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

1. HASHAYEHUE UCNOJNIb3OBAHUA

[OaHHbIN Habop  human IL-13  ELISA  npegHasHayeH  ans
KOMMYECTBEHHOrO oOrnpeaernieHns 4enoBeYeckoro UWHTepnenkuHa-13 B
cynepHaTaHTe KynbTyp KIEeTOK, 4YerioBe4eckoW CbIBOPOTKe, mMnasme,
aMHMOTUYECKOM XMAKOCTU 1 APYrMX BUONOrMYECKUX XNOKOCTSIX.

Habop npegHa3HayeH TONMbLKO ANS AMArHOCTUKM in vitro M He
AOJDKeH UCMOoNb30BaTbLCA B TepaneBTUYECKUX LiensiX.

2. BBEOEHUE

WHTepneiiknH-13 (IL-13) BnepBble Obin onvcaH kak 6enok, Has3BaHHbIN
P600, koaumpyembin PHK akTMBMpOBaHHbLIX MbIlWWHBIX Th2 KneTok.
Mo3sgHee 6Gbina knoHupoBaHa kOHK 4yenoedveckoro romonora P600,
yenoseyeckoro IL-13. Yenoseyeckuit IL-13 — 3TO HEMMMKO3UNNPOBAHHbIN
6enok, cocToswmii U3 132 aMUHOKUCNOTHBIX OCTaTKOB, C MOJEKYNSIPHOW
maccon 120000a. lNeH IL-13 nokanu3oBaH Ha xpomocome 5g23-31, B
OfHOM pernoHe c reHamu, kogupytowmmm IL-3, IL-4, IL-5 n GM-CSF. OH
npoayumpyetcs aktusmpoBaHHbiMM CD4+ n CD8+ T-knetkamu, HO eCTb
OaHHble, 4To akcnpeccuss CD4+ T-kneTkamu Bbille. XOTS1 Y MbIlIen OH
oTHocuTcsl Kk Th2 uutokMHam, OH, BUAMMO, npoayumpyetcs Takke ThO,
Th1 n Th2-nogo6HbIMK KNOHaMM YenoBeyeckux T-KNeTokK.

IL-13 3TO NNENoTPONHbIA LIMTOKUH, CNEKTP AEWCTBMIA KOTOPOro KrovaeT
B-kneTku, dbaroumTbl 1 6onbLuMe rpaHynspHble MMMAQOLUTDI.

IL-13  wHuumupyet akcnpeccuio CD23  B-knetkamu, crnocobeTByeT
nponudpepaummn  B-knetok B KOMOMHauMM € aHTMTEnamu K
nmmyHornobynuHam unu CD40, n ctumynupytot cekpeumio IgE n IgG4.
Tawke nokasaHo, 4to IL-13 yanuHAeT Nepuoa >XU3HU YernoBeYecKux
MOHOLIMTOB 1 NOBbILIAET NMOBEPXHOCTHYIO aKcnpeccuto aHTureHos MHC Il
knacca, CD23, u Takmx OemnkoB cynepcemencTBa WHTEIPUHOB, Kak
CD11b, CD11c, CD18, CD29 n CD49e. IL-13 uHrMbupyeT npoayKuuto
pasnuuYHbIX UWTOKMHOB, Takmx kak IL-1, IL-6, TNF-a wu IL-8
aKTMBMPOBAHHbLIMW YeroBeveckumMn MoHouutamu. IL-13  wmHgyuupyet
npoaykumio IFN-g NK-knetkamum.

CnacobHocTb IL-13 uHayumpoBaTtb cuHTe3 IgE ykasbiBaeT Ha To, 4TO IL-
13 MoXeT wrpaTb BaxHyl ponb B pa3suTum IgE-onocpenoBaHHbIX
aTonuyeckmx 3aboneBaHui.

Takum o6pasom, nameperuve IL-13 B BMONOrMYECKUX XUOKOCTSX MOXKET
npeaocTaBnaTb [OMOMHUTENBHYIO MHGOPMauMio O natoduanonorum
aTonuyeckmx 3aboneBaHui.

Kpome Toro, IL-13 wuHrmbupyet pennukaumio BWY-1 B KkynbType
NepBUYHBbIX MakpoharoB 1 ABNSIETCA OAHUM U3 LIUTOKUMHOB — KAHAMOATOB
Ha ponb cynnpeccopa BUY uHdekunn B MoHouuTax u Makpodarax in
vivo.

3. MPUHUMUN TECTA
AHTUTEna, cneunduyHbie K IL-13,
copbrpoBaHbl B siYenKax
nnaHwerTa.
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4. NOCTABJIAEMBIE PEATEHTbI
4.1 PeareHTbl B Habope YenoBeveckun IL-13 ELISA BMS231/3 (96
TEecToB)

MukponnaHwerT, MOKPLITBI ~ MOHOKMOHanbHbIMKM 1 NnaHweTt
aHTuTenamu K Yyenoseyeckomy IL-13

KoHblorat MOHOKNOHanbHbIX aHTu— IL-13aHTnten n 1 dnakoH
6uotuHa, 100 mMkn

KoHblorat cTtpentaBugvMHa ¢ nepokcuaason xpeHa, 1 dprakoH
150 mkn

CtaHpgapT, nmodunumanpoBaHHbIA, 200 nr/mn 2 dnakoHa
KoHueHTpaTt Pabouero 6ycdepa 20x (PBS ¢ 1% 1 donakoH
Tween 20 n 10 % BSA), 5 mn

MpombiBatowmi pacTeop, koHueHTpart 20x (PBS c 1 conakoH
1% Tween 20), 50 mn

Cy6eTpatHbin pactBop (TMB), 15 Mn 1 donakoH
Cron-pactBop (1M dpoccopHas kucnota), 15 mn 1 conakoH
Fony6on kpacutens, 0,4 mn 1 donakoH
3enéHbin kpacutenb, 0,4 mn 1 donakoH
MnéHku Ansa 3akneMBaHUA CTPUNOB 2

4.2 PeareHTbl B Habope YenoBeueckun IL-13 ELISA BMS231/3TEN
(10 x 96 TecTOB)

MukponnaHwerT, MOKPbITHIN MOHOKMOHanbHbiMy 10 nnaxwer
aHTUTEeNnamu K Yyenoseyeckomy IL-13
KoHbloraT MOHOKMNOHanbHbIX aHTu— IL-13aHTuten u
6uotuHa, 100 mkn
KoHbloraT cTpenTaBUAUHA C NMEPOKCMAA30M XpeHa,
150 mkn
CraHpgapT, nnocdmnumanpoBaHHbIA, 200 nr/mn

10 cbnakoHoB
10 cbnakoHoB

10 cbnakoHoB

KoHueHTpaT Pabouero 6ydepa 20x (PBS ¢ 1% 3 ¢pnakoHa
Tween 20 n 10 % BSA), 5 mn
MpombiBatowmm pacTeBop, koHueHTpat 20x (PBS ¢ 3 dhnakoHa

1% Tween 20), 50 mn
Cy6ecTpaTtHbin pactBop (TMB), 15 Mn
Cron-pacTtBop (1M doccopHas kucnora), 15 mn

10 cbnakoHoB
10 cbnakoHoB

Fony6on kpacutens, 0,4 mn 6 cpnakoHa
3enéHbin kpacutenb, 0,4 mn 6 chnakoHa
MnéHku ansa 3akneMBaHUA CTPUNOB 10

5. MHCTPYKUMUU NO XPAHEHUIO — HABOP UDA

XpaHute KOMMOHEHTbI Habopa npu Temnepartype 2-8°C.

JInodmnusmpoBaHHble KoHTponu XxpaHuTe npu -20°C. Cpasy nocne
MCMOMb30BaHUsl BEPHUTE peareHTbl B XONoAWmNbHUK. XpaHuTe 40 AaThbl,
yKa3aHHOM Ha ynakoBKe peareHToB.

TonbKo Npu COOTBETCTBYIOLLEM XPaHEHWU 1 UCKITIOYEHUWN KOHTaMUHaLMK
BO Bpemsi npeabioywlero Mcronb3oBaHus Habopa rapaHTupyeTcsi
KavyecTBeHHasi paboTta peareHToB.

6. 3ABOP U XPAHEHUE OBPA3LIA

CynepHaTaHT KynbTyp KIETOK, YenoBeyeckasl CbiBOPOTKa W nnasma
(OOTK, umutpaTtHas, renapvHoBas) nna3ma MoOryT ObiTb WMCMOMb30BaHbI
ANsi aHanusa faHHelM MeTodoM. Opyrue Guonornyeckve obpasLbl Takke
MOryT ObITb WCMOMb30BaHbl. OTAEeNnUTE CbIBOPOTKY WMKM Mnasmy oT
CrycTKa WS 3pUTPOLIMTOB Kak MOXHO BbicTpee.



O6pasupl, cogepxalume BUANMBIN npeuunuTar, Heobxoanmo
LueHTpudyrupoBaTe ANs OTAeNeHus npeuunutata Ao aHanusa. He
MCMNOSb3yNTe CUMBHO rEMONN3NPOBaHHbIE UMW NUNEMUYHBbIE 06pa3Lbl.

Ecnu obpasubl He OyayT npoTecTMpoBaHbl B AeHb cbopa, TO MX
Heo6X04MMO 3aMOPO3NTL 1 XPaHUTL Npu TemnepaTtype -20 °C unu Huxe,
4yTOObl NpepoTBpaTUTL MoTepto GuoakTueHocTn |IL-13. Ecnu aHanma
OyaeT BbIMONHEH B Gnvxkanwwmne 24 yaca, obpasLbl MOryT XpaHUTLCS Mpu
2-8 °C.

W3berainte
obpasLoB.

MNOBTOPHbIX  UWKMIOB  3aMOpaXxuBaHUA-pasmMopaXxmuBaHUA

7. TPEBYEMbIE, HO HE MOCTABNAEMbIE MATEPUAIbI

. KannbposaHHble nuneTkn Ha 5 mn n 10 mn

. KannbpoBaHHble NuneTkn ofHOKaHarbHble nepemMeHHoro obbema ¢
O[lHOPa30BbIMU HaKoHeYHUKamu Ha 5 — 1000 mkn

. MHorokaHarnbHble NUNETKM C OAHOPA30BbIMU HAaKOHEYHMKaMu Ha 50
— 300 mkn

. BaHHOuYKa Ans peareHToB ANs UCMONb30BaHWUS C MHOrOKaHarbHOM
nMNeTkown

. KannbpoBaHHble cTakaHbl
NPUroTOBMNEHUSI PEaKTUBOB

. PyyHoe nnv aBTomatuyeckoe nNpoMbiBatoLLee yCTPONCTBO

. MukponnaHweTHbln  pugep ¢ dunbtpom Ha 450 HM w©n, no
BO3MOXHOCTU, (PUNBTPOM CpaBHEHUA = 620 HM

e [ncTvnnupoBaHHasi Ny 4EMOHU3MPOBaHHAs BoAa

. MunnumeTtpoBas Oymara wnu nporpammHoe obecnedveHve Ans
06paboTku pe3ynbTaToB (NMHENHas perpeccust)

n  unnumHapebl, HeobxoaumMble Ans

8. NMPEAOCTEPEXEHWUA NO NCNONb30OBAHUIO

1 Bce xumMmukaTbl cunTaTh NoTeHUMarnbHO onacHelMKU. PekoMmeHayeTcs
MCMNOSb30BaHME OaHHbIX PEeareHTOB TOMbKO KBannUUUPOBAHHbLIM
nepcoHanom B nabopaTopHbix ycrnosusix. Micnonb3osBaTtb 3alLMTHYHO
ofexay, o4kv U nepyatku. M3beraTb KOHTaKTa C rmasamu U KOXem.
B cny4ae koHTakTa, NpOMbITb C GOMbLIMM KONMYECTBOM BOAbI.

2. Habop npegHasHayeH TOMbKO AN UCCreaoBaTeNbCKUX Lienen u He

OOMKEH  WUCMOMb30BaTbCA B PYTUHHBIX  AWArHOCTUYECKMX

npotenypax.

He cmelunBaiTe pa3Hble NOTbl M peareHTbl U3 pa3HbIX JTOTOB.

He vcnonb3ayiiTe peareHTbl C UCTEKLLUM CPOKOM XPaHeEHWs!.

M3berante obnyyeHuss peareHTOB CUIbHbIM MCTOYHUMKOM CBeTa BO

BpPEMS XpaHeHUs 1 NHKyGaLuun.

He nuneTtupywte pTtom.

Henb3s ecTb Wnu KypuTb B MeCTe, FOe XPaHSATCH peareHTbl U

obpasLbl unu B MecTe, rae NpoBOANTCS aHanus.

8. WN3beranTe koHTaKkTa peareHTOB C KOXeW 1 CIU3NUCTbIMU.

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

10. WsberaiTe KOHTakTa cybGcTpaTHOro pacTBopa C MeTannamu wu
OKUCTIUTENSIMU.

11. W3beranTte pa3bpbi3rnBaHnsi 1 0O6pa3oBaHunsi aspo30sen.

12. YT06bl M3GEXaTb MUKPOOGHOrO 3arps3HEeHUs WNu  3arps3HeHus
peakTMBamMu U MOMyYeHuUsi B  pe3ynbTate HegoCTOBEPHBIX
pesynbTaToB, NONb3yWTECH OAHOPA30BbIMU HAKOHEYHNKaMMU.

13. Wcnonb3ynte 4ucTylo, cneumanbHO BbiOEMeHHy nocyay Ans
KOHBLIOraToB U cybGCTpaTHOro pacTeopa.

14. 3arpssHeHVie KMCMOTOW MHaKTUBMPYET KOHbIOraT.

15. [Ons npuroToBneHus peakTUBOB WCMOMb3yWTe AUCTUNIMPOBAHHYIO
UNW EMOHU3NPOBAHHYO BOAY.

16. CybCcTpaTHbI pacTBOp AOMMKEH UMETb KOMHATHYK Temnepartypy
nepef Ucnonb3oBaHMeM

17. OG6e33apaxuBarnite nocrne paboTbl 06pa3upbl, Tak Kak OHW MOryT
6bITb MHMWLMPOBaHbLI, NPEeANOYTUTENBHO aBTOKIABUPOBAHMEM He

o

MeHee 1 yvaca npu 121.5 C

18. Kungkue otxodbl, He cofepXaluue KUCMOTY, U HeNTpanu3oBaHHble
HeobXoAMMO CMellaTb C PacTBOPOM TUMOXIOPUTA HaTpUs Takum
obpasom, 4Tobbl nonyunncs B utore 1% pacTBop runoxmnopuTa.
OcTaBbTe MomnyyeHHyto cmecb Ha 30 MUHYT Ansa 3ddEeKTUBHOrO
obessapaxvBaHus. Kuakve OTXOAbl, coAepXalinme  KUCMoTY,
Heobxooumo HenTpanusoBaTb [0 obe33apaXvBaHUs pacTBOPOM
rMnoxnopuTa HaTpus.
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9. NOAroTOBKA PEATEHTOB

BydepHble KOHUEHTpaTbl MNPVMBECTM K KOMHAaTHOM TemnepaType u
pa3BecTu nepea Ha4yanom aHanuaa.

Ecnm B BydepHbIx KOHUeHTpaTax obpa3oBanucb
aKkKypaTHO NOAOrpeTb UX A0 MOSIHOrO pacTBOPEHMUS.

Kpuctannsol,

9.1 TMpombiBatowmmn pacteop (1 x)

BMS231/3 / BMS231/3TEN, Human IL-13

Pas3baBsbTe 50 Mn KOHLieHTpaTa OUCTUMNMPOBAHHOM unm
[EVNOHN3NPOBAHHON BOAON B MEPHOM LMMMHAPE A0 KOHeYHoro obbéma
1,0 n. Nepemeluarite, n3berasi BCrieHNBaHS.

o
XpaHuTe Mpombiatowmii pacteop npu 2-25 C. MNMpombiBatoLwmin pacteop
ctabuneH 30 aHen.
MpombiBatowmii pacteop (1 X) Takke MOXeT ObITb NPUrOTOBMNEH COrMNacHoO
cneqytoLen Tabnuue:

Konuuecteo mcnones- | Konoentpat Iposer- | JuctHanHpoBaHHad
3VeMBIX CTPHIOB EAKIIETO PACTEOPA, MIT EOIA, M

1-6 25 475

1-12 50 950

9.2 Pa6ouun 6ydep (1 x)

Xopoluo nepemeluaiite KOHUeHTpaT Paboyero 6ycepa. PasbasbTe 5,0
MI KOHUEHTpaTa AWUCTUMNUPOBAHHON BOAOW B MEPHOM UMNUHAPE [0
KOHeuHoro obvéma 100,0 mn. MNepemelsante, ulderas BCNEHUBAHUS.
XpaHute PasbaButenb obpasuos npu 2-8 °C. Pasbaeutens o6pasuoB
ctabunen 30 aHen.

Pabounin 6ycdep (1 Xx) Takke MOXeT ObITb NPUrOTOBMIEH COrMacHO
cnepyollen Tabnvue:

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

1-6 2.5 475

1-12 3.0 93,0

9.3 Cwmecb KoHbloraTtoB

3ameTbTe, yTo Cmecb KoHbloratoB gomkHa 6bITb MCNONb30BaHa B
TeyeHue 30 MUHYT nocne pa3BeAeHUs.

MpurotoBbTe HeobGXoaMMoe KONMYecTBO OWOTUMHOBOrO KOHBbIOraTa,
pa3Beast 6uoTnHOBLIN KoHblorat 1:100 pa3 pabounm Bydepom n HRP-

cTpenTaBuavH pacTBopa 1:50 HenocpeAcTBEHHO nepeg
MCMONb30BaHNEM B YMCTON MIIAacTUKOBOW Nocyae, CornacHo rabnuue:
KonunyectBo BuoTtuHoBbIN HRP- Pa6ounn
mcnonb3yeMbix KOHBlOraTt, Mn cTpenTaBUAWH, 6ydep(1x) (Mn)
cTpunos M

1-6 0.03 0.06 291

1-12 0.06 0.12 5.82
9.4 CraHpgapT yenoBeuyeckoro IL-13
PacTtBopute NNMoUNU3NpoBaHHbIN CraHpapT IL-13 B

AUCTUNNUpoBaHHOM Bogde. Heobxoaumbil obbeM ANs pacTBOPEHUS
yKkasaH Ha 3TukeTke cnakoHa, cogepxailero craHgapT. OCTOpPOXHO
nepemeLuVBanTe A0 MOJHOTO pacTBOpeHus. KoHeyHas KOHUeHTpauusi
nony4eHHoro pacteopa coctasut 200 nr/mn.

Mocne ucnonb3oBaHWs OCTaBLUMICS CTaHOAPT HE MOXET XPaHWUTbCS U
[OMKeH ObITb BbIOPOLLEH.

Pa3BegeHuss ctaHpapTa MOryT Mpou3BOAMTLCA HENOCPEACTBEHHO Ha
nnaHwerte (cMm. nyHKT 10C) nnn anbTepHaTMBHO B Npobupkax (cM. MyHKT
9.4.1)

9.4.1 BHelHee pa3BeaeHune CtaHpapTta

MomeTnTb 7 NpoBUPOK, OAHY ANs KaXAdow Touku cTaHpapTa. S1, S2, S3,
S4, S5, S6, S7.

3aremM noAaroToBUTbL CepuiiHble pa3BedeHust 1:2 Ona  cTaHJapTHOW
KPVBOW KaK yKa3aHO HUXe:

Munetuposatb 225 mkn Pa3basutens ObpasLoB B kaxayto Npobupky.
MuneTnpoBaTb 225 MK BOCCTAaHOBMEHHOrO CTaHAapTa (KOHUeHTpauus
ctaHgapTa = 200 nr/mn) B nepBy npobupky, nomedveHHylo S1, n
nepemewuatb (KoHUeHTpauus ctaHgapTta 1 = 100 nr/mn).

MunetupoBaTe 225 MKkN 3TOro pacTBopa BO BTOPYHO NpPOGUPKY,
noMeuveHHylo S2, u TwaTenbHO nepemellaTb neped crepylowmnm
nepemMeLleHmem.

MoBTOpUTL CcepuiiHble pas3BefeHust ewe 5 pas, Takum obpasom
hopMUpYst TOUKM CTaHAAPTHOMW KpBOM (CM. PUCYHOK HUXKE).
PasbaBuTenb 06pasLoB CnyxuT B kKadecTse GnaHka.

MepeHocuTb No 225 mkn
/I"_\ F N N N z;l’\
—1

1

(I

S1 S2 S3 S4 - s7

BoccraHoBneHHbIN PasbaswuTens
CrtaHgapT YenoBeyeckoro obpasuos
IL-13 225 mkn
9.5 [do6GaBneHue oKpaliMBalOLWMX peareHToB: rony6oro, 3eneHoro

Yaanutb 225 Mkn




Ons  ucknodeHnss ownbok B MUNeTUpoBaHuM npu paboTte cC
MMMyHOdepMeHTHbIMU Habopamn cdupma Bender MedSystems Tenepb
npeanaraeT OOMNOMHUTENbHOE CPeACTBO Af1si KOHTPOSNsS NUMNETUPOBAHUS
Jaxe oyeHb MarneHbknx o6bEMOB peareHTOB — Kaxabl peareHT byget
oTnM4aThCs OT APYrUX LIBETOM.

OTta npouedypa Heob6sizaTenbHa, OHa He BMUSIET Ha pesynbTaTbl
aHanuM3a W npegHasHadeHa pAns obnerdyeHus paboTbl nabopadTa,
NO3TOMY MOXHO 3TOT LUar MHCTPYKLUUK NPOMYCTUTb (HE BbINOMHATD).
AnbTepHaTUBHO, MOXHO MCMONb30BaTb OCHOBHbIE PACTBOPLI KpacuTenemn
(ronybown, 3enéHbi, KpacHbin), [o6aBnsis MX K COOTBETCTBYHOLLEMY
peareHTy corracHo NpoTokony (cMoTpu Tabnuubl HUXe).

1. PazbaBuTtenb obpa3uoB: nepeq pasbasneHvem obpasLoB gobaBbTe
ronyb6on kpacutenb B cooTHoweHun 1:250 (Cm. Tabnuuy) B pabounii
pactBop Pas6aButens o6pa3uyoB (1x) ¥ BbiNOMHAWTE Aanblue
vccnegoBaHue, cnegyst UHCTPYKUUK.

5 mn Pasbasutensi o6pasuos 20 mkn Mony6ozo kpacumensi

12 mn Pasbasutens obpasuos 48 mkn lNony6o20 kpacumensi

50 mn PasbaButens obpasuos 200 mkn Fony6o20 kpacumensi

2. Cwmecb KoHbloratoB: nepeg pasbaBneHnem  KOHUeEHTpaTa
6uotmHoBoro koHbtorata M HRP-cTpentaBuamHa nobaBbTe 3enéHbIN
Kpacutenb B cooTHoweHun 1:100 (cmoTpu Tabnuuy) k Paboyemy
6ydepy, ncnonbayemomy Ans pas3baBrieHWst KOHbloraTa, OKpalleHHbIV
OMOTMHOBBIN KOHBIOTAT UCMOMb3YNTE COMMAacHO MHCTPYKLMN.

3 mn Paboyero bydepa (1 x) 30 mkn 3esreHo2o Kpacumensi

6 mn Paboyero 6ydepa (1 x) 60 mkn 3esreHo20 Kpacumens

10. MPOTOKOI AHANU3A

a. Bce peareHTbl 1 0bpasupbl neped Havanom aHanvsa AOSKHbl ObITb

BblAepXaHbl MpW KOMHATHOM TemnepaTtype. >Xuakue peareHThbl
TWaTenbHO NepemMelLaiTe OCTOPOXHbIM NepeBopayMBaHMEM nepes
ncnonb3oBaHneM, nsberasi o6pasoBaHus NeHbI.
HoctaHbTe Tpebyemoe pansa npoBedeHWs aHanusa 4yucro 8-
NYHOYHbIX cTpunoB. MomecTuTe TpebyeMoe KONMYecTBO CTPUMOB B
Aepxatenb (k Heobxogumomy umcny syeek pana  O6pasuos
nobaebTe sauenkn ana bnavka, CtangaptoB u KoHTponsi). Bce
CraHpapTbl, Bnank un O6pasubl Heob6xoaMMO aHanu3upoBaTb B
ayo6nsax. Hemcnonb3oBaHHbIe CTpuUnbl cpasy ybepuTe B nakeT C
ocylUMTeNneM 1 XpaHuTe NIoTHO 3aKpbITbiM Npu 2-8°C.

b. TlNpomownTte sverikn 2 pasa 400 mkn lNMpombiBoyHOro Bydepa,
NMOMHOCTLIO yAanss XWAKOCTb Mexay npombiBkamu. OcTaBuUTb Ha
10-15 cekyHa. W3berante uapanuH Ha MOBEPXHOCTU SiYEEK.
CTpsixHATe nnaHweT Ha dunbTpoBanbHOW Oymare nocne
nocnegHew NpombiBKM. Mcnonb3yihTe CTpunbl HEMEANEHHO nocne
CTPAXVMBaHWUA UNW MakcMMym 4Yepe3 15 MWHYT npu ycnoBuum, 4TO
CTPUMbl YNOXeHbl Ha BraxHyl dunbTpoBanbHylo 6ymary B
nepesépHyToM Buae. He no3sonsinTe As4enkam BbiCcbIixaTb!

c. PasBepeHme cTaHgapTa Ha nnaHweTe (anbTepHaTUMBHO
pas3baBneHue cTaHaapTa MoXeT BbiTb MPUroTOBEHO B Npobupkax):
HobasuTtb 100 mkn Pa3basutens ans obpasuoB B Aybnsx KO BCeEM
cTaHAgapTam. MpurotoBbTe cTaHOapTHble pasBefeHus
nobaenenvem no 100 mkn pasbaeneHHoro CTaHgapTa (pasgen
«MpurotoBneHue peareHToB» 9.4) B sivenkn A1 n A2 B gybnsx (Cm.
Tabn. 1). Nepemeluaiite cogepxnmoe sveek A1 n A2 n nepeHecute
no 100 mkn pactBopa u3 syeek A1 n A2 B ayenkn B1 n B2
COOTBETCTBEHHO. Bo Bpems 3aTMx MaHunymnsumMi nocrapaviTechb He
nouapanaTtb BHYTPEHHIOK MOBEPXHOCTb siyeek. [oBTopuTEe nepeHoc
W pasBefeHue cTaHgaptoB 5 pas, nonyyvuB B uTore 2 psiga
passegeHui Ctangapra IL-13 B gnanasoHe ot 100.0 go 1.6 nr/mn.
Ynanute n BoibpocuTe 100 MKN XMAKOCTM U3 nocnegHunx sueek (G1,
G2).

MepeHocutb no 100 mkn

/F\/":&f“‘\,/“\. N

1

N
E 1

Iy

S1 S2 S3 84 - S7

BoccTaHOBMEHHbI PasbasuTenb
CraHgapT Yenoseueckoro obpasuoB
IL-13 100 mkn

Ypanutb 100 mkn

[Mpu BHewWHeM pa3BegeHuu cTaHgapTa nunetupoBatb 100 mMkn aTux
pasBedeHuin ctaHgapToB (S1-S2) B nyHKu ANst CTaHAapTOB COrNacHo

Tabnuue 1.

Tabnuua 1: Cxema pacnonoxeHunst obpasuos, 6rnaHka n ctaHZapToB
Ha nnaHwere.

BMS231/3 / BMS231/3TEN, Human IL-13

1 2 3 4

A ([[CT#1 Ct#1 01 01
(100.0 nr/mn) (100.0 nr/mn)

B |[Cr#2 CT#2 02 02
(50.0 nr/mn) (50.0 nr/mn)

C |[CT#3 CT#3 03 03
(25.0 nr/mn) (25.0 nr/mn)

D |[Cr#4 CT#4 04 04
(12.5 nr/mn) (12.5 nr/mn)

E [[CT#5 CT#5 05 05
(6.3 nr/mn) (6.3 nr/mn)

F || CT#6 CT #6 06 06
(3.1 nr/mn) (3.1 nr/mn)

G ||CT#7 CT#7 o7 o7
(1.6 nr/mn) (1.6 nr/mn)

H || BnaHk Bnank 038 08

Ct1 — CraHpgapT, O — obpasen

d. BnHecute no 100 mkn PazbaButenss obpasuoB B Oybnukate B
a4yenkn «bnaHky.

e. Brecute no 50 wmkn PasbaButenss o6pasuoB B SYeNKu,
npeaHasHaveHHble Ans obpasLoB.
f. BHecute no 50 wmkn kaxgoro obpasua B gyonsax B

COOTBETCTBYIOLLNE AYENKN.

g. MpurotoBbTe GMOTMHOBLIN KOHBbMOraT (pasgen «[purotoBneHue
peareHToB» ).

h. Oo6aBbTe no 50 Mk GUOTMHOBOrO KOHbIOraTa BO BCE SAYEMKU.

i.  3akpoWiTe nnaHWeT NNEHKOW 1 MHKYOMpyITe 2 Yyaca Npy KOMHaTHOM
Temnepatype  (18-25°C), ecnum  BO3MOXHO,  WCMOSb3yiTe
opbuTanbHbIVi BCTPSXUBATENb, YCTaHOBMNEHHbIN Ha 400 06/MUH.

j. CHumwute nneHky. [lonHocTblo ypanuTe CcodepXvMMoe —syeek
acnupaumen unu gekaHtuposaHuem (cnvmeom). MNpomonTte ayerikn 3
pas3a Kak ykasaHo B Luare «C.» HacTosLero npotokona. Nepexoante
HeMe[neHHo K creayloLuemy ary.

k. BHecute no 100 wmkn pasbaBneHHOro
KOHBblOraTa BO BCe S4eliku, BKIovasa 6naHk.

. MHKyOupyiTEe Npu KOMHAaTHOW TemnepaType B TEMHOTE B Te4eHue
npumepHo 10 MuHYT. Bpems nHkybauum ¢ cybcTpaTHbIM pacTBOPOM
onpeaensieTcs TMIMOM MCMONb3yeMOro MVKPOMMaHLLETHOro puaepa.
MHorue puaepbl Cnoco6HbI cYMTaTh ONTUYECKYH MIOTHOCTb TOMbKO
no 2,0 Ea ontnyeckor NnoTHOCTH.

CTpenTaBngmMHOBOro

Ons nopoGHbIX ()OTOMETPOB peakuusi [AofkHa ObiTb
OCTaHOBMieHa [0 AOCTUXEHUS HanbGonee SIPKO OKpaLEeHHbIMU
siYeMKaMu npeaena U3MepeHnst UHCTPYMEeHTa.

PekomeHaoyeTca pobaBneHue cTon pacTBopa, Korga HauBbICLUWUA
CTaHZapT [OCTUI TEeMHO-CMHero uBeta. Peakums pomkHa ObiTb
ocTaHoBneHa kak Tonbko CtaHgapT 1 goctur 3HadeHus Ol 0.9 —
0.95.

m. [o6aebTe no 100 Mkn cTon-pacTBopa BO BCE SYENKM, BKIHOYas
«BnaHk», 4TOObl MOMHOCTBLIO MHAKTUBMPOBaTb (DEPMEHT B SYelKax.
BaxHo BHOCWUTb CTOM-peareHT BbICTPO U C TOW e CKOPOCTbIO, YTO U
cybcTpatHbii  pactBop.  OnTuYeckyld  MMAOTHOCTb  cyMTaTb
HeMeZ[neHHO nocre BHeCeHUsi CToM-peareHTa unm B TeyeHne 1 yaca
npu YCroBWM, YTO CTPWMbl HaxogownuCb BCE 3TO BpeMs Mpu
TemnepaTtype 2-8°C B TEMHOTE.

n. Onpegenute ONTUYECKYK MNNOTHOCTb BCeX svyeek npu 450 HM
npotuB «bnaHka», xenaTenbHO WCMOMb30BaTb AfIMHY BOJHbI
cpaBHeHus 620 HM (gonycTuma [AnvHa BOMHbI CPaBHEHWS B
avanasoHe 610-650 HM). BnaHkvpyiiTe MUKponnaHWeTHbIM puaep
COrnacHO PYKOBOACTBY MNPOWU3BOAUTENS, WCMONb3yst  SYENKU
«BnaHk». Onpegenute Ol kak B svenkax, cogepxalumx obpasupl,
TaK 1 B A4erkax, cogepxalimx passegeHusa craHgapra IL-13.

3amevaHme: ecnu WHKY6auusi npoBoaunacb 6e3 BCTPAXUBaHWUSA,

3HaA4YeHUs MOryT ObiTb HUXe, YeM B npumepe, NPUBEAEHHOM HMUXKeE.

Tem He MeHee, 3TK pe3ynbTaTbl TaKXe CYUTAIOTCH [OCTOBEPHbLIMU.

11. PACYET PE3YJIbTATOB

= PaccuntanTte pesyneTatel. [ns 9TOro paccyuTante cpepHee
3Ha4YeHWe TMOornoLeHns Ans  Kaxaoro cTaHgapta v oGpasua.
OTKINOHEHME OT CpefHero He AOIMKHO ObiTh 6onee 20%.

= Mcnonb3ys rpaduyeckyto Oymary, OTMETbTE TOYKM CUYUTAHHbIX
3HaYeHWI MOrMoLWEHNsT CTaHOApTOB Ha BepTuKamnbHylo ocb Y, a
COOTBETCTBYOLLME KOHUEHTpauuun IL-13. Ha ropmsoHTanbHyl OCb
X. MNpoBeanTe onTUMarnbHYHO KPYBYHO MO TOYKaM.

] Onpegenute koHueHTpauun IL-13. B o6pasuax 13 cTtaHZapTHOM
KpuBOoW. [na 9Toro Hamgute 3HadveHune Ha ocu opauHat (Y)
COOTBETCTBYIOLLEE CPEAHEMY 3HAYEHUIO MONYYEHHON ANS KaXAoro
obpasuya OFl wu npoBeguTe rOPU3OHTamNbHY MUHWIO [0
nepeceyeHmss CO CTaHOApPTHOW KpMBOW. 3aTteM U3  TOYKK



nepeceyveHns NpoBeanTe BEPTUKANbHYK NMUHUIO [0 NepeceyveHus ¢
ocblo abecumce (X). 3HaueHue Ha ocu X B TOYKe nepeceveHust u
6yoeT cooTBeTCTBOBaTb KOHUEHTpauuu IL-13. B cOOTBETCTBYIOLLEN
npobe.

] B xome aHanu3a, cornacHo [AaHHOM WHCTPYKUMW, obGpasubl
6binn  pasBedeHbl 1:2, cnegoBaTeNbHO  KOHLEHTPaUWW,
nosnyYyeHHble U3 KanMbpoBOYHOM KPUBOW, [OOMKHbI ObITb
YMHOX€eHbI Ha K03¢hhMLUMeHT pa3BeaeHus (x2).

= 3ameuvaHue: pacuyéT oOpa3LoB C ONTUYECKOW MIOTHOCTbIO
Bbilwe 2.0 MoXeT ObiTb HEKOPPEeKTeH — pe3ynbTaTbl 6yayT
3aHuxkaTbcsA. TakMe o6pasubl Heo6xoAWMO AOMONMHUTENbHO
pasBecTn Gycepom AnsA pa3BeAeHWUs M NpoTecTMpoBaTh elle
pa3, ANA nonyuYyeHUs pe3ynbTaTa, OTPaXalolWero TOYHYHO
KOHUeHTpauumio IL-13.

. MogpasymeBaeTcsi, YTO B KaKAYl0 CEpUIO aHanusa BKMOYaeTcst
KOHTPOnbHbIV 0bpaseL C M3BeCTHoW KoHueHTpauuen IL-13. Ecnn
3HaYeHWs KOHTPOMA He YKNaAblBalTCs B OXWAAEMbIN AManasoH,
pe3ynbTaTbl aHanu3a MoryT ObITb HEJOCTOBEPHBI.

. lMpumep cTaHgapTHOW KpuBOW nokaszaH Ha PucyHke Hwxe. He
MCMonb3ynTe 3Ty CTaAHOAPTHYIO KpMBYKD AN pacyéTa Baluux
obpasuos. CtaHaapTHas KpyBasi AOMKHA ObITb BKIOYEHA B KaXKaYHO
NOCTaHOBKY.

PucyHok. Mpumep ctanpaptHon kpueoi ans IL-13. IL-136bin pa3baBneH
B Cepuum [ABYKpaTHbIX MoOCrnedoBaTerbHbIX  LIAroB  TUTPOBAHMUS
PasbaButenem o6pasuoB. 3aecb NpeacTaBrneHbl cpeaHue 3HayYeHust u3
Tpex napannenbHblX TUTPOBAHUN.

He wucnonb3ynite 9Ty CTaHOapTHY KpMBYIO QAN pacyéta BalMx
obpasuyos. CtaHpapTHas KpuBas OOSKHA ObiTb BKMOYEHA B KaXAyHo
NOCTaHOBKY.

Absorption 450 nm

0.1

0.01 T
1 10 100

Concentration {pg/ml)

Tabnvua: TunnyHble pesynbTaTbl, MOJIyYEHHbIE C WCMONb30BaHMEM
[aHHoro Habopa.
M3mepeHune Ha 450 HM, annHa BoNHbI cpaBHEHUS 620 HM.

Crangapt | IL-13, nr/mn (45%2M) cpeo:ﬁee CV, %
1 100.0 1o | 1676 14
? 00 | ogua | 0811 | 08
’ 250 | o | 03 | 27
4 125 0216 | 0217 07
0.218
° 63 | giy | 0127 | 08
° 3 ooy | 007 | 00
’ 16 | oger | 00 | 91
Brank 0.0 oo | 0020 5.0

Orl, nonyyeHHble ANs CTaHOApPTOB, MOMYT MEHSTbCS B 3aBWUCKMOCTU OT YCMOBUM
BbINOMHEHWS aHanu3a (Hanpumep, TemMnepaTypHbIA Pexum).

Kpome Toro, Ha MpoTshKeHUM Cpoka rogHOCTU Habopa aH3MMaTUYecKkas akTMBHOCTb,
W, CNeaoBaTenbHO, MHTEHCUBHOCTb OKpallMBaHWUsA, MOTYT M3MeHATbCs. Mpu aTom
peayrnbTaThl TECTUPOBAHWS OCTAKTCS 4OCTOBEPHbLIMM.

12. OrPAHMYEHUA

= TaKk Kak YCnoBMSi MOMyT MEHATbCA OT aHanusa K aHanuay,
CTaHOapTHasi Kpueasi [OMkHa OblTb BKIOYEHA B KaXyld Cepuio
aHanusa.

BMS231/3 / BMS231/3TEN, Human IL-13

] BaktepuanbHoe wnu rpubkoBoe 3arpsi3HeHne obpasuoB unu
peakTVBOB MOXET NPUBECTM K HeJOCTOBEPHBLIM pe3ynbTaTam.

. Mcnonb3yiite ogHOPa3oBble HAKOHEYHUKN.

»=  CreknsiHHas nocyaa AOMmkHa ObiTb TLLATENbHO BbIMbITA.

. HenonHasi npombiBKa HeraTVBHO BMUSIET HA TOYHOCTb Pe3yrnbTaToB.
MonHocTblo ypansnte [NpombiBouHbIA Bycep U3 syeek Mexay
LuuKnamu npombiBkM. He no3sonsvite syerkaMm BbICbiIXaTb MeXay
Laramv aHanuaa.

. Mcnonb3oBaHne pagMoMMMyHOTEpanuu 3HauUTENbHO YBENUYMIO

YMCMO NALMEHTOB C YEroBEYECKMMU aHTUMbIWKHbIMK IgG (HAMA).
HAMA wmoryT wuHTepdepupoBaTb B aHanuse, MUCMOMb3yoLeM
MbILUMHBIE  MOHOKIIOHAmNbHbIE  aHTUTena, MnpuBOAsl K  JIOXKHO
NMONOXUTENbHBLIM U NIOXKHO OTpULIATENbHLIM pe3ynbTaTam.
O6pa3subl  CbIBOPOTKW, codepXalime aHTuTena K MbIWWHBIM
MMMyHornobynuHam, moryT OblTb MpoaHanuaMpoBaHbl B cryyae,
Korja MbllMHbIE  UMMYHOrNOGYynuMHbLI  (CbIBOPOTKA, — acuuTHas
XXMOKOCTb UM MOHOKIOHaNbHbIE aHTMTena APYrov cneunduyHoCTH)
nobasnstoTes kK PasbaBuTtento o6pasuos.

13. PABOYUE XAPAKTEPUCTUKU

13.1 YyBCcTBUTENBbHOCTb

MwuHumanbHO onpegensiemMas kKoHueHTpauus IL-13, onpegeneHHasi kak
KOHUEeHTpauusa aHanuta, gatowasa Ol 3HaunTenbHo Bbiwe yYem Bydep
Ans  pasBedeHus (cpegHee nNnC 2 cTaHAAPTHbIX  OTKIOHEHWs),
coctaBuna 0,7 nr/mn (cpegHee 6 He3aBUCUMBbIX onpeaeneHuni).

13.2 BocnpousBoguMocCTb

13.2.1 Bocnpou3BOoAMMOCTb BHYTPY OOHOW cepun
BocnponsBogMmMocTe BHYTPUM OfHOW cepwuu onpegensnace B 3
He3aBUCUMbIX cepuax aHanusa. B kaxgblh cepun aHanusa 6bino
BbIMOMHEHO MO 6 onpegeneHun kaxgoro m3 8 obpasuoB CbIBOPOTOK,
cofepXKallmx pasnmyHble KoHueHTpauum IL-13. B kaxabivi nnaHweT 6binm
BKIMIOYEHbl MO [ABe CTaHOapTHble KpuBble. B Tabnuue npuBedeHbl
cpegHve 3HadveHus IL-13 un koadpdmumeHT Bapumauum Ans  Kaxgoro
ob6pasua. KoadhduuneHT Bapraumm coctaBun B cpegHem 6.0 %.

Tabnuua 3: CpegHee 3HayeHuMe KOHUEHTpauum U koahdUUMEHT
Bapvauun Ans kaxagoro obpasua
Oopazen  Cepmus Konnentpanus  Kosdhdurmment
aHAIIH3a IL-13. (mr/vm)  BapmEamuH, CV
%)
1 1 103.54 2.0
2 96.85 42
3 89.21 32
2 1 71.18 8.7
2 69.57 446
3 75.89 11.1
3 1 57.62 10.0
2 56.01 74
3 57.12 7.0
4 il 44.55 38
2 46.61 52
3 47.00 72
5 1 33.20 76
2 35.89 6.3
3 35.54 118
6 1 31.04 6.1
2 31.01 20
3 28.16 2.0
7 1 22.86 7.7
2 21.58 32
3 21.63 42
8 1 16.43 6.2
2 19.40 3.0
3 18.48 58

13.2.2 Bocnpou3BoAUMOCTb Mexay cepusmun

BocrpousBogumocts  mexay cepusimu B ogHon  nabopartopum
onpefensinacb B 3-X HE3aBUCUMbIX CEpUsiX aHanuM3a TPeMsi pasHbiMu
nabopaHtamn. B kaxagpin cepum aHanmsa 6bINO BbINOMHEHO MO 6
onpegeneHun kaxgoro mM3 8 06pasuoB CbIBOPOTKM, CcoAaepXalinx
pasnuyHble koHueHTpauuu IL-13. B kaxabli nnaHweT Oblv BKIOYEHbI
no [iBe CTaHAapTHble kpuBble. B Tabnuue npuBeaeHbl cpefHue 3HaveHus
IL-13 1 ko3dbhMumMeHT Bapmaumm Anst Kaxgoro obpasua, paccymMTaHHbIn
nm3 18 onpegenexHuin kaxgoro obpasua. KoadduumeHT Bapuauum
cocTtaBun B cpegHeMm 4.6 %.

Tabnvua 4: CpedHee 3HayeHMe KOHLEHTpauuu U
Bapvaumn Kaxporo obpasua

KoahpmumeHT



O6paseun CpeaHee 3HavYeHue Koacdhdumumenr
KOHUEeHTpauum, nr/mn Bapuauuwu, %

1 96.53 7.4

2 72.21 4.5

3 56.94 1.5

4 46.05 2.9

5 35.01 3.5

6 30.07 5.5

7 22.02 3.3

8 18.01 8.4

13.3 WUsBneyeHune

M3BneyeHve oueHnBanu Tectupysi obpasubl YernoBEYECKON CbIBOPOTKM,
oboralleHHble 3  pas’nMYHbIMU  YPOBHAMU pekombuHaHTHoro IL-13
yeroBeka. V3BneyeHue onpefensnM B TpeX  He3aBUCUMbIX
akcnepumMeHTax B 6 obpasuax cbiBopoTok. KonuyectBo aHAoreHHoro IL-
13 B He oboralleHHOIN CbIBOPOTKE MCMOMb30Banu Kak OraHk B AaHHbIX
akcnepumMeHTax. M3eneyeHne coctaesuno 93 % - 110% unu B cpeaHem
101 %.

13.4. JluHenHOCTb

4 obpasua 4ernoBeyveckon CbIBOPOTKU, C PasnuyHbiMU ypoBHaMMK IL-13,
6bINMn MpoaHanuanpoBaHbl B 4 cepusix ABYKpaTHbIX pa3sBefeHuin, no 4
noeTopa kaxgoro. B tabnuue npuBeaeHbl 3HayeHns nssneveHunst (% ot
OXugaeMoro 3HayeHusl). [okasaHo, 4YTO UW3BMeYeHWE B cpedHeM
coctasuno 109%, B guanasoHe ot 93 % ao 123 %.

Tabnuua 5
Odpa- | Paise- Konuentpauus IL-13, mr/aa
3 JdeHme Qumugaemoe HaGamgaemoe %% M3BIEHEHHA
1 1:2 - 1035 -
1:4 328 4.6 104
1:8 27.3 28.0 102
1:16 143 134 94
2 1:2 - 845 -
1:4 4222 46.8 110
1:8 234 289 123
1:16 14.4 16.5 115
3 1:2 - 40.7
1:4 20.4 243
1:8 122 132 }ég
1:16 6.6 72
1:2 - 247 -
4 1:4 12.3 2.9 102
1:8 6.5 7.7 119
1:16 39 3.6 93

13.5 CrabunbHOCTb O06pasyoB

13.5.1 CTabunbHOCTb NpY 3aMOpaXXMBaHUN-pPa3MoOpaxXnBaHUN
AnukBOTBI CbIBOPOTKM (6e3 gobasneHHoro IL-13 u ¢ gobasnexnem IL-13)
XpaHunuce npu Temnepatype —20°C 1 pasmopaxusanuce 5 pas, nocne
yero onpegenanuce ypoBHu IL-13. He Habnopanock 3HauMTeNbHbIX
notepb UMMyHopeakTuBHocTH IL-13.

13.5.2 CtabunbHOCTbL NpU XpaHEeHUU

AnukBOTBI CbIBOPOTKM (6e3 gobasneHHoro IL-13 u ¢ gobasnexnem IL-13)
XpaHunuce npu Temnepatype —20°C, 2-8°C, KoMHaTHOI TemnepaType u
npu 37°C B TeueHne 24 4acoB, Nocrie Yero onpeaensnmcs yposHu IL-12.
He Habntoganoch 3Ha4YMTenNbHbIX MOTEPL UMMYHOpPeakTMBHoOCTH IL-12.

13.6 CpaBHeHMe CbIBOPOTKU U Nna3mbl

Y HeckonbkMx WHAMBUAYYMOB CpaBHMBANUCb KoHueHTpauun IL-13 B
CblBOPOTKE W nnasme, crtabunuanpoBaHHon JOTA, uuTpatom W
renapuHoM. CyLLeCcTBEHHbIX pa3nuuuii B ypoBHsX IL-13 B onpeaensembix
obpasuax He Habniopganocb, cregoBaTenbHO, BCe 3TW  06pasubl
npurogHbl Ans  aHanusa. OpHako HacTosATENbHO pPeKoMeHAyeTcs
MCMonb30BaTb OAHOPOAHbIE 06pas3ubl ANs yHUdMKaumm nccnefoBaHnim.

13.7 CneundnyHoCTb

[aHHbIn  MeTon  pacno3HaeT  HaTMBHbIA U PEKOMOWHAHTHbIV
yenoseyeckun |IL-13. [Ons onpegeneHus cneumuUYHOCTb OaHHOro
MeToda Ha TMNEepeKpecTHyl peakTUBHOCTb Oblnv  MpOTECcTUpOBaHbI
pasnuyHbIX 6enku.

[MepekpeCTHyl0 peakTMBHOCTb He HabnwoganM HW Ans ogHoro wu3
nccnegoBaHHbIX 6enkos.

13.8 Oxuaaemblie 3HaYeHUs1

MaHenb 13 24 cbIBOPOTOK CMyYalHO BblIBpaHHbIX NPaKTUYECKM 300POBbIX
nogen (MyX4vH 1 XeHWwuH) Obina NnpoTecTMpoBaHa Ha cogepxaHue IL-
13. YpoBeHb IL-13 nexan B ananasoHe O - 44.4 nr/mn, u cocTaBun B
cpeaHeM 8.2 nr/mn, co cTaHaapTHbIM OTKNOHeHneM + 12.1 nr/mn.

BMS231/3 / BMS231/3TEN, Human IL-13

13.9 KanubpoBka

OaHHbIn  MeTOod npokanubpoBaH MO  BbLICOKOYMCTOMY Mnpenapaty
pekombuHaHTHoro IL-13, KonuyecTBeHHasi OLEeHKa KOTOpOro, B CBOM
oyepedb, 6Obina BbiNonHeHa no MexagyHapogHomy PedepeHcHomy
CraHpapTy NIBSC 94/622 1 66110 nokasaHo, YTO OHY 3KBUBANEHTHbI.
CraHgapT NIBSC 94/622 usmepsietcs B MexayHapogHbix EamHuuax
(IU), 11U cootBeTcTBYET 1 HI IL-13.

15. NMOArOTOBKA PEATEHTOB (KPATKOE U3NOXEHUE)

15.1 MpomMbIBOYHbIN Bydep (1 x)

[o6asnTe KoHueHTpaTt MpombiBoyHOro 6ydepa 20x (50 mn) B 950 mn
AVCTUNNMPOBAHHOW BOAbI.

KonuyecTtBo KoHueHTpat PaGouyero OucTunnupoBaHHas BoAaa,
CTpUNoB b6ydepa, mn mn
1-6 25 475
1-12 50 950

15.2 Pa6ouun 6ydcpep (1 x)

KonuuecTtBo KoHueHTpaTt Pa6oyero OuctunnupoBaHHas BoAaa,
CTpUNoB b6ydepa, mn mn
1-6 2,5 47,5
1-12 5,0 95,0

15.3 Cmecb KoHbloratoB
MpurotoBbTe OUOTUHOBLIN  KOHbBIOTAT
pacteop 1:50.

1:100 wn HRP-cTtpentaBuavH

KonunyectBo BuoTtuHoBbIN HRP- Pa6ounn
MUCNONb3yeMbIX KOHBbIOraT, Mn cTpenTaBUAWH, 6ydep(1x) (mn)
cTpunoB Mn
1-6 0.03 0.06 291
1-12 0.06 0.12 5.82

15.4 CraHpapTt

PactBopute numodwunmampoBaHHbin cTaHgapt Pabounm bydepom
(TOYHbI 06bEM CTaHAAPTHOrO PacTBOpPa, KOTOPbIV AOIHKEH NOMYYNTHCS B
pesynbTaTe pacTBOPEHUsl, yka3aH Ha aTukeTke cpriakoHa).

16. MPOTOKOI TECTA (KPATKOE U3NOXEHUE)

1. TpombITb A4erkn nnaHweTa Aaxabl IpoMbIBoOYHbIM Gycepom

2. [o6GaBbte no 100 mkn PasbaBuTensi o6pa3uoB B SAYEiKM,
npegHasHayeHHble ansa CtaHaapToB (B Aybnsx).

3. lMpurotoBbTe  CcTaHdapTHble  pasBefeHus Ha  nnaHwere:
nobasneHnemM 100 mkn pasbasneHHoro CtaHgapTa VE-kaarepvHa B
avyenkn A1 n A2, cospavite passBefdeHusi ctaHgapta VE-kagrepuHa
nepeHocom no 100 MKN 13 sveikn B S4einky. YaanuTe v BelbpocuTe
100 MKn XunAKoCTu U3 nocnefHux syeek (G1, G2).

AnbTepHaTuBHOEe  pasBedeHve  CcTaHdapTa B npobupkax:
nunetuposatb 100 MKN 3TUX pa3BedeHnn cTaHaapTa B NMyHKN.

4. BHecute no 100 mkn Pas6aButens o6pa3uoB B siueikm «bnaHk».

5. BHecute no 50 wmkn PasbaButenss o6pasuoB B SYENKM,
npegHasHa4yeHHble ans 06pasuos.

6. BHecuTe no 50 mMkn kaxgoro o6pasua B COOTBETCTBYHOLLNE SYENKU.

7. TpurotoBbTe CMECb KOHBLIOraToB.

8. [o6GaBbTe No 50 MK CMECH KOHBbIraTOB BO BCE SAYENKU.

9. BakpoiTe nnaHwWeT NNEHKON 1 MHKYOUpYNTE 2 Yaca npu KOMHaTHOW

Temnepatype (18 — 25°C).

10. TMonHoCTblO yAanuTe COoAepXMMOe S4YeeK U MpoMovTe suenkn 3
pa3a MpomMbIBOYHbLIM Gydepom.

11. BHecute no 100 mkn Cy6ctpatHoro pactBopa TMB Bo
BCe AYeWiku, BKItoyast brnaHk.

12. VHKyGupyiTe npu KOMHaTHOW TemnepaType npumepHo 10 MUHYT.

13. Hobaebte no 100 mkn cTton-pacTBOpa BO BCE SYEWKWU, BKIOYasi
BnaHk.

14. OnpepenuTte ONTUYECKYD MMOTHOCTb siveek npu 450 HM npoTuB
«BnaHka», xenatenbHO WcNonb3oBaTh ANNHY BOJHbI CPaBHEHUS
610-650 HM.

3amevaHue: [insa ob6pa3yoB, pa3GaBneHHbIX COrMacHO MHCTPYKLUU,

YMHOXbTe pe3ynbTaT, MOJlyYeHHbI NO CTaHOAPTHOW KPUBOM Ha

c¢hakTOp pasBeneHus 2.
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