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NCNOJib3OBAHUE

PeareHT Onst KONMYeCTBEHHOro onpeaeneHys in vitro anb-
6yMl/IH B B1ONIOMNYECKNX XKIAKOCTSIX.

nPUHUMN
AnbbymuH n BCG caasbiBatoTcst npu pH 4,2 n abcopbuyst
komnnekca BCG-anbbymuHa namepsieTcs npu 628 HMm.
Mpu pH 4,2 anb6byMWH OeACTBYET Kak KaTUoH AJ1sl CBS3U
C @HVIOHHbBIM MUrMEHTOM.

NMOCTABJIEHHbIE KOMIMOHEHTbI
TonbKo gng uenen guarHoCTuKM in vitro.
KoMnoHeHTbl Habopa cTabuibHbl 4O COpPOKa rogHOCTM,
YKa3aHHOr o Ha yrnakoBKe.
XpaHuTb B MecTe, He NOABEPXKEHHOM MPSIMbIM COJHEY-
HbIM JyYam.

ALB R1 0100: 2 x 50 mn (KnAaxui) cuHAa Kancyna

0400: 4 x 100 mn (KnAaxui) cuHAg Kancyna

CocraB: cykumHaTtHbi 6ydep 100 MM pH 4,2, 3eneHbin
6pomkpeson 0,2 MM, NMOBEPXHOCTHO akTVBHbIE BeLle-
cTBa.

CraHpapT: pacTtBop anbbymuHa 4 r/gn - 5 mn

XpaHuTb KOMNOHeHTbLI Habopa npu Temnepatype 2-8°C.

HEOBXOANMbBIE MATEPUAJIbI, HE
BXOOALWME B KOMMJIEKT
O6bl4Hble nabopaTopHble WMHCTPYMeEHTbl. CnekTpodo-
Tometp UV/VIS ¢ TepmocTaHumeln. ABTOMaTnyeckne
MuKponuneTkn. KioBeTa W3 OMNTUYECKOro cTekna wunm
ofHopasoBas U3 onTuyeckoro nonvctmpona. dusuoro-
rMYecKunin pacTeop.

NMPUTOTOBJIEHUE PEATEHTA
PeakTviB nocTaBnsieTcs B XUAKOM BUAE, FOTOBbLIM K Npu-
MEHEHMIO.
CTtabunbHoCTb: [0 AaThl Ha aTuKeTke npu 2-8°C.
CTabunbHOCTb MOC/e MEPBOrO OTKPLITUS: MPEAnoYTH-
TenbHO B TedeHve 60 gHen npu 2-8°C.

MEPbI MPEOOCTOPO>XXHOCTHU

ALB R1: He aBnsiTbca onacHbiM.

CraHpapT: BHumaHue. MoxeT Bbi3biBaTb annepruve-
CKyt0 peakuumto Ha koxe (H317).

@ Hocutb 3awpmTHble nepuaTtku (P280). M36e-

ratb BAbIXaTb MNbinb / AbiM / ra3 / TymaH / nap /

aspososb (P261). B cnyyae pasgpaxkeHns 1 BbiCbiNaHUi

Ha Koxe: obpatutbes kK Bpadvy (P333+P313). CHumute

3arpsi3HEHHYI0 OAEXY U BbICTVPANTE ee Nepeq TeM, Kak
HapesaTb cHoBa (P362+P364).

OBPA3EL
CbiBopoTka (NpegnoyTuTensHo), nnasma (c SOTA wnm
rernapuHom).
36eratb BEHO3HOMO 3acTOsl, KOTOPbIA MOXET Bbl3BaTb
BUAMMOE YBeNMYeHWe KOHLUeHTpauuyn anbbymvHa un
OPYrviX MPOTENHOB Nnasmbl.

NPOLIEQYPA

[nuHa BONHbI: 628 HM (gonycTumo 580 — 630 Hm)
OnTtnyeckuin war: 1 cm

Temnepatypa: 25, 30, 37°C

Hakanartb NMMNETKoM: GnaHK cTaHgapT obpaseLl,
peareHT 3 mn 3 mn 3 mn
Bofa 20 MKn - -
cTaHgapT - 20 MKn -
obpasey - - 20 MKkn

Cwmelatb, nHKybuposatb npu 25, 30 unmn 37°C B Teve-
HUE 2 MUHYT.

N3mepsitb abcopbuuto npobbl (Ax) n ctaHpapTta (As)
oTHocuTesbHO 6n1aHka peareHTa.

BbIYUCJIEHUE PE3YJIbTATOB
AnbbyMuH r/pn = Ax/As X 4 (3HaueHVe cTaHpapTa)

OPUEHTUPOBOYHbIE NPEQEJbI
My>KUnHbI 4,2-55r/gn
JKeHLmHbI 3,7-5,3r/gn

Ka)KAaFI na6opaTopvm AOJDKHa YCTaHOBUTb OPUEHTU-
POBOYHbIE NMHTEPBasIbl B 3aBUCUMOCTb OT Cco6CTBEHHOIO
HaceneHus.

KOHTPOJ1b KAYECTBA - KAJINBPOBKA
PekomeHzyeTcs NpoBOAWTb BHYTPEHHUIA KOHTPOSIb Kaye-
cTBa. [1na aTon Lenvm MOXHO 3akasaTb CrneaytoLime KOH-
TPOJIbHbIE CbIBOPOTKYM YENOBEYECKOMO NPOUCXOXOEHMS:
QUANTINORM CHEMA - MULTINORM CHEMA
C nokasaTtesnsiMu, Mo BO3MOXHOCTU, B Mpeaenax HopMbl,
QUANTIPATH CHEMA - MULTIPATH CHEMA
C NaTonorMyeckMMy nokasaTensamm.

Ecnn aToro TpebyeT aHanuTuyeckasi CUCTEMA, MOXHO
3aKasaTb MyfbTUnapameTpanbHbiii kanubpaTop Yenose-
YeCcKOro NPONCXOXAEHUS:

AUTOCAL H

3a panbHeliwein MHbopmauueli obpaliatbcs B OTAEen
06CNy>KNBaHNS KIIMEHTOB.

PE3YJIbTATUBHOCTb TECTA

JvHeliHOCTb

MeTop, ABNSieTCS NMHENHBIM [0, KaK MUHUMYM, 6 /A,
Ecnn nokasatesb npeBblllaeT faHHOE 3HayeHue, peKo-
MeHayeTcsl pa3baBnTb obpasel 1+9 dur3nonornyeckmm
pacTBOPOM U MOBTOPUTbL TECT, YMHOXasi pesynbTaT Ha
10.

YyBcTBUTENbHOCTbL/Npeaen oGHapyXXeHus
C noMoLLblo AaHHOro MeToAa MOXHO BbisiBUTb Ao 0,01
r/ogn.

Momexu
He HabnogaeTcst TOMEeX B NPUCYTCTBUN:
remornobuHa < 350 mr/gn
6unnpybrHa <27 mr/gn
nMnnpoos < 850 mr/gn
TouHoCTb
B cepum (n=10)

cpepHss (/o) SD (/@) CV%
ob6paszel 1 3,37 0,04 1,10
obpasel, 2 3,34 0,04 1,30
Mexay cepusimm (n=20)

cpepHsst (/o) SD (/an) CV%
o6pasel 1 3,36 0,04 1,00
obpasel, 2 3,35 0,07 2,00

CpaBHeHue meToaoB
B cpaBHeHWM C KOMMep4Yecku [dOCTYMHbIM METOAOM
nonyyeHbl cnegytoLme pesynbTathl Ha 73 obpasuax.

AnbbymuH Chema = x
AnbbYMUH KOHKYpeHTa =y
n=73

y =1,009x - 0,195 r/gn r’=0,956

NOJIOXKEHUA OB YTUWIU3ALIA

MpopyKT npegHasHayeH AN MCMOMb30BaHUS B MpPo-
heccuoHanbHbIX aHanuTnuyeckux nabopatopusx. Ons
NpaBuWIbHON YTUIM3aLMN OTXOLOB PYKOBOACTBOBATHLCS
OecTBYIOWMU HopMaTBaMU.

P501: YpanuTb BeLLeCcTBO/COOEPXMMOE KOHTelHepa B
COOTBETCTBUWN C HaUMOHaNbHLIMW/ —MeXAYyHapOAHbIMW
npasunamu.
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