MHUHHUCTEPCTBO 3/IPABOOXPAHEHHUSI POCCUHCKON ®EIEPALIUN
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MO MEJUIUHCKOMY NPUMEHEHMIO JIEKAPCTBEHHOI'O ITPEITAPATA

I'am-KOBH/I-Bak
KomGuHupoBaHHasi BeKTOPHAs BAKIHHA /1151 NPOQHIAKTHKH KOPOHABHPYCHOIH
nHpekun, Bbi3biBaeMoii Bupycom SARS-CoV-2

V laHHbIil JleKapCTBEHHBIH Npenapar 3aperducTPHPOBaH IO Npolelype perucTpanuH
NnpenaparoB, NMpeJHAZHAYEHHBIX ISl IPHMEHEHHs] B YCJIOBHSAX YIpo3bl BOZHHKHOBEHHS,
BO3HMKHOBEHHSI ¥ JIMKBHIAIUHU Ype3BbIYAHHBIX cHTyauuii. MHCTPpYKIHsSI I0AroTOB/I€HA
HAa OCHOBAHHH OrPAHHYEHHOr0 00beMa KJIHHHYECKHMX /[JAaHHBIX 10 HNPHMEHEHHIO
npenapara u Oy/J1eT JONOJHITHCS M0 Mepe MOCTYI/IeHHsi HOBbIX JaHHbIX. IIpumenenne
npenapara BO3MOkKHO TOJILKO B YCJIOBHSIX MeHIHHCKHX OPraHH3alHii, HMEIOIIHX NPAaBo
OCYLIEeCTB/ISITh BAKIIHHONPO(PHIAKTHKY HACE/IeHHSI B YCTAHOBJIEHHOM NOPsI/IKe.

Perncrpannonnsiii Homep: JII1-006395

Toprosoe nanmenoBanue: ['am-KOBU/I-Bak KomOuHupoBaHHasi BEKTOpHAs BaKLIMHA [/
Npo(UITAKTHKN KOPOHABUPYCHOM MH(eKIMK, BbI3biBaeMoit BUpycom SARS-CoV-2

MeskayHapoaHoe HeNaTeHTOBaHHOEe MJIM TPYNIHPOBOYHOEe HaMMeHoBaHHWe: Bakuuna s
NMpoUIAKTUKH HOBOH KOPOHABUPYCHOH MHPEKLUH (COVIDILT‘)T”““"““'““““" R

MHH31PAB POCCHH
JlekapcTBenHas ¢gopma: pacTBOp [1J1s1 BHYTPUMBILIEYHOTO BBE/ICHHUS

AN-006395~ 200171
Cocras Ha 1 103y f

Komnonent I cogep:xur: E COT' TACOBAHO
Jleticmeyiowee  6ewjecmeo: PEKOMOWHAHTHBIE —aJEHOBMPYCHBIE HaCTHIBl 26 CepoTwia,
cozepxkaiue reH 6enka S Bupyca SARS-CoV-2, B kosmuectse (1,0+0,5) x 10" wactu.
Bcnomozamenvuvie 6eugecmaa: tpuc(ruapokcumeTni)aMuHomeran — 1,21 mr, Hatpus Xjopua —
2,19 wmr, caxapo3za — 25,0 mr, noaucopbar 80 — 250 MKr, MarHus Xjopuaa rekcarujapar —
102,0 mkr, 3JITA munatpueBas conb auruapat — 19,0 mxr, atanon 95 % — 2,5 Mkn, Boa A
UHbeKUM 10 0,5 M.

Komnonent II conepxut:

Jleiicmeyrougee  6eugecmeo:  peKOMOWHAHTHBIE — AICHOBUPYCHBIE HacTHLBI 5  CEpOTHIIa,
cofepxaiiye reH 6enka S Bupyca SARS-CoV-2, B kommuectse (1,0+0,5) x 10" yactuw,
Bcnomozamenvhvie éeuyecmaa: Tpuc(rupoKcUMeTHI)aMuHoMeTal — 1,21 mr, HaTpus XJopua —
2,19 wr, caxapo3za — 25,0 mr, nomucopbar 80 — 250 MKr, marHus Xjopuaa rekcaruapar —
102,0 mkr, DJITA nunatpuesas conb auruapart — 19,0 mkr, ataHon 95 % — 2,5 Mkn, Boaa s
uHbeKkuuMi 10 0,5 M.

Onucanue

3amopoorcennuiii npenapam
Kommnounent I. PactBop 3amMopokeHHBIH — MIOTHAas 3aTBepieBlIas Oe0BaTOro IBeTa Macca.
[Tocne pasMopakMBaHMs: OTHOPOJHBIM OECLBETHBIM WJIM C JKEJITOBATHIM OTTEHKOM ClJIeTKa
OnaJeCLIMPYIOLLUNA pacTBop.
Komnounent II. PacTBop 3aMOpOXeHHbIN — TUIOTHAas 3aTBep/eBIIas OEJOBAaTOrO IBETa Macca.
[Tocne pa3MopaXMBaHUSA: OTHOPOJIHBIA OECLBETHBIH WM C KEJITOBATBIM OTTEHKOM Clierka
onajecUMpyOLUMi pacTBop.



JKuokui npenapam

Kommnonent 1. OiHopo/1HbI# GeCLBETHBIN WM C JKEITOBAThIM OTTEHKOM CJIETKa ONasieCUMpYOLIMM
pacTBop.

Komnonenr I1. OHOpo 1HBII OECIBETHBIN WK C )KEJITOBATHIM OTTEHKOM CJIETKa OMaJIECUMPYOLIMHA
pacTBop.

XapakTepHcTHKA

BakuuHa nosiyyeHa OMOTEXHOJIOTMYECKMM MyTEM, MPU KOTOPOM HE MCMOJIb3YETCs MAaTOr€HHbIN
st yesioBeka Bupyc SARS-CoV-2. [IpenapaTt cOCTOMT M3 ABYX KOMIIOHEHTOB: KOMIOHEHT | n
komnoHeHT I1.

B cocraB kommoHeHTa | BXOAMT pPEKOMOMHAHTHBIM aJEHOBUPYCHBIM BEKTOpP Ha OCHOBE
aJlcHOBUpYca yelioBeka 26 ceportumna, Hecyiuii ren Oenka S Bupyca SARS-CoV-2, B cocraB
KoMroHeHTa Il BXOJWT BEKTOp Ha OCHOBE aJICHOBHMpPYCa YEJIOBEKA 5 CEPOTHIIA, HECYLUHH TeH
Oenka S Bupyca SARS-CoV-2.

®apmakorepanesTuyeckas rpynna: MHbII-sakuuna
Koa ATX: JO7B

PapmakosioruyecKkne cBoiicTa

BakuuHa uHayuupyet GopMHUpPOBaHUE IyMOPAJbHOIO U KJIETOYHOTO UMMYHMUTETa B OTHOLIEHUH
KOpOHaBUPYCHOM WH]eKIMH, BeI3bIBaeMoii BUpycoM SARS-CoV-2.

MmmyHooruyeckast 53pheKTHBHOCTD

HMMmyHonoruueckue cBOWCTBa M 6€30MacHOCTh BAKLMHBI M3y4Yalld B Pa3jIMYHBIX KJIMHHYECKHX
MCCIIeJOBAHUSX Y B3POCIIBIX J0OPOBOJIbIIEB 000€ro noJjia B Bo3pacte ctapuie 18 yieT.
[Ipome)xxyTOUHBIN aHaIW3 WMMYHOTEHHOCTHM TOKa3all, YTO BaKUMHA (OPMHUPYET WUMMYHHBINA
oTBeT y noOpoBosibleB. [Ipu McciieoBaHMM TyMOpaJbHOTO MMMYHHOTO OTBETa CBIBOPOTKH
100pOBOJIBLIEB OBUIM MpOAHAJIW3UPOBaHbl HAa HAMYME aHTUTEN, CHEeUM(UUYHBIX K PELEnTop-
CBSI3BIBAIOIIIEMY AOMeHy riaukornpotenHa S Bupyca SARS-CoV-2 Ha 42-if geHp OT Havaja
BaKI[MHALIMK: B TPYMIEe BaKIMHUPOBAHHBIX CPEHEE T€OMETPUUYECKOE 3HAYEHHE TUTPA AHTHTEN
cocraBuno 8996, yposenb cepokonBepcun — 9825 %. Ilpu cpaBHenun yposHs RBD-
crieliM(PUIECKUX AHTHTET MEX/IY BO3PAaCTHBIMM CTpAaTaMHM CTATUCTUYECKHM 3HAUYMMas pasHMLA
Obl1a mokaszana it rpynnel 18-30 €T OTHOCHUTENBHO OCTaJBHBIX BO3PACTHBIX TPYIII: CpeHee
reoMeTpuYecKoe 3HaueHue TUTpa aHtutes coctaBuio 18102-22067, ypoBeHb CEPOKOHBEPCHH —
100 %. YpoBHH aHTHTE] JOCTOBEPHO HE pa3liMualich y MYKYMH M skeHIMH. Ha 42-# nenp ot
Hayajlla BakKUMHAIMM CPEJHUN TeOMETPUYECKMH TUTP HEUTPAIM3YIOIIMX aHTHTEN Y
MMMYHHU3MPOBaHHBIX 100poBOJIbLIEB cocTaBui 44,47, ypoBeHb cepokoHBepcun — 95,83 %.
CTaTHCTHYECKM 3HAYMMOM pasHMIBI Yy JA0OpOBOJIBLIEB PA3JIMYHOIO I[0Jla W BO3pacTa He
BBISIBJIEHO.

WMmmynusauust  npenapatom  ['am-KOBW/I-Bak  dopmupyeT  HanpsKeHHbIH — aHTUICH-
crieupUUYecKridi  KJIETOUHBIH MPOTUBOMH(EKIMOHHBIH WMMYHHUTET TIPAKTHYECKH Yy BCeX
00ceJ0BaHHBIX  100poBONbLEB  (OPMHPOBAHHWE AHTHUTEH-CIIELMPHUYHBIX KIETOK 000MX
nonynsuuii - T-numdormros: T-xennepusix (CD4+) wu  T-uurorokcuyeckux (CD8+) u
J10cToBepHOMY ToBbIIeHHIO cekperinn UDHY).

3alUTHBIM TUTP AHTUTEN B HAcTosiiee BpeMsi Heu3BecTeH. [IpogosmKHUTENbHOCT 3allUThI
HEM3BECTHA.

Kinunuueckue — WccieioBaHMs 1O M3YYEHHWIO  STHMAEMMOJIOTHYECKOH  2((MEKTUBHOCTH
MPOIOJDKAKOTCS B HAcTosiee Bpemsi. 110 JaHHBIM MPOMEKYTOHYHOTO aHain3a >P(PeKTHBHOCTh
cocrasisieT 6onee 91 %.

IToka3anusi K NPpUMEHEHH IO
[Tpodunaktuka HoBoM KopoHaBupycHoM napekimu (COVID-19) y B3pocieix cTapme 18 net.



IIpoTuBOoNOKa3aHusA

— I'unepdyBCTBUTEIBHOCTh K KAKOMY-TMOO KOMIIOHEHTY BaKLMHBI MM  BaKIIMHE,
coJiepKalleit aHaJIOTHYHbIE KOMITOHEHTHI;

—  TSDKeJIble a/liepruyeckue peakliuy B aHaMHe3e;

— ocTpele MH(EKIMOHHBIE U HeWH(DEKIMOHHBIE 3a00JeBaHUs, 00OCTPEHHE XPOHHYECKUX
3a00JieBaHU — BaKLMHALIMIO TIPOBOASAT yepe3 2-4 HeAeNu I0CJIE€ BbI3JOPOBICHHS HIIH
pemuccun. Ilpu Hersmkensix OPBU, octpeix mnHpekunonHslx 3aboneBanmsax XKT —
BaKLIMHALMIO MTPOBOJAT MOCIE HOPMAJIU3ALIUU TEMIIEPATYPhI;

— OepeMeHHOCTh U MEePUO/] IPYAHOTO BCKapMIIMBAHHS;

— Bo3spacT 10 18 ser (B CBS3M € OTCYTCTBHEM JaHHBIX 00 d3(QPEKTUBHOCTH W
0€301acHOCTH).

[IpoTBOMOKa3aHus 115 BBeIeHUs1 KOMMoHeHTa [1:

— TSDKeJIble  MOCTBAKI[MHAJIBHBIE OCJIOXKHEHHUS (aHaUIAKTHUECKMH IIOK, TSKEJIbIe
reHepaTM30BaHHBIE aJIEprUYecKre peakiyH, CyJIOPOKHBIA CUHIPOM, TEMIIEpaTypa Teia
Boiiie 40 °C u T.11.) Ha BBEACHUE KOMITOHEHTA | BaKUIMHBI.

C 0cTOPOKHOCTHIO
[IpMMeHsATh BaKLMHY C OCTOPOXKHOCTBIO MPU XPOHMUECKMX 3a00/IEBAHMAX TEUEHU W MOYEK,
SHIOKPHHHBIX 3a00JIeBaHUSX (BBIPAKEHHBIX HApYLIEHUSX (QYHKIMH LIMTOBMIHOMN KeIe3bl U
caxapHom gauabere B CTagUM  JEKOMIIGHCALMM), TSKEJIBIX  3a00JIEBaHMAX  CHCTEMBI
KPOBETBOPEHHS, dMuiiencuu U apyrux 3abosnebanusx LIHC, octpoM KOpoHapHOM CHHApPOME W
OCTPOM  HapyUIEeHMH  MO3TOBOrO  KpOBOOOpAIEHMS,  MHMOKAapAuTaX,  SHIOKapJIuTax,
nepUKapanTax.
Bcenencreue HenocTaTka MHGOpMAaLMK BaKLIMHALIASL MOKET MPEACTaB/IATh PUCK AJIS CJIETYIOLIMX
IPYIII NMAaLUEHTOB:
- ¢ aQyTOMMMYHHBIMHU 3a00JI€BaHUSIMH (CTUMYJISILIMS UMMYHHOM CHCTEMBI MOXKET TIPUBECTH
K obocTpeHuto 3abosieBaHMs, OCOOEHHO CJIEAYEeT € OCTOPOKHOCTBKO OTHOCHTHCS K
nalMeHTam ¢ ayTOMMMYHHOM NaToJIoruei, UMEILEH TEHAEHLIMIO K Pa3BUTHIO TSKEIBIX
1 KU3HEYTPOKAKOLIMX COCTOSTHUMN);
- €O 3JJ0KaYeCTBEHHBIMH HOBOOOPA30BAHUSMM.
[IpunaTue pelieHus 0 BaKLIMHAUMKM JOJIKHO OCHOBBIBATHCSA HA OLIEHKE COOTHOLLIEHHS TMOJIb3bl U
PHUCKa B Ka)K10¥ KOHKPETHOM CUTYaLWH.

IIpumenenne npu GepeMeHHOCTH U B NEPHO/] IPYAHOI0 BCKAPMJIMBAHHS
[IpenapaTt mpoTHBOMOKA3aH Mpu OEPEMEHHOCTH M B MEPUOJ TPYAHOTO BCKAPMIIMBAHUS, TaK KaK
ero 3¢ dpeKTUBHOCTH ¥ 0€30MaCHOCTH B 3TOT NMEPHO HE U3YyHAIIUCh.

Cnocob npuMeHeHHs H 103bl

Bakipna mnpeaHa3HayeHa TOJIBKO [UIss BHYTPUMBIIIEYHOTO BBeAeHHMs. CTporo 3amnpeiueHo
BHYTPUBEHHOE BBEJICHUE Mpernapara. BakiuHy BBOAST B AEJbTOBHIHYIO MbILILY (BEPXHIOK
TpPeTh HaApYXHOHM TMOBEpXHOCTH Tuieya). [IpM HEBO3MOXKHOCTH BBEAECHHS B JICJIbTOBHIHYIO
MBIIILLY — NIpenapar BBOAST B JIaTEpabHYIO IIMPOKYIO MBILILY Oeapa.

BakumHauuioo npoBojsAT B [Ba dTana: BHavajne komrnoHeHToM | B no3e 0,5 mui, 3arem, vepes 3
Henenu — komronenToMm 11 B 1o3e 0,5 mut.

[Tocne BBeIeHMS BAKLMHBI TMALMEHT [OJDKEH HAXOIMTHCS 10 HAOJIOJACHHEM MEIULIMHCKUX
paboTHUKOB B TeueHue 30 MUHYT.

Ipumenenue saxyunvt npouzsodcmea OI'BY « HULIOM um. H @. 'amaneuy Munzopasa Poccuu
(punuan «Meozamany @IEY « HULIOM uv. H ®. Iamaneuy» Munsopasa Poccuu) (hraxonos) u
AO «bunnochapmy (amnyn)

[lepen BakumHupoBaHueMm ¢uakoH Wi ammyny ¢ komnoHeHToMm | wmnm I jpocraror w3
MOpPO3HMJIBHONH Kamepbl M BBIAEPKHMBAIOT TPM KOMHATHOHM Temrmeparype [0 [MOJHOro
pasmopaxusanus. OcTaTok BKJIFOYEHHH Jbaa He gomyckaetcs! [Ipotupator giakon wim ammyity
CHapyxku canderkoil cnupToBoM ans  yjaaneHus Baark. OCTOPOKHO — MEPEMEIUMBAIOT
CoZIep)KUMOe NoKaunBanueM. He ornyckaercs BCTpsixuBaHue (i1akoHa WM aMITyJIbl!




CHMMAIOT 3alIMTHYIO TJIACTHKOBYIO HAKIIA/KY ¢ (pilakoHa M 00pabaThiBaIOT PE3HHOBYIO MPOOKY
candeTKo CrUpTOBOM. BCKpBIBAIOT aMITyJTy IO LIBETHOM TOUKE.

Mcrnosb3ys 0 JHOPa30BbIii LINPUILL ¢ UTJI0H, 0TOMpatoT 103y 0,5 MIT 171 BBEICHHS MALIUCHTY.

He momyckaeTcsi XxpaHeHHE Pa3MOPOKEHHOTO rpenaparal

[ToBTOpHOE 3aMOpaKMBaHUE He JorycKaeTcs!

Ipumenenue saxyunvt npouzsoocmea AQO «'EHEPHY My (¢rakonos), OAO «DPapmcmandapm-
VaBHUTA» (hraxonos, amnyn) u 340 «JIEKKO» (¢hraxonos)

3amoporcennsiit npenapam

Iepen BakumHUpoBaHWEeM (GAKOH WM aMIy;lny ¢ KomroHeHToM [ wmmm I poctaror w3
MOpO3WJIbHOM Kamepbl M BbIAEPKMBAIOT TIPM KOMHATHOW TeMmmepatype [0 TOJIHOrO
pasMopaxkuanus. OcTaToK BKIIOYEHHH Jibaa He gomyckaetcs! IIpoTuparoT dakoH uim amyity
cHapyxu candeTkoi cnupToBOW Ui ydaneHus Biark.  OCTOPOXHO — MEpeMeIIMBarOT
coJepiKMMOoe nokaurBanrem. He nonyckaercst BeTpsxuBaHue (hiakoHa Wil aMITyJibi!

CHUMAIOT 3aIUTHYIO TJIACTMKOBYIO HAKJIaAKy ¢ (piakoHa 1 00pabaThIBAaIOT Pe3HHOBYIO MPOOKY
candeTkoi cnupToBoi. BCKpBIBAIOT aMITyJTy 10 KOJIBILY WJIM TOYKE HU3JIOMA.

Mcnonb3yst 0AHOPa30BbIii LINPHLL ¢ U0, 0TOMpatoT 103y 0,5 MJ1 1151 BBEIEHUS MALMEHTY.
Eciu mocnenyromye WHBEKIMM MO KAaKOM-TMOO TpUYMHE OTKJIAJBIBAKOTCS, [IOIYCKAeTCs
XpaHeHHe BCKPBITOro ¢yiakoHa WM aMITyJibl — He OoJiee 2 4acoB NMPU KOMHATHOM TeMIiepaType.
[ToBTOpHOE 3aMOpakuBaHue akoHa WK aMITyJibl C pacCTBOPOM HE J0IMyCKaeTcs!

Kuokuit npenapam

Buumanue! He ucnonvzosams uakon wiu amnyny ¢ npenapamom ¢ UOUMbIMU Oehexkmamu
VKYROPOUHOU CUCMeMbl WUNU CMeKId. 3aMopaXcusanue Guakona uiu amnyisl ¢ pacmeopom He
donyckaemcsi!

[IpurotoBnenue pacTBopa A1 MHBEKLHA.

®dnakoH WM aMmmysly [JOCTalOT M3 XOJOIWIbHUKA M  BBIICPKUBAIOT TPU  KOMHATHOM
TemrepaType, J0MycKaeTcs clierka HarpeTh rperapar, HarnpuMep, nojepxkas ero B pykax. He
clielyeT HarpeBath npenapat Boiie 37 °C.

CHHMAIOT 3alMTHYIO TJTACTHKOBYIO HaKIaAKy ¢ (akoHa v 00pabaThIBalOT PE3MHOBYIO TIPOOKY
candeTkoil CMMPTOBOM MM BCKPBIBAIOT aMIlyJly MO KOJIbLly WJIM TOUYKE U3JIOMa.

HMcrnonp3yst 0 JHOPA30BbI MIPHIL ¢ UTJIOH, 0TOMpatoT 103y 0,5 M1 U1 BBEIEHUS MALIMCHTY .
Ecnu nocnenyromme WHBEKIMM 10 KaKOH-TMOO TPUYMHE OTKJIA[ABIBAIOTCSA, [OTyCKaeTCs
XpaHeHHe BCKPHITOro (iakoHa UM aMIlyJibl He 0oJiee 2 4acoB NPU KOMHATHOM TeMIepaType.

IIpumenenue saxyunvl npoussodcmea 340 « bUOKAJl» (¢hrakonos)

[lepen BakumHupoBanuem ¢uakoH ¢ komrnoHeHToM | uam I 1ocTaroT n3 MOpO3UIIBHON KaMephl U
BBIJIEP)KMBAIOT [IPU KOMHATHOM Temreparype /0 TOJHOro pa3mopaxuBaHus. OcTaTok
BKJIFOYEHMH Nbjaa He gomnyckaercst! [IpotuparoT ¢uiakoH cHapykH caadeTkod CrMpTOBON 1Uist
yaanenus Baaru. OCTOPOXKHO MEPEMEIIUBAIOT COAEPKUMOe MokadyuBanueM. He poryckaercs
BCTpsiXMBaHHe (akoHa!

CHMMAIOT 3alIMTHYIO TJIJACTUKOBYIO HAaKIaAKy ¢ (iakoHa W 0OpabaThiBalOT Pe3HHOBYIO NMPOOKY
casneTKOi CTUPTOBOM.

Hcnonb3yst 01HOPA30BbIi MNPHIL ¢ UTJI0H, 0TOMparoT 103y 0,5 M1 11 BBEIEHHS MALUEHTY.
Ecan nocnenyiomide WHBEKLUMW 10 Kakoi-1MOO TMpUYMHE OTKJIAAbIBAIOTCSA, JOIMYyCKaeTCs
XpaHeHHe BCKPBITOro ¢uiakoHa 1o 3 mut He OoJiee 2 yacoB MPU KOMHATHOM TEMIIEPAType.

He nomyckaercst xpaHeHHe pa3MOpOKEeHHOTO Tpernapata Bo ¢uakonax o 0,5 m!

[ToBTOpHOE 3aMOpakMBaHKe HE JOMycKaeTcs!

Buumanue! K ucTnONb30BaHUIO HETIPUTOAEH Mpernapar (KUIKUA W/HMIM 3aMOPOKEHHBIH) C
nedeKTaMM yKYNOpOUHOM CHCTEMbl W/WIIM HapyLIEHHOW MapKMpPOBKOW (hakoHa WM aMIlyJibl,
NPy W3MEHEHWH (U3MYECKMX CBOMCTB pacTBOpa (MYTHOCTb, OKPalIMBAHHWE), HETPaBHIBHOM
XpaHEHUM W/ UM € UCTEKIITMM CPOKOM TOJTHOCTH.



V¥ Undopmarys 11s MeIMIMHCKUX paO0THUKOB, BBITOIHAOIIMX BAKIMHALMIO JICKAPCTBEHHBIM
TNpenapaTom: JaHHbIA JIeKAPCTBEHHbIN MpernapaT 3aperMcTpUpoBaH MO 0CO0OM mpouexype
PErMCTPALIMK, B CBS3M C 4eM HeoOXoauMo yBeIomisaTh PDenepanbHyto ciyx0y Mo Haa3opy B
cepe 3apaBOOXpaHeHHss O KaXIOM (aKTe NMPUMEHEHHUs JEKapCTBEHHOTO Tpernapara, myTeM
BHeCeHHMs: MH(POPMaLMK B COOTBETCTBYIOLIMI pa3aes uHdopmamonHoii cuctemsl EIMC3.

IToGounoe neiicTBHe

HesxenaTtenbHble SIBJICHUS, XapaKTEpHbIE [JIs1 PUMEHEHHUs] BAKLMHBI, BBISBJICHHBIC B paMKax
KJIMHMYECKUX MCCIIeOBAHMM, a TaK)Ke MCCIIeJOBAaHUN JPYTMX BAKLIMH HA OCHOBE aHAJIOTHYHOM
TEXHOJIOrHYeCKOM MmIaropmbl, OBbIBAIOT MPEUMYILECTBEHHO JIErKOW MM CPEAHEH CTeneHH
BBIP@KEHHOCTH, MOTYT pa3BUBAThCs B TMEPBbIE-BTOPBIE CYTKM TIOCJIE BaKUUHALMK U
paspemaroTcsi B TeYeHHME 3-X Tocaeayrolux AHed. Yame Apyrux MOryT pasBUTHCS
KpPaTKOBPEMEHHbIE obune (HeNmpoAOIKUTEIbHBIH rpUnmnono100HbIi CUH/IPOM,
XapaKTepU3YIOIMIHCS 03HOOOM, TOBBILICHHEM TEMIEPATypbl TeJa, apTpaJruel, MHAITUCH,
aCTeHHMEH, OOIIMM HEJOMOTAaHMEM, TOJIOBHOW 00JIbI0) M MecTHbIe (0O0JIE3HEHHOCTh B MECTE
WHBEKIIMK, THUMEPEeMHs, OTEYHOCTh) peaklUMu. PekomMeHayeTcs Ha3HaYeHHWe HECTEPOMIHBIX
npotuBoBocnanuTenbHbix cpeAacTs (HITBC) npu nopeimennn TeMnepartypebl Mocjie BaKIHHALUH
M aHTUTUCTAMUHHBIX CPE/ICTB MPH BBIPAKEHHON MECTHOM peaKLIMu.

Pexxe oTMeuarOTCs: TOINHOTA, HCTIETICHS, CHUKEHWE alleTWTa, HHOrJa — YBEIUYCHHE
pervoHapHeiX JAMM(OY310B. Y HEKOTOPHIX MALMEHTOB BO3MOMKHO Pa3BUTHE aJlJICPrHYECKUX
peakiuii, KpaTKOBPEMEHHOE TOBBIIIEHUE YPOBHSI MEUEHOYHBIX TPAHCAMMHA3, KpEaTWHWHA W
KpeaTuH(ocHOKMHA3BI B CBIBOPOTKE KPOBH.

B paMkax mnpoBeleHHBIX KJIMHUYECKUX MCCIEI0BaHMI O€30MacHOCTH, MEPEHOCUMOCTH M
uMmyHoreHHoct niperiapara 'am-KOBWJI-Bak mocnie BakiHauuy ObLIM 3aperHCTPUPOBAHBI
cnenyromue HA:

«O01iMe HapyleHUs] ¥ peaklMd B MECTe BBEICHUs»: rurneprepmus, 00jb, OTEK, 3yJ B MECTE
BAaKI[MHALIMHU, acTeHUsI, 00JIb, HEIOMOTaHHUe, MMPEKCHS, TOBBIIIEHUE TEMIIEPATY Pl KOXH B MECTe
BaKLIMHALMHU, CHIKEHME anmeTuTa. YacToTa pa3BUTHS — OYEHb HaCTO U YacTo.

«Hapy1ieHus: co cTOpOHBI AbIXaTeIbHON CUCTEMbI, OPraHOB IPYJHOM KJIETKH M CPEIOCTEHHSI»:
60/b B POTOTJIOTKE, 3aJI0)KEHHOCTh HOCa, TMeplIeHue B ropse, puHopes. Hactora pasBuUTHS —
4acTo.

«HapyuieHnsi co CTOpOHBI HEPBHOHM CHCTEMbI»: TOJOBHas 00/ — 4YacTO; TOJIOBOKPYKEHHMS,
0OMOPOKH — PeIKO.

«Kemy104HO-KHILIEUHBIE HAPYLIEHHUS»: TOLTHOTA, PBOTA, AUCIENICHS — YacTo.

«JlabopaTopHble W  MHCTPYMEHTAJbHbIE  JAHHBIE»:  PAa3HOHAIPABJICHHBIE  OTKJIOHEHHS
nokasatejiel MMMYHOJIOPHYECKOrO CTaTyca: MOBbIIeHHe uucia T-muMpouMTOB, yBeIHYEHHE
MPOLIEHTHOTO COAEPIKAaHUSI JTUM(OIMTOB, CHMIKEHHUE YHMCJIA €CTECTBEHHBIX KJIETOK-KUIUIEPOB,
yeenuuenre kosnmuectBa CD4-numdonntos, cHikerne kommdectBa CD4-numdonmros,
noBbilIeHHe uuciaa B-numdouuros, cHibkenue uuciaa B-nuMpouuTOB, NOBBILIEHHE 4HCIIA
€CTECTBEHHBIX KJIETOK-KHIUTEPOB, ToBbIeHHe konuuecTBa CD8-1uMponnToB, MOBBIIEHHE
ypoBHs ummyHornobymuea E (IgE) B kpoBu, ysemwuenue cootHomenus CD4/CDS,
yMmeHblenre cootHomenns CD4/CDS8, mnosbieHre ypoBHs uMmyHornoOynuna A (IgA) B
KPOBH, YMEHBIIEHHE TPOLEHTHOrO cojepkanus suMpormToB CD8. OTkioHeHMst B olOuieM
aHaJIM3e KPOBHU: yBEJMYEHHE MPOLEHTHOTO COJEPXKaHUS JIMM(MOLMTOB, CHHKEHHE MOKA3aTels
reMaToKpUTa, yBeJMueHue Yucia JUM(OIMTOB, MOBLILIEHWE CKOPOCTH OCEJaHHUsT SPUTPOLIMTOB,
MOBBILIEHWE YHC/Aa JIGWKOLIMTOB, TOBBIIIEHHE YHWCJIA MOHOLMTOB, TOBBIIIEHHE 4HCIIA
TPOMOOLIMTOB, CHUKEHHE YHCTa HEHTPOUIIOB, CHIDKEHHE YhciIa TPOMOOUMTOB. OTKIIOHEHWS B
o0111eM aHaau3e MOYM: SPUTPOLIUTHI B MOYE.

Bonemmuereo  HS  3aBepumnuce  BeizgopoBieHueM 6e3  mocieactuit.  JlaGopatopHbie
OTKJIOHEHHS HE WMeIW KIMHMYECKOro 3HauyeHWs (He HyXJaduch B TPOBEICHUH
JOTMOJHUTEIbHBIX AMarHOCTUYECKUX MPOLEAYp U Ha3HAYEHUU Teparnm).

IlepenosupoBka
O ciyyasx nepeao3MpoBKH He cOOOIIANOCH.



YuuTHIBas, YTO OTIYCK JEKAPCTBEHHOTO TMperapara [OMyCKaeTcs TOJNBbKO s JiedeQHo-
npoduIaKTHYECKUX  YYpexJeHWi, a  camMa  BaKUWMHALKMSA  TIPOBOAMTCS  TOJIBKO
KBaIM(ULIMPOBAHHBIM MEIULIMHCKAM MEPCOHANIOM, PUCK NMEPEN03UPOBKU KpailHEe HU30K.
O/IHAKO MOJKHO TIPEATNOJIOKUTh, YTO NPHU CIYy4aWHOW MeEpeI03UPOBKE BO3MOIKHO Ppa3BUTHE
YKa3aHHBIX BBIIIE TOKCHYECKHX M TOKCHKO-aJNIEPrMYecKUX peakluid B osiee THKENON CTEMeHH.
Crneuuduuecknx aHTUAOTOB K NpenapaTy He CyLIECTBYET.

TepaneBTHyeckre MepOTIPUSTUSI B JaHHOM Clly4ae OyAyT BKJIIOYATh CHMIITOMAaTHYECKYHO
TEparuio B COOTBETCTBUH c MOKa3aHUSMHU (xaporonmkarormue/HITBC U
J€CEHCUOUIM3UPYIOLIME CPEICTBA, KOPTMKOCTEPOUABI — MApEeHTEPAJbHO TMPH BbIPAXKEHHOM
TOKCHKO-aJIIEPrUYeCKOM CHHApOME). PeUM HazHaueHwWsl TpenapaTtoB JOKEH ObIThb BbIOpaH
COTJIACHO PEKOMEHIALUSIM TI0 TIPUMEHEHHIO U I03MPOBKaM [JaHHOIO JIEKAPCTBEHHOTO CPE/ICTRA.

B3aumopeiicTBHe ¢ APYrHMH JIeKAPCTBEHHBIMH CPEACTBAMH
He uzyuanoce.

Oco0ble yka3aHusi

V  NauMeHToB, TMOJYYAlOIMX  HWMMYHOCYIPECCHBHYIO  TEpanvio, M  TNAUMEHTOB ¢
UMMYHOIE(DHUIINTOM MOXET He Pa3BUTHCS JOCTATOYHBIH MMMYyHHBIH oTBeT. [TosTomMy mpuem
MpernaparoB, YrHETAIOIMX (YHKIMIO UMMYHHOH CHUCTEMBI, NPOTHBONOKA3aH B TEUYEHHE, KaK
MHHHMYM, | Mecsilia 10 ¥ 1ocJie BAKIIMHALIMY W3-3a PUCKA CHU)KEHHSI UMMYHOTEHHOCTH.

BiausiHue Ha CHOCOOHOCTL YHPABJASTH TPAHCHOPTHBLIMH CpPEACTBAMH, MeXaHH3MaMH
WccreioBanus 10 U3y4YeHHUIO BJIMSTHUS BAKLMHBI Ha CIMIOCOOHOCTH YNPABJISATh TPAHCIIOPTHBIMH
Cpe/ICTBAMM M MOTEHLIUAILHO OMACHBIMU MEXaHU3MAMHU HE TMPOBOJUITUCE.

®opma BbINIYCKA

PacTBOp /171 BHYTPUMBIIIEYHOTO BBeAeHUs, KomroneHT | — 0,5 mi/no3a + kommnonent II — 0,5
mu1/a03a.

3amopooicennviit npenapam

[Ipu_npomssoactee  PIBY «HULIDM wum. H.®. Tamanen» Munzapasa Poccun (busman
«Mearamany ®I'BY «HULIDM um. H.®. amanen» Munsapasa Poccun): mo 0,5 mn (1 1o3a)
Ka)kJ0ro KOMIIOHEHTa MNpernapara Bo ()JIaKOHbI, YKYTOpEHHbIe MPOOKaMU W3 PEe3nHbl, 0OKaTble
ATFOMUHHEBBIMU WJTH AJTFOMOTIITACTUKOBBIMH KOJITTAUYKAMM.

| ¢pnakon komroHeHTa | ¢ MHCTPYKIMEH MO MPUMEHEHHMIO MOMEIIAIOT B MAYKy KapTOHHYIO WM B
nayky M3 KapToHa KopoOowHoro; | c¢nakoH kommoHenta Il ¢ MHCTpyKUMeH MO TPUMEHEHHIO
MOMEIIAIOT B Ma4YKy KAPTOHHYIO MITH B NMa4YKy U3 KAPTOHA KOPOOOUYHOTO.

[Ipu npomnssozicTBe AO «bunHobapmy:

no 0,5 mn (1 103a) KaKI0ro KOMIIOHEHTa MpenapaTa B amItyJibl 3 OeCLIBETHOIO CTEKIA ¢ LBETHOM
TOYKOH.

[To 5 ammys1 KaXI0ro KOMIOHEHTA Tpernapara MoMEaloT B KOHTYPHYIO SUEHKOBYIO YITaKOBKY M3
TUIEHKH TTOJTMBUHUIIXJIOPUIHOM.

[To 1 KOHTYpHO# SYEMKOBOM YNaKOBKE BMECTE C MHCTPYKLIMEH 110 IPUMEHEHHIO TIOMELIAIOT B MaYKy
U3 KapToHa.

[1pu npoussoacree Ha AO « 'EHEPUYM»:

no 3,0 mi (5 103) KaKI0r0 KOMIOHEHTa — BO (hJIAKOHBI, YKYTIOPEHHBIE NPOOKAMH PE3UHOBBIMM,
¢ 00OKaTKOM KOJIMaYKaMy aJTFOMUHHEBO-TIJTACTUKOBBIMHU € KOHTPOJIEM MIEPBOTO BCKPBITHS.

1 ¢akon ¢ komnoneHToM | mim ¢ komroHeHToM I BMecTe ¢ MHCTpYKIMEH MO MEIULIMHCKOMY
NPUMEHEHHMIO — B Ma4Ky M3 KapTOHa ¢ MIOPOJOHOBBIM JIEPKATEIEM W3 MEHOMOJINY peTaHa.

[Tpu npoussoactee Ha 3A0 «JIEKKO»:

mo 3 mia (5 [03) KaKI0ro KOMIOHEHTA mpernaparta — BO (hJIaKOHBI, YKYTIOPEHHbIE NMPOOKaMu
PE3WHOBBIMH, € OOKATKO#M KOJIMauyKaMH aJlOMHHMEBO-TUIACTUKOBBIMH € KOHTPOJIEM TEPBOTO
BCKPBITHSI.




[To 1 ¢nakony c¢ komrnoHeHToM | wau ¢ kommoHeHToM Il BMecTe ¢ MHCTpyKUMEH IO
MPUMEHEHHIO — B TMa4Ky M3 KapTOHA ¢ TIOPOJIOHOBBIM JIEPXKATEIEM U3 TIEHOTOJIHY pEeTaHa.

[1pu npoussoactee Ha OAO «Papmcrangapr-YpaBUTAx:

o 0,5 mut (1 103a) KaXKI0ro KOMITOHEHTA TpernapaTa B aMITyJibl U3 OECLIBETHOTO CTEKJIA.

[To 5 ammys Kaa0ro KOMIIOHEHTa TIperapaTa — B KOHTYPHYIO SMEHKOBYIO YIIAKOBKY W3 TUICHKH
TMOJMBUHWIIXJIOPUIHOM.

[lo 1 KOHTYpHOIi SUEHKOBOM yrakOBKE BMECTE ¢ MHCTPYKLMEH 1O NPUMEHEHMIO — B TAuky M3
KapToHa.

[To 3 ma (5 103) KaXI0ro KOMIOHEHTa rpenapara — BO ()IaKOHBI, YKyTIOPEHHbIE MPOOKamMu
PE3MHOBBIMH, ¢ OOKAaTKOM KOJNavykaMu aJlOMHUHHMEBO-TUIACTUKOBBIMU C KOHTPOJIEM TMEPBOro
BCKPBITHS.

[lo 1 ¢nakony ¢ xommnoneHntoM | wim ¢ komroneHtoMm Il BmecTe ¢ WMHCTPYKIMEH 10
MPUMEHEHHUIO — B MAYKy U3 KAPTOHA C MOPOJIOHOBBIM JEPKATENIEM U3 MEHOINOJINYPETaHA.

[1pu npoussoactee Ha 3A0 «BUOKA]I»:

no 0,5 mur (1 mosza) mam no 3,0 mut (5 703) Kaa0ro KOMIIOHEHTa mpernaparta BO (hJIaKOHBI,
YKYMOpPEeHHbIE PE3UHOBBIMU MpOOKaMM, ¢ OOKaTKOM aJIOMMHMEBBIMH  KOJIIIAYKaMH ¢
MIacTUKOBOM Kpbitkoid Tumna «flip-offh.

1 pnakon 6R ¢ komrnoHeHTOM | MK kKoMMoHeHTOM 1 ¢ MHCTPYKLMEH 110 IPUMEHEHUIO — B MAYKY
KapTOHHYIO.

| ¢nakon 2R ¢ komnoHeHToM | win koMrnoHeHTOM Il B KOHTYypHOW AYEHKOBOM YINAKOBKE W3
[IBX ruieHKH ¢ HHCTPYKIMEH 10 MPUMEHEHHUIO — B MTAYKy KaPTOHHYIO.

JKuokuit npenapam

I1pu npousBoactee Ha AO «'EHEPUYM»:

mo 3,0 mu (5 103) KaKI0ro KOMIOHEHTa — BO ()JIAKOHBI, YKYMOPEHHbIE MPOOKAMHU PE3MHOBBIMH,
¢ 0OKaTKOM KOJIMavyKaMu alFOMUHHUEBO-TIJTACTUKOBBIMU € KOHTPOJIEM TIEPBOTO BCKPBITHSI.

| ¢nakon ¢ komnoneHtoM | unm ¢ komnoHeHToM Il B KOHTYpHOHN A4E€MKOBOH YIAKOBKE M3
TUICHKM TTOJIMBUHMIIXJIOPUIHOM MM TIOJMATHIEHTepedTasaTHOW BMecTe € WHCTPYKIMEH IO
MEIULIMHCKOMY TPUMEHEHHIO — B MayKy M3 KapToHa wiu 0e3 KOHTYPHOW AYEHKOBOM yMaKOBKH
BMECTE C MHCTPYKLMEH M0 MeJIULMHCKOMY MTPUMEHEHHIO — B KAPTOHHYIO MayYKy ¢ MOPOJIOHOBBIM
JeprKaTresieM U3 MeHONOIMypeTaHa.

[1pu npoussoactee Ha 3A0 «JIEKKO»:

no 3 M (5 103) KaxkJI0ro KOMIIOHEHTa Tipernapara — BO (hIaKOHBI, YKYNOPeHHbIe MpoOKamMu
PE3MHOBBIMH, C OOKATKOM KOJMayKaMu alOMUHHMEBO-IJIACTUKOBBIMU C KOHTPOJIEM [EPBOIO
BCKPBITHSI.

1 ¢nakon ¢ xomnoHeHToMm [ mimm ¢ komroHeHTOM Il B KOHTypHOM A4eHKOBOW yNaKoBKe W3
MUJIEHKU TOJMBUHUIXJIOPUAHON WM TMOJIMITHICHTEepeTalaTHOW BMECTE C MHCTPYKLMEH M0
MEIMIIMHCKOMY TIPUMEHEHHIO — B Ta4yKy M3 KapToHa iy 06e3 KOHTYpHOH AYEMKOBOH yMaKOBKH
BMECTE ¢ HHCTPYKIMEH 10 MEAMLMHCKOMY TMPUMEHEHHUIO — B KAPTOHHYIO MavKy ¢ MOPOJOHOBBIM
AepKaTesieM U3 NEeHONOoIMypeTaHa.

[1pu npoussoactee Ha OAO «Papmcrangapt-YhaBUTA»:

o 0,5 mu1 (1 103a) KaXKI0ro KOMIOHEHTA Tperiapara B aMITyJibl U3 OeCLIBETHOTO CTEKJIA.

[lo 5 ammyn Kaxaoro KOMITOHEHTa Mpernapara — B KOHTYPHYIO SYEMKOBYIO YTIAKOBKY M3 TICHKH
MOJIMBUHWITXJIOPU/THOM.

[lo 1 KOHTYpHOH SYEHKOBOM yNakOBKE BMECTE C MHCTPYKLMEN IO NPUMEHEHHIO — B MAavKy H3
KapToHa.

YeaoBusi XxpaHeHHs

3amopooicennviit npenapam

XpaHuThb B 3aLIMILEHHOM OT CBETA MecTe, Mpu TemrnepaType He Bbillie Munyc 18 °C. [losTopHoe
3aMOpa)KMBaHHUE He JIOMyCKaeTcs.

XpaHUTh B HEIOCTYITHOM IS IETEH MecTe.



Kuoxkui npenapam
XpaHUTh B 3alIMIIEHHOM OT CBeTa MecTe, rnpH temneparype ot 2 10 8 °C. He 3amopaxuBarts.
XpaHWUTb B HEJOCTYIHOM /15 IETEN MECTe.

Yci0Busi TPAHCNIOPTHPOBAHUS
3amopooicennviii npenapam
TpaHcrnopTupoBaHue npenapaTa npu Temrepartype He Beiie Munyc 18 °C.

Kuokuit npenapam
TpancnoprupoBanue npenapara npu temnepatype ot 2 a0 8 °C. He 3amopaxusatsb.

Cpok rogHoctu

3amopoorcennwviii npenapam

KomnoneHnt | — 6 mecsiues. Komnonenr Il — 6 mecsiues.
He npuMeHsTh M0 UCTEUEHUM CPOKA TOAHOCTH.

JKuokuii npenapam
Komnonenr I — 2 mecsiia. Kommnounenr I1 — 2 mecsa.
He npumeHsaTe o ucTeueHUH cpoka roJHOCTH.

YeaoBusi ornycka: s 1ie4eOHO-NpoPUIaKTHUECKUX YUPEIKICHUMN.

IIponsBoauTenn

HaumeHoBaHus M ajpeca NPOM3BOACTBEHHBIX IUIOIIAJA0K MPOU3BOAUTENEH JEKApCTBEHHOIO
npernapara:

1) ®I'bY «HULIDM um. H.®. TI'amanew» Munzgpasa Poccuu (¢umman «Mearamamy OI'BY
«HALDM nm. H.®. INamanen» Munzapasa Poccun), Poceus, 123098, r. Mocksa, yauua ["amanen,
1. 18 (Bce craauu nMpou3BOACTBA).

2) AO «bunnodapm», Poccusi, 124460, r. Mocksa, r. 3eneHorpaz, yi. Koncrpykropa I'ycbkoBa, 1.
3, ctp. 1 (oumcTKa, po3uB (TIepBUYHAS YTIAKOBKA), BTOpUYHAs (MOTpeOUTETbcKas) YITaKOBKa).

3) AO «'EHEPUYMp, Poccus, 601125, Bnanumupckas o0na., [lerymmHckuit paiion, moc.
Bonbrunckmit, yn. 3aBojackasi, crtp. 263 (NMPOM3BOACTBO TOTOBOM JIEKAPCTBEHHOH (OpPMBI,
MIepBUYHAs ¥ BTOpPUYHAs (MOTpeOUTEbCKas) YIIaKOBKA).

4) 3A0 «JIEKKO», Poccus, 601125, Bnagumupckas o6n., [letymmHckuii paiion, mnoc.
Bonsrunckuit, yn. 3aBoackas, ctp. 277; 601125, Bnagumupckas o6u., IleTymmHckuit paioH,
noc. Bosnbrunckuit, yi. 3aBoackasi, ctp. 279 (MpOU3BOACTBO FOTOBOW JIEKAPCTBEHHOH (OpPMBEI,
nepBUYHasi U BTOpUYHas (MOTpeOuTeNIbeKast) yaKoBKa).

5) OAO «®apmcrangapr-YdaBUTA», Poccusi, PecnyGnuka bamkoprocran, r. Ya, yu.
Xynaibepauna, 1. 28 (MpOM3BOACTBO TOTOBOM JIEKAPCTBEHHOH (POPMBI, MEPBUYHAS M BTOPUYHAS
(norpeburenbckas) yrnakoBka).

6) 3A0 «BUOKA/I», Poccust, 198515, r. Cankr-IlerepOypr, n. CtpenbHa, ya. Ceasu, a. 38,
ctp. 1 (IIpPOW3BOJACTBO TOTOBOM JIEKAPCTBEHHOW (OPMBI, TMEPBUYHAsS W BTOPUYHAS
(noTpeburenbckas) yrnakoBka).

Buinyckaiowuii konmpons kavecmea
Owman «Megramany ®I'BY «HULIDM um. H.®. Namanew» MunsapaBa Poccun. Poccws,
123098, r. Mockga, ynuua ['amanen, 1. 18.

Baajenen perncTpanMoOHHOrO yJI0CTOBEPEHHsI/OpPraHu3anysi, NPHHUMAKIIAS NPEeTeH3HH
noTpedoMTe/Is1:

®I'BY «HaumoHanbHblil MCCIeA0BATEIbCKUI 1LIEHTP SMUIEMUOIOTMM M MUKPOOMOJIOTMH WMEHH
nouetHoro akagemuka H.®. ["amanen» MunuctepcTsa 31paBooxpanenusi Poceuiickoit ®eznepaunu
(®I'bY «HULIDM um. H.®. I'amanen» Munzapasa Poccunm).

E-mail: info@gamaleva.org
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12643.100.3-12083030343432333235373937,

1.26433.131.1.1-120C303037373334303133323134, street=Y/MUA



