ny6rikauii oxopoHu 3mopos's 85-23, nepernsauyTa
1996).

AHecTe30BaHi JOpOCIi caMKU HOBO3ENAHIACHKUX OiHX KPOJMKIB 3a3HaNM eHAOTeNialbHOI AeHymauii o6ox
K1yOOBUX apTepiil 3a nonoMororo 6anoHHoro katetepa Aas anrionnactuky (Maverick, 2,25 MM x 15 mM, BSC,
Natick, MA, CILIA). denynauis 6yna nocsrHyra TppboMa GanoHaMmu NMpu CriiBBiAHOWEHH] 6aIoH 1o aprepil
npubnusHo 1,05: 1. Binpasy micns nenynauil Kynbok cTeHTU Oyau po3rOpHYTi Npy ciiBBIAHOLIEHH] LiILOBOro
cTeHTa Ao aprepii 1,3: 1. 3a ogMH MOMEHT 4acy iMIUTaHTYBaIM MO M’STh -IIICTb MPUCTPOIB KOXKHOTO THIY,
NPUYOMY KOXEH KpPOJIMK OTPUMYBAB OAMH CTEHT Ha Kiiy6oBy aprepito. Kponukis niaTpumyBanu Ha acmipuHi
(40 ™mr/pmoGy, nepopamsHO), MOYMHAKOYM 332 24 TOAMHW [0 KaTeTepusalii 3 MPOAOBXKEHHAM [O3yBaHHS
NPOTATrOM YChOTO JKUTTEBOIO €Taly nocaimkeHHs. Kpim Toro, remapus BBOAKIYM NiJl 4ac KaTeTepu3alii B 103ax
Bin 20-250 MO/Kr nns ninTpumkyn akTMBOBAHOroO vacy 3roprauus 250 cexyun abo Buwie. Ilicna imonanrauii
npHcTpolo Oyna npoBeeHa niciaonepauiiina anriorpadis A1 neperipky po3MilileHHSA CTEHTA Ta MPOXiAHOCTI,
i TBApHHAM AO3BONAIM BIAHOBUTHCA.
Yepes 7, 14 abo 21 neHp TBapHH €BTaHA3yBalM, a CTEHTOBaHi apTepii nepdy

JIaKTaToM JJI1 BMAAJIEHHA i i O bAGTIAI-
B3IOBX HABIMIJI, OJHY nongr;lmgnrl\m ;
cYA: Jupexrop Innakin Ax:
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3o00paxkeHHs Ta KinbKicHe BH3HaueHHs MeToaoM PEM mo cyTti nposoaki
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300paxkeHHs (200 -xpaTHe 36inblueHHs) Oyau oLiHeHi KBanipikOBAHMM aHANITUKOM, i MIOKPUTTA TOBEpXHi
eHa0Teio Gy10 BiICTEXKEHO TA BUMIPAHO 3a JONOMOrolo nporpamuoro 3abesneueHHs Image Pro Plus (Media
Cybernetics Inc, Bethesda, MD, CILIA) Ta noBigoMIIEHO fIK BIACOTOK OXOIMIEHOT MO CTIHKH Ta BincoTok
npoceiTneHoi niou mokpurrs . Kpim Toro, AUIsIHKY CTEHTOBKX CTIiMOK, He MOKPUTI EHAOTENiEM, NOIAaTKOBO
XapakTepu3yBanucs fAK HemnokpuTi abo MokpwuTi GiNKOBMM MATPHKCOM, WO CKIIAJAETHCA 3 BOTHMILEBHX
TpoMbouuTapHux Ta $GiGpPUHOBHX arperartis, 3SMillaHMX 3 epUTPOLUTAMU Ta KNITHHAMHU 3ananeHHs. ITnowyy
IIOBEPXHI CTilk1 po3paxoByBany Ha OCHOBI GAKCUTPOHHUX 300parkeHb 3 BUCOKOIO PO3IiAbHOIO 3IaTHICTIO.

ImyHodapOypanus 415 00au44A Ha uijde kpinaedus Aas obanyus PECAM-1

ImyHodap6ysanus aia PECAM-1 npoeoannu 3 Moandikauieto metonis Joner et al.15. [loznosxHbOpo3aineni
nocyauHu npomueaiy y docdarHo-coiaboBoMy po3uuHi (PBS) Ta inkybyeanu y PBS 3 Tween 20 (Serotec,
Raleigh, NC, CIIA), wo micturs 10% HopManbHuit ko3s40i cnposatku (Invitrogen, Kapnc6an, KanidopHis,
CHIA) npotsrom oaui€i ronuuu npu KiMHaTHili Temneparypi. Ilicis etamy 610KyBaHHA CyoMHU iHKyOyBaau
3 IepBUHHAM aHTuTINOM TIpoT PECAM-1 (antu-PECAM-1, po3senenns 1:10; Dako, Carpintaria, CA, CILIA)
npotarom Houi npu 4 °© C. KoHkpeTHe 3B'A3yBaHHs Bi3yanisyBaju 3@ JOHOMOTOK KO3S4Or0 aHTUMHUILIAYOrO
aHTUTiIa, MiveHoro pospedaeHHaM Alexa Fluor 594,1: 200 (Invitrogen, Kapncbaa, Kanidopuin, CIIA), y
TEMPABI IPOTAroM ofHiel roquHu Mpu KiMHATHi# TeMoeparypi.

KondokaneHi 300pakeHHst Oynd oTpuUMaHi 3a [AONOMOrOI0 IIBUAKOrO ckaHyBaHHa 3 20 -kpaTHOwO
3aHypIOBAITLHOLO NiH30t0 Ha Olympus Fluoview 1000, BX6! 3 monepennsot0 aBTOMaTHYHOO cTaieo Proscan
(nporpamue 3abe3neuends FV.AS.10) g naGoparopili o6pobku Oiomenuunux 3o00paxeHb YHiBepcuTeTy
MiHHecoTty, wrat Minneanosnic, wrar Minnecora , CILIA. ®nyopeciieHTHi 300pakeHHs Oyny HakIanaeHi Ta
o0'eqnani ¢poro 3 300pakenHamMu audepeHuianbHol inTepdepenuiiinol koutpactHocTi (DIC) nns no3navueHus
CTPYKTYpPHU MOKPHUTTS €HAOTENIANBHNX KIITUH Hajl CTIHKOBUMH CTilKH.

CraTHcTHYHHH aHani3

JaHi BupaxeHi six cepenHe + crangaptHe BiaxwiedHs. Jns kinbkicuux nanux PEM BukopHucTOByBaBcs B -
aHani3 nucnepcii ana MopiBHAHHA BCiX rpyn. IHauMBinyaneHi nOpiBHAHHA MiDX rpymamMM [POBOAUIHMCA 3a
JIOTIOMOTO0 MapHOTo TecTy nopiBHAHHA Tyki. 3Hauenus P <0,05B Bpaxanucs B cTaTHCTHYHO 3HAMYILUMH.

PesyanTaTtu

KineTnka ra 3akoHomMipHocTi IOBTOpHOI eH0TeTi3auil Mic/isl CTEHTYBaHHA Or0JEHOI0 MeTATy
[Tonepenue aocnipkeHHs AN BU3HAYEHHS BIAMOBIAHKUX 4aCOBUX MOMEHTIB I OUiHKY eHaoTeNi3aliil micns
Jenynauii Ky1boK Ta CTeHTyBaHHA B KAyOOBiil apTepil kponrka 6y1o npoBeAeHO 32 1ONOMOror excnpec-BMS
nig yac cnoctepeskenHn 0, 7, 14, 21 ta 28 aHie, 3 po3Mipamu Bubipku 5-6 cTeHTOBaHUX CyAMH 3a uac. Binpasy
nicas posropranua (0 nHiB) Oyno BusHaueno, wo 89 + 15% nnowi nmoBepxHi MPOCBITY BinbHI BiR
eHJoTeNianbHUX KIITHH 3a momomoroto Bisyanizauii SEM. Uepes ciM mniB micnsg posropranns 88,3 +
5,0%mnommi npoceiTy 6y/I0 NOKPUTO eHAOTENIANBHUMHU KITITUHAMM, i IOKPUTTA Oy/0 NoBHUM uepe3 14 nHiB
(97,8 £ 3,6%), 21 nmens (99,5 £ 0,7%) Ta 28 nuis (100%+ 0%). Erpotenisaris npoxomma o 4iTkif cxemi,
HOPOTPECYIOYH Bill NPOKCUMANBHONO Ta AWUCTAIBHOrO KiHUIB CTEHTA 10 s '

[POBEICHO N04ATKOBE nocnmxcen—ma NPUCBA'{EHE BILIUBY NOBXKUHU NPHCTH
(nasi He nokasaHi). Ha l'llI[CTa : ;
14 1a 21 pens. Kle TOrO,




Ha 14B noGy moa npoceity 6yna noBHicTIO He eHpoTenizosana st Express Ta Liberte, ane maiixke nosna
ans Element (Mamonok 2, A-C ta Tabnuus 1). o 21 nus enporenisauis Mol noBepxHi NpocBiTy Ta onop
cTeHTa OyNla B OCHOBHOMY 3aBepLieHa [uls BCix Tpbox (MantoHok 2, D-F ta Tabmuusg 1). 3aranbHe nokpurrs
TKAHUHH PO3MiPKH, BKIIOUAIOUHU IOKPUTTA EHAOTENIANBHUMH KIIITHHAMY [LTHOC MOKPUTTA HESHIOTElianLHMMH
KIiTUHamu (BOTHHIIEBI TpoMGouuTapHi Ta (GiOpHHOBI arperaru, 3miliaHi 3 epuUTPOLUTAMH Ta KIITHHAMH
3ananeHH), Oyno 3HAYHO HIDKUMM 4Yepes 14 B auis 3 6inbil ToBCTUMU ekcipec-cTifikamu (77%) nopisuano 3
Liberte ( 88%, P = 0,05) ta Enemenr (95%, P = 0,001) (Mamtonok 3). Ha 14ii nenp

Mantonok 1. llaGnou noBTopHoi eHxoTeizaLil micna creHTyBaHHA. CTEHTYBaHHSA OTONEHUX KiyDOBUX apTepill KPONHKA 3 TONUMU METAIEBUMH
CTeHTamy BinGyBacTsCa 3a nepeadady BAHOK CXEMOIO T& YACOBUM XOJOM, IPH LBOMY [OBTOPHA EHAOTENI3aLs IPOrPeCy€ BiA NPOKCUMANBHOrO Ta
UCTANLHOTO KiHLIB N0 cepenunu (A-C). o cemu aHiB micna immnanTauii 88,3% 5,0%I10Li NPOCBITHLO! TOBEPXHI NOBTOPHO EHAOTEN3YETECA (A),
3 IOBHOIO eHaoTEmI3alict0 Ha 14 (97,8%= 3,6%, B) Ta 21 aeds nicna imonanTanii (99,5%B +) 0,7%, B).

MamoHok 2. 300pakeHHs 3i CKaHy0401
eNleKTpOHHOT MikpodoTorpadii nicis
iMMIaHTAallil B OroJIeHHX KITyOOBUX apTepisax
KPOJIMKa. 300paskeHHs € pelpe3eHTaTUBHUMU
npuriagamu ronux meraiie Express (A, D),
ronux metaniB Libert® (B, E) Ta enemeHTiB 3
yucroro metaiy (C, F) uepes 14 auis (A-C)
a6o 21 geus (D-F).

3rigHo 3 opuriHanom Ok
OXOIUIEHHA TKaHWHAMH Ta IHLWMH THIIAMI KNITHH, KPIM EHILOTEN laJTLI

s Liberte Ta 16% m%%lﬁ'ﬂﬂﬁﬁ'ﬁbﬂb'@ﬁ%q ‘“D?i?ﬁr:



eHIOTETIAIbHUMH KINITHHAMY, OCKiJIbKM Ha Heenpoteniit npunagano 9%, 2%rta 5%MNokpHUTTA BiAnosigHo
Express, Liberte Ta Element.

TaGauus 1. [TopiBusaHua enaoTenizauii na 14 ta 21 gedp Aua ekcTeHciB, JidepTecBUX, €1eMEHTHHX Ta
PROMUS -esieMeHTiB, iMINIAHTOBAHHX Y MoAe/Ib AeHYAaNil KIYOORBOT KiCTKH.

P03Mil? enﬁ—::pmﬁ;fmu enngléﬁipa];f:nmu Enpotenisania
Momem KATTHHAM#I KNTHHAMM {% nnowi mpocsiTy)
(% momi crewra) (% maomi crenra)
14 au1B
Express 6 15«11 6110 89=19
Liberte 5 28+21 6027 76+16
Element 5 1613 79+14 91=5
Promus Element 5 19+16 39+32 7616
21 JeHb
Express 6 9+19 36+24 97=4
Liberté 5 2+4 96=5 98+2
Element 6 545 91+8 954
Promus Element 5 1711 68+29 89+
* %
100 ] =

190
g0l
11704

o LOKpHT GailoK (14 AHis) -
h ‘
T

Express Liberté Element
Mamonok 3. Bnnup ToBiuHY 6anok Ha KIHETUKY MOKPUTTA TkaHuH, Uepes 14 anis micaa immnadTauii 77 B + 6% onop ana creuris
Express 3 uucroro Merany manu neBay (popMy NOKPHTTA TKaHWH nopiBHaHO 3 88 B = 7% oronedoro JliGepra (* P =0.05) Ta 95 B =

4% orone”oro enemenTta (** P =0,001) criiixu.

HOPiBHAHO 3 €NEMEHTOM, alle 6yn8¥”&xﬂmeg)lopﬂ‘lq IHA

Onnax y koropti PROMUS ElS3pim [qgiirg: T NOBHO eH0TeNf3han A
(68 + 29%, Tabn. 1). Lle 3Haugoto ']T;ﬁga:hm;lﬁﬁly 1A B
ennoteniansaumu kritnnamn poshl Hﬁ QBgh A pepMiy "35\\ \
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ANA TBAPUH, LIO 3ATMUIAIACA y KOropTi. KOMIOHEHTH MOKPUTTS CTEHTAMH HESHNOTEMaNbHUX KIITHH Yyepes
21 aeHs 3a nonomoror DES 6yau nogibHumu oo THX, o cnocrepiranucs aus BMS.

[opiensauuna papoyeanua PECAM-1 mix uumu crentamu Element ta PROMUS Element

IMyHo (apOyBaHHs CYUINBHHX CY/AMH, BCTAHOBJEHHX Ha JMuboBili cTopoHi, mi1 PECAM-1
IPOAEMOHCTPYBAIO 3JTUTI MOHOLIAPH EHOTENIANBHUX KITITHH, IO OLIHIOETHCA LITAXOM (GapOyBaHHA 1o Koy
K/IiTuH, ae BiAGYBaIOTLCA B3aEMOIl MK KiliTuHamu. Mopdonorisa enaoTeniansuux KI1iTHH Ha 21 B neus 6yna
CXOXOI0 [T BCiX YOTHPbOX TUMIB CTeHTiB (MantoHoK 5).

Mamnonok 4. CkaHyoul eNeKTpOHHI
mikpodotorpadii crentie PROMUS
Element. 300paxeHHs €
penpe3eHTaTUBHAMH PUKJIANAMY HYepes3
14 auis (A) ta 21 nens (B) nicna
IMILIaHTALii Y OroJeHUX KIyOOBUX
apTepifx Kponuka.

MamoHok 5. Penpezenratusie
imyHoricToximiuHe papbyBaHHA
npocsiTy Ha 06nuyui 1ng PECAM-1.
300pakeHHS NOKa3yoTh, 110 MOHOLIIAp
3JIMTOT €H0TENIANBHOT K1ITUHH JIEIKUTD
HaJ CTEHTOBAHUMM IiTAHKAMU
oronenoro Liberté (A), oroneHoro
Element (B) Ta PROMUS Element (C)
CTeHTiB yepe3 21 neHb nicns
iMIIaHTauii y Mozeni KpoBaTKOBOT
K1y00BOT neHynauil.

OdroBopenns

Lle nocainykeHHs AEMOHCTPYE, L0 TOBLUMHA CTIAKK Ta IOKPUTTS IIPENapaToM MOXYTh BIUIMBATH Ha LUBUAKICTb
NOKPUTTA TKAHWHU PO3MIpKM Ta eHAOTeNi3alil0 NpOCBITHOI NOBepxHi micns iMIUTaHTaLil CTeHTY.
BukopuCTOBYBaHa TyT MOZENb TBApuH, OAIOHHA NEHydauis luapy eHAOTeNiaNbHUX KNITUR y ki1yGoBux
apTepifAx KPOAKKa, CIPUAE 3aTPUMLI KIHETMKH 3arO€HHA apTepiil, 1o Ko3Bosse kpafiie ROSEW

po3mnipky, BU3Hauene meroaom SE
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nnardopm. JlonaBaHHs HOKPUTTA, LIO ENIOIE eBeponiMyc, 1o creHta Element 3aTpumye eHmoTenizauiro
IIPOCBITY HA OJUH THXKAEHb, ane BOHO nocArio 89% Ha 21B neHb 3 eHnOTeNiQNbHUM NOKPUTTAM CTOBIAa™> 79%
y 80% TBapuH Ta 3araJibHUM NMOKPUTTAM cToBna> 96% y 80% TBapuH .

BinnosinHo no 4McneHHUX KOHCEHCYCHHMX HOKYMEHTIB [JI1 OLIHKH KOPOHAPHHX CTEHTIB, 110 BHIANSIOTHCS
iKapchbk¥MY 3ac00aMy, THIOBI HOKMiHiuHI oninkyu 6e3nexu BrarouyaroTh SEM-ananis nosepxHi npoxigHoro
NOTOKY CTeHTOBaHuX cyauH uepes 30, 90 rta 180 nuiB nicns imnnantauii cTeHTy, HalHuyacTime y
HETPaBMOBAHKX CBUHE KoponapHa momens, 9-11,23 Ouinka crenris Express, Liberté, Element Ta PROMUS
Element y mMomeni cBHHell nokasana noBHe OXOIUIEHHS KIITUH €HAOTENi0 NpocBiTy 3a 30 aHiB abo pauiwe.
12,13,24 Cynunua cymicuicts nonimepdoro nokpurrs aist PROMUS Element, axuii cknagaeTsea 3 Tiel camol
KoMOIHaLT 00iMEpHHX LWAPIB, IO MICTUTBCA Y CTeHi, Lo entotoe eeponimyc PROMUS4, Takox ouiHroBascs
pasiwe. Y Mozeni kpoaukie 6y10 NOBiAOMIEHO PO NOBHE OXOMIEHHA eHI0TeNiaIbHUMY KITITUHAMU Ha |4B
OHiB [V CTEeHTIB i3 HOKPWUTTSM, IO MICTUTh JiMUIe 0OOTiMEpH2S5, TOAI fAK Y CBHHI MOBHE MOKPHUTTA
eHaoTeNiaNbHUX KIITUH 0yJ10 3aa0kyMenToBaHo 3a 30 auiB.24 OpHak BUAM Ta 3ajeXH] Bin moneni dakropn
BIUIMBAIOTE HA TPUBANICTS apTepiansHOro 3aroeHHs Micis IMINAHTAL|T cTeHTa Ta AedKi KITiHIYHi AaHi cBigyaTh
npo Te, WO B MONyNAUil NauieHTIB NOAMHM iCHYE Benuka MikocobucTicHa MiHNMBiCTb.7,8,12,13,26,27. Le
MO>KHA [TOACHUTU MPUPOJHUMHU 3MIHAMM Y BiHOBNEHHI CYIUH, e TaKoK MoXe OyTH NOB'13aHO 3 HEITOBHUM
BCTAHOBJICHHSIM CTEHTA I1ijl 4ac pO3ropTaHHsl, 1€ B PE3YJIbTATi HENOBHE HEOIHTIMAIbHE TIOKPHUTTS HENPABUIEHO
pO3TaLlOBaHUX NiAKOCIB MOXE OyTH CXUAbHUM (PAKTOPOM A1 AyrKe Mi3HHOro TpombOo3y CTeHTa y nauieHTie.28
OnrtuyHa korepenTHa ToMorpadis Moxxe 3abe3neynTH BHCOKHE piBeHb TOYHOCTI B OLHILI HeogHOpimHOCTi
CYOMHHOT Biamoeimi micna iMrmmanTtanii creHty.29 Slk B Moaessx TBapuH, TaK i B KJiHIYHMX pe3ynspTaTax
JIIOMHHU, BANPABAaHe MoJaliblUle BUBYEHHS Uil MiHnnBocTi. HeuwlonaBHe nopieasHHs 90THprox DES y moneni
K1y6oBOi KiCTKM Kpo/iuKka NpUALLAO OO0 BUCHOBKY, 110 CTEHTH MEPLUIOrO INOKOJiHHSA, L0 BUMHBAIOTH
naKjiTakces] Ta CHPOIMYC, 3aTPUMYIOTh 3arO€HHsS apTepiii y nNopiBHAHHI 31 cTeHTamy, WO BHUMHBAKOTH
€BepoJliMyC Ta 30TapOliIMYyC APYroro nokoninds. 16 OaHak pe3ysTaTi HALLOrO AOCHIMKEHH NiKPECIIOI0Th
HEeOOXIAHICTh KOHTPOJIFOBATH TaKi aCMeKTH KOHCTPYKLIi CTeHTa, sk TOBLUMHA CTiKW Nix Yac KilbKicHOro
nopiBHsIHHA Ha nnardopmax DES.

[a6non noeTopHOl eHaoTenizauil 111 BUMPOOYBaHHX TYT CTEHTIB, 3AA€ThCA, IPOrpecye Bill HEYIKOMKEHHX
OUTAHOK (MPOKCUMANbHUX T2 AMCTAILHUX CErMEHTIB CTEHTOBAHOI CYAMHM) A0 obOnacTedl MOLUKOMKEHHS,
NpUYOMY cepefHsi 0o0NacTb € KiHLEBOK OOJNACTIO O/ PO3BUTKY MOBHOTO MOKPHTTA €HIOOTETIaIbHUMH
KiliTHHaM¥ (MantoHok 1 ), ik cnocTtepirany iHiwi B uifi Moaeni.30,31 Lie 1ogaTKoBO LMIOCTPYETHCS BACHOBKOM,
10 JOBLUl CTEHTH, @ OTXe, | AOBLUI OiNAHKW NeHynauii, po3BUBalOTb NOBHY €HAOTENi3alilo MOBibHille
TIOPiBHAHO 3 KOPOTUIMMU CTEHTaMH (ManioHkn 1-3).

VY upomy nocnimxenni sk crentu Element, Tak i PROMUS Element nokasanu Maibxe NOBHY eHAOTei3allilo
IO MOBEPXHi MPOCBITY Ha 21B feus i3 engotenianbHuM NOKpUTTAM cToBNa> 91% s Beix crentiB Element
ta> 79% y 80% (4/5) TBapuH, ki orpumysanu PROMUS Element . Li nani noni6ui oo naHux enaotenizauii
3a 28B nanis, nosimomnennx Joner et al. s nopieusauus XIENCE® DES (> 70% enpotenizauii) 3 Multi-Link
Vision®, exBiBanentHoi BMS (> 90%). na nogarok o oliHky MopdoJorii eHaoTenianbHuX KIiTHH METOAOM
PEM, imyHHe dbapbysanus He nmpoaemoHcTpyBasio Brpary ekcnpecii PECAM-1 Ha cTukaxX KITTHHU-KIITHHH
s enemenra PROMUS nopiBHAHO 3 efleMeHTOM.

VY cykynHOCTI Ui JaHi BKa3yrOTb Ha Te, L0 eBEIOI0YHH eBepostiMyc nokpuTTs Ha enemeHTi PROMUS Element
3abe3nedye MiHiManbHe YIOBINbHEHE 3aro€HHs apTepidi mpu [gocTaBui Ha Oinmbll TOHKI  CTilku,
HWkHbonpooinbHi crentoBi muardopmu. Llg 3aTpumka ennorenizanil He € HecnoAiBaHOW: BIIOMO, LUO SK
inri6itop mTOR, eBeponimyc BnMBae Ha picT Ta GyHKUIIO eHIOTeNiAbHUX KIITHH32. BaxnuBo Big3HauuTH,
110 L4 3aTpUMKa B eHaoTeni3auii Oyna oOMekeHa MOIe/Io AeHy Aauil KPOAKKIB, OCKibKY HE 6yno3
B eHaoTeni3auii, nos's3auiit 3 enementom PROMUS y ctanaapTHii Momeni CBUHEH2 2 ;
AyTonciiini noCIimKEHHs BUSBUIN KO o _mi Il ipkaMu Tz
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JIEAKY OLIHKY MOKPHUTTA CTIMKH MiCNsi KOPOHAPHOTO CTEHTYBAHHA, BKIIIOUAOYH BUABIEHHS Ta BUMiprOBaHHs
TOHKHX LUapiB HEOIHTUMaNbHOro nokpurri.29,33,34. DES HOBoro mokoniHHA AN MOJNIMIIEHHA 3aro€HHs
CYAHH Ta 3MEHLIeHH: TpoMO03y CTeHTa.

O6MmexeHHs UOro N0CHiKEHHs BKIIIOYAKOTh, AK i BCI IHILI JOKNIHIYHI MOAENi, BUKOPUCTAHHA MOJENI TBapUH
K KJIHiYHOTO cyporaTy moauun. OoHak Momess AeHYAAlil KPONHKIB CrpUse 3aTpUMLI KIHETHKH 3aTrO€HHS
apTepifi, 110 J03BOMAE Kpallle PO3Pi3HITH THIIN MIPUCTPOIB i, AK Taka, MoXe 3a0e3MednTH Kpallly allpOKCHMALlito
KNiHi4HOT cuTyauil, HDK MOJEeNb KOPOHAPHUX KOPOHAPHUX CBUHEl 6e3 TpaBMm, fKa 4acTO BUKOPUCTOBYETHLCA
ans ouinky 6e3neku DES. Xoua ronosnoto siaminticTio ouinrosaHoi BMS 6yia ToBLnHa CTIHKK Ta twinpuna
CTifOK, CNiA 3a3HAYUTU, L0 MAIIOHOK PO3MIPKU BiAPI3HABCA, a CTEHT ejeMeHTa OyB BUIOTOBJIEHMil 3
IIaTHHOBOI'O XPOMOBOIO CI1aBy MOpiBHAHO 3i cTreHTaMH Express Ta Liberte 3 Hepaagiro4oi cTani. 3nauno
Oinblua Binkpura mwiowa cTiiiok, wo crocrtepiraethes ana Express npotu Liberté (P = 0,02), onHak cBiguute
npo Te, WO TOBLUMHA CTiHKM € OCHOBHMM BH3HAYalbHMM (GAKTOPOM NOKPUTTA CTifKH Ta MOBTOPHOT
eHpoTenisaLii.

Ha 3axiHueHHs, NOTOYHE NOCTIMKEHHS € Mepiolo AOKMiHIUHO ouiHkoo naatdopm BMS g BuzHaueHns
BIUIMBY TOBIUMHU CTiMKH HA IUBMIKICTH OXOIMJIEHHA TKAHWHAMH CTIAKH Ta €HAOTENI3alis micasd iMIadTauii
KOpOHapHOro creHTa. byno mokasano, W0 36inblueHHs TOBLUMHM CTIAKM 3MEHLIYE [UBUAKICTb MOKPUTTA
CTifiKH, a JoJaBaHHs MONiMepy, IO eNIOIE eBepONiMYC, CIPHUYMHUB KOPOTKY 3aTPUMKY eHaoTesizauii
npocBiTy. PesynbTaTi MiAKPeCNIOTb HEOOXiAHICTH KOHTPOKO TAKUX acMekTiB KOHCTPYKLil CTEHTa, fK
TOBLUHHA CTifiku Npu nopiBHAHHI Ha miaTdhopmax BMS ta DES.

INonsaxu

ABTOpH X04yTb NOAAKyBaTy npod. Binnemy /Ix. Bau nep [icceny, nokTopy MEOM4HUX HAayK Ta XeJeH BaH
beycekom, nokropy kadeapu kapaiosorii MeauuHoro neutpy «Epasmyc» (Porrepnam, Hinepnanau) za
KPUTUMUYHUH ornaa uporo pykomucy Ta Jhkeppi Cemksiky, Joktop ¢inocodii naboparopii oOGpobku
OiomenuyHux 306paxeHs YHiBepcutery Minvecotu (Minneanosnic, mrar Minnecota, CLUIA) 3a TexHiuny
JOIOMOry B OTpuMaHHI Ta 0Opobui kondokansHUX 300paxkeHb. Kpim Toro, aBropu miakyloTs Haranii
CymikoBiii, IOKTOPY MeMLIMHH, 32 i1 TEXHIYHY OOTIOMOTY Y po3po0wi Beiel npouenypu iMmyHo dapOyeaHHs Ha
AMUbOBIH cTopoHi; Anica desic mit orpumants 306paxenss SEM; bt Croddperes, A.M.H., 32 HABUAHHS Ta
Harisaj 3a aHanizoM 300paxkeds SEM; ta Pyt M. Crapxuk, goktop dinocodii 3a 1l nonomory y ckiaaansi ta
penaryBaHHi pykonucy (yci 3 BocToHcbkol HaykoBol kopnopauii).
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