PA3PEIIEHUE
Ha BBOL B rpakpanckuil obopor B Poccuitckoi Gepepanuy cepuy wiu mapTud
lTpoussefenHHOro B Poccuiickolt Gefepatinyt Wi BBOSUMOTO B Poccnttckyro ®enepauuo

AMMYHOOMONOrMYECKOT0 JIEKAPCTREHHOTO npenapara
No P006-00110-77/02273683 ot 05.05.2025

Boiaauoe ObulecTBy ¢ orpasuucHHON OTBETCTECHHOCTRIO "Hamonex", Poccus, 127055,
r. Mocxksa, yn. Byrtsipexmit Ban, n. 68/70, ctp. 1, stax 2, nom. I, xomu. 23-37
VHH: 7701917006.
(HaUMEHOBAHIE IOPHANYECKOTO THILA, opuaraecknit anpec, UHH)
DenepanbHas cnyxba o HAA30py B cepe 3ApABOOXpAaHEHHS HA OCHOBAHUM
SAKMIOUCHMA  MCIIBITATENBHOTO  LEHTPa OKCIIEPTU3EI  KauyecTBa  METUUMHCKUX
UMMYHOOHOIOTHYECKIX NpenapaTos DellepalbHOTO  rOCYIapCTBEHHOTO OromKeTHOrO
yapexnenna "Hayuwetf wentp skemepruser CPeACTB MEAWUUHCKOTO TNpUMeHeHus"
Munucrepersa 3ApaBooxpanenust Pocculickolt Penepaunn
(nanvenoBanne deaepanbHoro FOCYAAPCTBEHHONO GIOKETHOTO yupesaeHns )
or 30.04.2025 Ne 373/HLIDCMIT paspeluaer BBOA B rpamiaaHckuil oGopor
{(nara) {HoMep)
B Poccuiicxoit ®enepanunu AMMYHOOUOIOTHYECKOTo JeKaPCTBEHHOT0 npenapara
MEHAKTPA®
(TODTOBO@ naxmez—xoaamre)
Bakuyna 1mst npodunakTiRl MEHHHIOKOKKOBOH nHekuun ceporpymn A, C, W, Y,
nonucaxapyinas, KOHbIOrMpoBaHHas
(MEKAYHAPOLHOE HEMATENTOBAHHOE HANMEHOBAHAG {rpynmupoBounoe Uiy XHMHYecKoe)
PacTBOP JUIs BHYTPUMBIIEUHOTO BBefenus 0.5 Mi/no3a 0.5 it - {naxons! (1 wr.) -
TIaYKY KAPTOHHEIE
{hopma BeInyCKa (¢ YKazaniem JITKAPCTBEHHOM (QOPMBL, ZOIMPORKH, (acosru) 1 xonuyecTso B YTaKOBKE)
cepun UB594AB | ofnem cepum unW naptuw 214575
{(Homep cepun) {xonuuecTBO YNakorok)
romed go 092026 s
{cpok ropmocTR)
npoussoacrea Canodu IMactep Unx., CLIA, Discovery Drive, Swiftwater, Pennsylvania,
18370, USA (npowmssonurens (rotopoit JI®), nepeuunas ynakoska); O6imecTtsa ¢
OTPaHUYEHHON OTBETCTBEHHOCTRIO "Haronek" (OO0 "Hauonex"), Poccus, Kunposckas
obnacte, Opuuesckuii MYHHLDUTIATBHEI  pafion, JI&eunckoe TOPONCKOE TITOCeNeHue,
bromenmumrckult  xommiexke  HAHOJEK TEPPUTOPUS  (BTOPUYHAS  YTIAKOBKA,
BBIITYCKAMOUINN KOHTPOJIL KayecTsa).

(HaumMeHOBaKKE ¥ AAPEC NPOU3BOANTENS (C YRE3aHUCM CTANMY 1POU3BOACTEA)
Peructpaunonnoe ynocrosepenue Ne JIT I-Ne(001763)-(PT-RU) ot 02.02.2023.
HepxaTenr perucTpanuoHHoro yRoctosepenusi Canopn TIlactep.
Discovery Drive, Swiftwater, Pennsylvania, 18370, USA. o

(HasMenoBanye, anpec)

b

b

JIOKVMEHT TOJICAH W
BHEKTPOHHON TTOIFIHCHIO "

W DYKOBOIUTENS

il opa Copradmxr 42D1B2ADBIBRDURBDI26IFEICCHORS
I Braneaeu Hapxosenuse Saarrpiit Beenovionosuy
Aetiersiredes ¢ 07.04.2025 1o 61.07.2026

A.B. Hépxoxvfemco
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HAHDOAEK

TACTIOPT KAMECTRA CERTIFICATE OF ANALYSIS
Ne 40000034471

KOA ! Code! 3;}'-“93-(}3*991

Bepcusi  Version: 8
Bnang / Form 1

MEHAKTPAS, pacmeop dng SHYMPUMBILSYHO 20 seedenus, 0,5 mn/dosa
MENACTRAB, Solution Jor intrimusentay ijection 4% mifove

MexayHaponmoe HENETEHTOBAMHOS
HAUMEHOBaHYE NekapcTaeHHoro
lipenapara

Internaiional Hon-propriey name

Howmep cepun

L3

BakumHa gng npobunakTKm MEHNHTOKOK-
{OBOY uHD ek Ceporpynn A, C, W, Y, ro-
NUCaXapuaHas, KOHbIOTUPOBaHHaS

M. cal vaceing, serogrougs 4, C, W, ¥, pobisae-

Batoh No, UBSgaAR "
Kon-o ynakosox & cepumn

C-tvof packs in the boteh 214 704

Hara ripoussogcras 11.10.2024

Mannficrusing doe e

loped no 30.08.2028

Expivy date

Perucrpaumnonnoe YAOCTOBERSHME

Maiketing duthorization

ﬂﬁ«N@(OO??ﬁS)-{PF—RU)

HaumexosaHue cyBeramim

Substance name — Z

Cepus cyScranim

Substance baich R Z

Mpoussoarrens cyberanumn '

Substance manyfapturer ’ Z »

Acnerratng BLINOMHE S 1o

Tested ay pay

JIM-Ne(0o1 783)-(PI-RU) - 020223

|
;
|

Mgemmdpux&um

identification

TBEPAODESHBIA Yt~ ] PEHC-BHTUTEHE, BIATOCO 8 KoH-
HODEPMEHTHEY  ana- | BeHTRaRM 30 Wrium (no xax
nus  (ELISA), wmerog | AOMY sugy SHTWISHE), OOMKHO
KOMIMTEHUY Boite 2 0.2 ans seex YBTLIDEX,
Striit doubls enzysie-finkagd BXoAsumx & ee cocrasg, cepo-
Dmmsenvsvrbent arsay } FRYfN aHTHUraHos

(ELIS4), in-bouse method The vatio of the ops

sl deasity of the sest
sample of the i lent vacelne tn con-
centration 10
fypa) to the optical denstty of the tetra-
valens refrence wutigen with corcenira-
nle (6f each antigen type)

nl, (oF eack wiitigan

mist be = 0.2 for alf S antigen
SerGorouns.

Nogrsepxaeua
Confirmed

Haumvenomaune | MeTonn o oMk Peavrnrare 7
noKazarens } HeHbITaRES &,;cﬁifﬁw WMCHBITaRNs

Paramerer i Test methady } j Test resulis f

| ! }Becusembiﬁf npospayrst  unn Sf;us(?;::j'{g ;pizg:;:::; ;

| Onucanue ;‘ Busyarsuey CHSIKa MYTHOBETLIR pacrsop p;cvs op y g

Appoavance i Fiswual !C: a:’ less elecr or slightly Qﬁ{?‘:’i’&di):‘[:?ﬂ"’ Eolorless oloat oms tighily opales- [
] o Cal Solution

| OTHOLIBHUS SHAYGHIA oNTie: i

CKOW  nnorHocTi uweenesysmod | |

npoBbl “eThipEXBaNEHTHON sak- ) |

Unkal, B38TOR = ROHUeRTRaUy |

|10 wrivn {no Keowpomy suay am- ,’

TUTBHA), & ONTUYEcKkol nnoTHo- |

| Mpsiaci ABOlHOY | CTV YeTbipaxsaneHTHOr pethe- [

|
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Kon / Coder 3N-M03-03-001

HAHOAEK NACHIOPT KAMECTBA | CERTIFICATE OF ANALYSIS
Ne 40000034474 Bepows [ Verdou: 8
Briaux ! Form 1
Haumerosanue Merone Pesynbrartsl
nokasarens NOTIRITAHMS HO?M??? viensITaHus
Parameter Test methods Speclfication Fest resulis
Onamecluenuys npenapara  He | OnanecueHuus fpenaparta
4 " OIBEHE NPDEBLILATE ONanecueH- | Ha NPEBLILAST ONENECLEH~
lMpospayrocTs Busyanbusill, ®EASC, |P
C!?: r,.tfa HOCT V:y}(f{, Ph s ;ZW LMo STEnoHa CpaBHeHus I LMo sTanoKa cpaanerus il
i TR The sawple opalescence must not be | The sample opalescence is not
" 2 then et of reference 11 greater than that of refirence Il
Fﬂ;}enaca’r fomser Bmth Bece | Mpenapar SecuseTHeIR no
LiseTHocTb BusyansHsill, GEASC UBETHBIM 10 Cpasnenuio ¢ B0A0H | cpaBrenmuio ¢ soaol aAns
Color Visual, Ph. EAEU | | AR MHneku A
! Tii;;"' ot wiist be colorless when com- | The product is eolort frei o~
parsd with wearer for inieetion pared with water for injection

Buaumble mexasi-
Y2CRUE BRMIOYSHNA
Visitte prrticulate mat-

r

Busyarshellt, ¢ P
win o P,
Visual, RF 8P or RB SP

Bugumvsie MEXeHIYeCcKKS BRIIO-
“YEHWA JQONXHBL OTCYTCTA0BATE
Pisihle pariicudare matter must be absent

Bugumsie Mexanmudeckne
BUITKOMBHWAR OTCYTCTBYIOT
Visible particulate matter is absent

MpoxonumocTs
YEpas urny
Syrdngeakility

Busyanounilt, wetog
KoMnauuy unu I'd Pg,
Visual, in-house method or

RFSP

Pacteop fdomxer 6B060HO npo-
XO[AMTE B LUADULL 48083 Urny
2%{ ® 618" (0.5 % 16 mm)

The solution must *V,,nﬁeri’/ ey the sy-
congh the ngadie 25G = 58" (0.3
# 5 mm}

Famsop ceoBogHo NPOXo-~
LAT B LLINDUL wepes urny
260G x 5/8" (0,5 % 16 mm)
The solution passes fre: ’y inte tha
e dhrough the seedle 213G =
8" 0.5 X 16 )

pH

MNorerunoveTprve-
cikut, EO / O.CLUA urm
GEASC

Porentiometeic, Phlur. 7
LUSR, or Ph, EARY

Or83a073
6373

7.0

Vissnexasmsiit
O0BEM.
Exvvactable volune

Macco-oBbemubi,
EQ/oCllian i
PEABC,
Masswolumetric, PhEur, ¢
USP, or Ph. EABY)

He meres HOMUHENBHOMD
{0,8 mn)
Nat less thdis the Jabel vohune (0.5 mf)

0,6 mn/cdonaxon
8.3 mlsvial

BoicokoathdiexTussas
anuoHooBMERHas Xpo-

matorpatvs  ©  um-
MynscHeiM - amnepo- = 4010 ; e
- B METPULECKUM A8TeKTH- fiff’;%;m:iﬁ(’;g ”?Zggi e <107 10D 110) %
CBOOO&HbW‘. pOBEHKEM (HPAEC, c‘:,.« ‘QA e YW Kng b 2o Ca< MKG / Lald (1'3) %
nonvicaxapuz PAD), weton komna- | Lmn A C Y W-135) Y =< KO / Lot (10) %
Freg polysaccharide ‘ Not miors dhian 40 % of each meningo- W-135 = < [TIKO / Lab
] 3 i HUAW wal ’ fofe (s ) = Lab
[etel e Sechrids Serogroups 4, C, (10 %
H‘:znp 2formance Qnivieaxe |y o W1 25 Vil
change ol omalography
with pulsed amperomaetric
defection  (HPAEC-PADY),
in-lrouse method
) MembBpadtas  uns- T o :
E® s G.CUWA | lMpenapar gomwked Seith cre-
CrepunbHoCTs iRoliR o ' == s > 7
Swi‘,ig”; uit PEASC PUSibHbIM Teg]zg;ﬁbm
) A’fuﬂzf)} e Sliration, | Must be sterile T

PhByr 7 USP, or Ph, EAEL

Fenw-rpomd Teot {Me-
o4 B), E® / ©.CUA
i SEASC,

Gel clor fest (Mithod B),
P B/ USP, ar Ph, EARTU

Ho Bonee 28,5 E3/qosa (0,5 mn)

Nt more than 285 K Hdose 0.3 )i‘ZL‘)




Obujes copapwa-
Hpe
aoucaExamiLes
Totad polvsaceharides

warorpaus ¢ um-

ﬂy”bci’“m AMA2PO- | (v 5.4 10 11.8 MkMA KBKOOT
g”:;g‘fm‘gg‘m ﬁgﬁgg: NOANCEXAPUIE MEHIHIOKOKK

5 ! {ceporpyrin A, C, ¥ v W-135)
PAD), wmerog xowna- 5.4 40 I1.8 uginil - .
Hul eal pol de

High performance ARIGHES | pid 1Y

change  chromatography

detection (HPAFC-PAD, in-
house mathad

-~ Bamvics / Record 3us /o8
! e d
T Ko / Code: 3T1-1103-03-001
HAHOAEK NACTIOPT KAUECTBA | CERTIFICATE OF ANALYSIS
Ne 40000034471 Bepceusn 7 Vession: 8
Bnaug 7 Foim 1
Hanmenosanue Mevogsi Ho Mb;’ PesynpTraTs!
norasarens MENBITAHUA » gj«, : HenbITauKs
. Specificarion
Paremeter Tust merhods Test resulis
¥ UECKU ”
AHOMENbHEs Brionoryecki Mpenapar [omKeH GsTs HETOK ek i o
it e ED unu OEASC HeTokCUHbIN
TOKCHYHOCTS Sl s | CUMHBIM ; .
Abwornsal tostsity Blolagical, PhEar. or Ph, | - it bty e Non-tusic
£ i XLy L?/ﬁ;{f SRIET D¢ Fian-fonis
Onpenenenve KoropumaTpuyacku, .
dopmansasring TO PO unum OEARC Mewes 10 mxr/nosa (0,5 K1) S
Daierminarion of fore Colorimeiry, RF 3P or Ph, Less than 10 pgidass (0.5 ml) S MIKI1Rosa / ug/dose
maidehvde TAZY
enb-ursTpaL K-
Pacnpenenamue Hag  Xpomarorpachus >
MONEKyYI 1o (HPSEC), meron kom- He Bories 080
pashepy @R Nat more than }). hif) €.66
Molecular size distiibu- | Gel firativie chromatog- )
tion rapdy  (HPSEC), in-house
method
Bricokoaththerrenas
GHUOHOOBMEHHA KO- «

A= 8,1 Mrrivn f pugiml

C =6,3 mKr/man / gginl.

Y = 8.8 mxriMn ! uginl
W-135 = 8,4 mrrimn / ugmi,

-

TpoussoacTaeH-
HEIR LUTEMMR]
Praduction straimns

Nelsseria meningitidis CEPOrpYIis!
! sirain A1,

Neisseria meningiticis CEPOIPYNILt / of soragroup C, LuTaMM
A strain G414

Neisseria meningitictis CEPOPYINL / of sérogroup Y, LUTAMM
L strain B30BY,

Neleseria meningiticis CEROPYNNG: / of serogrowy W-135,
e / strain 6308; '
Corynebacterium diphtheriae, wramm / sirein BT-42

{ of seragroup A, WTEMM

Coorasrerayer
Compliant

Ynanoska

P
FPu

Auging

Mepsyvsan yrakoska
Mo 1 acse (0.5 mn) npsnapara so PRAkoRL 13 NPospay-
HOro BOPOCUNIMKETHOMD CTeKna (Tuna 1) smecTrMocTsio 3
111, KOTOPbIE YRYHOPNEBAIOT NPOBKOM, HBroTOBNEHHDH U3 By~
TG (He cogepxalero TATEKCA), ¥ 33KaThIBAICT ATOMU~
FUEBLIM KONTAHKOM, CHAOKEHHLIN OTPLIBHON NARCTIKOBON
Kpwiueqkol no Tuny «flip-offs
Primary packaging

Cae dose (0.3 ml) of product in g 3-ml, vial mace
glass (Type [ stoppered with a chiorob 3 ¢

with an cluminum cap veith a flip-off plastic cover
BroouuHas ynakoska

N 1w & dnaxouos smecre ¢ NACTKOM-BRNENLILeM B
NEYRY KapTOHHY IO ;
Secondary packaging

Eor 3 vials with a patient information leaflfet ina Lt ¢

[epsuanas vnakoska

Mo 1 pose (0,5 mn) npena-
paTa 80 thrakeHax us npo-
3pavHore BopocunukaTHOrS
crekna {tuna 1) emecTumo-
CTBIO 3 MR, KOTOPBIE YKYNO-
peHsl npobKol, usroTosneH-
HOM uas Syvuna (He cogep-
Halwjero narekca), v saka-
TAHHBIX arMoMUHEsbIM
KOTIMEYKOM,  CHABNEHHLIM

CTPLIBHOM NRacTUKOBO %
Kkpwilteykoll no tuny «flip-

offs.

ih an abiminum cap
off plastic cover
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i ‘ Kog ! Coter 311-1103-03-001
HAHOARK TACTIOPT KAYECTBA | CERTIFICATE OF ANALYSIS
N Ne 40000084474 - Bepous / version: 8 |
Bstanur /! rorm 4
Haumerosanue Metones Ho MQ' Pasynbrare
ToKasaTENs HACHLITRHKH < ’§ HeNbITauus
) specifiention
Pariameter FTesi methody Test vesults
. Bropusiras vriakosxs
Mo 1 dmakony smecre ¢
Ynakoaka TACTKOM-BINB A BILLIEM S
Packaging NEYKY KaPTOHHYIO !
Secondary packeeing
4 vial with u patient information
leaflet in a carton pack
Ha sTvKeTKE hNaKoHa Ha PYCCKOM Fabike YKSALIBAIOT: Ha stukeTke cdnakons s
“ — TORIOB08 HAUMEHOBEHVE SIEKEPCTAEHHOTD npenapata {C | pYCCKoM Sabike YKAsAHLL
APBAYNPEAUTENSHOR MaPRDOBKOA ®): ~ TOPrOBOS HaUMSHOBGHNE
~ FRYMIMPOBOYHOS HaNMBHOBRHME, NEKApCTBEHHOIO npena-
— HEUMEHOBARWE NIEKEDCTBEHHON hopMsl, BrIOYALUES para {C npeaynpennTasis-
Cnocod npuveHenys (B pegakuy «PacTsop ons suyTou | Hod Mapruposkoi #);
MbILIBYHOTO BREABHUSY); “ TRYNMMPOBOYMOS HBUMS~
~ AOULOBKY, 00®BeM, KONM4ECTBO 403 5 1 Priakose (8 pe- | HoBaHUE:
) Rakumm «1 drakor - 1003z (0,5 L PN » ~  HaumeHosawue nexap-
i — HRUMEHOBAHUE 1 CTPANY NPOUSROANTENS, ARNAOUErOCH | CTBEHHOR (DOPML, BXHOYE-
A IOPUIVMECKAM TIALIOM, HE WS KOTOPOTS BBIAEHO PETYA- | I0UES Cnocod npuneHeHns
CTpaUuoORHO: yaocToBapS e, {8 pepakuuu «Pacteop ans
~ HOMED Gepiyt pacthacoBaHHoro Npenapara (B peaakLv | BHYTDUMSILENHORD EBElR-
«Cepysin); Hum»);
~ ABTY NPOUSBOLCTRE (8 pPesaKuuu «ponas.»y; - 803Mp0sKa, 0lneM, Konu-
~ ABTY OKOHYEHUA CPOKE rOSHOCTH {B pepaxum «ogeH | weersn 803 8 1 dnaxcHs (s
% [oin), peparume «1 thnaxos - 4
Hononmurensuo MOryT Gelth HEHECEHB! TEXHUYSCUE npe- fnoza (0,5 mm»):
MBBOACTEEHHDIE { TUIOIPACKNE KoL rpatuHeckie, Yic- |~ HauMeHoBaHUE | orpana
NeHhbie, SykeeHHbe, NPOUSBOOUTENN, SBMASKWE-
The following is printed ox the vi [ Russian: FOCH ¥ I0DRONNECKUM 7ik-
= tracde namse fwith the wariing LiOM, Ha NMA KOTODPOIO Bbi-
e s ation roste et “Sohion o 1 |OHO  PECUCTPALMOHHOS
N’a ” mom{a ;I;z;lz:j{;::ﬁi{l .ht«;:;::;: pra WHQR Pl (W 0('5.420/2»,0? i yAOC‘rQEepeH%e; (
‘ L.'n’:gs'n; ~dostige, voluste, mumber of drses i one vial {text “I vial - | dase g5 |~ HOMER Cépuu pacthaco-

| ddditionally, technical mang

L")
e and eoniry of e many
1ag Autharization holder:

~ bateh member of the packaged
= menuftcturing dute (et *
- explry dute (text “Expin

the logal entify — Mavker-

g

{lext “Batph ),
ed:

ing howse codes may be

printed: graphic, someric, alp L.
Ha kapToHHoR nayke Ha pycokom ABLIKE VKABLIBSIOT;

= TOProBOS HANMEHORAHNE NEKEPCTBERHOIO npenapara (¢
NPERYNIDRAUTENEHON MaPKAPORKOH i

~ IPYIMAPOBOYHOE HanpeHoBarHne;

~ HaUMEHOBaHIE NeKapCTEEHHON (HopMbY, BRIIOYAIOWee
cnocol npyimenerun (8 penakumy «Pacreop ans BHYTDU-
MBILISNHOIC BB@ASHURY); ; i y .
— dosupoekry, oBbem, KormvecTao £0z 8 1 dnaxone (8 pe-
fakumi «1 donaxos ~ 1 fosa (0,5 wMaY»Y;

~ ROMMUSCTBO 1103 B ynakouke {4ns M@YK KEpTOMHOR, co-
Aepwaieh 1 pnakoH no 1 1088 — BRIHeHD B penakumo
«1 dnakos - 1 gosa (0.8 mr)w; ans nasku RAPTOHHEGH, co-
hepxalusit § dhnakonos no 1 D038 ~ NDEACTARNEHO 8 pe-
Barum <8 103 B ynakoaxe»); ) ;
-~ NOTOTHI KOMNSKMM NPOUSBOANTERA B BUIE CTUNU30BEH-
HOW HEARMCH NaTUHCKMMY Eyxsamn («SANGF»);

BEHHOIO npenaparta (8 pe-
Aaxyuy «Cepusin):

—~ A&Tanpoussoserea (B pe-
Aarm «lMpovae.»);

~ Lata OKOHMaHME Cpoka
TOAHOCTY (B peparumn «o-
HeH poi»),;

BononturensHo HadeceHs
TEXHUYBCKYE npoUsE0 -
CTBeHHbIE [ Trnorpadekue
KOABL  Tpaduysckva, uduc-
NgHERE, ByraeHHbe.

The following is printed on the vial
label in Russion:

= trade name (with the warning
Slgn By

- ReHEriC Feitreition

- dosage form,




£

3anuce/ Record

SnzlorB

’ 4
o s
L o

Koa/ code: 311-1103-03-001

HAHDOAEK NACTIOPT KAYECTBA | CERIIFICATE OF ANALYSIS
Ne 40000024471 Bepcust / Version: 8
Bnanx/ ‘Fom'r' 4
Haumenoraune Merons: Ho Pesynebrars
OKaszaTens METIRITaHMUS Spe A {\’q‘%?g HCTLITaHUR
Specifivation .
Parasrcter Fust methods Test results
= COCTaB Ha 1 203y ¢ yKkazaHiem HEUMEHOBAHNA genizcray: ~ name and coustry of the mase
HOUMX BELUSCTB, UX KOMMYECTS 1 NEePeYHA HaNMEHOBARU Jasturer beingathe legal antley -
BCEX BONOMOraTebHblX BelECTe, . Marketing A znil;or{:ari;w halder:
~ HOMED Cepiy YNaxoBarHoro npenapara (8 PERBRUMA | _ hurcdi mumiber of the packaged
«Cepusin): ; prodect (test “Butch: ) .
—A8TY NpouseofCTEA (8 parakun «[powss.y); y - mganfaciuriag date (texr “Muan-
~ RATY CKOHUEHUR CPOKE rOAHOCTH (8 pegakumi «I"opeH | wheired: o
acy; = expley date fiext “Expiry
= YCMOBYSt XpareHus (8 pepakumv «XpanuTs s xonopupe- | date:); s
Hike (2 - 8 °C), B opuruHaneHoR ynakoske (B nauke xap- M?f‘;:‘;:’;‘;’l’ﬁlv‘s’;j:,;“”1 .
TOHHOR) AN TOro, YToBk! SALMTUTL OT ceTa, He samopa- 1 . i £ it ing house codes may
Knsars.»); 3 be printed: graphic, numeric, of-
~ YLnosus ornycka; phabetical
“ WTPUX-KOA:
~ HauMeHoEaHus ¢ crpany npanascauTens, KOTODPBLIN Ha  xapromHo f1ayKe Ha
TEKKS SBNRSTCH I0PUANYECKUM NULOM, Ha UMS KOTOPOTO | pyccron nsbike YKAISHB!"
BBIGEHO PEMICTPRUMOHHOE YROCTOBEpEHYE; — TOPrOBOS HAaWMEHOBaHIe
- NpeaynpegurensHsie Haanmcn: «CTepuibHO. ¥, «Xpa- NEKapCTREHHOrD npena-
HUATS B HEQOCTYNHOM ANS neTed MeoTa. »; «epes nenoni- para (¢ npesynpenuTens-
30BAHUEM BHUMETEMbHO OINAKOMUTES o TUCTKOM-BRIAAB | ypi MEPKUPOBKOTH 9);
Lem.»; «Oorarku HRUCHOMb30BHMON BaKUM ML uny Menn- | . TRYNNMAPOBOUHOE Haume-
UMHCKIS OTHOLb AOTKHE] BbiTs YHUHTOMEHE! (yTUinanpo- HOBaHWE,
BaMBY) B COOTBETCTRMM o HauuonaneHelMg Tpebosanu- | _ HauMeHoBaHNe nexap-
AMKLD. = g CTBEHHOR thopMb!, BKNOYE-
Hononuwrensuo MOTYT ObiTh HaHEceNb! TexHUIeCKe RO~ | puise cnocdB nprmeHsHis
vsBoAcTESHHbIe / Tunorpadhokue kool rpacdbudeckue, Y- (B penaxumm «Pactsop ans
Mapkuposka AehHL, Byksenmste, _ SHYTDUMBILLEYHOrD  BBEfE-
Labeling HononrurensHo woxer ObiTh HaHsceHa uHthopmaLrs ans HUE»);

MOHUTOPUHIE ABWKBHAR NEREPCTREHHLIX npgraparos or

APOVBBOAUTENR AC KOHBMHOrG noTpeBurens, Hononv-

TENbHT MOKET Bbits HaHacex KOHTROML Nepsere BCKPbi~

TUA. [JononsuTensHo moxeT Buith HaHeceHa cnsuvaniay-

pOBakHas JalUTHER Maknelika Ha CLHON CTOROHS KapToN~-

HOW navki.

The following is printed on the carion Lack in Russion:

- tradea, th the warning ségn ®);

- Geleric name;

wdosage form, including ihe adninisieasion routs {text “Solution for in-
sssular infection™);

e, volune, mupber 8f doses in one vial feexi “J vial - | doge @3

7,

kwith Ivial 7 Fdose, The text

ety of doses in apack (for i
s it paciowith 5 vialy 1 dese

is "1 vial -} dese 0.5 milj

edach, the text is S doses in o ek
~dogo of the HIICtaring company in the Soriiaf a graphic element
“SANOFI" in Latin lerters:
~Compasition for | duse, includ
the list of all excipiense;
= baiteh No, of ¢
- mrinfas i

el date (text “Expivy data: =)
~Sterage conditions (fext “Store refiis

Face (carton paek) 16 preteet from fght, Do not frecze.”);
- disprasing rulss;

o~ B 0

~aanie and country of He mpnuf;
{ng Authorization hiolder:

ie2nt, arid

ciited (210 8 °C) in the arig

he legal entity

-~ BUSUPOsKa, o6beM, Konu-
HECTBO Qo3 B T hnakoHe (B
penakymy «1 dnakon - 1
fo3a (0,5 mny»);

- KOMUMECTBO Jos B yna-
KOBKE (ns navku KapToH-
HOW, cogepxaiuei 1 hnakoH
no 1 4038 - 8KTOYEHO B pe-
Aarumio «1 dinakor - 1 nosa
(0,5 mmy»;

— TNOrOTUN KOMNaHUW npo-
UIBOAUTENS B BULE CTUM-
30Ba&HHON Hagnuew naruu-
CKIMY Sykeamy
{«SANOFI»);

~ CocTae Ha 1 posy ¢ ykasa-
HABM  HaumeHoBamwul  pei-
CTBYIOWMX 88LUSCTS, UX KO-
THYECTB W TepeuHsi Haume-
HOBaHWl BCeX  BCnomora-
TeNbHLIX BeulecTs!

HOMBP Cepun ynakosaw-
or

JgoacTsa (8 pe-
38.1v);
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HaunmeHosanue Meropb! T Pesyrsrars!
flogasareny KCTbITAHWR & eci;;‘;mf&m HonLITaRuR
Parameter Tost inpthods ik Test resulis
. ~ ABTA OKOHYBHUS CpoKa
ropHocTy (B pegaxymi «"o-
heH Jow),; ‘
~ YONosus xpauexus (s pe- |
ABKUNK «XPBHUTE B XONG- |
Julbruke (2 -8 °C), 8 opurn-
HaNLHOA yhakoske (8 nayke
- KapTOHHOR) ans Toro, “robeps
BBLUMTATE OT CBeTA, He sa-
MOPEKUBETE. »)
=~ YCIOBUS OTNYCKE;
; - LTPUX-KOZ; :
- HGUMESHOBEHME W CTpang
NpoU3BOLWTENR,  KOTODLINA
e TAKKE RBNKETCA  OpULUUe-
CHUM FTALIOM, HE8 WMS KOTO-
~weenings: “Sterile; “Keep ous POIG BBIRAHO PEFUCTPALAOH-
the PIL before use™; “The va HOg YLOCTOREDERUE;
“Dispose the nar-used vaceine o imisunizafion G npegynpeguTensHme |
f/e local tegistation”, Hagmucy,  «CTepUnBHo. .
Additionally, wechaival meanifact riting house codes my be «XpBHUTL B HELOCTYIHOM
prived: graphic, ;}urwz‘n aipd ans perelh mecte.y; «lepes
“ e o s
AN RN ey b printed. Addition (A
the temper evide 'o»‘;ﬁzl.’yf a special pl‘oi%‘fi{le TENbHO OSH&KQMMTbC?} &
label may be appli vi m i sm’g of ﬂz ton pock, SMCTROM-BINEABILEM. »; ;
«OCTaTkY  HEMCNONLIOBAH- |,
Mapkuposia [ipy ynacoske (BTODMUKON yRakoBKe) noeanduaTiem 000 HOWQ%WHP‘ fﬁm MEAULIAR- |¢
Lodeling «HaHoneky. Pocens: CKAS OTXOAB! HOMKHL! BbiTh

“

Ha naqke KapToMHON LONOTHUTEN:LHO VHEBRIBRIOT «¥Yna~
KOBKE ¥ BuIOYCKGKOUWNE KOHTDOSb Y, HAISAHNE U appec
KOMIMAHUY, COYIIBCTSAOWEN BTODINAYIO YIIAKOBKY U Bhi-
NYCKAKOWIMAR KOHTPONb, 86 NOTCTHN 8 BIAG rpAUMEcKors
BNEMEHTE ¥ Haghuey «HAHCHTEK».

When packaging fsecondary po (i iy done by LLC Nenolek {Rues

slan Federation);

The following is additionatly s & on a carton pack: “Packaging
and refeass control: ", neme ana 5 af the company résponsible for

tne secomdary packaging and the rel

s egutrod, s logo in the form of
a graphic element and text “NANOLE

YHUMTOREHBl (Y TARUBUPO-
BaHL) B COOTBETCTBAW ¢
HALNOHANBHBIMY
HURMILY.

HononHuTensHo HakeceHs!
TEXHUYECKIS nponzsoa-
TBEHHBIR [ Tunorpadckme
HOObL  rpaduueckue, 4uce
neHHsie, BykpeHmne,

HononunrensHo HawscsHa
UROPMAaLUSA NSl MOHKTO-
PUHTE  JBYOXSHWH  NBKEp-

NPONSBOLKTENS A0 KOHEM-
HOTO neTpedurens. Jonon-
HATEMBHO  HEHBCSH  KOH-
TPOML NEPBEOTC BOKPLITYA.

Ha nauke xaprowmol po-
NOMHATENENO YKEsaHO
«YTakoBKa v BINY CKaroLMN
PO, H&SB&HL‘I@ nan-

j noro*rw‘; 8 BUAE
¢ QKOTO anemMenTa v
Haan cvz SHAHONEK.

Tpebosa-

CTBEHHEIX Nperaparos or |
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HAHDAEK OACNOPT KAYECTBA | cERTIFICATE OF ANALYSIS

Ne 40000034471

Koa / Code; 3N-1103-03-001

Bepewus / version: 8
Briank 1 #omm 1

Haumeuosanue

HOKazgTenn
Purainster

Merone

HCHLITEHNS

Test methods

Hopmbi

Speelficarion

PesynbTtare

HUCTIBITEHNUS
Test results

Mapruposkg
| Labeling

The foliowing, is printed oii the
cardon pack in Russian:

= trade name (with the warning
sign ®);

~ Zenakin wanie;

~ dosage o, including the au-
miisration roste (rexi “Suintion
Jor intramusculay infection”j;
~dasage, volunie, number af doses
in one vial (3¢ 1 vigl - ] dose
(0.3 mid "),

~ gy ol doses in a pack (for the
carton pack with 1 vial 7} doge,
the text is “f vigl - } dase (0.5
wl);

—lago of the mAfacturing com-
pany in the form of @ gravhic ofs-
ment “SANOFE” in Lagin fogo
~ composiiton for 1 dose, incly
ng active substances, their eon-
tent, and the list of aif exciplents;
« barch No. gf the packaged prog-
uct ftext "Bateh:");

= manfacturing date (texs Mo
wachured: "

= ExXply dme (et “Expiry
dater*y;

~Storage condiions (fext “Store
refiigerated (208 °C) in the orig-
nal pack fearten k) 1o prosect
Jrom light. Donot frecse s

= dispensing e

~ b eodey

- M wumbey (text “Slarkeiing
Atharization: B-002634 o
~dame and couditry o the mamyp
Jactarar being the legal entity -
M’lqr:tfeiblg Authorization hid éry
~warnings: “Sterife"; “Revp out
of reach of children; “Read sare-
1 Sty the PiL before use s “Dis.
pase (destroy) the notused vag-
elne or impthnization medical
wastes as per the national regida.
Hors ).

Additionally, weohmical mantgfac-
turiag / priviing house codes ey
be printed: graphie, ninierie, b
phubetival.
Additionally, the i
montioring of the

farmation for
feinal drags

end consione

Jlow from the Benufcnser w ihe
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Haumernosanre Merons Hopuist Pesynsratol
fionasaTens HeHbiTERKR . NeNbLITaluA
The following is additionally spec-
ifled an a carion pack: “Packag-
ing and release control:”, neme |
Mapruposia and address of the compony re-
Labeling sponsible for the secondary packs
agihg amd the release conwral, its
logo in the form of a graphic ele-
b ; menid gnd text “NANOLEK™,
ani & (28 °CY, 8 0pUryHansKou { a 1 i)
T — XparaTs 8 XONOAUbHIKE (2 ~ 8 °C), 8 OPUTHHEILHON YNAKoBKe (B Na4Ke KapTOHHON)
il Sl Ans Toro, Yrofs! 3auMTUTE OT cBeTa. He samopanmeaTs
OPge condiions o i i TEEAIY T il CORT sl o 3 o
Store refrigerated (2 1o 8 C) in the origingl pach fearion pack) to protect from light, Donat freeze.
Cpok rogHocTn
24 mecsus
(xpasietis) 24 m‘mﬁ}:sq
Sheli'life dovpiiv
Mpumenarng / Nows: Z

SAKIMOYEHIKE J concLusion:

Mpenapat MEHAKTPAS, pacmeop Siisi eHyMpuMBILISYHO20 eaedenun, 0,5 mn/dosa
Peaduet MENACTRA®, Solution for intranmsenlur njestion 05 millduse
Haumerosanue apenapara/ Froduct

: | ThE { e ;
USB94AR o 50?{*‘”‘*’1‘:‘"‘# JIM-Ne(001763)-(PT-RU) - 020223
with yegidrenisns of

caepvis 7 CooTsercTsyeT / He cooTaeTcrayeT Homep HODMETUBHOrC ACKYMEHTa
batclt is compilinmt 7 is not compliant with Normative Document )
HavanbHuk OKK Kopsikosuesa H.B s

Head of QC Department Karvakovtseya ] o '/;Z 7 s &4&/}@5 5
Hommuosts / Pasition BUC T Neag Signature Hera




