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TonbKo Ans UccnefoBaTenbCKUX Lienen
He Ans ncnonb3oBaHUsi B AMArHOCTUYECKUX UIU TepaneBTUYeCcKUX
npoueaypax

1. HABHAYEHME UCNOJIb3OBAHUA

OaHHbin  Habop  Human IL-18  ELISA  npegHasHayeH  ans
KONMMYECTBEHHOTO  OMpeferieHnst  4ernioBeYeckoro uHTepnenkuHa-1R.
HaGop npegHa3HayeH TONMbLKO ANs AWMArHOCTUKM in vitro M He
[OJMKEH MCNONb30BaTbLCA B TepaneBTUYECKUX Liensx.

2. BBEAEHUE (Cm. opuauHan uHcmpykyuu).

3. MPUHUMN TECTA
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=1 Substrate

BMS224HS, Human IL-18 High Sensitivity ELISA

OKpalLLeHHbIN NpOAYKT
obpasyeTca  nponopuvoHanbHO
KonuuyecTBy 4Yenoedveckoro IL-1B
, npucyTcTBylolwero B obpasue

773 -
20y

unm cTaHgapTe. Peakuuio = - MpopearnpoBasLLMii
npekpawiarot nobaeneHnem cy6eTpar
KMCNOThI " nsmepstoT

nornoweHne npun 450  HMm.
CTaHgapTHYO KpUBYH Monydanu
M3 7 CcTaHO4apTHbIX pa3BedeHun
4enoBeyeckoro IL-113 7]
onpeaensinu KOHLIEHTpauuo
yernoseyeckoro IL-13 B obpasue.

4. MPUHLUMUN PEAKLMN YCUNEHUA

Peakuus ycuneHusi ocHoBaHa Ha TexHonorum PerkinElmer Life Sciences
TSA (Tyramide Ycunenue curHana) (cm. 15, ccbinku 1 m 2).

PeareHT ycuneHus | cogepxut 6uotnHun-tyramide. HRP npeobpasyeTt
HecKonbko OuoTuHun-tyramide Monekyn B MNPOW3BOAHbIE  BbICOKOMW
peakTnBHOCTM (cBOBOAHbIE pagukanbl). ATu cBobogHble paavkanbl
KOBaNIEHTHO COeAMHATCA C NobbiM 6enok B nyHke.

Takum o06pa3om, KONMMYECTBO MNpopearnpoBaBLUero OGuoTuHWN-tyramide
nponopunoHansHo cymme HRP B nyHke.

Mocne wHKyGauum HecBA3aHHbIM OuoTUMHUN-tyramide ypanseTcsa BO
Bpems npombiBkU. PeareHT ycunenus Il cogepxut ctpentaBmuanH-HRP,
KOTOpbI CBSA3bIBAETCA CO CTOPOHaMM BMOTWMHA, CO3AaHHOIO B TeyeHue
OnoTuHun-tyramide peakumu, 4YTO OenaeT BO3MOXHbIM yBenuyeHue
konunyectsa HRP monekyn Ha noBepxHOCTU Ans cybcTpaTHOM peakumu.

5. NOCTABNAEMbIE PEATEHTbI

MukponnaHwerT, NOKPbITHIN MOHOKIOHanbHbIMK 1 MnaHweT
aHTUTenamu K yenoseyeckomy IL-103

KoHblorat MOHOKMNOHanbHblX aHTU—IL-1% aHtuten n 1 chrakoH
6uotuHa, 100 mMkn

KoHblorat cTtpentaBuagvHa ¢ nepokcuaason xpeHa, 1 dprakoH
150 mkn

CtaHpgapT, nmodunumanpoBaHHbIA, 500 nr/mn 2 dnakoHa
KoHTponb, NnotnnmanpoBaHHbI 1 donakoH
KoHueHTpaT Pabouero 6ydepa 20x (PBS ¢ 1% 1 donakoH
Tween 20 n 10 % BSA), 5 mn

PazbaBuTtenb o6pasuos, 12 mn 2 pnakoHa

KoHueHTpaTt Pas6aButens AMnnudukaropa (2x), 7
Mn 1 cbnakoH

PeareHT ycunenus |, 75 mkn 2 cpnakoHa
PeareHT ycunenus Il, 15 mkn 1 cbnakoH
MpombiBatowmin pacTeop, koHueHTpat 20x (PBS ¢ 2 ByTbINKK
1% Tween 20), 50 mn

Cy6ecTpatHbin pactBop (TMB), 15 Mn 1 conakoH
Cron-pactBop (1M doccopHas kucnota), 15 mn 1 cbnakoH
MnéHku anAa 3aknenBaHusa CTPUNoB 8

6. MHCTPYKUMUU NO XPAHEHUIO —- HABOP UDA

XpaHuTe KOMMOHEeHTbl Habopa npu TemnepaTtype 2-8°C,
KOHTponewn. NlInonnmanpoBaHHble KOHTPONW XpaHuTe npu -20°C.
Cpa3sy nocrne MCronb30BaHUs BEPHUTE peareHTbl B XONOAMUIbHUK (2-8
°C), koHTporm B -20 °C. XpaHuTe OO AaTbl, YKa3aHHOW Ha ynakoBKe
peareHToB.

TonbKo Npy COOTBETCTBYIOLLEM XPaHEHWUU U UCKITHOYEHUM KOHTaMUHaLMK
BO BpeMms MpeAbiayllero MWCrnonb3oBaHWA Habopa rapaHTupyeTcs
KavyecTBeHHasi paboTa peareHToB.

Kpome

7. 3ABOP U XPAHEHUE OBPA3LA

CynepHaTaHT KynbTyp KIeToK, 4ernoBeyeckasi CbiIBOPOTKa M nnasma
(OOTK, renapuHoBast) MoryT 6bITb UCMOMNb30BaHbI AMs1 aHanu3a AaHHbIM
metogom. [pyrne ©Guonormveckve o06pasupl  Takke MOryT ObiTb
ucrnonb3oBaHbl. OTAENUTE CbIBOPOTKY MM Mra3My OT Cryctka unu
3PUTPOLMTOB Kak MOXHO BbicTpee.

O6paTnTe BHMMaHWEe Ha BO3MOXHbIA "Xyk-adpdpeKT" 1n3-3a BbICOKOW
KOHLeHTpauum obpasua (CMm. pasgen 12).

O6pasubl, cogepXale  BuOMMBbIA  NpeuunuTat,  Heo6GXxoaumo
LUeHTpudyrupoBaTe AN OTAENeHWs npeuunuTata [o aHanusa. He
UCMONb3YITE CUITbHO rEMOMNM3MPOBaHHbBIE UMK NIMMNEMUYHBIE 0BpasLibl.

Ecnn obpasubl He 6yanyT npoTectupoBaHbl B AeHb cbopa, TO uX
HeobX0AMMO 3aMOPO3UTL U XpaHWUTb Npu TemnepaTtype -20 °C unu Huxe,
4yTO6bl NpepoTBpaTUTL MNoTepto 6uoakTmBHocTu IL-1R . Ecnu aHanus



OyaeT BbIMONHEH B Gnnxkanwwmne 24 yaca, obpasLbl MOryT XpaHUTLCS Mpu
2-8 °C.

WN3berante
obpasLoB.

NOBTOPHbIX  UWKMIOB  3aMOpaXxuBaHUA-pasmMopaxxmBaHUA

8. TPEBYEMBbIE, HO HE NOCTABJTIAEMbIE MATEPUATNbI

. KannbposaHHble nuneTkn Ha 5 mn n 10 mn

. KannbpoBaHHble NunNeTkn ogHoKaHarnbHble NepemMeHHoro obbema c
O[lHOPa30BbIMU HaKoHeYHUKamu Ha 5 — 1000 mkn

e MHorokaHanbHble NUNETKN C OAHOPa30BbIMW HAKOHEYHUKaMKn Ha 50
— 300 mkn

e  BaHHOYKa gns peareHTOB AN UCMOMb30BAHWSA C MHOrOKaHanbHOW
nuneTkown

e  KanunbpoBaHHble CTakaHbl
NPUroTOBMNEHNS PEaKTUBOB

e PyyHoe unu aBTOMaTU4eCcKoe NPOMbIBaloLLIEe YCTPOMNCTBO

. MukponnaHweTHbln  pugep ¢ dunbtpom Ha 450 HM w©n, no
BO3MOXHOCTU, (UNBTPOM CpaBHEHUSA = 620 HM

e [ucTvnnupoBaHHas Unv AevoHU3NpoBaHHas Boda

e  MwunnumetpoBas 6ymara wnu nporpammHoe obecnedveHne Ans
06paboTkM pe3ynbTaToB (NMNMHENHas perpeccust)

n  unnmHapebl, HeobxoaumMble Ans

NPEAOCTEPEXEHWA NO UCMNONb30BAHUIO
Bce xumMmukaTbl cuMTaTh NoTeHuMarnbHO onacHelMKU. PekoMeHayeTcs

MCMNOSNb30BaHME [OaHHbIX PEeareHTOB TOMbKO KBannUUUPOBAHHBLIM

nepcoHanom B nabopaTopHbix ycrnosusix. Micnonb3oBaTtb 3alLMTHYHO

ofexay, o4kv 1 nepyatku. M3beraTb KOHTaKTa C rmasamu U KOXemn.
B cnyyae koHTakTa, NpoOMbITb C GOMbLUMM KONMYECTBOM BOZbI.

2. Habop npegHasHayeH TOMbKO AN UCCreaoBaTeNbCKux Lienem u He

OOMKEH  WUCMOMb30BaTbCA B PYTUHHBIX  AWArHOCTUYECKMX

npotenypax.

He cmelunBaiTe pa3Hble NOTbl M peareHTbl U3 pa3HbIX JTOTOB.

He vcnonb3ayiiTe peareHTbl C UCTEKLLUUM CPOKOM XPaHEHWSI.

M3berante obnyyeHuss peareHTOB CUMbHbIM MCTOYHUMKOM CBeTa BO

BpPEMS XpaHeHUs 1 NHKyGauuun.

6. He nunetupyite pTom.

7. Henb3s ecTb unu Kyputb B MeCTe, Qe XPaHSTCs peareHTbl u
obpasLbl unu B MecTe, rae NpoBOANTCS aHanus.

8. WN3beranTe koHTaKkTa peareHTOB C KOXeW 1 CIM3NCTbIMU.

9. Tlpu pyyHOM MeTOode aHanusa MoNb3ynMTecb JaTEeKCHbIMU
nepyatkamu Ans 3almTbl pyK.

10. WsberaiiTe KOHTakTa cybGcTpaTHOro pacTBopa C MeTannamu wu
OKUCIIUTENSIMUA.

11. W3beranTte pa3bpbi3rnBaHnsi 1 0b6pa3oBaHnsi aspo30sen.

12. YT00Obl M3GEXaTb MUKPOOGHOrO 3arpsA3HeHUs WNKu  3arps3HeHus
peakTMBamMu U MOMyYeHuUsi B  pe3ynbTate HegoCTOBEPHbIX
pesynbTaToB, NONb3yWTECH OAHOPa30BbIMU HAKOHEYHNKaMMU.

13. Wcnonb3ynte 4ucCTylo, cneumanbHO BbiOEMeHHyl nocyay Ans
KOHbLIOraToB U cyGCTpaTHOro pacTeopa.

14. 3arpssHeHVie KMCMOTOW MHaKTUBMPYET KOHbIOraT.

15. [ns npuroToBneHus peakTUBOB MWCNOMb3yWTe AUCTUNIMPOBAHHYIO
UNY EMOHU3NPOBAHHYIO BOAY.

16. CybCcTpaTHbI pPacTBOpP AOMMKEH UMETb KOMHATHYK Temnepartypy
nepef Ucnonb3oBaHMeM

17. OG6e33apaxuBarnite nocrne paboTbl 06pa3upbl, TaKk Kak OHW MOryT
6bITb MHMWLMPOBaHbLI, NMPEeANOYTUTENBHO aBTOKTABUPOBAHUEM He
MeHee 1 yaca npu 121.5°C.

18. >Kugkue oTtxofbl, He cogepxaliue KUCMoTy, U HEeWTpanu3oBaHHble

HeobxoAMMOo cmellaTb C pacTBOPOM TMUMOXMOpUTa HaTPUS Takum

obpasom, uyTobbl monyunncs B utore 1% pacTBop rMnoxnopuTa.

OcTaBbTe nomnyyeHHyto cmecb Ha 30 MUHYT Ansa adpdeKTUBHOrO

obes3apaxuBaHuns. Xugkve OTXoAbl, coAdepXaliue  KWCMOTY,

HeobxoaMMo HelTpanu3oBaTb [0 06e33apaxuBaHWs PacTBOPOM

rMnoxnopuTa HaTpusi.
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10. NOArOTOBKA PEATEHTOB

BydepHble KOHUEHTpaTbl NPMBECTM K KOMHATHOW TemnepaType u
pasBecTu nepej Hayanom aHanmsa.

Ecnn B BydepHbix KoHUeHTpaTax ob6pa3oBanucb
aKkkypaTHO NOAOrpeTb UX A0 MOSIHOrO PacTBOPEHMUSI.

Kpuctannsbl,

10.1 MpombiBatowmin pacteop (1 x)

PasbaBbTe 50 M KOHUEeHTpaTa  AUCTUINMPOBAHHON unm
[EVOHN3NPOBAHHOW BOAOW B MEPHOM LWMMHAPE A0 KOHEYHOro obbeéma
1,0 n. Nepemelarite, n3berasi BCNeHNBaHUs.

XpanuTte MNMpomeiBatowmn pacteop npu 2-25 °C. MNMpombiBatowmii pacteop
ctabunen 30 gHen.

MpombiBatoLwmii pacTeop (1 X) Takke MOXeT ObITb NPUrOTOBMEH COrMacHo
crnegywollei Tabnuue:

BMS224HS, Human IL-18 High Sensitivity ELISA

Konuuecteo mcnones- | Konoentpat Iposer- | JuctHanHpoBaHHad
3VeMBIX CTPHIOB EAIIIETD PACTEOPA, MI BOIA, MI

1-6 25 475

1-12 50 950

10.2 Pa6Gouun 6ydep (1 x)

Xopolwuo nepemeluanTe koHUueHTpaT PaGoyero 6ydepa. PasbasbTe 5,0
MI KOHLUEHTpaTa AUCTUMNUPOBAHHON BOAOW B MEPHOM UMNUHAPE [0
KOHeyHoro obvéma 100,0 mn. MNepemelsante, usberas BCNEHWBAHUS.
Xpanute Pabounin 6ycdpep npu 2-8 °C. Pabouuit bycep ctabuneH 30
[OHEN.

Pabounin Bydep (1 x) Takke MOXeT ObiTb MPUrOTOBMEH COrMacHo
cnepywolen Tabnuue:

KonuyectBo KoHueHTpaT OuctunnupoBaHHas
ncnonb3yemMbix CTPUNOB Pa6ouero 6ydepa BoAaa, (mn)
(20x), mn
1-6 25 47.5
1-12 5.0 95.0

10.3 BWOTUHOBLIN KOHBbIOFaT

3ameTbTe, YTO BUOoTMHOBLIN KOHBIOraT AO0MKeH ObiTb UCMNONIb30OBaH
B TeyeHue 30 MUHYT nocrne pa3BefeHUs.

MpurotoBbTe HeobXoaMMoe KOnM4ecTBO OWOTUHOBOTO KOHbLIOraTa,
pa3Beas KoHUeHTpaT 6uoTuHOBOro koHbtorata 1:100 Pas6aButenem
o6pa3LoB B Y/CTOWM NIIacTMKOBOW Nocyae, cornacHo Tabnuue:

KonuyecTtBo BuoTuHOBbLIN PasbaBuTtenn
n“cnonb3yeMbIX CTPMNOB KOHblorar, Mn obpasuoB, (Mn)
1-6 0.03 2.97
1-12 0.06 5.94

10.4 CtpentaBngmH-HRP

3ametbTe, uTo CTtpentaBuanH-HRP gomxeH OGbiTb MCMONbL30OBaH B
TeyeHue 30 MUHYT nocne pa3BeAeHUs.

MpurotoBbTe Heobxoanmoe konuyectBo CTpentaBuauH-HRP passens
ero 1:200 Pa6ouum 6ychepom B YACTOW NIACTUKOBOW NOCYAE, COrfacHoO
Tabnuue:

KonnuectBo CTpentaBUaVH- Pa6ouui 6ydep(1x)
ncnonb3yemMbix CTPUNOB HRP, mn (mn)
1-6 0.03 5.97
1-12 0.06 11.94

10.5 Cranpapt yenoBe4eckoro IL-1B

PactBopute Ctanpapt IL-1B B guctunnmpoBaHHon Boae. Heobxoammblii
o6beM ONnsi pacTBOPEHUs ykasaH Ha 3TUKETKe dnakoHa, copepxallero
ctaHgapT. OCTOPOXHO nepemMeluMBanTe A0 MOMHOMO PacTBOPEHWS.
KoHeuHas kOHLeHTpaums nonyyYyeHHoro pactBopa coctaBuT 500 nr/mn.
OcTtaBuTb Ha 10-30 MUHYT.

Mocne vcnonb3oBaHWs OCTaBLUMICS CTaHOAPT HE MOXET XPaHWUTbCS U
[OMKeH ObITb BbIOPOLLEH.

KoHueHTpupoBaHHbin CTaHgapT 4yenoBeveckoro IL-1B gomkeH ObiTb
pasbasneH 1:25 ¢ PasbaButenem obpasua HenocpeACTBEHHO Nepen
1Cnonb3oBaHWeM B YMCTOW MNAacTMKOBOW Npobupke B COOTBETCTBUW CO
cnegytollen cxemon pasbasneHus:

20 mkn KoHueHTpupoBaHHoro CtaHpapta 4yenoBeyveckoro IL-18 + 480
mkn PacTtBopa ansa pa3BeAeHusi obpasuLoB. BCTpsxHyTb OCTOPOXHO
Ons nepemewuvBaHus (KOHUeHTpauus ctaHgapta = 20 nr/mn).
Pa3BegeHusi ctaHpapTa MOryT MpoM3BOAUTLCS HENOCPEACTBEHHO Ha
nnaHwerte (cM. nyHKT 10c) nnn anbTepHaTMBHO B Npobupkax (cM. MyHKT
10.5.1)

10.5.1 BHewHee pa3BeaeHue CtaHgapTa

MomeTnTb 7 NPOBMPOK, O4HY ANst KaXKAOoW Todku ctaHgapTa. S1, S2, S3,
S4, S5, S6, S7.

3atemM noAaroToBUTbL CepuiiHble pa3BedeHust 1:2 [ns  cTaHZapTHON
KPVBOW KaK yKka3aHO HUXe:

MunetuposaTtb 225 mkn Pa3basutens O6pasLoB B kaxayo Npobupky.
MuneTupoBaTb 225 MKN BOCCTaHOBMEHHOrO CTaHAapTa (KOHUeHTpauus
ctaHgapta = 20 nr/mn) B nepByl npobupky, nomeyeHHylo S1, wu
nepemewlatb (KoHUeHTpauus ctaHgapta 1 = 10 nr/mn).

MunetupoBaTh 225 MkN 3TOro pacTBopa BO BTOpYl NPOGUPKY,
noMeYeHHylo S2, 1 TWaTenbHO nNepemMellaTb nepen creaylowmum
nepemeLleHnem.

MoBTOpuUTb cepuiiHble pa3BedeHus ewe 5 pa3, Takum ob6pa3om
dopMMpys TOUKM CTaHAAPTHOW KprBOM (CM. PUCYHOK HIDKE).
PasbaBuTens obpasuoB CryxuT B kadyecTBe brnaHka.



MepeHocutb no 225 mkn
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S1 S2 S3 S4 - S7

Pasbasutens
ob6pasuos
225 mkn

1:25 PasbaBneHHbIn
CraHgapT YenoBeueckoro
IL-18

Ynanutb 225 mkn

10.6 KoHTponb

Passectn nytem pobaBneHus 400 MKn AMCTUNNMPOBAHHOM BOAbI K
nmodunuampoBaHHoMy KoHTpomto (10-30 muHyT). [lokpyTnTe uvnu
akkypaTHO nepeMellaTtb, 4YTobbl obecneunTb MONHOE pacTBOpeHMEe U
opgHopogHocTb.  [pegBaputenbHO  pa3BecTy  COMOUNN3MPOBAHHBIN
KOHTponb 1:25 pa3baButenem o6pasua:

50 mkn koHTpons + 1200 mkn pacTBopa Ansi pa3BefeHns obpasLoB.

B panbHeriwem obpawatbCa C KOHTPOMsSMW, Kak C obpasuamu B
aHanuse. 3a AaHHBIMW MO KOHTPOSIbHOMY AManasoHy CM. cepTudmkaT
aHanusa unu aTukeTke dnakoHa. XpaHUTb BOCCTAHOBIEHHbIA KOHTPOmMb
B anukBoTax npu -20 °C. M3beraTb MOBTOPHOrO 3aMOpPaXUBaHUA W
oTTanBaHus.

10.7 Pa3z6aButensb PeareHTa Ycunenus (1x)
MoarotoBka Pasbasutens PeareHta Ycunenus (1x) gomkHa 6bITb
nposefeHa HenocpeACTBEHHO nepen ucnonb3oBaHueM. [1ogrotosuTs

1:2 pasbaBneHve KoHUeHTpupoBaHHoro Pasb6aButensa PeareHTa
YcuneHus (2x) B COOTBETCTBUU CO CreayroLien Tabnuuen:
KonuyectBo Pas6aButennb OucTunnupoBaHHas
mcnonb3yeMbix CTPUNOB PeareHTa YcuneHus Bopa, (mn)
(2x), mn
1-6 3 3
1-12 6 6

10.8 PactBop PeareHTa Ycunenus |

MogrotoBka PacTBopa PeareHTa YcuneHnus | gomkHa GbiTb NnpoBefeHa
HenocpeACcTBEHHO nepes HaHeCEHWeM Ha NnaHLeT.
LleHTpudyrmpoBate nakoH B TeYeHWe HECKONbKUX
MUKpOLEHTpUdyre  nepes  OTKpblTveM  Ana  cbopa
3axXBa4YE€HHON B KPbILLKE.

MpurotosuTb pa3seneHne 1:100 PeareHTta Ycunewus | B Pas6aBurtene
PeareHTa YcuneHnus (1x) B COOTBETCTBUM CO criefytoLen Tabnuue:

cekyHn B
XUAKOCTH,

KonuuyectBo PeareHT Ycunenus |, Pas6asurtenn
ncnonb3yemMbix CTPUNOB mn PeareHTa Ycunenus
(1x), (mn)
1-6 0.06 5.94
1-12 0.12 11.88

BMS224HS, Human IL-18 High Sensitivity ELISA

OOMKHbIM 06pa3om AN Nony4YeHUsi Xopoluei NPoM3BoAUTENLHOCTH
Tecrta!

a. [JocraHbTe Tpebyemoe nOna npoBedeHusl aHanmMsa 4ucno 8-
NYHOYHbIX cTpunoB. MNMomectnTe Tpebyemoe KONMYECTBO CTPUMOB B
fepxatenb (k Heobxogumomy uucny sideek ans O6pasuos
pobasbTe svevikn ans bnanka, CrtaHgaptoB u KoHTponsi). Bce
CrtaHpapTbl, bnaHk n O6pasubl HeobxoAMMO aHanuaupoBaTb B
ay6nax. Hencnonb3oBaHHbIe CTpUNbI cpa3dy ybepuTe B nakeT C
ocyLuMTENeM M XpaHuTe NOTHO 3akpbiTbiM Npu 2-8°C.

b. Tlpomonite syenkn 2 pasa 400 mkn lMpombiBoyHOro Bydepa,
MOSIHOCTBIO YAanss XUAKOCTb Mexay npombiBkamu. OCTaBUTb Ha
10-15 cekyHa. M3beranmte wuapanMH Ha MOBEPXHOCTU siYEeK.
CTpsixHATe nnaHweT Ha dunbTpoBanbHoOW Oymare nocne
nocnegHen npomblBkW. Mcnonb3yiTe cTpunbl HemeaneHHO nocne
CTPSIXMBAHWSA UMW MakcuMym 4vepe3 15 MUHYT Mpu yCnoBuW, YTO
CTPUNbl  YNOXEHbl Ha BRaxHyl dunbTpoBanbHylo 6Gymary B
nepesépHyTOM Buae. He no3BonsainTe A4enkam BbicbixaTb!

c. Pa3sBegeHue cTaHpgapTa Ha  nnaHwete (anbTepHaTMBHO
pa3baBneHne cTaHgapTa MOXeT ObITb NPUroTOBIIEHO B Npobupkax):
Ho6asnTte 100 mkn PasbaButens anst obpasuos B Aybnsx ko BceM
cTaHpapTam. MpurotoBbTE cTaHdapTHble pa3BefeHusi
pobasneHnem no 100 mkn pasbaeneHHoro CrtaHaapTta (pasgen
10.5) B svevikn A1 n A2 B gybnax (Cm. tabn. 1). MNepemelsaiite
cogepxummoe siveek A1 n A2 n nepeHecute no 100 mkn pacteopa 13
saueek A1 n A2 B a4eiikn B1 n B2 cooTtBeTcTBeHHO. Bo Bpems aTux
MaHWNynsumMin  noctapaniTecb He nouapanatb  BHYTPEHHIOW
noBepxHOCTb  siyeek. [loBTOpWTe nepeHoc W pasBedeHue
cTaHgapToB 5 pas, monyuvB B wTore 2 pspaa  pasBedeHuvn
CraHpaprTa IL-1B B ananasoxe ot 10.00 go 0.16 nr/mn. Yaanute u
BblibpocuTe 100 MKN XMAKOCTM U3 nocnegHux sveek (G1, G2).

MepeHocutb no 100 mkn
/Il\/_“u_f’\,/’\ AN _fil"\
—1

1

S1 S2 S3 S4 - S7
1:25 Pa3BeaeHHbIi Pasbasutens Yaanute 100 Mkn
CraHgapT YenoBeyeckoro obpasuos
IL-1R 100 mkn

[Mpn BHelWHeM pa3BegeHUu cTaHgapTa nuneTupoatb 100 Mk aTuX
pa3BefeHun ctaHaapToB (S1-S7) B NyHKM ANs CTaHAapTOB COrNacHo
Tabnuue 1.

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

Mocne ncnonb3oBaHNs HemeaneHHO 13baBUTbCSA OT ocTaTkoB PactBopa 1 2 3 2
PeareHTta Ycunenus |.
A |[[Ct#1 Ct#1 o1 o1
10.9 PactBop Pearenta Ycunenus i 5 80£20 nr/mn) (010;;?20 nr/mn) 53 53
T T
MogrotoBka PacTtBopa PeareHTta Ycunenums Il gomkHa 6biTb NpoBeaeHa (6.00 nr/wn) (6.00 nr/n)
HenocpeAcTBEHHO nepen HaHeCEeHUEeM Ha NnaHLerT.
Cc CT#3 CT#3 03 03
LleHTpudpyrmposatb priakoH B TeYeHWe HEeCKONbKUX CeKyHd B (2.50 nr/mn) (2.50 nr/mn)
MUKpoOUEeHTpudyre nepeq  OTKpbITMEM  Ans cbopa  XKuOKoCTw, D | Cr#a Cr#4 04 04
3axBa4eHHOM B KpbILLKe. (1.25 nr/mn) (1.25 nr/mn)
MpurotoButh passeaeHne 1:1000 PeareHTa YcuneHus Il B Pabouyem E [[Cr#s5 CT#5 05 05
6ydepe (1x) B COOTBETCTBMM CO CrieayoLlen Tabnuuen: (0.63 nr/mn) (0.63 nr/mn)
KonuuecTso PeareHT Ycunehus Il PaGounit Gydep F [ Cr#6 Cr #6 06 06
ncnonb3yeMbiX CTPMNOB mn (1x), (mn) (0.31 nr/mn) (0.31 nr/mn)
1-6 0.006 5.994 G Ct #7 CT#7 o7 o7
1-12 0.012 11.988 (0.16 nr/mn) (0.16 nr/mn)
H BnaHk BnaHk 08 08

Mocne ncnonb3oBaHus HeMeaANeHHO U30aBUTLCA OT ocTaTkoB PacTtBopa
PeareHTa Ycunexus Il.

11. NMPOTOKOI AHAJIU3A

Tak kak UPA siBnAeTcA BbICOKOYYBCTBUTENbHON CUCTEMOW, OYEHb
BaXHO NpuUAepXuUBaTbCA PYKOBOACTBA (npoueaypbl MPOMbIBKM;
XpoHonorusa/u  NMPUroTOBNEHUA  PacTBOPOB;  UHKYGaLMOHHOro
nepuopga), 4To6bl NONY4YMTb ONTUMANbHYH NPOU3BOAUTENBLHOCTb
Tectal 3amMauuMBaHMA  peKOMeHAyeTCA  MNpPoBOAUTbL  Mexay
NPOMbIBKaMM, 4YTOObl NONMYYUTL XOPOLUYH NPOU3IBOAUTENBLHOCTb
TecTta!

O6patute BHUMaHue: PacTBopbl PeareHTOB YcuneHusi OOMKHbI
ObITb NOAroTOBIIeHbl HeNOoCpeACTBEHHO MNepes HaHeCeHMeM Ha
nnaHweT! KpaHe BaxHO, 4TOObl NPOMbIBaHWe NTYHOK NPOBOAUIIOCH

Ct — CraHgapT, O — o6pasen

d. Bnrecute no 100 mkn PasbaButensi obpasuoB B Oybnukate B
Avenkn «bnaHky.

e. BHecute no 50 wmkn PasbaButenss o6pasuoB B SYENKM,
npegHasHa4yeHHble ans 06pasuos.
f. Buecute no 50 wmkn kaxgoro obpasuya B aoybnsx B

COOTBETCTBYIOLLNE SAYENKN.

g. MpurotoBbTe 6MOTUHOBLIN KOHBblOraT (pasgen 10.3).

h. [Oo6aBbTe no 50 MK GMOTMHOBOro KOHbLIOraTa BO BCE SUEMKU.

i.  3akpomte nnaHwWeT NMEHKOW W WHKYOMpynTe npu KOMHATHOW
TemnepaType B TEMHOTE Ha NPOTSXKEHWUN CYTOK.

j. MpurotoBbTe CTpentaBuauH-HRP (pasgen 10.4).

k.  CHumute nneHky. [lONHOCTbIO ydanuTe COOEPXUMOE siyYeek.
MpomoiiTe syerkm 6 pa3 Kak ykasaHo B lare «b.» HacTosLiero
npoTokona. [MNepexoanTe HEMeANEHHO K CreaytoLemy Lary.



x =

BHecute no 100 mkn pasbasneHHoro CtpentaBuauH-HRP Bo BCce
AYenKn, BKNoyas bGnank.

3akpoiTe NnaHLWeT NNEHKOW U UHKYOMpyiiTe 1 Yac Npu KOMHATHOM
Temnepatype (18-25°C) B TeMHOTE, WCMOMb3ys OpBUTarbHLIN
Levikep, ycTaHoBneHHbli Ha 400 o6/mMuH. (LlenkupoBaHue
fABNseTcA ob6A3aTenbHbIM ANs  NONyYeHUss ONTUManbHOW
paboThI TecTa).

MogrotoBbTe PacTBop PeareHTa YcuneHnus |, pasbaBneHHbI B
Pas6aButene PeareHta YcuneHus  (1x) (cwm. 10.8)
HenocpeAcTBEHHO nepea UCNOoNb30BaHUEM.

CHumnTe nneHky. [onHOCTbIO  yAanuTe COAepXUMOe  SYeek.
lMpomonTe suvenkn 6 pas kak ykasaHo B lware «b.» Hactosiwero
npoTokona. MNepexoanTe HEMEANEHHO K CreayoLemy Luary.
BHecute no 100 mkn PactBopa PeareHta Ycunenus |
AYenkn, BKNtoyasi brnaHk.

3akponte nNnaHweT NAEHKOW U NHKYOMPYyNTe TOYHO 15 MUHYT npwu
KOMHaTHOW TemnepaType (18-25°C) B TEMHOTe, MCMOMb3ys
opbuTanbHbli  LIekep,  yCTaHOBMEHHbIn Ha 400  06/MuH.
(WenkupoBaHMe sABNAeTCA o06s3aTeNnbHbIM ANA NONy4YeHUsA
onTUManbHow paboTbl TecTa).

MogrotoBbTe PactBop PeareHTa YcuneHus ll, pasGaBneHHbili B
Paboyem ©Oycdepe (cm. 10.9) HenocpeacTBeHHO nepepn
“cnonb3o0BaHUEM.

CHumuTe nneHky. [onHOCTbIO  yAanuTe COoAepXUMOe  SiYeek.
lMpomoniTe suvenkn 6 pas kak ykasaHo B lware «b.» Hactosiwero
npotokona. Nepexoante HeMeASIEHHO K CieAyoLeMy Lwary.
BHecute no 100 mkn PacTtBopa PeareHta Ycunenus Il
A4Yenkn, Bkrovas bnaxk.

3akpoinTe nraHLwWweT NNEHKOW 1 NHKYOupyinTe ToyHo 30 MUHYT npu
KOMHaTHoW Temnepatype (18-25°C) B TemHOTe, MCMOMb3ys
opbuTanbHbIl Wenkep, ycTaHOBMNEHHbIN Ha 400 06/MuH.

CHumuTe nneHky. [lonHOCTbIO ydanuTe COAEpXUMOEe SYeek.
[MpomonTe suvenkn 6 pas kak ykasaHo B lare «b.» Hactoswero
npotokona. MNepexoanTe HEMEANEHHO K CreayoLemy Luary.
BHecuTe 100 mkn pacTtBopa cy6cTpata TMB BO BCe nyHku.
WHKkyOupy¥iTe cTpunbl Npy koMHaTHoWM TemnepaType (18 °C - 25 °C)
B TeyeHue npumepHo 10-20 muH. N3beraiite npsiMoro BO3aencTBuS
VNHTEHCUBHOTO CcBeTa.

BO BCe

BO BCe

Pa3BuTue uBeTa Ha NnaHLweTe A4OMKHO NPOBEPATLCA U peakums
cybcTpata ocTaHOBrneHa (CM. crnegylowMin MNyHKT 3Toro
NpOTOKOMa) A0 TOro, kKak NoNoXuTeNbHble JTYHKU Gonblue YeTKo
He NpocneXuBalTCcA.

OnpepeneHue naeanbHOro nepuoaa BpeMeHU AN NposiBNeHUs
uBeTa AOMKHO ObiTb caenaHo WHAMBMAYaNbHO ANA KaXAoro
aHanuasa.

PekomeHgyeTca [ob6aBuTb CTOM-pacTBoOp, KOrga Camblii BbICOKUI
cTaHgapT npuobpen cuHWiA UuBeT. AnbTepHaTMBHO pasBuTMe LBeTa
MOXHO KOHTpPONMpOBaTb C MOMOLUbLIO cynTbiBaTens ELISA npu 620
HM. CybcTpaTHas peakumst 4OMMKHa OblTb OCTAHOBMEHA, Kak TOMbKO
ctaHgapt 1 goctur OD 0,9 - 0,95.

OcTaHoBUTL depMeHTaTUBHYIO peakuumto ObICTPbIM
nunetupoBaHvem 100 MKk cTon-pacTBOpa B KaXAdyl FYHKY.
BakHo, 4TOObI cTON-pacTBop Aobasnancs 6bICTPO M paBHOMEPHO
Nno BCEM IyHKaM Ans NOSIHOW MHaKTuBauun depmeHTa. PesynbraThl
[OOMKHbI BbITb CYUTaHbI HEMOCPEACTBEHHO Nocrne AobaBneHust cTon-
pacTBopa Unun B TEYEHME OHOTO Yaca, eCnun CTPUMbl XPaHAT npu 2 -
8 °C B TeMHOTeE.

M3mepnTb ONTUMYECKYHD MNMOTHOCTb KaXJOW MUKPOMYHKM Ha
CNekTpohOTOMETPE C  UCMONMb30BaHWEM AMUHbI BOMHbI 450 HM B
Ka4yecTBe OCHOBHOW (ONuUMOHaNbHO UCMOMb30BaTh ANMHY BOMHbI 620
HM B KayecTBe KOHTporbHoW; 610-650 HM Takke npuemmnemsi).
OGHyNUTL MMaHWeT-puaep B COOTBETCTBMM C  UHCTPYKUMAMM
npousBoauTENs C MOMOLWbLK NycTbiX fyHok. Onpepenutb
nornotLeHns obomx o6pasLoB 1 CTaHAAPTOB.

MpumevaHue: B cnyvyae uHKyOaumm 6e3 BCTPSAXMBAHUSA 3HAYEHUSI
nonydyeHHoro OD mMoryT ObITb HWXe YyKa3aHHbIX. TeM He MeHee,
pesynbTaThl OCTalTCs B cune.

12. PACYET PE3YJIbTATOB

Paccuutante pesynbTatbl. [nsa 9TOro paccuuTanTe cpegHee
3HaYeHVe TMOrMoLEeHNs [Ans Kaxaoro craHgapta v obpasua.
OTKNOHEHWE OT CpefHero He JoImkHO BbiTh 6onee 20%.

Wcnonb3yst rpadgumueckyto Bymary, OTMETbTE TOYKM CYUTaHHbIX
3HAYEHWIN MNOrMOLLEHNA CTaHAapTOB Ha BepTMKanbHyld ocb Y, a
COOTBETCTBYIOLMNE KOHUEeHTpaummn IL-1R . Ha ropmsoHTanbHyl ocb
X. MNpoBeanTe onTUManbHy KPUBYHO MO TOYKaM.

Onpepenute koHueHTpauun IL-1R . B obpasuax u3 cTtaHgapTHOWM
KpuBoW. [ns atoro HawguTe 3HadyeHne Ha ocu opguHat (Y)

PucyHok.

BMS224HS, Human IL-18 High Sensitivity ELISA

COOTBETCTBYIOLLEE CPEAHEMY 3HAYEHUIO MONYYEHHOMN ANS KaXAoro
obpasuya OFl wu npoBeguTe rOPU3OHTaNbHY FUHWIO [0
rnepeceyeHuss CO CTaHOapTHOM KpuBoW. 3aTeM K3  TOYKM
rnepeceyYeHnss NPOBeAUTE BEPTMKAIbHY NUHWUID A0 NepeceyeHus ¢
ocbto abecumce (X). 3HaveHne Ha ocum X B TOYKE MepeceyeHus u
6yaeT cooTBETCTBOBATL KOHLEHTpauum IL-1} . B cooTBETCTBYIOLLEN
npobe.

B xopme aHanu3a, cornacHo AaHHOW WHCTPYKUuKM, o6pasubl
ObinuM pasBepeHbl 1:2 M koHTponu 1:50, cnepgoBaTenbHO
KOHLUEHTpauuu, MnoslyYeHHble W3 KannbpoBOYHOM KPUBOW,
AOMXKHbI ObITb YMHOXeHbl Ha Ko3dduuneHT pa3BeaeHUs (x2
Ans o6pasuos, x50 AnA KOHTponen).

PacueT o6pa3L0oB ¢ KOHUEeHTpauuen, npesbilatollen cTaHaapT
1, MOXeT npuUBECTU K JIOKHbIM, HU3KUM YPOBHSIM
yenose4eckoro IL-1B . Takue o6pa3ubl TpeGyOT AanbHeuLero
BHELLUHero npeaBapuTerNibHOro pa3BefdeHUsi B COOTBETCTBUM C
oXuaaeMbiMM  3HauyeHusimum  yenoBeyeckoro IL-1B  pgnsa
pa3baBneHus npo6 AnA  TO4YHOro KONMU4yecTBEHHOTro
onpegeneHus peanbHoro yenose4eckoro IL-1B .
MogpasymeBaeTcsl, YTO B KaXOyl CEPUI0O aHanmsa BKIYaeTcs
KOHTPOIbHbIA 0bpaseL, ¢ U3BEeCTHOW KoHueHTpauuen IL-16 . Ecnn
3HaYeHWs1 KOHTPOMsl He YKNaAblBalTCsl B OXWAAEMbIA AManasoH,
pe3ynbTaTbl aHanu3a MoryT 6biTb HEJOCTOBEPHbI.

lMpumep cTaHgapTHOW KpPUMBOW Moka3aH Ha PucyHke Hwxke. He
ucronb3ynTe 3Ty CTaHOAPTHYI KpWBYK [ANns pacyéra Baluux
06pasuoB. CTaHaapTHast KpuBas AOMKHA ObITb BKITHOYEHA B KaXayHo
NMOCTaHOBKY.

IL-1

Mpvmep cTaHaapTHOW KpvBOW Ans IL-1R  6bIn

pa3baBneH B cepvu OBYKpaTHbIX NOCneAoBaTeNbHbIX LAaroB TUTPOBaHUSE
PasbaButenem obpasuoB. 3gecb NpeacTaBneHbl cpegHue 3Ha4YeHus u3s
Tpex napannernbHbIX TUTPOBaHWUNA.

He wcnonb3yite aTy cTaHOapTHYIO KpuByl Ans pacyéta Balimx
o6pasuyoB. CtaHOapTHas KpvBas AOMMkHaA OblTb BKMAOYEHA B Kaxayko
NOCTaHOBKY.

Tabnuua: TunuyHble pesynbTaThl,

Abscrption 450 nm
9
'

Concentraton (pg/mi)

nony4yeHHble C UCnonb3oBaHNEM

AaHHoro Habopa.
M3amepeHue Ha 450 HM, ANMHA BONHbI CpaBHEHNs 620 HM.

CraHpapTt IL-1R , nr/mn (45(3T'M) cpg:r;ee Cv, %
1 10.00 %:‘S‘ZS 2.498 12
2 5.00 13 1.281 6.4
3 2.50 0000 0.623 5.4
4 1.25 0353 0.357 13
5 0.63 o2 0.210 59
6 0.31 ot 0.143 0.9
7 0.16 o oe 0.107 22
Bnaxk 0 gggg 0.061 54

Orl, nonyyeHHble ANs CTaHAAPTOB, MOMYT MEHSITLCS B 3aBUCMMOCTM OT YCMOBMIA
BbINONHEHVSI aHanu3a (Hanpumep, TeMnepaTypHbIN PeXum).

Kpome TOro, Ha NpoTshXeHUM Cpoka rogHOCTM Habopa aH3MMaTUYeckasi akTUBHOCTD,
W, criegoBaTesibHO, MHTEHCUMBHOCTL OKpaLUMBaHWS, MOTYT M3MeHsiTbes. Mpu aTom
pesyrnbTaTbl TECTUPOBaHWS OCTaTCS JOCTOBEPHBLIMM.

13.

OrPAHUYEHUA

Tak Kak YyCrnoBusi MOTyT MEeHATbCS OT aHanusa K aHanuay,
CTaHfapTHas KpuBas [OMKHA ObiTb BKMIOYEHA B KaXaylo Cepuio
aHanuaa.

BaktepuanbHoe unu rpubkoBoe 3arpsi3HeHne obpasuoB unu
peakTUBOB MOXeT NPUBECTMN K HEA,OCTOBEPHbIM pe3ynbTaTtam.



. Mcnonb3ynte opHopa3oBble HakoHeuHukn. CTeknsHHas nocyaa
[OIKHAa ObITb TLATENBHO BbIMbITA.

. HenonHas npombiBKa HeraTMBHO BNMSIET HA TOYHOCTb Pe3ynbTaToB.
MonHocTblo ygansanTe [MpombIBOYHBIN Bydhep u3 sveek Mexay
uMKnaMn nNpoMbiBKM. He nossonsavite suyerikam BbICbIXaTb MeXay
LaraMu aHanusa.

L] Mcnonb3oBaHue pagvovMMyHOTEpanuu 3HaYMTENbHO YBENUYMIO

YMCIO NALMEHTOB C YENOBEYECKUMU aHTUMbILLNHBIMKU IgG (HAMA).
HAMA wmoryT wuHTepdepupoBaTb B aHanuse, WUCMNOnb3ylolemM
MbILUMHbIE  MOHOKIOHaNbHbIE  aHTUTena, npuBOAS K  JIOXHO
MOMOXMTESbHBIM M NOXHO OTpULaTENbHLIM pe3ynbTaTaMm.
O6pa3ubl CbIBOPOTKM, coAepXalliMe aHTuTena K MblIUWUHBIM
MMMyHOrno6ynmHam, MoryT ObiTb MpoaHanuM3vpoBaHbl B cryyae,
Korda MblWVHbIE  MMMYHOrNOOYNMHbI  (CbIBOPOTKA,  acuuTHas
XNOKOCTb UMM MOHOKIIOHAsbHbIE aHTUTeNa Apyron cneunduyHoOCTI)
pobasnsiotes kK Pasbasutento 06pasLoB.

14. PABOYUE XAPAKTEPUCTUKHU

14.1 YyBCTBUTENbHOCTb

MuvHumanbHO onpepensiemas KoHueHTpauusi IL-1R , onpegeneHHasi kak
KOHUEeHTpauus aHanuta, Aawowas Ol 3HaunTenbHO Bblle YeM Gydep
Ona  pasBefeHus (cpegHee nNMC 2 CTaHOAPTHbIX  OTKIIOHEHWs),
coctasuna 0.05 nr/mn (cpegHee 6 He3aBUCKMbIX OMPeAENeHnn).

14.2 Bocnpou3BoaUMOCTb

14.2.1 Bocnpou3BOAMMOCTb BHYTPU OOHOW cepumn
BocnpousBogMmocTb BHYTPM OAHOWM cepun onpegensnace B 3
HE3aBUCUMMbIX Cepusix aHanusa. B kaxgbwi cepum aHanmsa 6bino
BbINOMHEHO NO 6 onpegeneHun Kaxaoro M3 8 obpasuoB CbIBOPOTOK,
coepXawux pasnuyHble KoHueHTpauun IL-18 . B kaxabii nnaHweTt
ObIny BKMOYeHbl MO ABe CTaHAapTHble KpuBble. B Tabnuue npuBegeHsbl
cpegHve 3HauveHus IL-13 un koapduUMeHT Bapuauum Ans  KaXaoro
obpasua. KoacdurumeHT Bapuauum coctasun B cpegHeM 6.7 %.

Tabnvua 3: CpegHee 3HayeHue
Bapuauuu ans kaxgoro obpasua

KOHLUEeHTpauum un  KoadhdUUMEeHT

BMS224HS, Human IL-18 High Sensitivity ELISA

8 [ 0.39 [ 15.5

14.3 JluHenHoCTb

O6pa3subl CbIBOPOTKA C pasfUyHbIMU YPOBHSMU 4ernoBeuveckoro IL-1R
6biMM  MpoaHanu3upoBaHbl B MocrnedoBaTenbHbIX 2 KpaTHbIX
pa3BefeHusiX ¢ 4 NOBTOpaMU Kaxaoe.

BoccTtaHoBneHve konebanacb ot 69.4% pno 133.6% npu oblem
BoccTaHoBneHnn 116% (cm. Tabnuuy 5).

Tabnuua 5
KoHueHTpauust IL-1R, nr/mn
O6pasel | PassegeHve Oxunpaemoe Habntopgaemoe %
3HaYeHve 3HaYeHve n3BrieYeHns
1 - 2.73 -
1 2 1.37 1.64 120.3
4 0.82 1.03 124.9
8 0.51 0.64 125.2
1 - 2.93 -
2 2 1.47 1.54 105.4
4 0.77 0.99 128.1
8 0.49 0.47 95.9
1 - 2.66 -
3 2 1.33 0.92 69.4
4 0.46 0.56 121.3
8 0.28 0.35 1245
1 - 8.60 -
4 2 4.30 5.17 120.1
4 2.58 3.45 133.6
8 1.73 212 122.8

O6pasen AKCnepUMeHT KOHLI,eH'II'-Ip:::IIﬂ IL-18 , Koadod).("BA?puauuu
1 2.53 3.7
1 2 2.18 8.9
3 2.62 8.4
1 1.75 3.2
2 2 1.54 4.0
3 1.58 9.6
1 2.10 55
3 2 1.88 3.6
3 245 11.4
1 1.1 3.3
4 2 1.00 3.0
3 1.02 13.6
1 2.83 7.8
5 2 2.66 1.9
3 2.74 3.3
1 0.92 9.4
6 2 0.92 5.3
3 0.84 1.6
1 0.53 10.0
7 2 0.48 9.5
3 0.48 12.8
1 0.36 9.5
8 2 0.35 7.7
3 0.46 3.7

14.2.2 Bocnpou3BoAUMMOCTb MeXAay cepusimm

Bocnpoussogumocte  mexagy cepusiMum B ogHom  nabopatopum
onpegensinacb B 3-x HE3aBUCUMMbIX CepUsix aHanusa. B kaxgbii cepum
aHanusa 6bIno BbINOMHEHO NO 6 onpeaeneHuin kaxgoro n3 8 obpasuos
CbIBOPOTKW, COAEPXaLLMX pasnuyHble koHUeHTpauuu IL-18 . B kaxgbin
nnaHweT ObiNM BKMOYEHbI MO ABe CTaHAapTHble kpuBble. B Tabnuue
npuBeAeHbl cpegHue 3Havenus IL-18 u koadpduumMeHT Bapuauum gns
Kaxgoro obpasua, paccumTaHHbIi U3 18 onpegeneHuit kaxagoro obpasua.
KoachdpmumeHT Bapunauum coctasun B cpegHem 8.1 %.

Tabnuua 4: CpegHee 3HayeHue
Bapuaumu kaxgoro obpasua

KOHUEHTpauMn un KoadPUUMEHT

O6pasey, CpeaHee 3Ha4YeHue KoadhdpmumneHt
KOHLIeHTpauuu, nr/mn Bapuauuu, %

1 2.44 9.5

2 1.63 6.7

3 2.15 13.6

4 1.04 6.0

5 2.74 3.0

6 0.90 5.0

7 0.50 5.8

14.4 CtabunbHOCTb O6pasuoB

14.41 CtabunbHOCTb NpU 3amMoOpaxXuBaHMU-Pa3MOpPaAXKUBaAHUMN
AnukBOTbI CbiBOpoTKM (6e3 gobasneHHoro IL-1R n ¢ gobasnexnem IL-1R3
) XpaHunuck npu Temnepatype —20°C 1 pasmopaxusanucs 5 pas, nocne
yero onpegensinucb ypoBHu IL-18 . He Habnioganocb 3HauMTenbHbIX
noTepb MMMyHopeakTuBHocTm IL-113 .

14.4.2 CTabunbHOCTb NPU XpaHEHUU

AnukBOTbI CbiBOpoTKM (6e3 gobasneHHoro IL-1R n ¢ gobasnexnem IL-1R3
) XpaHunucb npu Temnepartype —20°C, 2-8°C, kOMHaTHOMN TemnepaType 1
npu 37°C B TeveHne 24 4acos, Nocrie Yero onpeaenanucs yposHu IL-1R.
He Habniopganocb 3HauuTenbHbIX MOTEpPb MMMyHopeakTuBHoOCTM IL-113
npu xpaHeHun npu -20 °C. 3HauuTenbHbIe NOTEPU UMMYHOPEaAKTUBHOCTM
yenoBeyeckoro IL-1R 6binu obHapyxeHbl BO BpeMs XpaHeHus npu 2-8
°C, KT n 37 ° C B TeueHune 24 yacos.

14.5 CneuncdunyHocTb

MHTepdepeHumsa  LUUPKYNUPYIOLNX  akTopoB MMMYHHOW  CUCTEMBbI
oueHMBanacb MNyTem HacbileHns 3Tux 6enkoB B  U3MONOrMYecku
3HAYMMbIX KOHLEHTpauusix B 4emnoBedeckyto IL-1R nonoxutenbHyio
CbIBOPOTKY.

MepekpecTHO peaKkTUBHOCTM He Habnoaanock.

14.6 Oxnpaemble 3Ha4YeHUA

MaHenb 06pa3syoB CbIBOPOTKM M MNNas3mbl OT Cry4YalHO BblGpaHHbIX
300pOBbIX AOHOPOB (MYX4YMH W >KEHWMWH) Obina ucnblTaHa Ha
yenoeyeckui IL-1M3.

OGHapyxeHHble ypoBHU 4ernoBedveckoro IL-1R B cbiBOpoTke nonanu B
ananasoH mexgy 0.0 u 4.7 nr/mn co cpegHum yposHem 0.6 nr/mn u
cTaHAapTHbIM — oTkrmoHeHnem 1.0 nr/mn.  OBHapyXeHHble  ypOBHU
yenoBeyeckoro IL-1R B nna3me (uuTtpaT) nonanu B gnanasoH mexay 0.0
n 7.7 nr/mn co cpegHum 3HadeHnem 0.3 nr/Mn u cTaHOAapTHbIM
OTKNoHeHnem 1.3 nr/Mn n ypoBHM B mnnasme (remapuH) nonanmu B
avanasoH mexagy 0.0 n 3.4 nr/mn co cpegHum 3HaveHuem 0.3 nr/mn u
CcTaHAapTHbIM OTKNoHeHnem 0.6 nr/mn.

15. MIUTEPATYPA (Cwm. 8 opueuHane UHCmpyKyuu).

17. NMOANOTOBKA PEAFEHTOB (KPATKOE W3INOXEHMUE) (Cwm.
opu2uHan UHCmpyKuuu).

18. MPOTOKOIN TECTA (KPATKOE W3INOXEHMUE) (Cm. opueuHan
UHCMPYKUUU).
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