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MHUHHUCTEPCTBO 3JPABOOXPAHEHHWS PECITYBJIMKU BEJIAPYChH

HHCTPYKIIUA
(uropManMs I ITAIIUEHTOB)
110 MEAUIMHCKOMY IPHMEHEHHIO JIEKAPCTBEHHOTO CPENICTBA
I'PUIITIOJI IVIIOC-BEJIME ]
BakumnHa rpunnosHas TpHBaJIeHTHASI HHAKTHBHPOBAHHAS HOIMMeEP-Cy0beIHHHYIHAS

Toprosoe nazpanue: ['punmnon mwiroc-benmen.

MexayHapoaHoe HenaTeHTOBaHHOe Ha3BaHue: Influenza, inactivated, split virus or surface
antigen.

®opma BeIMycKa: CYCIEH3US JUISI BHYTPHMBILIEYHOTO U IMTOJKOXXHOTO BBEICHHUS.

Onucanue: GeclBETHAS MM C XKEJITOBATHIM OTTCHKOM CJIETKa ONATCCHUPYIOMAs KUAKOCTb.
Coctas: ogHa no3a (0,5 M) conepXUT Oeticmayouue sewecmea

-- aHTUT€H BUpyca rpunna tuna A ajutantoucHsidt noarun (HiN;) - 5 Mkr,

-- QHTHI'€H BUpyca rpunna Tuna A autanroucHsrit moarun (HoN3) - 5 Mkr,

-- aHTHI'eH BUpYyca I'puMnna THa B autanToncHsIi - 5 MKr,

-- nonnoxcnnonnﬁ®(a30Kchepa 6pomun) - 500 Mxr;

scnomo2amenvhvie eewecmeéa — GocdaTHo-coneBoi OydepHbIit pacTBOp (Kanus XIOpUA
100 mxkr, xanmus puraapodocdar 100 Mmkr, Harpus ruapodocdar guruapar 670 MKr, HaTpus
xsopun 4000 Mkr, Bona uis uHbeKIui 10 0,5 M).

IlltaMMBI aHTHI€HOB BHpyca TpUINa — B COOTBEeTCTBHM ¢ pexoMeniamusmMu BO3 u EC Ha
TEKYIIMH AMUAEMHUYECKUH ce30H st CeBEpHOTro MOJTyapusi.

dapmakoTepaneBTHYECKas rpynna: BakuuHa a1s npodHIakTHKH FPUIIA.
Kon ATC: JO7BB02.

dapmMakoJIorHYecKHe CBOMCTBA

Dapmarxoounamuxa

Baxuuna npencraBinsger coboff MpOTEKTHBHBIC aHTHT€HBI (TEMAITIIOTHHHH A HEeHpaMHHHAA3a),
BBIJIEJICHHBIE M3 OYMINEHHBIX BHpycoB rpumnmna tuma A (H;N; u H;N,) u B, Belpamenssix Ha
KypUHBIX ~ 5MOpHOHAaX, CBf3aHHBIE C  BOJOPAaCTBOPHMBIM  BBICOKOMOJIEKYJISPHBIM
HMMYHOAQIBIOBAaHTOM  N-OKCHAHPOBaHHBIM  IPOHM3BOAHBEIM  IOJH-1,4-3THICHNHNIEpa3HHA
(Tonuoxennonnit™, MHH: A3oxcuMmepa 6poMu).

Bakuuna BbI3bIBa€T (OPMHPOBAaHME BBICOKOTO YPOBHS CIENHU(PHUYECKOr0O HMMYHHTETa MPOTHB
rpumnmna. 3amMTHBIR 3¢ GEKT Mmociae BaKIMHALMHN, KaK MpaBHIO, HacTymaeT uepes 8-12 nueit u
coxpaHsercs 10 12 MecdleB, B TOM YHCIIC M Y MOXHIBIX JIUIL. 3allUTHBIE TUTPHI AHTHTEN K
BHUpycaM TpHINa IIOCJIe BaKIWHALMK JIMII pa3HOrO Bo3pacta ompeaensoores y 75-95%
BaKIIMHHPOBaHHBIX.

BimoueHHe B BaKIMHHEIA NpenapaT HMMyHoMoxyisTopa Ilonmokcmmonmit™, obiajaromero
IIUPOKUM CIIEKTPOM HMMYHO(ApMaKoIOTHYECKOTO IEeUCTBUSA, OOECIEeYUBAET YBEIHUYCHHE
AMMYHOT€HHOCTH M CTabMJIBHOCTH AHTHTEHOB, II03BOJIET IIOBBICUTH HMMYHOJIOTHUECKYIO
NaMATh, CYLIIECTBEHHO CHU3UTH [IPUBHBOYHYIO A03Y AHTHICHOB.

IToxazanns k npuMeHEHHIO
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Cnennguueckas mnpoduNakTAKa rpunma y AeTeH, HaqHHaa c 6-MecsmHoro BozpaCTa
TIOAPOCTKOB M B3pOCIbIX 6€3 OrpaHUveHHs BO3pacTa. Py o
KoHTHHreHTbI, nofnexkamue npuBHBKaM. Baknnna ocoﬁenno NoKa3aHa:
1. JTuyam c 6bicOKUM PUCKOM GO3HUKHOBEHUA OCNLONCHEHUIL 6 ClyHae 3a601e6aHUA 2PUNNOM:
— crapuie 60 JieT; geTsIM NOIKOJIBHOTO BO3pPACTa, MIKOILHHUKAM;

— B3pOCIBIM H I€TAM, YacTo Ooneromum OP3, cTpagalomuM XpOHHYECKMMH COMATHYECKHMH
3a00JI€BaHUsAMH, B TOM 4HCJIe: OONE3HAMHM ¥ NOPOKaMH pPa3BHTHsS UEHTPANbHOM HEPBHOM,
CEPACYHO-COCYIMCTOR M OpOHXO0-IEro4yHOlM cHCTeM, OPOHXHATBHOM acTMOW, XPOHMYECKHMH
3a00JIEBaHMAMH TIOYEK, CaXapHBIM 1HabeToM, Goye3HsMH O0OMEHa BEUIECTB, ayTOMMMYHHBIMU
3ab0/IeBaHHMAMH, AUIEPrHYECKUMH 3a00j1eBaHUAMH (KPOME UIEPTHM K KYPHHEIM O€iKam);
XPOHMYECKOM aHEMHEH, BPOXKICHHBIM MMM IpHOOpeTeHHBIM HMMyHoAeduuuroMm, BHU-
UHOHIIPOBaHHBIM.

2. Jluuam, no pody npogpeccuu umerougum @vICOKUii PUCK 3A001€6AHUA ZPUNNOM UNU
3apasceHun um Opy2ux nuy:

— MeapaboTHHKaM, paboOTHHKaM O00pa30BaTeNbHBIX YYPEXKIACHHH, C(hEPHl COLHATLHOIO
00c1y)XMBaHHUS, TPAHCIIOPTA, TOPrOBIIH, IIOJHIHH, BOCHHOCITY)KAIKM H JIp.

Cniocod mpuMeHeHHsI B 103bI

BakuuHanus MPOBOJUTCA €XErOMHO B OCEHHE-3UMHMH Meproja. Bo3MOXKHA BakIMHALHsS B
HavaJie SMUJAEMHYECKOro MoabeMa 3a00JIeBaEMOCTH I'PHIITIIOM.

Hetsm crapme 3-X JIeT, MOAPOCTKaM H B3POCIBIM BAakKUHHY BBOASAT BHYTPHMBIIICYHO HIIH
r1y60KO NOAKOXHO B BEPXHIOID TPETh HAPYXHOW IMOBEPXHOCTH IUIeYa (B JEIBTOBHIHYIO
MBILIIY), JETAM MJIQJIIIEr0 Bo3pacTa — B HepeaHeOOKOBYIO IOBEPXHOCTH Oeapa
BHYTPUMBIIICYHO.

Hemam om 6 0o 35 mecayes exnouumenvno — no 0,25 My IBYKpaTHO ¢ WHTEpBaIoM 3-4
HEJIENH.

Hemam cmapwe 36 mecayes u 63pocabim BaKIMHY BBOAST OJHOKPATHO B 1o3€ 0,5 MiL.

Panee He 60eBIIMM IPUIINIOM U HEBaKIIHHUPOBAHHBIM JIETSM BO3MOXHO ABYKPATHOE BBEIECHUE
BaKI[HHBI C HHTEPBAIOM 3-4 HeleH.

Ilayuenmam c ummynoOepuyumom u ROIYHAIOUUM UMMYHOCYNPECCUBHYIO MEPANUIO
BO3MO)XXHO BBEJICHHE BaKIIMHBI ABYKpaTHO 110 0,5 MJI ¢ HHTepBasioM 3-4 HeneH.

Ilepen mpuMeHEHHMEM BaKIMHY CleIyeT BBUIEPXKAaTh OO KOMHATHOM TEMIEPATYpHl M XOPOLIO
BCTPAXHYTh. CHATH 3aUTHYIO KPBIMIKY C WIJIBI H YAAIHTE BO3AYX M3 UINPHIA, YAEPKUBAs €I0 B
BEPTHKAJIBHOM IOJIOKEHHH HIJION BBEPX M MEUICHHO Ha)XKUMasi Ha HOPIICHb.

ITpn mMMyHHM3anuu nerteif, KOTOPHIM IOKa3aHO BBeAenue 0,25 MJI BakLMHBI (1/2 IIO3Bl), IS
TOYHOCTH O3HPOBAHMS JIEKAPCTBEHHOTO CPEICTBA CIIEAYET MCHONB30BaTh | pHIION ILTIOC-
benmen B ammyiax.

IToGouHoe aeficTBHE

Baxkiuna SIBIIAETCS BBICOKOOYHUIIIEHHBIM IIpenapaTom, XOpOIIIo IIEpPEHOCHUTCSA
BaKIIMHHPOBAaHHBEIMH. B OTBeT Ha BBelEHHE BaKIMHBI BO3MOXHO Da3sBHTHE CIEXYIOIIHX
peakiuuin:

Ouenv yacmo (>1/10)

- MECTHBIC PEaKIMH: GONE3HEHHOCTh MPH MAJBNAIMH, YIUIOTHEHHE, OTEK W THIIEPEMHS KOXH B
MeCTE BBEJCHHS;

- CHCTEMHEIE peakiu: cyOdeOpunpHas TeMieparypa, HeJOMOTaHue, ¢j1abocTh, rojIoBHas Gob,
nepiieHye U 60J1b B ropie, pUHUT, MHAITHSA, apTpasIrys.

YKa3aHHbIE peaKIM{d HOCAT TPAH3UTOPHEINA XapakTep ¥ OOBIYHO MCYE3aI0T CaMOCTOATENBHO B
Te4yeHue 1-2 cyTok Oe3 HasHAYeHHs criel(HIECKON TepaInH.

Ouenw peoxo (<1/10000)

- TIpY BBICOKOM WHIMBHIYaJbHOH YyBCTBHUTENBHOCTH MOTYT HabMIOAaThCS alUIEprHYecKHe
peakuuu: aHaQUIaKTHYeCKHH INOK, AHTHOHEBPOTHYECKMM OTEK, KpAIMBHHIA, CHIOb
(spuTeMaTo3Has, Hanyie3Has) U T.1.

HpornBonokazanns
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~ QUICPrHYECKHe PEaKIHH Ha KypHHBIH GeOK X KOMIIOHEHTH! BAKUMHEL,

- OCTpble JIHXOpANOYHBIE COCTOSHHS MM OOOCTpEHHE XPOHHYECKOTo 3afoNeBamss .

(BaKUMHAUMIO MPOBOASAT IIOC/E BHI3XOPOBIICHUS WM B NEPUON peMHCCHHM). [IpH HeTsKeIbIX
OPBH, ocTpbix KHIIEYHBIX 3a00NICBaHMSX BAaKUMHALMIO MPOBOAAT MOCIE HOPMAaIM3AllHH
TEMIIEPATYPHI;

— TIOCTBaKIMHAIbHBIE OCJIOXHEHHS Ha NPEAMIECTBYIOIIYIO BaKIHMHAIMIO: ITOBBIIIEHHE
Temueparypst Beime 39,5°C, oTek M THIEpeMHs B MECTe BBEICHHA CBbIIIE 8§ CM B MaMeTpe;

- BO3pacT A0 6 MecAlEB.

ITepeno3npoBka

Cry4aeB nepejo3UpOBKH HE 3apeTHCTPUPOBAHO.

MepbnI npeaocTOpoOXKHOCTH

B neHe nNpHBHBKH BaKIMHHpPYEMBIE IO/DKHBI OBITH OCMOTpPEHBI BpadoM ((ernbamepom) c
obsa3aTensHOM TepMoMeTpHel. [Tpu TeMneparype Beiuie 37,0 °C BaKIHHAIMIO HE POBOJISAT.

He npuroneH x MpUMEHEHHIO Ipenapar B aMilyjiaX M IIIPHIAX ¢ HAPyIIEHHOH LETOCTHOCTHIO
WM MapKHpOBKOHM, IIpH HM3MEHEHHH (GH3HYECKHX CBOWCTB (IIBeTa, MPO3PAYHOCTH), IIPH
UCTEKIIEM CPOKE TOMHOCTH, HapylleHHH TpeOOBaHHH K YCIOBHSAM XpaHEeHHS. Bakuuny
3alpenaeTcs BBOAUTh BHYTPUBEHHO.

B kabunerax, rae MpOBOAUTCS BaKIMHALMsS, HEOOXOANMO HMETH CPEICTBA IMPOTHBOINOKOBOM
Tepanvy. BakuMHHPOBaHHBIH HOJDKEH HAXOAUTHCS O] HAOMIOJeHHEM MeIpabOTHHKA B TEUCHHE
30 MuH nocne UMMYHHU3AIMH.

IIpumenenue 6o epema Gepemennocmu u ¢ nepuod r1akmayuu

IIpn npoBeneHNH BakUMHALWK IIPOTHB IPHIIA GEPEMEHHBIX XKEHIIUH UCIOIb3YIOTCS BAKIMHEIL
HE colepXKalire KOHCEPBAHTOB.

JIOKNTMHUYECKHE HCCIEOBAHUS TOKa3aid, 4YTO BaKUMHA TPHUIIIO3HAS WHAKTHBHPOBAHHAS
IOJIMMeEP-CyOBCAMHAYHA He o0iagaeT SMOPHOTOKCHYECKHM H TEPATOTEHHBIM IEHCTBHEM.
Pelenne o BaknuHanuu G€peMEHHBIX M KOPMALIUX TPYABIO KEHIOWH JOJDKHO NMPUHHMATHCS
BpayoOM HHIMBHIYaILHO C YYETOM PHCKAa 3apaXKCHHS TPHUIINOM H BO3MOXHBIX OCIOXHEHHIA
rpunnosHol nadexnun. Hanbosee 6e3onacHa BakMHAIMSA BO BTOPOM M TPETHEM TPHMECTPAX.
Kopmiienne rpyzpio He sSBISETCS MPOTHBOIIOKA3aHUEM JIJIsl BAKIIMHALUH.

B3aumozaeiicTBHe ¢ APYIrHIMH JIEKAPCTBEHHBIMH CPEACTBAMM

Bakuuna I'punnon nmoc-BenMen MoXeT MPHUMEHSTBCA OJHOBPEMEHHO ¢ MHAKTHBHPOBAHHBIMH
U OKUBBIMH BaKIMHAMHM HAlMOHAJIBHOIO KaleHAapss MNpoQHIAKTHYECKHX MPHBHUBOK (3a
uckmouenveM bBIDK wu  BIDK-M) © WHakTUBHpOBaHHBIMH  BaKIHMHAMH  KaleHIaps
NpOQUIAKTHYECKMX INPUBHBOK IO OJNMAEMHYECKHM IIOKa3aHUAM (3@  MCKIIOYCHHEM
aHTHpabudeckux). IIpy 3TOM [OIDKHBI YYHTHIBATBCS INPOTHBOMOKA3aHHS K KaXKIOM u3
NPUMEHAEMON BaKUMH; IIpenaparsl clelyeT BBOAWUTH B pa3Hble YYacTKH Teja pa3sHbIMU
LITIPUIIAMH.

Baknuna MoxeT BBOIUTHCS Ha (oHe Ga3sUCHOM Tepanuu OCHOBHOTO 3aboneBanus. BaknuHauus
HAIlUEHTOB, HOJIY4aloUIMX HMMYHOCYTIPECCHBHYIO TEpaIHio (KOpTHKOCTEPOUIBI,
UTOTOKCHYECKHE NPENapaThl, paAiroTepanus), MOXeT ObITh MeHee 3 (HEKTHBHOIA.

Ycnosus xpanenus

B 3ammmenHoM oT cBera MecTe mpu Temmeparype ot 2 °C 1o 8 °C. He 3amopaxusaTs.

Cpok rogHocTn

1 rox. He HCno/1630BaTh 10 HCTEUEHUH CPOKA FOAHOCTH, YKA3aHHOTO HA YIIAKOBKE.

YnakoBka

o 0,5 M1 B IIMpHIE! MK aMITYJTBl U3 HEeHTpatbHOro cTeka. [lo 1 mmpuiy umm no 5 ammysn B
KOHTYPHYIO TMEHKOBYIO YHAKOBKY.

OnHy KOHTYPHYIO S4EHKOBYIO YIIAaKOBKY CO LIIPHIEM BMECTE ¢ HHCTPYKIHEH MO IPHMEHEHHUIO
MOMEINAKOT B IAYKy M3 KapTOHa.

OnHy KOHTYpHYIO SYEHKOBYIO YIIAKOBKY C aMITyJlaMH BMECTE C HHCTPYKIIHEH 110 IPHMEHEHHIO B
Ia4vKy U3 KapTOHa.
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YnakoBka [l CTAalMOHapoB: mo 20 INIpHUEB B KOHTYPHOH sMeiixoBo# ymakoeke Nel c
COOTBETCTBYIOIIMM KOJMYECTBOM HMHCTPYKIMH IO IPHMEHEHMIO' IOMEHIAloT B KOPOOKY 3
KapToHa. vt o DI e :
YcaoBus oTmycka
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