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HaGop ansa onpeneneHus

SPUTPOMOETUHA
Kam. Ne : 116-3646
Konuyecmeo 196
Mpouseodumens : DRG (CLLA)
Memoduka om 06-06-2006
BHumaHue: ocHoegol npu mnposedeHuUU aHanu3a ecmb opuauHan

UHCMPYKUUU Ha aHerl. f3blKe.

1. HASBAHUE n HASBHAYEHUE

Habop npepgHasHaveH Ansi KOMMYECTBEHHOTO M3MEPEHUS APUTPONOeTMHA
(EPO) B uenoBeuveckoi cbiBOpOTKe. [aHHbI aHanu3 npegHasHauveH
TOMbKO ANst U3MepeHus in vitro B KayecTBe AOMOMHMTENbHOrO crnocoba
ANarHOCTUKN aHeMnK 1 NONMLMTEMUN.

2. KPATKOE ONMUCAHUE n OB bACHEHUE
(Cm. B opurvHamne MHCTpyKumm Ha cTp. 1).

3. IPMHUMN METOOA

OaHHbin Habop siBnsieTtcs AByxcTagumHbim  ELISA gna  wmnamepenus
Ovonornyecko aktMBHocTM 165 wuenn amuHokucnotel EPO. Od
ncnonb3yeT [ABa pasHble MbllWMHbIE MOHOKMOHamnbHble — aHTUTena K
yenoseyeckomy EPO, cneunduyeckomy k monekyne EPO Ha syelike.
OQHO MbIWMHOE MOHOKIIOHaNbHOE aHTUTeNno K 4Yenoseyeckomy EPO
ABNseTcs OuNTUHanbHLIM, a [pyroe MbIUMHOE MOHOKMOHamNbHOe
aHTuTeno k yenosevyeckomy EPO ecTb MeuyeHHOe nepokcvMaason xpeHa
ONns onpeneneHus.

TNyHka co BUOTUHUNMPOBaHBIN EPO KOHBIOrMpoBaHHbIit
CTpeI'ITaBM,ClMHOM‘ aHTU-EPO (MbILLWHbIA < < Inepommnaaoﬂ aHTM-EPO

MOHOKITOHabHbIiA) (MBILLWHbII MOHOKITOHAMbHBIIA)

B atom aHanuse KaﬂMGpaTOpbl, KOHTpPOIN UInn o6pa3u,b| nayneHToB
OAHOBPEMEHHO VIHKy6I/IpyIOTCF| C OH3MMHO-MEYeHHbIM aHTUTeNnomMm u

GVMOTMH  MapHbIM  aHTUTENOM B CTPenTaBWOMH-NPUBUATON SAYEnKe
MUKponnaHLieTa.
B koHUue  MHKYGaLUMM MUKpOSYelkM MpoMblBalOTCA  ANA  yganeHws

HECBSI3aHHOIO COAEPXMMOrO W MPUBUTBIN 3H3UM K CONUAOHOW dase
NHKybupyeTtca ¢ cybetpatom, TMB. MNotom gobaenserca kucnbid cTon
pacTBOp AN OCTAHOBKW peakuun 1 obpallaeT UBeT Ha XenTbin.
MNHTEHCMBHOCTbL XenToro LBeta NpsMO NponopLMoHaribHa KonmyecTsy
EPO B ob6pasue. Crtpoutca kpumBasi eguHuy abcopbuum npoTuB
KOHLIEHTpaumm, UCNomnb3ys pesynbTaTbl, NONyYeHHble AN kanmbpaTopos.
KoHueHTpaumsi EPO B koHTpone u obpasuax nauueHTa onpegensieTcs
Ha KpUBOW.

KOMNOHEHTbI HABOPA
Matepuansi, noctaensiemble B JaHHOM Habope:

EIA-3646, DRG EPO (Erythropoietin) ELISA

Komn-tbl | OnucaHue Kon-Bo
Habopa

PeareHT 1 BuotuHunupoBaHHble aHTuTena k EPO | 1x3.5
(MbILWWHbIE MOHOKIIOHambHbIE | M1
aHTM4enoBeveckne EPO). Copepxut
MpoknuH 300 B kKa4ecTBe KOHCEpPBaHTa

Pearent 2 | EPO aHTUTENna (MblwKWHBIA | 1x3.5
MOHOKIIOHanbHbIN aHTu4Yenosedeckun EPO), | mn
MeYeHHble Nepokcmaason (pepmeHTom).

PeareHT A | KoHueHTpaT [NpombiBoyHOro Oydepa UPA | 1x30 mn
(coneBon pactBop ¢ NAB un koHcepBaHTOM
rMAPOXIOPUAOM LMNPOdIIOKCALMHOM).

PeareHt B | TMB-cyb6eTpaT (TeTpameTnnbeH3naunH) 1x20 mn

OctaHaen. | Crton pactBop MDA 1N H,SO4 1x20 mn

pacTBop

Mukpo- OpauH nepxarenb c NOKpbITEIMK | 12X8

nnaHweTt CTpenTaBUaMHOM MofiocKamu MoocoK

Kanunbpa- JInounuanpoBaHHbIN cuHTeTNYecku | 1x4 mn

TOpbI yenoBeyeckui EPO. JlnocdunuampoBaHHein | —ans 0
0 kanubpatop npeacrtaBnsieT  cobon | kanubpa

A OHivn nMounnM3npoBaHHbIn BydepHbin 6enkosbin | Topa

B lMpoBepste | pacTBop, M BCe oOcCTamnbHble Kanubpartopsl

C To-Hyt0 COCTOAT M3 CMHTETUYECKOro YerioBEe4YEeCKoro

D woHeHipa- | EPO (1-165) B BydbepHom  6enkoBom | 1x2 mn

E wromo pacTBope. o1n cTaHaapTbl Obinn | gns

F smenav | oTkanMbpoBaHbl NO OTHOWEHWIO K 1-My | ocTanb-

MexXayHapogHOMY cTaHgapTy EPO | HbIx
(pexoMbuHaHT, nssnevenHolt 13 AHK) BO3 | kanubpa
(87/684). Kaxppin kanubpaTop COAEpXUT | -TOPOB
KOHCEepBaHT rMapoxnopug,
unnpodnokcaumHa

KoHTponn 1 n| JInodununsnpoBaHHble KOHTPONKU 2 ypoBHEW. | 1x2 mn

P CuHTeTuyeckunin yenoseveckun EPO (1-165) | ons

[TpoBepbTE B G6ycdepHom BenkoBom pactBope. Kaxabii | kaxaoro

TOuHyI0 KOHTpOnb cofepXuT KOHCEPBAHT | YPOBHS

KOHLeHTpa- | rapoxnopua uunpodriokcaumHa

Lo no

pbTVKETKaM.

3.1 Heo6xoauMmble, HO He NocTaBnNsAieMble MaTepuanbl

. MwukponnaHLweTHbIR cyuTbIBaTENb, CNoco6HbIN n3mepaTb

abcopbumio npu AnvHe BomHbl 450 HM 1 405 HM.

. MuvKponnaHweTHbIN  MpoMbIBaTENb  (ECAM  MpOMbIBaTENb  He
[AOCTYNeH, BO3MOXHO PyYHOE NPOMbIBaHME).

. [o3atopbl Ans BHeceHus 25, 200, 100 1 150 mkn.

L] (Heobs:3amerbHO): MHOrokaHanbHbI 403aTOP UMM MHOropasoBbin
posatop Ha 25, 100 n 150 mkn.

. Tanmep ¢ Anana3oHoOM =2 MUHYTHI.

. JuctunupoBaHas Unu AenoHN3npoBaHs Boaa.

L] Op6uTtanbHbI poTaTop UM BCTPSIXMBATENb.

4. NPEAOCTEPEXEHUA ONA NONb30OBATENA

- Tonbko Ans in vitro guarHocTuku.

Obpawaritecb C peareHTamM W obOpa3uamum Kak C MNoTeHumanbHO
MHULMPOBAHHBIMU.

- Cton pactBop copepxut 1N cepHyto KMcnoTy. OTo cunbHasi KucnoTa.
[axe pasbaBneHHass OHa [OMKHA WMCMOMb30BaTbCA OCTOpPOXHO. OHa
MOXET BbI3blBaTb OXer, MO3TOMy npwu paboTe C Hew MCnonb3ynTe
nepyaTkv, 3awWMTy ANS rMa3 v 3aWuTHyl ogexay. [Npu BbinmBaHuu,
npomonTe 6onbLNM KonnyecTsoM Bogbl. He BAbIxanTe ncnapeHus.

- PeareHT 1 UDA

BrnoTtnHunuposaHoe EPO aHtuteno cogepxut MNpoknuH 300 B KayecTBe
KOHCepBaHTa. M3beraiiTe KOHTakTa u UCnonb3ynTe nepyaTkm npu pobote
¢ HuM. [pu nonagaHum Ha KOXy MpoMOITe BOMbLUMM KONMYECTBOM BOAbI
N MATKUM MbifioM. [lpy koHTakTe C rnmasamu, 15 MWHYT npoMmbiBanTe
Bogon. [lpo npornatbiBaHWM Jdante 60MblIOe KONMYECTBO BOAbI MU
HemMe[IeHHO obpaTuTech K JOKTOpY.

- PeareHT A U®A, MNpomMbIBOYHbLIAN KOHUeHTpaT u Kanubpatopbl u
KoHtponu EPO

Bce copepxar rugpoxnopug  uunpodriokcauMHa B KayecTBe
KOHCepBaHTa. He gonyckante k paboTe nepcoHan, KoTopbill MoKka3biBaeT
YyBCTBUTENMbBHOCTb K NeKkapcTBam Ha OcHoBe XuHonuHa. bepemeHHble
YKEHLUVHbI He J0IMKHbI paboTaTh ¢ LMnpodnoKcaLmMHOM.

5. CBOP U XPAHEHUA OBPA3LI0B

Onpepenexnne EPO gomkHO NpoBOAMTCA B CbIBOPOTKE.

[na aHanusa B ay6ne Heobxoanmo 400 MK CbIBOPOTKM.

PekomeHgyetcsa cobupatb obpasubl mexagy 7:30 n 12:00 nockonbky
MHOTVie N3aaHnsa CBUAETENbCTBYIOT O CYyTOYHbIX M3MeHeHusAx EPO.
CobepuTe LenbHyl0 KpoBb 6€3 aHTUKOarynsHTOB W, Mpu BO3MOXHOCTW,
no3BofnbTe en CrycTutca npu Temnepartype 2-8 °C.  WccnenosaHust
nokasblBalT, 4TO o6£)a3ub| CbIBOPOTKM, CryLUEeHHble NpU KOMHAaTHOM
Temnepatype (22-28 ~C) npuBOAUT K yMeHblueHuio 3HaveHns EPO no
CpaBHeHMo ¢ cryuweHnem Ha nbay — 30%. [loTOM CblIBOPOTKY HYXHO
HemeANeHHO OTAENWUTb >KenaTenbHO B OXMaXAEHHON UeHTpudyre u
XPaHUTb Mpwu -15°C unmn Huke. CbIBOPOTKY MOXHO XpaHWTb A0 24 4acoB
npu 2-8 °c. 3amopoxxeHHas npu -15°C cbiBOpOTKa cTabunbHa Ao 12
mecAueB. HE  xpanute  ob6pasubl B caMopa3MopaxuBaeMbix
XONoANIbHUKAX.

M3berante NoBTOPHBIX LIMKINOB 3aMOPaXuBaHus/ pasmopaxueanus. [Ons
bonee pAnUTEnNbHbIX TEPMWHOB  XpaHeHVWs 06pas3uoB WX  HYXHO
pacnpegenWTb Ha anuMKBOTbI W MOMECTUTbL B MPObupkn nepeq
3amopaxwvBaHuem. [lepen wcnonb3oBaHWeM npvBeauTe o06pasubl K
KOMHaTHOW TemnepaTtype (22-28 OC) M TwartenbHO CcMellanTe.
N3berante wCMONb30BAHUS CUIbBHO T[EMOMM3VMPOBAHHBIX W CUMbBHO
nmneMuyecknx obpasLos.

6. TIPUTOTOBNEHUE U XPAHEHUE PEATEHTOB

XpaHume ece codepxumoe Habopa npu 2-8°C do Hayana aHanusa,

Kpome [1poMbI8OYHO20 KOHUEeHmMpama.

1. Bce peareHTbl, kpoMe KannmbpaTopoB, KOHTPONEN U NPOMbIBOYHOIO
KOHLUEHTpaTa roToBbl K MCMOMb30BaHWUKD. XpaHUTe BCe peareHTbl
npy 2-8°C, KpoMe NPOMbIBOYHOIO KOHLIEHTpaTa, KOTOPbIA AOSKEH
XpaHUTbLCS MpY KOMHATHOW TemnepaTtype OO0 pas3baBneHus ans
npenoTBpalleHust ocaga.

2. Ona HyneBoro kanu6patopa (Kanubpatop A) pa36aBbTe chriakoH
C 4 Mn AUCTUNNPOBaHOMN NN AENOHU3NPYEMON BOAOW N CMeLlanTe.
[ns kaxgoro HeHyneBoro kKanubparopa (kanubpatopbl B-F) n
KOHTponen 1 n 2, passegute Kaxabii ¢nakoH ¢ 1,0 mn
ANCTUNNPOBAHOM NN AENOHU3NPYEMON BOSOW U NepemMeLLanTe.




Bblgepxute dnakoHbl 10 MMHYT, @ NOTOM CMellanTe TwaTenbHO
NerkMMy BpaLLeHUsiMM [0 MOMHOro pacTtBopeHusi. Ucnonb3ayute
KanubpaTtopbl M KOHTPONMM KaK MOXHO ObicTpee nocne
pa3baBneHusi. 3amoposbte (-1 5°C) ocTaBluMecsi Kanubpatopbl
M KOHTPONMU KaK MOXHO ObIiCTpee nocrne WCMNoNb3OBaHUA.
CTtaHgapTbl M KOHTPOMM CTabunbHbl Npu —-15°C 6 Hegenb nocne
pasBefeHns, BO3MOXHO [0 3 LMKMIOB 3aMopaxunBaHus/
pa3mopaxuBaHusi.
3. PeareHT A UDPA (MpOoMbIBOYHBLIM KOHLEHTpAT)

CwmellanTe cooepXMMoe MPOMbIBOYHOIO KOHLEHTpaTa akkypaTHO.
Ecnmn ecTb ocap UYepe3 XpaHeHue Mpu HW3koil Temnepatype(4 °C),
pacTBopuTe €ero B BoAsiHOM GaHe npu 37°C urm Bpawasa ero.
[obaBbTe NpPOMbIBOYHBLIA KOHUeHTpaT (30 mn) B 570 wmn
OUCTUININIMPOBAHHON UNW AEVNOHU3MPOBAHHOW BOAbI U CMeLuanTe.
Pa3baBneHHbIi NPOMbIBOYHLIN pacTBop cTabuneH 90 gHen npu
XpaHeHUW Npu KOMHaTHOW TemnepaType.

7. MPOLEQYPA AHAITIU3A

1. MomecTnTe HeobXoAuMmMoOe KONMMYECTBO MONIOCOK, MOKPbITbIX
CcTpenTaBMAUHOM B AepXaTenb Ans aHanusa 6 kanubpaTopos
(TovHasi KOHUEHTpauus ykasaHa Ha drakoHe), CbIBOPOTKU KOHTPOMs
KavecTBa u 06pasLoB naumeHTa.

2. Munetupyinte 200 Mkn kanubpaTopoB, KOHTporew M obpasuoB B
yKasaHHble suelkh. 3amopo3bme (-15°C) ocmaswuecs
Kanuépamopbl U KOHMPOJIU KaK MOXHO 6bicmpee mnocre
ucrnosnb308aHuUs.

3. BHecute 25 mkn PeareHta 1 (BMOTMHWNMPOBAHHOE aHTUTENO) B
KaXayto NYHKY, YTO yXXe COAEPXKMT BbilLeyka3daHHble 0bpasubl.

4. BHecute 25 mkn PeareHTta 2 (MeyeHHOe (hepMeHTOM aHTUTENO) B
Kaxayto 13 aTux siyeek. locTyuute no kpar nnaHweTa, Hanpuvep,
py4Kor Ans MOMHOro cMelunBaHus obpasua ¢ peareHTamu. [ns
MOSIHOrO CMEeLUMBAHWUA MOBTOPUTE MOCTYKUBAHWE Kak MUHUMYM 5
pas kKaxagyl CTOPOHy nnaHweTta. He nponente peareHThbl.
Hakponte MukponnaHweTt donbro unum usberante nonagaHus
cBeTa U MOMECTUTE MX Ha OpOUTamnbHbIA BCTPSIXMBaATelNlb UNU
potatop npu 170+10 06./MMH. Ha 2 yvaca +/- 15 MuUHYT npu
KOMHaTHOW TemnepaType (22-28°C).

5. CHavana acnupupyinTe XuOKOCTb MOSHOCTLIO, @ MOTOM npomounTe /
acnupupynTe Kaxgylt nyHKy 5 pa3 paboyvMm MOKLWUM pacTBOPOM
(npurotoBneHHbIM K3 peareHTa A), NCNonb3yss aBTOMAaTUYECKUIA
MUKPOMMaHLWWEeTHbIN  npombiBaTenb.  OOGbemM  NPOMbBIBOYHOrO
pactBopa [OMkeH ObiTb ycTaHoBMNeH Ans BHecewuss 0,35 mn B
KXyt NyHKY.

6. [obaebTte 150 mkn PeareHta B DA (TMB cybcTpaT) B Kaxayto
NyHKy. MNocTy4ute no nnaHweTy kak nokasaHo B JTane 4.

7. Mpy HeobxoOMMOM HakpbITUKM AN NpefoTBpalLeHus nonagaHusi
cBeTa, MNOMECTUTe  MUKpOMMaHweT  Ha opbuTanbHbIn
BCTPSIXMBATEMNb U POTaTOp, YCTAHOBIEHHBIV Npu 170+10 06./MUH.
Ha 30+/- 5 MUHYT Npu KOMHaTHOW TemnepaType (22-28°C).

8. [o6asbTe 100 MKN cTON pacTBopa B Kaxayto NyHky. [MocTyunTe no
nnaHweTy Kak nokasaHo B J1ane 4. N3beravite nponmeaHums.

9. CuunTante abcopbumio pacTtBopa B suerikax B TedeHun 10 MuHyT,
MCMNOMb3ys MUKPOMMAHLWIETHBLIN cyuTbiBaTeNb npu 450 HM npoTus
250 MK AUCTUAMPOBAHHOM WNU  OEUNOHWU3MPOBAHHOW BOAbI.
Cumtante nnaHweT cHoBa nNpu 405 HM MO OTHOLWEHWIO K
AVCTUNNPOBaHHOM UMW AEVOHN3NPOBAHON BOAE.
lpumeyaHue: Bmopoe c4YumbeigaHue npedHa3Ha4yeHo Onisi
ycmaHo8KU aHanumu4eckol OUeHKU KarubposoyHou Kpusol Orsi
8e/luyuUHbl,  npedcmasnieHHoU  HauebiCWuM  Karubpamopow,
komopbil npubnusumensHo 450 ME/mMn  ( moyHas KoHueHmpauus
HarneyamaHHas Ha ¢hriakoHe u Maso usmeHumcsi u3 oOHou napmuu
Kk Opyeou). CnedosamenbHo, 0bpasubl nayueHmMos Cc yposHeEM
EPO > npednocnedHezo (om 2-20 K HausbicuieMy) kanubpamopa,
Hanpumep Kanubpamop E moxem 6bimb onpedeneH npomus
KanubpayuoHHoU Kpueol, Komopas cocmoum u3 cYumbigaHul
88epx Om ypO8HSI KOHUeHmpayuu 00 Hauebicuie2o Kanubpamopa,
ucrionb3ys 450 HM cyumbigaHusi, om OrUHbI 80JTHbI MaKcuMasbHOU
abcopbuyuu. KoHmpornbHbie 0bpa3ybl U 06pasubl nayueHma HyXHo
cyumbigeampb ucronib3ys 450 Hm Ons EPO koHueHmpayuli 9o
KOHUeHmpauyut Kanubpamopa E.

CyumbieaHue EPO koHueHmpauyul Had yposHem Kanubpamopa E
HY>KHO UHMeponuposame Ucrnonb3ys cyumsigaHue rpu 405 Hm.

10. Tllpu wucnonb3oBaHUM KOHEYHOW abcopbuumn, MnonyYyeHHon B
npeaBapuTenbHOM  3Tane,  MOCTPOWTEe [Be KannbpoBOYHblE
KpuBblE WCNOMb3yst cyuTbiBaHUS npu 405 HM 4yepe3 Kybuueckuii
CNNWH, 4 NapameTpOBYH NOMMCTUKY, UMW UHTEPMONSLUID OT TOYKU
[0 TOYKM ANs KONMYeCcTBEHHOro onpeaenexust EPO.

7.1 NPOLUEAYPHbLIE 3AMEYAHUA

= OO6pasupbl CO 3HAYEHMSAMU HXE onpeaensemMoro yposHsi (1,2 ME/mn)
HY)XHO penopTupoBatb kak < 1,2 ME/mn.

= PekomeHayeTca aHanu3 kanubpartopoB, KOHTporen u obpasuoB B
nybne noka He nonyyeH AOCTATOYHbIA OMbIT NPOBeAEHWs aHanusa
(korga koadhduumeHT Bapuauum aybnukatoB meHbwe 10%, a
pe3ynbTaTbl NOMyYeHbl B NMPUHATBLIX rpaHuLax).

EIA-3646, DRG EPO (Erythropoietin) ELISA

= OO6pasubl JOMKHbI NUNETUPOBATLCA
obpasoBaHuK Nysbipen.

= OG6pa3ubl nauneHToB CO 3HayeHneMm Bbllle HauBbICLLIErO
kanubpatopa (kanubpatopa F), uto paBHa npubnuautensHo 450
ME/Mn (TOYHas KOHUEHTpaums yka3aHa Ha 3TukeTke donakoHa), MoryT
6bITb pasbaBneHbl kanubpaTopom A (HyneBbIM kanmbpaTtopom) u
npoaHanuanpoBaHbl NOBTOPHO. YMHOXbTE pe3ynbTaThl Ha dakTop

B SI4ENKM npn MMUHUMaribHOM

pa3baBnenus. Wnu xe pesynbTaT MOXHO MHTEPNPUTAPOBATbL Kak
HaVBbICLIYKD  KOHUEeHTpauuio  kanubpatopa  (kanubpatop  F).
Hanpumep, ecnn 3HayeHns aT1oro kanubpatopa 494 wmE/wmn,

penopTupyiTe pesynbTart kak > 494 mE/mn.

= He mMeHsTe peareHTbl pasHbiX NapTUn.

= Ecnu MOXHO, cmewanTe B paBHblX Oobbemax B [OCTaTOYHOM
KonuMyecTBe AN aHanusa, peareHT 1 (BMOTMHWNIMPOBaAHHOE
aHTUTeno) n peareHT 2 (Me4yeHHoe hepMEHTOM aHTUTENO) B YUCTON
siIHTapHON GyTbinke. CKOMOUHMPOBAHHBIM peareHT cTtabuneH 7 gHen
npu 4°C. Motom ncnonb3ynte 50 MKN CMeLaHHOro aHTuTena Ans
KaXKOOM si4erkn. JTOT anbTepHATUBHbIA MeTon 3aMeHsieT atan 3 u 4,
NOTOM UHKYBUpYWTE Ha opubutanbHOM BCTpsSXMBaTene.

= [lpu cmewwmBaHun usberanTe BbINUBaHUS. DTO BMUSIET HA TOYHOCTb
1 JOCTOBEPHOCTb aHanmaa.

BbIYUCIIEHUE PE3YJIbTATOB

7.2 Py4yHou meToq

1. Onsa 450 HM cunTbIBaHUS, MOCTPONTE KPUBYIO, UCNOMNb3ysl NepBble
naTb kanubpaTtopos, Hanpumep kanunbpatopsl A, B, C, D, n E. Aing
405 HM cuuTbIBaHWS, NOCTPOWTE BTOPYIO CTAHAAPTHYIO KPUBYIO,
ucnonb3ys Hanpumep kanubpatopsl A, D, E, n F.

2. [MoMeTbTe KOHUEHTpauuio Kaxgoro kanubpaTopa, ykasaHHble Ha
dnakoHe, B ME/Mn. OTnoxute AaHHble KannbOpOBOYHOWN KPUBOW
Ha nuHelriHon OGymare npu KOHUeHTpaumm Ha ocn X wn
cooTBeTCTBYtOLLEeN abcopbumm Ha ocn Y.

3. Hapucyiite npsMyo nvHUIO Mexay OBYMSi CMEXHbIMU TOYKaMMu.
OTOT MaTemMaTW4ecKuid  anropuTM  LUMPOKO  W3BECTHBbIA  Kak
BbIYMCMEHNE OT TOYKM K TOuKU. [lonyyuTe KOHUEHTpauuto obpasua
oTKnafbiBas  eAuHWUbl abcopbumm  Ha ocu Y W HanguTe
COOTBETCTBYIOLUME KOHUEHTpauum Ha ocn X. O6pasupl naumMeHToB
M KOHTpOMnwu OOIDKHBI - CYMTBIBATHLCH npu 450 HM Aans
KoHUeHTpaumn EPO fo koHueHTpauun HamBbicliero Kanubpatopa
E. KoHueHTpaumst EPO Bbiwe HaumBbiclero kanubpaTtopa gosmkHa
uHTepnonuposatbcs npu 405 HM.

7.3 ABTOMaTu4eckum metopn

Xopolme pesynbTaTbl AalOT KOMMbOTEPHbIE MpOrpaMMbl KyGuyeckoro
CMnvHa unu 4 napameTpoBON MOMMCTUKMA UMK OT TOYKM K TOYkKU. [aHHble
obpasyoBs npu 450 HM MOCTPOMTE KPUBYID OTBETHOM  [03bl
(kamMBpoBOYHYIO  KpUBYIO), UCMONb3ys 5 nepBbiX MOCTaBNAEeMbIX
KkanubpaTopos, T.e., kanmbpatopos A, B, C, D n E. [Ins cunTbiBaHWUiA Npn
405 HM nocTponTe BTOPYI KPMBYKD OTBETHOW [03bl, WCNOMb3ysi
kanubpatopbel A, D, En F.

[aHHble obpa3suoB npu 405 HM (HENOArOTOBMNEHHOE CYUTbIBAHWE MPOTUB
OVUCTUNNUPOBAHHON N AEVOHU3NPOBAHHON BOAbI).

Tun 1-e 2-e CpegH. EPO, MpeacTtaBneHue
AYENKU CYMUTbI-| CUYUTBI- ME/Mn | pesynbTaToB
BaHuWe | BaHue EPO, mE/mn
Kan. A 0,019 0,021 0,020 0
Kan. B 0,122 0,114 0,118 7,5
Kan. C 0,200 0,207 0,204 18,2
Kan. D 0,411 0,423 0,417 41
Kan. E 1,308 1,263 1,286 120
KoHTtponb1 | 0,176 0,178 0,177 15,7 | 15,7
KoHTtponb2 | 1,395 1,493 1,444 1>120 *
O6pasey 1 | 0,115 0,125 0,120 9,6 9,6
Obpasey 2 | 0,414 0,420 0,417 40,4 | 404
Obpasey 3 | 3,314 | ------- 3,314 [>120 *
* TockonmbKy KOHUEHTpauus 3Tux obpasuoB >  KOHLEHTpauuu

kanubpatopa E, Hanpumep, 120 ME/Mn, pekomeHayeTcst ucnosnb3oBaTb
OaHHble, nonyyeHHble npu 405 HM, Kak NokasaHo B Tabnuvue OaHHbIX
06pasLoB Hke ANnst ANUHbI n3mepeHus npu 405 Hm.

Tabnuua paHHbIX o6pa3uoB. [laHHble, NONyyYeHHble NPU U3MepeHun
npu 405 HM NPOTUB AUCTUINIMPOBAHHOW N AENOHN3NPOBAHHOW BOAbI:

Tun 1-e 2-e CpegH. EPO, MpeactaBneHue

fAYenKmn CUUTBbI- | CUYUTBI- ME/Mn | pesynbTaTtoB
BaHuWe | BaHue EPO, mE/mn

Kan. A 0,001 0,007 0,005 0

Kan. D 0,122 0,127 0,125 41

Kan. E 0,405 0,389 0,397 120

Kan. F 1,331 1,257 1,294 494

KoHTponb1 | 0,052 0,056 0,054 [<120

KoHTponb2 | 0,427 0,460 0,444 133 | 133




O6paszeu 1 | 0,036 | 0,038 | 0,037 |<120
Obpaszey 2 | 0,125 [ 0,128 | 0,127 |<120
Obpazey 3 [ 1,035 [ ---—--- 1,035 300 | 300

Ons obpasuoB C KOHUEHTpauusiMM < KOHUeHTpauwuu kanubpartopa E,
Hanpumep, 120 w™mE/Mn, pekomeHayeTcs UMCMoONb3oBaTb [AaHHbIE,
nosnyyeHHole npu 405 HM, Kak NokasaHo B Tabnuue faHHbIX 06pasuoB
Bblle AnA ANWHbl M3MepeHus npyu 405 HM. 3Ta npakTuka [OoSbkHa
npefocTaBnsaTb pe3ynbTatbl MPYM  ONTUMANbHOW  YyBCTBUTENLHOCTU
aHanu3sa.

TNMPUMEYAHUNE: Omu OaHHble rnpusedeHbl 8 Kadecmee ripumepa. He
ucrnobL308amp Ux 8Mecmo OaHHbIX, MOJTy4YeHHbIX 80 8PeMsT aHaIu3a.

KOHTPOIIb KAYECTBA

KoHTponbHas cbiBOpOoTKa A0MKHA MCMNOMb30BaThCS MPY KaX4oM aHanmse.
PesynbTatbl, NOMNy4YeHHble NpWM  aHanmM3e  KOHTPOMeW,  [AOIKHbI
OLEHMBATBLCA MPU  UCMOMb30BaHUM  MOAXOOSALLEr0  CTaTUCTUYECKOrO
Metoda. lpu npoBegeHnn aHamusa Ha EPO Bnepsble pesynbTaTthl
OOmkHbl  6asupoBaTbCcsi Ha TOM, 4YTOBObl KOHTpoOnbHble pesynbTaTtbl
HaxXOAWNUCb B rpaHuuax NpuHSATbIX HOpM. Ecnun xoTst 66l ognH obpasey
KOHTPOMNS KayecTBa BbIXOAMT 3a rpaHulbl MPUHATLIX HOPM, aHanu3
cnegyeTt npoBectM ewe pa3. Ecnu nabopatopus yctaHoBuna ceou
OaHHble, MapameTpbl KOHTPONS KadyecTBa [OOMkHbI 6Ga3vpoBaTbCcs Ha
CTaTUCTUYECKUX AaHHbIX nabopaTopum, ucnonb3ys unu KoHTponu ¢
Habopa unu 3HaveHns CbIBOPOTKW, cOBpaHHbIe nabopaTtopuen.

HyxHo wucnonb3oBaTe TouYkM JleBu-[keHMHa Ha  KOHTPOMbHbIX
pesynbTaTtax. Ecnu pe3ynbTaTthl Ha KOHTPOSbHbIE 06pa3Lbl coBNagatT co
cpegHyMuM  + 2 CTaHOApTHbIX OTKINOHEHusi, ©6e3 onpegeneHHoro
OTKMOHEHUS1 KOHTPOMS KayecTBa, aHanmM3 MOXHO CYMTaTb MpaBUIbHbBIM.
MpaBuno Bectrapga HyXHO NpPUMEHsTb  AnNs  TOro 4TOObI
cooTBeTcTBOBaTb 88 perynupoBaHusm CLIA. Ecnu  KOHTpOnbHble
pesynbTaTbl BbIXOAAT 3a rpaHuLbl YCTaHOBMEHHbIX MapamMeTpoB Kak
onuncaHo, pe3ynbTaTbl aHanu3a — HernpaBUIbHbIE.

8. OTPAHUYEHUE NPOLIEAYPLI

Pesynbtatel EPO HyXHO MHTepnpeTupoBaTb B COOTBETCTBMM C obLien
KIMHWYECKOW KapTUHOW U APYrMMW COMYTCTBYIOLMMU ANArHOCTUHECKUMMN
TecTamu.

OunLeHHble NpoTeuHbl IgG Tex cambix BUAOB YTO U MeYeHble aHTUTena,

OblNM  BbiBeAEHbl, KPOME YXe MNPUCYTCTBYIOLLEro B npojaxe
retepodunbHOro Griokepa aHTUTEN, U MCMONb30BaHbl B peareHTax Ans
MUHUMU3aUMK  reTepodunbHbiX  aHTuTen. (14) Tem He MeHee,

retepodunbHas MHTepdepeHLmnst He MOXET OblTb NOSTHOCTLIO UCKIOYEHa.
Mo aTomy, pekomeHayeTCs NPOBOAUTL Kak MMHUMYM TpU pa3BefeHus ans
Kakoro nmbo OLEeHEHHOro nnu/u Nog03pUTENBHO NO3UTMBHOTO pesyrnbTaTa
0N aHanuM3a Ha onpeferneHve He-naparnenuama Mo CpaBHEHUO C
OTHOCWTENbHbIMK cTaHaapTamu. (15)

Mockonbky pe3ynbTaTbl, MOMyYEHHble  MPW  UCMOMb30BaHWMN
npucyTtcTBylowero B npogaxe EPO Tecta, Moryt cywecTBeHHO
OTNNYaTLCA OT Pe3ynbTaToB, MOMYYEHHbLIX MPU UCMOMbL3OBaAHUN APYrnX
TEeCTOB, PEeKOMeHAyeTCsi NPOBOAUTb CEpUHOEe TECTUPOBaHWE OAHOro 1
TOro X nauueHTa ogHuM n Tem xe EPO Tectom. JTOT TeCT MOXeT ObITb
He CyLEeCTBEHHO OTnuyaTtb abHopManbHO Huskme 3HaveHns EPO ot
HopMarbHbIX ypoBHen EPO.

Bonee Hu3kuiA, 4em oxugaemslii yposeHs EPO Habniogancs npu aHemuu
B COYETaHUM CO CreayloLWMMN YCIOBUSIMU: PEBMATOUAHbLIA apTpuT,
NpUOBPETEHHBIN CUHAPOM VMMyHoAedUUMTa, pakK, S3BEHHbIA  KOMwT,
cepnoBuAHO-KNeTo4Hast 60ne3Hb, B HEAOHOLIEHHbBIX HOBOPOXAEHHbIX.
[Mocne anmoreHHOW nepecagkym KOCTHOrO  MO3ra  YMeHbLUeHHOe
KOMMYECTBO IPUTPONOETUHA MOXET 3a[iepXKMBaTb €ro BOCCTaHOBMEHUE.
MauueHTbl ¢ rMnepramarnobynMHeMmnen acouMmMpoBaHoON MUENOMOWN unu
3aboneBaHnem Bonbgectpoma MMET CHUXKEHHOe BbipabaTtbiBaHne EPO
B CpaBHEHUW C KOHLUEHTpauuen remorriobuHa. OTO CBsI3aHO C
yBENNYEHHOW BA3KOCTbIO MNa3mbl.

He 6bIno0  Mony4yeHO OaHHbIX OTHOCWUTENBbHO BMMSIHUS TEKApCTB  Ha
pesynbTaThl aHanuaa.

EPO ypoBHM B nioden, XUBYLUMX BbICOKO HaZ YPOBHEM MOpSs, MOryT
HEOXNAAHHO CTaTb HOPMarbHbIMY NPU CMEHE MecTa XutenbcTtaa. (19)

9. OOKMOAEMbIE 3HAYEHUA

C nomoupto AaHHoro Habopa ypoBeHb EPO 6bin BbluncneH B 120 siBHO
3goposbix Ntogen B CLUA. Cpean Hux 661510 61 My>XUuHBbI U 59 XeHLWWH B
Bo3pacTte oT 18 go 96 net. He Habnoganock CyLeCTBEHHON pasHuLbl B
pedepeHTHbIX auanasoHax, nosy4YeHHbIX npyu obcrnefoBaHNM KEHLLMH U
MYX4YMH. OTOT e pesynbTaT coBMajaeT C pesynbTaToM  Apyrux
ncenegosaHun. bonee Toro, 3HadyeHnss EPO He 3aBucuT OT Bo3pacTta 3a
VCKITIOMEHNEM TOrO, YTO Bonblune 3HaveHus1 Obinu nonyyeHsl B 06pasuax
Ha PaHHWUX CTafusiX COBEPLUEHHONETUsi, HanpuMmep, NpUbNN3nTENbLHO B
Bo3pacTe 22-42 roga.

[Mpu wncnonb3oBaHMM He napameTpuyeckoro Metoda pedyepeHTHble
HOpMbI (2,5-97,5 npoueHTune) coctasunu — 4,3-32,9 mE/mn gna EPO
B cbiBopoTke. Kaxpgaa nabopatopusi [ormkHa yCTaHOBUTb CBOM
CcOoGCTBEHHbIE 3HaYEHNS1 HOPMbI.

EIA-3646, DRG EPO (Erythropoietin) ELISA

B nauuveHTOB C 3pUTPOLUTO30M YEPE3 HEBO3MELLEHHYIO TUMOKCULO,
MMyHopeakTMBHbI EPO noBbilaeTcs B CbIBOPOTKE;

B nauveHTOB C BO3MeLLEHHOWN TUMOKCUEN YPOBEHb WMYHOPEaKTUBHOIO
EPO B cbiBOpoTKe BCErga HaxoamUTCsa B rpaHULIAX HOpMaribHbIX 3HAYEHWUIA,
a B nauneHToB ¢ 6onesHbto Ocnepa 3HaveHns nmyHopeaktusHoro EPO B
CbIBOPOTKE MMM HOPMaribHbIE MU HXe. Takum 06pasom, B TO BpeMs Kak
noBbileHHoe 3HaveHne EPO B cbiBOpOTKe CBMAETENLCTBYET O TOM, YTO
3puTpoLUUTO3 — 3TO NOBOYHBLIA (hbeHOMeH, Hu3kuii ypoBeHb EPO
CBUAETENbCTBYET O BO3MOXHOCTM CaMOCTOSITENIbHOTO 3pUTpOLMTO3a.
HopmanbHoe 3HaveHne EPO B cbiBOpOTKE WCKNIOYAET TUMOKCUIO U
camocTosiTenbHoe BbipabaTtbiBaHme EPO kak npuynHy aputpoumTosa.

10. XAPAKTEPUCTUKMN

TouHOCTb

85 06pasuoB naumeHToB co 3HadYeHusimm EPO B gnanasoHe ot 3,8 — 304
ME/mn 6binu npoaHanuaunposaHel DRG ELISA npouenypoint n ELISA EPO
Habopom. JlnHenHas perpeccusi gana CneayroLLyo CTaTUCTUKY:

DRG ELISA = 0.94 ELISA Habop — 0,41 mE/mMn r=0.989 N=85

10.2 YyBCcTBUTENBLHOCTDL

YyBCTBUTENBHOCTE WU MUHMMAIbHO OMpeAensieMbll  IMMUT  3TOro
aHanusa onpegensieTcs kak HauMMeHbllee OfHO 3Ha4YeHue, KoTopoe
MOXeT ObITb yCTaHOBMEHO ©3 Hyns npu 95% OoBepUTENbHOM NUMUTE.
DRG EPO ELISA nmeeTt 4yBcTBMTENLHOCTL 1,2 ME/MA.

Takum o6pa3om, MaumeHTbl CO 3HayeHuem Hwxke 1,2 ME/Mn HyXHO
cuntaTb Kak «MeHbLue YyeM 1,2 ME/mny.

10.3 TOYHOCTb U BOCCTaHOBMNEHUE
ToYyHOCTb [OaHHOro aHamui3a 6bina BblYMCEHA
onpeaeneHuin 4ns kaxzgoro n3 Tpex obpasuos.

13 22 MOBTOPHbIX

BHyTpu TecToBasi TOYHOCTb

O6pasey CpegHee 3Ha4yeHwue (nr/mn) n KB, %
A 14,4 22 8,4
B 189 22 4,8

O6Las TOYHOCTb AaHHOro aHanu3a bbina BblYMCeHa NCXOAA U3 AaHHbIX
ABYX 06p33L|,OB, noJny4YeHHbIX B 22 pasHbIX aHanusax.

Mexnay TecToBasi TOYHOCTb

O6pasey CpepHee 3Ha4yeHue (nr/mn) n KB, %
A 20,4 22 8,8
B 183 22 5,1

10.4 CneundnYHOCTb 1 NepeKkpecTHasA peakKTUBHOCTb
MepekpecTHas peakTvBHoCTb B EPO 6bina uccnegoBaHa nyTem

pobaBneHnss  pasnuuHbix  BelectB Kk  Hynesomy  kanubpartopy
(Kanubpatopy A).
BewecTtBO KoHueHTpauwms
YenoBeyeckui TpaHcepuH 400 mKr/mn
Yenoseueckuit 6unmpy6uH | 200 mkr/mMn
(HEKOHBIOTMPOBAHHbIN)
Yenoseyeckuin remornobuH 5 mr/mn
Yenoseyeckuin anbda-rnobynuH 60 mr/mn
Yenoseyeckuii anbga-2-MakpornobynvH 500 mkr/mn
Yenoseuveckun  anbda 1 kucnbid | 800 mKr/mn
rMUMKONPOTENH
YenoBeyeckuit anbga 1 aHTUTPUNCUH 500 mkr/mn
TpuHrnuuepuap! 30 mr/mn
Yenoseyeckuin anbbymuH 60 mr/mn
Yenoseyeckui ramma rnobynuH 60 mr/mn
AKTI (vHTakTHas mMonekyna: | 5000 nr/mn
aMUHOKWUCNOTHas  nocriefoBaTenbHOCTb
1-39)
TTr 100 mkME/Mn

Hun oavH 13 nepekpecTHbix peakTaHToB He BnusieT Ha DRG EPO ELISA.
Camble manble unsaMeHeHnss B EPO npu HeKOTOpbIX MNEepekpecTHO
pearvpylowmx peakTaHTax HaxoAWnucb B CTAaTUCTUYECKUX Mpeaenax
BapuaTMBHOCTW BHYTPU aHanuaa.

10.5 BoccTaHoBneHue

PasHoe konunyectBo EPO 6bino gobaBneHo K YeTblpeM  pasHbiM
CbIBOPOTKaM NauveHTa Ansi onpegeneHns BOCCTaHOBMIEHNS.
O6pa | 3HporeH. Oo6aBka Oxupa- | Usme- U3Bne-
-3ey (ME/mn) (ME/mn) emoe peHHoe | yeHwue (%)
(ME/mn) | (ME/mn)

A 7.9 -- -- -- --

7.1 50.0 57.1 52.8 92.5

5.5 150.0 155.5 150.0 96.5
B 6.0 - - - -




54 50.0 55.4 57.2 103.2

4.2 150.0 154.2 168.0 108.9
Cc 53.6 - - - -

48.2 50.0 98.2 105.0 106.9

37.5 150.0 187.5 202.0 107.7
D 0 -- -- -- --

0 50.0 50.0 50.2 100

0 150.0 150.0 145.0 96.7

10.6 JluHeiHOCTb pa3baBneHMsi o6pas3LoB NauueHTa: Nnapannenusm
Tpu obpasua nauneHToB Gbinu pasbaBneHbl kanubpaTopom A (HynesbIM
kanubpatopom). Pe3ynbraTthl B ME/MN yKa3aHbl HUXe:

O6pa- | Pasz6aB- | Oxupgaemasn Ha6nropaemasn % ot
3ey neHue KOHLI. KOHL. oxupa-
emMoro
A --- 247.0 ---
1:2 123.5 119.0 96
1:4 61.8 58.5 95
1:8 30.9 28.8 93
B -—- 139.0 ---
1:2 69.5 74.0 106
1:4 34.8 39.9 114
1:8 17.4 19.8 114
C --—- >500.0
1:2 253.0 ---
1:4 126.5 116.0 92
1:8 63.3 57.0 90

10.7 «Xyk-3adpchekT» BbICOKOW O03bl

Xyk-acpcpekT Obin oueHEH pasbaBneHvem craHpgapTa ¢ fobasreHHon
KoHueHTpauuenn 200 000 mE/mMn EPO. [OononHutensHo 3 ob6pasua ¢
M3BECTHbIM BbICOKMM 3HadyeHnem EPO (1920, 1520 n 966 ME/mn) 6binu
npoaHanuaupoBaHbl C pa3baBneHuem u ux pesynbTaTbl ObiNu Bbile
HauBbICLIero craHgapTa. KoHueHTpauuu sputponoatvHa go 200 000
MEA/MN He BbI3bIBAOT XYK-3ahEKT Npu  MCMNONb30BaHWM  [aHHOMO
Habopa. OpgHako Bce 06pasubl C KOHLEHTpauMen Bbille HauBbICLLEro
kanubpatopa crnegyeT pa3baBuWTb W aHanM3uMpoBaTb MOBTOPHO ANA
MOMyYEHUs1 TOYHbIX 3HAYEHNA KOHLIeHTpaLum.

MHQOQMBHUH ons 3akasa:

4uwvin «gUAMEB»
Yn. YopHoeona, 97, 2. MeaHo-PpaHkoeck, 76005
Ten.: (0342) 775122
®akc: (0342) 775612
E-mail: info@diameb.com
www.diameb.com
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