NHCTPYKIUA
10 MPUMEHEHHUIO JIeKAPCTBEHHOI 0 Mpenapara
CoBurpunn ®

BaKIIHHA I'PUIINIO3HASI HHAKTUBHUPOBAHHAN cyﬁbezmnnqnaﬂ

ToproBoe HaMmeHoBaHue.
COBUTPUITI®

FpynnupoBo4YHOE Ha3BaHue.
BakunHa onsa npodpmnaktukm rpunna [MHakTMBMpOBaHHas].

JlekapcTBeHHas dopma.

PacTBop Anst BHYTPUMbILLEYHOTO BBEAEHUS.

BakumHa npeactaBnsger  cobo NOBEPXHOCTHbIE — FMKOMPOTEWHbl  (reMarrfioTUHUH - ©
HelipamnHnaasy), BbliAeneHHble U3 OYMLLEHHbIX BUPMOHOB BMpYyCca rpunna Tmunos A v B, nonyyeHHbIX
13 BMpYCCOAepKallen annaHTOMCHOM XMUAKOCTM KyPUHbIX 3MOPUOHOB OT KITUHMYECKU 300POBbIX Kyp
C  WCMNOMb30BaHWMEM B  MNPOU3BOACTBEHHOM  MpOLECCe  KYPUHbIX  3PUTPOLUTOB  UNK
0e33pUTpOLIMTApHON TEXHOMOIMK, N pa3BedeHHble B doctaTHO-coneBom GydepHoOM pacTBope, B
komnniekce ¢ agbtoBaHTom COBUOOHOM. lNpenapat BbinycKaeTCcs C KOHCEPBAHTOM - TMOMepcan
(MepTnonAT), nnu 6e3 KoHcepBaHTa.

AHTUrEHHbIN COCTaB LUTAMMOB €XErogHO MeHSAeTCA B COOTBeTCTBUM C pekoMmeHgaumamu BO3 n
Komunccumm no rpnnosHbiM BaKUMHHBIM U ANArHOCTUYECKMM WTammam Munagpasa Poccun.

CocrTas.
1 posa (0,5 mn) cogepxuT:

BakuyuHa ¢ KoHcepeaHmom

e remarrnoTuHUH Bupyca rpunna noatvna A(H1N1) - 5 mkr;
e remarrnoTuHuH Bupyca rpmnna nogtuna A(H3N2) - 5 mkr;
remMarriTVHUH BUpYyca rpynna tuna B - 11 mkr;
agbtoBaHT COBVOOHTM - 500 mkr;

KOHCepBaHT - Tuomepcan (Meptuonsr) - (50,0 £ 7,5) mkr;
docaTHo-coneBon bydepHbIn pacTtop - Ao 0,5 mn.

BakyuHa 6e3 koHcepsaHma

e remMarrnoTuHVH Bupyca rpunna nogtuna A(H1N1) - 5 mkr;

e remarrnoTuHuH Bupyca rpynna nogtuna A(H3N2) - 5 mkr;

e remarrnioTUHWH Bupyca rpynna Tuna B - 11 mkr;

e agbioBaHT COBMOOHTM - 500 mkr;

e docdaTtHo-coneBow bydepHbIi pacteop - 4o 0,5 mn.
MpumeyaHwme.

Cocmas ¢pocghamHo-cosiegozo byghepHoao pacmeopa Ne1 (0nsa npenapama 6e3 koHcepgaHma): 9 r
HaTpua xnopuaa, 1,5 r HaTpua rmgpodocdara, 0,12 - 0,14 r kanus aurngpodocdara, Boga aAng
MHBbEKUU go 1 n.

Cocmas ¢pocghamHo-cosiegozo byghepHoao pacmeopa Ne2 (0na npenapama ¢ KoHcepgaHmMom): 9 1
HaTpusa xropuaa, 1,5 r HaTpusa rugpodocdara, 0,12 - 0,14 r kanua gurngpodocdara, 0,85 mn
TMomMepcana (MeptuonaTa) pacteopa 1 %, Boga ons nHbekumi 4o 1 n.

OnucaHwue.
BecueTHas unu cnerka xxenrosartas npo3padyHasi unu crabo onanecumpyoLwas XuakocTb.

MmMmmyHonornyeckmne cBomcTBa.



BakuunHa bopmupyeT BbICOKUIA crieunuduyecknii UMMYHUTET NPOTUB CE30HHOIO rpunna.

dapmakoTepaneBTUYECKaa rpynna.
MWBIT-BakuunHa.
Kog ATX. JO7BB02

NMokasaHusa ANA NnpMMeHeHus.

[ns akTMBHOWM eXerogHom NpoUIakTMYeckon MMMYHU3aLUn NPOTUB CE30HHOIO rpunna
NpUMeHsieTCA BakLMHa 6e3 KOHCepBaHTa y AeTeN C 6-MeCAa4YHOro Bo3pacTta, NoAPOCTKOB M B3POCHIbIX
6e3 orpaHu4eHns Bo3pacTa n 'y 6epemMeHHbIX xeHLwmH Bo |I-1ll TpumecTpa 6epeMeHHOCTH; BaKLMHa C
KOHCEepBaHTOM - Y B3pocribix ¢ 18 ner.

BakuuHa oco6eHHO noka3saHa.

1. Jluyam ¢ 8bICOKUM pUCKOM 3abosie8aHusi U 803HUKHOBEHUSI OC/IOXKHEHUU 8 criydae 3abonesaHusi
2purnmnom:

- nuuam ctaplue 60 neT; 4eTaM AOLKOSbHOro Bo3pacTa. LWKOMbHMKaM;

- Nnuam, Yyacto BonerLMM OCTPbIMU PeECNNPaTOPHLIMU BUPYCHBIMU NHPEKUMSAMU;

- NMuaMm, CTpagaroLLMM XPOHUYECKMMM COMATUYECKMMM 3ab0NeBaHNSIMK, B TOM Yncre 6onesHsaMm 1
NnopoKamu pasBuUTUS CEPAEYHO-COCYANCTON, OblXaTENbHON N LeHTpanbHOW HEPBHOW CUCTEM,
XPOHUYECKMMK 3aboneBaHnsIMK NoYek, 6onesHasmn obmMeHa BELLLECTB, CaxapHbIM AuabeTom,
XPOHUYECKOW aHeMUEeN, annepruiyeckuMmm 3aboneBaHmsaMm (Kpome anneprum K KypuHbiM 6enkam);
BPOXAEHHBIM NN NPUOBPETEHHBIM UMMYHOAEMULNTOM, B TOM YMCIE MHPULIMPOBAHHBIM BUPYCOM
MMMyHoaedMUMTa YENOBEKA;

- BEpEMEHHbIM XeHLLUHaM.

2. Jluyam, no pody y4ebHou usnu rnpogheccuoHaribHolU 0essmesibHOCMU UMEUWUM 8bICOKUL PUCK
3abor1egaHuUsI 2puUnoM UsU 3apaxeHusi um Opyaux fuy;

- CTyOEHTaM;

- MEOANLMHCKUM paboTHUKaM;

- paboTHMKam coumansHon cdepsbl, cdep yrnpasneHus, obpasoBaHus, 06CnyxmBaHus,
00LLEeCTBEHHOMO NUTaHKSA, TpaHcnopTa, TOProBu;

- BOEHHOCHY>XKaLLMM, NOSTULIUN.

MpoTuBONOKa3aHMA ANA NpUMeHeHuUs.

1. Annepruyeckne peakumm Ha KypyiHbI BENoK nnv gpyrne KOMMOHEeHTbl BaKLUMHBI.

2. CunbHble NocTBaKUMHanNbHbIe peakuun (Temnepatypa Bbiwe 40 °C, nosiBneHne B MecTe
BBEEHUS BaKLMHbI OTEKa, rmnepemMmm cebille 8 CM B AMaMETPE) U NOCTBaKUMHAIbHbIE
OCrnoXHeHus (konnanc, HedbebpunbHblE CyOoporn, aHadunakcus) Ha npeabiayllee BBeAeHne
BaKLUMHbI FPUNMO3HOMN.

3. BepeMeHHOCTb (MpY NPUMEHEHUN BaKLMHbI C KOHCEPBAHTOM).

4. BospacTt o 18 net (npy npUMEHEeHUN BakUMHbI C KOHCEPBAHTOM).

5. BospacTt go 6 mec.

BpemeHHbie npomueornokasaHus.

1. OcTpble NMXopaaoYHble COCTOSIHUS, OCTPbIe MHAEKLMOHHbIE U HEMHMDEKLIMOHHbIE 3ab01eBaHNS,
BKMNtoYas nepunopn pekoHeanecueHunn. BakunHaumo npoBogaT obbl4HO Yepes 2-4 Hegenv nocne
BbI30POBIIEHNSI.

2. XpoHuyeckme 3aboneBaHusi B cTagum 000CTpeHus. BakumMHauuio NpoBOAST B NEPUOA PEMUCCUN.
B0o3MOXHOCTb BakLMHaLMKW NUL, CTPaaaloWwmnx XpoOHNYECKUMI 3aboneBaHmsIMK, onpeaenseT
nevawymi Bpay, MCXoOs U3 COCTOSIHMSA BOSbHOrO.

3. Mpwn HeTspkenbIx hopmax OCTPbIX PECAMPATOPHO-BMPYCHbBIX U KALLEYHbIX MHEKLUI BaKLUMHALMIO
NpoBOAAT Nocne HopManusauum TemnepaTypbl /UK NCHE3HOBEHUS OCTPbIX CUMMNTOMOB
3aboneBaHus.

Cnocob npumMmeHeHus n Jo3bl.

e BakumHauus npoBOANUTCA eXerogHo B OCEHHe-3VMHUN nepuoa.
e BoamoxHa BakumHauus B Havane anngeMmnyeckoro nogbema 3aboneBaemMocTu rpunnom.



e [leTtsam cTapule 3 neT, nogpocTkam 1 B3pocsbiM 6e3 orpaHnyeHns Bo3pacta BakLMHYy BBOOAT
O[HOKPaTHO BHYTPMMBbILLEYHO B BEPXHIOID TPETb HAPYKHOM MOBEPXHOCTU nrieva (B obnactb
AEeNbTOBMAHON MbILLLbI) B NPUBMBOYHON Ao3e 0,5 mn.

e [letam oT 6 mMec 0o 3 neT BakuMHy BBOOAT [OBYKpPATHO C MHTepBanom 4 Hegenu B
nepegHeHapy»Hy NoBepXHOCTb 6eapa BHYTPUMbILLEYHO B NpuBmMBoYHOM gose 0,25 mn (1/2
[A03bl) COrnacHoO CreayoLen cxeme BBEAEHUS:

1. 3 amnynebl, cogepxawen 0,5 mn (1 gosy) npenapat, otoupaetcs 0,25 M BakUUHbI CTEPUITBHBIM
LUNPULIEM, NMEIOLLIMM COOTBETCTBYIOLLYIO rpaaympoBKy. OCTaToOK BakLUMHbI B amnyrie JOSMKeH ObiTb
HEMEANEHHO YyTUNN3NPOBaH.

2. MNpwu ncnonb3oBaHuM Wnpuua, cogepxawero 05 mn npenapaTta, Heo6xo4MMO yaanuTb NONOBUHY
COAEPKMMOrO, HalaB1B Ha MOPLLEHDb LUNpuULa, 4O COOTBETCTBYIOLLEN PUCKM Ha Lwinpuue. [NauneHTy
BBOAMTCS OCTaBLLUEECs KOnmM4yecTBo BakumHbl (0,25 mn).

BckpbiTre amnyn 1 npouenypy BakuMHaUMy OCYLLECTBIISAKOT Npy CTPOrom cobnogeHnmn npasmn
acenTuKM N aHTUCENTUKMN.

I'IpenapaT BO BCKPbITbIX amnynaxll.ungvlgax XPaHEHUI0 He NoANeXUT.

HE NMPUIOOEH k npymeHeHnto npenapaT B amnysiax ¢ U3MEHEHHbIMN (OU3NYECKMMN CBOMCTBAMM
(uBETOM, MPO3PAYHOCTLH), HAPYLUEHHBIMW LIENOCTHOCTLI0 Y MapKMPOBKOMW, UCTEKLLNM CPOKOM
roOOHOCTU, HAPYLLUEHUAMWN PEXMMOB XPaHEHUSA U/UN TPaHCMOPTUPOBAHMS.

Mepbl npegoCToOpPOXHOCTU NPU NPUMEeHeHU!.

e He BBOANTH BHYTPUBEHHO!

e B geHb BakuuHaumu npvBuBaeMble AOMMKHbI ObITb OCMOTPEHbI TepaneBToM/denbaLepom ¢
obsa3atenbHon TepmomeTpuen. MNMpu TemnepaType Bbiwe 37 °C BaKUMHALUIO HE NPOBOAAT.

e MecTa npoBegeHus BakuMHauUMW OOIMKHbI OblTb OCHALLEHbI CpeacTBaMy NMPOTUBOLLIOKOBOM
Tepanun. BaKUMHMPOBAaHHBIN [OMKEH HaxoAUTbCA MO4 MeOWUMHCKMM HabnogeHvem B
TeyeHue 30 MUHYT Nocrne BBeJeHUA npenaparTa.

CuMNTOMBI Nepefo3npoBKU, Mepbl MO OKa3aHUI0 MOMOLUM NpyU Nepeao3npoBkKe.
Cny4aun nepeao3npoBKN HE YCTaHOBIEHDI.

Mobo4yHoe pencTBUE.

BakumHa sBngeTcs BbICOKOOUULLEHHbLIM JTeKapCTBEHHbIM MNMpenapaTtoM 1 XOpOoLlo NepeHOCUTCA
BaKUMHNPYEMbIMW. BoamoxxHO pa3suTne cnenyrwnx peaKu,M|7|:

OueHb yacmo (>1/10):

e MecCTHble peakuuu: 60re3HEHHOCTb NpU Narnbhnaumm, YNoTHEHNE, OTEK U TMMEPEMUS KOXM B
MecTe BBEOEHUS;

e CUCTEMHble peakuummn: cybgebpunbHas TemnepaTtypa, HegoMoraHue, ronoeHast 6onb,
nepLueHune n 6onb B ropre, Nerkuii HaCMopK.

Yacmo (1/10 -1/100):

e CUCTEMHble peaKunn: rofioBOKpYXeHne, mmanrua, aptpanrma, Oonb B XMBOTE, NOBbILLEHHAS
YTOMITAEMOCTb.

YKa3aHHblE MECTHbIE N CUCTEMHbIE PeaKLMN HOCAT TPaH3UTOPHbIN XapaKTep 1 ncyesarT vyepes 1-2
OHA 6e3 HasHayeHus cneumdmnyeckon Tepanmu.

OueHb pedko (< 1/10 000):



e [PU BbICOKOW MHOMBUAYaANbHON YYBCTBMTENLHOCTU MOTYT HabnoaaTbcs annepruieckmne
peakuun: aHauNakTMYEeCKMn LLOK, aHMIMOHEBPOTUYECKUIA OTEK, KpanuBHMLA, CbiMlb
(sputemartosHasi, nanynesHas) u T.4.

B3anmopeicTeue ¢ ApYyruMu fieKapCTBeHHbIMU Npenaparamu.

BakumHa MoxeT BBOAUTLCS Ha hoHe 6asncHOM Tepanum OCHOBHOro 3abonesaHus. BakumHauus
N1y, NonyyaroLmMx MMMYHOCYNPECCUBHYIO TEpanuio, MOXeT ObiTb MeHee 3PEKTUBHOIA.

BakumHa MOXeT NPUMEHSATLCSt OAHOBPEMEHHO C APYIMMU MHAKTUBMPOBaHHbLIMY BakLMHamu (3a
UCKMoYeHNeM aHTUpabuyeckmx). Mpu 3TOM JOMKHbI YYUTHIBATLCA NPOTUBONOKA3aHUS K KaXXOoW U3
NpUMeEHsIEMbIX BaKLUMH, NpenapaThbl 4OSKHbI BBOAWUTLCS B pa3Hble y4acTku Tena pasHbIMU
wnpuuamMu.

MpumeHeHne npu GepeMeHHOCTU U B nepuog rpyaHOro BCKapMsiMBaHuA.

[aHHbIe KIMMHUYECKNX UCTIbITaHU BaKLMHbI HA BepeMEHHbIX XEHLLMHAaX nokasanu, YTo BakuMHauuns
He OKa3blBaeT OTpuLIaTENbHOro BO3AENCTBUS Ha MO, OPraHU3M XeHLUMHbI 1 pebeHka 1 MoxeT
NPUMeEHATLCS Npy 6epemMeHHOCTU. BakunHaumsa aaHHbIM npenapaTtoM MOXeT NPOBOAUTLCS,
HauyMHas co BTOPOro TpumecTpa 6epeMeHHOCTH.

OnbIT NPUMEHEHNS TPUMMO3HbLIX NHAKTUBMPOBAHHbIX BaKLMH MOKa3blBaeT, YTO BakLMHaLWS
XKEHLLMHbI B Neprog rpyaHOro BCKapMMBaHWs He OKasblBaeT TOKCUYECKOro BO3OENCTBUS Ha
pebeHka 1 MOXeT NPUMEHSTHCS.

OkoHuaTenbHOE peLleHne O BakLMHaLUMn 6epeMEHHbIX Y KOPMSALLMX MPYAbH XEHLIUH A0MKHO
NPUHMMAaTbLCHA BPa4YoOM UHAMBUAYANbHO C YHETOM pUCKa 3apaKeHus rpunnom 1 BO3MOXKHbIX
OCNOXXHEHWUIN rPUMMNO3HON NHMEKLIMEN.

CBefeHns 0 BO3MOXXHOM BIMSIHUM NEKapCTBEHHOrO Npenapara Ha CNocobHOCTb YNpaBnsaTb
TPaHCMOPTHbLIMMU CpeAcTBaMU, MEXaHU3MaMM.
He ycTaHoBneHsbI.

®dopma BbINyckKa.

PacTtBop ons BHyTpuMbIweYyHoro BeeaeHus no 0,5 mn (1 gosa) B amnynax unuv wnpuuax
OLHOKPaTHOro NPUMEHEHUS C UMMON U 3aLLUTHBIM KOSNMayKOM.

Mo 10 amnyn ¢ MHCTPYKUMEN NO MPUMEHEHMIO U CKapUdUKAaTOPOM aMmysibHbIM B KOPOOKe (nayke) us
KapToHa.

Mo 5 amnyn B KOHTYPHOWN A4ENKOBOW yrnakoBKe. [10 2 KOHTYPHbIE A4EeNKOBbIE YNAaKOBKU C
WHCTPYKLUMEN MO NPUMEHEHMNIO N CKapuukaTopomM amnyrbHbIM B Nayke 13 KapToHa.

Mo 10 amnyn B KOHTYPHOW A4ENKOBOW yrakoBke. [10 1 KOHTYPHOM A4EeNKOBOW yNakoBKe C
WNHCTPYKLMEN NO NPUMEHEHMIO U CKapUdMNKaTOPOM aMnyribHbIM B KOPOOKe (nayke) n3 kapToHa.
Mpu ynakoBke amnyri, UMeLLMX KOMbLO U3rTIoMa U TOYKY AN BCKPbITUSA, CkapudukaTop
amnynbHbIA He BKNagbiBatoT.

Mo 1 wnpuuy B KOHTYPHOW Ss4EeNKOBOM yrnakoBke. 10 1 KOHTYpPHOW S4YENKOBOW yNakoBKe C
WHCTPYKLUMEN MO NPUMEHEHMIO B NaYke U3 KapToHa.

Cpok rogHoCT!.
1 roa. He ncnonb3oBaTtb MO NCTEYEHUN CPOKa rOAHOCTH, YKa3aHHOro Ha yrnaKoBKe.

YcnoBusi TpaHCNOPTUPOBAHUSA.
TpaHcnopTupoBaTth Npu TemnepaType oT 2 go 8 °C. 3amopaxmBaHue He OornyckaeTcs.

YcnoBus xpaHeHus.
XpaHuTb npu Temnepatype oT 2 Ao 8 °C B HeQOCTYNHOM AN AeTel MecTe. 3aMmopaKnBaHue He
pornyckaeTcs.



YcnoBusa otnycka.
[na nedebHO-NpodUNakTUYECKMX yYpexaeHnin (BakumHa B amnynax u B 04HOpPa3oBbIX Wnpuuax).
OTnyck no peuenTy (BakuMHa B 04HOPA30BbIX LUNpULIAXx).

OepxaTenb PerncTpaLmnoHHOro yaoCcToBEPEHUS

AO «HIMO «MwukporeH» MuHagpasa Poccum

Poccus, 115088, r. Mockea, yn. 1-as [lybposckas, a. 15, Ten. (495) 710-37-87, e-
mail: info@microgen.ru.

OpraHusaums, npuHMmarLLas NpeTeH3uu:

AO «HIMO «MwukporeH» Munsgpasa Poccumn

Poccus, 115088, r. Mockea, yn. 1-as [lybposckas, a. 15, Ten. (495) 710-37-87, e-
mail: info@microgen.ru.

[MpousBoauTens/agpec NpovM3BoaCTBa:

AO «HIMO «MwukporeH» Munsgpasa Poccumn

Poccus, 450014, Pecnybnuka bawikopTtocTaH, r. Yda, yn. Hosopoccuickas, 4. 105, ten. (347) 229-
92-01;

nnm

oryr CriocHMMBC ®MBA Poccum

Poccus, 198320, CaHkT-IMeTepbypr, r. KpacHoe Ceno, yn. Ceoboabl, 4. 52, ten. (812) 741-10-58,
dakc: (812) 741-28-95;

mnm OO0 «POPT»

Poccus, 390540, PsasaHckas o6bn., PasaHckuii paroH, Okckoe c/n, 13, Ten. (4912) 70-15-00.

Peknamaummn Ha kadecTBO npenapaTta, ¢ 0b693aTenbHbIM yka3daHUeM HOMepa Cepuv 1 Aathbl BbiNycka,
a TaKke MHopmaLmIo O CryYasix NOBbILLIEHHOW PEAKTOreHHOCTU UMW Pa3BUTUS MOCTBAKLMHANBHbIX
OCIOXHEHWUI, cnenyeT HanpaenaTb B PegepanbHyto cnyx0y no Haasopy B cdepe
3apaBooxpaHeHuns (PocsapaBHaasop) 1 B agpec opraHusaumy, NpUHUMaloLLEen NpeTeHsnm, ¢
nocneaywLyM NpeacTaBneHneM MeguLMHCKON JOKYMEHTaL M.
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