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Kopomca xapaKTepucrrrKa rpenapary ,l 1. 0 7. 2025

auuoAuuin - 1,25 ur (uo exsisareutuo 1,73 Mr aMJIoAI{niliy 6ecunaty).

,{ouorraixgi peuonuur: ruty.ruuft apoMarl6arop Kypflrl,Irrl. .oroaoai apiNaNi,:rairpolPrctariqga
rleJrroJro3a, naannirol, KpocxapMerosa narpiro, uanriro creapar, rleivrriro AiorcuA roloiAnufi 6essoAallft.

3. @apnraq"rtrrru Soprvra I

1. Hassa
Arvroaiu
2. Cr.rra,q
I ra6retra (200Irar) uicrurr Airo.ry, peqoBLIHy:

Xynanrni ra6nerrra.
4. Oapnarororiqui B.racrrsocri
ATC-vet rurucufuixaqifrnifi xod: QChSC - CenexmueNi flnoxamopu xanoqieeux xaaunie z

nepenailcuaw nruaoorw rua cydun* QChSCALL -.4nnoduniru. I

Auno4anin e 6noraropoM rorenrliarsarexnr.rx xanrqienui raualin, noxiAnru 4uri4pouipnptr!,
sxllfi cereKTr.rBuo sr'rsyettcl s L-tuuoN,I xauarin, ruo rr,rictrlbcs B rna,qrifi cyauunifi lrrycrynatypi,
ceprleBoMy u'ggi ta trasr,rni nponi4noi crlcreMlr cepqf. 

I

ArranoAuuin gie nepenaxHo Ha xanrqiesi KaHaJrr.I L-tuny,luo rr,ricutrct B TJIaAKI,Ix M'fi3ax cy4trn,
rouy,uie repeBaxHo rrrJr.f,xoM 3Hlaxeuus cyAlrHuoro oropy. OckosHl,Ifi e([ert 3Hr{xeHrL aptepialruoro
Tlrcry annoAruisy uon'xsauufi s ftoro po3IIrlIpIoBtuIbHoIo aielo Ha aprcpii ra aprcpiorn, togi xlc

auto,urrin uafixe He BrJrlrBae Ha BeHo3ulrft rporoo6ir. Tpunanimr i 3HI,IxeHHs riuorengr,rsnoro e(perty

Xoqa aunoAunin rrrae 6inrmy arrvsnicru y cyAr,rHHr.rx ranluienrx nananie L-tr,lrry, siH taKox Moxe
BrrJrlrBarrr ua ri, qo 3Haxo,qf,rbc.tr B ceprleBoMy rrr'sgi ra rapaiantnift nysnorifi trauuni. B ,qocni.qxeunfl(
in vitro na igolronaHr{x cepqrx MopcbK}rx cB}rHoK cuocrepira.nu lsuuxeunx qacroru ceprleBl,Ix cropoqeub
i nerarrannuft inorpourrfi e([err Ha cepqe. Y 26-rwxueBoMy apcuiaxensi uemriAnnsocti Ha Ilinrorrx
TBapr,rHax, [poBeAerroMy Ha Korax, auloAnuin y aosi 0,25-1,2F nar/rr, rxzft sso,u]IJtrI rlepopaJlbHo, He

BrJrr{BaB Ha qacrory cepueBr,rx cKopoqeHb i He n[KTLIKaB rlopyltrelrr enerrporap.4iorpauu (EKf).
3n'rsynanru arvmo4uniny s ramuies[rMr,r Ka[IaJlarr,ru L-tunf ti46ysaetrc.f, fiosimuo, I[o gauo6irae

pisrouy 3HlrxeHrrro aprepianruoro rr,rcKy, sKe rIplr3BoALITb fio pe$nertopnoi tarirap4ii nuacniAor
arrunaqii 6apopeqeuropin. y roris s rinepmuiero oanolasonufi uoAennr.lft upuftotr,t ta6nerox
aunoAuniuy sa6esueuye xniniqno 3Hatryrqe 3ulrxeHrul aprepian{noro r}rcKy, i ,repes nosimul,Ift rtoqaroK

Aii arrlno4uniny rocrpa riuorensis ra pe(fnerctopna taxii<apaix, xx rpaBI,IJIo, He BllurrKarorb.

fiaxi in vitro rroxazamt, Iqo aunoANniu rror,parqy. {yurqiro eua{reniaarnnx rnitrH IITJUxoM g6irmurenns

yrBopouH.rr oKclrAy ul3ory, a raKox rrepe3 aHTrIoKcI,IAanrHi ta npQrusananrui aii. Y moAeft IIe e BDKJMBI{M

e(perrorra, ocrinrrn aracQynrqi, euAoreJriro cynponoAxye ri{eproniro, iueruiwry xropo6y cepqs ra
4ia6er - yci qi crarra, rrpIa sKIEx auloArEnis Br,rKoprrcroryetrc,h sK qacruHa cxeMl{ riryeannx. Y roriu't
naxnunicrr qux AoAarKoBr{x e(ferdr qe HaJrgxI,ITE rzsu(rwrtu, ocxitrru poJlb enAoretialrnoi
auc$ymuii e uaro(lisionorii riuepronii r<orin Ha cboroAlrirrnifi freo ," BLIBTIeHa.

Huprrn, m i cepue, oui Ta qeHTptubua HepBona cncreir,ra, e ocHoBHI,IMpI opraHaMll-iuiruenxr,rr

riueprouii, orpuMyrorrra 20-25o/o cepqeBoro BrKr.IA)i ra Maroar,I riacoruft rllcK y nepmift xanimpnifi citqi
(rnorrrepynxpnift xanin4puift cirqi) Ails. clitpurfrHHrl yrBopeHHIo [ouepynxpuoro (pinrrpaty. Bloxatopn
ra-ilrqiesrx ranalir, a caMe, aunoAuriH, sK BBa)KaIorb, [epeBafuo po3rlruplo]otr a(fepenrny aprepiorry
ropinuxuo s e([epenrnoro aprepiorroro. Ocrinrrra inri6itopl.l +IIO (IAfIO) repeBaxuo po3lluprororb

e([epeurny aprepiorry, BoH]r 3Hr,Drcyrom nnyrpimHbonroMepyngdnufi rucr i qacro 3Meuuylorb BeJr]IrIr{Hy

npoieinypii." 
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.3 uiei rpruIrurr rona6inaqig IAIIO i 6.uoxaropir xan{uieBux KaHaIIis t'doxe 6yru oco6rmno

Koprrcuolo y riueptoni.nrux xoris s nporeinypiero. 
I

Y xnini.mouy Aocni,qxenni sa yracrro Aouarunix rotin peirpeseutarl{Brry nz6ipry rotin ig criftroro
riueprouieio (cucrori.rur.rfi aprepianrnaft tucn (CAT) >165 r'ir"r pt. ct.) 6yno pau4olvtisoeano na ,qsi

rpy[]r, xri orpurr,ryralrr.r aMJroAuuiu (uo.rarKoBa,qo3a A,725-0,25 {,rrlxr, niAnulqennt go 0,25-0,50Irtr/rr,
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fiKrqo qepe3 14 .quis eiAuosiAr He 6yna sa4orinrnoro) a6o ulaqe6o, oAuoptutoBo IIoAIUI. CAT
nurraiplonalla qepes 28 4nir, i niryraunr BBaxaJloct ycniunnu, ,KI[o CAT sruxqrnaBcfi rra t5Yo a6o

6iurrue siA no.rarroBoro pirnx a6o .qo 3uarlerlb Huxqe 150 urr,r pr. cr. 25 is 40 xotis (62,5Yo), xxi
orpuMyBalrr.r aMJroArrriu, 6ynu ycuimno nporironaui nopinnxno : 6 ig 34 (17,6%),.rIKrM Aananrpr nnaqe6o.

Byno oqiueuo, rqo B TBaplrH, xxrrx lirynarur aMJroAl{niuou, ftr,ronipnictr ycuixy drynauux y 8 pasin

Br.rrqa, nix y rorin, axrx nixyearu uraqe6o (BIII 7,94,95yo aosipqufi intepuan 2,62-24,09).

Ilicns flepopaJrrHoro BBeAeHHrr reparreBT]rrrurlrx Aog aMJloAunin go6pe BcMoKTyerBcl, i uaxcunaanrsi

pinui n nrasiui Aocsrarorbcf, qepe3 3-6 roAr,ru uicns 3acrocyBatns. flicr.f, oAHopa3oBoi Aoga 0,25 ur/xr
u6coroor"u 6io4omynnicrr cranonrm npu6Jtrr3Ho 74Yo, a MaKclrMallbuufi pireur y unasrui - 25 :rtrlv.t y
crani uatrqe. OAHo.racurafi npnfioM KopMy He BrrJrlrBae na a6copeqiro auloAnniny. Ha upaxtrqi ta6nemr
auroAttuiuy MoxHa AaBarkr KoraM 3 KopMoM a6o 6es Hboro.

pKa arrrno4rniny ctanonurr 8,6. ArranoAnuis cr{Jrb}Io sn'x3yetrc.a s 6i[Kar,r[ TIJIIBM]r. 3r'xsyranux s

6inxanu n nrasui rorin in vitro crarroBlrrb 97Yo. O6'eu pogno.uirr/ crarroBllTb upla6nusno l0 n/xr.
AunoAunin inrencusno rraem6onisyerbcfl neqinroro n raeoparopnl,Ix rBapurr i ruoAefi. Yci eigorvri

uera6odru He Marorb (paprvraronori.nroi axrlrBuocri. Bci uera6o.nitu aiuuoAunisy, BI{fiBJIeHi in vitro a
rerrarorllrrax xorin, 6ylu paniure iAenu,r([ixonani n inxy6aqicx reuaroquris t{ypin, co6ax i rnoaeft.

Tarurrr rruuoM, xoAeH 3 HI{x ne e yuiralbHllll Ans rorin.
Cepe.quiff nepio4 uanirnune4eurrrr nMJro4uniuy 3 [Jra3M]I crarroB]rrr 53 roAnsu B gAopoBl{x roris.

flpra aosi 0,125 ur/rr ruacra rina na 4o6y pirenr auro,uEuiny n u.rasrrai Ha6nraxancs Ao cra6inruoro crany
rrepe 2rwwti B 3AopoB[rx rorin.3aramsufi una.srdonr,rft rnipeuc y 3AopoBLIx rorir oqiruoetrcxa2,3
rtan/xs/Kr uacIE rina.

Ealanc er<crpeqii 6yn oxaparrepr,BoBarmfi y ruo.qefi ta Aexinrxox nuAir rBapHH, arle He s roris. Y
co6ax pinuouipnuft posno4iu pa,uioarrunuocri 6yro nuxnneHo B ce.Ii ta (peranirx.

5. K;riniqni oco6.rrr.rsocri
5.1 Bua rBaprrH
Koru.
5.2 IlorasaHHfl Ao 3acrocyBalrHs
Jlirynauru xotis 3a cucreMnoi rinepteusii.
5.3 Ilporuroxa3aHHfl
He sacrocoByBarlr y B[rra,qKrx r<apAioreuHoro [roKy ra Ba:EKoro aopraJlbroro creuo3y.

He samocoByBarll y BlIIraAKax naxxoi neqiuKonoi rreAoctatnocti.
He samocoByBarrr y Blrla,qKax siAoldoi niAsfiueuoi q"rurunocri Ao .qiro.roi a6o Aonouixnrx

peqoBI{H.

5.4Ilo6i.ura ais
Ilicns 3acrocyBarrrur rperapary B peKoMelrAoBaHrrx Ao3ax niA.rac xnini.urrx arnpo6ynans (13%)

Ayxe rracro (>1 TBaplrua / 10 uponircosau[x rnapun) cnocre:iranacb JrerKa ra r]rMqacona 6nrorora.
flomrrpenuuu (>1 a-ire <10 rBaplrH / 100 uporixoranrx rBapEH) no6i.urrarrtl,I flBlrqaMu 6ytrw lerxi ta
rr.rM.racosi po3Jra,ulr rpasgoro Karrarry (nanpurnag, auopercl.r a6a aiapes), netaprix ra 3HeBoAHeHruI.

llicug 3acrocyBauufi rperapary u 4osi 0,25 Ivr aiuno4uuiry/xr Macll tila mapuulr Ayxe uacro (>1

rBaplrHa / 10 nponiKoBarrux rnapun) niA .rac xnisi.nurx nunpc6ysanb y 3AopoBr{x MoJIoAI{x AopocJux
rorin ra Ayxe piaxo (<1 TBapyrmt4 / 10 000 rponirconanux rnapun) uiA .Iac rocr-peecrpaqiftnr.rx
rrnpo6ynanr y roria roxr,rJroro eiry cuocrepirancr lerrrE rinepmamN.uruft rilrrinir is AefiKr,rM

s6inr111eHH.fru niArqetemrrx niu$arurrHr.rx By3.rrin. 3asqu.1aft qi o3HaKI{ Ire B}IMararcTb rIpI4[LIHeIiluI

nirynauux. I

5.5 Oco6.nuni ractepexeHHfl rpu nurcopucranni
Oco6nuny o6epexnicrr cdA [posBrsr[ r xor:is is saxnbprcBilrHrull [euiuxu, ocrinxn a.uloAunis

aKTr.rBHO rr{era6onisyeTbcs ueqiHroro. ocriuKn AocriAxcenns He TBapuuax ig 3axBoproBaHruMn ue.{iHKr.r

He rrpoBoAyrrrrlcs., 3acTocyBaHH, qboro flpe[apaTy B TaKI,Ix TBapI,IH Mae rpyIrTyBATVrCs. na OUinqi

cninni,UromeHuf KopI,IcTb-pI,I3tIK, upone4errifi lirape.l.t BeTeplluaPsoi IrleAzqusu.
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Ilpufiorrl alrno4rauiny inogi Moxe [pr{3BoA}rrr,r Ao 3HlDKeHEs pinnx ralirc Ta xJIopI,IAin y cuponarqi

rpori. fli,q qac rirynanur peKoMeuAyerbcfl KoHTpoJuoBatu ui pirni. V ctapnx Kotis s rineptonieto ra
xpoui.rrorc xnopo6oro HlrpoK (XXH) Tarox Moxe BlIHr.IKa:I{ rinorarieiraifl nnacuiAor ocHoBHorQ

3axBoploBaHruI.
Eegnera 3acrocyBrurrrfl aMJroAlrniny n xorin Macorc tiua ueurue, nix 2,5 w IIe BcraIroBJIeHa.

Eegnera 3acrocyBaurrfl auno.4rauiny B rotin is cepqetsorc neAoctatsicrro He BcraHoBJIeIra.

3acrocyrarnx B TaKprx Br{[aAKa( Mae {pyuTyBarfic, Ha orinqi cuissiAxoueuu.f, Kop}rcrb-pl{3}IK,

npone4enift nirapeu BerepllHapsoi ueAuqusr.
Xyranrui ra6lerrra Murrorb cvraxosi Ao6agKu. IIIo6 yIrlrKHyM BII[aAKoBoro c[oxrrBaHrul

TBaprrHoro, s6epirafite ta6letr<r,I B HeAocry[HoMy Ars rBapuu rr,ricqi.

5.6 3acrocyBaHnff niA .rac Barirnocri, uatcraqii
Jla6oparopsi .qocniAxeuurr Ha rplrcynax He Blrf,BrlJru .qorreis reparorennocti a6o penpoAyxrunnoi

rorccu.nroiri. Hemrci,qrmsicm 3acrocyBauHs aMrolruiny rri4 aac saritHocti ta raxTauii s roris He

BcraHoBJreHa, ToMy BrrKopr.rcrarrHs rpelapary raKuM rnapunau peKoMeu,qonauo timrra siAuosiAno Ao

oqinrrE cnissi4rogeurur KopucrB-pr.r3t4K, rrpoBe,qeHoi si,quosi.qaJrnuu drapeu Berepruapnoi rrleAuqunn.

5.7 Brae*roAis g inmlrun gaco6aMu Ta iumi Qoprvrn ssaeFroAii
OAnoqacue 3acrocyBrrrrHr aMJroAr{niny s inmuuu saco6alra, xri uoxyrb 3u[rxyBar]r aptepia-irrnufi

rr,rcK, Moxe rpr,BBecrr,r Ao riuoronii. Ao qrx saco6in HaJIexarE: giypeturra, 6era-6noxatopu, iumi
611orcaropu rcamqieeux raualir, inri6iropu penin-anrioreH3llu-aJlbAocrepoHoaoi cncreun (inri6itopra

peniny, 6loratoprE peqenropin auriorensrny II, inri6iropu anriotenguurleperBoploBaJlbnoro (peprrlenty

(AnO) Ta aHrarouicru a;lrAomepouy), inIui sa3o4rJlararopll ta aronicrra urcSa-2. Perorraen4yerBcr

rrauipronaru aptepiarrnufi rucr uepeA BBeAeHrrf,M aunoAsuiny pa3oM 3 qlrMlr saco6aMu ta sa6esue'ulru

Hurlrexc{y ri.qpamqiro xotin.
O4nax, y rnini.nrrx Bu[aAKrx rineprouii n xorir ue 6yuo Br.tf,BJrelro Aorasie B]IH]IKHeHIUI rinorouii

nuacli,{or roeAHaHHf, autoAuriny s inri6itoporra AIIO 6enasenpurou.
OAno.racue 3acrocyBauus aMfioAfininy s HeraraBHI,IN{}r xpouorpoflaMrl ta inotponaun (a caMe,

6era-6toraroplr, Kapgiocenexrraesi 6roraropu xanruieBl,Ix KarraJlir i asomui npotr'rrpu6xosi saco6r

(naupuxnag, irparonason)) rraoxe 3MeHmI{rIr crany i qacroTy cKopoqeub cepqeBoro M'.f,3a. Oco6lary
yBary cni4 upra4inxru repeA BBeAeHrurM auroAlauitry pa3c.M is IIIIMII rperaparaMll B rotis is

ropyrrreHHxuI,I Qynxuii mnyno'n<in.
Herur<i.qnunictr oAno.racHoro 3acrocyBauu.fl iiMroAflniny ta uporu6;uoBorn[x saco6is AoJracerpouy

ra ouAaHcerpouy B roris ne 6yna oqiuena.
5.8 Aosu i cnocodu BBeAeHHs rBaprllraM pisnoro rircy
flpeuapat 3acrocoByrorb rrepoparuno, 6esnocepe.qnbo y poroBy [opoxHIIHy a6o 3 HeBeJrrIKoro

rirgicir KopMy y peroMeH,qosauifi no.rarKonifi losi 0,125 - 025 Mr aMJIoArIniny ra 1 rr rrtaiu tila na

Ao6y.
rlepes 14li6 uirynanur Ao3y MoxHa uoAnoita a6o s6imur.Irr Ao 0,5 ur auloAuuiuy ra I Kr Macll

rina oAran pa:! Ha ro6y, sKruo He AocsrHyro aAeICBarHoi rniui.*roi ai,quosi,qi (naupuxnaA, crlcroJli'nruft
aprepianrnrfi tracr 3aJrlrmaerbcff rroHa,q 150 rrnr pr. c.T. afu sHI,IxeHH.rI MeHIu six sa 15 Yo si[
florrarKoBoro ruuiproBarrH, 4o nirynannx).

Maca tha rora
(rr)

floqamma Aosa
(rcinsxicrr, ra6retox)

2.5 - s.0 v--

5.1 - 10.0 i
>10,1 2

5.9 Ilepeao3yBaHufl (currnro*ru, neni4rc.naAni caxoAu, anrngoru)
Y nuuaArrx BlrlaAxoBoro fiepe,qo3yBaHrur Moxe B]IHI4KHyr]I o6oporna rinoronix,

norpe6ynarr clrMrIToMarI,IrIHoro rrixynannx.
a
J

rrlo Moxe
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flicns BBeAeHHs rrperapary s Aogi 0,75 rr,rr auno4uuiny/ur uacra tina ra 1,25 Mr aMJloArlniny/rr

naacr,r riua oAr.rH pa3 na 4o6y uporrroM 6 rraicsqis 3AopoBlrM MDJToAI{M AopocJrr,IM KoraM cnouepiraacx
riuepnracru.nruft rilririr, pearrunna nirrr(poigua rinepuragis r riAqenerlulrx nirvr([arnunrx By3JItx, a

raKox uiAeuueHa naryonisaqis. ta rinepnrasis Kniruu JleftAira. flpn qrx Ao3ax 3HI,IxyBaBcr pinenr
ranirc ra xnopu4ie y ulasrrli, a raxox s6im[ryBancs o6'el\d ceui, rontxgarruit si gHuxeHHflM rllrroMoi saxu

ce.ri. I{i e(perru HaBpfrAqr clocrepiraruuyrrcs s rrigi.rgl{x yMoBtD( rlprt KoporKoqacuoMy BLIla,4KoBoMy

uepegosynauni.
Y nenemaroMy ABorlrxHeBoMy AocriAxeuui rorepautnocri B 3AopoBr.D( rotis (n:4) 6ynu rre4eui

Aosu si,{ 1,75 lo 2,5 ur/xr uacr rina, rqo rprr3BeJro Ao JIeraJIBHoro BI,ITIaAKy (n=1) i sa:}irxoi

xropo6nnnocri (n:1). :

5.10 Cneqia.rrrui 3acrepexeHHff
Ocuonni rprr.rlrHr.r aprcpia-irrnoi rineprensi'i m/a6o cyuynri 3txBoproBalrus, a caMe, rineprxpeos,

xponi.nra xropo6a Hr,(poK i Aia6et, uonunni 6yru nIExnneni'ta'iiponirbsani.'
Y rotis cnryauiftua rinepronix (raxox BiAor{a m'"rinepTouis 6iroro xanrata") BI{H}rKae .trK

nacliAox rrpoqecy nuuiprcnanng n rniniqi s rBapI,IHlI, .flKa B inurorrry BlrrIaAKy Mae HopMasrcwit

aprepianrurafi rurcx. V auua4xy BlrcoKr,rx pinnin crpecy rruipronaunfi cncroriqlroro aprepianrnoro rllcKy
Moxe [pu3Becrr{ Ao HelpaBrrJrbHoro 4iarnosy rinepronii. ParouenAyerbct rigtnep4utu cm6inrny
rineprouiro rrrJurxoM uoBTopuoro nurrriprcnanHs clrcroJli.nroro lptepianrnoro rrIcKy r pisni 4ni uepe4

rroqarKoM repauii.
Ilpo4oaxennr upufiorrly rrperapary rporsroM Tpr,rBaJloro rracy rloBrrHno gAiftculoBarnc . si,quosiAuo

Ao uocriffuoi oqinru cnissiAuomeuur Kopltcrr/prEsnr, npone.4etni nixapeu Berepulrapuoi ueAtaqunu\ fl:rra

BKrrorrae pyrlrHue nzuiprcranu, clrcroJriqnoro aptepiamuoro rlrcKy uiA .rac dryaannx (nanpzxna4,

roNni 6-8 tuxnie).
5.11 flepioA BHBeAeHnr (rcapeuqii)
He gactocoByerbcs.

5.12 Cneqiaurni 3acrepexennff AJrs oci6 i obc.nyrouyrcqDro repcoHaJry

Ueft rperapar Moxe 3ulrxyBarlr aprepianr,uuft rrrcK. IIIo6 3MeHIIMrlr pr,I3I,IK BLIrraAKoBoro

clox[rBarrrur girurar,r, ne cniA uufir\,rarr,r ra6netrr s 6niuepin .p MoMeHTy rotosnocri xatu ix tnapwni.
Henuropucrani .Iacrlrnu ta6nerox cliA rloBepHytrl n 6nicrep ra -/[aKoBKy.

Y auna4ry Br,rraAKoBoro npufiouy BcepeArrny cni4 nera^ino 3BepHytllc, go nirapr ra, [oKtBarI,I

nirapro rurcdnry-nKJrarKy a6o errarerKy Ha rperapar. flicus po6otu 3 rperaparona cniA pereJIBHo

BlrMr,rTI,I pyKI,I 3 MIIJIOM.

ftomM is siAol{orc rinepuyrnusicrro Ao aMJroAr,rniny crig )mI,IKarH KoHTaKTy 3 Berepr.IEapHLIM

rirapcrxuur saco6ol,I. Ilicns Bl,IroprrcraHu.fl BI,IMIITII pyKH.

6. (Daprvraqestrrni oco6.rrurocri
6.1 Oop*ru necy*ricuocri
He nctauosreHi.
6.2 Teprrin npuga'rnocti
3 poru.
Ilicns pos4ilennx qacruHlr ra6lerru cdg nuropllrcrarvl rlprtroM 24 rol,.
6.3 Oco6.nnsi gaxoAr s6epirannn
36epiratrE oKpeMo ni4 npo4yr<tin xap.rynanerfi Ta xopuin, y HeAocryrluoMy ,qfls ,qireft i tnapuu uicqi

3a reMrreparyptr, r{o He rlepeBl,Itqye 30 "C.
6.4 flpupoga i cr.nag rconteftuepa repBrrlrHoro ynaKyBarrHfl
Ilodaui/Aruorraiuift/IlBX-AruouinienrEfi 6nicrep, r,auarr:uft tepuivnrnr cuoco6ou, qo Iraicrutr

10 m6.uetox.
Kaptouua ropo6lca, rqo uicturr 30, 100 m200 ra6netox.
6.5 Oco6luri saxoAu 6esnercr ilprr rroBoAxeuni 3 npennparou a6o ig fioro 3aJrlrIIrKaMIr

Ynaronr<y,3alrr{mKr.r [pe[apary norpi6no yrunisy'natu gri,uro 3 TII,IHHI,IM 3aKoHoAaBcrBoM.
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7. Hasna ra [ricqesuaxoAxeHHfl BJracHlIKa peecrpallifirmro nocsiAqenHs
Cena Cante Aniua"nr, Ceva Sante Animale
8 pro ae Jlorponro, 8 rue de Logrono
33500 Jli6ypn, Opanrri.n. 33500 Libourne, France

8. Hasna ra DricuesnaxoAxeuun nnpo6nuKa roroBoro rpoAyrTy
Cesa Caure Auir{anr, Ceva Sante Animale
EoyrenapA Ae JtaKonarr,rynixarion 3oue Boulward de la Communication
Anropymepe, 53950 Jlynepue, Zone Autoroutiere, 53950 LouVerne,

Opanqix. France

9. .{o,qarrona in{opuaqir
PerouenAorauo niguycK rrpe[apary 3a peqerrou rirapx ETepI,IHapnoi ueAraqnnra.
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Onnc
Ta6;rerrur rpoAoBryBaroi (foprran si,q 6exesoro Ao csirro-KoputllreBoro KoJrropy, s posgiJleHolo

cMyxKoro uocepeguni.
Crc.rra,q

I ra6rerra (200 rrtr) uicturr Airo.ry peqoBuuy:
arrauoAr.rnin - 1,25 rr,rr (uo exsisareHtuo 1,73 Mr aMJroAlluiny 6ecrnary)

,{onoruixni pe.ronurlr: mrfmuft apoMar}r3arop KypfiTI,IIII{, coJloAoni apix.qxi, Ir,tixporpncraniwra
rleJrroJro3a, rvranuilon, KpocKapMelosa uarpiro, rrraruilo creapaT, xpeuniro Aiorcnq ronoi,qnnfi 6essoAHlrft.

Oap*rarconoriqni snacrnrocri
ATC-vet xnacufiixaqifuirt xod: QChSC ' Cenexmueni dnoxamopu xanoqieeux xaruanie t

nepenailcuurtil Bnflu6ot4 rua cydunu. QC08CA01 -Annodunin,
ArrrroAr,ruin e 6toxaropoM rroreuqiarsanexHrx ra.nrqiennx ranalin, noxi4nuu atariapouipllAlrlrY,

sKuft ce[eKT[BHo sn'.rsyerscx s L-rHuoNd rauarir, rqo Mictsrrcf; B r.tra,urifi cy4nnuifi rvrycxylatypi,

ceprleBoMy Ir,r'sgi ta tr<anprni uponi4noi cllcreMll cepllf,.
AunoAr,ruis 4ie ueperaxuo Ha KaJrbrlieni ranalu L-rutty, rqo il,rictf,trc.r B rlrqAKlirx M's3ax cyAI.IE,

rcrvry 4ie rrepeBalrmo rrrJurxoM 3HrrxeHH, cyArruHoro orlopy. Ocnosul,Ift eQexr 3HlrxeHIUI aprepialrnoro
TrrcKy aunoAraniny non'xsauuft g ftoro po3rulrploBaJlbHolo Aiep ua aptepii m aptepionu, ro4i xr
auloAttuiu rraaftxe He Blnr,rBae Ha Beuo3Hlrft rponoo6ir. Tpueanictr i 3HI{xeHHrI riuotengusnoro e(perty

3irlrexarb siA AosLI.
Xo.ra auroAuniu uae 6inrmy amurnicrr y cyAlrHHI{x raarqies[x ranafiia L-tuny, siu taKox Moxe

BrJrriBarr{ ua ri, qo 3uaxoAsrrcf, B cepuerouy rra'aii ta rap,uianruifi nysnonift tranuui. B aocniroreHrurx
in vitro na isouroraulrx cepqfix MopcrKr.rx cBr,rHoK cnocrcpirarll 3uuxeHlrfl qacrorl,I cepqeBl.rx cKopoqeHb

i nerarrasuuft inorponnrEft e(perr Ha cepqe. Y 26-ruxueBoMy AocniAxenni nemri,qnrasocti Ha uimoslrx
TBapr,ruax, upoBeAerroMy Ha Korax, auro,unnin y aosi 0,25-1,25 ur/rr, sxuft ssoAlaJrlr [epopaJlbHo, He

BrJrlrBaB Ha rracrory cepqeBlrx cxopoqegb i ne rurnuKaB ropyuetrb eJleKTporap,uiorparrau @Kf).
3r'xsyrannfl aMJroArrrriuy s ra-nrqienuuu KaHaJIaMTI L-rnuy ri46yaaerrc.f, uonimuo, trIo saro6irae

pisrouy 3Hr{xeuuro aprepianruoro rr,rcKy, f,Ke rlprl3BoAurr 4o pe(pnerctopuoi tarirapAii suacriAox

arrprearlii 6apopeqenropir. y roris s riueptoniero ognopasoruft tqo.qennufi npuftotrt ta6netox
arranoAruiuy sa6esnevye xliui.uro 3Harryrqe 3Hr.rxeHHlI aptepianrnoro rI,IcKy, i uepes uosimHllft troqaroK

Aii alalo4rniuy rocrpa riuoreusi, Ta peQnerropna raxirapAix, xr upaBlIJIo, He BI{HI{KaIorb.

fiaui in vitro noxasaJrrr, Iqo auloAuniu [orparqye $y"rqirc enAotedalrnrax r.nitrEu EJrfioM s6iJEueHH,
yrBopeHu, oKcrrAy a3ory, a raKox qepe3 aHTr{oKc}IAaursi Ta rlpor}r3arlalrni aii. Y rnoAefi IIe e BaKJITIBLIM

e(perrou, ocxinsrn .azcQynxqis euAoredro cyrpoBoAxye rireptouilo, iueui.nry xnopo6y ceplls ra

aia6er - yci qi cranra, [pr.r flKr.rx airaloAranin BllKopl{croByerbc, sK rlacrlaua cxeMu uiryaaunr. Y xoris
saxnflsicrs urrx ,uo.uarKoBrax e(ferdu rqe HaJIexI{Tb B}BHarMTH, ocrimru poJIB enAorerrialrnoi

aucr[ynxuii n naro(pisionorii riuepronii roris Ha croroAHirunifi AeHb He B rBrIeHa.

Hrapxr.r, ar i cepue, oui Ta rIeHTpaJrbHa HepBoBa cl,IcreMa, e ocHoBHrIMlr oprauzlMll-trliruenxrlu

riueprouii, orplrMyrorm 20-25% ceprleBoro Br,rrr.uy ra MilorILI sucorrfi TI,IcK y uepuift xauimpnifi citqi
(rnorrtepynxpnift raninxpuift cirqi) .4rtr crpusHIUI yrBopeHHro ilIoMepyJulpuoro ([inrrpary. Enoratopz
xanrqierrax ranarir, a caMe, al,uoAuuin, ffK BBa)KaIorb, rrepeBalrHo po3rrmplolorr a(pepentry aprepiorry

uopinuxno s e(lepenruoro aprepiotoro. Ocrinrrra inri6itopu AIIO (IAIO) repeBalrHo po3lrlllprororb

e([epeumry aprcpiorry, BoH]r 3H]rxyrorr nuyrpimHboilIoMepympuuft tucx i qacro 3MeHIIryIorb BenuquHy

upoteinypii.
3 qiei rp6rrruu xoM6inaqi.fi IAIIO i 6loraropis ramllieBl{x KaHaJIis r,Ioxe 6yru oco6uuno

Kopr.rcHolo y rineptoui.ruux roris s upoteihypiero.
Y xniui.rrorrry 4ocni4xeuni sa yqacrro Aouamsix rotis pelrpeserrTarllBl{y ru6ipry rotis is ctiftroro

rineproHiero (cuctoni.nruft aprepianrsufi tucr (CAT) >165 uu pt. ct.) 6yno pau4oraigosauo na ,4si

lpytrtr, rri orpurraynaJrpr aMiroAlrniu (uovatrcoBa Ao3a 0,125-0,25 ur/rr, niABrlqeunr Ao 0,25-0,50 ur/rr,
I
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rKrqo qepg3 14 anis siAuosiAr ue 6yla sa4oninrnorc) a6o nnaqe6o, oAHopasoBo uIoAHr. CAT
rzuipronalu qepe3 28 guin, i nixyranufl BBarranocr ycuiunr{M, .[KIqo CAT sruxpalcfi. sa l5o/o a6o

6insue riA no.rarroBoro pinnr a6o Ao 3uaqeub Huxqe 150 rrtrrr pr. cr. 25 ig 40 roria (62,5%o), rrxi

orplrMyBairlr aMJroAlrlri:a,6ytrw ycuiuuo npouironaui uopirnruo s 6 is 34 (17,6%), trKlrM AaBaJIrr unarle6o.

Byno oqineHo, rqo B TBaplrH, xrr.rx lirynzIIII,I aMnoAIaniuou, frrvronipnicrr ycnixy nirynaunx u 8 pasin

Brrrq4 uix y rorir, xrux niryeanu nrartre6o (BIII 7,94,95oh 4oeip.rufi inteprar 2,62-24,09).

flicns [epopanruoro BBeAeHHf, Tepa[eBTrrrtrrr,D( Ao3 aMJroAI,Inin,qo6pe BcMoKTyerbct, i uarcrrrtarsri
pinni n nrasl,ri Aocsrarorbc.fi qepes 3-6 roruur uicrs 3acrocyBauHs. flicfif; oAuopa3oBoi Aoslr 0,25 Irar/rr

a6conrorua 6iogocrynuicrr craxonum npu6m,I3uo 74%o, a MaKclrMarlrnufi pinens y nnasrul :-'25 Hrlv.ry
crani narqe. O,qnoqacuufi npuftoM KopMy He BuJIHBae sa a6cop6uilo aunoAuniny. Ha upaxruqi m6JIerKH

airlloAunisy MoxHa Aar;arv Korald 3 KopMoM a6o 6es HEoro.
pKa arrano4uuiny cranonram 8,6. AunoAuuiu clrJrbr{o 3n'r3yetrcx s 6iJmar{u rrJIa3M}r. 3u'xsyaannx s

6imcairalr n nralrai xoris invitro craHoBlrrb 97%. O6'erra po3roAlJry crauoBlrTb npI,I6rusuo 10 n/rr.
Anrrotrnin inreucfisno rrrbra6onisyerbc, ne.riurolo y na6opatopulrx rBapran i ruo,qeft. Yci siAor{i

uera6onirra rre MarorE $aprraaronori.nroi aKTlrBHocri. Bci tueta6olitl,t aunoAuniuy, BI[f,BJIeHi in vitro s
rerrarorllrrax rorin, 6y;ru panirue i.{enrra(pinonani s iHry6alli.rx renatoqutin Igypin, co6ax i nroaeft.

Tarrrr,r rMHoM, xoAeu 3 HI{x ue e ytriralbH[M Ans xorin.
Cepeanift nepio4 HauisnrneAeHrur aMJro4r.ruiny 3 [JIzI3MH crarroB]Irr 53 roAunu B 3AopoBLIx rcotin.

Ilpr,r 4osi 0,125 rrrr/xr uacr.r rina ua 4o6y pineur auroArruiny n uraslrli na6nraxarcs Ao cta6inrnoro crauy
rrepe3 2 rwx<ni B 3AopoBrlx rcorin. 3aramuufi unasldorrfi rnipenc y sAopoBr,Ix xotin oqirroetrcs n 2,3

rrrn/xn/rr Irracu rila.
Balanc excrpeqii 6ye oxapar<teprrcoBaHlrft y mo4efi ta Aexiusrox sI,IAis rBapI,IH, aJIe He s rotin. Y

co6ar pinnorrripnrft posno,qin paAioartrruocri 6yro nuanteHo B ce.d ta (fera.uirx.

3acrocynauun
Jliryeannx rotis 3a cl,IcreMuoi rineprensii.

,{oryrauun
Ilpeuapat 3acrocoByrorb fiepopanuro, 6esnocepeAHro y poroBy lropoxHl4uy a6o 3 HeBeJI]rKoIo

xirgicrr KopMy y peKoMeuAonanift no.rarxosifi Aosi 0,125 - 0,25 Mr aMnoAllniny na I rr uacu tina na

Ao6y.
rlepes 14 li6 nir<yeannx Ao3y MoxHa noAroiru a6o s6irbltrr4Tu Ao 0,5 ur auuoAttuisy na I Kr MacI{

rina oAran pa3 Ha Ao6y, f,Krrlo He AocmH)rro aAeKBaruoi rrini.rHoi silnosili (naupuxnaA, cl{croJli'rulrfi

aprepianruuft tucr 3aJrrrrlaerbcfl [oHaA 150 rr,ru pr. cr. a6o sHI,IxeHrrrI MeHm siN na 15 %o eil
loqarKoBoro nruiproBaHH, Ao JI Hfl

Maca rira r<ora
(xr)

flo.rarxosa Aoga
(rinr'ricm ra6netox)

2"5 - 5.0 t,//a

5.1 - 10.0 1

>10,1 2

llporunoxa3aHHfl
He sacrocoByBarlr y BlrrraAKax xapAiorenuoro moKy ra BarrKoro aopraJrbHoro creHo3y.

He sactocoByBarln y B[IIaAKtx naxroi neqiHroroi ne4octatuocri.
He gacrocoByBarlr y BlrraAKax siAol{oi niAnulqenoi uytnunocti Ao Airoqoi a6o Aououixrnx

perIoBI,rH.

3acrepexennx
Ilodiqua dia
flicns 3acrocyBaHrur [perapary B peKoMeHAoBaHI,Ix Ao3ax niA.rac xnini.nrrx nunpo6yeans (13%)

Ayxe qacro (>1 rBE)lrHa / 10 uponirosaurx mapun) cnomepiralacb JIerKa ra ruMrlacosa 6Jtrosota.

flomupeuurrru (>1 ane <10 rBaplrH / 100 npouironaru{x rBapI,IH) no6i.rruurl tB}rlqaMu 6yru nerxi ta
r[M.racosi po3JraArr rpaBHoro Karrarry (nauprtlag, anopencia a6o 4iaper), neraprix ra 3HeBoAHeHHr.
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Ilicns 3acrocyBaHHrr rrperapary n 4osi 0,25 rr,rr auroAunisy/rr uacu tila tnapuull Ayx(e vacro (>1

rBaprrHa / 10 upoliKoBaHlrx rnapuu) niA .rac rdni.rHax nrnnpo6yranb y sAopoBI,Ix MoJIoALD( AopocJlr{x

roris ra Ayxe piaro (<1 rBapr.rur{ / l0 000 uporiroraurlx rBapI,IE) uh tlac rocr-peectpaqiftnr'rx

runpo6ysanr y rorin roxlrJroro niry cuocrepirarcr rerrufi riuepnnactuunuft rinrisir is AefrKr'il\d

s6iflbrtreuH.fiu riArqetensnx nirvr(parurrHr{x By3Jrin. 3ass[qafi qi ogrraKl{ He B}IMararorb [puI['IHeHH,

nirynanru.
Oco6nuei sacmepecrceHHfl npu euxopucmauui
Oco6nuny o6epexnimr crri,{ flpo.f,Bflsrr.r s xorin is saxnoproBaHusMll ueuiuxu, ocrinrru aMJIoAI'I[1H

aKTlrBHo naera6onisyerrcs ueqiuroro. OcriJrbKlr AociliAxeulrg Ha rBaplnna:r ig gaxsoproranrmr,u neqinKrl

He lrpoBo.qvtwrcs, 3acrocyBaHHfi rlboro upelapary B TurKr,Ix tnapnn Mae rpyHTyBa.rrcfl na oqinqi
cuinniAnoueurur Koplrcrb-p[3]rK, nponegenifi rixapena Berep]IHapnoi nreAnqunu.

Ilpufiou aunoAnniny ino4i Moxe rpr.r3BoAr,rrr,I Ao 3HI{xeHux pinnx ratiro ra xropu4in y cuponarqi

xponi. fli,q qac nixynannx peKoMeHAyerscs rourponrorarll'qi pinni. Y crapr.rx roris s rineprouiero ra
xponinnoro xeopo6oro Hr.rpoK QC(H) raKox Moxe sumakar:a riuoralieui-r BHacri,qor QonbsHoro

3axBoproBaHHfi.
Besuexa 3acrocyBalru.rr aMJrogr.ruiny n rotis Macorc tila Ir,renme, uix 2,5 w He BcraHoBJIeHa.

BesueKa 3acrocyBanHrr arvrro4zniny B roris is cepqeBoro neAoctatnicrro He BcraHoBJIeHa.

3amocyraulrx B TaKr{x B}r[aAKax Mae {pyrTyBarlrc, Ha oqinqi cniseiAHouenu.fi KopLIcrb-prI3I{K,

uponegenift draperr,r BerepllHapnoi rueAuqunpr.

Xynamni ra6nerxn Marorb cuarori Ao6amrn. I!o6 yulrKHytld BI,rrIaAKoBoro cloxIaBaHIUI

rBaprHoro, s6epirafite ta6netru B HeAocryrHoMy AJr.f, TBaplrH nricqi.

3acmocyeanna nid qac eazimuocmi, narcmaqil
Jla6opatopni ,qocdlxeHus Ha rplrcyuax He Bu.f,Bl,ullr Aoxasis reparoreHuocri a6o peflpoAyKTrarnoi

roKcr,rqHocri. Hemxilnnsictr 3acrocyBar{H, aMJIoA}Iuiny ui4 .rac narituocti ta nartaqii y rorin ne

BcrulrroBJrega, ToMy Br.rroprrcraHrrr rrpelapary raKrIM TBaplIHttM peKoMeHAonano tilrxu silEosiAHo Io
oqinxrn cninsiruromeHH, Koplrcrb-pr,r3r,rK, rrpoBeAelroi eilnoni,qanbnllM .niraperrr Bereplauapnoi rueAurlusu.

Bsaeiaodia s iuwunu sacodaMu ma iurui Qopltu esaeruodii
OAno.racge 3acrocyBaurrf, aMnoAlrniny s inmlrirar.r saco6aura, xri uoxyrr 3HI,IxyBarLI aprepiauuruft

Tr,rcK, Moxe rprtBecr[ Ao riuoronii. Ao urx saco6ir ualexatr: aiyperulctt, 6wa'6tolcaropu, inui
6loraropu ramqiesrx rana.irir, inri6iropu penin-anriorelruH-aJlbAocrepouoroi cucteur (inri6iropr
peuiny, 6uoraropr peqenropin anriotensuny II, inri6ircpr anriotensuHrleperBoproBaJlrlroro ([epueury
(AnO) ra aHra.rouicrv alrAocrepony), inrui sasoArlnararopll ta aronictu wrc$a-2. Pexouenlyerbcfi

u.nraipronaru aprepianrnraft rucr uepeA BBeAeHI.IrM auroAuuiuy pa3oM 3 uI,IMI,I saco6aM[ ta sa6egnequtu

HurlrexHy rigpataqiro xoris.
O4nar, y xnini.nrrx BlrlaAKax riueptonii y rorin ne 6yro BlrrIBJreHo Aorasin BlrH[IKHeHHs riuorouii

sHacuiAoK roeAHaHHs alano,ryruiny s iuri6itoporr,r AIIO 6euasenpuloiu.

OAuo.racHe 3acrocyBauu, aMJroAlruiny s HerarlIBHI,IMlr xpouorporlaMl,I m inorponauu (taruuu m
6eta-6noraroprr, KapAiocenerruesi 6uoxaropr ramqieBlrx KaHalris i a3orsni npornrpfi6rosi gaco6ra

(nanprxna4, irparonason) uoxe 3MeHlnlrrlr cuny i qacrory cKopoqerb ceplleBoro M's3a. Oco6nuny yBaxy

cni4 upu4iJrrrr{ [epeA BBeAeHHtrM aunoAnuiny pa3oM is IIuN,Iz flpelraparaMn y rotin is nopyrueHIUIMI,I

Qyruqii mnyuoqris.
HemxiAnfisicrr oAno.racuoro 3acrocyBarrufl aMJroA]Iuiriy ra uporn6rnoBorHl,rx saco6is AoJlacerpony

ra oHAaucerpoHy y xotin ne 6yta oqiueua..

Cneqi anuui 3 acmep e crc eHHfl

OqrosHi rrplrqlrHlr aprepiansnoi rineprcngii m/a6o cyuyrni 3axBoploBartrx, rarci xr riueprrpeos,
xpouiuna xnopo6a HLIpoK i,qia6et, uosrHui 6yru rurueni ta uporironani.
V rorir curyaqifina rineptouix (rarox siAol,ra xr "rineptouis 6inoro xanata") BI,IHpIKae sr HacuiAox

rpoqecy nuuipronann-f; s Knirdqi y tnapunrn, sKa B iuruorty BI{[aAKy Ma.e HopMtlrlrnnfi aprepianrnuft TI4cK.

Y nuuagr<y BrcoKr{x pinnin crpecy nuuipronauns cuctorittrIoro aptepialruoro rLIcKy Moxe [pI,I3BecrpI Ao

HerpaBlrJrbnoro Aiarnosy rineprouii. PeroMenAyerrcx ui4treppuru cra6imuy rineproniro IuutxoM

rroBTopgoro nuuipronaHHfl clrcroni.ruoro aprepianruoro rI,IcKy a pisui Aui repe4 [oqarKoM tepanii.
a
J
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flpo.qonxceunr upr.rfioMy fiperapary uporsroM rpuBaJloro qacy IIoB]IHHo gAificnrceat[cx ni,{nosiAHo

,qo nocrifisoi oqinru cuieni4noueuuff Kopr,rctr/pusur, trpoBeAeuoi nerepunapuuu nircapeu, .flKa BKJIIotIae

pyrr,rgge nruipronangf, cr{croJriqHoro aprepianrnol'o rLIcKy uiA .rac uiryaarux (naupurn44, roxni 6-8

ruNuin).
@opua BrrrycKy

IloniauidAnrorr,rinifi/IlBX-Amorr,risiesprft 6[ictep,3ailafirrufi reprvri.muu cuoco6oM, !(o ruimztr 10

ra6neror. Kaptouna xopo6ra, Iqo uicrutr 30, 100 m200 ta6letor.

,r,.-,ii#mt:'r,u;i.:1ffi;T#:*u"o 
ra ropuin' v HeAocrvr,oMv ans aireft i rBapI'IH rrricqi

Teprvrin npugarnocri
3 poru.
Iicns pOs4inennx qacrlrHrr ta6letxu cni4 nuxopucTarurpourbu 24 rol,,'
Per<ouenAonano nignycK flpelapary 3a peqerlTou nirapr netepznapnoi ueAlaqusu.

,{.rrn racro cyBaHHfl y BereprrHapnifi nreAurluni !

Bracuux peectpaqifi Horo nocBiAqenns:
cesa caure Aniualr ) ceva Sante Animale

8 pro ge Jlorpouro, 8 rue de Logrono,

33500 Jli6ypn, Opanqix. 33500 Liboume, France

Bnpo6nur roroBoro rrpoAyrcry:
Cesa CaHte Anirrtanr, Ceva Sante Animale

Boynenap,u Ae Jra Korrarraynirarios 3one Boulevard de la Communication

Anropytrepe,53950 Jlynepue, Zone Autoroutiere,53950 Louverne,

@panqifi. France
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