
PA3PEIIIEHI{B
Ha BBoA B rpaxAaHcxaft o6opor B Poccuftcrofr @egepaquw cep?fii lrfiil Trapr?rrt

npoI,I3BeAeHHoro s Poccuficrcoft Qegeparlukruxr BBo3HMoro n Poccufici<yro @egepaqnrc
alanyuo6uonoraqecKoro JleKapcrBeHHoro [pelapara

J\b P006-00 ll0-77 10316 1938 or 11.A9,2025

Bugauo ArcquonepHoMy o6ulecrry "fnaxcoCwrurKlxfiu Tpefigunr", Poccu.r, 125167,
r. Mocxna, JleHaurpa4cKufi rrpocrreKT, 1,. 37A, Kopnyc 4, sraxc 3, norra. XV, xouH. 1,

LIHH: 7703129836.
(uauueuonauue ropuAuqeoxoro JrHrIa, rcpuAuqecrufi aqpec, HHH)

Oe4epa.rrHar c.rryx6a tro HaA3opy B cr[epe rgpanooxpanesss Ha ocnoBaurrrr
3aI(JIKlqeHus I,lcuuratenruofi .rra6oparopr,ra Moixoncrcofi na6oparopula r(oHTpoJrfr KaqecrBa
neKapcrn eugrx cp elcrn @IEV "I,IMIISYAOCMfI " PocsAp asuaAsop a.

(uaruenomHue $egepanruoro rocyAapcrBeHHoro 6rc.qrxersoro yvpe4geurx)
or 08.09.2025 }lb 1540IK-11/25 pa3peruaer BBo[ B rpa]Marrclcufi o6opor

(gara) (nonep)

e Poccufi crcofi Oenepauulr uuuyuo6noJlornqecroro JreKapcrBeulroro npenapara
B apuuprxc@ (B axqun a rp oruB aerpxuofi ocrrbr >Kr4Bar arreuyup oB anuarr)

(rop ro noe uau rrlcuonaHne)

Baxquua grx npo$urar(rurer rerp.uuofi oclrrr
(rrrexgyHapogHoe HeIIareHToBarrnoe ualrMerloBar'rHe (rpynnuponoqHoe HJrH xurrruuecrcoe)

luocpulusar An, npuroroBJreHa.fl pacrBopa AJlrr BHyrpuMbrrrreqHoto H [o,((o)Kr-roro BBe4eur,rfi
(1 aosa) - clrnar<outt (l urt.) - lraqKu Kapror{}rbre /n xounlercre c pacrBopuTeneM:

" _ . noAa lls uurerqnfi (urnpuqrr) 0.5 rvrrr n 2 urnarvru/ * -
(QopMa Bbtrrycr(a (o yrasartr.telt rer(apcrBenr-rofi $opur,r, Ao3HpoBKpr, rlacoerr.r) H r(oJtrrqecrBo n ynaxonre)

A7OCD967A
cepHH (.uuorpunusar A7OFD967A/

p_acrn opnrgm A70DD967A)

(uoruep cepulr)

roAeH Ao 03.2027.. ,

o6reru ceprru HJIH

IIapTrrH
72600

(rornuecrro
ynarconox)

(cporc ro4uocru)

[porl3BoAcrsa (Dugr.rx (raptraqey'flrqg C.ii.A., Wanwx, Via Ponte clella Fabbrica3lA,35031
Abano Terme (PD), Italy (npousrolra'rem (rorouoft JIQ), repBrzqnarr ynaronna); I(araleHr
Eelrruyu CA, Eenrran, Font Saint Landry 10, Bruxells, 1120, Belgiurn (npou3Botir.rrenb
pacrBopaTeJlri, nepBl,I.tual ynaroBKa pacrBopareru); IlarcoCrr,rurl(lxfill Eaftologxcurals CA,
Ee"ulrax, Parc de la Noir Epine, Rue Fleming 20, Wavre, 1300, Belgium (nropauua.u ynaronra),
Rue de l'Institut, 89, Rixensart, 1330, Belgium (strnycrcanquft rconrpom Ka.recrea).

(HauveuonarrHe u at\pec npo,3Bor{HTeaa (c yrasarrr,ren cra4afi upousaogcrna)
PeracrparrHoH Hoe ylocroBepesne N! nn-]l"e(005 5 B s)-er-Ru) or 27 .0 5 .2024.
Aepxtarelb perucrpalluolrlroro yAocroBepeulrn AO "flaxcoCuurKnxfin TpefignHr,,,
PoccHx, 125167 , r. Mocrna, rleuuHrpa4cxufi npocneKr, A. 37A, xopuyc 4, sra>x 3, nou. XV,
xOlvtH. 1.
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(uaarraeuoeau ue, a l1pe c)
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Brtirgurrert llnpxolrcut(o Intnrpltli BccootroltoDxr

,Il,etierxreaelr c 07.04,2025 ro 01.07.2026
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flpolr:nolareJlIl: (f',irttI((:oC",ttull{.qriiu Bario.rroll'ixur(it,!ri))) Pru(ccrrcapi', Ijerr,r^lru

Crp a rra r.lasuaqetlul : Pocc u r:i c rcalr (rclteparl rl l
HaunelronarrHc Jrcr(apcrneHrrono nperlaparal l]rrpr.r"rrprzrtc

!,eficrnyrcrque DeulecrBa, Ao3rIpoBI(a (arcrurHocrs): urrpyc Rc'lpauoii ocur,rr rrri'a[r[r OI(A,
ilurnoii, a l'r'crrvr{por}ilru.rt,lit ) 3,3 logro 6-ruurutoo6pa:t},rorqr{x cgrrr.urr/0,5 wrL.l

Horrlep ceptru; A70ClD967A

Pa:uep ynat(onr(H: C{\'lB I X I Xor(a)

Honep pelucrpaqfl ourroro yAocroBeperrHrr; .lIlI-Jy's(0055BS)-(pf'-RU)

.llercapcrneruran $opua; lrop0uroK H pac'r.rioprr.l.cjr6 ilJrrr nl)nror'()rt.ltcrrnlr pircl-Bopt irlJrrr
utt'r,crrlHii

[a'r'a rrponrnoAcrBa: 0I ir.rr;rcrln 2025 r..

[creqerrurr cpoxa roAuocrrr: 3l l,rap.ra 20Zj r-,

florcalare.uu, ro[rpoJrrrpyeMbre Ha repprrroplrfi foccllncrcof Oea"paqufi ;

Auorrra,t sH an ro rccrt.IH o crr *

llpolpauHocrn Bocc'raHoBneHuori aalcurrttu*'
Mcxaturqeclolc Br(JIIoqctIItn n Boccrirtro n,rerrnoii
nalcultue*
EarrcpuanunLre StlAororcculrr,r*

Bpeun noccralloureultn*
I-[neurocrl (BAI4)*

Ilpospatruocru (BAPI)*

Maprclrponlra H yflaKoBr(a
* nolca3arelu ((Al{oManLHa, Tor(cHrrHocrb)r, <flpoipavnocrs BoccrarroBJleHnoro npeflapara),
((MoxallHqccI<He tsKJtIorIeH14, B BoccraHoBJrelIIroM rtpenapare), (EaKTepr{anbr.rbrc gHAoror(c}IHbI)),
<Bpeva Boccrar{oBrlc}rafl), (flpo3paqHocrE), <rqoeruocir> KoHTporrHpyror.r rorru*o ,;;6p;;;p,,a
EA3C. l-ocyAapcrnenur'tr't (rrrtouarl BbI6opoqrrLrfi) xol.r'rporiu.rrrnopcrne,,,roro npelapara, a rar(x(e
neplio.qrlqecKae (nlr6opouuble) ucrtbtraHHr'orHocr,rrelbno Ac[cr:syrorqux fior(a3arenei
ocyu{ecrBJltrlorc, no peITIEHHIo coorBercrBylou{ero ynorHoMoqe}IIIoro opraHa. AuarH:} uo .uiIHHbrM
nol(a3arefltM Ile nlloBoAI'ITca npH pyrr,rr'rr{oM r(orrrpoJre Aff Mecrr.roro Br,rnycr(a npoAyr(u}rB
(no.urnepxtger.r t,le coorBercrB]4n npenapara).
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