HHPEITAPAT «/IMACKHUHTECT>»
ISt AMATHOCTUKH TYOCepKYJAe3HOU MH KN
y AeTeHr U B3POCabIX

KoJuiekTuB aBToOpoB

3a0oseBaemMocTh TYOepKyJe30M no 1anubiM BO3 H 2010r.




TUATHOCTUKA

®EJEPAJIBHBIN 3AKOH
18 uronsa 2001r.

Ne 77-D3

«O MMPEAYNPEXJIEHUU
PACIIPOCTPAHEHUSA
TYBEPKYJIK3A B
POCCHUHUCKOHN
®EJIEPALIUN»

MaccoBoe exeroaHoe
00cJIeI0BaHNE HACEJICHUS
JJIsi AKTUBHOI'O
BbISIBJICHUA TyOepKYyJie3a
NMPOBOJAMTCSH Y B3POCJBIX
MeToa0M (piarooporpaduu,
y AeTeH — ¢ MOMOIIbI0
TyOepKYJINHOANATHOCTHUK
7

| (mpo6a MaHnry).

Jloo0ciemoBaHme:

HHCTPYMEHTAJIbHbIE,
JJadopaTopHbIeE,
KJIMHUKO-
PEHTTeHOJIOTUYECKUe

METO/IbI.

IIpo6a Manty (mpo6a Ilupke, TyOepKyJ/JInHOBasK
npoda, Ty0epKyJIHHOAMATHOCTHKA, tuberculin
skin-test, PPD test) -MeToa uccijienoBaHus
HAMNPSKEHHOCTH HMMYHHUTETA K BO30YIUTEJII0
Ty0epKYyJie3a ¢ NOMOIIBI0 OLICHKH MECTHOH,
KOKHOM peaKki My HA TYOCPKYJIUH.




NCTOPUA TYBEPKYJINHOANATI HOCTUKH

*TyGepKkyAH B ero KaaccideckoM BHAe ObIA 11300peTeH B 1890 1.
PoGeprom Koxom. Bpau IInpke B 1907 roay BrepBbIe HPEAAOIKIA
IIPHIMEHATh TYOePKYAIIH AAA AIIATHOCTHKH TyOepKyaesa. Bpau
ManTy npeAsosKIIA BHYTPHKOKHOE BBeAeHIIe TyOepkyanHa. IIpoGa
B Moaudpurarmn Maxty npuMeHAeTca B Poccnn ¢ 1965 roaa.

* TyGepkyanuH— 5T0 A3aT MUKOGaKTepuil TyOepKkyaesa,
HHAKTUBHPOBaHHBIX HarpepaHieM. C koHIa 60-x roaos 20-ro
CToA€TUA OBIAII pa3paboTaHbI O0Aee YIICThIE IIPenapaTbl
1907: @ TvOepryauna, rak HasbiBaemble PPD (Purified Protein Derivate —
OUHINEHHBIII AepHBaT OeAka), KoTopble IIPUMeHAOTCA I IO cell
von AeHb. B Poccun npumenserca npemnapat IIITA-A, 1.e. ounmeHHbIII
Pirquet TyOepKyAlH, moAydeHHBIN M.A. ATHHIKOBOI B 1965 roay.

*TyOepRy/IHMHOTHATHOCTHKA, WM mpoda MaHTy, Ha
npotskeHmnt 100 JreT mpoao/rkaeT oCTABATHCH OTHIIM I3
Hall0oJIee  IMIPOKO pacrpocTpaHeHHBIX MeTO/T0B
TUATHOCTHKIL TYOepKy/ie3a B Mipe TIPH MACCOBBIX
MMLTEMIIOTOTHYEeCKHX 00C/Ie/IOBAHIIAX HACEe/TeHII.




IHPOBA MAHTY

7] MHUHYCBHI

IlpocToTa MOCTAHOBKH U

Huskasa cnenupuIHOCTH
y4eTa pe3yJbTaTOB PeaKiuu

He BbIABJIsACT pa3jau4um

Hu3kas cToMMOCTD MeKIY APYTMMH BHAAMH
npenapara MHKOOaKTepHil

JlaeT mMoJ10KUTEIbHBIN
pesyiabrar y BIUAK -
BAKIIMHUPOBAHHBIX JIIOJEH

3aBHUCHUT OT aJLVIEPIrUYECKUX
peaKkuuu




IIPOBA MAHTY

IIpo6a eskeroanno nmpoBoauntciaB PP B cpeanemy 20 MAH AeTell
MMOAPOCTKOB:

* 40% AOKHOIIOAOKUTEABHBIX Pe3VABTATOB (8 MAH CAVUYA€B B IT'0OA)

Fikeromubie  pacxodpl, CBfi3aHHbIE €O CKPHHHHIOM, JOMOJHHTEIbHBIM
00cJIe/IoBaHIIeM I JUCIIAHCEPHBIM HAO/IOeHHeM, COCTABIAIOT B P cBhme 2
MILLTHAPIOB pyo.ieit

(pacuem 3aAmpanm 6KJII4a/i CmMoumMocnb H{]-’ﬁ@p!{]b’l HUHA, HIJOL{(?()}-’])!)I }1])06’(3()(3}!%
np()ﬁbl, Kypca npeeemnmmoii mepanuu U MUHUMOIbHbIE UEHbI mapud)oe Hd
M e()mguuc;cue yaiyeu 6 pajiitutiHbslxX pé’JHOH(L‘C)

C noMombl TYOepKYJIIMHOBOTO TecTa HEBO3MOKHO Jdu(depeHInpoBaTh
AKTHBHBIII nporecc, BakmuHaimw BCG, mareHTHYI0 NHQEeKIHI0, MepeHeceHHbIIn
TyOepKYyJie3, lepeKpeCcTHYI CeHCIOITI3 A AP YTHMIT MITKOOAKTePISIMIL




I'EHOM M. tuberculosis

I eHeTMYEeCKHE KAPTHI

RD 1

M. ftuberculosis
Hi7TRv
4,41 1,52 bp

M.tuberculosis

I'eHom BO30yauTeIA RD1 — 10KB koampyer:

Tyﬁeplcy Jge3a - erly secretary antigenic target
(ESAT) — 6 kD
cofep:kut 0k0J10 4000renoB W . ;e filtrate protein 10 (CFP) — 10 kD




TECTHI 1JS1 UIEHTUOPUKALINU
TYBEPKYJE3HOU UH®EKIIUU IN VITRO

ITo kpoBu - IGRA (Interferon-Gamma Release
Assays) -

QFT (QuantiFERON — TB Gold In—Tube test),
ELISPOT- (Ensyme — linked immunosorbent spod)

OCHOBAHDBI HAa BBICBOOOKACHII Hpnﬁop H3MEPAET
ramMMa-uHTepdepoHa MPH KOHTAKTE KOKAICCTBO
T-aumpounror kKpoBu
nH@UIUPOBAHHOIO MAINEHTA CO BBIACACHHOTI'O raMMa-

crenunpUUeCKIMH AHTHTCHAMII - I/IHTep(l)ep()Ha
oeakamu ESAT-6 u CFP-10

IL-8, etc

]




HEJOCTATKHN ANATHOCTHYECKHUX NUDA
TECT - CUCTEM ( IGRA, QFT, ELISPOT)

Boicokaa ctrouMOCTBh

(or 18 A0 40 eBpo 321 nccaeproBanue)

IloTpeGHOCTE B OCHAILIEHHOIT AabopaTopun

TpeGoBaune k 06paboTKe KPOBU AAA
IMOAAEPIKAHUA JKH3HECIOCOOHOCTH ANMGOIINTOB

BuyTpuBeHHBIE MAHHUNTYAAITUU




JIABOPATOPHBIE OTAIIGI MOJYYEHUA I'NMBPUIHOI' O
BEJIKA CFP10-ESAT6 AJA CO3AAHUS ITPEITAPATA
<JINACKUHTECT>»

pG/CFP10

PEt22b(+) e v

Vector: nsert.
Sacl, Bylll acl, Bam
Nl Hell
CFP10 ESAT6
s e Ainp

HGICFP10/ESATE

OuuIeHHbII
JIKcnpeccuss rHOpUIHOIO

cRP1g  ESATS npemapar
geiee ruOpUIHOro 0esiKa
pEt CFP_ESAT CFP-ESAT B kieTkax CEP-ESAT st

E.coli .
CxeMa KJIOHMPOBAHMS KOKHOM

rHOPUIHOrO OeJIKa JIMATHOCTHYECKO
CFP10-ESAT6 npooLI

B OKCIIPECCHOHHBIN BEKTOP
PET22b(+) (Novagene)




MPENAPAT « ITMACKUHTECT> -
HOBBIN KOKHBIN TECT JJIS1 IMATHOCTUKHU
TYBEPKYJIE3HOU UH®EKIIUN

Kuceaer B.11., ITasr1ie ML.A.
I'mGpuansni 6esox CFP10-
ESAT6, unayrpyrormiii
PeAaKIHIEO
IHIIePYyBCTBHTEABHOCTI
3aMEeAAEHHOI'O THIIA B
otHomennu M.tuberculosis,
KOAHPYVIOIIAA ero XHMepHad
HYKACIHTHOB af KHCAOTA 1
PEeKOMOIHAHTHBII
TAA3SMHIAHBIE
3KCIIPeCCHPVIOIIII BEKTOP, ee
COAep/KAIIIi, CIocob
IMOAYVYEHIA THOPHAHOIO OeAka
1 AO3UPOBaHHAA
AeKapCcTBeHHad (popMa AAA
BHYTPHKOKHOIT HHBEKITHI HA
€ero oCHOBeE.

HA H30BPETEHHE

N 2360926

THBPHIHbINA BEJOK CFP10-ESAT6, HHIYIIUPYIOIIHI
PEAKIIHIO THITEPYYBCTBUTEIBHOCTH 3AME/[JIEHHOTO
THIIA B OTHOIEHHH M.TUBERCULOSIS, KOJIUPYIOIIASI ETO
XHUMEPHASI HYKJEUHOBAS KHCJIOTA U
PEKOMBHHAHTHBIN IIA3MU/IHBIH 9KCITPECCHPYIOIIHIA
BEKTOP, EE COIEP3KAIIUI, CITOCOB [TOJIYYEHHS
TUBPH/IHOTI'O BEJIKA H JO3UPOBAHHAS JIEKAPCTBEHHAS
®OPMA JIJISl BHYTPHKOKHOU UHBEKIIMH HA ETO OCHOBE

latenroobaanarens(m): Kucenee Beegonod Heanoeun (RU),
Hanvues Muxaun Anexcandposuy (RU)

Astop(m): Kucenee Beeeonod Heanosuy (RU), Hanvues Muxaun
Anexcandposuu (RU)

©)
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3aapka Ne 2008109922

puopurer uaobperenna 17 mapra 2008 1.
Japernctprposano B [ocyaapeTBEHHOM peecTpe
usobperennii Poccuiickoii Pexepan 10 urons 2009 2.
Cpox neiicrana natenta nerexaer 17 mapra 2028 r.

Ilarerr Ha m3o6perermne PdD
N22360926, nprioprrer or 17
Mmapra 2008 r.

> Pyxogodumens Dedepansnodl cayrcboi no unmeinexmyaniot
cobc u anaxam
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MPOU3BOJICTBO TUACKUHTECTA

Ha 0a3ze 3A0 «®@apmaneBTHYECKAS
¢pupma «JIEKKO» (BnagumMupckas
00.1.). [Ipou3BoaCcTBO OTBEYAET
2| TpedoBanuaM GMP u BK/I0o4aer B

1 cebsl Bce CTaJMU TEXHOJIOTHYECKOI0
npomnecca (0T co3AaHHsI MacTep-
0aHKa KyJbTYpPbI KJETOK 10
MOJIy4YCHUH FOTOBOH
JIeKAPCTBEHHOI (hopMBbI).

-




JOKIMHUYECKHUE UCCJIIEAOBAHUA

OI'BY IN'ocyaapcTBeHHBIH HAYUHO-HCCAEAOBATEABCKHI
HHCTHTYT CTAHAAPTH3AIHH H KOHTPOAA MEeAHLIHHCKHX
OHOACGIHUCCKHX HpcﬂﬂpﬂTOB HM. A.A.Tapaccnnqa HCHT‘Pa‘\beIﬁ HAVIHO-

Muusapasconpassurus Paccun HCCACAOBATEAbCKIIl HHCTHTYT

Tyoepkyaesa PAMH




JOKIMHUYECKHUE UCCJIIEAOBAHUA

KoHIIeHTpHUPpOBAHHBII
npenapar u CTaHAaApTHoOe
pa3BeeHNe nmpenapara
«/lmackuHTECT):

HCTOKCHYHbI
HoxsmHan4yeckne

He 00J1aXaroT
HCC/IeI0BAHMS MIPOBOIH/INCH
B CpPAaBHEHNH C CCHCI/IﬁHJII/IBI/IpyIO]_[[I/IMI/I
HAIINOHAJILHBIM CTAH/IAPTOM CBOMCTBAMM
~ OYHMINEHHOr0 TYOEPKY/IHHA.

0e30I1ACHBI




OLEHKA I'NIIEPYHYBCTBUTEJIBHOCTH
SAME/IVIEHHOI'O THUIIA
Y MOPCKHX CBHHOK C NOMOIIBI0 KOKHOTI'O TECTa C
pekoMOMHAHTHBIM Oeakom ESAT6-CFP10

JInamMeTp KOKHOU peaKkuuu y MOPCKUX CBHHOK,
HUMMYHU3UPOBAHHBIX:

AHTHT€HBI M. bovis BCG M.avium M.tuberculosis
T -t 89+1,3 8,0x+x14 12,9+ 1,2
(M. tuberculosis)
MI-b 1% 15 0.2 95+ 15
(M. bovis BCG)
MTT-a 8,8+1,5
(M. avium)
ESAT6-CFP10 0,5+1,0

cnennqu — HE BbI3bIBACT IOJIOKUTEIbHBIX PEaKUUid Yy 3J0POBBIX
’KMBOTHBIX U BaKIIUHMPOBaHHbIX BCG

YYBCTBUTC/ICH — moaoKuTeJeH Y 3apaxKeHHBIX, a ¢ HapacTaHHeM
Ty0epKYyJe3HbIX MOPAKEHUH YBEJIUYNBAIOTCH OTBETHbIE PEAKIIUN.




KIMHUYECKHUE UCCIIEAOBAHUA

C 2008roaa B KIIMHUYECKHX HCCIIETOBAHUSX
MU NOCTPEruCTPAIMOHHBIX HAOJIJEeHUAX ObLIO

00CJIeI0BAHO OKOJIO 5,0 TBHIC. 4eJ0BeK, B TOM

qucJie 4,6 TbHIC. 1eTed ¥ MOAPOCTKOB.

B paMKax DenepajabHON [eJIeBOH
IporpaMmsbl Mo 00pbde ¢ COLMAIBLHO 3HAYUMbIMH
3a00/1eBAHUSIMH (mognmporpamma «bopnba ¢
TyOepkyJjae3om») B Teuenune 2009 — 2010 rr. B

permoHsl 0ObLIO mocTaBieHo 6oiee 4,5 MJIH.

HQOﬁ npenapara «/luackKmHTecT>».




KIMHUYECKHUE UCCIIEJJOBAHMUASA

MoOCKOBCKHIII TOPOJACKOI HAYYHO-
MPaKTIYe CKHil eHTp 00pbObI ¢
TyOepKy.1e3oM demapraMeHTa
3MpaBooxXpaHeHHsI . MoCKBBI

x

IHHHWMUA Tyoepkyiaeza PAMH

HHUUA pTusnony ibMOHOJIOT U
ITepsoro MI'MY num. 1. M. CedeHoBa

Cankr-Ilerepoyprcxkmiit HUA
prisnonyiabMoHoorunn Mun3/ a3BuTHA PD

Camap ckuii o01acTHOIL JeTckHil caHaTopiil «FOHOCTBY

IIpoTuBoTyOEepKYy/Ie3HbIe qcnaHcepbl I. MOCKBBI

L

Camap cKkHii 00;1aCTHOI IPOTHBOTYOEPKYJIE3HBIII TICIIAHCED

Ps13aHcKmil 00/1acTHOIT POTHBOTYOEPKYJI€3HBII TIICIIaHCe.




Pe3yabTaThl P00 ¢ npenaparomM «J{MacKUHTECT» U
TyOoepkyaunom IIIII-JI2 B ucciaeayeMbixX rpynmax

Pe3yabTaThl IPoo
Ne rpynnsi

«/ImackuHTECT» Tyoepxyaun IIIA-JI2

IMonoxu- ComHu- OTpuna- IHonoxn- CoMmHH- OTpuna-
TeJbHBIN  TeJbHBIN TeJbLHBIN TeJbHBIN  TeJbHBIN TeJbLHBIN

Boabubie Th opranos apixanust 59 0 0 59 0 0
b Tb
TSKEJTbIM TeUeHHEeM 00J1e3HH

boabubie Th opranos

AbIXaHMSsl, 3aBePIINBIIHE 10 15
Tepanmuio

ITanuenTw! 03 akTuBHOrOo Th
JleT M1 MOAPOCTKHU C
«BUpaxxkom» MaHTy

JeTH ¥ MOAPOCTKH ¢
M0JIOKUTEJbHOM MaHTy Ha
NPOTSKEHUH MPeabIAYyIUX
HECKOJIbKHX JIET

JleTH ¢ 0CJI0KHEHUSIMHU HA
BIUK (6onbHbIe BIIK -
OCTHUTAMM

UTOro




KINMHUYECKOE HCCJIEJOBAHUE

TybGepkyann
Komrunredr Koan- AnackunrecT TITTA-A2
+ -

00CAEAOBAHHBIX YeCTBO +

AeTHn 1 MOAPOCTKH

BoJbHbIEe TY0OCPKYJIE30M OPraHOB AbIXAHUS 60 49 1 59 1
ITanueHThl ¢ BUPAKOM TyOepPKYJIHHOBOI MPOOHI U3 27 17 10 26 1
CEMEIHOr0 KOHTAKTA ¢ 0aKTEPHOBLIAEINTEIEM

IManueHTHI ¢ BUPAKOM TYOEPKYJIMHOBOM MPOOKI ¢ 18 4 14 18 0
HEYCTAHOBJIEHHBIM KOHTAKTOM

IanMeHTHI ¢ THIEPEPTrUYECKOii peaKknueii Ha TyOepKyJIMH 33 18 15 33 0

TanueHTHI ¢ yCHINBAKOIIEHCS TY0OEePKYJINHOBOM 22 6 16 22 0
YYBCTBUTEJILHOCTELIO

IMauuenTsl, AIUTENLHO (00s1€ee 3 J1eT) MMeIoIHe 55 1 54 55 0
0JIOKHTEIbHYIO PEAKIHIO ¢ TYOePKYJIHHOM.

IManuenTsbl, HAGII0IaeMbIe 10 KOHTAKTY ¢ 00JILHLIMHA 23 4 19 18 5

Ty0epKyJae30M 0e3 DaKTepuOBbIIeJIeHUS.

Ianuentsl mocie (ot 1 10 3J1eT) mocjie BAKIUHAIMN WIH 46 0 46 42 4

peBakmuHanuu BIK
BoJsbHble HecnnennpuyeckumMm 3a00/1eBAHUSIMHE OPraHOB JIbIXaHUS 16 0 16 1 15

UTOro: 300 99 201 274 26



CPABHUTEJ/IBHBIE
XAPAKTEPUCTUKU TUACKHHTECTA
U 11PObbI MAHTY

ITAPAMETPBI NAUACKHUHTECT ITPOBA MAHTY
0,2mkr B 0,1 ma ¢ 2 TE Ty0epkyanna

YyBCTBUTEJIBHOCTH 98 — 100 % 85 -90 %

CnenuuyHoCTh 90 — 100 % 40 — 60 %

I'mnep4yyBCTBUTEIBbHOCTD
3amMemieHHOoro Tuna k BIDK Her 50 %
BAKIIMHUPOBAHHBIM

Hanuune ajiepruyeckKux 0,5-1% 10 %
peakumi

Peakuus Ha 0CJI0KHEHUSA OtcyrcTByeT I[MoaoxkurenbHas
nocie BI/K BaknuHanumn




MaHTy

MaumeHnT Y. A.15 neT, 3gopoBa




M. A. 11 n. Ha yyeTte ¢ 2005 r. no noBoAy KOHTaKTa, XumMmmonpod. He
nony4yana




A, 17 net. Ha y4yeTte no nosoay nHpmuuupoBauma Tb ¢ 2004 r., exxerogHas
npeBeHTUBHasA XxeMuoTepanus.




H.A. 9 net TB ouar B nerkux.




C. X. 7 neT, TyOepKynema nerkoro, He rfie4yeH.




PesyabTaThl HpUMEHEHUA AMACKITHTECTA AAA

TCCTI/IPOBaHI/I}I paSAHqHBIX FPYHH ITHAITUCHTOB .

Peakuua MaHTty Anackunrtect

AKTUBHbI JlerouyHbin Bnepsble fletn ¢

TBnocne  mHbUUM - 3A0POBbIE By, neyeHHbIE

Tb nerkux OCNIOXXHEeHUuaAMHU

Tepanuu pOBaHHble oT Tb nocne BLK

BaKLMHaLMMK




Cnacuﬁo 3a BHVIMaHVIe!




