MEDICA e

REF 10216-4 4 x 37 mn

TPUTMULUEPUObI (TRIG)
Kaxabli KOHTENHep CoaepXXMT NonesHbln 06bem n3 37 Mn peareHTa.

HA3HAYEHUE

PeareHT TRIG EasyRA npegHasHadeH Ans KOnmM4eCcTBEHHOro onpeaeneHns TpurnuuepuaoB B YENOBEYECKOM CbIBOPOTKE U nrasme (C
NMTUEM-renaprvHOM B Ka4eCTBe aHTMKoarynsiHTa) ¢ noMoLLbio bruoxmmumnyeckoro aHanusatopa «MEDICA EasyRA® Clinical Chemistry
Analyzer». [NokasaTtenu cogepxaHus TpUrnULepuaoB UCNOMb3YITCA Ans AMarHOCTUPOBaHNSA Y NeYeHUs NauneHToB C CaxapHbIM
AnabeTom, Hedpo30M, 3aKyNOpKOW NPOTOKOB NEYEHN U APYrMU 3ab0neBaHUAMIY, BKMIOYAOLWMMK HapyLleHs MeTabonmama nunuaos
UNM pasnuyHble S3HOOKPUHHBIE HapyLLeHUs. TonbKo Ans ANMarHOCTUYECKOro NPUMEHeHWs in vitro. Tonbko Ansa npoeccMoHansHOro
NpUMEHeHns.

KPATKOE COOAEP>XAHUE U OBOCHOBAHUE"?

Tpurnuuepunabl coctaBnsoT A0 95% XKMPOBOro Aeno B TKAaHAX B opraHuame. Tpurnmuepuabl CUHTE3MPYIOTCH Kak B KULLEYHUKE U3
XWPOB, NOCTYNAIOLLMX C NULLEN, Tak U B NEYEHN N3 YINEBOAOB, NOCTyNaoLWwux ¢ nuLLen. NoBbileHHasa KOHLEeHTpaumsa TpUrmuuepnaos B
CbIBOPOTKE CBSI3aHa C apTEPUOCKIIEPO30OM U MOXET ObITb MoKasaTenem pasnuyHblX HapyLLeHWUn 0bMeHa XNPOB, Taknx Kak
runepnunonpoTenHeMus, oecmLmUT NMNasHOM akTUBHOCTK, a Takke AnMabeT, 3aboneBaHusi NOYeK 1 SHOOKPUHHOW CUCTEMBI.

NPUHLUMN NPOLEQYPLI
MeToa aHanuaa OLUeHKU TPUrMMLEEPUAOB OCYLLECTBIAETCA NOCPEACTBOM HECKONBbKMX MOCneAoBaTeNbHbIX (hePMEHTATUBHLIX peakLui,
kak onucaHo Fossati et. al., n BkloyaeT mexaHuam peakuum no tuny Trinder*®,

Jlvnasa
Tpurnuuepugbl + H2O —————— Mnuuepon + >KupHble KUCnoThbl

muuepon
Kunasza, Mg++
Muuepon + ATO —— —— Muuepon-1-cocdpat + AP

GPO
Mmuuepon-1-gocdat + Oz + 2H,0 —

— aurmapokcuauleToH gpocgart + H20:

XpeHa
Mepokcupasa
H202 + 4-aMMHOaHTUNWUPWH + N-XNopdeHoN ————— KpacuTenb XMHOHUMUH (KpacHbIi)

MHTEHCUBHOCTb KpacHOro LBeTa B 0611acTi MakcmaribHOM ONTUYECKoM NNoTHOCTM 520 HM NponopLuoHanbHa KOHLEHTPauum
TpUrnuuepraos B obpasue.

PEATEHT

Bydep, cogepxawmi

Mg++ 0,5 mmonb/n
n-xrnopdeHon 3,0 mmonb/n
ATD 2,6 Mmonb/n
4-aMWUHOAHTUMMUPUH 0,4 mmonb/n
JIvnonpoteuHnunasa (Pseudomon. sp) > 1000 EO/N
muueponknHasa (Cellulomon. sp) > 400 Ep/n
G-3-P okcnpasa (Pediococcus sp) > 2400 Eg/n
Mepokcuaasa xpeHa > 540 Ep/n

CtabunmsaTopbl U KOHCEPBAHTbI

MEPbI MPEOOCTOPOXHOCTH

1. [Mpwu paboTe ¢ NobbiMM NabopaTopHbLIMU peakTUBaMK AOMKHbI cCOBntoAaTbCsl CTaHAapTbl 6e3onacHOCTM Haanexaluemn
nabopatopHow npakTuku. (CLSI, GP17-A2).

2. PeaktuB conepxuT meHee 0,1% a3nga HaTpus, KOTOPbIN MOXET BCTyNaTb B PEAKLMIO CO CBUHLOBBLIMY U MEOHBIMU y4acTkamu
TpybonpoBoaa c 06pa3oBaHMEM B3pbIBOONACHbLIX a3ugos metannos. O6patutecs k Cneundumkauum no bBesonacHocTy ans
Mony4yeHust HOPMaLMM NO PUCKY, NOTEHLMANBHON ONacHOCTM U Ge30MacHOCTM.

3.  Kak v npu no6oi amarHoctudeckon npouenype, pesynbTaTtbl OMMKHbI MHTEPNPETMPOBaTLCS TOMBKO B COBOKYMHOCTU C
pesynbTaTaMun Bcex OCTarlbHbIX aHaNM30B M KNMHUYeckoro obcrieqoBaHus nawmeHTa.

4. He ncnonb3ayiTe BbIMbITbIE NPOBUPKM.
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MHCTPYKUWM NO OBPALLEHUIKO, XPAHEHUIKO U CTABUITbHOCTU

[laHHbIN peareHT NocTaBMnsieTcs B rOTOBOM K UCMONb30BaHWo Buae. HepacneyaTaHHbIN peareHT cTabuneH [o AaTbl UCTeYEHUs Cpoka
roZHOCTM Ha 3TUKETKe Npu TemnepaType xpaHeHuss 2—8° C. PeareHT cTabuneH BHYTPU OXNaXAeHHOW Kamepbl Ansi peareHToB
GroxuMuyeckoro aHanusaTopa EasyRA B TeueHWe cpoka, 3anporpaMMUpPOBaHHOIO Ha Yune pagnoYacToTHo uaeHTugmkauum (RFID)
Ha KOHTeliHepe peareHTa. Ecnu B aHanmsaTope HeT oxnaxaatoLuen (yHKLUM, peareHTbl HY>KHO CHOBa 3aKpbITb U XpaHUTb MNpwu
TemnepaTtype 2—8° C nocrne npuMeHeHusi. He ncnonb3yinTe peareHT, eCrnv OH 3aMyTHEH UMW HENPO3paYyeH, Unu ecrn B CbIBOPOTKE He
yAanock onpeaenuTb U3BECTHbIE KOHTPOIIbHEIE 3HAYEHWS.

CBOP OBPA3LIOB U XPAHEHUE®

Cnegyet ncnonb3oBaTh NPO3payHyto CbIBOPOTKY uUnv nna3my 6e3 npu3HakoB remonusa. [Ana cbopa nnasmbl MoryT 6biTb
ncnonb3oBaHbl NPOBVPKK ¢ NUTUIA-renapmHoM. LieHTpudyrnpoBaHmne 1 yaaneHue CbiBOPOTKM UKW Miiadmbl MPOBOAUTL Kak MOXHO
6bicTpee nocne cbopa. CnegyeT NCNonb30BaTh CbIBOPOTKY UMM Mia3mMy OT NauMEHTOB, HE MPUHUMAaBLLMX MULLY B TEYEHUE Kak
MUHUMYM 12 Yacos. [pu koMHaTHOM TemnepaTtype cpocchonmnmael MOryT nogBeprateCs rmaponusy ¢ ocBoboxaeHMemM cBOGOAHOro
rmvuepona v Kkak cneacteme, yBenuyeHneM ypoBHs Tpurnuuepuaos B obpasue. CblBOPOTOYHbIE TPUMMMLEPUAbI CTabunbHbI B TEYEHME
10 gHen npu 2—8° C n 3 mecsaua npu -20° C.

MPOLIEAYPA

MpepocraBnsieMmblie maTepuansbl
KoHTeriHep ansa peareHta Medica TRIG, REF 10216

Heob6xoanmble AononHUTenbHbIe MaTepuanbl

Medica EasyCal Chemistry, REF 10651

Medica EasyQC® Chemistry/Electrolytes — YposeHb A, REF 10793
Medica EasyQC Chemistry/Electrolytes — YpoBeHb B, REF 10794
KoHTelrHep kpacuTensa ansa ToyHoro aHanu3a Medica, REF 10764
KoHTeriHep Medica Cleaner — Chemistry & ISE, REF 10660 unu
KoHTeriHep Medica Cleaner — Chemistry, REF 10661

MHCcTpyKUuMn No npuMeHeHuto

,D,aHHbIIZ peareHT NocTtaBnAaAeTCd B rOTOBOM K UCNOJNb30BaHUIO BUAe. Yp,anMTe KOJnavyoK 1 NoMecTuTe peakTnB B oTaeneHune angd
peareHTOB Broxummnyeckoro aHanuaatopa EasyRA, pacnonoxeHHoe B 30He ANns peareHToB. ABTOHOMHas CTabunbHOCTb (MakCumym
30 gHen) 3anporpammupoBaHa B 4vne RFID Ha koHTelHepe peareHTa.

MpumeyaHue: NpoBepbTE BHYTPEHHIO NMOBEPXHOCTb MOPSIOBUHBLI KOHTENHEPA Ha HaNMYMe neHbl Nocne yaaneHnst Kpbiwkm 1
noMeLLeHns KOHTeNHepa B aHanusatop EasyRA. B crniydae Hanuuusi neHbl yaanute ee TaMnoHOM Uiy 0gHOPa3oBOW NUMNETKOW A0
NpoBeaeHUs1 nccrenoBaHus.

KanubpoBka

[na kanubpoBku aHanusa pekomeHayetca Medica EasyCal Chemistry (REF 10651). lnanasoH kannbposku (Makcumym 30 oHen)
3anporpammupoBaH Ha yune RFID Ha koHTenHepe peakTMBoB. Bo Bcex criydasx nsMeHeHus HoMepa napTuv peakTUBOB UMM Hanuyns
CLBWIOB B 3Ha4YEHMUSAX KOHTPONSA KayecTBa TpebyeTcst NoBTOpHas Kannbposka.

KoHTponb KauectBa

PekomeHayeTca npoBegeHne AByX YPOBHEN KOHTPOSS aHanm3a Ha OCHOBE YENOBEYECKOW CbIBOPOTKM (HOPMaribHbIA 1 aHOMaIbHbIN)
eXeJHEeBHO MNpu BbINOMHEHUM aHanu3a obpasLoB, B3STbIX Y NaUMeHTa, U Npu Kaxaol cMeHe Habopa peareHToB. OTCYTCTBUE BEPHOIO
CMeKTpa 3HayYeHu Npy aHanuse KOHTPOSILHOTO MaTepuarna MOXeT yka3blBaTb Ha HapyLLeHne CBOMCTB peareHTa, HapyLueHne paboTbl
obopynoBaHus unu owmbkmn B npoueaype. MNpu ucnons3oBaHnn kannbpaTopos nabopatopusi AofmkHa cobrnogaTte ykasaHus no
KOHTPOJTO Ka4ecTBa MeCTHbIX U pefieparnbHbIX BNacTen, a Takke BnacTen wrara.

Pe3ynbTatbl

Mocne 3aBeplueHnst aHanu3a GUoxMmmnyecknini aHanusaTop EasyRA BbIMUCHSIET KOHLEHTPALMIO TPUITMLEPUAOB U3 OTHOLLEHNS
N3MEHEHWNS1 UICKOMOW OMTUYECKON NNOTHOCTM 06pasLia K UBMEHEHUIO ONTUYECKOW NIIOTHOCTM KanvbpaTopa, YMHOXEHHbIX Ha 3HaYeHne
kannbpaTopa.

AA - AA
Ys20 Y700
TRIG (mr/gn) = X 3HayeHue kanmbpaTopa
DA -DAG
520

700

ae AAu 1 AAc — N3MeHEeHUsI 3HaYEHUIA MOTTIoLLEeHMS HEM3BECTHOTO obpasLia 1 kanmbpaTopa, COOTBETCTBEHHO; U «3Ha4YeHWe
KanmbpaTtopay — KOHLEHTpauusi TpUrnuuepruaos B kanubpaTope (mr/an).

Oxunpgaemble 3HayeHUs’
PedbepeHCHbI cnekTp 3HaYeHUi YpoBHEN TPUMMULLEPMAOB B CbIBOPOTKE, COFAcHO pekoMeHAaumsIM, usnoxeHHslm B 1I1-m Joknage
rPynnbl 3KCNepPTOB MO NeYeHmio B3pocsbix HaumoHanbHol o6pa3oBaTenbHol nporpaMmbl o xonectepuHy (NCEP), cneaytowwmii:
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Tpurnuuepuabl MepBuYHas Lenb Tepanum

< 150 mr/gn Hopma

150—199 mr/gn lMorpaHn4YHO-BbICOKME 3HAYEHUS
200—499 mr/an Bbicokune 3Ha4yeHus

> 500 mr/gn OyeHb BbICOKME 3HAYEHUS

OrpaHunueHnus Mpoueaypbl (Hanpumep, ecnu oGpasew, BLIXOAUT 3a Npeenbl AnanasoHa MeToAa)
W3GeraiiTe NCNONb30BaHNS CUMbHO reMONM3UPOBAHHBLIX 0GPAa3LI0B CbIBOPOTKM UMK NNasmbl.

Broxvmuueckuii aHanm3aTop EasyRA oTmedaeT Bce pesynbTathl cBbiwe 750 Mr/an kak Bblicokas nuHeHocTb (Linearity High «LH»).
Ecnu onepatop BblbupaeT 3Hauvok «Re-runy, obpaseL, MOXXHO MOBTOPHO aHanM3vMpoBaTb, UCMOfMb3ys NonoBuHy (1/2) ero oobema.
Pe3ynbTaTbl NOBTOPHOrO aHanu3a paccuuTbIBalOTCA AN 0TobpaxeHWs aHanu3a MeHbLuero obbema obpasua. [JaHHas npoueaypa
No3BOMseT yBENUUUTL PErMCTPUPYEMbIN AnanasoH aHammsa TRIG go 1500 mr/gn.

PABOYUE XAPAKTEPUCTUKU®

Perncrtpupyembii amanasoH
Peructpupyembii ananasoH coctasnseT 3-750 mr/gn. PactsaHyTeii ananasoH coctasnset 3-1500 mr/gn, ecnu ncnosnb3yercst NofioBMHa
obbema obpasua cbiBopoTkM (pacTteop 1:1).

MorpewHocTb/Koppensauusa (CLSI, EP9-A2)

B cnepytowue Tabnuvue npuBeaeHbl aHHbIE, MONyYeHHbIE Npy cpaBHeHUK peareHTa Medica ansa TRIG (y) B Guoxummnyeckom
aHanu3atope EasyRA ¢ xapakTtepuctukamm cxogHoro peareHta ans TRIG (x) B aHanm3aTtope Roche COBAS MIRA*. NpuBegeHHbIe
HVXe OaHHbIe SBMSI0TCA nokasaTenammn OgHOKpaTHbIX 3MepeHun B Guoxmmuyeckom aHanmaartope EasyRA npotus cpeaHero ot AByx
MOBTOPHbIX 3HAYeHUN, Nony4eHHbIX B aHannsaTope COBAS MIRA.

Konuyectso obpasuos 60 Pa3max BbiGopku: o1 2 o 1150 mr/an
Yrnosown koahpuumeHT 0,9945 OTpesok, oTCekaembli Ha ocu y 8,0119
KoadhdmumeHT koppensaumm 0,9975 YpaBHeHue perpeccuu: Y =0,9945*X + 8,0119

B cneaytowen Tabnuue npvBeAeHbl AaHHbIE, NOMyYeHHbIE MPY CPaBHEHMU NapHbIX 06PasL OB CbIBOPOTKM (X) 1 NnasMbl, obpaboTaHHON
nuTuii-renapuHom (y), ¢ ncnonb3osaHmeM peareHta ans TRIG Medica Reagent B Guoxmmuyeckom aHanusaTtope EasyRA.
MpuBeneHHbIE HUXKE AaHHbIE ABNSAOTCA NOKasaTeNs M1 OQHOKPaTHbIX M3MepeHUii B obpasuax nnasmbl MPOTUB CPEeAHEro OT ABYX
NMOBTOPHbIX 3HAYEHMI B 0Opa3Lax CbIBOPOTKM.

KonuyectBo obpasuos 63 Pa3max BbIGOpKkM oT 8 go 706 mr/gn
Yrnosown KoahpuumeHT 0,9735 OTpesok, oTCekaeMbln Ha ocu'y -1,9025
KoadhdpmumeHT koppensumm 0,9992 YpaBHeHUe perpeccumn Y =0,9735*X — 1,9025

* Cobas Mira ssensemcs 3apeaucmpuposgaHHol mopeosgol mapkoli Roche Diagnostics, INC., Indianapolis, IN.

PacxoxpgeHue pesynbTtatoB (CLSI, EP5-A2)

[MoBTOpPHbIE N3MEPEHUS KaXXAOro U3 Tpex ypoBHel kanmbposodHoro (QC) maTepmana npoBOAUNMCL ABaXadbl B AEHb B TEYEHME
20 gHen. N3 aTux gaHHbIX ONpeaensnnuce TOYHOCTb BHYTPU psga U3MepPeHUn 1 o6LLas TOYHOCTb.

MorpelwHoCcTs BHYTPY psiga N3MepeHuin:

YpoBeHb QC CO BHYTpM psifa U3MepeHumn KB BHyTpM psiga usmepeHum
mr/an mr/an %

252 1,3 0,5

90 0,6 0,6

78 0,7 0,9

Obuwee pacxoxaeHne pe3ynbTaToB!:

YpoBeHb QC CO obLero pacxoxaeHus pe3ynbTaToB: KB obLero pacxoxaeHus pe3ynbTaToB:
mr/an mr/an %

252 2,8 1,1

90 11 1,2

78 1,6 2,0

3 003253-009 R3 05/2020



NuHenHocTb (CLSI, EP6-A)
JInHenHble ot 3,0 go 750 mr/gn, ocHoBbIBasicb Ha NuHerHowm perpeccumn Y = 0,9794*X + 2,0853.

"paHuua nyctoro obpasua (LOB):
Mpenen obHapyxeHus (LOD):

1,653 mr/gn
2,16 mr/gn

(CLSI, EP17-A)
(CLSI, EP17-A)

BewecTBa, co3natowme nHtepdeHumto (CLSI, EP7-A)

MeHee 10% uHTepdepeHUmM KnaccnLMpoBanock Kak «0TCYTCTBUE 3HAYNMOWN MHTepdepeHLnmy .

Habnioganack 3HauMMasi oTpyuatenbHast nHTepdepeHUms Ans 3Ha4YeHU KOHLEeHTpauum remornodbuHa cabiwe 500 mr/gn.
3HaunTenbHas oTpuuaTtenbHas nHTepdepeHLmMs Npy yposHe bunupybuHa Beiwe 5,5 mr/an.

KOHI NPMBOAMT CMUCOK NIeKapCTBEHHbIX CPEACTB M APYMUX BELLECTB, KOTOPbIE CO3Aal0T MOMEXM MPU KIMHUYECKUX NabopaTopHbIX
nccnenosaHnax®1o,
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MapameTpbl aHanusa EasyRA (TRIG)

OcHoBHas AnunHa BOSHbI (HM) 520
BTopuyHas gnvHa BonHbI (HM) 700

Twn peakumu Ocobasi KoHeuHas Touka (3)
HanpaeneHue peakunn YBenunyeHve
MMycTon peareHT Het

Mycton obpasey, Het

Bpewms peakunn 9,6 MWH
MeprogunyHoCTb KanNMBbpoBOK (MakcmanbHasi) 30 gHen
ABTOHOMHasi CTabUNBHOCTL peareHTa 30 gHen
CbiBopoTKa/nnasma

O6bem obpasua (Mkr) 4,0

O6bem pacTtBoputens (Mkr) 20

O6bem peakTvBa (MKIT) 190
Paspsiabl gecatnyHom gpobu

(no ymonyaHuio) 0

EavHuupbl (3Ha4eHUs No yMOonyaHmio) mr/an

dakTop passeaeHus
JInHenHoCTb

1:1 (gns paclmMpeHmnst cnekTpa 3MepeHust)
o1 3 go 750 mr/gn

Medica Corporation, 5 Oak Park Drive Emergo Europe, Prinsessegracht 20
Bedford, MA 01730-1413 USA m 2514 AP The Hague, The Netherlands
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