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Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Keji 12th Road South, Hi-tech Industrial park, Shenzhen
518057, P. R. China
Tel; +86 75526582888
Fax: *86 755 26582500

p EG.-LA,FATIoN of Eo NF9RM trY
To whom it may concern,

We, Shenzhen Mindray Bio-Medical Electronics Co., Ltd., located at Mindray

Building, Keji 12th Road south, Hi-tech tndustriat park, Nan-shan, s1g0s7,

Shenzhen, P. R. China, hereby confirm that:

We herewith declare that the products listed in Attachment I meet the provisions

of the Directive 98l79lEC on ln Vitro Diagnostic Medical Devices. The conformity

assessment route is according to 9B/79/EC Annex lll (not inctudes Section 6).

classification: The device not in lvDD annex il and not for self

testing/performance eval uation

Product category(ies): ctinical chemistry Analyzer, Hematology Analyzei;

Microplate washer, Microplate reader, Urine Analyzer,

Chemiluminescence lmmunoassay Analyzer, Reagents for

Hematology Analyzer, Reagents for Clinical Chemistry

Analyzer, Reagents for Chemiluminescence lmmunoassay

Analyzer, U rinalysis reagent strips.

Products;

EG-Representatlve:

Attachment I

Shanghai lnternational Holding Corp. GmbH (Europe)

EiffestraBe 80, 20537 Hamburg, Germany

we hereby certify that the forgoing is a true and accurate statement.

Place, Date Of lssue : Shenzhen, 2016-0g-01

T.^
Signatory name: Chuanbin Tan

signatory title: iechnical Regulation Manager

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
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Shenzhen Mindray Bio-Medical Electroulcs Co., Ltd.
Keji l2th Road South, Hi-tech Indushial Park, Shwzhen
518057, P, R. China

Tel: +86 755 26582888
Fax: +86 755 26582500

ATTACHMENIJ

Product Name Product Model Accessories
Hematology Analyzer BC-2300.

BC-2100
M-23CFL LYSE
M-23D DILUENT
M-23E E.Z CLEANSER
M-23P PROBE
CLEANSER
830 Hematology Control
S30 Hernatology
Calibrator
SC.CAL PLUS
Hematology Calibrator
BC-3D Hematology
Control

Auto Hematology Analyzer BC-1800,
BC-1900.
BC-2900

M.lBCFL LYSE
M.18D DILUENT
M.1BR RINSE
M.1BE E.Z CLEANSER
M-18P PROBE
CLEANSER
B30 Hematology Control
S30 Hematology
Calibrator
BC-3D Hematology
Control
SC-CAL PLUS
Hematology Calibrator

Auto Hematology Analyzer BC-3000 Plus M-3OD DILUENT
M.3OR RINSE
M.sOCFL LYSE
M-3OE E-Z CLEANSER
M.3OP PROBE
CLEANSER
830 Hematology Control
S30 Hematology
Calibrator
SC-CAL PLUS
Hematology Calibrator
BC-3D Hematology
Control

Auto Hematology Analyzer BC-3200,
BC-3200CT

M.3OD DILUENT
M-3OR RINSE
M-3OCFL LYSE
M-3OE E.Z CLEANSER
M.3OP PROBE
CLEANSER
830 Hematology
Control
S30 Hematology
Calibrator
SC-CAL PLUS /i
Hematology Calibratq#
BC-3D nJi"ti,tigv NControl li:3ll

2;
LoSild

-,#

It YX
temF

YN#
Auto Hematology Analyzer BC-5500. M-sOD DILUENT \\-
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Shenzhen Mindral, Bio-Medical Electronics Co., Ltd.
I(eji l2h Road South, Fli-tech Industrial Park, Shenzhen
518057, P. R, China

Tel: +86 755 26582888
Fax: +86 755 26582500

BC-s200 M-sOLH LYSE
M-50LEO(l)LYSE
M-50LEO(il)LYSE
M.SOLBA LYSE
M-50 CLEANSER
M.sOP PROBE
CLEANSER
BC-sD Hematology
Control
CBC.5DMR
Hematology Control
SC-CAL PLUS
Hematology Calibrator
S50 Calibrator
855 Hematology
Control
SC.CAL PLUS
Hematology Calibrator
BC-sD Hematology
Calibrator

Auto Hematology Analyzer BC-5300.
BC-s100

M-53LEO(r)LYSE
M-53LEO(I)LYSE
M-531H LYSE
M-53D DILUENT
M-53 CLEANSER
M.53P PROBE
CLEANSER
S50 Calibrator
855 Hematology
Control
SC.CAL PLUS
Hematology Calibrator
BC-sD Hematology
Calibrator

Auto Hematology Analyzer BC-5380,
BC.51BO

M-53LEO(t)LYSE
M-53LEO(il)LYSE
M-531H LYSE
M-53D DILUENT
M.53 CLEANSER
M-53P PROBE
CLEANSER
S50 Calibrator
B55 Hematology
Control
SC.CAL PLUS
Hematology Calibrator
BC-sD Hematology
Calibrator

Auto Hematology Analyzer BC-2800.
BC-2600

M-1BCFL LYSE
M-18D DILUENT
M-18R RINSE
M-18E E.Z
M-18P PROBE
CLEANSER
B30 Hematology
Control
S30 Hematoloov

ffio*
(qY

Yrro,

k"'

AsrU/VO^x{i\

SgsW$g
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Shenzhen Mindray Bio-Medical Electronics Co., Ltd,
Keji i2"'Roacl South, Hi-tech lndustrial Park, Shenzhen
518057, P. R. China

Tel: +86 755 26582888

Fax: +86 755 26582500
Calibrator
SC-CAL PLUS
Hematology Calibrator
BC-3D Hematology
Control

Auto Hematology Analyzer BC-3600,
BC-3300.
BC-3300CT.
BC-3600CT

M-3OD DILUENT
M.3OCFL LYSE
M-3OR RINSE
PROBE CLEANSER
830 Hematology
Control
S30 Hematology
Calibrator

Auto Hem atology Analyzer BC-5800.
BC-5600

M-58LEO(|) LYSE
M-s8LEO(il) LYSE
M.sBLH LYSE
M-sSLBALYSE
M-sSDDILUENT
PROBE CLEANSER
S50 Calibrator
B55 Hematology
Control
SC.CAL PLUS
Hematology Calibrator
BC-5D Hematology
Calibrator

Auto Hematology Analyzer BC-6600.
BC-6800

M.68DR DILUENT
M-68DS DILUENT
M-681D LYSE
M-6BLN LYSE
M-6818 LYSE
M.68LH LYSE
M.6BFN DYE
M.68FR DYE
M-6BFD DYE
PROBE CLEANSER
BC-6D Hematology
control
BC-NRBC Hematotogy
Control
BC-RET Hematology
Control
SC-CAL PLUS
Hematotogy Calibrator
BR60 Hemalology
Control

Auto Hematology Analyzer BC-53'10 M.53D DILUENT
M-s3LEO( r ) LYSE
M-S3LEO( U) LYSE .a1.r/1
M-531H LYSE /z(r'
M-53P PaOae /""/:*/
CLEANSER :li/
sso catibraro' llflf rio
855 Hematotogkl \Control \"\

!I",vQa'u^d:\

i.R.L. \

iistel
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Shenzhen Mindray Bio-Medical Electronics Co., Ltd,
Keii l2'r'Road South, Hi-tech lndusrrial Park, Shenzhen
518057, P. R. China
'i-ei' +86 755 26582888
Fax: +86 755 26582500

Auto Hematology Analyzer BC-5390 M-53D DILUENT
M-53LEO( I ) LYSE
M-53LEO(il ) LYSE
M.53LH LYSE
M-53P PROBE
CLEANSER
S50 Calibrator
855 Hernatology
Control

Auto Hematology Analyzer BC-5150.
BC-5000.
HM-sOOX

M-52D DILUENT
M-52DIFF LYSE
M-521H LYSE
PROBE CLEANSER
S50 Calibrator
B55 Hematology
Control
BC-SD Hematology
control
SC-CAL PLUS
Hematology Calibrator

Urine Analyzer uA-66. UA-600.
UA.6OOT

Urinalysis reagent strips

Auto Hematology Analyzer BC-20s. BC-21s.
BC-30s, BC-31s.
HM-2OOX

M-3OD D]LUENT
M.3OCFL LYSE
PROBE CLEANSER
830 Hematology
Control
S30 Hematology
Calibrator

Auto Hematology Analyzer BC.539O CRP
BC-5180 CRP

M-53D DILUENT
M-s LEO(|)LYSE
M-5 LEO([)LYSE
M-53 LH LYSE
LC LYSE
Probe Cleanser
S50 Calibrator
855 Hematology
Control
C-reactive Protein
Control
C-reactive Protein
(CRP) Calibrator
C-reactive Protein
(CRP) Kit (Latex
lmmunoturbidimetric
Method)

Auto Sample Processinq Svstem CAL BOOO I
Auto Slide Maker & Stainer sc-120 M.68DS DILUENT

PROBE CLEANSE

Automated Glycohemoglobin Analyzer H50
H5OP Eluent A /,/rl

Eluent B l/i,/
Hemolysis Sol utiorf !s/o
M-30P PRoBE {ii;l "
CLEANSER \\ \
Hemoolobin A1c C&rir\

l-ea
S.R,L' \

."*}.3

\9;
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Sltenzhen Mindray Ilio-Medical Electronics Co,, Ltd.
Keji 12rh Road South, Hi-tech lndustrial Park, Shenzhen
518057, P. R. China

Tel; +86 755 26582888
Fax: +86 755 26582500

Hemoglobin Alc
Calibrator

Flow Cytometer BriCyte E6 Sheath Fluid
Cleaning Sotution

Lysing Solution I I
CD3-FITC/CDB-PE/CD45-PerCP/CD4-APC
Reagent

cD3-FITC/CD 1 6+56-pE7CD45-perCp/C D 1 g-ApC
Reagent
HLA-B27 Reagent

I I

Laboratory Data Management Software I

][ndray labXpert Software

Specific Protein Analyzer CRP-M1OO M-68DS Diluent
LC Lyse
CRP Cleanser
Probe Cleanser

Auto Hematology Analyzer BC-s120
BC-5130
BC-5140

M-52D DILUENT
M-52DIFF LYSE
M-521H LYSE
PROBE CLEANSER

ChemistryAnalyzer BS-300, BS-320 ISE Module,4-channel
(No consumables)
Sodium Electrode
Potassium Electrode
Chloride Electrode
Reference Electrode
Lithium Electrode
Spacer Electrode
Reagent Pack Na/t(Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit
Tri-Level Quality Control
Kir

ChemistryAnalyzer BS-400, BS-420 ISE Module, 4-channel
(No consumables)
Sodium Electrode
Potassium Electrode
Chloride Electrode
Reference Electrode
Lithium Electrode
Spacer Electrode
Reagent Pack Na/t(Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluenl, 125 n)-.
Urine Diluent,50/ffi':-
Bi-Level Audit{ft#Vfu
Kil [/e/
Tri - Levet o, {,b"/erlt rKir l:l I

CDeo deteroJAr\

q
'L.l

;'t
#

I

!/r
K./Page 6 of20 'a,){

r\{Bt



Shenzhen Mindray Bio-Medical Dlectronics Co., Ltd.
I(eji 12"'Road South, I-Ii-tech Industrial Park, Shenzhen
518057, P. R, China

Iel: +86 755 26582888
Fax: +86 755 26582500

Mindray reagent bottles
Bar code modulo
Drainage unit
Water supply unit

Chemistry Analyzer Perfect plus ISE Module,4-channel
(No consumabtes)
Sodium Electrode
Potassium Electrode
Chloride Electrode
Reference Electrode
Lithium Etectrode
Spacer Electrode
Reagent Pack Na/KCl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit
Tri-Level Quality Control
Kir
CD80 detergent
Reaction cuvette
Mi ndray reagent bottles
Bar code module
Drainage unit
Water supply unit

ChemistryAnalyzer BS-380. BS-390 ISE Module,4-channel
(No consumables)
Sodium Electrode
Potassium Electrode
Chloride Electrode
Reference Electrode
Lithium Electrode
Spacer Electrode
Reagent Pack Na/l(Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit
Tri-Level Quality Control
Kit
CD80 detergent
Reaction cuvette
Mindray reagent bottles
Bar code module
Water supply unit

ChemistryAnalyzer BS-3s0. BS-330 ISE Module,4-chann
(No consur
Sodium Elr

Potassium

,\J

i$
*l

AY

Chtoride He{lg'pBioS
Reference Elldctlode
Lithium etecthbob M.

PageT of20 a)!prooo
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Reagent Pack Na/lVCl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit
Tri-Level Quality Control
Ktt
Reaction cuvette
Mindray reagent bottles
Bar code module

Sem i-auto Chemistry Analyzer BA.88A
Chemistry Analyzer BS-120. BS-130.

BS-1BO
ISE Module,4-chanhel
(No consumables)
Sodiurn Electrode
Potassium Electrode
Chloride Electrode
Reference Electrode
Lithium Electrode
Spacer Electrode
Reagent Pack Na/l(Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit
Tri-Level Quality Control

[,ii""tion cuvette
Mindray reagent bottles 

i

Bar code module I

I Chemistry Analyzer BS-200, BS-220 ISE Module,?-channel
(No consumabtes)
Sodium Electrode
Potassium Electrode
Chloride Electrode
Reference Electrode
Lithium Electrode
Spacer Electrode
Reagent Pack Na/l(Ct
Cleaning Sotution Kit
Troubleshooting Kit
Urine Diluent, 125 mt
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit
Tri-Level Quality Control
Kit
Reaction cuvette

-Cir il$l\
\
\..\
-\"

'a
t>

t,

li,/

k:*,\
e&l

s.R.(M rndray reagent botl{{Sl
Bar code modute 

/i" /fl
Chemistry Analyzer BS-2OOEiBS-220E

BS-330E/BS.35OE
ISE Mo<lule, a-chaffii
(No consumables) \t\ Ia
Sodium Electrode \$\
Potassium Electrode \\

8 ol20

Sllenzhen Mindray Bio-Medical Electr.onics Co., Ltd.
Keji l2th Road South, I{i-tech lndustrial park, Shenzheri
518057, P. R. China

Tel; +'86 755 26582888
Fax: +86 155 26582500
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Chloride Electrode
Reference Electrode
Lithium Electrode
Spacor Electrode
Reagent Pack Na/l(Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit
Tri-Level Quality Control
Kit
Reaction cuvette
Mindray reagent bottles
Bar code module

Microplate reader MR-96A
Microplate washer MW-12A I
Chemistry Analyzer BS-BOO. BS-820.

BS.BOOM.
BS-820M,
BS.1 BOO. BS-1 BOO

plus

ISE module
MR Na electrode
MR K electrode
MR Cl electrode
MR reference electrode
MR Serum Standard
MR Urine Standard
MR Urine Quality
Control
MR Buffer Solution
MR Detergent Solution
MR Na/K Check
Solution
Bullt-i n sam ple/reagent
bar code reader
ExternalAir Pump
Water Supply Unit
Remote Maintenance
system (RMS)

Chemistry An alyzer BS-2000,
BS-2000M.
BS-2200.
BS-2200M

ISE module
MR Na electrode
MR K electrode
MR Cl electrode
MR reference electrode
MR Serum Standard
MR Urine Standard
MR Urine Quality
Control
MR Buffer Solution
MR Detergent Solution
MR Na/K Check
Solution
Built-in sample/r
bar code reader
ExternalAir Pun
Water Supply Ur
Remote Mainter
System (RMS)

B

,o \-c

K,)

CUE

+.str

'd'/

:,

OL

Shenzhen Mindray Bio-Medical Elecfronics Co., Ltd.
Keji i2tI Road Soutlr, Ili-tech Lrdustrial Park, Shcnzhen
5 18057, P. R. China

l'ei: +86 755 26582888
Fax: +[36 755 26582500
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Shenzhen Mindray tsio-Medical Electronics Co., Ltd.
I(eji 12th Road South, Hi{ech lndustrial Park, Shenzhen
518057, P. R, China

Tel: *86 755 26582888
Iiax; *86 755 26582500

83-600. 8S-620 ISE Module,4-channel
(No consumables)
Sodium Electrode
Potassium Electrode
Chloride Electrode
Reference Electrode
Lithium Electrode
Spacer Electrode
Reagent Pack Na/l(Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit
Tri-Level Quality Control
Kit
CD80 detergent
Reaction cuvette
Mindray reagent bottles
Bar code module
Drainage unit
Water supply unit
Externalvacuum pump
unit

BS-480. BS-490 ISE Module, 4-channel
(No consumables)
Sodium Electrode
Potassium Electrode
Chloride Electrode
Reference Electrode
Lithium Electrode
Spacer Electrode
Reagent Pack Na/l(Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit
Tri-Level Quality Control
Kit
CD80 detergent
Reaction cuvette
Mindray reagent bottles
Built-i n sample/reagent
bar code reader
Remote management
systern (RMS)
Water supply module
External air pump

BS-430. BS-450.
BS-460

ISE Module,
(No consum,

Potassium

Reference
Lithium E

!oioo!Page 10 of20
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Shenzhcn Mindray Bio-Medicat Dlectronics Co., Ltd.
Keji 12tr'Roacl South, Fli-tech Industrial Park, Shenzhen

518057, P, R, China

Te1, +86 755 26582888

Fax; +86 755 26582500
Spacer Electrode
Reagent Pack Na/KCl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit
Tri-Level Quality Control
Kit
CDB0 detergent
Reaction cuvette
Mindray reagent bottles
Bar code module
Water supply unit
Probe clog detection
module

BS-230, BS-240 ISE Module,4-channel
(No consumables)
Sodium Electrode
Potassium Electrode
Chloride Electrode
Referenco Electrode
Lithium Electrode
Spacer Electrode
Reagent Pack Na/l(Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit
Tri-Level Quality Control
Kit
CD80 detergent
Reaction cuvette
Mindray roagent bottles
Bar code
reader(optional)

ilum inescence lmmunoassay cL-2000i.
cL-2200i

Hand-held bar code
reader
External vacuum pump
Reaction cuvette
Waste Bin

cL-1000i,
cL-1 200i

Bujlt-in sample bar code
reader
Built-in reagent bar
code reader
Reaction cuvettes.
waste container

'o,

fto.ro.,

o-Amylase (q-AMY) Kit (IFCC Method)

\A^XH*
Page I 1 of20
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Shenzhcn Mindray Bio-Medical Electronics Co., Ltd.
Keji l2'h ltoad South, Hi-tech lndustriai Park, Shenzhen
518057, P. R, Cliina

Te1; *86 755 26582888
Fax: +86 '755 26582500

Aspartate Aminotransferase (AST) Kit (IFCC
Method )

I

ffi

Gamma-Glutamyltransferase (GGT) Kit (Szasz

Method /IFCC stand. )
I I

Lactate Dehydrogenase ( LDH ) Kit ( IFCC
Method )

I

Alanine Aminotransferase (ALT) Kit (IFCC

Method )

C-Reactive Protein Kit(Turbidimetry Method) I

Apolipoprotein B Kit (Turbidimetry Method) I

Apolipoprotein A1 Kit (Turbidimetry Method) I

Triglycerides Ki(GPO-POD Method) I

Bilirubin Total Kit(DSA Method) I

Creatinine Kit(Modified Jaffe Method) I

Albumin Kit(Bromcresol Green Method) I

Bllirubin Direct Kit(DSA Method) I

Total Protein Kit(Biuret Method) I I

Magnesium Kit(Xylidyl Blue Method) I

o-Hydroxybutyrate Dehydrogenase Ki( DGKC
Method) I I

Total Cholesterol kit(CHOD-POD Method) I I

Alkaline Phosphatase Ki(IFCC Modified Method) I ffi
Urea Kit(Urease-GlDH, UV Method) I I

/l*/

{dL
Uric Acid Kit(Uricase-peroxidase Method) I I

K,&.
Page l2 of20 '>i&



Shenzhen Mindray Bio-Medical Electr.onics Co., Ltd.
Kcji l2t" Road South, Ili-tcch Industrial park, Shenzhen
518057, P. R, China
'fel: l-86 755 26582888
Fax: +86 755 26582500

Glucose Kit (GOD-POD Method)

,,ffi

Phosphorus Kit(Phosphomolybdate Method) I

Calcium Kit(Arsenazo lll Method)

Lipoprotein(a) Kit(Turbidimetry Method ) I I

Complement C3 Kit(Turbidimetry Method) I I

Complement C4 Kit(Turbidimetry Method)

lmmunoglobulin M Kit(Turbidimeky Method)

lmmunoglobulin G Kit(Turbidimetry Method) I

Prealbumin Kit(Turibid im etry Method) I

Glucose Kit (HK Method)

lmmunoglobulin A Kit(Turbidimetry Method) I

Bilirubin Total Kit(VOX Method)

Creatine Kinase Ki(IFCC Method)

Total Bile Acids Kit(Enzymatic Cycling assay)

Creatinine Kit(Sarcosine Oxidase Method)

HDL-Cholesterol kit(Direct Method) I

Bilirubin Direct Kit(VOX Method) I

LDL-Cholesterol Kit(Direct Method) I ffi,
Creatine Kinase-MB Kit(l FCC Method) q.rh"

q)
Page 13 ol'20
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Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Keji l2rr' Road South, Hi+ech Industrial Park, Shenzhen
518057, P, R. China

Tel, 't'86 755 26582888
Fax: +'86 755 26582500

HDL&LDL Cholesterol Control p

ffi

Prealbumin Control N&P I

Lipids Calibrator

Specific Proteins Calibrator

MultiSera Calibrator I I

CK-MB Calibrator I I

Lipoprotein(a) Calibrator

MultiControlSera N
MultiControlSera P I

Prealbumin Calibrator

Lipoprotein(a) Control N&P

Lipids Control N
Lipids Control P

CK-MB Control N
CK-MB Control p

Specific Proteins Control N Specific proteins
Control P

CholInesterase(CHE) Kit (DGKC Method)

Carbon Dioxide (CO2) Kit (Enzymic Method) I I

lron (Fe)Kit (Colorimetric Assay)

Fructosamine (FUN) Kit(Cotorimetric Assay) I I

Antibodies Against Streptolysin O
Kit(Particle-enhanced lmmunoturbldimetric Assay
Method

I I

Homocysteine Kit(Enzymatic Assay Method) I
4'>'.1/r\v-

Rheumatoid Factor Kit(particte-enhanced
lmmunoturbidimetric Assay Method) I ffi

Page t4 ol20
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Shenzh-en Mindray Bio-Medical Electronics Co., Ltd.
Keji 12"'Road South, Hi-tech lndustrial Park, Shenzhen
518057, l'. tt. china
Te1; +86 755 26582888
Fax: +86 755 26582500

Lipase Kit(Enzymatic Colorimetric Assay Method) I

a$-\
oo, X
r-w

,,.H

Hemoglobin 41c Kit (Enzymatic Assay Method)

Unsaturated lron Binding Capacity (UIBC) Kit
(Colorimetric Method)

Microalbuimn (MALB)]ft I I

Ferritin (FER) Kit I I

Transferrin (TRF) Kit

TRF Calibrator I

TRF Control

FER Calibrator I I

Multimmun Control

MALB Calibrator I

MALB Control

UIBC Control

UtBC Calibrator I I

o-L-Fucosidase Kit (CNPF method) I I

5'-Nucleotidase Kit (Enzymatic Colorirnetric
Method)

Adenosine Deaminase Kit (Enzymatic
Colorimetric Method) I I

Cystatin C Kit (Turbidimetry Method)

B2-Microglobulin Kit (Turbidimetry Method)

5 -NT Calibrator I

5'-NT Control I

ADA Control I I

ADA Calibrator t m
AFU Control I /-t

'7&,,
ASO Calibrator

,l
CysC Calibrator 1\

Page 15 ol20 ksr-
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CysC Control

E4

W

HbAlc Calibrator I I

HCY Calibrator

HS-CRP Calibrator I

RF Calibrator

TBA Control

p2-MG Calibrator I I

B2-MG Control I

Free Triiodothyronino ( CLIA)

Free Thyroxine (CLIA)

Total Triiodothyronine (CLIA)

TotalThyroxine (CLIA) I I

Thyroid-stimulating Hormone ( CLIA) I

Follicle Stimulating Hormone ( GLIA)

Luteinizing Hormone (CLIA)

Prolactin (CLIA) I

Estradiol (CLIA) I I

Eshiol (CLIA) I

Testostsrone (CLIA)

Progesterone (CLIA)

Total B Human Chorionic Gonadotropin (CL|A)

Free T3 Calibrators I

Free T4 Calibrators

TotalT3 Calibrators

TotalT4 Calibrators

TSH Calibrators I
FSH Calibrators I
LH Calibrators I

Prolactin Calibrators I I

Estradiol Calibrators

Estriol Calibrators * '{.
Testosterone Calibrators I b

Progesterone Cal ibrators

Totalp HCG Calibrators ax

Shenzhen Mindray Bio-Mcdical Electronics Co., Ltd.
Ke.ii l2rr' Road South, Hi-tech lnclustrial Park, Shenzhen
518057, P. R, China

Tel: F86 755 26582889
Fax: ]-86 155 26582500
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Thyroid Function Multi Control

Reproductive Multi Control I

Carcinoembryonic Antigen (CLIA) I

Alpha-fetoprotein (CLIA) I I

Cancer Antigen 125 ( CLIA) I I

Cancer Antigen 15-3 (CLIA) I I

Carbohydrate Antigen 19-9 (CLIA) I I

CEA Calibrators I

AFP Calibrators

CA125 Calibrators

CA15-3 Calibrators I I

CA19-9 Calibrators I

Ferritin (CLIA) I I

Ferritin Calibrators

Wash Buffer I I

Substrate solution I I

Antistreptolysin "O" (ASO) Kit
(Latex I m munoturbidimetric Method )

I

Antistreptolysin "O" Calibrator I

ASO/C RP/RF triple Control

Cystatin C (CysC)Kit (Latex lmmunoturbidimetric
Method)

I

Cystatin C Calibrator I I

Cystatin C Control

Full Range C-Reactive Protein ( FR-CRP)
Kit(Latex lmmunoturbidimetric Method)

I

C-reactive Protein Calibrator

Rheumatoid Factor ( RF) Kit(lmmunoturbidimetric
Method)

I I

Rheumatoid Factor Calibrator I I

B2-Microglobulin (B2-MG) Kit
(Latex lmmu noturbid imetric Method)

B2-Microglobul in Control

B2-Microglobulin Calibrator (for Serum)
rere)l\.

ffi
\
ro
l*
lm

s/
/

B2-Microglobulin Calibrator (for Urine) I
D-Dimer kit (Particle-enhanced
lm mu noturbidimetric Assay Method) I

Angiotensin Converting Enzyme (ACE) Kit
(Enzymatic Colorimetric Assay Method)

;-'"t-g

Sherrzhen Mindray Bio-Mcdical Illcctronics Co,, LtcI.
Keji l2rr'Road Soutlr, I{i-tech Industrial Park, Shenzhen

518057, P R. China

'l'ol, +86 755 26582888

Fax: +86 755 26582500
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Shenzhen Mindray llio-Medical Electronics Co., Ltd.
Keji l2'r'Roa<1 South, Hi-tech tnclustrial Park, Shenzhen

518057, P. R. China

Te1: *86 755 26582888

Fax: +86 755 26582500
RetinolBinding Protein (RBP) Kit
(Particle-enhanced lmmunoturbidimetric Assay
Method)
Glucose-6-Phosphate Dehydrogenase (G6PD) Kit
(UV Enzymatic Method)

I

Myoglobin (MYO) Kit (Particle-enhanced
lm munoturbidimetric Assav Method)

I I

lmmunoglobubin E (lgE) Kit (Particle-enhanced
lmmunoturbidimetric Assav Method)

I I

B-Hydroxybutyrate (B-HB) Kit (Enzymatic
Colorimetric Method)

I

High Sensitivity C-reaction Protein Kit
( Particle-enhanced lmmunoturbidimetric Assay

Method )

I

HbAlc control N I I

HbAlc control P I I

Rheumatism Control N

Rheumatism Control P I I

HCY Control N

HCY Control P I

FUN Control P I I

CO2 Control N I

D-Dimer Calibrator I

ACE Calibrator

RBP Calibrator

MYO Calibrator I

lgE Calibrator

B-HB Calibrator I I

D-Dimer Control

ACE Control

RBP Control

G6PD Control I I

B-HB Control

Sample Processing System SPL lOOO

Troponin l(CLIA)

Troponin I Calibrators I 4 .rAIEali
9

9oVr
B-type natriuretic peptide(CLIA) I tr7 rn,
BNP Calibrators ' ffol=

'cl.r.. l/ '\A\

'r;rtfifttnIE
Myoglobin(CLIA) tlzc\o

rs-\Z
MYO Calibrators I '\s&

IIU'q
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Shcnzhen I\{indray Bio-Medical Eleclronics Co., Ltd.
Keii 12il'Road South, Hi-tech Induslrial Park, Shenzhen

518057, P. R. Cirina

Tel: +86 755 26582888
Fax: +86 755 26582500

Creatine kinase MB(CLIA) I

CK-MB Calibrators I I
Thyroglobulin(CLIA) I I

Thyroglobul in Cal ibrators I I

Antibody to thyroglobulin(CLIA) I

Anti-Tg Calibrators I

Antibody to thyroid peroxidase(CLIA)

Anti-TPO Calibrators

lnsulin(CLIA) I I

lnsulin Calibrators I

C-Peptide(CLIA) I

C-Peptide Calibrators I
Cortisol(CLIA) I I

Cortisol Calibrators I I

Dehydroepiand rosterone sulfate(CLIA) I

DHEA-S Calibrators I

Adrenocorticotropic hormone(CLIA) I

ACTH Calibrators I

Cardiac Marker Multi Control

Thyroid Function Multi Control I

lmmunoassay Multi Control I

ACTH Control I

Antithyroid Antibodies Control I

System Detection Solution I

System Wash Solution I I

ClinChem MultiControl (level 1) I

ClinChem Multi Control (level2)

Sample Diluent

HCY Control

Homocysteine (HCY) Kit (Enzymatic Cycling
Method)
Total Protein in Urine/CSF(TPUC) Kit (Pyrogallol
Red-Molybdate Method) I &/

ffiTPUC Control
!
I ffi25-OH-Vitamin D Total (CLIA)

\Page l9 of20



Shcnzhen Mindray Ilio-Medical Electronics Co., Ltd.
Keji 12il'Roacl South, Hi-tech In<lustrjal park, Shenzhen
518057, P. R. China

Tel: +86 755 26582888
Fax: +86 755 26582500

25-OH-Vitamin D Total Calibrators

Parathyroid hormone (CLIA)
I

PTH Calibrators

Calcitonin (CLIA)
I I

Calcitonin Calibrators
I

Folate(CLIA)

Folate Calibrators
I

Vitamin 812(CLIA)
I

Vitamin 81 2 Calibrators

Metabolic MultiConhol I I
Red Blood Cell Folate Releasing Reagent I
Cancer Antigen 72-4 (CL|A)

Neuron-specific enolase (C LIA)

CYFRA 21-1 (CL|A)
I

Antibody to Treponema paltidum (CLIA) I
CA72-4 Calibrators

Qyfra2l-1 Calibrators

Anti-TP Calibrators

NSE Calibrators I
Tumor Marker Multi Control I I
NSE Control

Anti-TP Control
I

Bioffi7X em

/o, l-/ .s
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С 2021-2023 ~ 1.6М"lу Во м.ctc.i Е~ Со" Ltd. AJ ngta Rewwd. 

lntellectual Property Statement 

SНENZНEN M"4DRAY 8JO.МEOICAL ELECТRONICS СО" LТО. (ho,einatlet calod Мind.'•Y) о~ thO 

lne~I ~ rlgra 8о u-.s Unctty р,осцt and t№ rranuaL Tti1 rnsnual (N'f tefo, 1О lnfonnation 

protect8d Ьу ~ о, Pl1lra ard doOI not ~ •rrt lcense undef ltl8 patenl rf~ ot copynght of 

~OtofOO-... 

Minchy lntands 8о tnlil"lut ,- conll~ of 1tis maru/ 11 cor/ldenD,a/ lrlonnalion. Dl1do1t1o of thO 

Wonn15on 1n t№ ,,.,_., 1n •rrt tr11МOt vntsoewt wthout и,о wtlfen pomis1lon of Мin<t8Y is atrl~ 

fOfЬWII\ 

Reluse, ~ ~n, ds~ ,.,.,,~ •d.J~llon, nnsblion о, •f'ff o(tlot dorfvltl\'O 

vat of tNs IТWQ/ 1n l"f rNМOt whltюeYor ~ и. wrtten pomi11lon or Мin<hY 11 atrlcll'/ 

fort)Wen. 

mlndray 111 MINDM У 
. - , .,, h tr8del'I\VЬ, ~•ltrod о, otherwso, of Mlndray ln 

Cl'WI and oht counines. AJ othot ndetrerks lhlt appoar 1n ltis manual .,. usod orJ,J fot 

lnfonтwЬ.I or tdtonal rupose1. Тhty .,. h p,operty of !hw respecwe ownors. 



ReaponslЫllty on the Manufacturor Party 

~ ot ._ m8nual .,. •uЬ;oct ~ c:t.ngo wl\hout prW notSe•. 

,., Womwlion c,onl,8ined ln thia nwnual '8 Ь.n.-d to Ь. con-ec:t. Мlnct'•Y ahal rot Ье lаЬ. for trrtq 

c;on1ain.d ,-,.._, « fOt' ~• ~ consequenci.l d8mege• 1n c:ornecuon 'Wtth the ~~ 

~orтnance. « ua• of CNs rn11nuaL 

Min0'8Y 1s responslble fOt' the •tfects on aafety. relaЬllty and performance of thls P"oduct. only 11: 

1) U•• ol lhis product ts c:onducted •• lnstructed ln this operation mвnua\ Ьу Мi~ 

persatn1I or akJDlкИralned clnlcal professlonals.; 
~ 

2) Тhе ~ 1s stored and transportod es lnstnкted ln the operetlon merua\ and 1he '8 

3) Тhе ~ 1s used onlyon tho spoclГted models. 
Ьelng; 

Warranty 

Fre• sемсе will Ье p,ovided to: 

8 Products that are covered Ьу the warranty terms of Mlndray. 

р8у service \\40 Ье provlded to: 

1) Expired products; 

2) Pro<Nets wthln the warranty period, but are damaged ь 
1 у mproper use or h 

in,proper envlronment, or damaged Ьу force majeu Ufnan trro,: и-~ 
re or other reason not , ---а" 

/tser. 
caUSed Ьоt lh8 ~ 

Return Procedure 

fo/loW the procedure Ьelow to retum products to м·nd ., 
1 ray I needed 

contact Mindray customer servlce department lnf the • 
' orm m the product na 

юt No. are laЬeled on the outer package of the d ) me 8nd Ьt No. ~-

pro uct • lf the name and Ь 8-1 

retum request У,Ш not Ье accepted. Please spe 'fy the t No. 1ft ~ ~'-1.. ""'· 

с1 product name • ...._ ,_ 

reason. 
• ~de~ Ьt No. 111d u. 1'1Ь11 

11 



(Produd) 

М..52DIFF Lpe 

ruo-lJ 
М-52DIFF 

($pedflc.мlonJ 

50()rrt..Ц 

~t.ndedu-1 

M-52DIFF Lyso 

М-52DIFF L~ ~ RSCa and cйtterenlia•• wвеа. 

[PfindpleJ 

М-5201FF "1s• dts~s R8Ca 1n tt,e Ыооd c;el enaty.18 process, 1t ~••• WВС8 1О lnt8r'8/fy tt18 

c:ttfenw,ce d lh8 WВС •~i,ut8tlona. and lncorpo,ates 18set saitter a,d ,Ьw ~metry to reaUz• 

O[FF c:hannel WВС -"JSls. 
(',gredlentllJ 

&,factant. ••• ··•······• ••••••••••••••••••••••• ·---<~ 
(Stor8ge condtlon -,d ah8'f Af8) 

Тhе product WII Ье ataЬle for 2 y.ars w-.en atored at 2"С 1О ЗО"С(35"F to M"f), and tt,e relat/Y8 

tumicity ""-St not exceed 90%. The wortdng leЩ)el'llt1nt range of lhe ~• 1а cor'81atent wlth tha t of 

lts аррiсаЫе lnstrurrera. Тhе ope~V\11I wlidty 1s 60 ci.ys. 

(Appllc:aЫe anatyzer models) 

Тhе product •ppln to ВС-5000, вс-5150, ВС-5120, ВС-5130 and вс-51.tО AJ.AO HematologY 

Analyzers manufacued Ьу Shenzhen Mnc:ny Вio-Modcal Electrorka Со .• Ltd.. 

(SAMPLE REQUREМENТ] 
Fresh tuman wtiole Ыооd anticoagulated. Do not use corurтinated aamples. 

[МATERIALS REQURED ВUТ NОТ PROVIOEDJ 
The follo-мng materials are requred Ьu1 not provldod wlth lhe product Mindray-manufactured 
rreas1Semert lnstruments and matched reagents. 

~•tNctlona foruae} 
1. Restore lhe М..S2DIFF tyse to usage temperaЬ.e; 
2. Open the ex1emat pacJQng and lnsert the pidwp tuЬe lnto the reagent contalner Ьased on the 

matcting color of lhe reagent сар and the connec:tor of analyzer сар asserrЬly; 
3. Screw the сар asserтoly tlght and replace the reagent according to the operator's rnanual of the 

anatyzeг, 
4. RIXI а Ьlank c:our( and check the results. lf the resub meet the Ыank court requrements defined ln 

the operator's matUII of the analyzer, the nе-му lnstallod reagent can Ье used for saЩ)le analysls. 
$ее the opera:or's manual of the analyzer for details. 

[CUТ-OFF VALUEJREFER.ENCE HTERVALS) 
Not аррiсаЫе. 



(RESULT ELA&ORAТIONJ 

Not appl<:able. 

[1.NП'ATIONS) 

Not applc;abl8. 

(PRODUCT SPECFICATIONSJ nt8 ln8 or noc:cul. 

1. ~arance: lra,wparent •quld. no aedl~- f ~2DIFF tys• tea\ed on Mlndr8y Analyze,s n-. lhe 
2. 818" c:ount r-.su~ the Ы.nk court reau .... о 

~nЬ ln таы. 1. 
~ 

Table 1 Requlremena of M-52D1FF • Ыank cou,.., 

Teat parameter 

wвс 

HGB 

(PRECAUТIONS) . 

mank COU'\t reqwemerca 

S0.2•10'1\.. 

S1wl, 

1 For professlonal use ln wro ciagnos1s only. 

2• Read th8 package \nsert carefuly Ьeforo uslng \his product. 1\ ahall Ьо UМd Ьefore the •~-

• date and chposed or property when explred. ...... 88QII 

3 Do not use the reegent lf lt ls frozen. 

.: lf tr. ыank count ls aЬnormal aner the reagent ls transported, place 1\ atlQ for 24 howi 

temperaue Ьefore uslng lt. 
8t 'OOcn 

5_ tf lhe reagent 1s poПuted or affected Ьу other factors and Ьecomes abnorrna1, atop 

~p&aceltwltha normalone. 
'-ilg •111с1 

6 Dispose d the v.este, residual and contamlnated packlng Ьased on loc:al regu\atior\is 

7• The follo\'Ang factors can af'fect the sample analysls: explred or \neffecttve reagert;' 

• Ьу dust Jn the alr; lmproper disposal of the S&П1)1е; mxed wit.h or USed v.ith re ,.._ IIO'-d 

othercompany;_n-ixed use of resldual from the old contalner and the newty~ne-:-~ ь, 

other than spec.fied. 
UStd 1n ~n 

8_ Take 1he necessary precau\lons for the use of the product. Do not swa11ow. AVOld 

and mucous memЬtanes. lf You accldenta\ly take the reagent lnto УQ\Ж mo ~--. 

acciderully spill on your skin or lnto your eyes, wash them off Wth Plenty ~ or the ~ 

me<ical treatment if necessary. 0 Y«lte, lnd ~-

9 0tsposal of waste iquid and materiats should Ье ln accordance \tei\h local uide · 

10_ Тh8 Мaterial ~afety Data Sheet (SDS) 1s ava1\able upon request g 1nea. . 
11.AJ identified nsks have Ьееn reduced as far as possiьte Ьу Qenerally BCkno\AA6,,i-

lhe overall resldual risk ls ассерtаЫе. ·••-..~dstat.o,lrt.ancr 

12.Any seriouS incldent that has occurred ln relation to the device shatl Ье rted 

and the competent authonty of the MemЬer State ln Which the user 8~~ to '-"-'ась. 

[GRAPНICAL SYMBOLSJ P&liert 1а estaьiahect, 

Batch code Use-by date 
Temperature lni 

2 



HUMIDIТY UMITAТ10N Manufacturer ln vitro dlagnostlc 

medlcal devlce 

ст 
CATALOGUE NUMBER Author\zed representatlve Consutt lnstructJons for 

use 

СЕ: 
European Conformity 

(REFERENCES) 
Not appicable. 
(COMPANY СОNТАСТ] 
Maruactnг. 
Address; 

E-mall Addreu: 
Tet: 
Fax: 

EC-Representaм: 
Address: 
Tel: 
Fax: 

1n the European 

Convnunlty 

Unique Devlce ldentifier 

Shenzhen Minchy Blo-Me<lcal Electronlcs Со., Ltd. 
Мindray 81.Aldng. К.J 12th Road South, Hlg~tech lndustrial 
par1c, Nanshal\ Shenzhon 518057, P.R.C11na 
seмce~y.com 
+86 755 81888998 
+8в 755 26582680 

Shanghal lntematlonal Holdlng Corp. GmЬН(Е11оре) 
8ffestraj3e 80, 20537 Harrlug, Gennany 
004940-2513175 
0049-40-255726 

{ApprovaJ Datt of tht Operator'1 Manual) 
2023.08.05 
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1 
1 
1 
1 
1 

(NomЬf'e смl pnнtuc:tJ 
U__.. М-S2DIFF 

p,odeloJ 

м,QDIFF 
~pecltlcad6n del paqueteJ 
50()n-t."'4 

Llsante M•52D1FF 

~==~101FF dsuellle los erttrocnoa у diferenc:ia bs 1eucocnos. 

tprtndplo~5201FF dlsuelve 1os eritrocltos en el proceso de aмlsls de g'6Ьulos ••ngulneoa. ~ 
EJ lsante ·tos par111ntensificar 1а diferencla entre sus suЬpoblaclones • \ncorpora 18 <ispe,-.J6n littr) II = de nujo pera realzar el an61sls de '8ucocltos en el canal OIFF. 
5,ngedenteS 
тe,,soac:tfW ••• • •••••• • • •••••••••••••• • • •• • • • • •• • • • • • • • • • • • -<ЗS gll 

[Condlcl6n d• almaeenamlento yvlda ut\l] 
EJ p,oducto es estable dllante 2 at\os s\ se almacena а entre 2 -С у 30 -С (35 '"f а 86 ~); 11 ti.-.._ . 
rolaliva no dеЬе soЬrepasar е\ 90 %. EI lntervab de temperatura de funclonamento del ~-.:.~ 
co,тesponde con el de los lnstrumentos aplcaЫes. La valdez dol wtl aЬler1o es de 60 dlq r·~ lt 
(Мodelo• d• anallzador apllcables) 
Е1 producto se usa con los Anaцadores eutomiticos para hematok>gla ВС-5000, ВC-s,so 
вс-5130, ВС-5140, ВС-5160 у ВС-5170 faЬrlcados por Shenzhen Mindray Blo-Мe<kal Е~120_ 
Ltd. Со, 
[REQUISIТO DE LA MUESTRA] 

5angre humana coЩ>leta reclente ~nticoagulada. No utllce muestras contaninadas. 
[МATERIALES NECESARIOS PERO N~ SUMINISTRADOS) 
Los slg\jentes materiales son necesanos pero no se sumlnlstran con el PIOducto· 

1 medici6n faЬricados por Mlndray у reactivos co~tiЫes. • ~ 111 
[)'lstn.tcclones de uso] • 
1. ponga el isante M-52DIFF а temperatura de uso; 
2. /1Ьtа el envase exterior е inserte el tuЬo de recogida en el envase de reactivQ te . 

соЬr de 1а tapa del reactivo у el del conector de\ conjunto del tap6n del anaizado'-ndo en ~ tl 
3. Eлrosque firmemente е\ conjunto del tap6n у sustituya el reactivo S\guie~ 

indicadas en el manual del operador del anaizador; 1аа •~ 
4. Reaice un recuento de Ыаnсо у сощжuеЬе los resultados. S\ los resubdos cu 

del recuento de Ыаnсо definidos en el manual del operador del ananzactor mplan los~ 
reactivo reci~n insta\ado para е\ anA&sis de muestras. Рага oЬtener ~s de~,: st P'llde w1zar11 
del operador del analizador. • consu'8t111'11-.i 

[VALOR DE CORTE/INTERVALOS DE REFERENCIA] 
No procede. 

[ELABORACION DEL RESULTADO] 
Noprocede. 

[LNrY'ACIONES) 
No procede. 

(Caracterfstlcas de rendimlento] 
1. Aspecto: lfquido transparente sin sedimentos, granos о fl6culos. 
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r 
1 
1 
1 

! 
1 

!- 112 ,., 

2. Rеаuьсь. def ПН:U.n1о del ,кueneo de blllnc:o del lsante М-520/FF 

r:rohedo •n Мiпсь de Ьlanco: Ьа reaua.doS . lrdc.tdos en III tabla 1. 

У 8 "81zadorea CUY1)1en con ЬS ,.quiSlto• 
2DIFF 

Таы. 1 Requs111os del recuento de Ы.nсо del laanle м.5 

P8rimetro de РNеЬ. Requisltos del rec:uonto de Ыаnсо 

wвс 
S0.2•108,1 

HGB 
$1~ 

[PREC AUCIONESJ 
1. Ра,.. uao clag 
2. leer cfete..i..- r6sllc:o 1n vltro e-ctusмirreru. , 

de cad~rnente er prospeeto •nte• de ~•zar este ~-S. dеЬе IAJlzar antoa do au f•d\8 

3. No ~lzar У~ adecuadarrente u,a wz ~do. 

◄• s, el re,., ~~~ sr esu c:ongea.do. ..... 
2 

...... 
8 

te .__...., ... Ы.nсо no es normar traa е1 transpo,te def reactNo, .,.,jelo reposar 4 ,..,.аа 

5. s, ':r;;~ •rroie,_ • .._. de usat1o. 
.._ 

у , -vwv ••U c:ontarnnado о 1е afectan otros factore8 Ум consldera quo •• an6nwb, no uaa,.., 

e:usьtwь COt'I uno nonn.t 

~: Lo~ .,~ de~, resid.,os у eПV8sea coruminados •~n 1а norireltva Ьс:аL ,.,.а_ 
rea • ._,... •.•C1ores pueden afec;tar 8' anilsls de " rrueslnl: ~ctlvo ~do о lne, ......... 

util Ctivo conta111nado por ро№ en el aJre; maripuladc)n fnadecuad8 de &а rruestra; mozclado о 

zado c:on reac:tiws producfdQs por otra corrpa11ra; mezcla de bs restos do un envaso antlguo 

8 con los del nuevo; utilucl6n en conckiones clsllras • las espe~s. 

• 7:omo las P..8C81JCiones necesanas ре13 et uso dol Jn)ducto, No los lnglora. E'lile el coracto con lil 

P1el У las merrtiranas mucosas. 51 acddentalmonte •• Ueva ol roacwo а 1iJ ~ о bs roactivos •• 

~rraman •cadenta&mente en 1а piel O en Ьа ojos, 16veb• con aЬundante agua у bU$qvo ftatamerno 

11ovdk:o а/ es nece---
9 Е1 -111.1. 

• 1осг desecho de los reslduos llqudos у materiales dеЬе realz.arae do acuordo con las direclrices 

lea. 

~ ~-~ hoja de dafos de •~dad de malerialea (SOS) est, cЬporiЬlo prevla IOlcJtud. 

• odos los nesgos ldontificadoa •• han reducldo en III meclda de Ь роаiЫе por III eatado de at1o 

reconocldo А,_ 

12 С . oener-,-,nte у el rlesgo realdual Qeneral •• асерqЫе. 

• ::IQ1.1er lnddente ~ave que •• produzca en rolaci6n con el dlsposilivo •• notiric:ar, al fat,ncanto у 
8 

•utondad COIТ4)0tente del Estado merrtiro en el que •• encuentтen el usuarto о et paclente. 

(S(MBOLOS GWICOS) 

[tof) ~ % 
C6DIGO ОЕ LОТЕ Fecha de caducldad LIMrТE ОЕ ТЕМРЕRАТURА 

у;5 - (Ж] 

Lfrrite de humedad Fat:ricAnlo Dispositlw) m6cko de 

c»gn6slic:o 1n Yi1ro 

.1 
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Nl1~ d8 C8t6bgo 

СЕ 
Corlonndad con ~ 

legistad6n europea 

(REFERENCIASJ 

Nopocede• 

[СОNТАСТО СОН LA EMPRESA) 

FaЬric:ante: 

Direcd6n: 

о,ессюn de correo electr6nco: 

Те/.: 

Fax: 

Repreaerunte eutortz.do en 18 

COtnlnldad Е&ЯОре• 

ldontif"icador unlco del 

ШJ 
eons~ aas 1na~ 

deuso 

Shenzhen Mindray Вio-Medlcal Electro 

Mlndray Building, KeJ 12th Road So~ Со" Lld. 

park. Nanshan. Shenzhen 518057 PR C~igh-tecti а-.. . 

servlce@mndray.com • • • ••na ·oUU1'11, 

+86 755 81888998 
+86 755 26582680 

Representante de 1а СЕ: S~nghal lntemational Holding Со 

Direc:ci6n: EiffestraPe 80, НаmЬ~ 20537 ~ GmЬН (EWopa) 

Tel.: 0049-40-2513175 ' ma,-

Fax: 004!ЦО-255726 

(FECHA OEAPROSACION DEL МANUAL DEL OPERADOR] 

2022.06.06 
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\> 
1 
j 

Lyse M-52DIFF 
(Nom du produll) 

Lyse ~52DIFF 

[Мod•l•J 

~52DIFF 

[SpkJll~on ct. concltlonnement) 
500ni.• .. 

(UtlUмtlon prtwe) 
L• riadif M-52DIFF lyse cls~ les gbЬules rouges et pennet de cfd'f«encief les gЬЬules ыancs. 
[Pnndpe) 
le reactif de ~• M-52D1FF dsscd les gloЬules rouges pendant 1е p,ocessus d'anat;sedes ceDules 
sangui,es. traite lвs gloЬules Ыancs de manitre а lrunsif'ier II cif'f6renc:e entre les aous-populвtlorw de 
gloЬules Ыаnса et ln~ u,e ciffractlon laser et u,e cytorr-.lrte de rш ро11 errectuer ranalys• des 
gloЬules Ыancs dans 1а c:anaJ DIFF. 

[),gredlentaJ 

Tef"ISic)actif ••••••...•.•••......•..••.••••.••.......•.••.••.•... <35 ~ 
[CondltJona de atockage et durfe de vf•J 
le pn)dl.it est atable pendant 2 ans 111 est atocU enlre 2 "С et 30 "С (35 "F et 88 '"F) • raЬn de 1а 
lurnt\re, rt-urncil6 relalive ne dolt pas c:Wpasser 90 %. La plage de teЩ)6rat'68 de ronct1onnement du 
prodl.it est conforrre i celle de ses instrumera applic:aЫes. Un nacon ouver1 est valde 60 ))url. 
[Modiles cranalyseur appllcaЫa] 
le pn)dl.it convient auic automates d'h6matologle ВС-5000, ВС-5150, ВС-5120, ВС-5130 et ВС-51◄0 
ra~s par Shenzhen Ммау Blo-Med<:al Electroncs Со .• Ltd. 
[Exlgence1 relatJvn aux ,chantJllon1] 
Sang 1otal humaln frais anticoagu\6. Ne pas tiiiser d'khmlllons corurnn6s. 
[МATERIEL NECESSARE МAIS NON FOURNq 
Les ~~ments si.wants sont reql.is mais ne sont pas fatms avec 1о ~oduit : lnstruments de mes1Xe 
fa~s par Мindray et r6actlfs carespondaris. • 
[nstructlon1 ctutJl/satlon] 
1. R6taЬissez /а temP'ralil'e d'Utilsalion du r6actif de fyse M-52DIFF. 
2. Ow-ez rernЬallage e~riew et lns6rez 1е tuЬe plongeLI' dans 1е contene\l' du rt)actif en faisant 

correspondre 1а couleur du Ьouchon du r6actif avec remЬout de ranalyselX. 
Э. Vissez coщi\6tement remЬout et replacez 1е r6actif codonn6meri au manuel cfutilisation de 

ranalyse1X. 
4. EffechJez un comptage • blanc et ~rifiez les r6suЬts. Si les r6s~tats c:oпesponderi au coщitage • 

Ыаnс ~firi dans 1е manuel d'~lsation de ranalyseLI', 1е to~ noweau r'8ctif lnstall6 pN 6tre utiis6 
poLI' ranalyse des 6chantilюns. Consultez 1е manuel de rop6rate1X J)O'I' en savolr plus. 

[VALEUR SE\JIJNТERVALLE DE REFERENCE] 
Non аррiсаЫе. 

[ELABORATION DES RESULTATS] 
Non аррlсаЫе. 

[U\HТ'ATIONS) 

Non аррiсаЫе. 
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-
(Caract~rfatlqu•• de performance•J 
1. Aspect: liqulde transparent, sans s~iments, crfstaux nl floCUlel, 
2. R6sultats de comptage ~ Ыаnс: 1е COЩ>tage 1\ Ыаnс du r68Clf С11 

ВС-5000, ВС-5150, ВС-5120, ВС-5130 et ВС-5140 est conrom,e 8'11 
ТаЫеаu 1. 

Tableau 1 Normes en mati~re de comptage 1\ Ь11nс ctu rис1 

Para~tre test~ NOl'INI 

GB 

HGB 
[PRECAUТIONS) 

1. Dostin6 au diagnostic ln vitro il usage professloмel unlquement. 
2. Llsoz attenttvement 1а notice qui flgure sur remьallage du prod~avartdl 

ovant 1а dale de peremption et. une fols p6rim6, proc6dezt sa niнau~ 
з. N'utilisoz pas 1о r6actif s'il est congel6. 
4. SI Jo comptage il Ыаnс est anormal une fols que 1е ~actif esttranspor'6, 

24 houros А tompёrature amblante avant de rutiiser. 
5. SI 1о r6ectlf ost pollue ou affecte par d'autres factei.n et devlent enonnat 

romplacor-lo par un roectif normal. 
6, Proc6doz it 1а miso au robut des dechets, des r~sidus et de rentallga 

r6glomontatlon locele. 
7. Los foctours sulvants pouvent affecter ranalyse de r6chantlllon: racllf ~ 

pollu6 por 113 poussl6ro pr6sento dans ralr, mise au reЬut lnad6quate de i 
ou utl Us6 ovec des r6actlfs prodults par une au1re entreprlse, rn61ange de 
nouvel оmЬо llage, r6actlf utJDs6 dans des condltlons autres que celles spec11111 

о. Pronoz los procoutJons n6cossalres pour Гutilisation du produt. Ne pas ava.. 
1а poou ot los muquouses. SI 1е r6actlf p6nlttre accldentellernent dans в 
contnct nccldontol dos rltactJrs вvес 1а peau ou les yeux, laver aЬondamrnertA 
mddocln sl nocossolrв, 

о. L'61lmlnntlon du motorlol вt des ~chets lquldes dolt6tre effectu6eenC011C1111111 
locnloa, 

1 о. Ln nct\O do donooora do 16curlt6 (FDS) est dlsponlЫe sw- demande. 
11. Тошs loa rlr1quara ldonUf\61 ont lttlt mdults autant que posslЬle 6 l'alde d'U1I 

corнnшr,dmont roconnuo ot 1о rlsque rltslduel gtobal est ассерtаЫе. 
12. Ttшt lncldunt grovo aurvonu en len avec 1е dlsposltlf dolt 611'8 slgnel6 au 

co1P4)t\to"ta du rEtnt momЬre dans lequel Гutilsatetж et/ou 1е pa6eriest6111i 
(SYMUOLCS GRAPHIQUES] 

(LOTJ 

Coi.IO du юt Oato lmte d\ltilsation 

t.1м1п! о,~uмю,те 



сш 
RHERENCE CATALOOUE R@~!ent8nt еg,Н pot, 18 

Communeutt europc§enne 

comutter le5 JmtnJCtlO~ 

d'utlR!&tloП 

Confonn" e\lOl)6enne 

[REFERENCESJ 

Non apptc.ble. 

ldentiflanl unlque du dl5po!ltlf 

[COORDONNEES DE LA SOCIEТE) 

FaЬncant: Shenzhen Mindray Blo-Мedlcal Electronic5 Со., Ltd. 
• 1 park. 

Messe, Mlndray Вulklng. KeJ 12th Road South, HigMech lndustria 

дdresse de courriel: 

HL: 

T~lecopie: 

Nanshan, Shenzhen 518057, P.R.China 

servlce@mndnty.com 

+86 755 81888998 

+86 755 26582680 

Representant polX fUE; Shanghai lntematlonal Holdng Corp. GmЬН (Eutope) 

Adresse: EiffestraPe 80, HamЬurg 20537, Allemagn& 

Tel.: 0049-40-2513175 

Тelecopie: 0049-40-255726 

[DATE D'APPROBATION DU МANUEL D'UТUSATION] 
2022.06.06 
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(Nome do produtoJ 
Use М-5201FF 

(Uodelo) 
М-52DIFF 

(Especlflca~o da Enёal•g•mJ 
SOOrrLa.4 

Llse M-52DIFF 

[Uao pretendldo) 
А he М-52DIFF dsSOМt os RBCs • diferencJa os WВCs. 

(Pnnclplo) 
А lse М-52DIFF cissotve os RВCs no processo de an.ilse de c6k.llas aangulneas. Ele proceasa WВСа 
ра,а lrunslficar 8 difere~ enlre as suЬpopula~s de WBC е lncorpora clsperslo а laser I cltorne'1a 
de nuxo para realz:ar а aмllse de WBC do canal DIFF. 

(Со,..юаl~о) 

&,f 1ctar'18 • • • • • • • • • • • • • • • • • • • • • • • • • • • • • • • • • • • • • • • • • • • • • • • '• • • • • • • <ЗSg/1. 
[Cond~68• de armuenarnento • prazo de valldade) 
0 produ11o ficarj est.4vel dLПnte 2 anos quando armazenado а 2 'С а 30 -C(358F а 868F) 8 8 hwndlde 
relallva n3o deve exceder%. А falxa de temperaua de traЬalho do produto, conslstente com 

8 
dos 

lnstrumentos ap~vels. А valdade do f rasco aЬerto 6 de 60 dias. 

[Мodtloa de anlll1adorw1 aplldvtla) 
о produto se aplca aos anaisadores auto~tlcos de hematologla ВС-5000, BC-51SO, вс.s, 
ВС-5130 е ВС-5140 faЬricados por Shenzhen Mlndray Blo-Medical Electronlcs Со., Ltd. 20, 
[R1qulslto1 da amostra) 
Anticoagulante de sangue total humano fresco. NAo use arrostras contamnadas. 
(МATERIAIS NECESsдRIOS, МАS NAO FORNECIDOS) 

0s seguntes materials soo necess'"os, mas ~о sAo fomecldos com о Pf'Oduto: lnstrumentos 
me~o f aЬricados pela Minctay е reagentes correspondentes. de 

(tlstn,~6t• d1 uso) 
1. Retome а ise M-52DIFF а teЩ>eratln de uso; 
2. Мха а emЬalagem extema е lnslra о tuЬo de coleta no reclpiente de reagente com Ьаsе na 

correspondente da tampa do reagente е no conector do conjunto de tampas do analisador. cor 
з. Feche Ьеm о conjunto de tan'f)as е suЬstitua о reagente de acordo com о manual do o~rador do 

anaisador; 
4. Reaize uma contagem em Ьranco е verifique os resultados. Se os resultados atende 

requsitos de contagem em Ьranco definldos no rnanual do operador do anaisador, 
0 
::.•: 

ret.s~lnstalado pode ser usado para a~ise de amostra. Consulte о manual do operador do 
anaisador para oЬter detalhes. 

[VALOR DE CORТEJINTERVALOS DE REFERtNCIA] 
NAo apicavet 

[ELABORACAO DO RESULTADO) 
NloapicavoL 

[LMff ACOES) 
NAoapicavel 

(Caract1rfsticas de desempenho) 
1. AparAncia: Uqlido transparente, sem sedimentos, grAos ou flocos. 
2. Resta4tados de contagem em Ьranco: os resultados de contagem em Ьranco da lse M-52DIFF 
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testad8 em вс-5000, ве-5,50, ВС-5120, ВС.5130 • ВС.51◄0 ■lende •• e»glnclas na T■Ьolll 1, 
ТеЬе18 1 Exlglnclaa de ~ m em Ьranco da lse M-52DIFF 

Pertmetro de teate R slloa de co,u m em Ьrenco 
GB 

нь S1~ 

ecAUCOES] 
[PR somente para diagn6stlco 1n ~lro de uso proflnlon■L 
1• 1а 

O 8
nc,irte da emЬalagem elentamenle .,..., de uur о produlo. Ele deve aer usado ante• da 

2- Le ~ de valdade е descartado edequadamenle quando vencldo. 
da use O reagente se ele esliver congelado. 

3, NAO contagem de mnco esllver enorma/ ■p6s о lranspo,te do reagenle, coloque-o ainda por 24 
-4. 58 8

5 
em I8,nperaьsa ent)fenle entes de us•-ь. 

~ reagente estlver poluldo ou for afetado por outros fatores е ficar anorma~ pare de us4-lo е 
5. •tua-o por um normaL 

suЬsti rte os reslduOS, reslduos е emьalagens contamlnadas com ьаsе nas regulamenta~s locals. 
в. oesca egulntes fatores podem afetar а an4Ise da amosn: Reagente vencJdo ou lneficaz; reagente 
7, Os 5 por р6 no 8r; elmlna~o lnadequada da amosn; mlsturado com ou UЬlzado com reagentes 

pau:dos por outra emprese; utilza~o mlsta de resloюs do reclpiente entigo е do ~m-aЬerto; 
prod condiylo diferente da espeaflcada. 
usado em еса~685 necess4rias para а utilza~o do produto. Nlo engolr. Evfte о contato com а 

8. тоmе 85 ~Ьranas mucosas. Se os reagentes forem levados • Ьоса ou derтamados na pele ou nos 
pele е me ntalmente, lave-os com Ьastante 6gua о proan tratamento m6dico, se necess4rio. 
olhOS aclde de reslduos llquldos е materials deve estar de acordo com as diretrtzes locals. 

9. О dв5carte dadoS de seg\l'a~ (SDS) do materlal es\j dlsponlvel meclante solclta~o 
10.Afolhao~riscos ldentificados foram reduzJdos tanto quanto posstvel pelo om goral reconhecido 
11. Todo5 

8 0 risco residual total 6 aceMvel. 
estado da art~nte grave que tenha oconido em rela~o ао dlsposltlvo deve ser COПl.lnlcado ао 

12. auarquer lnc~ utoridade competente do pafs em que о utilzador e/ou о paclente estj estaЬelecido, 
f at,ricante е ~ а 

[SIMBOLOS GMFICOS] 

c6digo do lote 

LIMIТACAO Од UMIDADE 

NUMERO DE CATALOGO 

Data de valdade 

FaЬricante 

Representante autorizado na 

ColТllnidade Ewopela 

11 

Unite de tell1)8rahn 

Dlaps 

cls 



Cott~ c:om • Ei,op8 

(REFEЯENCIASJ 
..&,-.t-.,eL 

NIO•~ ..... noi:SAJ 
[CONfATO DAtJ'oV",...._ 

F~: 
(ndere90' 

~de~t 

ret: 
f" 

Jdlrёfic.dor eJd.is№ do 

cispos~ 

Shenzhen М~у Вю-МеdсаJ Ciюro,ics Co" Lk1 

Mina•y Вulcing. К.J 12th Road So&.D\ Н-фtесh industW ~ 
Nanshat\ Shonzhen 518057. P .R.Ctina ,_' 

aerkeфтii icray.com 
•88 75581888998 
+86 755 26582680 

UE: Sha~hal lntemational Holdi~ Corp. GmЬН (&.щ~.) 

Represe~• na EiffesnPe ео. Hamx,go 20537. AJel1'8nha 

Еме,~ 00'49-40-2513175 
Tel.: 00'4~0-255728 
F~ 

EA.PROVA~O 00 МАНUАL 00 OPERADORJ 
(DATAD 

2022.06.06 
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Лtамрующм.:t реаrент M-S2DIFF 
р,4..-.--ое• ..... eaдen•J 
~,ош-111 ~ М-S201f'F 

p,ct,A.,, .. J 
JJ-520'.Ff 

___ ..,.. .. .ац,е" ~•o81n8J 
[С,,еч-' 

50().-11., 

--~""ое "P" ........... J 
~-~ ре•~ J..l-52D1FF рк--т-lОР'О--Т R8C м С11)'11)fТ д,,-ДМффе~ WВС. 

ц,,nрабоТWJ 
(Т1Р88" ~ pe.,-etff M--52DlfF J)КTIOP'OT RВС • n~ ~ 1118ТО& ~роем. Он спу.мт дГt14 
~~ WВС С цОАо'О уемпемtЯ paJ ...... ~ t)'(JПQn)'t~ .. WВС. 1 TIIQq ~W6.-efCJI 1 
~· ~ pacceЯNUt nuepнoro ~ м nротСН4Q11 цмтоt.14'fрии/J/t14 ~~•1СИ 

~,наnе OlfF. 
,v~• 

...,. ""rредм•КТWJ 
[.А«11' 
~irnclНC)e 1«,ЦОС1'1О .... _ ......... • •··· •• •····· .................. <35 rln 

ipaн•мllll' lf еро• roд,tocne nрм хр.ненмм) 
()'с1'0.,._ оста~ ста~,.. • ,....,..., 2 nет ~ хранении ~ температуре от 2 рр 
n~ ~: 86 -f) ~ относктеr.но~ еnажностм tte боnое 90%. Дкаnаюн рабочих температур 
30-С (ОТ еоот-тстfУ8Т дмаnаХ>НУ дr,11 nрммонимwх еmарато1. Cpoit rодмости I открытоа, 

~..-r• соста~ 60 ~it 
ф"-'о4 ,.,.L ..... TC'8 со entдyIOЩМWM MOДIMWM 1нan.uaтopo1J 

.. ~омсn .... ,-,-
(8•.....-·- сНЯОТСЯ с а11оматюмроважь,ми n,uатопоrжес,сммм анаnи~миВС-5000. 

Зе~~ ~ 1~0. ВС-5130 к ВС-5140 ,соwnаник Shenzhen Мindray Вю-Меdсаl Eloct'Ofics Со" Ltd. 
ес-5150. ~) 
(Тре6о8'" ... ,:; 11:роан человека с ент"~соаrуnянтом. Не исnопь3уйте ~аtря3"8м.,е обрuцw. 
~ ~ые МАТЕРИАЛЫ, НЕ входящие в КОМПЛЕКТ ПОСТАВКИ) 
(НfОбХОди ..... :.nhl нсо6,аw4мы, ~ не IхоД$11I1Фмnлеrт поста11СМ: И31,tfpttТllltte.le ~ры 
,.._"Vll'll!l48 "'3Те~- -· м:-..... 
v~~~ .. nRareнтw nроизеадства it0мnaJttм "-•У· 
-~Cfl)'!O'ЦMvr-

lf no 31cnn)'ITIЦМM) 
r,1ltCТJ'Ylцм Jl(Змрующмо1t poareнr М-52DIFF JfJ температуры эксмуатацим. 
1. д~: внewlfOIO ynaJC08ЖY н вставьте 11)Иемну~о трубку • контейнер с реаrенrом ■ 
2. ~ CТJlfИ с цsвто" Jq)ЫWIOt IОНТ8i1нера Н соедм*Т8ЛЯ СОМО1ОМ кpblWIIМ lt811СМТОр8. 

c:oarJef .-Al'IN\""1111 ,срыwку ~ откuа м 33Мените paareкr • ССОТМТСТIММ с ~ 
3. За~ ,.,.,,.,,_.,1-
~е/111 pearetn'a. __ . 
~• ,са,осто.1 подсчет и ~верьте pa~arw. Еспм paynыm., coor•cnr,,c,r 
.с.~ 1 ре3)11ыатам xonoc:тoro nQACЧ81'8, )'IUUIIIIM • ~ notW08lfllll 

~ новым peareнr uожот быт" исnа,wоеан IJIV4 8Н11Ю1 обрацае. Д111 nonr•• 
(a1et rc;;,oб№t4 мк;юрмацмм см. рукоеодство notWOUТeм 8Н8IIISIТOPI, 

[ЗНАЧЕНИЕ ОТСЕЧКИ/РЕФЕРЕНСНЫЕ ИНТЕРВАЛЫ) 
н.rр.,е1 .,..,_ 

(РАСWИФРОВКА результ А ТОВ) 

, ~-"'° 
р,NIIЧЕНИЯ) 

tf81118811810 

р. IIJllll'IOII ... СIОМСТU) 

1. ••• • nрсщ~ачная жмд,сость, бе3 осадJСа, rpaнyn И11f xno,we ОС.-
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2. Ре)уn.т8ТW ,соnостОФ подс'48Та: раупьтатw )СQn()СТОП) ПQQсчет• 11М3ИруtОЩеrо peareнra 
М-S201FF анаnи.,атороаВс-5000, ВС-5150, ВС-5120, ВС-5130 и ВС-5140 coorитCf8YIOr 
требо88НИЯJ,1, У'(U.ННЫМ 8 Тебnмце 1. 

Тебnмца 1. Требования к хоnостомуПQQсче nи3ирующеrо рееrента М-52DIFF 
Тести 1i боеания к хоnосто 

wвс S0.2м101/n 

HGB S1 r/n 

[МЕРЫ ПРЕдОСТОРОЖНОСТИ) 

1. Tanwo д/tЯ профессиональной ~n.остм1СИ 1n vttro. 
2. Перед исnопwоиниом данноrо ПРQА)'Кfв вниматет.но nрс:7-4итайто 8ltnaДЬIW. Ero ~ 

иcnonwoun, до истечения срока rQАности и уrмли3ировать надпежащим обра3()М по 
ис:течонми срока rQфtОСТМ. 

з. Не и~уйто реап,нт, есnи он 38морожен. 
4. Если nocno трансnортмроа1СМ реаrента ре3уnьтет xonocтoro подсчета не соответствует НОрме 

перед исnQ1'1Ь3ованмем оставьте ero на 24 часа при комнатной температуре. • 
s. Есnи peantнr 3аrря3нен или был подвержен воздействию друrмх факторов и стаn не"Рtlщц... .. , 

прекратите исnопЬ3оаание м 3амените ero. 
в. УтИЛИ3И~те отходы, остатк:и и 3аrрsuненную упаковку в соответствии с местными 

нормативными требованиями. 
7. На енаnи3 проб моrут вnиять следующие факторы: nросроченный или недействен...й P8ar.нr. 

3аrря3нение реаrента пылью в ■о:,духе; неправильное обращение с пробой; смеwивани. ..,.; 
мсПОПЬ3ование с реагентами друrмх производитеnей; смешивание новоrо реа/'8нта с ОСТ&ТQ"" 
nредыдущеrо из дP)'f'Oro контейнера во время исnопЬ3ования: Исnапь3ование 8 ~ 
ОТЛИЧНЫХ ОТ )"С838ННЫХ. 

е. Примите необхQАИмые меры предосторожности при исnоnЬ3овании ПJ)ОДуnа, Н 
nроmатывайте. И3беrайте контакта с кожей и сли3истыми оболочками. Если реаrент С11)"4а~ 
попал в рот, на кожу или в ma3a, промойте боnьwим количеством воды и при нео&содмМОстм 
обратитесь 38 медицинской помощью. 

9. Утмлкзацмя отработанной жидкости и материалов должна осуществnяться в еооrветстамм с 
местными правилами. 

10.Пacnopr безоnасностм материала (SDS) доступен по запросу. 
11.Прсщукт отвечает современным требованиям, и все еыявпенные риски были сведены 

минимуму, а общий остаточный риск явnяется приемлемым. 1t 
12.0 любом серьезном происшествии, сеRЗанным с устройством, следу8т СОО&цмnа 

производителю и компетентному орrану государства-члена, в котором находятся 1'1ОПЬ3овате,-. 
и/или пациент: 

~ФИЧЕСКИЕ СИМВОЛЬ 

ILOTI ~ % 
НОМЕР ПАРТИИ СРОК ГОДНОСТИ ТЕМПЕРАТУРНОЕ 

ОГРАНИЧЕНИЕ 

f§ • [1у[] 

ПРЕдЕЛЫ ВЛАЖНОСТИ ИЗГОТОВИТЕЛЬ для АИАГНОСТИКИ IN 
VIТRO 
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M•52DIFF Llzl 

(()rOn ad1) 

М-52DIFF Llzf 

(Мосмl] 

М-52DIFF 

(AmЬalaJ Spealnkaayon] 

500ni.•4 

[КuПan1m amac1) 
М-52DIFF Uzl, RВC'lor1 ~zer w WBC1er1 fartd1laJbnr. 

(P,-nalpJ 
М-52DJFF lzf, kan hOc:roal analz saroc/ndo RBC'lort ~c)zer. WВС al popOlasyonlart aras1ndald fartu 
yo0~1a,ьrmak ~ln WBC'lor1 IJlor •~са DIFF kanal, WВС analzinl ger~elde1tlrmek ~ 'azer daOilirn, 
ve aloJ sltometrislrw ~rlr. 

(~rlk) 

YO:zey aktif n,adde ........ .................................. <3~ 

[Sakllml ko,ullan VI raf 6rml) 
Orun, 2-С lla 30-С (35,= /la 86°F) arabO•nda sakland101nda 2 у,1 Ьоу~ staЬII ka~r. aynca Ь.0.I 
nem %90'1 ~memeldir. Orunun ~ь,mа s1cakh01 ara1,o,. ge~rl aletlerinln ~ь,mа sicald,o, araltQ,yta 
tutarbd1r.~1k f1akon ge~erllOl 60 gundur. 

(Uygun analtz6r modtlltr1) 

Orun. Shenzhen Min(hy Bio-Medical Electronics Со., Ltd. taraf,ndan uretilen ВС-5000, ве-5150 
ВС-5120, ВС-5130 ve ВС-5140 Otomatik HematobJ Analzorlerine uyg1.r1dta-. • 

[Nuм.int GtrtldlllOJ) 
Atюkoagulasyonlu taze lnsan tam kan1, Кontarnne olrr,.,1 num~lori kullanma.y1n. 

[()RON LE BIRLIOE VERLМEYEN ANCAK GEREKLI OLAN МALZl:MELERJ 

~ malzemelor gerekidir ancak urunle blrikte verilmez: Mindray taraf,ndan uretilen 6~um cihaztan 

e1le1en reaktiflor. Уа 

[Кullan1m tallmaUan) 
1. М-52DIFF tyse'I kullan,m s1cakl101na getirin; 
2. D1J arroalaj1 a~1n ve pikup tupOnO, eile~en reaktif kapaQ1 rengine ve analz.6r kapaQ, tertiЬatini 

konoktorune dayalt olarak reaktif kab1na yerleitirin; n 

3. Караk grubunu s1k.tca vldabyin ve reaktifi anali.rorun kullan1c1 el kitab1na gore deOitirin; 
4. ВоJ sayim yap1n ve son~lart kontrol edln. Son~lartn, analzorun kullan1c1 el kltab1nda tanimtanan 

ЬоJ sayip gerekiiOU,I· ka~1lamas1 haindo yeni olu,turulan reaktif numune analzj ~n kullanilaЬilr: 
Ayrmt1\ar f~ln anaizбrun kultan1c1 el kitab1n1 lnceleyin. • 

{КЕSМЕ DEйERIIREFERANS ARALJКLAR~ 
Ge~ert de011dir. 

[SONUC DEТAYLANDIRМAS~ 
Ge~ert deOildir. 

(SIN IRLAМALAR) 
G~ert deOHdir. 

(Performans ozelllklerl] 
1. G6n1nu,: Jeffaf sм, tortusш, tanecikslz veya topaklanmastZ. 

2. Во$ sayim so,цlari: Min<ray Ana lzбrlerinde test edilen M-52DIFF /yse'ln Ьо, sayim son~n ТаЫо 
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1'de Ьelr1llen gerekllklert k8,w118makt8d1r, 

ТеЬЬ 1 М-б2DIFF 1n Ьо8 88y,m, aerekll'klert 1 
Teat ,_,..metтeal 

Во• ••Ytm oerekllka.rt - wвс 
so.2•10•1\.. -- HGB 
~1~ 

--[ON~M~~nlann Jn vitro t8ntaal kuП.ntrnNI yбnelkJir, 
1. Ylll"LZ:8nu lcullanmedan бnсе proapektuaO dikkatlce okuyun. Son kullвnme tarihlnden 6nce 2. 8U OnJ 11 ve 8oresl dolduOU1da uygun t•kllde atilmeltd1r. 

1a,111a~lml m14sa 1cunanmaytn. 
3 Realdif dOf'1 nd ktal1 aorva Ьо9 aay,m anormalse lcullanmadan бnсе oda s1cakllQ1nda 24 •-t Ьekletln. 
4• Realdif tai• 1 

sf veye doer tald6rlerden etkllenmeal ve anorma/ hele gelmeal dun.imunda reaktlfl 
5• Realdiftn ldrle"r;::' ve nomwl Ьir reaktff lle deOIJtlrfn. 
• IQJllaruf'8Y1 Ьtra n kontarnne o/mUJ amЬ..lajlan yerel dazenlomelere uygun olerek et,n. ~klaЛ• artiklan ve numune analzlnl etkileyeЬllr: Son kullanma tanhl ge~m, wya eWalz reaktlf; 

6. №Oidald fakt6rle~nnq reaJdif; numunenln yan/1f tekilde kullan1lmas1; ЬaJka Ыr olrket taraf1ndan 1• riavadald toZ18 ~ 1can,ьrilmas, veye kur1an,1mas1; ••kl kaptan kalan artiklann ve yenl •~•lan kaЬtn ь1еn reaktlflerle r1ilenden far1di Ыr Jekilde kullan1lmas1. 
c,re ,k kunan1mi; ье.• rekl 6nlemlen al1n. Yutmaytn. CUt w mukoz memЬranlan lle temas1ndan b~~n 1щnаnнт11 ~~ fkla aozin1za al1rsantz veya reaktlfler yanltJlikla clldlnlze veya g6z.Jerfnlze 

8. n,1 n. Reaktlfl yan '' 
1 

ve gereklrse tibbl tedavf alln. 
~~~rse t,ol suyla y,kaytn ef y6netmelklere uygun olarak Ьertaraf edilmeldir. 
OU"" r.1 ve ,natzemeler. yer u (SOS) istek uzerine mevcuttur. 

9. ~k 5 rne эuvenlk Veri Form, olarak Jcabul g6ren son teknoloJ lle mJrпd)n olduQunca azal1lrn1t1r ve 
10.~tze паn tum riskler. ger,e leЬiirdir. 
11. Ta~rnJakalan riskler 1<abul г:nа gelen wm clddf olaylar. uretfclye ve kullan1c1n1n ve/veya hastan,n 

geriY8 lle 11gil olarak meY kll makamina Ыk:lrilmeldir. 
12.CNZ Quй oevtetln yet 

ьu1undiJ!1u ,-
lw' sEM"1JS~O~L:!:L~ER~IJL-------;:~:<:;---------%~::---, [G~f,.... 

[t.от] 
Son kullanma tarihl 

S1cak11k s1n1n 

5ert kodU 

ма1 1 1 ф 
IVD 

ln vitro tan1sal Oreticl 
NEМLIMIТI 

tlbbl clhaz 

~EF] 1 ЕС I REP 1 О!] 

КATALOG NUМARASI 
Avrupa TopluuOundakl yetkil 

Kultan,m talmatlllnn8 
ЬqVUVI 

temsllcJ 
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