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HHCTPYKIIUA

COTHACOBA!

MO MEJJMIITMUHCKOMY IIPUMEHEHHWIO JIEKAI;“C-:I;BEﬁHOFO‘HPEHAPATA

Cnyruuxk JlaiT BexTopHasi BaKuMHA 1151 NPOPHIAKTHKH KOPOHABMPYCHOMH MH(eKIHH,
BbI3bIBaeMOH BHpYycom SARS-CoV-2

V lanubiii JIeKapcTBeHHbIH NPeNapaT 3aperucTPHPOBaH 110 npoueaype perucTpanuu
Npenaparos, NpeAHa3HAMEHHbIX /LISl IPHMEHEHHUsI B YCJIOBHAX YIPO3bl BO3HHKHOBEHHS,
BO3HHKHOBEHHS M JIMKBHAAUMH Ype3BbIMANHBIX cHTyaumnii. MHCTpYKUMS moaroroB.ena
HAa OCHOBAHHM OIPAHMYEHHOr0 O00beMa KJIMHMYECKHX /IAHHBIX [0 NPHMEHEHHIO
npenaparta M OyAeT A0NMOJHATHCS 10 Mepe MOCTYILUIEHHS! HOBBIX AanHubIX. [IpuMeHenne
Npenapara BO3MOXKHO TOILKO B YCJIOBHAX MEAHIUHHCKHX OPraHH3aUMil, HMEIOIMX NPABO
OCYINECTBJIATE BAKUHHONPOPHIAKTHKY HACETeHHsI B YCTAHOBJIEHHOM NOpSIIKe.

Perncrpaunonubiii Homep:

Toprosoe uammenoBaume: Cnyruuk Jlaiit Bexrtopmas Bakumna s npoduIaKTHKH
KOpPOHaBUPYCHOM MH(EKIHH, BbI3bIBaeMOii Bupycom SARS-CoV-2

Me:xaynapoinoe HenaTeHTOBAHHOE I IPYNNHPOBOYHOE HANMEHOBAHME:
Bakuuna a1s npodunaktuku COVID-19

ﬂeKﬂpCTBCHHaﬂ q)opma: pacTBOp JI1 BHYTPUMBILLIEYHOI'O BBEICHUA

Cocras na 1 xo3y (0,5 mu):

Heucmeyiowee  eewjecmso: peKOMOMHAHTHBIE —aJCHOBHPYCHBIE 4YacTHLBI 26 cepoTuIa,
cozepxaume ren oenka S Bupyca SARS-CoV-2, B konmuectse (1,0+0,5) x 10" yactun/no03a.
Bcnomozamenvnvie gewyecmea: tpuc(ruapokcumernn)amuaomeran — 1,21 wr, HATPHs XJIOpHJ —
2,19 mr, caxaposza — 25,0 mr, nomucopbar 80 — 250 MKr, Maruus XJIOpUJA reKcarujapar —
102,0 mxr, D/ITA munatpueBas comb auruapat — 19,0 Mxr, stanon 95 % — 2,5 MKJ1, Boja Juis
UHBEKLMH — J10 0,5 mul.

Onucanune

3amopodicennniil npenapam.

PactBop 3aMOpoKeHHBIH — IUIOTHAs 3aTBepieBlIas OenoBaToro IBera Macca. Ilocie
PasMOpaXMBaHUSI — OIHOPOJAHBIH OECUBETHBIH WM ¢ JKEJTOBATHIM OTTEHKOM  CJIErka

ONAIECLMPYIOIIHNA PacTBOP.
Kuokuit npenapam.
OzHopoaHbIi GECUBETHBII HIIH C XKEITOBATBIM OTTEHKOM CJICTKa ONMAICCLPYIOLLHii pacTBop.

Xapakrepucruka

Bakuuna nosnyuena 6MOTEXHONOIHYCCKMM 1yTEM, NPH KOTOPOM HE MCIIOJIB3YCTCS NaTOreHHbIi
ans yenoseka Bupyc SARS-CoV-2. B cocraB mpenapara BXOAMT —peKOMOMHAHTHBI
aJICHOBUPYCHBIH BEKTOP HAa OCHOBE aJICHOBMpYCa YeJIOBeKa 26 cepoTuna, Hecyimii red Geika S
Bupyca SARS-CoV-2,

®apmakorepaneBTuyeckas rpynna: MUBII-sakuuna

Koa ATX: JO7B



DapMaKoJ0ruyecKne CBOMCTBA e NI - -
Baxuyua unayumpyer ¢popmupoBanie ryMopaibHOTO H KJIETOYHOTO HMMYHHTETA B OTHOMICHUH
KOPOHAaBHPYCHOH HH(EKIMH, BbI3bIBaeMON BUpycom SARS-CoV-2,  MUHZIpAE POCCHE
J-006993-060521
Hmmynonoruyeckas 3phekTHBHOCTE
HUmMMyHOIOrHYeCKHe CBOMCTBA M OE30MacCHOCTh BAKIMHbI HU3yqald B paSHAgHRIR 'KIIHHUYECKUX
HCCJIC/IOBAHMAX Y B3POCIIBIX I00POBOJIBIIEB 0O0ETO 110JIa B BO3pacTe crapnre 8 mer.
IIpomMexyTOouHbIH aHaIH3 UMMYHOTEHHOCTH TOKa3all, YTO BaKIMHA bopmupyeT rymopanbHbiii
MMMYHHBIH OTBeT y noOposonbueB. Ha 28 nens cepokonBepcus obHapyxeHa y 96,88%
3/I0POBbIX 10OPOBOJIBIIEB.

Y JHIl ¢ NpeiCymECTBYIONMM HMMYHHTETOM K KOPOHABHPYCY OTMEYeH BBIPKEHHBIH pOCT
TUTpa anThten Ha 10 JeHp nocie BAaKUMHALMM, YTO MOMKET YKa3blBaTh HA BO3MOKHOCTD
[IPUMEHEHHUs TIpenapaTa /Ul BakuuHauuu panee nepedonesmmux COVID-19 nocne cHmxeHus
THTPA QHTHTEJI C LEJIbIO NPEIOTBPAILEHHS MOBTOPHBIX ClIy4aeB 3a00JIeBaHuUs.

B pesynbrare onnokparHoii nmMmyrmnsaimu 100% 310poBbIX nobpopoiblies (Bce 30 yenosek y
KOTOPBIX ~HM3Y4€Hbl [10Ka3aTeNH KJICTOYHOrO0 HMMYHHTEeTa) CHOPMHMPOBAIN KJICTOYHBII
UMMYHHBIH OTBET 1npoTuB S Oenka SARS-Cov?2.

3alMTHBIH TUTP aHTHTEN B HACTOsIIEe BpeMs HeusBecTeH. IIpOAOIDKHTENBHOCTh 3aIIUTHI
HEH3BECTHA.

IlokazaHusi K IPUMEHEHH IO
[Ipodunakruxa HoBo# KoponaBupycHoii nupekuun (COVID-19) y B3pocibiX oT 18 1o 60 ner.

IlporuBonoka3zanus

— THIEPYYBCTBUTEIBHOCTh K KAakoMy-TMOO KOMIIOHEHTY BakKUMHBI WM  BakKLHHE,
coziep Kallel aHaJIOrHYHbIE KOMIIOHEHTBI;

— TSDKEIIbIC a/NIEPrHYECKHe peaklui B aHaAMHE3E;

— OCTpble MH(EKUMOHHbIE W HeMH(EKLHOHHbIe 3a00eBanus, 0GOCTPEHHE XPOHHYECKHUX
3a00neBaHMii — BAKUMHALMIO MPOBOIAT 4epe3 2-4 HeleNu Mocje BhI3IOPOBICHHS HIH
pemuccun. Ilpu nerskensix OPBH, octpeix mudekumonusix 3aGoneBanmsx KKT—
BAKLMHALMIO IPOBOIAT [10CJIE HOPMAIU3ALHH TEMIIEPATYPBI;

— 0OepeMeHHOCTh M MepHOJL IPYAHOTO BCKapMIIHBAHMS;

— BO3pacT J0 18 ser (B CBA3M C OTCYTCTBHEM JaHHBIX 00 5(QeKTHBHOCTH U
Oe3omacHoCcTH).

C ocTOopokKHOCTHIO
[IpuMeHsaTs BakKUMHY € OCTOPOXKHOCTBIO NPH XPOHHYECKHMX 3a00JI€BAHMSAX IMEYEHH M IOYEK,
OHIOKPHHHBIX 3a00JIeBaHUAX (BBIPOKCHHBIX HAPYIIEHUAX (DYHKUMM IIMTOBHAHON JKEJIE3bl M
caxapHoM nauabere B CTagMM  JIEKOMIIEHCALMH), THKENBIX 3a00JICBAHMAX  CHCTEMbI
KPOBETBOPEHHMA, SnuiiencHu u apyrux 3abosesanuax [IHC, octpom koponapHom cuuapome u
OCTPOM ~ HApyWIEHMH  MO3rOBOr0  KpOBOOOpalleHHs,  MHOKapaHTax,  JHJIOKapauTax,
NEepUKapINTAaXx.
Benezcrsue nenocratka MHGOpMALMK BAKLMHALMS MOKET TIPEICTABISTS PUCK JUIS CJICAYIOLLUX
IPYII MalUEHTOB:
= C ayTOMMMYHHBIMH 3a00JICBAHUAMH (CTUMYJISILIMA MMMYHHOH CHCTEMbI MOXKET MPUBECTH
K 000CTpeHHI0 3a00J1€BaHUs, OCOOCHHO CIEAYET C OCTOPOXNKHOCTBI) OTHOCHUTBHCH K
MALMCHTaM C ayTOMMMYHHOM [ATOJIOTMEH, MMCIOIICH TCHACHUMIO K Pa3BUTHIO TSKEIIBIX
M JKU3HEYTPOXKAIOIIMX COCTOSHUHI);
= CO 3JI0Ka4CCTBEHHBIMH HOBOOOPA30BaAHUAMH.
IIpunsiTne pewienus o BaKUMHALMHK JODKHO OCHOBBIBATHCS HA OLCHKE COOTHOLICHHS MOJb3bl U
PHCKa B KaXK/10M KOHKPETHOH CUTYyallHH.

[Ipumenenne npu GepeMeHHOCTH U B IEPHO/ IPYAHOTO BCKAPMJIHBAHMS
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[Ipenapar npornBonokasan npu GepeMEHHOCTH H B TIEPHO TPY/IHOTO BCKapMJIMBaHHs, TaK Kak
ero 3 GeKTHBHOCTH M 630MACHOCTB B 9TOT NEPHO He H3ydamuch. |- 105092 0605 91

Croco6 npuMeHeHUs 1 10351 AAGOBAR

Bakuuna npeanasHaueHa TONBLKO /Ul BHYTPHMBIIIEYHOTO BBEJICHMS. Ctporo 3anpemnieHo
BHYTPHBCHHOE BBC/ICHHC Npenapata. BakuuHy BBOJAAT B JENbTOBHAHYIO MBIMILY (BEPXHIOK
TPETh HAPY)KHOH MOBEPXHOCTH TUTeya). [IpM HEBO3MOXKHOCTH BBEICHHS B AeIbTOBUIHYIO
MBILLILY — [PENapaT BBOAAT B JIaT€PaIbHYIO IUPOKYIO MBIy Ge/pa.

[locnie BBeeHMA BaKUMHBI MALMEHT JOJDKEH HAXOAMTHCS MOJ HAGMIONCHMEM MEIHIIHHCKUX
paboTHHKOB B TeueHue 30 MUHYT.

3amopoxncennsiit npenapam

[Tepes BakumnupoBanuem (iakoH, ammyly WIM IIPHL C© npenapaToM JIOCTalOT W3
MOpPO3HJILHOH ~Kamepbl ¥  BBIICPKHBAIOT MpPH  KOMHATHOI TEMIIepaType 10 [OJHOro
pasmopaxuBanus. OcraTok BKmoueHHil jbia He nomyckaercs! Ilpotupaior duiakow, aMmIyiy
WJIA IITIPUIL CHAPYKK CallpeTKOi CiupToBOM Uisl yaaneHus Biaru. OCTOPOKHO NepeMelIMBarOT
coaepxumoe nokaunBanueM. He jonyckaercs BetpaxuBanme (uakona, aMmImyssl MM IImpHial
CHMMAIOT 3alMTHYIO IUIACTHKOBYIO HAKJIAAKy ¢ (IakoHa H 00pabaThiBAlOT PE3HHOBYIO MPOOKY
caneTkoi CnUpTOBOH. BCKpHIBAIOT ammyny 1o KOJNbIY W/HIM TOUKE M3JIOMA. Hcnonw3ys
OJIHOPA30BBIH IIIIPHUIL ¢ UITIOH, OTOMparoT 103y 0,5 M1 JUIs BBEACHHS NMAaLMEHTY U3 aMIyJIbl HIIH
¢rakona.

Brumanue! /loza, éeooumas nayuenmy, ne doaxcna npesviwuams 0,5 mn!

[Ipenapar B mmpHIax rotos K NpUMEHEHUIO 6e3 J0MOTHUTEIbHBIX MaHHUI YIS,

IIpumenenue eaxyunovt npouzeoocmea PILY « HULIIM um. H.D. Famaneu» Munzopaea Poccuu
(uruan «Medeamany PI'BY «HULIOM um. H.®. Famaneuy Munzopasa Poccuu) (hraxonwt) u
AO «bunnogapmy (amnyav, wnpuywl):

He nonyckaercs xpanenne pasmopoxennoro npenapara Gosee 30 MHUHYT!

IToBTopHOE 3aMopaxkuBanue He jJonycKaeTcs'

Ipumenenue saxyunvt npouzsodcmea AO «'EHEPHYM» (aaxonwt), OAO «DPapmcmandapm-
YpaBHTA» (draxonst, amnynst), 340 «JIEKKO» (hraxons):

Buumanue! Ilosmopnoe samopadicusanue ghraxona unu amnynei ¢ pacmeopom He oonyckaemcsi!
Cymmapnoe 6pems xpanenus pasmoposcennozo pacmeopa npu KOMHAMHOL memnepamype He
dondicro npesviwams 2 yacos. Heucnonvzosannas eakyuna noonescum yrusmoicenuio.

MHuoros1030Bbie d1akomHbl

Ecim mocnenyiomme uubekimu 1o Kakoii-u6o NpUuMHE OTKIaJBIBAIOTCH, AOMYCKACTCH
XPaHEHHE BCKPBITOTO WJIM HEBCKPHITOrO (prakona He Gosee 2 4acoB NpH KOMHATHOI
TemIeparype.

MHOro0/1030BbI€ amITyJIb!

Cozepxumoe ammysibl peKOMEHYETCs MCIONIB30BATh He3aMeLTHTeNbHO. Eciu nocieAyIonme
HHBEKLMM TI0 KAKOW-IMOO NpPUUMHE OTKIIAJbIBAIOTCS, JOMYCKACTCH XPAHCHHE BAKLMHBI npu
KOMHATHOW TEMIICPaType: BCKPBITON aMITysibl, 3aKPbITOI CTEPHIbHOI canderkont, ne Gonee |
4aca, HCBCKPBITON aMITyJibl - He Dosiee 2 4acos.

BHUMAHME! Onua amnyna coaepxut aBe 10361 Bakuuubl, OGbeM 01O 10361 cocTasser 0,5
M. OaHomy naumenTy BBOAMTSH | 103y (0,5 mi).

OaHO/1030BbIC AMITYJIbI

CoaepxuMoc aMITyJibl PEKOMEH/YETCS MCIIOJIB30BaTh HE3aMeIMTeabHO. Eciu NOCJACAYOUIUC
HHBECKUHMHK 110 KAKOW-IHOO NpPUYMHE OTKIA[bIBAKOTCS, JOMYCKACTCS XPAHCHHE HEBCKPBITOM
amIyJibl PH KOMHATHOM TeMIiepaTtype He Oosiee 2 4acos.




IIpumenenue sakyunvi npoussodcmea 340 «BUOKAJD (raxomst), AO-«P-Dapmy(hraromns):
Ecmi nocnenyiomme uubekuuu 10 Kakoi-mi6o mpuumme OTKJIAILIBAIOTCA, onycKages
XpaHeHHe BCKPBITOro (iakoHa 1o 3 mut He Gosiee 2 yacoB npu KOMHﬁTHOﬁL éMﬁ'e‘:i)ﬁciTypé. reage
He nomyckaercs XpaHenue pa3smMopokeHHOro mpernapara Bo ‘(hrakonay mo) 055 o Hosiee 30
MHHYT!

[loBTOpHOE 3aMOpaXkHBaHKE He HOMycKaeTcs!

COTJACOBAHO
Kuokuit npenapam
lpumenenue eaxyunvt npoussodcmea Q00 «buoHumezpamop» (dhaaxons):
Buumanne! 3amopaxusanue duiakona ¢ pacTBOpoM He jonyckaercs!

DakOH JI0CTAIOT W3  XOJNOJWIBHHKA M BBUICPKHBAIOT MpH KOMHATHOH TeMmIeparype,
JIOMYCKACTCA  ClIerka HArpeTh MNpenapar, HanpuMep, HojepkaB ero B pykax. He cuemyer
Harpesarsb npenapar Boiie 37 °C.

CHHMAIOT 3alMTHYIO IUIACTHKOBYIO HAKIa/JKy ¢ (J1akoHa 1 00pabaThIBalOT PE3UHOBYIO MPOOKY
candeTKkoit CIUPTOBOA.

Hcnonb3ys oHopa3oBblii Wnpy ¢ UIioi, oT6upaoT n03y 0,5 M1 151 BBEICHUS TTALIUEHTY.
Ecin nocnenyromue uHbeKnun no Kako-nmu6o mpuumne OTKJIAJIBIBAIOTCS, JIONYCKAeTCs
XPpaHEHHE BCKPBITOTO (h1akoHa MIIM amIysibl He Gosiee 2 4acoB NPH KOMHATHO TeMmneparype.

Brumanue! K wucnonb3oBaHMiO HeNpHroeH npenapar (KUAKHH W/MIH 3aMOPOKEHHBIN) ¢
Ae(pekTamMu yKYMOPOYHO# CHCTEMBI M/WIH HAPYLIEHHOH MapKHPOBKOH (pJIaKOHA WIIH aMIlyJibl,,
[P M3MEHEHHH (M3MYECKMX CBOWCTB PacTBOpa (MYTHOCTH, OKpAILIMBAHHUE), HENPaBHUILHOM
XPaHEHWH W/MJIH C UCTEKIIUM CPOKOM I'OIHOCTH.

V¥ Undopmanus 118 MEAMUMHCKMX paGOTHUKOB, BBIMOIHSIOIMX BaKIHHALHIO JIEKapCTBEHHBIM
[IpenapaToM: JaHHBIH JIEKAPCTBEHHBIH IIpenapaTr 3aperucTpUpoOBaH MO 0COGOi npouenype
PErHCTpaLiH, B CBA3M C 4YeM HeoOXoaumo ysenomiath DenepaibHyio cinyxby 10 Hax30py B
chepe 31paBOOXpaHEHHA O KaKAOM (DakTe NpUMEHEHHs JICKapCTBEHHOI'0 TIIpernapara IyTeM
BHECEHHMs HH(OPMALMK B COOTBETCTBYIOWIMIT pasaen HHpOPMALHOHHOI cuctembl ETACS3,

ITo6ounoe aeiicrBue

HexenarenbHple sBieHus, XapakTepHble /Ul NPHMEHEHHS BAKLUMHbI, BHISBJICHHBIC B pamkax
KJIMHAYECKNX MCCIIC/I0BAHMM, @ TAKXKE MCCIICOBAHMI JAPYrHX BAKIMH HA OCHOBE aHAIOTHYHOI
TCXHOJIOTHYCCKOM MuatGopmbl, OBIBAIOT MPEMMYIICCTBEHHO JCTKOM WM CPEAHCH CTeNneHH
BBIDQKCHHOCTH, MOTYT pPa3BHBAaTbCA B  IEPBHIC-BTOPBIC CYTKH [OCJIE BAKUHHALMH M
Pa3spellaloTCs B TEYEHHE 3-X MOCHeAYIOWHX JHel. YacTo M OYeHb 4acTo MOryT pasBHTBCS
KpaTKOBpPEMEHHbIE obune (HEMPOOIKUTEIILHBIN IPUITIONOA00HBIN CHHPOM,
XapaKTEPU3YIOIIMHCSH 03HOOOM, TOBBIIEHHEM TEMIEPATYphl TeNa, apTPAIrHel, MUaNTHeil,
acTeHHel, OOLMM HEeJOMOTaHHEM, TOJIOBHONH 6OJIBI0) W MECTHbIC (bonesHeHHOCTH B MecTe
MHBCKUMH, THIEPEMHA, OTEYHOCTb) peakuuu. Pekomenayercs HasHayeHHEe HECTEPOMIHBIX
npoTuBoBoCTanUTEIbHEIX cpeacTB (HITBC) npu nosbiicHnn TeMnepatypsl nocie BakiMHaLHHU
¥ @HTUTUCTAMHHHBIX CPCACTB MPH BBIPAKCHHON MECTHOM peakinH.

Hexenarenbubie ABNCHUS, NPEACTABICHHBIC HUKE, ICPCUMCIICHBI M0 CHCTEMAM opraHusma u B
COOTBCTCTBMM C 4aCTOTOH BCTPE4aeMOCTH. YacToTa BCTPEYACMOCTH ONPE/C/ACTCS CIICAYIOUHM
obpasom: ouens uacto (>1/10), wacto (>1/100 u < /10), newacro (>1/1000 u <1/100), peaxo
(21710000 u <1/1000), ouenn peaxo (<1/10000, Bkm0uas OTACABHBIC ciyuan). Kareropun
4acCTOThI ObLIM CHOPMUPOBAHBI HA OCHOBAHUM KIIMHUYCCKHUX MCCIICAOBAHMIL npenapara.

Hacto OTMEYaKOTCA: TOWIHOTA, AMCHEHCHSA, CHIKCHHEC ANNeTHTa, OUYCHD PEAKO — YBEIIMYCHUE
PErHOHAPHBIX JIMM(DOY3N0B. V HCKOTOPBIX MALMEHTOB BO3MOXHO Pa3BHTHC JIIEPrUYCCKUX
PeaKiyi, KpaTKOBPEMCHHOE MMOBBIICHHE YPOBHS MEUCHOUHBIX TPAHCAMHMHA3, KpeaTHHHHA W
KpeaTHH()OCHOKHHA3BI B CBIBOPOTKE KPOBH.
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WHH3LPAB POCCHE |
B pamkax mnpoBeeHHBIX KIMHMYECKHX MCCIIe0BAHMIA 6e30naquqcm,§ngpggggumocm H|
HMMYHOTE€HHOCTH nipenapara «CryThuk-JlaiiT» mocie BakumHaumit' ObLTH 3apernCTpHpOBaHbI
cienyiomme H: COTJACOBAHO
«OO0ume HapylIeHHsS ¥ PeaklMd B MECTE BBEICHUAN: rUIepTepmMus, 001 oTeK; 3y,
BAKLMHALMH, aCTEHHS, 00JIb, HEIOMOraHHe, TMPEKCHS, OBBIIIEHHE TEMITEPATYPbI KOXKH B MECTE
BaKIMHAIMH, CHHOKEHHE areTHTa. YacToTa pa3BUTHS — OUYEHb YacTO M 4acTo.
«HapymieHns co CTOPOHBI IBIXaTE/bHOM CHCTEMBI, OPraHOB IPYAHON KIETKH | CpPEeIOCTECHUS»:
00/1b B POTOIIIOTKE, 3a/I0KEHHOCTh HOCA, NEpIIeHHe B TOpIIe, puHopes. Yacrora passutus —
4acTo.
«HapymieHust €O CTOPOHBI HEPBHOW CHCTEMBI»: TOJOBHAas O0Mb, AacTeHHS — 4acTo;
FOJIOBOKPY)KEHHs, 0OMOPOKH — PEJIKO.
«Kenyn0uno-KH1IIEUHBIE HAPYLIEHHA»: TOUHOTA, PBOTA, JJUCTIETICHS — YacTo.
«JlabopaTopHble M HMHCTPYMEHTANBHBIC  JJAHHBICH: pa3HOHAINpPaBJICHHbIE  OTKJIOHEHHS
[oKasaTe/ied HMMYHOJIOTHYECKOrO CTaTyca: NOBbILeHUe uucna T-mnmM¢ouuTos, yBEIIHYEHHE
HPOLCHTHOTO COAEPKAHHSA JIMM(OLMTOB, CHHKEHHE UHC/IA ECTECTBEHHBIX KIETOK-KHIUIEPOB,
yBeanyenne komudectBa CD4-mumdouuToB, cHMkKeHMEe KOJMYECTBa CD4-nmumdonmros,
OBbIIEHHE uHcna B-numdonnros, cHmkenne uncna B-mumpormTos, mosbleHHe umcia
CCTCCTBCHHBIX KJICTOK-KHJUIEPOB, MOBbIlIeHHe KomuyectBa CD8-mumdouuTos, mnosbimenue
ypoBHA uMMmyHornoOyiuna E (IgE) B kpoBu, yBemmuenme coornomenns CD4/CDS,
ymetblienue cootomenus CD4/CDS8, nosbimieHne ypoBHS MMMYHOrI00yInMHa A (IgA) B
KpPOBH, YMEHBILUECHHE IPOLEHTHOro coxaepxanus yuMmbpouutos CD8. OtiiioHeHus B o6uiem
AHAJIN3C KPOBH: YBEJIHMYEHHE NPOLEHTHOIO COAEPKAHUS TUM(POLMTOB, CHHIKEHHE MOKa3aTels
FEMATOKPHTA, YBEIMYEHHE YHCIIA INM(DOLUTOB, TIOBBILICHHE CKOPOCTH OCEAaHMs IPUTPOLIHTOB,
MOBBILICHHE 4YHUCIIA JICHKOLMTOB, TMOBBILICHHE YHCIA MOHOLMTOB, [OBBIIEHHE YHCIA
TPOMOOLIMTOB, CHIKEHHE HHCIIa HeHTPO(HIOB, CHIKEHHE YHCIa TPOMOOLMTOB. OTKIOHCHHS B
0011eM aHaIN3e MOYH: IPUTPOLIUTHI B MOYE.
Bonbumuerso  HS  3aBepmmnuch  BBI3fOpoBICHHEM 6e3  1OC/IENCTBHIA. JlabopaTopHbie
OTKIIOHCHHA ~HE MMEIM  KIMHHYECKOrO 3Ha4YeHMss (He HYKIAINCh B  NPOBEICHHH
AOTIOJTHUTE/ILHBIX IMATHOCTHYECKHX MPOLEIYP H HA3HAYCHHH TEPAITHH).

Ilepeno3npoBka

O ciyyasx nepeso3upoBKH He cO0OMANOCh.

YuuTBIBas, 4YTO OTNYCK JEKAPCTBEHHOTO Mpenapata JONYCKaeTcs TONbKO JUIi JIeUeBHO-
MPOQUIAKTHYECKHX  yupekAeHMH, a  camMa  BaKUMHALMS MPOBOJUTCA  TOJIBKO
KBAH(QHUHPOBAHHBIM MEIMIIMHCKHM I1EPCOHAIOM, PHCK NEpPe103HPOBKH KpaiHe HH30K.
OnHako MOKHO NPEANONOKHUTH, YTO NPH CIyYAHHON MEPEJO3UPOBKE BOIMOKHO pas3BHuTHE
YKa3aHHBIX BbIIIC TOKCHYCCKMUX U TOKCHKO-aJICPrHYECKUX PEakLii B 60s1ee THKEI0i CTCICHH.
Creunduyeckux aHTHIOTOB K NpenapaTy He CyIIECTBYET.

Tepaneruueckne MeponpusiTHs B JaHHOM Cilyuae OyjayT BKIIOYATH CHMIITOMATHYECKY1O
TCPaNHIO B COOTBETCTBMM C IOKA3aHUAMH (KOPTMKOCTEPOHIbI, Kapononmwkatomue/ HITBC u
JICCCHCHONIM3MPYIOIIME CPE/ICTBA). PexuM Ha3HAYeHMs NpEnapaToB AOIKEH ObITh BbIOpaH
COTJIACHO PEKOMEHIALMAM 110 PUMEHEHHIO M JI03MPOBKAM JIAHHOTO JIEKAPCTBEHHOTO CPEJICTRA.

B3aumojeiicTBue ¢ IpyruMu JIeKapCTBEHHBIMH CPeACTBAMM
He u3yuanocs.

Ocobble ykazanus

Y DauMeHTOB, MONYHAONMX  MMMYHOCYIPECCHBHYIO TEpanu, M  MaUEHTOB ¢
MMMYHOZICQULIMTOM MOXCT HE PA3sBUTHCS JOCTATOYHBII MMMYHHBIH OTBET. [Tosromy npuem
MPCNapaToB, yrHCTAIOWMX (QYHKUMIO UMMYHHOH CHCTEMbI, MPOTHBONOKA3aH B TEUCHME, KaK
MHHMMYM, | Mecsiua 10 W 1ocjie BaKUMHAUMM HM3-32 PHUCKA CHIDKCHMS HMMYHOTFGHHOCTH.
[IpuHATE pewieHue 0 BO3MOXKHOCTH OTMEHbI MMMYHOCYHPCCCHBHOI TEPA¥K MOXKET TOJIBKO
Jeyaiui Bpay!



[Tos06HO OCTaNbHBIM BaKUMHAM, 3aIMTHEI HMMYHHBIH OTBET MOJMKET BORHHKATS, HE y BOEX
BaKIMHUPYEMBIX JIHIL. : APAS POCCHH
Ji~006993-060 )59 1
Bimsinue Ha cHOCOGHOCTHL YNPaBJAATH TPAHCIOPTHBIMH CPEACTBAMH, MeXaHH3MAMM
HccrtenoBatns 10 M3yueHMIo BIMAHUS BAKUMHBI Ha CTIOCOGHOCTH ynpaisfh &ﬁaﬁdﬁoﬁmumu
CPE/ICTBAMH M MOTEHIHAIBHO ONACHBIMU MEXaHH3MaMH HE [IPOBOAMINCE,

®opma BpIyCKa
PactBop n1s BHyTpHUMBILIeuHOr0 BBeAeH s, 0,5 Mi1/103a.
3amoposicennviit npenapam

Ilpu npoussosctee PI'BY «HULIDM um. H.®D. [amanen» Munsapasa Poceun  (dbmman
«Mearaman» OI'BY «HULOM um. H.®. Famanen» Munzapasa Poccun):

mo 0,5 mn (1 nos3a) mpenapara - BO (MIAKOHBI, yKyNOpEHHbIE MPOOKAMH W3 pesuHbl, 00XkKaTbie
ATIOMHHHEBBIMH HIIM aTFOMOIUIACTUKOBBIMH KOJINAYKaMH.

I dprrakon npenapata ¢ HHCTPYKIMEH MO NPUMEHEHHUIO B NTAYKY KAPTOHHYIO HIIH B MayKy U3 KapToHa
KOpOOOYHOTO.

LIpu npousBozactee AO «bunHObapM»:

no 0,5 mu (1 nosa) npenapara - B amny/isl U3 GECIBETHOTO CTEKJIa ¢ TOUKOH M3J10Ma HIH B
CTEPHIBLHOM OIHOPAa30BOM ILTIPHULIE.

ITo 5 amnyn npenapara B KOHTYpPHYIO SYEHKOBYIO YITAKOBKY M3 IUICHKH MOJIMBUHHWIIXJIOPHIHOM,
WM 1o | win 3 wipuua ¢ npenapaToM MOMEMAT B KOHTYPHYIO SUEHKOBYIO YNAaKOBKY M3
[UICHKH [OJHBUHHIIXJIOPHAHOM, MOKPBITYIO IUICHKOH MOJIMITHICHOBOM, WIH §€3 MOKPBITHSL.

[To 1 KOHTYpHOIi AY€HKOBOI ymakoBKe BMECTE ¢ MHCTPYKIHEH 10 MPAMEHEHHIO B nayky u3
KapToHa.

[Tpu npoussoyctBe Ha AO «EHEPUYMy:

110 3,0 mxt (5 103) npenapara — BO (IIAKOHBI, YKYTIOPEHHBIC npoOKaMu pe3HHOBBIMHU, ¢ 0OKATKOI
KOJITa4YKaMH aTFOMHHHEBO-TIACTHKOBBIMH ¢ KOHTPOJIEM [IEPBOTO BCKPBITHS.

| ¢nakon npenapara BMecTe ¢ MHCTpYKUMEH 110 MEIHLHHCKOMY IPUMEHEHHIO — B Ma4yKy M3
KapTOHA C MOPOJIOHOBBIM JIEPKATEIIEM U3 ITEHONOIHYPETaHa.

ITpu npounssoactee Ha 3A0 «JIEKKO»:

o 3 mu (5 103) npenapara — BO (IAKOHbI, YKYIIOPEHHBIE TIPOGKAMH PE3HHOBBIMH, C 0OKATKOI
KOJIMauyKaMH allOMHHHCBO-IIJIACTHKOBBIMU C KOHTPOJICM MICPBOTO BCKPHITHA.

ITo 1 dnakony BMECTE ¢ MHCTPYKUMCH 10 MPHMEHEHHIO — B NAYKy M3 KAPTOHA C IOPOJIOHOBbIM
JepKaTesIeM U3 MEeHOTOIMYpeTaHa.

IIpu npoussoncte Ha OAO «Dapmcrangapt-YdhaBUTAx:

1o 0,5 mit (1 no3a) wmm no 1,0 mut (2 10361) npenapata B amInysisl 13 GECLBETHOTO CTEKIIA.

[To 5 amny; nomemaior B KOHTYpHYIO SYEHKOBYIO YNAKOBKY W3 TUTCHKH MOJIMBHHUJIXJIOPHTHOM.

[To 1 nim 2 KOHTYpHBIE AYCHKOBBIC YITAKOBKH BMCCTE C MHCTPYKIMCH T10 TPHMCHCHHIO — B navyky u3
KapToHa.

ITo 3 mut (5 n03) npenapara - Bo (1akoHbI, YKynopeHHbIC NPoGKaMu PC3HHOBBIMH, ¢ 0OKaTKOM
KOJITAYKaMH aJIFOMUHHEBO-IIACTHKOBBIMH C KOHTPOJICM TIEPBOTO BCKPHITHS.

ITo 1 ¢uakony BmecTe ¢ MHCTPYKUMCH MO NPUMEHEHMIO B NAuKy M3 KapToHa C MOPOJIOHOBBIM
JieprKaTeneM U3 MeHONOINYpeTaHa.

ITpu npoussoacree Ha 3A0 «BUOKA J1»:

no 0,5 ma (1 no3a) i no 3,0 mu (5 103) npenapara Bo (h1akoHbl M3 HEHTpaILHOro creka |
FHAPOINTHYECKOrO Kiacca (Tuna 2R, 6R), repMeTHyHO yKyOpEHHbIC PE3MHOBBLIMU NPOOKaMH, C
00OKaTKOH aTFOMHHHMEBBIMU KOJINAYKAMH C TIACTHKOBOM Kpbimikoi Tuna «flip-offs.

Ha ¢nakonsl npenapara Hak/IeHBAIOT STHKETKY CAMOKJICSIIYIOCS.




I pnakon 6R npenapara ¢ HHCTpyKIMEHt 10 IPUMEHEHHIO B nauky KaptoHHy!  20((HH
I pmaxon 2R npenapara B KOHTYpHOIA sueiikoBoii ynakoske u3 [1BX TUICHKH C q)H‘_),(;‘TLp‘yl‘cuueﬁ o
MPUMEHEHHIO B [IAYKy KapTOHHYIO. aaalia.

DBAHO
IIpu npoussoactee Ha AO «P-Dapmy»:
o 0,5 mi (1 no3a) npenaparta Bo (hi1akoHbl, FepMETHYHO YKYIOPEHHbIE MPOOKaMH U3 PE3UHBI H
00KaThle ATFOMOIIACTHKOBBIMH KOJITTAYKAMH.
[To 1, 2, 5 uim 10 prakoHOB BMeCTe ¢ HHCTPYKIMEH 1O IPUMEHEHHIO B NavyKy U3 KapToHa.

Kuokuit npenapam

ipu npoussoactse Ha OO0 «buoUuTerparopy:

mo 0,5 mu (1 no3a) npenapara - Bo ()JIaKOHBI, YKYNOpEHHbE MPOOKAMH M3 pe3uHbl, o0Xarbie
TIOMHHUEBBIMH HJIH ATFOMOILUIACTUKOBBIMH KOJIITAYKaMH.

I pmakon npenapata ¢ MHCTPYKIHEI 110 IPUMEHEHMIO B NAYKY KAPTOHHYIO HITH B na4yky U3 KapToHa
KOpOOOYHOTO.

YciaoBusi XxpaHeHust

3amoposicennviit npenapam

XpaHHUTh B 3alIMIIEHHOM OT CBETa MeCTe, IIPH TEMIEPAType HE BBILIE munyc 18 °C. IloBTopHoe
3aMOpPa)KMBAaHUE HE JIONYCKAETCS.

XpaHuTh B HEIOCTYITHOM JUIs JIETEl MecTe.

Kuokuit npenapam
XpaHHUTh B 3aLIMIIEHHOM OT CBETa MECTE, npu temmeparype ot 2 10 8 °C. He 3amopakuBars.
XPpaHUTh B HEJAOCTYIHOM JIJIs1 IeTeil MecTe.

YciaoBusi TpaHCTIOPTHPOBAHHUS
3amoposicennwviii npenapam
TpancnoprupoBanue npenapara npu Temieparype He Bbie Munyc 18 °C.

Kuokuit npenapam
Tpaucnopriposanue npenapara npu temmeparype ot 2 7o 8 °C. He 3aMopaknBath.

Cpok roanoctn
3amopodicennviii npenapam
6 mecsiues. He npuMeHsTh 110 HCTEYEHHH CPOKA FOHOCTH.

Kuokuit npenapam
1 Mecsu. He npuMeHATS 110 HCTEYEHHH CPOKA FOJHOCTH.

YcaoBust oTnycka: st ieqe6HO-pOGUIAKTHIECKHX YUPEXK/ICHHiT.

[TpoussoauTenn

HanmenoBanns w ajpeca npOM3BOACTBEHHBIX TUIOMIAAOK MPOM3BOAMTEIIS JICKApCTBEHHOTO
npenapara:

1) ®I'bY «HUIDM um. H.®. Tamanen» Munsapasa Poccun (pumuan «Mearaman» OI'BY
«HUIIDM um. H.®. Namaneu» Munzapasa Poccun), Poceus, 123098, r. Mockga, yiuua [Namanen,
A. 18 (Bce craguu npou3Bo/CTBa).

2) AO «P-®apm», Poccus, 150061, Slpocnasckas o6m., r.o. r. Spociasms, T. SIpocnaBib,
yi. I'pomoBa, a. 15 (nmpon3BoacTBO roToBOI (GOPMBI, NIEPBUUHAS H BTOPUUHAS (notpedbuTensckast)
YTIaKOBKa).

3) AO «bunnodapm», Poccusi, 124460, r. Mocksa, r. 3eneHorpaz, yi. Koncrpykropa I'ycbkoBa,
A. 3, crp. 1 (mpou3BoACTBO roTOBOH (HOPMBI, MEPBUUHAS M BTOPHUUHAS (norpebuTtensckas)
YTIaKOBKa).



4) 3A0 «bUOKA]ly, Poccusi, 198515, r. Canxt-Iletepbypr, n/\Ctpenha, yﬁ'f{@%n, 1. fl&
crp. 1 (IpOM3BOACTBO  TOTOBOH  JIGKAPCTBEHHOH  (hOPMBI, TEPBUYHAS, - (H ) | BTOPHYHAs
(nmoTpebuTenbekas) ynakoBka).
5) AO «'EHEPUYMpy, Poccus, 601125, Bunamumupckas o6um; ; Herymifickuii paioH,
noc. Bonbrunekuii, yi. 3aBozckas, ctp. 263 (IpOM3BOACTBO rOTOBOH JIEKAPCTBEHHON (OpPMBI,
MepBUYHAs W BTOpUYHAs (OTpeduTeNbCeKas) ynakoBka).

6) 3A0 «IEKKO», Poccus, 601125, Biagumupckas 061, Ilerymmnckuii  paiion,
noc. Bonbrunckwii, yin. 3aBoxmckas, crp. 277; 601125, Bnaaumupckas o061, Ilerymmuckuii
paion, noc. Bonbruuckuii, yi. 3aBosickas, crp. 279 (IpoM3BOJACTBO I'OTOBOH JIeKApCTBEHHOI
(opmbl, nepsuyHas u BropuuHas (MoTpeGUTEIbCKas) YIAKOBKA).

7) OAO «®apmcrannapt-Y$haBUTA», Poccus, Pecnybmuka bamkoprocran, r. Yipa,
yi1. Xynaiibepauna, a. 28 (NMpOM3BOJACTBO TOTOBOH JIEKAapCTBEHHOH (HOPMBI, NEpBHYHAS M
BTOpHYHAs (MOTpeOUTENbCKAs) YIIAKOBKA).

8) OO0 «buoHurerparop», Poccus, 141401, MockoBckasi 0671acTh, T.0. XHUMKH, . XUMKH, VI
Pabouas, 1. 2A, ctp.] (1IpoM3BOACTBO TOTOBOH JIeKAPCTBEHHOI (HOPMBI, IEPBHYHAS 1 BTOPHYHAs
(noTpebuTenbekas) ynakoBka).

Bovinyckarowuii konmpons kavecmea

®OI'BY «HULOM wum. H.®. T'amanen» Munsapasa Poccun (puwman «Mearamany OIBY
«HALOM um. H.®. Tamanen» Munsapasa Pocenn). Poccus, 123098, r. Mocksa, yiuua
I'amanen, 1. 18.

Biajiesienr perucTpaunonHoro y10croBepenusi/opranu3anmsi, NPUHUMAIOIIASE NPETEH3HH
norpebuTess:

®I'BY «HULIDOM um. H.®. I'amanen» Munsapasa Poccun (pmman «Megramany OIBY
«HHULOM nm. H.®. I'amanen» Munsapasa Poceun), Poceus

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

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

E-mail: info@gamaleya.org

Jupexrop

OI'bY  «HUIIDM  um. H.O.

["amanen» ['maubypr A.JL
Munsapasa Poccun

n Noanucano undposon nognucsio: OIEY "HULIIM
(I) rBy H M Lla M VM. H.O. TAMAJTEW" MUH3/IPABA POCCUM
DN: email=administrator@gamaleya.org,
title=/IMPEKTOP,
M M H m 1.2.840.113549.1.9.2=INN=7734013214/
5 e e KPP=773401001/0OGRN=1027739443555,
1.2,643.100.3=12083030343432333235373937,

I'AMA rl E M n 1.2.643.100.1=120D31303237373339343433353535

1.2.643.3.131.1.1=120C30303737333430313332313

4, street=Y/IMLIA TAMAJIEW, 1OM 18,

M M H 3n PA BA givenName=ANTEKCAH/IP NEOHWUAOBUY,
sn=TUHLIBYPT, c=RU, 5t=77 Mocksa, |=MOCKBA,
0=0rbY "HULIIM UM. H.O, TAMANIEW" MUH3JPABA

POCC M M POCCUMW, ou=-, cn=0TBY "HULIIM UM. H.O.
FAMATIEN™ MUH3/IPABA POCCHM



