XOJNIIHECTEPA3A «BULK»

CORMAY CHOLINESTERASE “bulk”

Kam. N¢: 2-061 Jama sunycky iHcmpykuii: 12-2012

OcHoB0I0 _npu__nposedeHHi _aHAJi3y € _opueiHan

opueiHaay ma nepeknady iHCmpykuii No8UHHI cnienadamu.

HasBa Ha6bopy Kat. N2
CORMAY CHOLINESTERASE 500 2-060
CORMAY CHOLINESTERASE “bulk” 2-061

BCTYN

IcHytoTb ABi xoniHecTepa3m (CHE ta ACHE), wo BigpisHaloTbcA cneumndikoto
cybcTpaTy, TKaHWHOW MOXOMKEHHA Ta GionoriyHoto ponnto.  TepMiH
xoniHectepasa (ACHE), Takox Bigomuii AK aueTWnxoniH aueTuarigponasa,
3yCTPIYaETbCA B epuTpouuTax, NereHax, cenesiHui Ta Cipil peyvoBUHI
ronoBHoro Mmo3ky. [lceBpoxoniHectepasa (CHE), TakoX Ha3MBaeTbcA
aumnxoniH auunrigponasa, 3ycTpiYaeTbCA B CMPOBATUi KPOBi, neyiHui,
NiAWAYHKOBIN 3ano3i, cepui Ta 6inill peyoBUHi ronoBHOro Mo3Ky. AHanis
cmpoBaTkoBoi xoniHectepasu (CHE) kopucHuii gna piarHOCTMKKU: po3napis
neyviHKKW, renaTutis, LMPO3iB NeYiHKN, KapLUMHOMM 3 MeTacTazamMu, YyTIMBOCTI
[10 BBeIeHHA CYKLMHINXONiHY Ta OTPYEHHA nectuumpaamu. PiBHi 3HMXKyOTbCA Y
BCiX BlLLEe3a3HaYeHVIX 3aXBOPIOBAHHSX.

NMPUHLUUMN METOAY

OnNTUMI30BaHWUI KiHETUYHWUIA MeToA 3a AaHumu Deutsche Gesselschaft fur
Clinische Chemie (DGKCQ).

MeTon BMKOPWUCTOBYE OYTUPUNTIOXONIH AK creundiuHmin cybcTpat ana
xoniHectepasn (CHE). XoniHecTepasa KaTanisye rigponisa  cyb6cTpaty
OyTMPUATIOXONiHY, WO YTBOPIKE OyTipaT Ta TiOXOMiH, B MPWUCYTHOCTI
rekcaumaHodepparty Kanito (lll). TioxoniH 3meHWye rekcaymaHodeppat Kanito
() (koBTMI Konmip) Ao rekcaumaHodeppaty Kanito () (6e36apsHUM).
3MeHLeHHs abcopbuii npsamo nponopuiiHo akTneHocTi CHE y 3pasky.

PEAKTUBU
Cknap Ha6opy
CORMAY CORMAY
CHOLINESTERASE CHOLINESTERASE
500 “bulk”
1- CHOLINESTERASE 3 x 400 mn -*
2- CHOLINESTERASE 1x300mn -*

*Ha eTUKeTLi HagpPyKOBaHW 06'eM peareHTy.

MNpwn Temnepatypi 2-8 °C peareHTn 36epiraloTb CTabifbHICTb NPOTArOM BCbOrO
TEepPMiHY NPWAATHOCTI, 3a3HayeHOro Ha ynakosui. Ha 60pTy cTabinbHicTb
peareHTiB 3aNneXWTb Bif TUMY aHani3aTopa, Lo BUKOPWUCTOBYETbCA ANA aHani3y.
He 3amopoyBaTu peakTvBU. 3axuLiaTi Bif NPAMOro CBiTNa, BUMapOByBaHHA
Ta yHUKaTn 3abpyaHeHHsA!

MpuroryBaHHA i MiLHICTb PO604YOro po3unHy

AHania MOXHa npoBOAWTW 3 BUKOPWUCTAHHAM OKpeMuX peareHTiB 1-
XONIHICTEPA3MN Ta 2-XONIHICTEPA3/ abo 3 BMKOPUCTaHHAM poboyoro
peareHTy.

[na npurotyBaHHA pobouyoro peareHTa obepexxHO 3MmilanTe 4 YacTuHu 1-
XONIHICTEPA3W 3 1 wactuHoto 2-XOJIIHICTEPA3N.

CrabinbHicTb po60YOro peareHTy: 4 TvxHI npm 2-8 °C
KoHueHTpaLii B aHanisi

1-XONIHECTEPA3A

MNipodocdatHuii 6ydep, pH 7,7 65 Mmonb/n
lekcaymnanodpeppart (Il 2 mmonb/n
2-XOJIIHECTEPA3A

Bydep Good's pH 4,0 20 mmonb/n
Voamng 6ytupurtixoniHy 65 MMonb/n

MonepepKeHHA | NpUMITKIN

. BukopucToByBaTy nuLwe fna aHanisis in vitro.

. PeareHT NOBWHHI BWKOPUCTOBYBATUCA TiNbKMW
KBanidikoBaHNM nepcoHanom naboparopil, y
nabopaTopHUX YMOBaX.

33 NPU3HaYeHHAM,
BiANOBIgHNX

Mepexknaday TemsaHa 3eneHceka

iHCMpyKuii
aHenilicbkolo _Mo8olo, 8kiadeHoi 8 Habip. Homep i dama _eepcii

. HeraiHo nicna BUKOPUCTaHHA 3aKpuiTe NAALWKK Ta 36epirante npu 2-8
°C.

. He BrKopucToByinTe NicnA 3aKiHYeHHA TePMiHY NPUAATHOCTI.

. He obmiHIonTe KOBNAYKW.

. PeareHTn cnig 3MmiwyBaT nepes BUKOPUCTAHHAM,
06epexHO IHBEPTYIOUN MIIALLKY.

. MosiBa NOMYTHIHHA abo BKXiA KOHTPOSIbHUX MOKA3HWKIB CUPOBATKM 3a
MeXi NPUIAHATHOrO AianasoHy BUWPOOHMKA, MOXe CBIiguUTU Npo
HecTabinbHICTb peareHTy.

HeOoAHOopPa3oBO

BIONIOTIYHUI MATEPIAN

Caixka cpoBaTKa 6e3 remonisy, nnasma (EATA, renapuH) 6e3 cnigis remonisy.
Cunposatky/nnasmy cnif BiOKPEMUTW Bif epuTPoLMTIB AKOMOra LuBMALle
nicns 36opy Kposi. He BUKopucToByiiTe LuTpart, 6opat, okcanatu Ta ¢pTopua K
AHTVKOAryNAHTY, OCKiIfIbKA  BiH TafibMy€ aKTMBHICTb  XOJliHECTEpasu.
PekomeHpyetbca pgoTpumyBatuca npouenyp CLSI wopo 36opy Ta 06pobkm
3paskKiB.

3pa3ok moxe 36epiratuca npotarom 15 aHiB npu 2-8 °C abo npotarom 12
micauis npn -20 °C.

TUM He MeHLL, peKOMeHAYETbCA NPOBOANTY AOCNIAKEHHA Ha CBIXO3i6paHOMYy
6ionoriyHomy maTepiani!

AOAATKOBE YCTATKYBAHHA

. aBTOMaTMYHUIA aHanizaTop abo GoToMeTp, Lo JO3BONAE 3HIMATH NMOKa3mn
npu BoBXuHi xauni 405 Hm (400-440 Hm);

. TepmocTaT Ha 37 °C;

. 3arafibHe labopaTopHe yCTaTKyBaHHs.

MPOLIEAYPA BU3HAYEHHA

Habip npusHayeHuin AK ANA MaHyanbHOrO BU3HauYeHHsA (Metog Sample Start i
Reagent Start), Tak i AnA BMKOPWCTaHHA B AEAKUX TUMaX aBTOMATUYHUX
aHani3aTopiB. YCTaHOBKM NapameTpiB A4S HUX HaAATbCA CePBICHOI0 CNy»6010
3a 3anuTom.

Bu3sHaueHHA maHyanbHe

OOBXMHA XBUNi 405 HM (400-440 HMm)

Temnepatypa 37°C
KloBeTa Tcm
TMN peakuii KiHeTU4YHa
Metop Sample Start
Y KioBETY NOMICTUTK:
BbnaHk peareHT TecToBaHwWi

(RB) 3pazok (T)
Po6ounii Peaktns 1000 MKn 1000 mMKn
NigirpiTn po Temnepatypw BU3HayYeHHA. MNoTim gogaTn:
[uctunboBaHa Bofa 15 MmKn -
3pa3oK - 15 MKn

Nlobpe nepemiwaty, nicna 1-xBUAMHHOI iHKy6auii npu 37 °C, 3uuTatn
abcopbuito A 6naHk peareHTa (RB) i TectoBoro 3paska (T) BifHOCHO MOBITPA.
MoBTOPWTK 3unTyBaHHA uyepes 1, 2 Ta 3 XBUNWHW BIAHOCHO GNaHK peareHTy
(RB).

O6uUNCNUTY CepenHIo 3MiHY MOrNMHAHHA 3a XBUNKHY (AA/XB.).

Metop Reagent Start
Bri3HaueHHA MOXHa BMKOHATV TakoX BUKOPUCTOBYIOUM OKpeMi peakTusu 1-
CHOLINESTERASE i 2- CHOLINESTERASE.

BbnaHk peareHT TecToBaHwWi

(RB) 3pazok (T)
1- CHOLINESTERASE 1000 MKn 1000 MKn
NigirpiTn po Temnepatypw BU3HayeHHA. MNoTim gogaTn:
[uctunboBaHa Bofa 15 MmKn -
3pa3oK - 15 MKn
PetenbHo nepemiwatu. MNotim gogartu:

| 2- CHOLINESTERASE [ 200mkn ] 200 MKn |

[obpe nepemiwaty, nicna 4-xBUAMHHOI iHKy6auii npu 37 °C, 3unTatn
abcopbuito A 6naHk peareHTa (RB) i TectoBoro 3paska (T) BifHOCHO NoOBITpS.
MoBTOPUTK 3uUNTyBaHHA Yepe3 1, 2 Ta 3 XBWIVHW BiJHOCHO GnaHK peareHTy
(RB).

O6uUNCNUTY CepenHIo 3MiHY NMOrNMHAHHA 3a XBUNKHY (AA/XB.).

Po3paxyHoK pe3ynbrartis
AKTUBHICTb xoniHectepasu (Oa/n)= AA/xB. x 66844



PE®EPEHCHI BEJINMUHU

cMpoBaTKa, nnasma 37 °C
XKIHKM 4000-12600 Op/n 67-210 mKKaT/n
YONOBIKN 5100-11700 Og/n 85-195 mkKat/n

Y pitet fo 6-MiCAYHOrO BiKy aKTMBHICTb XoniHecTepasu Ha 40-50% Bulle, HiX Y
nopocnmx. Y monogux pgopocnmx (< 35 pokiB) XiHOK depmeHTaTUBHA
AKTVBHICTb CTAaHOBUTb NPUOMN3HO 64-74% Bif KiNbKOCTI JOPOCVX YONOBIKIB.
AKTVBHICTb 3MEHLLYETbCA Nif Yac BariTHOCTI.

KoxHiii nabopaTopii peKkoMeHAYETbCA BCTAHOBUTW CBOI BRacHi HopMY,
XapaKTepHi AnA 06CTexyBaHOrO KOHTUHIEHTY.

KOHTPOJ1b AKOCTI

[inA BHYTPIWHbLOrO KOHTPOJIO AKOCTI PEKOMEHIYETbCA BUKOPUCTOBYBaTW
KOHTponbHi cupoaTkn CORMAY SERUM HN (KaTt. N2 5-172) i CORMAY SERUM
HP (KaT. N2 5-173) ana KoxHOi cepii BUMipIOBaHb.

Ona  kanibpyBaHHA  aBTOMATWUYHMX  aHani3aTopiB  peKOMeHAYyeTbCA
BukopucrosyBati CORMAY MULTICALIBRATOR LEVEL 1 (Kat. N2 5-174 Ta 5-
176).

CrabinbHicTb  KanibpyBaHHA 3aneXxuTb Bif, TUMy aHanisatopa, AKWI
BUKOPUCTOBYETbCA ANA aHanidy. KanibpysanbHy KpuBy cnifi cknagatv npwu
KOXHin 3MiHi noTa peareHTy abo Konv HeobXifHO, Hampuknag, pesynbTatu
KOHTPOJIbHMX CYPOBATOK He NOTPanAloTb B pedpepeHTHNI AianasoH.

XAPAKTEPUCTUKU BUSHAYEHHA

Li meTponoriyHi xapakTepucTukm Oynn OTpVMMaHi  3a  [JOMOMOro
aBTOMaTMYHOro aHanizatopa Biolis 24i Premium. Y Bunagky npoBepeHHs
aHanisy Ha iHWoMy aHanisatopi abo BpyYHy OTPUMAHi pe3ynbTaTi MOXYyTb
Bigpi3HATMCA.

. Yyramsicrb: 137 Op/n (2.28 mkKat/n).

. JNininHicTb: 0o 21000 Oa/n (350 mkKaT/n).
Y BMnagKy 6iNbll BMCOKUX KOHLEHTpaLin npoby cnig pos6asutn 0,9%
po3unHom NaCl, noBTOpWUTK BU3HAYEHHS, @ OTPMMAHMWIA pe3ynbTaTt
MOMHOXMTU Ha KoediLieHT po3BefeHHA.

. CneuundiuHictb/IHTepdepeHLin
lemorno6iH go 5 r/an, 6inipy6iH fo 20 mr/an Ta Tpurniuepuaun go 1000

Mr/AN He pobNATL BNAVBY Ha Pe3yNbTaTi BUMIpIOBaHb.

. TouHicTb

MNoBTOpIOBaHICTb CepepHa SD v

(Mix cepiamu) n =10 [Oa/n] [Oa/n] [%]
PiBeHb 1 5597 175.18 3.13
PiBeHb 2 7754 151.03 1.95
BiaTBOplOBaHICTL CepepHs SD cv

(Mi>k gHAMK) n = 10 [On/n] [Op/n] [%]

PiBeHb 1 2191 43.33 1.98
PiBeHb 2 7603 123.59 1.63

. MopiBHAHHA MeToAiB

MNopiBHAHHA Mix peareHTom CORMAY (y) Ta iHWMUM KOMepUintHO AOCTYMHMUM
TecToM (X) 3 BUKOpucTaHHAM 40 3pa3kKiB, Jano HacTyrHi pe3ynbTaTu:

y =1.0439x - 137.31 Oa/n;

R=0.998 (R — KoediLieHT Kopenswii)

YTUNI3ALUIA BIAXOAIB
BignosigHO BMMOr MicLIEBOro 3aKOHOJaBCTBaA.

Mepexknaday TemsaHa 3eneHceka

I BUPOBHUK
13 KOPMEN C.A.
8y/1. BiocenHa, 22
05-092 m. JlomsHKi, [Monbwa
men.: +48 (0) 81 749 44 00
hakc: +48(0) 81749 44 34

http://www.cormay.pl

olAMEe )’

YMOBHOBAXEHWUI NMPEACTABHUK

TOB «[JIAMEB»
8yn. YopHosona, 97
M. lsaHo-@patkiecek, 76005
men.: +38(0342) 775 122
¢hakc: +38(0342) 775 123
e-mail: info@diameb.ua
www.diameb.ua
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