
PA3PETIIEIIPIE
Ha BBoA B rpa)I(Aallcrlafi o6opor B Poccr4ficrofr (De4epaquu cepnrr r{nr{ flaprr{H

nporrsBeAeHHoFo e Poccuficrcofr Oegepar\rrkt trrrrl BBo3HMoro n Pocczficxyro Qegepar{H}o
arr,ruyuo6uoJlor[qecKoro JreKapcTBeHHoro flpenapaTa

Ilb P006-0 0ll0-77 103946715 or 10. 12.2025

Bugano O6qecrny c orpal{Harenuofi orBercrBeuHocrLro "HaHoreK", Pocca.f,, 123112,
r. Mocxna, BH.Tep.r. Mynl{ul4rarr,urrfi orpyr flpecueHcxufi, yl. Tecroncxaa, g. 10,
roMerrr. 1/1 6, I4I-IH : 77 Al9fi 006.

(uaaureuonauue roprrAurrgcr(oto Jruua, ropHAuqecxr.rfi a1pec, I,IHH)
Oegepanuraa cnyac6a rro HaABopy B cQepe 3ApaBooxpauennrr Ha ocuoBanlru
SaKflIOrIeHI|fl Hc[bITaTeJIEHoro IIeHTpa 3KO[epTLI36I Kaqec?Ba MeAUqUIICKI{X
.raulryno6uofloruqecKl,Ix flpefiaparoB Oegepalrnoro rocyAapcrBeHuoro 6rogxeruoro
)rqpexAoHus "Haytrufi rIeHTp grcfleprr,rsrr cpeAcrB MeA[rqurrcxoro flpaMeueHr,r.{"
Muuucrepcrsa grqp aso oxpaueHrr Poccrfi croft O eAep arlry- 

_
(nalluenonaHne r$egepalrHoro rocyAapcrBeHHoro 6rc4NerHoro y.rpexgenun)

or 09.12.2025 }lb 1329/I{II3CM[ pa3peruaer BBoA B rparqaHcrcrrfi o6opor

-iAr"r) - ("o""p) -

s Poccufictcofi OeAepaq[Lr Hrvruyuoduo;ror[qecrcoro JrercapcrBeHuoro npenapara
MerKnaxSu@

(T opronoe Har.rueHonaure)

Barquua grx npo(rirJraKTHKH Meur4Hror(orr<orofi uu$erqua ceporpyfin A, C, W, Y,
froJrr.Ic ax apulHafl , KoHBrof r4poBar] H afi

(uexrgyT rapolHoe HelareHroBaHHoe HaHMeHoBaHHe (rpynnuponor{Hoe HJrr{ xuunvecxoe)
pacrBop AJrn BlryrpnMhrrreqnoro BBe,qeHra 1 losa 0.5 nan - Srarcouu (1 rur.) -

IIAqKI,I KAPTOHHLIE

,}!

W,

($oprraa BEIlycKa (c yra:anreu Jlel(apcrBerrr{oil (ropnr,r, Ao3apoBnr{, (raooar<u) H KorrrecrBo a ynaronre)
cepn1r U8516AE , odrervr ceprrn rrJrrr naprnu 106896

(uolrep ceptru) (xonnuecrno yuar<oaor)

roleu ru 07,2028 ,
(cpor roguocra)

rlpou3BoAcrna Caso$a llactep IzIHx,, CllIA, Discovery Drive, Swiftwater, Pennsylvania,
18370, USA (npora:aogr{rerlL (roronofi JIO), repBr4rrHafl ynaxoexa); Odrqecrsa c
orpaHl4rleHIrofi orssrcrBeHHocrblo "HaHonex" (OOO "Hauonex"), Poccax, Krapoecr<ax
o6lactr, Optmercxuff MyHlauaflaJrr,urrfi pafiou, JlesuHcxoe ropoAcKoe roceJreHr.re,
Euowre,uarlu:acxuil KoMrJIeKc FIAHOJIEK repparopux (nropxuuax yrraKoBKa,
er,rnycxarou{raff ronrponr r<aqec:rsa). 

_
(uaauertonaHne H aIpec fipol.r3BoAr.rrenrr (c ynasanr,rena cra,4ufi upoasaogcrna)

PerucrpaquoHrroe yAocroBepeuue Nb nil-Ile(O0 1 5 14)-(PI-RU) or 07. 12.2022.
,{epxrarenr perncrparlrfoHHoro yAocroBepeHrr.fl CanoSu
Discovery Drive, Swiftwater. Pennsylvania" 18370. USA.

(HarlnreHoraur,re, agpec)
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nACn0pT KAqHCTBA I csnrurrc.qrs orauat ysrs
Ns 4000003e103

Ko,q / corre; fifi"ngFm{

Bepcrar I l,brston, S
ErraH'r lFom,,l

y:,;f:;3,y,f:i!r:,ir,:i,?:,il?,,::,{#lyi:,yelt*oeo eeede*un, 0,5 mn/doea

Mex4ynapoAHoe HenareHroBaHHoe
Ha14 MeHOBaH ile neKapcTBeH HOrO
npenapaTa
I t ttc r na t I o na I non-pr opfi elaty na m e

Horrirep cephrl
Batch.No.

Kon-eo ynaKoBot( E cepun
Q-ry of pack+ in the birch

flara nporasBogcrBa
Manufacl.uritg date
l-o4eu 4o
Expiy date

l:lr grp?,yoHHoe y.qocroB epe Hne
n{ o r ke I i ng A ut h oi:at i0 n
HahMeHoeaHue cy6crauquu
nttbsloilce nane
Ceprar cy6craHqur,t
Subttonce batch
[lporsao4mrenu cy6craHquru
n u os I tt il c e no twfa c t u t ett

llcnurraghR BblnoflHeHbt no
Tested ds pPr

CT, MEHEIXEP NC N

AsrEgr 0.4. no

tr{!44-23llrtT01.

Bar<quna Ann npo$unaKruKfi MeHtaHroxox-

i:.1:, r4HSeKLtr4h ceporpynn A, C, W, y, no_
m4caxapfiAHas, KOHbforup0EaHHaf

!::,:,!.i.r.:,r'l:,, .seroErckps a, C, tV, y, potys4s6tlayiala
coUJtpaic{l r:accine 

-
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CI, MEHEIXEP NO NPOIAXAM

Asarsl 0.A. no npll(Asy

JU4 4 - 23ll rtT 01. 12. zo, r

fl penapar gonNeH Bbrgepxfi Barb
cpaBHeHile,c oranoHoM I

lu{ust be contltarable with rtilenge I

[lpenapar BblAep)KtaBaer
Cpannenre c'eran0nOrr;l I

Contparable *i4h rufirenee I
fipenapar AoruKeH 6uru 6ec.
;qBeTHblM nO CpaBHeHUrc'c eogOfi
gnn uxrerqufi
I)he product nrust b.e.color:less whencpn-

.cpaBHeHhu c
uHleKLlr4H

qaerHulE B

ao4ofr ,4fi,

'The product ts cal oiliss w hen c oa-

qeHHR AOnX(Hbr OTCTICTBOBaTb
npH Br43yanbHoM ocMoTpe
L'isible partiulate ,ilatl.et, htilst be altsenl

Bn6urruute MexaHHqecxueBnsyanuHurfi, Mero-
AHKa npou3BoAHrerlB
Visual, nfinufact4rer's
methad

BKITCqeHUR orcyrcrByror
npr4 Bl4tyanbHoM ocMoTpe
Visible particulate tndtter is al)sent

Bmayanuxarfi, M0To.
,quKa npou3BoAhTefln
Visual, ninutftcttrertt

Pacreop iqom{(eH 6brru roNoreH-
HhIM

The seluttan mwt.be hot)togenous

llpoxoAruopru
qepes r4rny
Syrbryeability

Buayansuurfi, MeTo-

AHKa npohsBoflHlenn
,tnil oEASC
lriwal; naiufaclttet"s
netltod, or.Ph. EAE(J

Pacraop Aon)KeH ceo6orquo npo-
x0rqnTb B unputl qepeS urny
25G x 518" (0,5 x 10 ura)
,Tlib solulioir nitst pats freely ir)to the sy-T/if solutiott iltust pat'sfreely hto the sy-
ring't through the necdlc 25G x 5/8" (0.5
x 16 niu)

Pacraop ceo6ogrro npoxo.
A[rT B unp[q qepe3 Hrfly
25G x 518" (0,5 x 16 nnrvr)

The solruion passas {reely itrto lhe
gstf iltge through the ndedle ZSG x
S/RD /0 5 x 16 ntutl

florenquorr,terpnve-
cKilfi, O.CllJA hnu
SEAEC
Pateillfontetric, USP or P'h,

0r 5,5 go 6;5
3,5 to 6,5

qo

He rveuee 0,5 rvu/$naroH
lr'ot le.!o thqn 0.:5 tnL/rfal

0,5 nan/$naron
0.5 ntl-/vial

Cao6ognurff
noJlficaxaphA
l-rE e p al1's ct4 c lt q Y ;olP

BurcorosQSeKn4BHar
auuonoo6n,toHHafl xpo'
marorpadun c r4M-

nynbcHblM aMnepo-
MerpHqecKhM AeTeKrfi-
poBaHu€M (HPAEC-
PAD), n,teronu(a npo-
ilsBo.qfiTeflR
Il ig h p e t{o r.n n n c e a ni o il: ei-
chaige chronilltogrdpliy
tt'ith pulsed .d,nperomclric
detbctiott (HPAEC-PAD),

He 6onee.30 % raxqqoro nonuca-
xapn&a MeHr4HfoKoKKa (cepo-
rpynn A, C, W r Y)
A'ot ntare tlnn 30 96 oleach nteningo-
c,-tc:ial pab,soccharide (serogorps A, C,
lV, nnd 7)

A<6%
C<30/o
Y <5olo

W-135 < 470

l-lpenapar .qonxeH 6urTb cre-
pfinbHblM
1{ust.'be tterile

rpallfiR, Q,CtlJA, EO
unra OEAOC
Men*rane .filn'ation, USP,

....i'"

,/'.g,i:
-c:). /
zt

Xporr,torenu ut fi K!4Heru-
qecrurfr MeroA (MeroA
fl), O, CUJA, EO ranra

OEAOC
/obe

^-\14B,

t1,;

'P.,.,

floAnHCb

Bu,quuute MexaHu.
qCCKHE BMIOqEHhR
.Vls ible parficu I ate mat-
let'

14ssnexaeMuifi
o6beM
Iixfiactubite ioluNe

He 6onee 2,50E1 Eelaoaa
Not uore ttun 2,50E1 ELr/dose
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,r%ffi cI, MEHEflXEP nc npoIlxlr,t
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ils 4 4 - 23ll oI 01. r2. zs, f.

IACfiOPT KAIIECTBA t cEhurtcerb ottA,NALys$
Ns 40000036103

AUKa,np0r43B0Al,1re.ns
ranu QEAOC
Diological, aanufocttu.er,s

llpenapar .qonx(eH 6blru,seror-
C14L{HbIM

Mtrst be ilon-tlxic
Herorcra\iHgtfi

Non4o-ric

06u1ee cogepxa-
HHE

non14caxaprf.qoB
Tot a I p o !S'5a6s ] n y; 4as

nynbcitbtM aMnepo_
MeTp rlqecKr4 M,qeTeKTfi -
poeaHheM (HPAEC_
PAD), rrlerogrlxa npo-
H3BOAUTETfl
tligh pe do rnra n c e a n i a n- e x-
change cltronntography
v'ilh pulsetl drfipdronelric
deleeti.on H\AEC-pAD,

aHkroHoooMeHHa, xpo-
uarorpaSnr c r4M_

Or 10 go 30 rrltxrllan Ka)KAoto no_
nhcaxaphAa MeHfi HroKot{Ka
(c-eporpynn A, C, W ra y)
l0 .to 30 pghttl of eaclt merirgacoeca!
pol)ts_acclwt.ide (serogrorps l: C, ;i,
and Y)

A= 17,1 laxr/rr,ln I pg.lnl
C =23,5 n,trr/nan I pghnl
Y = 19,3 Mxr/un / ps/ntL
W-1 35 = 20,2 r,arr/un I pg,ktt t.

l.lo_ J lo3e (0,8 n]|rr) npenapara so SnaroHui re oopocrnu-

ffiH.##:,fl lg?.-:ll^T:.Jlylcyuozrrrn,riiopsieyr,y.n 0 p h Ba rcr n po6Ko ft , r4s roroBn e H H o f r,r s xnop6yi;#i;ii;:
f 

epxau{ero rarerca), il i aakarbra a$r anmMuNNeao,ii nor.rlal(oru, cHa6xeHHblM or6bt 6,.lnrtr n n^n, 
^ 
n^,. l,r',,

no rhny <flip-off>r, 
rpulaHotl nnacrrKoBofi rputueuxofi

fatuzluttasax
otte dow (0..5 nL) of protluct in,a 2-trlvial nw,ie of borosilicate gloss

':li;,!',,::,1::..:::!..i!i!-^:o'":::u:itvtlrat**=il"l,t"lirii",*,,p"avirnan:thninuri cap *ttd n trip.Ai[iiiti'iiii.

_!?Lo$l fiacrep t4rrx.) r,rnn no .1, 
S6naxoHoa'qboo ;HJil;*Tl J#:;'"H1,+_ffi[lH,l":

tueM B KaproHHyn naq1y, 
!r e'v'qr{Er-

l: 
I 

? :llls (Satofi. patteur ltic.), or t , 5 
.riiats Q,tatnlck LLtl) v,,itlt a po_llent infonntian leaflet in a carton pack.

no t nooe (O"sTnl*npena-
para Bo Snaxouax ne 6opo-
chruxarHoro crerna (runa
l) anaecrruocrom 2 n,tn, xo_
topbte yrynopeHur npoOxofr 

,

usroroBneHHori r,ts xnop6y-
rHna (He cqAepxau.{ero fla:
rerca), u gaxaranxulx anrc_
Mr4HUeBbtM KOnnaqKoM,
cHa6>xeHHbrwr orpbtBHori
nnacruxoaofi xpurlueurofi
no rfiny <flip-off>.
prinrun,pockaeiil!
Otte <lose (0,5 utL) of product ut u
2-nL vial tnade oJ'clear baroo.ill_
cqte glflss (Type I) stopperccl with
a ch I orobu tyl ( a tex-fi.ee) st opper,
.criaped with an il,i,r,inrr, ,op
:y.: i th b ll ip - aff p I a$ t c di v.

1 SnaxoHy- nl;r-ecre c

tuitlt a pallent .htfornation
in a c.at:lon pqck

noAnHCb



NACNOPT KAqECTBA I CfiR?TFICATE aF ANALYS$
Nc 40000036103

Kog I cortel 3n-n00-0fi-001

Bepcun I verttont 8

")L \:,

cT, MEHEAXEP no nP0llAxAM
Aslrsl 0.A. no npIKAsy

Maprr,tpobra
,Labeling

Ha naqxe KqprqHHE[ Ha pyccr{oM ffabr(6 ViasLtBapr:
- roproBoe HailMeHoBaHHe rreKapcrBeHHoro npenapara (c
npeAynpeAuTensnofi rr,llaprHpoexofi @);

- rpynnhpoBortHoe HaHMeHOBaH he;

- HaNMeHoBaHue IeKaporseunofr Sopruo!, BtuiroqanUee
cnoooE npuMeHeHfin (o pegarqnu <Pacraop Aflr BHyrpet-
MbrlueqHoro saegenNR>);

- KonHqecrao $narronoa, AottrpoBKy; o6terr,t u Kortr4!{ecrao
gos a 1 gnaroue (a pepar<qru <1 Qnaron - 1,goaa (0,5
Mn)>);

- KonuqecrBo Aoa B ynaKoBrce (4nn naqrh KapToHHoft, co-
gepNat4efi 1 Snaron no 1 ffoae, - BKnroq6Ho o pegakqran
(1 +naKoH - 1 gosa (0,5 Mfl)); RnE nar{Kr naprouHoft, co-
gepxaLqeft 5 Qnaxonoe no 1 gose, - npeAfiaBneHo B pe-
,qa(Ll[r4 <5 ,qoo a ynaxoare>); Anfi naL{Kr4 rapronnofi, co-
gepxaqeu :10 Snaronoo no 1 goae, * npeAcraoneHo B pe-
AaKqhu <<10 goe e ynaxoexe>);
- noroThn KoMnahlhfi nporlSBoAHfenn B Bh,qe cTilrlt4soBaH-
nofi xagnncu narnHCKuMr4 Cyrearr,tn (<sanofi>);
* cocraB Ha 1 go:y npenapara c yKa3aHueM HailMenoBa-
rttafi h ron r.leorB Ae fr crn], Hlrqt4x'Be qecrB,
Hoeaxufr scnoMoraren bHbrx BeLUecra;

i lhe teaniing sign't8);

fleKapcrBeHHoro npena-
para (c npeAynpeAurenb-
noft mapxupoeKortr @);

* rpynnr4poBoriHoe Ha!1Me-

HOEAHUE;

HaHMeHOBAHtIe XeKap-
craenxoft $oprvrur;* Konhqecrao $naxoHoa,
Ao3t4poBra, o6reu H Konfi-
qecrBo goo a 1 c$naroue (o
peAaKllr4h <1 dnaxsu * 1

gffia (0i5 Mn)>);
* HahMeHoBaHile u cTpaHa
npou3eo.qfiTenfi (.ou xe
topr4Ail.qecKoe fll4qo, Ha IMff
iloropol'o au6auo'PY);
* HoMep ,cepltr4 pag$aco-
BaHHoro npenapara (<<Ce-
pHfr:))'
* aara oKoHHaHl4R cpoKa

pyccKoM F3blKe yKasaHbt ;

TOproBoe HahMeHOBAHUe

(<l-ogex Ao:y);
Aafa np0tlsBoAc-TBa

(<l-lpor,tae.:r),

,QononnurenuHo HaHeoeHbt
tbxr-luqecxt,te npouSBo,q.
oraeHnbre / runorpa$crue
KoA,bl: rpaQnvecxuel Htac-
neHHble, 6yxaeHHue.

* h:ade name' fiiith the t,arning
s#n @);
- geileric nane;
- dasdgefomt name;
- nwlrber of vials, dostge fortn,
vahtme and number of doset in
ona vlal (text " I rial - I dose (0.5
nL)");
* naae and cluntry o/ the iltailu-
fachtrer (legal entitlt * tVlarkering
Aut ha riz a t i on ln I I e r) ;* batclt nuntber o! the packaged
pt'odu ct (r'ett "Barch:'l) ;
-, e.rp'\ry date (ext ':l*pity
dctte: ");
* nmnilfacturing dale (lexl "lv{ail"

.-l

r &',

' ri;;"

t{

i3
7+l/-\ -4,r
4o-1\'

noAnIcb

ffi
t'!s#"F"s#$

4us!o78 llSant,tcultkcarut | 4vt3!of8 
i

J.

J HAUMCHOBAHI4E U

- Hat1MaHoB6HUe nerapcrneHHofi SopMbt;
-: KonrqecTBo $naKoxoa, Ao3t4poBIry, o6rerra u KoJlugecrBo
Aoi g 1 Snaroxe (n pe4ar<rqul,t <:l Snaron - 1 Aoaa (0,5
rr.ln)r);

{,riffi,K', ''%



HAHfrAEI(
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,ffi,%ffiCT, MEHIfl XEP N] iIPOTAXAM

AEAEBT 0,A. no nplKAsy
Jl!4'-2l1orot.tz.

I

j

i

{

i

Hopnaur
Spec:iJlcatlott

Mapxupoaxa
Labeling

Q;*

< llepeg ucnonusoaii [e,r,t sr.,r"ar*nbHo osr-ra(oMr4tbon .cnucTKOM-BKna,qbt uJe M. ) :

<_Ocratru Het,tcnofitgoean noti aa rqn H bt Hn u M eA hquHcrue
:ITnb, Aonlr(Hbr 6rrru ytruvroxeuor (yrunrarnpoaaxur; a

:?:l::l:Tll c. HaquoHanbxsrruu rpe6oe.r, rn,,ir., ;<<Xuufi qecraR ur 6uou,recxac craor,lnuHo.ri'r*XJj"rr**-
Horo npbnapaTa noArEep)tqeHa itpH o.qno*purxo, ttur"_HeHufi TeMneparypbt go 2E "C B TeqeHue Ze *.ou.r;(CTep14nbHo, ):
* ycnoBan XpaHeHl4fr;
'- ycnoBnB Ornyc(a;
- HafiMefioBaHr{e I crpaHy npofi3BOAtilTenn (oHxe lophAu-qeonoe Jrr4rlo, Ha HMR Koroporo Ebllqa1o py); '

- uJrpHx,KoA;

: ::Y:t.:_?|, 14 ynaKoeaHHoro npenapara (<Cepun: >);- {!rI oxoNvaHfif, cpol<a rogHocrr4 (<fogen no:,);- Aary npoHsBoACrBa (<flporass.:>)

-. npeAynpeA ilTer bHble HaAnuc14 :

::If iir: r-leAocrynHoM snn,qereri Mecre. );

'-l-rv.lPl,.6,6.oJ,

', naurc, ond couiltry o/ thc natttllfnctw.et, (bettig thc legal etility.-

^/ fa'|\n
' burc.h nunrbe:..of packaged procluct (,,Botch:,,); .',r' ),',".- e,\piry date (Etptry date;;'); ' 

;,1 ii /
.nxtnufueturthg.date (,;Manrfactto,ed:,,). i( j ( lir

.i',,1 ll.;'

- do.sugt form nanrc, ineltrrittg trrc tttrntittistt.cttioil t.otile (tc.xt ,,sorution
for int r am uscu lar inj ect i o t t 

i; 

1 ;
- tuttnber ofvials, rlo.rape, volume anr{ ntrnber of doses..in.atrc via! (texr
" l vlal - ,l dose (0.J ui),);
. 

q:? ,{!r*: in one pack (for_tlye cor!otrr ptcktyiih I yial / I dose, thete.\t ts "t vial* I do-re /0 s nL),,, 1or tti ci,rit,:'pii)ri,n S viats / tdos.e, the rert is ',5 ttosei. in a pack;,,1or ,triirii"ii'i"ri'i'ii tiiLir,tI dosc, tlw 
.tett is ',I0 tlo,ses in a pack,,);

- logo ofthe nrunulacturinr coipauy'in rhefornr oJa graphic elenrent"SANOFI" in Lattn lerturs,:
*cottrpotltionfor I dose; inclutlirig ttctiv-e sabilances, llteit,cottlptlt, andtist oJ'excipiuttt;
- tvarning labels;
"Kcep out of reach of chlldrttt.,,;
"Reatl th,e packagc leaflet tarcfiil!1t helht.c tis*.,,;

.X";,:::::::;::,::.ilii!:: ,?:":id!'at.t':atte nnest ha dertrcved (dil;pose,!ol).in dccorddn€, **n ,om,,il ,i{oi:un,'J,,i;.";.' "" ""'''uveq (aL'posed

"The chenical atrcl nhvsical :!aibiti,y 
"f;n'),:,r'airinal prc.luct.yras co^_fir'mcd.by asingle tintperanu.e chiutge of up io 25 .C/or 

72 hours.,,;
"Stet ile.',;
- stordge cotditiont;
- d\pctr,tittg rulas,,

HeucnollbsoBaH-
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Tlw follou,lttg is additionally sps1.ifred otl catr.oti pock: ,,Site 

for packag-
iltg (sccondtir! patknging) and Enlity cotrtii telease:,i tt,'o ,oui",
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