Digitally signed by Iurchev1c1 alerlu

LDH Date: 2026.02.02 15:15:1
Lactate Dehydrogeﬁ&é&ﬁ(wﬁﬁmglgna
0123

Order Information

Cat. No. LULdllUIl IVIUIUU¥9 ckage size

105-000818-00 MOLDOVA E‘E’JR@PEAN‘AS
105-000857-0

105-004595-00 R1: 4x42 mL + R2: 4x12 mL

Intended Purpose

In vitro test for the quantitative determination of Lactate Dehydrogenase
(LDH) activity in human serum or plasma on Mindray BS series chemistry
analyzers. It is intended to be used for aiding to diagnose heart and muscle
diseases.

Summary®*

Lactate dehydrogenase (EC 1.1.1.27, LDH) is a hydrogen transfer enzyme
that catalyzes the oxidation of L-lactate to pyruvate with the mediation of
NAD* as a hydrogen acceptor. LDH is a tetramer composed of two different
subunits, and it has five isoenzymes based on their electrophoretic mobility.
LDH is widely distributed in tissues, particularly in the liver, muscles,
kidneys, lung and heart.

Because of its wide tissue distribution, serum LDH elevations occur in a
variety of dlinical conditions, including myocardial infarction, hepatitis,
hemolysis, and disorders of the kidneys, lung and muscle. What's more,
because of the lack of organ specificity of LDH, parallel measurement of its
isoenzymes or other enzymes such as ALP, ALT and AST is necessary for
differential diagnosis.

Assay Principle

UV-assay according to IFCC (International Federation of Clinical Chemistry
and Laboratory Medicine)

LDH
L-lactate + NAD* =<—— pyruvate + NADH + H*
Lactate Dehydrogenase (LDH) catalyzes the conversion of L-lactate to
pyruvate. In this process, B-nicotinamide adenine dinucleotide (NAD) is
deoxidized to NADH. This change in absorbance is directly proportional to
the activity of LDH in the sample.

Ci
Tris buffer 410 mmol/L
R1: Lithium lactate 6.10 g/L
ProClin300 0.05%
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Tris buffer 80 mmol/L
R2: NAD 7.0 mmol/L
ProClin300 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 30 days when refrigerated on the
analyzer.
Contamination must be avoided.
Do not freeze the reagent.
Specimen collection and preparation
B Specimen types
Serum, heparin and EDTA plasma are suitable for samples.
u 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
4 days at 2-8°C
6 weeks at (-25)-(-15)°C
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.
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.
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Assay procedure

Parameters Item BS-800 chemistry analyzers
Assay type Kinetic
Wavelength (Primary/Secondary) 340/700 nm
Reaction direction Increase
R1 192 pL
Sample or Calibrator 8 L
Mix, incubate at 37°C for 2-3 min, then add:
R2 48 pL

Mix thoroughly, after 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 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.
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 LDH activity of each sample automatically with a specified

calibration curve from calibration process.

Conversion factor of traditional units (U/L) into SI-units (pkat/L):

U/L x 0.0167=pkat/L

Dilution

If the value of sample exceeds 1000 U/L, the sample should be diluted with

9 g/L NaCl solution (saline) (e.g. 14+9) and rerun; the result should be

multiplied by 10.

Expected values’

Sample Type Units

Serum/Plasma Adults 120-250 U/L

The expected value is provided from reference, and Mindray has verified it
by 171 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 Lactate Dehydrogenase 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.
® Measuring range
The Mindray BS series systems provide the following linearity range:

Sample Type Units

Serum/Plasma 4-1000 U/L
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A high LDH activity sample (approximately 1000 U/L) is mixed with a low
activity sample (<4 U/L) at different ratios, generating a series of dilutions.
The LDH 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 4-10000 U/L.

m 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 ity Within-Lab
(N=80) (U/L) SD(U/L) CV% SD(U/L) CV%

Control Level 1 200.11 1.32 0.66 2.37 1.18

Control Level 2 342.44 2.14 0.62 4.23 1.24

*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: Ana'hfte Rel_ iye
Substance Concentration Activity Deviation
(mg/dL) (/L) (%)*
Ascorbic acid 30 370.61 -1.12
Intralipid 500 377.42 -6.08
Bilirubin 40 371.52 +3.14

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

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-A310, The Mindray System (Mindray BS-2000/Mindray LDH Reagent)
(y) was compared with comparison system (Roche cobas c701/ Roche LDH
Reagent) (x) using the same serum specimens. The statistical data obtained
by linear regression are shown in the table below*:
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Regression Fit Correlation Sample Concentration
gression 1 () (N)  Range (U/L)
y=0.9671x + 9.9382 0.9980 114 83.50-942.72

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

Result interpretation

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

substances®1l. 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.

. 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.

N o=

w

FS

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.

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.
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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.

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

Warning

H317 | May cause an allergic skin reaction.

H412 | Harmful to aquatic life with long lasting effects.
Prevention:

P280 Wear protective gloves and protective clothing.
P261 Avoid breathing mist/vapours/spray.

P273 Avoid release to the environment.

Contaminated work clothing should not be allowed out

P272 of the workplace.

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

P333+P313 If skin. irritation or rash occurs: Get medical advice/
attention.

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

Dispose of contents/container to authorised hazardous
P501 or special waste collection point in accordance with any
local regulation.
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Graphical symbols

C€.. [l &

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

Ec [ReP| [LOT] J’ u

Authorized representative in
: Batch Code L
the European Community limit

Temperature Catalogue

Manufacturer number

g
AN
[ ]
Keep away from sunlight
Indicates a medical device that needs protection from light sources
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Ha6op ans onpepenexns c €
nakrataernaporeHassi, IFCC mertoa 0123
¢dop Aansa ogop
N2 kar. Pasmep ynakoBku
105-000818-00 R1: 4x35 mn + R2: 2x18 mn
105-000857-00 R1: 6x40 mn + R2: 2x32 mn
105-004595-00 R1: 4x42 mn + R2: 4x12 mn

LleneBoe Ha3HaueHue

AHanus  in Vitro  ANS  KO/IMYECTBEHHOrO  OMPEAENEeHNsi  aKTUBHOCTW
nakTataermaporeHassl (LDH) B CbiBOpPOTKe WnM nnasMe KPOBM YenoBeka Ha
6Broxummueckmx aHanmsatopax Mindray cepun BS. [aHHbIii aHanus npeaHasHaueH
U151 UCTIO/1b30BaHIS B IMArHOCTVKE CEPAEYHBIX U MbiLLIEYHbIX 3360/1EBaHNIA.
KpaTtkas cnpaBka'™*

NakTataernaporeHasa (EC  1.1.1.27, LDH) npeactasnser co6oii
NepeHOCsILMIA  BoAOPOA (DEPMEHT, KOTOpbI KaTanusupyer OKUCIeHNe
L-naktata B nupyBaT C onocpefoBaHHbIM yyactuem NAD* B KauecTBe
akuenTopa Boaopoaa. LDH sBnseTcsa TeTpamepoM, COCTOSWMM U3 ABYX
pasnnuHbIX cy6beanHnu. OHa MMeeT NsTb W30(epPMEHTOB, WCXOAS W3 WX
31eKTPOHOPETMHECKOI NOABMKHOCTM. LDH NpUCYTCTBYET BO MHOTUX TKaHSX,
B 4ACTHOCTH, B MEYEHM, MbILAX, NOYKaX, NErkux 1 cepaue.

Bnaronaps ee nNpUCYyTCTBMIO BO MHOMMX TKaHsX POCT KOHUeHTpauuu LDH
NPOMCXOAUT MPY MHOMMX KIIMHUYECKNX COCTOSHUSIX, BKITIOYas MHhapKT M1oKapaAa,
renarTuT, reMo/Iu3 1 MoYeYHble, SIeroqHbie U MbllueyHble paccTpoiicTsa. Bonee Toro,
nockonbky y LDH oTcyTcTByeT opraHocneumduyHocTs, Anst auddepeHumanbHoi
AMarHOCTVKM  HeoBX0AMMO MapaniefbHoe M3MepeHve ee WM30(hepMeHToB Win
Apyrux pepMeHToB, Takux kak ALP, ALT n AST.

MpuHUMN aHanusa

Y® meToa cornacHo pekomeHaaumsm IFCC (MexayHapoaHoii dheaepauvm
KVHUYECKON xMMMMLgaaGOpaTopHoH MeANLMHbI).

L-naktat + NAD* === nupysat + NADH + H*
NakTataernaporeHasa (LDH) «kaTanusupyeT npeBpalleHve L-naktata
B nupysaT. [pu  3TOM  B-HUKOTMHaMuAaAeHWHAMHykneotua  (HAL)
BOCCTaHasnusaetcss Ao HALH. 3To BbI3blBAaeT M3MEHEHWE MOrMOLWeHNs,
npsAMO NponopLMoHanbHoe akTueHocT LDH B npo6e.

PeareHTbl u Thbl
Tpuc-6ydep 410 mmonb/n
R1: NakTat nutus 6,10 r/n
ProClin300 0,05%
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Tpuc-6ydep 80 mMmonb/n
R2: HAL 7,0 mmMonb/n
ProClin300 0,05%

XpaHeHue n cTabunbHOCTb
Wcnonb3osatb A0 wuCTeyeHus Cpoka roAHOCTW, YKasaHHOro Ha 3TUKETKe, npu
XpaHeHn B HepacneyataHHoM Buae npu 2-8°C B 3alUMLIEHHOM OT CBETa MecTe.
I'Ipvl NCNONb30BaHMKM B aHanuMsaTope peareHTbl cTabunbHbl B Teyenve 30
CYTOK NMpu XpaHeHuu B OX/1aXXAEHHOM COCTOAHUU Ha aHanusaTope.
Heo6xoanMo nsberaTb 3arpasHeHms.
He 3amopaxuBaiiTe peareHT.
OT60p 1 noaroToeka o6pasuos
B Tunbl o6pa3suos
B kauecTse Npo6 MOXHO UCMONB30BaTh CbIBOPOTKY, MAiasMy C renapuHoM win ATA.
m MoaroToBka nepea aHa/iM3oM
1.Heo6xoAMMO MCMoNb30BaTh MOAXOASILUME MPOBGUPKN WU KOHTEWHEpPbI Ans
c6opa npob 1 cnenoBaTh MHCTPYKLUMSIM U3rOTOBUTENS; M3beraTb BO3AEWUCTBUS
MaTepuanos Npo6MpoK WK Apyrx KOHTeliHepoB ans c6opa npo6.
2.Mpo6bl, coaepxalune 0CaaoK, Nepes MpoBeaeHUeM aHanusa HeobxoanuMo
LeHTpUdYrupoBaTh.
3.06pasubl nocne cbopa W npeaBapuTenbHoOl  o6paboTku  cneayer
NpoaHanM3MpoBaTh Kak MOXHO CKopee.
m CtabunbHOCTb NPo65
7 nHel npu 15-25°C
4 pHA npu 2-8°C
6 Heaenb npu (-25)-(-15) °C
[Ons Gonee ANWTENbHOMO XpaHeHMs Mpobbl HEOGXOAMMO 3amMopaxueaTb Mpu
Temnepatype (-20 °C)5. TpeboBaHus K CrabunbHOoCTM 06pasuos  6Gbin
YCTaHOB/IEHbI M3rOTOBMTENEM /WM OCHOBAHbI Ha STa/OHaX, Kaxaas naGopatopus
[O/DKHA YCTaHaB/MBaTb CBOM COBCTBEHHBIE KpUTEPUN CTabUIbHOCTM 06Pa3LIOB.
MoaroTtoBka peareHToB
PeareHTbl R1 1 R2 roToBbl K UCMO/b30BaHMIO.
BbINONHANTE NnaHoBOe TexHMYeckoe O6CIyXuBaHME M CTaHAapTHble
onepauuy, BKIlovas KaMbpoBKY M aHanu3 CUCTeMbl, YTOGbI rapaHTUPOBaTL
paboToCNOCO6HOCTL aHANNTUHECKOH CUCTEeMbI.
I p . pble He np B P
1.06bluHble nabopatopHble MaTepuanbl: PactBop NaCl B KOHUeHTpauun 9 r/n
(chmanonormueckuii pacTeop), AMCTUNINPOBaHHAS/ AGMOHN30BaHHas BOAA.
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2.Kanubpatop # KoHTponb: O3HaKoMbTeCb C pasfenioM WMHCTPYKUWUKU MO
npuMeHeHnio peareHToB «KanubpoBka 1 KOHTPO/b KayecTsa».

3.Xumnyeckvne aHanusatopbl Mindray cepum BS wu nabopatopHoe
o6opyaoBaHue obLiero HasHaYeHus .

MeToanKa KONMYECTBEHHOrO aHanusa

Xumunueckune aHanusartopbl

MNapameTpbl BS-800
Tun aHanusa KuHetnueckan
MHa BOJTHbI
(nepﬂmaﬂ/ampwHaﬂ) 340/700 1M
Hanpasnenue peakunn YBenuuenne
R1 192 mkn
Mpo6a unu kanuépaTtop 8 mkn
Mepemeluaiite, MHKY6UpYiiTe B TeyeHne 2-3 MUHYT npu 37°C, 3aTeM
AobasbTe:
R2 48 mkn

TwaTtenbHO Nepemellaiite, 3aTeM MHKY6UpyiiTe npu 37°C B TeyeHue
1 MUH, U3MepsIiTe 3HaYeHMe MOr/IoWaloLei CIOCOBHOCTY HenpepbiBHO
B TeyeHWe cneayowmnx 3 MUHYT 3aTeM paccumTaiite AA/MUH
MapaMeTpbl MOryT OT/INYATLCS Ha Pa3HbIX XUMUUYECKWUX aHanu3aTopax, npu
HEo6X0ANMOCTM  WMX  MOXHO MPOMOPUMOHANbHO  KOppeKkTMpoBaTh. [ns
XUMUYECKUX aHanusatopos Mindray cepuu BS napamertpel Ans peareHTos
npeaocTaBnsioTC Mo 3anpocy. O6patMTeck K  COOTBETCTBYIOLIEMY
PYKOBOACTBY MO 3KCMlyaTaLnM 3TUX aHanu3aTopoB.
Kanu6poBka
1.PekomeHayeTcs  ucrionb3oBaTe  kanubpatop  Mindray  (CblBOPOTOYUHbI
MynbTUkanmépaTop: 105-001144-00 wim apyrvie noaxoasiune Kanmépatopbl)
19 r/n NaCl (duspactsop) Ans AByXToueUHOW Kannbposku. WHbopmaumio
0 MpocnexmnBaeMocTn  CbIBOPOTOYHOMO  MynbTukanubpatopa Mindray — cM.
B MHCTPYKUMM MO MCTIONb30BaHMIO Kanubpatopa koMnaHuv Mindray.
2.YacTtoTa kann6posku
KannbpoBka Xumuyeckux aHanusatopos BS-800 crabunbHa B TeyeHue
npuénusntenbHo 30 cyTok. /NS pasHbiX MPUEOPOB  CTabUNbHOCTL
KannbpoBKM MOXET OTAnuaTbCs, Kaxaolh nabopatopun cneayet
YCTaHOBWUTb YacToTy KanMBpoBKY B NapaMeTpax Npu6opa B COOTBETCTBUM
CO CBOWM PEXMMOM UCMO/b30BAHMS.
MoxeT noHafo6uTLCS MOBTOPHAs Kanubposka MPW  BO3HUKHOBEHMM
cneayiowmx o6CToATeNbCTB:
« NPy U3MEHEHUI NapTAN pearexTa.
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« CornacHo TpeboBaHuio cobntopaembix npoueayp KOHTPONs KadecTsa
uwnu  npu  Bbixoae 3HaYeHuin ANA  KOHTPO/JIbHOrO MaTtepuana 3a
AonyCTuMble Npeaenbl.

« Py BbINOIHEHMM KOHKPETHOM NPOLEAYPb NO TEXHUYECKOMY 06CyXMBaHMIO
NN YCTPaHEHM0 HeMCrnpasHOCTU BUOXMMMYECKNX aHann3aTopos.

3.3Havenus ana Kaﬂl’lﬁpaTOpa 3aBUCAT OT NapTUM C COOTBETCTBYHOLMMU

MoAensiMn, yKasaHHbIMU B TaGI’IML\e 3HaYeHWiA.

KoHTponb kauecTsa

1.PekomMeHayeTCs UCMob30BaTh KOHTPONbL Mindray (KnuHMKo-xuMuyeckuin
MynbTUKOHTpPONb:  105-009119-00, 105-009120-00 wnu  apyroit
NOAXOAALWMIA KOHTPONbHBIA MaTepuan) Ans npoBepkn 3hdeKTUBHOCTU
npoueaypbl U3MepeHus; AOMNONHWUTENbHO MOXHO MCMONb30BaTb Apyrue
noaxoasiwme KOHTpONbHbIE MaTepuanbl.

Z.PEKOMEH[J\/ETCH NCNONb30BaTh ABa YPOBHA KOHTPO/IbHbIX Matepuanos Ans
aHanusa Ka)K[ZlOﬁ napTimm I'|D06. KPOMS TOoro, KOHTDOﬂbeIIZ MaTepuan
cneayeT aHann3nposaTb ANs Ka)KﬂOﬁ HOBOW KaﬂMspOEKM, Kaxaoro HoBOro
KapTpuaxa C peareHtamMmm W nocsie onpeaeneHHOro TexXHW4Yeckoro
06CNyXUBaHWS WKW YCTPaHEHUsI HEMCMPABHOCTEN, Kak NoApO6HO onucaHo
B COOTBETCTBYIOWEM PYKOBOACTBE MO 3KCM/lyaTaumnm CUCTeMbI .

3.B «kaxaoit nabopaTopuu cneayeT YCTaHOBWUTb COGCTBEHHYIO CXeMmy
KOHTPONIS KayecTsa U NOPSAOK BbIMOHEHNS KOPPEKTUPYIOWUMX AEHCTBUN,
€CNM KOHTPO/bHble MaTepuanbl He BOCCTaHaBNMBAIOTCS B npeaenax
AONYCTUMbIX OTKOHEHMIA.

Pacuer

XuMuyeckuii aHanusatop cepum BS onpeaensieT usMeHeHwe MnornoweHns

(AA/MWMH) M aBTOMaTMYECKM PacCYUTbIBAET aKTUBHOCTb LDH Ansa kaxaoi

npobbl C yKasaHHOW KanMb6pOBOYHOI KPUBOIA, MONYyYEHHOW B npouecce

KanubpoBKu.

KoadhuumeHT npeobpasosaHns TpaauUMOHHbIX eanHny (EA/n) B eanHuuUbI

CW (mkkat/n):

Ea/n x 0,0167=mkkat/n

PasBeneHune

Ecnn 3Hadyenme npo6bl npesblwaer 1000 Ea/n, npoby Heo6xoanmo

pas6asuTb pactsopom NaCl 9 r/n (¢puspactsopom) (Hanp. 1+9) n NOBTOPUTL

aHanu3; NoslyyeHHbIi pesynbTaT ciedyeT YMHOXUTb Ha 10.

PacueTHble 3HaueHus’

Tun npo6bi EAnHMUbI u3MepeHusa

CbIBOpOTKa/MNasmMa B3pocnble 120-250 Ea/n

2024-04, pyccxmii 2-4 P/N: 046-024183-00 (3.0)



LDH mindray

MpeanonaraemMoe 3Ha4YeHWe TONlYYEHO NPW  MCMONb30BaHWM  3TaNoHa,
v koMnaHus Mindray noaTeepawna ero Ha 171 npo6ax CbIBOPOTKM, B3SATbIX
y nioaei us Kutas.

Ka)Kl:laﬂ l'IaGOpaTOpVIS! A0MKHa yCTaHOBUTb CBOU CO6CTBEHHbIE ped)epeHCH ble
nHTEpBabl B 3aBMCUMoOCTH oT ee KOHKpeTHOro pacnonoxeHunsa
W NONYNAUMOHHBIX XapakTepucTuK, NOCKO/IbKY npeanonaraemble 3Ha4YeHus
MOryT OTIM4aTbCA B 3aBMCMMOCTU OT reorpad)ww, pacel, nona v so3pacra.

Pa6oune xapaKTepucTUKu

B AHanwu Y

AHanutuyeckas YyBCTBUTENIbHOCTb HaGOpa ansa onpeaeneHnsa
nakTaTaervaporeHasbl Ha aHanusaTtope BS-380 cocraenser 4 Ea/n.
A Kas 4yBC 0CTb or il Kak

KOHLIEHTPaLIMSi aHanUTa, Mo KOTOPOW MOXHO OT/IMYUTL o6pasell, He CoAepXKaLLyii
3TOT aHanuT. OHa PaccYMTBLIBAETCS KaK 3Ha4YeHue, Ha 3 CTaHAAPTHbIX OTK/IOHEHUS
npesbllwatollee cpeaHee 3HavyeHue, noJslyyYeHHoe U3 20 MOBTOPHbIX aHaIU30B
NpoBbl, HE COAEPXKALLIErO aHA/IM3MPYEMOTO BelllecTsa.
B [lnanasoH usMepeHui
Cvcrembl Mindray cepun BS o6ecneumBaloT cnesytoLumii AvanasoH IMHENHOCTU:
Twun npo6bi
CbiBOpOTKa/nnasma 4-1000 en./n

CMmetuaiiTe npoby C BbICOKOW akTMBHOCTbIO LDH (npubnusutensHo 1000 ea./n)
C Npo6oit C HU3KOW aKTUBHOCTbIO (<4 €A./n) B pasHbIX COOTHOLIEHWSIX ANs
noflyyeHns cepuu passeneHnii. LDH kawmoro passeneHus onpeaensieTcs
CrnoMowWplo  cucTeMbl  Mindray, AWanasoH JIMHEHOCTW AeMOHCTpUpyeTcs
c ko3durumeHToM  Koppensumn  r=0,990.  Peructpupyemblii  AnanasoH
cocraensieT 4-10000 Ea/n.

B [peunsnoHHOCTb

TMpeUn3MOHHOCT OMpeAeNsinace C MOMOLLbIO CIEAYIOLEro 0A06PEHHOM
CLSI pykoBoacTea EP05-A38, kaxxaas npoba aHanusmposanack no 2 pasa 3a
ofHy 06paboTky, 2 06paboTku B cyTku, Bcero 20 cyTok.

JlaHHble NPeLYBMOHHOCTU KOHTPO/IbHbIX MaTepuarnios Ha BS-380 npuseaeHb! Huxe*.

Tun o6pasuos CpeaHee b y
(N=80) (Ea/n) sD (Ep/n) CV% SD(Ea/n) CV%
KoHTponbHbIii ypoeHs 1 200,11 1,32 0,66 2,37 1,18
KOHTPOMbHbIV ypoBeHb 2 342,44 2.14 0,62 4,23 1,24
AaHHbIE, Ha pasHbix npubopax u B pasHbix

1abopaTopusiX MOryT OT/IMHATLCS.

2024-04, pyccxmii 2-5 P/N: 046-024183-00 (3.0)



LDH mindray

B AHanuTMuyeckas cneun@UUHOCTb

Mpobbl C pasnMYHOW KOHLEHTpaLuei Melawlero BelecTsa roToBWIN
nyrtem IJOGHEI'IEHVIN Melwawuwero KOMMOHeHTa K nynam Jenoseyecko
CbIBOPOTKM, ¥ OTCYTCTBMEM 3HAYMMOIO Mellaruero EO3}J€VICTEVI5| c4ymTanoce
BOCCTaHOB/eHMe B npeaenax +10% OT COOTBETCTBYIOWIEr0 KOHTPO/bHOMO
3Ha4YeHus.

He Haﬁ}'lloﬂa}'ll’l 3Ha4YMMOro mewarouero EOSIJEVICTEVIS! YKasaHHbIX Aanee
BelecTs Npu ucoeaoBaHUAX BMecTe C HUMWU C MCNOJb30BaHueM ﬂaHHOﬂ
MeToaonoruu. [laHHble UCCNeaoBaHWs MellarlWwmx Matepuanos Ha BS-380
npueeaeHbl HVI)KE*.

Mewarowasn AKTMBHOCTb  OTHOCHTENbHOE

Mewarowee
semecrso KOHUEHTpaums ananuTa OTK/IOHEHne
(mr/an) (En/n) (%)*
Ackop6u1HoBas kucnoTa 30 370,61 -1,12
WHTpanunua 500 377,42 -6,08
Bunupy6ux 40 371,52 +3,14
gaHtble, Ha pasHIX MPUBOPaX 1 B PasHbix

N1abopatopusix MoryT OT/INYaTLCA.

B oueHb peAKMX Clyyasix raMMonaTis, B 4YacTHOCTU Tun IgM, Moxer
NPUBECTM K HEAOCTOBEPHbLIM pesysibTaTam®.

B CpaBHeHWe MeTOAOB

ViccnepoBaHus KOPpensunu BbINOHANM C UCTO/b30BaHWEM 0A0GPEeHHOro
pykoBoacTea CLSI EP09-A310, Cucrema Mindray (Mindray BS-2000/peareHT
Mindray LDH) (y) cpaBHuBanacb C cuctemoit cpaBHeHusi (Roche cobas
c701/peareHT Roche LDH) (X) ¢ “crnonb3oBaHWeEM OAMHaKOBbIX 06pasLos
CbIBOPOTKY. CTaTUCTUYECKME AaHHBIE, NONYYEHHbIE JIMHEIIHON perpeccuei,
nokasaHbl B Tabnuue Huxe*:

y K T Mpo6a AvanasoH
perpeccum pp (r) (N) al (Ea/n)
y=0,9671x + 9,9382 0,9980 114 83,50-942,72
AaHHble, Ha pasHbix 1pubopax n B pasHbix

NabopaTopusiX MOryT OT/IMUATBCS.

WHTepnpeTtauus pesynbTaTos

Ha pesynbTaTbl MOryT BAUSITL IeKapCTBEHHbIE CPEACTBA, 3a60NeBaHMs WK
sHAoreHHble BeulectBa®!l, Ecnn  rpadmK peakuMn OTKMOHSIETCS  OT
HOPMa/IbHOrO, PEKOMEHAYETCS! MPOBECTU MOBTOPHBIA aHanM3 U MPOBEPUTL
pesyneTar.
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Mpenynp n Mepbl TOp ™

1. Tonbko Ana  AuarHocTvkm in  vitro. [Ans  npodeccroHanbHoro

nabopaTopHOro NpUMeHeHus.

Heo6xoanmo cobnoaaTs Mepbl NPeaoCTOPOXHOCTY Npu paboTe co Bcemn

nabopaTopHbIMA peareHTamu.

. Ybeautecb B LIENOCTHOCTU YMaKOBKW Mepes WCrosib3oBaHWeM Habopa. He

ncnonb3yiite Habopbl C NOBPEXAEHHOW YNakoskow. Ucknounte sosaeiicTene

Ha peareHTbl NpAMOro CO/IHEYHOrO CBETA W WX 3aMOpPaXuBaHWE. an

HeCOGf"OﬂeHVWl COOTBETCTBYHOLUMX yCI'IOEVIVI XPaHeHs peareHToB nosyvyeHue

KOPPEKTHbIX PE3yNbTaToB aHanM30B He rapaHTVpyeTcs.

Ecm peareHTbl bl HenpeaHaMepeHHO OTKPbITbl A0 WCNOSb30BaHWUA,

XPaHWUTE UX MIOTHO 3aKPbITbIMA NPU TemnepaTtype 2-8°C 1 3aliMLLeHHbIMA

oT cBeTa. B atom cnyyae ux CTabUNbHOCTb HEe OTIMYAETCS OT CTabUNBHOCTU

NPy UCNOTb30BaHUN.

He [JOﬂyCKaVITe CMelWnBaHNA peareHToB U3 pasHbIX ﬂapTMf/‘i n q)ﬂaKOHOE.

He VICHOﬂbHyﬁTe peareHTbl NOCNe UCTeYEHUs UX CpoKa roagHoOCTU U AaTtbl

W“cnonb3oBaHus. He nonyckaﬁrre CMELVBAHUA CBEXWNX peareHToB C yxe

NCNONb3yEeMbIMU.

WN36eraiiTe 06pasoBaHns NEHbI.

. CneayeT oxwaaTb MoTeplo CTaBWIbHOCTU WIM yXyAWeHUe KayecTsa Mpu

Ha/MuMM BUAMMBIX MPU3HAKOB YTEUKM, BbINaAeHWs OCaaKoB WM pocta

MUKDOOPTaHW3MOB, a Talkke €M KanubpoBka WIM  KOHTPONbHbiE

MaTepuanbl He COOTBETCTBYIOT KPUTEPUSAM, YKa3aHHbIM B IMCTKe-BKNaabILe

w/vnu ans cuctemsl Mindray.

HajexHoCTb pesynbTaToB aHanu3a He rapaHTMpyeTcs B Cryyae

Heco610AeHNs MHCTPYKU NI, NPUBEAEHHBIX B AAHHOM INCTKe-BKNaAbIWE.

. ConepXuT KOHCepBaHT. 3anpellaeTcs npornaTteiBaTh. M3beraiite

KOHTaKTa C KOXeii 1 CIM3UCTbIMK 060N0uKaMM.

Mpwn cnydaiiHoM nonagaHnn peareHTa B rasa WM POTOBYIK MOJOCTb,

a TaKKe Ha KOXY HEeMEANEeHHO 06W/IbHO NPOMOiiTe NOpaXeHHbIe YUacTku

60/1bINM KONMYECTBOM BOAbI. pn HEOBX0AMMOCTN 0B6paTUTeCh K Bpayy

ANS MONYYEHUA MEAULIMHCKOM NOMOLLK.

10.MacriopT 6e3onacHoCT MaTepuasna MPeAOCTaBASETCS MPOheccHoHasbHOMY
noNb30BaTeNio Mo 3anpocy.

11.YTUnusauns BCEX OTXOAOB AO/KHA MPOW3BOAMUTLCA B COOTBETCTBMM
C MeCTHbIMW NpaBunamMu.

12. Bech Yenoseyeckmii MaTepuan CriefyeT CHUTaTb MOTEHLMANBHO MHAEKLIMOHHBIM.

13.Bce BbisIBNIEHHbIE PUCKM BbIIM CHIXKEHbI HACTONbKO, HACKO/bKO 3TO
BO3MOXHO 6€3 HEraTUBHOIO BNWSHWS Ha COOTHOLIEHWE MONb3bl U PUCKa,
1 06WWWNit OCTATOUHBIN PUCK ABNSETCA NPUEeMeMbIM.
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14.0 no6oM cepbe3HOM WHUWAEHTE, MNpOU3OLEealeM B CBS3U C 3TUM
YCTPOWCTBOM, HEO6X0AMMO CO06LLaTL NPOM3BOANTENIO U KOMMETEHTHOMY
OpraHy CTpaHbl, K KOTOPOW OTHOCWTCSI NONIb30BaTENb W/WUNW NALWEHT.

15.2370T Habop COAEPXMT KOMMOHEHTbI, KnaccuduLmMpyeMble B COOTBETCTBUM
c PernamenTom (EC) N2 1272/2008 cneayiolumm o6pasom:

Npeay

H317 MO>eT BbI3blBaTb anNepruyeckme peakum KoXu.

Ha12 OkasblBaeT BpeaiHoe BO3/AHCTBME Ha BOAHbIE
OpraHu3Mbl C ANnTeNbHbIM 3heKTOM.

NMpodunakmmka:

P280 HapeBaiiTe 3alUUTHbIE NEpPYaTKM U 3aLUWUTHYIO OAEXAY.

P261 W36eraiite BabIXaHWs TyMaHa/napoB/aspo3oneil.

P273 He nonyckaiite nonagaHvs B OKpyXaloLlyto cpeay.

p272 He BbIHOCUTe 3apaxeHHyto pabouyio oaexay 3a

npenenkl pa6oyero Mecra.

Mepbi pearmposaHus:

P302+P352 MPU MONAZAHMM HA KOXXY: O6unbHO NpoMoiiTe BOAOMA.
TPy BO3HMKHOBEHUN Pa3APaXeHNsi KOXM UK Cbinin:

P333+P313 o
O6paTuTech 3a KOHCY/bTaluKein/NoMOLLbI0 K Bpayy.
P3624P364 | CHUMWTE 3apaxeHHyio OAGXKAY 1 NOCTUpaiTe ee nepea
NOBTOPHBIM MCMONb30BaHMEM.
YTunusauus:

YTUNU3MpYyiiTe CoAepXMMOe/KOHTEIHEp B PaspelleHHbIX
P501 MecTax c6opa onacHbIX WK CreLmanbHbIX OTXOA0B
B COOTBETCTBMM C M106bIMU MECTHbIMW MpaBuiaMm.
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