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O Honrx AaHHbx no 6esonacHocrr,r
neKapcTBeHHOrO lpe[apaTa

Kiraqu.q

@e4epzurruaa cnyl*la IIo HaA3opy B c$epe 3ApaBooxpaHeHr4f, B paMKax
ucllonHeHl4t rocyAapcreeHHofi QyHxqnu IIo MoHI4TopI4Hry 6esouacHocrq neKapcrBeHHbrx
nperaparoB, HaxoA.fiuluxcfl B o6parqeHza Ha reppLrropnu Poccnficxofi @e4epaquru,
coo6ulaer cneAyroqee.

Poc:4panHaA3op AoBoAt4T Ao cBeAeHH-f, cneq'aJrr4croB 34paBooxpaHeHr{r rr'cbMoooo <366orr Jla6oparopI43) o HoBbIX AaHHhrx ro 6esonacHocrr. neKapcrBeHHoro
nperapara Knaqra4 (MHH: KnapurponarEqzH), ruro$uru3ar Anr rrpr4roroB rreHuflpacrBopa
Enfl nu$ysrafi 500 Mr, rpoI,I3BoAcrBa <@avrap Jleur>>, @paHqnr (perncrpaqgoHHoe
yAocroBepeHrle lI N012673101or 03.10.201 l).

llpunoxeHr.re: Ha 8 n. n I exs.

Bpuo pyKoBolr{reJrt ,//

l//o^-2.
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CneuuanncraM 3ApaBooxpaHen[s

!ara: 22or<rn6pn2013

Re: llrueHeHnn lrr0opMeqrrl no 6e3orracHocrrr npenrpara K;raqnq@ (Knaprrpomnq[H),

Jruo$nJru3ar AJrc npuroroBJreHnfl pacrBopa AJrfl rlu$y3rrf 500 ur.

Vnaxaeuue cneuutJrrrcrbr 3ApaBooxpanenna!

KounaHus OOO (3660rr Jl36oparopn3)) cBuAereJlbcrBJer BulM cBoe noqreHue u r.ruQoprraupyer
o HoBbIx AaHHbIX ro 6e3onacHocrn flpenapara lhru4ud' (KnapumpoJnuquH), nuoQuttuzam dnn
npuzomoanetun pacmcopa dnn unQytuit 500 me, rpor.r3BoAcrBa OaMap Jlorru, Opauqur, Ha
ocHoBaHLIn l.rgueuesnfi, yrBepxAeHHbrx MrrHrlcrepcrBoM 3ApaBooxpaHeHus poccuficxoft

Qe4epaunu (perueHue o BHeceHHH r.r3MeHeHufi B AoKyMeHThr, coAepxauu{ecr B

perIrcTpaIIHoHHoM Aocbe Ha 3aperucTpHpoBaHHuft npenapar Ns MeAfiUHHcKoro npr,lMeHeHr{t
I{b20-3-435 923 /I4NV13M-Y or I 9.09.20 I 3).

I4gMeHeHHc 3arparl{Balor cneAyrouue pa3Aenbr HHcrpyKrlux no [pr,rMeHeHnro neKapcrBeHHor-o
npenapara r.m MeAItuHHcKoro npr{MeHeHnr (uoeue AaHHhre Bbr,qeJreHbr nonyJtcupHbrnr
,typc us H brJv tup uQmou\:

TEKCT I{3MEHEHI{R
Oapmaroror[qecrfle csoft crsa
Oapmarog[HaMnna
MnHnuzutrHble roA:tBJl.f,lolque KoHqeHTpaqHLI (MnK) rnapurpoMr.rrrxHa r.ns 6olnru[HcrBa
nor6y.uurereft ueHrure, qeM MnK spr,rrpoMnuuHa I cpednetu na odno log2pazeedeHue.
Kpone mozo, dannue in vilro u in vivo yxatbtsanm Ha mo, qmo t<JrflpumpoJttu4uH deucmeyem
Ha KnuHu.tecKu 3waquilorc audu muxofiaxmepufi.
Axmueuocmb KnapumpoJvuquHa I omvorueHuu 6onuuuucm6a tamaJuJrtoonepequcnet*btx
HUJtCe JVUKpOopzoHUSlilOS dOXAtAnO XAX in VitrO, mAX U I KnUnUqeCXOil npaKmuKe npu
t a 6 on e e a n unx, n e p e., ucn e H H brx s p a3 d erc << II o xat an un K n p uJve H e H u K) D.

QaDnaxoxunemuxo
Eo.ryauwe c .vuxo6armepu(ubHdau uuQex1ut vu
B nacmonulee spann nem o6o6r4eHHbtx dannux no stympusenvo.Dry npuweHeHurc (e/e)
,<JtopumpoJrtu4uHa npu muxofiarcnepuaflbnbtx unQex4unx, uneurmcfl
Qapmaxoxuwemuqecxue dauuote nptuteueHun ma6nemox ruapumporrtuquHa npu ?mux
unQex4unx

lloxacanrlfl K nptlMeHeHnro
14HQerqnoHHo-Boc[aJIHTeJIbHbre 3a6oneBaHr.u. BbI3BaHHbre qyBcrBr.rrenbHbrMu K

Idrop umpoJrt u 4uHy MnKpoopraHI{3MaMH :

. un$eKquu HuJrcHux dcuamenbHbtx nymefi (raxue xax 6poHxr.rr, nuenuonne);
o un$ex4uu sepxHttx doxamenbHbtx nymeu (rarue rcax $apraHrur, cuHycur):
o I{H$9KIIHH KoxH H MflrKLrx rraseft (rarcue rar SollnKynHr, BocrraJreHne no.qxoxuofi

K;rerqarKn. poxa):

Ten.:
Oaxc:

;=l Abbott
hild A Promise for Life
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. AI{cCeMLIHHpOBaHHble Ii.]/.U JIOKtIJIH3oBaHHbIe MnKo6aKTepr.tai'rbHbre HHoeKUHH,
BbI3BaHHbIe Mycobacterium avium ra Mycobacterium intracellulare;

o JIoKiI[u3oBaHHbIe HH$eKIlHtI, BbBBaHHbIe Mycobacterium chelonae, Mycobacterium
.fortuitum u Mycobacterium knnsasii.

llpornnonoKa3aHrrr
o floBbnueHHiul t{yBcrB}rrerbHocrb K KoMnoHeHraM npenaprau ApyrHM MaKpoJrr.{AaM.
o Odnoepertewwbrir npueJv ,sapumporuuquHa co cnedynt4u*tu npenapomailu:

acmeJvuson, qusanpud, nuttotud, mepQenodun (crrr. pa3Aen <BmnuoAeftcrsue c

Apyfl.rMH neKapcrBeHHbrMu cpe.lcrnaun >).

o OdnoeperteHHbtil npuen Kflapumpoiluuuna c utKanouduttu cnopbtHbu, Honpuvep,
?p?omailuH, duzudpotpzomailuH (ctv. pasden (Bsotuilodeitcmeue c dpyztunu
ne Kapc ms e fl H brJn u c pedc ms un b)).

o Odnoepeuenuaru npuaw KfiapumpoJtrurluHo c uudosono*toJv dnn nepoputbHo?o
npuileHeHun (cJrt. pazdea <Bnuuodeficmaue c dpyztuttu neKapcmseHHbtJjtu
cpedcmeauu>).

o flauneurbr c HaJrHrrHeM B aHaMHe3e ylr.unenrfl I,IHrepBiIna QT, xenyaoqxosofi apItrMHLr

HnH XenyAoqKoBofi TtxI{KapA}lH TLIna (nHpy3T)).

o llaqueHmb, c ?unoxoJrueMuefi (pucK ydnuneuun unmepcana QT).
o lfaquenmot c mnlrenofi neqeno"nofr nedocmamoqHocmbro, npomeKorct4eu

odnoepenenHo c no.te.tnoil nedocmomoqHocmbur.
o Odnoepe"ueunufi npueilr Knapumponuquwa c uHzu6umoparnu fMf-KoA-pedyxmant

(cmamunanu), Komopbre I sasqumenanoit cmenetu memafionu3upyrcmcn
uzoQeptnenmon CYP3A4 (noeacmomuH, cuiltnocmamun), I c8n3u c nooiltaetueM
pucKo ltuonamuu, ownnqan pafldomuonut (cn. pafiea (Bcoruuodeilcmcue c dpyeunu
n e Kop c ms e H H btJ|r u cp ed c me am u n ).

o OlnosperraenHuft npueM KnapHrpoMI{uLIHa c KoJ'IXsuuHoM y [auueHToB c napyuenHofi

SyHrur.reft neqeHLI ItJtH noqeK.

o flaquenmb, c xorecmamuqecxoit tcanmyxofr./zenomumon I oHaJvHeSe, pagcustuuxcn
npu npuJveHeHuu Krapumporuu4uHa (cn. pafiet <oco6ue yxozanun>).

. flepnoA zpydnozo scKapmJrusaHun.
o ,4eru Ao l8 ler (:SSerrltBHocrb n 6esonacHocrb He ycranonaeuu).

C ocropoxHocrbx)
o floqequiur HeAocraroqHocrb cpegnefi u rrxelofi crenenu.
o lleqenoqnafl nedocmamo,tHocmo cpednefr u matcetofi cmenenu.
o MuacreHur gravis (no:voxHo ycI,IJIeHHe cnunrouon).
o OlHospeuenHuft rrpueM K;rapr.rrpoMr{rruua c fienzodua3enuHoJ}rtr, maKuMu KaK

utnpason(u4 TpHrL3oJraM, Mr.rAa3oJlaM d,an stympuseHuozo nptuileHeHun (cet.

< B :auuoreft crsne c Apyru M H neKapcrBeHH bIM H cpe.qcrBaMu >).

o Odnoepenennui npueil c npenapamauu, Komopue,uemafionrcupyKrmca utoQepuenmon
CYP3A, Hanptauep, xapflatuaienuH, qunocmason, 4utarocnopuH, duzonupunaud,
Memunnpeduugonou, onenpa3on, Henpnttbre otmuKoazynnHmil (uanpunep, eapQapun),
xuuudttH, puQafymun, cwtdenoQnt, maKpoJtruwyc, eundnocmun (cu. pasden
< B n wu ode fr c me u e c dpyz u*t u r e Kap c ms e H H butt u cp e d c me an u r ).
o Odnoepeuennati npueJu c npenapamamu, undy4upynt4tuvu utoQepnenm CYP3A4,

Page 2 ffil,*:P,t*
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Honpuilep, pupoJjrnuqu*, Qenumoun, KapflaJrrasenuH, Qeno6ap6umwt, ?sepo6ou

npodbtpnaneHHbtil (c;rt. pazden <BcauModeicmoue c dpyztuuu neKapcmaeHHbuilu

cpedcmsalrrbr).
o odnoeperueqHbrit npueril c flnoKamopLuu KaJrbqueSux KAHQJTOS, Komopbte

r|tema1onwupyemcfl wofuepJveHmoJ|r cYP3A1 (nanputep, EepanonluJt, OirJrodunuH,

dunmuaze'u),
o llaquenmu c urue-MuqecKo[r fuonesnaro cepO4o @6C)' mn"ca'ofr cepdeqgofr

HeoocmamoqHocmbn, ?unoJnoz*uewueil, sbtpaJrcenuoil flpaduxapduert (menee 50 yd/mun)' a

maK)tce naqueilmbt, oaHospeJueHHo npuHtu4arot4ue aHmuapumJiluqecKue npenapomb' IA

6trocca (xunudun, npoKauHgJvud) u III xnocca (doQemuud, wuuodapoH, comu,on)'

o EepeueuHocrb.

flpuueHeHne nprl 6epeueHHocrrl If B nepuoA rpyAHoro BcKapMJrIrBaHHfl

Ee:onaCHocrb l{cno,{b3oBaHnt KnapHTpoMtdIIHHa Bo BpeMt 6epeueHHocru I'I JIaKTaUHH He

ycTaHoBJIeHa.

ilp""."a"ue npu 6epeueHHocru (oco6eHHo B I rpnuecrpe) Bo3MoxHo ToJIbKo B cnyqae

omcymcmsun urbmepHamusHofr mepanuu, a noreHul4tulbHttt [oJlb3a AIrg MarepH npeBbluaer

noreHul{aJlbHbtfi PHcK Ant nnoAa.

Knaprar:por"r v\trl nbtS^dum1n BMeCTe C rpyAHblM MoJIOKOM. IIpu neoaxodttttocmu npueila I

n e p uo d n a Kmo tl u u, ? py d Ho e s c KapIrJt u 6 aH Ue H e o 6xo d tttto n p e Kp am u mb.

fio6oqsoe AeficrBre
Affrepru.Iecrcile PeaKu[Id

i;r'#;::l"nu6r'u*tol'IAHat peu*u,n"'". r,repqyBcrB'rerlbHocrb' AepMarur 6y:uernutfi/' ryA'

Kpar riBHI.IU a, M a,gno-n anynuw an c bt n b"

Heuseecmtttt; aUa$I{JIaXruqecKUI' peaKUHfl. CuHApoM C'rr'rneUCa-'{XOHCOHa' roXCH'reCXHfi

3nltAepManrHrrfi HeKpoJIn3, neKapcTBeHHarI cblnb c ?o3HHo$nnneft u cHcTeMHOfi

cr4MnroMarHxofi (DftESS- c uHilpoJ|l)'

Vacmo: zoJtosHan 6onq decconnuqo'

Hertacmo: norepfl cogHa"r'tg'. AHcKuHe3-Ht', fonoBoxpyxeHl{e' coHJlHBocrb' TpeMop'

6ecnoxofi c rBo. noabt taeH^an eoz1yd tuttocmot,'E u'l'
Heuzaecmuo: cyAOpOrH. ItcllxoTuqecKHe paccrpoficrna. cnyTaHHOCTb co3HaHng'

AeIIepcoHiIJrH3auIt'' Aenpeccuc' Ae3opHeHTa\y;1, |ttJIJIIoIIHHaqI{n, HapyuIeHH' cHonnAennft

( <roruuapHble )) cHoBlt.qenur ), n op ecm6 un''laH un'

Co cropoHH roxHux noroogos
Vacmo : I,IHTeHcnBHoe noroorAeJleHlae'

H euzee cmuo.' aKHe, nypnypa llles,refi Ha-f eHoxa, zeJnoppoz u u'

Heussecmuo: noqeqHar HeAOCTaTOqHOCTb, I{HTepcTuuualsuuft ue$pur.

Co croDoHH o6Meua seruecrs H nuraHlrs

Heqacmo: aHopeKcut. yxyArueuue arlneruTa'

H e uz c e c mn o : z u n o?-r uKern ut.
Co croponrt onopHo-rl,nurare;rbsoro annaDara t :
HeqACmO: .+tiltAeqHbtit CnA3il' . KOCTHO-MbILIeqHalt CKoBaHHOCTb- ' 'iUUU|ZUn '

Page 3 ;ffi Abbott
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HeugeecmHo; pafldoJuuontv2 
*, 

Muonarn fl, ycrarcHue ctuilnmowor firuacmeHuu gravis-
Co cropoHH nuutesapureruHofi cncrel,trt
Vacmo: rnape*, pBora, Ardcnencus, TourHora, 6ono s o6nacrn xnBora.
Heqacmo: eloSarur', ?acmpo?soQazewtauan pefunroKcHan 6onecno2, racrptor, npowmoflzut2,
croMarnr, rJIoccLIT, $dymue ,tcu^oma4, 3aflop, cyxocrb Bo pry, orpbDr(Ka, MereopH3M,

xorecmas4, zenomum I m.q. xonecmamuqecKurt uru eenamo4auprnpHbrrt4.
Heussecmuo: ocrpsrfi [aHKpear[T, n3MeHeH[e qBera t3hlKa n :y6on, [eqeHoqHilt
He.[ocraroqHocrb, xeJlTyxa.

n "r*^o 
t u"r"J, nocosoe t<ponomeqe n ue2, rpou6oau6olur neroqnofi aprepul'I'

Co cropoHur opraHos qyncrs

{acro : ArlcreB3nfl , Ir3BpauleHne BICyca.

Heqacmo: Beprldro, HapyueHue cJlyxa, 3BoH B y[ax.
Heuscecmuo.' rflyxora, areB3nr (no'repr Br(ycoBbIX outyuteuu[), napocltur, anocMu.fl.

Heqacmo: ocraHoBKa cepArra', MepuareJrbHas apurunt', yAnLIHeHLIe ltHTepBara QT Ha

sneKTpoKapAHorpaMMe, 3Kcrpacn crolru'-t , TpeneraHH e npedcepduit"

Heusgecmno: lrenydo,tr(oean marxuKapdun' I mo.Dl vucJle muno "nupy?m".
Jla6oparopHrte noxagareru
Vacmo; orKJIoHeHLIe B neqeHovnoi npo6e.

Heqacmo: noebrtaeHue KoHqeumpaquu KpeatnunHa', - nocbtutenue KoHqenmpaqul

Mor{eBHHbI', r3MeHeHHe orHouleuur als6yunH - rlo6ytun', lefircoueuu4 neAtmponeHun',

zotunoQtutuna, mpoilfuoqumeJuufl3, KpoB[:
(ACT),

ar'raH nHaMu HorpaHc$epurbt (AJIT),

?aJililaarym**^joicQepant [fTD4, t4eaounoi QocQamazbf , naKmamdezudpozeHosb,

UTDO.
HeuEcecmuo; arpaHynouuro3. TpoM6oqnroneuns.. )taenu,teHue ?Ha.,eHun MexnyHapoAHol'o

HopMallr3oBaHHoro orHorrreHr,rs (MHO). yAnHHeHHe nporpou6uHoBoro BpeMeHn. Il3MeHeHHe

uBe'ra MoqH, nocutaeHue KoHqeHmpa4uu 6uzupy6una e Kposu.

O6uue paccrpoffcrsa
fluro **o: $re6ur B Mecre HHbeKuutl/.

Vucmo:6ors s Mecre taHrexuul.t', BocttulneHue B Mecre uurexuNtlt'
Heqacmo: uedomozanue4, zunep^epuunt, acreHut, 6ono e zpydnou KremKe4, otno64,

J'moJunnerlocmbt .

14 H OexultoHn ute n n ap.agHrapH rte ra6ofl esaHldg

He,'acmo:u"nno,@epum',smopu1Hb'eunQex4uu'1emomqucne
aazanantnorc).
H euseecmuo: nceBAoMev6paHo:urtfi Kornt, poxa, ?pI'ITpa3Ma.

II a que nmot c n oilaene H H btJtr ttJrlJtty H umemoJ|l
y naUuerymos co CIIIIIow u dpyzunu u,r,ttvynodeQu4umatuu, nonyqonr4ux
NropumpoJrru4uH s 6onee sbtcoKux docax 6 meqeHue dnumenonozo sperveHu dnn neqenun

muxoSaxmepu&nblbrx unQex4uit, qncmo mpydno omfluqumb HezrcanmenbHbte tQQexmot
n p e n op s mo o m c uJJt n moJno 6 B H V - un Qe K 4 u u uJt u c o ny mc msy n t4e?o s a6 on e e a n un.

Haufionee qacmbr,uu HercensmenbHbt*tu n6neHunJwu y naquetmos, npuHtutaEruux
cymoqHyo dosy xnapumpomuquua, pastyro 1000 me, 6ouu: motawomq pcottro, wspauleHue

noBbrureHHe KoHueHTpaIInH B

ac rrapraraM Lr nor:pauc$epzu bl

Page 4 ffi**P?I:
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srEca, 6ona s odnacmu Jousoma, duapen, cbrnb, ilemeopuajt, zonooHan 6onq ?qnop,

HapytaeHue cayxa, no^brtaeHue KoHqefumpa4uu ACT u AJIT s Kpostl Torcrce omrttequrucb

cny,tau Hettceromenbfubtx nsneHuil c Hu3KOrt qACmOmOrt SO3HUKHO&qHW, mAKUe KAK

odouaxar 6ecconau4a u cyxocmb so pmy.
y noquenmos c nodaurentbut tulJjtyHumemoJvt nposoduJru oUeHIV nafiopamopHbtx

noKa3amenefi, aaonuzupyn ux sHaqumenbHbte omxnoHevun om HopJttb, (pnKoe nosbttueHue

tutu cHuJEeHue). Ha ocuonatuu danaoeo Kpumepufl y 2 - 3 %o na4ueHmos, noflyqastaux
RnapumpoJuutluH e doce 1000 ne eucedneeno, 6uno sape?ucmpuPosaflo tHaqumenbwoe

noobttaeHtre Ko*qeHmpaquu ACT u AJIT I Kposu, a maK:tce cHultceHue qucna nefrKoqumos a

mpoJy1oryumos. y Hefionbwozo quaru noquenmoc maKJrce 6outo sapezucmpuposoHo

no^bttaeH ue KoH4eilmpaquu ocmamoqHo?o a3omo t lotteIuHbt-
* B nexomopbtx coo6t4eHunx o pofidoiluonuse Knapumpoiluquv npuHttilutcn coaJvecmHo c

dpyeuuu neKapcmse\Hbuvu cpedcmnuJtu, c npueMorv Komopbrx, KoK ugoecmHo' csntaHo

pass um ue pafldoJu uon wa (cmom uH bt, 0 u6pambt' KoJtxu,luH ra, u annonyp unoa).
ICoo6t4enun o OoHHbrx noflottHbu peaKqunx 6ouu nonyqeHb, monbKo npu npweweHuu

npenopama Kna4ud@, nuofuunwam dnn npuzomouteHun pacmsopa dnn uHfy?uu.
2 Coo6t4enun o douHbrx nofloqubtx peaKqunx 6onu nonyqeHbt monbKo npu npuJveHeHuu

npenopama l(na4ud@, maLnemKu npono*?uposa*Ho?o deficmcun, noKpumbrc nneHoqHort

o6onoqxort.
3 Coo6t4enua o douubrx noflottHux peonqunx 6tutu nonyqewu monbKo npu nptaneHeHuu

npenapama Knoqud@, nopouoK dnn npuzomoarcHun cycnetsuu dnn npueua etympb.
a Coo6t4enun o doHHaE nofiortnilx peaKqunx 6cuu nonyqetbt monbno npu npuneHeiluu

n pe n ap a ma Kn a 4 ud@, ma 6n e m x u n o Kp b, m u e nn e no q n o fr o 6 ono qxo fr-

llepeloruponra
B cny.rae nepeAo3l.lpoBKr.r cne.qyeT rIpeKpaTHTb npHMeHeHHe BiB KnapI4TpoMI'IUl'IHa H Haqarb

rrpoBoAHTb cooTBeTcTBytotuylo c ltilnmoJjtomuqecKyto Tepanulo'

Bra nn'toleft crBne c ApyruMH lre Ka pcrBeHH bl Mtl flpeflapare M]r

Atxanoudb, cnopbrHbu
Ilocmtnapxemu&zoobte uccaedooatun noKasbtoarcmt .tmo npu cocMecmHo'u npluteEeHuu

KrapumporyuquHa c ?pzomo*tuuorrr utu duzudpo?pzomoiluiloJrr hou\rottcHu cnedyrculue

tQQexmo4 consoHHbre c ocmpu,t omposneHueJjt npenapamailu ?pynnbt ?p?omoJrruHos:

cocyducmuil cnattu, urueJuun Kouequocmeit u dpyzux mKawefr, cxnru4an qeHmpu,bWyn

HepyHyro cucmetry. OdnoepetveuHoe npuJveHeuue KnapumpoJnurluHo u anxatoudoe

c n opbr H b u np o m uso n o Kasa Ho (cn. p azdet " II pomueonoxotan un "),

Branmolefi crBnfl 
' 
o6yclon.neHnbl€ CYP3A

Mera6ornsNr cneAylorqux rpenaparoB/r,raccos ocyuecrBJlflercs reM xe u3o$epMeHT0M

CYP3A, qro ra Naera6o,rHsr\,r KnapHrpoMHuHHa. Hanpl{Mep, aJI[po3oJIaM, rcap6aualennH.

uHJlocTa3ol, uHKJIOCIIOpHH, .4I,t30IrLrpaMH.{, MeTHnnpeAHH3OJIOH, MHAa3OnaM, OMenpa3oJl.

Henpnntbre aHTuKoaryJ-uHrbl (nanpuuep, aap$apr.rH), xI4HHAHH. pr'r$a6yrraH, culgeuaQul.
raKponnMyc. 'rpHa3o.naNr u sr.rH6racrun. Taxtce x CYP3A azoHucmort omHocnmca c'redynt4ue

npenapambr, npomusonoKosailHue K cos,uecmwofily npuiaeHeHuKt c ,&lapumpoJrtu4uHoJlt:

ocmertuion, 4uzanpud, nu,+,to3ud, mepQenadun, noeacmamuH) ctavsocmomut u atxanou0ct
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OOO c966orr fls6oparoplts>

Poccuicran OeAepaqun 12517 1'

r Mocxaa. flexuxrpaAcxoe
r.uocce 16, crPoeHxe 1

Et,rgxec qeHTP (Merpononrc))

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

cnopbtHbu (cu. pafien K npomusonoKatail un))'

I,I Hrn6uropbr f M f -KoA-pelyxr Ntrl (c mamut bt)

Coeuecmnatil npueil KnupumpoMulluHL c nosacmamu$oJtr unu cuMs0cmamuHorrr

npomusonoKg3aH (cn. potdut'Kllpomu1onoKaSagunD) I cen3u c meJu' 
"mo 

dannue

cmamuHb, 8 s,oqumenblott cmeneHu Jnemaftonusupyormct rcobepileHmou cYP3A4' u

cosnrecmfioe npwneHeHue c KnapumPo,lutlu'row nofiutaaem ux cb'sopomoqHbte

Kn|qeilmpa$uu, qmo npusolum K nosbtule$un pucKa passumun Inuonamuu' sKnK"tan

pioii^uonw. 
'Coo6r4anocb 

o aryq(nx paqlomuonuta y naquegmos' npuH'uro6'aux

,iJtopumporru(uH cosrlecmHo c dannowu npenopamor|lt/- B cnyqae HeodxodttJrtocmu

npul'eileHun,(J,apumpo,|u4u\a'arcdyemnpeKpamumbnpueunosacmomuwauJ|u
crav^acmamuHt HO SpAVt meponuu'

KnapumponupuH Cnedyem npu.ilrcHnmb c ocmopoJtc\ocmbn npu 
'<ot"6uHuposaHHoit

meponuu co cmamuHanu B cnylae Heotxoltuttocmu cosilecm&ozo npueila, peKoJve$dyemcn

npuHturamb HouMe\buyn doty cmamuHo. Heo^xodumo nptaneHflmb cmomuHbh He

3a8 ucnt4ue om Me mafion-uztna c Y P3A (nanp uwep' Qnyeacmom uH)'

KulxnqnH
Y napuenmos c HOpItrOJtbHou Qynxqueil noqeK u ne\eHu HeoLxodtauo c\uJ'comb dfiy

KoJtx u t1 u H o n p u od n o e petu e H H oM n p uJil e H e H u u c Nr ap umpoJn u quH oru'

odnoepeueHiloenpu.fr'eHeHue.Knapumpo,|uquHauKoJlxuquHanpomusonoKasaHo
naque,ma*r c HapytueHHotr $ynx4ueA neqe1u tu'u no"eK (cn' pa3den

" fI po m u a o n o xaz a n un " ).

@ennronn H surbnPoesan Kua'oma

I,lrraelorcc IaHHble o B3ar{MoAeficrsHcx nHruonropos cYP3A (exllouar KnapHrpoMIAUnn) c

rpenaparaMr.t. *orop"r. He Mera6oJ]Hgupylorcc c noMolublo cYP3A ($eunrouuou vr

oa.zonpoeeoit xucaimoit). Als AaHHbIX npenaparoB, flpH coBMecrHoM npuMeHeHHH c

KnapI,ITpoMl,Iut'HoM' peKoMeHAyeTcc onpeAefleHl,te ux cb'SopomoqHb,x KoH4eHmpa4uu. max

KAK Lwenmcn coo6t4enun o6 ux no0btuteHuu'

Eao xa mo P u Kur b que I btx KaH ut o I
IIpu odnoepeileHHuJtr npu?teHe\Uu Knapumpofiru\UHL U taoxamopos Kanb4uesbtx KoH(Uto8'

Komopbre Memo1onusupyemcn rcoeepmenmon CYP3A4 (nanpwtep, seponor|rtLt'

uranodunun, dutmuarcn), c,,tedyem coLnndamo ocrnoporrcHocmb' nocKonb'(y cyuecmsyem

Puc( so3HuKHo6eHun apmepuoJ,bHofr zunome,&u'L llnaznaennorc KoHqeHmpa4uu

KnapumpoJruuuno, maK,Jre io* 
-u 

funoxamopos Kurbquesbx KaHoJto&' 'tiloeym noobtlaambcn

npu o\Ho1peile1HoJ|r npuJveHeHuh Apmepuanonan zunomeHsun' 6paduapumJilun u

rogmoagudos epJrtoJrcninpu od1ospeileg*ow npueile KnapumpowuquHa u sepanuuura'

Oco6ue YKa3aHtlq
IIpu [pr,rrvreHeHl4H KnapI'lrpoMHUHHa coo6ulalocb o IIeqeHo'IHofi Asc$ynxqnn (nonutureHHe

KOHUeHTpaur4r.r n"""no"rorx tfeprraeuroe B _KpoBH. fellaToueurclrpnutfi ulunvt

xojrecrarr.rr{ecxufi renar,r , **^yrort utu 6et). IleueuoqHan ducQynxqun MoJ'cem 6otmt

mnxcettoit, HO ofuctqno nsflnemcn O^pamwtoit' l4uenrcs cnyr{aH neqeuoqnofi

HejlocrarorrHocrg c JleriulbHbrM r1cxoAoM. fJIaBHbIM o6parou cBgSaHHble c Haruq[eM cepbe3HbIX
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OOO c966orr lls6oparopns>

Poccxicxar <DegePaqne 125171 
'

r. Mocraa, JlennxrpaAc*oe
uocce 16, crPoeHne 1

Brgxec qexrP <MerPononrtcD

Ten.: +7 (495) 258 42 80
OaKc: +7 (495\258 42 8'l

conyTcrByroulnx 3a6oneBaHnfi ulultt oAHOBpeMeHHbIM np[rMeHeHneM Apyrux JIeKapcTBeHHblx

CpeACTB. flpu nOrUeHuI{ [pI'I3HaKOB u CTAUumOMOS tefiATATa' TaKnx KaX aHopeKcnt' xer'ITyxa'

nOTeMHeHLte MOTIH, ry1, 6OnefHeHHOCTb XIIBOTa npg nZUIbn&[HH' HSO6XOA1MO HSMeAJISHHO

npeKpaTHTb Tepa[Hrc KiIapI{TpoMHuI4HOM'

Kaapumpouu\uH arcdyem c ocmopoJrcHocmbn npuJnewnmb y naqueHmos c utaeJvuqecKou

1onetnop cepd*o UiC), tttJrcenoil cepOeqHoi Hedocmamoq*ocmbn' zunoJnazHueJilueir'

sbryurce,Hoi 1paduxoidueu (nenee 50 yd/mun), o moKlce npu od^ospeileHHortr

nptoteHeHuu c aumuapumiluqecKturru npenapamuru l4Knacca (xunudun, npoKauHLilUd) U

tit Knacca (doQemunul, ujruolapoH' comoflon). IIpu daanux cocmonHunx u npu

ooHospeJve1Hoy npue.Me KnapumpoJrruryuHo c ?muilu npenapam2ilu cnedyem peeynnpHo

nposodumb KoHmponb ?neKmpoKapduozp0*luub, Ho npedMem yoenuqegun uHmepsono QT'

B cnyqae coshecmHheo npr&te0eHun c sapboPuHor|t trJtu dpyztu'tu HenpnJvb'Jrtu

oHmuKoa?ynflHmoJtru Heohx1dtrJrro KoHmponupnsamb MHO u npomporrtbunoeoe speilfl (crrr'

p*d en o ic a tafi o d e rtc ms ue c dpye wr u n e Kapc mse H H b&t u c pe dc ms oJtt u 
")'

B.nusgne Ha cnoco6HocTb ynpaBJlfTb TpancnopTublMlr cp€AcTBaM[ n 3aHflTuc ApyrHMH

noTeHUHaJIbHo ona3HblMIl BHAaMn AeflTeflbHOCTIrt Tpe$yrcrllnyn noBbIrlIeHHoR

KOHUeHTptuun BHHMaHufl u 6ucrporbl llcuxoMoTopHblx peaKur|fi

Cnedyem cofunndomb ocmopoJtc1ocmb npu ynpaa'euuu mpagcnopmHbu4u cpedcmggJnu u

suunmunx dpyeumu nomeHquutbHo onacHbtJuu sudaJrlu denmenaaocmu, mpefyto'4tuvlu

n o 6 bt ur e H H o fr Ko n 4e H mp a q u u I H tUil a H ufl u 6 u c mpo mbt n c uxottto mop H btx p e a K 4u il'

B C.nyuae B63HLIKHSBeHHS BonpOcOB, KagatoqtlxCc TeMbI AaHHofo n[ICbMa HJIH np1lMeHeHgt

lrpen;para KnauuAo (KnapurpoMItIIIdH), a raK xe coo6ueHllt o HexeJlarenbHblx tB'rleH,tx"

BbrrBJreHHbtx y naqueHToB. flonyqaBllI]rx rlpenapar K,raUuA* (K'napurpoMl'Itl[IH), rlpoclM Bac

HagpaBJrflTb r,rx B KoMnaHnro OOO (3660rr Jl36oparopH3) ro cneAyloueMy aApecy:

l25l7l. r.Mocrsa' JIeHnHrpaAcKoe lxocce l6a, crpoeHne l'
BHsHec qeHTP <MerPonolnc >

Tene$on: +7 4952584280
Oaxc: +7 495 258 42 8l
Email : 111]rt-r t t - | 9l1s t :l*l-4tr !)t'! I,ut: t-t !

!,onolHnrenbHo Heo6xoAHMO HanpaBJIflTb coo6llleHHfl O IIO6OqHbIX IeficTBHtX, B TOM ttHcJIe

no6ottHblxAeRcTBHcx,HeyKa3aHHbIxBHHcTpyKqfisxnonpI4MeHeHH}oneKapcTBeHHbIx
npenapaToB, O cepbe3Hbx HexeJIaTeJIbHbIx peaKul4ffX' npHBeAlxux I( CMepTU' BpoxAeHHblM

aHoMrrJrr,tflM I{nu [opoKaM pa3BHTI{fl JIH6g [peAcTaBIcIo[Iux co6ofi yrpo3y xlI3HI'I' Tpe6ytou1nx

focrr'Tuuru3arluu ,unu rrpHBeAuer K crofiKofi yrpare rpyAocnoco6Hocrld n (nln) I{HBtuIHAHocrn;

0 HenpeABHAeHHbIx HeXeJIaTeJIbHbIx peaKul.lflx' B ToM ql,Icj]e cBfl3aHHblx c npHMeHeHHeM

.ileKapcTBeHHoro llpe[apara B coOTBeTcTBI{H c HHcrpyKUHefi no npl{MeHeHurc' cylUHOcTb H

'rrXecrb KoTopbIX He cooTBeTcTBoB{UIH I'IHQopMaUuI4 o IeKapcTBeHHoM npenapare'

coAepxaue[cr B HHcrpyKlll4H no efo npHMeHeHn]o: ()6 oco6eHHocTtx B3anMoAeficTBlfl

-reKapcTBeHHblx I]pefiapaToB c .llpyrl'IMH neKapcTBeHHbtM14 IIpenapaTaMu' KoTopble 6slnu

Bbtf,B,tegbt npH npOBeAeHHI,I K,'II'IHItqecKHX fiCCneAOBaHHfi U npHMeHeHHU neKapCTBeHHblx
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OOO <966orr lla6oParoPus>

Poccr,ricxaa OeAepallxt 12517'l 
'

r. Mocxea, IlexunrPagcxoe
u.rocce 16, crpoeHle 1

6n3Hec qexrP <MerPononrc))

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

rrperaparoB B oeAepilJlbHyto cnyx6y ro HaA3opy B coepe

r bqoz4. r. MocKBa. CrascHcrcac nilorlaAb 4' crpoenne I '
TenerfoH/OaKc: +7 499 578 0l 3l
Email : p! t4t't tt t r t. t tr s4[-a-r r r a!4t11' 1,11

C ynaxeuneru,
A-nerceft PcxI'IH

MeHeAxep ro QaPMaKoHaA3oPY
PerymropHblfi orAeJI, OOO " 366orr Jle6oparoptls"

iApaBooxpaHeHHt rlo aApecy:

!r
i4,''' !

.!,. ,l i

,/ r",'/1 (-D'i
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