PA3SPEIIEHUE
Ha BBOJI B TpaXkIaHCKuil 060poT B Poccuiickoit Denepanun cepuu WTd TapTHu
npousseneHHoro B Poccuiickolt Mepepamuy win BBo3umoro B Pocceniickyro ®@enepanuro
MMMYHOOHOIOTHYECKOTO JIeKapPCTBEHHOTO TIPENapara

Ne P006-00110-77/03946715 ot 10.12.2025

Brigano O6miectBy ¢ orpanudeHHo# orBercTBeHHOCTRIO "Hamomex", Pocems, 123112,
r. MockBa, BH.T€p.I. MyHULMIANBHEI okpyr IIpecuenckuii, yi. Tectosckas, m. 10,
nomer. 1/16, THH: 7701917006.
(HanMeHOBaHNE FOPHANYECKOTO WL, FopUIHIeckuit anpec, HHH)
®enepannuasi cayxb6a mo Hax3opy B cdepe 31paBOOXpAHEHHS] HA OCHOBAHUH
3AKJ/I0OYEHUs]  HCOBITATEJBHOIO  IEHTpa  OKCIEPTU3Bl  KAvyecTBa  MENUUMHCKUX
UMMYHOOHONOTMYeCcKHX TIpenapatoB (MeqepalbHOro TOCyIapCTBEHHOTO OIOIKETHOO
yupexnenus "HaydHelfl IeHTp 3KCIepTH3LI CPeACcTB MEAUIMHCKOTO IpUMeHeHus"
MunrcrepcTa 3apaBooxpanenns Poccuiickoit Meneparmu
(HanmenoBaHue (efepPaNEHOro TOCYAaPCTBEHHOTO GFOKETHOTO YUpeXISHHs)

or 09.12.2025 Ne 1329/HIIDCMII paszpemaer BBoJ B rpaxaancKkuii 06opoT

(mara) (HOMED)
B Poccuiickoii (I)ez(epaunn HMMYHOOHOJIOTHYECKOro JleKapCTBeHHOFO npenapaTa

MeHKBaJI(bI/I

(Toproroe HaMMEHOBaHUE)
Bakuuna s npodmnaKTHKH MEHUHTOKOKKOBOM uudexnuu ceporpynn A, C, W, Y,
[IoJIcaxapyuiHas, KOHBIOTHPOBAHHAS
(MeXTyHAPOIHOE HEMTATEHTOBAHHO® HAUMEHOBAHHE (IPYIITMPOBOYHOE HITH XUMHUECKOE)
PacTBOp A7 BHYTPUMBITIEYHOTo BBefeHus 1 nosa 0.5 mi - duaxons! (1 mr.) -
TTaYKU KapTOHHBIE ' '
(bopma BeITycKa (C yKazaHMEM NEKapCTBEHHOM POPMBI, J03MPOBKH, (haCOBKH) M KONMYECTRO B YITAKOBKE)
cepuy  UBSI6AE |, o6Gbem cepun wim maprun 106896 g
(womep cepun) (KOIMYeCcTRBO YIaKOBOK)
rogen no 07.2028 ,
(cpok rogHOCTH)
npoussoacrsa Canodpu ITactep Mnk., CIIIA, Discovery Drive, Swiftwater, Pennsylvania,
18370, USA (mpomsBomurens (rorosoit JID), mepsuunas ymakoska); O6mecTa ¢
orpanudeHHoR orBeTcTBeHHOCTEIO "Hanonex" (OOO "Hanomex"), Poccus, Kuposckas
o6macTs, OpHYEBCKUM MyHHIMIIATBHBINA padon, JIEBUHCKOE TOpOJCKOe IOCeleHH e,
buomemunumuckuit  xommaexe HAHOIJIEK  rtepputopuss (BTOpu4HAas — YIIAKOBKa,
BEIITY CKAIOIIHI KOHTPOJIE KAUYeCTBa). _

(HanMeHOBaHKE ¥ aJIpec IMPOH3BONTEN (C yKA3aHHEM CTAXMI POM3BOACTBA)
Perucrpanuonnoe ynocrosepenue Ne JI[T-Ne(001514)-(PT'-RU) ot 07.12.2022.
HepakaTens peruncrpanuonsHoro ypocrosepenus Canodu Ilactep > YIgm
Discovery Drive, Swiftwater, Pennsylvania, 18370, USA. s

(HauMeHOBaHUe, anpec)

JOKYMEHT ITONITMCAH
NIEKTPOHHON MOIIIUCHIO

SHMSQ KTGHB PYKOBOOUTEISL
\ \

Hanasopa Ceprudukar 42D 1B24ADS2BBD113BD1263FE2CCBCE9

Baanencu Mapxomenxo Jyurpuii Beenosrogonuer

Hettcrnuresen ¢ (07.04,.2025 wo 01.07.2026

I “TTapxomenko

CT, MEHE A XEP 013 APOAXAM
AGAEBA (.A. NO MPUKA3Y

S Ned4-23MoT0112.23T,
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HAHDAEK

ARFERN s e revranyk

ACROPT KAYECTBA | carmiricaze or anasvsts
Ne 40000036103

Kog 7 Coder 3T-T103-03-001

Bepeust [ Version: 8
Bhak | Form 1

MerKeadghu®, pacmeo
MenQuadfi®, solution Jorintramn

p Ons sHympumbiweyHozo0 egeden
iscular infection 0.5 ml/doge

us, 0,5 mn/dosa -

Nedd-2300701. 2.2

ABAEBA 0. A. NO (PUKASY

) 91

PRI

| MexpyHapogHoe HenaTeHToBaHHOS Eam&ma Ana _npodmnakr_mw/; "?HV':/H?KOK
! HauMeHOBaHue nekapcTeeHmHoro = KOBOW MHGERLMM ceporpynn A, i W, Y, No-
| ; nncaxapuaHas, KOHBIIUPOBaHHas
i npenapara e 3 "
| International ron-proprictary nae Meningaoccal, serogrowps 4, C, W, ¥, polysaccharide
i : corjugated vaceine -
| Homep cepum N
i Batch No, UBB16AE
! Kon-8o ynakosok & cepuu :
: O-tyof packsin ihe bateh 107 396
| dara npoussoperea 20.08:2024
’ Manufacturing date
, lopeH go 31.07.2028
i Expivy date . .
! PerucrpaumonHoe yAaocroBepeHue L -
| Marketing Aithorization JM=N8(00151 H-(PT- -RU)
| Hanmerosanue cybeTanLm :
: Substancg name - Z
i Cepus.cyGeranim
f Substance batch Z
Mpoussogurens cyBcraniimm
‘ Substance manyfacturer Z
| Wenbitanus BbironHens! ro : S -
| Tested as per _ ﬂn-NQ(001514)-(PF-RU:).-?I4~1'124'
Haumenoranue MeTtogwr - Wi '  Pesynetar:
noxasarens nenbITaHus Sp eclfication HucHbITanua
l’ Pardameter Test methods . F R Test resulfs
: ‘ S ” BecuseTHblil npo3paUHbI pac- .
| Onvicanue BusyansHeiii TBOP o 5:5;‘;;;””'” MPO3paUHsIn
i Abppearance V{sual/ Colorless cleay solution Cotorlass foi ; ‘séiﬁéian
b
i OTHOWeHWe SHaYeHUs onTive-
| CKOW NNOTHOCTY  MensiTyemoro
,’ obpastia BakUWHbL k cpenHemy
} | SHaveHmio onTuyeckoir nnotHo-
, CTv-GnaHka [onKHE Bt > 7,0
i - o o | AT BCEX YETHIpEX, BXOAALMX B .
| ”PSMOM HBOUHON | gg COCTaB ceporpynn aHTUreHoR.
i 'TBZ?AOQDESHMV[ UIMMY~ | [hon oToM peakuns Benka-Hocu.
'| HOMEPMEHTHBI aHa- | teng . ChIBOPOTKON  afTHTen -
M‘“e”mw"{a“"” w3 (ELISA), meTonuka NPOTUB CTONBHSAKE AOrDKHA BbiTh MogTeepkaena
/! Identity NpoussoauTens MofIoMUTENbHAR, & ¢ ‘ChlaopoT- Confli
% Strait dm{bg? et"fwwe-'i"k&d‘ KO @HTUTEN NPOTUB AUTEpiM ~
. inmunosorbin z_lsmly oTpULETENbHAs _ 3
'! _(EI]IS?,_ .. ‘manfaetarer s The ratio of the optical density of ‘t/z'%"':
i go vaecinetest saniple-to the insan valite,gf |5
i the ‘b‘lm,rk._ogtiéa/ density niust -be;'>’7§" ) I
Jor all Jowr -constituent anﬂge’(. i
| Serogroups. At that, the réqeiion of the\|w
i o c&r'f}férpi'oref/rwltl:_iefan‘ns,antz‘bz)dy;r
j "t hiust bé positive, and with diphthe-{ -
I; ,riq»_a)rt(bo‘a{))*‘seru‘m mist be negative..
| GT, MEHE [AXEP N0 NPIAAXAM
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adl ) | Kog [ Code: 3M1-1103-03-001
HAHDAEK NACIOPT KAYECTBA | CERTIFICATE OF ANALYSIS , ‘
Ne 40000036103 Bepcus / Version: 8 ;
Bnauk [ Form1 l
HaumeHoRaHUe Metopbt S PeaynbTathl
noxasarens HenbiTapus HOPME!_ ucnbiTaHus
Paramieter Test methods ‘Specification Testresults
N 4 " ; Mpenapat 4omKeH BoidepKuBaTe. | Mpénapar  skigepkvsaeT
MpospayHocTh Busyanbhbiit, PEASC | R o i s e
Clarity Visudl, Ph EAEU CpaBHEHVIE C dTanoHoM | | cpaBHeHne ¢.aTanoHom |

Mistbe comparable with.reference £ Comparablewith-reférence [

Mpenapar pomkeH BbiTe -Bec- |lpenapat BeciipeThbin B

HBGTHﬁCTb BVlByaﬂlﬁHbtﬂ'l,- OEASC »:UBGTHbIM no czpaaHeHmo T BOLOU JQPGBHGHICM ¢ Bogown ans
" Color Visual, Ph. EAEU AT HHEBIKN VHBeKUM
7 & % 3 . 3 Jou o s H
The productiust be colorless when com- |'The productis coloyless when com- |3
paredwithavaterfor ijection pared with water: {or injection

Bugumble MexaHWveckus Bknio- | Bugimele  mexasudeckue

u exaHu- A eTo= | .
Bupumeie mexa Busyanetisid, ~ Mero JeHUA [OMKHBI OTCYTCTROBATH | BKITHOHUEHUS OTCYTCTBYIOT

YecKue BKRIOYEeHNs | AuKa npon3sonutens

Visible particulate mat- | Visual, manmifacturer’s H,E)'{l Bmya.anOM OCMQ.TPE. s np@_awaygnwom vOCM‘?Tp e
i snathid Visible particulate matter miust be absent | Visible particulate matteris absent
) - ) diiring the visval inspection during the visual inspection

Busyarnbhbit,  METO- | paorann nomieH Giimh romore-

[omoreHHocTL fvka npousBoAnTeNs | - PacTBOP rOMOreHHkbIH
Hontogeneity ' Visual, manyfacturer's The solifi Be i Homogenous solution |
method .11e SQ ufion.must oe :qmaggnaus :
BuiayanbHbii METO- Pactaop pomieH ceoboaHo npo- | Pacteop ceoBofHo npoxo-
oo | i Toousosram | AT SUDAL SR |10 urpngepes ey
uepes urny wnu GEASC i ele Ao S e MM 9G.x 518" (0, M
Syringeability Visual aHfaeter's Tlie s6lution must pass freely-into the sy- | The solution passes freely into the
' ks m.e'r{h o:f or Ph. BAEU ringe theough the-needle. 25G x 5/8" (0.5 | syringe through the needle 25G %
P % 16 mnt) 5/8" (0.5 % 16.mm) ;
ToTerynomeTpuye- , ' i
cxuit, O.CLUA urn j ; & :
pH GEADC 915,640,615 5,9
) ; . 5106.5 !
Potentiometric, USP or Ph, HAY,
FAEYU
' MaBRekaembiit T pasumeTpudeckni, ®. A .
OBl o CLIA v ®EARC He metee 0,5 mMn/doriakou 0,5 mn/cbniakor |
Extracrabloolinme Gravimetiic, USP .or Ph. Not less than 0:5.mLivial 0.5 mLivial
g i FEAEU
BoicokosdekriBHas

aHnoHooBMeHHas Xpo- |
marorpacus ¢ MM i

TYNBCHBIM —AMNEPO- | 14 Gonee 30 % Kkaxaoro nonuca-

. METPUMECKAM ACTEKTU- | yoiina  meHUHTOKOKKA  (Cepo- A<B%
CaoBoarbi posaswem (HPAEC. | b e MTIron@ (eep C<3%
z . [} 1 ¢
;?iiiiﬁi‘i‘?”g” 4 PAD); METOAUKE TR0~ | Not mare than 30 % of each meningo- Y <5%
nasoauTens Goceal polysacchiaride (serogroups 4, C, W-135 < 4%

High pevforniance anfon-ex- | W, and ¥)
chahge  ‘chromatograpliy
with pulsed: .amperometric
detection  (HPAEC-PAD),
manufacturer's method

MewmBpanHan  dune-

i
|
CTepUALHOGTS Tpalua, ¢.CLUA, E® | Mpendpar gomked BbiTh CTe- HORIAEN i
Stevility unu ®EASC pUnBHBIM Sterilen i
Membrane  filtration, USP, | Must:be sterile g ;
Ph.Eur,, or Ph. EAEU Lo I
Crpo XpOMOreHHBIM KuHeTH- gg; 1EEU?d‘
BakrepuansHsie deckiil metoa (meton - i o . ki S

R - vl : Not moie than.2,50ETEU/ose 58 thans
,Ea{wteual sidoloxins PEABC Mei1&&/2,50f
Less Hian:2;50.

CT, MEHE A XEP N0 NPOJA X AM |
AGAEBA Q.A. N0 NPHKA3Y
Nedd-92300T01.12.23,1.
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Kog I .code: 3M-M03-03-001

Must be non-taxie
method oy Ph, EAEU :

HAHOAEK NACTIOPT KAYECTBA | CERTIFICATE 07 ANALYSIS
Ne 40000036103 Bepeust | Version: 8
Brang [ Form.1
J Haumenosanue Merog! r— PesynbTaThl
' nokasarens UCHBITAHUS opmbl UeneIranus
; i Specification f ‘
Parameier Test methods S . Test resulis
Chromagenic kinetic N
method “(inethod D). USP,
Ph, Eur, or Ph. EAEU
Buonoruyeckult, meto- T
AHOManbHas Auka npoussogurens | Mpenapar fomwew Bblrb HeTOK- . .
TOKCUMHOGTH unu PEASC CUMHBIM Heg"*«?“‘ff‘b'”
e ey . » Nonu-toxic
Abnormal toxicity Biolggical, hanufacturer's

! Obwee conepma-
Hle
nonucaxapupos
Total polysaceharidas

Bricokoaththekrusrag
aHUOHOOBMEHHAR' Xpo-
Marorpadust ¢ um-
NynbcHuIM amnepo-
METPUYECKUM neTeKkTin-
posaHuem  (HPAEC-
PAD), meropuka npo-
usBoauTens

High performarce dinion-ex-
change chromatography
with pulsed amperometric
detection  (HPARC-PAD,
manifacturer’s method

Ot10 go 30 mkr/mn KaXKaoro ro-
nmeaxapuaa MeHUHIokokka
(Ceporpynn A, G, Wu Y)

polysaccharide. (Serogroups 4, C, W,
. and'Y)

101030 pg/ink of édchjzzrériingaéoccaj.

A=17,4 Mkrivn / aghit,
G =283,5 MKr/mn / ug/n,
Y

=193 MKr/MN/ pg/ml,
W-185 = 20,2 mKr/Mn / jigsn L,

Yriakoska
Packaging

- KavHoro crekna (tuna f) BMeCTUMOCTEI0 2 My,

Nepsuynas ynakoska
Mo 1 nose (0,5 Mni).npenapara Bo pnakoHbi 13 Bopaciisin-
KOTOPBIE YKy~
fIOPUBAKT NPABKOH, USrOTOBHEHHOMN U3 XNopsyTina (Heco-

AepXaLlero nartekca), v aakaTeiBaoT anlomMvHnesbim kon-
NaqKOM; CHAGKEHHBIM OTPLIBHOM MHECTUKOBOM KpbiteHKon

‘no-Tiny «flip-bffy,

Primery packaging : :
Ojie-dpse (0.5 mL) of produet in-a 2ol vial made of borosilicate glags

(Type ) sroppered with-a.chlorobity] (latex-free) stapper, crimped with
| an alumingmcap with a flip-off, ‘plastic dise.

Bropuynas ynakoska

Mo 1, 10-thnakoHos (Carodhir MacTep WHK.) unu o 1, 5
hnakoHoB.(O00 «HaHonek») smeste ¢ JUCTKOM=BKIIEREI-
WIEM B KapToHHYH0 Navky. . ‘

1, 10 vials (Sanoft Pasteur Incy), o 1, 5 vials (Nanolek LLE) with a pa-
tient information leqflet in w.carton. pack.

[epeuynan ynakosxa

Mo 1 pose (0,5 Mn) npena-
' Pata Bo dnakorax ua Gopo-
- CUnuKaTHoro crekma (tuna
I) BMecTumocTbio 2 M, Ko-
TOpLIE YKYriopeHb npoBKkon, |
. USrOTOBMNEHHOR U3 XhopGy-
TUNa (He copepxatlero na-
TeKCa), 1 JaKaTaHHLIX arnio-
MUHUEBBIM: kofinaykom,
CHabXeHHbIM OTPLIBHOI
(A8CTUKOBON  KPBILLEYKOL
no runy - «flip-offs.

Primary packaging

Oné dose (0.5 mL) of product ina
2-ml, vial made of clear borosill-
cqte.glass (Type 1) stappered with
‘a‘chlorabunl (ldtexsfiee) stoppey,
| cerimped with an - aluminum eap
ith a flip-off plastie disc.

4, Bropuanas ynakoska

w1 nakoHy smecte c
ACTKOM-BKIIAAbIWEM B

BTQHHYIO Nayky
condary packagin

CT,MEHELXEP NI NPONAXAM
ABAEBA Q. A, Mo
4-23NM 010112, 23,7,

NPUKASZY
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Koa ! Code: 3TT-T103-03-001

HAHOAEK MACTIOPT KAMECTBA | CERTIFICATE OF ANALYSIS
N2.40000036103 Bepewsi | version: 8
Braug | Form 1
HaumeHoBaHwe MeTtonmi Mot Pesynwrarhl
nokasarens . wcnt;xranua -Specgﬁedtion UCTILITAHKUA
‘Parameter Test methods. S Test ragults

Mapiuposka
Labeling

Ha stukeTie:driakona Ha PYCCKOM S3bIKE YKA3bIBAKT:
—-Toproaoe HauMeHoBaHKe NekapcTeeHHoro npenapara (
npeaynpenuTenbHoll MapkvpoBKoi @);

ek rpynnupoaowoe HaumeHosakue;

~ HaUMBHoBaHMe NekapcTaeHHOu hopMmbl;

~ KONN4ecTBO.(hNAKOHOB, HO3MPORKY, OBBEM 1 KoNUYecTBO
po3 B 1 dinakoHe (B pegakuim «1 triakon — 1 fo3sa (0,5
MIT)»);
|~ HaUMEHOBaHWE 1 CTPaHy NPOUSBOAUTENS (OH e topuai-
"YecKoe ANLO, Ha UMS KaTOPOro BhIAaHO PY);

= Homep. cepum paccacoBanHore npenapara («Cepus:»);:
= (aTy OKOHYaHWA CPOKE rogHOCTH («FOAEH BOIY);

- pary npomaaoncnaa («Tpouss.:»),

FononHuTenbHo MoryT BbiTh HAHECEHBI TEXHUYECKUE Mpo-
u3BOACTBEHHbIE / TUNOrPachCKMe Kopb!: rpacdiiieckue, Hic-
neHxbIe, BykeeHHbIe.

The following is printed-on the vial label in Russians

~ititade name.(with the warning sign ®);

~generic name;

~dosage form nate;

~Himber of vidl§, dosage Jori, volume and munber of doses in onevial
(text “J vial = I.dose: (0.3mL)");

=~ Hiahig-and countrs of the manufactiver (legal enhty —Marketing At
thordzation holder);

~ batchnanbei-of the pdackaged product (fext “Baich:");

~ expiry.date (text "Eapziy date:);

~manufactucing date (text: “Manyfactured: )

Additionally, techiigal: nidinifacturing / pitnting house, eodes may: be
printed: graphic ninterie, alphabatical,

; HE{ nayke KapTOHHOW HA PYCCKOM A3bIKe YKAIhIBAKOT:

~— TOProBoe HauMeHoBaH!e NekapcTeeHHoro npenapara (¢
nipepynpeanTenLHON Mapkuposkoi ®);
= [PYNNMPOBOYHOE HaVMEHOBaHUE;,
— HauMeHOBaHWe NeKrapeTBEHHOM. thopMbl, BKniovallliee
cnoceB npumeHeHus (8 pegakuyy «Pactsop gns BHYTpY-
MEILUEHHOTO BBEOBHUSIY);
~ KONUYECTBO hITaKOHOB, AOSNPOBKY, OGBLEM 1 KOUUECTED
Ao3 B 1 hnakore (B pegakuun «1 dnakoH — 1 gosa (0,5
L MIT)R);
- KONUYECTBO A03 B ynaxkosKe (4N navkk KapToHHON, ¢o-
Aepxatdeir 1.conakoHno™l foae, —BKMICYEHO B pepakLmio
«1 cprakor - 1 go3a-(0;5 mMr)»; fns nagkv KapTOHHOM co-
Aepxalyeli 5 onakoHos no 1 [6as, ~ NPEACTABNEHO B Pe-

Aepxauwyeit 10 chriakoHos no 1 fo3e, ~TpefeTaBieHo B pe-
Aakunn«10 [o3'a ynakoBKEy);

= NOCOTUAN KOMNAHUY POUSBOANTENA B BILE CTUNN30BEH-
Hoil Hafnuew naTuHekun GyKkaamm («sanofis);

—~'COCTaB HA 1 [o3y fperiapara ¢ yKkasaHuem HaumeHosa-
HIAW W KOTTANECTB NefCTRYIOLIMX BelecTR, TEpeYUHs, Haue:
HOBaRUA BEnomorarenbHbIX BELLQCTS; /

Aakumu «5 [03 B yNakoBKE»); AR NAYUKA KAPTOHHON, Co-

F¢ J p/mbenca[

Ha arukerke drnakoHa Ha
PyCCKOM A3BIKE YKa3aHbl;

~ TOProBoe: HanMeHoBaHue
neKapeTeeHHOre  npena-
para (¢ npegynpesuTent-
HOW MApKUpOBKGA ®);

-~ FRyRrMpoBaYHoe Hanme-
HOBaHWE;

~ HaUMeHoBarnune nexkap-
CTBEHHOI hopMmB;

= KONUMECTBO cpnaKoHos
Ao3npoeka, o6beM U Konu-
YyecTso f03 B 1 thnakoke (8
pegakuyun «1 dnakod — 1
Aosa (0,8 mn)»);

— HalMeHOBaHue n CTpaHa
npoussoguTenss (OH ke
opUAnNECKOe NULO; Ha MR
koToporo:BblaaHo PY);

- Homep cepn pacdaco-
‘BaHHoro .npenapara («Ce-
PSR,

- [ata OKOHYaHUR cpoka
TogHocTn («FoneH 4o:»);

~  jard npoussoacTea
(«Mpowuss,:»).
ﬂOﬂOﬂHMTeﬂbHO HaHeCeHbl
TEXHUYECke  TIPOM3BOD-
CTBEHHBIE [/ TUMNOrpadckie
KOAR: rpaduyeckue; umc-
newble, SykseHHble,

The following is printed on the vial |
[abelin Russian:

~ trade naing: (Wit the Warning
sign ®);

~.generic name;

- dosage form name;

- number ‘of vials, dosage. form,
volume and rumber of doses in
one:-vial (text 1 vial — I dose (0.5
mb)");

—name and countryof the manu-
Jacturer (legal entity — Marketing
Authorization holder);
= batoh number of the packaged |
product (fext “Bareh:”);
— expiry date  (text
date:”); _
~ mantfaeturing date (fext "Man-

Expiry

chpteal manyfac-
e codes may

ted: gra}{k' Ruineric; . al-

}(‘1 MEHE L XEP 110 PO A X A M
AEAEBA 0. A no

P UKA Y
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Kog 1 Cade: 3M-103-03-001

HAHOAEK. TIACTIOPT KAYECTBA | ChrtIFICATS OF ANALYSIS
h Ne 40000036103 Bepcusi | Version: 8
L Bnani.! Fornm 1
Haumeroraxne ‘MeTopt Hopmb! Pesynsrats!
nokasatens UCTbITaHUS Specification uenbiTanms
Parameter Test methods Tost results

| Mapkuposka.
Labéling

= expiry date (“Explry date: ");

= (pegynpeauTenbHble Hagnueu: ,

«XpaHuTs B HEAOCTYNHOM ans:neTeil Mecre.»;

«[epen vienonbaoraHen BHUMATENEHO O3HAKOWMUTECA ¢
NCTROM-BISI8kILLEM. »! . )
«Ocratkn Henenonk3osaHHoN BaKUMHBI vni Meguuvtckie
OTXOAbI [OMKHBI BhbiTh YHUMTOMNEH ;(ymnm“ampoaaHs{) B
COOTBRTETBUM C HALIMOHANBHBIMU Tpebosanusim.»:
«Xumudeckan u dusudeckas CTabuUNLHOCTL nekaparaek-
Horo npenapara nogreepigeHa TIPU - OLHOKPATHOM U3Me-
| HeHuu Temneparypsl ao 25 °C BTeueHne 72 4acos, »;
«CTepunbHo.»:

= YCNOBUs XpaHeHus;

~ yenosusi.otnycka;

~ HaUMEHOBaHWe U CTpaHy NPOUSBOLUTENS (OH X6 IopULI-
HBCKOe nuuo, Ha UMA KoToporo BblhaHo PY);

= WITpUX-KOA, ‘

- HOMep cepun ynakosaHHoro npenapara («Cepus;»);

= ATy OKOHYaHUA Cpoka rogHocTy («TFoper pow);

= Aary npousBogcTBa («Tpouss.:y).

The followin IS prinfed on the carton:pack in Russtan;
~trade neme (with the warning sign ®);
—gengric.name; o

= dosige forin name, fneluding the administiation rouite (text "Solution

Jor intramuseular injection e ‘

= number ofvials; dosage, volune gnd muber.of doses:in one vial (text
“I'vial -1 dose (0.5 mI)%); . _

~ gty of doses in-oné pack (for ihe carton pack with I vial /.1 dose; the
fext ks 1 vial - 1 dose (0.5 mL) "\ JO¥ the carton pack with 5 Vials / 1
dose, the text is “S doses in q Pack”, for the carion pack with 10 vials /
1'dose, the textis “10 doses in o pack"); N

~Jlogo of the manyfactyring company in the Jornt ofa graphiic éleniént

“SANOFI” in Latin letters,: o
~compuasition for I dose; neluding active substances; their content, and
list of excipients; : o

~warning labels:

“Keep out of reach of childisn, %

“Read the package leafler carefilly before yse.

"Unused vaceine residues or medical yaste niustbe destioped (disposed
of) in accordaice With national: requiremenrs:

"The cheniical and physical stal ity of the miadicinal prediict was con-
Sirmed by a single temperature change of up t0'25 °C for 72 houys. s
“Sterile,";

- storage conditions:

- dispensing Folés; :

- name and country of the. manfacturer (being the legal-entity.
holder); ; . : ¥ )
-barcods; .. .. .. , '

- batoh manber of packaged product (“Berch: »);

~manyfacturing date (“Manigfuctired:),

| Ha. kapToHHOi navke wa
DYCCKOM 5i3bike Vkazarbi:

“~ TOProBoe HallMeHoBanue
TeKkapcTeenHoro npena-
para (¢ fnpenynpeauTens-
| Holt MapkupoBKoit ©);

~ TPYNNUPOBOYHOE HaiMe-
HoBaHue;

~ HanmetHosanue nekap-
CTBEHHOM thopmbl, BKMoYa-
toljee cnocod npumeHeHus
(8 peaakuun «Pacteop gna
BHYTPUMBIILGYHOrO BBEsE-
HUs»);

~ KONUYECTBO hnakoHos,
Aosviposka, 06bEM U Kenu-
HecTBO 108 8 1 riakoHe (s
pemakuuy «1 dnakon - 1
Ho3a: (0,5 mn)»);

~ Konu4ectso f03 B yna-
KOBKe: (Anst nauku - KapToH-
| Hoit, copepxaluelt 1.¢hnarom
no 1 03e, = BKAIYEHO B pe-
ABKLMIO «1 hriakoH -1 fosa
(0,5 mny»;

= JIOrOTUN ‘KoMMaHK npo-
MssonuTens B BUAE CTUNU-
30BAHHOW  HAANNCH naTuH-
Ckumu BykBamu («sanofiy);
— ¢ocTaB Ha 1 fosy npena-
pata ¢ ykasaHuemM HaunieHo-
BAHWW W KonuuecTs nelicray-
OWNUX  BBLIEeCTB, nepeyHs
HauMmeHosaHW  BEnoMora-
TeNbHbLIX BellecTs;

. npepynpepuTentHLIe
Haanuen: ;
«XpahuTb B HenoeTynHom
ana gereit Mecre, »;
«Tepey  venonb3osaHnem
BAUMATENbLHO 03HaKa-
MUTBCA € NNCTKOM-BKNAbI-
JIEM.»; » Lo
Qgrarku HEMCTIONLIoBaH-
QU BAKLMHBI MW MeAULINH-
‘j;rxonbl AOIKHBI BbiTh
DKEHbI  (yTUnMsupo-
/i B cooTeetcTBMM ¢

XaMUYeckas 1 drisndeckas
abunbHOCTL nekapcraen-
HOro npenapara nogreep-
MaeHa

N4~

CT, MEHE X2 )
ABAEBY 0. 4. o
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e i .
T Kog ! Code: 311-103-03-001 ;
HAHDOAEK NACIMOPT KAMECTBA | CERTIFICATE OF ANALYSIS i
- Ne 40000036103 Bepeusn./ version: 8 i
Briank | Form 1
’ : !
Haumenosanmne Metonut T Pesynbrarh |
noKasarens WCALITAHUA Speciﬁcatia'n UCNbITaHKUA ’
Paramieter Test methods ) Testresults - ;
_ o L oo | 1pY QHROKPATHOM wameHe- |
ﬂpm ynaiosKe: (BTopU4Hol ynakoske) i BbINYCKAIOLUEM | i Temnepatypsl 4o 26 °C {
KoHTpone: kayecraa r;plempmmmem QOO «Hajorieky, B TeuEHe 72 Yacos.»: z
Poccuiiokast Pepepalus: , e _ «CTepunbHO.»; ;
Ha niaike kapToHHol AONONHUTENbHO yka3kisaloT «Yria: ~ YCTIOBUS, XPAHEHUST, |
| KOBLWMK (BTOPUYHAR ynakoBka) i BEINYCKAIOLWMIA KOHTPOML ~YGHOBYS OTNyeKa,
Kavectna:y, Haseanme, CTpaHy W aapec KOMAHWM, oY= | \aueronanie w cTpana |
LGCTR/IAIOLUEN BTOPUNHYIO YaKOBKY W BbINYCKAIOWAN KO- | nooysno auTens (oH e topy- ||
TPOMNb Kadectsa, e noroTun & BuAe: rPAIMECKOro ane- | jivende ANLO, Ha UMA Ko- ||
MeHTau Hagnucn « HAHONEKY, TOpOTo BbiAAKHO PY); |
: . ) « v = LUTPNX-KOL; i
HononHuTensHo MoryT BbiTs HaHeceHb! TEXHUNEGHHE MPO- | _ yioiien cepuu ynakosaH- !
MISBOACTBEHHBIE/ TUNOrpadickue: Kopibl: rpachmyeckie, Yie- | yore rpenapata («Cepusi»); |i
| DeRHL, Qykeehtie. o |- mata okonvaws cpoka ||
HononHurensHo nayka KapToHHas MOXET GbITs OCHALLEH roaHoeTH («MoAeH A0:»);
KOHTPOIIEM NepBoro BCKpBITHA. ‘ ~ fata  npoussopcTea |i
[HononHurentHo MoxeT BbiTh HaHeceHa MHdOPNaLa Ans («ITpovias.:»),
MOHUTOPUHIE OBEKEHWUS NEKAPCTBEHHbIX npenaparos oOT N
NPOUEBOANTENA A0 KOHEYHOro roTpediTens (skrmiotast SN | 7y,  following. is: printed on - the
| WGTIN), ‘¢arton pack in Russian:
LononturensHo ‘moier Bbith HaHecsHa. CNEUMAnUINpo- | — rade nane (with the warning
BarHan 3allUTHan Haknelika Ha: 0AHOM CTOPOHE KapTOHHOM | sign'®); ‘
nayku. —geneiic name;
It case of packaging (secondary pachaging) and quality control rélease ~dosage form name, including the
Nanolek LLC, Russian: Federation: ' administrationi roiite (text “Solu-
The following is additionally specified on carton pack: "Site for packag: tion for intramuscular infection”);
ing (secondary packaging) and guality control reléase:". the name, ~wwitber of vials, dosage, volume
o ‘country,.and.acddress of the company. performing secondary packaging. | and "f{"’-b""" of ‘1938'5‘ in one Xz'al
Mapkuposica and guality control reéletise, its logo in the forni-of a graphic elément and | (fext “Lvial—1 dose (0.5 mL)");
‘Labeling the.inscription "NANOLEK", . —g-ty-8f doses i one pick (for the |!
Additionally, technical manufacluring / printing house codes may be | ¢arton pack with.1 vial 7 1 dose, |i
printed: graphic, hiineric, alphdbetical. the text is “] vial - 1 dose (0.5 |!
Additionally, the temper evidence may be-applied to varton pack mb)s);
Additionally; the information for noiitoring of the medicinal drugs flow | — l0go. of the. manufacturing coim-
Srom-the manufacturer to:the end consumer may be printed:(inchuding | Pany in the form of a graphic ele- |\
"SN anid GTIN. ‘ . | ment “SANOFI" in Latin letters; !
Additionally, a special protective label may be appilied-on one side of | —camposition. for I dose; includ- ||
éarfon pack, ing active §ubstances, .theii con- |}
tent, and-list of excipients; |
—Warning labels: !
“Keep outof reach of children,: |
"Read the package léaflet care-
Jully beforecuse.; i
"Unused vaceine residues or med- |,
ical waste must-be. desticoyed (dis- i
posed. of) in accordance with na- ||
tional requivements,”; H
“The.chemical and physical stabil- ||
. ity of the medicinal product was |
nfiimied by a single temperture [
chiapgeaf up 1o 25 °C for 72 ||
HoursH; Ny ‘ ‘
“Steritezs \ f
{
- dispensing rules;
-.na{g}';’a d jcountry of the mariu- |
Jacryrer’(being the legal entity — |
vl M hol, (?;')- |
1By colle; ’
2
CT, MEHE A XEP*NI NPONQAXKAM ‘
|
i
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o ‘_‘ Ko / Godes 3T1-1103-03-0071
HAHDOAEK [TACTIOPT KAYECTRA | CERTIFICATE OF ANALYSIS |
N2 40000036103 | Bepeus ! Version: 8

Bnauk [ Forn 1

HaumeHosanue Meton

rnokasarens UensITaHuA
Parameter Test ntethads

PesynwraTs:
uenbITaHus
Test results

Hopmer
Specification

- baich number.of packaged prod.
et (“Bateh:);

-expiry-date (“Expiry date: ");

- manufacliving date ( “Manuféie-
tured: "),

Ha nauxe kaprorHoi Aonon-
HUTEITBHO YKasaHo «Ynakos-
LMK (BTopquaﬂ'ynaKoaKa) i
BbINYCKAIOLMIA KOHTPOML Ka-
Hecrsa», HasBaHue, CTpaHa
W adpec komnawud, ocy-
LWecTenatowen  BTopuyHyio
| yrakoeky u BhINYCKatoLLi
| KOHTPOSIb KauecTBa, 'eé rio-
roTUe 8 Bune rpathuseckoro
anemeHTa U Hagaueu
SHAHOINEK».
Theollowing is additionally speci-
Sietdion carton pack: "Sité for pack-
aging (secondary packaging) and
quatity control rélease: ™. the name,
country; and-address o the com-
Bany peiforming secondary. pack-
aging and quality. eontrol release,
18 logo.in theform of a grapiic el-
ement and  the  insqiition
“NANOLER"

Mapkuposka HononHuTensHoO ‘Hanecewb
Labeling | TeXHUNeckHe  riponasop-
; CTBEHHbIE /- TUNorpadckiie
Kodbl: rpadivdeckre, yyg-
NekHble, BykaeHHble,
Aononnmenwo nadka. Kap-
TOHHAS OCHALEHa KOHTPO-
[1eM NepBoro BoKpbITHS,
HonornuTernbhe - Hakecena
UHPOPMaLis Ansi MoHuTO-
‘PUHra - AswKeHus nekap-
‘CTBEHHBIX Mpenaparos oT
npoussoguTens A0 'KOHeuY-
HOro notpeGurens (Bkiio-
yas SN'u-GTIN).

Additionally, technical manufac-
wiring 7 printing ‘house podes are
privted: graphie, mimerie, alpha-
betical. _ e
Additionally, the temper’ evidence
is,applied to-carion pack.
~dddinianally, the izjormaiio:;_fo‘r
moRitoring of the medicinal drugs
: jff{gw\ﬁfénii{he amanyfactivér 1o the
,vz'zf} Cof

9 §

merls printed (inehiding
N,
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HABEnES

TIACTIOPT KAHECTBA ./ CERTIFICATE OF ANALYSIS

Kog/ Code: 3M1-1103-03-001 |

Ne 40000036103 Bepeust | Version: 8
| BriaHk { Form. 1
HavmMeHoBanne MeTonei L PeaynsTarb!
b Hopmbi I
nokasarens VCALITAHUA Specification VCTILITAHS
Parameter Test wiethods . ¥ ' Test resulfs

Yenosus XpaHeHus
Stovage conditions

Store refrigerated (2 10.8 °C). Do niot fiecze,

Xpahnth:e xonogunsHuke (2 - 8 °C), He samopaxvsars

CpoK roaHocTi
(xpareHus)
Shelf life V(wpily‘periud)

48 macsLen
48 months

MNpumeyarus / Notes: Z

BAKIMIOYEHUE | concrusion:

Mpenapar  MenKeadghu®, pacmeop Orisi eHympumsiieyHozo eeederus, 0,5 Mn/dosa
Piroduct MenQuddfi®, solution.for intramuscular injection 0.5 mL/dose
' Haumerosarue npenapata( Product
. @@@Tg g" ?@? y?f TpeoraHmsm
; 4 kb i ,‘A,‘: [ \ . # ; (BT .
UB516AE » ETAT A s LW T ith rediEmonL o, IVJ'II’I Ne(001514)-(PI-RU)-141124
cepust / Cooreercrayer/ He coorseTcrayeT ' ) Hamep HOPMATNEHOrO AOKYMEHTA
batch i eompliant/ is.not complignt with _ Noimative:Document
$ P s
Hauyansruk OKK Kopsikosijesa H.B. S

Head.of QC Depaitment

HofisHotTs / Position

AGAEB
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