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Cat. No.

ackag —
105-002171-00 | MOLDOY AEURQREARNAL |
105-002172-00 R1: 1x40 mL + R2: 1x10 mL
105-002173-00 R1: 2x40 mlL + R2: 2x10 mL

Intended Purpose

In vitro test for the quantitative determination of Lipase (LIP) activity in
human serum and plasma on Mindray BS series chemistry analyzers. It is
intended to be used for aiding to diagnose and monitoring the therapeutic
effect of pancreas related diseases.

Summary®?

Lipases are glycoproteins with a molecular weight of 48000 Da. They are
defined as triglyceride hydrolases which catalyze the cleavage of
triglycerides to diglycerides with subsequent formation of monoglycerides
and fatty acids.

Lipase are produced in the pancreas, also secreted in small amounts by the
salivary glands as well as by gastric, pulmonary and intestinal mucosa. The
activity of Lipase has been measured as an important marker for diagnosis
and monitoring of diseases of the pancreas such as acute and chronic
pancreatitis and obstruction of the pancreatic duct.

Assay Principle

Enzymatic Colorimetric Assay Method Lipase
1,2-O-dilauryl-rac-glycero-3-glutaric acid-(6-methylresorufin) ester%

1,2-O-dilauryl-rac-glycerol + glutaric acid-(6-methylresorufin) ester
Spontaneous decomposition
glutaric acid-(6-methylresorufin) esteré glutaric acid +
methylresorufin
The method for the determination of lipase is based on the cleavage of
specific chromogenic lipase substrate (1,2-O-dilauryl-rac-glycero-3-glutaric
acid-(6-methylresorufin) ester) emulsified in stabilized micro-particles. In
the presence of specific activators of pancreatic lipase as colipase, calcium
ions and bile acids, the substrate is con-verted to 1,2-O-dilauryl-rac-glycerol
and glutaric  acid-(6-methylresorufin)  ester ~which decomposes
spontaneously to glutaric acid and methylresorufin. The increase of
absorbance due to methylresorufin formation, is proportional to the activity
of lipase in the sample.
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C
Tris 40 mmol/L
RL. Desoxycholate 1.8 mmol/L
Taurodesoxycholate 7.2 mmol/L

Colipase >1muU/L
Tartrate buffer 15 mmol/L
R2: Calcium chloride 0.13 mmol/L

1,2-0O-dilauryl-rac-glycero-3-glutaric

N >0.7 I/L
acid-(6-methylresorufin) ester 0.7 mmol/|

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 28 days when refrigerated on the
analyzer.
Contamination must be avoided.
Do not freeze the reagents.
Specimen collection and preparation
m Specimen types
Serum, lithium heparin 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
2 months at (-25)-(-15)°C (Only frozen once)
For longer storage periods, samples should be frozen at (-20°C)*. 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.
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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

Parameters Item BS-800 chemistry analyzers
Assay type Kinetic
Wavelength (Primary/Secondary) 570/700 nm

Reaction direction Increase

R1 200 pL

Sample or Calibrator 2L

Mix, incubate at 37°C for 3 min, then add:
R2 40 pL

Mix thoroughly, after incubate at 37°C for 2 min,
measure the absorbance value continuously within further 2 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.
.Calibration frequency
Calibration is stable for approximately 7 days on BS-800 chemistry
analyzers. The calibration stability may vary in 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.

N
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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.
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 LIP activity of each sample automatically with a specified
calibration curve from calibration process.
Dilution
If the value of sample exceeds 250 U/L, the sample should be diluted with 9
g/L NaCl solution (saline) (e.g. 1+ 9) and rerun; the result should be
multiplied by 10.
Expected values
Sample Type Units
Serum/Plasma < 60 U/L
The expected value is established by Mindray company using 174 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 Lipase kit has an analytical sensitivity of 5 U/L on BS-800. Analytical
sensitivity is defined as the lowest concentration of analyte that can be
distinguished from a sample that contains no analyte. Itis calculated as the
value lying 3 standard deviations above that of the mean from 20 replicates
of an analyte-free sample.
® Measuring range
The Mindray BS series systems provide the following linearity range:
Sample Type Units
Serum / Plasma 5-250 U/L
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A high LIP activity sample (approximately 250 U/L) is mixed with a low
activity sample (<5 U/L) at different ratios, generating a series of dilutions.
The LIP 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 5-2500 U/L.

m Precision

Precision was determined by following CLSI Approved Guideline EP05-A35,
each sample was assayed 2 times per run, 2 runs per day, a total of 20 days.
The precision data of controls on BS-800 are summarized below*.

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

Control Level 1 53.97 1.22 2.25 2.22 4.12

Control Level 2 87.37 1.80 2.06 2.82 3.22

*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-800 are summarized below.

N Interferent Analyte Relative
Interfering N N N
Substance Concentration Concentration Deviation

(mg/dL) (/L) (%)*

Ascorbic acid 30 91.27 +0.55
Hemoglobin 150 92.77 -0.25
Bilirubin 40 94.30 -2.12
Intralipid 500 95.13 +4.55

*Representative data, results in different instruments, laboratories may vary.
Acetaminophen metabolite N-acetyl-p-benzoquinone imine(NAPQI) and
Acetylcysteine that is frequently used as an antidote to Acetaminophen
intoxication may cause falsely low results independently.

In very rare cases gammopathy, in particular type IgM, may cause
unreliable results®.

m Method Comparison

Correlation studies were performed using CLSI Approved Guideline
EP09-A37. The Mindray System (Mindray BS-2800M/Mindray LIP Reagent)
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(y) was compared with comparison system (Mindray BS-2000 / Mindray LIP
Reagent) (x) using the same serum specimens. The statistical data obtained
by linear regression are shown in the table below *:

Regression Fit Correlation ~ Sample  Concentration
9 ient (r) (N) Range (U/L)
y=1.0248x+0.0742 0.9997 116 5.03-241.83

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

Result interpretation

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

substances®8. 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.

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

. 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.

N o=

w

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. 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.

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.
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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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Keep away from sunlight
Indicates a medical device that needs protection from light sources
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Ha6op ansa onpeaeneHys akTMBHOCTM Nnnasbl c 0123
(LIP), dbep TaT 7 p TPKN
MeTon
1) Ans ogop
N2 kar. a. Py
105-002171-00 R1: 1x35 mn + R2: 1x9 mn
105-002172-00 R1: 1x40 mn + R2: 1x10 mn
105-002173-00 R1: 2x40 mn + R2: 2x10 mn

LieneBoe Ha3HaueHue

AHanus in Vitro Ans KOJMYECTBEHHOTO OMpeAeNeHNs akTMBHOCTW Nivnasbl
(LIP) B cCblBOPOTKE W MnasMe KPOBM YeroBeka Ha BUMOXMMUYECKMX
aHanusaTtopax Mindray cepuv BS. [aHHblii aHanu3 npeaHasHayeH ans
MCNONb30BaHNA B AMarHOCTMKE U MOHUTOpWHra 3ddekTa nedyeHus
3a60/1eBaHUiA, CBA3AHHbIX C MOAXKENYA0YHOMN XKenesoi.

Kpatkas cnpaBka'?

Jlunasel — 3TO MMKOMNPOTENHbI C MONEKyNsipHoW Maccoi 48 000 [Aa. OHu
onpeAensioTcA Kak rMaponassl TPUrMUEpWAa, KOTopble KaTanusupyloT
pacluiennenve  TPUINMLEPWAOB B AUIIMUEPMALI  C  NOCTeaylownuM
06pazoBaHNeM MOHOMNMUEPUAOB U XKUPHbIX KMCMIOT.

Jvnasa BbipabaTbiBaeTcA B NOAXKENYAOYHON >kenese, U, Kpome Toro,
BbIAENAETCA B MasblX KOJMYECTBAX C/IOHHBIMW JKenesamu, a TaKkxe
C/M3MCTOM 060/OYKOI XenyaKa, Nerkux U KUWeuHnka. AKTUBHOCTb unasbl
13MepseTcs B KauecTBe BaXHOro Mapkepa ANs AMarHOCTUKM W HabioaeHns
3a TeyeHneM 3a60neBaHNIi NOAXKENYAOUHOI Xenesbl, HanpuMep, 0CTPoOro 1
XPOHMYECKOro MaHKpeaTuTa, W HENPOXOAMMOCTM NPOTOKa MOAXENYAOUHOM
Kenesbl.

MpuHunn aHanusa

DH3NUMATUYECKMIT KOJIOPUMETPUUYECKMIA METOA onpeaeneHns
1,2-O-annaypun-pau-rnuuepo-3-rnyTaposas kucioTa-(6-MeTmnpesopyduH)-

3¢Mpnmnaz§

1,2-O-annaypun-pau-ruUepuH + riyTaposas KucioTa-(6-MeTunpesopyduH)-
amp

Camopasnoxenite
rnyTapoBasi KucnoTa-(6-mMeTunpesopydun)-apup
rAyTapoBas KUCNOTa + METUIPe3opyduH
MeToa onpeseneHus Nnunasbi OCHOBaH Ha PaciUenieHnn creunduieckoro
XPOMOreHHOro cy6ctpata nunassl
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(1,2-O-annaypwvn-pau-rnuuepo-3-rnytaposas

kucnota-(6-metunpesopyduH)-adup), 3MYNIbrMPOBaHHOIo B
CcTabunmMsnpoBaHHble MUKpoYacTuubl. B npucyTcTBUM  cneunduydecknx
AKTMBATOPOB Ninnassbl nou)«enyuquon Xenesbl, TaKnx Kak Konuvnasa, noHbl
Kanbuusa W KENYHble KWCNOTbl, 3TOT cy6cTpaT npeobpasyetcs B
1,2-O-annaypun-pak-ramuepuH " ryTapoByto Kucnoty 6
MeTunpesopyduH)-3hup, KOTOPbI CaMONPOM3BONLHO pasnaraeTca  Ha
rNyTapoByl0 KWCNOTY W MeTunpe3odypuH. [loBblleHNe ONTUYEeCcKon

nNoTHOCTH, o6ycnoeneHHoe o6pa3oBaHueM MeTunpesodypuHa,
NpoONOpLUMOHANbHO aKTUBHOCTU SiNasbl B Hpose.
PeareHTbl U Tbl
Tpuc 40 mmonb/n
RL: Ae3okcnxonat 1,8 mmonb/n
Taypoaesokcuxonat 7,2 mMonb/n
Konunasa > 1 MEa/n
TapTpaTHblii 6ydep 15 mmonb/n
R2: Xnopwa kanbuus 0,13 mmonb/n

1,2-0O-annaypwn-pau-rnvuepo-3-rnytapo

>
Bas kucnoTa-(6-mMeTunpesopyduH)-advp = 0,7 mmons/n

XpaHeHune n cTabunbHOCTL

[lo MCTeYeHMs CPOKa FOAHOCTM, YKa3aHHOTO Ha 3TUKETKe, MPU XPaHeHUN B

HepacneyaTaHHoM Buae npu 2-8°C B 3aLUMLIEHHOM OT CBeTa MecTe.

Mpu MCMONb30BaHMN B aHaNU3aTOpe peareHTbl CTabunbHbl B TeueHne

28 CYTOK MpPW XPaHEHUM B OXN@X/IAEHHOM COCTOSIHWM Ha aHannsartope.

Heo6xoanmo nsberaTb 3arpsasHeHmns.

3anpeliaeTcs 3aMOpaXuBaTh peareHTbl.

OT160p M NnoaroToBka o6pasuos

® Tunbl o6pasuos

B KkauecTse npo6 MOXHO MCMONb30BaTL CbIBOPOTKY, Ma3My C renapuHoM.

® lMoaroToBka NepeA aHaNM3oM

1.Heo6x0AMMO UCMO/b30BaTL NOAXOASLUNE NPOBUPKN UK KOHTEHepb! A
c6opa npo6 M CneaoBaTb MHCTPYKUMSIM UM3rOTOBUTENs; Wu3GeraTb
BO3/€CTBMSA MaTepuanos NPo6MUPOK MK APYrX KOHTeHepos ans cbopa
npo6.

2.Mpo6bl, coaepxalume 0CaAoK, Neped NpoBeaeHNeM aHannsa Heo6xoanuMo
UeHTpUdYrmposaTs.

3.06pasubl nocne cbopa W npeaBapuTenbHOi 06paboTku - cneayeT
npoaHann3MpoBaTh Kak MOXHO CKOpee.
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® CrabunbHOCTb Npo6
7 nHelt npu 15-25°C
7 nHeii npu 2-8°C
2 mecsiua npwm (-25)-(-15)°C (npn 04HOKPaTHO 3aMOpO3Ke)
[Ansi 6onee ANUTENBLHOrO XPaHEHUs NPO6 HEOBXOAMMO 3aMOPaXMBATL X MPU
TemnepaType (-20°C)%. TpeboBaHus Kk CTabunbHOCTM 06pasuoB 6biin
YCTaHOB/IEHbI W3rOTOBUTENIEM W/WIM OCHOBaHbI Ha 3TanoHax, Kaxaas
na6opatopusi [I0fKHA yCTaHaBNMBaTb CBOM COGCTBEHHblE KpUTEPUM
cTabunbHOCTM 06pasLoB.
MoaroTtoBka peareHToB
PeareHTbl R1 1 R2 roToBbl K MCMO/b30BaHMIO.
BbINONHSTE NNaHOBOE TeXHMYECKoe OBCIyXMBaHME U  CTaHAapTHbe
onepauuy, BIloYast KaubpoBKy U aHanu3 CUCTEMbI, YTOGbI rapaHTUPOBaTh
paboToCNOCOBHOCTL aHANNTUYECKO CUCTEMBI.
Heo6xoanMblie MaTepuanbl, KOTOpbie He NpeACTaB/eHbl B
Ha6ope
1.06bluHble nabopaTopHble MaTepuansl: Pactsop NaCl B KOHUeHTpauuun
9 r/n (bu3snonoruyecknii pacteop), ANCTUNNNPOBaHHAA/AENOHU30BaHHan
BOAa.
2.Kanubpatop M KoHTposb: O3HaKOMbTeCb C Pa3AenoM MHCTPYKUMM Mo
NpUMEHEeHNI0 peareHToB «Kanubposka W KOHTPOb KauecTsax.
3.Xumnyeckne aHanusatopbl Mindray cepuu BS wu nabopaTtopHoe
o6opyaoBaHue o6Lero HasHaYeHus.
MeToanka KONMYECTBEHHOrO aHanusa

MapameTpbl XuMuyeckme aHanusatopsbl BS-800
Tun aHanusa KuHeTtnueckan
(nepaﬂﬁ!i/‘:ﬁg::lwaﬂ) 570/700 M
HanpasneHue peakuun Ysenuuerue
R1 200 mkn
Mpo6a wnn kanubpatop 2 MKn
MepemeluaiiTe, MHKY6UPYIiTE Npn 37°C B TeYeHUe 3 MUHYT, 3aTeM AobaBbTe:
R2 40 mkn
TwaTenbHo nepemeluaiiTe, 3aTeM MHKYGUpYiiTe npu 37°C B TeueHne

2 MUHYT,
1 B TEUEHME CeayIoWmMX 2 MUHYT HENpepbIBHO U3MepsTE 3HaueHue
OMTUYECKOI MIOTHOCTU.
3ateM paccuuTante AA/MUH
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MapameTpbl MOryT OTNMYATLCS Ha PasHbIX XUMUYECKMX aHannusatopax, npu
HEO6X0ANMOCTM WX  MOXHO MPOMOPUMOHANBHO  KOPPeKTMpoBaTh.  [inst
XUMUYecKMX aHanusaTtopos Mindray cepum BS napameTpbl Ans peareHToB
npeaocTasnsoTca  no  3anmpocy. OBpatuTeck K COOTBETCTBYiOLIEMY
PYKOBOACTBY MO 3KCM/lyaTauumn STUX aHann3aTopos.

Kanu6poBka

.PekomeHayeTcs mcnonb3osaTb kanubpatop Mindray (CblBOPOTOYHBIN
MynbTukanuépartop: 105-001144-00 wnanm  Apyrue  nmoaxoAswme
kanubpatopel) 1 9 r/n NaCl (puspacTsop) Ans ABYXTOUEYHO KannbpoBKX.
VHdopmaumio o npocnexmsaemMocTyt CbiBOPOTOUHOrO My bTUKannu6paTopa
Mindray CM. B MHCTPYKUMM NO WCMONb30BaHWMIO KanubpaTopa KomnaHum
Mindray.

2.YacToTta kann6posku

KanubpoBka xuMmmuyeckux aHanusatopoB BS-800 ctabunbHa B TeueHue

npuénusuTenbHo 7 cyTok. [ns pasHbiXx Mpu6OpoB  CTabunbHOCTL

KanM6pOBKM MOXET OTNnYaTbCs, Kaxaoi nabopaTopuu cieayert

YCTaHOBUTL 4acToTy kannMbpoBKM B MapaMeTpax NpuGopa B COOTBETCTBUN

CO CBOMM PEXMMOM MCMO/b30BaHMS.

MoxeT NoHado6uTbCH MOBTOPHas Kanubposka MPW  BO3HUKHOBEHMM

cneayowmx o6CToATeNbCTB:

« Mpu N3MeHeHUM NapTHM peareHTa.

« CornacHo Tpe6oBaHuWIo CoBntoAaeMbIX MPOLEAyp KOHTPOns kadyecTsa
WNW MpW BbIXOAE 3HAYEHWH AN KOHMTPOJIbHOTO —MaTepuana 3a
AonycTuMble npeaensl.

« Tpy BLINONHEHMN KOHKPETHOM NPOLIEAYPbI MO TEXHUIECKOMY 06CYKMBaHMIO
UMW YCTPaHEHMNIO HEeNCrpaBHOCTU GMOXMMUYECKUX aHaNn3aTopos.

3.3HaueHns Ans kanubpatopa 3aBUCST OT MapTUM W COOTBETCTBYHOWINX

moaenei, y B Tabnuue .

KoHTponb kavectBa

.PekoMeHayeTcs MCcnonb3oBaTh KOHTPOL Mindray (KnuHWKo-xumuyeckuin
MynbTMKOHTpPONb:  105-009119-00, 105-009120-00 wnu  apyroi
MOAXOASWMIA KOHTPO/IbHbI MaTepuan) Ans nposepku 3ddeKTMBHOCTU
npoueaypsl W3MepeHusi; AOMONHUTENbHO MOXHO WCMOMb30BaTh Apyrue
NOAXOASILME KOHTPONbHbIE MaTepuabl.

2.PeKoMeHAYyeTCA UCMo/b30BaTh ABA YPOBHA KOHTPO/IbHbIX MaTepuanos ans
aHanMsa kaxaoi napTum npo6. Kpome TOro, KOHTPOSbHbIA MaTepuan

CneayeT aHanM3MpoBaTh AN KaXAOM HOBOW KannbpoBKM, Kaxaoro HOBOro

KapTpuaXa C peareHTaMu W MOCAe ONpeaAeneHHoro TeXHUYEeCKoro

06C/YXMBaHNSA UMW YCTPAHEHUS HEUCTIPABHOCTEN, kKak NoApo6HO onncaHo

B COOTBETCTBYIOUIEM PYKOBOACTBE MO 3KCM/lyaTauum CUCTEMbI.

-

-
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3.B kaxpoil nabopatopuu cefyeT YCTaHOBUTb COBCTBEHHYIO CXeMmy
KOHTPO/IS KaYecTBa 1 NOPSI0K BbIMOHEHNST KOPPEKTUPYIOWIMX AeCTBIN,
€CN KOHTPO/bHblE MaTepuasibl He BOCCTaHaBNWBAIOTCS B npeaenax
OMYCTUMBIX OTKJIOHEHWIA.

Pacuer

Xumnyecknii aHanusatop cepun BS onpeaensieT usMeHenue NormouwleHns

(AA/MWMH) ¥ aBTOMaTUYeCKW pacCYUTLIBAET akTMBHOCTb LIP ans kaxaoit

npobbl C ykasaHHOW KannbpoBOYHOW KPUBOI, MONy4YeHHOW B Mnpouecce

KanubposKku.

Passenexune

Ecnv 3HaueHmne npo6bl npesbiwaet 250 EA/n, npoby Heobxoanmo pasbasuts

pactsopom NaCl B koHueHTpauun 9 r/n (dbuspactsopom) (Hanpumep, 1+9) n

NOBTOPUTL @HaU3; NOMTyYeHHbI pe3yNbTaT creayeT YMHOXMUTb Ha 10.

n

Twun npo6bl

CbiBOpOTKa/nnasma < 60 ea/n
MpeanonaraemMoe 3HayeHWe yCTaHOB/IEHO KoMMaHueit Mindray ¢ nomoLlbto
174 o6pasuLoB CbIBOPOTKHM, B3STbIX Y NtoAei n3 Kutas.
Kaxaas nabopatopusi A0MKHa YCTAHOBWTL CBOM COBCTBEHHbIE pedepeHCHble
VHTEpBanbl B 3aBUCMMOCTU OT €€ KOHKPETHOrO PacnonoXeHus U
NONYNAUMOHHBIX XapaKTePUCTMK, MOCKOJbKY NpeanonaraeMble 3HauyeHns
MOTYT OTNINUATLCA B 3aBUCUMOCTM OT reorpacduy, pacsl, moia U Bospacta.
Pa6oune xapaKTepucTmkm
B AHanMTUueckas YyBCTBUTE/IbHOCTb
AHanuTMyeckas UYyBCTBUTENbHOCTb Habop ANs OnpeaeneHns akTMBHOCTW
nunassl (LIP) Ha aHanu3aTope BS-800 coctanset 5 ea./n. AHanutuyeckas
UYBCTBMTENLHOCTL ONPEAEeNSeTCA Kak HaMMEHbLLas KOHLEHTPaL s aHanuTa,
No KOTOPOWM MOXHO OTNMUNTL 06pasell, He coAepXaluunit 3TOT aHanuT. OHa
paccuuTbiBaeTcs  KakK 3HaueHue, Ha 3 CTaHAapTHbIX OTK/IOHEHWs
np cpeaHee , NOyYeHHOe 13 20 NOBTOPHbIX aHaNM30B
npo6bl, He coAepXaluero aHaaM3MpyemMoro BelecTsa.

® [1nanasoH usMepeHni
Cuctembl Mindray cepuu BS obecneunsaloT crneaylowmii  AvanasoH
NMHerRHoCTM:

Tun npo6bl EAMHMUBI M3MepeHns
CbIBOpOTKa/NNasmMa 5-250 ea./n
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Mpo6a ¢ BbICOKOWK akTMBHOCTbIO LIP (npubnusutenbHo 250 Ea/n)

CcMelWmnBaeTcs € Npoboit C HU3KOM akTMBHOCTbIO (< 5 EA/N) B pasHbix

COOTHOLLEHUSAX, B pe3y/bTaTe Nosy4vaeTcs cepus passeaeHuii. LIP kaxaoro

passe/ieHusi OnpeAensieTcsi C MOMOWbIO cucCTeMbl Mindray, AvanasoH

JINHENHOCTVN A@MOHCTPUPYETCs C Ko3dduuneHToM koppensuum r = 0,990.

Pernctpupyembiii AnanasoH coctasnset 5-2500 ea./n.

B MpeunsnoHHOCTb

MpeumnsnoHHOCT OnpeAensinace C MOMOLBIO CEAYIOWEro 0A06PEHHOro

CLSI EP05-A3%, kaxpaas npoba aHanusupoBanacb Nno 2 pasa 3a OaHy

06paboTky, 2 06paboTkun B CyTkM, BCero 20 CyTOK.

[aHHble NPeLN3MOHHOCTY KOHTPONIbHbLIX MaTepnanos Ha BS-800 npuseaeHs!

Hxe*,
Tvn

BocnpoussoaumocTb BHyTpuna6opatopHas

CpeaHee
o6pasuos
(o380 (Ea/n) sSD(Em/n) CV% SD(Ep/n) CV%
KOHTposnbHbIN 53,97 1,22 2,25 2,22 4,12
ypoBeHb 1
KoHTponbHbIn 87,37 1,80 2,06 2,82 3,22
YpOBEHb 2

*PenpeseHTaTuBHbIE AaHHbIE, Pe3yNbTatbl, MoMy4eHHble Ha pasHbIX MPUGopax u &
PasHblx 1abopaTopusix MOryT OTINYaTLCS.

B AHanuTMuyeckas cneunduyHoCTb

Mpobbl C pas3NMyHO KOHUEHTpauuei WHTepdepupylolero BelecTsa
roOTOBW/IM NyTeM 106aB/IEHNS MELLAIOLIErO BELLECTBA K My/iaM Yel0BEYEeCKoi
CbIBOPOTKY, M OTCYTCTBMEM 3HAUMMOrO MelLaloLLero BO3AENCTBNS CUUTaN0Ch
BOCCTaHOB/IEHNE B npeaenax = 10% OT COOTBETCTBYIOLIErO KOHTPOMbHOMO
3HauEHNs!.

He HabnwoAanu 3Ha4MMOro MELIAoWero BO3AEHCTBUS yKasaHHbIX Aanee
BEWeCTs NpU MCCIEA0BaHNAX BMECTE C HUMM C MCMO/b30BaHWEM AaHHOM
METOoA0N0rMN. [laHHble MCCeA0BaHUs MELLAWMX MaTepuanos Ha BS-800
npuBeAeHbl HMXe.

Mewarowasn KoHueHTpaumsa OTHOcuTenbHoe
Mewarowee
Bewecrso KOHUEHTpaumus ananmTa OTKNIOHEHNe
(mr/an) (En/n) (%)*
AckopbuHoBas 30 91,27 +0,55
KucnoTa
Femorno6uH 150 92,77 -0,25
Bunupy6uH 40 94,30 -2,12
WHTpanunua 500 95,13 +4,55
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*PernpeseHTaTuBHbIE AaHHbIE, Pe3yNbTaTbl, MOMyYeHHbIE Ha PasHbIX npubopax v 6
Pa3HbIX NABOPATOPUSX MOTYT OTANYATECS.

JloXHble HU3KWME pe3ynbTaTbl HE3aBWCMMO APYr OT [pyra MOryT 6biTb
BbI3BaHbl MeTabonuToM aueTamuHodeHa N-aueTun-n-6eH30XMHOHNMUHOM
(NAPQI), a Takxe N-aUeTUNUWNCTEMHOM, Y4acTO WUCMONb3yEeMbIM B KayecTse
aHTUAOTa NPY MHTOKCMKALMM aleTaMnHO(EHOM.

B oueHb peaKux Cydyasx raMmMonaTvs, B 4acTHOCTM Tun IgM, moxer
NPUBECTM K HEHA@XKHBIM pe3yNbTaTam®,

u CpaBHeHWe MeTo/10B

ViccnenosaHust KOPPENSILMM BbIMOMHSIIMCE C UCMO/b30BaHNEM 0106PEHHOro
CLSI pykoBoactBa EP09-A37. Cucrtema Mindray (aHanusatop Mindray
BS-2800M/peareHT Mindray LIP) (y) 6bina conoctaBneHa C CUCTEMOit
cpaBHeHus (aHanusatop Mindray BS-2000/peareHT Mindray LIP) (x) c
MCNONb30BaHNEM O/IMHAKOBbIX 06pasuoB CbiBOPOTKM. CTaTUcCTUyeckue
ZlaHHble, NMONyYeHHbIe INHENHO perpeccueii, NokasaHbl B Tabivue Huxe*:

Yy T Mpo6a Avana3soH
perpeccum ppensaumm (r) (N) aKT (En/n)
y = 1,0248x+0,0742 0,9997 116 5,93-241,83

*PenpeseHTaTuBHbIE AaHHbIE, Pe3yNbTatbl, MoNy4eHHble Ha PasHbIX MPUGopax u &
Pa3Hblx 1abopaTopusix MOryT OTINYaTLCS.

WHTepnpetauymsa pesynbtaTtos

Ha pesynbTaTbl MOryT BAMSTL NleKapCTBEHHbIE CPEACTBA, 3a60/1eBaHNUS WK
3HAoreHHble BewecTsa®S. ECAM  rpaduk  peakuwu OTKIOHSETCs  OT
HOPMa/IbHOTO, PEKOMEHIYETCS MPOBECTU MOBTOPHLIA aHanu3 1 NPoBEpUTL
pesyneTar.

Mpeaynp W“ Mepbl Np TOp ™

1. Tonbko Ans  AvarHocTMkM in  vitro.  [Ans  npodeccroHanbHoro
NabopaTopHOro MPUMEHEHNS.

Heo6xo0anMo cobtoaaTh Mepbl NPeA0CTOPOXHOCTM NpK paGoTe Co BCeMu
NabopaTopHLIMIA peareHTamm.

. Y6eauTech B LENIOCTHOCTM YNaKoBKM Nepes NCnosib3oBaHmnem Habopa. He
ncnonb3yiiTe Habopbl C MOBPE@XAEHHOW ynakoBkoi. Wcknouute
BO3IE/CTBME Ha PpeareHTbl MpSMOro COJIHEUHOro CBeTa W WX
3amopaxuBaHue. Tpu  Heco6/lofeHNN COOTBETCTBYIOWMNX  YCNOBMI
XPaHEeHMs! PEareHToB Mosy4eHne KOPPEKTHbIX Pe3yNbTaToB aHanu30B He
rapaHTMpyercs.

Ecnu peareHTbl 6611 HeMpeAHaMEPEHHO OTKPbLITbI A0 WUCMO/b30BaHUS,
XpaHUTe UX MNOTHO 3aKpbITbiMM nNpu  TemnepaType 2-8°C u
3alLMLIEHHBIMM OT CBETA. B 3TOM Clyyae UX CTabunbHOCTb He OTAIYaeTcst

™

w

»
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OT cTabunbHoOCTH npu UCNONb30BaHUN.

He ponyckaiite cMelLMBaHUA peareHToB U3 pasHbIX NapTUil U hnakoHOB.

He ncnonb3yiite peareHTbl NOCNe UCTEYEHUSI X CPOKA FOAHOCTM U AaTbl

ncnonb3oBaHus. He uonchaﬁTe CMeLlMBaHUA CBEXNX peareHToB C yxe

NCNONb3yeMbIMU.

WN3b6eraiiTe 06pasoBaHns Nexbl.

. CneﬂyeT 0XuaaTb NOTepr cTabunbHOCTU Unn yXyAweHwe KayecTtsa npu
Hann4ymm BMAMMBIX NPU3HAKOB yTEYKW, BbiNaAeHMA O0CaaKOB WM pocTa
MUKPOOPraHu3MoB, a TaKxe ecnu Kaﬂl’lﬁpOEKa W  KOHTPOJ/ibHbIE
maTtepuansl He COOTBETCTBYIOT Kputepusam, YKasaHHbIM B
NUCTKe-BKNaabiWe u/unm ans cuctemsl Mindray.

Haﬂe)KHOCH: pe3ynbTaToB aHanu3a He rapaHTMpyetca B Clyyae
HSCOGHIOIJSHVIH VIHCT[)yKuVIVI, npuBeAeHHbIX B AaHHOM NTUCTKe-BKNaablwe.

. 3anpeuwlaetca npornatbiBaTb. W36eraiiTe KOHTakTa C KOXel w

CNUBUCTBIMK 0605104 KaMU.

I’]pm Cﬂy‘-laﬁHOM nonagaHuu peareHTa B rnasa vnu poToByk MOSIOCTb, @

TaKXe Ha KOXY HeMeasleHHO 06UnbHO ﬂpOMOﬁTe NopaxeHHble y4acTKun

60NbLINM KONMYECTBOM BOAbI. HDM HeOGXOJZLMMOCTM OGDaTMTer K Bpayy

ANS MONYYEHUS MEAVLIMHCKOM NOMOWM.

10.MacnopT 6e30nacHoCTV MaTepuana NpeaocTasnseTcs NpodeccoHanbHoMy
NoNb30BaTeNNio Mo 3anpocy.

11.YTUnu3aumns Bcex OTXOAOB AOJSKHA MPOM3BOAMTLCA B COOTBETCTBUM C
MECTHbIMM MpaBuiamMu.

12.Becb 4enoBeyecknil MaTepuan CreAyeT  CuMTaTb  MOTEHUMasbHO
NHDEKLMOHHBIM.

13.Bce BbisIBNIEHHbIE PUCKM BbUIM CHIKEHbI HACTONbKO, HAcKO/bKO 3TO
BO3MOXHO 6€3 HEeraTMBHOTO B/IMSIHUS Ha COOTHOLLEHME MOb3bl U pUCKa, M
06LWWit OCTATOUHBbI PUCK ABNAETCA NPUEMIEMBIM.

14.0 nwobom cepbesHOM WHUMAEHTE, NpOM3OlIeAWeM B CBS3M C 3TUM
YCTPOIACTBOM, HEO6X0AMMO COO6LATL MPOU3BOAMTENIO U KOMMETEHTHOMY
opraHy CTpaHbl, K KOTOPO/ OTHOCWTCS NO/Ib30BaTeNb W/UAN NaLMUeHT.
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MpoussBoautens: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Appec: Mindray Building, Keji 12th Road South, High-Tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China

Appec 3N1eKTPOHHOM NouThl: service@mindray.com

Be6-caiit: www.mindray.com

Ten.: +86-755-81888998; dakc: +86-755-26582680
MpeacrasuTtens B EC: Shanghai International Holding Corp. GmbH
(Espona)

Appec: EiffestraBe 80, Hamburg 20537, Mepmaxus

Ten.: 0049-40-2513175; ®akc: 0049-40-255726
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