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(CLUA)

OcHoeoli _npu npogedeHuu aHanusa sie/isemcs opusuHars
UHCMPYKUUU Ha aHefulickoM 5i3blKe, 8/10XeHHOU 8 Habop.
! Homep u Qdama eepcuu opueuHana u nepesoda
= UHCMpyKUUU O0/IKHbI cogrnadams.
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Onsa ucnonb3oBaHuA B in-Vitro guarHocTtuke

|. BBEOEHUE

Habop RayBio® Human CT-1 (kapavoTtpodmH-1) ELISA npepHasHayeH
AN KONW4eCTBEHHOro M3MepeHuns yenoseyeckoro CT-1 B CbIBOpOTKe
KpoBUW (KOHUeHTpauus venoeyveckoro CT-1 aBnseTcst 4OBONBHO HU3KOW
B HOpMarnbHOW CblBOpPOTKE/Nnasme, OH MOXeT ObiTb He ObHapyxeH B
3TOM aHanuse), nnasme, cynepHaTaHTax KynbTypanbHbIX KNeToK U MoYe.
3TOT aHanM3 ucnonb3aylT aHTUTENo, cneunduyHoe Ans YenoBeveckoro
CT-1, HaHeceHHOro Ha 96-nyHouHbI nnaHweT. CtaHaapTbl U obpasupl
nuneTupyotcs B NyHkm un CT-1, npucyTcTByloMn B 0ob6pasue,
CBA3bIBAETCA C JyHKaMW VMMMOOWNMU30BAHHLIM  @HTUTENOM. JlyHKu
npombIBaloTCs 1 AobaBnseTcs GUOTVHUIMPOBAHHOE aHTU-4YeNloBEeYECKoe
CT-1 aHtuTeno. lMocne BbIMbIBaHWSI HECBA3aHHOTO BGUOTUHUMMPOBAHHOIO
aHTUTena, B NMyHKW NUNETUPYETCS KOHBLIOTMPOBAHHbLIN C MEepOoKcUAa3on
XpeHa cTpenTaBuavH. JIyHK1 CHOBa NPOMBbIBAOTCH U B HUX AobaBnseTcs
pacTtBopa cybctpata TMB, npoucxoauTt okpaluvMBaHue B KOnu4yecTse,
nponopuuoHansHoOM  konuyecTtBy cBsidaHHoro CT-1. Cton-pacTtsop
MEHSeT LUBeT C CWMHEero Ha XenTblil, WU WHTEHCUBHOCTb OKPacKu
namepsietcst npy 450 HM.

Il. PEATEHTbI

1. MnaHwet CT-1 (anemeHT A): 96 nyHok (12 cTpunoB X 8 nyHOK),
NOKPbITbIX aHTK-4yenoseveckum CT-1.

2. KoHueHTpaT npombiBoyHOro 6ydepa (20x) (anemeHT B): 25 mn 20x
KOHLIEHTPMPOBAHHOrO pacTeopa.

3. CraHpapTtbl (anemeHT C):
yenoseyeckun CT-1.

4. PasbaButens ana aHanu3oB (anemeHT E): 15 wmn 5x
KOHUEHTpupoBaHHoro 6ydepa. [na pasbasnenus CraHpapTta/
Obpasua (0bpasubl CbIBOPOTKM/MNAa3Mbl /KNETKM KynbTyparbHOW
cpeabl/Moya).

5. AHnTuTena obHapyxeHus CT-1 (sanemeHT F): 2 dnakoHa
BUOTMHMNMPOBaAHHOIO aHTu-vyenoseveckoro CT-1 (kaxagbli donakoH
ABNSAETCH AOCTATOYHBIM ANS @aHanvaa NonoByHbI MUKPONaHLeTa).

6. KoHueHTpat HRP-CtpentaBugunHa (anemeHT G): 200 mkn 600x
KoHueHTpaTa HRP-kOHbIOrMpOBaHHOrO CTpenTaBManHa.

7. PeareHt TMB ogHowarosoro cybctparta (anemeHt H): 12 mn 3,3 ',
5,5' -TeTpameTun6eHanauHa (TMB) B 6ycdhepHom pacTtsope.

8. Cron-pactBop (anemeHT |): 8 mn 0.2 M cepHol KUCNOTbI.

2 nakoHa, pPeKOMOUHAHTHbI

ll. XPAHEHUE

MoxeT xpaHuTbCcsi 00 6 MecsaueB npu 2- 8 °C OT gaTtbl OTIPY3KW.
CraHpapTHbIl  (PEKOMOMHaHTHBI  6enok) [OOKeH XpaHWUTbCA  Mpu
Temnepatype -20 °C unu -80 °C (pekomeHayeTcsi npu -80 °C) nocne
BOCCTaHOBMEHNs. OTKPbITblE MWKPOMMAHLIETHbIE TNYHKU UMW peareHTbl
MOryT XpaHuTbcs B TedeHne 1 mecaua npu 2-8 °C. BepHyTb
Heuncnonb3oBaHHbIe MYHKW B MakeT C ocyliuTenem, 3anevataTb BAOMb
BCEro kpasi.

MpumeyaHne: Habop MoxeT BbITb NCMOMb30BaH B TEYEHNE OOHOrO roaa,
ecnu oH xpanuncs npu -20 °C.

M3berante NOBTOPHBIX LIMKIOB 3aMOPaXMBaHNS-OTTauBaHMs.

IV. HEOBXOAMMbIE AONONHUTENBbHbLIE MATEPUATNDbI

1. MwukponnaHLWeTHbIA pugep, CMOCOBOHbLIN N3MEpPsATb  ONTUYECKYHD
NNoTHOCTb Npu 450 HM.

ToYHble NUNETKN 06bEMOM OT 2 MKN A0 1 mn.

Perynupyemble nunetkn obbémom 1-25 mMn Ans nNpurotoBneHusi
peareHToB.

100 Mn 1 1 N rpagyvpoBaHHbIe LUNUHAPEI.

dunbTpoBansHas bymara.

HvcTunnuposaHHasa unn 4eVOHN3MpPoBaHHas BoAa.
Norapudmnyeckas munnumeTpoBas Oymara unu nporpammHoe
obecneyveHne ons aHanusa aaHHbix ELISA.
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8. Tpobupkn Ans NOAroTOBKWM pasBedeHusi CTaHgapTa unm npobsbl.

V. NMOArOTOBKA PEATEHTOB

1. [NpuBeaute Bce peareHTbl M 06pasubl 4O KOMHATHOW TeMnepaTypbl
(18 - 25 °C) nepep ncnonb3oBaHUEM.

2. PasBegeHue obpasuoB: Ecnu Bawm o6pasubl JOmMkHbI  ObITb
pa3basneHbl, 1x Pa3baButens ans aHanusa (anemeHT E) pornxeH
ObITb MCMONb30BaH AN pa3BefeHUs: CbIBOPOTKU/MNa3mbl/ KynbTypbl
cynepHaTaHTa/mMmouu.

PekomeHayemoe pasBeaeHune ans
CbiBOpOTKW/Mnasmbl: 2 pasa *

HOpManbHOMN

*ObpaTuTe BHUMaHWe, 4YTO YPOBHW aHanM3Mpyemoro
Gernka MOryT BapbUpOBaTbCA MeXAy PasnunyHbIMU
obpasuamu. OnTumManbHble hakTopbl pasbaBneHus Ans
Kaxkgoro obpasua AomKHbI onpeaensTecs nabopaHToMm.

3. PasbaButenb gns aHanusoB (anemeHT E) cnepyeT passectn B 5
pa3 [OeuoHWU3NPOBAHHOW WNW OUCTUNNMPOBaHHOW BOAOW nepesn
MCMOMb30BaHNEM.

4. TlpuroToBneHue crtaHgapta: BbICTPO  MNOKPYTUTL (PrakoH ¢
anemeHtTom C. [oGasutb 400 mkn 1x PasbaButena aHanusa
(anemeHT E) Bo chnakoH ¢ anemeHtom C ansa npurotosnexns 50
Hr/Mn  crtaHpgapTHoro  pactBopa. [onmHocTbl  pacTBOpUTH
NOpOWOK TWaTeNbHbIM OCTOPOXHbLIM  MepeMeluMBaHueM.
Ho6asutb 120 mMkn ctaHgapta CT-1 mn3 cdnakoHa anemeHTta C B
npobupky ¢ 380 mkn 1x Pa3baButens aHanusa Ans NpUroToBneHns
12,000 nr/mn ctaHgapTHoro pacTtBopa. BHecute no 400 mkn 1x
PasbaBuTens aHanu3a B Kaxaylo npobupky. Wcnonb3ynte
cTaHgapTHeIn  pactBop 12,000 nr/mn Ansg  nonyyYyeHns cepuvu
pa3baBneHuii (CM. Hwxke). TwaTenbHO NepeMelLnBaTh  Kaxayto
npobupky nepen cnegyowen nepepadven. 1x  Pasbasutens
aHanusoB CMyXUT B Ka4ecTBe Hynesoro ctaHgapta (0 nr/mn).
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5. Ecnvm npombiBO4YHbIA KOHUeHTpaT (20x) (amemeHT B) copepxuT
BMAVMMbIE KPUCTansbl, HarpeTb ero A0 KOMHATHOW TemnepaTypbl U
OCTOPOXHO MepemMellaTb [0 MOMHOro pacteBopeHus. Passectn 20
mn KoHueHTpaTa NpoMbIBOYHOTO pacTBopa AeVMOHU3UPOBAHHOW M
OUCTUNNUPOBaHHOW Boaow Ao nonyyeHus 400 mn 1x NpOMbIBOYHOrO
Oydepa.

6. BbICTpo NOKPYTUTL (PrakoH C aHTUTenamu obHapyXeHue (anemeHT
F) nepen ucnonb3oBaHnem. [Jobasutb 100 mkn 1x Pasbasutens
aHanu3oB B MPOOMPKY ANS NPUrOTOBREHWUSA KOHLUEHTpaTa aHTuTen
oBHapyxeHusi. lMunetTupoBaTb BBEPX M BHM3, 4YTODObI akkypaTHO
nepemewaTb (KoHUEHTpaT MOXHO XpaHWUTb Npu TemnepaType 4 °C B
TeyeHue 5 gHen). KoHueHTpaT aHTMTen obHapyxeHns fomKeH ObiTb
pasBegeH B 80 pa3 c 1x PasbaButenem pAansa adHanusa u
ucronb3osaH B ware VI "Mpouenypa aHanusa".

7. BbicTpo nokpytuth hnakoH ¢ KoHueHtpatom HRP-CTpentaBugnHa
(anemeHT G) M nuMnNeTMpoBaTb BBEPX WM BHWU3, YTOObI aKKypaTHO
nepemewars nepen  ucnonb3oBaHueMm.  KoHueHtpatr  HRP-
CtpentaBuguHa p[oskeH ObiTb pasBegeH B 600 pas ¢ 1x
PasbaBuTtenem aHanusa.

Hanpumep: bBbicmpo nokpymums c¢pnakoH (anemeHm G) u
nunemuposams 68epx U 8HU3, Ymobbl akKypamHo nepemewams.
Hobasumb 20 wmkn KoHuyeHmpama HRP-CmpenmasuduHa 6
npobupky c¢ 12 wmn 1x Padbasumensa O0ns aHanusa O0ns
rnpu2omoesieHusi OoKoH4YamesnbHo2o 600 kKpamHo20 pa3eedeHusi
pacmeopa HRP-CmpenmasuduHa (He xpaHumb pa3basneHHbil
pacmeop 0nsi ucrnonb3ogaHusi Ha cnedyruwul 0eHb). Xopowo
nepemewames.

VI. NPOLIEAYPA TECTUPOBAHUA

1. [NpuBeaute Bce peareHTbl M 06pasubl 4O KOMHATHOW TeMnepaTypbl
(18-25 °C) po wcnonb3oBaHusl. PekomeHayeTcs, 4TOObI BCe
cTaHaapTbl M 06pasubl OblNM NpoaHanMavpoBaHbl, MO KpanHen
mepe, B Ay6nsix.

2.  [ob6aeutb 100 MKn kaxpgoro ctaHgapTa (cM. [NoaroToBka peareHToB
war 2) n obpasua B COOTBETCTBYHOLUME NMYHKN. HakpbITb MYHKY K
nHKybupoBaTb B TeyeHue 2,5 yacoB npu KOMHaTHOW TemnepaTtype
1NN B Te4eHne Houm npu 4 °C npu OCTOPOXKHOM BCTPSIXMBaHWUW.

3. YpanuTb pactBop M NpoMbiTb 4 pa3a C 1X NPOMbIBOYHbIM
pacTBOpoM. BbIMOITE 3anmonHeHUst Kaxayt IyHKY NPOMbIBOYHbLIM



bycdepom (300 MKN) C MCNOMb30BaHNMEM MHOFOKaHarbHOW NUNETKN
VNV aBTO NPOMBIBOYHOIO yCTporcTBa. [onHoe yaaneHne xuakoctu
Ha Kagow cTagum ABnseTcs HeobXoAUMbIM YCNOBMEM XOpOLLEeW
paboTbl. [locne nocnegHel NPOMbIBKM, YAANMUTb OCTABLUMIACH
NPOMbIBOYHBLI  Bydep nytem acnupauum Wnu  AekaHTauuu.
MepeBepHYTb NMNaHWET W MPOMOKHYTb YUCTbIMM  BymaHbIMK
nosnoTeHuamu.

4. [obautb 100 ™Mkn 1X MOArOTOBMEHHLIX OWMOTUHMNMPOBAHHBLIX
aHTUTen ([MogroTtoBka peareHToB Lar 6) B Kaxaylo IyHKy.
NHKybupoBaTb B TeyeHuWe 1 4aca npu KOMHaTHOW TemnepaType C
OCTOPOXHbIM BCTPSAXMBaHNEM.

5. Ypanutb pactsop. [TOBTOPUTL NPOMBbIBKY Kak B Liare 3.

6. [oGasutb 100 Mkn npuroToBneHHoro pacteopa CTpenTaBuanHa
(cm. MoproToBka peareHTOB wwar 7) B KaXayto NyHKy. VIHkybupoBaTb
B Te4yeHue 45 MUHYT Npy KOMHATHOW TemnepaType C OCTOPOXHbIM
BCTPSAXMBAHWEM.

7. Ypanutb pacteop. [TOBTOpUTb NPOMBIBKY Kak B Luare 3.

8. [Hob6asutb 100 mkn PeareHta Cyb6ctpata TMB ogHowaroBoro
(anemeHT H) B kaxayto NyHKy. Belgepxatb B TedyeHne 30 MUHYT npu
KOMHaTHOW TeMnepaTtype B TEMHOTE C JIETKUM BCTPSXMBaHNEM.

9. [Hob6aButb 50 MKn cTon-pacTBopa (3nemMeHT |) B Kaxaylo NnyHKy.
CuutaTb pesynbTtaTt npy 450 HM HeMeaneHHo.

VIl. CYMMAPHASA NPOLIEAYPA TECTUPOBAHUA

1. MoaroToBuUTL BCE peareHThl, 06pa3L|,bI N CTaHgapTbl B COOTBETCTBUKU C
WUHCTPYKUUAMWN.

2. Jo6asuTtb 100 MKN cTaHAapTa v Npobbl B KaXAYHO NyHKY.
BoblgepxaTb 2,5 Yaca npu KOMHaTHOW TemnepaType Unu B Te4EeHne Houn
npu 4 °C.
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3. [ob6aBute 100 MKN MOArOTOBMEHHBLIX aHTUTEN OWMOTMHA B Kaxayto
NYHKY.
MHkybupoBaTtb 1 4ac npy KOMHaTHOW TemnepaType.

4. No6aBnTtb 100 MKN NpUroTOBNEHHOrO pacTeBopa CTpenTaBmaunHa.
MHkybupoBaTtb 45 MUHYT Npy KOMHATHOW Temnepartype.

5. fo6aeuTb 100 mkn PeareHT cybctpata TMB ogHOLWAroBoro B kaxayro
TYHKY.
WHkybrposaTb 30 MUHYT Npu KOMHATHOW TeMneparype.

6. Job6aBnTb 50 MkN cTON pacTBOpa B KaXAYH0 MYHKY.
CuunTatb pesynbtaTt npu 450 HM HeMeaneHHo.

VIII. NTOACYET PE3YJNIbTATOB

Paccuutatb CpefHio abcopbumio  ansa KaXxgoro Habopa
NOBTOPSIOLLUMXCSA CTaHO4apTOB, KOHTponen M o6pasuoB, U BbIYECTb
CPELHIO OMTMYECKYH MMOTHOCTb HyneBoro craHgapta. [locTpoutb
CraHaapTHYHO KpUBYH Ha rorapvcgMuyeckor MunnumeTpoBor Bymare
UNyM C NOMOLUbLI nporpaMmHoro obecneveHusi Sigma, co cTtaH4apTHOW
KOHLUEHTpaumen Ha ocu X u abcopbumenr Ha ocu y. Hapucosatb
Hanbonee NOAXOASLLYIO NPSMYIO NIMHWIO Yepe3 CTaHAaPTHbLIE TOYUKM.

A. TUMWYHBLIE OAHHBIE
OTn cTaHOapTHble KpuBble ANA AEeMOHCTpauun Tonbko. CTaHaapTHas
KpvBas AoshkHa 6bITb NOCTPOEHa ANA Kax/4oro aHanmaa.

Assay Diluent C
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B. YYBCTBUTEJIbHOCTb
MuHumanbHas onpegensiemas gosa CT-1, kak npaBuno, meHee 20 nr/mn.

C. BOCCTAHOBJEHUE

BoccTaHoBneHune onpegensanack JobasneHnem pasnuyHbix yposHen CT-
1 B HOpMarbHble YenoBeYeckMe CbIBOPOTKM, MNasmbl U cpedbl Ans
KynbTUBMpoBaHus kneTtok. CpeaHue M3BneveHns npuseaeHbl HUXe:

Tun o6pasua CpenHee Ownana3oH, %
BOCCTaHoBneHue, %

CblBOpOTKa 1324 120-142
Mnasma 101.2 70-134
KneTtku KynbTypanbHomn cpeabl 98.20 76-112
D. IMHENHOCTb

Twun o6pasua CbIBOpOTKa Mna3ma KneTtku

KynbTypanbHOW cpeabl

1:2 CpeaHee 3HavyeHue
ot Oxugaemoro 96.71 131.1 102.0
OvanasoH (%) 85-115 120-140 93-110
1:4 CpeaHee 3HavyeHue
ot Oxugaemoro 75.89 106.0 77.31
Ovana3oH (%) 69-86 97-113 70-88
E. BOCNPONU3BOAMMOCTDb
BHyTpucepuiiHas: CV <10%
Mexay noctaHoBkamu: CV <12%
IX. CNELUUNDUKA
MepekpectHasi  peakTMBHOCTb: [aHHbii  UDA  He  nposiBnsieT

nepeKkpecTHON peakTUBHOCTU C MoObIM U3 Creaylowmnx UCMbITaHHbIX
uutoknHoB: human Angiogenin, BDNF, BLC, ENA-78, FGF-4, IL-1a, IL-
18, IL-2, IL-3, IL-4, IL-5, IL-6, IL-7, IL-8, IL-9, IL-10, IL-11, IL-12 p70, IL-
12 p40, IL-13, IL-15, IL-309, IP-10, G-CSF, GM-CSF, IFN-y, Leptin (OB),
MCP-1, MCP-3, MDC, MIP-1a, MIP-1 B, MIP-1, MMP-1, -2, -3, -10,
PARC, RANTES, SCF, TARC, TGF-B, TIMP-1, TIMP-2, TNF-a, TNF-8,

TPO, VEGF.

X. BOBMO>XHbIE HEUCINMPABHOCTU U UX YCTPAHEHUE

Mpobnema MpuunHa PeweHune
1. Mnoxas ctaHgapTHas 1. HeakkypaTHoe 1. MpoBepuTb NUNETKN
KpuBasi nuneTupoBaHue

2. HeBepHoe 2. YbeguTech, 4To Bbl

pas3sefeHue ctaHgapTta

NOKPYTUNW NPOGUPKY C
anemeHToMm C 1
TWaTenbHO pacTBOpUNU
NOPOLLOK OCTOPOXHbLIM
nepeMeLuBaHNEM.

2. Cnabbin curHan

1. Cnuwkom KopoTkoe
BpemMsl UHKy6aLmn

2. HeapekBaTtHble
06BEMBI peareHToB Unu

1. Ybeaoutechb B
[OCTaTOYHOM BpPeMeHMn
nHKyOauwmm; war 2
npoueaypbl aHanusa
NMOMEeHATb Ha MHKYGaLuio
B TEYEHMEe HouM

2. MpoBepbTe NUNETKN U
ybeauTech B

HenpaBuibHoe Hagnexatuen
passegeHve NoAroToBKe

3. Bbicokuin CV 1. HeakkypaTHoe 1. MpoBepbTe NUNeTkn
nuneTMpoBaHve

4. 3aBbllWeHHbIn 3agHuin | 1. MnaHweT nnoxo 1. MpoBepuTb

¢oH NPOMbIT MHCTPYKUMM MO

2. 3arpsizHeHHbI
NpPOMbIBOYHbIN Bydep

Hagnexatien NPoMbIBKeE.
Ecnu ncnonb3yetcsi
NPOMbIBOYHOE
YCTPOWCTBO, NPOBepbTE,
BCE N1 NOPTbl AOCTYMHbI.
2. MpwuroToBbTE CBEXWI
NPOMbIBOYHbIN Bydep

5. Huskas
YYBCTBUTESbHOCTb

1. HeHagnexawee
XpaHeHve Habopa

2. Cton pacTtBop

1. XpaHuTte cTaHgapT
npu < -20 °C nocne
BOCCTaHOBEHWS,
ocTanbHble npu 4 °C.
XpaHuTb pacteop
cybcTpaTa 3almLeHHbIM
oT cBeTa.

2. CTon pacTBOp AOMKEH
6bITb gOGaBneH B
Kaxkayto NyHKy nepeq
n3MepeHem
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