
PA3PEruEHIIE
Ha BBoA B rpzDKAaHcKr4fi o6opor s Poccuficrofi @eAepaquu cepvr4 Lrrwr rraprvkt

[polr3BeAeHHoro s Poccuftcroft (DeAepa:qlz;la r{,Jr}r BBo3rrMoro n Poccuficxyro Oe4epaIII4Io

nrranayno6rroJroruqecKoro neKapcrBeHHoro flpe[apara
Ns P006-00110-77 10157 8457 or 02. 12.2024

BrrAaHo O6qecrny c orpilrurrensofi orBercrBeHHocrbto "HaHoreK", Poccufl, 127055, r. Mocxna,

yn. B)rrHpcrurfi Ba:r, l. 68/70, ctp. 1, srax 2, uoN,I. I, roN,IH. 23-37, LIHH: 7701917006.
(uauuenoaanue rcpuAurlecKoro JI[qa, rcpuAllqecxl{fi agpec, HHH)

@eqepa;rsHafl cJryx6a no HaA3opy n c$epe BApaBooxpaHenl{fl Ha ocuoBaHurr 3alc[KxreHufl
Mocroscxofi ucurrrarenrnofi na6oparopu]I KoHTpon, KauecrBa JIeKapcrBeHHbIx cpeAcrB OIEy
"I4MIISYAOCMII" PocsApaBHaAsopa

(nauuenorauue tf egepanrHoro rocyAapcrBeHHoro 6IoAxernoro y.rpex4euur)

or 28.11.2024 }lb 1781ro(-11124 pa3peuaer BBoA B rparqAaHcrcuft o6opot
(sara) (uouep)

s Pocc[ftcrcoft (Delepaqrru unruyno6uoJror[qecKoro JreKapcrBeHHoro rrperrapara
flenrarcuu@ (narquua Anfl upoQunaxruru 4uSrepnra u cror6uflKa aAcop6uponanuax, KoKJrro[ra

arleJrJrrcn pHffi, floJruoM[eJr]rra uuaxTuB]rpoBarrHar u nnQerquft, nrt3rrnaeMblx Haemophilus
influenzae run b, Kolrtrcrflporanna.f,)

(toproroe nanuenonanue)

Baxqzna grfl npoQ[Jraror{K[ gnQreprau, ctor6nara, KoKJIIo[Ia, [oJI]IoMr4eIrHTan nnQerqnfi,
BbI3brBaeMbrx lus influenzae uru b

(rvrexg;rnapoAHoe HelareHToBaHHoe HuMMeHoBarrue (rpynrurpoBorlHoe nnn xuunvecroe)

nuoQnnnsar Errflrrpl,troroBneHl,r, cyc[eH3]I[ AJUI BHyrpl,IMbuleqHoro BBeAeH[r (l gosa) -

Qlaronu (1 ulr.) - flarrKlr KaproHHbre /n rouulelffe c cycrreH3rrefr, Nts, BHyrp]IMblllerruoro
BBeAeHI,tfl (ulnpnq) 0.5 un-l ur.,4rna-1rur./

16opma nurrycxa (c yrasarrueM neKapcrBennofi $opltr, Ao3LIpoBKtr, tfacoexr.r) l,t Konr{qecrBo r yuaxoere)

cepwr Y0A79lM (cycu.:X3D 731 nuoS.:X3D79) , :uJj*:t-'-T 106998
HJr[r [apTH[r

(nonrep ceplur)

roAeH Ao 30.11.2025 ,
(cpox ro4noctu)

rrpou3BoAcrsa CaHoQu flactep C.A., Opanqux, 1541, avenue Marcel
I'Etoile, France (upousrogl,Irerlb rorosofi JIO (cycueusua)); Parc I
Val de Reuil, France (upousro4lrrerrb roroeofi JIO (mroQunusat),

(cycuensux, uno$ulnsar)); O6rqemsa c ofpaHllqeHHoft oTBeTcTBeHH

(OOO "HaHoreK"), Poccnx, Kuponcr<ax o6racrr, Opu.rencxuft rr,ryunqnuairrnrrfi pafiou,

Jl6nnncxoe ropoAcKoe rroceJreHlre, Enoue4urluncruil KoMlJIeKc TIAHOJIEK repp[Topurl
(sropu.rga, yfiarosra, suuycrarcu[fi rcoHrpom ra'recrna).

(uanuenorau[e In a.qpec rpor,r3BoAr{reru (c yra:anueu craAufi npousno4crna)

PerncrpaqlloHHoe yAocroBepenue J\b nCP-005 121108 or 01 .07.2008.

fiepxcarurb perrrcrparlrroHHoro yAocroBepeHus CanoQu flacrep C.A., Opanqnr, 14 Espace

Vallee. 69001 Lyon, France.

3auecuarenb pyKoBoAI,ITe[f,

PocsgpanHaA3opa

AOKYMEHT IIOAIII4CAH
aJrEKTPoHHort noAntlcrrcr

Ceprn$xar 4D2A3 lB27 6219F 4023 At 9825 l474DFD4

Bragereu Ilapxo*renro.{,unrpnii BceBoJonoBtrc

/lefimxre,ren c 18.(X.2024 no 12.07 .2025

(nauueHonauue, agpec)

[.B. flapxoMeHKo
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Kon: 3II-fl03'03'001

Bepcun:8
6nanx 2

NACNOPT KATIECTBA
Nc 40000032505

flexmaxcutrP (eaxquHa Onf, npo$unaxmuxu du$mepuu u cmoadunra adcop6upoeaHraf,'

Ko,nrowa aqenn,orf,pHffi, nonuo,uenuma u*a,mueupoea,Haa u unee*tluil' eb,bteaeMbtx

Haemophitus inttuiniae m.tn b, xonuieupoe-annaa)' iuopuausam dns npueomoeneHuf, cyc'

fleHsUUonaenympufibtweqilororr"drrualdosa,eKOMnfleKmeccycneH3UeildaseHympu'
Mbruteqloeo eeedenua 0,5 un

MexgyuaPognoe
HCNATEHTOBAHHOE
H ar4 MeHOBaHhe fl e KapcTBe H H Oro

npenapaTa
Horuep cephn (o6uufi)

Horuep cePut4

Konmqecrgo YnaKoBoK B cePnu

flara nPonsBoAcrBa

BaxqnHa gnn npoSranaKrt4Kt4 4u(lrepnvt' cton6Hnxa' KoKnrcuJa'

nort4oMhefl vla v uH$exqnfr, Bbl3blBaeMbtx Haemophilus influ-

enzae lvrn b
Y0A7.91M

Baxt Uaa dna npo$unaxrnuxu duQmepuu

u cmon6nsxa adcoP1uPoeauuan, Ko-

Knrcua aqennpllflpHafr, flonuoMuefiuma

Baxuuxa dna npoSunaxmuxu uu$exquil'

ii,t",uur*o,* 
- 

Haemophilus influenzae

mun b, Kot{boauqoaaHHaf,

x3D73

28j22022
107 198

30.11.2025

x3D79

02,06.2023

I-ogex 4o
PerrcrpaquoHHoe YAocroBepeHne
HamueHoaaune cY6craxqnn

Cepr,u cy6cranqnm

[1 ponaaogrrenu cY6craHqLrh

hcnuranus BblnonHeHbl no

JlCP-005121 /.oq$ olBtrCragi,\

7-aN7 \?\
.q-Z \q'iI r

Z 1111996;1grru l : li

nffios121/08-241121 U/ft NsL2,3)-/S
G.%,"r,94s.2

Hopuul
-\Ssqvokr4r6i

.hCNHTAHHNHataMexoeaxtae Meronul 
t

ucnbtTallxn --_lnoKa3aTenfl nnnn90Hafl, 110-

L Baxquna dna nPo$
nuoMuefluma uHaKmL

menbHO 3anofiHeHHbl

unaKmLlKu du$mePuu u ct

rcupoeauxan (cYcnensun d'nfr€HympuMbllleqHoeoseedeuug0,Sun(1dosa),npedeapu.

e wrtPuLlbt) 
| 6enoBaroro tlBera MYTHaR

OnrcaHne Busyanunutfi
DgJluEdlulv r{os

cycneH3t4R CVCNEH3UF

FloAraePxAeHa

flogreePxgena

fiograePxgena

IloAraePxAena

B earllrHe AonxeH o6naPYxn- I

Barbcn gr,tSrePnftxutft aHa-

TOKCI4H

B earquHe AonxeH o6naPYtY6-

Barbcn cron6nRqxutI aHarox-

CHH

B earLlvtHe AoIlxHbl o6xaPY-

lxneatucR Srnar',lenrostlutil
| raratrnorrHnn u xornrcutnutfi

I anaroxcnn
I B 

""*'.tr*. 
AonxeH o6iraPYxn-

l""roc" hHaKrHBnPoBanxutft
I 
"rorc 

nonuounenrra rnna 3

['loAnunxocrb I

- graerepnilnurfi I ,"roo flrour,rxexc
aHaTOKCI4H I

I- cron6nnqnutfi I Nn.rog flrorvrnxerc
aHaTOKCt'lH I

- grananaenrosxurr I

reMarrntort4Ht'lH, I fu"roAflrounxexc
rouptuxutft aHa- 

I

I roxctttt Itt
I ;:XI]?',1.1 i,'iM[ | 

r'lteroa nrouunexc

gaKlltaHa AonxHa ceo6o4no
npoxolqfiTb qePe.3 Hrnv 

-Ne
O'a+O (Araar'aerp qacrl4ll ue 6o-

nee 0,8 ruru)

Baxquga cBoooAHo nPuxu-

Aur qepeg urnY Ne 0840 (ana-

ruterp qacTt4t{ He 6onee[lpoxogtttuocru
L{epe3 rrny

ro Po

He uexee 3 tut'tH 6onee 3 tvtt'tx
Ce,qulaenraquon-
HaR ycrofi..tneocru

Bueyanunuil
/r.h Dah\

Or 6,8 go 7,8 7,3
pH

[1 ore nqno ruer Pnq e cKM v1

(E@ ranN fO PO)
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NACNOP'T KALIECTBA
Nc 40000032505

Kos: 3n-fi03-03-001

Bepcr,rn:8
Enanr 2

HanMexoeaHHe
noKa3aTenf,

MeroAsr
ltcnbrTaHu9

Hopttst Pesynurarur
UCNbITAHHf,

I

hrenexaemurfi
o6lerr,t

'paanuerpruecrnfi

EO Nnn fO PO)
He rr,tenee 0,5 un Cooreercreyer

2-$enoxcreranon r)KX
(EO rnu fO PO)

Or 2,0 rdxn/Aosa Ao
3,0 ruxn/goea

2,5 uxn/gooa

Anprrltunnfi
Korr,l nne rco x o M erpr4q e-
cKoe THTpoBaHhe
(EO rnu fO PO)

Or 0,20 rrar/Aosa Ao
0,45 nar/Aoaa

0,29 mr/Aosa

Oopruanugerrg

COecoqeraHr4ucKono-
pnuerpnuecxofi peaK-
queil, ocnoaaxxstfi Ha

EO rnn fO PO

Or 4 MrrlAosa go 15 raxr/goea 9 uxrhoga

Earrepranuxure
SHAOTOKCT4HbI

Xporrrorenxurfi KHHerlt-
,{ecxr4fi Mero,q (EO unN
ro Po)

Meree 100 E3/aosa Menee 100 Eohosa

Creprnuxocru
Merog naet'a6panxofi

QunurpaqNn
(EO nnr fO PO)

Baxqnna AonxHa 6urs
creprnunoil

Crepnnuua

Cnequ$nvecxan
6esonacnocru

6 ron oruqecxu il rr,tero,q
BaxquHa
6esonacHoil

AonxHa 6sru 6eeonacHa

14rr,truynorexrocru
aAcop6r,rpoaaHHoro
gm$repuilnoro
AHATOKCHHA

MeroA ognoepeuexnofi
oqeHKu vlMMyHoreHHo-
crr (na ocnoeannn EQ)

Trrp anruren r guQrepuft-
HOMy rOKCr4Hy:

,qnn 1 ruuyHh3allylr4 He Me-
nee 150 OE/un
Ann 2 uMMyHr,loallrlfi ne me-
xee 174 OE/nan

Ann 3 uMMyHfisaLlufi ne rrae-

nee 1BO OE/un

257 OE/un
(ann 1 nuruynusaqur)

I

[4ruuynorennocru
agcop6npoeaHHoro
cron6nRqxoro aHa-
TOKCT4Ha

Merog ogHoepen,tennoDi
oqeHKn IMMyHoreHHo-
crn (na ocHoeanun EO)

cron6nRqxoMy roKo4Hy:
gnn 1 Nn,tuyHt43allrrl He Me-
xee 91 OE/nan

Ann 2 [MMyHh3aLlfifi xe ue-
nee 119 OE/un
Ann 3 HMMyHtasaL{ilft ne ue-
nee '134 OE/un

235 OUran
(gnr 1 uuuynroaquu)

hrr,1rr,lynoreXnOCrU

KOKN|oUHOTO KOM.

NOHCHTA: KOKNtoUJ-

nurfi aHaroxcun

Merog ogxoepervrenxofi
oL{eHKr ilMMyHoreHH0-
cru (na ocnoaaxnu EO,l

Turp axrrren x KT:
gnn 1 nnauyHil3aLlfir,l He Me-
Hee 84 OEiun
finA 2 nMMyHn3aLlnfi xe Me-
nee 106 OE/nltn
gnn 3 uMMyHui3aqfifi He lae-
Hee 117 OE/nan

172OElmn
(gns t Nrrarrayxrsaqum)

lzl r'r uy norennocru
KOKNPUJHOTO KOM.

noHeHra: $una-
rvrenroggurfi re-
MATINloTUHHH

Merop ognoepeuennoft
oqeHKrl tlMMyHOreHHO-
cru (na ocroaarur EO)

Turp anrnren x Ol-A:
gnn 1 uutvryHfi3aqfiu He Me-
uee 136 OE/un
Ann 2 taMMyHr.r3aLlnfi ne lae-
nee 157 OE/rran

Ann 3 lrMMyHlt3aLlufi He ue-
nee '168 OE/run

266 OE/rran

Gns 1 uuvuvtyxusaquu)

#
HAr!qAF,



27 E$goaa

7 Eflgoea

26 E$gosa

ffil-: or Zo-EArsosa so

+t5ry^TL b Eflsosa so

9 EA/goga -- ?dt-^^^ nei;f i-- or 17 EA/sosa ao
MeroR hOA
(EO vrnvr fO Po)D-anrnreH Bt'lPYca

nonuoMnennTa

EeculeerHan, nPosPaqHaF

EecqeerHan, npo3paqHag

xt4AKOcrb

ilogreepxAeHa

BaxttYlna nPI B3ahMoAe'Vt-

fil;;;'.*i:.u'ry""::i:
aHTt4CblBOPOTKOt4 

v

ilil, AaBarb nr'lH,'o npe-

tr"rii,li^*' cnuBaloulytocn c

;;;;;'noellr n rraqy ::ii-';'r;;;;t;';6Pasqa KoHb'orn-

::;;;;; BaKLrHHbr Hae-

h"oJtrilrt irnuenzae 
'run b- ',

gu[ur*, nPt'1 BsahMoAell.-

Iil tn', .-* o * o c n e qvr 6-uu e cxo t't

lffi"uoPot*oo B I'ene

;;;il" AaBarb nuHr4' npe-

ti.-i",t-r' cn,Ba*ulyroce c

ir*rlY'-nPtt'l*nuraLlYlu 
craH-

;il;;;'"' o6P?:13 .::*"[:1:ffiffiffi'-[i*'r.n*o' Hae-

;"#;r; influenzaerun b' co-,;;ffiH 
cron6xsqnutil

:l^??EJUIllied[ty'.

Y-??3.Hl'i8$$)o'-

- nonrcaxapt'14
HaemoPhilus
influenzaetun b

- cron6nRquutfi
AHATOKCI4H

-goffii-.r*nr", tsaKt-lr4Ha

s""@
Bnaranaute MexaHhqecKhe

"*n 
ou"*r, orcyrcrBytoT

ft-exanuqecrueBrArrtautg MEAonu

I*fi"*un*, AonxHb' orcyr-

Or 6,5 go 7,5
[1 ore n qvto u er Pvtv ecru il

(EO r,rnra fO PO)

He 6onee 3,0 %
i<uffi,',.'erPhqecKoe
i*tpo".*ru.!? *:].ofl
ii.'6;Gil (Eo unta ro

403 urOo'aonu/rr

0,5 %

BePcran:8
n*IenEr "^"*!?[Iotti?tl"^
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NACNOPT KAqECTBA
Ns 40000032505

Kon: 3tl-[03-03-00'l

Bepcnn:8
Enanr 2

Hannenoaanne
noKa3aTenf

Merogrt
},lCNbITAHHfi

Hopnitur
Peaynurarut
ncnblTaHha

Ooc$op

CO, uoAuSuqrpogan-
nurft uero4 9ena, ocno-
eaHxurff Ha EO, unr l-O
PO

Or 0,67 tuxr/Aosa Ao
1,01 ruxr/Aosa

0,81 Mxr/Aosa

I

Caxaposa
[lonnpruerprqecxrfi
(EO unn fO PO)

Or 31,9 ur/Aosa Ao
53,1 rur/Aoaa

43,0 mr/goea

l

[lonncaxapug
Haentophilus
influenzae rnn b

Pacqernstfi MeroA Or 8 naxr/Aosa Ao 12 raxr/Aosa 10 urr/Aosa

Cso6oAHurfi
noflHcaxapfiA

B3}KX B coqeraHun c)

ynbrpaLleHrpmQyruPo-
BaH.r4eM (EO unn fO PO)

Menee 13,5 % 6,9 %

lXporrlorexnutfi KnHern-b"I:!13.1?.lo't 
I qicxrr recr (ueroA D),

sHAoroKct4Hbl | (Eo r,rnra ro po)
He 6onee 50 EOl,qosa Mexee 50 EO/gosa

Crepnnunocru
MeroA r,aerra6paxnorl L"*rrr" aonxHa 6sru
ey1nurpaquu (Eo ,n, 

I [op],nrrofi 
--

ro.Po) |

Crepnnsna

llt,Boccmanoanenuaa@axiuxuduQmepuuucmon6ngxaadcop6upoeaHHafl,KoRnpwa
aLlennpnBpHafr, nonuoMuenuma uHaKmueupoeaHHafi u uu$ex4ud, eba*BaeMbtx Haemophilus influenzae mun

b. xoutne,upoeaHiae bvcneusun Onn euympuuHweqHoeo ese)eHu4,0,5 M

OnurcaHue Bnsyanunutfi

Cycnenemn 6enoaaroro
qBeTa, npfi oTcTauBaHul4 pa3-

Aenrrcqaf,cn xa 6ecqaernYo
xr4AKocrb c o6pasoeaHneu
6enoro ocaAKa, xoroPutil
nerKo pecycneHArpyeTcF
BCTpffXhBaHIeM

Cycneusun Oenoearoro
qBeTa, npm oTCTauBaHhn pa3-

AenFloqancn na 6ecqeeruYn
xr.qKocrb c o6PasosaHtaerr,t

6enoro ocaAKa, roroPutft
nerKo pecycneHAmpyeTcfl

I eclpnxraaxren

['lpoepavuocru
Breyanunstil
(ro Po)

HaAocaAo.{Han xfiAKocrb
AOnXHa BblAepxmBarb cpaB-
HeHre c eranoxou I

HaAocaAo,rHaff xilAKocrb Bbl-

AepxHBaeT cpaBHeHUe c 3ra-
noHou I

l-laernocru
Br,t:iyanuxurfi
(ro Po)

HaAocaAoqHan xuAKocrb
,qonlKHa BbrAepxrBaTb cpaB-
HeHne c sranoHotu Bs

HaAocaAoqnaq xtaAKocrb Bbl-

AepxfiBaer cpaBHeHile c oTa-

noxola Bg

HAHEN EK



3anucu

NA,GNOPT KAqECTBA
Ne 40000032505

5ras9

xos: 5n-no3--03'oot

Bepcun:8
Bnaxx 2 

-@-n-o-66ffio3e nuto$unn-

.it. J6 Qnarone ug crerna 1

runa (O.CtlJA) BMecruMo'

crup 3 nn, xoroPutfr YKYno-

pa* P"arro"ofi nPo6xofi'.t'ts-

Ioiolnexnon r,rs xnoP6Yruno-

BOro snacToMepa n 3aKaraH

anloM14HreBblM KOnnaqKoM',

noKpblTblM CHapyxt4 naKOM t4

"i"'6*"t*t'* 
orPutenofi no-

;;;'it"*" 1 rnna (o'

Cr.unt . nopuHeM xnoP6Yru-

noeuit l unn 6Porvr6Yri'lnoBblM'

I'lo 1 onaxoHY t'r no 1 uJnPht'ly

B 3aKpblryro nue[troaYrc Yna-

KoB(f (nOT/nBX)'

nvrnponuneHogofi KPbll'!eq-

xofi lana <fliP-off>'

l-lo 0,5 rvrn (1 goga) cycneH3tlt't

" r"p*q"' (C saxPennenxoVt
-rrnof 

l tgOl'eruecruir ocru tol

ffi.*""
t4HAt4Bt4AYanuuofi xapronnon

na.lxe c uncrpYxquefi no nPt4-

MeHeHUo.

l!;: (*.iilil;;#;."crup 3 ran' roropurft vKvnopLl-

Bator pesvlHouoU, npoo*on' "'o'otnt*xofi 
ue xnop6yru-

noBoro SnacroMepa u 3aKarblBarcT a'lloMt4HHeBblM KOn-

naqKoM, noKpblrblM cHapyxr4 naKoM' 91?.9*"n*blM 
or-

oursri ofi nonu n pon un"'ltiort xput tuev roft ru na <f li p-otf >'

ilo 0,5 r,rn (1 Aoger) "v"n"tt" 
! tunpulle (o saxpenneHnofi

ffi ;'; il ; d"".j- t E b r 
" l: :1.11:L"_:. I 

" 
I I X'" f;: y-,1

iT;J" iil:"ilX) J;;6;;"; xno p6vrunoBbrM' Hnr 6porrr-

i'JTATH"Hy ur no 1 unpnliy B 3aKpbrryro nueilroavro

il;J,"/inCiliiexl' Ecnra r'unprq He rMeer 3aKpenneH-

uoil urnut, To B ynaKoBKy BKnaAblBaPT 2 orgenuxute cre-

pHnbHble urnbl.
Bropu qxag vn-a *o?,11..^ 

-,,, ! 6,ro,, n\,2 n hr.rvK) KaoroHHVKffiffi#iiffi"*" B 14 H.qnBmAyan bHylo KaproHHy ro

n"t*y a nncrpyxqr,tefi no npHMeHeHt4lo

@
Ecnexsrefi vxagaEuli^ 

-
AE ru--e n p u n troe H a u M eH o-

BAHhE KOMNOHEHTA;

- (AnR I-IEHTAKChM@>;

-Ao3t4PoBKa, o6leM, xonn-

r{ecTBo Ao3 B OAHOM

,*r,1" (a PeaarqYrtnt 
(1

ililti- d,5 t',,n - 1 Aosa))i

-cnoco6 nptaMeHeHuF;

- npeAynpeAt'lrenbHat
irannt,tct <Cru. tlHcrPYK-

I l-lt4lO');

- nororun KOMnaHnu npol43-

Botrurentl roroeofi neKaP-
-"tI'"**or 

$oPuur <CanoQu

Flacrep> B BnAe HaAnuct'1

,t"rrtt*rr, 6Yxearuu (a Pe-

A"*,lrr, <Sanofi Pasteur>);

lgara nponseogcrea (a Pe-

AaKLlt4t4: <[lPomse':> ;;

- *or"p ceput'l pacQaco-

eaHHoYl cYcneH3t'lt4 (a Pegar-

Ha aruxerre u n p r uq c cvcnexsllgI Jl(Lg'bJaarcr:

ffipnHffrG HaulrexosaHhe KoMnoHeHrai

- ol.rpott y, o6leril' KonnqecrBo Ao3 B oAHoM ulnpt4Lle

GE;;;ur;: o1 u:npvrq - o'5 rvrn - 1 sosa>);

- cnoco6 nPl4MeHeHI4F; -
- n peAy n perlt4ren bHy to HaAn hcb <C u' m ncrpy Kt-lti lo' )) ;

- nororfin KoMnaHHr4 npo]l3BoAt'lrenn 1oL3eofi 
neKap-

;#.,;,or sil;;' <canoQvr rtacrep> B Br4'0'e HaAnuo4

narmHcKr4 M r,r ov *uuw i" 
-plau*,lr r, < san ofl Pasteur>) ;'

1 - AarY n pot't 3 BoAcr B I !'-ry1::: l' ":':o""JXi' ?I o 
"ou 

*.- Aary rrPeYroevtstv'-- 
L"f""Httor cycneH3t4t'l (a pegar-

- HOMep cept/lu pacQ

qr,tra: <CePun:>);

- Aary oKot{qaHt4ff cpoKa roAHocrnl (a pegaxuuu: <l-o-

fu :ffi :un"qffi "i;$""i::i!1il"T'ilJ'?:ffi
fi;6;ffi;*;, :ryl: ii':.: 9IXii lL?":;

:tffiffi;*=; r,,', 
" 
*aH H e Ko M n o H e Hra;

- (Anf, I-IEHTAKCVIM'>; -- - ^-uArr r+rna*.- (AnF llEFrrtrnvvt''' 
i"o gos B oAHoM Qnaxone (e pe-

- tro3t4poBKy, Konuqec

s&i,;il?r 6naxon - 1 Rosa)); '

s
HAHE,\EK
....,:..,*1"r.,.....-'

MaprrPoaxa
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-AaTa oKoHqaHnff cpoKa

roAHocrt4 KoMnneKra (e Pe-

AaKrlt4l4: <l-ogex go:>).

[ononnntenuHo HaHeceHbl

TexHt4qecKue npoul3BOA-

craexHute/runorPaScrNe
BHyrpeHH[e xogut: rPaSnve-
cKLle, qucneHHble,

Hble.
Ha aruxerxe dnaxoua c

nno6nnngarou vxaganut:

-o6ulenPunRroe HaHMeHo-

BAHUE KOMNOHEHTA;

-(Arle nEHTAKCt'lMo);

-AO3l,tpoBKa, KOnhqecTBo

AoB B oAHoM Qnaxone (e Pe-
garlltau: (1 Qnarox 1

AosaD);
-cnoco6 nPmMeHeHhn;

- npeAynpeAnTenbHae
HaAnncb <Crra. t4HcrPYK-

qHlo.));

- IlOrOTmn KOMnaH[t4 nPOt'13-

BoAvtrenfl roroeoft neKaP-

craexHofi SoPnirur <Caxo$u
[lacrep> B BnAe Ha.qnucl4

narnHcKt4MYl 6Yreauu (e Pe-

AaKqur: <Sanofi Pasteun);

-Aara npou3BoAcrBa (a Pe-

AaKqnt4: <[lpousB': )):

- HoMeP cePml4 PacQaco-
BaHHoro nno$unusara (a

peAaKqilu: <CePmn:>);

-Aara oKoHqaHhE cpoKa roA-

HOCTI4 KOMnneKra
(e peAaxquu: <<l-ogen go:>).

[ononuurenuno HaHeceHbl

rexHt4qecK[e npou3BoA-

cteeHHute/rHnorPaQcxne
BHyrpeHHHe xogut: rPaQrue- '

cKfie, tltlcneHHble, oyKBeH-

Hble.
Ha naqre xaProssofi vxa'
3aHbl:

-TOproBoe HaNMeHoBaHhe

neKapcrBeHHOrO npenapaTa
(c npegynPegvtrenuuoil tuaP-

xnpoaxoil @);*

-coKpauleHHOe ToproBoe

HauMeHoBaHue (e Pegarqnu:
<l-IEHTAKChM@>);

- rpynnupoBot{HOe HaHMeHo-

BAHUC;

- cnoco6 nPt,tMeHeHilfl'

- npeAynpeAhrenbHyto HaAnhcb <Cna' uxcrpyKl-ltllo' );

- nororrn KoMnaHnil npou3Bog,t4TenR roroeof ieKap-

creeHHoft Soprvrur <CanoQu [lacrep> B B-143e Ha'qnucil

n"r**c*rr, 6yxaar'itlt (s pegaxqvrm: <Sanofi Pasteur>);

- Aary npon3BogcrBa (e peAarqnra: <[lp.orae':>);

- Ioni"p ceprau pac$ar:oeannoro nno$rnil3ara (B pe-

AaKLlttgl: <cepnn:>);

- arry oKoHqaHilR cpoKil rogHocru2 (a peAarqrr: <l-oAen

Ao:)).'AononnrrenbHo Moryr 6urru uaueceHbl TexHuqecKue

i'f,lr.tog"taeHHute/rnnorpa$cxne BHyrpeHHue KoAbl:

rpaQltvecrne, qHcneHHbte, 6yxeennute'

Ha naqxe xaProxnoi t/Ka3blBaET:

- roproBoe HaflMeHOBaHue fleKapcTBe^HHOro npenapaTa

(c npegynpegnrenuxoit MapKHpoBKol-*)i.-,^

- coKpa[ueHHoe ropronoe HauMeHoBanr,te (a peAaKqtan:

(nEHTAKCkIM@));

- rpynnIpoBoqHoe HauMeHoBaHIe;

- Han MeHoBaHile neKa pcreeHHoil Qoptvtut' BKntoqanulee

cnocoG nPUMeHeHMR; -
- KOnHqecTBo Ao3 B naqKe KaproHHOt4;

- KonhqecrBo $naronoe il unpmqeB B.naqKe KaproHHot't

(gnn navex, coAepxau-ll4x 1 Snaxox tr 1 1nlnu 
c 3aKpen-

nennoir hrnofr, B peg€lKql'tl4: <'l $naron + 1 trnpt4q c 3a-

*penn"*,rom ninor r; Anf, naqeK, tofl :?I?YII-1^ f i:i::
, t ,npr'-l 6eg urnul u KoMnneKre c AByMn orAenbHblMt4

ilrnaMn, B peAaKLlNt4: <1 Qnaxon + 1 unplttl + 2 orAenu-

uste urnut>);

- nororltn KoMnaHhh <Caxo$n [lacrep> B Bl4Ae rpa$f-
.laa*oio sneNieHra u HaAnl4ct4 rarnHcKt4Mt'1 6yxaarvru (a

peAaKlll4t4: (SANOFI PASTEUR>);

- cocraB 1 gosut cyoneH3,1t4 u 1 4oaut nnoQunmsara c

y*a'rr*r"* n"m*exo.ar,uft n xonnqecra Aefrcraynululx

Leuiecre r nepeqHn BcnoMorarenbHUx Beu'lecrB;

- ycnoBl4g xpaHeHuF,

- np"gynp"AfiTenbHble Ha,qnhcu: <[nn gereft>' <Xpa-

Ht4Tb B He,qocrynHol\i Anq gereh MecTe')' <['lepeg npu-

MeHeHueM BHhMarenbHo o3HaKoMt4Tbcfi c Nncrpyxquefi

no MeAhLlHHcKoMy nprMeHeHtllo')' <Ocrarxn Hehcnonb-

aogannoftBaKLlt4HblunfiMe.quLlt4HcKheoTxoAblAonxHbl
ot'rr r*r*toxeHut t.yrunt'lerpoeanut) B coorBercrBv'lt'1 c

Haql,loHanbH ut rr/1 m rpe6oeaH !4RM t4' ), <crepununo' >;

- ycnoBilF oTnycKa;

- HailMeHoBaHue I crpaHy npoh3BoAt4Tenn', FBnFtoule-

rocF til lOpl4At4qeOKviM n[LloM, Ha hMf, Koroporo BblAaHo

oerncrpaunoHHoe yAocroBepeHue (a peAaKqnn:

<Caxoipra [lacrep C'A.' Opanqr,rn>);

- HoMep perucrpaqnoHHoro yAocroBepeHun (a pegar-

l-ll4r,r: <PerucrpaquoHHoe yAocroBepeHuel

rcP-005121/08>);
- uJrptlx-KoA:

- Aary nporsBoAcrtsa KoMnneKra3 (a pegarquut: <[lpo-

H3B.: ));
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-HahMeHOBaHile neKap-

creexuofi QoPtvtut, BKnloqa-

toqee cnoco6 nprruenenun;

-KOnmqecTBO AO3 B naqKe

xapronxofi;
-KonfiqecTBo Qnaxonoa r
urnpuqeB B naqKe raPronnoft
(e pegarqrar,r: <1 Qnaxon + 1

uJnpuLl c saKpenneHnoft mr-

nofi>);

<Cano$N l-lacreP> B Bl4Ae

rpaQuuecroro oneMeHra n

Harqnr,tct4 naruucxuruu 6Yx-

BaMlt (a PeAaKLINH:
(SANOFI PASTEUR>);

- cocraB 1 gosut cycneH3llt4

u 1 gosut nuo$unusara c
yKa3aHueM xauMeHoeaHnil u

KonuqecrB 4eftcraYtoulux
Beu{ecrB 14 nepeqHF BCnoMo-

rarenbHblx BeqecrB;

-ycnoBiltl xpaHeHUF;

- npeAynpeAurenHble
HaAnrcu: <Ann Aereft),
<XoaHnru B HegocrynHoM

Ann Aerefi Mecre.))r <l-lePeA

npuMeHeHUeM BHUMaTenbHo

osHaKOMHTbcF C 14HCTpyK-

quefi no MeAt4tlt4HcKoMY nPH-

MeHeHuP.)), <<Ocrarxtn xeuc-
nonb3oBaHHofi aaxquxut unu

MeAt,tLll,lHCK]4e OTXOAbI

AonxHbl 6utru YnuvroxeHbl
(yunnsuPoeaxut) e coorBer-
CTBt4tl C HaLUOHanbHblMt4

rpe6oaanunuu.>>, <Cre'
punbHO'));

-ycnoBt4n OTnycKa;

-HamMeHoBaHue u cTpaHa

npogt3BoAt4TenF, f, BnHloule-

rocF t4 topl4At4qecKhM nfiqoM,

Ha t4Mf, KOTOporo BblAaHo pe-

rucrpaquoHHoe yAocroBe-
peHue (s PeAaKtlt4t4:
<Cano$vr flacreP C'A',

Opaxqun>);

-HOMep peI[crpaquoHHoro
yAocroBePeHut (a PeAaK-
qr4r,1: <PerucrPaquoHHoe
yAocroBepeHne: JICP-

005121/08>);

- u.npt,'lx-KoA;

<Cepnn cycn.:>);

- HoMep cepuu ynaKoBaHHoro nuoQunusara (a peAaK-

qur: <Cepus nt,rofi.:));

- HoMep cepnu KoMnneKra (e peAaKquu: <Cepun

rounn.:>);
- Aary oKoHqaHm,r cpoKa roAHocrl4 KoMnneKra4 (e peAax-

quut: <<l-ogen go:>r).

nD14MeqaHHe:
TEar-, oxox.raHu:a cpoKa roAHocrh KoMnneNTa tanr Aara

oKoHqaHt4g cpoKa ro'qHOCTt4 CycneH3nh'
2 fiara oKoHqaHnF cpoKa roAHocrt4 KoMnneKra Ant Aara

oKoHqaHtan cpoKa ro.qHocrn nuo$nnu3ara'

I 3 Eara npot4sBoncrBa KoMnneKra (nuo$unn:."-li fln

- norrtep cept,lu ynaKoeaHHoft cycneH3t'1t4 (e pe'qaxqfin:

'uaxneilxa 
ua ogHo[t cropoHe naqKh KaproHHot4'

* to p ro a o e H ar,t M e H o B a H u e fi e Ka p c-r,B e H Pi-o^'l^tl?.?1li

Tr4fl.

,QononnntenbHo Moxer 6urtu Hauecera taxQopMaLlt'1f,

AnF MOHHTOphHTa ABt',IXeHHF neKapcTBeHHblx npenapa-

ToB or npohsBo.qhrenR Ao KoHeqHoro norpe6nrenn'

[o n on n taren bFl o Moxer 6 urru n p egy 
"1o-'^? : 1?. 

t"lJ'l l4r]i-t a F

npuroToBneHnff oycneH3uh AnF BHyTpt4MblueqHOro BBe-

AeHIF B KoMnfleKTe c cycneH3heil gnn enyrpuMblueq-

,oro t"egerrn) onpegeneercfl no Aare npot43BoAcrea

Toro KoMnoHeHTil, Koropbtfi 6um npoH3BeAeH paHbue'
4 lara oKoHqaHnF cpoKa ro,o,Hocrl4 KoMnnema (nrao$r-

nt43aTa AnR flpHroroBfleHun CycneH3utl Ang BHyrpl4Mbl'

ueqHoro BBeAeHhF B KoMnneKre c cycneH3nefi gnn auyr-

p14MbtueqHoro EIBeAeHHR) onpegennercfl no Aare oKoH-

L{aHt4q cpoKa lollHocrt4 TOro KoMnoHeHTa' y KOTOpOTo oHa

HaCTynaeT pSHLrtUO 14 yKa3blBaeTcF Ha nagKe xaprOnnoil

14 HA STilKETKE KiA)tlqOTO U3 KOMNOHEHTOB'

Ha navxy, coAepxau-lyto QnaxoH h unpl4l-l t t?Ip"ll-l1;
nofi urnoft, AononHt,irenbHo HaHocHTcF TeMarl4qecKtlt'l

prcyHoK (ronrypHoe uso6paxeHne ulnprLla c 3aKpenneH-

nofi nrnoft r Snaxona;.
.BononnrtenbHo MoryT 6utru HaneceHb! TexHuqecxue

npou3BoAcreeHHuteirhnorpaScxre BHyrpeHHue KoAbl:

rpa6r,tvecxrae, r'{l4cneHHbte, 6yxaeHHute' pononHutrenbHo

naqKa KaproHHiSR ocHaqeHa KOHTpo']eM nepBoro BCKpbl-

BAtoT:

ffornep cepltt4 KoMnneKra B peAaKLlt4t'l: (Cephs:)'

(KOMnfl.:), XOrtvtBP Cept4t4 CyoneH3t4t't B peAaKqt'tt't: <Ce-

Dvlq:)).(cvcn.:),HOMepcepuInro$nnusaraBpeAaKquut',,C"pt,ts:r, <ntloQ.:>' <Ynaxoeu1hK (aroprunan yna-

xoaxa) t,t Bblnycxanu]uil ronrponb KaqecrBa:D' HasBaHme

r,t agpbc KoMnaHurl'BTopt'lqHoro ynaKoBuuKa' ero nororrn

. 
-ffg. 

rpa4ravecxoro oneMeHra n HaAnucu <HAHO-

r ilEK>.
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KpaTKOTO TOproBOro HarMe-

HoBaHrF (<aaxquHa AnH

noobnnarruxu guQrePru u

.ron6*t*, agcoP6uPoaaH'

HaR, KOKnlouJa aqeflnonnp-
HaF, nonuoMhenl4Ta mHaKrH-

Bt4DOBaHHaB t',r NnQerqu[,
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Sar{t4rb nptl revillAparype or 2 Ao I #lqt4ureHHoM or cBera Mecre'

["]ff 
-Xtsff 
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