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Hau n eu oBaH r4e r4 crp aH a npor.r3BoAr4TeJu ra uuyH o6r4oJr orr4 rrecKoro

n eKap crBeHH of o npeil apara, o cyurecrBnrrouef o Bbr IIy cKarorqu fi KoHTpon b

Kar{ ecrBa @eAepa$noe ro cyAapcreeu Hoe l/uurapHoe npeAn pr,rqru e
"Casxr-fI f cKI4I4 HaYqHO-I4CCJI enOBaTen
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il uucruryr BaK HVt
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OMEA POCCI4I,I

Oegepamuoe rocyAapcrBeHHoe yHHTapuoe npeAilpusrlle
<<Caurr-Ilerep6yprcxufi nayuno-NccJreAoBaTenrcrnli nHcr"rrryr BaKqHH x cr,rBoporoK

rr npeAnpuflTne rro rtporr3BoAcrny 6axrepnfinux [pe[aparoB>
(De4epalsHoro MeAuKo-6uo.noruqecKoro areHTcrBa

(OfYn C[6HI4IfBC OI\{EA Poccur)

Poccnn, 198320, Caxrr-Ilerep6ypr, r. XpacHoe Ce.no, yl. Crooogut, q.52 Tenl(812) 660-06-10,660-06-11,
garc: (812) 660-06-16

Email: reception@niivs.ru, wrvw.spbniivs.ru

TIACIIOPT
}ts 0173126 or 25.08.2026

(D.nrc-M

[Baxqnua rpunflo3Hafl BHaKTrrBnpoBanHafl pacueflJreHuaflJ pacrnop Ang
BHyTpXMbr urerrHoro BBeAeHHS

PerucrpaquoHHoe
yAocToBepeHHe JIII-)IbI013159r-lPf-RU) or 13.01 .2026 r
Hopnarnnuar AoKyMeHrarru.s nn-Nn(0t3t jg i0nT 

*"^-

Horraepcepru.r ffi
@opIl'ar Bbrrrycra
(.nexapcrneunar $opr'r4
AO3I{pOBKa, II epBI,IrIHas

ynaKoBKa, KoILIqeCTBO

nexapcrBeHuoft $opuu)
Harala euosarrue IuraMMoB
Br4pyca rpnnna/cocraa

KorH.{ecrso B cepuu

lara npousBoAcrBa

Cpox ro4uocru

Pes JIbTATbI IICNbITAHI{H

Onucasue

noAxHlrHo"Tbr

Pacrnop AJrr BH),TpHMbIIIrerrHoro BBe.qeHrrs (aunyla)
0,5 ul (1 to:a) xl0 (navxa xaprouuax)

A/Missouri / 1 | 12025 (H lN I )pdm09-like virus
A/Darwirll 45 4 I 2025 (H3N2)-like virus

17 350 yuarcogox

*q_6-.qq,2-g__
_&.97_?011

Becunernas cla6o
oIIrurecq]rpyrouafl

}I(I,IAXOCTb

TI{[ AHTI{TEHA,4OJIXEH

ueitrpalu:oBarbc,
rouolorraquofi
cuaoporr<oft.

Turp c
rereponornuuofi

cbrBoporKofi 4o;rxeu
6urr Hraxe ee

rerepo:rorNuHofi
cbrBoporxoi uuxe
ee co6creeHHoro 
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Bu:yalrnufi,
ro Po.

Kaxlsrfr rroATrrrr u Merog n
pearflIrrIa

TEMAIT.

IIOATI,III H

reHa
ryeTc.s

qlroft
vt.

(PTrA) c
rpunna,

Tvrp c

ffieoeul

lLnl. o t

,lu ir rr
ptr4,,rr

Crpanuqa I us 6

fo Po



F-SOP-02-013-01

HauurenosauHe

IIOKA3ATEJIfl

flpo:pa.ruocrs

IIeeurocru

Irlssrexaervrrrfi o6rerra i

I

fepuerrasa

Eelox

CrepunrHocrs

Auolaa*,nas
TOKC}IqHOCTI,

CneqN$u.recxa.a
6esouacnogrs

Cneqn$uuecxax
AKTHBHOCTb

.(oaxeu
BbL[epxHBaTb
cpaBHeHr{e c

eralonorra III

.{orxen
BI,I.qepxr,rBaT6

rpe6onanu, npu
onpeAeneHrrH

BI,IA}IMbTX

MCXAHHIIECKI4X

nrcmo.reHr.rfi

Or 7,0 Ao7,6

florNeu 6rrrr ue
MEHEE HOMIIHII"]IbHOTO

arurny*V4rr'*or"t
go,rxuu 6rnr

He 6oree 250 r'rxrl
0,5 ul

,{orNeu 6rrrs
cTepHn6HbrM

He 6onee 100 E3/
0,5 un

.{olxeu 6rnr
HCTOKCHqHEIM

He Aonxen
coAepxaTb )Kr{Bofo

L!tl-c? rpHn.qa

,{o.uxen coAep)Karb
TeMaIUIIOTEHLIH

Bllpyca rpunra
noATr.InoBAururaB

Buayaruuuft,
T<D PO,

ooc.1.2.1.0007

Busyanrnufi,
fo Po,

ooc.1.2.1.0006
Busya-nrurrfi,

f(D Po,
o@c.1.4.2.0005.18

floreuqaouer-
puvecxr.rfi,

f<D PO,
ooc.1.2.1.0004

fe,rr-rpou6 recr
(Meros A),
fo Po,

ooc.l .2.4.0006. 1 s
Eraon

fo
ooc.1.

f@

XOII,IqECTBCH

oIIpeAeneHr{,
TEMATHIIOTI{HI'HA

BrlrrYca t'nu[IIa B.l

TI{Ipa He MeHee, rIeM

n 4 pasa

Bu,4epxunaer
cpaBHeHHe c
gralOUOI\.I III

Becqserurrfi

Brgepxunaer
rpe6onanux npn

orpeleneHr.ru
BIAI,IMETX

MexaHI,IqecKI{x
sxrroqeHail

Crepu.neu

NIOTI,IHIIII

Brrpyca rplrnlla
IIoATI{rroB A r.r urna

co6crneuuoro rHTpa
He MeHee, qelt{ S 4

[]a3a

7,5pH

B

(Duruuecxrafi, i He MeHee

fO P(D, I HoNrrHaJrbHoro
ooc.1 .4.2.0003

@r,r:r.lvecxr,rfi,

ro Po
ooc.1.7.1.0018.18

MeroA Jloypu,
fo Po,

o@c.|.7.2.0023.1s
Mero.( rraeu6pauuofi

Sumrpaquu,
fo P(D,

o@c.r.2.4.0003.1s
MeHee 2E3l

0,5 un

Inlnrrrr

Crpanuqa 2 us 6

Xpurepnfi
IIDIIEMJIEMOCTI{

MeroA r(oHTpoJrfl

{ccuana Kon Hn}
Pe:y.urraru

flonxeu 6uru
6ecqserHrnr

Mexaguqecxge
BKJIIOI{EHI{'

Aunynrr
repMeTIrrIHbI

98 rvrrr/0,5 un

Earrepuanruue
SHAOTOKcT{Hbr

, -fiQ:cfraepxur

l'l*''*"F& BHpyca
rtk ,/^"-idnnna
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HannreHonauue

noKa3aTeIs
Kpurepnfi

III}HEMJIEMOCTII

MeroA KoHTpoJrfl

{ccu.nra xoa HjI)
Pe:y,rrraru

A(HrNr) - 15,0
um/0,5 r,al3;

A(H:Nz) - 15,0 rraxr/

0,5 ua3;
B - 15,0 uxrl0,5 lrl3;

HuNnufi
4onepureluHufi

rrpeAen (P=0,95p12
llxr/0,5 un

peaxrlur.r o4lluouuofi
paAualruofi

anauyno4l,rt[(ry:uu,
fo Po

A(HrNr) - 17,8

l,rxr/0,5 ul
A(H:Nz) - 19,5

uxr/0,5 ul
B - 18,0 rrlxr/O,5 rul.

Huxxufi
gonepurelrHufi
npeAen (P=0,95)
A(HrNr) - 17,2

urr/0,5 rran

A(H:Nz) - 18,5
urr/0,5 u-rr

B - 17,4 rrlrr/0,5 rrryr.

Tuouepcal (9;u
npenapaTa.

coAepxauero
KoHcetlBaHT)

Or 42,5 go 57,5 um/
0,5 un

Cnexrpo$oro-
uerpuuecxnfi

(uero,a (fupuu)

He co4epxur
xoHcepBaHT

Oranr6yuuu He 6onee 0,05 rrlrr /
0,5 vrr

Merot
zrra rrayno s epM eHTH oro

auiurr43a (I{@A),
fo P@

0,007 rnrxr /0,5 rran

TpraroH X-100 He 6onee 100 rr,rrr/
0,5 ur

O6parqeuso-

$a:onar
ar,rcorosS-

$errlrauaa
XI,IAKOCTHajt

xpouarorpa$ux
(oo B3xx)

{uerog {lnpuu)

MeHee 100 uxr/
0,5 ul

['IuvyHorexsocr]4 Baxquna AonxHa
6rrrr rauurroresuofi

Buororraqscrufi,
fo Po

BaruuHa
I{}vtMyIrOreHHa

Peaxroreuuocrra Baxquna AonxHa
6rrrr apeaxroreunofi

utu cta6o
peaxroreHuofr

6uororr,r.{ecxrnft,
fo P@

Barquna
apearfforeHHa

flpou:ro4crBeHHr,re
IIITAMMbI

Baxquunue rrrraMMbr Bupy ca rplrfln
nolrlrroB A (HrNr), A (tlrNz) urnne
AonxHbr 6urs pexoueHAoBanbr BO3,z

Ceaepuoro [oJryrxapufl ua'rexyqrai
gnx.u,eMfirlecxrafi cegon I

Baxqr IIHHI,IE

,r Blrpyca
rArunog A
MH.N,),

"h[ii6pann

,,,,(H,rN)X]
tlr'ltll.lilr r!rm*.1
IiouilxillgD

It
ru l illlttl

tA ,r,

:it

rnt Sft
.0rlllttB

--l!-
OC KB

IO

& $

ce30II
Mapxnponr<a Cu. pasael 1.3.2

no4ynx 1

Bzsyalraufi Coornercrayer
pa3I3ny 1.3.2

Crpauuqa 3 ns 6
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Haupreuonanrae

IIOKA3ATEJIg

Kpurepufi
ITIIIEMJIEMOCTII

Merog KoHTpoJq
(ccrr.nra xoa H,l[]

Pery.nrrarrr

pefr,rcTpaq[oHHoro

AOCbe

neKapcTBeHHoro

rpeilapaTa.

Horr,tep cepr{u:
NNNMMYY

NNN - ropagronufi
HoMep: rrrrcro or I Ao
999, npacnzMBaerc, B

paMKax KaneHAapHoro
roAa;

MM - Mecru, B

KOTOpOM rrpOrr3B9AeHO

JIC;
YY - rocJre.[Hue ABe

uu$psI B HoMepe

KilneH.uapEoro roAa

foAes Ao:
MM YYYY, rge:
MM - uocne.4nrlfi

.qeHb Mecrqa, B

(oropoM r{cTeKaeT

cpoK roAHocrra JIC;
YffY- roA, B

KOTOpOM plCTeKaeT

c[]oK roAHocru JIC

rraogym 1

pefl4cTparllroHHoro

,[ocbe
JIe(apCTBeHHOfO

IIperapaTa.

Honaep ceprr4:
420826

foAeu Ao:
07 2027

Ynaxonra Aamynut
flo 0,5 r*rn (1

rpeflapaTa
KOHCepBaHTa

aMnynbr

aosa)
6es

B

I{3

flpo3parrHoro cTeRrra.

Ha KaxI),Io aMrtylry
H AKNEI-,IBAIOT 3TI,IKETKY

caMoRrreroilIyrocr.
flo 10 aMnyn B

xonrypnofi
x.Iefixogor; )rflaKoBKe
H3 KapToHa
ynaKoBorrHoro.
flo I xonrypnofi
q.{efixouofi ynaxoBKe
B naqKe H3 KapTOHa

4n-a norpe6rarelrcxofi
Tapbr BMecTe c
zncrpyxuuefi fro
npuMeHeHLrrc

Buryarrruufi Amnyaut
flo 0,5 rrln (1 gosa)

npenapa'ra 6es
KOHCepBaHTa B

aMrrynhr r{3

npo3paqHoro cTeKJra

Ha raxayro aMlyny
HAKJIEEHA 3TI{(ETKA

caMoxJIelouarc,
flo 10 aMnyrr B

rourypuofi
sqefirosofi

foPqasonre us

lx ilI{,ili
li0r)I0.t

h'o v rf,i

<\:rtio

Iy,Fn+,[iP"", I43

Ans.ll
lt

pprTenbcKorr
bI BMCCTE C

Crpaunqa 4 uz 6
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Haumeuonanue

IIoKa3aTeJIt

KpurepHfi
IIPIIEMJICMOCTH

MeroA KoHTpoflr

{ccrraxa r(oA III)
Pesy.llrraru

(rucrxon-
nxna,quueu).

@narcoruut

flo 0,5 un (1 4o:a)
npenapara 6es
KOHCepBaHTa BO

{raxoHrr v3
flpo3parrHoro cTeKJIa.

I4rn uo 5,0 un (10
Ao3) npenapara c
KOHCepBaHTOM BO

Srarouu 113

[po3paqHoro cTe(Jra.
@.uaxoHu
yKyrropEBaror
npo6xavu
pe3r.rHoBLrMr,r Nt[
HHT,OKIIHOHHbDi

pacrBopoB. (Dnaxossr

c npoOranar-r

o6xarunalor
KOJITIAqKAMI{

AJI}OMI{HI{EBbIMH NWT

AIITOMUHAEBO.

IJIACT]'KOBBIMII,

AoIIycKaeTc,
ucloJIb30BaHHe
KOJIIIAIIKOB C

KOHTpOneM nepBoro
BCKpLrrur.
Ha raN4ufi ([narou
H aKJr er{Ba}oT STUKeTI(y

caMoKnerouyrocr.
flo i0 duaxonon no
0,5 nan npenapa'ra 6es
KOHCepBaHTa I.rJru no
5,0 Mn npenapara c
KOHCepBaHTOM B

rconrypHoi
q.Iefixosofi yrrar(oBxe

IIJIEHKII

rroJrHBrrH H JrXnopI,IA-

Hofi.
flo I roxrlpnofi
.s.rerlrosofi ynaKoBKe
B nasKe H3 KapToHa
grl norpebr.rrearcxofi
Tap6r BMeCTe c

IIounc r1r liquefi

q

rrHcrplxquefi no
npIlMeHeHr{ro

(nucrronr-
ar;ra,4rufleu).

Crpauaqa 5 ns 6
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OupeleleurEe [poBoAsr Ha cra.quu flon1,.reHutr MoHoBaKqr,rHbI Br{pyca rpufina.
2 KoHrpo:rupyer fIK fJI@ s rpoqecce [poa3BoAcrBa
3 Cpeanee 3HaqeHLIe cnequ(puvecxofi axrueHocrn He HopMHpyeTc.f,. 15,0 uxr B Ao3e Kax,qoro
IIIT€MMA _ 3TO YCTAHOBJIEHHOC KOJIHqCCTBO AHTIATEHA TEMANJIIOTI{HI,IHA BHPYCA TPI{IINA
a llporonrpoJIr.rpoBaHLl rrepBble rpr{ cepurl (10626,20626,30626) npu cMeHe BaKrr,uHHoro rnraMMa.fO 

PO - 3.qecb H Aaree XV prsAaHl-re focyaapcrseuHofi (paprr.raxoneu Poccuficxofi @eAepaqr,ru.

3axaro.ren rae. cept4fl 42082_ _6 /He cooreercrByer rpe6oaanumr,t
e n'.rrrlruryrr)

HopMarrrBHofi AoKyM

Pyronolurenr .{KK

IIallMenosaHue
IIOKA3ATEJIfl

Kpurepufi
TIDUCMJIEMOCTII

MeroA KoHTpoJrfl

(ccrr.rma KoA H.lI)
Perynrrarrr

[pr4MeHeHr.r]o

(rurcrrcona-

nr,ralbU[erra)-
flaqru c flpenapaToM
IroMexlaloT B .TIIIIHK

raprouHrul.

fla.rxu c
rpeIIapaToM
ITOMETqEHLI B 

'IIII4Kxa.rtonsrul
YcrosHs xpaHeHr.r.s XpaHurs ra flepeBo3r,rrb B xonoArrJrbHr{Ke (2 - 8 "C). He aauopaxr.rBaTb.

TpancnopmupoaaHue. .(onycraerc, TpaHcnoprltpoBaHr{e [p]r
TeMrlellarlpe lo 25 "C s re-{eHrre 6 'racon.

Cpor rognocrra 1 roa

Crpauuua 6 ug 6

< lla urrorra.rrrrarr

Intmu n rrhiu log ic:r I
(.'ompur:>

Joint Sttrcli
1 Courp*nr 7


