MHMHUCTEPCTBO 3IPABOOXPAHEHHS POCCHIICKOM ®EJTEPAIITHA
HHCTPYKIIHSH
[0 NPHMEHCHHIO IeKapCTBEHHOTO NMpenapaTa /Ui MEIHIMHCKOrO IPHMEHEHHS
buBaxk nosmo
(BakuHHa MOJHOMHEJIHTHASN IEPOPAIbHAS, IBYXBaJeHTHASN, KHBAA aTTeHyMpoBanHnas 1, 3 Tunos)

Perncrpaunonubiii nomep: JIIT-003511

Toprosoe nanmMenosanne: buBak nomio (Bakumea NoTHOMHETHTHAs IepopasibHas, AByXBaleHTHAs, JKHBas aTTeHyHpoBaHHas 1, 3 THIIOB)
T'pynnApoBotTHOe HANMEHOBAHKE: BAKIIMHA /U1 NPODHIAKTHKH [I0JHOMHEIHTA

JlexaperBennas opMa: pacTBOp Ul IPHEMa BHYTPb

Cocras

1 no3a (0,2 M1 — 4 KarutH) COTEPIKHT:

AKkmuensiii KoMnOHenm: BUPYC NOTHOMUEINTA, aTTeHyHpoBanHbic mTammbl Ca6una 1 Tuna re meree 10%° T /s, 3 tina ne menee 107 TIs
undexunonnsx exunnl (ME) BUpyca, BHIpaKeHHBIX B TKaHeBhIX tuTonatorenssrx ao3ax (TLso):

Benomozamenvhvie gewgecmea: Maraus xnopua 0,018 r; kanamuin 30 MKr.

Onucanue

Tlpospaunas KUIKOCTE OT JKEITOBATO-KPACHOIO JI0 PO30BO-MAIMHOBOIO 1BeTa Ge3 oca/ka, €3 BHANMBIX MOCTOPOHHHX BKITHOUEHHIA.
®apmakoTepaneBTHyeckan rpynna: MUBIT - pakimna.

Kon ATX - JO7BF04

HUMMYHOJIOTHYECKHE CBOHCTBA

Bakuuna npesictaiser co0oi 1perapar u3 aTTeHyHpOBaHHbIX [TaMMoB Ca0MHa BUpYyca MONHOMHETHTA 1, 3 THIOB, BBIPALLIECHHBIX HA TIEPBUYHOM
KyJTbType K/ETOK NoYex apHKaHCKHX 3eJIeHbIX MApTBILICK HIH Ha MEPBHYHOM KyIbType KIETOK NOYeK a(ppUKaHCKHMX 3€NEHBIX MAPTHILEK C OXHIM
accakeM Ha MepeBHBAEMOll KyJILTYpe KICTOK JHHHH Vero, H COJEPHHT [Ba THNA BHpyca (IBYXBAleHTHas BaKIHHA) B BHAe pacTopa ¢ 0,5 %
THAPONH3ATA TAKTATE0YyMAHA B pacTBOpe pia. BakiiHa co3aeT CTORKHA HMMYHHTET K BHPYCY nonnomuennta 1, 3 Tunos y (90-95) % npusutsix.
IMoxa3anua 1715 NPHMEHEHUs

AKTHBHas IPOQHIAKTHKA OJTHOMHEIHTA.

ITpoTHBONOKA3aAHHA /I NPAMEHEHHS

HeBpornornueckue paccTpoiicTBa, CONPOBOXKAABITHE TPEIBUIYILYEO BAKIMHALMEO NIEPOPAIBHOMH NOIHOMHETUTHOH BAKIHHO;

MMMyHOZE(HIHTHOE COCTOAHHE (IEPBHYHOE), 3I0KAYECTBEHHbIE HOBOOOPa30BaHHsA, HMMYHOCYTIPECCHS (IPUBHBKH POBOJAT HE PaHee, 4eM Yepes
3 Mec. moclie OKOHYaHHA Kypca TepanuH);

bepemeHHOCTS;

[HepayBCTBHTEIEHOCTD K M000MY KOMIOHEHTY BaKI[HHBL

CunbHas peakuus (Temneparypa Benme 40 °C) wnn ocnokHeHHe Ha NpeIBIIYIIEee BBEICHHE MPenapara;

Octpeie HHPEKIHOHNBIE HIH HeHH(EKIMOHHbIe 3a00/eBaHns, 00OCTPeHHEe XPOHHYCCKHUX 3afoMeBanuii — MPUBHBKH NPOBOJAT vepe3 2-4 Helenn
noce BHI3AOPOBIEHHA WiK pemHechHH. TIpu HeTskeneix OPBH, ocTpeiX KMIIEYHBIX 3a00J1€BAHMAX NPUBHBKH NPOBOST [10C]I€ HOPMATH3AUNH
TeMIepaTyphl.

Mepbi Npel0cTOPOKHOCTH NPH NPHMeHeHHH

Bakiua He J10/DKHA BBOJMTBCS MapeHTepasibHO!

B Cliy4ae pBOTHI HIIH JHAPEH BO BPEM3s BBCACHHA BaKIHHBI HITH HEMOCPEACTBEHHO MOC/E BBEICHNA, MTOBTOPHAA /1034 BaKLIMHbI MOKCT ObITh BBCICHA
MOCIe MCHEe3HOBEHH A JAHHBIX CHMITTOMOB.

B ciiyyae npencrosmieil [UTaHOBOH ONEpalMy NPHBHBKH CJENYET NPOBECTH He rnodke dem 3a | mecan jo omepaumu. Ilpn omeparnsHOM
BMEIIATEILCTBE M0 IKCTPEHHbIM 10Ka3aTe M HMMYHH3ALMIO He CIIelYeT MPOBOIATE PaHbIIE, YeM Yepes 3—4 HelenH [0CIIe OnepaluH.

B cBA3M C NOTEHUHANLHLIM PHCKOM BO3HMKHOBCHHS allHO3 y HEOHONICHHBIX MiajeHnes (meHee 28 menenb) H y JIeTEH ¢ pecnmMpaTopHOM
HEJIOCTATOYHOCTBIO B aHAMHe3e, HEOOXOIUMO OCYIIECTBIATE [IOCTOAHHbI MOHHTOPHHI [bIXaTeNbHOH JCATETBHOCTH B CBA3H C BO3MOKHOCTBIO
BO3HHKHOBEHHS allHO? B TeyeHHe 48-72 4.

Ocobbie ykazanus

Bce nuia, KOTOPBIM 10/KHBI IPOBOANTLECA MPOMIIAKTHYECKHE MPHBUBKH JI0/UKHBI ObITh OCMOTPEHBI BpauoM ((erbamepom).

B jleTcKHX OpraHM30BaHHBIX KOJUIEKTHBAX HEOGXOAMMO TUIAHMPOBATh NPOBEIEHHE MPHBHBOK [POTHB MOJHOMHENHTA BCEM JICTAM B Tpymie
O/IHOBPEMEHHO.

Crenyer pa3ofmaTth He NPHBHTHIX IPOTHB NOIHOMHEIIHTA JeTel OT HeaaHo npusHThIX [1I1B cpokoM He Meree YeM Ha 60 KaneHAAPHBIX AHEH OT
MOMEHTA IIPHBHBKH.

Jiast OrpaHHYueHHs IHPKYIALHH BAKLIMHHOTO BHPYCa CPeJIH JIHI, OKPY/KAOUIHX MPHBHTOrO, CIEAYET co0moaaTs NpaBuia IHIHON THTHEHb! pebeHKa
mocie NPUBMBKH (OTAENbHAS KPOBATh, TOPIIOK, OTJAENBHBIE OT APYTHX AeTel nocrensHoe Geibe, 0fexaa H HeOOX0AMMOCTb H30IALMH TIPHBHTOTO
pebenka B cembe 0T 6OILHBIX HMMYHOAC(HITHTOM).

B ceMpsX, T/Ie €CTh HE MPUBHTEHIE JETH - II0 BO3PAcTy (HOBOPOKIICHHBIC) HIIH UMEIONIHE MPOTHBOMOKA3aHUSA K IPUBHBKAM NPOTHB NOIHOMHEINTA,
ZUISl MMMYHM3A1M] JIETeH, OTHOCALIMXCA K LIe/IEBBIM TPYIITIaM, clieayeT npumMenaTs Bakuuny HITB.

Bce NpUBMBKH MPOTHE MOJTHOMHENIHTA PETHCTPHPYIOT B YCTAHOBIEHHBIX YYETHBIX (JOPMaX C yKa3aHHEM HAWMEHOBAHHS PEapara, 1aThl IPUBHBKH,
J103bI, HOMEPA CEPHH, PeaKIIHH Ha IPHBHBKY.

Hemncrions30BaHHAs BAKIHHA H3 BCKPHITOTO (IAKOHA MOMKET XpaHUThes He Gosee 2-X cyToK npu Temnepatype ot 2 1o 8 °C Bo ¢uiakone, mioTHo
3aKPBITOM KamneIbHHLEH MM Pe3HHOBOH NpoOKOii.

Ipenapat BO (UIAKOHE C HAPYLIEHHOH LENOCTHOCTHIO, MAPKHPOBKOH, A TakKe MPH H3MCHEHHH ero (pM3MHECKHX cBOHCTB (1BETa, NPO3PAYHOCTH H
Ip.), IPH HCTEKLIEM CPOKE TOIHOCTH, TIPH HAPYIIEHHH YCIOBHI TPAHCTIOPTHPOBAHMA K XPAHCHHS HE IIPHIO/EH K IPHMEHCHHIO.

Tpumenenne npH GepeMeHAOCTH W B MEPHO/ TPYIHOTO BCKAPMIHBAHKSA

Tpumenerne TpH GepeMEHHOCTH IPOTHBOMOKA3AHO.

B03MOKHOCTE H 0COBEHHOCTL MEIHIMHCKOrO TIPHMEHEHHS BAKIHHBI KEHIIMHAM B [IEPHO/ IPYAHOI0 BCKapMIIMBAHHA HE H3y4anach.

Cnoco® npaMeHeHHs H 1035l

Buumanue! Bakuisa npe/iHa3HaueHa TOIBLKO UL IIEPOPALHOTO MPHMEHEHHS,

BakuuHy npHMeHsoT 1o 4 kanu Ha nprem. [IpHBHBOYHYIO 103y BAKIHHBI 3aKAMBIBAIOT B POT IPHIATACMOH K (IaKOHY Karle/bHHLeH HiTH HIETK oM
3a 1 wac 10 enpl. 3anuBaTh BAKIHHY BOAOH HIH KakoH-THGO ApYyroi KHMAKOCTHIO, 4 TAKXKE €CTh MIH IHTh B TEYEHHE Yaca rmocie NPHBHBKH HE
pasperuaercs.

B cooteercTBMHM ¢ aelicTByiomeii penaxineii HarponansHoOro kanenaaps NpogmMIakTHYECKHX [IPHBMBOK NepBas W BTOpas BaKLMHALMS ITPOTHB
MOJMOMMENHTA POBOATCS ACTAM BAKIMHOM [UlA NPOQHIAKTHKH NOTHOMHENHTa HHAKTHBHPOBanHO#H (UIIB), B COOTBETCTBHH ¢ HHCTPYKIHEH 110
npumenenno UIIB.

TpeThsl BaKUMHALMA M NOCAEAYIOIIHE PeBAKLHHAIMH NPOTHB TMOJMOMHMETNTA NMPOBOIATCA AETAM BAKUMHON 1A NPOQUIAKTHKA [OIHOMHETHTA
*uBoi nepopansioi (ITT1B).

TpH nepebie NPHBHBKH COCTABNIAIOT KYPC BaKIIMHALMH.

Pd®061703




IpuBuBKH
Bakumnaumas Pepakumuanms
UIIB [11B I11B
| 2 3 4* 5% 6*
BospacT pefenka 3 mec 4,5 mec 6 mec 18 mec 20 mec 14 ner

* neTsM, powieHHsIM oT Matepei ¢ BUU-undexuueit, nersm ¢ BUU-undexiuei, 1etaM, Haxoasuumes B JoMax peOeHKa, — TPeTha BAKLMHALMA H
MOCIE/YIOLHE PEBAKLMHALH NPOTHE NOTHOMHeTHTa ipoBoaaTes MITB — akumHoOi 1151 NPOQHIAKTHKY HOMHOMHEITHTA (HHAKTHBHPOBAHHOI).
Iletsim Gojiee CTAPIIEro BO3PACTA, HE MOMYYHBIIHM IPHBHBKH MPOTHB MOTHOMHEINTA B YCTAHOBICHHbIE CPOKH, ILUIaHOBAS HMMYHH3AITHA MPOBOHTCS

10 TOH e cxeme (mepBas U BTopas BakuuHanus - IB, tpeTss BakumHanus 1 nocneayiomue pesakiuutanuy - IIB).

B cootBercTBuM ¢ AeHCTBYyiouIeH perakuued KadeHaaps npoHIaKTHYECKMX NPHUBHBOK MO IMHIACMHYECKHM MOKA3aHAAM BaKLMHAIHA MPOTHB
TIOJTHOMME/THTA 110 FTTHAEMHYEeCKHM MOKa3aHHAM IIPOBOIHTCA NEPOPANBHOIl NOTHOMHENHTHOH BakuHHOIL. [IpH perucTpauuu ciydas norHOMHENNTA,
BBI3BAHHOTO JMKHM IOHOBHPYCOM, BbIICJEHHE JHKOTO MOJHOBHPYca B OHOMpoOax 9YeloBEeKa HIH H3 OOBEKTOB OKPYKAKUICH Cpelbl MPOBOIAT
00533 TeNILHYI0 BAKIHHALHIO CIEAYIONIMM KaTerOpHAM rpaxaaH (KOHTaKTHBIC JIMIA B OYarax MoJMOMMENHTA, B TOM YHCIE BBI3BAHHOIO MKHM
MOIHOBHPYCOM (HITH TIPH MOI03PEHUH Ha 3ab0meBanne):

- metn ¢ 3 mecsnes 10 18 et — oaHOKpaTHO!

- MEIMIMHCKHE PabOTHHKH — OJJHOKPAaTHO;

- JIeTH, IPHOBIBIIME M3 YHACMUIHBIX (HeG1arononyvHsIX) MO MOJHOMHEIHTY CTPaH (PerHoHOB), ¢ 3 Mecsies 10 15 net — onHOKpaTHO (NPH HATHYHH
JIOCTOBEPHBIX JaHHBIX O NPEINIECTBYIONINX IIPHBABKAX) HIIH TPEXKPATHO (IIPH HX OTCYTCTBHH);

- muna 6e3 OnpeaeneHHOr0 MECTa JKUTENbCTBA (MPH HX BBIABICHAH) ¢ 3 MecAleB 10 15 jieT — 0HOKpaTHO (MPH HAJMYHH JOCTOBEPHEIX JaHHBIX O
[peIIecTBYIOLIHX MPABHBKAX) HIH TPEXKPATHO (TIPH X OTCYTCTBMH);

- JIMI@, KOHTAKTHPYIOIHE ¢ NPHOLIBIIMMH W3 3HAEMHYHBIX (HEOIArONONyYHbIX) [0 HOIHOMHENHTY CTPaH (PErHoHOB), ¢ 3 MecsleB KH3HH Oe3
OrpaHHYeHHs BO3PAcTa — 0JHOKPATHO;

- nuua, paGoTaiomipe ¢ KHBBIM MOJHOBHPYCOM, ¢ MaTepHaJaMH, HH(QHIMDOBAHHBIMH (MOTEHIMATLHO HH(QUIMPOBAHHBIMH) JHKHM BHDPYCOM
MOTHOMHETNTA, Ge3 OrpaHHuCHHS BO3PAcTa, OIHOKPATHO [IPH NpueMe Ha paboTy.

IoGounwie geilicTBHA

Hcnons3osanuce creayiomye KPHTEPHH OLEHKH YacTOThl BCTPEYAEMOCTH HEXKenaTelbHBIX sBIeHHH: Hewacto (= 1/1000 mo <1/100), peaxo
(= 1710000 no < 1/1000), ouens peaxo (< 1/10000). Peaximu (kpoMe aniepruieckux peakiHii HEMeUIEHHOTO THIIA B TIEPBBIE HECKOIBKO YacOB N0CjIe
TIPMBHMBKH), KaK MPABHIIO, HE MOTYT MOABHTBCA paHbie 4-ro aHs n Gonee 4eM 4yepes 30 auei mociie BBEACHHS BAaKIHHEL

Penko - Hecnenu(HYECKHE CHMITTOMBI: HOBRILIEHHE TEMIIEPATYPbI, PBOTA, OjI0BHAs 00k, He 00A3aTENbHO CBA3AHHBIE C TIPHEMOM M1EpPOPAIbHOMH
MOTHOMHEIMTHO# BAKIIMHEL

OueHb PeIKO - Y OTAE/bHBIX NPHBHTBIX MOIYT HaO/IIOAAThCA A/ICPTHYCCKHE PEAKIHH B BHIE KPAHBHHIIB HIIH 0TeKa KBuHKe.

EauHH4HBIE CITy4aH - KaK y NPHBHTBIX, TAK H Y JIMII, KOHTAKTHBIX C MPHBHTHIMH - BO3HHKHOBCHHE BAaKIIMHOACCOIMHPOBAHHOTO MAPATHTHIECKOTO
nomvomuenuta (BAIIIT). dns npodrnakrikn BAIII neperie 1Be BaKMHALMH POTHB NMOIHOMHENNHTA NPoBOAAT BakuuHoi WITB.
Iepenosuposka

l'lepenomposxa HEC NPUBOAMT K HEKCAATC/IbHBIM [TOCIACACTBHAM.

BaanmoneiicTBHe ¢ IPYTHMH JIeKAPCTBEHHBIMHE NpenapaTaMu

[IpuBHBKH TIPOTHB MOJHOMHEIHTA Pa3peLIacTCs NMPOBOJNTE B 0fMH AcHb ¢ BakuuHaimendn AKJIC-akuunoit (AJIC nnn AJIC-M aHaTokcHHOM),
JIONYCKAeTCs OJHOBPEMEHHOE BBEJCHHE MOIHOMHEIHTHOH BAKIUMHBL ¢ APYIMMH npenapatami HaiMoHambHOro Kajeniaps npoQuiaKTHYeCKHX
NPHBHBOK,

HmMyHOCynpeccopbl MOTYT YMEHBIIMTE HMMYHHBIH OTBET Ha BaKUMHAIMIO TNEPOPANBHOH NOJHOMHEIHTHOH BaKIMHOMH, cnocoGcTBOBaTH
PA3MHOMKEHHIO BAKUHHHbIX BHPYCOB H YBEIHYHTH BPEMS BbIICICHHS BAKIIMHHBIX BHPYCOB C KAJIOM.

Dopma BbIYCKa

PacTeop 1715 mpHemMa BHYTpb.

ITo 2,0 mn (10 g03) Bo duakone. 10 duiakoHOB BMECTE ¢ HHCTPYKLMEH 110 IPHMEHEHHIO TIOMEILAIOT B 19Ky H3 KapTOHA.

OcobennocTn AelicTBHSA NpenapaTa IpH NePBOM IpHeMe

OcobeHnocTeii AefCTBAS Mpenapara IpH IepBoM NpHEMe He HabJIFIan0Ch.

JleiicTBHSA Bpa4a W NaHEHTA NPH NPONycKe NPHEMAa 0IHOH HIH HECKOIBKHX 103

VutHHEHHEe HHTEPBATOB MEXK/Iy NPHBHBKAMH JIOMYCKAETCS B HCKIIOUMTENBHBIX CIY4asfX, [MPH HATHYAM MEIHIMHCKHX MPOTHBONOKA3aHHIA,
YKOpO4EHHE HHTEPBAIOB MEKIY NEPBEIMH TPEMs NPHBHBKAMH HE JIOITYCKAETCH.

JomyckaeTcs cokpanieHHe HHTepBaia Mek/y TPeTbei U 4eTBepTOH NMPHBHBKAMH 10 3 MECAIICR B CITyHae, c/TH HHTEPBAbl MEXTY TICPBBIMH TPEMSA
NPHBHBKAMH OBLTH Y/ITTHHEHBI.

BiansinHe Ha cI0cOOHOCTH YNPABIATH TPAHCHOPTHBIMH CPEICTBAMH, MEXaHH3MAMH

He Bansier Ha ciocoGHOCTD YIPABIATE TPAHCIIOPTHLIMH CPEACTBAMH H BBINOIHATL paboTy, TpeOyIoLyio NOBLIICHHOH KOHIICHTPALHH BHAMAHHA H
OBICTPOTHI IICHXOMOTOPHBIX PEaKITHi.

Cpoxk roanoctn

2 rozia npu Temneparype muHyc 20 °C n Huxe,

6 mecsnee pH TeMneparype ot 2 10 8 °C.

VeiioBus XpaHneHus

B cootBerctum ¢ CIT 3.3.2.3332-16 BakiuHa XpaHHTCS: Ha | H 2 YPOBHAX «XONOOBOH IeNW» — MpH Temreparype MuHyc 20 °C u HHXe WM NpH
Temmnepatype ot 2 710 8 °C. Ha 3-M 1 4-M ypoBHAX «X0/I0/I0BOT LieMi» BaKIHHY XpaHAT NpH Temnepatype ot 2 1o 8 °C.

XpaHWTh B HEJOCTYITHOM JUTs JAeTel MecTe.

YcaoBus TPaHCIIOPTHPOBAHAS

B cooreercteum ¢ CI13.3.2.3332-16 npu temneparype ot 2 o 8 °C.

BosmoxkHo TpaHcnoprupoBanne Ha | B 2 ypoBHAX «X0no0BO# nenu» B npeaenax ot Munyce 20 °C o 8 °C. Ipyu TpaHCIOPTHPOBaHMH BaKIHHBI B
npenenax ot munyc 20 °C no 8 °C ponyckaercs nosropHoe ee 3aMopaxusanue 10 Muayc 20 °C 1 Huxe (Ha 2 ypoBHE «XOJIOI0BOH LiEMH»).
VYenoBus oTnycka

Jlns seuebHO-podHIAKTHYECKHX H CAHHTAPHO-NIPOPHIAKTHYECKHX YUPEKICHNH.

HOpuanueckoe A0, HA HMS KOTOPOT0 BLIAAHO PETHCTPAIIHOHHOE VAocToBeperue u [Ipon3soauTenn

@enepanbHOe roCyIapcTBeHHOe ORJDKETHOE HaydHoe yupewnaeHue «®DeiepanbHblii HAaydHBIH [EHTP HCCACAOBaHHME H  paspabOTKH
nMmyHoOHonorHdeckux npenaparoB uM. M.IT. Yymaxosa PAH»

(PI'BHY «®HIUPUIT nm. MLIT. Yymarkosa PAH»), Poccus.

Anpec npoM3BOHTENA:

108819, r. Mocksa, nocenenne Mockopckuii, nocénok HHcTHTyTa nonnoMuennta, roMoBnazieHue 8, kop. 1.

Alpec MecTa POH3BOJACTBA:

r. Mocksa, nocenenne Mockoscknii, nocénok MHCTHTYTa MoIHOMHeTHTA.

Ten.: (495) 841-90-02, takc: (495) 841-93-21, (495) 549-67-60.

E-mail: sue_polio@chumakovs.ru

PeksiaMaliny Ha 1penapar HANMPABIATh B AAPEC [POHU3BOIUTELA.




