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MUHUCTEPCTBO 3/IPABOOXPAHE POCCI/H/ICKOI/I (DEILEPALH/IK

.
VHCTPYKILIMSI
10 MEJULTUHCKOMY TTPUMEHEHUIO JIEKAPCTBEHHOI'O
[IPEITAPATA
MNOJIMMHJIEKC®

Perucrpauunonublii Homep: JIIT-003979

Toprosoe nassanue npenapara: [IOJJUMUJIEKC®

BakiuHa 11 mpoUiIakTUKK TOJIMOMUEIUTa HHAKTHBHPOBAaHHAS
MeskayHapoaHOe HeMAaTeHTOBAHHOE WJIM IPYNIIMPOBOYHOE HAHMEHOBaHHE:
BaKIMHA JUIs TPO(GUIAKTUKY TTOJTUOMHUENINTA

JlekapcrBenHasi ¢gopma: CycrnieH3usi A BHYTPUMBIIIEYHOIO M IOJKOXHOTO
BBEICHUS

CocraB Ha ogHy 103y (0,5 Mn):

KomnoneHnr KosnuyecTBO

AKMUBHBIN KOMNOHEHM.:

BUPYC MOJTUOMUETUTA TUII | 40 EJl D-anturena
BUPYC MOJTUOMUETUTA TUII 2 8 EJl D-anTurena
BUPYC MMOJIUOMUETUTA TUII 3 32 EJ] D-anTuresa

BCnomozamellbHbvle seujecmea.

2-(heHOKCHITaHOI 2,5 mr

dbopmanbaeruy 0,0125 mr

HaTpuii-hochaTHbIN Oydep
0,1 M, pH 7, conepxamuii:

HaTpus Gocdar ABy3aMeleHHbIA JUruapar 0,43 mr

HaTpus Gocdart ogHO3aMeIIeHHBIH MOHOTUIPAT 0,22 Mr

KOHILIEHTPUPOBAaHHAs KUAKOCTH JJIs1 pa3Be/IeHus,
colepKalas:
HaTPUs XJIOPUL 2,96 mr

KaJIus XJIOPHU] 0,16 mr




MarHus cyJb(ar renraruapar 0,08 mr

(G eHONIOBBIN KpacHbIN 0,008 mr

KaJIbLUSI XJIOPU AUTHIpaT 0,08 mr

BOJIa JJIS UHBEKIMHN 1o 0,5 mn
Onucanue:

Hpo3patma;1 OT OPaH>XEBOI'0-XKXEJITOI0 10 OpaHXE€BO-KpPaCHOTO [BeTa )XUJIKOCTb.

XapaKTepuCTHKA: IPEJCTaBIseT COOOW CyCNEeH3UIO BHUPYCOB MOJMOMHUECIIATA
tunoB 1, 2 ¥ 3, KyJbTHUBUPOBAHHBIX Ha KJIETOYHOH JUHUH VERO, ouuIlleHHbIX U

3aTeM MHAKTHUBUPOBAHHBIX (POPMaIbAETUIOM.
®apmakorepanesruyeckas rpynna: MUbII- BakunHa

Koa ATX: JO7BF03

dapmaKoJI0rH4ecKue CBOMCTBA

ITpumenenune Bakiuubl [TOJIMMUJIEKC® y 4enoBeka BhI3bIBACT o0pa3oBaHue
AHTUTE M MMMYHOJOTMYECKOH mamMsATu. IlpumeHeHHe BTOPOH 103bl BAKIMHBI
BBI3bIBAET BTOPHYHYIO PEAKIMIO, XapaKTepU3yeMylO OBICTPHIM yBEIMYECHHEM
ypOBHEil aHTUTeN, 4YTO yKa3blBaeT Ha CYIIECTBOBAHWE HMMYHOJIOIHYECKOH

ImaMsTH.

Iloka3aHus K NpUMEHEHHIO

AKTHBHas MMMYHHU3AIMs B IESX NPOQUIAKTUKY IIOJTHOMHENIUTA.

IIporuBONOKa3aHUsA

- Tsxenas peaxkuus Ha MpeALIECTBYIOIIIEE BBEJICHUE BaKIMHBI
[TOJINMMUIJIEKC®.

- HU3BecTHas THIIEepUyBCTBUTEIBHOCTh K OJHOMY MJIM HECKOJIBKUM KOMIIOHEHTaM
BakuuHb! [IOJIMMUIIEKC®.

- 3aboneBaHue, CONPOBOKIAOIIEECS JUXOPAAKOH, OCTpoe HHGPEKIMOHHOE HIIH

XPOHHUYECKOE 3a00yieBaHUE B CTaUU O6OCTpeHI/I5{. BaxkuuHauuto IpOBOIAT



yepe3 2-4 HeleNd IOCe BBI3JIOPOBICHUS WM B IIEPHOJ PEKOHBAJCCLEHIINN
iy pemuccun. [Ipu Herspkenbix OPBU, ocTpbIX KHIIEYHBIX 3a00J€BaHUAX H
Ip. MPUBUBKY POBOAT Cpa3y MOCJIE HOPMaIM3alMU TEMIICPATY Phl;

- CunbHas peakuus (temrneparypa Bellie 40 °C, OTeK W TUIEpEMHs B MeCTe
BBEJICHMS CBBIIE 8 CM B JUMaMETpe) WM OCIOXKHEHHE Ha TpebIayliee

BBeJ/ICHHE IIpernapara.

C 0CTOpPOKHOCTBIO
[TpoBefeHHe MEPBHYHOTO Kypca HMMMYyHH3allMM Yy HEJOHOLIEHHBIX [ETeH,
POJIMBIIKXCS HA Cpoke 28 Helnelb M paHee, OCOOEHHO y MMEIOIIMX B aHaMHe3e

TIPU3HAKU HE3PEJIOCTH JIbIXaTeNIbHOM crucTeMsbl (cM. paszien «Ocobble yKa3aHus»).

IIpumMenenne npu GepeMEHHOCTH H B EPHO/I FPYAHOr0 BCKApMJIHBAHHH
JlaHHble BakIUHAMK Yy OOJBIIOrO KOJUYECTBA OEpEMEHHBIX JKEHIIWH He
MOKA3bIBAIOT MOOOYHBIX 3((}HEeKTOB BaKIMHBI IPOTUB MOJIMOMHMEIUTA HA TEYCHHE
OepeMeHHOCTH WU 37I0pOBbe IUT0/1a (HOBOPOXKAeHHOr0). OIHAKO BaKUUHY ITPOTHB
TIOJTMOMHEIIUTA ClIeAyeT NMPUMEHSATh B Mepuo] OEpeMEHHOCTH TOJIBKO IPH SIBHOM
pUCKe UH(EKLIUH.

BakiuHy TNpOTHB TMOJHOMUETUTAa MOXXHO IPUMEHSATh B IIE€PHOJ IPYJHOIO

BCKapMJIMBaHHUA.

Cnoco0® npuMeHeHHUs U 103blI

O6bemM onHOM 103bl coctaBisier 0,5 Ml BakUMHBI Kak I J€Ted, TaKk U JJId
B3pOCIIBIX. BakiiHa BBOJUTCS MOAKOXHO WJIM BHY TPUMBIIIEYHO.

Y nereii B BoO3pacTe A0 2-X JI€T BBEACHUE BaKUUHBl OCYLIECTBIISIOT B
BEpPXHEHAPYXKHYIO IOBEPXHOCTh CpeHel yacTu Oexpa.

VYV pereit crapmie 2-X JeT, TMOAPOCTKOB U B3POCIBIX BBEJEHHE BaKIIMHEI
OCYLIECTBIISIETCS B 00J1aCTh J€IbTOBUTHOM MBIIIILIBI.

Ilepen BBeneHueMm Ipenapata HEOOXOAUMO yOeOUTHCs, YTO WIJIa He Ionaja B
KPOBEHOCHBIM COCYI.

BaKI_II/IHa HE NOJIKHA UCIIOJIb30BaThHC B CJIydac U3MCHCHUS €€ BHEILIHero BU/A.



IIpn Hcno/ib30BaHHH MHOr0J030BOro (IaKkoHa cpasy nocjie ero BCKPBITHS
BIMIIMTE ATy B COOTBETCTBYIOLIee MoJjie Ha 3THKeTke (akona. Ilocue
oTéOpa KaXI0# J03bl CTaBbTe OTMeTKY (X MaH V) Ha d¢JiakoHe B moJe
«BBeaeHHbIE 103bI».

Baxiuna [TOJIMMUJIEKC® 13 MHOro/1030BOT0 (hjlakoHa MOXKET MCIIOIb30BaThCs
B Te4eHHe pabouero JHsS B COOTBETCTBUU C MHCTPYKIMUEH 110 €€ MPUMEHEHHUIO MPH
COOJTIOZICHUH CIIEIYIOIIUX YCIOBUMN:

- 3a00p KaXIO# 03bl BaKIMHBI M3 (DJIaKOHA OCYINECTBIAETCA C COOMIOAEHHEM
IIpaBUJI ACENITHUKHY;

- BCKPBITBIN (JIAaKOH XpaHUTCS MpH TeMIiepatype ot 2 o 8 °C.

OtkpoiTie (iakonsl ¢ BakuuHOW [TOJIMMMJIEKC® yHMYTOXAHOT B KOHIE
pabouero JHs B COOTBETCTBUY C yCTAHOBJIEHHBIMU TPEOOBAaHUAMHU.
Hcnonp3oBanue uHakTHBUpoBaHHBIX BakuuH (Bkmodas [TOJIMMUJIEKC®) wu
JKUBBIX BaKIMH JUIS BaKIMHALMK IPOTUB TOJHMOMHUENINTA PErJIAMEHTHPYETCS
HanuoHaapHBIM KajleH1apeM Npo(UIaKTUIeCKUX IIPUBHBOK.

BakiuHaius MpOTUB MOJMOMHUENUTA TIPOBOJUTCS BAKLIMHOU Ul NPOQHIAKTUKH
rojroMHuenuTa (MHAaKTUBUPOBAHHOW) BceM JeTsM B Bo3pacte 3 U 4,5 Mmecsla.
Tperbss BakUMHALUS U TOCIEIYIOLIME pEeBaKLMHALUK IPOTHB IOJHOMHEIUTA
TIPOBOJISATCS IE€TSAM BaKIIMHOM 11l MPOGUITAKTHKH [TOJMOMUENNTa (FKUBOK).
BakuuHalHUIO U MOCIeIyIOUyIo peBakiHanuio aereit ¢ BUY-undexuuen, nere,
poxa€HHBIX OT Mareped ¢ BUY-undexuuei, nered, HaXOoAALIMXCA B JOMax
peOeHKa, TPOBOJISAT WHAKTUBUPOBAHHBIMU BaKIMHAMU Ui TNPOGUIAKTHKH
nomomuenura (Bkmovas [IOJIMMUIIEKC®) B cOOTBETCTBUM € BO3pacTOM HU
UHTepBaJlaMUd MEXJy BaKUMHALMSMU M pPEBAaKIMHALUSAMY, YKa3aHHBIMU B
HanumonansHoM kaneHaape npoduiakTU4ecKUX MPUBUBOK (BakuuHaUuA 3; 4,5; 6
MecsLes, peBakuuHanus 18; 20 mec. u 14 ner).

[Ipy mprMeHeHUM XMBOM BAKLMHBI IS MPOQUIAKTHKM MOJUOMHUENIUTA CIIeIyeT

PYKOBOJICTBOBATHCSI MHCTPYKLHUEH 110 €€ MPUMEHEHHIO.

IToGouHOeE nelicTBHE



[To nanHeIM BeemupHoit opranusaimu 3apaBooxpanenus (BO3) nexenarenbHbie
5 GheKTsl  KIacCH(HUIMPOBaHBI B COOTBETCTBUM C MX YaCTOTOH pa3BUTHA
ceyromuM o6pasoM: odeHb 4acto (>1/10), acto (21/100 u <1/10), He wacTo
(=1/1 000 u <1/100), peaxo (=1/10 000 u <1/1 000), ouens penko (=1/10000,
BKJIFOYAsl OTAeNbHBIE ciydau). Kareropuu dacToThl OblIM CHOPMHPOBAHBI Ha
OCHOBAaHUHU KJIMHMYECKHX HCCJIEIOBaHUN Tpernapara U IOCTPErHCTPAllHOHHOTO
HaOJIIOIeHU .

JlanHble KTUHUYECKUX UCC1e008AHUN

Obwue HapyweHus u peakyuu

Ouenv yacmo. GECIOKOMCTBO, pa3IpaXUTEILHOCTh, CyOdeOpHuIbHas JIHX0opaaka.
Yacmo: runepeMus ¥ OOJIE3HEHHOCTh B MeCTe MHBEKIMH, MH(QUIBTPAT B MECTe
UHDBEKIMU, HEIOMOTaHHe, IUlay, COHJIMBOCTb, CHIDKEHHME AamIeTHUTa, ChIb Ha
KOYXHBIX ITOKPOBAX, Kallleb.

[Toxazatenu Oe3omacHoctr BakiuHbl [TOJIMMUIIEKC® B Xo1e KIMHHYECKHX
MCCJIeJIOBAaHUH pazIuyaIuch y MaIeHTOB pa3HbIX BO3PACTOB.
BrllienepeyncieHHble peakluy, 3a HCKIIOYEeHHeM OOJIE3HEHHOCTH B MeCTe
MHBEKIUM, OBUIM XapaKTepHBI TOJBKO Ui MIaJIeHLeB B Bo3pacte OT 3 10 6
MeCSILEB.

3apeructpupoBannbie peakiuu Ha BBepeHue BakuuHbl [IOJIMMMUIIEKC® 6butn
cnaboii CTENeHH BBIPAKEHHOCTH, KPaTKOBPEMEHHBIMU M HcYe3aIu B TedeHue -3
JHEH.

Kpome TOro, BBHUIY OIHOBPEMEHHOTO BBEJIEHHs APYIMX BAaKLHMH C BaKLUHOM
[TOJIMMUIJIEKC® Henb3st yCTaHOBUTH TOYHYIO IPUYUHHO-CIIEJCTBEHHYIO CBS3b
MEX Iy MOSIBJICHUEM HeKeJaTeIbHbIX SBICHUN U IPUMEHEHUEM BaKIIMHEI.
Jannvle nocmpezucmpayuoHnozo HabaOeHuA

Hwuxe npuBeneHbl [JaHHbIE NPU KOMMEpPYECKOM IPUMEHEHMM IIpernapara 3a
npenenamu Poccuiickoit @enepanuu.

Mecmmuuie u cucmemnsle peakyuu

Peoko: OT€YHOCTb, TIOKPACHECHHUE, 00JIE3HEHHOCTD B MECTE WHBCKI WU, JTIUXOpaJKa.

Co cmopoHbl HEPEHOU CUCmeMbl




QOuenb pedko: TOTUHENPONIATHUS.

Co CMOPOHbL OblxamelbHOU CUCHEMbL:

ATIHO® Yy HEJOHOIIEHHBIX JeTedl (poAuBIIMECs Ha Cpoke <28 Helenb
OepeMeHHOCTH).
BhIsiBIIeHHBIE peaklMM Ha BBeJ€HHWE BaKUWHBI ObUIM C€1abod  CTeneHH

BBIPQKEHHOCTH, KPaTKOBPEMEHHBIMU U UCYE3aJIM B Te4eHue 1-3 nHel.

Ilepexo3upoBka

O ciydasix nepeJo3upoBKU HE COOOIIAIOCh.

B3anmopeiicTBHe ¢ IPYrHMH JIeKaPCTBEHHBIMH CPeCTBAMH

Bakuuna [TOJIMMUIIEKC® Mo)xeT BBOAMTBCS OJHOBPEMEHHO C IPYTHMMH
BakUMHamMKM HannoHanbHOro KajeHaapsi NpoQHIaKTHUYECKUX NPUBUBOK B Pa3HbIE
ydacTkH Tena (3a uckiarodernreM BakuuH BLDK u BLDK-M).

BakuuHy Hens3s CMeLIMBAaTh B OJHOM LUTMPULE C JAPYTMMH BaKUMHAMU HIIH

JICKAPCTBCHHLIMU IIpC€IiapaTaMu.

Oco0ble ykazanusi

- Kareropuuecku  3ampemiaeTcs ~ BHYTPHBEHHOE  BBEJEGHHE  BaKIMHBI
[TOJIMMUJIEKC®.

- Y INOApPOCTKOB M B3POCHBIX IOCJA€ BaKUMWHAIMM BO3MOXXHO OOMOpOYHOE
coctosiHie. OOBIYHO OHO BO3HHMKAeT cpa3y IIOCle BaKIMHAIMA WU MOXET
COINPOBOX/IAThCs TOIIHOTON U pBOTOU. B citydae, eciiu 0OMOpouHOe COCTOSTHHE
BO3HHMKAJIO I10CJI€ MpeAbIAyIlel BaKIIMHALIUY, JIUOO 10 UK BO BpPeMs BBEICHHS
BaKLMHBl €CTh €ro IPU3HAKH, TO BaKIMHAIMIO CleAyeT IMPOBOAUTH B
MIOJIOXKEHUHU MallueHTa CUIS WITH JIEXKa.

- YYWTbIBas BO3MOJKHOCTb Pa3BUTUS aJUIEPIUYECKHX PEaKHid HEMEIIEHHOIO
THIIa, MECTa IPOBEJIEHUS IPUBHUBOK JOJDKHBI OBITH OOeCIedeHbl CpeCTBaMu
IIPOTUBOIIOKOBOM Teparuu.

- Jluna, unbuIMpoBaHHBIE BHpycoM HMMyHoaeduuura uenoseka (BUY), ¢

CUMITOMHOM M OECCHMIITOMHOM CTaﬂﬂeﬁ, JOJIDKHBI OBITH UMMYHHU3UPOBAHLI



BakuHOK [TIOJIMMUJIEKC® B cooTBercTBUM ¢ HanmoHaabHBIM KalleHIapeM
NpoUITaKTHUECKUX IPUBUBOK.

- Bo03MOXHO, 4YTO HEe YJNAcTCsi TMOJIyYUTb OXHIAEMbIi HMMYHHBIA OTBET Yy
NAlMEHTOB C  BPOXICHHBIMH WM [PUOOPETEHHBIMH  MMMYHHBIMA
HapyILIEHUSMH.

- TloreHUMaNbHBIA PHCK pa3BUTUSl alHO? U HEOOXOJUMOCTH MOHHUTOPHHIA
IbIXaHUs B TeueHWe 48-72 4YacoB CleQyeT YYUTHIBAaTh IIpH IIPOBEACHHUH
MEPBUYHOTO Kypca MMMYHM3AllMM Yy HEJOHOLIEHHBIX AETeH, POIUBIINUXCS Ha
cpoke 28 HeJlenb U paHee, B 0OCOOEHHOCTH, Y UMEIOIIMX B aHaMHe3€ IPH3HAKH
He3pesoN JpIXaTeqbHOU cuUCTeMbl. [lOCKONBKY MONb3a MMMYHHM3AIMU OTOM
IPYNIBI JeTel BBICOKA, BAaKLMHALMIO HE CIEAyeT OTKJIa[bIBaTh WM CUUTATh

HpOTHBOHOKaBaHHOﬁ.

Bausinme Ha CHOCOOHOCTH YNPaBJAATH TPAHCHOPTHBIMH CPeICTBAMH,
MeXaHU3MaMH

Binusuue  Bakumuel  [IOJIMMUJIEKC®  Ha  cocOOHOCTH  YNpPaBJIATH
TPAHCIIOPTHBIMU CPEICTBAMHM M 3aHMMAThCSl JPYTMMH IOTEHLHUAIBHO OIaCHBIMH

BUJaMU ACATCIIBHOCTHU HE U3YYaJIOCh.

@®opma BbINyCKA

CycrieH3us I BHY TPUMBIIIEYHOTO ¥ MOAKOXHOTO BBeAeHus, 0,5 mMi1/no3a.

[To ommoit go3ze (0,5 wi) npemapata Bo  (IakoH — OeCLBETHOrO
CUWJIMKOHU3UPOBAaHHOTO HEWTPalbHOrO CTeKJIa TUAPOJUTHYECKOro kiacca |
BMECTUMOCTBhIO 2,0 MJI, 3aKpbIThli 0e37aTeKCHOW CHJIMKOHU3UPOBAHHOM
OpoMOYTHJIOBOM  PE3WHOBOM  NpOOKOW M aTIOMUHHUEBOW  KPBIIIKOH ¢
nonunponuineHoBoi flip-off kpermkoi.

[To T 103 (2,5 mi1) mpemnapara Bo ¢uiakoH OECIBETHOTO CHIMKOHU3UPOBAHHOTO
HEUTPAJIBHOTO CTEKJIa TUApPOIUTHYecKoro kiacca [ Bmectumocthio 4,0 wmu,
3aKpBITBI  0€3/1aTeKCHOW CUJIMKOHH3UPOBAHHOW OpOMOYTHIOBOW pe3UHOBON

NpoOKOH U aTFOMUHUEBOH KPBILIKOU ¢ rosunpornuieHoBoi flip-off kpeimkoit.



ITo oxuoit nosze (0,5 M) mpenapara B mmpuile (C 3aKperuieHHOW UriIoi umu 0e3)
BMECTUMOCTBIO 1 M U3 cTekia Tumna | ¢ mopmHeM OpoMxiopOyTUIOBBIM, WU
XJIOpOYTHIIOBBIM, UK OpOMOY THIIOBBIM.

[To 1 nmu 10 ¢naxonoB mo 0,5 mu mperapara B MayKy KapTOHHYIO BMeECTE C
MHCTPYKIHUEHN 10 PUMEHEHHUIO.

[To 1 wm 10 dbnakoHOB 1Mo 2,5 M mpernapara B MMayKy KapTOHHYIO BMeECTE C
MUHCTPYKIUEHN 110 TPUMEHEHHUIO.

[Io | mmpuny mo 0,5 Mi mpemapara B 3aKphITYIO KOHTYPHYIO SUYEHKOBYIO
ynakoBky u3 mieHkd [I9T u IIBX. ITo 1 kKoHTypHOU s4eiiKOBOW yIaKkoBKe CO

IIINPUIIEM B IIa4YKy KapTOHHYIO BMECTe C UHCTPYKLHUEH N0 IPUMEHEHHUIO.

Yeci0Busi XpaHeHHs

B 3amuiiensHoM ot cBeta Mecte npu temrepatype ot 2 a0 8 °C.
He 3amopaxuBars.

XpaHUTh B HEJIOCTYITHOM IS IeTel MecTe.

HpenapaT, HOL[Bepl"H_II/IﬁCSI 3aMOpaXUBaHUIO, MOAJICIKUT YHUYTOKCHHUIO.

YenoBusi TpaHCIOPTHPOBAHUS
Tpancnopruposars npu Temmneparype ot 2 1o 8§ °C B 3alIMIIEHHOM OT CBETa
mecte. He 3amopaxuBaTh.

[Ipenapat, nogBeprimics 3aMopaKxuBaHHIO, TIOUIEKUT YHUITOKEHHUIO.

Cpok roagnoctn
3 roma,

He IIPpUMCHATH IIpe€napar II0 HUCTEYEHHUH CpOKa TIOJHOCTH, YKa3aHHOIO Ha

yIIaKOBKe.

YecioBus oTnycka

st ynakoBkH, conepaxameii 1 gpuiakon ¢ ognoi xo3oii (0,5 ma):

OrtmyckaroT 1o perenty.

Jast ynakoBkn, cogepxameii 10 ¢uiakonos ¢ oanoii 1030i (0,5 ma); 1 uan 10

¢1aKkoHOB ¢ nATHIO J03amu (2,5 mur):






