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Cy6rerru o6paqenur
JreKapcTBeHHbD( cpeAcTB

06 ugueuerum peryrcrparuomroft
AoKyI\,IeHIaWI}I JIeKapcTBeHHoro

flpenapara Benrcefil

(De4epanruar cJry)K6a ro HaA3opy B cQepe 3ApaBooxpa*elus, B paMKax
lIcnoJIHeHIa{ rocyAapcrBeHHofi QyHrqr,ru rro MoHr{Topr{Hry 6egouacHocrr{ JreKapcrBeHHbrx
upenaparoB, HaxoA.f,Illkrxcs, B o6paqeuuu Ha reppr{Topr{r4 Poccuficrofi @e4epaqau,
coo6qaer cJreAyrcrqee.

Pocs4panH4A3op AoBoAHT .qo cBeAeHr{r cnequ€urr{croB 3ApaBooxpalenvrs, nuibMo
KoMraHI{u Janssen QaprraaqenrnqecKoro rroApa3AeJreHrrrf, OOO (A)KoHcon & .{xoHcoH)
oTHocI{TeJrbHo BHeceHI{s I,BMeHeHLIft B perHcTparlr4oHrryro AoKyMeHTarIuro
'JleKapcrBeHHoro npenapara BeneftA (MHH: 6opresorrau6), ruo$unu3ar Arrs,
upPIroToBJIeHLIrI pacTBopa AJLI BI{yTpHBeHHoro BBeAeHnf, 3,5 Mr (perucrpaquoHHoe
yAocroBepeHlle BbIAaHo OOO (AxoHcoH & .{xoHcon>>, HoMep JIC-000654 or
06.08.2010).

flpuroxeHr{e: Ha 4 n. s 1 srs.

BprEo pyKoBoArrreJrt M.A. Mypauro

K.B. fopelon
8 499 s78 0273
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ffpnloxeHne 1.

[ncrmo Afls creqrrarncroB n ceepe 3ApaBooxpaHenuf,

Hactorrquu rIHcbMoM KoMrIaHIrt Janssen, QaplaaqemrrecKoe [oApa3AeJreHr,re OOO<,{xoucon&.{xoncou), Bblpa*aet Ba.,r cBoe [oqreHr{e H ran$oprrrupyer o roM, .rro 15 
"napra2ll3ro4a ogo6peHo BHeceHI{e }BMeHeHr'rt B 4eftcrnyroqee PerucrpaqrrouHoe yAocroBepenre NsJIC-000654 ot 06'08'2010 na rperapar Belrefi4d (6opresouu6) nuo4urnrar Arrf, rpnroroBrreHr.r,

pacrBopa AJUr BHyrplrBeHnoro BBeAeHr{, 3,5 nar Nel.

flo pe3yn6raraM peEeHrrr }lb 20-3-430365tnIIu3M or 15.03.2013 B 4eftcrayrcqeePerncrpaqlloHHoe yAocroBepenue Ao6aBJreH AorroJrnrrre.rrbnrrft cnoco6 BBeAeHrrfl npenapara -rroAKoxHbrfi, c coxpaHeHlreM yxe 3apeil{cTplrpoBtlHHoro cfioco6a nneAeuur. flpu sToM BceocraJlbHble AilrHhre PerncrpaqrroHrloro yAocroBepenr4fr., B ToM rrr{cne HoMep, nna,qeneq py/
IIpoTBBoAI{'rent/ ynaronrqur/ nrmycxaroqufi KoHTpoJrb, KoJrr4qecrBo B norpe6rarenrcroft
)maKoBKe, r4 Apyrue ocralorcr 6eg r.rsMeneHnfi.

flocle BHeceHI.f, AoTIoJIH}ITeJrbHoro cnoco6a BBeAeHnfl Hilr,rMe'oBa'r,re flpenapara cfturo:BenrefiAo (6opreson'ru6) nuoQunrsar NIs rrpfiroroBneHrlr pacrBopa AJrr B'yrpr{Be'Horo trrro.uKo)KHoro BBeAeHr{r 3,5 Nrr Nsl.

HactostruM rrlrcbMorvr o6paqaeM BHrrMaHr{e cneqnaJrrrcroB n ceepe 3paBooxpaHe'HflHa rrMerollll|eca pa3rl'rqrfl B rrprrroroBnenrrrr pacrBopoB rrpenpara ^n.rr*"r]d 
;;;BrryTp[BeHHOro I| floArco'Iurofo nprrMeHeHrrfl.

Co4epxmloe Qnarona pacrBoprror B 
.KonqenrpaqE rIplIroroBJIeHHOrO pacrBopa.qJrr BHylpnBerrHoro BBe.qeHI{r - 1,0 ur/ul.

Pacrnop 6opregonan6a Aonxen 6rnr nposparmbrM rn 6ecqnerurnr. flpu o6napyxeuznMexaH[qecKl{x BIcIIK)'aeumir nnv vsl{eueulrt IIBera rlprlroroBnennrui pacrBop EcnoJrb3oBarb
HeJrb3t.

flony'IeHHttfi pac]Bop BBoArr rryreM nnyrpuaeHuoft 6orrocuoft r{HseKrIr{EnpoAonxureJrbHocrblo 3-5 ceryna qepes nepnQepuuec*ufi rrJrrr rlenTpa.nrnrui nenosHrd Karerep,roroprui 3areM npoMbrBnrcr o,go/opacrBopoM HtrpafrxJropr{Aa Anc r.il,"eKqn,ft.

Co4epxuuoe Slarona pacrBoprror B 
.KonqenrpaqruI rlpllrorosretrHo.o pacrBopa AJrfl IIOAKO)KHOTO BBeAeH nn-2,Sur/ul.

flpuroroue'nrrft pacrBop AoJrxeH 6rrtr nporparrHhrM u oecqne*rum, 6es Mexa'r,rqec*r,rxsKrroqeur,rfi.

Umited Uability Company Johnson & Jolrnson O6qecrso c orparrqs{}lof, oraercrBerHocruo <&ronor & Arortor>
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o6r€rr'r pacrBopa Anfl 
''oAKoxHoro 

BBeAeH[s paccqfiT'rBaror no Qopuyre:

O6reu pacrBopa rJrrr troAroxnoro BBereH[r (rr'r) =

YctaHosreHo' tITo rowtrui pac'r€t Ao3Er rrpeflapara Benrefi4@ B 3aBr{cr{Mocrg or rrJrorqaAr.rrloBepxHocrll rena cnoco6ctnyer cul{xeurrlo prlcra pasBr{rr{.f, uepnr[epuvgcxoft Heftpo "i,"".Hraxe nprrBeAe'a *,6yu2 c 
.n9r.rMepaMr{ 

pa3BeAeHrrr rperap; -B.}*i*i 
o* roAKo)K'oro

flpnMeueHr{r ll3 pacqeral,3 lar/u.:

flpnrvrep pa3BeAerrilt upellapara Bemeft4@ Anr rroAKoxroro upr{MeHeHr,r.f, }13 pacqera I ur/u2:

flloqa{r' [oBepxHocrfi Tera, M2
,{osa npenapara

I,I3 pitcqera 1,3 rrar/u2
O6rel,r pacrBopa AJrt

noAKO)KHOTO BBeAeHrrr. MJr

,{annrre [pr{Be.4eHhl AJrt npl{Mepa. BcerAa uporepaftre npaBr{Jrbnocrb Ha3gaq e1uutrpacqeroB

Ilnorq44r noBepxHocrr.r rera, M2
,{osa npenapara Belxeft.q

lr3 pacqera I ur/u2
O6rcrr,r pacrnopa.ryrr-

NOAKO)KHOTO BBE,UCH}I'I. MJI

'{annue 
[pI4BeAeHhI AJrt IIpI[Mepa. BcerAa uponepxfire [paBrrJrbHocrb Ha3narr euur.upacqeroB

UmiEd Uabilfi @mparry Jotrrson & Johnson O6qecrBo c orpannqemroi orrercrBenxrruo <l[(orcon & pxor.rcor.o
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flonyqels*fr pacrBop BBoAsr troAKo]KHo s o6racru 6e4pa (npanoe r{Jr}r JreBoe) nrm r
o6nacu xuBora (cupana unr crena). Heo6xo.qurrao rrocrotrHno Merurrb Mecro BBeAeHr[r [penapara.
KaNaas fiocJleAyrcIqaff I{HbeKIII{rr AoJrxHa BBoAr{Tbcr Ha paccrorHr,rr{ KaK Mr{H}rMW i,5 ar o"
Mecra npe4rqytqefi HHbeKrIlIfi. Hemgs BBoA]rrb npeuapar B qyBcrBurerbHbre o6lacru,
rloBpexAeHnrre o6nacrra (norpacHenl{t, cunmz), a raK)Ke s o6racru, rAo BBeAeHHe r{ilrbr
3aTpyllreHo.

Hrxe nplrBeAena cxeMa AJrf, fioAKoxrroro BBeAeHr,rr pacrBopa upenapara Bemefi,q@:

I-8 - uecma eeedeuun npenopama.

flpocrnr,r Bac o6pamrb BHr{MaHr,re, qro
JIeqeH[e upelaparonr Be.rreftA@ cre4yer [poBoAlrrr ToirbKo uoA na6ruoAeHrreM Bpaqa,
r{Meloulero olhrr rrpr{MeHeH[r rrportrBoo[yxolenoft xr{Mr{orepaEEr{.
flpn HeyI![bIrlneHHoM BBeAeH]rr{ npeflapara Benxefi.q@ r,rnTpareK:[Jr6Ho 6ruur
saQurcupoBalrrl cJrfrtu cMeprl{. Jlexapcrnenurfr npelapar Bemeft4o no*as* ToJr6Ko rJrt
BHYTPI{BEIIHOTO }I IIOAKOX(HOTO BBCAEHNS. HE NSOAI,ITb }IHTPATCKAIIbHO.
BenxeftA@ tBJlf,erct rrporl,IBoorlyxoneBbrM rrperraparona. flprn flpuroroBneHr{u pacrBopa 1a

o6parqenr'rn c npe[aparoM cne.qyer uposBnrrl ocropo)Knocrb. Cne4yet co6mo.qa6
coorBercrByloque Mepbl acenrl{K}I. Pexoruer,qyercs fiorb3oBarbct neptrarKutM[ u Apyrofi
3arr$'Itnofi o4ex4ofi AJIfl rlpeAorBparr{eHr,rr KoHTar(Ta c roxeft. flpenapar Henb3t
cMellrr{Barb c ApyrIdM}I neKapcrBeHHhrMr{ cpe,qcrBaMr{, 3a r.rcKJrroqeHr{eM 0,9Yo pacrnopa
Hilrpus xJroplrAa.

B clyrae no3HI,IKHoBeHI{f, MecrHbD( peaxrlr4fi n o6racrfi [oAKo)KHoro BBeAeHrrf, rrpe[apara
BenxefiA- MoxHo lrc[oJlb3oBarb MeHee KoHlleHTpr,Iponannrui pacrBop .4irr flol6o)Kgoro
BBeAeHI{t (l rr,r/nrn BMecro 2,5 vtrlv.tt) nnu nepefiru rra BHyrpr.rBeHnoe BBeAeHr{e [penapara.
9acrora Bo3HIrKHoBeuItx Heftporlarr{r{ rrpu rro;lKoxHoM BBeAeH]rr{ upe[apara Belrefi,q@
HHXe, qeM TarcoBarr npr4 BHyrpuBeHHOM BBeAeHr,m.

flocne rrpnroroBJleHnt pacrBopa [mpuqbr AJrr BHyrp[BeHHoro ll no,ryoxHoro BBeAeHrrt
AOI)KHEI6rnr rrqarenbno rlpoMapKrrpoBnnbr r{ Ao BBe.qeur,rr xpaHr,rrucx pasgernuo!

UmiEd tiatlilfi @mparry Johnson & Jotrnson O6qecreo c orpannqexxofi ornercrBeHHocrbp (AXo{@t{ & prorcoxr
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flpu nonyrexnu coo6rqenuft o HexeJrareJrbHbD( .mJreur{f,x.
npocr6a coo6qarr noo nu$opMiulfiro:

B orAen QaprvraronaAgopa
Janssen, (papl,raqenrrrecKoe roApa3Aenenrae ooo <r{xoucon&,{xoncon>>,
Ten.: + 7 495 755 83 57
Mo6. rer.: +7 985 ll0 4276
Oarc: + 7 495 580 91 75
E-mail : ndenisov@its j nj.com

B @e4epanrnyro cnyx6y rro HaA3opy n csepe 3ApaBooxpaHegrrr n coq]rarrbrroro pmBurr,rs
(POC3APABHAA3OP),

Cnas.rrcxar an.,4 crp.l, Mocrna 109074
Ten: +7(495)6984628; 69846I I

Janssen, rfapuaqennryecKoe [oApa3AeJren]re ooo <r{xoncou&r{xoucou)),
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