HABOP UDA

AnA KONMMIMYECTBEHHOIO ONPEAENEHUA
MbILLUHOIO IL-12

BMS616 / BMS616TEN, Mouse IL-12

Kamanoz. Ne: BMS6016/BMS616TEN
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UHCMPYKUUU Ha aHa/ulckoM Si3biKe, 8/10XeHHOU 8 Habop.
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Tonbko Ans uccnedosamensckux yenel
He Ons ucnonb3o0eaHusi 8 uazHOCMUYeCKUX unu
mepaneemu4eckux npoyedypax

1. HASHAYEHUE UCNOJIb3OBAHUA

[aHHbIn Habop npedHasHadeH Ans KONMYECTBEHHOro onpedeneHuns
MbilWwKWHOrO  IL-12. Habop npegHasHayeH Tonbko  Ans
uccnepoBaTenbCKUX Lenel M He JAOMKeH WCNoNb30oBaTbCA B
PYTUHHbIX 4UarHoCTUYECKUX npoueaypax.

2. BBEAEHME

MHTepnenkuH-12 — 370 NNEMOTPONHbIA LUUTOKWH, MpexHee HasBaHue -
dakTop co3peBaHusa uUMTOTOKCMYeckux numdouutoB (CLMF) wnn
dakTop, CTUMYNUpyLWMA HaTypanbHble kunnepbl (NKSF), koTopbin B
nepBylo ouvepedb CUHTE3UPYeTCsl CTUMYNMMPOBaHHBIMK Makpodaramu.
Bbin ngeHTMMUMPOBaH Kak dakTop, NpoAyuMpyeMbin NnHnen B-kneTok.
Mexngy Tem, nokasaHo, 4To IL-12 gBnsetca nposocnanuTenbHbIM
LUMTOKMHOM, CUHTEe3upyembiM charouutamu, B-kneTkamm w  ppyrumm

aHTUreH-Npe3eHTUPYOLLMMM KneTkamu, KoTOpble MOAYNUpYHOT
afanTVBHbIA ~ UMMYHHbIA  OTBET  MPEeMMYLLECTBEHHO  CTUMYNMpys
npogykumio T-xennepoe | Tuna.

IL-12  BnuAeT Ha  pasHoobpa3Hble  Ouomnorvdeckue  ahdekThl,

nposiBNsaoLLMecs B YernoBeyecknx T-kneTkax U HaTypanbHbIX Kunmnepax.
Kpome  ctumynsiumm  passutua  Thi1-kmeTok 1M cnocobHoCTM
aKTUBM3MpOBaTb  LMTONMUTMYECKYID  aKTMBHOCTb  OH  ornocpeayeT
HekoTopble K3 dusnonorndyecknx apdekTos, AENCTBYS B KayecTBe
CUMBbHOTO WMHAYKTOpa CUHTe3a uHTepdepoHa ramma (IFNy) n gpyrux
LUMTOKUHOB B nepudpepuyeckon kposu T- n NK-knetkamu. IFNy, B cBOtO
oyepenp, ycunmBaeT CnOcoBGHOCTb charoumToB npoayumpoBath IL-12 u
apyrve npoBocnanuTenbHble  LUTOKMHbL.  Takum  obpasom, IL-12
ctumynupyet gdencteve IFNy no nmpuHUMny nonoxwTtensHow obpaTHow
CBSA3W, KOTOpasi NPEACTaBNSAETCS BaXHbIM YCUIIMBAIOLLMM MEXaHU3MOM B
BOCManuTenbHOM OTBeTe Ha UHMeKLMK.

Ero ponb (B HanpaBnewun passutuss Th1-Tuna uMMyHHOro oTBeTa
HaMBHbIX T-KMETOK) COCTOUT B perynauuM KWMMYHHOro oTBeTa W
npeanonaraeT ero noTeHUuanbHoe NCNoMb30BaHNe B Tepanumn paka.

3. MPUHUMN TECTA
AHTUTENA, cneundpuyHble K
copbrpoBaHbl B yerikax nnaHweTa.

IL-12, Cop6upoBaHHble AYenKu

Y MOHOKINOHarsbHble
aHTutena

MbIWnHBIN IL-12 B oOpasue wunu MepBas nHky6auusa
cTaHOapTe CBA3bIBAETCSl C aHTUTENamu B
siyenkax nnaHwera. LOob6aBnsiembin
KOHblorat B1OTWH-MOHOKNOHanbHbIe
aHTu- IL-12 aHTuTena cesi3biBatoT IL-12,

3axBayeHHbIN NepBbIMU aHTUTENAMW.
{) -CtaHgapT vnu obpasey,

~ - BMOTMHOBBI KOHbIOraT

Mocne nHkyGauum n NPOMbIBKM U3 S4Yeek
yhansieTcsi He CBA3aBLUMACA GUOTUHOBBIN
KOHblOraT, M B s4elikn pJobasBnseTtcs
KOHbloraT  CTpenTaBUAMH-Nepokcuaasa,
CBSA3bIBaKOLLNA OUOTUH,
KOHBHIMMPOBaHHbIN C IL-12 .

Bropas uHky6aums

[}

. CrpenTaBugnH-HPR

TpeTbs MHKYGauus

Mocne BTOpPOW MHKY6ALMN 1 NPOMBIBKM 13

Ayeek yganseTca  He  CBA3aBLUMIACA ~ 1 I
CTPEnTaBUANHOBBIV KOHBIOTAT, U B A4eiKn T
pobasnsieTcs  cybcTpaTHbI  pacTBop,

KOTOPbIV B3avMoaeNncTByeT c Y
bepMeHTHbIM KOMMIIEKCOM c P - CyGerpar

o6pasoBaHeM OKpaLLeHHOro pacTeopa.

MHTEHCMBHOCTb OKpacku, M3amepeHHas Ha — S

AnvHe  BonHbl - 450 HM,  npsiMo [ p———
nponopumnoHanbHa KoHueHTpauum IL-12 , ,E, ,E, .
NpVCYTCTBYIOLLErO B obpasuax.

KoHueHTpauua IL-12 B obGpasuax \I-’

onpefensieTca no CcraHOapTHOW KpuBOW,
MOCTPOEHHOW MO 7 MPUrOTOBIIEHHbLIM
pa3BeeHVsiIM cTaHAapTa.

== - [IpopearupoBaBLuni
cy6eTpat

4. NOCTABNAEMbIE PEATEHTbI

4.1 PeareHTbl B Habope MbiwuHbin IL-12 ELISA BMS616 (96

TEeCTOoB)
MukponnaHuierT, NOKPbIThIN MOHOKIOHanbHbIMM 1 nnaHweT
aHTUTenamMm K MbimHomy IL-12
BuotvHoBbIM KOHBIOraT MOHOKMOHaNbHbIX aHTU— 1 prakoH
MbIWKHLIX IL-12 aHTuTen, 100 mkn
KoHblorat cTtpentaBuavHa ¢ nepokcupaason xpeHa, 1 cprakoH
150 mkn
CtaHpgapT, NMonnM3npoBaHHbIN, 4 Hr/MN 2 cpnakoHa
KoHueHTpaT Pabouero 6ydepa 20x (PBS ¢ 1% 1 donakoH
Tween 20 n 10 % BSA), 5 mn
MpombiBatowmm pacTeop, koHueHTpar 20x (PBS ¢ 1 donakoH
1% Tween 20), 50 mn
Cy6ecTpatHbin pactBop (TMB), 15 Mn 1 conakoH
Cron-pactBop (1M doccopHas kucnora), 15 mn 1 donakoH
Fony6on kpacutens, 0,4 mn 1 donakoH
3enéHbin kpacutenb, 0,4 mn 1 conakoH
KpacHbin kpacutens, 0,4 mn 1 donakoH
MnéHku anAa 3akneMBaHUA CTPUNOB 4

4.2 PeareHTbl B Ha6ope MbiwuHbin IL-12 ELISA BMS616 TEN (10 x
96 TecToB)

MOHOKMoHarnbHbiMy 10
nnaHweToB

MukponnaHuierT, NOKPbIThIN
aHTUTEeNnamMm K MbilnHomy IL-12
BuotuHoBbIN KoHBIOraT MOHOKMOHAMNbHbLIX aHTU—
MbIWKHLIX IL-12 aHTuTen, 100 mkn

KoHblorat ctpentaBuamMHa C NepoKkCcUAason XpeHa,
150 mkn

CtaHpgapT, NMonnM3NpoBaHHbIA, 4 Hr/Mn

10 cbnakoHoB
10 cbnakoHoB

10 dnakoHoB

KoHueHTpaT Pa6ouero 6ydepa 20x (PBS ¢ 1% 2 ¢pnakoHa
Tween 20 n 10 % BSA), 5 mn
MpombiBatowmn pacTeop, koHueHTpar 20x (PBS ¢ 5 dnakoHoB

1% Tween 20), 50 mn
Cy6eTpatHbin pactBop (TMB), 15 Mn
Cron-pactBop (1M doccopHas kucnora), 15 mn

10 cbnakoHoB
10 dnakoHoB

Fony6on kpacutens, 0,4 mn 6 cpnakoHoB
3enéHbin kpacutenb, 0,4 mn 6 cpnakoHoB
KpacHbliin kpacutensb, 0,4 mn 6 chnakoHoB
MnéHku ansa 3akneMBaHUA CTPUNOB 20

5. UHCTPYKUUU NO XPAHEHUIO — HABOP NDA

XpaHuTe KOMMOHEHTLl Habopa npw Temnepatype 2-8 °C. Cpasy nocne
MCNONb30BaHWUs BEPHUTE peareHTbl B XONOAWNbHUK. XpaHuTe 4o AaThbl,
yKa3aHHOW Ha ynakoBKe peareHTOoB.

TonbKo NpyU COOTBETCTBYIOLLEM XPaHEHWUU U UCKITHOYEHUN KOHTaMUHALMK
BO Bpemsi npeapblayLliero ucnonb3oBaHus Habopa rapaHTupyeTcs
KayecTBeHHas paboTa peareHToB.

6. 3ABOP U XPAHEHUE OBPA3LIA

CynepHaTaHT KynbTyp KMETOK U CbIBOPOTKA MOryT OblTb UCMONb30BaHbI
ANs aHanuaa AaHHblM MeTofdoM. [ipyrvue Guonormyeckue obpasubl Takke
MOryT 6bITb Ucnonb3oBaHbl. OTAENUTE CbIBOPOTKY OT CryCTKa Kak MOXHO
6bicTpee.

O6paTuTb BHMUMaHMEe Ha BO3MOXHbIN "XyK-9pdeKT" B CBSA3M C BbICOKON
KOHLeHTpauwmen obpasuos (CM. pazgen 11).



O6pasupl, cogepxalume BUANMBIN npeuunuTar, Heobxoanmo
LeHTpudyruposaTb ANs OTAENeHWs npeuunuTata Ao aHanusa. He
MCMOMb3yNTe CUMBHO reMONN3NPOBaHHbIE UK NUNEMUYHbIE 0bpasLbl.
Ecnn obpasubl He 6yaoyT npoTecTupoBaHbl B AeHb cbopa, TO uX
HeobXxoauMO anuKBOTUPOBATb, 3aMOPO3UTh U XPaHUTb NpU TemnepaTtype
-20 °C unu Huxe, 4ToBbl NPEaoTBPaTUTL NoTepto 6uoakTMBHOCTM IL-12 .
Ecnn aHanus 6ygeT BbiNonHeH B Gnuxaiiwme 24 yaca, obpasupl MoryT
XpaHuTbes npu 2-8 °C.
M3berante MNOBTOPHbIX
0o6pasLoB.

LUMKIMOB  3aMOpaKuBaHUA-pa3MOopa>KuBaHUA

7. TPEBYEMbIE, HO HE MOCTABNAEMbIE MATEPUATbI

. KannbpoBaHHble nunetkn Ha 5 mn n 10 mn

e  KanubpoBaHHble NMNeTkn ogHOKaHarbHble NepemMeHHoro obbema ¢
0O[HOPa30BbIMM HaKkoHeYHUKkamu Ha 5 — 1000 mkn

e MHorokaHanbHble NMUNETKN C OJHOPA30BbIMU HAaKOHEYHUKaMu Ha 50
— 300 mkn

e  BaHHOuka gns peareHTOB AN UCMOMb30BaHUS C MHOTOKaHarbHOW
nuneTkown

e  KanubpoBaHHble cTakaHbl
NPUroTOBMNEHUS PEeaKT1BOB

e PyyHoe unu aBTOmMaTnyeckoe npombiBaioLLee yCTPONCTBO

. MukponnaHweTHeln pugep € ¢unbtpoM Ha 450 HM U4, no
BO3MOXHOCTU, (OUMBLTPOM CpaBHEHNS = 620 HM

e [ncTvnnupoBaHHas UnNu 4EMOHU3MPOBaHHas BoAa

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

n  unnumHapebl, Heobxoaumble Ans

8. NMPEOOCTEPEXEHUA NO UCNONb30OBAHUIO

1 Bce xumukaTbl cunTaTh NoTeHuManbHO onacHelMKU. PekoMmeHayeTcs
MCMONb30BaHME OaHHbIX PeareHTOB TOMbKO KBannUUMpPOBaHHbLIM
nepcoHanom B nabopaTopHbix ycrnosusix. cnonb3oBaTtb 3alUMTHYHO
ofexay, o4kv u nepyatku. N3beraTb KOHTaKTa C rmasamu U KOXem.
B cnyyae koHTakTa, NPOMbITb C 6OMbLUMM KONMMYECTBOM BOAbI.

2. Habop npegHasHaveH TONbKO ANS UccreaoBaTenbCkux Lenen u He

OOMKEH  WUCMOMb30BaTbCA B PYTUHHBIX  AWArHOCTUYECKMX

npoueaypax.

He cmelunBaiiTe pasHble MOThbl U peareHTbl U3 pasHbIX JIOTOB.

He vcnonb3ayiiTe peareHTbl C UCTEKLLUUM CPOKOM XPaHeEHWs!.

M3berante obnyyeHns peareHTOB CUMbHbIM MCTOYHUKOM CBEeTa BO

BPEMSI XpaHEHUs1 U UHKYGaLun.

6. He nunetupyinte pTom.

7. Henb3a ecTb unu KypuTb B MecCTe, 4e XpaHsiTCsi peareHTbl U
0o6pasLbl Unu B MecTe, rae npoBOAMTCS aHanus.

8. WN3beranTe koHTaKkTa peareHTOB C KOXeW 1 CIU3NUCTbIMU.

9. nMpu pyyHom MeTode aHanuM3a MNOMb3yMTECh  NaTEKCHbIMU
nepyatkamu Ans 3almTbl pyk.

10. WsberaiiTe KOHTakTa cybGcTpaTHOro pacTBopa C MeTannamu wu
OKUCIIUTENSIMUA.

11. W3beranTte pa3bpbi3rnBaHnsi 1 obpa3oBaHunsi aspo3onen.

12. YT06bl M3GEXaTb MUKPOOGHOrO 3arps3HeHUs WNKn  3arps3HeHus
peakTMBamMu W MOMyYeHWss B  pe3ynbTate HegoCTOBEPHBIX
pesynbTaToB, NONb3yWTECH OAHOPA30BLIMU HAKOHEYHUKAMU.

13. Wcnonb3ynte 4ucTylo, cneumanbHO BbiOEMeHHy nocyay Ans
KOHBIOraToB 1 Cy6CTpaTHOro pacTeopa.

14. 3arpsi3HeHue KUCNOTON MHAKTUBUPYET KOHbIOraT.

15. NS npuroToBneHnWs peakTVBOB WCMOMb3yNTe AUCTUIIIMPOBaHHYHO
UV OEMOHU3NPOBaHHYO BOAY.

16. Cyb6CTpaTHbI pacTBOp AOMKEH WMMETb KOMHATHYl Temnepatypy
nepef Ucnonb3oBaHMeM

17. Ob6e33apaxwuBante nocre paboTbl o6pasubl, Tak Kak OHU MOryT
ObITb MHULMPOBaHbLI, NPEeaNOYTUTENBHO AaBTOKMABUPOBAHUEM HE

o

MeHee 1 yaca npn 121.5 C

18. >Kupgkve oTxopbl, He coepXaliue KUCMOTY, U HEWTpanu3oBaHHbIe
HeobxoAMMO cMellaTb C pacTBOPOM TMMOXMOpUTa HaTpUs Takum
obpasom, 4TobGbl nonyunncs B utore 1% pacTBOp rMnNoxnopuTa.
OcTaBbTe mMomnyyeHHyto cmecb Ha 30 MUHYT Ans 3ddEKTUBHOrO
obes3apaxuBaHuns. Xugkve OTXOAbl, coAepXaliue  KWCMOTY,
HeobxoouMo HelTpanusoBaTb [0 06e33apaxuBaHus pPacTBOPOM
rmnoxsiopuTa HaTpus.

o rw

9. NOArOoTOBKA PEATEHTOB

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

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

Kpuctannsbl,

9.1 MNpombiBatowmin pacteop (1 x)

PasbaBbte 50 Mm KOHUEHTpata  AMCTUIIMPOBAHHOM  Unun
[EeVNOHN3NPOBaHHON BOAOW B MEPHOM LMNMHAPE OO0 KOHEYHOro obbéma
1,0 n. Nepemewwarite, nsberasi BCneHNBaHus1.

XpanuTte lNpombiBaloWmi pacTBop npu 2-2500. [NpombiBatoLWmnn pacTeop
ctabuneH 30 gHen.

MpombiBatowmi pacteop (1 x) Takke MOXeT ObiTb NPUrOTOBMEH COrfacHo
cnegywollen Tabnuue:

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

1-6 25 475

1-12 50 950

9.2 Pa6ouuu 6ydep (1 x)

XopoLuo nepemellanTe KoHueHTpaT Pabouero 6ydepa. PasbasbTe 5,0
MIT KOHUEeHTpaTa AWUCTUMNUPOBAHHON BOAOW B MEPHOM UMNMHAPE A0
KOHe4yHoro obvéma 100,0 mn. MNepemelsaiTe, usberas BCNEHWBAHUS.
Xpanute Pasbasutens obpasuoB npu 2-8 °C. PasbasuTens obpasuos
ctabuneH 30 gHen.

Pabounin B6ydep (1 x) Takke MOXeT ObiTb MPUrOTOBMEH COrMacHo
cnegywllen Tabnuue:

Kommuecteo memone- | Kommemtpar Pazoasutena | IucTunmmpopan-
3VeMBIX CTPHIIOB 0BPA3LOE. M7 HAF BOIA, M

1-6 2.5 47.5

1-12 3.0 93,0

9.3 KoHblorat 6uoTtuHa

3ameTbTe, UTO KOHBIOrat 6MOTUHA OOMXKEeH ObITb UCNONb30OBaH B
TeueHue 30 MMHYT nocne pa3BeAeHUs.

MpurotoBbTe HeobXoAMMOEe KONMYecTBO OWOTUHOBOTO KOHbLIOraTa,
pasBeas OuoTuHOBBLIN koHbloraT B 100 pa3 pabouum 6Gydepom
HEMoCpPeACTBEHHO nepen WUCMNOMb30BaHMEM B YMCTOW MIACTUKOBOW
nocyae, cornacHo Tabnuue:

Kon-so ctpunos Konuerrpar romsiorara, Ma Pabo=mii Bydep, ma

1-6 0.03 297

1-12 0.06 5.94

9.4 CrtpentaBugnH-HRP

3ameTtbTe, yTo CrtpentaBuanH-HRP gomxeH ObiTb MCNONbL30OBaH B
TeueHue 30 MMHYT nocne pa3BeAeHUs.

PasbaBbTe koHUeHTpaT KoHblorata Pabounm 6ycdepom B COOTHOLLEHNUM
1:100 B uncrom nocyge.

Kon-go cTpunos CrpentaBugnH-HRP (mn) Pabouuit bydep(1x) (mn)

1-6 0.06 5.94

1-12 0.12 11.88

9.5 CrtaHgapt MbiwwuHoro IL-12

Pacteopute MbiwnHbIM CTtaHaapT IL-12 B AucTMRNUpoOBaHHONM Boae.
Heobxoanmbin 06bem AN pacTBOPEHWS ykasaH Ha 3TMKeTke dnakoHa,
cogdepxallero craHaapt. OCTOPOXHO nepemelLuBaiiTe OO MNOMHOrO
pacTBopeHusi. KoHeuyHasi KOHLEHTpauusi Mony4YeHHOro  pacTtBopa
cocTaBuT 4 Hr/mMn. ocTaBuTb cTaHgapT Ha 10-30 MuHyT.

Mocne nMcnonb3oBaHUA OCTaBLUMACS CTAHAAPT HE MOXET XPaHWUTbCA W
OOMmKkeH BbITb BbIGPOLUEH.

Pa3BeaeHuss ctaHaapTa MOryT NPOM3BOAWTLCS HEMOCPEACTBEHHO Ha
nnaHwerte (cM. nyHKT 10c) unu anbTepHaTMBHO B nNpobupkax (cM. MyHKT
9.5.1)

9.5.1 BHewHee pa3BegeHue CtaHgapTa

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

3areM noarotoBUTb CeEpUNHbIE pasBefeHns 1:2 gna  craHgapTHOW
KPVBOW KaK yKka3aHO HUXe:

MunetuposaTb 225 mkn Pa3baButens ObpasLoB B kaxay Npobupky.
MuneTtupoBaTb 225 MKN BOCCTaHOBMEHHOrO CTaHAapTa (KOHUeHTpauusi
ctaHgapta = 4 Hr/mn) B nepByl nNpobupKy, nomeyeHHyiw S1, n
nepemeluaTb (KOHUEHTpauus ctaHaapTa 1 = Hr/mn).

MunetupoBaTb 225 MkN 3TOro pacTtBopa BO BTOpyl NpPoGMpKY,
noMeyeHHylo S2, 1 TWaTenbHO NepemMellaTb Nepen creaylowmm
nepemeLleHnem.

MoBTopuUTb cepuiiHble pa3BedeHuss ewe 5 pa3, Takum ob6pas3om
dopMMpys TOUKM CTaHAAPTHOW KprBOM (CM. PUCYHOK HIDKE).

Pabounit Bycep cnyxut B kayecTBe GnaHka.



MepeHocutb no 225 mkn

S1 S2 S3 S4 - S7

BoccTaHoBnEHHbI Pas6aBsuTens
CraHgapT MbiwmHoro obpasuos
IL-12 225 mkn

Ypanutb 225 mkn

9.6 [oGaBneHue oKpalMBalLMX peareHToB: rony6oro, 3eneHoro
U KpacHoro

Ons  ucknodeHnss ownbok B MUNeTUpoBaHuM npu paboTte cC
MMMyHOodepMeHTHbIMU Habopamn cdupma Bender MedSystems Tenepb
npeanaraeT OOMNOMHUTENbHOE CPeACTBO Af1si KOHTPOSs NUMNETUPOBAHUS
Jaxe o4yeHb MarneHbknx o6bEMOB peareHTOB — Kaxabl peareHT byget
oTNM4aThCs OT APYrUX LIBETOM.

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

1. PazbaBuTtenb obpa3uoB: nepeq pasbasneHvem obpasLoB gobaBbTe
rony6on kpacutenb B cooTHoweHun 1:250 (Cm. Tabnuuy) B pabounii
pactBop Pa36aButens o6pa3uyoB (1x) ¥ BbiNOMHAWTE Aanblue
uccnenoBaHue, cregyst UHCTPYKUUK.

5 mn Pasbasutens o6pasLios 20 mkn Fony6o20 kpacumensi

12 mn Pasbasutens obpastios 48 mkn M'ony6020 kpacumenst

50 mn Pasbasutens obpasLos 200 mkn Fony6020 kpacumensi

2. KoHblorat 6uoTMHa:
GUOTMHOBOTO  KOHBlOraTa
cooTHoweHun 1:100 (cmoTpu Tabnuuy) K
ucrnonb3yemoMy  Ansg  pasbaBneHus  KOHbloraTa,

BUOTUHOBBIV KOHBIOTaT MCHOHbSyﬁTe COrnacHO UHCTPYyKUUn.

nepep,
nobaebTe

pasbaBrneHvemM  KOHLeHTpaTa
3enéHbIn  Kpacutenb B
Pabouemy 6ydepy,
OKpaLLEHHbI

3 mn Pabouero bydepa (1 x) 30 mkn 3enreHo20 Kkpacumensi

6 mn Pabouero bydepa (1 x) 60 Mkn 3esreHo20 Kkpacumensi

12 mn Pabouero 6ydepa (1 x) 120 mkn 3esreHo20 kpacumensi

3. Konblorat cTpentaBuauHa: nepes pasbaBneHveMm KoHUeHTpaTa
KOHbBlOraTa cTpenTaBuavHa C Nepokcnaason xpeHa AobaBbTe KpacHbIN
Kpacutenb B cooTHoweHun 1:250 (cmoTpu Tabnuuy) k Paboyemy
6ydepy, ncnonbayemoMmy Ans pas3baBneHus KoHbloraTa, OKpalleHHbI
CTPENTaBUANHOBBIN KOHBIOTAT MCMOMNb3YNTE COrMacHO MHCTPYKLIUN.

6 mn Pabouero 6ydepa (1 x) 24 vmkn KpacHozo kpacumensi

12 mn Pabouero 6ydepa (1 x) 48 mkn KpacHozo kpacumensi

10. MPOTOKOJ1 AHANU3A

a. Bce peareHTbl n obpasubl nepeq HavyanoMm aHanusa OMKHbI OblTb

BblAepXaHbl NpU KOMHaTHOW TemnepaTtype. XXwuakue peareHTbl
TWaTenbHO NnepemellanTe OCTOPOXHbLIM NepeBopaynBaHMemM nepen
ncnonb3oBaHneM, nsberasi o6pasoBaHusl NEHbI.
HoctaHbTe Tpebyemoe pAnA npoBedeHUs aHanmsa 4ucno 8-
NYHOYHbIX cTpunoBs. MNMomecTnTe Tpebyemoe KONMYecTBO CTPUMOB B
gepxatenb (kK Heobxogumomy uucny sdeek ana  O6pasuos
nobaBbTe sAvenkun ans bnadka, CtangapToB un KoHTpons). Bce
CraHgapTbl, Brnank n O6pasubl HeobxoAMMO aHanuaupoBaTb B
ayo6nsax. Hemcnonb3oBaHHbIe CTpUnbl cpasy ybepuTe B nakeT C
OCyLLUUTENEM U XpaHWUTE NIIOTHO 3aKpbITbiM Npu 2-8°C.

b. TlNpomownTte syerikn 2 pasa 400 mkn lNMpombiBoyHOro Bydepa,
MOSIHOCTBIO YAAMNSsA XUAKOCTb Mexay npombiBkamu. OCTaBuTb Ha
10-15 cekyHa. W3beranmte uapanuH Ha MOBEPXHOCTU SYEEK.
CTpsxHWTe nnaHweT Ha dwunbTpoBansHo Oymare nocne
nocnegHew npombiBKM. Mcnonb3yhTe CTpunbl HEMEANEHHO nocne
CTPAXVMBAHNUA UNW MakcMMym 4Yepe3 15 MWHYT Mpu ycnoBum, 4To
CTpUNbl  YNOXeHbl Ha BRaxHyl dunbTpoBanbHylo Oymary B
nepesépHyToMm Buae. He no3sonsinTe As4enkam BbiCcbixaTb!

c. Pa3sBepeHme crTaHgapTta Ha nnaHweTte (anbTepHaTUMBHO
pa3baBneHve cTaHgapTa MoxeT ObiTb MPUroTOBIEHO B Npobupkax):
HobasuTtb 100 mkn Pa3basutens ans obpasuoB B Aybnsax KO BCeEM
cTaHgapTam. MpurotoBbTe cTaHAapTHble pasBedeHus
nobaenenvem no 100 mkn pasbaeneHHoro CTtaHgapTa (pasgen
«MpurotoBneHue peareHToB» 9.5) B sivenkn A1 n A2 B gybnsx (Cm.
Tabn. 1). Nepemelwavite cogepxnmoe sveek A1 n A2 n nepeHecute
no 100 mkn pactBopa u3 syeek A1 n A2 B ayenkn B1 n B2
COOTBETCTBEHHO. BO Bpems aTMx MaHunymnsumMi nocrapaviTechb He
nouapanartb BHYTPEHHIOI MOBEPXHOCTb syeek. [loBTopuTe nepeHoc

j. MpurotoBbTe

N pasBegeHve cTaHgaptoB 5 pas, nonyysB B uTore 2 psga
pasBegeHui CtanpgapTa IL-12 B guanasoHe ot 2000.0 go 31.3
nr/mn. Yaanute u Bbibpocnte 100 MKN XKMAKOCTM M3 MOCReaHUX
aveek (G1, G2).

MepeHocuTb no 100 mkn

S1 S2 S3 S4 - S7
BoccTaHoBneHHbI Pas6aButenn Ypanute 100 mMkn
CTtaHgapT MbILXHOIO obpasuoB
IL-12 100 mkn

[Mpn BHewWwHeM pa3BegeHUu cTaHgapTa nuneTupoatb 100 Mk 3TUX
pa3BefeHun ctaHaapToB (S1-S2) B NyHKM AnNs CTaHAapTOB COrNacHo
Tabnuue 1.

Tabnuua 1: Cxema pacnonoxeHusi obpasuos, 6naHka u ctaHaapToB
Ha nnaHweTe.

1 2 3 4

A ([[CT#1 Ct#1 01 01
(2000.0 nr/mn) (2000.0 nr/mn)

B |[Cr#2 Ct#2 02 02
(1000.0 nr/mn) (1000.0 nr/mn)

C |[CT#3 CT#3 03 03
(500.0 nr/mn) (500.0 nr/mn)

D |[CrT#4 CT#4 04 04
(250.0 nr/mn) (250.0 nr/mm)

E [[CT#5 CT#5 05 05
(125.0 nr/mn) (125.0 nr/mn)

F || CT#6 CT #6 06 06
(62.5 nr/mn) (62.5 nr/mn)

G | CT#7 CT#7 o7 o7
(31.3 nr/mn) (31.3 nr/mn)

H || BnaHk Bnank 038 08

Ct1 — CraHpgapT, O — o6pasen

d. Bnrecute no 100 mkn PasbaButensi obpasuoB B Oybnukate B
avenkn «bnaHky.

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

COOTBETCTBYIOLLNE AYENKN.

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

h. Jo6aebTe no 50 Mk GUOTMHOBOrO KOHbIOraTa BO BCE SAYENKU.

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

CTpenTaBMAUHOBbLIN KOHBblOraT (paspen
«[lMpuroToBneHne peareHToOB»).

k.  CHumute nneHky. [lonHOCTbIO yOanuTe COOEPXKUMMOE siYeek
acnupauven unu gekaHtuposaHueM (cnueom). Mpomoiite syenku 4
pasa Kak ykasaHo B Luare «C.» HacTosiero npoTtokona. Nepexoaute
HeMeZaNeHHo K creayloLlemy ary.

. BHecute no 100 wmkn pasbaBneHHoOro
KOHblOrata BO BCe f4elky, BKItoYas bnaHk.

m. 3akpoviTe NraHLWeT NIEHKOM N NHKYOupynTe 1 Yyac npu KOMHaTHOM
Temnepatype  (18-25°C), ecnm  BO3MOXHO,  WCMOSb3yiTe
opbuTanbHbIN BCTPSXMBATENb, YCTAHOBMEHHbIV Ha 400 06/MUH.

n. CHumute nneHky. [lomHOCTBIO yganuTe CoAepXuUMoe SAveek
acnupauven unu gekaHtuposaHueM (cnueom). Mpomoiite syenku 4
pas3a Kak yka3aHo B Luare «C» HacTosiliero npoTtokona. MNepexogute
HeMeaneHHo K creayloLlemy ary.

o. Bnecute no 100 mkn Cyb6erpaTtHoro pactBopa TMB Bo Bce
AYENKN.

p. WHkybupyiiTe npu KOMHaTHOM TemnepaType B TEMHOTE B TeYeHue
npumepHo 10 MUHYT. Bpems nHkybaumm c cybcTpaTHbIM pacTBOpOM
onpeaensieTcs TUNOM MCMosb3yeMOro MUKpPOMMaHLLETHOrO puaepa.
MHoruve puaepbl Cnoco6HbI cYMTaTh ONTUYECKYHO MIIOTHOCTb TOMBKO
0o 2,0 Ea ontuyeckon nrioTHOCTH.

CcTpenTaBMaAUHOBOrO

Ona nopobHbix (¢OTOMETPOB peakuuss [AOMKHaA ObITb
OCTaHOBJiIeHa A0 AOCTUXeHUs Hauboree APKO OKpaleHHbIMU
fAiYeKamMu npefena U3mMepeHUst MIHCTPyMeHTa.

PekomeHayeTca gobaBneHne cton pacTBopa, Korga HavBbICLUWA
cTaHZapT [OCTUI TeMHO-CuHero uBeTta. Peakums gomkHa 6biTb
ocTaHoBneHa kak Tonbko CtaHgapT 1 pgoctur 3HadeHus Ol 0.9 —
0.95.



q. [HobaBbTe no 100 mkn cTom-pacTBopa BO BCe SYelKu, BKMOYas
«BbnaHk», 4ToBbl MOMHOCTBLIO MHAKTUBUPOBAaTbL PEPMEHT B AYENKax.
BakHO BHOCUTbL CTOM-peareHT GbICTPO U C TOW e CKOPOCTbH, YTO U
cybctpaTHbil  pactBop.  OnTUYeckyld  MNOTHOCTb  cyMTaTh
HEMeZNEHHO NOoCne BHECEHMUSI CTOMN-peareHTa unu B TeveHre 1 yaca
npu YCNOBWMW, YTO CTPWUMNbl HaxoOWnUCb BCE 3TO BpeMs Mpu
Temnepatype 2-8°C B TeMHOTE.

r.  Onpegenute ONTUYECKYH MIOTHOCTb BCex sAdyeek npu 450 HM
npotmB «bnaHka», »enaTenbHO WCMONb30BaTb AJIMHY BOJHbI
cpaBHeHuss 620 HM (monycTUMa [AnuHa BOMHbI CpPaBHEHWUS B
avanasoHe 610-650 HM). BrnaHkvpyiiTe MUKponnaHWeTHbIV pUaep
COrmacHO  PYKOBOACTBY MPOWU3BOAWTENS,  MUCMONb3ys  SYENKM
«BnaHk». Onpegenute Ol kak B svelikax, cogepxalumx obpasupl,
Tak M B Yeikax, coaepxalmnx passegeHus ctangapta IL-12 .

3ameyaHue: ecnu MHKY6aumss nposBoaunacb 6e3 BCTpsIXMBaHUA,

3Ha4YeHUs1 MOryT ObITb HUXe, YeM B NpumMepe, NPUBEAEHHOM HMXKe.

Tem He MeHee, 3TU pe3yfbTaThl TaKXXe CHATAKTCA JOCTOBEPHbLIMU.

11. PACYET PE3YJIbTATOB

. Paccuutante pesynbTatbl. [nsa 9TOro paccuuTanTe cpeaHee
3HaYeHVe TMOrMoLEeHNs [Ans Kaxaoro craHgapta v obpasua.
OTKNOHEHWE OT CpefHero He JoMmkHO BbiTh 6onee 20%.

. Wcnonb3yst rpadgumueckyto Bymary, OTMETbTE TOYKM CYUTaHHbIX
3HAYEHWI MNOrMOLLEHNA CTaHOapTOB Ha BepTMKanbHyld ocb Y, a
COOTBETCTBYIOLUME KOHLEHTpauumn IL-12 . Ha ropusoHTarnbHyl OCb
X. MNpoBeauTe onTUManbHy KPUBYHO MO TOYKaM.

- Onpepenute KoHueHTpauun IL-12 . B obpasuax u3 cTaHaapTHON
KpuBoW. [ns atoro HanwguTe 3HadyeHne Ha ocu opguHat (Y)
COOTBETCTBYHOLLEE CPEAHEMY 3HAYEHUIO MOSYYEHHOW AN KaXOoro
obpasua OIFl 1 npoBeauTe rOPU3OHTAlNbHYD JIUMHWIO A0
nepeceyeHMsl CoO CTaHZapTHOM KkpuBOW. 3aTeM M3  TOYKU
nepeceyeHusi NpoBeauTe BEPTUKANbHYI NNHUIO [0 NepeceyeHns ¢
ocbto abecumce (X). 3HaveHne Ha ocu X B TOYKe nepeceveHuss u
ByOeT cooTBETCTBOBATL KOHLEeHTpauum IL-12 . B cooTBeTCTBYIOLLEN
npobGe.

. B xope aHanu3a, cormacHO AaHHOM MHCTPyKUuUM, obGpasubl
6binu  pasBedeHbl 1:2, cnegoBaTeNbHO  KOHLIEHTpaLuu,
nonyyYyeHHble U3 KanMGpPOBOYHOW KPUBOMW, [AOMXKHbI ObITb
YMHOX€eHbI Ha k03 huumneHT pasBegeHus (x2).

. 3amMeyaHue: pacyéT o6pa3uoB C OMTUYECKOW MNNOTHOCTbLIO
Bbiwe 2.0 MoOXeT ObiTb HEKOpPpPeKTeH — pe3ynbTaTbl OyayT
3aHMxkaTbCcA. Takume o6pa3ubl HEOOXOAUMO [OOMOJIHUTENbLHO
pa3BecTu G6ycdepom ans pasBefeHUss U nNpoTecTMpoBaTh elye
pa3, AnNA Mnony4YeHus pe3ynbTaTta, OTpaXxalwlero TO4YHYIO
KOHUeHTpauuio I1L-12 .

. MoapasymeBaeTcsi, UTO B KaXAyl Cepuio aHanmsa BKIoYaeTcs
KOHTPOnbHbIV 06paseL ¢ M3BeCTHON koHueHTpauuen IL-12 . Ecnu
3HaYeHWs1 KOHTPOMS He YKNaAblBalTCsi B OXWAAEMbIA [AManasoH,
pesynbTaTbl aHanuaa MoryT 6blTb HEAOCTOBEPHbI.

. lMpumep cTaHgapTHOW KpuBOW nokaszaH Ha PucyHke Hwxe. He
MCnonb3ynTe STy CTaHOAPTHYK KPMBYKHD AONs pacyéTta Baluux
obpasuoB. CTaHAapTHas KpynBas AormkHa ObiTb BKIHOYEHA B KaXayto
NMOCTaHOBKY.

PucyHok. TMpumep crtangaptHow kpueow ana IL-12 . IL-12 6bin
pa3baBneH B cepumn ABYKpaTHbIX NOCNeAoBaTeNbHbIX LaroB TUTPOBaHUS
PasbaButenem obpasuoB. 3aecb NpeAcTaBrneHbl CpedHue 3HayYeHust u3
Tpex napannenbHbIX TUTPOBAHUIA.

He wcnonb3yite 3Ty cTaHOapTHYH KpuBYKH AN pacyéTa Balux
obpasuoB. CTaHgoapTHas kpuBasi OOMMKHA ObiTb BKMOYEHa B Kaxaylo
NOCTaHOBKY.

Absorption 450 nm

0.1

10 100 1000

Concentration (pg/ml)
Ta6nM|:|,a: TunuyHble pe3ynbTaTthbl, MNONy4YeHHble C WUCNOoJSIb30OBaHMEM

AaHHoro Habopa.
MamepeHne Ha 450 HM, AnvHa BOMHbI cpaBHeHUs 620 HM.

3 500.0 oo 0762 25
4 2500 paee 0466 19
5 125.0 o2 0281 19
6 625 R 0.160 45
7 313 oo 0.109 05
BriaHk 0 o 0.046 9.9

CraHgapt IL-12, nr/mn 0N (450 Hm) O, cpepHee CV, %
2.029
1 2000.0 2,020 2.019 0.2
1.242
2 1000.0 187 1.259 18

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

Kpome TOro, Ha NpoTSHXKEHUM CpOKa roAHOCTM Habopa SH3UMaTUYeckasi akTUBHOCTb,
W, criepoBaTesibHO, MHTEHCUMBHOCTb OKpaLUMBaHWsl, MOTYT M3MeHsTbes. MMpy aTom
pesyrnbTaTbl TECTUPOBaHWS OCTATCS [JOCTOBEPHLIMU.

12. OrPAHUYEHMA

= Tak KaK YCMNoOBMS MOTyT MEHATbCH OT aHanusa K aHanuay,
CcTaHAapTHast KpuBas AOIKHA ObiTb BKIOYEHA B KaXaylo Cepuio
aHanuaa.

*  bBaktepuanbHoe wnu rpubkoBoe 3arpsisHeHne ob6pasuoB UK
peakTUBOB MOXeT NPUBECTM K HEOCTOBEPHbIM pe3yrnbTaTtam.

*  Mcnonb3yinTe 0AHOPa30Bble HAKOHEYHUKN.

»=  CreknsHHas nocyfa AOMmKHa ObIThb TLATENbHO BbIMbITA.

*  HenonHas npombiBKa HEraTUBHO BNUSIET HA TOYHOCTb Pe3ynbTaToB.
MonHocTblo ypansnte [MpombiBouHbIA Oydep u3 g4yeek mexay
LuMKnaMu npomMbiBkA. He nossonsaiiTe siverikam BbICbIXaTb Mexay
LiaramMu aHanuaa.

*  Wcnonb3oBaHne pagvoMMMyHOTEpanuu 3HaYUTENbHO YBENU4MIo

YMCIMO NAaLMEHTOB C YENOBEYECKUMMU aHTUMbIWKUHLIMU IgG (HAMA).
HAMA wmoryT wuHTepdepupoBaTb B aHanu3e, MWCMNOMb3yloleM
MbILUMHbIE  MOHOKIIOHAlNbHblE aHTUTena, MpuBOAsS K  NOXHO
NOMNOXNTENBHLIM U MTOXHO OTpULATENBHLIM pe3ynbTaTam.
O6pasubl  CbIBOPOTKM, coAepXalime aHTuTena K MblUHBIM
UMMyHOrnobynmHam, MoryT ObiTb MpoaHanusnpoBaHbl B crydvae,
KOrga MbllUMHBIE  UMMYHOrMoOynuHbl  (CbIBOpPOTKa, — acuuTHas
XWUAKOCTb UM MOHOKIOHarbHble aHTUTena Apyrov cneumuyHOCTH)
nobasnstoTcs k PasbasuTtento o6pasuos.

13. PABOYME XAPAKTEPUCTUKU

13.1 YyBCcTBUTENBHOCTb

MuHMManeHO  onpegensiemas  KOHUeHTpauus  MblwmHoro  IL-12,
onpefeneHHasl Kak KOHUEeHTpauusi aHanuTa, gatowas Ol 3HaunMTensbHo
Bbile Yem Oydep AnA pasBeaeHuss (cpedHee NMOC 2 CTaHAAPTHbIX
OTKINOHeHus), coctaBuna 4.0 nr/mn (cpegHee 6  He3aBUCUMbIX
onpegeneHui).

13.2 BocnpousBoguMoCTb

13.2.1 Bocnpou3BOoAMMOCTb BHYTPY OOQHOW cepun
BocnponsBogMmMocTe BHYTPM OAHOW cepwuu onpegensnace B 3
He3aBUCUMbIX cepuax aHanusa. B kaxgblh cepun aHanmsa 6bino
BbIMOMHEHO MO 6 onpegeneHuin kaxgoro M3 8 obpasuoB CbIBOPOTOK,
cofepXallmx pasnuuHble KOHUeHTpauuun IL-12 . B kaxgbli nnaHweT
ObIny BKIOYEHbI MO ABE CTaHOapTHble KpvBble. B Tabnuue npuBegeHbl
cpegHve 3HadveHus IL-12  n koadbduumeHT Bapvauuum Ans Kaxgoro
obpasua. KoadhduuneHT Bapraumm coctaBun < 5 %.

13.2.2 Bocnpou3BOAUMOCTb MeXAy cepusimun

Bocnpoussoaumocts  mMexgy cepuamum B ogHoW  nabopaTtopuu
onpefensinacb B 3-X HeE3aBUCUMbIX CepusiX aHanv3a Tpemsi pasHbiMu
nabopaHTamu. B kaxabll cepuu aHanusa 6bino BbINOMHEHO MO 6
onpegeneHun kaxgoro m3 8 06pasLoB CbIBOPOTKM, coAaepXalinx
pasnuyHble KoHueHTpauun IL-12 . B kaxagpblii nnaHweTt 6binmn BKIYEHbI
no ABe cTaHaapTHble KpuBble. B Tabnuvue npuBeaeHsl cpegHue 3HaveHust
IL-12 1 koadhduumMeHT Bapmauum ons Kkaxgoro obpasua, paccymMTaHHbIn
nm3 18 onpegeneHun kaxgoro obpasua. KoadhduumeHT Bapuauum
coctaun < 10 %.

13.3 WU3BneyeHue

M3BneyeHne oueHnBanu Tectupys 4 obpasua nynupoBaHHON MbILUNHOM
CblBOPOTKW, oboralleHHble 4 pasHbiMu ypoBHAMK IL-12. KonuuecTtBo
aHgoreHHoro IL-12 B He o6oralieHHON CbIBOPOTKE BblUMTaNM U3
3HaYeHW, nony4eHHblx Anst oboralieHHoro obpasua. W3Bneuvexuve
coctaBuno B cpegHem 93 %.

13.4. JluHerHOCTb

4 obpasuya C pasnMYHbIMKW YPOBHAMM MbiwnHOrO IL-12 |, Obinun
npoaHanuanmpoBaHbl B ABYKPaTHbIX pa3BefeHuii, No 4 MoBTOpa Kaxaoro.
MokasaHo, 4YTo n3Bne4veHne B cpegHeM coctaBuno 104 %.




13.5 CrabunbHOCTb 06pasuoB

13.5.1 CTabunbHOCTb NpY 3amMOpaXXMBaHUN-pa3MoOpaxXnBaHUn
AnukBOTBI CbIBOPOTKM (6e3 gobasneHHoro IL-12 u ¢ gobasnexnem IL-12)
xpaHunuce npu Temnepatype —20°C, u pasmopaxusanuce 5 pas, nocne
yero onpegenanuce ypoBHu IL-12. He Habnopanock 3HauMTeNbHbIX
noTepb MMMYHOPeaKTUBHOCTH IL-12 nocne NoBTOPHOrO 3aMopaXvBaHUS-
pa3aMopaxuBaHusi

13.5.2 CTabunbHOCTb NpU XpaHeHUn

AnunKBOTBI CbIBOPOTKM (6€3 fobaBneHHoro IL-12 n ¢ nobasneHvem IL-12)
XpaHunuce npu Temnepatype —20°C, 2-8°C, kOMHaTHOW TemnepaType M
npu 37°C B TeyeHne 24 4acos, NOCIe Yero onpeaensnmucs yposHu IL-12.
He Habniopganocb 3HauMTeEnbHbIX NOTEPb MMMYyHOpPeakTUBHOCTU IL-12
npu xpaHeHunm npu Temnepatype -20°C, 2-8°C M  KOMHaTHOM
Temnepatype. [lpu Temnepatype 37°C Habniogarnocb noteps
MMMyHopeakTueHocTh IL-12 okono 50%, noatomy cnepyet wu3beratb
BbICOKMX TemnepaTyp npu pabote ¢ obpasuamu.

13.6 CneunduyHoCcTb

BrnvsaHune umpkynupyrowmx akTopoB MUMMYHHOW CMCTEMbI BbINIo OLeHEeHO
nytem pobaBneHus Kk obpasuam C M3BECTHOW KOHUeHTpauuen [L-12
PU3NONOrMYECKN 3HAUYUMBbIX KONMMYECTB UCCIEAyEMbIX (DaKTOPOB.
MepekpecTHad peakTMBHOCTb He Obina BbiBNEHa HU AN OOHOro
nccnefoBaHHOroO BellecTBa.

13.7 Oxunpaemble 3Ha4YeHUs1
HeTektupyemble ypoBHU IL-12 He 6binn oBHapyxeHbl. [MoBbILEHHbIE
ypoBHM IL-12 3aBUCAT OT UMMyHOMOrM4eckoro 3abonesaHus.

14. IUTEPATYPA (Cwm. B opuruHane vHCTpyKLum).

15. MOArOTOBKA PEAFEHTOB (KPATKOE U3JTOXXEHUE)

15.1 NMpombiBoYHbIN Gydep (1 x)

[ob6asutb KoHueHTpaT NMpombiBovHOro 6ydepa 20x (50 mn) B 950 mn
OVCTUNNMPOBaHHOMN BOAbI.

KonuyectBo KoHueHTpat PaGoyero OuctunnupoBaHHas BoAa,
CTPUNOB 6ydepa, Mn mn
1-6 25 475
1-12 50 950

15.2 Pabouuni 6ycbep (1 x)

KonuyectBo KoHueHTpat Pa6oyero OucTunnupoBaHHas BoAa,
CTPUNOB 6ycepa, Mn mn
1-6 25 475
1-12 50 95,0

15.3 KoHblorat 6uoTnHOBbIN (1 X)
MpurotoBuTh passegeHne 1:100 cornacHo Tabnuue:

KonuuectBo KoHueHTpaT BruotuHoBoro Pa6ounit 6ydep, Mn
CTpUnoB KOHblOraTa, Mn
1-6 0,03 2,97
1-12 0,06 5,94

15. 4 KoHblorar ctpentaBugmHoBbin (1 x)

KonuyectBo KoHueHTpaT cTpenTaBMaUHOBOIO Pa6ounit 6ydep, Mn
CTpUnoB KOHblOraTa, Mn
1-6 0,06 5.94
1-12 0,12 11.88

15.5 CraHpapT

PactBopute numodunusnpoBaHHeil cTaHAapT Pabouum 6Gydepom
(TOYHBI 06bEM CTaHAAPTHOrO pacTBOPa, KOTOPbIV AOMKEH MOMY4YUTLCH B
pe3ynbTaTe pacTBOPEHUS], yKa3aH Ha 3TUKeTKe prnakoHa).

16. MPOTOKOJ TECTA (KPATKOE U3NOXEHUE)

1 MpoMbITe S4enkn nnaHweTa Asaxabl MpoMbIBoYHbIM G6ychepom

2. [oGaBbte no 100 mkn Pas6aBuTens o6pasuoB B siYeiKM,
npegHasHayeHHble ans CtaHgapToB (B Ay6nsix).

3. lNpurotoBbTe  cTaHgapTHble  pasBefeHus Ha nnaHwerTe:

no6aeneHnem 100 mkn npurotoBrneHHoro CTaHgapTa B sveikn A1 n

A2, cospaiiTe pasBegeHus ctaHgapTa nepeHocom no 100 mkn w3

Averik B sveliky. Ypanute u Bblibpocute 100 MKN XuAkocTu w3

nocnegHux siveek (G1, G2).

AnbTepHaTuBHOE pasBegeHune cTaHgapTta B npobupkax:

nunetTuposaTtb 100 MKN 3TUX pa3BefeHUn cTaHdapTa B NyHKN.

BHecuTe no 100 mkn Pas6aButens o6pasuoB B syelikun «brnaHk».

BHecute no 50 wmkn PasbaButensa o6pa3uoB B AYeliKu,

npegHasHayeHHble Ans o6pasuos.

6. BnecwuTe no 50 Mkn kaxaoro o6pasua B COOTBETCTBYHOLLME SHENKM.

ok~

7. TpurotoBbTe GUOTMHOBLIN KOHbIOraT.

8. [ob6aebTe no 50 mkn pasbaBneHHOro 6MOTUHOBOrO KOHblOraTa,
roTOBOrO AN UCMOSb30BaHUs, BO BCE AYENKM, BKNtoYas bnaHk.

9. BakpoWnTe nnaHwWeT NNEHKON 1 MHKYOUpYNTE 2 Yaca npu KOMHaTHOW
Temnepatype (18 — 25°C).

10. [MpuroToBbTE CTPENTAaBUANHOBLIM KOHBLIOraT.

11. TMonHocTblO ydanuTe COAepXMMOe s4eek W MpPoMOouTe svenku 4
pa3a MpombIBOYHLIM Bydepom.

12. BHecute no 100 MKn cTpenTaBMAMHOBOrO KOHbKOrata BO BCe
AYENKN.

13. 3akpoiTe nnaHwWeT NNEHKOW M MHKYOupynTe 1 Yac nNpu KOMHATHOM
Temnepatype (18 — 25°C).

14. TlonHOCTbIO yAanuTe COAepXMMOe s4eek W MpPoMOouTe svenku 4
pa3a MpombIBOYHbLIM Bydepom.

15. BHecute no 100 mkn Cy6ctpatHoro pactsopa TMB Bo
BCe AYeku, BknoYasa bnaHk.

16. WHKybBupyinTe npu KOMHaTHOW TemnepaType npumepHo 10 MUHYT.

17. [Oob6aBbte no 100 MKn cTom-pacTBOpa BO BCE SYeEliKW, BKItOYasi
Bnank.

18. Onpegenute ONTUYECKYlD MNOTHOCTb syeek npu 450 HM MpoTuB
«BbnaHkay», xenaTtenbHO Wcnonb3oBaTb ANWHY BOMHbI CPaBHEHWS
610-650 HM.

3amevaHue: [ins obpa3uyoB, pa3baBreHHbIX COMMacHO MHCTPYKLUU,

YMHOXbTe pe3ynbTaT, MOJIyYeHHbIW MO CTaHAApPTHOM KPMBOW Ha

chakTop pazBeneHmsa 2.
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