PA3SPEIIEHUE
Ha BBOJ| B TpXIaHCKui 000poT B Poccuiickoii @exepanyy cepyu Wiy napTuu
npousBeneHHOro B Poccuiickoii @enepamyu uiny BBo3uMoro B Poccuiickyro ®enepanuio

MMMYHOOHOJIOrMYECKOro JIEKApCTBEHHOTO IIperapara
Ne P006-00110-77/01674803 ot 27.12.2024

Beigano O6mecTBy ¢ orpaHudeHHO# oTBeTcTBeHHOCTHIO "Hanonek", Poccus, 127055, r. Mocksa,
yi. byteipckuii Ban, 1. 68/70, ctp. 1, stax 2, nom. I, komu. 23-37, MTHH: 7701917006.
(HauMeHOBaHHWe FOPUAMIECKOro JINNA, Fopuandeckuii anpec, MTHH)
®enepanbHas cay:xba no HaA30py B cdepe 3MPaABOOXPAHEHHS] HA 0CHOBAHMH 3aKJII0YEHHS
MockoBcko#i UcTbITaTeNnEHOM TabopaTopul KOHTPOJIS KauecTBa JIEKapCTBEHHHIX cpencts OIBY
"MUMIIOYAOCMIT" Poc3npaBuagzopa
(HauMeHOBaHMe (eIepaTbHOTO TOCY JAPCTBEHHOIO GIOKETHOIO yUPesKICHIs)
or 25.12.2024 Ne _1807/IK-11/24 pa3pemaer BBoA B rpakaancKuii 06opor
(mara) (1Homep)

B Poccmiickoii ®egepanun HMMYHOOHO0JJOrHYECKOr0 JIEKAPCTBEHHOIO MpenapaTa
Ienraxcum® (BaxuuHa 1ist mpoGUIAKTHKE JUTEPHH U CTONGHSKA afgcopOupoBaHHas,
KOKJIIOIIA aleJUTIOJIAPHAs, TOJIMOMHUENNTAa NHAKTUBIPOBAaHHAA U MHGEKIIMIA, BEI3EIBAEMBbIX
Haemophilus influenzae tun b, koHbIOrupoBannas)

(ToproBoe HaMMEHOBAHHE)
Baknuna ans npodmiaktiky qudrepun, CToNOHAKA, KOKIIOMA, TOJIAOMHUEIINTA U UHEKITHiA,
BhI3bIBaeMbIX Haemophilus influenzae T b
(MexIyHApOHOE HEMATEHTOBAHHOE HAMMEHOBAaHHUE (IPYIIMPOBOYHOE MM XMMUIECKOE)

MHOGUIU3AT ISl IPUTOTOBIEHHS CYCIIEH3MH sl BHYTPUMBbIIIeYHoro BBeaenus (1 103a) —

axonst (1 mT.) - MaYKK KAPTOHHEIE /B KOMILIEKTE C CyCIIEH3Hel IS BHYTPHMBIIEIHOTO
BBeZeHus (mmpur) 0.5 ma-1 mr., urioa- lmr./

(dopma BBITyCKa (C yKa3aHHEM JIEKapCTBEHHOM HOPMBI, 103UPOBKH, GACOBKH) M KOTHYECTBO B YIIaKOBKe)
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(HOMED cepun)

(i &
rogen xo 31.12.2025 , 2 (74,{4:53?5%2 7 :)
(cpox rogHOCTH) W\ 2\ ‘5/?)) =)t
npoussoacTBa Canodu Ilacrep C.A., ®pannus, 1541, avenue Marcel Memeuy,\égggp, \\a\rg[xy
I'Etoile, France (mpomsBogurens roroBoit JI® (cycnensus, nmaodummsar), neﬁﬁl@@;@“ﬁi yn@i)ng’Ka
(Jmo¢unusar)); Parc Industriel d'Incarville, 27100 Val de Reuil, France (meppudsas-yiaKoBKa
(cycnensus)); OOmecTBa ¢ OrpaHMYeHHOM OTBETCTBeHHOCTHIO "Hamomex" (OOO "Hamonex"),
Poceust, Kuposckas obnacts, OpuueBckuil MyHHUMOANbHBIN paiioH, JIEBHHCKOe TrOpOACKOe
nocenenue, buomenuuuuckuii xommiexc HAHOJIEK Tteppuropus (BTOpUYHAs YHAKOBKA,
BBIILY CKaIOIIM KOHTPOJIb Ka4eCTBA).
(HauMeHOBaHME ¥ aJ[pec IPOU3BOAUTEI (C YKA3aHUEM CTaauii IIPOM3BOJICTBA)

Perucrpannonnoe ynocroBepenne Ne JICP-005121/08 ot 01.07.2008.
HAepkaTens peructpaunonnore ynocrosepenus Carnodu Ilacrep C.A., ®pannus, 14 Espace
Henry Vallee, 69007 Lyon, France.
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(HauMeHOBaHUe, aapec)

#. NOKYMEHT ITOJIMCAH
OJIEKTPOHHOU ITOAIINCHIO
3 aMeCTHUTEND PyK OBOJUTEIIS Cepruduxar 4D2A31B276219F4023 A19E251474DFD4
Baagenen ITapxomenxo Jmutpitii BeeBosaonosnu I[.B " HapXOMeHKO
PocsnpaBHamopa Jleiictautenen ¢ 18.04.2024 mo 12.07.2025




f/“*: 3anuchb 1139

; ‘ Kop: 3M-M03-03-001
HAHOAEK MACMOPT KAYECTBA
Ne 40000032558 Bepcus: 8
: BnaHk 2

Menmakcum® (8akyuHa Ons npoghunakmuku Ougpmepuu u cmonbHsika adcopbupoesaHHas,
KOKMIowa ayesuTioNapHas, nosuoMuenuma UHaKmusupoeaHHasl U UHgekyull, ebi3bieaeMbix
Haemophilus influenzae mun b, KOHbIO2UPOBaHHas), NUOhUNU3am Ofisi PU20MOBIIEHUS] CYC-
neH3uu OnA eHympuMblweYHo20 eeedeHus 1 o3a, @ KOMINekme ¢ cycrieHauel Ons eHympu-
Mblwe4Hozo eeedeHus 0,5 mn

MexpyHapoaHoe
HenaTeHToBaHHOe BakuuHa ans npodunakrtuku gudptepun, ctonbHska, KoKroLla,
HauMeHOBaHWe NEKapCTBEHHOro nonuoMm1enuTa u nHekUni, BbidbiBaembix Haemophilus influ-
npenapara enzae Tun b
Homep cepun (obimin) YOA551M

Barkuuna Ons npochunakmuku ougmepuu BaxuyuHa 0ns npoghunakmuxu uHpexyul,
H :l:n mcﬂ:nf::;?mnz%%%’fuﬁgs52;?: 8 w’i‘?} a' eblgbisaembix  Haemophilus  influenzae

oMep cepun UHAKMUSUDOBBHHES mun b, KOHBIO2UPOBEHHAA
X3B05 X1B39
Konuuyecrso ynakoBoK B cepum 103 664 TN
[aTa npouaBoAcTBa 03.01.2023 ] 7 2808.2028;, \
FopeH #o 31.12.2025// & N2\
PerucTpaumoHHoe YA0CTOBepeHIe ~ NCP-005121108 [ /llas.  \ 20
=) WAL g [FEY - |t
HanmeHoBaHue cybcTaHLmm Z Al o'\ ' Uzm))} =i
Cepusi cyBCTaHLMK Z \%\s NY/A
MpouseoguTens cyBeTaHLnm Z NS4
MenbITaHWsA BbINOMHEHS! MO NICP-005121/08-241121 (Uam'Ne 1,/23) ="
HaumeHoBaHue MeTtoabl H obMH PesynbTraTthbl
nokasarensi - UCMbITAHUSA UcnbLITaHUA

I. BakyuHa dns npocpunakmuku Ougpmepuu u cmonbHsaka adcopbuposaHHas, Kokmowa auennonapHas, no-
fIUOMUENIUMa UHaKmueuposaHHas (cycrieHsus ona eHympumbiweuHozo seedeHus 0,5 mn (1 dosa), npedeapu-
MmenibHO 3anoNHeHHbIe WnpUybl)

. Benoeatoro useta MyTHaa | benosatoro uBeTa MyTHas
OnucaHue BusyanbHbii ,
i y cycneHsus cycneHsust

MoanuHHOCTL

- BUcTEPMiHBI B BakLmHe fomxeH obHapysxu-

SHBTORSHH Mertop, JlloMuHeke BaTbca OWdTEpUrHbIN aHa- MopTeepxaeHa
TOKCUH .

. B BakyuHe forkeH obHapyxu-

- C YHb "

aHaIg::S:: FHb MeToga JTlomuHeke BaTbCHA CTONOHAYHbLIA aHaToK- MoaTeepxaeHa
CUH

- (punameHTo3HbIA B BakuwHe [oMmKHbI oOHapy-

reMarrnmioTuHuH " xupaTtbCsi  hunameHTosHbIR

o TO WHe G pui|
KOKNIOWHBIA  aHa- Mol SRmmHeK remMarrftoTUHUH U KOKMIOLLHbIA NoATRsRIRRAY
TOKCUH aHaTOKCUH
B BaKuHe fJomkeH oBHapyKu-
- BUpYCbl MONVOMK- ,
4 OMA | Meton MiomuHeke BaTbCA  WMHAKTMBUPOBAHHBLIN MopTBepKaeHa

envra Tun
nuraTha 1,213 BUPYC Nonuomuenura tuna 3

BakuuHa pormkHa csofBogHo | BakumHa cBoBOJHO MpoXo-

MpoxoaumocTs ro Pd npoxogutb depea wurny Ne | aut yepes ursy Ne 0840 (gua-

vyepes urny. : 0840 (auameTp yacTul He Bo- | meTp 4YacTul He Gonee
nee 0,8 mm) 0,8 MMm)

CegUMeHTauuoH- BuayanbHblii :

Hast ycToMunsocTs | (I PO) He meHee 3 MUH Bonee 3 MuH

oH MoTeHUnomMeTPUHECKUA OT6,8.807,8 72

(E® unn I'd Po)




3anuck ’ 2139
ol - Koa: 3M-1103-03-001
HAHOAEK MACMOPT KAYECTBA
Ne 40000032558 Bepcusn: 8
Bnauk 2
HaumeHoBaHue | - MeTogl HobMb - Pesynbrarhbl
nokasarens uenbiTaHus P : ' UenbiTaHua
Wsenekaempiit pasuMeTpuyeckuit , .
oBbB1 (E® wnit [ Pb) He menee 0,5 mn CooTtBetcrayer
3 , KX Or 20 wmkn/gosa po e
2-theHokcuaTaHoN (E® unm [ Pob) | 3,0 wenlnosa 2,4 mkn/gosa
, .| KomnnekcoHomeTpuye-
AnOMUHMIA cKoe TUTpoBaHue 325 Mr(/)’zoosa mr/aosa '.qo 0,30 Mr/posa
(E® nnn F'dPd) ' A
Cd B-coveTanui ¢ kono-
dopmanbaerny Eahen;mg:sg;g:ﬂug ei’; Ot 4 mkr/gosa fo 15 mkr/nosa 9 mkr/po3a
E®unu ['d PO :
, XpOMOreHHbIiA  KuHeTK-
Bakrepuanshie veckuii. metog (E® unu MeHee 100 EQ/no3a MeHee 100 EQ/nosa
SHAOTOKCUHBI [ Pb) :
MeTos  memBpaHHoil _
CrepuntHOCTL dunsTpaumu E’_?:"‘:J:SH ol AOIKHA  GbiTh CrepunbHa
(ED unu Fd Po) i
Cneuuduyeckas : — | BakumHa  gonxHa  6biTh
6830NACHOCT Buvonoruveckuii meton GesonacHoil BesonacHa
TuTp aHTuren k gudbtepuit-
HOMY TOKCUHY:
. - C , Ans 1 UMMYHW3aUUM He Me-
MMMqureHHOCT" MeToa oaHoepemeHHol | Hee 150 OE/mMn ,
apcopbupoeaHHoro 2 - 302 OE/mn
AMaTEpUitHoro OLleHKn NMMYHOFEHHO- | ANs 2 UMMYHU3aLWi He Me- (AN 1 uMmyHU3aLUM)
SHaTICHHa cT(Ha ocHoBaumn E®) - | Hee 174 OE/mn R :
N Ana 3 uMmyHusauuil He me-
Hee 186 OE/Mn
CTONGHAYHOMY TOKCHHY:
4ans 1 MMMyHUsaUMK He Me-
MMMYHOreHHOCTD. . ‘ . | Hee 91 OE/mn -
apcopbuposaHHoro g/le;:"f:q o.q:s;pﬁgn;moomg AN 2 UMMYHU3aLUMiAi He Me- 437 OE/mn
cTonbHsYHOro aHa- c;lm (Ha OCH OBzHMM Ed>) Hee 119 OE/mn (ans 1 uMmyHU3aLMK)
TOKCUHA ' AnA 3 UMMYyHWU3aUWi He Me-
Hee 134 OE/mn ;
TuTp anTiren k KT:
ans 1 uMmyHusaumn He we-
VMmyHoreHHoOCTb Hea g4 OF/mn

MeTon ofHOBPEMEHHON | ANs 2 UMMYHU3aLMA He Me-
OLEHKN MNMMYHOreHHo- | Hee 106 OE/Mn
cTU (Ha-ocHoBaHuw E®) | ans 3 ummMyHMsaumi He Me-
Hee 117 OE/mn

KOKMIOWHOro:  KOM-
NoHeHTa:  "KOKNIoLL-
HbIll @aHaTOKCUH

1556 OE/mn
(Ansa 1 nMMyHusaLum)

Tutp aHTuTen k OTA:
ana 1 uMmyHusauum He me-

WmmyHoreHHOCTb :
o A w . . | Hee 136 OE/mn
TopLHere | Yom- | Meron oancmpemerHoll | o7 nsaLwl He me- 297 OE/mn
NOHEeHTa: duna- | OLEHKN UMMYHOreHHo~ | : ,

5 _ . | Hee 167 OE/mn (ans 1 ummyHW3aLmK)
MEHTO3HbI re- | cTu (Ha ocHoBaHuu Ed) AN 3 VUMMYRU3ALMA He Me-
MarrnioTUHWH '

Hee 168 OE/mn




f‘\j 3anucb 3us 9
v Koa: 3M-1103-03-001
HAHONER NACINOPT KAYECTBA
Ne 40000032558 Bepcus: 8
BnaHk 2
HaumeHoBaHue MeToabl HoBIES Pesynbrathi
nokasarensi ucnbITaHUsl P UCNLITaHUSA

Tun 1 - ot 20 E[l/po3a po

43Elposa - : 20 Elinrse
D-aHtured Bupyca | Mertog UPA Tun 2 — ot 5 E[l/posa fo 6 Efl/nosa
nonMoMuenuTa (E® vunm ['d PO) 9 Ell/nosa A

Tun 3 - ot 17 E[/posa go 25 Ell/nosa

36 Ell/no3a

Il. BakyuHa Ona npoghunakmuku uHghexkyud, ebiabieaemblx Haemophilus influenzae mun b, KoHbKzUPOSaHHAS
(nuogbunusam Ons NpU20MOoBNeHUs CYCNeH3uu

0ns 8HymMpUMbIWEYHO20 88edeHus, 1 0o3a, hnakoHbl)

Onucanue BusyansHbI Benuin roMoreHHbln | Bensii roMOreHHbI#
nwocdunusara (E®) nuodunusar nuotpunusar
Onuca BOCCTa- <
" oar?e::c?ro e p;i- BusyanbHblit BecuserHas, npospayHas | becuseTtHas,  npospaqHas
TBOpa (E®) XWUAKOCTb XKUOKOCTb
Bpemsi o
DACTBOPEHNS XpoHoMeTpUieckuii He 6onee 20 ¢ MeHee 20 ¢
MoanuHHoCTb
BakuuHa npu  B3aumopel-
CTBUU C MOHOCMEUNhUIecKoi
aHTUCLIBOPOTKO B rene
- nonvcaxapua AOIMXKHa faeaTb NUHUIO npe-
Haemopbhilus x{iT?égxsz%lgﬁ?y LMNUTALMN, CIMBAIOLLYIOCS C MoaTeepxkneHa
influenzae Tun b NUHWER npeuunuTauun cTaH-
faprtHoro obpasia KoHbom-
poBaHHON  BakuuHbl  Hae-
mophilus influenzae Tvn b
BakuuHa npu B3aumopeit-
CTBUW C MOHOCNELNuIecKon
aHTUCBIBOPOTKON B rene
JOrKHa AaeaThb JMHMIO Mpe-
} " _ | unmnutauuy, cnusarowyiocs ¢
aﬁ;ggf:::nbm xlinéq)wmyﬁg%”g;@y NVHWeR npeunnuTauum craH- MoaTeepxaeHa
AapTHoro obpasla KOHbHru-
poBaHHON  BakLUWHbl  Hae-
mophilus influenzae Tun b, co-
aepxallen CTONBHSAMHbINA
aHaTOKCUH
MpoapayHocTs BusyanbeHbIf BoccraHoBrneHHas  BakuuHa | BoccTaHoBneHHas BakuuHa
(Fe PP) forkHa BbiTb NpospavHol npospavHasi
LiBeTHOCTb BusyanbHblii BoccravosneHnHast  BakuuHa | BoccTaHoBneHHas BakuuHa
(' Po) AomkHa 6biTh GecuBeTHOI 6ecugeTHasn
Buanmble mMexaHu- | BusyanbHbiii El?nnpguhaﬂ::ii _— O%iﬁi’?””;fg;f_ Buaumbie MexaHu4yeckune
yeckue skmoveHusa | (Mp Po) STHOBETE BKITIOYEHUS OTCYTCTBYIOT
MoTeHumnomeTpU4ecKuin
pH (E® nnm b Po) Or6,5807,5 7.2
Kpunockonuyeckuin ’
MNANb Hee 2 b
OcMonsAnLHOCTh (E® wnm [ PO) He meHee 200 MOcMonb/Kr 407 mOcmonb/Kr
KynoHomeTtpuveckoe
UTpOB eTo
Boaa o L L -SSRy He Gonee 3,0 % 0,9 %

K. duwepa (E® unun I'd
P®)




3anuck 4139
‘ ‘ | Kon: 311-103-03-001
MACIMOPT KAYECTBA
Ne 40000032558 | Bepeus: 8
BnaHk 2
HaumeHoBaHue MeTtoakl T— PesynbTrathi
nokasarens , McnbiTaHua P UcnbITaHuA
Co, moauduluposan-
, Hblif MeTog YeHa, ocHo- | OT 0,67  mkr/gosa 1o Lo
boagiop BaHHbIA Ha E®,.uan I'd | 1,01 mkr/gosa 0,78 mkr/nosa
P
: . MNonspumeTpuyeckuii Or 31,9 wmr/oosa po ,
Caxaposa (E® wu [d PO) 53,1 wr/nosa 42,2 prigoza
Monuncaxapug ; .
Haemophilus: PacyeTHeIl MeTop, OT 8 MKr/go3a o 12 MKr/gosa 9 MKr/gosa
influenzae Tun.b .
" BOKX B coveraHuu ¢
CeobogHbiii
ynbTpaueHTpudyrupo- MeHee 13,5 % 9,7 %
HankcRxapia BaHneM (E® unu I'd Po)
XPOMOreHHbI  KUHeTU-
BakrepuansHbie yeckuit Tect (MeTog D), He Gonee 50 E/no03a MeHee 50 E/gosa
BHAOTOKCHHbI (E it ) Po)
v - Mero,q' MemOpaHHO# | o, . e
CTepurnbHOCTh duneTpayun  (E®  nnu Eﬁ;‘;::i oit HonawE:  DHE CrepunsHa

e Po)

lll. BoccmarosnerHas eakyuHa dns npogunakmuky ugpmepuu u cmonGHsKa adcopbuposaHHas, Kokalouia
auennionspHas, nonuomuenuma UHaKmusupoeaHHas U UHpekyull, ebiableaemblx. Haemophilus influenzae mun
b, KOHbIOBUPOGAHHES (CYCnEH3Us Onsl BHYMPUMBILEYHO20 8sederus, 0,5 mn, 1 dosa)

Onucanue

BuayanbHsblii

CGycneHaua 6enosaroro
LBETa, Npu OTCTauBaHun pas-
nensiollascs Ha BeclBeTHYIO

- |uakocte ¢ oBpasoraHueM

Gernoro  ocapka, KOTOPLIN
nerxko pecycneHaupyercs
BCTPAXMBAHWEM '

CycneHaus Genosaroro
LBeTa, Npn oTcTansaHumn pas-
densiowasnca Ha GecLBeTHyto

HKULOKOCTE C© ob‘paaoBaHMeM

Genoro. ocapka, KoTopblii
Nerko pecycneHaupyeTcs
BCTPAXMBAHUEM

MpospauHocTs

‘Bma‘yanbﬁbm
(Fe Po),

" | Hapocago4Has

HOmKHa BbILePKUBaTL Cpas-
HeHe ¢ aTanoHom |

KNOKOCTD

HanocanouHas XuakocTs Bbl-
AepxuBeaeT cpaBHeHUe ¢ aTa-
noHom |

LiseTHoCTb

BuayanbHblil
(rope) -

HapocapouHas . xuakooTb
AOMKHA BhIAEPKMBATL CpaB-

" | HeHWe ¢ aTanoHom Be

Hagocapo4Has »uaKocTk Bbl-
AepuBaeT cpaBHeHue ¢ aTa-
noxHom Be




3anuck 5un39
Kog: 3IM-103-03-001
NACMOPT KAUECTBA
Ne 40000032558 Bepcus: 8
BnaHk 2
HaumeHoBaHue MeTogbl HobMisl PesynbTathl
nokasarens UcnbiTaHugd P UCnbITaHUA
MNepBUUYHas yniaKoBKa MepBuyHan ynakoBka
Mo opHoit Aose nuodunuaaTa Bo dnakoHe us crekna | Mo opHon pAose nmocpunu-
1 Tuna ($.CLUA) BMECTUMOCTbBIO 3 MI1, KOTOPbIA YKynopu- | 3aTa BO thnakoHe w3 crekna 1
BalOT PE3UHOBOI NPOGKONA, U3roTOBNEHHOM 13 xnopByTn- |Tuna ($.CLUA) BmecTumo-
NOBOrO 31acCTOMEPa W 3aKaTbIBAKT aNOMUHUEBbLIM KOSI- | CThIO 3 MJ1, KOTOpbIW yKyno-
NaykoM, MOKPLITIM CHAPYXU NakoM U CHabXeHHbIM OT- | peH pe3nHoBoW NPOGKOW, u3-
PbIBHOM NONUNPONUIEHOBOI Kpbieykol Tuna «flip-offy. | roToBneHHow us xnopGyTurno-
Mo 0,5 mn (1 fo3a) cycneHsuu B LUNpULE (C 3aKpenneHHo | Boro anactomepa v 3akaraH
urnoit unu 6es) (E®) BmecTuMOCTbiO 1 MM U3 CTEKNna | anioMUHUEBbIM  KOJMNa4kom,
1 Tuna (®. CLUA) ¢ nopwHem Xnop6yTunosbiM, Ui Gpom- | NOKPLITEIM CHapyXu I1akoM u
ByTynoBbIM. cHabXeHHbIM OTPbIBHOW MO-
Mo 1 cnakoHy ¥ no 1 WnpuLy B 3aKPbITYK AYEHKOBYIO | IMNPONUNEHOBON  Kpbilley-
yriakosky (M3T/MBX). Ecnu WnpuLl He MMeET 3akpernen- | Kol Tuna «flip-off».
HOV MIMbl, TO B YNaKoBKy BKagbiBaioT 2 otaernbHble cTe- | Mo 0,5 mn (1 fosa) cycneHauy
PUSIbHBIE UrIbL. B wWnpuue (c 3akpenneHHo
YnraKkoeka BropuyHas ynakoBka urnoit) (E®) BMecTUMOCTBIO 1
Mo 1 A4eitKoBON YAKOBKE B MHAMBWAYAmNbHYIO KAPTOHHYIO | Mn w3 cTekna 1 Tuna (&.
nauky ¢ MHCTpYKUMEN NO NpUMEHEHUIo CLUA) ¢ nopliHem xnopbyTu-
noBbIM U GpoMBYTUNOBBIM.
Mo 1 chnakoHy 1 no 1 wnpuy
B 3aKpbITYIO syeiikosyto yna-
kosky (MAT/MBX).
BropuyHaa ynakoBska
Mo 1 A4elkoBOW ynakoske B
UHOMBULYanNbHON KapTOHHOW
nayke ¢ MHCTpyKumnei no npu-
MEHEHUIO.
Ha 3TMKeTKe WNpuua ¢ CycneH3ued YKasbIBaoT: Ha sywkerke Wnpaua o
— 0BLWENpPUHATOS HaUMEHOBaHUE KOMMOHEHTa; cycneHsuen ykasanbl.
— «ans MEHTAKCAM®: —obLenpuHsToe }-.IaMMeHO-
— [J03UPOBKY, 06bem, KoNW4ecTso 403 B OAHOM LnpuLe RRHUE: RORIOHAITA, &
(8 pepakumu: «1 wnpuy — 0,5 M — 1 fosax); = «ans MEHTAKCUM®;
— CNOCOB MPUMEHEHNS; - fosnposka, obvem, konu-
- npepynpesuTenbHYo Haanncb «CM. MHCTPYKLWIO.»; | frijoe (,qaos " ZK M%Hi“;'
— NOroTWMN KOMMaHWW MPOW3BOAUTENA FOTOBOW nekap- LUﬂp Ll_ A aiidind
. puy — 0,5 mn — 1 fosan);
cTBeHHOl thopmbl «CaHodu Mactep» B BUAC HAANMCH | _ oo oe b e ouna:
natuHckumu Bykesamu (B pepakumm: «Sanofi Pasteur»); P '
— [laTy NpouaBoACTBa (B peaaxuuu: «Ipouss..»); ;:pﬁﬁg:peﬂgﬁnw:: p——
Mapkuposka — HOMep cepun pactacoBaHHON cycneHauu (B pepak- umﬂw.»; | Py

uuu: «Cepust:»);

~ Aaty OKOHYaHWsi cpoka ropHocTn! (B pegakumm «l“o-
OeH Jo:»).

JononHuTensHo MoryT ObiTb HaHeCeHbl TeXHudeckue
NPOWU3BOACTBEHHbIE/TUNOrPpaCKe BHYTPEHHWE KOAbl:
rpacuyeckue, YUCneHHbIe, OyKBEeHHbIE.

Ha aTukeTke dhnakoHa ¢ nModunn3aToM YKasbiBaloT:
— OBLLENPUHATOE HAaUMEHOBaHUE KOMMNOHEHTa;

— «ans NEHTAKCUM®»,

— AO3MPOBKY, KOSIMYECTBO A03 B OJIHOM chriakoHe (B pe-
Jakuuy: «1 donakoH — 1 gosar);

—fI0roTN KOMNaHUM NPOous-
BOAWUTENA rOTOBOW nekap-
cTBEHHOI dhopMbl «CaHodu
Mactep» B BUAE Haanucu
natuHckumu Byksamu (B pe-
nakuuu: «Sanofi Pasteury);
—A\aTa NpouseoAcTsa (B pe-
Jakuuu: «Mpouss..»);
—Homep cepun paccaco-
BaHHOIA CycreHsuu (B pefak-
uumn: «Cepusi:»);
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- €nocod npUMeHEHUs;

— NpeaynpeanTenbHyIo Hagnueh «GM, UHCTPYKLWIO,»,

— JIOrOTUN KOMMaHWM NPOU3BOLUTENS rOTOBOW nekap-
CTBEHHO dopmbl «CaHodu Macteps B Buae Hapnveu
natuHekvumu Gykeamu (B peaakiim: «Sanofi Pasteurs);

- AaTy Npon3BoacTBa (B. penakLuu: «Mpouss.;»);

— HOMep cepuu pacgacosaHHoro nuodunusara (8 pe-
Aakuum: «Cepusi»),

- Aa)Ty OKOHYaHKA cpoka rogHocTH? (B pegakumn: «FofneH
o

.D.ononereano MOryT BbITb HaHeCeHbl TexHWuecKkne
NPOU3BOACTBEHHbIE/TUNOrPadICKNie BHYTPEHHUE KOAbI:
rpathuyeckue, meneHHbsle, GyKkBeHHbIe.

Ha nauke KapTOHHOM YKa3bIBAIOT:
— TOProBoe HauMeHOBaHWe NeKkapCcTBEHHOro npenapara

(c npeaynpeauTensHoii Mapkuposkon ®); *
- COKpalleHHoe Toprosoe HammeHosaHme (B pe,qaxumw
«MEHTAKCUM®»);

— TpYnnnupoBoYHoe HauMeHoBaHE,;

— HaUMEHOBaHNe: NEKAPCTBEHHON hopMbI, BKIIOHaLee

€nocod npuMeHeHus:;

— KOnn4ecTBo 03 B Nayke KapTOHHOW;

— KONM4ecTBO (hNakoHOB U LWUNPULIEB B Na4ke KapTOHHOW
(Ans navek, cogepxalimx 1 nakoH u 1 wnpuy ¢ sakpen-
neHHol urnof, B8 peaakumu: «1 dnakoH + 1 wnpuy ¢ sa-

| KpenneHHoit urnoity; Ans navek, copepxatymx. 1 dnakoH

u 1 wnpuy 6es urnbl B KOMMNEKTe ¢ OBYMS OTASNbHBIMW
vrnamu, B peflakuun: «1.cpnakoH + 1 wnpuy + 2 otaens-
Hble urnbly);

= noroTun komnaHuu «CaHodu Nacrep» B BUAE rpadm-
HECKOro 3neMeHTa U Haanucen naTuHekumn Gykesamu (B
pepakummn: «SANOF| PASTEURY);

- cocras 1 Aoskl cycneHamn u 1 nossbl nuochunmnsara ¢
ykasaHueMm HauMeHOBaHWIA 1 KONMYecTB AeNCTBYIWUX
BELLECTB 1 NepeyHa BCNOMOraTenbHbIX BELLEETB;

— YCnoBusi XxpaHeuus;

— npepynpeauTensHble Haanuew: «fns gereiy, «Xpa-

HUTb B HEAOCTYNHOM ANsA fetel mecre.s, «Mepea npu-

MeHeHemMm BHUMaTensHo 03HaKOMUTBLEA C© MHGTp"YKLlVIeﬁ
Mo MEeAULIMHCKOMY NPUMEHeHWIo.», «OGTaTKN HEUCHOsb-
30BaHHON BaKUWHbLI MU MefuLUHCKUE OTXOAL! AOMKHbI
ObiTb YHAUTOXEHBI (YTUNIM3NPOBAHLI) B COOTBETCTBUN C
HauroHanbHbIMU TpeGoBaHnamu. », «CTepUnbHO. »;

— YCNoBUA OTnycKa;

— HauMeHOBaH1e W CTpaHy NpousBO[UTENs, SBMSioLLe-
rocst ¥ KPUAUYECKUM NULIOM; HE UMS KOTOPOro BhiaaHo
perucTpauuoHHoe  ygocToBepeHWe (B peaakuuu:
«CaHotpu Macrep C.A., OpaHuus»);

— HOMep perucTpaloHHOro yA0CTOBEepeHUs (B pedak-
Lum: «PerucTpaunoHHoe yRocToBepeHue:
J'ICP -005121/08);

~ WITPUX-KOL;

- pary npomsso.qcnaa komrnexra® (8 penakuuu: «Mpo-
n3B.:»);

—-para OKOHYaHUs CpoKa
FOAHOCTY KOMMIeKTa (B pe-
bakuuu: «FoneH ao;»).
[lononHuTensHo HaHeceHs
TEeXHUYeckue npownssop-
cTBEHHbIe/TUNOrpacckue
BHYTpeHHWe Kopbl: rpacuye-
ckue, JucneHHule, BGykBeH-
Hble.,

Ha stukerke chnakoHa ¢
nuotnnusaTom vkasaHbl:
—0oBLEeNpUHATOE HauUMeHo-
BaHWe KOMNOHEHTA;

~«ana MEHTAKCUM®»;
—[03/pOBKa,  KONWYECTBo
£l03 B-0gHOM. tbnakoHe (B pe-
pakuum: «1 dnakoH - 1
Aosan),

~noco6 npuMeHeHust;

~npeaynpeauTerbHas
Hagnucb  «CM.  MHCTpYyK-
M0, ;

—NOroTUN KOMNaHWM Npomns-
BOAWTENsI rOTOBOI nekap-
cTBeHHOM copmbl «CaHodu
Mactep» B BUAE HaAMUCH
natuHekumu Gykeamu (B pe-
Aakuuu: «Sanofi Pasteurs);
- Aara npoussojcTea (B pe-
Aakuun: «lpouss..»);
~Homep cepuu pacdaco-
BaHHoro rvocunuzata (8
pepakuun: «Cepus:y),

— JaTa -0KOHYaHUsA cpoka rog-
HOCTY KoMMnexTa

(B pegakuuu: «FofeH Jo:»).
[JononHurensHo HaHeceHsb!
TexHu4eckue nponssog-
CTBEHHbIe/TUNOrpadckme
BHYTPEHHUE Koak!: rpacuye-
ckve, uucrnieHHsle, OykeeH-
Hble,

Ha nayke kapToOHHOIiA yka-
3aHbl

—TOproBoe HawMeHoBaHme
NekapcTeeHHOro npenapara
(c:npepynpenuTenbHO# Map-
Kuposkoi ®);*
—CoKpalleHHOe  ‘ToproBoe
HanmeHoBaHWe (B peaakLmu:
«MEHTAKCUM®y);
—rpynnMpoBoYHOE HanmMeHo-
BaHue;
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~ HOMEp CEepuu YnakoBaHHOW CycneHaun (B pepakuuu: | —HaumeHosaHue nekap-

«Cepus cycn.:»);

— HOMep cepun YnakoBaHHOro nuochunusara (8 pegax—
uun: «Cepusa nuod.:»);

— HOMEp Cepuu KOMMiekTa
KOMIIL.:»);

— AiaTy OKOHYaHWUsA cpoka rofHOCTU KOMMNNeKTa* (8 penak-
uuu: «FofneH po:»).

[Mpumeyarue: ,
' laTa oKkoHYaHUA cpoka rogHOCTY KOMMNeKTa unu aata
OKOHYaHWS CPoKa rogHOCTMN CYyCNEH3NN.

2 [laTa OKOH4YaHMsi CPOKa rOAHOCTY KOMMNeKTa unu ,ana
OKOHYaHWs cpoka rogHoOCcTH nuochunusara.

3 [arta npoussoacTsa Kommnekra (nuocunusara ans
NPUrOTOBIIEHUA CYCTEH3UN ANS BHYTPUMBILLEYHOTO BBE-
[leHUs B KOMINEKTe C CycrneHawel Ans BHYTPUMbILEY-
HOro BBELEHUS) ONpeaensAeTcs No gare npov3BoLCTBa
TOrO KOMMOHEHTA, KOTOpbI BbiN NPOU3BEAEH paHbLLe.

4 [laTa OKOHYaHWS Cpoka FOAHOCTU KoMNnekTa (nuodu-
nusara Ansi npuroTOBNEHUA CYCneH3uu Ans BHYTPUMbI-
LLIEYHOro BBEAECHUS B KOMMIEKTE C CyCneHanel Ans BHYT-
PUMBILLEYHOrO BBELEHUA) ONpeaenseTcs no Aare OKOH-
YaHUs CpoKa rogHOCTM TOro KOMMOHEHTA, Y KOTOPOro OHa
HacTynaeT paHblle W yka3blBaeTCs Ha Nayke KapTOHHOM
1 Ha 3TUKETKE KaXIOro U3 KOMMNOHEHTOB,

(8 pepakuun: «Cepus

L

Ha nauky, cogepxaluyto nakoH W LNpUL C 3aKkpenneH-
HOW WITOW, AONONHUTENbHO HaHOCUTCS TeMaTuuecKuii
PUCYHOK (KOHTYpHOE u3oBpakeHue LWnpuLia c 3aakpenneH-
HO vrnoi n donakoHay).

[ononHuTensHo MoryT GbiTb HaHeCeHbl TexXHUYeckue
NpousBOACTBEHHbIE/TUNOrpathckue BHYTPEHHUE KOAbI:
rpacuyeckne, YucnexHole, GykseHHbie. [JononHuUTensHo
nayka KapToHHas ocHalljeHa KOHTPOJIEM MEepBOro BCKPbI-
™S,

HononHutensHo MoxeT BbiTb HaHeceHa WHgopmauus
NS MOHUTOPUHra ABWXKEHUS NeKkapcTBeHHLIX npenapa-
TOB OT NPOU3BOAUTENS A0 KOHEYHOTo noTpeburtens.
JornonHutensHo MoxeT BbITb NpeaycMoTpeHa 3aluTHas
Haknelka Ha OBHOW CTOPOHE Na4ykv KAPTOHHOW.

Mpu_ynakoske (BTOPWUYHOW YMNaKOBKE) U BbINyCKAOLIEM

KOHTpone kavectBa npeanpustuem 000 «HaHonek»,
Poccusi, HA nadke KapTOHHOW AONONHWUTENbHO YKasbl-
BaOT.

Homep cepun komnnekta B pe,qammm «Cepusi»,
KKOMINN.:», HOMEpP Cepuu cycneHsuun B pegakuun. «Ce-
pusi:», €CYCM.;», HOMep cepun nuodunusara B pefakumm
«Cepusii», «nmodb.:», «YnakoBluMK (BTOpPUYHas yna-
KOBKa) U BbIMYCKAIOLLMIA KOHTPOMb KavecTsa:», HassaHue
1 agpec KoMNaHun-BTOPUYHOTO YNaKoBLLMKA, €ro NoroTun
B BUAe rpaduyeckoro anemeHTa v Hagnuen «HAHO-
ﬂEK»

Toproeoe HanMeHoBaHue NeKapCTBEHHOro npenapara
COCTOWUT M3 KpaTKoro 3apervcTpupoBaHHOrC TOProsoro

CTBEHHOW (DOPMbI, BKMHOYE-
oLee cnocob npUMeHeHus;
—KOMUYECTBO 03 B rnauke
KapTOHHOW;

—KONMWUYecTBO (hNAaKoHOB |
LUMpYLIEB B Navke KAapTOHHO
(B pegakumu: «1 dnakoH + 1
LWNpUL C 3aKpenneHHow ur-
now»);

~ NOroTvn KomnaHuu
«CaHotpu Tactep» B BUAE
rpacuyeckoro anemeHTa u
Hagnucy naTtuHcKUMK Oyk-
BaMu (B peaakuuu:
«SANOFI PASTEURY);
—cocTtas 1 [o3sbl cycrneHsum
u 1 posbl nuodhunuaarta ¢
ykasaHueM HaumeHoBaHWi u
KOrnuyecTs  AeNCTBYOLLMX
BELLECTB U NepeyHsi BCNoMo-
raTenbHbIX BELLECTB;

— YCINOBUS XpaHEHWS,

- npegynpeanTenHele
Hagnucw: «[ns  gerveity,
«XpaHuTb B HEAOCTYNHOM
ans geren mecre.», «lepep
NpUMEHeHUeM BHUMATENLHO
O3HaKOMUTBCH C  WHCTPYK-
Liuei no MeguuuHCKomy npu-
MeHeHu.», «OcTaTku Heuc-
Nnonb3oBaHHON BaKUWHLI Unun
MeauuMHCKne oTX0Abl
DOMKHbI BbiTh YHUYTOXEHb!
(yTUnusuMposaHhkl) B COOTBET-
CTBMA C HauWoHanbHLIMU
TpeboBaHUAMU. », «Cre-
PUITBHO. »,

— YCNoBUA OTnyCKa;
—HauMmeHoBaHne U cTpaHa
npoussoauTens, sBnstoLe-
rocs ¥ IOPUAVYECKUM NTULIOM,
Ha UMS KOTOPOro BblfaHo pe-

rUcTpaunoHHoe  ypocrose-
peHue (B peaakumu:
«CaHocpu Mactep C.A,
$paHuma»);

—HOMEpP perucTpauvoHHoro
yhocToBepeHus (B pepak-

Luu; «PerucTpaunonHoe
YAOCTOBEPEHWE: JICP-
005121/08»);
— LWUTPUX-KOZ,;
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HanmeHoBaHua («MEHTAKCUM®»), npucBoeHHoro pas-
paboT4MKOM, 1 OBLIENPUHATOFO HaWMEHOBaHWS, M3NO-
XEHHOro B ckoBkax nocne KpaTkoro TOProsoro HaumeHo-
BaHKUA («BakUWHAa ANs NpodunakTukv andrepun u cronb-
HAKa agcopOuposanHas, Koknowa auennionapHas, no-
nvomuenuTa UHaKTMBUPOBAHHAA W VH(eKUWli, BbisbiBae-
Mbix Haemophilus.influenzae Tun b, KOHbIOrUPOBAHHARAY).

—fata Npou3BOACTEa KOM-
nnekta (B pegakuuu: «lpo-
U3B..»);

~ HOMEp cepuu ynakopaHHou
cycneHsum (B pegakumm: «Ce-
YA «CYCH.:»);

— Homep.cepum ynakoBaHHoro
nnodunusata (B8 pepakuum:
«Cepust:y «nuod,:»);

~ HOMep cepun. komnnekra (B
penaxuum: «Cepusti:»
KKOMMIT.:»)

— paTa OKOHYaHWs cpoka
roAHoOcTW komnnekra (B pe-
fakunu: «"oaeH [o:»).

Ha nauky, copepxallyto dna-
KOH W WripyL ¢ 3aKpenneHHoM
Urnoit, AONONHUTENbHO HaHe-
CEH. TemaTuveckmii pucyHok
(koHTYpHOE®  M30BpaxeHue
wnpuua ¢ 3akpenneHHon ur-
noit u nakoHa).
JononHUTENbHO  HaHeCeHsb!
TexHuyeck1e nponssoa-
CTBEHHbIe/TUNOrpacdckue
BHYTPEHHVe Kopbl: rpacuve-
ckue, uJncneHHbie, BykeeH-
Hble, JononHuTensHo navka
KapToHHadA ocHalieHa KoH-
TPONEM nepBoro BCKPLITUSA.
JononHutensHo  HaHeceHa
WHcbopmauma Ana  MOHUTO-
PUHra ABUXEHUS NeKapcTBeH-
HbIX Npenaparos:-oT NPou3Bo-
[UTENa [0 KOHEYHOro noTpe-
BuTens.

Ha nauke kapToHHOW fonon-
HUTenbHO ykasaHbl.
«YnakoBluuk  (BTOPUYHASR
ynakoska) u BbINycKaloLLuiA
KOHTPOsb KavecTea:», Hassa-
HWe W afpec KOoMMaHUN-BTO-
PUYHOroYNaKoBLYWKa, ero no-
roTun B BuAe rpacuyeckoro
anemeHTa ] Haanuen
«HAHOJIEK».

* ToproBoe HauMeHoBaHUe
flekapcTBEHHOro npenapara
COCTOWT W3 KPaTKOro 3aperu-
CTPUPOBAHHOrO  TOProBoOro
HaumeHoBaHus. («MEHTAK-
CUM®»), npucBOEHHOrO pas-
‘paboTymkom, W obLyenpuHs-
TOro0 HauMeHoBaHWA, Wano-

| eHHoro B cKOBKaxX mocne
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KpaTKoro TOpProBoro Haume-
HOBaHUS  («BakuuHa 4ne
npothunaxkTukn audrepun u
cTonbHsika apcopbuposaH-
Hasi, KoKnLa auennionsap-
Hasg, NoNUoOMUEenuTa UHaKTu-
BUPOBaHHasa W UWHpeKUui,
Bbi3blBaeMblX Haemophilus
influenzae TN b, KOHbIOrK-
poBaHHasy).

:Szncnopmposa- Mpy Temnepatype ot 2 Ao 8° C. He 3amopaxusars
Xpeeue XpaHuTb npu Temnepatype ot 2 Ao 8 °C B 3alUMLLEHHOM OT CBETa MECTE.

He samopaxwusaTb

Jinocpunusara - 3 roga,

CycneHauu — 3 roga. v

[ara oKkoH4aHWs CPOKa FOAHOCTY KOMNNEKTa (MModUNU3aTa ANsi NPUrOTOBNEHMUS CyCneH-
31K ANA BHYTPUMBbILLEYHOTO BBEAEHUA B KOMIEKTE C CyCrneH3uel Ans BHYTPUMbILLEY-
HOro BBE/|EHUS1) ONpeenseTcs no faTe OKOHYaHUA CPOKa FOAHOCTU TOTO KOMMOHEHTA, Y
KOTOPOro OHa HacTynaeT paHblue. '

Fara okoHYaHMA CPoKa roAHOCTY KOMMIEKTa YKa3biBAETCS Ha Nauke KapTOHHOM U Ha aTH-
KeTKe Kaxoro U3 KOMMNOHEHTOB, TMB0 TONbKO Ha Navke KapTOHHOM.

Hartoil okoH4YaHWs cpoka rofHOCTU SBNAETCS NOCNEAHWA AeHb Mecsla, YKa3aHHOro Ha

Cpok rogHocTH

ynaKkoske. .
Mpumevanuns: Z
SAKIMKOMEHMUE:
MNpenapar MenTakcum® (BakuuHa ans npodunakrukn andrepun U ctonbHska agcopbupo-

BaHHas, KOKMowWwa auennionsapHas, noriMoMuenuTa WHaKTUBUPOBAHHAS W WH-
thekumii, BuisbiBaeMbix Haemophilus influenzae Tun b, KOHBLIOrupoBaHHas), nuo-
thunusar aAns NpUroToBNEHUs! CYCNEH3UM ANA BHYTPUMBIWEYHOro BBeaeHUs 1
0033, B KOMMNJIEKTe C CyCrneH3uen Ansi BHYTPUMbILLIEYHOro BBeAeHUS 0,5 mn

HaumeHosarue npenapara

YO0A551M JICP-005121/08-241121
(X3B05/X1B39) (N3m, Ne 1, 2, 3)
cepus Homep HopMaTuBHOrO AoKyMeHTd

K 2. L074

fara

HavanbHuk OKK
HomkHocTs




