O611ecTBO € OrpaHMYEHHOM OTBETCTBEHHOCTHIO «Komnanus «JITA»
(000 «Kommanus «IJITA»)
Poccus, r. Mocksa

COI'JTJACOBAHO YTBEPXJIAIO
['eHepanbHBIA AMPEKTOP
0QO «IJITEX»
\. Manyiinos
9 O®OTOI'PAOHUYECKHUE U30BPAXEHM

Ha6op peareHTOB [Jis1 KaueCTBEHHOr0 HMMYHO(QEPMEHTHOTO ONpe/eIeHIs
MHTepepoHa-raMma B IUIa3Me KPOBH, BBIJIEJICHHOH U3 relapMHA3MPOBaHHON
LIeNIEHOM KPOBH 4ejioBeKa 11 MaeHTHQUKaLMU T-KIeTOYHOro in vitro OTBETa Ha
aHTHUIeH, aCCOLMUPOBaHHBIA ¢ HHekuuelt Mycobacterium tuberculosis «<UT'PA-
Tb»
no TV 21.20.23-004-78939528-2023
(Ha6op pearenroB « U['PA-Tb»)

r. Mocksa » 2023

3NEKTPOHHAS KONHA OGOPMIEHA LIEHTPOM UCTIbITAHIW W PETUCTPALIMI MEAHLMHCKWX H3OENHIA



000 «KomnaHusa «3N1TA»

Poccus, 1124460, r. MocKBa, BH.TEpP.r, MyHULMNaNbHbIA
OKpyr Cunnmo, 1. 3eneHorpag, yn. KoHCTpyKTopa
FycbkoBa, A. 3 cTp. 4, Ten. +7 (499) 995 25 47

Web: mail@eltattd.ru

Ha6op peareHTOB A1 Ka4eCTBEHHOINO UMMYHO(EPMEHTHOIO onpeaeneHnsa NHTepdepoHa-raawla B
nnasve KpoBU, BblAeNE€HHOW U3 renapuHU3NpoBaHHOM LLeNbHOW KPOBW Yenoseka Ans
naeHTndukaumm T-KNeTo4Horo in Vitro oteeta Ha aHTUreH, accouMnpoBaHHbIil ¢ NHpekunen
Mycobacterium tuberculosis «UrPA-TE» no TY 21.20.23-012-28597318-2023

(Habop peareHtoB «ATPA-TE»)
Py

Il Komnnekt 1. Mpobupku BakyyMHble 47151 3a60pa 1 M KPOBU C IUTUA*TENAPR™»HOM,
1 pa3nenntefibHbIM refleM M aHTUreHHbIM CTUMYNATOPOM (T-aHTureH) - 50 L.
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J «KOW M»UM «3MTTA»
£nq, 1Tr«4BO r MockBa. BH.Tep . MyHULUNaNbHbIA
-, Jyr Cunuwo, r.3enemorpag,3/n. KOHCT;gKTOpa
ErycbitoBa. 4 3¢Tp.4, Ten. +7 (4®)99B-2547
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Habop peareHToB f/18 KaueCTBEHHOI0 UMMYHO(EPMEHTHOTO ONpeensHuS
nnasme KpOBU, BMABNEHHOI U» LeNapyHNanpoaauHoi L&H‘ﬂ/lkposw yenosekaans
WA eHTUGMKALMM T-KNeTQUHOTQ i \AUOC?E'BHa aHTUreH, aCCOLMMPOBaHHBIN C MHdeKLmelt I
M~obocterlum «UIMPA-TB» no TY 21.20.23-012-285973/18-2023

(Hab6op peareHToB «NMPA-TB«>
Py
LKomnnekT 1. Mpo6bupKn BakyymMHbIE A1 3ab0pa 1 M/ Kpesu ¢ )
\N3pennTenbHbIMIENEM Y @aHTUFEHHBIM CTUMYIATOPOM E?B - . I
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PucyHok 1- Habop peareHTOB 15 Ka4eCTBEHHOr0 MMMYHOEPMEHTHOIO ONpeaeneHuns
NHTEpepPOHa-raMmMa B Mnnasme KpoBu, BblAeNEHHON 13 renapuH13NPOBaHHON LIENbHON KPOBK
yenoBeKa AN NaeHTUUKaLUMKN T-KNETOYHOr 0 in vitro 0TBeTa Ha aHTUreH, acCOLMMPOBaHHbIN C
nHekumen Mycobacterium tuberculosis «MTPA-TBE». Mpobupkn BakyyMHble 4515 3a6opa 1 mn

KPOBW C NIUTUI-renapyHOM, pasfaennTeNibHbIM renem n aHTUreHHbIM cTumynaTopom (T-
AHTUIEH)

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



00 «KomnaHus «dNTA»
, oceus, 1124460, r. MockBa, aH.Tep.r. MyHALMNanbHbIA
0 oKpyr CnnuHo, r. 3enexorpag, yn. KoHapykropa
3 ﬂ T A IVcbKoea, g, 3 cTp. 4, Ten. +7 (499) 995 2547
Web: mail#eltaltd.ru

HaGop peareHToB A/151 KAYeCTBEHHOI0 UMMYHO(EPMEHTHOTO onpejeieHNss HTepcepoHa-ramma B
nnasmMme KpoBu, BblAeNEeHHON N3 renapuHN3NpoOBaHHON LieNbHOM KpOoBU Yenoseka AnA

nageHTudmkaumm T-KNeTouHoro in Vitro oreeta Ha aHTUreH, accounmMpoBaHHbI ¢ MHeKLneni
Mycobaocterium tubercuiosis «UrPA-TE» no TY 21.20.23-012-28597318-2023

135,
(Habop peareHtoB «UTPA-TE»») ils'lfs
PY )

Komnnekt 2. Mpo6upkun BakyyMHble 4715 3a60pa 1 M1 KPOBU C IMTUIA-renapyHOM,
pasnenuresnisHbIM refiem 1 uroreMartiloTMHUHOM (MNKO) - 50 L.
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PrcyHOK 2 - Habop peareHToB A/1i KAYECTBEHHOIO0 MMMYHO(EPMEHTHOr0 onpeaeneHns
MHTepdepoHa-raMma B nias3me KpoBu, BbLLENEHHON M3 renapuHU3MPOBaHHOW LieNIbHOV KPOBU
yenioBeka Ana AeHTUMKaumm T-KNeTOUYHOTO in Vitro 0TBeTa Ha aHTUIeH, acCOLMUPOBAHHBIN C
nHpekymen Mycobacterium tuberculosis «TPA-TB». MNpobupkn BakyymMHble 415 3a6opa 1 M
KpPOBW C NUTUIA-renapuHOM, pasfeninTeibHbIM refieM u utoreMarritoTuHMHoM (MKO)

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



00 «KomnaHus «3/ITA»
occua, 1124460, r. MOCKBa, BH.Tep.l. MyHALMNaNbHbIN
OKpyr CunuHo, r. 3enexorpag, yn, KoHapyktopa
3 fl TA TycbkoBa, 4. 3 ¢Tp. 4, Ten, +7 (499) 995 25 47

Web: mail@eltaltd.ru
Hab6op peareHToB AN KayeaBeHHOro MMMYyHOMepMeHTHOro onpeaeneHna nHTepdepoHa-ramma B
nnasmMme KpoBu, BblAEeN€HHOW N3 renapnHN3NpoBaHHON Lie/IbHOW KPOBU YenioBeka Ansa
naeHTudukaumm T-kNeTouyHoro in Vitro oteeTa Ha aHTUreH, accouunpoBaHHbIli ¢ nHekymeni
Mycobacterium tuberculosis «MrPA-TB» no TY 21.20.23-012-28597318-2023

(Habop peareHToB «ATPA-TE»)
Py

Komnnekt 3. Mpobrpkn BakyyMHble A151 3a60pa 1 M1 KpoBW C IUTUIA-TENapuUHOM |
n pasgenurenibHblM refiem (OKO) - 50 L.
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PucyHoK 3 - Habop peareHTOB 151 KQ4eCTBEHHOr0 UMMYHOMEPMEHTHOTO ONpese/ieHNs
MHTepdepoHa-raMmma B nnasMe KpoBW, BblAENEHHONM 13 renapyHU3NPOBaHHON LeNbHON KpoBW
yenoseka 418 naeHTUPUKauum T-KNeTouHoro in vitro 0TBeTa Ha aHTUIreH, aCCOLMMPOBaHHbIN C
nHekumein Mycobacterium tuberculosis «ITPA-TBE». Mpobupky BakyyMHble Ans 3abopa 1 mn
KPOBW C IMTWIA-renapyuHoOM 1 pasgenutensHbiM renem (OKO)

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



PUCYHOK 4 - Habop peareHToB A5 KaYeCTBEHHOr0 MMMYHOMEPMEHTHOMO OMpeAeneHus
NHTepepoHa-raMmma B rnaasme KpoBu, BblAeNEHHON M3 renapuHU3NPOBaHHOW Lie/IbHON KPOBU
yenoseka 41 MAEHTUGMKaLMM T-KNETOYHOrO iN vitro 0TBeTa Ha aHTUreH, aCCOLMMPOBaHHbIIA C
nHekupmein Mycobacterium tuberculosis «TPA-TB». Mpobupky BakyyMmHble Ans 3abopa 1 mn
kposu T-AHTUIEH, MNMKO n OKO

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



00 «Komnawniis *3A9T/1»
occusi, 11246160, t Mocsifia, am TSB I, «<yHUKWNanbHbJ1

Kpyr CunuHo, r. 3eneHorpag, yn. KoHcTpykTopa w
ycbHORAa, [l. 3 cTp. 4. Tea *7 (4991995 2547
eb' mail@eita(td.fu V*N de>
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ANS npocheccnoHanbHOro NpUMeHeHns
TONbKO ANA ANArHOCTUKM in vitro

Ha6op peareHToB AN KA4€CTBEHHOT0 MMMYHO- CoCTas:
(hepMeHTHOro onpeseneHna HTepepoHa-raMmMa B niasme pi. UMMyHocop6eHT- 2 nnanweTa no 96 NYHOK
KpPOeH,BblJleIeHHO U3 renapuHN3NpPOBaAHHON LenbHOW P2. KoHTponbHbIit 06pa3sel-4 ¢pn, nnounnnsatt n
KpPOBW YenoBeka Ans uaeHTUdUKaymn T-kneTouroro INVItr0 p3. PacTeop ans passBeaeHns KOHTPONbHOro o6pasua-L1dn., 7 mn*
oTBeTa Ha aHTWUTeH, accoLNMPOBaHHbIi C MHD ekymnen P4 . KoHbroratNel-1 chn. 6 mn
Mycobacterium tuberculosis «<1rPA-TE» P5-1. KOHUeHTpaT HoHbloTaTa Ne 2 .11-kpaTHbIii-1 chn., 2,5 Mn
noTY 21.20.23-004-78939528-2023 P5-2. PacTBOp ANs pa3BeAeHUs KoHbtorata Np2- 1 con., 25 mn

(Ha60p peaFEHTOB <<I/IFPA-T5>>) P6-1. XpomoreH-1 ¢pn..25 mn

P6-2. PacTBOp ANs pa3BefeHns xpomoreHa-1 ¢, 25 mn

PY P7. KoHUueHTpaT NpOMbIBOYHOTO pacTsopa, 25-kpar,- Zdﬂ.. 50 mn
P8.Cton-peareHT-1 ¢pn.. 25 mn
MMMYHOD epMEHTHOTO ONpegeneHns - Kneiikas nnexka Ans 3aknenBaHus uMmMynocopbemTa- 8 wWT.
ramMmmMa-uHTepdepoHa B naasMe KpoBW YenoBeka - OAHOpa30Bble BAHHOUKN AN1A PEAreHToB- 8 WT.

- 0aHOpPa30oBble CMEeHHble HakoHe4YHUKn (10-300 Mknb 64 wT.
«rAIAfTAA-WHTEP®EPOH-NDA>» - MHCTpYyKUUA No NnpuMeHeHnto Hab6opa peareHToB-1 WT.
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PrcyHoK 5 - Habop peareHToB A1 Ka4eCTBEHHOr0 UMMYHO(EPMEHTHOIO ONpeaeneHuns
VHTepepoHa-raMma B nnasme KpoBu, BbLLeeHHOW U3 renapuHU3MpPOBaHHOM Lie/IbHON KPOBK
yerioBeka 419 NAEHTU(MKaLMN T-KIETOYHOro in vitro 0TBeTa Ha aHTUreH, acCOLMMPOBaHHbIN C
nHeKumein Mycobacterium tuberculosis «FPA-TBE». Obruwin Bug Habopa

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



PUCYHOK 6 - Habop peareHToB A/19 Ka4eCTBEHHOro MMMYHO(WEPMEHTHOIO OrnpeaeneHus
MHTephepoHa-rammMa B nsiasme KpoBW, BblAENEHHOW 13 renapuHU3MpPOBaHHON LieNIbHOM KPOBK
YenioBeKa Ana MAeHTU(MKaLMM T-KNeTOUHOrO in Vitro 0TBeTa Ha aHTUreH, aCCOLUMPOBAHHbIN C
MHtekupein Mycobacterium tuberculosis «ITPA-TB». O6wuin B Habopa

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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PvicyHoK 7 - Habop peareHToB /151 Ka4eCTBEHHOIO MMMYHO(EPMEHTHOIO onpeseNieHns MHTepepoHa-raMmmMa B
Mnia3vie KpoBY, BbIAENEHHOIN 13 renapyHn3MpoBaHHON LieNbHOM KPOBU YenoBeka AN naeHTugukaumm T-
K/METOYHOIO in Vitro 0TBeTa Ha aHTUreH, acCOLMUPOBaHHbIV € MHgeKUmein Mycobacterium tuberculosis «MPA-
Tb». O6Lin B Habopa

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



PucyHoK 8 - Habop peareHToB /151 KQ4eCTBEHHOIO0 MMMYHO(EPMEHTHOIO OnpesesieHNs
NHTepgepoHa-raMma B nnasme KpPoBW, Bble/leHHON 13 renapuHU3NPOBaHHOW Lie/IbHON KPOBU
yesioBeKa ANa MAeHTUMKaLMM T-KNeTOUHOIO in vitro OTBETa Ha aHTUreH, aeeoLMMPOBaHHbIN €
NHMeKUmMen Mycobacterium tuberculosis «MMPA-TB». KOMNOHEHTbI

PUCYHOK 9 - Habop peareHTOB f111 Ka4eCTBEHHOr0 MMMYHOEPMEHTHOIO ONpefeneHus
MHTep(epoHa-raMma B Nna3me KPoBW, BbLLENEHHOW U3 renapMHU3MPOBaHHON LieNbHOI KPOBY
yenoBekKa /1 AeHTUDUKaLMK T-KNeTOUYHOrO in vitro 0TBETa Ha aHTUIeH, aee0LMMPOBaHHBIN C

nHeKumein Mycobacterium tuberculosis «/FPA-TB». KOMMNOHEHTbI
@ 000 LIMPMH (&) INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
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PucyHok 10 - Habop peareHToB A/19 Ka4eCTBEHHOI0 MMMYHO(EPMEHTHOIO OnpeseNeHns
NHTepgepoHa-raMmMa B nsiasme KpoBu, BbLLEEHHOW M3 renaprH1U3MpoBaHHOM LeNIbHOW KPOBU
yesioBeKa ANa UAeHTUPMKaLMM T-KNeTOUHOIO in vitro OTBETa Ha aHTUIeH, acCOLMMPOBAHHbIN C
NHMeKUmen Mycobacterium tuberculosis «AMPA-TE». KOMMNOHEHTHI
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PucyHok 11 - Habop peareHTOoB /15 Ka4eCTBEHHOI0 MMMYHO(EPMEHTHOIO OrNpeaeneHuns
NHTepgepoHa-raMma B nnasme KpoBW, Bble/leHHOM U3 renapyHU3MpoBaHHON LieNbHOW KPOBU
yesioBeKa Ana MAEHTU(MMKALMM T-KNEeTOYHOrO in vitro OTBETa Ha aHTUreH, aCCOLUMPOBAHHBIN C
NHMeKUmen Mycobacterium tuberculosis «MMPA-TBE». KOMNOHEHTHI
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PucyHoOK 12 - Habop peareHTOB [/15 Ka4eCTBEHHOr0 MMMYHO(WEPMEHTHOIO OrnpeaeneHus
NHTepgepoHa-raMmmMa B nsa3me KpoBW, BblAe/IEHHOM U3 renaprHU3MpoBaHHON LieNbHOW KPOBU

IfareH ToP
l/\|T6»

{LleHTpaTt
S. 2.5

cC raooo”f

yenoBeKa A1 UAEHTUGUKALMK T-KNETOUYHOrO in Vitro 0TBeTa Ha aHTUIeH, aCCOLMMPOBAaHHbIN C

nHpekymerr Mycobacterium tuberculosis «TPA-TB». KOMMOHEHTBI

PreyHok 13 - Habop peareHTOB /11 Ka4eeTBEHHOr0 MMMYHOMEPMEHTHOIO OMpeaeneHus
NHTepepOoHa-ramma B niasMe KpPoBW, BbLUEMEHHOW U3 FrenapyHU3MPOBaHHON LiEIbHOW KPOBU

yenoBeKa anA I/I,U,eHTMCbI/IKaLI,I/IVI T-KNeTOYHOro LW Vitro 0TBeTa Ha aHTUreH, aCGOLLMMpOBaHHbIﬁ c

NHMekumein Mycobacterium tuberculosis «MMPA-TB». KOMNOHEHTHI

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

1



NareHToP
U-TbH»
.PomoreH)
1 [ | )

2024-02-14

invitro-,

PucyHok 14 - Habop peareHTOB /19 Ka4eCTBEHHOIr0 MMMYHO(EPMEHTHOIO ONpeaeneHuns
MHTepdepoHa-raMma B nyia3me KpoBu, BbLLENEHHOW 13 renapuHU3MpPOBaHHOM Lie/IbHON KPOBK
yenoBeKa A4n1s MaeHTUPMKaumm T-KNeTOUYHOrO in Vitro 0TBeTa Ha aHTUIeH, acCOLMNPOBAHHBINA C
nHpekymern Mycobacterium tuberculosis «TPA-TB». KOMMNOHEHTbI

PucyHok 15 - Habop peareHToB A/ KaYeCTBEHHOI0 MMMYHO(EPMEHTHOIO ONpeaeneHns
NHTepgepoHa-raMmmMa B nsiasme KpoBu, BbLUENEHHOW M3 renapuHU3MPOBaHHOW Lie/IbHON KPOBW

YenioBeKa ans I/I,Cl,eHTVI(*)I/IKaLI'I/II/I T-KNeTOYHOrO LW Vitro OTBETa Ha aHTUIEeH, aCCOLI|I/II/IPOBaHHbIl7I c

nHekumein Mycobacterium tuberculosis «TPA-TB». KOMMOHEHTBI

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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PucyHok 16 - Habop peareHTOB A1 Ka4eCTBEHHOIN0 MMMYHO(EPMEHTHOrO OnpeaeneHuns
NHTEp(epoHa-ramma B nsiasme KpPoBW, BbLUENEHHOW M3 renapyHU3MPOBaHHOM LieNIbHOM KPOBK
yesioBeka 415 naeHTUPUKaumm T-KNeTOYHOrO in vitro 0TBETa Ha aHTWUIeH, aCCOLUMPOBAHHbIN C
NHMeKumein Mycobacterium tuberculosis «MMPA-TB». KOMNOHEHTHI

«<NIN'PA-Tb»

P8. Cton-pea™”’,
B M/1

3T-Ur-11-0X.50

-

PucyHok 17 - Habop peareHToB /151 Ka4eCTBEHHOIr0 MMMYHOMEPMEHTHOIO OrMpeaeneHuns
NHTepgepoHa-raMma B nsia3me KpoBW, BbLUENEHHOW M3 renapuHU3MPOBaHHON Lie/IbHON KPOoBW
yesioBeKa ANa UAeHTUMPMKaLMK T-KNeTOYHOrO in vitro OTBETA HA aHTUIeH, aCCOLMMPOBaHHBIN C
NHMeKUmen Mycobacterium tuberculosis «MMPA-TB». KOMNOHEHTHI

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Pucynox 18 - Ha6op peareHTOB 111 Ka4€CTBEHHOTO HMMYHO(EPMEHTHOTO ONPEAETICHHS
HHTepdepOHa-raMMa B IlJla3Me KPOBH, BhIIEIECHHOM H3 renapyHA3MPOBaHHOM LEeJIbHON KPOBH
yesoBeKa Ul HACHTHOHKAUMH T-KIeTOUHOrO in Vitro 0TBETa HA AHTHI€H, ACCOLMHPOBAHHBIMH C
undexuueii Mycobacterium tuberculosis «<AT'PA-Tb». KoMIOHeHTbI

14
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PucyHok 19 - Habop peareHTOB A/11 KQHeCTBEHHOI0 MMMYHO(WEPMEHTHOIO ONpeaeneHms
NHTepgepoHa-raMmmMa B njasme KpoBsu, BbLUENEHHON M3 renapuHU3MPOBaHHON Lie/IbHON KPOoBW
yesioBeka Ana UAeHTUMMKaumy T-KNCTOYHOIoO W Vitro 0TBeTa Ha aHTUIeH, aCCOLMMPOBaHHbIN C
NHMekumen Mycobacterium tuberculosis «MMPA-TB». KOMNOHEHTHI

15

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



PucyHok 20 - Habop peareHTOB 41151 Ka4eCTBEHHOr0 MMMYHOMEPMEHTHOIO ONpeaeneHus
NHTEPEepPOHa-ramMmMa B naasme KpoBW, BbLLENEHHOW M3 FrenapuHU3MPOBaHHOM LieIbHOW KPOBW
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yenoBeka And naeHTUdMKaymm T-KNeTOYHOro in vitro 0TBeTa Ha aHTUIeH, acCCOLMMPOBAaHHBIN C
nH(ekumen Mycobacterium tuberculosis «AMPA-TE». KOMNOHEHTHI
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