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OcHogoli_npu_nposedeHuUU aHanusa_sensgemcs opuauHarsl
UHCMPYKUUU Ha aHeulickoM sI3biKe, 8/10XeHHOU 8 Habop.
Homep u Qdama eepcuu opusuHana u __nepegoda
e UHCMPYKUUU O0/IXKHbI cosrnadams.

Ona ucnonb3oBaHusA B in-Vitro guarHocTuke

|. BBEOEHUE
MIF (dpakTop, nogaBnsAwWMNA MUrpauMio) WM3BECTEH Kak MeaunaTop

KNEeTO4YHOro  MMMyHUTETa CcO  cneuudmdeckumn  addekTamm  Ha
onddepeHumnaumo MOHOHYKIeapHbIX carounTos. BblpaxeHue
aKTMBHOCTYU MIF XOpOLLO KoppenvpyeTt c 3agepKKom

rMNepyyBCTBUTENBHOCTU U KNETOYHBIM MMMYHUTETOM Y Yenoseka, u MIF
Tenepb Mpu3HaH B KayecTBe OCHOBHOro LlMTokuHa, moaynupytoLiero
B3aumoaencTame T-kneTkn/makpodpara B akcnpeccumn
rMNepyyBCTBUTENBHOCTU  3aMeANneHHoro Tuma W npuobpeTeHHoro
KNeTo4YHOro uMMyHuTeTa. AkTMBHOCTb MIF MOXHO OBHapyxuTb B
CUHOBMWAnbHOW XWUAKOCTU NaLMEHTOB C PeBMaTOUAHLIM apTPUTOM.

HaGop RayBio® Human MIF ELISA npegHasHayeH onsa
KOMMYECTBEHHOro namepeHus Yenosedeckoro MIF B cbiBOpoTKe, nnasme
(cobpaTb nna3my C WCMOnb3OBaHWEM renapuHa B KavecTBe

aHTukoarynsiHta. QATK n LintpaT He pekomeHaytoTcsl), cynepHaTaHTax
KynbTypbl KMETOK U Mouye. OTOT aHanuM3 WCronb3yeT aHTUTEro,
cneunduyHoe ansi yenoseyeckoro MIF, HaHeceHHOro Ha 96-nyHOYHbIN
nnaHweT. CrtaHgapTel U obpasubl nuneTupytoTcs B nyHkm u MIF,
NPUCYTCTBYIOLLNIA B obpasue, cBsI3blBaeTCS c NyHKamu
MMMOBMM30BaHHBIM aHTUTENOM. JIyHk1 npombiBaloTCs U gobaensieTcs
O6uoTUHMNMpOBaHHOe  aHTu-yenoseyeckoe MIF  aHTuTeno. [locne
BbIMbIBAHUS] HECBSI3aHHOrO OMOTUHUIIMPOBAHHOIO aHTUTena, B JyHKU
NUNETUPYETCS KOHBIOTMPOBAHHBIN C NEPOKCMAA30M XpeHa CTPeNnTaBUaMH.
JlyHkn cHoBa NpoMbIBalOTCSA U B HUX AobaBnsieTcs pacTeBopa cyberpata
TMB, npoucxoauT OKpallMBaHWe B KONWYECTBE, MPOMOPLIMOHANbHOM
Konu4yecTBy cBsizaHHoro MIF. CTon-pacTBop MeHsieT LBET C CUHEro Ha
XeNnTbIN, U UHTEHCUBHOCTb OKpacku namepsietcsa npu 450 Hm.

Il. PEATEHTbI

1. MnaHwet MIF (anemeHT A): 96 nyHok (12 cTpunoB x 8 nyHok),
NOKPbITbIX @aHTU-Yenoseyeckum MIF.

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

3. CraHpgapTtbl (anemeHT C):
yenoseyeckun MIF.

4. PasbaButenb ans aHanusoB A (anemeHT D): 30 mn XuBOTHOM
cbiBopoTkM ¢ 0.09% asupa HaTpusi B kayecTBe KoHcepBaHTa. [ns
pasbasneHuns CtaHgapta/O6pasua (cbiBopoTka/mnasma).

2 nakoHa, pPeKOMOWHaAHTHbI

5. PasbaButens pans anammsoB B (anement E): 15 wmn 5x
KOHLEHTPMPOBAHHOIO 6ydepa. ans pa3baBnexus
CrangapTa/O6pasua (cpea KynbTypbl KneTok/Mouya).

6. AwtuTena obHapyxenns MIF (smemeHT F): 2 dnakoHa

BUOTUHMNMPOBaHHOIO aHTU-vyenoseyveckoro MIF (kaxabli drnakoH
SIBMSIETCS 4OCTATOYHbIM AN aHanM3a nosioBMHblI MUKPOMaHLLETA).

7. KoHueHtpaTt HRP-CtpentaBuamHa (snmemeHtT G): 200 mkn 300x
KoHUeHTpaTa HRP-koHblOrMpoBaHHOIo CTpenTaBuavHa.

8. PeareHt TMB ogHowarosoro cybctpata (anemeHt H): 12 mn 3,3 ',
5,5' -TeTpameTnn6eHsnaguHa (TMB) B 6ydepHom pacTBope.

9. Cron-pactBop (anemeHT I): 8 mn 0.2 M cepHoWl KUCNOTbI.

1Il. XPAHEHUE

MoxeT xpaHuTbCsi 00 6 MecsaueB npu 2- 8 °C OT gaTtbl OTIPY3KW.
CTaHOapTHbI  (PeKOMOUHaHTHBLIM  6enok) [OOMKeH XpaHWUTbCa Mpu
Temnepartype -20 °C unm -80 °C (pekomeHayetcsi npu -80 °C) nocne
BOCCTaHoBMeHusl. OTKPbITbIE MUKPOMaHLIETHbIE NYHKU WKW peareHTbl
MOryT XpaHuTbcsl B TedeHne 1 mecsiua npu 2-8 °C. BepHyTb
HeMcnonb30BaHHbIE NIHKM B MakeT C ocywwuTenem, 3aneyartatb BOOMb
BCEro Kpasi.

MpumevaHne: Habop MoxeT GbITb UCNOMb30BaH B TeYEHME OOHOro roaa,
€crn oH xpaHuncs npu -20 °C.
M3bBerainTe NOBTOPHLIX LMKIOB 3aMOpPa)kMBaHUSI-OTTaMBaHUS.

IV. HEOBXOAUMbIE AOMNONMHUTENBbHBLIE MATEPUATNbI

1. MwukponnaHwWeTHbIn puaep, CMOCOBHbIN M3MepUTb  OMNTUYECKYHD
NNOTHOCTb Npu 450 HM.

To4Hble NMNeTkn 06bLEMOM OT 2 MKN Ao 1 Mn.

Perynupyemble nunetkn obbémom 1-25 mMn Agns npuroToBreHus
peareHToB.

100 mn n 1 N rpagyvpoBaHHbIe LMMUHAPHI.

PunbTpoBansHas bymara.

JuctunnupoBaHHas Unu 4eMoHN3MpoBaHHas BoAA.
Jlorapudmuueckas munnumetpoas Oymara wnum nporpamMmmHoe
obecneyeHune Ana aHanusa AaHHbIX ELISA.

Mpobupkn Ans NOAroTOBKW pasBefdeHus cTaHgapTa unm npobel.
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V. NOAroTOBKA PEAFEHTOB

1 MpuBeauTe Bce peareHTbl U 06pasLbl 40 KOMHATHOW TemnepaTypbl
(18 - 25 °C) nepep ncnosnb30BaHUEM.

2. PasBepeHve o6pasuoB: Ecnu Bawwn o6pasubl JOSKHbI  GbITb
pa3baBneHbl, PasbaButenb ans aHanusa A (anemeHT D) porkeH
ObITb  MCMONb30BaH [ANs pasBefeHusi CbIBOpOTKu/mnasmbl.  1x
PasbaButens ana aHamusa B (amemeHT E) pomkeH ObiTb
Mcnonb3oBaH AN pasBefdeHus CyrnepHaTaHTOB KynbTypbl KNETOK U
MOYU.

PekomeHayemoe pa3BefeHue ans
cblBOpOTKM/NNasMbl: 2 pasa *

HOpManbHOMN

*ObpaTuTe BHUMaHWe, 4YTO YPOBHW aHanM3Mpyemoro
Genka MoOryT BapbUpOBaTbCs MEXAY  PasnuyHbIMU
obpasuamn. OnTumanbHble akTopbl pa3baBneHus aons
Kaxxgoro obpasua [oMmKHbI onpeaensaTbcsa nabopaHToMm.

3. Pasbasutenb ana aHanusoB B cnegyer passectm B 5 pa3s
OEVNOHU3NPOBAHHOW  UNW  OUCTUNNMPOBaHHOW  BOAOW  nepef
MCMorb30BaHUEM.

4. TlpurotoBneHue craHgapta: BbICTpo  NokpyTUTb bnakoH ¢
anemeHToM C. [lo6aBuTb 400 mkn PasbaBuTens aHanu3a A (ans
o6pasLoB ceiBopoTKM/NNasmbl) unu 1x Pasbasutens ans aHanvsa B
(ans cpedbl KynbTypbl KNETOK U Mo4u, pa3baBuTenb Ans aHanM3os
B pomxeH ObiTb pa3BedeH 5-KpaTHO C AEVMOHM3VMPOBAHHOW WK
OVUCTUNNUPOBAHHOM BOAOW) BO (brnakoH c anemeHtom C ans
npurotoBneHns 50 Hr/mMn crtaHgapTHoro pacTteopa. [MonHocTbio
pacTBopUTb NopoLIOK TWaTenbHbIM OCTOPOXHbIM
nepemewmnBaHuem. [Jo6asute 80 mkn ctaHgapta MIF ns cdnakoHa
anemeHTa C B npobupky ¢ 586.7 mkn Pa3baButensa aHanusa A unu
1x PasbaButens aHanusa B pnsa npurotoBnenuns 6,000 nr/mn
cTaHgapTHoro pacTtBopa. BHecute no 400 wmkn PasGasutens
aHanu3a A wnnu 1x PasbaButens aHanusa B B kaxagyto npobupky.
Mcnonb3yiTe cTaHOapTHbI pacTBOp AN MOMyYeHUs cepun
pa3baBneHuii (cM. Hwxke). TwaTenbHO NepeMelLnBaTh  Kaxayto
npobupky nepeq criegytowen nepegaden. Pasbasutens aHanusa A
unn 1x PasbaButenb aHanu3oB B cryxuT B kayecTBe HyneBOro
craHgapTa (0 nr/mn).

80 ul standard
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5. Ecnu npombiBoYHbIA KoHUeHTpaT (20x) (anemeHT B) copepxut
BUAOMMbIE KPUCTansbl, HAarpeTb ero A0 KOMHATHOW TemnepaTypbl U
OCTOPOXHO NepeMellaTb A0 MONHOro pacteopeHus. Passectn 20
mn KoHueHTpaTa npoMbIBOYHOrO pacTBopa AeNOHWU3UPOBAHHOW WUiK
ONCTUNNUPOBaHHOM Boaow Ao nonyyeHus 400 mn 1x NpOMbIBOYHOrO
Gydepa.

6. BbIcTpo NOKpyTUTb brakoH C aHTUTENaMM OBHapYXeHUs! (3NemMeHT
F) nepen ucnonb3oBaHnem. [Jobasutb 100 mkn 1x Pasbasutens
aHanunsoB B B npobupKy ANsi NpUroToBreHWs KOHLEHTpaTa aHTuTen
obHapyxeHusi. lMuneTupoBaTb BBEPX W BHU3, YTOObLI akkypaTHO
nepemewiaTb (KoHUEHTpaT MOXHO XpaHWUTb Npu TemnepaType 4 °C B
TeuyeHue 5 gHeir). KoHueHTpaT aHTUTEN 06HapyXeHns JOMmKeH ObiTh
pasBegeH B 80 pa3 ¢ 1x PasbaButenem pgns aHanmsa B un
ucronb3oBaH B ware 4 yactn VI "Mpoueaypa aHanusa".

7. BbicTpo nokpytuth hnakoH ¢ KoHueHtpatom HRP-CTpentaBugnHa
(anemeHT G) U nuneTMpoBaTb BBEPX W BHW3, 4TOObI akKypaTHO
nepemewars nepeqd  ucnonb3oBaHueMm.  KoHueHtpat  HRP-



CrtpentaBugnHa porkeH ObiTb passegeH B 300 pa3 ¢ 1x
PasbaBuTtenem aHanusa B.

Hanpumep: bBbicmpo nokpymumes c¢hnakoH (anemeHm G) u
nunemuposame 88epx U 8HU3, YmMobbl akKypamHo repemewams.
LJobasumb 40 wmkn KoHueHmpama HRP-CmpenmasuduHa e
npobupky ¢ 12 mn 1x Pasbasumens Ons aHanusza B 0ns
rnpueomossnieHuss O0KoH4amesibHo2o 300 kKpamHoz20 pa3sedeHusi
pacmeopa HRP-CmpenmasuduHa (He xpaHumb pa3basneHHbIl
pacmeop Ons ucronb3o8aHusi Ha cnedyrwul OeHb). Xopouwo
nepemewiame.

VI. IPOLUEAYPA TECTUPOBAHUA

1. TlpuBeaute Bce peareHTbl 1 06pasLbl 4O KOMHATHOW TemMmnepaTypbl
(18-25 °C) po wcnonb3oBaHus. PekomeHpyeTcs, 4Tobbl Bce
cTaHgapTbl M 06pasubl ObiNM NpoaHanMavMpoBaHbl, MO KpanHewn
Mepe, B Aybnsax.

2.  [o6aeutb 100 mMkn kaxgoro ctaHgapTta (cm. MNogroToBka peareHTOB
war 2) n obpasua B COOTBETCTBYHOLUME MYHKU. HakpbITb NyHKY U
MHKybrpoBaTb B TeyeHue 2,5 4acoB Npu KOMHaTHOW TemnepaType
Unu B Te4yeHue Houn npu 4 °C npy 0CTOPOXXHOM BCTPSIXUBAHUW.

3. Ypanutb pactBop M NpoMbITb 4 pasa C 1X MNPOMbIBOYHbLIM
pacTBOpoM. BbiMoNTe 3anonHeHnem Kaxkaown NyHKW MPOMBIBOYHbBIM
6ydepom (300 MKn) C MCMONb3OBaHWEM MHOrOKaHanbHOW MUMNeTKu
UV aBTO NPOMBLIBOYHOrO yCTponcTBa. NonHoe yaaneHune xuakoctu
Ha KaXOgow cTagun siBMseTCS HeobXoAMMbIM YCMOBMEM XOpOLUEeWn
pabotbl. [locne nocnegHe nNPOMbIBKWA, YAaNWTb OCTaBLUMIACA
NPOMbIBOYHBLI  Bydep nytem acnupauum Wnu  AekaHTauuu.
MepeBepHyTb MNMaHWeT W MPOMOKHYTb YUCTbIMU  ByMaXkHbIMU
nonoTeHLamm.

4. [OoGaButb 100 Mkn 11X NOAFOTOBMEHHBLIX GUOTUHUNMPOBAHHBLIX
aHtuten (MogroTtoBka peareHToB Lwar 6) B Kaxayl MyHKY.
WHkybrpoBaTb B TeyeHue 1 yaca npv KOMHaTHOMW TemnepaTtype C
OCTOPOXHbIM BCTPSIXMBAHUEM.

5. Ypanutb pactBop. [TOBTOpWTL NPOMbIBKY Kak B Liare 3.

6. [HoGaButb 100 Mkn npuroToBneHHoro pacteopa CTpenTaBuanHa
(cm. MogroToBka peareHTOB Lwar 7) B kaxayro NyHky. ViHkybupoBaTtb
B TeyeHue 45 MUHYT Npu KOMHATHOW TemnepaType C OCTOPOXHbIM
BCTPSIXUBaHUEM.

7. Ypanutb pactsop. [TOBTOpUTL NPOMBIBKY Kak B Liare 3.

8. [ob6asutb 100 mkn PeareHta Cybctpata TMB opHowarosoro
(anemeHT H) B kaxayto NyHKy. Beiaepxatb B TeyeHne 30 MUHYT npu
KOMHaTHOW TeMnepaTtype B TEMHOTE C NIETKUM BCTPSIXMBAHUEM.

9. [Jdo6asutb 50 Mkn cTon-pacTtBopa (3nemeHT |) B Kkaxayl myHKy.
Cuntatb pesynbtaTt npu 450 HM HeMeaneHHo.

VIl. CYMMAPHASA NPOLIEOYPA TECTUPOBAHUA

1. MoAroToBUTb BCe peareHTbl, 06pasLbl U CTaHAapPTbl B COOTBETCTBUM C
MHCTPYKLUMSIMU.

2. flo6aBuTb 100 MKkN cTaHAapTa unu Npobbl B KaXKAYH MYHKY.
BbigepxaTb 2,5 yaca npu KOMHaTHOWM TemnepaType unu B TeYEHUe Houn
npu 4 °C.

a

3. OobaButb 100 MKM NOArOTOBMEHHbIX aHTUTEN OWOTMHA B KaXAayto
NYHKY.
WHkyBupoBaTb 1 Yac npu KOMHaTHOW TeMnepaType.

4. Nlo6aeuTb 100 MKkN NpurotoBrieHHoro pacteopa CTpenTaBmanHa.
WHkybupoBaTb 45 MUHYT Npu KOMHATHOWM TeMneparype.

5. obautb 100 mkn PeareHT cybctpata TMB ogHolwaroBoro B Kaxayto
NYHKY.
MHkybuposaTb 30 MUHYT Npy KOMHATHOW Temnepartype.

6. Jo6aBuTb 50 MK cTON pacTBOpa B KaXayto NyHKy.
CuutaTb pesynbtaTt npy 450 HM HeMeaneHHo.

VIIl. NIOACYET PE3YJIbTATOB

Paccuntatb cpefHio abcopbumio ons KaXKaoro Habopa
NOBTOPSIOLUMXCA CTaHAapTOB, KOHTponenm u o6pasuoB, W BblYECTb
CPefHIoI OMTUYECKylo NMOTHOCTb HyneBoro cTaHpgapTa. [locTpouTtb
CTaHOapTHYIO KpUBYKO Ha norapugMuMyeckor MuUnnumeTpoBon Oymare
VN C MOMOLLbLIO MporpaMmHoro obecneveHus Sigma, co cTaHAapTHOM
KOHLEeHTpaumenn Ha ocu X u abcopbuuent Ha ocu y. HapucosaTtb
Hanbonee NOAXOASALLYIO NPSMYIO NIVHWIO Yepe3 CTaHAapPTHbLIE TOYKM.

A. TUNNWYHBLIE OAHHBIE
3TV cTaHOapTHble KpuBble ANS AeMOHCTpauuu Tonbko. CTaHaapTHas
KpuBasi AOMKHA ObITb MOCTPOEHA AN KaXKAoro aHanmaa.
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B. YYBCTBUTENIbHOCTb
MwuHumanbHas onpegensiemas gosa MIF, kak npaBuno, meHee 6 nr/mn.

C. BOCCTAHOBINEHUE

BoccTtaHoBneHve onpegensnacek gobaBneHnem pasnuyHbeix yposHer MIF
B HOpMasbHble YenoBeYeckue CbIBOPOTKWA, NNa3mbl W cpeabl Ansi
KynbTUBUPOBaHUs kKneTok. CpeaHue VI3BneveHnss npuBeaeHbl HUXE:

Twun o6pasua CpegHee Ownana3oH, %
BOCCTaHoBMneHue, %
CblBOpOTKa 93.48 82-102
Mnasma 95.41 84-103
KneTtku KynbTypanbHomn cpeabl 94.68 83-103
D. IMHENHOCTb
Twvn o6pas3ua CblBOpoOTKa Mnasma Knetkun

KynbTypanbHoi cpefbl

1:2 CpeaHee 3HaYeHue
ot Oxuagaemoro 93 92 94
Ovana3soH (%) 83-103 82-102 83-103

1:4 CpeaHee 3HavyeHue
ot Oxuaaemoro 94 95 93
[Avana3soH (%) 84-103 83-103 84-104

1:8 CpeaHee 3HauyeHue
ot Oxugaemoro 95 93 94
OvanasoH (%) 83-103 82-102 84-103

E. BOCNPOM3BOAUMOCTb
BHyTpucepuiinasa: CV <10%
Mexay noctanoBkamu: CV <12%

IX. CMELUUPUYHOCTb

MepekpecTtHasi  peakTMBHOCTb: [aHHbii  UDA  He  nposiBnsieT
NepekpecTHON pPeakTUBHOCTU C MobbIM 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-8, TIMP-1, TIMP-2, TNF-a, TNF-83,

TPO, VEGF.

X. BOBMOXXHbIE HEUCINMPABHOCTU U UX YCTPAHEHUE

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

2. HeBepHoe 2. Y6eauTech, 4TO Bbl

pas3sefeHue ctaHgapTta

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

2. Cnabbin curHan

1. Cnuwkom KopoTkoe
Bpemsl UHKy6aLmn

2. HeapekBaTtHble
06BEMBI peareHToB Unu

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

2. MpoBepbTe NUNETKN U
ybeauTech B

HenpaBuibHoe Hagnexatuen
passegeHve NoAroToBKe

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

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

¢oH NPOMbIT MHCTPYKUMM MO

2. 3arpsizHeHHbI
NPOMbIBOYHbIN Bydep

Hagnexatien NPoMbIBKeE.
Ecnu ncnone3syetcs
NPOMbIBOYHOE
YCTPOWCTBO, NPOBepbTE,
BCE N1 NOPTbl AOCTYMHbI.
2. MpuroToBbTE CBEXWN
NPOMbIBOYHbIV Bydep

5. Huskas
YYBCTBUTESbHOCTb

1. HeHagnexawee
XpaHeHve Habopa

1. XpaHuTe cTaHgapT
npu < -20 °C nocne




BOCCTaHOBMEHMS,
ocTanbHble npu 4 °C.
XpaHuTb pacTBop
cybcTpaTta 3alumMLEeHHbIM
oT cBeTa.

2. Cton pactsop 2. CTton pacTBOp AOMMKEH
6bITb fOGaBNEH B
Kaxayo NnyHKy nepen
n3mMepeHmem
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