PABPEIIEHUE
Ha BBOJI B rpaxJaHckuii 060poT B Poccuiickoi Denepanyu cepun WK MapTUH
npousBeieHHOTo B Poccuiickoit @deaepaiyy min BBo3UMoro B Poccuiickyro @eiepaliuto

MMMYHOOHMOJIOTUYECKOr0 JIEKApCTBEHHOI 0 IIpenapara
Ne P006-00110-77/01578457 ot 02.12.2024

Briaano O61ecTBy ¢ orpaHH4YeHHOM oTBeTcTBeHHOCTHIO "Hanonek", Poccus, 127055, r. Mocksa,
yi1. Byteipekuii Bai, 1. 68/70, ctp. 1, atax 2, nom. I, komn. 23-37, UHH: 7701917006.
(HauMeHOBaHKe FOPUIMYECKOTO JTHLA, FOPUANIECKHM apec, MHH)
®egepaabHas ciayx0a mo Hag3opy B cdepe 3ApaBoOXpaHEHHsS] HA OCHOBAHHMH 3aKJII0YEHMS
MOCKOBCKO#i HCIBITaTeIbHOM 1ab0paTopiuu KOHTPOJIsSL KauecTBa JeKapcTBeHHBIX cpeactB PI'bY
"UMIIDYAOCMII" Poc3npaBHaa3opa
(HauMeHOBaHKeE (eIepaTBLHOrO rocyAapCTBEHHOTO OI0KETHOTO YUPEXKACHHS)
or 28.11.2024 Ne 1781/IK-11/24 pa3pemaeT BBOJ B rpakaaHCKHUii 060poT
(mata) (HOMED)

B Poccuiickoii @egepanmu HMMYHOOHO0J0IHYECKOI0 JIeKADCTBEHHOI0 Mpenapara
IMenrakcum® (BakuuHa 1UIs MPOQPUIAKTAKE AUDTEPHH U CTOIOHIKA aAcopOMPOBaHHAs, KOKIIOIIA
alle/UTIoIpHAs, TIOTMOMHUEINTA MHAKTUBAPOBAHHAs ¥ MHeKIWmi, BhI3piBaeMbix Haemophilus
influenzae Tun b, KOHBIOTHPOBAHHAsA)

(ToproBoe HaUMEHOBAHHUE)
BaxiuHa 11t poduIakTUKy 1udTeprn, CTONOHAKA, KOKIIOIIA, TONMMOMHEINTA i HH(EeKIHUH,
BeI3bIBaeMbIX Haemophilus influenzae tun b
(MeXIyHApOJHOE HEMATEeHTOBAHHOE HAMMEHOBaHHUE (TPYNIIMPOBOYHOE MIIM XMMUIECKOE)

MAO(HUIM3AT IS IPUTOTOBJIEHUS. CYCIICH3UHU IS BHYTPEMBIIIEIHOro BBeAeH s (1 103a) -

¢naxonsl (1 1T.) - TaYKX KapTOHHBIE /B KOMILIEKTE C CYCIICH3HEH s BHYTPUMBIIIEYHOTO
BBegenus (mmpun) 0.5 mi-1 mT., uraa-lmr./

(opma BhIycKa (C yKa3aHHeM JIeKapCTBEHHOH (OPMBI, 103MPOBKH, GacoBKH) U KOTUYECTBO B YIIaKOBKE)

cepun  YOA791M (cycrm.:X3D73/ miod.:X3D79) . zi;era;‘fr*;‘;“ 106998

KOJTHHECTBO:
(HOMep cepuu) /'(’ o m%\

rogen 1o 30.11.2025 ,

(CpOK TOTHOCTH) / _
npomssoicTea Canopu Ilacrep C.A., ®panuus, 1541, avenue Marcel M rae‘ﬁ %‘%8@
I'Etoile, France (mpousBogurens rorosor JIO (cycneH3Hs{)) Parc Industn@}d lncarwll
Val de Reuil, France (mpousBomurens roroBoit JI® (nmodunusar), nepjsm}‘n e
(cycnensusi, mmodmiusar)); OOmecTtBa ¢ OrpaHMYEHHOH OTBETCTBEHHOC
(OO0 "Hanmonek"), Poccus, Kuposckas obmacts, OpuyeBCcKuii MyHULHIIAIBHEIA PaloH,
JIEBMHCKOE TOPOJICKOE IMOCENeHHe, DHOMEIMIMHCKUN KOMIUIEKC HAHOJIEK Ttepputopus
(BTOpHMYHAs YIIAKOBKA, BHILYCKAIOIIMHA KOHTPOJIb Ka4eCTBa).

(HaI/IMCHOBaHI/Ie M apecC MPpOU3BOAUTEILA (C YKa3aHUEM CTa,III/Iﬁ IIpOI/ISBOIICTBa)
Perncrpanuonnoe yaocrosepenne Ne JICP-005121/08 ot 01.07.2008.
JlepxkaTean perucrpanuonnoro yaocrosepenuss Canopu Ilacrep C.A., @pannus, 14 Espace
Henry Vallee, 69007 Lyon, France.

(HarMeHOBaHUe, aJipec)

e JIOKYMEHT ITOAIINCAH w
2 : SJIEKTPOHHOMU ITOIITMCBIO

3aMecTUTENb PYKOBOJIUTEIIS Cepruduxar 4D2A31B276219F4023A19E251474DFD4
P oca le aBHAI3 op a Baanenen Iapxomenko JImutpuii BeesostonoBut

JleiictauTenen ¢ 18.04.2024 o 12.07.2025

\ —

J.B. IlapxoMeHKO
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& Koa: 3M-Mo3-03-001
HAHOAEK MACTOPT KAYECTBA ,
Ne 40000032505 Bepcus: 8

BnaHk 2

MeHmakcum® (eakyuHa Ons npogunakmuku dugpmepuu u cmosibHsKa adcopbupoeaHHasi,
KOKJIOWa auesnronsapHas, nonuomuenuma UHaKmueupoeaHHasi U UHgekyul, 8bi3bleaeMbiX
Haemophilus influenzae mun b, KOHBIO2UPOBaHHas), nuogunusam ons npu2omoeneHus cyc-

neH3uu 051 6HymMpUMbIWe4Ho20 geedeHus 1 0o3a, 8 KOMIIeKme ¢ cycneH3uel 6ns éHympu-
MblweyHoz2o eeedeHus 0,5 Mn

MexayHapoaHoe
HenaTeHTOBaHHOE BakLuHa Ans npounakTiki AandTepum, cTonNBHAKa, KOKIIOWa,
HauMeHOBaHWE JIEKapCTBEHHOrO NONVOMUeNuTa 1 UHMEKLUUA, Bbi3bIBAEMBIX Haemophilus influ-
npenaparta enzae Tvn b
Homep cepum (o6Lwmit) YOAT91M

Barusra s poquneuny QUPTISRUL | g o g0t UL
HOMep CeleV\ Krowa auenmossipHas, nonuomuenuma %’L?Zaf:gfoa(g?):g:ﬁah:us Influenzae

uHakmueupogaHHasa .

X3D73 X3D79

KonuyecTso yNakoBOK B Cepun 107 198
[laTa MpoV3BOACTBa 28.12.2022 | 02.06.2023
FopeH oo ©30.11.2025 e
PervcTpauMoHHOe YAoCTOBepeHne ACP-005121/08/7 ot Ot TCTge, N\,
HaumeHoBaHue cyBcTaHumum Z S/ N\ZN\y
Cepwa cyBCTanLmm z g/ N
MpousBoauTenb cybcraHumn Z l° ( <\ﬁ&§‘f()5 £ ﬁi%;"))) - }
cnblTaHus BbiNONHEHbI Mo HCP-005121108-241121 Ne 1, 2, 3) / NG ],i'

(=)
3
\\« \Qa%'/y 7,019:\10?2c v(‘;“ /('
[ HaumeHosaHue MeToab! NPesynkTars!
HopMmbl - -
nokasarens ucnbiTaHusA . ACHIBITAAUSA
|. BakyuHa 0na npogunakmuku dupmepuu u cmonbHska adcopbuposaHHas, KoKnwa auennonspHas, no-

nuomuenuma uUHakmueuposaHHas (cycneH3us Ons 8HYMPUMbIWEYHOE0 geedenus 0,5 mn (1 dosa), npedsapu-
menbHO 3anosTHeHHble Wpuybl)

< BenosaToro LUseTa MyTHas | BenosaTtoro ysera MyTHas
n
OnucaHue BuayanbHbii CyCreHaus cycreHaus
MoanNUHHOCTE
g B BakuvHe AonxeH oGHapyxu-
- AMQTEPUHLIA MeToz JIIOMUHEKC BaTbCA AUMDTEpUitHbIA aHa- MopaTeepXaeHa
aHaTOKCWH oM
R ——" B BaKuuHe AOMKeH 0BHapyxu-
MeTopn JItoMUHEKC BaTbCs CTONOHAYHbLIA @HATOK- MoaTeepxaeHa
aHaTOKCUH -
- hunameHTO3HbINA B BakuwHe AOMKHbl O0BHapy-
remMarrmoTUHuH - U JKUBATbCA  (DUNAMEHTO3HbIN n
M h oaTBEpPXAEHA
KOKITIOWHBbIA ~ aHa- Metoa JliomuHexe reMarrnioTUHWH W KOKTIOWHBI ARERRE
TOKCWH ' ' aHaTOKCWH
BDVCE! TONAOMIA B BaKuuHe AOMKeH oBHapyxu-
envu?g na il 213 Mertopa JlroMUHEKC BaTbCH  WHaKTMBMPOBaHHbIA MoaTeBepxAEHa
' BUpYC NONUOMUENUTa TUna 3
BakuvHa [orkHa ceobopHo | BakuvHa cB0OOAHO MPOXO-
MpoxoauMocTb o Pd NpOXoAuTe 4epes wurny Ne | auT yepes urny Ne 0840 (ana-
yepes urny 0840 (anameTp YacTuu He Bo- | MeTp YacTuy He Bonee
. nee 0,8 MMm) 0,8 MM)
CegumenTalijios: BydysnERcy He MeHee 3 MUH Bonee 3 MUH \
Has yCTON4NBOCTb (e PO)
MoTeHUMOMETPUHECKNH
0r6,8p07,8 7.3
PH (EG unu I PS) A
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Koa: 3MM-M03-03-001
MACMNOPT KAYECTBA
Ne 40000032505 Bepcusi: 8
Bnank 2
HaumeHoBaHue MeToab! Hohria PesynbTathl
rnokasarens UCMbITaHUA P ucnbiTaHUA
N3snekaemblit paBuMeTpuyeckuit
oBnem (E® unu [d PoO) He meHee 0,5 mn CootBeTCTBYET
KX Or 20 wmkn/mosa  po
2-heHoKkechaTaHon (E® unu o PO) 3.0 MKn/103a 2.5 Mkn/nosa
KomnnekcoHomeTpuye-
ANOMUHUA CKOe TUTpOoBaHue 825 Mrc/)’%g 5 MPRGRa R0 0,29 mr/posa
(Ed unv [ Pd) ' a
C® B cOMETAHUM C KOIO-
PUMETPUYECKOA  peak-
dopmanbaerua Lnell, OCHOBAHHbIA Ha Ot 4 mkr/nosa go 15 mkr/gosa 9 MKr/no3a
E® unulod PO
XPOMOreHHbIA  KUHETU-

BakrepuanbHble

yeckuit metoa (EP wnu

Menee 100 EQ/po3a

MeHee 100 EQ/no3a
3HAOTOKCUHbI [o Po)
Metoa MeMBpaHHo
b
CrepunbHocTb punsTpaummn Ef;';::f“ oif AomKHa  Gbrm CrepunbHa
(E® unu e Po)
Cneuuduyeckas . BakuuHa  pomkHa  BbiTh .
Beso
He30nacHOCTb Buonarnieckuit Meton 6ezonacHomn Hacta
TuTp aHTuTen Kk avdrepuit-
HOMY TOKCUHY:
Ty ans 1 MMMyHusauun He Me-
3 coy BHDORTIHHOTD MeTtoa oaHoBpemeHHol | Hee 150 OE/Mn 257 OE/MN
ﬁcbﬁe MpV\HOFO OLIEHKN WMMYHOTeHHO- | ANs 2 UMMyHW3auud He me- (ans 1 MMMyHU3aLMM)
gH 1 OK%MHG cTn (Ha ocHoBaHun E®) | Hee 174 OE/Mn
ans 3 UMMyHU3aUWA He me-
Hee 186 OE/mMn
CTONBHAYHOMY TOKCHUHY:
ans 1 uMMyHusauuu He me-
/AIMMYHOreHHOCTb : . | Hee 91 OE/Mn
afncopbuposaHHoro gnfg:fm OA:MO;Pig?eHHHH%vz 4Nns 2 UMMYHU3aUWiA He wme- 235 OE/mn
CTONGHAYHOrO aHa- cTu (Ha ocuoazm wn EO) Hee 119 OE/mn , (ans 1 uMMyHU3aUUK)
TOKCUHA ANs 3 MMMyHU3auui He me-
' Hee 134 OE/mn
Tutp anTtuTen K KT:
ansa 1 UMMyHU3auuMu He mMe-
NMMYHOreHHOCTb e85 DEI
KOKﬂb{) WHOIG KON MeToL O4HOBPEMEHHOW | AN 2 UMMYHW3auWA He me- 172 OE/Mn
noHeHTa:  KoKniow- | CHEHKM  MMMYyHOreHHo- | Hee 106 OE/Mn (ans 1 umMyHY3ALUK)
N : CTH (Ha ocHoBaHuv E®) | ans 3 umMyHusauwin He me-
HbI @HATOKCWH wee 117 OE/MA
Tutp aHTuTen K rA:
NMmMyHOreHHOCTb ﬁg: 113;“6ME¥;IM133WM HE: ME-
v;c;;:g:iﬁoro cpﬁg: gﬁfgm OA:S;%::; HHHHC(;V_' ANA 2 UMMYHU3aUWA He me- 266 OE/mn
MEHTO3HbIN re- | cTu (Ha ocHoBanuu Ed) H:i 1357vu\0n§/maa T (Ans 1 uMMyH13aLMM)
MarrnoTUHUH A Y H

Hee 168 OE/mn




NACMNOPT KAYECTBA
Ne 40000032505

HaumeHoBanue MeToab! m
nokasarensa ucnbiTaHuA

Twn 1 — OT 20 E[i/posa RO

43 Efi/posa

Tun 2 — ot 5 E[/posa 4o

9 EQl/po3a

Twun 3 — OT 17 EQ/po3a RO
36 Efj/posa _

Il BakyuHa Ond npocpusiakmuku uHeekyud, gbl3bieaeMblX Haemophilus influenzae mun b, KOHbloauposaHHas
(nuocpunusam dna npueomosneHus cycneHsuu onsa eHympUMblweuHoao geederus, 10033, ¢hnakoHel)

Onucanue BuayarnbHbli Benbl# rOMOreHHbIN Benbli rOMOTeHHbIM
nuocunusaTa (E®) nuodpunusat . | nuodpunusat

Onuvcarue BocCTa-
HoBreHHoro  pac-

PeaynbTaThl
UCMbITAHUA

27 Efi/po3a

D-aHTVreH Bupyca MeToa UPA

nonvomuenuTa (E® unu [® PP) 7 Ef/posa

26 EQ/po3a

BuayarnbHbli BecuBeTHas, npo3pa4Has BecugeTHas, npospadras

TBOpa (E®) XUAKOCTb o KUAKOCTE
Bpewms o

; -_e 20¢c
ACTBOPEHNS XpOHomeTpmquKMV\ He 6onee 20 C Menee 20

TMoANUHHOCTD

BakuutHa npw B3auMOAeH-
cTBUK C Mouocneumbv«qecxoﬁ
aHTUCHIBOPOTKOR B rene
ponxHa Aasatb AVHUIO Npe-
yunurauuu, crvsaiwouytoca ¢
AVHVEl npeuunuTaunmt cTaH-
AapTHOro obpasuia KoHbiorv-
posaHHoO? BakuuHbl  Hae-
mophilus influenzae TWN b

BakuuHa npw saaumopen-
cTBUU C Monocneummmqecxoﬁ
aHTMCblBOpOTKOV\' g rene
[omkHa Aasarb nWHWIO Npe-
yunutauuu, cnveatowyrcsa ¢
nuHuen npeuunuTauui cTaH-
AapTHOro oBpa3slia KoHBloW-
poBaHHOM gaKuvHbl  Hae-
mophilus influenzae TMN b, co-
pepxaliei CTONBHAYHDIA

aHaToKCWH
MpoapaiHocTs BuayanoHbiv BoccTaHoBneHHan aaK\:mHa BoccTaHosnerHas BakuuHa
(To PP) pomxra OblTh npo3payHont npospayHas
LigeTH BuayanbHolit BoccTaHoBneHHas BaKuvHa BoccTaHosnexHas BaKuuHa
oCTb r
(e PP) porkHa BbiTb BecuseTHON GecuseTHan

Buavmble MexaHuyeckue
A Bugumbie

BKMKOHERUA LOTXHbI oTCYyT-
cTBOBaTb

- nonuvcaxapua
Haemophilus
influenzae TAN b

MeTOoA V\MMVHO,E\VICbey-
apu (E® wiv o PP)

MoaTeepKAEHa

- cTONBHAYHbIA MeTOoA wmmyuonmcbcby-
aHaTOKCWH au (E® nnm M P®)

MNoaTeepxagHa

MexaHn4eckne
BKNIOYEHUA OTCYTCTBY T

Buavmble MexaHu- 4BV\3yaanbW'l
yeckve BKITIOYEHNA (e PO)

HOTeHuwomeTpmqecxwﬂ
(E® vnu M PO)

or6,5007.5 71
Kpmocr(onmqecmfa

(E® wnvt ro P®) He menree 200 MOCMOﬂb/Kr 403 MOCMOTb/KT

KynoHoMeTpuyeckoe -
| TuTposarue no MeToAY 5
Bopa « ouwepa (E® vwnu I He Gonee 3,0 %o 0,5%
* PO

OcMOnAnbHOCTb
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HAHOAEK

Koa: 3M-M03-03-001

influenzae TUn b

MACMOPT KAYECTBA
Ne 40000032505 Bepcua: 8
BnaHk 2
[ HaumeHoBaHMe MeToab! aaning PesynbTathl
nokasarens UCNbITaHUA P UCNbITaHUA
Co, moaudpuumposaH-
Hbllt MeTopd YeHna, ocHo- | OT 0,67  mKkr/gosa Ao
Pocop BaHHbI Ha E®, unu T'd | 1,01 mkr/nosa 0,81 mkr/posa
PO
MonapumeTprU4ecKuit Or 31,9 wmr/gosa Ao
Genepana (E® nnm [d Po) 53,1 mr/nosa 43 8wripgsa
Monucaxapua .
Haemophilus Pac4eTHbI METOA OT 8 mKr/ao3a Ao 12 Mkr/posa

10 MKr/gosa

BOXX B covyeTaHuu ¢

ro Po)

Cso6oaHbIn
ynbTpaueHTpudyrupo- Menee 13,5 % 6,9 %

RERTCEXaRA BaHem (E® unu Mo Po)

XPOMOreHHbI  KUHETY-
E: Kgigr:s:::ble yeckuit Tect (MeTon D), He 6onee 50 ES/no3a Menee 50 EQ/fno3a

A (ED unu ['d PD)
MeTon MemBpaHHON
: BakuuMHa  gomkHa  ObiTb

CTepunbHOCTb unsTpauuu (E® unv | o B CrepunbHa

/. BoccmaHoeneHHas 8akyuHa ons npogunakmuku dugpmepuu u cmonbHska adcopbuposaHHas, Kokmowa
auennnapHa, nonuoMuenuma UHakmueuposaHHas U UHGeKyul, ebi3bigaeMblX Haemophilus influenzae mun
b, KOHblO2UPOBaHHas (CycrneH3us A1 8HYMPUMbILEYHOZ0 88606HUSA, 0,5 mn, 1 do3a)

CycneHaus BenosaToro
| uBeTa, npyu oTCTaNBaHUM pas-
pgensiowanca Ha 6ecLBeTHYO

CycneHsaus GenosaToro
uBeTa, Npy OTCTauBaHun pas-
Jensirowascs Ha 6ecLBeTHY0

(rd Po)

[IOMKHa BblaepXusaTb CpaBs-
HeHWe ¢ 3TanoHoMm Be

Onucanue BuayanbHblit MMAKOCTb € oBpasoBaHueM [XuakocTb € obpasoBaHuem
Genoro 0caaka, KoTopbld |Genoro ocapka, KOTOpbIi
nerko PECYCreHANpYeTCA |Nerko pecycrneHaupyeTcs
BCTPSXMBaHWEM BCTPAXMBAHUEM

e Hapocapo4Has Xuakoctb | HagocaaoyHas XWAKOCTb Bbl-

Mpo3payHocTb (rq;ypq)) [OMKHa BblaepXuBaTb Cpas- |AEPXUBAEeT CpaBHEeHue C 3Ta-

HeHue ¢ 3TanoHoM | NoHoM |
: o HapocapovHas XUAKOCTL | HapocanouHas XuWAKOCTb Bbl-
LBETHOCTb BuayanbHblit

LEPXKUBABT CpaBHeHe ¢ dTa-
noHom Bs
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: Koa: 3r-no03-03-001
HAHO AEK NACIMOPT KAYECTBA
Ne 40000032505 Bepcun: 8
BnaHk 2
Waumeuoaanue MeToab! HopMb! PeaynbTaThbl
nokasarensi UenbITaHUA i UCNbITAHUA

MepBuyHas ynakoska

Mo onpHOW pose nuodunusara BO dnakoHe w3 cTekna
1 tvna ($.CLUA) BMECTUMOCTLIO 3 MM, KOTOpPbIA YKynopu-
BalOT Pe3nHOBON npoBko#, 3roTOBMEHHOW U3 XnopByTu-
IOBOTO 3NacTOMepa U 3aKaTblBaT anioMuHVeBbIM Kon-
NaqukoM, MOKPLITHIM CHaPYXw nakom v cHabXeHHbIM OT-
PbIBHOA NONUNPONMNEHOBON KpblLLeuKoW TUna «flip-off».
Mo 0,5 mn (1 Ao3a) cycneHsu1 8 wnpuue (o 3aKpenneHHoM
wrnoi wnu 6es) (E®) BMECTUMOCTbIO 1 mn w3 crekna
1 tTvna (. CLWA) c nopwHEM XxnopByTuUoebiM, AN Opom-
ByTUNOBbIM.

Mo 1 conakoHy # no 1 Wnpuuy B 3aKPbITYIO AYENKOoBYO
ynakoBKy (NAT/NBX). Ecnu LWNpWL HE UMEET 3aKpennen-

HOW wurnbl, TOB ynaKkoBKy BKNaabiBaoT 2 oTaenbHble CTe-
punbHble wurnbl. :

MNepBuuHas ynakoska

Mo opHoW Apo3e nuodunu-
3aTa BO (riakoHe U3 cTekna 1
tuna (®.CWA) BMECTUMO-
CTbl0 3 MI, KOTOpbIA yKyno-
peH pe3uHoBOM npobkoi, n3-
rOTOBNEHHOM U3 XNopOyTUNO-
BOrO anactomepa v 3akaraH
ANOMUHUEBLIM  KONNAUKOM,
NOKPbITHIM CHapYXy. Nnakom
CHaBXeHHbIM OTPbIBHOW MO~
nMnponuneHoBo Kpbiley-
kon Tuna «flip-off».

Mo 0,5 mn (1 A03a) cycneHsuu
g wnpuue (C 3aKpenneHHoM

Ynakoeka BropuuHas ynakoBKa urnot) (E®) BMECTUMOCTBKO 1
Mo 1-a4eitkoBOi YNaKoBKe B WHAVBUAY@NbHYIO KAPTOHHYIO Mn u3 crekna 1 Tuna (®.
nadky ¢ WHCTpYKUWMe#R no NpYMEHEHUIO CLUA) ¢ nopwHeM xnopbyTu-

AOBbIM NV BpoMBYTUNOBEIM.
Mo 1 dpnakoHy v No 1 wnpuuy
B 3aKpbLITYI0 AYENKOBYIO yna-
koBky (MAT/MBX).
BropuuHasa ynakoBka
Mo 1 sA4YeiKoBOW ynakoeke B
VHAVBMAYanbHON KapTOHHOW
nauke C UHCTPYKUuewn no npu-
MEHEHUIO.
Ha aTUKeTKe WnpuLa ¢ cycnexsunedt yKa3blBaloT: I:ac":;::l:‘e:;e x::l;:::::‘a ¢
— oBLLENPUHATOE HauMeHOBaHVe KOMMOHEHTE, ._‘l-——--———y—-----—"‘06 p——— HaMI\:‘IeHO
_ «ana MEHTAKCUM®»; ; ' enp ,
— po3npoBky, o6vem KONWYECTBO [03 B OAHOM wnpuue BaVe KOMNOHEHTE,
: . i — «ans MEHTAKCUM®»;
(B peaakuvu: «1 wnpuy - 0,5 mMn - 1 posa»),
— cnoco® NpUMEHEeHUR, 8 ~ posvpoeka, oBweM, Kon
eagynpenuTenbH K; Haanuch «CM. MHCTPYKUMIO.», uecteo A3 B  OAHOM
— NpeAynpea Y A ' PRI, wnpuue (B PeAaKUAV: «1
— MoroTUN KomnaHwv NpOU3BOAUTENS roToBoi nekap- | | npuy — 0,5 Mn - 1 gosan);
cTBEHHOW opMbl «CaHodu MacTep» B BUAE HAANWCH ' o
) . —cnoco® npuMeHeH s,
naTUHCKUMM Byksamu (B pepakumn «Sanofi Pasteur»);  npefynpeauTenbHas
— paTy npov3soacTea (B pepaKunn «Tpoun3s..»); Wagnuce  <CM. HCTPYK-
MapkupoBka - Homep cepwu pacq:acoaaHHoﬁ cycneHaun (B PeAaK- | o »,

yum: «Cepuain);

— paTy OKoHYaHuA cpoka ropHocTh! (B peAakuun. «lo-
AEH AO:»).

[lonONHUTENbHO MOTYT GbiTb HAHECEHbl TEXHWYECKWe
np0M3BOACTBeHHble/TVanFpaCbCKIAe BHYTpEHHWE KOABL
rpadpuyeckue, yucneHHble, ByKBeHHbIS.

Ha aTukeTke (hriakoHa ¢ nuotunusaTomy Ka3blBaloT:
— obLienpuHAToe HauMeHoBaHWe KOMMOHEHTa,

- «anAa MEHTAKCUM®»;

— [O3VWPOBKY, KONWYECTBO A03 B OQHOM dnakoHe (8 pe-
pakuu: «1 pnakoH — 1 posar),

— NIOrOTHMM KOMNaruy Npous-
BoaMTENs TrOTOBOW nekap-
CTBEHHON POpMbI «CaHothw
MNactep» B BhAe HaANUCH
naTuHckumy Gyksamu (B pe-
DaKuuu: «Sanofi Pasteur»);
— AaTa npou3soAcTea (B pe-
Jakuuu: «Mpounas..»);
—Homep cepuu paccaco-
BaHHOM Cycnenauv (B peaak-
uuu: «Cepus»),
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— cnocob NpUMeHeHWs,

— npeaynpeavTENbHYIO HaAMUCh «CM. UHCTPYKLIKIO. »;

— NoroTMN KOMMaHWM NPOM3BOAUTENS rOTOBOW neKap-
cTBEHHOM opMbl «CaHodw MNacTep» B BUAE HaAMUCH
naTUHCKUMU BykBamu (B pefakumnn «Sanofi Pasteury);

— paTy npov3soacTsa (B peaakuuu: «Mpowuse.:»);

— HOMep cepuvyn pacgacosaHHoro nuocunuszara (B pe-
pakuuu: «Cepusi»);

— [aTy OKOHYaHWs CpokKa ropHocTu? (B peaakunn: «Foaex
[0:»).

[lononHutensHo MoryT GbiTb HaHeceHb TexHu4eckue
npdmseonteHHble/TmnOrpacpcme BHYTPEHHVE KOAbL:
rpaduyeckue, YucneHHble, GykBeHHbIE.

Ha nauke KapTOHHO YKa3blBAIOT: ‘

— TOProBOe HaumeHoBaHwe nexkapcTBeHHoro npenapara
(c npenynpeanTenbHOw mapkupoBkoi ®); *

— COKpalleHHOe TOproBoe HaumeHoBaHue (B peaakuum:
«MEHTAKCUM®»), '

— rpynNUPOBOYHOE HAUMEHOBAHNE,

— HauMeHoBaHWe nekapCTBEHHOM PopMbl, BKNIOHAIOLLEES
cnocof npUMEeHeHUs,

_ KOMUYECTBO A03 B NaUKe KAPTOHHOW;

— KONMYECTBO hNaKoHOB U LLNPULEB B NaYKe KapTOHHOM
(Ans nadek, coaepxaumx 1 cnakoH 1 1 Wwnpu ¢ 3akpen-
NEHHOM Urnoi, B peaakuun: «1 dnakox + 1 wnpuy c 3a-
KpenneHHoh urnon»; Ansa navex, copepxawux 1 dnakoH
1 1 wnpu 6e3 urnbl B KOMNMEKTe C ABYMA OTAENbHBIMU
urnamu, B peaakuuu: «1 donakoH + 1 Wwnpuy + 2 oTAENb-
Hble Urnbi»);

_ noroTun komnaxuu «CaHodu MNactep» B BUAC rpacdu-
YeCKOro anemMeHTa v Haanucu NaTuHCKUMA Bykeamu (B
pepakuun: «SANOFI PASTEURD);

— cocTae 1 po3bl CycneHsun v 1 po3bl nuodgunusara ¢
yKasaHuem HaUMEHOBaHMI W KONUYecTs AENCTBYHOLUX
BELLECTB W NEPeyHs BCNOMOraTeNbHbIX BELLECTS,

— YCNOBUA XPaHEHU; :

— NpepynpeanTenbHbie Haanuecw. «ns peteit», «Xpa-
HWTb B HEAOCTYNHOM ANA AETe MecTe.», «Mepea npw-
MEHEHUeM BHWMaTensHO 03HaKOMUTbCH C UHCTPYKUMen
N0 MEAULIMHCKOMY NPUMEHEHWIO.», «OcTaTtku Heucnonb-
30BAHHOM BaKUWHBI UMW MEANLMHCKUE OTXOAb! AOMKHbI
BbiTb YHUHTOXEHDI (yTUNM3npoBaHbl) B COOTBETCTBUM C
HauvoHanbHbIMIU TpeboBaHNAMNM. », «CTEpUnbHO.»;

— yCnoBwaA OTNYCKa,

— HAWMEHOBaHWE U CTpaHy NPOW3BOAUTENS, ABMRAIOWE-
rocs 1 IOPUANYECKUM NIULIOM, Ha UMS KOTOPOro BblAGHO
perucTpauMoHHoe  yAoCTOBEpeHue (8 penakuuu:
«Carodm Mactep C.A., dpaHumay);

— HOMEp PervcTpauuoHHOro ypocrosepeHus (B peAak-

uuu: «PerucrpayuoHHoe ypocToBepeHue:
NCP-005121/08»); ‘

~ WITPUX-KOA;

— faTy npou3BOACTBA xomnnekTa? (8 peaakuumu: «fpo-
n3B.:»);

—faTta OKOH4YaHua Cpoka
rOAHOCTUA KomnnekTta (B pe-
pakumm: «FoAeH Ao:»).
[lononHUTENbHO ~ HaHECEeHb
TexHuyeckue npoussoa-
cTBEHHbIe/Tunorpadckue
BHYTPEHHUE KoAbl: rpaguye-
ckue, uucneHwble, Oykeen-
Hble.

Ha aTukeTke hnakoHa C
nuocunu3aToMm ykasaHbl.
—ofLenpuHATOe HauMeHo-
BaHWe KOMMNOHEHT3;

—«ans MEHTAKCUM®»,
—[03UPOBKa,  KONUYECTBO
[03 B O[HOM ¢hnakoHe (B pe-
pakumn: «1 dnakod - 1
Jl03an);

—cnoco® NpUMeHeHUs,
—npegynpeauTenbHas
Hagnucs  «CM.  WHCTPYK-
LK. »;

—IOroTUN KOMMaHW Npous- | :
BOAMTENA rOTOBOW nekap-
CTBEHHOM opmbl «CaHodu
MacTep» B BUAE HaANUCH
naTuHckummn Byksamu (B pe-
pakuuv: «Sanofi Pasteur»);
- parta npoussoacTea (B pe-
pakuuu: «Mpownss..»);
—HoMep Ccepwn pacdaco-
gaHHOro nuodunusata (B
penakuuu: «Cepusiin);

— [jaTa OKOH4YaHWs Cpoka roa-
HOCTW KOMMNEeKTa

(8 peaakumnu: «FopeH 0o:»).
[ononHutensHO  HaHeceHb!
TeXHUYecKue npov3soa-
cTBEHHble/TUnorpadckue
BHYTPEHHWE KOAbL. rpacude-
ckue, uvcneHHbole, OykBeH-
Hble.

Ha nayke KapTOHHOW ykKa-
3aHbl:

—TOproBoe HavWmeHoBaHue
nekapcTBEHHOro npenapata
(c npeaynpeA1TEnbHOM Map-
kuposkoit ®);*

- coKpalleHHoe  Toprosoe
HauMeHoBaHwve (B peAakLuu
«MEHTAKCUM®»),

— FPYNAVMPOBOYHOE HAaUMEHO-

BaHue; J
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[ — HOMEp Cepvu ynakoBaHHOW CyCneH3uu (8 pefakuuu: | —HaumeHoBaH1e nexap-

«Cepus cycn..»),

- HOMep cepuu ynakoBaHHOro nuodunusarta (8 penak-
yuu: «Cepus nuod..»);

— HOMep cepuu Komnnekra (8 peaakuuu: «Cepusi
KOMMN.»); : :
— paTy OKOH4YaHWA Cpoka roAHOCTH komnnekTa* (B peaak-
umu: «FoaeH Ao:»).

Mpumedanue: :

1 [laTa OKOHYaHWA Cpoka rOAHOCTY KoMnnekTa uni Aata
OKOHY@HUSA CPOKa FOAHOCTU CyCMNeH3nu.

2 [1aTa OKOHYaHWs CPOKa rOAHOCTY KOMNNeKTa unu aara
OKOHUaHUs CpoKa roAHOCTW nuodunusara. .

3 [lata NpoOWsBOACTBa KoMmnnekra (nvodpunusata ANA
NPUroTOBNEHUA CYCMeH3un Ans BHYTPVMbILLIEYHOrO BBE-
[EeHWS B KOMMMEKTe C CycneHanei AnsA BHYTPUMBILLEH-
HOTO BBEAEHWUS) ONpEeAenseTcs no Aare NpoUBOACTEA
TOro KOMMOHEHTA, KOTOpbI Bbin NponseeaeH paHblie.

4 [laTa OKOHYaHWs Cpoka rOAHOCTYA KOMNNeKTa (nuodu-
nu3aTa ANs NPUrOTOBMEHNA CYCMEH3UN AN BHYTPUMDI-
LIEYHOTO BBEAEHWSA B KOMMNEKTe C CycneHanen Ana BHYT-
PUMbILIEYHOTO BBEAGHUS) OnpeaenseTcs no fare OKOH-
4aHWs cpoka FOAHOCTY TOrO KOMMNOHEHTA, Y KOTOPOro oHa
HacTynaeT paHblue U yka3biBaeTca Ha naqke KapTOHHOW
W Ha 3TUKETKE KaXA0ro U3 KOMMNOHEHTOB.

Ha nayky, copepxaluyio (pnakoH v wnpuy ¢ 3aKkpenneHx-
HOW Wrno#, AONONHWTENbHO HAHOCUTCH TemaTu4eckni
PUCYHOK (KOHTYpHO® u3oBpakeHue Wnpuua C 3akpennex-
HOW UrNoi W onakoHa). '
[JononHUTEeNbHO MOryT 6biTb HaAHECEHb] TEeXHUYEeCKue
npOMSBOACTBeHHble/TMHOI'paCbCKVIe BHYTPEHHUE KOAbl.
rpacuyeckue, YCneHHbIe, ByKkBeHHbIe. [JononHUTENneLHO
nayka KapTOHHas OCHaLleHa KOHTponem nepBoro BCKpbI-
™A, ‘
[ononHATENIbHO MOXET BbiTh HaHeceHa WHdopMauuns
AN MOHUTOPUHIa [BUMXEHUS neKapcTBeHHbIX npenapa-
TOB OT NPOM3BOANTENSA A0 KOHEWHOrO noTpebuTens.
[ononHATENbHO MOXET BbiTb NPEAYCMOTPEHa 3aluTHas
Haknelka Ha OQHON CTOPOHE naYku KapTOHHOM. .
Mpu_ynakoske (BTOPW4HON yrnakoske) W BbinyCKaroliem
KOHTpOne kadyectsa NpeanpuaTuem 000 «HaHonek»,
Poccusi, Ha Nadyke KapTOHHOW AONONHUTENbHO yKasbl-
BAKOT:

Homep cepus Komnnekra B peaakuun:  «Cepusiy,
«KOMM.;», HOMEp Cepuy cycneHsuu B pegakunu: «Ce-
pusii», «Cycn..», HOMep cepuu nuodunusaTa B peaakuuu
«Cepusi», «nuod.», «YnakoBLuK (BTOpM4YHaA yna-
KOBKA) 1 BbINYCKAKOLMIA KOHTPOMNb KayecTea.», HasBaHue
W aapec KOMNaHWK-BTOPUYHOTO ynakosLika, ero norotun
8 BUAe rpathuyeckoro nemeHTa U Haanucy «HAHO-
JIEK». '

* Toprosoe HaumeHosaHue neKapcTBEHHOrQ npenapata
COCTOUT W3 KpaTKOro 3aperncrpuposaHHoro TOProBoro

CTBEHHON hopMbl, BKMOYa-
oliee cnocod npuMeHeH!s,
—KONMUYEeCcTBO 403 B Nadke
KapTOHHOW,

—KONWM4ecTBO (rakoHOoB U
WNpWLes B Nayke KapTOHHOM
(B8 pegakumvu: «1 nakoH + 1
WNpUL C 3aKpenneHHown wur-
non»);

—noroTun KxomnaHuu
«CaHogpu NMactep» B BUAE
rpacvueckoro anemeHTa u
Hagnucy naTUHCKUMU Byk-
BaMu (B peaakuunu:
«SANOF| PASTEURY»);
—coctae 1 [03bl CyCrneH3nu
v 1 posbl nuocunusara ¢
ykasaHuem HauMeHOBaHUH U
Konu4ecTs AeicTBY WX
BELLEeCTB ¥ nepevHs BCNoMO-
raTenbKblX BELWECTB;

— YCNOBUA XpaHEHNs,

- npegynpeavTenHsie
Hagnucw:  «Ans peteiy,
«XpaHuTb B HEAOCTYNHOM
ons aeteit mecre.», «lepea
NpUMEHEeHWEM BHUMaTENbHO
O03HaKOMUTBCA C  WHCTPYK-
uven No MEAUUMHCKOMY Npu-
MeHeHu0.», «OcTaTkn Heuc-
NonNb30BaHHOW BaKUWHbI WIH
MeauLuHCKue OTX0Ab!
LOMKHbI BbiTb YHUYTOXEHBI
(yTMnM3vpoBaHbl) B COOTBET-
CTBUM C HauuoHanbHbIMU
TpeGoBaHUAMU. », «Cre-
pPUNBHO.»;

- yCnoBUsA OTNYCKa,
—HauMeHoBaHWe w cTpaHa
npoussoauTens, Asnalolle-
rocs ¥ 1opPUANYECKUM NULIOM,
Ha UMS KOTOPOro BblAaHO pe-
rMcTPaunoHHoe  yAOCTOBE-

peHue (B pepaxkunu:
«CaHopn Mactep CA,
dpaHuua»);
—HOMEp PEerucTpaumoHHoro
yaoctoBeperus (B peaak-
Luu: «PeructpaluoHHoe
yAOCTOBEPEHUE:! JICP-
005121/08»);
— LUTPUX-KOA;
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—para npow3soACTBa KOM-
nnekra (B pepakuuu: «[po-
U3B.»),

— Homep cepun ynaKoaaHHoM
cycneHsuu (B peAaKUnn. «Ce-
puaL» «cycn..»);

— HOMEp cepvn ynakoBaHHOMo
nuocunusata (B pepaKuvw.
«Cepus» «nuod.:»);

- HOMep cepun xomnnexTa (B
pepakumn «Cepusa»
«KOMMI.:»)

— pata OKOHYaHWA cpoka
roaHOCTH xomnnekta (B pe-
AaKUvn «TFoaeH Ro:»).

Ha nauky, CoAepxaLlyto ¢na-
KOH W Wwnpuu ¢ 3aKpenneHHon
WFTON, AOMOMHUTENBHO HaHe-
ceH TEeMaTAUECKHNiA PUCYHOK
(KOHTYpHOE uzobpaxerue
wnpvua ¢ 3aernneHHoV\ wr-
O ¥ ONaKoHa).
[lononH\TEnNbHO HaHeceHb!
TexHu4eckne NpPOV3BOA-
cTaeHHblelTvmorpacbcxme
BHyTpEHHUE KOAbl: rpaduye-
cKkve, uvcneHHble, ByKBeH-
Hble. JononHuTeneHo navka
A oOcCHalleHa KoH-

MeToAbl

UcnbITaHuA
HaumeHoBaHUA («HEHTAKCMM®»). NpUCBOEHHOro pas-
paboTHMKOM n obLienpuHATOro HauMeHoBaHWA, W3no-
JKEHHOTO B CroBKax nocne KpaTKoro TOprosoro HauMeHo-
gaHus («BaKuvHa Ans npodunaKTui pvdpTepuv U cTonb-
naka apcopbuposarHas, kokniowa auennionapHas, no-
nuomvenuTa yHaKTUBMpoBaHHaa v NHMEKLWHA, Bbi3bIBAG~
Mbix Haemophilus influenzae Tvn b, KOHBIOFMPOBAHHAAY).

HaumeHoBaHWe

nokasarens

Hopmbl

[lononHuTeneHo
wHcpopmaums  ANA MOHUTO-
pUHra ABWXKEHUA nekapcTeeH-
HbIX npenaparos o7 npou3Bo-
[UTENs AO KOHEUHOro notpe-
Gutens.

Ha nauxe kapToHHo# A0Nof-
HUTENbHO YKa3aHbl:
«YnaxoBWUK (TOPUYHAR
ynakoska) W BbiNyCcKaloWuit
KOHTpONb KauecTsa:», Hassa-
HWE W aapec KoMnaHwn-BTO-
PUYHOTO YNaKoBLUKKa, ero no-
roTVn B BMAE rpaduyeckoro
anemeHTa " Haanuew
«HAHONEK».

* ToproBoe HaumeroBaHue
nNeKapcTBEHHOTO npenapara
COCTOWT W3 KpaTKOro 3aperv-
CTpWpOBAHHOTO TOprosoro
HauMeHOBaHWA («NEHTAK-
CUM®»), NpUCBOEHHOrO pas-
paboTUMKOM, U obLenpuHs-
TOro HauMEeHOBaHUA, uano-
weHHoro B ckofkax nocne




{ 3anuchb

9us9

HAHOAEK MACMOPT KAYECTBA

Ne 40000032505

Koa: 3r1-n03-03-001

Bepcus: 8
BnaHk 2

HaumeHoBaHue
nokasarensi

MeToAab!

UcnNbITAaHUs Hopmb!

PesynbTatbl
WUCNbITAHWUA

KpaTKOro TOProBOro Haume-
HoBaHust («BakuuHa AnA
npodpunakTuku avdTepun v
cTonBHska apcopbviposaH-
Has, Kokowa auennonsap-
Has, NONMOMUenuTa nHakTu-
BUpOBaHHas W« UHEKUMHA,
BblablBaeMblx  Haemophilus
influenzae TAN b, KOHbIOTU-
poBaHHan»).

IEZHCHOPTMPOB& \ Mpu Temnepatype OT 2 no 8° C. He samopaxusatb

- _ .
‘;par-l — \ XpaHuTb Npu Temnepatype oT 2 A0 8 °C B 3alMLLEHHOM OT cBeTa MecTe.

He 3amopaxuBarb

Nuodunusata - 3 roAa,
CycneHaun — 3 roaa.

[laTa OKOHYaH!A CPOKa rOAHOCT koMnnekTa (M1othunusaTa Ans NpuroToBNneHns cycneH-
3MM ANS BHYTPUMBILUEYHOTO BBEASHNUA B KOMMNeKTe C CyCneHauel Ans BHYTPUMBILLIEH:

CpoK rogHocT!
P A KOTOpOro OHa HacTynaet paHblLue.

HOro BBeL\eHMH) onpeaenseTca no AaTe OKOHYaHWUA CpoOKa roaHocT! TOro KOMMOHEHTa, Y

[ata OKOH4YaHus cpoka rOAHOCTU KOMMNeKTa ykasblBaeTca Ha nadke KapTOHHOﬁ W Ha 3T~

KETKe KaKA0ro U3 KOMMNOHEHTOB, nuB0 TONbKO Ha nadke K
[laTolt OKOHYaHUA Cpoka roAHOCTH ABNASTCA MocneaHu

ynakoBKe.

apTOHHOW.
i AeHb Mecsla, yKasaHHOro Ha

NpumeyaHus: Z

3AKINIOYEHUE:
Mpenapat

MexTakcum® (BakuuHa Ans NPogIUNaKkTUKN audrepun m cTon6HsKa agcopoupo-

BaHHas, KOKMowWwa auenntonapHas, MONUOMUENUTa MHAKTUBUPOBaHHAA WU UH-
chekumit, BbI3bIBaeMbIX Haemophilus influenzae Tun b, KOHBbIOTMpPOBaHHas), N1o-
cdunusat Ans NPUroTOBNEHUA CYCTeH3NU AN BHYTPUMbIWEYHOTO gBeaeHuna 1
[03a, B KOMNIeKTe ¢ cycneH3uen ans BHYTPUMbILIEYHOTO BBEACHWA 0,5 mn

AR APRFRATRVET HaumeHoBanue npenapara
YOA791M &@@Tg? émﬁﬁh NCP-005121/08-241121
(X3D73/X3D79) - *1 rpefoBaHNAM (Uam. Ne 1, 2, 3)
cepus CooteetcrayeT / He cooTeeTCTByeT Homep HOPMaTUBHOTO AOKYMEHTA
HauanbHUK OKK KopsikoBLy OA. 70 Lals
[lomkHOCTE o) [ata







