MHHHCTEPCTBO 3JPABOOXPAHEHHSA POCCUNCKON ®EJEPALIMY
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I'am-KOBH/I-Bak
KoMGuHHpoBaHHAN BEKTOPHASA BAKUKHA A7 NPOPHIAKTHKH KOPOHABHPYCHOI
HHpeKUHH, BbI3bIBaeMoil BHPYycoM SARS-CoV-2

¥ danubiit 1eKapcTBeHHbIH NPeNnapaT 3aperHCTPHPOBAH 1O NPOHenype perucrpauuy
NPEenapaToB, NPeIHASHAUYEHHLIX ANA NPHMEHEHHS B YCI0BHAX Yrpo3sl BOJHHKHOBEHHS,
BO3HHKHOBEHMS H JIHKBHAAUMH 4Pe3BbI4AiTHLIX cHTyauni, MHeTpykuun noarotosaena
HA OCHOBAHMM OrPAHHYEHHOr0o 00bLEMA KJHHHYECKHX AAHHLIX 10 NPHMEHEHHI0
npenapara u GydeT NOMOJHATLCA MO MePe NOCTYIJIEHHS HOBBIX ZAHHbIX. IIpHMeneHue
NpenapaTa BO3MOXKHO TONBKO B YCJIOBHAX METHHHHCKHX OPTAHH3ALHIM, HMEIOWHX NPABO
OCYUIECTRBIATH BAKUIHHONPOPHIAKTHKY HACETeHHA B YCTAHOB/IEHHOM NOpPAAKe,

Perncrpaunonssiii Homep: JIT1-006395

Toproeoe naumenopanne: l'am-KOBH/I-Bak KomB1HIPOBaHHAsA BEKTOPHAS BAKIINHA 1IN
NPOpHIAKTHKH KOPOHABHPYCHOI HH(EKUnH, BbI3bIBaeMOii Bupycom SARS-CoV-2

Mexkoynapoanoe HeNmaTEeHTOBAHHOE HJIH TPYNNHPOBOUHO
npoduAaKTHKH HOBOi KopoHaBupycHo# HHdexunu (COVID-19)

MHH3IPAB POCCHH

A 00695200121

COTTACOBAHO

JlekapcTeennan dopma: pacTBOp AN BHYTPHMBILIEUHOrO BB

Coctas na 1 aozy
Kommnonenr I coaepxnt;
Hefiemeyiongee  éewgecmgo:  pekOMOHHAHTHBIE ANEHOBUPYCHBIE WaCTHILI 26  CepoTHIA,
conepxatune rex 6enka S supyca SARS-CoV-2, B konusuectse (1,02£0,5) x 10" yactuu,
Benovocamensnoie senjecmsa: Tpuc(ruapokcuMeri)aMuromeTal — 1,21 Mr, HaTpus xnopua
2,19 mr, caxaposa — 25,0 mr, nonncopbar 80 — 250 mkr, MarHuA XJAOpMAA reKcarHapar —
102,0 mxr, ITA aunatpuesas comb auruapat — 19,0 mxr, 31anon 95 % — 2.5 Mk, Boga s
HHBEKUHIT 10 0,5 M.

Komnoneur Il coneprxur:

Heacmeayiowee  Genjecmeo:  peKOMOMHAHTHBIE AJEHOBHPYCHBIE HacTHUBI 5  CepoTHNA,
conepskamme ren 6enxa S supyca SARS-CoV-2, B xonuuectse (1,0+£0,5) x 10'! wacTuw.
Benosiocameisiete sewyecmed: Tpuc(ruapokcUMeTHI)aMunometan — | 21 Mr, natpus xgopua —
2,19 wr, caxapoza — 25,0 mr, nomucopfar 80 — 250 Mkr, Maruus XJOpHIA TeKCATHAPAT
102,0 mxr, SATA nunarpueras conb guruapat — 19,0 Mxr, 3taHon 95 % — 2.5 Mkn, Boga mans
HHBeKkuKi 10 0,5 M.

Onucanne

3anoposcennviir npenapam

KomnounenT 1. PacTBop 3aMOposkeHHBIH — MIOTHaA 3aTeepaesulad 6enOBaTOro 1BETa Macca.
[locme pazmopamuBaHuA: OOHOPOAMEIT GECUBETHBIH MM C KENTOBATHIM OTTEHKOM Clierka
OnajecLUUpPYoWMii PacTBROP.

Komnouneut 1I. PactBop 3aMopoxeHHBIN — M10THAs 3aTBepaeBmas Gel10BATOTO LBETa MAacca.
[locne pasmMopaxHBaHWA: OZHOPOAHLIA GECUBETHRIM HAM C KENTOBATBIM OTTEHKOM CNerka
onanecuHpyILHIT pacTBOp.



Kudxutt npenapam

Komnonent L. Onnopoansiii GeclBETHBIN MM € KENTOBATHIM OTTEHKOM CErka ONAIECUMPY HOLLIHI
pacTeop.

Komnouent II. Onnoponnsiit 6ecuBeTHsIT 1TH ¢ 5eITOBATBIM OTTEHKOM Clerka ONaNCCLUHDY IOWHH
pacTBop.

XapaxkrepHcTHKa

Baxuuna nonyuena 6HOTEXHONOFHYECKMM MyTeM, MPH KOTOPOM HE UCHONB3YeTcs NATOreHHbIN
ans 4enoseka BUpyC SARS-CoV-2. IMpemapat cocTONT U3 ABYX KOMIOHEHTOB: KOMMOHEHT | i
Kommnonent {1

B cocras xommonenta I BxomMT pexoMOMHAHTHBI A0EHOBHPYCHbIT BEKTOpP HA OCHOBE
ANEHOBIPYCa 4eaoBeKa 26 cepoTuma, Hecywnii ren Senka S Bupyca SARS-CoV-2, B cocta
xomnouenta Il BXoAnT BEKTOp Ha OCHOBE anEHOBHpYCA YEJOBEKA 5 CepOTHNA, HECYILMH reH
Genka S Bupyca SARS-CoV-2.

®apmakorepanesTnueckan rpynna: MUBII-sakuuna
Kon ATX: JO7B

@apMakoaoruuecKHe cBoicTEa

Bakuuna uHayunpyer GopMupoBaHie TyMOPaIbHOTO M KIETOYHOIO MMMYHHTETA B OTHOLLEHHH
KOPOHABUPYCHON MH(EKUMH, BbI3bIBAeMOiT BHpPYcoM SARS-CoV-2.

Hmmynonoruueckas spdextusnocTs

HMmmyHosnoruueckue cpoficTsa i 6e30MacHOCTE BAKLMHBI M3y4anu B Pa3AWYHBIX KIHHHYECKHX
UCCAE0BAHNAX Y B3POCILIX 100pOBObLER 000€r0 noNa B Bo3pacTe crapiue |8 ner.
IIpoMexyTOuHBIif aHANH3 MMMYHOTEHHOCTH NOKa3ajl, YTO BAKIIMHA QOpMHPYET MMMYHHBIH
oTeeT y nobposonsues. [lpu Hccnea0BaHMM ryMOpansHOTO MMMYHHOFO OTBETA CBIBOPOTKH
Ao0pOBOABUEE OBIIH MPOAHANH3IMPOBAHLL HA HAANYHE AHTHTEN, cneundHuHBIX K peuentop-
CBA3BIBAKINEMY AOMEHY rnukonporenHa S Bupyca SARS-CoV-2 Ha 42-fi geHs OT Hauana
BAKIUHALIMK. B FPYNNE BAKHHHHPOBAHHBIX CPE/IHEE TEOMETPHIECKOE 3HAUEHHE THTPAa aHTHTEN
cocraBuno 8996, yposenb cepokoHBepcHu — 98,25 %, Tlpu cpaBmennu ypoess RBD-
cneuurIeCKHX aHTHTEN MEXAY BO3PACTHBIMH CTPATAMM CTATHCTHYECKH 3HAUUMASN pa3eHua
Obu1a nokasana A rpynnst 18-30 neT OTHOCHTENBLHO OCTAMBHBIX BO3PACTHBIX FPYIN: CpeaHee
FEOMETPUYECKOE 3HAYECHHE THTPA aHTHTEN cocTasuno 18102-22067, yporeHb CepoKOHBEPCHH -
100 %. Yposuu antuTen 10CTOBEPHO HE PasHUATHCH Y MY UMH H xeHwnd, Ha 42-i neHsb or
Hayaza BAKUMHALUMM  CDEHMIl TeoMeTpHuECKMH THTp HelTpaiusyommMx aHTHTEn Yy
HMMYHH3HPOBAHHBIX 100poBoNbUeB cocTaBun 44,47, ypoBeHb cepokoHBepcru ~ 95.83 %,
CTaTHCTHYECKM 3HAYMMON pPasHMUEl y 00POBOMBLUEB pPA3IMYHONO TOAA H BO3pacTa He
BBISBIIEHO.

Hmmynnsauns npenaparoM Tam-KOBUJ-Bak  dopMupyer HanpskeHHblii  aHTHreH-
CIeLUIECKHIl  KIETOUHBNI NPOTHBOHH(EKUMOHHLIH HMMYHHTET MPAKTHYECKH Yy BCEX
obciaeoBaHHbix  N0GPOBONbLEE  ((pOPMMPOBaHME aHTHTEH-CNELMDUUHBIX KIETOK OBOMX
nonygaunit  T-numdountos: T-xeanepunx (CD4+) u  T-UHTOTOKCHYECKHX (CD8+)
JOCTOBEPHOMY NOBbIIeHHIO cekpeuun HOHy).

3alUNTHBIA TMTP aHTHTEN B HAaCTOALIEE BPEMA HEH3RECTEH. [IPOSOMKHTENBHOCTh 3ALIMTHI
HEeH3BeCTHa.

Knnnuueckne  nccnenosamus 1m0 M3YYEHHIO  3MHIEMHOAOTHUECKOI adexTrBHOCTH
MPOAOIKAKTCA B HacToAmee Bpems. [lo gauHbiM mpoMexyTouHoro amannsa 3QEKTHBHOCTE
cocrasiser bosee 91 %o.

HokazaHnn Kk npuMenenmIo
MpodunakTika HoBoill KOpoHaBupycHO# nrdexunn (COVID-19) y B3pocabix crapuwe 18 ner.



IIporusonokxazanun

— PunepuysctBuTensHocTs Kk Kakomy-mn6o KOMIIOHEHTY BAaKLUMHLI HIIH BaKLIHe,
coaepkauleil aHAIOTHUHbLIE KOMITOHEHTHI;

—  TAKENbIE AJUIEPrUUECKIie PEaKUHH B aHAMHE3E,

— OCTpble HH(IEKLHOHHEIE M HEeHH(EKUHOHHRIE 3a00neBaHN, 0DOCTpeHHE XPOHHYECKHX
3abonepaHuii — BAaKLUMHALMIO TPOBOIAT uepe3 2-4 negenu nocie BBI3NOPOBASHHA N
pomnccHi. [pn HeTamenmx OPBH, octpbix HHDEKUHOHHBIX 3a0onesannax XKT —
BaKIIMHALMIO NPOBOAAT MOC/IE HOPMATM3ALNH TEMNEPATYPbI;

— DepeMeHHOCTD 1 ePHOA IPYIHOrO BCKAPMIHBAHIIS,

— Bo3pact a0 18 ger (B cBA3M ¢ OTCYTCTBHEM JaHHBIX 00 sbdextuBHOCTH 1
0e30NacHOCTH).

IlpoTuBonokazanus nns Beenenns xomroxexnTa -
TAKENBIE  [OCTBAKIMHANBHBIE OCTONHEHWA (aHaMIaKTHHECKHIT MIOK, TMKensle
FEHEPATHIOBAHHBIE ANNEPrHYECKIEe PEAKUHH, CYAOPOKHBIN CHHAPOM, TEMNEpPaTypa Tena
Bollie 40 °C u T.11.) Ha BBeaeHHE KOMTIOHEHTa | BAKLMHDI.

C ocTopoxnocThIo
TIpuMeHATS BAKUMHY C OCTOPOXKHOCTBIO MpPH XPOHHUECKHX 3aB0IEBAHMSX MEUEHH W nouex,
JHIOKPHHHBIX 3a00/eBaHMAX (BHIPAKEHHBIX HAPYWIEHHAX (YHKLUMH LMTOBHAHONH KENe3bl W
CaxapHoM nnaeTe B CTAAWH REKOMAEHCALMH), THKENbIX 3aGONEBAHMAX  CHCTEMbI
KPOBETBOPEHUS, 3miiencui 1 Apyrux 3aonesauusx LIHC, octpom koponaphom cunapome H
OCTPOM  HApYWIEHHH  MO3roBOr0  KPOBOOOPAWIEHMs,  MHOKADAWTAX,  SHAOKAPIMTAX,
NEPUKAPIITAX.
Bcerenctsue HeaocTatka HHGOPMALIMN BAKLHHALMS MOXKET NPEACTABAATL PUCK 1N CAEAYIOUIMX
TPyMN NALHEHTOB:
- CayTOMMMYyHHBIMH 320071€BAHNAMH (CTUMYIALMSA HMMYHHONH CHCTEMbI MOXKET IPHBECTH
k obocTpennio 3abonepanus, ocoBeHso cregyer c OCTOPOMHOCTBIO OTHOCHTBCH X
MALHEHTAM C ayTOMMMYHHOH MATONOTHEH, HMEIOLLEH TEHACHUHIO K PA3BHTHIO THKEMBIX
H AKH3HEYTPOXKAIOIIHX COCTOAHHH):
—  CO 310KaYeCTBEHHBIMI HOBOOOPA3OBAHHAMH.,
llpruaTie pelrenna o BAKLHHALMH AOMKHO OCHORBIBATLCR HA OLUEHKE COOTHOWIEHHA TONB3LI H
PHCKa B KaX00 KOHKPETHON CHTYALIMH.

TIpumenenne npu GepeMeHHOCTH H B IEPHOA TPYIHOrO BCKADMINBAHUSE
IIpenapar npotusonokasan npu GepeMeHHOCTH H B NepHoA rpyIHOTO BCKAPMIHBAHHA, TaK KaK
ero (pekTHBHOCTL i 5e30NaCHOCTL B 3TOT NEPHOA He H3yYasuch.

Cnocob npumenenns 1 no3bl

BakuuHa mnpenHasHaYeHa TOMLKO A% BHYTPHMBILEUHOrO BBEIEHHA. Crporo 3anpeweno
BHYTPHBEHHOC BBEAEHHE npenapard. BakuiHy BBOAAT B NENBTOBHAHYIO MBILILY (BEPXHION
TPETL HAPYMXHOH MOBEPXHOCTH miieya). TIpM HEBO3IMOXKHOCTH BBEAEHNS B AeJIBTOBHAHYHO
MBILILLY — NPENApaT BBOAAT B JIATEPATbHYI0 IIHPOKYIO MBILLY Oepa.

BakUWHALMIO MPOBOAST B A8Ba 3TaNa: BHAYae KOMMOHEHTOM | B 203e 0,5 mn, 3atem, uepes 3
Heaean — komnoHenToMm Il B no3e 0,5 mi.

ITocne BBeneHMS BAKLMHBEI NauUMEHT NOMKEH HAXOAMTHCS NOA HAGTIOLEHHEM MENHUHHCKHX
paboTHHKOB B TeueHHe 30 MUHYT.

lpustenenue gakytomnt npouseodemea PIBY «HHIAM wy H.®, Tavareuy Munsopasa Poccun
(uuruan «Medeavary QIBY « HHLIM uy. H.D. Favazeuy Muunsdpasa Poccun) (Paaxonoes) u
AQ «bunnoapuy (amnva)

llepen BakuumHupoBanuem ¢nakoH uau amMnyny ¢ komnoHentoM | wuau 1l agocrawor 3
MOPOSHJILHOH KaMEpel H  BBIACPXKHMBAIOT NPH  KOMHATHOL TEMIEPATYpPE [0 MOAHOTO
pasMopaxusanua. OcTaTox BIOUEHHIT Tbaa He aonyckaercs! TIpotupaioT {l1aKOH HH amnyny
CHapyXH Can(eTkoli ChHpPTOBON ANA  yAageHUs  Baarw. OcTopokHO nepeMewHBarT
coaepixumoe nokaunsanueM. He nonyckaerca Betpaxusanne drakona man amnyJis:!




CHIMAIOT 3alHTHYIO AACTHKOBYIO HAKIAAKY C ¢naxona u 06padaThiBalOT PE3NHOBYIO MPOGKY
canterkoil cnupToBoii. BCkphiBaroT aMnyny 1m0 UBETHO# Touke.

Henone3sys onHopasossiii wnpui ¢ urnoit, oT6Hpatot n03y 0,5 M7 14 BBEAEHHS NALMEHTY.

He nonyckaerca xpanenne pasmoposiensoro npenapara!

IloeTopHOoE 3amMopaskiBanue He KomyckaeTcs!

IIpusenenne amagmp npouzendemea 40 «JEHEPHYMy (daaxoncs), OAQ «Bapsicinandapii-

YehaBUTA» (draaxonos_avnva) 1t 340 «JJEKKO» (aaxonoa)

3amopoxcennvtii npenapam

Ilepen BakuuHMpoBaHHeM GaKoH MM amMnyny ¢ komnoHentoM I wnu 11 gocraror w3
MOPO3M/IBHOH Kamepbl H BLLACPIKHBAOT 0PH  KOMHATHOM TEMIIEPATYPe DO TOJHOTrO
pasmopanpanna. OCTaTok BKIOUEHHH Nbaa He Jonyckaetca! TIpoTrpatoT QakoH win amnyny
CHapyxn canpeTkoll CMHPTOROH ans ypanenus Bnarn. OCTOPOKHO NepeMeLBaT
coreprknmoe nokayneanueM. He gonyckaerca BeTpaxusanie dakoHa Wl aMIyabi!

CHUMAIOT 3alNTHYIO MIACTHKOBYIO HOKAAAKY ¢ (h/1AKOHA U 00pabaTEIBAKYT PE3HHOBYIO 1IPOOKY
canderkoif cnuprooit. BekpetsaroT ammyiny no KOMBLY HITH TOYKE H3JTOMA.

Hcnonb3ys onHopasossiii wmpHu ¢ nrioii. 0TOHpaloT 103y 0,5 Mi1 AA1A BBEAEHIA NALIIEHTY,
Ecau nocaeaywwne wnvekunmu no kakoii-nmubo NPUYHHE OTKA3ABIBAKOTCA, AOMYCKAETCS
XPaHEeHHe BCKPLITOTC ()1akOHa Ml aMITy bl — He Gostee 2 YacOB NPH KOMHATHOI TeMIeparype.
NosropHoe 3amopaxueanune diakona K amMnysl ¢ pacTBOPOM He Aomyckaercs!

AKuoruii npenapam

Buumanue! He ucnonvsosame duiaxon uau avnyay ¢ npenapamonr ¢ eudusiorsa deghermaniy
VKYROPOUHOT cucmeMsi w/uin cmerad. 3axopascueantie (paakoHa uar aymyast ¢ pacmeopo He
donycraemces!

[IpuroToBnenue pacTeopa Ans HHBEKLMIA.

®rakoH WM aMmnyly [OCTAIOT W3 XONOAHWAbHUKA U BBLIAEDKHBAKOT MPH  KOMHATHOI
TEMOCPATYpe, NONYCKAETCA C/erka HarpeTh OpEnapat, HanmpHUMep, Noxepikas ero B pykax. He
ClenyeT HarpesaTs nipenapar Beiue 37 °C.

CHUMAIOT 3aLTHY 10 NIACTHKOBYK HAKAAAKY ¢ BlaKoHa U 06pabaTeiBaioT pe3uHoBYIO Npobky
cand)eTkoll CTHPTOBOH MITH BCKPLIBAIOT AMITYJTY NO KOMBLY HIH TOUKE M3TOMA,

Hcnonssys oanopasossrii wipku ¢ urioi, OTOMPAIOT 203y 0,5 M L% BBCACHHS MALMEHTY.
Ecin nocnenyomme unbexuty no kakoi-muGo npHumMHe OTKIAAIBAIOTCS, JONYCKAeTCs
XPaHEHNE BCKPLITOTO (NaKOHa MAH ammyik! He Gonee 2 4aCOB pH KOMHaTHOH TemnepaType.

IIpunienenue aaipine npoussodemaa 340 « BHOKAID (dhaakonog)

Tlepen sakunnuposanuem dnakon ¢ komnonentom 1 uau Il gocTaroT 13 MOPO3HILHOH KaMepht 0
BBUIEPXKHBAIOT TIPH  KOMHATHOH TeMmmepaType A0 TNOJHOIO pa3MOpaXHBaHHA. (JCTaTok
BKIIIOYEHHMIT Nbaa He nomyckaetcs! [1poTupaioT dnakoH cHapyku caadeTkoil cnHpTOBOIT AN
yAanenus BnarH. OCTOPOKHO NepeMewnBaloT Colepkumoe mokauksanueMm. He nomyckaercs
BCTPsiXHBaHHe (rakoHa!

CHHMI0T 3alNTHYO TLIACTHKOBYK) HAKIAAKY C (akoHa 1t 00pabaThIBaOT Pe3HHOBYH) MpOOKyY
candeTkoil ciupTOBOIL.

Hcnonb3ys onropasoBslii inpyL ¢ wrnoit, ot6npaioT 103y 0,5 Mn An4 BBeeHus NaLHEeHTY.
Ecnn nocnenywoume nHbBekumHM no KakoH-mibo npuumme OTKIIAABLIBAKOTCA, NONYCKaercs
XpaHeHHe BCKPBITOro (h1akoHa no 3 M He Honee 2 4acoB NIPH KOMHATHOI TemmepaType.

He ponyckaetcs xpaneHite pasmoposkenHoro npenapara Bo ¢rakonax no 0,5 s

IlosTOpHOE 33MOpaKkUBaHKe He noMyckaeTcs!

Buumanue! K ucnonb3osanuio Henpuroge npenapat (Kuakuil HWHIM 3aMOPOXKEHHBIH)
neeKTaMH YKYNOPOUHOI CHCTEMB! W/HAK HapYyHIEHHOH MapKHPOBKO! (NaKkoHa HAM aMmy.bl,
MPH M3MEHEHHH (U3MYECKHX CBOWCTB PAacTBOpa (MYTHOCTb, OKpALIHBaHHE), HEeNpaBUibHOM
XPaHEHHH U/WITH C MCTEKIINAM CPOKOM FOAHOCTH.



V¥ Hudopmanua ans MesuumHckux paboOTHIKOB, BBITONHAOWHX BAKIHHALYIO NeKapCTBEHHBIM
[IpenapaToM: NAHHbLIH JIeKapCTBEHHBIH Mpenapar 3aperHcTpupoBanH no ocoboii npouenype
perucTpauny, B CBA3H ¢ deM HeoOxoanmo yeeaomnate denepanbhyio cryxby no Hamsopy B
cdepe 37paBOOXpaHeHNs O kaK10M (aKTe IPHMEHEHUS J1EKAPCTBEHHOTO npenapara, myrem
BHECEHHA 11HGOPMAUHH B COOTBETCTBYIOLH pa3aen HHpOpMaunoHHoON cuctemb ETHC3,

IoeGounoe aeiicTeue

HexenatenbHble sBneHis, XxapakTepHble A48 NPHMEHEHHS BAKLHHbI, BLISBIEHHbIE B paMKax
KIIMHHYECKHX NCCTEN0BAHMH, & TAKXKE HCCIeA0BAHMI APYTHX BAKUMH HA OCHOBE AHANOTHYHOMN
TEXHOMOTHYECKOH nnatdopmel, OHIBAIOT TNPEHMMYLIECTBEHHO JErKoit MIH cpefiHell cTeneHM
BRIDBKEHHOCTH, MOFYT pa3BHBATECA B NEPBble-BTOPbIE CYTKH MOCI€ BAKUHHALMM H
pajpewraloTc B Teyenue 3-x mocneaywoimx gHeil. Yame apyrMx MOryT  pasBuThes
KpaTKOBpeMeHHbIE oBuie (HenpogomKHTENLHBI rPHONONOROOHLIH CHHAPOM,
XaPaKTEPU3YIOLIHHCA 03HOOOM, TMOBBIEHHEM TEMNEpaTyphl Tena, apTpairded, MHaIruei,
acTeHuell, o0WIHM HeaoOMOraHMeM, rOJOBHOM D0:b0) H MecTHBle (6ONE3HEHHOCTH B MecTe
VHBEKUMH, THIEPEMHA, OTEUHOCTh) peakuun. Pexomenayercs HasHauewHe HeCTEPOMIHBIX
npoTHBOBOCMAMTE bHbIX cpeacts (HIIBC) npir noebiwenny TeMnepaTypst nocne BakuHBaLu
1 aHTUTHCTAMHHEHBIX CPEACTB MIPH BHIPBHKEHHOH MECTHOI Peakun.

Pexxe oTmeuaroTcs: TOWHOTA, AMCHENCHS, CHIKEHHE ANMETHTA, HHOTHA — yBeIHUYeHHe
PETHOHAPHBIX NUM(OY3NOB. Y HEKOTOPHIX NALMEHTOB BO3MOKHO PAa3BHTHE anjepruyeckmx
PeakiMi, KPaTKOBPEMEHHOE MOBLILEHHWE YPOBHS MeueHOYHBIX TPaHCaMHMHA3, KPeaTHHHHA M
KpeaTHH(OCHOKHHA3DI B CHIBOPOTKE KPOBH.

B paMkax npoBeaeHHBIX KMHHHYECKHX WCCNEAOBAHHU 0e30nacHOCTH, NEepeHOCHMOCTH |
UMMYHOTeHHOCTH npenapata I'aM-KOBH/I-Bak nocne BakumHaumn GsUTH 3aperHCTpHpPORAHBI
crnenyrowe HA:

«O0wme HapylleHHs H pPeakUMH B MECTe BBENCHHAN: runepTepmMus, 060ib, OTeK, 3yl B MecTe
BAaKUNHAUWH, aCTeHHs, O0/ib, HEAOMOTaHHE, NUPEKCHs, NOBBILIEHHE TEMIIEPaTyPbl KOKH B MECTe
BaKIHHALKH, CHIXKEHHE anneTHTa. YacTota pa3BHTHA — OYEHb YACTO M YaCTO.

«Hapywenns co cropoHbl ABIXaTeNbHOI CHCTEMbI, OpraHoB TPYAHON KNEeTKH H CPedOCTEHHAN:
Gone B poTOrnoTKe, 3a0MEHHOCTh HOCA, MEPUIEHHC B FOpIe, putopes. Hactora passurusg -
YacTo.

«Hapywenns co cTopoHb! HepBHOH cHCTeMbI». rojoBHas 6OAb — YaACTO! rOIOBOKPYKEHHA,
0OMOpOKH — peaxo.

«¥KenynouHo-KHIIeUHbIe HAPYLIEHHAY: TOLIHOTA, PBOTA, AMCIENCHS — YACTO.

«Jlabopatopuele ¥ MHCTPyMeHTANbHBIE  ZaHHEIEN: pa3HOHaNpaBAeHHbIE  OTKAOHEHHA
nokasaTesieli HMMYHONOTHYECKOTO CTAaTyCa: MOBbIUEHHE uMcAa T-mMMQOLMTOB, yBeaHueHUe
MPOUEHTHOTO COASPHKAHHA THMPOLIMTOB, CHHNEHHE UMCNA ECTECTBEHHBIX KIETOK-KHNEPOB,
yBenuuenne konnuectsa CD4-numdounTtos, cHHxeHue KonMuecTsa CD4-numdounTos,
TOBbIWIEHHE 4Hcaa B-numdountos, cHmxenwe uncna B-auMouHTOB, nOBbILIEHMe uHCna
CCTECTBEHHBIX KIIETOK-KWJICPOB, TOBHIEHUE KoauuecTBa CD8-numpouMToB, nNOBLILIEHHE
ypoBHS ummyHornobyanwa E (IgE) B xpoBm, yBemuuenme cootHowenus CD4/CDS,
ymetbienne cootHoweHus CD4/CDS8, nosbimenne yposus ummyHornobynuua A (IgA) B
KPOBH, yMEHBLIEHUE MPOUCHTHOro conepxkanua aumdountos CD8. OTkioneHus B obmiem
aHafiu3e KPOBH. YBEIHYEHHE TIPOLEHTHOrO COAEpKaHHA JHMQOLNTOB, CHIDKEHHE TIOKa3aTens
TEeMATOKPHTA, YBEIHIEHHE YHCIA ANMPOLMTOB, NOBLILIEHHE CKOPOCTH OCENAHHA IPHTPOLIITOB,
NMOBLILEHHE UHCIR JEHKOUHTOB, MNOBBILIEHHE YHCIA MOHOLHTOB, MOBbILEHHE YHCIA
TPOMOOUHTOB, CHHIKEHHE UMCAA HEATPOMHIIOB, CHINKEHHE YHCAA TpoMOouToB. OTKNOHEHHS B
of1eM aHaTH3e MOYIL: IPHTPOLHTH! B MOYE.

Borbwnncteo HA  3aBepuinanck  BRI3AOpOBIEHHEM 03  MOCTEICTBHIL JlabopaTopHbie
OTKIIOHEHH® HE HMENM KIMHMYECKOTO 3HaueHHs (He HY)KAaNNCE B  NPOBENEHHH
AOMOIHUTENBHBIX AHATHOCTIMECKHX NPOLEAYP H HA3HAUEHHH TEPATIHH).

[lepeno3uporxa
O cnyuasx nepeao3MpoBKH He COOBILATOCE,



Yunteas, urto ornyck JeKapCTBEHHOTO MpenapaTta HNONYCKaeTcd TOObKO nfnf  jJeuelHo-
npodmnakmqecmx yqpemﬂeunﬁ, a camMa BAKUHHAUHA l'lpOBO,E[IdTCﬂ TONBKO
KBANTHOHUMPOBAHHBIM METNLIHHCKHAM NEPCOHAIOM, PHCK NEPERO03HPOBKH KPaAiHe HH30K.
OaHako MOKHO NPEANOIOKUTH, 4TO MpH CAy4YailHOW NepeAo3HPOBKE BO3MOXHO Da3BHTHE
YKA3aHHBIX BbIWE TOKCHYECKHX M TOKCHKO-aNJAeprHYeCKHX peakLuii B Gonee TAKENOi cTeneny
Crneundrueckux aHTHAOTOB K TNpENapaTy He CYLECTBYeT.

Tepaneamqecx.vse MEPDONPHATIIA B Z3mMIoM CiiyHac 5}';'1'":' BRAWOMETD Ciii\'iﬁTOMiil'nllt.'CK)’lO
TEPANHIO 1 COOTBETCTBHH ¢ NOKA3AHHAMU (>xaponmonukarowmme/HN IBC "
AeCEHCHONIN3NPYIOIINE CPeACTBA, KOPTHKOCTEPOHIBI — NAPEHTEPAABHO MPH BEIPAKEHHOM

TOKCHKO-A/IEPru+ieckoM Cuuapome). Pexcnm HasHauenns npernapatoB nomxed GuiTh BHIGpaH
COTTaCHO PEKOMEHAALHSAM [O IPHMEHEHHUIO H N03HPOBKAM JAHHOTO IEKAPCTBEHHOMO CPEACTBA.

BsaumonefictBHe ¢ Apyrumu nekapcTBeHHbIMM cpeacTBaMH
He uzyuanoce.

Ocofbie ykazannn

Y  mauMeHTOB,  NOAYYAIOLIMX HMMYHOCYNPECCHBHYK  TEPanMicy, M  NALHEHTOB ¢
HMMYHOIEDHLIMTOM MOKET He Pa3BHTHCA NOCTATOYHBIH MMMyHMHBI OTBET. [Moatomy npuem
MPENnapaToB, yrHeTatOWHX (QYHKUMIO HMMYHHOH CHCTEMBbI, IPOTHBONOKA3AH B TEYEHHE, KaK
MUHHMYM, | MeCAUa A0 H NOC/E BAKUHHALMH U3-32 PUCKA CHHKEHHS HMMYHOrEHHOCTH.

Bansinme ma cmocoGmocTs ynpaBasTh TPAHCHOPTHBIMH  CPEACTBAMH, MEXAHH3IMAMH
Hceaenosanna no wayuenuio snManus BakuuHel Ha CHOCOGHOCTD yNpaBasTh TPAHCIOPTHBIMH
CPEACTBAMM H NOTEHUHATEHO ONACHBIMU MEXAHH3MAMH HE NPOBOAMIHCE.

Popma BeinycKka

PacTBOp anst BHYTpHMBILIEYHOrO BBEEHHH, KOMNOHEHT | ~ 0,5 mn/no3a + komnounent Il - 0,5
mn/ao3a.

3axtoposcentbtit npenapam

Ipu _uponssopcise OTBY «HULBM um. H.®. | amanen» Mumanpasa Poccun {punuan
«Megramary ®TBY «HHIOM unm. H.®. Tamanew» Munsapaa Poccun): 1o 0.5 ma (1 nosa)
KaKIOro KOMINOHEHTA Mperaparta BO (MAKOHBI, YKYNOPeHHbe NPOOKAMM M3 Pe3HHBI, oGkaTbie
ATIOMHHHEBBIME HIIH ATTFOMOMJIACTHKOBLIMH KOTIAUKaMH,

I pnakon xomnonenTa I ¢ HHCTpyKLMeH o NPHMEHEHHIO MOMELLAIOT B NAYKY KAPTOHHYIO HiH B
MauKy M3 KapToHa kopoGouworo, | dmaxon xommowenta Il ¢ uHCTpyKuMell MO NpUMeHeHHIO
MOMEILIAT B NIAYKY KAPTOHHYIO Hjli B NAYKY H3 KaPTOHA KOPOBGOUHOIO.

IIpu npouseoactee AQ «BunHobapm»:

no 0,5 ma (1 303a) kaxAOro KOMNOHeHTa Npenapara B ammyJst U3 OECLBETHOrO CTEK/A C LIBETHOH
TOYKOH.

Ilo 5 amnyn kaxaoro KOMNOHeHTa Npenapara NOMELIAIOT B KOHTYPHYIO SYEHKOBYIO VIAKOBKY H3
M7AEHKH MOJHBHHUIXI0PHAHON.

IMo I xonTypHOIi Aueiikoroil ynakoske sMecTe ¢ MHCTPYKUHET 110 NPHMEHEHHIO TOMEILAIOT B NauKy
W3 KapToHa.

[pu nponspoactee na AQ «TEHEPUYM»:

no 3,0 M (5 203) KaKAOrO KOMNOHEHTA — BO (PAAKOHBI, YKYTIOPEHHBIE TPOOKaMy PE3HHOBBIMH,
¢ 0OKATKOH KONauyKaMH anOMHHHEBO-TIACTHKOBLIMH C KOHTPOJIEM MEPBOTO BCKPBITHA.

| dnaxon ¢ komnoHentom 1 MiH ¢ koMnonenToMm |1 BMecte ¢ HHCTPYKUIIEH M0 MeAHUHHCKOMY
TIPUMEHEHHIO — B Ma4Ky U3 KapTOHA C IOPONOHOBLIM AepikaTeneM W3 NeHOMOMHypeTaHa.

IIpu npoussoactae na 3A0 «JIEKKO»:

no 3 ma (5 1003) Kawaoro KOMAOHEHTa npenaparta — B0 (/1aKOHBI, YKYNOPEHHDBIE NPOOKAMH
Pe3HHOBBIMH, ¢ 0BkaTKoli KONMaukaMM AaTIOMHHHEBO-NIACTHKOBBIMH C KOHTPONEM MepBoro
BCKPBITHSA.




Ilo 1 dnakony ¢ komnouentom 1 wmnum ¢ komnonentom Il BMecTe ¢ HHCTPYKUHEH Ao
APHMEHEHUIO — B TIAYKY M3 KAPTOHA ¢ MOPONOHOBLIM AepiKaTeneM U3 MeHOonoaHypeTata.

[ipu npouseoacree na OAQ «®apmcrannapt-YdbaBUTAx»:

no 0,5 ma (1 703a) KAKIOrO KOMIOHEHTA NPENAPATa B AMIY/IbI H3 GECLBETHOrO CTEKIA.

Ilo 5 amnyn kaXa0ro KOMIMOHEHTA NpEnapaTta — B KOHTYPHYIO A4eHKOBYIO YITAKOBKY M3 IHNIEHKH
NMOMMBHEHIXIODUAHON

To | wonTypHoii A4eliKOBON ynakoBke BMECTE C MHCTPYKUME NO NPUMEHEHHIO — B NAYKY W3
KapTOHa.

Tlo 3 ma (5 103) KaXAOrO KOMNOHEHTa npenapaTa — BO (DNAKOHBI, YKYMOPEHHbIE npodkamu
PE3HHOBBIMH, C ODKATKOH KONNaukaMmy ATIOMHHHEBO-TUIACTHKOBLIMM C KOHTPOJEM MEpBOro
BCKPBITHA.

o 1 ¢nakony c¢ xomnonentom | unu ¢ komnowentom II BmecTe ¢ UHCTPYKLMEH 110
NPHMEHEHHIO — B MaYKy H3 KapTOHA ¢ NOPOAOHOBBIM IEPXKaTeNeM H3 NEeHONONYPeTaHa.

Ilpu nponzeoacree Ha 3A0 «BHOKA T»:

mo 0.5 ma (1 nosa) mam no 3.0 ma (5 003) KakAOrO KOMMOHEHTA MpenapaTa BO (BIIAKOHBI,
YKYMNOPEHHBIE PE3MHOBLIMM  npobKaMi, ¢ ODKAaTKOH AMIOMHMHHEBBIMII  KOAMAUKAMH  C
NNACTHKOBOH KpPbiuKoil THNA «flip-offy.

| daaxon 6R ¢ xommonenTom I 1in komnorentom I1 ¢ HHCTpyKLHMel 10 APHMEHEHHIO — B navyky
KapPTOHHYIO.

I ¢naxon 2R ¢ xomnowenToM | wian komioHeHTOM Il B KOHTYPHOlN AueiiKOBOH ynakoBke u3
HNBX nnenxn ¢ uHcTpykuMeli Mo NpUMEHEHHIO — B IA4YKy KapTOHHYIO.

Kuoxuii npenapam

I1pu npoussonctee Ha AQ «TEHEPHUYM»:

1m0 3,0 M1 (5 103) KaXAOTO KOMMOHEHTA — BO (M1aKOHBI, YKYIOPEHHBIE MPOBKAMH PEIHHOBBIMH,
¢ 0OKaTKON KOANaukaMH aIOMHHHEBO-IIACTHKOBBIMH C KOHTPOJIEM NEPBOr0 BCKPBITHA.

1 ¢nakon c komnouentom I man ¢ xomnosentom Il B KOHTYpHOIl AueilkoBON ymakoBke H3
MACHKH NOJIHBUHKHAXNOPHAHOH MM MOAM3THAEHTepeTanaTHOH BMeCTe ¢ HHCTPyKuHed fo
MEAHIUIHCKOMY NPUMEHEHHUI) — B NAUKY U3 KapTOHa 17 0e3 KOHTYPHOI1 AYeHKOBOM yNaKoskH
BMCCTE C HHCTPYKUMEH 10 MEAMUMHCKOMY NNPAMEHEHHIO — B KAPTOHHYH) NAYKY ¢ MOPOSTOHOBBIM
AepKaTenem H3 NeHonoIHypPeTaHa.

Ilpu npouseoactee Ha 3A0 «JIEKKO»:

no 3 ma (5 003) KaKIOro KOMIOHEHTA Mpenaparta — B8O (hJAKOHBI, YKYNOPEHHblE NPOGKaMH
PE3MHOBBIMH, ¢ OOKATKOH KOAMauKkaMH ATIOMHHHEBO-NIACTHKOBBIMH C KOHTPOAEM MEepBOro
BCKPBITHS.

| ¢nakon ¢ komnoneHTom I unn ¢ kommoHeHToMm II B KOHTYpHOIl fueiikOBOH YBAKOBKe W3
MIEHKH MOMMBUHHAXIOPHWAHON W/IH NOnM3ITHReHTepedTanaTHON BMecTe ¢ HHCTpPYKuMeil no
MEIHLUMHCKOMY MPHMEHEHHIO — B MauKy H3 KaproHa i1 §e3 KOHTYPHOH AueiikoBoii yrnakoBkn
BMECTE C HHCTPYKUHEHN M0 MEAHUHHCKOMY IPHMEHEHHIO — B KAPTOHHYIO NAYKY ¢ NOPOJIOHOBBIM
JEpXKaTeNIeM 13 MEHONOIKYPeTaHa.

[1pu npouzBoactee Ha OAQ «DapmcTanaapr-YhaBHUTAx:

no 0,5 ma (1 n03a) KAKIOTO KOMIOHEHTA TIPENapaTa B aMIy.Tbl H3 GECLIBETHOTO CTeKA.

Mo 5 ammysm KaXIOro KOMMOHEHTA Mpenapata — B KOHTYPHYIO AYEHKOBYIO YMAKOBKY M3 MJIEHKH
NOMHBHHHTXTOPHAHOMN.

llo | xouTypHOH sueitkoBOH ynakoBKe BMECTE C MHCTPYKLHEH 1O NPHMEHEHIHIO — B MAuky u3
KapTOHA.

YcaoBHS XpaHeHHR

Jasopocennmy npenapam

XpaHUTh B 3ALIIIIEHHOM OT CBETA MECTE, MPH TeMnepatype He Bhiie Munyc 18 °C. TosTopHoe
3aMOpaXKHBaHHE He NONYCKAETCH.

XpaHHTb B HEZOCTYTIHOM JI7iA JeTell MecTe.



Kuorkuir npenapam
XpaHuTb B 3alHLUIEHHOM OT CBETA MeCTe, lIpu Temnepatype ot 2 no 8 °C. He 3amMopaxuBaTh.
XpaHHTb B HEXOCTYIIHOM Aj18 JeTeil MecTe.

YenoBus TPAHCNOPTUHPOBAHHA
3amoposicennviit npenapam

Aokuit npenapam
Tpancnopruposanie npenapara npn Temnepatype ot 2 510 8 °C. He 3amopakuBaTs.

Cpox roxnoctu

3anopoacennsiil npenapam

Komniounent I - 6 Mecsues. KomnonenT Il — 6 Mecaues.
He npuMeHATH no HCTeueHuH CPoKa roAHOCTH.

Kuoxui npenapam
Komnonent I - 2 mecaua. Komnonenr Il — 2 Mecaua.
He npuMeHaTs No HcTeUEHHU CPOKA FOAHOCTH.

Ycnoeus oTnycka: nin eueGHO-MPoGHNAKTHUECKHX YUIpeHAEHHH.

Ipoussoanurens

Hanmenosanua u ampeca mpou3BOACTBEHHBIX TAOWANOK TPOM3BOIMTEIEH JEKAPCTBEHHOrO
npenapara:

1) ®I'BY «HHULIOM um. H.®. Tamanew» Mumampaea Poccnn (buaman «Mearamany GIBY
«HHLDOM nm. H.P. Tamaneu» Munzapasa Pocenn), Poccns, 123098, r. Mocksa, yiuua Mamanen,
A. 18 (Bce cTaanm MpOM3BOACTBA).

2} AO «bnunodrapm», Pocens, 124460, r. Mocksa, r. 3enenorpaa, yn. Kouctpykrtopa Nycskosa, 4.
3, ctp. 1 (ouucTka, posnue (nepsuuHas ynakosxa), BTOpuuHas (NOTpebHTENLCKAA) YNAKOBKA).

3) AO «TEHEPUYM», Poccus, 601125, Bnaaumupekas obn., IleTymmucknii palioH, noc.
Bonbruncknii, ya. 3apoackas, crp. 263 (MPOH3BOACIBU [OTOBON NEKAPCTBEHHOH (opMBr,
MepBH'IHAS U BTOPHUHAA (NOTPCOHTENbCKAA) YHAKOBKA),

4) 3A0 «JIEKKO», Poccus, 601125, Bragumipckas o6a.. IleTyumasckuii paioH, mnoc.
Bonerunckai, yn. 3asoackas, ctp. 277; 601125, Branumupckag 06a., [lerywnHcknii paifon,
noc. Boabrukckuii, yn. 3aBoackas, ctp. 279 (IpoM3BOACTEO TOTOBOI AeKapCTBEHHON (BOpMbi,
NepBHYHAA H BTOPHYHAN (NOTPeOHTENBCKAA) YIIAKOBKA).

5) OAO «®apmcrannapr-YodaBUTA», Poccus, PecnyBnnka Bawxoproctan, r. Yia, ym.
XynaiiGepauna, 1. 28 (HpoH3BOACTBO rOTOBOIT NEKAPCTBEHHOIT GOPMBI, MEpPBHYHAS 3 BTOPHYHAA
(moTpedHTENbCKAS) YNAKOBKA).,

6) 3A0 «BHOKA[l», Poccus, 198515, r. Canxr-IletepOypr, n. Ctpeasua, yn. Cessn, 1, 3%,
ctp. | (npou3BOACTBO roTOBONi JeKAapCTBEHHOH (JOPMbI, NEPBHYHAS M BTOPHMUHAS
(norpeburtensckas) ynakoska).

Buinyckaiowuir konmpo:in kavecmea
®unnan «Mearamam» ®I'BY «HHLBM um. H.®. Famanen» Munzgpara Poccuu. Pocems,
123098, r. Mocksa, ynuua lamaneu, o. 18.

Baaneneu perscrpauMoHHOTO yAOCTOBEDEHHS/OPTAHM3ALMA, APHHHMAKWIAR HPETEHIHH
norpedurens:

DI'BY «HaunoHaneHEIT HMCCIEIOBATENBCKIH LEHTP SMHAEMHOTONHH H MHUKPOOHONOrHH HMEHH
noyeTHoro akanemuka H.®. I'amanen» MunancrepcTsa 3apasooxpatenis Poccniickoil ®eaepauu
(®I'BY «HULIOM um. H.®. 'amanen» Munsapasa Poccun).

Poccns, 123098, r. Mockea, yinua Iamanen, a. 18.

Ten: 8 499-193-30-01, daxc: 8 499-193-61-83.
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