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T'am-KOBH/I-Bak, KomOuHupoBaHHas BeKTOPHAs BAKIKHHA I NPOQHIAKTHKH
KOpOHABHPYCHOM MadeKmH, Boi3biBaemoii Bupycom SARS-CoV-2

Y J{aHHbii JeKApCTBEHHBN IpenapaT 3apericTPHPOBAH IO NpolleAype PerucTpamun
IPEeNaparos, MPeIHA3HAYCHHBIX AJA NPHMEHEHA B YCJIOBAAX Yrpo3bl BO3HHKHOBEHHS,
BO3HHUKHOBEHHS M JTHKBAJANAH Ipe3BbrYaiiHbIX cuTyanuil, MHCTPYKUHSA HOATOTOB/IEHA
HA OCHOBAHHM OrPAHMYEHHOr0 00beMa KINHAYECKHX JAHHBIX 00 NPUMEHEHHIO
npenapara u Gyaer JONOJHATHLCH [0 Mepe IMOCTYILUIEHHs HOBLIX AaHHbIX. Ilpamenenune
npenapara BO3MOKHO TOJILKO B YCIOBHAX MeXHIMHCKMX 0PraHA3ANM, AMEIOIUX HPABO
0CYIIEeCTBJIATH BAKUMHONPOPUIAKTAKY HACEJEHHS B YCTAHOBICHHOM IOPSIKE

PerucTpanuoHHabiii HomMep:

Toprosoe naumenosaune; I'am-KOBU/I-Bak, KomGuaRpoBaHHasS BEKTOPHAS BaKIFHA JISL

Dpo(HIaKTHKA KOPOHABHUPYCHOM HEbeKuy, Bmabmaermm.a%y.s@M-SAR oV~
OT'JIACOBAHO

MezxayRapoanoe HeNaTeHTOBANHOE MM rPyNIHpoRHE AN GIoE i PABOOXPAHEHIA

Bakuyusa 1149 npoujIakKTHKHA HOBOI KOPOHABHPYCHOU ﬁf‘gf)emnﬁﬁmﬁgﬁ@ BEJIAPYCb
ecny

:  TTnuea neTepersa $apaBoOXpaHeHusd
JlexaperBernas gopmMa: pacTBOp AN BHyTpnMLImequm B Gmzcu Besapych

orT «ﬁﬂﬁﬂ%. Ne 'zy (2

Cocras na 1 no3y.

Kommonent I conepxuT: KIIC 2o F o L LF 20%
Heticmsyrowee sewecmgo: PpeKOMOWHAHTHEIC aJeHOBHPYCHbIC UaCTHIBI 20 CEPOTHIIA,
copepxaniye rex Genka S Bupyca SARS-CoV-2, B xomagectse (1,0+0,5) x 10" wacTa/noza. ‘

Benomozamensuvie éewjecmsa: TpUc(TUIPOKCUMETHI)aMHHOMETaH - 1,21 Mr, HaTpus XJIOpHL -
2,19 mr, caxaposa - 25,0 Mr, mareus xnopuza rexcarugpar - 102,0 Mxr, OJATA muraTtpuesas
conp muruapar - 19,0 Mxr, nosmcopbar 80 - 250 mxr, stamonm 95% - 2,5 Mk, Boma Juit
HubeKImit 7o 0,5 miI. '

Komnounent II copep:xnr:

Heticmeyrowee eewpecmeo: PpekOMOMHAHTHBIE aJEHOBHPYCHBIE YAacTHIEI 5 CepoTHHa,
conepxamue reH Genxa S Bupyca SARS-CoV-2, B xonmuecrse (1,0+0,5) x 10" wacray/noza.
Bcnomozamenvrole seujecmsa: TPAC(TAAPOKCHMETHI)aMIEOMETaH ~ 1,21 MT, HaTpus XIOpux -
2,19 mr, caxaposa - 25,0 mMr,-Maraus xnopuja rexcaruapar - 102,0 mxr, OJITA mmrarpuesas
conms muruapar - 19,0 mxr, momucopbar 80 - 250 mxr, stamon 95% - 2,5 mxi, Boja
uHBEeKIHH 10 0,5 MiL.

Onucanmne:

Komnonenr 1. PactBop 3amopoxkerBbIf. IlpencraBnger coboif IIOTHYXO 3aTBEPIACBUIYIO
GenoBaToro 1Bera Mmaccy. llocie pasMOpaKMBAaHHSA: OFHOPOJHBIM O€CIBETHEIA MM C
EJITOBATEIM OTTEHKOM CJIETKa ONaJICCIUPYIOIMA PacTBOpP. -

Kommonert II. PacrBop 3amopoxenHBI. IIpencraBiger co0oi IIOTHYIO 3aTBEPAEBUIYIO
GenoBaToro IBeTa Maccy. Ilociie pasMOPaXMBAHHSA: ONHOPOAHLIA OeClBETHBIA WX C
EITOBATEIM OTTEHKOM CIIETKa OIAIECIUPYIOLIMH PacTBOop.

Xapaxrepucruka: Baxuppa IomydeHa OHOTEXHONOrMYECKMM IIyTeM, IPH KOTOPOM HE
HCIONB3yeTCs  [IATOTEHHBIA sl denoBeka BHpyc SARS-CoV-2. Ilpemapar cOCTOMT M3 ABYX
KOMIIOHEHTOB! KoMmoHeHT I 1 komnorenT II. B cocraB xoMrioHeHTa I BXOIUT PeKOMOMHAHTHBIH
a/leHOBHPYCHEIH BEKTOP HA OCHOBE a/ICHOBAPYCA GeI0BeKa 26 CepOTHIIa, HecyluH rex Genka S-
Bupyca SARS-CoV-2, B cocrap kommoHeHTa Il BXONWT BEKTOp Ha OCHOBE aJEHOBHpYCa
yesloBeKa 5 cepoTua, Hecymuif reH Genxa S Bupyca SARS-CoV-2.
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dapMaKoJoruyecKue CBOHCTBA 9[5 77 - 2 0 2 0
Bakuuua HHAYIEpYET GOPMUAPOBAHHE TYMOPAIBHOTO ¥ KIETOTHOr0 MMMYHHTETA B OTHOMICHIM
KOPOHABUPYCHOM MH(EKIHH, BEI3BIBAEMOH BUPYCOM SARS-CoV-2,

Vmmyrosorageckas 3pGexTuBHEOCTh

VIMMyHOJIOTHYeCKHE  CBOMCTBA ¥ (€30MACHOCTh  BAKIMHEI ¥3ydald B KIHHIIECKOM
HCCIENOBAHAY ¥ B3POCIEIX JOGPOBOILLEB 0GOEr0 ToJa B Bo3pacTe crapuue 18 Jer.
TIpoMexXyTOUHBI aHATM3 MMMYHOTGHHOCTM IIOKa3ajl, YTO BaKIWHA dopmupyeT HMMYHHBIH
otBer y moOposoibues. IIpu HCCIeNOBAHHH IYMOPAILHOTO HMMYHHOTO OTBETA CHIBOPOTKH
o6poBONBLER OBUIM IIPOAHATM3UPOBAHEI HA HAIMYHE AHTHTEIN, crenu(pUIHBIX K peuenTop-
cBA3BBAIOMEMy JoMeHy rimxomporensa S Bupyca SARS-CoV-2 Ha 42 nesb OT Hagajla
BAKIMHALFH: B TPYINE BAKIAHHPOBAHHEIX CPEJHEe MEOMETPUHIECKOE 3HAUCHUC THTPA aHTHICH
cocraBmio 8996, yposemp cepoxomsepcmu — 98,25. Ilpm cpaBHEHWM YPOBHSA RBD-
CHerm(IUecKHX aHTUTE] MEXTY BO3PACTHBHIMH CTpATaMy CTATHCTHYSCKH 3HAYMMAJ pasHALA
6ruia moKasaga Ans rpynmsl 18-30 JeT OTHOCHTENHFHO OCTAILHEIX BO3PACTHBIX IPYIIN: CPEIHCC
reOMETpHYECKOe 3HAUECHHE THTPa aHTHTEN COCTABUIIO 18102-22067, ypoBEeHb CEPOKOHBEPCHH —
100%. YpoBHM aHTHTE] JOCTOBEPHO HE PA3NHYaIiCh Y MYXNKTIHH M KCHIIHUH. Ha 42-# pess ot
Hayala BAKUWHAIWMH CpeNHMI [EOMETPHUECKMH THUTP HEHTPaTM3YIOMIUX AHTATEN Y
MMMYHH3UPOBaHHBIX JOOPOBONBLEB COCTABHI 44,47, ypoBens cepoxonsepcur — 95,83%.
CraTHCTHYECKY 3HAYAMON pasHHIE! y JOOPOBOJNBUEB pAasNMYHOIO IOja # BO3pacTa HE
BEIABJICHO.

Vimvysmsamus  mpenaparom  [am-KOBHJI-Bax, dopMupyeT HAUpPSKEHHBIH  aHTHIEH-
crequbuueckuit KIETOYHSH NPOTUBOMH(EKIMOHHEH - MIMMYHHTET. NPAKTHICCKH ¥ BCEX
0BCIENOBAHHBIX  10OpoBoibLeB  (popMupoBaHHEe AHTWrCH-CHEIMMHUIHEIX  KIETOK 000X
pomyssuit T smgomuros: T xennepHEX (CD4+) u T xumnepusix (CD8+) i gocToBEpHOMY
nopeimenwio cexpermy NOHY ). :
3amUTHBIE THTP AHTHTEN B HACTOSIICE BPEMSA HCH3BECTCH. TTponoIDKUTENEHOCTD  3AIIMTH
HEHW3BECTHA.

KofEmdeckde  HWCCNENOBAHHS IO  M3YYeHHIO  SIHIEMHONOrHYECKOH 3¢ HEeKTHBHOCTH
NPOJIOIKAKOTCS B HacTosmee BpeMs. I10 faHHBIM HPOMEXYTOHHOTO aHAIHSA 3¢ (EeKTUBHOCTD
cocrapiser Gonee 91%.

IMoka3asus K NPHMEHEHHIO!
IIpodrTakTrKa HOBOM KOPOHABHPYCHOH uadexupn (COVID-19) y B3pocIbX cTapine 18 ner.

IHpoTuBoONOKA3aHAL:

— T'unepyyBCTBUTENBHOCTE K KAaKOMY-THOO KOMIIOHEHTY BaKIHMHBEI WM, BAKIHHEL,
cofepyKalnell aHaJJOrHYHbIC KOMIIOHCHTHI; ‘

—  TSOKENBIC AUIEPTUHeCKIe PEaki B aHAMHESE, ‘

— octpbie HH(EKIMOHHEIC H HerHEKIUONHEIe 3a60NeBaHns, 000CTPEHHE XPOHHICCKAX
3a60JIeBAHMH — BAKIMHANHKIO IPOBOJAT depe3 2-4 HENENIH HOCHE BBI3/IOPOBICHHA A
pemuccry. [Ipy HETADXEIBIX OPBH, ocTpsiXx HH(EKIMOHHBIX 3a00NCBAHMAX XKKT-

- BAKIMHALHIO IIPOBOAAT IIOCHIC HOPMATH3AHY TEMIICPATyPEI,

—  GepeMEHHOCTH 1 IIEPHOJ I'PYHOTO BCKApMITUBAHH,

— Bospact jio 18 net (B cBA3M C OTCYTCTBHEM aHHBIX 06 3 (bEKTUBHOCTH # 6e30T1aCHOCTH)

ITpoTHBOIOKA3AHHU L BBeeHYA KoMmoseHTa 11
—~  TsDKeJIble TOCTBAKIMHANBHEIC —OCIIOXHCHMA (apadRIaKTHIECKUA IIOK, TSOKEIBIC
reHepaTi30BaHHble ALIEPIAICCKHC peaxmum, CYNIOPOXKHBIA CHHIPOM, TEMIIEPaTypa
peume 40 °C ¥ 1.11.) Ha BBEACHHE KOMIIOHCHTA ] BaxuMHEI,
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C 0CTOPOKHOCTHIO Poonytinsn Broanyes,

IIprMeHATh BaKIMHY C OCTOPOXHOCTHIO IIPH XPOHHYECCKHX 3260JICBARTHIR ™I IS A H-~FIOUE Kymormrreemaeme

SHIOKPUHHEIX 3a00NI€BaHASX (BBIPAXECHHBIX HAPYIICHUSX (QYHKIMH MIUTOBHIHOM XENE3B H
caxapHeii mmaGeT B CTagMM JEKOMIEHCANMH), TOKENBIX 3a00NCBAHUAXK — CHCTEMSI
KPOBETBOPEHNS, SIIUIENcHH K Apyrux 3abosnepanuax ITHC, octpoM KOpOHapHOM CHHApOME H
OCTpOM  HAPYMIEHHH  MO3TOBOTO  KPOBOOODAIIGHWS,. MMOKApIHMTaX, 3JHIOKapiuTaX,
HepUKapIuTax.

BenrencTBue HepocTaTka HHGOPMAIAY BaKIHHAIMS MOXKET NPEACTABIATh PUCK JUIS CIEAYIOMUX
IpYII HaUCHTOB!

- C ayTOMMMYHHbME 3afoieBaHWSMH (CTUMY/IAONA MMMYHHOH CHCTEMBI MOMKET IPHBECTH K
oboctpeHnro 3a00NeBaHus, OCOOEHHO CIEAYeT ¢ OCTOPOKHOCTBIO OTHOCHTHCH K IAMEHTaM C
ayTOMMMYHHOH AaTONOrHEH UMEIOIIEH TEHICHIMIO K Pa3BHTHIO TKENBIX ¥ XKU3HEYTPOKAFOMIHX
COCTOSIHUIY)

- CO 3JI0JIKAYECTBEHHBIME HOBOOOPa30OBaHUAMU

IIpuHATHE peIICHHE O BAKIWHALNK JOJDKHO OCHOBEIBATHCA HA OIIEHKE COOTHOMICHHS IIONIB3EI U
PHCKa ¢ KQKI0¥ KOHKPETHOH CHTYaI[UH. '

IIpumenenue upyn GepeMEHHOCTH M B HEPHOJ IPYAHOT0 BCKAPMIIHBAHAST
Ipenapar HpOTHBONOKA3aH IPpY OEPEMEHHOCTH M B IMIEPHOJ IPYAHOTO BCKAPMIIMBAHMA, TAK KakK
ero 3 heKTHBHOCT ¥ 0€3011aCHOCT B 3TOT IIEPUOL He H3YIalIHCh,

Cuoocod npuMeHeHns 1 A0361

BaxnuHa npenHasHaueHa TOJNBKO IUIS BHYTpMMBIIEYHOro BBeneHHsA, CTporo 3ampelneHo
BHYTPUBEHHOE BBEJEHWE IpernapaTa. BakuuHy BBOJAT B AEIGTOBHAHYIO MBOIIY (BEPXHIOIO
TPeTh HapY)XHOM NOBEpXHOCTH mieda). [IpHm HEBOSMOXHOCTH BBENEHHS B JIENBTOBHIHYIO
MBIIIY — MPEnapaT BROJIT B JaTepabHYO NIMPOKYIO MBIIIITY Oexpa.

Baximuanuio NpoBOAST B [Ba 3Tama: BHawane KoMioHeHToM I B nose 0,5 mi, 3arem, wepes 3
Hexenu - komunoHenToM II B nose 0,5 Mit.

[Tocne BBeleHHS BaKIWHB! IIAIMEHT JOJDKEH HAXOAMTHCSA IIOJ HAOMIONEHHEM METUITHHCKIX
pabGoTHHKOB B TedeHHE 30 MUHYT.

IIpuzomosnenue pacmsopa 0na UHbEKYU.

Ilepen BaxknuHMpoBaHWEM (UIakOH Mid aMmuyiny ¢ KomnorHeHToM [ mma II gocraror m3
MOpPO3HJIBHOM KaMepbl H BHUICPXKHBAIOT IpH KOMHATHOH TeMmeparype RO IIOJNHOLO
pasmopakmBanys. OCTaTOK BKIIIOUEHHUH JIbAa He noryckaercs! TIpoTuparoT §rakoR WiIn aMIyTy
cHapyx® candeTkoX CcOMPTOBOM 1 yAanenus Biard, OCTOPOXKHO —II€PEMEIIMBAIOT
cozepxuMOe TIokaurBanueM. He nomyckaercs BCTpsxuBanue (JakoHa MM aMITy k!

CHEMAIOT 3alIUTHYIO IUTACTHKOBYIO HAKIANKY ¢ (hakoHa m 06pabaThBalOT pe3UHOBYIO IPOOKY
canterkol CIMPTOBOH, '

Herons3ys 0qHOPa30BbIi MIpHY ¢ Uritoi, oTéuparoT 103y 0,5 MII 11 BBeIeHUS ITAlHeHTY.
Ecim mocnepyromye HWHBEKUMH IO KakoH-mnO0 NpHYMHE OTKNAHBIBAIOTCA, [OITyCKAcTCH
XpaneHue BekpsIToro duakona no 3,0 Mi e 6onee 2 4acoB Ipy KOMHATHOM TeMIIEpaType.
Xpanenue BCKpuIToro ¢rakona (amiryisl) o 0,5 My He pomyckaercs!

IToBTOpHOE 3aMOpaxxuBanye GpakoHa ¢ paCTBOPOM He JolrycKaercs!

K HCIONE30BaHMIO HEIPUTOAEH Nperapar ¢ HapyIIeHHOH HEeTOCTHOCTRIO H/HJIM MapKUpPOBKOH
(rakoHa WM aMIynsl, IPH U3MEHEHMH (H3MYECKHX CBOMCTB (MYTHOCTb, OKpAIIMBAHHE),
HENPABHJIbHOM XPaHCHWH H/HIH ¢ ACTEKIIUM CPOKOM TOJHOCTH.

V¥ Vrdopmanys i MEIUNUHCKAX PaCOTHHKOB, BRUIONHAIONMX BAKIUHAIHIO JIEKAPCTBEH-
HBIM IPENapaToM: JAaHHEIA JIeKapCTBEHHBIN IpenapaT 3aperucIpHpoBan Mo 0coboii npouenype
PETHCTPAIIUK

IMoGounoe xeiicreue
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TeXHONOrmIeckod mnardopMsl, OBIBAIOT IPEHMYIICCTBCHHO JIETKOU YA CPERHEH ~CTENeHI=====
BHID@WKCHHOCTH, MOIYT Da3sBHBATGCA B IEPBEIC-BIOPEIC ~CYIKH focie BakKIMHAIKH U
paspemaiorcs B TedeHne 3-X TMOCHCHYIOIMHX nuett, Yame JApyrMX MOTYT PasBHTBCA
KPATKOBPEMEHHEIE obmue (HEIPONOIXUTEILHEIA rpUnIonoxobHEI CHHJPOM,
XapaKTepu3yIoIwiics 03H000M, NOBHINCHAEM TEMICPATYphl Tend, apTpairueli, Muanruew,
acTeHMeH, OOIMM HEIOMOTAHHeM, TONOBHOH OONBIO) M MECTHBIC (Gome3HeHHOCTE B MeCTe
MHBEKI(MY, [UIEPeMHs, OTEYHOCTh) pEaKlyH). PEKOMEHIYeTCs HAa3HAYCHME HECTCPOHIHBIX
nporusoBocnanuTensabix cpencts (HITBC) mpu noppinesuy TeMIepaType! H0Ce BAKITHHALIY
¥ aHTUTMCTAMHHHEIX CPEZCTB IIPH BHIPAXKEHHOH MECTHOM peaKiuy.

Pexxe OTMEYAIOTCH TOIIHOTA, MMCIHENCHS, CHIDKEHME allleTHTa, HHOrAA - YBCIMICHHC
peruoHapHEX JMM(oy3oB. Y HEKOTOPHIX NAlKeHTOB BO3MOXKHO pasBHTHC AIEPrUIeCcKUX
peaxiif, KpaTKOBPEMCHHOE TOBBINICHHE YDOBHS NEUCHOUHBIX TPAHCAMUHAS, KPCATHHHHA M
kpeaTHH(POCHOKMHA3E! B CHIBOPOTKE KPOBHU. .

B paMmKax IpPOBEICHHBIX KIMHHIECKHX HCCIeNOBaHmi 0e30macHOCTH, IEPEHOCHMOCTH H
MMMYHOTEHHOCTH Ipenapara 'am-KOBH/JI-Bak mocne BaknpHamuu ObUIM 3aperHCTPUPOBAHET
Cle/yIolTHe HexXenaTenbHble spnenus (HAD):

«O6Imye HAapyIIeHns U Peakmyy B MeCTe BBEICHHMA»: IHICPTCPMud, 60JIb, OTEK, 3yX B MECTe
BaKIIMHALWH, ACTEHHUS, GOJIb, HEAOMOTaHHe, TAPEKCHs, NOBBIICHHE TEMICPATYPBI KOXKI B MCCTC
BaKIMHAIMH, CHIDKEHHE anneTnTa, JacToTa pasBuTHsA — OUCHb 4aCT0 H 9acTo.

«HapyIerus co CTOPOHEI JBIXATeNIbHOH CHCTEMBI, OpraHoB IPYAHOA KICTKHM M CPEAOCTCHHA:
Gob B POTOLJIOTKE, 3aNOXKCHHOCTh HOCA, NMEPLICHUE B TOPIIC, PUHOPCI. YactoTa pasBUTHA —
YacTo.

«Hapymenus co CTOPOHBI HEPBHOH CHCTEMBIN: roNoBHas O0Jb - YacTO, TOJOBOKPYXCHH,
0OMOPOKH - PEAKO.

K ey OUHO-KHIEYHBIC HAPYIMEeHs» TOIMEOTA, PBOTA, TUCTIENCHA — HaCTo.

«JlaGopaTopHble M  HHCTPYMEHTAIBHBIC — JAHHEICH: DA3HOHAIPABICHHBIE  OTKIOHCHHA
IOKa3aTeiel MMMYHOJOTMYECKOTO CTaryca: IOBBUNCHHC THCIIA T-maMdonuToB, YBEITHICHHS
IPOLIEHTHOTO COACPKAHU JAMGbOIMTOB, CHIDKCHHE UHCHA €CTECTBEHHBIX KIETOK-KHIUICPOB,
yBENUYECHHE KOIHUYECTBA CD4-muM}OIUTOB, CHUXEHHC KOIHYECTBA CD4-mamdonuToB,
HOBEINICHME uucla B-muMGONUTOB, CHIDKECHHME HHCIA B-nEMQOIMTOB, NOBBINEHHE YHCTA
eCTECTBEHHEIX KIETOK-KIJUIEPOB, MOBBIIICHHE KOIMHCCTBA CD8-nmaM@onuToB, HOBBIICHUE
ypoBHS HMMMYHOITIOOy/IMHA E (IgE) B XpoBH, YBENMYCHHE COOTHOIICHUA . CD4/CDS8,
yMEHBIIEHHE COOTHOIICHHUA CD4/CDS, [OBBINIGHUE yPOBHA MMMYyHOINOOYTHHA A (IgA) B
KpOBH, yMEHBIICHHE MPOLEHTHOTO CONCPMAHML mambonuror CD8. OTKIOHCHHS B ob61eM
aHAIH3€ KPOBY: YBEJHUECHHME IPONEHTHOTO COACPXKAHUA TuM$OIUTOB, CHIDKEHAE MOKa3aTeNs
I'eMATOKDHTA, YBETMYCHHE UHCIa IMMOIIMTOB, IOBBIICHHE CKOPOCTH OCEIaHUsl SPUTPOIHUTOB,
[IOBBULIEHAE UHCIA JEHKOLWTOB, TOBBINCHHE HUCIa MOHOIMTOB, TOBBOIICEME YHCIIA
TpoMGOLUTOB, CHIKEHHE THCIIA HeHTPO(QHIIOB, CHIDKCHHE THCIA TPOMOOIUTOB. OrxiioHeHHS B
obIIeM aHAIN3E MOYH: 3PUTPOLHUTEI B MOtE. ‘
BospmuEcTBO  HSl  3aBEpINMIMACE  BBI3ZIOPOBICHHCM 6es mocnencTeuid. JlabopaTopHEie
OTKIOHEHHS HE MME/IH KIMHNIeCKOro 3HadeHus (He HyXaeTCs B NPOBCACHHK JIOTIOJTHUTELHEIX
JAArHOCTHYECKHX MPOLEAYD ¥ Ha3HAUCHUA TEepaium).

Ilepexo3upoBKa :

O cryuasx Oepeso3upOBKA HE €000Imanocs.

VupTeBas, UT0 OTIYCK JEKapCTBEHHOTO Ipelapata JIONyCKACTCS TONBKO I JieueCHo-
pOHITAKTHISCKAX yapexneHmdi, a  caMa  BaKIUHAIW TPOBOHTCS TOJIBKO
KBATH(AIMPOBAHHEIM MEIHIMHCKAM IEPCORATIOM, PHCK [IEPEIO3MPOBKA KPaHHE HA3O0K.
OnHAKO MOYKHO HPEIIIONONKUTh, HTO IIPH crydadtHo# IEPENO3UPOBKE BO3MOXHO DasBHTHC
yKa3aHHEIX BBIIE TOKCHICCKAX ¥ TOKCHKO-aJLIePIHUecKUX Peakiuii B bonee TSOKETION CTeIICHH.

CnenudugecKnx aHTHI0TOB K Iperiapary He CymecTBYeT.
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PICITVBIKA BEJAPYCH

‘£“= Q Iipmicas Mumucrepersa sapasooxpanenns
TepaneBTAYeCKHE MEPONPHATHS B JIAHHOM C ac Gy KIIHaTh  CHMITOMATHHCCKYIO

TEpalyI0 B COOTBCTCTBHH C IOKa3aHUAMH (apOTOHImKAIoNHe/ HHBC ¥ JIeCeHCHOMIH-
3UPYIOIME CPEACTBA), KOPTHKOCTEPOMALI - IApPEHTCPalbHO INPH BBIPOKCHHOM TOKCHKO-
AJUTEPrAHEcKOM CHHAPOME). PEXHM HA3HAUCHHS NPENAPATOB JONKEH OBITH BEHIOPAH COTJIACHO
PEKOMEHIAIKAM N0 IPAMEHEHHIO U JO3UPOBKAM JJAHHOTO JIEKAPCTBEHHOIO CPECTBA.

¥

B3aumopelicTsue ¢ APYrAMH JeKAPCTBEHHLIMU CPEICTBAMH
He n3y4anocs.

Oco0ble yrazaHus .

YV  DanMeHToB, [ONYYAIOIK  HWMMYHOCYIPECCHBHYIO TEpalMI0 M  MAlHEHTOB ¢
UMMYHOAE(QUIMTOM MOXET HE Pa3BHTbCA AOCTaTOYHBIM MMMyHHBHI oTBeT. Ilo3aToMy mpueM
IpenaparoB, YrHETAIOMHUK (GYHKIWI0 MMMYHHOM CHCTEMBI, IIPOTHBOIOKA3aH KaK MHHHMYyM ]
MeCSII[ ZI0 ¥ IIOCHE BaKIMHAIMN W3-33 PUCKA CHIDKEHUA HMMYHOTEHHOCTH.

: )

Biuanpe Ha COOCOGHOCTb YNPABIATHL TPAHCHOPTHBLIMH CPEACTBAMH, MEXaHM3MaMH
VccneoBanns 10 W3yYEHUIO BIMSAHHS BaKIMHBI HAa CIIOCOOHOCTH YIPAaBNIATH TPAHCIOPTHHIMH
CPEe/ICTBAMH ¥ IIOTCHIWJIBHO ONTACHBIMH MEXaHM3MAMH HE IIPOBOJMIIHCE.

®opMma BbITyCKa

PacTBOp Ul BHYTPEMBINEYHOIO BBeACHHUS, KoMOoHeHT | — 0,5 mn/nosa + xommorent II — 0,5

M1/ Ko3a.

Ipu_mpoumssoncree PIBY «HUIOM wmv. H.®, I'amanew» Munsnpasa Poccuu (dunnan

«Menramany OI'BY «HUIIOM pv. H.®. Tamanen» Munsjpapa Poccun): mo 0,5 mi (1 mosza)
KaXIOr0 KOMIIOHEHTa mpemapaTa BO (JIAKOHEI HEHTpanbHOTO CTEKJa IIEPBOro TIHJ-

ponmTEdeckoro kiacca (tuma 2R, 4R), repMeTHHMHO YKYNOPEHHBIX NpOOKAME HM3 PE3HHEL

00aThIX ATIOMHHHEBEIME MM JIFOMOIIIIACTHKOBBIMH KOJIIIAYKAMH.

Ha QuakoHbl HaxJeHBalOT 3TUKETKY M3 OyMaru MHCYeH MM ITUKETOYHOH, MM ITHKETKY H3

CaMOKJICSIIIErocs MaTepHaa.

1 ¢nakon xommonerTa | ¢ HHCTpYKIMEH IO MPHMEHEHUIO TIOMEINAIOT B IIAYKy KapPTOHHYIO M B

nauKy M3 KapToHa KopoGousoro; 1 ¢axoH xommorneHTa Il ¢ HHCTpyKUuEH NO IPAMEHEHHIO

HIOMEMAIOT B IAYKy KApTOHHYIO MK B IIA9Ky H3 KapTOHA KOPOOOYHOrO.

IIpu npomssoactee AQ «Bunnodapm»: mo 0,5 mi (1 noza) Kaxa0ro KOMIIOHEHTA Iperapara B

aMITy bl M3 GECIUBETHOrO CTEKNIA 1-I0 THAPOIHTHYIECKOTO KIacca BMECTHMOCTBIO 1 MII C L{BETHOMH

tTouko#, Ha xaxyro aMmyny HaKJICHBAlOT STHKETKY. ’

ITo 5 aMIya KaxOoro KOMIOHEHTA Ipenapara NOMEINaloT B KOHTYPHYIO SYEHKOBYIO YIakOBKY

U3 [UICHKY TIOTUBUHAIXIIOPHIHOM.

ITo 1 KOHTYpHOU S9EHKOBOH YHAKOBKE BMECTE ¢ HHCTPYKIHEH [0 NPYMEHEHHIO IIOMEMAIOT B

IauKy ¥3 KapToHa.

IIpu npoussoncree Ha AQ «'EHEPHYM»:

ITo 3,0 Ma (5 1o3) K&XHOro KOMIIOHEHTA — BO (IIaKOHBI HeHTpambHOTO CTeKna 1 THEpo-

JUTHYecKoro Kiacca gopmara 2R, repMeTHYHO YKYHOpEHHBIe NPOOKaMH DE3WHOBBIMH, C

00KaTKOM KOJIMAYKaMy ATFOMUHHEBO-TUIACTHKOBEIMU ¢ KOHTPOJIEM IIEPBOTO BCKPBITHSL.

Ha xamzpiit GrakoH ¢ KOMIOHEHTOM HAKICHBAIOT STHKETKY CaMOKIISITYEOCS.

1 dnakon ¢ xommoHerToM I mm xommorenToM Il BMECTe ¢ MHCTPYKIMEH [0 MEUIMHCKOMY

IPUMEHEHMIO — B [AUKe W3 KapTOHa JUid MOTPEeOMTENbCKOA Taphl MIM HMIOPTHOTO C

IIOPOJIOHOBBIM JiepXaTelleM K3 IICHONONUypeTaHa SIaCTHHHOTO.

[pu npouspozctee Ha PVII «bemvmennpenapars»

Ilo 0,5 mut (1 703a) KakAOTO KOMIOHEHTA IIPENapara B aMmIyJisl #3 OSCIBETHOTO CTEKNA 1-ro
THIPONHTHYECKOTO KIIacca BMECTHMOCTHIO 2 MII C uBeTHon MapKMpPOBOUHON TOYKOM /MM
IBETHHIM MapKHAPOBOYHBIM KOJIBIIOM.

Tlo 5 ammy K&XI0T0 KOMIIOHEHTa IpenapaTa [IOMEIAioT B KOHTYPHYI0 TICHKOBYIO YIaKOBKY
W3 TICHKY DOTHBHHAIXIOPHIHOM. [Jo 1 KOHTYpHOH sSIeHKOBOH YIHAaKOBKE BMECTE C JIMCTKOM-
BKJIA/IBIIIEM MM MHCTPYKIHeH 10 NPUMEHEHHIO IOMEINAIOT B MA4Ky U3 KapToHa. :




' J I Bt e
4 COrTTACOBAHG
MI/IHI/IC’F‘EPCT@Z‘RQB@ (PARCOXPAHEHNS

g 4 :7 Z’d - 7 []  PECIYEBE BENAPYCEH.
YeaoBus XpaHeHHSE: XpaHHTL B 3aIMIIEHHOM OT CBETa MeCTe' Fuprrar@MHEPATYPE BEBHIS oo

wmumyc 18 °C. : Peenyircu Bavapyes
Jlns praxoos (ammyin) no 0,5 MiT — He IOITYCKAeTCs XpaHeHHe Pa3MOpOKEHHOTO Ipenapartal
Jnst grakonos 10 3,0 My~ XpaHUTh B PA3MOPOXKEHHOM COCTOAHMM HE Oosee 2 9acoB.
[ToBTOpHOE 3aMOPAXUBAHUE HE JOMYCKACTCH. "
XpaHuTh B HEJOCTYIIHOM JIst IeTelt MecTe.

Vci10BHS TPAHCIIOPTAPOBaHus: TpaHCIOPTHPOBAHKE IIpeliapara IPH TEMIEPaType HE BBHILIE
munyc 18 °C.

Cpok rogaoctn: 6 Mecsnes. He MpUMEHSTE 110 HCTCUCHAN CPOKA FOAHOCTH.
VeroBas oTIycKa: JUIs edeOHO-IPOPANAKTHIECKIX YUPeXKTeHHH.

IIpousrogurenn

HauMeHOBAaHHS M aipeca NPOM3BOACTBEHHBIX IUIOWIANOK MPOU3BOAMTENA JICKAPCTBEHHOTO
npernapara: ~

1) ®TBY «HULPM nm. H.O. Tamaren» Munsapasa Poccuu (puman «Menramany ®I'bBY
«HAIDM uM. H.®. Tamanen» Munsapasa Poccun), Poccmsa, 123098, r. Mocksa, ymvna
['amanen, 1. 18 (Bce cTajuy NPOH3BOJICTBA). :

2) AO «BurHOdapM», Pocens, 124460, r. Mocksa, r. 3enesorpan, yi. Kouncrpyxropa I'ycpKoBa,
. 3, ctp. 1 (oumcTKa, posyuB (IepBUIHAS YIAKOBKa), YIaKOBKA (BropuuBas (oTpebUTENLCKAS)
YIIaKOBKa). _

3) AO «I'EHEPUYM», Poccus, 601125, Bragumupckas o601, Ilerymuuckui paiiol, noc.
Bonbrumckui, yi. 3aBojckas, crp. 263 (IpOH3BOJCTBO IOTOBOH JNEKapCTBEHHOH (GOpPMB,
IepBUHAS B BTOpHYHAs (OTpebuTenbCKas) VIIaKOBKA). )

4) PVII “BexmMenupenaparst”’, Pecny6nuka benapycs, 220007, r. Munck, yi. ®abpunuayca, 30
(cTepuiIp3yromas GEIBTPALAS i PO3JIUB B ACENTHYECKUX YCIOBHSX, NEPBHYHAS M BIOPHUIHAL
(HOTpeOHUTEBCKAs) YIIAKOBKA, BBI/Ia4a PaspelIeHys Ha BBITYCK JIEKaPCTBEHHOTO pernapara).
Buinycraiouuii KOHMpPOnL KA4ecmea

®wman «Mexramany OIBY «HULRM um. H.@. Tamanen» Mumzapasa Poccnn. Poccus,
123098, r. Mocxksa, ymuna I'amanen, 1. 18.

Buidaua paspeuieHus Ha 6bIMYCK JIEKAPCINBEHHO20 Npenapama.

PVII “Bermennpenaparsr”, Peciiy6imka Benapycs, 220007, r. Mumck, yi. dabpuunyca, 30

Baajesen PerucTPalOHHOrC YAOCTOBEPEHUS/0PraHA3aHsl, UPHHAMAIOMAH NPETCHINH
norpebuTeNA:

OI'BY «HanmoHIBHEI HCCISIOBATEIBCKMH IIEHTP SIUACMHONIOTHHA X MHKpOOHOIOTHY MMEHH
moueTHOro axajemmka H.®. Tamarem» Munuctepersa 3/paBooxpanenus Poccuiickolt
Peneparuu (PI'BY «HUIOM um. H.®. Tamanen» Munsnpasa Poccun).

Poccmst, 123098, . Mocksa, yivna 'amanes, A. 18. Tei: 8 499-193-30-01, ¢daxc: 8 499-193-61-83.
E-mail: info@gamaleya.org




