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34184 Montpellier Cedex 4
FRANCE
JINarHOCTHYECKHIl peareHT JIsl KOJIMYeCTBEHHOT0 onpeesieHust in vitro
acmapraramuHotTpancgepasnl (ACT) B chIBOPOTKE HJIH NJIa3Me KPOBH
KOJIOPUMETPHYECKHM METOI0M.
Bepcl/lﬂ HpI/I_]'[O)Ke]-[I/Iﬂ cooTHomeHuss > 1 YKa3pIBarOT Ha THKEIOC U 4YacCTo

XPOHUYECKOE 3a00JIeBaHUE TIEYCHH.

CbIBOpOTKA KpoBH, miia3ma kposu: AST
01.xx Mertoz (3)

OntumMu3upoBaHHbiil Y®-TecT coriacHo MOAuGUIIUPOBAHHOMY
IIpenmosaraemoe uCnoJIbL30BaHUE merony IFCC (Mexnynaponnas (enepauus KIMHHYECKOU

XUMHH ¥ J1a00paTOPHOM MeIUIIMHBI) 6e3 mupuaokcaib(ocdara.
Pearenr ABX Pentra AST CP npeanasHauen s

; . ACT
JUArHOCTUYCCKOTO KOJUYCCTBCHHOI'O ONPECACIICHUA in vitro L-acnapTat + 2-okcornyTtapat < » L-rnyTtamar + 2-okcanoauertat
acrapTaTaMHHOTpaHc(epassl B CBIBOPOTKE H IUIA3ME KPOBH

mar
4yejqoBeka C  momomplo  Y®-tecta ¢ HMCHONB30BaHHEM Okcanoauerar + HAL® + H* < > Lwanar + HAT'
L-acmaprara u 2-okcormyrapara. Vposuu
acrapTaTaMHHOTpaHc(hepassl ONMPEAENIOT A AUATHOCTHKH H (ACT - acrapTaTaMHHOTpaHc(epasa;
JIEYCHUsI HEKOTOPBIX 3a00JIeBaHMI TIEUEHN U CepALia. M/I — Manaraernaporenasa)
Kaununyeckuii unrepec (1, 2) Pearentnl
AcnapraTaMHHOTpaHC(epasa (ACAT/ACT), panee ABX Pentra AST CP roroB k 1Croyi»30BaHHIO.
naspiBaBiascs ([OT), u ananuHamuHoTrpancdepasa (AJIAT/
AJIT), paHee Ha3bIBaBIIAsCs TIIyTaMATIIHPYyBATTPaHCAMHHA30M Pearenr 1:
I'TIT), sBastoTcs Haubojee BaKHBIMH IIPEJCTABUTEISIMH
( ), PeL TPUC, pH 7,65 110 Mmons/n
rpynnsl  (pepMeHTOB, aMHHOTpaHcdepas WIM TpaHCAMHUHA3,
KOTOpBIC  KATAIM3UPYIOT MPEBpAICHHE O-KETOKHUCIOT B L-acmaprar 320 mmons/1
AMUHOKHCJIOTHI IIyTEM IEPEHOCAa aMUHOTPYTIIL. M/ (ManaraeruaporeHasa) =800 E/n
Vposeup AJIT, kak rematocrnenuduyeckoro QepMeHra, JUIT (makTariernaporenasa) > 1200 E/n
CYIIECTBEHHO IOBBILIASTCSI TOJIBKO NMPU 3a00JICBAHUSAX IEUCHH
o Aszupn HaTpus <1r/n
U okemueBbIBOAAIMX myTed. Onnako ypoBHu ACT wmoryr
HOBBIIIATECS TIPH MOBPEXKICHUSIX MHOKapAa WM CKEJIeTHBIX
MBI, & TAK)XE MAapPECHXUMbI IEYCHH. B CBA3M C 3THM Pearent 2:
napauienbHoe  ompexpenenue  ypoHed  AJIT u  ACT 2-okcoriyrapar 65 MmMoub/1
UCIIONB3YeTCs Ul OTJAMYMSL  IOBPSKACHUN IMEYeHH OT HAJTH 1 MmO/
MOBPEXKJICHUI MUOKapAa M CKeJNeTHbIX Mbliil. COOTHOIICHHE
Aszun HaTpus <1r/n

ACT/AJIT HCTIOJIB3YEeTCs Ui ¢ bepeHIraIbHOM
JIMarHOCTUKHU 3a00jICBaHUN TCUYCHH. BEIMYHUHBI COOTHOIICHHS
< 1 ykasbIBaeT Ha JIETKOE IOBPEKJCHUE IEUYCHH, a8 BEIUYMHBI
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ABX Pentra AST CP

ABX Pentra AST CP ciieyeT HCIIOIB30BaTh COTIIACHO 3TOMY
[pUMeYaHnio. B TIPOTHBHOM Cilydae TPOU3BOIUTENb HE MOMKET
rapaHTHPOBATh €ro HaJJIeKaIne paboumne XapakTepUCTUKH.

OopameHnue

1. CHumuTe 00a KOJIauKa ¢ KaCCETHI.

2. Tlpu HaNUYWH MEHBI yOAIUTE €€ C MOMOIIBIO TIACTMACCOBOM
TTUTETKH.

3. ITomectuTte KacCCE€Ty B OXJIAXJICHHYIO KaMEpy IJid pE€ar€cHToB
Pentra C200.

Kaaubpartop

s kanuOpOBKY UCTIONB3YHTE:
ABX Pentra Multical (A11A01652) (ue Brirroueno)
10 x 3 MJT (muo¢usu3ar)

Kounrtpoas 2

HJ’IS[ BHYTPEHHETO KOHTPOJIA Ka4eCTBa chonwyﬁTe:

m ABX Pentra N MultiControl (1300054414) (ue
BKJIIOYEHO)
10 x 5 mJI (muodunusar)

m ABX Pentra P MultiControl (1300054415) (ue
BKJIFOYEHO)
10 x 5 mJI (muodunusar)

Ka1p1it KOHTPOJIB CIIEMYeT aHAIM3UPOBATh CKEIHEBHO 1 (HITH)
TI0CJIe KaTHuOPOBKHU.

UYacroTra aHamm3a KOHTPOJEH M JIOBEPUTEIbHBIE HHTEPBAJIBI
JOJDKHBL COOTBETCTBOBAaTh TAaKOBBIM B PYKOBOJCTBaX K
11a00paTOPHBIM UCCIEAOBAHMAM M YKa3aHUSIX JUII KOHKPETHBIX
crpaH. [Ipm aHanm3e MarepuanoB Ui KOHTPOJIS KadecTBa
ciemyer coOmronaTe peKoMeHIanuH (enepaabHOro  ypPOBHS,
YPOBHS INTaTa M MECTHOTO YPOBHSA. Pe3ylIbTaTbl OJDKHBI
HaXOAUTBCS B TIpeAeNax YCTAHOBJICHHBIX IOBEPHUTEIBHBIX
nHTepBanoB. Kaknmas sabopatopust [MODKHA — BBIpabOTaTh
IpoLenypy, KOTOPOH HEOOXOAMMO ClIef0BaTh B  Cilydae
BEIXOXKAGHHSL ~ PE3yJbTaToOB 33 MpeNeNbl  yCTaHOBJICHHBIX
JIOBEPHUTEIIHHBIX HHTEPBAJIOB.

TpeldyeMble, HO He MpeIOCTaBJIsAEMbIe
MartepHuabl 2

B ABTOMATHYECKHH OMOXUMUYECKUI

Pentra C200

aHaJIN3aTop:

m Kammb6parop: ABX Pentra Multical (A11A01652)
m KoHTpomu:
ABX Pentra N MultiControl (1300054414)
ABX Pentra P MultiControl (1300054415)
® CraHpapTHOe 1abopaTopHOE 000pyIOBaHHE.

Oopaszen (1, 4) b

OT0 yCTpOICTBO NpeHA3HAYEHO AJIsl TECTUPOBAHUS MOMYIALNN
B IIETIOM.

Tuns! o0pa3ua

®  CpIBOPOTKA KPOBH.
® J[na3ma KpOBH B IPOOHMPKE C JIUTHS TeIIApHHOM.

Jpyrue aHTHKOAryJsHTBI, IIOMAMO [EPEYUCIEHHBIX, HE
ucnsiTeiBaics kommanneit HORIBA Medical, u nostomy ux
MPUMEHEHME I 3TOTO aHAIN3a He PEKOMEHIYOTCS.

CTa0WIBbHOCTD

® IIpu remneparype 20-25°C: 4 nus
m IIpu remneparype 4-8°C: 7 nneit
m TIpu remneparype —20°C: 3 mecsua

HenpepbiBHOE  HEOONbIIOE  CHIKEHHE aKTUBHOCTH  TIPU
KOMHATHOH TeMIiepaType.

CrabuiapHO B TeueHHWEe 1 HeEleNM B CHIBOPOTKE KPOBH IIPH
temneparype 4-8°C.

PedepenTHblii 1nana3oH (3, 5) ©

Kaxnas maboparopus JOMKHA YCTaHOBUTH CBOM COOCTBEHHBIE
pedepeHTHbIe AMana3oHbl. IIpHUBEIEHHBIE 3/1€Ch 3HAYCHUS
HOCST TOJIBKO PEKOMEH/IaTeNbHbIH XapakTep.

Kenumuor: <31 E/J1 (87°C)
My KYMHBI: < 35 E/J1 (37°C)

Knunnueckas YYBCTBUTEJILHOCTD U cnenupUIHOCTb,
I10JIOKUTEJIbHASL IPOrHOCTHYECKAsl LIEHHOCTh M OTpHIATEebHas
MPOTHOCTHYECKAsE I[IEHHOCTh JJIsl 3TOrO0 aHajiuTa OOBIYHO HE
coobmarorca. Bo MHOroM 3TO CBf3aHO C T€M, 4YTO JaHHBIN
QHAIAT HE SBISETCS E€AMHCTBEHHBIM HHAMKATOPOM  JUIs
LIEJICBOr0 HAa3HAYeHHs M NPUHATUS pELIeHUs O JICYSCHHUU
nanueHTa. [y IOCTAHOBKM TUAarHo3a W BhIOOpa Kypca JICYCHUs
clellyeT MCIOJIb30BaTh pe3yJIbTaTbhl JIPYIHMX CTaHAAapTHBIX
OMOXMMHMUYECKMX  TECTOB B COYCTaHHH [ Jpyrou

a/I3MeHeHue: yiaaeH KOHTPOIb.
bI/ISMCHeHI/IC: HM3MEHEHHE CTaOMIBHOCTH 06pa3ua.
CUsmenenue: nobasneHa nHGopMarms.
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ABX Pentra AST CP

JUarHOCTUYECKOH HWH(pOpMalnueid ¥ OLEHKOH COCTOSHHS
MalUEHTa JIeYalllM BPauoM.

XpaHneHue 1 cTa0WIBHOCTH

CTa0HJIbHOCTD 10 BCKPBITHS:

CrabuiieH /10 OKOHYAaHHs YKa3aHHOTO Ha OTHKETKE CpoKa
TOIHOCTH TIPH XpaHEeHHH NpH Temiepatype 2-8°C.

CTa0HIbHOCTH MOC/IE BCKPBITHS:

Cwm. paszuen «Paboune xapakrepuctiku Pentra C200».

He 3amopaxuBats.

Oo0pameHnue ¢ 0TX0AaMu

Cnenyer  ofOpamarbcs K  MECTHBIM  HOPMATHBHBIM
TpeOOBaHHSIM.

Pearent conepxut menee 0,1% asunga Hatpus B KayecTBe
KOHCEpBaHTa. A3HUJ HATPHUS MOXXET PearupoBaTh C MEABIO C
00pa3oBaHUEM B3PHIBOOMIACHBIX a3HJ0B METAJIOB.

O6uue Mepbl npegocToposkHocTH 9

m JlaHHBIH peareHT npeHa3HAuYeH TOJIBKO JUTSE
po(heCCHOHANBHOIO HCIIOJIB30BaHUs ISl JUArHOCTUKH N
vitro.
IpenHasHayeHO Ui HCIOJb30BaHUS B J1aOOPaTOPHBIX
YCIIOBHSIX.

® Jlcronb30BaHKE TOJIBKO O HA3HAUCHHIO Bpaya.

m CornacHo HopmartuBHOMY aokymenty (EC) N°.1272/2008
9TOT PEarcHT CUYUTACTCsl GE3BPEAHBIM BEIIECTBOM.

m Pearent 1 (R1):
IpexynpexaeHne: peareHT IMOJNYYeH W3  BEIIECTB
JKHBOTHOTO TIPOMCXOXKCHHUS. B CBSI3M C 3THM peEarcHT
CIICJlyeT PacCMaTpUBATh KaK SIBJISIOLIMICS MOTCHIHAIbHBIM
HUCTOYHUKOM HH(peEeKuuH, © obpamarscss C HEM C
COOMIONCHNEM  HAMIeKAIUX Mep IPEeIOCTOPOXXHOCTH
COTJIaCHO HaJyIexkaleil 1abopatopHoii npaktuke (6).

® He BBINOIHATH TUIIETUPOBAHHE PTOM.

® He BOCMOJHATH KOJIMYECTBO PEAareHTOB.

m He riorars. M36erath KOHTaKTa C KOXKEH U CIM3HUCTHIMH
000JI0YKaMHu.

®m CobnronaifiTe CTaHAApTHBIE MEpbl NPELOCTOPOXKHOCTH JUIS
71ab0paTOPHBIX UCCIICAOBAHMIL.

m Kaccersl ¢ pearcHTamH SIBISIOTCS  OAHOPA3OBBIMH U

HOJIEXKAT YTUIIU3ALUKM COIJIACHO MECTHBIM HOPMAaTHBHBIM
TpeOOBaHHSIM.

®m CwM. oTHOCsIHiics K pearenty MSDS.

B He ucnonp3yiiTe NpOAYKT NIPU BUAMMBIX ITIPU3HAKax €ro
OMOJNIOTHYECKOr0,  XUMHYECKOr0  WIM  (U3HYECKOro
YXYJILICHHUs Ka4ecTBa.

® He wucnone3yiiTe mNOpoayKT, ecid He COOIOAAoTCA
PEKOMEHTyeMble YCIIOBUS XpaHEeHus, BKJIIOYAst
TeMIeparypy.

® Jlpexne 4eM NpUCTynmaTh K paboTe ¢ aHaIM3aTopoM,
omeparop 00s3aH MNPOHTH O00y4YeHHE Yy TPEACTABUTEINS
kommannn HORIBA Medical.

® OTBETCTBEHHOCTh 3a IPOBEPKY NPUMEHHUMOCTH 3TOrO
JOKYMEHTa K HCIIOJNB3YEeMOMY pEareHTy JIeKHT Ha
OJIb30BATENE.

B 3a TEeXHHYECKOW IMOMOLIbI0 oOpamaiTech Mo TenaedoHy
+33 (0)4 67 14 15 16.

® Jlto0ble cepbe3Hble NPOUCIIECTBHS, UIMEBIINE MECTO B CBA3U
C SKCIUTyaTallMed aHauM3aTopa, HEOoOXOIMMO IOBOAUTH IO
CBEICHUS TPOU3BOAUTENS M 10 YIOJHOMOYEHHOIO OpraHa
BJIACTH CTPaHbl, B KOTOPOH HAaXOIMTCS Onepatop Hpudopa
/WM DaLUeHT.

Pa6oune xapakrepucruxku Pentra C200

BapuaGesibHOCTD /IS Pa3HbIX MapTuii ©

BoccraHoBieHHe  00pa3noB  (CBIBOPOTKM M IUIa3MBbl),
HPOBEJCHHOE BO BpEeMs BBIIYCKAa TpPEX IOCICIOBATEIBHBIX
HapTHil peareHTa Ul KOHTPOJS Ka4decTBa, MOKa3bIBaeT, 4TO
BapHabebHOCTh MEXKIY MHapTHAMH HAXOAUTCS B Ipeesax
crienudukamu: < 10%.

Covl6opomxa Kposu, nnaima Kpoeu

I[TepeuncieHHbIe HUKE pabodYne XapaKTePUCTHKH MOIyYeHbI Ha
ananmzatope Pentra C200.

KonnuecTBo ananm3oB: npudnnsurensHo 328 aHanu3os

CTadniabHOCTh pearenTra B aHajIM3aTope

ITocme  OTKpHITHSL  KacceTa pearcHTa, [OMEIICHHas B
oxnaxaeHHyro kamepy Pentra C200, craGuibHa B TeucHHE
56 nHeil.

O6bem oopaszua: 10 mxi/Tect

Mpenen obuapyxenus |

Ipenen obHapyxenusi ycranosien cornacHo CLSI (NCCLS),
npotokon EP17-A2 (7) u cocrasnser 2,55 E/JI.

IM3menenne: n3MeHenre HHGOPMALMH 06 OGIIX Mepax MPEIOCTOPOIKHOCTH.
®HM3meHeHne: 100aBieHa ri1aBa.

fUsmenenue: 10GaBICHBI JaHHbIE.
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ABX Pentra AST CP

Ipenes KOIMYECTBEHHOTO OMpPeIeTeHHUsT

Ipenen KOIMYECTBEHHOTO OMpPEACICHHs YCTAHOBJICH COTJIACHO
CLSI (NCCLS), nporokon EP17-A2 (7) u cocrasnsier 9,0 E/JI.
TOYHOCTH M MPENU3HOHHOCTH 9

Tosmopsemocmy (npeyuzuonHocms pe3yibmamos paoa
usmepenuii)

TTOBTOPSEMOCTL COTJIACHO PEKOMEHJIAIMAM, COAEPKAIIUMCS B
nporokoie Valtec (8),c ananuzom o6pasios 20 pas:

B 2 KOHTPOJIBHBIX 00Opa3ia
m 3 00pasuos (Huskas / cpeqHsis / BHICOKask KOHIIEHTPALHH)

Cpe;u{eE ;Jrllaqemle KB (%)

Kourtponsmslit o6paser 1 46,89 1,65
KouTtpomnbHbIii 06paser 2 143,22 1,21
O6paszen 1 21,12 3,03
O6paszery 2 50,71 1,92
Ob6pazsert 3 202,01 1,25
Bocnpouszeooumocms (06uas npeyusuoHHoCHb)
BocnpoussoaumMocts, COTJIaCHO PEKOMEH1alusAM,

npexcrasiennsiM B CLSI (NCCLS), nporokon EP5-A2 (9) ¢
IBYKPATHBIM aHAIM30M 00pa3ioB B Teuenue 20 nueit (2 cepuu
B JICHB):

B 2 KOHTPOJIBHBIX 00Opa3iia
m 3 00pasnos (Huskas / cpeqHsisi / BHICOKask KOHIIEHTPAIHH)

CpezmeE ;J;laqenne KB (%)
KounTponsHsrit obpasers 1 46,38 1,9
KoutpombHbIii 06paser 2 149,21 1,6
Ob6paser 1 21,54 4.1
Ob6pasers 2 50,99 2,0
Ob6pazser 3 200,42 1,8

Jlnanaszon n3mepeHui

Ananu3 monrBepmii auana3oH wusmepenuit or 9,0 E/JI o
500 E/JI.

Muanason wu3mepenuit pacmmper go 1500 E/JT  npu
aBTOMATHYECKOM I10CT-Pa3BeICHHH.

JIuneitHocTs peareHTa oreHuBaiach g0 3Hauenust 500 E/JT B
COOTBETCTBUH C PEKOMEHIALMSAMH, H3JI0KCHHBIMU B IIPOTOKOJIC

CLSI (NCCLS), EP06-Ed2 (10).

Koppensius D

Basarteie y mamuenrta o6pasipl: CIBOPOTKA

KonuvecTBo B3sTHIX y manueHTa oopasuos: 102

OG6pasibl KOPPETUPYIOT ¢ KOMMEPUYECKHM PEarcHTOM, B3SITHIM B
KauecTBE OSTAIOHHOTO CTaHAapTa COIJACHO PEKOMEHIAIMSM,
nsnoxenHpiMu B porokosie CLSI (NCCLS), EP09c (11).
3Hauenus Haxogwiauch B aumamazoHe ot 10,5 E/JI no
476,9 E/JL.

@QopMyna Uil aJNIOMETPUYCCKON JIMHHH, TOJydYeHHass C
MOMOIIBIO perpeccuoHHoi Metoauku Ilaccunra — baGoka
(12), BBITISANT CIEAYIOMUAM 00pa3oM:

Y =1,015 X - 1,336 (E/J)

Ipu 3Tom kosddurent koppemsun r2 = 1,000.

Melnaromme BIASTHHS |

T'emoriioOun: 3HAYUMOro BIIMSAHUSA HE HaOIIOLaeTCsA

BIIOTh 10 3HadeHus 100 wmxmomns/JI

(172 mr/pJI).

TpHUrITHIEPHUIBL: 3HaYUMOro BIUSHUA He HabmomaeTcs
BILTOTh J0 KOHI[CHTPAIUH KOHIIEHTPAIHU
TPUTIHLEPUIOB 5,23 MMoII/J1
(457,6 mr/nJ1).

Oo6wmit 3HAYUMOro BIIMAHUSA HE HaOIOgaeTCsa

OunupyOuH: BIUIOTH [0 3HadeHnss 368 wmimomns/JI
(21,5 mr/nJI).

Ipsimoit 3HaUUMOr0 BIUSAHUA He HabmomaeTcs

OunupyOuH: BIUIOTh 10 3HadeHuss 448 wimons/JI
(26,2 mr/nJl).

IMpucyrcTBue B obpasiie cynb(acanasunaa HIIH

cynbhanupuIrnHa MOXKET TIPUBECTH K JIOKHBIM PE3yIbTATaM.

Lpyeue ozcpanuuenuss oanvl Aneom (Young) e eude nepeuns
JIeKAPCMBEHHBIX NPEnapamos U nepemMeHHbIX, NOLYHYeHHbIX npu
npedeapumenbHoM aHaIu3e, ¢ U3BECMHbIM GIUSHUEM HA MY
memoduxy (13, 14).

CTa0uIbHOCTL KAJIHOPOBKH

Pearent kamuOpyror B aeHb 0. CraOuipHOCTH KalMOPOBKU
HPOBEPAIOT IIyTEM aHalM3a 2 KOHTPOJIBHBIX 00pa3LoB.
CrabubpHoCTh KanbpoBku cocrasisier 30 qHEH.

Ipumeuanue. I[loemopuas Kanubpoeka pekomeHoyemcs npu
USMEHEHUU Napmuu peazeHmd, d Maxxice eciu pe3yibmanibvl
AHANU3A KOHMPONSL BbIXOOSAM 3ad Npedensvl YCMAHOBIEHHO20
ouanazoua.

9/3MeHeHHE: U3MEHEHNE TOYHOCTH U TIPELIU3UOHHOCTH.
PU3meneHme: H3MEHEHNHE KOPPENISIMH.
'M3menenue: n3MeHeHHEe HHGOPMALIMK O MEIIAIOIUIUX BIMSHHSX.
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