MUHUCTEPCTBO 3/IPABOOXPAHEHUS POCCUNCKONU OEJIEPALIMA

WMHCTPYKIIUA
10 NPUMEHEHHIO JICKapCTBEHHOIO pernapara Juis MEAUIIMHCKOI O IIPUMEHEHU S
MOJIUMHUJIEKC®

Perncrpaumonnsiii HoMep:

Toprosoe nazpauue npenapara: IOJIUMUJIEKC®

Bakuwnna st npounakTHKY MOJTHOMHUEIMTAa HHAaKTHBHPOBAaHHAs
MexayHapoaHOe HeNATCHTOBAHHOE HWJ/IH TPYNNHPOBOYHOE HAHMEHOBAHHE:
BaKLMHA 14 NPOGHIAKTUKY ITOTHOMHUETHTA

JlekapcrBennasi ¢opma: CycneH3us Ul BHYTPHUMBILIEUHOIO M MOJKOKHOTO
BBE/IEHUS

XapakTepHcTHKa npenapara: MnpejcTaBisieT co00i CyCrneH3ui BUPYCOB
noJiMoMuenuTa THIoB 1, 2 u 3, KyJbTUBUPOBaHHBIX Ha KieToyHoH auHuu VERO,
OYMILEHHBIX U 3aTeM HHAKTUBUPOBAHHBIX (POPMaNIbAETHIOM.

Cocras Ha oany ao3y (0,5 ma):

Kommnonenr Koaunueerso

aKmueHvlli KOMNOHEHM.

BHUPYC MOJTHOMHEIUTA TUII | 40 EJ1 D-anturena
BUPYC MMOJIMOMUEIUTA TUIT 2 8 EJl D-anTurena
BUPYC MOJMOMHEIUTA TUII 3 32 E/] D-anturena

6CNOMO2cAMe/IbHble 6eyecmaed.

2-(heHOKCHATAHOI 2,5 mr

dopmanbaeruj 0,0125 mr

Hatpuii-pocdartnsit 6ydep
0,1 M, pH 7, conepxarmmii:

Hatpus Gocdar ABy3aMeLIeHHbIH AUrHIpaT 0,43 mr

HaTpus GocdaT oJHO3aMEILEHHbII MOHOTHAPAT 0,22 mr




KOHLIEHTPUPOBAHHAS KUJAKOCTb JIsl pa3BeJIeHusl,
coJeprkarias:

HaTPHS XJIOPU] 2,96 mr
KaJlUsl XJIOPHJ 0,16 mr
Maruus cynbdar renraruapar 0,08 mr
(eHOI0BbIH KpacHHbIi 0,008 mr
KaJIbLHA XJIOPUA AUTHAPAT 0,08 mr
BOJ1a /U1 HHBEKUHH no 0,5 mn

Onucaunmne:

[Ipo3paynas 0T OpaHKEeBOrO-JKEJITOrO JI0 OPAHKEBO-KPACHOTO 1IBETA KH/KOCTD.

®apmakorepanesruyeckasi rpynna: MUBIT — sakuuna

Koa ATX: JO7BF03

HmMmyHoOI0rHYecKHe CBOMCTBA

[Tpumenenue Bakuuuel MOJIUMUJIEKC® y yenoseka Bbi3biBaeT 00paszoBaHue

aHTUTE]l U HUMMYHOJIOrHYecKoi mnamsaTtu. [IpumeHeHne BTOpOH 103bl BaKIMHbBI

BBI3bIBAET BTOPHYHYIO PEaKIMIO, XapaKTepu3yeMyl ObICTPbIM YBeJIHYeHHEM

YPOBHEH aHTHTEJI, YTO YKa3blBAET HA CYLIECTBOBAHHE HMMYHOJIOTHYECKON ITAMSITH.

Iloka3zanusi K NPHMEHEHHIO

AKTHBHas UMMYHHM3aLHs B LEJISX NPODUIAKTHKH [TOJTHOMHE/IUTA.

IlpornBonoka3sanus

- Tsxenas peaxkuus Ha Ipe/uecTBylollee BBE/IEHHE BaKLMHBI
IMNOJIMMHUIJIEKC®,

- HM3BecTHas runep4yyBCTBHTEIBHOCTH K OJHOMY HIIH HECKOJIBKHM KOMITOHEHTaM
BakUuHbl [TIOJIMMUJIEKC®.

- 3abosieBanue, CONPOBOXKAAIOMIEECS JHXOPAIKOH, 0CTPoe MHMDEKIMOHHOE I
XpoHHUecKoe 3a00/1eBaHue B cTainK obocTpeHnst. BakunHaiuio npoBoasT yepes
2-4 HejenM mocje BBI3JOPOBICHHS WJIM B IEPHOJl PEKOHBAJICCLEHLHMH MWK
pemuccnu. Ilpu Hetskensix OPBU, ocTpbix KulleuHbIX 3a60J€BaHMAX M JIp.

[IPUBHBKH IIPOBOJAT Cpaszy IMocjie HopMaJinu3aluuu TeMIIepaTyps.l,




Cunbnas peaxkuus (temneparypa Bbiie 40 °C, OTeKk M rumepeMHs B MecTe
BBEJIEHHS CBBILIE 8 CM B JMAMETPE) UM OC/IOKHEHUE Ha TIpe/Iblayliee BBeIeHHE

rnpenapara.

OcoOble yKazanus H Mepbl PeJOCTOPOKHOCTH

Karteropuuecku 3anperaercs BHYTPUBEHHOE BBEJIeHHE BaKLMHBbI
INOJIMMHJIEKC®.

Y NOJAPOCTKOB M B3POCIBIX T0CTE BaKIMHALUK BO3MOXKHO 0OMOpOYHOE
cocrossHie. OOBIYHO OHO BO3HHUKAET Cpa3y TMOC/ie BaKIWHALMKA M MOMKET
COIMPOBOXK/IAThCs TOIIHOTOH U pBOTON. B ciyuae, eciin oOMOpouHOE COCTOsIHHE
BO3HMKAJIO 10C/Ie NpeAblaylieil BaKIMHALKU, 1100 10 UM BO BpeMs BBEJICHHS
BaKLMHBI €CTh €r0 NPU3HAKH, TO BAKLIMHALIUIO CJICYeT MPOBOAUTD B MOJIOKCHUH
ManyveHTa CUIst Uu Jiexa.

Y4HUThIBas BO3MOXKHOCTb PA3BUTHS AJUIEPrHYECKUX peakiuii HeMeJIeHHOro
THIIA, MECTa NPOBEJICHHS NPUBHBOK NOJUKHBI ObITh O0ecredyeHbl CpejicTBaMH
MPOTHBOILIOKOBOW TeparuHu.

Jlua, wHHUUMpOBaHHBIE BUpycOoM HMMyHOjaebuuuTa uenoeka (BUY), ¢
CHUMIITOMHOH U OECCHMMNTOMHOW CTajueil, JOKHbI ObITh MMMYHHU3MPOBAHbI
BakiHoH I[TOJIMMHJIEKC® B cooTBeTcTBHM ¢ HalMoHaIbHBIM KalleH 1apem
NpO(HIAKTUUECKUX TPUBHBOK.

Bo3mokHO, 4TO He yJacTCs NONYYHTh OXHIACMbIH HMMYHHBIH OTBET Yy
TALUCHTOB C BPOXKIACHHBIMH HJIM IPHOOPETEHHBIMH UMMYHHBIMH HAPYIICHUSIMH.
[loTeHUHANbHBIA PUCK Ppa3sBUTHS aAIHOd M HEOOXOJAUMOCTh MOHHMTOPHHIA
AbIXaHusi B TedeHHe 48-72 4YacoB CclleAyeT YUYHUTHIBATL MPH MPOBEJEHUH
MEepBUYHOrO Kypca MMMYHHM3alWH Y HEIOHOLUEHHbIX J€Tei, pOJMBIIMXCS Ha
Cpoke 28 HeJleNb U paHee, B 0COOCHHOCTH, Yy MMEIOIINX B aHAMHE3€ MPU3HAKH
He3pesloH JibIXxaTenbHOW cucTeMbl. [loCKONBKY mMosib3a UMMYHM3alMU ATOM
TPYIIBI JIeT€H BbICOKA, BaKIIMHALMIO HE CIEAYyeT OTKIAAbIBATH HIIH CYHTATH

IIPOTHBOITOKA3aHHOM.

[IpumeHenne npu GepeMeHHOCTH H B MEPHOX I'PYAHOI0 BCKAPMJIHBAHHS



JlaHHple BakUMHAUMK Yy OONBIIOrO KoJWYecTBAa OepeMeHHBIX IKEHUIMH He
MOKa3bIBalOT MoO0UYHBIX 3()(HEKTOB BaKLMHBI MPOTHB TMOJIMOMHENINTA HA TeYeHHEe
OepeMEeHHOCTH WIIM 3/10pOBbe 171012 (HOBOPOXK/AeHHOr0). OIHAKO BaKLIMHY MIPOTHUB
MOJIMOMHUEJIHTA CJIEAYET MPUMEHATh B MepHojl OepeMeHHOCTH TOJILKO MPH SIBHOM
pHCcKe HHOEKLHH.

BakuuHy npoTHB [OJMOMHENIMTA MOKHO [PHUMEHSATb B TMEPUOJA TPYAHOTO
BCKapMJIMBaHHS.

Cnocob npuMeHeHus U 103b1

O0bem oaHOM m03bI cocraBisier 0,5 M BakUMHBI KAk Ui JeTed, TaKk W Jyis
B3pOCJIbIX. BakuyHa BBOAUTCA MOAKOKHO MIIM BHYTPUMBIILICYHO.

Y Jjered B Bo3pacTe 10 2-X JIeT BBEACHHE BaKUMHBI OCYLICCTBIAIOT B
BEPXHEHAPYKHYI0 NOBEPXHOCTh CpeiHel yacTu Oejpa.

Y nereit crapume 2-x JeT, NOAPOCTKOB H B3pPOC/BIX BBEJEHHE BaKLIMHBI
ocyulecTBiasercs B 00J1acTh Je1bTOBHHON MBIIILIBI.

[Tepen BBeneHuem mnpenapara HeoO0X0aAMMO YOeIUTHCS, YTO HIVIa HE Torajga B
KPOBEHOCHBIH COCYI.

Bakiuna He 10/1KHA HCTIONIB30BATHCS B ClIy4yae U3MEHEHHs €€ BHEIIHEro BU/IA.
IIpy HCenoab30BAHHH MHOr01030BOro (hiakoHa cpasy nocje ero BCKPbITHS
BIHIIHTE 1aTy B COOTBETCTBYIOLIEE N0J1e HAa dTHKeTKe (1akona. [lociie orGopa
Ka’K/10# /103bl cTaBbTe OTMETKY (X Hau V) Ha duiakoHe B noJie «Bsenennbie
A03bD».

HMcnonb3oBanne MHAKTUBUPOBaHHBIX BakuuH (Briovas MOJJUMHUJIEKC®) u
JKMBBIX BAaKUMH JUIS BakUMHALMH MPOTHUB TOJHOMHEIUTA pPeriiaMeHTHPYEeTCs
HanuoHnanbHeIM KaaeHAapeM npodHIaKTHYeCKUX IIPHBUBOK.

BakiuHauus npoTuB MOJTHOMHEINTA TPOBOJUTCS BAKUMHOW VIS MPOQHIaKTHKHU
MoJIMOMHeNIMTa (MHAKTHBHPOBAHHOW) BCeM JieTsAM B Bo3pacte 3 M 4,5 Mmecsua.
Tperbs BakuMHALMA W TOCHEYIOIME PEeBAKLUMHALMH TPOTHB [OJMOMHEIHNTA
NMPOBOAATCA ACTAM BAKLUHHOMU U1 NMPOQHIAKTHKH MOTHOMHUENNUTA (SKUBOK ).
BakunHauuio u nocseayomlyto peBakuuHanuo geteid ¢ BUU-undexuueii, nerei,

pOXAEHHBIX OT Mmarepeit ¢ BUY-undexuueit, nereil, HaxoaslMxcs B JoOMax
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pebeHKa, MPOBOAAT WHAKTHBUPOBAHHBIMH BaKLMHAMH JUIS [POQUIAKTHKH
nomiomuenura (Bkmoyas [OJIUMHUIIEKC®) B cOOTBETCTBHH C BO3PACTOM H
HHTEpBallaMH  MeXK/ly BakUMHALMAMM M pPEeBaKUWHALMAMH, YKa3aHHBIMH B
HaumonansHoMm KasneHaape npohuiakTHYeCKHX NMPUBUBOK (BakLuHauus 3; 4,5; 6
MecsleB, peBakuuHauus 18; 20 mec. u 14 ner).

[lpu npumeHeHHH KUBOH BAKLMHBI IS MPOQHUIAKTHKH MOJHOMUETUTA CIIELYeT
PYKOBOJICTBOBATLCSA MHCTPYKLUEH 110 €€ MPUMEHEHHIO.

ITobounoe aeiicTBHe

[lo nanueiM BeemupHoii opranusaumnu 3apaBooxpanenus (BO3) HexenarenbHble
3G dexT  KnaccMUUHUPOBAHBI B COOTBETCTBMH C MX 4acTOTON pa3sBHTHs
clieyroium o0pa3zom: oueHb yacTo (>1/10), wacto (>1/100 u <1/10), ne uacto (>1/1
000 u <1/100), peaxo (=1/10 000 u <1/1 000), ouens peaxo (>1/10000, Bxirouas
otaenbHele cimydau). Kareropuu uactorsl ObutM chopMHpOBaHBI Ha OCHOBAHUH
KJIMHAYECKUX UCCJICIOBAHMH Tperapara 1 oCTPerucTpalliOHHOrO HaO IO AeHHU.
Hannvie KiuHuYeckux ucciedosanuil

O6u¢ue HAPYUICHUA U peaKyuu

Ouenb yacmo: 6eCOKOHCTBO, Pa3ApaKHTEIbHOCTD, CyO(peOpHIIbHAs TMXOPaIKA.
Hacmo: runepemus u GO0JE3HEHHOCTh B MECTE HHBEKLHMH, HHOUILTPAT B MeCTe
MHBEKIMH, HEJAOMOraHHWe, Iulay, COHJIMBOCTb, CHIKEHHE AallleTHTa, CbIb Ha
KOKHBIX ITOKPOBAX, Kallleb.

[Tokasarenu GesonacHoctu Bakuuisl MOJUMHUJIEKC® B xoje KIMHUYECKHX
HCClIeJOBaHUM pa3iuyainch y MAlMEeHTOB pa3HbIX BO3pPAacTOB.
Bolienepeyncientple  peakuuy, 3a HCKIIOYEHHEM OO/IE3HEHHOCTH B MeCTe
MHDBEKLMH, ObIJIM XapaKTePHBI TOIBKO [UTs MJIaJIEHLIEB B BO3pacTe OT 3 /10 6 MecsLIeB.
3aperucTpupoBaHHble peakunu Ha Beeaenue BakuuHbl [TOJJUMUJIEKC® 6biu
CJ1adO0# CTENEeHM BBIPAKEHHOCTH, KPATKOBPEMEHHBIMH M HCYE3alM B TeueHue |-3

JTHEH.
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Kpome Toro, BBHly OJHOBPEMEHHOI'O BBEJIEHHMs JAPYrMX BakLMH C BaKLMHOMH
IMNOJIMMUNJIEKC® Henb3st yCTaHOBUTH TOUYHYIO TIPHYHUHHO-CIIEJICTBEHHYIO CBSI3b
MEJK/1y [0SIBJI€HUEM HeXKeJlaTelbHbIX SBJIEHUH U IPUMEHEeHUeM BaKLIMHBI.
Jlannvie nocmpezucmpayuonnozo Hab.1100eHuA

Huxxe npuBeneHsl JdaHHBIE TPH KOMMEPYECKOM IPUMEHEHWH IIpernapara 3a
npeaenamu Poccuiickoit denepaumm.

Mecmmvie u cucmemuoie peaxkyuu

Peoko: OTE€HHOCTDb, ITIOKPACHCHHC, 0ONIE3HEHHOCTh B MeCTe WUHBEKIIHH, JINXOpaJaKa.

Co CMopoHbl H@DBHOZ? cucmemsl

Quenv pedxo: NONHHENHpONaTHS.

Co CMOPOHBL ObIXAMENLHOU CUCINEMbL.

ANHOY y HEJOHOLUEHHBIX JeTell (poauBlIMecs Ha cpoke <28 Heaensb
OepeMeHHOCTH ).

BpisiBlIeHHBIE peakuud Ha BBeJCHME BaKIMHBI ObUIM  ciaboil  cTerneHu
BbIPAKEHHOCTH, KpPATKOBPEMEHHBIMH M UCYE3alld B TeueHue 1-3 qHeil.
IlepenosupoBka

Cnyuyau nepe1o3upoBKH He 3aperHCTPHPOBAHBI.

BszaumoneiicTBHe ¢ APYrHMH JIEKAPCTBEHHBIMH CPeJICTBAMM

Bakuuna [MOJUMHJIIEKC® wMokeT BBOAWUTHCS OJHOBPEMEHHO C JPYIMMH
BakuMHaMKu HauwoHansHOro Kanenjaapsi mpouIakTHYeCKUX MPHBUBOK B Pa3HbIE
y4acTky Tena (3a uckmoyenueMm BakuuH BLDK u BIDK-M).

Bakuuny Henb3si cMelIMBaTH B OJHOM INMNPHIE € JPYTMMM BaKUMHAMU WU
JIEKapCTBEHHBIMHU IIpernapaTami.

Biusinme Ha cnocoOHOCTH yNpaBJsiTh TPAHCHOPTHBIMH CpPEICTBAMH H
3AHHMATHCS IPYTHMH NOTEHUHAJIBHO ONNACHBIMH BHIAMH JIeSITeJIbHOCTH
Brusune  pakuwnbl  [IOJIMMMUJIEKC® Ha  cnocoGHOCTE  ynpabisTh
TPAHCIOPTHBIMH CPEJICTBAMH U 3aHUMAThCS APYTHMH TMOTEHIUHAIBHO OINAaCHBIMH
BHJIAMH JIeATEIbHOCTH He U3y4aslocCh.

®opma BbINyCKa H YNIAKOBKA




[To omnoit  goze  (0,5wmn) npenapara Bo  duiakoH  OeclBETHOrO
CHJIMKOHU3MPOBAHHOIO HEUTpajbHOrO0 CTeKJa TI'MIPOJMTHYEeCKOoro kiacca |
BMECTUMOCTBIO 2,0 M1,  3aKpbITbli  0€3/1aTeKCHOH  CHMJIMKOHM3WPOBAHHOMN
OpoMOYTHIIOBOH  pe3uHOBOM  TpPOOKOM W @JIIOMHHMEBOM  KPBILIKOH ¢
nosunponuieHoBo# flip-off kpbikoi.

[To I min 10 dnakonos no 0,5 M1 B nauky KapTOHHYIO BMECTE ¢ HHCTPYKLHEH 1O
IPUMEHEHHIO.

[To nsaTe 103 (2,5 Mi1) npenapata Bo ¢uiakoH OECLBETHONO CHIMKOHH3HPOBAHHOIO
HEHTPAJIbHOrO CTEKJIa TIMApoNUTHYecKoro kiacca | Bmectumocthio 4,0 M,
3aKpbITbIA  0€3/1aTeKCHOW CUIMKOHU3UPOBAHHOM OpoMOYTHIIOBOH pe3HHOBOMH
NpoOKOH M alTlOMMHUEBOH KPBILUKOH ¢ monumnponuieHoBoit flip-off kpeimkoi.

[To I nim 10 dnakonos no 2,5 M1 B nauky KapTOHHYIO BMECTE ¢ MHCTPYKIIMEH 1O
MPUMEHEHHIO.

YeioBus XpaHeHus

B 3ammiiensom ot ceta Mecrte npu temnepatype ot 2 1o 8 °C.

He 3amopaxuBats.

XPpaHUTh B HEJOCTYITHOM JUIs JIETE€H MecCTe.

[Ipenapat, noaseprimics 3aMopakuBaHUIO, MOUIEKHUT YHHUTOKEHHIO,

Ye10BHSI TPAHCNIOPTHPOBAHHS

Tpancnopruposats npu TeMnepatype ot 2 10 8 °C B 3aLUHIICHHOM OT CBETA MECTE.
He 3amopaxuBars.

[Ipenapar, noaBepriuuiics: 3aMopakMBaHMUIO, MMOJUIEKHT YHUUTOKEHHUIO.

YeaoBus oTnycka

J1s ynakoBKkH, cogep:kanieii 1 durakon ¢ oanoii xo3oii (0,5 mu):

OtnyckaroT 1o peuenty.

st ynakoBkH, cogep:kameii 10 ¢puiaxonos ¢ oauoi 1030 (0,5 mu); 1 wam 10
(h1akoHOB ¢ MATHIO 103amu (2,5 mir):

Jlist ieueOHO-NpOdUIaKTHYECKHX YUPEKICHHI.

Cpok roanocru

3 roxa.



He INIPAUMEHSATD IIpernapar 1o HCTEYCHHWHU CpOKa roAHOCTH, YKAa3aHHOI'O Ha YITaKOBKE.

IIponseoaurenn

buntxosen buonomxuxans b.B., Hunepnaumasl

Antonie van Leeuwenhoeklaan 9-13

3721 MA Bilthoven

The Netherlands

PacoBHK (MepBHYHAS YIIAKOBKA)

bunrxosen buonomxuxans b.B., Hunepnan i

Antonie van Leeuwenhoeklaan 9-13

3721 MA Bilthoven

The Netherlands

YnakoBumuk (BTopHyHas (MoTpedHTEILCKAS) YIAKOBKA)
bunrxosen buonomkukans b.B., Hunepnausl

Antonie van Leeuwenhoeklaan 9-13

3721 MA Bilthoven

The Netherlands

HITH

000 «Hanonek»

Poccus 612079, Kuposckas 06:1., OpuueBckuii paioH, nrr. JIeBUHIBI,
buomennuunckuit kommiaexke «HAHOJIEK»

Beinyckaommi KOHTPOJIbL KauecTsa

bunrxosen buonomxukans b.B., Huzepranap

HJIH

000 «Hanonek»

Poccus 612079, Kuposckas 06:1., OpudeBckuit paiion, nrr. JIeBHHIbI,
buomeanuunckuii kommieke « HAHOJIEK»

Opuanyeckoe MO, HA HMS  KOTOPOr0 BbIAAHO PErHCTPALHOHHOE
yY10CTOBEpeHHe:

000 «Hanonek»

127035, r. Mocksa, Byteipckuit Bain, nom 68/70, ctp.1,




Ten.: +7 (495) 648-26-87

Pexknamanmun Ha KauyecTBO Mpenapara M pa3sBHTHE NOCTBAKIHHAIBHBIX
OCJIOKHEHHH HANIPABJISITh:

DenepanbHas cnyx06a no Hagzopy B chepe 3apaBooxpaneHus (Poczapasuaazop)
109074, Mocksa, CnasaHckas ., 4, ctp. |

Ten.: +7 (499) 578-01-31

DnexTpoHHbIH aapec: pharm(@roszdravnadzor.ru

W/Wim

00O «Hanonek»

127055, r. Mocksa, Byteipckuii Bain, nom 68/70, ctp. 1,
Tesl.: +7 (495) 648-26-87, 106. 101

DNIeKTPOHHBIN ajapec: gmp@nanolek.ru P T I

MeuumHCKUi qupexTop

00O HAHOIJIEK

L

: yk/ 0.1. Moxos




