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(HauueHonaHr4e ropuAuqecKoto rrraqa, rop,

-oe4epa;rrHaq 
cryx6a no HaAgopy r c0epe 3ApaBooxpaHeHuq Ha ocnoBaHrrlr 3aKJrrorreHr.rq

r4cr,:6trar0nrnofi la6oparopzz Mocr<oncxofi na6oparoprrr{ KoHTpoJrr KaqecrBa JreKapcrBeHHbrx
cpetcrs @f EY "TIMLIOyA O gMII " pocsApasHaAsop a

(uarzuenonaHrae Se4epanbHor-o rocyAapcrrenno
or 10.01 .2025 J\e 18104K-11/24 pa3pelraer BBoA B rpaxAancrcnfi o6opor

- G"t") - ("""ep)- 
P-rE'rY{s'v

s Poccuficrcofi @egepaquu rlMMyHo6uonoruqecnoro JrercapcrBeuHoro upe[apara
Ilenralccprna@ (narqzHa AJI.a upoSunaxrzrra 4raSrepuuvr crotdstxaa4cop6upo Bap11ag,

KoKJIIo[ra aIIeJIJIroJIfpHafl,, fToJtr[oMr4eJrzra r{HaKTr,rBtrpoBaHHa, ra nnser<quft, nbr3blnaeMblx
Haemophilus influenzae run b, KourroruposaHHas)

(ropronoe Hauiraeuonauue)
Baxqraua gnx upo$ruIaKTI,IKI,I /oa$repuu. cror6Hsra, KoKJtoura, noJrzoMvrcJrvrrau

nseleHzs (urupuq) 0.5 nu-1 mr., zua-1
(d oprr,,a BbtnycKa (c yxa:auueu ,"nup.rr"nr@

ceprrn Y0A681M (cycn.:X3C97l ruog.:X1860) ,
o6reu ce
rrapTr.rtr

(rrovep cepuu)

roAeH Ao 31.03.2026 ,

(cpox roguocr.r.r)

rlpolr3BoAcrea CaHo$r llacrep C.A., @pauqirn, 1541, avenue Marcel Merieux, 692g0, Marcy
l'Etoile, France (nporzsno4ureJll roroeofr JI@ (cycner-r3r4r, lraodrz:rasar), uepnuqHa, y[aKoBKa
(ruo$ulusar)); Parc Industriel d'Incarville,2J100 Val cle Reuii, France-lnepenuHar ynuno"r.u
(cycnen:ua)); O6qecrBa c orpaHr4LreHuofi orsercrBeHHocrtro "I-Iauo:rex" (OOO ,,FlaHoreK,,),
Poccult, Kaponcxag o6lacm, Opz.reecxui.r MyHurlr4namurrfr pafioH, Jlesuucxoe ropoAcKoe
IloceJIeHI4e, lizoue4uquncxzfi KoMIIneKc I-IAIJOnEK ,.ppriopr, (n,r.opuuuafl ynar(oBKa,
sbrrycxaloulr4 fr xoHr-porb Kaqecrea).

(tlauue HoraHue H aApec tlpol43BoAt4Te,u (c yra:lauuer,t craguii npo*oaa*u)_____---
PerucrpaurroHHoe yAocroBepeHrre J\b ICP-O0512110g or 0l .07.200g.
{epxTeub pefHcrpallHoHHoro yAocroBepeHuq caHo$ra llacr:ep c.A., (Dpauqza, 14 Espace
Henry Vallee, 69007 Lyon, France.
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NACNOPT KALIECTBA
Nc 40000032625

1 ttsI

Hos: 3fi-n0ru14*

Bepcun: 8
Enaxx 2

ftenmaxcu;tP @axuuua daa npo$una,(maxa dusmepuu u cmorrLnxxa adcopfuuposaEffiAfl,Kotuttowa auaflnm,fiflpqaf,' n}tlttauueduma uuaxmueipodsrut &, u uusext4uri, ee*ate ae*bxHaemophilus lnfluenzae mun h, Kolbrceupoeauuan), nuo*unusam dnn npueomoeneHun cyc-
tr:,tr:.*:,.:{trtr#:,ff;y;;, *iiiia**L,i-d;;;;:;";*,nexme c cycniasuet dnn enymtuu.

Me4qyxapoAHoe
HENATCHTOBAHHOE

HaHMeHOBaHUe neKapcTBeHHoro
npenapaTa
l{omep cepur (o6qr,rn)

Horraep cepfin

Konhqecrso ynaKoBoK B ceput4
flara nporaaBoAcrBa
l-ogeH go
PerncrpaqroHHoe ygocroeepeH re
Hahn,texosaune cy6cranqnn
Cepmn cy6crauquN
Iporsaogrrens cyOcraHqHH
[4cnulranun BbtnonHeHbl no

BaxqnHa 6nn npoSran
noflnoMHerlnTa vt

enzae rrn b ,//,,t'

Baxtuwa dnn
u cmandnsxa
KnpLua

x3c

19.04.2A23

' lyUuaa dnn npsqun6t<*,uru uxtpertqtti,
.6bt3bt.6asMbtx Haenophilus ittfluenzae

YOA681M

KOHb$ailpaeaHHafr

x1 860

05.a7.2A23
31.03.2026

ncP-005121/08

ncP-005121108-?3A41121 stfi.Ns 1, Z, A)

l. Baxquua ann n$i,oqunaomuKu

Wgrz;::;:;i:*""rr' 
(cvcn'eusun dna euvntpuMbrLu'€q*oeo eeedeuun 0,s in (t dosa), npedaapu-

floAnuHHocru

- gu$repr,lfiHulri
AHATOKCHH

- cronCHrqnuri
AHATO(CHH

- $unan,teHrosnurfi
reMafrnrcTfiHHH Vt

xoxlrou.rr-rutfi aHa-
TOKC14H

- BHpycbt nonfioMH-
enuTa tnna 1,2 n 3

Merog ItoMuHexc

Mero.q IIrcuunexc

Merop flnuuiierc

Merog JlnnanHexc

B eaxqlrue,qonxeH o6napyxr-
Barbcfi gn$repnranutfi aHa_
TOKChH

B narqune AonxeH o6napyxu-
Barbcfl cron6ssquurft aHarorc_
CI,1H

B aaxqune ,qoflxHbl o6Hapy-
xt4Barbcfi frunaueurosxutft
reMarrnmTuHUH r,r KoxnnuHurfi
AHATOKCi4H

B aaxqNue AonxeH obHapyxn-
Barbcff t4HaKTHBHpoBanHstfr

floruoMrerura rrna 3

flogreep4qeHa

[logreepxr,qena

llograep>x,qeua

I-logreepxqqeHa

[ipoxogrmocru
qepe3 Hrny

npoxo,qhrb qepe3 Nrny Ns
0840 (gr,rarraerp qacrfiq He 6o-

Banqnna Aonx{#G6oAr{o
Al4r r{epes urny Ns 0940 (graa_
rderp qacrhq He 6onee

BarqNua c8060AHo npoxo

Brsyanunsrfi
(ro Po)

(EO r,rnr,r fO PS Or 6,8 Ro 7,8
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Sanrcu Zwa I

NACflOPT I$I{EOTBA
Ne 40000032625

KoR: 3t1-fi03-0S-001

Bepcnn:8
Enaur 2

Haur',teuoBauue
noKasaTenf,

Merogur
ncnbtTaHllF Hopn,tur

Pe:ynurarul
HCnbtTaHlrf,

hssneraeMtrft
o6terr,l

l-parruorpnqeorfifi
(EO nnu fO PO) Ha ruexee 0,5 run Cooreercrayet

2-SeuorcnsraHoa
rxx
(EO rnN rO PO)

Or 2,0 urcn/gosa Ao
3,0 rurn/gosa 2,4 r'nwlgoaa

Anpuuxnil
Korr,tnne xcouo [,r erpfi q e-
cKos TtrTpoBaHue
(EO mnr fS PO)

Or 0,20 r,rr/goea &o
0,45 nar/Aosa 0,30 Mr/Aoaa

OopuanoAernA

CQecoqetaHuncKono-
pulaerpnuecrofi peaK-
qnefi, ocHoaanH;til Ha
EO unu fO Po .

Or 4 ruxr/4osa go 15 Mrr/Aoga 14 tvtxrfioea

Earrephanunure
0HAoTOKCHHbI

Xporuorenuurfi. Kt,tHeru-
qecxum MBToA (EO unu
ro.Po)

Menee 100 E0/gosa Menee 100 E0iaosa

Crepununocru
Merog rraeu6paunoft

SNnurpaqnu
(EO unta fO PO)

BaxquHa AofixHa 6srts
crepununofi Crepununa

Cnequ$rvecxan
6esonacHocro ElonorNqecxrft n,terog

Baxquua ,qorxHa 6utru
6eeonacHoft 6esonacHa

[4rauyxoretnocru
agcop6nponaHHoro
4uSrepufiuoro
AHATOKCUHA

Merog olxoapeurennoil
oqaHkn uMMyHoreHHo-
cru (ua ocxoranur EQ)

Turp anrnren x gugreprfi-
HOMy TOKcr4Hy:

6nn 1 uruuyHfisaquu Hs Me-
nee 150 OE/wrn
gnn 2 hMMyHusallnft ne rae-
Hao 174 OE/run
Ann 3 fiMMyHt4aaqflfi ne ue'
see 1BO OE/un

181 OE/un
finn 1 nuruynusaquu)

14tvttttyHoreunoctu
aAcop614poBaHHoro
cron6xRqnoro aHa-
TOKONHA

MotoA o4xoapeuennofi
oqeHKu T4MMyHOTBHHO-

crr (na ocuonarnra EO)

cron6HRrtHoMy roKcttHy:
AnF t hMMyn[saquh He Me-
nee 91 OE/mn
gna 2 ltMMyHuaaqhfi ne ue*
nee 119 OE/rran
gnn 3 HMMyHt4saquft ne lae-
Hee 134 OE/nan

388 OE/run
(4na 1 ruuyunaaqnr)

14rr,lnayHoreHnocru

KOKNIoUJHOTO KOM-
NOHEHTA: KOKNlo[IJ*

uurft anarorcrn

Mero4 ogxoepeuenuofi
oueHKfi l/tMMyHoreHHo-
crr (Ha ocHoqauuu EQ)

Trrp axrrren r KT:
gnn 1 ruuyHusallhr4 He Me-
ree 84 OE/rvrn
gna 2 t,tMMyHltsaLlhrtr ne ue-
uee 106 OE/ron
Ann 3 ilMMyHhsaqhfi He ue-
Hee 117 OE/nan

290 OE/rrtn
(gnn 1 nmuynusaqnr)

hurraynorennofiu
KOKNI0IJJHOTO KOM.
noHeHTa: Quna-
raeHroaHutft re-
M6rrflloTt4Ht4H

Mero4 ogitoepervrer+no fi
oqeHKn HMMyHoreHHO.
crr (ua ocxoaauru EO)

Tnrp aHrr,tren r <DlA:
gnn 1 urranayHilsaLluh H6 Me-
nee 136 OE/r'rn
pnn 2 fiMMyHusaqufi ue nae-

uee 157 OE/r,itn
gnn 3 nMMyHusaquft He r\ie-
nee 168 OE/run

208 OElun
(gnn 1 uurvryHraaqmr)

I

I
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Sanncu 3lts9

NACNOPT KAT,IECTBA
Ns 40000032025

Kop; 3tl-fi03-0s-001

Eepcua:8
Enaxr 2

Harlaenoeanue
nofiasaTena

Melogur
ncnblTaililfi Hoptrut Pe*ynuraru

HCNbITAHfifi

D-axruren Bnpyca
noflhoMhe,lhTa

Mero4 flrDA
(EO rnr fA PO)

Tun 1 * or 20 'Efl1Rosa 
no

43 Efl/goaa-lun2-or5Efl/gosago
I Efi/.qoaa
Trn 3 . - or 17 Efl/goaa Ao
36 Efl/sosa

26 Efl/,qosa

6 EA/gosa

22ENAoaa

ll, Baryuua dna_npoQunaKmuKu au*ext4u[, eba_brcaenbx Haemophtlus influanzaa ,run ilfiGffiG(nuo&unusam ans npueomoansHttn cycneueuu dnn sHympuMbtweiquoao eeeOolun, 1 oosa, enaxaul1
Onrcanue
nrofrunuaara

Buayanuxurfi
(EO)

Eenuril roruorernutfi
.nuoSunrsar

Henrrfi rorraorenuufi
nuo$unuaar

Onucanme BoccTa-
HOSneHHOTO pac-
tBopa

Bnsyanuuurft
(Es)

Becqae*ran, npospaqHan
xt4AKooTb

Eecqaernan, npo3pa'{Hat
xr4AKOCTb

Bpenttn
pacrBOpeHfifi Xponouerpuqecrufi He 6onee 20 c MeHee 20 c
l*loAnrNnocru'

- nonrcaxapHA
Haemophilus
influenzae run b

- cron6Htqxuft
AHATOKCI4H

Merog Hra rr,tynogl4 g gy-
suu (EO unn fQ PO)

Metog nrvrmyno4rgsy-
oru (EO nnr F$ PO)

Barqrna npn aeanrr,toAeft-
oTBH l,t C trlOXocnequsuqecxofi
axrucsteoporrofi . B refle
AOnXfia AaBaTh nuHt4ro npe-
ut,lnuTallHl4, cnhBalot4ylocH c
nvluefi npeL{t4nuraqril craH-
Aaprnoro o6pasqa KoHbrcrt,t*
posanHofi BaKqhHbt Hae-
mophilus influanzae run b
Baxquna npu aaaruogeft-
crBr4 r,t c ruonocnequsuqecrofi
auturcuraoporxoft B rere
AOnXHa gaBarb nfiH!1[0 ItpB-
qilnt4TallHt4, c,lmBalou.lytocf o
nrxt,tefi npeqhnuraquH craH-
Aaprnoro o6paeqa KoHbloru-
poeaHuofi BaKqHHbt Has-
mophllus influonzaetnn b, co-
Aspxaqefr cron6HRqHurfr
AHATOKCI4H

l-lograepxgqorra

flogreepxtrqeHa

llpospauxocru Busyanuxnrfi
(ro Po)

BocctaHoeneHHan BaKqr4Ha

f,onxHa 6urr npoeparlxofi
BoccraHoalsHHaf, BaKLluHa
npo0paqHaR

Qeeruocta
Bueyanunurfi
(ro Po)

BoccranoaneHHaa BaKLlhHa

f,on)KHa 6urru 6ecqaerHofi
BoceraHosneHHaE EaKqHHa
6ecqaernaR

Bu,qruute MexaH[-
qecK[6 BKn]oqeHhf,

Brsyanunufi
(ro Po)

Brguuute M6xaHilqecKl4e
BKnloqeHl4n AOJIXHb| OTCyT-
CTBOBATb

BrAuMble MexaHnqecKue
EKnloqeHuf, oTcyTcTByloT

pH l-lorqnuuoruerpuvecxr fi
(ES Nnn rO Po) Or 6,5 go 7,5 7,1

OcMongnunocru Kpr,rocxon{uecruft
(EO nnu rO PO)

He naeHee 200 rraocrvronu/ir 407 naOcriaonu/rr

Boaa

Kynoxouerpui,teoKoe
rr4TpoBaHhe no MeToAy
K, Quuepa (EQ r,rnr.r FA
Po)

He 6onee 3,0 % 0,9 %



HAHE AEK

3anncu 4n:9

NACilOPT KAqECTBA
Ns 40000032625

Kog: 3l-l-Il03-03-001

BepcNn: I
Enasr 2

HaHMeHosaHhe
noKa3aTens

MeroAut
HCNbITAHHfl

Hopn,tur
Peaynsrarur
,{cnbraHhf,

OocSop

CO, rvroAHSraLlupoeaH-
surfi ueroA L{eHa, ocno-
sailHsrfi ua EO, nnu l-O
PO

Or 0,67 ruxrigosa ,qo
1,01 iurr/Aosa

0,81 r',txr/gosa

Caxaposa
llonnpurrrerprsecxnil
(ES nnn rS PO)

Or 31,9 ur/gosa Ao
53,1 rurlgosa

42,0 rur/Aosa

[1onncaxaprtg
Haentophilus
influenzae rnn b

Pacqernrtft Mero,q, 0r I uaxr/4oea go 12 runrr/,qosa 10 uxr/6oaa

Ceo6ognurfi
noaficaxapuA

BOXTX B coqeraHfiH c
ynbrpaL{eHrpnSyrrpo-
BaHheM (EO unn fO PO)

Menee 13,5 % 8,8 %

6arrepuanuHste
SHAOToKC14Hbt

Xporrrorexnurfi r(LrHerfi-
..iecxnfi recr (merog D),
{EO rnr fO PO)

He 6onee 50 E3/gosa MeHee 50 ESl4osa

Crepnnunocrs
Meiog n,ren,r6panHoft

Sunsrpaqnr (gS vnu
ra po)

Baxquna AonxHa 6srru
crepnnuHofi

Creprnrxa

lll" BoccntanozneHHafr saKLpHa dnn npo$unaKffiLlKu duSmepuu u cmon5usNa adcop6upoeaHfiafl, KoKnnua
a:$finpnfrpHan, nonuoMuenuma uHaKmusuposav+afr u uuSextl.utt, eluabtaaeubtx Haemophilus influenzae mun
b, xotlurceuposaHHafr (cvcneueun dnn enympuMdwe\Hoea aeeienun,0,5 un,1 doaa)

OnncaHlle BusyanuHutfr

CycnensurR benoaaroro
qBeTa, npH orcTaHBaHHH pa3-

ff,ensioulancn ua 6ectleeruyn
xr46riocrb c o6paeoaaur,rerr,t
6enoro ocaAKa, xoropurfi
flerK0 pecycneH.qHpyeTcfl
BCTpgXi4BaHfieM

CycneHrnn 6enoaaroro
uBera, npH orcTaHBaHnfi pa3-

.qennnqancn Ha becqaerxyrc
xurqKocrb c obpaaonaunerrit
Senoro ocaAKa, Koropblfi
nerKo pecycneHAr,lpyercf;
BCTpfiXHBaHHeM

[lpoapavuocru Busyanuxurfr
(ro Po)

l-{a,qocagovnaR x(u.qKocrb

AonxHa BbrAeplKnBaTb cpaB-
HeHne C eTanOHOtr,l I

Ha.qocagouHaR lugKocrb Bbt-

AepxrBaeT cpaBHeHile c 3Ta-
nonou I

l-.[eernocru
Busyanuuutfi
(ro Po)

Hagocagovxan xrAKocrb
gonxHa BbtflepxHBarb cpaB-
HeHHe c stanoHon,l Bs

Ha,qocagouHafi xHAKocrb Bbr-

AepxuBaer cpaBHeHue c 3Ta-
noxotvt Bs
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Sanrcr 5Ne9

NACNOPT KAqECTBA
Np 4000003262$

Kog: 3[1-fl0$'03.001

Bepcnn:8
6nanr 2

Hauillenosaxne
noKasaTeflfl

Merqnur
HCNbITAHHfi

HopuLr Pesynurarst
14CnblTaHHs

Ynarosxa

neDBHqHaf, vnaKoBKa
[1o ogxoft Aoae nro$nnhsara oo Snarone rs creKna
1 tuna (O.C[UA) BMecrnMocrbrc 3 Mr, roroparfi yxynoplt-
BaloT poailHoaoft npoOrofi, uororoaleHHoft hs xnopOyrn-
floBoro 9flacToMepa n 3a(aTbtBalor aIloMt4Ht4eBbtM l(orl-
naqKoM, noKpbtrbrM cHapyxt4 naroM n cnadxennbtM or-
purenoft noflunponilfleHonofi rpururevxofi rrna <flip-off>.
l-lo 0,5 rran (1 Aosa) cycnenarfi B uJnp[Ll6 (o saxpenneHxofi
lrrnofi nnu 6ea) (EO) BMecruMocrrto 1 . Mn hs or?Krra
1 runa (O. CIIJA) c nopuHeM xnop6yrnnoBbrM, t,tflr,r 6ponn-
6yrrhoouna,
[Io 1 $naxoHy ta no 1 unprqy B Ba(pblryfi) Ruefiroayo
ynaKoBKy (nOT/nBX). Ecnu unpnq He ilMeBTsaKpenneH-
Hoft Hrnsr, To B ynaKoBky BxflaguBanr 2 orgenuHbte GTo*
pr4rlbHbra nmbr.
BroprqnaR vnaNoBKa
llo 1 nqefiroaoft ynaronre B hHgr4augyanbHyto KaproHHyro
naqKy c rHcrpyxquefi no npHMeHeHrlo

lleuanqHan vnaxos[g
l'lo oAnoft gose nmo$unu-
aara Bo Snarone rg ereKna 1

rr4na (O.C[JA) BMecrrlMo-
crun 3 Mnr xoropbrfi yryno-
poH poaltHoaofi npo6rofi, rs-
roroafl exHofi vre xnop6yrrno-
BOro onacToMepa I saKaTaH
an}oMuHheBbtM KoflnaqKoM,
noKpblTbrM cHapyxl,t raKoM !{

cnaOxennurm orputpnofi no-
nranponrneuoaoft KpHHeq-
rofi rana <fllp-off>.
Ilo 0,5 n,tn (1 gosa) cyonensrt4
B urnphqe (c aaxpennennoil
urnoft ) (EO) auecrrnaocrup'l
Mn rc creKna 1 runa (O.
CI.IJA) c nopuHeM xnop6yrn-
fl oBbr M unu 6potvt6yrr,rnoBbr M.

fio1$naroxyilnolunpuqy
B oarpbrryo nuefiroayo yna-
roaxy (ll9T/l'lBX).
Broprquag vflaxoBKa
l-lo 1 nqeftxonofi ynaxoexe e
r4H4t4Br4Ayanunofi xapronnoft
flaqre o unorpyxquefi no npr-
MeHeHt4lo.

Mapxupoera

Lla otuxerre unquHa c cvqneH,3rgfi yllarutsatori
* o6qenpunRToe HahMeHoBaHhe KoMnoHeHTa;

- (AIIf, fiEHTAKCI,IM@D;
* Aoar4poBr{y, o6reM, KonuqeoTBo floa B oAHoM tunpuqe
(a pe4arqur: r<1 tunpnq * 0,5 un - 1 goaa>);

- cnocoE npuMeHeHilr;

- n psAyn pegnren bHylo Ha4nucb <Cru. nucrpyKr{H rc. ) ;

- fio.rorun KoMnaHr4r4 npousaoAl4Tent roroBofi nerap-
craexxofi $oprr,tur <CaHci$lt flacrep> E B[Ae HaAnnoH
raruHcxl4MH 6yraaruu (e peAaxquu; <$anofi Pasteur>);

- Aary npoLtsBoAcrBa (a peAaxqnn: <flpouse.:>);

- HoMep cepru pac$acogaxHoft cycneus,t4 (e peRarc
qnu: <Cepur:>);
- Aary oKoHqaH[fi cpora roAHocrnt (e peAarquu: <rl-o-
gen Ao:>).
flon0nnrrenbHo MoryT 6rrb naneceHbt rexnrqecK[e
npousBoAcrasHHure/runorpaScxre BHyrpeHHIe KoAbr:
rpaSuvecxrer qncfleHHbte, 6yreennute.
Ha srnxerxo Snaxoxa c nuo6HnusaroM vxa3blBa$T:

l{er aruxerre unpuua c
c.vcn exs fiefi. y.EasaH ur :

*o6qenpungroe HaHMeHo;
BAHT6 KOMNOHEHTA;

-(Ann I-IEHTAKCI4M@>;

-AQotlpoBKa, oSrreM, Konu-
qecTBo Ao3 B oAHOM
unpuue (a peAarqfiu: (1
unpuq - O,5 un - 1,qosa>);
-onoco6 npIMeHeHufri
* npeAynpeANrenbHaf,
HaAnHcb <Cnlt. ilHcrpyK-
uHlo.D;

-I0roTrn KoMnaHhr npons'
BoAhreni roroaofi flBxap-
oraexnofi Soprrru <Cano$u
Ilacrop> B BuAe HaAnficfi
narhHclc4Mu 6yraanar (e pe-

AaKL+,ltt: <$anofi Pasteur>);

-Aara npouaBoAcrna (a pe-

AaKLIHH: <Ilponsa.:>);
- HoMep ceput4 pac$aco-
saunofi cyoneHst,r14 (n pegar-
uun: <CenuR:>):

- o6UenprunToe HarrMeHoEafiue KoMnoHeHTa;

- (Ann IIEHTAKCI4M@>;

- Ao3mpoBKy, Konnqecrso Aoo B o,qHoM $narone (e pe-

AaKr.lHI4: <1 Snarox - 1 nosa)));
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HCnbtTaHhfl
| - cnoco6 npuMeHeHur;

| - npegynpegnrenbHyto HaAnHcb <Cnlt. raxcrpyxr"lulo.ll;

I - nororfln. KoMnaHhu npofisBoAt4TenR roroeofi fieKap-
I creeuHori Sopmsr <Caxo$r llacrep> B BfiAe HaAnHcH

I 
naruucrun,tu OyxeauN (e pegaxquu: <sanofi pasteur>);

| - Aary nporn3BoAcrBa (n pegarquu: <l".lporse.:>);

| - HoMep ceprN pacgacooaHHoto nuo$rnusara (e pe-
I Aarqrara: <Cepun:>),

| - OlrV oxoHqaHnfl cpoKa ToAHocru2 (a peAaKL{l4H: <l-o,qeH
I Ao:)).
I EononnrrenbHo MoryT Orrru naneceHbr rexHilqecxfie
I nporaaaogcraeunure/rnnorpa$crme BHyrpeHHue xoAbt:

I rpaQt,lvecxre, qHcneHHsre, 6yxseuuure.
I Ha naqxe xaDroxxofi Vxa:urearcr:
- ToproBoe HaHMeHOBaHfie neKapcTBeHHOrO npenapaTa
(c npegynpegnrenuHoft uapxuposr<oft @); *

-*cllryurglHoe_ roproBoe HailMeHoBaxue (e peAaKltt4H:
<flEHTAKCt4MO>);

- rpynnHpoBoqHoe HauMeHoBaHUe;
* HaltMeHoBaHfie neKapcreeHHofi $oprrnur, BKntol{a$u.lee
cnoco6 npuMeHeHfit;
- Nonnqecreo Ao3 B nauxe xapronnofr;
- Konr4qecrBo $naxoHoe H unpul{eB B naqxe rcaprounoil
(gnR naver, coAeplraLLlHx 1 Snaxou n 1 unpl,rq c 3aKpen-
neHuori Hrnofi, B peAaKllrl,4: <1 $naxon + 1 uJnpilq c sa_
xpenneHnorl urnofi>; Anfi naqeK, cogepxaulrlx 1 Snarrox
u 1 unpnq 6ee rrnur B KoMnnexre c AByMn orgenbHbrMt4
fir.fiaMu, s peAa(quu: <1 $naxoH + 1 uJnpHU + 2 orAens-
usre urnut>);

- nororrn KoMnaHfiH <CaNo$ra [lacrep> B BilAe rpa$ra_
qecxoro sfleMeHTg u HaAnncu flarhHcKrMl4 Oyrnaurra (r
peAaKHr414: (SANOFI pASTEUR>);

- cocraB '1 gos*t cycneH3fili n 1 gosur nuo$nnusara c
yKa3aHmeM HarMeHoBaHufi r,i xonrqecra geftcrsylcqux
BeujecTB fi nepeqHff BcnoMOfaTeJibHbtx BeqecTB;
- ycfloBl4fl XpaHeHHt;

- npeAynpegfireJlbHbte Hagnilcll: <[nn gerefr>, nXpa_
HrlTb B He.qoct"ynHoM Ant Aere,4 Mecre.), <t-1epeg npn_
MeHeHfieM BHHMaTenbHo o3Ha(oMr,trbcfl c t4HcrpyKquefi
no MeAUL{r4HcKoMy np14 MeHeHil to. >, <Octarxu Heilcnofi b_
soaaHHofi BaxqmHbt unfi Me.qHLlytHCKue orxogbr AonlKHbl
6urru yHlrvroxenut (yrunn:lrpoeaHur) B coorBerctBtlh c
HaqiloHanbHurruu rpe6oaaHufl M !1. D, <Cteptanuno. > ;

- ycnoBHff oTnycKa;

- Ha4MeHOBaHHe H CTpAHy npoil3BoAr4Tenff, fiB.nsoule-
rocff 14 toph,quqecKrlM nfiqoM, Ha IMF t(oTOpOrO BbrAaHo
perficrpaquoHHoe yAocroaepeHne (a pegaKllt4H:
<Cano$u llacrep C.A., OpaHqr,r.q>);

- HoMep perhcrpaLlxoHHoi-o ygocroBepeHufi (B peAax_

!lh: <PerrcrpaqroHHoe y4ocroaepenNe; 
IJtcP-005121/08>), 
I- r.rirp14x-t(oA 
I* Aary npor3eogcrna KoMnneKra3 (e pegarqrara: nl-lpo_ 
Ix!E2); 
I

-AaTA OKOHqaHufl cpoKa
To.qHocn4 KoMnnerra (s pe-
AaKqll!,11 <l-ogeu go: >).
,QononHurenuno HaHeceHbt
TexHHqecKt/te npoHsBO,q-
creeHHste/rfi norpaScxue
BHyrpeHHhe xogur: rpa$uve-
cKHe, qHCneHHble, 6yxeeH-
HbIE.

Ha srnuerxe dnaxoxa c
nno&nnr:atom vxaaaHul:
-o6qenpnHnroe HaHMeHo-
BaHUe KoMnOHeilra;
"- (Anft l-lEHTAKC]4Ms>;

-AO3t4pOB(a, KOnHqecTBO

Ao3 B oAHoM Snaxoxe (n pe-
Aaxquh: (1 gnarox ,l

go:a>);

- cnoco6 npr4MeHeHufi;

- npe.qynpeAHrenbHaf,
HaAnHcb <Cl,r. t4HcrpyK-
Lll4ro, D;

*noroTr4n KOMnaHHH npo!13-
BoAHTens roroeofi neKap-
creexHori Sopuul <CauoSr,r
flacrep> B BhAe Ha,qnt,tcu
nar[HcKt4Ml4 6yxeauu (e pe-
.qarqfi n: <Sanofi Pasteur>);
-.qara npofiaooAcrBa (e pe-
.qaKqfi H: <[1ponsa. : >);

-Homep cepHH pac$aco-
BaHHoro nuo$unNsara (a
peAaKqhr: <CepNn:>);

-AaTa oKoHqaHMfi CpOKa roA,
HOCTI4 KOMNNEKTA

(a pe4arqura: <l*ogeH go:>).
,[ononnrrensHo HaHeceHbt
TexHHqecKHe npofi3BOA-
creeHHule/rfi norpa$crr e
BHyrpeHHHe rogur: rpa$nue-
cKue, qHC"rleHHbte, 6yxeeu-
Hble.

Ha naqxe raploxnofi yxa-
3aHbt l

-TOproBoe HaHMeHOBaHHe
neKapcTBeHHOrO npenapaTa
(c npegynpegurenuHofi uap-
xnpoaxofi @);*

-coKpauleHHoe TOproBoe
HahMeHoBaHNe (a pe4axqnu:
<I"IEHTAKCt4ME>);

- rpynnupoBoqHoe HarMeHo- 
l

BAHHC;
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- HoMep cepuh ynaKoBaHHoff cycneHsrr (a pegaxqum:
<Cepun cycn,:>);

- HoMep cepfiM ynaKoBauHoro nuo$rnu6ara (a peAar-
qt,tu:. <Cepun nnog. : >);

- HoMep cepfifi r(oMnnexTa (s peAarqur,: <CepnR
rounn.:>);
- Aary oror{qaH[F cpoKa roAHocn4 KoMnrerra4 (g pe,qar.
qru: <Fogen Ao:)).
flouueqaHue:
t flara oKoHLraHnF cpoKa roAHocru KoMnneKTa unh Aara
oKoHqaHt4E CpOKa TOAHoCTH CyCneHs]4H.
2 frara oKoHqaHrs cpoKa rogHocrt4 KoMflneKra Hnh Aara
oKoHqaHt,ln cpora roAHocru luoStanugafa.
e flara nporsBoAcrBa KoMnrBKTa (nro$ranrsara Anfi
npfiroToBnoHfi E eycneH3ru4 gxn EHyTpt4M bt tleqHoro BBe-
AoHUF B KoMnneKre c cycnenafieft gnr BHyrpuMbtuJorl-
Horo BBeAeHur) onpegennercq no Aare npor4sBogcrna
Toro KoMnoHeHra, Koropbtfi 6rrn npohaBeAeH paHbue.
+ fiara oKoHqaHhF cpoxa roAHocrr4 KoMnflerra (nt,to$ra-
nu3aTa Anf npHroToBneHuE cycneHst4r4 AnH' BHyTp]tMbt-
uJeqHoro BBerqeHhF B KoMnnexre c cycneHsuefi gnn auyr-
pmMbruleqHoro BBeAeHus) onpegennercn no,qare oxoH-
qaHug cpoKa roAHooTr4 Toro (oMnoHeHTa, y [oToporo oHa
Hacrynaer panbuJe I yxasuBaorcf, Ha naqKe rapronnofi
14 HA OYIKQTKe KaXlq0rO H3 KOMnOHeHTOB. "

Ha navry, cogepxaqylo $naroH H rxnpt,,rq c sakponrreH-
Hoil urnofi, AononHfireflbHo Halloct4Tcn TeMaruqeorrft
pucynor (xonrypHoe uso6paxenue unphUa c sarpenneH.
nofi urnoil r Snaxoxa).
flononxurenbHo MoryT 6rrrs HaxeceHbr rexHuqecxue
npoHgBo,qcreennsre/rrnorpa$cxtae BHyrpeHHue (oAbt:
rpa$uuecxre, qnofl eH p{bte, 6yKn6Hnure,,{ononutrerlhno
naq(a KapToHHafi ocHaqeHa KoFrTponeM flepBoro Bcl(pbr-
T0f,,
,QononunrenbHo Mor(er 6urru uaneceHa rnSopMaqus
AnE MOHl4rOpr4HrA ABN)t(eHhrr ne(apcTBeHHbtx npenapa-
ToB or npougBoAurens Ao KoHeqHoro notpeSrrenn,
flononnnrenbno Moxer 6urrr npegycMorpeHa saqrrHat
Harnefixa ua o,qxoil cropoHe navxu xaproHHofi.
flon . vnarogKg bTapfi lllioLwaxopxel x_Blltlvpsapueu

"HA[MeHOBaHHe neKap-
craennofi $opruut, BKnmqa"
ouee cnoco6 npuuenenmn;

-Konl4qecTBo Ao3 B naqKe
raprornofi;
-NonmqecrBo $naxonoa r
unpHUeB B naqKe rapronnofi
(a pegaxquu: <1 Snaxos + 1

unphq c saxpenneHxsfi ur-
nofi>);

- noroTun KOMnaHhU
<CaxoQr llacrep> B BrAe
rpaSuuecxoro oneMoHTa I
HaAnncu nanrxorrun 6yr-
BaMH (e peAaxqtau:
(SANOFI PA$TEUR>);
*cocraB 1 Aogur cycneHor4r4
u 1 goeur nno$mnnoara c
yKagaHuaM xauMeHoaanuft r.r

KonuqecrB geficraynulux
BeuecTB u nepeqHfl BciloMo"
raTenbHbtx BeqecTB;

-y0rl0Blln xpaHeHtJfi;

- npeAynpoAuTenHbre
HaAnucn: <Ann Aereftl,
<Xpaunru B HeAocrynHoM

Ana f,ereft Mecr6.), <llepe6
npfi M6HeHueM BH14Marefi bHo

oSHAKoMt4TbCf, C 14HCTpyK.

uuefi no MeAuqNHoKoMy npH-
MeHeHilo. ), <t.Octarrr nerc-
noflbsoBaHHoil aarqnxu unu
MeArquHcKr4e oTxoAbr

Aon)KHbr 6urrn yntauroxeHbr
(yrnnrouponanur) a cooraer-
cTBN14 C HaLIUOHaflbHblMt4

tpe6osaH[Rulr.>, <Cre-
prnbHo.);
*ycr]oBr,lf, oTnyc(a;
-HahMeHotsaBne u cTpaHa
npofi sB0Al4Tenfl , RBnRlou.le-
rocH H lopt4AhqeckfiM flhuoM,
Ha nMf, xoToporo BbrAaHo pe-
r,lcTpaqHoHHos yAocroBe-
peHue (a peAaxquu:
<CanoQu llacrep C,A.,
Opanqnn>);

-HOMep perucTpaqfioHHoro
y,qocroE6psHun (g peAaK-
qr414: (PerncrpaUuoHHoe
yAocroBepeHue: flCP-
005121/08ri);
- uJTpnx-KoA;

xo!{.rpone xaqecrBa npeflnpfiEr.t{e"M OQQ (HFHoneK)},
Poccun, xa naqrce xapTeHueti aononHilTeflbHo tyKacb!:
BAloT:

Honaep cept,tu KoMnneKra B peAaKr{r,rt4: <CepuR:>,
((NOMnfl.:)), HOMOp cepnh cycneHSur,l B peAaxuul,t: <ce-
pl4fi:)), (oyon.:), r{oMep ceplth nuo$rnusara'B peAaKqh]l
<<Cepun:>>, (rrt,to$.:), <Ynaroer4nx (aropNunan yna-
ronxa) u Bbrnycxamulurfi xourponb Kaqeoraa;), Haoaanile
h aApec KoMflaHilu-BTopr4qHoro ynaKoBr4l4Ka, ero noroTHn
B BuAe rpaSnvocxoro ofleMeuTa u HaAnucr <HAHp'
JIEK).
* topronoe HaHMeHoBaHue n6KapcrBeHHoro npenapara
000r0fiT I,l3 rnaTKoro SaperucTpt4p0BaHHoro ToproBoro
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I,rcnblTaHlltff
HaHMeHoBaHun (<l-IEHTAKCkIM€a), npficaoeHHoro pas_
pa6orumxou, r o6ulenpmHq-ioro HahueHoBaHfifl, rgno_
xeHHoro a cro6xax nocne Kpar[oro roproBoro HauMeHo_
aanrn (<uaxqrHa Ans npo$runatl:'r,rNN pr,lsrepran u cron6-
Hnxa agcop6fipoeanHar, Koinnua aqeflnfDnflpHan, no_
,rHoMfi efi rra fiHaKrhBt4poBaHHaff n uxSexqrri, BbtabtBae-
nlurx Haemophilus influenzae rln b, xonrHrrupoeauuan>).

-flaTa npoNsBoACTBa KoM-
nfleKra (a pegarqr.rr,t: <flpo-
ueu.: > );

- HoMep cepr4t4 ynaxoeanxoft
cycneHsfit4 (a pegaxquur: <Ce-
puR:> <cycn.:>);
* HOMep cepilH yItaKoBaHHOrO
nro$rnraara (a pegaxqmu:
<Cepun:> <nr,toS.:>);
- HoMep cepril ronannerra (e
peAaKLll4 14: <CepuR:>

lcron,tnn.:>)t'
l* Aara oKoHL{aHHfl cpoKa

lroAHocru KoMnnefia (e pe-

I Aaxuuu: <fo,qeH go:>).

I 
Ha navry, cogepxaqyrc gna-

ll(oH 
t,t lxnphll c eaxpennenHoft

I 
hrnotl, AononHI4TenbHO HaHe-

lceH TeMarmqecxuti p14cyH0t(

| (xonrypHoe uso6paNeHue
lu.rnpraqa c 3aKpenneHuor,r lrr-

lnon ra Qnaxoxa).

l[ononHurenrno HaHeceHbt

lTexHhqec(Lle npotlsBoA-

I 
craeH u ure/rr norpaScrne

I 
BHyrpeHHHe xogur: rpaSuve-

I 
cxne, qHcfleHHbte, 6yxeex-

l 
nure. fiononHureflbHo naqKa

I 
KapToHHaff ocHauleHa KoH-

lrponeM nepBoro BCKpbtrHF.

l,[ononnlrrensno HaHeceHa

lnx$opnaaqnfi .qnl MoHl,tro-

I 
pnHra ABH}KeHHfi neKapcrBeH-
Hbtx npenapaToB oT npot43Bo-
Al4Tenff BO KOHeLlHoro norpe-
6rrenr.
Ha Jaqxe xapronxoft .qonon-
HilTEflbHO VKA3AHbI:
<Ynarcoaqux (aropuuuan
ynaxoexa) m ournycxamqufr
t(oHTponb KaqecTBa:)), Ha3Ba-
Hl4e fi aApec KoMnaHrH-Bro-
pHrtHoto yna(oBlL{hKa, ero 

'l0_rorrn EI euge rpaSNqecKoro
SneMeHTa H HaAnrch
(HAHOIEK),
n loproeoe HahMeHoBaHhe
neHapcTBeHHOro npenapara
cocroHT t43 KpaTHOTO 3apetH-
cTpt4poBaHHOIO ToproBoro
HauMeHoBaHfiF ((nEHTAK-
ClzlMor), npncBoeHHoro pa3-
paOorurxour, lr o6ulenpr.tHn-
TOrO HafiMeHOBAHHF, 143fl0_
xeHHoro e cro6rax nocne

HAHEN E K
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(parxoro roproeoroTaHMe_
HoBaHHq (<eaxquna Afie
npoQ_urnarruxur 4uSrepuN u
cToflbHflHa agcop6upoeax_
HAF, KoKnloua auennfonflp_
HAfl , NOfl HOMHENHTA IHAKTH.
Br4poBaHHaff n rarrSexqufr,
BblBbtBaeMb,x Haemophilus
influenzae ntn b, (oHb,.orh_

flpu reuneparype or 2 4o g" C. He sanropaxmBarb

lp.alrr:l

Cpox rogHocru

IraoSr,rnrasr;;- roAa,
Cycnensur - 3 roAa.
ftara oroHtaHHF cpoKa roAHOCrl,l xonannerra 

.(n 
Nosun reara Ann npuroroBneH Hfl cycneH-314fi Anfi BHyrpr4Mbr.l,eqHor, BBeAeHUfi B KOMnfieKre c cyc,.,eH3,eir gnn enyrp,Mbru]eq_

l#:r'ffXl# ;fiir"*T:;:[X' o*" o *o * *, * r, c po xi ros x oc'4 roro KoM n o H e Hra, y

/-lara oKoHqaHHff cpoKa roAHocrl4 KoMnJ-leKTa yxasuteaeicn Ha naqKo rapronuorl fi Ha oTrr-
x1t:-*-:ffij:J,t_ 

-:y:,:: 
: 

Hro e, n n 6 o rofi b Ko H a n a L{ Ke xa proH n o dr.

f.T,:"HJ"'qaH* 
cpoxa roAHoc.4 

" "n"*r.l Hil;ffi t;3XI 
T.", ur, y_Ka3a H H oro H a
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