
Brrnucra
r43 peecrpa pinperuesufi ua BBoA B rpaxAau crcufi o6opor

xax4ofi cepr4vr r,rJrr4 KaxA ofi taptuu np or4 38 eAeH H oro
e Pocc[ficrofi @eAepa:r\LtLr rrJrr4 BBo3LtMoro n pocczftcrcyro @e4epaur4ro

uunryuo6zoJrorr4qecKoro neKapcrBeHHoro rrpelapara
ro cocroflHr,to Ha 21.09.2026 l0 \. 19 Mu:g^.

(4ara, nperraa)

[.ara BbrAaqu pa3perrreHuq 21.09.2026 .

noluoe I4 coKpalqeHHoe (upz nanutuu) uauxteHoBaHr4e 3arBVTeJr, @eAepamHoe

A4pec B rpeAeJrax Mecra HaxoxAeHr4fl3afrBtrrens 19g320, pocczn
r. CaHxr-llerep6vpr. r. Kpauroe Celo. vl.
I4geuru$wKaul4oHHblfi Houep HilrrororJrareJrbrrlr4K a 3aflBtrerly 780702191g.
[aru rocyAapcreeHHofi perl4crpallvru krtvperrzcrpar.Iuv t4MMyHo6zonorvqecKoro
rreKapcrBeHHoro rperapar a 13 .0 1.2026.
PernctpaqnonHrrfi HoMep raurvryuo6[oJrorr4rrecKoro JreKapcrBeHHoro [peflapara
nn-j\lb(0 1 3 I sg)-(Pf-Ru.
Toproaoe Har,rMeHoBaHr,re r{MMyuo6zororr4rrecKoro JleKapcrBeHHoro rperapara

ro-M reuna.a l.
MeN4yHapoAHoe HenareHToBaHH oe, [n]r rpyrr[IapoBorrHo e, vfitytxt4 Mt4 rrecKoe
HaI4MeHoB aHWe IauvryHo6zoJlor[qecxoro JlerapcrBeHHoro npeflapara Baruuna
An.s up oS t rraKrzKz rpun na lzu axrr,rEtr.rpoe aHHas] .

@oplaa BbrnycKa znavryuo6uororu qecKoro neKapcrBeHHoro [pe[apara
(c yxa:auneM JlexapcrseHHoft Sopnrrr, Ao3r4poBKvr,Bvt[ayrraKoBKr4 r.r KoJrr4qecrBa
n yuaronre) Pr 0.5 vrn
10 un. qKU KA qecKr4x

Holaep cepvu prilv taprvr4 t4MMyHo6vororn.recKoro Jre
570826.
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H au ues o B aH r4 e [r crp aH a rrp or4 38 oAr{Ten.,I u u ruyn o614 oJr o rr4qe cKoro
Jr eKap crBeHH oro npenapara, ocyqecrBnfl rorqero BbrflycKaroIrlrafi KoHTponb
KAIICCTBA

I(LII4 PI

2

KI4 eIIoII 6arrepu II
AJIbH CII

@MEA Poccuz Poccns.
Haz rvren o s aHr4fl r,r crpaH br rrpor43 BoAzrer efi u vruyu o6u oJrorv q e cKoro
JreKapcrBeHHoro [penapara, ocyruecrBJrrroqr4 x cralll1,kt rrpor43BoAcrBa

H OBATEJI BA

IIoII 6a .ToB"

M (DMBA
[flporaseolurem (roroeofi JI@)I. Poccuq:

H Hrr-II
Hoy{Ho-kt ccr€AoB&T€rbcKr,rfi zH cfla:ryr naKuzH u cHsoporoK z upeAnpzxrae

nfiurrx rrperra
MeAprKo-6uonorz.recro ro arenrcrea (Of YII CI6HI4I4BC @MEA poccuz)

t</ r VE Pocc[s:

ueAuxo-6zolorwqecroro areurcrsa (OfyII C[6HI4I4BC OME
R/,

O6:nepr cepvv vil4 ilaprtrl4 I4MMyHo6zororraqecKoro JreKapcrBeHHoro rrpenapara
17202.

(xo,'ruuec:rno ynaxoeor)

Cpor< roAHocrl{ (ro4en 4o) vnruyuo6uororvqecKoro JreKapcrBeHHoro npeilapara
07.2027.

P asperueur4 e BhrAaHo Ha oc Ho Ban:avt 3aKJrroqeHr,r,
r{ c[ErrareJrbH of o ueHTpa 3Kc[ eprl43br KarrecrBa MeAI4IIT4HCKI4 X
unanayuo6zoJrorr4qecKzx [penaparoe @e4epzrrrbHoro rocyAapcrBeHHoro
6ro4Neruoro yqpexl.ennfl "Hayvnrrfi rIeHTp gKc[eprr43br cpeAcrB MeArrrlt4HcKoro
rIpI4MeHeHr4fl," MLI uq P o ccuiacrofi @eA ep al\prr4

(nauueuoeanr,re rbeAepa.nuroro rocyAapcrBeHHoro 6ro4xeruoro yrp"rc{erro)

(uouep)
or 18.09.2026 Ns 1049/HUOCM[.

(yczaeunar rnanlrQr.rqupoBaHHa, 3neKTpoHHa, noArrr.rcr ynoJrHoMoqeHHoro Jrr.rua

AOKyMEHT TTOArIUCAH
SJIEKTpoHHofi nognucrrc

CepruQuxat 0EFO3CEF I F4E72029AD243F 0C2t7 9 A4 |

Bragereq Ilapxo*reuxo .(rrHrpru-r BceBoroAoBrrr

.{eficraurenen c l0 .06 .2026 no 03 .09 .2027

P{"-X\

;a#?6

Haa:opy e c$epe r4parooxpaneuraa)
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OMEAPOCCUPI
Oe4epansuoe rocylapcrBeHHoe yxnra pHoe rpeArrprrfl Trre

<<Canrr-[erep6yprcxuli HayqnouccJreAoBareJrr,cxnii uncrrryr BaKunH rr cbrBoporor(
r{ rrpeArrp,fl TH€ rro rpou3BoAsrny 6a rcrepufi xux npena p aroB>)

Oegepanruoro MeAul(o-6uoloruqecmoro areHTcTBa
(OIYII CII6HHI4BC OMEA pocun)

PoccuR, 198320, Casrr-Ilerep6ypr, r. Kpacnoe Ce.uo, y.l. Cso6onrr, a.52 Tel;(gl2) 660_0G10,660_06-11,
Saxc: (812) 660-0Gr6

Emaill reception@niivs.ru, www.spbniivs.ru

IIACIIOPT
llt 0190/26 or 14.09.2A26

O.nro-M
[Barcqu ua rpn n [o3Hafl rrlraKTrrBn poBau Has pacqerrJr eHHafl I pacTBop Arq

BHyTptrM buueqEoro BBeAeHrrff

PerucrpaquoHHoe
yAocroBepeHrre

Hopuatnnua.s AoKyMeH T a\Hr.
Horrrep cepuu

(Dopuar Bbnrycxa
(nexapctaennaa Qopua,
AO3r{pOBKa, nepBlrqHair
y[aKoBKa, KOJTTIIIeCTBO

neKapcrBeuuofi ([oprrln)
HaaMenosaHr,re uITaMMoB
Br{pyca rpr.iuna/cocran

Ko.rrlr.Iecrno B cepur{

,(am npousBoAcrBa
Cpox ro4nocrn

Pes

JIII-Np(O13 I 59)-(P|-RU) or 1 3.01.2026 r
Jrn-N(013 I sg)-Gr-RU)- I 3 0I 26, Sp-Fp_06-0_1 0/ I 5
j70826

Pacreop Arur BHyrpaMbrueqnoro BBe.[eHrr.f, (aunyla)
0,5 ul (l aoga) xlO (naurca xapronxaa)

A/Missouri / 1 1 /2025 (H 1 N I )pdmO9-like virus

17 2l2yraKoBoK
24.08.26

Ao 07 2027

.JIbTATbI UCTbITAHII

Hanuexortune
noKa3aTeJIf

Kpurepaft
IIprreMJreMocTH

MeroA r<ourlroflq
(ccrurrca rcoA HA)

Perynrrarrl

Onracauue Eecqaeff{atr cla6o
oIIanecqHpyrorqa,

xHAKOCTb

Bnsyanr"mrfi,
IO PO-

Eecusetga, cla6o
olraJrecqEpyroulaf,

)I(HIKOCTL

KaxArrfi rroArur H
flo4mruuocrr Kaxlufi rroATr.ln a

Tlrn arrTllreHa .qoJrxeE
nefrrpaauroBarrc.

rOrrtOnOrruHOfi

culopmxofi.
Tlrrp c

rerepolorrvuofi
cbrBoporxofi 4o:rNen

6rrrt rnaxe ee

Merol trocTaHoBKH
peaKrIHH TOpMOXoHT{JT

TEMAIrJIIOTUHAqI,I}I

(PT|A) c BrrpycoM

lprrtua,
IO PO

Crpanuqa I fis 6



Harauenonauue
NOKfl3ATClIff

flpospauuocm

I{rernoctr

Mexauu.Iecrure
BKJIK)qEHHff

HssreraeMrul o6renr

fepueru:aqrax2

Eeaor

@inrnocrl

6arrepua-rrusre
sH,4OTOKCr4Hhr

AnoMa-rrrHas
TOKCEqHOCTb

CnerprSuvecrcax
6esouacnocr:r

Cneqa$uuecraa
AKT}IBHOCTb

F-SOP-02-013-01

Kpurepufi
IIpI.reMJreMocTIt

co6crseuuoro rr{Tpa
He MeHee, .reM r 4

,{onNeu
BbrAepxEBaTb

cpaBHeHr,re c
sralouou III
fionxeu 6rrru
6ecunetmna

.{o,rxen
Br-r/{epxr,rBaTb

rpe6oranax npa
oIlpe,4eneHHI,I

BI{AI,IMETX

MeXaHHqeC(I{X
nxnroqeHufi

Ot 7,0 go 7,6

.{ouxen 6srrs ne
MCHCC HOMIIHAJIEEOTO

@
4ommrrr 6rrrr
TEDMETI,IIIHBI

He 6onee 250 uxr/
0,5 un

ffi
cTepr[JrbHbrM

Busyalruufi,
TO PO,

ooc.1 .2.r.00a7

Busyalrurul,
ro Po,

ooc.1.2.1.0006
Busya-rsnrrfi,

r(D Po,
ooc.1.4.2.0005.18

Iloreuuuouer-
prnvecrcrafi,

TO PO,
ooc.1.2.1.0004

OuiuqecrrE*,
TO PO,

o@c.1.4.2.0003
@nsu'recrurfi,

fo Po
ooc.t.7.1.0018.18

Mero4 Jloypra,
rO RD,

oac.l.7 .2.0023.15
MeroA rrreu6pannofi

(funrrparryuE,
fo P(D,

ooc.1.2.4.0003.15
fenr-rpoub recr

(Meroa A),
ro Po,

ooc.1.2.4.0006.15
E"&or""ec*"[ -

r(D Po,
ooc.1.1.1.0018
Euonoru.recrxfi,

f@ P(D

Meroa
KOJIIIqECTBEHHOTO

oupe.qeneHr{fl
TCMATIJIIOTI,IHH HA

BErl,Ca I llrllfla B

Pesy.nrraru

, TIrTpa He MeHee, qervr

i n 4par,a

Br-r/(epxznaer
cpaBHeEr{e c
eranoHou III

Eecrleerublft

Bsrgepxrnaer
rpe6oranux npra

orrpeAeneHHH
BIAII{MbD(

MeXaHHqeCKIrx

nxmoqenrfi

He naenee

HOM}IHTIIIbHOTO

Aunylu
repMeTI,rrrHbl

106 uxr/0,5 un

Crcpuler

Meuee 2E.3/
0,5 un

Herorcuqnrrft

He co4epxut
xlrBoro Br.pyca

He 6orree 100 E3/
0,5 wr

@
HETOICCIIIIIIBIM

He Ionxen
coAepxaTb XCHBOTO

BEpYCa rl]EnIIa
,{onxeu coAepxaTr

fOMATUIIOTIIHHH

B}4pyca rpH[rra
IIo.(THnoBAnt:luaB

wr:
q["
rO\

Kn\ WHflN#ffiCrpanraqa 2 us 6

7,4pH
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HatlMenosaHrle
noKa3aTenfl

Kpurepnfi
IrFrre[ffieMocTIl

Meroq KoHTpoJrfl

{ccbrflKa rol II.I}
Perylrraru

(I

l-{

A(HtNr) - 15,0
uxr/0,5 ul3;

A(HrNz) - 15,0 r,rxr/
0,5 ua3;

B - 15,0 rrlxr/ 0,5 ul3;

HrNnuft
gonepurelrurrft

npelerr (P:0,95)>12
urr/0,5 un

pearqna o.qrano.ilrofi

P4guarruofi
ruultroguQbppru,

fo Po

A(HrNr) - 78,2
uxrl0,5 rran

A(HrNz) - 19,3
uxr/0,5 ul

B * 16,7 uxr/0,5 u,r.

Huxuufi
4oaeparetrnrrfi
rrpeAen (F0,95)
A(HrNr) - 17,5

urcr/0,5 un
A(H:N:) - 18,6

urr/0,5 un
B * 15,9 rr,mr/O.5 rrln.

Tuollepcan (glr
rpenapaTa,

coAepxarqero

Or 42,51o 57,5 uxr/
0,5 un

Cnexrpolporo-
uerpuuecxrafi

(Irrerog Sirprrarr)

He co4epxrer
KOHCepBaHT

Oea;r6yrr,rNn He 6onee 0,05 rvmr /
0,5 un

Meroa
lrlrlrlyuo $epMeHTH oro

arr.rJrr.Ba (I4OA),
fo Po

0,02 uxr /0,5 rran

Tpnron X-100 He 6ouee 100 rurcr/
0,5 nan

O6pauler:ro-
rpa:onar

errcoxos$-

Qerruruaa
Xr{AKOCTHa"rr

xpouarorpa$ur
(oo B3xx)

(uerol rfrupusl)

Menee 100 pmr/

0,5 un

IrlulryuoreuHoclb4 Baxuana Aonxga
6rnr ulratrvnoreunofi

Euoloruvecrurfi,
riD PO

Baxqnua
I,IMM)" l lOfeHIIa

Peaxrorennocrra Baxqr,raa AojrxHa
6rnr apeaxrorennofi

unra cla6o
peaxrorensoft

Eraolorurecruft,
fo Po

Barquua
apeaKTOreIrHa

IlpousnogcrtserrHrre
IIITAMMhI

BaruIr,rsnrre uraMMEr Br{pyca rpvnrra
ro.zlrurroB A (HrNr), A (HsNe) u rura B
AoflxHbr 6rrrr peroueH.qoBaHbr BO3 ar-fl

Cenepuoro rroJryruaprm ua reryrqufi
gnr{,4eMuqecrafi cesou

Bartgannrre
rrrTaMMbr Blrpyca

rpunna nogrunon A
(HrNr), A (HrNz) n

rnna B
peKoMeHAOBarrEl

BO3 lns

Maprupoara Cu. pas4el 1.3.2
rvro,uylx 1

BusyaarHut qffiil,deruf$r'Itffii*

ffi$Elr.,};fgr ,
Crpanr.rqa 3 us 6 kiffi:
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perucTpaqr4oHHoro

AOCbe
neKapcrBeHHoro

npeflapaTa.

Houep cepm:
NNNMMYY

NNN - nop.agxonnfi
HoMep, ail{cJlo ot I ,qo
999, npucnar,rBaerc, B

paMKax KaJreHAapHofo

ro.qa;
MM - Mec.srl, B

KOTopoM IIpo]rBeAeHo
JIC;

YY - nocneAHr{e ABe
un$pu B rroMepe

KzrneHlapHoro ro.ua

foAex Ao:
MM YYYY, rse:
MM-nocne4nafi

AeHb Mecf,Lla, B

r(oTopoM rIcTeI(aeT
cpor rolnocrr,r JIC;

Yfl|Y- roA, B
KOTOpOM r,rcTer(aeT

ro.qsocruJIC
Aunynut
flo 0,5 Lrrl (l gosa)
rrperrapara 6es
KOHCepBaHTa B

aM[yJrLr r,r3

rpo3paqHoro cTeKJra.

Ha KaXAyro aMryny
HaKJrer{BaroT 3Tr{KeTKy
c€IMOKJleroqyrocfl,
flo 10 aMrryJr B

rourypnofi
r.refi(osofi ynaKoBr(e
H3 KapToHa
ylraKoBorrEoro.
flo I ronrypnofi
qqefircosofi yfiar(oBxe
B flaqKe H3 KapTOHa

4ax norpe6uTenrcxofi
TapEr BMeCre c
r.rncrpyrullefi ro

Busyanrunft Aunynut
flo 0,5 rrm (l 4osa)

npenapara 6es
KOHCepBarrra B

aMrIyJrEr I,r3

Ilpo3parmoro cTeRJra

Ha raNaylo aMrryny
HAKJIEEHA STtrKETKA

caMoxJreroulaf c,
IIo 10 aMrryJr B

xourypnofi
rqefironoft

C:rpzuruqa 4 as 6

rurOAylx 1

per{cTpauHoHrroro

AOCBe

JreKatrrcTBeHHOrO

npenapara.

Horraep cepuu:
s74826

I-o,uen.{o:
07 2027

Ynaronxa

Mero,q roirrpo.ua



(rNcrrotr-
nua4ruuena).

@naxouat

flo 0,5 nu (1 4osa)
[pelapara 6es
KOHCepBaHTa BO

$naxonrr r{g

[po3paqHoro cTeKJra.

I4rrur no 5,0 u,r (10
Ao3) rrperapara c
KOHCepBaI{TOM BO

Snaronu H3

[po3paqHoro cTeKJra.

@naxonrr
yKyIIopr{BnroT
upo6xauu
pe3r.rHoBhrMH AJ{fl.

U HBEKIII,IOHHbD(

pacTBopoB. @laxourr
c npo6xaun
o6rarnrsaror
KOINAATI(AMI,I

arroMunuesin,ru HIrw

AIIIOMHHHEBO-

TIJIACTI,IKOBbIMH,

AOrycKagrc,
r{cnoJrb3oBaI{He

KOINAIIKOB C

KOr{TpOneM nepBoro
BCKpbrTrrs.

Ha xaxAuft Qnanon
rraKJIeHBiuOT STHr(eTKy

caMOKJrelolIIylocs.
IIo l0 Slaxonon no
0,5 run npeuapara 6er
KOrrcepBaHTa HJtrr no
5.0 un rperapara c
KOIICepBaHTOM B

rorrypnofi
s.reffxonofi yrraKoBxe
I{3 IIJIeHIC,I

IIo n r{ Br{H[rJD(nopI{A-
Hofi.
flo 1 xorrypuofi
sqeftxosoft ylar(oBKe
B narlKe E3 KapToHa

4rr uorpeOnrenrcxofi
Tapbr BMecTe C

F-SOP-02-013-01

nHcTpyrallrefi uo
npHMeHeHr{ro

(rurcrxou-
rua4ruueu).

* !l!_--zf
f,'KOCKB A.:

/o
fr
ftla

H

.Earyouaaruar'

- . Narioall
rmmunobiolor

,qorp;;"aolnt Stock
Lompany

Crpanuqa 5 Ee 6

Pe:y.nlrarrr
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HaHMenosaHue
trOKA3ATCJIff

Kpurepufi
nllIIe[rJreMocTH

Merol KosrpoJrs
{ccrIrtra rcoa IIA}

Peoynrraru

rlpr4MeHeHI,rIO

(nncrrorra'
f X;fa4r,rfrrgrra)-

flaqnx c rrperraparoM
noMerqaloT B tlqr{K
rapronnsnf.

IIa.rxH c
IIpeuapaTQM

IloMelr{eEbr B ,trIr,rK

Vcnosu, xpaHeHr{rr Xpanurr h [epeBo3rTb
Tpaucnopmupoearuwe. fl
reMrenar\fre.uo 25 "C r

B xoJro.trI.rJrbuxre (2 - 8 "C). He saiuopaNaBaTL.
[onycr<aerca rpaHcnoprripoBaHr.re npn
] Terrer{}Te 5 .racor

Cpox rognocru 1 ro.q
I onpegereH,e ,,poBo,{flT Ha cra,qr', uonyvs'us MoHosa*rluHbr ,;prat ry;rilt.
'Kourpolupyer fIK fJI@ a npoqecce flpoa3Bo.ucrBa
3 Cpegnee 3HaqeHI'Ie cnequsu.Iecrofi 

'axrnsuocrr{ 
He HopMupyercr. 15,0 uxr B Ao3e Kax.qoro

InraMMa - 3TO yCTaHOBreHItOe KOrI4rIecTBo aHTlIfeHa reMarruIIOTI,IHlIHa BHpyca rpuflna
.lfpo_*9"'porll{poBa[{br repBbre rpu cepru{ (10626,20626,3A626) rp}r cMeHe Ba(qr.rnHoro rrrrtu\rMa
I a P(D - 3recb Ir Auulee XV IastaHue focyrapc:rneanofi (papruaronea Poccuficrofi oeaepaquu.

3axaroqenne : cepfl , 570826 eoalBals.rEys,r/He coorBercreyer rpe6osanuxu
rfl.TkHqe EoruepkHyrB)
ii , .,'_1!

H opM arr4BH ofi Ao ryrta en r ar\Hu n o !,\i.l t r,, r, t i i

Brosolarerr AKK Ea6xuua O.C.
alto

Z. Errlroxlrrrrr\
lrryuo6lolorrrecxlt

Ilmnuno-nio'tolicrl

, uompeDy,
.roinl Stock

Crpanuua 6 trz 6


