PASPEIIEHUE
Ha BBOZ B rpakIaHCKHH 060poT B Poccuiickoit Genepanny cepun wiy napTuu
[IpousBeneHHoro B Poccuitckoit Deznepalyy WK BBO3UMOrO B Poccwnitckyro Denepanuro
IMMYHOOHONOrnYecKoro JIEKapCTBEHHOTO Npenapara
Ne P006-00110-77/02487858 or 20.06.2025

Brixano O6mmectsy ¢ OIPaHWYICHHON OTBETCTBEHHOCTHIO "Hanonex", Poccus, 123112,
r. Mocksa, BH.TEp.r. MYHUIUNATBHEIE  OKpyT Hpecnenckuit, yi Tectosekas, n. 10,
oM. 1/16, IHH: 7701917006,
(HarMeHORaRNE FOPUAMYECKOTO A, OPUIANYecKit anpec, MHH)
Denepannhas Cryx0a no Hamsopy B chepe snpasooxpamenus ma OCHOBaHUU
JARMIOYCHUA  UCIBITATEIBHOIO UEHTpPa  SKCMEPTU3LI  KAayecTRa MEMLUHCKUX
UMMYHOOHOTOIMYECKIX Npenapato  ®enepaisHoro TFOCYIapCTBEHHOTO  GrOKETHOrO
yIpexaenns "Hayumert uentp SKCTIEPTU3Bl  CPENCTB  MEAUIIMHCKOTO npuMeHeHus"
Munucrepcrsa 3ApaBooXpanenus Poccuiickoi Deepanyu
(HaumenoRanne denepansHoro POCYNAPCTECHHOTO BI0KETHOrO yupexneHus)

or 17.06.2025 Ne 499/HIIDCMIT paspemaer BBoA B rpaskaackuii obopoT

(maTa) (Homep)
B Poccuiickoit ®enepauun MMMYHOGHOIOrHYIECKOro NeKapCTBeHHOro npenapara

MenKsandnu®
(Toprosoe HaNMEHOBaHWe)
Baxuwnsa nns npodunaxruxy MEHHUHIOKOKKOBOH mubekmm ceporpym A, C, W, Y,
HOJIMCaXapyuAHasl, KOHBIOTUPOBaHHAS

(Mesxnyraponwoe HETIATEHTOBAHHOE HAUMEHOBAHWE (rpynTHpOBOYHOE WK XUMHYECKOE)
PacTBOp IJIf BHYTPUMEIILEYHOTO BBeIeHU 1 n03a 0.5 Mt -
Quakons! (1 mT.) - nagky KapTOHHBIE
(opma Brimycka (¢ YKa3aHUEM NIEKapeTBeHHON hopMbi, AO3UPOBKY, (acOBKN) U KOJUYECTRO B YNaKkogBke)
cepun _U8S97AA | obpem CepHH uam naptum 89388
(romep cepun) (xonnuecTso YTaKOBOK)
roxen no  10.2028
(cpox ronmocTH)
npoussoacTea Canodu Macrep k., CUIA, Discovery Drive, Swiftwater, Pennsylvania,
18370, USA (npowussonurens (rotosoit JID), [EpBUYHAT ynakoBka); O6mecTsa ¢
OTPaHMYEHHON OTBETCTBeHHOCTHI0 "Hanomex" (OO0 "Hanonex"), Poceust, Kuporckas
obnacte, Opuyesckuii MYHUDWTIaNbHBIN  patiod, JIEBuHCKOE ropoackoe mocenenne,
broMemnnunckuit  kommexc HAHOJIEK TCPPUTOPHS  (BTOpHYHAs  ymaKkoBka,
BENTYCKAFOMN KOHTPOIb KadecTsa).

(FI&MMGIHOBEIHI/IG nampec MPOV3BOAUTEITS (C YKaszauueMm cTanui ﬂpOWSBO,I(CTB‘d)
Pervcrpanuonnoe yrocrosepenue Ne JITI-No(0015 14)-(PT-RU) ot 07. 12,2022,
Hepxarens PeTMCTPAUMOHHON0 yHAOCTOBEpEeHHS Canodn Ilacrep i,
Discovery Drive, Swiftwater, Pennsylvania, 18370, USA. ;

(nauMenoBanwe, angpec)
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IR Kof ! Code: 311-103-03-001
HAHTAEK MACIOPT KAYECTBA | CERTIFICATE OF ANALYSIS
Ne 40000034764 Bepcwus [ version: 8
Briank / Form 1

MenKeadu® pacmeop dns enympumbiweyHozo seedenus, 0,5 mn/dosa
MenQuadfi®, solution for intramuscular injection 0.5 ml/dose

BakuuHa ans npodunakTiky MeHyHIoKOK-
KoBOU uHpekLn ceporpynn A, C, W, Y, no-
nucaxaphiHas, KOHSIMpoBaHHasn

Meningocoocal, serogroups 4, C. W, ¥, polysaccharide s
confugaied vacoing

MexpyHapoaHos HenaTeHToBaRHoS
H2VIMEHOBaHWE NeKapCTBeHHOro
npenapara

Intarnational non-proprietary name

Homep cepun

Buteh No. UBBOTAA
Kon-Bo yrnakoBoK B cepun

Q-ty of packs in the baieh 89 888
[ara npouseoncraa 15.11.2024
Manyfaoturing dote

FoneH po 31.10.2028 |

Expiry date

PerMcTpaLioHHee YAOCTOBEPEHIE ‘

Marketing Authorization - Ne(Q0151 4}*( P -RU)
HanmerosaHue cyBeTaHug B

Substance name Z

Cepus cyBoTannn

Substance bateh z
MpoussopuTens cyGeranumy

Substance manufuciurer Z
ViensiTanms BeINOnHeHs! 1Mo

Tested as per J-Ne(001514)-(PT-RU)-141124

Haumenopauns Metonpi
noxasarens WCNLITAHNUS
Parameter Tost methods

PeaysbTaThl
WCHRbLITAHUSA
Test results

Hopwbt
Specification

BecupeTHbit npoapauHbil pac- " "
Onucanue BuayanbHbii TROP E:C;{BGTHI:M HpQapeNBRG
Appearance Visual Colorless claar solution RACTEOD .

Colorless clear solution

OTHOWBHYE IHAYEHUS ONThYE-
CKOMi  MINOTHOCTH  WCLITYEMOTo
0Bpasia BaKLWHLL K CPBAHEMY
IHEMEHUK OMNTUYECKON nnoTHO-
cTu Gnakka gornxHa Beits > 7,0
) L. | Ans BeexX YeThIPEX, BXOASLIMX B
Fpauoi ABOVROW | @a cocTap ceporpynn aHTUreHos.
TESPAODEASHBIN UMMY- | Tlpu sToM peakuus Benka-HoOCH-
HODEPMEHTHEI  aHa~ | Tera ¢ CcwbisopOTKOR aHTHTER

Vpentucbvikalvs
‘A pukay nns (ELISA), MeTonmka | npotus cronBrsxa nomkHa Bbits Mogreepsnena
Identity npor3BoauTENs NONOXWTENBHAR, 8 C ChiBOPOT- Confirmed
Strait dovble enzyme-linked KO aHTUTEN NDOTUE auchTepry —
immunosorbent assay e
7 | OTpUUaTENbHAR
(ELISA), MarfactEer’s | o, puLaT

e radio of the opiical dersity of the
vaceling fest sample to the mean value of
the blank optival density must be >7.0
Jor all four  constituem antigen
serogrowps. At that, the reaction of the
carrier prodein with tetanus antibody se-
viim must be positive, and with diphthe-
ria antthody serum must be negative.

method




AT AHBekUmMi
T vot must be colorless when com-

o

vith water for injeciion

&t
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sl Kon ! Code: 311-1103-03-001
HAHOAEK | MACTIOPT KAYECTBA ! CERTIFICATE OF ANALYSIS
i Ne 40000034764 Bepeus / version: 8
L ! Bnank / romn 4
HaumeHosauue MeTonn Pesynbrare
noKasarens HeNbITaHuUs HQ'QMM UCTILITAHYS
Parameter Test methods Specification Test results
MpospasosTs BusyansHbii, GEASC ﬂpenapg*r AOmKeH sbinepxveats | Mpenapar BblAepXUBaeT
Clarity Visual, Ph, EABU CPEBHEHME C aTanoHoMm | CPABHEHUE ¢ aTanoHoM |
) . Must be comparable with refurence [ Comparable with reference [
Mpenapat ponxed 6oits  Gec- Mpenapar GecuseTHolli B
LiseTHooTs Busyanebilt, GEADC | HBETHBIM Mo CpasHenuio ¢ sonol cpaer:xem:m ¢ Bogol pans
Color Visual Ph EAEU UHBEKLMA

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

Buonwisie mexanu-
YECKUe BRIIOYeHNS

Buayanohbit,  wero-
AuKa npouseoauTens

Bugvmbie MexaHu4deckue B~
HEHUAR  JOIMKHY) OTCYTCTBORATL

Bugumeie  MexaHnueckme
BKIIOYEHUA  OTOYTCTBYIOT

Visible particulate mat- Viseal, manuftcturer's ﬂ'p'A‘ wsya_nhﬁom REMoTpe ﬂpM SHEAlHG OCM?Tpe
ter method ’ Visible particulate matter must be absent Visible particuiate matter is absent
N P during the visual inspection during the visual inspection
Busyanbhuill,  mero- .
TomMoreHHocTs OUKa NpoussoauTens E:S:mp ROMK&H BhiTh romores PacTeOp romoreHHsli
Homegeneity Visual, manufactirer's T o ot srrssof o I Homogenons solution
et Lie soluiion must be homogenous
BuayanbHbii veTo- | DECTBOP AonxeH cBoBoaHo npo- Pacteop ceofogHo fpoxo-
1 4] 1 b
FIPOXCAUMOCTS anka  npoussogyrens | XOMMTE B WNpuy Yepes urry AVIT B LNPUY Yepes urny
yenes nh*v GEABC 25G = B/8" (0,5 % 16 M) 256G % B/8" (0,5 % 18 MM)
°p v o The splugion must pass Jreely into the sy- | The solution passes freely into the
Syringeability Visun, manmfacturer's 177 LR st pass freely into the sy sotution p 25}

method, or Fh. EARTI

¢ throug

g B the needle 25G % 5/8" (0.3
X 65 mrn)

syringe through the needle 25G x
38" (0.5 % 16 mm)

ﬁmeﬁumome?pme-
cruit, .CLUA vy

O158p806,5
pH DEASC e 6,0
Potentiometric, USP or Ph. -
FAEY
- IpasuMeTpuveckuii, ¢,
Mzsnexasmoi ; ! .
ﬁabe” CUA unu DEARC He menee 0,5 Mnfhnakon 0,5 mn/dnaxon
pd = " Gravimetrie, USP or P, Not less than 0.5 mifial 0.5 mLivial
sxtraciadle volwne EAET
BeicokoathdekrusHas
aHnoHooBMeHHas xpo-
Marorpagua ¢ ume
MYNbCHbIM gD He Sones 30 % KEDKEOre nonuca-
Conim MSTRVIMECKAM RETsKTi. XapUaa  MEHMHIOKOKKA  (cepo- A<B%
AHbIE posanuem  (HPAEC. | 7 C<49
nonucaxapugs! PAD) : roynn A, G, W i Y) iy
) : AD), meToqua PO | Nat me than 30 % of each meningo- Y<4%

- p s
Fres polysaecharide

V3BOAUTENR

High performance anion-ex-
cliange chromatography
with pulsed amperomeiric
detaction (HPAEC-PAD),

manufaciurer’s method

Coc

: saccharide (serogroups 4, C,
W, o

W-135 < 4%

MewmGpanuas duns-
Tpauua, ©.CUA, Eo
uny PEAJC

Membrane filtration, USSP,
PhEur., or Ph, EAEL

Mpenapat gomxeH Beite cre-
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i Ko / Code: 3T1-T103-03-001
HAHOAEK NACTIOPT KAMECTBA /| CERTIFICATE OF ANALYSIS
Ne 40000034764 Bepoust | version: §
Briask ! Forn 1
HaumeHosanue Meromwi Hivomms) Pesynbrarte
NoKazarens HOTBITaHus chﬁcaiian UCNBITaHWS
Parameter Test methods ¢ Test results

Bakrepuansuble
SHLAOTOKCHHbI
Bacterial endotoxing

XPOMOTEHHDBIR KnHeTH~
veckuit Meton (meton

e
A & CUA E® v | | sonee 2,50E1 EQ/gosa
BEADC . , Not more than 2,50E1 EUldose
Chromogenic kinetic
method (method D). USP,
Ph, Eur., or Ph, EAEU

Menee 2,50E1 ES/qosa
Less then 2,50E1 EUldose
{Menee 5,00E-2 EQ/mn;
(Less thar 5,005-2 EUlose
Menes 2,50E-2 ES/nosa)
Less than 2,30E-2 EUZdose)

AHomaneHas
TOKCUYHOCT b
Abnormal toxicity

Buonoruyeckuit, meto-
Auka  npoussoputens | MNpenapar HorkeH Bbit HETOK-
unu PEABC CHMHBIM

Biological, manufacturer’s | Must be non-toxie

method or Ph, E4EU

HeTokenyrbsii
Non-toxie

Qbwee cosepxa-
Huie

nonucaxapupos
Total polysaccharides

Boicokoadpdextuahan
GHUOHOOOMEHRAS XPO-
Marorpatbus ¢ um-
NyNeCHBIM — amMnepo-

O71 10 no 30 mr/mn KEWO0To 1o~
METRUYECKUM JETEKTY-

nuca N8 MEHUHTOKOKK
posaruem  (HPAEC- (cepnfr?:inﬁ A C,WuY) 8
PAD), wmeromuka PO 1 7040 30 ugiml of earh meningococeal
MSBOAWTENS polysaccharide (serogrowps A, C, W,
High performance anion-ex- and ¥)

change chromatography
with mulsed amperometric
detection  (HPAEC-PAD,
manfacturer's method

A= 18,5 MKr/Mn / yginL
C =22,1 mKr/mn / pg/mL
Y = 22,5 MK | pgind,
W-185 = 22,68 MKr/MI / sighn L

¥nakoska
Packaging

Cepsuvnas vnakoexa

Mo 1 gose (0,5 mr) npenapara 8o QRakors! us Bopocisim-
KaTHOro CTekna (Tuna I) BMeCTUMOCTEIo 2 W51, KOTOPbIE
YRYNopusaior rpoGrol, MaroTosResHoN na xnopByruns
{He cogepxalyero NATSKCA), U 3EKATHIBAIOT ANOMARNE-
BbIM KOMNAYUKOM, CHaBXerHbIM CTPLIBHOM NNACTUKOBOM
Kpbilleskol no Tumy «flip-offs.

Primary packaging

One dose (0.5 mlL) of product in a 2<ml, vial mads of borosificate glass
(Type I) stoppered with a chiorobuml (latex-fres) stopper, erimped with
an aluminum eap with & flip-off plastic dise.

Bropnumas ynakoska

Mo 1, 10 thnakoHos (Canodm Macrep Urk)unmno 1, 8
PnakoHos (OO0 «Hanonew») smecre ¢ TACTKOM-BRIa4bi-
LUSM B KPTOHHYKO nauky, .

1, 10 vials (Sanofi Pasteur e}, or 1, 5 vials (Nanolek LLC) with ¢ pa-
tent information leaflet in'a carton pack,

[epenynan ynaxkosxa

Mo 1 gose (0,5 mn) npena-
paTa Bo (hriakoHax us Bopo-
CUIUKATHOrG crekna (Tuna
I} smecTumocTbio 2 Mn, ko-
TOpbie yRynopeHb! npoBKoi,
Y3rOTOSNEHHON 1a xnopBy-
Tina (He copepxallero na-
TEKCR), 1 BaKATAHHbLIX ario-
MAHUEBLIM KOMmnaykom,
CHaOMeHHBIM  OTpPBIBHON
NIacTuKoOBOR  KpbilieuKo
no tuny «flip-offy.

Primary packaging
One dose (0.5 mL) of product in a
2-mL vial made of clear borosili-
cate glass (Type [) stoppered with
a ehiorobutyl (latex-free) stopper,
crimped with an alunsinum cap
with a flip-off plastic dise.
Mw_&@ﬁﬂ@
Mo 1 dnakony smecre ¢
TTUCTKOM-BRITAAbILLEM B
KEPTOHHYIO nadky
Seconkun) gac;'caging

ed {f&*&l;ﬂme‘anr mformation
leaflet-iny éogtim pack
AN




3anmchk 1 Rec

dns /o8

Kon [ Code: 371-1103-03-001

Labeling

Ha nauxe KapTOHHOM HA DYCCKOM SSbIKE VKa3kIBaIOT:

— TOProBog HAUMEHOBAHYE NEKaPCTBEHHOIO npenapara (¢
NPenynpesuTensHoll mapkuposkoh @)

= FRYNNUPOBOYHOE HauMeHoBaHE;

~ HAUMEHOBaHUES NexapcTaeHHoR hopMel, akmovaLles
crnocol npumMeHeHns (8 peaakuu «Pactaop ans sHyTPN-
MBILLIEHHOTO BBEOBHNS);

— KOAMYECTRO (DNAKOHOB, A03MPOSKY, 06LEM U KONNYECTBO
403 8 1 chnakore (8 pepsakuny «1 cnako — 1 nosa {0,5
MI);

— KOMUAYECTBO [03 B YNEKOBKS (715 nauky KAPTOHHOMU, Co-
bepxaulent 1 Gnaxol no 1 A0se, — BIIIOYEHD 5 penakuso
«1 donakon — 1 gosa (0,5 Mn)»; 4na naukm KapTOHHOW, CO-
fdepxaiieli 5 pnakoHos 1o 1 fose, — NpencTasneHo a pe-
Aakumy «5 103 8 ynakosKes); Ars NaYKy KAPTOHHOM, co-
depwatiel 10 QnakoHos no 1 fose, — rpeacTasneHo 8 pe-
Aaxuum «10 003 B ynakoskey);

~ NOTOTUM KOMMERWY NPOVISBOAUTENA B BUAE CTUNNZ0BAH-
HOM HEANNCK NaTURCKMMUA Bykaamy («sanofiy);

~ COCTaB Ha 1 [03Y NpenapaTa ¢ yKkasaHueMm HanveHosa-
HIAR Y KOMMECTR AeHCTBYIOLINX BELLeCTS, nepeyHs Hanm
HOBEHWH BCNOMOTaTEMbHEIX BELIECTR;

HAHOAEK NACTIOPT KAHECTBA | CERTIFICATE OF ANALYSIS
Ne 40000034764 Bepoust / version: 8
Briang / Form
Haumerosauue Meroam . Pesynbrartst
NoKasarens MCTILITRMMS Sp“;;cmm NCTTLITAHKUSA
Pargmeter Test methods Test resulls

Ha oTUKETKe hNaKOoHE HA DYCCKOM S3bIKE YKA3LIBAIOT. Ha stuketke (briakoHa Ha
~ TOPros0g HauMEHOBAHNe NTeKapCTBEHHOrO Npenapara (C | pycckom sanike YKasaHs!:
npeaynpeguTenbHoi Mapkupopkoi @); — TOProgoe HauMeHoRakHue
~ FRYMNAPOBOYHOS HAUMEHOBEHWE; [EKApCTBEHHOTO npena-
— HauMeHoBaHe NeKapeTBEHHON hopmsl, pata (¢ npegynpeauTenb-
~ KONWYECTBO (HNEKoHOB, A0SHMPOBKY, 06HEN 1 KOMYECTBO | HOM MapKupoBKoit ®);
H03 B 1 dnakoHe (8 pegakuvm «1 dnakod — 1 gosa (0,5 | - rRYNNUPOBOYHOE Haume-
MIT); ; HOBaHUE;
— HalMeHOBaRWe 1 CTPaHy NpoussoanuTens (OH Xe 1pan- | - HauMeHoBaHue nexap-
HECKOS ML, Ha UMs KOTOpOoTa BelgaHo PY); CTBEHHOI (hopMbi,
— HOMED cepuy pactacosanHore npenapara («Cepusty): | - konuyecreo dbnakoHos,
— AETY OKOHMEHYA CpOKa rofHocT! (< ogeH 80:»); HO3UPOBKE, 00BEM U KONV~
= fary npousgoferea («poyas. »). 4eCTB0 [08 8 1 dnakoHe (8
HononhuTernsHo MoryT B6iTh HaHECEHN TEXHINECKUE npo- | pepakuuu «1 hnakod — 1
YIBBOACTBEHHBIS / TUNOrPadCcKkie KoAkL rpachuieckue, une- | noaa (0,5 mn)»);
nexHeie, OykseHuble, — HauMeHoBaHue u cTpaHa
The following is printed on the vid fabel in Russion: npoussogutens (oH  xe
~ trade name (with the warning sign ®); OPUOUHECKOE JINLD, Ha UMS
'5”(”"”‘“‘};“:”5;0}} . KOTOPOro BbifaHD PY);
~aovage form noante;
~ mmzi’r of vials, dosage form, })okzms ancd number of doses in one vial ;a ;:f S:r‘ecp n?;%“paﬁcﬁ?ég:
(fext "1 vial - | dose (0.5 mL)");
~ ngme ond country of the manufirctirer (egal entity - Marketing Au- pusi»);
thorization holder); — Adra oKoHuaHus opoka
= batch number of the packuged product ftext “Bateh: ™) rogHocTi («Fogden nois);
~ expiry date (text “Expiry dat ¢ - para npousBoCTRa
~ manfacturing date (text M red: ™) («Mpounas,.»).
Additionally, technical man ! printing house codes may be LononHuTensHO HaHeceHs!

M APKUPOEKE printed: graphic, numerie, alphaber TeXHUYBGKAE nponssos-

cTeeHrbie / Tunorpadickue
Kofbl: rpadudeckue, uuc-
reHHble, ByKBeHHbIe,

The following is printed on the vial
label in Russian:

= trade rame (with the warning
sign ®);

- generic name;

- dosage form name;

- number of vials, dosage form,
velume and number of doses in
one vial (text “I vial — | dose (0.5
ml)*");

= name and country of the manu-
Jacturer (legal entity - Marketing
Authorization holder);

- balch mumber of the packaged
product (text “Baich: ");
~ expiry date (text
date: ”);

- manvfacturing date (text “Man-
ufactured:")

Additionally, technical manufac-
FiRting house codes may
‘aphic, nomeric, al-

"Expiry
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B 4 Kop [ Code: 311-1103-03-001
HAMOAEK NACTIOPT KAUECTBA | CERTIFICATE OF ANALYSIS
Ne 40000034764 Bepous | Version: 8
Bnank / Form 1
Havmenosanue MeTtoge: H Peasynoratsl
OEMbI TAHMN
noeKazarens WensiTauus Specification HOCNLITARWA
Parameter Test methods Test resulis
- NpeAyNpenuTensHbIE Hanmmuor: Ha KapToHHON nauke Ha
«XparuTL & HEACCTYNHOM ANA AETEH MecTe.y; DYCCKOM S3bIKE YKA3aHb!
«llepey MCMOMbSOBAHVEM BHUMATENLRO O3HAKOMUTECS C | ~roprogoe HauMeHoBaHME
STHCTKOM-BRITAABILIOM.»; NEKApCTBERHOrO  mpena-
«QCTaTKN HEWCTIONL3ORAHHON BAKUWHL! WU MEAULIMHCKIE pata (¢ npeaynpeanTent.
OTXOAb! [OMKHB! ObiTh YHUUTOKEHS! (YTUNMaNPOBaHDLI) B | o Mapmposxoi; ®y;
COOTBETCTBUM C HELMOHArNbHbIMY TPeOOBAHISMM. »; ~ FPYNMUPOEOUHOE Haume-
«Xumudeckas 1 husnieckan CTabunbHOCTL NeKapCTEEH- HOBaHME,
HOTO NPenapata NoATBEPXAGHa NPU OAHOKPATHOM MBME- | _  Lauvencnan e nexap-
Herun Temieparypsl 4o 25 *C 8 Teushue 72 yacos.y; CTBEHHON hOpMbI, BKIIOYA-
«CTepUssHo.»; _ lowee crocob npUMeHeHIs
= Yol Xpahesing (8 pepaxuuu «PacTsop Ans
~ YCHOBUS OTnyCKa; BHYTDYMBILLIBYHOrO BBene-
~ HAUMEHOBaHWE U CTPaRY NPOUSBOANTENS (OH XKe puan- HItSIRY:
Heckoe NULO, Ha VMR KOTOPOTo sbifiaHo PY); ~ KONMUYECTBO (hNakoHos
= LITPUX-KOL, N [031pOBKa, 0BBEM U Konu-
— HOMEp Cepuut ynaxosanHoro npenaparta («Cepusi»); YecTEo [0s B 1 dnakoe (B
— RaTy CroHuaHus cpoka ropHocty («loner poi), pefakuMn «1 cnakod - 1
~ gary npoussogctea («Tpouss.:y). 103z (0,5 Mm»);
The following is printed on the carton pack in Russian: - KOnM4ecTso A03 B yna-
-~ lrade name (with the warning sign ®); KO%KE’: (ans na“ﬁf” FfapTOH'
- genaric name; HO, conepuaieh 1 MrakoH
~dosage form name, including the adminisiration route (text “Solution | N0 1 [03€, — BUHOYEHO B pe-
Jor intramuseular infection”); HAakuuio «1 driakod — 1 fosa
— nuniber of vicds, dosage, volume and number of doses in one vial (text (0,5 mri)n; ’
Rt i 1 RN 11 dose e |~ T1OTOTHN KOMNEHUY NOMS-
Mapkiposia ---‘q»{‘v o{aogs zz,f”m.ee pack (for In”é carton pack with /,w“. '8 misf. the BOAVTENA B BULE CTUANIO-
Labeling text is “1 vial = I dose (0.5 mL)", for the carton pack with 5 vials / 1

dose, the text is 5 doses in a pack”, for the cavion pack with 10 vials /

1 dove, the text is “10 doses in a pack”);

- logo of the manyfacturing company in the form of a graphic element
“SANOFI” in Latin letters;

~composition jor 1 dose, including active substances, their content, and
list of excipiasits,

- warauing labels:

"Keep owt of veach of childvan,";

"Rewd the package leaflet carefully befors use,";

"Unused vaceine residues or medical wastz must be destrayed (disposed
of) in accerdance with national reguirements,”;

"The chemical and physical stability of the medicinel product was son-
Jrmed by @ single temparature change of up to 25 °C for 72 hours,";
“Sterile,";

- storage conditions;

- dispensing rules;

- name and country of the mamgactrer (being the lsgal antity — Md
holder);

- bar coide:

- batch number of packaged product (“Baich:);

- axpiry date (“Expiry date:");

* manufactiuring date (“Mamgemred.”),

BAHHON Haanuou NaTus-
crunu Syksamu («sanofis);
- cocTas Ha 1 gosy npena-
pata ¢ yrasaHuem HauMeHo-
BaHWI v KonuyecTs felcTay-
OUMX  BEUECTB, MNEpEeuHs
HaMEHOBaHWA  BCHOMOra-
TENbHbIX BEWECTS:

& npenynpefuTensHsie
Hanniew:

«XpaHuTh B HEJOCTYNHOM
AnS geTel mecTe.y;
«flepe  MCNONBL3OBEHUSM
BHUMETENEHO Q3HaKo-
MUTBCSE © FIMCTKOM-BKNEG bl
LLUEM. »;

«QCTaTRY HEWCMONL3OBAH-
HOU BAKUMHBI UMY MeARUUH-
CKE OTXOMb! AOMKHBL! BbiTh
YHUYTONEHbI  (YyTUIU3NPO-
BaHbI) B COOTBETCTBUM ©
HauuoransHbiMU  Tpebosa-

HUSMIL Y,

f@me\ggaﬂ 1 thusuueckas
CTROUMEHDCTE  NeKapCTeeH-
Horo ‘n\p\éﬁq‘;j@a noaTR
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Branx / Forn 4
Hauvenosarue Merone: Mot Peaynsrarel
TOKasaTerns MCNBITAHWS S};gcgc tion UCTibITasus
Pararmeter Test methods Test results
. . NPV OLHOKPATHOM MaMeHe-
Mipr ynakoske (sTopudHo YNaKkoBKe) 1 BbiNyCKawweam HWY TemnepaTypsl 10 25 °C
e;c-mpojwe ;(::;sacraa"npep,npwﬂmem Q00 «HaHoneky, B TeYeHUe 72 Yacoe.s,
f ]OCC{MCKBH eAepauys: . «CTepUnLHO. »!
Ha nayke KapTOHHOW gononHMTEnsHO yxaassaﬁwT «Yna- ~ YCNIOBYS XpaHEHUS:!
KOBLUMK (BTOPUYHER ynaKoska) u BbINYCKAOWNG KOHTROMS | _ YCNOBWSI OTryCKa:
Kauecraa:y, HassaHve, cTpany n agpec m;smau«s!/w:,v OCY- | . aumeHosaHMe U cTpara
ecTansioue BTOPULHYIO yNaKoBKY U BbINYCKAIOLWIA KOH- MPOVBBOANTENS (OH Ke KopU-
POk KadecTea, & norotun B auge rpacuyeckoro sne- AMHECKOS MALO, HA UMS KO-
MeHT2 1 Hagnuen «HAHONEK. TOPOTO BuiAAHO PY);
— WTPUX-KOZ:
HoronrurensHo MoryT Bbith HareceHs! TexHIYECKVE APO- | homep cepuu yraKoBaH-
MSBOACTBEHHbIE/ TUNOrPamCKUe KOALS: rPAhUISCKUE, YVC- HOro Npenapara («Cepus:»):
nerHele, Oykeernbie. ~ JeTa OKOHYaHusi cpoka
N FononHuTensHo navka KapToHHas MOXeT GsiTh aCHAWEHA | roniocTi («ToaeH [o:»);
KOHTDOMEM NepBOro BCKPLITAS. ~  B@Ta  NpOVsEOACTBA
HononuurensHo moxer BbiTh Harecera UHhopMaLys ans («IMponas.:»).
MOHUTODUHIE ABIIKEHUSA NEKapCTEEHHbIX NPENapaTos oT
MPOU3BOAUTENS [0 KoHeYHore noTpebuTens (Bxmovas SN The_following_is_printed on_the
u GTIN). carton pack in Russian:
FlononauTensho MOXET BelTe HAHECEHA CTISUMBNNSURO- | ~ irade name (with the warning
S&HHasA salNTHAR HaKNeKa Ha OHON CTOPOHE KapToHHON | sign ®);
fadgy, - Benegric nane,
In case of packaging (secondary pa igl and qualily control velease | - tdosage form name, inchding the
Nanolek LLC, Russian Federar admivistration route (text “Solu-
The following is additionally specified on carion pack: "Site for packag- | ton for intramuscular injection™);
Ing (secondary puckaging) and ouality control release:”, the name, | ~number of vials, dosage, volume
cawntry, and address of the company forming secondary packaging | and raumber of doses in one vial
Mapivposxa and guality control release, its logo in the form of a graphic element and | (text “1 vial — [ dose (0.5 mL)");
Labeling the inseription "NANOLEK". — -ty of doses in one pack (for the

Additionally, technical mamyseturipg / printing house codes may be
printed: graphie, mumeric, alphabetical,
Additionally, the temper evidence may be applied to carton pack:
Additionally, the information Jor manitering of the medicinal drugs flow
Jrom the manufacturer to the end congumer may be printed (including
SN and GTIN).

Additionadly, a special protect:
carion pack,

wbel mav be applied on one side of

carion pack with I vial /' 1 dose,
the text is ! vial - | dose (0.5
wml)”);

— logo of the manufacturing com-
pany in the form of a graphic ele-
ment "SANOFI” in Latin letters;
— composition for I dose, includ-
ing active substances, their con-
tent, and list of excipients;

= warning labels:

"Keep out of veach of children.”;
"Read the package leaflet care-
Jully before iese, "

"Unused vaccine vesidues or med-
feal waste must be destroyed (dis-
posed ¢f) in accordance with na-
tional requirentents.

"The chemical and physical stabil-

)

.
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NACTOPT KAYECTBA | CERTIFICATE OF ANALYSIS
Ne 40000034764

Kog [ Code: 3M1-1103-03-001

Bepcm [ Version: 8
Brauk | Form 4

HaymeHoBanue

noKasavens
Paramerer

Merone
MCNBLITAHKSA
Test methods

Hopmbr
Specification

Pesynorarst
ACHLITAHHS
Test results

Mapkuposka
Labeling

= batch number of packaged prod-
et (“Bateh:");

- expiry date (“Expiry dare:”);

- manufacturing date (“Manyfac-
tured:”),

Ha navxe rkapToHHo gonon-
HUTENbHO YKadano «Ynakos-
LMK (BTOPUYHAS yriakoBka) 1
BLINYCKaOWWH KOHTPONb Ka-
HeCTBa!», HaIBaHWe, CrpaHa
W aipec Komnauuy, ocy-
LECTBAAOWEN  BTOPUUHYIO
YIIEKOBKY W BbiNyCRaoWm
KOHTROMNL Kadvecrtsa, €8 fo-
roTun B Buge rpaduvecikoro
snemMeHTa w Hagnueu
«HAHOMNEK».

The fellowing is additionally speci-
Jied on carton pack: "Site for pack-
aging (secondary packaging) and
quality control ralease:”, the name,
country, and address of the com-
pany performing secondary pack-
aging and guality control release,
its logo inthe form of u graphic el-
ement  and  the  inscription
"NANGLEK".

Hononnurensro HaveceHs
TexXHu4yeckue npoussog-
CTaeHHble | Tunorpadckme
kopbel  rpadudeckue, Wuc-
neHHble, ByKEeHHbIS.
ﬂOﬂOﬂHMT@ﬂbHO navka Kap-
TOHHEs oCcHaleHa KOHTPO-
TIEM MepBOro BCKPLITUA,
ﬂONOﬂHMTEﬂbHO HaHeceHa
UHPOPMELING AR MOHWUTO-
puRra OBUXKeHUs neKap-
CTBEHHBLIX NpPEernaparos or
npoussoanTens 40 KoHey-
HOre noTpeburens (BKmo-
was 8N u GTIN),

Addiionally, technival manufac-
wring / printing house codes are
priated: graphic, numeric, alpha-
betical,

Addittonally, the temper evidence
is applied to carton pack.
Additionally, the information for
~ntopdoring of the madicinal drugs
taw Jrou the manyfacturer to the
“ensdduyymer IS printed (including
SN and BTN
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NACHCOPT KAMECTBA | CERTIFICATE OF ANALYSIS
Bepeus / Version: 8

Ne 40006034764
Briani / Form 1
Haumvernosanue Metonnbi Hopini Pesynerars
noxazaTens MehbiTanus : Sp Bcﬁc s HenbITaHuA
Porameter Test methods ’ Test results
YCIOBUR XPaHerus XpanuTs 8 XONogubHIke (2 - 8 “C). He aamopaxusars
Storage zondirions Store refrigerated (2 to 8 °C). Do net freeze,

48 wecsies
48 months

Cpox rogHocTy
{xpanenns)

| _Shelf life (expiry perivd)
Tpyvevanus / Notes: 7

SAKNKOYEHWUE 1 coverusion:
0 sgedenus, 0,5 mn/doza

MetKeadghu®, pacmeop dnst SHYMPUMBIIYHOE

Mpenapar
Product MenQuadfi®, solution for intramuseuinr infeciton 0.5 mifdose
Havmerozanne npenaparta / Froduct
& " eforar
UBS97AA MU TBEIGIEIE ThebosaHuaN NIN-Ne(001514)-(PT-RU)-141124
¥ X 3 Mwi g : With reguirements of
cepus | Coovsarersyer / He COUTEETCTRYRT Homep HopMarusnoro aokymenTa
batch is compliant / ts not compliant with Normative Document
P /.
HavarnsHuk OKK Kopsikosuess b ’
& v,
. 0825 4036~
Hara

Head of OC Department
Rorsrocts | Position
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