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HHCTPYKIUSA

COTTAL AT
LOLJACOB/

IO MEJMIIMHCKOMY [TIPUMEHEHUIO JIEKAPCTBEHHOF O IPEIIAPATA

Cnyrnux JlaiiT BexTopHasi BakuuHa 1U1si IpoHIAKTHKH KOPOHABMPYCHOM MH}eKIHH,
BbI3bIBaeMoH BUpycom SARS-CoV-2

V /lauHblii JIeKapCTBeHHBIH Mpenapar 3aperucTPHPOBAH 110 npoueaype perucTpanuu
NpenaparoB, NpeIHa3HAYEHHbIX /LISl NPUMEHEHHsI B YCJIOBHSX YIPO3bl BOSHHKHOBEHMSI,
BOSHHKHOBEHHSI W JIMKBHAAIMH Ype3BbIYAHHBIX cHTyauuii. MHCTPYKUHS MOAroToB/IeHA
HA2 OCHOBAHMM OIPAHMYEHHOr0 o00beMa KJIMHMYECKHX [AHHBIX 110 NPHMEHEHHO
npenapara u OyIeT J0MOJHATLCS 110 Mepe NMOCTYIUICHHs] HOBBIX AaHHbIX. IlpuMenenne
npenapara BO3MOXKHO TOJILKO B YCJIOBHAX MEIHIMHCKHX OPraHU3aMil, MMEIOIIMX NPABO
OCYHIECTB/IATE BAKIHHONPOPHIAKTHKY HACeJEHHUS B YCTAHOBJIEHHOM NOpPSIIKe.

Perucrpannonnslii Homep:

ToproBoe mnaummenoBanme: Cryrauk Jlaiit BektopHas Bakumna s npopHIAKTHKH
KOPOHABUPYCHOM MH(EKIHH, BbI3bIBaEMOii BUpycoM SARS-CoV-2

Mexaynapoanoe HenaTeHTOBAHHOE HIIM FPYNNHPOBOYHOE HANMEHOBAHHE:
Bakuuna ns npodunaktuku COVID-19

JlekapcTBeHHas popma: pacTBOp /il BHYTPUMBILIEYHOTO BBEACHHUS

Cocras Ha 1 go3y (0,5 mu):

Hevicmeyiowee  6ewjecmeo: peKOMOMHAHTHBIE —aIEHOBHPYCHBIC 4YacTHLBI 26 CepoTHIIa,
coaepxaiuue ren Genka S Bupyca SARS-CoV-2, B konuuectse (1,0+0,5) x 10" yactuu/nosa.
Bcnomozamenvnvie sewjecmea: tpuc(ruapokcumeTna)aMuaomeras — 1,21 wr, HATPHS XJIOPUJT —
2,19 mr, caxapoza — 25,0 mr, monucopbar 80 — 250 MKT, Marums XJIOpUJA TeKcaruapar —
102,0 mxr, D/ITA nunarpueBas comnb auruapar — 19,0 mkr, stanon 95 % — 2,5 Mk, Boxa ajs
UHBEKIUH — 10 0,5 mu1.

Onucanne

3amopooicennwiii npenapam.

PactBOp 3aMOpOXEHHBI# — [UIOTHas 3aTBepieBIIas OenoBaToro mmBeTa Macca. Ilocie
PasMOpP@XMBAaHUS — ONHOPOIHBIA OECUBETHBIH WM C SKEJITOBATBIM OTTEHKOM  CJIErKa

OTAIECLIMPYIOILMA PaCTBOP.
Kuokuii npenapam.
OnHopoaHbIi GeCLBETHBIN MM € HKEITOBATBIM OTTEHKOM CJIETKa ONaNCCHUPyOLIHA pacTBop.

XapakTepucTuka

BakinHa nosny4ena GHOTEXHOJIOTHYECKUM IIyTeM, IPU KOTOPOM HE MCIIOJIb3YeTCsS MaTOTrCHHbII
ams yenoseka BUpyc SARS-CoV-2. B cocraB mpemapara BXOAMT —pPeKOMOHHAHTHBIH
aJICHOBUPYCHBIH BEKTOP Ha OCHOBE aJICHOBHpYCA 4elIoBeKa 26 cepoTHNa, HeCyIMii reH Oerka S
Bupyca SARS-CoV-2.

®dapmakorepaneBTu4eckas rpynna: MUBII-Bakiina

Kox ATX: JO7B




DapMaKo/10rHYecKHe CBOMCTBA ) .
Baxuuna uaymupyer GopMHpOBaHHe T'yMOpPaIbHOTO H KIETOYHOTO HMMyHHTeTa B OTHOMICHHH
KOPOHaBUPYCHOW HH(EKINH, BbI3bIBaeMOi BUpycoM SARS-CoV-2. MUH3IJIPAE P OI

A -006993-06052
HMmmynonoruyeckas 3¢ GpeKTHBHOCTH

WMMyHoNOrMyeckue cBoicTBa M 0€30MaCHOCTD BaKIHHBI H3Y4ald B pasnmmm'mnnmecmx
HCCIIC/IOBAHUAX Y B3POCIIBIX I00POBOJIBLEB 0O0ETO IT0JIa B BO3pacTe crapnre 8-t
IIpoMexyTouHBIii aHanM3 MMMYHOTEHHOCTH II0Ka3all, YTO BAaKIMHA (GOPMHpPYET I'YMOpPaJIbHBIN
MMMYHHBIH OTBeT y pobpoBonbueB. Ha 28 neHb cepokomBepcust oGHapyxeHa y 96,88%
3JI0POBBIX JOOPOBOJIBIIEB.

Y JHIl ¢ NpeACylEeCTBYIOMHMM HMMYHHTETOM K KOPOHABHUPYCY OTMEYeH BBIPAXKEHHBIH POCT
TUTpa aHTUTeN Ha 10 1eHb mocie BaKIMHALMHM, YTO MOXET YKa3bIBaTh Ha BO3MOYXKHOCTD
[IPUMCHEHHM IIpenapaTta /Il BakUuHaluu panee nepedosnesmmx COVID-19 nocne cHumkeHHS
TUTPA aHTUTEII C LEJIBIO MIPEIOTBPALIEHHUS IOBTOPHBIX CIIydaeB 3a00J1eBaHu.

B pesyibrate onnoxparnoit uMmyrm3anun 100% 310poBBIX 10GPOBOJIBLER (Bce 30 yenoBek y
KOTOpPBIX ~H3y4€Hbl II0Ka3aTeNd KJIETOYHOTO HMMMYHHTEeTa) C(HOPMHMPOBAIN  KICTOYHBIN
HMMYHHBIH OTBET POTHB S Oenika SARS-Cov2.

3aMTHBIA TUTP aHTHTEN B HACTOSLICE BpeMs HeW3BeCTeH. IIpOoXOJDKHTENLHOCTh 3aIUThI
HEU3BECTHA.

IMoxa3aHusi K NPUMEHEHHIO
IIpodunaxruxa HoBo# KoponaBupycHoi uadekuun (COVID-19) y B3pociabix oT 18 10 60 mer.

IIporuBonokazanus

— THIEPYYBCTBUTEIBHOCTh K KAaKOMY-TMOO KOMIIOHEHTY BaKLUMHBI MM BaKIMHE,
CoZiepiKalllel aHAJIOTMYHbIE KOMITOHEHTHI;

— TSDKEJIbI€ aJJIEPTUYECKUe Peaklii B aHAMHESE;

— OCTpble MH(EKLUMOHHBIE W HeMH(EKIMOHHbIC 3a00JeBaHus, 00OCTPEHHE XPOHHYECKHX
3a00JIeBaHNH — BaKUMHAIMIO TIPOBOIAT 4epe3 2-4 HeleNu Mocie BbI3I0POBICHUS WM
pemuccuu. Ilpu mersokensix OPBU, octpeix uH@ekumonHsix 3aboneBanmsx JKKT—
BAKLMHALMIO IPOBOAT 110CIIE HOPMATIM3ALNH TEMIIEPATYPBI;

— 0epeMEeHHOCTh U MEPHOJL IPYAHOTO BCKAPMIIHBAHMSL;

— BO3pacT 10 18 ser (B CBA3M C OTCYTCTBHEM JaHHBIX 00 3(QEeKTHBHOCTH U
Oe3omacHoOCTH).

C ocTopoxHOCTBIO
[IpuMeHATh BaKLMHY C OCTOPOXXHOCTBIO NPH XPOHHMYECKHMX 3a00JICBAHMAX IEYECHH H IIOYEK,
SHIOKPHHHBIX 3a00JIeBaHUAX (BBIPOKEHHBIX HAPYIIEHUAX (DYHKUHM IIMTOBHIHON JKEJIE3bl M
CaxapHoM nauabere B CTaAMM  JEKOMIIEHCALMH), TKENBIX 3a00JE€BAHUAX  CHCTEMBI
KPOBETBOPEHMS, SMHUJIETICHH U Ipyrux 3abosieanusx ITHC, octpom kopoHapHOM cuHIpoMe H
OCTPOM ~ HApyIIEHWH  MO3rOBOrO  KPOBOOOpAalEHMs,  MHOKApAMTaX,  OHIOKapAHTaX,
NepUKaApANTAX.
BcnenctBue HeroctaTka HHOOpPMALMK BAKLIMHALMS MOXKET NPEACTABIATh PUCK JUTSI CICYIOIIUX
IPYIIN NalUCHTOB:
—  C ayTOMMMYHHBIMH 3a00/I€BaHUSIMH (CTUMYJISILIMS HUMMYHHOMH CHCTEMBI MOXKET MIPUBECTH
K 000CTpeHHIO 3a00JICBaHHUs, OCOOECHHO CleAyeT ¢ OCTOPOXHOCTBK) OTHOCHTBCS K
NAUMEHTAM C ayTOUMMYHHOM MAaTOJIOTMEH, UMEIOIICH TCHACHLMIO K Pa3BUTHIO TSDKEIBIX
1 J)KH3HEYTPOXKAIOLHUX COCTOSIHUH);
= CO 3JI0KAYE€CTBEHHBIMH HOBOOOPA30BaHHUAMH.
[IpunsTHE pelIeHHs] 0 BAKUMHALIMM JIOJDKHO OCHOBBIBATHCS HA OLICHKE COOTHOLICHMS MOJIb3bI U
PHCKa B KaX/10M KOHKPETHOH CUTYalluu.

IIpumenenne npu GepeMeHHOCTH M B IEPHO IPYAHOTO BCKAPMIMBAHMSI



T \R POCCUN
[Ipenmapat npotuBonokasan npn GepeMEHHOCTH H B TIEPHO/ IPYAHOTO BCKapMHHBéﬁﬁﬂ,h#aK KaK
ero 3peKTHBHOCTH M 6€3011aCHOCTb B 3TOT MePHO He H3ydanmuch. /- 115093 060521
Cnoco6 npuMeHeHus U 10351 SaLUBARY

BakunHa npennasHaueHa TONBKO JUIA BHYTPHMBIIIEYHOTO BBEICHMUS. CTporo 3ampelieno
BHYTPMBCHHOC BBC/ICHWE MpenapaTa. BakuuHy BBOJAAT B J€IbTOBHAHYK) MBIIIY (BEPXHIOK
TPETh HApY)KHOW IOBEPXHOCTH Iuieya). [IpM HEBO3MOXKHOCTH BBEIEHUS B JE€JILTOBUTHYIO
MBILIITY — IIPENapaT BBOAAT B JIaTEPallbHYIO IIUPOKYIO MBILILY Oejipa.

Ilocne BBeseHNs BAaKUMHBI TAIMEHT JOJDKEH HAXOMMTHCS MOX HAGIIOACHHEM MEIMIMHCKHX
pabOTHHKOB B TeyeHue 30 MUHYT.

3amoposcennsiit npenapam

Ilepen BakumuupoBanmem ¢uakoH, ammyny WM mmpHm ¢ IpernapaToM JIOCTalOT W3
MOPO3WJIbHOW KaMmepbl ¥  BBIICP)KMBAIOT MHPH KOMHATHOM TEMIIEpAType [0 TOJHOIo
pasmopaxuBanus. OCTaTOK BKIOYEHHH JbjJa He jnomyckaercs! IIporuparor GutakoH, ammyiy
HIIA LIIPUIL CHAPYKH candeTKol criupToBoi Juis ynaneHus Baard. OCTOPOKHO NEpeMELINBAIOT
colepxuMoe nokauusanueM. He nomnyckaercs Bcrpsxupanme duiakoHa, aMITyIsl MM ITIpHIa)
CHAMAIOT 3alUTHYIO IUTACTHKOBYIO HAKIAJAKy ¢ (JIaKOHA U 00pabaThIBAIOT PE3UHOBYIO MPOOKY
caperkoif cnupToBOMl. BekphiBaloT ammyny 1o KOJIBIlY W/WIIM TOYKe H3ioma. Mcmonb3sys
OZHOPA30BBIi IIIPHIL| € UIJIOH, OTOMpArOT 03y 0,5 MII ISl BBE/ICHHS MAIHEHTY W3 aMIyJIbl WU
dakoHa.

Buumanue! Jloza, 6sooumasn nayuenmy, ne donsicna npesviwuams 0,5 mn!

[Ipenapar B mmpunax roroB K MpUMEHEHUIO 63 I0MOIHUTEIbHbIX MaHHITYJISILAH.

lIpumenenue eaxyunvl npouzsodcmea PIBY «HULIAM um. H.®@. Famaneuy Mumnszopasa Poccuu
(Dunuan «Meozamany PIBY «HULIOM um. H.®. Lamaneuy Munzopasa Poccuu) (praxonwvi) u
AQO «bunnogapmy (amnynvl, wnpuywi):

He nonmyckaercs xpanenue pasmoposkeHHoro npenapara Gosee 30 MUHYT!

[ToBTOpHOE 3aMOpaXkuBaHKe He JOIycKaeTcs!

IIpumenenue saxyunvt npouzsoocmea AO «T’EHEPHYM» (raxonwt), OAO «Papmcmandapm-
YpaBHUTA» (praxonsi, amnynst), 340 «JIEKKO» (hraxomnwi):

Buumanue! Ilosmopnoe samopasicusanue graxona unu amnynsi c pacmeopom He donyckaemcst!
Cymmapnoe 6pems xpanenus pazmoposicennozo pacmeopa npu KOMHAMHO memnepamype He
00n9ICHO npegviwams 2 uacos. Heucnons3o6annas eakyuna noonejicum yHuumoicenuio.

MHoro0308b1€ (1aKOHbI

Ecim nocnenyromme MHBEKUMM 1O KakoM-THMO0 NpHYHHE OTKJIa[bIBAIOTCS, JOIYCKAETCs
XpaHEHUE BCKPBITOIO HIIM HEBCKPHITOTO (iakoHa He Oosee 2 4YacoB NpPH KOMHATHOMN
TeMIieparype.

MHuoros1030BbI€ aminyiis

Cozepxumoe aMITysibl peKOMEHIYETCs MCTONIb30BaTh HE3aMeLTHTENbHO. Ecmm NOCIEeAYIONHe
MHBCKLMHK 110 KaKOH-TMOO NPUYMHE OTKIA/BIBAIOTCS, JOMYCKACTCS XPAHEHHE BAKLMHBI MPH
KOMHATHOH TEMIIEpaType: BCKPBITOH aMITylibl, 3aKPBITOH CTEpUIbHOMN canderkoii, He Gonee |
4aca, HEBCKPBITOM aMIyJibl - He 0oJiee 2 4acoB.

BHUMAHMUE! Oana amnyna conepxut ase 1031 Bakuuubl. O6beM 0HO# 103b1 cocTasser 0,5
mi. OpHOMy maumeHTy BBOAuTH 1 103y (0,5 m).

O1HO1030BbIE AMITYJIbI

Cozepxumoe amImysbl peKOMEH/IYETCs MCIONB30BATh He3aMeUTMTeIbHO. Eciu HOCJICAYIOLIHE
MHBCKUMH 110 KAKOH-TMOO NpPUYMHE OTKIIA/bIBAIOTCS, JOMYCKACTCA XPaHCHHE HEBCKPBITOH
amIyJbl IPH KOMHATHOM TeMIiepatype He Oosee 2 4acos.




lIpumenenue saxyunvl npouzsodcmea 340 « BUOKA]» (drnakounsr), AO «P-Dapmy-(hrnarxornsr)

Ecin mocnenyomye MHBEKIHH 1O KakoH-THOO NpHUMHE OTKIANBIBAIOTCA,  AOUYCKACTCs
XpaHEHHE BCKPBITOTro (h1akoHa 110 3 M1 He Gosiee 2 4acoB mpu KOMHaTHofg%erivirix‘ei)ﬁTypé{ S
He nomyckaercs xpanenue pa3smopoxeHHOro mpernapara BoO ‘hnakonay jmo) 053 M Hosiee 30
MHUHYT!

[ToBTOpHOE 3aMOpaXHBaHKE HE JONyCKaeTCs!

AT THACAD A IO
C 01 JE!\.(‘\.‘«L’YMEH“

ZKuokuit npenapam
llpumenenue saxkyunovt npouzeoocmea OO0 «buoHnumezpamopy (raxonwi):
Buumanue! 3amopaxxuBanue dakona ¢ pacTBOpOM He JionycKaeTcs!

DIakOH J0CTAIOT U3  XONOJWIBHHKA W  BBIUICP)KHBAIOT NpU KOMHATHOH TeMIeparype,
IOMYCKACTCA  CIICrKa HArpeTh MNpenapaT, HAlpuMep, NojepXkaB ero B pykax. He cuemyer
Harpesarsb npenapar Boiie 37 °C.

CHHMAIOT 3aIMTHYIO MIACTHKOBYIO HAKJIAAKY ¢ (JakoHa H 00pabaThIBAIOT PE3UHOBYIO MPOOKY
caneTKoi CIIUPTOBOIA.

Hcnionb3ys on1HOpa3oBslii MWNpHIL ¢ U0, 0TOMpatoT 103y 0,5 M1 1S BBeIeHUSI TIAIIMEHTY.
Ecin mocnenyomue wuHbeKUMM 10 KakoH-TMOO NpHUHHE OTKJIAJBIBAIOTCS, JIONyCKaeTCs
XPaHEHHE BCKPBITOTO (h1akOHA MIJIM aMITyJIbl He Goiee 2 4acoB pH KOMHATHOM TeMmIeparype.

Buumanue! K wcnons3oBanuio HenpurogeH npenapat (KUK W/WIH 3aMOPOYKEHHBIH) ¢
feekTaMu yKyNOPOYHON CHCTEMBI H/MIIM HAPYIICHHOM MapKUpPOBKOM (DJIAKOHA WIIK aMIlyJibl,,
NpU M3MEHEHWH (PU3MYECKHX CBOWCTB pacTBOpa (MYTHOCTS, OKpaIlMBaHHUE), HENpPaBUILHOM
XPaHEHMHU H/MJIM C UCTEKIINM CPOKOM I'OJHOCTH.

V¥ Uudopmauns 11 MEINLMHCKHX PaOOTHHKOB, BBIIONHSIOIMX BAKIMHAIMIO JIEKapCTBEHHBIM
MpENapaToM: JaHHbIH JICKAPCTBEHHBIH MpenapaT 3aperHcTPUpPOBaH 1O 0coGoil mpouesype
PCTHCTpALMH, B CBA3U C 4YeM HeoOxoammo ysenomisath DenepalibHyio ciiyx6y 10 Haa30py B
cepe 31paBOOXpaHEHHA O KakKAOM (akTe TPHMEHEHHS JIEKapCTBEHHOTO npenapara IyTem
BHECCHHsI HHYOPMALMHU B COOTBETCTBYIOIIMHA pasae’ MHGOPMALHOHHO# cructembl ETVC3.

ITo6ounoe neiicTBue

HesxenarenbHbie sBieHus, XapakTepHble JUIs NPUMEHEHHs BAaKLMHDBI, BbISBICHHBIC B pamkax
KJIIMHUYCCKUX MCCIIC/IOBAHMH, a TAK)KE MCCICAOBAHMI JPYyruX BAaKIUH HA OCHOBE aHAIOTMYHOIN
TCXHOJIOTUYCCKOH 11aThOpPMBI, OBIBAIOT MPEMMYILECTBCHHO JICTKOW MIIM CpEIHEH CTerneHu
BBIDAKCHHOCTH, MOTYT pa3BUBATbCA B IIE€PBBIE-BTOPbIE CYTKM I10CJE€ BaKIMHALMH W
paspelaroTes B TeueHHe 3-X mocneayomux jaHeid. YacTo M O4YeHb 4acTo Moryr Pa3sBUTHCSA
KPaTKOBPEMEHHBIE obmue (HENmpoOIDKUTELHBIN IPUIINIONOA0OHBIH CHHZPOM,
XapaKTEPU3YIOIIHHACH 03HOOOM, TOBBIICHHEM TEMIIEpATyphl TeNa, apTPairuell, MUAITHEH,
ACTEHHEH, OOIIMM HEJOMOraHHEM, TOJIOBHOM GONbI0) M MeCTHbIe (GOJNE3HEHHOCTh B MeCTe
MHBCKIHMH, TUIIEPEMUS, OTEYHOCTh) peakuuu. Pekomemjayercss Ha3HaueHHE HECTEPOMIHBIX
npoTuBoBocnanuTenbHeX cpeacts (HITBC) npu nosbiieHny Temnepartypsl Nocie BaKLHHALUHI
M QHTMIHCTAMUHHBIX CPE/ICTB NPH BBIPAKCHHOM MECTHOM PEaKIHH.

Hesxenarenbubie sBeHUs, NPEACTABICHHbBIC HIKE, TIEPCUUCICHBI [0 CHCTEMAM OpraHusMa M B
COOTBETCTBHM C YaCTOTOH BCTPEYaeMOCTH. YacToTa BCTPEUACMOCTH ONPEAEISAETCS CICAYOLHM
obpasom: ouenb yacto (>1/10), wacto (>1/100 u < /10), Heuacto (=1/1000 u <1/100), peaxo
(21710000 u <1/1000), ouenn peaxo (<1/10000, BkIIOYas OTACIbHBIC cinydan). Kareropuu
4acTOThl ObLIM CHOPMUPOBAHBI HA OCHOBAHMHU KIMHUYCCKUX MCCIEI0BAHHIA npenapara.

HacTo OTMEYaOTCA: TOWIHOTA, AMCIENCHS, CHIKEHHE AIIETHTa, OYCHb PEAKO — YBEIIMUCHHC
PCTMOHAPHBIX JIMM(OY3NOB. YV HEKOTOPBIX MALMEHTOB BO3MOXHO Pa3BHTHE aJUICPrUYEeCKUX
PeaKiyi, KpaTKOBPEMEHHOE MOBBILICHHE YPOBHS MEYCHOUHBIX TPAHCAMHMHA3, KpPCaTUHUHA WU
KpeaTHH(OCHOKHHA3BI B CBIBOPOTKE KPOBH.
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B pamkax TNpOBeleHHBIX KIMHHYECKHX HCCIIEN0BAHMIA 6e3onaquqc:q¥ IepgHOCHMOCTH n;
HMMYHOT€HHOCTH mpenapaTta «CnytHHK-JIaiiT» mocie BakmuHammMi ObUIH ”éapéfnﬁ%ﬁpOBaHbl
caenyromue HA: COTJACOBAHO J
«OO0mue HapyLIeHHs. W PeakLMH B MECTE BBEICHHA»: TUIIEPTEPMHES, OOTb; OTEK; 3y1 B-MECTE
BAKLIMHALMM, aCTEHHS, O0JIb, HEIOMOTaHHe, THPEKCHS, OBBILIEHHE TEMITEPATYPbl KOXKHU B MECTe
BaKIMHAIIMK, CHHKEHHE anIeTuTa. YacToTa pa3zBUTHS — OYEHb YacTO M YacCTo.

«HapynuieHusi co CTOPOHBI JIbIXaTENbHOM CHCTEMBI, OPraHOB TPY/IHON KISTKH 1 CPEAOCTEHUS»:
00JIb B POTOTIIOTKE, 3aJI0KEHHOCTh HOCA, MEpIICHHE B ropie, puHopes. Yactora pasBuTHs —
4acTo.

«Hapymiennss €O CTOPOHBI HEPBHOH CHCTEMBI». TOJOBHasS 00Jb, AacCTEHHS — 4acTo;
TOJIOBOKPYKEHHS, 0OMOPOKH — PEJIKO.

«Kenynouno-KHIIeuHbIe HAPYICHHUS»: TOHOTA, PBOTA, AMCIIETICHS — YaCTO.

«JlabopaTtopHble M  MHCTpYMEHTANbHbBIC  JAHHBIEN: pasHOHANPABICHHbIC  OTKJIOHEHHUS
[0Ka3aTeNied MMMYHOJIOTHYECKOTO CTaTyca: MOBbiuleHHe uncia T-miM¢ouuTos, yBEIMYEHHE
MPOLEHTHOTO COJEPKAHHS JIMMQOLMTOB, CHHXEHHE YHC/IA ECTECTBEHHBIX KIETOK-KHIUICPOB,
yBenuuenue koimyectBa CD4-mumdonuToB, CHMKEHHME KOJIMYECTBa CD4-nmumdonuros,
MOBbIIIEHHE uHcIa B-mumdountos, cHmwkenue uucina B-muMQOLHTOB, MOBBINIEHHE YHCITA
CCTECTBCHHBIX KJIETOK-KMJIIEPOB, MOBbIlIeHHEe KoaudectBa CD8-mumdounuToB, moBbimeHme
ypoBHA uMMyHornobymuna E (IgE) B KkpoBu, yBennmueHHe COOTHOIIEHHUS CD4/CDS,
ymeHblienue cootHomenns CD4/CD8, mnosblmieHne ypoBHS MMMYHOTNIOOYIHHA A (IgA) B
KpPOBH, YMEHBIICHHE IIPOLEHTHOrO cojaepxanus nuMdpountoB CD8. OTkioHeHHS B 00LIEM
AHAJIN3¢ KPOBH: YBEIMYECHHE NPOLECHTHOIO COAEPXKAHHS JTUM(OILMTOB, CHIKEHHE IOKa3aTels
FEMAaTOKPHTA, YBEIMYEHHE YHCIIA IMM(OLUTOB, NOBBIICHHE CKOPOCTH OCEIaHUs IPUTPOLHTOB,
MOBBILIEHUE YHUCJIAa JIEHKOLMTOB, IIOBBIICHHE WYHCJIAa MOHOLIMTOB, IIOBBIIICHHE YHCIA
TPOMOOLMTOB, CHIKEHHE YHCIIA HEHTPOPHIOB, CHIKEHHE YHCIIa TPOMOOLUTOB. OTKIOHEHHS B
00I1IeM aHaJI3e MOYHU: SPUTPOLIUTHI B MOYE.

Bonbumicreo  HSl  3aBepruminch  BBI3NOpOBICHHEM 6e3  MOCIENCTBHIA. JlabopaTopHbIe
OTKJIOHCHHMS HE HMMEIM KIMHMYECKOro 3Ha4YeHHs (He HYKIAIUCh B  IIPOBEJCHUH
AOTIOIHUTEIILHBIX IMaTHOCTHYECKUX MPOLEYP M Ha3HAYCHUH TEPaInH).

Ilepeno3npoBka

O ciyyasx nepe103upoBKH He COOOIIATOCH.

Y4uuTeIBasg, 4YTO OTIYCK JIEKAPCTBEHHOTO npenapara JONycKaeTrcss TOJBKO Juisi JiedeOHOo-
MpOHIAKTHYECKHUX YUPEXKICHHIA, a cama BaKI[MHALMS TIPOBOJIUTCS TOJIBKO
KBIM(DUIMPOBAHHBIM MEMIMHCKUM MEPCOHATIOM, PHCK TIEpe1I03MPOBKH KPailHE HU30K.
OnHaKo MOXHO NPEAINOIOXKHTb, YTO MPH CIYYAHHOl MCPCI03UPOBKE BO3MOXHO DPa3BUTHE
YKa3aHHBIX BBIIIC TOKCHYECKUX U TOKCHKO-aJJICPrHUECKUX PEaKLnii B 60s1ee TSHKEI0iH CTCIEHH.
Coeuuduyeckux aHTHIOTOB K Ipenapary He CYLLECTBYET.

TepaneBTnueckne MeponpusTHs B JAHHOM ciydae OyayT BKITIOYAaTh CHMIITOMATHYECKYIO
TCPANUIO B COOTBETCTBUM C MOKa3aHUAMH (KOPTHKOCTEPOM/bI, xapononmxkaromue/ HITBC u
JIeCEHCHOMITM3NpYIOLHe CpeacTBa). PexuM Ha3HaueHus NpEnapaToB JI0JKeH ObITh BBIOpaH
COTJIACHO PEKOMEHIALMAM 110 IPUMEHEHHIO M JI03MPOBKAM JAHHOTO JIEKAPCTBEHHOTO CPEJICTBA.

B3aumoaeiicTBue ¢ IpyruMu JiekapcTBeHHBIMH CPeICTBAMM
He usyuanocs.

Ocobble ykazanus

Y  NauMeHTOB, MONYYAONIIMX  MMMYHOCYNPECCHBHYIO TEpanu, M  MalUEHTOB ¢
MMMYHOZCQHLMTOM MOXET HE PA3BUTBCS JOCTATOYHBI MMMYHHbI OTBET. [TosTomy npuem
[pCHapaToB, YIHETAIOWNX (YHKLUMIO MMMYHHOH CHCTEMBI, NPOTHBONOKA3aH B TEUCHHE, KAK
MHHMMYM, 1 Mecsiua 10 M 1OC/ie BAaKUMHALMH HM3-32 PUCKA CHIDKCHHS MMMYHOTGHHOCTH.
IIpuusTe pemeHre 0 BO3MOXHOCTH OTMEHBI HMMYHOCYIPECCHBHOI TEPAIIUU MOXET TOJBKO
neyaiui Bpay!



HOH06H0 OCTAJIbHBIM BaKIIMHaAM, 3aIHPITHLII/I HMMYHHBIH OTBET MOXET B03HI/IKaTI> He BC?X
BAKIIMHHUPYEMBIX JIMII. | A v ' ;

il -006993-060 )59
Biausinme Ha CIOCOOHOCTH YupaBJjsTh TpchnopTHblMﬂ cpeIICTBaerl Mexaﬂﬂ3MaM"
MccnieioBanusi 10 M3y4eHUIO BIMAHHS BAaKUMHBI Ha CIOCOGHOCTH ynpaBnﬁffy ttf)aﬂdhoiermMH
Cp€ACTBaMH U IIOTCHIHUAJILHO OIIACHBIMU MEXaHU3MaMHU HE IIPOBOIUJIMCE. T

®opMa BbINyCcKa
PacTtBOp 1151 BHYTpHMBIIIeYHOTO BBeAeH s, 0,5 Mi1/103a.
3amopodcennviii npenapam

Ilpu _npoussonctee OI'BY «HULIDOM wum. H.®. Tamanen» Munsapasa Poccun  (dbuiman
«Mearamam OI'BY «HULIOM um. H.®. Tamanen» Munzapasa Poccun):

no 0,5 mu (1 nosa) npemapara - BO ()UIaKOHBI, YKYIOpPEHHBIE MPOOKaMH W3 pe3uHbl, 00XaTbie
TFOMHHHEBBIMU WM ATFOMOIUIACTUKOBBIMH KOJIITAYKAMH.

1 dnakoH npenapata ¢ HHCTPYKIMEH IO IPUMEHEHHIO B MaYKy KapTOHHYIO HIIH B [IAYKy M3 KapTOHa
KOpPOOOYHOTO.

IIpu npousBonctBe AO «bunHObapmy:

mo 0,5 mun (1 nosa) mpenapata - B aMiyiibl U3 GECHBETHOIO CTEKIA C TOYKOH M370Ma WM B
CTEPUIBHOM OJTHOPA30BOM ILIIPHUIIE.

Ilo 5 ammysn npenapara B KOHTYPHYIO SYEHKOBYIO YIAKOBKY H3 IUICHKH ITOJIMBUHHUIIXJIOPUIHOM,
MM 10 | Win 3 wnpuua ¢ npenapaToM MOMELIAIOT B KOHTYPHYIO SUEHKOBYIO YIIaKOBKY H3
IUICHKH TOJIMBUHHIIXJIOPH/IHOM, OKPBITYIO MIEHKOH MOIHATHICHOBOM, WM 6€3 MOKPBITHSL.

Ilo 1 kOHTYpHOIi sA4eiikoBOH yIaKOBKEe BMecTe ¢ MHCTPYKIHEH MO NPHMEHEHHIO B nayky U3
KapToOHa.

IIpu npousBoactee Ha AO «'EHEPUYM»:

1o 3,0 mu (5 103) npenapara — Bo (IaKoOHbI, yKYNOPEHHbIE TPOOKaMK PE3MHOBBIMH, ¢ 00KATKOM
KOJIMTa4YKaMH aJTFOMHMHHEBO-IIIACTUKOBBIMH C KOHTPOJIEM MIEPBOTO BCKPBITHS.

1 duakon mpemapata BMecTe ¢ MHCTpYKLMEH 110 MEIMIMHCKOMY INPUMEHEHHIO — B MAuYKy M3
KapTOHA C NOPOJIOHOBBIM JIEPKATENIEM U3 TIEHOOINYPETaHa.

ITpu npousBoactee Ha 3A0 «JIEKKOy:

mo 3 mut (5 103) npenapara — BO (IAKOHBI, yKyIOPEHHbIE MPOOKAMH PE3HHOBBIMH, C 0OKATKOIA
KOJIMaYKaMH aTIOMHHUCBO-IIJIACTUKOBBIMU C KOHTPOJICM MIEPBOTO BCKPHITHS.

ITo I dnakony BMeCTE ¢ MHCTPYKIMEH M0 NPUMCHCHUIO — B MAYKY M3 KAPTOHA C I0POTOHOBBIM
JepKaTeeM U3 MeHOMOJINypeTaHa.

IIpu npoussoactee Ha OAO «Papmcrangapt-YhaBUTAy:

1o 0,5 mi (1 no3a) wmi no 1,0 mut (2 103s1) ipenapata B aMImyJibl #3 GECLIBETHOTO CTEKJIA.

ITo 5 ammy)r noMeIaroT B KOHTYPHYIO AUYEHKOBYIO YIIAKOBKY M3 TUTEHKH TOTHBHHIIIXIOPH/IHON.

ITo 1 nmm 2 koHTYpHBIE A4CHKOBBIC YITAKOBKH BMECTE ¢ MHCTPYKIIMEH T10 MPUMCHCHHIO — B NayKy u3
KapToHa.

Ho 3 mu (5 103) mpenapara - Bo (IakOHBI, yKyIOPEHHbIC TIPOOKAMH PE3MHOBBIMH, ¢ OOKATKOI
KOJITA4YKaMH aJIFOMUHUEBO-IIIACTHKOBBIMH C KOHTPOJIEM [IEPBOTO BCKPBITHS.

o 1 duakony BMecTe ¢ MHCTPYKIMEH 110 NPUMEHEHMIO B TAuKy M3 KapTOHA C MOPOJIOHOBBIM
JiepKaTerneM U3 MeHOMONINYpeTaHa.

ITpu npousBoactee Ha 3A0 «BUOKA J»:

o 0,5 mut (1 nosa) wiu no 3,0 ma (5 103) npenapara Bo GIakoHbI U3 HEHTPAILHOTO cTeKaa |
THAPOIMTHYECKOrO Kiacca (Tuna 2R, 6R), repMeTHYHO yKyNOpeHHbIE PE3HHOBBIMM MPOOKAMH, ¢
0OKATKOii alFOMHHHEBBIMH KOJINAYKaMH C TUIACTHKOBOH KPBIIKO# THIa «flip-offy.

Ha ¢iakonb! npenapara Hak/IeHBAIOT THKETKY CAaMOKJIESIITYIOCS.




1 pakon 6R npenapata ¢ HHCTPYKIMEH IO IPUMEHEHHIO B nauKy KapToHHYWS 20 CHk
I paxon 2R npenapara B KoHTYpHO# sueitkoBoii ynakoske u3 [1BX IUICHKH ¢ HHCTPYKIHEH 10|

1I0993-06059 1
NPUMEHEHHIO B 11a4Ky KapTOHHYIO. 00021

IIpu npousBoacte Ha AO «P-Dapmy»: I .
o 0,5 mit (1 no3a) npenapata Bo 1akoHbl, repMETHYHO YKYIOPEHHBIE IIPOOKAMH U3 PE3UHBI U
00yKaThIe ATFOMOIUIACTHKOBBLIMH KOJTITAYKaAMH.

Io 1, 2, 5 nnm 10 pnakoHOB BMecTe ¢ MHCTpYKIHEH 110 IPHMEHEHHIO B Ia4yKy U3 KapTOHA.

Kuokuu npenapam

IIpu npousBoactBe Ha OO0 «buoMHTErpaTOpY:

no 0,5 mu (1 no3a) mpenapara - Bo (hIAKOHBI, yKYTIOpEHHBIE MPOOKAMH U3 pe3uHsbl, 00Xarbie
TIOMHUHHEBBIMU MIIH ATTFOMOILTACTHKOBBIMHU KOJIITAUYKaMH.

1 paxon npenapara ¢ HHCTPYKUKEH 110 TPUMEHEHHIO B I1aYKy KapTOHHYIO WJIH B MAYKy M3 KapTOHa
KOpPOOOYHOTO.

YcioBusi xpanenus

3amopodicennwiii npenapam

XpaHUTb B 3aLIMILCHHOM OT CBETa MECTE, IIPH TEMIIEPAType He BBILIE munyc 18 °C. IloBropHoe
3aMOPa)XKMBaHUE HE JIONYCKAETCS.

XpaHuTh B HEOCTYITHOM JIJIs IETei MecTe.

Kuokuit npenapam
XpaHUTh B 3aLIMILEHHOM OT CBETa MeCTe, IIpH TeMrepatype ot 2 10 8 °C. He 3aMOpaKUBATh.
XpaHuTh B HEJAOCTYITHOM ISl JIETEH MecTe.

YciaoBusi TpaHCIOPTHPOBAHUS
3amopooicennviii npenapam
TpancnopTipoBanue npenapata npy Temnepatype He Bbine Munyc 18 °C.

Kuokuu npenapam
TpancnopTuposanue npenapara npu temneparype ot 2 1o 8 °C. He 3aMOpaXUBATh.

Cpox roanoctu
3amopodicennwiii npenapam
6 Mecsues. He TpUMEHSITE 110 HCTEYEHNH CPOKA TOIXHOCTH.

Kuoxuii npenapam
1 Mecsu. He mpHMEHSATH 110 HCTEYEHHH CPOKA TOXHOCTH.

YcaoBust ormycka: Juts 1e4e6HO-IPODHIAKTUIECKHX YUPEsK/ICHHIL.

IIpousBoauTesn

HanmenoBanust u ajgpeca NpOM3BOACTBEHHBIX TLIOIMIAOK MPOH3BOAUTENS JICKapCTBEHHOTO
npemnapara:

1) OI'BY «HULDM um. H.®. T'amanen» Munsapasa Poccuu (puman «Megramany OIBY
«HULOM um. H.®. T'amanen» Munzapasa Poccun), Poceusi, 123098, . Mockga, ynuua I"amanen,
A. 18 (Bce craquu npou3Bo/CTBa).

2) AO «P-®apm», Poccus, 150061, SlpocnaBckas 00n., r.o. r. Spocnasmb, r. Spocnapis,
yi. I'pomoBa, a. 15 (nMpou3BoACTBO rOTOBOI (OPMBI, NIEPBUYHAS U BTOPHYHAS (motpeduTtenbekast)
YIaKOBKa).

3) AO «bunnodapmy», Poccus, 124460, r. Mocksa, r. 3eneHorpaj, yi. Konctpykropa I'ychkoBa,
a. 3, crp. 1 (Ipou3BOACTBO roTOBOH (HOPMBI, MEPBHYHAS M BTOPHYHAS (morpeburenbckas)
yIaKoOBKa).
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4) 3A0 «bBUOKA]l», Poccusi, 198515, r. Canxr-Ilerep6ypr, /i Cpeimid, yn%ﬁi‘m, a. 38,
crp. | (IPOM3BOACTBO  TrOTOBOH  JIEKAPCTBEHHOM  (hOpPMBI, NEPBUUHAS, - (M, | BTOPHYHAs
(1moTpebuTeNBLCKAs) YIIAKOBKA). R

5) AO «'EHEPUYM», Poccus, 601125, Bnagummpckas o6un] j Heryhiifickuii  paiioH,
noc. Boabruuckui, yn. 3aBosckas, ctp. 263 (pou3BOACTBO TOTOBOH JEKAPCTBEHHON OpMBI,
NIepBUYHAs U BTOPUYHAs (IIOTPEeOUTENILCKas) yIIAKOBKa).

6) 3A0 WIEKKO», Poccus, 601125, Bnagummpckas o061, [lerymmHckuit  paiion,
noc. Bombruuckwuii, yn. 3aoxckas, crp. 277; 601125, Bnagumupckas o6, Ilerymmuckuii
paioH, noc. Bonbrunckuid, yn. 3aBojckas, ctp. 279 (IpOM3BOICTBO T'OTOBOI JIEKapCTBEHHOU
(opmblI, nepBuYHas ¥ BTopHYHast (IOTPeOUTENbCKAs) YTAKOBKA).

7) OAO «®apmcrannapr-Y$paBUTA», Poccns, Pecnybnuka bamkoprocra, r. Yaa,
yn. Xynaibepauua, 1. 28 (IpOM3BOJACTBO TIOTOBOI JIEKAPCTBEHHON (HOPMEL, IEepBUYHAS M
BTOpPHYHas (MOTpeOUTENbCKAs) YIIAKOBKA).

8) OO0 «buoUnrerparop», Poccus, 141401, MockoBckas 061acTh, I.0. XHUMKH, T. XHMKH, YII.
Pabouas, 1. 2A, c1p.1 (MpoU3BOJCTBO FOTOBOM JIEKAPCTBEHHOH (HOPMBI, IEPBHYHAS U BTOpPUYHAS
(moTpebHTENbCKas) YIIaKOBKA).

Beinyckarowuii konmpons kauecmea

®IbY «HULUOM um. H.®. I'amanen» Munszgpasa Poccun (pmwman «Mexraman»y OIBY
«HULIDM um. H.®. T'amanen» Munsapasa Poccun). Poccus, 123098, r. Mocksa, ynuua
I'amanewn, a. 18.

Biiajiesieny perucTpannoHHoOro yxocroBepeHusi/Opranu3anusi, NPUHUMAIONIAS NPeTEH3HH
norpeoduTeIsi:

®I'bY «HULOM um. H.®. I'amanen» Munsapasa Poccun (pmmman «Mexgraman» PIBY
«HULSM nm. H.®. 'amanen» Munsapasa Poccun), Poccus

Poccus, 123098, r. Mocksa, yiuna I'amanen, 1. 18.

Ten: 8 499-193-30-01, dakc: 8 499-193-61-83,

E-mail: info@gamaleya.org

JupexTop

OI'bY  «HUIIDM  um. H.D.

["amanien» I'manOypr A.JL
Munsapasa Poccun

" Moanucato yndposoin nognucbio: OIBEY "HULIIM
WM. H.O. TAMAJTEU" MUH3IPABA POCCUM

DN: email=administrator@gamaleya.org,

title=/UPEKTOP,
M M H m 1.2.840.113549.1.9.2=INN=7734013214/
. . .

KPP=773401001/0OGRN=1027739443555,
1.2.643.100.3=120B3030343432333235373937,

rAMAn E I/I n 1.2.643.100.1=120D31303237373339343433353535

1.2.643.3.131.1.1=120C30303737333430313332313

4, street=Y/IMLIA TAMAJIEW, JOM 18,

M M H 3ﬂ PA BA givenName=AJ/IEKCAH/IP JIEOHUAOBWNY,
sn=UHLBYPT, c=RU, st=77 Mocksa, |I=MOCKBA,
0=0rbY "HALSM UM. H.O. TAMAJIEN" MUH3PABA

P O CC M M POCCUM, ou=-, cn=0TBY "HULISM UM. H.0.
TAMANEWN" MUH3[IPABA POCCUW



