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WHCTPYKLMA
N0 NPUMEHEHWIO NeKapCTBEHHOTO NpenapaTa ANA MeAULUHCKOrO NPUMEHEHWA
NONUMMUAEKC®

PaLMOHHBIH p: IN-003979

Toprosoe HassaHue npenapara: NONIMMMUIEKC®

BaKuWHa AN NPoPUAGKTHKM NONTMOMUENUTE MHAKTMBMPOBaHHAR

MexayHapoaHOe Henar WAM rpynnup BaKuMHa ANA NpodUNaKTUKK NONMOMHUENNTA

NexapcTeeHHan popma: CYCNEHIUA ANA BHYTPUMBILIEYHOTO U NOAKOMHOTO BB AEHUA

XapaKTepuCTHKa npenapara: npeAcTasnneT coboi cycneHsunio BUPYycos NOAWOMUENWTa TUNoB 1, 2 1 3, KYNbTUBHPOBAHHbIX Ha KNETOYHOW NMHUK
VERO, OUMLLEHHBIX U 33TEM WHAKTUBUPOBaHHbLIX GOPManbAErHA0M.

Cocras Ha ogHy po3y (0,5 mn):

P,
Per

KomnoHeHT | Koauyectso
aKMUBHbIL KOMNOHeHm:
BMpYC NOAMOMMENUTa TUN 1 40 EQ D-aHTHreHa
BMPYC NOAWOMMENWUTA TUN 2 8 E/l D-anTureHa
BUPYC NOAUOMMUENUTa TUN 3 32 EQy D-anTurena
BCMOMO2GMENLHbIE BEWECMBA:
2-(peHOKCUITaHON 2,5 mr
$popmansaerna 0,0125 mr
HaTpuii-docdaTHblit Bydep 0,1 M, pH 7, coaepmaimi:
HaTpua docdaT ABy3aMELLEHHBIW aUrnapar 0,43 mr
HaTpua Gochart ogHO3aMeLLeHHBIA MOHOTMAPAT 0,22 mr
KOHUEHTPUPOBAHHAA KUAKOCTb ANA Pa3sBEAEHMA, COALPKALLAA:
HaTPHA Xnopua 2,96 mr
Kanua xnopua 0,16 mr
mardua cynsdart rentarngpat 0,08 mr
(GeHONOBbIA KPacHbIA 0,008 mr
KanblUua XN0pwua avruapar 0,08 mr
BOAA3 ANA UHBbEKL KA a0 0,5 mn

Onucanue:
npoapaunau OT OPaHXEeBO-XKenToro A0 OpaHXeBo-KpacHOro UBETAa MHUAKOCTb.
Kas rpynna: MMBIN — sakunHa

Kop, ATX: JG?BFDB

MmmyHonorM4Yeckue cBoicTsa

NpumeHerne BakuuHb NONMMMUNEKC® y yenoseka BbidniBaeT 06pa3oBaHWE AHTUTEN M UMMYHONOTHYECKOR NamMATH. [pUMeHeHue BTOPO# A03bI

BaKUMHBI BbI3bIBAET BTOPUYHYIO PEAKLMIO, XapaKTepu3yemylo GbiCTpbIM YBENWYEHMEM YPOBHEH aHTMTEN, YTO YKa3bIBaeT Ha CYIEeCcTBOBaHWe

MMMYHONOTHYECKOH NamMATH.

n K np

AKTMBHARA HMMYHW3aLMA B LENAX NPOGUNAKTUKM NOAHOMHENNTA.

NporueonoKalaHua

- Tamenas peakuusa Ha NpegWecTeyOLLee BBefeHNe BaKuuHbl MONTMMUNEKC®.

- M3BecTHan rTMNepYYBCTBMTENLHOCTD K OAHOMY MM HECKONIBKMM KOMMOHEHTam BakumuHbl MONMMUEKC®,

- 3abonesaHue, CONPOBOMKAAIOLLEECA NMXOPAAKOHW, OCTPOE MHPEKLMOHHOE UK XpoHU4ecKoe 3abonesanne B cTagun 060cTpeHmnA. BakumHaumio

npnaogm yepes 2—4 HeaenW NOcAe BbISAOPOBAEHWA MW B NEPUO/A PEKOHBANECLEHLIMU UAKM pemuccum. Mpu HeTamkenbix OPBK, 0cTpbix KMWEYHBIX
MAX M AP. NP NPOBOAAT CPasy NOCAE HOPMaNM3aL UK TEMNEPATYPbI.

- CunbHans peakuun (Temnepatypa sbiwe 40 °C, OTEK W rHNEepeMuns 8 MEcTe BBEeHUA CBbile 8 CM B AMaMETPE) MK OCNOMHEHKE Ha Npeabiayuiee

BBEAEHME Npenapara.

Ocobble YKa3aHHA W Mepbl NPEAOCTOPOKHOCTH

- KaTeropuuyecku sanpewiaeTca sHyTPMBEHHOE BBEAEHUE BaKUWHbI MONMMUNEKC®.

- Y NoApOCTKOB U B3POCALIX NOC/E BAKLUHALMM BO3MOKHO 06mopoyHoe cocToAHWe, OBbIYHO OHO BO3HUKAET Cpa3dy Nocne BakUMHaUKUN U MOXET

CONPOBOKAATLCA TOWHOTOM U PBOTON. B cnyyae, ecnu 06MOPOYHOE COCTORHWE BO3HWKANO NOCAE NPeAblAYULeA BaKUMHAUWM, 160 g0 Unu BO

BPEMA BBEAEHWA BAKLWHBI ECTb 70 NPU3HAKK, TO BAKLMHAUMIO CNeyeT NPOBOAUTL B NMONDKEHWW NALMEHTE CUAA HAK NeXa.

- YUYWTbIBaA BO3MOMHOCTL Pa3BUTHA ANNEPrMYECKUX PEAKLMIA HEMEANEHHOO THNA, MECTa NPOBEACHHUA NPUBMBOK A0NKHbI GbiTh DBeCcneyeHs!

cpeacTBaMn NPOTUBOLWOKOBOH Tepanuu.

- Nnua, MHdMLMpOBaHHbIE BUPYCOM MMMYHOAebULWTa Yenoseka (BUY), c cumnTOMHOI M BeccumnToMHOM cTaauneit, Ao kHbI BbiTe

MMMYHM3WPOBaHLI BakuMHOW MOSIMMMIEKC® B cooTseTcTBMM € HauMoHanbHBIM KaneHgapem NPoGUAaKTUHECKMX NPUBUBOK.

- BO3MOMKHO, 4TO HE YAACTCA NOAYYMTh OXKMAIEMbIA MMMYHHBIH OTBET Y NALMEHTOB C BPOMAEHHBIMU MM NPUOBPETEHHBIMK MMMYHHBIMIA

HapYLWeHUAMM.

- ToTeHUWanbHbIA PUCK PA3BUTHA aNHO3 U HEOBXOAUMOCTL MOHUTOPMHIA AbIXaHKA B TeyeHne 48—72 4acos CAeAYeT YYHUTLIBaTL NPH NPOBEAEHHUM

NePBMYHOrO Kypca UMMYHHU3aLMK Y HELOHOLWEHHbIX AETEeH, POANBLIMXCA HA CPOKe 28 Heaenb U paHee, B 0COBEHHOCTH, Y MMEIOWUX B aHaMHese

NPU3HAKK HE3PENON AbIXATEALHOMH CHCTEMBI. TTOCKONBLKY NOAb3a MMMYHU3aLUMK ITOM rPYNNGI AeTei BbICOKa, BAKLWMHALMIO He CieayeT

OTKNaAbIBaTb WM CYUTaTh NPOTHBONOKA3aHHOM.

Mp npu 6 TUUB rpyaHoro P

JfaHHble BaKUHHALUK v BoNbLWOro KOAWYECTBa BepemMeHHbIX MEHILWH HE NDKa3biBaloT No6oUHbIX 3G dEKTOB BaKLMHbI NPOTUB NONUOMUENUTI

Ha TeyeHWe GepemMeHHOCTH UK 3A0POBLE NN0AA (HOBOPOXKAEHHOI0). OAHAKO BAKUMHY NPOTUB NONMOMWENUTa CeayeT NPUMEHATL B Neprog,

6epemMeHHOCTH TONBKO NPK ABHOM PUCKE HEKUWM.

BaKuuHy NPOTMB NONMOMMWENMTA MOXHO NPUMEHATL B NEPHO/, FPY/AHOM0 BCKaPMAMBAHUA.

Cnoco6 NPUMEHEHHA U A03bI

Obvem oaHoit 036l cocTaBnAeT 0,5 MA BaKLWHBI KaK ANA JeTel, TaK U ANA B3POCAbiX. BakunHa BBOGUTCA NOAKOMKHO MK BHYTPMMBILWEYHO,

¥ peTeit B Bo3pacTe A0 2-X NeT BBEAEHME BAKLMHbI OCYLECTBARIOT B BEPXHEHAPYKHYIO NOBEPXHOCTL CpeaHeii yacTu Geapa.

Y peTe# crapwe 2-X neT, NOAPOCTKOB W B3POC/bIX BBEAEHWE BAKLMHBI OCYWECTBARETCA B 061aCTb A€NLTOBMAHOH MbIWLbI.

Nepen sBeaeHnem npenapara HeobxoMMo y6eANTLCA, YTO WINa He Nonana B KPOBEHOCHBIA cocys.

BakuuHa He AONKHA UCNONB3OBATLCA B CNYYae U3MEHEHWA e BHelWHero Buaa.
€L

Mpwn aHWW MHOT (-] cpasy Nocne ero BCKPbITUA Aaty B ylouiee nofe Ha ITHKeTKe dpraKkoHa.

MNocne or6opa kampAoH A03bl CTaBLTE OTMETRY (x WK V) Ha ¢ B none «Beep A03bIN,
Mcnonb3oBaHWe HHAKTMBMPOBaHHbIX BaKUWH (BKA04aA NONIMMMUIEKC®) 1 UBLIX BAKUMH ANA BAKUUHALMK NDOTUB NONMOMUENUTA
pernameHTUpyeTcA HauMOoHaNbHbIM KaleHaapem NpoQUAaKTHHECKMX TPUBHBOK.
BaKUMHALMA NPOTHB NONMOMUENUTA NPOBOAMTCA BAKUMHOI ANA NPOGUAAKTUKMA NONMOMUENUTE (MHAKTMBUPOBAHHOM) BCEM AETAM B BO3pacTe
31 4,5 mecaua. TpeThA BaKUMHALKA M NOCNEAYIOLLNE DEBAKLWHALWW NPOTUB NOANOMMENNTA NPOBOAATCA AETAM BaKUWHOW ANA NPOGUAAKTUKA
NOAMOMMWENNTA (HUBOR).
BaKuMHaLMIO ¥ NOCAeAYIOULYIO PEBAKUMHALKI0 AeTel ¢ BUM-uHdeKumeld, neTel, pomaéHHbIX OT maTepeid ¢ BUY-uHbexuven, netei, Haxogawmxca
B AOMax pebeHKa, NPOBOAAT HHAKTMBMPOBAHHLIMM BaKUMHaMM ANA NPOGUAIKTUKW NONMOMUENUTa (BRAIOYAA NOJIMMMNEKC®) 8 COOTBETCTBUM C
BO3PACTOM W MHTEPBANaMM1 MEm Ay BAKUMHALMAMM U PEBAKLUHALMAMM, YKA3aHHbIMKM B HaLlMOHaNbHOM KaneHAape NPOGUNAKTHYECKUX NPUBMBOK
(BakymHauma 3; 4,5; 6 mecaues, pesakuuHauuna 18; 20 mec. u 14 nert).
Mpyu NPUMEHEHUM KUBOI BaKUWHBI ANA NPOGUNAKTUKM NONMOMMUENUTA CAE YT PYKOBOACTBOBATLCA HHCTPYKLUMENR N0 €€ NPUMEHEHNIO.
No6ouHoe geiicTene
Mo paHHbIM BcemupHoii opranusayum 3gpasooxpaHenun (BO3) Hemenatenshble 3pdexTsl KNACCUPULMPOBAHBI B COOTBETCTBUH C MX 43CTOTOMN
pa3euTua creayiouwmum o6pazom: oueHb YacTo (21/10), yacto (21/100 1 <1/10), He wacTo (21/1 000 u <1/100), peako (21/10 000 1 <1/1 000),
oueHb pegko (21/10000, Bknioyan oTaenbHbIE Chyyam). KaTeropui 4acToTh GbiNM CHOPMUPOBaHBI HA OCHOBAHMM KMHUYECKUX MCCNEeA0BAHNA
npenapa‘ra ] nucrpemcrpauHOHHoro HabnogeHun.

KX UCC,
Oﬁuue HODYWeHUA U peaxkyuy
Oyens 4acmo: HeCNOKOCTBO, Pa3ApaKUTENbLHOCTL, Cy6hebpunbHan nuxopaaka.




Yacmo: runepemun U BoNe3HEHHOCTb B MECTE MHBEKLMM, MHOUNBTPAT B MECTE MHBEKLWW, HEAOMOTaHWE, NAaY, COHNMBOCTb, CHUMEHWE anneTnTa,
Cbifb HA KOMHbIX MOKPOBaX, Kalens.

MNoka3atenw GezonacHocTv BakuuHbl MOJIMMUNEKC® B xoAe KNMHAYECKMX MCCNEA0BAHMIA Pa3IMaNMCh Y NaLWEHTOB PasHbix BO3PacTos.
BbllenepeyncieHHbIe PEakLmm, 3a UCKNIoYeHWeM 60Ne3HEHHOCTH B MECTE MHBEKUMWM, BbinK xapakTepHsl TONbKO ANA MA3AGHUEB B BO3pacTe 0T 3
A0 B mecaues.

3aperucTpUpoBaHHbIE PEaKUWK Ha BBegeHIue BakuuHbl MONUMMUNEKC® Gbinn cnaboii cTeneHy BoIpaKEHHOCTH, KPATKOBPEMEHHbIMM U UCYe3anu
B TeyeHue 1-3 gHei.

Kpome T0ro, BBHAY OAHOBPEMEHHOr0 BBEAEHWA APYIMX BAKLKH C BaKUUHON NMOMUMMNEKC® Henb3sa YCTaHOBUTL TOYHYIO MPUYMHHO-
CNEACTBEHHYIO CBA3E MEKAY NOABNEHUEM HEMENATENbHBIX ABNEHUH W NPUMEHEHMEM BAKLMHbI.

4 P y HaGAod

Huike NnpMBeAEHbl AaHHbIE NPW KOMMEPYECKOM NPUMEHEHMKM Npenapara 3a npeaenamu Poccuiickoi Gepepaumu,

Mecm#ble u cucmemHbie peaKyuy

PedKo: OTEYHOCTb, NOKPacHeHWe, 60N1Ee3HEHHOCTE B MECTE MHBEKUWK, TMXOPaJKa.

Co cmopoHsl HepeHoU cucmemsl

OuyeHb pedKo: NONMHEHpONaTHA.

Co cmopokbi dbixamensHol cucmemsl:

ANHO3 y HEAOHOWEHHbIX AeTel (poauBlIIMecs Ha cpoke <28 Hepenb GepemerHocTH).

BbiARNEHHbIE PEAKLIMM Ha BEEAEHWE BaKiHbl BbiNM CNabOoM CTENEHN BbPAMEHHOCTH, KPATKOBPEMEHHBIMK U UCHE3ANK B Teverne 1-3 aHen.
Mepepo3uposka

Cnyyau nepefo3MpOBKN He 3aPErucTPUPOBaHbI.

B3awmopencTBMe ¢ APYTHMM NEKAPCTBRHHBIMM CPeACTEAMM

BakuvHa NOAUMMAEKC® moseT BBOANTLCA OAHOBPEMEHHO C APYTHMM BaKLMHaMW HaUMOHaNbHOTo KaneHAapa NPOGUNAKTUHECKNUX NPUBMBOK B
pasHble y4acTKU Tena (3a ucknoyeHuem sakumH BLUMK u BLK-M).

BaKUWHY HENb3A CMEWWBATE B OAHOM WNPULE € APYTUMU BEKUMHAMM MW NEKaPCTBEHHBIMM NpenapaTamu.

BAMAHME Ha cnocoBHOCTb YNPaBNATL TPAHCNOPTHLIMK CPEACTBAMMU U 3aHMMATLCA APYTMMM NOTEHLMANBHO ONACHBIMK BUAAMMU AEATENBHOCTH
Bausrue BakumHbl MONMMWNEKC® Ha cnocobHOCTL yNpaBnATe TRAHCTIOPTHBIMK CPEACTBAMMW M 3aHUMATLCR APYTHMM NOTEHLMANBHO ONACHBIMK
BUAAMM AEATENBHOCTM HE M3YYaNOCh,

®opma BLINYCKA W yNaKosKa

Mo oaHo# gose (0,5 mn) npenapata Bo ¢nakoH 6ECUBETHOrO CMAMKOHU3MPOBAHHOTO HEHTPANLHOTO CTeKNa TMAPONWTHYRCKOrO Knacca |
BMECTMMOCTbIO 2,0 MA, 3aKPbIThIA 6E3N1aTeKCHON CHANKOHU3UPOBaHHO 6poMBYTUNCBOI Pe3HOBON NPOBKOI M aAKOMWUHWUEBOH KPbIWKO#M C
noaunponuneroeoii flip-off kpbiwkoi.

Mo 1 wnm 10 dnakoros no 0,5 MA B NaYKy KAPTOHHYIO BMECTE C MHCTPYKLWEN NO NPUMEHEHWIO.

Mo nATb 403 (2,5 mn) npenapara 8o ¢NakoH BECLBETHOrO CHAMKOHM3IUMPOBAHHOTO HEATPaNbLHOTO CTEKNA TMAPOAUTHYECKOTO KAacca |
BMECTMMOCTbH0 4,0 M1, 3aKPbITHIH BE3NaTEKCHOI CUNMKOHU3MPOBaHHO BpomBYTUAOBOH Pe3uHOBOH NPOBKOIA M aNKOMWHWEBOH KPBILWKOH C
nonunponunexosoii flip-off kpbiwko#.

Mo 14aK 10 pAaKOHOB Mo 2,5 MA B NAYKY KAPTOHHYIO BMECTE € HHCTPYKUMER NO NPUMEHEHUIO.

Ycnosua XpaHeHuA

B 3awmMuieHHOM OT cBeTa mecTe Npu Temnepatype oT 2 40 8 °C.

He 3amopamusaTs.

XpaHuTb B HEAOCTYNHOM ANA feTel mecTe.

Mpenapart, NoABeprwMICA 3aMOPaKMBaHNIO, MOANEHWUT YHUHTOKEHNIO.

YcnosmA TPaHCNOPTUPOBaHMA

TpawcnopTupoBaTh npu Temnepatype oT 2 40 8 °C 8 3al4MILEHHOM OT CBETa MECTE.

He 3amopaxuBate.

Mpenapart, nogsepriiMicA 3amopaxuBaHmio, NOANEMUT YHUUTOKEHNIO.

Ycnosua oTnycka

Anay cogepwawei 1 ¢ cogHoit gosoii (0,5 mn):

OTnyecKaloT No peuenty.

[nA ynakoBKM, coaepauieii 10 pnaxoHos c 0aHOMA A030# (0,5 mn); 1 unu 10 dnakoHOB ¢ NATLIO Ao3amu (2,5 mn):

[ina neuebHO-NpoGUNIKTHHECKIX YYPERACHWNA.

Cpok rogHoCTH

3ropa.

He npumeHATL NpenapaT No MCTEHEHUW CPOKA FOAHOCTU, YKa3aHHOMO Ha yNaKkoBKe.

MNponssogurens

BuntxoseH Buonoaxukans b.8., Huaepnanasl

Antonie van Leeuwenhoeklaan 9-13

3721 MA Bilthoven

The Netherlands

wnun

000 «HaHonek»

KupoBcKaa 06nacTb, OpU4eBCKUMil MyHULMNaNnbHbIA paiioH, IEBUHCKOE rOPOACKOE nocenerne, BUoMe ANLMHCKUIA KoMMAeKT

HAHONEK Ttepputopus

Pacoswuk (nep ¥ )

Buntxoeex Buonoaxukans 6.8, Huaepnanasi

Antonie van Leeuwenhoeklaan 9-13

3721 MA Bilthoven

The Netherlands

nan

000 «HaHonex»

Kuposckan 061acTs, Opu4eBCcKuii MyHULMNaNnbHbIA paiioH, JIEBUHCKOE FOPOACKOE noceneHue, BuomeauMUMHCKUIA Komnnekc

HAHOEK Tepputopua

Ynakoswuk (sTopuunan (noTpebutenbckan) ynakoeka)

BunTxoseH buonoawukans b6.B., Huaepnanael

Antonie van Leeuwenhoeklaan 9-13

3721 MA Bilthoven

The Netherlands

unu

000 «Hanonek»

Kuposckan 06nacTb, OpU4eBCKMii MyHULMNaNbHBIN PaiioH, IEBUHCKOE rOPOACKOE noceneHue, Buome ANUMHCKHUI KomnneKe

HAHOJEK TeppuTopua

BbINyCKalOWMiA KOHTPONb Ka4YecTsa

BuntxoseH buonogmmrans b.B.,, HuagepnaHapl

nan

000 «HaHonek»

Kuposckan 06nacTb, OpMYEBCKMIA MyHULMNAAbHBIWA PaidloH, /IEBMHCKOE ropoAcKoe noceneHne, Buome AMUMHCKKIA KOMNABKC

HAHONEK Tepputopus

HOpHMAaK4ecKoe AKLO, HA UMA KOTOPOTO BbIAAHO PEruCTPaLYHOHHOE YA0CTOBEP

000 «HaHonek»

127055, r. MockBsa, yn. ByTbipcKWid Ban, 4. 68/70, cTp. 1, aTax 2, nom. |, kom. 23-37,

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

PexsamalMn Ha Ka4yecTeo NPenaparta M passuTHe NOCTBaKLY H HanpaBAATL:

®eaepantHan cayxba no Haazopy B chepe 3apasooxpaHenns (PocsapasHaasop)

109074, Mockea, Cnasanckaa nn., 4, cTp. 1

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

J/1eKTPOHHBIM agpec: pharm@roszdravnadzor.ry

w/unu

000 «HaHonek»

127055, r. Mocksa, yn. ByTelpckuid Ban, 4. 68/70, cTp. 1, atan 2, nom. |, kom. 23-37,

Ten.: +7 (495) 648-26-87 , pob. 101

IneKTPOHHLIW agpec: gmp@nanoclek.ru




