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HHCTPYKIUs OTIACOBAHO i

Fam-KOBHI-Bak-M
KomGnuuposannas BCKTOpHas BakuuHa 15 npopuaaxkTuku KOpOHABHPYCHO#
HH}EKIUHH, BLI3BIBAEMOi] BHpPycom SARS-CoV-2
: ]
¥ Janunrii J€KAPCTBeHHLIH mpenapar 3aperHcrpuposan o npoueaype pemc'rpauu;’
NpEnaparoB, npemasnaveHnLIx s IPUMEHCHHSI B YCTIOBHSX Yrpo3n BOZHUKHOBeHUsI,

lpenapara u 6}’)_18'[‘ HOMOIHATLCH 10 ‘Mcpe HOCTYIUICHHA HOBLIX AAHHBIX, HPHMEHGIIHB
npenapara BO3MOXHO TOJILKO B YcioBunx MCOAHUMHCKHX opraumaum‘i, HMeEIUIHX npaBso
OCYUICCTBAATE BaKl[HHOHpUq)HJIaKTHKy HaceJieHHs B YeranoBiaenuom nopsaake.

Perncrpannonnurii HOMep:

Toprosoe nanmenoranue: I am-KOBH/1-Bak-M Kombuunporannag BEKTOPHAs BakKI[HA Jis
npodumakTHKy KOpPOHaBHPYCHON MH(EKIHH, BBI3bIRACMOI] Bipycom SARS-CoV-2

Mexaynapoanoe Henatenropannoe HJIH IPYNNHPOBOYHOE HAMMEHOBaHHe: Bakunua gna
npogunakruky COVID-19 :

J’IeKapCTBEHHBH (i]OpMﬂ! pacTBOp g BHYTPHMBIIIEYHOI O BBEICHUA

Cocrae na 1 03y

Komnonenr I conepxur:

Heiicmgyrowee  sewyecmeo: PEKOMOHHAHTHEIE ANCHOBHUPYCHBICE YacTuubl 26 CEepOTHNA,
conepxaune ren 6enka S supyca SARS-CoV-2, g konmnuecrse (2,0£1,5) x 1019 gacrpy, B
Benomozamenvuore éeufecmea: TPUC(rHAPOKCHMETHIT)aMHHOMETAH — 1,21 mr, narpus XJIOpHI —
2,19 mr, caxaposza — 25,0 mr, mostHcopOar 80 — 250 MKr, MarHus XJjiopupa rekcaruapar —
102,0 mxr, DITA AHHATPHUEBAA CONb aurmpar — 19,0 MKT, 3TaHoul (CUPT ITHIOBKI) 95 % —
2,5 MKJ1, BOJa st HHbEKLUHT - 10 0,5 M.

Kommnonenr II coneparcnt: -

Heticmeyiowee  sewecmeo: PeKOMOHHAHTHEIE ANICHOBUPYCHBIC YacTHILI 5 ceporuna,
conepkamue ren 6enka S supyca SARS-Co'V-2, B konnyecree (2,0£1,5) x 10" yacruu,
Benomozamensuvie eewjecmaq: TPHC(THAPOKCHMETHI)aMHTIOMETaH — 1,21 mr, narpus xnopug —
2,19 mr, caxaposa — 25,0 mr, nonmcopbar 80 — 250 Mkr, maraus XJOpHaa rekcaruppar —
102,0 mxr, DJITA AHHATPHCBAA COMb AUruApat — 19,0 Mxr, sTanol (cnupt sTYNOBEI) 95 % -
2,5 MK, BOZA U1 ME'BEKIIHIT — 110 0,5 M.

Onucanune
Komrnionenr 1. PacTBop 3aMODPOXKEHHBIH — nIoTHAag 3aTBepaeBIuas 0eloBAaTOro usera macca.

[Tocne pasmopaxusanms: ONHOPOANBIH GECUBETHBIN I ¢ KENTOBATHIM OTTEHKOM cnerka
ONagecHHpyIOLITiH pagERop.

Komnounent IL PactBop 3amoposkenubiii - nnornas 3arBepacsiuas OCIoBATOrO uBera Macea,
Hocne pasmopaxusanms: OAHOPOIHBI OCCUBETHBI MM ¢ IKCHTOBATHIM OTTECHKOM CJIerka

ONAICCUMPYIOLIHHA pacTBOp.




Xapaktepucruxa

KoMronenT II, -OTIACOBARO

B cocras xomnonenta I BXOIUT pekoMOHHAHTHLIH 47€HOBHPYCHBI BEKTOpP Ha OCHOBe
4/ICHOBHpYCa YeNoBeka 26 cepoTima, Hecymui ren Genka S BHpyca SARS-CoV-2, B cocran
komnonenta Il BXomuT BekTop Ha ocrose d/IeHOBHpYCa YenoBeka S cepoTumna, HECyLIMii red Gesika
S Bupyca SARS-CoV-2. -

DapmakoTepaneBTuyeckas rpynna: MUBII-sakinna
Kon ATX: J07B

Dapmaxonornueckue crojicrpa

Baxuuna nugymupyer ¢bopmuposanue TYMOPAIEHOIO M KIETOYHOTO UMMYHUTETA B OTHOLIEHHH
KOpPOHaBHPYCHOH MH(pEKUNH, BEI3BIBaCMO BHpycoM SARS-CoV-2.

Hmmynorennocts

Hmmynonoruueckue ceoiicrsa u BesomacHocTs BakuHHE! H3Y4allH B KIIHHUYECKOM HCCIeNOBAHUN
Yy nobpososibues o6oero nona s Bo3pacre ot 12 o 17 ner BRIOYHTEIBHO.

[pomesxyrounslit anamuz MMMYHOT€HHOCTH 110Ka3aJl, YT0 BAKIIHHA (hopMHpyeT uMMYHHBII oTBET
y nobposombues. Ilpu HCCIIE/IOBAaHHH  ryMOpaibHOro HMMYHHOTO ~OTBETA CLIBOPOTKH
no6poBonbiies GhutH TPOAHAIIMINPOBAHBL, HA HATHYHE aHTHTeN, CreUHUUHBIX K peuenrop-
CBASLIBAIOILEMY NOMEHY IVIHKONMpOTEHHa S Bupyca SARS-CoV-2 na 42 nems or mauanma
BaKLHHAIHA: YPOBEHb CEPOKOHBEPCHH COCTABMI 100 %.

UMmynusaus penapatoM 'am-KOBU/I-Bak-M Gopmupyer aHTHreH-cneuuduyecKuii
KIETOYHBIH MPOTHBOMH(EKLUHOHHDII HMMYHHTET y 93.2 % o6cnenoBanubx n06poBonbLes
(dopmupoBanne AHTUIEH-CIEUH(HUHBIX KIETOK 06oux monyisuuit - T-numdounros: T-
xeanepuplx (CD4+) u T-unrorokcuyeckux (CD8+) n nocroseproe noebmenye ceKpeumn
H®Hy). )

3amuTHEIE THTP aHTHTENn B HacToAmee Bpems Heuasected. [IpooiKHTeNsHOCTE 3alUHTHI
HEH3BECTHA.

ITokazanus k npuMenenuio
[IpodrnaxTuka COVID-19 y nonpocrkos & Bospacre ot 12 no 17 ner (BKITIOYHTEIIBHO). .

IIpoTHBONOKa3anun
— TD'mnepyyBcTBUTENBHOCTE K KaKOMy-HOO  KOMIOHEHTY BaKUMHBI WM BaKIHHe,
CONEPIKAILCH AHATOTHYHbBIE KOMIOHEHTHI;
— THKENble AUIEPruUvccKue Peakiiy B aHaMHe3e;
= OCTphie MHGEKUHOHHBIE H HeHH(EKIHOHHbIC 3abonesannus, o6ocTpenue XPOHHYECKHX
3a0oneBanuii — BaKUHHALHTIO TNPOBOAAT Mepes 2-4 Hemenu noce BLI3AOPOBNCHHS MITH
HacTymienus pemuccuy. [pu nersuxensix OPBH, OCTPBIX HH()EKLHOHHBIX 3a60TeBanmAX
JKKT — BakunHaumio npoBoast nocne HOpManu3alui TeMICPaTyps;
= BO3pacT 10 12 ner (B CBA3H C OTCYTCTBHEM JAHHEIX 06 addexrusnocTn 1 BezonacuocT).
IlpotuBonokazanus nis BRenenns kKommonenta I1:
~ TKCILIC  NMOCTBAKUMHANLHLIC OCNOKHEHHA (aHaduiakTHYeCKHil IIOK, TSOKeNble
TENEpaH30BAHHEIC ATTEPIrHIECKHE PCAKLIHH, CYNOPOKHDIH CHHAPOM, TEMIIepaTypa Tena
Beie 40 °C u T.11.) Ha BBeAeHHE KOMITOHEHTA | BAKIUHEL.

C ofrépdxnocTnIo wor
TIpHMCHATL BaKUMHY C OCTOPOXHOCTBIO NPH XPOHHYCCKHX 3aGOMCBANMAX MEUYCHH K oyYexK,

OHIOKPUHHBIX 3a60JeBaHHMAX (BLIPKCHHBIX HAPYLICHHSX (GynxuuH WHTOBHAHON Keme3s M
caxapHom Anabere B CTafMH ICKOMIICHCALIMHM), TSKCIBIX 3a60/1CBAHHAX CHCTCMBI KPOBETBODCHHMS,
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BCHeﬂCTBHe Henocrarka HH(I)OPMEIHHH BaKlIHHaL{P[ﬂ MOXKeT NpeACTaBngSTE PHCK ,ﬂﬂ’; ?J]eﬂ}']OHIH
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= € ayTOMMMYHHBIMHU 3abonesanusmu (cTumynamus HMMYHHOH CHCTEMBI MOXET IpUBECTH

KH3HEYTPOXKAIOIHX COCTOSHHIT);
= CO 3JIOKaYeCTBEHHBIMH HOBOOOpazoranmamuy,
[punarue pewenny o BAKIMHALHN 10IKHO OCHOBBIBATLCH Ha OUCHKE COOTHOLIEHHS MONB3EI U
PHCKa B KaX<10if KOHKpeTHOMH CHTYAaIHs1.
®
Hpumenenne npu Gepemennocrn n B TIEPHOA rpyAHOro BekapmuauBanng
Orcyrctyer omprr KIHHHYECKOIO IpHMenenus [ am-KOBHU/JI-Bak-M npu GepemeHHocTH,

Knunnueckue ganuie o NPHMEHEHHIO npenapata I'am-KOBUJ1-Bak-M Y KEHLIMH, KOPMSALIHX
TPYAbIO, I MIIaZICHLIEB OTCYTCTRYIOT, B HACTOAMA MOMEHT HeT HanHbIX BBIZICNIACTCS JIM BAKLIHHA
¢ Mojiokom. Ilepen npunstaem PCLICHUA O BAKUMHAUMH KOpMseif KCHUIMHEBI HeobXoMo
OUEHHTE PUCKH M TTONB3Y NaHHOH BaKUHHaLHH,

Cnoco6 npumenenns u M03bI .
Bakuuna npeanasnavena TOJIBKO AN BHYTPHMBILIEYHOrO BBenenua. Crporo sanpemeno
BHYTPHBECHHOE BBeJIeHHe Npenapara, Bakuuny BBogsiT B ACHBTOBHIHYIO MBI (BEPXHIOIO rpeTs
HapyXXHOH MOBEpXHOCTH mneva). Ilpn neBo3MoxHOCTH BBCLICHHA B JEJTTOBHIHYIO MBIILLY —
IpENapat BBOAAT B NaTepanbHyio IIHPOKYI0 MblLILLY Genpa.
Bakuunanuo NPOBOAAT B ABa 3Tana: BHayame KoMnoHenrtom I B pose 0,5 MJI, 3areM, yepes 3
Henenn — komnonentoM II B mose 0,5 myr.
[Mocne BBemenms Baximmb MALMEHT NOMKEH HaXOMMTHCA 04 HabIIOdeHIEM MEIHLHHCKAX
PabOTHHKOB B Teuenue 30 MHHYT.
Iepen HMMYHH3aUHeH (pnakon ¢ komnonentom I wu 11 AOCTAIOT U3 MOPO3HITBHON KAMEpbI u
BBIICPXKHBAIOT NPH KOMHATHOI TEMIICPATYPE 10  IOJIHOTO  pasMOpakHBaHMS. Ocrarok
BKJIIOYEHMI JIbJIa He nomyckaercs! IIpotupator ¢naxon CHapyxH canerkoil cnuproBoii s
yRanenus snarn. OCTOPOXHO NepeMelunBaroT conepxumoe mokaunsannem. He nomyckaercs
BCTPAXHBaHHE (prakonal .
CHumalor saunrnyio NAaCTHKOBYIO HAKNAJKY ¢ ¢nakona n obpabarrsaror PE3HHOBYIO NPOGKyY
canderkoii cnupToBoiL.
Hcnonays ognopasoserit IINIPHL ¢ HrI0i, oTOHpaloT 103y 0,5 mn ans BBCICHUA MallHCHTY.
He nonyckaercs xpanenne PasMOposKeHHOIo npenapata!
[ToBropHoe 3amMopaxuBanue ne nonyckaerca!

[ ]

Y Undopmaums s Mexumunckux paboTHHKOB, BRIMONHSIOMUX BAKLIHHAUMIO JIEKAPCTBEHHBIM
NpenapaToM: NaHHbIi JleKapcTBERHbITi pEnapaT 3aperucTpHpoBaH no ocoboii npoueaype
PCTHCTPALHK, B CBA3M C 4eM HeOGXOHMO yBenoMISTE ®enepanbuyio ciyx6y mo Han3opy B
chepe 3apaBooxpanenns o K&KXIOM (hakTe NPHMEHEHHs NEKapCTBEHHONO npenapara, nyrem
BHECEHHU HHpOPMaLHH B COOTBETCTBYIOMIHI pasnen nHdopMaHOHHOIT cHeTemer ET HC3.
oA -

IToGounoe aelicreue

Hexemarensupie senenns (H5), xapakrepusie aus TIPUMCHCHHA BAKLHHbI, BBISBICHHBIC B PAMKaX

KIITHHHYECKHX HCCHGﬂOBﬂHHﬁ, 4 TAKXC HCCIcaoBaHHH APYTHX BAKIIHH HA OCHOBE AHAJTOTHYHOH
3
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B TeueHHe 3-x nmocnemyrongmx Axei. Yame npyrux MOTYT pa3sBHUTLCS KpaTkoBpemeHHEbIe 06ume
(nenpo,uonmmenbﬂmﬁ IPHINONO 06 CHHApOM, XapakTepU3yIOwiics | i Hé3Ho60M,

TTOBBIIIEHHEM TCMIEpaTyps! Tena, 4pTpanryuei, muanruei, acTeHwMel, oﬁmm’ﬂm'mmramm‘; =

YTOMIIAEMOCTD, TOJIOBHAag 60nB) U MectHbre (bonesnennocty, n MECTe HHbEKIUH THIEpEMHS,

CPEIICTB NPH BHIPAKEHHOH MecTHO] peakmuu.

Pexe ormewarores: TOWIHOTA, nuchencus, whorja — SAIOKEHHOCTL HOCA  yReTHueHue
PETHOHAPHEIX JHMBOY3NOB, TIaHNYecKas ataka, Y HEKOTOPBIX MAalHEHTOB BO3MOXKHO Pa3BUTHe
AICPIUYIECKUX peakiui, KPaTKOBPEMEHIIOE H3MeHeHHe nabopaTopHBIX mokakateseif KpPOBH
HIOBBILICHHE YpOBHS OHIHPYGHHa, cHIKeHMe YPoBH: nelTpoduios) s CBIBOPOTKE KPOBH.

B pamkax TIPOBCACHHBIX KITHHHYECKHX HCCIIeI0BaHMii Besonacnocry, TIEPEHOCUMOCTH §
HMMYHOIr'€HHOCTH npemnapara I, am-KOBHI-Bak-M nocie BaKUMHAMHH OBLIN 3aperucTpupoBansl
cnenyromue HS:;

«O6mue napymenns i PCaKkiii B MecTe BBeseHus»: runeprepmus, 6onb, orek, 3Y1 B MecTe
BAKUHHALMH, acTenns. Yactora PAa3BHTHA — O4eHb YacTo u yacro,

«Hapymenns co CTOPOHBI ABIXATENLHOMH CHCTeMBI, OPraHoB IpyaHoil Kietkn H CpCROCTEHH: Y,
SI0EHHOCTh Hoca. YacToTa passurus — penko.

«Hapywenns co CTOPOHBI HEPBHO# CHCTEMBIY: TO/I0BHAS 6o, PONIOBOKpPYIKeHHSs — pefko.
«WKenynouno-knureunpe HAPYIICHHA»: TOIHOTA, PBOTA, AMCIICTICHS — peaxo.

IHHHYECKOrO 3HAYeHMs (He HyKAamHCh B HPOBCACHHH ZOMONHATENBHBIX AHAIHOCTHYECKHX
MPOUEAYp H HA3HAYEHHH Tepanun),

Hepenosnposra

O cnyyasx NEPECI03HPOBKH He co061aNoCh.

YuntbiBas, 4yro ormyck JICKaPCTBEHHOTO MpemapaTta jnonyckaercs TOIBKO IIsi JieueGHO-
npopunakTHyeckux YUPEXICHHI, a caMa BaKuMHALg TIPOBOZMTCS TONBLKO KBAIM(UIMPOBAHHDIM
MEAMLHHCKHM NIEPCOHAIOM, PHCK NePEN03UPOBKH KpaifHe HHU30K. ,
Ounako MoxHO NPCAIION0KHUTE, YTO NPH CIyyaiinoif [IEPEIO3HPOBKEC BO3MOXHO pasBHTHE
YKA3aHHBIX BBILIC TOKCHYECKHX H TOKCHKO-a/IePriYeckux peakumit 8 Gonee Tskenoii CTeneHm.
Creundmyeckux antunoros x lIpenapary He cywectsyer.

Tepanesruyeckne MEPONPHATHA . B JAHHOM Cllyuae Oynyr Bxiaouars CHMIITOMATHYECKYIO

B3aumopeiicTeue ¢ APYTHMH JIEKAPCTBEHHBLIMH CPe/ICTBAMHE
He wusyqamoce. BBuny orcyrcrsua AQHHBIX  HCCICHOBAaHMH  COBMECTHMOCTH, BaKLHHY
I'am-KOBU/JI-Bak-M (Kombunuposannas BCKTOpPHAsA  BakuWmHa s » IpoduITaKTHKH
KOPOHABHDYCHOH MH(EKUHH, BHI3LIBACMOi BHpycoM SARS-CoV-2) nembss cwmemmsary c
APYTHMH BaKIITHHaAMH HJIH HHBIMU HeKapCTBCHI-I[:I'MH CpCUCTBAMH B OJlHOM LUIpHyue.

Ocobbie ykazanus
Y  nauuentos, moayyaiowmx HMMYHOCYNDECCHBHYIO  TEpanMio, W  [amHeHTOB

HMMYHOJCOHUHTOM MOMKET HE PA3BHTHCA JOCTATOYHBIN MMMYHHBI oTBet. TTosromy npuem
nperaparon, YTHETAIOMAX DYHKUMIO HMMyHHOI! CHCTCMBI, MPOTHBONOKA3aH B TCYCHHE, KaK
MHHHMYM, | Mccsua 10 1 nocne BakuuHALMY H3-3a PHCKA CHI)KCHMA UMMYHOI'GHHOCTH,
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Honobuo OCTaILHBIM BaKIUHaMm, 3alIHTHBIT HMMYHHBIIT oTBeT MOXeT I;OZIfIiKaTL' HE ¥ Bcex

BaKUHHHpYeMBIX JIHILI, COTTACOBARD

§ SRR L1
Biusinue Ha cnocobnocry, Yuparasiry TPAHCHOPTHLIMK ¢peacreamuy, MeXaHu3mMamu
I/Iccneﬂoaamm no H3y4yenmuio BIHSHHS BaKNMuEBl Ha crnocobHocT ynopasnare TPaHCIOPTHEIMY
cpeacreaMu u ITOTeHIHAaNLHO OIMACHEIMK MEXaHH3Mamu ye nporoaummce,

Dopma BBIyCKa

Pactop nns BHYTpHMbIEYHOr BBCACHHA, KOMNOHenT | — 0,5 mi/noza + KoMnownent [I —
0,5 Mn/nosa,

Yeaosns XpaHeHus
Xpauuts B 3aIUKIEHHOM OT CBera MecTe, npu TeMIIEpaType He BpIEe MHHYC 18 °C, HosToproe
3aMOpakHBaHHe He Jonyckaercs,

Xpanuts B HeroCcTynHOM ns nereii MecCTe.

Yeaosnn TpaHcnoOpTHpoBanus
[pu TeMIepaType He BbIe MHHYc 8 °C,

Cpok roguocrn
Kommonenr 1 - 6 Mecaues. Komnonenr IJ — 6 Mecses, .

He [IPHMEHATE 1o HCTCYeHHH CPpOKa rogHocTH.

Yenosns ornycka: AL Jeuedno-npodunaktuveckx YUpexaeHuii.

OTBY «HULIM nm. H., FCamaneny Munzapasa Pocenn (prman «Megramany @IBY «HUI[DM
M. H.D. Tamanemy Mun3ypapa Poccun), Poccus, 123098, r. Mockaa, ymuua amanéy,

Boinyekarouguii Konmpons kavecmeq
Ounnan «Mexnramany DIBY «HULBM wum. H.(, Camanen» Munsapasa Poceun, Poccus,

123098, r. Mocksa, ynuya Camaunen, 5. 18. .

Bnane.neu pEI'HL'I'pauHOHHOFO y,aocronepeﬂnﬂ/oprann3auua, npmmmamman NnpeTren3nn
noTpebuTens:

(PI'BY «HULIDM um. H. . Famaneny Munszapaga Poccun),
Pocens, 123098, r., Mocksa, ymima I' amanewu, n. 18.

Tem: 8 499~]93-30—01, thakc: 8 499-193-61 -83.

E-mail: info@gamaleya.org
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