PASPEIIEHHUE

Ha BBOJL B 'paX/IaHCcKuii 000poT B Poccuiickoii Menepaunu cepun wim IapTUU
npousseaeHHOr0 B Poccuiickoit deepanuy wiiy BBO3UMOIO B Poccuiickyro ®@enepanio
MMMYHOOHOJIOTHYECKOTO JIEKapPCTBEHHOTO TIpenapara
Ne P006-00110-77/02094075 ot 08.04.2025

Boigano O61iecTBy ¢ orpaHHueHHOI OTBETCTBEHHOCTIO "Hanonex", Poccust, 127055, r. Mockea,
yiL. Byreipckuit Ban, 1. 68/70, crp. 1, aTax 2, mom. I, xomH. 23-37, UHH: 7701917006.
(HanMeHOBaHue fopuaxiecKoro nuua, ropuaudecknii agpec, MHH)
DenepanbHas cuyxba o Hagzopy B cdepe 3ApABOOXPAHEHUsS] HA OCHOBAHHM 3aKJII0YEHHS
Hcnprrarensnoit naboparopun MockoBckoit naboparopuu KOHTPOJIA KauyecTBa JIEKapCTBEHHBIX
cpeacts PI'BY "MMIIDYAOCMIT" PocsapaBuanzopa
(HauMeHOBaHHe (eaiepallbHOro rocy JapCTBEHHOTO OIOKETHOIO YUPEKIEHU)
or 10.01.2025 Ne 1810/JK-11/24 pa3spemaer BBoj B rpaxaaHcKui o6opoT
(nara) (HOMED)

B Poccuiickoii Meepauun uMMyHOGHOIOIHYECKOT0 JIEKAaPCTBEHHOI'0 Npenapara
Henraxcum® (Bakuuna 11st npouiiakTuky AU TEpUn U CTONOHSKA ajcopOupoBaHHasl,
KOKJIIOMIA alleJITIoJIsIpHAs, TI0JMOMHEIINTa MHAKTUBUPOBAHHAS ¥ MH(EKIHIA, BBI3HIBAEMBIX
Haemophilus influenzae tum b, KOHBIOI'MPOBaHHAS)

(ToproBoe HauMeHOBaHuE)
Bakuuna mis npodunaktuku mudrepun, cronoHska, KOKJIIOIIA, TIOJIMOMUEIINTA U
uH(peknui, BesbiBacMbix Haemophilus influenzae Tum b
(MexmyHapoaHOE HeMaTeHTOBAHHOE HAUMEHOBAHNE (TpYNnupoBOYHOE MM XMMUYECKOe)
TIHO(HIN3AT ISl IPUTOTOBICHHS CYCTIEH3HH ISl BHYTPUMBIIIEUHOrO BBeaeHus (1 103a) -

(pnaxoner (1 mr.) - naukKM KAPTOHHBIE /B KOMITIEKTE C CycHensneit Eﬁw IIEYHOTO
\{\\\‘v\ UYBC A 80,
BBe/ieHus (mpun) 0.5 mi-1 1mur., urna- 1y e N
(dpopma Bbinycka (¢ ykasannem nekapcTBEHHOMN (opMbl, 03MPOBKH, HacoBKI) W/KkonuuecTBO B YATdKOBKe)
o6beM cepyun/uatiy ;. .
cepuu YOAG81M (cycr.:X3C97/ miod.:X1B60) | 2y 'ﬁ%ﬁg);gm 84
napruu || < WIS
5 \%, ) (XOfuuecTBO
HOMED Cepun ;(\
(Homep cepun) ; \M;;.L;,‘#‘%Qg%msox)
rogen g0 31.03.2026 , N 78‘“, >~

(cpok rogHoCTH)
npoussoacTea Canodu Ilacrep C.A., ®pannms, 1541, avenue Marcel Merieux, 69280, Marcy
I'Etoile, France (mpomssoputens rotooi JId (cycnensus, nuoduinsar), nepBuIHas YIIaKOBKa
(muodunmsar)); Parc Industriel d'Incarville, 27100 Val de Reuil, France (nepsuunas ymnaxoska
(cycnensus)); ObIuecTBa ¢ OrpaHMYEHHON OTBETCTBEHHOCTHIO "Hamonek" (OO0 "Hanosex"),
Poceus, Kuposckas o6nacts, OpudeBckuii MYHUIIMIIANBHEIR  paiion, JIEBuHCKOE ropojckoe
nocenenue, buomenunuuckuii  komrieke HAHOJIEK TCPPUTOPHUS (BTOPHYHAS YIIAKOBKA,
BLIIYCKAIOIIMK KOHTPOJIb KAYeCTBA).

(HaMMeHOBaHUE U a[PeC NPON3BOAUTENS (€ ykasanuem crajinii Npou3BoCTBA)

Perncrpannonnoe ynocrosepenne Ne JICP-005121/08 ot 01.07.2008.
JlepxaTesib perucTpanMoHHOI0 ynoctrosepenusi Canodu Ilacrep C.A., ®pannus, 14 Espace
Henry Vallee, 69007 Lyon, France.

(HauMeHOBaHue, ajpec)

JOKYMEHT [TO/IINCAH
QJIEKTPOHHOMU T1OJ{ITMCHIO

3aM eCTUTEDL pyKOBOLLHTeHH Ceprudurar 42D1B24AD82BBDI113BD1263FE2CCBCS9
Buasiesient Iapxomenxo JImirrpuii Beenosonosnu lIB 5 HapXOMeHKO
POC3ﬂpaBHaﬂ30pa Jeticrutenen ¢ 07.04.2025 no 01.07.2026

- )
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o Koa: 3M1-103-03-001
HAHDAEK MACIMOPT KAYECTBA
Ne 40000032625 Bepcus: 8
Brnauk 2 |

lMenmakcum® (sakyurna ons npogunakmuku dugpmepuu u cmonbhska adcopbupoeanHas,
Koknowa ayenmonspHas, nonuomuenuma UHaKmueupoeaHHas u uH(heKyull, ebI3bIeaeMbix
Haemophilus influenzae mun b, KOHBio2UpoeaHHas), nuodhunuzam dns npuzomoenerus cyc-
MeH3UU Ons eHympuMbILeYHO20 eeedenys 1 8o3a, e komnnexkme ¢ cycnensuel ons eHympu-
Mblwe4Hozo eeedenusn 0,5 mn

MexzayHapogHoe
HenaTteHToBaHHoe BakuuHa ans npocpun M TEPUN, CTONBHSIKA, KOKrowa,
HanMeHoBaHne NekapcTBeHHOro nonuoMuenurTa u Wi BbI3bIBAaEMbIX Haemophilus influ-
npenaparta enzae tun b TN

Homep cepun (o6umir) YOA681M

ax W-“Baxuudé onst npochunakmuxy uHebekyu,
Ve,

-8bl3bisaemblx  Haemophilus  influenzae
ISP tuma /

omep cepun ittt

H P P UHaKmuatposaHHas < ?;qwn b, korviozuposarinas

X3CIR G\ sy o} X1B60

Bakuyuna ons npoghu.
U cmonbhska adc

KonuyecTso ynakosok s cepum 790 #8033

fata npoussoacrea 19.04.2023 —— ] 05.07.2023

loneH no 31.03.2026

PerucTpauuonHoe yAocTOBEpeHue JICP-005121/08

HaumeHosaHue cybeTaHumm 4

Cepus cyberaHymu Z

MNpousBoguTens cyberaHuyum Z

Nenbitanus BeinonHeHs! no JICP-005121/08-241121 (Wiam.Ne 1, 2, 3)

HaumeHosaHue MeTogbi HopMb! PesynbraTthl
nokasarens MCNbLITaHusA UcnbITaHUs

Benosatoro useta MyTHas | Benosatoro useTta MyTHas

Onucaxue BusyantHeiit
i y cycneHsus CyCneHs3us

MoanuxHocTs

- AMcTepUIHBI B BakuuHe nonxeH oBHapyxu-

BHETOKCHH MeTtoa JliomMuHeke BaTeCA OQUMDTEPUAHLIN aHa- MNoaTsepxaeHa
TOKCUH
. B Bakuure gomxen o6Hapyxu-
;H:Iggf:: HHbIA MeTog Momunekc BaTbCA CTONGHAYHLIA aHaTOK- MNopTeEpXaeHa
CUH
- (bUNameHTosHbIN B BakuuHe [onHbI obHapy-

TEMArrMIOTUHUH U Xupartbcs (PUNamMeHTO3HbIN

KOKTIOWHBIA  aHa- | METOA Mliomurexc FEMarTIIOTUHUH W KOKITIOLLHbITA Moatsepxaena
TOKCUH aHaToKCUH

B BakumHe nonxen 0BHapyxu-
» PREYEH, RORUORE Metopn MiomuHeke BatbCsl  UHaKTUBUPOBAHHLIN MoaTeepxaeHa

SIiTa THna 1, 2 u 3 BUPYC nonnomuennta tuna 3

BakuuHa pomkHa cBoBogHo | BakuuHa ¢BoBOAHO npoxo-

MNpoxoaumocTb ré P MPOXOAUTL Yepes wurny Ne | gur vepes urny Ne 0840 (qua-

vepes urny 0840 (anameTp yactuy He 6o- MeTp YacTuy He 6Gonee
nee 0,8 mm) 0,8 Mmm)

CeAMMGHVTauMOH'* BusyanbHeiit He MeHee 3 MuH Bonee 3 muH

Has ycTonumMBocTb | (F'd P)

pH MoTeHuMoMeTpuyeckuii 07681078 73

(E® nnu e Po)
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Koa: 3M-1103-03-001

NMACIOPT KAYECTBA
Ne 40000032625 Bepceus: 8
BnaHk 2
HaumeHorpaHue MeTonmi HopMbl Pesynbrathbl
rnokaszarens . UenbiTauns UenblTaHuA
WN3Bnekaemblii MpaBUMeTPUYECKU
"y (E® wnn I'd P) He meHee 0,5 mn Coorsetcrayer
KX Or 20 wmkn/goza pgo
2-(heHOKCUITaHON (Ed nan I'd Pob) 3.0 MKn/nosa 2,4 Mkn/nosa
KomnnekcoHomeTpuye-
AntomMuHmiA CKOe TUTpOBaHue (?;5 Mrcl)ﬁ%(;a Mriaosa Ao 0,30 mr/nosa
(E® nnmn IO Pd) '
C®d B coveTaHnm ¢ KONMO-
pUMeTpUYEeCKOl  peak-
dopMmanbaerua UMell, OCHOBAHHBIA Ha Ot 4 Mkr/posa fo 15 mkr/gosa 14 mkr/posa
E® unu ' PO -
XPOMOreHHbIR  KUHeTU-
BakrephansHsie veckun metod (E® wnm MeHee 100 EQ/nosa Menee 100 EQ/go3a
3HAOTOKCHHBI [ Po) : \
Meton mMeMmBpaHHO
CrepunbHoOCTb unsTRALMY E:‘em:::‘; - FOMKHEL  ObITh CrepunbHa
(E® unu ' Pd) P
Cneuunduyeckasn i Bakyuna [orKHa OblTb
s ey Bwonormqecmn METOA | GeaonacHoii BesonacHa
Tutp aHTuUTen K audTepuii-
HOMY TOKCUHY:
Ans 1 MMMyHUSaUMK He me-
ZIMCAgy%%re::::;gro Mertog ofHoBpeMeHHoM | Hee 150 OF/mn 181 OE/mn
ﬁcprpe npﬁHoro OLieHKN  UMMYHOreHHO- | Ansl 2 UMMYHW3auuid He me- (ans 1 uMMyHU3aLUM)
gH aTOK‘éMH 5 CTH (Ha ocHoBaHun E®) | Hee 174 OE/mn A y
Ans 3 uMMyHU3aUMil He me-
Hee 186 OE/Mn
CTONGHAYHOMY TOKCUHY:
ang 1 MMMyHMsaumn He me-
MMyHOreHHoCTb . | Hee 81 OE/mn
apcopbupoBaHHoro gﬂe;:ﬁd o.n:ssp:gg:&%n? Anst 2 UMMYHU3aUuin He Me- 388 OE/Mn
CTONBHAYHOro aHa- C;‘M (Ha OCHOB;,HWM Ed) Hee 119 OE/mn (ans 1 UMMYyHU3aLUNK)
TOKCHHA : 418 3 UMMYyHMSaUuit He Me-
Hee 134 OE/Mn
Tutp aHTuTen K KT:
Ana 1 uMMyHU3auuu He me-
, Hee 84 OE/Mn
?ow}%ﬁ;g?SOCLZM- MeToa ofHOBpeMeHHOW | ANnA 2 UMMYHU3aUWi He Me- 290 OE/Mn
NoHeHTa:  Kokmiow- | OHEHKM  UMMyHoreHHo- | Hee 106 OE/mn

HbIW aHAaTOKCHH

cT” (Ha ocHosaHun Ed)

Ana 3 UMMYHW3auuin He
Hee 117 OE/mn

Me-

(ana 1 MMMyHU3aLmm)

NMMYHOreHHOCTb

KOKIKOLIHOMO
foHeHTa:
MEHTO3HbI
MarTIoTUHUH

KOM-
una-

re-

MeTroa ofHoBpeMeHHOI
OLUEHKN  UMMYHOreHHO-
CTW (Ha ocHoBaHuu Ed)

TuTp aHTUTen K Gra:
ans 1 uMMyHusauum He
Hee 136 OE/Mn

ANnA 2 UMMYyHU3aUWi He
Hee 157 OE/mn

ans 3 uMmyHusauuii He
Hee 168 OE/mn

Me-

Me-

Me-

208 OE/Mn
(AN8 1 UMMYHU3aLUMK)
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HAHOAEK NACMOPT KAYECTBA
Ne 40000032625 Bepcusa: 8
Bnauk 2
HaumMeHoBaHue Meropb! Hopumil Peaynerarbl
nokasarens MCINbITAHUS P UenbITaHus
Tun 1 - or 20 El/po3a no
| 43 E[}/gosa 26 Eliposa
D-aHTureH Bupyca | Merog MDA Tun 2 - ot § E[i/posa po 6 Efl/nosa
nonvoMuenuTa (E® unu e PO) 9 E[l/posa A
Tun 3 - ot 17 E[/noza po 22 Eflnosa

36 E[l/nosza

Il. Bakyuna Ons npogpunakmuku uHgbexyud, e
(nuocbunusam ons npPU0MOENEHUA CycreHauU

3bI8aeMbIX /-Iaemdphi/us influenzae mun b, koHblO2UPOBaHHaS
0na 8HympuMbIleYHoeo es8deHus, 1 do3a, ¢hnakoHsl)

Onucanue BuayanbHblit Benbiii roMoreHHbIW | Benbii rOMOreHHbIN
nothunusara (Ed) nvocpunusar nvwodunusar
S:;::::gr 0300;2: BusyanbHblit BecupeTHas, npospavHas | becliseTHas, npospayHas
TROpa (EP) KUAKOCTD XUAKOCTh
Bpems "
DACTBOpEHYS XpoHOMeTpUUecKui He Bonge 20 ¢ Metee 20 ¢
MoanuHHOCTL:
BakuuHa npu  B3aumonew-
CTBUM ¢ MOHOCNELUUIECKOM
aHTUCLIBOPOTKOX B rerne
- ronucaxapug _ | BomxHa pasate nuHMIO npe-
Haemophilus miT?E'qq)"?:xx*%l‘;g?)y UMUTALNY, CAUBAIOLLYION C MoaTsepxaeHa
influenzae Tun b nuHKWen npeunnUTaumum cTaH-
naptHore oBpasija KOHbHM-
poBaHHON  BakuuHbl Hae-
mophilus influenzae Tvn b
BakuvuHa npn  Bsaumopeit-
CTBUMN C MOHOCTELMDUYECKON
aHTUCLIBOPOTKOW B  rene
. AoMmKHA faBaTbh NUHUK npe-
- CTOMGHSYHbIA Meto mmMyHoandichy- | SATMTEUMW, ClinBatoLLyioca ¢
SHaTOKCHH anm (E® unu o Po) NUHWENR NpeuMNUTaLUN cTaH- MopTBepxaeHa
_ AapTHoro obpasua KOHBLIOMU-
poBaHHO!  BakUuHbl Hae-
mophilus influenzae Tvn b, co-
Aepxallen CTONBHAYHbIN
aHaToKCUH
MPospaUHOCTH BuayanbHbii BoccraHoBneHHast  BakuuHa | BoccraHoBneHHast BakuuHa
P ) ROMKHA BbITb MPO3PAYHON npospavHas
LiseTHOCTH BuayanbHbIi BocctaHoBneHHas  BakywHa | BoccTaHoBneHHas BaKuuHa
; ' (F'd Po) AomkHa BbiTb BeclyBETHON BeclpeTHasn
Buanmble Mmexauu- | BusyanbHbii S}?ﬂﬁg:f:&i A 4 O“J"];:a;“q::éyﬁ Buaumble MexaHuyeckue
Jeckne Brroyerns | (Mo Po) iy BKIIOY@HUA OTCYTCTBYIOT
MoTeHUMoOMETpPUYECKUiA
pH (EP unn ['d Pob) Or6,5007,5 7.1
OCMONANLHOCTb Fégoﬁganﬁgifg;m He meHee 200 MOcMOnb/Kr 407 mOcmonb/kr
KynoHomeTpuieckoe
Bopa TATPOESHAS 1O MaTRAY He Goree 3,0 % 0,9 %

K. ®uwepa (E$ wnu e

P®)
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~4 Kog: 3M-1103-03-001
HAHOAEK NACIMOPT KAYECTBA
Ne 40000032625 Bepcus: 8
Brnask 2
HanmeHoBaHue MeTonbl T T Peaynbrartbl
riokasarensi uUcNbITaHUA P UCTNbITaHUA
C®, wmoanduumposaH-
Hbllt meTon YeHa, ocHo- | Or 0,67 mkr/posa  po
tochop BaHHbI Ha ED®, unn M | 1,01 mkr/poza 0,81 mkr/gosa
Po®
MonspuMmeTpuyeckui Or 319 wmr/fgosa fo
CrKapRsg (E®P vnu e Po) 53,1 mr/gosa 42,0 mrinoea
Monucaxapua
Haemophilus PacueTHbl? MeTof Ot 8 mkr/gosa no 12 mkr/gosa 10 mkr/po3za

influenzae Tun b

CBobB0oaHbIA

BOXX B couertaHuu ¢

ynbeTpaueHTpudyrupo- Menee 13,5 % 8,8 %
MBRUCEREIE BaHuem (E® unu r'd Pd)

XpOMOreHHbIA  -KUHETH-
BEKTEpUANLHLLE yeckuit Tect (metog D), He Bonee 50 E3/poaa Menee 50 EB/po3a
3HAOTOKCUHBI (E® nm [d Pd)

MeTon MeMmGpaHHOoM!
CTepunbHOCTb hunbtpauuu (ED  unu STa 2&: I?SH oi Romiie Gy CrepunbHa

e Pd)

Ill. BoccmaHosneHHas sakuuHa 0na npochunakmuku ducpmepuu u cmonbHska adcopbuposaHHas, Kokmowa
auennonapHas, nonuoMuenuma uHakmueupoeaHHas u UHgex i, abiabisaemelx Haemophilus influenzae mun
b, KoHbrO2UpOBaHHaA (cycneH3usa Os eHympumblweyHoeo esedeHus, 0,5 mn, 1 dosa)

OnucaHue

BusyanbHbli

CycneHaus BenosaTtoro
UseTa, Npu OTCTavBaHUK pag-
pensiolasca Ha 6ecUBeTHy
MUAKOCTE € obpasosaHuem
Benoro  ocapka,  KOTOpbI#
nerko pecycreHanpyeTcs
BCTpAXuUBaHNEM

CycneHauns Benoraroro
ugeTa, Npu oTCTamBaHuu pas-
Aenslanca Ha BecuBeTHY
Xuakocte ¢ obpasoBaHuem
Genoro ocapka, KOTOpbIi
nerko pecycreHaupyeTcs
BCTPAXUBAHUEM

MNpospayHocTb

BuayanbHbin
(F'e Po)

HapnocapoyHas MUOKOCTb
[OMMKHA BbIAEpXMBATL Cpae-
HeHune c aTanoHom |

HapocagouHas XMUAKOCTL Bbl-
AepXxuBaeT cpaBHeHue C aTa-
NOHOM |

LiBeTHOCTb

BusyanbHblii
(Fe Po)

HapnocapouHas WUAKOCTb
OOMXKHa BblAepKUBaTh Cpas-
HeHWe ¢ 3TanoHoM Bo

HapocanodHas XUAKOCTL Bbl-
[epXuBaeT cpaBHeHue ¢ aTa-
noHom Be
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HA!—;;;; AEK MACHOPT KAYECTBA |
Ne 40000032625 Bepcus: 8
Brauk 2
HaumeHoBaHue MeTtonit R P ' Pesynerartbi
rnokKasarensi UCNbITaHUA P MCNbITaHUA
MNepBuUuHag ynakoBka [epsuyHas ynakoska
Mo oaHoit pose nuodunusata Bo donakoHe u3 crekna | Mo ofgHON [o3e nuoUIN-
1 Tuna (.CLLA) BMECTMMOCTbIO 3 MIT, KOTOPBII YKyNopu- | 3aTa BO (hriakoHe U3 crekna 1
BaloT pe3uHoBO NpoBKON, U3roTOBNEHHON 13 XnopByTu- [Tuna (®.CLUA) BMecTumo-
JIOBOTO 8nacToMepa WU 3aKaTtblBaKT afloMUHUEBbIM KOM- | CTbO 3 MS1, KOTOpbIF YKyno-
NaykoM, MOKPbITEIM CHAPYXKU NaKoM M CHaBXeHHbIM OT- | peH pPesuHOBON NpPoGKoi, wa-
PLIBHOM NONUNPONUMEHOBO Kpbilweykoi Tuna «flip-offs, | rotoBnexHol s xnopGyTuno-
Mo 0,5 mn (1 no3a) cycneHann B LWNpuLe (¢ 3akpenneHHol | Boro snactomepa W 3akartad
urnoit unu 6es) (EP) BmecTUMOCTbIO 1 MI M3 CTEKNA | antOMUHUEBbLIM  KONNa4KoM,
1 Tuna (d. CLUA) ¢ nopLuHem XnopByTUnoBbIM, Ui GpOM- | NOKPLITEIM CHaPYXU NakoM u
GyTUNOBLIM. CHabeHHbIM OTPLIBHOW no-
Mo 1 conakoHy 1 No 1 WNpUUY B 3aKpbITYIO AYEAKOBYIO | NMUNPONUNEHOBOR  Kpbllliey-
ynakoBky (MOT/MBX). Ecnv wnpuy He umeeT sakpenneH- | kon Tuna «flip-off»,
HOWM Urnbl, TO B YNakoBKy BKNagbiBaloT 2 oTAensbHule cre- | Mo 0,5 mn (1 Aosa) cycneHsuu
: punbHbIe urabl, B LWnpuue (¢ 3akpenneHHon
Ynakoeka BropuuHas ynakoBka , nrnoi) (E®) BMmecTumocTbio 1
Mo 1 Aveiikosol ynakoske B MHAUBUAYANLHYIO KAPTOHHYIO | Mn M3 ctekna 1 Tuna- (P.
.| navky ¢ MHCTpYyKUMell no npumeHeRuIo CLUA) ¢ noptuHem xnopByTw-
noesIM Unu GpomByTUNOBBLIM.
Mo 1 cbnakoHy 1 no 1 wnpuuy
| B 3aKpLITYIO SHENKoBYIO yna-
koBky (N3T/NBX).
BropuyHas ynakoBka
Mo 1 sa4elikoBoi ynakoske B
vHANBNAYaNbHON KapTOHHOM
Naqke ¢ NHCTPYKLUMen no npu-
MEHEHUIO,
Ha 3TMKeTKe WNpHUUA C CYCneH3ned YKasbiBaloT: Ha_oavukerke unpung. o
— 06LWenpuHATOe HauMeHOBaHME KOMMOHEHTa, CYCNEHINEN VKa3aHbL
— «ansi IEHTAKCHM®»: ~ ofLwenpuHaToe HauMeHo-
~ [J03UPOBKY, 00bEM, KONUMECTBO 03 B OAHOM WNpulie BAHE KOMHOHeHTZ’M@ .
(B penakumn: «1 WnpuL — 0,5 mn — 1 nosay); = «ana NEHTAKCUM®»;
~ CHOGOB NPUMEHEHUS, —A031poBKa, 0ObEM, Konu-
- NPOAYNPEATENbHYIO HAATUCE «CM. UHCTPYKUMI0.Y; | | Se730 (‘;‘33 s
~ JIOroTUn KOMNaHUW NPOUSBOAUTENS roToBo nekap- Lungmtt —05 Sn'ci 1u,qo:;a»);
cTBeHHOW dopMmbl «CaHou MacTep» B BUAS HAANWCK e CFEEE n’ BFGHEMHISE
natuHckumu Byksamu (B pepakuuun: «Sanofi Pasteury); P !
— pary npounssoacTea (B pegakuumn: «lpouss.:»); mnpe,qynpe,queanaﬂ ‘
MapkupoBka ~ HOMep cepun pacdacosaHHOW cycneHsun (B pepak- Ha‘qnw-c b «LM. WHCTPYK-
L. »;

uuu: «Cepustin),

— AaTy OKOHUYaHWs! cpoka rogHocTu! (B pegakuvn: «lo-
AEH [0:»).

HononHuTtensHo moryT ObiTh HaWeceHbl TeXHWYeckue
Npou3BOACTBEHHbI/TUNOrpad)ckue BHYTPEHHUE KoAbl:
rpacudeckue, YacneHHole, GykseHHble,

Ha sTUKeTKe chriakoHa ¢ NMOhKUIN3ATOM YKa3bIBaIOT:
— 06LLenpUHATOE HaMEeHOBaHWE KOMNOHEHTA;

— «ansi IEHTAKCUM®y;

— BO3UPOBKY, KOMMYECTBO [03 B OAHOM CbﬂaKOHe (8 pe-
Aakuuu: «1 chnakoH — 1 pnoaax);

~fI0rOTMN KOMMAHUW Npous-
BOAUTENSA roTOBOW nexap-
crBeHHoOW thopmbl «CaHodu
Mactep» B BUAE HAANUCK
naTuHckumu Bykeamu (s pe-
pakuuu: «Sanofi Pasteurs);
- fara npoussogctea (B pe-
pakuuun: «Mpouss.:»);
—Homep cepun pacdaco-
BaHHON cycnexauu (B penak-
uuu: «Cepusi:»);
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HAHOAEK NACMNOPT KAYECTBA
Ne 40000032625 Bepcus: 8
BnaHk 2
HaumeHoBaHue MeToabl To— PesynbTarsl
nokasarensi McnbITaHus P MCNbITAHUA

~ Cnocob npuMeHeHus;

— NPEAYNPeAnTenbHyo Haanuch «CM. UHCTPYKLMIO, »;

~ JIOTOTMN KOMNaHum npousBo[uTENs roToBOI nekap-
CTBEHHOW thopmbl «CaHodm [Mactep» B Buge Hagnuen
nartuHckumu Gykeamu (8 peaakuumn; «Sanofi Pasteur»);

— Aary npoussoacTea (B pegakumu: «Mpouss.:»);

— HOMep cepumn pacdacosaHHOro nuocunusata (B pe-
Aakuun: «Cepus:»);

= Aary OKOH4aHWA cpoka rofiHocTi? (B pegakumn: «MogeH
00:»).

HononHutenbHo MOryT GbiTh HaHECEHbI TexHWYecKue
NPOU3BOACTBEHHBIE/TUNOrPaCKNe BHYTPEHHUE KOLbI:
rpauyeckie, YNCNeHHble, ByKseHHbIe.

Ha navke KapTOHHOM YKa3bIBaOT!

— TOProBOe HauMeHOBaHWe JIeKapCTBEHHOrO npenapara
(¢ npeaynpeanTensHoi Mapknposkoi ®); *

— COKpallleHHOe TOproBoe HaumeHosaHnue (B pefakunu:
«MEHTAKCUM®»);

— TPYyNNUMpoBOYHOE HaUMEHOBaHWE,

— HauMeHoBaHue NekapCcTBeHHOW hopMbl, BKNoYaloLLee
cnoco® NnpuMeHeHus:;

~ KONU4ECTBO [103 B NAYKe KAPTOHHOM;

— KONU4ECTBO (hNakoHOB U LLNPULIEB B Naqke KapTOHHOM
(ans navek, copepxalyux 1 hnaxoH v 1 wnpuuy ¢ 3akpen-
NeHHoOW urnow, B pegakuuu: «1 donakoH + 1 wripuy ¢ 3a-
KPenneHHoW Urnoiy»; Ans nayek, cogepxatymx 1 thnakoH
W1 Wwnpuy 6es urnbl B KOMNNEKTE ¢ ABYMA OTAENbHLIMU
urnamu, B peaakuum: «1 cornakod + 1 wnpuy + 2 otaens-
Hbl€ Urbl»);

- orotun komnaxuu «Caxocbu MNactep» B BUge rpacm-
HECKOro snemeHTa u Haanucu natuHckumu Byksamn (B
pedakumnn: «SANOF| PASTEUR»);

~ coctaB 1 f03bl cycneHsnn v 1 [o3b nuotpunusarta ¢
yKkasaHuem HauMmMeHOBaHW 1 KONUYEeCTB AeicTBYoLMX
BELLECTB W NepeyHs BCNoOMOraTenbHbIX BELECTB;

~ YCNOBUA XpaHeHus;

— NpeaynpeputensHele Hagnucu: «[Ana petei», «Xpa-
HUTb B HEAOCTYNHOM ANS AeTel mecTe.y, «[epep npu-
MEHEHNEeM BHUMAaTENbHO O3HaKOMUTBCS C UHCTPYKLMe
MO MeQULMHCKOMY MPUMEHEHNKID.», «OCTaTKN HEWUCTONb-
30BaHHOW BaKUMHBI UMM MEANLIMHCKNE OTXOAbI AOMKHbI
BbITb YHUITOXEHbI (YTUNM3NPOBaHBI) B COOTBETCTBUM C
HaunoHanbHeIMu TpeGoBanusimn.», «CTEPUNBHO. »:

— YCNOBUA OTNYyCKa;

— HauMeHoBaHue v CTpaHy npous3BoauUTENs, ABNSIOLLE-
rocg v PUANYECKM NULIOM, Ha UMS KOTOPOro BbiAaHO
perucTpaunoHHoe  yaocTtosepeHue (B peaakumu
«CaHodwm Nactep C.A., GpaHums»);

— HOMEp pEerncTpaLMoHHOro yaocToBepeHus (B peaak-
U «PeructpaunoHHoe yaocrosepenue;
NICP-005121/08»);

~ WTPUX-KoA;

= A&Ty NpousBOACTBa komnnekta® (8 pegakumm: «po-
U3B.:»)

]

—fara OKOHYaHua cpoka
rOAHOCTU KOMMfekra (B pe-
Aakunu: «FoaeH fo:»).
JononuurensHo  HaHeceHb
TexHu4yeckue npoussoa-
CTBEHHble/TUNorpadckue
BHYTPEHHWE KOAb!: rpaduie-
CKue, uJucneHHble, OykseH-
Hble,

Ha ostuketke chnakowa c
nModunK3aTom vKasaHbl:
~0BLWEnpUHATOE HauMeHo-
BaHWE KOMNOHEHTA;

—«ana NEHTAKCUM®y:

—031poBKa,  KONWYeCTBo
AC3 B OAHOM (briakoHe (B pe-
dakuuu: «1 cdnakod - 1
nosan);

~Cnocob npumMeHeHus;
—-npeaynpeguTensHas
Hagnucb  «CM.  MHCTPYK-
Unto.»;

—NOroTUN KOMMNaHUU NPOU3-
BOAWTENS roTOBOW nekap-
CTBEHHOW hopmbl «CaHobu
Macrep» B BUAE Hagnucu
naTuHckumm Gyksamm (B pe-
Aakuuu: «Sanofi Pasteur»);
—Aara npowssoactea (B pe-
Aakuuu, «[ponss..»);
—HOMep cepun pacdaco-
BaHHOrO nNuodbunusara (s
pegakuuu: «Cepusi:»);

- fiaTa OKOHYaHWs cpoka rop-
HOCTU KOoMnNnekTa

(B pegakuun: «logeH Ao:»).
[JononHuTtensHo  HaHeceHb!
TEeXHUYEeCcKne nponseog-
CTBEeHHble/TUnorpadckue
BHYTPEHHWe Kofbl: rpaduye-
CKWe, 4nucneHHole, OykeeH-
Hble,

Ha nauke KapToHHOM yka-
3aHbl;

—TOpProBoe HauMeHoBaHue
neKapcTBeHHOro npenapara
(c npepynpeauTensHoi map-
Kuposkon ®);*
—COKpalleHHoe  Toprosoe
HanmeHoBaHme (B pefakumu:
«MEHTAKCUM®»):
—~PYNMUPOBOYHOE HAUMEHO-
BaHue;
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— HOMEpP Cepuk ynakoBaHHOW cycneHsuu (B pepakuuun: | —HauMeHoBaHue nexap-

«Cepus cycn.:»);

~ HOMEp cepuu ynakosaHHOro nuodunudara (B peaak-
uuu:- «Cepus nuod.:»);

—~ HOMEp cepun Komnnekra (B pegakuuu:
Komnn.:»);

~ BaTy OKOHYaHUA CpoKa roHOCTY Komnnekra* (B pepek-
Lumn: «FoaeH.fo:»).

[MpumeyaHue:

' [laTa OKOHUYaHWUA CPOKa rOAHOCTU KOMNMNeKTa unu AaTta
OKOHYaHUS CPOKa FOAHOCTU CYCNEeH3uu.

2 [laTa OKOHYaHWS CPOKAa rofHOCTU KoMnnekTa unu para
OKOHYaHURA CpoKa roAHOCTU Nuodunuzara.

3 [Nata npoussofcTBa KoMNnekTa (nuodbunusata Ans
NPUroTOBNEHUA CYCNEeH3NN OS5t BHYTPUMBILLIEYHOrO BBE~
AGHUA B KOMNMEKTe C CyCneHaneil ans BHYTPUMbILLEY-
HOroO BBEAEHWA) onpeaenseTca no Aare NpousBoOACTBa
TOro KOMNOHeHTa, KOTopbli Obin nponaseaeH paHbLue.

4 [laTa OKOHYaHWS Cpoka rogHOCTU Komnnekra (nuodu-
nvsarta ANA NpuroToBNEHUs CYCneHauu AN BHYTPUMbI-
LLIeYHOro BBEAGHUA B KOMNNEKTE C CycneH3uelt Ans BRYT-
PUMBILLEYHOro BBEAEHUS) ONPefensieTca No Aare OKoH-
vaHKA cpoka rofHOCTY TOrO KOMNOHEHTA, Y KOTOPOro oHa
HacTynaeT paHblle W yKasbiBaeTCs Ha nadke KapTOHHOM
¥ Ha BTUKETKE Kamoro U3 KOMMOHEHTOB, *

«Cepus

Ha nayky, cogepxatlyio hnakoH u WnpuL ¢ 3aKpensneH-
HOW WrNoii, AONONHUTENBHO HEHOCUTCA TeMaTUMecKUi
PUCYHOK (KOHTYpHOE U3oBpaxkeHue LUNpULa ¢ 3akpeneH-
HOW Urnow u cnakoHa).

HononHutensHo MoryT ObiTh HaHeCeHbl TexXHW4eckue
npovasoAcTBeHHbIe/TUNOrpadckne BHYTPEHHWE KoAbl:
rpacuyeckue, YucneHkble, BykeeHHble, [JonosnHUTensHO

'| nayka KapToHHan ocHalleHa KOHTPOMEM NepBoro BeKpb-

™A,
HononHuTensHO MoxeT ObiTb HaHeceHa uHdopmauus
NS MOHWUTOPWHra ABWXEHWSt NeKapCTBEHHbIX npenapa-
TOB OT NPOWU3BOAUTENS A0 KOHEYHOro notpebutens.
JonorHuTenbHo MOXKET BbITh NpeaycMoTpeHa 3awuTHas
Hakneika Ha ofHON CTOPOHE NauKku KapTOHHOM.
[lpu_ynakoske (BTOPUMHON YNaKoske) W BbiNyCKaAOWEM
KoHTpone kavectsa npeanpuatuem OOQ «Hanonek»,
Poceus, Ha nayvke KapTOHHOW [AONONHWUTENbHO YKasbl-
BAIOT: ;
Homep cepuu komnnexkta B pepakuun: «Cepusi»,
«KOMMU1.:», HOMEp cepuu cycneHauu B pepakumu: «Ce-
PUsiI», «CYCH.:», HOMEp cepun nuocunusara B peaakuum
«Cepusiiy, «anod.;», «Ynakosluk (BTOpWMHas yna-
KOBKa) W BhINycKaloLLWi KOHTPONbL KavecTBa:», HassaHue
1 aapec KOMAAHUU-BTOPUYHOIO YNakoBLVKa, ero NoroTun
B Bufe rpaduveckoro snemexra u Hagnucn «HAHO-
JIEK». ‘

* TOproeoe HaMmeHOBaHWE NeKapcTBEHHOro npenapara
COCTOUT W3 KpaTKoro 3aperucTpupoBaHHOrO TOProBoro

CTBEHHOI popMbl, BkNKua-
ouiee cnocod npumeHeHus;
—~KONUYECTBO O3 B navuke
KapTOHHOMN;

—KONW4ecTBO (PNakoHoB W
LLMPULIEB B NaYKe KapTOHHOM
(B pepakuuu: «1 chnakoH + 1
wnpuy ¢ 3akpenneHHon ur-
no»);

— noroTun KomnaHuv
«CaHothn Macrep» B BUAE
rpaduyeckoro anemeHTa W
Hagnucn NaTUHCKUMK  Byk-
BaMu (B penakuun:
«SANQOFI PASTEUR»);
—~cocTtae 1 403bl CycneHsuu
v 1 posbl nuodunusara ¢
yKazaHueM HauMeHoBaHWi u
KonuyecTs  AeicTBYIOLUX
BELLECTB W NepeyHs BCIOMO-
raTenbHbIX BeLecTs;
~YCNoOBUA XpaHeHUs;

- npegynpeauTenHele
Hagnuew. «fna  petei,
«XpaHuTh B HEAOCTYNHOM
ans peteit mecre.», «Mepen
NpUMEHEHUeM BHUMATENbHO
O3HAKOMUTBCS € WHCTPYK-
Lueit no meauunHeKomy npu-
MEHEeHUI.,», «OCTaTKN Heuc-
norbL30BaHHON BAKUWHbI Wnu
MeguLMHCKKe oTXoAb!
BOMKHL! BbiTh YHUHTOXEHbI
(yTMnusupoBaHsl) B COOTBET-
CTBMW C HauuoHanbHbIMU
TpeGoBaHuaMN. », «Cre-
PUNLHO. »;

—YyCrnosusa oTnycka;

- HauMeHoBaHne ©n crTpaHa
nponssoauTens, ssnALle-
rocs v IPUANYECKUM TULIOM,
Ha UMS$ KOTOPOTO BhIaHO pe-
rucTpaunoHHoe  ypocTtoee-
peHue (B pepakumu:
«CaHochn Mactep C.A,,
dpaHuma»);

~HOMep perucTpayoHHoro
yhocrosepeHua (B pefak-
yuu: «PerucrpaunoHHoe
YAOCTOBEPEHUE: NCP-
005121/08»);

~ WITPUX-KOL;
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HaumeHoBaHua («MEHTAKCUM®»), npucsoeHHoro pas-
paBoTHUKOM, U OGLUENPUHATOTO HAUMEHOBAHMUS, WA3NO-
XKEHHOro B ckoOKkax nocne KpaTkoro TOproBoro HauMeHo-
BaHWA («BakUuHa Ans npohunakTiky 4ucbTepum 1 cTons-
HAKa afcopBupoBaHHas, KOKIoWa auensonspHas, no-
nuomuenuTa MHaKkTUBUPOBaHHas U UHMEKUMI, BhisbiBae-
MbIx Haemophilus influenzae tvn b, KOHbIOrMpoBaHHanA»).

—para npou3BoacTBa Kom-
nnexra (B pegakuuu: «lpo-
U3B.I»);

~ HOMEp cepun ynakosaHHoM
cycneHsuu (B pepakuun: «Ce-
PUSi» «CYCM.:»);

— HOMEp Cepumn ynakoBaHHoro
nvodunulata (B pegakuuu:
«Cepus:y «nnod.:»);

- HOMep cepun komnnekra (B
pepakuvn: «Cepusa:»
«KOMIMI.:»)

—~ AdTa OKOHYaHWs Ccpoka
roAqHOCTU KomMnekra (8 pe-
Aakuunn: «FogeH po:s).

Ha nauky, cogepalyto dna-
KOH 1 WNpuL © 3akpensieHHon
Urnow, AONOAHUTENBHO HaHe-
CeH TemaTU4eckuih puUcyHok
(KoHTYpHOE n3obpaxenune
Wwnpuya ¢ 3akpenneHHown ur-
now v chnakoxa).
[ononHuTensHo  HaHeceHbl
TexHu4eckue npoussoa-
CTBEeHHble/TUnorpadckue
BHYTPEHHWE KoAbl: rpaguye-
ckue, uducnedHble, BykseH-
Hble. [ornonHuTenbHo nadka
KapTOHHas oOcHalleHa KOH-
TPONEM Nepsoro BCKPbITUS.
[JononHuTtensHo  HakeceHa
UHGOPMALMA 4N MOHWUTO-
PUHra ABUXEHUSA NekapeTeeH-
HbIX NpenapaToB OT NPOW3BO-
autena [o KOHeYHoro notpe-
Burens.

Ha nauke kapToHHol aonon-
HUTENbHO yKkasaHb!:
«YnakoBLYMK (BTOPUYHAS
ynakoBka) W BbINyCKaKLLUMA
KOHTpONb KavecTsa:», Haspa-
HWe 1 appec KOMNaHWW-BTO-
PWUYHOro ynakoBLLUWKa, ero no-
rotTin B Buge rpauyeckoro
anemexTa ] Hagnucw
«HAHOJEK».

* TOProBoe HauMeHoBaHue
nekapcTBEHHOro npenapara
COCTOWT U3 KpaTKoro saperu-
CTPUPOBAHHOIO  TOProBoro
HavumeroBauua («NEHTAK-
CUM®»), npuceoeHHoro pas-
paboTyunkom, 1 oBLUEenpUHs-
TOr0 HauMeHOBaHMA, WU3NOo-

XEeHHOro B ckobkax nocne
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KpaTkoro Toprosoro Haumme-
HOBaHuA  («BakuuHa pans
npounakTuku anrepuu u
cTonbHaka ancopbuposaH-
Has, kokniowa ayennwonsp-
HadA, nonuoMuenuTa uHaKTu-
BUpOBaHHast n  uHdbekuui,
BbIsblBaeMbIx  Haemophilus
influenzae Tan b, KoHblOry-
pPoBaHHasny).
:1-52 HenopTHpROBE- Mpu Temneparype ot 2 go 8° C. He 3aMopaxuBarh
X XpaHuTb npu Temnepatype ot 2 o 8 °C B 3allyuLlieHHOM OT cBeTa MecTe.
paHeHue
He samopaxusars
Nwodbunusara - 3 roga.
CycneHauu — 3 ropa,
Hata okoHuaHus cpoka rogHocTy KomnnekTa (nuodunusara 4ns npuroTosseHms cycneH-
Sl NS BHYTPUMBILLIEYHOrO BBEAEHUS B KOMNnekTe ¢ cycrexsveit gns BHYTPUMBbILLIEY-
CpoK rogHocTH HOro BBEAEHUA) onpenenseTcs no gate OKOHYaHUA cpoka rofgHoOCTH Toro KOMMOHeHTa, y
KOTOPOro oHa HacTynaer paHblie.
Hata okoHyanus cpoka FOAHOCTU KOMNNEKTa yKasblBaeTCa Ha nayke KapTOHHON U Ha aTy-
KETKE KaXOOro U3 KOMNOHEHTOB, NGO TONbKo Ha nadke KapToHHOW.
[Hatoit okoHYaHus CPpOKa rogHoOCTU siBnsieTcs nocnenfHuit aeHb Mecsiua, yKasaHHOro Ha
ynakoBeke,
MNpumeyarus: Z ]
SAKIMKOYEHHUE:
MNpenapaTt MNeHTakenm® (Bakuyuna Ansi npodunakTukm aAncbrepun u cTonbHsaka agcopbupo-

BaHHas, Kokniowa auennonsphas, NOJIMOMUENNTA MHAKTUBUPOBAHHAA U MH-
thekuui, BoI3bIBaeMbIX Haemophilus influenzae Tun b, KOHbIOrMpoBaHHas), nuo-
unusar ans npurorosnexus CyCneH3un Onsi BHYTPUMbIWEYHOro BBeneHus 1

A033, B KOMMNIeKTe ¢ cycneHauei AlSi BHYTPUMBILWEYHOro BBegeHUS 0,5 mn
\ ., HaumeHosanue npenapara

YOA681M UUTHBEICTRY JICP-005121/08-241121
_(X3C97/X1B60) “TpeboBaHnaM (W3m. Ne 1, 2, 3)
cepus Cooteeterayer / He cooTseTCTBYST 4 - Homep HopmaTusHoro AOKyMeHTa

HavanbHuk OKK Kop

LomkHocTb




