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TonbKo Ans UccnefoBaTenbCKUX Lienen
He Ans ucnonb3oBaHUsi B AUarHOCTUYECKUX UMK TepaneBTUYeCKUX
npoueaypax

1. HASHAYEHUE UCNOJIb3OBAHUA

OaHHbin Habop Human IL-2 ELISA npegHasHaveH ons KONUMYeCTBEHHOTO
onpefeneHnss YeroBeYeckoro MHTeprnenkMHa-2. Habop npegHasHayeH
TONbKO ANsl AMAarHOCTUKM in vitro n He gonkeH ucnonb3oBaTbCs B
TepaneBTUYECKUX LensAX.

2. BBEAEHUE (Cm. opuauHan uHcmpykyuu).

3. MPUHUMN TECTA

AHTtuTEna, cneunduyHble K IL-2, Cop6upoBaHHble 4enku

copbrpoBaHbl B siYenkax
nnaHwerTa.

\F MOHOKJIIOHalbHbl€ aHTUTENa
Yenoseueckuii IL-2, NepBas nHKky6aums

npucyTcTBYylOLWMIA B 0Gpasue unu
cTaHgapTe, — CBsA3blBaeTcs  C
aHTUTEenamu, ancopbrupoBaHHbLIMM
Ha nyHkax. BUOTMHWNMpoBaHHbIE

aHTU-yenoBeveckme IL-2

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

2, 3axBa4Y€HHbIM nepBbIM - BUOTVHOBBIN KOHbIOraT
aHTUTEnNom.

Mocne uWHKYGauuMM HecBA3aHHble BTopas nHky6auus

GUOTUHUNIUPOBAHHbIE aHTK-

yenosedeckme IL-2  aHTuTena g 2 2
yoansioTcs BO BpeMs  CTaauu

npombiBkn.  CTtpentaBuamH-HRP \r’

nobaensieTcs M cBsi3blBaeTcs C
BUOTUHUNMPOBAHHBLIM aHTu-
yenoseyeckum IL-2 aHTUTENOM.

i}
. CrtpentaBugnH-HPR

. TpeTbs MHKyGaums
[Mocne wHkyGaumnm HecBA3aHHbIN

ctpentasnanH-HRP  ypansetcs
BO Bpemsi CTaguu MPOMbIBKM W
peareHT amnnudukaumnm |
(6uotuHun-tyramide)
nobaBnsieTcs B NyHKU.

r—"-l Biofinyl-Tyramide
YeTBepTas MHKyG6auus
Mocne wuHkyGauun HecBA3aHHbIN — —
peareHT ycunenus | ynansietcs Bo ? 9 9
BpeMs 3Tana npoMbIBaHUS U oD o
nobaBnsieTcs peareHT ycureHus % %i]
Il (ctpentaBnamH-HRP). .,:,
. streptavidin-HRP
MNaTan nHkyG6aumns

[Mocne wHkyGaumnm HecBA3aHHbIN

peareHTOB ycunenus Il ynansertcs =
BO BpeEMs 9Tana MpOMbIBKA U _"E 2
peakTMBHbIN pacTBop cybcTpaTa ¢ 2 iD R —
HRP no6Gasnsietcs. Lij vi@iv

=1 Substrate

OkpalleHHbIn npoayKT
obpasyeTca  MpPoONOpLMOHANbLHO
KonuyecTBy 4enoseveckoro |L-2,
npucyTcTBytoLero B obpasue nnm

1N

CTaHpapre. Peakuuio ™™ - MpopearnpoBasLLKin cybcTpaT
npekpawiatot nobaeneHnem
KMCNOTbI 7] n3mMepsioT
nornoweHne npu 450  HMm.

CTaHgapTHYlO KpUBYH nonydanu
M3 7 CTaHOapTHbIX pa3BefeHun
YenoBeyecKoro IL-2 7]
onpepensnu KOHLEHTpaumio
yernoBeyeckoro IL-2 B obpasue.

4. MPUHLUMUN PEAKLMN YCUNEHUA

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

PeareHT ycunenus | copgepxut GuotuHun-tyramide. HRP npeobpasyet
HecKonbko OuoTuHun-tyramide Monekyn B MNPOW3BOAHBLIE  BbICOKOMW
peakTnBHOCTM (cBOBGOAHbIE pagukanbl). OTn cBobodHble paavkanbl
KOBamNeHTHO coeanHAOTCA ¢ NtobbiM 6enok B NyHke.

Takum 06pa3om, KONMMYECTBO MNpopearnpoBaBLUero GuoTuHWN-tyramide
nponopunoHansHo cymme HRP B nyHke.

Mocne wHKyGauuMm HecBA3aHHbIN OGUOTUHWUN-tyramide ypansieTcsa BO
BpemMs npombiBkU. PeareHT ycunenus Il cogepxut ctpentasmnanH-HRP,
KOTOpbIN CBA3bIBAETCA CO CTOPOHaMM BMOTWHA, CO3AAHHOrO B TeyeHue
6uoTuHun-tyramide peakuun, 4YTO [enaeT BO3MOXHbIM YyBENnUYeHue
konuyectBa HRP monekyn Ha noBepxHOCTU Ansi cyGCTpaTHOM peakumu.

5. MOCTABNAEMbIE PEATEHTbI

MukponnaHwerT, NOKPbITHIN MOHOKIOHanbHbIMK 1 MnaHweT
aHTUTEenamu K Yyenoseyeckomy IL-2

KoHblorat MOHOKMOHanbHbIX aHTu-IL-2 antuten m 1 cprnakoH
6uotmHa, 100 Mkn

KoHblorat cTpenTtaBuamMHa ¢ nepokcupaszont xpeHa, 1 cpnakoH
150 mkn

CtaHpapT, nModunmanpoBaHHbIi, 2400 nr/mn 2 dnakoHa
KoHTponb BbICOKMMA, NTMOMDUNN3MPOBAHHbIN 1 cbnakoH
KoHTponb HU3Kui, NMOUNM3NPOBaHHbI 1 donakoH
KoHueHTpaTt Pabouero 6ydepa 20x (PBS ¢ 1% 1 donakoH
Tween 20 1 10 % BSA), 5 mn

Pas6aBuTtenb o6pasuoB, 50 mn 1 conakoH

KoHueHTpaTt Pa3z6aButens AMnnudukaropa (20x), 7
M 1 donakoH

PeareHT ycuneHnus |, 75 mkn 1 cbnakoH
PeareHT ycunenus Il, 15 mkn 2 cpnakoHa
MpombiBatowmn pacTeop, koHueHTpat 20x (PBS ¢ 2 ByTbINKK
1% Tween 20), 50 mn

Cy6cTpatHbin pactBop (TMB), 15 mn 1 donakoH
Cron-pactBop (1M doccopHas knucnota), 15 mn 1 donakoH
MnéHku ansa 3akneMBaHUA CTPUNOB 8

6. UHCTPYKUWUU NO XPAHEHUIO — HABOP NDA

XpaHuTe KOMMOHeHTbl Habopa npu Temnepatype 2-8°C,
KOHTponewn. JlnodnnmanpoBaHHble KOHTPONM xpaHuTe npu -20°C.
Cpasy nocne MCronb30oBaHUS BEPHUTE peareHTbl B XONMOAUIbHUK (2-8
°C), koHTporm B -20 °C. XpaHuTe OO0 AaTbl, YKa3aHHOW Ha ynakoBKe
peareHToB.

TomnbKo Npyu COOTBETCTBYIOLLEM XPaHEHWUN N UCKITIOYEHUW KOHTaMUHaLMK
BO Bpems MpeAaplayLiero Ucnonb3oBaHWa Habopa rapaHTupyeTcs
KayecTBeHHas paboTa peareHToB.

Kpome

7. 3ABOP U XPAHEHUE OBPA3LA

CynepHaTaHT KynbTyp KNeTOK, YenoBedveckasl CblBOpPOTka W nnasma
(3OTK, renapuHoBas) MoryT 6biTb UCMOMb30BaHbI A1 aHanu3a gaHHbIM
meTogom. [lpyrme 6uonorndeckne obpasubl Takke MoryT ObiTb
ucnonb3oBaHbl. OTAenuWTe CbIBOPOTKY WNKM MnasMmy OT Cryctka unu
3pPUTPOLIMTOB KaK MOXHO BbicTpee.

Ob6pasubl, cogepxaliMe  BUAWMBIA  npeuunuTaTt,  HeobXoanMmo
LeHTpudyrupoaTb AnNs OTAeNeHWs npeuunuTata Ao aHanu3a. He
UCMOMb3yNTe CUMbHO rEMONN3NPOBAHHbIE UMW NUNEMUYHbIE 0OpasLbl.
Ecnn obpasubl He 6yayT npoTecTupoBaHbl B [AeHb cbopa, To WX
HeobX0AMMO 3aMOPO3UTL M XpaHWUTb Npu TemnepaTtype -20 °C unu Huxe,
4yTobbI NpenoTBpaTUTL NoTepio BroakTmBHocTh IL-2. Ecnn aHanus 6yget
BbIMOSIHEH B Brivkaniuve 24 Yaca, o6pasiibl MOryT XpaHuTbest npu 2-8 °C.
M3berante MNOBTOPHbIX LWKNOB  3aMOPaXMBaHWUS-pa3MOpaXknBaHUs
06pasLoB.

8. TPEBYEMbIE, HO HE MOCTABNAEMbIE MATEPUATNDI
Kann6posaHHble nuneTkn Ha 5 mn n 10 mn

KannbpoBaHHble NUMNETKN OfHOKaHarbHble NepemeHHoro obbema ¢
0[HOPa30BbIMU HakOHeYHKamu Ha 5 — 1000 mkn



. MHorokaHanbHble NUNETKM C OAHOPA30BbLIMU HAKOHEYHMKamu Ha 50
— 300 mkn

. BaHHOYKa Ans peareHTOB ANsi UCMONb30BaHWS C MHOrOKaHarbHOM
NUNeTKown

. KannbpoBaHHble CcTakaHbl U
NPUroTOBMNEHNSI PEaKTUBOB

. Py4yHoe unv aBTomatuyeckoe nNpoMbiBatoLLEee yCTPOUCTBO

. MwukponnaHweTHbln pugep € ¢unbtpoM Ha 450 HM U4, no
BO3MOXHOCTU, (UNBTPOM CpaBHEHUSA = 620 HM

e [luctvnnupoBaHHasa unv 4EMOHU3MPOBaHHas BoAa

. MunnumeTtpoBas Oymara wunu nporpammHoe obecnedyeHue Ans
06paboTkM pe3ynbTATOB (NIMHENHas perpeccust)

UMNUHApPLl, HeobxoauMmble  Ans

NPEAOCTEPEXXEHUA NO UCMNONb30OBAHUIO
Bce xumMmukaTbl cuMTaTh NoTeHUMaribHO onacHelMU. PekoMeHayeTcs
MCMONb30BaHME OaHHbIX PeareHTOB TOMbKO KBannULMPOBAHHbLIM
nepcoHanom B nabopaTopHbix ycrnosusix. icnonb3oBaTtb 3aLUMTHYHO
ofexay, O4KM 1 nepyatku. Msberatb KOHTaKTa € rrmasamMm u Koxemn.
B cnyyae KoHTakTa, NPOMbITb C 6OMbLUMM KONMMYECTBOM BOAbI.

2. Habop npegHasHayeH TOMbKO Afsi UCCNEAoBaTENbCKUX Lenen u He

OOMKEH  WCMOMb30BaTbCA B PYTUHHBLIX  AWArHOCTUYECKMX

npoueaypax.

He cmelunBaiiTe pasHble NoTbl U peareHTbl U3 pasHbIX JTOTOB.

He ncnonb3ynte peareHTbl C UCTEKLLMM CPOKOM XPaHEHUS.

M3berante obnyyeHuss peareHTOB CUJIbHbIM MUCTOYHMKOM CBETa BO

BPEMSI XpaHeHUs1 U MHKyGaLun.

He nuneTtupywite pTtom.

Henb3s ecTb wnu KypuTb B MecCTe, FAe XPaHATCA peareHTbl U

o6pasLpbl nu B MecTe, rae NpoBOAUTCS aHanus.

8. W3beraiiTe KOHTaKTa peareHTOB C KOXEeN U CIIM3NCTbIMU.

9. [Mpu pyyHom MeTode aHanm3a MNOMb3YMTECh  NATEKCHbIMU
nepyatkamu Ans 3almTbl pyk.

10. W3berante KoHTakTa cybCcTpaTHOro pactBopa C MeTannamu u
OKVUCIIUTENSMW.

11. W3beranTte pa3bpki3rnBaHnst 1 06pa3oBaHunsi aapo30sen.

12. Ytobbl un3bexaTb MUKPOOHOro 3arpsA3HEeHUs WnM  3arpsi3HeHus
peakTMBamMu W MOMy4YeHWA B pe3ynbTate HegoCTOBEPHbIX
pesynbTaToB, NONb3yWTECh O4HOPa30BbIMU HAKOHEYHNKAMU.

13. Wcnonb3syiite 4ucTyl0, cneuvanbHO BbiEMEHHY nocyagy Ans
KOHBIOraToB 1 cybCcTpaTHOro pacteopa.

14. 3arpssHeHVie KUCMOTOW MHAKTUBMPYET KOHbIOraT.

15. [Ons npuroToBneHusi peakTMBOB MCNOMb3yWTe AUCTUMNIMPOBAHHYIO
VNV JENOHU3NPOBAHHYIO BOAY.

16. Cyb6CcTpaTHbI pacTBOp [AOMMKEH UMETb KOMHAaTHYyK Temnepartypy
nepeg Ucnonb3oBaHMEM

17. O6e33apaxuBarite nocrne paboTbl 06pasupbl, Tak Kak OHW MOryT
6bITb MHULMPOBaHbLI, NPeanoYTUTENBHO aBTOKaBUMPOBAHUEM He
MeHee 1 yaca npu 121.5°C.

18. >Kupgkve oTxonbl, He coepXaliue KUCMOTY, U HEeWTpanu3oBaHHbIe

HeobxoAMMO cMeluaTb C pacTBOPOM TMMOXMOpUTa HaTpUs Takum

obpasom, 4Tobbl nonyunncs B utore 1% pacTBop runoxmnopuTa.

OcTaBbTe MomnyyeHHyto cmecb Ha 30 MUHYT Ansa 3ddEKTUBHOrO

obes3apaxuBaHuns. Xugkve OTXoAbl, coAepXaliue  KWCMOTY,

Heobxooumo HenTpanusoBaTb [0 obe33apaXvBaHUs pacTBOPOM

rMnoxnopuTa HaTpus.
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10. NOArOTOBKA PEATEHTOB

BydepHble KOHUeHTpaTbl MPUMBECTU K KOMHATHOM TemnepaTtype u
pasBecTu nepepj Hayanom aHanusa.

Ecnn B bBydepHbix KoHUeHTpaTax ob6pa3oBanucb
aKKypaTHO MoJorpeTb UX A0 NOSTHOrO PaCTBOPEHUS.

Kpuctannsbl,

10.1 MpombiBatowmin pacteop (1 x)

Pasbasbte 50 Mn KOHUeHTpata  AMCTUINIMPOBAHHOM  Unun
[EeNOHN3NPOBaHHON BOAOM B MEPHOM LMNWHAPE A0 KOHe4yHoro obbéma
1,0 n. Nepemewwarite, n3berasi BCneHNBaHus1.

Xpanwute MNpombiBatowmin pacteop npu 2-25 °C. lMpomMbiBatowmii pacTsop
cTabuneH 30 gHen.

MpombiBatoLwmii pacTeop (1 X) Takke MOXeT ObITb MPUrOTOBIIEH COrNacHoO
cnepytollen Tabnuue:

Kommuecteo mcmone- | Kommemtpar Paszotasutena | ducTunmmpoman-
IVEMEIX CIPHIIOR 06pasIos, M Hag BOIA, M

1-6 2,5 47.5

1-12 5.0 95.0

10.3 BWOTMHOBBLIN KOHbIOraT

3ameTbTe, 4TOo BMoTUHOBBLIN KoHblOraT AoMmMKeH ObITb MCNONb30BaH
B Te4yeHue 30 MUHYT nocrne pa3BefeHUs.

MpurotoBbTe HeobGXoaMMoOe KONMYecTBO OWOTMHOBOrO KOHBbIOraTa,
pa3Beas KoHLeHTpaT OGMoTMHOBOro koHblorata 1:100 Pas6aButenem
06pa3LoB B Y/CTOM NIIAcTMKOBOW Nocyae, cornacHo Tabnuue:

KonuuecTBo ncnonb3yembix BuoTnHOBbLIN PasbaButenn

CTpunoB KOHBHOraT, Mn o6pasuos, (mn)
1-6 0.03 2.97
1-12 0.06 5.94

10.4 CtpentaBugnH-HRP

3ameTbTe, 4To CTpentaBuanH-HRP pomxeH 6biTb UcCnonb3oBaH B
TevyeHune 30 MUHYT nocne pasBeAeHUs.

MpurotoBbTe Heobxoammoe konuuyectBo CtpentaBuauH-HRP passens
ero 1:200 Pa6ouum 6ycdepom B YMCTOIN NNacTMKOBOW NOCyAe, COrnacHo
Tabnuue:

KonuuectBo ncnonb3yembix CrpenTtaBuguH-HRP, Pa6ounit 6ydep(1x)
CTpUnoB MR (mn)
1-6 0.03 5.97
1-12 0.06 11.94

Konuuecteo memons- | Konmentpat Ilposer- | JuctHanHpoBaHHAL
3VEeMBIX CTPHIOB BAIONIEro pacTEOpa, M BOIA, MI

1-6 25 475

1-12 50 950

10.2 PaGouun 6ydep (1 x)

XopoLuo nepemeluante KoHueHTpaT Paboyero 6ycepa. Pasbasbte 5,0
MI KOHLUEHTpaTa OWCTUNNMPOBaHHOW BOAOW B MEPHOM UMNUHOPE [0
KOoHeyHoro o6véma 100,0 mn. lMepemelainTe, nsberasi BCrieHUBaHMS.
Xpanute Pabounn Gydep npu 2-8 °C. Pabounii bydep crabuneH 30
OHew.

Pabounin 6ydep (1 x) Takke MOXeT ObiTb MPUrOTOBIIEH COrMacHo
cnepytoulen Tabnuue:

10.5 CraHpapT YyenoBe4eckoro IL-2

PactBopute Ctanpapt IL-2 B guctunnupoBaHHoi Boge. Heobxoammblii
o6beM ONnsi pacTBOPEHUs ykasaH Ha 3TUKETKe dnakoHa, copepxallero
ctaHgapT. OCTOPOXHO nepemMeluMBanTe A0 MOMHOMO PacTBOPEHWS.
KoHeuHasi KOHLeHTpaums nony4yeHHoro pacteopa coctasut 2400 nr/mn.
octaBuTb Ha 10-30 MUHYT.

Mocne vcnonb3oBaHWs OCTaBLUMICS CTaHOAPT HE MOXET XPaHWUTbCs U
[OMKeH ObITb BbIOPOLLEH.

KoHueHTpupoBaHHbln CTaHaapT uvenoBeueckoro IL-2 gomxeH 6biTb
pasbasneH 1:20 c¢ PasbaButenem obpasua HenocpeACTBEHHO Nepen
MCnonbL3oBaHWEM B YMCTOW MNAcTMKOBOW Npobupke B COOTBETCTBUW CO
cnegyoLlen cxemon pasbasneHus:

50 mkn koHUeHTpupoBaHHoro CtaHgapTa yenoBeueckoro IL-2 + 950
mkn PacTtBopa Aans pa3BeaeHusi o6pasuoB. BCTpsxHyTb OCTOPOXHO
Ans nepemewuvBaHus (KOHUeHTpauus ctaHgapt = 120 nr/mn).

Pa3BegeHus ctaHpgapTa MOryT Mpou3BOAMTLCA HENOCPeACTBEHHO Ha
nnadwerte (CM. NyHKT 11¢) unun anbTepHaTMBHO B Npobupkax (cMm. MMyHKT
10.5.1)

10.5.1 BHewHee pa3BegeHue CtaHgapTta

MomeTnTb 7 NPOBMPOK, OOHY ANst KaXO0oW ToYkM cTangapTa. S1, S2, S3,
S4, S5, S6, S7.

3arem noaroToBUTbL CepuiiHble pa3BedeHust 1:2 Ona  cTaHAapTHOM
KPVBOW KaK yKa3aHO HUXe:

MunetuposaTb 225 mkn Pa3baButens ObpasLoB B kaxay Npobupky.
MunetupoBatb 225 MKN BOCCTAHOBMEHHOro CTaHAapTa (KOHUeHTpauus
ctaHpgapta = 120 nr/mn) B nepByl nNpobupky, MomedveHHylo S1, n
nepemellaTb (KOHUeHTpauusa ctaHgapTa 1 = 60 nr/mn).

MunetupoBatb 225 mMKN 3TOro pactBopa BO BTOPYy MPOBMPKY,
NMoMeyveHHylo S2, u TWaTenbHO MepemellaTb nepen creayowmnm
nepemeLleHnem.

[MoBTOpUTL CepuiiHble pa3BegeHusi ewe 5 pa3, Takum obpasom
hopMUPpYst TOUKM CTaHAAPTHOM KpyBOW (CM. PUCYHOK HUXKE).
PasbaBuTenb obpasuoB CryxuT B kKayecTBe brnaHka.

MepeHocuTb No 225 mMkn
NN N N 7N .f’_’l\

S
— 1

S1 S2 S3 S4 - S7

1:20 Pa3baBneHHbIn Pas6asutenn
CrangapT Yenoseyeckoro obpasuos
IL-2 225 mkn

Ynanutb 225 mkn

10.6 KoHTponu

Passectn nytem pobasnexHus 1200 MK AMCTUANMPOBAHHOW BOAbI K
nvocdunuampoBaHHbiM  KoHTponsAM (10-30 MuHyT). [MokpyTuTb wnn
akkypaTHO nepemellaTb, 4TOobObl 0b6ecneunTb MONHOE PpacTBOpPEHUE W
oaHopoaHocTb. [lpeaBapuTenbHO  pasBecTM  COMbUNU3UpPOBaHHbIE
koHTponu 1:10 pas6aBuTenem o6pasua:

100 mkn koHTporns + 900 Mkn pacTeopa Ans pa3BeaeHust o6pasLoB.




B panbHeriwem obpawatbCa C KOHTPOMsSMW, Kak C obpasuamu B
aHanuse. 3a OaHHbIMM MO KOHTPONIbHOMY AMana3oHy CM. cepTudukaT
aHanusa unu aTukeTke dnakoHa. XpaHUTb BOCCTAHOBIEHHbIA KOHTPOMb
B anukBoTax npu -20 °C. W3beraTb MOBTOPHOrO 3amMOpaXKuBaHusi W
OoTTamBaHus.

10.7 Pasz6aBuTtenb PeareHTa YcuneHus (1x)
MoarotoBka Pasbasutens PeareHta Ycunewus (1x) pomkHa 6bITb
nposefeHa HenmocpeACTBEHHO nepen ucnonb3oBaHueM. [1ogrotTosuTs

1:2 pasbaBneHve KoHLUeHTpupoBaHHoro Pas6aButens PeareHTa
YcuneHus (2x) B COOTBETCTBMU CO CreayroLLien Tabnuuen:
KonunyectBo ncnonb3yembix Pas6aButenb AucTunnupoBaHHas
cTpunoB PearenTa Ycunenus BOAa, (Mn)
(2x), mn
1-6 3 3
1-12 6 6

10.8 PacTtBop PeareHTta Ycunenus |

MogrotoBka PacTtBopa PeareHTta Ycunenus | gomkHa 6biTb npoBeaeHa
HenocpeACTBEeHHO nepe HaHECEHUEM Ha MiaHLeT.
LleHTpudyrmpoBatb nakoH B TeYEeHWEe HEeCKOSbKUX
MUKpOUEeHTpudyre nepeg  OTKpbiTMeM  ans cbopa
3aXBaYeHHOW B KPbILLKE.

MpurotoBuTh passeaeHune 1:200 PeareHTa YcuneHus | B Paz6aBuTtene
PeareHTa YcuneHus (1x) B COOTBETCTBMM CO CnieaytoLlen Tabnuuen:

cekyHn B
KUOKOCTH,

KonuyectBo PeareHT YcuneHus |, PazbaButens PeareHTa
“cnonb3yeMbiX CTPUNOB mMn Ycunenus (1x), (mn)
1-6 0.03 5.97
1-12 0.06 11.94

Mocne ncnonb3oBaHus HemMeaneHHo U3baBUTbLCA OT ocTaTkoB PacTBopa
PeareHTa Ycunenus |.

10.9 PacTtBop PeareHTa YcuneHus Il

MogrotoBka PacTBopa PeareHTa Ycunenums Il gomxHa 6biTe NnpoBeaeHa
HenocpeACTBEeHHO nepen HAaHECEHUEM Ha MIaHLUeT.
LleHTpudyrmpoBate nakoH B TeYeHWe HECKOSbKUX
MUKpoLeHTpudyre  nepen  oTkpbiTvem  ans  cbopa
3aXBa4YE€HHOMN B KPbILLKE.

MpurotoButb passegeHve 1:400 PeareHTa YcuneHus |l B Pabouyem
6ydepe (1x) B COOTBETCTBMU CO crieaytoen Tabnuuen:

cekyHa B
XUAKOCTH,

Konuuectso PeareHT Ycunenus Il Pa6ounit 6ydep (1x),
Mcnonb3yembix CTPUNOB mn (mn)
1-6 0.015 5.985
1-12 0.03 11.97

lMocne ncnonb3oBaHus HemeaneHHO M3baBUTbCA OT ocTaTkoB PacTtBopa
PeareHTa Ycunexus Il.

11. NPOTOKOI AHAJIU3A

Tak kak MDA siBnsieTc BbICOKOYYBCTBUTENIbHON CUCTEMOM, OYEHb
BaXHO NpuAepXuBaTbCA pPyKOBOACTBA (npoueaypbl NPOMbIBKY;
XpOHONorMs/u  NPUroTOBMIEHUA  PacTBOPOB;  MHKYGALMOHHOro
nepuopga), YTo6bl MONYyYUTb OMNTUMaNbHYK NPOU3IBOAUTENBLHOCTb
Tecta! 3amauuBaHuA pekoMeHAyeTCA  MpPoOBOAUTbL  MexAay
NPOMbIBKaMM, 4YTOObl MONYyYMTb XOPOLUYH NPOU3BOAUTENBHOCTb
TecTa!

O6patute BHuUMaHue: PacTBopbl PeareHTOB YcuneHuss OOMKHbI
ObITb NOAroTOBIIEHbI HEMNOCPEACTBEHHO nepes HaHeCEHUEeM Ha
nnaHweT! KpaiiHe BaxHO, 4TOObl NPOMbIBaHUe JIyHOK NPOBOAUNOCH
AOIMKHLIM 06pa3oM Ans Nony4YeHUsi XopoLueil NPoU3BOAUTENBLHOCTU
TecTa!

a. [peaBaputenbHoe pa3BegeHne o6pasLoB:

OO6pasubl  CbIBOPOTKM WX  NNa3mbl  MOCTaBMATCA  He
pa3baBneHHbIMM. He BO3MOXHO pekoMeHAoBaTb  3adaHHbIV
koadpdmumeHT pas3baBneHuss Ans CynepHaTaHTOB  KIETOYHOW

KynbTypbl. OnTUManbHoe pasbaBneHve AOMmMKHO ObiTb onpedeneHo
Ans Kaxgoro obpasua.
[ns HensBecTHbIX 06pa3sLOB KynbTypbl KNETOK MNOME3HO NPOBOAUTL
aHanu3 kak HepasbaBneHHbIX, Tak W pasBefeHHbIX 0bpasLoB
(nanpumep, 1:20 - 1:50 B PasbaButene obpasua) napannensHo,
TakuM obpa3oM nokpbiBas Oonee LWMPOKUA Auana3oH B OAHOM
aHanuse.
CynepHaTaHTbl KMNEeTOYHbIX KyMbTYp C OYeHb BbICOKOW OXWAaeMow
KOHUeHTpaumen IL-2 TpebyloT BbICOKOro passeaeHus (Hanpumep, 4o
1:2000) gns Toro, 4TO6bI OHW ObINM M3MepeHbl NpaBunbHO. Takue
obpasubl  AOMKHbEI  ObiTb  MpegBapuTensHO  pasbasneHbl B
COOTBETCTBYyIOLLEN  KynbTypanbHom  cpege.  OkoHuyaTenbHoe
pasBefeHVne [OJKHO MpoBoAMTbCS C pasbaBuTenem obpasua B
COOTBETCTBUM C NPOTOKOSIOM.

b. [JoctaHbTe Tpebyemoe pnns mnpoBedeHUs aHanu3a u4ucno 8-
NYHOYHbIX CTpunoB. MomecTnTe TpebyeMoe KonMyecTBO CTPUMOB B

aepxartenb (K Heobxogumomy uucny sdeek pana  O6pasuos
nobaBbTe sAvevikn anst bnanka, CrtaHgaptoB u KoHTtponsi). Bce
CrtaHgapTbl, bnavk n O6pasubl HeobxoAMMO aHanuanpoBaTb B
aybnsx. Hemcnonb3oBaHHbIe cTpunbl cpa3dy ybepute B nakeT c
ocylInTeneMm v XxpaHuTe NNoTHO 3aKpbITbiM Npu 2-8°C.

c. [pomonte sverkn 2 pasa 400 mkn lMpombiBoyHOro Byddepa,
NMONHOCTLIO yAansis XWOKOCTb Mexay npombiBkamu. OcTaBuTb Ha
10-15 cekyHA. M3bGeranmte uapanMH Ha MOBEPXHOCTU sIYEEK.
CTpsixHTe nnaHweT Ha dunbTpoBanbHoW OGymare nocne
nocnegHen nNpombiBkW. Mcnonb3yinte CTpunbl HEMEANEHHO fnocne
CTPSIXMBAHUSI MU MakcUMym 4epe3 15 MUHYT npu ycroBuu, YTO
CTPUMbl  YMOXeHbl Ha BRaxHyl uUNbTpoBanbHylo 6Oymary B
nepeBépHyToM Buae. He no3BonsinTe s4yekam BbiCbiXaTb!

d. PasBegenue crTaHpgapTta Ha nnaHweTte (anbTepHaTMBHO
pa3baBneHne cTaHgapTa MOXeT ObITb NPUroToBrieHo B Npobupkax):
Ho6asuTb 100 mkn PasbaButens ansi obpasuos B Aybnsx ko BceM
cTaHaapTam. MpurotoBbTE cTaHaapTHble pa3BefeHusi
pobaeneHvem no 100 mkn pasbaeneHHoro CrtaHpapTa (pasgen
10.5) B svevikn A1 n A2 B gybnax (Cm. tabn. 1). MNepemelsaiite
cogepxumoe Ayeek A1 n A2 n nepeHecute no 100 mkn pacTeopa 13
adyeek A1 n A2 B auenkn B1 n B2 cootBeTcTBEHHO. BO Bpemsa aTtunx
MaHUMynNsuuiA  nocTapanMTtecb He nouapanatb  BHYTPEHHIOW
NnoBepxHoCTb  sYeek. [oBTOpUTEe nepeHocC W pasBedeHue
cTaHgapToB 5 pas, nonyusB B wuTore 2 psaa  pasBedeHuvin
CraHpaprTa IL-2 B gnanasoHe ot 60.00 go 0.94 nr/mn. Yganute u
BblopocuTe 100 MK XunakocTun n3 nocrnegHux syeek (G1, G2).

MepeHocutb no 100 mkn
/Il\f’:x_r"\,/”\ N _f;l"\
—1

1

S1 S2 S3 S4 - s7

1:20 Pa3baBneHHbli PasbaswuTens
CrtaHgapT YenoBeyeckoro obpasuos
IL-2 100 mkn

Yaanute 100 mkn

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

Tabnuua 1: Cxema pacnonoxeHus o6pasLos, 6raHka v cTaHaapTos
Ha nnaHwere.

1 2 3 4

A |CT#1 Ct#1 o1 o1
(60.00 nr/mn) (60.00 nr/mn)

B |[Cr#2 Cr #2 02 02
(30.00 nr/mn) (30.00 nr/mm)

C |[CT#3 CT#3 03 03
(15.00 nr/mn) (15.00 nr/mm)

D |[CT#4 CTt#4 04 04
(7.50 nr/mn) (7.50 nr/mn)

E [[CT#5 CT#5 05 05
(3.75 nr/mn) (3.75 nr/mn)

F || CT#6 CT #6 06 06
(1.88 nr/mn) (1.88 nr/mn)

G | CT#7 CT#7 o7 o7
(0.94 nr/mn) (0.94 nr/mn)

H || Bnank BnaHk 08 08

Ct — CraHpgapT, O — obpasen

e. Bnecute no 100 mkn Pa3baButens o6pasuoB B aybnvkate B
a4elnkn «bnaHky.

f. BHecute no 50 wmkn Pas6aButens o06pa3uoB B SYENKW,
npefHasHa4yeHHble Ans o6pasLos.

g. Brecute no 50 wmkn kaxgoro
COOTBETCTBYIOLLME SYENKM.

h.  TpurotoBbTE GUOTUHOBBLIN KOHBIOraT (pasgen 10.3).

i. Jo6aBbTe no 50 MKk GUOTMHOBOrO KOHbIOraTa BO BCE SAYENKU.

obpasuya B AOybnsax B

j.  BakpoWTe nnaHweT NNEHKON 1 MHKYOMpyWiTe 2 Yaca nNpu KOMHaTHOW

Temnepatype (18-25°C), wucronb3ys oOpGuTanbHbIN  LIENKEP,
ycTaHoBneHHbln Ha 400 o6/muH. (LlenkupoBaHue sBnsieTcs
obsizaTenbHbIM ANsi NoNyYeHUsl onTUManbHou paboTkl TecTa).

k. MpurotoBbTe CTpentaBuauH-HRP (pasgen 10.4).

. CHuMUTE nneHKy. [lonHOCTb yaanuTe COOEPXKMMOE  SYEeek.
[MpomoniTe s4enkn 6 pa3 Kak ykasaHO B Luare «C.» HacTosLero
npotokona. MNepexoante HEMeANEHHO K CrieayloLwemMy Lwary.

m. BHecute no 100 mkn pas6asneHHoro CtpentaBuauH-HRP BO BCe
AYeNnKu, BKIoYas bnaHk.

n. 3akpoiiTe nNnaHLWeT NNEHKOM 1 MHKYOUpYinTe 1 Yac nNpu KOMHaTHOM
TemnepaTtype (18-25°C), ucrnonb3yss oOpbuTanbHbIA  Lueiikep,
yCTaHOBNEHHbIN Ha 400 o6/muH. (LlenkunpoBaHue sBRseTcs
obsizaTenbHbIM ANs Nony4YeHUs onTUManbHou paboTkl TecTa).



aa.

MogrotoBbTe PacTtBop PeareHta YcuneHus |, pasbaBneHHbin B
Pas6aButene PeareHta  Ycunenus  (1x)  (cwm. 10.8)
HenocpeACTBEHHO nepea MCNONb30BaHUEM.

CHuMUTEe nneHky. [lonHOCTbIO ydanuTe COAEpPXUMOE  SYeek.
lMpomoiiTe syerikm 6 pa3 Kak ykasaHO B Llare «C.» HacTosLero
npotokona. Nepexoaute HeMeANIEHHO K CrieAytoLeMy Liary.
BHecute no 100 mkn PactBopa PeareHta YcuneHus |
AYerkn, Bkrnovas bnaHk.

3akpoinTe nnaHweT NNEHKOW U NHKYOUPYINTEe TOYHO 15 MUHYT npu
KOMHaTHoW Temnepatype (18-25°C), wucnonb3ys op6uTanbHbIN
LIenKep, yCTaHoBMNEHHbIN Ha 400 06/MyH.

MogrotoBbTe PactBOop PeareHTa YcuneHus I, pasGaBneHHbIi B
Pa6oyem OGydepe (cm. 10.9) HenocpeAcTBeHHO nepepf
ncnonb3oBaHUEM.

CHuMmuTe nneHky. [lonHOCTbIO ydanuTe COAEpXUMOEe SYeek.
[MpomonTe svenkn 6 pa3 kak ykasaHO B Llare «C.» HacTosiwero
npoTokona. MepexoauTe HEMEANEHHO K CreayoLLemy Luary.
BHecute no 100 mkn PacTtBopa PeareHta Ycunenus Il
svelikv, BkMovasi bnaHk.

3akpoinTe nraHwWweT NNEHKOW M NHKYOupynTe ToyHo 30 MUHYT npu
KOMHaTHoW Temnepatype (18-25°C), wucnonb3yss opGuTanbHbIN
Lievikep, YycTaHoBneHHbli Ha 400 o6/mMuH. (LlenkupoBaHue
fABNseTcA o6s3aTenbHbIM ANs  NONyYeHUss ONTUManbHOW
paboThbI TecTa).

CHuMMTEe nneHky. [lonHOCTbIO ydanuTe COAEPXUMOE  SYeek.
lMpomoriTe Ayerkm 6 pa3 kak ykasaHO B Llare «C.» HacTosLero
npotokona. Nepexoaute HeMeOIEHHO K CrieAytoLeMy Liary.
BHecute 100 mkn pacTBopa cy6ctpata TMB Bo Bce nyHku.
MHkybupynte cTpunbl npu koMHaTHOM Temnepatype (18 °C go 25
°C) B TeyeHue npumepHo 10-20 muH. W3berante npsimoro
BO3[€eNCTBUS MHTEHCUMBHOIO CBETa.

BO BCe

BO BCe

Pa3BuTue LBeTa Ha NnaHLeTe AOMKHO NPOBEPATLCA U peakuus
cy6cTpata ocTaHoBneHa (CM. crnegylluid MYHKT 3TOro
NpoTOKONa) A0 TOro, Kak NoNoXuUTenbHbIe NMYHKU Gonblue YeTKo
He NpocnexuBaloTCcs.

OnpegerneHne uaeanbHOro nepuoAa BpeMeHU Ansi NposiBreHus
uBeTa AOJDKHO ObITb cAenaHO WHAMBUAYANbHO AN KaX[oro
aHanusa.

PexomeHgyeTcs gobaBuTb CTOM-pacTBOp, KOrda CaMbli BbICOKWUM
cTaHgapT npvobpen cuvHWi uBeT. AnbTepHaTUBHO pas3BuTME LBeTa
MOXHO KOHTPONMpOBaTb C NMoMoLUblo cunTbiBaTens ELISA npu 620
HM. CyGcTpaTHasa peakuusi JormkHa OblTb OCTAHOBMEHA, KaK TOMbKO
ctangapt 1 goctur OD 0,9 - 0,95.

OcTaHoBUTb depMeHTaTUBHYIO peakumto ObICTPbIM
nunetupoaHmem 100 MkN cTon-pacTBopa B KaxAaylo IyHKY.
BaxHo, 4Tobbl cTon-pactBop fobasnsncs GbICTPO M paBHOMEPHO
no BCeM fyHKaM Ansi NOfIHOW uHakTuBauum depmeHTa. Pe3ynbTathl
[OIMKHBI ObITb CYMTaHBI HENOCPeACTBEHHO nocne AobaBnexHus cron-
pacTBopa unu B Te4YeHNe OAHOro Yaca, ecrnm CTPUMbl XpPaHsAT npu 2 -
8 °C B TemHoOTeE.

M3mepnTb ONTMYECKYID MNMOTHOCTb  KaXKAOW MUKPOMYHKM Ha
CNeKkTpooTOMETPE C UCMOMb30BaHWEM AfUHbI BOSHbl 450 HM B
Ka4yeCcTBe OCHOBHOM (ONUMOHANbLHO UCMONb30BaTh ANUHY BOMHbLI 620
HM B KayecTBe KOHTporbHoW; 610-650 HM Takke npuemmnemsi).
OGHynUTL MnaHweT-pugep B COOTBETCTBUM C  UHCTPYKLMSIMU
npou3BoaMTeNst C MNOMOLWbI  NycTbiX nyHok. Onpegenutb
nornotueHusa obonx o6pasLoB 1 cTaHAAPTOB.

MNpumeyanne: B cnyyae wHkybaumm 6e3 BCTPAXMBAHWUA 3HAYeHUs
nonyyeHHoro OD wmoryT ObiTb HWXe yKa3aHHbIX. TeM He MeHee,
pesynbTaTbl OCTATCS B CUMe.

12.

PACYET PE3YJIbTATOB

Paccuntante pesynbtatel. [ns 3TOro paccuvTtante cpepHee
3HayeHVWe MOrMoweHns AnNs Kaxgoro craHgapTa o obpasua.
OTKNOHEHWE OT cpeaHero He JoMmkHO bbiTb 6onee 20%.

Wcnonb3ys rpadgumueckyto Bymary, OTMETbTE TOYKM CYUTaHHbIX
3HaYeHW MOrMOLWEHNA CTaHAapTOB Ha BepTuKanbHylo ocb Y, a
COOTBETCTBYIOLUME KOHUEHTpauun IL-2. Ha ropmsoHTanbHyto ocb X.
[MpoBeauTe oNTUManbHyO KPUBYHO MO TOYKaM.

Onpepenute KoHueHTpaumu IL-2. B obGpasuax M3 cTaHgapTHOW
KpvBOW. [na 3TOoro Hamgute 3HaveHve Ha ocu opguHat (Y)
COOTBETCTBYIOLLEE CPEAHEMY 3HAYEHUIO MOJTyYEHHOW ANS Kax[oro
obpasua OIl u npoBeauTe TrOPU3OHTANbHYID JNUHUIO OO0
nepeceyeHMss CO CTaHAapTHOM KpuBOW. 3aTeM U3  TOYKM
nepeceyveHusi NpoBeAuTe BEPTUKANbHYK NMHUIO 0 NepeceyeHns C
ocblo abecumce (X). 3HaueHue Ha ocu X B TOYKe MnepeceveHust u
OyaoeT cooTBeTCTBOBATb KOHUEHTpauun IL-2. B cooTBeTCTByOLLEN

npob6e.

B xope aHanusa, cormacHo AaHHOW MHCTPYyKUuu, oGpasubl
6binn  pasBedeHbl 1:2, cnegoBaTenbHO  KOHLEHTpauuu,
noslyYyeHHble U3 KanMbpOBOYHOM KPUBOW, [OMKHbI ObITb

YMHOX€eHbI Ha K03 pMLMeHT pa3BeaeHus (x2).

PacueT o6pa3L0B ¢ KOHUEeHTpauuen, npesbilatollen cTaHaapT
1, MoOXeT npuUBECTU K JIOKHbIM, HU3KUM YPOBHSIM
yenose4eckoro IL-2. Takue ob6pa3ubl TpeGyrT AanbHeulLero
BHeLUHero npeaBapuTeNibHOro pa3BefAeHUsi B COOTBETCTBUM C
oxuaaeMbiMM  3HA4YeHUsMM  YenoBeuyeckoro IL-2  gnsa
pa3baBneHus npo6 AnA  TO4YHOro KONMU4eCcTBEHHOTO
onpepaeneHus peanbHoro yenose4eckoro IL-2.
MogopasymeBaeTcsl, YTO B KaXOyl CEPUIO aHanmsa BKIYaeTcs
KOHTPONbHbIA obpasel, C M3BECTHOM KoHUeHTpauuen IL-2. Ecnun
3HaYeHWs1 KOHTPOMS He YyKnaAblBalTCsl B OXWAAEMbIA AManasoH,
pes3ynbTaTbl aHanuaa MoryT 6biTb HE4OCTOBEPHbI.

Mpumep cTaHpapTHOW KpPUBOW MokasaH Ha PucyHke Hwke. He
ucrnonb3ynte 9Ty CTaHOAPTHYI KpWBYK ANsi pacyéra Baluux
06pasuoB. CTaHaapTHast KpuBas AOMKHA ObITb BKITHOYEHA B KaXayH
NMOCTaHOBKY.

PucyHok. Mpumep ctaHpapTHoW Kpusow ans IL-2. IL-26bmn pasbasneH B

cepvn

OBYKPATHbIX nocnenoBaTtesibHbIX waros TUTPOBaHUA

PasbaButenem o6pa3uos. 34ecb npeacTaBneHbl cpegHue 3HadeHus u3
Tpex napannenbHbIX TVITpOBaHI/II7I.

He VICI'IOJ'IbSyVITe 3Ty CTaHOapTHYK KpuUBYKD AONA pacqéTa Ballnx
o6pa3uos. CraHgapTHaa KpvBas AOSMKHa GbITb BKMiOYEHa B Kaxxayro
NOCTaHOBKY.

Tabnuvua: TunuyHble pesynbTaThl,

Absorption 450 nm

Concentration (pyimi)

nonyvyeHHble C UCNoNb30BaHNEM

AaHHoro Habopa.
N3mepeHune Ha 450 HM, ANnHA BOSHbI CpaBHEHMS 620 HM.

CraHgapt IL-2, nrimn ( 45?]I:|M) cpg:r;ee CV, %
T e [ H w | w
2 30.00 i 1160 1
T e |t e |
4 750 8382 0402 14
i R 10
; 1| oy | 0% a4
: o o e |
Brat 0.00 oo 0.125 32

Or, nonyyeHHble ANs CTaHAAPTOB, MOTYT MEHSTbCS B 3aBMCHMOCTW OT YCIIOBUIA
BbINOMHEHVSI aHanu3a (Hanpumep, TeMnepaTypHbIN PeXum).

Kpome TOro, Ha NpOTSHXKEHUM CpOKa roAHOCTM Habopa SH3MMaTUYeckasi akTUBHOCTb,
W, criepoBaTesibHO, MHTEHCUMBHOCTb OKpaLUMBaHWsl, MOTYT M3MeHsTbes. Mpy aTom
pesyrnbTaTbl TECTUPOBaHWS OCTATCS [JOCTOBEPHBLIMU.

13.

OrPAHMYEHUA

Tak Kak YyCrnoBMsi MOTYyT MEHATbCH OT aHanusa K aHanuay,
CTaHfapTHas KpuBasi OOMKHA ObiTb BKMIOYEHA B KaXAylo Cepuio
aHanuaa.

BaktepnanbHoe unu rpubkoBoe 3arpsisHeHue 06pasLoB MK
peaKkTUBOB MOXeT NPUBECTM K HEAOCTOBEPHbIM pe3yrnbTaTtam.
Mcnonb3yiite opgHopasoBble HakoHeyHukn. CTeknsHHas nocyaa
A0MKHa ObITh TLWATENBbHO BbIMbITA.

HenonHasi npoMbiBKa HEraTMBHO BMUSIET HA TOYHOCTb Pe3ynbTaToB.
MonHocTblo ypanante [lpombiBoYHbIA Oydep u3 g4yeek mMexay
LuMKnaMu npomMbiBkA. He nossonsaiiTe siverikam BbICbIXaTb MeXay
LiaramMu aHanusa.

Mcnonb3oBaHne pagMoMMMyHOTEpanuu 3HaAYUTENbHO YBENUYMITO
YMCIO NAaLMEHTOB C YENOBEYECKUMMU aHTUMbIWKUHLIMU IgG (HAMA).
HAMA wmoryT wuHTepdepupoBaTb B aHanu3e, MWCMNOMb3yloleM
MbILUWHBbIE  MOHOKIIOHAmNbHbIE  aHTUTena, npuBOAS K  JIOXKHO
NOMNOXNTENBHBLIM U MTOXHO OTpULATENBbHLIM pe3ynbTaTam.

O6pasubl  CbIBOPOTKM, cofepXaliMe aHTuTena K MblWUHBIM
UMMyHOrnobynuHam, MoryT ObiTb MpoaHanu3MpoBaHbl B Cryyae,
KOr4a MbllUMHbIE  UMMYHOrMoOynuHbl  (CbIBOpPOTKa, — acuuTHas




XWAKOCTb MM MOHOKIOHAalbHbIE aHTUTena Apyrov cneunduyHocTu)
nobaesnsioTtca k Pazbasutento o6pas3uos.

14. PABOYUE XAPAKTEPUCTUKU

14.1 YyscTBUTENbLHOCTH

MuHumanbHo onpepensiemasi KoHueHTpauus IL-2, onpegeneHHas Kak
KOHUEeHTpauns aHanuta, Aaowas Ol 3HaunTenbHO Bbille Yem Oydep
Ons  passegeHus (cpegHee nNOC 2 CTAHOAPTHbLIX  OTKIIOHEHWS),
coctasuna 0.40 nr/mn (cpeaHee 6 He3aBUCUMBIX ONpeaeneHnii).

14.2 BocnpousBoaUMOCTb

14.2.1 Bocnpou3BoAUMOCTb BHYTPU OQHOMW cepum
BocnpousBogMmocTb BHYTPM OAHOW cepun onpegensnace B 3
HE3aBUCUMbIX Cepusix aHanusa. B kaxgbii cepum aHanmsa 6bino
BbIMOMIHEHO MO 6 onpefeneHunin kaxgoro m3 4 obpasuoB CbIBOPOTOK,
coAepXalumx pasnuyHble KoHUeHTpauun IL-2. B Kaxablii nnaHweT Obinun
BKIMIOYEHbl MO [Be CTaHO4apTHble KpuBble. B Tabnuue npuBeneHsbl
cpegHue 3HadeHus IL-2 n koadduuMeHT Bapuauum Ang  Kaxgoro
obpasua. KoacdumumeHT Bapuauum coctasun B cpegHeM 5.7 %.

Tabnuua 3: CpepHee 3HayeHMe KOHUEHTpauum u  KoadhduLuMeHT
Bapvaumu Ans kaxgoro obpasua

1:2 - 2259 -
3 1:4 1130 1236 109
1:8 618 615 100
1:16 308 281 9N
1:2 - 991 -
4 1:4 495 548 1M
1:8 274 306 112
1:16 153 181 119

KoHueHTpaums IL-2,

Obpaseu nrimn

JKcnepuMeHT Koadhh. Bapuaumm (%)

-

776
691
762

361
303
342

233
208
223

159
132
158
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14.2.2 Bocnpou3BoAUMOCTb Mexay cepusimmu

BocnpousBogumoctb  Mexay cepusimu B ogHoi  nabopaTopum
onpegensnacb B 2-x HE3aBMCUMbIX Cepusix aHanusa. B kaxabii cepum
aHanusa 6bIno BbINOMHEHO NO 6 onpeaeneHuin kaxgoro n3 4 obpasuos
CbIBOPOTKW, CoAepXalux pasfnunyHble KoHueHTpauum IL-2. B kaxabin
nnaHweT ObiNM BKMIOYEHbl MO ABe CTaHAapTHble kpuBble. B Tabnuue
npueBefeHbl cpefgHue 3HadeHus IL-2 un koadpduumeHT Bapuauumn ans
KaXkgoro obpasua, paccumMTaHHbIi U3 18 onpeaeneHnii kaxagoro obpasua.
KoadhduumeHT Bapuaumm coctasun B cpegHem 6.2 %.

Tabnvua 4: CpegHee 3HayeHMe KOHUEHTpauum u  KoadbduuMeHT
Bapuauuu kaxgoro obpasua

Obpasey CpepnHee 3HayeHne Koaddmument
KOHLieHTpauuu, nr/mn Bapuaumm, %
1 743 5.0
2 335 7.2
3 221 4.6
4 150 8.2

14.3 WN3BsneyeHue

M3BnedeHne oueHmBanun TecTmpys obpasubl YenoBEeYECKON CbIBOPOTKY,
oborauleHHble 3 pasnuuHbiMKM ypoBHAMM [L-2 yenoseka. W3BnedveHue
onpepensnu B 2 He3aBUCUMbIX 3KCrepumeHTax B 4 obpasuax
CbIBOpPOTOK. M3Bne4eHne coctaBunno B cpegHem 92 %; Ananas3oH 76-118
%.

14.4. JInHenHoCTb

4 obpasua C pasnuMYHbIMKM YPOBHSIMM 4YenoBeyeckoro IL-2 Gbinun
npoaHanuanpoBaHbl B cepumn nocriefoBaTenbHbIX 2-KpaTHbIX pa3BeaeHui
c 4 noeTopamu kaxpgasi. JIMHelHoCTb cocTaBuna B cpegHem 101 %;
AvnanasoH 88-118 % (Cm. Tabnuuy 5).

Tabnuua 5
KoHueHTpaums IL-2, nr/mn
O6pasey | PasBepeHue Oxwupaemoe Ha6niogaemoe %
3HayeHue 3HaYeHue M3BneYeHns
1:2 - 2545 -
1 1:4 1272 1275 100
1:8 638 582 91
1:16 291 257 88
1:2 - 1187 -
2 1:4 594 555 94
1:8 277 272 98
1:16 136 133 97

14.5 CtabunbHoCTb o6pasuoB

14.5.1 CtabunbHOCTL NpU 3amMOpaXxXuBaHMU-Pa3MOpPaAXKUBaAHUMN
AnunkBOTbI CbiBOpoTKM (6e3 gobaBneHHoro IL-2 u ¢ gobasnenvem IL-2)
XpaHunuch npu Temnepatype —20°C v pasmopaxusanuce 5 pas, nocre
yero onpegensnucb ypoBHu IL-2. He Habnoganock 3HauMTenbHbIX
noTepb UMMyHOpeakTuBHOCTM |L-2 uepe3 3 uukna 3amMopaxuBaHWs-
oTTamBaHus. bornbliee  konMuyecTso LUMKMOB  3aMOpaXuBaHWs-
oTTavBaHua npueeno Kk 20% pocTy noTepn MMMYHOPEaKTUBHOCTU
Yernoseyeckoro IL-2.

14.5.2 CTabunbHOCTb NPU XpaHEeHUU

AnukBoTbI cbiBOpoTKM (6e3 fobaBneHHoro IL-2 u ¢ gobasnenvem IL-2)
XpaHunuce npu Temnepatype —20°C, 2-8°C, KoMHaTHOI TemnepaType 1
npu 37°C B TeyeHne 24 4acos, Nocre Yero onpeaensnmcb yposHu IL-12,
He Habnioganocb 3HauuTemnbHBIX NOTEPb MMMYyHOpeakTuBHOCTM |L-12
npu Temnepatype -20°C, 2-8°C M KOMHaTHOIl Temneparype.
3HauuTenbHasa notepst UMMyHopeakTuBHocTH IL-12 (20%) Habnioganack
npu Temnepatype 37 °C.

14.6 CpaBHeHUe CbIBOPOTKM U NrasMbl

OT HecKkonbkux ntogen 6binn B3sTel 06a obpasLa, kak CbIBOPOTKM, TaK U
OMTA, uMTpaTHON M renapyvHOBOW NnasMbl, U TECTUPOBaHbLI B OOHO U TO
Xe Bpemsi Ha uyenoseyeckuin IL-2. KoHUeHTpauuu CyLeCTBEHHO He
oTNMYyanucb, W MNO3TOMy BCe 3TWM MpenapaTtbl KPOBW SIBMSOTCA
NOAXOAAWMMN  ANA  WUCNOSb30BaHMS B aHanu3e. TeM He MeHee,
HacToATeNbHO pekoMeHayeTcs obecneunTb eanHoobpasue npenapaToB
KPOBM.

14.7 CneunduyHocTb

MHTepdepeHums  uMpKynupylowmnx ¢akTtopoB  VMMMYHHOW  CUCTEMbI
oueHuBanacb NyTeM HacblleHus 3Tux 6enkoB B HM3NONOrNYECKU
3HAYMMBIX KOHLEHTpauusx B 4Yenoseyeckylo IL-2 nonoxwTtenbHyio
CbIBOPOTKY.

MepekpecTHOW peakTUBHOCTM He Habmoganoch.

14.8 OxnpgaemMble 3Ha4YEeHUA

Y 340pOBbIX AOHOPOB He Habnoganuck onpegensemble yposHu IL-2.
[NoBbILWEHHbIE YPOBHMU IL-2 yenoseka 3aBUCAT  OT  Tuna
MMMYHOMOIMYECKUX PACcCTPOMCTB U TsHKECTU 3aborneBaHust.

14.9 Kanu6poBka

OaHHbin  MeTOg npokanubpoBaH MO  BbLICOKOYMCTOMY Mpenapary
pekomMbuHaHTHOro |IL-2, KonuyecTBeHHast OLEeHKa KOTOpOro, B CBOMO
oyepedb, Obina BbiNonHeHa no MexagyHapogHomy PedepeHcHomy
Crtangapty NIBSC 86/504 1 6bir10 noka3aHo, YTO OHW SKBMBAMEHTHBbI.
Cranpgapt NIBSC 86/504 unsmepsietca B MexayHapogHbix EamHmuax
(IU), 11U cooTBeTCTBYET 76 Nr Yenose4yeckoro IL-2.

15. IUTEPATYPA (Cwm. 8 opueuHane uHcmpyKyuu).

17. NnoaAroToOBKA PEATEHTOB (KPATKOE W3INOXEHMUE) (Cwm.
opuauHas UHCmpyKyuu).

18. MPOTOKOJ1 TECTA (KPATKOE W3NOXEHME) (Cm. opueuHan
UHCMPYKYUU).
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