HABOP UDA

AnA KONMMIMYECTBEHHOIO ONPEAENEHUA
YEJIOBEYECKOIO IL-23

BMS2023/3 / BMS2023/3TEN, Human IL-23 Platinum
ELISA

Memoduka om 09-07-2012
Bepcus 22

Kamanoa. Ne: BMS2023/3/
BMS2023/3TEN

Konuuecmeo: 96, 10x96
lNpoussodumerns: Bender MedSystems
GmbH, (Aecmpus)

OcHoeoli _npu npogedeHuu aHanusa sie/isemcs opusuHars
' UHCMPYKUUU Ha aHa/ulcKoM $i3blKe, 8/10XeHHOU 8 Habop.
Homep u Odama 8epcuu opusuHana u _nepegoda

S UHCMpyKuUU O0/IKHbI cogrnadame.

Tonbko Ans uccnedosamenbcKux yenel
He 0nsa ucnonb3oeaHus 8 GuazHOCMUYeCKUX unu
mepaneemuyeckux npoyedypax

1. HASHAYEHMUE UCNOJNIb30OBAHUA

[aHHbIn Habop npegHasHadyeH Ans KONMYECTBEHHOro onpeaeneHusi
yenoseyeckoro IL-23.

HaGop npegHa3sHayeH TONMbLKO ANs AWMArHOCTUKM in vitro M He
OOJDKEeH UCMOoNb30BaTbCA B TepaneBTUYECKUX LiensX.

2. BBEOEHUE (Cm. uHcmpykyuto Ha aHamulickom s3bIKe).

3. NPMHUUN TECTA
AHTUYenoBeveckme
nokpbiTele  IL-23,
AYerikax nnaHweTa.

aHTWTena,
copbupoBaHbl B

CopbupoBaHHbIe siueilku

\F aHTuTena

Yenoseueckuii IL-23 B obpasue wnm
CTaHAapTe CBA3bIBAETCA C aHTUTenamu
B AiveliKax nnaHwera.

MNepBas nHky6auus
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‘f:?— -CraHgapT vnu obpasel

Mocne wHkyGaumm u NpPOMbIBKA U3
syeek yaanslTcd He CBsi3aBLUMECs
Guonoruyeckme KOMMOHEHTbI.
[NobGaBnsiemble BuoTuH-
KOHBIOrMPOBAHHbIE aHTU- YeroBeYeckne
aHtutena IL-23 ceasbiBatoT  |L-23,
3axBayeHHble NePBbIMU aHTUTENAMW.

A - BMOTMHOBBIN KoHbloraT

Mocne wHkyGaumMm W NpPOMbIBKA U3
syeek yaanslTca He CBsi3aBLUMECs
BUOTUH-KOHbIOTMPOBaHHbIE aHTu-

TpeTbs MHKYGauusa

yernoBeyeckue aHTuMTEena IL-23. 53 2 ha
Hob6aensietcs  AuanH-HRP, koTopbin g g g
cBsi3blBaAETCS c OUOTUH- 7 1 7 Y
KOHBIOrMPOBaHHBLIMMU aHTu- .

yenoBeyeckuMmn aHtutenamm 1L-23. - Asugun-HRP

Mocne NHKybaumm HecBS3aHHbIN YeTBepTas MHKy6auus
asnavH-HRP  ypansetca Bo  Bpems —

NpoMbIBKM, W B NyHKM [JobasnsioT \F"'/QTJ']Q &
pactBop cybcTpaTa, peakTUBHbIA C (n} ‘E' E‘ b)Y
HRP. S 0 O o

/= - Cybctpar

OkpalleHHbI NpogykT obpasyeTca B
Konm4yecTee, NpPONoOpLMOHANIbHOM
KonuyectBy  venoseyeckoro  IL-23,
npucyTcTBylollero B obpasue unu
cTtaHgapTe. Peakuuio ocTaHaBnuvBawlT
pobaBrneHveM KucnoTbl U U3MepsiioT
nornoteHve npu 450 Hm. CtaHgapTHYO
KPUBYKO nonyyanu u3 8 craHOapTHbIX
passegeHun Yenoseyeckoro [L-23 wn
onpegenanyn KoHueHtpauuto IL-23 B
obpasuax.

L B s B |
™™ - MpopearnpoBaBLLNiA
cybcTpat

4. NOCTABNAEMBIE PEATEHTbI
4.1 PeareHTbl B Habope YenoBeyveckun IL-23 ELISA BMS2023/3 (96

TecToB)
MukponnaHwert, MOKPLITBI ~ MOHOKMOHAaMNbHLIMU
aHTUTEnamm K yenoseveckomy IL-23 1 nnaHweTt
KoHbloraT MOHOKNOHanbHbIX aHTu—IL-23 aHTuTen u
6uoTunHa, 55 mkn 1 cbnakoH
KoHblorat ABMAMHA ¢ nepokcuaason xpeHa, 55 mMkn 1 donakoH
CraHpapT, nuocdununampoBaHHbii, 4000 nr/mn nocne
BOCCTaHOBMEHUS 2 dpnakoHa
Pa36aBuTtenb o6pasuos, 12 mn 1 donakoH
KoHueHTpaTt Pab6ouero 6ycdepa 20x (PBS ¢ 1%
Tween 20 n 10 % BSA), 5 mn 1 donakoH
MpombiBatowmn pacTeop, koHueHTpart 20x (PBS ¢
1% Tween 20), 50 mn 1 donakoH
Cy6ecTpaTtHbin pactBop (TMB), 15 Mn 1 conakoH
Cron-pactBop (1M doccopHas kucnora), 15 mn 1 donakoH
MnéHku Ansa 3akneMBaHUA CTPUNOB 6

4.2 PeareHTbl B Habope Yenoseyeckuin IL-23 ELISA BMS2023/3TEN
(10 x 96 TecTOB)
MukponnaHwerT, NOKPbITHIN MOHOKITOHamNbHbIMM
aHTUTenamu K Yyenoseyeckomy IL-23
KoHbloraT MOHOKNOHanbHbIX aHTu—IL-23 aHTuTen u
6uotuHa, 55 mkn
KoHblorat ABMAMHA € nepokcuaason xpeHa, 55 mkn
CtaHpapT, nuocdunusmpoBaHHbii, 4000 nr/mn nocne
BOCCTaHOBIIEHUS
PazbaBuTtenb o6pasuos, 12 mn
KoHueHTpaTt Pabouero 6ydepa 20x (PBS ¢ 1%

10 nnaHweToB

10 dnakoHoB
10 dnakoHos

10 dnakoHoB
10 dnakoHoB

Tween 20 n 10 % BSA), 5 mn 3 (hnakoHa
MpombiBatowmm pacTeop, koHueHTpat 20x (PBS ¢
1% Tween 20), 50 mn 8 chnakoHoB

Cy6eTpaTtHbin pactBop (TMB), 15 mMn 10 conakoHoB
Cron-pactBop (1M doccopHas kucnora), 15 mn 10 conakoHoB
MnéHku Ansa 3akneMBaHUA CTPUNOB 30

5. MHCTPYKUUU NO XPAHEHUIO —- HABOP UDA

XpaHuTe KOMMoHeHTbl HaBopa npu TemnepaType 2-8 °C. Cpasy nocre
UCMOIb30BaHUsA BEPHUTE peareHTbl B XONoausbHuK (2-8 °C). XpaHute oo
[AaTbl, ykazaHHOWN Ha yNakoBKE peareHToB.

TonbKo Npu COOTBETCTBYIOLLEM XPaHEHUN U UCKITIOYEHUN KOHTaMUHALMUK

BO Bpems npeAaplayLiero ucnonb3oBaHus Habopa rapaHTupyeTcs
KayecTBeHHas paboTa peareHToB.

6. 3ABOP U XPAHEHUE OBPA3LA

CynepHaTaHT KynbTypbl KMeToOK, CcbiBOpoTka ¥ nnasma (OAOTK,

uuTpaTHas) MoryT ObiTb UCMOMb30BaHbl AN aHanu3a AaHHbIM MEeTOA0M.
Opyrne 6uonorvyeckue obpasupl Takke MOryT OblTb WCMONb30BaHbI.
OTpenute CbIBOPOTKY WM MNfa3my OT CrycTka UMM 3puTPOLMUTOB Kak
MOXHO ObICTpee.

ObpasLpbl, cogepxalume BUOMUMbBIN npeuunuTar, HeobxoamMmo
LeHTpUdyrnpoBaTe ANs OTAENEeHuMs npeuunutTata [o aHanusa. He
UCMOMb3yNTe CUMbHO FEMONU3NPOBAHHBLIE UMK NUNEMUYeckne obpasubl.

Ecnn o6pasubl He OyaoyT npoTecTMpoBaHbl B AeHb cbopa, TO ux
HEoBX0AMMO 3aMOPO3UTL U XPaHWTL Npu Temnepatype -20 °C unu Huxe,
4yTo6bl MpegoTBpaTUTL noTepto GuoakTueHocTM IL-23. Ecnu aHanus
OyaeT BbIMONHEH B Grivbkaniumne 24 yaca, obpasubl MOryT XpaHUTLCS Mpu
2-8 °C.

M3berante MNOBTOPHbIX LWKNOB  3aMOPaXMBaHWUS-pa3MOpaXnBaHUs
obpasuoB. [lepes aHanmsom npuBecTn obpasubl K KOMHaTHOW
TemnepaTtype v akkypaTHO MX nepemeLLaTs.

7. TPEBYEMbIE, HO HE MNOCTABNAEMbIE MATEPUATbI

. Kanun6posaHHble nuneTkn Ha 5 mn n 10 mn

. KannbpoBaHHble NUMNETKN OfHOKaHarnbHble NepemMeHHoro obbema ¢
OAHOPAa30BbIMN HAKOHEYHUKaMu Ha 5 — 1000 mkn

. MHorokaHanbHble NMUNETKM C OAHOPa30BbIMM HaKOHeYHMKamMy Ha 50
— 300 mkn



. BaHHOYKa OnA peareHTOB ANS MCMONb30BaHWUA C MHOrOKaHarbHOM
nuneTkown

. KannbpoBaHHble CTakaHbl U
NPUroTOBMNEHNS PeaKTNBOB

. Py4Hoe unun aBTomatmyeckoe npomMbiBatoLLee YyCTPOUCTBO

. MwukponnaHweTHbln pugep € ¢unbtpoM Ha 450 HM UM, no
BO3MOXHOCTU, (UNBTPOM CpaBHEHUSA = 620 HM

e [lucTvnnupoBaHHas UnNv 4eMOHU3MpPOBaHHas Boaa

. CTaTnCcTM4ecKknin KanbKynsiTop unu nporpaMmmHoe obecneyeHne ans
06paboTkM pe3ynbTaATOB (NIMHENHas perpeccust)

UMNUHApPLl, HeobxoauMmble  Ans

8. MPEAOCTEPEXEHMA NO UCNOJNIb3OBAHUIO

—  Bce xumukaTbl cunTaTb NOTEHUMAanbHO onacHelMKn. PekomeHpyeTcs
MCnonb3oBaHWe AaHHbIX peareHToB TONbKO KBaNMMUUMPOBaHHBIM
nepcoHanomM B nabopaTopHbIx ycnosusix. Micnonb3oBaTtb 3aluTHYI0
ofexay, o4kv u nepyatkn. N3beraTb KOHTaKTa C rmasamu u KOXew.
B cnyyae KoHTakTa, MPOMbITb C 6OMbLLIMM KONIMYECTBOM BOAbI.

—  Habop npegHasHayeH TOMbKO ANs MCCRefoBaTenbCKMX Lenen n He
[OIKEH  MCMOoMb30BaTbCA B PYTWMHHbIX  AMArHOCTUYECKWX
npoueaypax.

—  He cmelwmBaiiTe pasHble MOThl Y peareHTbl U3 pasHbixX NI0TOB.

—  He ncnonb3yiTte peareHTbl C UCTEKLLNM CPOKOM XpaHEHWs!.

—  V3beraiite 06nyyYeHus peareHTOB CUIIbHbIM MCTOYHMKOM CBeTa BO
BpeMSI XpaHeHUs 1 HKyGauuu.

—  He nunetunpyinte ptom.

— Henb3a ectb unu kypuTb B MecTe, FAe XPaHATCS peareHTbl U
obpa3subl Unn B MecTe, rae NpoBOAWNTCA aHanms.

—  WN3bBeraviTe kOHTaKTa peareHTOB C KOXeN U CAN3NCTbIMMU.

— [Mpn py4yHom MeTOAe aHanuW3a MOMb3yWTeCb NlaTeKCHbIMU
nepyaTkamuv Ans 3aLmThbl pyK.

—  Wsberanite KkoHTakTa cybcTpaTHOro pacTteBopa € MeTannamv u
oKMCIMTENAMM.

—  Wsberarite pas3bpbi3rnBaHnsa n obpasoBaHus aspo3onei.

—  Yrtobbl uM3bexaTb MMKPOOHOro 3arpssHEeHUs WnM  3arpsi3HeHus
peakTMBamMu W MOMy4YeHWA B pe3ynbTate HeOoCTOBEPHbIX
pe3ynbTaToB, NOMb3yNTECh OAHOPA30BbIMU HAKOHEYHUKAMU.

—  Mcnomb3yWiTe u4ucTylo, cneunanbHO BbiAENeHHylo nocydy Ans
KOHBIOraToB M CybCTpaTHOro pacTeopa.

—  3arpssHeHve KUCMOTOW MHaKTUBMPYET KOHBbIOraT.

— Ans npurotoBneHns peakTUBOB WCMOMb3yWTe AUCTUMNUPOBAHHYIO
UINN OEVOHU3VPOBAaHHYIO BOAY.

—  CybCTpaTHbI pacTBOpP AOMKEH MMETb KOMHATHYI0 TemnepaTypy
nepep 1cnonb3oBaHNem

—  ObesszapaxuBante nocrne paboTbl 0bpasubl, Tak Kak OHU MOryT
6bITb MHMMUMPOBaHbI, NPeAnoYTUTENBHO aBTOKNABUPOBAHWEM He
MeHee 1 yaca npu 121.5°C.

—  Xugkve oTxofbl, He cogepxallume KUCMOTY, N HelTpanM3oBaHHbIe
HeobXOAMMO CMellaTb C PacTBOPOM TUMOXMOpUTa HaTpUs Takum
obpasom, 4Tobbl monyyunca B utore 1% pacTBop runoxnopura.
OcTaBbTe MomnyyeHHyto cmecb Ha 30 MUHYT Ans 3dEKTUBHOIO
obeszapaxuBaHus. Kugkume oTxoAdbl, coaepxalimMe  KWUCHoTy,
HeobXxoAuMO HenTpanusoBaTb A0 00e3sapaxvBaHUs PacTBOPOM
runoxsioputa HaTpus.

9. NOArOoTOBKA PEATEHTOB

BydepHble KOHUEHTpaTbl NPMBECTM K KOMHATHOW TemnepaType u
pasBecTu nepep Ha4anom aHanusa.

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

Kpuctannsbl,

9.1 MNpombiBatowmn pacteop (1x)

PasbaBbTe 50 M KOHUEeHTpaTa  AUCTUINNPOBAHHON unm
OEVOHN3NPOBAHHOW BOAOW B MEPHOM LMMAMHAPE A0 KOHEYHOro obbeéma
1,0 n. NepemeLwarite, n3berasi BCNeHNBaHUSA.

XpanuTte MpombiBatowmn pactesop npu 2-25 °C. MNpombiBatoLLmin pacTBop
ctabuneH 30 gHen.

MpombiBatownii pacteop (1x) Takke MOXeT ObITb MPUrOTOBIEH COrMacHO
cnegywollei Tabnuue:

Konuuecteo memons- | Konmentpat Ilposer- | JuctHanHpoBaHHAL
3VEeMBIX CTPHIOB BAKOIIET0 PacTBOPa. M BOIA, MI

1-6 25 475

1-12 50 950

9.2 Pa6ounn 6ydep (1x)

XopoLwuo nepemeluaiite koHUeHTpaT Paboyero 6ydepa. PaszbasbTe 5,0
MIT KOHLEHTpaTa AWCTUNNUPOBAHHOW BOAOW B MEPHOM UMNUHAPE 00
KoHeuyHoro obvéma 100,0 mn. lNMepemelwante, n3berass BCNEHUBAHMS.
XpaHuTte PasbaButenb o6pasuoB npu 2-8 °C. Pasbasutenb o6pasuos
ctabuneH 30 gHen.

Pabounn 6Gydep (1x) Takke MoxXeT ObiTb NPUrOTOBIIEH COMMacHoO
cnegywoulei Tabnuue:

Komuuecteo Hemons- | Kommentpar Pasbasutena | JucTuaampopas-
3VeMEIX CTPHIIOB 06pasIos, M Hag BOIA, M

1-6 2.5 475

1-12 3.0 93,0

9.3 KoHblorat 6MoTuHa
3ameTbTe, 4To KoHblorat 6MoTMHaA AOMKEeH ObiTb UCNONbL3OBaH B
TeyeHue 30 MUHYT nocne pa3BeAeHuUs.

MpurotoBbTe Heobxogumoe KonmmyecTBO OMOTMHOBOrO KOHbBIOraTa,
pa3Beast 6MOTMHOBLIM koHbloratT B 250 pa3 pabouum 6Bydepom
HEMNocpeaCcTBEHHO TMepef WUCMOMb30BaHUMEM B YMCTOM MNACTUKOBOM
nocyae, cornacHo tabnuue:

Kon-Bo cTpunos BuroTuHOBbIN KoHblorat (Mn) Pabouuit bydep(1x) (mn)

1-6 0.024 5.976

1-12 0.048 11.952

9.4 ABuauH-HRP

3ameTbTe, UTOo ABUAMH-HRP gonxeH ObITb UCNONbL30OBaH B TeYeHne
30 MUHYT nocrne pa3BeAeHus.

PasbaBbTe koHUeHTpaT KoHblorata Pabounm 6ycdepom B COOTHOLLEHNM
1:250 B yncTom nocyae.

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

1-6 0.024 5.976

1-12 0.048 11.952

9.5 CrtaHpapT yenoBeuyeckoro IL-23

Pacteopute CraHpapt IL-23 pobGaeneHvwem PacTtBoputens Aans
O6pasuoB. Heobxoammbii 06beM AN pacTBOPEHUS yKasaH Ha 3TUKeTKe
dnakoHa, copepxawlero cranHgapT. OCTOPOXHO nepemeluvMBanTe [0
nornHoro pacTtBopeHus. KoHeyHasi KOHLEHTpaL sl MOMNyYeHHOro pacTBopa
coctaBuT 4000 nr/mn.

OcTaBuTb CTaHAAPT A8 BOCCTaHOBMEHUs Ha 10-30 MUHYT.

Mocne ucnonb3oBaHWs OCTaBLUMINCS CTaHOAPT HE MOXET XPaHWUTbCS WU
OOMKeH ObITb BbIOPOLLEH.

Pa3BegeHus ctaHpapTa MOryT Mpou3BOAMTLCA HENOCPeACTBEHHO Ha
nnaHwerte (cMm. nyHKT 10c) unun anbTepHaTMBHO B Npobupkax (cMm. MMyHKT
9.5.1).

9.5.1 BHewHee pa3BegeHue CtaHpgapTa

MomeTnTb 8 NPOBMPOK, OOHY ANst KaXAoW ToYkM cTangapTa. S1, S2, S3,
S4, S5, S6, S7, S8.

3arem noaroToBUTbL CepuiiHble pa3BedeHust 1:2 Ona  cTaHAapTHOM
KPVBOW KaK yKka3aHO HUXe:

MunetuposaTb 225 mkn Pas6aBuTtens O6pa3uoB B kaxayto npobupky.
MunetupoBatb 225 MKN BOCCTAHOBMEHHOro CTaHAapTa (KOHUeHTpauus
ctanHgapta = 4000 nr/mn) B nepBylo MPOOMPKY, MOMEeYeHHyl S1, u
nepemeLlaTh (KoHUeHTpauus ctaHgapta = 2000 nr/mn).

MunetupoBatb 225 wMkN 3TOr0 pacTtBopa BO BTOPYy MPOOMPKY,
noMeudeHHylo S2, u TwaTenbHO nNepeMellatb nepes CneayoLlumM
nepemeLleHnem.

[MoBTOpUTL CcepuiiHble pa3BegeHusi ewe 6 pa3, Takum obpasom
hOpMUPYst TOUKM CTaHAAPTHOM KpyBOW (CM. PUCYHOK HUXKE).

PasbaBuTenb 06pasLoB CNyXuT B kKadecTse bnaHka.

MepeHocuTb No 225 mkn

I L I . e 4 4 -
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81 52 s3 sS4 - S8

BoccTaHoBMEHHbIN Pas6asutenb Ynanutb 225 mMkn
Cranpapt 0bpa3uos 225
Yenoseueckoro IL-23 MKN

10. NMPOTOKON AHAINU3A

a. [octaHbTe Tpebyemoe pAns npoBedeHWs aHanusa uucrno 8-
NYHOYHbIX cTpunoB. MomecTute Tpebyemoe KONMMYECTBO CTPUMOB B
nepxartenb (K Heobxogumomy uucny sdeek pans  Ob6pasuos
pobaBbTe suvenkn ana bnaHka, CtaHgaptoB u KoHTpons). Bce
CraHpapTbl, Brnank u O6pasubl Heob6xoAMMO aHanusupoBaTb B
nybnsx. Heucnonb3oBaHHble CTpunbl cpady ybepuTe B nakeT C
ocyLIUTENEM U XpaHWUTe NMOTHO 3aKpbITbiM Npu 2-8°C.

b. Tlpomowite syenkn 2 pasa 400 mkn lMpombiBouyHOro Bydepa,
NOMHOCTLIO yOAnsAs XUOKOCTb Mexay npombiBkamu. OCTaBUTb Ha
10-15 cekyHA. W3beraiTe uapanuMH Ha MOBEPXHOCTU SYEEK.
CTpsixHATe nnaHweT Ha cunbTpoBanbHo Gymare nocne



nocnegHew NpombiBKM. Mcnonb3yhTe CTpunbl HEMEANEHHO nocne
CTPSAXMBAHUS UMW MakCMMyM 4epe3 15 MUHYT Mpu ycrnosuwu, 4TO
CTPUMbl YMOXeHbl Ha BRaxHyl dunbTpoBanbHylo 6ymary B
nepeBépHyToM BMae. He no3BonsiTe syeikam BbicbiXxaTb!
PasBegeHne craHgapta Ha nnaHweTte (anbTepHaTVMBHO
pasbaBneHue cTaHaapTa MoXeT ObiTb MPUrOTOBNEHO B NMpobupkax —
cM. pasgen 9.5.1):

HobaeuTtb 100 mMkn PasbaButens ons obpasuoB B Aybnsax KO BCEM
cTaHAaapTam. MpurotoBbTe cTaHOapTHble pasBefeHus
nob6aeneHvem no 100 mkn pasbaeneHHoro CTaHgapTa (pasgen
«[MpurotoBneHne peareHtoB» 9.5) B Averikn A1 n A2 B y6nsx (Cwm.
Tabn. 1). Nepemelwaiite cogepxnmoe sHeek A1 n A2 n nepeHecute
no 100 mkn pactBopa u3 syeek A1 n A2 B ayenkn B1 n B2
COOTBETCTBEHHO. BO Bpemsi aTux MaHunynsauuii noctapaWTecb He
nouapanaTtb BHYTPEHHIOI MOBEPXHOCTb siyeek. [oBTopuTe nepeHoc
W pasBefeHWe cTaHdapToB 6 pas, nonmyyuB B uTore 2 psiga
pasBegeHunii CtaHpgapTa IL-23 B gmanasoHe ot 2000.0 go 15.6
nr/mn. Ypanute u BblGpocute 100 MKN XMAOKOCTM U3 MOCREeOHUX
saveek (H1, H2).

MepeHocutb no 100 mMkn

g E E E L I |
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S1 sS2 S3 S4 - S8
BoccTaHoBNEHHbIi Pa3zbasutenb Ypanutb 100 mMkn
Cranpapt Yenoseyeckoro obpasLios 100
IL-23 MKI
Mpu BHewHeM pa3BedeHUM cTaHgapTa nunetupoBaTb 100 MK 3TMX

pasBefeHuin ctaHgapTtoB (S1-S8) B nyHkM ONsi CcTaHOapToB COrnacHo
Tabnuue 1.

Tabnuua 1: Cxema pacnonoxeHusi o6pasLos, 6rnaHka 1 cTaHO4apToB
Ha nnaHwere.

1 2 3 4
A |[ C1.#1 (2000 nr/mn) Cr. #1 (2000 nr/mn) || Bauk BnaHk
B [ Ct.#2 (1000 nr/mn) Cr.#2 (1000 nr/mn)  [| O 1 01
C || Cr. #3 (500 nr/mn) Cr. #3 (500 nr/mn) 02 02
D || Cr. #4 (250 nr/mn) Cr. #4 (250 nr/mn) 03 03
E || C1.#5 (125 nr/mn) Cr. #5 (125 nr/mn) 04 04
F || Cr.#6 (62.5 nr/mn) Cr. #6 (62.5 nr/mn) 05 05
G || Cr.#7 (31.3 nr/mn) Cr. #7 (31.3 nr/mn) 06 06
H || Cr.#8 (15.6 nr/mn) Cr. #8 (15.6 nr/mn) 07 07

Ct1 — CraHgapr, O — obpasey

BHecute no 100 mkn PasbaButens obpasuoB B Aybnukate B
fAvyenkn «bnaHk».

BHecute no 50 wmkn Pas6aBuTensi o6pa3uoB B SAYEWKM,
npegHasHaYyeHHble ans o6pasuoB.
BHecute no 50 Mkn  Kaxgoro
COOTBETCTBYIOLLME AYENKN.

3akpoiTe nnaHLWeT NNEHKOW 1 UHKYOUpYITEe 2 Yaca npu KOMHaTHOM
Temneparype (18-25 °C).

MpurotoBbTe GMOTUHOBLIN KOHblOraT (pasagen 9.3).

CHuMUTE nneHky. [lonHOCTbIO ydanuTe COAEpPXUMOE  SYeek.
[MpomoiniTe syerkn 5 pa3 kak ykasaHo B ware «b» Hactosiero
npotokona. Nepexoaute HeMeAIEHHO K CieAytoLeMy Liary.
[No6aBbTe no 100 MKN GBMOTMHOBOrO KOHbLIOraTa BO BCE SYEKU.
3akponte nnaHweT NNEHKOM U MHKYOupywrTe 1 Yyac npu KOMHaTHOWM
Temneparype (18-25 °C).

MpurotoBbTe kKoHBblOraT ABUAMH-HRP (pasgen 9.4).

CHuMMTEe nneHky. [lonHOCTbIO yaanuTe COAEPXUMOE  SYEek.
[MpomonTe s4enkn 5 pas kak ykasaHo B ware «b» HacTosiwero
npotokona. Nepexoaute HEMeANEHHO K CrieaytoLemMy Liary.
BHecuTe no 100 mkn pa3baBneHHoro koHblorata ABuauH-HRP Bo
BCE AYENKN.

3akpoinTe nnaHweT NNEHKOW u WHKyGupynte 30 MUHYT npwu
KOMHaTHoW Temnepatype (18—-25°C).

CHuMmuTe nneHky. [lonHOCTblO ydanuTe COAEpPXUMOEe SYeek.
[MpomonTe syenkn 5 pa3 kak ykasaHo B ware «b» HacTosiwero
npotokona. MNepexoaute HEMeANEHHO K CrieaytoLeMy Liary.
Brecute no 100 mkn Cy6ctpatHoro pactBopa TMB Bo Bce
AYENKN.

MHKyOmpynTe npu KOMHaTHOM TemrepaType B TEMHOTE B TeyeHue
npumepHo 15 MuHyT. N3beravite nonagaHus NnpsMoro ceeta.

obpasuya B AOy6bnax B

B

Pa3Butue uBeTa Ha NNaHwweTe AOMKHO NPOBEPATLCA U peakums
cybcTpata ocTaHoBneHa (CM. cregylolWMM MYHKT 3TOro
NPOTOKOMNa) A0 TOro, Kak NOJOXUTeNbHbIe NTYHKU GOoNbllUe YeTKO
He NPOCNeXnBalTCA.

OnpepaeneHve naeanbLHOro nepuoaa BpemMeHU Ans NposiBreHus
uBeTa AOMMKHO ObITb cAenaHoO MHAMBMAYanbHO ANSA KaXaoro
aHanusa.

PekomeHayeTca pobaBneHne cTon pacTBopa, Korga HavBbICLUWA
cTaHgapT AOCTUr TeMHO-CUMHero LuBeTa. Peakums gomkHa OblTb
OCTaHOBMEHa, kak Tonbko CTaHaapT 1 goctur 3HadeHus Ol 0.9 —
0.95.

[o6asbTe no 100 MKN cTom-pacTBOpa BO BCE SYENKWU, BKItoYasi
«BbnaHk», 4TOObI MOMHOCTBLIO MHAKTMBMPOBATL (DEPMEHT B SYelKax.
BaxHO BHOCWTb CTOM-peareHT BbICTPO M C TOW e CKOPOCTbIO, YTO 1
cy6eTpaTHell - pacTBop.  OnNTUYecKyld  NMOTHOCTb — cyuTaTbh
HeMeZaneHHO Nnocre BHeCeHUsi CToMn-peareHTa unm B TeyeHne 1 yaca
npu YCrnoBWM, YTO CTPWMbl HaxoOWnUCb BCE 3TO BpeMs Mpu
Temnepatype 2-8 °C B TeMHoTE.

Onpegennte OMTUYECKYI NMOTHOCTL BCeX s4veek npu 450 Hm
npotuB «bnaHka», XenaTenbHO WCMOMb30BaTb AfIMHY BOJHbI
cpaBHeHusi 620 HM (gonyctuma [AfnvHa BOSHbI CPaBHEHWUS B
avanasoHe 610-650 Hm). BrnaHkvpyiiTe MuKponnaHWweTHbIM puaep
COrnacHO PYKOBOACTBY  MNPOWU3BOAUTENS, MWCMONb3ys  SAYENKU
«Bnank». Onpegenute Ol kak B siveiikax, cogepxalymx obpasubl,
TaK 1 B A4erikax, CoaepXxalumx passeaeHus ctaHgapTa.

PACYET PE3YINIbTATOB

PaccuntanTte pesynbTtatbl. [ns 3TOro paccuvTanite cpegHee
3HayeHWe MOrnoweHuss Ans Kakgoro cTaHgapta u  obpasua.
OTKIMOHEHWE OT CPeAHero He AOMKHO ObiTh Gonee 20%.

Wcnonb3ysa rpaduyeckyto Oymary, OTMETbTE TOYKM CHYUTAHHbIX
3HaYeHW MOrMoLWEeHNs CTaHOapTOB Ha BepTuKamnbHylo ocb Y, a
COOTBETCTBYOLME KOHUEHTpaumun IL-23. Ha ropusoHTanbHyl OCb
X. MNpoBeauTe onTUManbHy0 KPMBYO MO TOYKaM.

Onpegenute KoHueHTpauun IL-23 B oGpasuax u3 cTtaHZapTHOM
KpuBoln. [Onsi atoro HamguTe 3HadeHve Ha ocu opgauHaT (Y)
COOTBETCTBYIOLLEE CPEAHEMY 3HAYEHUIO MONYYEHHOMN AN KaXAoro
obpasua OFl wu npoBeguTe rOPU3OHTamNbHY FUHWIO OO0
rnepeceyeHuss CO CTaHJapTHOM KpuBoW. 3aTeM K3  TOYKM
rnepeceyeHnst NPOBeAUTE BEPTMKANbHYK NMHUIO A0 NepeceyeHus ¢
ocblo abcumce (X). 3HaveHne Ha ocum X B TOYKE MepeceyeHus u
6yneT cooTBeTCTBOBaThH KOHLUEHTpauuu IL-23 B cooTBETCTBYIOLLEN
npobe.

B xopme aHanusa, cornacHo AaHHOW WHCTPYKUuKM, o6pasubl
Obinu  pa3BefeHbl 1:2, cnegoBaTenbHO, KOHLUEHTpauuwm,
nonyvyeHHble W3 KanuMbpoBOYHOM KPUBOW, [OOMKHbI ObITb
YMHOX€eHbI Ha ko3t uneHT pa3BeaeHus (x2).

PacueT o6pa3uoB ¢ KOHUeHTpauuen, npeBbiwatwenn CtaHgapT
1, MOXeT NPUBECTU K HenpaBUIlbHbIM pe3ynbTaTaM C HU3KUM
ypoBHeM uenoBeyeckoro IL-23. Takue o6pa3ubl TpebdyloT
hanbHeWllero BHEWHero npeABapUTeNIbHOIO pa3BeAeHus B

COOTBETCTBMM C OXuOaemMbiMu 3HaveHusimm IL-23 ¢
PacTtBoputenem pgna  obpasuoB B  Uensix TOYHOro
KONMU4YeCTBEHHOTro onpeaeneHWss YpoBHeW akTuyeckoro

yenoBe4eckoro IL-23.

MogpasymeBaeTcsl, YTO B KaXOyl CEpPUIO aHanmsa BKIYaeTcs
KOHTPOIbHbIA obpasel, ¢ M3BECTHOW KoHUeHTpauuen IL-23. Ecnun
3HaYeHWs1 KOHTPOMS He YKNaAblBalTCsl B OXWAAEMbIA AManasoH,
pes3ynbTaTbl aHanuaa MoryT 6biTb HE4OCTOBEPHbI.

lMpumep cTaHgapTHOW KpUBOW MokasdaH Ha PucyHke Hwxke. He
UCMonb3ynTe 3Ty CTaAHOAPTHYI KPWBYK [ANs pacyéra  Baluux
06pasuoB. CTaHgapTHast KpuBas AOMKHA ObITb BKITHOYEHA B KaXayH
NMOCTaHOBKY.

PucyHok. MNpumep ctanaapTHou kpuson ans IL-23. IL-23 6bin pa3basneH

cepun  OBYKpaTHbIX  nocneaoBaTesibHbIX  WaroB  TUTPOBaHUA

PasbaButenem obpasuoB. 3gecb NpeacTaBneHbl cpegHue 3HaYeHus u3s

Tpex napannenbHbIX TVITpOBaHI/IIZ.

He wcnonb3yite 3Ty cTaHgapTHYO KpuByl AN pacyéta Balimx
ob6pasuyoB. CtaHOapTHas KpvBasi AOMMkHA OblTb BKMOYEHA B Kaxayko
NMOCTaHOBKY.
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[aHHoro Habopa.
M3mepeHune Ha 450 HM, anuHa BonHbl cpaBHEHUS 620 HM.

BbIMOMHEHO MO 6 onpegeneHuin Kaxgoro M3 5 obpasuoB CbIBOPOTOK,
cofepXKallmx pasnuyHble KoHUeHTpauum IL-23. B kaxabivi nnaHweT 6binm
BKIIOYEHbI MO [Be CTaHOapTHble KkpuBble. B Tabnuue npuBeaeHbl
cpegHve 3HadveHus IL-23 1 koadhpuuMeHT Bapuauum AN Kaxpgoro
ob6pasua. KoadhduuneHT Bapraumm coctaBun B cpegHem 5.9 %.

Tabnuua 3: CpedHee 3HayeHMe KOHLEHTpauuu U
Bapvauumn Ans Kkaxxgoro obpasua

KoappmumeHT

CpepHss
O6pasubl | JkcnepumeHT | koHueHTpauus, nrimn | Koaddh. Bapnaumm (%)
1 977 38
1 2 1103 21
3 952 29
1 407 6.0
2 2 432 54
3 387 6.6
1 222 44
3 2 224 3.0
3 225 25
1 120 10.0
4 2 114 26
3 102 5.9
1 47 9.2
5 2 56 10.8
3 55 13.7

on on CV. % 13.2.2 BocnpousBoAMMOCTb MeXAy cepusamMmm
Craupapr | IL-23, nrimn (450 Hm) | cpeanee ' BOCMpOM3BOAMMOCTL ~ MeXOy CepusiMu B OfHOM  naGopaTtopum
2.878 onpeaensnacb B 2-X HE3aBUCUMbIX Cepusix aHanusa. B kaxablil cepum
1 2000 2.871 0.3 o
2.864 aHanusa 6bino BbINOMHEHO MO 6 onpeaeneHuii Kaxagoro M3 5 o6pasuos
2 1000 1.789 1.801 0.6 CbIBOPOTKM, COAEpXalyX pasfMuyHbie KoHUeHTpauuun IL-23. B kaxapii
1.812 nnaHWweT GbiNn BKMIOYEHbI MO [Be CTaHJapTHble KpuBble. B Tabnuue
3 500 0.870 0.894 26 npuBegeHbl cpegHue 3HadeHus IL-23 n koadduumeHT Bapuauum ans
0.917 Kaxxgoro obpasua, paccumTaHHbIn U3 18 onpeaeneHuin kaxagoro obpasua.
4 250 8:2(1)3 0.509 0.3 KoadbcpuumeHT Bapunaumm coctasun B cpegHem 6.3 %.
5 125 8:232 0.292 0.8 Tabnuua 4: CpedHee 3HauyeHWe KOHLEHTPaUMM W KO3(ULMEHT
0178 Bapvauuu kaxgoro obpasua
6 62.5 0.180 0179 0.5 O6pasey KoHueHTpaums IL-23 Koach. Bapuauum
0.132 nrimn (%)
7 31.3 0.143 0.143 7.4 ] 1011 80
8 15.6 e 0.103 05 2 408 55
0.0 0.066 3 224 0.6
BnaHk 0.069 0.068 2.1 4 112 8.0
Orl, nonyyeHHble Ans CTaHOapPTOB, MOMYT MEHSATLCS B 3aBUCKMOCTU OT YCROBUN 5 53 9.3

BbIMOSIHEHWS aHaNK3a (HanpuMep, TeMMepPaTypPHbIi PEXUM).

Kpome Toro, Ha NpoTshkeHUW cpoka roAHOCTM Habopa H3MMaTU4eckasi akTUBHOCTb,
W, CnefoBaTenbHO, MHTEHCMBHOCTb OKPALUMBAHWS, MOTYT U3MeHSTbCs. Mpu 3Tom
pesyrnbTaTbl TECTUPOBAHWS OCTAKTCS AOCTOBEPHBIMU.

12. ONPAHUYEHUA

= Tak KaKk YCNoBMS MOFyT MeHSiITbCA OT aHanusa K aHanuasy,
CTaH4apTHasA KpuBasi [OSKHa ObiTb BKMOYEHA B KaXayl Cepuio
aHanuasa.

L] BaktepnanbHoe wunu rpubkoBoe 3arps3HeHve 06pasuoB MK
peakTMBOB MOXET NPUBECTN K HEJOCTOBEPHbLIM pe3ynbTaTam.

. Mcnonb3ynte ogHOPa30Bble HAKOHEYHUKM.

= CreknsgHHas nocyaa AOMKHa ObITh TLATENbHO BbIMbITA.

] HenonHas npombiBKa HeraTMBHO BMWNSET HA TOYHOCTb Pe3ynbTaToB.
MonHocTblo ypansnte [MpombiBoYHbIA Oydep U3 siyeek mMexay
LUMKNaMu NpoMbIBKW. He nosBomsiiTe s4yenkam BbiCbIXaTb MeXay
LiaraMu aHanusa.

. Mcnonb3oBaHne pagvoMMMyHOTEpanuu 3HauYUMTeNbHO YBENUYMIo

YNCIO NALMEHTOB C YEMNOBEYECKUMU aHTUMbILLMHBIMK IgG (HAMA).
HAMA w™MoryT wuHTepdepupoBaTb B aHanuse, WUCMNOnb3yloLem
MbILUVHBIE  MOHOKIOHaNbHblE  aHTUTena, npuBOAS K  JIOXHO
MOMOXMNTENBHBIM U NIOXHO OTpULATENbHBIM pe3ynbTaTtam.
O6pasubl CbIBOPOTKM, CcoAepXalliMe aHTuTena K MblIUWUHLIM
MMMyHOrno6ynmHam, MoryT ObiTb MpoaHanM3vpoBaHbl B Cryyae,
Korda MblWVHbIE  MMMYHOrNOOYNMHbI  (CbIBOPOTKA,  acuuTHas
XUOKOCTb UM MOHOKMNOHANbHbIE aHTUTENa APYron cneunduyHocTH)
nobaenstotcs k Pasbaeutento o6pasLoB.

13. PABOYUE XAPAKTEPUCTUKHU

13.1 YyBCTBUTENBLHOCTb

MuvHumanbHO onpepensemas KoHueHTpauusi IL-23, onpepeneHHast kak
KOHUeHTpauus aHanuta, gatowas Ol 3HauuTenbHo Bbile, Yem Gydep
Ons  pasBegeHust (cpegHee nNC 2  CTaHOAPTHbIX  OTKIIOHEHWS),
coctasuna 4.0 nr/mn (cpeaHee 6 He3aBUCMMBbIX onpeaeneHui).

13.2 Bocnpou3BoaguMocCTb

13.2.1 Bocnpou3BOAMMOCTb BHYTPY OOHOW cepumn
BocnponsBogMmocTb BHYTPM OAHOW cepun onpegensnace B 3
He3aBWCUMbIX cepusix aHanu3a. B kaxgbll cepum aHanusa 6bino

13.3 WU3BneveHue

M3BneyeHune oueHmBanu, Tectupys obpasubl CbiIBOPOTkM, Nnasmbl (OO TK,
untpaTt), oboraweHHble 3 pasHbiMM  ypoBHAMM [L-23 yenoBeka.
M3BnevyeHne oueHMBanNM C WUCNONb3OBaHWEM 4 pennukaHToB Ans
Kaxxgoro ypoBHsl. KonuuecTBo asHgoreHHoro IL-23 B He oboraiieHHowm
CbIBOPOTKE BblYMTaNM M3 3HAYEHWW, MOMyYeHHbIX AnA oboraleHHoro
ob6pasua.

Sample Spike high Spike medium Spike low
matrix Mean Range Mean Range | Mean Range
(%) (%) (%) (%) (%) (%)
Serum 64 63 -65 62 48 -76 51 -
Plasma 94 74-114 75 73-77 65 | 63-67
(EDTA)
Plasma 82 81-84 68 67 - 70 53 52-54
(citrate)
Cell culture 113 |105-122| 112 |[111-114| 82 80-85
supernatant

13.4. JluHenHOCTb

O6pasubl ¢ pa3nuyHbIMKM ypoBHsAMK IL-23, 6binn NpoaHanusnpoBaHbl B
cepusix OBYKpaTHbIX pa3BefeHuid, no 2 noetopa kaxgoro. B tabnuue
npvBeAeHbl NONyYeHHbIE 3HAYEHMS.




Tabnuua 6

Sample matrix Recovery of Exp. Val.
Dilution Mean (%) Range (%)
Serum 1:4 117 116 - 119
1:8 121 112 -129
Plasma 1:4 100 99 — 101
(EDTA) 1:8 116 108 — 123
Plasma 1:4 87 80-94
(citrate) 1:8 89 59 — 120
Cell culture 1:4 93 90 -97
supernatant 1:8 87 78 - 95

13.5 CrabunbHoCTb 06pasuoB

13.5.1 CTabunbHOCTbL NpU 3amMopaXnBaHUM-Pa3MOpPaAXKMBaHUN
AnukBOTBl  CbiBOpOTKM (C AobaBneHvem IL-23) xpaHunucb npu
Temnepatype —20 °C 4 pasmMopaxusanucb 3 pasa, nocre 4Yero
onpegensnucek ypoBHu IL-23. He Habnioganacb 3HauuTenbHas noteps
MMMYHOpeakTUBHoCTH IL-23.

13.5.2 CTabunbHOCTb NpU XpaHeHUn

AnukBOTBI  CbiBOpOTKM (C AobaBneHvem IL-23) xpaHunucb npu
Temnepatype —20 °C, 2-8 °C, komHaTHOW Temnepatype v npu 37 °C B
TeyeHne 24 vacoB, nocrne 4ero onpegenanucb yposHu [L-23. He
Habntoganochb 3HauUTErNbHbIX NOTEPh UMMYHOPEeaKTUBHOCTM IL-23.

13.6 CneuncmyHocTb

BrnvsiHne umpkynupyroLwmx hakTopoB UMMYHHOW cUCTEeMbl BbIIo OLeHEeHO
nytem gobaBneHns K NO3UTMBHbIM obpasuamM CbIBOPOTOK C WU3BECTHOW
KOHUeHTpaumen  IL-23  PuU3MONOorMyeckn  3HaYMMbIX  KONUYECTB
uccnegyemblx  daktopoB. He 6bina  BbisiBNEHa  nepekpecTHast
pPeaKkTUBHOCTb C UCCIEeA0BaHHbIMU hakTopamMu.

MoxHo 6bino o6Hapyxutb nHTepdepeHumtio ¢ CpG; NO3TOMy KOHTpOnm
OOMmKHbl ObiTb A06aBMNEHbl NPV UCMONb30BaHWN 3TOTO COEAMHEHWS B
aHanuse.

13.7 Oxupaembie 3Ha4YeHUA

[aHHbIM MeToaOM onpegenenust |L-23 6bina npoTecTMpoBaHa naHenb 13
40 o6pasLoB CbIBOPOTOK CryyalHbiM 06pa3om BbIGpaHHbIX NpaKTU4Hecku
300pOBbIX NOAEN (MY>XXUUH U XKEHLLIWH).

He 6bino obHapyXeHo AeTekTupyeMmbix YpoBHeW YenoBedeckoro IL-23.

15. NOArOTOBKA PEAFEHTOB (KPATKOE W3JNNIOXEHUE) (Cwm. 6
opuauHane UHCMPYKYuU).

16. NMPOTOKON TECTA (KPATKOE U3NOXEHWUE) (Cm. 8 opueuHane
UHCMpYKyuU).
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