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VHCTPYKLIUA MO MEAULIMHCKOMY
NPUMEHEHMUIO MPEMAPATA

@® [uackuimecm®

AnnepreH TybepkynesHblii peKOMOMHAHTHbIM B CTaHAAPTHOM
pa3BefeHun, pacTBOp A5 BHYTPUKOXHOTO BBEEHHS

[vackuHtect® AnnepreH Ty6epkynesHbll pekoMOUHaHT-
HbIl B CTaHAAPTHOM pa3BeAeHun npepacTaBnAer coboun
PEKOMOVHAHTHBIN 6enoK, MPOAYLMPYEMbIN TEHETUYECKU
mMoanpuLMpoBaHHOI KynbTypoii Escherichia coli BL21
(DE3)/pCFP-ESAT, pa3BefeHHbIi B CTEPUIBHOM W30TOHU-
Yeckom pocpaTHOM BypepHOM pacTBOpE, C KOHCEPBAHTOM
(peron). CopepxuT fABa aHTUreHa, NPUCYTCTByOLME B
BUPY/IEHTHbIX LITaMMax MUKobakTepuini Tybepkynesa u
OTCYTCTBYIOLLME B BaKLUMHHOM LuTamme BLK.

PETMCTPALIMOHHbIA HOMEP
JICP-006435/08

COCTAB

OpHa po3a (0,1 mn) npenapata COAEPXKUT: PEKOMOUHAHT-
HbIn 6enok CFP10-ESAT6 - 0,2 mKr, HaTpuii poCcPOpPHOKMC-
NbliA ABYy3aMeLLeHHbI 2-BOAHbIN, HATPUA XNOpUE, Kanui
$OoCcHOPHOKNCBIN  OAHO3aMeELLEeHHbIN, nonucopbat 80,
deHon, Bogy ans uHbekumin — 4o 0,1 mn.

ONMUCAHUE
BecuBeTHas npo3payuHas XUAKoCTb.

OAPMAKONTOTUHECKAA MPYTNA
MWBI - annepreH.

KO ATX VO1AA20

MMMYHOJIOTUYECKUE CBOMCTBA

[lenctBre npenapata [JMackMHTECT® OCHOBAHO Ha BblfBe-
HWUW KIEeTOYHOr0 UMMYHHOTO OTBeTa Ha cneuuduyeckue
ana Mycobacterium tuberculosis aHTurenst. Mpw BHYTPY-
KOXHOM BBeAeHUM [InacKMHTECT® Bbi3blBaeT Yy NnL € Tybep-
KynesHol nHdeKumen cneynduueckyio KoXXHyo peakuumio,
ABNAIOLLYIOCA  MPOABMIEHNEM  UNepPYyBCTBUTENBHOCTN
3aMe[}/IEHHOTO TuMa.

HA3HAYEHUE

[InackuHTecT® npepHasHauyeH ANA NOCTAHOBKU BHYTPW-
KOXHOW Mpobbl BO BCEX BO3PACTHbIX rpymmnax ¢ Uenblo
VHAMBWAYaNbHON 11 MAacCOBON AMArHOCTUKU TyGepKynes-
HOM MHEeKLUY, BKtoYaloLlel B cebs:

[MarHoCTUKy Ty6epKynesa y nnL, OTHOCALUMXCA K rpyn-
nam BbICOKOrO p1cKa no 3abonesaHuio Tybepkynesom, B
CoYeTaHuy C ApYrMmy MeToaamu;

BbISIBNIEHWE ML, C BbICOKAM PUCKOM Pa3BUTUA aKTVBHO-
ro Tybepkynesa (nateHTHaa Ty6epKynésHas nHdexuyus)*;
anddepeHUManbHyto 4UarHOCTUKY MOCTBAKUMHANbHOM
(BLIXK) 1 nHpeKumnoHHOM anneprum (rmnepyyBCcTBUTENb-
HOCTV 3amMmeAneHHoro T1na);

oLEeHKY 3bdEKTVBHOCTM MPOTUBOTYOEPKYNE3HOTO Neve-
HWA B COYETaHWM C APYrMMU METOLaMM.

B cBsi3n C Tem, 4TO MpenapaT He Bbi3biBAET peakuuto
TMNepyYyBCTBUTENBHOCTW 3aMeANIEHHOro TUMNa, CBA3aHHYI0
¢ BaKkumHayuei BLK, npoba c npenapatom [JuackuHtect®

He MoXeT ObiTb uUcCnonb3oBaHa ANA OT6Opa nvy Ha
BaKUMHauumio 1 peBakumHauymio BLK (BLIXK-M), ogHako ee
pesynbTaTbl HEOOXOAVNMO YUWTBIBATb NPU MPUHATAN peLle-
HWA 0 NPOBEAEHNN UMMYHU3aLMN MPOTUB TybepKynesa.
Ona  puddepeHumanbHON  [UArHOCTMKM  Tybepkynesa
npoby c npenapatoM [WackMHTECT® NPOBOAAT B KOMM-
neKce C KNVHNKO-NabopaTopHbIM U PEHTFEHONOMMYECKUM
obcnegoBaHvem. [InAa  HabnoAeHvs 3a  nauveHTamu,
COCTOAWMMM Ha yyeTe y pTU3MaTpa, C PasNUHbIMK NPos-
BIeHVAMU TybepKynesHon nHbeKLUK, B YCIIOBUAX MPOTU-
BOTY6epKye3HOro yupexxaeH s BHYTPUKOXKHYIO Npoby ¢
npenapatom [JUackuHTeCT® NPoBOAAT NPY KOHTPONIbHOM
obcnefoBaHUK BO BCEX rPynmnax AUCMAHCEPHOTO yyeTa C
MHTepBanom 3-6 mecaues.

*) NaTeHTHas Ty6epKynesHas MHPEKLMA — COCTOAHME CTOM-
KOr0 VMMMYHHOrO OTBETa Ha aHTUreHbl MuKobaKTepuin
Tybepkynesa (Mycobacterium tuberculosis), npu oTcyTcTBUM
KIVHNYECKNX NPOABEHUI akTUBHOW GpOpMbl TybepKyne-
3a.

CMOCOB MPUMEHEHWUA U JO3UPOBKA

Mpoba npoBOAMTCA MO Ha3HauyeHWio Bpada [AeTAM,
noApocTkam 1 B3POC/bIM  CreyuanbHo  0byyeHHON
MEeANLIMHCKON CecTpon, UMeloLlen AoNyCK K MpoBeAeHNto
BHYTPUKOXHbIX TecToB. [penapaT BBOAAT CTPOro BHYTPU-
KOXHO. [1na nposefeHua npobbl NPUMEHAIOT TybepKynu-
HOBbIE WMPULIbI Y TOHKNE KOPOTKME UTfbl C KOCbIM CPe30M.
MNepen ynotpebneHnem HeobxoaMMo NPOBEPUTH AaTy UX
BbIMYCKa 1 CPOK FOAHOCTW.

®nakoH C npenapaTtoM Mocne BCKPbITUA [AOMycKaeTcs
XpaHuTb He 6onee 2 vacos. LLUnpuuem Habupatot 0,2 mn
(nBe posery Mpenaparta AVackMHTECT® 11 BbINMyCKaloT pacT-
BOP 10 MeTKM 0,1 MN B CTEPUbHbIA BaTHbIA TaMMNOH.
Mpoby npoBoaaT o6ciefyembiM B onoxeHun cuas. Mocne
06paboTKN yyacTKa KOXU Ha BHYTPEHHEN MOBEPXHOCTU
cpefHeit Tpet npeanneyba 70 % 3TUNOBLIM CNUPTOM, B
BEpPXHME C/IOWN HaTAHYTON KOXMW NapannenbHO ee NnoBepx-
HocTu BBOAAT 0,1 Mn npenapara [JuacknHTecT®.

Mpw noctaHoBKe Npobbl, Kak NPaBuUno, B Koxe obpa3syertcs
narnyna B Buae </IMMOHHOW KOPOUYKU» pasmepom 7-10 mm B
AnameTtpe 6enoBaToro LBeTa.

Jlnyam, y KOTOpbix B aHamHese WMeNUCb NpOSBIEHUA
Hecneynduyecko anneprum, npoby pekomeHayeTca npo-
BOAWTb Ha ¢OHe npuema [eceHCMBUNMU3NPYIOLWUX
npenapaTtoB B TeueHue 7 gHewn (5 gHel [O MOCTaHOBKU
npobbl 1 2 iHA Nocne Hee).

YYET PE3YJIbTATOB

Pe3ynbtaT npobbl oueHuBaeT Bpay unu obyyeHHas mep-
cecTtpa yepes 72 4 OT ee NMOCTaHOBKM, MyTeM U3MepeHus
NpOo3payHoO NMHENKOW MonepeyHoro (Mo OTHOLLEHMIO K
ocv npegnneybs) pasmepa runepemunt v MHdUNbTpaTa
(nanynbi), B MM. [UNepemMunio yumTbiBalOT TONIBKO B Cllyyae
OTCYTCTBUA MHUNBLTPaTa.

KpuTepuu oueHKr OTBETHOI peakuyuy Ha npoby inackuH-
TecTa® NpeacTaBneHbl HAXe:

Kateropus peakuun | Kputepum oueHKu

OtpuuatenbHas MonHoe oTcyTcTBMEe uHUAbTPaTa ©
TMNEepeMUM UNKM  Hanuune <yKonouHom
peakummn» 40 2 MM.

ComHuTenbHas Hanuume runepemuu 6e3 nHpunbTpata.

MonoxwutensHas Hanunune nHunbTpata (nanynsl) nioboro
pa3smepa.
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Pa3smep nHounbTpaTa A0 5 MM.
Pasmep nHdunbTpata ot 5 40 9 MM.

Cnabo BbipaxeHHas
YMepeHHO
BblpaXKeHHas
BbipaxeHHas
l'vinepepruueckan

Pasmep nHdwmnbTpata o1 10 10 14 MM,
Pasmep uwHbunbTpata 15 Mm u 6Gonee;
BE3UKYIOHEKPOTUYECKME U3MEHEHWsA; W
(nnn) numdanHronT, NUMdageHnT, He3aBu-
CMO OT pa3mepa UHOUbTPaTa.

B oTnunune oT peakuuu rmnepyyBCTBUTENBHOCTU 3amefn-
NIEHHOTO TWUMA, KOXHble MPOABMEHNA Hecneynduyeckomn
anneprun (B OCHOBHOM runepemMus) Ha npenapar, Kak
npasuno, HabnogalTca cpasy Nocse NOCTaHOBKY NPobbl 1
yepes 48 - 72 4 06bI4YHO UcUe3aloT. [JUacknHTECT® He Bbi3bl-
BaeT peakuun rurnepyyBCTBUTENbHOCTV 3ameaneHHoro
TWNa, CBA3aHHOW C BaKuuHauwmen BLIXK.

Jlnua € COMHUTENBHON W MONOXWUTENbHON peakunen Ha
[nacknHTecT® nopnexar KOMMnekcHoMy obcnefoBaHuio
Ha Ty6epKkynes.

He y Bcex UHGULMPOBaHHBIX JINL, MOXET Pa3BUTbCA rnep-
UyBCTBUTENIBHOCTb 3aMeANIEHHOro TUna Ha npoby [uac-
KunHTecTa®. CywecTByoT GaKTopbl, CHUKaloWwme 3Ty peak-
umio, TaKue Kak: BUY, akTuBHbIN Ty6epKynes ¢ BbipaXXeHHbI-
MV MMMYHOMaTONOMMYECKUMI HapyLIEHUAMK, Bbi3BaHHbI-
MU TSXKENbIM TEYEHWEeM npoLiecca; conyTcTBytowme 3abo-
NeBaHNs,  COMPOBOXAAWLLWMECA  VUMMYHOAEPULINTHBIM
COCTOAHMEM.

B yuyeTHbIX [OKyMeHTax AJ1A perncrtpauuv pesynbTaToB
npo6bl yKka3blBaloT: a) Ha3BaHve npenaparta; 6) npeanpusa-
TUe-V3roTOBUTENb, HOMEP Cepuu, CPOK FrOAHOCTY; B) AaTy
NOCTaHOBKM Mpo6bl; ) MecTo BBeAeHUA npenaparta (nesoe
VNV NpaBoe npeanieysbe); ) peynsrat npobbl.

MPOTUBOMOKA3AHUA AJiA NMOCTAHOBKW AO3bi
OcTpble 1 XpoHuyeckue (B nepnop o6ocTpeHuns)
nHbEKUMOHHbIe 3a60n1eBaHNA 3a UCKITIOYEHNEM CllyYaeB
NoA03pUTENbHbIX Ha TybepKynes;

comatuyeckume n ap. 3abonesaxus B nepuop obocTtpe-
HYs;

pacnpocTpaHeHHble KOXHble 3aboneBaHus;
annepryuyeckme CoCTOAHUA;

« anunencus. ¥

B [AeTCKUX KOMNekTvBax, rAe WMEeTCA KapaHTWH Mo
[ETCKUM MHbeKLMAM, Npoba NPOBOAWTCA TONMbKO nocne
CHATUA KapaHTWHa.

MOBOYHOE AENCTBUE

Y oTAenbHbIX UL, MOryT HabnloaaTbCA KpaTKOBPEMEHHble
npr3Haku obLen peakumn: HelomoraHue, ronosHas 6onb,
NnoBbiLLeHNe TemnepaTypbl Tena. .
B3AMMOZENCTBUE C APYTMMW JIEKAPCTBEHHbIMU
MPEMAPATAMU

3[0pOBbIM NMLEM C OTPULLATENBHBIM Pe3ynbTaTomM Npo6bl
npodunakTnyeckme npususkn (kpome bLIXK) moxHo npo-
BOAUTb HEMOCPEACTBEHHO MOC/E OLEHKM 1 yyeTa pesysb-
TaTta npobbl.

MocTaHoBKy Npobbl ¢ npenapatom [nacknHTecT® cnegyet
nnaHupoBatb A0 NpoBeAeHua NpodunakTnyecknx npw-
BUBOK. ECn npodunakTuyeckme NnpuBMBKY NPOBEAEHbI, TO
npoby ¢ npenapatoM [WackMHTECT® OCYLIeCTBNAIT He
paHee, Yem Yepes 1 MmecaL NOCNe NPUBUBKU.

OCOBbIE YKA3AHUA
Mpenapat NPUMEHAETCA BHYTPUKOXHO B MAHUMaNbHON

[l03€ 1 NPaKTNYeCKN He NPOHMKAEeT B CUCTEMHbIV KPOBO-
TOK. [03TOMY OCOBEHHOCTV MPVMEHEHNA Y NauUeHToB C
HapyLUeHNAMN GYHKLM NMEYEHN 1 MOYEK OTCYTCTBYIOT.
Bo3pacTHble orpaHuuyeHvsi npumeHeHua [uacknHtecta®
OTCYTCTBYIOT.

MpumeHeHvie Npy 6epeMeHHOCTN U naKTaumnm

[eiicTBre NpenapaTa Ha *KeHLWuH B nepuoy bepeMeHHOCTN
W NnakTayum He K3y4YeHO, HEM3BECTHO TakxKe BAWAHME Ha
nnog u penpoayKTvBHyio GyHKuuio. KoxHaa npoba Auac-
KUHTECTa® B KOMMMEKCHOWN AuarHoctuke Tybepkynesa y
6epeMeHHbIX KeHLLNH MOXeT ObITb NCMONb30BaHa TOMbKO,
ecnn npepnonaraemas nonb3a Af1A Matepu MpesbllLaeT
noTeHUManbHbi puUcK Ana nnoga. [laHHble o nonagaHun
npenapara B MOJ/IOKO XEHLUMH MPpU NaKTaLum OTCYTCTBYIOT.

BNUAHUE HA CITOCOBHOCTb YMPABJIATb TPAHCMOPT-
HbIMU CPEACTBAMU U PABOTATb C MEXAHU3MAMU
OTCYTCTBYIOT [aHHble O HebnaronpusaTHOM BAUSHWN
npenapara Ha CNoCobHOCTb YNpPaBnATb TPAHCMOPTHBIM
cpeAcTBaMU 1 paboTaTb C MEXaHU3MaMK.

OOPMA BbINMYCKA

Mo 1,2 mn (12 go3) unu 3 mn (30 g03) B CTEKNAHHBIX Gnako-
HaX, YKYrMopeHHbIX Mpobkamu pe3vHOBbIMU C OBKaTKoW
Konnaykamm anioMUHNEBO-MIAaCTUKOBbIMA C KOHTPONEM
nepBOro BCKpbITUA.

1 unu 5 $pNakoHOB B KOHTYPHOW AYENKOBOW yrnakoBKe 13
MAEHKV NOMMBUHUAXIOPUAHON WA NONuU3TUNEeHTepedTa-
naTHoM.

1 KOHTypHaa AYelikosasa ynakoska C 1 ¢nakoHom unu 1
WY 2 KOHTYpHble AYENKOBble YNakoBKW C 5 dnakoHamu
BMeCTe C VHCTPYKLUMeR Mo MPUMEHEHMIO - B Mayke u3
KapToHa.

YCNOBUA TPAHCMOPTUPOBAHUA U XPAHEHUA

B ycnoBuax «xonofoBoi Lenu» B COOTBETCTBUM C Tpebosa-
Husamu CM 3.3.2.1248-03 npm Temnepatype ot 2 fo 8 °C. He
3amMopaxuBatb. [lomnyckaeTca TpaHCMopTUpOBaHWe npu
Temnepartype He Bbiwe 15 °C — He 6onee 7 CyTOK.
[lonyckaeTcA ofAHOKpaTHOE XpaHeHue npu Temnepatype
He Bblwe 15 °C — He 6onee 15 cyToK Uu He Bbiwe 25 °C — He
6onee 7 cyTokK.

XpaHuTb B HEJOCTYMHOM ANs AeTe MecTe.

CPOK XPAHEHUA

2 roga

He 1cnonb3oBath Mo UCTEYEHUM CPOKA FOAHOCTY, YKa3aH-
HOTO Ha yrnakoBke!

YCNOBUA OTMYCKA U3 AMNTEK
[na neuyebHO-NPOOUNAKTNYECKUX U CaHUTapHO-Npodw-
NaKTUYECKUX YUPeXKAEHNN.

HA3BAHUE U APEC MPOU3BOAUTENA

AO «TEHEPUYM»

Poccus, 601125, Bnagumnpckas o6n.,

MeTywmnHcKui panoH, noc. BonbruHckun, kopnyc 17,
T/$ +7 (49243) 72-5-20, 72-5-14.

PEKNTAMALUN

MpeTeH3un notpebuTeneit HaNpaBnNATbL B agpec

AO «TEHEPUYM»

Poccusn, 601125, Bnagumupckas obn.,

MeTywuHCcKiA panoH, noc. BonbruHckuii, kopnyc 17,
T/¢: +7 (49243) 72-5-20, 72-5-14.
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