PA3ZPEHIEHUE
Ha BBOJl B T'paXKIaHCKU 000poT B Poccuiickoii denepaiu cepur Wiy NapTun
npousBeneHHoro B Poccuiickoii @enepaliyy niy BBO3MMOTO B Poccuiickyro ®eneparuro

MMMYHOOHOJIOTM4ECKOr0 JIeKapCTBEHHOr0 IpernapaTa
Ne P006-00110-77/01578628 ot 02.12.2024

Breigano O61mecTBy ¢ OrpaHH4€HHOM OTBETCTBEHHOCTEIO "Hanonex", Poccus, 127055, r. Mockaa,
yn1. byteipckuii Ban, 1. 68/70, crp. 1, stax 2, nom. I, komu. 23-37, UHH: 7701917006.
(HauMeHOBaHHUe KOPUAUYECKOTO THIIA, ropuauyeckuii anpec, MTHH)
®eepaiabHas cayxba mo Hagsopy B cepe 3IpaBOOXPAHEHHS HA OCHOBAHHMH 3aKJIIOYeHHS
MockoBcKo# HCTIBITAaTeNbHOM 1ab0paTOpuy KOHTPOIIS KadecTBa JIEKapCTBEHHBIX cpenactB GI'BY
"UMIIDYAOCMII" Poc3apaBHagsopa
(HanmeHOBaHUE (eIepaTbHOrO roCy JapCTBEHHOTO GFOIKETHOTO YUpEXIEHUS)

or 20.11.2024 Ne 1779[1K-11/24 pa3spemaer BBoA B rpasKaaHCKuii oboport
(mata) (Homep)

B Poccuiickoii @eaepauun MMMYHOGHOI0rH4ECKOT0 JeKAPCTBEHHOr0 penapaTa
ITentakcum® (BakumHa s IPOMHIAKTHKH audTepur U cTOIOHSKa a1copOMpOBaHHAs, KOKIIONIA
aleJIoNsApHast, MOIMOMHEINTa HHAKTUBUPOBaHHAs U HH(EKIMH, BhI3bIBaeMbix Haemophilus
influenzae Tun b, KOHBIOTMPOBaHHA)
(ToproBoe HaMMEHOBAHHKE)
Bakuuna nna npodunaxruku audrepun, cTonOHIKa, KOKIIOIIA, IIOJMOMUENTA | UHpeKIui,
BbI3pIBaeMbIX Haemophilus influenzae tun b
(Mex/1yHapo/IHOe HeNaTeHTOBaHHOE HaUMEHOBaHKe (TPYIIIMPOBOYHOE I XUMUYECKOE)
MHOQUIN3AT UL IPUTOTOBJIEHHS CYCIICH3UH /U BHYTPUMBIIIEYHOTO BBeAeHHS (1 703a) -
¢naxonsr (1 mT.) - MaYKH KAPTOHHBIE /B KOMILIEKTE C CYCIIEH3HeH s BHYTPUMBIIIIEYHOI'O
BBeJieHus (mnpun) 0.5 mii-1 mr., uraa-1mr./
(opma BbiycKa (C yka3aHHEM JIeKapCTBEHHOM GOPMEI, 103UPOBKH, (pPACOBKK) U KOIUIECTBO B YIIAKOBKE)

cepun  YOAT81M (cyer.:X3D73/ miod.:X3D99) | l‘fl‘l’:l‘;’a;il:;"

(komuuectBo 7\

(Homep cepun) : \%
./ yHakoBOK)
rogen o 30.11.2025 | S Hane
(cpok rogHOCTH) "N i

/
npouspojcTea Canodu Iacrep C.A., ®@pannys, 1541, avenue Marcel Mer gux;69289M51}:Cy
I'Etoile, France (mpousBogurens rorosoit JI® (cycmensus)); Parc Industrield Tnearyille, 27100
Val de Reuil. France (npoussomurens roropoi JI® (mmoduiusar), mepBHIHEI—J1aKOBKa
(cycmensus, nmuodmmmsar)); OOIEcCTBA C OrpaHHYEHHON OTBETCTBeHHOCTHIO "HaHomex"
(OO0 "Hamonex"), Poccus, Kupockas o6nacTs, OpyyeBcKkuil MyHHUIIUNIATBHBIA paioH,
JIéBuHCKOE ropoackoe moceneHue, buomemuumuHCcKmii kommmieke HAHOJIEK TEPPUTOPHUS
(BTOpHMYHAs yIIaKOBKA, BHITYCKAIOIIMI KOHTPOJIb Ka4ecTBa).

(HauMeHOBaHHUeE U aJpec MPOU3BOAMTENA (C yKa3aHHEM CTaIHil MIPOU3BO/ICTBA)
PerncrpanmonHoe ynocrosepenue Ne JICP-005121/08 ot 01.07.2008.

Jepxatens peructpaunonHoro ynocrosepenusi Canodu Iacrep C.A., ®panuus, 14 Espace
Henry Vallee, 69007 Lyon, France.

(HauMeHOBaHMe, a/ipec)

AOKYMEHT IIOJITNCAH
DJIEKTPOHHOU ITOAITUCHIO

F

3aMecTUTEND PYKOBOOUTECIIA Cepruduxar 4D2A31B276219F4023A19E251474DFD4
P oc3 Hp aBHA3 Op a Baanesen Ilapxomenko J{mutpuii Beesosonosnu

JewicrButernen ¢ 18.04.2024 no 12.07.2025

J.B. ITapxomenko

.~




3anucs 1139

Koa: 3M-M03-03-001

HAHOAEK MACMOPT KAYECTBA

Ne 40000032513 Bepcus: 8

Bnank 2

Mewmaxcum® (eakyuxa Ans npogunakmuku Aupmepuu u cmonbHsKa adcopbupoeaHHas,
Koknmowa ayennonsapHas, noauoMuenuma UHakKmueupoeaHHasl, U UHeKyull, 8bi3bleaeMbix
Haemophilus influenzae mun b, koHblO2UpOBaHHas1), nuogunuzam Ons npuzomoessieHusi cyc-

neH3uu Ana eHympumMbiuie4Ho20 eeedeHuss 1 do3a, 8 KOMrIekme ¢ cycneH3uel Ons eHympu-
MbilweYyHo20 esedeHus 0,5 mn

MexpayHapogHoe

HenaTeHToBaHHOEe BakuvHa ans npodunaktvku audtepun, cTonbHaKa, KokIoLwa,
HaMeHoBaHWe NeKapCTBEHHOro nonuomuenuTa n VHMEKUWA, BriabiBaeMbix Haemophilus influ-
npenapata enzae TmMn b

Homep cepuu (o6wwuin) YO0A781M
Bakuyura dns npoghunakmuxu dugpmepuu
u cmonbHska adcopbuposaHHas, Ko-

Knwwa auenmonsapHan, nonuomuenuma

Bakyuna dns npoghunakmuku uHpexyull,
8bi3bigaembix Haemophilus influenzae

Homep cepun mun b, koHbr02UpOBaHHas

UHaKkmuseuposaHHas
X3D73 X3D99
KonuyecTso ynakoBok B cepuu 25038
[ata npovssogcTBa 28.12.2022 |
lopeH no 30.11.2025

PeructpauvoHHoe yaocrosepeHue
HaumeHoBaHve cybecTaHumm

- Cepus cybeTaHumm

Mpouzsoautens cybcTaHumm
WcnbiTaHusa BeINONHEHb! N0

Z

Z

KRR

[
! <> |
B

TICP-005121/08-241121 (UgwNe 1, 2, 3)

HaumeHoBaHue MeToab! H SResynutaTEl
OpMbI kel
nokasartens UcnbiTaHus UCHBITAHMS

|. BakyuHa Ona npogunakmuku dugpmepuu u cmonbHsika adcopbuposaHHas, KoKowa ayennonspHas, no-

nuomuenuma uHakmueuposaHHas (CycneH3us 0ns eHympumbiweyHozo egedeHus 0,5 mn (1 doza), npedsapu-
MeJIbHO 3aMOHEeHHbIe WnpUybl)

. bBenosartoro useta MyTHas | BenosaTtoro ueeTa MyTHas
Onucaxue BusyanbHbIi cycneHans cycneHaus y
MNoanuHHoOCTL
" B BakuuHe gomuxeH obHapyxu-
- an n ~ -
ANTEPHHSI MeTtog NiomuHekc BatbCA AUDTEPUIAHBIA aHa- MoaTeepxaeHa
aHaTOKCUH e,
- B BakuuHe nomikeH oGHapyxm-
- o] bIA b2
wIDGCRgHE MeToga JltomuHekc BaTbCA CTONDHAYHLIA aHaToK- MoaTeepxaeHa
AHaTOKCWH Py
- (UNaMEHTO3HbIR B BakuvHe pomxHbl oBHapy-
remMarrnioTUHUH U XUBaTbCA  (DUNAMEHTO3HbLIN
ph etoa JIroMuHeKe 5
KOKTIOWHBIA  aHa- Meroz Thguure reMarrniOTUHWUH U KOKITIOLWHbIN MonTeepkaeHa
TOKCWH aHaTOKCUH ;
- BUPYCHI NOAMOMM- B BakuuHe fonxeH o6Hapyxu-
erivTa THNa 1. 2:1t 3 Mertog JtomuHekc BaTbCA  WHAKTUBUPOBAHHbLIN MoaTsepxaeHa
' BUpYC nonvomuenuTa tuna 3
BakuuHa pomxHa cBoBogHo | BakuuHa ceoBoaHO nNpoOXo-
MpoxoanmMocTb ro P npoxoautb depes wurny Ne | aut uepes urny Ne 0840 (aua-
yepes urny 0840 (anameTp yacTuu He 60- | MeTp yacTML He Bonee
nee 0,8 mm) 0,8 MM)
CeanmeHTaUMOH- BuayanbHbilit
Has ycToitynsocts | (Md Po) He mexee 3 muH Bonee 3 mun
MoTeHunoMeTpuYecKmii
H
P (E® nrn Fd> PO) Or68m07.8 7.3
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HAMOARK

Kopa: 3M-M03-03-001

NACNOPT KAYECTBA
Ne 40000032513 Bepcus: 8
BnaHk 2
HaumeHoBaHue MeTtoab! TP PeaynbTathl
nokKasartensa UcnbITaHWUA P UCMbITaHUA
N3Bnekaemblit MpaBUMeTpUYEeCcK1i
. (E® unv o Po) He meHee 0,5 mn CooTsetcTBYET
KX Or 20 wmkn/posa o
2-thbeHOKCHaTaHoN (Eq? unu Fd Pd) 3.0 MKn/103a 2,5 Mkn/gosa
KomnnekcoHomeTpuye-
AntoMuHUiA Ckoe TUTpoeaHue 8;5 MF?,ZO(; 5 MriAcsa AP 0,29 mr/po3a
(Ed unm o PO) ' A
C® B coyeTaHuu ¢ Kono-
pUMETPUYECKOA  peak-
dopmanbaervua LMelt, OCHOBaHHBIA Ha Ot 4 mKr/po3a Ao 15 MKr/fosa 9 MKr/po3a
ED vnu e PO
XPOMOreHHbIA  KUHETU- |
BakrepuanbHeie yeckuin meton (E® unu MeHee 100 ES/posa MeHee 100 ES/po3a
3HOOTOKCUHBI Fo Pb)
MeToa memBpaHHoN
CrepunbHoCTb dunbTpaLUK | ETaeK u:::H oif ApiREE - Qe CrepunbHa
(E® unu e PO) P
Cneuuduyeckan . BakuvHa  gomxHa  ObITb
BE30nECHOETS Buonoruyeckuit Meton GosonacHsl BesonacHa
Tutp aHTWTEeNn K AndTepuin-
HOMY TOKCWHY:
, ans 1 MMMyHu3aumn He me-
chngy%are::::;; - MeTon oaHospemMeHHol | Hee 150 OE/Mn 257 OE/MnN
.qnchpe MpﬁHoro OLEHKN WMMYHOrE€HHO- | AN 2 UMMyHW3aUWA He Me- (ans 1 uMMyHY3aLMAI)
o a'rox% e cT (Ha ocHosaHuw E®) | Hee 174 OE/Mn A y .
' ans 3 UMMyHU3auuhA He me-
Hee 186 OE/mMn
CTONGHAYHOMY TOKCUHY:
ana 1 MMMyHU3auuu He me-
MNMMyHOreHHOCTb . | Hee 91 OE/mn
apgcopbuposaHHoro gﬂe;:lg OA:“:;pigreeHHHH%M_ ANg 2 UMMYHU3aUWA He me- 235 OE/mn
cTonBHAYHOro aHa- cl{lu‘ (Ha OCHOBgHMM Ed) Hee 119 OE/mn (ans 1 uMMyHW3aLUW)
TOKCUHA aAnA 3 UMMYyHW3aUWiA He Me-
Hee 134 OE/mn
TuTp antuten K KT+
anga 1 UMMyHW3auun He Me-
MMMYHOreHHOCTb Hee 4 OE/n
y MeTon OAHOBPEMEHHOW | ANA 2 UMMyHW3aUuid He me-
E%?eﬁ%ﬁorsomﬁm: OLEHKM UMMYHOreHHo- | Hee 106 OE/mn (ans 17M2M3Er/+“mn?auwm)
il aHa.TOKCMH CTU (Ha ocHOBaHWUW E®) | Ans 3 UMMyHU3aLMiA He me- A Y
Hee 117 OE/mn
TuTp aHtuTen kK Pra:
" GRS ans 1 MMMyHUsaumMu He Mme-
MM% ro kom- | Metoa opHoBpEMEHHOW Hes 136 OE/n :
':‘%'LZH_L:‘;O q):/(lna- o EHQA AMMMpHoreHHO- ANA 2 UMMyHU3aLui He Me- 266 OE/Mn
. i ey C;‘ (Ha OCHOB:HMM Ed) Hee 157 OE/mMn (ans 1 uMMyHMU3auun)
WGHTCIHS! = 4 . ans 3 MMMyHU3auvii He me-
MarrnioTUHWH

Hee 168 OE/mn




3139

3anuck
Koa: 3M-M03-03-001
MACIMOPT KAYECTBA
Ne 40000032513 Bepcus: 8
Bnauk 2
HaumeHoBaHue MeToani HopMar PesynbTaTh
nokKasarens UcnbiTaHus P . UcnbiTaHus
Tvwn 1 - or 20 El/posa po
| 43 Ef/nosa 27 Ellinosa
D-aHTuren BUpyca | Metoa A Tun 2 - or 5 El/nosa po 7EQ)
nonuoMuenura (E® unuro P®) 9 Ell/nosa Alnosa
Tun 3 = ot 17 El/no3a go
36 El/nosa 26 Ellinosa

Il. Bakyuna dns npogunakmuxy UHGbeKyud, ebl

3bleaemeix Haemophilus influe

nzae mun b, KOHBbK2UpPOBaHHas

(nuogpunuzam dns f1puzomosnerus cycnexsuy dng 8HYMpUMbIWEYHO20 88e0eHus, 1 doaa, @naKkoHs)
OnucaHue BuayanbHbiii Benbii FOMOreHHbIl | Benbiii FOMOFE€HHbIM
nuounusara (E®d) nnodunusar nvounuzar
Onwucanu Ta- K '
OB eHnjroBocgai- BuayanbHbiii BecugeTHas, pospayHas | BecuseThas, npo3payHas
Teopa (Ed) XUAKOCTb XUAKOCTb
Bpewms .
acTEopeHus XpoHoMeTpuyeckuii He Gonee 20 ¢ MeHee 20 ¢
MoanuHHocTs j
Bakuuna npu  B3aumMopgeit-
CTBUM C MOHOCTEUNdUYECKON
@8HTUCLIBOPOTKO B rene
- nonucaxapwupg AOMXHa fasatbh NuHuk npe-
Haemophilus xiT?é‘c;'xxx??ggby HunuTaunm, crusarowyiocs MoaTsepraena
influenzae Tun b nuHWen npeunnutaymu cTak-
AapTHOro obpasua KoHblory-
POBaHHOW  BakUWHbI Hae-
mophilus influenzae Tun p
BakuuHa npu  B3aumopeii-
CTBUM C MOHOCNEeUMDUYecko
@HTUCLIBOPOTKON B rene
AOMXHa fdaBaTth NuHU npe-
" uunutayuu, Cnueatowycs ¢
= CTONGHAYHbI MeToa UMMyHoau D hy- <
7T EY unuTayumm crau- TBEPXOEeH
3 (E® unu o P®) YHWEeN npeuunutauwu cran MNoaTeepxaena

AapTHOro obpasua KoHbIory-
POBaHHOW  BakUMHLI Hae-
mophilus influenzae Tun b, co-

Aepxatlye CTONBHAYH I
aHaToKCUH .
NpospauHocTs BuayanbHbiii BoccraHosnenHas BakUmiHa | BoccranoBnerHas BakUWHa
ROSp (F'd Po) AOMXHa BbITh NpospayHoi npospayHas
BuayanbHbiii BoccTaHosneHHas BakUuHa | BoccraHosneHHas BakuuHa
(F'p PY) A0MkHa BbiTb GecuseTHoI BecupeTHas
. Bugumele eXaHunyeckue
Buanmble mexanu- BuayansHbiis BKJ'I'q}OHeHMH AO?WHH qoech T Buaumele MeXaHuyeckne
HecKkune BKITYeHus (F'd Po) y BKntoueHus otcyteTeylor
CTBOBaTH :
YecKuit
HoreHuMome'rpm nit 0T6,54075 7.1

(E® unu v P®)

OcmonsnbHoCTh

Kpuockonuyeckuii
(E® unu o po)

He mMeHee 200 MOcmonb/kr

403 MOcmonb/kr

KynoHomeTpuueckoe
TWTPOBaHMe no MeTopy
K. duwepa (Ed unu o
P®)

He 6onee 3,0 %

0,6 %




3anuck 4u39
R - Kop: 3M-M03-03-001
HAHOAEK MACNOPT KAYECTBA
Ne 40000032513 Bepcus: 8
BnaHk 2
HaumeHoBaHue MeToAab! Hopkisl PesynbTtaThbl
nokasarens UCnbITaHUA P UCMbITaHUA

C®, wmoauduruuposaH-

Hblil MeTon YeHa, ocHo- | OT 0,67 mkr/posa Ao
heGap BaHHbIl Ha E®, unn TP | 1,01 mkr/posa 0,83 mkr/Ao3a
PO

Caxaposa MonspuMeTpudeckuit Or 31,9 wmr/posa Ao

(E® unu e PO) 53,1 mr/gosa 43,2 mr/posa J

Monucaxapva

Haemophilus PacyeTHbli METOA OT 8 MKr/po3a 4o 12 MKr/po3a 10 mkr/gosa
influenzae Tvn b .

BAOXX B couyeTaHun C

CeoBogHblit

yneTpaUeHTpudyrupo- Menee 13,5 % 71 %
RONWEAXAPUA paHvem (E® unu e PO)
BakrepuanbHble XpPOMOreHHbIA  KUHETU-

yeckuit Tect (metoa D), He Bonee 50 E3/no3a MeHee 50 EQ/po3a
3HAOTOKCUHbI (E® wu [® PO)

MeToa  memBpaHHOW

BakuuHa ponxHa  6biTb
CTepunbHOCTb c‘%n;;r))aumm (E® wvnn CTepHnbHOM CrepunbHa \

auennonspHas, nonuoMuenuma UHaKkmueuposaHHas U uHehexuull, 8bi3bI8AEMbIX Haemophilus influenzae murn

1ll. BoccrmaHoeneHHas eakuyuHa ona npocpunakmuku dugmepuu U cmonbHska adcopbuposaHHas, KoKrowa
b, KOHBbIO2UPOBaHHas (CycneH3us ons eHympuUMbIUEYHOEO geedeHusi, 0,5 mn, 1 do3a)

CycneHsaus BenosaToro | CycneHsus BenosaToro
uBeTa, Npy OTCTausaHuu pas- |UBeTa, Npu oTcTanBaHuu pas-
penswowanca Ha GeclBeTHY0 penswollasca Ha 6ecuBeTHYo
Onucanue BuayanbHbl WUOKOCTb € oBpasoBaHueM |KWAKoCTb ¢ obpasoBaHuem
Genoro  ocaaka, KoTopbid |Genoro  ocaaka, KOTOpbIN
nerxo pecycneraupyeTcs | nerko pecycneHanpyeTcs
BCTPAXUBAHUEM BCTPAXUBAHWEM

BMé anbHbIi Hapocapo4vHan MWUAKOCTbL Hapocapo4Has XUAKOCTb Bbl-
(r(‘DyPQ)) [JOMKHa BblAepXvBaTtb cpae- |AepxuBaeT cpaBHeHWe C dTa-
HeHue C 3TanoHoOM | noHoMm |

Mpo3pauHocTb

LLBETHOCTb (I‘d> P¢') DOMmKHa BblaepxveaTb cCpae- nepxueaeTt cpasHeHwe C 3Ta-

HeHue ¢ aTanoHoM Be noHom Bs

. HapocapouHana UaKoCTb | Hapocagouras XUAKOCTb Bbl-
BnayanbHbl# Rocal HADK Aoca A




3anuck 5usz 9
Koa: 3M-M03-03-001
HAHOAEK MACMNOPT KAYECTBA
Ne 40000032513 Bepcus: 8
BnaHk 2
HaumeHoBaHue MeTogb! HobMbi PesynbraThl
nokasartens UcnbiTaHUs P “cnbiTaHus
MNepBuyYHas ynakoska | [epBUYHag ynakoBka
Mo opHo# Aose nuodunusata Bo ®nakoHe u3 crekna [Mo opHol Ao3e nuochunu-
1 Tuna (¢.CLUA) sBMecTUMOCTbIO 3 M, KOTOPBIN yKynopu- | 3ata Bo chnakoHe u3 ctekna 1
BAIOT PE3UHOBO NPOGKOIA, M3roTOBNEHHON U3 XxNopByTu- | Tuna (®.CWA) emecTumo-
f10BOro anacTomepa U 3aKaThiBaKT anioOMUHUEBBIM KO- | CTbio 3 Mn, KOTOPbIW yKyno-
N&4KOM, MOKPbLITBIM CHAPYXMW NAKOM U CHaGXEHHLIM OT- | peH PeanUHOoBO npobkoi, us-
PbIBHOW NONMUNPONUIEHOBOW KPLILLIEYKOR Tvna «flip-off». | roToBneHHol n3 xnopbyTuno-
Mo 0,5 mn (1 go3a) cycneHsuu B WnpuLe (c 3akpenneHHon | Boro anactoMepa v 3akaTaH
wrnoit wnu 6Ges) (E®) BMecTUMOCTblO 1 MR U3 cTekna anioMUHUEBBIM  KOMNaYkom,
1 Tuna (®. CLUA) ¢ nopHem xnop6yTUnossiM, unu BpoM- | NOKPBLITLIM CHapyxU nakom w
OyTUNoBLIM. CHabXeHHbIM OTPbIBHOR no-
Mo 1 cnakory  no 1 wnpuuy B 3aKPBITYI0 AYEAKOBYIO | IMNPOMNUMEHOBON  KpblLuey-
ynakosky (M3T/MNBX). Ecnu wnpuy He umeer 3akpenneH- | kol Tuna «flip-offy.
HOW UrNbl, TO B YNakoBKy BKNaabIBaoT 2 OTAeNbHbIE cTe- | Mo 0,5 Mn (1 go3a) cycneHaunn
punbHbIE Urnbl, B Wnpuue (c 3akpenneHHon
Ynakoska BropuyHas ynakoska * | vrnoit) (E®) BmecTuMocTbo 1
Mo 1 avelikoBoit ynakoske B WHAWBNAYaNbHYIO KAPTOHHYKD |MN 13 cTekna 1 Tuna (o.
Naqky C UHCTPYKLMEN NO NPUMEHEHWIO CLUA) ¢ nopwHem xnop6yTu-
NOBbIM 1nn 6pombyTUNOBLIM.
Mo 1 donakory 1 no 1 wnpuuy
B 3aKpbITYI0 S4elKoBY yna-
koBky (M3T/MBX).
BropuuHasa ynakoBka
Mo 1 a4eiikoBoi ynakoBke B
UHOUBUAOYANLHON KapTOHHOWM
naqke c UHCTpyKUueld no npu-
MEHEHUIO.
Ha sTukeTke wnpuua ¢ cycneHsuei ykazLiBaoT: Ha oruketke wnpuua c
~ OBLENPUHATOE HaUMEHOBaHUE KOMNOHEHTa! gycnetsnen ykasaHbi:
~ «ans MEHTAKCUM®: - obwenpuHsaToe I-?aMMeHO-
— AO3MPOBKY, 06bEM, KONU4ECTBO 403 B OAHOM LWNpULE SRAUE KaMNoHEHTR, e
(8 peaakumm: «1 wnpuy — 0,5 Mn — 1 gozan): ~ «ans NEHTAKCAM®»;
~ CMOCOB NPUMEHEHUS:: ‘ —A031poBKa, obbvem, konu-
— NpeAynpeauTenbHyio Haanuck «CM. MHCTPYKUMIO. »; qeﬂcmo Ao 8 OQHO“T”
— JIOrOTMN KOMNaHUM NPOU3BOAWTENA rOTOBOM nekap- Eng::e— éBS Sﬁ{a:?&a;}
CTBEHHOU hopmbl «CaHodu Mactep» B BUAE Hagnucu ' i ’
natuHckumu Byksamu (B peaakuuu: «Sanofi Pasteur»); —Cnocob npumeners;
- AaTy NpouU3BOACTBA (B peaakuuu: «[Mpouss.:»); ;:Eﬁfg:peﬂgﬁnt’”ma:m e
Mapkuposka — HOMEp cepun pacdacosaHHol CycneHsuu (8 pegak- L0 »: ' Py

uum: «Cepusiiy); ]
— Aaty OkOHYaHUs cpoka rogHocTu' (B pepakuuu: «lo-
AeH [0:»).

DononHutensHo MoryT 6biTb HaHeceHbl TeXHUYeckue
NPOU3BOACTBEHHbIE/TUNOrpadckue BHYTpPeHHWE KOAb!:
rpacguyeckue, YucneHHsle, ByKBEHHbIE.

Ha aTukeTke dhnakoHa ¢ nuocdunuzarom YKa3biBaloT:
— oBLWenprHATOe HauMeHoBaHUe KOMMNOHEHTa;

- «ana NMEHTAKCUM®y:

— AO3UPOBKY, KONUYECTBO 03 B OAHOM chnakoHe (B pe-
Aakuvm: «1 conakoH ~ 1 gosax)

'

—NOroTUN KOMNaHW1 Npous-
BOAWTENs roToBOW nekap-
CTBEHHOU dhopmbl «Caxomu
Mactep» B Buae Hagnwcu
natuHckumu Bykeamu (8 pe-
Aakuuu: «Sanofi Pasteur);
—4arta npoussoacTea (8 pe-
Aakuuu: «pouss.:»);
—HOMep cepuu paccaco-
BaHHOM CycneHsuu (B pepak-
unu: «Cepusiiy);




M 3anunce 6us9 l
- Koa: 3M-M03-03-001 |°
HAHOAEK MACMOPT KAMECTBA
Ne 40000032513 Bepcusa: 8
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— cnocob NPUMEHEHWUS,

— npefynpeauTenbHyo Haanuck «CM. UHCTPYKLIMIO.»,

— NOrOTVWN KOMNaHWW NPOU3BOAWTENS FOTOBOR Nekap-
cTBEHHOI hopMbl «CaHodu MacTep» B BUAE Haanuch
naTuHckumu Gyksamu (B pegakumm: «Sanofi Pasteur»);

— naTy Npon3BOACTBA (B peaakumu: «Mpouss.:»);

— HOMep cepuu pacthacosaHHoro nuodunusara (B pe-
pakuuun: «Cepusin),

— [aTy OKOHYaHMs! CPOKa roIHOCTY? (B peaakumu: «[opeH
[o»).

[lononHuTensHo MoryT ObiTb HaHECEHbl TexXHU4eckue
NPOM3BOACTBEHHbIE/TUNOrpatckue  BHYTPEHHWE  KOAbIL:
rpacuyeckue, YncneHHble, GykBeHHbIe.

Ha nauke KAPTOHHOW YKa3blBaKOT:

— TOProBOE HauMeHOBaHWe NeKapCcTBEHHOro npenapara
(c npeaynpeAnTeNnsHOM mapkuposkoi &); *

— COKpaLLEHHOe TOProBOe HaumeHoBaHue (B peaakuuu:
«MEHTAKCUM®y),

— rpYyNNMpoBO4HOE HanMeHoBaHue,

— HaUMEHOBaHMWe NeKapCTBEHHON hopMbl, BKOYaoLee
cnocob NpUMeEHeHUs;

— KOMUYECTBO 03 B NaYKe KapTOHHOW,

— KONWU4ecTBO (hNakoHOB W LWNPULIEB B Nadke KapTOHHOW
(ans navek, coaepxalyux 1 MnakoH v 1 Wwnpwuy ¢ 3akpen-
NEHHOI Urnoii, B peaakumm: «1 dnakoH + 1 Wwnpuy ¢ 3a-
KPENNEeHHOM Urnoit»; Ans nadek, CoaepXaLLux 1 dpnakoH
v 1 wnpuy 6€3 Urnbl B KOMMNEKTe ¢ ABYMA OTAENbHBIMUA
urnamu, B peaakumun: «1 dnakox + 1 wnpwy + 2 otaent-
Hble Urnbly);

— noroTvn koMnaHuu «Carodu MacTtep» B BUAE rpadu-
4ECKOro SNeMeHTa W Haanucu naTtuHckamn Byksamu (B
pepnakuun: «SANOFI PASTEURY);

— coctaB 1 [03bl cycneHsun 1 1 [osbl nuodunusata ¢
yKasaHuem HaUMEHOBaHWA U KONWYECTB AeiCTBYLWUX
BELLeCTB 11 NepeyHa BCNomoraTenbHbIX BELECTB,

— YCNOBUA XPaHeH!s,

— npepynpeauTenbHbie HaanUcu: «Ons peten», «Xpa-
HUTb B HEAOCTYNHOM ANs AeTed mecTe.», «[1epea npu-
MEHEeHMEM BHUMATENbHO O3HAKOMUTBCS C WHCTpyKUMel
no MeAULIMHCKOMY NpumeHeHuio.», «OcTaTki Heuenonb:-
30BaHHON BaKUMHbI MU MeAULIMHCKUE OTXOAbl AO/KHbI
BbiITh YHUUTOXEHBI (YTUNM3UPOBAHbI) B COOTBETCTBUM C
HauuoHanbHbiMK TpeboBaHUAMN. », «CTepunbHO.»;

— yCnoBWA OTAYCKa;

— HaWMeHOBaHWe W CTpaHy npoussoguTens, asnsiolle-
rocst ¥ IOPNANYECKUM NULIOM, Ha UMS KOTOPOro BbIAAHO
perucTpauvoHHoe  yAoCToBepeHve (8 pepakuum:
«CaHotu Mactep C.A., ®paHuus»);

— HOMEp PErvcTPaLMOHHOrO YAOCTOBEPEHNA (8 pepak-
Lum: «PeructpaunoHHoe yAOCTOBEPEHNUE!
HCP-005'121/08»);

— LUTPUX-KOA,

— Jaty npovsBopcTaa komnnekTad (B pegakumn. «fpo-
n3B..»);

—JaTta OKOHYaHWs Cpoka
rofiHOCTK komnnekTa (8 pe-
pakuuu: «FoaeH Ao:»).
[JOMNONHUTENBHO  HaHEeCeHb!
TeXHU4eckue npoussoa-
CTBEHHble/TUnorpadckne
BHYTPEHHWE Koabl: rpaduye-
ckue, uducnenHbie, OykBeH-
Hble.

Ha aTukeTke dinakoHa ¢
nuoUNuU3aToMm yKkasaHbl:
—0obLenpuHATOe  HaUMeHo-
BaHUE KOMMOHEHT],
—«ana NEHTAKCUM®y;

— [O3VPOBKA,  KOMUYecTso
003 B 04HOM dnakoHe (B pe-
pakunn:  «1  cnakod - 1
[03a»);

—cnocob npUMeHeHus;
—npeaynpeanTenbHan
Hagnuce  «CM.  WHCTPYK-
LnI0.»,

—FIOroTUN KOMMaHWu Npow3-
BOAWTENA rOTOBOW nekap-
cTBeHHo! copmbl «CaHodu
Mactep» B BuAe Haanucu
naTuHckumu Byksamu (8 pe-
pakuuu: «Sanofi Pasteur»);
- pata npowasoacTea (B pe-
pakuuu: «Mpounss..»);
—HOmMep cepwuu pacdaco-
BaHHOrO nuodunusata (8
peaakumu: «Cepusi»);

— AaTta OKOHYaHUA cpoka roa-
HOCTY KOMNnekTa

(B pepakumm: «loaeH [O:»).
JONONHUTENbHO HaHECEHbI
TeXHU4eckue npov3soa-
CTBEHHbIE/TUNOrpadckme
BHYTPEHHUE Koabl: rpaduye-
ckue, uucneHHole, Oykeeh-
Hble.

Ha nauke KapTOHHOM yka-
3aHbl.

—TOProBOE HaUMeHoBaHwe
nNeKkapCTBEHHOro npenapara
(c npeaynpeanTentHoi mMap-
kupoekoit ®);*

— coKpalleHHoe  TOproeoe
HauMeHoBaHve (B pedakuunu:
«MEHTAKCUM®»);

— rpynNnNUpPOBOYHOE HaUMEHO-
BaHue,
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— HOMEep cepun ynakosaHHOW CycneHauu (B peaakuuut: | - HaumeHoBaHue nekap-

«Cepus cycn.:»);

— HOMEp cepun ynakoBaHHOro nuodunusara (B pegak-
Uum: «Cepus nuod.:»);

— HOMEp cepuu komnnekra (B peaakuuu:
KOMMA.:»);

— AATy OKOHYaHUsA CpoKa rof4HOCTY KOMMNekTa? (B pepak-
uuun: «foaex [o:»).

MpumeyaHue:

' laTa okoHYaHus Cpoka rofgHocTW komnnekTa unu gata
OKOHYaHUs CpoKa roAHOCTY CycneH3uu.

2 [laTa oKkoHYaHus CPOka rogHocTH komnnekTa unu aata
OKOH4aHWA Cpoka rof4HOCTU NUuohunusaTa.

® fara npowssoactea KomnnekTa (nvocbunusata gns
MPUrOTOBNEHUS CyCreH3Nn AN BHYTPUMBILEYHOrO BBE-
AGHUS B KOMNNekTe ¢ cycneHaweil gns BHYTPUMBILLEY-
HOro BBEAeHus) onpeaensertcs no aate npoussogcTea
TOro KOMNOHEHTa, KOTOpbIN Bbin NpousseaeH paHbLue.

4 lata okoHyaHus CPOKa roaHOCTU KoMnnekTa (nuodu-
nu3aTta Ans NpUroToBMEHUs CycneHsuu ans BHYTPVUMbI-
LLIB4HOro BBEACGHUS B KOMNIEKTE C CycneHauneil ANS BHYT-
PUMBILLEYHOrO BBEAGHUS) ONpeaensieTcs no AaTe OKOH-
HaHWA Cpoka ro{HOCTH TOro KOMNOHEHTa, Y KOTOpOro oHa
HacTynaeT paHblue W ykasblBaeTcsl Ha nadke KapTOHHOM
¥ Ha 3TUKETKE KaXJOro U3 KOMNOHEHTOB.

«Cepus

Ha nauky, CoAepXallyIo hnakoH 1 Wwnpuy ¢ 3aKkpenneH-
HOW WUrnoi, AononHWTensHo HaHOCUTCA TemaTuyeckui
PUCYHOK (KOHTYpHOE U3oBpaxeHue wnpuua ¢ 3akpennex-
HOW WUrnon u chnakoHa).

[ononHutensHo MOryT BbiTb HaHeCeHbl TeXHWU4Yeckue
NPOU3BOACTBEHHbIE/TUNOrpathckue BHYTPEHHUE KOAbI:
rpaduyeckue, YUCnerHsbie, BykeeHHble. [JononHuTenbHO
nauka kapToHHas OCHallleHa KoHTponem NepBOro BCKPhl-
T™S.

HAononuutensHo MoxeT BbiTh HaHeceHa WHdopmauus
ANIA MOHUTOPUHra ABWKEHUS NeKapCTBEHHbIX npenapa-
TOB OT NPOU3BOAUTENS A0 KOHEYHOrO notpeburens.
HdononHntensHo MoxeT 6biTh npeaycmoTpeHa 3alluTHas
Haknelika Ha ogHoM CTOPOHE Nayku KapTOHHOMN,
[lpy_ynakoBke (BTOPUMHOW YNakoBKe U_BbINycKarwLwem
KOHTpone kayectea npeanpustvem OO0 «HaHonek»,
Poccus, Ha nayke KapTOHHOI [ONONHUTENBHO YKa3bl-
BaKT:

Homep cepun komnnekta B pepakyun:  «Cepus:»,
«KOMNA.:», HOMEP Cepuu CycneHswu s pepakuyuu: «Ce-
PUAI», «Cycn..», HOMep cepuu nuodunusara s peaakuuu
«Cepusi», «mod.:», «YnakosLLuK (BTOpU4Has yna-
KOBKa) W BbINycKatoLuiA KOHTPO/b KavecTsa:», Has3saHue
W aapec KOMNaHUK-BTOPUYHOrO ynakoBLLu1Ka, ero norotun
B BUAe rpacuyeckoro anemeHta u Haanuen «HAHO-
JIEK».

* TOProBoe HauMeHoBaHue nekapcTBeHHOro npenapara
COCTOMT U3 KpPaTKOro 3apervcTpupOBaHHOro TOProBoro

CTBEHHOI HOpMBbI, BKNIOYa-
owjee cnocob npumeHeHus;
—KONM4eCcTBo 403 B navke
KapTOHHOIA;

— KONMN4ecTBo hnakoHoB U
LWNPpULEB B Nayke KapToHHOM
(B pegakyum: «1 pnakoH + 1
wnpuy ¢ 3akpenneHHon wur-
nom»);

- norotun KOMNaHuu
«CaHodm Macrep» B Buae
rpacmyeckoro anemeHTa u
Hagnucu natuHckumu Byk-
Bamu (B pefakunu:
«SANOFI PASTEUR»);
—coctaB 1 g03bl cycneHsuu
W 1 [osbl nuodunusarta ¢
yKazaHweM HaumeHoBaHuii 1
konudects  pedicTayiolux
BeU|eCTB 1 nepeyYyHs BCnomo-
ratesbHbiX BELW|ECTB;

— YCNOBUA XpaHeHus:

- npeaynpeaunTenHsie
Hapnucu:  «[ns  peteity,
«XpaHuTte B8 HEeaoCTyNnHOM
ANA feTen mecTe.y, «Mepen
NPpUMEHeHUem BHUMAaTENBbHO
O3HAKOMUTLCS  C  MHCTpPYk-
UWer No MeanUMHCKOMY npu-
MeHeHu. », «OcTaTtku Heuc-
NONb3OBAHHOW BaKUWHbLI UK
MeAULUHCKue oTX0Abl
AOMKHBI BbiTh YHUYTOMEHDI
(yTvnuauposasl) B cooTseT-
CTBUM C HauWoHanbHbLIMK
TpebosaHuamMu. », «CTe-
PUNbLHO. »,;

—YCnoBua oTnycka;
—HaumeHoBaHve u cTpaHa
npoussoauTens, AsnsoLe-
FOCH W IOPUANYECKUM NNLOM,
Ha UMA KOTOPOro BbIAAHO pe-

rUCTpauuoHHoe  ygocToge-
peHue (B pepakuuu:
«CaHotm Mactep CA,
Dparumn»);

—HOMep perucTpaunoHHoro
yAocToBepeHus (B8 pepak-

Luu: «PerucrpayuonHoe
yAocTosepeHue: Nncp-
005121/08»):
— WTpUX-KOA;
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HavumeHoBaHua («MEHTAKCKM®»), npucsoeHHoro pas-
paboTYMKOM, W OOLLENPUHATOrO HaMMEHOBaHWA, W3No-
WEHHOro B cKoBkax nNocne KpaTkoro TOProBoro HavMeHo-
BaHWA («BaKUWHa ANA NPOdUnaKTuku audTepum u ctont-
HAKa ancopbupoBaHHas, KOKMWa auenninspHas, no-
NWOMUENWUTA UHAKTUBUPOBAHHAA U WHMEKUWH, Bbi3biBae-
Mbix Haemophilus influenzae Tun b, KOHbIOTUPOBaHHAAY).

—para npou3BoACTBa KOM-
nnekra (8 pepakunu: «Mpo-
n3B..»),

— HOMep Cepuu ynakoBaHHOw
cycneHauu (B pepakuuu: «Ce-
pUs:» KCyCM.:»),

— HOMEP CEepvy ynakoBaHHoro

nuodmnusaTta (B pepakuuun:

«Cepusi:» «nuod..»);

- HOMep cepuu komnnekTa (8

peaakuuu: «Cepusa.»

«KOMNN.:»)

— jJaTa OKOHYaHua Ccpoka

roAHOCTU KOoMNnekTa (B pe-

pakuuu: «FoaeH Ao:»).

Ha nauky, copepxatlyio dna-

KOH W LUMPWL C 3aKkpenfneHHon

Urnon, AONONHUTENBHO HaHe-

CEeH TemaTU4ecKuit pucyHok

(kOHTYpHOE nsobpaxexue

LinpuLa ¢ 3aKkpennexHon ur-

now 1 pnaxoHa).

[loNONHUTENbHO  HaHeceHb!

TEXHUYEeCcKue Npowu3BOA-

cTBEeHHble/TUnorpadckme

BHYTPEHHUE KOAbl: rpaduye-

ckue, uucneHHole, OykseH-

Hble. [ONONHWUTENBHO nadka

KapTOHHas OCHalleHa KOH-

TPONEM NepBoro BCKPbITUSA.

[JononHuTENbHO  HaHeceHa

UHGopMaLmMs  Ans  MOHWTO-

pUHra ABWKEHUA NeKapcTBeH-

HbIX NpenapaTos OT NPOU3BO-

AUTEns A0 KOHeYHOoro novpe-

Butens.

Ha nauke KapTOHHOW Aonon-

HUTENbHO YKa3aHbl:

«YnakoBLLMK (BTOPUYHEA

ynakoska) W BbiMyCKaoLWui

KOHTPOSb Ka4ecTsa'», HasBa-

HWe W appec KOMMnaHWu-BTO-

PUYHOrO yNakoBLWKa, ero no-

roTun B Buge rpacuyeckoro
aneMmeHTa n Hagnueu
«HAHONEK».

* ToOproBoe HaumeHoBaHWe
neKkapCTBEHHOro npenapata
COCTOUT U3 KpaTKoro 3aperu-
CTPUPOBAHHOMO ~ TOProBOro
HaumeHoBaHus («MEHTAK-
CUM®»), NpUCBOEHHOTO pas-

paBoTyukom, ¥ obLienpuHa-
TOr0 HauMeHOBaHWsa, W3no-
WEHHOro B cKkobkax nocne
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HaumeHoBaHue
nokasarenst

MeToabi

Hopmbl
UCNbITaHUA P

PesynbTaThl
UCNbITaHUA

KpaTKoro TOprosorc Haume-
HoBaHus  («BakuwHa Ans
npodunakTvkiu audrepun un
ctonBHsika agcopbuposaH-
Has, KoKMwwa auennionap-
Hasa, nonvoMuenuTa UHaKTu-
BUpPOBaHHas W WHMEKLMNA,
Bbi3blBaeMbIx Haemophilus
influenzae TN b, KOHbIOTU-
poBaHHas»).

TpaHcnopTuposa-
Hue

Mpu Temnepatype oT 2 fo 8° C. He 3amopaxusarb

XpaHeHue

XpaHuTb npu TemnepaTtype oT 2 Ao 8 °C B 3alULLIEHHOM OT CBETa MecTe.

He 3amopaxuearb

Cpok rogHocTH

Jlnocbunusara - 3 roga,
Cycnexsuu — 3 roga.

J[laTa OKOHUYaHWs Cpoka rofHOCTU KOMMNIeKTa (nuodunnsara Ans NpuroToBNEHWs CycneH-
3UM AN BHYTPUMBILLEYHOTO BBEAEHUS B KOMMNIEKTe C CyCneHsven Ans BHyTPUMbILIEY-
HOrO BBEAEHWSA) ONpeaensieTcs no AaTe OKOHYaHUA CpokKa rogHOCTY TOr0 KOMMOHEHTA, Y

KOTOPOro OHa HacTynaeT paHblue.

[lata okoH4YaHus cpoka rogHOCTV KOMNNEKTa yKa3biBaeTCa Ha navyke KapTOHHOﬁ v Ha 3Tu-
KETKE Ka)KOoro n3 KOMNOHEeHTOB, nrBOo TONbKO Ha Nayke KapTOHHON.
[aroi OKOHYaHWa Cpoka roAHOCTU SBNAEeTCH nocnegHnin AeHb Mecsua, YKasaHHoro Ha

yNaKkoBKe.

Mpumevarus: Z

3AKINKOYEHUE:

[MpenapaTt MeHTakcum® (BakuuHa ans npodunakTuku audrepuu u ctonbHaka agcopbupo-
BaHHas, KOKMWa auennonsapHas, novomMuennuta MHaKTMBMPOBaHHaA U WH-
¢hekumir, BbisbiBaeMbix Haemophilus influenzae Tun b, KOHBHOIrMpoBaHHas), NMUMo-
¢hunu3aT Ans NPUroTOBNEHUA CyCMeH3uu Ansi BHYTPUMBbIWEYHOro BBeAEHUs 1
[03a, B KOMIMJIEKTE C CyCNeH3nen Ansi BHYTPUMbILWEYHOro BBeASHUA 0,5 mn

HaumeHoeaHue npenapara
YOA781M NICP-005121/08-241121

(X3D73/X3D99) TpeboBaHUAM (Uam. Ne 1, 2, 3)

cepus CooTaeTcTayeT / He COOTBETCTBYET Homep HopMaTUBHOro AOKYMEHTa
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