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KouureroM Iro oIIeHKe pucKoB EnpoueficKoro Me.{r4ru.rHcKoro areHTcrBa
(PRAC EMA) 6ul BhIToJIHeH o6sop v aHarrvr3 AaHHhrx MeAr{rILrHcKofi
nl4Teparypbl, 6a3bl AaHHIIX HexeJlareJrbHbrx peaKrlzfi EudravigilanceLr AaHHbrx
coBoKyrlHoro o63opa, rlpeAocraBJleHHbrx Sanofi u Bayer, B orHorle1krvr pvrcKa
pa3Burufl peryprklTa\w / ue4ocraroqHocrl4 cepAeqHoro KJrarraHa, aleBpkr3Mbr ur

paccJloeHpl.fl aoprbl, cBt3aHHhrx c cI4creMHbrM 14 IIH|€LI'III4OHHbIM npLIMeHeHLIeM

SropxranoJroHoB.
BHLIMaHLIO AocraToqHoe Korl4qecrBo AocryrIHbIX AaHHbIX,

[puquHHo-cJreAcrBeHHyro B3ar4MooB.fl3b Me]KAy
npI{MeHeHLIeM QropxuuoJloHoB LI pa3Br{TLreM BbrrrreyKul3aHHbrx [po6neM rro
6esonacHocrLI, 6ruo rrpllH-f,To perueHrle BHecrLr r43MeHeHr.rq B peKoMeHAarIvE no
MOAI{IILIHOKOMy rIpLIMeHeHLIro c qenbro cHnx{eHr4flpucKakrxpa3Barrnfl14 o6ssa6
Aepxarenefi perucrpaIILIoHHbIX yAocroBepeyuit SropxznoJroH-coAepxarqvx
neKapcTBeHHbIX cpeAcrB B TeqeHlde 120 Arreit npeAcraBLrrb r{HcrpyKrlkrro [o
MeALIIII4HCKOMy rIpuMeHeHrIIo U JrprcroK-BKnaAbrru co cneAyroqlrMlr
I43MEHCHLIfrMI4.
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Bnecru usN4eHeHra.f, s raHcrpyrcquro uo MeAzrluHcxoNay npuN,reHeHurc
(rercr, BbIAeJIeHHrrfi uo4uepKnBaHlreM, rBJr.f,ercr HoBbrM, yA€urenHrrfi Tecr -
3aqepKLrBauueu)

ParAe.n <<ffpe4ocreperr(eH ufl u oco6rre yKa3aHufl)>

Anenpzsua u paccnoeHkre aoprbr,
cepAeqHofo KnanaHa.

B enIaAeI'ruoJlorI4qecKzx l4ccneAoB alprflx coo6u{anocb o rroBbrrrreHHoM pkrcKe
pa3Blrrvrfl aHeBpI43MhI LI paccJloeHu-f, aoprhr, oco6enHo y nauzenros uoxznoro
BO3paCTa,

TIOCJIC
npprMeHeHrzr SropxzuoJroHoB,
nonf{eHbl coo6Ilenz-s o pa3szrzz aHenpusr\arr u paccroeHvr aoprrr. zHorra
ocnoxHennrrx pagprrsoN4. (.eKrroqar cJDr.rar4 c reranrHrrl\4 ucxorot4).
peryprlErar{uv/neAocraroqHocru cepAe.{Hrrx KnauaHoe y rrarlueHToB.
upzHr4nraemnx OropxznonoHrr.

@ropxznoJloHbl cneAyer rlpl4MeHrrb roJrbKo rrocJre rrqare6nofi or{eHKr4
coorHorueHvlfl IIOnb3a-pLrcK Lr paccMorpeBvrfl Apyr-vx Bo3MO)KHbrX BapkraHToB
Tepanvv y [arILreHToB c aHeBplr3Mofi zrz spoxleHHrrra nopoxoi\a ceple.rHoro
KJIarIaHa B aHaMHe3e, J/.n6o l4Meroql4x aHeBpkt3My kr / utlt paccJroeHr{e aoprhr

"n" , a raKx(e Apyrue Sarropu pvrcKa lrnLr
COCTO.f,HI4.I, [peAp aOrlonararoulr4 e K uX pa3Br.rTr4r0 :

- 
oAHoBpeMeHHo aHeBpz3Ma 14 paccnoeHlle aoprbl, 14 peryprr4Tar\vfl I

trsAusrar'OLrHocrb cepAeqHofo KJrarraHa (nanppruep. narororz.s
cr4HApoM MapSaHa vrru ee€J4ryrerr,r#

€,rrrrEp€M-Onepca-laHJroca cr4HApoM, Tepnepa czn.upou, @
6oresHr Eexuera, rurreproHro, EEMQ.TeraAHhrfiaprpkrr, lz6o"

e sa6or 14fr

Pllcx pa^:nrarzq aHenpzglarr u paccnoenz.s aoprrr, v ee pa3prre. r4oxer 6rtrr

14urlir

KOpTHKOCTepOH.trbr.

B cnyqae flo_sBreHur eHegauHofi
narlr4eHTaM CneAyeT HeMeAneHHo
HeorJro)nHofi tovrouu.

ooJrr4 B XLTBOTe, rpyAr4 urru cfruHe
o6parzmcxKBpaqyBorAeneHlre



Errna rroJrr{e'hr coo6qenza o pa3BLrrLru oqeHb peAKr.rx, AnurenbHhrx(npo4onxaroqprxc[ Mecf,rlbl I4JII4 roAhr), aunattugr*apyroqrrx, rroreHrlr.r€rJrbHoueo6paraMhrx cepbe3Hblx He)KeJrareJrbHhrx peaKrlrrrrx c aos4efrcrBr4eM Hapa3nr4ltHhre' I4HOrAa HecKoJIbKO Cr4CTeM opfaHLI3Ma qeJroBeKa 14 opraHhr rryBcrB(nrcnro'rax He)KeJIareJIbHhre peaKrll4r4, TaKLIe KaK TeHA LrHLrr,pa3phrB c)rxoxzJrlif,,apTpanrkru' 60ru B KoHeqHo.crf,x, HapyrxeHze_ froxoAKr4, HeBpolarLrz,accorlr4krpoBaHHbre c napecresneia, a"rp."r"i-"nuoo"Tb, HapyueHLre fTaMsrLr,cHa' cJlyxa' 3peHux' BKyca z o6ou.qu^1, iru^roa"rru"Hhre c [pkrMeHeHkreMxaHoJloHoe z sropxLlHonoHoB' B HeKoropbrx cnrrarx He3aBUcLrMo or HarLrqu,npeArrrecrByrorrlr{x 
Qarcropon pr4cKa.

Pa:4e.rr <<Hexe.nareJrbHbre pea Kr{url)

Jfncrorc-Br$raAbrrrr

Vmo neo6xoduarc 3Hqmb do
cpedcmeaJ

Heqana npueMa [uaseauue reKqpcm*eHHoeo

ffpe4ocrepelr(eHrrs u oco6ue yrca3aHrrfl

Ireped Havqno* npuJt'teHeHufl [mopeoeoe HaurveHosaHue neKapcm.eHHozocpedcmeal coo6u4ume spquy o Haruttuu cnedyrcu'?lx Cocmoauuit:
ecJrkl y Bac 6rrno ALIarHocrI/tpoBaHo yBerr4qeH vre uru (pacrrrr4peHze))Kpyr'ofo KpoBeHocHoro cocyAa 1arr."p"rru aoprhr ilru uepz@epzqecKaf,aHeBpLr3Ma KpyrrHoro cocy4a);
ecJrkr y Bac panee 6rrn snzsoA paccnoeHLr.s aoprbr (pa:pun ee crenrz);

epca-{aruo cr4HApoM, cr4HrpoMTeBHepa. c ru lerpeua (a
cocyAr4crbre sa6oreBaHLrx, TaKr4e KaK aprepLrr4T
apreprrr4T, 6onesur Eexvera, aprepr4aJrbHafl.

T arcaxcy, fLlraHToKJrero.rurrfr
flrflepTeH3urr, aTepocKJrepos),

cepaqal

Irpuuuu aa [m op e o e o e H au^ eH o 6 aHue Jt eKap c m 6 e HH o ? o cp e d c m e aJ



Ecnz
Lrrvr ctrl1rHe)

BhI IIOqYBCTBOB'LIII4 BHe3anrryro CLIJIbITYIO OONb B )Kr{BOTe, r-pynr4
MO)T{CT bcu AHEBDI{3MhI OCHI{II

neo6xoAuMo HeMeAJreHHo o6parumcs, 3a HeorJro)KHoft uouorrFrc. pucr Mo)Ker

ocooeH of.tra Jloxr
ETI',.TILI f. xI4 HAII€LIIO H

Bparry.

HexcenareJrbHbre peaKrlulr

Bulu lonyqeHhr coo6Iqenux o pa3B:rrTLrv oqeHb peAKLTX, Anr4TenbHbrx
(npo4onNaroql4xct MecsIIbI Ianrl roAbr) HeNe"uarenbHhrx peaKr{r4rrx, TaKux KaK
BocrrzLIIeHLre Lr pa3pblB cyxoxtuttwit,6olr B cycraBax r4 KoHeqHocr-f,x, TpyAHocru
npl4 xoAb6e, anouanbHble oqyqeHl4fl, TaKkre KaK noK€LJrbrBaHr4e, noulr4nbrB aHvre,
xxeH[e, oHeMeHVe krlrv 6olr (Henponaruu), genpeccprfl, cla6ocru, HapyrrreHure
rra}{flTu, cHa' a raKx{e )xyAIrIeHI4e oIrpa, spe$krfl, BKyca kr o6oyauua,
cB-[3aHHhre c [pI4MeHeHI4eM xr{HoJroHoB u QropxznoJroHoB, B HeKoropbrx
cnyqa-fl x He3 aBHCT4MO OT lJalrkrrrufl rrp eArxecrByro qr4x s arropo a pr{cKa.
Errnz n HI4' O CJI UIVIPEIjPIfl KI OCJIA

oeHr4e ). K MOryT pa3opBaTbcfl u
JICTZLIIbH THO|O TOKA KPOBLI q

Jfumepamypa:
PRAC recommendations on signals, adopted at 3I August - 3 September 2020 PRAC meeting
EMA/PRAC/458924/2020 Pharmacovigilance Risk Assessment Committee (ZRAC) 2"5
September 2020
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