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Intended use

Multi Sera Calibrator is u:
routine chemistry analyte:
Summary

Multi Sera Calibrator contains the following analytes:

Albumin (ALB) Alkaline Phosphatase Alanine
(ALP) Aminotransferase (ALT)
Aspartate
a-Amylase (a-AMY) Aminotransferase Direct Bilirubin (Bil-D)
(AST)
Total Bilirubin (Bil-T) Calcium (Ca) Total Cholesterol (TC)
Creatine Kinase (CK) Creatinine (CREA) Glucose (Glu)
Gamma-Glutamyltransferase 0 Ydroxybutyrate Lactate Dehydrogenase
(y-GT) Dehydrogenase (LDH)
(a-HBDH)
Magnesium (Mg) Phosphorus (P) Total Protein (TP)
Triglycerides (TG) Urea (UREA) Uric Acid (UA)
Choli (CHE) Lipase(LIP)

By calibrating the selected analytes, Mindray BS-series chemistry analyzers

can generate valid calibration factors, and then calculate the concentrations

or activities of each sample automatically after analysis. Mindray BS

measurement system is composed of Mindray BS-series chemistry analyzers,

Mindray reagent kits, calibrators and control materials.

Components

Multi Sera Calibrator is a lyophilized calibrator based on human serum. The

concentrations or activities of the calibrator components are lot-specific.

Warnings and Precautions

1.For in vitro diagnostic use only.

2.Professional or trained person is required. Please take the necessary
precautions for handling all laboratory reagents.

3.The calibrator values are lot-specific with the matched models listed in the
value sheet.

4.Calibration is recommended when reagent lot is changed or certain
maintenance or troubleshooting procedure is performed.
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5.Please perform scheduled maintenance and standard operation including
calibration and analysis to assure the performance of measurement
system.

6.The calibrator was tested with Elisa methods and shown to be negative for
antibodies to HIV and HCV and nonreactive for HBsAg. However, as no
testing method can rule out the potential risk of infection with absolute
certainty, so this material should be handled as a patient specimen?.

7.Material safety data sheet is available on request.

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

Preparation

1.Take the vial out of the freezer and allow reaching room temperature.

2.Tap the vertically positioned vial gently and ensure that the lyophilized
material is at the bottom of the vial.

3.Remove the screw cap and rubber stopper carefully, avoiding any loss of
lyophilizate.

4.Reconstitute by adding 3.0 mL distilled/deionized water to the side of the
vial slowly and exactly.

5.Carefully replace the rubber stopper and leave to stand for 30 minutes at
room temperature.

6.During the standing time, mix contents by inverting several times and
swirling gently to ensure that all components of lyophilizate are dissolved.
Avoid the formation of foam.

7.According to the calibration procedure described in the instrument manual,
use the specific value listed in the value sheet to set calibration parameter
and execute calibration.

Storage and Stability

The calibrator is stable up to expiration date indicated on the label when

stored in unopened vial at 2~8°C and protected from light. Once

reconstituted, please store calibrator tightly capped when not in use. Once

thawed to room temperature, the calibrator should not be re-frozen. The

stability information is as below.

Stability
Temperatures — -

Universal Total Direct

of storage S ;
components Bilirubin Bilirubin

15~25°C 8 hours 6 hours 3 hours
2~8°C 2 days 1 day 8 hours
-25~-15°C 4 weeks 2 weeks 2 weeks

Materials required but not provided
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1.Distilled/deionized water.

2.Mindray BS Chemistry analyzer and reagent kits.

3.General laboratory equipment.

Traceability of Calibrator

The calibrator values assigned by Mindray standard transfer procedure and
routine method are listed in the value sheet. The traceability process is
based on ISO 175112 and 1SO181533, each analyte (measurand) in this
calibrator is traceable to the available reference method and (or) reference
material, or manufacturer’s reference standard. Traceability information is
given below. Details of traceability are available on request.

Analytes /materials
UREA, Bil-T, Glu, TP, TG, International Reference Measurement Method
TC,UA, Ca, Mg or/and Standard Reference Material from NIST
LDH, y-GT , CK, a-AMY IFCC Primary Reference Procedures
ALB ERM-DA470K
ALT, AST, a-HBDH, ALP, Bil-D,
P,CHE,LIP Manufacturer’s Selected Measurement Procedure

NIST definitive method ID-LC/MS/MS ( NIST

CERA, SRM 914a, NIST SRM 967)

Quality control

Use Mindray control as sample to monitor the status of calibration. The

control result should be within the defined range as shown in the control

value sheet. If the control result falls outside the range, the measurement

system should be checked. For instance, position of reagent or sample

placed on the analyzer; expiration date or storage condition of the calibrator,

reagent and control; the parameter setting in software; or performance of

the analyzer.

References

1.Biosafety in Microbiological and Biomedical Laboratories; U.S. Department
of Health and Human Services; US Government Printing Office;
Washington: 2007.

2.1SO 17511:2003. In vitro diagnostic medical devices—Measurement of
quantities in biological samples—Metrological traceability of values
assigned to calibrators and control materials.

3.ISO 18153:2003. In vitro diagnostic medical devices—Measurement of
quantities in biological samples—Metrological traceability of values for
catalytic concentration of enzymes assigned to calibrators and control
materials.
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CbIBOPOTOUYHbIW MyNbTU Kanub6paTtop

Pa3mepbl ynakoBku

20x3 mn, 10x3 Mn

HasHauenune

MynbTu kanubpaTtop ncnonb3yeTcs B Guoxummnyecknx cucremax Mindray BS
ANS KaNnBPOBKU MPY KONNYECTBEHHOM OMPE/eNeHN PYTUHHBIX NapamMeTpos
CbIBOPOTKM,

Kpatkas cnpaBka

MynbTi KanubpaTop COAEPXKUT CReAyiollMe aHanWTbI:

LLlenounas AnaHuHaMuHOTpaHcd
Anb6ymMuH (ALB) occarasa (ALP) epaza (ALT)
AcnapTtaTtamnHoTpaHcdep Mpsamoit
a-amunasa (a-AMY) asa(AST) 6nnnpy6uH (Bil-D)
06wmit O6wuit
6mnnpy6uH (Bil-T) Kanbuuii (Ca) xonectepuH (TC)
KpeatnHkuHasa (CK) KpeatuHnH (CREA) noko3a (Glu)
Famma-raoTamunTpaHcd a-ruapokcnbyTupaTaerna NakTataernaporeHas
epasa(y-GT) porenasa (a-HBDH) a(LDH)
MarHuii (Mg) ®ocop (P) 06wt 6enok (TP)
Mouesas
Tpuranuepuabl (TG) MouesuHa (UREA) kuncnota (UA)
XonmkHacTepasa (CHE) Jiunasa(LIP)

Kanubpys BbIGpaHHYyl0 MeToaMKy, Guoxumuuyeckue aHanusaTopsl Mindray

cepuu BS BbipabaTbiBaloT KanmbposouHble (hakTopbl U 3aTeM pacCHUTbIBaOT

aKTMBHOCTb  KaXaoro obpasua Mocne  aWanusa  aBTOMAaTMYEeCKM.

AHanuTuyeckass cucTema Mindray BS cocTouT M3 BUOXMMUYECKUX

aHanusaTtopos Mindray cepun BS, HabopoB peareHToB Mindray,

KanMGpaTopoB W KOHTPOJIbHbIX MaTepuasnos.

Cocras

CbIBOPOTOUHbIA MyNbTU KannbpaTtop 3To NuoduNn3NpoBaHHbIii kannépaTtop

Ha OCHOBE CbIBOPOTKMW. KOHLleHTpaLlVIﬂ Unu akKTUBHOCTb KOMMOHEHTOB

KanubpaTtopa cneundnyHa Ans Kaxaoi naptum (noTa).

Npeny " Mepbl n

1.Tonbko Ans AMarHOCTUKY in vitro.

2.4ns  pa6oTbl CMeuManucToB WAM /UL, MPOWEAWNX MOATOTOBKY.
Heo6x0a1Mo co6ntoaaTh Mepbl NPEeAOCTOPOXHOCTM Mpu paboTe CO BCemm
nabopaTopHbIMK peareHTamMu.

3.3HaueHns KkanubpaTopa, cneuuduuHble ANS  KaXAOW napTuM  n
onpefieNieHHble ANs KOHKPETHOW MOAENM aHanusatopa, ykasaHbl B
Tabnuue 3HaueHnii.

4.KaI|VI6DOEKy peKkoMeHAyeTCs NpOBOAMUTbL NOC/IE€ CMEHbI MapTUKN pearedTa, a

2024-04, Pycckuit 2-1 P/N: 046-000769-00(6.0)



mindray C€
Takxke nocne npoBeaeHUs NIaHoOBOro TEXHUYECKOro UGCJ'IY)KMEEHVIR unu
PEMOHTHbIX paboT.

5.0n8 obecneyeHns  AOMXHOK  paboTbl  aHaNUTUYECKOW  CUCTEMbI
CBOEBPEMEHHO BbIMOMHSIATE NPOLIEAYPLI PEryNisipHOro  06Cnyx)uBaHus,
KanMbpoBKKM N KOHTPONS KayecTsa.

6.Kannbpatop 6bin npoBepeH no metoanke MDA Ha aHTUTena k Bupycy BUY
v renatuta C, a Takxe Ha NMOBEPXHOCTHbIN aHTUreH Bupyca renatuta B ¢
oTpUUATeNbHbIMM pesynbTaTaMu. OAHako, B CBA3M C  TeM, uTo
CyllecTBylolME METOAbl ONpeeneHUs He WCKIoYalT C abcontoTHON
AOCTOBEPHOCTbIO MOTEHLMANbHBIA PUCK Hanuums MHBEKUUU, C AaHHbIM
MaTepuanoM cneayetr obpawartbcs Kak € npo6oi, NonyyYeHHol oT
6onbHoro yenosekal.

7.MacnopT 6e30nacHOCT MaTepuana NpeAoCTaBNsETCA No 3anpocy.

8.0T BCEX oTXoA08B n3baBnsaiiTecb B  COOTBETCTBUU C MeCTHbIMU
HopMaTUBaMu. .

MoaroTtoska

1.0ocTaHbTe (NakoH M3 XONOAWIbHUKA W AaiiTe eMy nporpeTbes Ao
KOMHaTHO/1 TeMnepaTypbl.

2.YaocTosepbTeCh, YTO BECh IMOMUNN3NPOBAHHbIV MaTepuan HaxoanTCs Ha
AHe dpnakoHa.

3.CHMMUTe BWHTOBOW KONMAYoK M PEe3MHOBYIO NPobky, usberas noTepu
nvodunusata.

4.0CTOPOXHO, MO CTeHke (nakoHa AobaBbTe TOuyHO 3.0 mL
AVCTUNIMPOBAHHO / A@MOHU3MPOBAHHOM BOAbI.

5.AKKypaTHO 3akpoiiTe hnakoH pe3nHoBoi NPobKoii 1 AaliTe HacTosTbes 30
MUHYT NPY KOMHaTHOM TemMnepaType.

6.Bo BpeMs pacTBOpeHWsi HeCKONnbkO pa3 nepemeliaiTe CoAepXuMoe
¢IHBKOH3 nepesopavynBaHneEM U BpalleHneMm Tak, 4TO6bI pacrsopunics BeCb
nvocdunusat. Usberaiite o6pasoBaHMs NeHbl.

7.0ns yCTaHOBKM MapaMeTpoB kanubpaTopa M BbINOAHEHUS KanubpoBKM
VICHOﬂh3yl7ITe CooTBeTCTBYOWMNE 3Ha4veHus u3 cnucka 3HauveHuin
napamMeTpos. KanMGpoBKy BbIMONHAWTE TaK, Kak onucaHo B pykoBoAaCTBe
nosnb3oBaTeNs aHanu3aTopa.

XpaHeHue u cTabubHOCTL

Kanu6paTop cTabuneH [0 MCTeYeHMs CPoKa FOAHOCTW, YKa3aHHOro Ha

3TUKETKE, NPU XPaHEHWUW B 3aKpbITOM (nakoHe npu Temnepatype 2~8C B

3alUMLLEHHOM OT CBeTa MecTe. XpaHuTe pacTBOPEHHbIV kanubpaTtop B

M0THO 3aKPLITOM NakoHe, eCiM He ucronb3yeTe ero. 3anpellaertcs

3aMOpaXuBaTh NPUrOTOB/EHHbIN U Pa3MOPOXEHHbIN KannepaTop NOBTOPHO.

Hwxe npuseaeHa MHdoOpMauns o CTabUbHOCTY NpoayKTa.

TemnepatypHbie Cra6unbHocts

pesuMbl YHuBepcanbHble 06wmi Npamoi
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XpaHeHus KOMMOHEHTbI 6nnnpy6un 6nnnpy6un
15~25C 8 vacos 6 vacos 3 vacos
2~8C 2 pHeit 1 peHb 8 yacos
-25~-15C 4 Henenn 2 Hepenv 2 Hepenv
H Ma He B T

1.MCTUNNMPOBaHHaS/AENOHM3NPOBaHOBaHas BOAA.
2.AHanu3atopbl cepun BS 1 Mindray Habopbl peareHToB.
3.labopaTtopHoe o6opyaoBaHme 06LLIEro HasHaueHus .

n Tb Topa
3HaueHus kanubpatopa, onpeaeneHHble C MOMOLLbIO CTaHAapTU30BaHHOWM
MeToAMKM koMnanuu Mindray n 06bl4HbIM METOAOM, NpuBeAeHbl B Tabnuue
. Mpouecc np 0CTW U3MepeHWit OCHoBaH Ha ISO 175112
n ISO 181533, aHanuT (M3MepsieMblii NapaMeTp) B AaHHOM Kanubpartope
COOTBETCTBYET UMEeKLWeMyCcs 3Ta/loHHOMYy MeToay u (Vlﬂl’l) CNpaBOYHbIM
maTtepwuanam unu 3TasioHHOMY CTaHAapTy NPoOU3BOAUTENS. MHdJOpMaL(Mﬂ no
NPOCNEXNBAEMOCTU U3MEPeHWiA NpeAcTaBneHa Huxe. MoapobHble AaHHble
N0 NPOC/IEXMBAEMOCTU N3MEPEHMIT NPeAOCTaBASIOTCS NO 3anpocy.

MeToabl/ Cnp:

AHanuTel
Matepuanbl
y n o i metoa P

UREA, Bil-T, Glu, TP, W/ CTaHaapTHbIe CpasouHbie MaTepuans NIST
TG, TC,UA, Ca, Mg (HaunoHanbHbIii  MHCTUTYT — CTaHAapros 1

TEXHONOrUM).
:'?:lv"v Y-Gr ., K MepBuuHble STanoHHble npoueaypsl IFCC
ALB ERM-DA470k

ALT, AST, a-HBDH,

ALP, BIL-D, P, CHE, Lip  "POUeAYPa WaMepenus npoussonutens

NIST okoHuaTenbHbIi MeToag ID-LC/MS/MS (NIST

CERA SRM 914a. NIST SRM 967)

KoHTponb kayecTBa

[Ans MOHMTOPUHra NapaMeTpoB kannMbpoBKM B KayecTse Npobbl Cnonb3yiiTe
KOHTPONbHbIN MaTepuan MpoM3BOACTBA KOMNaHuu Mindray. PesynsTaT
aHanuaa KOHTPONMLHOTO MaTepuana AOMKEH HaxOAUTbCs B Mpeaenax
AnanasoHa, onpeaeneHHoro B Ta6ﬂl/ILle KOHTPOJIbHbIX 3HayeHuit. Ecnn
pe3ynbTaT aHanu3a KOHTPOSIbHOro MaTtepuana BbIXOAUT 3a npeaensl
AvanasoHa, CeAyeT MpOBEPUTL aHanUTUYeckylo cuctemy. Hanpumep,
NPaBUILHOCTL PACrONIOKEHMUsS peareHTa unn npobbl B aHannu3aTope; CPok
FOAHOCTU UNN YCITOBUS XPaHEHUs KaﬂMspaTOpa, peareHTa n KOHTPOJIbHOro
MaTepuana; ycTaHoBKY NapameTpa B NporpaMMHOM o6ecreuyeHnu; wnn
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napaMeTpbl aHanusatopa.

JNureparypa

1.Biosafety in Microbiological and Biomedical Laboratories; U.S. Department
of Health and Human Services; US Government Printing Office;
Washington: 2007.

2.ISO 17511:2003. In vitro diagnostic medical devices—Measurement of
quantities in biological samples—Metrological traceability of values
assigned to calibrators and control materials.

3.ISO 18153:2003. In vitro diagnostic medical devices—Measurement of
quantities in biological samples—Metrological traceability of values for
catalytic concentration of enzymes assigned to calibrators and control

materials.
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