NudiawoBak

Perucrpanuonnsii Homep: 11N 015694/01

ToproBoe HanMeHOBaHNe Mpenapara:
WudmroBak® (BakIMHA TPUIIIO3HAS CYObeIMHIYHAS HHAKTUBUPOBAHHAS)

Memynaponnoe HCINAaTEHTOBAHHOC HAMMCHOBAHHE:
BaKIIMHA JUTsl TPO()UIAKTHKY TPUIINA [MHAKTHBUPOBAHHAS |

JlekapcTBeHHast popma:
CYCIICH3UA JJIs1 BHYTPUMBIIICYHOI'O U IMOJKOXHOTO BBCICHMUA.

Cocras:

JlexapcTBEHHBIH Mpenapar MpeicTaBiIsieT co00i TpeXBaEeHTHYIO MHAKTUBUPOBAHHYIO TPUIIIO3HYIO
BAaKIIMHY, COCTOSIIYIO U3 TIOBEPXHOCTHBIX aHTUT€HOB (TemarritoTuHul (['A), HelipamuHugaza™).
aKmueHbvle 8ewecmeda.

B onnoit no3e Bakuunsl (0,5 Mit) comepikaTcsl TeMarriIlOTHHAH U HeHpaMUHUa3a CIeTYIONNX
BHPYCHBIX IITAMMOB:

A(H3N2)** 15 mkr 'A

AMHI1 N1 )** 15 mxr TA

B** 15 mxr I'A

* KyITbTUBUPOBAHBI HA KyYPUHBIX SMOPHOHAX 3JI0POBBIX KYP.

** moce Ha3BaHUS TUTIA aHTUTEHA BRIHOCUTCS Ha3BaHUE IITaMMa, peKOMEHI0BaHHOTO BecemupHoi
opranuzaruu 3apaBooxpanenus (BO3) Ha TekyIuil SnUAeMUYSCKUN CE30H T'PHIIIA.
AHTUTEHHBIN COCTAB TPUIITIO3HON BAKIIMHBI €KErOHO OOHOBIISIETCS B COOTBETCTBHU C
SIUJIEMUYECKON CUTYyallMel U peKoMeH1auusMu BceMupHo opranusanuu 3paBoOXpaHeHUS
(BO3).

scnomozamenvhule gewecmsa: kanus xyiopup - 0,1 mr, kamus auruapodocedar - 0,1 Mr, HaTpUs
docdara quruapar - 0,67 mr, HaTpust Xopux - 4,0 Mr, Kaneus xiaopuaa auruapar - 0,067 mr,
Maraus xjopuaa rekcaruapar - 0,05 mr, Boja s uabekuuid 10 0,5 mii, nurpat Harpus < 1,0 mr,
CTAB < 15 mkr, caxapo3sa < 0,2 mr, popmanpaerun < 0,01 mr, moaucop6at-80 -ciempl.

Onucanue:
Hp03paqHa;I 6CCI_[BCTH8.H KHUIAKOCTH.

dapmakoTepaneBTHYeCcKas rpynmna:
MUBII-Bakmaa

Kox ATX:
JO7BB02

DapMaKoJIOrH4ecKHe CBOMCTBA

Dapmarkoounamuxa



Kaxk nmpaBuno, cepoJsiornueckas 3amura J0OCTUTAaeTCsl B T€UEHUE 2-3 HEelelb MOCTe BBEICHUS
Impemapara. ILJII/ITCJILHOCTB MOCTBAKIIMHAJIBHOI'O UMMYHHUTCTA B OTHOIICHUH I'OMOJIOTMIHBIX
mTaMMOB WM B OTHOIIICHWH IITaMMOB, HOI[O6HBIX BaKIIMHHBIM IITaMMaM, UI3BMCHYHBA, HO, KaK
IIpaBUJIO, COCTABIISIET 6-12 MecsA1eB.

IToka3aHusi K NPUMEHEHHIO

Exeronnas ce3oHHas Npo@uIaKTHKa TPUIIIA y B3POCIbIX U AeTel ¢ 6 MECIYHOIO BO3pacTa, B
0COOEHHOCTH Y Nao¥CHTOB € MOBLIICHHBIM PUCKOM PAa3BHUTHA OCJIO)KHGHI/If/'I, CBJA3aHHBIX C
WHOUIMIPOBAHUEM BUPYCOM TPHUIIIIA.

B uacmuaocmu, 6aKyuHa peKOMeH()yemc;z nayuermam Cﬂedyfou;ux Kameeopm?:

e JHIIA CTapie 65 JeT BHE 3aBUCUMOCTU OT COCTOSIHUS UX 3/I0POBBSI;

e TAIMEHTHI C XPOHUYECKUMU 3a00JICBAaHUSMU JILIXaTEIHHON CUCTEMBI, BKITFOYAst
OpOHXHAIBHYIO aCTMY;

e TAIMEHTHI C XPOHUYECKUMU 3a00JICBAaHUSIMU CEPACYHO-COCYTUCTON CUCTEMBI;

e TMAIMEHTHI C XPOHUYECKON MOYEYHON HEJOCTATOUHOCTHIO;

e TAIMEHTHI C XPOHUYECKUMHU HAPYIICHUSIMH MeTab0IM3Ma, BKIIFOYAs CaXxapHbIil 1ruabeT;

e TIAIMEHTHI C IMMYHOJCHHUIIUTHBIMUA COCTOSTHUSIMU Ha (oHE 3a00JICBAHUI HIIA B CBSI3U C
MIPUEMOM UMMYHOICTTPECCAHTOB (HAPUMED, IIMTOCTATUKHU, KOPTHKOCTEPOHUIBI) UITH
MOJTy4YaroIIUe JTy4EeBYIO TEPAIHIO;

e JICTH W TIOJIPOCTKH (OT 6 MecsIeB A0 18 neT), B TeueHne JUIUTEILHOTO BPEMEHHU
MOJTyYaroIIue Mpenaparhl, COASPKaIIUe alleTHICATUIIMIOBYIO KACIIOTY, U, CI€I0BATEIbHO,
MOJIBEPKEHHBIE MOBBIIIIEHHOMY PUCKY pa3BUTHs CHHApPoMa Pes BeieacTBrE TPUIIIO3HOM
WH(EKIINUH.

IIporuBonOKa3aHus

['unep4yyBCTBUTENBHOCTH K KAKOMY-JTHOO KOMIIOHEHTY BaKIIMHBI UJIH K BEIIECTBAM, KOTOPHIE MOTYT
COJIEPXKATHCS B OCTATOYHBIX KOJMUYECTBAX: KYpUHOMY O€lKy (0OBaTbOyYMHUHY), (OpMaIIbIIETH Y,
CTAB, noncop6ary-80 1 TeHTaMHUITHHY.

CunbHas peakmus (Temneparypa Boimie 40°C, 0TeK U THIIEpEeMHs B MECTE BBEJICHHUS CBBIIIE 8 CM B
JIMaMeTpe) WK OCJIOKHEHHE Ha IIpebIayIliee BBeICHUE Mpernapara.

Hetu muaame 6 mecsies (3GGEeKTHBHOCTL U 0€30MaCHOCTh HE YCTAHOBJICHBI).

Baknunanust 0TKIaApIBaeTCs 10 OKOHYaHUSI OCTPBIX MPOSBICHUM 3a0051€BaHNs U 000CTPEHUS
xpoHnueckux 3aboneBanuid. [Ipu HeTspkEnbrx OPBU, ocTphIX KUIIEUHBIX 3a00JI€BaHMX U AP.
BaKIIMHAILIMIO MPOBOJISAT Cpa3y K€ Mociie HOpMAIU3alUU TeMIEPaTyphl.

IIpumeHneHue nmpu 6epeMeHHOCTH U B MIEPHOJ IPYAHOI0 BCKAPMJIMBAHUS

bepemennocmo

Knuaunueckue nccienoBanus 0e30macHOCTH U 3GGeKTUBHOCTH BakMHbI HGII0Bak® ¢ yuactuem
OepeMEeHHBIX JKEHILUH He IPOBOIMINCH. BakIIMHy MOXKHO HCHOJIB30BaTh OEPEMEHHBIM JKEHIIIMHAM,
HayuHas co 2-ro TpuMecTpa 6epeMeHHocTH. Mimeercs 601b110€ KOJMYECTBO JAHHBIX O
0€30M1aCHOCTH TOJIBKO B OTHOILIEHUH TPUMEHEHMS BaKIIMHBI BO BTOPOM U TPETHEM TPUMECTpE
O6epeMeHHOCTH, HO He B nepBoM. MH(popmarus, kacarommascs NpuMeHeHHs BAKIIUHBI TPOTHUB
rpunmna, coopaHHast o BCeMy MUPY, HE YKa3bIBaeT Ha pa3BUTHE KaKUX-IHO0 HEOIaronpHusITHBIX
BO3/ICWCTBUI Ha IO/ M MaTh, KOTOPBIE CBSI3aHbI C IPUMEHEHHEM BaKIIUHBI.

Ilepuoo epyonoeo eckapmaueanus

BakinHy MOKHO HCHOJIB30BATh B MEPHOJ] IPYIHOTO BCKAPMIIMBAHMSL.



Cnoco0 npuMeHeHUs U 103bI

Jo3a st B3pocibix: 0,5 M1, BaKIIMHA BBOJUTCS OJTHOKPATHO.
Ho3za ns nereit:

e 0T 6 MecsueB 10 3-x yiet: 0,25 My, BaKIIMHA BBOJAUTCS OJTHOKPATHO;

e 013 no 18 net: 0,5 M1, BaKiiMHA BBOJAUTCS OJTHOKPATHO.
Jletsim, paHee He BaKIIMHUPOBAHHBIM MIPOTHB TPUIIIA, CICIYeT MOBTOPHO BBECTH BAKIIMHY C
WHTEPBAJIOM HE MeHee 4 Heleb.
Cnocob npumeneHus.

KaTteropuuecku 3anpeiaercsi BBOAUTH NpenapaT BHYTPUBEHHO.

Bakiuny ciieryeT BBOJUTH BHYTPUMBIIIIEYHO WIIH TJIYOOKO TIOJIKOKHO.

[Tepen BBemeHMEeM BaKIIMHA JOJDKHA HATPETHCS 10 KOMHATHOM TeMIepaTypbl. BCTpsXHYTH mnpuIl u
BHU3YaJIbHO MTPOBEPHUTH HA OTCYTCTBHE MHOPOIHBIX YAaCTHUIl HETIOCPEACTBEHHO Mepe]] MHBEKIIUEH.
CHSTH 3alIUTHBIN KOJIMAYOK C UTJIbI M YIAJIUTh BO3AYX U3 HITIPHUIIA, YACPKUBASI €T0 B BEPTUKATLHOM
MOJIOXKEHUHU WTJION BBEPX M MEJICHHO Ha)XXMMasl Ha TIOPIIEHb.

Mo3za 0,25 mn (0emu om 6 mecsaueeé 00 3 1em)

[Impwrr ¢ GUKCaTOPOM UTIIBI

JIB>KEeHME TTOPIIHS MITTPUIIA OCTAHABJIMBAIOT B TOT MOMEHT, KOT/[a €T0 BHYTPEHHSISI TOBEPXHOCTH
JOCTUTAET HWKHETO Kpast PUKcaTopa UTJIbl.
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HInpun ¢ MeTKON

Z[BI/I)KCHI/IC MOPpIIHA HIIMpUIa OCTAHABJIMBAIOT B TOT MOMCHT, KOT'/Ia €0 BHYTPCHHASA ITOBCPXHOCTDH
A0CTUTaCT MCTKHU, YTOOBI YAQIUTH IIOJIOBUHY o0BeMa.

IloGouHOe neiicTBHE

[Ipu mpoBeaeHNN KITMHUYECKHUX HCCIeA0BaHM oTMevanuch 9acto (ot >1/100 mo <1/10)
clieyronIre moO0YHbIE peaKIuu:

Co cmopoHvl HepsHOlL cucmembl: TOTOBHAS 0OITb.



Co cmopoHbl KOHCHBIX NOKPOBOE: TIOBBILLICHHOE MMOTOOT/CIICHHE.

Co cmoponbl onopHo-08ueamenbHo20 annapama: MAAITHs, apTPaTusl.

Obwue paccmpoticmea:

MOBBIIIEHUE TEMIIEPaTyphl Tela, HeIOMOTaHue, 03H00, c1adoCTh.

Mecmnvle peakyuu:

MOKPAaCHEHHE, PUITYXJIOCTh, 00JIE3HEHHOCTD, YIUIOTHEHUE, SKXUMO3BL.

Peakuuu 00bIYHO IPOXOAST B TeUEHHE 1-2 qHEN U He TpeOyYIOT JIeueHusl.

Kpowme peakuuii, HabII0AaBIINXCS B X0J1€ KIMHUYECKUX UCCIIET0OBAaHU, OBUIN OTMEUEHBI
CIICAYIOIINE HEeXKENATEIbHBIC PEaKIINN:

Co cmopoHbl Kpo8U U TUMpamuieckol cucmemsi:

TPaH3UTOPHAS TPOMOOIIUTONICHHS, TPAH3UTOPHAS JIUM(DaTCHOTIATHSI.

Co cmopoHbl UMMYHHOU cucmembi:

AIUIEPTUYECKHUE PEAKIINH, B PEIKHUX CIyJasx - aHAQHIAKTHIECKUI MOK, aHTHOHEBPOTUIECKUN OTEK.
Co cmopoHbvl HepeHOU cucmeMmbl:

HEBPAJITUH, TapecTe3ud, (HeOPMIbHBIE CYI0POTH, HEBPOJIOTHIECKHAE PACCTPONCTBA, TAKNE KaK
SHIIepaTIOMUENNT, HEBPUT, cuHApoM [ nitena-bappe.

Co cmopoHbl cocyoucmotl cucmembt:

BaCKYJIUT, B OUY€Hb PEIKHUX CITyJasX aCCOIMUPOBAHHBIN C MPEXOSAIIAM HApYIICHUEM (PYHKITHH
MTOYeK.

Co cmopoHbl KOHCHBIX NOKPOBOS:

TeHEePATM30BaHHHBIC KOJKHBIC PEAKIINH, BKITFOYAst 3y/I, KPAMBHUILY HITH HECTICITU(HUECKYIO CHIIIb.

Ilepeno3supoBka
MaoBeposTHO, YTO TIEpPEeT03UPOBKA MPETapaTOM MOBJICUET HEOIaronpusATHBINA A EKT.

B3aumoaeiicTBue ¢ APYTUMH JIEKAPCTBEHHBIMH CPeICTBAMM U Apyrue Gpopmbl

B3aMMOJACHCTBUSA

[IpemapaT MOHO MPUMEHSITH OAHOBPEMEHHO C IPYTMMH BaKIMHAMH B OJIMH JIEHb Pa3HBIMU
HINPULIAMHU B pa3Hble y4acTKH Tela (KpoMe BaKLMH I MPOo(QUIaKTUKU TyOepKyesa).

Bo3MoxHO ycuiieHne mo6ouHbIX 3 HEeKToB.

VY nanueHToB, NoJIy4arlluX UMMYHOCYIPECCUBHYIO TEPANNUI0, IMMYHHBIN OTBET Ha BaKIIMHAIUIO
MOKET OBITh CHIKEH.

[Tocne BakIMHALIMK BO3MOKHO TMOSBIICHUE JIOKHOMOJIOKUTENBHBIX PE3YJIBTATOB CEPOTIOTUUECKUX
TecToB, ocHOBaHHBIX Ha MeTojae ELISA, mpu onpenenenuu anturen npotus BUY (HIV1), renatura
C, T-xnerounoro muMdoTpomnHoro Bupyca yenoBeka (HTLV1).

JlaboparopHas quarHoctuka MetogoM BectepH-brnoTTrHra no3BosiseT HCKIIIOUYUTh
JI0’KHOTIOJIOKUTENIbHBIE Pe3ylIbTaThl TECTOB, OCHOBaHHBIX Ha MeToqe ELISA.

[Ipexoasiue J10)KHOMOJIOKUTEIbHBIE PE3YIBTAThl MOTYT ObITh 00YCIIOBIIEHBI BhIpaboTKOM IgM
MOCJIe BaKIIMHALINY.

Oco0ble ykazaHus

B MMOMCIICHUH, I'IC ITPOBOJAUTCA BaKIITUHALIHA, HeO6XO,Z[I/IMO BCCT1a UMCTb JICKAPCTBCHHELIC
npenapatsl AJId KyIIUHPOBaHUA aHa(l)I/IJIaKTI/I‘-IeCKI/IX peaKHHP'I, BO3HHUKAKOIIUX ITOCJIC BBECACHUA
BaKIIMHBI (aIpeHANTNH, TTTIOKOKOPTUKOUIBI U JI.)

I/IH’LCKHI/IIO CJICAYCT IIPOU3BOJUTH C OCTOPOKHOCTBIO BO n30eKaHue nomnagaHus mnperapara Bo
BHYTPUCOCYIUCTOE PYCIIO.

B cBs3u ¢ OTCYTCTBHUEM I/ICCJ'ICILOBaHI/Iﬁ COBMCCTUMOCTH, ILaHHLIﬁ HeKapCTBeHHLIﬁ npemnapar HE
CJICAYCT CMCIIMBATDL C APYTUMHU NpCriapaTaMy B OIHOM HIIIPHUILIC.



Jlo 1 mocie 000 BaKIIMHALMY B KAUECTBE IICUXOTEHHOTO OTBETA HA BBEICHUE UTJIBI MOTYT
BO3HUKHYTh TPEBOXKHbBIE PEAKIIMH, B TOM YHCJIE Ba30BarajibHble (CUHKOIIE), TUIIEPBEHT WIIALUS WIN
JpYrue CTPECCOBBIE peaKMu. DTH COCTOSHUS MOTYT COINPOBOXKIAATHCSI HEKOTOPBIMU
HEBPOJIOTHYECKUMU CUMIITOMaMU, HallpUMEpP, TPAaH3UTOPHBIM HapyLUIEHUEM 3pEHUs, IapecTe3nen u
TOHHMKO-KJIOHUYECKUMH 10JIEPTUBAHUSAMU KOHEYHOCTEM.

[Ipouenyps! cienyer NpoBOIUTH TAKUM 00pa3oM, 4TOObI H30€KaTh TPaBM IIPH 0OMOPOKE.
VIMMyHHBI OTBET y MAlUEHTOB C SHJAOT€HHOMN WJIM 3K30T'€HHON UMMYHOCYIPECCUEN MOKET ObITh
HEJOCTaTOYEH.

Biausinue Ha CIOCOOHOCTH YHIPaABJIATH TPAHCIHIOPTHBIMM CPEACTBAMUA U MEXaHU3IMaMH

JlexapcTBEHHBIH Npenapar He OKa3blBaeT WM OKa3bIBAET HE3HAYUTEIBLHOE BIUSHUE HAa CIOCOOHOCTh
YIPABJIATH TPAHCHIOPTHBIMU CPEJICTBAMHU M MEXaHU3MaMH.

dopMma BbINYyCKA

CycnieH3ust 111 BHYTPUMBIIIEYHOTO Y TIOJKOKHOTO BBeAeHMs, 0,5 Mi/no03a.

ITo 0,5 M1 B 0AHOPA30BOM HIMIPHUIIE BMECTUMOCTBIO 1,0 MJI C UTJION, 3aKPBITON MIIACTUKOBBIM
koJaykoM. I1o 1 mnm 10 mmpunes B KapTOHHOM NayKe.

OuH MWIpPHIl 1 KHCTPYKITUIO 110 TPUMEHEHHUI0 MIOMENIAI0T B KAPTOHHYIO MTAYKy C KOHTPOJIEM
TIEPBOTO BCKPBITHSIL.

JlecsTh MIMPUIIEB U UHCTPYKIIMIO IO PUMEHEHHIO TIOMENIAIOT B KAPTOHHYIO MAYKy ¢ KOHTPOJIEM
TIEPBOTO BCKPBITHSIL.

YcaoBus XpaHeHUus
XpaHUTh B 3alIUIICHHOM OT cBeTa Mecte npu temneparype ot 2°C go 8°C, He 3aMOpaKUBaTh.
XpaHUTh B HEAOCTYITHOM JIJIs1 IeTEel MecTe!

YciaoBus TPAHCIOPTHPOBAHUSA
[Tpu Temmniepatype ot 2°C no 8°C, He 3aMOpakuBaTh, OEpedb OT CBETA.

Cpox rognocTu
1 rox.
He IIPUMCHATD 110 UCTCUCHHUHN CPOKA 'OAHOCTHU, YKA3aHHOI'O HAa YIIAKOBKC.

YcaoBus ornycka
yHaKOBKa, coCpiKalas 1 HIMTPpUL, OTITYCKACTCA U3 AIITCK I10 PCUCIITY.
VYnakoBka, conepsxamias 10 mmnpuies, oTImycKaeTcs Je4eOHO-IPOPUIAKTUIECKIM YUPEKICHUSM.

IMpousBoaurteanb
D060t bronomkukans b.B.

IOpuanyecknii aapec:
C.[. Ban Xoyrennaan 36, HJI-1381 CII Beecn, Hunepnanaet ®axtuueckuii agpec: Beepser 12,
8121 AA Onsct, Hunepnanasl

Opranunsanus, ynoJJHOMO4YEHHAs JepsKaTe/ieM PeriCTPAlMOHHOIO YAOCTOBEPECHHS HA
JICKAPCTBEHHBII NpenapaT Ha NPUHATHE MPeTeH3Hil 0T moTpeduTe el
000 «2660tT JI360paTopu3»



125171, r. Mocksa,
Jlenunrpanckoe mocce, 1om 16 A, ctp. 1

Coo01eHus 0 MpeAroaraéMbIX HeXKeIaTeIbHBIX PEAKIUIX, TTO3BOJISIIOT MIPOJIOJIKUTH
HENPEPbIBHBIN KOHTPOJIb COOTHOIIEHUS M0JIb3a-PUCK MTPUMEHEHHS JISKApCTBEHHOTO Mperapara.

O ciydasx MoCTBaKLMHAIBHBIX OCI0KHEHHH Hocle npuMeHenus npenapata Mudmopak® (Bakuuna
TPUNTIO3HAs CyObeIMHUYHAS NHAKTUBUPOBAaHHAS ) HEOOXOIMMO TIOCTABUTh B U3BECTHOCTD
denepanbHy0 cyx0y 1o Hag30py B cdepe 3apaBooxpanenus (109074, Mocksa, CrnaBsHCKas
momasns, 1.4, crp.1
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