MEDICA ce

REF 10228-4 4 x9 Mmn/9 mn

PEAIFEHT PEAKTUBHOI'O C-IMPOTENHA (CRP)
Kaxxgbli KOHTENHEP COAEPXKUT nonesHbin 06bem 3 9 mn peareHta R1 u 9 mn peareHta R2.

HA3HAYEHUE

PeareHt CRP Medica npegHa3Ha4eH Anst KonM4ecTBEHHOTO onpeaeneHns peaktnsHoro C-npoteunHa (CRP)

in vitro B YenoBeYecKon CbIBOPOTKE UMK Mniasme C MOMOLLbIO KMMHUYECKOro BMoxmmMmuyeckoro aHanmusaropa
EasyRA®. MamepeHne ypoBHs peakTmBHOro C-npoTenmHa noMoraeT OLEHUTb YPOBEHb NOBPEXAEHUA TKaHeW Tena.
Tonbko AN AMarHOCTUYECKOro NpUMeHeHus in vitro. Tonbko Ans npodeccnoHansHOro NPUMeHeEHNs.

KPATKOE COOEPXAHME U OBOCHOBAHUE 23

PeakTnBHbI C-NpOTENH NPUCYTCTBYET B ChIBOPOTKE UMK Nna3me fogeri B HOpMarnbHOM COCTOSHUM B KONMYECTBE
0—>5 wmr/n. Ero noBbilWeHHbIN YPOBEHbL CBA3aH C OTBETOM OCTPOW dhasbl, U 9TV M3MEPEHUS MOryT ObITb NONEe3Hbl ANs
BbISIBNEHUS UH(EKLNW, NOBPEXOEHUS TKaHel, BocnanuTenbHbIX 3abonesaHnini n conyTCcTBYyOWMX 3aboneBaHuii.

YBenuyeHue 3HaveHun CRP aBnseTca HecneunduydHbIM, 1 €ro He creayeT MHTepnpeTMpoBaTth 6€3 NONMHON OLEHKN
ncropun 6onesHn naumeHTa. Ha yposeHb CRP B npefgenax HoOpMarnbHOro ananasoHa MOryT NoBUSATb HECKOMbKO
pa3nuyHblX pakTopoB, ero Heo6XoAMMO BCeraa CpaBHUBATL C MPEAbIAYLLMMI 3HAYEHNSMN.

NPUHUMN NPOLUEQYPbI

CRP — 370 TypObuaMmeTpryeckuii UMMyHoaHanus ¢ nocrnegoBaTernbHbIM UCNOMb30BaHNEM ABYX peareHToB.
Ob6paseL CbIBOPOTKM UKW Mniasmbl cCHavana BCTynaeT B peakumio ¢ 6ycdepom (R1), cogepxallmm CbIBOPOTOYHbIN
anbbyMVH KPYNHOrO poraToro CKoTa, a 3aTeM C MOMOLLbIO NTaTEKCHBIX YacTuL, MokpbiBaeTca aHTuTenamm k CRP (R2).
dopmunpoBaHne KOMMNeKca aHTUTEN-aHTUIEHOB BO BPEMS peakLmn NPUBOAUT K yBEMNYEHUIO CTEMNEHN NMOMYTHEHUS,
KOTopas n3mepseTcs kak KOnm4ecTBo cBeTa, nornoweHHoro npu 600 HM. YBenuyeHne koadduumeHTa nornoweHns
NponopLMOHanbHO kKoHUeHTpaumm CRP B obpasue cbiBOPOTKM unu nnasmel. [lyTem nocTpoeHus ctaHgapTHON
KpUBOM KO3(HULIMEHTOB NOIMNOLLEHNSA CTaHAaPTOB MOXHO onpeaennTb kKoHueHTpaumio CRP B obpasue ¢ nomoLsto
npoueaypbl nogbopa cnnaHoBOW KPMBOM.

COCTAB PEATEHTOB

Pearent CRP (R1):

MMuunHOBBIN BydepHbIN peareHT, 170 mM
Xnopwa HaTpwus, 100 »M
Ournppat asyHatpueoli conu A TK HaTpus, 50 vM
CbIBOPOTOYHbIN anbbyMuH KpynHOro poraToro ckota 1%

A3ng HaTpus <0,1%

PeareHT CRP (R2):
JlaTekcHble YacTmupl, NOKPbITbIE peakTuBHbIM C-npoTenHoMm — aHTuTenom kK CRP
Asung HaTpus <0,1%

MEPbLI NPEAQOCTOPOXHOCTHU

1. Tpwu paboTe c nobbIMK nabopaTopHbIMKU peareHTamMmn A0MKHbI cobnoaaTbCca cTaHaapTbl 6e30nacHOCTV Hagnexailen
nabopaTtopHon npakTuku. (CLSI, GP17-A2).

2. 3JTOT MaTepuan CoOepXuUT a3ng HaTpusi B Ka4eCcTBe KOHCepBaHTa. VM3berante npornartbiBaHUs, KOHTaKTa C KOXen
Unn cnNU3ncTbiMmn obonodkamu. B cnyvae nonagaHus Ha koXXy 0GUINbHO NPOMOWTE MOBPEXAEHHbIV y4acTok Bogown. [Npu
nonagaHuv B rnasa unu npornaTelBaHMn HemeaneHHo obpaTuTech 3a MeaMUMHCKOW nomoLlbio. Cm. «Cneuudunkaumio
no 6e3onacHocTv Ans Nony4yeHusi HpopmMaLmMmn 0 pucke, NOTeHLUManbHOM onacHoOCTM 1 6esonacHocTU.

3. Kak v npu nobon gmarHoctnyeckon npoueaype, pesynbTaTtbl JOMMKHbI MHTEPNPETMPOBATLCS TONBKO B COBOKYMHOCTM
C pesynbTaTamMu BCcex oCTarbHbIX aHann3oB 1 KNMHUYeckoro obcnegoBaHns naumeHTa.

4. He ncnonbayiite BbIMbITblE MPOGUPKM MOBTOPHO.
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MHCTPYKLUU NO OBPALLEHNIO, XPAHEHUIO U OBECINEYEHUIO CTABUITIbHOCTU PEATEHTOB

[aHHbIi Habop peareHTOB NOCTaBNSIETCS B FOTOBOM K MCMOMNb30BaHWIO Bae. 3aKkpbITbill peareHT cTabuneH 4o cpoka
rOAHOCTW, YKa3aHHOIo Ha 3TUKETKe, Npu XpaHeHun npu Temnepatype 2—8° C. Nepen ycTaHOBKOM B aHanM3aTop peareHTbl
HY>XKHO TLLATENBLHO NepemMeLlaThb, a Mocne YCTaHOBKN HYXHO BbbkaaTb NpnbnuantensHo 30 MUHYT A0 BbINOMHEHWS
nccnenoBaHvn ans ctabunusaummn Temnepatypbl. He ncnonesynte peareHt R1, ecnv OH 3aMyTHEH M HENPO3PaYyeH.

CBOP, XPAHEHUE U CTABUIIbHOCTb* OEPA3LIOB

O6paseL AomkeH NpeacTaBnATb CO60M CBEXYO NPoby CbIBOPOTKM UNM NNasMbl, U A0 NPOBEAEHWSA aHanMsa ero
HeobXoaAMMO XpaHUTb B oxnaxaeHHoMm coctosHun (2—8° C). flonyckaeTcsa xpaHeHne obpa3suos cpokom Ao 1 Hegenu
npu Temnepatype 2—8° C. Ecnun nepep TectmpoBaHmeM o06pasubl He06X0ANMO XPaHUTb Nepea TeCTUpPOBaHNEM
ponblie 1 Hegenu, UX MOXHO 3aMopo3nuTb Npu TemnepaType < -20° C Ha cpok Ao 6 mecaueB. O6pasLbl MOXHO
3amopaxunsaTtb TONbKO oAuH pa3. MNoapobHble MHCTPYKLUMK No cbopy, obpalleHnto n xpaHeHnio obpasLios
npueeaeHbl B CLSI H18-A.

NPOLIEAYPA

MNpepocTtaBnsiemble maTepuanbi:
KoHTerniHep ans peareHta CRP Medica, REF 10228-4

Heo6xoanmblie gononHUTenbHbIE MaTepuansbl

Habop kanubpatopos ans CRP Medica EasyCal: KaT. Ne 10659

KoHTponb kavectBa ans CRP Medica EasyQC®, yposeHb 1: Kat. Ne 10797
KoHTponb kavectBa ans CRP Medica EasyQC, ypoBeHb 2: KaT. Ne 10798
KoHTponb kavectBa ans CRP Medica EasyQC, ypoBeHb 3: KaT. Ne 10799
Habop KOHTPOmbHbIX pacTBOPOB ANs TecTa Ha TovyHocTb Medica, kaTt. Ne 10764
KonTeriHep Medica Cleaner — Chemistry & ISE, REF 10660 unu

Habop ans npombiBkm npo6o3abopHuka Medica — Chemistry, kat. Ne 10661

MHCTpYyKUUM NO NPpUMEHEHNI0

[aHHbIn Habop peareHTOB NOCTaBNAETCHA B FOTOBOM K MCMOMNb30BaHUIO BUAE. YaanuTe Konnaykm n nomectute
peakTuB B OTAEeNeHne Ansa peakTmeos buoxummnyeckoro aHannsatopa Medica EasyRA, pacnonoxeHHoe B 30He
peakTnBoB. [pn ncnonb3oBaHun Takum obpas3om peareHT cTabuneH BHyTpU OXNaXAeHHOW KaMepbl aHanusaTopa
EasyRA B TeyeHue cpoka, 3anporpaMMUMpOBaHHOIo Ha yune pagmoyactoTHon ngeHtudgmkauumn (RFID)

Ha KOHTenHepe peareHTa (MakcuMmym 61 gHen).

MpumeyaHue. NpoBepbTE BHYTPEHHIOK NMOBEPXHOCTL FOPJIOBMHBI KOHTEHEPA Ha Hanu4me neHbl nocne
yAaneHus KpbILKU U NOMELLIEHNS KOHTENHepa B aHanu3aTtop. B crnyyae Hanuums neHbl yaanute ee TamMnoHOM
UnNy1 ogHOPa30BOWM NMUMNETKON A0 NPOBeAEHMS uccreaoBaHus. Vicnonb3ynTe oTAenbHbIE YUCTbIE TAaMMOHbI UM
oaHopasoBble nuneTkn ana R1 n R2.

KanubpoBka

[na kanmbpoBku meToaa pekomeHayeTcsi kanubpaTtop Medica EasyCal CRP (REF 10659). KoHueHTpauns CRP

B HE3HAKOMbIX 06pa3uax paccunTbiBaeTCs Mo KannmbpoBOYHOW KPMBOM C MOMOLLBIO COOTBETCTBYIOLLEN MaTeMaTNYeCKon
mozenu, Hanpumep cnnaviHoB. KanmbpoBoyHas kpyBas nony4aeTcsi C NOMOLLbIo 6 kannbpatopos (M3 Habopa
kanmbpaTopoB) Ha pa3nuyHbIX ypoBHAX. COOTBETCTBYOLME 3HaYEHNS KanmbpaTopoB yKa3biBAOTCH Ha NMUCTKE-
Bknagblwe Habopa kannbpatopos EasyCal CRP. Bpemsa ctabnnbHOCTY MHOTOTOYEYHON KannbpoBku (MakCumym

61 gHen) 3anporpammumpoBaHo Ha yune RFID Ha dpnakoHe peareHToB. Bo Bcex cnyyasix uaMeHeHns Homepa naptum
peareHTOB WY HanWM4MsA CABUIOB B 3HAYEHUSAX KOHTPONS KayecTBa TpebyeTcs NoBTOpHas kannbposka.

KoHTponb kavecTBa

Wcnone3ayiite matepnan ans koHtpons kadectea CRP EasyQC yposHsi 1(REF 10797), yposHsa 2 (REF 10798)

n ypoBHs 3 (REF 10799).

PekomeHayeTcs NpoBOAWTL TPY YPOBHS KOHTPOMSA aHannsa Ha OCHOBE YerloBEeYECKOWN CbIBOPOTKM eXeAHEBHO,
He3aBMCUMO OT BpeMeHu 3abopa 06pa3LoB, a Takke Npu KaXaon cMeHe napTum peareHToB. Ecnu npu aHanuse
KOHTPONbHOro Matepuana nonyyeHbl pe3ynbTaTbl BHE AOMYCTMMOrO AManasoHa 3Ha4eHun, TO 9TO MOXET yKa3blBaTb
Ha HapyLUueHVe CBOWCTB peareHTa, HapyLueHue paboTbl 060pyA0BaHMSA UK OLIMGKM BbINOMHEHWS NpoLeaypbl.
BeinonHeHne aHanusa cnegyet NoBTopuTb, ob6ecneuns cTporoe cobniogeHne Bcex UHCTPYKLMIA N0 NOArOTOBKe

1 n3mepeHuto. Kpome Toro, npu MCnonb3oBaHWM KOHTPOSbHBIX MaTepuanos nabopatopus formkHa cobnioaaTe
MeCTHble, pervoHasbHble ¥ rocyapCTBEHHbIE HOPMATUBbI MO KOHTPOJIO KavecTsa.

PesynbTaThl

Mocne 3aBepweHns aHanu3a aHanusatop EasyRA paccuutaet koHueHTpaumio CRP ans kaxaon npobbl. KoHueHTpaums
paccUYnTbIBAETCS MO MHOTOTOYEYHOM KanmbpoBOYHOW KPMBOW C MOMOLLIbIO COOTBETCTBYHOLLIEN MaTeEMaTUYECKON Moaenu,
Hanpumep crnnamHoB.
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Oxunpaemble 3Ha4YeHUnA

Kaxxgon nabopaTtopmm HEOBXOAMMO YCTaHOBUTL COBCTBEHHbIN AMana3oH OXuaaemblX 3Ha4YEHU C NCMONb30BaHUEM
aTOoro Habopa u3-3a CyLLEeCTBYHOLUNX pas3nuunii mexay npubopamu, nabopatopusmm u 0COGEHHOCTAMU HAaCeNeHUs.
Mony4yeHHoe 3HauyeHne CRP coctaBnget 0,5—160 mr/n, a koHueHTpaumsa CRP B cpegHeM obpasue oT 300poBOro
yeroseka [JoMKHa cocTasnsTh < 5 mr/n.®

PeructpupyemMbii anana3oH M orpaHu4YeHus npoueaypbl (Hanpumep, ecnu o6pasew, BbIXOAUT 3a Npeaensbl
Anana3oHa meTopa)

AnanmnsaTop EasyRA oTmeyaeTt Bce pesynbTathl Boiwe 160 mr/n CRP kak «LH» (nnHelHbIn Bbicokuit). O6pasLsl co
3HaveHusaMM Bobiwe 160 Mr/n HeobxoauMo nNpoaHanuanposaTb NOBTOPHO. Ecnn onepatop BbiIGupaeT 3Ha4vok «Re-runy,
o6paseL; MOXXHO MOBTOPHO aHanM3nMpoBaTb, UCMONb3ys ofHy TpeTb (1/3) ero obbema. Pe3ynbTaTtbl NOBTOPHOrO aHanvsa
paccuMTbIBalOTCS Af1s1 OTOOpaXeHUsi aHanm3a MeHblUero oobema npobbl. ATo No3BonseT ahheKTUBHO pacLLnpUTb
perucTpupyembin ananasoH aHanmda CRP po 480 mr/n. O6pasupl co 3HavyeHnem CRP Huxe 0,5 mr/n 6yayT oTMeyeHb!
Kak «LL» (MMHenHbIN HU3KWUI), ANS HUX B pe3ynbTaTax aHanuaa cregyeT ykasbiBaTb 3HadeHue <0,5 mr/m.

PaGoune xapaKTepucTUKn

Pernctpupyembin ananasoH
Peructpupyembin ananasoH coctasnsieT ot 0,5 go 160 mr/n. PactaHy eI guana3oH coctaensaet 0,5—480 mr/n,
ecnuv ucnonb3yeTtcs TpeTb 06bema obpasua (pacTsop 1:2).

MorpewHocTb/koppensiuus (CLSI, EP9-A2)

B crnegytoluelt Tabnuue npvBeaeHbl AaHHbIE aHanm3a CbIBOPOTKM, MOMyYeHHble Npu cpaBHeHUn peareHTa Medica ans
CRP (Y) B aHanu3aTtope EasyRA c xapakrepucTtukamm ogobpenHoro FDA peareHta CRP (X) B aHanmsatope Hitachi®
911*. NpuBeAeHHbIE HXKE 3HAYEHWS MOMyYeHbl B pe3yrnbTaTe OQHOKPaTHLIX M3MepeHuin B aHanmsatope EasyRA

B CPaBHEHUM CO CPEAHMM M3 OBYX NOBTOPHbIX 3HAYEHWUI AN CbIBOPOTKM, MOMyYeHHbIX B aHanm3atope Hitachi 911.

CbiBOpoOTKa: Konuuyectso obpasuos 67 Pa3max Bblibopku 0,90—153,2 mr/n
YrnoBon KoagdUUNeHT 1,0001 OTpe3ok, oTcekaembit Ha ocny -0,0175
KoadpbmumeHT koppensaummn  0,9988 YpaBHeHue perpeccum Y =1,0001x - 0,0175

*Hitachi ssenssiemcs 3apeaucmpuposaHHbIM mosapHbIM 3Hakom Kabushiki Kaisha Hitachi Seisakusho DBA Hitach,
Ltd. CORPORATION JAPAN 6-6, Marunouchi 1-chome, Chiyoda-ku Tokyo JAPAN 100-8220.

B cnepytowwen Tabnuue npyvBeaeHbl AaHHbIE, MOSyYEHHbIE MPU CPABHEHWUWU COMOCTaBMEHHbIX 0OPa3LOB CbIBOPOTKM
(X) n nnasmbl ¢ 06paboTko nuTun-renapuHom (Y) ¢ nomolubio peareHta Medica ana CRP Ha aHanu3aTtope EasyRA.
B Tabnuue HWxe NpuBeaeHsbl CpeaHUe 3Ha4YeHUs1, NonyyeHHble ¢ noMoLlbio EasyRA.

[Mnasma: KonuyecTtso o6pasuoB 51 Pa3max BblIGopku 0,51—151 mr/n
Yrnoson koacppuumneHT 1,0021 OTtpesok, oTcekaembli Ha ocny -0,0067
KoadhdomumeHT koppenauumn 0,999 YpaBHeHue perpeccum Y =1,0021x - 0,0067

MorpewHocTb (CLSI, EP5-A2)

lMoBTOpHbLIE U3MEPEHUS BCEX YPOBHEW MaTepuanos KoHTpons kavectsa (QC) npoBogunuce ABaxabl B A€Hb

B TedeHue 20 gHen. Ha ocHOBaHMM 3TUX AaHHbIX ObINn paccumTaHbl Kak obLiee OTKITOHEHMe, TakK U OTKIIOHEHUE
BHYTPMW CEPUN N3MEPEHNN.

MorpewHOCTb BHYTPY pAga U3MepeHun:
YpoBeHb KOHTponA CtaHpapTHoe oTknoHeHue BHYTpu KoadcbuumeHT Bapmaumm BHyTpU cepumn

KauectBa (mr/n) cepuu nsmepeHui (mr/n) namepenun (%)
2,7 0,06 2,33
22,8 0,34 1,50
135,0 1,82 1,35

O6Lasn NorpewHoCTb:
YpoBeHb KOHTpoOns CtaHpapTHoe oTKNnoHeHue obuwien KoaddmumeHT Bapnaumm obuuen

KayectBa (mr/n) norpewHocTu (Mr/n) norpewHocTu (%)
2,7 0,09 3,32
22,8 0,65 2,85
135,0 3,29 2,44

NuHenHocTb (CLSI, EP6-A)
JInHenHas koppensaumsa B gnanasoHe 0,5—160 mr/n ana CRP onuckiBaeTcs ypaBHEHUEM NMHENHON perpeccumn Bmuaa:
y = 1,0086x + 0,0526

paHuua nyctoro obpasua (LOB): 0,04 mr/n (CLSI, EP17-A)
Mpenen obHapyxeHusi (LOD): 0,16 mr/n (CLSI, EP17-A)
Mpenen konuyecTBeHHoro onpeaenenns (LOQ): 0,5 mr/n (CLSI, EP17-A)
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BeuwecTBa, BNusowme Ha pe3ynbTaTtbl uccrnegosaHusi (CLSI, EP7-A)

M3meHeHve 3HaveHns meHee YeM Ha 10% knaccudmumpoBanoch Kak «0TCYTCTBUE 3HAYMMOW MHTepdepeHLumn».

OueHvBanoch BNusiHWe crneyoLimx BEeLWeCTB:

Bbino BbISBNEHO OTCYTCTBME 3HAYMMOWN MHTEpPEpEHLMN AN 3HaYeHun remornobunHa go 1000 mr/an.
OTtcyTCcTBUE 3HAUMMON MHTepdepeHLMmn Bbino HaraeHo Ans 3HavyeHun GunmpybuHa ao 30 mr/an.

Bbino BbISIBNEHO OTCYTCTBUE 3HAYMMON MHTepdEPEHLMM ANS 3HAYEHWI KOHBIOTMPOBaHHOTO GUnnpyGuHa go 27 Mr/asn.

BbINo BLISBMEHO OTCYTCTBUE 3HAYMMOW MHTEPdEPEHLMU AN 3HaYeHUA Tpurnuuepuaos oo 1750 mr/an

(c ncnonb3oeanvem Intralipid*).

BbINo BbISBMEHO OTCYTCTBUE 3HAYNMOW MHTEPdEPEHLIMU AN 3HAYEHUA ackopbuHoBoW kucnoTel Ao 500 mr/an.

BbINo BbISBMNEHO OTCYTCTBUE 3HAYNMOWN MHTEPdEPEHUMN ANA 3HaYeHU peBMmaTouaHoro dakropa go 1024 ME/mn.

OdbdhekT Npo3oHbI He Habntoaancs Npu koHueHTpaumm CRP go 2800 mr/n.

*Mnmpanunud siensemcs 3apeaucmpuposaHHol mopeosol mapkol Pharmacia AB, Clayton, NC.
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MapameTpbl aHanusa EasyRA (CRP)

OcHoBHas AnvHa BOIMHbI (HM)

BTopuyHas anvHa BonHbl (HM)

Tun peakummn

HanpaeneHve peakumn

MMycTon peareHT

MycTon o6paseL

Bpewms peakunn

Mepunoan4HOCTL kKanMBbpoBOK (MakcMarbHas)
ABTOHOMHas CTabUNbHOCTb peareHTa

CbiBopoTKa/nnasma

O6bem nNpobbl (MKI)

O6bem pactBoputens 1 (Mkn)
O6bem pactBoputens 2 (Mkn)
O6bem peareHta R1 (mkn)

O6bem peareHTa R2 (mkr)
JecsatnyHble 3Haku (MO ymonyaHuio)
EAnHMUBI (3HAYEHUsI MO YyMOM4YaHMio)
EavHuuel (S1)

dakTop pasBedeHus

JlnHenHocTb

600

Ocobasi KoHeYHas Tovka (MMMyHoaHanus)
YBenuueHue

Het

Het

10 MuH

61 neHb

61 neHb

3,0

20

20

90

90

1

Mmr/n

mr/gn

1:2 (1/3 obpasua, ucnonb3yemoro Ansi paclumpeHms
AvanasoHa u3aMepeHust)
0,5—160 mr/n
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