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NACNOPT KAI.IECTBA
Ne 40000031581

KoR: 3tl-l'103,0&001

Bepcran:8
Enaxx 2

I7enmaxcunP (eaxquua dna npa$unaKmulu du$mepuu u cmonilnnxa ,d";6rpr*rrrn,f:X:?,,f,Ir{::f::!::1.y!,:yuenuma uxaxmueipoea*Hae u unSexr1,uil, ea1arcae4btxHaemophirus infruenzae mufl b, Ko*btoeupoeanuan), 
":,;*r;;;,;5;Y rtr;7;Zfl'::;fi:-neHauu dnn exympuwHueqHoeo eeedenitn 1 daiale- xounflexme c cycfle*3uert dna eHympu.MbnileqHoao eeedeaun 0,i un

BarquHa gnn npoSranaKTrKN guSreprN, cron6HRxa, KoKnrcula,noniloMheflura r rH$exqmfi, Bbt3btBaeMbtx Haemophilus
influenzae rl.An b

MexqynapoAHoe
HCNATEHTOBAHHOE

HarMeHOBaHUe fl eKapcTBeHHoro
npenapara
Houep cepfih (o6qfira)

Honaep cepilh

Konnqecreo ynaKoBoK B cepmh
lara npon3BoAcrBa
l-ogeH go
Perr crpaqhoH Hoe yAocroBepeHfi e
HaN[,leHoeaHNe cy6crauquu
Cepun cy6craxqrr
fiporseo4nrens cy6craHLl4 14

Wcnur auv,n BbtnonHeHbt no

Baxquua dnn
u cmon5usxa
Knnaa

dnn npoSunaxnluKu uHCbeKt luil,
Haemophilus inftuenzae

x1B40

29.06.2023

.4,1

04.10.

Z
Z

ncP-005121 nB-241121 Ns1 Ns 2, Ne

HaHr'aeHoeaHHe
noKa3aTeng

L Baxu,uua dnn nOo&i

*r::r":::il\::::::i:i::;:::,an 
(cvcneiuaun onn 6Hvn,prMbtueqHoeo eaedeHun 0,5 un ( dosa), npreoia-

noAnnHHocrs
- gu@reprafinurfi
AHATOKCl/1H

- cron6Hnqusrfi
AHATOKCI,lH

- Srnan,teHrosHuui
reMatffiloTt4Ht4H 14

t<oxltoutustft
AHATOKChH

Mero4 ra nlr n,tyn oar,l S *y-
aru (EB Nnu l-O pO)

Merog Nru nrryiro4ra eey-
sur,r (EB unr t-e pe)

Mero,q r,r u niryuogr,l e$y-
sl,tu (EB unr t-O pe)

Baxqrua nph nsaurr.ro,qefi-
crBuu c MoHocneqrSraue_
cxofi aHrucuraoporxor,t B rene
AOnXHa AaBaTb nnHilrc npe_
Llfi nurallrh, cnfi Barolqyrccr c
nrH refr npequnr4Talpt4 craH_
AaprHoro o6pasqa .qr,t6re_
pnfiuoro aHaroKC!4Ha.
BaxquHa npfi esaruogefr_
crB14rl c MoHocneqrSr,tqe_
cxorl anrrcureoporroi B rene
AOflX(Ha AaBaTb nrHnrc npe_
\nnttT aquu, cn fi Batc u.ly rocE c
nuuueh npellrn hraquH craH_
AaprHoro o6paeqa cron6_
HgI]HOTO AHATOKCilHA.
BaxqrHa nph asaulao4erl-
crBht4 c MoHocneqr$ra.re_
cKt4Mh aHTrcbrBopoTKaMH B

rene AOn)KHa AaBaTb nk{Vtvj
npeL.|l4nt4raq!4u, cnilBatoqr_
ecs c nNuuefi npeqilnhraqfir

I 
Baxuuua npr4 B3afiMopeNcraur

I 
c uoHocnequerqecxofi aH_

I 
rucsrsoporrofr a rere Aaer ah-
Ht4rc npeqilnvTat&4k, cnhBao_
u.lylocs c nunveit npeqtanl,tra_
qnq craHAaprHoro o6pasqa
4uSrepr ri noro aH aroKct,lHa.

BaxqnHa npfi B3aHMo Aeilcranvtc Monocneqnervecrora
aHTucblBoporxoil e tefle Aaer
nHH[4lo npeLlilnhTaL{Ut/I, cn4}a-
icu.lyhccn c nnHuefi npeqfinfira_
qun craHAaprHoro o6pasqa
cron6Hg,tHoro aHaroKCHHa.

Baxqrna npfi B3ar4Mogeftcramur
c MoHocneqrSrvecruur
aHTI4CbrBopoTKaMil B rene Aaer
nv\Vvl n pequ n ilTa L{ vt|, cnvB an_
u.{Hecff c lrurefi npeqnnhra_

fl\={s,/
HAHEN EK



HAHt] EK NACNOPT KAqECTBA
Ns 40000081S81

Kog: 3tl.[00.00;001

Bepcun: B

Haun,tenoBaHHe
noKa3aTerH

'Merogur

HCnbtTaHltfi Hopusl Peeynurarul
HCnbtTaHUfl

- Brtpycbt no,l[OMt4-
efihrarlana 1,2a0

Merog l4SA
(EO rnn rO pO)

cranAaprHoro oOpaeqa ro-
MIOIIJHOTO AHATOKCilHA
(ogua nuH nn npeqnnrraqrar,r)
u c nuuueil npeqilnhraquut
oraAaprHoro o6pasqa gr,tna_
MeHTO3HOTO reMarrnloTH_
HrHa Bordetella perfussl's
(Apyraf, nnFns npeqrnura_
t{u14),

B eaxqrxb AonxHbl o6napy-
rfl4Barbcq D-aururenut Bl,l-
pyca noauoMuenhTa rt,tna 1,
2vi 3

KOKnlouJHoro aHaToKchHa
(ogHa nuunn npeqnnraraqrr,t) r,l

c nunnefi npeLlnnrraquh craH-
AaprHoro o6pasqa SunaueH-ToSHoro reMarrflrcT[HUHa

,, Bordotella pedussrb (gpyraa
nvlur npequnrraqrltu).

B eaxqNue o6napyxnaaorcn
D-annareHut Brpyca noniloMr4-
enfiTa tuna 1,2 u B

[1poxo4un,tocru
f{epe3 firny t-o Po

BaxqNna aonxHaieo6olE
npoxoAl4Tb qepes Wny
Ne 0840 (gr,rarlteri qacrrq He
6onee 0,8 ulr,t)

BaxquHa ceoGopno npoxoAt4T
qepes hrny Ne 0840 (4Nar,rrerp
qacrt4q ne 6onee 0,8 urr,a)

Ceg r,t ruren raqr,r o r-r-
Hal ycrofiuraocru

Bneyanunsrft
llo Po) He rueHee 3 n,tun. Eonee 3 muH

pH f1 ore n qu o ruerpuv ecrlr m

(EQ rnr fO pO) Or 6,8 Ao 7,8 7,3
14seneraevutft
o6rena:

[panrauerpn,tecrr,rfi
(EO unu fO pO) He ruenee 0,5 ri,tn 0,5 rr,tn

2-$eHorcreraHofl Dtfi
(EO ulu fO pO)

eT Zte .urn/gosa 4o 8,0
Mxn/aoea 2,6 urn/4osa

Anrolltnnrfi
Kou nn e rconoM erp t4 r{ e-
oKoe Tr4TpOBaHhe
(EO unra rO PO)

Or 0,20 Mr/Aosa Ao 0,4S
trar/goea 0,31 rvrr/gosa

Oopmansgerug

CQecoLterannracxono-
pun,terpuuecxofi peaK-
qlefi, ocHoeaHHolfi Ha
E<D rnn fO PO

0r 4 mxr/gosa Ao 15
MKr/Aooa 10 rvrrrhosa

6arrephanrnure
0HAOTOK0r4Hbt

Xpo uoren xEr ft--rrlGr,r -
qecruft MeroA (Ee r,rnr,t
ro Po)

MeHee 100 E0/,qoaa Menee 100 EO/goaa

CreprnuHocru
tvleroA . MeMopaHHOfi

$t,tnurpaqrrrt
(E@ nnn fO PO)

BarqnHa ,qonxHa 6uru
creprnunofi Crepnnuna

Cneqrsravec-iar
6egonacHoctu Eronoruqecruft naerog Baxquua aonxua-- zuiu

6eaonacuofi EesonacHa

ly'n,tuynorenHocru
a4cop6mpoaaHHoro

4r$repufiHoro
AHATOKCIHA

Merog oguospen,texnofi
oqeHKu t,lMMyHOreHHo-
cru (xa ocnoeauNr,r EO)

Trrp a nrraie-nl r,r 6E p r,r ri -
HOMy TOKCT4Hy:
gnn 1 unarrayHilsaqt,tu He
MeHee 150 OE/nrn
gnn 2 rrurrayHusaqrfi ne
MeHee 174 OElrutn
gnn 3 rurraynusaqri He
raenee 186 OE/rr,tn

360 OE/nan
(gnn 1 ruruyxreaqNn)

hmrrayHorennoeru
a4ccip6NpoaaHHoro
cron6Hsqnoro
aHaTOkonHa

Merop o4HoepeueHHofi
oLleHKh t4MMyHOreHHo-
crr (Ha ocuoeanun E<D)

r hrp aHTuren x cton6xqt{-
HoMy TOKcr4Hy:

Anr 1 uMMy,HrsaHun He
MeHee g1 OE/rvrn
gna 2 nuuyuueaqnfi He
MeHee 1 19 OE/nan
gnn 3 ntialuynr4aautafi He
MeHce 134 OElun

410 OE/run
(gnn 1 rarranaynuaaqun)



Sanrcs 3ursO

NACNOPT KAt{ECTBA
Ns 40000031s81

Kog: 3fl-fi03-03,001

Bepcnx: I
Enanr 2

HanNleHoeaxHe
noxa3aTeflfl

Pesynurarur
HCNbITAHHC

14utaynorennocru
KOKJ]touJHoro

KOMNOHCHTA:

roxnlcu.rHsril
AHATOKCI4H

Merog ognonpeuennofi
oLleHKl4 14MMyHOreHHO-
cru (ra ocnoaanura EO)

Trrp aHrNren r KT:
4nn 1 rnarr,tyHr3aquH He
MeHee 84 OE/un
gnn 2 ruuyHreaqrrZ ue
MeHee 106 OE/un
gnn 3 nuuyuusaqufr He
MeHee 117 aEltan

340 OElun
(gns 1 unlrvrynNeaqrr)

14uMynorennocru
KOKntoluHoro
KOMNOHCHTA:

Qrnaruenroonsrfi
reMarmloTt4H14H

Mero4 oguoapervrenuoft
oLleHK[ 14MMyHOreHHO-
crta (na ocxoeannr EO)

Turp anrnren r Ol-A:
gnn 1 lrruruyHh3aLlilil He
MeHee 136 OE/un
gnn 2 nrravynursaqufi ue
MeHee 157 Ollvn
gnn 3 rnanayHrsaqufi He
Megee 168 OE/ri,tn

35'1 OE/nrn
(gnn 1 rurnaynraaLlar)

D-anruren Brpyca
nonroMl4e.nHTa

Mero4l4OA
(EO nnn rO PO)

Tan 1 - or 20 E!/go3a Ao
43 Efl/gooa
Twn2-or5E!/go:ago
9 E[/Rosa
Trn 3 - or 17 E,Q/gosa ,qo

27 EAlAoea

6 Efi/gosa

24 E$laota
Baxquuaonn npo$@ abrsiloaeMbtx Haemophilus influenzae munh,

[lognunHocru

- nojlIcaxapfiA
Haemophilus
influenzaerun b

M erog il rra rrayno.qussy-
sutr (EO unra t-O P0)

Baxqrna npu esarruogefi-
crBH14 c uoHocneqnSuve-
croft axrucuraoporxofi B

rene AonxHa AaBaTb nilHrlto
npeLlHn r/Taqu14, cnhBarcu-ly-
rocff c nwuweh npeqfinura-
qNt4 craHAaprHoro o6pasqa
KoHbrorHpoBanuofi BaKLlt4Hbt
Haernophilus influenzae
tun b

- cron6HRqusrfr
AHATOKCI4H

MeroA uurriryno4Nsey-
suu (EO rnN l-O PO)

BaxqrHa npfi asarnaogefi-
crB14t4 c uonocneqr$nue-
croft aurNcursoporxori B

rene AonxHa AaBaTb .nhHnro
npeqfi nHTaqhu, cf[,l8atorqy-
locn c nunneit npellhnhra-
Llr4t4 craH.qaprnoro o6paeqa
KoHbrcrh poBannofi BaKLlelHbr
H aemophil u s infl u enz ae run
b, cogepxauleri cronOnnv-
Hgril aHaroxcr,,tH

lf d.
IIt;\f:

HAHtr]N EK

Busyanuuulfi



HAHBN EK
ri'{ilt.r' r'r.... !r:: NACNOPT KAqECTBA

No 4000003158,1

Kog: 3n-nOS+5ffi

Bepcun: I
Enasx 2

HauMet{oeaH}re
noKa3aTeIq

Merogul
ucnbtTaHHs Hoprrlur Pesynurarur

hCNbITAHHR

[lpospavnocru BneyanuHurfi
(ro Po)

BoccranosneHHar BaKqfiHa
AoflxHa 6uru npospavHofi

BoccrauoaneHHaR BaKLlr4Ha
npospaqHaE

L{aeruocru BusyanuHuril
(ro Po)

BocoraHosneHHaF BaxqilHa
,qonrrHa 6umu Eecqaeruoft

,BoocranoaneHHafl BaKLI[Ha
6ecqaerHan

Bugr,rruure MexaHt,t-
qecKile BKnrcqeH[g

Braoyanunsril
(ro Po)

Bugrri,tute MexaHfiqecxre
BKnloqeHdE AOn)KHbI oTcyT_
CTBOBATb

Brgmlaute MexaHuqecKfie
BKnloqeHHR orcyTcTByoT

pH [lotexqrouerpruecxnfi
(EO rnr"l-O PO) Or 6,5 go 7,S 7,1

OcruonqnuHocru Kpuocronnuecxrfi
(EO mnn fO PO) He naeneo 200 naOcruons/xr 415 naOcrraons/xr

Bo4a

KyJtoHoMerpIqecKoe
rl4rpoBaHre no MeTOAy
K. Ouu:epa (EO r,rnr,r I-O He 6onee 3,0 % 1,0 o/o

Oocgop
ue, MoAHQt4Llt4poBaH-
nurfi naero4 Hena, oct-ro,
saxHurft na EO, unu l-O
PO

Or 0,67 ruxr/gosa flo
1,01 rurr/4oila 0,82 mrr/,qosa

Caxapooa flonnpNrr,terprqecrrft
(EQ nnra fO PO)

Qr 31,9 Mr/Aosa Ao
53,1 Mrhoaa 42,2 urlgoaa

flonucaxapu4
Haemophilus
influenzae ruin b

Pacqernurfi Mero4 Or I ruxr:hosa Ao
12 uxrlgoaa 10 larr/Aoea

Ceo6o4uurfi
nonucaxapilA I

BO)tfi B coqeraHrh c
yflbrpaLleHrprQyrupo-
BaHreM (EO vrnn fO pO)

MeHee 13,5 o/o
5,8 o/o

6arrepuanunute
oH,qoToKc14Hbt

XporuoreHnurfi KrHerr-
qecruft recr (uerog D),
(EQ Nnr rO PO)

He 6onee 50 E3/aosa Menee 50 EO/aosa

Crepnnuxocru
MeroA ruena6panxofi
$nnurpaqnu (EO nnv
ro Po)

Barqnna AonxHa 6uru
creprnuHofi Creprnuna

lll Rnmn,..,. vvvvrttuttvertennQn (Jgtlqufia oiln npoEunaK
aqennpngpHaq, nonuoMuenuma uHaflmueupoc
nlun b, xeuarceupoeaHHafr bvcnensun dnq e,urn

muKu duhmepuu u cmon1unt:
taHHafl u un$extqud, eusuee

Ea adcop1upoea@ KoKnpwa,eubtx Haemophilus influenzae
Mn, I dosaL

OnucaxNe BrsyanuHurfi

,P v til ut w v a t t vav oavucn u>7, u, o
vycneHsr8 oeIIOBaToro
tlBeTa, npl4 oTcTarBaHt4n
pa3Aenfltoulafics Ha 6ee-
LlBerHyo )tc4AKocrb c o6pa.
goBaHreM 6enoro ocaAKa,
roropurfi nerKo pecycneH.qfi-
DVETC'I BCTNqYUHEHUEI'

Cycnexsurs 6enoearoro uBera,
nph oTcTarBaHtaA pasAenfirc_
qancf, ua 6ecqaerHyp )KltA-
Kocrb c o6paaoaanreru 6enoro
.ocaA(a, roropurrX nerxo pecyc_
neHAUpyeTca BcrpExilBaHheM

[-lpospaernocru BrsyanuHurfi
(ro Po)

HaAOCaAOqHaR xu.qKocrb
AOflXHa Bbt.qepxfi Barb cpaB_
HeHrre c eranonom I

Haaoca.ffi
AepxhBaeT cpaBHeHfie c oTa-
nonoru I



HAHTf /\EK NACNOPT KAI{ECTBA
Ne 40000031 581

Kos: 3n-n03-03-001

Bepcun:8
EnaHr 2

HauMexoeaHl,te
noKa3aTeflfl Pesynurarut

HCNbITAHHg
Ha4ocapovHas x<raAxocrb Bbt-
AepxhBaeT cpaBHeHre c 3Ta_
noHorr,l Bs

ngprrn.{r.rr.F
llo ogHofr Aose nro$Nnfisara ao Snarone h3 creKfla
'1 runa (O.C[XA) BMecrfiMocrso 3 rvrn, xoropurft yryno_
pf.?:l p*Nnoaofi npo6xoft, fi3roroBneHHoi r,rs-xnop-
oyTHnOBOTO 3flacToMepa, 11 3aKaTbtBaoT anrcM!4Hhe_
BbrM KonnaqxoM, noKpbtrbtM cHapyxt4.naKoM u cHa6xeH-
HbrM orpbtBHofi nonrnponilneHoeofr rputu:euxofi runa
<flip-off>.
fl-o_Oi5 un (1 gosa) cycneHsnr4 B ixnpt4qe (c saxpennen_
Hok hmon vnu 6es) (EO) BMecrllMocrsro 1 rr,tn r,t3 creKfla
l rvn3 (O. CLIJA) c nopuHeM xnop6yrrnoBbtM uflt4
6poru6yrnnoauna.
t-lo '1 SnaroHy n no .1 unpmqy B 3aKpbtrylo nvefixoeyrc
ynaKoBKy (nOT/nBX). Ecnu unpuq ne Nue"r 3axpen-
neHnofr urrtbt, To B ynaKoBKy BKnaAbtBarcT 2 orgenunue
cTep[nbHbte ilmbr.
FropHqHas vnaxosxa
l-lo 1 nqefixoaorl ynaxoexe B ilH4l4Bt4AyanbHylo KaproH-
Hyrc naqKy c 14HcrpyKt_.lt4eft no nprueHeHhro

nep. "rrrr".vna "rallo oAHof 4ose nro$nnvaara
eo QnaxoHe fi3 creKna 1 rrna
(O.CtllA) BMecrfiMocruro 3 n,tn,
xoropulrl yKynopeH pesunoeoil
npo6xorI, hsroroaneHxofr n3
xnop6yrrnoeoro onacroMepa
14 3aKaTaH an$Ml4Hl4e8btM (oI_
naqKoM, noKpbtTbrM cHapyxt4
naroM r cna6xenubtM orpbtB_
uoil nonrnponunenoaofi xpst_
u:eqrori rnna <flip-oif>.
I-lo 0,5 l,tn (1 4oea) cycneH3ur4
B Lxnpilqe (c sarcpenneHnofi rr_
nofi) (EO) BMecruMocruic 1 riln
r4s creKna I tuna (S. CIUA) c
nopuJHeM xnopdyrunoBbtM t4fl t4
6ponrOyrlrnoautu.
l-1o 1 SnaxoHy u no 1 uJnphl.1y B
3aKpbtrylo nvefixoayn yna_
xoexy (ll3T/t-lBX).
BropHqHan vnaxosxa
flo 1 nqerixoaori ynaxoare B hH-
gneugyanauofi xaproHuorl
naLlKe c uncrpyxqreti no npil-
MeHeHhlo.

Maprrpoaxa

-o6ulenpuHrro*@
- (AnF l-lEHTAKCtzlM@>;

- Ao3NpoBKy, o6reM, (onHqecrBo Ao3 B oAHoM
rxnphqe (e pegarqr,lra: <1 u:npurq _ 0,8 riln _ t 4oeJ>;;- cnoco6 nprMeHeHHr;
- npeAynpeAuTenbHylo HaAnucb <crr/l. uucrpyKl-lrlro.);
- nororrn KoMnaHuH npofi3Bogt4Tenx rotogoti neKap-
crseHFiofi Qoprvrur <CaHoSr llacrep> B BnAe HaAnucn
nart,tHcKr4 Mt4 byrearr,t r,t (a pegaxqm r,t : < Sanofi pasteur> 

) ;* Aary npoh3Bogcrea (e pegarqrau: <l-lponse.:>);
- HoMep cepru pacSacoeanHofr cycneH3rn (n pegax_
Llrr: <Cepun:>),

-.Aary oKoHr{aHuR cpora roAHocrrl (a pegaxqru: <[-o_
peH 4o:>).
,QononHrrenbHo MoryT 6srtu xaxeceHbr rexHhqecKue
nporl3BogcrBenu ure/ru norpaScxr,re B HyrpeHHue KoAbt:

o HaAnhcb <Cu. r,r

-, o6ulenprurroe HanMeHoBaHHe KoMnoHeHra;
-. (Anfl I-IEHTAKChM@>;

- Ao3t4poBl{y, KofifiqecrBo Ao3 B oAHoM SnaroHe(s pegaxqrra: <1 enaxoH - 1 4osa>);
- cnoco6 npfiMeHeHHq;

Ha grllxerxe r:rnpr,rua c cvc:
neH,sHeft vxasaHsr:
- o6qenpnHsroe traHrrleHoea-
HNE KOMNOHEHTA;
- ((Anfl l-lEHTAKCt4Mo>;
- .qo3mpoBKa, oOlenlt, Koflt4qe-
crBo Ao3 B o.qHoM unpraqe (s
pe.qaKqrh: <1 Lunprq - 0,5 urn

- 1 go:a>);
- cnoco6 nphMeHeHhfi;
- npeAynpeAilrerrbHaff
HaAnficb <Cu. rncrpyKqt4Nc.);
- noroTnn (oMnaHHu nporISBO_
AilTefiF rotoeorl nexapcrBeH-
uoft Qoprrrur <Cauoeu l-la-
cTep) B BilAe HaAnilcv narvH_
cxrvu Syreaur (e pe4axquu:
<Sanofi Pasteur>);
- Aara npoLtsBo.qcrea (a pe_

AaKqhN; <[1porsa.:>);
- HoMep cepvu pacSacoeaH_
norl cycneusnn (e peAaKqr4fi:
<Ceprn: >);
- AaTa oKoHqaH[R CpoKa ro,q_
Hocrr cycnenslu (e peAaKqhfi:
<l-o,qen.qo:>).

I
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- nororrn KoMnaHfir npofisnogl,trenn roroeofi rrerap_
creeHHofi QopMbt <CaHo$ra l-lacrep> B BHAe HaAnrcn
narnHcKr4 Mr4 oyraarr,r n (s peAarlln4 :,,sanoiilasteii ni;
- Aary npou3BogcTaa (a pegarqurur: <l'lpor,lae;>);

: HoMep"q)pru pacSacotsaHHoro nho$Nnnsara (e pe-
Aarqnh: <Cepun:>);

- Aary ol(oHqaHue cpoKa roAHocru2 (e pe4arqnr: <l-o.
gen go:>>).

- roproBoe HahMeHoBaHlae fiexapcrBeHHoro npend-
para (c npeAynpeAnrenunoft MapKupoBKortr *);, ' -'--

ffononnnrenbHo MoryT 6brru HaHeieHbt TexHhqecKhe
nponsBoAcrseHHure/rrnorpa$erne BHyrpeHHhe KoAbt:
rpa$uvecrue, qucneHHbre, Oyr<aeHnure,

-jtoMep cepht,t.ynaKoeaHxofr cycneH3rit4 (a pegarqltN:

-lglff.lt.tg1Hoe roproBoe HauMeHoBanne (a peAaKqhh:
(nEHTAlrcilM@));

- rpynnIpoBoqHoe HanMeHoBaHne;
- HafiMenoBaHhe nerapcreeHHofi $opn,tur, BKntoqalo-
qee cnocoO npnMeHeHuq;

- KonhqecrBo Aos B naqKe xapronnofi; i
- Kont4qecrBo $naroHoe r unpulleB B nariKe KaproH-
Hoil (gnn naqeK, ooaepxaqrx i 6naron 14 i-d;;u';
saxpenneHHoft [rnori, B peAaxLlht4i <1 Snaxori + tunphll c saKpenneHxoft nrnofi>; Anff naqeK, co.qepxa_qux 1 Qnaxou t4 1 uLnpr,rq 6es ytrnut B KoMnneKre c
AByMn orAeflbHbtMl4 firnaMr, B peAaxLtt4l4: <1 $naroH +
1 tunpuq + 2 orAenbHure rrnu>); 

"
- nororhn KoMrtaH[[ <Cano$u llacrep> B BfiAe rpa$d-qecxoro sfleMeHTa I HaAnilgt,t rarlaHcKl4M]t Oyraarvrr,i 1apegaKllh14: (SANOFI PASTEUR));
- cocraB 1 ,qosur cycneHgilt4 r 1 Aoout nuodrnusara c
yKasaHueM Hat,tMeHoBaHnft n xonrqecra 4eficrayrcqrx
BeLqecTB il nepeqHf, BCnOMOtaTenbHblx BeqecTB;
- ycnoBlrs xpaHeHHfi;

- npeAynpeAurenbHbte Hagnhcu: <n[nn 4ereri>, <Xpa_
Hl4Tb B HeAocTynHou 4nn 4erefi Mecre.), <l-lepe4 npu-
MeHeHueM BHr,r Maren bHo oanarcoMr4rhen C r,t Hcrpyrqrieft
no MeAhLlt,tHcr(oMy nptaMeneHhto.)r <OcTarxu neuc-
nol:tb3oBarhtofi aarquHur nnm ue4i,tluHcKrte orxoAbt
AomKHbt 6uttu yxuuroxeHbt. (yrunr,lirapoaaurr) e coor_
BercrBtlr,t o HallroHan bHbtMrl rpe6oaaHnnrrau. >, <Cre-
pl4jlbHO.));
.. ycnoBrt ornycKa;

- HahMeHOBaflve n cTpaHy npousBoAfiTenn, f,BflRtolqe-
roct 14 topfiAuqecK[M fil4tloM, Ha HM8 KoToporo BbtAaHO
perhcrpaqhoHHoe 

_ ygocroBepeHile (e peAaKqtam:
(CaHoSu rlacrep C.A., OpaHqran>);
- HoMep perrcrpaquoHHoro yAocroBepeHr4n (a pegax-
IryI ^^_. _ 

<ferrcrpaquoHHoe ygocroeepeure:
flcP-005121/08>);
- ruTphx-KoA;

- Aary npor3Bo,qcrBa KoMnnerras (a pegarqnh: <<l-lpo_
use.: >);

:)):

Hl4qecKue npofiSBO,qcTBeH-
Hsre/rrnorpaScxne BHyrpeHHue
KoAbt: rpaSrvecrne, qIcneH_
ttute, 6yraenxsre,
l'.la sruretxe dnaxoHa c nuo-
(Dhrl}{3aTOM VKaSaHbr:
- o6qenpnnnroe HahMeHoBa-
HilE KOMNOHEHTA;
- (AnF IIEHTAKCI4Mo>;
- AOsr4poBKa, KonuqecTBo AO3 B
oAHoM Snarone (s pegaxqrta:

'<<1 $naxon-lgosar);
- cnoco6 npfiMeHeHlIn;
- npeAynpeiqurenbHas
HaAnt,tcb acna. uHcrpyKqrlHc. );
- noroftln KoMnaHut4 npousBo_
Aurenf, rorogofi neKapcrBeH_
noft $opruur <Canoeu fiacrep>
B BUAe HaAnuoH flaTfiHCtuMH

nexgoft nrnok, B peAaKqhu:

(a pe4arqr,tr,t: <sanofi
Pasteur>);
- Aara npohsBoAcrna (e pe,qar-
qrn: <Ilporsa.i>);
- HoMep cepnu paeSacoaan_
Horo nhoQunfisara (a pe4ar.
rlnr,r: rCeprR:l);
,- AaTa oKoHqaHnff cpoKa toA-
uocrr nmoShnusara (e pegar-
Uh[: (foAeH Ao:)).
fiononHurenuHo HaHeoeHbt
TexHhqec(ue npoHsBOACTBeH-
xure/rnnorpa$crue BHyrpeH-
Hr4e KoAbt: rpa$rvecrre, q[c_
neHHbte, 6yraeHHute,
,,Ha naqxe ,xaproxnofi
vKaSaHbt:
- ToproBoe HauMoHOBaHhe ne-
KapcrBeHHoro npenapara (c
npelqyflqe4firenunofi Maprra_
poerofi o);*
- coKpaqeHHoe ToproBoe
HahMeHoBaHre (a peAaKLp414:
(nEHTAKCLIM@));
- rpynnfi poBoqHoe Hal4MeF]oBa-
HIe;
- HailMeHoBaHue ne(apcTBeH_
xofi Sopuur, BKntoqatou.lee
cnoco6 npnMeHeHufii
- KOJlr4qeCTBO,qos B naqKe Kap-
ronnofi;
- KonhqecrBo Snarouoa u
unpfiqeB B naqKe rapronHofi
(Ans naqeK, cogepxaqrax 1

$naroH r,l 1 urnpN( c B?Kpefl:

I,

f "i-:,,I \.)t t i'l\
."o.u4t;
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laq $_"_*" BIo g no fi ao non H nrunffi
noMep cepqv KoMnneKra e p;AaKr_lHr,. oCeprn:>

- HoMep cep,fi ynaKoean@
qrr: <CepNn nr,toe.:>);

lllynn , HoMep cephfi cycneH3rlH B peAaKqu14: (Ce_

lil] jlll", 
_ ll I I 

o, 
"p 

cephvl n ro6 Nn nsari-u p"g" nqm(uepilF:) <nuoS.:>, Har4MeHoBaHre AepxaTenn perh_crpaqr4oHHoro yAocroBepeHhs . peAaxqr,r: <!epxa_
Ten b peru crpa q!,loH Horo yAocroBeperr r,rn :' CarroS r,r' t-1 a_crep C.A., OpaHqlrr>, HaHMeHoB€Hfie, crpany h aApec
filor4sBoAr4refln B peAaxql4h: onpori"oaraiens (nep-
:I:r1" ynaroexa), yna{oBtrtr4K laropravnan ynaKoBKa) NBbtnycKapqt4ri rorroons xaqecrea: OOO i,Uauoneil,
P o ccr,r s, l(r,r p os cxa r o6n., o p r,r u e r;; ;;y; r; n nan u H ur fipafiou, I6ehHcxoe rolt,Au.t,t,i, ', i,9{tj,9:- noceneHhe, 6uouegr-

- HoMep cep[fi KoMnJ.reKra (e pe.qa(Llt4h: <Cepnnxounn.:)

:j-uTy oKoHqaHfiR cpoKa roAHocI4 KoMnreKraa (a pe-
AaKLlt4u: < l-ogeH go: > ).
fi-a naqKy, colqepxau-lyro Snaxoa h lxnpilLl c sa(penneH_
uo,h urnoh, AononHfireflbHo HaHocr4rcr reuarrqecxfiti
llcvngr (ronrypHoe uso6paxeHn; ,;;;;; c 3aKpen_neuHori urnoi,t u 6naxona) H, n"C'Jolepxau1yrc
ff::l I urnpnr.t c AByMH or4en"ru,,rar wrnann,Aonon_HrrerbHo HaHoct4rcs reMarfiqecxrrZ prcynox (rouryp_

H:::s,?|j}:Y:"-'ln'la' 'qBYx "n t,r 6i,"*o'r,I
I ff::llt :l b H o M o ryr d ; il- ;; ;;;" n il' i"ar"J,i,j u 

" 
*r.npou3BoAcrBeHHolelrrnorpa$exue BHyrpeHHue KoAbt:rpaSuvecxre, qilcneHHbte, OyxaeHHure. gonorrr_

TeIbHO naqKa kapToHHafl ocHall-leHa KoHTponeM nep-BOto BCKpb,n4R.

lononuurenbHo Moxer 6slrs HaHecena rHeoplaaqur
Afl t MoHl4TopilHra .qBUXeHrff fi eKapcTBeHH btx npena pa_ToB or npoil3BoAt4Tenfi Ao KoHeqHoro norpe6rrenR.
,QononnNrenbHo Moxer ou,ro nf 

"ay"r-oiilr, 3a[irr-xar nax-nefira ua o4nofi cropoHe navxr,r xapior-rnor,

uulclytil t(oMnneKc HAHOIEK r"ppri"prr), nororhnnpofiaBo.qfiTen, B BHAe rpa$rvecroro oneMeHTa fiHaqnucyt (HAHOJIEK).

l-lpuueqasNe:
1 Aara oxollvaHilF cpoKa ToAHocl4 KoMnrieKTa HnH AaTaoKoHrtaH ilF CpoKa roAHocTr4 CycneH3ilH,

_i-laTa 
oKoHqaHhF CpoKa ro,qHocnt KoMnfieKT a nnu Aa:;a

"oKof 

qaHHF cpoxa ro,qHocru nuoern r"rr.j,.
" /,{ara npofi3BoACTBa KoMn.neKra (nr,loSrnr,t3ara ,qnflnpfiroTOBneHhE CyCneHBiltl Ann'BHyTpt4MbtLUeqHoro
Bne.qeHilff B KoMnneme c cycneH3uerl'gnn auyrpumur-
r.uevHoro aeegeHurn) on pegenff erc, no .qare npoH3BoA_crBa Toro KoMnoHeHTa, xoroputti Oo,, npJrs;;d,paHbtue.

<1 gnarou + Tllrnpr4r.l ; 3a_
xpenneuuofi urnoN>);
- iororun KoMnaHkil <CaHoSr
flacrep> B Brge rpaSrvecxoro
eneMeHTa t4 Ha$nncn flaTrH_
clu.yT 6yxaanau (e pegaxqrar:
(SANOFI pASTEUR>);
- cocraB I gosur cycneH3kl4 h
1 Ao3bt nroSunrsara c yKa3a_
HileM HahMenoaaHnfi v Ranv-
uecra gefrcrByroLqrx Beu-lecrB
il nepeqHi BcnoMoraTeIbHbtx
Beu-lecTB;
- ycnoBhfi xpaHeHr4fl;

npeAynpeAHrefl bHbre
HaAnilch: <,Qnn ,qerefir, oXpa_
Hr4Tb B He.qocTynHoM Afi, Ae_teri iuecre.>, <llepeg npuMe_
HEHhEM BHhMATENbHO O3HAKO-
Mr4rbcn c r4HcrpyKqhefi no ue_
Ar4r-{r4HCKOMy npil MeHeHfiO. ),
<Ocrarxr HeHCnonb3oeaHHofi
BaKqNHbt vnv MeAIUr1HCKfie
orxoAbl AoflxHbt 6urru ynNvro-
NeHsr (yrrnrsrpoeaHuL) s co_
oTBeTcTBt4h c HaqhoHanbHbtM14
tpe6oaaHunl,ln. >, <Cre-
p!4nbHO. );
- ycjtoBr4F OTnycKa;
- HOMep perHCTpaLlfioHHoro
yAocroBeperirn (e peAaxllht4:
( uerfi cTpaLlHOHHOe yAOcToBe_
peHrre: JlCp-005 1 2 1 /08>);
- t"urpt4x-KoA;
- AaTa npohsBOACrBa KOM-
nneKra (e pegaKLit4t4: <l-lpo_
Itss.:>);
- HOMep cepnn KoMnreKra B pe_
AAKqilh: <Ceprr:> (KOMnfl.:>
- HOMep ceput| cycneH3Ut4 B pe-
Aarqnh: <Ceprt: > (cycn.:)
- HoMep cepufi nuoernrsara a
pegaKqfi t,t <CepNn:> <nrog.:>
- AaTa oKoHqaHhff cpoKa toAr
Hocl4 KoMnnerra (e peAaxqfiu:
(l oAeH Ao:)).
Ha navry, cogepxaLqyro Sna-
KoH 14 runpHLl c 3aKpennesHofi
ulnov, AOnonHHTenbHO HaHe_

9eH reuaruqecxni prlcyHot{
(xoHrypHoe ueo6paxeHre
lunpfiLla c 3aKpenneH noh urnoh
r,r Qnaxoua).
,!ononHurensno HaHeceHbt
TexHUqecKrle fl pot4sBOACTBeH-

I
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ilLr oKorirraHr4f, cpoKa roeHo@
nr4saTa AflR npIroToBneHuff cycneH3H14 Ani BFtyTprlMbt-ueqHoro BBeAeHhfl B KoMflneKre c cycnenstaeii RnnBHyrpl4M btrueq Horo enegerr ran ) on pe4ennercn no Aare
9lg1q,aHrs cpo(a roAHocrr roro i<or,,rnoneHra, y iiio-
P9l3-ore,yucrynaBr paHbure I ykasbrBaercfi Ha naqKeraproxxofi 14 Ha orhrerKe Kax(qoro [s KoMnoHeHToB* roproaoe HauMeHoBaHne neKaporBennoro npenapara
cocror4r t43 (paTKoro * pJ y-clp tl poBa H Horo ro proBoro
HaHMefioBaHue ((nEHTAKCirtMrrl, npr".o"*roropaspa6orurKorvt, n oOqenpfiHflToro HlhrrreHoeaH nn, ng-noxeHHoto e croOrax nocl.te KparKoro rqproBoro
Hau MeHoBaHun (s nar<qn x3 gnn n poennarrltn,t AueTe-pru r cron6nrxa a,qcop6r4poBaHHal, xoxntot.ua aqen.flronrpHaff, nonHoMuefluTa nHaKrhBfipoBaHHaE n uH-gexqrfi, BbrsbrBaeMbrx uaemipiiitu; i;it;;;;ue riln b,KoHbhcrhpoBannan>).

n sre/rr,r n orpaqcxffi-Jffilf 6f
H[e KoAbt: rpa$uveexNe, tuc-
JleHHbte, Oyraennute.
flononnnrenbHo naqra KaproH_
Ha8 OCHaqeHa KOFtTponeM
frepBoro BcKpbtTl4i.

Ha naqKe raplor.lHoil AononHr-
.,IeI tHg_yKagg{bI Ha h MeHoBa-

fiononnurenbHo HaHeceHa [H-
Qoprrlaqran Arfl MoHl4Topr4Hra
ABUXeHUS IeKapcTBeHHblx
npenaparoB oT npofisBoAr4-
Tens Ao Koner{Horo norpe6r-
TETg.

H [e Aepxarenfl penncTpa r]hoH:
HOrO yAOCTOBepeHun B peAaK-
qru: <fiepxarenb perfi crpaqh-oHHOro yAOCTOBepeHuF:
CaxoSr Flacrep C.A.,'Opan-
ql4ff), HanMeHOBaHfie, cTpaHa
u aApec npou3BoAt4Tens B pe-'Aaraluu: <flporsaogurenu
(nepBhqHaE ynarosra), yna_
KoBr{r,i K (aroprrnar ynaro'ara)
il BbtnycKaloqufi ronrpoflb Ka-qecrBa: OOO <HaHofler>,
Poccvin, Kurpoacxan o6n.,
Opuueecxufi rr,tyHuqunanuxurrl
,pailon, llgehHcKoe ropoAcKoe
nocereHne, EnonaeAur{nncrrft
rorr,l nnerc' HAHOJI EK reppUro-

puE, JlOrOTnn npot43BoA],tTeflfi B
euge rpa$uqecroro oneMeHTa
r HaAnrcu <HAHOJIEKr.* toproBoe HahMeHoBaH[e ne^
KapcTBeHHOro npenapaTa co-

rcToHT t43 KparKoro saper[cTpl,1_
poBaHHOro ToproBoro HafiMe-
HoBaHrs ((nEHTAKC14M@r),
npucBoeHHoro paspa6orvu_
KoM, 14 o6qenpuHnrofo HahMe_
HoBaHfifl, t4groxeHHoro e cxo6_
Kax nocfle KpaTKOro ToproBoro
HanMeHoBaHun (<eaxqrna Ann
npoer4naKrrKh 4rsrepr/,r,r u
cronoHnKa a4cop6rpoaaHHaff 

,

KOKnpuJa aqenntonnpHafl, no-
nhoMIeflhTa hFtaKTUB14poBaH_
Har u rxSerqrfi, aslsuraaeMutx
Haemophilus influenzao rhn b,
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fipu rervrneparype or 2 4o g. C. He aauopaxhBarb

ilEH[:#

Cpox ro,quocrn

It Ho6 r,rn rasai-- roga,
UycneH3ul4 - 3 roga.
fl ara oxoHvaH HE cpoKa ro,qHoc.4 xona nnerra,(nnosun rsara Anfi npfi roroBrieH ilfi cycneH_3r4r4 Anfl BHyrp,Mbr.ueqHoro BBeAeHhff B KOMnneKre c cycneH3fieir Ann euyrpilMbtr.ueL{_

Hi&'ffT#ll:i|r.*iffi:i:: o,* o*oru.r,, cpoxi rosHocr4 roro KoMnoHeHra, y

/lara oKoHqaHufl cpoKa loAHOCTt4 KOMnneKTa yKa3btBaercr Ha naqKe raproHHOfi Vt Hae-rn-
f#..,-ly"..f j."Tg."j::Il!,.f 16oronr*oHanaqxeraprouHorr
ffi,:J":J:'q 

a H',lr cpo Ka roAHocr4 
" 
rnr*..i ffiffi;,ffi 1'J# ?,1"" u", y Ka3a H Horo Ha

l-lpenapar l-leurarcmu@ (eaxqn,a gnn npo$Hna*r,KH gr,,sreprar,r u cron6usra agcop6rpo-BaHHa'{' KoKnH}ua aqeJlnrcrspHat, norlHoMue nnra uHaKrHBt4poBaH Hafr vltrx$ex-t'1mft' eutsulBaeMblx Haemophilus intlu"niJ"-I1n b, xouurcrhpoBaHHae), nnosra-JIH3ar Anfl npl4roroBneHils cycneH3HH Aflr BHyrpHMbrueqHoro BBeAeHHe

419634 ,, r, ,: HahMeHoBaHHenpenapara

,_1 rga_Ng-Q_

Ha.{ansHHx OKK
AonxHocTb

3AKJI}oI.IEHhE:

4 a?@1
.qara
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