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OOO <366orr lle6oparopna>

Poccuicxan @eAepaqnn'l 2517 1 .
r. Mocxaa, flextxrpagcxoe
uJocce '16, crgoeHre 1

6usxec qexri nMerpononucD

Ten.:
OaKc:

+7 (495) 258 42 80
+7 (495) 258 42 8'.1

Cneqna,rucra M 3Apa BooxpaHeH Hfl

!ara: 0l anrycra 2013 r.

Re: HsiueHeHHc rHOopMauHH no 6e3onacHocrr{ rpenapara K.naqru@ (KrapurpoMrrurrH),
nopouroK AJrs npHforoBJreHHfl cyc[eH3Hrr AJrs npHeMa BHyrpb 250 ur/S mr.

Ynaxaeuu€ cn€quaJrncrbt 3ApaBooxpafi eHrrs!

KoNtnaHHc ooo (366orr Jle6oparopl.{3)) cBl{AereJrbcrByer BaM cBoe florrreHue r.r r.lrQopunpyero HoBbIX AaHHbx no oe3orracHocTH [penapaTa K-[aquA@ (K.napr.rrpoMr.{rlHH), noporuox'1,rr
rpHroroBneHHt cycueK3rvt.qns rpueMa BHyrpb 250ur/5 MJI, npon3Bo1crBa 366orr C.p.JI.,vrrwtus Ha ocHoBaHHH Hel{eHeHuft, yt"epx,{eHHbrx MuHucrepcrBoM 3ApaBooxpageHg,
Poccnftcroft Oeaepauuu (perueHue o BHeceHHr{ r{3Meuesufi B AoKyMeHTbr, coAep)Karquec.s BperHcrpaIIHoHHoM Aocbe Ha 3apefacrpupoBauHsrfi npenapdr Ans MeAr.rrIHHcKoro npHMeHeHH,
Ne20 -3 -4237 90 MNpr3M or 24.0 5.20 I 3 ).

l{slteuenu's 3arpaJ-HBaor cne.qytot(He pa3Aenbr HHcrpyKrrHH rro npHMeHeHHru neKapcrBeHHor.onpeflapara Ans MeAHrIHHcKoro npuMeHeHnr (Honue AaHHbre Bbr.qeneHbr nonyJrcuprtbtJrl
Kyp c us H brJn ut p uQ mon):

TEKCT I{3MEHEHI4fiT

@apuaxolorxqecKHe cnofi crna
@apnrarognHaMuKa
Munuttattouote nodasnnlor4ue KoHqeHmpoquu MnK) ,arcpumpowu4uHa dnn fuontutu^cmeaeotfydumetrefr,ueuorue, qeu MILK ?pumportu4uHo e cpedien ia odn'o log2 pazeedenue.
oxasorcoem 

^axmepuqudnoe 
defrcmeue 6 omHoureluu Helicobacir pylori; dannanoKmusHocmb KJtopumpofirutluHo Bbrure npu nefrmpoJrbHoJlt pH, uerv npu Kucno;n Kpouen'oao' dannue in vilro u in vivo yKa3unorom Ho mo, qmo ,<Jxapumpo.uu4ua defrcmsyem Ha

Kn uH uqecKu 3 Haq u*t ue e ud u u u xodaxmep u fr.
E em a -n a xmaJvr a3 u H e er un n m H o a,m ue H o c m b,<J, ap umpoM u q u H a.
EoaoutuHcmeo utmailtJrro, cmafiutoxoKKoo, pegucmeHmHbrx K ,emuqunnu^y u
o Kc o 4 UJm U ny, o 6n ad o n m y c mo fi .t u8 0c m b ro u K ru ap u mp oJtt u 4 u Hy.
Helicobacter ovlori
vyecmeumeJtbHocmb H. pylori K tllspumporrtu4uHy unyqanocb Ho u3oJrnmox H, pylori,eudeneuao'x om 104 na4aeHmo6' do uaqaro meponuu npertapomom. v 4 naquenmoe 6mnueudenenot psucmeHmHue K ,<napumpoJ+ruquuy urmarrJnbr H. pylori, y 2-x - ,umd*rJrbt cy'uepeauou psucmeHmHocmbn' y ocmoJtbnotx 98 noquelmor ,r3oramot H. pytori 6wtu,tygc m6 umanbw bt K KilAp umport u rluHy.

@apmar<orcHHernKa
Maxcunananan Ko{qeHmpa\un (cru*), nnouqadu nod xpueort ((KoH4enmpatlun_6peil,il)(AUC) u nepuod nonyeorcedeuun (Ty2) rcnapnrpoMurlr{Ha npu npueMe Aercxofr cycneH3nn(noc're e4ul) cocraBJItJIH 0,95 rrlrr/ru n, 6,5 rrnxr.vrr,tn u 3,7 uaconcoorBercrBeHHo, a npu [pueMeraorerxu 250 nar (Haroruax) - l ,l urcr/u n, 6,3 uxr.q/ur r.r 3,3 uaca coorBercTBeHHo.

Fl Abbott
k| A Fromrse ror Lrre



flora:aHnr K npnMeHeurrro
HnQex4uoHHo-BocnonumenbHbrc ta6oneeouun, Bbrs,o,Hbrc
tQap UmpoJrt u 4uHy JJt u Kpoopzh H u3rvail tr :

Ten.: +7(495)2584280
oaKc: +7 (495) 258 42 81

34 qaca npu npueJtre maLnemox
nocre npueJvo 500 mz xaucdorc 12

.tyEcmgwmeJlb[bt*ru K

OOO <e66orr Jlo6oparopuo>

PoccnicxaR Oegepaqran 125j71,
r. Mocxea, Ilexnnrpagcxoe
uocce 16, crpoeHue 1

6usxec qexrp <MerpononucD

flpr'I npneMe cycneH3ldl{ Knap[TpoMI'ruHHa B Ao3e 250 rr,lr Kaxrbre 12 qacos y B3pocnbrxpaBHoBecHhIe KoHIreHTpaI-{HI{ B KpoBH AocrHranucb K npneMy nrrofi Ao3br. tlpu ST.MnapaMerpbr QapuaroKnHerfiKr.r 6run cneAyrorrluMn: c.rr, l,gg urr/vn, AUc l l,5 urr.v/ur,
'peila docmuucenufl JuaKcrJ|tanonofi,xolqeHmparruu (T^u) 2,g uaca u Trn 3,2 uaca antKJIapHTpoMutt[Ija r4 coorBercrBeHHo 0,67, s,33,2,9 u 4,9 ans l4-oH_Knapr{TpoMsrrrrHa.Y sloposrx nrolefi cbrBopororrHble KoHrIeHTparIHH Aocrnranl{ MaKcHMyMa B TeseHrre 2 qacos
rIocJIe npHeMa BHyrpb HamouloK. [Ipu npueme npenapoma e Qoplte ma1nemox e dose 250 ruzxaucdorc 12 qocoa nu*osue posHosec,bte KoH4e,mpaquu ,qapumpoJjruqu,o s cbroopomKeKposu docmuzanucb I me'tenue 2-3 duert u ,oi^o'*"nu npufunwumeflbHo I uxz/mn.Coomoemcmrynulue nuKosue KoH4enmpa|uu dnn dosrt 500 me xatrdtre 12 ,toco|cocmagrmu om 2 mz/nn do 3 nz/rrut.
Ifepuod nonyeorcedenua Knapumpor|rutluHa cocmaun l250n2 xaucdorc 12 uacoe, ,o 

"oipo"^an do S-7 qacoe
qaco&.

r uHsexq'r, Hr{XHHX AbrxareflbHrx nyrefi (rar'e rar 6poHxHr, nuenuoHar);o uHserqrr'r BepxHHX A'rxareJrbHbx nyrefi (raxue rax {lapNHrnr, cnHycur);o nn0exul'IH KoxH H MtrKHx rxaaefi (tarcue rarc SorurnKyJrHT, socnoJteHue nodxoetcnortKnemqamKz, poxa);

' AucceMIlHI'IpoBaHHbIe urr lIoKuuIH3oBaHHbIe uuxo6arrepuaJlbHbre uHQexqgu, Bbr3BaHHHeMycobacterium avium u Mycobacterium intracer rurare:
' JIoKuLrIH3oBaHHbIe ltH$exqna' BbI3BaHHbIe Mycobacterium chelonae, Mycobacteriumfortuitum

vt Mycobacterium kans as ii;
o ocmpuil cpednurt omum.

IfporunonoKa3aHHq
t o4uonpeueH'ufi flplteM KnapHTpoMHIrHHa c urKuroudattu cnopbttrbu, HanpuJrep,3proraM,H' 'qur,Apo3proraM'H (cr'1. pa:ael <BsaaMoAeficrs'e 

" opyrrirneKapcrBeHHbrM'cpe4crnartlu>).
o oduoepe'veuuotil npue'u t<rapumpolrru$uHa c uudazon(uttoJ|t dnn nepopanbHozo

'tp 
ui' e H e H un (cn' p at d ut < B s a rua od e rtc me u e c dpye wu u n e Kopc mse H H bu, u cpe dc me a*t u >).o fra4uenmot c HaruqueJu s oHailHeie ydnunenun uHmepu&na eT, trcenydouxoeofiapumiluu tutu trcenydoqxoeofr maxuxapdua muna (nupyemD.t lraquenmu c ?unoKaJtuer|tuefi (pucx ydnuneaua uHmpesaJta er).o odnoepettennotrt npueJv ,<rapumpowu|UilA c uazufiumopanu fMf-KoA-pedyxmasot(cmamuua"uu), Khmopbte 6 sHvqumentuofr cmenenu 

'uemafu0nulupyrcmcnuloQepuenmou GYP3A4 (nococmamuH' cuJtt,ocmamua), I c6n3u c noebrraeHueJ, pucKaMuonamuu' gt&'rft),lQn pa6do.,vuonuz (ctn. pazden (Bsauilodeficmeue c dpyzunar e Kapcmte H H btflt u cpedc meam u>).o oduoepe'uennotil npueJrt t(JtapumportutruHa c KoJtxuqu^oJ+t y noqueHmo, c napyarcnnouQynx4uefr noqeK u neqeHu.
t rraqueumu c xonecmamuqecxort trcenmyxoil/zenamumoil s a,ant*ae, po3,u,tauxcn npunp u*e HeH u u Knop umpoM u 4UH O (C*t. pozden < oco60rc yxotoH uD)).page 2
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OOO <366orr lle6oparopno>

Po,ccuicxaa OeAepar.lrs 1 2517 1,
r. Mocxaa, .flexrxrpagcxoe
uJocce 16, crpoeHre ,l

6h3Hec qexrp <Merpononhc)

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

o llepuod ?pyduozo ncKapilnusaHufl.
t naqueHmbt c spoJtcdeHHoil HenepeHocraitocmbK, epyxmotot, Heoocmomo.tHocmbro

cilxapa7bl-u3oM&nbmo3bt, cuHdpoJrroM ?JttoKoso-euraKmolHofi manta6cop64uu.

C ocropoxuocrbx)
c froqeqaax nedocmomo.t*ocmo cpednefi u rna*rcenofi cmeneuuo rreqeao"ua.fl nedocmamoqHocma cpednert u mnucettoil cmenenu.o Muacmenun gravis (eoantoucno ycuneuue cunnmouoe).o odnoepe'uenuotil npuav tdtopumpoMu4u\a c 6engodua3enuyoJ|ra, maKuJrru KaK:annpa'ToJtaJw' mpuasoJtotu, .'vudatoJtottt dnn euympuneHHo?o npuJueHeHur (uv. patdett

a B s a uil od e rtc me ue c d pyz u*t u ne t<apc ms e H H brJ|t u cp e dc mea*t u >).o odnospenennurt npueil c npenopamoJntr, Romopbre ,vemafuonusupynmc.n cyp3A:xapfiamazenun, quJtocma3on, 4uxnocnopuH, dutonupanud, anxanoudtr cnopbtHbu,uemut nped H usoJto H' o"e npas oJt' HenpnJn ue aH muKoazynfl nmot (n anp.avep, o apeap un),xua ud un' p uQa6y muH, c tutdenaQ un, maxpon tujtyc u e au6n acm un (c*t. B so urtode fi cm, rrec dpyz un u ne Kapcmse H H bt*, u cpidcmeut u>).o odnocpenennotrt npueil c npenapama.lnu, undyqupynr4uJrru usoQepmeum cyp3A4:puQannu4un, fieaumoun, xopflatvaienuH, fienofuapfuumur, s6epo6ofr npodotpaeneuuotfi(c*t' p az d an < B s a uno d e uc me u i c dpyz utr.t u n r *op" ^i " H H bun u c p e dcme utt u tt).o odnoepetuennotfr npueJv c funoxamopotuu Kanb4ueebrx KaHeno6, Komop,enemafionusupyrcmcn uzofiepmeumom }YP3A4 (nanpunep, eeponarrur,, anttodunuu,dutmuaten).
o lla4uenmot c uureruaqecxofr 60nesntro cepd4a (uEC), maucanofr cepdeauofiiledocmumoquocmbo, ?unortozHuemuert, ,orpo*inrofr ,paduxapdueu (nenee 50 yd/*tun),s maKJ'ce naquewmu, odnoepeneHno nputu.lnaror4ue anmuapumrtuqecKue npenapamb,IA xnaccu (xunudua, npo*ouio*tud) u IiI xnacca Tdofiemunud, uvuodapo^, comanon).o EepemenHocmb,
o Caxapuotfi duafiem (npenapam codeparcum caxapoty).

lrpuueHeH'e npH 6eperreuHocr' u B nepuoA rpyAHoro BcKapMnuBaH,ns
Ee:onacHocrb npHMeHeHHt KJIapI'ITpoMHrrHHa Bo BpeMr 6eperraeHuo"t, , 

-" 
nep'or rpyA'oroBCKapMnnBaHHs H e yc moH osJteHo,

flprueueHue KnapI'{TpoMHuHHa npH 6epeueHHocru (ocofuenno e I mpunecmpe) Bo3MoxHo'tollbKo B cnyqae orcyrcrBHt iulbrepHarunnofi repanfiIt, a noreHrlailnbHzuI rronb3a Ans MarepunpeBbrulaer noreHuaaJruHrrri pncr( AJL lrnoAa.
KnapNrporr'rhIII'IH BbIBo rtt^tcfl, c fpyAHbrM MoJroKoM. Irpu ueofuxodunocmu npue.ua o nepuodno Kms qu u, zpyd noe sc KapJvn u6au ue n eo^xod tuto opi*po^ u^o.

Cnoco6 trpfiMeHeHllq E ao3br
foronyto cycneH3Hlo MoxHo xpaHI'ITb B TerreHue l4 cyrox rtpr.r KoMHatrofi reun eparype (om15 "C do 30 "C).llepe4 KaxAbrM npHeMoM cycneg3ulo cneAyer xopotuo ss6orrars.[Ioza nnu HpMupn6nuno6',nn, .,,.e -.-- r ^-.,
o6H'{Hafl .rlr'Te,rrbHocrb JreseHH, - sffi"n B 3aBr.rcr.rMocr'IVVrD JrWflNN' _ J-TU AHEH B 3ABI,ICI,IMOCTH OT NO:6Y.qUrCff I' T,XCCTIIcocTotHHr.
B ra6luue rrpHBeAeHbr peKoMeHAarrun tro Ao3r,rpoBaHr.to y lerefi c yttemoJt, Moccbt meflo:

Page 3 Fl Abbott
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OOO <366orr fle6oparopuo>

P occnicxan OeAepaqhn 1 ZS1 7 1,
r. Mocrea, Jlexuxrpagcxoe
uJocce 16, crpoeHge 1

6u3Hec qeHTp (Merpononrc))

Ten.:
Oa(c

+7 (495) 258 42 80
+7 (495) 258 42 81

Y^"Y:.\t f:t.t:"l"HpoBaHHhIMrI "rm 
no*-Hb1Mrl Mr.rKooaKrepuiurbHbrMr{ HHOeKrrHrM,

cymoqHat Ao3a rurapHTpOMHrU.rHa cocraBJurer 7,5-15 Mf/Kr 2 pasaBAeHb.
Jreqenue 

'sopumpoMu4uHorrt cnedyem npodonucomo do mex nop, nore coxpoHremcn
'atuHuqecKurt 

eQQexm' Krapumpomuqut cnedyem HalHo.tomo e xom6ana4uu c 1pyztuvtu

f :X:::, !: :y: : ! t n ap am arn u, o K m u I H brJj, u I o m n o ra e H u u d a a n o u e o t 6y d u men e fi.t v 4...u 49 4.

3..19-L::_-Lpl:_*""br 
peKoMeHAauHH ro Ao3'poBaHr,rrc v o.r"r 

"--;;;;A"^epuutbHb,rrruM MACCbI TCJIA'

V aereft c Knr.rpegcoM Kpearr.rHuHa MeHee 30 ulrlllnn ,{o3y KJrapurpoMtrrrlrHa cneAyer cHn3rrrb
BABoe (Hanpuvep, 250 Mr B AeHb Hiln no 250 ur 2-paza B AeHb npr.r 6oree r,rxenbrxuu$exquxx)' B rarcux cnyq€ux Kypc nerreHHfl He AoJrxeH npeBbrurarb l4 lueit, xomfl o6o,na.a
dnume"wnocmb neqeHun cocmagrrem S-10 dnefr.

llo6oqHoe Aeficrnue
KnoccuQuRa4us nonoqnotx peaxqufi no qacmome pa3sumun (xonuuecmeosopezucmpuposaHHblx cnyuaee/xonuqecmao naquenmoe): oqeHb qocmo pJ/10), qacmo
PJ/100' <l/10), Heqacmo PJ/1000, <I/100), HeusnecmHo (nofuouncte ofieexmbr u3 onbtmanocmJvapKemufuzoBozo nptuweileHun; qacmoma He r,toJtcem 6otmo i4in"no Ho ocHoseurteouluxcn dannou).
A,ute Dz uqe c x ue D e axu u u
Vacmo: cbrnb.
Heqacmo:-, anaQwtaxmoudnan pea*4Un" zunepqyscml.rmenbHocmb, dep.uamumd_Jt,lt e n ot u', 3! d, Kpanu BHHu a,,/j, a KyJt o - n a nyr q H aa c u oij .
Heuseecmno: aua$uaar.rnsecKurfl peaKuur, cHHApoM CrHgeHca_{xoHcoua, roxcuvecrufrlnHAepMaJIrHrtfr HeKpo,llu3, reKapcmneHHan cunb c 3o?uHoemueil u cucmennoil
c urt nmoM amuxo u (D RESS-c undpotu)

Macca rera*, Kr Pacoean don npu npueJve Z paza c Oenbr.t|rJr

1,25

7,5 ur/rc 2
rena < 8 xr aory ro.a6rdparor no uicce (npaMepHo

Macca rera*, Kr Pasoeaa Ao3a trpu npueMe Z pasa s AeHb, 
"rrt7,5 ur/xr 2 15 rvrr/xr 2 pasa edeno

8-t r

t2-19
20-29
30-40

* Y Aerefi c lraccoft Tela ( 8 rcr a

Page 4 p| Abbott
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OOO <366orr fle6oparoprs>

Poccuicrar Oe4epaqrn 12517 1,
r. Mocraa, Iexrnrpagcxoe
uocce 16, crpoexue 1

6n3Hec qexrp <Merpononuc))

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

Co cmonn.'ot ueDenoil cucmeruot
Vacmo: ronoBHarr 6oln, 6ecconunua:
Heqacmo: nomepn coS*aHuat, ducxltuesunl, ronoBoKpyxeHlre, conJtuaocmb, mpeJrtop,
6ecnoxofi c ruo, n o I bt rrr eH H an s N 6yd uno c mb3, Kp u K3.
Heuzcecmno: cyAoporu, nc'xorurlecKne paccrpoftcrBa, cnyraHnocrb co3HitHI,Ir,
AeflepcoHulJlu3arl[s" denpeccun' Ae3opl'IerTar\r4fl, raJIrrrorIHHarIHH, HapyureHnt cHoBr,rAeHHR
( ((orrrMapuble)) cHoBn4euua), napec ma ua, MaH un

Vacmo : uHmeHc u6noe nomoomdeneu ue.
He ut e e c mH o : aKH e, nyp nypo III e rute fr n a-fe aoxa, zeil oppaz u rL

He ussecmuo : noqequaa nedocmamovnocmo, nHrepcTHrluanrsufr He$pr.lr.

Heqacmo : oH opeKc ua, lxld ue n u" on n" 
^ 

u*o.
He us ee c mH o : z u n o ut u Kert ufl .

Heqocmo: uutueqnotrt c , Ko c mn o -rn,t bua e q H an c Ko I o H H o c m br, il u an z un2.
Heuseecmao: paddomuonuz,' , MUOnAmUfl, yCUJIeHUe CurrnmofitoA JVUACmeHUU grAviS.

vacmo: Auapes' pBora, d.ucnencttn,rouHora,6olr s o6racru xuBora.

l:::#::,,",*:!^::::: --:::!":::!:::y,:y yeennxcnan 6one3ni, zacmpum,;;;;-;;;;*,{-;;;:;;,"';;,,;:;;;;r,,:;';,:;#,
Memeopuvrt, xorecmaS', rerlarHT' B ToM r{Hcre xoJlecrarllqecxufi u renaroUennron"pn"ino.
Heuscecmno: ocmpufi [aHKpearHT, H3MeHeHHe uBera r3brKa H ty6on, neqeHoqHiur
HeAOCTaTOqHocTb, Jrcen myx&
Co

, H oconoe KpooometteH ue2, mporuflosruflon un nezoq a o fi apmep u ur .

Heuzeecmno.'fryxora, azes3ltt (nomepn erglconbtx ou4lqeauil), ,tapoclrun, onocrrtrfl.

Vacmo: easodutama4utt
Heqacmo: ocmouosKL cepdqat, JnepUamenbHan apumnruar, yrynrteHHe r{HTepBana QT Hasne*Tpo*ap.{Horpi*Me, ? Kc mpfl c nc moJt,n,, mpe ne maH u e np e diep d u fi-
HeuzeecmHo: >Keny*orrKoB€ur raxl,rKapA,t, B ToM qHcJIe rldna (nHpy3T).
f, a6onr ryoo u ote n o xaz amen u
Vacmo: om,<Jto*eHue I ne\euorrnofi npo6e.
Heqacmo: noBblIIreHHe KoHueHTpurl"t *pauru*uHat, no,bttaeHue KoHqe,mpoquu MoveouHbtr,u3MeHeHue omnouteHun ultfynun - ztto6ynun', refixofleuut, nefimpon"n*ir'-rorrr"l*;;,rportl6oqureMHs', noobtureHue Koa4eHmpa4uu s Rpoeu aJroHuHortuuompoHceepaztt (AJrr),acnopmomailutomponcQepazu (A.cr), zu,tilautymaJvwrmpoHceepator rrrriiz,-;;rrrttp o c Q a mat ot (II{ <D)4, n o xma md ez udp iie n at o, (niijl' -
Heuseecmno: a?paflynotlumo3' mponbo4amoneHun, yseJtutteHue 3HaqeHu.fl'ueucdynapoduozo Hop,rutu3oeaHHozo omHorueuua (MHo), ydnunenue npompo*1unoeoao8peJneHu' u3*teHet^e qeemo Mottu, nosbttueHue Ko\4eHmpo?Uu 6unupy6una s Kposu.

Vac mo : d ucze az un, H3BparueHr,re BKyca.
Heqacmo: sepmuao, HapyrxeHue cJryxa, 3BoH B yrxax.
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06wue naccmpoilcmsa
Orteut qacmo: fine6um s Mecme uatexuuar.
vscmo: 60ttt c Jvecme uH'beK4UUI , s^CnoreHue 6 JWeCme uutex4uu,.
He'racmo: nedoruozoHue4, zunepmepnun3, or^rni, 6oru e zpydnort &,remKe4, otnod,ymonrtertocmaa.

Heqocmo: 4o*nn'^@pum2, emopu.tHbrc uaeex4uu (e mou.ruutecazuuonoaote)3,
He uzeecmuo : nceedotuenhpanotu ot rt xon um, poilca, 9p umpasws.ff a 4 ue n mu c n o d oen eH H bltet uJvatyHum e mow
Y na4uenmos co clln'4or'r s ApyrHMu r'rnarr.ryHo4eSr,rrl,T€lM', nonr{arcqnx KJrapr{TpoMr.rrIHH B6olee BBIcoKHx Ao3ax B TeqeHHe MuTenbHofo BpeMeH v Atrfl JreqeHr.Ir nanxo6axrepl{aJlbHbrxnu$erqafi, qacro rPY.4no orJIHqHTb H_exenareJruuue :S$eKTbr npenapara or cHM[ToMoB BI4q-uHSercquu HrrH conymcmsyrct4ezo :a6oreeaHnr.
Hau6o'ree qacrblM' HexeJIareJIbHbIMI{ .tIBJIeHttMH y naq}IeHToB, IIpHHHMaBITTH* cytoqHyro Ao3yI(napHTpoMI'IIIHHa, paBHyIo 1000 rrar, 6stnu: TorrlHora, pBora, uSnpauleaue erEca, 6o,rr no6lac'ru xl'lBora' duapen, cbtnb' JaemeopuSJjr, ?onocHan bono, 3anop, Hapy[reH'e cJryxa,noBbIrIIeHI'Ie KoHIIeHTPa{ua ACT n AJIT B KpoBLI. Taxuce omJileq(atucb cnyqauHeilcenomerbHblx ncneaufr c nusxort qacmomofr Sog*uK*oeeuufl, maKue xax odbtutxa,6eccoanu4a u cyxocmb so pmy.y na4ueHmos c nodacneuuot*t uJvJlrynumemoM npoeodwtu oqenKy na1opomopnux
noKa3ameJ'teil, anonu3upyn Hx 3HaqHTerbHbIe oTKJIoHeHHt oT HopMaTHBHbIx 3Haqenr{fr (perxoe
noBblueHHe HrH cHllxenue). Ha ocHoBaHI.Iu AaHHoro Kpnrepufl y 2-S % oo4u)n^o",nonytlaBuHx ICnapHTpoMHqHH s doge 1000 nz eucedneeno, 6rrro 3aperucrprrpoBaHo
3HaqHTerbHoe noBbllueHue KoHIIeHTpauHIt ACT u AJIT s KpoBIc, a raKxe cHHlKeHHe qgcna
nertxo4umoe H rpona6oqnron. y ueflontruozo npo4euma ttaque1moo maKJrce 6uno
3 Ap ez uc mp up o s aHo n o8 u ru e H ue KO H 4e H mp a 4u u oc mamo q H ozL A3 O mo M o q e s aH br.* B nexomopblx coo6t4eaunx o pafu\omuonuse ,(JrapumpoJjtuquH npuHu*tunct coa*ecmHo cdpyzunu neKapcm^e,Hbwu cpedcmeanu, c npu&+rort Komopbrx, KoK usaecmHo, csssaHo

ry::! :: yldon uon uoa (c momun u, e u6pambr, Konx uquH u, u ann o nyp uuon).' Loool4eHun o dannou no6oqHb$ pea*+unx 6amu nonyqeHb, Bo nperrrn ,<./tu1uqecKuxucutedoeaaurt, a maKilce nocnunapKemu*zosoeo nptaueHeHun npenapam" I{";;;at,t;uofuuutam fuu npuzomosneHun pacmeopa dnn uneyiufi.
LoooueHus o danuox nofloquatx peaK4unx 6unu noryqenb, so speJun KJruHuqecKuxucutedoeanufi, a moKJrce nocm.MapKemuH?osolr npuJweHeHUn npenapam" i";;;;u;,ma6n e m x u np oJt o Hz up o s a H H oz o d e fr c me ua n o Kp b, m u e nn e n o q n o fi o 6oao rr xo il.' coo^uleuun o dannotx nofuo't,btx peaKqunx 6otru nonyqeHb, so ,peiln K,tuHuqecKuxuccttedoeanufi, a maKJ,ce nocm'uapKemuHeosozo npuJileHenun npenapoma Rnatqud@,

ir::yi.0* npuzomosrreturr cycnenzuu dnn npueila ,iy^po.
Looot4e*un o dannotx nofioqnilx peaKqunx 6o,tu nonyqeHbt 60 speiln Knu,u.tecKuxuccnedoeaauit, a maKilce nocmrrapKemuHzouozo npu.ryteHeHun npenapama Kna4ud@,ma 6ne mx u n o Kp bt mbrc o 6ono q xo it.

flepeloruponra
cunnmoubt: npueJn flonouoil dozu xnapumporrru|u,a Mot*em eujbtsamb cnrtnmorrbtnapyruenufr co cmopoHbl uce-tydouno-KrrureqHozo mpaKma. y oduozo naqueHmo c

OOO <366orr lle6oparoplrs>

Poccuricxan Oe4epaqnn 12517 1,
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u:occe 16, crpoeHxe 1

Srsxec qexrp <MerpononrcD

Ten.: +7 (499) 2S8 42 80
Oarc: +7 (49S) 2S8 42 81
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Ten.: +7 (495) 258 42 80
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funonnpnou' paccmpoficmeo.,v s oHortHue nocne npueila g e xnapumportuqu,a onucoHb,u?ileHeHut ncuxuqecKo?o cocmonHunt napa*oudaaunoe nosedeHue, zunoKaJtuer\tun u?unoKceilun.
Jre"enue: np, [epeAo3HpoBKe cneAyer yAaJlr'rrb Hea6cop6[poBaHHbrfi flpenapaT H3 x(enyAor{Ho-KfiuleqHoro Tpalffa u npoBoAHTb cHMnroMarHrrecKyro Tepaflnrc. feuo4.la,rs 3 u[epHToHeanbHblfi AuaJrH3 He oKa3blBaer cyulecrBeHnoro BrrHsHLrfl Ha r(oHue6Tparrp]o
KnapHTpoMHuHHa B cblBoporKe, qro xapalffepHo H Ma ApyrHx npeflaparoB rpynnbr
MaKponHAOB.

BrauuoleftcrBue c ApyruMu JteKapcrBeHHbtMrr [penaparaMrr
TI

flpn conuecrHoM [pHeMe Bo3MoxHo rIoBbIureHHe KoHrleHTparnn repeeuaar.rHalacreungora BKpoBH' Bo3HIlKHoBeHHe cepAer{Hbrx apuT|uui{, xelyAouronofi rui"*apa"n, bu1pu;gtgtluuxetyAot{KoB' xeny,4oqrosoft TtxI'IKapAHIt rurla (nHpyDTD H yBerrrrreHHr HuTepnala eT (gu.
pBAeJr <flporuaonoxagaHus D).

Irpenapambt, nanarct4uecn undyxmop*tu cvrse l"onprajrep, pueannuqua, eeHumouH,xapfiuvasenun, Qeno6ap6uman, rcepo60rt npodatpncnenuotfr), Mo?ym undyqupooamt
'uemaaonusn ,arupumporrtuquHa. 7mo Moilcem npusecma K cyfumepaneemuttecxofr
KoH4eHmpa4uu KnopumpoJrtu4uta' qmo npusodum K cHurrceuurc ezo zQQexmueHocmu.
Kpotwe mo?o' neotxodunto naLnrcdamb Ja KoHqeHmpa4uefi Cyp3A-undyxmopo I nnosrre
Kposlt' xomoputfr MoJtcem nosblcumbca u3aa uazubupoeanun CYP3A rutapumpoJ,tuqunoil.IIpu cos,recmHow npuileHetuu puQafiymuna ; ,{rrapumporrruqala uafunndanoctnosiluretue nnatneunofi KoHqeqmpo4uu puQafymuna u cHuJtcenue cueopomouuofr
Ko H qe H mp a 4u u r<Jt op u mp oM u t1 u H o c n o I bt ur e H H bnt p uc KoJv p u, I um u, y 6 e uma.
cnedynque npenopomot ottadonm doxasaHHbr*t uttu npednona?ae-rlbutt uJtut1uer, Ha
KoH4ewmpaqun KJtapumpoMutluwo s ruagJue Kposu; s cnyqae ux coLrtecm,o?o npuJne\eHutc t<napumporrtu4uwoJrr JnoJrcem nompefioeambcn KoppeKtlun doz uJtrr nepexod Ha
Qnb mep H amuS Hoe ne qeH ue.
7Qaeuperc, He*upanuu, pueannuqu*, pueahymun u pueanenmur
crutonue uudyxmopbt cucmerrbt ,lumoxpo"ua P450, moKue xax teaeupegT, He1upanun,puQa.mnuqun, puQatymun u putrtonenmuu J|roeym ycKopnmb .uemo1onusn
'orapumpoMuWuwa u' moKnJrI o6poton, noHu:ncamb KoH4eHmpotluro t(rapumporrrurluHo 6

"'\a3l|te 
u ocnafinnmb meponeemu,tecxufi zQQexm, u eJvecme c meru nonbtutambKoH4eHmPaqulo I4'oH'xnapumpoluu4uHa - uemofuonuma, maKvtce nsnng)t4ezocnnuxpoduonozuqecKu oKmusHblrt. rlocxonotgt uuxpobuonozuqecK(al agmu,HocmbKrtopumpoMuquHa u l4-oH-KnapumpoMu\uHa omfluqaemca a omHoure,uu pasnuq1brxnaxmepufi' mepanesmuqecxufi eQQexm taoJrcem cHuJrcambcn npu co6r+recmHo,+l

n p urv e H e H u u rs ap u mpoM u 4UH A U U ndy xmo p o c Qeprve n m o e.
2mpaeupun
Kouqenmpa4un l<Jtopumporttuqu^a c*uilcoemc* npu ucnorbsoso^tr, ?mpo6upuHa, Hono$b'ursemcn KoHqeHmpaqun aKmueHozo nemafuonumo I4-OH-xnapumpoilutlu1&Irocxonatgt l4-oH-xnapumpo*turlun ofunadaem autxort aKmuoHocm,o no om,oureHuK, Ku u $exquntu Myco bacteri um avium co mp l ex (MAC), lrroilce m,ue Hfl mbcn o6 t4an aKm us Hocmb
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8 omHotueHuu ux sBoydume,'tefr, no?moJny dna neqenut MAC cnedyem paccilampuaamb&n bmep Ha m ua$oe reqe H Ue.
@nyxonaton
Cocuecmuuu npueJw Qnyxouazona s dme 200 nz urcedHeilHo u ,qapumporvuuuHa e dorc s00Mz d6a pasa 6 dent y 2I zdopoeoeo dofipooonbqa npu,eJt K yseruue,un cpedHe?o 3Hatte,u,.uuHtu/rurbHofr posHosec*ofr Ko*4e,mpoquu Knapampo^uqu,o (c^i) i euc na 33 % u18 % coomsemcmsen*o' Irpu tmotw cocnecmnufr npueJv sHoqumenb*o He atunJt Hocpednnn pannosecHyn KonqeHmpa|un aKmunnozo memafuonuma I4-oH-KnapumpoMu4uHa' Koppex4un dont xnopumpoJnurluHa s cnyqae conymcmsytur4e?o npue.rilo
Qnyxonarcna ne mpe6yemct.
If epopan on br e z un o?J, uKeJrr uqec K ue cpedc mea,/unqtn un
Irpu coctvtecm*o* npurteHeHuu KnapumpoJrtu\uHa u nepoptutbHbrx eunozJruKeJruttecKux
cpedcme u/uttu uHcynuHa iloilcem nafunndombtc.fl abtpailc€Hlaa zunoatuKertun. Ha eoneoduoepeme*Ho?o npueila ,<napumpo*utluHo u He*omopbtx npenapomos, cHuJrcanulrxKoHqeHmpaqun ?JtnKo3bI, maKux KaK nameanunud, ouooru^oron, penaanunud upocuznumosoE' ,loilcem uJ|remb rrecmo uazufiupoeanue Qepnenma cyp3AKnopumpofiluqu$oJjt' p8ynbmomorrr qezo r+toJrcem cmomb zunoanuxe*tun. Pexo.uendyemcn
m t4a meJrb n u fi xo n mp onb Ko H qe H mpo qu u ?Jr,o Ko3 br.

A n m uap umn u q e c K ue np e n ap o mu (x u n ud u r i o uz@n 
"01B os'rt^rcno so3 H uKHoeeu ue ercenydoqxo so il ^* r*opi o u m uno ( n upy?m)) np u cosrtrecmH oJrlnplLuewewuu t<napumpofituquHo u xuHuduua unu dwonuputtuda. IIpu odnoepeueH1og

npueJue ,urapumporru4uHa c ?muJltu npenapamurru ctedyem pezwspHo npoeodumo
Kowmponb ?neKmPoKapduozpanubt Ha npedmem yseruqeHua uHmepnaJro eT, a moKJrce
azedye m KoH mponuposamb cbtsopomoqilbre KoH qeumpoquu gmux npenopamos.
B sa unode ilc mc un, o 6ycno uten H ile C yp3 A
coenecmuotfr npuerrt KnapumpoMu4uHo, xomopotfi, KAR u3uecmHo, unzu1upyem
utoQepnenm CYP3A, u npenapamos' nepsuqno ruemafuonusupyKrr4uxcfl CypJA, lilo)tcemoccoquupogombcn c $auJutbul noSbttae&ueJt ux KoH4eHmpaqufr, qmo Moltcem yctanumbwtu npodnumb KaK mepaneomu"ecKue, maK u nofuoqnui zfiQexmu. taapumpoJyuquHc'redyem c ocmopoJtcHocmblo npuJrreHnmb na4uenmaJu, noryqonuluJu npenapambt,nsntnuluecn cyficmpamarru uzoQepnenma CYP3A, ocofuenHo ecnu'?mu npenapambt unreromytxuil mepanesmuqecxufr duanazon (aanpwvep, xap6a.,uawnuu), u./turu u1me1crs,o
'uemaaonusupyemct emuil Qepmeumou. B cnyvie neodxodunocmu donercua npocodumtcnKoppeKqua dont npenLpama' npuHunoertro?o Brrtecme c KnapumpowuquHou. Taxuce, nosoTJuoJ'cHocmu, donuceu npoeodumtcn rvoHumopu*z cbtsopomoqHbtx KoHqeHmpaquilnpenopamos, nepBu.tno nemafionrcupynt4uxcn Cyp3A,
Taxace x GYPSA azoHucman, omHocnmca cnedyrc4ue npenopambr, npomusonoKa3oH,brc Kco&Mecmworrly npuile&eHun c Knapumporlu4uHorrt' acreMr.r3oJl, rrvil,arrpn/^, nHMo3IrA,rep0euaguH, JloBacraruH' clrMBacrarnu u atxa.noudot cnopbrnbu (cn. pazdett

< ilpomueo no4as aH ua D). K npe napam(u, 63a uJrt ode ficmeyn uqu,v n odo6notw o fupasou qepegdpyzue usoQepnenmbt I parrKax cucme*tbt 4umoxpowa p450, omnocnmcn Qenumoun,meoQwutuH u Bunbnpoeaaa Kucnoma.
Hnz u6 umopu fMf-KoA-pedyxmas or (cmamun at)
cocnecmnotfr npueil t(JlapumpoJrruquHa c noBacmamu,o* uJtu crrrrsacmomu*oJrtnpomusonoKa3aH (c'u' pazden <Ilpomueonoxazoauat) I cua?u c mert, qmo danntrc
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mulomenbHo KoHmponuposamb cocmonHue na4ue&ma dlan solwoJtcHofi xoppex4uu dosbL
Taxue Jre Mepbt npedocmoporrcuocmu cJredyem npurteunmb u K dpyeut fueueoduasenuHaJn,
Komopue Memadonu3upyromcn CYP3A, aKnruqat mpuasono*t u ennpasonail. trnnfiensoduosenuHos' sunedetue Komopbrx He ?asucum om CYP3A (menasena-u, flumposenaJu,
nopasenan)' MutoaeponmHo ,stu&uqecKu 3Haqufloe $auJlrodertcmnae c NrapumpoMuquuoJjt.Irpu co*lrecmHo*r ucnonbiocaHuu t<Jropumpo^ulluHg u mpuaionalaa SojJno)rcHo
eosdertcmeue Ha 4eHmpanbHyn HepsHyro cucme&ry (IIHC), Hunpurrep corugrs7cmb u
cnymaHnocmb co3taHun. B chfl3u c ?murt, s cJtyqae cogrrtecmHozo nptaue1e1un,
pexoueudyemcn cnedumb 3a curtnmo*raJvu HapyueHun UHC.

Ko.axu4uu
3apezucmpuposoHbl nocmrtrapKemu*zosbre coo6t4enun o cnyqaflx ompasneHun KoJrxu4uHorrl
npu ezo odnoepene\Hotrt npue.ue c t<JaapumpoJnurluHoht, qaule y noJtctutbu naqueHmoe.
Hexomopote u3 onucaHHbrx cnyqaee npoucxodunu c naqueHm(ulu, cmpadanr4urttu
no"eqnofi uedocmamoqnocmbrc. Kax coo6t4atoco, HeKomopbte anyqou 3aKaHqusurucb
remutbHbtJtr ucxodom. V na4ueumos c Hopwubnofi frynxquefi noueK u neqeHu neo1xoduno
cwuJrcamb doty xottxu4una npu oduoepeMeH*oM npuJneue*uu c KnapumpoJrruqugory.
Iuzoxcun
Ilpednonazaemct' qmo duzoxcutt a*rnemca cyficmpamon dnn Pgp. Hseecmno, qmo
KnapumpoJ|tu4uH unzu6upyem Pgp. Irpu coartecmHoM npueile ,<,,rapumpo.uu4uHa u
duzoxcuna uazufupoeauue Psp KnapumpoJttuuuHow Jrro)rcem ,tpanecmu K ycune1un
deilcmoun duzoxcuuu. CosN{ecrHHfi npner'a AnroKcr{Ha H KJrapHTpoMHuHHa raKxe Moxer
rrpuBecln K rroBbrureur{}o cbrBoporoquofi KoHrIeHTparIr.tH AHroKcuna. V nexomopbrx naqueHmos
omorcqonucb KnuHu'tecKue cuJvnmorvu ompacneaun duzoxcuuoJn, SQnurqafl nomeq4uaJrbHo
nemorbHbre apumJnuu. [Ipu coBMecrnoM flpreMe KnaputpoMnrlrlHa H AnroKcHHa cneAyer
TuarenbHo r(oHTponupoBarb KoHrIeHTpauHIO .qUTOKCHHa B CbrBoporKe.
3udoeydun
Irocxonaxy KnapumpoJjru4uH utunem Ho scacunanue zudocyduao npu nepopaJtbrroJrr npueJve,
esaaiflodeilcmsun i4olrcuo I THo.tttmentaofr cmeneHu ugfletcamo, npuHyJvan
tiJtapumpaMuquw u tudoeyduH c unmepsutoil s 4 qacu l-loAo6soro n:auuogeftcrBr.rs He
na6ruona-un y BklH-uHSuuupooaHHrD( ,qereft, rpr{HuMaBrrrux Aercr(yrc cycneH3Hro
IfiapHTpoMHrlvLHa c 3HnoByAlIHoM HnH rvfte3oKcr,ruHo3nsou. flocxonbKy Kt opumporttuquH
*toJtcem 

',penflmcm6oaamb 
scacu&aHun zudoeyduna npu ux odnoapeneH1og npueile

sHympb y sspocnbrx no4ueHmoe, nodo6noe etauvodertcmcue epnd nu so3rtoltctto npu
u c n oJt b3 o 8 o H u u Kn ap ump oJw u 4 u H A 6 Hy mp u8 e H H O.
@enumouu u sa,nbnpoenan Kucroma
Hmenmcn dannote o asaur\rodertcmeuax unzubumopoe CYP3A (crutnuat ,<napumpoiluqun) c
"penapqmo'utr' 

Komopbte ue nemafionwupyrcmc.n c nor|toulbro CYP3A ( enimoun'o*' ugutbnpoesofr xucnomofr). fna danuotx nperrapamoo, npu costtecmuo*t npuire1eHuu c
'qoPumpoJtru4uHoril' 

pexonendyemca onpedenenue ux cbrsopomoqHbrx KoHqegmpa4urt, max
KaK u*tenmct coo6t4enun o6 ux nosbuueuuu.

Amazanaeup
KnapumpouutluH u ama3oHasup nunnromcn xax cyfucmpamottu, maK u uuzu1amoponuCYP3A' Cyqecmeyem csudemenocmoo deyuanpoeneHHozo esauJ\todeicm,un ?mux
"penapamoe. 

Coeuecmiloe npuJveHeHue xltopumporrtutluno (500 nz dea pasa e deno) u
Page 10 Fl Abbott
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cmamuwbt 8 staqumeJtbwoil cmeneHa 
^lemaflonuiupyromcn 

wofuepJueumom Cyp3A4, ucoSfitecmHoe npuileileHue c Knapumpontuquuow nosilruaem ux cbtnopomoqlbrc
KowqeHmpoquu' qmo npuaodum K nocbuue*uto pucKo pa3sumut Mttonomuu, cKntoqaa
pofidoJtruonm. Coo6r4anoct o caryqanx pofldortuonrca y na4ueumoq npuHtavaeuux
KnapumpoJjtuquH co&,/tecmto c doHHblJvu npenapama.uu. B cryqoe Heo1xoduJyocmu
npuJveHeHun ,aropumporllutluHa, cnedyem npeKpamumb npue,+t nosocmamuHo uJru
ctrJvsilcmamuHt HA SpeMn mep0nuu.
Knapumpouuqut cnedyem npurrennmb c ocmopoJrcuocmbrc ,rpu KoM1u1uposoH1ofr
mepanuu co cmomurulrrrtl B anyuae Heo1xoduJttocmu co*JnecmHozo npueJrto, peKogeldyemca
npuHtuaamb HauMeHbuyn doty cmamuu& Heoflxodutto npruteuflmb cmamtt1bt,
n e3 0 8 u cfl u1 ue o m "u e ma6 0n ustn a C Y P3 A (n anp wt ep, Qny e ac ma m un).
H e n pnn ot e o H m u Ko ozynn H m b,
rrpu coenecmuoJ|l npueile eapQapuua u ,<JtapumpoMuquHo BoSttoJtcuo KposomeqeHue,
supal,ceH$oe ysenuqenue MHO u nPomporuflunoeozo spe*tevrl B anyuoe co1nrecm1ozo
npruileHeHun c aapQapuHoJv uJtu dpyeunu Henpnilbuta anmuKoazynsHma*tu neotxodutto
Ko H mpol upo sa mb MHO u npomporrd unoeoe speJ|tn.
Onenparcn
Knapumpomuqut (no 500 uz xaucdorc I uacoe) ucanedoeancn y tdopoeou fipoarbtx
dodpoeontqes s xon6una4uu c oilenpa3onoJu (no 40,,ue ecredneeno). npa coenir^no,
npuJweHeHUU KtApumpoMuqUHA U oJrtenpasono pasHo&ecqbre nna3JneHqbre Ko\qe\mpaquu
oJwenpo3oJla 6cutu ysenu.tetu (C**, AUCau, u Tn ysefluqunucb Ha 30 %, gg %, i Sl U
coomoemcmoenno). Cpednee 3HoqeHue pH wenydxa 6 meqeHue 24 qacoc cocmanuJto 5,2 npu
npuelue oMenPasora c omdenaHocmu u 5r7 npu npueJ|te oilenpa3ona coqqecmqo c
KnapumpoJrra4uHoJvt.
C wtdenaQrut, madatrafuut u eapdenaQ u.n
Katcdurt u3 ?mux uneudumopoe Qocfuoduecmepa3u tuemafuonrcupyemcn, no xpaiiaert mepe,
qacmuqHo c yqocmueJlt CYP3A. B mo Jtce speJns CYP3A Moucem uuzuflupoeo^oci t
npucymcn suu KnopampoMu4uHa. Coeuecmnoe nptateHeHue KnopumporrruquHa c
cutdenaQutou, madanaQutom uJtu capdenaQwtorrr Moilcem npunecmu K ysenuqeHug)
unzufiupynulezo ootdeficmeun na QocQoduecmepaty. Ifpu npu*teuenuu smux npenapamos
cosJuecmHo c KnapumpoMutluHorl cnedyem paccilompemb So3Jrto)tcHocmb yileubtaeHun dosot
c wtdenaQuta, madanafuua u eapdenae una
Tonmepodun
Ilepauunuit memadonue*t monmepoduna ocyt4ecmsnnemcn qepr 2D6 utoeopuy
qumoxpoMa P450 (CYP2D6). Oduaxo o .tacmu nonynnquu, nutaennofi CipiOi,
'wemodonuirv npoucxodum uepet CYP3A. B smofi zpynne HacarcHun nooasneuue Cyp3A
npueodum K 3ilaqumenouo 6onee sblcoKurt KoHqenmpaquntt monmepodu1a 6 cueopomxe. Bnonynaquu c Hu3KILItt yPoBHeJv .uemafionusma qepa CYP2D6 Mo)tcem nompedocambcn
cHuilceHue dont monmepoduna I npucymcmnuu uuzuflumopoa Cyp3A, maKux KaK
KnapumpoMuwuil.
E e n r o d u az e n u H bI ( u a n p u-u e p, ur np a3 on an4, ta u d az on on, m p u a z oa atw)
Irpu coe'+tecmHo,rr npuJneHeHuu ,uudatonaJwo u xnapumpoJtrurluHo e eopme mo1nemox
(500 nz ilea pasa e dena), onureqorocb yseJru.tenue AIIC Mudasonartoi e 2,7 poza nocrregvympusetnozo eeedenun MudasonaJva u a 7 pat nocre nepopaJtbnozo npueJrtr Heo1xodu*to
usfiezomo coeJuecmHozo nepoputbuozo npueiva uudazonoJwa u t<napumpoyiluquHa. Ecnu
&ilecme c KropumpoJttu4uHo.ilr npurteH.nemcn sHympuseHnan Qopno rvudisona*to, cnedyem
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amosaHosupa (400 ilz odu, pa3 s deno) Molrcem npusecmu x deyxpam*oJ^y yeetrutte,ur(,eozdeficmeun 
'aupumpoJ|tutluHa u yrteHbtaenurc eozdertcmeun ta-bH-xnapumporru*una Ho70 %, c y9enu.te\uer,, Aac ama3alosupa Ha 2g %. Enazodapn ,aupoKoJuymeponesmuqecKorty duanazouy ,(rapumporrtu4u*a yfiteHbueHue ezo doztt y naqaeHmo. cHoprrroJtbHofr noqeqnoil Qynx4uefi ne mpehyemcn. v na4ueamos c yJvepeHHofr noqertnortnedocmamoqHocmbrc (raupenc KpeamuHuua 30-60 un/nun) dota xnapumpo*uquHadonucna 6uma y*eHbue*a Ha sb u. v na4ueu^i" 

" Knupe^coJtr KpeamuHu,a *re*ee30 'nu/uun dozy rcnapumportutruua utedyem cHusumb Ha zs %, ucnonwya dnn emozocoom$emcmsynwn neKopcmseqnyn Qopmy Krrapumpornu4uH& IotapumponuquH o dotax,npe$blaonulux 1000 mz B cym*u' Herblfl npuJrrennmb courtecmno c unzu1umopattunpomeas.
Hmpaxonoton
Knapumpomu4u[ u umpaQoHasoJr ssnflpmcn cyfucmpamaJilu u uneufuumopan4u cyp3A, umoonpede"rnem dcynanpaute,Hoe etaunolefr"*ir" iproopo*oe. KnapumporrtupuH Jjro*rcemnosblcumb KowqeHmpaqun umpo&oHo3ona 6 ,rJra3rtter e mo speru KaK umpaKo1a3on rvoJrcemnosbrcumb MasJneHHyK' Kotqeilmpa4uro ,<napumpowutlufuo. Ira4uenmoe, odnoapeneunonpuvuilon'4Lt umPaKoHason u KnopumpoMu,lra*, ctedyem mulamanbno ofuanedosamb HoHanuque cuilnmoMos yctuneHufl uJtu ysenuqeHun dnumetonocmu QapuaxoaozuqecKnxeQfiexmoe ?mux npenopamos.
Coxcuuaeup
Knapumpo*tuqut u caKsuHfusup sann0mcn cyfucmpamil*tu u uueuftumopailu cyp3A, umo
o n pe d ean e m d ey n an p oane H H oe es a uwode rtr mi rc oj r n op o^o e. od n o ep eJn e H H o e n p urte H e H ue
'<rapumpoJrtu4ufua 

(500 ne dea pata c dena) u caKounaeupa (e Jt4rcKux ,rcaramu1o1brxKancynax' 1200'ue mpu pna e deno) y I2 fiopocbtx dohpoionu'qer nbtnbrsaro ysenuqeHueAUC u C,',.' coKsu&asupa na 177% u 187%'coomeemcmeeHlo s cposleHuu c npueJwogcaKsuHagupo e omdutoqocmu. Sna"enun AUC u C^* *opu*po*u4uHa 60munpudnutumenbHo Ho 40 % suure' qeJrt npu rltoHomeponuu ,trapumpoJ|tuqu1o.u- IrpucoartrecmHo" npuJltefueHuu ?mux deyx npenapamos 6 meqeHue ozponuqe11ozo 1peryeHu Idosax/cocmosax' yKa3aHHbIx sbrure, KoppeK4un dozot He mpe6yemca. petyntmamot
uccnedoeaHun neKapcmneH&blx esaut odefrcmsufr c ucnorb3ouartueJu caKcuHauupa 6 ry.s?Kux)tcenomuHosb'x Kuncy,xox Mozym He coomsemcmSonhmb tfuQexman, ua6nrcdaer?rbut npunpuileileHuu caKguHseupo e meepdotx JtcenomuHonbtx Kancynax. pesynomaiot
uccnedoeoHufl neKopcmseHH,x esouJ|toiertcmcufi npu rroHomeponuu ca*suHa1upoJ, JttozymHe coomoemcmBoaamb eeeexmaat, uaftnrcdaenu*r npu mepanuucoK6u*osupou"/pumoua6upo*- Irpu npue^e caKsunosupa co,rrecmHo c pumoHosupoJ|r
cne dy e m y u u m b t s amb n o me H q u &n b H oe er un H ue p umo H a s upa H o ranap u mpoJ|r u 4 u H.

0co6ure yKa3aHHq

fnumenanotil npuen anmufluomuKoe JltoJrcem npuaodumt x otpaso4aHun xononuil cy8a'uqeHHblt KonuqecmaoJrt He"yscmsumenbnbtx flaxmepuit u zpufuie. IIpu cynepuneexquu
n e o 6xo d un o H a3 H a q umb c o o mB e mc msyn qJ, n mep a n u Kr.IIpu npwrteHeHuu r<Jtopumponuuquua coofuqatticb o anytta.Lx neqeHo.taoil duceynxquu(noeutuenue KoHqeqmpaquu neqeHo'tHbtx Qep.uenmos I Kpo6u, eenamoke,atrunaputtil u./uttuxonecmomuqecxufi zenomum c ,cutmyxort uru 6ez), ieueuorri aliroyrKqua lrrurcem6umt mncrcenofi, uo oduqno nBnaemcn ofupomultoil. Hnenmcn cJly.rau netteuortuoilnedocmamoqHocmu c nemaJrbHottu ucxodoJltr-?Jts,Htt*t ofupatoM c,flsaHHbre c HaJtu.tueJJ,
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cepbuttbx conymcmsyw4ux 3a6one6otufr u/uttu oduoepemenHbtJw npuileHeHuerrr Opy?ux
neKapcmseHHbtx cpedcms. IIpu noneneHuu ,rpugHoKoo u curtnmoMoa eenomumo, maNux KoRaHopeKcun' ilceflmyxa, nomerltHetrae Mo.tu' lyd, flonelneHHocmb Jrcusomo npu nynbna4uu,
H e o 6xo d uil o n erue dn e H H o n p e Kp a m u m b mep a n urc Kn ap u mp o.u u q a H oJu.Irpu neue&uu npsKmuqecKrr oceJvru aHmuflaKmepuutbHbtJvu cpedcmo&ruu, I moM qucJte
Knapumpo"utluHoJtl, onucaHu cJty'tou nceedometuflpanoutozo KoJtuma, mnJtcecmb Komopozo
JnoJ'cem sapbuposombca om neexofi do yzpoucarct4efr ilcttsuu. Anmu1axm"pu*inot"
npenopamu Mozym a3fiteHumb HoprrlaJrbtyK, muxpoQnopy KutaeqHuKa, qmo Moilcem
npuoecmu K pocmy C. dfficile. Ilceedotuervrflpanonufr Korum, BbrsnauHbtit Clostridiumdfficile, neo^xodutto nodotpeeamb y Bcex na4ueHmoq ucnbrmuaorct4ux no.flBreHue duapeunocne npuJrteteHun anmudaxmepuunb*bx cpedcme. Iloane npocedenua *yp"o
anmuduomuKomepanuu neo1xoduruo mr4amenb*oe ,uedu4uncxoe na1nndenue 30
naque&morrt. Onucorcanucb cJtyqau pa36umun nceadonenfipanoznoeo Konuma cnycmn
2 necnqa nocJre npueJva aumuduomuKo*.
Iorcpumpomu4ut anedyem c ocmopoJtcHocmbro npuJveHnmb y naqueHmo7 c uutettu.tecxofr
aoneznorc cepd4a (HEC), mnucanofr cepdeunofr uedocmamo.tHocmbro, ?unofiiozHuemuefr,
eotpaerceunort dpaduxapdueil (nenee 50 yd/nun), o maKilce npu odnoepe,ueuuotu

"pltrte|teHuu 
c ailmuapumJ|tuqecKu*tu npenapamatuu IA ,aracca (xuaudun, npoKauHoJtrud) uIII Knacco (doQemurud, atuuodapon, comanon). IIpu donnox cocmon1unx u npu

oduocpe'ven$orv npue*te npenapama c ?mtturt npenapamanu caedyem pezynnpno npoeodumt
KoHmpoflb ?neKmpoKapduozpannot na npedmem ysutu.teHufl uhmepeana QT.Boawoucuo po36umue nepeKpecuort petucmeumHocmu K NropumpoJrrutlugy u dpyzuttt
o_nmuduomKmt Zpynnb, JnaKponudoe, a maK)tce nuHKott4U\UHy u xnundanuqu{y.
Vqumarcan pacmywu, pesucmenmHocmb Streptococcus pneumoniae K rtaKponudo*r, eaercno
npoeodumb mecmuposoHue qygcmsumenbHocmu npu Ha3uoqeHuu ,<JtopumpoJtru4uHa
naqueHmail c euedononuquort naeenonuefi- IIpu zocnumanonort nHeol|to1uu
,arapumpottrutluH cnedyem npuJveu.emb
anmuduomuKantu.

e xo'u6uHa4uL C C^OmSemcmeyw4u,rru

[InQexquu RoJtcu u Jnn?Kttx mxauefr neexort u cpednefi cmeneHu mnrrcecmu qar4e scezo
EbBsaHbI Staphylococcus aureas u Streptococcus pyogenes. IIpu emon o6a cofiydumen,
Jvozym 6otmo ycmofiu-ueot K nraxponuda*t llozminy soltcHo npoeodumb mecm Haqy&cmsumerb$ocmb' Maxponudu .uo)tcuo npuileHnmb npu uutpexquax, sb1oa1Hbrx
Corynebacterium minutissimum (opampatna), tafuoneeanunx ocne vulgaris u poJrca, a maK
Jtce s mex cumyaqunx, xozda Herb3.n npuileunmb ne*u4uJutu*.B cnyqoe nongneHun ocmpux peaxqufr zunep.ry7cm7umerbHocmu, moKux KaKauaQuraxmuqecKan peaK\ufl' cuadporu ciueenca-fiuconcoua, moxcuqecxuitnudepnattottotfr HeKponus, nenapcmsenHon cblnb c oosunoeu,ruefr u cucmennoil
c un' n moM amu xo il (DR ESS -c undpon), nypnypa IIIe rute fr u a-fe n oxi, neo6xod uno cposy rrce
n p e Kpamumb np ueil Ktap umporjr u4uHa u Haqamb coomn e mcmsyrc w ro mepan u n.V na4uenmo6' npuHuJrra,oultrx ,<ttapumpolt4uqul, coofuuqanoct o6 ycyzyfunexuu cgJvrnmoilociluocmeHuu gravis,
B cnyqae coBMecrHoro [pHMeHeHHr c eapsapuHorra HnH Apyrr.rM' HenpffMbrMlraHTuKoafynAHTaMil Heo6xoAl'ttrlo I(oHTponupoBarb MHO r rporpoMounosie BpeM, (cM. pasaer
< B z a u*tod e fi c me ue c dpyz u*t u ne Kapc mse H H bu,, u cp edc mcan u >).
IIpu nazuaqeLuu npenapamo naqueHmaJw c caxapnu.u duafuemott ueofuxodurvo yvumbr,amb,qmo npenopom Kna4ud@, nopotuox dnn npuzomosneHun cycneHsuu dnn npue-wa s^ympb
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250 nz/s wt' cooepilcum caxaposy (e I nn cycnelsuu codeprrcumcn 0,046 xE wru 0,46 zcaxap8bt).

BnugHne Ha cflocodHocrb y[paBnflTb rpaHcrropr'brM,n cpeAcrBaM' H 3aHsr'fl ApyrrrM'rloreHqltaJrbHo onacHblMl| BHAaMH AeflTeJrbHocrllr Tpe6ymqnu[ noBbr11reHHo[KOHqeHTparrHrr BHr{MaHnfl u 6ucrporbr 
''cnxoMoropHbrx 

peaKu'fi
'{oanorc omHocumenbHo utus*un Knapumpofituqulo Ho cnocofuHocmb K ynpaone,u,,aemomodunen u Jv'YaHus*aJru omcymcmsynm- cnedyem ,ponio^o uo eHrrta,uenomewquarbnyrc sosJrtoltcW^Cmb zonosoKpyJrce*un, Sepmu?o, cnymaluocmu coSHAHUn udesopueumoqlttr' Komopbre Mozym nosquK$ymb npu npueile dannozo npenopoma cnedyemcofinPdamb ocmopoltc*ocmb nPu ynposJteluu mpoHcnopmHbuau cpedcmseJt r u saHnmuflxdpyeunu nome\4uutbHo onacHunu eudantu deimentuocmu, mpefiynqumu noaotuennofrKOH qe H mpa qUU I H UJ*AH Ufl u fiucmpomb, nc uxoJnomop* btx peox4u il.

B clyvae Bo3HI'tKHoBeHIrt BonpocoB' Kacaloul'xcs reMbl AaHHofo nlicbMa n,n. np*MeHeHrfllpenapara Klaqu.q@ (Klapnrpbrrluqnn), a raK xe coo6uteHu, o 
""*"rrur"rrbubrx 

,BJreHH.f,x,BbuIBJIeHHbrx y naqHeHToB, ronyr{aBr[Hx npenapar K-naqn.q@ lfaapnrfornun";, npocuu BacHanpaBn.srb Hx B KoMrraHalo ooo (3660rr Jls60paropn3) no cneAyrouevy aApecy:

l2517l, r.Mocxna, IleuuHrpaAcxoe uocce l6a, crpoeHne I ,EHsHec ueHrp <Merponoluc>>
TeneSoH: +7 495 258 42 g0
@arc: +7 495 258 42 8l
Email: abbglr-lg -tp[.ce4l

/]onolHnre,rtHo, Heo6xoAnMo HarrpaBnrrb coo6uleuun o no6oquux Aeficranlx, B ToM r{Hcre no6oqHrrx4e'ctn'lx' He yKi*aHHblx B HHcrpyKu'tx no np,MeHeHulo JreKapcrBeHHbrx npenaparoB, o cepbe3HbrxHexenareJlbHblx peaKuHtx' npHBerulHx K cMeprH' BpoxAeHHbtM aHoM:rJrH flM HJrIi nopoKaM pa3BHTHfrH6o npeAcraBJltlourHx co6ofi yrpo3y )K.3H.,rpe6ym.uax rocnHTanH3 atlH^ H.r.npuaeguei x croftxofi)Tpare rpyAocnoco6socrn n (unu) HHB€utH.aHocrH; o HenpeABHAeHHbrx He)KenareJrbHbrx pea*u'cx, BTOM tlHcJle cB'3aHHblx c npHMeHeHI{eM neKapcrBeHHOrO npenapara B COOTBeTCTBHH c HHCTpyKuHer no[ptlMeHeHH[o' cyulHocrb H Ttx(ecrb Koropblx He coorBercrBoBzLttn uH$oprrraqNn o neKapcrBeHHoMnpenapare' coAepxaqefics s HHcrpyKuHH no ero npHMeHeHHp; o6 oco6e'Hocrrx sgalrMoAe'crsHc

ffi:::ilX'#"#,l|r::?ililf:#l#neKapcrBeHHbrMlr npen ap',raM*' Koropb,e 6u* srrsBneHbr np'
ciryx6y no nuoropy 

" 
c4epe 3ApaBooxpa""iloj}il;:;rX ""-"ocrBeHHbtx npenaparoB e oeaepatsHilo

109074, r. Mocrna, CrasqHcxa, nnoqaAb 4, crpoeHue I,Tene$on/Oaxc: *7 4gg 57g 0l 31
Em ai I : p ltat tUig, t tt S 4 r,! q11 r_r a d_2. r.,11.1-u

C yaaxeHnev,
A.nercefi PxxuH
MeHe4xep no QapuaroHar3opy
Pery,rrropHufi or1e,r, OOO " 366orr Jls6oparopu3,,
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