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Ha Ne

O HosrD( AaHHbx uo 6egonacHocrn
neKapcTBeHHOrO npelapaTa

fenrpan

@e4epanrnax clyx6a ro HaA3opy B cQepe 3ApaBooxpaHeHl4f, B paMKax

rrcrroJrHeHr4f, rocyAapcrBeHHofi $yHrqnu rro MoHrrropuHry 6egonacnocrrl neKapcrBeHHbIX

npenaparoB, HaxoArrrlvrxcfl, B o6pauleHuu Ha reppuropnl{ Pocczficrofi @egepaqun,

coo6ulaer cneAyrouee.
Poc:qpanHaA3op AoBoAtrr Ao cBeAeHI{f, crlequzullcroB 3ApaBooxpaHeHllt rII'IcbMo

OOO <366orr Jle6oparopr43>) o HoBbrx AaHHbIx ro 6egonacuocrl{ neKapcrBeHHoro

npelapara fenrpan (MHH: AAevreruoHr.{H), ra6lemra roKpblrble Kl{IleqHopacrBopnuofi

o6ono.rrofi 400 Mr, npou3BoAcrBa Xocnnpa C.n.A., klrastus' (perracrpaqHoHHoe

yAocroBepeHl{e n N011968/01 or 27.10.2006).

llpranoxenne: Ha 3 n. s 1 axs.

Bpzo pyKoBoAurent

K.B. fope"non
(49e) s78-02-73



OOO <366or Jlg6oparopu3D

Poccr,rficxan OeAepaqut'12517 1'
r. Mocrsa, flexuxrPagcxoe
r.uocce 16, crpoeHxe 1

Snlxec qexrp <Merpononl,tcD

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

Cneuna.nncraM sAPaBooxptneunc

Aara: 13 cenrn6Pa 2013

Re: HrmeHeHHfl IrHOopMaUuH no 6elonaurocTr npenapaTr fenTpano (AAeMeTHoHEH)'

Ta6JreTKH no1tpbrTble KHrueqHopaCTBOpIrMoil o6o.noqxofr , 400 nrr'

Vnaxaemute cneq[aJr[crbl 3ApaBooxpaHen[fl !

KounaHns ooo (366()rr Jl36oparopr.r3> cBHAereirbcrByer BaM CBOe nor{reHue r'r unsopr,anpyer

o6 urueueH'f,x AaHHbrx no 6e:onacHocrr4 ttpenapara fenrpal@(Aleuerl'IoHl'IH), Ta6rerKH

noKpblTbre K1lUeqHopacTBopHMOfi O6Oloqrofi, 400 Mf Ha ocHoBaHUI'l l4:ueHenuil'

yrnepxaeuHbrx MuHrtt.p.rro" 3gpanooxpaHeHnt Poccnftcxofi oeAepaunra (peurenHe N20-3-
"$3;47fu1ry143M-y or 08.07.2013 f. AIrs npenapara fenrpar@. ra6rerxn noKpblrble

Kr.rureqHopacrnopurraoft o6oloqxofi, 400 Mr o BHeCeHHH t'tgt'leneHufi B AOKyMeHTbI'

coAepxauuecs B perncrpaunoHHoM Aocbe Ha 3aperl'IcrpupoBaHHufi ,'lerapcrseFlHufi npenapar

aJu MeAIruI'IHcKoro npuueneuur).

I,lrueneuns 3arparHBarcT CneAyrouue pa3AeJIbI (u:ueueuuble AaHHbIe BHAeneHbI nonyl'cupHbtJrr

Kyp c us Hbu,r tu p u Q mom).

Oapuarolor[qecKne csofi crsa
OapmanorrrHerlrKa
Bcacurnartue
EuogocrynHocTb npg npgeMe BHyTpb - syo. yeutuqusaemcfl npu npueile HamoUlo'('

MaxcnualbHbre KoHrleHTpaunu (Cmax) aAeMeTnoHHHA I nJIA3rVe flNnnmcn docozacucuMo'Jtru

u cocmaoJtnrcm 0,5-I mn/n uepez 3'5 qacoo nocne odttoxpam&o^o npuervo sHympb c dozox

om 400 do 1000 uz. Cmax udeuemuoHuHa 6 nnasJve cHu)tcanmcn do ucxoiluozo yposHn I
meqeHue 24 qacoe.

Pacnpedenenue
csssr c oelxauu rrra3Mbt KpoBIt - He3HaquTeJlbHuul, cocma&,nnem s 5%'

Mema6onuant
Ilpoqecc ofupazoeouun, pACXOdoCanun u noemopHoeo o6pazoeanun ade'uemuoHuilo

HuSbrSaemcn TuKnoJu adeuemuouuqa. Ha nepsoJn ?mane ?mo?o qu',<flo

a\enemuoHu1sasucttJrrue InemuJtoSb, ucnongyrcm AdenemuoHury I Kaqecmse cyfiCmpomo

dnn npodyKo',l s-adenozuttzofiio4ucmeu\a' Komopbtil sametr zudponwyemcn do

zOMO|UCmeuHa u ade\osuHT C noJfiot4blo s-adenozun?oJtto4ucmeunzu0'panawt'

fomo4ucmeurr, I csorc oqepedu, nodcepzaemcf o6pamnort mpancQopma4uu do uemuouuua

nymeJn nepe^oca nemunouoit ,pyino, om S-uemutmempazudpoQonama' B umo?e

ilemuonuH JvoJtcem 6otma npeoflpa3osat I AdenemuoHuh sasepuan quKn'

Bueedenue
B uccaedosaHunx y tdopoeorx dofupoeonuqes npu npuerue sHympb JueqeH\ozo (tuemwz I4C) S-

adenotun-L-nemionrio t riloqe borno onnapyuceno 15,5 + 1,5% paduoaKmu&Hocmu qepe3

4g qacoe, fl I K&ne - 23,5 + 3,5% paduoaKmusHocmA qepry 72 
"Aca. 

Taxwt o6pasom, o'iono

600/o 6uno tadenou uPosowo.

C ocropoxnocrbx)
Eunolrpnue paccrpoficrna (cu. pa3Aen <Oco6rte yrcalaunr>)'

BepeveuHocrr (l rPnuecrP).

Ten.:
<Darc:

I-l epuo.a rpyAHoro BcKapMnnBarlus. Fl Abbott
EJ A Promise for Lrie



OOO <366orr fle6oparopuo>

Poccnucran <DeAePaqua 12517 1,

r. Mocxaa, IlenuxrpaAcxoe
urocce 16, crpoeHt,te 1

Eugxec qexrp <MerPononucD

Ten.: +7 (495) 258 42 80
OaKc: +7 (495)258 4281

OlnoepeneuHbtfr npueJJt c carcKmuhHbt*tu u&zuaumopailu ofipamfuozo saxsama cepomoHuHo

GnOiC), mpuryuKnuqecKratu aumudenpeccoHmaJilu (maxunu KaK KnoJnunpuilut), a

moKJre mpanawu u npenapomoilu, coleptcat4u\ru mpunmo$at (cn. pasden

< B t o tt tt o d e ilc ms u e c d py ? utt u n e Kap c ms e H H bu|r u n p e n ap a mail b, ).
Ifotrcunoil sospacm.

II oqe rt n an Hedoc mamoqwoc mb.

Cnoco6 npfiMeHeHufl rl Ao3bl
B cnyuae, ecnu maLnemKu tuilerum qnem, omruqHbtit om fienozo do 6etozo c ilcenmosombrJjl

ommeHKofii (ecnedcmeue Hezepwemurtflocmu utK)Jntrnuesoit Qontzu), npenapam fenmpan@

ucnonbsonhmb He peKoJneHdyemcn.

HaqoJronan mePanun
Pe xome n dyeilan dosa cocmoern em I 0-2 5 mz/xz/cy m
Ilottcruue noqueHmbt
Rnunuqecxuil onttm nprureHenun npenopama fenmpoJrt ue ewn6u xaxux-nufio patnuuuil e

e?o ?OfieKmuoHocmu y naqueHmo7 noilcttJro?o soSpacmo u noqueHmoe 6onee mOnodoeo

6npacma. Oduoxo, yqumilsan suco,(yM seponm\ocmb uilenuluxcn HapyrueHuil Qynxquu

neqeHu, no.teK uni cepd4a, dpyzort conymcmoyrot4eu namonoeuu uttu odnoepetuennoit

mepanuu c dpyztuttu neKapcmseH*btJttu cpedcmeatnu, dozy npenapama fenmpan" noucunou"

naqueHmLJlt Cfledyem nod^upamb C Onmopo)tcfuOcmbu\ Haquilan nPuJileHeHue npenapoma c

Hu)tcuezo npedeno duonazona doc.

lla4uenmot c noqeqHort nedocmamoqHocmbw)

HccaeloeaHuu y na4ueumoS c noqeqvofi uedocmamoq*ocmb0, He npocoduttocb, I c8n3u c

?mtalt pe^KoJveHdyemcn cofnrcdamb ocmoporrcfiocmb npu nptuneHeHuu npenopomo

fenmpatt' y maKux naqueHmos.

II a4uenmtt c neqeHo'tnoil nedocmamoqnocmbo
Ifapo.uempot eapmaxoxuHemuKu adenemuonuna cxodHbl y sdoposbtx dofipoeonoqes u y

n a r4ue H mos c xpo H u 
" 

e c Kra u u t a6one c a n ut ljl u ne 4 e H u'

lemu
Ilptuuenenue npenapama fenmpat@ 7, demefrt npomusonoKaTaHo (tQQexmusHocmb u

6eton oc n ocmb He Yc man oene n ot).

llo6o.rHoe AefrcrBue
Huxe npqBeAeHbr o6o6utennbre .{anHbre o no6oquux peaKlr}ttx, Komopbrc 6omu sbtnSneHu 6

xode xnunuqecKux ucctedoeanuil u npu nocmrtapKemaH?osoil npuile0eHuu odenemuoHtrHo

rcax s ra6rerKtx, TaK H B I{HbeKlInoHHofr neKapcrBennofi Qopue'
('o cmopoubt urtilr'HHoit cucme-uat: peoKqnu zunepqynnmsumabuucmu, anaQutaxmOudnue

uru a1'aeunaKmuqecKue peaKquu (s moil quare zunepet|run Koltcubtx noKposos, odbutrKo,

fuponxociazm, 6ont I cnttHe, owr4eHue ducxomQopma s oflnocmu zpydnou KnemKu'

apmepuutbHan zunomeH3un, apmepuutb*an zunepme+3un' maxuKopdun,6paduxapdm)'

C o cmopon u d otxo menun o u c ucmefi Dr.' oreK ropraHn'

co cmoponbt Ko)K,Hbtx noKposos: peaKunl,l B Mecre BBeAeHI'It (oueHs peAKo c HeKpo3oM KoxH).

oTeK KBr,lHKe. norrHBocrb, KoxHbre peaKuna. KOJTCHO-unepzuqecKue peaK4uu (s mot,r qucne

cr,rnb. roxustfi 3yn. KpanuaHuqa, ryumena).

flepeAornporra
IIepedotupoexa npenopamo fenmpatt@ MuroseponmHa. B cnyqae nepedotupoexu

prio tndyemcfl naLnrudenue 30 noqueHmot u npoeedenue cu.unmofiiamu"ecxoil mepanuu'
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OOO <366orr Jle6oparopno>

Poccr,ricran OegePaqnn 12517'1 ,

r. Mocxaa, flexuxrpaAcxoe
r-uocce 16, crpoeHre 1

6usxec qetrP <MerPononrcD

mep an u u ad eJv e m uo H u H oJ|r.

Ecrn HeAocraroqHocrb o6Hapyxena.

Klrcnorbl do Htqana neqeHufl

A.4EMCTT,TOHHHOM.

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

peKoMeHAOBaH [pHeM qI'IaHOKO6anaMHHa u Qolnenofi
odenremuoHuHorrr uJrrt oAHoBpeMeHHbIfr npneM c

Ocodue yKa3aHnfl
V noquinmor c denpeccuei u.ueemcn noeutaenHbrrt pucK cyuquda u dpyzux cepbsHbtx

HutcenamanbHbtx aaneHurt, no?moJvy so speiln reqeHun adeuemuonufuorr maKue naqueHmb,

donucnot Haxodumbcn nod nocmonHHbwt Honnndenuen spoqa dnn oqenxu u neqewufl

cuJ|tnmorilos denpeccuu. Ilaquenmu donucnot ug$opJ|ruposomb spoqa I anyqae, earu

omJneqont4uecn y Httx ctt,MnmoJjtb, denpeccuu He yrueubruarcmcn unu ycy?yflnnomcn npu

B clyuae Bo3HHKHOBeHH' BonpocoB. Kacalouluxct reMbl AaHHO|O nHCbMA VIJTLt npHMeHeHHs

npeflapara, a raK xe coo6ueHHt o HexeJrareJrbHblx flBJIeHHsx, BbItBJIeHHblx y nauueHToB.

nonyqaBurrdx rrperapar fenrpan@ (A,neuerr,roHuH). Ta6nerl(n fioKpblrble Kl4lrleqHopacrBopHMofr

.6onoqxofi, 40b rr,rr. npoclrM Bac HanpaBJltTb I'lx B KoMnaHHIo OOO <366orr Jlo6oparopl'I3) IIo

cneAyloueMy anpecy:

l2517l, r.MocKsa, JleuuurpaAcKoe luocce l6a, crpoeHue l.
Bursec ueHTp <Merponoluc>
TereQoH: +7 495258 4280
@arc: +7 495 258 42 8l
Email : abbqU:ruqqglbbirt.t . c (l lu ; p v . rrr;!]4gAbbI!!gg

,[onolsureJlbgo, neo6xoAllt4o HanpaB1tTb coo6qeHnfl o no6oquux AeficTBl{fx, B ToM q6cJle

no6oqHsrx neficrsHtx, He yKa3aHHbrX B l,tHcTpyKuHflx no [pI{MeHeHHro JIeKapcTBeHHblx

npenapaToB. O Cepbe3Hblx HexeJlareJlbHblx peaKql{tx. [pt'IBeAuHx K CMepTI't' BpoxIeHHblM

aHoMrrJrr.rrM Hnu nopoKaM pa3Blll1n:rn6o npeAcraBnflIotrlnx co6oft yrpo3y xll3Hn. rpe6yxrunx

rocnr{rzrJrg3a\grnvnvt upHseAurefi x crofirofi yrpare rpyAocnocooHocru n(unn) HHBaJIHAHoc'rul

o HeIIpeABHAeHHbIX HexeJraTeJrbHbrx peaKul{tx, B TOM r{HCJIe CBS3aHHbIX C npI'IMeHeHHeM

itcKapcTBeHHorg npenapaTa B cooTBeTcrBltl'l c I'tHcrpyKU1efi no npHMeHeHHrc' cyulHocTb H

r.flxecrb Koropbrx He coorBercrBoBaJr14 r,ur$oprtilaunn o neKapcrBeHHoM npenapare.

co4epxaulefrcr B r.rHcrpyKunn rro ero npr.IMeHeHulo: o6 oco6eHHocrtx s:anN4oAeilcrBHt

neKapcTBeHHbtx npenapaToB C Apyrr{M14 neKapcrBeHHbIMI'I npenapaTaMI',I, Koropble 6ruu

BbrflBJreHbr npg [poBeAeHr.r]t K.IIIHHr{ecKllx HccreAosaHl'Ifi v npfiMeHeHHI'l neKapcrBeHHblx

rpenaparoe n (De4epa;rbHylo c,ryx6y IIo HaA3opy n cSepe 3ApaBooxpaHeHut no aApecy:

109074, r. Mocxna, CnansHcrat rnouaAb 4, crpoenue l,
TereQon/Oaxc: *7 499 578 0l 3l
Email : ph arn-11r'.1o ;4d-1tl-l:t!4i! Att i,tt

C'ynaxenueu,
A,rexceft PsxnH

MeHeAxep no QapuaroHa.ll3opy
Pery.nrropH utfi orAe,r. OOO " ?66orr J1:r6oparopt43 "
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