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Intended Purpose
In vitro test for the quantitative determination of a-Amylase (1,
4-a-D-glucanohydrolases) (a-AMY) activity in human serum, plasma or
urine on Mindray BS series chemistry analyzers. Itisintended to be used for
diagnosis and monitoring the therapeutic effect of pancreatitis.
Summary'?
a-Amylases originate from various organs and are mainly produced by the
pancreas (P-type) and the salivary glands (S-type). a-Amylases catalyze the
hydrolytic degradation of polymeric carbohydrates, such as amylose,
amylopectin and glycogen by cleaving 1, 4-a-glucosidic bonds into various
fragments. The pancreatic amylase is produced by the pancreas and
released into the intestinal tract; the salivary amylase is synthesized in the
salivary glands and secreted into saliva. Because of its small molecular
weight, the blood amylase is eliminated through the kidney and excreted
into urine. Elevation of urine amylase activity reflects the rise of serum
amylase activity. Measurement of a-amylase in serum and urine is mainly
used for the diagnosis of pancreatic disorders, as well as for detecting the
development of complications. Normally the a-amylases present low activity,
in acute pancreatitis the blood amylase activity increases within 8-12 hours
after onset of abdominal pain, peaks after approximately 12-24 hours. The
blood amylase activity returns to normal values at the latest after 2-5 days,
but the high urine amylase level will still last for 5-7 days.
However, various nonpancreatic diseases, e.g. parotitis, renal insufficiency
or pulmonary inflammation, can also increase amylase levels. To confirm
pancreatic disorders, additional pancreas specific enzyme, lipase or
pancreatic-a-amylase, is recommended to be determined at the same time.
Assay Principle®
This method is in accordance with the continuous monitoring of
recommendations on the IFCC (International Federation of Clinical
Chemistry).

a-amylase
5 ethylidene-G,-PNP + 5H0 =—————> 2 ethylidene-Gs + 2 G,-PNP +

2 ethylidene-Ga+ 2 G3-PNP + ethylidene-Gs + Ga-PNP
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2 Go-PNP + 2 G3-PNP + Gy-PNP + 14 H,0 —= 02 S, 5 pyp 4 14 G
(PNP: p-nitrophenol; G: glucose)

In the assay reaction, the substrate 4, 6-ethylidene-(G7)-1, 4-nitrophenyl-
(G1)-a, D-maltoheptaoside (ethylidene-G7-PNP) is cleaved by u-amylases
and subsequent hydrolysis of all the degradation products to p-nitrophenol
with the aid of a-glucosidase (100% chromophore liberation). The increase in
absorbance of the p-nitrophenol formed at specific wavelength is directly
proportional to the activity of a-amylases.

C
HEPES Buffer 100 mmol/L

R1: a-Glucosidase 5.0 KU/L
Sodium azide 0.05%
HEPES Buffer 100 mmol/L

R2: ethylidene-G7-PNP 7.636 g/L
Sodium azide 0.05%

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 35 days when refrigerated on
the analyzer.
Contamination must be avoided.
Do not freeze the reagent.
Specimen collection and preparation
m Specimen types
Serum, heparin or EDTA plasma, urine are suitable for samples.
®m 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 serum/plasma 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
Serum/Plasma:
7 days at 15-25°C
1 month at 2-8°C
1 month at (-25)-(-15)°C
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Urine*:
2 days at 15-25°C
10 days at 2-8°C
3 weeks at (-25)-(-15)°C
For longer storage periods, samples should be frozen at (-20°C)56. 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

Parameters Item BS-800 chemistry analyzers
Assay type Kinetic
Wavelength (Primary/Secondary) 412/570 nm
Reaction direction Increase
R1 200 pL
Sample or Calibrator 5L
Mix, incubate at 37°C for 5 min, then add:
R2 50 L

Mix thoroughly, after incubate at 37°C for 1 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.

2024-04, English 1-3 P/N: 046-024184-00 (3.0)



oa-AMY mindray

2.Calibration frequency
Calibration is stable for approximately 35 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.

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 a-AMY 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 1500 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’ Adults 35-135 U/L
Male 16-491 U/L

Random Urine®
Female 21-447 U/L
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The expected value is provided from references, Mindray has verified it by

167 serum samples and 290 urine 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

® Analytical Sensitivity

The a-Amylase Kit has an analytical sensitivity of 5.0 U/L on BS-380.

Analytical sensitivity is defined as the lowest activity 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.

B Measuring range

The Mindray BS series systems provide the following linearity range:

Sample Type Units

Serum/Plasma/Urine 5-1500 U/L

A high a-AMY activity sample (approximately 1500 U/L) is mixed with a low
activity sample (<5 U/L) at different ratios, generating a series of dilutions.
The a-AMY 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 5-15000 U/L.

m Precision

Precision was determined by following CLSI Approved Guideline EP05-A39,
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 Repeatability Within-Lab
(N=80) (u/L) SD (U/L) CV % SD (U/L) CV %

Control Level 1 78.25 1.29 1.64 1.67 2.13

Control Level 2 258.79 1.71 0.66 4.96 1.92

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

®m 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.
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N Interferent Analyte
g‘:;sr:::gg Concentration activyity
(mg/dL) /L)
Ascorbic acid 30 189.47
Hemoglobin 250 214.67
Bilirubin 40 188.87 .
Intralipid 500 197.43 +2.01

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

In very rare cases gammopathy, in particular type IgM, may cause
unreliable results1®,

® Method Comparison

Correlation studies were performed using CLSI Approved Guideline
EP09-A31L, The Mindray System (Mindray BS-2000/Mindray a-AMY Reagent)
(y) was compared with comparison system (Roche cobas c701/Roche a-AMY
Reagent) (x) using the same serum specimens. The Mindray System
(Mindray BS-2800M/Mindray o-AMY Reagent) (y) was compared with
comparison system (Mindray BS-2000/Mindray a-AMY Reagent) (x) using
the same urine specimens. The statistical data obtained by linear regression
are shown in the table below*:

Sample Regression Fit Correlation Sample Activity
Type 9 Coefficient (r) (N) Range (U/L)
serum y=1.0627x-0.8069 0.9995 100 27.92-1481.57
urine  y=0.9848x+0.1271 0.9994 126 5.04-1080.76

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

Result interpretation

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

substances!?12, 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.

. Do not pipette by mouth, and ensure that the reagent does not come into
contact with the skin. (Saliva and sweat contain a-amylase!)

. 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

w

IS
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5. 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.

6. 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.

7. 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.

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

9. Preservative contained. Do not swallow. Avoid contact with skin and

mucous membranes.

10.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.

11.Safety data sheet is available for professional user on request.

12.Disposal of all waste material should be in accordance with local
guidelines.

13.All human material should be considered potentially infectious.

14.All identified risks have been reduced as far as possible without adversely
affecting the benefit-risk ratio, and the overall residual risk is acceptable.

15.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.

16.This kit contains components classified as follows in accordance with the
Regulation (EC) No 1272/2008:

Warning
H317 May cause an allergic skin reaction.
Prevention:
P280 Wear protective gloves, protective clothing.
P261 Avoid breathing mist/vapours/spray.
Contaminated work clothing should not be allowed out
P272
of the workplace.
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Response:

P302+P352 IF ON SKIN: Wash with plenty of water.

If skin irritation or rash occurs: Get medical advice/
attention.

P362+P364 Take off contaminated clothing and wash it before reuse.
Disposal:

P333+P313

Dispose of contents/container to authorised hazardous
P501 or special waste collection point in accordance with any
local regulation.
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Ha6op ans onp a- 1 C €
IFCC meTtop 0123
op Ans ogop
N2 kar. Pasmep ynakoBku
105-000847-00 R1: 1x38 mn + R2: 1x10 mn
105-000886-00 R1: 4x20 mn + R2: 2x10 mn
105-001622-00 R1: 4x42 mn + R2: 4x12 mn
LleneBoe Ha3zHaueHune
AHanu3 in vitro Ans KOMYECTBEHHOTO ONF AKTUBHOCTU

(1, 4-o-D-rniokaHornaponassel) (a-AMY) B YenoBeYECcKoW CblIBOPOTKe,
nnasMe WM MoYe Ha XMMUYEeCKUx aHanusaTtopax Mindray cepuu BS. 3ToT
aHanu3 npesiHasHayeH AN AMarHoCTUKM N MOHUTOPUHIa TepaneBTUYeckoro
3¢ dekTa neyeHns naHkpeatuTa.
KpaTtkas cnpaBka'?
a-amunasbl 06pasylTCsil B PasfMUHbIX OpraHax, MpeuMyLIeCTBEHHO
B nosxenyaoyHon (M-Tun) W ClOHHbIX kenesax (C-Tvn). a-amunassbl
KaTanusnpylT rMAPONNTMYECKOE PaclienieHne NOSMMEPHbIX Yr/eBoAos,
TaKux Kak amui03a, aMUIONEKTUH W MINKOTeH, Ha 6osiee Menkne dhparMeHTbl
3a cyeT paspbiBa 1, 4-a-TMKO3NAHLIX CBA3el. M-amunasa cuHTE3NpyeTcs
B MOAXENYAOUHON Xenese u TCA B K ; C
CHHTE3MPYETCS B CIOHHBIX Ke/e3ax W BbIANAETCA CO CIOHOM. M3-3a Manoi
MOJIEKYNIIPHOM ~ Macchl  amuiasa KpOBM  YTUAMIMPYETCS B MeuyeHu
1 BLIBOAMTCA C MOYOH. MOBLILEHME aKTUBHOCTM aMUNasbl B MOYe OTpaXaeT
YBENNYEHNE YPOBHA aKTUBHOCTM aMunasbl B CblBOpoTKe. W3MepeHue
a-aMuiasbl B CbIBOPOTKE M MOYE WCMOJIb3yeTcsi NpeuMyLiecTBeHHO ANns
AMarHocTMkM  3a6oneBaHWii  MOAXEeNyAOYHOM Jkenesbl, a Takke Ans
onpeaeneHns pasBuTUS OCNOXHEHMIA. B HOpMe a-aMunasbl AEMOHCTPUPYIOT
HU3KYI0 aKTMBHOCTb, NPY OCTPOM NaHKpeaTuTe akTUBHOCTb aMU/a3s B KPOBM
BO3pacTaeT B TeueHue 8-12 4acoB nocne noseneHus 6onn B XuBOTe,
AOCTWras Makcumyma npubnusntenbHo uepes 12-24 yaca. AKTUBHOCTb
B KPOBK TCS K HOP yepes 2-5 aHeit,
HO BbICOKWI YPOBEHb aM1Nnas B KPOBUM COXPaHSIETCs B TeueHue 5-7 aHeil.
TeM He MeHee, HEKOTOpble HenaHkpeaTMyeckue 3aGonesaHusi, Hanpumep,
NapoTUT, NoYeUHas HEAOCTAaTOUHOCTL WM BOCNaseHNe NErkmX, Takxke MoryT
Bbi3blBaTb  MOBLILIEHME  YPOBHA  aMunassl. [Ns  NOATBEPXAEHWS
naHKpeaTnyecknx 3abonesaHuii pekoMmeHayeTcs 0AHOBPEMEHHO
onpeaensTb ypoBeHb elle OAHOT0 U3 (hepPMEHTOB MOXKeNyA0UHOM Xenesbl,
HanpuMep, Nunasbl UAW NaHKpeaTUYecKon-a-aMnunassl.
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MpuvHUMNn aHanusa’

3ToT MeToA yaAoBneTBopsieT pekomeHgauusam IFCC  (MexayHapoaHou
denepaunmn KIMHUYECKO XMMUKM) MO HEMNPEPLIBHOMY OTC/IEXMBAHMIO.

5 sTnma PNP + 5H0 —ZY2C 5 5 rynupen-Gs + 2 Go-PNP +

2 stunuaeH-Gs+ 2 G3-PNP + atunuaeH-Gs + G4-PNP

2 Gy-PNP + 2 G3-PNP + G-PNP + 14 H,0 —L U0 S 5 o 44
(PNP: n-HutpodeHon; G: rniokosa)

B peakuuu sToro aHanusa 4, 6-s3tunuaeH-(Gz)-1, 4-HutpodeHun-
(G1)-a, D-manbTorentaosuna (3TunnaeH-G7-PNP) pacuiennsercs
0-aMUnasaMm C NOCNEeAyloWMM MMAPOSM3OM MPOAYKTOB pPaclienieHus Ao
nN-HUTpOdeHoNna C NoMoLWbI0 a-rnokosuaasel (100% Bbixoa Xxpomodopa).
YBenuueHme NoroweHus N-HUTPOdeHoa, NPOMCXOAsLLEe Ha ONpPeaeneHHoM
[VIHE BOJTHbI, MPSIMO NPONOPLMOHANBHO aKTUBHOCTY o -aMuias.

PeareHTbl n Tbl

Bydep HEPES 100 mmonb/n
R1: a-rnoko3naasa >5.0 kEn/n
A3na HaTpus 0,05%
Bydep HEPES 100 mmonb/n
R2: 3TMnnaeH-G7-PNP 7.636 r/n
A3na HaTpus 0,05%

XpaHeHune n cTabunbHOCTL

WCronb3oBaTe 10 WCTEUEHNS CPOKa FOIHOCTM, YKa3aHHOrO Ha STUKETKe, mpu
XPaHEHNM B HepacneyataHHoM Buae nNpu 2-8°C B 3aLUMLLEHHOM OT CBETa MecTe.
IMpu 1CroNb30BaHNM B aHanM3aTope peareHTbl CTabuibHbl B TeyeHue 35
CYTOK MpU XPaHEHNUM B OXNaX/AEHHOM COCTOSIHUN Ha aHanusaTope.
Heo6xoanmo nsberaTb 3arpssHeHus.

He 3amMopaxwuBaiite peareHT.

OT160p M NnoaroToBka o6pasuos

® Tunbl o6pasuos

B KauecTBe Mpo6 MOXHO MCMO/b30BaTh ChIBOPOTKY, MiasMy C renapuHoM

vwnu ¢ 3ATA unu mouy.

® MoaroToBka Nepea aHanM3oM

1.Heo6x0ANMO MCoNb30BaTL MOAXOASILUME MPOBMPKN WM KOHTelHeps! Ans
c6opa npo6 1 cnefoBaTh MHCTPYKUMSM U3roToBUTeNs; usberats BO3AEHCTBMSA
MaTepuanos Npo6bMpoK UK APYrMX KOHTeliHepoB Ansi c6opa npo6.

2.Mpo6bl CbIBOPOTKM/NNa3Mbl, COAEPXallMe 0CadoK, nepea MnposBeaeHNeM
aHanM3a Heo6XoaAMMO LEHTPUPYTMpoBaTh.
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3.06pa3ubl nocne cbopa U npeasapuTenbHoit obpaboTku cneagyet
npoaHann3npoBaTh Kak MOXHO CKOpee.
® CrabunbHOCTb Npo6
CbiBopoTka/lMnasma:
7 nHeli npu 15-25°C
1 mecay npwn 2-8°C
1 mecay npm (-25)-(-15)°C
Moua*:
2 aHAa npu 15-25°C
10 aHeit npu 2-8°C
3 Hepenu npm (-25)-(-15)°C
ﬂﬂﬂ Gonee ANUTENIbHOTO  XpaHeHus ﬂposh\ HeOsXOﬂMMO 3amMopo3nTb Mpwu
Temnepatype (-20°C)56. K cTabuibHOCTM 06pasuoB 6biiv  YCTAHOBNEHbI
npoussoauTeneMm VI/VIHVI OCHOBaHbI Ha 3Ta/IoHaX, Kaxaas ]1360[)31'0[)149 A0MKHA
yCTaHaBnMBaTb CBOW COBCTBEHHbIE KPUTEPUM CTabUNbHOCTU 06pa3LIoB.
MoaroTtoBka peareHToB
PeareHTbl R1 1 R2 roToBbl K MCMO/b30BaHMIO.
BbinonHsiiTe nnaHoBoe TexXHUYeckoe OGCHY)KVIEBHVIE n CTaHaapTHble
onepauuvn, Bkn4as KaﬂMspOEKy W aHann3 CUCTembl, 4TO6bI rapaHTMpoBaTb
paboToCNOCO6HOCTL aHANNTUYECKO CUCTEMBI.

i P pble He np B P
1.06bI4Hble NabopaTopHble MaTepuansl: PactBop NaCl B koHUeHTpauum 9 r/n
(cbusronornyeckuii pacTsop), ANCTUINMPOBaHHas/ AEMOHN30BaHHas BOAa.
2.Kanubpatop M KoHTPOnb: O3HaKoMbTeCh C Pa3AenoM MHCTPYKUMM Ans

peareHTOoB Mo BbINO/IHEHMIO KaMBPOBKM 1 KOHTPONs KauecTsa.
3.XumMnyeckne aHanuszatopbl Mindray cepum BS wu  nabopaTopHoe
o6opyaoBaHue o6LLEero HazHaueHNs.
MeToanka KONMYECTBEHHOrO aHanusa
XnMuyeckue aHanmaatopbl

MapameTpbl

BS-800
Tun aHanusa KuHeTtnueckan
(nepﬁl:c::/zigszhnaa) 412/570 Hm
HanpasneHue peakuun Ysenuuerue
R1 200 Mkn
Mpo6a wnu kanubpatop 5 MKn
Mepemeluaiite, HKyGUPYiiTE B TeYeHMe 5 MuHYT npu 37°C, 3aTem aobasbTe:
R2 50 mkn

TwaTenbHo nepeMellaiiTe, 3aTeM MHKYGUpYiiTe npu 37°C B TeyeHne
1 MUH, U3MEpSIATE 3HaYeHMe MOr/IOWAIoWEeN CIOCOBHOCTY HENpepbIBHO
B TEYEHWe cneaylowmnx 2 MUHYT 3aTeM paccuuTaiite AA/MUH
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MapameTpbl MOryT OTNMYATLCS Ha PasHbIX XUMUYECKMX aHannusatopax, npu
HEOBX0ANMOCTM WX  MOXHO  MPOMOPUMOHANbLHO  KOPPeKTUpoBaTh. st
XUMUYecKMX aHanusaTtopos Mindray cepun BS napameTpbl Ans peareHToB
npeaocTasnsoTca  no  3anmpocy. OBpatuTeck K COOTBETCTBYiOLIEMY
PYKOBOACTBY MO 3KCM/lyaTauumn STUX aHann3aTopos.

Kanu6poBka

1.PekomMeHayeTcs  ucnonb3oBaTh kanubpatop  Mindray  (CblBOPOTOYHBbIN

MynbTMkanmbpatop: 105-001144-00 nm apyrve noaxoasiive Kannbpatopbl)

n 9 r/n NaCl (¢uspacTeop) ans AByxToHeUHOWU kanubposkun. UHbopmaumio

0 npocnexmvsaeMocTt  CbIBOPOTOYHOrO MynbTukanubpatopa Mindray cm.

B MHCTPYKUMM MO MCroNb3oBaHWMo kanubpatopa komnanuy Mindray.

2.YactoTta kann6posku

KanubpoBka xuMmuyeckux aHanvsatopoB BS-800 ctabunbHa B TeueHue

npubnusnutensHo 35 cyTok. [Nns pasHbiXx NpuBopoB CTabUnbHOCTb

KanM6pOBKM MOXET OTNWYaTeCsi; Kaxaod nabopatopuu —cneayert

YCTaHOBUTL 4acToTy kannMbpoBKM B MapaMeTpax NpuGopa B COOTBETCTBUN

CO CBOMM PEXMMOM UCTO/Nb30BaHMUS.

MoXeT MoHafo6uTLCS MOBTOPHAsi KanubpoBKa MPW  BO3HUKHOBEHMM

cneayiowmx o6CToATeNbCTE:

« Mpu N3MeHeHUM NapTHM peareHTa.

« CornacHo Tpe6oBaHuWio CoBntoAaeMbIX MPOUEAYp KOHTPOns kadyecTsa
UMW MpW BbIXOAE 3HAYEHMIt AN KOHTPONbHOrO MaTepuana 3a
AonycTuMble npeaensl.

o Mpu  BLINONHEHUM  KOHKPETHOW MpoueAypbl MO TeXHUYeckomy
06C/YXMBAHWMIO WM YCTPAHEHMIO HEMCMPaBHOCTU  GUOXMMUYECKNX
aHanM3aTopos.

3.3HauyeHns Ans kanubpatopa 3aBUCST OT MapTUM W COOTBETCTBYHOWINX
moaenei, y B Tabnuue .

KoHTponb kauecTsa

1.PekoMeHAyeTCA  MCMONb30BaTb  KOHTPOSbHbLIA  MaTepuan  Mindray

(KAMHUKO-XMMUYECKUIA MYNbTUKOHTPOS 105-009119-00,

105-009120-00 nnun Apyroii NOAXOAAWMIA KOHTPONbHBbIA MaTepuan) ans

nposepkn  3(HEKTUBHOCTU NpOLEeAYpbl U3MEPEeHUs; AOMOAHUTENbHO

MOXHO MCMO/b30BaTh APYrie NOAXOASILIME KOHTPONbHbIE MaTepuabl.

2.PeKOMeHayeTCs UCMONb30BaTh /1BA YPOBHS KOHTPO/bHBIX MaTepuanos Ans
aHanusa kaxaoi napTun o6pasuos. KpoMe Toro, crieayeT aHanusuposaTh

KOHTPO/bHBIA MaTepuan C KaXioi HOBOM KanMGPOBKOMW, C KaXAblM HOBbIM

KapTPUAXKEM C peareHTammn 1 nocne onpeaeneHHbIX NpoLedyp TexHUIeckoro

06CNYXKMBAHNAA WK YCTPAHEHUS HEMCTIPABHOCTEN, Kak MoApo6HO onucaHo

B COOTBETCTBYIOLLEM PYKOBOACTBE MO 3KCTyaTaunm CUCTEMbI.
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3.B kaxpoil nabopatopuu cefyeT YCTaHOBUTb COBCTBEHHYIO CXeMmy
KOHTPO/IS KaYecTBa 1 NOPSA0K BbIMOHEHNS KOPPEKTUPYIOLUMX AECTBUIA,
€CN KOHTPO/bHblE MaTepuanbl He BOCCTaHaBNMBAIOTCS B npeaenax
ZOMYCTUMBIX OTKJIOHEHWIA.

Pacuer

Xumnyecknii aHanusatop cepun BS onpenensieT usmeHeHue norsiolleHns

(AA/MWMH) ¥ aBTOMaTUYeCKW BbIYMCNSIET aKTUBHOCTb a-AMY Ana Kaxzaown

npobbl C ykasaHHOW KannbpoBOYHOW KPUBOW, MONy4YeHHOW B npouecce

KanubposKku.

KoaddurumeHT nepesoaa TpaavLUMOHHbIX eannuu (Ea/n) B eavnuubl CU
(mMkkat/n):

1 Ea/n =16,67x10°3 mkkat/n 1 mkkat/n = 60 Ea/n

PaszBepeHune

Ecnu  3HayeHne npobbl npesbiwaer 1500 Ea/n, npoby Heo6xoanMMo
pa36asutb pactsopom NaCl 9 r/n (puspactsopom) (Hanp. 1+9) 1 NOBTOPUTL
aHanus; NosTyYeHHbI PesynbTaT CledyeT YMHOXHUTb Ha 10.

n

Tun npo6bl n3MepeH
CbIBOpOTKa/Nnasma’ B3pocnble 35-135 Ea/n
My>X4WHbI 16-491 En/n

CnyuaitHas moya®
KeHLWuHb! 21-447 En/n

OXMaaeMoe 3HaueHne MoNYYEHO MPU UCMOb30BAHNM 3TaNoHa, KOMNaHWs
Mindray noaTBepamna ero Ha 167 npo6ax cbiBOpoTkM M 290 npobax Mouu,
B3ATbIX y NtoAel u3 Kutas.

Kaxpas na6opaTopusi [AOMKHA yCTaHaB/uBaTb CBOM  COGCTBEHHbIE
pedepeHCHbIe NHTEPBabI B 3aBUCMMOCTY OT €€ KOHKPETHOTO PacroNOXeHNst
1 NOMYNSLMOHHbIX XapaKTEPUCTUK, MOCKOMbKY NpeanonaraeMble 3HaueHns
MOTYT OTIMYATLCS B 3aBUCMMOCTM OT reorpadui, packl, nona v Bospacra.
Pa6oune xapaKTepucTukm

B AHanMTUuYecKas YyBCTBUTE/IbHOCTL

AHanuTMuyeckas YyBCTBUTENbHOCTL HaBop Ans onpeaeneHns a-amunassl Ha
BS-380 coctaBnser 5,0 Ea/n.  AHanuTMueckas  YyBCTBUTENbHOCTb
onp TCS Kak aKTUBHOCTb pyeMoro selyecTsa, no
KOTOPO# NPO6Y MOXHO OTIMYMTL OT NPOBLI, HE CoaepiKaLLeit STOro BellecTsa.
OHa pacCUuTLIBAETCS KaK 3HaueHWe, Ha 3 CTaHAapTHbIX OTK/OHEHMs
np cpenHee , NONlyYeHHOE U3 20 MOBTOPHbIX aHanN308
npo6bl, HE COAEPXALLEro aHaNM3MpPyeMoro BeLecTsa.
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B /lnanasoH nsMepeHuin
Cvcrembl Mindray cepum BS obecnieumnBaloT cieytowmin AnanasoH IMHEAHOCTU:
Tun npo6bl
CbiBopoTka/Mnasma/Mova 5-1500 Ea/n

Mpoba C BbLICOKOW aKTMBHOCTbIO «-AMY  (npubnusutensHo 1500 Ea/n)
cMelwmnBaeTcs ¢ npoboit C HM3KOM aKTUBHOCTbIO (<5 Ea/n) B pasHbiX
COOTHOWEHMSIX, B Pe3y/ibTaTe MoJy4aeTCsi Cepusi PasBeAeHuin. AKTUBHOCTb
o-AMY KaXxaoro passe/ieHVs onpeaenseTca C NoMoWwbio cucteMsl Mindray,
AVanasoH NINHEMHOCTV AEMOHCTPUpPYeTCs C Ko3(hULMEHTOM Koppensunm
r=0,990. Pernctpupyemslii AvanasoH coctasnset 5-15000 Ea/n.

B [peunsnoHHOCTb

MPeumn3noHHOCTb onpeAensnacs C MOMOWbIO CeAylowwero oao6peHHoro
CLSI pykoBoacTBa EP05-A3%, kaxaas npoba aHanmanposanach no 2 pasa 3a
oAHy o6paboTky, 2 o6paboTku B cyTku, Bcero 20 cyToK. [laHHble
NPEeLV3MOHHOCTM KOHTPO/IbHbIX MaTepuanos Ha BS-380 npuseaeHbl Huxe*.

Tun o6pasuos  Cpeanee

(N=80) (En/n) SD (Ea/n) CV% SD (Ea/n) CV %
KoHTponbHbIii yposeHs 1 78,25 1,29 1,64 1,67 2,13
KoHTponbHblii yposeHs 2 258,79 1,71 0,66 4,96 1,92

AaHHble, Ha pasHbIX MpUBOPax 1 B PasHbX

N1abopatopusix MOryT OT/IMYATLCS.

B AHanuTMueckas cneunduyHoCTb

Mpo6bl C PasnMUYHON KOHUEHTPALMEN MELalouero BellecTsa roToBuIn
nyTeM Ao6GaBNeHWs Melalolero KOMMOHEHTa K MynaM 4esnoBeuyeckoit
CbIBOPOTKY, M OTCYTCTBMEM 3HAYMMOrO MelLaloLLero BO3AECTBUS CUUTaNoCh
BOCCTaHOB/NeHWe B npeaenax +10% OT COOTBETCTBYIOWEr0 KOHTPObHOMO
3HaueHNs!.

He Habnwoaanu 3HauMMOro MELIAoLWero BO3AEHCTBUS yKasaHHbIX Aanee
BEWeCTB NpU MCCIEAOBaHMAX BMECTE C HUMM C MCMO/b30BaHWEM AaHHOM
METOA0N0rMN. [laHHble UCCNeAO0BaHMs MELLaloWMX MaTepuanos Ha BS-380
npuUBeAeHbI HMXe.

K O
Mewaiowee KOHUEHTpauus anar;::;uuﬂ OTKNOHEHHUE
femectse (mr/an) (Ea/n) (%)*
AcKopbuHoBas KUCIoTa 30 189,47 +2,71
FemornobuH 250 214,67 -5,34
Bunupy6uH 40 188,87 -1,08
WHTpanunua 500 197,43 +2,01
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naHHbiE, Ha pasHbIX MPUBOPax 1 B PasHbIX

1BGOPATOPUSIX MOTYT OTANYETHCS,

B oueHb peakux cnyyasx raMMmonaTtusi, B 4actHoctu Tun IgM, moxer

NPUBECTN K HEHAZEXHbIM pe3y/bTatamio,

B CpaBHeHuWe MeTOAOB

Viccnenosakuns KOppensumn BbINONHSAIMCL C WMCNOJb30BaHWEM 0f06peHHOro
CLSI pykoBoacTBa EP09-A31L, Cucrema Mindray (Mindray BS-2000/peareHt
Mindray «-AMY) (y) cpaBHMBanacb C cucTeMoii cpasHeHusi (Roche cobas
c701/peareHt Roche o-AMY) (X) C MCMONb30BaHWMEM OAMHaKOBbLIX 06pasLoB
cbiBOpPOTKU. Cuctema Mindray (Mindray BS-2800M/peareHT Mindray a-AMY) (y)
CcpaBHMBanacb C cuctemoii cpaBHeHus (Mindray BS-2000/peareHt Mindray
~-AMY) (X) C MCcnonb3oBaHMeM oAMHaKoBbIX 06pasLoB Moun. CraTucTuyeckue
AaHHbIe, NOyYeHHble IMHENHOI perpeccueil, NokasaHbl B Tabnumue Huxe*:

Tun YpasHenne Koadpbuument  Mpo6a Nanasow
npo6s1 perpeccun ® (N (Ea/n)
chiBopoTka__y=1,0627x-0,8069 0,9995 100 27,92-1481,57
Moua  y=0,9848x+0,1271 0,9994 126 5,04-1080,76
Aartle, Ha pasHbIX MPUBOPaX M B paskbix

N1abopatopusix MOryT OT/INYATLCS.

WHTepnpetauymsa pesynbtaTtos

Ha pesynbTaTel MOTYT BAWSTb NlekapCTBEHHbIE CPEACTBa, 3a60NeBaHMs WIN

SHAOreHHbIe BewecTal%!2, Ecn rpadmk peakLmmn OTKIIOHSIETCS OT HOPMasIbHOrO,

PeKoMeHzlyeTCcsi IPOBECTV NOBTOPHbII aHanus 1 NPOBEPUTL PesynbTaT.

Mpepynp WU Mepbl np: TOp ™

1. Tonbko Ans  AvarHoCTMKM in  vitro. [ns  npodeccnoHanbHoro

NabopaTopHOro NpUMEHEHNS.

2. He 3anonHsiiTe nuneTky ¢ nomowplo pTa W usberaiite nonasaHus
peareHTa Ha KoXy. (C/lloHa W MOT CoAepXaT a-amunasy!)

. HeobxoanMo cobnioaate Mepbl MPEAOCTOPOXKHOCTM Npu paboTe co Bcemm
NabopaTopHLIMIA peareHTamm.

. Y6eauTech B LENIOCTHOCTM YNaKoBKM Nepes NCrosib3oBaHmnem Habopa. He
ncnonb3yiiTe Habopbl C MOBPEeXAEHHOW YynakoBkoit. Wckouute
BO3AIE/CTBME Ha PpeareHTbl MpSMOrO COJIHEUHOro CBeTa W WX
3amopaxuBaHue. Tpu  Heco6/IloieHMN  COOTBETCTBYIOWNX  YCNOBMI
XPaHEeHMs! PEareHToB Mosy4eHne KOPPEKTHbIX Pe3yNbTaToB aHanu30B He
rapaHTMpyercs.

. Ecn peareHTbl 6biMM HeMpeaHaMepeHHO OTKPLITbI 0 WCMO/b30BaHMs,
XpaHWTe UX MJI0THO 3aKpbiTbIMM Npy TemnepaTtype 2-8°C 1 3alluLieHHbIMU
OT cBeTa. B 3T0M ciyyae ux CTabWIbHOCTb HE OTAMYAETCS OT CTabUIbHOCTU

w
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Npyu UCNONb30BaHUN.

He ponyckaiite cMelLMBaHUA peareHToB U3 pasHbIX NapTUil U hnakoHOB.
He ncnonb3yiite peareHTbl NOCIe UCTEHYEHUSI UX CPOKA FOAHOCTU U AaTbl
ncnonb3oBaHus. He uonchaﬁTe CMEeLIMBaHMA CBEXWNX peareHToB C yXe
NCNONb3yeMbIMU.

WN36eraiiTe o6pasoBaHns Nexbl.

. CneayeT oXuaaTb noTepio CTabuibHOCTM WM yXyAWeHWe KayecTsa npum

HanMunM BUANMMBIX NMPU3HAKOB YTeUKM, BbiMaZEHNsi 0CAAKOB MM pocTa
MWKDOOPraHu3MOB, a Takke eciu KanubpoBka MWW KOHTPONbHbIE
onpeaenexns He COOTBETCTBYIOT KpUTEpUsM, yKa3aHHbIM
B JINCTKe-BKNaAblWe U/ win ans cuctembl Mindray.

HanexHoCTb pesynbTaToB aHanuMsa He rapaHTMpyeTcs B Clydae He
CO6I0ACHNS VHCTPYKUWIA, MPUBEAEHHBIX B JAHHOM NIMCTKe-BKNajblle.

. CoplepXWT KOHCepBaHT. 3anpeluaercs npornartbiBaTh. V36eraiite

KOHTaKTa C KOXel W cn3ucTbiMm 06o1oukamu.

10.Mpu cnyvaiiHoM nonagaHWy peareHTa B rfasa Wiv POTOBYH MOJOCTb,

1

a TakXXe Ha KOXy HeMeaNneHHO 06unbHO HpOMOﬁTe NOpaxeHHble y4acTKu
60NbLINM KONMYECTBOM BOAbI. HDM HeOGXOﬁLMMOCTM OGDaTMTer K Bpayy
ANS NONYYEHNS MEANLIMHCKOM NOMOLLM.

1.MacnopT 6e30nacHOCTV MaTepuana NpeoCTaBseTCcs NpodeccoHanbHoOMy
roNb30BaTeNNo Mo 3anpocy.

12.YTunusaums Bcex OTXOAOB AOMKHA MPOW3BOAWTLCS B COOTBETCTBUM

C MeCTHbIMW MpaBunamMu.

13. BeCh YeoBeYeCKHil MaTepUaN ClIERyeT CHUTATb MOTEHLIMANBHO MH(EKLIMOHHBIM.
14.Bce BbISIBIEHHbIE PUCKN 6bUIM CHIXKEHbI HACTO/IbKO, HACKOMIbKO 3TO

BO3MOXHO 6€3 HEeraTMBHOrO B/INSIHUS Ha COOTHOLLIEHME MOJb3bl U PUCKa,
1 06LWNIt OCTATOUHBIN PUCK ABNSETCA NPUEMIEMbIM.

15.0 nobom cepbesHOM WHUMAEHTE, MPOU3OLIEAEeM B CBS3U C 3TUM

YCTPOVACTBOM, HEO6X0AMMO COO6LWaTh NPOU3BOANTENIO U KOMMETEHTHOMY
opraHy CTpaHbl, K KOTOPOi OTHOCKTCS MO/NIb30BaTeNb W/ UM NaLNEHT.

16.370T Ha60p COAEPIKMT KOMMOHEHTBI, KNacCUULINPYEMbIE B COOTBETCTBUM

c PernameHTtom (EC) N2 1272/2008 cneaytowmm o6pasom:

Mpeay
H317 | MoXeT BbI3blBaThb annepruyeckme peakLnm Koxmu.
NMpodunakmmka:
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P280 HapeBaliTe 3aliMTHbIe NepyaTku, 3aLUMTHYIO OAeXaY.

P261 W3beraiiTe BAbIXaHUA TymaHa/napoBs/aspo3oneit.

He ponyckaiite nonagaHus 3apaxeHHo paboyeit
oAexabl 3a npeaenb! DBGO\—IEI'O mecTa.

Mepb! pearmpoBaHus:

P302+P352 MPU MOMALAHNN HA KOXXY: O6unbHO npomoiiTe BOAOW.
I'Ipm BO3HWKHOBEHUW pPasapa)keHUsA KOXU Uaum Cbinu:

P272

P333+P313 o
O6paTuTech 3a KOHCy/bTalKell/NoMOLLbI0 K Bpayy.
P3624P364 | CHUMWTE 3apaxeHHyio OAGXAY U OCTUpaiTe ee nepeA
MOBTOPHbIM UCMO/1b30BAHMNEM.
Yrunusauus:

YIUnusmnpyiire coaepXXMMoe/KOHTEIHEp B paspeLLleHHbIX
P501 MecTax c6opa OnacHbIX WK crieLmanbHbIX OTXOA0B
B COOTBETCTBUM C JIH06bIMU MECTHBIMM NPaBUNaMu.
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