HABOP N®A

AnA KONMMYECTBEHHOIO OMNPEOENEHUA
MbILUMHOIO IL-12

BMS616 / BMS616TEN, Mouse IL-12
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OcHoeoli_npu npoeedeHuuU aHanusa sienisemcsi opusuHars
UHCMPYKUUU Ha aH2rulcKoM Si3blke, 8/10)XeHHOU 8 Habop.
Homep u OQama eepcuu opusuHana u rnepegoda
" UHCMPYKUUU O0/IXKHbI cosrnadame.

TonbKo Ans uccnegoBaTenbCKUX Lienen
He Ansa ucnonb3oBaHuA B AMarHOCTUYECKUX UMK TepaneBTUYECKUX
npoueaypax

1. HASHAYEHUE NCNOJNIb3OBAHUA

[aHHbIn Habop npegHasHayeH Ans KONMYECTBEHHOro onpeaerneHuns
MbILLIMHOIO IL-12. Habop npegHa3HauyeH Tonbko  Ans
nccnepoBaTenbCKUX Lerel U He J[AOMKeH WCMoSib30BaTbCA B
PYTUHHbIX AUarHoCTUYECKNX npoueaypax.

2. BBEOEHUE

MHTepnenkmH-12 — aTo NNenoTPOmnHbIA LUTOKUH, NPEXHee HasBaHue -
dakTop co3peBaHus uUMTOTOKCKMYeckux numdouutos (CLMF) wnu
dakTop, CTUMYNUpyLWMIA HaTypanbHble kunnepbl (NKSF), kotopbin B
nepByl0 o4Yepedb CUHTE3UPYETCS CTUMYNMPOBAaHHLIMWM Makpodaramu.
Bbin ngeHTUMUmMpoBaH kak daktop, npoayumpyemblin fMHUen B-kneTok.
Mexgy Tem, nokasaHo, 4To IL-12 saBRsetcs npoBocnanuTenbHbIM
LMTOKUHOM, CUHTE3upyembiM daroumtamn, B-knetkamu wu papyrumm

aHTUreH-Npe3eHTUPYLLMMU KneTkamu, KoTOpble MOAYNUpYyHT
afanTUBHBIA  MMMYHHbIA  OTBET  MPEVMMYLLECTBEHHO  CTUMYNUpPYs
npoaykumio T-xennepos | Tuna.

IL-12 BnuseT Ha  pas3HoobOpasHble  Guonorumveckne  dPdEKTHI,

NPOSBMSAOLLNECH B YENIOBEYECKMX T-KMeTkax M HaTyparbHbIX Kunnepax.
Kpome  ctumynsuum  pas3Butua  Th1-knetok u  cnocobHocTn
aKTUBM3MpOBaTb  LUTONMUTMYECKYHD  aKTMBHOCTb  OH  ornocpeayeT
HekoTopble U3 dusMonorniecknx apgekToB, AENCTBYS B KayecTBe
CUINBbHOTO MHAYKTOpa cuHTe3a WHTepdepoHa ramma (IFNy) n gpyrux
UMTOKMHOB B nepudepunyeckon kposmn T- n NK-knetkamu. IFNy, B cBot
o4yepenp, yCunMBaeT CMOCOBHOCTb dharoumToB nmpoayumpoBatb IL-12 u
Opyrve nposocnanuTenbHble  LUTOKUHbI.  Takum  obpasom, IL-12
ctumynupyet gencteve IFNy no npuHumny nonoxwuTtenbHow obpaTHow
CBSI3U, KOTOpas NpeACTaBNsAeTCa BaXHbIM YCUITMBAOLLUM MEXaHU3MOM B
BOCManuTenbHOM OTBETE Ha MHMEKLIUN.

Ero ponb (B HanpaBnewun pa3sutusi Th1-Tyna uMMyHHOrO oOTBETa
HauBHbIX T-KMETOK) COCTOMT B pPErynsiuMM UMMYHHOTO oOTBeTa W
npegnonaraeT ero NoTeHUuanbHoe UCrnonb3oBaHve B Tepanum paka.

3. MPUHUMN TECTA
AHTUTENA, cneuuduyHble K
copbupoBaHhbl B syelikax nnaHweTa.

IL-12, Cop6upoBaHHbie AYenkn

Y MOHOKIOHarsbHble
aHTutena

MbILWWHBIV IL-12 B obpasue wmu
CTaHAapTe CBSA3bIBAETCA C aHTUTENamu B
A4yenkax nnaHwerTa. [OoGaBnsembli
KOHblOraT BUOTUH-MOHOKIOHanNbHbIE
aHTu- IL-12 aHTuTena ceasbiBatoT IL-12,
3axBayeHHbIN NepBbIMM aHTUTENaMW.

MNepBas nHkyGauus

{) -CtaHgapT vnu obpasel

~ - BUOTVMHOBBIV KOHbtOTaT

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 BTOpOI UHKY6aLMU U NPOMBIBKU U3 — —

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 yncromn nocyge.

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

1-6 0.06 5.94

1-12 0.12 11.88

9.5 CraHgapt MbiwwuHoro IL-12

PacteopuTe MbiwnHbiM CTtaHaapT IL-12 B AucTMRNMpOBaHHONM BoAe.
Heobxoanmbii 06bemM NS pacTBOPEHMWs! ykasaH Ha 3TUKeTke drakoHa,
cogepxallero crangapt. OCTOpPOXHO nepemeluvMBanTe [0 MNOMHOro
pactBopeHus. KoHeyHasi KOHUEHTpauusi MOMy4YeHHOro pacTBopa
cocTaBuT 4 Hr/mMn. ocTaBuUTb cTaHaapT Ha 10-30 MUHYT.

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

Pa3BegeHuss ctaHpapTa MOryT Mpou3BOAMTLCA HENOCPEACTBEHHO Ha
nnaHwerte (cMm. nyHKT 10C) nnn anbTepHaTMBHO B Npobupkax (cM. MyHKT
9.5.1)

9.5.1 BHelHee pa3BeaeHune CtaHpapTta

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

3arem noAaroToBUTbL CepuiiHble pa3BedeHust 1:2 Ona  cTaHOapTHOM
KPVBOW KaK yKka3aHO HUxe:

Munetuposatb 225 mkn Pa3basutens ObpasLoB B kaxayto Npobupky.
MuneTupoBaTb 225 MK BOCCTAaHOBMEHHOrO CTaHAapTta (KOHUeHTpauus
ctaHgapTa = 4 Hr/mn) B nepByw nNpobupky, nomeyeHHyw S1, wu
nepemewlatb (KOHUeHTpauus ctaHgapta 1 = Hr/mn).

MunetupoBaTe 225 MKkN 3TOro pacTBopa BO BTOPYHO NPOGUPKY,
noMeyveHHylo S2, u TWaTenbHO nepemellaTb nepead crepylowmnm
nepemMeLleHmem.

MoBTOpUTL CcepuiiHble pas3BefeHust ewe 5 pa3, Takum obpasom
hopMUpyst TOUKM CTaHAAPTHOMW KpBOM (CM. PUCYHOK HUXKE).

Pabouunin 6ydbep cnyxuT B kKayecTBe OnaHka.

MepeHocutb no 225 mkn
fl;\uf:)./f\j/ﬂ\ N ./_’l“\,
1

1

S1 S2 S3 S4 - S7
BoccTaHoBREHHbIN Pasbasutens Ypanutb 225 mkn
CrtaHgapT MblwmHoro obpasuoB

IL-12 225 mkn



9.6 [Jo6GaBneHue okpalMBalOWMX peareHToB: ronyboro, 3eneHoro
W KpacHoro

Ona  uckmoyeHnss owmbok B nNuneTupoBaHuu npu  pabote cC
MMMyHOdEepMeHTHbIMU Habopamu cmpma Bender MedSystems Tenepb
npeanaraeT LOMOMHUTENbHOE CPeACTBO AJ1Si KOHTPOSNS NUNETUPOBaHUS
Aaxe o4YeHb MarneHbkux o6bLEMOB peareHTOB — Kaxabl peareHT Gyget
oTnM4YaThCsi OT APYrnX LIBETOM.

OTta npoueaypa Heobs3aTenbHa, OHa He BNUsieT Ha pe3ynbTaThbl
aHanusa w npepgHasHadeHa AnA obneryeHuss paboTtel nabopaHTa,
NO3TOMY MOXHO 3TOT LUar MHCTPYKLUUW NPONYCTUTb (HE BbINOMHATD).
AnbTepHaTVBHO, MOXHO MCMOMb30BaTb OCHOBHbIE PACTBOPbLI Kpacutenemn
(ronybon, 3enéHbln, KpacHbI), [obaBnsas WX K COOTBETCTBYHOLLEMY
peareHTy cornacHo npoTokony (cMoTpu Tabnuubl HUXe).

1. Pas6aBuTtenb obpasuoB: nepes pasbasneHvem obpasLoB AobaBbTe
rony6on kpacutenb B cooTHoweHun 1:250 (Cm. Tabnuuy) B pabounii
pactBop Pasb6aButens ob6pasuoB (1x) U BbINOMHAWTE Janblue
nccnefoBaHve, cneayst UHCTPYKLuK.

5 mn Pasbasutens obpasuos 20 mkn Mony6oz2o kpacumens

12 mn Pasbasutensi o6pasuos 48 mkn FNony6oz2o kpacumensi

50 mn PasbaButens o6pasuos 200 mkn Fony6o20 kpacumens

6uoTuHa:
KOHblorata

2. KoHblorar
B1oTMHOBOIO

nepeg pasbaBneHnem
nobaBbTe  3enéHbIM  KpacuTenb B
cootHoweHun 1:100 (cmotpu Tabnuuy) k Pabouyemy Gydepy,
ucnonb3yemMomy  Ans  pasbaBrneHusl  KOHblorata,  OKpalUeHHbIi
GUOTMHOBBIV KOHBIOraT MCMOMb3YWTE COMAacHO UHCTPYKLIMW.

KOHLIeHTpaTa

3 mn Pabouyero bydepa (1 x) 30 mkn 3eneHo20 Kpacumens

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

12 mn Pa6ouero bydepa (1 x) 120 mkn 3enreHoz20 kpacumens

3. Konblorat crtpentaBugmHa: nepes pasbaBneHueMm KoHUeHTpaTa
KOHblOrata cTpenTaBuManHa C NepoKcMaason xpeHa AobaBbTe KpacHbIN
Kpacutenb B cooTHoweHun 1:250 (cmoTpu Tabnuuy) k Pabouyemy
Oydepy, ucnonbdyemomy Ans pasbaBneHWsi KOHblOrata, OKpalUeHHbIN
CTPENTaBUAMHOBBIV KOHbBIOTAT MCMNOMNb3YNTE COrMAacHO MHCTPYKLIUK.

6 mn Pabouero 6ydepa (1 x) [ 24 mkn KpacHozo kpacumens

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

j. MpurotoBbTe

10. MPOTOKOJ1 AHANU3A

a. Bce peareHTbl 1 0bpasupbl nepe Havanom aHanv3a AOMKHbl ObITb

BblepXaHbl MpW KOMHATHOW TemnepaTtype. >Xuakue peareHThbl
TWaTenbHO NnepemeLlanTe OCTOPOXHbLIM NepeBopaynBaHMeM nepen
ncnonb3oBaHneM, nsberasi 06pa3oBaHns NeHbI.
HocTtaHbTe Tpebyemoe pans npoBedeHWs aHanusa 4yucro 8-
NYHOYHbIX CTpUNoB. NomecTute TpebyeMoe KONMMYECTBO CTPUMOB B
nepxatenb (k Heobxogumomy uucny syeek pans  O6pasuos
nobaebTe suenku ans bnavka, CtaHgaptoB u KoHTponsi). Bce
Cranpgaptel, bnaHk n O6pasubl HeoOXoAMMO aHanu3npoBaTb B
nybnsax. Hemcnonb3oBaHHble cTpunbl cpady ybepuTe B nakeT c
ocylimTenem u xpaHuTe NoTHO 3aKpbiTbiM Npu 2-8°C.

b. TlNpomowite suerikn 2 pasa 400 mkn lMpombiBoyHOro Bydepa,
NONMHOCTBIO yAanss XWAKOCTb MexAy npombiBkamu. OcTaBuUTb Ha
10-15 cekyHa. W3berante uapanuH Ha MOBEPXHOCTU SIYEEK.
CTpsxHWTe nnaHweT Ha dunbTpoBanbHOW OGymare nocrne
nocriegHen npombiBkK. Mcnonb3ayiiTe cTpunbl HeMedsIeHHO nocre
CTPAXVMBaAHWUA UMW MakcMmMym 4epe3 15 MWHYT npu ycnosuu, 4TO
CTPUMbI YrOXeHbl Ha BraxHyl uUIbTpoBanbHylo 6Oymary B
nepeBépHyTOoM Buae. He no3BonsinTe siyenkam BbicbixaTb!

c. PasBegeHme cTaHOapTa Ha nnaHweTte (anbTepHaTUBHO
pasbaBneHve cTaHgapTa MoxXeT ObiTb MPUroTOBNEHO B Npobupkax):
[ob6asute 100 mMkn PasbaBuTens ans obpasuoB B Ay6nsix Ko BceM
cTaHAaapTam. MpurotoBbTe cTaHOapTHble pasBeeHus
nobaeneHnem no 100 mkn pasbaBneHHoro CrtaHgapTta (pasgen
«[MpurotoBneHne peareHToB» 9.5) B Averikn A1 n A2 B y6nsx (Cm.
Tabn. 1). Mepemelwaiite cogepxunmoe siveek A1 n A2 n nepeHecute
no 100 mkn pactBopa u3 siveek A1 u A2 B sivenkm B1 n B2
COOTBETCTBEHHO. BO Bpemsi aTux MaHunynsuuii noctapaiTecb He
nouapanaTtb BHYTPEHHIO MOBEPXHOCTL siveek. [MoBTOpuTE NepeHoc
N pasBefeHve cTaHgaptoB 5 pas, nonmyusB B uTore 2 psga
passegeHuii CtangapTta IL-12 B guanasoHe ot 2000.0 go 31.3
nr/mMn. Yaanute u BblGpocute 100 MKN XMAKOCTM U3 MOCHeaHUX
sayeek (G1, G2).

MepeHocutb no 100 mkn

S1 S2 S3 S4 - S7

BoccTaHoBNEHHbIN Pasbasutens Yaanute 100 Mkn
CTaHZgapT MbILUMHOTO obpasuos
IL-12 100 mkn

[Mpn BHewWwHeM pa3BegeHUm cTaHgapTa nunetupoatb 100 Mk 3TUX
pa3BefeHun ctaHaapToB (S1-S2) B NyHKM AnNs CTaHAapTOB COrnacHo

Tabnuue 1.

Tabnuua 1: Cxema pacnonoxeHusi o6pasuos, bnaHka 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 |[Cr#4 Ct#4 04 04
(250.0 nr/mn) (250.0 nr/mn)

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 Bnaxk Bnank 08 08

Ct — CraHgapT, O — o6pasen

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

e. BHecute no 50 wmkn PasbaButenss o6pasuoB B SYENKM,
npegHasHa4yeHHble ans 06pasuos.
f. Buecute no 50 wmkn kaxgoro obpasuya B aoybnsx B

COOTBETCTBYIOLLUNE SAHENKN.

g. MpurotoBbTe GMOTMHOBBLIN KOHBbMOraT (pasgen «[lpurotoBnexHune
peareHToB» ).

h. [No6aebTe no 50 MK GMOTMHOBOrO KOHBbIOraTa BO BCE SYEWNKM.

i.  3akpoWiTe nnaHWeT NNEHKOW 1 NHKYOMpyITe 2 Yyaca Npy KOMHaTHOM
Temnepatype  (18-25°C), ecnm  BO3MOXHO,  WCMOSb3yiTe
opbuTanbHbIN BCTPSXMBATENb, YCTAHOBMEHHbIM Ha 400 06/MUH.

CTpenTaBMAUHOBbLIN KOHBblOraT (paspen
«MpuroToBneHne peareHToB»).

k.  CHumute nneHky. [lonHOCTbIO yganutTe COOEPXMMOE siYeek
acnupauven unu gekaHtuposaHueM (cnusom). Mpomoiite syenku 4
pas3a Kak ykasaHo B Luare «C.» HacTosiero npotokona. MNepexogute
HeMeZNEeHHOo K crneayoLuemy Lary.

I BHecute no 100 wmkn pasbaBneHHoOro
KOHBbtOraTa Bo BCe si4eliku, BKIovas 6naHk.

m. 3akponTe nnaHWeT NAEHKON 1 UHKYOupyhTe 1 Yyac Npu KOMHaTHOW
Temnepatype  (18-25°C), ecnm  BO3MOXHO,  WCMOIb3yiTe
opbuTanbHbI BCTPSIXUBATENb, YCTaHOBMEHHbIN Ha 400 06/MUH.

n. CHumuTe nneHky. [loMHOCTBIO yAanuTe COAEPXMMOE siYeek
acnupauven unu gekaHtuposaHueMm (cnusom). Mpomovite ayenkun 4
pas3a Kak yka3aHo B Luare «C» HacTosiliero npoTtokona. MNepexogute
HeMeZNEeHHO K crneayoLuemy Lary.

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

p. WHkyBupyinTe npu KOMHaTHOM TemnepaTtype B TEMHOTE B TeyeHue
npumepHo 10 MuHYT. Bpems nHkybaumm c cybcTpaTHbIM pacTBOPOM
onpeaensieTcs TUNOM MCMoNb3yeMOro MUKpPOMMaHLLETHOrO puaepa.
MHorue puaepbl cnocoGHbI cYMTaTh ONTUYECKYH MIIOTHOCTb TOMbLKO
0o 2,0 En ontuyeckor NnoTHOCTH.

CTpenTaBManHOBOIro

Ona nopoGbHbiXx ¢oOTOMETPOB peakuuss [OMkKHa ObITb
OCTaHOBJIeHa A0 AOCTUXEeHUS Hauboriee APKO OKpaleHHbIMU
fAlYeKamMu npefena U3mMepeHUst MIHCTPyMeHTa.

PekomeHayeTca pobaBneHne cton pacTBopa, KOrga HavBbICLUWNA
cTaHgapT AOCTUr TeMHO-CUMHero LuBeTa. Peakums gomkHa OblTb
ocTaHoBneHa kak Tonbko CtaHgapT 1 goctur 3HadveHus Ol 0.9 —
0.95.

g. [Hob6aebte no 100 mMkn cTom-pacTBopa BO BCe SYeENKW, BKO4Yas
«BnaHk», 4TOObI MONHOCTBID UHAKTMBMPOBATbL (DEPMEHT B SYENKax.
BaxxHO BHOCWTB CTOM-peareHT BbICTPO M C TOW e CKOPOCTbIO, YTO 1
cybecTpaTHeIl - pacTBop.  OnNTUYecKyld  NNOTHOCTb — cyuTaTh
HeMeZ[NeHHO Nnocre BHECEHUS CTOM-peareHTa unm B TedeHve 1 vaca
npu YCNoBWM, YTO CTPWMbl HaxXoOAWNUCb BCE 3TO BpeMs Mpu
Temnepatype 2-8°C B TeMHOTe.

r.  Onpegenute ONTMYECKYD MNMOTHOCTb BCex sidyeek npu 450 HM
npotuB «bnaHka», XenaTenbHO WCMOMNb30BaTb AJIMHY BOJHbI
cpaBHeHuss 620 HM (gonycTuma [AnvHa BOMHbI CPaBHEHWUS B
ananasoHe 610-650 HM). BnaHkvMpynTe MUKpOMMaHLWETHbIA pugep
COrnacHO PYKOBOACTBY  MPOWU3BOAUTENS, MCMONb3ys  AYENKu
«Bbnank». Onpegenute Ol kak B siverikax, cogepXxalymx obpasubl,
Tak 1 B AYenkax, cogepxawmx passegeHus ctaHgaprta IL-12 .

3amevaHme: ecnu WHKybaumsi nposBogunacb 6e3 BCTPAXUBaHWUA,

3Ha4YeHUsA MOTyT ObITb HMXe, YeM B NpuMepe, NPUBEAEHHOM HUXe.

Tem He MeHee, 3TU pe3ynbTaThbl TAKXe CYATAIOTCH [OCTOBEPHbLIMU.



11. PACYET PE3YJIbTATOB

. Paccuntante pesynbtatel. [ns 3TOro paccuvTtante cpepHee
3HayeHVWe MOrMoLWEeHNss AN Kakgoro cTaHgapta M obpasua.
OTKNOHEHWE OT cpeaHero He JoMmkHO BbiTh 6onee 20%.

. Mcnonb3ysa rpaduyeckyto Gymary, OTMETbTE TOYKM CHUTAHHbIX
3HaYeHW MOrnoLleHNss CTaH4apTOB Ha BepTuKanbHyl ocb Y, a
COOTBETCTBYIOLUME KOHLUEHTpaummn IL-12 . Ha ropu3oHTarnbHyl OCb
X. MpoBeaute onTUManbHy KPUBYHO MO TOYKaM.

. Onpepenute KoHueHTpauun IL-12 . B obpasuax u3 cTtaHaapTHON
KpuBoW. [Ons 3toro Hanwgute 3HadeHne Ha ocu opguHat (Y)
COOTBETCTBYIOLLEE CPEAHEMY 3HAYEHUIO MOJTYYEHHOW ANs KaXaoro
obpasua Ol u npoBeauTe TrOPWU3OHTAmNbHYK MUHWIO OO
nepecevyeHuss Co CTaHOapTHOM KpuBoW. 3aTeM U3  TOYKU
nepeceyeHns NpoBeanTe BEPTUKAmbHYIO JIMHWIO OO0 NepeceyeHust ¢
ocblo abecumce (X). 3HaueHue Ha ocu X B TOYKe NepeceveHust u
GyOeT cooTBETCTBOBaTL KOHLEHTpauum IL-12 . B cooTBeTCTBYIOLLEN
npob6e.

L] B xopme aHanusa, cornmacHo AaHHOW MHCTPyKuuu, oGpasubl
6binM  pasBedeHbl 1:2, cnegoBaTenbHO  KOHLIEHTpauuw,
noslyYyeHHble U3 KanMbpoOBOYHOM KPUBOW, [OIMKHbI ObITb
YMHOX€eHbI Ha k03¢ bMLMeHT pa3BeaeHus (x2).

= 3amevaHume: pacyéT o6pasuoB C ONTUYECKOW NMOTHOCTbIO
Bbilwe 2.0 MoXeT ObiTb HEKOPPEKTEH — pe3ynbTaTbl OyayT
3aHuKaTbcs. Takue o6Gpasubl Heo6XxoAMMO [AOMONHUTENBHO
pa3BecTu 6ycdepom ans pa3BefeHUs U NpoTecTMpoBaThb ele
pa3, Ans nonyvyeHus pesynbTaTa, OTPaXarolero TOYHYH
KOHUeHTpauuio IL-12 .

L] MogpasymeBaeTcsi, YTO B KaXAyl Cepuio aHanmsa BKIoYaeTcs
KOHTPOnbHbIV 06pa3eL, ¢ M3BECTHOM KOHUeHTpauuen IL-12 . Ecnu
3HaYeHWs1 KOHTPOMS He YKNaAblBalTCs B OXWAAEMbIA [AManasoH,
pesynbTaTbl aHanuaa MoryT 6blTb HEAOCTOBEPHbI.

. lMpumep cTaHgapTHOW KpuBOW nokaszaH Ha PucyHke Hwxe. He
ncrnonb3ynTe 3Ty CTaHOApPTHYIO KpMBYKD AN pacyéTa Baluux
ob6pasuoB. CTaHAapTHas KpuBas AormkHa ObiTb BKMHOYEHA B KaXayo
NOCTaHOBKY.

PucyHok. TMpumep crtaHgapTHow kpueoi ana IL-12 . IL-12  6bin
pa3baBneH B cepumn ABYKpaTHbIX NOCNeAoBaTENbHbIX LIaroB TUTPOBaHUS
PasbaButenem obpasuoB. 34eck npeAcTaBneHbl CpeaHue 3HavyeHus u3
Tpex napannenbHblX TUTPOBAHUN.

He wucnonb3ynite 9Ty CTaHAapTHY KpMBYIO QAN pacyéta BalMx
obpasuoB. CtaHgapTHasi KpuBasi JOJKHa ObiTb BKMOYEHA B KaXAyo
NMOCTaHOBKY.

Absorption 450 nm

0.1

1 10 100 1000

Concentration (pg/ml)
Tabnuua: TunnyHble pesynbTaTbl, MOMYyYEeHHble C WCMONb30BaHMEM
[aHHoro Habopa.
M3mepeHune Ha 450 HM, annHa BonHbl cpaBHEHUS 620 HM.

CraHpapt IL-12, nr/mn O (450 Hm) O, cpepHee CV, %
1 2000.0 e 2019 02
2 1000.0 e 1.259 18
3 5000 oo 0.762 25
4 250.0 dacs 0466 19
5 1250 028 0281 19
6 625 gl?g 0.160 45
7 313 8]83 0.109 05
BriaHk 0 el 0046 99

Of, nonyyeHHble ANs CTaHAAPTOB, MOTYT MEHSTLCS B 3aBUCUMOCTM OT YCIOBUM
BbINOMHEHWSI aHanu3a (Hanpyumep, TemMrnepaTypHbIA PeXum).

Kpome Toro, Ha NpoTsXKeHUM Cpoka rogHOCTU HaBGopa SH3UMaTYeckast akTUBHOCTb,
W, CnepoBaTenbHO, MHTEHCUBHOCTb OKpalUMBaHWUs, MOTrYT U3MeHsATbes. MNpu aTom
pesynbTaTbl TECTUPOBAHKS OCTAOTCS AOCTOBEPHBLIMU.

12. OrPAHUYEHMA

= Tak KkaKk YycrnoBuMss MOryT MEHSTbCS OT aHanusa K aHanuay,
CTaHgapTHas KpuBas [OMKHA ObiTb BKMIOYEHA B KaXaylo Cepuio
aHanuaa.

. BaktepnanbHoe wunu rpubkoBoe 3arpsAsHeHVe o00pasuoB WK
peakTUBOB MOXeT NPUBECTMN K HEA,OCTOBEPHbIM pe3ynbTaTtam.

. Mcnonb3yiiTe ogHOPa3oBble HAKOHEYHMKN.

= CrekngHHas nocyaa AOMkHa ObITb TLATENbHO BbIMbITA.

. HenonHas npomMbiBKa HeraTMBHO BMUSIET HA TOYHOCTb Pe3ynbTaToB.
MonHocTblo ypansnte [MpombiBoYHbIA Bycdep U3 syeek mMexay
UMKnaMu npombiBkM. He no3BonsAinTe A4erkam BbiCbixaTb MexXay
Liaramun aHanusa.

. Mcnonb3oBaHne pagvonMMyHOTEPanuu 3HaYUTENbHO YBENUYMIO

YMCIO NALMEHTOB C YENOBEYECKUMM aHTUMbIWMHBIMK IgG (HAMA).
HAMA wmoryT wuHTepdepupoBaTb B aHanu3e, UCMOMb3yoLeM
MbILUMHbIE  MOHOKIIOHAlNbHblIE aHTUTena, MnpuBOAs K  NOXHO
MONOXUTENBHBLIM U NIOXHO OTpULaTENbHbIM pe3ynbTartaMm.
O6pasubl  CbIBOPOTKM, coAdepXalime aHTuTena K MblUHBIM
UMMyHornobynmHam, MoryT ObiTb MpoaHanusnpoBaHbl B crydyae,
Koraa MbIWWHbIE  MMMYHOrNOOYNMHBI  (CbIBOPOTKA,  acuuTHas
XUOKOCTb UMM MOHOKIOHArbHbIE aHTMTeNa Apyron cneunduyHoOCTH)
nobasnstoTes kK PasbaButento o6pasuos.

13. PABOYME XAPAKTEPUCTUKN

13.1 YyBCTBUTENBbHOCTb

MuHumanbHO  onpegensieMass  KOHUEHTpauusi  MblwmHoro  1L-12,
onpefeneHHas Kak KoHUeHTpauus aHanuta, gawowas Ol 3HaymTensHo
Bblle Yem Oydpep ANs passedeHus (cpegHee MOC 2 cTaHAapPTHbIX
OTKMOHeHus1), coctaeuna 4.0 nr/mn  (cpegHee 6  He3aBUCKMMbIX
onpeaeneHun).

13.2 BocnpoussogumocTb

13.2.1 Bocnpou3BoAMMOCTb BHYTPU OQHOW cepun
BocnpoussoguMocTb BHYTpU OfHOW cepuu onpegensnacs B 3
He3aBMCUMbIX Ccepuax aHanmsa. B kaxgbii cepum aHanmsa Obino
BbIMOMHEHO MO 6 onpefeneHvWin Kaxgoro m3 8 obpasuoB CbIBOPOTOK,
codepXawmx pasnuyHble KoHueHTpauun IL-12 . B kaxgpii nnaHwet
Obinu BKIMOYEHbI MO ABe CTaHAapTHble KpuBble. B Tabnuue npuBegeHsbl
cpegHve 3HayeHus IL-12  u koadppuuMeHT Bapuaumm Ana Kakaoro
obpasua. KoaddpuumeHT Bapuaumm coctasun < 5 %.

13.2.2 Bocnpou3BoAUMOCTb MexAay cepusamun

BocmpousBoaumocts  mexay cepusimu B ogHon  nabopartopum
onpepensnacb B 3-X HE3aBUWCUMbIX CEPUsIX aHanm3a Tpemsi pasHbiMu
nabopaHtamn. B kaxagpin cepum aHanmsa 6bINO BbINOMHEHO Mo 6
onpegenexHuin  kaxgoro m3 8 06pasuoB CbIBOPOTKM, CcoAaepXalinx
pasnuyHble KoHueHTpauun IL-12 . B kaxablii nnaHweT 6binn BKYEHbI
no [iBe CTaHAapTHble kpuBble. B Tabnuue npuBeaeHbl cpefHue 3HaveHus
IL-12 1 ko3dhULMEHT Bapmauum onsa kaxgoro obpasua, paccymMTaHHbIn
nm3 18 onpegenexHuin kaxgoro obpasua. KoadduumeHT Bapuauum
coctaBun < 10 %.

13.3 WU3BneueHue

M3BreyeHne oueHnBanu Tectupys 4 obpasua nynMpoBaHHON MbILLNHOM
CbIBOpPOTKM, oboraileHHble 4 pasHbiMu ypoBHaMK IL-12. KonuyecTBo
aHgoreHHoro IL-12 B He o6oralleHHON CbIBOPOTKE BblUMTaNM U3
3HAYeHUN, MoNny4YeHHbIX Ans oboraweHHoro obpasua. W3eneuyeHve
coctaBuno B cpegHem 93 %.

13.4. JluHenHOCTb

4 obpa3ua C pasnUyHbIMU  YPOBHAMW MbllwmnHOro [L-12 | 6Gbinu
npoaHanuanmpoBaHbl B ABYKPaTHbIX pa3BefeHuii, No 4 NoBTOpa Kaxaoro.
MokasaHo, 4To n3BneyveHune B cpegHeM coctaBuno 104 %.

13.5 CtabunbHoCTb O6pasuoB

13.5.1 CtabunbHOCTbL NpU 3amMopaxXuBaHMU-Pa3MOpPaAXKUBAHUMN
AnUKBOTBI CbIBOPOTKU (6€3 fobaBneHHoro IL-12 n ¢ nobaenexHvem IL-12)
XpaHunuck npu Temnepatype —20°C, v pa3mopaxusanuce 5 pas, nocne
yero onpegensinucb ypoBHu IL-12. He Habnioganocb 3HauuTemNbHbIX
noTepb MMMyHOpeaKkTUBHOCTY |L-12 nocne NOBTOPHOrO 3aMOpaXKMBaHUSA-
pa3MopaxunBaHus

13.5.2 CTabunbHOCTb NpU XpaHEHUU

AnUKBOTbI CbIBOPOTKU (6€3 fobasneHHoro IL-12 n ¢ nobaenexHvem IL-12)
XpaHunuck npu Temnepatype —20°C, 2-8°C, KOMHaTHOW Temneparype u
npu 37°C B TeyeHne 24 4acos, Nocne Yero onpeaensanmcb yposHu IL-12.
He Habnioganocb 3HauyuTenbHbIX MNOTEPb MMMYyHOpeakTuBHOCTM |L-12
npu xpaHeHum npu Temnepatype —-20°C, 2-8°C u KOMHaTHOM
Temnepatype. [lpu Temnepatype 37°C  Habnioganocb noTeps
UMMyHopeakTuBHocTn IL-12 okono 50%, noatomy cnegyeT u3beratb
BbICOKMX TeMnepaTyp npu paboTe ¢ obpasuamu.



13.6 CneundmyHocTb

BrnvsHne umpkynupyrowmx akTopoB MUMMYHHOW CMCTEMbI BbINIo OLeHEeHO
nytem pobaBneHus Kk obpasuam C W3BECTHOW KOHUeHTpauuen IL-12
13MOoNornMyYeckn 3HauMMBbIX KONMYECTB UccrneayemMblx dakTopos.
MepekpecTHad peakTMBHOCTb He Obina BbIBNEHa HU AN OOHOro
nccnefoBaHHOro BellecTsa.

13.7 Oxunpaemble 3Ha4YeHUs
HeTektupyemble ypoBHU IL-12 He 6binn oBHapyxeHbl. [MoOBbILEHHbIE
ypoBHM IL-12 3aBUCAT OT UMMyHOMOrM4eckoro 3abonesaHus.

14. INTEPATYPA (Cm. B opuruHane vHCTpyKLum).

15. NOArOTOBKA PEATEHTOB (KPATKOE U3NOXXEHUE)

15.1 NMpombIBoYHbIN Gydep (1 x)

Hob6asute KoHueHTpaT NMpombiBo4HOro 6ydepa 20x (50 mn) B 950 mn
OVCTUNNVPOBAHHOW BOABbI.

Konu4yectBo KoHueHTpaT Pabouero AucTtunnupoBaHHasa BoAaa,
CTpunoB oydepa, Mmn mn
1-6 25 475
1-12 50 950

15.2 Pabouun 6ydcbep (1 x)

Konu4yectBo KoHueHTpaTt Pa6oyero OucTtunnupoBaHHasa BoAaa,
CTpunoB 6ydepa, mn mn
1-6 2,5 47,5
1-12 5,0 95,0

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

KonuyectBo KoHueHTpaTt BuotuHoBoro Pa6ouuit 6ydep,
cTpunos KOHblOraTa, mn mn
1-6 0,03 2,97
1-12 0,06 5,94

15. 4 KoHblorar ctpentaBugmHoBbin (1 x)

KonuyectBo KoHueHTpaT cTpenTaBMUANHOBOIro Pa6ouuit 6ydep,
CcTpunoB KOHbloraTa, Mn mn
1-6 0,06 5.94
1-12 0,12 11.88

15.5 CraHpapTt

PacTtBopute nuodunusmpoBaHHbI cTaHaapT Pa6ouum Gydepom
(TOYHBI 06BEM CTaHAapTHOIO pacTBopa, KOTOPbI JOMKEH NOMy4YUThCS B
pe3ynbTaTe pacTBOPEHUS], yKa3aH Ha 3TUKeTKe pnakoHa).

16. MPOTOKOJ TECTA (KPATKOE U3NOXEHUE)

1 MpoMbITe S4enkn nnaHweTa Asaxabl MpoMbIBoYHbIM G6ycepom

2. [oGaBbte no 100 mkn Pas6aBuTens o6pasuoB B siYeiKM,
npegHasHayeHHble Ans CtaHpgapTos (B Ayonsx).

3. lNpurotoBbTe  cTaHgapTHble  pasBefeHus Ha  nnaHwerte:

no6aeneHnem 100 mkn npurotoBrneHHoro CTaHgapTa B aveikn A1 n

A2, cospaiiTe pasBegeHus ctaHgapTa nepeHocoM no 100 mkn w3

Ayerik B sveliky. Ypanute u Bblibpocute 100 MKN XuAKOCTU M3

nocnegHux siveek (G1, G2).

AnbTepHaTMBHOE  pasBefeHve  cTangapTa B npobupkax:

nunetuposaTtb 100 MKN 3TUX pa3BefeHUin cTaHgapTa B NyHKN.

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

BHecute no 50 wmkn Pas6aButensa o6pa3uoB B AYeENKH,

npegHasHayeHHble Ans o6pasuos.

BHecuTe no 50 mkn kaxaoro o6pasua B COOTBETCTBYHOLLME SAHENKN.

[MpurotoBbTE GUOTUHOBLIN KOHbIOTaT.

[o6aebTe no 50 mkn pasbaBneHHOro 6MOTMHOBOrO KOHbHOraTta,

roTOBOro AMns UICMONb30BaHMWs, BO BCE SYElKM, BKNoYas bnaHk.

9. 3akponte nnaHWeT NNEHKOM 1 MHKYOMpynTe 2 yaca npu KOMHaTHOMN
Temnepatype (18 — 25°C).

10. MpwuroToBbTE CTPENTaBUAMHOBLIN KOHbIOraT.

11. TonHoCTbIO yganuTe COAEPXMMOE siYeeKk U MpoMomnTe svenku 4
pasa NMpomMbIBOYHbIM Bychepom.

12. BHecute no 100 mMkn cTpenTaBUAWMHOBOrO KOHbIOrata BO Bce
SAYENKM.

13. 3akponte nnaHwWeT NNEHKOW U MHKYOWMpYWTE 1 Yyac nNpu KOMHaTHOWM
Temnepatype (18 — 25°C).

14. TonHOCTbIO yganuTe COOEPXMMOE siYeeK U MpoMomnTe svenku 4
pa3a NMpomMbIBOYHbIM Bychepom.

15. Bnecute no 100 mkn CyGctpaTHoro pactsopa TMB Bo
BCe siYenku, Bknoyas bnaHk.

16. VHKyBupynTe npy KOMHaTHOM TemnepaTtype npumepHo 10 MUHYT.

17. [OobGasbTte no 100 mMkn cTom-pacTBopa BO BCe SYENKW, BKIOYas
BnaHk.

18. OnpepenvTe ONTUYECKY MNMOTHOCTb s4Yeek npu 450 HM npoTvB
«BnaHkay, xenaTenbHO MCMONb30BaTb ANMHY BOJHbI CpPaBHEHWUS
610-650 HMm.

3ameyanue: [ins obpa3uoB, pa3baBneHHbIX COrMacHO MHCTPYKLUM,

YMHOXbTe pe3ynbTaT, MONy4YeHHbIW NO CTaHOAPTHOM KPUBOW Ha

chakTOp paszBeneHus 2.
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