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//Cepheid.

904 Caribbean Drive. » Sunnyvale, CA 94089 o Tel (408) 541-4191 e Fax (408) 541-4192

CERTIFICATE OF ANALYSIS

This letter is provided to confirm that the Xpert Check kit specified below conforms to the
production and testing specifications required by Cepheid’s Quality System, in compliance with
the US Food and Drug Administration’s Quality System Requirements, ISO 13485:2012, IVDD
and the Canadian Medical Device Regulations (CMDCAS).

Product Description :  KIT,XPERTCHECK,CE-IVD

Cepheid Part # : XPERTCHECK-CE-5
Lot #: 1000006124

Test Description Results Acceptance Criteria

Testing results meet

specifications PASS

Functional Test

Date lot released for distribution: April 20, 2015
' 04 / 20 /2_015

Signature of Quality AsSurafhce, date cerfificate prepared

Name: Priya Gopalakrishnan

Title: Quality Systems Specialist

P/N 301-4227, Rev. A
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Certificate of Analysis
Xpert® MTB/RIF 50-test (FIN D)/CGXMTB/RIF—SD
Firm Name and Address:
£irm Name and Address:
Cophoid AB & For Release
Réntgenvidgen 5
P.O. Box 1427 LT Corrected Protocol
SE-171 27 Solna
Sweden
Kit Lot No / Batch No: 1000009600 Kit Expiration date: 2017-05-07
Control Method Number: D13589 Rev. K Control Method Effective Date: 05/15/2014
Reagent (Art. No) Lot No Expiration date | Test Results
Xpert® MTB/RIF IvD-F IND Cartridge, 50
| (700-4008) 19904 2017-05-07 Passed
Xpert® MTB/RIF IvD-FIND Sample Rgt kit, 3155C396 2017-07-26 —_—
50 x 8 ml (700-3497) 3255C405 2017-07-09 o
Sterile transfer pipettes, 5 x 12
(?1001650!001-1095} NA NA ] HA
cD Version included files Version
Xpert® MTB/RIF IvD-FIND User Manual Rev. B
n (301-0076) .
Xpert” MTB/RIF IvD-FIND —w 0
Rev. B GeneXpert™ Dx System Importing Assay
(950-0318) ¥ Definitions (300-8722) fev.C
Xpert® MTB/RIF IvD Assay Definition File V.5
(.gxa) :

Functional Testing
Test Description Acceptance Criteria Test Result
MTB DETECTED VERY LOW;RIf Resistance NOT DETECTED
or
MTB DETECTED LOW:Rif Resistance NOT DETECTED
Paositive Control or Passed
MTB DETECTED MEDIUM:Rif Resistance NOT DETECTED
or
MTB DETECTED HIGH;Rif Resistance NOT DETECTED

Negative Control MTB NOT DETECTED Passed

Based on a review of the test results and the manufacturing documentation, this Kit js:
(X) Approved

&\E{L P@dﬁ/ﬁ(/. / %M-ﬁ}é/n«f | _RolS06o3

Operator Quality @8ntrol Quality Assurénce Date

DocNo - - ...
301-1048 Rev. C
p.lofl
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Certificate of Analysis
Xpert® MTB/RIF 50-test (FIND)/CGXMTB/RIF-50

Firm Name and Address:

CoghialtiAR & For Release
Réntgenvégen 5
P.0. Box 1427 L7 Corrected Protocol
SE-171 27 Solna
Sweden
Kit Lot No / Batch No: 1000010585 Kit Explration date: 201 7-05-14
Controf Method Number: D13589 Rev.K Control Method Effective Date: 05/156/2014
'?eagont (Art. No) Lot No Expiration date Test Results
Xpert® MTB/RIF IVD-FIND Cartridge, 50
| (700-4006) 19402 2017-05-14 Passed
Xpert® MTB/RIF IvD-FIND Sample Rgt kit,
50 x 8 ml (700-3487) 3058C247 2017-08-09 Passad
Sterlle transfer pipettes, 5 x 12
(710016850/001-1095) A NA NA N
[co Version Included files Version |
Xpert® MTB/RIF IvD-FIND User Manul Rev.B
- S (301-0976) ;
Xpert”™ MTB/RIF IvD-FIN ol
Rev.B GeneXpert” Dx System Importing Assay
(850-0318) Definitions (300-8722) Rev.C
Xper® MTB/RIF IvD Assay Definition File V.5
| (.gxa)
Functional Testin
Test Description Acceptance Criteria Test Result |

MTB DETECTED VERY LOW,Rif Resistance NOT DETECTED
or
MTB DETECTED LOW;Rif Resistance NOT DETECTED
Positive Control or Passed
MTB DETECTED MEDIUM;RIf Resistance NOT DETECTED
or
MTB DETECTED HIGH;Rif Resistance NOT DETECTED

Negative Control MTB NOT DETECTED Passed

Based on a review of the test results and the manufacturing documentation, this Kit Is:

(%) Approy,
W@Wz [ At Shadetdatiic | CDn ) D0t funk 20150025
tor  J

erator Quallty Control Quality Assurdnce Date

Doc No
301-1048 Rev. C
p.lofl



