MHUHHUCTEPCTBO 3/IPABOOXPAHEHUA POCCUMCKOH ®EJAEPAIIUU

WHCTPYKIIUA
10 MEJUITMHCKOMY ITPUMEHEHMHIO JIEKAPCTBEHHOI'O ITPEITAPATA

Yabrpukc® KBaapn
BakunHa rpunno3Hasi 4eTbIpexBajieHTHAsi HHAKTHBHPOBAHHAsS paclieNieHHast

PerucTpanuonnsiii Homep: JII1-005594

Topropoe HaHMeHOBaHHeE. Visrpukc® Kpaapu

BaxkuuHa rpunmno3Has YeTelpeXBaJIeHTHAs! HHAKTHBUPOBAHHAs paclleIyIeHHas

MekIyHApOOHOe HEMATeHTOBAHHOE MJIH TIpPYNNHPOBOYHOEe HAaHMeHOBaHHWe. BakuuHa U1 NpPO(QUIAKTHKH TpHMna
[MHaKTHBHUpOBaHHAA]. S

JlekapcTBeHHasi popMa. PacTBOp /1 BHYTPUMBILIEYHOTO BBEIECHHS.

Cocras: 1 no3a (0,5 M) COnepx HuT:

Je#cTByIONINE BELIECTBA

AmnTtures Bupyca rpunmna tuna A (H{N;) - (15£2,0) Mxr TA;

Anrtures Bupyca rpunna tana A (H3;N,) -(15+2,0) mxr I'A;

AHTHreH BHpyca rpunmna Tuna B (uuns Yamagata) - (15 +2,0) mxr [A;

AwnTureH Bupyca rpunmna tuna B (uaus Victoria) - (15 +2,0) mxr TA.

BcnomorarensHble BeNecTa

[Tomicopbar 80 - He 6onee 250 MkT;
OxrtokcuHON-10 - He Honee 150 MkT;
®ocaTHO-coneBoit OydepHbIi pacTBOp - 10 0,5 M.

Ipumeyanue: coctaB ocdaTHo-coneBoro OydepHOro pacTBopa: HaTpHsl XJIOPHI, AMHATPHs ruapodocdar AUTHApAT, HATPHUA
muruapodocdart TUrHapaT, BoAa IS HHBEKIHH.

Onucanne. beclBeTHas WK ClIeTKa XKeITOBaTas MpO3pavHas KUIKOCTh, BO3ZMOKHO HaJTMYHe C1aboH onaieceHIINN.

XapakTepucTHka. BakuuHa npencraBisieT co00H cMeCh MPOTEKTHBHBIX IOBEPXHOCTHBIX M BHYTPEHHHX AHTHTE€HOB BHPYCOB
rpunmna tuna A (moxrunst A(HN,;) n A(H3N,)) u tuna B (nmHMu Yamagata u guHuM Victoria) B dochaTHO-coneBoM OydepHOM
pacTBope.

AHTHTeHBI TI0JIy4al0T U3 OYHIIEHHBIX BUpycoB rpunma tuna A (moarumsel A(H;N,) u A(H;N;)) u Tuna B (yimeus Yamagata u
nuHuK Victoria), BbIpallleHHbIE Pa3eibHO B PA3BHBAIOMINXCS KYPHHBIX SMOPHOHAX.

AHTHIeHHBIH COCTaB BaKI[HHBI H3MEHSAETCS KXK/IbIH IO/l B COOTBETCTBHH C STMHAEMHYECKOH CUTYalHeil U pekomeHnauusmMu BO3.

®dapmakoTepaneBTuyeckas rpynna. MUbII-pakiuna.

Kon ATX: JO7BB02.

HAMMyHoJI0THYeCKHe cBOMcTBA. BakumHa GpopMupyeT BBICOKHH crienuduUecKuii HIMMYHUTET NMPOTHB rpunma tTuna A u B. Ilocie
BaKIMHAIL[MK aHTHUTENIa MOABISIIOTCS Yepe3 8-12 1Hel, HIMMYHHTET coXpaHseTcs 10 12 mecsues.

IMoka3aHHsI K NPHMEHEHHIO.

AKTHBHas exerojHas NpopHIaKTHYeCKas MMMYHH3alMs TPOTHB CE30HHOTO TPHIMA JEeTeH ¢ 6-TH MecsuyHOro BO3pacTa,
MOPOCTKOB M B3pOCIBIX 10 60 s1eT.

BakunHa 0COO€HHO ToKa3aHa:

1. JIumam ¢ BBICOKMM PHCKOM 3a00J1€BaHNS W BO3HHKHOBEHHS OCJIOKHEHHH B CTydae 3a00JIeBaH s IPHUITIIOM:

- 9acTo OOJICIOIINM OCTPBIMH PECITHPATOPHBIMH BUPYCHBIMH HH(EKIMAMH;

- CTpajaloIlM XPOHHYECKHMH COMAaTHYECKHMH 3a00JE€BaHHMAMH, B TOM 4YHcIe OONE3HAMH M MOPOKAMH Pa3BUTHA CEpAEYHO-
COCYIMCTOH, ABIXAaTEeIbHONH M LIEHTPAJIIbHOM HEPBHOW CHCTEM, XPOHHYECKHMMH 3a00J€BaHUSAMH MO4YeK, OOne3HAIMH OOMEHa BELIECTB,
caxapHbIM JHa0EeTOM, XpPOHHYECKOH aHEMHEH, aJulepruiyeckKHMH 3a0oneBaHUAMH (KpOME aJUIEpTHH K KypHMHBIM 0e/KaMm), BPOXKJIEHHBIM
WJIH NPHOOPETEeHHBIM HMMYHOAE(HIIMTOM, B TOM YHCJI€ HHOHLIMPOBAHHBIM BHPYCOM HMMYHOAE(DHIIUTA YEIOBEKa;

- GepeMeHHBIM XeHIHHaM (cM. paszen «lIpuMeHeHne npu 6EPEMEHHOCTH H B NIEPHOJ IPYTHOTO BCKAPMIIMBAHH).

2. Jlumam, mo poxy y4eOHON MM NPO(ECCHOHAIBHOH NEATENIbHOCTH HMMEIOIIMM BBICOKHH DHCK 3a00J€BaHHS TDHIINOM HIH
3apa)keHHsl UM APYTHX JIHIL:

- ygammMcst 00pa3oBaTeNbHbIX yUPEKICHUH, CTyICHTaM;

- pabOTHHKaM MEIMIMHCKHX M 00pa3oBaTe]bHBIX YYPEXKICHHH, TPAHCNOPTa, KOMMYHAIBHOH H COLMAIBHOH cdep, MOJIHIHH,
BOEHHOCITY KAIIUM H T.JI.

IIpornBONOKa3aHMs.

- QJUIEPrHYeCKHe PeaKIMy Ha NPEALIECTBYIOINE NPHBHBKH IPUIIIIO3HBIMH BaKI[HHAMHY;

- AJUIEPTHYECKHE PeaKlMi Ha KypHHbIH O€JIOK H ApYTHe KOMIIOHEHTHI BaKIIMHBEI;

- cuibHas peakuys (temneparypa Beime 40 °C, OTeK M THIIEpPEeMHs B MECTE BBEJCHHS CBBIIIE 8 CM B JHAMETPE) HIH OCJIOKHEHHS
Ha TpeJbIIyIIee BBEICHHE TPHUITNO3HBIX BaKIIMH B aHAMHE3E;

- ocTpble HHEKIHOHHbIE U HEMH(DEKIIHOHHbIE 3a001eBaHus, 000CTPEHHE XPOHHUECKHX 3a001eBaHHH — MPHBUBKH NIPOBOJAT Yepe3
2-4 Heneny mocie BhI3OPOBIICHHUS WM B TIEPHOJ PEKOHBAJIECIICHIIMY HJIH PEMHCCHH;

- ipu HeTspxenbix OPBU, ocTphix KHIIedHBIX 3a00/1€BaHUAX BAKIMHAIMIO IPOBOAAT M0C/IE HOPMATH3ALHH TEMIIEPATYPhI;

- IETCKHH BO3pacT J10 6 Mec.

C 0CTOPOKHOCTBIO.

He 6600umpv énympueenno!

IMepen mpUBMBKOH BakKIHHHDYeMbie AOJDKHBI OBITH OCMOTpEHBI BpadoM (¢enpamepom) ¢ 00s3aTeIbHBIM IPOBEICHHEM
tepmomeTpuH. [Ipu Temneparype Tena Bbimie 37 °C BaKIHHALMIO HE IPOBOSAT.

KabuneTsl, r1e MPOBOAMTCS BaKLMHALHSA, JOJDKHBI ObITh OCHAILEHBI CPEACTBAMH MPOTHBOLIOKOBON Tepanuy. BakIMHMPOBaHHbIH
JIOJDKEH HaXOAHMThCs 101 HabJioieHHeM MeApaboTHHKA B TeueHHe 30 MHH 1I0cjle BaKIMHALMH.

IIpumMeHenne npu GepeMeHHOCTH H B MIEPHOJ IPYIHOI0 BCKAPM/IHBAHHSA.

JlaHHble KJIMHHYECKHUX HCCIIEI0BaHMH BakuUMHBI ¢ ydacTHeM jkeHmnH Ha II u III TpumecTpax OepeMeHHOCTH MOKa3alH, 4TO
BaKIMHALMA HE OKAa3bIBAET OTPULIATEILHOrO BO3IEHCTBHS Ha IUIOI M OPraHH3M JKCHIIMHBI H MOJKET NMPHUMEHATHCS TPH OEpEMEHHOCTH.
BakuuHaius 1aHHbIM penapaToM MOXeT NPOBOANTECS, HaunHas co 1l TpuMecTpa GepeMEHHOCTH.

OnbIT MPUMEHEHUS TPHIINO3HBIX HHAKTHBHDOBAHHBIX BAKI[MH MOKa3bIBAa€T, YTO BaKIMHALKA JKEHIIMHBI B MEPHOJ TPYAHOrO
BCKapMJIMBAaHHs HE OKa3bIBAET TOKCHYECKOI0 BO3/IE€HCTBH Ha pebeHKa.

OKOHYATENbHOE pelIeHHe O BaKUMHALWH OEPEeMEHHBIX W KOPMAIIMX TPY[AbIO JKEHIIMH [O/DKHO NPHHMMAThCs BPaYoM
MH/IMBHIyaJIbHO C y4ETOM PHCKa 3apakKeHHs TPHIINIOM H BO3MOJKHBIX OCIIOKHEHHH, BRI3BAaHHBIX 32001€BaHUEM TDHUIITIOM.
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TPeTh Hapy>KHOH MOBEPXHOCTH IUIeYa) B MPUBUBOYHOM H03€e 0,5 ML

Jletsim B Bo3pacTte oT 12 10 35 MecsmeB BakLMHY BBOASAT JBYKPAaTHO C MHTepBaJoM 28 nHel B NepenHeOOKOBYIO MOBEPXHOCTH
6enpa wim 06sacTh JeTbTOBHIHOMN MBIIIIIEI B TPHBHBOYHOH 03¢ 0,25 M1 (1/2 mo3sr).

Jetsam B Bo3pacTe oT 6 10 11 MecsiieB BakIIMHY BBOZAT ABYKPaTHO C HHTEpBaIoM 28 JHEi B mepeHeO0KOBYIO MOBEPXHOCTH Oepa
B NIpuBHBO4HOH 1103€ 0,25 mit (1/2 no3er).

Cxema otbopa 1/2 10361 BaKIMHBIL:

1. Ilpu ucnonp3oBanuu mmpuna, cogepskamero 0,5 ma (1 1o3y) mpemapara, HEOOXOOMMO yNAIWThH TOJIOBHHY COJEPIKHMOTO,
HaJaBHB Ha MOPILIEHB JO COOTBETCTBYIOIEH PHCKHY Ha wmmpuie. [anueHTy BBOAUTCS OCTaBIIeecs: KOJHYECTBO BakIMHHI (0,25 ).

2. Ilpu ncnionp3oBanuy (aakona, copepxamero 0,5 mi (1 mo3y) mpenapara, oroupaercst 0,25 MJI BAKIIHHBI CTEPHIBHBIM IITIPHIIEM,
HMEIOIINM COOTBETCTBYIOIIYIO TPaayHpOBKy. OCTaTOK BaKIMHBI BO (hIIakOHE ODKEH OBITH HEMEIJICHHO YTHIN3HPOBaH.

[lepen mpuMeHEHHEM BAaKIHHY CIEIyeT BBIAEPKATh 10 KOMHATHOH TEMIEepaTyphlL.

He mpurozen x MpHMEHEHHUIO TIpenapar B MIpHIax/(GIakoHaX ¢ HAPYIIEHHOH EIOCTHOCTHIO HITH MapKHPOBKOH, PH H3MEHEHHH
¢u3HYecKnX CBOWCTB (WBETa, NMPO3PAvYHOCTH), NPH HATHYHH B PACTBOPE IMOCTOPOHHMUX YACTHIl, NPH HMCTEKIIEM CPOKE TOIHOCTH,
HapyIIEHHH TPeOOBaHMH K YCIIOBUSAM XPAHEHHS.

BcekpeiTHe mmpuies/(iakoHOB W NMPOBEJCHHE BaKIMHAIWH OCYIIECTBISIOT IPU CTPOTOM COOMIONEHHH TPABHJ AaCENTHKH U
aHTHCENTHKH. [Ipenapar Bo BCKPHITHIX IIMPHIax/GIaKoHaX XpaHEHHIO HE MOIIEKHUT.

ITo6o4noe neiicTBre. HexxenaTenbHbIe SABIEHUS, IPEICTABICHHBIE HIKE, IIEPEUNCIIEHBI B COOTBETCTBHH C MIOPAXKEHHEM OPTaHOB U
CHCTEM OPraHOB M YaCTOTOH BCTpedaeMOCTH. YacToTa BCTpe4aeMOCTH ONPENEIIETCs CAESIYIOIHM 00pa3om: odeHs gacto (>1/10), gacto
(>1/100 n <1/10), Hegacro (>1/1000 u <1/100), peaxo (>1/10000 u <1/1000), ouens pexako (< 1/10000, BkIroUast OTAENBHBIE CIIyYaH).

Hapywenus co cmoporul HepEHOIL cucmembl

Yacmo: TronoBHas 6071b.

Hapywenus co cmopoHsl KO U NOOKOXCHBIX MKAHell

Heuacmo: TIOBBIIIEHHAS TIOTIABOCTb. "

Hapywenus co cmopoHsl KOCMHO-MblUEYHOU CUCEMbL U COeOUHUMETbHOU MKAHU

Heuacmo: apTpanrusi, MHQJITHSL.

Obwue paccmpoticmea u peakyuu 8 Mecme 86e0eHuUs

Yacmo: 60i1b, THIIEPEMHS B MECTE HHBEKLIUH.

Om «neuacmo» 0o «yacmoy. YIIOTHEHHE, OTEK H 3yl B MECTE HHBEKIIHH.

Heuacmo: TIOBBIILIEHHE TEMIIEPATyphI, 03HOO, c11aboCTh.

Vxa3aHHbIe HEXKeIaTeIbHbIE PEAKIIMH MOTYT Pa3BHThCS B J€Hb BAKIIMHAIIMA; OOBIYHO HCYE3aI0T CAMOCTOSTENBHO uepe3 -3 aHs u
He TpeOYIOT JICUeHHS.

Hemu:

B kIMHMYECKHX MCCNIEOBAHMAX C yHaCTHEM JIETeH OT 6 MecsIleB 10 6 JeT cOOOMaIoCch O CACAYIOUMX PEaKIHsX, OTCYTCTBYIOLIHX
Y B3pOCIHBIX: HAapYIIEHUS CO CTOPOHBI JBIXaTEIbHOH CHCTEMBI, OPTaHOB TIPYIHOH KIETKH W CPENOCTEHHsS: PHHHUT; Kameidb (J4acTtora
HEH3BECTHA); IHapes (4acToTa HEM3BECTHA). Y meTed oT 6 MecsmeB 10 3 neT OOMbIIMHCTBO HEXKENATEIbHBIX SBJICHHH BBISBISAIOCH IOCIE
NepBO BaKLIMHALHH.

7HCCM0’IP{I Ha OTCYTCTBHC KIIMHHYCCKHUX NAaHHBIX HEJIb3S HCKIFOYHTE BO3MOXKHOCTE PA3BUTHUA XapaKTEPHBIX UIA TPHIIIO3HBIX

BAKIMH HEBPOJOTHYECKUX PACCTPOMCTB M aNIEPrHYECKUX peakiuil (B TOM 4YHCiIe peaklUHi HEMEICHHOTO THIa Ha KypHHBIH OeloK u
ApYyTrHe KOMIIOHEHTHI BAaKIIHHBI).

[MarmeHT n0mKeH OBITH MPOMH(GOPMHUPOBAH O HEOOXOOMMOCTH COOOWIMTH Bpady O JIOOBIX BBIPAKEHHBIX MJIM HE YKa3aHHBIX B
JTaHHOH MHCTPYKIMU ITOOOYHBIX PEaKIUsX.

IepenosnpoBka. O cirydasx nepeo3upPOBKH He COOOIIAIOCH.

B3zaumoneiicTeHe ¢ JPYrHMH JIEKADCTBeHHBIMH CpeICTBaMH. BakiuHa MOXET NPHUMEHSTBCS OJHOBPEMEHHO C
MHAKTHBUPOBAHHBIMM M JKMBBIMH BaKUMHaMH HalMoHadbHOTO KaneHAaps NpOQHIAKTHYECKHX MPUBUBOK (3@ HCKIIOYEHHEM
TyOepKyJIe3HbIX BAKIWH) M WHAKTHBHPOBAHHBIMH BakuMHamu KaneHmapst mpoGHIakTHYeCKMX NPHBHBOK IO SMHAEMHOJIOTHIECKAM
MOKa3aHUAM (3a HCKITIOYEHHEM aHTHpabudeckux). [IpH 3TOM IOKHBI YYHTHIBAaTHCS MPOTHBOMOKA3aHUS K KAXKIOH M3 MPUMEHSEMbIX
BaKIIMH; MPEMapaThl ClIeTyeT BBOJUTH B Pa3HbIe YIaCTKHU Tella Pa3HBIMH IITIPHIIAMH.

BakiMHa MoeT BBOAMThCA Ha (oHe Oa3HCHOH Tepamuu OCHOBHOTO 3aboseBaHWs. BakuWHAUWs MAIMEHTOB, MOTYYHMBIIHX
HMMYHOCYTIPECCUBHYIO TEpanuio (ITIIOKOKOPTHKOCTEPOH/BL, LHTOTOKCHYECKHE TNpenapaThl, paJHOTepanusi), MOXET OBITh MeHee
3¢ PeKTHBHOIA.

Oco0ble yka3aHus.

Hcnomp3oBaHHBIE M HEHCIOIB30BAHHBIE INMPHIBI H (IAKOHBI YTHIM3HPYIOT B COOTBETCTBHH C TPEOOBaHHAMH NEHCTBYIOIIETO
3aKOHO/ATEIbCTBA.

BiiusinMe Ha COCOOHOCTH YNPABJISTh TPAHCIOPTHBIMH CPEeCTBAMH, MeXaHH3MaMH. [Ipermapar He BIWSET Ha CIIOCOOHOCTH
YIPaBJIsATh TPAHCIIOPTOM HWIIM 3aHMMAThCA APYTMMH MOTEHIMAIBHO OMACHBIMH BHIAMH AESTEIBHOCTH, TPEOYIONIMMH TOBBILIEHHO
KOHLIEHTPallu¥ BHUMAHUS U OBICTPOTHI ICHXOMOTOPHBIX PEAKIIHH.

®opma BeINMycKa. PacTBop Ul BHYTPUMBIIIETHOTO BBEICHHUSI.

ITo 0,5 mut (1 mo3a) B MIMpHULAX M3 CTEKIA C BIASHHOM MIVIOH C 3aIIMTHBIM KOJITAYKOM WM (IIAKOHAX CTEKJISHHBIX, TEPMETHIHO
YKYTIOPEHHBIX MPOOKaMU PE3HHOBBIMH, 3aBAIIbIIOBAHHBIX KOJMAYKaAMH aTFOMHHHEBLIMH HITH ATFOMOTLIACTHKOBBIMH.

ITo 1 mnpuiy B KOHTYpHOH A4eiKOBOIf yrakoBKe, MOKPHITOH (OIBroif aTIOMHHHEBOH HIH OyMaroi, HitH IUIEHKOM MOJTMMEPHOIA.

ITo 1 uam 10 KOHTYPHBIX AYEHKOBBIX YITAKOBOK B MAYKE W3 KAPTOHA BMECTE C HHCTPYKIHUEH MO TPUMEHEHHIO.

ITo 1 nmu 10 ¢akoHOB B Mayke U3 KAPTOHA BMECTE C HHCTPYKIIUEH 10 PUMEHEHHUIO.

Ycnosusi xpanenus. XpaHuTh pH Temrepatype ot 2 10 8 °C. He 3amopaxnBats. XpaHUTh B HENOCTYITHOM JUIS IETEH MECTE.

YcaoBusi TpaHcnopTHPOBaHHUs. TpaHCIOPTHPOBATH IPH Temmeparype ot 2 1o 8 °C. He 3aMopakuBats.

Cpoxk rognoctH. 1 rox. IIpenapat ¢ HCTEKIIHM CPOKOM TOTHOCTH IPUMEHEHHUIO HE MOIJIEXKUT.

Ycaosus ormycka. OTmyckaloT mo penenty (ymakoBkd mo 1 mmpumy wim | dmaxony). [lns nedeGHO-NPOGUIAKTHYECKAX
yupexaenu (ymakoku no 10 mmpuue win 10 ¢1akoHOB).

IIpoussoguress.

000 «®OPT»

Poccus, 390540, Psa3anckas o61., Ps3anckwii paiion, cenbekoe nocenenne Oxckoe, crp. 13, Ten. (4912) 70-15-00.

Baanesien perucTpanHoOHHOrO y10CTOBEPeHHsI/OPTraHH3alHs, IPUHAMAIOMIAs NPEeTeH3HN NoTpefuTeNs.

000 «®OPT»

Poccnsa, 390540, Pssanckas o6n., Pssanckuit paiion, censckoe mnocenenune Oxckoe, crp. la, Ttem. (4912) 70-15-00,

taxc (4912) 70-15-01, e-mail: info@fort-bt.ru.

Pexnamanuu Ha KauecTBO TMpemapara, a TaKKe O CIydasX ITOBBIICHHOH PEaKTOTeHHOCTH WM Pa3BHTHH OCIOKHEHHH CleayeT
HanpaBisaTk B agpec OO0 «POPT» ¢ ykazaHueM HOMEpa CEpHM M [aThl BHITyCKa Ipernapara ¢ MOCISAYIOIIHM MpPEACTaBICHHEM
MEIUIUHCKOH TOKYMECHTAIUH.
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