
PA3PEIIIEHI{E
Ha BB0A B tpaxAal{cl(I4fi o6opor B Poccufcl(ofi Oe4epaqr4u cepur,r ptilpr naprtrkr

npoH3BeIeHHol"o n Poccaficrofi Oegepa\Hfi unt BBo3HMoro s PoccuftcKy.ro Oe4epaqnrc
uuuyuo6u oJrorr4 LrecKoro Jrer(apcrBeHHoto trpetrapara

Ne P006-00110-77103689386 or 06.1 t,2025

Bugano Axquouepuovry o6qecrny "lnarccoCuu'rKnnftu TpefiguHr", Poccr,rx, l25l|7,
r. Mocxea, IleHuHrpa4cxafi npocnet(T, L. 37A, Koptt, 4, or. 3, nou. XV, rouu. 1,
WIil1:7703129836. 

. ..
(lrauveuoaauue ropltAHqecroro J.rHqa, Iopr4lu.Iqeqrufi agpec, HFIH)

{regepa,usnan c.nyrr6a rto HaA3opy n cr[epe 3ApaBooxpaHer{Hfl Ha ocHoBaHu[r
3aI(JrIorIeHnn I4cnrnatenrHofi la6oparopupr Mocrorcxofi la6oparopua r(oHTponfl r(aqecrBa
n eKap crBerrHr;rx cp ercrB oTEy "LIMIJ_3yAO CMrI " poc3Ap a B HaA3 op a

(uarueuouatllre $egepanruoro rocyAapcrBerrHoro 6rcgx<erHoro yvpe>rcgeuux)

or 3 I . 10.2025 J\b 2l67IK- I 1/25 pa3peruaer BBo.q B rpa)r(AaHcKufi o6opor
(gara) (uorrrep)

s PoccHfi ctcofi {regepa IIH [I IrMMyrro6u onoruqecrcoro Jrer(apc'r.BeHrroro upe[apara
B apn,,rpuKc@ (B aKrIuHa rtp orltB serpnHo ft -ocnu trr.rnarr arreHy apostHHarr)

(ropronoe ualrueHouau r.re)

NPOOHJTAKTHIO,I
(rrreN4yu apo4Hoe HeIareHroBaH H oe Hau rrreirir

luo$anu:a'r IJL [pHtoroBJIeHHr pacrBopa Aru BHyrpHMbrrr]oqlloto a no.qKo)r(Horo BBeAeHI{.fl
(1 gosa) - (r.rlaxour,r (1 rur,) - rraqK[ r(aprouHbre/s xoh,{nrexre c pacrBopnTeJreM:

BoAa Ar{ uuterqufi (urnpnqrr) 0.5 rr.u uZ uttavul
(rpopwra BLlnycr(a (c yr<arauuerrt r.noprr*.1, Ho

cenrrH A70CD965A (nuo$ulnsar A70FD965A, o6reu cepulr
'-'--- pacrsopmem A70DD965A) , lrflH naprnH

(rconuvec'rno
ynarcoaor<)

roAen Ao 03.2027
(cpor roguocru)

rrporl3BoAcrsa Ou/'Iu,I OaplraUeyrpruH C.n.A .,I4Tal.r,fit, Via Ponte della Fabbrica 3/A, 35031
Abatro Tertrre (PD), Italy (rrpoa:noflr,rrenr (roronoii II@), ilepBrarrr.ras ynarou<a); Karaleur
Eelr,rr,rynt CA, Ee.urrru, Font Saint Landry 10, Bruxells, t iZO, nelgiurn (upousBoAprreJtb
pacrBopHTeJIrI, repBHqI{as yilal(oBr(a pacrBopHrelr); IlaxcoCHlarKrsfiH 6airologlnr.rxals CA,
Eerrru-fl, Parc de la Noir Epine, Rue Fleming 20, wavre, 1300, Belgium (nropuunax
ynal(oBl(a), Rue de l'lnstitttt, 89, Rixensart, 1330, Belgium (ur,rrrycr<aroqnfi KoHrpoJrb
Kaqec'r'Ba

(Hautrerronaune rr aApec npournoglrrea;
PerucrpaqHoHHoe yAoc'r'oBepenue J\ir rlrl-Nr(00558s)-(pl--RU) or 27 .0s,2024.

24360

(Houep cepnr.r)

,

{eprxare.nr perflc'rpaurroHHoro yAocroBepeHrrfl Ao,,llaxcocvrurK.ryrfts
Poccufl, 125167, r. Mocrna, JlenurrrpaAcxufi npoc[eKT, ,(. 37A, rcopn. 4, e.r.
xovu. l.

TpeiignHr",
3, nou, XV,

(uaalaeHoaaHrze, agpec)

3 auecrurenb pyr(oBoAureils,
Pocs4panuagsopa

AOIryMEI-I1' TIOANI,ICAII
3IEI$poHHol.i nognucl,to

CeJnnrlrrrrr 42D lts24AD82IlBD I l.lllD I 26lFE2CCAC89
Bnaletteq llrprorrcurio [unrpxit BctuonoAosu,t

,IleiionHrorcr e 07,04.2025 no 01.0?.2026
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fIpoltreogHrefl},iI'-.|Innc0C]plrrr,I(lrrri,iu6aiitlLr<r,'rxllic;iffi
Crparra H&3 Ha qerrufl | Poccu i.icnil R <IrcAcparll ln

I{alrrrreuonauue r.rer(apcrBcHHoro fipetlapara ; [],tpfl.rrp]rr(c

flcficrnyroulHe BelqecrBa, Ao3IrpoBI(a (anrlrrHocrr): nnpyc Berpnlroii oclrr,r, unlivrirr el(A,
ilcunoii, arrlcr.lyrlpoBrlrrrrsrii > 3,3 logro 6;rntruroo6p:rsyroulr.rx cAr.iHlrU/0,5 nr,rr

Horrrep cepr.rH: A70CD965A

ParrvrcpynatcoBr(Hl CMB I X I gor(a)

Horuep perncrpaqr.roHHoro yAocroBepenrrn: JIn-J\t(00S5gS)-(pf -ff lD
Jlerapcrnetttlafl OopMa: rtopolr.ror( u I)a0r'Bol)rlre.rrr, A,rm rrpur.o.roBJrelrrrrr lllcr.Bopl /IJr,
Nt.tr,erttruii

.(ala npoureo,qcrBir I anlle.un Z02S r.
ucl'eqesuq cpor(a rgArrocrtr: 3l ivruprrr 2021 r,

rlorcalareJru, KoHTponHpyeMbre tra reppr{Topr{@
Asonra.nrua n roxcltrtHocrr*
flpo:lpa.luocru noccrnsounctt"olf an"lfitHur*
Mexa lln.recruc Br(JItoircHrrfl n uoccra fi oureuttoii
nnrcuHlte*
Eatcreplrantnrre orrAoror(clinsl *

Bpeua noceraxosJteHun*

L{neruocrr (BAI{) *

Ilporpavuocrs (BAt{) *

MapntrponlcR rr ytraKoBr(a
E no.t<a3ateflH (AHoManEHart rol(cr{tr}roo'rb)r, nnllorpa.rHocrb BoccraHoBJIerrHoro npenapara),
<MexaHt{'lecKI4e Bl(rllorleHH, B BoccraHoBne HHoM nperlapar.e), (Ear(TepHarLHbre sHAoroKcHH6r)),

Hoir,rep ceprurlurcara GMp EA

(BpeM, BoccraHoBJIeHul>, <IIpo:pallrrocrb), <llne'rHocTs> KoHrponupyrcrcrr roJrbKo rra reppHropHa
EA3C' locy4apcrneuHbtft (BKntoqan Bbr6opotl{brft) r<outponr ,*noprruanroro npenapara, a raK)r(e
nepr.roAl,tqecKHe (Bbr6opo.rHhre) Hcnr,rraH,.l, orHoaHTenbHo AeficTByroulilx noxalarerefi
ocyqecrBrlrtorc, no peuerll{Io coorBercrByloqero yttonHoMorteHHoto opfaHa. Agalur no Aa]lHbtM
llol(a3arejiflM I{e npoEoAHTc,I npI pyrrtltHoM KoHrpoJIe .qJI8 MecrHoro BbllysKa npoAyr(unr4
( no4rnepx<geure coorBercrBH, nperapa,ra)

GMP/EA0U/R tJ tDl 450-2A24

CA> (r. llnrp)
<<fna rccoCuurl{nsft u Enfi o,rroamulrn.nr CA>> GMP/EAEU/RU/O 1 95 I -2025

Ccil,nrca Ha

Crpauuqa I us 2



3ann.ttcltile o ceDTIIdlIrrca rlulr :

HacTorqurr't ,t [oA'tBep)KAaro, qro npeAcraBIreHHa, nrrue nHrlropwrarlut ,rBJ]rercfl noAnqHHofr ]l
r-oquofi. ,(annal cepfl, neKapcrnertHoro npettapara npo143BeAeHa, BKJrloqa, rraapr<upoarcy/ynaKoBr(y H
K0llTponb t(arleOTBa, Ha yl(a3aHHblx BIrlule [pol'I3BO,qCTBel]Hblx nJIOUIaAI(aX B noJtHoM CoOTBeTCIB].IH
flpaor.uav ua,qnexauleft [pou3BoAcrBeuuoi.r nparrurru EC u corracHo cepru$nrarau GMp
Eepasrziicrcoro 3KottoMt{rtecKoro colo3a, rtepeqHcrenHbrM Br,rue. Cepul nponepeHa 14 npHSHa]ra
ooorBercrByloulefi notcarareJlrM, onucasHsttr.t u Hrecruoii uoptrarlrnuoitr AoKyMeHTarlrrr.r (ccrt"uxa: JIfl-
N(005s 8s)-(Pf-RU)-270s24)).

/llodrucu/
3,rlc Amrrc (EIs Ampe)

JIuqo, ua:na.rerutoe yflonHoMoqsHHrrnrr

JIHUOM - aAMHrrr,tcTpnrlurr

yrroJtHoMorteHIIotl) JtHUa

Llutlrpor:ar norurHorr: 3JIITC AIIJIbOHH
AT-IAPE AI-I AMNE (EI,S DILPTIINE
ANDRD AN AMPE)
O6oclro BariHc: r,oAnHcal.to rro
IIpHrllll laM, y l(A3al{rttrtt}I B AOI(yNteItTe.

,l{ara: 06.08,2025 I 3;28: 02+02:00

0r uuenlr: Eenyn [lalluau
(Beuoit Ntnnnn)
YnonHouoqeHHoe Jr[rqo

.{upexrop no BorrpocaM
ooecrleqeHHn r(aqecrBa
<ICK Bafi o,rroAlrtrr(aa3D


