
Bsrurzcxa
rc peecrpa pa3peueHl{li Ha sno.q B rpax,qaHcrnft o6opor

xaxroft cepuu ruI,l raxAofi rrapru]I npola3BeAeHHoro

e Poccuficxoft @egepaquprLlilu BBo3LIMoro r Poccuitcrqylo (De.uepaqnrc

uuuynodrzororaqecxoro JleKapcrBenuoro flpenapara
no cocrof,Hlrro Ha .16.07 ,202tr J4'1...92 Nrtlu,.

(,uara, nPenal)

Perncrpaquouuslfi IIoMep

,{a'ra nuga'ru paspetrreHxg

pasperrreHl,Is P006-001i0-77J056.04450 .- '

r.6;07 .2A26 ... - .., . .

floriso e x co1parrleHuo e (npu ila.nuunn) HaIIM eHoBaH]Ie 3a{BI{TeJIr @ ea-ep a.rrao e

ueiu'p I4ccJr-eAoBaHHfi lI pasDa6oT$g.I{M\{.r/Ho6r{oJrorvqq-c. KrD( .npeqqparoE
. r{vmaroaa PAH" (LInc

r.lrr.r- M,fL Hyrt{axos.a PAH" (}lHcrplrvt noluoryL49,'Iura) .... .. .-.

Agpec B npeAenax L{ecTa HaxoxleHrrr 3af,Br{TeJrr }.17218. Poccua. r. Mocxpa.
bII,I

eTax.3. noryr.eu..I. roru. Ng 6 -- -- - ....

legenruqaxaUizorurrfi HoMep I{aJIororIarenBIqI{Ka 3arBurelq 7751023347. . '

fiara rocyAapcraeuuoii perl{cTpaqfi'H rrnrpergcTpaIIIdu ultlryuo6l{oJloillsecKoro

neKapcrBeuuoro npenapata 1$,03.2016 .- . . . ., - ..
Pemc'rpalllosnuil HoMep uuuyno6aonorutlecKglo lieKapcTBeuHolo flperrapaTa

JlrI-003511 .. _ -_,. ...-. ---- - ....
TOpronOe HaI,IMeHOBaHI,le *IMIvryIIo6rao;rOrta'lecKoIO JIeKapcTBeHHorO rrpenapaTa

EriBaK ronuo (BaKuHHa Ilon4qMIrenEIHSfl r,€Popa:t6H4s. nByxBangurHa,. )KrBAf,

arreqvrpoeaHHa.f, l. 3 u4noe) ..

Mex,fyUapo.UHoe He[aTeHTOBaHHOe, IltI{ rpynnupoBoqHoe, IIJII'I xIlMI,IqecKoe

Har.rMeHoBanr{e aMluyuo6uo:rorn{ecKoro neKapcTBeuHoro qpelrapata BaxquHa AIS

Oop, u BbI[ycKa ltunry uo 6 uoIlorurlecKolo JIeKapcTBeHHo to npenapa:ra (c yKa3 aHpIeM

n.n'Up"t"anuoft SOpVru, .qO3I{pOBK!1, BII,4a yIaKOBKI,I a KOJIlttIecTBa e ynaxOerce)

Holrep cep fl II I.IJIH naprl{}l ut tuyno6aoJlolrclecKoro

BxP0l(oBA E.T.
TEHEATEP CTNA[A

fl08EPEHH0CTbr 1rl
0T 12. 0r.2026I.

/ilt t/ / /

u{|U-C'[O[[g BEPHA

Ehffi,tiEffi
EEEH



HaIaMenoeaHue lI crpaHa npoI43BorHTeJL I,IMMyuo6uororuqecKoro Jre1apcrBegHoro
np eflap ara, ocyulecrBJrxrollero BLrny cxanuufi Korrp oru KaqecrBa Q gaep aarnoe
rocynaDcrBeHHp.g aBlo}lolurH"ge HayqHoe yqpexneHue "oeneparbHrrfi HayyHnrr
uern-p uccrgUonaHN{ r.tJaspa6ori<u firrlMvHo6uo.uorr:reql(Kx. npenaparQE

O|AHY "
PAH" TIOJI

I{anueuoBaHl4.[ 14 crpaHrl rrpol,IsBorurerefi unarr.ryuo6uoron{rrecroro
neKapcrBeHuoro npenapara, ocyqecrBn-,Ilouprx cralrtlvnpor{3BoAcrra @eaep.illsuoe
LocvnapcrBeHHoe aBToHoMHoe Hay.{Hoe ySpexreHpre "pga-ep.4r6H6rfi Hay'rHbrfi
ueHTp r4ccneAoBaHXE n p43p-a6 grKr4 HMNrV HOoHOnOrrqeCKrp( rlp er?paroB
uu. M.II. 9yuarona PAH" (I4ucrlrrvfi_uenr.roMuenlrra) (@|AHV "

PAH''

rsufi
HaY'IHHfi ueHrp HccreloqgHuii u pa3pa6orrr.r..l{M.\ry}!o6aoroil4.{ecrr.rx npenapaloe
ItV. MJl. tlrMaroea PAHII JI,IHcTHTvI noruoNa r.renrra) (@IA]ry " @HIII,IPLII
uq.M.fI. r{vr'raxosa PAH" (I4Hcrr,rrv'r uoruolruerrra)) lvnaronuurd&acosuux
(.etoprl.{uaJ/Tperu.rgan iruaKo-erca)J. Poccrs .... ... ..... ...... ..

O6reu cepnu I{IIH [aprI{I,I nuuyno6uoJroruqecroro JieKapcrBeuHoro upenapara

(xorurvecmo ynaxonor)

artavryHoouonorr4qecKoro neKapcTBeHHoro npenapaTa

P a3p erire Hae BbrAaHo Ha ocHoBaHuH 3 aKrrroqeHx,
I4curirare,rrnofi :ra6oparopr,rr4 Mocroscxofi na6oparopug Kolr{poJr.s KaqecrBa

Cpox rognocra (rogen go)
05.2028

(pfEy' YAOCMf["
(uaanenoeauxe Qegepalruoro rocygapcrBeHHoro 6ro.urxersoro yupexr,qeur-rr)

or 10.07.202-f }lb 1314trK-11/26,
(aara) (Houep)

(yculeunar xrura0uqupoeagHar 3JlenTpoHlra, noAnuch ynorHoMoqenHoro luqa @e4epalruofi
HaA3opy B cQepe :apaeooxpaueuu.a)
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e,rrrrcrpongoff noIrMcEIo
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Bna.qeneu Ilaproruerxo.(urrrpuE Bceoororosss
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MHIII,ICTEPCTBO HAyKI'I H BbICIIIETO OBPA3OBAHHI POCCUFICKOIA oEAEPATII4H

OEAEPAJIbHOE f OCYAAP CTB EHHOE ABT OHOMHOE HAYIIHOE YT{PEI{TEHI4E
' <Oegepa.rruufiHayuurrilqeuTplrcc.negonanufi

u paspa 6ornr{ rrMMynod uo.norfirrecrcux n peuapaToB
uu. M.II. Yyuaroua PAH>

(orAHy @HIIHPI,III nn. M.fI. rlyuarcosa PAH) (llngruryr no,ruouue.nura))

noce,ToK HxcrIfiwa aou 8, xoprryc l, an.rcp,r. ivr.vHr,rulruaarrufi oxpp @lurmronxoBct(Hft,

ropoaMocxsq 108819
1'en. (495) 841-9H)2, Aaxc (495) 5494740. E-mai[: sue3olio@chumakovs.su, r{rylv.chumakovs.ru

OKIIO 0 1 89s045, OrPH I I 67',1 46624847, HHIyKIUI 7 7 51 023&4"t / 7 7 27 o I OQ 1

cEp Tr4@r4KAT np OI4CX OX(rekWrA ilpEnApATA

Hanl.renoeaHue fipellapar a: E uB a x n ofi uo (B a x qut a n on u oM ueJt u tnH afl n ep op aJrt b H d.fl ,
d eyxe an e u mHafl ilc uB atr ammeHy up o B fiH u an 1, 3 tn un o o)

.n4
Ceora.s Nq LjU'Ja^i^"1,"@
Cpox roAxocrr.l: 2 roAa rrpu reMflepar]pe Mar{yc 20 0C n nuNe,

6 Mecsqes upn reMfiepar]?e or 2 .qo 8 0C sKrtro.iureJrbHo

flpoussoAllrertb no4lBepxraer coorBercrBrle KaqecrBa BaKrlrrr{br EuBax nonao (Bax4una
noiluowueilumHafl nepopanb&an, doyxaanenmHafl afiuqafl ammeHyupoBaH$afl

1, 3 munoe) rpe6onanuau HopMarlrBHoii aoxl'ueutar1rn no H3roroBJreH[ro r{ Ko}ITpon}o

uperapara, a raKxe HHcrpyKuur.r uo npuMeueHurc (H.{ Iffi-003511-211020).
Yxasaunrni B HacrosrueN{ ceptn$uxare roBap coornercrByer tro KalrecrBy Aeficrnyrounu n

Poccuu craHAapraM, TexHHiIecKHM ycnoeu-f,M 3a.Ka3-Hapf,,{ Ha SKcriopr.

Baxuwna EuBax noiluo (Baxqana flonuorytueJtumflafl nepoponb*an,
deyxeuterumHfifl )tcunafl ammeHyapoBtrHH,afl I, 3 muno6) cepu, N \i'Jrl
xpaul{nacb Ha cxna,qe roronoft npo4yKupru }4{pexAeHr4.s Ha npu TeMneparype [.r]4Hyc 20 0C fi uuxe.

TpalrcnoprnpoBalrue B cucreMe <xo.fio.{osofi qena) B coorBercrera c CaHnus 3.3686-21

uplr reMneparype or 2 ao 8 0C BKJrroqrrreJrbHo.

Boguoxtuo rpaEcuoprllpoBaur{e na I u 2 ypoexrx <xoro,{onoft ueilH) B rpeAerax or uranyc 20 0C

ao 8 0C BKJIIorrHreJrbno. IIpu rpaHclloprr.rpoBaHr{rr BaJCTIHHsT B flpe.(eJrax or Mr{r{yc 20 0C 
.qo I 0C

BK-I[oqHreJIbIIo AorycKaerc.s rtoBl'opuoe ee 3irMopax(EBaHue,qo MrrHyc 20 0C u nuxe (na 2 ypouue

<xoronoeofi qeuu>).

Baxquua 143'bsra co cKlraAa roroeofi upo,EyKqr& yqpexAeHux c
xpaueHrrtr MHHyc 20 0C u HHxe Ar-s nocneAyroueft rpalrcuoprupoBrq{,

1t/
3ase.qyrcqnfi crriaAou
rorosoft [poAyKrrHH

Pyroeogxrerrr rIarpaBneHu.t tto KarrecrBy

rr IrHHoBarIHoHHbrrvr pa:pa6otxau

Sxporo8A E. T.
TEHEIITEP CX[A}qA

AOBEPTHHOCIb } 1,I
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IrActtoPT l1} s96

BuBarcno.rruo

Floruep cepuu JJJ

.{a,ta rutrrycxa: Mafi 2026 r.

Cpor< mr.xoc'ru:

2 ro,qaEps'rer'mepaType Muxyc 2fl"C u,

HE-)I(E;

6 Mecf,qeB ripr,r reMfleparype or 2 [o 8 oC

BKNK}TYTEJIBHO

O6*er'r cepru, Sn.; 74"770

KoJrr{qecreo yrraKo,Boti 2 4'11

Konuuec'ruo,4o:, $1.,1 10

llpoa:noAc'rseaHrtft
U]TAMM

ArrpnylrpoBasiroie ffrand!,1rbl Ca6IrHa Bupyqa non{oMHE -I}ITa I,3 r.auop:

I rsn - LSo Zab
3 run - Leol .i 2arb
I{orirepa ceplrfi pa6oqHx rocaBfi rr*:
tsnl-808:run3-951

ECIII,ITAHHfi TIPOBEAEHbI IIO

Jl}
nin

[Iau:rlcEosatt}te
troK23rTE 9

Tpo6oraHrrn H.[ Pcry;rutar ncnrttautra

EuBa* noluo
{Baruraganon[oM}leJI'tTBaflEepopaJIbHai'ABy{BaneIITHqfl't:ilB!.q.

1
Onscanue flporpavuar xaaKocrl or x<enroBaro-Kpacltorc,qo pd3oE0-

Manr{rroBoro usela 6ee ocarxa
flporpavnal xrgkocrb xelxloBlrrs'
Kpaqtoro uesra 6e3 oca{r<a

.,

floa-riusnocrs AorxHa 6rnu trnocneu,u<[utuofi tl coaePxarb
arrsnyupoBaJlur,rs u raMltbl sHpycoB flonHoMuenma tltn 1 u
tm 3-
Tnrp ear<ulrurr aoril(eH cHnxarbcs B npHcyrcrBtlH cNlccn.

t6lbopsroK.u?alHofir+IccK,t( 3srepoBI{pypulrx
MoHbBanerrBsD( cyxlrx.art[ peaRqul{ HefrxParH3auEDI, BI{Fy.ca

'nonroMfieirnra 1 lt 3 t1lnoe ]re tueBee, qelu Ha 2i0 lg-

Gnultcuue tnrpa 
"0ffi 

ao[no
i2,44 rg

flpospaqxocru flporparua.r xuaxovrB, ue,dollEe araloaa,I nD63paqgat xritrr(ocrr, xe 6bnee rra.norta i

A {uernocrr Baxuurta.aonxira 6Enr or.xerr:osaroiEpacHoro
ao po3oBo-IrajllrHOBOrO uBeTa

Xenroaaro-rpacuoro
UBffiA

Hserexaei*{Hfi o6rev He ueuee rrounrtaatlroro (2 r',rvt) Hc rtcgec uovlllta:rsttoro (2 rrln)

6. pH 6,8 -1,2 7,A

Crepulruocru .(orc'r*ra 6rrrc otepu.rr,uofr Ctepunraa

8.
Cneuu{ttltecxaa
amssHocTE

Eorxlacorepxrrr r orxoir npnr4eoutofi 4o:e (0,2'u,n)

r.u{rerurrouaru caxrrlu (PIE} erpyca, (TLIA vo) $e MerbE:

rrm I- 106.0; tun 3 _ 10e,5

llE /rlrI! l/ = 1 0(54

HE/raa37- l0ts

9.

Tepuoera6rurxoctr A6iD{ffra 6brb reptrocra6xncua- TIiTp .Bl'ipyca tre l[orDKefii
srHxartcs 6o:rcc,qen Ha 0$ lg noc.ne'nporpeaallt{f,

narulua'u npu 37 oC n teqeque,4S q B,cpaaHetlllH c.

rOxrpo$,ltt-ttu o6Pa:uou.

P€yrr;r'at:tocne, :rlporpeBaltn{ nPu 37 "C. s

Teiior:lge 48 ri B cpaBfictrrffi c KorlTponbllbli\I

oGparuou - 0i3C Ig

10.

Vnarcosxa IIo 2 rrur (l0.cor) ao {rnaxorra.t Q-4R-cl-l{C:1.(corpaureuuo
4R) us c.TcKna l-ro ryrglorprrHqecKoco Knarca TY 9461j003-
83426370:2OtZ,.fyr23.I 3. I t-003-84299 I 22.201 8, Ty
946 I 402-53908805-2010, yKynopctrrl6rx pcakr(oBLIr{H

npoExaur.r (<SHANDONC PHARMACEUfiCAL GLASS

CO., LTD}}) A raBa,T buoBal{Hffx Konnalqr(&vH,

ron6aunpoirauusrrvrr FOCT P 513 I4-99.
[Io 10 drnaxouot tTeuclrlalot I nagry 43. kaFrol]aj

ropo6ovxoro c r.HsrpyKuae[.no.npllMelielltllo.
I0 rprugcr-xanen6qur.( flolltluePHLrx (no TY 9467-00I-
35433824-2009) c npfi l.Iy.lursrbHbnl o{KanBlBaulle rl .[.rlr.

duarouot llml altaJlorri."rnrle no raqecrBy B naKere fis

ronHMepH6rx MalepHa-noB. Fleo6xo.&qtluoe KqIg(teg.rao narleK

n3 (aproHa H oool5eTcr.Eyro[]ee KoJtH'IggrBo,ndKgfoB €

xpLIIul(aMn-Kalrenb]lttqaM6 Btou,lL6lBalor B TpaHc[opTHylo

taP)'.

f,[o 2 ru (t0..rai):so ftlattouax <D'4R-cl-]lCt
(cg(o4ureHro 4R) r$ critKna l-ro
'r}rAlrorrIIr{.lrgcKoro Knacc4 yryfloperu'I6lx
pe3BrroBrritri npobnar'rt (iiSHANDONG

PI{ .!IvIA.C, UTICAL GLASS CO= LTDr)
:H .SariSrarIoBABgElX .ltor{Ia9Ka[nt,

roir6n'HHpo8a$iriiMil fOCT P 5{3 I 4-99'
no, ,I0 {{axouog: B ffiqKc fi3 KaPToHa

xopo6os$oro c L{Hcnpyxun€il fio

rrpl.{Mp.Heu}noj
10 rpuuct'r<ancm,Hxq nonHucptlr,lx c

q,kfiyA'rfi,efl,g,6rM otKai1Ll$am{sM rrl,nruffi'*
BEPflA Erporo8l E. T.

TEHEATEP CXnttrt
AoEEPfltflocrbl r/,
0t 12.01,2026t./
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Ooplr{ lE: IIc]t 0c0&000

Maprrryoera Ha nep{Iqnoii rnrfosl@
:?fpauleriHoe 

HaHMeuoBaHHe fipoH3Bo_flr{rerrx }r Aepxareff
PY, crpa$4,toi(Iau{cunoF I{auMeHooallne. npcnapara EuBar
nenuo, ne(apcrBerrryro llropvy, Horlrep.cepuu,,RaTy
BLII]yCr4 cpoK roAlrocrrir.fi ycnoBll,xp.aHeltHr, koIt LtscTBo

HaIGrcHoliaHue npenapaTA rpyfi It}{pOBotHoc EaH]rreHoBaH[re]
nerapcr.Bensyto qropr.,ty. cqclaB Ha
1 ao:y c yxa:axnetl H(BBauH, H r(onu{ccr&a Aei{crB)flou{ero
BeulectBa n nepeuHa DqIroMorarcJli,ttltx.BeulecTB,
xo:lxqpcrqo.{iIaxoHoB; Kbn rqecrso jlo3 Bo rtTopl,IqHofi.
ynako8r{q KOnHttecTBo [rJr H,uo3 Ero

Qirartone" o6oe1r o4nontro3Br, Hotrcp ceplr4,laay sLlnyoka,
q?pLIfi}r_6lI Ho].{pp, CTIN. roHrpolr,nr,rfi a4errui}uxar*lor.rtrsrf
anar (.KH3), cpox roAnocrn H ycJroult xpaHcunrr HoMcp
.per4cTpquuothro.ro yAocroBcpeHHr, urpuxorofi -ro4 EAN,
cHrHafl bHl4O nonocy kpacHoro uBsr8, npcnytlpearrenLsyto
Haatrlicg: <Xpalral.u s seAocay[HoM ,q';u[.rgreii ,,ecrer, 

-

!cnoB:ufl oTnycK(
<{Iim.,rcve6ro-npo$unamxvecxax y{pcx(aensfi >, t<o4
ynar(oBtsu.

rir4!u!qr!a) vraraHo! co.Kpatrtcxuoc
HaHMel{oBaHHe flPort3BoArflejllt $
,4epxamm Py, srpaHq coKpausHlroe
HafiMcHoBaHlrc nperrapam EuBar nonno,
nek4pcraglruan dlopr,a4 nolrep ceptlJ, AaTa
Bbrnycrffir cpox ro.EHocru H ycroBti{
)ipaHeHlUI, KOJIUTIeCTBO AO3 H tvtJl Bo

Q,rarouc, o6leu o4Hofi. 4olr,r.
Fla Jr-noogqnoft ina,$pore (naolorruoi
naqre) vKa$aHoi rrorHqe rl co(paudeHnoe
rlarlMsHoBatlHe npoH38ox.IiTen[ u
Aepr(arcne Py, mpaua. ropxA4ueu<u.fi
atrpeg ToptoBoe BaltMer{oBaHr.re npcfiapar4

re(apcrBert&q $opua, cocrao Ha I .Eo3y c
y.x13atlEotyl lIa3BaHh, .t K0nHqesraa
aeficmyrcqero BelqecrBa B nepeqrul
BCnOMOTaTeILHEIX aeurccrg, KOJIHqeCIEO
tlraartouoe, KoraqefiBo Ao3 Bo sropH.rHofi
ynaKOBKe, koJlulrecTBo MI H AO3 sO

$naroug. o6r.eu o.EuoM 4o3l,r, rroMep cepnr,
Aara BBtnyeKA ccpNftxurfi rrovep, GTIN,
rorrpo:rsnurfi u{errrarlutaquouHLrfi 3traK
(K[13), cpon.roaaocnt fi ycrroBy, xpaucHllx,
HOMep Pefl{crpaquouHofo yAosroBepeHl{f,
lurPr.{xoBoE-fioA EAN, cr.rftrantua.E noJroca
(pScHoto r.{Bcr4 Rpe4ynpoAHTerblraa
naArB{oL: <Xparu+r. s neaosrynnoi, ffs
rexefi MccreD, ycroans omycxa: nftrx
,rretedno.npo{junaKrHqecnux }4IpcxugHHft D,
KOA ynat(oBr<I.t.
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