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Fam-KOBHI-Bak, Kom6uRHpoBaHHAas BeKTOPHAS BAKLMHA /st 1POQH/IAKTHKH
KOPOHABHDYCHOH HH}eKxInH, BbI3bIBaeMON Bupycom SARS-CoV-2

¥ lanHblii JeKapCTBEHHBIT NpenapaT 3aperHCTPHPOBAH MO nponeaype perucTpauHu
IPENapaTos, NPEAHA3HAYCHHDIX LIS IPUMEHEHHs! B YCIOBUAX YIPO3bl BOIHHKHOBEHHS,
BOSHAKHOBeHHS H JINKBHAALMH YPe3BLIYaHHBIX cHTyanui. ncTpyKknus moaroTosaexa
Ha OCHOBAHHH OrPANMYCHHOr0 0o0beMa KIHHHYCCKHX JAHHBIX IO NPHMEHEHHIO
npenapata u OyAeT J0MOJHATHCA MO Mepe MOCTYIICHHS HOBBIX AAHHBIX. Ilpumenenue
TXPENApaTa BOIMOKHO TONILKO B yCIOBHSX MEIHIHHCKIX OPraHH3aNmi, AMEIOIHX NPaBo
OCYMECTBIATL BAKWHHOTPOYHIAKTHKY HACETECHAS B YCTAHOBJICHHOM NOPSIIKe

Perucrpaunonnsrit nomep:

Toprosoe nanmenosanne: Ian-KOBH[-Bax, KomM6rrupopannas BekTopHas BaKIuHa 1/
NPOQHIAKTHKH KOPOHABHDYCHOMH uHdeKImn, BEI3EIBaEMOi BupycoM SARS-CoV-2

Mexxynaponsoe nenaTenToBannoe min IPYNNEDPOBOYHOE HANMEHOBAHHE! q
Baxnwna ans npodunaxraxu Hopoi KopoHaBHpycHol nadexuun (COVID-19)
Jexapcersennas gopma: PacTBOp UL BHYTPHMBIIIETHOI'O BBEXECHUA

Cocras na 1 o3y,

Kommonenr I conep:xnr:

Hedicmeyrowee  gewecmso; PCKOMOHHEHTHBIE ANCHOBHPYCHBIE WacTHUE 26 CepoTHIIa,
coneprkamue res 6enka S supyca SARS-CoV-2, B xomuuecTse (1,0£0,5) x 10" wacTury/nosa.
Benomozamensuuvie 6euyecmeq: TPHC(THAPOKCHMETHII)aMUHOMETaH - 1,21 Mr, HATPUS XJIOpUJ -
2,19 Mr, caxaposa - 25,0 Mr, Maraus Xnopuna rexcaruzpar - 102,0 mxr, OOTA nunarpuesas
coms muruapar - 19,0 Mxr, nomucop6ar 80 - 250 mxr, sramonm 95% - 2,5 MK, BOjAa JUIA
HHBeKImH 10 0,5 M,

Kommnonent II conepaxnr:

Heticmsyrowee  gewjecmso:  pexoMOUHAHTHDBIE QICHOBHPYCHBIE YacTWLB 5  CepoTHIg,
colepxamue rex 6emxa S supyca SARS-CoV-2, B konuuecTse (1,0+0,5) x 10" wactuny/nosa.
Benomozamenvnste sewecmesa: TPUC(THAPOKCHMETHT)aMHREOMeTaN - 1,21 wr, HaTpUA XJIOPHL -
2,19 mr, caxaposa - 25,0 mr, Marnus xopuna rexcarupar - 102,0 mxr, OATA nunatpuepas
come murumpar - 19,0 Mxr, nomicopBar 80 - 250 mxr, stamon 95% - 2,5 MK, Bona mus
HEBEeKIHH 1o 0,5 M,

Onnucanne: . ‘
Kommorent 1. Pactsop 3aMOpOXeHHBIH. [lpencrasnaer cofoA IVIOTHYIO 3aTBepAEBIIYIO
Genosaroro usera Mmacey. Ilocne Pa3MOP&XHBAHHUSA: ONHOPOXHBIY OecuBeTHEN wumy c
JKCNTOBATLIM OTTEHKOM CJIerka ONanecupyIOW i PacTBop,

Kommowenr II. Pactsop 3amMopoxeHReI. Ilpencrasmaer cofolt MMOTHYI 3aTBepheBIIyIO
Genosatoro usera wmaccy. Iocie Pa3MOPXHBAHHUA: ONHOPOAHBIN OecUBETHBHT UMM ¢
KCIITOBATHIM OTTEHKOM CJICrKa ONaNeCUHpYIOMKH PacTBOp.

XapakrepucTHKa: Bakupna mnomyyeRa GHOTEXHONTOrHYECKHM IyTeM, IPH KOTOpOM Je
HCIIONB3YeTCA NATOTeHHEN! M1t wenosexa BUpyc SARS-CoV-2. Ilpenapar cocTomT M3 aBYyX
KOMITOHEHTOB: KOMIOREHT I 1 KoMIIOHEHT II. B cocTaB XoMIoHeHTa | BXOIUT peKOMOHHARTHBIH
a[IPHOBHPYCHBIN BEKTOD Ha OCHOBE aJIeHOBHpYca YesloBeKa 26 CepoTHna, HeCyIrl Ten Gerka S-
supyca SARS-CoV-2, B cocra xomnonenta II BXOIWT BEXTOp Ha OCHOBE aJIEHOBHpYCA
4eNoBeKa 5 CepoTHna, Hecymui rex 6enmxa S supyca SARS-CoV-2.



dapmakoTepaneBTHYeCKas rpynma: MMUBI1-pakuuHa.
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dapmaKoJIOTHYECKHE cnoi‘icmf‘l3§ B77 LU 4
BaxuuHa HHAYUMpYeT GOPMHPOBAHHE TyMOpPAIbHOTO M KIETOUHOTO HMMYHHTCTa B OTHOIIEHHH
KOPOHABHPYCHOH HHEKLUH, BHI3LIBAEMOH BHPYCOM SARS-CoV-2.

MvMyHonOrHyeckas 3 peKTUBHOCTD

VMMyHonOrHueckne CBOjfcTBa M §€30NMacHOCTh  BaKUMHBI ~H3YHalld B KTMHHYECKOM
HCCIIeI0BAHHH Y B3pOC/bIX A06poBonslies 000ero noja B BO3pacTe CTapile 18 ner.
[TpoMesKyTOSHBI aHAIM3 HMMYHOTEHHOCTH MOKa3ajl, 4YTO BaKLHHA (GopMHEpYET MMMYHHBIH
otBeT y mobposonbues. IIpd HCCIENOBAHHH T'YMOPQILHOTO MMMYHHOTO OTBETZ CRIBOPOTKH
no6poBosibleB GBUIH MPOAHATH3MPOBAHB! HAa HAIHYHE AHTHTE, crielHpUYHBIX K peLentTop-
CBS3LIBAIOWEMY AOMeHy rimkonpotenHa S Bupyca SARS-CoV-2 na 42 geHp oT Havana
BaKIMHALMY: B IPYIIe BaKUWHUPOBAHHBIX CpelHEe TeOMETPUYECKOE 3HAUCHUE THTPA AHTHTE]
coctaBuio 8996, yposems cepoxomsepcu - 98,25, Ilpm cpasmenun yposHs RBD-
creuuHUYECKUX AHTHTEN MEXIY BO3PACTHBIMM CTPAaTaMH CTATHCTHHECKH 3HAuMMas pa3HHla
Gbuta mokasana ans rpymmnst 18-30 et OTHOCHTENBHO OCTAIBHBIX BO3PACTHBIX IPYIIM: CpeAHEe
reoMeTpHYecKOe 3HaYeHne TUTpa anTHTen coctasuno 18102-22067, ypoBeHb CEPOKOHBEPCHH —
100%. YpoBHH aHTHTEN JOCTOBEPHO HE PA3/MHYAIMCh Y MYXHHH H XeHlMH. Ha 42-i nens ot
Hauaga BaKUMHANWM CPEAHHI TeOMETPHHECKHH THUTP HEHTPAIM3YIOIMX aHTHTEd Y
MMMYHH3HPOBAHHBEIX NOOPOBONbLEB COCTaBUI 44,47, ypoBeHb CepokoHBepcHH — 95,83%.
CTaTHCTHYECKH 3HAYHMOM pasHHLUB! y A00pOBOJLLEB pPa3IMYHOro I07a M BO3pacTa He
BBISABJICHO.

Ummynnsauus npenapatoM ['aM-KOBH/I-Bax, QopMupyeT HanmpsCHHbIH aHTHIeH-
cneunuyeckuft KIETOYHBIA TNPOTHBOMH(EKUMOHHBIM HMMYHHTET TMpakTHYeCkH Yy BCeX
o6cnenoBaHHBIX  M06poBosbLeB  (GOPMHpPOBAHHE AHTHUTEH-CHEUHPUUHBIX KIETOK 0GOHX
nonynsuu#t T numdounton: T xennepusx (CD4+) u T xunnepusix (CD8+) u nocTosepHOMY
nossienuio cexpenn UOHy ).

3amuTHBI THTP AHTHTEN B HacTosulee BpeMs HeusBecTeH. [IponOKHUTENBHOCTH 3ALUMTH
HEH3BECTHA.

Knunuueckue  MCCMeQOBaHHS [0 H3YYEHHMIO  ONMHIEMHONOTHYECKOH 3 QekTHBHOCTH
IIPOOIIKAIOTCA B HacToslee BpeMs. ITo TaHHBIM MPOMEXYTOYHOrO aHanu3a 3¢QGEKTHBHOCTh
cocrasmser 6onee 91%.
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Ilokasanusa K NPHMEHEHHI0:
[Tpodunaxruka HoBol xopoHaBupycHolt uudexunu (COVID-19) y p3pocneix crapiue 18 rer.

ITpoTuBONOKA3aHHKM:

— T'HNepyyBCTBMTENBHOCTE K KakoMy-au00 KOMIIOHEHTY BAaKUMHBI MM BaKIIMHBI,
conepxalneli aHaJIOru4Hble KOMITOHEHTHI;

- TSKEJNBIC aIepriIecKHe Peakiuy B aHaMHese;

— OCTpble MH(EKUHOHHBIC H HEHHOEKUMOHHBIE 3a601eBaHNA, OGOCTPEHHE XPOHHUYECKHX
3abonesanuil — BaKUMHALMKIO NIPOBOAAT uepe3 2-4 HeAENH MOC/E BHI3AOPOBACHHA HIH
pemuccud, Ilpu uersuensix OPBU, octpoix uHbekuxoHHBIX 3aGoneBanmax XKT-
BAKUHHALMIO TIPOBOJAT I10CTE HOPMAIM3ALIHH TeMIIEpPaTy phI;

.~ GepeMEHHOCTD ¥ NEPHOJ, [PYAHOTO BCKAPMIHBAHHS,
- BO3pacT Ko 18 yieT (B CBA3M ¢ OTCYTCTBHEM AaHHBIX 00 3 (eKTHBHOCTH M G€30MacHOCTH)

ITporuBonoOKasanus 415 BBEAEHHS KOMIOHEeHTa 1]

= TAXEIBIE NOCTBAKUMHAIBHLIE OCIOKHEHHA (AHAQMIAKTHYECKHH WIOK, THXEIble
TeHEpANN30BAHHBIC AJIEPTUYCCKUE PEAKUMH, CYNOPOKHBIN CHHIDOM, TeMIepaTypa
Beite 40 °C u T.1.) Ha BBeieHHE KOMNOHEHTa | BaKIHUHBL,
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C ocropoxknoetsio § [, 7 7~ 2020 o MYHOTODCTE] SATARODKP!
[IpuMeHATH BaKLUHY C OCTOPOXHOCTBIO TPH XPOHHYECKUX 3a00JICBaHMAX  TIEUEHH ‘M TOYeK; -
SHJIOKPHEHBIX 3a60NeBanusx (BBIPAKEHHBIX HapymleHHsx (YHKLMH IIMTOBHIHOH JKenessl M
caxapHblif guaGeT B CTAIMM  NEKOMICHCAUMH), THKENbIX 3a00NEBAaHHAX — CHCTEMBI
KPOBETBODEHHS, SMMIENCHH U Apyrux 3abonesanusx [[HC, ocTpoM KOpOHApHOM CHHIPOME H
OCTPOM  HapyWIEHHH  MO3FOBOTO  KpoBooOpauleHus,  MHOKapIMTaX,  JHJOKapAuTax,
TIepHKapInATaX.

BenencTBHe HEMOCTATKA HHPOPMALIMA BaKIWHALIKA MOXKET MPEACTABIATE PHCK AN CIIEAYIOLHX
IPYII NaHEHTOB:

- ¢ ayTOUMMYHHBIMH 3a00/IeBaHHAMU (CTUMYJIALHMA HMMYHHOH CHCTEMbl MOXET IpPHBECTH K
o6GocTpeHno 3a0oneBanus, 0COGEHHO CEAYET ¢ OCTOPOXHOCTBIO OTHOCHTBCA K NMALMCHTAM C
ayTOMMMYHHOM TIaTOJIOTHEH HMelommel TEHICHIMIO K PA3BUTHIO TSKENBIX H KH3HEYTPOXKAIOUHX
COCTOAHUH) ’ ‘

- CO 3J10JIKaYECTBEHHBIMHA HOBOOOPA30BaHUAMH

[TpuHsTHE pelIeHne O BaKLMHAUKH JOKHO OCHOBBIBATHCA HA OLICHKE COOTHOIICHHSA MOJB3BI U
pHCKa C KaXKIOH KOHKPETHOH CHTYaLHH,

its

Ipumenenue npy GepeMEHHOCTH H B NePHO/ TPYAHOr0 BCKAPMIIHBAIHUA
[TpenapaT MpOTHBONOKA3aH NpH GEpeMEHHOCTH ¥ B NIEPHOJ IPYAHOrO BCKapMJTMBAHUS, TaK Kak
ero 9 GexTHBHOCTH ¥ 6€30N1aCHOCTE B ITOT NEPHO HE H3YYATHCD,

Cnocol nmpuMeHeHHs H 103bI

BakuuHa npejHasHayeHa TONBKO JUIS BHYTPHMBIIEYHOTO BBeAeHHA. CTpOro 3amperneHo
BHYTpHBEHHOE BBEIEHHME Mpenapara, BakUuHy BBOAAT B JACABTOBHAHYIO MBILLY (BEPXHIOIO
TPeTh HapYXKHOM NOBEPXHOCTH nneya). IIpy HEBOIMOXHOCTH BBENEHHUA B JENBTOBHIHYIO
MBIIILY — Npenapar BBOJAT B JaTepabHYIO ITHPOKYIO MBI Gespa.

BakuMHAIHIO NPOBOAAT B ABa 5Taria; BHawane xomronentoM I B mose 0,5 mn, 3ateM, uepes 3
Hezeny - koMronesToM II B nose 0,5 mu,

[Tocne BBeleHMA BakKUMHBI MALMEHT AOJDKEH HAXOMHMTHCS MOJA HaOMONEHMEM MEIULUMHCKHX
paboTHHKOB B TeyeHHe 30 MUHYT.

IIpuzomoenenue pacmeopa 0N UHvEKYUL,

Ilepen BakuMHHpOBAaHWEM (yiakoH MiM ammyny ¢ kxommonenToM [ wmm II pocraror y3
MOpPO3H/JIBHOM KaMeps! M BBUICPXKMBAIOT NPH KOMHATHOH TeMmmeparype Q0 MOJHOTO
pasmopaxupanus, OCTaTOK BKIIOYEHHH JIbJa He fonyckaercs! [IpoTupatot grakon win ammysty
CHapYXH candeTko CHHpTOBOM JnA ynameHus Buard., OCTOPOXKHO —NeEpPEeMEITHBAIOT
cozepXHMoe NoKaynBanreM. He nomyckaercs BCTpAXHBaHHE (IakoHa HITH amITyJis!!

CHUMAIOT 3alIUTHYIO MIaCTUKOBYIO HAKIAAKY ¢ (rakoHa # o6pabaThIBAIOT PE3UHOBYIO MPOGKY
canderkoi CTupTOBOH.

Hcnonb3ys oxHOpasoBeIi LINPHIL ¢ K10, oT6uparoT 103y 0,5 M1 U1 BBEACHNS [TALMEHTY.
Eciu mocrnefylolHe HHBEKUWH 10 KakoH-mubo NpHYMHE OTKIAJBIBAIOTCS, AOMYCKaeTCs
XpaHeHue BekperToro ¢dnakona no 3,0 My He Gonee 2 yacos Np¥ KOMHATHOH TEMIepaType.
Xpanenue BCkpbITOro praxona (ammyast) no 0,5 M He pomyckaercs!

TT9sTOpHOE 3aMOpaXuBaHKe (IIakoHa ¢ PaCTBOPOM He NOmycKaeTcs!

K HCIIONB30BAHHMIO HEMPUTOAEH MPENapaT ¢ HapylUIeHHOH IENIOCTHOCTBIO W/HJIH MapKHPOBKOH
(NMaKOHA WIH aMmyNel, NPH M3MEHEHHH (H3HYECKHX CBOMCTB (MYTHOCTb, OKPALUMBAHKE),
HENPABHJILHOM XPaHEHHH H/HITH C UCTEKIIMM CPOKOM TONHOCTH.

Y UnpopManus 41 MEAULMHCKHX PAOOTHUKOB, BBIMONHAOMMX BAKIWHALMIO JICKAPCTBCH-
HBIM TIPENAPaTOM: JaHHBIH JICKapCTBEHHBIH NpenapaT 3apericTpHpoOBaH 110 ocoGolt mpouenype
PECVCTPALMUH, B CBA3H, C YeM HEOOXOMUMO YBEIOMIIATH depepanbryto cmyx0y o Hagsopy B
cepe 3TPaBOOXPAHEHHS O KaXAOM (akTe NMPHMEHCHHs JIEKapCTBEHHOrO mperapara MyTeM
BHECEHHS HH(OPMALMH B COOTBETCTBYIOIMH pasaen MHPOPMALIMOHHOH CHCTEMBI EI'UC3

i
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Hexenatensuble ABIEHHS, XapaKTCPHbIC 4 pUMEHEHHS BaKIiibL
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I mgnneunme B paMKax

KITHHUYECKUX HCCIIeJOBaHuil, a TaKxKe HccaenoBaHui APYTHX BAKIMH" Ha-OCHOBE" ananom%eﬁh ot

TEXHONMOrHYecKo#l MIaTGOPMEI, OBIBAIOT NPEHMYLICCTBEHHO JIETKOH HIH CpCIHCH CTETICHHU
BHIPAXXCHHOCTH, MOTYT pa3BHBATBCA B IEPBbIE-BTOPBIC CYTKHM TOCHe BaKUHHAUMA H
paspelaloTcs B TEYEHHE 3-X Mocaemylommx axed. Yame JpyruX MOTYT pa3BHTHCA
KPaTKOBPEMEHHBIE ob6ugue (HENpPOAO/DKUTEILHEII rpHMnonoaoSHsIA CHHIPOM,
XapaKkTepusylommiicss 03H0GOM, IOBBICHHEM TEMIEPATYpLl Tena, apTpanrxei, MHaJITHEH,
acTeHmelt, obmMM HemoMoranmeM, royosnoii 6ombio) M MeCTHbIE (DOE3HEHHOCTL B MECTE
MHBEKIHH, THIIEPEMHs, OTEUHOCTb) peaKluH). PEKOMEHIyeTcs Ha3HAYCHHE HECTEPOHIHBIX
npotuBoBocnanuTensusx cpencts (HIIBC) npu nosbilieHUH TEMIIEPATyphl [10C/E BAKUHHALHY
¥ aHTUTHCTAMHUHHBIX CPeACTB MPH BHIPAKEHHON MECTHOM PEaKIIHH.

Pexxe OTMEHAlOTCA TOIIHOTA, MMCIIENCHS, CHMJKEHHE anneTHTa, HHOrAa - YBEAHYCHHE
perHoHapHeiX TuMboy3noB. Y HEKOTOPbIX MAUMEHTOB BO3MOXKHO Da3BHTHE aJIEPrHYCCKHX
peaxuui, KpaTKOBPEMEHHOC MOBBIINIEHHE YPOBHA NEYEHOYHBIX TPAHCAMHHA3, KPEATHHHHA H
KpeaTHH(POCHOKHHA3E! B CHIBOPOTKE KPOBH.

B pamxax nNpOBEAEHHBIX KIHHHYECKHX HCCACAOBAHKH 6e30MAaCHOCTH, NePeHOCHMOCTH H
uMMyHoreHHOCTH npenapata ['aM-KOBW/I-Bak nocne BakuuHauuu ObUIH 3aperHCTPHPOBAHEL
cnenymouue Hexxenarensuble apnenus (HA):

«Ob1uHe HApYMIEHHA M PEAKIUH B MECTE BBCACHHAY: THNepTepMud, Goib, OTeK, 3y}1 B MECTE
Baxunﬂauun, acTenus, 60/, HEOMOraHHe, IHPEKCHS, NIOBBILICHHE TEMIIEPATYPBI KOXH B MeCTe
BaKLHHALKH, CHIKEHHE anmeTHTa. YacToTa pa3BHTHA — OYSHb YacTO H HacTo.

«HapyieHus co CTOPOHBI JIBIXaTeNbHON CHCTEMBI, OPTaHOB IPYAHOH KJIETKH H CPENOCTEHHN:
6osib B POTOINIOTKE, 3alI0kEHHOCTh HOCA, MeplIeHHe B ropne, puHopes. YacToTa pasBuTHS -
4acTo.

«Hapymenus co cropoam HEPBHOM CHCTEMBI»: IOJIOBHASA 60m> - 4acTo, TOJOBOKPYXEHHH,
o6MOpOKH - pefKo. -

«Kemyno4yHO-KHAIEYHbIE HAPYIICHHUS» TOIHOTA, PBOTA, AUCMIENCHA — YacTo,

«JlaBopaTtopHble ¥  HHCTPYMEHT&ThHBIE  JAHHBIC».  Pa3HOHANPABICHHBIE  OTKJIOHCHHS
noxasarenet HMMYHOJIOTHYECKOro CTATyca: Mopaiuexye uucna T-nuMGOLUTOB, yBenuueHue
TPOLICHTHOrO COAEPIKAHIA JIMM(POLHTOB, CHIlKCIIHE HUCNA E€CTECTBEHHBIX KJIETOK-KH/UIEPOB,
ysenuueHne KomudectBa CD4-numdounron, cHuxenune konnyectea CD4-nuM¢ouuTos,
nossienne yucna B-mumdonuros, cHmkenne uncna B-muMdouuTOoB, NOBBIEHHE YHCTA
€CTCCTBEHHBIX KJICTOK-KHIIEPOB, IOBBILCHIIC KonuuecTBa CD8-muMdounuToB, noBblueHHE
ypoBHs umMmyHornoOynmusa LE (IgE) B xposu, ysemnuenue coortHowenus CD4/CDS,
ymenblienne cootromeuns CD4/CD8, nosbuueHue ypoBHs uMMyHornobynuHa A (IgA) B
KPOBH, YMEHbIIEHHE npolentioro coxepxanus sumbountos CD8. Orxnonenns B obimem
aHANIM3e KPOBH: YBEIHYEHME NPOLEHTHOTO COACPKAHHA NHM(OUHTOB, CHHXECHHE MOKA3aTe/Is
reMaTOKpPHTA, yBeJIquHPIQ HucIa JIPIMQ)OLLHTOB, IIOBBIIICHHC CKOPOCTH OCCAAHMA IPHTPOLMTOB,
NOBBILICHHE YHCAA JIEHKOUUTOB, MOBBIMIEHHE YHUCIA MOHOLHKTOB, IOBBILEHHE YHCIA
TPOMOOLIMTOB, CHIKEHHE HHCTa HElTPOHIOB, CHIDKEHHE YHCTa TpoMGOLHTOB, OTKIOHEHHS B
ob1meM anaan3e MOYH: SPUTPOLIMTEHI B MOYE,

Bonbummuerso HSA  3asepummick  Bh3goponnennem 6Ge3 mocnenctemit.  JlaGopatopHbie
OTK/IOHEHUA HE HMENH KIHHHYECKOI0 3HAYCHNA (e HYKAACTCA B IPOBEAECHHH NOMOTHHTENbHBIX
AHAaTHOCTHYECKHX NMPONUEYP I HA3HAUEHUS TEPAITHH).

IlepenosupoBka

O cyyasx repefo3UpPOBKH HE COOBIIANOCH. :

YuuTHIBaf, YTO OTMYCK JIGKAPCTBEHHOrO MpeliapaTa IOMyCKAaeTes TOMBKO i JedebHO-
NPOQHIAKTUYECKNX  YupexUICHMH, a  caMa  BAaKUMHALMS  NPOBOAWTCA  TOMBKO
KBAIH(HIMPOBAHHEIM MEIHIUIHCKHM IEPCOHATIOM, PHCK MEpPEIO3HPOBK KpaiiHe HH30K.

OnHako MOXHO NPEANONOKUTE, YTO NpH CAyHaHHOM IIepe/I03HPOBKE BO3MOXHO pasBHTHE
YKa3aHHBIX BBUIC TOKCHUECKNX ¥ TOKCMKO-a/UIEPTHYECKHX peakiuii B 6ojee TAHKEN0H CTeNeHH .
Creuunduuecknx aHTHIOTOB K NPENApaTy He CyLECTBYeT.
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TepanenTHyeckue Meponpuﬁﬁix B JAHHOM c:x}gaae OyayT BKIIIOYATH CHMITOMATHYECKYIO
TEPaNui0 B COOTBETCTBHH C NOKA3aHWAMH (KapOIOHIKAroUIHe/ HIBC u nmeceHcHOMMA-"*
3UpYIOIME CPENCTBA), KOPTHKOCTEPOM/BI - MAPEHTCPabHO TP  BBHIDAXKCHHOM TOKCHKO ™™~
AUIEPrHYEcKOM CHHAPOME). PeXkuM HasHaueHHs NpenapaToB AODKEH ObITh BHIOpAH COTNacHo
PEKOMERJIaLAM N0 IPHMEHEHHIO H NO3WPOBKaM IaHHOTO JIEKAPCTBEHHOI'O CpeNcTBa. i

LitH

B T ST

B3aumopeiicTBHE ¢ APYTrHMH JIEKAPCTBEHHBIMH cpeucmamn COTT

He usyuanocs. AT

Ocobbie yraszanus ; pe i l
YV  NAUHEHTOB, IMOMYYAIOUHX HMMMYHOCYIIPECCHBHYIO  TEPATIHIO M ™*“TAlMEHTOB - C
MMMYHOZIEQUIIHTOM MOXKET HE Pa3sBHTLCA NOCTATOYHBIA MMMYHHBIH OTBET. Il03TOMY npHeM
TpenapaToB, yrHeTaomuX GYHKUMIO WMMYHHOM CHCTEMbI, POTHBOMOKA3aH KaK MHHMMYyM |
MECAL 10 H 110CJI€ BAKLIHHALMH H3-3a PUCKA CHHXKCHHUA HMMYHOTCHHOCTH,

Bansnue Ha cnoco0HOCTh YNPABJIATH TPAHCHOPTHBIMH CPEICTBAMH, MEXaHHIMAaMH
Hccne1oBanns Mo H3yYEHHIO BIHAHHMSA BAKIHHBI Ha COCOGHOCTE yNpaBlsTh TPAHCIOPTHBIMH
CPeACTBAMH H IOTEHIHANBLHO ONACHBIMH MEXaHH3MaMH HE MPOBOAMIIKC,

(®opma BhITyCKa

PacTBOp /U1 BHYTPUMBIIIEYHOTO BBeAeHHd, KoMmoHeHT [ — 0,5 m/no3a + xomnonent I - 0,5

mi/nosa.

[Ipr_npoussozcree OI'BY «HULIOM um. H.®. Tamaneu» Munsapasa Poccuu (dmnnan
«Menramany ®I'BY «HULIOM um. H.®. Tamanen» Munsapasa Poceun): nmo 0,5 ma (1 no3a)

KaXIOOr0 KOMIOHEHTa Ipenapara BO (IakOHBI HEHTPANbHOro CTEKIa MEpBOro THA-

ponuTHyeckoro kmacca (tuna 2R, 4R), repmMeTHyso yKyHOpPeHHBIX NpoOKaMH H3 PE3UHEL,

063KaThIX ATIOMHHHEBEIMH HIIH aTIOMOIIIACTHKOBBIMH KOJINAa4YKaMH,

Ha ¢naxoHs! HakjIeHBaIOT 3THKETKY M3 OyMarw mucyel WIM STHKETOYHOM, HJIH ITHKETKY H3

CaMOKJIESIIErocs MaTeprana.

1 ¢piaxon xomrioHenTa | ¢ HHCTPYKUHMEH 110 IPHMEHEHHIO [TOMEILAIOT B [TAYKY KapTOHHYIO HIIH B

nauky M3 KaproHa KopoGowHoro; 1 ¢uiakoH kommoHeHTa I ¢ HHCTPYKUHEH IO NMPHMEHEHHIO

IOMEIAIOT B 14Ky KapTOHHYIO HIIH B IaUKy H3 KapToHa KOpo6o4HOro.

ITpu npoussoncree AO «Bunrodapm»: mo 0,5 mn (1 n03a) KaXx10ro KOMIIOHEHTA Tpenapara B

amMnynsl B3 6ECUBETHOTO CTEKMA 1-r0 THAPOIHTHYECKOrO KJ1acca BMECTHMOCTBIO 1 MJT ¢ LIBETHOH

ToukoR. Ha KaXkay1o aMIlyny HaKJICHBAIOT STHKETKY.

Mo 5 ammyn Kaxaoro KOMITOHEHTa MperapaTa IIOMEIIAIOT B KOHTYPHYIO SYeHKOBYIO yITaKOBKY

U3 NJIEHKH NOJMBHHHIXJIOPHIAHOH,

ITo 1 xonTYypHO! suelKOBOH ynakoBKe BMECTE ¢ HHCTPYKUHEH MO MPHMEHEHHIO NOMEWAoT B

NayKy U3 KapTOHa.

[pu nponssoxcree Ha AQ «TEHEPUY M.

[To 3,0 Mx (5 mo3) KaXIOro KOMIOHEHTa — BO (JakoHbI HEHTpanbHOro crexna 1 ruapo-

JUTHYECKOro Kkiacca ¢opmara 2R, repMeTHYHO YKYNMOpeHHble NpoOKaMH pE3UHOBBIMH, C
obxaTkolt KoJMaykaMH aJIlOMUHHEBO-IIIACTHKOBBIMH C KOHTPOJIEM NEPBOT0 BCKPBITHS.

Ha xaxapi#t Gp1akoH ¢ KOMIIOHCHTOM HAK/ICHBAIOT ITHKETKY CAMOKJIEAILYIOCH,

1 ¢naxon ¢ koMnoHenToM | umK xoMmnoHenTom Il BMecTe ¢ MHCTpYKUMEH IO MEMIIHHCKOMY

NPYMEHEHHIO — B [IAYKe M3 KapToHa Jnd NOTPeOHTENbCKON Tapsl MM HMIIOPTHOTO C

TIOPOJIOHOBEIM JIEPXKATENIEM U3 NIEHONOJIMYPETaHa JIACTHYHOTO,

Yenosus xpaHenus: XpaHHTb B 3alMLICHHOM OT CBETA MECTE, NIPH TEMIEPAType HE BRILIC
munyc 18 °C.

JUtst pnakoHoB (aMirys) no 0,5 Mi — He ONyCKaeTes XpPaHEHHE PasMOPOXKEHHOro npenapara!
Jlnst hnakoHOB 110 3,0 MJT — XPAaHHTh B PA3MOPOKEHHOM COCTOSHHH He Goree 2 4acos.
[ToBTOpHOE 3aMOPAXXHUBAHUE HE JIOMYCKACTCA.

XpaHHTB B HENOCTYIIHOM JUIs AETEH MECTe,

]




YcnoBus TpancnopTHpoBanua: TpanCnopTHPOBAlNE NPENApaTa MpH TEMIIEPATYPE HE BBILE. .
munyc 18 °C. _ ‘ : et A B e it

¥ 4 -

T i B

Cpox rogunocrn: 6 Mecaues, He npuMeHaTs 110 HCTEYEHHH CPOKa TOAHOCTH,
Yca0BuA OTHYCKA: VTS 1eue6HO-IPOGHIAKTHYCCKIX YUPEKACHHH.

IIponssoauTeb

HauMeHOBAHMA M’ aupeca NPOM3BOACTBEHHBIX IUTOMIAJOK MPOH3BOAUTENS JICKAPCTBEHHOTO
npenapara: :

1):®TBY «HHULIOM nm. H.®. Famanen» Munsppasa Pocenn (punnan «Mearaman» OPI'BY
«HULIOM um. H.®. Tamanen» Munszapasa Pocenn), Poccus, 123098, r. Mocksa, yauua
Tamaneu, 1. 18 (Bce cTagun NPOH3BOACTRA).

2) AO «Bunnodapmy», Poccus, 124460, r. Mocksa, r. 3enenorpag, yir. Koncrpykropa I'ycbkosa,
1. 3, c1p. | (oumcTka, posnuB (MepRHUHAS YNAKOBKa), YITAKOBKa (BTOpHYUHAS (morpe6GuTenneKas)
yHaKoBKa). s ;

3) AO «IEHEPHUYMbp, . Pocci, 601125, Baammqupckas o6, IlerymuHckuii paitoH, noc.
Bonbruncxuit, ya. 3apogckas, crp. 263 (TpPOI3BOACTBO [OTOBOIf J€KapCTBEHHOH hopMBI,
TepBHYHAS M BTOpHYHad (TOTpe6uTebCKas) YIIAKOBKa).

Buinycrarowuti konmpoas kavecmea
Ounnan «Menraman» OI'BY «HULIOM am. H.@. lamaneu» Munsapasa Poccrit. Pocens,
123098, r. Mocksa, ynuita ["'amanen, z. 18.

Biageneu perscTpalioHHOTO YAOCTOBEePEHHs/0OPraHn3anHs, NPHHAMAIOWAN NPETCHIHH
norpeGurenn:

OI'BY «HauuonansHeI 11CCIeA0BATEALCKUI LEHTP SMTHAEMHONOIMH ¥ MHKPOOHONOTHH HMEHH
nouetHoro axamemuka H.@. Tamanen» MunucTepcTBa 3apaBooxpanHeHust Poccuiickoi
Qenepauun (PI'GY « HULIDM um, H.®. amanen» Muusnpasa Poccun).

Poccus, 123098, r. Mocksa, ynuna [amanen, a. 18, Ten: 8 499-193-30-01, daxc: 8 499-193-61-83.
E-mail: info@gamaleya.crg




