
PASPEIUEHI,IE
Ha BBoA B rpa)KAaHcKLIfi o6opor u Poccultrcrcofi @egepaqHV ceput r.rrru naprlal.r [por.r3BeAeHr{oro
s Poccufictcofr Oegepar\urrvrnv BBo3uMoro n Poccuficrcyro @egepauuro r,rMMyHo6raoloru'lecr(oro

Jrel(apcTBeHH oro npeflapaTa

J\e P006-00110-7710416t432 or 16.01 ,2026

Bugauo @e4epallHoMy rocyAapcrBerlHoMy aBroHoMr-rorvry HafrHoMy yqpe)r(Aerraro "(De4epanrulril
uayuuutfi qeHrp Hccnegoraunfi r pa:pa6orrcu auuyHo6uoJrorr4qecr(r4x rrpenaparoB urr,r. M.ll. gyuarora
PAFI" (I4ncrr,rryr noJluouaeaum), Poccur, ll72l8, r. Mocura, Bn.rep.r, MyHr.ruu[anbxnfi oxpyr
KornosKa, yn.l(pxfir(agoBcroro, A.29, K.5, oralx 3, noM. I, KoM.Ile 6, tr4HI{: 77i_1023847.

(uauneuonauue ropHAHqecxoro JrHqa, ropu4r.rveorNfi agpec, I4FII{)
@egepalr,Har cryrn6a rro lraA3opy n csepe sApaBooxpaHeHurl Ha ocHoBaHr,ru 3arsrrcrreuuq
Llcnurarerruoft ra6oparopuu Mocxoncroir :ra6oparopuu r(oHTpoJu r(aqecrBa Jler(apcrBeHHbrx cpe.qcrB
(rf 6Y "I4YIIISYAOCM|I" PossApauuaasopa

(ttaunteuonauue {re4epalnuoro rocyAapcrBeHHoro 6ro4>xernoro yupex,4euur)
or 25.12.2025 }lb ?8944K-1 1/25 pa3perraer BBoA r, rpalr(AaHcr(ufi o6opor

-lAr*) - (uoMep)

n Pocclliiclcoft (Degepaqall HMMyHo6uororuqecr(oro JrexapcrBeHHoro rpelrapara
Barquua Krleu{eBoro auqe(ralura r(yJ*,TypaJrbHarr oquuleHHarl KoHrIeHTpr4poBaHHa,

I,rHaKTr.rBnpoBaHr{as cyxa,
('roproaoe Harlrenouauae)

B arqu Ha Ans u p o $unarruror Kr eIrIeB oto euq eft a-nu'ra

cepuu /) / (cepr4rr pacrnopr{re nn760) , o6reM ceplrH I'IJrH

napTHH

(uerxgyuapoguoe HenareuroBar-rHoe Har.IMer{oBaHlte (rpynnnpoooqHoe l,rrH xuuuuecxoe)
lnodrtlasar AJr, rtprlroroBJ]eHn, cyc[eH3r,ra Arrrr BHyrpHMbrueqHoro BBe,u,er{H, 0.5 vl/4osa

1 ur (2 go:u) - aMnyJIrI (5 rur.) - nar{Kr,r Kapror{rrrle /s r(orvrnrexre c pacrBopr{reJreM
(ar'luyrru) I un-5 u:r./ - rrrr [e.le6Ho-npo(iulaxraqec(Hx yupexrgeuuft

(rfopua BbtnycKa (c yraraHlreu JreKapcrBeHHofi Qopunr, .qo3npoBKr,r, $aconra) r,r KoJrr.{rrecrBo n ynaronre)

3718

(Horuep ceprzrz)

roAeH Ao 10.2028 ,

(cpor ro,4nocru)

npoH3BoAcrna Oegepa,rrHoro rocyAapcrBeHHoro aBrorroMr-roro Hayr{Horo yqps}(AeHH,
"@egepalrHrtfi Hay.rutrfi LIeHTp r.rccJreAosaHaft n parpa6orr<n uuvryHo6rororHqecKfix rrpe[aparoB
nu. M.ll. {yuaxona PAH" (I,Iucrury'r' rrorruroMnerrr4ra) (@I'AHY "OHUI4PHII ur"r, M.fL r{yr"larona

PAH" (Hncrnry'r noJIHoMHeJII,tta)), Poccur, r. Mocrcna, roceJrenue Mocroscxnfi, n. I,lHcraryra
nor[oMaenura, nrA, 8 (sce craAx-u, sxr]oqaa strnycxarou{Hfi I(oHrpo:r! Jc.aqecrsa).

(uanneuonauue u a,qpec npoI,I3BoAI{TeJil (c yr<araunev craAufi npourno.{craa)
Perucrpaqr{oHrroe yAocroBepeHHe J\ir IIII-Ng(009200)-(P|-RU) or 1 1 ,03.2025 .

.{epxtarenr perucrpauuouHoro yAocroBepeHnn @egeparsnoe rocy4ipcrreHuoe aBroHoM}roe
HayrlHoe yqper{Aeul4e "@e4epartrtsrfi Hayqs61fi rlenrp HccJIeAoBaHHft ra pa:pa6orrcu
unauylro6aoloraqecxux flpenaparoB prr'a. M.fL r{yuaxoaa PAFJ" (I,lucrr,rryr noiruorvrnelura) (OfAHy
"QIII]HPHil ar'1. M,II. tlyr'laxoaa PAH" (Hncrr.rryr rroJrnouaelura)), Poccr,rx, 1172-LE, r. Mocxaa,
BH.Tep. r. MyHr,rr_la rranlr.lurfi o npyr Korro axa, vr. 29,rc. Ne 6,

(uaanenonauue, aApec)

K0nffifl mrpfiA

3auecrurelb pyKoBoAprrenrr
Poc:4paaua4sopa

(xolu.rec'rao
yuarouorc)

?F\
b'j4t,'*L:\
. #,'S }l s

I(o rryM[r-rT no.{nHcAr.r
SJrEr(TPoHr-roff uonnNcl

Colnildnrxm 42DlB24AD82BBDI l.]BD1263FE2CCBC89

Bla4cleq Ilnproucuro,[uutpnil Ilccu0Jr0lIDuurl

f{efienrrereH c 0?.04,2025 no 0t.0?.2026



oEAEP^JII,lIUulUUyAArLll,LtrnUE]^Drwlru|!r.lv&r
(rDcacprnLrrLtll ,!y,nrLril ucrrr;;fi';aouoiuiii ,, r,r,r,,rfotii'tr rriniirroGrtonoilt'rccsltx nntnsntrib0 ttrl' M'lI

tl'ls XOH(EHtPrAPOnrr HUU

r,rH^r(Tr,IBl,IpoB*ll,ltey1*Tl,,ii9trg*i*i#{ftI*H#I*ffi1fJfiffif,?#}flfftBY(v;twYurE'lIHoro
;ni;ilEliffi I ni"rvfloilii'iiolrnjisrrtp q ieqiroiqTB:IIEM'

11.09.2025

Hon,tep ceprar,t. (nartIaHa):

@u ulralrltoo fl olpas,nengrrn !!1

llrsHoncHoro Of 6y (HI'IU3M Il'i' I'l'tD. fBMMcH)i'Mxll3,AP0u0 P0ccnll'

Llouep ceputl
(pacraopale4r.):

Cp gr rognocTu. I(oMnJlqI(T4.

(oaruuua c pacT nopure.nert):

Iod.eu do
axiw6pn

2028:2.

O6r:ree Kor-rl,{.leorBo y:nal(QEolt BaIlq}rElil B

I(oMnJloKre o p&cTBOpl4TeneMi
3 718

PICilI,ITAHI{R

BarcUusa. rreuleBoro sUUeSaxilm KynbrypallrHa{ ogHuIeHHa,I i(OHIIeHrpHp0BaHHll-I'lHaxrucBrlpoBaHHalt

cy<ar, nuoQunl{sar nnt uplrroroBJreHax cycrrell3uu {JIf ,BH}TpuMbIIuerIHoro BBeAeHI4'I 0,5 t*g/Aora'

TIqpHo'rA Macoa 6eroro uBsra'

rHrpocKorII'lrlHtI.

Boccranonneuurtfi npenapar - roMoreuHa'l

HeiipogptiqHaf , dy.cilelI3Hrl 6eno ro tinera; npu

oTerar.ruaHfit{ pa3Aenftouaficfl Ha

6ecuse'rHylo npNpaqwyro )l(HJIKocr6 H

puxrlUlfi ooaAorc 6eloro uBera' [lp'
BoTpflxl,lBaHsl'I XJIorlbR; I(oHrnoMepaTbl H

Iloplrcmr ltacca 6erroro uBsra, rutrpocttonI'l!IHa,

BoccraHoBrsHxntfi' npenapat - roMol'eul{afl

Henposparrua, cycnen3l{t 6eloro uuera, nptl

orcraHBaHHI{ pa3.qeJlxlolqarcl ua 6ecquetHyio

npo3paqryro r(I'tAKocrL u puxlrril ocalot
6enoro qlela. flpu oorpnxuBaHl4l4' xronlgr
l(oHmoMeParbl 14 nocropoHHHe qgcTHrlr-l

AOJIX(HbI oTCytoTBoBaTb

Onncasue

Bursuluaet cneuur!lrrect<ufi uMtutyuurcr x

Bupyoy Knetr{eBoro euqer}ralma npr
,rrrvnNsanu!.t untuefi nr.tguu Balb/c,

,fioaNxa .nrtlnnaT r cnequtbltvecnt'tft ulaltytlll.ter
x ' uupycy t(reureBoro ouuotlanutla npfi

Musrefi JrHH.r.r4 lBalblc,

Cycneuslu; o6paryoruancl npll BcrprlxHBaH14H,

He aoJI)r(Ha Paocral{BarIrcrI ri rc'toNue 3' ulfiryt.

Tlrrp autrreHa.uotxeH 6utrr ne 'ltenee 
'I:I28,

,floalrua 6ltrr. neroxcnqual

Eonee 3 wlr.tryt



{orxna Oiiil cneuurllHqecrcn arrsnna,
MuglnrantHan HMMytr[rHpyrouafl Ao3a
naxuunlr (M14.{ro) 4orrxata 6unr n npegelax or
0,001 rc 0,01? Mrr. I(osrltluuaeHr

MH,[so = 0,007 ul,
I(= 0,7

IHbI I(JIEIqEBOTO SHIIEQAN}ITA I(YJIETYPAJIbHOfi OI]HIqCHHOfi I(OHUEHTPTAPONAUUOfi
r.rHar(rr,tEHpoBaHHofi cyxofi - aJrroM HlrH' rH,q,poncHAa rerib,

Onncaglre

lqgoreguar HEupo.tpaqHAfl cycnqgrur. 6elq1o
uBera, npH oTcTattBaHHH pa3len,rroua,lcrr Ha
6ecuoeruyro npo3paquyro )ro.rnKocrb u purxllrti
ocagor 6elo10 ,qsera. IIpu norprxunaHnu
xjl0n6r, l(oHrnoMepaT6t u nocTopogHfie
rracTlrr{bt..qonrl(Hbr oToyTc BoBATb

Henpo3partHarr cycneH3Hfl
6enoro uBera, npfl orcraunatrHu
Pa3AerlrlOlllarl0, Ha $ecqnetHyro
:nlto3paquyro )r(HAr(ocrr, u pr,rxlufi ocaAor
6enoro. qnota. .[Ipr.r Bc,rprxrrBaHur4 xaonbfl ]
r(qHrloMeparEr H nocropoHHHe qacTrrqbl

0,84 lr/ul

CyQrieHsan, o6pasytou{arpr rp4 Bcrp,rx48aHHU,
I{e.,qQnrol4 pacqjranpqrbp, E rerreHrH 3 r,rru.

fiolllteH 6rrrr orepulrHnu,

,{o.rorceN 6utu neroxoqes. Herolrcuqeu

.lie'r,rpuqg, qor,ruganhuoro r(0, 5 rvrn ryrr 1 MI). FJe uesee HoMHHaIrrHoro (l rvrl)

flo I Aose (0,5 ul) BaKuHrrLr B aMnynax
o6teuom l.ul naa no 2.gosur (l ua) nartuuuu n
'aM[ynax o6retilol,t 3: rrrJl. us T€MHOTO UJII4

5ec[rergoro crexla l..ro rrrApoJIHTlFIeoKoro
roracca no HCO 9187,
Faoraoprreau - no 0,5 r'll:n aMnynax o6r,enom

.1 rMJI';[Jr{ I aososofi Bar(UHHrir uau no 'l rul r
aM[y.Jrax o6rpMor"r 3 ru,r Artlt 2-x Aosotofi
BaXIll.{Hbl Iag 6ecunerHoro crefira l-fo
flr{poJrHrr{lrQpuoro Knacqa no plCO 9I87,'Brrrrycrarot 

n KoMnre(rax;
KoMrlrrex1, N9. 1 go.crotrT. s3 1 aurrylrr,.
co4epx<aqefi I nosy (0,5 vl) narruurrr N I

1M[yn6t, corepxau{efi 0,5 vl pacraopurell.
KgJnner<r. Ne 2 coororlr !t3 I aur.rymr,
cogepNaqcii 2 ao:r,r (l vr) ualcuurrr s .l
BMrryJrbr, coAep>xauefi I rrla paoraopurenn,
Broplntuart y.narosxa:.
fffrs xo:unnerror ]rli: 1 nrll .Ns 2 s naq(e ur
KaproHa xopo6oqHoro c aucrpyxuuefi tto
np}rMeHeHulo. ?r .Ho)t(oM iaMrryJIsHblM. IIpfi
,Heo6xoAmaocru,

, npu yna(oDr(e ar..rr.yn, ur,alrouri-ri r(oJrbuo
I.I3JIoMa.r-rJIH TOq(y AIrl .DcxpbtTHI, HO)t(

IIo 2 aosur (l ur) oanunrrr B aMnynax o6r,euorrl
3 rtllr us 6ecurersoro creua l-ro
rnAporHTHqecxoro r(racca no I,ICO 9 1 87.
Pacrqoputelu -no 1 ul B aMrrynax o6reuov 3.
Aa Nlfi2-x Aotonofi aarquurr ua 6ccuBeruoro
otergta 1-ro rn4polurnvecnoro Maoca no.HCO
918:t,

KoMnnerr Ne 2 coctoni nr l. atrnylur,
co.qepxtaurpfi 2 gosH (l Mn) uar(qunrr n I
aM[yJrbr, co,[epNaqcil I vl pacrtopurerr.

B'roprqnal ylrar<onxh :

flnrr xbnnrerrot.ll! 2 s flaqKe u3 t(aproHa
ropo60rr6.oro q r.rHcTpyr(unei no npur\,reHeHr.rro.

Anrry.nur rrMetor royr(y AJrl Bcr{pbrrul.

0,6 - t,o ur/u.u.



. . 

rt(DcAcpflflLtrbtfi tr0y,illUli ucttrl) IccrrE[olt0tntli lr I
I l7Xl8, Focorllcrun OcAeItqln, n Mocr;on, urr,rcp,r'. "{liim xo nl r 

PA Hri (hrcr t ryr fi 0n ( 0iu l ejrT[ ]
(0i0, n0u, 29;,K0pnyc 5, lrox J,'nolrcurcrrrrc I,

o,

I

Mapxlrponr<a

oquueHHOft '(oHueHrpr.rpoBaHH0ft

b C00TBeTCTBHH o pa3AeJroM 1.3,2, rilo,uyna I
pOn{crpall}loHIJ0 r0 .UocLe:
FIa nepBrru{otr yEal(oBke (3rHfierka Ha aMnyny c
Bar(uH Horr) yt(a3blBarcT:

TOproBoe HaHMeHOBaHrre, cnoco6 BBeAeHLtJr,
al(Trr8HocTb ,qeicTBylorqero BeulecTBa,
Ko.lrHqecrBo ao3 ,{ o6beM B Mn B aMnyne, o6teM
oAEOfi.Ao3br',B rMIr; HOMep cspnr{, [ary, B'r,rnycKal
cpol( fo[HocTI{ (<l-o.UeH Ioir),. (Irfi [6t0fi c 3i
Jr€T r., B3pocJr6rx)).

Ha nepslryuoii ynaxonl(e (prrrerKa qp aMnyny.,q
DaorBopHreneM_), .yKa3brqarori HatrMgHoBaHHe
pacTBoprlTeJrS (pacrnopurelr BaxrlltHbr
I{rreudeBoro snuedalnra xynrrypalunofi

I nnarruruponarruoil cyxoli arroMnHnn

I rr.raponorga relr), o6rUr,r B Mar HoMcp cepHr.r,

I Aary Bbrrrycxa, cpor ro.(Hocrl.r (<foa,er lo:u).
I Ha srop,.HHofi ynar(onne ((aproHga, naqt(a)

vr((,brBaroT: nollHoe u coKpaqeHrroe
HALIMeHOBaHITe npoHSBo[ltreJln u.AepxaTel
(s.raaeluua) PV, crpal.ry, ropgarflrecr(lrft a.qpec,
TOproB0e HaHMeHOBaHlle, rpynrIupoBorIHoe
HaHlreHoBaHHe Ha pyacKoM lr asmallcxotv,r
,t3Lrl(e, neKapcTseHuyo rltoptry, cocras tra I
,(o3y c yt(a3aHHeM :Ha3BaH[lr. u r(oIarlecTBa
Iefi crryroqoro Berrleorga [r flepeqHn
BetloMoraTeJIbltbtx IJelllecTB, 4r(T[rBHOCTb,

Aefictaylor(ero Beu.leoTBar KoJt;,1rrecTgo, aMny;1 c
BaKUuHolt, KOrt{qecTBo,,qos BO BTOpHIIHOfi
y[ar(oBxe, KorwqecrBo gor ra.o6r0tt o un n
BM[yJre, o6riirvr oAHofi,Ao3bt E MJlr KOJt,IqecTBo
aMlyJr c pacTBopnreneM u ero o6LgM B MI s
aMriyJrer HoMep. cepHr.{ H .AAry,BLrnycl(a

BaKIir{H&r t{ pacTBopr{Tenr, cpor(. ro,qHocr.rt
xoMnJlet{T?t (aat<uuua c pacrBopHreneM)
(<fo,ueu ao:l), cepuffuslfi Hor,lep, GTIN,
nonrpolrHr,lfi u1eutyriruxaqrosHurfi gsar<
(l(1,I3), ycnonu-r xpaHenrrrr, (crepHnbHo)),
urpr.{x-.r(oA EA\, curn4.yr uHax noroca rpac}roro
uBQTa, npe.uynpeAHTeJlr,Hbre Hanrlltclli (.[Ju
,qerefi c 3 ner H B3pocJrbtx>, <flpenapar ue
coaepx!.tr alff u6[orH(oB H (Oi{cepnat{ToB)),,(B 

]

I(OMnJre(Te C paCTEopHTereM - ,JIoMHHH' 
I

runpor(ciIAa renrll, <XparrtrL B uc.qocrynHoM 
I

lltt Aetefr Mecre), <Pacraopn.rl r0,rtrr<o 
I

npuraraeMrrM pacrBopHreneMl, <flepea I

npr{MeHeHr{eM BoTprrxtryTb)), (A}rTtITeIa I I

BI{q-l, BI4tl-2, k sHpycy renarura C u I
norepxuoc*nrfi aHrureg aupyca renarnra B I

orcyrcrByror)), ycnoBrrfi orrrycr(a (Ilrfl 
I

.neve6uo-npodluarcrrqecKrxyvpexr4exaii>, 
I

I Ha nepal.rYsofi ynaxonrre (arnxgrrca na avnvnv c
I B'ar(uHHoft ) vr(a3aHo:
t---:-----:---:.+r*-_
I ToproBoe Hat{MEHoBaHlre, cnoqo6 Bne.[eunR,

I aKTuBHocrb "(eficrsyrouero Beu{ecrBa,

I xqra,recrno lol l.t o6r,eu B MJr E aMrryJre, o61,eM

I oatof ro3L) B Mr, HoMep ceplru, nara BLtnycKa,

I opox roAnocrr4 ((fo.aeH Io:)r), <g1x aererj c 3

I ndT H B3pocnblx)).

I 
Ha nepsr,tgoff ynaroBke (srlrr(el(a Ha ar,{nvrv c

I pncTBopHTeneM) yr(il!aHo: HaHMeHoBaHlre

I pactaopnreru (pacrnoplrrerr BaKuHH6r

I rcneuenor,o sHue{ralura xylrrypanrnoii
I ovuueHuoii KoHueHrpHpoBaHHofi

I nuarruoNponauHofi cyxofi irJlroMlrHufl

I ruapoxcuaa renr), o6rdn B MJr, HoMep cepuu,

| .qary Blrnycxa, cpoK roAHocru (<loqeH 4o:rr),

I

I Ha nroptlqHoH vnatrpuxe (xqp.roHHal natrra)
yKa3aHO: TIOIHOe H COI(paueHHOe HAHMeHOBoHHe
npog3BoAllrenrr r.{ Aepxarenfi (nnaueltua) pV,
crpaua, lopH.[l.rirect(uil. aApec, reproBoe
lraHMeH0BaHI4e, rpynEUpoBor{Hoe Ha lIMeHOBA HHe
Ha py.cct(oM rl auffrrlftoxoM rt3blke,
rer(aporBeuua, tpoptrra,. cocraB Ha I aoty c
yxtr3aHHeM lr&3BaHH{ 14 I(OI}FrecTBa
,Aeicrryroueno BeulecrBa ![ repeqH,
BCnOMoTaTeJIUHEIX .BeuIecTB, at(THBHocTt
AsrioTcyrou{ero Betqecrna, Korr}flrecrBo aMnyn g

Baxql,rHor, I(oIrtFrecTBo AO3 Bo u,r'oplrurrofi
'ynat(oBKe; KoJIlFrecrBo Aos fi o6rBM B MJi B

aMnyre, o6r,0r,r ciAnofi Ao3l,t B MJr, l(oruqecrro
arrrrrya ,i paornopureleM !, ero o6r,0[r s ru, a
AMnyJle/r HOMOp COPHlt. H IaTA B btrryct(a Bat(UlrHbl
!l pacf,BopHTetrfl, qpor( roIHocTH l(oMIrIeKTa
(naxuuua c,pacrBoprre.ner,.r) (<Xonen ao:>),
copHFHufi fioMcp, GTIN, NoHrpo.rlEuufi
Lt{enrH(pHKaqfioHHHfi 3Hafi, (1(143), ycJroBU,r
'xpaHeBUB, (CI€pLliIIhEo)), IIITpHx-r{e[ EAN,
cUrHBJIbflaB. IIOJIoCa KpacHoro uBeTa,

lpeayflpe,qr.tT9nrr]rEre Ha.([H0H: <r.qnrl lerefi c 3
JIer H B3p0cJll,rx),. (rlpe[apaT .tte 

coAepx(l.,r
AHI}I6IOITHI(OB fl KOHC -EPDqHTOB)), (B I(OMNJIEKTE

c pacTBopHTgJl€M - aJItoMltHlr, tHJIpoKcHIa
r6nb)); (xpaHHTb B, He.(ocTynrroM Anrr .qeTefi
MocTs))) <Facruoprtr Tonbl(o npltrara€MhtM
pacrB0pt.{TeJreM))r rrllepea np}rMeilorr,reM
Ecrprxltyr.E)i, (rAn urela x BPIH-I, BHg-2, r<

Bltpycy rettar.lrra C r.r noBepxuocrHbrtr aHTureH
Br.rpyca renarHra B orcylctBytor), ycnoBrrfi
ornycKa (En, neve6Ho-npoQr.rJrar(.ruFrecKHx

3A}UITOI{EHI,E:

Barqusa tcleq"B
I(OH{eHTpHpoBaHHaJr HHar(Tr.tBHpoBar,rHag cy(arr, JrHo0rirrH3iiT.A
cycllel$Hl4 AJIIr BH).TpHtvr 6r[]er{H oro BB elqeHH{ 0, 5,NlnlAos a ceFu
r(oMflJrer$e c pacrB0pr{IeJ1eM - 4rrroMHHr.u rr.rApol(auIa


