Brimucka
U3 peecTpa paspelieHnii Ha BBOJ| B IPAXAaHCKUN 060poT
Ka)JI0i Cepuy MM KaKJ0i apTUH MPOU3BEIEHHOI0
B Poccuiickoit denepanuu umm BBo3umoro B Poccuiickyro denepanmio
MMMYHOOHOJIOTMYECKOT0 JIEKAPCTBEHHOTO Npenapara

1o coctossHuio Ha 01.09.2026 15 4. 51 MuH.
(nara, Bpems)

Perucrpaumnonnsiit Homep paspemenns P006-00110-77/06407870

Hara Beinaun pazpemenns 01.09.2026

ITonnoe n cokpaieHHoe (Tpu HaIMYKMK) HaUMeHOBaHue 3asBuTelis DeepanbHoe
LOCYAApCTBEHHOE YHUTapHoe npeanpusatue "Caukr-IlerepOoyprekuii
HAayYHO-MCCIEI0BATENbCKUI MHCTUTYT BaKIUH M CEIBOPOTOK U MPETNPUSITHE

110 IIPOU3BOJICTBY OAKTEepHIHBIX IIpenapatoB” denepanbHOro
MeanKo-ouosornyeckoro arenrcrsa; PIYII CIIGHUMBC ®MBA Poccuu
AJipec B IpeJiesiax MecTa Haxoskaenus 3assurens 198320, Poccus,

r. Cankr-IletepOypr, r. Kpacnoe Ceno, yi. CBoG0bI, . 52
WnentruduxamoHHBI HOMep HaJloronJaTeabIMKa 3assuresis 7807021918

Jlata rocyiapcTBeHHON perncTpaly Wik perucTpaiul KMMYHOOHOIOHYECKOTO
JeKapcTBEHHOro npenapara 13.01.2026

Perucrpannonuplii HoMep UMMYHOGHOIOTHYECKOTO JIEKapCTBEHHOTO npenapara
JITI-Ne(013159)-(PT"-RU)

Toproeoe HanMeHOBaHNE KMMYHOOUOIOINYECKOTO JIEKapCTBEHHOI'O Mpernapara
Duito-M [BakuyHa rpunno3Has MHaKTUBUPOBAHHAs pMﬁf@gx&a]
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HanMenoBanue n cTpana npou3BOAUTENSI HMMYHOOMOIOTMYECKOTO
JIEKapCTBEHHOT'0 Npenapara, OCyIECTBIIAIOIIETO BbITY CKAIOIINI KOHTPOIIb
KayecTBa PeiepanbHOe rocyapCTBEHHOE YHUTAPHOE NIPeTPUSITHE
"Cankr-IlerepOyprekuii Hay4HO-MCCIIE0BATENECKMI MHCTUTYT BAKIIMH 1
ChIBOPOTOK M NPEANPUATHE 10 MPOU3BOACTBY OAKTEPUIHBIX NpenapaTos"
DenepanbHOro Mesmko-ouoiornyeckoro arenrera (OIYIT CIIGHUUBC

OMBA Poccun), Poccus

HanumeHoBaHUA M CTpaHBl IPOU3BOANTENE! UMMYHOOM OJIOTHYECKOI0
JIEKapCTBEHHOT'0 MpenapaTa, 0CyECTBIIAIOINX CTaMK POU3BOICTBA
DenepanibHOe rocy1apcTBEHHOE YHUTapHoe npeanpusatie "Cankr-IlerepOyprekuii
HAYYHO-UCCJIEJIOBATENILCKUI MUHCTUTYT BAKIIMH U CLIBOPOTOK U MPEATNPUATHE

10 IPOU3BOJACTBY OaKTEPUIHBIX IpenapatoB” denepaibHOro
MenKo-ouonorndeckoro arentersa (PLYIT CIIGHUUBC ®MEBA Poccun)
[[Ipoussoaurens (rorosoii JID)], Poccus :
DenepanbHOE rOCYIaPCTBEHHOE YHUTAPHOE MPEPUSITHE "Cankrt-IleTepOyprckuii
HAaYYHO-MCCJIEIOBATENbCKUN UHCTUTYT BAaKLUMH M CHIBOPOTOK U NMPENPUATHE

110 NPOU3BOACTBY OaKTepUIHBIX npenaparoB” enepaabHOTO
MeKo-ouonornyeckoro arentcersa (PIYIT CIIGHUUBC ®MEBA Poccun)
[YnakoBuimk/dacoBmuk (B nepBUYHYIO YIIAKOBKY)]. Poccus :
DenepanbHOE rocy1apcTBEHHOE YHUTapHOe npeanpusTtue "Cankr-IleTepOyprekuii
HAaYYHO-UCCJIC/IOBATENIbCKUI UHCTUTYT BaKIIMH U CHIBOPOTOK M MPEAPUITHE

110 MPOU3BOACTBY OAKTEPUUHEIX penaparoB” denepaybHOro
MeIMKo-Ouonornyeckoro arentersa (PIYIT CIIGHUMBC ®MBA Poccun)
[Ynakosmmk/dacoBumk (BTopruHas/TpeTuuHas yrnakoska)l, Poccus

OO0Bem cepur niM NapTUM UMMYHOGHOIOTHYECKOTO JIEKAPCTBEHHOTO TIpenapara
17350

(KOTM4eCTBO yNaKoBOK)

Cpok roxHocTH (rOAeH /10) MUMMYHOGHOIOTHYECKOTO JIEKAPCTBEHHOTO Nperapara
07.2027

Paspemenne BbIIaHO HA OCHOBAHMHU 3aKJIFOUEHHS

UCIIBITATEIbHOTO LIEHTPA DKCIIEPTU3bl KaueCcTBa MEJIMIMHCKHX
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Buazienen ITapxomenxo Jimutpuii Beepostonosny
JleiicrBurenen ¢ 10.06.2026 no 03.09.2027
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®MFA POCCHUHU

Depepanboe rocyaapcTBennoe YHHTApHOE npeanpusTHe
«Cankr-IlerepGyprexnii HayuHO-HCCIe10BATEILCKHI HHCTHTYT BAKIHH H ChIBOPOTOK
H NpeNpHuATHE MO NPOH3BOACTBY DAKTePHHHBIX NPeNAPaTOB»

PenepaitbHOro MeIUKO-0M0J0THYECKOT0 ATeHTCTBA
(OI'YII CTI6HMHUBC ®MBA Poccnn)

Poccns, 198320, Cankr-Tletepbypr, r. Kpacnoe Ceno, yn1. Cso6oabl, a.52 Ten:(812) 660-06-10, 660-06-11,
daxc: (812) 660-06-16
Email: reception@niivs.ru, www.spbniivs.ru

Perucrpaunonnoe
YJIOCTOBEPEHHUE

HopmaTnBras noxymeHTamnus

Homep cepun

®Dopmar BeITyCKA
(nexapcTBeHHad QopMa,
JO3HPOBKA, NEPBHYHAS
YIIAKOBKA, KOJIAYECTBO
JIEKapCTBEHHOH (PpopMBbI)
HanmMenoBanne mraMMoB
BHpPYycCa IpHINA/cOCTaB

ITACITIOPT
Ne 0173/26 ot 25.08.2026

Diaro-M
[Baxunna rpunnosnas HHAKTHBHPOBAHHAN PaCHIeNJIeHHAsN] pacrTBop a4
BHYTPHMBIIIEYHOI'0 BBEAEHHS

JIII-Ne(013159)-(PT-RU) o1 13.01.2026 r

JI-Ne(013159)-(PT-RU)-130126, SP-FP-06-010/14

420826

PacTBOp /utst BHY TPHMBIIIIETHOTO BBEICHHS (aMI1y71a)

0,5 mx (1 no3a) x10 (mauka kapToHHas)

A/Missouri/11/2025 (HIN1)pdm09-like virus

A/Darwin/1454/2025 (H3N2)-like virus

B/Tokyo/EIS13-175/2025 (B/Victoria lineage)-like virus

KonuyecTso B cepun 17 350 ynaxoBox

Jarta npousBoacTea 06.08.26

Cpox ronnoctr N 072027
Pe3ynbTaThl HenbITaHUH
[ HaumenoBanue Kpurepnii MeToa kouTpoONn PesyabTaThl
| NOKA3aTeJis NPHEMJIEMOCTH {cepraka xon H/1)
5 Onucanne Becupernas cna6o Busyanbubri, eClBETHAs ¢1abo

OTaNecUpyIoIas TO PO’ (20 3
IMoumzHoCTS! Kaxaplit moaTan u MeTona MOCFABOBK i 1 A ITBIE

THII AHTHIEHA JIOJKEH
HEHTPaIUu30BaTLCA
TOMOJIOTHYHOH
CBIBOPOTKOH.
Turp ¢
reTepoIOrnYHON
CBIBOPOTKOM J10JDKEeR
OBITH HIDKE ee
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F-SOP-02-013-01

SPEMarriIrOTHHHH

HaunmenoBanne Kpurepnii MeTox xOHTpOJISI PesynabTaTnl
noKa3aTeNst TIPHEMJIEMOCTH {echrka koa HJ)
COOCTBEHHOTO TUTPA TUTpPA HE MeHee, UeM
HE MeHee, YeM B 4 B 4 pa3za
S paia ~
[Ipo3paunocts Jomxen BusyanbHblii, Brinepxusaer
BbIIEPIKHUBATh I'o po, CpaBHEHHE C
CpaBHEHUE C 09C.1.2.1.0007 atasionoM 11
o stanonomM 111 -
[{BeTHOCTD Jlomxen OBITH BuzyanbHelif, Becupernmrii
OeCIBETHRIM I'd PO,
0dC.1.2.1.0006 _ o
MexaHHnueckye Jlomxen Busyanbuslii, Brinepaxxnsaer
BKJIFOUEHHUS BBIIEP)KUBATH I'd PO, TpeOOBaHUS NpH
TpeOOBaHHs TIpH 0dC.1.4.2.0005.18 OIIpe/IeIIEHUN
OTIpeIETICHIH BHIAMBIX
BHUMBIX MEXaHHYCCKHX
MEXaHUIEeCKHX BKJIIOUCHHH
BKJIFOUEHHH
pH Ot 7,0 no 7,6 Iotenumomer- 7,5
PUYECCKUH,
I'd PO,
S 0dC.1.2.1.0004
W3Bnekaemsiit 06beM JlomxeH OBITE He Ou3nyecKmii, He menee
MeHEee HOMHHAJIBHOT'O I'®d PO, HOMHHAJILHOTO
| 09C.1.4.2.0003
['epmeTmzanus? AMIy By $yiakoHBI Ouznueckuii, AmryJibt
JOJIKHBI OBITh I'o PO TEPMETHYHEI
repMeTHYHBI ~ 09C.1.7.1.0018.18
benox He 6onee 250 mxr/ Meron Jloypu, 98 Mxr/0,5 mn
0,5 mn I'd PO,
~ 00C.1.7.2.0023.15
CrepuiibHOCTB Homxen ObITh Meroa MemOpaHHO# Crepunen
CTEePHJIHLHBIM ¢dunbTpanny,
I'd PD,
i O0®C.1.2.4.0003.15
baktepuansunie He 6onee 100 ED/ ['enp-TpoM6 TecT Megnee 2 ED/
3HAOTOKCHHEI 0,5 Mn (Mertog A), 0,5 mn
I'® PO,
) 0®C.1.2.4.0006.15
AHoManbnag HonxeH OBITH Buonornueckudt™ “imFleTokcHuHbIH
TOKCHYHOCTD HETOKCUYHBIM I'd P HMLMTM’ o
OPC.1 'A OB8roino.grmuceras \ )
Cnenuduyeckas He nomxen BrosnoryHeckuit,y i\, H “fc_%,uepmm
6e3omacHOCTH COZIePKaTh XUBOIO I'dH '"””g"‘)""’l’l'};:g?{jf go BHUpYca
BHpycarpmma | Juint Sock//<gffumna
Crnenuduueckas JloinkeH coneprkaTh ” MeT - i 2K I[Cp)}(I/IT
aKTUBHOCTD reMarrjilOTHHHAR KOJMYECTBeHHBNGC | 2 sy

BHpYCa I'pUIna

| moaTunoB A u tuna B

OIIpPCACIICHHUA

réeMarraIrOTUHHHA

__BApycarpumnaB |

BHpYCa IpHIINA,
TIO/ITUNOB A H THIIa

B
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HanmenoBanne Kpurepuii MeTtoa KoHTpOaS PesyanraTni
HOKa3aTest | mpHemMJIeMOCTH (ceprixa xox HJT) B ]
A(HIN;)—-15,0 peaxlHu OJIMHOYHOIH A(HiN;)-17,8
MKT/0,5 M, panHATEHOI MKT/0,5 M1
A(H3N3z) — 15,0 mxr/ UMMyHoIuGdy3un, A(H3N;) - 19,5
0,5 mn®; r'd Pd MKr/0,5 M1 ‘
B - 15,0 Mkr/ 0,5 mi’; B - 18,0 mMxr/0,5 mu.
Huxauit
Huxnuit JIOBEPHUTEIbHBIN
JOBEPUTENbHBIH npeaen (P=0,95)
npenen (P=0,95>12 AMHIN))-17,2
MKr/0,5 Mn MKT/0,5 Mt
A(H3N;) - 18,5
MKT/0,5 Ma
I R 1 B=17,4 mxr/0,5 M. |
THoMmepcan (ms Ot 42,5 no 57,5 mxr/ | Cnempocbo*ro- He conepxur |
npenapara, 0,5 mn ’ METPHYECKH I KOHCEPBaHT
coJiepKarero (meron dupmer)
KOHCE['BAHT)
OBans6yMun He 6onee 0,05 Mkr / Merox 0,007 mxr /0,5 mu
0,5 mu HMMYHO(EpPMEHTHOTO
aganusa (MDA),
- o — r® P®
Tpwuron X-100 He 6onee 100 mxr/ OOpamenHo- Menee 100 mxr/
0,5 M ¢azoBas 0,5 mn
BBICOKO3(}-
bexTrBHAY
KHJIKOCTHAS
xpomarorpadus
(O® B3IXX)
(meron thupmer)
I/IMM}’HOI‘CHHOCI'1)4 Baxnmna nomxaa Buonoruueckuii, Bakmnuua
| OBITH UMMYHOIEHHO I'o PO MMMYHOI'CHHA
Peakrorennocts' | Baxuuma nomxsa Baxuuna
| OBITb apeaKTOreHHOM bronoruueckmnii, apeaKTOreHHa
WK ¢1abo I'® PO
| peaKTOreHHOi o
IIpousBoncTReHHEIE Bakuunnele mraMMe1 BUpyca rpunmna Baknuunsie
TITaMMBI noaranos A (HiNi), A (HsN2) u tina B g& aMMBI BHpYCa
. JOJDKHBI OBITH peKoMeHaoBansl BO3 mis :
?' CesepHOro nosrymapus Ha TeKyIu !
g SMUIEMHYECKUH Ce30H : 'L’,','{:“', j',"”‘:““
, Nt PGKOMEH10BAHBI
; ”'HQK’S\ gf:fﬂ JeBepHOTO
| Joint § : 9 Ha
| ‘ompay
S RERR—— ! —————— — Ce30H
MapxupoBka ' CmM. pa3nen 1.3.2 BusyanbHprii CooTtBercTByeT
| MOy s 1 pazzeny 1.3.2
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f HanmenoBanue Kpurepni Meroa KoHTpO.IS PesyabraThi
NoKa3aTeas IpHEeMJIeMOCTH (cebiika koa HJL)
g PETHCTPALIHOHHOTO Moayns 1
10ChE PErHCTPALIHOHHOTO
' NEeKapCTBEHHOT0 JIOCBE
npemnapara. JIEKapCTBEHHOTO
npenapara. :
Homep cepun: Homep cepun: |
NNNMMYY 420826
NNN — nopsiaxoBblit '
HOMeEp, 9ucio oT 1 1o
999, npucBauBacTcs B
pamkax KaJleHAapHOro
roja;
MM — meca, B
KOTOPOM IIPOU3BENIEHO
JIC;
; YY — nocnennue age
‘ nubpe B HOMEpe
KaJICHIapHOTO roaa |
I'onen no: ‘T'onen no: ;
MM YYYY, rae: 07 2027
MM — nocneanuii
IeHb MecAIa, B }
KOTOPOM HCTeKaeT
cpok rojHocTa JIC;
2 YYYY-ron, B
KOTOPOM HCTEKAET E
cpok roguocty JIC “
YnakoBka Amnyne Busyanbnblii Amnynu ,
INIo 0,5 Mn (1 nosa) ITo 0,5 M1 (1 noza) |
npenapara 0e3 npenapara 6e3 |
KOHCEpBaHTa B KOHCEPBAHTa B {
aMITYJIbI U3 amITyJIbl U3 t
IIPO3PAaYHOTO CTEKIA. HPO3payHOTo CTEKA {
Ha xaxayio ammymny Ha xaxayro ammyny |
HAaKJIEUBAIOT 3THKETKY HAKJICEHa STUKETKA |
CaMOKJIEIOIYIOCS. CaMOKJICIOIIAsACS
Ilo 10 amoyn B ITo 10 ammys B
KOHTYPHOH KOHTYPHOM
SYEHKOBOM  YIAaKOBKE SHEHKOBOH
U3 KapToHa — OBKE H3
YHaKOBOYHOTO. O xaptona
Ilo 1 xonTypHOI ' l,;,'f,',-:',:',i_‘&ﬂé{m,/ﬁgoro.
STYEHKOBOM  yIIaKOBKeE %ﬁjl{;&%hg: It 310171

B Iauke M3 KapToHA
U1 IOTPeOUTENbCKOH

Tapbl BMECTE C
HHc'I'pyKHHeﬁ no
OPUMCHCBHIO

| YiteRoBKe B

uthinlx&ﬁ%

Cfpaﬂnua 4136
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HaumenoBanue Kpurepnii Meron koHTpOIR PesyabTaTel
noKa3aTens NPHEMJIEeMOCTH (cenlka kog HT)
(mcTROM- | HHCTpPYKLHEH 10
BKJIAZBILIEM). | [pPEMEHEHMIO
’ (JicTKOM-
Dnaxonul | BKJI&JIBIIIEM).
Mo 0,5 mn (1 nosa) ,
npenapara 6e3 ‘
KOHCEPRaHTa BO
(I1aKoHm u3
NIPO3PavyHOTo CTEKIIA.
Wmm mo 5,0 ma (10
J103) Tpemapara C
KOHCEPBaHTOM BO
tnakoHb! H3
NPO3PavyHOro CTeKIa.
DaKoHBbI
YKYIIOPHBAIOT
npoOxamMu
PE3MHOBBIMU s |
VHBEKITHOHHBIX
pacTBOpoB. DIAKOHHI |
c npobkam |
0OKaTHIBAIOT ‘
KOJITIa9KaMu '
QTIOMUHMEBBIMA ~ HITH |
AIIOMUHUEBO-
IIACTHKOBHIMH,
JIOTyCKaeTcs
HCITOJIb30BaHHE
KOJITIaYKOB e
KOHTpONeM  NEpBOro
BCKPBITHSI,
Ha xaxneiit ¢naxon
HAKJIEWBAIOT 3TUKETKY
CaMOKJICIONYIOCS.
Ilo 10 dnakonor mo
0,5 mn npenapara 6e3
KOHCEpBaHTA MWJIH 110
5,0 mn mpemapara ¢
KOHCEPBAaHTOM B
KOHTYPHOH
SYEHKOBOH yIaKkoBKe PR,
u3 IUIEHKA :
OMMBRHAIXIOPH- s S
HOI. , Sfey/A LTIV
o 1 KOHTypHOfI : é m’l(;l;:::li)‘;(’:;:b,giL‘ul
AYEHKOBOH yIHaKOBKe o ',f_i‘,:,'t“g‘;;‘!iﬁ

B IIayke M3 KapToHa
VI TIOTpEOUTENBCKOM
Tapel ~ BMECTE ¢

MHCTDYKIMeH 1o

Company:
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HanmenoBanue Kpurepnii Mertoa KOHTpOIs PesyabTaThl
NOKA3aTeJs N HEMJIEMOCTH (ccuraka xox HJI)
NpUMEHEHUIO
(mEcTKOM-
BKJIQ/IBIIIEM). !
. Tlauku ¢ npenapatoM | Mauxy ¢
| IOMEIAOT B SUMK | IIpenapaToM
| KapTOHHBIH. | HOMEIIEHBI B SIIIHK
- J . Kap TOHHBIH |
VYcnoBus XpaHeHHS XpaHuTh W TIEPEBO3UTH B XonoauibaNKe (2 - 8 °C). He 3amopaskusats. |
Tpancnopmuposanue. JlonyckaeTcs TPaHCIIOPTHPOBAHKE IPH j
| remneparype 1o 25 °C B TeueHue 6 4acos. |
Cpok rogHoCTH 1 ron |

! Onpenenenne npoBoasT Ha CTaIMH MOMY9EHMS MOHOBAKIMHBI BUPYCA TPHIIIA.

2 Konrpomupyer ITK I'JI® B nponecce Npou3BoICTBA

? Cpenmee 3Hauenue crienudUyecKkoll aKTHBHOCTH He HOpMHpyercs. 15,0 MKT B 103€ KaXI0TO
[ITAMMa — 9TO YCTAHOBJIEHHOE KOJIMYECTBO AHTHI€HA IeMarTIIOTHHHHA BHPYca IPHUIINA

4 [IpOKOHTPOMPOBAHE] TIEPBEIE TPH CCPHH (10626, 20626, 30626) ipy cMeHe BaKLIIHHHOI'O IITaMMa
T® PO — 3xech u nanee XV u3yanne Iocynapersennoil gpapmakonen Poceniickoil Oenepanuu.

3akmovenue: cepus _420826 cOOTBETCIBYELI/HE COOTBETCTBYET TPEOOBAHUSIM

Babkuna O.C.
N0

20— I{,%
BT 10 o
) =~ %
- «Haunomaipnas N4 Y
”\IH_\'”HI‘IHU.HIIl!’l(‘L‘)\'ilH\ ¢ *@
ROMITAHNA» ’a
DMhaiy %
«National ~

Immunobiological
Company» /
Joint Stock /‘1’ 3

~ -\
Company
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