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Poccraricran Oe4epaqun 1 2517 1,
r. Moc(Ba, flexr,rxrpa4cxoe
urocce 16, crpoexrae 1

Sugxec qexrp <Merpononnc)
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Cnequa.nncraM 3ApaBooxpauenrrn

,,{ara: 05 gexa6ps 2013 r.

Re: llrnrenenus lln$opMaqun rro 6econacuocru npenapara OeurocroH@ 2tl0

(AnlporecrepoH * ScrpaAuon&), Ta6rerKn noxpbrrbre rrJrenoqnofi o6o.rroqrofi.

Vnaxaeuue cneqrrarrrcrbr 3ApaBooxpaneHufl !

Kol,rnanus OOO <366orr Jls6oparopr{3)) cBr{AerenbcrByer BaM cBoe noqreHr{e a HH$opMr.rpyer
o HoBhrx AaHHLrx uo 6e3onacnocru npenapara Qemocmon@ 2/10 (fiudpoeecmepon +
\cmpaduon&), madnemKu noKpbtmbte nJre*o.tHofi ofionouxoil, npou3sodcmsa 966omm
Euonodilcuxans 8.8., Hudepnandu, Ha ocHoBiurnil u3MeHeHHfi, yrBepx.qeHHbD(
MunucrepcrBoM 34panooxp:ureHrrfl Poccuficrofi Oegepauuu (perueHue o BHecesuu u3uenesrafi
B AoKyIueHThI, coAepxauluecr B perlrcrparlrdoHHoM Aocbe Ha 3aperr.rcrpnpoBaHHufi npenapar
An.g MeAl.rqugcKoro npr.rMeHeHus JS20-3-4 | 6660 /WI,I3M or I 4. 1 0.20 I 3).

I4guenenut 3arparr{B:rrcT cJreAyroque pa3Aenbr uncrpyKur{u no npr.rMeHeHr{rc neKapcrBeHHoro
flpenapara AJrr MeAr{rlr.tHcKoro upLrMeHeHLrr (nonue AaHHbre BbrAeJreHbr noJry)tcupHbtw
,<y p c us Hbut up uQ moJn) :

TEKCT I,I3MEHEHUR
Oapuaroror[qecKne cBofi crBa
OaDnrarconnHanrnra
Scrpa,unor, rxo4rrqufi B cocraB npenapara Oeuocron@ 2110, HAeHTr.rrreH 3HAoreHHoMy
gcrpa,quoJly qenoBexa, xomopotfi nonaemct nau6 one e aKmueHbrJjt g cmpoaeHoM.
3crp44uol BocrIoJIHrer ae$uqnr 3crporeHoB B )KeHcKoM opraHlr3Me y ilceuuluv B

MeHOnAy3UlbHoJlt SoSpacme u yileHbrrraem KnuMaKmepuqecKue cuMnmoMb, I meqeHue
neprbrx nedent JreveHufl.
3avecrnreJlbHas ropMoHarrbHafl reparur (3fT) rperaparou @euocrono 2/10 flpeAyrpexAaer
floreplo xocrHofi Maccbl B nocrMeHonay3rrnbHoM [epHoAe tanu noane osapuo?KmoJvtuu.

.{n4porecrepoH - nporecraren, a(pSerrusHHfi npn npr{eMe BHyrpb 14 turtent4urt cxoJtcyto c
n ap e H mep aJr b H o e e od wnwu np oze c mep o H ohr aKm u I Ho c mb.
IIpu npooedeuuu 3fT nKnnqeHue dudpozecmepoHa oflecne'tueaem noilHo4eHHyn
ceKpemopwyn mpauc$opJwaqun ?HdoMempua, cHr.rxas reM cztMbrM yreluueuHrrfi noA
Aefi crsuelvr gcrporeHoB pr{cK pa3BHTr{s rrdnepnJra3r{r.r sHAoMerplrr.
@appraroxunerurca
Scmpaduon
Bcacorcanue
Bcacorcauue rcmpaduona iaoucum om pnilepa qacmuq) MnKpoHr,r3r{ponannufi ecrpa,quon
nerKo BcachrBaer ct ut uceny d oquo-K trttre q Hoeo mp aKma.
Pacnpedenenue
7cmpozen r4o"cHo oflnapyucumb KaK a can3aH*oJrr, maK u e ceofloduoJt, cocmon*uu. Oxono
98-99o/o lozu ecmpaduona cnflibtnaemc.fl c flenxatau w.a3Mbr, u3 Komopou 30-52% c
anu6y.uunon u oKono 46-69% c anofynunom, cofl3brearouluJa nonoaue zoprnoub, ICUD.
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Mema6onuun
3crpaguol Mera6onl,I3rlpyercr B neqexr,r Ao ocrpoHa r{ ocrpoHa cynb$ara, o6nadanr4ux
scmpoze&Hoil aKmuewocmbro. gcmpoua cynbfuam nto)tcem nodsepzambcn KuuteqHo-
neqefuo.tHo fr pe4uptEnn4uu
Bonedenue
Scmpon u scmpaduon eueodnmcn B KoHbrczuponaHHoJn c arnKypoHoeofi Kucnomort
cocmonHuu npeuJwyr4ecmseHHo no.tKafitu. Ifepuod nonysbrcedeuufl (T'a) cocmasJuem I0-
16 v, ?cmpoeeHu npouuKarcm s zpydHoe rwonoKo.
3ae ucutnocmt xouueumDauuu gcmoaduona om eoeJnenu u dosot
np" "*"d"*"orr npueMe op"oopoffiHqeHmpauua ecmpaduona e

nJra3Me Kposu docmuzaem nocmonwHofr geJruttuvbt npuuepwo.tep$ 5 dneil.
,\udpozecmepon
Bcacorcanue
flocne npr{eMa BHyrpb 6ucrpo BcacbrBaercr r{ noJrHocrbro Mera6onr{3r,rpyerct. 3ua"enun
spewewu HacmynJrewun maxcunanouort KotueHmpaquu g^A dtu dudpozecmepoHa
aapbupyKtm om 30 uunym do 2,5 qaco6. EuodocmynHocmb dudpozecmepowa - 28%.
Pacnoedaneuue
Eonee 90% dudpoeecmepoHa u IfI consiloanmcn c 6anxanu nna3ilbr.
Mema6onus*t
OcHosHHr\,r uera6onnrou Ar{Aporecrepoga y.Brrsercfl 20o-guru.qpoAuAporecrepoH (AfD.
Maxcwtutbnan KovtleHmpaqun IfI I nnalMe Kposu docmuzaemcn npudnuzumenbHo qepe3

IrS v nocne npuewa npenapama. Kon4eumpaqun IfI I nnasrJte Kposu cyt4ecmseHuo
npesbrtaaem ucxodtyp KoHqeumpaqun dudpozecmepoua, coomHorueHun suaqeuufi
wtor4adu nod xpueofi "xoa4enmpa4un-speJnn" (AUC) u MaKcuJnonbHofr KoHqeHmpaquu
(C^.) IfI x dudpozecmepoty cocmasnnrom onono 40 u 25, coomcemcmnenwo. Ilepuod
nonyeueedewufl cocmaeJrnem dnn dudpozecmepoHa 5 - 7 uacoe, dna r(f[ 14 - 17 qacon.

Odqert xapaxmepnofi ocoflennocman ocex Jvemafionumoe dudpozecmepoHa nonflemct
coxpaHeHae xonQuzypa4au 4r6-duen-3-ona ucxodHo?o seulecmsa u omcymcmsue 17a-
zudpoxcunupoga*un, .tmo ofycnaenunaem omcymcmrue gcmpoaeHHort u andpoeennofi
aKmuSHocmu.
Borcedenue
flonnocrrro ArrlporecrepoH BbrBoqvrrcs, qepe3 72 q. B cpednem, 63% om npuwnmofi docot
eueodumcn no.tKaJwu. O6t4ufi nJrairreHHufi rutapeuc - 6,4 n/mua. IfI onpedennemcn I
Moqe npetawyt4ecmsewHo s cude Kot'brozama arorEpouocoil Kucnombt.
3aeucuilocmt xouueumpauuu dudoozecmepoua om eoeileau u dogtt
Cpaeueuue KuuemuKu pazoeoil u rn*ozoKpamHux dot noKasbtoaem, qmo

frapnaxoxuHemu.tecxue ceoficmea dudpozecmepoHa u IfI He ileHnpmcn npu npueJwe
JttuoaoKpamnotx dos. Paenoeecnan Kowqeumpa4un dudpozecmepoHa 6wa docmuznyma
.tepn 3 dna nocJre neqeHun.

rloracaufifl K npnMeHeuux)
o 3aMecr[TeilLuzu ropMoHanbHaJr repanuq paccrpoficrn, o6ycronneHHbD( leQu4umom

?cmpozeHos y Jrceur4ut 6 nepulileruonayse (ne panee, qeJrt qepes 6 necnqee nocne
noanednert Jneucmprya4ua) utu y ttceut4uH 6 nocmJvreHonayie.

o fIpoOnnaKTHKa nocrMeHorray3aJrbHoro ocreouoposa y ilcent4uH c BbtcoKuJtt pucKoJrt

neparcJwos npu Henepeuoctt tocmu uJru npomusonoKa3aHunx K npuJjteHenun dpyaux

Page2 El***?J:
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ne Rap c m6 e H Hbtx np e n ap amo 6.

IIpornnonoKa3aHrrrr
o BepeueHHocrb u nepuod zpylHozo scKap.MrueaHut.
o [narHocrrdpoBauHhrft r.rnn ilpeArronaraeMbrft paK MonoqHofi xene3bl.
o [uaruocrr,rpoBarlHble wfi4 flpeAnoJraraeMbre gcrporeH3aBncuMbre 3noKaqecrBeHHble

HoBoo6pa:loBzlHnr (nanp utvep, p aK ? HdoMemp un) .

o fiuaznocmuposaHHbrc uJta npednonazaeJwue npozecmazeHsaouctuilbrc
HoeoofipasocaH un (nanp unep, JweHuHz uoJua).

. Kposoreqeurls H3 BnaraJluua Heqcgofi grr.ronorun.

. Here'reuHanrunepfirra3nt gHAoMerpl{t

. TpoufiBil (apmepuoJrbHbte u eenoS*bte) urpou6o3M6onuu s Hacmont4ee gpeJnn unu I
aflerause (e mon.tucne mpoM6o3, TpoM6o3 rJry6oKLIx BeH; TpoM6osM6on[s rerorlHofi
aprepr{[, uHfrapKm nuoxapda, urueJvtuqecKue uJtu zeiloppazuqecKue
qep e 6po 6 ac KynnpHue HapylaeH un).

. MuoilcecmoeuHbre uJrtr nbrpmtceuHbte Qaxmopot apmepuaJtbwo?o uJru geHo3Hozo

mpo*t6ota, cnnsauHbte c spoucdeuuofr unu npuodpemewHoil
npedpacnonnt CeHHOCmbKr, Hanpuwep, HedocmamoqHocmb npomeuut C,

HedocmamoqHocmb npomeuua S, uedocmamoquocmb aHmumpoJttduwa III, uanuuue

aHmumen K QocQonunudan (aamumuta K xapduonununy, oon,ranoquoril
aumuKoazynnvm), cmeHoKapdu.n, dnumentuan unno6unusaqun, mn)rcanbre Qop*ttt
orrcupeuun (undexc Jnaccb, mena 6onee 30 xz/m2), safloneeanun cocylos zonoBHozo

Mos?a uJru KoporuapHbrx apmepuit, mpaHsumopHbte utaeMuqecKue amaKu'

ocnoilc\eHHbte noputceuun KnanailHozo annapama cepdqa' Qu6puun4un
npedcepdufi.

o Ocrpue uJru xpoHuqecKue sa6onesaHl,Is rtetlenv I Hacmont4ee spann krrr4 B aHaMHe3e

(ao HopMaJrrlrarlnu [oKa3arereft SyurqHoHaJIbHbD( npo6 neqeHn), I moJw 
"ucne

SnoKa.tecmSeHwhre onyxona neveHu.
o llop0upus.
o floBbrrueuHarqyBcrBr,rre[bHocrb K KoMnoHeHTaM flpefiapara.
o Henepeqoctunocmb zanaKmo3bt, nedocmamoqHocmb ilaKmo3bt, cuttdpotn

m an o a 6 c o p 6 4u u a, rc Ko 3 br-z utaKmo3 bt.

Ilpuen npenaiama Aenocmou@ 2/10 cnedyem npeKpamumb npu cunnneuuu
np o m u s o no xot au ufi tt/tut u np a I oJ H uKH o I e H u u cn e dy rc t4 ux c o cmon u u fr :

o ttc€trrr4lxu u/rutu napyueHun Qynx4uu neqetu;
. HeKoilmponbpyeJvofi apmepaLnbfuofr zunepmetsuu;
. onepsbre noneueuteficn Ha Qone npuweueHufl npenapamos dnn 3fT

Jnuzp eweno d o6no il zonoswo fr 6on u.

C ocropoxcnocrbro 3fT Hagna.raercl^ xenrrlnnaM, ecJrl{ B HacrosilIee BpeMr I,IJIH B arlaMne3g y
unx 6rurn Ar{arHocrr{poBarrbr :

o Hannque $arropon pr{cKa Ails, Bo3HnKHoBeHI{t 3crporeH3aBI.IcHMbD( onyxoneft
(nanpurraep, podcmeeaHuKor l-ofr cmenenu podcmsa c paKoM monoquofr xenezu).

o Caxapgrfi AIla6et, t<ax npu HoJrurtuu cocyducmbtx ocJro)rcuenuil, mat u I anyqae ux
omcymcmsun.

Page 3
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[pnnreHenne npu 6epeuennocrrr H B nepnoA rpyAnoro BcKapMJurBanntr
flpenapar [porrrBonoKa3aH upr{ 6epeMeHHocr}r r{ B nepnoA rpyAHoro BcKapMJIrrBarrLrs..

Irpu eozui*no""ruu nepetneunoi^u *o Qone neienun- npenapamoi Qenocmou@ 2/10
mep an un d onucna 6umt HeJjtedne$Ho np eKp at4e HL

Cnoco6 rprMeneHnfl n Ao3br
flpeuapar [pr,rHuMulror BHyrpb ecrcedHesuo, s HenpepbtcHoJtt pencuwe no I ra6rerKe B cyrKll
(xeraremno B oAHo I,I To xe BpeMt cyroK), He3aBI{cI{Mo or nplreMa nnur}t.
Kaucdaa ynaKosKa paccqumaHa Ha 2&-dneeuoit npuetu npenapama. B nepnrre 14 ,qlrefi

[pr.rHr{M:lror exeAHeBHo no I ra6lerre po3oBoro rlBera (us nononuHbl y[aKoBK]I co crpenrofi,
rroMeqeHHoft ura<[pofi <1>), coAepxaqefi 2 rvr 3crpaAlrona, a B ocraBurnec.f, 14 auefi -
elKeAHeBHo no 1 cserno-x(eJrrofi ra6lerre (ns nonornHbl ynaKoBK[I co crpelxofi, nolreqeHHofi
qui[pofi <2>), cogepxarqefi 2 rr,rr ecrp4AuoJla I{ 10 rur Al{Aporecrepo^Ha.

Ofiurtno neqeflue aredyem Haqunamb c npenapama Oewocmon@ 1/10. B saeucwttocmu om

Knuvu.tecKort eQQexmusHocmu, dont axmugHbtx ser4ecms Jnoncruo KoppeKmuposamb 6

coomSemcmouu c uHdusudyantnofi nompeflnocmbn. Eanu ucanofiot, csnsaH$brc c

HedocmamottuocmbK, gcmpozeuos coxpaHntomcn, dotupooxy Mot cHo ysanuqumb, ucnonbsyn

npenapam oetwocmou@ 2/l 0.

Ifaqueumxu, denatot4ue nepexod c dpyeozo HenpepbtsHozo nourcdoeameflbHozo unu

tluKrrwecKozo pettctutta npueila npenapama, donucnt saKoH.tamb mer(yt4ufr 4ut<tt, a samew

nepefimu Ha Qetnocmou'2/10. Ifaqueumxu, danant4ue nepexod c ^HenpepusHozo
xotwdunupouaHHozo peltcuwa mepanuu, Mozym Haqamb npuenil Qooo"^oot zn| a nrcfloil
deuu.
Eanu naquegmKa nponycmuJra npueil maflnemxu, ee ueodxodttuo npufunmb I meqeHue

12 qacos nocne ofiuqaozo speJnenu npueMa; 6 npomusHoJit aryqae nponyr4eHnyrc mafinemrV

npuHugama ne cnedyem, a Ha cnedyort4ufr dena neoflxodtutto npunnmt madnemxy e

ofloMnoe 6peJnn. Ilponycx npuawa npenapama tnoilcem ysenuqu$amb geponmHocmb

"npopueuozo" MamoqHozo Kposomeqevun.

Ilo6oqnoe Aeftcrnr.re
B Kt uuu.tecKux ucanedoeaHunx y naqueumoK, nony.tastaux mepanuu, xonfuna4uefr
rcmpaduott/dudpoaecmepon, uauflonee qacmo ecmpe.turucb: eonoaHan 6onor 6ono o )rcnsomet

Hanpnrrceuue/6onesneuuocmb rroJrovvbx t cutn u 6ono o cnuve.

B KnuHuqecKux uccnedoeauunx (n--4929) uadnndanuco cnedynt4ue Hnrcenamarbilbre

oQQexmu c .tacmomort panumun, yKutaflHoil HuJrce (ronuuecrro 3aperucrpl{poBaHHbx

cryraen/xonurlecrBo nalluenros) :

oqeub qacmo - om I na 10 cJry.tae6;
qacmo-om I na 100 do I na 10 cnyuaee;
Heqacmo - om I na 1000 do I na 100 cnyvaee;
pedxo - om I na 10000 do I na 1000 uyvaee;
oueua pedxo - rteHee I na 10000 ary.raec.
Co croponrr HepBHofi cncreMbl:
Oveno qacmo - roJIoBHtuI6olr.
Vacmo - MI{rpeHb, roJIoBoKpyxeHLIe.

II c ttxuqe c Kue Hapy ure H un :
Vacmo - Aenpeccltt, HepBo3Hocrl.

Ten.:
<Daxc:

Page 4

=l 
Abbott

lJ IPlsrxs5sfsrufs



OOO <966orr lle6oparopns>

Poccnficran OeAepaqxr 125'17'l.,
r. MocKBa, Flexuxrpa4croe
urocce 16, crpoexue 1

Enrxec qexTp (Merponontic))

+7 (495) 2s8 42 80
+7 (495) 254 42 A1

Heqacro - r{3MeHenue rwr6uro.
Co ctoponbr cepAeqno-cocyArrcrofi cucreMbr:
Herracmo : Beno3nutr rpoM6o3M6 onvrfl, no I bttueH ue apmep uanbHozo d aeneu un.
Pedxo - HH$apKr MlroKapAa.
Co croponbr xeJryAoqno-KumeqHoro rpaKTa:
Ortent .tacmo - 6onr B xlrBore.
Vacmo - TomHora, pBora, Mereopll3M.
Co cmoponbt zenamod uJ.uapHo fr c ucmeMbt :
Hertacmo - gaflonesauufl )rcenqqozo nyswpn, HapyuleHl{e ([ynxunu rrerleHu, nHorAa B

coqerilrlr[ c xeJrryxoft, acteunefi, HeAouoraHl{eM,6onrto B xI{BOTe.

Co cropoHbr pe[poAyrcrnBHofi crrcreMbt tt MoJroqnblx r(eJre3:

Orteua qacmo - HanpnxtceHue l6oile3HeHHocrb MonorIHbD( xeJle3.

Vacmo 'ttnaucyt4ue" KposnHucmbte eudenenun s nocm*teHonayse' Juempoppazun'

ofiuJtbHoe MeHcmpyurtuonodoflnoe KpoeomeqeHue, cxyduue uJ.tr omcymcmoue

Meucmpyurb*onoOofiHbx xpoeomeuenufi, aquunuqecKue KponnHucmbre eudenenua,

fionesuennbre MeHcmpyaJrbflonodoflHbrc Kposn*ucmile swdarcHun, 6ono sHusy Jrcusoma'

H3MeHeHHe enazanut4lroli cexpeuull, KaH,quAo3 BnarzIJIuIqa'

Hertacmo yBen[qeHue pa3MepoB nefioMI,touu, yBenuqegl'Ie MonoqHblx xeJle3'

npeAMeHcTpyaJlbHonoAo6urrfi cI{HApoM.

Co cmoponu uJwtilyHHofi cucmenou
HeVAcmO - [OBbIrueHHarI qyBCTBI{TSJIrHOCTb K KoM[oHeHTilM npeflapaTa.

Co cmopoub, cnenemHoil nycxynamypbt u coeduuumanonoil mnaHu:

Orteua qacmo - 6ona 6 cnuwe (noncnuqe).
Co cropoHbt Koxcu ll noAKo?Icno-xcnponofi KJrerqarKn:
Vacmo - urnnepruIqecKl,Ie peaKIII,rH, TaKHe KaK KpanlIBHI.Iqa, KotcHan cbmb u 3yA,

Pe,qro - cocyducman nypnypo, aHruoHeBporrqecKnfi orerc

II nQe x4uo HHwe 3 a6one c aHun :
Heqacmo - qucmum.
O6que paccmpoilcmsa:
Vacmo acmevuqecKue cocmonHun (cna6ocmt, He,4oMoraHue, ycmuwcmb),

nepu$epuqecKue omeKu.
Ifpouue:
Vacmo - ysenuqeH ue :naaccbr rera.
Hettacmo - cnurrcet ue v'accbl relra.

,\pyzue noflortnorc eQfiexmu, sbmsaHubre neqeuueM xon6uua4uu gcmpoze$a u
np o z e c maz e na (e rutn.tan 3 cmp ad uon/d ud p o ze c me p o u) :

o fiohpoxaqecmeeuHbtq snoKaqecmoeHHbte u HeJlmo.tHeHwbte noeoofipatosaHun
(nanpunep, pax eadomempun, paK nuqHuKoa' JnewuHzuona).

o Co cropoHbr cucreMbt KpoBerBopenr'Ifl: reMoJII,ITHqecKafl arreMilt.

o CO CmOpOHbt UtlttUywnOfi CucmeMbt: CucmeilHun xpACHan SOn"AHKA.

o Co croponbr Hepnnoft cncreMbr: pucK po3sumun detwen4uu y ilceilt4u&,

Haqunaorr4ux npurteueuue npenapamos dnn 3fT, o sospacme cmapute 65 nem,

xopen, npo I o 4upo gaw ue np ucmyno 6 ?n tare nc uu.
o Co croponbt opranoB 3peHnq: He[epeHoc]IMocrb KoHTaKTHsD( JII{H3, yBenI'IqeHHe

KpIIBlr3Hbr poroBlrllbl.
o Co croponbr Koxctr u rroArcoxno-xnponofi KJrerqarK[: xnoa3Ma u/tutu

Ten.:
(p KC:
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Jnala$odepilun, Komopbre Jnozym coxpaHnmbct noane nper<par4efuun npueDaa
np enapama, MynbmuQopnnan 3pr.rTeMa ysno s aman ep umew&
Co cmopouu cKenemHofr Mycr(ynamypbt u coeduuumenbHoil mKawu: cydopoeu I
JV UrA qAX H U)tC H UX KO H ettHo C me fi .

Co croponbr penpoAyKTrrBnofi cncreMbr H MoJroqHHx xere3: Qudpozno-KucmozHan
,lac mo n amufl , 3pogvts, mefiKH MaTKr,L

Bpotrdeunue u Haanedcm*eHHbte Hapytuetun: yrydueilue meqeHufl
co ny mcmsy n t4e ft roporpuu.
H apy u e u ue o 6Me H a 6 e u1e c me : z un e p mp uzn uqep ud eJ|t un.

Hapymenur co cropoHbr xeJryAorrHo-Klrlleqnoro rpaKTa: naHr<Iteamum (y
naqueHmoK c 2 unepmp ranuqep udervtue rt).

,{aazaocmuqecKue ucaredonauun: no*btuewHbrrt ypooeHb mupeoultbtx zopmoHos.

Ilepegornponna
9cmpaduon u dudpozecmepoH - ser4ecmaa c HrtJKoil moKcurtHocmbro

B cnyvae nepedguposKu Jnozym posaumbcn maKue cuJunmombq KaK: ToIrIHora, pBora,

Hanpn)rceuue Mono.tubtx t ceneS, ronoBoKpyxeHue, 6ont I odnacmu )tcu6oma,

coHJruoocmo/ctn6ocrs u Kpoeomeqe&ue (omJvteHbDr.

BranmoAefi crnue c ApyrrrMtt JreKa pcrBeHHbIM[ cpeAcrBaMlr

Scmnozeuuoe u zeciazeunoe dertcmeue nnonanaia Qeuocmou@ 2/l0 tuotcem cuutramtcn s
aredvrctnux cnvqanx:

MemaaonusJw ?cmpoze$os u zecmaeefuog MoJtcem ycunusambcn npu oAHoBpeMeHHoM

npu€ue c rpe[aparaMr{-r{HAyKTopaMlr Mr{KpocoMarlbHblx ([eprraeuroe neqeHl{ (P450 286,

3A4, 3A5, i,qZl: npomusocydopoucaouvu (Qenoflapduman, Kap6aMa3enuu, Senuroun) r'r

npomusoiluxpofiutuau npenapamowu (pn(fartanuquH, pu0a6yrvr:a, HesupanuH, sfiasupenz).

r flpenaparrr pacrlrrenbHoro flpo14cxox(Ae1vtg, coAepxarrlue snepo6ofi npoAblptBJlennrfr
(Hypericum perforatum), Moryr ycnnr{Barb Mera6onn3M scrporeHoB I{ recrareHoB qepe3

CYP 450 3A4.
o Pnrouanup u nenQr,rHaBr,rp, xor.s u H3BecrIIbI KaK cI,InbHbIe u*zuflumopbt CYP 450 3A4,45,

A7, npu odnoepemenfuow npuDreHeiluu c nonogbrlnu zopMon(n u Jrrozym yctarusamb ux
mema6onus*t-

o Vcunenue Jvemaflonugma ?cmpo?eHos u zecmazeHoc KnuuuqecKu rnoilcem npon&nnmbcn

cvuJtceuuew eQQexma om npurweHeHufl npenapama u utrteHeHueJjt uHmewcu8wocmu

KpoSnH ucmbtx sudareHurt w en(uurut4a.
gcmDoeeuu nozvm enunmt aa nemaflonusn dovzux nexancmeennotx cpedcms:
gcmpozenu Jrrozym enunmb ua nema6onu3r]i dpyzttx reKapcmseHuotx cpedcmo 3a cqem

Koutg/peumHozo consbtoavun c Qep.meum&Mu (CYP 450)' yqacmsyrct4uMu 6 ux
pact4enJreHuu. ?mo HeotxoduJwo yqumbreamo dm npenapamor c yzxort wupomofr
mepanesmu.tecKozo dertcmeun, maKux KaK maKponuJrryc u quunocnopun A (CYP 450 3A4,

3A3), Qenmanut (CYP 450 3A4) u meofuurnun (CYP 450 1A2), maK KaK dannofi eud

esauJnodeficm$ufl ttroilcem npusecmu K y^UtuqeHuu, KoHqewmpaquu a nJrasMe Kpoeu

sutaeyKolaHflbrx npenapamos do moKcuqecKozo yposHn. B c8n3u c gmtM Jnolrcem

nompefloeambcn mt4amenbuoe aa6nndeuue sa npuitnon neKapcmnewHbrx cpedcmt I
meqeHue dnumenouozo nepuoda epeueuu u, Bo3Jttoncvo, yJ]leubtaeHue dosot maKponwnyca,

Qenmanuna, 4uKnocnopuua A u meoQututuna.
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IlccnedoeaHun no u3yqeHun BauJnodertcmaun c dpyzuJnu neKapcmsenvbut4u npenapamaDtu
He npoeodturucb.

Oco6rre yKa3aHnfl
Ilpenapam Ha3HaqaKrm monbKo npu H&nustuu cuMnmortoo, Hefinozonpu,nmHo snunnt4ux Ho

KL.tecm60 ttcu3&u. Tepanuto cnedyem npodonJrcamb do mex nop, noKa nonbsa om npueJwa

npenapama npesbuaaem pucK po3sumun nofioqHbrx zQfuexmoe. Onum nptujteHeHun
npenapama y jtceHtqut cmapure 65 nem o?pawuqeH.
Medu4uucxoe o6cned onaHue
flepe4 H€tsuaqeHueM lrJrlr Bo3o6HoBJreHlreM Tepaur.ru [pelaparou @elaoctor@ 2/10 Heo6xoAtlMo

co6parb nonHbrfi MeAHrIr{HcKnfi u cerraefiHbrfi aHaMHe3 I{ rrpoBecrll o6qee H ruHeroJloruqecKoe
o6creAonauve (s moln ttucne u,monoqvbx )rcen$) naIIUeHTKI{ c qenblo BbttBJIeHHt Bo3MoxHbrx

nportrBofloKa3aHufi H cocroffHufi, rpg6yrouux co6mo4eHl{t Mep IlpeAocropoxHocrrl. Bo npeur
JretreHr{fl npeilaparoM Oeuocrou* 2ll0 peKoMenAyercs npoBoAHTb rtepuo,uutlecKne

o6cneAonanus, qacrory u xapaKTep Koropbrx oflpeAeJulror TIHAIIBI{AyaJIbHo, Ho He filewee I pasa

e 6.aecn4ee.I-{elecoo6piuHo npoBeAeHue MaMMorpa$krvt AIrfl. AonoJIHrITeJIbHofo o6creAosaH}rt

MoJrorrnbD( xene3. )Iteut4uuot ilon)tcnbt 6brmb npouH$opJlruposaHbr o mex sosJnot cubtx

uSJJreHeHUnX rjloJro.t&blx uceneg, o Komopbrx mpefyemcn coo6t4umb re.tauleruy spaqy.

flpnrraeneHne gcrporenoB Moxer [oBJrr.rrrb Ha pe3ynbrarbr cneAyloqprx Jla6oparopnhD( TecroB:

onpeAeneHlre ToirepilrTHocTr,r K Hrroxo3e, I,IccJIeAoBaHLIe $yHKIILIfi uIIrToBHAHofi xeJIe3bI H

neqeHl{.
f unepnnat un ? Hdorremp rr8
Pucx paxumua aunepnJraluu u paKa endomempun npu nptaileHeHuu naqueHmKauru monbKo

?cmpozeHoa sanucum om dostt u npodonucumeJrbHocmu neqeuun u ysatu.tuaaemcn om 2 do

12 pal no cpaeweHup c omcymcmrueilt neqetun; pucK rttoJtcem ocmasambcn noobrlueHWbult B

me.tefuue 10 nem noare npeKpat4efuun mepanuL
I{uwtuvecKoe npurtteueuue npozecmtnena (no KpailHert Mepe, I meqeuue 12 dnert 28-

dneenozo 4uKno), unu npurreHeuue HenpepbrsHozo KoJnduHupooauuozo pencuJua 3fT y
Jtce+r4ut c coxpaHennofi MamKort Mozym npedomspamumb nocuraeHvufr ecmpozeaanu

pucK zuneprutnuu u paKa endomempua.
B qannx cnoespeJjteuuort duazuocmuKu 4enecoofipazno npoeedenue ynbmpa3eyxoeozo (V3)

cKpuHuHza, frpil ueo6xodumocmu - npoeedeHue zucmonozuqecKozo (4umonozuuecxoeo)

ucanedoeanua.
B euos n an mp om6 oau 6 on ua
3fT cenzana c lr3-3-Kpamubtrtr pucKoM po3sumun seHosuort mpoMfio?rjrfionuu (BT9), ma
mponflosa utyfloxux eeu uJru ?tfiflonuu nCzo.tHoil apmepuu. Taxoe nonewue uau6onee
seponmfuo I meqefuue nepsozo zoda 3fT.
IIpu uanuquu mporrhosmfionurtecnux ocJtoltcHeHurt y podcmoeHHuKot Lrt cmeneuu podcmea

e nonodom BoSpacme, a maKrtce npu npusbt.tuoM HeabtHatauoatuu fiepenenuocmu 6
aHaMHeSe, neodxolutto npoeodumb ucarcdooaHue ?ertocma3a. Ecnu naqueHmKa
npuiluJuaem aHmuKoaqlilnHmbr, ueodxoduao &Huraflmenb$o paccJnarnpusamb Ha3Hflqewwe

npenapama Qetnocmou@ 2/10 c moqKu apeHun coomHoureuun "nontza/pucK". ,{o
s as ep ui e H un mulamah n o fi o 4e n x u Q axmop o B 6 o sM o Jtc H o zo p 03 s um un mp oJn6 o stn6 on u u uJ, u

Ha.r&na aHmuKoaqtnnumaofi mepanuu npinapam @etnocmon@ 2/10 He Ha3Ha"aemcn.
IIpu obaoilevuu mpoMflofuunuqecKozo cocmon*ufl y wtena ceJvbu tt/unu s utyqae
cepbesuocmu uJru mnctcecmu deQexma (nanpunep, uedocmamaqHocmb anmumpoJnduna fII,
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npomcuua S utu C, a maxuce npu KoJnfuuHaquu defueKnne), npenapam Oeilocmou@ 2/70
npomusonoK03aH.
IfocxonotE y naqueHmoK c duaznocmuponaHubtJutt mpomfioiluJtu.tecKrrutu cocmonwuunu
ecmb nosbttaewubrfr pucK possumun eeHozuofi mpoM6o?Jtr6onuu, HazHaqeHue npenapama
oenocmon@ 2/10, Komopbrrt ynenuqueaem smom pucK, npomusonoKaiaHo.
B flonouuqcmoe ary.taes K QaKmopoJtr pucKa polgumun BT9 omnocnmcn: npuJrreHetue

?cmpozeuoc, noilclutoil eotpacm, ofltuupuarc xupypzuqecKue aMetuamenbcmaa, dnumenoHon
,tJtrJvohtuuraqun, otcupeiue (undexc,taccbt mena
noutepodosofi nepuod, cucmetvuafl KpacHan aonqaHKa u paK. Hem eduuozo MHeHun o

sosrtroJtcHort ponu sapuKosHozo pacruupe$ufl 
^eH 

I pa3sumuu BT9-

,{na npedomnpat4eHufl BT9 noane xupypzuqecKozo ailelaamenbcmoa y scex

nocneonepaquonwbtx
donanou Heo 6xod utto p accilomp emb so npoc o npo Q uJtaKmu.tecKux Jnep flx
B utyvae dnumantnofi umwohunusaquu nocfle onepamusnozo swetaamenbcmsa, 3a 4'6
Hedenb do emozo peKoJueHdyemcn npeKpamumb npuerlt npenapama Qetnocmon@ 2/10, u
neqeque He utedyem oogo6Hosnnmb do mex nop, noKa y JrceHt4uwu nonHocmbro He

e oc c mauo c umcn no d s uJrcvo cmb.

Ecnu BTO pa3Br,rBaercs yxe uocJre Haqiura repauuu, To cJle.{yer npeKparl{Tb npHeM npenapara, a

naqnegTKr{ AoJrxHbr 6rrrs nutfopMr{poBaHbr, qro oHtr AoJIXHrI HeMeAreuno o6parltrbcs K

cBoeMy Bpaqy B cn5nrae Bo3HlrKHoBeHm y ce6s, xaroro-nn6o nomeHqueubHo

mpou1oeu6onuuecrcozo cr.rMrlToMa (naupnrr,rep, 6ole:ueHHocrb rrlrrl oreqHocrb HIdxHHx

KoHe!trrocr eit, 6 nes annan 6 ont 6 zpyd u, od ttuxa).
Pax mono"nofi ilcenesb, u paK nuqHuKoe
V UceUt4Un, dnumanano nony.rasuuy 3fT c npuileHeHueM monbKo ?cmpozeHo6 uJIu

KolnnneKca "gcmpozeH-npozecmazeH", yBenfirll{Baerct qacrora AI{arHocrlIpoBaHI'Ic paKa

MonoqHofi xeJIe3bI, Koropat Bo3Bparqaercs K HcxoAHoMy ypoBHIo B TerIeHlIe 5 ler llocne

npeKparr{eH nfl , T ep aflvlr.
Veenuqeuue pucKa sacucum om dnumenaaocmu npuJjteHeHan 3fT. y Jtcewt4uH,

npuguJnanulux KoMfluHuposaHHyro ?cmpozev-npozecmazeHooyn 3fT 6onee 5 nem, pucK

polsumun paKa Moaortnofi Jrcaresbt Mo?tcem yseflu"umbcn do 2-x paz-

Ha Qone npuerta npenapamoe dnn 3fT *toutem uadntodambcn yaenu.teHue nnomHocmu

mxaueil Monoquofi )tcene3b, npu npoeedeuuu r.4oJuntozpaQuu, vmo Juo)tcem zampydnnmu

d uazaocmuposaHue pana MonottHort rrcarubr.
Pax nurtuuKos scmpeqaemcn gaa.tumanbHo peJrce paKa Monoquort ,teet e3br. ,\numenoaoe
npuJveueHue (He Meuee 5-10 nem) ?cmpozeHos s peztcwrle JnoHomepanuu npu 3fT csnsavo c

He3uaqumanb$btM nosbrraeHuen/t pucKa paSsumun paKa nutt&uKos. ,\anuue HeKomopbw

ucanedoeauufi, etauoqan WHI yKagbrsanm Ha mor qmo dnumenbHan xotufiuuupoaanuaa 3fT
Jnoilcem e maKofr )tce unu HecKoJrbxo Meubtaert cmeneuu noebtlaamb pucK passumun dannofi
namono2uu.
Pucx utaeJwuqecKozo uHcynbma
KouduuupoaaHwan mepanun scmpozeHoir u npozecmozeHoJn uJru mepanun monbKo

?cmpozefuow cSnSaHu c nosbttaeHuujt omHocumarbHozo pucKa uweJvuqecKozo uHcynbma 0

1r5 paw. Pucx aewoppozuqecKozo uHcynbma npu nonyveHuu 3fT He noobrttraemcn.

Omuocumenanufr pucK He saoucum om sospacma utu npodonilcumeilbHocmu mepanuu,

odqaKo ucxodHbrfi pucK cuJrbuo sa*ucum om Bo3pacma, maKuM o6pa3oJu, o6ulu{t pucK

uHcynbma y )rceut4uw, nolyqatoqux SfTr 6ydem nosbttuambcn c sospacmoJvr.
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Iltuert u,tecxan flonezat cepdqa @EC)
Omnocumenbnbtrt pucK nEC 60 speiln npu*teHeHun KowfluHuponaHHofi 3fT
gcmpoze$oJn*npozecmazeaom HesHaqumenbHo noabturaemca. B c6n3u c meM, qmo
adconrcmabtfi pucr( UEC cwrbHo Jacucum om nogpacma, qucno dononuumenbHbrx cny.taes
nEC u34a npuujta KoJufluvuposaHHort 3fT y zdopoeux ,rceHuluH npedMeuonays&nbHozo
s8pilcma oqeHb HeseJruKo, odilaKo oHo noSbrraaemcn c sospacmoM.
,\pyzue cocmonwufl
7cmpoeeuot Mo4,m abasamb ndepuct<y ucudxocmu, qmo J|to)rcem netnaeonpunmHo
cKasambcn Ha cocmonHuu naqueHmoK c HapyrueHueJu QywKtluu noqer< u cepd4a-
V ucent4at c eunepmpuznu4epudenuefi na fione npuerna npenapamor diln 3fT e oqeub
pedKux aty.tflnx Jnot cem gHaqumanbuo noobrtaambcn KoHqeHmpa4un s rutalMe Kposu
mp u2J, u 4ep ud o e, .t mo c n o c o 6 cmey e m p aJ I umuru n aHKp e am umo.
Scmpozeuu yseJruqusatom KoH4eHmpaqurc mupeodcsn3brsaKruleao zaofiynuna, qmo
npueodum K odqeJvy yoeJruqeHun, KoHqeHmpaquu quprEnupynultrx zoprwoHos t4umoeudnofi
Jrcenesb, (xonqenmpaquu ceo6odnux eopmoHor Tj (mpufiodmuponun) u Ta (mupoxcuu)
oficruo He usMeHnnmcn). Konqenmpaquu dpyzux ccnsuoanr4ux flenKos 6 nna3me Kposu
(mpancxopmuH, arcfynuu, csn3btoarcr4ufr nonosbte zopMoubt) nozym maKilce nosb,urambcn,
qmo npusodum x ysaruqefuun Ko&qeHmpa+uu 4upKynupyuil4trx utnKoxopmuKocmepoudoe
u noJrosbtx zopmovoB. Kon4enmpa4uu ceofioduttx tutu 6uonozuqecKu aKmuaHbtx zopJtto*os
He uzJjreHntomcn. Bosmo)rcno ysaruqeuue KouqeHmpaquu dpyzux tuta3Jnewuwx fienxoe
(c uc mem u aHz uo meHz un oz e n /p e n ua a, a- 7 - aHm ump un c uH, qepyno na azn u n).
Ifpuneuenue 3fT He yny.ttuaem KozuumunHbte Qynx4uu. Hnercmcn coo6t4enun o
nosulaewuu pucwd pa3sumun detwen4uu y JrceHt4uH, Haqanraux npumeHeHue 3fT
(xotn6unupoeanuofr urru monbKo ?cmpozeHcodepucar4efi) noane 65 nem.
flpeuapar Oeuocros' 2l l0 He rBJuercs KoHTpaqerrrlrBHbrM cpeAcrBoM.

Bnunuue na cnocofiuocmb ynpasnnmb mpaucnopmubultu cpedcmeatuu u Mexauunnt(uilu
Cnedyem coflnndamb ocmopostc*ocmb npu ynpasneHuu mpaHcnopmHbtmu cpedcmcoJnu u
JnexaHu3lnofitu, y.tambrsan pucK cosHuwruooenun nofioqHbw peax4ufi co cmopotu uepeuofr
cucmewbL

B cnyrae Bo3HI{KHoBe}IIit Bo[pocoB, Kacaroquxcr reMbr AtrrrHoro nucbMa r{Jrr.I [pr.rMeHeHr,rt
npenapara Oeuocrou- 2ll0 (,{r.r4porecrepoH + 3crp44Hon&), a raK xe coo6uleHus o
HexeJlareJlbHbrx tBJIeHHtx, BhrflBJreHnbx y [aqueHToB, [oryqaBrrrux rrpe[apar oeuoctono 2/10
(AnaporecrepoH * Scrp4qnor&), rpocr{M Bac uanpaurrrb r{x B KoMnaHr{ro OOO <366orr
Jla6oparoprr3 D ro cneAyroqeMy 4Apecy:

l25l7l, r.Mocrna, Jlennnrpa,4cKoe ruocce l6a, crpoenue 1,
EnsHec rIeHTp <<Merponoluc>
Tene$on: +7 4952584280
Oaxc: +7 495258 4281
Email : abbott-russia@abbott. com

.{onomlureJlLHo, ueo6xo4uruo HarlpaBnf,rr coo6qeH}u o no6o.nrrx AeficrBu-sx, B ToM qricJre

no6oqnrx geftcrnHrx, ue yra3aHHbrx B HHcrpyKrIHsx no npr{MeHeuuro neKapcrBeHHbD(

Ten.:
OaKc:

Page 9

=l 
Abbott

lrrJ A Romise lor Life



OOO <966on lla6oparopus>

PoccnicraR @eAepaqnn 125111.
r. MocKoa, Ienuxrpa4cxoe
uocce 16, crpoexue I
Eugxec qexrp <Merpononuc)

Ten.: +7 (495) 258 42 80
Oaxc: +7 (495) 258 42 81

npenapaToB, O Cepbe3HbD( HexeJIaTeJIbHbIx peaKIII{fi, [puBeAIII[Ix K cMepTu, BpoxAeHHbrM
aHoManI{tM ItJrI'I nopoKtM pa3BI{TLIt ilLr6o npeAcraBJrtlouux co6ofi yrpo3y xr{3gr{, Tpe$yroqux
roc[uraJl]r3all]tH ]InI4 np]IBeAulefi K crofiKofi yrpare rpyAocnoco6Hocrr,r u (rnnu) uHBaJruAHocrrr;o HenpeABIIAeHHED( HeXeJIareJIbHbIX peaKrlr,rtx, B TOM qHcJre cBr3€tHHbX c [puMeHeH[reM
neKapcTBeHHoro [peflapaTa B cooTBeTcTBHLI c LIHcTpyKIII,Iefi no [pr{MeneHr,rrc, cyrrlHocTb HTtxecrb KoropbD( He cooTBercrBoBaJILI IrH$opMaIIuu o neKapcrBeHnoM npenapare,
coAepxuuqeftct B I{HcrpyKrII'Iu rro ero rpr{MeHeHr{ro; 06 oco6egtrocrrx B3iMMo.ueficrBr{t
neKapcrBeHHhrx npenaparoB c Apyrr{Mr.r JreKapcrBeHHbrMH flpe[aparrMr.r, Korop6re 6smu
BhLflBneHbI nprl npoBeAeHlr[ KJrI{HHqecKI,Ix EccneAoBaHLrir tr npI{MeHeHLI}r JreKapcTBeHHbD(
npe[aparoB B oeAepanbHyro crryx6y no HaA3opy B coepe 3ApaBooxpilreHr.r, ro aApecy:

109074, r. Mocrna, Crassncrar nJrorrl4Ab 4, crpoenne l,
Tene0oH/@aKc: +7 499 578 0l 3l
Email : pharm@roszdravnadzor.ru

C ynaxeHueu,
Alexcefi Psxnn
Meue4xep no QapnaaroH4A3opy
Perynmopuhrfi orAer, OOO "066orr Jls6oparopus" rffi:"#'31"

Ann Ao*Yue$roe
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