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@ropxlruoJroHbl prrcK
pefyprnTarluu cepAerrHofo

ArrcceKrlrrr IIIefiHofi apreplru,
rr paccJroeH[q aopTbl

Ys axae \abr e cleIIIa €UILI crbl cI{ creMbl 3Ap aB o oxp al:ellrrs.,

.{enapravreHT neKapcrBeHHbrx cpeAcrB 14 MeAITqLIHoKLIX vrcilenvfi. npl4 M3
KP unQopMtrpyer Bac o HoBoM pncKe pa3Bvrrufl. peryprllrar\vrw cep.qerlHoro

KJrafraHa, AlrcceKrlzr4 rxer{Hokr apTepI,x, aHeBpvI3MbI 14 paccnoeHl{rl aopTbl npl4

rrplrMeHeHr4r4 oTopxrIHoJIoHoB.
KouzreroM rro orIeHKe pr{cKoB EnponeficKoro MeAI{qLIHcKofo afeHTcrBa

(PRAC EMA) 6ul BbrrrorrHeH o6:op u aHanu3 AaHHIIX MeAUIILIHcKofi

nlrreparypbr, 6a3br AaHHbrx HexteJrareJIbHbIX peaKllrfi Eudravigilance I4 AaHHrIX

coBoKyrrHoro o63opa, [peAocraBJreHHrx Sanofi u Bayer, B orHolrlelrtvru pr4aKa

p a3BuTrrfl p e f yp f LrT ar\nv / u e4o crarorrH o crr.r c epAeqH o f o KJI arl aH a, aHeBpu3MbI 14

paccnoeHur aopTbl, cB_s3aHHbIX c cLrcTeMHbrM v nHf€LIISquoHHbrM [pI4MeHeHI4eM

SropxvnoJroHoB.
Frun flonyrreHbr coo6qeHLrr o cnyqafx pa3BkrrLrfl, aHeBpI{3MbI u

paccnoeHus aopTbr, trHorAa ocJIo)KHeHHbrx pa3pblBoM (BKnroqat anyl].av c
JreraJrbHbrM racxoAovr), peryprurrar\vvr / ue.qocraroqHocru cepAeqHoro KJIanaHa

y naqLr eHToB, rrpIzHI4 M aBrrrvx sropx[noJloHbr.
B gnureMr{ororr4qecKux r{ccneAoBaHLrnx coo6qanocb o IroBbIIrIeHHoM

plrcKe pa3BkrTufl, aHeBplr3Mbr u paccnoeHvrfl. aopTbl, oco6eHHo y naIIpIeHToB

lroxrunofo Bo3pacTa, perypfuTaqxu aopTaJrbHofo vr MrITp€uIbHofo KnalaHa

rrocJre rrpl4MeHenza sropxllHoJloHoB,
@ropxuuoJroHbr cneAyer rrprlMeHrrb roJrbKo nocne rlrlarenbHofi oIIeHKLI

coorHorrr enur. ronma-p vtcK LI paccMoTp elrrns. Apyrllx Bo3MonGIm0&p$€F{T*B

pa3BuTuq
KJrarraHa,

aHeBprI3MbI



Tepailkrr4 y naIILIeHToB c aHeBprr3Moit uttu Bpox(AeHHhrM [opoKoM cepAeqHoro
KJIanaHa B aHaMHese, nz6o aMelorr{nx aHeBpI,I3My u / utu paccnoeH1ae aoprbr
uttu za6o'IIeBaHI'te cepAeqHoro KJIanaHa, a raK)Ke Apyr[e narcroprr pucKa prnkr
cocro'[HILI' IlpeApacrloJraralolrdtle K Irx p€BBLITI4TO :

-oAHoBpeMeHHo 
aHeBplI3Ma n paccnoeHue aoprbr, v perypll4Tar\u1 /

HeAOCTarOqHocrb cepAeqHofo KJrarraHa (nanpzuep, r7&ronorvrr
coeAzHlrrenrnofi TKaHr4, TaKafl KaK Cr4HApOVr Mapoana, TepHepa cr4HApOM,
6onesHr Eexuera, ru[eproHr'rr, peBMarorE4urrfi aprpr4T, ,,n6 o,

- 
aHeBpr43Ma rI paccnoeHlle aoprbl (naupzuep, cocyAzcrbre za6otenanux,

TaKI{e KaK aprepLrur Tar<arcy uIrr4 rl4raHToKJrero.rHrrfi aprepznT, vrlrvr
Lr3BecrHhrfi arepocrJrepo3, Lrnu ckrH$porvr Illerpena), tu6o

- 
peryprurar\LTfl / neAocraroqHocrb cepAeqHoro KJrarraHa (uaupzvrep,

zH$erqaonnrrfi en4orap4zr).
Pucr< pa3Btrrr4fl aHeBpr43Mbr

rroBbrrrreH y [aqueHToB,
KOpTr4KOCTepOrrAbr.

B cnfrae fro.flBJreHLrr sHesanHofi
laq[eHTaM CneAyeT HeMeAneHHO
HeorJrorrHoft uouorqa.

llaqzeuralur cneAyer
MeAr4rlr{Hcrofi rroMorrlbro
rrpr4cTyla rrarr{eHHoro
Kone.{Hocreft.

Jfumepamypa:
PRAC recommendations on signals, adoptgd at 3I August - 3 September 2020 7RAC meetingEMA/PMC/458924/2020 Pharmacovigilance Risk Assessment Committee (1RAC) 2g
September 2020

3auecrnreJrb ArrpeKTopa q.M. Mavr6eraJrrreBa
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