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JIACTOK-BKJIAABIIII: HH®OPMAIUA IJIA TAIIUEHTA

I'am-KOBHUI-Bak, KoMOHHHPOBAHHAS BEKTOPHASI BAKIMHA /s POQHIAKTHKH
KOPOHABHPYCHOM WH¢exmnH, BbI3bIBaeMoi Bupycom SARS-CoV-2

V lanHbid j1eKapcTBeHHbIH IpenapaT 3aperdMcTPUPOBAH II0 NPONEXYPe PErHCTPALHH
NIpenapaTos, NpPeqHA3HAYEHHbIX ISl IPHMEHEHHs] B YCJIOBHSAX YrPO3bl BO3HHKHOBEHHS,
BOSHHKHOBEHUN M JINKBHJAUHHA YpPe3BLIYAHHBIX cuTyaumi. MHCTPYKIOHAS MOAroTOBJEHA
Ha OCHOBAHHM OrPAHMIEHHOr0 00beMa KIHHHYECKAX JAaHHBIX II0 NPHMEHEHHIO
npenapara H OyaeT JOMONHATHCH MO Mepe MOCTYIUIEHHS HOBBIX AAHHBIX. IIpumenenne
’ _ [penapaTa BO3MOKHO TOJILKO B YCJIOBHSIX MeAMUMHCKHAX OPraHH3anai, AME0MHX NPaBo
OCYMECTBIATL BAKIHHONPOGHIAKTHKY HACE/IEHAS B YCTAHOBJIEHHOM NOpSIKe

Perncrpaunonnsiii nomep:

Toprosoe HanmenoBanue; I aM-KOBH/I-Bax, KomMGuHIpOBaHHAs BeKTOPHAS BAKIIMHA I
IPOGHUIAKTHKHE KOPOHABUPYCHOM MHGEKIUH, BEI3BIBaEMOi BupycoM SARS-CoV-2

Mexaynapoasoe HemaTeHTOBaHHOE HIH IPYNNHPOBOYHOE HANMEHOBAHME: .
Baxnwnna ans npodunaxtuxa HoBoi KoponaBupycHo# nudexmu (COVID-19)
Jlexapcersennast gopma: pacTsop s BHYTPHMBIIIEYHOTO BBEACHHUS

- Cocras Ha 1 go3y.
' Komnonenr I copepsxnr:
Heiicmeyrowee  sewjecmeo:  pexomMGuHAHTHEIR ANCHOBHPYCHBIE YacTHUBl 26 CepoTHIa,
coxepikamye ren Genka S Bupyca SARS-CoV-2, B xomuectse (1,0£0,5) x 10*! wacTun/no3a.
Bcnomozamenvuvie sewjecmsa: TPAC(TUAPOKCHMETHII)aMHHOMETaH - 1,21 Mr, HaTpUS XJIOpUT -
2,19 Mr, caxaposa - 25,0 MT, Marus Xnopuna rexcaruapar - 102,0 mxr, OITA nuuarpuesas
i CoMb muruapar - 19,0 Mxr, momucopbar 80 - 250 MKT, 3taHon 95% - 2,5 Mkn, Boma Iyt
‘ HH"BCKHKﬁ o 0,5 M.
Kommnonent II conepxnr:
Heiicmeyrowyee  sewecmso: PEKOMOUHAHTHEIE aNeHOBHPYCHBIE YacTUOE! 5 CEepoTHIIa,
conepxamue rex 6enka S Bupyca SARS-CoV-2, B konmuecTse (1,0£0,5) x 10" wacTun/no3a.
Bcnomozamenvnvie sewyecmea: TPUC(THOPOKCHMETHII)aMHHOMeTaH - 1,21 Mr, HaTpHs XJIOpUL -
2,19 mr, caxaposa - 25,0 mr, Maraus Xmopuza rexcarunpar - 102,0 mxr, OTA nunatpuepad
comb murmapat - 19,0 Mxr, nomucopbar 80 - 250 MKT, 9Taon 95% - 2,5 Mxn, Boma s
HHBEKUMHA 10 0,5 Mo,

Onwucanne: . ‘
Kommorerr 1. Pactsop 3aMoposxeHmbrif. IIpencrasnger coGoi mIOTHYIO 3aTBEpaEBIIyIO
Genosatoro msera Maccy. Ilocne Pa3MOPaXHMBAHUA: ONHOPOINHBEIA GECLBETHRIN WIH C
KCNITOBATHIM OTTEHKOM CJIETKa ONaTECIMPYIOLIHl PACTBOp.

Kommonent II. PacTBop 3aMopoxeHHbI. IIpencraBnser coGoit mmorHyIO 3aTBEPIEBILIYIO
Genosatoro wusera maccy. ITocre Pa3MOpa)XXHBAaHUS: ONHOPOAHBIM OECUBETHBIH MIH ¢
KCITOBATEIM OTTEHKOM CJIerka ONaIeCIHpYIOMmHEit PacTBOp.

XapakrepucTuka: Bakmuma nomydeHa OHMOTEXHOIOIHYECKIM IyTeM, IPH KOTOpOM He
HCIIOIB3YeTCs NATOTeHHbI A gemoBeka supyc SARS-CoV-2, IIpenapar cocrout u3 mByX
KOMIIOHCHTOB: KOMIIOHERT I 1 KomMmoHeHT II. B cocTaB koMmoHenTa | BXOZHT pexoMOHHARTHEH
aJIPHOBUPYCHEIM BEKTOP HA OCHOBE a/IeHOBHpYCa YenoBeKa 26 CepOTHIa, HeCYHM reH Genka S-
Bupyca SARS-CoV-2, B cocras kxommomenta Il BXOIUT BEKTOp Ha OCHOBE aIEHOBHpYCA
YENOBEKA 5 CEPOTHUIIA, HECYIIMH el Geka S Bupyca SARS-CoV-2.
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Baxiuna nHaynupyeT GOpMEPOBaHHE TyMOPAIBHOIO M KJIETOYHOIO MMMYHHTETA B OTHOIICHHH
KOpOHABHpyCHOM MH(eKunu, Bb3biBacMol BHpycoM SARS-CoV-2.
MyvmMyHONOTHYECKas 3 deKTUBHOCT
VIMMyHONOTHYECKHE CBOMCTBa M 0E30MacHOCTh BAKIUHBI H3Yy4ald B  KIMHAYECKOM
HCCIIEZIOBAHMH Y B3POC/BIX 106poBOIIBLEB 060€ro moya B Bo3pacre crapiue 18 net.
[TpoMeXyTOUHBIH aHAIM3 WMMYHOTEHHOCTH IIOKa3ajl, YTO BAakIHHA (OPMHPYET HMMYHHBIH
otBeT y moOpososbueB. [Ipy HccienoBaHMM TyMOpaJbHOIO MMMYHHOTO OTBETA CBHIBOPOTKH
106poBOJIbIEB OBUIM MPOZHATH3UPOBAaHE HA HANMYHE AHTHTEN, CIEUH(QHYHBIX K pelentop-
CBA3BIBAIOILEMY OOMeHy riukonporenHa S Bupyca SARS-CoV-2 na 42 nenp oT Hayana
BaKI[WHAIWK: B IPYNIe BaKIWHHPOBAHHBIX CpeJHEE FEOMETPHYECKOE 3HAYCHHE TUTpa aHTUTEI
cocraBuio 8996, yposenp cepokoHBepcud - 98,25. Ilpm cpaBHenum yposHs RBD-
crieuHUYECKUX aHTUTEN MEXIY BO3PacCTHBIMH CTpaTaMH CTaTHCTHYECKH 3HauuMMas pasHHIia
Obl1a noxa3aHa ans rpynmnel 18-30 JleT OTHOCHTENBHO OCTAIBHBIX BO3PACTHBIX IPYIIN: CPEIHEe
reOMETpHYECKOe 3HaYeHHe THTpa aHTHTeN cocTaBuno 18102-22067, ypoBeHb CEPOKOHBEPCHH —
100%. YpoBHM aHTHTEN JOCTOBEPHO HE Pa3MYaINCh y MYX4HH M >keHUIuH. Ha 42-i xeHp ot
Havaja BaKUWHAOUM CpPEIHHH TE€OMETPHUYECKUH THTP HEHTPAIM3YIOMX aHTHTEN Y
HMMYHH3HPOBAHHBIX J0OOPOBONBLEB CcOCTaBUI 44,47, ypoBeHb cepokoHBepcuun — 95,83%.
CraTHCTHYECKH 3HAYMMOH pasHHLBI y JOOPOBOJIBIEB pa3TMYHOrO IONda W BO3pacTa He
BBISBIIEHO.
Wmmynnsanus  npenapatoM ['am-KOBH/[-Bak, ¢opmupyer HanmpsKeHHbIH  aHTHI€H-
cen¥(UUECKUH KJIETOYHBIH TNPOTHBOMH(EKIHUOHHBIH WMMYHHTET TNpPAaKTHYECKH Y BCEX
o6cnenoBaHHbIX T0GpOBONBLEB ((POPMHUPOBAHME AHTHIEH-CIEHHPUYHBIX KJIETOK 060X
nonymanuid T mumdouuntos: T xenmepuerx (CD4+) u T kxumnepusix (CD8+) u moctoBepHOMY
nosbimenuio cekpenuu HOHy ).
3alMMTHBIA THTP aHTHTEN B HACTOsIIEe BPEMs HEM3BECTEH. [IpOJOJKHTENBHOCTH 3aIIATHI
HEH3BECTHA.
Knnnuueckne  uccnefoBaHHA 1O  H3YYEHHIO  OIHIEMHOIOTHYECKOH 3¢ (eKTHBHOCTH
IIPOJOJDKAOTCA B HacToswee Bpems. Ilo maHHBIM ImpoMexyTodHoro aHaiusa 3¢ ¢eKTUBHOCTD
cocrasiuser 6onee 91%.

IToxa3anus K NPUMEHEHHIO:
IIpodunaxTuxa HOBo# kopoHaBupycHOM nHekmu (COVID-19) y B3pocnsix crapue 18 ner.

IIporuBonokaszanus:

— I'anepuyBCTBHUTENBHOCT K KakOMy-TMOO KOMIIOHEHTY BaKIMHBI MM BaKIIHHBI,
coziepxKalneli aHaIOrHYHbIE KOMIIOHEHTEI;

—  TsDKEJIble AJUIEPTUYECKHE PeaKIK B aHaMHe3e;

— ocCTphle UHGEKIHOHHLIE U HEMH(EKLUUOHHBIE 3a00neBaHusA, 0OOCTPEHHE XPOHUYECKHX
3a0oieBaHMH — BaKIHHALHKIO NIPOBOJAT Yepe3 2-4 HeJeNH MOCie BHI3AOPOBJIEHHS HIIH
pemuccun. Ilpu merskensix OPBU, ocTpeix uHpekuuonHbx 3aboneBanusax JKKT-
BaKIHHAIMIO IIPOBOAAT IOC/IE HOPMAIM3ALIMH TEMIIEPATYPbI;

, — OGEpeMEeHHOCTE K [IEPHOJ TPYAHOTO BCKApMIIMBAHHS,
- Bo3pacT 10 18 et (B CBA3H C OTCYTCTBUEM JaHHBIX 00 3 (EeKTHBHOCTH ¥ G€301MaCHOCTH)

[TpoTuBOMOKa3aHus Ay BBeAEHHs KoMIoHeHTa I]
— TsKEIblE IIOCTBaKUMHAIBHBIE OCJNOXHEHHS (aHAQUIAKTHYECKHH IIOK, TsKEIbIE
reHepalM30BaHHbIE AJUIEPTHYECKHE pEaKLUUH, CYIOPOXHBIH CHHIAPOM, TeMIeparypa
Bbite 40 °C ¥ T.1.) Ha BBEJEHHE KOMITOHEHTA | BaKIMHEI,
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HpHMCHﬂTL BakIMHy C OCTOPOXHOCTBIO NPH XPOHHYCCKHX 3&60JIeBaHHHX HC‘!CHH H noqexw»‘

SHIOKPUHHBIX 3a00NeBaHUAX (BLIPAKEHHBIX HapyMICHHAX GyHKIAA LMTOBAIHOM HKENe3bl U
caxapHblii muabeT B CTagMM JEKOMIICHCAIMH), TMOKENbIX 3a00/NEBAHHAX  CHCTEMBI
KPOBETBOPEHHS, dMuIencuy u Apyrux 3abonesanusx [THC, octpoM KOpOHapHOM CHHIPOME H
OCTPOM  HApyLIEHWH  MO3TOBOTO  KpOBOOOpAIUECHUs,  MHOKapIuTaX,  OJHIOKapAuTax,
nepuKapauTax.

BceenctBue HenocTaTka HHGOPMAIK BaKIWHALMA MOXET MPEACTABJIATE PUCK IS CIEXYIOMHNX
TPYIII MAaLHEHTOB:

- C ayTOMMMYHHBIMH 3a00JieBaHUAMH (CTUMYJISIMA MMMYHHOH CHCTEMbI MOXET IPHUBECTH K
obocTpeHHIO 3ab0NeBaHusA, OCOOEHHO CIEMYET C OCTOPOXKHOCTBIO OTHOCHTHCS K IMALEHTaM C
ayTOMMMYHHOM IaTOJIOTHER HMe}omeu TEHJCHIIUIO K PasBUTHIO TAXKEIBIX H xcnsﬂeyrpoxcaiomnx
COCTOSTHUH)

- CO 3JI0JIKaYEeCTBEHHBIMH HOBOOOPa30BaHHAMHU

[TpunsaTHe penieHue O BaKI[MHALKHN JOKHO OCHOBBIBATHCSA HA OLEHKE COOTHOIICHHS IMOJIB3BI U
pHCKa C Ka’KIOH KOHKPETHOM CUTYallUH.

IIpumeHenne npu GepeMeHHOCTH H B IEPHOJ IPYAHOT0 BCKAPMJIHBAHUA
ITpenapat npoTHBONOKa3aH NPH GEPEMEHHOCTH U B IIEPUOX IPYAHOrO BCKAPMIIMBAHMS, TaK KaK
ero 3¢(eKTUBHOCTh ¥ 6€30I1aCHOCTE B 3TOT IIEPUO/] HE H3YHaIHCh.

Cnoco6 npuMeHeHHs H 103bI

Bakuuna npenHasHaueHa TOJMBKO U1 BHYTPHMBIIIEYHOro BBeAeHHA. CTporo 3anpemeHo
BHYTPHBEHHOE BBEJEHHE Ipenapara. BakuuHy BBOAAT B AETTOBUAHYIO MBIIIY (BEPXHIOIO
TPeTb HApY>XHOH NOBEPXHOCTH Iuleya). [Ipy HEBO3MOXHOCTH BBENEHHS B JEIBTOBHIHYIO
MBIy — [Ipenapar BBOASAT B JIaTepalbHYI0 IIHPOKYI0 MBIy Gepa.

Bakuuranuuio nmpoBoAsT B [Ba dTana: BHadane KomroHeHToM | B mose 0,5 mn, 3aTeM, uepes 3
Henenu - komnoHeHToM II B go3ze 0,5 mi.

[Tocne BBeJEHMA BaKIMHBI MAIMEHT JODKEH HAXOOUThCS NMOJA HabMoNeHMeM MEIMIMHCKHX
paboTHHKOB B TeyeHue 30 MUHYT.

IIpuzomosnenue pacmeopa ONs UHveKYUil.

Ilepen BaxumHupoBaHWeM (JakOH HWJIH aMnyny ¢ KommoHeHToM | mm II pocraror ¥3
MOpPO3H/JIBHOX KaMe€pbl ¥ BbIICPXKHBAIOT I@PH KOMHATHOH TeMIepaType [0 MOJHOro
pasMopaxxuBaHus. OCTaTOK BKIIIOYEHNH bJa He fomnyckaercs! [IpoTHpaioT ¢1akoH MK aMITysTy
CHapyH caindeTkod chnUpTOBOM 1ns ynameHus Biard. OCTOPOXHO IEPEMELIHBAIOT
conepxxumoe mokayuBaHueM. He momyckaercs BcTpsxuBaHue ¢uiakOHA HTH aMITyJbl!

CHHMaIOT 3alUTHYIO IUIACTHKOBYIO HAKIJAKy C (iakoHa B 06pabaThIBAIOT PE3NHOBYIO NPOOKY
cangeTkoi CIIUpPTOBOIA.

Hcnonb3ys onHOpa3oBsli IINPHIL ¢ HITIOH, oTOHparoT 103y 0,5 MJI 171 BBEACHNSA MALHEHTY.
Ecin mocnemyromue HMHBEKUMH IO KaKoH-THOO NpUYHHE OTKIAABIBAIOTCH, OOMYyCKaeTcs
XpaHEHHE BCKpBITOro ¢iaxona mo 3,0 M1 He Goltee 2 4acoB pH KOMHATHOM TeMIIEpaType.
XpaHeHue BCKphITOro ¢uakoHa (amityJisl) o 0,5 Mt He gomyckaercs!

ITosTOpHOE 3aMOpaXkHBaHKeE (IIaKOHA C PACTBOPOM HE JOITycKaeTcs!

K ncnons30BaHMIO HEMPUIOJEH Mpenapar ¢ HapyMEHHOM LEJIOCTHOCTHIO W/MIIM MapKHPOBKOH
(naxona WM aMmmmyisl, NPH H3MEHEHHH (U3HYECKHX CBOMCTB (MyTHOCTB, OKpAUIHBAHHE),
HENPABUJIBHOM XPaHECHHH /MM C HCTEKIIUM CPOKOM TOJHOCTH.

Y UndopManus s MEIULUHCKAX PaGOTHHKOB, BBIMOJHAIOMMX BAKIWHALMIO JIEKAPCTBEH-
HBIM IIpenapaToM: AaHHBIN JICKAPCTBEHHBIH MIpenapaT 3aperucTpupoBaH 1o ocoboi npouenype
perucTpanuy, B CBA3Y, ¢ 4eM HeoOxoxumo yBenomisath PenepanbHyro cmyxOy 1o Haa3opy B
cepe 3IpaBOOXpPAHEHHS O KaXJIOM (akTe NMPUMEHEHHsS JEKapCTBEHHOrO Iperapara IyTeM
BHECEHUs MH(pOpPMAIUHK B COOTBETCTBYIOLIM# pasnen uHpopmanuonHoi cuctemsl ETYIC3

i
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KITHHHYECKUX I/ICC.YIGIIOB&HHPI a TAKXXe HCCIIeIOBAHUH IPYrHX BaKmm HaOCHOBE ‘aHAJIOFHYHOM-
TEXHONOIHYECKOM MNaThOpMbl, OBIBAIOT MNPEUMYLICCTBEHHO JICTKOH HJIM CpEIHEH CTCINCHH
BHIP@KEHHOCTH, MOTYT DasBHBAaThCs B IIEPBBIE-BTOPBIE CYTKH TIOCNE BaKOMHAUMH H
paspellaloTcs B TEYeHHe 3-X IMOCHemylomMX JHed. Yame ApYrHX MOryT pasBHTBCA
KPaTKOBPEMEHHBIE obmue (HenpOIOTKUTEIbHBIA TPHIIIONONOOHBIH CUHJIPOM,
XapaKTepU3yIOMMica 03HOOOM, MOBBIUEHHEM TEMIIEPaTyphl TeNla, apTpairked, Muairuei,
acTeHueld, OOUIMM HEIOMOTaHHEM, TONOBHOH GONblo) M MecTHBIE (G6ONE3HEHHOCTH B MECTE
HHBEKLUK, TUIEPEMHS, OTEYHOCTb) peakluH). PeKOMEHIyeTcs Ha3HAueHHEe HEeCTePOMAHBIX
npotuBoBocnanutensHex cpencts (HIIBC) npu noBeIIEHHH TEMIIEPATYPHI OCIIE BaKIHHALHH
¥ aHTUTHCTAMUHHBIX CPEACTB IPH BBIPAXXEHHOH MECTHOH pEaKIIMH.

Pexxe oOTMewaloTCs TOIIHOTA, JUCIENCHS, CHMXKCGHHE alleTHTa, HHOTAa - YBEIH4YCHHE
PErHOHAPHEIX JTHM(GOY3/I0B. Y HEKOTOPHIX MAlMEHTOB BO3MOXHO Da3BHUTHE allIePrHYECKHX
peakuui, KpaTKOBPEMEHHOE IOBBIIIEHHE YPOBHA IEYCHOYHBIX TpPaHCAMHHA3, KpeaTHMHHHA U
KpeaTHH(}OCHOKHHA3EI B CHIBOPOTKE KPOBH.

B pamkax mpoBeHEHHBIX KJIHHHYECKHX HCCIENOBaHHH 6e30MacHOCTH, NEPEeHOCHMOCTH H
uMMyHoreHHocTH npenapata ['amMm-KOBHW/I-Bak nocne BakuuHauuu O6bUTM 3aperHCTPHPOBAHE
clenyroLme HexxenarenbHble senenus (HA):

«O6mwue HapyIIeHHs U PeakUM B MECTe BBENCHHs): THIEpTepMAs, GOb, OTEK, 31 B MecTe
BaKLMHAIWH, aCTeHHS, 00Mb, HEJOMOTaHHUE, IIMPEKCHS, IIOBBILICHHE TEMIIEPATYPhI KOXH B MECTE
BaKIMHaMH, CHIDKECHHE anneTuTa. YacToTa pa3BHTHA — OYEHb YacTO H 9acTo.

«HapymeHuss co CTOPOHBI JBIXaTEIBHOW CHCTEMBI, OPraHOB I'PYIHON KJIETKH U CPeJOCTEHUIY:
60ab B POTOTTIOTKE, 3aJI0KEHHOCTh HOCA, MEpIIeHHe B ropiie, puHOpes. YactoTa pasBUTHS —
4acTo.

«HapymeHnuss co CTOpPOHBI HEPBHOM CHCTEMBI»: rojioBHass 0OJb - 4acToO, TOJIOBOKPYXKEHH,
06MOpPOKH - pefIKo.

«Kemyno4HO-KUIICYHBIE HAPYIICHUS» TOIIHOTA, PBOTA, AUCIETICHS — YacTo.

«JlabopaTopHEIE ¥  HUHCTPYMEHTAJIbHBIE JAaHHBIE». DPA3HOHANPABJIECHHBIE  OTKIOHEHHS
IoKasaTenef MMMYHOJOTMYECKOro cTaTyca: MOBHIIEHHE 4Hcena T-THMGOLUTOB, yBEIHYEHHE
IIPOLEHTHOTO COAEP)KaHUS JMM(QOLUTOB, CHHXKEHHE 4YUC/Ia €CTECTBEHHBIX KJIETOK-KHIUIEPOB,
yBenuueHne konudectBa CD4-numdonurtoB, cHmwkeHue Koaudectsa CD4-nmuM¢onuTos,
NoBBIIIEHAE uHcaa B-muMbonutos, cHumkeHue wHcna B-nmuMdonuToB, MOBEHIIEHHE YHCIA
€CTECTBEHHBIX KJIETOK-KHJUIEpOB, MNOBhIMEeHHE KomudecTBa CD8-mumdonutos, mnossnuexHue
ypoBHs uMMyHornobymura E (IgE) B kpoBu, yBemuuenme cootHomeHus CD4/CDS,
yMeHbiiende cooTHomenus CD4/CD8, nosbimenue ypoBHs ummyHornoOymuHa A (IgA) B
KPOBH, YMEHBIIEHHE NPOLEHTHOro copepxanus gumponutoB CDS. OrtkioHeHus B obmem
QHAJIU3€ KPOBH: YBEIHYCHHE IIPOLIEHTHOTO COAEPXaHHs JTUM(OLHUTOB, CHIKCHHE IOKa3aTeld
reMaTOKPHUTa, yBEINYEHHE YHCIIa IUM(OLHUTOB, NOBLIIEHHE CKOPOCTH OCEAHUSA IPHTPOLHTOB,
NOBBLIIEHHE YHCNIA JIEHKOLMTOB, MOBBIIEHHE 4YHCIa MOHOLMTOB, MOBBILEHHE YHCIA
TPOMOOLMTOB, CHIXXEHHE YHCIIa HEHTPOQHUIIOB, CHHKEHHE YKCIa TpOMOOUHTOB, OTKIOHEHHS B
ob1IeM aHaIM3e MOYH: SPHTPOLUTHI B MOYE,

BonemmHerBo HS  3asepumnmuck  BeI3OOpoBneHHeM 6e3 TociencTsHid.  JlaGopaTopHble
OTKJIOHEHHUS HE UMENHY KINHUYECKOTO 3HAUEHUs (He HyXIaeTCsl B IPOBEICHUH JOMOIHHTENBHBIX
JMarHOCTHYECKHX IIPOLENYp H Ha3HAYeHHs TEPaIuy).

ITepeno3uposka

O ciryuasx nepeo3upOBKY He COO6IIAIOCE.

YYuTBIBAA, YTO OTHYCK JIEKapPCTBEHHOIO Iperapara JIOIyCKAaeTCs TOMBKO I JedebHO-
NpoQHIAKTUYECKNX  YUpEeXIEHHM, a  caMa  BaKUMHAUMS  [POBOJHUTCA  TOJBKO
KBaJMGHIMPOBAHHBIM MEUIIMHCKHM IIEPCOHATIOM, PUCK IEPEJO3UPOBKH KpaHe HH30K.
OnHako MOXHO NPEANONIOKHTh, YTO NpPH CIy4aiHOH Iepelo3MpOBKE BO3MOXKHO pPa3BHTHE
yKa3aHHBIX BBILIE TOKCHYECKAX U TOKCHKO-2JUTEPTHYECKHX peakiuii B 60see TIKENOH CTENEHH.
Crenuduyeckux aHTHIOTOB K IpenapaTy He CyIEeCTBYET.
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TepaneBTHUECKHE MEPONPHATHs B JaHHOM Ciydae OyRyT BKITIOYaTh CHMITOMATHYECKYIO

TEPaNui0 B COOTBETCTBHH C ITOKa3aHHAMH (xapononmkaroume/ HIIBC u  mecencuOumm-""
3UpYIOIIHE CPENCTBA), KOPTHKOCTEPOMIbl - NAapeHTEPalbHO TPH  BBIPAXCHHOM TOKCHAKO:™

AJUIEPTHYeCKOM CHHApoMe). PekuM HasHAueHHs NPENapaToB AOMKEH OBITH BBIOpaH COTJIaCHO
PEKOMEHIAIMAM 10 IPAMEHEHHIO U IO3UPOBKAM JAHHOTO JIEKapPCTBEHHOTO CPEICTBa.

B3aumojeiicTBre ¢ JPYTHMH JIEKAPCTBEHHBIMH CPeICTBAMH ' T A
He nzyuanoce.

Oco0ble ykazanust

YV  DNauMeHTOB, IIOJNYy4YalOLIMX HMMYHOCYIPECCHBHYIO  TCpallHI0 M TIANUEHTOB  C
MMMYHOJIe(QHUIIMTOM MOXKET He pa3BUTHCA JOCTATOYHBIH WMMYHHbIM oTBET. [loaTomy mpueM
TIpenapaToB, YTHETAIOMuUX (QYHKIMIO MMMYHHON CHCTEMBI, TIPOTHBOIOKA3aH Kak MHHMMYM I
MeCsIl IO ¥ MOCJIE BaKIIMHAUNH H3-32 PUCKA CHHXKEHUS UMMYHOTCHHOCTH.

Bausnne Ha cnoco6HOCTh YNPABJIATH TPAHCHOPTHBIMH CPEJCTBAMH, MEXaHH3MaMH
HccnenoBanus mo H3y4eHHIO BIMSHHS BAKIMHB! HAa CIIOCOOHOCTH yNpaBisTh TPAHCIOPTHBIMH
CPEACTBaMH M ITOTEHIIMAILHO ONTaCHBIMU MEXAHH3MaMH He IPOBOIHUIIKC.

®opma BbIMycKa

PacTBOp /U1 BHYTPHMBIIIEYHOTO BBeAeHHs, KoMroHeHT I — 0,5 miu/no3a + xommonent II - 0,5
M/ 1o3a.

[Ipu_npoussoncree ®IBY «HUIIOM wum. H.®. Tamaneu» Munzapasa Poccun (punman
«Menramany ®I'BY «HULIOM um. H.®. 'amaneu» Munsapasa Poccun): mo 0,5 mn (1 mo3a)
Ka)XZOro KOMIIOHEHTa Impenapara BO (UIakOHbl HEHWTpaNbHOro CTEKJa TMEPBOro rui-
ponuTHYeckoro Kiacca (tuma 2R, 4R), repMeTHYHO YKYNOPEHHBIX NpPOOKaMH M3 DPE3HHBL,
00>XaThIX ATFOMHHHEBBIMH HIIH &JIFOMOIIIACTHKOBBIMH KOJIMTAYKaMH.,

Ha ¢naxoHb! HakIe€HWBaIOT 3THKETKY M3 OyMaru nuc4ed MM 3THKETOYHOM, HJIM 3THKETKY H3
CaMOKJIESIIETrOCs MaTeprala.

1 ¢rakoH koMroHeHTa | ¢ HHCTpYKUHEH N0 IPUMEHEHHIO TOMEIIAIOT B TaYKy KapTOHHYIO WK B
nayky M3 KapToHa KopoGouHoro; 1 ¢uaxoH xkoMnoHeHTa Il ¢ MHCTpyKIMEH MO IMPUMEHEHHIO
NOMEUIAIOT B NaYKy KapTOHHYIO WM B ITaYKy M3 KapTOHa KOPOOOYHOTO.

ITpu npoussoactee AO «burHObapm»: no 0,5 mi (1 mo3a) Kaxaoro KOMIIOHEHTa TIpenapara B
aMITyJIsl 3 6ECLBETHOIO CTEK/Ia 1-ro rHAPOIIMTHYECKOr0 Kjlacca BMECTHMOCTBIO 1 MJI C IBETHOH
To4KOH. Ha KaxIyro aMITyny HaK/I€eUBaIOT STHKETKY.

ITo 5 ammyn KaxA0ro KOMITOHEHTa Mperapara MOMEMAOT B KOHTYPHYIO SYEHKOBYIO YNaKOBKY
U3 IJICHKU NOJTMBAHUIXIOPHIHOM,

ITo 1 xoHTYypHO! sS4EHKOBOH ymakoBKe BMECTE C MHCTPYKLHMEH MO MPUMEHEHHIO NOMEMIAOT B
Na4yKy U3 KapToHa.

ITpu npoussoncTee Ha AO «TEHEPUYM»:

[To 3,0 ma (5 1o3) kaxIoro KOMIIOHEHTa — BO (GIaKOHBI HEUTpanbHOro crexia 1 ruapo-
JHMTHYECKOTO Kiacca ¢opMaTa 2R, repMeTHYHO YKYNOpeHHble NpPOOKaMH pPE3HHOBBIMH, C
00KaTKOH Ko/INauyKaMy allOMUHHEBO-IJIACTUKOBBIMH C KOHTPOJIEM IEPBOTO BCKPBITHUSL.

Ha kaxxnapiii ¢p1akoH ¢ KOMIHOHEHTOM HAKJICHBAIOT 3THKETKY CAMOKJIESIIYIOCH.

1 ¢naxon ¢ xommonenToM | wiin KommoHeHToM I BMecTe ¢ MHCTPYKIHMEH MO MEIUIMHCKOMY
IPHMEHEHHIO — B [a4Ke M3 KaproHa JUIi NOTPeOUTENbCKOH Taphl WJIH HMIIOPTHOTO C
IIOPOJIOHOBBIM JEPXKATEIEM U3 NIEHOMNOINYpeTaHa aCTHYHOTrO.

YciaoBus xpaHenusi: XpaHHTb B 3alIMINIEHHOM OT CBETa MECTE, IIPH TEMIIEPAaType HE BhIIIE
Mmunyc 18 °C.

s hiakosoB (ammysn) o 0,5 M1 — He IOmycKaeTcs XpaHeHHe pa3MOpPOKEHHOro npenapara!
st dyrakoHOB 110 3,0 MJT — XpaHHTE B pa3MOPOXXEHHOM COCTOSTHHH He Gosiee 2 4acos.
IToBTOpHOE 3aMOpaXXUBaHHUE HE JAOMYCKAETCS.

XPaHHUTB B HEOCTYIIHOM [ IETEH MecTe.
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YcioBus TPaHCHOPTHPOBaHHs: TpaHCIOPTHPOBAaHHE NpeNapaTa Mpy TEMIEPATYpPE HE BBIIE
munyc 18 °C. Soas o

Cpok rognoctu: 6 Mecsues. He IpUMEHATD [0 HCTEYEHHH CPOKa TOMHOCTH.
Yc10BUS OTHYCKA: U1 J1e4e0HO-IPOQHIAKTHIECKUX YUPEXKICHAH.

IIpousBoauTean

HauMeHOBaHMS M anpeca MPOH3BOACTBEHHBIX IUIOIIANOK IIPOM3BOJUTENSA JIEKAPCTBEHHOTO
npemnapara:

1):®I'BY «HULIOM um. H.®. Tamanen» Munsapasa Poccun (puman «Mearaman» ®TBY
«HULIDM um. H.®. Tamanen» Munsgpasa Poccum), Poccus, 123098, r. Mocksa, ynuua
Tamanewn, 1. 18 (Bce cTaguy MPOU3BOJCTBA).

2) AO «burnodapm», Poceus, 124460, r. Mocksa, r. 3eneHorpan, yi. Koncrpykropa ['ycbkoBa,
n. 3, ctp. 1 (ouncTKa, po3nuB (MepBUYHAs YIAKOBKa), yraKoBKa (BTOpHYHas (IIOTpeOHUTeNbCKas)
yTIaKOBKa).

3) AO «'EHEPUYM», Poccus, 601125, Bnagumupckas o6u., IlerymuHcku# padoH, IocC.
Boneruuckuit, yn. 3aBojckas, cTp. 263 (IPOM3BOACTBO TOTOBOM JIEKapCTBEHHOH (OpMBI,
IepBAYHAs ¥ BTOpPHYHAs (MOTpebHTENbCKAs) YITAKOBKA).

Buinyckarowuii konmpone kauecmea
Ounuan «Mearaman» OI'BY «HULOM um. H.®. 'amanen» Munsapasa Poccun. Poccns,
123098, r. Mocksa, ynuna 'amanen, 1. 18.

Bnanenen perncTpanMoHHOro yaocToBepeHHs/OpraHW3anus, NPHHHMAKIOIIAS NPETEH3HH
norpeburTens:

OI'bY «HaunoHambHBIN UCCIEOBATENbCKUN HEHTP SMHAEMUOJIOTHH ¥ MHKPOOHOIOrUM UMEHU
noyetHoro axagaeMuka H.®. Tamanen» MuHHCTepcTBa 3apaBooXpaHeHHst Poccuiickon
Qenepanun (PI'BY «HULOM um. H.®. M'amanen» Munsapasa Poccun).
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Poccus, 123098, r. Mocksa, ynuua amanen, a. 18. Ten: 8 499-193-30-01, dakc: 8 499-193-61-83.

E-mail: info@gamaleya.org






