PASPEHIEHUE
Ha BBOJ B rpakaHCKuit 060poT B Poccuiickoi @exepaunu cep
npousBeleHHOro B Poccuiickoit Peneparpun win BBosumMoro B Poccui

MMMYHOGHOJIOTHYECKOrO JIeKapCTBEHHOTO MPeriapa A
Ne P006-00110-77/04681336 ot 27.03.2026

Boigano O6mectBy ¢ orpaHMYeHHON OTBETCTBEHHOCTHIO "Hanonex", Poccus, 123112,
r. MockBa, BH.Tep.r. MyHULUMIAILHEIA oKpyr IIpecHeHCKu, yi1. Tecrosckas, na. 10,
nomert. 1/16, THH: 7701917006.
(HanMeHOBaHME FOPUINYECKOTO nnna, opuandeckai agpec, MHH)
‘DepepanbHast ciayxba mo Hag3opy B cdepe 31paBOOXpPAHEHHS HAa OCHOBAHUHU
SAKJIIOYCHHUS]  HCIBITATEIBHOIO  LEHTPAa  OKCIEPTH3bl  KAYeCTBA  MEAUI[MHCKHUX
MMMYHOOHOJIOTHYECKUX TIPErapaToB DenepanbHOr0 roCyIapCTBEHHOr0  OHOIKETHOTO
yapexaenus "HaydHbI LEHTp OSKCTIEPTH3B CPEACTB MEJMUMHCKOTO IpPHMEHeHHs"
MunucTepeTBa 30paBooxpanenys Poccuiickoit Denepaunu
(HauMeHOBaHKe (hefIepaNbHOTO rocyAapCTREHHOTO GIOMKETHOTO YUPEIKICHHS)

oT 26.03.2026 Ne 259/HIIDCMII paspewaeT BBOJ B FPasKIAHCKHA o6opot

(nara) (nomep)
B Poccuiickoii ®efepaunu MMMYHOGHOIOTHYECKOT0 JIEKAPCTBEHHOTO MPenapaTa

MenKsagdpu®
(ToproBoe HaUMEHOBaHHUE)

BaknuHa 1s n1poQuIakTHKY MEHHHIOKOKKOBO uHOexnuu ceporpymn A, C, W, Y,
NoJicaxapuaHas, KOHbIOrUPOBaHHas
(MexnyHAPO/HOE HENATEHTOBAHHOE HaMMEHOBAHNE (IPYINNPOBOUHOE M XHMHYECKOe)
PacTBOp A1 BHYTPUMBIIIEYHOrO BBeAeH s | no3a 0.5 M - daxons! (1 wmr.) -
ITa9K1 KapTOHHBIE
(popma BBIMyCKa (C YKa3aHHeM JIEKapCTBEHHOH (OpMBI, H03MPOBKH, (PaCOBKH) ¥ KOJHYECTBO B YIIAKOBKE)

cepun  _UBB56AB , o0bem cepuu wiav mapTua 64262 ;
(HoMep cepum) (KONUYECTBO YIIAKOBOK)

rogena xo 06.2029 R
(cpox rogHOCTH)
npoussoactea Canodu Iacrep Unk., CIILIA, Discovery Drive, Swiftwater, Pennsylvania,
18370, USA (mpousBosuTens (rorosoit JIM), mnepsuuHas ynakoBka); O6mecTtsa ¢
OrpaHIYEHHON OTBeTCTBEHHOCTRIO "Hanonex" (000 "Hanonex"), Poccust, Kuposckas
obmacts, OpHYeBCKMII MyHMUMTATLHEIN paion, JISBMHCKOE TOPOZCKOE TIIOCEJIEHHE,
Buomenumuncekuit  xommiexke HAHOJIEK TEPPUTOPUsl  (BTOPUYHAS  YNIAKOBKA,
BBITYCKAIOMIUA KOHTPOJIb KAYecTna).

(HaHMEHOBaHHe W afpec npou3BoauTeNs (C YKa3zaHuem ctaaui HpOI/ISBOllGTBa)
PerucrpaunonHoe ynocrosepenne Ne JII-Ne(001514)-(PT-RU) ot 07.12.2022.
JlepkaTess  perucTpanoHHOrO yaocrosepenuss Canopu Ilactep HWuk., CIIIA,
Discovery Drive, Swiftwater, Pennsylvania, 18370, USA.

(HauMeHOBaHue, apec)

,D,OKVMEHT‘ TTIOAITUCAH
SIEKTPOHHOM [TOATINCHIO
3aMeCTI/ITeJII> PYKOBOOUTENS
P oC3apaBHag3 opa Cepradmkar 42D1B24AD82BBD113BD1263FE2CCBC89
Bragenen Iay Jenrrpuit Beeno.
Hewcrnutenen ¢ 07.04.2025 o 01.07.2026

J.B. ITapxomeHKo
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| Kop I ode: 3M1-T103-03-001
MACIMOPT KAYECTBA. | CERTIFICATE OF ANALYSIS ,
S ‘Ne 40000036604 : Bepeusi / Version: 9
Briank / Forms -

MeuKeaddu®, pacmeop dns enympumsiweyrozo eeedenus, 0,5 ma
MenQuadfi®, solution for. intramuiscular injection 0.5 ml/dose .

MexayHapoaHoe HenaTeHToBaHHoe
HauMeHoBaHue NIeKapCTBEHHOro
npenapara

Internationgl non-proprietary name

Homep cepuy

Bditch No.

Kon-Bo ynakosok s cepum

Q-ty of packs ini the batch

Hata npouseoxcTea:

Manufacturing date

Togen oo

Expiry.date

PeructpalinonHoe yaocTosepeHme
Mc’z_rl_r_eting»Aut}iorizatian
‘HaumeHoeanve cy6eranuum
Substance name

Cepus cyBeraHymm

Substance batch

lMpoussoguTens cy6eTaHLmm
Substance manufacturer

WenbiTanua suinonHeHs! no
Tested as per

BakuuHa anst npodpunaktiakin me
KoBoW UHdekLm ceporpynn A, C, !
JicaxapugHas, KoHsrMpoBarHHas

W

Meningococeal, serogroups 4, C. W, Y, polysacchiarid

conjugated vaccine

U8856AB

64 762

156.07.2025

30.06.2029

JIM-Ne(001514)-(Pr-RUY
2

Z

Z

NM-Ne(001514)-(Pr-RU)-141124

HaumeHoranwe Merogbt T— ‘PesynbTtars!
~ nokasarens venbITaHus Spe c‘.ﬁcaﬁm, MCNBITaHUSI
Parameter Test methods ) Test rosults
BecuseTHuI NpoapauHbii pac- o
OnucaHune BuayarbHeii TBOP B:gf:: SR JppeHl
Appearance Visual Coloiless clear solution .2,0 Torle vfc Tear éolution
OTHollleHWe 3HayeHus onTude-
CKOW  MMOTHOCTY  UCMBITYEMOro.
oBpasua BaKUMHbL K cpeaHemy
SHAYEHU ONTUYECKON NAOTHO-
cTv ‘BnaHKka [omkHa Bbith > 7,0
” i L . | ANA BCEX YETbIpex, BXOAALLUUX B
| Mpsmoit ABOVIHOM | ee cocTas ceporpynn aHTureqos.
. , TBEPAODA3HLIA UMMY- | T1py aTom peakuns Benka-Hocu-'
WaeHTutbukaius HOhepMeHTHBIl  aha- | Tens. o CLIBOPOTKOI  aHTHTen
13 (ELISA), MeToamka | npotus croncHska AOMXKHa BbITH MoaTeepKaeHa
Identity npoussoauTens , nonoxurerneHas, a ¢ chisopor- Confiriied
-Stralt double enzyme-linked Kol aHTUTEN NpOTUB AUTEPUY —
immunosorbent WY | orouuatensHas
(ELIS4),  manufaciurer's Thie- 3t AP ahs e
eifion ie vatio of the optical density-of the
‘ vaceine test saniple to.the mean valie of
the blank optical density must be >7.0
Jor all four  constituent antigen
serogroups. At that, the reaction of the
carrier protein Wwith tetanus antibody se-
! ran must be positive, and seith diphthe-
ria antibody serum st ‘bevnegalive.
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Kon | Code: 3n-nos-qa,oo1 '_

HAHD/\E},{; MACIMOPT KAYECTBA | CERTIFICATE OF ANALYSIS
. Na 40000036604
HaumeHosaHue MeToge!
nokasarens UCLITAHUS Hopme!
Parameter Testmethods Specification
; Mpenapat porxeH BbiepxuBath | 1
QESI%E’ AT 5223?2:”&%? e CPEBHEHWE G 3TaNnoHOM | CcpaBHeHue ¢ 3Ta
v Must be comparable with veference'l Comparablewith veference I
lpenapar p.onike’H Obite Gec- | Mpenapar GecuseTHbIl B
s 4 o} VIO ¢ ol ans
BETHOCTb BuayansHbiil, PEAQG | UBSTHEIM MO CpaBHeHuio ¢ BOAOI | cpaseriu ¢ Bojolt An
golar Vioul PhBABD | AnA dmeKu 2 et

The product must be colorlesswhercom-
pared with-water forinjection

The product is colorless when com-
pared with water for injection

BuaumMbie mexanu-
Yeckue BKNKYeHUs

BusyaneHbil,  MmeTo-

AvKa npousBoaUTENS

Bugnumele Mexanuyeckie: BKIIiO~
YeHWA AOMKHLI  OTCYTCTEOBATH
NPy BU3yansHOM 0CMOTpe

Buaumble  meXaHudeckue
BKITIOYEHUA.  OTCYTCTBYHOT

Bdcterial endotoxins

®EAGC

Not more than 2,50E1 EUldose

ha o 3 5 Kb <|:pu BU3yanbHOM ocMoTpe
.Ll:’b[e particuldte tha f;‘:;;g} mapHfacti e Visible paé{tiqulqi_e, matter must be absent. | Visible particulaie matter is absent
during the visual inspection ‘during the visual inspection

BusyanbHeit,  mero- _ __— .
oMoreHHoCTL Avka npoussoguTens i:;TBOp ARIkets S FEMBICH . PacTsop romoreHHsIi
Homa_genedy /Ziyrl;:g}l manufacturer's The solutian niust be homogenous Homogenous solution

BusyancHell,  Mero- PacTeop Aorker cBoboaHo npo- { Pacteop cBOGOAHO NpoXo-
FlboXoRMGcHY Buka npoussogurens | XORUTE B LNPUL Yepes urny AUT B WNpUL Yepes urny
yepes nrny nv OEABC 25G % 5/8” (0,5 x 16 mm) 25G x 5/8” (0,5 x 16 Mm)
Sy/'flzge;iﬁi/ity Visidlh | iant ifoctiirer's The solution must pass freely into.the sy- | The solution passes freely into the
| i it o;, or Ph. EAEU ringe through the needle 25G x 5/8" (0.5 syringe. through the needle 25G x

s X 16 mny) 5/8" (0.5 X 16 mm)

MoTeHuMoMeTpu4e- }

ckuid, @, CLUA vinu
pH SEASC Or5,57806,5 6.0

G o 55t 65 !

Potentiometric, USP or Ph. s

EAEU.
Msarencemis v r_paawmeprqecu_(m, . . »
. CLUA unu ®EASC He meHee 0,5 mn/dnakoH 0,5 mn/chnakoH
Erteaetible liome ‘Graviietric, USP or Ph. Not less than 0.5 mL/vial 0.5 mLhvial

' ) EAEU
| BhicokoathdekTyeHan

aHUOHOOBMEHHER XPO-

matorpagma ¢ M-

:}a}éﬂ;ﬁ:gxw :ggfga’ He Gonee 30 % kaxpaoro nonuca: ,
Cao6osHEH posakAem  (HPAEC. | X3PA3 MEHUHTOKoKKa  (cepo- é :io//o
nonucaxapug PAD), meTofnka npo- TRAMA, €7 w1 5
Free polysaccharide A Not more than 30 %: of each meningo- Y <5 %

' : 2?;?&“/28’;‘9 st e coccaf{ pob'sacchm ide (serogroups:4, G W-135 < 4%
rforniance ani -\ W and Y .

change chromatography 2

with pulsed amperonetric

detection. (HPAEC-PAD),

_manufacturer’s niethod

MembpanHas  donne-
CrepunbHocTs : TpauggA éD.QLLlA, E® ﬂpenapaT nonmxeH OBbitb CTe- CTepubHbiA
Stevility. unu c pusibHBIM Sterile

Meniibranie: filtration, USP, | Must be sterile

| Ph:Eur., or-Ph, EAEU' )

XpomoreHHbiit KiHeTu- g‘@”’ele 2?2521?1%33
BakrepuankHble Yyeckuii MeToa (MeTo . ess:than 2,51 G
aHno‘Tchmnm I, ®. ol g E(d> ol He Bonee 2,50E1 E9/gosa (Menee 5,00E-2 ES/wn;

b L 1 b i :

(Less than 5;00E-2 EU/dose
MeHee 2,50E-2 EQ/no3a)
Less than 2,50E-2 EU/ddse)
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| with pulsed amperometric
“detectlon . (HPAEC-PAD,
- manuﬁz‘cturer s method

anl ) Koa I Cagg &
HAHOAEK NACHOPT KAYECTBA ! CERTIFICATE OF ANALYSIS S
' Ne 40000036604 Bepous £ yers
Brankd| ¥arm
Haumguoaaﬂue. Mefrogpl . HopM!
nokasarens ucnkITalus Specification
LParameler Test migthods :
Chromogenic kineyic
method (inethod' D). USP,
Ph. Eur,, or Ph, EAEU
» Buonoruyeckuii, Meto-
AHOMaribHas AuKa npoussoputens | Mpenapat gomkeH Gbims Herok- HeTokeuusbiit
TOKCHHHOCTA unn GEASC * | CHYHbIM Non-toxic
Abnormal toxicity Biological, _manufacturer's | Must be.non-toxic !
_metliod or Ph. EAEU
BhicokoadhcbexTitsHas |
@HUOHOOBMEHHaR Xpo-
Matorpacdus ¢ um-
MYNBCHBIM  amnepo- | o 4o A0-30 MKr/MnN Kaxaoro. no-
O6wee cogepxa- METPUYECKUM feTeKTn- nucaxapuaa MeHUHroKokka A= 16,7 mkr/vn / ug/ml
Hiue g poBaHuem  (HPAEC- (ceporpynn A, C, Wu Y) C =21,1 mKkr/mMn ]}{g/IY)L
nonvicaxapuaos PAD), meromuka RO | 10+ 30 ug/mL of each meningococcal | Y =.18,9 MKr/mn / pg/mL
Total polysaccharides “3BoRuTENS polysaccharide (serogroups 4, C. W, W-135 = 20,5 mKkr/mn / ug/mlL
High performance anton=ex- and ¥) *
change chromatography

¥Ynakoska
Packaging

[epBuyHas YNaKoBKE

Mo 1 fose (0,5 mn) Npenapara Bo ¢riakoHb! U3 Gopocuniy-
KaTHoro cTekna (Tuna l) BMecTUMOCTBIO 2 MI1, KOTOpbIE YKy~
| NopuBaKT NpoBKoy, V3roToBneHHol ua.xnopByTuna (He co-
Aepxalliero narekca), M saxkaTbIEAOT anMuHuessIM Kon-
Na4kom, CHAGKEHHEIM OTPLIBHON NNACTUKOBO( Kpblteykou
1o Tuny «flip-offx. :
Primary packaging : » »

Qe dose (0.5 mL) of product in a 2-mL vial made of borosilizate glass
(Type 1) stoppered with a chlorobutyl (latex-fiee) stopper, crimped with
| analuminum cap with a Mip-off plastic dise.

BTopuyHas ynakoska _
Mo1, 10 chnakoHos (Carodu Macrep: UHk) ununo 1, 5
hnakoHoB (000 «HaHonek») BMecTe ¢ JIMCTKOM-BrNaabl-
LUeM B KapTOHHyio navky. ‘

| 4110 vials (Sangfi Pasteur Inc), or1, 5 vigls (Nanolek LLO) withapa-
tient information leaflet.in a carton pack.

Mepauytasn ynakoeka

Mo 1 Aose (0,5 mn) npena-
paTa B chrakoHax us Gopo-
CunuKaTHoro ctekna (tuna
1) BMecTUMOCTBIO 2 Mn, Ko-
TOpLIe yKynopeHsi npobkoi,
U3roToBreHHon 1a xnopBy-
TMNA (He cofepxalléro na-
TeKca), U sakaTaHHbIX anio-

MUHMEBBIM  Konmadkom,
CHaBXEHHbIM OTPbIBHO
NNacTUKOBON  KpbiLLeYKow

no Tuny «flip-offy.

Primary packaging

One dose (0.5 mL)-of prodict in.a
2-mL vial made .of clegr borosilj-
cate glass. (Type 1) stoppered with
a chlorobutyl (Jatex-fiee) stopper,
crimped with an ‘aluminun cap
witha flip-off plastic disc,
BropuuHas ynakoska

Mo 1 dhnakoHy emecre ¢
NUCTKOM-BKMafbililem B
KapTOHHYO avKy

Secondary packaging

1 vial with a patient information
leafletin a carton pack
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: Ko | Code: 3 3
HAHOAEK I MACMNOPT KAYECTBA | CERTIFICATE OF ANALYSIS :
Ne 40000036604 Bepeus / , st
Bradk | Foi
Haumeuosauue B Merp.qy; ‘ Hopmbl
nokasarens ucnkLiTaHua - Specification
Paramater Test-methods : ‘
Ha:sukeTke drakoHa Ha PYCCKOM fablke yKasbiBaloT: Ha atukeTke dnakoHa Ha
| = ToproBoe HauMeHOBaHMe NEeKapCTBEHHOrO Npenapara (G | PyCeKoM Asbike yKasaHs!:
npeaynpeauTEnbHOM Mapkupoakol ®); ~ TOProBoe HauMeHoBaHue
- [PYNNUpOBOYHOE HAUMEHOBAHWE, JIeKapGTBEHHOrO npena-
~ HaMEHOBaHWe NeKapeTBEHHOR HhOpPMB!; para (c npemynpesuTens-
~KONUYECTBO (hNaKOHOB, AO3NPOBKY, 06BEM U KONUMECTBO. | HOW MapKUPOBKOiA ®);
£03 B-1 ¢oriakote (B pepakuin «1 dnakoH — 1 A63a (0,5 |~ rpynnupoBoUHOE Haume-
MI)»); HoBaHve,
— HaUMeHOBaHWeE U CTpaHy NpoU3BoAUTENS. (OH e 1opyav- |~ HaumeHoBaHue nekap-
Yeckoe LD, HA UMS KOTOPOTO BbigaHo PY); CTBEHHON hOpMbI;
— Homep:cepuy pactacoBaHHoro npenapara’ («Cepus:»); | = Konu4ecTeo. (HNaKoHoB,
- [\aTy OKOHYAHUA cpoka rogHocTK («FopeH 1o:»); foavposka, o6bemM i Konu-
~ 4aty npow3eoAcTea («Mpouss.:»). YyecTso Ao3 B 1 hnakoHe- (s
[lononHuTenbHO MoryT BbiTh HAHECEHb! TEXHUYECKUE PO~ | pepakuuu «1 dnakod — 1
W3BOACTBEHHBIE / TUMOrpadhekue Kofib!: rpadudeckie, unc- | aosa (0,5 Mn)»);
TBHHble; ByKBEHHbIE. - HauMeHOBaHVe U cTpaHa
The foll rinted on the vial label in Russian: npoussoguTens (oH  Xe
— trade name. (with.the warning sign' ®); 10pn Avdeckoe nuuo, Ha uMs
. ge:;eric }mme, KkoToporo esiaaHo. PY);
= qosage jorm name, - L
“ numfer df vials, dosage forn;, volume-and number of ¢ doses i oné vial £ : : gﬂr%p n%esnwaup a?l':c?fg:-
(text “I vial - 1 dose (0.5 mL)"); b 3
—~ name and country of the manfacturer (legal entity ~ Markelmg Au- pnn.»).. ) )
thorization holder); — [ata OKOH4aHWA Cpoka
“ ~batch nuniber of the packaged product (text “Baich: "); rOAHOCTH («FogeH po:»);
— expiry date (text “Expiry date:™); ~ [para npous3BoAcTea
—manyfacturing date (text “Manyfactured: ") («MpousB.:»).
Aa’dxtianally, technical manufacturing 7 printing house codes may be JononHuTensHO HaHeceHb!
MapKMpOBKa p) mted gr{lphic. numeric, alphabe!rcal féXH'quékme npoussoa-
Labeling: ' CTBEKHbIE / Turorpagckue

Ha nauke KapTORHOW Ha pyccKOM #3biKe yKadblBatoT:

—TOproBOE HaMMEeHoBaHWe MeKapcTBeHHoro npenapara(c

npeaynpeguTensHoit Mapkuposkoi ©);
—~TPYNAYPOBOYHOE HAUMEHOBAHNE;
- HavMeHoRaHWe NeKkapcTBEeHHOR hopMbl, BKIoHaklLee

‘crioco6 npumeHerns (B pefakuyuy «PacTeop Arns BHYTPR-

MBILLEYHOTO BBEREHUAY);

~ KONM4ecTRO hriakoHoB, A03UPOBKY, 06‘b€M ¥ KONMYecTBO
0638 1 pnakoHe (B pepakuuu «1 tnakoH ~ 1 posa (0,5
Mn)»);

— KONUYeCTBO 403 B YNEKOBKE (AN1A Nadvky KapTOHHOW, co=
nepikaleit 1:dnakod no 1 nose, — BKIIOYEHO B.peaaKuuo
«1 ¢hnakoH ~ 1 foaa (0,5 Mn)»; AnS Na4KK KAPTOHHOM, Co-
Aemkaulelt 5 ¢nakoHos: no 1 nose, — NpeAcTaBneHo B pe-
Aakuuu «5 [03 B YMakoBKe»); ANA Nauku KApTOHHOM, Co-
nepxaweit 10 rakoHos Mo 1 Joae, — NPe[CcTaBneHo B pe-
naxuun.«10 nos B ynakoskey);

— JIOroTUN KOMNaHUM NPOV3BOAUTENSA B'BUAE CTUNIN30BEAH-

HOM Hapnucu naTuHeKuMU Gykeamu («sanofiy);

— cOocTaB Ha 1 403y npenapara ¢ ykasaHueM HauMeHoBa-
HWiA U KOMUYECTB AECTRYIOLIX BELUECTB, NEPEYHs Hamme-
HOBaHWW BCNOMOraTenbHbIX BELeCTB;

Kogbl: rpacuveckue, Huc-
neHHble, ByKeeHHble,
The following is printed on the vial
label in Russian:

— trade namg (With the warning
sign ®);
- generic name;
- dosage farm name;
~ riumber of vials, dosage form,
volume and number of doses in
orie vial'(text “1 vial — I dose (0.5
mb)");
—name and couniry of the manu-
facturer' (legal entity — Marketing
Authorization holder);
—-batch number of the packaged
product-(text “Batch:");
— expiry dale (text
date:"); o
— mianufacturing date (text “Man-
ufactured: ")
Additionally; technlcal ‘manufac-
turing / printing house codes may
be printed; graphic, numeric, al-
phabetical,

“Bspiry
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IEMALEN " Wb, By
Ko / coi b 311 \1/‘ 01
MACMOPT KAYECTBA | CERTIFICATE OF ANALYSIS Vi~ X
: Ne 40000036604 Bepgia / Ve‘rsiol(é? A
Brani | Forg DY N\ &
(& ke o B
‘i{ PN 10|
HaumenosaHue MeToani . \%\Pe atel /.
< Wi Hopmei ORE A v &
nokasarerns ucneiTadus Spécification lTMﬂ%e,
Parameter Test.methods T Lt Eesulls 7 L%
~ NIpeaynpeanTentHsle Hagrucn: Ha kapione 5 Ha
«XPaHUTh B HEAOCTYMHOM AN Aerei mecre. », v DYCCKOM R3bIKE YKa3aHb:
«Tepen vcnonb3oBaHeM BHUMATENLHO 'O3HAKOMUTECA C | TOProBOE HaWMeHOBaHE
oTKOM-BKAAAbILIeM Y, , nekapcTeexHoro  npena-
«OCTaTkin HEUCTIONBIOBAHHON BaKLMHb! K MEAULMHCKWE | nara (g NpenynpeauTens-
OTXOAbl AOMKHBI GbiTh YHUUTONEHE (yTunuauposaHsl) & HOi Mapkuposkoi ®);
: COOTBETCTBUM € HALMOHENbHbIMY TpeGosaxusmu.y, ~ TPYNNMPOBOYHOE HavMe-
€ «XuMUdeckas 1 usiysckas cTabunbHoCTb nekapereeH- HOBaHWE;
Horo rpenapara NOATBEPHAEHA. NPU O[HOKPATHOM UsMe- | __ HauMeHosaHWe nekap-
HeHY TeMnepaTypel 40 25 °C 8 TeyeHue 72 HacoB.»; CTBEHHO BOPMBI, BKMIOYA~
| ¥Crepunitio.n; ioLiee ‘croco6 pumeHeHus
~ YONOBUA XpaHeHus; (B penakuvu «Pacteop ans
TyenosuA ornycka; © | BHYTPUMBILIEYHOrO BBEae-
_ ~ HauMeHoBaRue U cTpaHy NpouaBoAUTENs (oK e topHay- HISIY);
J HeCKOB 1ML, Ha UMsi KoToporo BeigaHo PY): ~ KONWYECTBO (hraKoHos,
~ LTPUX-KOZ; \ ; BO3UPOBKE, OBLEM U KONt~
~ HOM@p cepuu ynakosakHoro npenapara («Cepusi.»); YecTBo 403 B 1 thnakoHe (B
" RaTy OKOHYaHWA Cpoka roAHOCTH («[ogeH fox); pegakuun «1 chhakoH - 1
~ AaTy NpouseoAcTea («Mponss.:»). £03a (0,5 Mn)»);
The following is privted on the carton pack in Russian;: £ KO{IMHSCTB'O A03 B yna-
~trade name. (with the warning sign ®); KoBke (.qns! Navku KapToH-
—genericname; N HOW, conepiaLyen 1 doniakoH
~dosage form name, including the admiiiistration route (text “Solution | no 1 foge, — BKITKOYEHO B pe-
Jor inframuscular injection”); B i i Aakymo «1 criakoH — 1 fosa
= number of vials, dosage, volunie gnd niniber of doses.in one vial (text (0,5 Mr)»;
1 vial~ 1. ddse.(0.5 mL)"); 171 de s | = TIOTOTHIT KOMNaHUY Mpo-
Ma'pKMpOBKa‘ —g-ty-of doses.in one pack (for the carton packwith 1 vial / ! dbsg. the wsBoawTEnS B BY ae crunvi-
Labeling dextis 1 vial— 1 dose:(0.5 mL)”, Jor the carton pack with Svials /1 30BAHHON -Ha th” CU naTi-

| 1 dose; thetexi is

dose, the text is "5 doses in-a pack”, for the carton packwith 10 vials /
“10 doses in-a pack”);
~logo'of the manufacturing company in the Jorm of @ graphiic element
“SANOFI” in Latin letters;
= conmpositionfor 1 dose, including active substances, their content, and
list of excipients;
= waining labels;
“Keep-out of reach of children. "
“Read the package leqflet carefully before use, "
"Untused vaccine. residues or medical waste must bedesiroyed (disposed
of) In‘accordance with national requiremenits,”;
"The chémical and physizal stability of the medicinal produst was con-
Jirmed by asingle temperative change of up to.25 °C Jor-72 howrs, "
“Sterile,";
- Storage conditioris;
= dispensing rules;
= name and country of the mamyacturer (béing the legal entity < MA
holder); .
- bar code;
- bateh nuinber of ‘packaged product (*Bateli: ")

- expiry date. (“Expiry date:*);

- manufacturing date (“Manufactured: "),

CKuMU Byksamu («sanofin);
~— cocTas Ha 1 aosy npena-
para ¢ ykasaHuem HaumeHo-
BaHUI U konu4ecTs geiicTey-
OWUX  BELecTs, nepeyHs
HauMeHoBanuli  BeroMora-
TEMbHbIX BELLECTs;

-~ npegynpesuTenbHsie
Hapnucu:

«XpaHuTs B HefocTynHoM
ANA [ETE MecTe.n;
«Mepen  uénonkaosanuem
-BHUMaTenbHo O3Hako-
MUTLCS C NNCTKOM-BKNaAbI-
Liem:y;

«OcTatkn HevcnonsaosaH-
HOM BaKUMHKB! Ny MeauLmH-
Ckve oTXohb! LOMKHE! BbiT
YHUYTONEHB!  (yTUNU3MpO-
BaHEl) 8 CcOOTBETCTBUM c
HauWoHanbHLIMK TpeBosa-

1 HUSIMUL»;.

«XUMUYECKas U uauveckas
CTabUnbHOCTL NexapeTeeH-
Horo npenaparta noaTeep-
XoeHa
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Labeling

- Pocewiickas Peaepauus;

Specification

Mpu ynakoske (BTOPU4HOW ymakoBKe) U BbIMYCKAIOLEM:| iy

KOHTpoOre kadectea  npepnpuatem OO0 -«HaHoreky, | ;

Ha nauke KepTOHHOW AOMOIHUTENbHO YKa3bIBAIOT «Yna-
KOBLLUK (BTOPUYHEA YNaKOBKa) U BbINYCKAIOLMA KOHTPONb
kadecTsa:», HasBaHue, CTpaHy W afpec KOMMaHuW, ocy-
LECTBASIOIIEN BTOPUYHY IO YIEKOBKY W BBINYCKAOLLUNA KOH-
TPOrb Ka4YeCTEa, :e& NoroTun 8 Buae rpaduyeckoro ane-
MeHTa 1 Hagnuen «HAHONEK».

[ononHutensHo MOryT BbiTh HAHECEHbI TeXHUYECKUe Npo-
3BOACTBEHHBIE/ Tunorpaqacxwe Konbl: rpaguyeckme, uiuc-
nenHbie, BykseHHbIE.

D,ononHM'reano nayKa kapToHHas MOXeT BblTh OCHaleHa

| kOHTpONEM NEpBOro BEKPLITUA,

HononHUTENEHO MOXKeT BblTh HaHeceHa uHopMalus Ang
MOHUTOPUHTA. JBUKEHUS TEKapCTBEHHLIX npenaparos oT
NPOU3BOAUTENSA A0 KOHEYHOro noTpebuTens: (Bkioyas SN
1 GTIN),

“[JononBuTensHo MoXeT BbiTh HaHeteHa ‘crieyuanuavpo-
BaHHas 3alUTHas HaKneka Ha OQHON CTOpPOHe KapTOHHOM c

TaYKY,

Incase:of, packagmg (secondary packaging) and quality confrol release
Nanolek LLC, RussianFederation:

{‘The Jollowing is additionally specified on'carton pack: "Site ﬁ:r packag-

Jing (secoiidary packaging) and quality control release:", the name;:
country, and.address of the company performing secondmy packaging
andguality control release, its logo in the form of a graphic elementand
the.inscription "NANOLEKY,

Additionally, technical manufacturing / printing house codes -may be
printed. graphic, numeiic, alphabetical.

Additionally, the temper evidence may be applied: to-carton pack:
Additionally, the.information Jor monitoring of the medicinal drugs flow
Srom the manufacturer to the end consumer - may-be printed (including

" SN and GTIN).

Additionally, a special.protective label may be appliéd on-one side. of
carton pack.

‘ «CTepuano »
~ YCNOBUA XpaHeHWs,

— YCIIOBUA OTMyCKa;

~ HauMeHoBaHWe ¥ CTpaHa
npovasouTeris (oH e lopu-
AWYEecKoe NULo, Ha WUMS Ko-
TOPOro BEiAaHo PY);

— WTPHUX-KOA,;

- fara -oKoHYaHuWa cpoka
IrogHocTy («FoaeH Joiy);
- para
(«Mponse,:»).

The: following is printed_on :the
carton pack in:Russian:

— trade name (with theé warning
sign ®);

- generic name;

—dosage form nanie, including the
admxmstmhan route (text "Solu-
tion for intramuscular injection”);
— number of vials, dosage; volume
‘ahd number of doses: in one vial
(text "1 vial—1 dose (0.5 mL)");
— gty of doses in one pack (for the
carton.pack with 1 vial / I dose,
the text is “I vial — 1 dose (0.5
mL)");

—logo-of the marxngacluring cont-
-pany in-theform of a graphic éle-
ment “SANOFI" in Latin letters;
—composition for 1 dose, includ-
ing active substances, their con-
tent, and list of excipients;
—warning labels:

"Keep out of reach of childien.";
"Redd the package leaflet care-
Jully before use.";

"Unused vaccirie vesidues or med-
" ical waste must be destroyed (dis-
poséd of) in accordance with na-
tional requirements.”;

"The chemical ahd. physzcal stabil-

‘confirmed by a single temperature
change of up to 25 °C for 72
hours.”;

"Sterfle ", ]

Storage conditions;

~dispensing riles;

- name: and. country of the many-
Jacturer (being the legal entity -
MA holder);

- bar code,

— HOMep cepuu. ynakoBaH-
Horo npenapata («Cepuai);

npoussoacTBa:

Aty of the: medicinal product was:
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uct (“Batch:");
- expiry date (“Expiry date:”);

~ manufacturing date (“Manyfac-
tured:”).

Ha nayke kaproxioi gonon-
HUTENbHO YKasaHo «Ynakos-
LMK (BTOpUYHAS ynakoska) u

| BbINyCkaiowuit KOHTpONL Ka-

“ecTBa.», HaasaHue, cTpaHa
Y agpec komnaHwu, ocy-
LecTBIAIOWEA  BTOPUYHYIO
YNaKkoBKy. = BbInycKaroLLuii
KOHTpONL kayecTea, e& rio-
roT1n B.BUAe rpacdudeckoro
snemeHTa M Hafrvcu
«HAHONEK»,

-The following is additionally speci-
fled on carton pack: "Site for pack-
aging (secondary packaging) and
quality control Yelease:", the nane,
country, and address of the com-
pany performing secondary pack-
aging:and: quality conirol. release,
its loga'in-the form of a graphic el-
ement and - the  Inscription
"NANOLEK",
ﬂOﬁOﬂHMTeﬂbHO HaHeceHb)
-TQXHW-I‘GCKMB npouseog-
CTBEHHBIE / Tunorpacickve
Komel: rpadudeckue; uuc-
neHHble,; ByKBeHHbe,
ﬂOﬂOﬂHMTeﬂbHO navka kap-
TOHH&s -OcHalljeHa KOHTPO-

{ Nem nepeoro BCKpLITUS.

QOHOHHMTSI"IVBHO HaHeceHa
UHchopmaLiusi ans MoHuTO-
PUHFa. ABWKEHUs nekap-
CTBEHHLIX npenapaTos o
NPOUSBOANTESNS A0 KOHeu-
Horo rioTpeGutens (sinio-
Yas 8N u GTIN).

Additionally, technical manufac-
Auring./ printing house codes are
printed: graphic, numeric, alpha-
betical;, -

Additionally, the temper evidence
Is applied to carton pack,
Additionally; the inforiation. for
monitoring of the medicinal.drugs.

| flow from the manufacturer o the

end-conisumer is printed (inchiding
SN and GTIN).

=)
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Maker nepaquom YnakoBku COOTBeTCTByeT “

akenepTHOMY. oTyery.or.11.11.

AosatensHocts 0008)). 4 1+

- MakeT BTopuuHO ynaKoaKw coomeTcrayeT T

nn- N2(001514) (PI‘-RU) or,23; of 2025 (COQTBeTCTByeT
' 5 Ne 335, Y

1Jn- N9(001514) (PT~ -RU) o1.07,12. 2022 (COO‘[BETCTBye ; :
n- N°(001514) -(PT-RU) ot

w.x ;
e )

COOTBSTCT Bye'r

07.12.2022 (cooTseTcTByeT
aKCnepTHOMY OTYeTy OT
11.11,2024 Ne 24814 (no-
cneposarensHocTb 0008)).
MakeT BTOpUYHON ynakosku
COOTRETCTBYET

1IM-Ne(001514)-(PT-RU) ot
28,01.2025 (cooteeTcTByET
KCTIEpTHOMY OTYeTy oT
13.01.2025 Ne 335 (nocne-

| nosaTensHocTe 0009)).

Yenosus Xpanerus -

{54

i s | Bame” -CooTseTeTBYeT
Stokdils Soniieny Store ref zgem!ed (2t08 °C) *Do not f) eeze
Cpok roaHoCTH : e RN p _
: Wi A 48 MeCHLlEB 3 ~3.g- 4 o &
(xpaHeHus) dimanths T (\JOOTBeTcTByeT

Shelf life (expiry period) | ° 4 BRI
MpuMeyanis / Notes:. Z " &

3AKm0‘-IEHVIE | coNcLUsION:

v
?x

§ ,;vfj;
Mpenapatr  MenKeadghu®, pacmsop 6!1;1 eHympuublwetmoao GGGBEHUH, 0,5 mn/do3za
Product MenQuadf@ solution for m!mnmscular mjecrion 0.5 mmL/dase 3
| AATD l'g_fﬁ yrfien b Wik o x| |
UBB56AB @6@ gﬁg %y -- P NMENg(001514)-(Pr-RU)-141124
cepus / Coorae‘rcrsyer/He coorsercrayer ; }' P HOPMaTHBEHOro JoKyMEHTa
batch is:compliant / ts not compliant with -+
HavaribHuk OKK |
Head of QC Departnent

Domxrocts £ Position




