gt Digitally signed by Iurchevici Valerigyindray
4t 20851119 13:43:39 EET
u amy I

Gamma]-) ransferase Ki
(Szasz Réwvd)yIMde dsigy Signature C €m3
Order Ibfoemtitina Moldova

ckage size
1 0 x35'mL + R2: 2x18 mL
105-000856-00 R1: 6x40 mL + R2: 2x32 mL
105-004594-00 R1: 6x57 mL + R2: 3x32 mL

Intended Purpose

In vitro test for the quantitative determination of
Gamma-Glutamyltransferase (GGT) activity in human serum and plasma on
Mindray BS series chemistry analyzers. Itis intended to be used for aiding to
diagnose and monitoring hepatobiliary diseases.

Summary®?

Gamma-Glutamyltransferase (EC 2.3.2.2, GGT) is a transferase, catalyzes
the transfer of the gamma -glutamy! group from peptides and compounds to
an acceptor. It is widely distributed in tissues, particularly in the liver,
pancreas, renal tubule and intestine. The measurement of GGT is often used
in the diagnosis and monitoring of hepatobiliary diseases. Increased GGT
activity can indicate the damage of hepatobiliary tissue. GGT test is also
used for monitoring of chronic alcoholism in combination with other
laboratory tests.

Assay Principle

UV-assay for the quantitative determination of gamma-glutamyltransferase
(GGT) according to Szasz.

L-y-glutamyl-3-carboxy-4-nitroanilide + glycylglycine

GGT
<——"L-y-glutamyl-glycylglycine + 5-amino-2-nitrobenzoate
Gamma-glutamyltransferase transfers the gamma-glutamyl group of
gamma-glutamyl-3-carboxy-4-nitroanilide to glycylglycine with the
production of p-nitroaniline. The amount of 5-amino-2-nitrobenzoate results
in the elevated absorbance which is directly proportional to the activity of
GGT in the sample.

R Ci
R1; Tris buffer 85 mmol/L
glycylglycine 550 mmol/L
R2; L-y-glutamyl-3-carboxy-4-nitroanilide 15 mmol/L
sodium azide 0.025%
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Storage and stability
Up to expiration date indicated on the label, when stored unopened at 2-8°C
and protected from light.
On board in use, the reagents are stable for 30 days when refrigerated on
the analyzer.
Contamination must be avoided.
Do not freeze the reagent.
Specimen collection and preparation
B Specimen types
Serum, lithium heparin or K»-EDTA plasma are suitable for samples.
® Preparation for Analysis
1.Use the suitable tubes or collection containers and follow the instruction of
the manufacturer; avoid effect of the materials of the tubes or other
collection containers.
2.Centrifuge samples containing precipitate before performing the assay.
3.Specimens should be tested as soon as possible after sample collection
and pre-analytical treatment.
m Sample Stability?
7 days at 15-25°C
7 days at 2-8°C
1 year at (-25)-(-15)°C
For longer storage periods, samples should be frozen at (-20°C)5. Sample
stability claims were established by manufacturer and/or based upon
references, each laboratory should establish its own sample stability criteria.
Reagent Preparation
R1 and R2 are ready to use.
Please perform scheduled maintenance and standard operation including
calibration and analysis to assure the performance of measurement system.
Materials required but not provided
1.General laboratory materials: NaCl solution 9 g/L (saline),
distilled/deionized water.
2.Calibrator and Control: Please check the section of reagent instruction of
Calibration and Quality Control.
3.Mindray BS series chemistry analyzers and General laboratory equipment.

Assay procedure
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Parameters Item BS-800 chemistry analyzers
Assay type Kinetic
Wavelength (Primary/Secondary) 412/546 nm
Reaction direction Increase
R1 180 pL
Sample or Calibrator 18 pL
Mix, incubate at 37°C for 1 min, then add:
R2 45 plL

Mix thoroughly, incubate at 37°C for 1 min,
measure the absorbance value continuously within further 3 min
Then calculate AA/min
Parameters may vary in different chemistry analyzers, may adjust in
proportion if necessary. For Mindray BS series chemistry analyzers, Reagent
Parameters is available on request. Please refer to the appropriate operation
manual for the analyzers.
Calibration
1.1t is recommended to use the Mindray Calibrator (Multi Sera Calibrator:
105-001144-00 or other suitable calibrators) and 9 g/L NaCl (saline) for
two-point calibration. Traceability of the Mindray Multi Sera Calibrator can
refer to the calibrator instructions for use of Mindray Company.
2.Calibration frequency
Calibration is stable for approximately 30 days on BS-800 chemistry
analyzers. The calibration stability may vary on different instruments,
each laboratory should set a calibration frequency in the instrument
parameters appropriate to their usage pattern.
Recalibration may be necessary when the following occur:
« As changed reagent lot.
« As required following quality control procedures or out of control.
« As executes specific maintenance or troubleshooting procedure of
chemistry analyzers.
3.The calibrator values are lot-specific with the matched models listed in the
value sheet.
Quality control
1.1t is recommended to use the Mindray Control (ClinChem Multi Control:
105-009119-00, 105-009120-00 or other suitable controls) to verify the
performance of the measurement procedure; other suitable control
material can be used in addition.
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2.Two levels of control material are recommended to analyze each batch of
samples. In addition, the control should be run with each new calibration,
with each new reagent cartridge, and after specific maintenance or trouble
shooting procedures as detailed in the appropriate system manual.

3.Each laboratory should establish its own internal quality control scheme
and procedures for corrective action if control doesn’t recover within the
acceptable tolerances.

Calculation

The BS series chemistry analyzer detects the change of absorbance(AA/min)

and calculates the GGT activity of each sample automatically with a specified

calibration curve from calibration process.

Conversion factor of conventional units (U/L) into S.I. units (pkat/L):

1 U/L =16.67x1073 pkat/L 1 pkat/L = 60 U/L

Dilution

If the value of sample exceeds 650 U/L, the sample should be diluted with 9

g/L NaCl solution (saline) (e.g. 1+19) and rerun; the result should be

multiplied by 20.

Expected values

Sample Type Units
Male 10-60 U/L
Adults®
Female 7-45 U/L
28 days - <6 months 9-150 U/L
Serum/ 6 months - <1 year 6-31 U/L
Plasma
Children’ 1- <13 years 5-19 U/L

Male: 8-40 U/L

Female: 6-26 U/L
The expected value is provided from reference, and Mindray has verified the
expected values of adults by 340 serum samples of people from China.
Each laboratory should establish its own reference intervals based upon its
particular locale and population characteristics since expected values may
vary with geography, race, sex and age.
Performance Characteristics
®m Analytical Sensitivity
The Gamma-Glutamyltransferase Kit has an analytical sensitivity of 4 U/L on
BS-380. Analytical sensitivity is defined as the lowest concentration of
analyte that can be distinguished from a sample that contains no analyte. It
is calculated as the value lying 3 standard deviations above that of the mean
from 20 replicates of an analyte-free sample.

13 - <18 years
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B Measuring range

The Mindray BS series systems provide the following linearity range:
Sample Type Units
Serum/Plasma 4-650 U/L

A high GGT activity sample (approximately 650 U/L) is mixed with a low
activity sample (<4 U/L) at different ratios, generating a series of dilutions.
The GGT activity of each dilution is determined using Mindray System, the
linearity range is demonstrated with the correlation coefficient r>0.990. The
reportable range is 4-13000 U/L.

B Precision

Precision was determined by following CLSI Approved Guideline EP05-A38,
each sample was assayed 2 times per run, 2 runs per day, a total of 20 days.

The precision data of controls on BS-380 are summarized below*.

Specimen Type Mean y Within-Lab
(N=80) (U/L)  sp(U/L) CV % SD(U/L) CV%

Control Level 1 52.54 0.41 0.78 0.85 1.61

Control Level 2 227.50 1.61 0.71 3.49 1.53

*Representative data, results in different instruments, laboratories may vary.

® Analytical Specificity

The samples with different concentration interfering substance were
prepared by addition of interferent to human serum pools, and recovers are
within £10 % of the corresponding control value to be considered as no
significant interference.

No significant interference was observed when the following substances
were tested for interference with this methodology. The data of interference
studies on BS-380 are summarized below.

Interfering Interferer.n Analyte. Rel?tiye
Substance ¢ anen ¢ D
(mg/dL) (u/L) (%)*
Ascorbic acid 30 137.93 +0.87
Hemoglobin 500 51.10 +2.87
Bilirubin 40 51.70 +2.80
Intralipid 500 54.07 -1.00

*Representative data, results in different instruments, laboratories may vary.
In very rare cases gammopathy, in particular type IgM, may cause
unreliable results®.
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® Method Comparison

Correlation studies were performed using CLSI Approved Guideline
EP09-A310, The Mindray System (Mindray BS-2800M/Mindray GGT Reagent)
(y) was compared with comparison system (BECKMAN COULTER AU5800/
BECKMAN COULTER GGT Reagent) (x) using the same serum specimens.
The statistical data obtained by linear regression are shown in the table
below *:

- " Correlation Sample Concentration
Regression Fit N ) (N) Range (U/L)
y=0.9971x+0.7857 0.9998 223 10.09-601.84

*Representative data, results in different instruments, laboratories may vary.

Result interpretation

The results could be affected by drugs, disease, or endogenous

substances®!l. When the reaction curve is abnormal, it is recommended to

retest and check the result.

Warnings and precaution

. Forin vitro diagnostic use only. For laboratory professional use.

2. Please take the necessary precautions for handling all laboratory
reagents.

-

3. Please confirm the integrity of the package before use. Do not use the
kits with damaged packages. The reagents avoid direct exposure to
sunlight and freezing. The results can’t be assured when stored at
inappropriate condition.

4. If unintentionally opened before used, store the reagents tightly capped
at 2-8°C and protected from light, and the stability is equally to in-use
stability.

5. Do not mix reagents with different lots and bottles.

Do not use the reagents beyond the expiration date and the in-use date.
Do not mix fresh reagents with in-use reagents.
Avoid the formation of foam.

6. Instability or deterioration should be suspected if there are visible signs
of leakage, precipitates or microbial growth, or if calibration or controls
do not meet the insert and/or the Mindray System criteria.

7. Reliability of assay results cannot be guaranteed if the instructions in this
package insert are not followed.

8. Preservative contained. Do not swallow. Avoid contact with skin and
mucous membranes.

9. When the reagents accidentally enter the eyes and mouth, or contact

with the skin, immediately wash with plenty of water. If necessary, visit
the doctor for further medical treatment.
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10.Safety data sheet is available for professional user on request.
11.Disposal of all waste material should be in accordance with local
guidelines.
12.All human material should be considered potentially infectious.
13.All identified risks have been reduced as far as possible without adversely
affecting the benefit-risk ratio, and the overall residual risk is acceptable.
14.Any serious incident that has occurred in relation to the device shall be
reported to the manufacturer and the competent authority of the Member
State in which the user and/or the patient is established.
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Temperature Catalogue
Manufacturer
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Keep away from sunlight
Indicates a medical device that needs protection from light sources

© 2022-2024 Shenzhen Mindray Bio-Medical Electronics Co., Ltd. All rights
Reserved
Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Address: Mindray Building, Keji 12th Road South, High-Tech
Industrial Park, Nanshan, Shenzhen, 518057, P. R. China
E-mail Address: service@mindray.com
Website: www.mindray.com
Tel: +86-755-81888998; Fax: +86-755-26582680
EC-Representative: Shanghai International Holding Corp.
GmbH(Europe)
Address: EiffestraBe 80, Hamburg 20537, Germany
Tel: 0049-40-2513175; Fax:0049-40-255726
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Ha6op ans onpepeneHns raMma-

rnyramunTpaHcdepassl, 3eiiy/IFCC metoa 0123
op Ans ogop
N2 kar. Pasmep ynakoBku
105-000817-00 R1: 4x35 mn + R2: 2x18 mn
105-000856-00 R1: 6x40 mn + R2: 2x32 mn
105-004594-00 R1: 6x57 mn + R2: 3x32 mn

LieneBoe Ha3HaueHne
AHanus in  vitro ansa KONM4YeCTBEeHHOro onpeaeneHus AKTUBHOCTU
ramma-rnytamuntpaHcedepasbl (GGT) B CbIBOPOTKE W MNna3me KpoBU
u; Ha 6uo: KNX Topax Mindray cepuu BS. [aHHblit
aHanu3 npeaHasHayYeH aAns UCnonb3oBaHWsA B AMArHOCTUKE v Hasﬂ}O[JSHMﬂ
3a TeyeHueM 3a6oneBaHNit NeYeHN 1 XKENYHbIX NyTeit.
KpaTtkas cnpaBka'?
Famma-rnytamuntpaHcdepasa (EC 2.3.2.2, GGT) siBnsetcs TpaHcdepasoin u
KartanusnpyeT nepeHoc I'aMMa’I'ﬂyTaMMﬂOBOﬁ rpynnbl OT NenTMaoB 1 COEAIAHEHIAIZ
K akuenTopy. OHa MpUCYTCTBYET BO MHOTUX TKaHSX, B YacTHOCTW, B MeYeHM,
TNOZKENYAOUHOM Xenese, MOYeYHOM KaHanlbLe U KuleuHuke. Msmepenne GGT
4acTo MCMO/Nb3YeTCA MPU AMArHOCTUKE W MOHUTOPWHIe 3aGonesaHuii nedeHn.
MoBbilweHe akTMBHOCTM GGT MOXET yKa3blBaTb Ha NOBPEXAEHME TKaHN NeYeHm.
AHanus GGT Taloke WCTIoNb3YeTCs A1 MOHWTOPUHTA XPOHUYECKOTO alkoroNsMa B
COYETaHNM C APYMMM NTaGOPATOPHBIMU TeCTaM.
MpuHunn aHanusa
YO MeTos KONMYECTBEHHOTO OMpeaeNeHns raMMa-ryTaMunaMUHoTpaHchepasbl
(GGT) no Szasz.
L-y-rnyTamun-3-kap6okcu-4-HUTPOAHUANA + FANLMAFANLNH

GGT
<= L-y-rnyTaMun-raMumunranumnH + 5-aMmuHo-2-HuTpobeHsoat
FaMMa-rnyTammnammHoTpaHcdepasa  NepeHocuT — ramma-ryTamuioByto
rpynny c ramma-rnyTamun-3-kap6oKcu-4-HUTPOAHUNNAA Ha FAMLMATANUMH C

p HWEM M-HUTPO . O6pasytowmiics 5-amMnHo-2-HUTpo6eHsoaT
NpUBOAWT K YBENWYEHUIO MOT/OWEHNs, MPAMO  NPONOPLMOHANLHOMY
akTuBHocTM GGT B npobe.

PeareHTbl n Thbl
R1; Tpuc-6ycdep 85 MMonb/n
FANUUATANLUH 550 mmonb/n
R2; L-y-rnyTamun-3-kap60oKcu-4-HUTPOAHUNA 15 MMonb/n
asna HaTpus 0,025%
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XpaHeHue n cTabunbHOCTb
Mcrnons3oBaTe 10 UCTEYEHWsi CPOKA FOAHOCTY, YKA3aHHOrO Ha STUKETKe, npu
XpaHeHun B HepacrneyaTtaHHoM Buae npu 2-8°C B 3alLMLLEHHOM OT CBETa MecTe.
I'Ipvl NCNONb30BaHUM B aHanusaTtope peareHTbl cTabunbHbl B TeyeHne 30
CYTOK NMpu XpaHeHnu B OX/1aXAEHHOM COCTOAHUU Ha aHanusaTope.
HEOGXOIJVIMO nsberaTtb 3arps3HeHus.
He 3amopaxwuBaiite peareHT.
OT60p 1 noaroToska o6pasuos
B Tunbl o6pa3suos
B kauectse Npo6 MOXHO WCMONL30BaTL CbIBOPOTKY, MiasMy C ITUiA-renapuHoM
wnm nnasmy ¢ K>-3ATA.
u MoaroToBKa nepesa aHanAnM3oM
1.Heo6xoAMMO MCMoNb30BaTh MOAXOASIUME MPOBUPKN WU KOHTEWHEPbI ANs
c6opa npob 1 cnenoBaTh MHCTPYKLUMSIM U3rOTOBUTENS; M3beraTb BO3AEWUCTBUS
MaTepuanos NPo6UPOK WK APYrMX KOHTEWHEPOB Ansi céopa npob.
2.Mpo6bl, conepxaline 0CaAoK, Nepesl NpoBeAeHNEM aHann3a HeobXoanuMo
LeHTpUdyrmposars.
3.06pa3ubl nocne cbopa U npeaBapuTenbHoi 06paboTku  cneayeTt
npoaHanu3npoBaTh Kak MOXHO CKopee.
B CtabunbHOCTb Npo6*
7 nHel npu 15-25°C
7 nHelt npu 2-8 °C
1 roa npm (-25)-(-15)°C
Ans 6onee ANNTENbHOTO XpaHeHUs NPo6bl HEO6XOAMMO 3aMopaXuBaTb Npu
Temnepatype (-20 °C)°. Tpe6oBaHus K CTabunbHOCTM 06pasuos 6binn
YCTaHOBNIEHbl W3rOTOBMTENEM W/WAM OCHOBaHbI Ha 3TanoHax, Kaxaas
naGopaTopusi [ONMXKHa yCTaHaBNMBaTb CBOM COGCTBEHHble KpuTepun
CcTabunbHOCTM 06pasLIoB.
MoaroTtoBka peareHToB
PeareHTbl R1 1 R2 roToBbl K MCMO/b30BaHMIO.
BbINONHANTe NnaHoBoe TexHMYeckoe O6CIyXMBaHME U CTaHAapTHble
onepauuy, BKIlovas KaubpoBKY M aHanu3 CUCTeMbl, YTOGbI rapaHTMpPOBaTL
paboToCNOCO6HOCTL aHANNTUHECKOH CUCTEeMbI.

P 7 Pble He npeAc B
1.06bl4Hble nabopatopHble MaTepuanbl: PactBop NaCl B KoHUeHTpauuu 9 r/n
(chmanonormueckuii pacTeop), AMCTUNINPOBaHHAS/ AGMOHN30BaHHas BOAA.
2.Kanu6patop 1 KOHTponb: O3HaKOMbTECb C pasAenioM MHCTPYKUuW Mo
NPUMEHEHNIO peareHToB «KanubpoBka 1 KOHTPONb KayecTsa».
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3.Xumnyeckvne aHanusatopbl Mindray cepum BS wu nabopatopHoe
o6opyaoBaHue obLiero HasHaYeHus .

MeToanka KO/IMMECTBEHHOro aHanunsa

XuUMUyeckue aHanusaTopsbl
NapameTpbl
-800
Tun aHanusa KuHetnueckan
AnvHa BONHbI 412/546 Hm
(nepBuYHas/BTOpUYHAN)
Hanpasnenue peakunn YBenuuenne
R1 180 mkn
Mpo6a unn kanuépaTtop 18 mkn
Mepemeluaiite, MHKY6UpyiiTe B TeueHne 1 MUHYT npu 37°C, 3aTeM
AobasbTe:
R2 45 mkn

TwaTtenbHO nepemellaiite, 3aTeM UHKY6UpyWTe npu 37 °C B TeyeHue
1 MWH, U3MepsiiTe 3HaYEHWe MoroLaloLLei Croco6HOCTU HeMnpepbIBHO
B TeyeHue cneayowmnx 3 MUHYT 3aTeM paccyuTaiite AA/MUH
MapaMeTpbl MOFYT OTAMUYATLCA Ha Pa3HbIX XMMUYECKUX aHannusaTopax, npu
HEo6X0ANMOCTM  WMX  MOXKHO MPOMOPUMOHANbHO  KOppeKkTMpoBaTh. [ns
XMMMYeckux aHanmsaTtopos Mindray cepuv BS napaMeTpbl Ans peareHTos
npefocTapnslOTcA  no  3anpocy. OBpaTuTecb K - COOTBETCTBYIOWEMY
PYKOBOACTBY MO 3KCMlyaTaUMmM 3TUX aHann3aTopos.
Kanu6poBka
1.PekomMeHayeTcs ucnonb3osaTb Kkanubpatop Mindray (CblBOPOTOYHBIN
MynbTuKanuépaTop: 105-001144-00 wmnn  Apyrve  noaxoasiwe
kanuépatopel) 1 9 r/n NaCl (¢huspacTBop) Ans ABYXTOUEHYHO KannbpoBKu.
MHdopMaumio 0 npocnexmnsaemMocti CbiBOPOTOUHOTO My/bTUKanubpaTopa
Mindray cM. B WHCTPYKUMM MO MCMONb30BaHMIO KanubpaTopa KoMnaHum
Mindray.
2.YactoTa kannbposku
KannbpoBka Xumuyeckux aHanusatopos BS-800 ctabunbHa B TeyeHue
npuénusutensHo 30 cyTok. [Ns pasHbiX NpuGOPOB CTabUIbHOCTL
KanubpoBKM MOXET OTMJaTbCA; Kaxaoi naGopatopun — cneayet
YCTaHOBUTL YacTOTy KaMGPOBKY B NapaMeTpax NpuGopa B COOTBETCTBUM
CO CBOMM PEXMMOM MCMO/b30BaHMS.
MoxeT NoHafo6uTLCS MOBTOPHAs KanubpoBka MPWU  BO3HUKHOBEHUM
cneayiowmx o6CToATeNbCTB:
« Mpu U3MEHEHUM NapTUK peareHTa.
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« CornacHo TpeboBaHuO cobniopaembix npoueayp KOHTPONs KavecTsa
wnu  npu  Bbixoae 3HaYeHuin ANA  KOHTPO/JIbHOrO Martepuana 3a
AONyCTUMbIE Npeaensl.

. I'Ipvl BbINOTHEHMN KOHKDETHOVI npoueaypbl no TeXHU4Yeckomy
OGCﬂ\/)KVIEaHVIIO Win  yCTpaHeHUK HencnpaBHOCTU BroXUMUYECKNX
aHanM3aTopos.

3.3Havenns ana Kaﬂl’lepaTOpa 3aBUCAT OT NapTuM C COOTBETCTBYHOLMMU
MoAensiMn, yKasaHHbIMU B TaGI’IML\e 3HaYeHWiA.

KoHTponb kavectBa

1.PekomeHayeTcs UCMob30BaTh KOHTPONb Mindray (KnnHuko-xuMuyeckuin

MyNnbTUKOHTpPONb:  105-009119-00, 105-009120-00 wnu  gpyroit

MNOAXOASILUMIA KOHTPO/IbHBIA MaTepuan) Ans nposepku 3(ddeKTUBHOCTM

npoueaypbl U3MepeHusi; AOMNOSIHUTENIbHO MOXHO MCNoNb30BaTh Apyrue

noaxoasiume KOHTPONbHbIE MaTepuanbl.

.PEKOMEHAYETCH NCNoNb30BaTk ABa YPOBHS KOHTPOJIbHbIX MaTepuanoe ANs

aHanusa Kkaaoi napTuu npob. KpoMe Toro, 3TOT KOHTPONb Cieayet

obpabaTbiBaTb ANS KaXAOH HOBOW KanMBPOBKM, KaX/0ro HOBOrO KapTpuaxa

C peareHTam1 W Noc/ie ONpeaeseHHoro TEXHUYECKOro o6CyXuBaHMs Ui

YCTPaHeHWs Heronadok, O 4YeMm MoApo6HO HamMcaHo B PyKOBOACTBaX

COOTBETCTBYIOWYMX CUCTEM.

3.B «kaxaoit nabopaTopuu cneAyeT YCTaHOBWUTb COGCTBEHHYIO CXeMmy
KOHTPONIA KayecTsa U NOPAAOK BbIMOHEHNS KOPPEKTUPYIOWUMX AEHCTBUN,
€CNN KOHTPO/bHble MaTepuasibl He BOCCTaHaB/MBAIOTCS B npeaenax
AONYCTUMbIX OTKOHEHMIA.

Pacuer

XuMuyeckuii aHanusatop cepum BS onpeaensieT usMeHeHwe nornoweHns

(AA/MWMH) M aBTOMAaTMYECKM paccuWUTbIBAeT aKTMBHOCTb GGT Ans Kaxaow

npobbl C yKasaHHOW KanWBpOBOYHOW KPUBOM, MONYy4YeHHOW B npoLecce

KanubpoBKu.

KoadduumeHT npeobpasosaHns TpaaMLMOHHbIX eanHuu (EA/n) B eanHnub!
CW (mkkat/n):

1 Ea/n =16,67%10°3 mkkat/n 1 mkkat/n = 60 Ea/n

PasseneHune

Ecnu 3HaueHne npo6bl npesbiwaeT 650 Ea/n, npoby HeobxoanMo pas3taBuTb

pactsopom NaCl 9 r/n (dpuspactBopom) (Hanp. 1+19) 1 NOBTOPUTL aHanus;

NONYYEHHBI Pe3y/bTaT CeAyeT YMHOXMUTL Ha 20.

N
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Tun npo6bi ERMHMLLI
usMepeHus
My>XumHb! 10-60 Ea/n
Bapocnbie® dKeHWMHbI 7-45 Ea/n
28 AHeli - <6 mecsues 9-150 Ea/n
Ceteoporica/ 6 Mecsues - <1 roaa 6-31 Ea/n
Mnasma
Hetn’ 1- <13 ner 5-19 Ea/n

MypxcunHer: 8-40 Ex/n
KenuupHel: 6-26 Eg/n
Mpeanonaraemoe 3HaueHue MOMy4YeHO Ha OCHOBe pedepeHcHoro obpasua,
KoMnaHus Mindray noaTeepauna 370 3HauyeHMEe C MCronb3oBaHueM 340 npobbl
CbIBOPOTKY, B3STOW Y B3pOC/IbIX Jitofel B Kutae.
Kaxpas nabopatopusi AOMKHA YCTAHOBMTb CBOM COGCTBEHHbIE PeepeHcHble
WHTEPBa/Ibl B 3aBUCMMOCTU OT €€ KOHKPETHOIO PacrosioXeHUst 1 NonyisuMOHHbIX
XapaKTEPUCTUK, MOCKONbKY npeanonaraeMble 3Ha4yeHust MOryT OT/iM4atbCs B
3aBICMMOCTY OT reorpachm, packl, nona 1 Bo3pacra.
Pa6oune xapaKTepucTmku
B AHanmTMuyeckas YyBCTBUTE/IbHOCTb

13 -< 18 ner

AHanuTyeckas 4YBCTBUTENBHOCTL Habop s onpezeneHus
raMMa rnyTammnTpaHcdepasbl Ha aHanusatope BS-! 380 cocraensietr 4 En/n.
Kas  4yBC OCTb O KaK

KOHLIEHTPaLNs aHannTa, Mo KOTOPOI MOXHO OT/IMUMTL oGpaaeu, He coaepXalLnit

3TOT aHa/MUT. OHa PaCCUNTBLIBAETCS KaK 3HaUYeHMe, Ha 3 CTaHAaPTHbIX OTKIIOHEHNS!

npeBbillaloliee CpeAHee 3HaueHue, MosydeHHoe M3 20 MOBTOPHbIX aHaIM30B

Npo6bl, HE COAEPXKALLErO aHaNM3MPYEMOTO BelLleCTBa.

® [lnanasoH usMepeHwii

Cucrembl Mindray cepumn BS ofecneunBaloT cieyoLmii AnanasoH JIMHEHOCTU:

Tun npo6bl p

CbIBOpOTKa/MasmMa 4-650 Ea/n

CwelLuaifTe npoby ¢ Bblcokoit GGT  (NpubnusutensHo 650 en./n) ¢ Npoboi ¢ HU3KoM
aKTUBHOCTBIO (<4 eA1./11) B paBHbIX COOTHOLLEHUSIX /15 MONYYEHNS CepUM pasBeaeHUiA.
GGT KaX/0ro passefieHus OnpeAensieTcs C NOMOLLbI0 cucTeMbl Mindray, AnanasoH
JIMHEHOCTM  iIeMOHCTpUpYeTcs ¢ koabdmumeHToM  koppensim  r=0,990.
PerucTpypyembiii ivanasoH coctaensiet 4-13000 Ea/n.

B MpeunsmoHHOCTb

MpeLM3MOHHOCT OMpeAensinack C MOMOW b0 CEAYIOWEro 0A06PEeHHOro
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CLSI pykoBoacTea EP05-A38, kaxgas npoba aHanusmposanack no 2 pasa sa
oaHy o6pabotky, 2 o6paboTku B cyTku, Bcero 20 cyToK. [laHHble
NpeLn3noOHHOCTM KOHTPOIbHbIX MaTepuanos Ha BS-380 npuBeaeHbl HUxe*.

Tun o6pasuos  Cpeanee b
(N=80) (En/n)  sD(Ea/n) CV% SD (Ea/n) CV %
KOHTpOnsHb I ypoBer 1 52,54 0,41 0,78 0,85 1,61
KOHTpONsHbIif ypoBerb 2 227,50 1,61 0,71 3,49 1,53
AaHHble, Ha paskbIX MPUGOPaX M B PasHsIX
NaGopaTOPUSIX MOTYT OT/INUATLCS.

B AHanuTtMuyeckas cneunm@duyHOCTb

Mpobbl C pasnnMyHOW KOHUEHTpauuein uHTepdepvpylollero BellecTsa
roToBWIN NyTem [JO6aEﬂeHVIﬂ Mewawulero sewecrsa K nynam yenoBeyeckon
CbIBOPOTKM, ¥ OTCYTCTBMEM 3HAYUMOIO Melaruero EOH}JSﬁCfﬁVlﬂ cYynTanocb
BOCCTaHOBNeHWe B npeaenax £10% OT COOTBETCTBYHOLLEr0 KOHTPOIbHOIO
3Ha4YeHus.

He Habniofanu 3HauMMoro Meluaiowlero BO3AENACTBUS yKa3aHHbIX Aanee
BELeCTB MpU MCCIeA0BaHNAX BMECTE C HUMM C UCMO/b30BaHWEM AaHHOM
mMeToaonorn. [laHHble UCCNeaoBaHns Mellallux matepuanos Ha BS-380
npuBeAeHbI HMXe.

Mewatowee K TPauua O

BeuecTso KOHUeHTpaums aHanuTa OTK/IOHEHNe

(mr/an) (Ea/n) (%)*

AckopburHoBas KucioTa 30 137,93 +0,87

FemMorno6uH 500 51,10 +2,87

Bunupy6un 40 51,70 +2,80

WHTpanunua 500 54,07 -1,00

AaHHble, Ha pasHbix 1pubopax n B pasHbix

n1abopatopusix MOryT OT/INYATLCA.

B ouyeHb peakux CNyyasx raMMonaTWs, B 4acTHOCTW Tun IgM, Moxer
NPUBECTM K HEHAAGXHBIM pe3ynbTatam®.

® CpaBHeHne MeToA0B

ViccnenoBaHisi KOpPensiLM BbIMOMHSUIUGE C UCMONb30BaHNWEM 0f06peHHoro CLST
pykoBoacTBa EP09-A3 10, Ciuctema Mindray (Mindray BS-2800M/peareHT Mindray
GGT) (y) cpaBHMBanacb C cucteMol cpaBHeHuss (BECKMAN COULTER
/AU5800/peareHT BECKMAN COULTER GGT) (X) € UCMONb30BaHWEM OAMHAKOBbIX
06pa3sUoB  CbIBOPOTKW. ~ CTaTUCTUYECKUE AaHHblE, MOJyYeHHble JIMHEHON
perpeccyieit, NokasaHbl B Tabnnue Hbke*:
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y K T Mpo6a AvanasoH
perpeccum (r) (N) (Ea/n)
y=0,9971x+0,7857 0,9998 223 10,09-601,84
paHbie, Ha paskbIX [IPUBOPaX U B PasHbiX

1a6OPATOPUSIX MOTYT OTNYATHCS.

WHTepnpeTaumsa pesynbTaToB

Ha pesynbTaTbl MOryT BAWSITb NIEKAPCTBEHHbIE CPEACTBA, 3a60neBaHust Wi
sHAoreHHble Bewectsa®!l, Ecnu  rpaduk peakuuu OTKIOHsieTC  OT
HOPMasibHOTO, PEKOMEHAYETCS NPOBECTW MOBTOPHBIN aHanus U NpoBepUTL
pesynbTar.

Mpeaynp u Mepbl np TOp ™

1. Tonbko Ana AuarHocTvkn in  vitro. [ns  npodeccroHanbHoro
nabopaTopHOro MpUMEHeHUs.

Heo6xo0anMo cobnoaaTh Mepbl NPeA0CTOPOXHOCTY NpK paboTe co Bcemu
nabopaTopHbIMM peareHTamm.

. Y6eanTech B LLeIOCTHOCTU YNakoBKW Nepez Ucrosib3oBaHneM Habopa. He
ncnonb3yitTe  Habopbl C  MOBPEXAEHHOW ynakoBkoi. WcknouyuTte
BO3AENCTBME Ha peareHTbl MpAMOro  COJIHEUHOro CBeTa W MX
3amopaxuBaHne. [pu  Hecob/loAeHMN  COOTBETCTBYIOWMNX  YCNOBMI
XPaHEeHUs peareHToB NoslyyeHne KOPPEKTHbIX Pe3y/bTaTos aHanu3oB He
rapaHTupyeTcs.

Ecnn peareHTbl 6biM HenpeaHaMepeHHO OTKPbITbl A0 MCMONb30BaHMs,
XPaHWTe NX MIOTHO 3aKPbITLIMKA NPY TeMnepaType 2-8°C W 3alUMLLEHHbIMU
oT cBeTa. B 3T0M cyyae ux CTabWIbHOCTL HE OT/IMYAETC OT CTabUNbHOCTU
NP1 NCMONb30BaHMN.

He aonyckaiiTe cMelwnBaHMs peareHToB U3 PasHbiX NapTuii 1 hnaKoHos.
He ncnonb3yiiTe peareHTbl NOCe UCTEUYEHUS UX CPOKa FOAHOCTU W AaTbl
MCMonb30BaHNsA. He AonyckaiiTe CMELINBAHUS CBEXMX PeareHToB C yxe
UCMO/Ib3yeMbIMU.

W36eraiite o6pazoBaHus NeHbl.

6. CneayeT oxuaaTb MOTEPIO CTABWILHOCTM WM yXyAlWeEHMe KauecTsa npu
Ha/MUMM  BAWMMBIX MPU3HAKOB YTEUKM, BbINAAEHMS OCAAKOB WM pocTa
MMKPOOPraHN3MOB, a Takke ecii kanbpoBKa WM KOHTPO/IbHbIE OnpeaeneHns
He COOTBETCTBYIOT KPUTEPUSM, B JIACTK wwm ans
cucrembl Mindray.

HafexHoCTb pesynbTaToB aHanu3a He rapaHTMpyeTcs B Cryyae
Hecob610AeHNS MHCTPYKLMIA, NPUBEAGHHBIX B AAHHOM TNCTKe-BKNaAbILE.
. CoAepxMT KOHCepBaHT. 3anpelwaeTca npornatbisats. W3sberaiite
KOHTaKTa C KOXeil 1 CIM3UCTbIMU 06010uKaMU.

Mpy cyyaiiHoM NonaaaH1m peareHTa B r1asa Wil PoToBYIO NOMOCTb, @ Takxke
Ha KOXY HEMENEHHO O6WIbHO MPOMOWTE MOpaXeHHbIe y4acTku GoniblunM
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KOMIMYECTBOM BOAbI. Mpy HeO6X0AMMOCTH obpaTvTech K Bpady ANs NoaydeHns
MEAMLMHCKOW NOMOLLN.
10.MacnopT 6e30nacHOCTK MaTepuana npeaocTaBnsercss NpodeccMoHanbHOMY
10/1b30BaTENHO MO 3anpocy.
11.yTVI}1VI33LWIﬂ BCEX 0TX0A0B A0/HKHA NPOM3BOAUTLCSA B COOTBETCTBUN C MECTHBIMU
npasunamun.
12.Becb 4enoBeuveckwit MaTepuan crneayeT CunTaTb  MOTEHUMWAsbHO
VH(EKLMOHHBIM.
13.Bce BbIsiBNEHHbIE pUCKn BblM CHIDKEHDI HACTONbKO, HAaCKOJ/IbKO 3TO BO3MOXHO
6€e3 HeraTMBHOrO BNWSIHASI Ha COOTHOLUEHME MOMb3bl U pucka, un 06LL[VIVI
OCTaTOYHbII PUCK SIBNSIETCA NpUeMIeMbIM.
14.0 n6oM cepbe3HOM WHUWAEHTE, MpoMU3olWealeM B CBS3M C 3TUM
YCTPOWCTBOM, HEOEX0AMMO COO6LLATb NMPOM3BOAUTENIO U KOMMETEHTHOMY
OpraHy CTpaHbl, YHacTHMUKa, K KOTOPOMY OTHOCWUTCS Mosib3oBaTenb u/unu
nauueHT.
Nurepatypa
1.Burtis CA, Ashwood ER, Bruns DE, eds. Tietz Textbook of Clinical Chemistry and
Molecular Diagnostics, 5th ed. Elsevier Saunders 2012;581-582.

2.Thomas L. Qlinical Laboratory Diagnostics: Use and Assessment of Clinical Laboratory
Results. 1st ed. Frankfurt: TH-Books Verlagsgesellschaft 1998; 80-86.

3.Wu, Alan HB. Tietz clinical guide to laboratory tests. 4th ed. Elsevier
Health Sciences, 2006; 470-473.

4.Ehret W, Heil W, Schmitt Y, Topfer G, Wisser H, Zawta B, et al. Use of
Anticoagulants in Diagnostic Laboratory Investigations and Stability of
Blood, Plasma and Serum Samples. WHO/DIL/LAB/99.1 Rev.2:32pp.

5.CLSI. Procedures for the handling and processing of blood specimens;
Approved Guideline-Third Edition. CLSI document H18-A3. Wayne, PA:
Clinical and Laboratory Standards Institute; 2004.

6.WS/T 404.1-2012. Reference intervals for common clinical biochemistry
tests-Part 1: Serum alanine aminotransferase, aspartate
aminotransferase, alkaline phosphatase and y-glutamyltansferase.
National Health Commission of the People’s Republic of China, 2012.

7.WS/T 780-2021. Reference intervals of dinical biochemistry tests commonly used for
children. National Health Commission of the People’s Republic of China, 2021.

8.CLSI. Evaluation of Precision of Quantitative Measurement Procedures;
Approved Guideline-Third Edition. CLSI document EP05-A3. Wayne, PA:
Clinical and Laboratory Standards Institute; 2014.

9.Bakker AJ, Mucke M. Gammopathy interference in clinical chemistry
assays: mechanisms, detection and prevention. Clin Chem Lab Med,
2007,45(9):1240-1243.

10.CLSI. Measurement Procedure Comparison and Bias Estimation Using

Patient Sample; Approved Guideline-Third Edition. CLSI document
EP09-A3. Wayne, PA: Clinical and Laboratory Standards Institute; 2013.

2024-04, pyccxmii 2-8 P/N: 046-024182-00 (3.0)



GGT mindray

11.Young DS. Effects of Drugs on Clinical Laboratory Tests, 5th ed.
Washington, DC: AACC Press; 2000:3-374,3-379.

YcnosHbie 0603HaueHns

Ce.. [l o

In Vitro Diagnostic Unique device European ConsultInstructions  Use-by
medical device identifier Conformity For use date

Ec [Rep| [LOT] X u

Authorized representatlv.e in Batch Code er
the European Community limit

Temperature . Catalogue
Manufacturer number

Al
:—‘o{___
[ ]
Keep away from sunlight
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