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NMPUMEHEHUVE

PeareHT ansa onpeneneHus opcomykonga / OROSOMUCOID IP npoussoacTsa
ELITech Clinical Systems npegHasHa4yeH Ans KONMYECTBEHHOrO onpeaeneHus in
vitro opcomykonaa B CbIBOPOTKE YerioBeka.

KNMWHWYECKOE 3HAYEHUE!"-)

Opcomykong (Mnnm al1-kucnblid rAvkonpoTenH) aTo Genok ocTpon hasbl, ero
KOHLIEHTpaLusi B KPOBW YBENMYMBAETCS MPU BOCManNMUTEmbHbIX Mpoueccax
(ocobeHHo Tex, KOTOpble 3aTparvBarT XemnyAo4HO-KULIEYHbIN TPaKT), a Tak e B
cryyae noBpexAeHus TkaHel (3rokadyecTBEeHHble OMNyXONu, MHPAPKT MUokapaa,
TpaBMmbl, onepauuu). Kop TuKocTepouaHas Tepanusi U HEKOTOpble HE CTEPOUAHbIE
Npo TMBOCNanNuUTe NbHbIE NIeKapCTBa TaK e yBeNMMYMBaOT YPOBEHb OPCOMYKOMaaA.
HanpoTMB, 3CTPOreHbl, CUHAPOM noTepu Genka TakMe Kak HedpPOTUHECKUIA
CUHAPOM U TsXenble NoBPEXAEHNUS NEeYEHN CHUKAIOT ero KOHLEHTpaLu .
MokasaTenn ypoBHA oOpcomykoida MWCMoMb3ylTcs ANS  AWArHOCTUMKWM U
OTCNeXuBaHUs OCTPOHasoBOro OTBeTa U ANs OTCNeXuBaHUs peuuausa
onyxonei. BmecTe ¢ rantorno6vHOM, OpCOMYKOWL MOXET UCMONb30BaTbCs AN
OLEeHKM in  vivo remMonusa W KOPTUKOCTEPOUAHOW Tepanuu. YpOBeHb
opcomykoida MOXET Tak e WU3MepATbCs ANs ornpeferieHust BocnanuTernbHon
peakuun (BbICOKWI ypoBeHb) OT addpekTa ICTPOreHTOB (HOpManbHbIA WK
NOHWKEHHbIN YpOBEHb), Mpu 3ToM obGa npouecca BnusieT Ha GOJbLMHCTBO
ocTpodasHbix GENKOB TakUM e o6pasom.

METOAO
MmmyHo-Typbuamme tpumst. Mo KOHEYHON TouKe.
APUHUMUN

O6pasoBaHue KOMNIeKCoB aHTUTEn OPCOMYKOIA/aHTU-0PCOMYKO A,
VMHULMUpYEeTCS [OGaBNEHVEM aHTUCHLIBOPOTKM K obpasuam, U katanuaupyetcs
NPUCYTCTBUEM MNONMITUNEH TFNMKOMSA. OTU KOMMIEeKcbl o6pasyloT ocafok, YTo
NPUBOAWUT K YBENIMYEHWIO MYTHOCTU u3MepsieMon Ha 340 Hm. KoHueHTpauwus
opcomyKolifa onpeaenseTcsi C NOMOLLb 0 HE TMHENHON KanMBpPOBOYHOW KPMBOIA.

COCTAB HABOPA
Pearent 1: R1

docdaTHbI Bydep pH 7,43
MonuatnneH rnmkonb 60 r/n
Asung HaTpusa <0,1 %
Pearent 2: R2

®ocdaTHbI Bydep pH 7,43
MonuknoHanbHble aHTUTena K OpCOMYKOMAY Ye roBeka

(ko3bu)

Asup HaTpusi <0,1 %

HEOBXOAUMBIE MATEPUAIbI, HE B KITFOYEHHbBIE B KOMMJEKT
NOCTABKHU
IPRO-0043

CONT-0060

Kanubpatop 6enka/ PROTEIN IP CAL SET
KoHTpornbHas cbiBopoTka
MynbTunapameTpoBas ELITROL |
3Tn apTUKyIbl NPOAATCS OTAENBbHO
- ®usnonormyeckuii pacteop (NaCl 9 r/n)
- O6wenabopaTtopHoe o6opyaoBaHue
- He ucronb3yitte maTepuansl Kpome Tex HEOBXOAUMbIX, YTO MepevnCrieHb
BblLLeE.

MEPbI NIPEQOCTOPOXHOCTH

- OTM peareHTbl MpeAHas3HayeHbl TONMbKO  ANs
MCMNOb30BaHMs B in Vitro AnarHocTuke.

- PeareHTbl cogepxaT a3ug HaTpusi, KOTOPbIA MOXET BCTynaTb B peakuuio ¢
pearvpoBaTb C MeAHbIMU U CBUHUOBbIMKW Tpybamu c o6GpasoBaHueMm
B3pbLIBOOMACHbIX a3nMJoB MeTannoB. [lpy CNvMBe B  KaHanuM3auuwo Takux
peareHTOoB, Bcerga CMbiBanTe GOMblUMM  KOMWYECTBOM  BOAbl  ANA
npefoTBpaLleHWUst HaKoMreHus asuaa.

- 3a 6onee nogpo6Hon nHdopmaunel obpatuteck B nacnopT 6e3onacHoCTn
npoaykTa (SDS).

- Cob6ntopaiite 06bluHbIE Mepbl NMPELOCTOPOXHOCTU U MpaBuna Hagnexatlen
nabopaTopHOW NP aKTUKU.

- [Ons  VCKMIOYEHUs KOHTAMUHAUWM UCMOMb3yWTe TOMbKO 4YUCTOE  WIK
opHopasoBoe nabopaTtopHoe obopyaoBaHue.

- He ucnonb3yiTe hnakoHbl peareHToB U3 pasHbix Habopos.

npodeccroHansHoro

CTABUNbHOCTb PEArEHTOB

XpaHute npu TemnepaType 2-8°C B 3alMlleHHOM OT cBeTa MecTe. He
3amopaxuBaTtb. He ucronb3oBaTh Mocne WCTEYEHWS Cpoka T[OAHOCTH,
yKa3aHHOro Ha 3TukeTke ¢pnakoHa.

CrabunbHocTb Ha 6opTy:

CrabunbHocTb Ha 6opTy aHanusatopa 3aBucuT oT mogenun (cM. § TexHudeckme
XapaKTepucThky).

NPUrOTOBNEHWUE PEATEHTA
PeareHTbl rotoBbl K MCMOMb30BaHUIO.

NPU3HAKU NOBPEXOEHUA PEAFEHTA

- PacTtBopbl peareHTOB [AOJDKHbI ObiTb Mpo3padyHbiMU. MyTHOCTb  CIYXWUT
NPU3HaKOM MOBPEXAEHUs.

- He wvcrnonb3yiiTe npoaykuuio C BMOUMBIMKM MpU3Hakamu GYONOrM4eckoro,
XUMUYECKOro MUnn rU3n4ecKoro NoBpeXAeHws.

IORO-0400

Apmukyn: Cocmae Habopa:

C€

R1 2x25 mn R2 1x5 mn

MOBPEXAEHHASA YIMTAKOBKA
He wvcronb3yiTe peareHT, eCnv MOBPEXAEHWS! YNakoBKM MOXET MOBMMATL Ha
XapaKTepucTUKkL NpoaykTa (NoaTeku, pasbuTblit pnakoH).

MPOBbI AN AHANTU3A®R?)

O6pasubl

- cblBOpOTKa

- He Vcrosb30BaTh Apyrve obpasiibl.

Mepbl NPeaoCTOPOXKHOCTH

- B cooTBeTCTBMM C Hapnexallen nabopaTopHOW MPakTUKOW, BEHENYHKUMS Ans
B3ATMS obpasua [osfbkHa MpoBOAUTHCS [0 BBEAEHWS  NIeKapCTBEHHbIX
npenaparos.

XpaHeHue n cTabunbHOCTb

- Mpobbl AOIDKHBI OblTb NPOAHaNM3npoBaHbl Cpasy WM MOryT XPaHUTbLCH B
TeyeHue 3x AHen npu Temnepartype 2-8°C unm 6 mecsiues npu Temnepartype -
20°C.

PE®EPEHCHBIE 3HAYEHUAYW

50 - 120 mr/an (0,5 — 1,2 r/n)

lpumeyarue: MNpueedeHHbie AuanaszoHbl 3Haye HUli GOKHbI CITYXKUMb MOTbKO
8 kayecmee opueHmupa. Kaxdol nabopamopuu pekomeHOyemcs nposepums
U ycmaHo8umb c80U peghepeHCHbIe 3Ha4eHus1 0n1s uccriedyemou nonynsayuu.

NPOLEQYPA AHAINU3A

Ha60p MOXeT ObITb ncnonb3oBaH ansa BonblUMHCTBa aBTOMaTu4eckmx n
nosnyaBTOMaTUYECKMX aHanM3aTopoB, a Takke Npu py4YHO NocTaHOBKe aHanmsa.
Aﬂal‘ITaLI,VIVI ANs pasnnyHbiX aHann3aTopoB BbICbINAKTCA MO 3anpocy.

OnuHa BonHbl: 340 HM

TemnepaTtypa: 37°C

CunTbiBaHMe NPOTUB peareHT-6naHka.

Kanu6poBka TecT
PeareHT R1 300 mkn 300 mkn
Kanu6partop 2 MKN -
O6pasey - 2 MKN

CmewaiiTe 1 n3mepbTe 3HadeHue abcopbuum (AA1) yepes 75 cek. uHKyGauum
(6naHk obpasua), 3atem gobaBbTe:

[ PearentR2 | 40 Mkn |

CwmeLlwaiiTe u n3mepbTe 3Ha4YeHUe abcopbumm (AA2) yepes 375 cek. MHKyBauum.

PACYET

KoHueHTpaums opcoMyKoW4apaccUuTHIBAeTCs MO KanmMGpOBOYHON  KPUBOWM,
NONy4EHHONW C TMOMOLWpBI0O NSATU pacTBOpoB kanubpaTtopa C  pasHbIMU
KOHLIEHTPALUAMU U HYNEeBOW TOYKM.

KoHueHTpauus = f (AA) = f (A2 — A1)

KANTUBPOBKA

Ona kannbpoBkn ncronb3yite Kanubpatop 6enka / PROTEIN IP CAL SET,
apmukyn IPRO-0043, roToBbIl K MCMofb3oBaHuio. Heobxoaumo ucnonb3oBaTb
HyneBYyo TouKy (duanornorundeckuin pactsop NaCl 9 r/n)

[aHHble kanubpaTopbl CTaHAApPTU30BaHbl C MOMOLBIO CEPTUDMLUPOBAHHOIO
HopmaTmBHoro matepuana ERM DA470k/IFCC.

PekomeHayeTcs NpoBOAUTL HOBYKO KanuMBpoBKY, €Cnu pesynbTaTbl KOHTPOMs
kayecTBa BbLIXOAAT 3a [OMYCTUMble Mpeferbl, a Takke MPU CMeHe roTa
peareHToB.

KOHTPOIJlIb KAYECTBA

[lna nNpoBepkM TOYHOCTM U3MepeHuit Heobxoanmo mcrnonb3oBatb KOHTPOMbHYO
CbIBOPOTKY MyrnbTunapameTpoByio ELITROL |

OTOT KOHTPONb AOJPKeH ObiTb M3MepeH W BanuavMpoBaH [0 UCCrefoBaHus
o6pasuoB. KoHTpob kayecTBa AODKEH NPOBOANTCS Kak MUHUMYM pa3 B AeHb, a
TaK Xe rnocrne Kaxaon kanubpoBku n AospkeH GblTb aganTMpoOBaH K npoueaype
KOHTPONS KayecTBa kaxpon nabopatopum u TpeboBaHWAM HOPMATMBHbLIX
[OKYMeHTOB. Pe3ynbTaTbl NpoBepku A0DKHbI BbITb B Npefenax ycTaHoBNEHHbIX
HopM. Ecnu nmonyveHHble gaHHble HaxogoAaTca 3a npefenamu yCcTaHOBMEHHbIX
HopM, nabopaTtopusi 4OIDKHA NPUHSATL KOppeKTUpytowme Mepbl. MaTepuans ons
KOHTPOMSi KayecTBa [OJDKHbI UCMOMNb30BaTbCA B COOTBETCTBUM C MECTHbIMU
NOJIOXEHNAMMW.

YTUNU3ALUUA OTXOO0B

YTunusaumsi OTXOAOB [OJDKHA MPOBOAMTCA B COOTBETCTBUM C  MECTHbIMMU,
rocyfapcTBeHHbIMU  TpeboBaHusMU " TpeboBaHuAMKU e epanbHbIX
Moc TaHOBE HUN.

TEXHUYECKHUE XAPAKTEPUCT UKW, nonyyeHHble npu 37°C

- AHanMTM4YecKnin gnanasoH

JInHeHOCTbL MeToAa COXpaHsieTCs B Npedenax MHTepBana KoHUeHTpauui ot 5
0o 200 mr/an (ot 0,05 po 2,00 r/n). Anana3oH NMHEHOCTN 3aBUCUT OT
KOHLIEHTpaL UM “crnonb3yemoro kanubpartopa.

- 3dpheKT BbICOKMX KOHLEHTpaLui
He o6HapyxeHo owmnbok aHanu3a B CreacTsre Xyk apdekTa npu KoHUeHTpauum
[0 600 mr/mn (6,00 r/n).

-To4yHOCTb n3mepeHus
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BHyTpucepuiiHas n CpepHee 3HaveHue CV (%) JINTEPATYPA
BOCNPOU3BOANMOCTb mr/gn rin 1. Johnson, A.M. et al., Proteins, Tietz Fundamentals of Clinical Chemistry, 5th
Huakuit ypoBeHb 19 28 0,28 32 Ed., Burtis, C.A. & Ashwood, E.R. (W.B. Saunders eds. Philadelphia USA),
CDoAHIA ypoBeHs 20 071 1.1 (220010)' 3'25W Y. et al., Pl Proteins: Clinical Utility and Interpretati
> . raig, W.Y. et al., Plasma Proteins: Clinica ility and Interpretation,
Bbicokuit yposeHs 20 | 150 1,50 25 Foundation for Blood Research, (2001), 138.
MexcepuiHas n CpeaHee 3HaueHue CV (%) 3. Tietz, N.W., Clinical guide to laboratory tests, 3rd Ed., (W.B. Saunders eds.
BOCAPOAIBOANMOCTE urian | rin Zh”agelt")hllfa U?AI)’ gggi)b:'78éh Clin Bioch (1996), 34, 517
c " 27 78 078 26 . ati, F., etal., Eur. in Chem Clin Biochem, ,34, .
PeAHW YPOBGHE Lo, : 5. Vassault, A, etal., Ann. Biol. Clin., (1986), 44, 686.
- Koppensuus 6. VassaultA., et al., Ann. Biol. Clin., (1999), 57, 685.

Mpwu cpaBHeHUK peareHTa Ans onpegeneHus opcomykoiaa / OROSOMUCOID IP
npounssoacTea Elitech n gpyroro kommepuyecku OCTYNHOro peareHTa

(Hedbenome TpuyeckMM MeToAOM) Ha obpasuax YeroBe4ecKkol CbIBOPOTKN Bbinu
nosly4yeHbl creayrolme pesynbTaThl:

KoadhhuumeHT koppe nauum: r = 0,9958

JlnHeiiHas perpeccus: y = 0,8582 x + 9 mr/an (0,09 r/n)

- OrpaHuyeHus/B3auMogeNcTBUE C APYTMMU Bellec TBaMu

- He crnepyet BbifaBaTh pesyrbTaTbl, €CNM HapyLUeHbl AOMNYCTUMbIE Npeaenb

MCMOMb30BaHNUS.

CornacHo pekomeHpauusim SFBC 6binv npoBefeHbl UCCRefoBaHWA C LEnNblo

BbISIBIIEHUS BIIUSIHWSI HEKOTOPbIX BELLECTB Ha pe3ysbTaTbl U3MEPEHUS:

BunupybuH: HeT 3Ha4YUTENbHOrO BNMSIHUSE B KOHUEHTpauumsix Ao 20 mr/on (342,1

MKMOIb/1).

CemornobuH: HeT 3Ha4YUTENbHOrO BNWSIHUA B KOHUEHTpauuax go 1000 mr/an (10

r/n)

Tpurnuuepuabl: HET 3HAYUTENBHOMO BNUSIHUS B KOHUEHTpauuax go 2500 mr/an

(28,25 mmonb/n).

[enapuH: He oKa3biBaeT 3HAYUTENbHOIO BIMSIHUS B KOHLEHTpauusax ao 50 mr/an.
UTpaT HaTpusi: He HabnojaeTca 3HAYUTENBHOW UHTEpdepeHuun npu

KOHUeHTpaumsax go 1000 mr/an.

- B peakux criyyasix MOHOKNOHanbHbIe ramManatuy (MHOXeCTBeHHasi Mvenoma)

B ocobeHHocTn IgM-Tuna (makpornobynuHemuss BanbgeHctpéma) moryT

NPUBOAUTL K HeAOCTOBEPHbIM peayrnbTaTtam(’).

- MHoxecTBO pApyrvx BeLlECTB W FieKapCTB MOXEeT OKasblBaTb BRMsHME.

HekoTopble 13 HUX MepeymncreHbl B 063ope, onybnmkosaHHoM Young®9),

- Pe3ynbTaTbl JaHHOrO aHanusa crefyeT UHTEpPNpeTMpoBaTh TONMbKO C y4YEeTOM

OpYrMx pesyrbTaToB [AMarHOCTUYECKMX TECTOB, Pe3ynbTaToB KIUHUYECKUX

uccnenoBaHuiA U UcTopun 6one3Hu naumeHTa.

7. Berth, M. & Delanghe, J. Protein precipitation as a possible important pitfall
in the clinical chemistry analysis of blood samples containing monoclonal
immunoglobulins: 2 case reports and a review of literature, Acta Clin Belg.,
(2004), 59, 263.

8. Young, D.S., Effects of preanalytical variables on clinical laboratory tests,
2ndEd., AACC Press, (1997).

9. Young, D.S., Effects of drugs on clinical laboratory tests, 4thEd.,
AACC Press, (1995).
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CUMBOIbl HA 3TUKETKE

MepguuunHckoe nsgenve onsa AnarHocTukK in vitro

CrnepyviTe MHCTPYKLMM MO UCTOJIb30BAHMIO

TemnepaTypHbI pexum

L JloT (napTns) npoaykumnm

Mcnonb3oBaTb A0 yKazaHHOW AaTbl
(nocnepHero AHs yka3aHHOro mecsua)

e
e
REF

KaTanoxHbln Homep

CONT Copepxumoe / coctas

PeareHT 1

PeareHT 2

EBponeiickoro Cotosa

( ‘ CooTBeTCcTBME CTaHapTam Ka4yecTBa U 6esonacHocTH

F": UIBMEHEHNS B HOBOW BEPCUN NHCTPYKLUN.

[OononHuTenbHble AaHHble No Tpe6oBaHuam FOCT P 51088-2013

MEPbI MPEAOCTOPOXHOCTHU

MoTeHuManbHbIN puck NpuMeHeHuss Habopa — knacc 2a (Mpwvkaz MuHsgpaBa PO
o1 06.06.2012 Ne 4H).

Bce KOMNOHEHTLI cCogepKaTt KOHCEPBAHT — a3unz HaTpus.

Mpun paboTte c Habopom crieayeT cobriogaTb OCTOPOXHOCTb U He AomnyckaTb
nonagaHWs Ha KOXy W CNW3WUCTble; MPU MONafaHUM HeMmearieHHO MPOMbITh
nopaxeHHoe MecTo OGonblUMM  KONMMYECTBOM  MPOTOMHOM  BoAbl. [lpu
npornaTtbiBaHUM Noboro 13 KOMNOHEHTOB crieayeT BuiNUTL 0,5 N Tennon Boabl 1
BbI3BaTb PBOTY.

Mpn HeobxoAMMOCTM UMM MPU  MOSIBMEHUM  MPU3HAKOB  HEAOMOraHust
NPOKOHCYMbTUpYyWTECb B  PIY «Hay4yHO-NpakTUYEeCKWid  TOKCUKOIIOT U4eCKMiA
ueHTp» PMBA nnu gpyrux npoduneHbix AMY.

Mepbl NpegocTopoXHOCTM — cobrniogeHue “lMNpaBun  yCTPOWCTBA, TEXHWUKU
6e3onacHOCT,  MPOM3BOACTBEHHOW  CaHUTapuu,  MPOTUBO3MUAEMMNYECKOrO
pexvma v NMMYHON rurneHsl Npu paboTte B nabopaTopusix (0TAeNeHusX, oTaenax)
CaHUTapHO-3MNAEMUOSIONMYECKNX  YYpeXOeHun  cucTembl  MunucTepcTsa
3gpaBooxpaHeHus” (Mocksa, 1981 r.).

Mpn pabote c Habopom u OGuomartepuanom creayetT WCNonb3oBaTb
O[IHOpa30Bble PE3NHOBbIE WM NNacTUKOBbIE MepyaTku, T.K. obpasubl KpPOoBMW
yeroeeka criegyeT paccMmatpuBaTb Kak MOTeHUManbHO MHMUUMPOBaHHbIe,
crnocobHble AnuTenbHoe Bpems COXpaHaTb W nepepgasaTb BUY, Bupyc renatnta
unu no6or apyron Bo3dyanTenb BUPYCHOWM UHMDE KLMK.

Apmukyn:

opcomykonaa / IORO-0400

R1 2x25

Cocmae Habopa:

mn

R2 1x5

M

C€
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