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Tonbko Ans uccnegoBaTeNlbCKUX Lenen
He Ans ucnonb3oBaHusA B AMArHOCTMYECKUX UMK TepaneBTUYECKUX

npouegypax
1. HA3HAYEHME UCMNOJIb3OBAHUA
OaHHbin ~ Habop Human IFN-y  ELISA npegHasHaveH ans
KONMMYECTBEHHOrO  onpegeneHns  4JeroBeveckoro |IFN-y Ha6op

npeAHa3HavyeH TONMbKO ANs AWMArHOCTUKM in vitro u He AornxeH
Ucnonb30BaTbCA B TepaneBTUYECKMUX Uenax.

2. BBEAEHUE (Cm. opuauHan uHcmpykyuu).

3. MPUHUMN TECTA

AHTUTENa, cneumdunyHole K IFN- Cop6upoBaHHbIe 4enku

Y, copbupoBaHbl B  siYemnKax
nnaHwerTa.
\F MOHOKIOHanbHble aHTUTENA
. MepBas uHkyGaums
YenoBeueckuii IFN-y, P 4

npucyTCTByOLWMIA B obpasue mnu
CTaHgapTe, CBS3bIBaETCH c
aHTUTenamun, agcopbmpoBaHHbLIMK
Ha nyHkax. BvoTuHMNMpoBaHHbIe
aHTu-Yenoseveckne IFN-y
aHTUTena fobasnsioTes "
CBA3bIBAOTCA C  4ernoBevyecknm
IFN-y, 3axBayeHHbIM  MepBbIM
aHTWUTenom.
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=1 Substrate

BMS228HS, Human IFN-y High Sensitivity ELISA

OKpalLLeHHbIN NpOAYKT
obpasyeTca  nponopuvoHanbHO
KonuyecTBy yenoseyeckoro IFN-y
, npucyTcTBylolwero B obpasue

773 -
20y

unm cTaHgapTe. Peakuuio = - MpopearnpoBasLLMii
npekpawiarot nobaeneHnem cy6eTpar
KMCNOThI " nsmepstoT

nornoweHne npun 450  HMm.
CTaHgapTHYO KpUBYH Monydanu
M3 7 CcTaHO4apTHbIX pa3BedeHun
4enoBeyeckoro IFN-y 7]
onpeaensinu KOHLIEHTpaLuuo
yenoBeyeckoro IFN-y B obpasue.

4. MPUHLUMUN PEAKLMN YCUNEHUA

Peakuus ycuneHusi ocHoBaHa Ha TexHonorum PerkinElmer Life Sciences
TSA (Tyramide Ycunenue curHana) (cm. 15, ccbinku 1 m 2).

PeareHT ycuneHus | cogepxut 6uotnHun-tyramide. HRP npeobpasyeTt
HecKonbko OuoTuHun-tyramide Monekyn B MNPOW3BOAHbIE  BbICOKOMW
peakTnBHOCTM (cBOBOAHbIE pagukanbl). ATu cBobogHble paavkanbl
KOBaNIEHTHO COeAMHATCA C NobbiM 6enok B nyHke.

Takum o06pa3om, KONMMYECTBO MNpopearnpoBaBLUero OGuoTuHWN-tyramide
nponopunoHansHo cymme HRP B nyHke.

Mocne wHKyGauum HecBA3aHHbIM OuoTUMHUN-tyramide ypanseTcsa BO
Bpems npombiBkU. PeareHT ycunenus Il cogepxut ctpentaBmuanH-HRP,
KOTOpbI CBSA3bIBAETCA CO CTOPOHaMM BMOTWMHA, CO3AaHHOIO B TeyeHue
OnoTuHun-tyramide peakumu, 4YTO OenaeT BO3MOXHbIM yBenuyeHue
konunyectsa HRP monekyn Ha noBepxHOCTU Ans cybcTpaTHOM peakumu.

5. NOCTABNAEMbIE PEATEHTbI

MwukponnaHuerT, MOKPBITBI  MOHOKMOHanbHbIMK 1 NnaHweT
aHTuTenamu K yenoseyeckomy IFN-y
KoHblorat MoHokmoHanbHbix aHTU—IFN-y aHtuten n 1 dpnakoH
6uoTtmnHa, 100 mMkn
KoHblorat cTtpentaBugvMHa ¢ nepokcuaason xpeHa, 1 dprakoH
150 mkn
CtaHpgapT, nmodmnmanpoBaHHbIA, 200 Hr/Mn 2 dnakoHa
KoHueHTpaTt Pabouero 6ycdepa 20x (PBS ¢ 1% 1 donakoH
Tween 20 n 10 % BSA), 5 mn
Pas6aBuTtenb o6pasuoB, 12 mn 2 chnakoHa
MoxanyncTta, o6paTuTe BHUMaHUE: B HEKOTOPbIX,
OYeHb peakux cryyasx, HepacTBOPUMbIA 0CaaokK
crabunuaupytowlero 6enka 6bin 3ameyeH BO
hbnakoHe pacTBopa Ans pa3BeaeHust o6pasLoB.
3101 0CajoK He MellaeT, B no6om cnyvae,
NPOBEAEHMIO TECTA U, TakuM 06pa3om, MOXeT BbITb
NPOVrHOPVPOBaH.
KoHueHTpaTt Pa3z6aButens AMnnudukaropa (2x), 7
M 1 donakoH
PeareHT ycunenus |, 75 mkn 1 donakoH
PeareHT ycunenus Il, 15 mkn 2 cpnakoHa
MpombiBatowmn pacteop, koHueHTpart 20x (PBS ¢ 2 ByTbINKK
1% Tween 20), 50 mn
Cy6cTpatHbin pactBop (TMB), 15 mn 1 donakoH
Cron-pactBop (1M doccopHas knucnota), 15 mn 1 donakoH
MnéHku Ansa 3akneMBaHUA CTPUNOB 8

6. MHCTPYKLMU NO XPAHEHUIO —- HABOP UDA

XpaHuTe KoMMoHeHTbl HaBopa npu Temnepatype 2-8°C. Cpasy nocne
MCMOMNb30BaHNA BEPHUTE peareHTbl B XxonoaunbHuk (2-8 °C). XpaHute
[0 AaTbl, ykasaHHON Ha yNakoBKe peareHToB.

Tonbko Npy COOTBETCTBYIOLLLEM XPaHEHUN U UCKITIOYEHNN KOHTaMUHALMN
BO Bpems npeaplayLliero ucnonb3oBaHus Habopa rapaHTupyeTcs
KavyecTBeHHasi paboTa peareHToB.

7. 3ABOP U XPAHEHME OBPA3LA

CynepHaTaHT KynbTyp KNeTOK, YenoBedveckasl CblBOpPOTka W nnasma
(OOTK, umTpaTHas u renapuHoBas) MoryT ObiTb MCMOMb30BaHbl ANS
aHanu3a gaHHblM MmeTogoMm. [pyrme Guonornyeckue obpasubl Takke
MoryT ObiTb Mcronb3oBaHbl. OTAenuTe CbIBOPOTKY WNAW nnasmy oT
CrycTKa MU 3pUTPOLIMTOB Kak MOXHO BbicTpee.

OGpa3subl, codepxawue  BUAWMBIA  NpeuunuTat,  HeoGXxoaMMo
LUeHTpudyrmpoBaTb [AnNs OTAENeHWs npeuunuTata [o aHanusa. He
MCNONb3YNTE CUMbHO reMONU3UPOBAHHbBIE UMW NIMMEMUYHBIE 06pasLibl.

Ecnn obpasubl He 6yayT npoTecTupoBaHbl B [AeHb cbopa, To wuX
HEOBX0AMMO 3aMOPO3UTL U XPaHWTL Npu Temnepartype -20 °C unu Huxe,
4yTobbl MpepoTBpaTUTL noTepto GuoakTveHocTu IFN-y . Ecnn ananus



OyaeT BbIMONHEH B Gnnxkanwwmne 24 yaca, obpasLbl MOryT XpaHUTLCS Mpu
2-8 °C.

WN3berante
obpasLoB.

NOBTOPHbIX  UWKMIOB  3aMOpaXxuBaHUA-pasmMopaxxmBaHUA

8. TPEBYEMBbIE, HO HE NOCTABJTIAEMbIE MATEPUATNbI

. KannbposaHHble nuneTkn Ha 5 mn n 10 mn

. KannbpoBaHHble NunNeTkn ogHoKaHarnbHble NepemMeHHoro obbema c
O[lHOPa30BbIMU HaKoHeYHUKamu Ha 5 — 1000 mkn

e MHorokaHanbHble NUNETKN C OAHOPa30BbIMW HAKOHEYHUKaMKn Ha 50
— 300 mkn

e  BaHHOYKa gns peareHTOB AN UCMOMb30BAHWSA C MHOrOKaHanbHOW
nuneTkown

e  KanunbpoBaHHble CTakaHbl
NPUroTOBMNEHNS PEaKTUBOB

e PyyHoe unu aBTOMaTU4eCcKoe NPOMbIBaloLLIEe YCTPOMNCTBO

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

e [ucTvnnupoBaHHas Unv AevoHU3NpoBaHHas Boda

e  MwunnumetpoBas 6ymara wnu nporpammHoe obecnedveHne Ans
06paboTkM pe3ynbTaToB (NMNMHENHas perpeccust)

n  unnmHapebl, HeobxoaumMble Ans

NPEAOCTEPEXEHWA NO UCMNONb30BAHUIO
Bce xumMmukaTbl cuMTaTh NoTeHuMarnbHO onacHelMKU. PekoMeHayeTcs

MCMNOSNb30BaHME [OaHHbIX PEeareHTOB TOMbKO KBannUUUPOBAHHBLIM

nepcoHanom B nabopaTopHbix ycrnosusix. Micnonb3oBaTtb 3alLMTHYHO

ofexay, o4kv 1 nepyatku. M3beraTb KOHTaKTa C rmasamu U KOXemn.
B cnyyae koHTakTa, NpoOMbITb C GOMbLUMM KONMYECTBOM BOZbI.

2. Habop npegHasHayeH TOMbKO AN UCCreaoBaTeNbCKux Lienem u He

OOMKEH  WUCMOMb30BaTbCA B PYTUHHBIX  AWArHOCTUYECKMX

npotenypax.

He cmelunBaiTe pa3Hble NOTbl M peareHTbl U3 pa3HbIX JTOTOB.

He vcnonb3ayiiTe peareHTbl C UCTEKLLUUM CPOKOM XPaHEHWSI.

M3berante obnyyeHuss peareHTOB CUMbHbIM MCTOYHUMKOM CBeTa BO

BpPEMS XpaHeHUs 1 NHKyGauuun.

6. He nunetupyite pTom.

7. Henb3s ecTb unu Kyputb B MeCTe, Qe XPaHSTCs peareHTbl u
obpasLbl unu B MecTe, rae NpoBOANTCS aHanus.

8. WN3beranTe koHTaKkTa peareHTOB C KOXeW 1 CIM3NCTbIMU.

9. Tlpu pyyHOM MeTOode aHanusa MoNb3ynMTecb JaTEeKCHbIMU
nepyatkamu Ans 3almTbl pyK.

10. WsberaiiTe KOHTakTa cybGcTpaTHOro pacTBopa C MeTannamu wu
OKUCIIUTENSIMUA.

11. W3beranTte pa3bpbi3rnBaHnsi 1 0b6pa3oBaHnsi aspo30sen.

12. YT00Obl M3GEXaTb MUKPOOGHOrO 3arpsA3HeHUs WNKu  3arps3HeHus
peakTMBamMu U MOMyYeHuUsi B  pe3ynbTate HegoCTOBEPHbIX
pesynbTaToB, NONb3yWTECH OAHOPa30BbIMU HAKOHEYHNKaMMU.

13. Wcnonb3ynte 4ucCTylo, cneumanbHO BbiOEMeHHyl nocyay Ans
KOHbLIOraToB U cyGCTpaTHOro pacTeopa.

14. 3arpssHeHVie KMCMOTOW MHaKTUBMPYET KOHbIOraT.

15. [ns npuroToBneHus peakTUBOB MWCNOMb3yWTe AUCTUNIMPOBAHHYIO
UNY EMOHU3NPOBAHHYIO BOAY.

16. CybCcTpaTHbI pPacTBOp AOMMKEH UMETb KOMHATHYK Temnepartypy
nepef ucnonb3oBaHMeM

17. OG6e33apaxuBainite nocrne paboTbl 06pasupbl, TaKk Kak OHW MOryT
6bITb MHMWLMPOBaHbLI, NPEeANOYTUTENBHO aBTOKITaBUPOBAHMEM He
MeHee 1 yaca npu 121.5°C.

18. >Kugkue oTtxofbl, He cogepxaliue KUCroTy, U HEeWTpanu3oBaHHbIe

HeobxoAMMOo cmellaTb C pacTBOPOM TMUMOXMOpUTa HaTPUS Takum

obpasom, uyTobbl monyunncs B utore 1% pacTBop rMnoxnopuTa.

OcTaBbTe nomnyyeHHyto cmecb Ha 30 MUHYT Ansa adpdeKTUBHOrO

obes3apaxuBaHuns. Xugkve OTXoAbl, coAdepXaliue  KWCMOTY,

HeobxoaMMo HelTpanu3oBaTb [0 06e33apaxuBaHWs PacTBOPOM

rMnoxnopuTa HaTpusi.
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10. NOArOTOBKA PEATEHTOB

BydepHble KOHUEHTpaTbl NPMBECTM K KOMHATHOW TemnepaType u
pasBecTu nepej Hayanom aHanmsa.

Ecnn B BydepHbix KoHUeHTpaTax ob6pa3oBanucb
aKkkypaTHO NOAOrpeTb UX A0 MOSIHOrO PacTBOPEHMUSI.

Kpuctannsbl,

10.1 MpombiBatowmin pacteop (1 x)

PasbaBbTe 50 M KOHUEeHTpaTa  AUCTUINMPOBAHHON unm
[EVOHN3NPOBAHHOW BOAOW B MEPHOM LWMMHAPE A0 KOHEYHOro obbeéma
1,0 n. Nepemelarite, n3berasi BCNeHNBaHUs.

XpanuTte MNMpomeiBatowmn pacteop npu 2-25 °C. MNMpombiBatowmii pacteop
ctabunen 30 gHen.

MpombiBatoLwmii pacTeop (1 X) Takke MOXeT ObITb NPUrOTOBMEH COrMacHo
crnegywollei Tabnuue:

BMS228HS, Human IFN-y High Sensitivity ELISA

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

1-6 25 475

1-12 50 950

10.2 Pa6Gouun 6ydep (1 x)

Xopolwuo nepemeluanTe koHUueHTpaT PaGoyero 6ydepa. PasbasbTe 5,0
MI KOHLUEHTpaTa AUCTUMNUPOBAHHON BOAOW B MEPHOM UMNUHAPE [0
KOHeyHoro obvéma 100,0 mn. MNepemelsante, usberas BCNEHWBAHUS.
Xpanute Pabounin 6ycdpep npu 2-8 °C. Pabouuit bycep ctabuneH 30
[OHEN.

Pabounin Bydep (1 x) Takke MOXeT ObiTb MPUrOTOBMEH COrMacHo
cnepywolen Tabnuue:

KonuyectBo KoHueHTpaT OuctunnupoBaHHas
ncnonb3yemMbix CTPUNOB Pa6ouero 6ydepa BoAaa, (mn)
(20x), mn
1-6 25 47.5
1-12 5.0 95.0

10.3 BWOTUHOBLIN KOHBbIOFaT

3ameTbTe, YTO BUOoTMHOBLIN KOHBIOraT AO0MKeH ObiTb UCMNONIb30OBaH
B TeyeHue 30 MUHYT nocrne pa3BefeHUs.

MpurotoBbTe HeobXoaMMoe KOnM4ecTBO OWOTUHOBOTO KOHbLIOraTa,
pasBeds KOHUeHTpaT 6uoTuHoBOro koHbitorata 1:100 Pa6ouum
B6ydrepom B UMCTOW NNAcCTUKOBOW NOCyAe, CornacHo Tabnuue:

KonuyecTtBo BuoTuHOBbLIN Pa6ouuin 6ycbep,
n“cnonb3yeMbIX CTPMNOB KOHblorar, Mn (mn)
1-6 0.03 2.97
1-12 0.06 5.94

10.4 CtpentaBngmH-HRP

3ametbTe, uTo CTtpentaBuanH-HRP gomxeH OGbiTb MCMONbL30OBaH B
TeyeHue 30 MUHYT nocne pa3BeAeHUs.

MpurotoBbTe Heobxoanmoe konuyectBo CTpentaBuauH-HRP passens
ero 1:400 Pa6ouum 6ychepom B YACTOW NNACTUKOBOW NOCYAE, COrfacHoO
Tabnuue:

KonnuectBo CTpentaBUaVH- Pa6ouui 6ydep(1x)
ncnonb3yemMbix CTPUNOB HRP, mn (mn)
1-6 0.015 5.985
1-12 0.03 11.97

10.5 Cranpapt yenoBe4eckoro IFN-y

PactBopute CtaHpapt IFN-y nobaBneHnem OuCTMNNMPOBaHHOW BOAbI.
Heobxoanmbii 06bemM ANs pacTBOPEHWs! ykasaH Ha 3TUMKeTke dnakoHa,
cogepxallero cranHgapT. OCTOpPOXHO nepemeluvMBanTe [0 MNOMHOro
pactBopeHus. KoHeyHas  KOHUEHTpauusi MOMy4YeHHOro pacTeopa
coctaBuT 200 Hr/mn.

Mocne ucnonb3oBaHWs OCTaBLUMICS CTaHOAPT HE MOXET XPaHWUTbCS U
OOMKeH ObITb BbIOPOLLEH.

KoHueHTpupoBaHHbln CtaHpapT 4enoBe4yeckoro IFN-y pomkeH GbiTb
pasbaBneH ¢ Pabousm  OycdepoM  HEnocpeacTBEHHO  nepen
MCMOMb30BaHMEM B YMCTOW MIAacTMKOBOW MpPobupKe B COOTBETCTBUM CO
cnepytoLuen cxemon pasbaBneHus:

PasbaBnenne 1: 10 MKN  KOHLEHTPUPOBAHHOIO
yenose4eckoro IFN-y + 990 mkn Paboyero 6ydepa (1x).
Pasbaenenve 2: 10 mkn pasbasnenuns 1 + 990 mkn Pa6oyero 6ydepa
(1x).

BCTpsiXxHYyTb OCTOPOXHO AnNs NepemelunBaHus (KOHLEHTpauus ctaHaapTa
=20 nr/mn).

Pa3BegeHus ctaHgapTa MOryT MpOM3BOAUTLCS HEMOCPEACTBEHHO Ha
nnaHwerte (cM. NyHKT 11c) unn anbTepHaTMBHO B Npobupkax (cM. MyHKT
10.5.1)

CraHpapTa

10.5.1 BHelwHee pa3BeaeHue CtaHpapTta

MomeTnTb 7 NpobupoK, OAHY ANS KaXOaow Touku ctaHpjapTa. S1, S2, S3,
S4, S5, S6, S7.

3arem noaroToBUTbL CepuiiHble pas3BedeHust 1:2 Ona  cTaHgapTHOM
KPVBOW KaK yKa3aHO HUXe:

Munetuposatb 225 mkn Pa3basutens ObpasLoB B kaxayto Npobupky.
MuneTnpoBaTb 225 MK BOCCTAaHOBMEHHOrO CTaHAapTta (KOHUeHTpauus
ctaHgapta = 20 nr/mn) B nepBylo nNpobupky, nomeuyeHHyo S1, wn
nepemewlatb (koHUeHTpauusa ctaHgapta 1 = 10 nr/mn).

MunetmpoBaTe 225 MKkN 3TOro pacTBopa BO BTOPYHO NpPOGUPKY,
nomMeyeHHylo S2, 1 TWaTenbHO nepemellaTb neped crepyownm
nepemMeLleHmem.

MoBTOpUTL CcepuiiHble pas3BefeHust euwe 5 pas, Takum obpasom
opMMpys TOYKM CTaHAAPTHON KpnBOWM (CM. PUCYHOK HUXeE).
PasbaBuTenb o6pasuoB cnyxuT B kayecTBe brnaHka.



MepeHocutb no 225 mkn
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S1 S2 S3 S4 - S7
1:10.000 Pa3baBneHHbIn PasbaButenb Ynanutb 225 mkn
CraHgapT Yenoseyeckoro ob6pasuos
IFN-y 225 mkn

10.6 Paz6aBuTenb PeareHta YcuneHus (1x)
MogrotoBka PasbaButensa PeareHta Ycunenusa (1x) gomkHa ObiTb
npoBeZieHa HenocpeACTBEeHHO nepea ucnonb3oBaHueM. [1oaroToBUTb

1:2 pasbaBneHne KoHLeHTpupoBaHHoro Pas6aButens PeareHTa
YcuneHus (2x) B COOTBETCTBMU CO CreaytoLien Tabnuuen:
Konu4yectBo Pas6aButenn AnctunnuposaHHas
MUCnosb3yeMbIX CTPUNos PeareHTa Ycunenus Bopa, (mn)
(2x), mn
1-6 3 3
1-12 6 6

10.7 PactBop PeareHTa Ycunenus |

MogrotoBka PacTtBopa PeareHTa YcuneHnus | gomkHa 6biTb npoBeaeHa
HenocpeAcTBEHHO nepen HaHeCeHUeM Ha NnaHLerT.
LleHTpudpyrmpoBatb priakoH B TeYEeHWe HECKOMNbKMX CeKyHd B
MUKpOLUEHTpUdyre nepeq  OTKpbITMEM  Anss cbopa  XKuOkocTw,
3axXBa4YeHHON B KPbILLKE.

MpurotoButb passegeHune 1:600 PeareHTta YcuneHus | B PazbaBurtene
PeareHTa YcuneHus (1x) B COOTBETCTBMM CO CreAyoLEen Tabnuuen:

KonuyectBo PearenT Ycunenus |, PasbaButenb
ncnonb3yemMbix CTPUNOB Mn PeareHTa Ycunenus
(1x), (mn)
1-6 0.01 5.99
1-12 0.02 11.98

[Mocne ncnonb3oBaHusA HemeaneHHO nM3baBUTbCA OT ocTaTkoB PacTtBopa
PeareHTa Ycunenus |.

10.8 PactBop PeareHTa Ycunenus Il

MogrotoBka PacTBopa PeareHTta Ycunenums Il gpomkHa 6biTb NpoBeaeHa
HenocpeACTBEeHHO nepea HAaHECEHUEM Ha MiaHLeT.
LleHTpudpyrmpoBatb priakoH B TeYeHWe HECKOMbKMX CeKyHd B
MUKpoLeHTpudyre nepep  OTKpbiTMeM  Ans  cbopa  XuakocTw,
3aXBayYeHHOW B KPbILLKE.

MpurotoButb passegeHne 1:1000 PeareHTta Ycunenus Il B Pabouyem
6ydepe (1x) B COOTBETCTBMM CO CreAyLLEN Tabnuuen:

KonuyectBo PeareHT Ycunenus Il, Pa6ouun 6ycep
n“cnonb3yeMbIX CTPMNOB Mn (1x), (mn)
1-6 0.006 5.994
1-12 0.012 11.988

Mocne ncnonb3oBaHus HemMeaneHHO U3baBMUTbCA OT ocTaTkoB PacTtBopa
PeareHTa Ycunexus Il.

11. NPOTOKOIJ AHAJIU3A

Tak kak UPA siBnAeTcA BbICOKOYYBCTBUTENbHON CUCTEMOW, OYeHb
BaXHO NpuUAepXuBaTbCA PYKOBOACTBA (npoueaypbl MPOMbIBKY;
XpoHonorusi/u  NpPUroToBMIEHUA  PacTBOPOB;  MHKYGaLMOHHOro
nepuopga), 4To6bl NONY4YMTb ONTUMANbHYH NPOU3BOAUTENBLHOCTb
Tectal 3amMauuMBaHMA  peKOMeHAyeTCA  MNpPoBOAUTbL  Mexay
NPOMbIBKaMM, 4TOObl MONYyYMTb XOPOLUYH NPOU3BOAUTENIBHOCTb
TecTta!

O6patute BHUMaHue: PacTBopbl PeareHTOB YcuneHusi OOMKHbI
ObITb NOAroTOBIIeHbl HeNOoCpeACTBEHHO MNepes HaHeCeHMeM Ha
nnaHweT! KpaHe BaxHO, 4TOObl NPOMbIBaHWe NTYHOK NPOBOAUIIOCH
OOJDKHbIM 06pa3oM Arnsi NofTy4YeHUs XopoLuen NPOU3BOAUTENIbHOCTU
TecTta!

a. [HoctaHbTe Tpebyemoe pAns mnpoBeAeHUss aHanmu3a 4ucno 8-
NYHOYHbIX cTpunoBs. MNMomecTnTe Tpebyemoe KOnNMYecTBO CTPUMOB B
aepxatenb (kK Heobxogumomy uucny sdeek ana  O6pasuos
nobaBbTe sAvenkun ans bnadka, CtangapToB m KoHTpons). Bce
CraHgapTbl, Brnank n O6pasubl HeobxoAMMO aHanuaupoBaTb B
ayo6nsax. Hemcnonb3oBaHHbIe CTpuUnbl cpasy ybepuTe B nakeT C
OCyLLUUTENEM 1 XpaHWUTE NIIOTHO 3aKpbITbiM Npu 2-8°C.

b. TlNpomownTte sverikn 2 pasa 400 mkn lMpombiBoyHOro Bydepa,
MOSIHOCTBIO YAAMNSsA XUAKOCTb Mexay npombiBkamu. OCTaBuTb Ha
10-15 cekyHa. W3beranmte uapanuH Ha MOBEPXHOCTU SYEEK.
CTpsxHWTe nnaHweT Ha dwunbTpoBansHo 6Gymare nocne
nocrnegHen npombiBKM. Mcnonb3yihTe CTpunbl HEMEANEHHO nocne
CTPAXVMBaHWUA UNW MakcMmym 4Yepe3 15 MWHYT Mpu ycnosum, 4To

BMS228HS, Human IFN-y High Sensitivity ELISA

CTPUMbl  YMOXEHbl Ha BRaxHylw UNbLTpoBanbHyto 6Oymary B
nepeBépHyTOM Buae. He no3BonsnTe s4yenkam BbicbiXaTb!

c. PasBegeHve cTaHpgapTa Ha nnaHweTte (anbTepHaTUMBHO
pasbaBneHve ctaHgapTa MOXeT ObITb MPUIOTOBMEHO B NPOOMpKax):
[o6asuTe 100 mkn PasbaButens ans obpasuos B Aybnsx ko BceM
cTaHaapTam. MpurotoBbTe cTaHgapTHble pa3BefeHus
pobasneHnem no 100 mkn pasbasneHHoro CrtaHpgapTta (pasgen
10.5) B svenikn A1 n A2 B gybnax (Cm. tabn. 1). Nepemelsaiite
cogepxumoe aveek A1 n A2 n nepeHecute no 100 mkn pactsopa u3
avyeek A1 n A2 B averikn B1 n B2 cootBeTctBeHHO. Bo Bpemsi aTux
MaHUMyNsauuiA - nocTapanTecb He nouapanate  BHYTPEHHIOW
NoBepxHOCTb  siYeek. [loBTopuTe nepeHoc W  pasBedeHue
cTaHgapToB 5 pas, nonyuMB B uTore 2 psga pasBegeHun
CraHpgapTa IFN-y B ananasone ot 10.00 go 0.16 nr/mn. Yaanute u
Bbl6pocuTe 100 MKI XUAKOCTU M3 nocnegHux sveek (G1, G2).

MepeHocuTb no 100 mMkn
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S1 S2 S3 S4 - S7
1:10000 Pa3eeneHHbIn Pasbasutens Yaanute 100 Mkn
CrangapT Yenoseyeckoro obpasuos
IFN-y 100 mkn

[Mpn BHewWwHeM pa3BegeHUu cTaHgapTa nuneTupoatb 100 Mk 3TUX
pa3BefeHun ctaHaapToB (S1-S7) B NyHKM AnNs CTaHAapTOB COrfiacHo

Tabnuue 1.

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

1 2 3 4

A ||CT#1 Ct#1 01 01
(10.00 nr/mn) (10.00 nr/mm)

B |[Cr#2 Ct#2 02 02
(5.00 nr/mn) (5.00 nr/mn)

C |[CT#3 CT#3 03 03
(2.50 nr/mn) (2.50 nr/mn)

D |[CT#4 CT#4 04 04
(1.25 nr/mn) (1.25 nr/mn)

E [[CT#5 CT#5 05 05
(0.63 nr/mn) (0.63 nr/mn)

F || CT#6 CT #6 06 06
(0.31 nr/mn) (0.31 nr/mn)

G ||CT#7 CT#7 o7 o7
(0.16 nr/mn) (0.16 nr/mn)

H || Bnank BnaHk 08 038

Ct — CraHgapT, O — obpasen

d. BHecute no 100 mkn Pa3baButens o6pasuoB B aybnvkate B
a4yelnkn «bnaHk».

e. BHecute no 50 wmkn PasbaButens o6pasuoB B A4YENKM,
npefHasHadYeHHble Ans 06pasLoB.

f. BHecute no 50 mkn  kaxgoro
COOTBETCTBYHOLLME SHENKM.

g. [lNpurotoBbTe 6MOTUMHOBLIN KOHBIOraT (pasgen 10.3).

h. [Oo6asbTe no 50 Mk GMOTMHOBOrO KOHBLIOraTa BO BCE SYENKU.

i 3akpoiiTe nnaHwWeT NMEHKOW W WHKYOWMpYyWTE NpM KOMHAaTHOM
Temnepatype (18-25°C) Ha MpOTSXKEHMM 2 4acoB,  UCMOMb3ys
opbutanbHbIi  LUeiikep,  ycTaHOBneHHbn Ha 400  o6/MuH.
(BcTpsixuBaHue sABnsieTcA aGCoOMOTHO HeoGXoAUMMbLIM AnSA
onTUManbHON NPOU3BOAUTENbLHOCTMU TeCTa.)

obpasuya B Oybnsx B

j. NpurotoBbTe CTpentaBuanH-HRP (pasgen 10.4).

k. CHumute nneHky. [lonmHOCTbIO yAanuTe COOEpPXUMOEe SYeek.
[MpomoviTe sivenkm 6 pa3 kak ykasaHo B ware «b.» HacTosiero
npotokona. MNepexoante HeMeANEHHO K CrieAyloLweMy Liary.

. BHecuTte no 100 mkn pas6asneHHoro CtpentaBuauH-HRP Bo BCe
AYenKn, BKtoYas bnaHk.

m. 3akpoWiTe nnaHwWeT NIEHKOM 1 MHKYOUpynTe 1 Yyac nNpu KOMHaTHOM

Temnepatype (18-25°C), wucrnonb3ys oOp6uTanbHbIN  LIENKEP,
ycTaHoBneHHoln Ha 400 o6/MuH. (BcTpsixuBaHue sBnsieTcA
abconoTHO Heob6xoANMbIM ans onTUManbHOW

NPoOn3BOANTENLHOCTM TecTa.)

n. TllogrotoBbTe PacTtBop PeareHTta YcuneHus |, pa3baBneHHbin B
Pas6aButene PeareHta  Ycunenus  (1x)  (cwm. 10.7)
HenocpeacTBEHHO nepep UCNOoNb30BaHNUEM.

0. CHumute nneHky. [onHOCTbIO ydanuTe COOEPXUMOE  SYeek.
MpomoiiTe syerkm 6 pa3 Kak ykasaHo B lare «b.» HacTosLiero
npoTokona. lMepexoanTe HeEMeANEeHHO K CreaytoLemy Lary.



BHecute no 100 mkn PactBopa PeareHta Ycunenus |
AYenKn, BKNoyas bGnank.

3akpoiTe nnaHweT NNEHKOW U UHKYOUPYINTEe TOYHO 15 MUHYT npu
KkOMHaTHoOW Temnepatype (18-25°C), wucnonb3ays op6uTanbHbIN
Lievikep, YycTaHoBneHHbIn Ha 400 o6/MuH. (BcTpsixuBaHue
fABNseTcA abCoNMOTHO HeoOXoAMMbIM Ansi  ONTUManNbHOW
NpPon3BOANTENBLHOCTH TecTa.)

MogrotoBbTe PacTBOop PeareHTta YcuneHus I, pasGaBneHHbIi B
Pa6oyem OGydepe (cm. 10.8) HenocpeAcTBeHHO nepepf
ncnonb3oBaHUEM.

CHumnTe nneHky. [onHOCTbIO  yAanuTe COAepXUMOe  SYeek.
[MpomonTe svenkn 6 pas kak ykasaHo B lware «b.» Hactosiwero
npotokona. MNepexoanTe HEMEANEHHO K CreayoLemy Luary.
BHecute no 100 mkn PactBopa PeareHta Ycunenums i
AYenKkn, BKNtoyast GrnaHk.

3akponte nNnaHweT NAEHKOW U NHKYOupynTe TouHo 30 MUHYT npwu
KOMHaTHOW Temnepatype (18-25°C), wucnonbsys op6uTanbHbIii
Lievikep, YcCTaHoOBMeHHbIn Ha 400 o6/MuH. (BcTpsixuBaHue
fABNseTcA abCoONTHO HeoOXoauMMbIM AONnsA  ONTUMaNbHOM
Npou3BOAMTENBHOCTU TecTa.)

CHumuTe nneHky. [onHOCTbIO  yaanuTe COoAepXUMOe  SiYeek.
lMpomoniTe suvenkn 6 pas kak ykasaHo B lare «b.» Hactosiwero
npotokona. Nepexoante HeMeAsIEHHO K CrieAytoLeMy Lwary.
BHecute 100 mkn pacTBopa cy6ctpata TMB Bo BCe nyHku.
MHkyBupynte cTpunbl Npn KOMHaTHOM Temnepatype (18 - 25 °C) B
TeueHne npumepHo 10-20 muH. WN3beravite npsmMoro BO3gencTBUS
VNHTEHCUBHOIO CBeTa.

BO BCe

BO BCe

Pa3BuTHe LBeTa Ha NnaHLeTe AOMKHO NPOBEPATLCH U peakuusi
cy6cTpata ocTaHoBReHa (CM. crneaylluii MYHKT 3TOro
NpoTOKONa) A0 TOro, Kak NoNoXuUTenbHbIe NMYHKU Gonblue YeTKo
He NpoCreXuBalTCA.

OnpegerneHne uaeanbHOro nepuoAa BpeMeHU Ansi NposiBreHus
uBeTa AOJDKHO ObITb cAenaHO WHAMBUAYaNbHO AN KaX[oro
aHanusa.

PekomeHgyeTcsi gobaBuTb CTOM-pacTBOp, KOrda CaMbli BbICOKWUM
cTaHaapT npvobpen cvHWMi uBeT. AnbTepHaTUBHO pasBuTME LBeTa
MOXHO KOHTPONMpPOBaTb C NMoMoLUblo cunTbiBaTens ELISA npu 620
HM. CyGCcTpaTHasa peakuusi JormkHa OblTb OCTAHOBMEHA, KaK TONbKO
ctangapt 1 goctur OD 0,9 - 0,95.

OcTaHoBUTb depMeHTaTUBHYIO peakuuto ObICTPbIM
nunetupoBaHnem 100 MKn cTon-pacTBopa B KaXayl IyHKY.
BaxHo, 4Tobbl cTOn-pacTeop Aobasnsnca ObICTPO U paBHOMEPHO
no BCeM fyHKaM Ansi NOfIHOW uHakTuBauum depmeHTa. Pe3ynbTathbl
[OIMKHBI BbITb CYUTaHBI HENOCPEACTBEHHO nocrne AobaBnenus cTon-
pacTBopa Wnu B TeYEeHNe OAHOro Yaca, ecrnm CTPUMbl XPaHAT npu 2 -
8 °C B TemHoTe.

M3mepnTb ONTMYECKYID MNMOTHOCTb KaXKAOW MUKPOMYHKM Ha
CNeKkTpoOoTOMETPE C UCMOMb30BaHWEM AfMUHbLI BOSHbI 450 HM B
Ka4yeCcTBe OCHOBHOM (ONUMOHANbLHO UCMOMNb30BaTh ANUHY BOMHbLI 620
HM B KayecTBe KOHTporbHoW; 610-650 HM Takke npuemmnemsi).
OGHynuTL MnaHweT-pugep B COOTBETCTBUM C  UHCTPYKLMSIMU
npou3BoaMTeNst C MNOMOWbI  NycTbiX nyHok. Onpepgenutb
nornotueHusa obonx o6pasLoB 1 CTaHAAPTOB.

MNpumeyanne: B cnyyae wHkybaumm 6e3 BCTPAXMBAHWA 3HAYeHUS
nonyyeHHoro OD wmoryT ObiTb HWXe yKa3aHHbIX. TeM He MeHee,
pesynbTaTbl OCTATCS B CUMe.

12.

PACYET PE3YINIbTATOB

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

Mcnonb3ysa rpaduyeckyto Gymary, OTMETbTE TOYKM CHUTAHHbIX
3HaYeHW MOrnoLleHNst CTaH4apTOB Ha BepTuKanbHyl ocb Y, a
cooTBeTCTBYOLWME KOoHUeHTpauuu IFN-y Ha ropnsoHTanbHyto ocb X.
[MpoBeauTe onTUManbHy KPUMBYIO MO TOYKaM.

Onpepenute koHueHTpauun IFN-y B obpasuax u3 cTaHgapTHOW
KpuBoW. [Ons 3toro HanWgute 3HadeHne Ha ocu opguHat (Y)
COOTBETCTBYIOLLEE CPELHEMY 3HAYEHUIO MOJTYYEHHOW ANs KaXaoro
obpasua Ol u npoBeauTe rOPWU3OHTAmNbHYK MUHWIO [0
nepecevyeHuss Cco CTaHAapTHOM KpuBoW. 3aTeM U3  TOYKU
nepeceyeHns NpoBeanTe BEPTUKAmbHYIO JIMHWIO 0 NepeceyeHust ¢
ocblo abecumce (X). 3HaueHue Ha ocu X B TOYKe MnepeceveHust u
6yaeT cooTBeTCTBOBATL KOHUeHTpauun IFN-y B cOOTBETCTBYIOLLEN
npob6e.

B xopme aHanusa, cornmacHo AaHHOW MHCTPYyKUuu, oGpasubl
6binM  pasBedeHbl 1:2, cnegoBaTenbHO  KOHLIEHTpauuw,
noslyYyeHHble U3 KanMbpoOBOYHOM KPUBOW, [OMKHbI ObITb
YMHOX€eHbI Ha K03¢hpMLUMeHT pa3BeaeHus (x2).

PucyHok.

BMS228HS, Human IFN-y High Sensitivity ELISA

PacueT o6pa3L0oB ¢ KOHUEeHTpauuen, npesbilatollen cTaHaapT
1, MoOXeT TnpUBECTU K JOXHbIM, HMU3KMUM  YPOBHSIM
yenose4eckoro IFN-y . Takue ob6pa3ubl TpebyoT AanbHeulLwero
BHELUHero npeaBapuTerNibHOro pa3BefdeHUsi B COOTBETCTBUM C
oXupaaeMbiIMU  3HaYeHussMM  yenoBe4yeckoro IFN-y Aans
pa3baBneHus npo6 AnA  TOYHOrO  KONMYeCTBEHHOro
onpegeneHus peanbHoro Yyenose4yeckoro IFN-y .
MogpasymeBaeTcs, YTO B KaXaylo Cepuio aHanusa BKIoyaeTcs
KOHTPOIbHbIA 0Gpasel, ¢ M3BECTHOM koHUeHTpauuen IFN-y. Ecnn
3HaYeHWs1 KOHTPOMsl He YKNaAblBalTCsl B OXWAAEMbIA AManasoH,
pe3ynbTaTbl aHanusa MoryT OblTb HEJOCTOBEPHbI.

lMpumep cTaHgapTHOW KPMBOW Mokas3aH Ha PucyHke Hwke. He
ucnonb3ynte 3Ty CTaHOAPTHYI KpWBYK ANns pacyéra  Baluux
06pasuyoB. CTaHaapTHast KpuBas AOMKHA ObITb BKITHOYEHA B KaXayH
NMOCTaHOBKY.

MpvmMep cTaHpapTHOW KpWBOW  Ans

IFN-y. IFN-y ©6bn

pa3baBneH B cepvu ABYKpaTHbIX NOCneAoBaTeNbHbIX LaroB TUTPOBAHUS
PasbaButenem obpasuoB. 3gecb NpeacTaBneHbl cpeaHue 3Ha4YeHus u3
Tpex napannernbHbIX TUTPOBaHWUNA.

He wcnonb3yite aTy cTaHOapTHYIO KpuByl AN pacyéta Balimx
ob6pasuyoB. CtaHOapTHas KpvBash AOMMkHaA OblTb BKMAOYEHA B Kaxaykto
NOCTaHOBKY.

Tabnuua: TunuyHble pesynbTaThl,

Absorption 450 nm
9
'

Concentraton (pg/mi)

nony4yeHHble C UCnonb3oBaHNEM

AaHHoro Habopa.
MamepeHue Ha 450 HM, ANMHA BONHbI CpaBHEHNst 620 HM.

Cranpapt IFN-y , nr/mn (45(3T'M) CPSJ:-;ee CV, %
1 10.00 gg;é 2.366 1.9
? 500 is0 | 1022 12
° 250 0se1 | 082 34
4 1.25 Qaad 0.457 29
° 063 oo | 027 56
° 031 014 | 0184 56
7 0.16 o 0.141 48
BnaHk 0.00 8825 0.091 1.4

Or, nonyyeHHble ANA CTaHO4ApTOB, MOTYT MEHSTLCS B 3aBMCUMOCTM OT YCIIOBMI
BbIMNOSTHEHMS aHanu3a (HanpumMep, TeMnepaTypPHbIA PEXUM).

Kpome Toro, Ha NpoTshXeHUM CpoKa roAHOCTM Habopa aH3MMaTUYecKasi akTUBHOCTD,
W, CreaoBaTenbHO, MHTEHCUMBHOCTL OKPALIMBAHMWS, MOTYT M3MeHsTbCs. Mpu 3ToM
pesynbTaTbl TECTUPOBAHWS OCTAKOTCH AOCTOBEPHLIMU.

13.

OrPAHUYEHUA

Tak Kak ycroBUs MOTyT MEHSATbCA OT aHanmu3a K aHanuay,
CTaHdapTHas KpuBas [OMKHA ObiTb BKMIOYEHA B KaXaylo Cepuio
aHanuaa.

BaktepnanbHoe wunu rpubkoBoe 3arpsAsHeHVe o00pasuoB WK
peakTUBOB MOXeT NPUBECTMN K HEA,OCTOBEPHbLIM pe3ynbTaTtam.
McnonbayiiTe ogHopasoBble HakoHeuHWkW. CTeknsHHas nocyaa
AOIMKHa ObITb TWATENbHO BbIMbITA.

HenonHas NnpomMbiBKa HeraTMBHO BMUSIET HA TOYHOCTb Pe3ynbTaToB.
MonHocTblo ypansnte [MpombiBouHbIA Bycep U3 syeek mMexay
LUMKnaMn npombiBkM. He no3BonsAinTe A4enkam BbiCbixaTb Mexay
Liaramun aHanusa.

Mcnonb3oBaHne pagvoMMMyHOTEPanuu 3HaYUTENbHO YBENUYMIO
YMCMO NALMEHTOB C YeroBEeYEeCKMMU aHTUMbIWKHBbIMK IgG (HAMA).
HAMA wmoryT wuHTepdepupoBaTb B aHanuse, MUCMoMb3yloLeM
MbILUMHbIE  MOHOKIIOHAlNbHblIE aHTUTena, MnpuBOAsi K  NOXHO
NOMNOXMUTENBHLIM U MTOXHO OTpULATENbHLIM pe3ynbTaTam.

O6pasubl  CbIBOPOTKM, coAdepXaliMe aHTuTena K MblUHBIM
UMMyHornobynmHam, MoryT ObiTb MpoaHanusnpoBaHbl B crydyae,



KOr4a MbllWKWHBIE  MMMYHOTNOBYNMHLI  (CbIBOPOTKA, — acuuTHas
XUOKOCTb UMM MOHOKIOHANbHbIE aHTUTENA APYron cneunguyHoCTH)
nobaensiotcs k Pasbaeutento o6pasLoB.

14. PABOYUE XAPAKTEPUCTUKU

14.1 YyBCTBUTENbHOCTb

MuHumanbHO onpegensiemasi koHueHTpaums IFN-y , onpegeneHHas kak
KOHLUeHTpaumsa aHanuta, Aawowas Ol sHaunTenbHO Bbille Yem Oydep
Ona  passefeHus (cpegHee NMOC 2 CTAHAAPTHBIX  OTKIIOHEHUS),
coctasuna 0.06 nr/mn (cpeaHee 6 He3aBUCUMbIX ONpedeneHnin).

14.2 BocnpouM3BoaguMoOCTb

14.2.1 Bocnpou3BoAMMOCTb BHYTPU OOHOW cepumn
BocnponsBogumMocTb  BHYTpU OfHOW cepuu onpegensnacs B 3
HE3aBMCUMbIX Cepusix aHanusa. B kaxgbii cepum aHanumsa 6bino
BbINOMHEHO NO 6 onpegeneHun Kaxgoro vM3 7 obpasuoB CbIBOPOTOK,
cofepXalumx pasnuyHble koHueHTpaumu IFN-y. B kaxgbin nnaHweTt
Oblnn BKIOYEHbI MO ABe CTaHAapTHble KpuBble. B Tabnuue npuBeneHbl
cpegHve 3HayeHus IFN-y n koaduumeHT Bapuaumm Ana Kaxgoro
obpasua. KoagpdumumneHT Bapmaumm coctasun B cpegHem 6.8 %.

Tabnuua 3: CpegHee 3HayeHue
Bapvaumu Ans Kkaxgoro obpasua

KOHUEHTpauMn un KoadPUUMEHT

BMS228HS, Human IFN-y High Sensitivity ELISA

BocctaHoBneHnve «konebanace ot 80% pno 124% npu obwem
BOoccTaHoBneHun 97% (cm. Tabnuuy 5).
Ta6nuua 5
KoHueHTpaumsi IFN-y, nr/mn
O6pasel| | PaseaeHne Oxmpaemoe Habniogaemoe %
3HavyeHne 3Ha4yeHne n3sneyveHunsa
1:2 -- 19.6 --
1 1:4 9.8 10.3 105
1:8 4.9 5.0 102
1:16 2.5 2.4 97
1:2 -- 221 --
2 1:4 11.0 104 94
1:8 55 6.8 124
1:16 2.8 2.5 90
1:2 - 41.1 -
3 1:4 20.6 16.5 80
1:8 8.3 7.7 93
1:16 3.8 3.5 91

O6pazey KCnepuMeHT K°“”e“;$7;‘:" IFN-y, Kcsd)d)-(;:)apuauuu
1 36.20 81
1 2 37.90 7.7
3 34.93 6.9
1 2873 56
2 2 25.88 6.0
3 26.24 4.1
1 15.61 9.0
3 2 14.53 7.0
3 14.49 3.9
1 1142 76
4 2 12.54 5.8
3 13.33 9.2
1 563 105
5 2 421 11.0
3 5.58 6.6
1 3.13 3.9
6 2 3.02 8.0
3 2.81 1.2
1 2.29 48
7 2 1.74 7.0
3 2.50 8.4

14.2.2 Bocnpou3BOoAMMOCTb MEXAY CepusasMu

BocnpousBogmMmocts  Mexay cepusimum B ogHoi  nabopaTopum
onpegensnacb B 3-x HE3aBMCUMMbIX Cepusix aHanusa. B kaxabii cepum
aHanusa 6bIno BbINOMHEHO NO 6 onpeaeneHun Kaxagoro n3 7 obpasuos
CbIBOPOTKW, COAEpXalUMX pasnuyHble KoHueHTpaumu IFN-y. B kaxgbin
nnaHweT ObiNM BKMIOYEHbl MO ABe CTaHAapTHble kpuBble. B Tabnuue
npueBeaeHbl cpefHvie 3HadeHus IFN-y u koadpdvumeHT Bapmaumm Ans
Kakgoro obpasua, paccumMTaHHbI U3 18 onpedeneHnii kaxgoro obpasua.
KoadhduumeHT Bapuaumm coctasun B cpegHem 7.1 %.

Tabnuua 4: CpegHee 3HayeHMe KOHUEHTpauum u  KoadpduLuMeHT
Bapuaumu kaxgoro obpasua

O6pasey, CpeaHee 3Ha4YeHue KoadhdpmumneHt
KOHLIeHTpauuu, nr/mn Bapuauuu, %

1 36.34 3.3

2 26.95 4.7

3 14.88 35

4 12.43 6.3

5 5.14 12.8

6 2.99 4.4

7 2.18 14.6

14.3 BoccTtaHoBneHue

BoccTaHoBneHve oueHnBanu Npy HachiLeHUn 4 ypoBHEN YernoBe4eckoro
IFN-y B 006beauHeHHy0 HOpMarbHYl YEerloBEYECKYH CbIBOPOTKY U
uuTpaTHyl nnasmy. BocctaHoBneHUst onpenensinucb B 2 HE3aBUCUMbIX
aKCnepMMeHTax ¢ 8 noBTopaMu Kaxablh. KonmyectBo 3HAOrEHHOro
yenoseyeckoro IFN-y B He HacCbILWEHHOW CbIBOPOTKE WM nNnasme
BblUMTaNM K3 [ABYX 3HAYEHWil  HacblleHHoW. BoccTaHoBneHue
kone6anacb ot 75% po 115% c obwym cpegHMM BOCCTaHOBIIEHMEM
89%.

14.4 IluHenHOCTb

3 obpa3sua cbiBOPOTKM C pasnuyHbIMU YpoBHAMYK 4YenoBedveckoro IFN-y
ObinM  MpoaHanM3upoBaHbl B MOCnedoBaTeflbHbIX 2 KpaTHbIX
pasBefeHusX ¢ 4 MOBTOPaMU Kaxaoe.

14.5 CtabunbHOCTb O6pasuoB

14.5.1 CtabunbHOCTL NpU 3amMopaxXuBaHMU-PA3MOpPaAXKUBAHUMN
AnuKBOTbI CbIBOPOTKM (6€3 fobasneHHoro IFN-y n ¢ gobaBneHuem IFN-y
) XpaHunucb npu Temnepatype —20°C 1 pasmopaxusanucb 5 pas, nocne
yero onpegensanucb ypoBHW IFN-y. He Habnioganoch 3HauMTemnbHbIX
notepb uMMMyHopeaktuBHocTM IFN-y B 1 uuMkne 3amopaxuBaHusi W
oTTavBaHus. [anbHelllee 3amMopaxuBaHWe-oTTaMBaHWE MpUBENO K
notepsim okorno 30% MMMYHOpPEaKTUBHOCTH.

14.5.2 CTabunbHOCTb NpU XpaHEeHUU

AnvkBoTbl CbiBOpOTKU (6e3 gobasneHHoro IFN-y u ¢ gobasneHnem IFN-
Y) xpaHunuce npu Temnepatype —20°C, 2-8°C, KoMHaTHOM TeMnepaType
1 npu 37°C B TeueHne 24 4acos, Nocre Yero onpeaensnucs yposHu IFN-
Y. He Habnioganock 3HauuTernbHbIX NOTEPb MMMYyHOpeakTuBHocTh IFN-y
npu xpaHeHun npu —20°C, 2-8°C 1 KOMHaTHO TemnepaType.
3HauuTenbHas noteps MMmyHopeakTuBHocTn (50%) Habnioganack npu
XpaHeHuu npu 37°C.

14.6 CpaBHeHUe CbIBOPOTKM U Na3Mbl

Ot 2 nogen 6binun B3siTbl 06a 06pasua, kak CbiBOPOTKM, Tak n SOTA,
LUTPaTHOM U renapuvHOBOM NNnasMbl, U TECTMPOBAHbI B OOHO U TO Xe
Bpems Ha d4enoBeuvecku IFN-y. KoHueHTpauuu CyLIEeCTBEHHO He
oTNMYanMcb, M MO3TOMY BCe 3TU Mpenapatbl KPOBWU SBMASOTCSH
NOAXOOAWMMN  ANS  WUCMOMb30BaHUS B aHanu3e. TeM He MeHee,
HacToATeNbHO pekoMeHayeTcs obecneunTb eanHoobpasue npenapaToB
KpOBW.

14.7 CneuncduyHoCcTb

MHTepdepeHUuMs  LUUpKyNUpyOLWNX  akTopoB MMMYHHOW  CUCTEMbI
oueHMBanacb MNyTeMm HacbileHns 3Tux 6enkoB B U3MONOrUYECcKn
3HaYMMbIX KOHLEHTpauusx B u4enoseyeckylo |FN-y nonoxuTenbHyto
CbIBOPOTKY.

MepekpecTHOW peakTUBHOCTW He Habnaanock.

14.8 OxngaemMble 3Ha4YEHUA

MaHenb 13 22 06pasLoB CbIBOPOTKM OT CIy4aliHO BbIGPaHHbIX 340POBbIX
[OHOPOB (MYXXYMH M XXeHLUMH) Obin ncnbiTaH Ha YenoBeyveckuii IFN-y.
O6HapyxeHHble ypoBHM 4enoseyeckoro IFN-y nomanu B guanasoH oT
0.15 po 168.00 nr/mn npu cpeaHem yposHe 10.40 nr/mn n ctaHAapTHOE
oTknoHeHwve 40.00 nr/mn.

14.9 KannbpoBka

JaHHbIn  mMeTOod  npokanubpoBaH MO BbLICOKOYMCTOMY Mpenapary
pekombuHaHTHOro IFN-y, KonmuMyecTBeHHasi OueHka KOTOpPOro, B CBOIO
ovyepeab, 6bina BbiNonHeHa no MexayHapoaHoMy PedepeHcHoMy
CraHpapTy NIBSC 82/587 1 6bino nokasaHo, YTO OHY 3KBUBANEHTHbI.
Crangapt NIBSC 82/587 u3amepsietca B MexayHapoaHbix EguHuuax
(IU), 11U cooTBeTcTBYeT 50 nr yenoseyeckoro IFN-y.

15. INTEPATYPA (Cm. 8 opuzauHane uHCmMpyKuuu).

17. NOArOTOBKA PEAFEHTOB (kpaTkoe usnoxeHue) (Cm. opueuHan
UHCMPYKyUU).

18. MPOTOKON TECTA (kpaTtkoe wu3snoxeHue) (Cm.
UHCMPYKUUU).
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