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t-
o HOBbX .{aHHbx no 6$onacHocr}I

neKapcrBeHHbx npenaparoB,
coAepxalrll4x l[dKJIO(peHaK

@e4epalruax cnPK6a ro HaA3opy B c$epe 3ApaBooxpaHernfl B paMKax

lrcnoJrHeHr4r rocy.qapcTBeHHofi Qynxquu no MoHI4ToplIHry 6egonacHocrl4 neKapcrBeHHbIX

rperaparoB, HaxoAf,rrlvrxcfl B o6paqeHun Ha reppllropl{I4 Poccuficxofi Oe4epaquu,

coo6ulaer cneAyroqee.
Pocs4panHaA3op AoBoAr4T AO CBeAeHHt CleqlIalII4cToB 3ApaBOOXpaHeHI4fl tII4cbMO

<Honapruc @aprraa> orHocr4TeJrbHo HoBbIX AaHHbrx rto 6e3o[acHocrl4 neKapcrBeHHbIX

flpenaparoB, coAepxaull4x AI',IKn OQeHaK.
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flpnn o e y e e d on ne a ue dnn n e d u quncKux p a6 oma axo e

,(urutoQenaK - ,toobte nporrtusonoKasaHun u npedynpetcdeuun nocne eepOnefrcxozo aHal'Itta

cep d evno-co cyd ucmo fi desonacnocmu

Ysaxaer,rHft MeAI{III'IHcKI'Ifi pa6otnur !

Hacrosrqee m,rcbMo paccbrJraercr B coorBercrBl{H c rpe6onanutM}r Enponeficxoro areHTcrBa IIo

orIeHKe o.*up.t"""ir"o cpeAcrB (EMA) u @elepamnofi crryx6u no HaA3opy B c(pepe

3ApnBgoxpauexlrr (PocsgpannaA3op) M3 PO C reM' 'rro6rr npoun(foprral{poBarb Bac o BOKHrD(

olpagr,rtreHup(, cBs3aHHbIX C [pI,IMeHeHI{eM JIeKapcTBeHHbD( IIpeIIapaToB' coAepxarlu'Ix

.Au;no{e'ar (a I{MeHHo JIeKapcTBeHHbrx Soprtr NIfr cI'IcTeMIIoIo npurraeneuur)' flocJle

enponeftCxoro aHaJIlI3a CepAeuHO-COCy.{I{CTOfi 6eSonaCHoCT}I I{X np}IMeHeHI,Is'

Pegrcpre

B qe.nopr, IIoJIb3a OT IIp11MeHeHus qnrc.noQeuaKa [peBbIIIIaeT pIrcKIIt oAHaKo

AaHHbIe'noJIyIIeHHbIeKHacToflqeMyBpeMeHII'yK4sblBaroTHaTorIIToc
rrprlMeHeHIIeM AuKJloQenarca, TaK 1rce KaK II C npIIMeHeHIIeM ns6npare;rbHblx

unru6nropoilt"*noo*.nrenagrr-2 (IIOI-2)r cBfl3aH nonrtmennufi pllcK

nnlrenuft aprep[aJrbnoro rporr6ora.

B nacrosrqee BpeMfl gnruro$enaK IIpOTITBOSOKa3aH K npIIMeHeHrlIg y [aqIreHToB

c noATnepxAennofr xponn.recroft cepAeunofr HeAOCTATOTIHOCTbX)

(QynrcqnoHaJrbHoro *rro.." II-IV , 
to r.naccnQnKAUII[ HHO-ffOprcroft

KapArroJrorrcecxof, accoqnaqnn (NYHA))r nmeunqecrcofi 6OJTeSHTIO cepAllar

ropaxeHrreM uepnsepuqecKllx aprepuft IIJIIT qepe6ponacKyfiqpnblM[

,r"iy-a""t*n. y [aqneIIToB c nepeqncJIeHHblMII sa6oJrenagnsMr; cxeMy

fl etreHufl cJreAyer nepecMorperb.

y [aqIIeHToB Co 3HaqIrTeJIbHbIMll Qarropamn pncKa cepAeqno-cocyAllcTblx

sn.irennft (uanpuruep, apTepnaJlblrafl fllnepToHlrflr runepJlllnonpoTenHeMug'

caxapnrrfi 
' 

Ar.r;6er rr rypeune) JrerreHre npenaparaMnr coAepxau1rlMrr

gnnnOQenAK, CJIeAyeT HaqIIHATb TSJI6KO nocJle TqaTeJIbIIorO O6CJIeAoBaHIlfl [I

AHAJTIT3A.

y BCex IIaqrreHTOB, noJryqarcqnx AIIICIIOQeHaTc, cJIeAyeT IIpIrMeHsTb ero B

MrrrrnMaJlbnoft rr[QermsnOft AO3e B TerIeHIre MAKCIIMaJIIHO KopoTKOrO BpeMenut

tpe6yervroro AJrfl yMerrbmeHrlfl BbIpaxeHHOCTl{ cllMIITOMoB.

,{nperrop [enaPrauerna nrrnoga

npenaperoB Ha pHHor
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@arc (495)967 1268

e-mail: olga.shirokova@novartis.com

2



Illroorosa O.B, OOO <<Honrpmc Orpuan

tll NovARr I s
Poccuficrar OcaeParytr

115035, Mocxsa

CaAoBgrqecKat yn,8212
Teaerlon (495)967 1270
Oaxc (495)967 1268
e-mail: olga.shirokova@novartis.com

lporar unQopuaqnn

,{vxnor[en 3To HIIBC, ur]rpoKo rrpr{MeHreMoe AJI' yN[eHbIIreH]IJI BbIpCIKeHHocrI'I 6onu u

Boc[aJreH[s. B 2012 r. ErponeficK]rfi KoM]rrer rlo JIeKapcrBeHHbIM npenaparaM Arfl qeloBeKa

(CHMP) paccMoTpen [ocJreAHr{e nonrreHHbre AaHHbIe, KaCarcuuect pl{cKa Bo3HI4KHOBeHI{f,

rro6otrg6D( ssrenr,rft co croponbr cepAerruo-cocyA]Icrofi crcreMbl (n qacrHocrl'I fflibapKTa

Mr{oKapAa vrwr r4lcyrrbra) Ha Qone rpr,rMenenl{s. :nevslr4pareJrbHbrr HIIBC' Kounter npulueJl K

BbrBoAy o roM, trro grr{ AaHHbre.{o[oJrHr{TeJIbHo noATBepxAaror yxe ycraHosreHHHfi paHee p}rcK'

cssganHrtrl c ilpI{MeHeH}IeM 3T[Ix npellapaToB' B qenorra, Bce [poBeAeHHbIe IaccrreAoBanus

yKa3blBaJrlr Ha To, rrTo c [p]rMeHeHr,reM 4nxloQeuaxa, TaK Xe KaK v c [pI'IMeHeH]IeM

rc6[parenbHbD( r,rHEr6r,rropon I{Of-2, cBr3aH HecKoJIbKo rloBblmeHHbfr pI4cK Bo3H}IKHoBeHIls

no6OrIHbD( tBJIeHI,Ift CO cTOpOHbI cepAeqHo-COcyALIcTOft ClIcTeMbI.

flocrongy oror BbrBoA BbBBan o3a6oqeHHocrb orHocI{TeJIbHo 6esonacHoctfi IIpr'IMeHeHlLf;

Ar{KJroOeHaKa, Eaponeficrnft KoMHrer rlo oqenKe pI{cKoB B c09!9 t[aprraaroH4gsopa

(Pharmacovigitance Risk Assessment committee, PRAC) n orrx6pe 2012 r. uplrcryrlrJl K

yrly6leunolly anzurn3y cepAeqHo-cocyAlrcrofi 6esonacnocrl{ ilpuMeHeHl{t At4KJroOeHaIttI.

Aualug HIIBC r.r AlrKJro(beHaKa rrpoBo.qurcs rpel,IMyqecrBeHHo Ha ocHoBe ,{ar{HbD( HayqHBrx

lrccneAoBarrufi. K uucrry ilocJreAnlrx orxocllTcfl nesaBl4cuMHft I'IccJreAoBarenrcxr'rft ,:p^o:{T'
zueuyeurrfi <EesouacHocrb rrecreporrAHbD( rlporlrBoBocnaJrrrreJlbHbD( cpeAcrB)) (DUDJ, ,

fio.qroroBJrennrui ]r crrogcr{posaHuuft CeArrr,roft parr,rounofi nporptlMMoft Enponeficroft rourccvrr4'

Cep4euHo-cocyAlrcryro 6egonacnocm HIIBC H3franlr raKxe Apyrue rpyllrlbl, B qacrHocr[I

rpyil[a Coxib r{ MHor.oqeuTpoBar rpyflrra rro I43yqeHI,IIo rp4AnqnoHHbrx H[IBC2, Koropbre

nplgort*unr.r ArenrcrBy p$yJrbrarbr rrpoBeAeHnoro I,IMIII Kpynuoro MerunHaJII{3a AaHHBIX 6onee

.riN,r 600 paHAoMr{3r{poBaHHBD( KJr}rn}rqecKr{x uccneAoBttuuit, u 3TI,I p93ynbramr 6rUrn BKIIIOTIOHbI

B oqeHKfAlruorleuara, [poBeAeHHyrc KoM]ITerorr,r PRAC. flo Aanurnra etofi rpynubl, KoJII{rIecrBo

laur{eHToB co 3Harrr,rreJrbnbrMr{ cocyArIcrbIMI,I ocJIoxHeHI{lMI'I (rnnenurur) Ha Qone npI'IMeHeH}rff

4lrrlo$euara Bbrme, qeM na ([one np]rMeHeHLIs nnaqe6o: Ha KoKAyIo 1000 ralu{elrroB'

npr{MeHrroflryrx AlrKJrot[euax B TerreH]re oAHoro ro,qa, KoJruqecrBo raK]Ix naqrnenroe Ha 3

rrpeBblluaeT 1ax qrc;1o na 1000 flaq]IegToB, [oJIfIaIouIux nnaqe6o.

flpraHuuax Bo B6rrMagr.re Bce r,rMerorrluect AtuIHbIe, KoMlrrer PRAC floAAepxan BbrBoAbI CHMP-

KOMI,ITeTa, CAeJraHHbre r,rM Ha ocHoBaHr{r{ flpeAblAylqero aHaJI]I3a' I'I npflmeJl K 3aKIIOq9HI'IIO' IITO

noJrb3y or npr,rMeHeHr.rs Ar,rroro(fenara cJleAyer flplrcHarb npeBbrllrarcqeft pncru. Btrlecrc c reM'

oH rroATBepArIn, tITo c rIplrMeHeHlIeM Aumo$enara, TaK xe Kil( u c npI{MeHeHI{eM

us6nparen"Hrx uuru6uropon I{Of-2, cBff3arr [oBbIIIreHHufi pucr ssreurlft aprepH€ulbHoro

tpo*^6oru. Tarau o6parou, AJrr MHHLrMusa\uv cepAeqlro-cocyAllcroro pl{cKa n untpopuaq[rc o

fipenapare gurnotpenar 6rno peKoMeHAoBaHo BHecr[I HoBbIe rIporI'IBoIroKa3aHI'I.f,' aHaJIofnqIIbIe

reM, Koropble BHeceHbI n un([opuaqnto o6 uHru6uropax I{Of-2'

CoorsercrByrou1ne ra3MeueHlrr 6ylyr BHeceHbI raKxe n o6qyro xapaKrepl'IcrllKy rpoAyKTa

(I4ncrpyxqlrro ro MeAr{qr,rgcKoMy rrpr.rMeHeHI,IIo JleKapcrBeHHoro rperapara (SmPC)) I'I B JrI'IcroK-

BKJIAIIbIIII.

1 Cu. www.sos-nsaids-proiect'org.,.;:ffiourna|s/|anceVartic|e/PIIS0140-5736(13)60900-9/abstract

,(uperrop,{enaprauenra BbrBoaa

npenapfrroB Ha pHHOK



Iffqnnrnnl O-B- OOO <<Honrprnc (Drpmr>>

tll NovARTIS

llpnsrtn coo6qarr o HexeJrareJtbnblx peaKllrlflx
Koruualrus Honapruc Oaprrla upoclrr Bac coo6qarr o6o Bcex HexeJIareJIbHBD( tBJIeHI{fx'

Koropbre Moryr 
-6"rr" 

.u"raubr c [pr.rMeuen]rel,r 4mno$enaKa a Pocs4panHaA3op n n oifnc

KoMIItu[r]I s Poccfiu:

TenerfoH: +7 (495)967 12 70

@arc: +7(495)969 2160
e-mail: Drug Safety Russia@novartis.com
KoHrartnrre JTHIIa: EsreHI'It Kytilana, Kpacaruna 3rralanu-fl .

Ecnra y Bac Bo3Hr,rKHyr Borrpocbr uo uuifoprr,rwTvrn? I,I3JIOXeITHOft A AaUlOrr'r rr[cbMe, 6ylerra PaArt

oKa3arb coAefictsue.
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