MHNPUJIOKEHMUE 1

KPATKA XAPAKTEPUCTUKA HA IPOAYKTA



1. HUME HA JIEKAPCTBEHUS NPOAYKT
Efient 10 mg ¢unmupanu TabieTku

Efient 5 mg ¢punmupanu tTadbneTku

2.  KAYECTBEH U KOJIMYECTBEH CBbCTAB

Efient 10 mg:
Bcesika Tabnerka crappxa 10 mg npacyrpen (prasugrel) (kaTo Xuapoxyiopun).

ITomorrno(u) BeliecTBo(a) ¢ M3BECTHO JEHCTBHE
Bceska Tabnerka cpappika 2,1 mg nakrosa.

Efient 5 mg:
Bcesika Tabnerka chappixka S mg npacyrpen (prasugrel) (kato Xuapoxiaopun).

ITomorno(u) BemiecTBo(a) ¢ M3BECTHO JEHCTBUE
Bceska Tabnerka cbappika 2,7 mg I1aKkTo3a.

3a IIBJIHUA CHUCHK Ha IIOMOIIHHUTEC BCIICCTBA BMXKTC TOYKA 6.1.

3. JIEKAPCTBEHA ®OPMA
Ounmupana Tadnerka (TabneTka).

Efient 10 mg:
BexoBu Tabnerku ¢ opma Ha mecTorpam, ¢ BITbOHATO peneduo ozHaueHue “10 MG” Bbpxy enHaTa
cTpaHa u “4759” Bppxy nOpyrara.

Efient 5 mg:
Kbt Tabnetku ¢ popma Ha mecTorpam, ¢ BATbOHATO penedHo ozHaueHue “5 MG” BbpXy eqHarta
cTpaHa u “4760” BppxXy Opyrara.

4. KJIMHUYHU JAHHU

4.1 TepaneBTHYHHU NOKA3aAHUS

Efient, npunaran enHoBpeMeHHO ¢ anetwicanummioBa kucennHa (ACK), e mokaszas 3a mpeaoTBpaTsIBaHe
Ha aTePOTPOMOOTHYHH CHOUTHS TPH BB3PACTHHU MAIMEHTH C OCTHP KOPOHAPEH CHHAPOM (HAaIIp.
HeCcTaOMITHA CTCHOKapAus, HHPapKT Ha MuoKapaa 0e3 enesarusg Ha ST cerment [UA/NSTEMI] wm
nH(papkT Ha MuoKkapaa ¢ eneBanust Ha ST [STEMI]), moanmoskeHu Ha TEPBUYHA FIIN OTIIOKECHA

nepKyTaHHa kopoHapaa naTepsenius (PCI).

3a mompHUTETHA WHGOPMAITUS MOJISI HAallpaBeTe CIpaBKa ¢ Todka 5.1.



4.2 /lo3upoOBKAa M HAYWH HA NPHJIOKEHHE

AOBI/I[ZOBKa

Bv3pacmuu

Jlewenueto c¢ Efient TpsiOBa ga ce 3amouBa ¢ eJHOKpAaTHA HaTOBapBala 103a oT 60 mg u ciies ToBa Ja ce
npoasku ¢ 10 mg equa nbT qHEBHO. KoraTto xoponapHata anrnorpadwus mpu namueata ¢ UA/NSTEMI
ce M3BBPINBA B paMKHTe Ha 48 yaca cie]] XOCIIUTAIN3alUATa, HAToOBapBalaTa 103a TpsiOBa Jia ce mpuiara
camo 1o Bpeme Ha PCI (Bx. Touku 4.4, 4.8 u 5.1). [laruenture, mpuemantu Efient, TpsOBa ma npuemat u
ACK exemnesno (75 mg 1o 325 mg).

[Ipu marmenTn ¢ ocTbp kKoporapeH cuaapoM (OKC), konto ca nekyBanu ¢ PCI, mpexneBpeMEeHHOTO
npeycTaHOBsSBaHE Ha KOETO U J]a € aHTHArpeTaHTHO CPeJICTBO, BKItounTenHo Efient, Mmoxe na mosene 110
MOBHIIIEH PUCK OT TpOoM0O03a, MHPAPKT HAa MHOKAP/Ia HITH CMBPT, JBIDKAIIO ce Ha OCHOBHOTO 3a00JIsIBaHE
Ha nanuenTa. [IpenopbsuBa ce JieueHue ¢ MPOIBIDKUTEIHOCT 10 12 Mecena, 0CBeH ako MPEeKhCBAHETO Ha
Efient e kimmHIYHO TIOKa3aHO (BXK. TOUKH 4.4 1 5.1).

Hayuenmu > 75-200uwna év3pacm

VYnotpebara na Efient npu manuenTty > 75-roauirHa Bp3pacT B MOBEUETO CIydad HE CE MPEnopbuBa. AKO
cJie]] BHUMATEJIHA OLIEHKA Ha MHIUBHIYaIHUS PUCK/TION3a OT MPEeANHCBaIINs To JieKap (BX. Touka 4.4)
JIEUEHUETO Ce CMETHE 32 HeOOXOAMMO MPHU MALIMEHTUTE OT Bh3pacToBaTa rpyma > 75 TOAUHY, TOTaBa Cie]
HaToBapBaiia g03a ot 60 mg TpsAOBa Ja ce MpeAluIle HaManeHa MoAabpiKaiia 103a oT 5 mg. [lanuenture
> 75-roauiHa Bb3pacT ca MO-4yBCTBUTEIHN Ha KbPBEHE M UMAT MO-BUCOKA EKCIIO3UIINS Ha aKTHBHUS
MeTa0ouT Ha mpacyrpen (Bx. Touku 4.4, 4.8, 5.1 u 5.2).

Hayuenmu ¢ meano < 60 kg

Efient Tps6Ba ma ce mpuiara KaTo eJHOKpaTHA HaTOBapBaIia fo3a oT 60 mg u cies ToBa J1a ce MPOIBIDKU
¢ 10o3a oT 5 mg eauH BT JHeBHO. He ce mpenmoppuBa moaappxkama go3a oT 10 mg. ToBa ce qpmxu Ha
MTOBHIIIEHA €KCTIO3HIINS Ha aKTUBHISI METAOOJIHT Ha MIPACyTpesl M Ha TIOBUIIEH PUCK OT KbPBEHE MPH
MaIeHTn ¢ TenecHo Terio < 60 kg, koraro ce mpmiara no3a oT 10 mg envH T JHEBHO, B CPAaBHEHHE C
narerTa > 60 kg (Bx. Toukn 4.4, 4.8 u 5.2).

bvopeuno yspeacoane

He e HeoOX0MMO KOpUTHpaHe Ha J103aTa 3a MalueHTH ¢ ObOpEevHO yBpEeKIaHe, BKIIOUUTETHO MallUeHTH
¢ TepMHHAJIHO OBbOpedHo 3a0omsaBane (BX. Touka 5.2). FiMa orpaHuyeH TepaneBTU4EH ONUT IpU
nanueHTH ¢ 0bOpeyHo yBpexkaaHe (BxK. Touka 4.4).

Yeproopobuo yepesicoare

He e HeoOXx0MMO KOpUTHpaHe Ha J103aTa MPH MAHEeHTH C JIEKO O YMEPEHO YePHOAPOOHO YBpEXKAaHe
(Child Pugh knac A u B) (Bx. Touka 5.2). IMa orpann4eH TepamneBTHUEH ONUT NPH MAHEHTH C JIeKa 10
yMmepeHa uepHoApoOHa auchyHkuus (Bx. Touka 4.4). Efient e npoTrBomnokasaH npu NanueHTH ¢ TEXKO
yepHoapoOHO yBpexaane (Child Pugh xmac C).

Ileouampuuna nonynrayus
besomacHoctTa 1 epukacHocTTa Ha Efient mpu nemna moz 18-rogumHa Bp3pacT He ca yctaHoBeHH. Mma
OrpaHUYEHH JaHHU MPH Jella CbC ChbPIOBUAHOKIEThYHA aHEMUs (BXK. Touka 5.1).

Hauwn Ha npunoxeHue

3a nmepopanuo npunoxenue. [IpuemsT Ha Efient He 3aBrcH oT nmpreMa Ha XpaHa. [IpumaraneTo Ha
HaToBapBaIia m1o03a oT 60 mg nmpacyrpen Ha IJIaTHO MOKE J]a OCHTYpH Hak-ObpP30 HACTHIIBAHE HA
nericTBreTo (BXK. Touka 5.2). He pa3zrpomaBaiite 1 He dyneTe TabaeTKara.




4.3 IIporuBomokazaHus

CBpBXUYYBCTBUTEITHOCT KbM aKTUBHOTO BEIIECTBO WM KbM HAKOE OT IOMOIIHUTE BEIECTBA, M30POCHHU B
Touka 6.1.

AKTHBHO TIaTOJIOTHYHO KbPBEHE.

AHaMHe3a 3a MHCYJIT WX Npexo/Ha ucxemuuHa araka ([THA).

Texko yBpexxnane Ha gepHus Apod (Child Pugh kirac C).

4.4 ChnenuajaHu mpeaynpeskaeHHUs M Mpeana3Hu MepPKH NPH ynoTpeda

Puck om kvpeene

B ximmHanyHO npoyuBane (aza 3 (TRITON) ocHOBHUTE M3KIIFOYBAIIN KPUTEPUH BKIIFOUBAT: TIOBUIIICH PUCK

OT KbPBEHE; aHEMHUS; TPOMOOLIMTONICHNST; aHAMHE3a 3a MATOJIOTUYHN HHTPAKPaAHUATHU HaXOZKH.

[NanuenTuTe C OCTpH KOPOHAPHU CHHAPOMH, noasexkamu Ha PCI, nekyBaunu ¢ Efient u ACK, nokassat

MOBHUIIIEH PUCK OT 3HAYUTEIHO U HE3HAYUTEIHO KbPBEHE ChINIACHO cucTemara 3a kinacudukanus TIMI.

3aroBa ynorpebata Ha Efient mpu manueHTH ¢ MOBUILEH PUCK OT KbpPBEHE TPsiOBa Ja ce 00CHKIa caMo

KOTaTO Ce CMSTa, Ye MoJI3aTa OT IVIeJJHA TOUYKA Ha MPEBEHLUATAa Ha HCXEMUYHH CHOUTHS IPEBUIIIaBa PUCKA

OT CEpHO3HO KbpBeHEe. ToBa ce OTHACs 0COOCHO 3a MAIEHTHUTE:

* >75-roauiiHa Bb3pacT (BXK. IO-107Y);

* C IIPepasIooKeHNe KbM KbpPBEHE (Hamp. IBJDKAIIO Ce HAa CKOPOIIHA TPaBMa, CKOPOIIHA OTNepaIys,
CKOPOIIIHO MJIU MIOBTOPHO FaCTPOMHTECTUHAIHO KbPBEHE, WIIM aKTHBHA MENTUYHA A3Ba);

* ¢ TeniecHO Teruio < 60 kg (Bx. Touku 4.2 u 4.8). [Ipu Te3u nauneHTH He ce MpenopbyuBa NOAIbPKAIIA
no3a ot 10 mg. TpsiOBa a ce U3MoI3Ba MOAABPIKAIIA 1032 OT 5 mg;

* C €IHOBPEMEHHO IIpUJIaraHe Ha JIEKapCTBEHH IPOAYKTH, KOUTO MOKE J1a IOBUIIIAT PUCKa OT KbPBEHE,
BKJIFOUUTEINTHO NTEPOpaIHU aHTUKOATYJIaHTH, KIOIUAOTPEIl, HECTEPOUTHHU MPOTUBOBB3NAIUTEIHN
cpeactsa (HCIIBC) u ¢pubpuHOMUTHIIH.

3a manueHTH ¢ aKTUBHO KbPBEHE, 32 KOUTO € He0OX0ANMO OOphIIIane Ha (papMaKoIOTHIHUTE e(DeKTH Ha
Efient, Mmoxe na e moaxonsma TpaHcy3uara Ha TPOMOOIIMTHA Maca.

Ynotpebara Ha Efient mpu maruenTn > 75-ronuinHa Bh3pacT 0OMKHOBEHO HE CE MPENopbyuBa U TPsOBa 1a
Ce 3a1oyBa caMo C IMOBUIIICHO BHUMAaHUE CJIC]] BHUMATEIHA WHANBHIyallHA OI[CHKA Ha ChOTHOIICHUETO
M0JI3a/PUCK OT MPENMUCBALIHS TO JIEKap, KOSITO Ja MOKa3Ba, 4e Moj3aTa OT TJelHa TOUKa Ha MPEeBEHIMATA
Ha UCXEMHUYHHU CHOUTHS MPEBUIIIABA PUCKA OT CEPUO3HO KbpBeHE. B KimHMYHO poyuBaHe ¢a3a 3 Te3u
MAI[UCHTH Ca C MO-BUCOK PUCK OT KbPBEHE, BKIIFOUNUTEITHO KbPBEHE ChC CMBPTEH H3XO0/1, B CPABHECHUE C
nanueHTuTe < 75-roauiHa Bb3pacT. AKO ce IpeAnuiie, TpsoBa ga ce U3Mo3Ba MO-HUCKA MOIIbPIKaIa
J103a OT 5 mg; mojabpkamiara g03a ot 10 mg He ce npenopbuBa (Bx. Touku 4.2 u 4.8).

TepaneBTUUHUSAT OMUT C MPACYTPEN MPU MALMEHTH ¢ ObOPEYHO yBpexkIaHe (BKIFOUNTETHO TEPMUHAICH
cTaauit Ha 0BOpeyHo 3a00JIsIBaHe) U MIPH NAIMEHTH C YMEPEHO YepHOPOOHO yBpEKIaHE € OTPaHuYCH.
Tesun nanueHTn MoXe Jia ca ¢ MOBHUIIEH PUCK OT KbpPBEHE. 3aToBa Ipacyrpel TpsOBa Ja ce U30I3Ba Ipu
TE3HU MMAlIUCHTH C IIOBUIIICHO BHUMAaHUC.

[TammenTure Tpsa6Ba 1a Ob1aT HHPOPMHUPAHH, Ye MOXKE J]a € He0OXO0JUMO TTOBEeUYe BpeMe 0T 0OMKHOBEHO
3a CIIMpaHe Ha KbPBEHETO, KOraTo npuemar mnpacyrpen (B komOunarms ¢ ACK), u ge Tps6OBa na
CHOOIIABAT 3a BCAKO HEOOMUAHHO KbpBEHE (IO MACTO WJIH MPOIBIDKUTEITHOCT) Ha CBOS JIEKap.



Puck om kvpsene, cevpsan ¢ usbopa Ha nOOX00AWUsL MOMEHM 34 NPULA2AHEe HA HAMOBAPEAWAMA 003d
npu NSTEMI

B xuamaHO ipoyuBane Ha manueHTH ¢ NSTEMI (mpoyusaneTo ACCOAST), B KoeTO aIlueHTUTe ca
TJIaHUPAHM 32 KOpOHApHA aHTHorpadus B paMkuTe Ha 2 10 48 yaca ciiel] paHIOMHU3aInATa,
HaTOBapBallaTa J[03a Mpacyrpel, KoAaTo € IajicHa CpeIHO 4 yaca npein KOpOHapHaTa aHTHorpadus,
TIOBHUIIIABa PUCKA OT 3HAYMTEITHO U HE3HAYMTEIHO KbPBEHE B IMEPHU-TIPOLIEAYPHUSI IEPUO]] B CPABHEHUE C
HaTOBapBalllaTa J03a npacyrped, npuioxena mo speme Ha PCI. 3arosa npu nauuent ¢ UA/NSTEMI,
MIPH KOUTO KOPOHApHATA aHTHOTpadus ce N3BLPIIBA B paMKUTE Ha 48 daca cjea mpueMaHeTo,
HaTOBapBaIIara 03a Tpsiosa na ce mpriara o Bpeme Ha PCI (Bxk. Touku 4.2, 4.8 m 5.1).

Onepayus

[ManuenTure TpsiOBa ja OBJAT YBEAOMEHH J1a MHPOPMHUPAT JISKAPUTE U CTOMATOJIO3HTE, Ye MIPpUeMat
npacyrpet, Ipeiv IIAaHUPAHETO Ha KaKBATO U JIa € OTiepallys U Ipe/Ii IPUEM Ha BCIKAKbB HOB
JIEKapCTBEH NMPOJYKT. AKO Ha MAIMEeHT MY MPEJICTOM TUIAHOBA OIIEPAIUsl U AHTUTPOMOOTHYHUST €PEKT HE
e xeman, Efient Tpss6Ba na ce crpe moHe 7 gHU npeau onepanusara. [lopumniena dectora (3 MbTH) U TEXKKO
KbPBEHE MOJXKE JIa ce HAOJI0AaBaT MpH MAaIlMEeHTH, KOUTO Ce MoJjIaraT Ha oTepalys 1o TOBOJ| Ha
aoprokopoHapeH Oaitmac (AKbB) B pamkute Ha 7 AHH OT CTUPAHETO HA Tpacyrpen (BXK. Touka 4.8).
[Mon3uTe 1 puUCKOBETE OT Mpacyrpen TPSOBa BHUMATEIHO JIa c€ OOMHUCIISIT TIPH MAIUCHTH, TIPU KOUTO
aHATOMMSATA HA KOPOHAPHUTE apTEPUH HE € ONpeJieNieHa, a € Bh3MOXKHA CIIeITHA OTepalys 3a MOCTaBsSHE
Ha aopTokopoHapeH Oaiimmac (AKDB).

Cepvxuyecmeumennocm, 6KIOUUMENHO AHSUOe0eM

Peakuun Ha CBPBX4yBCTBUTEITHOCT, BKIIIOUUTEIIHO aHTUOEAEM, Ca ChOOIIaBaHU MPH MAIMEHTH, KOUTO
IIpUeMaT Ipacyrpes, BKIIOUYUTENHO PU MALUEHTH ¢ aHaMHE3a 3a Peakliys Ha CBPbXYyBCTBUTEIHOCT KbM
kjonuaorpen. [IpenopbuBa ce MOHUTOpPHUpAHE 3a MPU3HAIM HAa CBBPXUYBCTBUTEIHOCT IPY MAIMEHTH C
W3BECTHA aJieprus KbM TUEHONUPHUINHU (BXK. TOUKa 4.8).

Tpombomuuna mpomboyumonenuyna nypnypa (TTI1)
TTII e crobmraBana mpu ynotpeda va mpacyrpen. TTII e ceprno3Ho chcTOSTHUE U N3MCKBA HE3a0aBHO
JeYeHHeE.

Jlakmosa
[ManuenTHTe C peaKu HACIEACTBEHU MPOOJIEMH Ha TaJlaKTO3HA HETTOHOCUMOCT, Lapp jakTaseH nedunut
WM TJIFOKO3HO-TaaKTO3Ha ManabcopOIust He TpssOBa ja nmpuemMart Efient.

4.5 B3amMmopeiicTBHe C APYTH JJeKAPCTBEHHN NPOAYKTH M APYru (popMH Ha B3auMoelicTBHe

Bapgapun:

He e npoyuBano exHoBpeMeHHOTO mpuiarane Ha Efient ¢ kyMaprHOBH TPOM3BOIHH, PA3THYHHA OT
BapdapuH. [Topaan B3MOKHOCTTA 32 MMOBHUIIEH PUCK OT KbpBEHE BappapuH (MU Ipyrd KyMapuHOBU
NPOM3BOHN) U IPACyTpell TpsOBa Ja ce MpHilaraT CbBMECTHO C MOBHUILEHO BHUMaHHE (BXK. Touka 4.4).

Hecmepouonu npomusoewvsnarumennu cpeocmsa (HCIIBC):

He e npoyuBano enHoBpeMeHHOTO npuiiarane ¢ npoabnkutento gedenre ¢ HCIIBC. Iopaau
BB3MO)KHOCTTA 32 MTOBUILIEH PUCK OT KbpBeHe NMpoabikuTenHo gedenue ¢ HCIIBC (Bkmountenno COX-2
unxuburtopn) u Efient TpsiOBa 1a ce mpuiara CbBMECTHO C MOBHIIIEHO BHUMaHKE (BXK. Touka 4.4).



Efient Mo>ke eTHOBpEMEHHO Ja ce MpuJjiara ¢ JeKapCTBEHU MPOIYKTH, KOUTO c€ METabOoIM3upar OT
n3odopmute Ha TUTOXpoM P450 (BKIIIOUMTENHO CTATUHU), UIH C JIEKAPCTBEHHU MPOAYKTH, KOUTO Ca
MHIyKTOPY WM HHXUOUTOPH Ha u3odopmute Ha nuroxpoMm P450. Efient Mmoke na ce npunara u
ennoBpemenHo ¢ ACK, xemapuH, TUTOKCHH U JIEKaPCTBEHU MPOIYKTH, KOUTO TOBUILABAT CTOMAIIHOTO
pH, BkImtounTenHO MHXUOUTOPH Ha MpoTOHHATa nommna 1 Hy-01okepu. Makap 1a He € H3UTBaH B
cneunUYHU POyYBaHUS 32 B3auMoaeicTBre, Efient e mpunaran eJHOBpeMEHHO ¢ HICKOMOJIEKYJICH
xenapuH, OuBanupynut u GP 1Ib/Illa-uaxubutopu (HsiMa HamMYHa WHPOPMALIUS OTHOCHO BHIA HA
nznon3sanusg GP IIb/Illa-naxubuTop) B KIMHUYHO NMpoyuBaHe ¢a3za 3 0e3 JaHHH 33 KIMHUYHO 3HAYNMHU
He)KeJaH! B3aUMO/ICHCTBHSI.

EdexTu Ha ipyru JiekapcTBeHH NpoaykTH Bbpxy Efient

Ayemuncanuyunosa Kuceiuna:

Efient Tps6Ba na ce mpuiara eqHOBpeMeHHO ¢ aneTmwicannumioa kucennHa (ACK). Makap na e
BB3MOXKHO (papmMakoguHaMu4HO B3aumozeiicteue ¢ ACK, Bozemo 10 MOBHIICH PUCK OT KbPBEHE,
epuKacHOCTTa B OE30MaCHOCTTA Ha Ipacyrpell ce JOKa3BaT MPH MallMeHTH, JIEKYBaHU €THOBPEMEHHO C
ACK.

Xenapum:

EnnokpaTHa nHTpaBeHO3Ha Oouryc f03a Ha Heppakuuonupad xernapuH (100 U/kg) He mpomenst
CUTHU(HUKAHTHO MEIMUPAHOTO OT Mpacyrpesl HHXHOUpaHe Ha TpoMOouTHaTa arperanus. [Ipacyrpen
CBILO TaKa He MPOMEHs CUTHU(HUKAHTHO e(eKTa Ha XENapuH [0 N3MEPBaHMsITa Ha KoaryJjanusaTa. 3aToBa
JIBaTa JIEKapCTBEHU MIPOAYKTa MOKE JIa ce puiiaraT eIHOBPEMEHHO. Bb3MOXKeH e MOBHIIEH PUCK OT
KbpBeHe, korato Efient ce mpuiiara cbBMECTHO C XeTapyH.

Cmamunu:

AropBacratuH (80 mg THEBHO) HE MPOMeHs (papMaKOKHMHETUKATA HA MPACyTpesl U MHXUOUPAHETO Ha
TPOMOOIIMTHATA arperaius OT Hero. 3aToBa HE CE OYaKBa CTaTUHHTE, KOUTO ca cyocTparu Ha CYP3A, na
uMaT epeKT BbpXy GapMakOKMHETHKATA HA MTPACYTPEI WIM HMHXUOUPAHETO HA TPOMOOIIMTHATA arperarfus
OT HETO.

Jlexapcmeenu npooykmu, noguwasawu cmomauwinomo pH:

EnnoBpemennoTo npuiarane Ha panutuaul (Ha-0okep) mnu Ha naH3omnpaszon (MHXHOUTOpP Ha
nporonHata nommna) He mpoMeHst AUC # Tax Ha aKTUBHHSA META0OINUT HA pacyrpelt, Ho HaMalsiBa Cax
cboTBeTHO ¢ 14% 1 29%. B xnuHn4HO mpoyusane ¢asa 3 Efient e mpunaran 6e3 Bpb3Ka C
€IHOBPEMEHHOTO IIpUjlaraHe Ha MHXUOUTOP Ha MpoTOoHHATa oMna win Hy-0okep. [punaranero Ha
HaToBapBala g03a oT 60 mg npacyrpen 6e3 eTHOBPEMEHHO M3M0JI3BaHEe HA HHXHOUTOPU Ha MPOTOHHATA
MOMIIa MOJKE J1a OCUTYpH Hal-Obp30 HACTBIIBAHE HA AEHCTBHETO.

Hnxubumopu na CYP3A:

Keroxonazon (400 mg qHEeBHO), KOWTO € cenekTuBeH U MouieH nHxuouTop Ha CYP3A4 u CYP3AS, He
BB3ACUCTBA HA MEJMHUPAHOTO OT MIpacyrpei HHXuOUpane Ha TpomOouuTHaTa arperanus win Ha AUC u
Tmax Ha aKTUBHHUA META0OJINUT Ha Tpacyrpelt, Ho HaMalsiBa Cax € 34% 10 46%. 3aToBa HE ce O4YaKBa
naxubutopure Ha CYP3A kxato Hanmpumep azonoBute anTuMukotTuy, HIV nporeaznure naxuburopw,
KJIAPUTPOMUIIMH, TEIUTPOMHLINH, BEparaMuil, JUITHA3eM, HHAHNHABUP, TUIPOQIOKCALUH U COK OT
rpedndpyt n1a UMaT cUrHU(UKaHTEeH eeKT BbPXY papMaKOKHMHETHKATa Ha aKTUBHHUS METa0OJIHT.



HUnoyxmopu na yumoxpomume P450:

Pudammuuun (600 mg queBHO), KolTo € MomieH nHaykTop Ha CYP3A nu CYP2B6 1 nuagykrop Ha
CYP2C9, CYP2C19 u CYP2CS8, ne npoMeHst CHTHUPHUKAHTHO (papMaKOKHHETUKATa Ha Mpacyrped.
3aroBa He ce oyakBa n3BecTHU MHAYKTOpU Ha CYP3A kato Hanpumep pudaMnuLuH, kapOamasenrH u
JpyTd MHAYKTOpH Ha uutoxpomute P450 na umar curandukanten eekt BbpXy hapMakOKMHETUKATA Ha
AKTUBHHS METa0OJIHNT.

EdexTu Ha Efient BbpXy ApYru IeKapcTBEHU TPOIYKTH
Jlucoxcumn:
[Ipacyrpen HAMa KITUHHYHO CUTHH(DUKAHTEH eeKT BhpXY (hapMaKOKHHETHKATA HA JIUTOKCHH.

Jlexapcmeenu npodykmu, memaboruzuparu om CYP2C9:

[pacyrpen e nuaxubupa CYP2C9, Thii KaTO HE BB3AEHCTBa BHPXY papMaKOKHHETHKATa Ha S-BapgapuH.
[lopanu Bb3MOKHOCTTA 3a IOBHUIIEH PUCK OT KbpBeHe BapdapuH u Efient TpsodBa na ce nmpunarar
€IHOBPEMEHHO C TIOBUILIEHO BHUMaHHE (BX. Touka 4.4).

Jlexapcmeenu npodyxmu, memabonruzupanu om CYP2B6:

[pacyrpen e cnab naxudbutop Ha CYP2B6. [lpu 3apaBu nHAMBUAN Tpacyrpesl HaMansABa eKCIO3UIHATa
Ha xuapokcudynponuon — CYP2B6-menunpan metabonaut Ha ounponuod — ¢ 23%. Bs3aMoxHO € To3u
e(eKT J1a € OT KIMHUYHO 3HaYeHHE caMO KOTaTo Ipacyrpell ce mpuiara eqHOBPEMEHHO C JIEKapCTBEHU
npoaykTH, 3a kouto CYP2B6 e ennHCTBEHUAT METa0OIUTEH BT U KOUTO UMAT TECEH TeparleBTHYCH
npo3oper (Hamp. nukiodochamu, ehaBupeHir).

4.6 Depruaurter, )peMEeHHOCT H KbpPMeHe

He e mpoBexxgaHO KITMHIYHO MTPOyYBaHe MpH OpPEMEHHH WIIH KbPMEIIHN YKEeHH.

Bbpemennoct
[IpoyuBaHusATa PU )KUBOTHH HE TIOKA3BAT MMPEKU BPEIHU €(PEKTH 10 OTHOIICHHUE HA BIUSHUETO BHPXY

OpeMeHHOCTTa, eMOPHOHATHOTO/(PETaTHOTO Pa3BUTHE, PAXKIAHETO WIH IOCTHATAIIHOTO Pa3BUTHE

(Bx. Touka 5.3). Twil KaTo MpOyYBaHUATA 32 PEPOAYKIHS MIPU )KUBOTHU HE BUHATH MPEACKa3BaT
oTroBopa npu xopa, Efient Tpsi6Ba fa ce n3non3pa no Bpeme Ha OPEMEHHOCT CaMO aKo MOTEHIMATHATA
noJj3a 3a MaiikaTa onpasJiaBa MOTEHIMAIHHS PUCK 32 (eTyca.

Kopmene
He e u3zBecTHO nanu mpacyrpen ce eKCKpeTupa B KbpMara. [IpoyuBaHust mpu >KMBOTHU MOKa3BaT

eKCKpelus Ha mpacyrpel B MisikoTo. He ce mpenoppuBa yrnorpebara Ha mpacyrpen 1o BpeMe Ha
KbpMEHE.

DepTUnuTerT
[Ipacyrpen HAMa edekT BbpXY (GEpPTUINTETA HA MBXKKHU U )KEHCKU TUTHXOBE TIPU NIEPOPATHH JIO3H 10

exkcriosuiys 240 IbTH HaJl IPENOpbYBAHATA TIObPIKAIIA JHEBHA J103a TIpU Xopa (Ha 6a3ara Ha mg/m?).
4.7 EdexTn BBpXy crioco0HOCTTA 3a mo¢upaHe u padoTa ¢ MAIINHA

OuakBa ce mmpacyrpen Ja He MOBJIMsABa WIH Ja MMOBJIHUSABA TPEHEOPEKUMO CIIOCOOHOCTTA 32 IodupaHe u
paboTa ¢ MalIvHH.



4.8 Hexenanu JeKapcTBEHH PeaKIuH

Pe3ziome na npoghuna na 6ezonacnocm

besonacHocTTa Npu MaMEHTH ¢ OCThP KOPOHAPEH CUHAPOM, noanexamy Ha PCl, e onieHsBaHa B
npoyuBaHe ¢ kontposa kinomugorpes (TRITON), B koeto 6 741 manueHTH ca JIGKYBaHU C MPacyrpei
(60 mg natoBapBamia 1o3a 1 10 mg eauH IbT IHEBHO MOAIBPKALIA 103a) 3a cpenHo 14,5 mecena (5 802
MAlMEHTH Ca JICKYBaHH B MPOABIKEHUE Ha MoBeue OoT 6 Mecena, 4 136 nanueHTH ca JeKyBaHU B
MPOABIDKCHHE Ha 1moBede oT 1 roauHa). Yectorara Ha MpeKbCBAHE HA MpUEMa Ha U3CIIEABAHOTO
JICKapCTBEHO CPECTBO MOpaau HexenaHu crourtus e 7,2% 3a npacyrpen u 6,3% 3a kionuaorpen. 3a
JIBETE JIEKAPCTBEHM CPEJICTBA Hall-uecTaTa OT T€3H HeXeJlaHU peakliiy, BOJEIIN A0 IPEKbCBaHE Ha
npreMa Ha M3cJeIBAHOTO JIEKapCTBO, € KbpBeHETO (2,5% 3a mpacyrpen u 1,4% 3a xionuaorpen).

Koppene
Kwpeene, necewvpsano ¢ aopmokoponapen oaiinac (AKb)

Yecrorara Ha nanueHTute B npoyuBaneto TRITON, npeTbprsBaim cbOUTHE Ha KbPBEHE, HECBBP3AHO C
aoptokopoHapeHn Oaiinac (AKDB), e mpencraena B Tabnmua 1. YectoraTa Ha HECBBP3aHO C
aoptokopoHnapeHn Oaiinac (AKDB) 3nHaunTenHo kbpBeHe chraacHo TIMI, BKiIrounTeTHO
JKMBOTO3aCTpalIaBallo U CbC CMBPTEH U3X0/[l, KAKTO U YECTOTATa HAa HE3HAYUTEIHO KbPBEHE CHIIACHO
TIMI e craTHCTHUECKU CUTHU(UKAHTHO MO-BUCOKA PH WHAWBUAM, JIEKYBaHHU C MIPACyTpell, B CPaBHEHUE
C KJIOMMUJOTpe, B MOIMyJIAHTa C HECTa0MITHA CTeHOKapAus/uH(papKT Ha MUoKapaa 6e3 ST-eneBanus
(UA/NSTEMI) u B nsunata nomynanusta ¢ octbp kopoHapeH cunapoM (OKC). He ca nabntogaBanu
CUTHU(HMKAHTHH Pa3JIMKU B MOMyJalusiTa ¢ nHpapkT Ha Muokapaa cbe ST-eneBauus (STEMI). Haii-
YEeCTOTO MACTO 32 CIIOHTAHHO KbPBEHE € raCTPOMHTECTHHAIHUAT TPakT (1,7% decToTa ¢ mpacyrpen u
1,3% decToTa ¢ KJIOMUAOTPEN); HAH-YECTOTO MACTO Ha MPEAU3BUKAHO KbPBEHE € MACTOTO HA ITyHKTHpaHe
Ha aptepusita (1,3% uvectoTa ¢ mpacyrpen u 1,2% c kiaonumorpen).



Tabanna 1: Yectora Ha kbpBeHe, HecBbp3aHo ¢ AKB? (% nmanuenTn)

CoOuTue Benukn OKC Hecraduina HupapkT Ha MHOKapaa cbC
CTeHOKapAus/MH(PAPKT HA ST-eneBanus
mMuokapaa 6e3 ST-eneBanust STEMI
UA/NSTEMI
Mpacyrpea® | Kaonungorpen® | TIlpacyrpea® | Kuomugorpen® | Ilpacyrpea® | Kiuonumorpea®
+ACK +ACK +ACK +ACK +ACK +ACK
(N=6741) (N=6716) (N=5001) (N =4980) (N=1740) (N=1736)
3HAYUTEITHO 2,2 1,7 2,2 1,6 2,2 2,0
KbPBEHE
ceriacio TIMIP
JKuBoro3zactpa 1,3 0,8 1,3 0,8 1,2 1,0
masauo”
Cbec cMBpTEH 0,3 0,1 0,3 0,1 0,4 0,1
H3XO0]]
CumnroMaTuIH 0,3 0,3 0,3 0,3 0,2 0,2
a
HUHTPaKPaHUATH
a xemoparus
(MIKX)"
H3ucksario 0,3 0,1 0,3 0,1 0,3 0,2
WHOTPOIHU
JICKApCTBCHU
CpencTBa
H3uckpario 0,3 0,3 0,3 0,3 0,1 0,2
XUPYpruvHa
WHTEPBCHIIUS
H3ucksario 0,7 0,5 0,6 0,3 0,8 0,8
TpaHchy3us
(>4 enuunnm)
Hesnauurenno 2,4 1,9 2,3 1,6 2,7 2,6
KbPBEHE
cwriiacio TIMI®

a OL{EHEHM 6 U3C1e008aMmMenCKU YyeHmvp C'b6umu}l, onpeéeﬂeHu nocpe()cmeofvz Kpumepuume Ha uzciedosamesickama epyna

Tpombonusza npu unghapkm na muoxapoa (Thrombolysis in Myocardial Infarction) (TIMI).

6 M3nonseanu ca Opyau nooxooauu CImanoapmuu ieyeHus.

6 Beaxa UHMPAKPAHUAIHA Xemopacus Ul 6CAKO KIUHUYHO NPOSA6EHO KbpPBEHE,C8bP3AHU C NOHUICEeHUEe HA xemoznobuna >3 g/dl

2 JKusomosacmpawiasauo kvpgene e no02pyna Ha snavumento kvpseene cvenacho TIMI u exntousa eudoseme no-oony.

THayuenmume modwce 0a ca npedpoenu 6 nogeue om eouH peo.

0 UKX= unmpakpanuania xemopazus.

e Knunuuno nposaseno kvpseene,c6bp3ano ¢ NOHudxiCenue Ha xemoanobuna om >3 g/dl, no <5 g/dl.




ITarmmmenTu > 75-roguiina B3pacT
UecToTa HA 3HAYUTEIHO WIK HE3HAUUTETHO KbpBeHe cbriaacHo TIMI, HecBbp3aHO C A0PTOKOPOHAPEH
Oaiinac (AKB)

Br3pact

ITpacyrpen 10 mg

Knomunorpen 75 mg

>75 roquan (N=1 785)*

9,0% (1,0% daranen u3xoxn)

6,9% (0,1% daranen u3xon)

<75 rogunu (N=11 672)*

3,8% (0,2% daranen uzxon)

2,9% (0,1% datanen usxom)

<75 rogunu (N=7 180)**

2,0% (0,1% datanen usxon)®

1,3% (0,1% daranen uzxoxn)

IIpacyrpen 5 mg

Knomunorpen 75 mg

>75 romuan (N=2 060)**

2,6% (0,3% daranen usxom)

3,0% (0,5% daranen uzxoxn)

*[Ipoyusane TRITON npu nayuenmu ¢ OKC, noonesxcawu na PCI
**[Ipoyuseane TRILOGY-ACS npu nayuenmu, nenoonexcawu na PCI (6. mouka 5.1):
2 10 mg npacyepen, 5 mg npacyepen, ako <60 kg

IMamuentu < 60 kg

YecToTa HA 3HAYNTEITHO WJIH HE3HAUYUTCIHO KBbPBCHC CBhITIACHO TIMI, HECBBHP3aHO C AOPTOKOPOHAPCH

Oaiinac (AKbB):

Terno

ITpacyrpen 10 mg

Knomunorpen 75 mg

<60 kg (N=664)*

10,1% (0% daTanen usxom)

6,5% (0,3% daranen u3xon)

>60 kg (N=12 672)*

4,2% (0,3% datanen u3xom)

3,3% (0,1% daranen uzxoxn)

>60 kg (N=7 845)**

2,2% (0,2% datanen usxon)®

1,6% (0,2% daranen u3xoxn)

IIpacyrpen 5 mg

Knomunorpen 75 mg

<60 kg (N=1 391)**

1,4% (0,1% daranen uzxoxn)

2,2% (0,3% datanen usxom)

*[Ipoyusane TRITON npu nayuenmu ¢ OKC, noonesxcawu na PCI
**[Ipoyuseane TRILOGY-ACS npu nayuenmu, nenoonexcawu na PCI (6. mouka 5.1):
2 10 mg npacyepen, 5 mg npacyepen, ako >75-200uwina v3pacm

MarmmenTt >60 kg 1 B3pacT < 75 roguHu

[Tpu nauuentute >60 kg ¢ Bp3pact < 75 TOAMHYU YECTOTATA HA 3HAYUTEITHO MM HE3HAUYNTEITHO KbPBEHE
cerimacHo TIMI, HecBbp3aHO ¢ aopTokopoHapeH Oaiinac (AKDB), e 3,6% 3a npacyrpen u 2,8% 3a
KJIOIUJIOTPEIT; YeCTOTaTa Ha KbpBeHe ¢ gataneH u3xon e 0,2% 3a npacyrpen u 0,1% 3a kimonugorper.

KbpBene, cBbp3ano ¢ aoprokopoHapeH Oaiinac (AKB)

B knmuan4HO npoyuBane ¢aza 3 437 manueHTy ca NOAJI0KEHH Ha OTiepanys 10 IOBOJ] Ha a0OPTOKOPOHApEeH
Oaiinac (AKB) mo Bpeme Ha mpoy4BaneTo. [IpH Te3u manueHTH YecToTaTa Ha 3HAYUTEIHO WIH
HEe3HauYMTeNHO KbpBeHe chbritacHo TIMI, cBbp3ano ¢ aoprokoponapen Oaitnac (AKB), e 14,1% B rpynara
¢ npacyrpen u 4,5% B rpynata ¢ knonugorpen. [10-BUCOKHAT pUCK 32 CHOUTHUS HA KbpBEHE MIPH
MALUEHTHTE, JIEKYBAaHU C IIpacyrpel, ce 3aabpka 40 7 JHU cJel MocIeAHaTa 103a Ha U3CJIEBaHOTO
JIEKapCTBEHO CPEACTBO. 3a MALMEHTUTE, KOUTO IprUeMaT TUEHONIMPHUINH B paMKHUTE Ha 3 THU Tpeau
orepauus 1o MoBoA Ha aopTokopoHapeH Oaiinac (AKB), yectoTraTa Ha 3HAYUTEIHO WM HE3HAYUTEIHO
kbpBene cbriiacHo TIMI e 26,7% (12 ot 45 manuenTH) B rpynara c npacyrpen B cpaBHenue ¢ 5,0% (3 ot
60 manueHTy) B rpynara ¢ KJIonuaorpei. 3a NalueHTUTe, KOUTO MpueMar MmocjaeaHara cu J103a
TUEHOTIMPHUIUH B PaMKUTe Ha 4 10 7 THU Mpeay omepanys 1o MoBoJ| Ha aopTokopoHapeH Oaiinac (AKDB),
yectoraTa HamassiBa Ha 11,3% (9 ot 80 manuenTn) B rpynara c npacyrpen u 3,4% (3 ot 89 nauuenTn) B
rpymnara ¢ KJIOnuIorpei. 7 JHU Clie CIUpaHe Ha MpreMa Ha JIEKapCTBEHOTO CPEACTBO HAO0AaBaHaTa
4YecToTa Ha KbPBEHE, CBBbP3aHo ¢ aopTokopoHapeH Oaiinac (AKDB), e mogoOHa 3a TpeTupanuTte rpynu (BiK.
Touka 4.4).
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Puck ot KbpBeHE, CBBbP3aH ¢ N300pa Ha IMOJXOIAIINSI MOMCHT 3a IpUJIaraHe Ha HATOBAapBaIaTa 1034 IPU
NSTEMI

B xnuamaHO npoyuBane Ha manueHTH ¢ NSTEMI (mpoyuBaneTo ACCOAST), B KoeTo Te ca IIIaHupaHu
3a KOpoHapHa aHruorpadusi B paMKuTe Ha 2 10 48 gaca clie[l paHIOMHU3aIMITa, € TIpHIaraHa
HaTOBapBaIa m1o3a mpacyrpeln ot 30 mg cpeaHo 4 Jaca mpeau KopoHapHaTa aHruorpadus, oclIeIBaHa OT
JIOIIBITHUTETHA HaToBapBaina j103a or 30 mg no BpeMe Ha PCI, B mepu-nporieypHusl Epro]T MaUeHTUTE
UMart TIOBHIIIEH PUCK OT KbpBeHe, HecBbp3aHo ¢ AKDB, n HAMaT ONbJIHUTEHA 0133, B CPAaBHEHUE C
MAIIEeHTUTE, KOUTO TOJIyIaBaT HaTOBapBaIa a03a nmpacyrpen ot 60 mg o Bpeme Ha PCI (Bx. Touku 4.2
u 4.4). UecTorara Ha KbpBEHE, HECBBP3aHO ¢ aopTokopoHapeH Oaitnac (AKB) cwritacao TIMI, B Teuenune
Ha 7 JTHY 32 NAIUEHTHUTE € KaKTO ClIe/Ba:

IIpacyrpes npean IIpacyrpea no
He:xenana peaxkuus KOpPOHapHa Bpeme Ha PCI?
aHruorpadus?®
(N=2 037) (N=1 996)
% %
3HAYHTENHO KbPBEHE CHIMAcHOTIMIC 1,3 0,5
JKuBoTo3acTpaiasamo” 0,8 0,2
CbC CMBPTEH U3X0[ 0,1 0,0
CHUMIITOMaTHYHA HHTPAKpaHHaIHa 0,0 0,0
xemoparust (MKX)"
M3uckBaiio HHOTPOITHH JIEKAPCTBCHU 0,3 0,2
cpencTBa
M3uckBamio Xupypruaaa HHTSPBEHITHS 0,4 0,1
Wzncksamo tpancdysus (>4 enuHULIN) 0,3 0,1
HesnaunrenHo KbpBeHe cbriacHo TIMI? 1,7 0,6

4 Usnonseanu ca opyeu nooxooawu cmanoapmuu revenust. [[pomokonvm na KIUHUYHOMO NPOYUEAHE NPEOBUANCOA 3d
BCUYKU NAYUEHMU 0d NOAYHABAM ACNUPUH U OHE8HA NOOOBPICAUA 003a NpAcyzpei.

Bceska unmpaxkpanuaina xemopazus uiu 8CIKO KIUHUYHO NPOSGEHO KbPBEHE,CEbP3AHU C NOHUICEHUE HA XeMO2N0OUHA
>5 g/dl.
¢ JKusomosacmpawasawo kvpsene e nodzpyna na suauumenno kvpeene cvenacno TIMI u exuiousa éudoseme no-oiy.
Tayuenmume modwce 0a ca npedbpoenu 6 nogeue om eouH peo.
¢ UKX= unmparpanuaina xemopazus.

Knunuuno nposiseno kvpeene,cevp3ano ¢ nonudicernue na xemoanobuna om >3 g/dl, no <5 g/dl.
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Peztome na nexcenanume 1eKapcmeenu peaKyuu, npeocmaseHo 6 maodauya
Tabnuua 2 06001aBa XeMOParHyHUTE U HEXEMOPAarHyHUTE HeXeNlaHu peakuuu B mpoyusaneTo TRITON,
WIN TE€3U OT CIIOHTAHHH CHhOOIIEHNUS, TPYIIMPAHU 110 YECTOTA U CUCTEMO-OpTaHeH Kiac. TepMuHuTE 32

yecToTa ca AeUHUpaHU KaKTO CeBa:

Msoro gectu (= 1/10); wectu (= 1/100 no < 1/10); neuectu (= 1/1 000 mo < 1/100);

peaxu (= 1/10 000 go < 1/1 000); muOTO penku (< 1/10 000); ¢ Hen3BecTHA YecToTa (OT HATMYHUTE TaHHU
HE MOXe J1a Ob/ie HalpaBeHa OIICHKA).

Ta6auna 2: XeMoparnyHu U HEXeMOPATHYHU HeKeJIAHH PeaKIuu

Cucremo-opranen | Yectu Heuectn Penxu C HeHM3BecTHA
KJIac YyecToTa
Hapywenus na Anemus Tpombonmronenuss | TpomOGoTHIHA
Kpvema u TPOMOOIIUTOTIEHUYHA
aumgpnama mypmypa (TTIT) —
cucmema sudicme mouxa 4.4
Hapywenus na CBpBXIyBCTBUTEITHOCT,
UMyHHAMA BKITIOYHTEITHO
cucmema aHTHOETIeM
Hapywenus na Xemoparusi B OKOTO
oyume
Cvoosu napywenus | Xematom
Pecnupamopnu, Enucrakcuc XemonTuza
2PHOHU U
MeouacmuHaiHu
Hapyuienus
Cmomawno-upesnu | I'actpomnrectunansa | Perponepuroneanna
Hapyuienus XeMOparus XeMOparus
Xemoparus oT
peKTymMa
Xemaroxesust
KbpBeHe ot BeHnuTe
Hapywenus na O6puB
Koxcama u Exxumo3sa
NnooKoMCHAMA
MBbKAH
Hapywenus na Xemarypus
bovopeyume u
NUKOYHUMe
nvmuwya
Obwu napywenus | XeMaToMm Ha
u eghexmu Ha MSICTOTO Ha
MACMOMO HA ITyHKTHpaHe Ha
npUodCceHuUe CBIIOBETE
Xemoparus Ha
MSICTOTO Ha
ITyHKTHpaHe
Hapanssanus, KonTy3us Xemoparus cien ITonkoxen
ompasaHua u mporexypa XEeMaTOM
VCAOHCHEHUS,

B8b3HUKHAIU 6
pesyaimam Ha
unmepeeHyuu
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[Ipu manmenTn che u 6e3 aHamue3a 3a [IMA wim MHCYNT YecToTaTta Ha MHCYJT B KIIMHUYHO TIPOYYBaHE
(haza 3 e, kakTo cienBa (BK. Touka 4.4):

AnamHe3a 3a IIpacyrpen Knonupnorpen
IMTUA vnu uncynt
Ja (N=518) 6,5% (2,3% UKX*) 1,2% (0% NKX*)
He (N=13 090) 0,9% (0,2% HUKX*) 1,0% (0,3% HKX*)

* UKX=unmpaxpanuanna xemopazusi.

Cpo011aBaHe Ha MOI03UPAHN HEXKEIIAHU PEAKITHN
Cp0o011aBaHEeTO Ha [MOJI03UPAHH HEKEJIaHU PEakiliu Cliel] pa3peliaBaHe 3a yInoTpeda Ha JIEKapCTBEHHUS

MPOIYKT € BaxkHO. ToBa MO3BOJISIBA 12 TPOIBIKH HAOIIOICHHETO Ha CHOTHOIIIEHUETO TT0JI3a/PUCK 3a
JIeKapCTBEHUS MPOAYKT. OT MEAUIIMHCKUTE CIICITUAIFICTH C€ M3UCKBA Jla ChOOIaBaT BCAKA MOI03MpaHa
HEeXelaHa peakiys Ype3 HallMOHAIHA CUCTeMa 3a cho0IIaBaHe, mocoyena B [Ipunoxkenne V.

4.9 Ilpeno3upane

[penosupane Ha Efient Mosxe 1a oBee 10 yIBIKEHO BpeMe Ha KbPBEHE U MOCTIEIBAIINA XEMOParuaHu
ycnoxHeHus. Hima HannYHy TaHHu 3a o0phIiaHe Ha apMakoJorHYHHs epeKT Ha Ipacyrpel; Bee naxk,
aKo e HeoOxo rMa He3abaBHa KOPEKIINs Ha YIBIDKEHOTO BpeMe Ha KbPBEHE, MOKE JIa ce UMa TIPEIIBHT
TpaHcy3us Ha TPOMOOIIMTHA Maca W/ WX Ha APYTH KPBBHU MTPOTYKTH.

5. ®APMAKOJIOTMYHU CBOMCTBA

5.1 ®apmakoguHAMHYHHN CBOMCTBA

®dapmakoTeparneBTu4Ha rpyna; UHXuOuTOpy Ha TpPOMOOIIMTHATA arperaius ¢ U3KJIFUYCHUE Ha XCITapuH,
ATC koxm: BOIAC22.

Mexaun3bM Ha aelicteue/PapMakoguHaMUYHN ePEKTH

[Ipacyrpen e HHXHOUTOP Ha TPOMOOLMTHATA aKTUBALMS U arperauus IoCpeaACcTBOM HEOOpaTUMO
CBBbp3BaHE HA HETOBUS akKTHBEH MeTabonuT ¢ P2Y ; kinaca Ha AJ/I® peuentopute BEpXy TPOMOOILIUTHTE.
Tbii KaTO TPOMOOIIUTHTE YUaCTBAT BbB BH3HUKBAHETO W/WIIM PAa3BUTHETO HA TPOMOOTHYHUTE YCIOKHEHUS
Ha aTepocKIiepo3aTa, MHXHOUPAHETO HAa PYHKIHUITA HA TPOMOOLIMTHTE MOXKE A2 JOBE/E A0 HAMAIIBaHE
Ha YecTOTaTa Ha ChPJIeYHO-CHOBU CHOUTHUS KaTO HAIPUMEDP CMBPT, MHYAPKT HA MUOKap/a WIH HHCYIT.

Cren HatoBapBaia 103a ot 60 mg npacyrpen naxuOupane Ha A/ld-uHgynMpaHara TpOMOOIMTHA
arperanus ce HaOmoAasa Ha 15-ta munyTta ¢ 5 puM AJI® u Ha 30-ta Munyta ¢ 20 uM AZ1D.
MaxkcumaaHOTO HHXHOUpaHe ¢ npacyrpen Ha AJl®-unnynupanaTta TpomOounTHa arperanus € 83% c
5uM AID u 79% c 20 pM A1D, B aBata ciyqas ¢ 89% oT 3apaBUTE UHAUBUIU U MALUEHTHUTE CHC
cTabuiIHa aTepocKiiepo3a, JocTuraiy none 50% uHxuOupaHe Ha TpoMOOIMTHATA arperanus 10 1 yac.
MennupaHoTo OT Hpacyrpesl MHXHOupaHe Ha TPOMOOMTHATA arperanus NoKa3Ba HUCKa
uHTepuHANBHUAYaHA (9%) U uHTpanHauBuyaitna (12%) BapuadunHoct kakto ¢ 5 uM, Taka u ¢ 20 uM
AJ1®. Cpexpnoto nHXHOMpaHe Ha TPOMOOLUTHATA arperanus B CTallHOHAPHO CHCTOSHHE € ChOTBETHO
74% 1 69% 3a 5 uM A1® u 20 uM AJID u ce mposssBa cien 3 10 5 THU OpUiiaraHe Ha Mo abpxKaIia
no3a ot 10 mg npacyrpen, npeamecTsaia oT HaToBapBaia go3a oT 60 mg. [Toseue ot 98% ot
nanueHTuTe uMat > 20% uHxuOupaHe Ha TPOMOOIMTHATA arperauys Mo BpeMe Ha MOAIbPKaIioTo
JO3HpAHE.
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CJ'ICI[ JICYCHHUC TpOM60LII/ITHaTa arperanusd nNoCTCIICHHO CC€ BpbIia 10 U3XOJHUTC CTOMHOCTH 3a 7 a0 9 JHHA
CJIC IprujiaraHe Ha CAHOKpAaTHA HATOBAapBallla J03a OT 60 mg npacyrpei 1 3a 5 AHU CJIC CIIUPAHC HA
NoAABbPKAIMIOTO JO3UPAHE B CTAIMOHAPHO CHCTOSTHHUC.

JlaHHM OT IpeMHHAaBaHE Ha JIPYro JICYEHHE: CIe IpUIarase Ha 75 mg KIOMUAOTPed €AUH BT THEBHO 3a
10 nxu, 40 3apaBu MHAWBUAY ca IPEMHUHAH Ha pacyrpen 10 mg eauH IbT IHEBHO ChC HIIH 0e3
HaToBapBaia g03a ot 60 mg. HabmonaBano e mogoOHO M MO-TOJIIMO MHXHOWpaHe Ha TPOMOOLIUTHATA
arperanys c npacyrpen. [IpemuHaBaHeTo HalpaBo KbM Ipacyrpen 60 mg HaToBapBaIa J03a BOAU 10 IO-
OBP30 HACTBIIBAHE HA MO-BHCOKA CTETICH Ha MHXMOUpaHe Ha TpomOouutute. Cien npunarane Ha 900 mg
HaToBapBamia go3a kionugorpen (¢ ACK) 56 nanuent ¢ OKC ca nekyBanu 3a 14 qHM Wiu ¢ mpacyrpen
10 mg enuH BT AHEBHO, WK ¢ Kionuaorpen 150 mg enuH NbT AHEBHO, CJIE KOETO MPEMHUHABAT WK HA
xionuorpen 150 mg, wiu Ha npacyrpen 10 mg 3a omte 14 qau. HabmonaBaHa e mo-BucoKa CTEICH Ha
WHXUOMpaHe Ha TPOMOOLIMTHATA arperanus MNpy NalueHTHTe, IpeMUuHain Ha npacyrpen 10 mg, B
CpaBHEHUE C JieKyBaHHTe ¢ Kionuaorpen 150 mg. B mpoyuBane Ha 276 mauuentu ¢ OKC, nexyBanu ¢
PCI, mpemMnHaBaHeTo OT MbpBOHAYAIHA HaTOBapBalia 1o3a oT 600 mg KIonuaorpesn win rianedo,
NpUIaraHy Ipy MPUCTUTAHETO B OONHUIATA IPeAN KOpOHApHaTa aHTnorpadus, Ha HaToBapBalla 03a OT
60 mg npacyrpei, NpUIOKeHa 10 BpeMe Ha IIepKyTaHHAaTa KOpOHapHa WHTEPBEHLIUS, BOAU 0 MOT00Ha
MO-BHCOKA CTEIICH Ha MHXUOMpaHe Ha TPOMOOLIMTHATA arperauus, 3a 72-4acoBara NpoIbJHKUTEIHOCT Ha
MIPOYYBAHETO.

Knnanuna edukacHoCcT M 6€30I1aCHOCT

Octbp KopoHapeH cunapoM (OKC)

[Ipoyusaneto ¢aza 3 TRITON cpasussa Efient (mpacyrpen) ¢ kiionuaorpesn u aBara eIHOBPEMEHHO
npunaraau ¢ ACK u npyro crangaptro nedenne. TRITON e MHOroneHTpoBO MEKIyHapOIHO,
PaHAOMHU3HpPAHO, IBOIHO CIIAIIO0, ¢ apajelHyu rpynu npoyusase npu 13 608 nanuentu. Ilanmentute ca ¢
OKC c ymepeH 10 BHCOK PUCK 3a HecTaOWIIHA CTeHOKapausi, MHPapKT Ha MUOKapaa 0e3 ST-eneBanus win
uHdapkT Ha Muokapaa csc ST-eneBauust (UA, NSTEMI win STEMI) u ca ynpasnsiBanu ¢ mepKyTaHHA
koponapna unrepsenuus (PCI).

[NanuenTure ¢ HecTabuIHa cTeHOKapAus/mHpapkT Ha Muokapaa 6e3 ST-eneBauus (UA/NSTEMI) B
paMkuTe Ha 72 daca OT nosBaTa Ha CHMITOMH WK ¢ nH(papKT Ha Muokapaa cbe ST-eneBanus (STEMI)
Mexny 12 gaca 1o 14 qHM OT MosiBaTa Ha CUMIITOMM Ca PaHJOMU3HMpPAHU CJIEe MOJyYyaBaHe Ha JaHHHU 32
aHaTOMMsITa HA KopoHapHUTe apTepu. [lannentu ¢ nnpapkt Ha Muokapaa cbe ST-enesanus (STEMI) B
pamkute Ha 12 gaca OT mosiBaTa Ha CHMITOMHTE U IUTaHUpaHy 3a mepBuuHa PCI morar na 6baat
panIoMu3upanu 0e3 JaHHH 332 aHATOMUSTA HA KOPOHAPHHUTE apTepuH. 3a BCHUKH MMAallUCHTH
HaTOBapBalllaTa J03a MOKE /1a e Tpuara o BCAKO BpeMe MEXly paHIOMHU3UpaHeTo U 1 gac cien Karo
MAlUEHTHT HAIlyCKa 3a1aTa 3a KaTeTepU3aluu.

[NanuenTuTe, paHIOMU3UPaHU JIa ONTy4yaBat npacyrpen (60 mg HaToBapBala f03a, nocieasana oT 10 mg
eIVH BT JHEBHO) Wi kionuaorpen (300 mg HaToBapBalia g03a, mocieaBana oT 75 mg euH IbT
JTHEBHO), ca JIEKyBaHH 3a cpeaHo 14,5 mecena (MakcumanHo 15 Mecena ¢ MUHIMAaJICH IEpUOA Ha
npocnensBane 6 mecena). [lanuenture nomyuasat cbio ACK (75 mg no 325 mg eauH mbT THEBHO).
Ynorpebara Ha KOMTO U 1a € THCHONUPHUIUH B PAMKUTE HA 5 HU MPEIU BIMCBAHE B POYYBAHETO €
KpUTepHi 3a u3kitouBane. Jpyro neuenue, nanpumep xenaput u GPIIb/Illa-uaxuburopu, e npunaraso
1o mpenenka Ha jekaps. [Ipubmusurenno 40% oT nanueHTUTe (BbB BCSKA OT TPETUPAHUTE TPYIIH)
nonyuasat GPIIb/Illa-unxubutopu B nomon Ha PCI (Hsima HannyHa HHGOpMAIHsI OTHOCHO BUAA HA
nznon3sanusa GP IIb/Illa-uaxuburtop). Oxono 98% oT nanmeHTHTE (BHB BCSIKA OT TPETUPAHUTE TPYIIH)
NOJTy4aBaT aHTUTPOMOOTHYHHM JIEKAPCTBEHH CPEICTBA (XENapuH, HICKOMOJIEKYJICH XeNnapHH,
OMBaJMPYIHMH WK IPYTHU JIEKAPCTBEHH CPeCTBa) mpsiko B momoui Ha PCL
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[IspBHUeH noka3aTen Ha N3X0/1a Ha IPOYYBAHETO € BPEMETO JI0 IbPBOTO HACTHIIBAHE HAa ChPACYHO-
cbaoBa (CC) cmbpT, nHbapkT Ha Muokapaa (MM) 6e3 cMbpTEH U3XO0 WIH HHCYIT 0€3 CMBbPTEH U3XO/.
AHanmM3bT Ha ChCTAaBHA KpaiiHa Touka B Lsiiata nomynanust ¢ OKC (cmecenu rpynu HectabuiiHa
CTeHOKapAus/uHpapKT Ha MuOKapaa 6e3 ST-eneBanus u MHGApPKT HA MUOKapAa cbe ST-eneBanus
(UA/NSTEMI u STEMI)) 3aBucu 0T NoKa3BaHETO Ha CTATUCTHYECKO NPEUMYILECTBO Ha Ipacyrpel
CHpsIMO KJIIOMHUIOTPEN B IpymaTa ¢ HecTaOuilHa CTeHOKapAus/uHPapKT Ha Muokapaa 6e3 ST-eneBanus
(UA/NSTEMI) (p<0,05).

Isnara nonynamus ¢ OKC:

Efient mokxa3Ba mo-100pa e(h)MKacHOCT B CPABHEHUE C KJIOMUIOTPEN B HAMAJISBAHETO HA ITBPBUYHHTE
KOMOWHHpAHU CHOUTHSA 33 U3X0/1a, KAKTO U NPEBAPUTEITHO ONPEICICHUTE BTOPUYHU CHOUTHS 32 H3X0/1a,
BKITFOUUTEITHO TPOMOO3a Ha cTeHTa (Bk. Tabiuma 3). [lon3aTta oT mpacyrpen € o4eBHIHA MPE3 TBPBUTE

3 mHU | ce 3aabpKa 710 Kpas Ha rnpoy4uBaHeTo. [1o-100paTta eukacHOCT ce ChIIPOBOXK/A OT YBEIHMUCHHUE
HA 3HAYUTEITHOTO KbpBeHE (Bxk. Touka 4.4 u Touka 4.8). [TanmenTure B nomynamusita ca 92% ot
KaBKa3kata paca — 26% sxxenu u 39% > 65-ronuuina Bs3pacT. [lon3ara, cBbp3aHa ¢ mpacyrped, e
HEe3aBHCUMa OT yroTpebdara Ha J[pyro OCTPO WK NPOJABIKUTEIHO ChPACYHO-CHIOBO JICUEHHE,
BKJIIOUMTEITHO XeMapuH/HUCKOMOJIEKYJIEH XenapiH, OuBanupyanH, nuarpaBeno3nn GPIIb/11a-
WHXUOUTOPH, JICKAPCTBEHU MPOJIYKTH, TOHWKABAIIIM JUITHIUTE, OeTa-0JIOKEpU U HHXUOUTOPHU Ha
aHTHOTCH3MH KOHBepTHpalus eH3uM. EdukacHocTTa Ha pacyrpen € He3aBucuMa ot jo3ara Ha ACK

(75 mg o 325 mg enun bt AHeBHO). B npoyuBaneTo TRITON He e pa3zpemena ynorpedara Ha
MepOpaTHU AHTUKOATYJIAHTU, HEU3CIEIBAHN aHTUATPETaHTHH JIEKAPCTBEHU MPOAYKTH U XPOHUYHO
npuiaranu HCIIBC. B usnarta nomynamus ¢ OKC npacyrpen ce acoruupa ¢ mo-HUCKO pa3NpoCTpaHEHUE
Ha CC cmbpt, UM 6€3 CMBPTEH U3X0]1 WIIK UHCYIT 0€3 CMBPTEH U3X0] B CPABHEHUE C KIIOMHIOTPEIL,
BBIIPEKH U3XOJIHUTE XapaKTEPUCTHKHU KaTO Bh3pacT, MOJ, TEIECHO Terio, reorpadceka odnact, ynorpeda
Ha GPIIb/Illa-naxubutopu u Buj Ha cTeHTa. [lo3aTa ce ABJKY IIABHO Ha CUTHU(DMKAHTHOTO HAMaJICHUE
Ha IM 6e3 cmbpTeH uzxon (Bk. Tabmura 3). [lanuenture ¢ quabet uMat CUrHU(DMKAaHTHO HAMAJICHHUE B
IbPBUYHUTE U BCUYKHU BTOPUYHU CHCTABHU KPAaHU TOYKHU.

HabnronaBanara nosnsa OT mpacyrpeln Ipy MalueHTUuTe > 75 TOJUHNU € [o-Mallka OT 10JI3aTa,
HabJrofaBaHa mpu nauveHTy <75 rogunau. [lanmenture > 75 roAuHU ca ¢ IOBUILEH PUCK OT KbPBEHE,
BKITIOUHTENHO (aTaimHo (BK. Touku 4.2, 4.4 u 4.8). [lauuenture > 75 ronuHu, pu KOUTO 1OJI3aTa C
npacyrpen e mo-yoeanTenHa, BKIOUBAT Te3U ¢ quadeT, ¢ nH(papKT Ha MUOKapaa cbe ST-eneBanus
(STEMI), ¢ mo-BuCOK pHcK OT TpoM003a Ha CTEHTa WK C TIOBTAPALIH CE CHOUTHSL.

[TanueHTuTe ¢ aHaMHE3a 3a IIMA wnu ¢ aHaMHe3a 3a HCXEMUYCH HUHCYJIT IOBE€YEC OT 3 mecena npeau
JICYCHUCTO C MPACyTpeili HAIMAT HAMAJICHHUEC B IbPBUYHATA CbCTaBHA KpaﬁHa TOYKa.
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Tadauua 3: IlanuenTu ¢ Outcome Events (cb0uTHsI 32 M3X0/ )B MbPBOHAYAJIHUS AHAJIU3 HA
npoy4sadero TRITON

Ipacyrpen Kaonuporpen | OTHocHTeNIeH pHCK p-
Cn0ouTHSA 32 U3X0 + ACK +ACK (HR) CTOMHOCT
(Outcome Events) 95% CI)

(N =16 813) (IN=61795)
Beunukun OKC % %
IIbpBUYHYN CHCTABHU CHOUTHS 32 U3XO/ 9,4 11,5 0,812 (0,732, 0,902) <0,001

(Primary Composite Outcome Events)
Copaeuno-cpaosa (CC) cmbpt, UM 6e3

CMBPTEH U3XO/] WIIH HHCYAT 0€3 CMBPTEH
U3XO0J1

II'bpBHYHN MHAMBUAYATHH CHOUTHSA 32 H3XO0N
(Primary Individual Qutcome Events)

CC cMbpT 2,0 2,2 0,886 (0,701, 1,118) 0,307
MM 6e3 cMBPTEH U3X0. 7,0 9,1 0,757 (0,672, 0,853) <0,001
WHcynt 6e3 CMBPTEH U3XO0J 0,9 0,9 1,016 (0,712, 1,451) 0,930

HecraduaHa creHokapaus/ uHpapKT (N=5044) (N=5030)

Ha Muokapaa 6e3 ST-eaeBanus % %

(UA/NSTEMI)

II'bpBHYHY CHCTABHU CHOUTHS 32 U3XO/
(Primary Composite Outcome Events)

CC cmppT, UM 6€3 CMBpPTEH H3XO0/1 WITH 9,3 11,2 0,820 (0,726, 0,927) 0,002
WHCYJT 0€3 CMBPTEH M3XO]]
CC cMbpT 1,8 1,8 0,979 (0,732, 1,309) 0885
VM 6e3 CMBPTEH M3X0.T 7,1 9,2 0,761 (0,663, 0,873) < 0,001
WHcynT 6€3 CMBPTEH U3X0[T 0,8 0,8 0,979 (0,633, 1,513) 0,922
HNudapkr Ha muokapaa cbe ST- (N=1769) (N=1765)
enepanus (STEMI) % %

II'bpBHYHY CHCTABHU CHOUTHS 32 U3XO/
(Primary Composite Outcome Events)

CC cmbpT, UM 6€3 CMBpPTEH H3XO0/1 WITH 9,8 12,2 0,793 (0,649, 0,968) 0,019
WHCYJT 0€3 CMBPTEH U3XO]]
CC cMbpT 2,4 3,3 0,738 (0,497, 1,094) 0,129
VM 6e3 CMBPTEH M3X0.T 6,7 8,8 0,746 (0,588, 0,948) 0,016
WHcynT 6€3 CMBPTEH U3X0[T 1,2 1,1 1,097 (0,590, 2,040) 0,770

B msumata momynarms ¢ OKC aHanmm3bT Ha Besika OT BTOPHYHHTE KpalHH TOYKH [TOKa3Ba CUTHU()UKAHTHO
npeauMcTBO (p < 0,001) 3a mpacyrpen cupsiMo Kironuaorpell. ToBa BKITIOUBA OIpenecHa WIH
mpesnoiaraemMa Tpom603a Ha cTeHTa B Kpas Ha npoy4uBaneTo (0,9% copsamo 1,8%; HR 0,498; CI 0,364,
0,683); CC cmbpT, UM 0663 CMBPTECH M3XO] ITH TIPHUIIEITHA CHI0BA PEBACKYJIAPU3AIIHS 110 CIICIITHOCT B
teuenue Ha 30 gawm (5,9% cnpsmo 7,4%; HR 0,784; CI1 0,688, 0,894); Bcnuku npuauHH 3a cMBpT, UM 6e3
CMBPTEH U3XO WM HHCYNT 0e3 CMBbpPTEH U3X0A 10 Kpas Ha npoyuBaneTo (10,2% cmpsmo 12,1%; HR
0,831; CI1 0,751, 0,919); CC cmbpT, UM 6€3 CMBpPTEH M3X0I, HHCYIT 0€3 CMBPTEH U3XO01 WITH
peXOoCIHTAIN3AI TOPaIi CHONTHE ChC ChPEYHA NCXeMHS 10 Kpas Ha rmpoyuBaneTo (11,7% copsmo
13,8%; HR 0,838; C10,762, 0,921). AHaNMM3bT Ha BCHUKH MPUIHNHH 33 CMBPTEH CIydail He TIOKa3Ba
HUKaKBa 3HaUMMa pasiiuKa MeXIy Mpacyrpen u Kionuaorpen B msara nomymanus ¢ OKC (2,76%
cipsimo 2,90%), B momysanuaTa ¢ HecTaOmiIHA CTeHOKapaus/nHpapKT Ha Muokapaa 6e3 ST-emeBarus
(UA/NSTEMI) (2,58% cmpsimo 2,41%), u B ommynanusita ¢ nHGapKT Ha MUOKapaa cbe ST-emeBariust
(STEMI) (3,28% cmpsimo 4,31%)).

IIpacyrpen ce aconmupa ¢ 50% HamasnsiBaHe Ha CTEHT-TpoMOO03aTa B TeUeHHe Ha |5-MeceuHus mepro Ha
npocnensBane. HamansBane Ha cteHT-TpoMO03ata ¢ Efient e HabmogaBana He caMo paHo, HO U Clie]T
30 1HYU ¥ 32 OOMKHOBEHHUTE, HETIOKPUTH METATHU CTEHTOBE, U 32 MEIMKAMEHT-H3JIBYBAIIUTE CTEHTORBE.
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[Ipu ananu3 Ha MaLMEHTUTE, KOUTO MPEKHUBSIBAT HICXEMUYHO CHOUTHE, IPACyTPell Ce acOLUMpa C
HaMaJsBaHe Ha Pa3NpOCTPAHEHUETO Ha MOCIeABAIIY TbPBUYHU KpaliHu chouTus (7,8% 3a mpacyrpen
capsimo 11,9% 3a kionmaorpenn).

Makap KbpBEHETO Jia Ce YBEIUYaBa C Mpacyrpes, aHaau3bT Ha ChCTaBHATA KpailHa TOYKa 32 CMBPT
NopaJiy KakBaTo u Aa € npuuuHa, UM 6e3 cMBbpTEeH U3X0 WK HHCYAT 0€3 CMBbPTEH U3X0M, HHCYNT 6e3
CMBPTEH M3XO0J1 ¥ 3HAYUTEIHO KbPBEHE, HECBBP3aHO ¢ aopTokopoHapeH Oaiinac (AKB), cerimacHo TIMI,
¢daBopusupa Efient B cpaBHenue ¢ xkinonuaorpen (OtHocuTeneH puck, 0,87; 95% CI, 0,79 no 0,95;

p = 0,004). B npoyuBanero TRITON Ha Bceku 1 000 narnuentu, nekyBanu ¢ Efient, uma 22 narenTy no-
MaJIKO ¢ MH(QApKT Ha MHOKapJia u 5 MOBeYE ChC 3HAUUTETHO KbPBEHE, HECBBP3aHO C A0PTOKOPOHAPEH
6aiinac (AKDB), ceriacno TIMI, B cpaBHEeHHE ¢ TALIMEHTUTE, JIEKYBaHU C KIOMUAOTPEIL.

Pesynratute oT hapmokoamHaMuIHO/(hapMaKOKHHETHIHO m3nuTBane mpu 720 azmatim, ACS PCI
MAIMEHTH JO0Ka3BaT, Ye MO-BUCOKH HUBA HAa TPOMOOIIMTHA HHXHOUIIHS CEe MMOCTUTAT C TIPacyrpe, B
CpaBHEHHE C KJIOMUAOTPeN 1 4e mpacyrpen 60 mg HaToBapBaiia f03a KpM 10 mg moappikaiia 103a e
MOIX OIS JO30B PEKUM TIPH a3uaTIH, C TEeTJIo Hai-manko 60 kg n Bp3pact mox 75 roaunu ( BX.
Touka 4.2 ).

B 30-meceuno npoyuBane (TRILOGY—-ACS) nipu 9 326 manmenTH ¢ HecTaOWiTHA CTEHOKApAHs/MHPapKT
Ha muokapaa 6e3 ST-eneBarust (UA/NSTEMI), OKC e nexyBaH MeAMKaMEHTO3HO 0€3 peBacKyJIapu3anus
(mokazaHue, KOETO HE € pa3pelleHo), Ipacyrpell He HaMallsiBa CUTHU(UKAHTHO YeCTOTaTa Ha ChCTaBHATA
KpaliHa TO4YKa 3a ChbPJIEYHO-ChA0BA CMBPT, IM WM HHCYAT B CpaBHEHUE C Kionuaorpen. Yecrorara Ha
3HAYMTEITHO KbpBeHE chriacHo TIMI (BKIIFOUHTETHO JKHBOTO3aCTpaIIaBaIio, ¢ ¢haTaicH H3X0I U
MHTpaKpaHualHa XeMOoparus) € NoJo0Ha Ipy MalUEeHTUTE, JIEKYBaHHU C IPACYTPeN U KIOMUIOTPell.
[armenTn Ha BB3pacT >75 roaunu wiu Te3u ¢ Terio mox 60 kg (N=3 022) ca parmoMu3upanu 1a
nmonydaBaT 5 mg npacyrpen. Kakto npu nanueHTuTe Ha Bh3pacT < 75 roguHu U Terio >60 kg, mexyBanu c
10 mg mpacyrped, HAMa pa3uka MeXIy 5 mg mpacyrpen u 75 mg KIOMHI0TPeN B ChbpACIHO-ChIOBUS
n3xon. YecroTara Ha 3HAUUTEITHO KbPBEHE € ITOA00HA NPH MAIIMEHTHUTE, JICKYBaHH € 5 mg Mpacyrpei, 1
Te3H, JIEKYBaHU Cbe 75 mg xionuporpen. Ilpacyrpen 5 mg ocurypssa mo-rojisiM aHTUTPOMOOTHYIEH
edekr, oTKOIKOTO KiIonmuaorpen 75 mg. [Ipacyrpen TpsOBa na ce U3Mo3Ba ¢ MOBUIIEHO BHIMAHUE TTPU
MAIMEHTH Ha BB3pacT > 75 TOAWHY U IpH ManuenTy ¢ Terno <60 kg (Bx. Touku 4.2, 4.4 u 4.8).

B 30-gueBno npoyusane (ACCOAST) nipu 4 033 naunentu ¢ NSTEMI ¢ noBumeHn HUBa Ha TPOIIOHUH,
KOHTO ca TJIaHUpaHy 3a KopoHapHa anruorpadus nocieasano ot PCI B pamkute Ha 2 10 48 yaca cien
paHIoOMHU3aLMATa, TAIMEeHTUTE, KOUTO MOJyyaBaT HaTOBapBalla J1o3a Ha rmpacyrpesn ot 30 mg cpeaHo

4 yaca mpeau KOpOHapHaTa aHrHorpadus mocieaBana OT IOMBJIHUTEIHA HaToBapBalia jg03a oT 30 mg no
Bpeme Ha PCI (n=2 037), B nmepu-nporie1ypHus Iepruo] UMaT MOBHUILIEH PUCK OT KbpBEHE, HECBBP3aHO C
aopTokopoHapeH Oaiinac (HecBbp3anu ¢ AKB), 1 HIMAT OMBIHUTEIHA 10J132 B CPABHEHUE C
MAIMEHTUTE, KOUTO I0JIyuaBaT HaToBapaaiia j103a ot 60 mg no Bpeme Ha PCI (n=1 996). [To-koHKpeTHO,
YyecToTaTa Ha ChCTaBHATA KpaifHa TOYKa OT CMBPTEH M3X0/l MOPaAH ChbpACYHOCHIOBH IPUUNHH, HHPAPKT
Ha MHUOKap/a, HHCYJT, PeBacCKyJapu3alys Mo CIEeIIHOCT WK YIoTpeda Ha HHXHOUTOPHU Ha TIMKOIPOTENH
(GP) IIb/Illa kato »uBOTOCHACSBAILlA TEPAITU B TCUCHHUE HA 7 JIHU CJIC] paHIOMHU3aIUATa, HE € 3HAUUMO
HaMmaJieHa IpH MalHeHTH, KOUTO MOy4yaBaT Ipacyrpell Ipearn KopoHapHaTa aHruorpadusi, B CpaBHEHHE C
MalMeHTH, KOUTO TOIyYaBar IisiaTa HaToBapBaila Ao03a npacyrpein no Bpeme Ha PCI. OcBen ToBa,
yecToTaTa Ha 3HaunTeHO KbpBeHe o TIMI (ce0Outns, cebp3anu ¢ AKB u necebvp3anu ¢ AKB), ot rneana
TOYKa Ha OE30IIaCHOCT, B PAMKHTE Ha Ha 7 JTHHU OT PaHAOMH3aLMUATa IPU BCUUYKH JIEKyBaHU MALECHTH, €
3HaYMMO I0-BHUCOKA NMPH MALMEHTHTE, KOUTO IOJIyYaBaT Mpacyrpen npeau KopoHapHaTa aHruorpadus,
CIpPSIMO MALIMEHTHUTE, KOUTO MOJIydaBar LisjaTa HaToBapBalla Jo03a mnpacyrpein o speme Ha PCI. 3aTosa,
KOTaTo KopoHapHaTa aHruorpadus npu nanuenta ¢ UA/NSTEMI ce uzpbpiiBa B pamkute Ha 48 yaca
clle]] XOCIUTaIN3allusl, HaToBapBaliara J1o3a TpaoBa aa ce npuwiara no Bpeme Ha PCI (Bx. Touku 4.2, 4.4
u 4.8).
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llenmarpudHa HoMyJaIs

IIpoyusanero TADO m3cnensa ynorpebara Ha mpacyrpen (n=171) cupsimo miane6o (n=170) npu
MAIMeHTH Ha BB3PacT OT 2 A0 18 roanHu che CHPIOBUAHOKIEThYHA aHEMUS 32 HaMaJIIBaHE Ha
Ba300KITy3UBHHUTE KpH3H — poyuBaHe ¢a3za III. [IpoyuBaHeTo He MOCTHUTA HUTO €AHA OT IIBPBUYHUATE HUITH
BTOPUYHHTE KpaitHn Touku. KaTo 115110, He ca yCTaHOBEHH HOBH JaHHU 32 0€30I1aCHOCT 3a Ipacyrpesn
KaToO MOHOTEpANHs MPH Ta3W MOITyJIAIs TalieHTH.

5.2 ®apMaKkoKWHETHYHH CBOICTBA

IIpacyrpen e mpexkypcop u OBp30 ce MeTabonmm3upa in vivo 10 aKTUBEH METa0OINT U HEAKTHBHHU
MeTtabonutu. Excriosunusara Ha aktuBHES MeTabomut (AUC) nMa ymMepeHa 10 HICKa
uHTepuHANBHIyanHa (27%) u uaTpanaauBuayanaa (19%) sapuabunHoct. apMakoKHHETHKATa Ha
npacyrpen e mojo0Ha Mpy 3paBy WHIVBHIH, P IMAIUSHTH ChC CTAOMIIHA aTePOCKIIepO3a U MpH
MAIMEHTH, TIO/IJIOKEHN Ha TIepKyTaHHa KOPOHApHA WHTEPBEHITHSL.

AOGcopOrus
AOGcopbuusaTa 1 MeTaboIM3MbT Ha TIPACYTPEN ca Obp3H, THKOBA M1a3MeHa KOHIEHTPAUS (Cmax) HA

AKTUBHHS META0OJIUT ce OCTHra Mpuonru3nTenHo 3a 30 MuHyTH. EKcrio3unusTa Ha akTUBHUSI METabOIIUT
(AUC) napacTtBa npomnoproHaiIHO B TeparleBTHYHHA J030B AUana3oH. B mpoyuBaHe mpu 31paBu
uaauBuan AUC Ha akTUBHHSI METaOOJIUT HE ce MPOMEHsI OT Oorara Ha MacTH, BUCOKOKAJIOPHUYHA XPaHa,
HO Crax Hamansia ¢ 49% u BpeMeTo 3a focturane Ha Cpax (Tmax) HapacTBa ot 0,5 Ha 1,5 gaca. B
npoyuBaneTo TRITON Efient e npunaran He3aBucuMo oT npreMa Ha Xpana. CrnenoBarenno Efient moxe
Jla ce ImpuJjlara He3aBUCHUMO OT MPHEMa Ha XpaHa; BCe MaK MPUIaraHeTo Ha HaTOBapBallla 103a Mpacyrpen
Ha [JIaJJHO MOJKE /1a OCUTYpH Hal-O0bp30 HACTBHIIBaHE Ha JEHCTBUETO (BXK. TOUKA 4.2).

PasnpenencHue
CBbp3BaHETO HA AKTUBHUAT META0OIHT C YOBEIIKHS cepyMeH anoymuH (4% Oydepupan pazrsop) e 98%.

Buotpanchopmars

IIpacyrpen He ce OTKpHBa B IIa3MaTa Ciea MepopaiiHo npuiarane. Tol Obp30 ce Xuaponu3upa B ueppara
JIO TUOJIAKTOH, KOUTO CJIe]] TOBa CE MPEBPHIIA B AKTHBEH METa0O0JIUT Ype3 €AMHCTBEHA CTHITKA B
MeTabonn3ma Ha uuToxpom P450, rimaBrHo upe3 CYP3A4 u CYP2B6 u B mo-manka crenex upe3 CYP2C9
u CYP2C19. AKTUBHUSAT METaOOIHT JOIIBIHUTEIHO C€ METAa0OIM3HpPa JI0 JIBE HEAKTUBHU ChCIUHCHHUS
MOCPEACTBOM S-METHIMPAHE WIN KOHIOTUPAHE C IIUCTEUH.

[Ipu 31paBu HHIUBUAK, TIAIIMEHTH ChC cTabMIHa atepockiepos3a u manueHTn ¢ OKC, npuemaniu Efient,
reHernyHara Bapuanus B CYP3AS, CYP2B6, CYP2C9 unu CYP2C19 Hsima eeKT ¢ IpakTUIecKo
3HaYEHUE BHPXY (PapMaKOKWHETHKATA Ha TIPAcyrpell WK UHXUOUPAHETO Ha TPOMOOIIUTHATA arperaius OT
HETOo.

Enumunupane
[Ipubnuzutentno 68% oT mo3aTa Ha PaCyTpesl ce eKCKpeTrpa ¢ ypuHara u 27% ¢ U3npaXHEHHATA KaTo

HEaKTHBHU METa0OIUTH. AKTHBHUST METa0OIUT MMa MOITYKUBOT Ha eJIMMUHHUPAHE OT OKOJIO 7,4 Jaca
(mmamazon 2 go 15 gaca).
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@PapMaKOKMHETHKA IPY CHEIMATHYU MONYIalluU

Cmapuecka év3pacm:

B npoyuBane Ha 31paBu HHAMBUAM Ha Bh3pacT Mexkay 20 u 80 roanHu Bb3pacTTa HiMa CUTHU(UKAHTEH
edeKT BbpXy (apMakOKHHETHKATa Ha Mpacyrpes Wik HUHXUOUPaHETO Ha TPOMOOLUTHATA arperamusi OT
Hero. B roysiMo knmMHUYHO mpoyuBaHe ¢asza 3 cpenHara u3uncieHa ekcrosunus (AUC) Ha akTHBHUS
MeTaboaut € 19% mo-Bucoka mpu MHOTO Bb3pacTHH MALMEHTH (BB3PacT > 75 rouHm), B CpaBHEHHE C
MHIWBUANTE Ha Bb3pacT < 75 rogunu. [Ipacyrpen TpsiOBa 1a ce u3noi3Ba ¢ NOBUIIEHO BHUMAHHUE MIPH
MAIMEHTH Ha Bb3PacT = 75 roJWHH, OPaJX OTEHLIUAIHNS PUCK OT KbPBEHE B Ta3M MOMyJalus

(Bx. Touku 4.2 u 4.4). B npoyuBaHe npu NalMEeHTHTE ChC CTAOMIHA aTEPOCKIIEpO3a CpeHaTa CTOMHOCT
Ha AUC Ha akTUBHHS METa0OJIUT MPH MALMEHTH Ha Bb3pacT > 75 TOAMHHU, KOUTO MpHeMaT 5 mg
npacyrpen, e MpuOIIM3UTETHO OJIOBHHATA OT Ta3u MPH NAlMEeHTH Ha BB3pacT < 65 TOAWHH, KOUTO
npuemar 10 mg npacyrpes, a aHTUTPOMOOTHYHUST €EeKT Ha 5 mg e 1mo-cinad, HO He Mo-Malko ehuKaceH
B cpaBHeHue ¢ 10 mg.

Yeproopobuo yspesicoane:

He e HeoOxoamMo KopUTHpaHe Ha J103aTa 3a MalHeHTH C JIEKO 10 YMEPEHO yBpeKIaHe Ha YepHOApoOHaTa
¢ynkuus (Child Pugh xnac A u B). @apmakokuHeTHKaTa Ha Ipacyrpel 1 HEeroBOTO MHXUOUpaHe Ha
TpoMOOLMTHATA arperanys ca NoJOOHH NPy MAalUEeHTH C JIEKO 10 YMEPEHO YBpexKIaHe Ha YepHOgpoOHaTa
(GyHKUMS B CpaBHEHHE ChC 3paBu HHAMBUIN. DapMakOoKHHETHKATa U (hapMaKoJAWHAMHUKATA Ha
npacyrpen Npy MalueHTH ¢ TEXKKO YepHOIPOOHO yBpeKaaHe He ca nmpoyuBaHu. [Ipacyrpen He TpsOBa na
Ce U3M0JI3Ba MIPH MAI[UCHTHU C TEXKKO YSPHOAPOOHO yBpekaaHe (Bxk. Touka 4.3).

bvopeuno yspexcoane:

He e HeoOxoauMo KOpUTHpaHe Ha J103aTa 3a MalueHTH ¢ ObOpevHO yBpeXKIaHe, BKIIOUUTETHO MallUeHTH
¢ 6B0peuHo 3abonsaBane B TepMuHaieH ctaguii (ESRD). ®dapmakoknHeTHKaTa Ha Mpacyrpen U HEroBOTO
WHXUOMpaHe Ha TPOMOOLUTHATA arperaiys ca MoA00HU MPH NAMEHTH ¢ YMepeHo OBOpEeuHO yBpeKaaHe
(crenen Ha rnomepysna punrpamus GFR 30 < 50 ml/min/1,73m?) u npu 3apasu unausuay. [Ipacyrpen-
MEIUUPAHOTO UHXUOMpPaHe Ha TPOMOOIIUTHATA arperanys € ChLI0 MoA00HA PH MAUEeHTH ¢ OBOpedHO
3abomnsBane B TepMuHaiieH ctaauii (ESRD), kouTto ce Hy»KAadT OT XeMOANANIN3a, B CPAaBHEHUE ChC 3[paBU
uHAUBHU, MaKap 4€ Cmax 1 AUC Ha akTUBHUS METa0OJIUT HaMajsIBaT ChOTBETHO ¢ 51% u 42% npu
nanueHTn ¢ 0p0peyHo 3abonsBane B TepMuHaieH craguii (ESRD).

Tenecno mezno:

Cpennara excriozuust (AUC) Ha akTUBHHA MeTa0OIMT Ha npacyrpen e npubnusutenHo 30 no 40% no-
BUCOKa IPH 3IpaBH MHAWBUAY U MALMEHTH ¢ TeJecHo Terio < 60 kg B cpaBHEHHE C T€3U, KOUTO TeXat

> 60 kg. IIpacyrpen TpsiOBa 1a ce mpuiiara ¢ IOBUILIEHO BHUMAHKE PU MALUEHTH C TEJIECHO TETJI0

< 60 kg nopaau moTeHIMalIeH PUCK OT KbpBEHE B Ta3M nomyianus (Bx. Touka 4.4). B mpoyusane npu
MalMeHTHTE ChC cTaOMIIHA aTepockieposa cpeanarta croiiHocT Ha AUC Ha akTHBHUS METaOOIUT IpU
nanueHTH ¢ teryo < 60 kg, kouto npuemat 5 mg npacyrpei, € 38% Mmo-HUCKa OT Ta3u MPH NALMEHTH C
terso > 60 kg, kouro nmomyyasar 10 mg npacyrpen, a aHTUTPOMOOTHYHHSAT eeKT Ha 5 mg e nmogo0eH Ha
10 mg.

Emnuuecka npunaonesxcnocm:

B knmuHMYHM apMaKoIOrHYHH MPOYYBaHUS, Clie]] KOpUrupaHe cruopeq tenecHoro terio, AUC Ha
AKTUBHHS META00IUT € MpuOau3uTenHo 19% mo-Bucoka npu KUTANIHM, SIMOHIY 1 KOPEHIM B CPABHEHHE C
WMHIMBUAU OT Ositata paca, KOeTO € CBbP3aHO INIaBHO C M0-BUCOKATA EKCIIO3ULMS IPU HHAUBUIUTE OT
aszmarckara paca ¢ teryio < 60 kg. Hama paznuku B ekcio3uusara cpes HauueHTUTe KUTANIH, SIIOHIN 1
Kopeim. Excriozunusta npu HHIMBUANTE OT aPUKAHCKU M JTJATHHOAMEPHKAHCKH MIPOU3XO]l € CPaBHUMA
C Ta3W Ha MHAWBUAWTE OT OsaTa paca. He ce mpenopbuBa KOpUrupaHe Ha J03aTa €IUHCTBEHO B3 OCHOBA
Ha eTHUYeCcKaTa MPUHA/JIEKHOCT.
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Ilon:
[Ipu 31paBu HHAUBUAK W TAIIMEHTH (apMaKOKHMHETUKATA HA MPACYTPEI € TI0JJ00HA MPU MBKE U KEHHU.

Ileouampuuna nonynrayus:
dapmakokHHETHKaTa 1 hapMaKoANMHAMHUKATA HAa MPACYTpell He ca OLEHABAaHU B MeAUATPUYHA MOITYJIALHS
(BX. Touka 4.2).

5.3 IlpeakJIMHUYHU JAHHU 32 6€30MACHOCT

HexmHUYHUTE TaHHU HE MTOKa3BaT 0COOEH PHCK 3a XOpaTa Ha 0a3ara Ha KOHBEHIIMOHATHUTE
(hapMaKoJIOTHYHH TIPOYYBaHUs 32 0€30MACHOCT, TOKCHYHOCT TP MHOTOKPATHO TpHJIaraHe,
TeHOTOKCUYHOCT, KapIIMHOTCHEH MOTESHIHA WM PEIIPOIYyKTUBHA TOKCHYHOCT. EekTute B HEKIIMHUYHU
NpOYYBaHUs ca HAOJIFOJaBaHU CaMo MPU SKCIIO3UIMHU, PAa3IIIeKIaHU KaTo JOCTAThYHO MO-BUCOKHU OT
MaKCHMaJlHaTa eKCIIO3HUIIHUS IIPU XOPa, KOETO MMOKa3Ba MAJIKO MPAKTUYECKO 3HAYCHHUE 32 KIIMHUYHA
ymnoTpeoa.

[TpoyuBaHus 32 TOKCHYHOCT MO BpeMe Ha eMOpHOQETaTHOTO pa3BUTHE TPH ITHX0BE U 3alI1 HE MOKa3BaT
JaHHU 32 Max(opMaliy, IbDKAIIY ce Ha mpacyrpedn. [Ipu MHoro Bucoka mo3a (> 240 mbtu
NpEnopbYBaHaTa MOAIbPIKAIIA JHEBHA J103a IIPU XOpa Ha 6azara Ha mg/m?), KOATO NpUYHHSBA e)EKTH
BBPXY TEJIECHOTO TETJIO Ha MalKaTa 1/Mil KOHCYMHPAHETO Ha XpaHa, UMa HE3HAUYUTEITHO HaMallsiBaHe Ha
TEJIECHOTO TETJIO Ha IIOTOMCTBOTO (B CpaBHEHHE C KOHTpoauTe). [Ipu npe- 1 mocTHaTaIHK NPOYYBAHUS
IIPH TUIBXOBE JICYCHUETO Ha MaiikaTa HsiMa eeKT BbPXY HOBEACHYECKOTO HIIH PENPOAYKTUBHOTO
pa3BUTHE Ha MOKOJIEHUETO MPH €KCIO3HULKS Ha 103U Haa 240 mbTH IpenopbhUBaHaTa Mo AbpKalla
JIHEBHA 71032 NpHu Xxopa (Ha 6asara Ha mg/m?).

He ca nabnronaBanu TyMOpH, CBBP3aHH ChC CHEIUHEHUETO, B 2-TOIUIIHO MPOYYBAHE MPH ILTHXOBE C
€KCITO3UIMH Ha Ipacyrpell B AMaazoHa 10 HaJ 75 MbTH NPENOPbUBAHUTE TEPANEBTUYHH €KCTIO3ULIUN
npu xopa (Bb3 OCHOBA Ha IUIa3MeHaTa eKCIO3UIMA Ha LUPKYJIUPALUTE aKTUBHU U OCHOBHU METabOoInTH
npu xopa). lma yBennyeHo pa3znpocTpaHeHre Ha TYMOPHUTE (XeNaToueTyIapHu alecHOMH) IPY MULIKH,
M3JI0)KEHH B MIPOABIDKEHHE Ha 2 TOAMHU Ha BUCOKHU 03U (>75 MBTH €KCIO3ULMATA IIPU XOpa), HO TOBa ce
CMITa 332 BTOPUYHO I10 OTHOILIEHHE Ha Mpacyrpei-uHAyIpaHaTta eH3uMHa nHAyKus. Joope
JOKYMEHTHUPAHH B JIUTEpaTypaTa ca YepHOIPOOHNUTE TYMOPH Ha criequ(HUYHa TpyIia rpU3adu U
JIeKapCTBEHO-MHIyLIMPpaHaTa eH3MMHA MHIYKLHUS. Y BEIMYaBaHETO Ha YEPHOAPOOHUTE TYMOPH C
MIPUJIATaHETO Ha Mpacyrpes MPU MUILIKH HE C€ CMATA 3a MPAKTUYECKH 3HAYUM PUCK IIPH XOpara.
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6. DODAPMAIIEBTUYHUA JAHHHA
6.1 Choucbk Ha IOMOIIHUTE BelleCTBA

Anpo na Tabnerkara:
MukpoKkpHcTaliHa Lelyo3a
Manuron (E421)
Kpockapmenosa Hatpuit
Xurpomenosa (E464)
MarneseB creapat

DUIIMOBO MMOKPUTHE:

JlakTo3a MOHOXUIpAT

Xumpomenosa (E464)

Turanos auokcun (E171)

Tpuanerun (E1518)

Kenezen okcua, uepsen (E172) {camo Efient 10 mg}
XKeneszen oxcun, xwir (E172)

Tank

6.2 HecbBMecTHMOCTH
Henpunoxumo

6.3 Cpok Ha rogHOCT

Efient 10 mg:
3 roguHU

Efient 5 mg:
2 TOAUHU

6.4 CrhenuajaHu ycJ0BHS 32 CbXpaHEeHHe

To3u nekapcTBEH NPOAYKT HE U3UCKBA CIICLMAIHN TEMIIEpaTypHHU YCJIOBHS 3a CbXpaHeHue. [la ce
ChXpaHsiBa B OPUTMHAJIHATA ONIAKOBKA, 32 Ja Ce Mpenast OT Bb3AyX U Biara.

6.5 Bwuau chabpikaHue HA OMAKOBKATA

bructepu ot ammymuHIEBO Qoo B KapToHeHH KyTHH ¢ 14, 28, 30, 30 (x1), 56, 84, 90 (x1) u 98

TaOJIETKH.

He Bcuku BHIOBE OMAaKOBKH MOTAT J1a ObJaT MyCHATH B TIPOAaXK0a.

6.6 CrnenuaaHu NMpeANa3HU MEePKH NPH U3XBbPJIsIHE

Hsma crienmanamn H3nCKBaHMS.
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7. HNPUTEXKATEJ HA PASPELIEHUETO 3A YIIOTPEBA

Daiichi Sankyo Europe GmbH

Zielstattstrasse 48

81379 Munich

I'epmanus

8. HOMEP(A) HA PASPELHIEHUETO 3A YIIOTPEBA

Efient 5 mg: EU/1/08/503/001 — 007, 015

Efient 10 mg:  EU/1/08/503/008 — 014, 016

9. JATA HA ITBPBO PASPEITABAHE/ITIOJHOBSIBAHE HA PASPELLIEHUETO 3A
YHOOTPEBA

JlaTa Ha BpBO pazpemaBane: 25 despyapu 2009 r.

Jarta Ha mocneaHo nmogHosBaHe: 13 HoemBpu 2013 1.

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

ITonpoOHa mH(OpManH 32 TO3M JIEKAPCTBEH MPOAYKT € IpefocTaBeHa Ha yebcaiita Ha EBponeiickaTta
areHITUs 110 JIeKapcTBarta http://www.ema.europa.eu.
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HNPUJIOKEHME 11

MPOU3BOUTEJI(M), OTTOBOPEH(HH) 3A OCBOBOK/IABAHE HA
MAPTUIN

YCJIOBUSA NN OT'PAHUYEHNIS 3A JOCTABKA U YIIOTPEBA

APYI' YCIOBUA U UBNCKBAHUSA HA PASPELIEHUETO 3A
YIOTPEBA

YCJOBUSA NN OT'PAHUYEHNIS 3A BE3SOITACHA U EOEKTUBHA
YIHOTPEBA HA JIEKAPCTBEHUA INTPOAYKT
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A. IPOU3BOIUTEJI(M), OTTOBOPEH(HH) 3A OCBOBOX/IABAHE HA
MHAPTUIN

Hme n aapeC HAa IPOMU3BOJMUTECIIA, OTTOBOPCH 3a OCBO60)KZ[aBaHC Ha NapTUAUTC

Lilly S.A.

Avda de la Industria 30
E-28108 Alcobendas (Madrid)
Ucnanus

b. YCJIOBUS WJIN OT'PAHUYEHUSA 3A JOCTABKA U YIIOTPEBA

.HCKapCTBCHI/I}IT MMPOAYKT C€ OTITYCKa I10 JICKAapCKO NPEANNCaHUC.

B. APYI'U YCJIOBUSA U UBUCKBAHUSA HA PASPEHIEHUETO 3A YIIOTPEBA

L Hepnozmqlm AKTyaJU3HpPaHU JOKJIAIH 3a 0e3zomacHocCT

W3uckBaHusTA 32 MMO1aBaHE HA MEPUOANYHU aKTyaTH3UPaHU JTOKIaX 32 OE30MaCHOCT 3a TO3H
JICKapPCTBEH MPOAYKT Ca IIOCOYCHH B CITUCHKA C pe)epCHTHUTE aTH Ha EBpONICHCKUS ChI03
(EURD cnucwk), npeasueH B wi. 1078, an. 7 ot Jupextusa 2001/83/EO, 1 BbB BCUUKH
ClIeNIBaIY aKTyaJIU3allvH, TyOJUKYBaHH HA €BPOICHCKUS yeOrmopTa 3a JIeKapCcTBa.

I'. YCJOBUA UJIN OI'PAHUYEHUS 3A BE3OITACHA U EOEKTUBHA
YIHOTPEBA HA JIEKAPCTBEHUA ITPOAYKT

. Ilinan 3a ynpasJjienue Ha pucka (ITYP)

TIPY tpsbBa g2 M3BBHPIIBA H3UCKBAHUTE ICHHOCTH M NEUCTBHSI, CBBP3aHHU C MIPOCIICAIBaHE Ha
JIeKapCcTBEeHaTa 0€30MacHOCT, MocoueHn B ogoopenwms [IYP, npeacrasen 8 Moy 1.8.2 Ha
paspernieHneTo 3a yrnorpeda, KakTo ¥ IIPH BCHYKHU CJIEBAIIN ChITIACYBaHU aKTyaIH3aliy Ha
I1YP.

Axryanmusupan I[TYP TpsiOBa na ce momana:

e 110 “ckaHe Ha EBpomnelickara areHus mo JeKapcTpara;

e BHHArW, KOraTo Ce M3MEHS CHCTeMara 3a yIpaBJIeHrne Ha pUCKa, 0COOEHO B pe3yiTar Ha
MoJTydaBaHe Ha HOBa MH()OPMAIKs, KOSITO MOXeE J1a IOBEZE 10 3HAYUMHU ITPOMEHH B
CHOTHOIIEHUETO TT0JI3a/PUCK, WIIH CJIE]T JOCTUTAaHE Ha BayKEH eTall (BbB BPB3Ka C
MpocJeIsIBaHe Ha JIeKapCTBeHaTa 0€30MaCHOCT WIIM CBEXK/IaHE Ha PHICKA 10 MUHUMYM).
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L I[OH'bJIHI/ITeJIHI/I MEPKH 32 CBCKTAaHEC HA pPUCKA 10 MUHUMYM

HpI/ITC)KaTeJ'UIT Ha paspClICHUCTO 3a ynOTpCGa TpSI6Ba Ja OCUTYpH MaTcpuall 3a O6y1{€HI/IC Ha
BCHUYKH JICKApH, KOUTO MOKEC 1a Ca aHT'aA>)KUPAHU B JICHCHUCTO HA MAllUCHTU C IIpacCyrpell.
qDOpMaT’BT U HAYUHDBT HAa PA3IPOCTPAHCHUC HA TO3U MaTCpHUal TpSI6Ba Ja Cce O6C’B,Z[I/I CbC
CHOTBCTHUTC HAYYHU JAPYIKECTBA. P C3YyJITAaTUTC OT 06C’I))K}_IaHCTO U, aKO € YMCCTHO, MaTCPpUAIBT
TpH6Ba Ja Cc€ CbIy1aCyBaT ¢ HAIUOHAJIHUTC KOMIICTCHTHU BJIACTH U Jia Ca HA PA3II0JI0KCHUC
npeauv MyCKaHETO Ha MPOAYKTA Ha I1a3apa BbB BCAKA AbpiKaBa YJICHKA.

MarepuanbsT 3a 00ydeHne TpsiOBa /1a BKIIIOYBA!
e Komnue nHa KXII
e  AKIIEHT, Ye:

0 Texku XxeMOparndHu CHOUTHS Ca TO-YECTH IMPHU MAITUEHTH > 75-TOANIITHA
BB3pacT (BKIFOUATEITHO CHOUTHUS ChC CMBPTEH U3X0]T) HIIH MPH TE3U C TETIIO0
<60 kg

0 Jleuenwmero ¢ mpacyrpen 0OMKHOBEHO HE Ce MPEeTNopbyBa 3a MallMeHTH Ha
BB3pacT > 75 roJIMHH.

O Axo cnex BHUMaTeIHA MHAWBHyajHA OI[eHKA Ha CHOTHOIIEHHUETO PUCK/TION3a
OT MPEANMCBAIINS TO JIEKap JEUYEHHETO Ce CMETHE 32 HE0OXOIMMO MPH
MAIMeHTHTE OT Bh3PacToBaTa Irpyma > 75 TOANHM, TOTaBa clie/l HaTOBapBaIla
no3a ot 60 mg TpsOBa aa ce mpeAnuIe HaMajieHa Mo IbprKaIa 03a oT 5 mg.

0 Ilammentute ¢ Termo < 60 kg TpsOBa 1a MoTy9YaBar pexynupaHa oA bprKaIa
J103a OT 5 mg
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MNPUJIOKEHME 111

JAHHHU BBPXY OITAKOBKATA U JINCTOBKA
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A. JAHHHU BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JA CbABbPKA BTOPUYHATA OITIAKOBKA

KAPTOHEHA KYTHUSA OT 5 mg ®PUJINMUPAHU TABJIETKA

1. NME HA JIEKAPCTBEHUSA NIPOAYKT

Efient 5 mg ¢punmupanu tTadbneTku
npacyrpen

2. OBSABSBAHE HA AKTUBHOTO(MTE) BEHLIECTBO(A)

Bceska Tabnerka cpappika S mg npacyrpen (KaTo XUAPOXJIOpHU).

3. CIIMCBK HA ITIOMOIIHUTE BEHHIECTBA

Coabpika nakTo3a. 3a moBeue HHGOpMAIIHS BIKTE JTMCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJHA OITAKOBKA

14 punmupanu TadneTku
28 huaMupaHu TabIeTKH
30x1 ¢unmupana TabneTka
56 ¢hunMupaHu TaOJICTKH
84 punvupanu TabICTKH
90x1 punmupana TabneTka
98 dhmnmupaHu TaOIeTKH
30 ¢hunMupaHu TaOJICTKH

‘ 5. HAYMH HA TIPUJIATAHE U ITBT(MIIA) HA BBBEX/IAHE

[Ipenu ynorpeba mpoyerere JINCTOBKATA.
TlepopanHo npusioxeHue

6. CIHEHUAJIHO MPEAYNPEXJIEHUE, YE JEKAPCTBEHUAT NNPOAYKT TPABBA JIA
CE CbXPAHSBA HA MSACTO JAJIEYE OT IIOTJVIEJA U TOCEI'A HA JEITA

I[a CC€ CbXpaHsABa HAa MACTO, HEAOCTHITHO 3a ACIa.

‘ 7. JAPYI' CIIEHUAJIHU INIPEAYTIPEXIEHWS, AKO E HEOBXOIUMO
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‘ 8. JATA HA U3TUYAHE CPOKA HA 'OJHOCT

T'onen mo:

‘ 9. CIIEHUAJIHA YCJIOBUSA HA CbXPAHEHUE

I[a CC€ CbXpaHsiABa B OpUTI'MHAJIHATa OITaKOBKa, 3a Aa CC IpEAIiasu OT Bb3AYyX U BJjIara.

10. CIHENOUAJIHU NPEAITASHU MEPKWU ITPU NU3XBBPJISAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU UJIN OTHAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HUME U AAPEC HA ITIPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Daiichi Sankyo Europe GmbH
81366 Munich
I'epmanus

12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/08/503/001 14 ¢punmupanu TabiaeTku
EU/1/08/503/002 28 ¢punmupanu TabieTku
EU/1/08/503/003 30x1 ¢punmupana tabierka
EU/1/08/503/004 56 ¢punmupanu TabieTku
EU/1/08/503/005 84 ¢punmupanu tabieTku
EU/1/08/503/006 90x1 ¢punmupana tabierka
EU/1/08/503/007 98 ¢punmupanu tabieTku
EU/1/08/503/015 30 ¢punmupanu TabieTku

13. HNAPTHUAEH HOMEP

ITaptuma Ne

14. HAYMH HA OTITYCKAHE

JlekapcTBEHUSAT MPOAYKT CE OTITYCKA IO JIEKAPCKO MpeIICaHue.

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HUH®OPMAIUS HA BPAHJIOBA A3BYKA

Efient 5 mg
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‘ 17. YHMKAJIEH WIEHTUDOUKATOP — JIBYU3MEPEH BAPKO/{

JByn3mepeH 0apKoj ¢ BKIIOYEH YHUKAJICH UIeHTH(OHUKATOP

‘ 18. YHMKAJIEH WIEHTUDOUKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MUHUMYM JAHHHU, KOUTO TPABBA JA CbABbPXKXAT BJIMCTEPUTE NN JIEHTUTE

BJIMUCTEPHU OT 5 mg PUJIMUPAHU TABJIETKHN

1. HUME HA JIEKAPCTBEHUSA TPOAYKT

Efient 5 mg ¢punmupanu TadbneTku
npacyrpen

2. NME HA ITPUTEXATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

Daiichi-Sankyo (Logo)

‘ 3. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

T'onen no:

4. IMAPTUJIEH HOMEP

[Taptma Ne

|5.  JPYTO

<1mH, BT, Cp, 4T, 0T, ¢O, HI>
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JAHHHU, KOUTO TPABBA JA CbABbPKA BTOPUYHATA OITIAKOBKA

KAPTOHEHA KYTHUA OT 10 mg ®PUTIMHUPAHU TABJETKHU

1. NME HA JIEKAPCTBEHUSA NIPOAYKT

Efient 10 mg ¢unmupanu TabieTku
npacyrpen

2. OBSABSBAHE HA AKTUBHOTO(MTE) BEHHIECTBO(A)

Bceska Tabnerka cpappika 10 mg npacyrpen (Kato XUAPOXIOPHUL).

3. CIIMCBK HA ITIOMOIIHUTE BEHHIECTBA

C'LZ[’Bp)Ka JIaKTO3a. 3a II0BCYC I/IH(I)OpMaLII/ISI BMOKTC JIMCTOBKATa.

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJHA OITAKOBKA

14 punmupanu TadneTku
28 huaMupaHu TabIeTKH
30x1 ¢unmupana TabmeTka
56 ¢hunMupaHu TaOJICTKH
84 punvupanu TabICTKH
90x1 punmupana TabmeTka
98 dhmnMmupaHu TaOJIeTKH
30 ¢hunMupaHu TaOJICTKH

‘ 5. HAYMH HA TIPUJIATAHE U ITBT(MIIA) HA BBBEX/IAHE

[Ipenu ynorpeba mpoyerere JINCTOBKATA.
TlepopanHo npusioxeHue

6. CIHEHUAJIHO MPEAYNPEXJIEHUE, YE JEKAPCTBEHUAT NNPOAYKT TPABBA JIA
CE CbXPAHSBA HA MSACTO JAJIEYE OT IIOTJVIEJA U TOCEI'A HA JEITA

I[a CC€ CbXpaHsABa HAa MACTO, HEAOCTHITHO 3a ACIa.

‘ 7. JAPYI' CIIEHUAJIHU ITPEAYTIPEXIEHWS, AKO E HEOBXOINMO

32



‘ 8. JATA HA U3TUYAHE CPOKA HA 'OJHOCT

T'onen mo:

‘ 9. CIIEHUAJIHA YCJIOBUSA HA CbXPAHEHUE

I[a CC€ CbXpaHsABa B OpUTI'MHAJIHATAa OITaKOBKaA, 3a Aa CC IMPEAIasu OT Bb3AYyX U BjIara.

10. CIHENOUAJIHU NPEAITASHU MEPKWU ITPU NU3XBBPJISAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU UJIN OTHAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HUME U AAPEC HA ITIPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Daiichi Sankyo Europe GmbH
81366 Munich
I'epmanus

12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/08/503/008 14 dunmupanu TabiaeTku
EU/1/08/503/009 28 ¢punmupanu TabieTku
EU/1/08/503/010 30x1 ¢punmupana tabierka
EU/1/08/503/011 56 ¢punmupanu tabieTku
EU/1/08/503/012 84 dpunmupanu tabieTku
EU/1/08/503/013 90x1 ¢punmupana tabierka
EU/1/08/503/014 98 ¢punmupanu TabieTku
EU/1/08/503/016 30 ¢punmupanu TabieTku

13. HNAPTHUAEH HOMEP

ITaptuma Ne

14. HAYMH HA OTITYCKAHE

JlekapcTBEHUSAT MPOAYKT CE OTITYCKA IO JIEKAPCKO MpeIICaHue.

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HUH®OPMAIUS HA BPAHJIOBA A3BYKA

Efient 10 mg
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‘ 17. YHMKAJIEH WIEHTUDOUKATOP — JIBYU3MEPEH BAPKO/{

JBynsmepeH 0apKoj ¢ BKIIOYEH YHUKAJICH UIeHTH()UKATOD

‘ 18. YHMKAJIEH WIEHTUDOUKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CBbABPXKAT BJIUCTEPUTE NJIN IEHTUTE

BJIUCTEPHU OT 10 mg ®PUIMHUPAHU TABJETKH

1. HUME HA JIEKAPCTBEHUS TPOAYKT

Efient 10 mg ¢unmupanu TabieTku
mpacyrpen

2. NME HA ITPUTEXATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

Daiichi-Sankyo (Logo)

‘ 3. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

T'onen no:

4. IMAPTUJIEH HOMEP

[Taptma Ne

|5.  JPYTO

<mH, BT, Cp, 4T, IIT, ¢O, HI>
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b. JUCTOBKA
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JIncroBka: uHpopManus 3a norpeduTeNNsA

Efient 10 mg ¢gnamupanu TadiaeTkn
Efient 5 mg punvupann TadjeTKH
[Ipacyrpen (Prasugrel)

IIpouyeTeTe BHUMATEHO USJIATA JUCTOBKA, IPEIH /12 3alI0YHETE A IpUeMaTe TOBA JIEKAPCTBO, Thil

KaTo TH ChABbPka Ba)kHa 3a Bac undopmanus.

- 3amazere Ta3u JIMCTOBKA. MOXKE J]a ce HAIOXKH Jia s POYEeTETe OTHORBO.

- AKO UMate HIKaKBU JTOIMBIHUTEIHN BBIIPOCH, MONUTaiTe Bammst nexap nin papmarieBT.

- Tosa nekapcTBo € mpeanucano JuyHo Ha Bac. He ro npeorcrbnBaiite Ha npyru xopa. To Moxe 1a
VM HaBpEIH, He3aBUCUMO Y€ MPU3HAINTE Ha TSIXHOTO 3a00sIBaHe ca ChITuTe KaTo Bammre.

- AKO NOy4YUTE HIKAKBU HEXXEJIAHU JIEKAPCTBEHU peakluy, yBenoMere Bamus nexap win
(hapmareBt. ToBa BKITI0OYBa 1 BCHYKH BH3MOKHU HEXKEJIAaHH PEAKINH, HEOTHCAHU B Ta3H JIMCTOBKA.
Bmxre ToUKa 4.

KakBo cbabppka Ta3u JINCTOBKA

Kaxso mpencrapisBa Efient 1 3a kakBo ce M3Imo3Ba

KaxBo Tpsa6Ba ma 3HaeTe, nmpeau na nmpuemete Efient

Kax ma npuemare Efient

BBb3MOXHN HEeXeTaH! peakinu

Kaxk na cexpansBare Efient

CpappxaHue Ha OMTAKOBKATa M TOMBIHUTETHA HH)OPMALIUS

S

1. Kakso npencrasiasisa Efient u 3a kakBo ce u3nos3sa

Efient, koliTo chabprka aKTHBHOTO BELIECTBO MPAcCyTrpelt, IPUHAJICKH KbM IpyIia JIeKapcTBa, HapeueH!
TPOMOOLIMTHH aHTHATPETaHTH. TPOMOOIIMTUTE Ca MHOTO MAJIKU KJIETHYHH YaCTUIH, KOUTO UPKYIUPAT B
KpbBTa. Koraro e yBpeneH KpbBOHOCEH ChJl, HAIIPUMED, aKO TOH € cpsi3aH, TPOMOOLUTHUTE Ce HATPYIBAT Ha
€/IHO MSCTO, 3a J1a ChAEHCTBAT 3a 00pa3yBaHETO Ha KPbBEH ChcUpeK (TpoMO). 3aToBa TPOMOOLIUTHTE ca
KpaifHO HeOOXOIMMH 3a CIIMpPaHe Ha KbPBEHETO. AKO ChCHpELNTE ce 00pa3yBar B YIUTbTHEHU KPbBOHOCHU
CBHJIOBE KaTO HApHMep apTepHusi, Te MOTaT Jia ca MHOTO OMaCHHU, Thi KaTo MOTaT Jja MPeKbCHAT
KPBBOCHAOASIBAHETO, IPUIMHSABANKY ChpeUeH MPUCTHI (MH(APKT HA MUOKApAa), UHCYIT WU CMBPT.
Cwcupenu B apTepHHTe, JOCTABSIIN KPBB Ha CHPIIETO, MOTAT CHIIO J1a HAMANAT JOCTaBKaTa Ha KPBbB,
NPUYMHSBANKY HECTaOMITHA CTeHOKapAusl (CHIIHA TpbhAHa 00JKa).

Efient moTucka HaTpymnBaHeTO Ha TPOMOOLIUTH U TaKka HAMANsABa PUCKa 3a 00pa3yBaHe HA KPBBHU
ChCHUpeLN.

[pennucan Bu e Efient, moHexxe Beue cTe UMaln ChpieUeH MPUCTHI WK HECTAOMITHA CTEHOKAPAUS U CTe
JIEKyBaHHU C MPOIeypa 3a OTBapsiHE Ha OJOKMpPAaHUTE apTepUH B ChPLETO. Bue Moxe chIlo Aa UMaTe euH
WY TIOBEYE CTEHTA, TIOCTaBEHH, 3a Ja C€ MOJIIbPKaT OTBOPEHHU OJIOKHPAaHUTE WIIM CTECHEHUTE apTepHUH,
JOCTaBSIIHU KpbB Ha cbpuero. Efient HamansBa prcka ga umare B ObjelIe ChbpASYHH TPUCTBIN WIH
WHCYJITH WIH A3 TOYHHETE OT €IHO OT Te3U aTepOTPOMOOTHYHH CHOUTHSI.

Bammst nexap 1ie BU NPHIIOKH CHILO AleTUICATHIINIOBA KUCEIWHA (Hamp. aCIIUPHH) — IPYTO
aHTHArpPEraHTHO CPEICTBO.
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2. Kakso Tpsa6Ba na 3HaeTe, npeau aa npuemere Efient

He npuemaiite Efient

- aKo CT€ aJIepruyHH (CBBPBXIYBCTBUTEIHHN) KbM IIPACyTPell WK KbM HIKOS OT OCTaHAJIUTE ChCTaBKU
Ha Efient. Eqna aneprudna peaknus Moxe J1a ce pasio3Hae kato oOpuB, ChpOeXk, MOIyBaHEe HA
JUTIETO, OTOK Ha YCTHUTE WK 3a1yX. AKO ToBa Bu ce ciyun, napopmupaiite He3abaBHO Barmmmst
JeKap.

- aKo mMarte O0JIECTHO ChCTOSHHE, KOETO MOHACTOSIIIEM MTPHIHHIBA KbPBEHE, KaTO HAIPUMEp KbpBEHE
oT Bamus cromax uim yepsa.

- aKo HJIKOTa CT€ MMAJIM MO3bUEH MHCYINT (yAap) Wiu mpexoaHa ncxemndHa araka (I11MA).

- aKo UMaTe TEKKO 3a00JIsIBaHe Ha YSPHUS JIPOO.

IMpenynpe:xaeHusi U NpeANnasHu MepPKU
. IIpeau na npuemete Efient:
T'oBopete ¢ Bamms tekap npeau na nmpuemete Efient

Tps6Ba na nnpopmupare Bamms nexap, npeau aa npuemere Efient, ako HsIKosl OT cuTyanunte, n30poeHU
1o-71011y, ce oTHacs 3a Bac:

®  aKo MMare MOBHILEH PHCK 32 KbPBEHE, HAIIPUMeED:

- BB3pacT 75 TOAMHU WK MoBede. BammsT nexap TpsOBa Aa NpeAnuIIe exXeJHEBHA 1032
OT 5 mg, T KaTo CHIIECTBYBa MO-BUCOK PUCK OT KbPBEHE TPH MAIlUEHTH, M0~
BB3PAacTHHU OT 75 roAMHU

- HEOTAABHAIIHO CEPUO3HO HapaHsBaHE

- HEOTAaBHAIIIHA onepalus (BKIIOUYUTETHO HIKOU CTOMATOJIOIMYHU TPOLIEAYPH)

- HEOT/AaBHAIIIHO WJIM TIOBTApPSIIIO c€ KbpBEHE OT CTOMaxa MM yepBaTa (Harp. s3Ba Ha
cToMaxa WJIH MOJIHUIHY Ha Ae0eI0TO YEPBO)

- TEJECHO TerJo, mo-mMaiko ot 60 kg. Bamusrt nekap TpsadBa aa npeanuiie exxeAHEBHA
no3a ot 5 mg Efient, ako ternoro Bu e mo-manko ot 60 kg

- O0BOpeyHO 3a00JIABaHE WM YMEPEHHU YEPHOIPOOHH MTPOOIeMHU

- MIpHEM Ha HIKOM BHUJOBE JeKapcTBa (BXK. ,,[IpueM Ha npyru gexapcTsa’ mo-aoiy)

- IUIaHUpaHa ornepanus (BKIOYUTEIHO HIKOW CTOMATOJIOTHYHH MIPOLEeTypH) Tpe3
clIeABaIUTE celleM THH. BammsT nexap Moxxe Bu npenoppya aa cpeTe BpeMeHHO
npuema Ha Efient mopaayu moBuIeH puck ot KbpBeHe

®  aKO CT€ MMAJIM AJePrUYHU peakluu (CBPbXUYBCTBUTEIHOCT) KbM KJIOMUAOTPEN UM KbM HAKOU
JIpYTd aHTUTPOMOOTHYHHM CPEACTBA, MOJIsl choOIIeTe Ha Bamms iexkap mpeau 3armoyBaHe Ha
neuenneto ¢ Efient. Ako cnen ToBa npuemate Efient u nmomyunte aneprudau peakiuu, KOUTO
Morart ga ce 1mmpodaBiAT KaTo O6pI/IB, C’bp6e)¥(, IMOAYyBaHC Ha JIMIETO, MOAYBAHC HAa YCTHUTC UJIU 3a1yX,
Bue cte urbxkHU 1a choOIuTe Ha Bamus jiekap He3a0aBHO.

. JoxaTto npuemare Efient:

TpsibBa ga croOmMTe HAa Bamms nexap He3abaBHO, aKO pa3BHETE ChCTOSIHUE, HAPEYEHO TPOMOOTHIHA
TpoMOormTonenndHa mypiypa (i TTII), koeTo BKII0OUBa TpecKa U IMOJKOKHNA CHHHHH, KOUTO MOXE J1a
ce MOSBSBAT KaToO YePBEHHU TOYKH C TOJIEMHHA HA BPBX Ha TOILUIMIKA ChC WK Oe3 HeoOsCHIMA
IpeKOMepHa yMOpa, Ie30pUEHTAINS 32 MSCTO M BpeMe, OKBJITBAHE HA KOXKaTa WM OYuTe (KBITCHUIA)
(Bk. Touka 4 ,,Bb3MOXXHI HEeXEINaHU peaKknun”).
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Jleua u roHoIIH
Efient He Tps0Ba Oa ce ynotpedsBa npu ena U I0HOMHK 1oA 18-roaumrHa Be3pact.

Jpyrn aexapcra n Efient

Wndopmupaiite Bamms nexap, ako npueMate, HACKOPO CTE IPUEMAaJIH WK € Bb3MOKHO J1a IpUeMeTe
HSIKAKBU JIPYTH JIEKapCTBa, BKIIIOYMTEIHO TAKUBA, OTITyCKaHU 0e3 pelenTa, XpaHUTEIHN J00aBKH U
ounkoBu cpeacta. OcoOeHO BayKHO € J1a yBeioMHuTe Bammst jgekap, ako ce jieKyBaTe ¢ KJIOMUAO0Trpell
(aHTHArperaHTHO CPEACTBO), BaphapuH (AHTUKOATYJIaHT) UJIH ,,HECTEPOHIHHU TPOTHBOBB3MAIUTEIHN
JIeKapCTBEHU Cpe/cTBa” 3a OONKa U TeMiepaTypa (karo noynpodeH, HalpoKCeH, ETOPUKOKCHO). AKO ce
npuiarat 3aeaHo ¢ Efient, Te3u nekapcTBa Morar ja OBHILAT PHCKa OT KbPBEHE.

Hoxkaro ce nexyBate ¢ Efient, npuemaiite qpyru nexapcTa camo ako Bammsar nexap Bu paspemn.

bpeMeHHOCT 1 KbpMeEHe

YBenomere Bamms jgexap, ako cTe OpeMeHHa Wil CMATaTe, Ye MOXKe J1a cTe OpeMeHHa, JOKaTo mpruemMaTte
Efient. Tpsi6Ba na m3momsBate Efient camo cien o6chxaane ¢ Bammus ekap Ha MOTESHITHATHHUTE TTOI3H U
BCSAKAaKBY TIOTEHIMATHN PUCKOBE 3a Barrero HepoaeHo aere.

AKo cte OpeMeHHa Wi KbPMUTE, CMATaTe, 9€ MOXKE Jla CTe OpeMeHHa WM TIaHupaTe OpeMEeHHOCT,
MochBeTBalTe ce ¢ Bamms nexap win papmareBT, mpeau 1a mprueMaTe ToBa JIEKapCTBO.

Hlo¢upane u padora ¢ MAIIUHU
Masko BepostHo ¢ Efient qa moBnuse ciocoOHOCTTa 32 modupane U paboTa ¢ MaluHU.

Efient cbabpika 1akTo3a.
Axko HsKora Jiekap Bu e ka3zai, ye uMaTe HEMOHOCUMOCT KbM HSKOM 3aXapH, CBhpIKeTe ce ¢ Bamms nekap,
Tpe/Iv Ja 3aloYHeTe JIa MPHeMaTe TOBa JIGKAPCTBO.

3. Kak na npuemare Efient

Bunaru npuemaiite ToBa JeKapcTBO TOUHO KakTo Bu e kazan Bammsar nexap. Ako He CTe CUTYpHH B
Helo, nonutaiTe Bamms nekap win ¢papManesr.

Oobnuaiinara no3a Efient e 10 mg Ha nen. Bue me 3anmouHere ne4eHneTo ¢ eAnHUYHA 1032 0T 60 mg.
Ako Texute no-manko ot 60 kg nnm cte mo-eb3pacTHH OT 75 roauHu, no3ara e S mg Efient Ha neH.
Bammusr nexap e Bu kaxke cbIo Aa npyueMare aneTHICATUIMIOBA KUCeTUHa — TOH (Ts1) e Bu xaxe
TOYHATA J103a, KOATO J1a ipuemMaTe (0OMKHOBEHO Mexy 75 mg U 325 mg exXeTHEBHO).

[Ipuemsbt Ha Efient He 3aBucH oT npuema Ha xpaHa. [Ipuemaiite Bamara n1o3a mo ejHo u ChIIO BpeMe
BCekH JieH. He uynere unu He Maukaiite Tabnerkara.

Baxno e n1a yBenomure Bamus siekap, cromarosior u gapmaiest, ue npuemate Efient.
AKo cTe puesiu noBeye oT HeoOxoaumara q03a Efient

[Motwpcere Barus iekap uiiu HalpaBo OTUJETE B HAH-OJIM3KOTO OOJIHUYHO 3aBEJICHHE, Thil KATO MOXE Jia
CTe M3JI0KEH Ha OMacHOCT OT MpeKoMepHO KbpBeHe. [lokaxere Ha jekaps onakoBkara Ha Bammre Efient.
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AKko cTe mponycHaiu xa npuemere Efient

Ako cTe nporrycHanu Baiarta rmmaHupaHa exeHeBHa J103a, B3emere Efient BegHara mowm ce ceture. Ako
3a0paBute Bamara 03a 3a enuH 151 ieH, HoqHoBeTe npuema Ha Efient B HeroBaTa oOuuaiina 03a ensa
Ha cienBamus aeH. He B3emaiite qBOIHA 1032, 32 1a KOMIIEHCUpATE NPOIycHATATa 103a. 32 OIMaKOBKUTE
ot 14, 28, 56, 84 u 98 TabieTKN MOXKETE J]a MPOBEPSIBATE JICHS, B KOWTO 3a IMOCJICTHO CTE MPUEIIU
tabnerka Efient, upe3 cipaBka ¢ kajeHnapa, oTre4yaran Bbpxy Oymcrepa.

AKko cTe cripesin mpuema Ha Efient

He cniupaiite npuema Ha Efient, 6e3 na ce koHcynTupate ¢ Bamus nekap; ako cTe crpenu npuema Ha
Efient cpBceM ckopo, BammsT puck oT chpaeueH ynap (uHpapKT) Moxe aa 0bae mo-Bucok. OcobeHo
Ba)XKHO € J1a ce KOHCynTupate ¢ Bamms nekap, npeau aa cupere Efient, 3a110To KakTo pUCKOBETE, Taka U
HoJI3UTe ce 6a3upar Ha peJloBHATA ynoTpeoda.

AKO UMaTe HIKaKBU JIOIBIHUTEIHU BBIIPOCH, CBBP3aHU C yHoTpedaTa Ha TOBA JICKApPCTBO, TOMUTANTE
Bamus nekap wiu gapManesT.
4. Bb3MOXKHY HeXeJTaHU peaKknuu

Kakro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKC J1a MPCAU3BHUKA HEIKCIIAHU PCAKIUH, BBIIPCKU Y€ HC
BCCKH I' TIOJIy4aBa.

CB’Bp)KCTe ce ¢ Bamus JICKap He?)aﬁaBHO, aKo 3a0eIeXKUTe HIAKOE OT CJIICAHUTC CBbCTOSHUA:

o BHe3amHa BKOYaHEHOCT WM CIIA0OCT B pPhIIETE, KpaKaTa UM JIUIETO, 0COOCHO aKo € B
¢/IHaTa CTpaHa Ha TSAJIOTO

. BHe3zamHa jie3opreHTanus 3a BpeMe U MSCTO, 3aTPYJHEHUE B TOBOpA WK pa3OupaHe Ha
NpyTUTE

. BHe3anHo 3aTpy/iHEHUE B IOXOKATa WK 3ary0a Ha OaiaHC WM Ha KOOPIMHAIHS

. BHe3anHa 3aMasHOCT WM BHE3aIHa CHJIHA OOJIKA B TJaBaTa ¢ HEM3BECTHA MPUYHHA

Bcuuko uznoxeno O-ropc MOKE a Ca Mpu3Haluy Ha UHCYJIIT. I/IHcyHT'I)T € HCUCCT HCXKCIIaH e(l)CKT Ha
Efient IpU MaAUCHTUTE, KOUTO HUKOT'a HE Ca UMAJIXM MHCYJIT WJIK MPEXOJHa UCXEMHUYHA aTaKa (HI/IA)

CBBpiKeTe ce chllo ¢ Bammus nexkap He3a0aBHO, ako 3a0€JIeKUTE HIKOE OT CIICAHUTE ChCTOSHUS:

. Tpecka ¥ MOJIKOKHU CHHUHHU, KOUTO MOXE Jla CE MOSBIBAT KATO YePBCHU TOYKH C TOJIEMHHA
Ha BPBX HA TOTUIMHKA ChC WK Oe3 HeoOsSCHIMA TIPEKOMEPHA YMOpa, AC30PUEHTAIIUS 32 MSICTO
1 BpeMe, TOKBITIABAHE Ha KoXKaTa WK ounTe (KbITeHHUIa) (Bk. Touka 2 ,,KakBo TpsOBa ma
3HaeTe, nmpean na npuemete Efient”).

. O06puB, cppOex, TOyBaHE Ha JTUIIETO, MOAyBaHE HAa YCTHUTE/e3WKa WK 3aayX. ToBa MOXe Ja
ca IIpU3HAIK Ha Te)KKa aJlepruvHa peaknus (BX. Touka 2 ,,KakBo TpssOBa 1a 3HaeTe, mpean aa
npuemete Efient”).

yBCILOMeTC Bamus JICKap BeaHara, ako 3a0€eJIeKUTE HAKOE OT CJIICAHUTC CBCTOSAHUA:

. KpsB B ypunara
. KbpBeHe oT pexTyma, KpbB B H3MPAKHEHUATA WITH YEPHH W3MIPAKHEHUS
. HexkonTponupyemo KbpBeHe, HATpUMEp OT paHa

BcHuko M3I105KEHO TI0-TOpe MOYKE JIa ¢a MPU3HAIM Ha KbPBEHE, KOETO ¢ HAall-4eCTHIT HexKeNnaH ePekT Ha
Efient. Makap He4ecTo, CHIIHOTO KbPBEHE MOXKE JIa € )KUBOTO3aCTpalIaBaliio.
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Yecmu nexcenanu egpexmu (modice oa saceenam 0o 1 na 10 wosexa)
KbpBeHe B cromaxa u yepBara

KbpBeHe OT MACTOTO Ha MYHKIIHS C UTJIa

KspBene ot HOca

Kosxxen o0pus

JlpeOHM YepBeHH KPBBOU3IIMBY 110 KOXkKaTa (€KXUMO3H)

KpbB B ypunara

XemartoM (KbpBEHE 10/ KOXKaTa Ha MACTOTO Ha MH)KEKTHPAHE WK B MYCKYJIa, IPUYHHSBAIIO
MOyBaHe)

Hucbk xeMorioOuH miti Opoii Ha YepBEHUTE KPBBHH KIICTKH (aHEMHS)
. Cununa

Heuecmu neaxcenanu eqpexmu (mosice oa 3aceenam oo 1 na 100 yosexa)

. Anepruuna peakiust (06puB, cbpOeK, MOAYBaHE HA YCTHUTE/E€3UKA HITH 3a1yX )

CIOHTaHHO KBPBEHE OT OKOTO, PEKTYMa, BEHIIUTE WM B KOPEMa OKOJIO BBTPEITHUTE OPraHu
Kopeene cnen oneparius

W3kanuisHe Ha KPbB

KpbB B U3npakHEHHUSITA

Peoku neacenanu eghexmu (mooice oa 3aceenam 0o 1 na 1 000 uogexa)
. Hucbk Opoit Ha TPOMOOIIMTUTE B KPBBTA
. IMoaxoxeH xemaToM (KbpBEHE O] KOXKATa, MPHYUHSBAIIO TOAyBaHE)

Cho01aBaHe HA HEXKEJIAHU PeaKkuu

AKO TIOJTyYnTE HAKAKBU HEXKEIaHU JICKAPCTBEHU PEaKIluy, yBeroMeTe Bamms nekap wim apmarieBr.
ToBa BKJIIOUBA BCUUKHU BH3MOXKHU, HEOMTMCAHU B Ta3U JUCTOBKA HEXEJIAHU peakiuu. MoxkeTe ChIIo a
CHOOIINTE HEXKETAHHU PEAKIIUK TUPEKTHO Ype3 HAllMOHATHATA CUCTEMa 32 ChOOIaBaHe, MOCOYCHA B
[Mpunoxxenne V. Kato cho01maBaTe HexXeNaHN peaKIuy, MOXKETE JIa 1aJIeTe CBOS IPUHOC 32 MOJTyyaBaHe
Ha ToBeYe MH(OPMAIUs OTHOCHO 0€30MacHOCTTa Ha TOBA JICKApCTBO.

5. Kak na cexpansasare Efient

C’LXpaHHBaﬁTC TOBA JICKAPCTBO Ha MACTO, HCAOCTHITHO 3a ACHA.

He u3non3Baiite TOBa JIEKapCTBO CIE/ CPOKA HA TOJAHOCT, OTOEIsI3aH BEpPXY OucTepa U KapTOHEHATa
omakoBKa cieq ,,l'ogeH 10”°. CpoKbT Ha TOJIHOCT OTIOBaps Ha MOCIEIHUS JICH OT MOCOYEHUS MECell.

Ja ce cpxpaHsiBa B OpUrHHAIHATA ONIAKOBKA, 32 /1a CE TMPEAIAa3y OT Bb3IyX U BIIara.

He uzxBbpIsiitTe nekapcTBaTa B KaHAJIM3AIMATa WM B KOHTEHHEpA 3a JOMaITHU OTHaabiu. [lonuraiite
Bamms ¢papmanieBT Kak 1a H3XBBPIIATE JIEKapCTBaTa, KOUTO Bede He M3moi3Bare. Te3u Mepku 1me
CIIOMOTHAT 3a OTla3BaHe Ha OKOJHATA CPefa.

6. Chabp:kaHue HA ONIAKOBKATA U JONBbJIHUTETHA UH(POPMALUS

Kakso cbabp:ka Efient

- AKTHBHOTO BEIIIECTBO € MPacyrpe.

Efient 10 mg: Besika TabneTtka cbabpika 10 mg mpacyrpelt (KaTo XUIpOXJIOpUN).
Efient 5 mg: Besika Tabnerka chabpika 5 mg mpacyrpelt (KaTo XUIPOXJIOPUN).
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- [pyrure cbcTaBKH ca:

MuxkpokpucranHa nemynosa, Maauton (E421), kpockapmenosa Hatpuil, xunpomenosa (E464),
MarHe3ueB cTeapar, JIakTo3a MOHOXUApaT, TutaHoB quokcun (E171), tpuanerun (E1518), xenezen
okcup uepBeH (camo Tabnerkute ot 10 mg ) (E172), xenezen okeua xbat (E172) u tank.

Kak m3rnexna Efient m kakBo chabpika onakoBkaTa
Efient 10 mg: TabmeTkure ca 6eX0BH HA IBIAT U 0OPMEHH KaTo Imectorpam, ¢ 10 MG” Bans0HaATO
penedHO 03HaUYCHHE BHPXY €AHATa cTpaHa u “‘4759” BepXy apyrara.

Efient 5 mg: TabneTkuTe ca *BIATH HA IBAT ¥ 0pOPMEHH KaTo IecTorpam, ¢ 5 MG” Bmrp0HATO
penedHO 03HaUeHHE BHPXY eqHaTa cTpaHa u “4760” Bepxy apyrara.

Efient e HamuueH B omakoBkH, chabpkamm 14, 28, 30, 56, 84, 90 u 98 Tabnerku.
He BcuukM BHI0BE OMAKOBKM MOTaT Jia ObJaT IMyCHATHU B MPoJIax0a.

IIpuTexaTes Ha pa3pelIeHUETO 32 yNoTpeda
Daiichi Sankyo Europe GmbH

Zielstattstrasse 48

81379 Munich

I'epmanus

IIpousBoaures:

Lilly S.A.

Avda. de la Industria 30
28108 Alcobendas
Madrid

Hcnanus.
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3a JOIIBJIHUTCIIHA I/IH(i)OpMaLII/IH OTHOCHO TOBaA JICKAPCTBO, MOJIsI, CBBPIKETC CC C JIOKAJIHUA MPCACTABUTECIL
Ha IPUTCIKATCIIA HA pa3pCUICHUCTO 3a yHOTpe6a:

Belgique/Belgié/Belgien

Daiichi Sankyo Belgium N.V.-S.A
Tél/Tel: +32 (0) 10 48 95 95
Bbbarapus

TII "Emu JIlunmu Henepnaun" b.B. - Bearapust

ter. +359 2 491 41 40
Ceska republika
ELILILLY CR, s.r.o.

Tel: +420 234 664 111
Danmark

Eli Lilly Danmark A/S

TIf: +45 45 26 60 00
Deutschland

Daiichi Sankyo Deutschland GmbH
Tel. +49 (0) 89 7808 0

Eesti

Eli Lilly Holdings Limited Eesti filiaal
Tel: +372 6 817 280
EArada
OAPMAXEPB-AIAAY A.EB.E.
TnA: +30 210 629 4600
Espaiia

Daiichi Sankyo Espaiia, S.A.
Tel: +34 (0) 91 539 99 11
France

Daiichi Sankyo France SAS
Tél: +33 (0) 1 55 62 14 60
Hrvatska

Eli Lilly Hrvatska d.o.o.

Tel: +385 1 2350 999
Ireland

Daiichi Sankyo Ireland Ltd
Tel: +353-(0) 1 489 3000
Island

Icepharma hf.

Simi: +354 540 8000

Italia

Daiichi Sankyo Italia S.p.A.
Tel: +39 (0) 06 85 2551
Kvmpog

Phadisco Ltd

TnA: +357 22 715000
Latvija

Eli Lilly Holdings Limited parstavnieciba Latvija

Tel: +371 67364000

Lietuva

Eli Lilly Holdings Limited atstovybé
Tel. +370 (5) 2649600
Luxembourg/Luxemburg
Daiichi Sankyo Belgium N.V.-S.A
Tél/Tel: +32 (0) 10 48 95 95
Magyarorszag

Lilly Hungaria Kft.

Tel: +36 1 328 5100

Malta

Charles de Giorgio Ltd.

Tel: +356 25600 500
Nederland

Daiichi Sankyo Nederland B.V.
Tel: +31 (0) 20 4 07 20 72
Norge

Eli Lilly Norge A.S.

TIf: +47 22 88 18 00
Osterreich

Daiichi Sankyo Austria GmbH
Tel: +43 (0) 1 48586420
Polska

Eli Lilly Polska Sp. z o.0.

Tel. +48 22 440 33 00
Portugal

Daiichi Sankyo Portugal, Unip., Lda.
Tel: +351 21 4232010
Romania

Eli Lilly Romania S.R.L.

Tel: +40 21 4023000

Slovenija

Eli Lilly farmacevtska druzba, d.o.o.
Tel: +386 (0)1 580 00 10
Slovenska republika

Eli Lilly Slovakia, s.r.o.

Tel: +421 220 663 111
Suomi/Finland

Oy Eli Lilly Finland Ab
Puh/Tel: +358-(0) 9 85 45 250
Sverige

Eli Lilly Sweden AB

Tel: + 46 (0) 8 7378800
United Kingdom

Daiichi Sankyo UK Ltd

Tel: +44 (0) 1753 893 600

Jata Ha mocjaeqHo npepasrJjexaade Ha guctoBkata {MM/ITTT}
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JApyru n3touyHuny Ha HHGoOpMaNUs
[onpobna nHbopMmanms 3a TOBa JEKapCTBO € MpeJocTaBeHa Ha yeOcaiita Ha EBporneiickara areHuus o
nekapcTBara: http://www.ema.europa.eu
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