
PA3PEIIIEHHE
Ha BBoI B rpor(AaHcrcnfi o6opor e poccuficroft Oegepaquu

[poH3BeAeHHOrO n POCCUficrofi @egepaLP4ht vutu BBo3HMOfo n poccl.r

urr,ruyuo6nororHqecKof o JreKapcTBeHHoro
Ilb P006-00 1,10-77 I 0468 1 336 or 27,03,2026

Brtgauo O6rqecrny c orpaHl4rJeuuofi orBercrBeHuocrblo "HaHoleK", Poccfl.fl, 1Z3llZ,
r. Mocrna, BH.rep.r. MyHlrqunaJrrnuft oKpyr rlpecuencxufi, yn, Tecroncrar, g. 10,
noueu. 1/1 6, I4[IH: 77 01917 006.

Oegepa.nuHan c.nyx6a no HaAsopy B c$epe 3ApaBooxpaneHuq Ha ocHoBaHr,rn
3aI(JrIOr{eHHs I4C[hITareJIbHoro IIeHTpa gKCUeprI43bI KaqecrBa MeAr{r{HHcKHX
uuuyuo6uoJloruqecKllx flpenaparon OegepannHoro rocy1apcrBeuHoro 6ro4xernoro
fIpelKAeHHr "HayrHufi r{enTp DKcneprr,r3hr cpeAcrB MeAr4rIHHcKoro rtpr4MeHeHu.f,"
MrHucrepcrBa sApaBooxpaHeHr,rfl poccafi cxot (Delepauuu

(uarlrexonauue Qegepanruoro rocyAapcrueuuoro@
or 26.03.2026 J\& .zsglI{LIScMn pa3peruaer BBoA B rpa}r(AaHcrcufr odopor

(aata) (Houep)

s Poccfiftcnofi (Degepaq[H nrrvryuodNoJrornqecKoro JrerapcrBenHoro flpenapara
MesK

(topronoe uallneuooauue)
Barquna gar npo(laJraKTr.rKu MeHr,rHroKoxronofi uH0exqua ceporpynlr A, c,w, y,

pacrBop AJI, BHyrpuMLr[reqHoro BBe.[eHlr.fl 1 4osa 0.5 un - $laxonn (1 ur.) -

cepnH U8856AB . , o6reu cepwr HJrH raprr{u 64262
(nor'rep cepuu) (,,"rr*(rolnvec, ao ynar<oeox)

roAeH Ao 06.2A29
(cpox rogrocru)

rpolr3BoAcrra Cauo@u llacrep I/llrrc., Cl[A, Discovery Drive, Swiftwater, Pennsylvaniq
18370, USA (npousnogurenr (roronofi JIO), nepBnrrHafi ynarconxa); O6rqlcrna c
orpaHuqeHHofi otsetcrBellHocrbto "HaHorex" (OOO "HaHorexi'), poccua, Kuporcxax
o6lactr, Opuuencrltfi MyHllqunffirnrrft pafron, Jlenuucxoe ropoAcKoe noceJregue,
EaorrreAnqnucrufi KoMrrJreKc HAHOIEK repp?rroplr, (mopauHax ynaKoB.a,
BLrnycKarou{uft ro raqecrsa).

(trautreuonauue !r aApec npon.u
PerncrpaqrroHHoe yAocroB epeHue J\I JIn-Ne(0 0 1 5 1 4)-GI-RU )' or 07, 12,zozz.
flepmarem perrrcrpauuoHuoro yAocroBepeHr{a caHoSu- rlacrep trrlux., CLIIA,
Disco Drive, Swiftwater lvania, 18370, USA.

3aiuecturelb pyKoBoAr{TeJIt
PocsApanga,qsopa

(uanueuorauue, agpec)

AOKYMEHT IIOANI4CAH
oJIEI<TP ollFloft nonnucrn

Cepxrf rxar' 42D l!24AD82BBD I t,tBD t263pE2CCBC89
Bla4cncq rIaprorrgrrrio .(urrprrll !ccoonqAoBUa

.qcf,sntrrc-{ex c 0?.04.2025 ito 01.0?.2026

,^{.B. IIapxoMeHKo
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Onucaxue
Appearance

Merogur
rcnbnsHUE

Tei, it rithotti

Hoptr,tut
Specifitatiqn

Peaynurarur
HC.NbITAHHf,

Tesl results

Breyanunrrfi
Wsual

6 ecqeerFr uift -n pospq[il;fl'E
rBop
Colorle ss clear s olut ion

SecqeerNurfi npoepavHufi

PacrBop
Colot:lbst clear sohiiott

I

Llgenrngrxaqran

Identity

l'lpnrr,lofi gnoinofi
raep4oSaensrft urvrnav-
xo$epruenrusrf ani-
nrs (ELISA), Mero.qhKa
npot4sBOAUTern
Siro/t double enrytne-lttrked
tnnnmorcrbenl a$av
(EUSA), manufachu.er;s
ntethod

I Ornouenne nnaqexr,rn onrlr.te-
I clon nnorHocl4 HcnbtryeMofo

I 
oopasua BaKLlHHbl K cpeAHeMy

I BHaqeHrlro onruqecrofi nnorHo-

I crra 6nanra AoJrxHa 6stru > 7,0

I Ans Bcex Llerbtpex, BXOAfltqfix B
' ee cocTas cepotpynn aHTrtreHoB.
llpu srou peaKquff 6en(a-nocu-
Tenfi c cbtBoporKoil asrnren
npol4B cron6HRra AonxHa 6urru
nonoxuTelbHaE, a c cbtBopoT_
rofi axruren nporuB Ar4$r€pi4r,l-
oTp14qarenbHaH
Tlie ratio of rhe opticat densi}, o! the
vacciile ter-l s$ntple lo.the ntoiinyuitie of
the blank optlcnl clcnsiSt nntst be >7,b
for all four constitilent qntige,t
serogroilps. At thar, the reaction ofthe
cqffiet. pt"o.teh n,tth tetanw onliboiy'se-.
n.oh Dtust b.e poslrive, and vilh dlpjilhe_

,ria anlibod)l seruilt ttrusl be neprilh,c

IIo,qraepxAeHa
Coqlinned

ffi
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a
HauuexoaaHne

nol(a3aTenrr
Ptlawel,el

Merogut
14cnbiTaHuf,

Tai muthotls

Hopuur
Spec{icallou ffi-.-I

flpoaparuocru
Clarity

Brsyanuxulft, OEAOC
Yirual,' Pk EA,EU

li penapar AorxeH EbrAepxuBarb
cpaBneHue c sranoHoM I

Mus t bE c o'nparable w ith f e/erence,:I
HJltrT.w
Conparabl e. vt h r dfet:ence I

Llaerxocru
Ccilor

Bmsya.flur.rurfi, SEAeG
Vtsual.Ph. EAETJ

fipenapar Aoril(eH 6urru 6eo-
L{BerHbrM no cpaBHeHuE c aogoft
4ns uHrerqufi
Ths.produc! ntust be coloilesi when com-
D a red v' ltli wnt * for,ini ecti on

llpenapar 6ecqaerHufi B

cpaBHeHltil c aogofi gnn
nxuerqufi
The.Froduct is colorleti iy.hen con*
narcd. wtth *ater fot ini ecr lon

Bnpuuute uexaHrt-
qecKHe BKnloqeHufi
ltisible particul ate tnql.
ler

Br,rsyanuHurfi, Mero-
4u(a n por,taeo.qtrrefl f,
Visuql, uanufaclirerls
melhod

BuAnuure MexaHhqeoKfi e' BKnto-
qeHHR AOnXHbl oTcyrcTBoBaTb
npH Bfl3yanbHoM ocMoTpe
Visible particulaie natler nutst be c,brenl:
ilulins the 1)lsr.dl lnsbectlon

BuAnuute MexaHuqecKue
BKnrct{eHhfl orcyTcTByoT
fl prl Bh3yarrbHoM ocMorpe
Visib,le pa.rliculatb matter ii abseht

'dur lng.the'tls ual I n s De c t I an

l'olaoreNxocru
l{onrogeneily

Busyanunutft, Me:ro-
,qil(a npou3BoAHIent
Vl,stial, huilrufaclurer's
rnetJrod

Pacraop .qoflxeH 6ure rogoreH-,
HbIM
The solufian ntust be honogenout

Pacreop ronrorennuilfi
.Hjt n 1 o g enou s s ol u t i o n

Ipoxo4uruooru
qepes l,lrny
$yrtngetibtlity

Buoyanbustft, Me?o-
ArKa npot43BoAr{reafr
unn OEAOC
Visrttil, fian{acture,,'t
tnethod, or Ph. EAEU

Facraop AonxeH cao6ogno npo-
xoAr4rb B r,.unphll qepe3 urny
25G x 5t8" (0,5 x 16 MM)
The soltuion must:pass.fi'eely ingo.tfie ry-
ringe througlt the rcedle 25G x 5/8" (0.5
x 16 mnr)

Pacreop cao6opno npoxo-
AHr B lrlnpnll qepe3 urfiy
25G x 5i8: (0,5 x 16 MM)
Tlv cqlu,tion pansesrt.eely lnto the
gringe. through the .heedle 25G x
5/8" (A.5 >< 16:ntw)

pH

l-lorexquouerpnre-
cuaft, S.CUJA unu
oEAoc,
Poientiontetric,'USP ar Ph.
MEA

Or 5,5,9o 6,5
5.5 to 6,5 ', 6,0

14ganexaeuarfi
o6ueu
Ertractable v.oluute,

l-paauue-rpu,iecxr,rft , S,
CIIJA r,rnra OEA0C
Grarlfircftic, USP or Ph.
ENEU

He rr,tenee 0,S un/Snaxox
,l{ot /ess than 0.5 niilhial

0,5 lanl$naxox
. 0.5 mAvial

Cao6ognbrfi
noflHcaxapuA
Frae pol)$acchar.ide

BbrporoaSSefiilBHan
anuoxoo6lltenHan xpo-
uarorpa$nn c rM-
nyflbcHbtM aMII€p0:
MeTpilqecKt4M ABTeKTH-
poBaHHeM (HPAEC-
PAD), raeroRraKa npo-
143BOAHIerie
E ig h. p e rfo r ni on ce a t io t t- ut-
charge cihronmlography
wilh p4;!sed anpArattietrlc
detection (HPAEC-PAD),
n an ttfac I to' e r's nt e t h o d.

He 6onee 30 7o Ka)(iqoro,noJluca;
xapHAa MeHuHroKoKKa (cepo-
rpynn A, C, W vr Y)
Not nore tlran: 30 % of each meningo-
coccal poll'saccharlde (serogroups 7, C,
ll/, and Y)

A<6%
c<4%
Y <5%

W-135 < 4clo

Crepunuxocru
Stefi!ity

Meu6pannan $Hnu.
rpaqrfl, o.ctllA, EO
unu OE,AOC
Meifirane Jiln,ation, OSP,
Ph.Eur,, or.Ph. EAE\I

Flpenapar .qoJlxen 6b[b cre,
phnbHblM
Mu! be stefile

CrepunpHulI
Sterile

6arrepiaanuHure
sHAOTOKgrlHbt
Bactarial endoloxini

Xponaoren nutfi KV.,Herv-
qecxuh uero,q (rraeroA

!), S. CtUAi EQ unr
QEAOC

He 6oree 2,50E1 E3/Aosa
Nol nrore tltan 2,5081 EIJ/dose

MsHee 2;50E1 E3/Aosa
Lers.than 2,5.0E1 EU/dose
iMenee 5,00E.2 E3/unl
(Lees than 5;008 2 EU/do:se
Mexee 2,50E-2 E0/4ooa)
Less th'at 2, 5 0E-2 EU/dos e)
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.C h, o rn o ge ni c-----ffiiG
ttlethq{ (netftod''D). Wp,

A!4KA np0H3BOAhrenE
unn OEAOCrU[r Yqvv

Bi ologic a 11 m a tti ufgc l* re r,s

flpenapar Aoflx(eH 6u1rq neroK,
QHqHbIM
lvlttst be non4oic

l-{erorerqnurfi
Non-kxic

O6qee co4epxa"
HHE J

nonlcaxapil.qoB
To t al p olys a ssi lrriy 1/ ss

aricsioeeeeG;;Jfr
aHuoxoo6ruenHar xpo-
uarorpa$ur c uM-
nylucxuru aMnep-o-
:laeTpUgecKuM AeTefiTn-
poBaHueM (HPAEC-
PAD), ruerogrlKa npo-
H3BOg[Tefifl
Illgh pe tfor m o n ce a,t lo r-ef, -
change chromatography
with pulsed auperonatrlc
detectlon (H?AEC-ZAD,

Or 10 ,qo 30 uxr/un Ka)l(qoro, no-
.n ucaxap[,qa, MeHrHro(okKa
(ceporpynn A, C, W u y)
l0,a 30 pg/ul of each nrciirtgococcal
po\.tsaccharide (serogroups A, C, W,
and Y)

A = 16,7 rixrlwn I pg/ml
C =21 ,1 uxrlun I pglnil
Y = 18,9 uxrlrun I ps/mL
W-135 = 20,S r,,trr/un / pghn L

leplqi
IIo J Aose (0,5 rrrn) noeni
rr?!AF^ )h^;,^^r:.t_-,,., ipatra Bo $naxortut rs 6opocunu-

I I1T.".Tg:g a (runa t) 
laecrnr,roc1uc 2 r,,rn,lxoropbre yKy-nopueaxtr npoOrori, u3roroBneHHof ras xnoptiyllri tr" d_

f!FXau16;,s natexca), u 3aKaTbtBarcr anloMUHHeBblM xofl_naqKoM, cHaoxelsalu orpurmori nrrarr*ouoft kplrueurofno r!,ny <flip-off>,
Primarv packapino
One dosc (0.5 mL) of protluct in a 2_uL vial ntade of borotllicate glais(Ilpe I) stoppered wiih a chtorcbr1,tt.{to.tr*-firi sdfp"r,"ii.nrpra *inan alwninum copwith aflip.olJ ptastic dtsa.
groquqHa, ynaKoBKe

l?l: 19 tlTgro.r. (Cano$u fiacrep vtux.) unn no 1, 5pnaxonoe (OOO < Hanonex> ) err,tecre . nr#*orlu,*rno,_
tueu e rapronHy6 naqKv.
t, l0vhlt (SanoJIpaueur hic.), o, t, J.viak (yauotekLLC)u,ithapa-
tlent l4fornrutiotr lea/lel in a citton pack 

-'- '' ' ""vte" 'uv./

! pguueaylerosla
I Io 1 Aose (0,8 run) npena-
para Bo gnaronax us 6opo-
ct,,tnuKarHoro crerna (runa
l) arrlecrunlocrurc 2 n,tn, ro-
ropbte yKynopeuui npoOnofi ,

usroroBneHHofi us xnop6y_
runa (ue coAepxaqBro na_
rexca), t4 gararaHHbtx arto.
Mr,rHueBbtM.. KoflnaqKoMr
cna6xexHutn orputauor,t
nnacrhxoaofi rprruleuxofi
no runy <flip"ofb.
PriNant'padkagtns
One dose (0.5 nL) olprocltrct in a
2-nL ilal nade of ilear borosili-
cate glass. (Type l) stoppercd with
o c h I or a butyl (a tet-fi.ee) s t oppe r,
ct'itlrped l'lt.ith an aluninum cap
wlth a fl ip-of plastic disc.

FropHqHaq vnaKoeKa
no 1 +naKoHy BMecre c
It4oTKOM-BKflAAbtueM E
KapToHHylo naLlKV
Secondaryt pockaginq
I vial with a potie,t itfornorion
leoflet in a caiton pack'

I
I

I
I

I

I

I

I

j

j

Sqnucu I Recotd

Ynaroara
Pacl gi4g
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HaH[4eHoeaHHe
noKa3arelg

Paruitur
Ha e]rxerre dnaxoHa xa pyccxoM saut(e-yraauealor:

- ToProBOe HauMeHOBaHue neKaPcrBeHHOro npenapara (c

npeAynpeAfi Tenunofi ruaprupoBKofi @);

- rpynnhpoBorrHoe HauMeHoBaHhe;

- Ha!4MeHoBaHr,1e lleKapfi:BenHofi Soprraut;

- Kent4qecrao $naxoxos, gost4poatry, o6ireu u KorttaqecTeo

Aoa e 1 $naroNe (e pegaxqtau (1 $naron - 1 goea (0,5r

mn)>);

- HauMgHoBaHue n crpany hpou3EoA,{renn,(o6 xe pptlAt4.
qeoKoe,fluuq, Ha nMg (oroporo ertgaHo PV):

- HoMep:c€ptlu pacsacoaaHHoro npenapara'(<cepun:>);

-,,qary ofoHyaHHR cpoxa rogHocru (<l-egen go:>);

- Aary npo[sBoAorBa (< l'lpoure. lr).
flononnnrenuHo MoryT 6utrs xanecenbl rexHltqecKue npo-
ri3BoAcrBeHHbte / runorpaScKue KoAbt : rpa$ltuecxue; ultc-
J'r€HHble; 6yreeHuute.
'The followinp is pfinled o-lLthe via! label ln Russlgn:

- lrad! nane (v,tth.the wafibY skn iE);
- geiliric ndnrc;
- dosoga fonn name;
- utmber.ofvials, ilosage forru volume aild fintrber ofddtei ii ond vlnl
(ext " i vtal - I dorc (0,5 rA');
- n{uns s,t{ cortttlry of'the tnomfactwer (egal entily - Marlreling Au.
thorlzation holder);

- batch nuniber b! the pagkaged. product (text "Batch: ");.

- expiiy date (exl "Etpity date:");

- nan u/a c I ur ing dat e (t e x t " lvla nu{a c n u' e d : " )
Addillinally, lichnlcat nia,nuficluring / prilting houte.codes may be

pitili ted: graphlc, ninneric, olphabetical,

Ha naqre ramoxHofi Ha pvccro[l ngutre vKasutsaol
- TOproBoe,HanMeHoBaHue neKapcTBeHHoro npenapara (c
npeAynpegurenbHoft ruaprnpoexofi @);

- rpynnhpoBor{Hoe HaHMeHoBaHne;

- HaHMeHoBaHHe neKapcrBaHHoft sopMbl, BKnEqarcqee
,6noco6 npltMeHeHun (e pegaxquu <Facraop Anf, BHyrptl-
Mbll,I.leqHoro EEegenus>);

- KofltrHBoTBo SnaroHoa, Ao3t4poBl(y, o6!eM u Korl,lqecTso

Aos B 1 $naxone (a pe4artluu <1 Qnaxox - 1 Aoaa (0,5
Mn)));
- xonrrqecTBo Aos B ynaKoBKe (Afln naqx!4 rapToHHoft, co;
Appxau.lefi 1 $naxou no 1 ,qoee, - BKnloqeHo B.peAaKqllto
rrl $naxoH - 1 Aosa (0,5 rr,tn)>; ,qns naqKfi xaproHnofi, co-

4epryaqeil 5 $naxottoa: no 1 Aosb, - npeAcraBneHo B pe-

Aa[qmu <5 Aos B ynaxoBKs>); gnfi naqKu rapronxofi, co-
gepxaulefr 1o,$naxouoa no 1 Aose, - IpeAcraBneHo B pe-

Aarquu <10 gos a ynaroaxo);
- fl oroTun KoMnaH nu npor13Bo,qilTenn, B BHAe fi nnilsoBaH-
uofi xa,qnlrwr rrarfi HcKr4 M H 6y rea[x !4 ( (sa n of i)r;
- cocraB Ha 1 gosy'npenapara c yKa3aHueM HanMeHoBa-
ur,tI u rconnqEcrageftcreyrculux Beu]ecrg, nepeqHff HauMe-
HOBaHnil BqnoMorarenbHbrx Beu.lecTBi

Ha srvtxor(e Snaxona n.a

pyccKoM R3brKe yKa3aHbli

- TOproBoe HaUMeHoBaHhe

JleffiparB€HHor-o npena-
para (b npeAynpe,qfirenb-
Hofi ruaprupoexofi o)i

- rpynnHpoBoqHoe HauMe-
HOBAHflei

- HanMeHoBaH!4e neKap-
6r8eHHofr soprvrur;
- KonuqesrBo $naKoHoB,
Ao3HPoBKa, o6beM h Kofll4-
qecrBo Aog e 1 $naroxe (e

I pegaxquu <1 Qnarox - 1

I toea (0,5 Mn)D)i

- HauMeHoBaHue u oTpaHa
npor4sBo.qtlTenn (oH xe
roplrAhqecKoe nnqo, Ha hMf,

Koroporo aurgaHo PY);

- HoM'ep cepuu pac$aco-
BaHHot'o npenapara,((ce-
pr4f,:));

- aara o(9HltaHufl cpo(a
roAHocrt4 (aroAeH no:>);r AaTa npou3BoAcTBa
(<['lpot,tsB, i))),

, fiononHurenuHo HaHeceHbl

lTexHHqecKt4e nPousBoA-

I craeuHue / rnnorpa$crue
I xogur: rpaSnqecKl4e, quc-

nexn$e, 6yKEeHHbre,
Thefollowiis is prtnied oryile vial-

label in Russlan:

-.trade,nanrc (*tth the waning
.rdga @li
. genefic ralle;
- dosagafalm nanre;
. iunber ol vials, domge form,
vohtne and. nunber of dosis in
one vlal (text "l vlal- I dose (0.5

mL)!');
- naine and. country of'the 'tnonu-
facrurei' (legal enlity - Marketing
A4t h o r tza t to n h o t det);
- batcli tiuniber o{ the packaged
.produci (teil * Batclr: ") ;: etptry date (text "bpiry
dale:'l);
-nnnu[actiiing date (tett "Man-
i{ochtrs.d: ")
Addittonitllyi technlcal manttfac-
tuihtg / printing house codes may
be..piinted' gttiphtc, nutneric, al-
'phabetlcal,

Maprtapoera
Labeliiry

'4,Hs

KoA / carle: 3$[$f,:$t:gg1

E:::fl,#ffi".'n*,
\\

Mero,qut
' lr6nbtTaHHf,

Tnrt.BhtltAtl.

Port'QS
!rcnblfi

Tesl rc!



HAHEIAE'K

a^rt. 
" 

{ 

-Sanucu I Recoid

nAGnOpT KATiECTEA t Cenrurucarr oFANALysN
Ne 40000036604

'-- npenyfl peAnren bHbte HaAnilcH:

Jined. by a singte iuipr*t,":, iiiilgi ;;;";')i' ;Z i;|;;:i;;:,1:,t'Sterile,u;

-.slot.aqe concli llois :
- dirpensing rules;
- nante aitd country of the narurfacturdr (batng th;e logal enfltyt.j4trholder);
- bar code;
- 

!1tc,li 
il:n::be:,2f paeikassT ,rrtrrr, (',Barcti:t,);

- exp.iry dittd (,,Eipiry date:.');

- nanufactw.tttg date.(', hlantfactured:',).

,::I!:!ry B He,qocrynHorra 4nR 4erertr Mecre.);(l lepeA HCnOnbsoBaHheM BHr4MaTenbHo oSHaKoMltTbcR c
JIt4CTKOM-BKnaAbtuJeM, ) :

<Ocrarxlt Heucnon b3oBaHHofi BaKLlr Hbt unu Me.qil qhHcKre

:]:l:lflllTHbr 6brrb yHr4qro)KeHbr lymrnuaraf,oeansrl a

:3?Ir-_"M 
r ffi c H a q !' o H an b H br M 14 rp e6 o B a H u f, M 14. ) ;

:iyl:::111 u s muqecKaR cra6unuxoc,rb neKapcrBeH_
Horo npenapaTa noArBepx(AeHa npil oAHO(parHoM hsMe-
HeHUU reMneparypbt Ao 25 .C 

a reqeHue 72 tacoa.>;(UTepHnbHO.);

-,ycrroBr4fl xpaHeH14fr;

- ycnoBuE omycKa;

:-1l!yefoBaHr,,ie h crpaHy npohsBo.qhrenn (ox xre rcpilgr,t-qecKoe rln.lor Ha HMs Koroporo aur.qauo py)j
- [ITpHx.KoA;
- HOMep ceph[ ynaKOBaHHOro npenapara (<cepr4n:>);- Aary o(oHqaHur CpoKa to,qHocTr, (r.foaeir ao:'rrt:- Aary npo,,t3Bo,qcrsa (< [lpor4sB.: ]).

t Thq_foJlgwlnq ls prhr.ted on llrc carton pack ln Russtan:
- lrade nane fivith the ,uornlrg rigr@l-
- geneilc nane;.

- dosage fonn nane, including ilre qdiltiiiistralioil route (text ,,Salilion
for intrumunular iqJectton\ j
- nunber oJviali; dosase. vohnrc ontl aaa$er ofdoses. in otu t ial ilext"1 vial:- l dose.(O.5 mi);'):
-q-ly of doses in one pack (f9r-t)e carron pack,tytth I vial/ l.tlose,tltetext ir ."t vial- I dose @,5 nL)",for tt,r'ri,,tin pariiiir'h S,viak t.t
dos.e, tlrc.rctt it ,,5 

doset in a pick;, ft, ;he ;a;;;tr'iiri *'t',n t0 viats /.l dase, th.e text ls ,,10 
doses ii apaci,,);

;,11tr;{;!:?:y:;fit;rri;1 coniww ih thc rornr or a gruphic etetnent

* eo,nposllionfor I dose. including acliva substo,rr;et, their content, andlist of e.rciplents;

- wanllt1g lql1ls;
"Keep oui ofreach ofcJiIldren.',:
' 
;y3 

i a t\ .i o c k a s r' ri qlt ii- i i,i i1it r r y b dfot r e u s e.,, ;' uilused vaccine. rssiduas or ned ical.\,as te rrn.Jil be dt:stroyed (di.tposett
oJ) jn accordonce vith natlorlat reari),eyv,itt ,,.

'*:^"]::::ri!.::t!,!!wic?! stabili,y ojrii" ,),airtnat product vas con- )

I pyccKoM n3btKe yKa3aHbt:

- ToptoBoe HaUMeHOBaHIe
neKapcTBeHHoro npena-
para (c npeAynpeAurerb-
Hofi rr4aprupou6pfi e);

- ipynnHpoBoriHoe HailMe-
H0BaH14e;

- Hat4MeHoB;iHt4e neKap-
crBeHHOfi $oprillut, BknBqa_
toulee cnoco6 nphMeHeHr4,
(e pegaxquu <pacreop 4nn
BHyTpt4MblL!eliHoro BBeAe-
Hr4F));

- KanfiqecTBo SaaKoHoB,
Ao3upoBKa, o6reM u ronu_
qec.TBo A03 E 1 Qnaxorie (a
peAaKLlL4H <<1 SnaroH _ 1

Aosa (0,5 Mr)D);
- KOJlr4r{ecTBo Ao3 B yna_
KoBKe (AnE naqKh KetpToH-
xofr, cogeprxaulefi 1 trnarorr
no 1 4ose, - BKnrcqeHo B pe-
rqaxqhp <1 Snaxon - 1 Aosa
(0,5 Mfi)));

- floroTHn KoMnaHl4fi npo_
HSBOAr4rens B BUfle cTnflH_
SOBaHHOfi HaAnilc{ naTfiH-
cK!,rMr4 6yKBaMn (<sanofir);* cocT3B xa 1 gosy npena-

,paTa c yKa3aHHeM HarlMeHo.
BaHUlt ti KonHqecTB AefiSTSy-
toult/x BeqscTB, nepeqHE
Hat4MeHOBaHHft acnorrlora-
TenbHblx BeulecTB;
- npe.qynpeiqHTenbHbtg
HAANHCU:
<Xpaulrru B HeAocrynHoM
Anfi Aerefi MecTe.D;
<[Iepeg' rcnonggoeaune[4
eHrMarenuHo oSHaKo_

I Mr4Tbcf, c nhcTKOM-BKflaAbt_
UCM:D:
< Ocrarxu .H€r,tcIroJ.t63oB3H:
Hofi Earqt4Hbl l,tnn Me.ququH-
cKrre oTxoAbt AoflxHbt 6btrb
yH14rrToxeHH (y:runrsrapo,
BaHb0 B cooTBeTcTBt4h c
HaquoHanbHbtMx rpe6oBa_
Hr4sMr,t, D;

<Xr,tMt4qecKa, u Suenvecxan
craoilnbHoCTb fl eKapcTBeH-
Horo npenapaTa noATBep_

5ua/
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HAH[IAEK
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KoI I co,le: 3n-n03'03-00'l

Maprupoaxa
Labelitig

lilpu yna6osre (ergpnvuofi ynar<oaxe) n BbinycrapqeM,
r(onrpone KaqecTBa npe,qnpunrueu OOO <HaHoneK>,i
Poccrficras Oe4epaqnn:
Ha naqxe rdpronxoi AononHtarenbHo ykasbrBaor <Yna;
KoB'u{r4K (ar6pr,uuqn ynaroexa) u sbtnycKatoulnfi xoHrponu
KaqecTBai)), Ha3BaHue, srpaHy I aApec KoMnaHfiu, ocy-
lqecrBnrroqefr aropuvHyro ynaroBlry H eunycrarcqrfi xoir-
Tponb KaqecrBa, ee flororun B BhAe rpa$uvecroro ene-
MeHTa il Ha,qnuo4 (HAHOflEK),

lononnurenuHo MoryT 6urru xaHeceHH TgxHt4qecKile npo-
HgsoAcreeHHbte/ runorpaScKfie KoAbt:'rpaStagecrue, uuc-
neHHbre, 6yxaernute.

fiononuurenrHo naqKa KaproHHafl Mo),(er 6urr ocuaulena
KoHTponeM riepBor0, BeKpbrTun.

Abnornrildnuno rr,toXer'6urrb HaHeceHa, taH+opMaq[n Afl n

MOHHTOpr4Hra ABIXeHIR AeKapCTBeHHblx npenapaToB OT

npoH3soAHTenF Ao KoHeHHoro nolpe6rtrenn (exnrc.{ax SN
u GTIN),
.[ondnnurenrHo Moxer 6urru naHeceHa'cfl o{uafl [3vtpo:
,BaHHan 3aqtJIHarr Hannefira na opxofi cropoHe xapronnoil
naltK14.

In case.ofpackaging (seiondary paekaghtg) and q.ucilig control release
Nanolek LLC, Russlan Federation:
Thvlollowingir addltiouaIty;pgciJied oil cdtto,t pack: t'Site 

for packag,
..ittg (secotirlary, packaging) and qualtty control release:'.|, the 4ane,:
c o uh tryt an d. a dd,'ps s of t I te co n p a ny pe rfc) r 1 n ing seconda ry p a ckagi ng
and'quality conirol release, its logo tn thelornr ofa g,aphic elementand
the in*ript ion'N AN OLEK:'.
Addltionalb, teclutlcal 'manufacturing /,prhtlng howe codes ,may be
prinlled: graphlc, numerlc, .alltlrnbetical.
Addilionally, the tenper, evttlence nuy be applied ta carton pack
Additionailly, tlie infot nrullottfor nonitoring of the modiainal drugsflqw
frou the nanufacturu to tln ettd consuner may ba printed (inclt)ding
SN and GTN).
Adilitionally, a Veclal prqtectiva label nray be Wllid ot one slde of
cartqn pack

npu
H14H

a reqet{ue'l
<Crepr,rnuxo.|'
; lclloBr4f, xpaHeHilfl;

- ycnoBl4fi ornycKa;

- Hat{MeHoBaHHe fi cTpaHa
npoH3BoAnTenn (oH xe opr4-

,quqecxoe llnqo, Ha rM, Ko-

roporo errlauo PY);

- tLtTpHX.KoA;

- HOMep Cepuil ynaKoBaH-

Horo npenapara (<lcepun:>);

- Aara o(oHqaHfif, cpoKa
roAHoBrH (< l-ogeH 4o: l);
- AaTa npoH3BoAdrBa
(r<11porsd,:r).

The fbilot.lna ts- piltte.d ort the.

cil i I o i pa c k in::!U8 s i a 4 :

- trude na,ne (with the warning
rign @l;

- generic nante;
* dosagef,oyr.p name, iicfuding the

administrallbn route (text "Silu-
iion for inlrannts cul ar. InJ ect lon " ) :

- nunbbr of vial.r, dosage, vohue
'and nuhber of doses in one vial
(text "l ulal* 1 rtose (0.5 ni;)'l);
- q:0/ ofdoies in one pack (for llie
cartott pqck with I vial / t dase,

tlV teil ls "l vial * I clote (0.5

nL)");
- logo of the mantlacluring cant-
pqny i,t the:form of a Et'aphic e!e-
ment "SANOFI" tn Latin lelters;

- conposition for I dose, lnclud-
lng active substances, their con-
te nt, a kd. liil of esc ipicrtts ;
- warnlng labels:

"Keep out olreach oJ childten"":

| 'rP.gad ilw package leaflet care.

I ltllt before use;";

| "Unuse'il vaccitre residues ot med-
ical va$e nurt be destrotcd (dit-
po*d ofl h accdrdance with na:
,lio ndl r equhte m e4i s,." ;
"The cheulcal aitd ptrysical stabll-
Ity of the medlclnal producl was
conJirmed by a ringle tcmperature
change.,of up ro 25 iC lot 72
hours.til
"S1erlle,"i1

. s t or age .c ond ii ians;.
- ditpe.nslng riles;
- 'hame. and,courrUy of th:e nrunu-

facturer (being thc lcgal entity -
MA holder);
- bar code;

Ha14MeHoriaHHe
noKa3aTeJIt
' Dhtattoftt

, MeroAur
HCNbITAHHR

Tod ntrlhnid

Hopl',tut
Specilicatlon H,ffiio"

i

I

i,
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{i ; l.lilt'{r*
HauMeHoeaxue

noKa3arerln
Puraneier

Mero-npr.
Hcnbrra4nR
fili meildds lffirru;pl${'$ii$il W

:i i

.,; :t, ,

:i' ,,ll'{l
.t. ,.,,.

M a rer ne pe ut1 H o fi y na ro a xri coore erCrB[gia----=
In-Ne(001 51 4)-(PI--RU) or 0t .t7,2OZZ. (cgoiaercray6r;
oKcneprHoMy orqery. or 11.11.2024'Ne 24814 (nocnb-'
goaaienunocrs 0-00.8)).11," I i; 'i:, , ni, , ",,,
MareT aropnuxoft ynaroaru pooi_Hercravet t.

IIn-Ns(001 51 4)-(Pt--[U) o1 2s;0i.20,"1s (cooreercrayel,
excn eprn ouy, oru ery, or ; 

1 3, 0 1 i?lOz S,l Ne g3b[h6$g1ioi:
aarenuxocfs'0009)).'I,:r _. ; 'Ji'ii"r . -.
.: .. " i'.1:;. ' ii.''; :;,.,,... .1,.{,,

, :: il; 
,.,,,l.;r.l:.,;'"-t:ii;

""li ..ll't'i':1 ." .*i
,. ;.i\.

* r .; .

il,ttititlt,,iii :'; l[[l
' .it.. .:: -r 1..

i .i:,
:..

t,,l:ii.

Marler n?1ffiffifiiroeru
cooTBercrByeT
fl n-Ne(001514).(Pl--RU) or
A7 fi .?022 (cooraercreyer
ercneptnouy orqery or
11.11,2A24 Ne 24814 (no-
cne4oBarenbHocru 0008)).
Marer srepurvHoft ynaxoaru
caoTBe-r('rByeT
nn-Ns(00.,514)-(Pr-RU) or
23.0 1 .2025 (cooreercrey er
sKcnep[HoMy orqery or
13.01.2025 Ne 335 (nocne-
AoBareflbHocru 0009)).

Ycnoa4R xpanexun ,

Stoi'age condiilons
|13uaru q lo.4oAH{Ftrirtfe ti:- e.ic),
BATb
:stort ,iu'i iguratid,(2.to I sc)tDa not iloiri.

Cooraetcreyer

CpoK roAHoc{tl
(xpaHenun)
Shelf life fuxoiru oerlorll

lboor*r*-r.yu,

[JpuuevaxunlNote.r:Z .. l. . ; .,ffi

3AKflIOqEHHE / cayciasroN:

:

l-lpenapar
Product

.7't
.qara

0,5 an/dosa

.i

U8S56AB

.baieh
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