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Certificate of Approval

This is to certify that the Management System of:

Abbott Laboratories Diagnostics Division

100 Abbott Park Road, Abbott Park, IL, 60064, United States
MDSAP Faciiity identifier: 079226220

has been audited by LRQA and found to conform to the following audit criteria:

Certificate Scheduie
Certificate Issue Number: 10155325
Approval Number: MDSAP — 0015682

The scope of this approval is applicable to:

Design and Manufacture of In Vitro Diagnostic Medical Devices, used in the Screening of Blood Donor Units
for Transmissible Diseases. Design and Manufacture of In Vitro Diagnostic Medical Devices used in the
Diagnosis, Management and Detection of Cancer, Autoimmune Status, Cardiac Markers, Endocrine
Disorders, and for Therapeutic Drug Monitoring. Design, Development, Manufacture, Refurbishment,

Distribution, and Post-Market Customer Service and m:u_oo; of _:
and Clinical ﬁ,TD_.q._n:.: Systems. %)

Vitro Diagnostic Medical Devices ﬁoﬁ.

1SO 13485:2016

Australia:
Therapeutic Goods (Medical Devices) Regulations, 2002, Schedule 3 Part 1
(Excluding Part 1.6) — Full Quality Assurance Procedure

Products including _:mzcao:w. Reagents, and Accessories for Hematology.

Brazil:
RDC ANVISA n. 16/2013
RDC ANVISA n. 23/2012
RECANVISA ™ 6712009
Canada:
Medical Devices Regulations — Part 1- SOR 98/282
Japan:
MHLWV Ministerial Ordinance 169, Article 4 to Article 68
PMD Act
United States:
21 CFR 820
21 CFR 803
21 CFR 806
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Cliff Muckleroy - Area Operations Manager Americas
- Issued By Lloyd's Register Quality Assurance Inc-

i

Certificate Approvai Number UQA 00000846
Effective Date: 2018 Octoper 13

Expiry Date: 2021 October 12

Certificate Issue Numoer “C155325

Original Approval:
MDSAP/ ISO 13485 ~ 2017 December 7

MDSAP
MEDICAL DEVICE DINGLE AUDI PROGRAM | h_ .M.

o”.
S Lioyd's Register Quality Assurance,.lng: is an MDSAP authorised mcaaszommm:ﬁ_mwbm._

‘
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MEDICAL DEVICE SINGLE ALIDIT PROGRAM |

Lidyd's Register Quality Assurance, Inc. is an MDSAP authorised auditing organization

To vakdaie ceri. “Hip /iwww Irgausa com/nelp-and-support/Reauest-for-certificate-verification
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Certificate Schedule

Certificate Issue Number: 10155325

Location

Activities

100 Abbott Park Road, Abbott Park, IL, 60064,
United States

MDSAP 2017

Design, Manufacture, Development, Instaliation,
Service and Support of In Vitro Diagnostic

Products including Test Kits. Reagents

Accessories and Instruments.

Conway Park, 675 North Field Drive, Lake Forest, IL,
60045, United States

MDSAP Facility 1dentifier: 079226220-002

MDSAP 2017

Oversight of the Quality Management System for
the Abbott Diagnostics Division Sites.

K Complex - Distribution Center
Route 41 & Martin Luther King Drive, North Chicago,

MDSAP 2017

Digtnbution of In \iiro _J._ﬂﬂ_..Jn:ﬁ Products

IL, 60064, United States
MDSAP Facility Identifier: 079226220-003

including Test Kits, Reagents, Accessaries and
Instruments.

| MEDICAL DEVICE §

#oyd's Register Quality Assurance;, ne: _mlm:,,_s_um,Zu authorised au

INGLE AUDHT PROGRARM
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Certificate of Approval

This is to certify that the Management System of

Abbott Laboratories Diagnostics Division

100 Abbott Park Road, Abbott Park, IL, 60064, United States

has been approved by LRQA to the following standards:
ISO 13485:2016

Lloyd’s
Register
Certificate Schedule
Certificate identity number: 10155326
_Location o Activities -
100 Abbott Park Road, Abbott Park, IL, 50064, ISO 13485:2018

United States Design, Manufacture, Development, installation,

Service and Support of In Vitro Diagnostic
Products including Test Kits, Reagents,
Accessories and Instruments.

oy ety —

Cliff Muckleroy - Area Operations Manager Americas
Issued by Lloyd's Regisier Quality Assurance, Inc.
for and on behalf of: Lioyd's Register Quality Assurance Limited

This certificate is valid only in association with the certificate schedule bearing the same number on which the
locations applicable 10 1his approval are lised -

Conway Park, 675 North Field Drive, Lake Forest, ISO 13485:2016

IL, 60045, United States Oversight of the Quality Management System for
the Abbott Diagnostics Division Sites.

-Route 41 & Martin Luther King Drive; North Chicago,

K Complex - Distribution Center 1SO 13485:2016

Distribution of In Vitro Diagnostic Praducts
including Test Kits, Reagents, Accessories and
Instruments.

I, 80084, United States

Current issue date: 13 October 2018 Original approval(s):
Expiry date: 12 October 2021 ISO 13485 7 December 2017
Certificate identity number: 10155326

Approval number(s): ISO 13485 0015680

The scope of this approval is applicable to:
Design, Manufacture, Development, Installation, Service and Support of In Vitro Diagnostic Products including
Test Kits, Reagents, Accessories and Instruments
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—Certificate of Approval -

This is to certify that the Management System of:

Abbott Laboratories Diagnostics Division

100 Abbott Park Road, Abbott Park, IL, 60064, United States

has been approved by LRQA to the following standards:
1ISO 9001:2015

| Lloyd’s
= Register

Certificate Schedule

Certificate identi

Location

ty number: 10155324

Activities

100 Abbott Park Road, Abbott Park, IL, 60064,
United States

1SO 9001:2015

Design, Manufacture, Development, Instal
Service and Support of In Vitro Diagnostic
Products including Test Kits, Reagerts,
Accessories and Instruments,

\\\ -
Cliff Muckleroy - Area Operations Manager Americas
Issued by: Lloyd's Register Quality Assurance, Inc.

for and on behalf of: Lloyd's Register Quality Assurance Limited

This certificate is valid only in association with the certificate schedule bearing the same number on which the

Conway Park, 675 North Field Drive, Lake Forest, IL
60045, United States

1SO 9001:2015

Oversight of the Quality Management System for
the Abbott Diagnostics Division Sites

K Cornplex - Distribution Center
Route 41 & Martin Luther King Drive, North Chicago,
IL, 60064, United States

1SO 9001:2015

. Distribution of In Vitro Diagnostic Products
including Test Kits, Reagents, Accessories and
Instruments.

focath s approvatarg fisted:
Current issue date: 13 October 2018 Original approval(s):
Expiry date: 12 October 2021 1ISO 9001 3 December 2017

Certificate identity number: 10155324

Approval number(s): 1SO 9001 0015681

The scope of this approval is applicable to:

Design, ostic Products including

o

UKAS
MANAGEEST
SvLTEMS

001




DATE: 21% November 2016
TO: To whom it may concern
FROM: Paolo Mellino

Manager Regulatory Affairs EU

Abbott GmbH & Co. KG
Max-Planck-Ring o

Abbott GmbH & Co. KG Tel. +496122580
Max-Planck-Ring 2 Fax +49 6122581244
65205 Wiesbaden

Postfach 1303, 65011 Wiesbaden

Attachment 1: List of itemns

CELL-DYN Systems

Equipment, Parts, Accessories

03H54-01 Accessory Kit (NOTE: For a list of i ftems in the Kit, see the Accessory Kit)

o7H79-01 Interface Specifications
07H78-01 Keyboard

92274-01 Aperture Plate WBC
92264-01 Aperture Plate RBC
28561-01 Lyse Sytinge
04H36-01Diluent Syringe
28514-01 Sample Syringe
21704-01 Waste Dummy Plug
93164-01 Sample Probe

65205 Wiesbaden-Delkenheim

Germany

SUBJECT: Classification of Instrument Parts

To whom it may concern,

20005-01 Printer Cable

91012-01 Teal Line Filter Isolation
07H81-01 Bar Code Scanner

03H96-01 Puil Ring, Solenoid

99650-01 Code 39 Bar Code Labels
07Hé7-01 Lyse Cap for 960 mL container
tgHg5-01 Diluent Syringe

Accessory Kit (L/N o3H54-01)

1403204 Keyboard Cover
ALY Lo sl A 3 £ ATl nad T ot nmnt !_)1.r + 3o o o 3
AbbottEmbH & Co KG, Germanvisanauthorized s ProSERISHvE it thatisa g350F0r PFower Comt
worldwide manufacturer of medical equipment, reagents, tests, instruments, and accessories, with 5406753 Allen Wrench 3/32"
additional diagnostic manunfacturing plants in the USA and Ireland. 5406754 Allen Wrench 7/64"

The items listed in Attachment 1 are considered components of accessory kits or spare parts to the

ARCHITECT and CELL-DYN instruments.

The spare parts or components of the accessory kit are qualified as part of the respective instrument
following the requirements of the IVD Directive 98/79/EC. Therefore these are not censidered an IVD

device in their own right and do not bear a CE-mark.

For the instruments which are qualified according to the IVD Directive 98/79/EC, a Declaration of
Conformity is issued by the manufacturer and the CE-mark is applied, which confirms compliance to the

provisions of the directive

Yours sincerely,

Paolo Melling
Manager Regulatory Affairs EU
Abbott Diagnostics Division

Sitz der Gesellschaft: Wieshaden

Amtsgericht Wieshader HRA 4888
Persdnlich hafleade G
Abbott Managernent OmbH
Sitz der Gesellschaft:
Amtsgericht Wicsbadert HRB 12889

A,‘o_:, C

ﬂown:m?v_.c:_.mq

ter

shader Vorsitzender des Aufsichtsrates:
Jaime A. Contreras

IR A

=1 Abbott

s Abboit Gt & Ce. KG
Max-Flanch-Ring 2
S$E205 Wiesbaden

54305-01 Aperture Brush

91072-01 Reagent Line Kit

20005-01 Printer €able

9150143 Instructions for Mixing and Handling
93476-01 Silicon Tubing (52}

Reagent Line Kit (L/N 91072-01)
5H82-01 Reagent Line Assembly, Lyse (11}

03Hog2-01 Detergent Line Inlet Assy

92161-02 Waste Line Assembly

wwumu 01 Diluent Line Inlet Assembly

g2178-01 Lyse Line Inlet Ti

2. yse Line Inlet

Consumables

30005-01 OKIDATA® Graphics Paper
-13401-01- Ribbor OKIDATA® 320— - ———
03H10-04 HP Printer Cartridge (Black)
99605-02 {Internaticnal) CELL-DYN Counting Cups
99606-02 (International) CELL-DYN Counting Cups

Accessories Kit (List Number 06H88-01)
02H33-01 CD 3700 Interface Specification
*1403216 Keyboard Cover

20005-01 6t Interface Cable

21704-01 Waste Sensor Dummy Plug

Sitz der Gesellschaft: Wiesbaden

Amtsgericht Wiesbaden HRA 4888 Gescniftsfiihrer:
Persdnlich haftende Gesellschafterin: Stefan Boli
Abbott Management GmbH John Coulter

Sitz der Gesellschaft: Wieshaden

Amtsgericht Wiesbaden HRB 12889 Jaime A. Contreras

Vorsiizender des Aufsichtsrates:

Page




T 7 T *5100165 Fuse, 8Amp I'(Slo-Bloy T T T T

*2400502 Cord Power, 125V
*3001008 Computer Printer Paper 8-1/2" X 11"

*5100201 Fuse Fast, 1.6 Amp

*5406754 Allen Wrench, Hex, Short “L7 7
54305-01 Aperture Brush

*5100164 Fuse, 4 Amp T (Slo-Blo)
70048-01 Allen Wrench

91482-01 Reagent Line Kit

91484-01 Peristaltic Pump Tubing- Small
91485-01 Peristaltic Pump Tubing- Medium
9212230 Sample Aspiration Tubing (Sample Loader)
g92532-01 Serial Loop Back Device
03Ho9-01 CD 3700 SL Needle

03H96-01 Solenoid Ring Pull

955156-c1 Data Station Cable

03H98-02 Waste Bottle Cable

08H41-01 Tubing, HB Lyse
02Hg6-01/02H96-02 Waste Tubing Kit

Optional Accessories

o7H67-02 Cap (large), Reagent line tubing
99650-01 Labels

9g652-01 Labels, Bar Code, Q-Labels

06H31-02 Labels, Bar Code, Background
06H62-01 Labels, CELL-DYN Rack Bar Code, set of 100
06H64-01 CELL-DYN Shear Valve Center Section
04H34-01 Syringe, 10 mL

28561-01 Syringe, 2.5 mL

04H40-01 Syringe Kit, 2.5 mL

28560-01 Syiinge, 500 pL

08Ho6-01 Kit Rack, Autoloader

09H32-01 Open Mode Probe

0148s5-01 Tubing Set, Transfer Pump

oyH5or COR FAN FETR ASSY (Bomm RIGHT SIBE)
Sample Loader Accessories Kit 03H86-01 Check Valve

04H91-04 Sample Loader Racks

Optional Accessories

25860-01 Bar Code Label Dispenser

99650-01 Bar Code Tube ID Labels

99652-01 QC Bar Code Labels

04H34-01 Syringe, 10 mL

28561-01 Sytinge, 2.5 mL

28560-01 Syringe, 500 pL

03Hgg-01 Needle, Veni/Aspiration -

*Orderable by Abbott personnel only
CELL-DYN Emeraid

Accessories

o9Hs2-01 Bar Code Scanner

09H58-01 Emerald Grease {ggm)
09Hg4-02 European Power Cord
09H54-04 Flat Screwdriver/Key
09H50-01 Diluent Reagent line withcap

AT ek

03H76-01 CELL-DYN 3700 Shear Valve Center Section
g99624-01 Pre-Printed Tickets
*QOrderable by Abbott personnel only

CELL-DYN Ruby

Hardware

07H40-02 Bar Code Reader, Hand-Held, Trigger Activated
o5H00-02 Display, Flat Panel

07Hg6-01 Keyboard

o0g9H41-01 Mouse

08H07-01 Printer, Graphics (color laser with USB port connector)
08H78-16 Printer, Graphics {Color deskjet)

08H60-05 OFKI Batoa 220V Printer Mono Laser Printer

— ogHd4r-ovMouse, DigitslUSE

T i
ogHSI-orWaste nne Withcap

Consumables
03B96-02 Printer paper 8.5 x 11" sheets
99650-01 Bar Code Labels, Tube ID 1000 labels per roll

CELL-DYN Sapphire

Hardware

08Ho1-05 CELL-DYN Sapphire Data Staon Computer.
o7H40-02 Bar Code Reader, Hand-held, Trigger Activated
08Ho2-01 Display, Flat Panel 17 inch

08Ho2-04 Display, Flat Panel 19 inch

08H14-01 Keyboard Standard - (Flex style), English

o7H98-02 Keyboard Standard, English

Accessories Kit List Number 09H04-01/09H04-03
8952087701* Cable, Data Station (HSSL)

‘0gHovo-01 Cable, (printer); 10" —— — ——

8240051601" Cable, Power, 6'77

06Hg2-01 Diluent/Sheaih Filter

ogHo6-01 Needle, SL

21704-01 Plug, Dummy Waste

03Hg6-c1 Ring, Puii Solenoids

9253201 Serial Loop-Back Device (RS232)

09H38-02 Tubing, Reagent WBC Lyse

07H40-02 Bar Code Reader. Handheld, Trigger Activated
-08H43-0x"TubingDiluent/Sheath

Sitz der Gesellschaft: Wiesbaden

Arntsgericht Wicshaden HRA 2888 Geschafichihret:
Persdnlich haftende Gese! vin Stelan Boll
Abbott Management GmbH
Sitz der Geselischaft 3

aufsiehisrates:

Amtsgericht Wiesbaden HRE 5

orHoE-0r Mouse Pointing Device

08Ho7-08 Printer, Graphics (color laser with USB port connector) 110 VAC
20825-01 1 Printer, Ticket {with paraliel port connector) 110 VAC
20826-01-1-Printer, Ticket {(with parallel port connector) 220 VAC

Accessories Kit (List Number 08H03-02/08H03-06)
54305-01 Brush, Impedance Aperture Made of Camel Hair
08Ho08-01 Cable, Data, Analyzer to Data Station

08Hs4-01 Cable, Data, Test Interface

08H53-04 Vent Assembly

02H63-02 Probe, Sample Aspiration, Nitinol

92532-01 Serial Loop Back Connector

02H88-01 Tubing set, Reagent Inlet and Waste Outlet
02H88-02 Tubing set, Reagent Inlet and Waste Outlet.

Sitz der Gesellschaft: Wiesbaden

Amtsgericht Wiesbaden HRA 45888 Geschafisfihrer
Persdnlich haftende Geselischafierin: Sicfan Boll
t GmbH John Ceulter
aft: Wiesbad Vorsitzender des aufsichisrates:

Amtsgericht Wiesbaden HR3B 12889 Jaime &, Contrera

Page 4 ol1t




91485-01 Tubing set, Sample Transfer Pump
21704-01 Waste Sensor Piug

Optional Accessories

09H00-01 Cable, USB Printer

07H67-01 Cap, small, Reagent line tubing
o7HE7-02 Cap, large, Reagent line tubing
99650-01 Labels, Bar Code, Tube ID
96651-01 Labels, Bar Code, Tube ID
99652-01 Labels, Bar Code, Q-Labels
01H59-01 Labels, Bar Code, Q-Labels
06H62-01 Labels, Bar Code, Rack
08Ho6-01 Rack, Autoloader

08Ho6-02 Rack, Autoloader

08Ho06-04 Rack, Auioloader (Pedia Rack 1)
08Ho06-06 Rack, Autolcader (Pedia Rack 2)
09F9g-01 Rack Completion Indicators

perey fonye -

o8HzorutEruz Syringe, Diment/ Shestl, tomms

Phillips Screwdriver

Slotted Screwdriver-
Sparecomponents "~ -~ "~ T —
1 mL Syringe 09D41-02

20 mL reagent Cartridge Adaptor ogD22-12
Cuvette Dry Tip 09D51-02

Cuvette Pair Replacement Set 01G46-02
ICT Probe 09D63-03

ICT Probe Holder

Mixer 09D59-02

Probe Screw, Sample / Reagent

Reagent Probe 01G47-03

Reagent Probe Tubing, c4000 02P76-01
Reagent Syringe O-ring 09D53-02

Reagent Syringe Seal Tip # 1 09D39-02
Reagent Syringe Seal Tip # 2 09D40-02

Sample Probe 01G48-04

08H49-04 Syringe, Hemoglobin 5mL

08H46-01 Syringe, Impedance Injection/Metering, 100pL

08H48-01 Syringe, Reticulocyie Reagent and WBC Reagent — Part 4, 2.5mL
08H47-01 Syringe, Optical Injeciion/Metering, sooul:

08H45-01 Syringe, WBC Reagent ~ Part B, 250uL

02H90-01 Tubing, Reagent,Diluent/Sheath (Red-striped)
ozHgo-o2/02Hgo-03Tubing, Reagent Diluent/Sheath {clear, no stripes)
02Hg1-01 Tubing, Reagent, Hemoglobin

02Hg8-01 Tubing, Reagent, WBC — Part A

02Hg9g-01 Tubing, Reagent, WBC — Part B

Troe Lz .9 T et Chailet
211906 Tuning, yaste Cuilet

Sample Probe TUbIng, C4000 D2P77-01

Sample/Wash Solution Syringe O-ring 09D52-02

Sample/Wash Solution Syringe Seal Tip #1 09D37-02

Sample/Wash Solution Syringe Seal Tip #2 09D38-02

Source Lamp 09D45-02

Accessory kit 2 (c4000) - LN 02P73-01/02P73-02Carrier Calibration Tool 01P16-01
Pressure Monitor PCB

Sample Carriers

SH Bar code Tool 06E69-01

Customer maintenance kit (¢4000) - LN 02P69-01

02H58-01/02H58-02 Slo-Blow 5A 250V Fuse

ARCHITECT Systems

Accessory kit 1 (c4000) - LN 02P68-01/02P68-02Installation components
10 Micron Filter, Water Bath
High Concentration Waste Tubing Kit
ICT O-Ring, Probe, and Prebe Holder
Large Cartridge Segment, ITnnet 02P80-01 -
Large Cartridge Segment, Outer (Target) 02P83-01
Large Cartridge Segment, Outer 02P84-01
~Stall Cartridge Segment, lnter 02P79-01
Srnall Cartridge Segment, Outer 02P81-01
Small Cartridge Segment, Inner (Target) 02P82-01
Reagent Probe 01G47-03—
Reagent Probe Tubing 02P76-01
Sample Probe 01G48-04
Sample Probe Tubing 02P77-01
Sample Wash Solution Carrier 02P78-01
Waste and Water Tubing Kit
Maintenance components
12 mm Wrench
Corntainer, Parts Case —
Cuvette Segment Alignment Tool c2P86-01
Wourie, Cleaning Wire 09D50-02

I AT

Geschiftsfiihrer:
stefan Boil

John Coulter
Vaorsitzender des Au
Jaime 2, Cortreras

Dage 5of 11

TTL SFTinge OoDgr02

ICT Reférence Solution Check Valve 0gD35-02
Reagent Syringe O-ring 09D53-02

Reagent Syringe Seal Tip # 1 09D39-02

Reagent Syringe Seal Tip # 2 ogD40-02

Sample/Wash Solution Syringe O-ring 109D52-02
Sample/Wash Solution Syringe Seal Tip #1 09D37-02
Sample/Wash Solution Syringe Seal Tip #2 109D38-02
Source Lamp 09D45-02

Accessory kit 1 (c8000) - LN 01G09-02/01G09-0gInstallation components
Power Cable - UL and IEC Plug 02J54-01
Waste and Water Tubing Kit
High Concentration Waste Tubing Kit
ICT Probe 09D63-03
ICT Probe Holder
Reagent Probe 01G47-03/01G47-04Reagent Probe Tubing 01G47-02
Sample Probe 01G48-04

—Sample Probe Tubing-01G48-02—n = — — - —— — ——————
¢Booo {(R1)/c16000 (R1 and R2) Large Cartridge, Segment A (Target) 04J30-01
¢8000 (R1)/c16000 (R1 and R2) Small Cartridge, Segment A, B, € 01G51-01
cB0o00 {R1)/¢16000 (R1 and R2) Segment D (Target) 04J32-01
R2, Small Cartridge, Segment A (target) 04J29-01

R2, Large Cartridge, Segment B, C, and D 04J31-01

R2, Small Cartridge, Segment B, C, and D 01G52-01

Maintenance components

Geschiftsiihrer:
Stefan Boll
John Couiier
Vorsitzender des ¢
den FTR2 22839 Jaime

Page 6 of 13
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c8000 Cuvette Segment Alignment Tool 02J93-01
Nozzle, Cleaning Wire OoUmo 02

‘Container, Parts case - =
Accessories

20 mL Reagent Cartridge Adapter ogD22 {-11 or-12)
Small Reagent Cartridge Adapter 09D22-07
Spare components

1mL Syringe 0gD41-02

Cavette Dry Tip 09D51-02

Cuvette Pair Replacement Set 01G46-02

ICT O-ring 09Fg3-02

Mixer ogD59-02

Reagent Probe 01G47-03

Reagent Probe Tubing 01G47-02

Reagent Syringe C-ring ogD53-02

Reagent Syringe Seal Tip # 1 06D39-02

Reagent Syringe Seal Tip # 2 ogD4o-02

Confainer, Parts case
Accessories

-20-mL Reagent Cartridge Adapter 69D22 (-11 or-12) - - --

Smali Reagent Cartridge Adapter ogD22-07
Spare components

1 mL Syringe 09D41-02

Cuvette Dry Tip 09D51-02

Cuvette Pair Replacement Set 09D33-03
ICT O-ring 09F¥93-02

Peristaltic Pump Tubing Kit

Mixer 0gD59-02

Pipettor Atm Cover Screw 09D46-20
Reagent Probé R1A/R2B 09D48-02/09D48-03Rezgent Probe R1B/R24 09D49-02/09D49-03Reagent Probe
Screw 09D48-10

Tubing, Joint to R Probe, R1 & 24 09D48-05
Tribing, Joint to R Probe, R1 & 2B 09D49-05
Reagent mvinmm O-ring owvmm-om

Feagent/Sample Probe Screw 02J51-01

Sample Probe 01G48-04

Sample Probe Tubing 01G48-02

Sample/Wash Solution Syringe O-ring 09D52-02
Sample/Wash Solution Syringe Seal Tip #1 09D37-02
Sample/Wash Solution Syringe Seal Tip #2 09D38-02
Source Lamp 0gD45-02

Customer mainienance kit (¢8000) - LN 02J53-01
1 1oL Syringe 209D41-02
ICT Reference Solution Check Valve ogD35-02

Reagent Syringe Seqi Tipy 1 oob3g-02

Reagent Syringe Seal Tip# 2 0gD40-02

Sample Probe 01G48-04

Sample Probe Tubing 01G48-02

Probe Screw, c8o00 (Reagent and Sample)/ 16000 (Sample) 02J51-01
Sample/Wash Solution Syringe O-ring o9D52-02

Sample/Wash Solution Syringe Seal Tip #1 a9D37-02

Sample/Wash Solution Syringe Seal Tip #2 0gD38-02

Source Lamp 05D45-02

Customer maintenance kit (c16000) - LN 08L72-ot

“03Tubing, Joint 1o R Probe, R1 & 2A05D48-05

Reagent Syringe U-Ting 09D53-02

Reagent Syringe Seal Tip # 1 09D39-02

Reagent Syringe Seal Tip # 2 09D40-02

Sample/Wash Sclution Syringe O-ring 09D52-02
Sample/Wash Solution Syringe Seal Tip #1 09D37-02
Sample/Wash Solution Syringe Seal Tip #2 09D38-02
Source Lamp 09D45-02

Accessory kit 1 (c16000) - LN 08L71-02/08L71-03Installation companents
Power Cable - UL and IEC Plug 02J54-01

Waste and Water Tubing Kit

High Concentration Waste Tubing Kit

ICT Probe 09D63-03

ICT Probe Holder

Reagent Probe - R14/RaB (L) 09D48-02/09D48-03Reagent Probe - RiB/R2A() 0

Tk Syringeogbgroz

ICT Reference Solution Check Valve ogD35-02
Reagent Syringe O-ring 09D53-02

Reagent Syringe Seal Tip # 1 09D39-02

Reagent Syringe Seal Tip # 2 09D40-02
Sample/Wash Solution Syringe O-ring 09D52-02
Sample/Wash Solution Syringe Seal Tip #1 09D37-02
Sample/Wash Solution Syringe Seal Tip #2 09D38-02
Source Lamp 09D45-02

ARCHITECT i System accessory kits - LN 08C94-01 (i2000), LN 03M77-01/03M77-10
(i2000SR), and LN-01L87-01/01L87-03 (1000SR)
i2000 and i2000SR components - LN 08C94-01 and LN 03M77-01/03M77-10

))))) QR AJI_ A DOTT 0T ns
iz000SR Add-Cn RSH CN:h*\h»

Tubing, Joint to R Probe, Ba & 2BogDgg-o5
Sample Probe01G48-04

———Sample Probe Tubing01G48-02 e =

i2000SR Standard LAS Kito7L3012
Bag, Biohazard
EFFEKTA UPS MH3000 07G52-10

¢8000 (R1)/c16000 (R1 and R2) Large Cartridge, Segment A G,mnmmo 04J30-01
¢8000 {R1)/c16000 (R1 and R2) prmm Cartridge, Segment A, B, C 04J33-01
¢8ooo (R1)/c16000 (R1 and R2) Segment D (Target) 04J32-01

10 micron filter, waterbath

Maintenance components

Phillips Screwdriver

Slotted Screwdriver

10 mm Wrench

216000 Cuvette Segment Alignment Tool omhqw ol

Nozzle Cleaning Wite 09D50-02 =

Sitz der

sellschaft: Wiesbaden
Wiesbader HRA 4888
aiende Gesellschalterin:
&cvcn‘. SEEmS_ ent G

HRB 12885 Page 7 0f11

External Waste Tubing —

Filter, Card Cage/Supply 08C94-07
Filter, Processing Center 08Cg4-14
Inlet assembly, buffer Maintenance Kit
« Bar Code Calibration Tool 06E67-01
« Carrier Calibration Tool 05E13-01

« Flashlight

- Fuse Kit

« Grease

Lens Paper

aintenance Cleaning Bottle 02G16-

= |m mu der Gesellschaft: Wieshaden

Wiesbaden HRA 4888
P =i n.._ haftendz Geselischafterin:
#Pboty Zm mmmjmn+ 73&1

zender des Avfsichtsrates:
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- Optics Cap

» WZ Probe Maintenance Water Bottie 06E68-01

- Screwdriver #1 Phillips

« Screwdriver #2 Phillips

+ SH Bar Code Tool 06E6g-01

- Thermistor Removal Wrench

» Valve Removal Tool

LCD Touchscreen Monitor 07D03-20

Power cord kit

Probe, Wash Zone 08Cg4-35

Probe (Sample/Reagent) 08Co4-42

Probe/Tubing, Waste Arm 08Cg4-89

Sensor, Level, Butfer 08Cg4-25/08Co4-65%ensor, Level, Trigger 08C94-26/08C94-66Sensor, Level, Pre-
Trigger 08Cg4-27/08Co4-67Tubing/Sensor, Temp, WZ 08Cg4-87
Tubing, Wash Buoffer Transfer 08Cg4-21

Wash Buffer Preparation Container 08Cg4-56

Wash Buffer Reservoir

- Thermistor Removal Wrench

« Valve Removal Tocl

~ Ground strap

= O-ring Removal Tool Probe (Sample/Reagent) 08Cgg-42
Probe, Wash Zone 08Cg4-35

Reagent Carriers

Sample Carders

Sensor, Level, Buffer 06Lo1-01

Sensor, Level, Pre-Trigger 8Co4-27

Sensor, Level, Trigger 8C94-26

Tubing, Probe 06L04-01

Tubing/Sensor, Temp, WZ 08C94-87

Tubing, Wash Buffer Transfer 08Co4-21
Unloader

Wash Cup Baffle 01P41-01

Wash Buffer Preparation Container 08Co4-56
‘Wash Buffer Reservoir 06Lo6-01

iZ000 components - [N o8Cg4-01

Internal component cover 1 06E27-10

Internal component cover 2 & 3 06E27-20

Internal component cover 4 (12000 accessory kit only) 06E27-30
Internal component cover 5 (i2000 accessory kit only) 06E27-40
Internal component cover 6 ({2000 accessory kit only) 06E27-50
Internal component cover 7 (2000 accessory kit only) 06E27-60

LEE%TWQMO@O&@S%@%Q&@&@N 5%

i2000SR components - LN og3M77-01 / ©3M77-10STAT Probe Tubing (72000SR accessory kit only)
03M77-49

Internal component eover 1 06E27-11

Internal component cover 2 & 3 06F27-07

Alternate c8000/¢c16000 Reagent Supply Center Segments:

= c8000 (R1}/¢16000 (R1 and R2) Large Cartridge, Segment A, B, C 04J33-01
= R2, large cartridge, segments B, C, and D 04J31-01

* R2, small cartridge, segments B, C, and D1 01G52-01

Alternate c4000 Reagent Supply Center Segments:

« Large Catiridge Segment, Inner 02P80-01
+ Large Cartridge Segment, Outer 02P84-01
» Large Cariridge Segment, Outer (Target) 02P83-01
» Small Cartridge Segment, Inner 02P79-01

Internal component cover 4 (i2000SR accassory kit only) 02J63-14
Internal component cover 5 (2000SR accessory kit only) 02J63-15
Internal compovent cover 6 (i2000SR aceessory kit only) 02J63-16
Interpal component caver 7 (i2000SR aceessary kit only) 02J63-17

ARCHITECT i1000SR components - LN 01L87-01/01L87-03
Bag, Biohazard

Bleach Preparation Container 08Cg4-63

Buffer filter 08Co4-29

Buffer outlet assembly 01P12-01

Card cage/SCC door filter 03L99-01

Card cage filter 06L00-01

External Waste Tubing

Internal Decon Extension Tubing/Cable Kit 01P83-61-

Maintenance Kit:

« Bar Code Calibration Tool 06E67-01

+ Buffer Reservoir Cap

v Smueit Cartridge Segment, Ohter 02P81-01

« Small Cartridge Segment, Inner (Target) 02P82-01
ARCHITECT ARM (Automated Reconstitution Module) accessory 08C95-89
Cuvette Segment (c4000) 02P75-01

Cuvette Segrment (¢B000) 01G46-01

Cuvette Segment (c16000)} 09D32-05

External Waste Pump:

«12000/i2000SR 08C94-19

= ¢ System 09D61-03

High Concentration Waste Bottle 03E50-26

High Concentration Float Switch Cable a3E50-31

LAS Sample Carousel ID Labels (i2000) sheet 08Co6-25
LAS Sample Carousels (i2000) 08Cg6-07

Liquid Waste Container (i1000SR) 06Lo5-01

Pump Poppet Valve Set (¢ System] oaDg6-02

‘Reagent carriers (110005K) o8Lzo-01

RSH Sample Carrier Trays 04J49-01

Sample Carousel (¢c8000/c16000) 02J50-01

*- Carrier Calibration Tool 01P16-01

* Flashlight

« Fuse Kit

« Lens Paper

Maintenance Cleaning Bottle 62G16-39

« Optics Cap

- WZ Probe Maintenance Water Bottle c6568-01
= Screwdriver #1 Phillips

~=Berewdriver #2 Phillips

* SH Bar Code Tool 06E6a-0:

Sitz der Gesellschaft: Wieshaden
Amisgerichl Wiesbaden HRA-4888
Persbniich hafiende Gesell erins
Abbott Management Grabi

Sitz der Gesellschaft: Wiesbaden
Amtsgericht Wissbaden HRE 3288¢

Sample-Carousel-€lip(c8o007/c16000)04F45-0T
Sample Carriers 05E15-01

Thermometer, External (i System) 08Cg4-88

Tubing, probe (i2000/i2000SR) 08Cg4-49

AERO/C8K CUVETTE WIPER 09D42-02

SCC components

Required

Keyboard:

= English Keyboard o7D11-01

- English Kevboard (black) 07Dis-o2

Sitz der Geselischaft: Wiesbaden

- Amtsgericht Wiesbaden HRA 4888 Ceschilftsfihrer:
Personlich haftende Gesellschaftesin: Stefan Boll
Abbott Management GmbH John Coulter

Sitz-der Gesellschaft: Wicchaden Vi
Amtsgericht Wiesbaden HRB 12889
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« French Keyboard 6yD11-20

= French Keyboard (black) oyD11-22

« German Keyboard 07D11-30

« Gexman Keyboard (black) o7D11-32

= Ttaliati Keyboard o7D11-40

- Italian Keyboard (black) o7D11-42

« Spanish Keyboard o7D11-50

« Spanish Keyboard (black) o7D11-52
Monitor - Touchscreen Flatscreen 07D03-15
Monitor - Touchscreen LCD (dark gray) o7D03-22
Mouse 07Do1-99

Mouse (black) o7D02-01

Network HUB (USB Powered) 07D04-60
Optional

Bar Code Scanner 07D09-13/07D09-14
Comporent Stand ogD19-01

Printer:

= PTInter (3110V) 07 D05-11

« Printer (220V) a7Do8-22
UPS for SCC only:

= UPS 110V 07D06-11

« UPS 220V 07D06-22

ACCELERATOR p540c
= 7L70-01 p540 Aliquot Tip Cartridge
e 7L71-01 p540 secondary tubes
»  7L71-02 p540 secondary tubes

Sitz der Gesullschaft:
Amtsgericht Wieshade
Perstnfich haftende Cesellschaf
Abbott Management Gmbk

Sitz der Gesellschafi: Wicsbaden
Amtsgericht Wiesbader HRB :288¢

Jaime A. Contrete
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