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Ha l',ls

3l anp o c o flpeAocra B,IIeHIrtt KoMMepqecKI{x [peAro]KeHu[
@fAHy (OHltlI,IPI4lI ranr. M.lI. tlylnrarKoBa PAH) (Lluoruryr noJuloMI4eJII,Ira) n.llaHl4pyer

npoBeAeHrre rpoxe,Iypbr :aKynKr.r BbrrroJrHenru.r pa6or no AoKJIHHIzqeoKoMy l{ccJleAoBaHvlrc Blrkrstlrvrfl

ilpe[apara Baxqzua xenrofi nuxopaAKpr xaBiilI cyxafl Ha $epr[nbHocrb Lr palee oM6tr)LIoHarLHoe

pa3Br4rLre B coorne'rcrBr4rr c ICH S5R3 (FE)ED Study) .qns HyxI OfAHy ,ItDHIII'IPLII.II uu. \4.1I.
gynarona PAH) (Zucrrnyr rroJrr.roMueJrura4 B c()orBercrBliu c (DeAepaJItbHbIM 3a.KoHoM or 18 rarorlx 2|01 1

rola Ns 223-03 <() :ar;rurcax roBapoB, pa6or, ycJryr orAenbHblMr4 Bz4.aNLlr. Iopu,Iur{ecKLIX nI4U).

Cnoc,o6 3ar(yrrKIr - B 3aBrrcl4Mocrl4 otf qerloBoro [peAnox{eg;"us.

Mecro Br,nnoJrHeHuq Pa6or: 108819), r.lr'Iocrea, [oceJIeHVe Mr],croecKuft,locelor Zucru'ryra
rroJrr{oMr{eJrr4r'a, AoNtoBlrarenne 8, xopuyc 1 u lo arpecy I,Icnorururerq.

lpe4nola raeMbre cpoKrr rrpoBeAenrufl rrpolleAypbl 3aKynKI{: arpenr 2023 r.
TexHu.reoroe 3aAaHr.re Ha BbrnonHenue pal6or n flpuroxenue Jtr 1 x sanpocy o npeAoclaBJleHlrkl

KoMMeprrecKr4x rlpeAnoxe uzfi .

llopn4ox: orrJrarbr: Onlara ocyuleolBiJlfiercr no 6e3Han[r{HoN{y pacqery. Onlara n.o Saxry
BbrrroJrHeHrrq Pa6or ocymsstrrflercfl, B reqeHr4e 7 (Celru) pa6oql4x ArIefi rrocne BbIIIoJIH(:Hns Ptt6or

I4cuonnr.rreJreM, rrollrrucall4fl, Cropouauu Arcr:a o,uaqrE-rIprIeMKI,I Pa6or, rlpeAocraBITe-HLIA Iau{lopruaqnz z
AOKyMeHTOB, rrp,eltycM.olrpeHHbrx Texnuqecxr,rrn 3aAaHIreM, a TaIOKe nocJle npeAocTaBJleHl4-fl

tr4cnOluureJreM cqe:ra Ha CrnnaTy.

B c:Tor{turDcrr, Pa6or Brtrroqarolcsr Bce pacxoAbr :eet neo6xo4zivmre },{arepr{lulbr,

KoMnJreKT).roilIue, o6opy4onanze; 3arparbr, lparcxoAbr Lr LI3Aep)KKr4 Irlcnolnurgll, cBf,3utHHbte c

BbrrroJrueHzervr Pa6or, rtpprquraroqeecs Irlcnc,JrnH'reJrro (Cy6ncnonnzre.mro) Bo3HarpDKAeHIre, pacxoAbl

Ha cTpaxoBaHne, )/rnaT'/:faMoxeHHbrx TIOIIIJ]IIH, FTa,TO|OB II ApyfI{X O6JISareIrHbrX tIJIaTeX{efi, a taxxe
Bce lpor{kre pacxo,4r,r, ni:o(5xo4rEru6re AJrr Bbrrro.[rreur{sVIcnorftrureJleM o6ssaremcrB IIo ,{oronopy.

Ocotiennor:ru: llpoqe1ypa 3aKynK].r 6y.uer [poBoALrrbct B ooorBercrBlrlr c rpe6onanvflv^u
Oe4epanrnoro 3aKoHa ot 18.07.2011 }le 223-<D'.] <O:aryuraX roB&FoB, pa6or, ycnyr o'TAeJIrHbIMLI

BurplaMkr roprlALrqeoKl4x JIt4u)) (aanee - 3aron).
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qacTHocTI4, vr3 coAepxaHzs KoMMepqecKoro [peAno]KeHrr{,4onxHbr
cror.rMo crb P a6or o yKa3aHr,reM cr4creMbr n aloroo dloxeHIa.fl Zcnomrurens.

Percolreng/€Mbr€ Q op vrrr ra 6.rrlrq AJrs rxp eAo craBJrenrrfl KoMM eprrecK[x
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Ifpu nt6av,1u'u mex)HuttecKltx outu6orc u HemouHocmeil npu orutcqHuu Pa6om
3arcasuurcy.
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flpu.noNenue Jtl! 1 r:anpocy
O npeAoCTaBJl€HLIII KOMM,OPu9CKIIX npe.{.[OXenUfi

TEXIII4IT]IECKOE 3MAHI4E
Lla sbrflorueHue pa6or rlo AonJrrriluqecKoMy r.rccJreAoBaHurc BruqHrns lpe[apara

Barcquna ll(eJtrofi JIrrxopaAKIr rxlrBanr cyxaq Ha Oepruflr,Hoc'rb r.r paHee eu6pzo,narJrbH0e
pa3ril{rl'Ie B cooltnercrBrru c ICH SSIU| (FEED Study) AJrq Hpr(A @fAHy (@IlqlAPI4II

ranr. M.II. 9yuarcoea PAH) (llncruryr ]roJrrroMueJlrura)

1.Ue;n par6or: [poBecrlr Aor(rru{Hr{qecKoe uccJr€[OrBrHrr€ BrusHuq [pe[apara
Banqlna lte.rrToii 

"IuxopaAKlr 
)KuBaq cyxafl (Barcquua Arq npoQu;rarrrrxr.r xelrofi

JrlrxopaAKltt rxr4tBaq arreHyr{ponaunarn) Ha {eprn.rrrnocrr, u paHee anr6puouad'Ib,Hoe
pa3Brlrrre tB cootrBercrBrrrr c ICH S5lR3 (TFEED Study)

2. Kparnoe orrcaHr{e Pa6or:
[annoe .n;orinl,IHl,IqecKoe vccneAoBaHr4e [peAHa3HaqeHo ,],nr orIeHKr4 co3peBaHr{r farv{er,

IIonoBOro rloBe,4eHI4.f,, Qepra:mHocrl{., npeArrMnnaHTaUr4oHHoro pt:.riBnrufl. sv6paona. vr

IjMilNA,HTAIJ,LIW.

Bud cxuelmHbtx: Kpbrctt Wistar
Codepctcautte: B KnerKax Ztlll( (LIngunttgyaJrbHo BeHTLrnr4lpyeMbre KJrerx:prJ, Bce

Ilpoqellypbtr rrpoB oltr4Tb noA naMrrHapHbrr\,r rroToKoM Bo3Ayxa.
ffon tcueomtHbtx: caMrlbr pr caMt;Kvr.

Cnoco1 u K),pc aeedeuun:
Bar<qlruy:xelrofi Jrl{xopaAKkt }KlrB,utrr cyxaflnprdMeH.f,ro'r oArroKparrro noAKoxno n 4ose 0,5

lra. CornacHrl peKo,MeHAauI,ItM BO3 (.Bcelryrp:rras. opraHrz3aqr.rr 3i,{paBooxpauenrzx) no pa6o:re c
BaKIITIEIHbIIULI npe)II€IpaTaMI4 KoJIuqOCTBrO nne4ennfr B ToKCl4KOJtOfI4 r{ecKOM 3KCnepI4MeHTe AO;11KHO
6urr panHurvr r4JrM npeBbrrrrarb raKoBoe B K,Irl,IHr4trecxoft uparrrar<er.

Barcqlmy cJleAyer BBoAI{rb AgyKpirrHo Ha l-ir u 2}-ir reHb sr(crepr{MeHrel lllomrufi
repvoA cneplv{arc)reHe3a caMUoB Kpblc oooraBrrser 56 4Hefi (Creas)r D. M, Evaluation gf tr:sticr:lar
toxicitf in s;aflety evaluation studies: thLe appropriate use of sllemratogenic staging //T'oxicolggic
pathology. -- 199'l. -T.25. -l'ls. 2. - Cl. 119-131). Caary c caMKarv{r4 ocyulecrBlrrb Ha 5it-fi t&s
rro oKoHrraErrrr4 Boero Urrrna clepMarorege3a. Taxofi Kypc rto3BrcrJrHT or(eHr4Tb rroreHrluiurb]Hoe
B O3AerrlrBr4 e rByt(p arHo ft nar<qraH ar\vlr Ha. Becb urrKJr crrepMaroreH e3 a.

Caurcana ral(xe AByKparHo BlBecra BaKrIr.rHy Ha I-ir rr 28-ft aeHr rzccrenoBanus.
3crpalrurmft quxl y caMoK Kpblc B cperlHeM cocraBJrrer 4 gys;,. Canror ccaAr4Tb o cirMrlurMr{
aHarorr.rrrHct ua 5',,7-it IeHb.

[Ieprao4 ce4r(u 14 tueir.
,fpynnut:
fpyrrna 1 ,Konrpo:rbHa{ - 166 -r 161? - $n:zoloru.recrczfi pacrBoll
.fpyrrna 2)Batl:q.una Nelrofi nrxopaAKr4 )KLrBafl. cyxas losa .[ - l6cS'+ 16? 0,25 v'trlxun
.fpynna 3 Ba.rcquHa Nelrofi nuxopiarKu >KvrBas. cyxarr losaiL - 16rt, + 16? 0,5 lrl/xzn
lfpyrrna 4 BaxquHa Nelrofi nrxopiutKr{ }KuBas cyxaflaosa -} - l6cl'+ 16? 1 nrr/N1ae
,{la naxqllrl [peAycMorpeHo BBer,eHr.re rpex Ao3 KaK ]l o6ueu cJryqae l/Ka3aHO B

pyKoBoilcree ICH S5R3.

hs olpeAeneHl,Is ypoBHs a.HTLrreJr y xrzBorHbD( c rleJrbrc AoKa3areJrbc,rBa vrx
IrMMyHonorurtecrofi peneBaHTHocrLI I4 o6ocnonauLrfl.Io3neo6xoAzr.H,ro [epeA nepBhrM BBeAeHr4()M,
rlepeA Ilroplbll\l BIleiIeHrreM Il nepeA seraHa3zefi y )Kt4BorHb,rx rreo6xo2lvrnro or6zpa.Tb KpoBb.
Crmoporxy KpoBlt nepeAarb 3aKa3rruKy AJUr orIeHKr{ Brrpyc-Heiirpir^nzsyrouux aHTureJr.



Ko ump ong2r! e Md e no Kas om e rt4:
Callc't< sBTaHa3tIpoBarb Ha l3-lt5 4eHr 6epeMeHHocrr4:, Cauqon gBTaHr6lrpoBarr, rro

oKoHrriaHr.ru n epn oAa ca4Ku - ua 7 l -it,4er{8, oKclepr4 MeHTa.
. lhzHlrrrecKoe Ha6ruo4euue (eNe4nenno);
. Macca reJra )Kr4BorHbrx -2L pazaB HeAenro;
. Ouenra norpe6rreHnfl, KopMa - 1 pa: B HeAeJrrc);
o C<lclforHr4r penpoAyKTr.,lrBHbrx opraHoB caMoK;
-qI4OJIO XEJI'IbIX TEI B 

'I4I{HI4KA](;-qlzoro Mecr rrMllnauraquft B MarKe;
- KO JII,I qecTB O )Kr4BbrX I{ MepTBbIlK I.JITOAOB i
-raHrleKc {leprznrnocrz;
-npeA- Ir IIO |]Tr4MIJIaHTaIIUOHHST' ON4tepTHo cTb ;
-pacqer NraocoBblx xosS$zqur3HttoB opfaHoB peflpo,4yrTzeHoft czcreMrr (ceMeHHrrKrr.

IIpIZAaTKI,I C,elv{eHI{LIKOB, flVIqHUKVL n4aflCa).
o llaron'rop$olorl4rrecKoe IrccJIeAoBaHrze opraHor| penporyrcrzenofi or4creMbl

caMrIoB n caNroK;

Mop(ros1'rn(urroHaJrbHoe cocrorHr4 e cnepMaro3or,rAoB y c.MU;oB.
3. OcnoeHrre rpe6onantlrfl, K BbrrrourHeHrrx) pa6or
3.1 f[ornzrruuecKoe I{ccneAoBaHr4e AonxHo 6rrrr Bbr.rroJrHeHo B coorBercrBvtLr co

craHAalpraM:v GLP u B coorBercrBr,ru c rpe6onaHuflMtrpyKoBc)Acrsa ltCF{ S5R3;
3.2 HaswtI4e JIr4IIeH3vIn Ha ocy[te,crBJreHr4e Ae-f,TeJrbgocrr.r n o6racrz r4crroJrb3oBa]rut

nos6y4areleii zn$r:xq[IoHHbrx ga6o:reeaHzfi .reronexa r4 )Ktl]Bornnrx (sa racKr]oqeHraeM cJryrrar,
ecnv yt{a3al]rlas /qe[TeJrbHocrb ocyqecrBnfleTcf B MeAI4III,rHoKr.I>l rleJrrx) z reuuo-I4llxeHepHo-
n'ro4z$zqupoBaHlrblx opfaHll3Mos III h IV crerreHr4 noreHqvanrHofi c,na.cuoc)Tr4.
ocyuleciTBntenaoft B 3aMKHyTbrx clrcTeMax;

3 .3 lldnu'lrze Berepr.rHapHoro cBnAeueJrbcrBa;

'3.4 Jlzqe:usur Ha ocyrqecrBneHlre {apruaqenrzqecrcoft reflreJrbHocrr.r (xpanerrue
neKapcrBeHlablx npelaparoB Lt neKapcrBerrErbrx cpeAcrB AJUr MeAr.rqkrHcKoro [pr{Meyeu;ux);

.3.5 l{anzque orrlrra B rlpoBereHr.rr.r ,{oKJrr4Hr.rqecKr4x accJro4oB&Hrzfi no pelpolryr{:TueHofi
TOKCt4 qllocTI,I;

'3.6 Pesylrlarrr AonxHbI 6rrrr [peAcraBneHbr B Br4Ae orqe)THbrx AoKy]\derHToB r.r

coorBercrBoBarb @Oplrary o6rqero rexHr4qecKoro roKyMeura (O1'!/CTD-Sopuar;;
'-1.7 Or'{e:rHrat AoKyMeHTaII[t ro AoKnr{Hr.rqecKoMJr r{ccneAor}aHr.rrc Aon)fHt} 6n,r6

o(fopna:|reHa B cooTB,ercrBuvr c rpe6onaHrln,4ru Pellreuus.CoseTaEl]K or 03.11.2016 r. Jrlbgl <06
yrBepll(,qeHlrl4 npaB]rJI HaAne)Karllefi na6oparopuofi npaKTr4Ktr Enpa:rafionoro gKoHo1{uqecKoro
colo3a rr cQepe o6parqeuutr neKapcrBeHHbrx cpeAcrB) u Peruenzs Coeera E3K or 03. 1 1 .201(i r.
l'1e78 (O flpanulrax perllcrparlnlr LI gKcrrellrrr3br neKapcrBeriHbD( cpeAclB Anr MeAZ:rIxrHcKoro
IIprzMeHeHr,rfl).


