4 T[' ini ty Biotech Certificate of Analysis

Lot Number: 6860 Menufacture Date: 2016-12-06 Shelf-Life/Explration Date: 2017-12-31
Product Name: HbA1c {(GHb) Controls Kit, 400pl (Levels | & Il)

REF}: 01-04-0015

Manufactured/Distributed By: Trinity Biotech

Storage Requirements: Store lyophilized material In original container at 2-8°C {ip to the expiration
date. See Package insert for instructions on storage of reconstituted, aliquot,
and diluted materials.

Intended Use: Hemoglobin Aic (HbA1c) Controls are intended for use as a quality control material to
monitar the precislon of laboratory testing procedures for HbA1c gquantitation For in vitro use only.

Method of Analysis: Performancs Testing in Comparison to Referance Materials
Standard: HPLC performance validation in comparison to relerence standards.
Result:

Trinity Blotech HbA1¢ (GHb) Control Kit Lot # 6860

Cantrof Level | Lot # 6861 Control Lavel Il Lot # 6862
units | B | |

Premier Hb8210
| HPDAIGINGSPY 1% | 69 | 56 C 6.2 10.4 9.8 C 110 |
Flg%ﬂ];_ﬂfcm S 41 38 - 44 a0 B3 - 97 |

HbAIC(NGS® | % 59 | 56 . 5.2 10.4 g.8 - 11.0
| HbA1e (IFCCY 8.1° 41 a8 - 44 a0 a3 - 97
Ultra2
| HbA1e (NGSP) % 6.1 5.8 - 6.4 106 | 100 - 11.2

HbA1c {IFCC) S.1* 43 40 - 48 92 85 - 99

5.1.° unlts (Sistéme internalionale) = mmol HbA1e/mol Hb

Traceabllity to International Referance Standards
Standard: Valua assignment to NGSP and IFCC reference materials.
Resulls: Value assignment to NGSP and IFCC reference materials. Meets spacification

Testing to Confirm Non-Reactivity for Common Pathogens
Standard: Verify test resulls or confirm certification that source material have been tested and found
non-reactive for common pathogens, including HBSAG, HIV-1, HIV-2, and HCV,
Results: Testing certification confirmed to be negative/non-reactive for common pathegens.

Approval

Qualtiy Managar:@_ Date:  \oei[zoK \%ﬂ}

4231 E. 75" Terrace ¢ Kansas City, MO 64132 « 816-523-7491 = 800-377-4752 » FAX: 816-214-4410

Digitally signed by Chirita Alexandru
Date: 2021.05.14 16:14:46 EEST
Reason: MoldSign Signature
Location: Moldova

Rev 4, 2015-08-24 'ﬁﬁﬂ (e



Certificate of Analysis

Trinity Biotech

Lot Number: 6850 Manufacture Date: 2016-12-06 Sheli-Life/Expiration Date: 2017-12-31
Product Name: HbA1c (GHb) Calibrator Kit, 400u! (Levels 1 & 2)

[REF: 01-04-0018

Manufactured/Distributed By: Trinity Biotech

Storage Requirements: Store lyophilized material in original container at 2-8°C up to the expiration

date. See Package Insert for instructions on storage of reconstituted, aliquot,
and diluted materials.

Intended Use: Hemoglobin Alc {HbA1c) Calibrators are intended for the calibration of quantitative
HbA1c affinity assays. For in vitro use only.

Method of Analysis: Performance Testing in Comparison to Relerence Materials
Standard: HPLC performance validation in comparison to reference standards.

Result;
Trinity Biotech HbA1c (GHb) Calibrator Kit Lot # 6850
Units Calibrator 1 Calibrator 2
Lot # 6851 Lot # 6852

Premier Hb9210

HbA1c (NGSP) % 5.2 121

HbA1c (IFCC) | mMol HbA1c/Mol Hb 33 109
PDQ

HbA1c (NGSP) % 5.2 12.1

HbA1c (IFCC) | mMol HbA1c/Mol Hb 33 109
Ultra2

HbA1c (NGSP) %o 5.4 12.2

HbA1c {IFCC) | mMal HbA1c/Mal Hb 36 110

Traceabillly to International Reference Standards

Standard: Value assignment 1o NGSP and IFCC reference malerials.

Resulls:  Value assignment to NGSP and IFCC reference materials. Meets specification

Testing to Confirm Non-Reactivity for Common Pathogens
Standard: Verify test results or confirm cerification that source material have been tesled and found

norn-reaclive for common pathogens, including HBsAG, HIV-1, HIV-2, and HCV.,

Resulis:  Testing cerification confirmed to be negative/non-reactive for commen pathogens.

Approval

Quality Manager:

%—' Date: \q_; 24 ’Iga'(.

4231 E. 75" Terrace « Kansas Cily, MO 84132 » 8156-523-7491 » 800-377-4752 « FAX:816-214-4410

Rev 4, 2015-08-21




4 Trini ty BiOtECh Certificate of Analysis

Lot Number: 6110 Manufacture Date: 2015-10-20 Shelf-Life/Expiration Date: 2017-10-31
Product Name: FASC Position Marker Kit

[REF] 01-04-0042

Manufactured/Distributed By: Trinity Blotech

Storage Requirements: Store Iyophilized material in original container at 2-8°C up to the expiralion
date. See Package Insert for instructions on storage of reconstituted, aliquot,
and diluted materials.

Intendad Use: FASC Pasition Marker is intended for in vitro diagnostic use in laboratory quality contro!
program for the qualitative identification of FASC hemoglobin fractions.

Method of Analysis: Performance Testing
Standard: HPLC performance validation.

Result:
Hemoglobin Retention Time Relention Time
Eraction RT  Resolution ™ High Resolution, RT GeneSys  High Resolytion
F 1.802  Atleast 1.2 minules 2.023 At least 1.2 minutes
A 4.174  Atleast 1.3 minutes after F 3788 Al least 1.3 minutes after F
S 5786  Atleast 1.3 minules after A 5,300 Al least 1.3 minutes after A
c 7.785  Atleast 7.0 minutes 6.997 At least 6.8 minutes

Tasting to Confirm Non-Reactivity for Common Pathogens
Standard: Verify test resuits or confirm certification that source material have been tested and found
non-reaclive for common pathogens, including HBsAG, HBe, HIV-1&2, HCV, HTLV 182, HIV 1&2-
RNA, Syphilis, HBY-DNA.
Results:  Testing certification confirmed to be negative/non-reactive for common pathogens,

Approval

Quality Manager: %@/ Dale: mlu /z-o: <

4231 E. 75" Terrace = Kansas City, MO 64132 « B16-523-7491 » 800-377-4752 » FAX 816-214-4410

Rev 4, 010ct 2015



4 Tr ini ty BiOtECh Certificate of Analysis

Lot Number: 7140 Manufacture Date: 2017-01-31 Shell-Life/Expiration Date: 2019-01-31
Product Name: A2+F Control Material Kit

01-04-0043

Manufactured/Distributad By: Trinity Biotech

Storage Requirements: Store lyophilized maierial in original conlainer at 2-8°C up lo {he expiration
date. See Package Insert for instructions on storage of reconstituted, aliquot,
and diluted malerials.

Intended Use: A2+F Control Material is intended for in vitro diagnostic use in laboratory quality control
program for the quantitation of HbA2 and HbF.,

Method of Analysis: Performance Testing
Standard: HPLC performance validation.
Result:

Resolution™ Quick Scan Assay

Level 1 Control; %F Mean: 1.9 Range: 1.5-23 Lot# 7149
%A2 Mean: 2.2 Aange: 1.8-26

Level 2 Control: %F Mean: 7.8 Range: 6.2~-9.4 Laot# 7142
%A2 Mean: 5.9 Range: 4.7 -7.1
%S Mean:31.5 Range: 25.2-37.8

Resglu;ion“" High Resolution Assay

Level 1 Conlrol: %F Mean: 2.1 Range: 1.7 -25 Lot# 7141
%A2 Mean: 2.4 Range: 1.9-29

Level 2 Control: %F Mean: 7.7 Range: 6.2—-9.2 Lot 7142
%A2 Mean; 6.2 Range: 5.0-7.4
%S Mean:31.3 Range: 25.0-37.6

GeneSys™ High Resolution Assay

Level 1 Conlral: %F Mean: 2.1 Range: 1.7-25 Lot# 7141
%A2 Mean: 2.4 Range: 1.8-29

Level 2 Control: %F Mean: 7.7 Range: 62-9.2 Lot# 7142
%A2 Mean: 6.2 Range; 5.0-7.4

Testing to Canfirm Non-Reactivity for Common Pathogens
Standard: Verify test results or conlirm certification that source material have been lested and found

non-reactive for common pathogens, including HBSAG, HBe, HIV-182, HCV, HTLV 1&2, HIV 182-
RNA, Syphilis, HBV-DNA.

Results;  Tesling certification confirmed to be negative/non-reactive for common pathogens.
Approval

Quality Manager: Dale:
/e / 2o/

4231 E. 75" Terrace » Kansas City, MO 64132 » 816-523-7491 » 800-377-4752 « FAX:B816-214-4410 r"-:-l""'
wi ity
Aev 5 2016-01.16



4 Trinity Biotech

Certificate of Analysis

Product Name: TRI-stat Liquid Controls Kit
REF}: 03-06-0011

Lot Number: 7220

Production Date: 2017-02-02

Expiration Date: 2018-03-31

Manufactured/Distributed By: Trinity Biotech, Kansas City, Missouri, USA

Storage Requirements: Store liquid material in original container at 2-8°C up to the expiration
date. See Package Insert for instructions on usage and stability,

Intended Use: Tri-stat Liquid Controls are intended for the contro! of the quantitative HbA1c
affinity assay on the Tri-stat Analyzer only. No other control materials may be used with the

Tri-stat and will not perform correctly. This control may not be used with other systems. For in
vilro use only.

Method of Analysis: Performance Testing in Comparison to Relerence Materials

Standard: HPLC perfarmance validation in comparison to reference standards.
Result:

Trinity Blotech Tri-stat Liquid Control Kit Lot # 7220
Control Level | Lot # 7221 Control Level Il Lot # 7222

Units E]

[ HRAICINGSPY [ % 71 63 - 79 | 118 | 106 - _ 130
HbA1g (IFCC) Si* 54 45 B 63 105 92 119

S..” units {Sistéme Internationale) = mmol HbA1c/mol Hb

Traceability to International Reference Standards
Standard: Value assignment to NGSP and IFCC reference materials.
Results: Value assignment to NGSP and IFCC reference materials. Meets specification

Testing to Confirm Non-Reactive for Common Pathogens
Standard: Verify test results or confirm certification thal source materials have been tested
and found non-reactive for common pathogens, including HBsAg, HBc, HIV 182, HCV,
HTLV I/ll, HIV 1&2-RNA, Syphilis, HBV-DNA.

Result: Verified with testing confirmed to be negative/non-reactive for pathogens.

Approval

Quality Manager: Date: 2 / 24 / 20177

4231 E. 75" Terrace » Kansas City, MO 64132 USA » 816-523-7491 « 800-377-4752 = FAX:B16-214-4410

St
& uehyRev 6, 201702 24



Trinity Biotech

Certificate of Analysis

Lot Number: 6999

Expiration Date: 2018-12-31

Production Date: 2016-12-15

Product Name: Genesys Diluent Reagent

REF: 01-03-0019 (3.8L)

Shelf-Life: Two Years (Unopened)

Manufactured/Distributed By: Trinity Biotech

Storage Requirements: Tightly Closed. Cool, Dry Location. (2-28°C, 36-82°F)
Intended Use: For Trinity Biotech Hemoglobin Variants IVD Assay Use

Method of Analysis:

Visual Examination
Standard: A clear, colorless solution free from observable particulate maltter
Result: The solution is clear, colorless and free from observable particulate matter.
Meets specification.

ldentity
Standard: Reagent foaming should occur when solution is vigorously shaken.
Result:  The reagent foams when solution is vigorously shaken. Meets specification.

Conductivity
Standard: 320-500 uS/cm @ 25°C
Result: Meels specification.

Approval

Quality Manage Date: [ 2 /27 / 2020

4231 E. 75" Terrace » Kansas City, MO 64132 « 816-523-7491 o 800-377-4752 « FAX: 816-214-4410

,,'.:',|.r
Mol Rey 5, 2015-12.14



4 Trinity Biotech

YOUR DIAGNOSTICS PARTNER

Certificate of Analysis

Lot Number: 7099

Expiration Date: 2019-01-31

Production Date: 2017-01-26

Product Name: System Wash Reagent

REF}: 01-03-0035 (940mL)

Shelf-Life: Two Years (Unopened), 30 Days (Opened)
Manufactured/Distributed By: Trinity Biotech

Storage Requirements: Tightly Closed. Cool, Dry Location. (2-28°C, 36-82°F)
Intended Use: For Trinity Biotech Ac and Hemoglobin Variants IVD Assay Use

Method of Analysis:

Visual Examination
Standard: A clear, colorless solution free from observable particulate matter
Result: A clear, colorless solution is free from observable particulate matter.
Meets specification.

Specific Gravity
Standard: 0.985-0.995 Nominal
Result: Meets specification

Approval

Qualtity Manager: Date: | / z7 / 22 d

4231E. 75" Terrace « Kansas Cily, MO 64132 » 816-523-7491 « B00-377-4752 o FAX: 816-214-4410
]
,ﬂo’!l"/

et Rev 5. 2015-12-14



Trinity Biotech

Certificate of Analysis

Lot Number: 6305

Expiration Date: 2018-03-31

Production Date: 2016-03-16

Product Name: Mobile Phase 1 Reagent

: 01-03-0042 {840mL), 01-03-0040 (3.8L)

Shelf-Life: Two Years (Unopened)

Manufactured/Distributed By: Trinity Biotech

Storage Requirements: Tightly Closed. Cool, Dry Location. (2-28°C, 36-82°F)
Intended Use: For Trinity Biotech Hemoglobin Variants IVD Assay Use

Method of Analysis:

Visuat Examination
Standard: A clear, colorless solution free from observable particulate matter
Result: The solution is clear, colorless and free from observable particulate matter. Meets specification.

Performance
Standard: NoF, A, S, or C Hb peak outside of the RT acceptance range in Quick Scan.

Acceptance Criteria

Result: Hb Peak Low Range High Range
F 1,350 1.649
A 2.150 2.649
S 2.750 3.249
C 3.250 3.649 Meeis specification.

Performance - Controls

Standard: No iest value outside of controls upper and lower limit on HPLC.
Result: Meets specification.

Performance - Chromatography
Standard:  A1lc peak separated from HbF peak in the FASC control.
Peaks occurring earlier than 0.2 minutes are less than 20mm,
A2 peak has baseline separation from HbA and HbS in the FASC control.
Result: A1c peak is separated from HbF peak in the FASC control.
Peaks occurring earlier than 0.2 minutes are less than 20mm.
A2 peak has baseline separation from HbA and HbS in the FASC control. Meets specification.

Approval

Quality Manager: Date: 2 / /200

4231 E. 75” Terrace = Kansas City, MO 64132 « 816-523-7491 o 80D-377-4752 « FAX; 816-214-4410
o
l'lf"./
a1l Rey 5, 2015-12-14



4 Trinity Biotech

Certificate of Analysis

Lot Number: 7117

Expiration Date: 2019-01-31

Production Date: 2017-01-30

Product Name: Mobile Phase 2 Reagent

REF: 01-03-0044 (940mL), 01-03-0041 (3.8L)

Shelf-Life: Two Years (Unopened)

Manufactured/Distributed By: Trinily Biotech

Storage Requirements: Tightly Closed. Cool, Dry Location. (2-28°C, 36-82°F)
Intended Use: For Trinity Biotech Hemoglobin Variants IVD Assay Use

Method of Analysis:

Visual Examination
Standard. A clear, colorless solution free from observable particulate matter
Result:  The solution is clear, colorless and free from observable particulate matter. Meets specification.

Performance
Standard: NoF, A, S, or C Hb peak outside of the RT acceptance range in Quick Scan.

Acceplance Criteria

Resuit: Hb Paak Low Range High Range
F 1.350 1.649
A 2.150 2,649
S 2.750 3.249
C 3.250 3.649 Meets spscification

Performance - Controls

Standard: No test value outside of controls upper and lower limit on HPLC.
Result: Meels specification.

Performance - Chromatography
Standard:  Atc peak separated from HbF peak in the FASC control.
Peaks accurring earlier than 0.2 minutes are less than 20mm.
A2 peak has baseline separation from HbA and HbS in the FASC control.
Resuit: A1c peak is separated from HbF peak in the FASC control.
Peaks occurring earlier than 0.2 minutes are less than 20mm.
A2 peak has baseline separation from HbA and HbS in the FASC control.  Meats specification.

Approval

Quality Manager: Date:. 2 / -7 / 240 ) 9_

4231 E. 75" Temace » Kansas City, MO 64132 « B16-523-7491 « 800-377-4752 « FAX: §16-214-4410
o
o
il Rev 5, 2015.12-14



Trinity Biotech

Certificate of Analysis

Lot Number: 7021

Expiration Date: 2018-12-31

Production Date: 2016-12-22

Product Name: 2 Diluent Reagent

01-03-0059 {(940mL.), 01-03-0056 (3.8L)

Shelf-Life: Two Years (Unopened)

Manufactured/Distributed By: Trinity Biotech

Storage Requirements: Tighily Closed. Coof, Dry Location. (2-28°C, 36-82°F)
Intended Use: For use on Trinity Biotech Ultra2 Affinity HbA1c and the Ultra2 Resolution Variants
Analyzers,

Mathod of Analysis:

Visual Examination
Siandard: A clear, colorless solution free from observable parliculate matter
Result: The solution is clear, colorless and free from observable particulate matter.
Meeis specification.

Basealine Flatness
Standard: Flat baseline with no deflection.

Result: The baseline is flat with no deflection. Meels specification.
ldentity

Standard: Reagent foaming should occur when solution is vigorously shaken.

Result; The reagent foams when solution is vigorously shaken. Meels specification.
Lysis

Standard: A clear red solution is produced with no turbidity on standing.
Result: A clear red solution is produced with no turbidity on standing. Meels specification.

Performance

Standard: No test value outside of controls upper and lower limit on HPLC.
Result: Meets specification.

Approval
Quality Manager: Date: j2 / 2.4 / 2,

4231 E. 75" Terrace «» Kansas City, MO 64132 « B16-523-7491 « 800-377-4752 « FAX: B16-214-4410
ot
WS Rey 5, 2015-12.14



4 Trinity Biotech

Certificate of Analysis

Lot Number: 6632

Expiration Date: 2018-08-31

Production Date: 2016-08-16

Product Name: PDQ 2 Reagent

REF: 01-03-0065 (940mL)

Shelf-Life: 2-Years (Unapened with seal intact), 30-Days (After opening, if installed and capped.)
Manufactured and Distributed By: Trinity Biotech, Kansas City, Missouri, USA

Storage Reqs: Keep tightly closed and store in a cool, dry location at 2-28°C, 36-82°F.

Intended Use: For Trinity Biotech A;c VD Assay Use

Method of Analysis:

Visual Examination
Standard: A clear, colorless solution free from observable particulate matier
Result:  The solution is clear, coloriess and free from observable particulate matter.
Meets specification.

Baseline Flatness
Standard: Flat baseline with no deflection.
Result:  The baseline is fiat with no deflection. Meets specification.
pH Conformance
Standard: 8.00 10 9.00
Result:  Meets specification.
Control Performance
Standard: No test value outside of controls upper and lower limit on HPLC.
Result:  Meets specification.
PDQ Calibration
Standard: %A1c raw recovery within +/-0.3% for level 1 and +/-0.5% for level 2.
Result:  Meets specification.

Approval

Quality Manager: Date: G [ 22 2oy,
—_—

4231 E. 75" Terrace « Kansas City, MO 64132 » B16-523-7491 « 800-377-4752 = FAX: 816-214-4410

f!
wh Rev 4, 2015-12-14



Trinity Biotech

Certificate of Analysis

Lot Number: 7105

Expiration Date: 2019-01-31

Production Date: 2017-01-24

Product Name: PDQ Wash Reagent

[REF: 01-03-0067 (940mL)

Shelf-Life: Two Years (Unopened)

Manufactured/Distributed By: Trinity Biotech

Storage Requirements: Tightly Closed. Cool, Dry Location. (2-28°C, 36-82°F)
Intended Use: For Trinity Biotech Ayc IVD Assay Use

Method of Analysis:

Visual Examination
Standard: A clear, coloriess solution free from observable particulate matter
Result: A clear, colorless solution is free from observable particulate matter.
Meets specification.

Specific Gravity

Standard: 0.985-0.995 Nominal
Resuit: Meets specification

Approval

Quality Manager: Date: ) ] 39 / tf 7

4231 E. 75" Temace  Kansas Clty, MO 64132 « B16-523-7491  B00-3774752 » FAX: 816-214-4410
s
ot

4= Rev s, 20151214



4 Trinity Biotech

Certificate of Analysis

Product Name: TRI-stat Reagent Kit
[REE: 03-06-0010

Lot Number: 6969 (11)

Production Date: 2017-03-21
Expiration Date: 2018-06-30

Manufactured/Distributed By: Trinity Biotech, Kansas City, Missouri, USA

Storage Requirements: Store refrigerated in an upright position at 2-8°C. DO NOT FREEZE.
See Package Insert for instructions on usage and stability.

Intended Use: The Tri-stat Reagent Kit for use with Trinity Biotech Tri-stat Analyzer, is a rapid in
vitro test for measuring the level of glycated haemaglobin (HbA1c) in human bload from finger stick
or venous samples.

Method of Analysis:

Control Performance
Standard: No test value outside of controls upper and lower limit on Tri-stat analyzer
Result: Meets specification.

Whole Bilood Performance

Standard: No test value outside of controls upper and fower limit on Tri-stat analyzer
Result: Meets specification

Correlation
Standard: No correlation value outside of the lower limit on Tri-stat analyzer (*>0.980)
Result: Meets specification

Key Card Conformance

Standard: Tri-slal analyzer accuralely displays the reagent calibration information
Resuit: Key card is scanned accurately by the Tri-stat analyzer.

Approval

Quality Manager: Date: 4 / 5 / Zeo
! A

4231 E. 75" Temmace » Kansas City, MO 64132 « 816-523-7491 « B00-377-4752 » FAX: 816-214-4410
vT, §/17/2016

™ $11/tig Revs, 20160617



Trinity Biotech

Certificate of Analysis
Lot Number: 6606

Expiration Date: 2018-08-31

Production Date: 2016-08-02

Product Name: Premier Diluent Reagent

[REF: 01-03-0097

Shelf-Life: 2-Years {(Unopened)

Manufactured and Distributed By: Trinity Biotech, Kansas City, Missouri, USA

Storage Reqs: Keep tightly closed and slore in a cool, dry location at 2-28°C, 36-82°F,

Use: For use with the Premier Hb9210 HbA1c Analyzer No substitutions or other uses are
permitted.

Method of Analysis:

Visual Examination
Standard: A clear, colorless solution free from observable particulate matter
Result: The solution is clear, coletless and free from observable particulate matter,
Meets specification.

Baseline Flatness
Standard: Flat baseline with no deflection.
Result: The baseline is flat with no deflection. Meets specification.

Identity
Standard: Reagent foaming should occur when solution is vigorously shaken.
Result; The reagent foams when solulion is vigorously shaken. Meets specification.

Lysis
Standard: A clear red solution is produced with no turbidity on standing.
Result: A clear red solution is praduced with no turbidity on standing. Meels specification.

Control Performance

Standard: No test value outside of controls upper and lower limit on HPLC.
Result:  Meets specification.

Approval

Quality Manager: == Date: <3, / fz.-/ 2,

4231 E. 75" Temace » Kansas City, MO 64132 USA « 816-523-7491 » 800-377-4752 « FAX: 816-214-4410
A5t

Pl Rev 6, 2016-06+15



Trinity Biotech

Certificate of Analysis
Lot Number: 6685
Expiration Date: 2018-09-30
Production Date: 2016-09-02
Product Name: Premier Diluent Reagent
[REF: 01-03-0097
Shelf-Life: 2-Years {Unopened)
Manufactured and Distributed By: Trinity Biotech, Kansas City, Missouri, USA
Storage Reqs: Keep lightly closed and store in a cool, dry location al 2-28°C, 36-82°F.

Use: For use with the Premier Hb9210 HbAic Analyzer No substitutions or other uses are
permitted.

Msthod of Analysis:

Visual Examination
Standard: A clear, colorless solution free from observable pardiculate matter
Result:  The solution Is clear, colorless and free from observable particulate matter.
Meaets specification.

Baseline Flatness
Slandard: Flat baseline with no deflection.
Result: The baseline is flat with no deflection. Meets specification.

Identity
Standard: Reagent foaming should occur when solution is vigorously shaken.
Resuit: The reagent foams when solution is vigorously shaken. Meets specification.

Lysis
Standard: A clear red salution is produced with no turbidity an standing.
Result: A clear red solution is produced with no turbidity on standing. Meets specification.

Control Performance
Standard: No test value outside of controls upper and lower limit on HPLC.
Result:  Meels speacification.

Approval

Quality Manager: Date: 9/ / ?// 2oty

4231 E. 75" Temace « Kansas City, MO 64132 USA « 816-523-7491 » B00-377-4752 « FAX: 816-214-4410
Hougall

[
wielic  RevE,2016-06-15



Premier

HbA1c Analytical Column (1000)
4Trinity Biotech

TRINITY BIOTECH
KANSAS CITY. MO 64132 USA 6622
www.trinltyblotech.com 8 201 9_08_31

C € EE] VD 09~c11eégg:5

TRANSPORT LONG TERM m
30 DAYS MAX STORAGE ple
w8 8°c Bray, Ca. Wickiow, Irsland
2% e Tek +353 1 278 9800
Fax: «3%3 1278 98088

ops . : |
Certificate of Analysis |
ProductionDate | 20160831 |
This analytical column is intended for use with the Premier Hb9210™ HbA1z
Analyzer only. No substiluions are pemmitted, registered, cleared or
authorized. No other uses are intended, registered, cleared or authorized.
Intended Use The Premier Hb9210™ sysiem Is interdad for the quanilative measurement of
hemoglobin Atc {HbA1c) tn human capifary and venous whole blood. Hbale
is used for the monitoring of long-term glycemic_contrel in individuals with
diabetes mellitus. For in vitr diagnostic wse only,

- Performance Analysis
P i BASELINE ACCEFTABILTY
Standard Baselme flat and quiet with no deflection higher than 5 mm above
[ Result The initial baseline is flat with no deflection on the printed

chromatagram greater than Smm about the normat, |

— CHROMATOGRAPHY ACCEPTABILITY |

Standard | Non-glycated and glycated peak shape, resolution and separation
— . food ]
Result | The non-glycated and glycated peak shape, resolution and =
E_ separation are good. |
1o I !
L ACCURACYANDLNEARY |
Standard Pool linearity set (with traceability to IFCC standards) recovery within |
AT A fimits. o -
_Result _I The pool linearity set recovery is within acceptable limits. _I

RETENTIONTIME- PEAK1 _

 Standsrd | Peak 1 recovery batween 0.20 and 0.30 Minules. : _:
Result | The recovery of peak 1 is between 0.20 and 0.30 minutes . I
I RETENTION TINE - PEAK Z_ —
| Standerd | Peak 2 recovery between 0.58 and 0 68 Minutes, 4
__Result | The recovery of peak 2 is between 0.58 and 0.68 minutes |
T ORIFT-%MbAIC WITHCALIBRATORT |
_ Sanded | _ Standard dift 0.110 0.2 B |
Result The standard drift is between 0.1 and 0.2, .
. i DRIFT -%HbATc WTHCALIBRATORZ
Standard | Ho i Standard Daft 011003
Result { The standard drift is between D.1and 0.3
'_____ BORONATE AFFINITY ACTIVITY ACCEFTABILITY
Standard | Acceptable total peak area count for C-trait and normal patient
7 - ERETI sample.. ..o o e o]
Result | The total peak area count for C-trait and normal patient sample
is acceptable,
L ORIZED REPRESENTATIVE APPROVAL ]
Date:
4 /f 9 / 220l J

SUMMARY AND EXPLANATION OF TEST
HbAIc - Assessment of hemaglobin A1c: has proven useful in the contrel of diabetes,

Analytical cohman I performance validated to assure accuracy and precision with the Trinity Blotech assay
and system for the measurement of hemoglobin Alc,

Column is ready for use,

Immediately following each column change, please verily iat
Important the baseline is smooth and _quigt prior to running calibration, Do
I:Ii: {nformation not proceed if excessive noise is present. Please refer tp the

system Operator's Manual chapter for “Chromatography” lor
additional informalion regarding cofumn change verification and
baseline verification checks.

STORAGE AND STABILITY

'r Store at 2 - 8°C for long term storage. Do not allow to freeze,

Columns that are refrigerated at 2-8°C are stable until the noted expiry when kept tightly closed, Columng

that are placed into senvice have a limited shelf life of a few weeks and will be gradually consumed once

opened, including when removed from the system.

e

e

B EXP See the column label for the expiration date. DO NOT USE afier the expiration date.
PRECAUTIONS

For in vitro diagnostic use only. Avoid skin contact. Consuht the product MSDS lor safety information. This
column is used in conjunction with blood testing equipment and warrants handling under universal precaution
procedures for safely.

ORDERING INFORMATION

Catalogue No. ltem Quantity
09-06-0046 Premier Hb9210™ HbATc Analytical Column 1gach
COLUMN LIFE

Column lile will vary depending on diligence In system maintenance (regular and preventative
mainterance, as scheduled and wsing manufacturer specified items). Cofumn life will vary depending on
weekly tes! throughput (low throughput and infrequenty used systems may not achieve the average
number injections.) Column life will vary depending on diligence In column maintenance (enzyme
treatments. frit changes, reversing column direction {fipping), proper shutdowns (nightlyweekends) with
wash reagent to preserve the column, Column life will vary depending on diligence in reagent
management {closed containers, no topping-off, replacernent of fouled check-valves if reagent Is allowed
1o run dry). Colump life wii vary depending on diligence in catibrator and control management (careful
preparation according to P reconstitudion instructions, careful preservation according o PI Instruciions),
“Note: Use of alternate control materials, net supplied by Trinity Biotech, may result in control drift
and reduced column life and theveby volds any implied or written cotumn performance or column
life wareanty,

Any sefies of columns experiencing reduced life on the same insttument is indication of a system or
operation issue (or very low weekly st throughpul). Systems in need of routine or praveniive
maintensance will experience reduced column life. For these systems, although changing the column
provides improvement, it Is not the cause, and short column lite will continue until the issue is propery
addressed,

NOTE: Column warranty claims must include the following supporting information: maintenance schedule
(date ot last PM), column change report (or cycle count) repont, chromatography (including cover page and
header information}, the number of injections, and any follow-up information requests made. Ary claim
with missing informaticn, as specified above, cannot be processed.
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HbA1c Analytical Column (500)
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TRANSPORT LONG TERM
30 DAYS MAX STORAGE ple
‘l‘”": _R‘"c Bray. Co. Wickicw, trstand
2°¢ 2 Tet +353 1 278 3800
Fax: «J53 1 276 088
Certificate of Analysis |
Production Date 1 2016-08-31

This analytical column is intendad for use with the Premier Hb3210™ HbA e
#nalyzer only. No substitulions are permitted, registered, cleared or
authorized. No other uses are inlended, registered, cleared or authorize.
Intended Use | The Premier HE9210™ system Is intended for the quantitative measurement of
hemoglobin Ate (HbA1C) in human capillary and venous whole blood. HbAlc
15 used for the monitoring of long-lem glycemic_control in individuals with
diabetes mellitus. For in vifro diagnostic use only.

__Performance Analysis
= —BASELINE ACCEPTABILITY |
Standard | Baseline flat and quiet with no deflection higher than § mm above
| nomal. o
Result | The initial baseline is flat with no deflection on the printed
| chromatogram greater than Smm about the normal.
T CHROMATOGRAPHY ACCEPTABILITY
Standard | Non-glycated and glycated peak shape, resalution and separation
. | S good. : _
Result | The non-glycated and glycated peak shape, resolution and
| R separation are good. |
b r— o — R Tyl S I Nt [ MR
i mes  — e ACCURACY AND LINEARITY ]
Standard Pool lineanty set (with traceability to IFCC standards) recovery within |
NI Y - S =
Result ___The pool linearity set recovery is within acceptable limits.
R ___ RETENTION TIME - PEAK 1
Standard " Paak 1 recovery between 0.20 and 0.30 Minutes.
Result . The pool linearity set recovery is within acceptable Timits.
Ej — RETENTION TIME - PEAK 2 —
Standard Peak 2 recovery between 0.58 and .68 Minutes. |
Resh | The mcovery of pesk 2ic between 0.5 and 0.68 minutes |
= DRIFT - %HbA1c WITH CALIBRATOR1 !
Standard B Standard dnft 110 0.2 |
Result The standard drifl ie between 0.1 and 0.2.
DRIFT - %HbA1c WITH CALIBRATOR2
| Standard | Standard Dt 0.1t0 0.3 L
| Resul The standard driftis between 0.1and 03
 BORONATE AFFINTY ACTIVITY ACCEPTABILTY
Standard Acceptable total peak area count for C-trait and normal patient
e e i i sample.
Result | The total peak area count for C-trait and normal patient sample
i Is acceptable.

AUTHORIZED REPRESENTATIVE APPROVAL

"oz

Quality Ca

SUMMARY AND EXPLANATION OF TEST

HbA1g - Assessment of hemoglobin Ate has proven useful In the control of diabetes.

Analylical column is performante validated 1o assure accuracy and precision with the Trinity Biotech assay
and system for the measurement of hemoglobin Ale.

Column is ready fof use,

Immediately lollowing each column change, please verify that
Impertant the baseline is smooth and quiel pricr to running calibraton. Do
I:El Intormation nol proceed if excessive noise is present. Flease refer to the

syslem Operator's Manual chapter for *Chromatography” lor
additional Information regarding column change verification and
baseline verification checks.

STORAGE AND STABILITY

’r Store at 2 - B°C for long term storage. Do not allow 1o freeze.

Columns that are retrigerated at 2-8°C are stable until the noted expiry when kepl tightly closed. Columrs
that are placed Into service have a limited shell life of a few weeks and will be gradually consumed once
opened, including when removed from the system,

M EXP See the column labed for the expiration date. DO NOT USE after the expiration date.

PRECAUTIONS

For in vitro diagnostic use only. Avgid skin comact. Consult the product MSDS for safety information. This
cohurmn IS 1rsed in conjunciion with blood \esing equipment and warrants kanding urder universal precaution
procedures for safety.

ORBERING INFORMATION
Cataloque No. ltem Quantlty
05-06-0050 Premier Hb3210™ HbA1c Analytical Column 1each
COLUMN LIFE

Column life will vary depending on diligence in syslem malntenance {regular and preventative
maintenance, as scheduled and using manulacturer specified items). Column life will vary depending on
weekly test throughput (low throughput and infrequently used sysiems may no! achieve the average
number Injections.) Column life will vary depending on diligence In column malntenance {enzyme
treatments, frit changes, reversing column direction (fipping), proper shutdowns (nightlyiweekends) with
wash reagent 1o preserve the column.  Column life will vary depending on diigence in reagent
management {closed containers, no topping-off, replacement of touled check-valves if reagent is allowed
forun dryl. Column life will vary depending on diligence in calibrator and control management (careful
preparation according lo P} recanstitution instructions, careful preservation according to Pl instrugtons).
*Note: Use of alternate control materials, not supplied by Trinlty Bictech, may result in control drift
and reduced column lile and therehy voids any implied or written celumn perlormance or column
life warranty.

Any series of columns experiencing reduced life on the same instrument is indication o a sysiem or
operalion issue for very low weekly test throughpull. Systems in need of routine or preventive
malntenance wifl experlence reduced column life. For these systems, although changing the column
provides improvement, it is not the cavse, and shon colurmn life will continue until the issue i properly
addressed.

NOTE: Column warranty claims must inchede the following supporting information: maintenance schedule
(date of 1as1 PM), column change report (or cycle count) report, chromatography (including cover page and
header infonnation), the number of injections, ard any lolow-up intpmnation requeests made.  Any claim
with missing information, a5 specified above, cannol be processed.
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