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From: 5.1.2e

Sent: Thur 5/14/2020 10:39:21 AM

Subject: FW: Xpert Xpress SARS-CoV-2 test

Received: Thur 5/14/2020 10:39:22 AM

2020-1D Xpert Xpress SARS-CoV-2 Declaration of Conformity CE signed.pdf

Xpert Xpress SARS-CoV-2 CE announcement Customer letter.pdf

ro | —Ev

Geen nieuwe manual dus.

--—--QOriginal Message-----

From: (CAEN SESE © coh com>

Sent: donderdag 14 mei 2020 08:43
:

@minvws.nl>; Bigj.nl>; El

ogi”; Dminvws.nl>;

@cepheid.com>

To:

Subject: RE: Xpert Xpress SARS-CoV-2 test

Dear all,

| have the pleasure to inform you that the Xpert Xpress SARS-CoV-2 product has received CE-IVD designation in addition to the FDA

EUA authorization.

The following documents are attached to this email for information

1.Signed Xpert Xpress SARS-CoV-2 DoC
2. Xpert Xpress SARS-CoV-2 Customer Letter

Best wishes,

MOBILE NL +31
_

www.cepheid.com

CONFIDENTIALITY NOTICE: This e-mail, along with any attached files, may contain information that is confidential, privileged, or

otherwise exempt from disclosure. If you are not the intended recipient or person responsible for delivering it to the intended recipient, you

are hereby notified that any disclosure, copying, printing, distribution or use of any information contained in or attached to this e-mail is

strictly prohibited. PLEASE NOTE that all incoming e-mails sent to Cepheid e-mail accounts may be scanned to detect and prevent threats

to our systems, investigate illegal or inappropriate behavior, and/or eliminate unsolicited promotional e-mails (“spam”). If you have

received this e-mail by mistake, please immediately notify us via e-mail or telephone collect (408 541 4191), and delete the original e-mail

and its attachments without reading, printing, or saving in any manner.

-----Original Message-----

From: ENCE CAN
Sent: Monday, May 4, 2020 14:37

To: 1 inv
:

5h

ia

:

<P OR @rivm.nl>
Cc: .

<P @igj.nl>; Dminvws.nl>; 51.2e

@cepheid.com>
Subject: RE: Xpert Xpress SARS-CoV-2 test

Dear all,

For your information, please find attached the change notification letter along with the also attached redlined and clean copies of the Xpert

Xpress SARS-CaV-2 package insert for GX Dx and Infinity System.
The Xpert Xpress SARS-COV2 test (catalog number XPRSARS-COV2-10) was authorized by the US FDA for Emergency Use Only

(EUA) on March 20, 2020. This letter is to notify updates to Xpert Xpress SARS-COV2 Package Insert and the addition of Cepheid AB,

Solna, Sweden as a manufacturing location. The revised Product labels and Package Insert are reviewed and approved by the US FDA.

Do not hesitate to reach out in case of questions.
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Best wishes,

MOBILE BE +32
5.1.2

MOBILE NL +31
a

www.cepheid.com

CONFIDENTIALITY NOTICE: This e-mail, along with any attached files, may contain information that is confidential, privileged, or

otherwise exempt from disclosure. If you are not the intended recipient or person responsible for delivering it to the intended recipient, you

are hereby notified that any disclosure, copying, printing, distribution or use of any information contained in or attached to this e-mail is

strictly prohibited. PLEASE NOTE that all incoming e-mails sent to Cepheid e-mail accounts may be scanned to detect and prevent threats

to our systems, investigate illegal or inappropriate behavior, and/or eliminate unsolicited promotional e-mails (“spam”). If you have

received this e-mail by mistake, please immediately notify us via e-mail or telephone collect (408 541 4191), and delete the original e-mail

and its attachments without reading, printing, or saving in any manner.

—Original Message-----

From: CAER)<SEXECIN© invwis.ni>
Sent: Wednesday, April 22, 2020 10:29

:

4 1. JERE @igj.nl>
@zepnet com>ICCRECN <ERFPEN Gig).

A @minvws.nl>
Subject: RE: Xpert Xpress SARS-CoV-2 test

Hierbij de brief over de Xpert Xpress SARS-CoV-2 test.

Vriendelijke groet,

Please be advised that this email may contain confidential information. If you are not the intended recipient, please notify us by email by

replying to the sender and delete this message. The sender disclaims that the content of this email constitutes an offer to enter into, or the

acceptance of, any agreement; provided that the foregoing does not invalidate the binding effect of any digital or other electronic

reproduction ofamanual signature that is included in any attachment.


