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Bepcus 25

TonbKo Ans uccnegoBaTenbCKUX Lienen
He Ans ucnonb3oBaHuA B AMArHOCTUYECKUX UMK TepaneBTUYECKUX
npoueaypax

1. HASHAYEHUE UCNOJNIb3OBAHUA

OaHHbin  HaBop human IL-8/NAP-1 ELISA npegHasHayeH Aans
KOMMYeCTBEHHOro onpegeneHus 4Yenosedeckoro IL-8/NAP-1. HaGop
npeAHa3sHa4yeH TONbKO ANsl AWMArHOCTUKM in vitro u He AomXkeH
UCMONb30BaTbLCA B TepaneBTUYECKUX LiensX.

2. BBEAEHUE (Cm. opuauHan uHcmpyKkyuu)

3. MPUHUMN TECTA

AHTUTENa, cneunduyHble K IL- CopbupoBaHHbIe S4Yenku
8/NAP-1, cop6upoBaHbl B
A4elikax nnaHweTa.
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\F MOHOKIOHarnbHble aHTUTENa

Yenoseueckuii  IL-8/NAP-1 B MepBas MHKyGaLMs
obpasue unm cTaHpapTe —_
CBSI3bIBAETCH C aHTUTEnamu B
ayelikax nnaHwerTa.
[obaBnsiemasi cMecb KOHblOraToB O
(bnoTnHOBLIE aHTU4YenoBeveckme ‘@ :
IL-8/NAP-1anTtena u  HRP- \|f

CTpenTaBuaMH) CBA3LIBAKOTCA C < CraHgapT unu obpasel|

4enoBeyeckuMun IL-8/NAP-1, E
3axBa4vyeHHbIMU nepBbiM - BMOTUHOBbIN KOHBIOTaT
aHTUTENOM.
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AYeeKk yAanseTcs HeCBA3aBLLUMIACH L= T o N
OMOTUHOBBLIA  KOHBIOrAT, W B in}

A4enkn nobaBnsieTcs KoHbloraT
CTpenTaBWANH-NepoKcnaasa,

g g
CBA3bIBAOLLMI BUOTUH, -

KOHBIOrMPOBaHHbIN ¢ IL-8/NAP-1. . CrpenasnauH-HRP

Mocne uHKyGaLmu 1 NPOMbIBKY 13 TpeTbs UHKyGaums

A4yeek yaansietcs He
CcBsI3aBLUMIACS OVOTUHOBBIN - *ﬁ @
KkoHblorat M HRP-cTpenTaBuauvH, '9" '2' '9" 'ﬁ

7] B  sAdvelikn  gobasnsieTcs

cybcTpaTtHbIv pacTBop, Y
pearupytoumin ¢ HRP. PS - Cy6crpat
MHTEHCMBHOCTb oKpacku, | M
M3MepeHHasi Ha AnvHe BonHbl 450 = E E =,
HM, MpSAMO  MPOMOpLMOHanbHa

KOHLEHTpaLmm IL-8/NAP-1, \Tf
npucyTcTBylOLlero B obpasuax. .
KF())HLl,yeHTpayLl,I/Iﬂ IL-8/NAFE-1 B .- I'Ipo%earmposaammm
obpasuax onpegensietca Mo cyoerpar
cTaHgapTHOM KpuBon,

NOCTPOEHHOMN no 7

NPUroTOBMNEHHLIM  pa3BeAeHNAM

cTaHgapTa.

BMS204/3 / BMS204/3TEN, Human IL-8/NAP-1

4. NOCTABNSAEMBIE PEATEHTbI
4.1 PeareHTbl B Habope YenoBeueckui IL-8/NAP-1 ELISA BMS204/3
(96 TecToB)

MukponnaHwerT, MOKPLITBI  MOHOKMOHanbHbIMM 1 NnaHweT
aHTuTenamm k yenoseyeckomy IL-8/NAP-1

KoHblorar NOMMKIOHanNbHbIX aHTU—IL-8/NAP-1 1 dnakoH
aHTuTen n 6uoTtuHa, 100 Mkn

KoHblorat cTpenTtaBuamMHa ¢ nepokcupaszont xpeHa, 1 cprnakoH
150 mkn

CraHpapT yenoseyeckoro IL-8/NAP-1, 100 Hr/mn 2 chnakoHa
KoHTponb BbICOKMMIA, NTMODUNN3NPOBAHHbIN 1 cbnakoH
KoHTponb HU3KUM, NMOUNM3NPOBaHHbIV 1 donakoH
Pa36aBuTtenb o6pasuos, 12 mn 1 donakoH
KoHueHTpaTt Pabouero 6ydepa 20x (PBS ¢ 1%

Tween 20 n 10 % BSA), 5 mn 1 donakoH
MpombiBatowmn pacteop, koHueHTpart 20x (PBS ¢

1% Tween 20), 50 mn 1 donakoH
Cy6cTpatHbin pactBop (TMB), 15 mn 1 donakoH
Cron-pactBop (1M doccopHas knucnota), 15 mn 1 donakoH
Fony6omn kpacutens, 0,4 mn 1 conakoH
3enéHbin kpacutens, 0,4 mn 1 donakoH
KpacHbiin kpacuTensb, 0,4 mn 1 donakoH
MnéHku Ansa 3akneMBaHUA CTPUNOB 4

Moxanyncta, obpaTuTe BHUMaHWE: 8 HEKOMOPbLIX, OYeHb PEeOKUX
criyqasix, Hepacmeopumbil ocadok cmabunusupyuweao besnka 6bin
3ameyeH 8 npobupkax cmaHdapma u 6UOMUHOB020 KOHbIO2ama. dmom
ocadok He Mmewaem 8 Mobom criyyae nposedeHUd mecma U, makum
0bpa3omM, Moxem 6bimb POUSHOPUPOBAH.

4.2 PeareHTbl B Habope YenoBeueckuw IL-8/NAP-1 ELISA BMS204/3
TEN (10 x 96 TecToB)

MOHOKMoHanbHeiMn 10
nnaHweToB

MukponnaHwer, NOKPbITbIN
aHTuTenamm k yenoseyeckomy IL-8/NAP-1

KoHblorar NOSINKMOHANbHbIX aHTU—-IL-8/NAP-1
aHTuTen n 6uoTtuHa, 100 Mkn

KoHblorat cTpentaBuamMHa C Nepokcupas3on xpeHa,
150 mkn

CraHpapt yenoseyeckoro |IL-8/NAP-1, 100 Hr/mn
KoHTponb BbICOKMM, MTMOUNN3MPOBAHHbIN
KoHTponb HU3KUIM, NModunnM3npoBaHHbIN
Pas6aBuTtenb o6pasuoB, 12 mn

KoHueHTpaTt Pabouero 6ydepa 20x (PBS ¢ 1%

10 conakoHoB
10 cbnakoHoB

10 cbnakoHoB
10 cbnakoHoB
10 conakoHoB
10 dnakoHoB

Tween 20 n 10 % BSA), 5 mn 3 donakoHoB
MpombiBatowmi pacTeop, koHueHTpar 20x (PBS ¢
1% Tween 20), 50 mn 4 dnakona

10 cbnakoHoB
10 cbnakoHoB

Cy6ectpatHbin pactBop (TMB), 15 mMn
Cron-pactBop (1M dpoccopHas kucnota), 15 mn

Fony6omn kpacutens, 0,4 mn 6 chnakoHoB
3enéHbin kpacutenb, 0,4 mn 6 cpnakoHoB
KpacHbIi kpacuTenb, 0,4 Mn 6 drakoHoB
MnéHku ansa 3akneMBaHUA CTPUNOB 20

Moxanyincta, obpaTuTe BHUMaHWE: 8 HEKOMOPbIX, OYeHb PEeOKUX
criyqasix, Hepacmeopumbil ocadok cmabunusupyruwezo besnka 6bin
3ameyeH 8 npobupkax cmaHlapma u bBUOMUHOB020 KOHbO2ama. dmom
ocadok He Mewaem 8 Mobom criyyae nposedeHUd mecma U, makum
0bpa3omM, Moxem 6bimb POUSHOPUPOBAH.

5. UHCTPYKLUMUU NO XPAHEHUIO —- HABOP UDA

XpaHute KOMMOHEHTbI Habopa npwm TemnepaTtype 2-8°C.
JInodpunusmpoBaHHble KOHTponu xpaHute npu -20°C. Cpasy nocne
MCMOMb30BaHUSl BEPHUTE peareHTbl B XONOAWMbHUK. XpaHuTe A0 AaThbl,
yKasaHHOW Ha ynakoBKe peareHToB.

TonbKo NpyU COOTBETCTBYIOLLEM XPaHEHWUU U UCKIHOYEHUN KOHTaMUHALMK
BO Bpemsi nNpeAblayllero uMcrnonb3oBaHWs Habopa rapaHTupyeTcst
KayecTBeHHasi paboTa peareHToB.

6. 3ABOP U XPAHEHME OBPA3LA

CynepHaTaHT KynbTyp KNeTOK, YeroBedveckasl CblBOPOTKa W nnasma
(3OTK wnu renapuHoBasi) MoOryT ObiTb WMCMONb30BaHbl Afsl aHanu3a
AaHHbIM MeTofoMm. [pyrve Buonornyeckne obpasupl Takke MOryT ObiTb
ucnonb3oBaHbl. OTAenuWTe CbIBOPOTKY WNKM Mna3my OT Cryctka wunu
3pUTPOLIMTOB Kak MOXHO BbicTpee.

O6pasubl, cofepxawme  BUAMMBIA  npeuunuTat,  Heobxoaumo
LeHTpudyrmpoaTe AN OTAeNeHWs npeuunuTata Ao aHanu3a. He
MCnonb3ynTe CUNbHO reMoNU3NPOBaHHbBIE UMW NUNEMUYHbIE 06pa3Libl.
O6pa3subl anMKBOTUPOBAaTb UM XpaHWUTb 3aMOPOXeHHbIMM npu -20 °C,
4yToGbl NpegoTBpaTUTL noTepto  GuoaktmeHocTn IL-8/NAP-1. Ecnu
ob6pasubl OyayT npoTecTupoBaHbl B AeHb cbopa, TO MX Heobxoaumo



XpaHuTb npu Temnepatype 2-8 °C. MWsGeraiiTe NOBTOPHLIX LWKIIOB
3aMopaxuBaHusi-pasMopaxusaHua  obpasuos. [lepen  aHanmsom
o6pa3sLibl NPUBECTM K KOMHATHOW TemnepaType.

7. TPEBYEMbIE, HO HE MOCTABNAEMbIE MATEPUATbI

. KannbpoBaHHble nunetkn Ha 5 mn n 10 mn

. KannbpoBaHHble NMneTkn ofHOKaHanbHble NepemMeHHoro obbema ¢
O[HOPa30BbIMW HakoHeYHNKkamu Ha 5 — 1000 mkn

. MHorokaHanbHble NUNETKM C OAHOPa30BbIMU HaKOHEYHMKamu Ha 50
— 300 mkn

. BaHHOYKa OnA peareHTOB ANS MCMONb30BaHWUA C MHOrOKaHarbHOM
nuneTkown

. KannbpoBaHHble CTakaHbl U
NPUroTOBMNEHUS peaKT1BOB

. PyyHoe nnu aBTomatuyeckoe npomMbiBatoLLee yCTPONCTBO

. MukponnaHweTHeln pugep € ¢unbtpoM Ha 450 HM UM, no
BO3MOXHOCTW, (PUNBLTPOM CPaBHeHNst = 620 HM

e [vcTvnnupoBaHHas UnNu EMOHU3MPOBaHHas Boaa

. MunnumeTtpoBas ©Oymara wnu nporpammHoe obecnedveHve Ans
06paboTkn pe3ynbTaToB (NMHENHas perpeccus)

UMNMHAPLl, Heobxoaumble  Ans

8. NMPEOOCTEPEXEHUA NO UCNONIb30OBAHUIO

1 Bce xumumkaTtbl cuMTaTh NOTEHUMANbHO onacHbIMW. PekomeHayeTcs
MCMONb30BaHME OaHHbIX PeareHTOB TOMbKO KBannUUMpPOBaHHbLIM
nepcoHanom B nabopaTopHbix ycrnosusix. cnonb3oBaTtb 3alUMTHYHO
ofexay, o4kv u nepyatku. N3beraTb KOHTaKTa C rrmasamu u KOXemn.
B cnyyae koHTakTa, NpOMbITb C 6OMbLUMM KONMMYECTBOM BOAbI.

2. Habop npegHasHaveH TONbKO ANS UccreaoBaTenbCkux Lenen u He

[OOIKEH  MCMONb30BaTbCA B PYTWMHHbIX  AMArHOCTUYECKUX

npoueaypax.

He cmelunBaiiTe pasHble 0Tl U peareHTbl U3 pasHbIX JIOTOB.

He ucnonb3yite peareHTbl C UCTEKLLIUM CPOKOM XPaHEHWSI.

M3berainte obnyyYeHns peareHTOB CUMbHbIM MCTOYHUKOM CBEeTa BO

BPEMSI XpaHEHWs1 U UHKYGaLun.

He nunetupynte ptom.

Henb3s ecTb Wnu KkypuTb B MecCTe, FAe XpaHSATCH peareHTbl U

0o6pasLbl Unu B MecTe, rae NpoBOAMTCS aHanus.

8. W3beraiiTe KOHTaKTa peareHToB C KOXEN U CIM3NCTbIMU.

9. Mpu pyyHom MeTode aHanu3a MNOMb3yWTECh  NaTEKCHbIMU
nepyatkamu Ans 3almTbl pyk.

10. W3berante KoHTakTa cybCTpaTHOro pactBopa C MeTannamu u
OKMUCIIUTENSIMUA.

11. W3beranTte pa3bpbi3rnBaHnsi u obpa3oBaHunsi aspo3onen.

12. Y106bl M3bEXaTb MUKPOOHOrO 3arpsA3HEeHVs WNKU  3arpsasHeHus
peakTMBamMu W  MOMy4yeHWss B  pe3ynbTate HegoCTOBEPHbIX
pesynbTaToB, NOMNb3yWTECH OOHOPA30BLIMU HAKOHEYHUKAMU.

13. Wcnonb3ayiite 4ucTylo, cneuvanbHO BbIOEMEHHY nocyay Ans
KOHBIOraToB 1 cybCTpaTHOro pacTeopa.

14. 3arpsi3HeHue KUCNOTON MHAKTUBUPYET KOHbIOraT.

15. [ns npuroToBNeHUsi peakTUBOB WCMOMb3yiTe AUCTUMNMPOBAHHYHO
UV EeMOHU3NPOBaHHYIO BOAY.

16. Cyb6CTpaTHbI pacTBOp AOMKEH WMMETb KOMHATHYl Temnepatypy
nepef Ucnonb3oBaHMeM

17. Ob6e33apaxuBante nocre paboTbl o6pasubl, Tak Kak OHU MOryT
ObITb MHPULMPOBaHbLI, NPeaNOYTUTENBHO AaBTOKMABUPOBAHUEM HE

o

meHee 1 yaca npun 121.5 C

18. >Kugkue oTtxofbl, He cogepxaliue KUCroTy, U HEeWTpanu3oBaHHbIe
HeobXxoAMMO cMellaTb C pacTBOPOM TMMOXMOpUTa HaTpUs Takum
obpasom, 4Tobbl nonyunncs B utore 1% pacTBOp rMnNoxnopuTa.
OcTaBbTe nomnyyeHHyto cmecb Ha 30 MUHYT Ansa adpdeKTUBHOro
obes3apaxuBaHuns. Xugkve OTXOAbl, coAepXaliue  KWCMOTY,
HeobxoouMo HelTpanusoBaTb [0 06e33apaxuBaHus pPacTBOPOM
rMnoxnopuTa HaTpusi.
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9. NOArOoTOBKA PEATEHTOB

BydepHble KOHUeHTpaTbl MPUMBECTU K KOMHATHOM Temnepartype u
pasBecTu nepepj Hayanom aHanmsa.

Ecnn B bBydepHbix KoHUeHTpaTax ob6pa3oBanucb
aKKypaTHO NOAOrpeTb UX A0 MOJIHOFO PaCTBOPEHUS.

Kpuctannsbl,

9.1 MNpombiBatowmin pacteop (1 x)

PasbaBbTe 50 Mn KOHLUeHTpaTa ONCTUINNPOBAHHOMN mnm
[EVOHN3NPOBAHHOW BOAOW B MEPHOM LWMMHAPE OO0 KOHEYHOro obbeéma
1,0 n. Nepemelarite, n3beras BCneHNBaHus1.

o
XpanuTe NpombiBatowmii pacteop npu 2-25 C. MpombiBatowmin pacteop
ctabunex 30 aHen.
MpombiBatownii pacTtsop (1 X) Takke MOXeT ObITb NPUrOTOBMEH COrMacHo
crnegywoLe Tabnuue:

BMS204/3 / BMS204/3TEN, Human IL-8/NAP-1

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

1-6 25 475

1-12 50 950

9.2 Pa6ouun 6ydep (1 x)

Xopolwuo nepemellanTe koHueHTpaT PaGoyero 6ydepa. PasbasbTe 5,0
MI KOHUEHTpaTa AUCTUMNUPOBAHHON BOAOW B MEPHOM UMNUHAPE [0
KOHeuyHoro obvéma 100,0 mn. MNepemelsanite, usberas BCNEHWBAHUS.
XpaHute PasbaButenb obpasuos npu 2-8 °C. Pasbaeutenb o6pasuoB
ctabuneH 30 aHen.

Pabounin Bydep (1 x) Takke MOXeT ObiTb MPUrOTOBIEH COrMacHo
cnepyoluen Tabnuue:

Komuuecteo Hemons- | Kommentpar Pasbasutena | JucTuaampopas-
3VeMEIX CTPHIIOB 06pasIos, M Hadg EOIA, MI

1-6 25

1-12 3.0

9.3 KoHbrorar 6MoTmHa
3ameTbTe, 4To KOHblOrat 6MoTMHa AOMKeH ObiTb UCMONb30OBaH B
TeueHue 30 MMHYT nocne pa3BeAeHUs.

MpurotoBbTe Heobxogumoe KOMMYECTBO OMOTMHOBOrO KOHBIOraTa,
pasBeas OuoTuHOBBLIN koHbloraT B 100 pa3 pabouum Gydepom
HenocpeACcTBEHHO Mepef  UCMOMb30BaHMEM B YMCTOM  MNACTUKOBOM
nocyge, cornacHo tabnuue:

Kon-Bo ctpunos CrpentaBugnH-HRP (mn) | Pabouuii 6ydep(1x) (mm)

1-6 0.03 2.97

1-12 0.06 11.94

Moxanyncta, obpaTuTe BHUMAHWE: 8 HEKOMOPbLIX, O4YeHb PEOKUX
cryqasix, Hepacmeopumbil ocadok cmabunusupyrweao benka 6bin
3ameydeH 8 rnpobupkax cmaHOapma u 6UOMUHO8020 KOHbO2ama. dmom
ocadok He mMewaem 8 oboM criydae npogedeHuU0 mecma U, makum
obpa3om, Moxem 6bimb MPOUSHOPUPOBAH.

9.4 CrtpentaBuguH-HRP

3ameTtbTe, yTo CrtpentaBuanH-HRP gomxeH OGbiTb MCNONbL30OBaH B
TeyeHune 30 MUHYT nocne pa3BeAeHUs.

PasbaBbTe koHUeHTpaT KoHblorata Pabounm 6ycdepom B COOTHOLLEHNM
1:200 B ynctomn nocyge.

Kon-Bo cTpunos CrtpentaBugnH-HRP (mn) | Pabouumn 6ydep(1x) (mn)

1-6 0.03 5.97

1-12 0.06 11.94

9.5 CrtaHpgapt yenoBeuyeckoro IL-8/NAP-1

PactBopuTe KoHuUeHTpupoBaHHbIi CtaHaapt IL-8/NAP-1  1:50 ¢
Pa6ounm Bydepom HenocpeaCTBEHHO nepes UCMONb30BaHNEM B YUCTOWM
nnacTMKOBOW Npobupke CornacHo creayLlen cxeme:

20 MK KOHUEHTpupoBaHHOro YenoBeyeckoro CtaHgapra IL-8/NAP-1 +
980 wmkn pabouero 6ydepa (1x). OcTopoxHO nepemelwuBante [0
MOJTHOTO pacTBOpeHus (KoHUeHTpauus ctangapta 200 nr/mn).

Moxanyncra, obpatute BHUMaAHUE: 8 HEKOMOPbLIX, OYEeHb PeOKUx
criyyasix, Hepacmeopumbili ocadok cmabunusupyouezo b6ernka 6bin
3ameyeH 8 npobupkax cmaHOapma. Odmom ocadok He mewaem 8 /1boMm
criyyae nposedeHu0 mecma Uu, makum obpa3oMm, Mmoxem Obimb
rpou2HOPUpPOBaH.

Pa3zBefeHuss ctaHgapTa MOryT NPOM3BOAWUTLCS HEMOCPEACTBEHHO Ha
nnaHwerte (cM. nyHKT 10c) nnn anbTepHaTMBHO B Npobupkax (cM. MyHKT
9.5.1)

9.5.1 BHewHee pa3BegeHue CtaHpapTa

MomeTnTb 7 NpoBUPOK, OAHY ANs KaXAow Touku ctaHpjapTa. S1, S2, S3,
S4, S5, S6, S7.

3atemM noaroToBUTbL CepuiiHble pa3BefeHust 1:2 [na  cTaHZapTHOW
KPUBOW KaK yKa3aHO HUXe:

Munetuposatb 225 mkn Pa3basutens ObpasLoB B kaxayto Npobupky.
MuneTupoBaTb 225 MKN BOCCTaHOBMEHHOrO CTaHAapTa (KOHUeHTpauusi
ctaHgapTa = 2000 nr/mn) B nepBytd MNpoGUpKY, MOMeYeHHyi S1, u
nepemewatb (KoHUeHTpauusa ctaHgapTta 1 = 1000 nr/mn).

MunetupoBaTe 225 MKkN 3TOro pacTBopa BO BTOPYHO NpPOGUPKY,
nomMeyeHHylo S2, M TwWaTenbHO nepemMellaTb nepen creaylowmm
nepemMeLLeHNeM.

MoBTOpUTL CcepuiiHble pas3BefeHust ewe 5 pa3, Takum obpasom
hopMUpYst TOUKM CTaHAAPTHOMW KpBOM (CM. PUCYHOK HUXKE).
Pa3baBuTenb 06pasLoB CNyxuT B kKadecTBe GnaHka.



MepeHocutb no 225 mkn

S1 S2 S3 S4 - S7
Pasbasutens

ob6pasuos

225 mkn

BoccTaHOBREHHbI
CraHgapT YenoBeueckoro
IL-8/NAP-1

Ynanutb 225 mkn

9.6 KonTponu

PactBopute nuocdununsmposaHHble KOHTponwu, Aobasue no 350 mkn
avctunnuposaHHon Boabl (10-30 MuHYT). AkKypaTHO nepemeluante g0
MOJSIHOrO PacTBOPEHUS.

AHanuavMpymnte KOHTPONW AaHHbIM METOAOM TaKke, Kak M obpasupl C
HEN3BECTHbIMM KOHLieHTpauusmu. [onyCcTMbIA AManasoH ykasaH Ha
3TUKeTKax (pnakoHOB wunu B cepTudukate aHanusa. AnUKBOTUPYWTE
pacTBopeHbl KOHTponu u xpaHuuTe npu -20°C. W3beranTe MNOBTOPHbIX
LIMKIIOB 3aMOPaXUBaHNS-OTTaMBaHWS.

9.7 [Oo6GaBneHue okpalMBalOWMX peareHToB: ronyboro, 3eneHoro
W KpacHoro

Ona  wcknovenns owunbok B NWNEeTMpoBaHWM npu  paboTe C
MMMyHodepMeHTHbIMKM Habopamu cdmpma Bender MedSystems Tenepb
npeanaraeT LOMOMHUTENbHOE CPeACTBO AJ1Si KOHTPOSNS NUNETUPOBaHUS
[axe o4yeHb MarneHbkux 06BbEMOB peareHTOB — KaxAabli peareHT OyaeT
oTnNYaTbCs OT APYrMX LIBETOM.

OTta npoueaypa Heobs3aTenbHa, OHa He BNUsieT Ha pe3ynbTaThbl
aHanusa W npegHasHadeHa pAna obnerdyeHns paboTtel nabopaHTa,
NO3TOMY MOXHO 3TOT LUAr UHCTPYKLMUW NPONYCTUTb (HE BbINOMHATH).
AnbTepHaTVBHO, MOXHO MCMOMNb30BaTb OCHOBHbIE PACTBOPbLI Kpacutenemn
(ronybon, 3enéHbln, KpacHbI), [obaBnss WX K COOTBETCTBYHOLLEMY
peareHTy cornacHo npotokony (cmMoTpu Tabnuupbl HUXe).

1. Paz6aBuTtenb obpasuoB: nepes pasbasneHvem obpasLoB AobaBbTe
rony6on kpacutenb B cooTHoweHun 1:250 (Cm. Tabnuuy) B pabounii
pactBop Pasb6aButens ob6pasuyoB (1x) U BbINOMHAWTE Janblue
nccnefoBaHve, cneayst UHCTPYKLuK.

5 mn Pasbasutens obpasuos 20 mkn Mony6oz20 kpacumens

12 mn Pasbasutensi o6pasuos 48 mkn Fony6o20 kpacumensi

50 mn PasbaButens ob6pasuos 200 mkn Fony6o20 kpacumensi

6uoTuHa:
KOHblOraTa

2. KoHblorar
B1oTMHOBOIO

nepeg pasbaBneHnem
nobaBbTe  3eNéEHbIN
cootHoweHun 1:100 (cmoTpu Tabnuuy) K
ucnonb3yemMomy  Ons  pasbaBneHns  KoHblorata,
GVOTVHOBBIN KOHBIOTAT UCMOMb3YITE COrNAacHO UHCTPYKLMK.

KOHLeHTpaTa
Kpacutene B
Pabouemy 6Gydepy,
OKpaLLEHHbI

3 mn Paboyero bydepa (1 x) 30 mkn 3eneHo20 kpacumens

6 mn Paboyero 6ydepa (1 x) 60 Mkn 3esreHo2o Kpacumens

3. Konwbrorar ctpentaBupauHa: nepep pasbaBneHnem KoOHUeHTpaTa
KOHBlOraTa cTpenTaBuauHa C Nepokcuaason xpeHa [obaBbTe KpacHbIN
Kpacutenb B cooTHoweHun 1:250 (cmoTpu Tabnuuy) k Paboyemy
6ydepy, ncnonbsyemomy Ans pasbaBneHuns KoHbloraTa, OKpalleHHbIV
CTPENTaBWUANHOBBIN KOHBIOTAT MCMNOMb3YNTE COrMacHO MHCTPYKLIUK.

6 mn Paboyero 6ydepa (1 x) [ 24 mkn KpacHozo kpacumensi

12 mn Pabouyero 6ydepa (1 x) | 48 mkn KpacHozo kpacumens

10. MPOTOKON AHANU3A

a. Bce peareHTbl n obpasubl nepeq HavyanoMm aHanumsa OMKHbI OblTb

BbiAEpXaHbl NpPU KOMHaTHOW TemnepaTtype. XXuakue peareHTbl
TaTenbHO nepemMelLaiTe OCTOPOXHbIM NepeBopayMBaHMeEM nepen
ncnonb3oBaHneM, nsberasi o6pasoBaHusl NeHbI.
HNoctaHbTe Tpebyemoe pana npoBedeHWs aHanusa 4ucro 8-
NYHOYHbIX cTpunoB. MomecTnTe TpebyeMoe KOnMyecTBO CTPUNOB B
aepxatenb (kK Heobxogumomy uucny siveek ana  O6pasuos
nobaBbTe sAvenkun ans bnadka, CtanpapToB m KoHnTpons). Bce
CrangapTel, bnaHk n O6pa3subl Heob6XoaAMMO aHanu3upoBaTb B
ayo6nsax. Hemcnonb3oBaHHbIe CTpUnbl cpasy ybepuTe B nakeT C
OCyLLUUTENEM U XpaHWUTE NIIOTHO 3aKpbITbiM Npu 2-8°C.

b. TlNpomownTte sverkn 2 pasa 400 mkn lMpombiBoyHOro Bydhepa,
MOMHOCTLIO yAanss XWAKOCTb Mexay npombiBkamu. OcTaBUTb Ha
10-15 cekyHa. W3beranmte uapanuH Ha MOBEPXHOCTU SYEEK.
CTpsixHMTe nnaHweT Ha dunbTpoBanbHOW OGymare nocne
nocnegHew npombiBKM. Mcnonb3yihTe CTpunbl HEMEANEHHO nocne
CTPSIXMBAHUS UNW MakcUMym 4vepe3 15 MUHYT MpW yCroBuW, YTO
CTPUMbl YNOXeHbl Ha BRaxHyl dunbTpoBaneHylo 6ymary B
nepesépHyTom Buae. He no3sonsmnTe A4enkam BbiCcbixaTb!

c. Pa3sBepeHme crTaHgapTta Ha nnaHweTte (anbTepHaTUMBHO
pasbaBneHve cTaHgapTa MoxeT ObiTb MPUroTOBNEHO B Npobupkax):

j. MpurotoBbTe

BMS204/3 / BMS204/3TEN, Human IL-8/NAP-1

[obasuTtb 100 mkn PasbasuTtens ons obpasuoB B Ay6nsx ko Bcem
cTaHaapTam. MpurotoBbTe cTaHpapTHble pa3BefeHus
pobaeneHvem no 100 mkn pasbaBneHHoro CrtaHpapTa (pasgen
«lMpurotoBnexune peareHToB» 9.5) B siverkn A1 n A2 B gybnsx (Cm.
Tabn. 1). NMepemewanTe cogepxumoe s4yeek A1 n A2 n nepeHecute
no 100 mkn pactBopa u3 sdeek A1 u A2 B syenkn B1 un B2
COOTBETCTBEHHO. BO Bpemsi 3Tux MaHunynsauui nocrapawtecb He
nouapanaTtb BHYTPEHHIO NOBEPXHOCTb A4eek. [oBTOpuTe nepeHoc
W pasBegeHWe cTaHgapToB 5 pas, nonyyuB B utore 2 psiaa
passegeHut CraHnpgaprta IL-8/NAP-1 B guanasoHe ot 1000.0 go
15.6 nr/mn. Yganute v BoiopocuTte 100 MK XUOKOCTU M3 NOCNeaHuX
aveek (G1, G2).

MepeHocuTb no 100 mMkn

/I;\f;\,f"\,/’n\ﬁ

1

N
E —

[y

S1 S2 S3 S4 - S7
BoccTaHoBneHHbI Pasb6aButenn Ypanute 100 mMkn
CrangapT Yenoseyeckoro obpasuos
IL-8/NAP-1 100 mkn

[Mpn BHewWwHeM pa3BegeHuu cTaHgapTa nuneTupoatb 100 Mk 3TUX
pa3BefeHun ctaHaapToB (S1-S7) B NyHKM AnNs CTaHAapTOB COrfiacHo

Tabnuue 1.

Tabnuua 1: Cxema pacnonoxeHusi o6pasuos, bnaHka u ctaHaapToB
Ha nnaHweTe.

1 2 3 4

A |CT#1 Ct#1 01 01
(1000.0 nr/mn) (1000.0 nr/mn)

B |[Cr#2 Ct#2 02 02
(500.0 nr/mn) (500.0 nr/mn)

C |[CT#3 CT#3 03 03
(250.0 nr/mn) (250.0 nr/mn)

D | Cr#4 Ct#4 04 o4
(125.0 nr/mn) (125.0 nr/mn)

E [[CT#5 CT#5 05 05
(62.5 nr/mn) (62.5 nr/mn)

F || CT#6 CT #6 06 06
(31.3 nr/mn) (31.3 nr/mn)

G | CT#7 CT#7 o7 o7
(15.6 nr/mn) (15.6 nr/mn)

H || BnaHk Bnank 08 08

Ct — CraHgapT, O — o6pasen

d. Brecute 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 obpa3uya B aoybnsx B

COOTBETCTBYIOLLMNE SAYENKN.

g. MpurotoBbTe GMOTMHOBBLIN KOHBMOraT (pasgen «[lpurotoBneHune
peareHToB» ).

h. [No6aBbTe no 50 Mk GMOTMHOBOrO KOHBbIOraTa BO BCE SYEWNKM.

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

CTpenTaBMAUHOBbLIN KOHBblOraT (paspen
«MpuroToBneHne peareHToOB»).

k.  CHumute nneHky. [lonHOCTbIO yganute CcOOEPXMMOE siYeek
acnupauven unu gekaHtuposaHueM (cnueom). Mpomoiite syenku 6
pa3 kak ykasaHo B Liare «b» HacTosiwero npotokona. Nepexogute
HeMeZNEHHO K crneayoLuemy Lary.

. BHecute no 100 wmkn pasbaBneHHoro
KOHBbtOraTa Bo BCe fi4eliku, BKIovas 6naHk.

m. 3akponTte MnaHWweT NAEHKON 1 UHKYOUpyhTe 1 Yyac npu KOMHaTHOW
Temnepatype  (18-25°C), ecnm  BO3MOXHO,  WCMOSb3yiTe
opbuTanbHbI BCTPsIXMBATENb, YCTaHOBMNEHHbIN Ha 400 06/MUH.

n. CHumuTe nneHky. [loMHOCTBIO yAanuTe COAEPXKMMOE siYeek
acnupauven unu gekaHtuposaHueM (cnueom). Mpomoiite syenkn 6
pa3a kak ykaszaHo B Lare «b» HacTosiero npoTtokona. MNepexoaute
HeMeZNEeHHO K crneayoLuemy Lary.

0. BHecute no 100 mkn Cy6ctpaTtHoro pactBopa TMB Bo Bce
AYENKN.

p. WHkyBupyinTe npu KOMHaTHOM TemnepaTtype B TEMHOTE B TeyeHue
npumepHo 10 MUHYT.

CcTpenTaBMaAnUHOBOroO



OnAa nomoGHbIX ¢oTOMETPOB peakuusa OOMmkKHa ObITb
OCTaHOBfIeHAa A0 AOCTUXEHUsi Hauboree SPKO OKpalleHHbIMU
sfiYekamMu npegena M3MepeHUs UHCTPYMeHTa.

PekomeHpyeTca pobaBneHue cton pacTBopa, Koraa HauBbICLLWIA
cTaHgapT [OCTUr TeMHo-cuHero LugeTa. Peakumsa pomkHa ObiTb
ocTaHoBreHa kak Tonbko CtaHgapT 1 goctur 3HadveHus Ol 0.9 —
0.95.

q. [HoGasBbTe no 100 mMkn cTom-pacTBopa BO BCe SYENKW, BKIOYas
«BnaHk», 4TOObI MONHOCTBIO NHAKTUBMPOBATbL (PEPMEHT B SiYEMKaxX.
BaxHO BHOCWTb CTOM-peareHT BbICTPO M C TOW e CKOPOCTbIO, YTO U
cybctpaTHbil  pactBop.  OnTUYeckyld  MNOTHOCTb  cyMTaTb
HeMeZneHHO Nnocne BHECEHUs CTOM-peareHTa unu B TedeHne 1 yaca
npu YCMOBWMW, YTO CTPWUMNbl HAxXoOAWNUCb BCE 3TO BpeMs npu
Temnepatype 2-8°C B TeMHOTE.

r.  Onpegenute ONTUYECKYID MMOTHOCTb BCex sAdeek npu 450 HM
npotmB «bnaHka», >enatenbHO WCMONb30BaTb AJIMHY BOJHbI
cpaBHeHuss 620 HM (monycTuMa [AnuHa BOMHbl CpPaBHEHUS B
ananasoHe 610-650 HM). BnaHknpynTe MUKpONMAaHLWETHbLIA puaep
COrMacHO  PYKOBOACTBY MPOW3BOAWTENS,  WCMONb3ys  SAYENKM
«Bnank». Onpegenute Ol kak B svelikax, coaepxalux obpasubl,
Tak 1 B sYeikax, cogepxalimx passegeHusi ctaHgapra IL-8/NAP-1.

3amevaHue: ecnu uHKYO6aumsa nposBoaunacb 6e3 BCTpPSIXMBaHUA,

3Ha4YeHUs1 MOryT ObITb HUXe, YeM B Npumepe, NPUBEAEHHOM HMXe.

Tem He MeHee, 3TU pe3yrbTaTbl TaKXKe CYATAKTCH JOCTOBEPHbLIMU.

11. PACYET PE3YNIbTATOB

. Paccuutante pesynbTatbl. [ns 9TOro paccuuTanTe cpegHee
3HayeHVe MOrMOoWEeHNs AnA Kakgoro cTraHgapta u  obpasua.
OTKNOHEHWE OT cpeaHero He JoMmkHO BbiTh 6onee 20%.

. Mcnonb3ysa rpadgumyeckyto Gymary, OTMETbTE TOYKM CHMUTAHHbIX
3HaYeHWI MOrMoLEeHNss CTaH4ApTOB Ha BepTuKanbHyl ocb Y, a
cooTBeTcTBYOWME KoHUEeHTpauun IL-8/NAP-1. Ha ropusoHTanbHy
ocb X. [MpoBegute onTUMarnbHy KPMBYIO MO TOYKaM.

- Onpepenute  KoHueHTpauun  IL-8/NAP-1. B oOOpasuax u3
CTaHOapTHOW KpuBOW. [Ina 3TOro Hamaute 3Ha4YeHne Ha ocu
opauHaT (Y) coOTBETCTBylOLLEE CpegHEMY 3HAYEHMIO MONyYEeHHON
ans kaxgoro obpasua Ol v npoBeanTe rOPU3OHTANbLHYHO JIMHWIO A0
rnepecevyeHnss Co CTaHOApPTHOW KpuWBOW. 3areM U3  TOYKU
nepeceyveHns NpoBeanTe BEPTUKANbHYK MUHUIO [0 NepeceyveHus ¢
ocbto abcumce (X). 3HaveHne Ha ocu X B TOYKe nepeceveHus u
6yoetr  cooTBeTcTBOBaTb  KOHUeHTpauun  IL-8/NAP-1 B
cooTBeTCTBYlOLLEN Npobe.

. B xope aHanu3a, cornmacHO AaHHOM MHCTPyKUuUM, obGpasubl
6binu  pasBedeHbl 1:2, cnegoBaTeNbHO  KOHLEHTPaUWW,
nosny4YeHHble U3 KanMbpoBOYHOM KPUBOW, [OOMKHbI ObITb
YMHOX€eHbI Ha K03chpruMeHT pa3BeaeHus (x2).

=  3amevyaHme: pacyéT o6pas3uoB C ONTUYECKOW NIMOTHOCTbIO
Bbilwe 2.0 MoXeT ObiTb HEKOPPEeKTeH — pe3ynbTaTbl 6yayT
3aHmkKaTbcs. Takue o6Gpasubl Heo6XxoAMMO [AOMONHUTENBHO
pasBecTn Gychepom AnsA pasBeAeHWs M NpoTecTMpoBaThb elue
pa3, ANA nonyyYyeHus pe3ynbTaTa, OTPaXalolero TOYHYO
KOHUeHTpauuio IL-8/NAP-1.

] MoapasymeBaeTcsi, YTO B KaKOYI0 CEpUIO aHanusa BKMOYaeTcs
KOHTPOMbHbIV 06pasel, C u3BeCcTHOW koHueHTpauuen IL-8/NAP-1.
Ecnn 3HayeHVWA KOHTpONSA He yKNafbiBalOTCA B OXuOaeMmbin
AnanasoH, pesynbTaTbl aHanu3a mMoryT ObiTb HEA,OCTOBEPHbI.

. lMpumep cTaHgapTHOW KpuBOW nokaszaH Ha PucyHke Hwxe. He
MCMonb3ynTe 3Ty CTaAHOAPTHYIO KPMBYKD AN pacyéTa Baluux
obpasuos. CTaHaapTHas KpyBasi AOMKHA ObITb BKIOYEHA B KaXKAYHO
NMOCTaHOBKY.

PucyHok. Mpumep ctaHgapTtHon kpuson ans IL-8/NAP-1. IL-8/NAP-1 6bin
pa3baBreH B cepumn ABYKpaTHbIX NOCNefoBaTeNbHbIX LaroB TUTPOBaHWS
PasbaButenem o6pasuoB. 3gecb NpeacTaBneHbl cpeaHue 3HayYeHust u3
Tpex napanmnesbHbIX TUTPOBaHUN.

He wucnonb3yinTte 3Ty cTaHOapTHYHO KpuBYKD Ans pacyéta Balumx
o6pa3yoB. CTaHOoapTHas KpuBas OOSPKHA ObiTb BKMYEHA B KaXAyH
MOCTaHOBKY.

Ausorpdin 458 e

o ]

Concentration (pgimg)
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Tabnuua: TunuyHble pe3ynbTaTbl, MOJMyYEHHblE C WCMONb30BaHWEM
AaHHoro Habopa.
N3mepeHune Ha 450 HM, ANnHA BOSHbI CpaBHEHMS 620 HM.

CraunapT IL-8/NAP-1, on on, CV, %
Aap nr/mn (450 HM) |cpepaHee
2.003
1 1000.0 1.931 1.967 1.8
1.522
2 500.0 1504 1.513 0.6
1.175
3 250.0 1088 1.132 3.8
4 125.0 0.787 0.769 2.3
0.751
0.507
5 62.5 0472 0.490 3.6
0.292
6 313 0.266 0.279 4.7
0.167
7 15.6 0163 0.165 1.2
0.0 0.038
BnaHk 0.042 0.040 5.0

Orl, nonyyeHHble ANs CTaHAApTOB, MOTYT MEHATLCH B 3aBUCMMOCTW OT YCIOBUMA
BbINOMHEHVSI aHanu3a (Hanpumep, TeMnepaTypHbIN Pexum).

Kpome TOro, Ha NpoTSHKEHUM CpOKa roAHOCTM Habopa SH3UMaTUYecKasi akTUBHOCTb,
W, CnepoBaTenbHO, WHTEHCUMBHOCTb OKPALUMBAHMWS, MOTYT M3MeHsTbCs. Mpu aTom
pesyrnbTaTbl TECTUPOBaHWS OCTaTCS [JOCTOBEPHBLIMM.

12. OrPAHUYEHMA

= Tak KaK YCMNoOBMS MOTyT MEHATbCH OT aHanusa K aHanuay,
CcTaHAapTHast KpuBas OOIKHA ObiTb BKIOYEHa B KaXayl cepuio
aHanuaa.

=  bBaktepuanbHoe wnu rpubkoBoe 3arpsisHeHne ob6pasuoB UK
peakTVBOB MOXET NPUBECTM K HeJOCTOBEPHBLIM pe3ynbTaTam.

*  Mcnonb3yinTe 0AHOPa30Bble HAKOHEYHUKN.

»=  CreknsHHas nocyfa AOMmKHa ObIThb TLATENbHO BbIMbITA.

*  HenonHasa NpoMbIBKa HEraTMBHO BMMSET HA TOYHOCTb PE3yrnbTaToB.
MonHocTblo ypansnte [MpombiBouHbIA Oydep u3 g4yeek mexay
LuMKnaMu npomMbiBkA. He nossonsainTe siyerikam BbICbIXaTb Mexay
Liaramy aHanmaa.

*  Wcnonb3oBaHne pagvoMMMyHOTEpanuu 3HaYUTENbHO YBENUYMIo

YMCIO NaLMEHTOB C YENOBEYECKUMMU aHTUMbIWKMHLIMU IgG (HAMA).
HAMA wmoryT wuHTepdpepupoBaTb B aHanuse, WCMNOSMb3YOLEM
MbILUMHbIE  MOHOKIMIOHANbHblE aHTUTena, MpuBOAsS K  FOXHO
NOMNOXNTENBHBIM U MTOXHO OTpULATENBbHLIM pe3ynbTaTtam.
O6pasubl  CbIBOPOTKW, codepXalime aHTuTena K MbIWWHBIM
UMMyHOrnobynmHam, MoryT ObiTb MpoaHanusnpoBaHbl B crydae,
KOr4a MbllUMHbIE  UMMYHOrMoOynuHbl  (CbIBOpPOTKa, — acuuTHas
XXMOKOCTb UM MOHOKIIOHamNbHbIE aHTMTena APYrov cneunduyHoCTH)
nobasnstoTcs k PasbasuTtento o6pasuos.

13. PABOYUE XAPAKTEPUCTUKU

13.1 YyBCcTBUTENBHOCTbL

MwuHumaneHo onpegensiemas koHueHTpauus IL-8/NAP-1 , onpeaeneHHas
KaK KOHUeHTpauusi aHanuta, gawowas Ol 3HauuTenbHO Bbille YeM
Oydep Ansa pa3BefdeHus (cpegHee NMOC 2 CTaHAAPTHBIX OTKIOHEHUS),
cocTaBuna 2.0 nr/mn (cpefHee 6 He3aBUCUMbIX ONpeaeneHuit).

13.2 BocnpousBoauMocTb

13.2.1 Bocnpou3BoAMMOCTb BHYTPU O4HOW cepun
BocnponssogMmocTe BHYTpM OAHOW cepwuu onpegensnace B 3
He3aBMCUMbIX Cepusix aHanu3a. B kaxpabll cepum aHanusa Obino
BbINOMHEHO MO 6 onpedeneHuin kaxporo u3 8 obpasuoB CbIBOPOTOK,
coaepXalmx pasnuyHble koHueHTpaumu IL-8/NAP-1. B kaxabivi nnaHweT
ObINn BKMOYEHBI MO ABE CTaHAapTHble kpvBble. B Tabnuue npuseneHsb!
cpenHve 3HaveHus IL-8/NAP-1 1 koaddurumeHT Bapyuauum Ans Kaxgoro
obpasua. KoadbduumeHT Bapnaumm coctasun B cpeaHem 6.3 %.

Tabnuua 3: CpengHee 3HayeHMe KOHUEHTpauum U KoadhUUMEHT
Bapuauun ans kaxgoro obpasua
Ob6paszey AHanus CpepHsia koHUeHTpauus IL- KoadhpuumeHT
8/NAP-1 (nr/mn) Bapuauuu, %
1 1 742.8 7
2 712.0 7
3 615.3 8
2 1 348.7 4
2 353.1 8
3 384.3 3
3 1 184.5 5
2 183.9 5
3 187.7 6
4 1 80.0 7
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13.2.2 Bocnpou3BoAUMOCTb Mexay cepusimmu

BocnpoussoauMocts  Mexay cepusimu B odHoW  nabopartopum
onpegensinacs B 3-Xx HE3aBUCUMBIX CEpPUsIX aHanusa Tpewmsi pasHbiMU
nabopaHtamu. B kaxgbin cepum aHanm3a ObiNo BbINOMHEHO Mo 6
onpegeneHnin kaxgoro n3 8 o006pasloB CbIBOPOTKM, coAepXalnx
pasnuuyHble KoHueHTpauum IL-8/NAP-1. B «kaxabi nnaHweT Obinn
BKIMIOYEHbl MO [Be CTaHO4apTHble KpuBble. B Tabnuue npuBeneHsbl
cpepgHue 3HadeHus IL-8/NAP-1 n koadbdmumeHT Bapuauum Ans Kaxaoro
obpasua, paccuvMTaHHbii U3 18 onpegeneHun kaxgoro obpasua.
KoadpdumumeHT Bapmnauum coctasun B cpegHem 8.7 %.

Tabnuua 4: CpegHee 3HayeHue
Bapuaumu kaxgoro obpasua

KOHUEHTpauMn un KoddPUUMEHT

O6pasen CpepnHee 3Ha4eHue KoadcpuumenT
KOHLUEeHTpauuu, nr/mn Bapuauuu, %

1 690.0 9.6

2 362.0 5.4

3 185.4 1.1

4 73.5 9.7

5 40.2 12.5

6 537.8 13.1

7 272.0 7.5

8 296.4 10.7

13.3 WUsBneueHue

M3BneyeHve oueHnBanu TecTupys obpasubl YernoBEeYECKON CbIBOPOTKM,
oboralleHHble 4 pasnnyHbIMKU YPOBHSIMU pekoMbuHaHTHoro IL-8/NAP-1
yeroBeka. V3BneueHue onpedensnuM B TPEX  HE3aBUCUMbIX
akcnepMMeHTax B 6 obpasuax cbiBOpoToK. KonmyectBo aHAoreHHoro IL-
8/NAP-1 B He ob6oraleHHOW CbIBOPOTKE WMCMONb3oBanu Kak GnaHk B
OaHHbIX 3KkcnepumeHTax. MsBnevenune coctasBuno 72% - 125% wnm B
cpenHeM 88%.

13.4. JlnHenHoCTb

4 obpasua 4ernoBeyvyeckoW CbIBOPOTKU, C PasfvYHbIMU ypoBHAMMK IL-
8/NAP-1, 6binu npoaHanuaupoBaHbl B 4 cepusix ABYKpaTHbIX
passegeHun. B Tabnuue npuBedeHbl 3HadeHuss mssnedenus (% o1
oXuagaemoro 3HayeHust). [lokasaHo, YTO W3BMEeYEeHMe B CpedHeM
coctaBuno 107%, B ananasoHe ot 90% Ao 119%.

Tabnuua 5
Recovery
Expected Observed of Expected
Human Human Human
IL-8/NAP-1 IL-8/NAP-1 IL-8/NAP-1
Concentration Concentration Concentration
Sample Dilution (pg/ml) (pg/mil) (%a)
1 1:2 7717 -
1:4 385.9 402.4 104
1:8 201.2 217.8 108
1:16 108.9 104.3 96
2 1:2 369.9 -
1:4 185.0 194.0 105
1:8 97.0 102.6 106
1:16 51.3 61.1 119
3 1:2 49.7 -
1:4 24.8 225 90
1:8 11.2 11.6 104
1:16 5.8 6.6 114
4 1:2 315.9 -
1:4 158.0 175.6 111
1:8 87.8 99.5 113
1:16 49.8 59.0 119
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13.5 CrabunbHoCTb O6pa3uoB

13.5.1 CtabunbHOCTbL NpU 3amMopaXuBaHMU-pasMopaKMBaHUMU
AnukBOTbI CcbiBOpoTkM (6e3 fobasneHHoro IL-8/NAP-1 u ¢ npobasneHvem
IL-8/NAP-1) xpaHunuce npu Temnepatype —20°C 1 pasmopaxusanuce 5
pa3, nocrie Yero onpepensnucb yposHu IL-8/NAP-1. He Habniopanoch
3HaYMTEnNbHbIX NOTEPb UMMYyHOpeakTuBHOCTH IL-8/NAP-1.

13.5.2 CTabunbHOCTb NpU XpaHEHUU

AnukBOTbI cbiBOopoTkM (6e3 fobasneHHoro IL-8/NAP-1 u ¢ nobasneHvem
IL-8/NAP-1) xpaHunuce npu TemnepaTtype —20°C, 2-8°C, KOMHaTHO
Temnepatype u npu 37°C B TedeHue 24 yacoB, MOCre Yero
onpegensinuce ypoBHu IL-8/NAP-1. He Habnitoganocb 3HauMTenbHbIX
notepb MMMyHopeakTuHocTH IL-8/NAP-1.

13.6 CneuncdunyHocTb

[aHHbIn  MeTon  pacno3HaeT  HaTUBHbIA M PEKOMOWHAHTHbIN
yenoBeyeckuii IL-8/NAP-1. [ina onpeaeneHns cneumguyHOCTU AaHHOro
MeToda Ha MEepPEeKPecTHy peakTMBHOCTb Obinv  NpoTecTUpoBaHbl
pasnuyHble 6enku.

[MepekpecTHyl0 peakTMBHOCTb He Habnwoganu HW Ansi OgHOro w3
nccrnenoBaHHbIX GernkoB.

13.7 OxnpgaemMble 3Ha4YeHUA

Manenb 13 40 cbIBOPOTOK CNy4aiHO BbIGPaHHbIX NPaKTUYECKN 300POBbIX
nogen (MyXXYnH 1 XeHLWuH) 6bina npoTecTMpoBaHa Ha cogepxaHue IL-
8/NAP-1. ToBbiweHHble ypoBHM IL-8/NAP-1  3aBucaT oT Tuna
UMMYHOMOrMYECKUX  pacCTPOWCTB.  VI3MepeHHble  ypoBHW  MOryT
M3MEHATLCS B 3aBUCMMOCTM OT MeToaa 3abopa npobbl. OBHapyXeHHble
ypoBHu IL-8/NAP-1 npeacraeneHsbl B Tabnuue 6.

Tabnuua 6
Number of Mean of

Sample Samples Range % Detectable
Madtrix Evaluated (pa/ml) Detectable (pa/ml)
Serum 40 34.8 - 666.4 225 114.0
Plasma .

(EDTA) 40 nd *-97.4 2.5

Plasma 40 nd*- 34.8 25

(Heparin)

14. IUTEPATYPA (Cm. B opurnHane UHCTPYKUMK).

15. NOArOTOBKA PEAIEHTOB (KPATKOE U3JNTOXXEHUE)

15.1 NMpombIBoYHbIN 6ydep (1 x)

[o6aenTe KoHueHTpaT MpombiBoyHOro 6ycdepa 20x (50 mn) B 950 mn
AMCTUNNVPOBAHHOW BOAbI.

KonuyecTtBo KoHueHTpat Pa6ouyero OucTunnupoBaHHas BoAaa,
CcTpunoB 6ydepa, mn Mn
1-6 25 475
1-12 50 950

15.2 Pa6ouun 6ydcpep (1 x)

KonuyecTtBo KoHueHTpat Pa6ouyero OucTunnupoBaHHas BoAaa,
CTpUNoB b6ydepa, mn mn
1-6 2,5 47,5
1-12 50 95,0

15.3 KoHblorat 6uoTuHOBLIN (1 X)
MpurotoeuTb passegerve 1:100 cornacHo Tabnuue:

KonuuectBo KoHueHTpaT BuotnHoBoro Pa6ouui 6ydep,
cTpunoB KOHblOrarTa, mn MR
1-6 0,03 2,97
1-12 0,06 5,94

15. 4 Konbtlorat cTtpentaBuanHoBbin (1 x)

KonuyectBo KoHueHTpaT cTpenTaBManHOBOro Pa6ouun 6ycpep,
cTpunoB KOHblorara, mn mn
1-6 0,06 5.97
1-12 0,12 11.94

15.5 CraHpapTt
PacTtBopuTe KOHLEHTPMPOBaHHbIN cTaHaapT Pabounm 6ydepom 1:50.

15.6 KoHTponu
[o6asuTtb 350 MKN AMCTUNMPOBAHHOW BOAbI K NMOMUIN3NPOBAHHLIM
KOHTPONSAM.

16. MPOTOKOI1 TECTA (KPATKOE U3NOXEHUE)

1. TpombITb A4erkn nnaHweTa Aaxabl poMbIBoYHbIM 6ydepom

2. [oGaBbte no 100 mkn PasbaBuTensi o6pa3uoB B SAYEiKM,
npegHasHaveHHble Ana CtaHaapTos (B Ay6nsx).
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MpurotoBbTe  CTaHOapTHble  pasBefeHust Ha  nnaHwerte:
nobaenennem 100 mkn pasbaBneHHoro CtaHgapTa B sivevikn Al un
A2, cosganTe pas3BefeHusa ctaHgapta nepeHocom no 100 mkn m3
A4Yenkn B sAYverky. Yganute m Bblbpocute 100 MKN XMOKOCTU K3
nocregHux siveek (G1, G2).

AnbTepHaTvBHOE  pasBedeHWe  cTaHgapta B npobupkax:
nunetupoBaTtb 100 MKN 3TUX pa3BedeHUn cTaHgapTa B NyHKN.
BHecuTe no 100 mkn Pas6aButensi o6pa3uoB B syeliku «bnaHk».
BHecute no 50 wmkn Pas6aButensa o6pasuoB B sYeENKW,
npegHasHayYeHHble Ansi o6pasLoB.

BHecuTe no 50 mkn kaxgoro o6pasua B COOTBETCTBYHOLLME AYENKN.
MpurotoBbTE GUOTUHOBLIA KOHbIOTaT.

[obaebTe no 50 mkn pa3baBneHHOro GMOTUHOBOro KOHblOrarta,
roTOBOroO Afsi UCMONb30BaHKs, BO BCe SYENKM, BKItoYasi bnaHk.
3akpoinTe nnaHWweT NNéHKON 1 MHKYBUpyinTe 2 Yaca npyv KOMHaTHOM
Temnepatype (18 — 25°C).

[MpuroToBbTE CTPENTAaBUAUHOBLIA KOHBIOraT.

[MonHoCTLIO yaanuTe coaepXxumoe siyeek 1 NnpomonTe sYerkn 6 pas
MpoMbIBOYHbLIM Gydepom.

BHecute no 100 Mkn cTpenTaBMAUMHOBOrO KOHbKOrata BO BCe
AYENKN.

3akponte nnaHweT NNEHKON N MHKYOMpynTe 1 Yac nNpu KOMHAaTHOW
Temnepatype (18 — 25°C).

[MonHoCTLIO yaanuTe coaepxumoe siyeek n NpomonTe syerkn 6 pas
MpoMbIBOYHbLIM Gydepom.

Brecute mo 100 mkn CybcrpaTtHoro pactBopa TMB BO

BCe sYenku, Bknoyaa bnaHk.

MHkyBupynTe npu kKOMHaTHOM TemnepaType npumepHo 10 MUHYT.
[obaebTe no 100 Mk cTon-pacTBopa BO BCE SYEWKU, BKIOYas
BnaHk.

Onpegenute ONTUYECKYKD MNNOTHOCTb fA4eek npu 450 HM MpoTuB
«BnaHkay, xenaTenbHO MCNOMNbL30BaTb AJIMHY BOJIHbI CPaBHEHUS
610-650 HMm.

3amevaHue: [ins o6pa3uoB, pa3baBneHHbIX COrMacHO UHCTPYKLUM,
YMHOXbTe pe3ynbTaT, MOJSIyYeHHbIN NO CTaHOAPTHOW KPMBOM Ha
c¢hakTop pa3BeaeHusA 2.

NHOOPMALUUA A151 3AKA3A
000 «JNAMEB»
Yn. YopHoeona, 97
2. NsaHo-®paHkosck, 76005
Ten.: (0342) 775122
Ten/gpakc: (0342) 775612
E-mail: info@diameb.ua
www.diameb.ua
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