
PA3PETIIEH}IE
Ha BBoA B rpa)KAaHcKllft o6opor n PocctEficxofi @e4eparlnu cepuu krln uaprnr1r

rIpoI{3BeAeHHoro s Poccvftcrofi Oe4epa\uv r{nr{ BBo3r,rMoro s Poccilficrcyro (Degeparlurc
urvrnayHo6r,rorornqecKoro JreKapcrBeHHoro [pe[apara

Ilb P006-0 01 10-7 7 /01 57 8628 or 02.12.2024

BrrgaHo O6qectny c orparurlenuoft orBercrBeHHocrbro "HaHoreK", Poccufl, 127055,r. Mocrra,
yr. Byrupcxufi Bar, A. 68/70, crp. 1, erax 2, uou. I, rourt.23-37, I4[IH: 7701917006.

(na"
oeqepa;rrHafl cJryx6a no HaA3opy n cQepe 3ApaBooxpaHeHrrfl Ha ocHoBanrrn 3arurrcqeHrlq
Mocroncrofi ucurrrarenruoft na6oparopur{ KoHTpoJUr KarrecrBa neKapcrBeHHbrx cpeAcrB OfBy
"HMU3yAOCMII" P ocsaoaBH a.tr3oDa

(naurraenoranue Qe4epa-rrrHoto rocyAapcrBeHHoro 6roaxernoro yqpexAeH[E)
ot 20.11.2024 Ne 17794(.-lll24 pa3pemaer BBoA B rparrcAaHcrcuft o6opor

(aara) (uonaep)

s Poccuftcrcoft @e4epaqrut uunayno6uoJror[qecxoro JrercapcrBenrroro npe[apara
flenrarcnu@ (rar<qrnna ilra upoQunarruraE 4uQrepnra, cron6ruKa aAcop6iponannax, KoKrrroma

arIenJIIoJUIPHffi, [oJlrIoMrleJl[rra [rHaKT]rBr,rpoBaHrra, u unQexqlrft, ausunaenarrx Haemophilus
influenzae ruu b, KoHbrcrlr

(roproroe uar,rueuoranrae)

BbI3hIBaeMbfx us influenzae rnn b
(naeN4ynapoAHoe HenareHToBaHHoe Har{MeHoBaHrae (rpynrurpoBoqHoe,ru 

^rrsqec*o")maoQulusar AIrfl rlpuroroBneHl,Ir cycleu3ur.r An[ Bnyrp[Mbrrrrerruoto BBeAeHr,ra (1 4osa) -
$aaronrt (1 rut.) - rraqKl{ KaproHurre /n rounneKTe c cycleH3r,refi Ns.BHyrp}rMbrrrretrHoro

BBeAeHr,rrr 0.5 un-l rrrr., rrrJra-1rur./
(tpoprraa BbrrycKa (c yrcasanneu JreKapcrBeHHof 0

cepuu Y0A781M (cycn.:X3D73l nuo$.:X3D99) ,
o6repr ceprrl
rrJrrr [apTHrr

(nouep cepnu)

roAeH Ao 30.11.2025 ,
(cpox ro4noctu) !;'

rlpoll3BoAcrBa CarroQu flacrep C.A., opanqnx, 1541, avenue Marcel Mqqi
I'Etoile, France (upousnogrrrenb roronoft JIo (cycneusnx)); parc Industrie
val de Reuil, France (upor.rsno4rrenb roronofi JI(D (nuoQunr.rsar),
(cycnensux, mroQunrnsat)); O6qectna c orpaHuqennofi orBercrBeuHocrbro "HaHo[eK"

fy
00

(OOO "HaHoreK"), Poccn-a, Kzponcrax o6lacrr, Opnvercrr,rfi
JlEsuHcxoe ropoAcKoe floceJreHr,re, Buorrae4urluucrufi KoMrrneKc

3auecrr,rrenb pyKoBoArrren
Pocs4panHa,q3opa

AOKYMEHT IIOATIPICAH
sJrEKTpoHHotl noAnucrrc

Cegrr$arar 4D2A3 lB27 6219F 4023 Al9E25 l474DFDl
Bla4eaeq llapxoxenxo .{,urrpnf, Bceamq4orf, q

,{eimnmex c l8-M.2024 no 12.07 .2025

MyHHTIITrruurnrr[ pafi on,
HAHOJIEK reppr.rropr{,

b KAIIECTBA
(uauuenoranue u aApec lporr3BoAr,rren-a (c yxasauueu cragufi npousao4crra)

PerncrpaqlronHoe yAocroBepenue J\! JICP-005 12r I0B or 0 1.07.2008.
,{epxare;rb perrrcrparlrloHHoro yAocroBepeHrrfl CanoQu flacrep C.A., (Dpanqzx, 14 Espace

Baxquua 4nx upoQIEJIaKrlrKLI gnQreprEra, ctor6nxxa, Korurloura, [oJrr.roMr4errvrrau unQexquft,

."--
0i BIiCIl

,{.B. flapxoMeHKo
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3anucu 1us9

NACNOPT KAqECTBA
Ne 40000032513

KoR: 3l'l-803-03-001

Bepcun: 8
Enaxx 2

IlenmarcurtP (eaxquua dna npoSunanmunu du$mepuu u cmon1naxa a1cop1upoeaHHae,
Ko,$trcua aqenflronnpHaf,, flonuoMuefluma uHa&mueupoeaHHaf,. u un$exqurt, eusarcaewbx
Haemophllus influenzae mun b, KoHboreupoeaunaa), nio$unusam dni flpueomoBneHufl cyc.
neHsuu dna euym_puwHweqHoeo eaedenua 7 dosa, e KonnneKme c cycneHsueil dns 

"ry^pr.Mbtwe.rHoao eeederun 0,5 un

Me4ynapoAHoe
HENATCHTOBAHHOE

HanMeHoBaHme neKapcTBeHHOrO
npenapaTa
Horraep cepnn (o6u{r4ft )

Horraep cepnu

Konnqecrao ynaKoBoK B cepnu
flara nporsBo,qcrBa
l-oAen Ao

25 038

Baxqnna gnn npoQranaKTnKl4 gn$repnm, crofl6nf,Ka, KoKnrcula,
nonuoMheflnra n rHQexqnfi, Bhl3blBaeMbrx Haemophilus influ-
enzae rnn b

B axqttxa dna npo$unaxnt uxu d u$me pu u
u cmon1unxa adcop6upoaanuan, Ko-
Knpwa aqennonflpHaF, nonuoMuenuma

x3D73

Baxquna dnn npo$unaxmuxu uugext6uA,
abobleaeMux Haentopltilus influenzae
mun b, xonurcaupoeaHHas

x3D99

28.12.2022 UC.UO.ZUZJ

30.1 1.2025

YOA781 M

PerncrpaqnoHHoe ygocroBepeH he
Hanrr,texoaanne cy6craHqum
Cepnn cy6craHqnra
l-l pons eogurenu cy6craH LIN 14

14cnstraxus Bbtnofl HeHbt no

Z // *=*-1 ,, al\

Z 3 [ (Gtriilitl'itt':tir
ncP-0051 2 1 /08-241 1 2 iMw

Haunaenosaune
noKa3aTenc

MeroAsr
HCNbITAHHR

Hopnaur w
HCHtrITaHHq

I' Baxquua dna npo$unaKmuKu duQmepuu u cmon6usxa adcoplupoeaHHan, KoKnnwa 
"qrnnn*pg"fl 

,o-
nuoMuefiuma uHaKmueupoeaHHas (cycneusun dnn enympuMilweqHoeo eeed.euus 0,5 un (1 dosa), npedaapu-
men bHo sanonH eH H bte w npu qu)

Onucanue Busyanunurfi 6enoearoro l.lBera MyrHaf,
cycneHsrF

6enoearoro qBera MyrHan
cycneH3fit

l-lognuxxocru

- gr$reprfinsrfi
AHATOKC14H

- cron6xRqxufi
AHATOKC14H

- Qrnauenrosxsrfi
reMarrnoTLtHt4H vt

rornpu.txutft aHa-
TOKCI,IH

- B[pycbt nonuoMr4-
enilTarnna 1,2u3

MeroA flnuuxexc

MeroA JlonauHerc

MeroA IIpr'annerc

Merog Iilorrluxexc

B aaxqmne .qonxeH o6xapyxu-
Barbcn 4u$reprftxutfi aHa-
TOKCI4H

B aaxquxe goflxeH o6xapyxr,t-
Barbcq cron6xRquurfi aHarox-
ctlH
B aaKqrne AonxHbt o6aapy-
xHBarbcfl Srnauexro3xurft
reMarrntoTltHun r xoxntolunutfi
AHATOKC'IH

B aaxqtaxe AonxeH o6napyxra-
Barbcfi ilHaKruBhpoBaxxurfi
Bl,lpyc nonUOMilenhTa rUna 3

flogreep>4geua

Ilogreep4qeua

llogreepx4exa

flogreepxgena

[lpoxo,qunaocru
qepe3 ilrny ro Po

Baxqrna AonxHa ceo6oAHo
npoxoArTb qepe3 hrny Ns
0840 (graarvrerp Llacr[r{ He 60-
nee 0,8 n,tu)

BaxqnHa ceo6ogxo npoxo-
ANr qepe3 rrny Ne 0840 (gua-
Merp qacrmLl He 6onee
0,8 ruu)

Cegrlaenraqmox-
HaR ycroftvueocrs

BueyanuHuril
(ro Po) He uenee 3 nnx Sonee 3 uux

pH l-l oten qu on,terp mv ecxu fr
(EO rnr fO PO) Or 6,8 go 7,8 7,3



3anmcu 2va9

NACNOPT KALIECTBA
Ne 40000032513

KoR: 3tl-fl03-03-001

Bepcnn:8
Enaxr 2

Hanuenogaune
noKa3aTer.f,

MeroAut
ltcnbraHuR

Hopttst
Pesynurarul
HCNbITAHNR

[4seneraeMutil
o6rent

l-paenuerpuqecxnfi
(E<D unr fO PO)

He raenee 0,5 un Cooraercreyer

2-QeroxcneraHon
rxfi
(EQ unu fO PO)

Or 2,0 rurn/Aosa Ao
3,0 Mxn/Aosa

2,5 tvtto/gosa

Antoumnnfi
Ko la nn e xco n o M erp rr{ e-
cKoe rl4TpoBaHhe
(EO ranu fO PO)

Or 0,20 Mr/Aosa Ao
0,45 urlgosa

0,29 tvtr/Aosa

Oopuanugerrg

COacoqeraHrucKono-
pr,ruerpu,recroft peaK-
quefi, ocHoeaHHutft Ha

EO r,tnN fO PO

Or 4 rilxr/Aosa ao 15 laxr/Aosa 9 uxr/Aosa

SarrepmanuHute
aHAOTOKCT4HbI

Xpcil,toreunutft KHHeril-
qecxuft MeroA (EO unu
ro Po)

MeHee '100 E3/.qosa Menee '100 E3/gosa

CrepltnuHocru
Merog uerubPaxnoft

$unurpaquu
(EO r,tnu fO PO)

Baxqrna .qonxHa 6urru
crepununoft

CreprnuHa

CneqnStavecxan
6esonacxocrs

6uonornqecrnft rr,teroA
Baxquna AonxHa 6utru
6eaonacxofi

Eesonacua

[4rrltrr,tyxoreHnoctu
apcop6rpoeaHHoro
6rQrepllfinoro
AHATOKCTHA

MeroA ognoapeuexnoil
oqeHKfi t4MMyHOreHHo-

cru (na ocuoeaxun EO)

Turp anruren r gu$rePNil-
HoMy roKchHy:
gnn 1 urrruryHn3aquu He Me-
nee 150 OE/un
Ana 2 UMMyH[3aLlt4il ue nae-

aee 174 OE/un
Ann 3 nMMyHu3aqt,tft ne rrle-

xee 186 OE/nan

257 OE/tan
(gnn 1 numyHueaqnu)

14tr,tuyHoreHnocru
agcop6upoaaHHoro
cron6Hqqxoro aHa-
TOKCIHa

MeroA oAHoepeMeHHofi
oqeHKrl t4MMyHOreHHO-

crt,t'(na ocnoaannN EO)

cron6nRqnoMy roKcttHy: 
I

gnn 1 rn,truyHnsaqhta He rue- |

nee 91 OUrvrn I

MA 2 lrMMyHh3aqufi xe n,re- | 235 OE/run

xee 119 OE/urn I (Rnn 1 unuyHnsaqur)

Ans 3 nMMyHut3aqnft ne rvre- 
|

nee 134 OE/rrlrn I

hrr,tr'ayuoreuuocru
KOKJIIOUJHOTO KOM-

noHeHTa: KOKrlIOLll-

xsrfr anaroxcNn

Merog ognoaPenaennotrl
oqeHKr HMMyHOTeHHO-

cru (xa ocHoaanmu EO)

Tnrp anrrren r KT:
gnn 1 ruuyHn3aquh He Me-

nee 84 OE/un
Ana 2 tlMMyHh3aqltft xe ue-
xee 106 OE/un
Ann 3 fiMMyHl,I3allufi ne r'ue-

nee 117 OE/un

172 OEltan
(Ann t Nurraynusaqru)

hralaynorenxocru
KOKfi}OUIHOTO KOM-

noHeHra: Qrna-
uexrognutfr re-
MarrnloT14HhH

Merog ognoapet.aennofi
oLleHKm HMMyHOTeHHO-

crn (na ocxoeaumN EQ)

Tnrp anrnren r Ol-A:
gnn 1 nrrluyHh3allht/t He Me-
Hee 136 OE/mn
gna 2 hMMyHn3allutil xe ue-
nee '157 OE/run
gnn 3 l4MMyHnsaLlilft xe ue-
nee 168 OElun

266 OE/un
(Ann t Htuttvtyxilsallutu)

#
lllIelFr



NACNOPT KAqECTBA
Ns 400000325i3

Kos: 3n-rtb3-04-001

D-aHrrrex Bilpyca
nonHOMHenhTa

MeroR t4OA
(Eo rnn rO pO)

rrHm
J[h,i"; or 5 Efl/sosa Ao

]JLf^;":' 17 Efl/4osa go

27 E$taoea

7 Efrlaoea

26 EA/.qoaall. Baxquua dnn n zo EAiAo3a

.Secqaernan, npo3pai{HaE
xnAKOCTb

- nolrucaxapHA
Haemophilus
influenzae tun b

- cron6nRqnsrfi
AHATOKC14H

Merog r rra u y soAr,r 6 dv_
erur (EO ranr,r I-O pe) '

M.r9g 
. u na rllyno4r,rsgy-

aru (EO r,rnr,r I-O pe) '

B,arqnHa npk asaruo4eri_
cTBt414 C rvrouocne qrQuqecxoi
anrncureoporxoli B rene
AOnxHa .qaBaTb nilHhHl npe_
t-lunvTaqnu, cnfi BaoulylocF c
nnuneh npeqhnhrallrr,r cran-
AaprHoro o6pasqa KoHbnrfi_
poeanHori BaxqnHbt Hae_
mophilus influenzae tun b
Baxqrna nph esauriao.qerZ_
CTBtl t4 C rrlonOCneqr$h L{eCf:ofr
axrNcstaoporxofi B rete
rqonxHa AaBaTb nl4Hulo npe_
LlhnhTaqhu, cnuBaloulykscF cnunnelt npeqfinnTaLlh 14 craH-
AaprHoro o6pasr-1a KoHbtor!.t_poeaxnofi BaKqr4Hbt Hae-
mophilus influenzaerrn b, co_nepxau.lefi cron6HnqHgft

Boc"rax ornunEs -- eilil*:-
Aofl xHa 6urrs npogoaqHofi
B o ccr" * o rn 

", 
ilr--i 

"r, 
q-,niE-

qonxHa 6urru 6ecqaeruofi
DvrAyrMbte MexaHhqecKue
BKntot{eHrF AOnxHbt orcyT-
CTBOBATb

Bugtlmure MexaHIqecKfie
BKnloqeHrF OTCrrcrByoT

[1oren q uo uerpu vecxr rl
(EO nnu rO pO) Or 6,5 go 7,5

He uexee 200 rvrOcuronu/xr 403 uOcrvronu/xrKynoxona-er[IG&iG
rxTpoBaHfie no MeTOAy
K. Qr,ru.lepa (EO unr I-O He 6onee 3,0 %

I

Busyanunurft
(Eo)



HAHEN EK

Kogr 3n-n03-03'001

Bepcun:8
Enanx 2

NACNOPT KATIECTBA
Ne 400000325{3

Or 0,67 ruxr/goaa Ao

1,01 rrarr/Aoea

CO, laoAn$ilt]t4Poeax-
Hutil meroA HeHa, ocHo-

eaHxutfi na EQ,.rann FO

PO

43,2 ur/AoeaOr 31,9 ur/gosa
53,1 Mr/Aoea

[1 onn pt,t rvt erPuqecK]1 r1

(EQ r,rnra fO PO)

10 uxr/gosaOr 8 uxrlgosa go 12 mxr/goeaPacqerxutil MeroA
I-lonncaxaPng
HaemoPhilus
inftuenzaetun b

MeHee 13,5 %
B3)KX B coqeraHrn c
vn brpar.leHrP rSYrn Po-
La.ret (EO ranra fo PO)

Cso6oguutft
nonhcaxapuA

He 6onee 50 E3/gosa

Barquna AonxHa 6uruMerop wrem6Panxoil

Sunurpaqura (EO finv1

ro Po)| -::'.::::^ ;== =;;=;;; 
' 6it&6iiii aacop6upaeaHHan, KoKnnua

ttt.Boccmauoeneauaa@iu?.,.f.ry,i,|"un.,o,,ooo^,,uHacmoohilusinfluenzaemun

nerKo pecycneHAl4pyercfi
BCTpgxt/tBaHIeM

Cycnensun 6enoaaroro
qBera, nph oTcTarBaHNU pa3-

Aennlou.lancn xa 6ecqaerxYrc

xr4AKocrb c o6Paaosauuela

6enoro ocaAKa, xoroPutil

CycneHsun 6enosaroro
qBeTa, npr orcTafiBaHut4 pa3-

AenRrcqafl cs Ha 6ecqeernYrc
)Kr4AKocrb c o6PasoaaHlteu

6enoro ocaAKa' xoroPutfi

nerKo pecycneHAmpyercF

HagocagovxaR xt4AKocrb Bbl'

AepxhBaer cpaBHeHfie c ora-

nouona I

HaAocaAoqHan xt,tAKocrb

AOnxHa Bbl,qepxuBarb cpaB-

HeHI4e C granOHOf'A I

Buiyansnuril
(ro Po)llpospavxocru

HaAocaAoqnaf, xt'lAKocrb Bbl-

AepxhBaeT CpaBHeHl4e c ora-

noxoM Bs

HaAocaAoqHaq xt4AKocrb

AOnxHa BbEepxnBaTb cpaB-

HeHile C ofanonotvt Bg

3anrcs 4nzQ



NA,CNOPT KATIECTBA
Ns 40000032513

Kos: 3n-nO3-03-0Ol

Bepcun: 8
Enaxr 2

HaHMeHosaxue
noKa3aTeIt

Pesynurarur
HCnbtTaHrq

flo oAHofi gose nroerr.l[sara eo $larone il3 creKr]a
l tuna (O,CtllA) BMecrnMocruro 3 run, xoropurfi yKynopfi-
Baor pe3uHosofi npo6xofi, il3roroBreHnofi ue xnopOyru_
noBoro oIacToMepa r 3aKaTbtBarcT anloMnHheBbtM Kon_
naqKoM, noKpbtTbrM cHapyxm naKoM n cxa6xenubtM or_
qsrangfr nonHnpon HneHoeofi xpur r.uev xofi ru na < fli p_off >.
no 0,,S rrltn (1 gosa)cycneH3ut4 B lunprlle (c saxpenneHuofi
urnoh unu 6ea) (EO) BMecruMocruro 1 un u3 creKfla
'l runa (O. CtlIA) c nopruHeM xnop6yrnnoBbtM, hnu 6pcrra_
6yrmnoaurrr,t.
l1o 1 $naroly u no 1 unphqy B 3aKpblrylo nveftxoe,yn
ynaKoBKy (nOT/nBX). Ecntl unpuq He rMeer 3aKpenneH-
Hofi urnlr, ro B ynaKoBKy BKnaAbtBarcr 2 orgensHbte cre_
phnbHbte hrnbt,
BroplqxaR vnaxoera
Flo 1 nqeftxoaoft ynaroare B ilHArlBrlqyanbHyro KaproHH,/ro
naqKy c uxcrpyxqreil no npuMeHeHuto

nepetaqHaf, ynat(oBKa
[1o ognoil goae nNoSrnn-
3ara Bo Snaxone us crema '1

rhna (O.CtllA) BMecrhMo-
crurc 3 un, xoropstfi yKyno-
peH pe3uHoBofi npo6xofi, na-
roroanexxofi us xnop6yrrno-
BOrO onacToMepa il 3aKaTaH
anNcM14HreBbtM KOnnaqKoM,
noKpbtTbtM cHapyxH naKoM r4

cna6xeunurrr,t orpbtBHortr no-
nunponuneuoaofi Kpbnteq-
rofi runa <flip-off>.
[1o 0,5 un (1 goea) cycneH3rta
B tlnpuqe (c eaxpenneunofi
rrnofi ) (EO) err,lecnal,locruto'1
Mn [3 creKfla 1 rrna (O.
CLiJA) c nopruHeM xnop6yrr-
noBbrM nnN 6pou6yrilnoBbrM.
I1o 1 Snaroxy r no 1 u.rnpr,llly
B 3aKpbtryp nvefixoeyrc yna-
xoery (l-l3T/t-lBX).
BroDfiqHas vnaroexa
l-lo 1 sqeilxoaoft ynaxoexe a
14HAuBr4Ayanuxoi xaproxxori
naqKe c uncrpyxqtaeft no npil-
MCHEHIlo,

Mapxupoaxa

- o6qenpuxnToe HauMeHoBaHue KoMnoHeHTa;
- (AnH flEHTAKC[4Mo>;
- Ao3r4poBtq, o6beM, KonuqecrBo Ao3 B o.qHoM lunpfiLle
(e pegaxqur: <1 unprq - 0,S un - 1 Aosa>);
- cnoco6 npHMeHeHhR;

- npeAynpeAfi TenbHyro HaAnucb <C u. r HcrpyKqrl rr3. ) ;

- nororun KoMnaHltH npou3BoAr4renR rorosofr neKap_
creeHHoft $opmut <Cauo$ra llacrep> B BhAe HaAnficu
narfiHcKr4Mr4 6yxeaur (a pegaxqrra: <Sanofi pasteur>);
- Aary npou3BoAcrBa (e pe4axqrau: <fipousa.:>);
- HoMe_p cepur paceacoeaxHofi cycneH3l1r,l (a pegax_
quN: <Cepun:>);

- Aary oKoHqaHLlF cpoKa roAHocrrl (s peAaxr_lrul: <l-rr_
gen go:>).

flononxmrenbHo MoryT 6urru xaneceHbt rexHrqecKHe
npoilsBoAcrBenxurelrrnorpaScxrae BHyrpeHHHe KoAbt:
rpa$ilqecKfie, qHCfleHHbre, 6yxaentsre.

- o6qenprnsroe HauMeHoBaHHe xol,anoneuri]
- (AnR l-lEHTAKCt4Mo>;
- Ao3rpoBtry, Koflt4qecrBo Ao3 B oAHoM $naxoxe (e pe_
AaKLlr4H: <'1 Snaxon - 1 4osa>);

Ha errlxeiie- ruoi[qa c
cvcnexgnefi vxagaxur:
-o6ulenpnnnToe HafiMeHo-
BAHMC KOMNOHEHTA;

- (,qne fIEHTAKCI4M@>;

-Ao3t4poBKa, o6rena, xonu-
qecrBo AO3 I OAHoM
unpuqe (e peAaKqr4t4: (1
unphl{ - 0,5 rrln - 1 go:a>),
-cnoco6 npuMeHeHHe;

- npeAynpeAHrenbHaq
HaAn[cb <Crvr. t4HcrpyK-
Llt4'0. ),
-noroTfin KoMnaHuLl npor3-
BoAtaTenF roroeofi nexap-
creeHHofi Soprvrur <Caxo$u
Ilacrep> B BtaAe HaAnnct,l
naruHcKl4Mu 6yxsarrlr,r (a pe-
AaKq[il: <Sanofi pasteur>);

-Aara npoh3BoAcrBa (s pe-
AaKLlt414: <[lpouse. : >);

-HoMep cephil pac$aco-
eaHHoh cycneH3ur4 (e pegax-

HAHEN EK
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NACNOPT KA'{ECTBA
Ne 40000032513

KoR: 3t1-F|03-03-001

Bepcun:8
Enaxx 2

HahireHosax!te
noKa3aTenn

MeroAut
ucnblTaHHs

Hoptvtut
Peaynurarsl
HCNbITAHHg

-ct
-n
-t
CTB
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noco6 npnueHeH[fi; I -At
peAynpeAuTenbHylo HaAnucb <cra' rucrpyKllt4lo.); I toa

rororun KoMnaH[l4 npovl3Bogt4renR rorosoft neKap- I Aal

ennoi $opust <CaxoQtt [lacrep> B Bt'lge HaAnucH I Aol
't4HcKr4Mr4 6yxbarvrr,t (e pegarqr,tra: <Sanofi Pasteur>); I re)

tary nporaesoAcrea (e peAaKuutt: <Ilpouaa.:>); I :]:
io*ep'cep*ta pac$acoaannoro nnoSnflu3ara (B pe- I ::l
<il,rr,r: oCeprafl:>); I :il
lary oKoHqaHilF cpoKa roguoctu2 (e peaarqfir4: *fon"' I I#,). l=
nonHurenbHo MoryT 6urs naneceHbl rexHilt{ecxr're I M
or43BoAcrBeHnute/rrnorpa$cxme BHyrpeHH14e KoAbl: | ^-!
a$uuecrre, qucneHHble, 6yxeennute. I ti
r naqxe xaProHHoft vxagstealor: I -:
ToproBoe Hal4MeHoBaHue neKapcrBe-HHoro npenapaTa I -'
npegynpeAnrenunofi r'aaprnpoaxoil o); * 

I l:
coKpaqeHHoe roproBoe Hal4MeHoBaHue (e pegarLlvll4: I A'
'IEHTAKChM@>); 

I :'
rpynnilpoBoqHoe HanMeHoBaHue; 

I

Hat,tMeHoBaHtae neKapcrBennoil Qopuul, Brfltoqaloqee I -,
roco6 nprrraeHeHltR; I ::'
Kon[LtecrBo Ao3 B naqKe rapronxofi; | "
KonmqecrBo Qnaxoxoa u unphqes B naqKe rapronnoft | -
lne naqeK, coAepxau.lt4x 1 Qnaron n 1 unpurq c aaxpen- | ll
eunofi nrnofi, B peAaKllt4t4: <1 Qnaxon + 1 u:nputq c 3a- I '"

pennexxoft urnoft>; Antl naqeKi coAepxaulilx 1 Snaron | '

1 r.unprq 6ee rrnut B KoMnneKre c AByMn orAenbHblMt't I "
rnaMr4, BpeAaKqhn: <1 Qnaxox+ l ulnp[q+2orAenu- | 

lr

ure nrnu>); I

.nbrornn *ornrnr, <CaHoQu l-lacrep> B BHAe rpaQr- | I
recKoro oneMeHTa u HaAnucN naruHcKllM'l 6yreauu (a | -

)eAaKLlt4u: (SANOFI PASTEUR)); I :
- cocraB 1 Aosut cycneH3[l4 r 1 Aosut nuoQunusara c I I

/Ka3aHueM Xar,ltr,leHoeaxnft u ronuqecre geficreyrculux L
rel4ecTB U nepeqHn BcnoMoraTenbHbx BeqecTB; 

I

- ycnoBilR XpaHeHhF; _ .- I

- npeaynpegilrenbHble HaAnrcr: <flnn gerefi't *I!3- 
I

Hr4rb B HeAocrynHoM gnn gerefi Mecre')), <l-1epea npu-- 
1

MeHeHreM BHUMarenbHO O3HaKOMt4TbCt c t4HorpyKLlneu 
I

no MeAnL{r4HcKoMy npllMeHeHulto.>' <<OcratKm Heilcnonb- 
I

soeaHHofi BanletHbl Nnil MeAvtLlnHcKue orxogbl AoilxHbl I

6unu ynuvroxenu (yrunmsupoaauut) B coorBercrBt4l4 c 
I

naqnonanunutrumrpeSoeaHHnMt4.)),<<Crepunuxo'>; 
I

- ycnoBne oTnycKa; I

- HaUMeHOBaHne ,1 CTpaHy npon3BoAt'lTeng' gBnspule- 
I

rocf, 14 topt4AHqecKnM nuqoM, Ha ltMfi Koropolo BblAaHO 
I

oermcrpaLlr4oHHoe yAocroBepeHfie (e peAaxullt4: 
I

<Canoqra l-lacrep C.A., Qpanr{ran>); I

- HoMep perucrpaquoHHoro yAocroBepeH[F (e neaal; 
I

Llur4: <PerrcrpaqroHHoe yAocroBepeHhe: 
Incjr-005u1/08>); 
I

I - a"iv npoll3BoAcrBa KoMnneKra3 (e pegar<qnh: ([lpo- |

lra oKoHqaHufl cpoKa

Hocrt4 KoMnnexra (a Pe-
lqur: <l-ogen go:>).
noflHUTenbHo HaHeceHbl
(HrlqecKue npofi3BoA-

lexnure/tunorpaQcxue
/rpeHHue rogut: rPa$uve'
r€, t{t4cfleHHble, 6yxaex-
e.
I 3Tt/tKeTKe dnaKoHa c

ro6rnraatou vKa3axutl
16qenpnnnroe HauMeHo-

HHE KOMNOHEHTA;
(ANN NEHTAKCI4M@>;

lo3t4pOBKa, KOnHqecrB0

)3 B oAHoM $naxone (s Pe-
lKr-14t4: (1 Qnaxox 1

)3a>);
cnoco6 npuMeHeH14F;

npeAynpeAl,trenbHaF
aAnncb <Cru. rHcrPYK

t4!o.);

nororHn KoMnaHul4 npon3

oAhrenn roroeofi neKaP

raenHoil $oPruur <Cauo$
lacrep> B BmAe HaAnl4c

raruHcKt4Mtl 6Yreauu (a Pe

laKllt4t4 : <sanofi Pasteur>);
-Aara npon3sogcrea (a Pt

laKqt,tn: <flPouae.:>);
-HoMeP cepru PacQact
3aHHoro nnoQrnusara 

'

)eAaKqni,l: <CePun: >);

-AaTa oKoHqaHuF cpoKa ro
HOCTI4 KOMnneKra
(e pegarqnu: <<Fogen go:>l

[ononHurenuHo HaHecet

TexH[qecKue npofi3BC

ctgexxute/rhnorPa$cxue
BHyrpeHHile rogut: rPaQu'
cKt,te, qucneHHble, 6Yxat

Hble.
Ha naqxe xaProrxoft vl

3@
-ToproBoe HanMeHoBaF

neKapcrBeHHoro npenap.
(c npegYnPegnrenunofi u
xmpoarofi @);"

- coKpau-leHHoe roprol
Hat4MeHoBaHue (e Pegaxl
<l-IEHTAKChMe>);

- rpynnrpoBoqHoe HaIM€

BAHNE;
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Pesynurarur
rcnblTaHHA

- HoMep ceprr ynaKoBaHHoro nuo$nnusara (a pegar-qt,tr: <Ceprn nraoS,:>);
- HoMep. cepilu KoMnneKra (e peAaKqilu: <Cepun
xonann.:>);

- Aary_oKoHqaHn, cpoKa roAHocn4 roMnneKraa (a peAar_qun: <l-ogex 4o:>).
Ipnueqaxre:
1 Aara oxonvaH[H cpoKa rogHocrr KoMnneKra vinu AaraoKOHqaHilR CpoKa roAHOCTl4 CycneH3fi 14.1_!la7a oKoHriaHhR cpoKa roAHOCTt4 KOMnneKTa rflu AaraoKoHqaHtaf, cpoKa roAHocrr nuoernn3ara.- Aara npousBoAcrBa KoMnnexra (nuoSunn3ara AnRnpmroroBneH uc cycneH3h 14 AnF BHyTpu rr,l ur ulev noro BBe_
,qeH!4i B KoMnneKTe c cycneH3refi gnn enyrpfiMbtlueq-
Horo BBeAeHun) onpegenlerc, no g"re n[o,a.BoAcrBa

IoIf y:?reHra, Koropbr fr 6urn n po l43BeAeH pa H bure.
I Aara oKoHqaHuR cpoKa ro.qHocrt4 KoMnner<ra (nrao$.u_
nn3a7a Anfi nphroroBrreHl48 CycneH3rn Anfi BHyrpr4Mbt-
lueqHoro BBeAeHus B r(oMnneKre c cycneH3uer anri ,nvi_pt4MbrlleqHoro BBeAeHHg) onpegennercn no Aare oKoH_qaH[' cpoKa roAHOCTl4 TOrO KOMnoHeHTa, y KOTOpOTo oHaHacrynaer paHb[Je h yKa3HBaercs xa naqxe xapronnoft
u Ha oTilKeTKe (ax(Aoro 143 KOMnoHeHTOB.

H^a navxy,-coAepxaulyto Snaron fi unphq c aaKpenneH_
Horl hrnofi, AononHhrenbHo HaHoct4TcR TeMarru"a*f 

i

-ioMep cep H h y naxoaaxHo ft cycne gi ra ra la ;A;E;;J<Cepun cycn.:>);

xaxneftxa na ogxori cropoHe navxr,t'raprorxof.

* roproeoe HaHMeHoBaHle J.reKapcrBeHHoro npenapara
cocTol4T H3 KDaTKOTo 32nFflrnrnrinn da, rr,^-^

pr,rcyHor( (xonrypnoe rso6paxexre unpILla c oaKpenneH_roi urnofi u Snaxoxa).
,QononHurenbHo MoryT 6stru naHeceHbt TexHilqecKhe
npolt3BoAcrBenxure/runorpaScxr,te BHyrpeHHile KoAbl:rpa$uvecxre, q ucneH H bre, 6yKeeH nu,",' {onon r rrefi bHo
naL{Ka KapToHHaR ocHaqeHa KOHTponeM nepBOrO BcKpbt_
TnF..

.QononxurenbHo Moxer 6urrs uaHeceHa utHSopMaqhfl
AnF MOHI4TOpl4Hra .qBHxeHrF neKapCrBeHHbrx npenapia_
ToB or npouoBoAHTenfr Ao KoHeqHoro norpe6urens.
,QononnnrenbHo Moxer 6urrs npe.qyc*oai"ru 3au.l,lrHa,

Houep cepuH KoMnneKra B peAaxLlr14: <CepNR:>,(KOMnfl.:), HOMep cepfiu cycneH3hl4 a pegaxqrau: <ce_

iT:,l,.ll.y.n.:), HoMep cepnn nraoehnr3ara B peAaKqilyl(uepuF:), <nnoS.:>,- <ynaxoeqnx (eropNvHan yna-
xoaxa) h BbtnycKapqur,' xoxrponb KaqecrBa:), Ha3BaHiler aApec KoMnaHril-BTOpt4qHOro ynaKoBulHKa, eto roroThn
B__?fAe rpaSuuecroro oreMeHra u HaAnHaa <HAHO-IIEK).

Horo

- Ha[MeHoBaHUe neKap_
crsexHofi $opr,,tsr, BKnrcqa_
Dulee cnoco6 npuueueHuR;
-KOnfiqecTBO AO3 B naqKe
xaproxxofi;
- KonnqecrBo $naxonoe n
uJnphqeB B naqxe xapronnoft
(e pegaxqrara: <1 Snaxou + 1

unpuLl c saKpenneHrofr rr_
nofr>);

-noroThn KOMnaHhu
<Caxo$ra l-lacrep> B BhAe
rpa$rvecroro oneMeHra !1

Ha,qnHcta narrHcKt4MH 6yx_BqMh (s pe.qaKqr4h:
(SANOFI PASTEUR>);
-cocraB 1 4ossr cycneH3uHr 1 4oeut nroernrsara c
yKa3aHHeM HarueHoaanrfi n
KonHqecrB geficreyrcqrx
Beu.lecTB h nepeqHr BcnoMo-
raTenbHbtx BeulecTB;
-ycnoBH' xpaHeHhF;

- npeAynpeAHrenHble
HaAnhcr: <Ans gerefi>,
<Xpannrs B HeAocrynHoM
gnn gereft Mecre.), <t-1epeg
npfi MeHeHNeM BHhMaTefl bHo
03HaKOMt4TbcF c NHCTpyK_
qrefi no MeAfiqHHcKoMy npk_
MeHeHuto.), <Ocrarxu neuc_
nonssoBaHHofi eaxqruur rlr
AonxHbt 6urrs yHuvroxeHbt
(yrunrasnpoaanur) e coorBer_
cTBt4t4 c Har.lt4oHanbHbtM k
rpe6oeanNnuN.>, <Cre_
prnbHo. D;

-ycnoBu, ornycKa;
-HailMeHOBaHVe n cTpaHa
npor3BoAhTens, RBrlf, lou.le_
rocg t4 lopr4AhqecKltM nhLloM,
Ha IMr KOTOporo BbtAaHo pe-
rrcrpaqhoHHoe yAocToBe-
peHfie (a peAaKLlHr4:
<<Canogu [lacrep C.A.,
opanqrn>);
-HoMep per[crpaqhoHHoro
yAocroBepeHun (e peAaK-
Lg,tH: <perucrpaquoHHoe
yAocroBepeHre: JlCp_
0051 21l08>);
- rurpltx-KoA;
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xaNrrreioaaxrr (<l'lEHTAKC14Mc')), npilcBoeHHoro pa3-

pa6orvnxorra, ra o6tL-lenPhHfiToro HanMeHoBaHhff, 143flo-

r(eHHoro e cxo6xax nocne KparKoro roploBolo HauMeHo-

aanran (<aarl{fiHa Ann npoQunarrnru gr$reprr,t u cron6-

nnxa agcop6t4poBaHHafi, KorJllou"la aLleflnrcncpHaf,, n0-

nuoMuenhra t,tHaKrrBnpoBaHHaF r ran$exqufi, Bbl3blBae-

ruurx Haemop hilus influenzae rfin b, xonurcrnpoeaHnaR>)'
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aTa npo[3BoAcTBa KOM-

:rra (a peAaKqHfi: o[-lPo-

l.: )));

oMep cepnu Ynaxoeanuo[t
neH3nta (a pegarqrau: <Ce-
t:> <<cycn.:>);
)Mep cepilH ynaKoBaHHoro
r$unnaara (a Pegaxqru:
lpt/tf:) <nUO$.:>);
lMep CePuN Xor'annerra (e

laKqHfi:
runn.:>)

<Cepnn:>

qara oKoHqaHI4R cpoKa 
I

lHocrut KoMnneKIa (e Pe- I

rquu: <rl-o,qen go:>). I .

naqKy, coAepxar4yo Qna- I

.r 14 uJnp[Ll c saxpenneHnot't 
I

roft, gononHhrenbHo HaHe- 
|

H reMarhqecrrafi PracYuox I

)HrypHoe raeo6Paxenre 
I

lpr4Lla c 3aKpenneHHota Nr- 
|

rfr m Qnaxona) I

)nonHI4TeflbHo xanecenutl
,xHr,lqecKne nporaseog- |

eeHHste/rhnorpaQcxrae I

{yrpenHile rogur: rPaSr,rve- 
|

rue, qhcneHHbte, 6YxaeH- 
|

,re. AononH[TenbHo nauxa 
I

lproHHae ocHau.leHa KoH- 
I

)oneM nepBoro BcKpblrt4F. 
I

ononHnrenbHo HaHeceHal
HQopruaqun Anr MoH!4ro- 

I

hHra ABHXeHUn neKapcrBeH- 
|

brx npenaparoB or npol43Bo- 
I

,HTenB AO KOHeqHoro norpe- 
IiurenR. 
I

la na,rxe xaproxHofi aonon- |

lHTenbHO VKa3aHbl: I

,YnaKoBrXl4K (aroPravuan 
I

lnaroexa) ra aurnYcxalculrafi 
|

(oHTpOnb KaqecTBa:), Ha3Ba- 
I

Hile 14 aApec KOMnaHhil-Bro- I

pr4qHOrO ynaKoBulhKa, ero no' 
I

rorun B auge rPaSullecKoro 
I

SneMeHra H Ha'qnucu 
I(HAHOflEK,) 
I

" Toproeoe HahMeHoBaHHe 
I

neKaPcrBeHHoro npenapara 
I

cocrohr t/l3 KpaTKOTO 3aperu-
cTpt4poBaHHOrO roproBoro
HauMeHoBaHilq ((nEHTAK-
Ct4Mo)), nphcBoeHHoro Pa3-
pa6orvuxoru, u o6qenPunR-
TOrO HarMeHoBaHvlF. h3no-

I xeHHoro e cxo6xax nocne
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Hanuexosaune
NOKA3ATETR

Merogut
ncnblTaHl,lt

Hoptvtsr
Pesynurarut
!rcnbrraHll9

(paTKoro ToproBoro HanMe-
HoBaHni (<aarquxa Anr
npo$unaxrurr guQrepnu u

cron6nnxa agcop6upoaan-
Har, KoKnoua aLlennontp-
Haff, nonhoMnefinTa fi HaKru-
Br,lpoBaHHaR u rH$exqufi,
BbrobrBaeMbfx Haemophilus
influenzae run b, KoHboru-
ooeaHHaq)).

Tpancnoprupoaa-
HUe

flpu renaneparype or 2 Ao 8" C. He oauopaxi4Barb

Xpaxexne
Xpannru npu reMneparype or 2 Ao 8 'C B 3au.llrqeHHoM or cBera Mecre'
He:aMopaxnsaru

Cpox rogxocru

IlroSrnueara - 3 roAa,
Cycnexsnn - 3 roAa.

,Qara oroxuaHu, cpoKa ro,qHocrr4 KoMnnexra (nno$nnusara AnR nprroroBneHile cycneH-

3fiil Anf, BHyrpt4Mblu:eqHoro BBeAeHnR B KoMnrerre c cycneH3refi gnn exyrpuMbllleq-
HOfO BBeAeHm) OnpeAenreTcfi no Aare oKoHqaHrR cpoxa ro,qHocrh Toro KoMnoHeHra, y

KOTOpOTO OHa Hacrynaer paHbuje.

flara oxoauaHut cpoKa roiqHocrr4 KoMnneKTa yKa3blBaercr Ha naqKe rapronxofi r Ha 3Tu-

KerKe Kagoro u3 KoMnoHeHToa, nr6o ronuxo Ha naqKe rapronxoi"
AarOfi OKOH"{aHnx cpoKa FOAHocTt4 sBnReTcs nocneAHt4fi Aexu Mecfiqa, yKa3aHHorO Ha

VNAKOBKE.

nputrre.{axtag. Z

3AK'IloqEHLtE:
Flpenapar l-lenraxcnu@ (naxqnna gnn npo$HrlalirltKl/t gr,r$repxn n cron6xnxa agcop6npo-

BaHHaR, XOKn|oUa aqe,InloltfipHafi, nonHoMnenHTa uHaxTllBHpoBaHHafr n hH-

Serqrfr, BbtsbtBaeMulx Haemophilus influenzae rtan b, KoHtKrrnpoeaxxal), nuo'
$nnnmr Ann npnroroBneHur cycneH3nn AJIn BHyrpnMbluleqHoro eeegexnn 1

goaa, a rolrnnerte c cycnexrrefi AnR gHyrpnl\nulueqxoro seeAexuR 0,5 L4n

c$CIT$[T*T$v[Y
HauMexogaxne npenapata

YOA781M ficP-0051 2 1 lA8-241 121
l4erll. Ne 1,2,3

HoMep HopMarr4BHoro AoKYMeHTa

HaqanuHmx OKK
.{onx*ocru

/ He cooreercrayer

srs
!ara


