INVIMQ igerasas

Instiutn Nacional de Vigilancia de Medicamenios y Alimentos.

El INVIMA informa a los usuarios en general que el Grupo de
Vigilancia Epidemiolégica ha emitido una comunicacion relacionada
con un Retiro del Producto del Mercado asociado a:

NOMBRE DEL REACTIVO DE
DIAGNOSTICO IN VITRO

NO. IDENTIFICACION

REFERENCIAS DEL REACTIVO DE
DIAGNOSTICO IN VITRO

REGISTRO SANITARIO

INDICACIONES Y USO
ESTABLECIDOS

NOMBRE DEL FABRICANTE

DESCRIPCION DEL PROBLEMA

FUENTE

FECHA DE NOTIFICACION

RECOMENDACION:

TOXO ISAGA IgA Reagents Kit

R-RD-04-01-15

Referencia. 79322 Lote 1003405320

2008RD-0000935

Determinacién de microorganismos relacionados en muestras
procedentes del organismo humano.

BIOMERIEUX S.A.

Interferencia del medicamento N-acetilcysteina (NAC) en
concentraciones terapéuticas con

ANEXO 1(ECRI)

16/01/2015

En caso de identificar la existencia del producto mencionado anteriormente comuniquese con su proveedor
quien determinara las acciones que se llevaran a cabo.

Es importante mantener un estado de alerta, realizando un seguimiento permanente a los productos que se
fabrican y/o comercializan en el pais, divulgando la informacién de seguridad respectiva entre los
profesionales de la salud que realizan uso de estos recursos tecnolégicos.

Para mayor informacion comuniquese al teléfono 2948700 extension 3607 en Bogot4, 6 al correo electrénico
Reactivovigilancia@invima.gov.co
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Instiutn Nacional de Vigilancia de Medicamenios y Alimentos.

ANEXO 1

Our reference: FSCA 2340

Dear Sir / Madam

IMPORTANT : URGENT FIELD SAFETY NOTICE
Toxo ISAGA IgA ref. 79322 lot 1003405320

Our records indicate that your laboratory has received one or more kits of the following
product:

Product
Number
79322 Toxo ISAGA IgA 1003405320

Description Lot number

Description of the issue

An error occurred during the Manufacturing Process of Taoxo ISAGA IgA kits (ref. 79322, lot
1003405320). Some strips coated with anti-human IgA monoclonal antibodies (R1) show a
mistake in their labeling. The letter “A” which indicates that the strips detect anti-Toxoplasma
lgA antibodies is missing. All of the strips in the pouch are missing the letter “A” indication.

Impact:
If the TOXO ISAGA IgA kits (ref. 79322) are used in combination with TOXO ISAGA Kits (ref.

73561 — used in the detection of Toxoplasma IgM antibodies), the potential risk associated
with the product issue is the user will mistake an IgA strip for an IgM strip and report IgA
results as IgM results. The highest risk among all the possibilities is the risk of IgM false
negative results.
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Instiutn Nacional de Vigilancia de Medicamenios y Alimentos.

Instituto Nacional de Vigilancia de Medicamentos y Alimentos — INVIMA &
Carrera 68D 17-11/21 PBX: 2948700 ;{

Bogota - Colombia
WwWw.invima.gov.co

Required actions:

We request you take the following actions at this time:

o Please distribute this information to all appropriate personnel in your laboratory,
retain a copy in your files, and forward this information to all parties that may use this
product, including others to whom you may have transferred our product.

o Discard any remaining inventory of the lot 1003405320 Toxo ISAGA 1gA —ref. 79322
and complete and return the acknowledgemnt form for replacement.

o Discuss any concerns you may have regarding previously reported results with your
Laboratary Medical Director to determine the appropriate course of action.

o Complete and return the attached acknowledgement form in ATTACHMENT A via fax
for the attention of UK Vigilance Team to fax number : 0044 (0) 1256 461881 or scan
and email to UKVIGILANCE{@biomerieux com to acknowledge receipt of this
URGENT FIELD SAFETY NOTICE (customer letter)

We can advise that the Competent Authorities have been made aware of this notification..

bioMérieux is committed to providing our customers with the highest quality product possible.
We sincerely apologise for any inconvenience that this may have caused you. If you require
additional assistance or have any questions, please contact your local bioMérieux Customer
Service representative.

Yours sincerely

Customer Service Department
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