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6enurrryua6.

Terua: ,{na clyrar nporpeccltBHofi rraynrrnsoxalruofi.ueffxosnqe0alonarr,r[ (IIMI) y naq[eHroB c cncreuxofi
rpacnof sorqaHxofi (CKB) rpn npuMeHeHrII{ npenapara EEHJII4CTAo l6enurrryrr,ra6) a nocrperncrpaqroHHoM
nep|,loAe.

Yaaxaeuurfi aorrop!

KoMnan[s f.naxcoCunrl0raftn coo6uaer BceM c[eq,aJrr{craM 3ApaBooxpaHeHr.rr, Koropbre HcnoJrb3ytor rrpenapar
EeHlucra@.{rt rerreHllr naq[eHToB c CKB, HoByrc Baxnyrc r,rnsoprrlaqrto o 6esouacHocrr,t npenapara.

KDarroe oetrcue

":..:::3^3.i:3-111o"""tfi 
repxoA 6unu raQnxcupoBaHH ABa cnyqar IIMJI y naqr{eHroB, ronyqalouxx nperapar

beHJl[cra-, MHKoQeHonara uoQerul (MMO) l,l mrcKoKoprl.rror{Abt AJn reqenr.r, CKB. Oaran clyvafi npr"L, *-
JleTanbHoMy r{cxoAy.

' Cneunanncrhr 3ApaBooxpaHeHr{r AoJrxHbr paccMarpr.Barb Beporrgocrb Ar.rarHo3a IIMJI y ruo6oro nauneHTa c
BHOBb BO3HI{KIuI'IMI'I zuIH nporpeccupyroulr4Mu HeBponorFrecKnMrn cHMnroMaMr.r. flaunexr AolxeH 6uTE
npoKoHcynbrl{poBaH HeBponoroM mLr Apyrr'na cfleqllaJlllcroM H, B cJrwae rroArBep)r(AeHru 4uaruoaa fIMJI,
cJle.{yer paccMorperb Bo3MOXHOCTb OTMeHbr r{MMyHoCy[peccHBHbrX npeflaparoB, B TOM qlroJre 6elurrayua6a.

. Kovnannr lnaxcoCruurKnsfin o6nosnrer r{Hcrpyxrlnro no MeAxrlr.{Hcxouy npdveHeHr{ro flpenapara BeuJrr,rcrao,ytlurblBtul pncK ptBBI{rI'rs IIMI y 6olrxux CKB n seo6xoAtnrocrr cxopefirue* nocranos*" npu"nnr"o.o
AI,IATHO3A I{ HAq'UA COOTBETCTBYIOqETO MEAI,IqUHCKOTO BMEIUATEJIbCTBA.

' PaHee ycraHoBneHHoe coorHolueHne plrcxa r,r [oJrb3br trpu npnMeHeunn 6e.nnuyua6a ocraercs [pexH[M.flarcocunrK'rrrfin npoAorr(I'IT ll3yqarb Bepof,rHocrE npruHnHo-cne.[crBeuHofi cBrrsn MexAy pasaurueu fIMJI[plrMeHeHr{eu 6enu.uyua6a.

,I[on oa nure.n rnar undoorrauns

Cly'rau IIMJI c npll3Ha_Karvrlr HapyrueHuf Qynxuuu nepaHofi c[creMbr, B ToM r{lrcJre c JreraJrbHbrorMeqeHbl y 6onrnux CKB, noay'raeutux lttniray"ocynpeccr,ranyrc Qaprr,rarorepanr.r6r, n rorra qEd

Bolur*ayua6 npuMeHflncr 6onee qeM y 1g000 naurlreHroB, KaK B xoAe xrtaFuqecxrx Httil, Tax u I
ITHoHHoM neplroAe. ,{o nacrorqero BpeMeHn B KJrnHr,rqecxr,rx urx 6eluuyrrra6a c



yqacrlleM oKoJro 3000 naUr{eHroB He obrJro 3aperrccrpr{poBaHo Hr.{ oAHoro cJD^rar nMJI. B nocrperrcrpaqr{oHHhrfi
nepHOA, B rerIeHI,Ie xoroporo 6enrnayua6 npl{H}rMaer yxe cBbrr[e 15000 bomnux CKB, nocryrrno ABa
cIIoHTaHHbIx coo6qeHns o pa3Bl{Tr.ru IMJI y uaqr{eHToB, floryqaBurux Aannufi npenapar.

. OAun clyvafi fIN{.lI orrraeqea y 58-nernefi xexrqurnr c CKB H aprepr.raJrbHotr rruepreHsueft. Ha Qone
fiplleMa 6enruyua6a npn6lusnrelbHo B TeqeHne 6 tvrecrqes pa3Br{Jrr.rcb acreHr.rtr r{ HapyureHr{e
xorHHrHaHo[ Qyrucquu, rro noBoAy qero nauneHTxa 6rura focnnTarrr.r3upoBaHa. Corryrcrrynqar repan[t
BKrrotrara MMO, npeAHrronoH r.r il.rApoKcr.rxJropoxr.rH. flo coo6qesriro rerrarqero Bpaqa-peBMaroJrora, r,r3

r(poBr.r H crr.rHHoMo3rosofi xnaxocru (CMK) 6ru nuAe.nes noJrroMaBr.rpyc JC (John Cunningham), a npff
MPT 6unra BbIf,BJIerrbI I{3MeHeHI{t s 6eror{ BerrlecrBe Mo3ra, yxa3brBarouue na uylrruQoranbgyro
lefiroeuueQanonarnlo. flocre ycraHoueHr,rr Ar.rarHo3a IIMJI 6enm,ryua6 u MMO 6ullr ornaexensr.
Cocronrrae 6omsoil ynyquruIocb flocJre orMeubr 6emnryrraa6a u MMO, qro coBnaAaro co BpeMeHeM,
KorAa MoxHo 6uno oxuAarr HacryrureHr.re ll [oMepxaHr.re QapmaxoanHaM[qecxoro erlrpexra
6elnayua6a. PesMatoror coo6rqnn, qro IIMJI pa3perurrJracb c ocraroqHLrMu rBJreHHrMr4 lucba3uu.

r Bropofi cny,rafi ga6oresamt 6ur saperucrplrpoBaH y 4l-nernefi naqr{eHTKr,r c CKB, Koropar nonftrdna
l0 Aos 6emruyrraa6a. Bonrna.f, raroxe noJqAana MM@. Oxa o6parmacb K Bpaqy flepBr.rrrnoro 3BeHa
MeAI'IqI,IHcKoft nonaoqu c xalo6aun Ha 3arpyAneHHoe tJIoraHHe n oreK nnxnefi rreJrrocrn. Bolrgar raxxe
coo6qu.na, rITo (KorAa oga n6rrzuracb qro-To cKiltarb, ee f,3br1 He cnyuanct>. Eruu HtBHarIeHhI
anru6uoruxn r{, narllreHTxa 6ula HanpaureHa K oroJrapr,rHroJrory. flpr.ruepHo qepe3 noJrropbr HeAeJrr,r oHa

' o6panuacb K cBoeMy JleqauleMy Bpaqy-peBMaroJrory, roropuft BbrflBrur napee umlruecxofi
MycKyJlarypbl. B AanrueilureM oHa Haqana nonyrrarb Jreqegr,re rro noBoAy npe,[[oJraraervroro CKB-
accoq[]rpoBaHHoro uoprDKeHur roJroBHofo Mo3ra (uefipomorryca) arrcoruuu Ao3aMn flrrcKor(oprr.Ko]rAoB
l't uuKro0ocQauu&a. Bennryrraa6 u MMO 6snu oruesesu. Hg CNDK 6u.rr BbrAeJreH aupyc JC, a npu MpT
6rura srlssreHa Kapr[Ha IIMJI. flaunexrra 6nra [epeBe.uena B xocrnc r{ no3xe yMepJra.

H1qry_tle CKB r'r [poBeAeHHe I'rMMyHocy[peccnnnofi repanrrn rBJrrrorcr rBBecrHbrMLr Qarrparrar.r pucKa prgBr,rrrrt
TIMJI [Molloy, 2009]. B nureparype LIMeIorcr coo6ueuug o pa3Bnrnr.r IIMJI na Qoue npraelra MM<D u
rmoxoxoprl'IKocrepol{AoB. Onucauu raKxe cJD rar,r K,rr.rHr{qecKoro yryqurenr.rr y nallr4eHToa c IIMJI nocrle
rrpeKparrleHr{r npr,rMeHeHr.rr BlrueyKa3aHHbrx npenaparor [pavlovic ,2012j.

Y'rnrunaa BepoirHocrb,pa3Bl{Tnr FIN{.II npr,r CKB, a raKxe npn npueMe 6asoaHx r.rMMynocynpeccopoB }.r

ruuoKoKoprr.rKocrepoHAoB, AaHHbre o6 srrx 2x clyvaex He MoryT cJryxr.rrb y6egnremnuM Aoxa3areJrbcrBoM
cyulecrBoBaHut cBfl3u Me)I(ay IIMII u npHeMoM 6elnuyua6a. KoMuanns faaxcoCuurKnsfiH B corpyAHrrrecrBe c
BHeruHl,rMH eKcnepr:tMu no IIMJI rpoBena orIeHKy npoQulr 6e:onaqrocru 6eluuyua6a c yqeroM nnQopruauur,r o6
3TrD( AByx cJrfrarx fII\4lI u nprurJra K BbrBoAy o roM, qro ycraHoBJreHHoe paHee coorHorrreHlre [oJrb3br u pr{cKa or
npl,reMa 6enr,ruyrrla6a ocraercr npexur.rM.

lleficrsnn. npeanp[HuMaeMrie roMnaHllefi IraKcoCMIrrKnqIH

flaxcoCunrKnrfin npoaorxaer rlqarenlno MoHnropr{poBarb Bce cnyqa[ onnopryHucrr{qecKr.[x uHQerqnfi,
BKrlor{afl fll\fl. VqlruBat HaJILFII{e pucKa parB}rrns nMI y 6olrurx CKB, cxoxyKr clMnroMarrKy npu IIMJI u
CKB, a rarxe Heo6xoAnMocrb 6ucrporo ycraHoBneHr,rr npaBrurbHoro A[arHo3a r{ Htr}HaqeHtu coorBercrByrouero
TepaneBT[qecKoro BMeuareJlbcrBa, harcoCnaurKrsfin o6Hosmer nHcrpytqurc no MeAr.rqr{HcxoMy npr{MeHeHgt
npenapara Eennr,rcrao.

cnequannctaM 3ApaBooxpaHeHl{t, ncnoJrL3yroqr.rM n csoefi [paKTr.rKe npenapar Berurucra@, peKoMeHAyerct
cneAyroqee:

Huetr'gucoxylo HacropoxeHHocrb B orHorrreHr,ru pucKa palBr.rrlLs IIMI y flaq]reHroB c CKB,
noJr)AaKrrqnx npe[apar Berurucrao.
llpogonxarr BhltBJrtrb xaparTepgble xalo6u r o6rexrmsbre cr.rMnroMbr IIMJI, n roM r{r.rcre rarr{e. KaK
(arnovar, Ho He orpaHl.tqunarcr) HapyureHr,rr 3peHr,rr r4 rroABr,rxHocrr{ rJrzBHLrx r6aox, araKcvtfl, aQanut, a
TaKXe raKrde r8MeHeHr,rr nctlx}I[recxoro cocTorHHr, KaX A€OpI{eHTaIII,If, BO BpeMeHr,I I{ flpocrpaHcrBe rdJrr,r
crryTaHHOCTb CO3HaHnr.

PaccuarplcaG Bo3MoxHocrb Alraruo3a IIMJI y rno6oro naqueHTa c BHoBb sogxnruefi ]ua
nporpeccapyloqefi Hespoloruqecxoft c[MnroMarurofi. flaryreur AonxeH 6urr npoxoncynbrr4poBaH
HeBpoJIoroM mtt Apyrru coorBercrByroqr{M cnequaJrucroM, r{, B cJr)Aae [oArBepxAeHur guarnou IIMJI,
cJleAyer paccMorperb Bo3MoXHOCTb OTMeHLT HMMyHocynpeccunsofi TepanHr.t, B roM rrr.tcJte 6eluuyua6a.



o Coo6qarb o HexeJIareJIbHhIx peaKrrrux B coorBercrBnr.r c HarllroH{ulbHbrMl,t rpe6onanurun mu
HenocpeAcrBeHno s fCK.

o OgsaxoullTr c Hacrof,IllrlM nr.rcbMoM Becb MeAr{qr.rHcKr,rfi nepcoual, pa6omlorqfifi noA Bauum
pyKoBoAcrBoM

.IlonoJrHtlre.tlrHaq HHdooMaung

Korunanlar frarcoCunrKnsftH [pocn"r cneur{aJrr.rcroB 3ApaBooxpaHeHr.rr coo6ularu o6o Bcex cJryqarx
HexeJIareJIbHbIx laleuufi, uepe.qo3npoBKlr, HeoxgAannofi nolrgu npu ucnoJlb3oBaH[r{ [penaparoB KoMnaHI,tu, a
raK xe npu npHMeHeHI{Lr npenaparos fCK Bo BpeMr 6epeueuHocru n 3AO dnarcoCrrnlrKmfiH TpeftgxHD):
121614 Mocrna, yn. Kpularcrar, I. 17, x.3. Ten. +7 495 77789 OO, A.Upec slerrponHofi norrrbr:
ru.safety@gsk.com

V n oelepanrnyp cnyx6y no Hat(3opy n csepe 3ApaBooxpaHeH[r r{ couuaJrbHofo pa3Br{rlrr:
109074, Mocxaa, Crassxcxar rurotrraAb, A.4, crp.l. Tel. (4gS\ 69g-45-3g; (4gg) S1g-02-30 .
Aapec enerrpoHuofi norrrbr: info@roszdravnadzor.ru, pharm@roszdravnadzor.ru

.{ononnnrelrrryro nnr[opMalrlnrc o npenapare Eeunr,rcmo (6enruyrraa6) Bbr Moxere noJr)Ar,trl, o6parrnuucr r
cryx6y MeAllqrurcKofi r'rHQopnaauuu 3AO <harcoCnaurKnsftx TpefiAunu no rene0ouy +7 495 777 Sg 00, ao6.
1379 u no oneKrpoHnofi noqre medinforu@gsk.com.

C ynaxeuueu,

Bra4nrr,rnp Eynaron,

MeAnuuHcrnft gr,rperrop

3AO daarcoCMmKrsfiH Tpefguuu.

llo comacosaHr{ro c :

David Roth, MD, Project physician Lead, Benlysta, GSK

John Finkle, MD, VP Safety Evaluation & Risk Management, GSK
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