HABOP U®A BbICOKOW YYBCTBUTENIbHOCTHU

AnA KONMMIMYECTBEHHOIO ONPEAENEHUA
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OcHosol _npu_rnposedeHuUU aHanusa si8/15emcsi _opuauHas
UHCMPYKUUU Ha aHa/ulckoM Si3biKe, 8/10XeHHOU 8 Habop.
Homep u Odama eepcuu opuzsuHana U __rnepesoda
== uHcmpykuuu 8o/mkHbI cosrnadame.
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Tonbko Ans uccnedosamensckux yenel
He Ons ucnonb3o0eaHusi 8 uazHOCMUYeCKUX unu
mepaneemu4eckux npoyedypax

1. HASHAYEHUE UCNOJIb3OBAHUA

OaHHbin ~ Habop  Human IL-10  ELISA npegHasHayeH ans
KONMMYECTBEHHOIO  OMpefeneHnsl 4YenoBeveckoro uHTepnerknHa-10.
HaGop npegHa3HayeH TONbLKO ANs AWMArHOCTUKM in vitro M He
[OIMKEH MCNOJb30BaTbCA B TepaneBTUYECKUX Liensx.

2. BBEAEHUE (Cm. opuauHan uHcmpykyuu).

3. MPUHUMN TECTA

AHTtuTena, cneunduyHsbie K IL-10, Cop6upoBaHHble 4enku

copbrpoBaHbl B siYenkax
nnaHwerTa.

\F MOHOKJIIOHalbHbl€ aHTUTENa
Yenoseueckuii IL-10, MepBas uHKyGauma

npucyTcTBylOLWMIA B 0Gpasue unu
cTaHgapTe, — CBsA3blBaeTcs  C
aHTUTEenamu, agcopbrupoBaHHbLIMM
Ha nyHkax. BUOTMHWNMpoBaHHbIE

aHTU-yenoBeyeckme IL-10

aHTuTena pobasnstoTcs " £-CrangapT unv obpased
CBA3bIBAOTCA C Yenoseveckum IL- E

10, 3axBa4Y€HHbIM nepebIM - BMOTMHOBBI KOHBIOraT
aHTUTENoM.

Mocne uWHKYGauuMM HecBA3aHHble BTopas nHky6auus

OUOTMHUNMPOBaHHbIE aHTu-
yenoseyeckne IL-10 aHTUTEna
yAanswTcs BO BpeMs CTaguu

npombiBkn.  CTtpentaBuamH-HRP
nobaensieTcs M cBsi3blBaeTcs C
BUOTUHUNMPOBAHHBLIM aHTu- E'_'
yenoseyeckum IL-10 aHTUTENOM.
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- CtpenTtaBmnanH-HPR

[Mocne wHkyGaumnm HecBA3aHHbIN TpeTbs MHKyGauus
ctpentasnanH-HRP  ypansetcs J— —
BO BpeMsi CTagum MNpOMbIBKA U LFf

peareHT amnnudukaumnm |
(6uotuHun-tyramide)
nobaBnsieTcs B NyHKU.

—I Biotinyl-Tyramide
Mocne uHKy6auunm HecBsizaHHbIN YerBepras nhkybaums
peareHT ycunexus | ynansietcs Bo
BpeMs 3Tana nNpoMbIBaHUA U
nobaBnsieTca peareHT yCUNeHust
Il (ctpentaBnamH-HRP).

. streptavidin-HRP

Mocne uwHKy6auuM HecBsi3aHHbIN MNaTaa nHky6auus

peareHTOB ycunenus |l yaansetcs = =
BO BpeMs 3Tana MpOMbIBKM U _f,z‘ ? 9 _
peakTUBHbIN pacTBop cybcTpaTta ¢ % iD’c, —
HRP pob6asnsetcs. = i@ n
==
[=] Substrate
OkpalleHHbIN npoaykT = —
obpasyeTcs  MponopuuoHanbHO

KonuyecTBy uenoseveckoro IL-10
, npucyTtcTBytowero B obpasue

1N

unm cTaHgaprTe. Peakuuio
npekpaLiaiT nobasneHnem ™ - MNpopearuposasLunin cybeTpar
KMUCMOTbI " n3mepsaoT

nornowenne npun 450  HMm.
CTaHOapTHY0 KpUBYK Mony4vanu
M3 7 CTaHO4apTHbIX pa3BedeHun
4enoBeyecKoro IL-10 7]
onpenensinu KOHLEHTpaLmIo
yenoBeyeckoro IL-10 B o6pasue.

4. IPUHUUN PEAKUUN YCUNEHUA

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

PeareHT ycunenus | cogepxut 6uotnHun-tyramide. HRP npeobpasyeTt
HecKonbko OuoTuHUN-tyramide Monekyn B NPOWU3BOAHbIE  BbICOKOM
peakTuBHOCTM (cBOGOAHbIE pagukanbl). ATu cBobogHble paamkanbl
KOBaneHTHO COeAMHSIIOTCS C NtobbiM 6ENoK B NyHKe.

Takum obpasom, KONMM4ecTBO NpopearMpoBaBlUero GuoTuHun-tyramide
nponopunoHansHo cymme HRP B nyHke.

Mocne wHKyGauum HecBA3aHHbIM OuoOTUMHUN-tyramide ypanseTcsa BO
Bpems npoMbIBKW. PeareHT ycuneHus |l copgepxut ctpentasuaunH-HRP,
KOTOPbI CBA3bIBAETCSI CO CTOPOHaMW GUOTWMHA, CO3OaHHOTO B TEYEHUe
OnoTuHun-tyramide peakumu, 4YTO OenaeT BO3MOXHbIM yBenuyeHue
konunyecta HRP mMonekyn Ha noBepxHOCTU Ans cyGcTpaTHOM peakumu.

5. NOCTABNAEMbIE PEATEHTbI

MukponnaHwerT, NOKPbITHIN MOHOKIOHanbHbIMK 1 MnaHweT
aHTuTenamu K Yyenoseyeckomy IL-10

KoHblorat MoHOKMoHanbHbix aHTu—IL-10 aHtuten n 1 cnakoH
6uotmHa, 100 mMkn

KoHblorat cTtpentaBugvMHa ¢ nepokcuaason xpeHa, 1 dprakoH
150 mkn

CtaHpgapT, nmodunmanpoBaHHbIi, 400 nr/mn 2 donakoHa
KoHTponb, NnotnnmanpoBaHHbI 1 donakoH
KoHueHTpaTt Pabouero 6ydepa 20x (PBS ¢ 1% 1 conakoH
Tween 20 n 10 % BSA), 5 mn

PazbaBuTtenb o6pasuos, 12 mn 2 pnakoHa

KoHueHTpaTt Pa3z6aButens AMnnudukaropa (2x), 7
Mn 1 cbnakoH

PeareHT ycunenus |, 75 mkn 2 cpnakoHa
PeareHT ycunenus Il, 15 mkn 1 cbnakoH
MpombiBatowmm pacTeop, koHueHTpar 20x (PBS ¢ 2 ByTbInKK
1% Tween 20), 50 mn

Cy6ecTpatHbin pactBop (TMB), 15 Mn 1 conakoH
Cron-pactBop (1M doccopHas kucnora), 15 mn 1 donakoH
MnéHku anAa 3aknenBaHusa CTpUNoBs 8

6. UHCTPYKUWUU NO XPAHEHUIO — HABOP NDA

XpaHuTe KOMMOHEeHTbl Habopa npu TemnepaTtype 2-8°C,
KOHTponewn. NlnonnmanpoBaHHble KOHTPONW XpaHuTe npu -20°C.
Cpasy nocne ucnonb3oBaHWs BEPHWUTE peareHTbl B XOMOAUNbHUK (2-8
°C), koHTporm B -20 °C. XpaHuTe OO AaTbl, YKa3saHHOW Ha ynakoBKe
peareHTOB.

Tonbko NpY COOTBETCTBYHOLLEM XPaHEHUN U UCKITIOYEHUN KOHTaMUHALMM
BO Bpems MpeAblayllero MWCrnonb3oBaHWA Habopa rapaHTupyeTcs
KayecTBeHHas paboTa peareHToB.

Kpome

7. 3ABOP U XPAHEHUE OBPA3LA

CynepHaTaHT KynbTyp KIeToK, 4ernoBeyeckasi CbiIBOPOTKa M nnasma
(3OTK, renapuHoBas) MoryT ObiTb UCMONb30BaHbl AN aHanusa gaHHbIM
metogom. [pyrne ©Ouonoruveckne o06pasubl Takke MOryT ObiTb
ucrnonb3oBaHbl. OTAENUTEe CbIBOPOTKY MW Mra3My OT Cryctka unu
3pPUTPOLIUTOB KaK MOXHO GbicTpee.

O6pasubl, cofepxawme  BUAMMBIA  npeuunuTaTt,  Heobxoaumo
LeHTpudyrmpoBaTe AN OTAENeHWs npeuunuTata Ao aHanusa. He
MCMOMb3yNTe CUMbHO rEMONU3NPOBAHHBLIE UMK NUNEMUYHBbIE 06pas3Lbl.
Ecrnn obpasubl He OyaoyT npoTecTMpoBaHbl B AeHb cbopa, TO ux
Heo6X04MMO 3aMOPO3UTL M XpaHWUTb npu Temnepatype -20 °C unu Huxe,
4YTOGbl MpenoTBpaTUTL noTepto GuoakTmBHocTM IL-10 . Ecnu aHanus
OyaeT BbIMONHEH B Grivbkaniune 24 yaca, obpasubl MOryT XpaHUTLCS Mpu
2-8 °C.



N3berante
obpasLoB.

MOBTOPHLIX  LWKINOB  3aMOpaXKMBaHUS-pa3MOpaxuBaHNs

8. TPEBYEMbIE, HO HE MOCTABNAEMbIE MATEPUATbI

. Kann6posaHHble nunetkn Ha 5 mn n 10 mn

. KannbpoBaHHble NMNeTkn ogHoKaHarnbHble NepemMeHHoro obbema ¢
O[lHOPa30BbIMU HaKoHeYHUKamu Ha 5 — 1000 mkn

. MHorokaHanbHble MUNETKM C OAHOPA30BbIMU HaKOHEYHMKaMu Ha 50
— 300 mkn

. BaHHOUYKa Ans peareHToB ANs1 UCMONb30BaHWUS C MHOrOKaHarbHOM
nUNeTkown

. KannbpoBaHHble cTakaHbl
NPUroTOBMNEHUSI PEaKTUBOB

. Py4yHoe unv aBTomatuyeckoe nNpoMbiBakoLLEee YCTPONCTBO

. MukponnaHweTHbIi pugep ¢ dunbTpom Ha 450 HM v, no
BO3MOXHOCTU, (UNBTPOM CpaBHEHUA = 620 HM

e [lucTunnupoBaHHasi UNN AENOHM3NPOBaHHAs Boaa

. MunnumeTtpoBas Gymara wnu nporpammHoe obecnedveHve Ans
06paboTkM pe3ynbTaToB (NMNMHENHas perpeccust)

N UMnMHOpLI,  Heobxoaumble  AnA

NPEAOCTEPEXEHUA NO UCMNONb30OBAHUIO
Bce xumMmukaTbl cuMTaTh NoTeHuMarnbHO onacHelMuU. PekoMmeHayeTcs
MCNOMb30BaHNE [aHHbIX pPeareHTOB TONbKO KBANUMULMPOBAHHBLIM
nepcoHanom B nabopaTopHbix ycrnosusix. Micnonb3oBaTtb 3aLLMTHYHO
ofexay, o4kv 1 nepyatku. M3beraTb KOHTaKTa C rnasamu U KOXemn.
B cnyyae koHTakTa, NPOMbITb C 60MbLUNM KONMYECTBOM BOAbI.

2. Habop npegHasHayeH TOMbKO ANsi MCCrefoBaTeNnbCKMX Lenen u He

OOMKEH  WUCMOMb30BaTbCA B PYTUHHBIX  AWArHOCTUYECKMX

npotenypax.

He cmelunBaiiTe pa3Hble NoTbl M peareHTbl U3 pa3HbIX JTOTOB.

He vcnonb3ayiiTe peareHTbl C UCTEKLLUUM CPOKOM XPaHEHWSI.

M3berante obnyyeHnss peareHTOB CUMbHbIM MCTOYHUMKOM CBeTa BO

BpEMSsi XpaHeHWs U MHKyGaLuun.

He nuneTtupywTte pTtom.

Henb3s ecTb Wnu KypuTb B MeCTe, FOe XPaHSITCH peareHTbl U

o6pasLbl unu B MecTe, rae NpoBOAUTCS aHanus.

8. W3bBeraiTe koHTaKTa peareHTOB C KOXeW U CIM3UCTbIMU.

9. Tlpu pyyHOM MeTOode aHanusa MoNb3ynmTecb JaTeKCHbIMU
nepyatkamu Ans 3almTbl pyk.

10. Wa3beraiiTe KoOHTakTa cybGcTpaTHOro pacTBopa C MeTannamu u
OKUCIIUTENSIMUA.

11. W3berawnTte pa3bpbi3rnBaHnst 1 06pa3oBaHnsi aapo30sen.

12. Yt06bl M3GEXaTb MUKPOGHOrO 3arpsi3HEHUs WNKU  3arpsi3HeHus!
peakTMBaMu U MOMyYeHWsi B  pe3ynbTate HegoCTOBEPHbIX
pesynbTaToB, NONb3yWTECH O4HOPa30BbIMU HAKOHEYHNKaMM.

13. Wcnonb3ynte 4ucCTylo, cneumanbHO BbiAENeHHyl nocygy Ans
KOHBLIOraToB U cybGCTpaTHOro pacTeopa.

14. 3arpssHeHVe KUCNOTOW MHAKTUBMPYET KOHbIOraT.

15. [Ons npuroToBneHusi peakTMBOB WCNOMb3yWTe AUCTUNIMPOBAHHYIO
UNW EMOHU3NPOBAHHYO BOAY.

16. Cyb6CcTpaTHbI pacTBOp [AOMMKEH UMETb KOMHATHYK Temnepartypy
nepef Ucnonb3oBaHMEM

17. OG6e33apaxuBarnite nocrne paboTbl 06pa3upbl, TaKk Kak OHW MOryT
6bITb MHULMPOBaHbLI, NPeANnoYTUTENBHO aBTOKaBUMPOBaAHUEM He
MeHee 1 vaca npu 121.5°C.

18. >Kugkue oTtxogbl, He cogepxaliue KUCMoTy, U HEeWTpanu3oBaHHbIe

HeobxoAMMOo cmellaTb C pacTBOPOM TUMOXMOpUTa HaTPUS Takum

obpasom, 4Tobbl nonyunncs B utore 1% pacTBOp rMNoxnopuTa.

OcTaBbTe nomnyyeHHytlo cmecb Ha 30 MUHYT Ansa adpdeKTUBHOro

obes3apaxuBaHuns. Xugkve OTXoAbl, coAdepXaliue  KWCMOTY,

HeobxoouMo HelTpanusoBaTb [0 06e33apaxuBaHWs pPacTBOPOM

rMnoxnopuTa HaTpusi.
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10. NOArOTOBKA PEATEHTOB

BydepHble KOHUeHTpaTbl MPUMBECTU K KOMHATHOW Temnepartype u
pasBecTu nepej Hayanom aHanmsa.

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

Kpuctannsbl,

10.1 MpombiBatowmin pacteop (1 x)

PasbaBbTe 50 Mn KOHLUeHTpaTa ONCTUINIMPOBAHHOMN mnm
[EVOHN3NPOBAHHOW BOAOW B MEPHOM LMMMHAPE A0 KOHEYHOro obbeéma
1,0 n. Nepemelarite, n3berasi BCNeHNBaHUs.

XpanuTte lNMpombliBatowmn pactsop npu 2-25 °C. MNpombiBaoLWuin pactBop
ctabunen 30 gHen.

MpombiBatowmii pacTeop (1 X) Takke MOXeT ObITb NPUTOTOBMNEH COrMacHo
cnegytoulen Tabnuue:

10.2 Pa6ouui 6ydep (1 x)

XopoLuo nepemellanTe KoHUueHTpaT Paboyero 6ydepa. PasbasbTe 5,0
MIT KOHUEeHTpaTa AWUCTUMNUPOBAHHON BOAOW B MEPHOM UMNMHAPE A0
KOHeyHoro obvéma 100,0 mn. MNepemelsaite, nsberas BCNEHWBAHUS.
Xpanute Pabounn 6ydep npu 2-8 °C. Pabouui bycep ctabuneH 30
OHen.

Pabounin B6ydep (1 x) Takke MOXeT ObiTb MPUrOTOBIIEH COrMacHoO
cnegywllen tabnuue:

KonuyecTBo ucnonb3yembix KoHuenTpat AvctunnupoBakHas
cTpunos PaGouero Gydepa BOAa, (Mn)
(20x), mn
1-6 25 47.5
1-12 5.0 95.0

10.3 BWOTUHOBLIN KOHBbIOFaT

3ameTbTe, YTO BUOoTMHOBLIN KOHBIOraT AO0MKeH ObiTb UCNOSIb3OBaH
B TeyeHue 30 MUHYT nocre pa3BefeHUs.

MpurotoBbTe HeobXoaMMoOe KOnM4ecTBO OWOTUMHOBOTO KOHbLIOraTa,
pa3Beas KoHUeHTpaT 6uoTMHOBOro koHblorata 1:600 Pas6aButenem
06pa3LioB B Y/CTON NIIacTMKOBOW Nocyae, cornacHo Tabnuue:

KonuuectBo ncnonb3yembIx BnoTHHOBbII PasbaButens

CTpunoB KOHBbHOraT, Mn ob6pasuos, (mn)
1-6 0.005 2.995
1-12 0.01 5.99

10.4 CtpentaBngmH-HRP

3ameTtbTe, yTo CTpentaBuanH-HRP gomxeH ObiTb MCNONbL30OBaH B
TeyeHue 30 MUHYT nocne pa3BeAeHUs.

MpurotoBbTe Heobxoaumoe konuyectBo CTpentaBuauH-HRP passens
ero 1:200 Pa6ouum 6ychepom B YMCTOW NIACTUKOBOW NOCYyAe, COrnacHoO
Tabnuue:

KonuyecTBo ncnonb3yembix CrpentaBuguH-HRP, | PaGouuii 6ychep(1x)
CTpunoB mn (mn)
1-6 0.03 5.97
1-12 0.06 11.94

Konuuecteo ucmone- | KormerTpat IIpomer- | JHCTHITHPOBAHHAA
3VEMEIX CTPHIOOE BAKIIETO pACTBOPAa, MI BOOA, MIT

1-6 25 475

1-12 30 950

10.5 CraHpapTt 4yenoBe4yeckoro IL-10

PactBopute Ctanpapt IL-10 B guctunnupoBaHHou Boge. Heobxoammblii
obbem ONns pacTBOPEHWs ykasaH Ha 3TUKeTke bnakoHa, copepxallero
ctaHgapT. OCTOpOXHO nepemeluMBaniTe [0 MOSIHOTO PacTBOPEHUS.
KoHeuHas koHUeHTpauus nomyyeHHoro pactBopa coctaBuT 400 nr/mn.
OctaBuTb Ha 10-30 MUHYT.

Mocne ncnonb3oBaHUA OCTaBLUMIACS CTaHAAPT HE MOXET XPaHWUTbCA U
OOMKeH ObITb BbIOPOLLEH.

KoHueHTpupoBaHHbln CTaHgapT 4venoBeveckoro IL-10 gomkeH ObiTb
pasbaBneH 1:8 c PasbaBuTenem obpasua HenocpeacTBEHHO nepen
MCMOMb30BaHMEM B YMCTOW MIAacTMKOBOW MpobupKe B COOTBETCTBUM CO
cnepyoluen cxemon pasbaBneHus:

100 mkn koHUeHTpupoBaHHoro CtaHgapTa 4yenoseyveckoro IL-10 + 700
vk PactBopa ansi pasBeAdeHusi ob6pasuoB. BCTpsxHYTb OCTOPOXHO
AN NnepeMeLumBaHns (KOHLeHTpauus ctangapta = 50 nr/mn).
Pa3BegeHuss ctaHpapTa MOryT Mpou3BOAMTLCA HENOCPeACTBEHHO Ha
nnaHwerte (cM. NyHKT 11c) unn anbTepHaTMBHO B Npobupkax (cM. MyHKT
10.5.1)

10.5.1 BHelwHee pa3BeneHue CtaHpapTta
MomeTnTb 7 NpobUPOK, OAHY ANs KaXAdow Touku ctaHpjapTa. S1, S2, S3,
S4, S5, S6, S7.
3arem noaroToBUTbL CepuiiHble pa3BedeHust 1:2 Ona  cTaHJapTHOM
KPVBOW KaK yKa3aHO HUXe:
Munetuposatb 225 mkn Pa3basutens ObpasLoB B kaxayto Npobupky.
MuneTtnpoBaTb 225 MK BOCCTAaHOBMEHHOrO CTaHAapTta (KOHUeHTpauus
ctaHgapta = 50 nr/mn) B nepsylo npobupky, nomeuyeHHyo S1, u
nepemewlatb (KoHUeHTpauusa ctaHgapta 1 = 25 nr/mn).
MunetupoBaTe 225 MkN 3TOro pacTBopa BO BTOPYHO NPOGUPKY,
noMeyeHHylo S2, 1 TWaTenbHO nepemellaTb neped crepyowmnm
nepemMeLleHmem.
MoBTOpUTL CcepuiiHble pas3BefeHuss ewe 5 pas, Takum obpasom
dopMmpys TOYKKM CTaHAAPTHON KpnBOW (CM. PUCYHOK HUXeE).
PasbaBuTenb 06pasLoB CnyXuT B KadecTse bnaHka.

MepeHocuTb No 225 mkn
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S1 S2 S3 S4 - S7
1:8 Pa3baBneHHbI PasbaBsutenb Ynanutb 225 mkn
CrangapT Yenoseyeckoro obpasuoB
IL-10 225 mkn




10.6 KoHTponu

Passectn nytem pobasnenus 400 MKN AUCTUNNMPOBAHHOW BOAbI K
nuocunuamposaHHoMy KoHTpomnto (10-30 muHyT). [lokpyTnTb uKnu
aKkkypaTHO nepemeluaTtb, 4YTobbl obecneunTb MONMHOE pacTBOpPEHME U
ogHopoaHocTb.  [peaBapuTenbHO  pas3BecTV  COMOUNIM3MPOBAaHHLIN
KOHTponb 1:9 pa3baBuTenem o6pasua:

100 mkn koHTpons + 800 mMkn pacTBopa Ans passefeHns 06pa3sLos.

B panbHenwem obpawatbCA € KOHTponaMu, kak ¢ obpasuamu B
aHanuse. 3a AaHHbIMM MO KOHTPOSIbHOMY AManasoHy CM. cepTudukaT
aHanusa unm aTukeTke donakoHa. XpaHuUTb BOCCTAHOBIEHHBIA KOHTPOMb
B anuksotax npu -20 °C. M3beraTb MNOBTOPHOrO 3aMOPaXWBaHUS W
oTTamBaHusl.

10.7 Pasz6aBuTtenb PeareHTa YcuneHus (1x)
MoarotoBka PasbaButens PeareHta Ycunenuss (1x) gomkHa 6biTb
npoBefeHa HenocpeaAcTBEHHO nepen Ucnonb3oBaHueM. MoaroToBUTbL

nocrnegHer NpombiBKU. Mcnomnb3ynTe CTpunbl HEMeANEeHHO nocne
CTPSIXMBAHUS MU MakcUMyMm 4epe3 15 MUHYT npu ycroBuwu, YTO
CTPWMbl  YMOXeHbl Ha BRaxHyl uUNbTpoBanbHylo 6Oymary B
nepeBépHyToM Buae. He no3BonsinTe s4yekam BbiCbiXaTb!

PasBegeHue craHgapta Ha  nnadwerte  (anbTepHATWBHO
pa3baBneHne cTaHgapTa MOXeT ObITb NPUroToBrIEHO B Npobupkax):
Ho6asnTb 100 mkn PasbaButens anst obpasuos B Aybnsx ko BceM
cTaHpapTam. MpurotoBbTe cTaHdapTHble pa3BefeHusi
pobaeneHvem no 100 mkn pasbaeneHHoro CrtaHpapTa (pasgen
10.5) B svenikn A1 n A2 B gybnax (Cm. tabn. 1). MNepemelsaiite
cogepxumoe Ayeek A1 n A2 n nepeHecute no 100 mkn pacTBopa u3
adyeek A1 n A2 B auenkn B1 n B2 cootBeTcTBEHHO. BO Bpemsa aTtunx
MaHUMynNsuuiA  noctapanMTtecb He nouapanatb  BHYTPEHHIOW
noBepxHoCTb  syeek. [oBTOpUTe nepeHoC W pasBedeHue
cTaHgapToB 5 pas, nonyuvsB B wuTore 2 psaa  pas3BedeHuvi
CraHpapTa IL-10 B grnanasoHe oT 25.00 go 0.39 nr/mn. Yaanute u
BblbpocuTe 100 MK XuakocTun n3 nocrnegHux sueek (G1, G2).

MepeHocutb no 100 mkn

1:2 pasbaBneHve KoHLeHTpupoBaHHoro Pas6aButens PeareHTa
YcuneHus (2x) B COOTBETCTBUM CO criefytoLlen Tabnuue:
KonuuecTBo Ucnonb3yembix Pas6aButenb OuctunnupoBaHHas
cTpunoB PearenTa Ycunenus BoAa, (Mn)
(2x), mn
1-6 3 3
1-12 6 6

10.8 PacTtBop PeareHTa Ycunenus |

MogrotoBka PacTBopa PeareHTa Ycunenus | gomkHa GbiTb NnpoBeaeHa
HenocpeACcTBeHHO nepen HAaHECEHUEM Ha MIaHLUeT.
LleHTpudoyrmpoBatb nakoH B TeYeHWe HEeCKONbKUX CeKyHa B
MUKpOLEHTpUdyre nepen  OTKpbiTMeM  Ans cbopa  XuakocTw,
3aXBa4YEeHHON B KPbILLKE.

MpurotosuTb pa3seferHne 1:100 PeareHTta Ycunewus | B Pas6aBurtene
PeareHTa YcuneHus (1x) B COOTBETCTBUM CO CriefytoLlen Tabnuue:
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S1 S2 S3 S4 - S7
1:8 Pa3BeaeHHbIn Pasbasutens Yaanute 100 mkn
CraHgapT YenoBeyeckoro obpasuos
100 mkn

[Mpn BHelWHeM pa3BegeHUM cTaHgapTa nuneTupoatb 100 Mk aTUX
pa3BefeHuit ctaHgapToB (S1-S7) B NyHKM Ans CTaH4apTOB COrNacHo
Tabnuue 1.

Konuyectso PeareHT Ycunenus |, Pas6asutenn Tabnuua 1: Cxema pacnonoxeHusi obpasuos, 6raHka 1 ctaHaapToB
ucnonb3yeMbIX CTPUNOB mn Pearenta Ycunenus Ha nnaHweTe.
(1x), (mn)
1-6 0.06 5.94 1 2 3 4
112 0.12 11.88 A Ct#1 Ct#1 01 o1
(25.00 nr/mn) (25.00 nr/mn)
Mocne ucnonb3oBaHWs HemeadneHHo M36aBUTbLCA OT ocTaTkoB PacTBopa B |[Cr#2 CT#2 02 02
PearexTa Ycunenus |. (12.50 nr/mn) (12.50 nr/mn)
C |[CT#3 CT #3 03 03
10.9 PacTBop PearenTa Ycunenus li (6.25 nr/mn) (6.25 nr/mn)
Moarotoeka PacTBopa PearenTa Ycunenus Il fomkHa GbiTb npoBegeHa D (Cr#4 Cr#4 04 04
HenocpefCTBEHHO Nepea HaHECEeHMEM Ha NNaHLLeT. (3.13 nr/mn) (3.13 nrfmn)
LleHTpudyrmpoBaTb (brakoH B TEYEHWE HECKOMNbKUX CEeKyHh, B E C1T5#;5 y %Tsés y 05 05
MUKpOLIEHTPUGDYre  nepen OTKpbITMEM  Anst  cbopa  XUAKOCTH, 3 (CT #Gnr wn) (CT #6nr wn) 06 06
3aXBa4€HHOM B KPbILLIKE. (0.78 nr/mn) (0.78 nr/mn)
MpurotoBuTtb passegeHne 1:500 PeareHta Ycunenus Il B Pabouem G cr# CT#7 o7 o7
6ydepe (1x) B COOTBETCTBMU CO crieaytoen tabnuuen: (0.39 nr/mn) (0.39 nr/mn)
Konuuectso Pearent Ycunehus I, Pa6ounin 6ydep (1x), H || BrnaHk BnaHk o8 ok}
MCMOSb3YeMbIX CTPUNOB mn (mn) CT — CraHgapTt, O — o6paseL,
1-6 0.006 5.994
1-12 0.012 11.988 Brecute no 100 mkn PasbaButenss o6pasuoB B Oybnukate B

[Mocne ncnonb3oBaHusA HemeaneHHO M3baBUTbCA OT ocTaTkoB PacTtBopa
PeareHTa Ycunetxus Il.

11. NPOTOKOI AHAJIU3A

Tak kak MDA siBnsieTcA BbICOKOYYBCTBUTENIbHON CUCTEMOM, OYEHb
BaXHO NpuAepXuBaTbCA pPYyKOBOACTBa (nMpoueaypbl NPOMbIBKY;
XpoHonorus/u NpPUroTOBMEHUA  PacTBOPOB; MHKYGaLWOHHOro
nepuopga), YTo6bl MONYyYMTb OMNTUMaNbHYK NPOU3IBOAUTENBLHOCTb
Tecta! 3amauuBaHuA pekoMeHAyeTCA  MPOBOAUTbL  MexXAay
NPOMbIBKaMM, 4TOObl MOMYyYMTbL XOPOLUYH NPOU3BOAUTENBLHOCTb
TecTa!

O6patute BHUMaHue: PacTBopbl PeareHTOB YcuneHusi [OMKHbI
ObITb NOAroTOBIIeHbl HENOCPeACTBEHHO MNepea HaHeceHMeM Ha
nnaHweT! KpaiiHe BaxHO, 4TOGbl NpOMbIiBaHMe NYHOK NPOBOAUIIOCH
[OMKHbIM 06pa3om Ans Nony4YeHUs Xxopoluen NPoU3BOAUTENBLHOCTH
TecTta!

a. [HoctaHbTe Tpebyemoe pnnsi npoBeAeHUss aHanusa 4ucno 8-
NYHOYHbIX CTpUNoB. NomecTute TpebyeMoe KONMYECTBO CTPUMOB B
nepxatenb (k Heobxogumomy umucny sdeek ans  O6pasuos
nobasbTe suvenkn ans bnavka, CtangaptoB u KoHTponsi). Bce
Cranpgaptel, bnaHk n O6pasubl HeoOXoAMMO aHanu3upoBaTb B
nybnsax. Hemcnonb3oBaHHble cTpunbl cpady ybepuTe B nakeT c
ocyliMTenem u XxpaHuTe NnoTHO 3akpbiTbiM Npu 2-8°C.

b. TlNpomownite suerikn 2 pasa 400 mkn lMpombiBoyHOro Bydepa,
NONMHOCTBIO yAanss XWAKOCTb Mexay npombiBkamu. OcTaBuUTb Ha
10-15 cekyHa. W3berainte uapanuH Ha MOBEPXHOCTU SIYEEK.
CTpsxHWTe nnaHweT Ha dunbTpoBanbHOW OGymare nocrne

a4erkn «bnaHk».

BHecute no 50 wmkn Pas6aButensi o6pasuoB B SYeliKu,
npefHasHadYeHHble Ans 06pasLoB.
Brecute no 50 wmkn  Kaxgoro
COOTBETCTBYOLLME SYENKM.
MpurotoBbTE GMOTUHOBLIN KOHBblOraT (pa3gen 10.3).

[o6aBbTe no 50 Mk GUOTMHOBOrO KOHBLIOraTa BO BCE SYENKM.
3akpoliTe nnaHLWweT NNEHKOW 1 MHKYOUpYNTe 2 Yaca Npu KOMHATHOM
Temnepatype (18-25°C), ecrni BO3MOXHO, UCMOSb3yst opbuTarnbHbIN
Lenkep, ycTaHoBMNEeHHbIN Ha 400 06/MuYH.

MpurotoBbTe CTpentaBuanH-HRP (pasgen 10.4).

CHumnTe nneHky. [lonHoCTblo yaanuTe CoAepXUMoe sYeek.
MpomoiiTe syerkm 6 pa3 Kak ykasaHo B lware «b.» HacTosLlero
npotokona. Nepexoante HeMeAMNEHHO K CNieAyoLweMy Liary.
BHecuTte no 100 mkn pas6asneHHoro CtpentaBuauH-HRP Bo BCe
AYenKn, BKNoYas dnaHk.

3akpoliTe nnaHwWeT NAEHKOW 1 NHKYOMpynTe 1 Yac NpyM KOMHaTHOM
Temnepatype (18-25°C), wucronb3ys oOp6uTanbHbIN  LIENKEP,
ycTaHoBneHHbln Ha 400 o6/muH. (LlenkupoBaHue sBnsieTcs
obsizaTenbHbIM ANsi NoNyYeHUsl onTUManbHou paboTkl TecTa).
MoprotoBbTe PacTBop PeareHTa YcuneHus |, pasbaBneHHbl B
Pas6aButene PeareHta  Ycunenus  (1x)  (cwm. 10.8)
HenocpeACTBEHHO nepep MCNOMb30BaHUEM.

CHumnTe nneHky. [lonHoCcTblo yaanuTe COAepXUMoe  sYeek.
MpomoiiTe syerkm 6 pa3 Kak ykasaHo B lare «b.» HacTosLlero
npoTtokona. Nepexoante HeMeANEHHO K CieAyoLweMy Lary.
BHecute no 100 mkn PactBopa PeareHta Ycunenus | BoO Bce
AYenKn, BKNoYas dnaHk.

3akpoiiTe nnaHweT NNEHKOW U UHKYOMpyinTe TOYHO 15 MUHYT npu
KOMHaTHOM Temnepatype (18-25°C), wucnonbayss opbuTanbHbIi

obpasuya B AOybnsax B
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LIenKep, YyCTaHoBMeHHbIi Ha 400 o06/MuH.
fAIBNAETCA obfA3aTeNbHbIM  ANs
paboThbI TecTa).

MoarotoBbTe PacTBOp PeareHta Ycunenus I,
Pabouem ©6ydepe (cm. 10.9)
ncnonb3oBaHUEM.

CHuMUTEe nneHky. [lonHOCTbIO yAanuTe COAEpPXUMOE  SYEek.
MpomoviTe Ayenkn 6 pa3 Kak ykasaHo B Lare «b.» HacTosLero
npotokona. Nepexoante HeMeOIEHHO K CrieAytoLeMy Liary.
BHecute no 100 mkn PacTtBopa PeareHta Ycunenus Il
AYerku, BKnovas bnaHk.

3akpoinTe nnaHweT NNEHKOW U NHKYOUpyinTe ToyHo 30 MUHYT npu
KOMHaTHoOW Temnepatype (18-25°C), wucnonb3ys op6uTanbHbIN
LIEeNKep, yCTaHOBMNEHHbIN Ha 400 06/MuH.

CHuMmuTe nneHky. [lonHOCTbIO ydanuTe COAEpPXUMOEe SYeek.
[MpomonTe suvenkn 6 pas kak ykasaHo B lware «b.» Hactoswero
npotokona. Nepexoante HeMeAIEHHO K CrieAytoLeMy Lwary.
Brecute 100 mkn pacTBopa cy6ctpata TMB Bo Bce nyHku.
WHKyOupy#iTe cTpunbl Npu KoMHaTHoW Temnepatype (18 °C go 25
°C) B TeyeHne npumepHo 10-20 muH. W3berante npsmoro
BO3[€ENCTBUSA MHTEHCMBHOTIO CBETa.

(WenknposaHue
nony4YeHUss oONTUMaribHOW

pas3baBreHHbI B
HenocpeacTBEHHO nepef

BO BCce

PasBuTue LBeTa Ha NNaHLWeTe AOMMKHO NPOBEPSTLCA U peakums
cy6cTpata ocTaHoBrneHa (CM. criedylluiA  NYyHKT 3TOro
npoToKona) Ao TOoro, Kak NonoXuTerbHble NYHKU Gonblue YeTKo
He nNpocrexnBaloTcs.

OnpepeneHue naeansHOro Nnepuoaa BpemMeHu Ans NposiBneHus
uBeTa AOMKHO GbiTb cAenaHo MHAMBUAYanbHO ANsl KaXAoro
aHanu3a.

PekomeHgyeTcsi no6aBuTb CTOM-pacTBop, Korga CaMblil BbICOKMWIA
cTaHgapT npuobpen CuHWIA LuBeT. AnbTepHaTMBHO pasBuTue LBeTa
MOXHO KOHTPONMpPOBaTb C NMOMOLUb0 cunTbiBaTens ELISA npu 620
HM. CyGcTpaTHas peakuusi AomkHa GbiTb OCTAaHOBEHA, KaK TOSbKO
ctaHgapt 1 goctur OD 0,9 - 0,95.

OcTaHoBUTb depMeHTaTUBHYO peakuuto ObICTPbIM
nunetupoBaHvem 100 Mk cTon-pacTBOpa B KaXAayl FYHKY.
BaxHo, 4Tobbl cTOn-pacTtBop AoGasnancs 6biICTPO M paBHOMEPHO
Nno BCEM NyHKaM Ans NOSIHOW MHaKTMBauun depmeHTa. PesynbTaThl
[OOMKHbI BbITb CYUTaHbI HEMOCPEACTBEHHO Nocrne fAobaBneHust cTon-
pacTBopa Unun B Te4EHME OAHOTO Yaca, ecnu CTPUMbl XPaHAT npu 2 -
8 °C B TeMHoTE.

M3mepnTb ONTMYECKYHD MNMOTHOCTb  KaXJOW MMUKPOMYHKM Ha
CNeKTpodoTOMEeTPE C UCMNOSb30BaHNEM ANWHbI BOMHbI 450 HM B
Ka4yecTBe OCHOBHOI (ONUMOHaNbHO UCMONb30BaTh ANMHY BOMHbI 620
HM B KayecTBe KOHTponbHow; 610-650 HM Takke npuemnemsbl).
OGHYNMUTL NNaHWweT-pyAaep B COOTBETCTBUM C  WHCTPYKLMSIMU
npou3BoAMTENsS C MOMOLWbK  NycTbiX fyHok. Onpegenutb
normnouieHns obonx obpasLoB 1 CTaHAAPTOB.

Mpumeyanue: B crnyyae WHKyGauuu 6Ge3 BCTPSIXMBaHWUS 3HauYeHWUs!
nonyyeHHoro OD MoryT ObiTb HWXe YyKasaHHbIX. TeM He MeHee,
pesynbTaTbl OCTAOTCS B CUIE.

12.

PACYET PE3YNbTATOB

Paccuutante pesynbTatbl. [Ans 3TOr0 paccuuTanTe cpegHee
3HaYeHVe TMOrMoLWEeHNs [Ans Kaxaoro craHgapta v obpasua.
OTKNOHEHWE OT cpeaHero He JoMmkHO bbiTh 6onee 20%.

Mcnonb3ysa rpadguyeckyto BGymary, OTMETbTE TOYKM CHUTAHHbIX
3HAYEHWIN MNOrMOLLEHNA CTaHAapTOB Ha BepTMKanbHyld ocb Y, a
COOTBeTCTBYOLWME KOHLUeHTpaumm IL-10 . Ha ropu3oHTarnbHyl OCb
X. MpoBegute oNTUManbHY KPUBYHO MO TOYKaM.

Onpepenute koHueHTpauun IL-10 . B obpasuax u3 cTaHaapTHON
KpuBoW. [Ons 3toro HanWgute 3HadeHne Ha ocu opguHat (Y)
COOTBETCTBYIOLLEE CPEAHEMY 3HAYEHUIO MOSYYEHHOW AN KaXOoro
obpasua Ofl un npoBeauTe rOPU3OHTamNbHYKD JUHWIO A0
nepecevyeHuss Cco CTaHOapTHOM KpuBoW. 3aTeM U3  TOYKU
nepeceyYeHusi NpoBeAUTE BEPTUKANbHYIO NNHUIO [0 NEePeceyeHns ¢
ocbto abcumce (X). 3HaveHne Ha ocu X B TOYKe nepeceveHus u
6yaeT cooTBeTCTBOBaTL KOHLUEHTpauum IL-10 . B coOTBETCTBYIOLLEN
npobe.

B xope aHanu3a, cormacHo AaHHOM MHCTPYKUUM, oBGpasubl
6binM  pasBedeHbl 1:2, cnegoBaTenbHO  KOHLIEHTpauuw,
nosny4yeHHble U3 KanubpoBOYHOM KPUBOW, [OMKHbI ObITb
YMHOX€eHbI Ha K03chpmuMeHT pa3BeaeHus (x2).

PacuyeT 06pa3uoB ¢ KOHLUEHTpauueun, NpeBbIaOWEeNn cTaHaapT
1, MOXeT nNpUBECTU K JIOXKHbIM, HU3KUM YPOBHAM
yenoBe4eckoro IL-10 . Takue o6pa3ubl TpebyoT AanbHeWwwero
BHELUHEero npeaBapyUTeNibHOrO pa3BefieHusl B COOTBETCTBUM C
oXugaeMmbiMu  3HaYeHusiMu  yenoBeyeckoro IL-10 pgns
pa3baBneHus npo6 AnA  TOYHOrO  KOJINYECTBEHHOro
onpeaeneHusi peanbHoro Yyenose4veckoro IL-10 .
MoapasymeBaeTcsi, UTO B KaXAyl CEpui0 aHanusa BKIoYaeTcs
KOHTPOIbHbIA 06paseL, ¢ M3BECTHOM KoHUeHTpauuen IL-10 . Ecnu

PucyHok.

3HaYeHWs1 KOHTPOMsl He YKNaAblBalTCsl B OXWAAEMbIA AManasoH,
pe3ynbTaTbl aHanu3a MoryT 6biTb HE4OCTOBEPHbI.

Mpumep cTaHgapTHOW KpUBOW MokasaH Ha PucyHke Hwke. He
ucnonb3ynte 9Ty CTaHOAPTHYI KpWBYK ANsi pacyéra Baluux
06pasuoB. CTaHaapTHas KpuBas AOMKHA ObITb BKITHOYEHA B KaXayH
NMOCTaHOBKY.

IL-10 IL-10 6bIn

Mpumep cTaHgapTHOW KpuBOWM ANs

pa36aBneH B Cepun OBYKPATHbIX NocneaoBaTesibHbIX WaroB TUTPOBaHUA
PasbaButenem 06pa3uos. 34ecb npeacTaBneHbl cpegHue 3HadeHus u3
Tpex napannenbHbIX TVITpOBaHI/II7I.

He

VICI'IOJ'Ib3y17ITe 9Ty CTaHOapTHYK KpuUBYKD AONA pacqéTa Balnx

o6pa3u03. CraHgapTHas KpuBas AOSMKHa ObITb BKMiOYEHa B Kaxxayro
NOCTaHOBKY.

Tabnuua: TunuyHble pesynbTaThl,

Absorption 450 nm

1

.ot T T
o1 1 10 100

Concentration {pg/ml)

nony4yeHHble C UCNoJsib3oBaHUEM

AaHHoro Habopa.
M3amepeHune Ha 450 HM, ANMHA BONHbI CpaBHeHWs 620 HM.

Cranpaprt IL-10, nr/mn ( 45%2,“) cpS:r;ee CV, %
1 25.00 oo 2197 03
? 1250 foo | 1w 34
’ 625 oag | 0e3 23
‘ 313 opm | 02 83
° 199 ol | 0128 1
° 078 oo | o0es 52
’ 039 oo | 0080 11
Briank 000 Y 0037 14

Orl, nonyyeHHble ANS CTAaHAAPTOB, MOMYT MEHSITLCS B 3aBUCUMOCTM OT YCMOBMIA
BbINONHEHVSI aHanu3a (Hanpumep, TeMnepaTypHbIN Pexum).

Kpome TOro, Ha NpoTshXeHUM Cpoka rogHOCTM Habopa aH3MMaTUYeckasi akTUBHOCTD,
W, crepoBaTesibHO, MHTEHCUMBHOCTbL OKpaLUMBaHWsl, MOTYT M3MeHsTbes. Mpy aTom
pesynbTaTbl TECTMPOBAHUSI OCTAKOTCA AOCTOBEPHBIMU.

13.

14.

OrPAHUYEHUA

Tak Kak YyCrnoBusi MOTyT MEHATbCS OT aHanusa K aHanuay,
cTaHAapTHast KpMBas OOIKHA ObiTb BKIOYEHA B KaXaylo Cepuio
aHanuaa.

BaktepuanbHoe unu rpubkoBoe 3arpsi3HeHne obpasuoB unu
peakTVBOB MOXET NPUBECTM K HeJOCTOBEPHBLIM pe3ynbTaTam.
Mcnonb3yiiTe oaHopasoBble HakoHeuHWkW. CTeknsHHas nocyaa
AoMmkHa 6bITb TLWATENbHO BbIMbITA.

HenonHas npombiBKka HeraTVBHO BMUSIET HA TOYHOCTb PE3YrbTaTOB.
MonHocTblo ypansnTe [NpombiBouHbIA Bycep U3 syeek mMexay
LUMKnamMn npombiBkW. He nossonsnTe sf4emkam BbiCbixaTb Mexay
Luaramv aHanmaa.

Mcnonb3oBaHne pagvoMMMyHOTEPanuu 3HaYUTENbHO YBENUYMIO
YMCMO NALUMEHTOB C YeroBEeYEeCKMMU aHTUMbIWKHbIMK IgG (HAMA).
HAMA wmoryT wuHTepdpepupoBaTb B aHanuse, WCMNOSMb3YOLEM
MbILUMHbIE  MOHOKIIOHAlNbHblE aHTUTena, MnpuBOAs K  NOXHO
NOMNOXUTENBHLIM U NTOXHO OTpULATENbHLIM pe3ynbTaTam.

O6pa3subl  CbIBOPOTKW, CcodepXalime aHTuTena K MbIWWHbBIM
UMMyHornobynmHam, MoryT ObiTb MpoaHanusnpoBaHbl B crydvae,
KOrga MbllUMHBIE  UMMYHOrMoOynuHbl  (CbIBOpPOTKa, — acuuTHast
XXMOKOCTb UM MOHOKIOHamNbHbIE aHTUTena APYrov cneunduyHoCTH)
nobasnstoTcs kK PasbaBuTtento o6pasuos.

PABOYUNE XAPAKTEPUCTUKU

14.1 YyBCTBUTENBHOCTb
MwuHumanbHO onpepensiemast KoHueHTpaums IL-10 , onpegeneHHasi kak
KOHUEHTpauusa aHanuta, gatowasa Ol 3HaunTenbHo Bbiwe Yem Bydep



Onsa  pasBefdeHus (cpegHee nNMlC 2 CTaHOAPTHbIX  OTKIOHEHWs),
coctasuna 0.05 nr/mn (cpegHee 6 He3aBUCKMbIX OMPeAENeHnn).

14.2 Bocnpoun3BoauMocCTb

14.2.1 Bocnpou3BOAUMOCTb BHYTPU OOQHOW cepum
BocnponsBogumMocTb  BHYTPU OfHOW cepuu onpegensinace B 3
HE3aBMCUMbIX Cepusix aHanusa. B kaxgbii cepum aHanmsa 6bino
BbINOSHEHO NO 6 onpegeneHuin kaxporo M3 8 obpasuoB CbIBOPOTOK,
cofepxXalwmx pasnuyHble KoHueHTpauumn IL-10 . B kaxgpli nnaHweTt
Obiny BKMOYEHbI MO ABe CTaHAapTHble KpuBble. B Tabnuue npuBeneHbl
cpegHue 3Hadenust IL-10 u KoappuumMeHT Bapuaumm AnS Kaxaoro
obpasua. KoagpdumumneHT Bapmaumm coctasun B cpegHem 6.8 %.

Tabnvua 3: CpegHee 3HayeHMe KOHUEHTpauum U  KoadbduumeHT
Bapvaumu Ans Kkaxgoro obpasua

KoHueHTpauus IL-10 ,

O6pazey JKcnepumeHT nrfvn Koadd. Bapuaumm (%)

-

7.64 10
7.99
797

1.27
1.16
1.47

KoHueHTpaums IL-10, nr/mn
O6pazsey, | PasBegeHue Oxunpaemoe Habniopaemoe %
3HayeHne 3HauYeHue U3BNeYeHus

1 - 40.4 -

1 2 20.2 22.3 111
4 11.2 13.2 118
8 6.6 74 112

1 - 38.2 -

2 2 19.1 18.8 98
4 94 11.1 118
8 5.5 6.4 115

1 - 17.7 -
3 2 8.9 9.3 105
4 47 55 117
8 2.7 3.0 109

1 - 40.4 -

4 2 20.2 22.3 111
4 11.2 13.2 118
8 6.6 74 112

1.16
1.12
1.09

5.11
5.23
6.39

1.55
1.38
1.64

365
327
441

245
2.68
3.04

3.09
313
3.60
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14.2.2 Bocnpou3BOAMMOCTb MeXay cepusimm

BocnpousBogmMmocts  Mexay cepusimum B ogHoi  nabopaTopum
onpegensinack B 2-x He3aBUCUMbIX CEpUsiX aHanu3a. B kaxabln cepuu
aHanusa 6bIno BbINOMHEHO NO 6 onpeaeneHwn Kaxgoro n3 8 obpasuos
CbIBOPOTKU, coAepXallmx pasnuyHble KoHueHTpauuun IL-10 . B kaxabin
nnaHweT OGbiNu BKIOYEHbI NO OBe CTaHOapTHble kpuBble. B Tabnuue
npvBeaeHbl cpegHue 3HadeHust IL-10 n koadpdumumeHT Bapuauum ans
Kakgoro obpasua, paccumMTaHHbI U3 18 onpeaenennii kaxgoro obpasua.
KoadhduumeHT Bapuaumm coctasun B cpegHem 7.5 %.

Tabnuua 4: CpegHee 3HayeHMe KOHUEHTpauum u  KoadhdULMeHT
Bapuaumu kaxgoro obpasua

O6pasey CpepHee 3HaueHue Koadhdpmument
KOHLieHTpauuu, nr/mn Bapuaumm, %
1 7.87 9.0
2 1.30 8.0
3 1.12 7.1
4 5.58 2.5
5 1.53 7.7
6 3.78 6.1
7 2.73 7.1
8 3.27 7.1

14.3 WU3BneyeHune

M3BnedeHne oueHmBanun TecTupys obpasubl YenoBEeYECKON CbIBOPOTKY,
oboralleHHble 4 pasnuuHbiMK ypoBHAMM IL-10 yenoseka. N3BnedveHune
onpepensnu B 2 He3aBUCUMbIX 3KCMepumeHTax B 8 obpasuax
CblBOPOTOK.  KonuuyectBo  aHgoreHHoro 4enoseyeckoro IL-10 B
oboralleHHON CbIBOPOTKE BbluMTanNM W3 3HAYeHWN HeoboralleHHbIX
o6pasLoB. M3eneyeHne coctaeumo B cpeaHem 94 %; guanasoH 78-111
%.

14.4. JluHenHOCTbL
4 obpasuax CbIBOPOTKA C pasfnMyHbIMKU YPOBHsIMM YenoBedeckoro IL-10

ObinM  MpoaHanM3upoBaHbl B MOCnedoBaTeflbHbIX 2 KpaTHbIX
pa3BefeHusix ¢ 4 NOBTOPaMM Kaxgoe.
BoccraHoBneHme «konebanace ot 98% pgo 118% npu obwem

BoccTaHoBneHun 111% (cm. Tabnuuy 5).

Tabnuua 5

14.5 CtabunbHOCTb O6pasuoB

14.5.1 CTabunbHOCTb NpPY 3aMOpaXXMBaHUMU-pPa3MopaxuBaHUU
AnukBoTbI cbiBOpoTkY (6e3 sobasneHHoro IL-10 n ¢ gobasnexuem IL-10 )
XpaHunuck npu Temnepatype —20°C 1 pasmopaxusanuce 5 pas, nocrne
yero onpegensnucb ypoBHuu IL-10 . He Habnioganocb 3HauMTENbHbIX
notepb MUMMyHopeakTusHocTh IL-10 .

14.5.2 CTabunbHOCTb NPU XpaHEHUn

AnukBoTbI cbiBOpoTkY (6e3 sobasneHHoro IL-10 n ¢ gobasnexuem IL-10 )
XpaHunuck npu Temnepatype —20°C, 2-8°C, KoMHaTHOM Temneparype u
npu 37°C B TeueHne 24 4acos, Nocre 4Yero onpeaensnmcb yposHu IL-10.
He Habnioganocb 3HauuTenbHbIX NOTEPb MMMYyHOpeakTuBHOCTM IL-10
npu xpaHeHun npu -20 °C, 2-8 °C u KT. 3HauuTenbHble notepwu
MMMYHOpeakTuBHOCTY Yenoseyveckoro IL-10 (30%) 6binn obHapyxeHbl BO
Bpemsi xpaHeHusi npu 37 ° C B TeveHne 24 4acos.

14.6 CpaBHEeHUe CbIBOPOTKM U Na3Mbl

Ot 2 niogen 6binn B3sTbl 06a 06pasua, kak CbiBOPOTKM, Tak n JOTA,
UMTPaTHOW WM renapuHOBOW MnasMbl, U TECTMPOBaHbI B OOHO M TO Xe
Bpemss Ha uJenoseyeckun IL-10. KoHuUEHTpauuMm CyLIECTBEHHO He
oTnMYanucb, M MO3TOMYy BCe 3TU MpenapaTbl KPOBW SBMASIOTCH
noaoxoAswWwMMM Ans UCMONb30BaHUs B aHanu3e. TeM He MeHee,
HacToATENbHO pekoMeHayeTcsl obecneunTb eanHoobpasve npenapaToB
KpOBW.

14.7 CneuncdunyHocTb

MHTepdepeHumsa  LMPKYNUPYOLNX  akTopoB MMMYHHOW  CUCTEMBbI
oueHMBanacb MNyTeMm HacbileHns 3Tux 6enkoB B  dU3MONOrMYeckn
3HAYMMbIX KOHLEHTpauusix B 4YenoBedeckyio IL-10 nonoxuTtenbHyio
CbIBOPOTKY.

MepekpecTHO peaKkTUBHOCTM He Habnoaanock.

14.8 Oxnpaemble 3Ha4YeHUA

Manenb 13 16 06pa3LoB CbIBOPOTKM CNyYalHO BbIOPaHHbIX NPaKTUYeCcKn
300pOBbIX MOAen (MyXYMH W XeHWwuH) Obina npoTecTMpoBaHa Ha
copepxanue IL-10 .

O6HapyxeHHble ypoBHM YenoBeyeckoro IL-10 okasanuce B Anana3oHe oT
0.16 go 12.70 nr/mn npu cpegHem ypoBHe 4.70 nr/mMn u cTaHAapTHbIM
oTknoHennem 3.40 nr/mn.

HopmanbHble M3MepeHHble YPOBHU MOTYyT MEHSITbCSt B 3aBUCMMOCTM OT
ncnonb3yemblx 06pasLoB.

14.9 KannbpoBka

[aHHbin  MeTog npokanubpoBaH MO  BbLICOKOMMCTOMY Mpenapary
pekombuHaHTHOro IL-10 , KonMyecTBEHHas OLEHKa KOTOpPOro, B CBOI
ovyepedb, 6Obina BbiNonHeHa no MexayHapogHoMy PedepeHcHoMy
Crangapty NIBSC 93/722 1 6biri0 noka3aHo, YTO OHW SKBMBAMEHTHBbI.
Crtangapt NIBSC 93/722 uamepsietca B MexayHapoaHbix EpuHuuax
(IU), 11U cootBeTcTBYeT 200 nr yenoseyeckoro IL-10 .

15. INTEPATYPA (Cm. 8 opuzuHae UuHCmMpyKuuu).

17. NoAroTOBKA PEATEHTOB (KPATKOE W3INOXEHMUE) (Cwm.
opu2uHas UHCMpYyKyuU,).

18. MPOTOKOJ1 TECTA (KPATKOE W3NOXEHUE) (Cm. opueuHan
UHCMPYKYUU).
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