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Intellectual Property Statement

SHENZHEN MINDRAY BIO-MEDICAL ELECTRONICS CO., LTD. (hereinafter called Mindray) owns the
intellectual property rights to this Mindray product and this manual. This manual may refer to information
protected by copyright or patents and does not convey any license under the patent rights or copyright of
Mindray, or of others.

Mindray intends to maintain the contents of this manual as confidential information. Disclosure of the
information in this manual in any manner whatsoever without the written permission of Mindray is strictly
forbidden.

Release, amendment, reproduction, distribution, rental, adaptation, translation or any other derivative
work of this manual in any manner whatsoever without the written permission of Mindray is strictly
forbidden.

mindray [l MINDRAY ) ) o
L, MwomaY are the trademarks, registered or otherwise, of Mindray in

China and other countries. All other trademarks that appear in this manual are used only for
informational or editorial purposes. They are the property of their respective owners.



Responsibility on the Manufacturer Party

Contents of this manual are subject to change without prior notice.

All information contained in this manual is believed to be correct. Mindray shall not be liable for errors
contained herein or for incidental or consequential damages in connection with the furnishing,
performance, or use of this manual.

Mindray is responsible for the effects on safety, reliability and performance of this product, only if:

1) Use of this product is conducted as instructed in this operation manual by Mindray authorized
personnel or skilled/trained clinical professionals.;
2) The product is stored and transported as instructed in the operation manual and the labeling;

3) The product is used only on the specified models.

Warranty

Free service will be provided to:

B Products that are covered by the warranty terms of Mindray.

Pay service will be provided to:

1) Expired products;

2) Products within the warranty period, but are damaged by improper use or human error, stored in
improper environment, or damaged by force majeure or other reason not caused by the product

itself.

Return Procedure

Follow the procedure below to return products to Mindray if needed.

Contact Mindray customer service department, inform them the product name and lot No. (the name and
lot No. are labeled on the outer package of the product). If the name and lot No. are not legible, your
return request will not be accepted. Please specify the product name, model, lot No. and the return

reason.



M-52DIFF Lyse
[Product]
M-52DIFF Lyse
[Model]
M-52DIFF
[Specification]
500mLx4
[Intended use]
M-52DIFF Lyse dissolves RBCs and differentiates WBCs.
[Principle]
M-52DIFF lyse dissolves RBCs in the blood cell analysis process, it processes WBCs to intensify the
difference of the WBC sub-populations, and incorporates laser scatter and flow cytometry to realize
DIFF channel WBC analysis.
[Ingredients]
Surfactant.........c.oee oo <35g/L
[Storage condition and shelf life]
The product will be stable for 2 years when stored at 2°C to 30°C(35°F to 86°F), and the relative
humidity must not exceed 90%. The working temperature range of the product is consistent with that of
its applicable instruments. The open-vial validity is 60 days.
[Applicable analyzer models]

The product applies to BC-5000, BC-5150, BC-5120, BC-5130 and BC-5140 Auto Hematology

Analyzers manufactured by Shenzhen Mindray Bio-Medical Electronics Co., Ltd..

[SAMPLE REQUIREMENT]
Fresh human whole blood anticoagulated. Do not use contaminated samples.

[MATERIALS REQUIRER BUT NOT PROVIDED]
The following materials are required but not provided with the product: Mindray-manufactured
measurement instruments and matched reagents.

[Instructions for use]

1. Restore the M-52DIFF lyse to usage temperature;

2. Open the external packing and insert the pickup tube into the reagent container based on the
matching color of the reagent cap and the connector of analyzer cap assembly;

3. Screw the cap assembly tight and replace the reagent according to the operator's manual of the
analyzer;

4. Run a blank count and check the results. If the results meet the blank count requirements defined in
the operator’s manual of the analyzer, the newly installed reagent can be used for sample analysis.
See the operator's manual of the analyzer for details.

[CUT-OFF VALUE/REFERENCE INTERVALS]
Not applicable.

[RESULT ELABORATION]
Not applicable.



[LIMITATIONS]

Not applicable.

[PRODUCT SPECIFICATIONS]

1. Appearance: transparent liquid, no sediments, grains or flocculi.

2. Blank count results: the blank count results of M-52DIFF lyse tested on Mindray Analyzers meet the
requirements in Table 1.

Table 1 Requirements of M-52DIFF lyse blank count

Test parameter Blank count requirements
WBC <0.2x10°L
HGB <1g/L

[PRECAUTIONS]

. For professional use in vitro diagnosis only.

2. Read the package insert carefully before using this product. It shall be used before the expiration
date and disposed of properly when expired.

3. Do not use the reagent if it is frozen.

4. If the blank count is abnormal after the reagent is transported, place it still for 24 hours at room
temperature before using it.

5. If the reagent is polluted or affected by other factors and becomes abnormal, stop using it and
replace it with a normal one.

6. Dispose of the waste, residual and contaminated packing based on local regulations.

7. The following factors can affect the sample analysis: expired or ineffective reagent; reagent polluted
by dust in the air; improper disposal of the sample; mixed with or used with reagents produced by
other company; mixed use of residual from the old container and the newly-opened; used in condition
other than specified.

8. Take the necessary precautions for the use of the product. Do not swallow. Avoid contact with skin
and mucous membranes. If you accidentally take the reagent into your mouth, or the reagents
accidentally spill on your skin or into your eyes, wash them off with plenty of water and go seek
medical treatment if necessary.

9. Disposal of waste liquid and materials should be in accordance with local guidelines.

10. The Material Safety Data Sheet (SDS) is available upon request

11.All identified risks have been reduced as far as possible by generally acknowledged state of art, and
the overall residual risk is acceptable.

12. 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.

[GRAPHICAL SYMBOLS]

“

Batch code Use-by date Temperature limit
HUMIDITY LIMITATION Manufacturer In vitro diagnostic

medical device




C€

European Conformity

CATALOGUE NUMBER

Authorized representative

in the European

Community

UDI

Unique Device ldentifier

C13]

Consult instructions for

use

[REFERENCES]
Not applicable.

[COMPANY CONTACT]
Manufacturer:
Address:

E-mail Address:
Tel:
Fax:

EC-Representative:
Address:

Tel:

Fax:

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Keji 12th Road South, High-tech industrial
park, Nanshan, Shenzhen 518057, P.R.China

service@mindray.com
+86 755 81888998
+86 755 26582680

Shanghai International Holding Corp. GmbH(Europe)
EiffestraBe 80, 20537 Hamburg, Germany

0049-40-2513175
0049-40-255726

[Approval Date of the Operator’s Manual]

2022.06.06




Lisante M-52DIFF

[Nombre del product]
Lisante M-52DIFF

[Modelo]

M-52DIFF

[Especificacion del paquete]

500mLx4

[Uso previsto]

El lisante M-52DIFF disuelve los eritrocitos y diferencia los leucocitos.

[Principio]

El lisante M-52DIFF disuelve los eritrocitos en el proceso de analisis de gldbulos sanguineos. Procesa
los leucocitos para intensificar la diferencia entre sus subpoblaciones e incorpora la dispersion laser y la
citometria de flujo para realizar el analisis de leucocitos en el canal DIFF.

6 Ingredientes

Tensoactivo.
[Condicion de al i y vida util]

El producto es estable durante 2 afios si se almacena a entre 2 °C y 30 °C (35 °F a 86 °F); la humedad
relativa no debe sobrepasar el 90 %. El intervalo de temperatura de funcionamiento del producto se
corresponde con el de los instrumentos aplicables. La validez del vial abierto es de 60 dias

[Modelos de lizador aplicables]

El producto se usa con los Analizadores automaticos para hematologia BC-5000, BC-5150, BC-5120,
BC-5130, BC-5140, BC-5160 y BC-5170 fabricados por Shenzhen Mindray Bio-Medical Electronics Co.,
Ltd.

[REQUISITO DE LA MUESTRA]

Sangre humana completa reciente anticoagulada. No utilice muestras contaminadas.

[MATERIALES NECESARIOS PERO NO SUMINISTRADOS]

Los siguientes materiales son necesarios pero no se suministran con el producto: Instrumentos de
medicion fabricados por Mindray y reactivos compatibles.

<359/l

[Instrucciones de uso]

1. Ponga el lisante M-52DIFF a temperatura de uso;

2. Abra el envase exterior e inserte el tubo de recogida en el envase de reactivo teniendo en cuenta el
color de la tapa del reactivo y el del conector del conjunto del tapén del analizador;

3. Enrosque firmemente el conjunto del tapén y sustituya el reactivo siguiendo las instrucciones
indicadas en el manual del operador del analizador;

4. Realice un recuento de blanco y compruebe los resultados. Si los resultados cumplen los requisitos
del recuento de blanco definidos en el manual del operador del analizador, ya se puede utilizar el
reactivo recién instalado para el analisis de muestras. Para obtener mas detalles, consulte el manual
del operador del analizador.

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

[ELABORACION DEL RESULTADO]

No procede.

[LIMITACIONES]

No procede.

[Caracteristicas de rendimiento]

1. Aspecto: liquido transparente sin sedimentos, granos o fléculos.
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. Resultados del recuento de blanco: los resultados del recuento de blanco del lisante M-52DIFF

probado en Mindray analizadores cumplen con los requisitos indicados en la tabla 1.

Tabla 1 Requisitos del recuento de blanco del lisante M-52DIFF

Parametro de prueba Requisitos del recuento de blanco

WBC <0,2x10°%

HGB <1gl

[PRECAUCIONES]

1.
2.

3.
. Si el recuento de blanco no es normal tras el transporte del reactivo, déjelo reposar 24 horas a

9.

Para uso diagnéstico in vitro exclusivamente.

Leer detenidamente el prospecto antes de utilizar este producto. Se debe utilizar antes de su fecha
de caducidad y desechar adecuadamente una vez caducado.

No utilizar el reactivo si esta congelado.

temperatura ambiente antes de usarlo.

. Si el reactivo esta contaminado o le afectan otros factores y se considera que es anémalo, no usarlo

y sustituirlo con uno normal.

. Eliminar los deshechos, residuos y envases contaminados segun la normativa local.
. Los siguientes factores pueden afectar al andlisis de la muestra: reactivo caducado o ineficaz;

reactivo contaminado por polvo en el aire; manipulacién inadecuada de la muestra; mezclado o
utilizado con reactivos producidos por otra compariia; mezcla de los restos de un envase antiguo
con los del nuevo; utilizacion en condiciones distintas a las especificadas.

. Tome las precauciones necesarias para el uso del producto. No los ingiera. Evite el contacto con la

piel y las membranas mucosas. Si accidentalmente se lleva el reactivo a la boca o los reactivos se
derraman accidentalmente en la piel o en los ojos, lavelos con abundante agua y busque tratamiento
médico si es necesario.

El desecho de los residuos liquidos y materiales debe realizarse de acuerdo con las directrices
locales.

10.La hoja de datos de seguridad de materiales (SDS) esta disponible previa solicitud.
11.Todos los riesgos identificados se han reducido en la medida de lo posible por un estado de arte

reconocido generalmente y el riesgo residual general es aceptable.

12.Cualquier incidente grave que se produzca en relacion con el dispositivo se notificara al fabricante y

a la autoridad competente del Estado miembro en el que se encuentren el usuario o el paciente.

[SIMBOLOS GRAFICOS]

w 1

CODIGO DE LOTE Fecha de caducidad LIMITE DE TEMPERATURA
HUMIDITY LIMITATION Fabricante Dispositivo médico de

diagnéstico in vitro




Cld]

Numero de catalogo Representante autorizado en la Consulte las instrucciones
Comunidad Europea de uso
Conformidad con la Identificador Gnico del
legislacion europea dispositivo
[REFERENCIAS]
No procede.
[CONTACTO CON LA EMPRESA]
Fabricante: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Direccion: Mindray Building, Keji 12th Road South, High-tech industrial
park, Nanshan, Shenzhen 518057, P.R.China
Direccion de correo electronico: service@mindray.com
Tel.: +86 755 81888998
Fax: +86 755 26582680
Representante de la CE: Shanghai International Holding Corp. GmbH (Europa)
Direccién: EiffestraBe 80, Hamburgo 20537, Alemania
Tel.: 0049-40-2513175
Fax: 0049-40-255726

[FECHA DE APROBACION DEL MANUAL DEL OPERADOR]
2022.06.06



Lyse M-52DIFF

[Nom du produit]

Lyse M-52DIFF

[Modéle]

M-52DIFF

[Spécification de conditionnement]

500 mL x 4

[Utilisation prevue]

Le réactif M-52DIFF Lyse dissout les globules rouges et permet de différencier les globules blancs.
[Principe]

Le réactif de lyse M-52DIFF dissout les globules rouges pendant le processus d'analyse des cellules
sanguines, traite les globules blancs de maniére a intensifier la différence entre les sous-populations de
globules blancs et intégre une diffraction laser et une cytométrie de flux pour effectuer I'analyse des
globules blancs dans le canal DIFF.

[Ingrédients]

Tensioactif .........vvieiiiiiiii <3549/l

[Conditions de stockage et durée de vie]

Le produit est stable pendant 2 ans s'il est stocké entre 2 °C et 30 °C (35 °F et 86 °F) a l'abri de la
lumiére, I'humidité relative ne doit pas dépasser 90 %. La plage de température de fonctionnement du
produit est conforme a celle de ses instruments applicables. Un flacon ouvert est valide 60 jours.
[Modgles d'analy pplicables]

Le produit convient aux automates d'hématologie BC-5000, BC-5150, BC-5120, BC-5130 et BC-5140
fabriqués par Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

[Exigences relatives aux échantillons]
Sang total humain frais anticoagulé. Ne pas utiliser d'échantillons contaminés.

[MATERIEL NECESSAIRE MAIS NON FOURNI]

Les éléments suivants sont requis mais ne sont pas fournis avec le produit : instruments de mesure

fabriqués par Mindray et réactifs correspondants.

[Instructions d'utilisation]

1. Rétablissez la température d'utilisation du réactif de lyse M-52DIFF.

2. Ouvrez l'emballage extérieur et insérez le tube plongeur dans le conteneur du réactif en faisant
correspondre la couleur du bouchon du réactif avec I'embout de 'analyseur.

3. Vissez complétement I'embout et replacez le réactif conformément au manuel d'utilisation de
l'analyseur.

4. Effectuez un comptage a blanc et vérifiez les résultats. Si les résultats correspondent au comptage a
blanc défini dans le manuel d'utilisation de 'analyseur, le tout nouveau réactif installé peut étre utilisé
pour l'analyse des échantillons. Consultez le manuel de l'opérateur pour en savoir plus.

[VALEUR SEUIL/INTERVALLE DE REFERENCE]
Non applicable.

[ELABORATION DES RESULTATS]

Non applicable.

[LIMITATIONS]

Non applicable.



[Caractéristiques de performances]

1. Aspect: liquide transparent, sans sédiments, cristaux ni flocules.

2. Résultats de comptage a blanc: le comptage a blanc du réactif de lyse M-52DIFF testé sur le
BC-5000, BC-5150, BC-5120, BC-5130 et BC-5140 est conforme aux normes indiquées dans le
Tableau 1.

Tableau 1 Normes en matiére de comptage a blanc du réactif de lyse M-52DIFF
Paramétre testé Normes de comptage a blanc
GB <0,2 x10%
HGB <1g/l
[PRECAUTIONS]
. Destiné au diagnostic in vitro a usage professionnel uniquement.

2. Lisez attentivement la notice qui figure sur I'emballage du produit avant de l'utiliser. Utilisez le produit
avant la date de péremption et, une fois périmé, procédez a sa mise au rebut.

3. Nutilisez pas le réactif s'il est congelé.

4. Sile comptage a blanc est anormal une fois que le réactif est transporté, laissez-le immobile pendant
24 heures a température ambiante avant de I'utiliser.

5. Si le réactif est pollué ou affecté par d'autres facteurs et devient anormal, cessez de I'utiliser et
remplacer-le par un réactif normal.

6. Procédez a la mise au rebut des déchets, des résidus et de I'emballage contaminé en suivant la
réglementation locale.

7. Les facteurs suivants peuvent affecter 'analyse de I'€chantillon : réactif périmé ou inefficace, réactif
pollué par la poussiére présente dans I'air, mise au rebut inadéquate de I'¢chantillon, réactif mélangé
ou utilisé avec des réactifs produits par une autre entreprise, mélange de résidu de l'ancien et du
nouvel emballage, réactif utilisé dans des conditions autres que celles spécifiées.

8. Prenez les précautions nécessaires pour l'utilisation du produit. Ne pas avaler. Eviter le contact avec
la peau et les muqueuses. Si le réactif pénétre accidentellement dans la bouche, ou en cas de
contact accidentel des réactifs avec la peau ou les yeux, laver abondamment a I'eau et consulter un
médecin si nécessaire.

9. L'élimination du matériel et des déchets liquides doit étre effectuée en conformité avec les directives

locales.

10.La fiche de données de sécurité (FDS) est disponible sur demande.
11.Tous les risques identifiés ont été réduits autant que possible a l'aide d'une méthode de pointe

communément reconnue et le risque résiduel global est acceptable.

12.Tout incident grave survenu en lien avec le dispositif doit étre signalé au fabricant et a l'autorité

compétente de 'Etat membre dans lequel I'utilisateur et/ou le patient est établi.

[SYMBOLES GRAPHIQUES]

=

Code du lot Date limite d'utilisation Limite de température

]

LIMITE D'HUMIDITE Fabricant Diagnostic in vitro de

l'instrument médical




REFERENCE CATALOGUE Représentant agréé pour la Consulter les instructions
Communauté européenne d'utilisation
Conformité européenne Identifiant unique du dispositif
[REFERENCES]

Non applicable.
[COORDONNEES DE LA SOCIETE]

Fabricant: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

Adresse: Mindray Building, Keji 12th Road South, High-tech industrial park,
Nanshan, Shenzhen 518057, P.R.China

Adresse de courriel: service@mindray.com

Tél.: +86 755 81888998

Télécopie: +86 755 26582680

Représentant pour 'UE: Shanghai International Holding Corp. GmbH (Europe)

Adresse: EiffestraBe 80, Hamburg 20537, Allemagne

Tél.: 0049-40-2513175

Télécopie: 0049-40-255726

[DATE D'APPROBATION DU MANUEL D'UTILISATION]

2022.06.06



Lise M-52DIFF

[Nome do produto]

Lise M-52DIFF

[Modelo]

M-52DIFF

[Especificagdo da Embalagem]

500mLx4

[Uso pretendido]

Alise M-52DIFF dissolve os RBCs e diferencia os WBCs.

[Principio]

Alise M-52DIFF dissolve os RBCs no processo de andlise de células sanguineas. Ele processa WBCs
para intensificar a diferenga entre as subpopulagdes de WBC e incorpora dispersao a laser e citometria
de fluxo para realizar a analise de WBC do canal DIFF.

[Composigao]

Surfactante ..........coueiiiiiiiiiiii ...<35¢g/L

lidadel
1

[Condigoes de ar to e prazo de
O produto ficara estavel durante 2 anos quando armazenado a 2 °C a 30 °C(35°F a 86°F) e a humidade
relativa ndo deve exceder%. A faixa de temperatura de trabalho do produto é consistente com a dos
instrumentos aplicaveis. A validade do frasco aberto é de 60 dias.

[Modelos de lead, plicéveis]
O produto se aplica aos analisadores automaticos de hematologia BC-5000, BC-5150, BC-5120,
BC-5130 e BC-5140 fabricados por Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

[Requisitos da amostra]

Anticoagulante de sangue total humano fresco. Nao use amostras contaminadas.

[MATERIAIS NECESSARIOS, MAS NAO FORNECIDOS]

Os seguintes materiais s&o necessarios, mas ndo sdo fornecidos com o produto: Instrumentos de
medigéo fabricados pela Mindray e reagentes correspondentes.

[Instrugdes de uso]

1. Retorne a lise M-52DIFF & temperatura de uso;

2. Abra a embalagem externa e insira o tubo de coleta no recipiente de reagente com base na cor
correspondente da tampa do reagente e no conector do conjunto de tampas do analisador;

3. Feche bem o conjunto de tampas e substitua o reagente de acordo com o manual do operador do
analisador;

4. Realize uma contagem em branco e verifique os resultados. Se os resultados atenderem aos
requisitos de contagem em branco definidos no manual do operador do analisador, o reagente
recém-instalado pode ser usado para andlise de amostra. Consulte o manual do operador do
analisador para obter detalhes.

[VALOR DE CORTE/INTERVALOS DE REFERENCIA]

Néo aplicavel.

[ELABORAGAO DO RESULTADO]

Néo aplicavel.

[LIMITAGOES]

Néo aplicavel.

[Caracteristicas de desempenho]

1. Aparéncia: liquido transparente, sem sedimentos, gréos ou flocos.

2. Resultados de contagem em branco: os resultados de contagem em branco da lise M-52DIFF
10



testada em BC-5000, BC-5150, BC-5120, BC-5130 e BC-5140 atende as exigéncias na Tabela 1.

Tabela 1 Exigéncias de contagem em branco da lise M-52DIFF

Parametro de teste Requisitos de contagem em branco

GB <0,2x10°/L

Hb <1glL

[PRECAU(;éES]

9.

. Somente para diagnéstico in vitro de uso profissional.
2.

Leia o encarte da embalagem atentamente antes de usar o produto. Ele deve ser usado antes da
data de validade e descartado adequadamente quando vencido.

. Nao use o reagente se ele estiver congelado.
. Se a contagem de branco estiver anormal apés o transporte do reagente, coloque-o ainda por 24

horas em temperatura ambiente antes de usa-lo.

. Se o reagente estiver poluido ou for afetado por outros fatores e ficar anormal, pare de usa-lo e

substitua-o por um normal.

. Descarte os residuos, residuos e embalagens contaminadas com base nas regulamentagées locais.
. Os seguintes fatores podem afetar a andlise da amostra: Reagente vencido ou ineficaz; reagente

poluido por pé no ar; eliminagéo inadequada da amostra; misturado com ou utilizado com reagentes
produzidos por outra empresa; utilizagdo mista de residuos do recipiente antigo e do recém-aberto;
usado em condigéo diferente da especificada.

. Tome as precaugdes necessarias para a utilizagdo do produto. Ndo engolir. Evite o contato com a

pele e membranas mucosas. Se os reagentes forem levados & boca ou derramados na pele ou nos
olhos acidentalmente, lave-os com bastante agua e procure tratamento médico, se necessario.
O descarte de residuos liquidos e materiais deve estar de acordo com as diretrizes locais.

10.A Folha de dados de seguranga (SDS) do material esta disponivel mediante solicitagdo
11.Todos os riscos identificados foram reduzidos tanto quanto possivel pelo em geral reconhecido

estado da arte, e o risco residual total é aceitavel.

12.Qualquer incidente grave que tenha ocorrido em relagdo ao dispositivo deve ser comunicado ao

fabricante e a autoridade competente do pais em que o utilizador e/ou o paciente esta estabelecido.

[SIMBOLOS GRAFICOS]

“

Cadigo do lote Data de validade Limite de temperatura

]

LIMITAGAO DA UMIDADE Fabricante Diagndstico in vitro

dispositivo médico

(4]

NUMERO DE CATALOGO Representante autorizado na Consulte as instrugdes de uso

Comunidade Europeia
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C€

Conformidade com a Europa

UDI

Identificador exclusivo do

dispositivo

[REFERENCIAS]
Néo aplicavel.
[CONTATO DA EMPRESA]

Fabricante:
Enderego:

Enderego de e-mail:
Tel.:
Fax:

Representantes na UE:
Enderego:

Tel.:

Fax:

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

Mindray Building, Keji 12th Road South, High-tech industrial park,
Nanshan, Shenzhen 518057, P.R.China

service@mindray.com

+86 755 81888998

+86 755 26582680

Shanghai International Holding Corp. GmbH (Europa)
EiffestraBe 80, Hamburgo 20537, Alemanha
0049-40-2513175

0049-40-255726

[DATA DE APROVAGAO DO MANUAL DO OPERADOR]

2022.06.06




TNuanpyrowmn peareHt M-52DIFF

[HaumeHoBaHue uspenusi]
nusupyowwui peareHt M-52DIFF

[Moaens]
M-52DIFF
[Cneuud mkaumn ynakoBku]
500 mn x 4

[Mpeaycmorp F 1

d
Tusupytownii peareHt M-52DIFF pactBopsieT RBC v cnyxut anst audpcepeHumposku WBC.

[MpuHuMN pa6oTbi]
Tusupytownii peareHt M-52DIFF pactsopsier RBC B npoLecce aHanusa KneTok kpoeu. OH CnyxuT ans
obpaboTtkn WBC ¢ uerbio yeuneHust pasHuusl mexay cybnonynsumnsmm WBC, a Taioke npumeHsieTcst B
aHanu3e MeTOAOM pPacCesiHUs NIa3ePHOTO U3ITyHEHWS U MPOTOYHO LIUTOMETPUM Anst AN e pe HLMPOBKN
WBC B kaHane DIFF.

[AKTUBHbIE UHTpeaneHTbI]
[MOBEPXHOCTHO-AKTUBHOE BELLUECTBO ...euevvinarinasineasinearineasnnaanneaanas <35r1/n

[YcnoBus xpaHeHUsi U CPOK rOAHOCTM NpU XpaHeHuU]

MpopykT GyneT ocTaBaTbCsi CTABUIbHBLIM B TeueHWe 2 FIeT Npu XpaHeHUU npu Temnepatype oT 2 Ao
30 °C (ot 35 1o 86 °F) npu oTHocUTEnNbHOM BNaxHocTu He Gonee 90%. [inanasoH pabounx Temnepatyp
npoayKTa COOTBETCTBYeT AvanasoHy Ansi NPUMEHUMbIX annapatoB. CpOK rOAHOCTU B OTKPLITOM
cbrakoHe coctaensiet 60 AHeN.

[BelecTBO Mcnonb3yeTcs co ny TOpOB]

BellecTBO NMpUMeHsIeTCA C aBTOMaTWU3VMPOBaHHLIMKM FemMaToriormyeckumn  aHanusaropammBC-5000,
BC-5150, BC-5120, BC-5130 n BC-5140 komnaHun Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
[Tpe6oBaHue k npo6e]

CBexas LienbHasi KpoBM YeNIoBEKa C aHTUKOArynsiHToM. He ncnonb3yiite 3arpsisHeHHble 06pasLibl.
[HEOBXOOUMBIE MATEPWUATbI, HE BXOOALLUUE B KOMMEKT MOCTABKU]

CrieaytoLine marepmarsl HeOGXOAUMbI, HO HE BXOAST B KOMMIIEKT MOCTABKMU: U3MepUTErbHbIE MPUGOpLI
1 COOTBETCTBYIOLLIME peareHTbl MPOU3BOACTBa KoMnaHun Mindray.

[MHCTpyKUMM no akcnnyaTaumu]

1. [OoseauTe nuaupytowmii peareHT M-52DIFF o Temnepatypbl SKcnyatauum.

2. OTKpOWTe BHELLHIOW YMAKOBKYy WM BCTaBbTE€ MPUEMHYK TpyGKy B KOHTEMHEp C peareHToM B
COOTBETCTBUM C LIBETOM KPbILLKM KOHTEHEPa U COEAMHUTENS COMMOBOW KPbILLKW aHanuaartopa.

3. BakpyTuTe COMMOBYIO KPLILLIKY O OTKasa U 3aMEHUTE peareHT B COOTBETCTBUU C PYKOBOACTBOM
nonb3oBarens peareHTa.

4. BbiNOMHMTE XOMOCTOW NOACHYET W MpoBepbTe pedynbTathl. Ecnu pesynbraThl COOTBETCTBYHOT
TpeGoBaHMSIM K pe3ynbTaTam XOMoCTOro MOACYeTa, yKasaHHbIM B PYKOBOACTBE MOMb3oBaTens
aHanu3saropa, HOBbIVi peareHT MOXeT GbiTb UCNONb30BaH AN aHanuaa obpa3Los. [Ins nonyyeHus
6Gonee noapo6HOI MHGOPMAaLMK CM. PYKOBOACTBO MONb30BATENs aHanM3aropa.

[BHAYEHUE OTCEYKWU/PE®EPEHCHbIE UHTEPBANbI]

Henpumenumo.

[PACLLM®POBKA PE3YNLTATOB]

Henpumenumo.

[OrPAHUYEHUA]

Henpumenumo

[SkcnnyaTauuoHHble CBOMCTBA]
1. BHeLHWit BUA: Npo3payHast XuakocTb, 6e3 ocaaka, rpaHyn Ui Xnonbes ocaaka
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2.

PesynbraTbl XonocToro nogcuyeTa: pesynbTathl XOMOCTOTO MOACHETA IM3UPYIOLLETo peareHTa
M-52DIFF aHanusatopoBBC-5000, BC-5150, BC-5120, BC-5130 u BC-5140 coorBercTBytOT
TpeboBaHWsIM, ykasaHHbIM B Tabnuue 1.

Tab6nuua 1. TpeboBaHKs K XONOCTOMY NMOACHETY Nn3upytoLlero peareHta M-52DIFF

TecTupyeMmblit napameTp Tpe6oBaHMs1 K XONIOCTOMY MOACHETY
WBC <0.2x10%n
HGB <trn

[MEPbI NPEOOCTOPOXHOCTU]

Tonbko ans npocbeccmouanhnow [OVarHocTuky in vitro.

2. Mepen UCnonb3oBaHWeM AaHHOTO MPOAYKTa BHUMATErbHO npouuTaiTe Brknagbiw. Ero HeoGxoaumo
MCMonb3oBaTb A0 MCTEYEHWst CpoKa TOAHOCTW W YTUIM3MPOBATh HaJnexawum obpasom no
MCTEYEHUN CPOKa TOAHOCTHU.

3. He ucnonbayiiTe peareHT, €CN OH 3aMOPOXEH.

4. Ecrm nocre TpaHCMOPTUPOBKM peareHTa pe3yrikTaT XorloCTOro MofCHeTa He COOTBETCTBYET HOPMeE,
nepeA UCMoNb30BaHNEM OCTaBLTE ero Ha 24 Yaca npu KOMHaTHOW Temneparype.

5. Ecnu peareHT 3arpsi3HeH Unu Gbin NogBepXeH BO3AEHCTBIIO APy X (DAKTOPOB U CTas HEMPUIOAHbBIM,
NpeKkpaTuTe UCMOMNb3oBaHUE 1 3aMEHUTE Ero.

6. YTunmMaupyiiTe oOTXofbl, OCTATKM UM 3arps3HEHHYI YMakoBKy B COOTBETCTBUM C MECTHbIMU
HOPMaTUBHbIMU TpeBoBaHNSMM.

7. Ha aHanus npo6 MoryT BUsiTL CriefyioLLe hakTopbl: MPOCPOHEHHbI UM HEAENCTBEHHDBIN PEareHT;
3arpsisHeHNe peareHTa Mbifbio B BO3AyXe; HenpaBunbHoe obpalleHne ¢ npo6oit; cMeLLnBaHne unm
MCroNb30BaHNe C peareHTamm Apyrix Npou3BoAnTENeil; CMeLLMBaHNe HOBOTO peareHTa C ocTatkamu
npeablAyLLEero U3 [Apyroro KOHTeliHepa BO BPEMSl WCMONb30BaHUS; UCMOMb30BaHME B YCMOBUSX,
OTNINYHBIX OT YKa3aHHbIX.

8. Mpumute HeobXoaUMble Mepbl MPEAOCTOPOXHOCTM MPU  MCMONMb30BaHMM npogykta. He
npomatbiBaiTe. M3beraiiTe KOHTaKTa C KOXeil 1 CM3NCTbIMK oBornodkamu. Ecnu peareHT cryuaitHo
nonasn B poT, Ha KOXy WM B Masa, NPOMOTE GOMbLLMM KONMYECTBOM BOAbI U NpY HEOBXOAUMOCTH
o6paTMTECh 38 MENLIMHCKOM MOMOLLbIO.

9. YTunusaumsi oTpaGoTaHHON XMOKOCTU U MarepuarioB JOIKHA OCYLLECTBMSTHCS B COOTBETCTBUM C
MECTHbIMU NpaBUNamMu.

10.Macnopr 6e3onacHocTu marepuana (SDS) gocTyneH no 3anpocy.

11.MpoayKT OTBEYaeT COBPEMEHHbIM TpeGOBaHWsSIM, U BCE BbISIBNEHHbIE PUCKM GbinMM CBEdeHbl K
MUHUMYMY, @ OGLLINA OCTATOYHBIN PUCK SIBNSIETCS MPUEMMEMbIM.

12.0 noBoM Cepbe3HOM MPOUCLIECTBUW, CBSI3aHHbIM C  YCTPOWCTBOM, CrnefyeT CcooblunTb
NPOU3BOANTENIO U KOMIMETEHTHOMY OpraHy roCyAapcTBa-yneHa, B KOTOPOM HaxoAsTCs Nonb3oBaTerb
WMnu naumeHT.

TPA®UYECKUE CUMBOIbI]

TEMMEPATYPHOE
HOMEP MAPTWM CPOK rOBHOCTY OrPAHVYEHNE
MPELENbI BNAXHOCTY W3rOTOBMUTENb ANS1 QUATHOCTUKA IN

VITRO




Cld]

HOMEP MO KATANOIY MONHOMOYEHHbIN WHCTPYKLUWMM NO
NPEOCTABUTENb B SKCMNYATALIMKA

EBPOMENCKOM

COOBLUWECTBE

c € UDI

YHUKarnbHbIA naeHTUdmKarop

CooTtBercTBrE eaponeﬁcmm

crangapram ycTpoiicTea
[CNUCOK NUTEPATYPbI]
Henpumenumo.
[KOHTAKTHAA! UHOOPMALIUSI KOMNAHWUA]
Narotosutens: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Appec: Mindray Building, Keji 12th Road South, High-tech industrial
park, Nanshan, Shenzhen 518057, P.R.China
OrnekTpoHHas novta: service@mindray.com
TenedoH: +86 755 81888998
dakc: +86 755 26582680
MpencrasutenscTeo B EC: Shanghai International Holding Corp. GmbH(Europe)
Appec: EiffestraBe 80, 20537 Hamburg, Germany
TenedoH: 0049-40-2513175
dakc: 0049-40-255726

[AATA YTBEPXOEHUA PYKOBOACTBA OMNEPATOPA]
2022.06.06



M-52DIFF Lizi

[Uriin adr]

M-52DIFF Lizi

[Model]

M-52DIFF

[Ambalaj Spesifikasyon]

500mLx4

[Kullanim amaci]

M-52DIFF Lizi, RBC'leri gbzer ve WBC'leri farklilagtirir.

[Prensip]

M-52DIFF lizi, kan hiicresi analiz stirecinde RBC'leri ¢ézer. WBC alt poplilasyonlari arasindaki farki

yogunlastirmak igin WBC'leri isler ayrica DIFF kanali WBC analizini gergeklestirmek igin lazer dagilimi

ve akis sitometrisini igerir.

[igerik]

Yiizey aktif madde...........oe iiiiiii <35g/L

[Saklama kosullan ve raf 6mrii]

Uriin, 2°C ila 30°C (35°F ila 86°F) araliginda saklandiginda 2 yil boyunca stabil kalr, ayrica bagl

nem %90' gegmemelidir. Uriiniin galisma sicakhd araidi, gegerli aletlerinin galisma sicakigi araligiyla

tutarhdir. Agik flakon gegerliligi 60 giindtir.

[Uygun analizér modelleri]

Uriin, Shenzhen Mindray Bio-Medical Electronics Co., Ltd. tarafindan iretilen BC-5000, BC-5150,

BC-5120, BC-5130 ve BC-5140 Otomatik Hematoloji Analizérlerine uygundur.

[Numune Gerekliligi]

Antikoaglilasyonlu taze insan tam kani. Kontamine olmus numuneleri kullanmayin.

[URUNLE BIRLIKTE VERILMEYEN ANCAK GEREKLI OLAN MALZEMELER]

Su malzemeler gereklidir ancak driinle birlikte verilmez: Mindray tarafindan tretilen 6lgiim cihazlari ve

eslesen reaktifler.

[Kullanim talimatlan]

1. M-52DIFF lyse'i kullanim sicakligina getirin;

2. Dig ambalaji agin ve pikup tiiplini, eslesen reaktif kapag! rengine ve analizor kapag tertibatinin
konektoriine dayali olarak reaktif kabina yerlestirin;

3. Kapak grubunu sikica vidalayin ve reaktifi analizoriin kullanici el kitabina gére degistirin;

4. Bos sayim yapin ve sonuglari kontrol edin. Sonuglarin, analizériin kullanici el kitabinda tanimlanan
bos sayip gerekliligini karsilamasi halinde yeni olusturulan reaktif numune analizi igin kullanilabilir.
Ayrintilar igin analizériin kullanici el kitabini inceleyin.

[KESME DEGERI/REFERANS ARALIKLARI]

Gegerli degildir.

[SONUG DETAYLANDIRMASI]

Gegerli degildir.

[SINIRLAMALAR]

Gegerli degildir.

[Performans 6zellikleri]

1. Goriinis: seffaf sivi, tortusuz, taneciksiz veya topaklanmasiz.

2. Bos sayim sonuglari: Mindray Analizérlerinde test edilen M-52DIFF lyse’in bos sayim sonuglari Tablo
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1'de belirtilen gereklilikleri karsilamaktadir.
Tablo 1 M-52DIFF lizi bos sayimi gereklilikleri

Test parametresi Bos sayim gereklilikleri
WBC <0,2x10°L
HGB <1g/L

[ONLEMLER]

1. Yalnizca uzmanlarin in vitro tanisal kullanimina yoneliktir.

2. Bu Uriini kullanmadan once prospektiisii dikkatlice okuyun. Son kullanma tarihinden o6nce
kullanilmali ve siresi doldugunda uygun sekilde atiimaldir.

3. Reaktif donmussa kullanmayin.

4. Reaktif tagindiktan sonra bos sayim anormalse kullanmadan 6nce oda sicakliginda 24 saat bekletin.

5. Reaktifin kilenmesi veya diger faktorlerden etkilenmesi ve anormal hale gelmesi durumunda reaktifi
kullanmayi birakin ve normal bir reaktif ile degistirin.

6. Atiklari, artiklari ve kontamine olmus ambalajlari yerel diizenlemelere uygun olarak atin.

7. Asagidaki faktorler numune analizini etkileyebilir: Son kullanma tarihi gegmis veya etkisiz reaktif;
havadaki tozla kirlenmis reaktif; numunenin yanlis sekilde kullaniimasi; baska bir sirket tarafindan
uretilen reaktiflerle karistirilmasi veya kullaniimasi; eski kaptan kalan artiklarin ve yeni agilan kabin
karigik kullanimi; belirtilenden farkl bir sekilde kullaniimasi.

8. Uriiniin kullanimi igin gerekli énlemleri alin. Yutmayin. Cilt ve mukoz membranlari ile temasindan
kaginin. Reaktifi yanlislkla agziniza alirsaniz veya reaktifler yanhslikla cildinize veya gozlerinize
dokdliirse bol suyla yikayin ve gerekirse tibbi tedavi alin.

9. Atk sivi ve malzemeler, yerel yonetmeliklere uygun olarak bertaraf edilmelidir.

10.Malzeme Giivenlik Veri Formu (SDS) istek tizerine mevcuttur.

11. Tanimlanan tiim riskler, genel olarak kabul géren son teknoloji ile miimkiin oldugunca azaltiimistir ve
geriye kalan riskler kabul edilebilirdir.

12.Cihaz ile ilgili olarak meydana gelen tiim ciddi olaylar, Ureticiye ve kullanicinin ve/veya hastanin
bulundugu Uye Devletin yetkili makamina bildirilmelidir.

[GRAFIK SEMBOLLERI]

“

Sicaklik siniri

Seri kodu Son kullanma tarihi
NEM LIMITI Uretici In vitro tanisal

tibbi cihaz

[ReF] Cld]

Kullanim talimatlarina

KATALOG NUMARASI Avrupa Toplulugundaki yetkili b
asvurun

temsilci
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C€

Avrupa Uyumlulugu

UDI

Benzersiz cihaz tanimlayicisi

[REFERANSLAR]
Gegerli degildir.
[SIRKET ILETISIM]

Uretici: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

Adres: Mindray Building, Keji 12th Road South, High-tech industrial park,
Nanshan, Shenzhen 518057, P.R.China

E-Posta Adresi: service@mindray.com

Tel: +86 755 81888998

Faks: +86 755 26582680

AB-Temsilcisi: Shanghai International Holding Corp. GmbH(Europe)

Adres: EiffestraBe 80, 20537 Hamburg, Germany

Tel: 0049-40-2513175

Faks: 0049-40-255726

[KULLANIM KILAVUZUNUN ONAY TARIHI]

2022.06.06



SHENZHEN MINDRAY BIO-MEDICAL ELECTRONICS CO., LTD.
Mindray Building, Keji 12th Road South, High-tech industrial park, Nanshan, Shenzhen 518057, P.R. China
Zip code: 518057
Tel: +86 755 81888998
Fax: +86 755 26582680

Website: www.mindray.com
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