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Certificado de Analise

Reagente de Agrupamento Sanguineo Monoclonal Anti-e

PRODUTO

NUMERO DO LOTE 693105-Al e todos os sublotes (ou seja, 693105-A2, 693105-A3,
B 693105-A4, etc)

DATA DE FABRICACAO 02/09/2022

DATA DE VALIDADE 02/09/2024

CORANTE Nenhum

CONDICOES DE Refrigerar a 2 — 8°C

ARMAZENAMENTO

CARGA BIOLOGICA

reagente nao é estéril.

CONSERVANTE

CONTROLE DE QUALIDADE:

POTENCIA: Tubo de
ensaio
Células 1lem32
Ror
AVIDEZ: (1° Células 5seg
sinal de aglutinacéo) RiR>

ESPECIFICIDADE: Fenétipos Positivos

Células Graubs
RiR2

Células Graubs
Ror

Células Graubs
r''r

< Azida de sodio a 0,1% p/v

Produto filtrado através de um filtro estéril de 0,2 um. O

Cartéo Cartéo Microplaca
BioVue Diamed
lem 128 1lem 128 1 em 256
Células 6seg Célulasr'r 6 seg
Ror

Fenotipos Negativos

Células
R2R,

Negativo

As caracteristicas (poténcia e especificidade) deste lote de Anti-e

DECLARACAO DE
CONTROLE DE
QUALIDADE

Revisor:
Assinatura:

Data:

Coordenadora de Assessoria Cientifica

Clarsonndraodonuirnes

09 de marco de 2023

estdo em conformidade com as especificacdes indicadas na edicdo
atual de "As Diretrizes para os Servi¢os de Transfuséo de Sangue
no Reino Unido" e as Especificagées Técnicas Comuns (CTS)
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PRODUCT
LOT NUMBER

DATE OF MANUFACTURE
DATE OF EXPIRY

DYE

STORAGE CONDITIONS
BIOBURDEN

PRESERVATIVE
QUALITY CONTROL:

POTENCY:
Ror Cells

AVIDITY: (1st RiR2 Cells
sign of
agglutination)

q

1434

Certificate of Analysis

(See LOROO06 for Methodology)

Anti-e Monoclonal Blood Grouping Reagent

693105-A1 and all sub-lots (i.e 693105-A2, 693105-A3, 693105-A4,
etc)

2022-09-02

2024-09-02

None

Refrigerate at 2 — 8°C

Product filtered through a sterile 0.2 um filter. The reagent is not
sterile.

< 0.1% Sodium Azide w/v

Tube Test BioVue Card Diamed Card Microplate
1in 32 1in 128 1in 128 1in 256

5 sec Rar Cells 6 sec r’r Cells 6 seconds

SPECIFICITY: Positive Phenotypes Negative Phenotypes
RiR2 Cells Grade 5 R2R;Cells Negative
Ror Cells Grade 5
r’r Cells Grade 5

The characteristics (potency and specificity) of this lot of Anti-e conform to the

QUALITY CONTROL specifications stated in the current issue of “The Guidelines for the Blood
STATEMENT Transfusion Services in the UK” and the Common Technical Specifications
(CTS)
Title Quality Assurance Associate
Signature

Angela Lane D Ae0s S 6B oo
Date: 26 September 2022

Printed copies are “uncontrolled”
It is the responsibility of the user to ensure that the correct version is used.
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