HABOP UDA

AnA KONMMIMYECTBEHHOIO ONPEAENEHUA
YEJIOBEYECKOIO IL-18

BMS267/2 /| BMS267/2TEN, Human IL-18 Platinum
ELISA

Kamanoa. Ne: BMS267/2/BMS267/2TEN
Konuyecmeo: 96, 10x96
lpoussodumerns: Bender MedSystems
GmbH, (Aecmpus)

Memoduka om 09-07-2012
Bepcus 28

OcHosol npu_rnposedeHuUU aHanusa s18/15emcsi _opuauHas
UHCMPYKUUU Ha aHa/IulcKOM $i3biKe, 8/10XKeHHOU 8 Habop.
Homep u Oama eepcuu opusuHana U _rnepesoda
== uHcmpykuuu 8o/mkHbI cosnadame.

Tonbko Ans uccnedosamensckux yenel
He Ons ucnonb3o0eaHusi 8 uazHOCMUYeCKUX unu
mepaneemu4eckux npoyedypax

1. HABHAYEHME UCNOJIb3OBAHUA

[aHHbIn Habop npegHasHadeH Ans KONMYECTBEHHOro onpedeneHuns
yenoeyeckoro 1L-18.

HaGop npegHa3HayeH TONMbLKO ANs AWMArHOCTUKM in vitro M He
[OIMKEH MCNONb30BaTbCA B TepaneBTUYECKUX Liensx.

2. BBEOEHUE (Cwm. uHcmpykyutro Ha aHamulickom 53biKe).

3. MPUHUMN TECTA
AHTUYenoBe4veckme
nokpbitole  IL-18,
A4elikax nnaHweTa.

aHTuTena, CopbupoBaHHbIe sYenkn

copbupoBaHbl B

Y MOHOKIIOHanbHble aHTUTENna

Yenoseueckun IL-18 B obpasue wnu
CTaHOapTe CBSA3bIBAETCS C aHTUTenamm
B sYeillkax nnaHweTa. [oGaBnsemble

MepBas nHky6auusa

B1OTUH-KOHBIOTMPOBaHHbIE aHTu-
yernoBeyeckue aHTuTena IL-18
CBA3bIBaOT IL-18, 3axBayveHHbIN

nepBbIMU aHTUTENAMWN.

‘:f?- -CraHgapT unu obpasel

E\ - BUOTUHOBbIV KOHBIOTaT

Mocne wHkyGaumMm u NpPOMbIBKA U3
syeek ypanseTcs He CBsA3aBLUMIACS
OMOTMHOBbLIN KOHbLIOFAT, U B  SYENKU e
nobaBnsieTcst KOHbIOraT CTpenTaBUaNH- P

nepokcuaasa, CBsi3blBalOLMA  BUOTUH, $ $ $
m]

KOHBIOMMPOBaHHbIN ¢ I1L-18.
. CrpentaBuayH-HRP

Bropas uHkybauua

Mocne BTOpON MHKyGaumMM 1M NPOMbIBKU
13 s4veek yganseTcs He CBS3aBLUMIACH

CTPEnTaBWAMHOBBLIN  KOHbBIOraT, U B =0 T &
averikn  gobaBnsetca  cybcTpaTHbIN $ inj %11\:-

TpeTbs MHKYOauusa

pacTBop, KOTOpbI B3aMMOAEUCTBYET C
hepMEHTHbIM KOMMMEKCOM c
06pasoBaHNeEM OKpaLLEHHOTO pacTBopa. =

- Cybetpar

1ih

™ - NpopearnpoBaBsLLKii
cybcTtpar

MHTEHCMBHOCTb OKpacku, M3MepeHHas
Ha AnuHe BomnHbl 450 HM, npsmMo
nponopunoHanbHa KoHueHTpaumm 1L-18,
NpUCYTCTBYHOLLErO B obpasuax.
KoHueHTpauuss IL-18 B  obpasuax
onpegensieTcs nNo cTaHAapTHOW KPUBOW,
NOCTPOEHHON MO 7 NPUrOTOBMEHHBLIM
pasBefeHusM cTaHaapTa.

4. NOCTABNAEMbIE PEATEHTbI
4.1 PeareHTbl B Habope YenoBeveckun IL-18 ELISA BMS267/2 (96

TecToB)
MukponnaHwert, NOKPbITHIN MOHOKITOHamNbHbIMM
aHTUTEnamm K Yenoseveckomy IL-18 1 nnaHwet
KoHblorat nonuknoHanbHblx aHTM—IL-18 aHTuten m 1 chrakoH
6uotuHa, 100 mMkn
KoHblorat cTtpentaBuavHa ¢ nepokcuaason xpeHa, 1 cprakoH
150 mkn
CtaHpgapT, nnModunmanpoBaHHbIi, 10 Hr/mn 2 dnakoHa
KoHTponb BbICOKUI, NMOMUNN3NPOBaHHbLIN 2 cbnakoHa
KoHTponb HU3KUI, NMOUIM3NPOBaHHbI 2 dnakoHa
Pas6aBuTtenb o6pasuos, 12 mn 1 conakoH
KoHueHTpaT Pabouero 6ydepa 20x (PBS ¢ 1%
Tween 20 n 10 % BSA), 5 mn 1 donakoH
MpombiBatowmin pacTBop, koHueHTpat 20x (PBS ¢
1% Tween 20), 50 mn 1 donakoH
Cy6ecTpatHbin pactBop (TMB), 15 Mn 1 conakoH
Cron-pacTtBop (1M doccopHas kucnota), 15 mn 1 cbnakoH
Fony6on kpacutens, 0,4 mn 1 donakoH
3enéHbin kpacutenb, 0,4 mn 1 conakoH
KpacHbliit kpacuTensb, 0,4 mn 1 cbnakoH
MnéHku anAa 3akneMBaHUA CTPUNOB 4

4.2 PeareHTbl B Ha6ope YenoBeueckui IL-18 ELISA BMS267/2TEN
(10 x 96 TecToB)

MOHOKmMoHarnbHbiM 10
nnaHweToB

MukponnaHwer, NOKPbITbIN
aHTuTenamu K Yyenoseyeckomy IL-18

KoHblorat MOHOKNOHanbHbIX aHTu—IL-18 aHTnTen u
6uotmHa, 100 mMkn

KoHblorat cTtpentaBugvMHa ¢ nepokcuMaason XpeHa,
150 mkn

CtaHpgapT, nnodunmanpoBaHHbIi, 10 Hr/mn

KoHTponb BbiCOKkMI, MMOUNN3MPOBAHHbIN
KoHTponb HU3KUIM, NModuUIM3npoBaHHbIN
Pas6aBuTtenb o6pasuos, 12 mn

KoHueHTpaTt Pabouero 6ycdepa 20x (PBS ¢ 1%

10 dnakoHoB

10 cbnakoHoB

10 cbnakoHoB
10 cbnakoHoB
10 cbnakoHoB

10 cbnakoHoB

Tween 20 u 10 % BSA), 5 mn 3 dhrnakoHa
MpombiBatowmin pacTeop, koHueHTpat 20x (PBS ¢
1% Tween 20), 50 mn 6 dhnakoHoB

10 cbnakoHoB
10 cbnakoHoB

Cy6ecTpatHbin pactBop (TMB), 15 Mn
Cron-pactBop (1M dpoccopHas kucnota), 15 mn

Fony6on kpacutens, 0,4 mn 6 cpnakoHoB
3enéHbin kpacutenb, 0,4 mn 6 cpnakoHoB
KpacHbliin kpacuTensb, 0,4 mn 6 pnakoHoB
MnéHku ans 3akneuBaHUsA CTPUNOB 20

5. MHCTPYKUMU NO XPAHEHUIO —- HABOP UDA

XpaHuTe KOMMOHeHTbl Habopa npu Temnepatype 2-8°C, kpome
KOHTpornewn. XpaHUTb NnogunusnposaHHble koHTponu npu -20 °C. Cpasy
rocrne Ucnornb30BaHUsi BEPHWUTE peareHTbl B XONOAMUIbHMK, KOHTPONN B -
20 °C. XpaHuTe o AaTbl, yKasaHHOM Ha yrNakoBKE peareHToB.

TonbKo Npu COOTBETCTBYIOLLEM XPaHEHWUU 1 UCKITIOYEHUWN KOHTaMUHaLMK
BO Bpemsi npeabloywlero Mcrnonb3oBaHWs Habopa rapaHTupyeTcst
KauyecTBeHHasi paboTa peareHToB.

6. 3ABOP U XPAHEHUE OBPA3LA

CynepHaTaHT KynbTyp KNeTOK, YenoBedveckasl CblBOpPOTka W nnasma
(OOTK, uutpaTHas, renapuHoBasi) MOryT ObiTb WCMONb30BaHbl AN
aHanusa fAaHHbiM MeTogoM. [lpyrne 6Guonoruyeckve obpasupbl Takke
MoryT ObiTb Mcronb3oBaHbl. OTAenuTe CbIBOPOTKY WNAW nnasmy oT
CrycTka Unv 3puTpOLMTOB KaK MOXHO BbicTpee.

Ob6pasubl, cogepxaliMe  BUAWMBIA  npeuunutaTt,  HeobXoanMo
LeHTpudyrupoaTb AnNs OTAeNeHWs npeuunuTata Ao aHanu3a. He
UCMOMb3yNTE CUMbHO rEMONN3NPOBAHHbIE UMW NUNEMUYHbIE 0OpasLbl.
Ecnn obpa3ubl He 6yayT npoTecTupoBaHbl B [eHb cbopa, TO WX
HeobX0AMMO 3aMOPO3UTL U XpaHWUTb Npu TemnepaTtype -20 °C unu Huxe,
yTobbl MpegoTBpaTWTL noTepto 6GuoakTmeHocTu IL-18. Ecnn ananus
6yaeT BbiNonHeH B brivkanume 24 yaca, obpasLibl MOryT XpaHUTLCS Npu
2-8 °C.

M3berainTe NOBTOPHBIX  LIMKIOB
obpasuoB. [lepeg aHanu3om npuBecTu
TemnepaTtype v akkypaTHO X nepemMeLaTs.

3aMOpaXMBaHNS-pa3MOPaKMBaHUS
obpasubl K KOMHAaTHOW

7. TPEBYEMbIE, HO HE MNOCTABJIAEMbIE MATEPUAIbI

. KannbpoBaHHble nuneTkn Ha 5 mn n 10 mn

. Kann6poBaHHble NUMNETKN OfHOKaHarbHble NepemMeHHoro obbema ¢
0[HOPa30BbIMU HakoHeYHKkamu Ha 5 — 1000 mkn

. MHorokaHanbHble NUNEeTKM C OAHOPa30BbIMM HakOHEeYHMKaMy Ha 50
— 300 mkn

. BaHHOuka Ons peareHTOB AN UCMOMb30BaHWS C MHOrOKaHasnbHOWM
nuneTkomn



. KannbpoBaHHble CTakaHbl U
NPUroTOBMNEHUS peaKT1BOB

. Py4Hoe nnun aBTomaTnyeckoe npomMbiBatoLLee YyCTPOUCTBO

. MwukponnaHweTHbln pugep € ¢unbtpoM Ha 450 HM UM, no
BO3MOXHOCTW, (PUNBLTPOM CPaBHeHNs = 620 Hm

e [lvcTvnnupoBaHHas Unv 4EMOHU3MPOBaHHas Boaa

. CTaTnCTM4ecKnin KanbKynsiTop unu nporpaMmmHoe obecneyeHne ons
06paboTku pe3ynbTaToB (NMHENHas perpeccus)

UMNMHApPLI, Heobxoaumble  Ans

NPEAOCTEPEXEHUA NO UCMNONb30OBAHUIO
Bce xumukaTbl cunTaTh NOTeHUManbHO onacHelMKU. PekomeHpyeTcs
MCMOoNb30BaHMe OaHHbIX peareHTOB TOMbKO KBannUUMpOBaHHbLIM
nepcoHanom B nabopaTopHbix ycrnosusix. icnonb3oBaTtb 3aLUMTHYHO
ofexay, o4kv u nepyatku. N3beraTb KOHTaKTa C rrmasamu u KOXemn.
B cnyyae KoHTakTa, NPOMbITb C 6OMbLUMM KONMMYECTBOM BOAbI.

2. Habop npegHasHayeH TOMbKO Afsi UCCNEAoBaTENbCKUX Lenen u He

OOMMKEH  WCMOMb30BaTbCA B PYTUHHBIX  AWArHOCTUYECKMX

npoweaypax.

He cmelunBaiiTe pasHble NoTbl U peareHTbl U3 pasHbIX JIOTOB.

He vicnonbayiiTe peareHTbl C UCTEKLLUM CPOKOM XPaHeEHWs.

MN3berante obnyyeHns peareHTOB CWUMbHbIM MCTOYHUKOM CBeTa BO

BpPEMSsI XpaHeHUs1 U NHKyGaLun.

He nunetupynte ptom.

Henb3s ecTb Wnu KypuTb B MecTe, FAe XPaHATCA peareHTbl U

o6pasLbl nu B MecTe, rae NpoBOAUTCS aHanus.

8. W3beraiiTe KOHTaKTa peareHTOB C KOXEN U CIM3NCTbIMU.

9. TMpu pyyHom MeTode aHanm3a MNOMb3yWTECh  NaTEKCHbIMU
nepyatkamu ans 3almTbl pyk.

10. W3berante KoHTakTa cybCTpaTHOro pactBopa C MeTannamu u
OKMUCIIUTENSIMUA.

11. WsGerainTte pa3bpbi3rnBaHnsi u o6pa3oBaHunsi aapo3oen.

12. Y106bl M3bEXaTb MUKPOOHOrO 3arpsA3HEeHVs WNKU  3arpsasHeHus
peakTMBamMu W  MOMy4yeHWss B  pe3ynbTate HegoCTOBEPHbIX
pesynbTaToB, NONb3yWTECH OOHOPA30BbIMU HAKOHEYHUKAMU.

13. Wcnonb3syiite 4ucTylo, cneumanbHO BbiOEMEHHY nocyagy Ans
KOHBIOraToB 1 cybCTpaTHOro pacTeopa.

14. 3arpsisHeHue KUCNOTON MHAKTUBUPYET KOHbIOraT.

15. [Ons npuroToBneHusi peakTMBOB MCNOMb3yWTe AUCTUMNIMPOBAHHYIO
UV EeNOHU3NPOBaHHYIO BOAY.

16. Cy6CcTpaTHbI pacTBOpP [AOMKEH UMETb KOMHAaTHYK Temnepartypy
nepes Ucnonb3oBaHUEM

17. Ob6e33apaxuBante nocrie paboTbl o6pasubl, Tak Kak OHU MOryT
ObITb MHULMPOBaHbLI, NPeanoYTUTENBHO aBTOKMaBUPOBAHUEM HE
MeHee 1 yaca npu 121.5°C.

18. >Kupgkve oTtxofbl, He cofepxalune KUCMOoTy, U HeWTpanu3oBaHHble

HeobxoQMMOo cMellaTb C pPacTBOPOM TMMOXMOpUTa HaTPUs TakuUMm

obpasom, 4Tobbl nonyunncs B utore 1% pacTBop runoxmnopuTa.

OcTaBbTe mMomnyyeHHyto cmecb Ha 30 MUHYT Ans 3ddEKTUBHOrO

obes3apaxuBaHus. XKugkve OTXOAbl, coAdepXaliue  KWCMOTY,

Heobxoaumo HenTpanusoBaTb [0 obe33apaXvBaHUs pacTBOPOM

rMnoxnopuTa HaTpus.

Ny

S

No

9. NOAroTOBKA PEATEHTOB

BydepHble KOHUEHTpaTbl MNPUBECTM K KOMHATHOW TemnepaTtype W
pa3BecTu nepep Ha4Yanom aHanuaa.

Ecnm B BydepHbIx KOHUeHTpaTax obpa3oBanucb
aKKypaTHO NMoJorpeTh UX A0 NOMHOMo PacTBOPEHMS.

Kpuctannsol,

9.1 TMpowmbiBatowmm pacteop (1 x)

Pasbasbte 50 Mm KOHUEHTpata  AMCTUINIMPOBAHHOM  Unun
[eNOHN3NPOBaHHON BOAOW B MEPHOM LUMNWHAPE A0 KOHe4yHoro obbéma
1,0 n. Nepemelwarite, n3berasi BCNeHNBaHUS.

Xpanwute lNpombiBatowmini pacteop npu 2-25 °C. MNMpoMbiBatowmii pacTeop
ctabunex 30 aHen.

[MpombiBatowmn pacteop (1 X) Takke MOXeT OblTb MPUIOTOBIEH COrNacHo
cnepytollen Tabnuue:

Konuuecteo memons- | Konmentpat Ilposer- | JuctHanHpoBaHHAL
3VEeMBIX CTPHIOB BAIONIEro pacTEOpa, M BOIA, MI

1-6 25 475

1-12 50 950

9.2 Pa6ouun 6ydep (1 x)

XopoLuo nepemellante KoHueHTpaT Paboyero 6ycepa. Pasbasbte 5,0
MI KOHLUEHTpaTa OWCTUNNUPOBaAHHOW BOAOW B MEPHOM UMNUHAPE [0
KoHeuyHoro obvéma 100,0 mn. lNMepemewante, n3berass BCNEHUBaHMS.
Xpanute Pasbasutens obpasuoB npu 2-8 °C. Pasbasutens obpasuos
ctabunex 30 aHen.

Pabounn 6ydep (1 x) Tawke MOxXeT ObiTb MNPUrOTOBMAEH COrfacHo
cnepytoulen Tabnuue:

Kommuecteo mcmone- | Kommemtpar Paszotasutena | ducTunmmpoman-
IVEMEIX CIPHIIOR 06pasIos, M Hag BOIA, M

1-6 2,5 47.5

1-12 5.0 95.0

9.3 KoHblorat 6MoTuHa
3ameTbTe, 4To KoHblorat 6MoTMHaA AOMKEeH ObiTb UCNONbL3OBaH B
TeyeHue 30 MUHYT nocne pasBefeHUs.

MpurotoBbTe Heobxogumoe KonmmyecTBO OMOTMHOBOrO KOHbBIOraTa,
pa3Beass 6uoTuHOBLIM koHbloraT B 100 pa3 pabouum 6Bydepom
HEMNocpeaCcTBEHHO Mepef  WUCMOMb30BaHUMEM B YMCTOM MNACTUKOBOM
nocyae, cornacHo Tabnuue:

Kon-so ctpunoce KoHumeHnTpaT KOHBROTaTa, MI Paoo=uit Bydep, mn

1-6 0.03 2,97

1-12 0.06 5.94

9.4 CrtpentaBuanH-HRP

3ameTbTe, 4To CTpentaBuanH-HRP pomxeH 6biTb Mcnonb3oBaH B
TeueHue 30 MMHYT Nnocne pa3BeaeHus.

PasbaBbTe koHUeHTpaT KoHblorata Pabounm 6ycdepom B COOTHOLLEHNN
1:100 B uncron nocyge.

Kon-Bo cTpunos CrpentaBugnt-HRP (mn) Pabouuit bydep(1x) (Mn)

1-6 0.06 5.94

1-12 0.12 11.88

9.5 CrtaHpapt yenoBeuyeckoro IL-18

PacTtBopute NNMoUNU3NPoBaHHbIN CraHpapT IL-18 B
ONCTUNNUpoBaHHOM Boge. Heobxogumbin obbem Ans  pacTBOpeHws
yKa3aH Ha 3TukeTKe bnakoHa, copepallero crtaHgapT. OCTOpPOXHO
nepemeLuVBanTe A0 MOJHOTO pacTBOpeHus. KoHeyHas KOHUeHTpauusi
nonyyYeHHoro pactesopa coctasuT 10 Hr/mn.

OcTaBuTb CTaHOApT A4S BOCCTaHOBMEHUs Ha 10-30 MUHYT.

Mocne ucnonb3oBaHWSA OCTaBLUMINCS CTaHOAPT HE MOXET XPaHWUTbCH U
OOMKEeH ObITb BbIOPOLLEH.

Pa3BeaeHuss ctaHaapTa MOryT NPOM3BOAWUTLCS HEMOCPEACTBEHHO Ha
nnaHwerte (cM. nyHKT 10c) unu anbTepHaTMBHO B nNpobupkax (cM. MyHKT
9.5.1)

9.5.1 BHewHee pa3BegeHue CtaHgapTa

MomeTnTb 7 NPOBMPOK, O4HY ANst KaXO0W ToYkM cTangapTa. S1, S2, S3,
S4, S5, S6, S7.

3areM noarotoBUTb CepUNHbIE pasBefeHns 1:2 gna  craHgapTHOW
KPVBOW KaK yKka3aHO HUXe:

MunetuposaTb 225 mkn Pa3baButens ObpasLoB B kaxay Npobupky.
MuneTtupoBaTb 225 MKN BOCCTaHOBMEHHOrO CTaHAapTa (KOHUeHTpauusi
ctaHgapTa=10 Hr/mn) B nepByl0 MpoGWMPKY, nomeyeHHyto S1, n
nepemeluaTb (KOHUeHTpauus ctaHaapTa 1=5 Hr/mn).

MunetupoBaTb 225 Mkn 3TOro pacTtBopa BO BTOpYl NpPOGMPKY,
noMeudeHHylo S2, u TwaTenbHO nNepeMellatb nepes Cneayolum
nepemeLleHnem.

MoBTopuUTb cepuiiHble pa3BedeHuss ewe 5 pa3, Takum ob6pasom
hOopMUPYst TOUKM CTaHAAPTHOMN KpBOM (CM. PUCYHOK HUXKE).

Pa3baBnTens 06pa3LoB cnyxuT B kKadyecTse GnaHka.
MepeHocuTb No 225 mkn
/I“_\f_\_f’“\,/’\ AN _fil’\

]

1

81 S2 S3 S4 - s7

BoccTaHoBneHHbIV Pasb6asutens
CrangapT Yenoseyeckoro obpasuos
IL-18 225 mkn

Yaanutb 225 Mkn

9.6 KoHTponu

PactBopuTte nuodunuampoBaHHble KOHTponu, nobasvB no 250 Mkn
AVNCTUNNMPOBaHHOM BOAbl. AKKypaTHO nepemMellaiite [0 MNOMHOro
pacTBOpeHUst.

AHanuanpynTe KOHTPONMU AaHHbIM METOAOM Takke, Kak u obpasupbl C
Hen3BeCTHbIMWU KOHLEHTpauusMu. JonycTUMbIA Ananas3oH ykasaH Ha
3TMKeTKax (ONnakoHOB wWnuM B cepTudumkate aHanusa. ANUKBOTUPYWTE
pacTBOpeHbl KOHTponu u xpanuTe npu -20°C. W3beravite NOBTOPHbIX
LIMKIOB 3aMOpPaXVBaHUA-OTTanBaHUs.



9.7 [o6aBneHue okpaluMBaloOLUX peareHToB: rony6oro, 3eneHoro
W KpacHoOro

Ona  wvcknoveHnss owmnbok B NWNeTMpoBaHWu npu  paboTe cC
MMMyHOodepMeHTHbIMU Habopamn cdupma Bender MedSystems Tenepb
npegnaraeT OOMOMHUTENbHOE CPeACTBO AN KOHTPONA NUNEeTUMPOBaHUS
[axe o4yeHb MarneHbkux 0OBbEeMOB peareHTOB — KaxAablii peareHT OyaeT
0oTNNYaTbCA OT APYrMX LIBETOM.

OTa npoueaypa HeobsizaTenbHa, OHa He BNMAET Ha pesynbTaThbl
aHanusa W npepgHasHadeHa pAna obnerdyeHns paboTel nabopaHTa,
NO3TOMY MOXHO 3TOT LUAr UHCTPYKLUK NPONYCTUTb (HE BbINOSHSATL).
AnbTepHaTUBHO, MOXHO MCNONb30BaTb OCHOBHbIE PACTBOPbLI KpacuTenen
(ronyboin, 3enéHbli, KpacHbi), [obaBnsis WX K COOTBETCTBYHOLLEMY
peareHTy cornmacHo NpoToKony (cMoTpy Tabnuubl HUXe).

1. Pas6aBuTtenb obpasuoB: nepen pasbasneHnem obpasLoB AobaBbTe
ronyb6on kpacutenb B cooTHoweHun 1:250 (Cm. Tabnuuy) B pabounii
pacteop Pa36aButensi o6pa3uyoB (1X) ¥ BbINOMHAWTE Aanblue
nccnefoBaHve, cnegyst UHCTPYKLuK.

5 mn Pasbasutens obpasuos 20 mkn Fony6o20 kpacumensi

12 mn Pasbasutens obpasuos 48 mkn Mony6ozo kpacumensi

50 mn Pasbasutens obpasLos 200 mkn lony6oz0 kpacumenst

[Mpu BHelWHeM pa3BegeHUM cTaHgapTa nuneTupoatb 100 Mk 3TUX
pa3BefeHui ctaHaapToB (S1-S7) B NyHKM ANs CTaHAapTOB COrNacHo
Tabnuue 1.

Tabnuua 1: Cxema pacnonoxeHusi obpasuos, 6naHka u ctaHgapToB
Ha nnaHweTe.

1 2 3 4

A ([[CT#1 Ct#1 01 01
(5000 nr/mn) (5000 nr/mn)

B |[Cr#2 CT#2 02 02
(2500 nr/mn) (2500 nr/mn)

C |[CT#3 CT#3 03 03
(1250 nr/mn) (1250 nr/mn)

D |[Cr#4 CT#4 04 04
(625 nr/mn) (625 nr/mn)

E [[CT#5 CT#5 05 05
(313 nr/mn) (313 nr/mn)

F || CT#6 CT #6 06 06
(156 nr/mn) (156 nr/mn)

G | CT#7 CT#7 o7 o7
(78 nr/mn) (78 nr/mn)

H || Bnank BnaHk 08 08

2. KoHblwrar 6uoTuHa:

BuoTmMHOBOrO KOHbKOrata

nepeg pasbaBneHnem
nobaBbTe  3enéHbIM  KpacuTenb B
cooTHoweHun 1:100 (cmotpu Tabnuuy) k Pabouyemy Gydepy,
ucnonb3yemMomy  Ans  pasbaBrneHusl  KoHblorata,  OKpalUeHHbI
BGUOTUHOBBIV KOHBIOraT UCMOMb3YWTE COrMacHO UHCTPYKLMW.

KOHLeHTpaTa

3 mn Pabouero 6ydepa (1 x) 30 mkn 3esreH020 Kpacumensi

6 mn Pabouero bydepa (1 x) 60 Mkn 3enreHo20 kpacumens

3. Konblorat cTpentaBuaMHa: nepes pasbaBrneHneMm KoHUeHTpaTa
KOHbloraTa CTpenTaBuavHa C Nepokcuaasoil xpeHa AobaBbTe KpacHbIN
KpacuTenb B CcooTHoweHun 1:250 (cmoTpu Tabnuuy) k Paboyemy
6ydepy, ucnonblyemMoMy Ans pa3baBneHus KOHbloraTa, OKpalleHHbIi
CTpPenTaBWUAVHOBBIN KOHBIOTAT UCTONb3YITE COrNacHO UHCTPYKLIMM.

6 mn Pabouero 6ydepa (1 x) 24 mxn KpacHozo kpacumensi

12 mn Pabouero 6ydepa (1 x) 48 mkn KpacHozo kpacumensi

10. MPOTOKOJ1 AHANU3A

a. [HoctaHbTe Tpebyemoe pAns npoBeAeHUss aHanu3a uucno 8-
NYHOYHbIX cTpunoB. MomecTnTe TpebyeMoe KONMYecTBO CTPUMOB B
Aepxatenb (k Heobxogumomy umcny syeek pana  O6pasuos
nobaebTe auenkn ana bnavka, CtangaptoB u KoHTponsi). Bce
CraHpapTbl, Bnank un O6pasubl Heob6xoaMMO aHanu3upoBaTb B
aybnsax. Heucnonb3oBaHHble CTpunbl cpasy ybepuTe B naket C
oCyLUMTENeM 1 XpaHuTe NI0THO 3aKpbITbiM Npu 2-8°C.

b. TlNpomownTte sverikn 2 pasa 400 mkn lNMpombiBoyHOro Bydepa,
MOMHOCTLIO yAanss XWAKOCTb Mexay npombiBkamu. OcTaBUTb Ha
10-15 cekyHa. W3berante uapanuH Ha MOBEPXHOCTU SiYEEK.
CTpsixHMTe nnaHweT Ha dunbTpoBanbHoOW Oymare nocne
nocnegHen npombiBKM. Mcnonb3yihTe CTpunbl HEMEANEHHO nocne
CTPAXVMBaHWUA UNW MakcMMym 4Yepe3 15 MWHYT npu ycnoBuum, 4To
CTpUMbl  YNOXeHbl Ha BRaxHyl dunbTpoBanbHylo 6ymary B
nepesépHyToMm Buae. He no3sonsmnTe Asuenkam BbiCbIixaTb!

c. PasBepeHve cTaHgapTa Ha nnaHweTte (anbTepHaTUMBHO
pa3baBneHue cTaHgapTa MoXeT BbiTb MPUroTOBIEHO B Npobupkax):
HobasuTtb 100 mkn Pa3baButens ans obpasuoB B Aybnsx KO BCeEM
cTaHAaapTam. MpurotoBbTe cTaHgapTHble pasBefeHus
nobaenenvem no 100 mkn pasbaBneHHoro CTaHgapTa (pasgen
«MpurotoBneHue peareHToB» 9.5) B sivenkn A1 n A2 B gybnsx (Cm.
Tabn. 1). NMepemeluaiite copepxnmoe sveek A1 n A2 n nepeHecute
no 100 mkn pactBopa u3 syeek A1 n A2 B ayenkn B1 n B2
COOTBETCTBEHHO. BO Bpems 3aTMx MaHunymnsumMi nocrapaiTechb He
nouapanaTtb BHYTPEHHIO MOBEPXHOCTb siyeek. [oBTopuTe nepeHoc
W pasBefeHue cTaHgaptoB 5 pas, nonyyvuB B uTore 2 psiga
passegeHui CtangapTa IL-18 B guanasoHe ot 5000 go 78 nr/mn.
Ynanute n BoibpocuTe 100 MKN XMAKOCTM U3 nocnegHunx suveek (G1,
G2).

MepeHocutb no 100 mkn

/F\/":&f“‘\,/“\. N
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S1 S2 S3 84 - S7

BoccTaHOBMEHHBIV Pasbasutenb
CraHgapT Yenoseueckoro obpasuoB
IL-18 100 mkn

Ypanutb 100 mkn

Ct1 — CraHpgapT, O — obpasen

d. BnHecute no 100 mkn Pa3baButenss obpasuoB B Oybnukate B
avenkn «bnaHky.

e. BHecute no 50 wmkn PasbaButenss o6pasuoB B AYENKM,
npeaHasHaveHHble Ans obpasLoB.

f. BHecute no 50 wMkn  Kkaxgoro
COOTBETCTBYIOLLME AYEVIKM.

g. MpurotoBbTe 6MOTUHOBLIN KOHblOraT (pa3gen 9.3).

h. [No6aebTe no 50 MKk GMOTMHOBOrO KOHbIOraTa BO BCE SYEWNKM.

i.  3akpowiTe nnaHWeT NNEHKOW 1 MHKYOMpyITe 2 Yyaca Npy KOMHaTHOM
Temnepatype  (18-25°C), ecnm  BO3MOXHO,  WCMOSb3yiTe
opbuTanbHbIN BCTPSXMBATENb, YCTAHOBMEHHbIM Ha 400 06/MUH.

j. MpurotoBbTe cTpeNTaBMAUHOBLIW KOHblOraT (pasgen 9.4).

k. CHumuTe nneHky. [lonHoCTbIO yAanuWTe coAepxuMoe sueek
acnupaumen unu gekaHtuposaHuem (cnvmeom). MNpomonTte ayerikn 6
pa3 kak ykasaHo B Luare «b» HacTosiero npotokona. MNepexoguTe
HemeAneHHo K crneayioLiemy Luary.

I BHecute no 100 wmkn pasbaBneHHoOro
KOHBblOraTa Bo BCe S4eliku, BKIovasa 6naHk.

m. 3akpoiiTe nnaHLWeT NNEHKOM 1 NMHKYGUpyinTe 1 Yac npu KOMHaTHOM
Temnepatype  (18-25°C), ecnm  BO3MOXHO,  WCMOSb3yiTe
opbuTanbHbIVi BCTPSXMBaTENb, YCTaHOBMNEHHbIN Ha 400 06/MUH.

n. CHumnTe nneHky. [lonHOCTbIO YyAanuWTe coAepxuMoe sueek
acnupaumen unu gekaHtuposaHuem (cnvmeom). MNpomonTte Ayerikn 6
pa3sa kak ykasaHo B wware «b» HacTosiwero npoTtokona. MNepexoaute
HemeAneHHo K cneayloLiemy Luary.

0. BHecute no 100 mkn Cy6etpaTtHoro pactBopa TMB Bo Bce
AYENKN.

p. WHkybupyiiTe npn KOMHaTHOW TemnepaType B TEMHOTE B TeyeHue
npumMepHO 10 MUHYT.

obpasya B AOybnax B

CTpenTaBMAMHOBOrO

Pa3Butue LBeTa Ha NNaHweTe AOMKHO NPOBEPATLCA U peakuus
cybcTpata oOcTaHOBneHa (CM. crneayloWwmiM MYyHKT 3TOro
NpPOTOKONa) A0 TOro, Kak NonoXutenbHble NYHKU Oornblue YeTKo
He NPOoCNeXnBalTCA.

OnpepeneHve naeanbHOro nepuoaa BpeMeHU AN NPosiBeHUs
uBeTa AOMKHO ObITb cAenaHoO MHAMBUAYaNbHO ANA KaXporo
aHanusa.

PekomeHpyeTca pobaeneHne cton pacTBopa, KOrga HavBbICLUWN
cTaHgapT AOCTUr TeMHO-CUMHero LuBeTa. Peakuums gomkHa OblTb
ocTaHoBneHa Kak Tonbko CtaHgapT 1 goctur 3HadeHus Ol 0.9 —
0.95.

g. [ob6aebte no 100 Mkn cTom-pacTBopa BO BCe SYeENKW, BKO4Yas
«BnaHk», 4TOObI MONHOCTLID UHAKTMBMPOBATbL (DEPMEHT B SYENKax.
BaxxHO BHOCWTB CTOM-peareHT BbICTPO M C TOW e CKOPOCTbIO, YTO U
cybecTpaTHbIil  pacTBop.  OnNTUYecKyld  MNOTHOCTb  cyuTaTh
HeMeZNeHHO Nnocre BHECEHUS CTOM-peareHTa unm B TederHve 1 vaca
npu YCNoBWM, YTO CTPWMbl HaxoOAWNUCb BCE 3TO BpeMs Mpu
Temnepatype 2-8°C B TeMHOTe.

r.  Onpegenute ONTMYECKYD MNMOTHOCTb BCex sidyeek npu 450 HM
npotuB «bnaHka», XenaTenbHO WCMOMNb30BaTb AJIMHY BOJHbI
cpaBHeHuss 620 HM (gonycTuma [AnvHa BOMHbI CPaBHEHWUS B
ananasoHe 610-650 HM). BnaHkvMpynTe MUKpOMMaHLWETHbIA pugep
COrnacHO PYKOBOACTBY  MPOWU3BOAUTENS, MCMONb3ys  AYENKu
«Bbnank». Onpegenute Ol kak B siverikax, cogepXxalymx obpasubl,
TaK U B Yelikax, Coaepxalliux passeeHusl ctaHaapTa.

3ameyvaHme: ecnu WHKYbaumsi nposBoaunacb 6e3 BCTPAXMBaHWA,

3Ha4YeHUsA MOTyT ObITb HMXe, YeM B NpuMepe, NPUBEAEHHOM HUXe.

Tem He MeHee, 3TU pe3ynbTaThbl TAKXe CYATAIOTCH [OCTOBEPHbLIMU.



11. PACYET PE3YJIbTATOB

. Paccuntante pesynbtatel. [ns 3TOro paccuvTtante cpepHee
3HayeHVWe MOrMoLWEeHNss AN Kakgoro cTaHgapta M obpasua.
OTKNOHEHWE OT cpeaHero He JoMmkHO BbiTh 6onee 20%.

. Mcnonb3ysa rpaduyeckyto Gymary, OTMETbTE TOYKM CHUTAHHbIX
3HaYeHW MOrnoLleHnss CTaH4apTOB Ha BepTuKanbHyl ocb Y, a
COOTBETCTBYIOLWMNE KOHUEHTpauun IL-18. Ha ropusoHTanbHy0 OCb
X. MpoBeaute onTUManbHy KPUBYHO MO TOYKaM.

. Onpepenute KoHueHTpauun IL-18 B ob6pasuax M3 cTaHgapTHOW
KpuBoW. [Ons 3toro HanWgute 3HadeHne Ha ocu opguHat (Y)
COOTBETCTBYIOLLEE CPELHEMY 3HAYEHUIO MOITYYEHHOW ANs KaXaoro
obpasua Ofl u npoBeauTe TrOPWU3OHTAmNbHYKD MUHWIO [0
nepecevyeHuss Cco CTaHdapTHOM KpuBoW. 3aTeM U3  TOYKU
nepeceyeHns NpoBeanTe BEPTUKAmNbHYIO JIMHWIO O NepeceyeHust ¢
ocblo abecumce (X). 3HaueHue Ha ocu X B TOYKe NepeceveHust u
6yOeT cooTBeTCTBOBaTb KOHUeEHTpauun IL-18 B cooTBeTCTBYylOLLEN
npob6e.

. B xopme aHanusa, cornmacHo AaHHOW MHCTPYyKUuu, oGpasubl
6binM  pa3BepeHbl 1:2, cnegoBaTenbHO, KOHLIEHTpaLuw,
nosiyYyeHHble U3 KarMbpOBOYHOM KPUBOW, [OMKHbI ObITb
YMHOX€eHbI Ha K03 bMLMeHT pa3BeaeHus (x2).

= 3amevaHme: pacyéT o6pasuoB C ONTUYECKOW NMOTHOCTbIO
Bbilwe 2.0 mMoXeT ObiTb HEKOPPEKTEH — pe3ynbTaTbl OyayT
3aHuKaTbcs. Takue obGpasubl Heo6XxoAMMO [AOMNONHUTENBHO
pa3BecTu 6ycdepom Ans pa3BefeHUs U NpoTecTMpoBaThb elye
pa3, Ans nonyvyeHus pes3ynbTaTa, OTPaXarolero TOYHYH
KOHUeHTpauuto IL-18.

L] MogpasymeBaeTcsi, UTO B KaXAyl Cepuio aHanmsa BKIoYaeTcs
KOHTPOnbHbIV 0bpaseL C M3BeCTHOW KoHueHTpauuwen IL-18. Ecnn
3HaYeHWs1 KOHTPOMSA He YKNaAblBalTCs B OXWAAEMbIA [AManasoH,
pesynbTaTbl aHanuaa MoryT 6blTb HEAOCTOBEPHbI.

. lMpumep cTaHgapTHOW KpuBOW nokaszaH Ha PucyHke Hwxe. He
ncnonb3ynTe 3Ty CTaHOApPTHYIO KpMBYKD AN pacyéTa Balux
ob6pasuoB. CTaHAapTHas KpuBas AoOrmkHa ObITb BKMHOYEHA B Kaxayo
NMOCTaHOBKY.

PucyHok. Mpumep cTangapTtHon kpuson ansi IL-18. IL-18 6bin pa36asneH
B Cepuu [ABYKpaTHbIX MOCrnedoBaTerbHbIX  LIAroB  TUTPOBaHMUS
PasbaButenem obpasuoB. 3geck npeAcTaBrieHbl CpedHue 3HavyeHus u3
Tpex napannenbHblX TUTPOBAHUN.

He wucnonb3ynite 9Ty CTaHAapTHY KpMBYIO QAN pacyéta BalMx
obpasuoB. CtaHgapTHasi kpuBasi JOSKHa ObiTb BKMOYEHA B KaXAyto
NMOCTaHOBKY.

Absarption 450 nm

0 i 1000 10000

Goncentration (pgiml)

Tabnuua: TunnyHble pesynbTaTbl, MOMYyYEeHHble C WCMONb30BaHMEM
[aHHoro Habopa.
M3mepeHune Ha 450 HM, annHa BonHbI cpaBHEHUS 620 HM.

CraHpapt IL-18, nr/mn ( 45?)2'“) cpgglr;ee v, %
1 5000 o 2026 09
2 2500 o 1,080 26
3 1250 822@ 0.560 04
4 625 o208 0289 09
5 313 oo 0.160 34
6 156 e 0096 26
7 78 gggg 0067 23
Briank 0 88%2 0024 42

Ofl1, nonyyeHHble ANS CTaHOApPTOB, MOTYT MEHATLCS B 3aBMCUMOCTW OT YCIOBWI
BbINOMHEHUS aHanu3a (HanpumMep, TemnepaTypHbIN PEXVM)

Kpome Toro, Ha NMpoTskeHUM cpoka rogHOCTU Habopa SH3UMaTUYeckasi akTMBHOCTb,
W, crnepoBaTeflbHO, MHTEHCMBHOCTb OKpalUMBaHWS, MOTyT U3MeHSTbes. [py aTom
pesynbTaTbl TECTUPOBaAHWS OCTAKTCA AOCTOBEPHBIMU.

12. OrPAHUYEHMA

= Tak KkaKk YycrnoBuMss MOryT MEHSTbCS OT aHanusa K aHanuay,
CTaHgapTHas KpuBas [OMKHA ObiTb BKMIOYEHA B KaXaylo Cepuio
aHanuaa.

. BaktepnanbHoe wunu rpubkoBoe 3arpsAsHeHVe o00pasuoB WK
peakTUBOB MOXeT NPUBECTMN K HEA,OCTOBEPHbIM pe3ynbTaTtam.

. Mcnonb3yiiTe ogHOPa3oBble HAKOHEYHMKN.

= CrekngHHas nocyaa AOMkHa ObITb TLATENbHO BbIMbITA.

. HenonHas npomMbiBKa HeraTMBHO BMUSIET HA TOYHOCTb Pe3ynbTaToB.
MonHocTblo ypansnte [MpombiBoYHbIA Bycdep U3 syeek mMexay
UMKnaMu npombiBkM. He no3BonsAinTe A4erkam BbiCbixaTb MexXay
Liaramun aHanusa.

. Mcnonb3oBaHne pagvonMMyHOTEPanuu 3HaYUTENbHO YBENUYMIO

YMCIO NALMEHTOB C YENOBEYECKUMM aHTUMbIWMHBIMK IgG (HAMA).
HAMA wmoryT wuHTepdepupoBaTb B aHanu3e, UCMOMb3yoLeM
MbILUMHbIE  MOHOKIIOHAlNbHblIE aHTUTena, MnpuBOAs K  NOXHO
MONOXUTENBHBLIM U NIOXHO OTpULaTENbHbIM pe3ynbTartaMm.
O6pasubl  CbIBOPOTKM, coAdepXalime aHTuTena K MblUHBIM
UMMyHornobynmHam, MoryT ObiTb MpoaHanusnpoBaHbl B crydyae,
Koraa MbIWWHbIE  MMMYHOrNOOYNMHBI  (CbIBOPOTKA,  acuuTHas
XUOKOCTb UMM MOHOKIOHArbHbIE aHTMTeNa Apyron cneunduyHoOCTH)
nobasnstoTes kK PasbaButento o6pasuos.

13. PABOYUE XAPAKTEPUCTUKU

13.1 YyBCTBUTENBbHOCTb

MwuHumanbHO onpepensieMas KoHueHTpauus IL-18, onpegeneHHast kak
KOHUeHTpaumsa aHanuTta, gawowas Of1 3HauMTenbHO Bbille YeMm Gydep
Ans  pasBedeHus (cpegHee nNnC 2 cTaHAAPTHbIX  OTKIOHEHWs),
cocTtaBuna 9 nr/mn (cpegHee 6 HE3aBUCKMMbIX ONPeAENneHNN).

13.2 BocnpousBoguMoCTb

13.2.1 Bocnpou3BOoAMMOCTb BHYTPY OOHOW cepun
BocnpoussoguMocTb BHYTpU OfHOW cepuu onpepensnac B 3
He3aBMCUMbIX Cepusix aHanu3a. B kaxabll cepum aHanusa 6Gbino
BbIMOMHEHO MO 6 onpegeneHuin Kaxagoro uM3 7 obpasuoB CbIBOPOTOK,
copepkallmx pasnmyHble KoHueHTpauun IL-18. B kaxabi nnaHweT 6binm
BKIOYEHbl MO ABe CTaHAapTHble Kpusble. B Tabnuue npuBeneHbl
cpegHve 3HadveHus IL-18 un koadpdmumeHT Bapumauum Ans  Kaxgoro
ob6pasua. KoathduumeHT Bapmaumm coctaBun B cpegHem 6.5 %.

Tabnuua 3: CpegHee 3HayeHuMe KOHUEHTpauum u
Bapuauuun ans kaxgoro obpasua

KoadppumumneHT

CpepHss

O6pasybl | JKCMEPUMEHT | KOHLEHTpaums, nr/mn

Koadpd. Bapuaumm (%)
1 5717 7
1 6478 10
7285 5

2918
3414
3739
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13.2.2 Bocnpou3BOAUMOCTb MeXAay cepusmmn

BocnpoussogumocTe  Mexagy cepusimm B ogHou  nabopatopumn
onpepensnacb B 3-X He3aBMWCUMbIX CEPUsIX aHanm3a TpPemsi pasHbiMu
nabopaHtamu. B kaxgbin cepum aHanmsa Oblno BbINOMHEHO No 6
onpefeneHuin kaxgoro m3 7 06pasuoB CbIBOPOTKM, coAepXalinx
pasnuyHble koHueHTpauuu IL-18. B kaxabli nnaHweT Obliv BKIOYEHbI
no ABe cTaHaapTHble KpuBble. B Tabnvue npuBeaeHsl cpegHue 3HaveHUst
IL-18 1 koadpmumneHT Bapmauum Anst Kaxaoro obpasua, paccymMTaHHbIN
nm3 18 onpegeneHun kaxgoro obpasua. KoadhduumeHT Bapuauum
cocTtaBun B cpegHem 8.1 %.

Tabnuua 4: CpepgHee 3HayeHVMe KOHUEHTpauum u
Bapuauum kaxagoro obpasua

KO3 prLNEHT

Obpasel KoHueHTpauus IL-18 Koad. Bapuaumm
nr/mn (%)
1 6694 9.9
2 3357 10.1




3 1814 8.9
4 980 9.7
5 3727 54
6 1818 2.0
7 909 1141

13.3 UsBneueHune

M3BneyeHne oueHuBanu, TecTupys 4 obpasua nynupoBaHHOMN
4YernoBEYEeCKON CbIBOPOTKM, oboralleHHble 4 pasHbiMu ypoBHaMK |L-18
yenoBeka. KonuyectBo oaHAoreHHoro IL-18 B He oborauleHHoun
CbIBOPOTKE Bbl4MTaNM W3 3HAYEHW, MOMyYeHHbIX Ans oboralleHHOro
ob6pasua. M3sneyeHne coctasuno B cpegHem 105 %, B guanasoHe ot 86
% 0o 119 %.

13.4. JlnHenHoCTb

4 obpasua 4ernoBeyveckon CbIBOPOTKU, C PasfnuyHbiMU ypoBHAMMK IL-18,
6bINMY NpoaHanu3vpoBaHbl B CepusiX ABYKpPaTHbIX pasBedeHun, no 4
noeTopa kaxgoro. B Tabnuue npuBeaeHbl 3HadeHns nssnedveHust (% ot
OXWOAeMOoro 3HayeHusi). [lokasaHo, 4YTO W3BIIEYEeHWEe B CpedHeM
coctaBuno 93 %, B ananasoHe ot 88 % #o 102 %.

Tabnuua 5
Oxupaemoe Ha6niogaemoe OT oxunpgaemon
3HayeHue 3Ha4yeHue KOHLiEHTpaLuun
nr/mn nr/mn 1L-18
1 12 5611 —
1:4 2805 2727 97.2
1:8 1363 1194 87.6
2 12 3184 —
1:4 1592 1417 89.0
1:8 708 667 94.1
3 12 5694 —
1:4 2842 2643 93.0
1:8 1322 1190 90.0
4 12 3538 —
1:4 1769 1809 102.3
1:8 905 851 94.1

13.5 CrabunbHoCTb Ob6pasuoB

13.5.1 CTabunbHOCTbL NpU 3amMOpaXnBaHMU-Pa3MOpPaXKMBaHUN
AnUKBOTBI CbIBOPOTKM M KynbTypanbHON xuakocTu (6e3 gobasBneHHoro
IL-18 n ¢ po6asnenvem IL-18) xpaHunuck npu Temnepatype —20°C u
pas3mopaxuBanucb 5 pas, nocne 4ero onpegensnuce yposHu IL-18. He
Habnioganack 3HauuTenbHas noTeps UMMyHopeakTuBHocTy IL-18.

13.5.2 CTabunbHOCTb NpU XpaHEeHUn

AnNUKBOTBI  CbIBOPOTKA W  CynepHaTaHTa KynbTypbl krneTok (6e3
pob6aenenHoro IL-18 ©n ¢ pobasBneHnem IL-18) xpaHwunuce npu
Temnepatype —20°C, 2-8°C, komHaTHOI Temnepatype u npu 37°C B
TeyeHne 24 vacoB, nocrne 4ero onpegenanucb yposHu [L-18. He
Habntopganocb 3HauUTENbHbIX NOTEPb MMMyHOpeakTMBHOCTU IL-18 npwu
xpaHeHun npu Temnepatype —20°C, npu 2-8°C M Npu KOMHaTHOM
Temnepatype. [Mpu 37°C  Habnioganocb 3HauuTenbHas noTeps
MMMYyHopeakTuBHocTH IL-18 nocne 24 yacos.

13.6 CpaBHeHMe CbIBOPOTKM U Nia3Mbl
Bbinn npoTtecTnpoBaHbl o6pasubl cbiBopoTok M JOTA nnasmbl. Oba
MaTpukca MoOryT OblTb UCMOMb30BaHbl [Aflsi TECTUPOBAHUS AaHHbIM

MeTtogoM. OpHako HaCTOSTENbHO PeKOMeHOyeTCs  WUCMoMnb30BaThb
OAvHakoBble  Tunbl  obpasyoB  Ans cobniodeHuss  cTaHpgapTa
npobonoaroToBKu.

13.7 CneuncpmyHocTb

BnusHne unpkynupyowmx akTopoB MMMYHHOW CUCTEMbI ObINIO OLEHEHO
nytem gobaBneHus K NO3WTUBHLIM 06pasuam CbIBOPOTOK C M3BECTHOW
KOHLEeHTpaunen IL-18  buanonornyeckm  3HauYMMbIX  KONUYECTB
uccnegyemblx  daktopoB. He Obina  BbiIBNeHa  nepekpecTHas
peaKkTUBHOCTb C UCCIeAoBaHHbIMK hakTopamu, B TOM Yucne ¢ pro-1L-18

13.8 Oxunpaemble 3HaYeHUsI

[aHHbIM MeToOM onpeaenenust IL-18 Gbina npoTecTupoBaHa naHenb n3
40 obpas3sLoB CbIBOPOTOK CryyalriHblM 06pa3om BbiGpaHHbIX NPaKTU4ECKU
3040pPOBbIX NIOAEN (MYXXUYNH U XKEHLLMH).

MoBblweHe ypoBHSA IL-18 3aBuMCMT OT TuUNa WMMMYHOJOrMYECKOM
natonorun. Cm. Tabnuuy 6.

Number of Mean of
Sample Samples Range % Detectable
Matrix Evaluated (pg/ml) Detectable (pg/ml)
Serum 40 | nd*-732.7 | 80.0 393.4
Plasma N
(EDTA) 40 nd *- 570.8 82.5 293.3
Plasma .
(Citrate) 40 nd *- 582.5 67.5 308.1
Plasma 40 nd*-8713 | 900 4343
(Heparin)

14. IUTEPATYPA (Cwm. 8 opueuHane UuHcmpyKyuu).

15. NMOArOTOBKA PEATEHTOB (KPATKOE M3NOXEHME) (Cm. e
opu2uHane UHCMpyKyuu).

16. MPOTOKOJ TECTA (KPATKOE U3NOXEHWUE) (Cm. 8 opuauHane
UHCMPYKUUU).
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