
PA3PEruEHIIE
Ha BBoA B rpaKAaHcKI4fi o6opot s Poccuficxofi Oe4epa\krr4 cepvv:rriruilaprlr1

rpoI,I3BeAeHHoro n Poccuficrofi (Degepa\r4lt rrJrr,r BBo3r4Moro n Poccuftcryro (De4epaqnro

uruuyno6uororrrecKoro neKapcrBeHHoro [pe[apara
Ns P006-00110-7 7 10167 4803 or 27 .12.2024

Brrqano O6qecmy c orpaHuqennofi orBercrBeHuocrbro "HaHoreK", Poccr,rf,, 127055,r. Mocrra,
yn. Eytupcrufi Ban,.A. 68/70, crp. 1, eraN 2, uou. I, rorrau. 23-37, I,IrI[I: 7701917006.

(uauuenorauue rcpr,rAurrecroro Jrr,rqa, mpr,rAr,rqecrr,rft agpec, I4HH)
Oegepa.nrHaq cnJnl(6a no HaA3opy r cQepe BApaBooxpaHeH[s Ha ocHoBaHrrrr 3arsrrcrreHrrfl
Mocroncxoft ncurttatelruofi na6oparoplr[ KoHTpoJu KaqecrBa JreKapcrBeuubrx cpeAcrB OIEy

YAOCMII'' P
(nauuenonanne SegepanrHoro rocyAapcrBeHHoro 6rogxerHoro yrpex4enux)

or 25.12.2024 }lb 18074K-11/24 pa3peruaer BBoA B rpaxAancrnfi o6opor
(.qara) (norraep)

n Poccuficrcofi (DeAepaq[rr unrnryuodrrororurrecrcoro JreKapcrBeHHoro rpe[apara
flenrarcuu@ (raxqnHa AJLI upo$nnarrnxrn 4zsrepuu [r croJr6nsra ua"opOrpoBaHHar,

KoKJIIoura alleJlnrcflfipHarl, noJrnoMneJrrrra EHaKTHB4poBaHHarr u zn$ercqufi, nrrsunaeMbrx
Haemophilus influen zae rnil b, rouuorr,rponauuax)

(roproroe naunaeuorauue)
Baxquua anx npoQruraKTlrKl,I guQrepr,ru, cror6rura, KoKJrroura, floJrlroMrtelfirtan nnQerqrafi,

Bbr3rrBaeMrx Haemophilus influervae ruu b
(naex4yuapoAHoe HenareHToBaHHoe HzMMeHoBaHue (rpynnupoBorrHoe nnu xurunuecxoe)

mEoQunzsar Anrfifip]IroroBJleHl,r.f, cycrreHsr,rrr AJu BuyrplrMbrrrrerrHoro BBeIeHur (1 gosa) -
Snarconu (l rur.) - rrarlKrr KaprouHbre /s roMureKTe c cyc[eH3rrefi yw.Buyrp]rMbrfirerrHoro

._ . sneAeurfl (uupuq) 0.5 N,rr-l rur., urna-hr./
(Qopua Bb[rycKa (c yrasauueu JleKapcrBeHHofi Qopnmr, Ao3r{poBKE, r[acorxu) r Kor[qecrBo r ynarorre)

ceprru Y0A551M (cycn.:X3B05/ mog.:X1B39) ,
o6reu ceplru rrJrrr
IIapTrrrl

(uouep cepru)

roAeH Ao 31.12.2025 ,
(cpor ro4nocur)

rrpou3BoAcrsa CaHoQn flacrep C.A., (Dpauqnx, 1541, avenue Marcel
I'Etoile, France (upousro4ureJrb roropofi JI(D (cycue:rrsvrfl., m,ro$unuear),
(mro6unusar)); Parc Industriel d'Incarville,27100 val de Reuil, France (
(cycnensua)); O6IqecrBa c orpurHuqeuHofi orsercrBeuHocrrro "Hanorer" (OOO ,"HaHoreK"),
Poccux, Kzponcraa o6lactr, Opuuencrnfi ruynzqznanrurrfi pafion, Jl6azHcroe ropoAcKoe
IloceJleHlle, Bnolraegzqnncxnft KoMtIJIeKc IIAHOJIEK reppfiTopt4.fi (mopn.ruax )maKoBKa,
nrruycraroulnfi ronrpom ra.recrsa).

(uauuenoraune u aApec rrpol,I3BoAl,rrena (c yrasaunena cra4uft upousro4cma)
PerucrpaquouHoe yAocroBepenrre J\b nCP-005121/08 or 01 .07.2008.
,{epxate.nB perrrcrparluonHoro yAocroBepeHuq CanoQu flacrep C.A., Opauqux, 14 Espace

3auecrurenb pyKoBoAr{TeJrs

Pocs4panHaA3opa

AOKIMEHT IOAIII4CAT]
SJrEKTPor{Hoit no4nLrctro

CeprurpHrar 4D2A3 lB27 62 l9E 402i Al 9E2 5 l474DFD4

Bna.qereq Ilapxolrertxo .{lrrrrplrr"r BceBoJroqoB}lr

Jfefrcrnureren c I 8.04.2024 no 12.07.2025
[.B. flapxoMeHKo



3anucu 'l re9

NACNOPT KAqECTBA
Ns 40000032558

Kof,: 3fl-il03'03'001

Bepcun:8
Snanx 2

l1enmaxcuu@ (aax1uxa dna npo$unaxmuxu du$mePuu u cmondusra adcop6upoea{Haf,,
Korarcuta aqeflnronspHaf,, nonuoMuenuma uHanmueupoeaHHae,u un$exqu{t, eaoblaaeuux
Haemophilus influenzae mun b, KoHbroeupoeauuaa), nuo$unusam dns nPueamoefieH0e cfc'
ne1auu dnn enympuMbtueq*oeo eeedeaus 7 dosa, e Kotutflilemme c cycne*suert dna eHympu'
MbrtaeqHoeo eeedexug 0,5 mn

MexqqyHapogHoe
HENATEHTOBAHHOE

Ha ri MeHoBaH ile ne KapcTBe H Horo
npenapaTa
Houep ceprll (o6urfi)

Honaep cepnLl

Konrqecrso ynaKoBoK B cepnu

,[ara npouaBoAcrBa

l-ogen go
PerucrpaqnoHHoe yAocroBepeHue

HanueHoaaxme cy6cranqrr
Cepmn cy6cranquut
Fl ponsaogrrenu cy6craHLlut4

[4cnurraunR BbtnorHeHbt no

Baxqu na gnn npoStttlaKru Kh guSrepu r, cton6nnxa, Koxnrcua,
nornoMnenura n nn$erqnfi, Bbl3HBaeMblx Haemophilus influ-
enzae rrn b

BaKuuH a dnn n poSun ax m uxu d u$ m e p ttu
u cmon1usxa adcop5upoeauuaa, Ko-
Knawa aqennnnqpHafr, flotluoMuenuma

x3B05

Bax4uua dnn npoQunaxrnuxu uu$exqufr,
eb3ueaeMbtx Haemophilus itlfluenzae
mun b, k1qbtoeupoaaqqafr

x't839
1 03 664

03.u.2a23
3'1.1

flcP-005121
Z
z
Z

flcP-0051 2 1 t08-241 121 (

YOA55{M

HauMeHosaHtae
noKa3aTenR

MeroAul
-rcnblTaHHq Hopruut

Perynurarut
HGnblTaHlrfl

l. Baxquna dnn npoQunaKmuKu du$mepuu u cmon5usxa adcop6upoeaHHafl, KoKlltoua a$ennnfifrpHafl, na'
nuoMuent)ma uHaKmueuposaHHafr (cycneusun lnn euympuMuweqHoeo eeedeHun 0,5 mn (1 }osa), npedeapu'
men bHo sa nan He H H bt e w npu tltt)

Onlcasne Bmeyanunutfi
Eenoearoro qBera MyrHaR

cycneH3fifl
Eenoaaroro qBera MyrHaF
cycneH3hs

l-loAnNnnocru

- ArQreprfixutfi
AHATOKCI4H

- cron6usqHufi
AHATOKCT4H

' $rnamenrosHutfi
reMarrnrcTuH14H t1

rornou.txutfi aHa-
TOKC14H

- Br4pycbr nonfioMt4-
enrra rrz'na 1,2 vt 3

Merog Jltorrlttaxerc

Merog Jlorr,tunexc

Merog Jltonunexc

Meroa fllcttrtt,tuerc

B eaxurHe,qonxeH o6Hapyxu-
Barbcn gu6reprInslfi aHa-
TOKCI4H

B aaxquHe AofixeH o6xapyxtt-
Barbcfl cron6nRqnutI anarox-
ct4t-t

B aarLlhxe AonxHbt o6Hapy-
xr4Barbcf $unanaeHrosxutfi
reMarrnlortrHrn u rorlttounutfi
AHATOKC'IH

B aaxqrne AonxeH o6napyNlt-
Barbcff fiHaKr!4Bt4poBannutft
BrpYc nonuoMreflilTa runa 3

[lograepxlqena

[logreepxq4eHa

l-loAreepx(qexa

[-loAraepx(qena

flpoxoguruocru
qepe3 firfly.

ro Po

Barqmua AonxHa cao6ogHo
npoxoAt/trb qepes HrnY Ns

0840 (gnaverp qacrilU He 6o-
nee 0,9 rrlru)

Baxqrna ceo6o4xo npoxo-

Ahr qepes urny Ne 0840 (gNa-
Merp qacrhq He 6onee
0,8 rtnrr,t)

CeArrr,teurauuog-
HaR ycrofiLrIeocrr

BueyanuHurft
(ro Po)

He naeHee 3 n,tuH 6onee 3 urn

pH
llorenqnomerprvecrrfi
(EO unn rO PO)

Or 6,8 go 7,8 7,2

.f u,
:ro 

^&
HAHtrtAEK



HAHEN EKl,'r,t.r,,r'.lirl rrr- ir.. IIAC-IIOPT KAqECTBA
Nc 40000032558

Kos: 3ll.fl0i{3:607

Bepo,rn:8
Enaxx 2

HautaeHogaHlle.
noKaSaTeng

Merogsr
NGEbITAHHf, Hopmul Peaynuratul

ncnbtTaH1,l8
l4arnexaeruuril
o6tervr

Fpaermerprau.eg6r,rfi
(E<0 unr,t fO PO) He laenee0,5 run Cooraerorayer

2-SeHoKcl4oraHon r)tc(
(EO ranr,r fO POJ

9r 2,4 uu/gosa Ao
3,0 narn/Aosa 2,4 rvtro/Aoaa

AntrnarHril
Kpru nn e reonoruerp raue,
cKoe ThTpoBaHue
(EO rnn FO'PO)

Qr 0,20 rtar/gosa Ao
0,45 Mr/trosa 0,30 ur/4oea

Oopmanu.qerrg

CO a.goqeraHuH q t(olo,
puruerpuueoxofi pear.
Hrr9fii ocHoeaHHutfi Ha
E<D,unN l-O PQ

Or 4 rurr/goaa go 16 rurr/,flosa 9 uxrhoaa

EaffepnalbxHe
oHAoToKCt4Hbt

Xporvroreunurft Kr4Hen4-
.{eoxhfi MeroA (EO r,rnra

ro Po)
Mexee 100 E3/Roaa MeHee 100 E0/nosa

Crepnnunocru
MeroA ueN6pannofi
Sunurpaquu
(EO nnr fO PO)

Baxqrana AolxHa 6urs
orepmnsuofi Crepunuxa

Cnequ6ngecran
6esonacHocru E raon orlr qecxra fi rraeroA

Barquna AorxHa 6smu
6esonaoxofi EesonacHa

lzh,tn,tynoreunocru
a4cop6r,tpoeaFlHoro

fluSrept4ilHoro
aHaio(ohHa

Merog oguoapeuennofi
oqeHKu trMMyHoreHHO-
crn' (na,ocxoBanrar,t ES) .

TurP, 6111Y1'en r g,ffiptaf-
HOMy TOKCr,lHy:

Ann 1 uuuyHtraaqmu He Me-
nee 150 OE/un
Ann 2 uuuynmoaquft He ue-
aee 1'74 OE/,nan-

Anr 3 uMMyuutaqrfi ne nae-
Hee 186 OE/nan

,a02 oE/.Mtl
{gnn 1 qrruu)/Hhoaltr4u)

l/rr,trrayHorenuocru
aAcop6i4poBaHHoro
oron6nsqxoro aHa-
ToKct4Ha

Mero4 ogaoapenaeHnofi
oqeHKr,i hMMlHorgHHO-
crr (na ocuoaanur EO)

oron6nnqxoMy ro Kor4 ny:
ann 1 rurqlHtasalun He Me-
nee 91 OU.nan

AflA 2 lrMM)lHr4aaqHfi He ri,e-
nee 119 OE/Mn
Ans 3 ltMMyHr4aaqufi He Me.
nee 13-4OE/Mn

437 OE/mn
(Ann 1 uumyHilaaqr,rt4)

14urrlynorennocrt
KoKnTUHOrO: KOM-
NbHEHTA: 'KOKNloIF

nsrfi aHaroxeux

Merog ogxoa-penaen xofi 
'

oqeHr.l4,tlMMyFJOreHHO-
c:r4 (Ha,ocHoaan rll rn' E$)

Tnrp anrnren r KT:
gnn ,l arvrrvtyHhoaqhh He Me-
Hee,84 OElun
Ann 2 taMMyHnsallrfi He rr,te-
Hee 106 OE/u.n
AnR'3, rMMyHhsallt4ft xe ua-
xee 117 OElun

155 OE/Mn
(gnn t Nrrarvryxusaqmu)

[,lruru,ynorennocru
KotgltorlJHoro KoM-'
noHeHra: Qfna,
MeHroaHuft re-
MarrntoT,lHtlH

MeroA oAnoaperuenxoil
oqeHKr NMMyHOTeHHo-
crr (Ha ocxoqanura EO)

Turp anruren x O-l-A
gnn 1 nuruyHrgallut4 He Me-
nee 136 OE/run
Ana 2 uuMyhrsaqhfi ne nae-
Hee 157 OEtMn
gnr 3 uMMy:trgaqhfi He rrae.
Hee 168 OE/mn

29V OElu:n
(gnn 1 firaMyHNsaur4r4)
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3anrcu 3usO

NACNOPT KAqECTBA
Ne 40000032558

ilog: 3t1.n03.03.00{

Bepcnn:8
Enanr 2

Hat,tMeHoeaxEe
noKa3aTenR

Merogur
HCNbITAHHf,

Hopuu Peaynurarur
ncnbrTaHHf

D-aHruren Bupyca
nonfioMilenl4Ta

Meron HOA
(EO unn fO PO)

Tun 1 - or 20 Efl/goea go
43 E[/,qoaa
Iun2-or5Efl/gosago
I E!/gosa
Tun 3 - or 17 Efl/gosa Ro
36 En/noea

26 EAiRosa

6 EI/Aoga

25 Ep,lgoaa

ll, Baxquna dnn npoQunaKmuKu unQext4u1, eblabaaerbtx Haemopttilus influenzae mun b, xonarceupaaaHHaF
(nuoSunusam dns npueomoeneHun cyaneffiuu dnn oHympuMuweqHoeo eeedeHun, 1 doea, $naxouut)
OnrcaHre
nno$rnnsara

Bmeyanunurfi
(Eo)

Eenurfi rouorensufr
nnoSNnnaar

Eenurft rorr,torexnurft
nhoSllnHsar

Onmcaxne Boccra-
HOBfleHHOTO pao-
TBOPA

Brsyanrnuff
(Eo)

Eecqaernan, npo3paqHafi
xt4AKOCTb

EecqeernaR, npospaqHaff
xt4AKOCTb

Bpeun
Xponoruerpuqecrnft He 6onee 20 c Mexee 20 c

Ilognrnnocru

- nonilcaxapuA
Haemophilus
influenzae tan b

- cron6Hs,{Hurfi
AHATOKCHH

Merog rnauynogm$Sy-
st4u (EO nru l-S P<D)

Merog rarrarvryxogra$$y-
snn (EO nnu I-O PO)

Barqmxa npu .nsarmoAefi-
crB1414 c ruonocneqn$uqecrofi
anrncsreoporxofr B re.ne
,qonxHa naBaTb ,]r4HWo npe-
qilnuTallul4r cnfiBaoqyloct c
nrnuefi npeqilnltraqnu c' ta+-
AaprHoro o6pasqa KoHbloM-
poaannofi BaxqilHbt Hae-
mophilus influeniae run b
Baxquxa npll aeaunaogeft-
crB14 r,t c nllonocnequSnqecxofi
axrucureoporrofi B rene
AOn)l(Ha AaBaTb nrHuo npe-
qrrnl4Taqhn, cnilBalou{ytocr. c
nrnuefi npellxn[Taqun craH-
AaprHoro oOpaaqa Konbtort,t-
poaannoft BaKquHbt Hae-
mophtlus influenzaernn b, ca-
Aepxaqeft cron6nsqnuft
AHATOKCHH

Ilograep4qeua

fioAraepltqeHa

flpospavnocru
Busyanuxurfi
(ro Po)

BoccraHoaneHHafl BaKLlilHa

,qonxHa 6sru npospaqnoft
BoccraHosneHHafi BaKqilHa
npospaqHaF

L{aernocru Busyanuxrrfi
(ro Po)

BoccraxoeneHHaF BaKqhHa
AonxHa 6rrrs 6ecqserHoft

BoccraHoeneHHat BaKLl,lHa
6ecqaerxan

Brgulaure MexaHt,t-
qecKile BrulloqeHrg

Bnsyanunuft
(ro Po)

BNgnuure MexaHfiqecKue
BlslloqeHilq AoflxHbt orcyr-
CTBOBATb

Bttgr,luute MexaH14qecxre
BKnnqeH14ff oTcyTcTBy]oT

pH ilorexquouerpnvecrnfi
(EO unn fO PO)

Or 6,5 to 7,5 7,2

Ocruonnnuxocru Kpuocxonuuecxufi
(EQ unn rO PO)

He raenee 200 naOcuonulxr 407 laOcruonu/xr

Boga

Kynonori,terpfiriecKoe
T[TpOBaHUe nO MeroAy
K. Ouuepa (EO mnu l-O
PO)

He 6onee 3,0 % 0,9 %
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Santacu 4raa9

NACNOPT KAI,IECTBA
Ne 40000032558

Ko,g: 3[l.'fl 0s-00,00,|

Bepcun:8
Enanr 2

HalrMexosaHHe
noKa3aTeflR

Merogul
HCNbITAHilg Hoprvrur Peaynurarur

ucnblTaHH,

OocQop

OO, raoAuSlqrpoeax-
uutfi rraerog gena, ootto'
eaHHurfi tta EO.,,rnu l.O.
PO

'Or 0,67 urfl4oaa Ro
1,0'l tvtxr/4oea 0,78larrhoea

Caxapoea llonxprnaerpuqecrrfi
(E<D r,rnN l-O PO)

Or ,31,,9 rur,./npsa Ao
53,1 Mr/Ao3a 42,2urlposa

Ilonncaxapng
Haemophilus
influenzae rnn b

PacqerHerfi qeroA Or 8 urr/gosa Ro 1:2 rrixr/Aosa I MKr/Aoda

Ceo6ogrrufi
non[oaxapnA

BO}KX E coeeraHuu :c

ynbrpaqeHrp14Syrupo-
aanueu (ES unu l'O PO)

MeHee 13,5 o/o 9,7 'o/o

Earrepranunure
oHAoToKCHHbt

XpouoreHnurfi KrHerllJ
qecxrfi recr (mero4 D),
(EO t,tnr,r fO PO)

He 6onee 50 E0/tosa MeHee 50 EO/Aoaa

CreprnuHocro
MeroA rvren46panHofi

Qrnurpaqnn'(EO vinn
ro Po)

Barquxa AonxHa 6uiru
creprlrnofi Crept,tnrua

lll, BoccmauaenoHHan eanquHa 1na i
aL@nntonnpHdfl; nofluaMUenuma tlHa\mueupoeaHHaf, u uasexquil, eusb&aewbil Haemophilus influenzae tnun
b, KoHbpeupo1a\Hatn @ygngHsun dnn e1ympuMbtuleqHaeo eeedeuun, 0,5 un;,,1 00ad

Onucanue Bueyanuuurfi'

Gycnensnn 6enoearoro
uBeTa, npH, oTcTarBaH[h pao.
,Aerrntoulaf,or na 6ecqaerxyrc
luAroorb o o6pasoaaHuen,t
Eenoro ooaflKo; xoropurft
,nerKo pecycneHAupyeIef
BOTpffXhBaHl/leM

Cycneuonn OenoEaToro
'qBeTa; np[ OTCfat4BaHl,tn pa8-
,Aenrrcu{anon xa 6ecqaernyn
xr,lf,Kocrb c o6pasoaanlrena
6enoro ocaAKa, xoropufi
nerKo pecycneH.qnpyercF
BcTpFXlBaH!leM

Fl.poopauHocru Bnoyanunufi
(1.-O PO).

HagocaAoqHan xu4Kocrb,
AorxHa BbrAepxrBaTb cpaBn
Heru4e o sranoHola I

Hapooagovnafi x[AKocrb Bbt-
AepxuBaeT oBaEHelrrle o oTa-
nonona I

l-loernocru tsuayanuuurft
(ro Po)

Ha4ocagoruaf, .. xrrAt(oorb
AOnXHa BbtAep)KnBaTb CpaB-
HeHue c granoHoM Bs

HaAsoaAo!{Haf, xilAKgcrb Bbt-
AepxhBaeT cpaBHeHHe o oTa-
nOHOrrA Be

t



HAHE]N EK

3anrcs 5ne9

NACNOPT KAqECTBA
Ns 40000032558

KoA: 3[I-JI03.03.001

Bepcnn:8
Enaxr 2

Hanrr,teHoeaxHe
noKa3aTerg

MeroAst
HCNbITAHilf,

Hopn,tur
Peaynurarur
HCNbffAHHf,

Ynaroara

Ileo eu,{t3,n v n a.xoexa
llo ogHofi flose nflo$nnttaara ao $narone us creKna
1 runa (A.CUA) BMecrrMocruto 3 un, xoroputft yKynopil-

earcr pesunoaofi npo6roft, raroroBreHHofi ns xnop6yrn-
noBoro onacToMepa u SaKaTblBaloT antoMrHl4eBblM KoJI-

naq(oM, noKpbrrbtM cnapyxt4 raKom n cna6xennbtM or-
punnofi nonu nponffieHosofi rpu uev xoft rrna <flip-ofi>.
llo 0,5 un (1 goaa) cycneHsut4 B unpuqe (c rarpennenuofi
urnofi unu 6es) (EO) BMecrt,tMocrrp 1 un us creKrla
1 rnna (O. CIIJA) c nopuJHeM xnop6yrunoBblM, ilnfi 6potvt-
6yrunoarrnrt.
Flo 1 QnaroHy t4 no 1 u:npnqy B aatpblrylo nuefiroayn
yna(oBrs/ fi3T/IIBX). Ecnu unpmq xe nnaeei 3aKpenneH-
Hofi urnut, To B ynaKoBKy grnagbtBaor 2 or4enuHue cre-
prdflbHHe l4rfibl.
BroorqnaR vnaKoBKa
ilo 1 nqefiroaofi ynaroare B hHgrtBt4gyanbHylo KaproHHyls
naqKy c uncrpyrqnefi no npilMeHeHuto

IlepsrqHae vJal(oex4
Ilo oAnoil Affie nno$unu-
3ara Bo $naxone rg crerna 'l

runa (O.C[XA) BMecrrMo-
crrp 3 Mn, xotopufi yKyno-
peH pe3uHoBofi npoExofi, ns-
roroeneHxofi us xnop6yrnno-
BOrO onacroMepa u 3aKaTaH
arlpMt4Ht4eBblM KorInaqKoM,
noKpblrbrM cHapyxt4 flaKoM t4

cxa6xennuu orputanofi no-
nrnponunenoaofi Kpbtueq-
rofi runa <flip-off>.
llo 0,5 n,tn (1 gosa) cycneHshl4
B Unpr,rqe (c aarpennennofi
rrnoft) (EO) eueeruraocrun 1

Mrl l4a fieKna '1 rnna (O.
CIIJA) c nopuHeM xnop6yrm-
noabrM nnu 6pou6yr[noBbtM"
[1o't $narony n no 1 unprqy
B saKpbrrylo nveftroeym yna-
xoery (I13T/I1BX).
Biop[qxaR vnaroexa
flo 1 nqefiroaoff ynaKoB(e B

uHAuBuAy anrnofi rapronxofi
nat{Ke c rncrpyrquefi no npu-
MeHeHUlO.

Maprrpoaxa

Ha eruxerxe pnpuua c evcneHsriei vxaslj-lealor:

- o6ulenprnfiToe HailMeHoBaHfie KoMnoHeHTa,
* (.qnn l-iEHTAKCt'lM@>;

- Eo3tlpoBlry, o6teu, KoflHqecrBo Ao3 B oAHoM ulnpmqe
(a pegaxqrr: <1 u:nprq - 0,5 n,tn - 1 Aosa>);

- cnoco6 nphMeHeHrff;
* npegynpeAurenbHylo HaAn[cb <Crra. ulcrpyKqt4lo.>>; ,

* nororun KoMnaHn[ nporsBoAt4rent roroBofi nerap-
craeHHoil Qopuut <CanoQn llacrep> B BuAe Hagnucu
narfiHcKr4Mr,r 6yxaarrlr (e pegaxqur: <Sanofl Pasteur>);

- Aary npoi4sBoAcrBa (e pegaxr{rn: <Flponaa.:>);

- HoMep cepru pacSacogaHxoft cycneH3hl4 (s pegax-
qun: <Cepun:>);

- Aary oKoHqaHilfl cpoKa rogHocrrl (e peAax{tllt: <l-o-
gen go:>).

,{ononnrrenbHo MoryT Sutru HaHeceHbl rexHfiqec(ile
npoLr3Bo,q,crBennute/rmnorpa$crne BHyrpeHHile KoAbl:

rpa$uuecxue, qt,tcfleHHbte, 6yKaeunrte^
Ha ar$xerxe Snarona c nno6nnngaroM vxasulealor:

- o6qenpNnsroe HahMeHoBaHre KoMnoHeHTa;

- (An, ilEHTAKGilM@);

- Ao3l4poBlry, KofiilqecrBo Ao3 B ogHoM $naxone (a pe-

Aa(qfifi: <1 Qnaxoit - 1 ,qoea>);

Ha srrxerxe unpHua c
cvcnelr.g xe ft vxaga u st :

-o6u.lenpltHFToe HauMeHo-
BAHUE KOMNOHCHTA;

- (.qnff l-l EHTAKCI4 Mo> ;

-Ao3r1poBKa, o6beM, Kollt'l-
qecTBo Ao3 B OAHOM

uJnpfiue (a peAaxqrr: (1
uJnpHLl- 0,5 n,tn - 1 goaa>);

-cnoco6 nphMeHeHuF;

- npeAynpeAMrenbHaR
HaAnucb <Crra. ilHcrpyK-
L{M}O.);

- noroTiln KoMnaHfi l,l npovl3-
Bo.qmTenf, roronofr neKaP-
craeHHofi $oprraut <CanoSu
l-lacrep> B BtrAe Ha.qnuch
flarilHcxhMrt 6yxaanau (a pe-

AaKqfi u: <Sanofi Pasteun);
*Aara nponsBo,4crBa (a pe-

AaKLln14; <[1poroa. : >);

-HoMep cepnh pac$aco-
eaHHofi cycneH3nt,t (e Penar-
utttt: <ceprR;>);
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HOnbrTaH!tf,
- cnoqo6 nBtJMeHeHfin;

- n peAy n peAmTerr b Hy t0 HAfl n uob (CM. n HcTpJKrI4 o, D i
- norornn KoMaaHt,tu npo[gBoAt4Tenn rorosofi rerap,
emeuxoil'soprr,tu <Canogll flacrep> B Br4Ae Ha1nacu
naTr,l HoKr,r M r,t 6y KBaM r (B p eAaKUt4,t : <San ofl pasteu r>)i
- AaTy nporsBoAerBa (a.lpegaxqu n : < 11 pouaa.. >),

- HoMep qepnt,t pae$acoeatxoro nroeurrr4sor€, (e pei
AaKqHr4: <<Ceprr:z)l

- AaI/ oKoHHaHrf, cpoKa roAHocrm2 (e,pegarqfr: <FsReH
Ao:)),
fiononnmrencno laoryr 6uru uaneceHu TexHuqecK[e
npousBogcrBenHue/runorpa$cxue BHyrpeHHue KoAbt:
rpa$uvecrue, qilcreHHbre, 6yraenxure.
Ha naqre xaproHxofi vi(asuleapr:
- Top[OBOe: Ha]lMeHOBaH|le JIeKapCTB-eHHoro npenapaTa
(c npe4ynpeAnrenuxofi ruapru poaro{' @); *

- _cgKpaqg1Hoe rqproBoe Ha[MeHoBauue (a peAarlll,t4:
<tItEHTAKGt4Mo>)i
* rp)rnnrpoBogHoe Hafi MeHOBaFrytei

- HavtMeHoBaHue neKapcreenHofi QoBn,tur, BKnloqapqee
cndcoS npIMeHeHhq;

-. Korr4qecrBo Aga B nagKe rapronnofi;
- Kont4qecrao $naxoxoe n unpnqeB B naqre KaproHHoft
(Ann naver, coAe,pxatqlx I $narox u 1 urnpr,tq c 3?Kpen:
nexnofr nrnsh,:B peAgKql4[: <1 Qnarox + 1 urnpuH isa:
xpennennofi urnofil; gnn naqe(, coAepxaq[x1 enaxon
n 1 urnpuq 6eg:nrnu B KoMnneKTe c AByMn of4enbHbtMrl
r4maMu, B peAaKquu: <1.Qnaron + 1 unprq+ 2 oTAeflb-
nure.mrnu>);

-:fioroTtln KoMnaHult (CaHoSh Ilamep> B quAe,rpagn"
qecKoro oflqMeHTa r HaAnficr4 flaTnHcMMt4 oyraarulr (e
peAaf qr4u :, (SANOFI .PTASTEUR2);

- cooraBl 1 Aosbr cyeneHgkt4 u 1' 4oau nno$rnuoara c.
yr(aoaHl,leM HauMeHoBaHNfi n xonuqecre 4efictayrcqnx
BeqlecTB 14 nepeq FJH BonoMoraTen bHbrx Be qeeTB;

- ycnoBufl xpanexnr;
-' npeAynpeAuTenb-Hbte HaAnr4on: <[nr gereB], <<Xpa.
Hltrb B HeAooTynHol-ri AIH gerefl M€cTe,>, (!]epeA np-u.
MeHeHUeM BH[MaTeIrbl{O OsHaKoMt4TbOs c nucrplrqueft
no MeAHLlt4HoKoMy npt4MeHeHtato. ), <Oetamu Henenonb-
eoearnoft BaKqhHbt unn MeAilqr4Hcxhe orxoAbl AonxHbt
6rru ynuvroTrenur (yrunraupoeanur) B ooorBercrBt4r4 c
HaqnoHan b'Hutruu rpeSoeaHrfi M t4. ),, <Crepun bno. t ;

- ycnoBrf, oTnycKa;

- HauMeHoBaHue u cTpaHy nporcBo.qhTenHr flBnFloq{e-
roof, 14 topHAhqec-Kt4M ril4lJoMi Ha NMr KOTOpOTo BbEaHo
perficrpaqroHHoe, ygootoBepeFl4e (e peAaKquil:
<CanoSm llacrep C.A., Opaxr-lnn>);

- HoMBp Bert,torpaquoHFtoro ygooroeepeuuri' (e, pegax-
q.r4l,r: (PerhcTpaqnoHHoe yAooroBepeHl4o:
JICP-005121/08r);
- urpux-xog; 

i

- AaTy npoUsBoAoTBa KoilrnneKlaa' (B peAaKlll,lt4: (npo- 
]

roe.:)l:

-AaTa oKoHqaHr4n cpoKa,
ioguoem KOMnnoKro: (a pe-
AaKLlr4l4: <[ogen go:t),
flononutarenrHo HaHeceHbr
TexHuqecK[e npotltSBoA-
crBeH H bte/Tll n o rpa$cxr e
BHyrpeHHue KoAbl: rpa$nve,
cKhe, qflcneitH.bte, 6VxaeH.
Hbte.
Ha srnxerre dnaxona c
nho6l,tnusarou vxasaxur:
-oEqenpunnroe Hat,tMeHo-
BaHHe KOMnOHeHTa;

-(gnn nEHTnKC-t4Mo>;

-AO3l4pOBKa, KOflUqeCTBO
gos- B,O.qHoM. $naxoxe (a ,pe-
AaKLl4l,r: (1 Snaron 1

goso);
-cnoco6 nprMeHeHrR;

- npeAy.npeAhrenbHa,l
HaAnhcb <Cru. nHcrpyr-
f{r4}0,u

-noroThn (oMnaHut{ npou3.
soAr4ronr rorosofi, nerap.
cteennotX Soptusr c0ano$u
flacrap> B BhAe HaAnr4cH
narunc6t,t.uur Oyxaarur,t (e pe.
AaKqnfi :,r<$anofi Pasteurl):
-,qara nporsBoAorBa (e pe-
AaKLlr4t4: <<,ll ponaa.; >);.

-HoMep cephlt pao$aeo.
BaHHoro nuoSunn.aala, (a
peAarultu.: <Cepura:.>);

- fldT0: OKoHggHt4t OpOKa fO,q-
HOCT]4 KOMnneKra
(a pegarquu: <l-ogen 4o:>),
fiononxurensuo HaHeoeHbt
TexHxqegKue npouSBoA-
otaen x gtehr,t no !'pa$qrne
BHyrpeHHne ro4ur: rpaSuue-
oK(e, !{}toneHHute, 6yKBeH-
Hbte.
Fla naqxe xaDrouxofi' vxa.
etsEli
-T0proBoe HailMe.HoEaHne
fr erqpele e"n xoro npenapaTq
(o,npegy npegurenunofi ' uap.-
xtapoeroft @)i*

-coKpailleHHoe ToproBoe

- rpyrjnu poBoqHoe Ha{ MaHo"
BAHME;
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* HoMep cepilu ynaKoeaHHoft cycneHsrfi (a pegaxqru:
<Cepun cycn.:>);

- HoMep cepr4il ynaKoBaHHoro nuoSrnusara (e pegax-
qur: <CeprR nuo$.:>);
- HoMep ceput,t KoMnfleKra (e peAaxquh: <Ceprx
xolann.:>);
* Aary oKoHqaHun cpoKa ro,qHocrrr KoMnneKTaa (e pegax-
qun: <fonqeu go:>).
fiprueqaxre:
l flara oKoHqaHhF cpoKa ro.qHocn4 KoMnneKTa nnfi Aara
oKoHqaHrH cpoKa rogHocTr4 cycneHsr h.
2 pata oKoHqaH[fi cpoxa ro,qHocrkl KoMnfleKra ttnv Aara
oKoHqaHHfr cpoKa roAHocrr nuo$unfigara.
3 Aara npou3BoAcrBa KoMnneKra (nnobvnw3ara Anff
npuroroBneHuR cycneHsfiH Ans BHyrp14MbrueqHoro BBe-

AeHufl B KoMnreKTe c cycneHsueft gns exyrpuMbr.rteq-
Horo BBeAeHun) onpegenqercs no Aare npousBoAcrBa
Toro KoMnoHeHTa, Koropbrfr 6un npoilaBe.qeH paHbuJe.
4 Aara oKoHqaH[s cpoKa rogHocrr4 KoMnflesa (nro$ra-
flil3aTa gnfi npkroToBfieHfifr cycneHSl/lu ,qnt BHyTpr4Mbr-
uleqHoro BBeAeHTR B KoMnreKTe c cycfleH3ueI gnn snyr-
p,4Mbt[leqHoro BBeAeH[s) onpeAengercr no Aare oKoH-
qaHuff cpoKa rorqHocTl4 Toro KoMnoHeHra, y KoToporo oHa
Hacrynaer paHbue u yra3blBaercn Ha naqKe xaproHnoft
u Ha oTHKeTKe Ka)l(qOrO n3 KOMnOHeHTOB.

Ha naury, coAepxaulylo $naron r unp!41{ c aaKpenneH-
trofi urnofr, AononHurenbHo HaHocl4tcq reruaru,{ecrufi
pr,rcyHor (ronrypuoe uso6paxenue uJnpilqa c saKpenneH-
nofi rrnoi r $naroHa).
,QononHrrenbHo MoryT 6sttu naneceHbr rexHlaqecKfie
npo!l3Bo.qcrBennure/rrnorpaScxue BHyrpeHHile Ko,qbr:

rpaSuvecrue, qhcreHHbte, 6yxaennste.,lononuurenbHo
naqKa KapToHHaR ocHa[qeHa KoHTponeM nepBoro BcKpbr-

Tt49.

flononnurenbHo Moxer 6utru xaneceua rHQopuaqnR

Afln MOHI4TOpUHra ABlllxeHuF neKapcrBeHHbtx npenapa-
ToB or npot,laBoAhreng Ao KoHeqHoro norpe6]4Tenff.

,[ononxurenbHo Moxer 6urru npegycMorpeHa 3aqHTHafl
naxnefixa na o,qnoft cropoHe narxr rapronnofi,
f']oH vnaroare (eropr,lqHofi )r

- HaHMeHOBaHre neKap-
ctaeuHoil $opri,rur, BKfirolla-
loqee cnoco6 npuruexenrr;

-KOJlr4qeCTBO AO3 B naqKe
xapronnofi;
- KonrqecrBo $naronoa r
unprLleB B naqKe raprounofi
(a pegaxqru: <1 Qnaron + '1

[Jnpnll c 3aKpenneHxofr Nr-
nofi>);
*noroT[n KOMNAHUN
<CaxoQu I'lacrep> B BrAe
rpaQuvecroro ofleMeHra r
HaAnucil narrHGKrrM14 6yr-
BaMh (e peAaKUuN:
(SANOFI PASTEUR>);

-cocraB 1 gossr cycneHsr4rl
u 1 gosur nroSnnNsara c
yKa3axueM HahMeHoeaHr{fi fi
KonfiqecrB 4eficrayoqnx
BeulecrB r nepeqHc BcnoMo-
rarefibHbrx BeuJecTB;
*ycnoBvtf, xpaHeHuc;

- npeAynpeAfirenHHe
HaAnucu: <Enn gerefir>,
<<XpaHuru B HeAocrynHoM
gnn gerefi Mecre.)), <flepeg
npfi MeHeHfi eM BHfiMaTefl bHO

o3HaKOMrlTbcr C HHcrpyK-
quefi no MeAHquHcKoMy npta-
MeHeHuto.), <Ocrafir nenc-
nonbaoBaHHoff aarqugut unu
Me.qrqhHcKr4e oTxoAbt

AonxHbl 6rrru ynnvroxeHbr
(yrunusNpoaausr) a coorBer-
cTB14H C HaLlUOHanbHbrMt4

rpe6oaaxuRrr,tr.>, <Cre-
pfinbHo, );
*ycnoBrlfl oTnycKa;

-HaHMeHOBaHre h CTpaHa

npoHSBoAilTenfi, flBnFtoule-
rocff 14 ropr,lArlqecKfiM ,114r]oM,

Ha fiMR KOTOpOTO Bbl,qaHO pe-
rficTpallroHHoe yAocroBe-
penfie (a pegaKqhl4:
<Cauo$u Flacrep C.A.,
Opauqus>);

- HOMep perucTpaLltloHHoro
y4ocroBepeHfiff (s peAaK-
quLr: <PerncrpaquoHHoe
ygocroBepeHue: flCP-
0051 21l08>);
* ujTpr4x-KoA;

xoHtDone xaqecrsa npe4nptanTreM OOO (HaHoneK>.

Poccrg, Ha naqxe rapronnofi .qononHfiTenbHo vKa3bt-
BAOT:
Homep cepnrl KoMnnexra B peAaxqfiil: <<Cepnn:>,
(KOMnfl.:), HOMep Cepfir CycneH3llrl B pegaKUrr: <ce-
pr4F:), (cycn.:l>, HoMep ceprh nuofrrnuaara B peAarqhr4
<<Cepur:>, <rtroS.:>, <Ynaroatqur (eropuvHan yna-
xoera) h BbtnycKaoulrfr ronrponb KaqecrBa:>, HasBaHhe
l,t aApec KoMnaH14N-BTopLlr{Horo ynaKoBrrlhKa, ero nororfi n

B BrAe rpa$rvecroro oneMeHTa fi HaAnrcu <HAHO-
ilEK).
" Toproaoe HailMeHoBaHue fleKapcrBeHHoro npenapara
cocTorlT r43 KpaTKoro 3aperilcTpHpoBaHHoro ToproBoro
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hcnblTaHHf,
HailMeHoEaHun (<tl-l EHTAKGhM@l), npfi cBoeHHoro pas
pa6orruroN, r,obqenpuFtrroro HanMeHoBaH[fl, ugno-
xeHHoro a'cxoGrax flocne KparKoro roproBo[o HauMeHo-
aaunn (<aarquHa Anf, npo$rnaxrltru gr$repr,ta n cron6-
nnra agoop6t4poBaHHafl, KoKntoua aUgnnpnapt-tafl, no-
nHoMl4enhra rnaril,laNpoaaHliaf, fi rn$exqrft, BbtsblBae-
ustx H ae m oph il u s lnflu e n z ae 1 nfi b, roH trcru poeaunaR >).

-Eara' npp,t4?BOAs-IE? :KoM:-

nnercra (a pegarurar,r: <l-lpo-
mse.:>l);

- HoMeP qepllt{ ynaKQaauHOft
oycneusnu'(e'peAarquul s0e,
pt4f,iDi (Cycn.l));

- HoMep.sepnl4 yna(oBaHHoro
nroSnnm ara, (r pegaxqvrm:
q,Capun: >' <tnuo$.: >,);

- Houep oeprn KoMnfleKra (B
pegakqhfi: <t0epuf,:>
<<xonann.:>)

- AaTa oKoHqaH[s cpoKa
ronHocru KoMnneKra (a pe-
AaKqhu: <l-oAeu Ao:>).
Ha narxy, ooAepxaulyro Sna-
:KoH 14 tlttlPrJq o aa(penneHHQfi
ufnofi, AonorHt,lTenbHo,FtiH€-
ceH TeMarrqecxufi pr4cyHor
(ronrypnoe mso6paxeHne
unpuqa c saKpenfleHHo.fi tt-r-

nofi r,r Qnarona).
flononnnrenrnb HaHeoeHbr
TexHnqeo$re nponsBoA-
crEenrsre/rur norpa$cxn e
BHyrpeHH[e rogst: rpa$Nue-
cKt4e, thoneHHuie; 6yxaen-
Huta fiononnrirerbHo naqKa
KapToHHaf, oeHal,.leHa KoH-
rponeM nepBoro Bc(pblTl4fl .

fiononxlrenuno HaHeoeHa
tax$opnaaquf, AnA MoHr4To-
pl/lHra ABuxeHhg neKapcTBeH-
Hbx npenapaToB,or npohsBo-
Ar,lTenR AO.KOHoqHOTO norpe-
6nrenn.
Ha naqKe raproxHofi aortolt:,
HUTenbHO yKasaHbl:

<Ynarosulur, (rropurixan
ynaroera) fi BHnyeKalou{htr
roHTpQIb KaqecrBa:D, HaSBa-
HHe UI aApec KOMnaHfill-BTO-
ptlt{HOrO:ynaKOEllll,tK?, efO nO-
rorrn B arge rpa$uqecKoro
oneMeHTa I HaAn]4cr4
(HAHOJIEKD.
* roproaoe HauMeHoBaHue
neKapcTBeHHoro npenapaTa
cocTor4T r43 KpaTKoro sapefl4-
crpr4poBaHHoro ToproBoro
HaIMeHoBaHun (<<IIEHTAK
Cl4Mo)) ), fl pr4cBoeHHoro paa'
pa6orunroru, u o6ulenp[xn-
TOIO HatllM€HOBEHl,tF, t13I10-,

)KeHHoro a oro6xax Roore
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KpaTKOTO TOpTOBOTO HaUMe-
HoBaHhf, ((BarqilHa An
npoQranaxrnrn guSrepuu u
cron6nsxa agcopOupoaan-
Haff, KOKfllOtUa aqenfl0nf,p-
Harr, noIlt4oMrenrTa nHaKrH-
BrpoBaHHafr ur uxSexqrfi,
EbfaHBaeMbtx Haemophilus
influenzae run b, konbtorn-
poeaHHan)).

Tpancnoprnpoea-
HIe l-lpm rerraneparype or 2 go B' C. He sanaopaxhBarb

Xpanenue XpaHrrb npfi TeMneparype or 2 Ao 8 oC e aau.luqeHHoM or cBera Mecre.
He salaopaxilaaru

Cpox rogHocru

Ino$unnaara - 3 ro4a,
Cycnexauu - 3 roga.
lara oxonuaHrR cpoKa roAHocrt4 KoMnneKra (nrao$ranraara,qn, npfiroroBfleHr,, cycneg-
3nu Enfl BHyrpHMblLreqHoro BBeAeHnH B KoMnneKre c cycnexsmefr .qnq BHyrpr4Mb[.Jeq-
Horo BBerqeHNn) onpegenserc, no Aare oKoHqaHfir cpo,(a ro.qHocrtl Toro KoMnoHeHra, y
Koroporo oHa HacrynaeT paHbuJe.

.[ara orontlaHilR cpoKa roAHocrrl KoMnneKra yKa3brBaercn Ha naqKe xaproxxoil u Ha 916-
Kel(e K$(qoro t,t3 KoMnoHeHToB, nr6o ronuro Ha naqKe rapronnofi.
Aaroft oKoHqaHrfl cpoKa ro.qHocrr4 rBnfiercfl nocneAHtafi genu Mecsua, yKa3aHHoro Ha
ynaKoBKe.

llpuueuanun:Z

3AKNloqEHhE:
Flpenapar fleHraxcnm@ (eaxquna gnn npoSnnarruNH gra$repun n cron6usxa agcop6r,rpo-

BaHHafl ' KoKnloua aUerlnrcnnpHaf, ' noJll'loMHerlr{Ta hHaKTHBHpoBaHH an n uH-
*eruufr, Bht3btBaeMulx Haemophilus influenzae rnr b, KoHr,lorHpoeanuaR), nro-
$lrnnsar Arn npnroroBneHrn cycneH3uu Ann BHyrpnMbrureqHoro eeegeunn 1

B KoMnnefiiTe c btuleqHoro

ICP-005121t08-241121
Ns1

'H0pMaTfi 
BHOrO AOryMeHra

npenapara
YOAsSIM

Haqanurnr OKK

cooTBeTgrByeT

lonxnocrs
0J. /2,/r/,t7
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