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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
yenoseyeckoro IL-12 p 70. Habop npeAHa3HayeH TONbKO AnsA
uccnepoBaTenbCKUX Lenel U He JAOMKeH WCNoNb30oBaTbCA B
PYTUHHbIX 4UarHoCTUYECKUX npoueaypax.

2. BBEAEHME

MHTepnenkuH-12 — 370 NNEMOTPONHbLIA LUUTOKWH, MpexHee HasBaHue -
dakTop co3peBaHusa uUMTOTOKCMYeckux numdouutoB (CLMF) wnn
dakTop, CTUMYNUpYLWMIA HaTypanbHble kunnepbl (NKSF), koTopbin B
nepBylo ouvepedb CUHTE3UPYeTCsl CTUMYNMMPOBaHHBIMK Makpodaramu.
Bbin ngeHTNMUMpOBaH Kak dakTop, NpoAyuMpyeMbin NnHnen B-kneTok,
TpaHcopMUPOBaHHBIX BUpycoM IAnwiTenH-bapp.

Mexgy Tem, nokasaHo, 4TOo IL-12 saBRseTcs npoBocnanuTenbHbIM
LMTOKUHOM, CUHTE3upyembiM daroumtamn, B-knetkamu w  pgpyrumm

aHTUreH-NpeseHTUPYLLMMM KneTkamu, KoTOpble MOAYnUpyHT
afanTuBHBIA - UMMYHHbIA  OTBET  MPEVMMYLLECTBEHHO  CTUMYNUPYS
npoaykumto T-xennepos | Tuna.

IL-12 BnuseT Ha  pas3HoobOpasHble  Ouonoruveckne  dEKTHI,

NPOSIBNSIOLLUMECS B YENOBEYECKUX T-KNeTkax U HaTypanbHbIX Kumnnepax.
Kpome  ctumynsauum  pasButua  Th1-kmetok u  cnocobHocTn
aKTMBM3MpoOBaTb  LMTONMUTMYECKYID  aKTMBHOCTb  OH  ornocpeayeT
HekoTopble U3 usmonormdeckmx aApgeKToB, AENCTBYS B KayecTBe
CUINbHOTO MHAYKTOpa CuHTe3a WHTepdepoHa ramma (IFNy) n gpyrux
UMTOKMHOB B nepudepunyeckon kposu T- n NK-knetkamu. IFNy, B cBoto
oyepedb, ycunuBaeT CnocobHOCTb daroumToB npogyumposatb IL-12 un
Apyrve npoBsocnanuTenbHble  LMTOKUHbLL.  Takum  obpasom, IL-12
ctumynupyet gdencteve IFNy no npuHuMny nonoxwTtenbHow obpaTHow
CBsi31, KOTOpasi NPeACTaBMSETCS BaXHbIM YCUINMBAOLWMM MEXaHU3MOM B
BOCMNanuTernbHOM OTBETE Ha MHMEKLIMN.

Ero ponb (B HanpaBnewun pa3sutusi Th1-Tyna uMMyHHOrO oTBeTa
HauBHbIX T-KMETOK) COCTOMT B pPErynsiuMm WUMMYHHOTO oOTBeTa W
npegnonaraeT ero NoTeHuuanbHoe MCrnonb3oBaHve B Tepanum paka.
IL-12 - obnapaeT reTepoAMMEPHON CTPYKTYPOW, COCTOsLWEN U3 OBYX
cyobeauHuy, Tspkenon 40 k[a (p40) n nerkon 35 k[a (p35), cBA3aHHbIX
Mexagy cobon AMcynbUAHBIMU MOCTUKaMW. Buonornyeckn axkTMBHON
dopmon  IL-12  saBnseTcs  Tonbko reTepogumep 70kDa  (p70).
Cy6beauHunua p40 mMoxeT HaxoaMTbCcsl B hopMe romMmoanmMepa, KoTopbliii
cBs3biBaeTca € peuentopom IL-12 n Ttakum obpasom [OencTByeT Kak
aHToroHucT. CybbeauHuua p40 cekpetupyetcs B 60MbIOM U3GbITKE MO
cpaBHeHuto ¢ p70.

[okasaHa BaxHenwasa ponb [L-12 B nartoreHese pas3nu4HbIX
3aboneBaHuin. MoBbIWeHHas KOHLEeHTpauus Gbina HangeHa y nauvMeHToB
C  Hewponorudyeckumu  pacctpovcteamu. u1047  3HauuTesnbHoe
noBbllEeHe GbINo 3aperncTpMpoBaHo y Nuu, CTpadarowwmx ayTusmom u
paccesiHHbIM CKINEepo3oM, a Takke Y NauMeHTOB C ayTOUMMYHHbIMU
3aboneBaHNsMM U XPOHWYECKMMW  BOCMANUTENbHBIMUA  peaKUMsMu,
Hanpumep, B CUHOBMAmNbHOW >XWAKOCTW NALMEHTOB C OCTEOapTpUTOM,
peBMaToMaHbIM apTPUTOM U CepOoHeraTMBHOW CroHAaunoapTponaTuen; y
nauuneHToB ¢ cuHapomom LlerpeHa n aTepockneposom. Okcnpeccust IL-
12 meHsieTcs npu pasHooOpasHbix OakTepuanbHbIX W BUPYCHBIX
MHMEKUMSIX, TakuxX Kak OOCTPYKTMBHAasi >XenTyxa, CenTUYEeCKUA LUOK,
nHuumposaHue Mycobacterium tuberculosis, BUY. WHTepnenkuH-12
TaKKe WrpaeT KPUTUYECKYIDO POfib B OTTOPXEHWM TpaHchnaHTata wu
BOCManuTernbHOM NOpPa)XeHUN KOXU B HEKOTOPbIX Cry4asix.

3. NPUHUUN TECTA
AHTUTENA, cneunguryHble K IL-12 p70,
copbupoBaHbl B fueikax nraHweTa.

Cop6upoBaHHble A4EeNKH

e
T' MOHOKIOHarsbHble aHTuUTena

Yenoseueckuint IL-12 p70 B obGpasue
WNn  cTaHgapTe  CBA3bIBaeTcsa  C

MepBas nHkyb6aums

aHTUTENnaMu B sYerkax nnaHwera.
[o6asnsemblii KOHblOrat BuoTtuH-
MOHOKINOHanbHble  aHtu- IL-12  p70
aHTUTena ceasplBatoT IL-12  p70,

3axBayv€HHbIl NEPBLIMU aHTUTENAMM.
‘C’ “CtaHpapT vnu obpaseu

E\ - BUOTMHOBBIV KOHBlOTaT

Mocne wHky6auMm W NPOMbIBKA K3 Bropas uHKybauus

sAyeek ypanseTcs He CBA3aBLUMIACA

OMOTMHOBbLIA KOHblOraT, U B SYENKK [+ T o s |
[obaBnsieTcs KOHborat CTpenTaBUaUH- T T
nepokcuaasa, CBs3blBAKOWMNA OUOTWH,

KOHBHOIMpOBaHHbIN ¢ IL-12 p70. Y

Jin]

e CrtpentaBuanH-HPR
Mocne BTOpoN UHKyGaLWK M MPOMBIBKM TpeTbs uHkyGaums
n3 sueek ypansetcs He cBA3aBLUMICA = 7 7
CTpenTaBUAMHOBBLIA  KOHBbIOraT, U B
avyenkn pobaBnsetca  cybecTpaTHbIN B
pacTBOp, KOTOpbI B3aMMOJencTsyeT C ‘Lr’
hbepMeHTHbIM KOMMNNeKcom c
obpa3oBaHMeM OKpaLlEeHHOro pacTBopa.

- Cyberpar

MHTEHCMBHOCTb OKpacku, W3MepeHHas

Ha AnuvHe BOnHbl 450 HM, npsmo gﬁ E %

nponopumnoHanbHa KoHueHTpauun IL-12
p70, npucyTcTBylolWero B obpasuax.

™ - MNpopearnpoBasLLNi
cybetpat

KoHueHTpaumsa IL-12 p70 B obpasuax
onpeaensieTcs no cTaHAapTHON KPUBOW,
MOCTPOEHHOW NO 7 MPUrOTOBMEHHBIM
pa3BedeHusiM cTaHdapTa.

4. NOCTABNSAEMBIE PEATEHTbI
4.1 PeareHTbl B Habope YenoBeueckun IL-12 p70 ELISA BMS238 (96
TecToB)

MukponnaHuwierT, NOKPbITHIN MOHOKIIOHanbHbIMK 1 nnaHweT
aHTUTEeNnamu K yenoseyeckomy IL-12 p70

KoHbloraT MOHOKNOHanbHbIX aHTu— IL-12 p70 aHTuTten 1 dnakoH
1 6uotuHa, 100 mkn

KoHblorat cTpentaBuamMHa ¢ nepokcupaszon xpeHa, 1 cprakoH
150 mkn

CraHpapT, nmodununsnposaHHsbiin, 400 nr/mn 2 cbnakoHa
BbICOKMI KOHTPOSb, NMMOMUNN3NPOBAHHbIN 1 cbnakoH
Hu3Kui KOHTPONb, NMOMUIN3NPOBAHHbII 1 cbnakoH
Pas6aBuTtenb o6pasuoB, 12 mn 1 conakoH

MpumevaHue: B Hekomopbix pedKux cry4asix, Hepacmeopumbili ocadok
cmabunusupyowezo bernka 6bin 3amedeH 8 amnynax. 9mom o0cadoK He
mewaem & noboM criyyae nposedeHulo mecma U, makum obpa3om, Moxem
6bImb NPOUZHOPUPOBAH.

KoHueHTpaTt Pabouero 6ydepa 20x (PBS ¢ 1% 1 donakoH
Tween 20 1 10 % BSA), 5 mn

MpombiBatowmn pacTeop, koHueHTpat 20x (PBS ¢ 1 donakoH
1% Tween 20), 50 mn

Cy6cTpatHbin pactBop (TMB), 15 mn 1 donakoH
Cron-pactBop (1M doccopHas knucnota), 15 mn 1 donakoH
Fony6omn kpacutens, 0,4 mn 1 conakoH
3enéHbin kpacutens, 0,4 mn 1 donakoH
KpacHbiin kpacuTensb, 0,4 mn 1 donakoH
MnéHku ans 3akneMBaHUA CTPUNOB 4

4.2 PeareHTbl B Habope YenoBeveckun IL-12 p70 ELISA BMS238
TEN (10 x 96 TecToB)

MOHOKMOHanbHbiMm 10
nnaHweToB

MukponnaHwerT, MOKPbITHIN
aHTUTEenamu K Yyenoseyeckomy IL-12 p70

KoHblorat MOHOKNOHaNbHbIX aHTn— IL-12 p70 aHTUTEN
1 6uotuHa, 100 mkn

KoHbloraT cTpentaBUAUHaA C NepPoOKCMAA30M XpeHa,
150 mkn

CraHpgapT, nnodmnmanpoBaHHbIv, 400 nr/mn

10 dnakoHoB
10 cbnakoHoB

10 cbnakoHoB



Bbicokuit KOHTPOIb, NMOPUNN3NPOBAHHDIV 10 dnakoHos

Hu3kui KOHTpOsb, NMOMUNN3NPOBAHHBIN 10 donakoHoB
Pas6aBuTtenb o6pasuos, 12 Mn 10 dnakoHos
MpumeyaHue: B Hekomopbix pedKkux crydasix, Hepacmeopumbili 0cadoK
cmabunu3upyroweeo benka 6bin 3amedeH 8 amnynax. Omom ocadoKk He
Mmewaem 8 iloboM criydae nposedeHUd mecma U, makum obpa3om, Moxem
6bIMmb MPOUZHOPUPOBAH.

KoHueHTpaT Pabouero 6ydepa 20x (PBS ¢ 1% 2 dpnakoHa
Tween 20 n 10 % BSA), 5 mn
MpombiBatowmit pacTBop, koHueHTpaT 20x (PBS ¢ 5 dnakoHos

1% Tween 20), 50 mn
Cy6cTpaTtHbin pactBop (TMB), 15 mn
Crton-pacTtBop (1M docdopHas kucnota), 15 mn

10 cpnakoHoB
10 cpnakoHoB

Fony6ou kpacutens, 0,4 Mn 6 chnakoHoB
3enéHbin kpacutens, 0,4 Mn 6 pnakoHoB
KpacHbii kpacuTensb, 0,4 mn 6 donakoHoB
MnéHkn AnA 3akneMBaHUA CTPUMNOB 20

5. UHCTPYKUWUU NO XPAHEHUIO — HABOP N®A

XpaHute KOMMOHEHTbI Habopa npu Temnepartype 2-8°C.

JIvodmnusupoBaHHble KoHTponu xpaHuTe npu -20°C. Cpasy nocrne
MCMONb30BaHUSI BEPHUTE peareHTbl B XONOoAUMbHUK. XpaHuTe [0 daThl,
yKa3aHHOW Ha YNaKoBKE peareHToB.

Tonbko NpW COOTBETCTBYIOLLLEM XPaHEHUM U UCKITIOYEHUN KOHTaMUHaLMK
BO Bpemsi npefblayLiero Wcrnonb3oBaHusi HaGopa rapaHTupyeTcs
KayecTBEHHasi paboTa peareHToB.

6. 3ABOP U XPAHEHUE OBPA3LA

CynepHaTaHT KynbTyp KMeToK, 4ernoBevyeckasi CbiBOpPOTKa W nnasma
(3OTK, umTtpaTHas, renapuHoBasl) nna3ma MoryT ObiTb MCMONb30BaHbI
ANSA aHanuaa AaHHbIM MeTodoM. [ipyrue 6uonormyeckve obpasubl Takke
MOryT ObiTb Wcnonb3oBaHbl. OTAenuTe CbIBOPOTKY WM nnasmy oT
Cryctka unv apuTpoLMTOB Kak MOXHO BbicTpee.

O6pasubl, cogepxawme  BuMAWMMBIA  npeuunutaTt,  HeobxoauMo
LueHTpudyrmpoBaTte AN OTAENeHus npeuunuTata go aHanusa. He
MCMOSb3yNTe CUMBHO reMONM3NPOBaHHbIE UM NUNEMUYHbIE 06pasLbl.
Ecnn obpasupl He OyayT npoTecTupoBaHbl B AeHb cbopa, TO WX
HeobX0AMMO 3aMOPO3UTh 1 XPaHUTbL Npu TemnepaTtype -20 °C unu Huxe,
yTObObI NMpenoTBpaTMTL MoTepto GuoakTmeHocTH IL-12 p70. Ecnn ananua
6yneT BbinonHeH B bnmxaniume 24 yaca, 0bpasubl MOryT XpaHUTLCS Npu
2-8 °C.
W3berante
o6pasLoB.

NOBTOPHbIX LKMKNnoB 3aMOpaxKnBaHUA-pasmMoparKuBaHnA

7. TPEBYEMbIE, HO HE MOCTABINAEMbIE MATEPUAIbI

. Kanu6poBaHHble nuneTkn Ha 5 mn n 10 mn

. KannbpoBaHHble nNMneTkn ofHoKaHanbHble nepemMeHHoro obbema ¢
OAHOPA30BbIMN HAKOHEYHUKaMu Ha 5 — 1000 mkn

. MHorokaHanbHble NUNETKM C OAHOPa30BbIMU HaKOHEYHMKamu Ha 50
— 300 mkn

. BaHHOYKa OnA peareHTOB ANS MCMOMb30BaHWUA C MHOrOKaHarbHOM
nuneTkown

. KannbpoBaHHble cTakaHbl U
NPUroTOBMNEHUS peaKT1BOB

. Py4Hoe nnun aBTomaTmyeckoe npomMbiBatoLLee YCTPOUCTBO

. MwukponnaHweTHbln pugep € ¢unbtpoM Ha 450 HM UM, no
BO3MOXHOCTW, (PUNBLTPOM CPpaBHeHNst = 620 Hm

e [lucTvnnupoBaHHas UnNv 4eMOHU3MpoBaHHas Boaa

. MunnumeTtpoBas Oymara wunu nporpamMmHoe obecnedyeHue Ans
06paboTkn pe3ynbTaToB (NMHENHasa perpeccus)

UMNUHApPLl, Heobxoaumble  Ans

NPEAOCTEPEXEHUA NO UCMNONb30OBAHUIO
Bce xumMmuKkaTbl cuMTaTh NMoTeHUMaribHO onacHeiMU. PekoMeHpyeTcs
MCMOoNb30BaHMe OaHHbIX peareHTOB TOMbKO KBannUUMpOBaHHbIM
nepcoHanom B nabopaTopHbix ycrnosusix. icnonb3oBaTtb 3aLUMTHYHO
ofexay, o4kv U nepyatku. M3beraTe KOHTaKTa C rrasamv U KOXemn.
B cnyyae KoHTakTa, NPOMbITb C 6OMbLUMM KONMMYECTBOM BOAbI.

2. Habop npegHasHayeH TOMbKO Afsi UCCNEAoBaTENbCKUX Lenen u He

[OMKEH  WCMOMb30BaTbCA B PYTUHHBIX  AWArHOCTUYECKMX

npoweaypax.

He cmelunBaiiTe pasHble NoTbl U peareHTbl U3 pasHbIX JIOTOB.

He vicnonb3ayiiTe peareHTbl C UCTEKLLIUM CPOKOM XpPaHeEHWs.

MN3berante obnyyeHns peareHTOB CUMbHbIM MCTOYHUKOM CBeTa BO

BpPEMSsI XpaHeHUs1 U NHKyGaLun.

He nunetupynte ptom.

Henb3s ecTb Wnu KypuTb B MecTe, FAe XPaHATCA peareHTbl U

o6pasLbl nu B MecTe, rae NpoBOAUTCS aHanus.

8. W3beraiiTe KOHTaKTa peareHTOB C KOXEN U CIIM3NCTbIMU.

9. TMpu pyyHom MeTode aHanm3a MNOMb3yWTECh  NaTEKCHbIMU

nepyatkamu ans 3awmTbl pyk.
10. W3berante KoHTakTa cybCTpaTHOro pactBopa C MeTannamu u
OKUCIIUTENSIMUA.
11. WsberainTte pa3bpbiarnBaHnsi u o6pa3oBaHunsi aapo3osen.

Ny

S

No

12. Y106bl M36EXaTb MUKPOOHOro 3arps3HeHUs WnuM  3arpsa3HeHust
peakTBamMu W TMOMyYeHUs B  pe3ynbTate HeOOCTOBEPHbIX
pe3ynbTaToB, NONb3yWTECh OAHOPA30BLIMU HAaKOHEYHMKaMW.

13. Wcnonb3ywnTe 4ncCTylo, cneuvanbHO BbIAEMNEHHYD nocyay Ans
KOHBIOraToB 1 cybcTpaTHOro pacteopa.

14. 3arpsisHeHVe KUCMOTON MHAKTUBUPYET KOHbIOraT.

15. [Ons NpuroToBreHWs1 peakTUBOB WCMONb3yWTe AUCTUNNNPOBaHHYIO
UM AEVNOHN3NPOBAaHHYIO BOAY.

16. CybcTpaTHbI pacTBOp OOMMKEH MMETb KOMHAaTHYyl TemnepaTtypy
nepepn ncnonb3oBaHNeM

17. O6es3apaxwuBavite nocne paboTbl 06pasupbl, Tak Kak OHW MOryT
ObITb MHULMPOBaHbI, MPEANOYTUTENBHO aBTOKMNaBUMPOBaHMEM He

)

MeHee 1 4aca npu 121.5 C

18. 2Kupgkve oTxogpl, He cogepxallne KUCMOTY, U HeWTpanuM3oBaHHbIe
HeobxoaMMOo cMellaTb C PacTBOPOM TUMOXMOpUTa HaTpUsi TakUM
obpasom, 4Tobbl Mmonyunnca B utore 1% pacTBOp rMnoxnopuTa.
OcTaBbTe nonyyeHHyl cmecb Ha 30 MUHYT Ans 3ddEKTUBHOrO
obeszapaxuBaHusa. Kuakme OTXoAdbl, cogepxalime KWCMOTY,
HeobxoAMMO HenTpanm3oBaTb [0 00e33apaxuBaHUs PacTBOPOM
runoxnopuTa HaTpusi.

9. NOArOoTOBKA PEATEHTOB

BydbepHble KOHUEHTpaTbl NPUBECTM K KOMHATHOW Temnepatype W
pa3BecTu nepej Ha4yarnom aHanuaa.

Ecnn B BydepHbIx KOHUeHTpaTax obpa3soBanucb
aKKypaTHO NoAOrpeTb MX A0 NMOMHOrO PacTBOPEHUSI.

Kpuctannbl,

9.1 MpomeiBatowmn pacteop (1 x)

Pas6aBbte 50 Mn KOHUEeHTpaTa  AUCTUNMPOBAHHON unm
[OEVOHM3NPOBaHHON BOAON B MEPHOM UMAMHAPE A0 KOHEeYHOro obbéma
1,0 n. NepemeLuarte, n3beras BCNeHNBaHWS.

o
Xpanute lNpombiBatowmin pacteop npu 2-25 C. MNpombiBaoLwmini pactsop
ctabuneH 30 gHen.
MpombiBatoLwmin pacTeop (1 x) Takke MOXeT ObITb NPUrOTOBIEH COrMacHoO
cnegywolen tabnuue:

Komuuecteo ncnoas- | Kommentpat Tlpouer- | JuctHnnnposanHas
3VEMBIX CTPHIIOR BAIOMIETO pacTBOpa, MI BOJA, M1

1-6 25 475

1-12 30 950

9.2 Pa6ouuu 6ydep (1 x)

XopoLo nepemellanTe KoHueHTpaT Paboyero 6ydepa. PasbasbTe 5,0
M1 KOHLUEeHTpaTa AUCTUNNMPOBaHHOW BOAOW B MEPHOM LUMNWHApe [0
KOHe4yHoro obvéma 100,0 mn. MNepemelsaiTte, nsberas BCNEHWBAHUS.
XpaHute PasbaButenb obpasuos npu 2-8 °C. Pasbasutenb o6pasuoB
ctabuneH 30 gHen.

Pabounin B6ydep (1 x) Takke MOXeT ObiTb MPUrOTOBMEH COrMacHo
cneaywollen 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 UCNONb3OBaH B
TeueHue 30 MMHYT nocne pa3BeAeHUs.

MpurotoBbTe HeobGXoaMMoe KONMMYecTBO OWOTMHOBOrO KOHBbIOraTa,
pasBeas 6uoTuHOBbLIM KoHbloraT B 100 pas pabounum Oydepom
HEMOCPEeACTBEHHO nepen MUCMNOoNb30BaHWEM B YMCTOW MIACTUKOBOW
nocyge, cornacHo tabnuue:

Kon-so ctpunoce KoHumeHnTpaT KOHBROTaTa, MI Paoo=uit Bydep, mn

1-6 0.03 297

1-12 0.06 5.94

9.4 CrtpentaBugnH-HRP

3ameTtbTe, yTo CTpentaBuanH-HRP gomxeH OGbiTb MCNONbL30OBaH B
TeyeHune 30 MUHYT nocne pa3BeAeHUs.

PasbaBbTe koHUeHTpaT KoHblorata Pabounm 6ycdepom B COOTHOLLEHNM
1:200 B unctom nocyae.

Kon-Bo cTpunos CrpentaBugnH-HRP (mn) Pa6ounit bydep(1x) (mn)

1-6 0.03 5.97

1-12 0.06 11.94

9.5 CraHpapT yenoBeyeckoro IL-12 p70

PactBopute  nuodwunusmpoBaHHein  Ctanpapt IL-12 p70 B
AVNCTUNNUpoBaHHOM Bogde. Heobxoaumbln obbeM AN pacTBOPEHWS
yKkasaH Ha 9TukeTke dnakoHa, cogepxaiiero craHgapT. OCTOpoXHO



nepemMeLluBanTe A0 MOMHOTO pacTBOpeHusi. KoHeyHasi KOHUEeHTpauusi
nony4yeHHoro pactasopa coctasuT 400 nr/mn.

Mocne ucnonb3oBaHUSi OCTaBLUMICS CTaHA4apT He MOXET XpaHWUTbCH 1
[OMKeH BbITb BbIGPOLLEH.

Pa3BefeHus cTaHAapTa MOryT NpoOU3BOAWTLCS HEMOCPEACTBEHHO Ha
nnaHweTe (cM. NyHKT 10c) unu anbTepHaTUBHO B Npobupkax (cM. MyHKT
9.5.1)

9.5.1 BHewHee pa3BeaeHue CtaHgapTta

MomeTnTb 7 NpoBUpOK, OOHY AN KaXAoW ToYku cTaHgapTta. S1, S2, S3,
S4, S5, S6, S7.

3ateM noarotoBUTb CepuiHble passefeHuss 1:2 ana  craHgapTHOW
KPVBOM KaK yKa3aHO HUXe:

MunetuposaTtb 225 mkn Pa3zbasutenst ObpasuoB B kaxayto Npobupky.
MunetupoBaTb 225 MKN BOCCTaHOBMEHHOrO cTaHAapTa (KOHLUEeHTpauus
ctaHgapta = 400 nr/mn) B nepByw NpoOMpPKy, MOMeYeHHyl S1, u
nepemMeLuathb (KOHUeHTpauus ctaHgapta 1 = 200 nr/mn).

MunetupoBaTb 225 MkN 3TOro pacTtBopa BO BTOpyl Npobupky,
NoMeyeHHylo S2, u TwaTenbHO MepemMellaTs Mepen Ccneaywmm
nepemMeLLeHneMm.

MoBTOpWUTb cepuiiHble pasBedeHust ewe 5 pas, Takum obGpasom
OopMUPYS TOYKMN CTaHAAPTHOM KpnBoM (CM. PUCYHOK HIDKE).

PasbaButenb 06pas3uoB crnyXuT B kadecTse bnaHka.

[MepeHocutb no 225 mkn

S1 S2 S3 S4 - S7
BoccTaHOBMEHHbIV Pasbasutenb Ypanutb 225 mkn
CraHgapT Yenoseueckoro obpasuoB
IL-12 p70 225 Mkn

9.6 KoHTponu

PacTtBopute numodunusmpoBaHHble KOHTponu, AobasmeB no 250 mkn
OVCTUNNUPOBaHHON BOAbl. AKKypaTHO nepemMellanite [0 MNOMHOro
pacTBopeHusi. AHanu3vpynTe KOHTPONM AaHHLIM METOAOM Takke, Kak u
obpasubl C HEW3BECTHbIMU KOHUEHTpauusamu. [onycTumbli AnanasoH
yKka3aH Ha aTukeTkax nakoHoB wnu B cepTudmkate aHanusa.
AnvKBOTMpYNTE pacTBOPEHHbIE KOHTpoONM u xpanute npu -20°C.
M3berante NOBTOPHbIX LMKIIOB 3aMOPaXnBaHNA-0TTanBaHuUs.

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

Ona  wvcknovennss owmnbok B NWUNeTMpoBaHWM npu  paboTe C
MMMyHodEepMeHTHbIMKM Habopamn cdmpma Bender MedSystems Tenepb
npeanaraeT LOMOMHUTENbHOE CPeACTBO AJ1Si KOHTPOSNS NUNETUPOBaHUS
Aaxe o4YeHb MarneHbknx 0O6BbEMOB peareHTOB — KaxAabli peareHT OyaeT
oTNNYaTbCs OT APYrMX LBETOM.

OTta npoueaypa Heobs3aTenbHa, OHa He BNUsieT Ha pe3ynbTarhbl
aHanusa W npegHasHadeHa pAna obnerdyeHns paboTel nabopaHTa,
NO3TOMY MOXHO 3TOT LUAr UHCTPYKLUW NPONYCTUTb (HE BbINOMHSATH).
AnbTepHaTVBHO, MOXHO MCMOMNb30BaTb OCHOBHbIE PACTBOPbLI Kpacutenemn
(ronybown, 3enéHbln, KpacHbI), [obaBnss KX K COOTBETCTBYHOLLEMY
peareHTy cornacHo npotokony (cmMoTpu Tabnuupl HUXe).

1. Pas6aBuTtenb obpasuoB: nepes pasbasneHvem obpasLoB AobaBbTe
rony6on Kpacurtenb B cooTHoweHun 1:250 (Cm. Tabnuuy) B pabouui
pactBop Pasb6aButens ob6pasuyoB (1x) U BbINOMHAWTE Janblue
nccnefoBaHue, cneays MHCTPYKLUMK.

6 mn Paboyero 6ycepa (1 x) 24 mxn KpacHozo kpacumensi

12 mn Paboyero bydepa (1 x) 48 mkn KpacHozo kpacumensi

5 mn Pasbasutens obpasuos 20 mkn Fony6020 kpacumens

12 mn Pa3basuTens o6pasLos 48 mkn Mony6ozo kpacumens

50 mn Pasbasutens obpasLos 200 mkn Fony6020 kpacumensi

2. KoHblorat OuoTMHaA: nepen pas3baBneHMEM  KOHLEHTpaTta
OMOTMHOBOrO  KOHbloraTa [gobaBbTe  3enéHbIM  KpacuTenb B
cooTHoweHun 1:100 (cmotpu Tabnuuy) k Pabouyemy Gydepy,
ucrnonbdyemoMmy  Ans  pasbaBneHuss  KOHbioraTta,  OKpallEeHHbI

OMOTMHOBBIN KOHBIOTAT UCMONb3YNTE COrMAacHO MHCTPYKLUN.

3 mn Pabouero 6ydepa (1 x) 30 mkn 3esreHo20 Kkpacumensi

6 mn Pabouero bydepa (1 x) 60 mkn 3enreHo20 Kkpacumensi

12 mn Pabouero bydepa (1 x) 120 mkn 3enreHo20 kpacumens

3. Konwbrorar ctpentaBupuHa: nepep pasbaBneHnem KOHUeHTpaTa
KOHBlOraTa cTpenTaBuauHa C Nepokcuaason xpeHa [obaBbTe KpacHbIN
Kpacutenb B cooTHoweHun 1:250 (cmoTpu Tabnuuy) k Paboyemy
6ydepy, ncnonbsyemomy Ans pasbaBneHns KoHbloraTa, OKpalleHHbIV
CTPENTaBUANHOBBIN KOHBIOTAT MCMNOMb3YNTE COrMacHO MHCTPYKLIUN.

10. MPOTOKOIT AHANU3A

a. Bce peareHTbl 1 0b6pa3ubl nepes Havanom aHanvaa AOMKHbI ObiTb

BblAEpXaHbl MpW KOMHATHON Temnepatype. >Xuakue peareHTbl
TLaTenbHO NepeMellaiiTe OCTOPOXHbLIM NepeBOpaYnBaHUEM Nepes
ncrnonbL3oBaHneM, nsberas 06pa3oBaHUs NeHbI.
OocTtaHbTe Tpebyemoe [Ans npoBedeHWs aHanmsa 4ucno 8-
NYHOYHbIX cTpunoB. MomecTute TpebyemMoe KONMMYECTBO CTPUMOB B
depxatenb (k Heobxogumomy uucny sveek ans  O6pasuos
pobasbTe svenkn ans bnaHka, CtaHgaptoB u KoHTpons). Bce
Ctangaptbl, bnavk n O6pasubl HeobxoAMMO aHanu3npoBaTb B
aybnsax. Hemcnonb3oBaHHble cTpunbl cpa3dy ybepute B nakeT C
ocylumMTeneM n XxpaHute NoTHO 3akpbiTbiM nNpu 2-8°C.

b. Tlpomovite syeinkn 2 pasa 400 mkn lMpombiBouyHOro Bydepa,
NOMHOCTLIO yOansas XWUOKOCTb Mexay npombiBkamu. OCTaBUTb Ha
10-15 cekyHpn. W3beraiiTe LuUapanuH Ha MOBEPXHOCTU SIYEEK.
CTpsixHWTEe nnaHweT Ha dunbTpoBanbHOW Oymare nocne
nocrniegHer NpombiBKU. Mcnomnb3yiTe CTpunbl HEMEOSIEHHO nocne
CTPSIXMBAHWUSI UNW MakcuMym 4epe3 15 MUHYT npu ycrnosuu, YTO
CTPUMbl  YMOXEHbl Ha BRaxHylw UNbLTpoBanbHyto 6Oymary B
nepeBépHyToM Buae. He no3BonsinTe s4yenkam BbiCbIXaTb!

c. PasBegeHue cTaHpgapTa Ha nnaHweTte (anbTepHaTUMBHO
pasbaBneHve cTaHgapTa MOXeT ObiTb MPUIOTOBMEHO B NPOOMpKax):
[o6asutb 100 mkn PasbaBuTtenst ons ob6pasuoB B Ay6nsx ko BcemM
cTaHaapTam. MpurotoBbTe cTaHgapTHble pa3BefeHus
pobasneHnem no 100 mkn pasbasneHHoro CrtaHpgapTta (pasgen
«MpurotoBnenne peareHToB» 9.5) B auerikn A1 n A2 B gy6nsax (Cwm.
Tabn. 1). NMepemewarnTe cogepxumoe syeek A1 n A2 n nepeHecute
no 100 mkn pactBopa u3 syeek A1 n A2 B suvenkn B1 n B2
COOTBETCTBEHHO. BO Bpemsi 3Tux MaHunynauui nocrapawtecb He
nouapanaTtb BHYTPEHHIO NOBEPXHOCTb syeek. [oBTOpuTe nepeHoc
N pasBegeHve cTaHgaptoB 5 pas, nonyysB B uTore 2 psga
pa3BegeHuit CtaHgapta IL-12 p70 B gmanasoHe ot 200.0 go 3.1
nr/mn. Yaanute un Bbiopocute 100 MKN XXMAKOCTM M3 MOCReaHMX
aveek (G1, G2).

MepeHocuTb no 100 mkn

F NN NN N N

T i
— 1

S1 S2 S3 S4 - S7
BoccTaHoBMNEHHbIN Pasbasutens Yaanute 100 Mkn
CrtaHgapT YenoBeyeckoro obpasuos
IL-12 p70 100 mkn

[Mpn BHewWHeM pa3BegeHUM cTaHgapTa nuneTupoatb 100 Mk aTUX
pa3BefeHun ctaHaapToB (S1-S2) B NyHKM AnNst 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
(200.0 nr/mn) (200.0 nr/mn)

B |[Cr#2 CT#2 02 02
(100.0 nr/mn) (100.0 nr/mn)

C |[CT#3 CT#3 03 03
(50.0 nr/mn) (50.0 nr/mn)

D |[Cr#4 Ct#4 04 04
(25.0 nr/mn) (25.0 nr/mn)

E [[CT#5 CT#5 O5 05
(12.5 nr/mn) (12.5 nr/mn)

F || CT#6 CT #6 06 06
(6.3 nr/mn) (6.3 nr/mn)

G | CT#7 CT#7 o7 o7
(3.1 nr/mn) (3.1 nr/mn)

H || BnaHk Bnank 038 08

Ct1 — CraHpgapT, O — obpasen

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

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

COOTBETCTBYIOLLNE AYENKU.

g. [lMpurotoBbTe GUOTUHOBLIN KOHbBIOraT (pasgen «lpuroToBneHve
peareHToB» ).

h. Jo6aBbTe no 50 Mk GUOTMHOBOrO KOHbIOraTa BO BCE SAYENKU.




3aKkponte nNnaHwWeT NIEHKOW N MHKYOMpyWTe 2 Yaca NpyM KOMHATHOWN
Temnepatype  (18-25°C), ecnM  BO3MOXHO,  WCMOMb3yiiTe
opbuTanbHbI BCTpsiXBaTesb, yCTaHOBMNEHHbIN Ha 400 06/MuH.
MpurotoBbTe cTpenTaBMAUHOBLIN KOHbloraT (pa3gen
«[MpuroToBneHne peareHToOBY).

CHumuTe nneHky. [lonHOCTBIO yganuTe COAepXUMoe — siveek
acnvpauuen unu gekaHTuposaHuem (cnvsom). Mpomoiite syeikn 4
pasa Kak yka3aHo B Luare «C.» Hactosiero npotokona. lMepexoaute
HeMeZarneHHo K creayloLiemy wary.

BHecute no 100 wmkn pasbaBrieHHOro
KOHBblOraTa Bo BCe S4elku, BKrovas 6naHk.
3akpoinTe nnaHLweT NNEHKOW 1 MHKYOMpyWiTe 1 Yac Npu KOMHATHOM
Temnepatype  (18-25°C), ecnM  BO3MOXHO,  WCMOSb3yiTe
opbuTanbHbI BCTPSIXMBaTENb, YCTaHOBMEHHbIN Ha 400 06/MuH.
CHumuTe nneHky. [lonHOCTBIO yganuTe COAepXUMOoe — siveek
acnvpauuen unu gekaHTuposaHuem (cnvsom). Mpomoiite syeikn 4
pasa kak yka3aHo B Luare «C» HacTosiero npotokona. lMepexoanTe
HeMeZarneHHo K creayloLiemy wary.

BHecute no 100 mkn Cy6ctpatHoro pactBopa TMB Bo Bce
SYENKM.

WHKyOVpyWiTe Npu KOMHaTHOW TemnepaType B TEMHOTE B TeyeHue
npumepHo 10 MUHYT. Bpemsi uHkybaumm ¢ cybcTpaTHbIM pacTBOPOM
onpeaenseTcs TMNOM MCNONb3yeMOro MMUKPOMMaHLLETHOTrO puaepa.
MHorune pugepbl cnocobHbl cyMTaTh ONTUYECKYH MIOTHOCTH TOSBKO
0o 2,0 Eg ontnyeckor NnoTHOCTH.

cTpenTaBManHoOBOro

Ona nopo6HbLIX OTOMETPOB peakuusi [AOMKHA 6bITh
OCTaHOBfieHa A0 AOCTUXEHMs1 Haubornee SIPKO OKpalleHHbIMU
siYeMKaMu npegena u3aMepeHusi UHCTPYMeHTa.

PekomeHgyeTcsi gobaBneHne cTon pacTBopa, Koraa HauBbICLLMWIA
cTaHOapT JAOCTUr TeMHo-CuHero LugeTa. Peakums pomkHa ObiTb
OCTaHoBreHa kak Tonbko CtaHgapT 1 goctur 3HadeHust O 0.9 —
0.95.

HobaebTe no 100 Mk cTon-pacTBOpa BO BCE SYEWKW, BKIIOYas
«BnaHk», 4ToBbl MOMHOCTBLIO MHAKTUBUPOBAaTb PEPMEHT B AYelKax.
BaxxHO BHOCUTb CTOM-peareHT GbICTPO M C TOW XEe CKOPOCTbIO, YTO U
cybecTpaTtHbii - pacTtBop.  OnTUYecKyld  MNMAOTHOCTb  cyuTaTbh
HeMe[neHHO Nnocne BHeCEHUsi CToMN-peareHTa unu B TedeHne 1 yaca
npu YCNOBWM, YTO CTPWUNbl HaxoOWNUCb BCE 3TO BpeMs Mpu
Temnepatype 2-8°C B TEMHOTE.

Onpepenvte ONTWMYECKYHD MNMOTHOCTb Bcex suyeek npu 450 HM
npotuB «bnaHkay, »enatenbHO WUCMONb30BaTb AJIMHY BOJHbI
cpaBHeHuss 620 HM (gonycTumMa pAnuHa BOSHbI CPaBHEHUS B
AvanasoHe 610-650 HM). BrnaHkupyiiTe MUKponnaHWeTHbI puaep
COrMacHO PYKOBOACTBY MPOWU3BOAWTENS,  MCMONb3yst  SHYENKM
«BbnaHk». Onpegenute Ol kak B a4enkax, cogepxalimx obpasupl,
Tak 1 B A4enkax, cogepxawmx passegeHua craHgapta IL-12 p70.

3ameyaHue: ecnu WHKyGauusi npoBogunacb 6e3 BCTPAXMBaHWUS,
3Ha4YeHUsi MOryT GbITb HUXe, YeM B Npumepe, NPMBEAEHHOM HUXKeE.
TeMm He MeHee, 3TU pe3ynbTaTbl TaKXKe CHUTAIOTCH AOCTOBEPHBLIMU.

1.

PACYET PE3YJIbTATOB

Paccuntante pesynbtatel. [ns 3TOro paccuvTtante cpepHee
3HayeHVe MOrMowWeHna AN Kaxgoro craHgapTa u obpasua.
OTKMOHEHWE OT cpeaHero He JoMmkHO bbiTb 6onee 20%.

Wcnonb3ys rpadgumueckyto Bymary, OTMETbTE TOYKM CYUTaHHbIX
3HaYeHW MOrNOLWEHNA CTaHAapTOB Ha BepTuKanbHylo ocb Y, a
COOTBETCTBYyOLMNE KOHUeHTpauun IL-12 p70. Ha ropv3oHTanbHyo
ocb X. [poBeauTe onTMManbHylo KpUBYIO MO TOYKaM.

Onpepenute koHueHTpauun IL-12  p70. B o0Opasuax u3
CTaHOapTHOW KpvBOW. [na 3TOro HawauTe 3HadYeHue Ha ocu
opauHaT (Y) COOTBETCTBYlOLLEE CpeaHEMY 3HAYEHMIO MOJNyYEHHON
ansa kaxgoro obpasua Ol v npoBeanTe ropu3oHTanbHYO NMUHUIO A0
nepeceyeHMss CoO CTaHAapTHOM kKpuBOoW. 3aTeM U3  TOYKU
nepeceyveHusi NPoBeAUTE BEPTUKANbHYI NIMHUIO 0 NepeceyeHns c
ocblo abcuunce (X). 3HayeHne Ha ocu X B TOYKe nepeceyeHust u
Oyger cooTBeTcTBOBaTb  KOHUeHTpauun IL-12  p70. B
COOTBETCTBYyHOLLeN npobe.

B xome aHanu3a, cornacHo [AaHHOM WHCTPYKUuW, obGpasubl
6binn  pa3BedeHbl 1:2, cnegoBaTenbHO  KOHLEHTpauuu,
noslyYyeHHble U3 KanMbpoOBOYHOM KPUBOW, [OIMKHbI ObITb
YMHOX€eHbI Ha K03 puLMeHT pa3BeaeHus (x2).

3ameyaHue: pacyéT o6pa3uoB C OMTUYECKOW MIMOTHOCTbLIO
Bbilwe 2.0 MoXeT ObITb HEKOPPEKTEH — pe3ynbTaTbl OyayT
3aHuxaTbcA. Takue o6Gpasubl Heo6xoAWMO [ONONHUTENbHO
pa3BecTu bycdepom Oons pas3BegeHUsi U NpoTecTUMpoBaThb eLle
pa3, AnA Mnony4YeHus pes3ynbTaTta, OTpaXallero TO4YHYI
KoHueHTpauuio IL-12 p70.

MogpasymeBaeTcsi, YTO B KaXOyl CEpUI0 aHanusa BKMOYaeTcst
KOHTPOMbHbIN 0bpasel, ¢ M3BeCTHOW KoHueHTpauvew IL-12 p70.
Ecnn 3HaveHns KOHTPONS He yKnadblBaloTCs B OXWAAEMbIn
AvanasoH, pesynbTaTbl aHanu3a mMoryT ObiTb HELOCTOBEPHBI.
MpvmMep cTaHpapTHOM KpuBOM MokasaH Ha PucyHke Hwxe. He
ucnonb3ynte 3Ty CTaHOAPTHYIO KPYBYIO AN pacyéra Balumx

ob6pasuoB. CTaHaapTHas KpuBas AOMMKHA ObITb BKIHOYEHA B KaXayto
NOCTaHOBKY.

PucyHok. Mpumep ctanpapTtHon kpusow anst IL-12 p70. IL-12 p70 6bin
pa3baBrneH B cepumn ABYKpaTHbIX NOCrnefoBaTeNbHbIX LWAroB TUTPOBAHUSA
PasbaBuTenem obpasuoB. 3aeck npeAcTaBreHbl CpedHue 3HayeHus u3
Tpex napannenbHbiX TUTPOBaHWUIA.

He

ucnonb3ymte 3Ty CTaHOApPTHY KpWBYK [Ans pacyéta Bawmx

o6paauos. CTaH,D,apTHaﬂ KpuBaa [OOJDKHa ObITb BKMiOYEHa B Kaxxayro
NOCTaHOBKY.

Tabnuua: TunuyHble pesynbTaThl,

Absorption 450 nm

10 100 1000
Concentration (pg/mi)

nony4yeHHble C UCNoJsib3oBaHUEM

AaHHoro Habopa.
MamepeHune Ha 450 HM, AnvHa BOMNHbI cpaBHeHNst 620 HM.

crarmaor | AZRT0, on on, oV, %
Aap nr/mn (450 Hm) cpegHee

1 2000 gfgg 2195 07

2 1000 }8;; 1075 05

3 50.0 82?‘7‘ 0.566 29

z 250 0.298 0298 0
0.298

5 125 81% 0.166 34
0.093

6 6.3 Ry 0.094 15
0.061

7 31 e 0.065 76

Bk 0 gggf 0.032 16

Orl, nonyyeHHble ANs CTaHAAPTOB, MOMYT MEHSITLCS B 3aBMCMMOCTM OT YCMOBWMIA
BbIMOMHEHUSI @aHanM3a (Hanpumep, TeMnepaTypHbIN PEXUM).

Kpome Toro, Ha NpoTsixeHUM cpoka rogHOCTU Habopa dH3MMaTU4eckas akKTUBHOCTb,
1, crnepoBaTenbHO, MHTEHCMBHOCTb OKpaLUMBAHWSA, MOTYT M3MeHSITbes. [py aTom
pe3ynbTaTbl TECTUPOBAHWSI OCTAIOTCSA AOCTOBEPHbBIMU.

12.

13.

OrPAHMYEHUA

Tak Kak YCrnoBMsi MOTYyT MEHATbCH OT aHanusa K aHanuay,
CTaHfapTHas KpuBasi [OKHA ObiTb BKMIOYEHA B KaXAylo Cepuio
aHanuaa.

BaktepnanbHoe unu rpubkoBoe 3arpsisHeHue 06pasLoB MK
peakTUBOB MOXeT NPUBECTM K HEOCTOBEPHbLIM pe3yrnbTaTtam.
Mcnonb3yiite ogHOpa3oBble HaKOHEYHVIKN.

CreknsHHas nocyaa AomkHa ObITh TLATENbHO BbIMbITA.

HenonHasi npoMbiBKa HeraTMBHO BMUSIET HA TOYHOCTb Pe3ynbTaToB.
MonHocTblo ypanante [MpombiBoYHbIA Oydep n3 g4yeek mexay
LuMKnaMu npomMbiBkA. He nossonsiTe siverikam BbICbIXaTb Mexay
LiaraMu aHanuaa.

Mcnonb3oBaHne pagMoMMMyHOTEpanMu 3HaAYUTENbHO YBENUYMITO
YMCIMO NAaLMEHTOB C YENOBEYECKUMMU aHTUMbIWKUHLIMU IgG (HAMA).
HAMA wmoryT wuHTepdepupoBaTb B aHanu3e, MWCMNOMb3yloleM

MbILUMHbIE  MOHOKJIOHAmNbHbIE  aHTUTena, npuBOAS K  JIOXKHO
NOSIOXKUTENBHLIM U NTOXHO OTpULATENBHLIM pesynbTaTam.
O6pasubl  CbIBOPOTKM, coAepXaliMe aHTuTena K MblWMHbIM

UMMyHorno6ynmHam, MoryT 6biTb MpoaHanusnpoBaHbl B crlyyae,
KOr4a MbllUMHBIE  UMMYHOrMOOYNMHLI  (CbIBOpPOTKA, — acuuTHas
XWUOKOCTb UM MOHOKIOHarbHblE aHTUTena Apyrov cneumuyHOCTH)
pobaenstoTtcs k PasbasuTtento o6pa3sLos.

PABOYUNE XAPAKTEPUCTUKU

13.1 YyscTBUTENBLHOCTb

MuHumanbHO onpegensiemas KoHueHTpauusa IL-12 p70, onpepeneHHas
KaK KOHUeHTpauus aHanuta, gawowas Ol 3HauuTenbHO Bbille YeM
Oydep aonsa passeneHus (cpegHee NIOC 2 CTAHAAPTHbIX OTKMIOHEHUS ),
cocTasuna 2.1 nr/mn (cpegHee 6 He3aBUCUMbIX ONpeaeneHuit).




13.2 BocnpousBoauMocTb

13.2.1 Bocnpou3BOoAMMOCTb BHYTPY OOHOW cepumn
BocnponsBogMmMocTb BHYTPM OAHOW cepun onpegensnace B 3
He3aBMWCUMbIX cepusix aHanus3a. B kaxgbli cepum aHanusa 6bino
BbINOMHEHO NO 6 onpegeneHun kKaxaoro M3 8 obpasuoB CbIBOPOTOK,
cofepxalumx pasnuyHble KoHueHTpauun IL-12 p70. B kaxabin nnaHweTt
ObIiNK BKMOYEHBI NO ABE CTaHAapTHble kpuBble. B Tabnuue npveeaeHsl
cpefHve 3HaveHus IL-12 p70 n koadbpuumeHT Bapuaumm AnA KaKaoro
ob6pasua. KoadpdpumumneHT Bapmaumm coctasun B cpegHem 3.0 %.

Tabnuua 3: CpegHee 3HayeHue
Bapuaumu ans kaxzgoro obpasua

KOHLUEeHTpauum un KoadhdUUNeHT

Obpasen,  Cepan Kuonaenipaunx, EKusfpduunent
AHATN3A (mr/y) Bapuaumnm, (%)
1 1 G4.¢ 4.0
634 15
§2.¢ 4.3
698
651
68.6

720

68.4

-m
732

%]

65.6
60.8
68.7
161
16.0
16.¢
16.2
14.7
154
36.8
412
35.1
0.0
573
49 4
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13.2.2 Bocnpou3BoAUMOCTb MeXAay cepusimmu

BocnpousBoauMocts  Mexay cepusimu B odHol  nabopartopum
onpegensinacs B 3-Xx HE3aBUCUMBIX CEpPUsSIX aHanusa Tpewmsi pasHbiMU
nabopaHtamu. B kaxgbll cepum aHanm3a Obino BbINOSAHEHO MO 6
onpegeneHnin kaxgoro un3 8 o006pasloB CbIBOPOTKM, coAepXalmx
pasnuuyHble KoHueHTpauumn IL-12 p70. B kaxgpii nnaHwet Obinn
BKMIOYEHbl MO [Be CTaHA4apTHble KpuBble. B Tabnuue npuBeaeHbl
cpegHue 3HadeHus IL-12 p70 n koadbdUUMEHT Bapmauumn ans Kaxaoro
obpasua, paccuvMTaHHbii U3 18 onpegeneHun kaxgoro obpasua.
KoachdpmumeHT Bapunauum coctasun B cpeaHem 4.8 %.

Tabnuua 4: CpegHee 3HayeHue
Bapuaumm kaxgoro obpasua

KOHUEHTpauMn un KoadPUUMEHT

Oépasen EonueHTpauns, (nriw) KoadpuumenT
BapHanuH, (o)

1 63.3 1.5

2 67.8 3.6

3 T1.3 33

4 65.1 6.1

5 16.3 19

6 154 50

7 37.8 g1

8 52.2 g3

13.3 UsBneueHune

M3BneyeHne oueHmBanu Tectupys 4 obpasua  nynupoBaHHOMN
YeroBeYecko CbIBOPOTKM, OboralleHHble 4 pasHbiMW YypoBHsIMU [L-12
p70 yenoseka. KonnuyectBo aHporeHHoro IL-12 p70 B He oboraiyeHHowm
CbIBOPOTKE BblUMTaNM M3 3HAYEHW, MONyYeHHbIX AN oboraleHHOro
obpasua. MssneyeHne coctaBuno B cpegHem 103 %, B gnanasoHe ot 79
% 0o 118 %.

13.4. JlnHenHoCTb

4 obpasua 4enoBeYecKOoW CbIBOPOTKM, C PasnuyHbIMU ypoBHAMU [L-12
p70, 6bINKN NpoaHanuaupoBaHbl B 4 cepusix ABYKpaTHbIX pasBedeHui, no
4 nosTopa kaxpgoro. B Tabnuue npueeaeHsbl 3HaveHust uasneverus (% ot
OXWUOAeMOoro 3HayeHusi). [okasaHo, 4YTO W3BIIEYEeHWE B CpedHeM
coctaBuno 102%, B gnanasoHe ot 83 % o 102 %.

Tabnuua 5

Ofpa- Passe- Konnentpauns IL-12, nr/ya
3el JeHHeE Owungaemoe | Habdawaaemoe U mI3BAEYeHHT
1 12 ——— 644 -——
14 322 332 103
1:8 16.1 173 107
1:16 8.1 6.7 83
2 17 — 67 R .
14 338 340 101
18 169 200 119
1:16 85 104 122
3 12 -—— 826 -——
14 413 381 a2
18 20.7 20.1 a7
1:186 103 87 54
4 1:2 — 713 —
14 357 353 a9
18 17.8 20.1 113
1:16 89 94 106

13.5 CrabunbHoCTb O6pa3uoB

13.5.1 CtabunbHOCTbL NpU 3amMopaXuBaHMU-pasMopaKMBaHUU
ANUKBOTbI CbIBOPOTKU U KynbTypanbHoOW xuakocTu (6e3 pnobaBneHHoro
IL-12 n ¢ pobasneHvem IL-12) xpaHunuce npu Temnepatype —20°C u
pasMopaxuBanuck 5 pas, nocrie 4ero onpegenanuce yposHu IL-12. He
Habnoganock 3HauUNTENbHBIX NOTEPb UMMYHOpeakTuBHocTu IL-12 nocne
3 UMKNOB MOBTOPHOIO 3aMOpaXkMBaHUS-pA3MOPaXMBaHWs!, AanbHENLLNE
LUMKIbl  MOBTOPHOIO — 3aMOpaxvBaHWSA-pa3MOpPaxXunBaHns npueenu K
notepe UMMyHopeaktusHocTu IL-12 okono 20%.

13.5.2 CTabunbHOCTb NpU XpaHEeHUU

ANUKBOTBI  CbIBOPOTKM W CynepHaTaHTa KynbTypbl kneTok (6e3
pobaeneHHoro IL-12 u ¢ pobaBnenvem IL-12) xpaHunuce npu
Temnepatype —20°C, 2-8°C, komHaTtHOM Temnepatype u npu 37°C B
TeyeHne 24 vacos, nocrne 4ero onpegensnuce ypoBHu IL-12. He
Habnganocb 3HauUTENbHbIX NOTEPb MMMYyHOpPeakTMBHOCTW IL-12 npwu
xpaHeHuu npu Temnepatype —20°C, 4°C n komHaTHOM Temnepatype. Mpu
Temnepatype 37°C Habmoganock noTeps MMMYHOPEakTUBHOCTU IL-12
okono 20%, noatomy cregyeT wusberaTb BbLICOKMX TemnepaTtyp npwu
paboTe ¢ obpasuamu.

13.6 CpaBHEHUE CbIBOPOTKM U Nia3Mbl

Y HecKonbkux WHAMBWAYYMOB CpaBHMBANWUCb KOHUeHTpauun IL-12 B
CblBOPOTKE M nfasme, crTabunuanpoBaHHon OJLTA, uutpatoMm WU
renapvHoM. CyLLeCTBEHHbIX pasnuuuin B ypoBHsx IL-12 B onpegensiembix
obpasuax He Habniopanocb, crnegoBaTenbHO, BCe 3TW 0b6pasubl
npurogHbl Ans  aHanu3a. OpfHako HacTOSATENbHO pPEKoMeHAyeTcst
MCrnonbL30BaTh OAHOPOAHbIE 06pasubl AN YHUdUKaummM nccrnegoBaHuin.

13.7 CneuncduyHocTb

Bnusinne uupkynupyowmx ¢akTopoB MIMMYHHON CUCTEMbI ObINO OLEeHEHO
nyteM pobaeneHuss k obpasuam C M3BECTHOM KOHUeHTpauuen IL-12
HU3NONOrMYECKN 3HAYNMBIX KONMYECTB UCCIeQYEMbIX (DaKTOPOB.
MepekpecTHasi peakTMBHOCTb He Obina BbIsIBEHA HW AN OOHOMO
MCccrefoBaHHOMO BELLECTBa.

13.8 Oxnpgaemble 3Ha4YEeHUA
OeTtektupyemble ypoBHM IL-12 p70 He Gbinv o6HapyxeHbl. MoBbILLEHHbIE
ypoBHU IL-12 p70 3aBUCST OT UMMYHOSIOTMYECKOro 3aboneBaHusi.

13.9 KanubpoBka

MMMyHoaHanuM3  oTkanubpoBaH C  BbICOKOW  CTEMEHbID  OYUCTKM
pekombyHaHTHOro yenoseyeckoro IL-12 p70, KOTOpbIA Obinl OULEHEH B
OTHOLEHNN K MexayHapogHomy ctaHgapTy NIBSC 95/544 w okasarncs
3KBMBAIIEHTHbIM.

NIBSC 95/544 aBnseTcsi KONMYECTBEHHBIM B MEXAYHAPOAHbIX eAnHULAx
(ME), 11U cooteetctByeT 100 nr yenoseyeckoro IL-12 p70.

15. NMOArOTOBKA PEATEHTOB (KPATKOE U3NOXEHUE)

15.1 NMpombiBoYHbIN Bydep (1 x)

[o6asnTe KoHueHTpaTt MpombiBo4HOro 6ydepa 20x (50 mn) B 950 mn
AVUCTUNNUPOBAHHOW BOAbI.

Konuyectso KoHueHTpat Pa6oyero AucTunnupoBaHHas BoAa,
CTpuUnoB Oydepa, Mn mn
1-6 25 475
1-12 50 950

15.2 Pa6ouun 6ydcpep (1 x)

Konuyectso KoHueHTpat Pa6oyero AucTunnupoBaHHas BoAa,
CTpuUnoB Oydepa, Mn mn
1-6 25 475

1-12 5,0 95,0




15.3 KoHblorat 6MoTrMHOBbLIN (1 X)
MpurotoButh passeaeHue 1:100 cornacHo Tabnuue:

KonuyectBo KoHueHTpat BnotuHoBoro PaGouuii 6ychep, mn
CTpUnoB KOHBHOraTa, Mn
1-6 0,03 2,97
1-12 0,06 5,94
15. 4 KoHblorat ctpentaBuanHoBbin (1 x)
Konuyecteo KoHueHTpaT cTpenTaBUANHOBOTO PaGouuii 6ychep, mn
CTpUnoB KOHBHOraTa, Mn
1-6 0,06 5.97
1-12 0,12 11.94

15.5 CraHpapT

PacTtBopute nuocunusnpoBaHHbIl  cTaHaapT Pa6ouum Gydepom
(TOYHBIN 06BbEM CTaHOAPTHOrO PacTBOpPa, KOTOPbIA AOIMKEH NOMYYNTLCS B
pesynbTaTe pacTBOPEHUS, yKa3aH Ha 3TUKeTKe doiakoHa).

15.6 KoHTponu
[o6aBnTtb 250 MKN AUCTUNNMPOBAHHOM BOAbI K NMOMUNN3NPOBAHHLIM
KOHTPOSIM.

16. MPOTOKOI TECTA (KPATKOE U3NOXEHUE)

1. TMNpombITb si4eriku NnaHweTa ABaxabl MpoMbIBoYHbIM 6ycdepom

2. [HoGaBbte no 100 mkn Pas6aBuTens o6pa3uoOB B siYENKM,
npegHasHayeHHble ans CtaHgapTos (B Ay6nsix).

3. [lpurotoBbTe  CTaHOapTHble  pasBefeHusi Ha  nnaHuwere:

nobaenennem 100 mkn pasbaBneHHoro CtaHgapTa B sivevikn Al un

A2, cospaiiTe pasBegeHus ctaHgapTa nepeHocom no 100 mkn u3

AYerikv B A4eliky. Ypanute u Bblibpocute 100 MK XuAKOCTU M3

nocregHux siveek (G1, G2).

AnbTepHaTuMBHOE pasBefeHve cTaHgapTa B npobupkax:

nuneTtnposatb 100 MKN 3TUX pa3BedeHnin CTaHaapTa B MYHKU.

BHecuTe no 100 mkn Pas6aButens o6pa3uoB B s4elkn «bnaHk».

BHecute no 50 wmkn PasbaButensa o6pa3uoB B AYeliKu,

npegHasHayYeHHble Ans o6pasLos.

BHecuTe no 50 mkn kaxgoro o6pasua B COOTBETCTBYHOLLME AYENKN.

MpurotoBbTE GUOTUHOBLIA KOHbIOTaT.

No6aebTe no 50 mMkn pasbaBneHHOro 6MOTMHOBOrO KOHbLIOraTa,

roTOBOro A UCMONb30BaHWS, BO BCE SYelKM, BKNoyas bnaHk.

9. BakpoiTe nnaHwWeT NNEHKOW U MHKYOUpPYTE 2 Yaca Npu KOMHaTHOW
Temnepatype (18 — 25°C).

10. MpwuroToBbTE CTPENTaBUAMHOBLIN KOHbLIOraT.

11. TMonHoCTblO yAanuTe COAEPXKMMOE siHeeK U MpoMomnTe svenku 4
pasa NMpombIBOYHbIM Bycdepom.

12. BHecute no 100 mMkn cTpenTaBUAWHOBOrO KOHbKOrata BO Bce
AYENKN.

13. 3akponte nnaHLWeT NNEHKOW U MHKYOMpyWnTe 1 4yac npu KOMHaTHOM
Temnepatype (18 — 25°C).

14. TonHoCTblO yAanuTe COAEPXMMOE siHeeK U MpoMomnTe svenku 4
pasa NMpombIBOYHbIM Bycdepom.

15. Bnecute no 100 mkn Cy6ctpaTHoro pactsopa TMB Bo
BCe siYenku, Bknoyaa bnaHk.

16. WHKyOGupynTe npy KOMHaTHOM Temnepatype npumepHo 10 MUHYT.

17. [OobGasbte no 100 mMkn cTom-pacTBOpa BO BCE SYENKW, BKIOYas
BnaHk.

18. Onpepenute ONTUYECKylD MMOTHOCTb sveek npu 450 HM NpoTMB
«BbnaHka», xenaTenbHO MCMONb30BaTb ANMHY BOJHbI CpPaBHEHWS
610-650 HMm.

3ameyanue: [ins obpasuoB, pa3baBrneHHbIX COrMacHO MHCTPYKLUW,

YMHOXbTe pe3ynbTaT, MONMy4YeHHbIA NO CTaHAAPTHOM KPUBOW Ha

c¢hakTOop pa3BeaeHuA 2.
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