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IlI/IaFHOCTH‘IeCKI/Iﬁ peareHT AJsi KOJIUYE€CTBECHHOT'0 OIPEACICHUA in vitro
acmapraramuHotTpancgepasnl (ACT) B chIBOPOTKE HJIH NJIa3Me KPOBH
KOJIOPpUMETPUICCKUM METOAOM.
Bepcnﬂ NMPUJI0KECHUS < 1 yka3pIBaeT Ha JIETKOC MOBPEKICHUE TMCUCHH, a BEITHYUHBI

CoOTHOIICHHsT > 1 yKasblBAlOT Ha TSDKENOE M 4YacTo
XPOHHYECKOE 3a00JIeBaHUE TICUCHH.

CbIBOpOTKA KpoBH, miia3ma kposu: AST

Bce crpansr mupa kpome CIIA: 4.xX

Tonbko qust CIHIA: 2.xx Merton (3)

OnTrMu3upoBaHHbIil Y®-TECT cOrIacHO MOAU(GUINPOBAHHOMY
merony IFCC (Mexnynaponnas Qemepaiys KIMHUIECKOM
XHMHH U J1a00paToOpHON MeAUIUHBI) 6e3 mupuaokcansdocdara.

HpennonaraeMoe HCIIOJIB30BAaHHUE

Pearenr ABX Pentra AST CP npeanasHauen s

JMAarHOCTUYECKOTO KOJIMYECTBEHHOTO OImpeneneHus in Vitro ACT
aCHapTaTaMI/IHOTpaHC(bepaSLI B CHIBOPOTKE M IUIa3Me KPOBH L-acnaprar + 2-okcornytapat < > L-rnytamar + 2-okcanoauetar
yesjoBeka ¢ nomomplo  Y®-recta € HUCIOJIB30BAaHUEM mar

L-acmaprara u 2-okcormyrapara. VYposuu Oxcanoayerar + HAQ® + H" < > L-manar + HAI®

acrapTaTaMHHOTpaHc(epassl ONPEAENIOT A AUATHOCTHKH H

o (ACT — acrapTaTaMHHOTpaHc(hepasa;
JICYCHHUSI HEKOTOPBIX 3a00JICBaHNH EYEHU U CepALia.

M/ — ManataeruaporeHasa)

Kaununyeckuii unrepec (1, 2)

Pearentsl
AcnaprataMuHoTpancdepasza (ACAT/ACT), panee
HaspiBaBinascst (COT), u ananumHamuHOTpaHchepasa (AJIAT/ ABX Pentra AST CP ToToB K HCHOIb30BAHHIO.
AJIT), paHee Ha3bIBaBIIAsCs TITyTaMaTIIHPYBATTPaHCAMHHA30M
(CTIT), sBusifoTcss Hamboee BaXKHBIMH — IIPEACTABUTEISMU Pearent 1:
rpynnsl  (epMEHTOB, aMMHOTpaHC(epa3 WM TpaHCAMUHA3
Py bep i pascgep P ’ TPUC, pH 7,65 110 mMMoutb/1
KOTOpbIE  KaTalM3UPYIOT NpeBpalleHHe O-KETOKUCIOT B
AMHUHOKHCJIOTHI IIyTEM IIEPEHOCA aMUHOTPYIIIL. L-acnaprar 320 mmoms/m
VYpoeeubr AJIT, kak rematocnenuduueckoro ¢epMmeHra, MUT (ManaraernaporeHasa) > 800 E/n
CYIIECTBEHHO IOBBILIASTCSI TOJIBKO MPU 3a00JICBAHUSAX IEUCHH JUIT (naktatzernaporenasa) > 1200 E/n
U okemueBbIBOAAIMX MmyTed. Onnako ypoBHu ACT wmoryr
Asun HaTpus <1r1/n
HOBBIILIATECS TIPH MOBPEXKICHUSIX MHOKapAa WM CKEJIETHBIX
MBIIII, @ TaKKe MNapeHXUMbl Ne4YeHH. B cBs3M ¢ 3THM
§ napajuienbHoe  ompeaenenue  ypoHed  AJIT u  ACT Pearent 2:
o
ifr UCIIONIB3YETCA  JUIA  OTJIMYUSA  TOBPEXKICHUHM IE€YEHU OT 2-okcoriyrapar 65 mmMouns/n
3 o
& HOBPEXKACHUHA MHOKapa M CKEJICTHBIX MBILIII. COOTHOLLI@HPIS HAJTH 1 Mvoms/1
g ACT/AJIT UCIIOJIB3YEeTCS Ui ¢ bepeHIraITbHOM
I . Asun HaTpus <1r/n
3 JMarHOCTUKY 3a00JIeBaHUI IeueHU. BeauduHbl COOTHOLICHHS
2
2
a
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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
ABX Pentra 400.

Kaaubparop

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

Kounrtpoas 2

HJ’IS[ BHYTPEHHETO KOHTPOJIA Ka4ueCTBa 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)

Kax1p1it KOHTPOJIb CIIEIyeT aHAIM3UPOBATh SKEIHEBHO 1 (HITH)
TI0CJIe KaTHuOPOBKH.

Yacrora aHanuM3a KOHTPOJNEH U JOBEpUTCIbHBIC HHTEPBAIIbI
JOKHBl COOTBETCTBOBATb TaKOBBIM B PYKOBOACTBaX K
11a00paTOPHBIM UCCIEAOBAHMAM M YKa3aHUSIX JUIT KOHKPETHBIX
crpaH. [Ipum aHanm3e MarepuaioB Ui KOHTPOJIS KadecTBa
cilemyer coOmronaTh peKoMeHIanuH (enepaabHOro  ypOBHS,
YPOBHS INTaTa M MECTHOTO YPOBHSA. Pe3ysIbTaTbl OJDKHBI
HaXOAWTHCS B TIpPeAeNax YCTAHOBJICHHBIX IOBEPHUTEIBHBIX
nHTepBanoB. Kakmas mabopatopust [IODKHA BBIpaboTaTh
IpoLexypy, KOTOPOH HEOOXOAMMO CIIe0oBaTh B cilydae
BBIXOXKJICHHMs Ppe3yJbTaTOB 3a IpEeAENbl  YCTaHOBJICHHBIX
JIOBEPHUTEIIHHBIX HHTEPBAJIOB.

TpebdyeMble, HO He MpeIOCTaBJIsAEeMbIe
MarepHuabl 2

B ABTOMATHYECKHH OMOXUMUYECKUI

ABX Pentra 400

aHaJIN3aTop:

m Kamm6parop: ABX Pentra Multical (A11A01652)
m KoHTpomu:
ABX Pentra N MultiControl (1300054414)
ABX Pentra P MultiControl (1300054415)
® CranpapTHOe 1abopaTopHOE 000pYyIOBaHHE.

Oopazen (1, 4) b

OTO YCTpOICTBO MpeHa3HAYEHO AJIsl TECTUPOBAHUS MOMYIALNN
B IIETIOM.

Tunsl odpa3ua

®  CpIBOPOTKA KPOBH.
® J[na3ma KpOBH B MPOOMPKE C JIUTHS TeIapHHOM.

Jlpyrue  aHTHKOAryJsHTHI, TIOMAMO MEPEYHCIEHHBIX, HE
ucnsiTeiBancs kommanneit HORIBA Medical, u nostomy ux
TPUMEHEHWE I 3TOTO aHAIH3a He PEKOMEHIYOTCS.

CTa0HIbHOCTD

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

HenpepbiBHOe  HEOONBIIOE  CHMDKEHHE  aKTUBHOCTH  TIPU
KOMHATHOW TeMIiepaType.

CrabuiapHO B TeueHHEe 1 HEleNM B CHIBOPOTKE KPOBH IIPH
temneparype 4-8°C.

PedepenTHblii 1nana3oH (3, 5) ©

Kaxnas maboparopus HOMKHA YCTaHOBUTH CBOM COOCTBEHHBIE
pedepeHTHbIe AMana3oHbl. IIpHBEIEHHBIE 3/1eCh 3HAYCHUS
HOCSIT TOJIKO 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.
PY3menenne: n3menenne pasaena «O6pasen».
CUsmenenue: nobasneHa nHGopMarms.
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JUarHOCTUYECKOH HWH(pOpMalnueid ¥ OLEHKOH COCTOSHHS
MalUEHTa JIeYalllM BPauoM.

XpaHeHHe ¥ CTAOMJIBHOCTD

CTa0HIBbHOCTD 10 BCKPBITHS:

CrabuwiieH [0 OKOHYAaHHs YKa3aHHOrO Ha OTHUKETKE CpoKa
TOJIHOCTH TIPU XpaHeHuH npu temuneparype 2-8°C.

CTadNIbHOCTH NOC/Ie BCKPBITHS:

Cwm. paszgen «Paboune xapakrepuctiku ABX Pentra 400».

He 3amopaxuBats.

Oo0paieHue ¢ oTX0AaMHu

Cnenyer  ofOpamarbcs K~ MECTHBIM  HOPMAaTHBHBIM
TpeOOBaAHHSIM.

Pearent conepxut Menee 0,1% asunga Hatpus B KayecTBe
KOHCEpBaHTa. A3H/ HATPHUS MOXKET PearupoBaTh C MEABIO C
00pa30BaHNEM B3PHIBOOMIACHBIX a3H0B METAJIOB.

OGiue Mepbl npexocToposxkHocTH 9

B J[aHHBIH peareHt NpeIHa3HaYEeH TOJIBKO s
HPO(ECCHOHAIBHOTO HCIIONB30BAHUS I AWATHOCTUKH iN
vitro.
IIpenHasHayeHO Ul HCIOJb30BAaHUS B J1AOOPATOPHBIX
YCIIOBUSIX.

B Jlcronp30BaHuE TOJBKO O HAa3HAYECHHIO Bpaya.

m CornacHo HopmaruBHOMY aokymenty (EC) N°.1272/2008
9TOT PEeareHT cuuTaeTcsi 6e3BPEIHBIM BEIIECTBOM.

m Pearenrt 1 (R1):
Ilpenynpe:kieHne:  pearcHT IIONYYeH U3 BEIIECTB
JKHBOTHOTO IIPOMCXOXKACHUS. B CBSI3M € 3THM peareHTt
CIIeZlyeT paccMaTpuBaTh KAK SBIISIOLIMHCS MOTCHIMATIBHBIM
HCTOYHMKOM HHGEKIMH, ¢ o0pamarbcs C HHM C
COONIIOICHHEM  HAUISKAIIUX Mep  IPEAOCTOPOKHOCTH
COTJIACHO HaJyIexkalei 1labopatopHoii npaktuke (6).

® He BBINOIHATD IUIETUPOBAHHE PTOM.

B He BOCHOJHATH KOJIMYECTBO PEAreHTOB.

® He rmorats. M36erath KOHTaKTa C KOXKEH M CIU3HCTHIMU
000JI0YKaMH.

m CoOmromaiiTe CTaHZAPTHBIE MEPHI MPEJOCTOPOKHOCTH IS
71a00paTOPHBIX UCCIECIOBAHHUMN.

m KacceTsl ¢ peareHTamM SBIAIOTCS OAHOPA3OBBIMH U

MOUIeKAT YTWIM3ALUMH COINIACHO MECTHBIM HOPMAaTHBHBIM
TpeOOBaHHAM.

®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.

Pagoune xapakrepucruku ABX Pentra 400

BapuaGesibHOCTD /111 Pa3HbIX MapTuii ©

BoccranoBienne  00pas3ioB  (CBIBOPOTKH W IUTa3MBI),
HPOBEJCHHOE BO BpEeMs BBIIYCKAa TpPEX IOCICAOBATEIIBHBIX
HapTHil peareHTa Ul KOHTPOJS KadecTBa, MOKa3bIBaeT, 4TO
BapuabeIbHOCTh MEXKIY HapTHAMH HAXOAUTCS B Ipelesax
cnienudukaruu: < 10%.

Coi6opomxa Kposu, niazma Kpoeu

IlepeuncrieHHble HIDKE pabouie XapaKTEPUCTHKH IIOTy4IeHBI Ha
ananusarope ABX Pentra 400.

KomnuecTBo anamm3os: 250 ananuzon

Ecnu xonuyecTBO TpeOyeMbIX aHAJIU30B SIBISCTCS MalblM U
nons3oBatens ABX Pentra 400 mamepeBaercsi MCIOJIB30BaTh
KacceTy B TEYEHHE BCEro Iepuoja CTa0WIBHOCTH B
ananusarope, To corimacHo pexomenmaiuu HORIBA Medical
CIeAyeT  WCIONB30BaTh  pacxomHyro  dacte  XEC232
(yxynopouHast MeMOpaHa HabOpa) Julsi BBIIIOJIHEHHUsI aHAIN30B B
KOJIMYECTBE, YKa3aHHOM B 9TOM IPHUMEUYAHUH.

CTaduabHOCTh pearenTra B aHajIM3aTope

ITocme  OTKpHITHSL ~ KacceTa  peareHTa, [OMEIIeHHas B
oxnaxaennyio kamepy ABX Pentra 400, crabunbHa B TedeHHe
55 nneid.

O6bem obpaszua: 20 Mxi/Tect

dI/ISMCHeHI/IC: HU3MECHCHHE HH(bOpMaLU/H/I 06 06HH/IX MeEpax IPEAOCTOPOKHOCTH.

®H3meneHue: n00aBieHa riasa.
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Ipenen obuapy:xenus |

Ipenen oOHapyxenus ycranosieH cornacHo CLSI (NCCLS),
npotokon EP17-A2 (7) u cocrasnsier 4,92 E/J1.

Hpe}leﬂ KOJIUYE€CTBCHHOI'0 ONPEACTICHUS 9

IMpemenn KOIMYECTBEHHOTO OIMPEICIICHUS] YCTAHOBIIEH COTJIACHO
CLSI (NCCLS), mporokon EP17-A2 (7) u cocrasisier
5,60 E/JI.

TouHocTh M Npenu3uOHHOCTb

Hoemopsemocms (npeyusuonnocms pesyiomamos paoa
usmepenuii)

[TOBTOPSIEMOCTh COTIACHO PEKOMEHAALHMSM, COLCPKAIIUMCS B
npotokoie Valtec (8),c ananusom o6pasios 20 pas:

B 2 KOHTPOJIBHBIX 0bpasua
m 3 00pasios (auskas / cpequss / BHICOKas KOHIEHTPAIMH)

Cpe;u{elez ;Jl;aqeune KB (%)

KouTtponbubiit o6paserr 1 42,21 2,71
KouTtponbHbIii 06paserr 2 123,45 1,43
Ob6paser 1 21,76 2,32
O6pasers 2 38,36 2,01
OG6paszer; 3 145,42 1,08
Bocnpouseooumocms (06uan npeyusuonnocniv)
BocnpouzoaumMocTs, COTJTIaCHO PEKOMEHTAIHIM,

npencrasiendsiM B CLSI (NCCLS), nmporokon EP5-A2 (9) ¢
IBYKPaTHBIM aHau30M 00pasioB B Teuenne 20 nuelt (2 cepum
B JIEHD):

B 2 KOHTPOJILHBIX 00pa3sia
2 00pa3ioB (cpeHss / BBICOKask KOHLEHTPALIUH)

CpeL[HeE /:c;aqenue KB (%)
KonTtponbHslii 06paser 1 41,58 3,1
KouTposbHblii 06paser 2 126,33 2,5
Oo6paser 1 42,87 3,6
Oobpasers 2 348,17 5,0

Juanazon u3mepenuii M

AHanmu3 TOATBepIWI AWana3oH wusMmepenuit or 5,6 E/JI mo
600,0 E/JI.

Juana3on wu3Mepenuii pacmuped go 1800,0 E/JI  mnpwu
ABTOMATHYECKOM TOCT-Pa3BeICHHH.

JIuneitHOCTh peareHTa oleHuBanach 10 3Hauenust 600,0 E/JI B
COOTBETCTBHH C PEKOMEHIAIMAMH, H3I0KEHHBIMU B TIPOTOKOJIC

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

Koppensigus |

Basatele y nanuenTa o0pasisl: ChIBOPOTKA

KonnuecTBo B3sTHIX y nareHTa oopasuos: 107

O0pa3ipl KOPPEIUPYIOT C KOMMEPUECKUM PEareHTOM, B3STHIM B
KauecTBE ATAJOHHOTO CTaHAApTa COIIACHO PEKOMEHIAIUSIM,
msnokenasivMu B mpotokosie CLSI (NCCLS), EP09c (11).
3HaueHus HaAXOIWIKCh B auanasone ot 6,4 E/J1 no 554,4 E/J1.
dopmyna 1y aJUIOMETPUUYECKOM JIMHUM, MOJIy4eHHas C
TIOMOIIBI0  perpeccoHHoi Metoanku Ilaccuara — babnoka
(12), BBITISLANT CIEAYOMIAM 00pa3oM:

Y =0,9878 X + 0,9814 (E/J)

Ipu 3ToM kosddurenT koppensun r2 = 0,996.

Memmaromue BIAsTHHS |

I'emormnoGuH: 3HaUNMOTO BIHSHHA He HaOmomaeTcs
BIUIOTH [0 3HadeHus 56 mrmomns/JI
(96 mr/nJI).

Tpurauuepup: 3HaYMMOTO BIUSHHSA He HaOmoxaercs
BIUIOTh JI0 KOHLICHTPALMU KOHIICHTPALMN
TPUTIHALEPHUIOB 2,71 MMOIIB/J1
(237 mr/nJI).

OOmwuit 3HaUNMOTO BIMSHHUA HE HaOmMomaeTcs

OunupyOuH: BIUIOTH 10 3HadeHus 415 mxmons/JI
(24,3 mr/nJI).

[psmoit 3HaYMMOTO BIMSHHUA HE HaOII0AaeTCs

OunupyOuH: BIUIOTH 10 3HadeHus 434 mxmons/JI
(25,4 mr/nJI).

[pucyrcreue B obpasie cynbdacanazuHa WA

Cynb(hanupuIHa MOXKET IPUBECTH K JIOXKHBIM Pe3yIbTaTaM.

Jpyeue ozpanuuenus oanvt HAnzom (Young) e eude nepeuns
JIeKAPCMBEHHbIX NPEnapamos U Nepemennbix, NOIY4EHHbIX Npu
npedeapumenvHoM GHANU3E, C UECCHIHLIM GIUAHUEM HA MY
memoduxy (13, 14).

CTa0UIbHOCTH KAJIMOPOBKH

Pearentr kamubpyror B jgeHb 0. CTaOMIBHOCTH KaaHOPOBKH
MIPOBEPSIOT MyTEM aHaIU3a 2 KOHTPOJIbHBIX 00pa3oB.
CTaOMIbHOCTh KATHOPOBKHU COCTaBISCT 8 IHEH.

Ipumeuanue. Ilosmopnas ranubposka pexomendyemcs npu
UBMEHeHUU Napmuu peazeHmd, d MAaKdice eciu pe3yibmanbvi

fMBMSHCHI/Ie: HU3MEHEHUA MIpeacia 06Hapy)KCHI/lﬂ.

9M3MeHeHHe: 100aBIICHBI aHHBIC.

MY3menenye: H3MeHeHNe uanasoHa HU3MEepeHUH.

iI/ISMeHCHHC: W3MCHEHHE KOPPEIALNHA.

jI/ISMEHeHMe: HU3MCHCHHEC nﬂq)opmauym 0 MCIIAKIIUX BIAAHUAX.
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ananuza KOHMPONs BbIXOO0SIM 3a npeoeivl YCMAHOBLEHHO20
ouanaszoua.
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