HABOP UDA

AnA KONMMIMYECTBEHHOIO ONPEAENEHUA
YEJIOBEYECKOIO ®AKTOPA HEKPO3A
onyxoiun Anb®A (TNF-a)

BMS223/4/BMS223/4TEN, Human TNF-a Platinum
ELISA

Memoduka om 09-07-2012
Bepcus 22

Kamanoe. Ne: BMS223/4/BMS223/4TEN
Konuuecmeo: 96, 10x96
lNpoussodumerns: Bender MedSystems
GmbH, (Aecmpus)

OcHogoli_npu_nposedeHuUU aHanusa sensemcs opuauHasl
UHCMPYKUUU Ha_aHaulickoM si3blKe, 810XeHHoU 8 Habop.
Homep u OQama eepcuu opusuHana u rnepegoda
— UHCMPYKUUU O0/IKHbI cogrnadame.

Tonbko Ons uccnedoeamernbcKux yeneu
He 0nsa ucnonb3oeaHus 8 GuazHOCMUYeCKUX uu
mepaneemu4eckux npoyedypax

1. HA3BHAYEHME UCNOJIb30OBAHUA

[aHHbIn Habop npegHasHadeH Ans KONMYECTBEHHOro onpeaerneHusi
YenoBeyeckoro haktopa Hekposa onyxonu anbda (TNF-a).

Habop npegHa3HayeH TONMbLKO ANS AMArHOCTUKM in vitro M He
OOJDKEeH UCMOoNb30BaTbCA B TepaneBTUYECKUX LiensX.

2. BBEAEHME
CM. MHCTPYKLMIO Ha @HIMUNCKOM 5i3bIKe.

3. NPUHUMUN TECTA
AHTUYenoBeyeckume aHTuUTena,
nokpbiTele TNF-a, copGupoBaHbl B
sivelikax nnaHLweTa.

Cop6upoBaHHbIe A4Yenkm

Y MOHOKII0HanbHble aHTUTENa

Yenoseuecknin TNF-a B oGpasue
UnM cTaHgapTe CBs3blBaeTcs C
aHTUTENaMM B syenkax
nnaHwerta. [o6aensiemble
BMOTUH-KOHBIOTMPOBaHHbLIE AHTU-
yenoseyeckne aHtutena TNF-a
ceasbiBatoT TNF-a, 3axBayeHHbIN
nepBbIMU aHTUTENaMU.

MNepBas nHky6auus
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- CtpenTtaBmnanH-HRP
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OKpaLLeHHOro pacrteopa.
™™ - MpopearnpoBasLunin cybcTpaT

- Cybertpar

MHTeHCcUMBHOCTb oKpacku,
M3MepeHHas Ha AnvHe BonHbl 450
HM, MpSAMO  MPOMOpLMOHanbHa
KOHLIEHTpauumn TNF-q,
npucyTcTeylollero B obpasuax.
KoHueHTpaumsa TNF-a B obpa3suax
onpegensieTcs Mo cTaHO4apTHOM

KPMBOW, MNOCTPOEHHOW Mo 7
NPUrOTOBMEHHBIM  pa3BeAeHUsiM
cTaHgapTa.

4. NOCTABJIAEMBIE PEATEHTbI
4.1 PeareHTbl B Habope YenoBeyeckut TNF-a ELISA BMS223/4 (96
TecToB)

MukponnaHwerT, MOKPLITBI ~ MOHOKMOHanbHbIMKM 1 NnaHweTt
aHTUTEenamu kK Yyenoseyeckomy TNF-a

Konblorat nonvknoHaneHbix aHTu—TNF-a aHtTuten n 1 dpnakoH
6uotuHa, 100 mMkn

KoHblorat cTpenTtaBuamMHa ¢ nepokcupaszont xpeHa, 1 cpnakoH
150 mkn

CtaHpapT, nmodunmanpoBaHHbii, 1000 nr/mn 2 dnakoHa
KoHTponb BbICOKMMIA, MMODUNN3MPOBAHHbIN 1 cbnakoH
KoHTponb HU3KUI, NModUIM3NpoBaHHbIN 1 donakoH
Pas6aBuTtenb o6pasuoB, 12 mn 1 conakoH
KoHueHTpaTt Pabouero 6ydepa 20x (PBS ¢ 1%

Tween 20 n 10 % BSA), 5 mn 1 donakoH
MpombiBatowmi pacTeop, koHueHTpart 20x (PBS ¢

1% Tween 20), 50 mn 1 donakoH
Cy6etpatHbin pactBop (TMB), 15 mMn 1 donakoH
Cron-pactBop (1M dpoccopHas knucnota), 15 mn 1 conakoH
Fony6omn kpacutens, 0,4 mn 1 conakoH
3enéHbin kpacutenb, 0,4 mn 1 donakoH
KpacHbliin kpacutensb, 0,4 mn 1 conakoH
MnéHku ansa 3akneMBaHUA CTPUNOB 4

4.2 PeareHTbl B Habope Yenoseuyeckuint TNF-a ELISA BMS223/4TEN
(10 x 96 TecTOB)

MOHOKMoHanbHeiMy 10
nnaHweToB

MukponnaHwer, NOKPbITbIN
aHTUTenamu kK Yyenoseyeckomy TNF-a

KoHblorat moHoknoHanbHbiX aHTU—TNF-a aHTuten wm
6uotuHa, 100 mMkn

KoHblorat cTpentaBuamMHa C Nepokcupa3on xpeHa,
150 mkn

CtaHpgapT, nmodunmanpoBaHHbIi, 1000 nr/mn
KoHTponb BbICOKMIA, NTMODUNN3MPOBAHHbIN
KoHTponb HU3KUM, NMOUNM3NPOBaHHbIN
Pas6aBuTtenb o6pasuoB, 12 mn

KoHueHTpaTt Pabouero 6ydepa 20x (PBS ¢ 1%

10 cbnakoHoB

10 conakoHoB

10 cbnakoHoB
10 dnakoHoB
10 cbnakoHoB

10 cbnakoHoB

Tween 20 1 10 % BSA), 5 mn 2 ¢pnakoHa
MpombiBatowmi pacTeop, koHueHTpar 20x (PBS ¢
1% Tween 20), 50 mn 6 chnakoHoB

10 dnakoHoB
10 cbnakoHoB

Cy6cTpatHbin pactBop (TMB), 15 mn
Cron-pactBop (1M dpoccopHas kucnota), 15 mn

Fony6omn kpacutens, 0,4 mn 6 chnakoHoB
3enéHbin kpacutens, 0,4 mn 6 cpnakoHoB
KpacHbliin kpacutensb, 0,4 mn 6 cpnakoHoB
MnéHku ansa 3akneMBaHUA CTPUNOB 20

5. UHCTPYKLUMU NO XPAHEHUIO — HABOP N®A

XpaHuTe KoMMoHeHTbl Habopa npu Temnepatype 2-8°C. Cpasy nocne
UCTONb30BaHNA BEPHUTE peareHTbl B XONOAUNbHUK. XpaHuTe 40 AarTsl,
yKa3aHHOW Ha yrnakoBKe peareHToB.

TonbKO MPW COOTBETCTBYIOLLEM XPAHEHUN U UCKITOYEHUN KOHTaMUHaLMK
BO Bpems MNpeablayliero WCnonb3oBaHus Habopa rapaHTupyeTcs
KayecTBeHHasi paboTa peareHToB.

6. 3ABOP U XPAHEHME OBPA3LA

CynepHaTaHT KynbTyp KIeToK, 4eroBeyeckas CbIBOpOTKa M nnasma
(OOTK, umutpaTtHas, renapvHoBasl) nnasma MoryT ObiTb WMCMOMb30BaHbI
ONs aHanusa gaHHbIM MeTtoaoMm. [pyrue buonorudeckme obpasupl Takke
MOryT ObITb ucnonb3oBaHbl. OTAenuTe CbIBOPOTKY UMM nnasMy oT
CrycTKa I 3pUTPOLIMTOB Kak MOXHO BbicTpee.

ObpasLpbl, cogepxalume BUAMUMbBIV npeuunuTar, HeobxoauMmo
LeHTpudyrmposaTb AN OTAENeHVa npeuunuTata Ao aHanusa. He
1cnonb3ymnTe CUMNbHO reMoNMU3NPOBaHHbIE UMW NUMEMUYHbIE 06pa3Libl.
Ecnu obpasubl He OyayT npoTtecTMpoBaHbl B AeHb cbopa, TO ux
HEOBX0AMMO 3aMOPO3UTL U XPaHUTL Npu Temnepatype -20 °C unu Huxe,
4YTOGbl MpenoTBpaTUTL noTepto GuoakTMeHocTM TNF-a. Ecnu aHanus
OyaeT BbINONHEH B 6nvxanwme 24 yaca, obpasubl MOTyT XpPaHUTLCH Npu
2-8 °C.

M3beraiiTe  MOBTOPHbLIX  LMKIIOB  3aMOpPaXMBaHUA-Pa3MOPaXMBaHUS
obpasuoB. [lepeg aHanuaoM npuBecTM 0O6pasubl K KOMHATHOM
TemnepaTtype 1 akkypaTHO MX nepemeLiaTb.

7. TPEBYEMbIE, HO HE MOCTABNAEMbIE MATEPUAINDbI

. KanunbposaHHble nuneTkn Ha 5 mn n 10 mn

. KannbpoBaHHble NUNETKN Of4HOKaHarbHble NepemMeHHoro obbema ¢
OAHOPAa30BbIMN HaKOHeYHUKaMu Ha 5 — 1000 mkn

. MHorokaHanbHble NUMNETKM C OAHOPa30BbIMU HakoHeYHKkamMu Ha 50
— 300 mkn



. BaHHOYKa OnA peareHTOB ANS MCMONb30BaHWUA C MHOrOKaHarbHOM
nuneTkown

. KannbpoBaHHble CTakaHbl U
NPUroTOBMNEHNS PeaKTNBOB

. Py4Hoe unun aBTomatmyeckoe npomMbiBatoLLee YyCTPOUCTBO

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

e [lucTvnnupoBaHHas UnNv 4eMOHU3MpPOBaHHas Boaa

. CTaTnCcTM4ecKknin KanbKynsiTop unu nporpaMmmHoe obecneyeHne ans
06paboTkM pe3ynbTaATOB (NIMHENHas perpeccust)

UMNUHApPLl, HeobxoauMmble  Ans

8. NMPEOOCTEPEXEHUA NO UCNONb30OBAHUIO

1 Bce xvmukatbl cumtaTh NOTeHUManbHO onacHbiMU. PekomeHayeTcs
MCMOoNb30BaHMe OaHHbIX peareHTOB TOMbKO KBannUUMpPOBaHHbLIM
nepcoHanom B nabopaTopHbix ycrnosusix. icnonb3oBaTtb 3aLUMTHYHO
ofexay, O4KM 1 nepyatku. Msberatb KOHTaKTa € rrmasamMm u Koxemn.
B cnyyae KoHTakTa, NPOMbITb C 6OMbLUMM KONMMYECTBOM BOAbI.

2.  Habop npegHasHayeH TOMbKO Afsi UCCNEAoBaTENbCKUX Lenen u He

OOMKEH  WCMOMb30BaTbCs B PYTUHHBLIX  AWArHOCTUYECKMX

npoweaypax.

He cmelunBaiiTe pasHble NoTbl M peareHTbl U3 pasHbIX JIOTOB.

He ncnonb3ynte peareHTbl C UCTEKLLMM CPOKOM XPaHEHUS.

MN3berante obnyyeHns peareHTOB CUMbHbIM MCTOYHUKOM CBeTa BO

BPEMSI XpaHeHUs1 U MHKyGaLun.

He nuneTtupyiite pTtom.

Henb3s ecTb Wnu KypuTb B MecTe, FAe XPaHATCA peareHTbl U

o6pasLbl unu B MecTe, rae NpoBOAUTCS aHanus.

8. W3beraiiTe KOHTaKTa peareHTOB C KOXEeN U CIIM3NCTbIMU.

9. Mpu pyyHom MeTode aHanu3a MNOMb3yWTECh  NaTEKCHbIMU
nepyatkamu Ans 3awmTbl pyk.

10. W3berante KoHTakTa cybCcTpaTHOro pactBopa C MeTannamu u
OKMUCIIUTENSIMUA.

11. WsGerainTte pa3bpbi3rnBaHnsi 1 o6pa3oBaHunsi aapo3osen.

12. Ytobbl un3bexaTb MUKPOOHOro 3arpsA3HEeHUs WnM  3arpsi3HeHus
peakTMBamMu W MOMy4yeHWA B  pe3ynbTate HegoCTOBEPHbIX
pesynbTaToB, NONb3yWTECH OOHOPA30BbIMU HAKOHEYHUKAMU.

13. Wcnonb3syiite 4ucTylo, cneumanbHO BbiOEMEHHy nocygy Ans
KOHBIOraToB 1 cybcTpaTHOro pacteopa.

14. 3arpsisHeHue KUCNOTON MHAKTUBUPYET KOHbIOraT.

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

16. CybGcTpaTHbI pacTBOpP [AOMKEH UMETb KOMHAaTHYK Temnepartypy
nepes Ucnonb3oBaHUEM

17. O6e33apaxuBarite nocrne paboTbl 06pasupbl, Tak Kak OHW MOryT
ObITb MHULMPOBaHbLI, NPeanoYTUTENBHO aBTOKMaBUPOBAHUEM HE
MeHee 1 yaca npu 121.5°C.

18. >Kupgkve oTxonbl, He coepXaliue KUCMOTY, U HEWTpanu3oBaHHbIe
HeobxoQMMO cMellaTb C PacTBOPOM TMMOXMOpUTa HaTPUs TakuUM
obpasom, 4Tobbl nonyunncs B utore 1% pacTBop runoxmnopuTa.
OcTaBbTe MonyyeHHyto cmecb Ha 30 MUHYT Ansa 3ddEKTUBHOrO
obes3apaxuBaHuns. XKugkve OTXOAbl, coAdepXaliue  KWUCMOTY,
Heobxoaumo HenTpanusoBaTb [0 obe33apaXvBaHUs pacTBOPOM
rMnoxnopuTa HaTpus.

S

No

9. NOAroTOBKA PEATEHTOB

BydepHble KOHUEHTpaTbl MNPVMBECTM K KOMHAaTHOW TemnepaType u
pa3BecTu nepea Ha4Yanom aHanuaa.

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

Kpuctannsol,

9.1 TMpowmbiBatowmmn pacteop (1 x)

Pasbasbte 50 Mm KOHUeHTpata  AMCTUIIMPOBAHHOM  Unun
[EeNOHN3NPOBaHHON BOAOM B MEPHOM LMNWHAPE A0 KOHe4yHoro obbéma
1,0 n. Nepemelarite, n3berasi BCNeHNBaHUS.

Xpanwute lNpombiBatowmini pacteop npu 2-25 °C. MNMpombiBatowmii pacTeop
cTabuneH 30 gHen.

[MpombiBatowmn pacteop (1 X) Takke MOXeT OblTb MPUIOTOBIEH COrNacHo
cnepyoulen Tabnuue:

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

1-6 2,5 47.5

1-12 5.0 95.0

9.3 KoHblorat 6MoTuHa
3ameTbTe, 4To KoHblorat 6MoTMHa AOMKeH ObiTb MCNONbL3OBaH B
TeyeHue 30 MUHYT nocne pa3BefeHUs.

MpurotoBbTe Heobxogumoe KonmuyecTBO OMOTMHOBOrO KOHbBIOraTa,
pa3seass 6uoTuHOBLIM koHbloraT B 100 pa3 pabouum 6Bydepom
HEMNocpeaCcTBEHHO Mepef  WUCMOMb30BAaHUMEM B YMCTOM MNACTUKOBOM
nocyae, cornacHo Tabnuue:

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

1-6 0.03 2,97

1-12 0.06 5.94

9.4 CrtpentaBuanH-HRP

3ameTbTe, 4To CTpentaBuanH-HRP pomxeH 6biTb Mcnonb3oBaH B
TeueHue 30 MMHYT Nnocne pa3BeaeHus.

PasbaBbTe koHUeHTpaT KoHblorata Pabounm 6ycdepom B COOTHOLLEHNN
1:200 B yncTomn nocyge.

Kon-Bo cTpunos CrpentaBugnH-HRP (mn) Pa6ouuit bygep(1x) (mn)

1-6 0.03 5.97

1-12 0.06 11.94

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

1-6 25 475

1-12 50 950

9.2 Pa6ouun 6ydep (1 x)

XopoLuo nepemeluante KoHueHTpaT Paboyero 6ycepa. Pasbasbte 5,0
MI KOHLUEHTpaTa OWCTUNNMPOBaHHOW BOAOW B MEPHOM UMNUHOPE [0
KoHeuyHoro obvéma 100,0 mn. lNMepemewante, n3berass BCNEHUBaHMS.
Xpanute Pasbasutenb obpasuoB npu 2-8 °C. Pasbasutens obpasuos
ctabuneH 30 gHen.

Pabounn 6ydep (1 x) Tawke MOxXeT ObiTb MNPUrOTOBMAEH COrfacHo
cnepytoulen Tabnuue:

9.5 CraHpgapt yenoBeyeckoro TNF-a

Pactsopute NModUIN3NPOBaHHbIN CrtaHpgapT TNF-a B
OVUCTUNNUpoBaHHOM BoAde. Heobxoaumbll obbeM AN pacTBOPEHWS
yKkasaH Ha 3TukeTke dnakoHa, cofepxailero craHgapT. OCTOpoXHO
nepemeluBanite A0 MOJIHOTO pacTBOpeHusi. KoHeyHasi KOHUeHTpauus
nonyyeHHoro pactsopa coctasut 3000 nr/mn.

OcTaBuTb CTaHAApT AN BoccTaHoBMeHUs Ha 10-30 MUHYT.

Mocne ucnonb3oBaHWst OCTaBLUMICHA CTaHAAPT HE MOXET XPaHuTbCsA U
OOMKeH ObITb BbIOPOLLEH.

Pa3BegeHusi ctaHpapTa MOryT MpoM3BOAUTLCS HENOCPEACTBEHHO Ha
nnaHwerte (cM. nyHKT 10C) nnn anbTepHaTMBHO B Npobupkax (cM. MyHKT
9.5.1)

9.5.1 BHewHee pa3BegeHue CtaHpapTa

MomeTnTb 7 NpobUPOK, OAHY ANs KaXdow Touku ctaHpjapTa. S1, S2, S3,
S4, S5, S6, S7.

3atemM noAaroToBUTbL CepuiiHble pa3BedeHust 1:2 [na  cTaHZapTHON
KPUBOW KaK yKa3aHO HUXe:

MunetuposaTtb 225 mkn Pa3baButens ObpasLoB B kaxay Npobupky.
MuneTtupoBaTb 225 MKN BOCCTaHOBMEHHOrO CTaHAapTa (KOHUeHTpauus
ctaHgapTa=1000 nr/mn) B nepByld nNpobupky, noMeyeHHyw S1, wu
nepemeLlatb (KoHUeHTpauus ctaHgapta 1=500 nr/mn).

MuneTtupoBaTh 225 MkN 3TOro pacTBopa BO BTOpYl NPOGUPKY,
nomMeyeHHylo S2, M TwWaTenbHO nepemMellaTb nepen creaylowmm
nepemeLleHnem.

MoBTOpuUTb cepuiiHble pa3BefeHus ewe 5 pa3, Takum ob6pa3om
hopMUpYst TOUKM CTaHAAPTHOM KpBOM (CM. PUCYHOK HUXKE).

Pa3baBnTens 06pa3LoB cnyxuT B KavyecTse GnaHka.
MepeHocuTb No 225 Mkn
/’“l“_\./:u/’\./“\. N ./_’l“\,

—

]

S1 S2 S3 S4 - S7

Pas6asutenn
obpasuoB
225 mkn

BoccTaHoBneHHbI
CraHgapT Yenoseyeckoro
TNF-a

Ynanutb 225 mkn

9.6 KoHTponu

PactBopuTte nuocunmnsmpoBaHHble KOHTponu, Aobasue no 800 mkn
OVCTUNNMPOBAHHOM BOAbl. AKKypaTHO nepemeluaWTe [0 MOMHOro
pacTBOpPeHUst.

AHanuampymnte KOHTPONW AaHHbIM METOAOM Takke, Kak M obpasubl C
HEN3BECTHbIMW KOHLIeHTpauuamu. [JonycTUMbIA Auana3oH ykas3aH Ha
3TMKeTKax (ONakoHOB wWnuM B cepTudukate aHanusa. ANUKBOTUPYWTE
pacTBopeHbl KOHTporu u xpaHute npu -20°C. M3beramte MOBTOPHbIX
LIMKIIOB 3aMOpaK1BaHNA-0TTanBaHUS.




9.7 [Oo6GaBneHue okpaluMBalOWMX 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

2. KoHblwrar 6uoTuHa:

6uoTnHOBOTrO KOHBblOraTa

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 Pabouero 6ydepa (1 x) 30 mkn 3esreHo20 kpacumensi

6 mn Pabouero bydepa (1 x) 60 mkn 3enteHo20 kpacumensi

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

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

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

10. NMPOTOKOI AHANU3A

a. [HoctaHbTe Tpebyemoe pans npoBedeHus aHanmsa uucro 8-
NYHOYHbIX cTpunoB. MomecTnTe TpebyeMoe KOnM4yecTBO CTPUMOB B
nepxatenb (k Heobxogumomy uucny sdeek ans  O6pasuos
pobasbTe fAvenkun Ansa bnadka, CtaHgapToB m KoHnTpons). Bce
CrangapTel, bnaHk n O6pa3subl HeoOXoOAMMO aHanu3upoBaTb B
nybnsax. Heucnonb3oBaHHble cTpunbl cpa3dy ybepuTe B nakeT ¢
ocyLliMTenem 1 XxpaHuTe NoTHO 3aKpbiTbiM Npu 2-8°C.

b. TlNpomownte sverkn 2 pasa 400 mkn lMpombiBoyHOro Bydhepa,
NOMHOCTBIO yAanss XWAKOCTb Mexay npombiBkamu. OcTaBuUTb Ha
10-15 cekyHa. Msberamte wuapanuMH Ha MOBEPXHOCTM siYeek.
CTpsixHMTe nnaHweT Ha dunbTpoBanbHOW OGymare nocne
nocriegHer npombiBku. McnonbayiiTe cTpunbl HEMeONIEHHO nocre
CTPAXVMBAHWUA UMW MakcMMym 4Yepe3 15 MWHYT mpu ycroBuu, 4TO
CTPUMbl  YrOXeHbl Ha BraxHyl uUIbTpoBanbHylo Oymary B
nepeBépHyToM BMae. He no3BonsuTe syeikam BbicbixaTb!

c. Pa3sBegeHue cTaHgapTta Ha _ nnaHwete (anbTepHaTUBHO
pasbaBneHve cTaHgapTa MoxXeT ObiTb MPUroTOBNEHO B Npobupkax):
Hob6asute 100 Mkn Pa3baBuTens ans obpasuoB B Ay6nsix KO BceM
cTaHgapTam. MpurotoBbTe cTaHaapTHble pasBefeHus
nobaenexHnem no 100 mkn pasbasneHHoro CrtaHgapTta (pasgen
«[MpurotoBneHue peareHToB» 9.5) B aAverikn A1 n A2 B y6nsix (Cm.
Tabn. 1). NMepemewante cogepxunmoe sueek A1 n A2 n nepeHecute
no 100 mkn pactBopa u3 siveek A1 u A2 B sivenkm B1 n B2
COOTBETCTBEHHO. BO Bpemsi 3Tux MaHunynsiuuii noctapaWTecb He
nouapanartb BHYTPEHHIOI MOBEPXHOCTL siveek. [MoBTOpUTE NepeHoc
N pasBefeHue CTaHdaptoB 5 pas, nomyyvuB B uTore 2 psaa
passegeHun Crtanpapta TNF-a B guanasoHe ot 1500.0 go 23
nr/mn. Yganute u Bbibpocute 100 MKN XMAOKOCTM M3 NOCAEOHWUX
aveek (G1, G2).

MepeHocutb no 100 mkn

S1 S2 S3 S4 - S7
BoccTaHoBREHHbIN Pasbasutens Ypanutb 100 mkn
CraHgapT YenoBeyeckoro obpasuos
TNF-a 100 mkn

[Mpu BHelHeM pa3BefeHUU cTaHgapTa nunetTuposatb 100 Mkn aTUX
pasBefeHuin ctaHgapToB (S1-S2) B nyHKM ANsi CTaHAapTOB COrnacHo
Tabnuue 1.

Tabnuua 1: Cxema pacnonoxeHusi o6pasuos, bnaHka u ctaH4apToB
Ha nnaHweTe.

1 2 3 4

A |CT#1 Ct#1 01 01
(1500.0 nr/mn) (1500.0 nr/mn)

B |[Cr#2 Ct#2 02 02
(750.0 nr/mn) (750.0 nr/mr)

C |[CT#3 CT#3 03 03
(375.0 nr/mn) (375.0 nr/mn)

D |[CT#4 CT#4 04 04
(188.0 nr/mn) (188.0 nr/mn)

E [[CT#5 CT#5 05 05
(94 nr/mn) (94 nr/mn)

F || CT#6 CT #6 06 06
(47 nr/mn) (47 nr/mn)

G ||CT#7 CT#7 o7 o7
(23 nr/mn) (23 nr/mn)

H || Bnank BnaHk 08 038

Ct — CraHpgapT, O — obpasen

d. BHecute no 100 mkn Pa3baButens o6pasuoB B gybnvkate B
a4yenkn «bnaHk».

e. BHecute no 50 wmkn PasbaButens o6pasuoB B AYENKM,
npeaHasHaveHHble Ans o6pasLoB.

f. BHecute no 50 Mkn  kaxgoro
COOTBETCTBYIOLLME AYEWKM.

g. [lNpurotoBbTe 6MOTMHOBLIN KOHblorat (pasgen «[llpurotoBnexHue
peareHToB» ).

h. [Oo6aBbTe no 50 MK GMOTMHOBOro KOHbLIOraTa BO BCE SYEKU.

i.  3akponte nnaHLeT NNEHKOW 1 MHKYOUpyWTe 2 Yaca Npu KOMHATHOW
Temnepatype  (18-25°C), ecnm  BO3MOXKHO,  WCMOSb3yiTe
opbuTanbHbI BCTPsIXUBATENb, YCTaHOBMEHHbIN Ha 400 06/MUH.

j. MpurotoBbTE cTpenTaBMAVHOBLIN KOHblOrar (pasgen
«MpuroToBneHne peareHTOB»).

k. CHumuTe nneHky. [lonHoCTbIO YyAanuWTe coAepxuMoe sueek
acnupaumen unu gekaHtuposaHuem (cnveom). MNpomonTte ayerikn 6
pa3 kak ykasaHo B Luare «b» HacTosiero npotokona. NepexoguTe
HemeAneHHo K crneayioLlemy Luary.

I BHecute no 100 wmkn pasbaBneHHoro
KOHbBlOraTa BO BCE SYENKN, BKM0Yas GraHk.

m. 3akpoiiTe nnaHLWeT NNEHKOM 1 NHKYOUpyinTe 1 Yyac npu KOMHaTHOM
Temnepatype  (18-25°C), ecnum  BO3MOXHO,  WCMOSb3yiTe
opbuTanbHbIVi BCTPSXMBaTENb, YCTaHOBMNEHHbIN Ha 400 06/MUH.

n. CHumuTe nneHky. [lonHOCTbIO YyAanuWTe coAepxuMoe sueek
acnupaumen unu gekaHtuposaHuem (cnvmeom). MNpomonTte ayerikn 6
pas3a kak yka3aHo B Lare «b» HacToswero npoTtokona. Nepexoante
HemeAneHHo K crneayloLiemy Luary.

0. BHecute no 100 mkn Cy6erpaTtHoro pactBopa TMB Bo Bce
AYENKN.

p. WHkybBupyiiTe npu KOMHaTHOW TemnepaType B TEMHOTE B TeyeHue
npumMmepHO 10 MUHYT.

obpasuya B Oybnsx B

CTpenTaBngmnHoOBOro

Ons  nopoGHbIX ()OTOMETPOB peakuusi [AofMKHa ObiTb
OCTaHOBMieHa [0 AOCTUXEHUSI Hanbonee SIPKO OKpaLEeHHbIMU
fiYeMKaMM npeaena U3MepeHnst UHCTPYMEeHTa.

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

g. [Hob6aebte no 100 mMkn cTom-pacTBoOpa BO BCE SYENKW, BKMOYas
«BnaHk», 4TOObl MOMHOCTBIO MHAKTUBMPOBATbL (DEPMEHT B SYElKaXx.
BaxkHO BHOCUTb CTOM-peareHT BbICTPO U C TOW e CKOPOCTbIO, YTO U
cybcTpatHbii - pactBop.  OnTUYecKyld  MMAOTHOCTb  cyMTaTb
HeMe[NeHHO Nnocrne BHECEHUsI CTOM-peareHTa unm B TedeHne 1 Yyaca
npu YCNoBWM, YTO CTPWUMbl HaxoOAWnUCb BCE 3TO BpeMs Mpu
TemnepaTtype 2-8°C B TEMHOTE.

r.  Onpegenute ONTUYECKYK MNNOTHOCTb BCex svyeek npu 450 HM
npotuB «bnaHka», enaTenbHO WCMOMb30BaTb AfIMHY BOJHbI
cpaBHeHus 620 HM (gonycTuma [AnvHa BOMHbI CPaBHEHWS B
avanasoHe 610-650 HM). BnaHkvpyiiTe MUKponnaHWeTHbIA puaep
COrMacHO PYKOBOACTBY  MNPOU3BOAUTENS,  WCMONb3ysi  SMENKU
«BnaHk». Onpepenute Ol kak B svenkax, cogepxalumx obpasupl,
TaK 1 B Averikax, Coaepxallux passeaeHus ctaHgapTa.

3ameyaHue: ecnu MHKyb6auus npoBogunacb 6e3 BCTpsIXMBaHUA,

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

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

11. PACYET PE3YJIbTATOB

= Paccuntante pesyneTtatel. [ns 9TOro paccuuTante cpepHee
3HayeHWe MOrMoLweHuss Ans Kakgoro cTaHdapta u  obpasua.
OTKINOHEHME OT CpefHero He AOIMKHO ObiTh 6onee 20%.

= Mcnonb3ys rpaduyeckyto Oymary, OTMETbTE TOYKM CUYUTAHHbIX
3HaYeHWI MOrMOLWEHNsI CTaHOApPTOB Ha BepTuKamnbHylo ocb Y, a



cooTBeTCTBYyOWME KOHUeHTpaumn TNF-a. Ha ropusoHTanbHyl0 OCb
X. MNpoBeanTe onTUManbHyO KPMBYIO MO TOYKaM.

. Onpepenute koHueHTpauun TNF-a B obpasuax n3 ctaHgapTHOWM
KpuBoW. [Ons 3Toro HanWgute 3HadeHne Ha ocu opguHat (Y)
COOTBETCTBYIOLLEE CPEAHEMY 3HAYEHUIO MOSTyYEHHOW ANS Kax[oro
obpasua Ofl u npoBeauTe TrOPWU3OHTAmNbHYD MUHWIO [0
nepecevyeHuss Cco CTaHOapTHOM KpuBoW. 3aTeM U3  TOYKU
nepeceveHusi NPoBeAUTE BEPTUKANbHYK NNHUIO A0 NepeceyeHns c
ocblo abecumce (X). 3HaueHue Ha ocu X B TOYKe nepeceveHust u
6yneT cooTBeTCTBOBaTb KOHUEHTpauum TNF-a B cooTBeTCTBYIOLLEN
npob6e.

L] B xopme aHanusa, cornmacHo AaHHOW MHCTPYyKuuu, oGpasubl
O6binu  pa3BepeHbl 1:2, cnegoBaTenbHO, KOHLIEHTpaLuw,
nosiyYyeHHble U3 KarMbpOBOYHOM KPUBOW, [OMKHbI ObITb
YMHOX€eHbI Ha K03 bMLMeHT pa3BeaeHus (x2).

= 3amevaHme: pacyéT o6pasuoB C ONTUYECKOW NMOTHOCTbIO
Bbilwe 2.0 MoOXeT ObITb HEKOPPEeKTEH — pe3ynbTaTbl OyayT
3aHuKaTbcs. Takue obGpasubl Heo6XxoAMMO [AOMONHUTENBHO
pa3BecTu 6ycdepom ans pa3BefeHUs U NpoTecTUpoBaThb elye
pa3, AnA Mnony4YeHus pes3ynbTaTta, OTpaXarlliero TO4YHYI
KoHueHTpauuto TNF-a.

L] MogpasymeBaeTcsi, YTO B KaXAyl Cepuio aHanusa BKIoYaeTcs
KOHTPOrnbHbIV 0bpaseL ¢ n3BecTHoW KoHueHTpauuen TNF-a. Ecnn
3HaYeHWs1 KOHTPOMS He YKNaAblBalTCs B OXWAAEMbIA [AManasoH,
pesynbTaTbl aHanuaa MoryT 6blTb HEAOCTOBEPHbI.

. MpvmMep cTaHpapTHOM KpuBOM nokasaH Ha PucyHke Hwxe. He
ncrnonb3ynTe 3Ty CTaHOApPTHYIO KpWBYKD AN pacyéTa Balux
ob6pasuoB. CTaHAapTHas KpuBas AormkHa ObiTb BKMHOYEHA B Kaxayo
NMOCTaHOBKY.

PucyHok. [Mpumep craHpgapTHon kpuo ans TNF-a. TNF-a 6bin
pa3baBneH B cepumn ABYKpaTHbIX NOCNeAoBaTENbHbIX LIaroB TUTPOBaHUS
PasbaButenem obpasuoB. 34eck npeAcTaBrneHbl CpeaHNe 3HavyeHus u3
Tpex napannenbHblX TUTPOBAHUN.

He wucnonb3ynte 9Ty CTaHOapTHY KpMBYIO QAN pacyéta BallMx
obpasuoB. CtaHgapTHasi KpuBasi JOJKHa ObiTb BKMOYEHA B KaXAayto
NMOCTaHOBKY.

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

*  Mcnonb3yinTe 0AHOPa30Bble HAKOHEYHWKN.

CreknsHHas nocyaa AomkHa ObITh TLATENbHO BbIMbITA.

*  HenonHasa NpoMbIBKa HEraTMBHO BMMSET HA TOYHOCTb PE3yrbTaToB.
MonHocTblo ypansnte [MpombiBouHbIA Oydep u3 g4yeek mMexay
LuMKnaMu npombiBkA. He nossonsiiTe siyerikam BbICbIXaTb Mexay
Liaramy aHanmaa.

*  Wcnonb3oBaHne pagvoMMMyHOTEpanuu 3HaYUTENbHO YBENUYMIo

YMCIMO NAaLMEHTOB C YENOBEYECKUMMU aHTUMbIWKUHLIMU IgG (HAMA).
HAMA wmoryT wuHTepdpepupoBaTb B aHanuse, WCMNOMb3YOLEM
MbILUMHbIE  MOHOKIIOHAlNbHblE aHTUTena, MpuBOAsS K  NOXHO
NOMOXNTENBHBIM U NMTOXHO OTpULATENBHLIM pe3ynbTaTam.
O6pasubl  CbIBOPOTKW, CcodepXalime aHTuTena K MbIWWHbBIM
UMMyHOrnobynmHam, MoryT ObiTb MpoaHanusnpoBaHbl B crydyae,
KOrga MbllUMHBIE  UMMYHOrMoOynuHbl  (CbIBOpPOTKa, — acuuTHas
XXMOKOCTb UM MOHOKIIOHamNbHbIE aHTMTena APYrov cneunduyHoCTH)
nobasnstoTcs k PasbasuTtento o6pasuos.

13. PABOYUE XAPAKTEPUCTUKU

13.1 YyBcTBUTENBHOCTb

MuHumanbHO onpegensemasn koHueHTpauusa TNF-a, onpegeneHHas kak
KOHUEHTpauusa aHanuta, gatowasa Ol 3HaunTenbHo Bbiwe yYem Bydep
Ans  pasBedeHuns (cpegHee nNnC 2 CTaHAAPTHbIX  OTKIMOHEHWs),
cocTaBuna 2.3 nr/mMn (cpefHee 6 He3aBUCUMbIX ONpeaeneHuit).

13.2 BocnpousBoauMocTb

13.2.1 Bocnpou3BoAMMOCTb BHYTPU OQHOW cepumn
BocnponssogMmocTe BHYTpM OAHOW cepwuu onpegensnace B 3
He3aBMCUMbIX Ccepusix aHanu3a. B kaxpabll cepum aHanusa Obino
BbINOMHEHO MO 6 onpedeneHuin kaxporo u3 8 obpa3suoB CbIBOPOTOK,
cofepXalmx pasnuuHble koHueHTpauum TNF-a. B kaxgbli nnaHweTt
ObINKn BKMOYEHBI MO ABE CTaHAapTHble kpuBble. B Tabnuue npuseneHsb!
cpegHve 3HaveHns TNF-a n koacpbduumeHT Bapuaumm Ansa Kaxpgoro
obpasua. KoadbdpuumeHT Bapnaumm coctasun B cpeaHem 6.0 %.

Tabnuua 3: CpefgHee 3HayeHuMe KOHUEHTpauun u
Bapuauun ans kaxgoro obpasua

KoahpmumeHT

CpepHss
O6pasubl | 3kcnepumeHT | koHueHTpauus, nrimn | Koaddh. Bapnaumm (%)
1 463.7 32
£ 1 2 582.1 5.1
% 3 583.2 54
§ ' 1 364.6 6.4
3 2 2 454.0 1.9
3 4154 7.3
1 2439 34
3 2 282.0 47
3 295.1 8.1
ark g v o 1 144.3 47
Concentration (pa/mly 4 2 1686 61
3 178.2 7.8
Tabnuua: TunuyHble pesynbTaTbl, MNOMyYeHHblE C WCMONb30BaHWEM 1 60.4 4.4
AaHHoro Habopa. 5 2 66.7 5.7
MamepeHne Ha 450 HM, AnvHa BOsHbI cpaBHeHUs 620 HM. 3 72.7 44
1 26.3 8.7
on on, CV, % 6 2 23.8 49
Crawpapr | TNF-a,nrun | 450\ | cpepwee 3 242 104
1.877 1 6265.8 46
! 500 2025 1,951 54 7 2 6223.9 75
1.133 3 6857.6 6.1
2 250 1192 1163 36 1 4498.1 46
0.646 8 2 4752.0 72
8 125 0672 0659 28 3 5326.0 54
0.352
4 625 0.375 0420 08 13.2.2 Bocnpou3BoAMMOCTb MeXAY CepusiMmu
5 313 0.200 0.208 5.1 BocmpousBoaumocts  mexay cepusimu B ogHon  nabopartopum
i 0.215 ' ' onpeaensinach B 3-X HE3aBUCUMbLIX CEpUSIX aHanusa TPems pasHbiMu
6 156 0.130 0136 57 nabopaHTamn. B kaxgbll cepun aHanusa Obifo BbINOMHEHO no 6
' 0.141 ' ' onpeaeneHuin Kaxgoro u3 8 o06pasuoB CbIBOPOTKW, copepKalimx
pen KL pasu POTKM, coaepxaLly
7 78 0.082 0.080 35 pasnuyHble koHueHTpauun TNF-a. B kaxabln nnaHweT Obinn BKIYEHbI
) 0.078 ) ) no [iBe CTaHAapTHble kpuBble. B Tabnuue npuBeaeHbl cpefHue 3HaveHus
BraHk 0 0.042 0.038 14.9 TNF-a 1 koadbdrUmneHT Bapnaumm ans Kkaxagoro obpasua, paccunTaHHbIN
0.034 ) ) n3 18 onpegeneHun kaxgoro obpasua. KoadduumeHT Bapmauum

Orl, nony4eHHble Ans CTaHOApPTOB, MOrYT MEHATLCS B 3aBUCHMOCTU OT YCROBUA
BbIMOSHEHMS aHanNM3a (Hanpumep, TeMNepaTypHbIA PEXUM).

Kpome TOro, Ha NpoTshxeHUn cpoka roaHOCTM Habopa 3H3MMaTUYeckas akTUBHOCTb,
W, CneaoBaTenlbHO, MHTEHCUBHOCTb OKpalUMBaHWUs, MOTrYT M3MeHsTbes. IMpu aTom
pesynbTaTbl TECTUPOBAHWS OCTAOTCA AOCTOBEPHBIMU.

12. OFPAHUYEHUA

= Tak Kak YCnoBUs MOFyT MEHSITbCA OT aHanusa K aHanuasy,
CTaHJapTHasi KpuBasi [JOMKHa OblTb BKIOYEHA B KaXOyl Cepuio
aHanu3a.

cocTtaBun B cpegHeMm 7.4 %.

Tabrnmua 4: CpegHee 3HaueHWE KOHUEHTpaLuUu K
Bapvauuu Kaxaoro obpasua

KoappmumeHT

O6pasey KoHueHTpauus TNF-a Koadhch. Bapuauun
nr/mn (%)
1 543.0 10.3
2 411.3 8.9
3 273.7 7.9




4 163.7 8.7
5 66.6 7.5
6 24.8 4.5
7 6449.1 45
8 4858.7 7.1
13.3 WUsBneueHue
M3BneyeHne ouenHuBanu, TecTupys 4 obpasua nynupoBaHHOMN

4YenoBEeYEeCKON CbIBOPOTKM, oboralleHHble 4 pasHbiMu ypoBHsiMu TNF-a
yenoBeka. KonuyectBo aHaoreHHoro TNF-a B He ob6oralleHHon
CbIBOPOTKE BblUMTaNM M3 3HAYEHWN, MONyYeHHbIX AN oboraleHHOro
obpasua. N3eneyeHne coctasuno B cpeaHem 93 %, B guanasoHe oT 72
% 0o 112 %.

13.4. JlnHenHoCTb

4 obpasua 4YenoBeyecKoW CbIBOPOTKU, C pa3nuyHbiMu ypoBHamu TNF-a,
6bINU MpoaHanuanpoBaHbl B 2 cepusix OBYKpaTHbIX pa3sBefeHuin, no 4
noeTopa kaxgoro. B tabnuue npuBeaeHsbl 3HaveHns nssnedveHust (% ot
OXWOAEeMOoro 3HayeHusi). [okasaHo, 4YTO W3BIIEYEHWE B CpedHeM
coctasuno 105 %, B gnanasoHe ot 94 % o 117 %.

Tabnuua 5
Oxupaemoe Ha6niogaemoe OT oxunpgaemon
3HayeHue 3HayeHue KOHLiEHTpaLuun
nr/mn nr/mn TNF-a
1 12 2192,7 —
1:4 1096.3 1168.3 106.6
1:8 584.1 574.0 98.3
1:16 287.0 287.0 100.0
2 12 984,0 —
1:4 492.0 5131 104.3
1:8 256.5 240.2 93.6
1:16 120.1 138.8 115.6
3 12 1937,3 —
1:4 968.6 1056.2 109.0
1:8 528.1 546.0 103.4
1:16 273.0 270.0 98.9
4 12 877.1 —
1:4 4386 504.4 115.0
1:8 252.2 243.0 96.3
1:16 121.5 141.7 116.6

13.5 CrabunbHoCTb O0b6pasuoB

13.5.1 CTabunbHOCTbL NpU 3amMOpaXnBaHMU-Pa3MOpPaXKMBaHUN
AnVKBOTBI CbIBOPOTKU W KynbTypanbHOW Xuakoctn (6e3 gobaeneHHoro
TNF-a u ¢ go6asnennem TNF-a) xpaHunuck npu Temnepatype —20°C u
pasmopaxuvBanucb 5 pas, nocne 4ero onpegensnuck ypoBHu TNF-a.
Habnioganacb 3HauuTenbHasi noteps WMMMyHopeakTuBHocTM TNF-a.
MoaTtomy, obpasubl HeobXxoauMo XpaHuTb B anukeoTax npu -20 °C u
pasMOpOXeHbI TONMbKO OAWH pas.

13.5.2 CTabunbHOCTb NpU XpaHeHUn

AnvkBOTbI CbIBOPOTKM UM CynepHaTaHTa KynbTypbl knetok (6e3
pob6aenenHoro TNF-a u ¢ pobasneHnem TNF-a) xpaHunucb npu
Temnepatype —20°C, 2-8°C, komHaTHOi TemnepaTtype u npu 37°C B
TeyeHne 25 vacoB, nocne 4ero onpegensnuce yposHu TNF-a. He
Habnioganocb 3HauYUTENbHBIX MOTEPb UMMyHopeakTuBHocTM TNF-a npu
xpaHeHuu npu Temnepatype —-20°C u npu 2-8°C. lMpu KOMHaTHOM
Temnepatype u 37°C  Habnioganocb  3HauuTenbHas  noteps
nmmyHopeakTuBHocT TNF-a nocne 24 yacos.

13.6 CpaBHeHuMe CbIBOPOTKU U Nia3mbl
Bbinv npoTtectupoBaHbl 06pasubl cbiBopoTok M OATA nnasmbl. Oba
MaTpukca MoryT ObiTb MCMNONb30BaHbl AN TECTUPOBAHWA AaHHbIM

metogoM. OfHako HacTOATENbHO PEKOMEHAYETCS  MCMoNb30BaTb
oguHakoBble  TuMbl  obpasuoB  Ana  cobrniofdeHust  cTaHgapTa
npo6onoaroToBKuU.

13.7 CneundcdmyHocTb

BrnvsiHne umpkynupyrowmx akTopoB UMMYHHOW cMCTeMbl BbINo oLeHeHo
nytem gobaBneHusi K NO3UTUBHLIM 06pasuam CbIBOPOTOK C W3BECTHOW
KoHueHTpaumenn TNF-a  cuanonornyeckn  3HaAYUMbIX  KONMYECTB
nccnegyemblx  daktopoB. He Obina  BbisiBNeHa  nepekpecTHast
peaKTUBHOCTb C UccnegoBaHHbIMY hakTopamu, B Tom ymcne ¢ TNF-R (60

kOa n 80 k[a).

13.8 Oxupaemble 3Ha4eHUA

OaHHbiM MeTogom onpegeneHns TNF-a 6bina npoTecTtvpoBaHa naHesnb
n3 40 o06pasyoB CbIBOPOTOK Cry4alHbIM 06pa3oM BbIGpaHHbIX
NPaKTUYECKN 340POBbIX NMOAEN (MYXUMH U XKEHLLWH).

Onpepensiemble ypoBHM TNF-a He Obinn BbisiBneHbl. [loBbiweHue
ypoBHsA TNF-a 3aBUCUT OT TNa UMMYHOSIOrM4ECKON NaTonornu.

13.9 KanubpoBka

HaHHbIn MeTon npokanvbpoBaH MO npenapaTy BbICOKO OYMLLIEHHOrO
pekombuHaHTHOro 4enoseveckoro TNF-a, KOTOpbIA Obln OLEHEeH Kak
9KBMBANEHTHbIN MexayHapogHoMmy pedepeHcHoMy cTtaHgapty NIBSC
87/650. NIBSC 87/650 namepsietca B MexayHapoaHbix Eamnuuax (ME),
11U cooTBeTcTBYET 25 nr yenoseyeckoro TNF-a.

14. INTEPATYPA (CM. B opurmHane UHCTPyKUun).

15. NMOArOTOBKA PEATEHTOB (KPATKOE U3NOXEHUE)

15.1 NMpombiBoYHbIN Bydep (1 x)

[o6asnTb KoHueHTpaTt MpombiBo4HOro 6ydepa 20x (50 mn) B 950 mn
AVCTUNNVPOBAHHOW BOAbI.

KonuuectBo KoHueHTpar PaGoyero OuctunnupoBaHHas BoAa,
CTpunoB Oydepa, Mn mn
1-6 25 475
1-12 50 950

15.2 Pa6ouun 6ydcpep (1 x)

KonuuectBo KoHueHTpar PaGoyero OuctunnupoBaHHas BoAa,
CTpunoB Oydepa, Mn mn
1-6 2,5 47,5
1-12 50 95,0

15.3 KoHblorat 6uoTuHOBLIN (1 X)
MpurotoeuTb passegenve 1:100 cornacHo Tabnuue:

Konuuectso KoHueHTpar BuotnHoBoro Pa6ouuit 6ycpep, mn
CTpUnoB KOHbloraTa, Mn
1-6 0,03 2,97
1-12 0,06 5,94

15. 4 Konbtlorat cTtpentaBuanHoBbin (1 x)

Konuuectso KoHueHTpaT cTpenTaBMANHOBOTO Pa6ouuit 6ycpep, Mn
CTpUnoB KOHbloraTa, Mn
1-6 0,06 5.97
1-12 0,12 11.94

15.5 CraHpapTt

PactBopute nuodwunuampoBaHHbil cTaHaapT Pabouum Gydepom
(TOYHBI 06BbEM cTaHOapTHOrO pacTBopa, KOTOPbIA AOIMKEH NONy4uThCS B
pesynbTaTe pacTBOPEHUs], yKa3aH Ha aTukeTke cpriakoHa).

16. MPOTOKOI TECTA (KPATKOE U3NOXEHUE)

1. TpombITb A4erkn nnaHweTa Asaxabl IpoMbIBoYHbIM Gydepom

2. [o6GaBbte no 100 mkn PasbaBuTensi o6pa3uoB B SAYEiKM,
npegHasHaveHHble Ana CtaHaapTos (B Ay6nsx).

3. lMpurotoBbTe  CcTaHdapTHble  pas3BefeHUs  Ha  NnaHuweTe:
nobasneHneM 100 mkn pasbasrneHHoro CtaHgapTta B siderikn A1 um
A2, co3panTe passefdeHusl ctaHgapta nepeHocom no 100 Mkn m3
Averikm B siveniky. Ypanute u Bblibpocute 100 MKM XMaKoCcTM K3
nocnefHux siveek (G1, G2).

AnbTepHaTVBHOE  pasBefeHvWe CTaHgapTta B npobupkax:
nunetuposatb 100 MKN 3TUX pa3BedeHnin cTaHaapTa B MyHKN.

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

5. BHecute no 50 wmkn PasbaButenssi o6pasuoB B AYENKM,
npegHasHa4yeHHble Ans 06pasLoB.

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

7. TMpurotoBbTe GUOTMHOBLIN KOHBIOraT.

8. [ob6aebTe no 50 Mkn pasbaBneHHOro GUMOTMHOBOrO KOHbLIOraTa,
roTOBOrO ANs UCMOSb30BaHUs!, BO BCE SMENKM, BKNtoYas bnaHk.

9. 3akponTte nnaHLWeT MNEHKON 1 MHKYOUpynTe 2 Yaca npu KOMHaTHOW
Temnepatype (18 — 25°C).

10. [MpuroToBbTE CTPENTAaBUAUHOBLIN KOHBLIOraT.

11. TlonHOCTbIO yaanuTe COAEpPXUMOe SYeeK N NPOMONTe S4Yenkn 6 pas
MpombIBOYHbLIM Gydepom.

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

13. 3akpoiTe nnaHLWeT NNEHKOW M MHKYOUpynTe 1 Yac Npu KOMHATHOM
Temnepatype (18 — 25°C).

14. TlonHoCTbIO yaanuTe COAepXnMoe siueek 1 NpomonTe A4erkn 6 pas
MpombIBOYHbLIM Gydepom.

15. BHecute no 100 mkn Cy6ctpatHoro pactBopa TMB Bo
BCE siYenku, BKtovas bnaHk.

16. WHKyOGupyinTe npu KOMHaTHOW TemnepaType npumepHo 10 MUHYT.

17. [Oob6aBbTe no 100 MKN cTonm-pacTBOpa BO BCe SYEWiKWU, BKItoYasi
BnaHk.

18. OnpegenuTte ONTUYECKYlD MNMOTHOCTb sivyeek npu 450 HM MpoTuB
«BnaHkay», xenatenbHO Wcnonb3oBaTh ANWHY BONHbI CPaBHEHUS
610-650 HM.

3amevaHue: [insa ob6pa3yoB, pa3GaBreHHbIX COrMacHO MHCTPYKLUU,

YMHOXbTe pe3ynbTaT, MOJIyYeHHbIW MO CTaHAApPTHOM KPMBOW Ha

c¢akTop pa3BeneHus 2.
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