
ffi]rlf - -'tffil, r,iFtlr r

t w0F" I

Mn Ruc repcr"-o ifpiroo* p a'e H r{ fl
Poccnricxofr rDe[epaqnu

QEAEPAJIbHAfl CJIyXEA nO HM3OPy
B COEPE 3APABOOXPAHEHI{fl

(POC3APABHA.I3OP)

CaasgHcxas nu. 4, crp. l, Mocrra, 109074

TeaeQox: (495) 698 45 38:698 t5 74

Cy6rerru o6paqenux
JreKapcTBeHHhrX CpeACTB

M.A. Myparuxo

,4h*1097/49

I

O nosrx Aanrrbx no 6egonacHocrr.r 
I

neKapcTBexHoro [penapaTa
JIaprEau

(De4epalruax cJlyx6a no HaA3opy B cQepe 3ApaBooxpaHeHr4r B paMKax
I4cloJIHeHI4t rocyAapcrBeHHoft Qynxqun rlo MoHLtropl,rHry 6esouacHocrr{ JreKapcrBeHHbrx
npenaparoB' HaxoA-f,Irluxcfl' B o6paulenuu Ha reppr{ropun Poccuficxofi @e4epaquu,
coo6qaer cJreAyroqee.

Pocs4panHaA3op AoBoAtIT Ao cBeAeHH.f, cneqr4€rJrr4croB 3.qpaBooxp a*eHufl, nr{cbMo
rlpeAcraBHreJlbcrBa urneftqapcKofi Suprrau <<D.XoSQuaHu-Jft Pour JI1A> o HoBhrx
AaHHbIX no 6e3o[acHocrl{ I{ I{3MeHeHI4I.I I{HcrpyKIIuu no MeAr,rrIr{HcKoMy [p]rMeHeHu]o
JleKapcrBeHHoro npenapara llapuart (MHH: rrle$noxnH), ra6nerxu250 Mr, rrpor{3BoAcrBa
<D'XoQSvraHH-JIs Poru JI'A, Illrefiqapnx, (perurcrpaqrroHHoe yAocroBepeHure
II N016036101 or 05. I 0.2009).

flpraloxeHr.re: Ha3 n. e 1srs.

Bpuo pyKoBoAr{rent
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A.A. tlt.rNona

(499) 5780263



Ilepeeod

flncruo-o6paqeHue K crrequaJrncraM 3ApaBooxpaxen[fl

BHecenne HoBbrx BaxHbIx cneAeHufi no 6eronacHocrrr fipellapara <Jlapnau>>€) (rreQ"rroxnn)
B UHgTpyKrlrrrc IIo npnMeHeHl|ro

YsaxaeNmre cnerluaJlncrhr 3ApaBooxpaHeHnr,

F' Hoffmann-La Roche Ltd (aanee yroMnHaercr KaK Roche) xoreJra 6rr upegocraBr.rrb BEIM
HoByIo BoKHyIo nsOopvauuro o cnyqzrtx oQtamnaonorrdr{ecKrrx uapyruenufr, BKJrroqarr
neftponaturo 3pureJlbHoro HepBa, Ha Qone repaur,ru flpe[aparona <Jlapuau>@ (rraeQnoxuH),
Koropa'I norpe6onana BHeceHHt I,I3MeHeHufi n pa:gearr <Oto6ue yxa:an us>> Lr <flo6o.rHoe,
Aefi crs[e)) HHcrpyrflIr{H rro npr{MeHeHuro fipenapara.

llpocnrra o6parnrr BHIdMaHIIe' qro reKcr AatuHoro nucbMa couracoBan c (Degepaaruofi cnyx6ofiro HaA3opy n c$epe 3ApaBooxpaHeHHr.

Perrcue

o Ilpnue'eHrre npenapara <cllapnau>>@ rroxer accoql[poBarbcfl c
noBbrrleHHbrM pHcKoM pa3BHTUfl HapyureHnft co cropoHbr opfaHa 3peHrrfl,
BKrrcqac KaTapaICTy' flopar(eHrrfl cerrrarrn n Hefipoflarl|rc 3pnreJrbHoro
HepBar c Bo3MoxHocrblo orcpoqeHHoro [posBfleHrrfl KaK Bo BpeMfl, TaK I|
nocJle oKoHqaHl|fl TepanHlt.

o {annrre rraroJrorrltr Tarorce Moryr npoffBrsrbcfl B 
""oa ""ormeHllfl 

rrJrrr
3aTyMaH[BAH'Hfl 3peH[fl

B Heroropbrx cnyqarx Bbr3[opoBJre'[e 6ruro oqeHb MeAJreHHbrM.
3aperncrp'poBaHbr coo6'IeHnn o ueo6par[Mbrx rrocJreAcrBrflx.

Bo ncex cnyqacx BbrflBJre'ns Hapyme'nf, co cropo'br opra'a 3peHfifl y
naqHeHTar nonyqarcqero repaflI|rc flpenrprrou <dlapna*r>r @, neo6xoAuua
rcoHcyJrbraq[fl neqaruefo Bpaqa, flocKoJrbrqf HeKoropbre ra60Jesauus
(uanpnnrep' nopalxeHlrfl cerqarKu rrJrrr nefiponarur ipnt.rr"Horo HepBa) rvroryr
norpe6onarb orMeHbr nperapara.

rrpenapar <<Jlaprau>> @ norcaraH g;rr npo$nJraKTrr*n, rerreH,,ff n Heoruoxnofi
TepanIIII MaJrflpHH. lllueHennfl, BHeCeHHbre B rlHcTpyrcuuro no npnMeHeHrrro,
HC BJII|SIOT HA IOJIOXIITEJIbHOC COOTHOIIIEI|IIE NOJIb3bI lI PHCI(A AJIfl AAHHOIOnpenapaTa.



Honrte cseAennfl rlo 6e3o[acuocr[ fiDenaDara. BKrro.rennbre B Da3nefl <(Oco6bre
VKA3AHITfl >> IIHCTI'VKUIIN IIO IIDIIMEHEHIIIO

flpu npuueHeHI.IH tueQloxuua coo6ularocb o cnyqaJlx Hapyuesufi co cropoHbr opraua 3peur{r, B

ToM tILIcJIe o Hefiponarul4 3puTenbHoro HepBa I{ floporeHnr.r cerqarKn (nxrnovar uaxylonaruro).
flpn no:uuKHoBeHr,ru Hapyruenufi 3peHu.s cneAyer o6parurrcn K neqaqeMy Bparry Art
paccMoTpeHl,Is Bo[poca o Bo3MoXHocTH npoAonxeHHt JIeqeHHt flpenapaTor'r <Jlapuav>@.

Hosafl rlHdopMauufl no 6e3onacHocr[ npeflaDara. Brc[ro.teHnar B pa3nen <dlo6o.rHoe
Aeficrnue>> nncrpyrcquu no nDnueHeHuro

Hapyweuun co cmopoHbt opzaHa 3peHut: qacro - HapyureHtr 3penvfl; qacrora Hen3BecrHa -
3aTyl![aHfiBaHI,Ie 3peHLIt, KaTapaKTa, [OpDKeHI,It CeTqaTKU (a uacruOCTH, MaKyJIOnarur) n
uefiponarut 3pl,rreJlbHoro HepBa c Bo3MoxHocrblo orcpoqeHHoro nposBneHur KaK Bo BpeMfl, TaK
H rrocJre oKoHqanr.rs reparrr{H npenaparou <Jlapllav>@.

,{aunote no 6esonacnocmu npenapama

B cnsgu c.UII{TeJIIHIIM nepploAoM nonyBblBeAeHr.I.s flpenapara <Jlapuau>@ He]r(eJrareJrbHbre

peaKIII4H Moryr pa3BItBaTbCfl LlIlLl COXpaHrTbCr B Ter{eHr,re HeCKOJIbKIX HeAenb nocJre
npeKparrleHufl, Tepanuu.

,{ o n oa n uman b Han unQ opua 4un

llpoclrv o6paularrcr n flpe4craBureJrbcrBo xonafiasuu Roche B roM cryqae, ecnr4 y Bac

Bo3HI,lKHyr Bonpocbl ulu norpe6yrorcr AononHr{TerbHbre cBe,{eHHt lro [pHMeHeHHro flpenapara
Jlapuar*,r>@, no rereQony 8(495)229-29-99 (oQuc) unn 3neKrpossofi roqre
moscow.ds@roche.com.

Konmaxmnan unQopmaqun dnn coo6t4euuil o neetcenameJrbwbrx nanetunx

Roche [poAonxuT MoHI,ITopHHr 6esonacuocru npenapara <Jlapuau>@ c nonaorrlbro AocryrrHbrx
Itcror{HHKon nuQoprraaqHH Ir 6yAer HalpaBnrrb peryJUITopHbM opraHaM sce coooIIIeHHs o
cnyqtux cepbe3Hhlx HexeJrareJrbHbrx .f,sreHuft AJut Annbrreftmefi oueHKH. Mu npoAoJrxuM
lpeAocraBrsrb BaM sas6oree aKTyanbHhre Bepcuu HHcrpyKrlrar4 rro npHMeHeHHro npeflapara
<Jlapuau>@ N n 6yayueu. Bu Moxere noMotrb KoMnaHHH B ocyulecrBJreHr,ru MoHr.rropr.rHra
6e gonacH ocrl,r flperr apara, tt epe4aB c oo6ulenus o H exeJrareJrbH brx flB rennsx,
[pe,qnonoxldreJlbHo cBt3auHbrx c HcrroJrb3oBaHr,reM Jlapnar,la@, B KoM[aHHrc Roche no
reneQoHy 8(495)229-29-99 (oQuc) HJrlr 3neKrpoHuoft nor{re moscow.ds@roche.com, a raKxe
HenocpeAcrBeHHo a OegepanbHylo cnyx6y rro HaA3opy n cQepe 3ApaBooxpaHeHus no releSony
8(499)57 8-0 I -3 1, B BH.qe 3arorrHeHHofi xapru-u3BeuleHns



(http://www.roszdravnadzor.rulmedicines/monitor_bezopasnosti_ls /2g56) ilrrl ro noqre
(109074, Mocrna, CrassHcrar nJrorrlaAb, a.4, crp.l).

C ynaxenneu,

F. Hoffmann-La Roche Ltd.


