YourTrustedPartner

STATEMENT

We, ACON Laboratories, Inc., having a registered office at 5850 Oberlin Drive #340, San Diego, CA
92121 authorize SRL Sanmedico having a registered office at A. Corobceanu street 7A, apt. 9, Chisindu,
MD-2012, Moldova

to register, notify, renew or modify the registration of medical devices on the territory of the Republic
of Moldova.

Date: March 18, 2024

Signature: _
k —
Digitally signed by Dolgopol Iulian

AVHAVA Date: 2025.01.22 11:05:55 EET
Qlyl Xle’ Md’ MPH Reason: MoldSign Signature

V.P. of Regulatory & Clinical AffairsLocation: Moldova _
ACON Laboratories, Inc. [ MOLDOVA EUROPEANA

ACON LABORATORIES, INC. | 5850 OBERLIN DRIVE #340 | SAN DIEGO, CA 92121 | T 858.875.8000 | F 858.875.8098 | aconlabs.com
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ZERTIFIKAT & CERTIFICATE

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 104507 0001 Rev. 03

Product Service

Holder of Certificate: ACON Laboratories, Inc.
5850 Oberlin Drive, #340
San Diego CA 92121
USA

Certification Mark:

. ENiSO 1345 0

tuvsud.com/ps-cert

Scope of Certificate: Design and Development, Manufacture and distribution
of In Vitro Diagnostic Test Kits and Reagents for the
Determination of Infectious Diseases, Clinical
Chemistry, Drugs of Abuse, Tumor/Cardiac Marker,
Fertility/Pregnancy and Blood Glucose Monitoring
System, Lancing Devices and Lancets

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). All applicable requirements of the testing and certification
regulation of TUV SUD Group have to be complied with. For details and certificate validity see:
www.tuvsud.com/ps-cert?q=cert:Q5 104507 0001 Rev. 03

Report No.: SH22743A01
Valid from: 2022-09-15
Valid until: 2025-09-06

c@s'(—\/

Date, 2022-09-15 Christoph Dicks
Head of Certification/Notified Body

o)
Page 1 of 2 TOV
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany


http://www.tuvsud.com/ps-cert?q=cert:Q5%20104507%200001%20Rev.%2003%C2%A0
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ZERTIFIKAT & CERTIFICATE

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 104507 0001 Rev. 03

Product Service

Applied Standard(s): ENISO 134852016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

Facility(ies): ACON Laboratories, Inc.
5850 Oberlin Drive, #340, San Diego CA 92121, USA

Address holder for registration only

ACON Laboratories, Inc.
10125 Mesa Rim Road, San Diego CA 92121, USA

Manufacture and distribution of

In Vitro Diagnostic Test Kits and Reagents for the Determination of
Infectious Diseases, Clinical Chemistry, Drugs of Abuse,
Tumor/Cardiac Marker, Fertility/Pregnancy and Blood Glucose
Monitoring System, Lancing Devices and Lancets

ACON Laboratories, Inc.
6865 Flanders Dr., Suite B, San Diego CA 92121, USA

Storage of

In Vitro Diagnostic Test Kits and Reagents for the Determination of
Infectious Diseases, Clinical Chemistry, Drugs of Abuse,
Tumor/Cardiac Marker, Fertility/Pregnancy and Blood Glucose
Monitoring System, Lancing Devices and Lancets

AZURE Institute, Inc.
10125 Mesa Rim Road, San Diego CA 92121, USA

Design and Development of

In Vitro Diagnostic Test Kits and Reagents for the Determination of
Infectious Diseases, Clinical Chemistry, Drugs of Abuse,
Tumor/Cardiac Marker, Fertility/Pregnancy and Blood Glucose
Monitoring System, Lancing Devices and Lancets

Acon Laboratories Inc.
Guerrero Negro 9942 Parque Industrial Pacifico IV, 22644
Tijuana B.C. CP, MEXICO

Manufacture of
blood glucose test strips, antigen rapid test and IgG/IgM antibody
rapid test for infectious disease.

o)
Page 2 of 2 TOV
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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ZERTIFIKAT & CERTIFICATE

** *** Benannt durch/Designated b

~<

Zentralstelle der Lander

* |4 | fir Gesundheitsschutz
* ) * bei Arzneimitteln und
* * Medizinprodukten

Ko *** ZLG-BS-245.10.07

EC Certificate

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
(List A and B and devices for self-testing)

www.zlg.de

Product Service

No. V1 104507 0003 Rev. 06

Manufacturer: ACON Laboratories, Inc.
5850 Oberlin Drive, #340
San Diego CA 92121
USA

Product Category(ies): Blood glucose measuring systems for self testing

and self-testing devices for clinical chemistry,
hematology and pregnancy and ovulation

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device families in accordance with IVDD Annex IV. This
quality assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance. For marketing of List A devices an additional Annex IV (4) certificate is mandatory. All
applicable requirements of the testing and certification regulation of TUV SUD Group have to be
complied with. For details and certificate validity see: www.tuvsud.com/ps-cert?g=cert:V1 104507
0003 Rev. 06

Report no.: SH22743EXTO01
Valid from: 2022-05-04
Valid until: 2025-05-26

Date, 2022-05-04 c
@l(‘v

Christoph Dicks
Head of Certification/Notified Body

Page 1 0of 3
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany


http://www.tuvsud.com/ps-cert?q=cert:V1%20104507%200003%20Rev.%2006
http://www.tuvsud.com/ps-cert?q=cert:V1%20104507%200003%20Rev.%2006
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ZERTIFIKAT & CERTIFICATE

*i‘( ‘)A\?j’}* Benannt durch/Designated by

7’\\7 Zentralstelle der Lander
* fir Gesundheitsschutz
bei Arzneimitteln und

* Medizinprodukten

Ko *** ZLG-BS-245.10.07

www.zlg.de

&

Product Service

EC Certificate

Full Quality Assurance System

Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
(List A and B and devices for self-testing)

No. V1 104507 0003 Rev. 06

Model(s):

Page 2 of 3

On Call Plus Blood Glucose Monitoring System,

On Call Plus Blood Glucose Test Strips,

On Call EZ Il Blood Glucose Monitoring System,

On Call Advanced Blood Glucose Monitoring System,
On Call Advanced Blood Glucose Test Strips,

On Call Chosen Blood Glucose Test Strips,

On Call Vivid Blood Glucose Monitoring System (OGM-101),
On Call Vivid Blood Glucose Test Strips (OGS-101),

On Call Sharp Blood Glucose Monitoring System (OGM-
121),

On Call Sharp Blood Glucose Test Strips (0GS-121)

On Call Plus Il Blood Glucose Monitoring System (OGM-
171),

On Call Plus Il Blood Glucose Test Strips (OGS-171),
On Call Extra Blood Glucose Monitoring System (OGM-191),
On Call Extra Blood Glucose Test Strips (OGS-191),

On Call GK Dual Blood Glucose & Ketone Monitoring
System (OGM-161),

On Call Blood Ketone Test Strips (0GS-161),

Urinalysis Reagent Strips (Urine),

UTI Urinary Tract Infection Test Strips,

Cholesterol Monitoring System (CCM-111),

CHOL Total Cholesterol Test Devices (CCS-111),

TRIG Triglycerides Test Devices (CCS-112),

HDL High Density Lipoprotein Test Devices (CCS-113),
3-1 Lipid Panel Test Devices (CCS-114),

Cholesterol CTRL Control Devices,

Cholesterol Monitoring System (CCM-101),

CHOL Total Cholesterol Test Strips (CCS-101),

PT/INR Monitoring System (CCM-151),

PT/INR Test Strips (CCS-151),

Hemoglobin Testing System (CCM-141),

Hemoglobin Test Strips (CCS-141),

hCG Pregnancy Rapid Test Cassette (Urine),
Pregnancy Rapid Test Midstream,

On Call Extra Mobile Blood Glucose Monitoring System
(OGM-281),

On Call Sure Blood Glucose Monitoring System (OGM-211),
On Call Sure Sync Blood Glucose Monitoring System (OGM-
212),

On Call Sure Blood Glucose Test Strips (0GS-211),
GIMA Blood Glucose Monitoring System,

GIMA Bluetooth Blood Glucose Monitoring System,
GIMA Blood Glucose Test Strips,

On Call GU Dual Blood Glucose & Uric Acid Monitoring

TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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ZERTIFIKAT & CERTIFICATE

** *** Benannt durch/Designated by

Zentralstelle der Lander

i!Lé * fir Gesundheitsschutz

bei Arzneimitteln und
* * Medizinprodukten

www.zlg.de

Ko *** ZLG-BS-245.10.07

EC Certificate

Full Quality Assurance System

&

Product Service

Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
(List A and B and devices for self-testing)

No. V1 104507 0003 Rev. 06

Facility(ies):

Page 3 of 3

System (OGM-201),

On Call Blood Uric Acid Test Strips (OGS-201),

LH Ovulation Rapid Test Cassette (Urine),

Ovulation Rapid Test Midstream,

Ovulation & Pregnancy Test Combo Pack,

On Call Extra Voice Blood Glucose Monitoring System
(OGM-291),

Early Detection Pregnancy Test,

Digital Pregnancy Test,

Go-Keto Blood Glucose & Ketone Monitoring System (OGM-
161),

Go-Keto Blood Ketone Test Strips (OGS-161),

Go-Keto Blood Glucose Test Strips,

On Call Extra GM Blood Glucose Monitoring System(OGM-
191),

On Call Extra GM Blood Glucose Test Strips (0GS-191),
On Call Plus GM Blood Glucose Monitoring System,

On Call Plus GM Blood Glucose Test Strips,

Go-Keto Urinalysis Reagent Strips

ACON Laboratories, Inc.
5850 Oberlin Drive, #340, San Diego CA 92121, USA

ACON Laboratories, Inc.
10125 Mesa Rim Road, San Diego CA 92121, USA

AZURE Institute, Inc.
10125 Mesa Rim Road, San Diego CA 92121, USA

Acon Laboratories Inc.
Guerrero Negro 9942 Parque Industrial Pacifico IV, 22644 Tijuana
B.C. CP, MEXICO

TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany



Declaration of Conformity

ACON Laboratories, Incorporated
5850 Oberlin Drive #340
San Diego, CA 92121, USA

We, the manufacturer, declare under our sole responsibility that the
In vitro diagnostic device:

Mission® Urinalysis Reagent Strips (U031-XX1)
classified as Others in the directive 98/79/EC,

meets all the provisions of the directive 98/79/EC on in vitro diagnostic
medical devices which apply to it

The self-declaration is according to Annex llI
(excluding Section 6) of the Directive.

Authorized Representative:
Medical Device Safety Service GmbH
Schiffgraben 41
30175 Hannover, Germany

Signed this 11 day of February, 2020

in San Diego, CA USA

Qiyi Xie, MD, MPH
Senior Staff, Regulatory Affairs & Clinical Affairs
Acon Laboratories, Inc.

: (858) 875-8000 - Fax: (858) 875-8099

5850 Oberlin Drive #340-San Diego, CA 92121, USA - Tel
E-mail: info@aconlabs.com


khe
Stamp


Declaration of Conformity

ACON Laboratories, Incorporated
5850 Oberlin Drive, #340
San Diego, CA 92121, USA

We, the manufacturer, declare under our sole responsibility that the
In vitro diagnostic device:

Device Name REF Number Model Number
Mission® Liquid Urine Control U021-011 n/a
SPINREACT Liquid Urine Control U021-013A n/a
Insight® Liguid Urine Control U021-015 n/a
Mission® Liquid Diptube Urine Control U021-071 n/a
Insight® Liquid Diptube Urine Control U021-075 n/a

classified as Others in the directive 98/79/EC,

meets all the provisions of the directive 98/79/EC on in vitro diagnostic
medical devices which apply to it

The self-declaration is according to Annex Il
(excluding Section 6) of the Directive.

Authorized Representative:
Medical Device Safety Service GmbH
Schiffgraben 41
30175 Hannover, Germany

Signed this 22 day of October, 2021

in San Diego, CA, USA
%

Qiyi Xie, MD, MPH
Senior Staff, Regulatory Affairs & Clinical Affairs
Acon Laboratories, Inc.

5850 Oberlin Drive, #340 - San Diego, CA 92121, USA - Tel: (858) 875-8000 - Fax: (858) 875-8099
E-mail: info@aconlabs.com



Mission® Urinalysis Reagent Strips
and Urine Analyzers

Obtain reliable and
cost-effective results
with Mission®
Urinalysis Reagent
Strips and Urine
Analyzers!

* Accurate
* Reliable

* Convenient

Global Diagnostics for Local Markets™




Urinalysis Reagent Strips

Simple and Accurate
+ Analytical sensitivity better than or comparable to market leaders
+ High guality color chart ensures accurate visual reading

Flexible

« Compatible for visual and analyzer reading
= More than 30 different combinations available

Multiple Packaging Options and Long Shelf Life
= Canister Packaging
* Available in 25, 50, 100 and 150 strips per kit
= 2 year shelf life for unopened canisters which offers cost savings and convenience for high volume testing
= 3 month shelf life for strips in opened canisters
* Pouch Packaging New!
* Single-strip Pouch
+ Individually packaged strips with 1, 3, 6 and 20 strips and 1 color chart per kit for OTC or low volume testing
+ Unigue packaging maintains 2 year shelf life for all strips in the kit compared to 3 months for remaining strips in an
opened canister
* Multi-strip Pouch
+ Canister Refill Kits with 25 strips/pouch uniguely packaged to save cost for low volume testing and extended shelf
life by using the canister for refills

! fﬁ@

Step 1: Immerse strip into urine Step 2: Remove excess urine Step 3: Obtain results by analyzer or visual reading
: g R 01500 ; J 0 00 or Additio B BLO PRO 0 B
U031-131 13 13C NA 100" ¥ v | NA | NA A * | % | % | % | %] R (k| | * | * * | *
uo31-111 1 1A 100 v v v v S * | x| k| * | x| Kk || x| x| *|*
10U v ¥ v s % | ®x|%x |%x] *|%|*| % |*]| =%
u031-101 10 10A He v v v v A * | x| %% | x| e |w]| x| % |*
10C 100" v v v s * * | % | * [%]| * * | % | * | *
U031-091 9 sy 100 v v v v S * [k | | *| * |%| x| * | *
8U v v v A * | *x | * (x| % | % | *
U031-081 8 B8N 100 v v v v S £ * |%x| * |*x| * * | *
85 v v v A * k| % (x| % | * | % |
U031-071 7 7N 100 v v v A * * * | % | * * | %
BN BNE v v v * * | k| * * | *
it 6 6U 6UE i 0 I & * x| * * | % | *
5B 5BE v v * * * | % | *
1031-051 5 = Cell 100 v M B A * * * B
58 55E v v * * | Kk [*| %
suU SUE v i * %* * | * | *
4S8 4SE v v v * * * | *
4B 4BE v v * * (k| *
Uo3t-041| 4 ol Lt 100 v ol I ) ¢ A . -2 ud Lo
4G 4GE v v * * * *
4N 4NE v v v * * * | %
4P 4PE v v v % * & |
3P 3PE v v v * * | %
uo31-031| 3 i e 100 ¥ ¢ |V | A - s 2
3G 3GE v v v * * *
3N 3NE v v v * * | %
2G 2GE v v v * 3
2K 2KE v v v * *
2N 2NE v v v * *
U031-021 2 28 2BE 100 v o 7 i A * *
2U 2UE e ¥ v * | %
28 2SE v v v * *
2C 2CE 100" v v v * | *®
1B 1BE v v *
1P 1FE v v v *
U031-011 1 1G 1GE 100 v v v v A *
1K 1KE v v v *
1R 1RE v v v *
+Type of Strip: ¢ Also available in canisters of 25, 50 and 150 strips
Visual Strip Size ® Mot available in camisters of 150 strips

1-6 Parameters: 5 mm x 80 mm; 7-11 Parameters: 5 mm x 108 mm;
12-13 Parameters; 5 mm x 121 mm
U120/U500 Stnp Size

1-11 Parameters: 5 mm x 108 mm ; .
"E" means extended strip length for 1-6 Parameters CE Marked for sale in the European Community c €
Cleared for US 510(k)

A Single-strip Pouch available in 1,3, 6 and 20 strip kit
Canister Refill Kit, with 25 strips per pouch or canister, available in 3-pouch and 1- canister kit, or 4-pouch kit



U120 Urine Analyzer

Accurate
| « Up to 120 tests/hour in Continuous Test Option
" « Capable of reading 1 strip at a time in Single Test Option
+ Test modes include Routine, STAT and QC
« Automatic calibration for accurate results and easy operation
Reliable
« Can read up to 4 Strip combinations with 8, 8, 10, 11 parameters, additional strips with 1-11 parameters available upon request
« Minimal training required

o = s Convenient Operation
B B e - + Saves and recalls the last 2,000 results automatically
¥ P e = + Audible beep signals operator to dip strips in urine
O « Can print up to 3 copies per test for convenient reviewing and easy record keeping

« Option to print results on sticker paper for quick and simple record management

. Easy Data Management
@ « Includes RS232C port for easy data transfer to an external computer or LIS
+ Optional Barcode Reader to record patient |D

o .—— Unique Lockout Functions mew!
= = . * Strip Lockout

~ * Prevents using strips of another brand on the U120 Urine Analyzer
* Requires barcode reader scan or manual entry of the canister code
r * User Lockout
= Eliminates unapproved users from testing
! * Up to 10 lab operators can perfarm testing, but only the lab administrator can change analyzer settings
* QC Lockout
+ Prevents testing without passing QC
« QC tests can be performed once every 8 hours, day, week or month
* Analyzer will alert when to run QC test
+ |f QC tests fail, analyzer will switch to STAT mode and list "E” at the end of each test number

Specifications
Analyzer Type Manual
Methodology Reflectance Photometry
Detection Photosensitive Diode
Throughput g::nl?tt:'\ I: Ets?'sztug p?ig :le jt;éhtzgsfhour
Test Modes Routine, STAT and QC
Lockout Functions Strip Lockout: Available Upon Request User/QC Lockout Included with option to turn ON/OFF
Memary Last 2,000 results
Strip Incubation Time 1 Minute
Wavelength of Monochromatic LED 525 nmand 635 nm
Standard Strips 8.9.10, 11 Parameters (5 mm x 108 mm)
Additional Strips Available 1-11 Parameters (5 mm x 108 mm); see URS Parameters
Total Combinations Per Analyzer 4 Combinations
Standard RS232C Port for Barcode Reader or Data Transfer
Analyzer Ports USB Port for Data Transfer
25Pin Parallel Port for External Printer
Capabilities Internal Thermal Printer (included) RS232C Barcode Reader (optional)
Optional External Printer (not included) USB or RS232C Data Transfer Cable (optional)
Major Readable Barcodes EKgJEBTQE&AS%e 39, Codabar (NW-7), Interleaved 25, UPC-A, UPC-E.
Calibration Automatic
Available Languages on the Screen English and additional language(s)
Operating Conditions 0-40°C (32-104°F); =85% RH
Storage Conditions -5-50°C (23-122°F), =90% RH
Power Source 100-240 VAC, 50-60 Hz
Dimensions (Lx W x H) 27.2cmx26.9cmx 14.6cm (10.7" x 10.6" x5.7")
Display Dimensions (Lx W) 108cmx57cm(42"x 2.2
Weight 2.6 kg (5.7 Ibs)

Ordering Information

5 Kit Box Dimensions Carton Dimensions Number of
Breduct Bams Caiaiog No: SompRnsAts (L x W x H) & Weight (L X W x H) & Weight Kits/Carton
1 Drine Analyzer 2T uses (2,04) 42.0cmx 41.5cmx 31 cm; 5.0 kg
U120 Urine Analyzer Ut1-1019T 1 Strip holder $ Power Cord 1
2 Printer Paper Rolls 1 Huck Slartoulde, 16.4"%16.2" x 121", 176,40z
1 Urine Analyzer 2Fuses (2.04) 44.5cm x 44 5cm x 40.0cm; 5.5 kg
U120 Urine Analyzer U147t 1 Strip holder 1 Power Cord
i od de ) ) I 1 Serial Splitter Cable (RS232C) 1
ZPrinter Paper Rolls 1 Quick Start Guide 17.6" x 17.5"x15.7": 194 oz
1 Barcode Reader (RS232C) 1 Instruction Manual
Jt : g 23.6 emx10. 8cmx?8cm'ﬂ.482m 53.0emx 37.0cmx30.0cm; 12.0ky
Barcode Reader U221-111 1 Barcode Reader (RS232C) 1 Serial Splitter Cable (RS232C) S5 %43 x5 1700z 54T % 146 L1158 423300 22
Thermal Paper (0.06 m x 20 m): 200 resultsfoll 120cmx12.0cmx6.5cm; 0.36kag] 63.0cmx 37.0cm x30.0cm; 194 kg
Printer Paper Rolls U210 4 Printer Paper Rolls . ’ 4.7 x4 Xx2.07 12,702 23,8 % 14.6"x 11 5.694.3 02 50
Sticker Paper (0.06 mx 9 m): 100 1 petr 120cmx120ecmx6.5cm: 0.4kg | 63.0cm» 37.0cm x 300 cm; 21.4 kg
REL Y- ! 47 x4 %26 14102 248 %146 x 116 68430z 794002
& Jt 16.0cmx 13.0cmx3.5cm; 0.147kg| 250 cm x 21.0cm x 15.0cm; 1.36 k
U120 Data Transfer Kit uz221-131 1 Data Transfer Cable (RS232C) 1 Package Insert ST x5 xT I 5 %08 ST T XET A805z 8

v/ CE Marked for sale in the European Community c €
1 Cleared for US 510(k)



U500 Urine Analyzer

Accurate and Efficient

= Upto 500 tests/hour for mediem/ilarge volume sample testing

= Professional accuracy equivalent to market leader

= Automatic strip detection and alignment for better efficiency

* Test modes include Routine, STAT and QC
Easy to Operate

* Large touch screen LCD offers simple menu navigation

* Uniguely designed strip platform/waste tray unit for easy one-step cleaning
Convenient

+ Automatic calibration and waste disposal reduce hands-on time

= Can read strips with 8, 9, 10, 11 parameters, additional strips with 1-11 parameters available upon request

= Strip selection of up to 4 combinations for analyzer reading

= Stores up to 2,000 records and automatically flags abnormal results

» Capable of printing results on sticker paper for quick and easy record management
Data Management Capability

* Includes RS232C port for easy data transfer to an external computer or LIS

*» Optional Barcode Reader to record patient 1D

Unique Lockout Functions o' Seen!
= Strip Lockout
* Prevents using strips of another brand on the U500 Unine Analyzer
= Requires barcode reader scan or manual entry of the canister code
*» User Lockout
= Eliminates unapproved users from testing
* Up to 10 lab operators can parform testing, but only the lab administrator can change analyzer settings
» QC Lockout
* Prevents testing without passing QC
* QC tests can be performed once every & hours, day, week or month
= Analyzer will alert when to run QC test
* If QC tests fail, analyzer will switch to STAT mode and list “E” at the end of each test number

Specifications

Feature Specifications
Analyzer Type Semi-Automatic
Methodology Reflectance Photometry
Detection Photosensitive Diode
Throughput 500 tests/hour (Measuring cycle: 7 seconds/test)
Test Modes Routine, STAT and QC
Lockout Functions Strip Lockout: Available Upon Request: User/QC Lockout: Included with option to turn ON/OFF
Memory Last2 000 Records
Strip Incubation Time 1 Minute
Wavelength 525and 635 nm
Standard Strips 8,9,10, 11 Parameters (5 mmx 108 mm)
Additional Strips Available 1-11 Parameters (5 mm x 108 mm); see URS Parameters
Total Combinations Per Analyzer 4 Combinations
Waste Disposal Capacity Up to 150 Strips

Standard RS232C Portfor Barcode Reader or Data Transfer

Anal Port:
nasshrels 25 Pin Paralle| Port for External Printer

Capabilities Inte_rnal Thermal F'rir_!ter {inciu;jed} RS232C Barcode Reader (optiona_l]
Optional External Printer (not included) RS232C Data Transfer Cable (optional)

Major Readable Barcodes Code 128, Code 39, Codabar (NW-7), Interleaved 25, UPC-A, UPC-E EAN 8 EAN 13

Calibration Automatic

Available Languages on the Screen English and additional language(s)

Operating Conditions 0-40°C (32-104°F); 285% RH

Storage Conditions -5-50°C (23-122°F), <80% RH

Power Source 100-240 VAC, 50-60 Hz

Dimensions (Lx Wx H) 36.6cmx283cmx 19.5em (14 4"x11.1"x7.7")

Display Dimensions (L x W) 11.5cmx9.0cm(4.5"x3.5"

Weight 40kg (8.81bs)

Ordering Information

Kit Box Dimensions Carton Dimensions Number of
figclEtiidoe ekl Gomponent (L X W x H) & Weight (L x W x H) & Weight Kits/Carton
1 Urine Analyzer 2 Fuses (2.0A) :
S1.0cmx42.0cmx385cm; 7k
U500 Urine Analyzer uz11-101¢ 1 Strip Platform/Waste Tray 1 Power Cord g -
' 2 Printer Paper Rolls 1 Instruction Manual 201" X16.5" x 15.2"; 24690z
1 Urine Analyzer 2Fuses (2.0A) 55,0 cm x 55.0 cm x 55.0cm; 9 2 kg
U500 Urine Analyzer Uzi1111Y 1 Strip Platform/\Waste Tray 1 Power Cord 1
with Barcode Reader 2 Printer Paper Rolls 1 Serial Splitter Cable (R$232C)
1 Barcode Reader (RS232C) 1 Instruction Manual 217" x 21.7"x 21.7",324.5 02
1 ; ; 236cmx108cmx7.8cm. 0 482#(3] 63.0cmx37.0cmx 30.0cm; 12k 22
Barcode Reader uz21411¥ 1 Barcode Reader (RS232C) 1 Serial Splitter Cable (RS232C) TR R AT TR 11.3__r9_". y oIS
Thermal Paper (0.06 m x 20 m): 200 resultsiroll 120cmx12.0cmx6.5cm; 0.360 kg] 63.0cm x 37.0 cm x 30.0 cm; 19.4 kg
Printer Paper Rolls ST 4 Printer Paper Rolls : - 477 x 47" x2,6" 12 70z 248 % 146" x 118684307 0
Sticker Paper (0.06 m x 9 m): 100 results/roll 120emx 12 0emx6.5cm; 040kg | 63.0cm x 37 0 cm x 30.0 cm; 21.4 kg
; I 47" x4 7" x2 B 14 10z 248" x 146" % 118" 684 3 oz, 7Hd4 9 0z
+ qadd 16.0cmx 13 0cmx3.5¢cm; 0.147kg| 250cm x21.0cm x 15.0cm: 1.36 k
U500 Data Transfer Kit uz21-131 1 Data Transfer Cable (RS232C) 1 Package Insert ET s T x4 520z S ETNET Wﬂoz_g_ 8

We also offer other rapid diagnostic and medical products:

Blood Glucose Monitoring Systems, Immunoassay EIA/ELISA and more.
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Mission®

Urine Controls

Simply validate
visual and analyzer
urinalysis with
Mission® Liquid and
Dry Strip Urine
Controls!

* Reliable
* Quick and Easy

* Available in Liquid
and Dry Strip

Global Diagnostics for Local Markets™




Mission® Urine Controls

Reliable
+ Use with L Reagent Sirips and Urine Analyzers for optimum quality
alidate urinalysis results and prevent procedure errors
Control Level 1 provides negative results for LEU, NIT, URO, PRO. pH, BLO
CRE"™
Control Level 2 provides positive results for LEU, NIT. URO, PRO, pH, BLO, SG, KET, BIL, GLU, ALB
with negative results for ASC

control
G, KET, BIL, GLU, ASC, ALB™™ and

and CRE™

Quick and Convenient Testing
« Ensures accurate results for all parameters

+ Obtain c

Two Types of Urine Controls Available
Liquid Urine Control

+ Dropper tip bottles provide efficient use
Easily dr e control selution ont g the dropper lip bottle
sed up to 40 times room temperature
vailable in separate positive and negative levels!
ting similar to usin
+ Simply dip the strip into the control solution and read result:
* Control can be used up to 20 times within 30 days at room temperature

Dry Strip Urine Control
= Portable for u nywhere with no refrige n required
+ Dissolve the dry strip urine control in distilled water, dip
trol solution can be used for up to 12 t
for unopened controls

ne strip in the control solution, then compare to color chart
“C within 8 h all paramelers

Specifications

Specifications
Liquid Diptube Urine Control
LEU, NIT, URO, PRO, pH, BLO, G, KET, BIL, GLU, ASC, ALB, CRE (13)
Negative: LEU, NIT, URO, PRO, pH, BLO, SG, KET, BIL. GLU, ASC, ALB, CRE
Pesitive: LEU, NIT, URO, PRO, pH, BLO, SG, KET, BIL, GLU, ALB and CRE, Negative ASC
Mission® Urinalysis Reagent Strips, Mission” Expert Unnalysis Reagent Strips

Features

Product Name Liquid Urine Control Dry Strip Urine Control

Test Parameters

Level 1
Level 2
Compatible Urine Strips

Solution Dy
Levels

Refer o insert
2-30°C

Refer to insen
2-8°C
24 months

30 days at 15-30°C or
until the expiration date at 2-8°C

20 tests/diptube

Refer to insert
2-8°C

Reading Time/Stability

Storage Temperature
Unopened Control Shelf Life

24 months 24 months

30 days at 15-30°C or
until the expiration date at 2-8°C

20 or 40 tests/bottle

Opened Control Stability 2-30°C: 3 months for Dry Strip; 8 hours for Control Solution for all parameters.

Maximum Tests per Unit 12 tests/control solution of 1 dry strip

Ordering Information

Kit Box Dimensions Carton Dimensions

Product Name Catalog No. Components # Kits/Carton
Level 1: 3 x 10 mL /boltle; Level 2: 3 x 10 mL/bottle 85 mm x 55 mm x 60 mm; 107 g 400 mm x 270 mm x 345 mm; 5.2 kg 198
Level 1: 3 x 5 mL/bottle; Level 2; 3 x 5 mL/bottle B85 mm x 55 mm x 60 mm; 75 g 400 mm x 270 mm x 345 mm; 4.2 kg 198
Lozl contn Level 1: 1 x 10 mLibottle; Level 2: 1 x 10 mL/bottie 55 mim x 28 mm x 60 mm; 41 g 400 mm x 270 mm x 345 mm; 6.6 kg 228
Lavel 1: 1 x 5 mL/botlle; Leve! 2: 1 x 5 mL/bottle 55 mm x 28 mm x 60 mm; 31 g 400 mm x 270 mm x 345 mm; 5.5 kg 228
Liquid Urine Control ¥ T 6 x 10 mL/boltle B5 mm x 55 mm x 60 mm; 107 g 400 mm x 270 mm x 345 mm; 5.2 kg 198
Up21-021: Level 1; 6 x 5 mL/bottle 85 mm x 55 mm x 60 mm; 759 400 mm x 270 mm x 345 mm; 4.2 kg 198
U021-031: Level 2 2 x 10 mL/bottle 55 mm x 28 mm x 60 mm; 41 g 400 mm x 270 mm x 345 mm; 6.6 kg 228
2 x 5 mLibottle 55 mm x 28 mm x 60 mm; 31 g 400 mm x 270 mm x 345 mm; 5.5 kg 228
Ui B Level 1: 2 x 12 mL/diptube; Level 2: 2 x 12 mLi/diptube 130 mm x 55 mm x 55 mm; 101 g 385 mm x 255 mm x 320 mm; 4.7 kg 30
quuid Diptube i Level 1: 1 x 12 mL/diptube; Level 2: 1 x 12 mU/diptube 130 mm x 55 mm x 55 mm; 62 g 385 mm x 255 mm x 320 mm; 3.5 kg 30
Urine Contral ¥ U021-081: Level 1! 4 x 12 mUdiptube 130 mm x 55 mm x 55 mm; 101 g 385 mm x 255 mm x 320 mm; 4.7 kg 30
U021-091: Level 2 2 x 12 mL/diptube 130 mm x 55 mm x 55 mm; 62 g 385 mm x 255 mm x 320 mm; 3.5 kg 30
o0t Comb EEEE % i E %E EEEE%EEEEEE 100 mm x 51 mmx 110 mm; 126 g | 280 mm x 280 mm x 260 mm; 3.6 kg 24
Srnaitggmm Jt Lewil 2 1%10 strigs.'cani'sierl 100 mm x 51 mm x 110 mm; 106 g 280 mm x 280 mm x 260 mm; 3.1 kg 24
Ud21-051: Level 1; 2 x 25 stripsicanister 100 mm x 51 mm x 110 mm; 126 g | 280 mm x 280 mm x 260 mm; 3.6 kg 24
UD21-061: Level 2 2 x 10 sirips/canister 100'mm x 51 mm x 110 mm; 106 g | 280 mm x 280 mm x 260 mm; 3.1 kg 24

v CE Marked for sale in the European Community c €
1 FDA 510(k) Cleared

We also offer other rapid diagnostic and medical products for:
Blood Glucose Monitoring Systems, Clinical Chemistry including Urinalysis, Immunoassay EIA/ELISA and more.

Contact us for worldwide distribution and custom manufacturing (OEM) opportunities
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ACON Laboratories, Inc., 10125 Mesa Rim Road, San Diego, CA 92121, U.S.A. » Tel: 1-858-875-8000 + Fax: 1-858-200-0729 * E-mail: info@aconlabs.com
Please visit our website for details: www.aconlabs.com
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ACON Laboratories, Inc.

10125 Mesa Rim Road. - San Diego, CA 92121 - USA
Tel: (858) 875-8000 - Fax: (858) 875-8099 - E-mail: info@aconlabs.com

November 11% 2016

CERTIFICATION LETTER

This letter is to certify that, Vitalie Goreacii, employed by Sanmedico SRL located at: Republic of
Moldova, city Chisinau, str. Petricani 88/1 of. 10, MD-2059, have received all required training and
is enabled and authorized to provide services with installation, commissioning, and maintenance to
the products listed below:

Mission® U120 Urine Analyzer

Mission® U120 Ultra Urine Analyzer

Mission® U500 Urine Analyzer

Mission® PT/INR Coagulation Monitoring System
Mission® Cholesterol Monitoring System
Mission® Ultra Cholesterol Monitoring System
Mission® HB Hemoglobin Testing System
Mission® Plus HB Hemoglobin Testing System
OnCall® Glucose Meter

For further questions or inquiries regarding this matter, please refer to the contact information
below.

Jasgy Alvarenga’
International Account Mana
ACON Laboratories;Ifcs . a.
jalvarenga@aconlabs.com
+1 858 875 8085




M - o @ Urinalysis Reagent Strips
'SS'O" (Urine)
< Package Insert

REF U031-011  REF U031-051 _ REF U031-091

REF U031-021 REF U031-061
REF U031-031 REF U031-071
REF U031-041 REF U031-081
For rapid detection of multiple analytes in human urine.
For in vitro diagnostic use only.

REF U031-101

REF U031-111 English

INTENDED USE

The Urinalysis Reagent Strips (Urine) are firm plastic strips onto which several separate
reagent areas are affixed. The test is for the qualitative and semi-quantitative detection of
one or more of the following analytes in urine: Ascorbic acid, Glucose, Bilirubin,
Ketone (Acetoacetic acid), Specific Gravity, Blood, pH, Protein, Urobilinogen, Nitrite
and Leukocytes.

Urine undergoes many changes during states of disease or body dysfunction before
blood composition is altered to a significant extent. Urinalysis is a useful procedure as
an indicator of health or disease, and as such, is a part of routine health screening. The
Urinalysis Reagent Strips (Urine) can be used in general evaluation of health, and aids in
the diagnosis and monitoring of metabolic or systemic diseases that affect kidney
function, endocrine disorders and diseases or disorders of the urinary tract.'”

PRINCIPLE AND

Ascorbic acid: This test involves decolorization of Tillmann’s reagent. The presence of
ascorbic acid causes the color of the test field to change from blue-green to orange.
Patients with adequate diet may excrete 2-10 mg/dL daily. After ingesting large
amounts of ascorbic acid, levels can be around 200 mg/dL.

Glucose: This test is based on the enzymatic reaction that occurs between glucose
oxidase, peroxidase and chromogen. Glucose is first oxidized to produce gluconic acid
and hydrogen peroxide in the presence of glucose oxidase. The hydrogen peroxide reacts
with potassium iodide chromogen in the presence of peroxidase. The extent to which the
chromogen is oxidized determines the color which is produced, ranging from green to
brown. Glucose should not be detected in normal urine. Small amounts of glucose may
be excreted by the kidney.” Glucose concentrations as low as 100 mg/dL may be
considered abnormal if results are consistent.

Bilirubin: This test is based on azo-coupling reaction of bilirubin with diazotized
dichloroaniline in a strongly acidic medium. Varying bilirubin levels will produce a
pinkish-tan color proportional to its concentration in urine. In normal urine, no bilirubin is
detectable by even the most sensitive methods. Even trace amounts of bilirubin require
further investigation. Atypical results (colors different from the negative or positive color
blocks shown on the color chart) may indicate that bilirubin-derived bile pigments are
present in the urine specimen, and are possibly masking the bilirubin reaction.

Ketone: This test is based on ketones reacting with nitroprusside and acetoacetic acid to
produce a color change ranging from light pink for negative results to a darker pink or
purple color for positive results. Ketones are normally not present in urine. Detectable
ketone levels may occur in urine during physiological stress conditions such as fasting,
pregnancy and frequent strenuous exercise. ~ In starvation diets, or in other abnormal
carbohydrate metabolism situations, ketones appear in the urine in excessively high
concentration before serum ketones are elevated.

Specific Gravity: This test is based on the apparent pKa change of certain pretreated
polyelectrolytes in relation to ionic concentration. In the presence of an indicator, colors
range from deep blue-green in urine of low ionic concentration to green and yellow-green in
urine of increasing ionic concentranon Randomly collected urine may vary in specific
gravity from 1.003-1.035.° Twenty-four hour urine from healthy adults with normal diets
and fluid intake will have a specific gravity of 1.016-1.022.° In cases of severe renal damage,
the specific gravity is fixed at 1.010, the value of the glomerular filtrate.

Blood: This test is based on the peroxidase-like activity of hemoglobin which catalyzes
the reaction of diisopropylbenzene dihydroperoxide and 3,3',5,5'-tetramethylbenzidine.
The resulting color ranges from orange to green to dark blue. Any green spots or green
color development on the reagent area within 60 seconds is significant and the urine
specimen should be examined further. Blood is often, but not invariably, found in the
urine of menstruating females. The significance of a trace reading varies among
patients and clinical judgment is required in these specimens.

pH: This test is based on a double indicator system which gives a broad range of colors
covering the entire urinary pH range. Colors range from orange to yellow and green to blue.
The expected range for normal urine specimens from newborns is pH 5- 7.° The expected
range for other normal urine specimens is pH 4.5-8, with an average result of pH 6.°
Protein: This reaction is based on the phenomenon known as the "protein error” of pH
indicators where an indicator that is highly buffered will change color in the presence of
proteins (anions) as the indicator releases hydrogen ions to the protein. At a constant pH,
the development of any green color is due to the presence of protein. Colors range from
yellow to yellow-green for negative results and green to green-| blue for positive results.
1-14 mg/dL of protein may be excreted by a normal kidney.'"’ A color matching any
block greater than trace indicates significant proteinuria. Clinical judgment is required to
evaluate the significance of trace results.

Urobilinogen: This test is based on a modified Ehrlich reaction between
p-diethylaminobenzaldehyde and urobilinogen in strongly acidic medium to produce a
pink color. Urobilinogen is one of the major compounds produced in heme synthesis and
is a normal substance in urine. The expected range for normal urine with this test is
0.2-1.0 mg/dL (3.5-17 umol/L).* A result of 2.0 mg/dL (35 pmol/L) may be of clinical
significance, and the patient specimen should be further evaluated.

Nitrite: This test depends upon the conversion of nitrate to nitrite by the action of Gram
negative bacteria in the urine. In an acidic medium, nitrite in the urine reacts with
p-arsanilic acid to form a diazonium compound. The diazonium compound in turn
couples with 1 N-(1 naphthyl) ethylenediamine to produce a pink color. Nitrite is not
detectable in normal urine.” The nitrite area will be positive in some cases of infection,
depending on how long the urine specimens were retained in the bladder prior to
collection. Retrieval of positive cases with the nitrite test ranges from as low as 40% in
cases where little bladder incubation occurred, to as high as approximately 80% in cases
where bladder incubation took place for at least 4 hours.

Leukocytes: This test reveals the presence of granulocyte esterases. The esterases cleave
a derivatized pyrazole amino acid ester to liberate derivatized hydroxy pyrazole. This
pyrazole then reacts with a diazonium salt to produce a beige-pink to purple color.
Normal urine specimens generally yield negative results. Trace results may be of
questionable clinical significance. When trace results occur, it is recommended to retest
using a fresh specimen from the same patient. Repeated trace and positive results are of
clinical significance.

REAGENTS AND PERFORMA

E CHARACTERI

Based on the dry weight at the time of impregnation, the concentrations given may vary
within manufacturing tolerances. The following table below indicates read times and

performance characteristics for each parameter.

Reagent %c::: Composition Description
Ascorbic Acid 30 gff—fgirc:égrﬁg&e;?;%gphenol; Detects ascorbic acid as low as
(ASC) seconds ingredients 5-10 mg/dL (0.28-0.56 mmol/L).
glucose oxidase; peroxidase;
Gl | b, [poasm o, | By g ssioves
non-reactive ingredients 2 . i
Bilirubin 30 2, 4-dichloroaniline diazonium | Detects bilirubin as low as
(BIL) seconds salt; buffer and non-reactive 0.4-1.0 mg/dL
ingredients (6.8-17 pmol/L).
Ketone 40 sodium nitroprusside; buffer Detects acetoacetic acid as low as
(KET) seconds P! 2.5-5 mg/dL (0.25-0.5 mmol/L).
bromthymol blue indicator; Determines urine specific
Specific 45 buffer and non-reactive gravity between 1.000 and
Gravity seconds ingredients; poly (methyl vinyl | 1.030. Results correlate with
ether/maleic anhydride); values obtained by refractive
SG) her/maleic anhydrid 1 btained by refracti
sodium hydroxide index method within + 0.005.
3,3”,5,5 -tetramethylbenzidine E:é%%%%gg";f%‘ﬂ’;ﬁ as low
Blood 60 (TMB); diisopropylbenzene = Loumg ey .
(BLO) seconds | dihydroperoxide; buffer and 5-10 Ery/uL in urine specimens
ydroperoxide; bu with ascorbic acid content of
non-reactive ingredients <50 me/dL.
60 methyl red sodium salt; Permits the quantitative
pH seconds bromthymol blue; non-reactive | differentiation of pH values
ingredients within the range of 5-9.
Protein 60 tetrabromophenol blue; buffer | Detects albumin as low as
(PRO) seconds | and non-reactive ingredients 7.5-15 mg/dL (0.075-0.15 g/L).
Urobilinogen 60 E;l(%lfg:’hg/nlgnl;gﬁ?g:ggﬁchydc; Detects urobilinogen as low as
(URO) seconds ingredients 0.2-1.0 mg/dL (3.5-17 umol/L).
p-arsanilic acid; Detects sodium nitrite as low as
Nitrite 60 N-(1-naphthyl) 0.05-0.1 mg/dL in urine with a
(NIT) seconds | ethylenediamine; non-reactive | low specific gravity and less
ingredients than 30 mg/dL ascorbic acid.
. derivatized pyrrole amino acid | Detects leukocytes as low as
Le(u[l‘(é)%y)tes %eéi}?dq ester; diazonium salt; buffer; 9-15 white blood cells Leu/pL in
C " | non-reactive ingredients clinical urine.

The performance characteristics of the Urinalysis Reagent Strips (Urine) have been
determined in both laboratory and clinical tests. Parameters of importance to the user are
sensitivity, specificity, accuracy and precision. Generally, this test has been developed to
be specitic for the parameters to be measured with the exceptions of the interferences
listed. Please refer to the Limitations section in this package insert.

Interpretation of visual results is dependent on several factors: the variability of color
perception, the presence or absence of inhibitory factors, and the lighting conditions when the
strip is read. Each color block on the chart corresponds to a range of analyte concentrations.
For in vitro diagnostic use only. Do not use after the expiration date.

The strip should remain in the closed canister until use.

Do not touch the reagent areas of the strip.

Discard any discolored strips that may have deteriorated.

All specimens should be considered potentially hazardous and handled in the same
manner as an infectious agent.

The used strip should be discarded according to local regulations after testing.

STORAGE AND STABILITY

Store as packaged in the closed canister either at room temperature or refrigerated
(2-30°C). Keep out of direct sunlight. The strip is stable through the expiration date
printed on the canister label. Do not remove the desiccant. Remove only enough strips
for immediate use. Replace cap immediately and tightly. DO NOT FREEZE. Do not
use beyond the expiration date.

Note: Once the canister has been opened, the remaining strips are stable for up
to 3 months. Stability may be reduced in high humidity conditions.

SPECIMEN COLLECTION AND PREPARATION

A urine specimen must be collected in a clean and dry container and tested as soon as
possible. Do not centrifuge. The use of urine preservatives is not recommended. If
testing cannot be done within an hour after voiding, refrigerate the specimen
immediately and let it return to room temperature before testing.

Prolonged storage of unpreserved urine at room temperature may result in microbial
proliferation with resultant changes in pH. A shift to alkaline pH may cause false
positive results with the protein test area. Urine containing glucose may decrease in pH
as organisms metabolize the glucose.

Contamination of the urine specimen with skin cleansers containing chlorhexidine may
affect protein (and to a lesser extent, specific gravity and bilirubin) test results.

MATERIALS
[Materials Provided

o Package insert

Materials Required But Not Provide

e Specimen collection container e Timer

Allow the strip, urine specimen, and/or controls to reach room temperature

(15 30°C) prior to testing.

. Remove the strip from the closed canister and use it as soon as possible. Immediately
close the canister tightly after removing the required number of strip(s). Completely
immerse the reagent areas of the strip in fresh, well-mixed urine and immediately
remove the strip to avoid dissolving the reagents. See illustration 1 below.

. While removing the strip from the urine, run the edge of the strip against the rim of
the urine container to remove excess urine. Hold the strip in a horizontal position
and bring the edge of the strip into contact with an absorbent material (e.g. a paper
towel) to avoid mixing chemicals from adjacent reagent areas and/or soiling hands
with urine. See illustration 2 below.

. Compare the reagent areas to the corresponding color blocks on the canister label at
the specified times. Hold the strip close to the color blocks and match carefully. See
illustration 3 below.

Note: Results may be read up to 2 minutes after the specified times.

e Strips

N

w

INTERPRETATION OF RESULTS

Results are obtained by direct comparison of the color blocks printed on the canister
label. The color blocks represent nominal values; actual values will vary close to the
nominal values. In the event of unexpected or questionable results, the following steps
are recommended: confirm that the strips have been tested within the expiration date
printed on the canister label, compare results with known positive and negative controls
and repeat the test using a new strip. If the problem persists, discontinue using the strip
immediately and contact your local distributor.

QUALITY CONTROL

For best results, performance of reagent strips should be confirmed by testing known
positive and negative specimens/controls whenever a new test is performed, or whenever
a new canister is first opened. Each laboratory should establish its own goals for
adequate standards of performance.

LIMITATIONS

Note: The Urinalysis Reagent Strips (Urine) may be affected by substances that cause
abnormal urine color such as drugs contammg azo dyes (e., & Pyridium”, Azo Gantrisin®,
Azo Gantanol™), nitrofurantoin (Microdantin”, Furadantin®™), and riboflavin.® The color
development on the test pad may be masked or a color reaction may be produced that
could be interpreted as false results.

Ascorbic acid: No interference is known.

Glucose: The reagent area does not react with lactose, galactose, fructose or other
metabolic substances, nor with reducing metabolites of drugs (e.g. salicylates and
nalidixic acid). Sensitivity may be decreased in specimens with high specific gravity
(>1.025) and with ascorbic acid concentrations of > 25 mg/dL. High ketone levels
> 100 mg/dL may cause false negative results for specimens containing a small amount
of glucose (50-100 mg/dL).

Bilirubin: Bilirubin is absent in normal urine, so any positive result, including a trace
positive, indicates an underlying pathological condition and requires further
investigation. Reactions may occur with urine containing large doses of chlorpromazine
or rifampen that might be mistaken for positive bilirubin.” The presence of
bilirubin-derived bile pigments may mask the bilirubin reaction. This phenomenon is
characterized by color development on the test patch that does not correlate with the
colors on the color chart. Large concentrations of ascorbic acid may decrease sensitivity.
Ketone: The test does not react with acetone or B-hydroxybutyrate.® Urine specimens of
high pigment, and other substances containing sulfhydryl groups may occasionally give
reactions up to and including trace (+).

Specific Gravity: Ketoacidosis or protein higher than 300 mg/dL may cause elevated
results. Results are not affected by non-ionic urine components such as glucose. If the
urine has a pH of 7 or greater, add 0.005 to the specific gravity reading indicated on the
color chart.

Blood: A uniform blue color indicates the presence of myoglobin, hemoglobin or
hemolyzed erythrocytes.® Scattered or compacted blue spots indicate intact erythrocytes.
To enhance accuracy, separate color scales are provided for hemoglobin and for
erythrocytes. Positive results with this test are often seen with urine from menstruating
females. It has been reported that urine of high pH reduces sensitivity, while moderate to

high concentration of ascorbic acid may inhibit color formation. Microbial peroxidase,
associated with urinary tract infection, may cause a false positive reaction. The test is
slightly more sensitive to free hemoglobin and myoglobin than to intact erythrocytes.
pH: If the procedure is not followed and excess urine remains on the strip, a
phenomenon known as “runover” may occur, in which the acid buffer from the protein
reagent will run onto the pH area, causing the pH result to appear artificially low. pH
readings are not affected by variations in urinary buffer concentration.

Protein: Any green color indicates the presence of protein in the urine. This test is
highly sensitive for albumin, and less sensitive to hemoglobin, globulin and
mucoprotein.® A negative result does not rule out the presence of these other proteins.
False positive results may be obtained with highly buffered or alkaline urine.
Contamination of urine specimens with quaternary ammonium compounds or skin
cleansers containing chlorhexidine may produce false positive results." The urine
specimens with high specific gravity may give false negative results.

Urobilinogen: All results lower than 1 mg/dL urobilinogen should be interpreted as
normal. A negative result does not at any time preclude the absence of urobilinogen. The
reagent area may react with interfering substances known to react with Ehrlich’s reagent,
such as p-aminosalicylic acid and sulfonamides.” False negative results may be obtained
if formalin is present. The test cannot be used to detect porphobilinogen.

Nitrite: The test is specific for nitrite and will not react with any other substance
normally excreted in urine. Any degree of uniform pink to red color should be
interpreted as a positive result, suggesting the presence of nitrite. Color intensity is not
proportional to the number of bacteria present in the urine specimen. Pink spots or pink
edges should not be interpreted as a positive result. Comparing the reacted reagent area
on a white background may aid in the detection of low nitrite levels, which might
otherwise be missed. Ascorbic acid above 30 mg/dL may cause false negatives in urine
containing less than 0.05 mg/dL nitrite ions. The sensitivity of this test is reduced for
urine specimens with highly buffered alkaline urine or with high specific gravity. A
negative result does not at any time preclude the possibility of bacteruria. Negative
results may occur in urinary tract infections from organisms that do not contain
reductase to convert nitrate to nitrite; when urine has not been retained in the bladder for
a sufficient length of time (at least 4 hours) for reduction of nitrate to nitrite to occur;
when receiving antibiotic therapy or when dietary nitrate is absent.

Leukocytes: The result should be read between 60-120 seconds to allow for complete
color development. The intensity of the color that develops is proportional to the number
of leukocytes present in the urine specimen. High specific gravity or elevated glucose
concentrations (> 2,000 mg/dL) may cause test results to be artificially low. The
presence of cephalexin, cephalothin, or high concentrations of oxalic acid may also
cause test results to be artificially low. Tetracycline may cause decreased reactivity, and
high levels of the drug may cause a false negative reaction. High urinary protein may
diminish the intensity of the reaction color. This test will not react with erythrocytes or
bacteria common in urine.
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Liquid Urine Control

M ] ] ®
'SS'O" Package Insert
REF U021-011
P‘ REF U021-021 English
REF U021-031
For validating visual and analyzer reading of urinalysis.
For in vitro diagnostic use only.

INTENDED USE

The Liquid Urine Control is intended for use in validating the visual and analyzer reading of urinalysis. The results should be compared to the expected
results listed below to ensure the consistent performance of Mission® and Mission® Expert Urinalysis Reagent Strips and Urine Analyzers. The Liquid
Urine Control is available in two levels and is ready to use for monitoring routine urinalysis.

PRECAUTIONS
For in vitro diagnostic use only. Do not use after the expiration date.
All materials should be considered potentially hazardous and handled in the same manner as an infectious agent.
Discard if there is excessive turbidity or evidence of microbial contamination.
The used materials should be discarded according to local regulations after testing.
This product is not intended for use as a standard.
The use of quality control materials is an important part of good laboratory practices. Quality control materials are an objective method of assessing
techniques or practices in use.

REAGENTS
The product is a liquid stable control prepared from simulated human urine with added chemicals, constituents of animal origin, preservatives and
stabilizers. The control does not include human resource materials. Various pure chemicals are used to adjust each analyte level.
STORAGE AND STABILITY

o Store and ship at 2-8°C (35-46°T"). Do not freeze.
e Controls are stable until the expiration date printed on the bottle label when stored at 2-8°C (35-46°F).
o All analytes are stable for 20 days at 2-30°C (35-86°F) once opened and stored with the cap on tightly.

MATERIALS

Materials Provided

e Liquid Urine Control Level 1 and/or Level 2 o Package Insert

Materials Required But Not Provided|

o Strips o Timer

DIRECTIONS FOR USE

Allow all test materials to reach room temperature (15-30°C) prior to testing.

1. Invert the urine control bottle 3 times to ensure reproducible results, then remove the cap. While holding the urinalysis reagent strip, invert the urine
control bottle and gently squeeze the urine control bottle to dispense the urine control. Ensure each reagent area on urinalysis reagent strip is
completely saturated with urine control. See illustration 1 below.

Note:
« Do not touch the tip of the urine control bottle to the reagent areas on the urinalysis reagent strip to avoid contamination.
« Dispense the remaining hanging drop of urine control before turning the urine control bottle upright.
Dispose of the hanging drop of urine control to avoid contaminating the unused control with reagents from the urinalysis reagent strip.

2. Hold the strip in a horizontal position and bring the edge of the strip into contact with an absorbent material (e.g. a paper towel) to avoid mixing
chemicals from adjacent reagent areas and/or soiling hands with the urine control. See illustration 2 below.
3. Compare the reagent areas to the corresponding color blocks on the canister label at the specified times. Hold the strip close to the color blocks and
match carefully. See illustration 3 below.
Note:
e Results may be read up to 2 minutes after the specified times.
o Results may also be read using the Mission®and Mission® Expert Urine Analyzers. Refer to the Instruction Manual for details.
4. Clean the dropper tip, and immediately replace the cap tightly.

o L]

%“““&% N

EXPECTED VALUES
The expected values listed on the following page should only be used for the specific lots printed. Expected values were obtained from replicate analysis.
The urine control and urinalysis reagent strip lots can create slight differences in expected results. Different laboratory methods, instruments and
reagents can create variations between laboratories and variations over time. Use the results provided as reference only. It is recommended that each
laboratory establish its own parameters of precision.
Note: The color reactions of Urobilinogen and Bilirubin reagent areas on the urinalysis reagent strips may produce colors that are atypical when visually
compared to the color blocks on the color chart.

LIMITATIONS
The Mission® Liquid Urine Control can only be used with Mission® and Mission® Expert Urinalysis Reagent Strips and Urine Analyzers. Ensure
reproducible results by inverting the urine control bottle 3 times before each use. Interpretation of visual results depends on several factors: the
variability of color perception, the presence or absence of inhibitory factors, and the lighting conditions when the strip is read. Each color block on the
color chart does not correspond to a specific concentration, but it does correspond to a range of analyte concentrations.

Index of Symbols

Attention, see .
D:ﬂ instructions for use ;; Tests per kit N Manufacturer

For in vitro Authorized
diagnostic use only g Use by [Ec [ree] Representative

§ jﬂf m gfgzzbetween LOT Lot Number REF  [Catalog #
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Add: No.9 Bofu Road, Luhe District, Nanjing, 211505, China
Tel: 86-25-68568508 Email: overseas@geteincom.cn Web: www.bio-GP.com.cn

Document No.: GP-GMSQ-2024121101

Letter of Authorization

To whom it may concern,

We, Getein Biotech, Inc. (No0.9 BoFu Road, Luhe District, Nanjing, 211505, China), hereby authorize
Sanmedico SRL (Address: Republic of Moldova, Chisinau, MD-2059, Petricani street, 88/1, office
10) as our official and non-exclusive distributor for registration, promoting, selling, distributing and
providing after-sale services of under-mentioned product in the territory of Moldova only:

FIA8000 Quantitative Immunoassay Analyzer and Reagents

Getein1100 Immunofluorescence Quantitative Analyzer and Reagents

Getein1160 Immunofluorescence Quantitative Analyzer and Reagents

Getein 1600 Immunofluorescence Quantitative Analyzer and Reagents

Sanmedico SRL will comply with the laws and regulations of the countries and regions where they
are located in and where they are selling mentioned product.

Sanmedico SRL will carry out marketing efforts to fulfill service and maintenance for above
mentioned products and will provide with users benefits of having a local stock of above mentioned
products and on time delivery with every order, supported by a local service in local language.

This authorization starts from Jan 1, 2025and will be valid to December 31 2025.

Getein Biotech, Inc. has the right to terminate the authorization before validity and will inform
Sanmedico SRL with 10 days in advance.

CogN Bl AR

Name:

G B A48 bOIECH, | NC.
G Thos
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Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

This is to certify that:  Getein Biotech, Inc.

No.9 Bofu Road
Luhe District
Nanjing
Jiangsu
211505

China

Holds Certificate No: MD 728432
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fg: 211505

and operates a Quality Management System which complies with the requirements of ISO 13485:2016 for the

following scope:

Please see scope page.

For and on behalf of BSI:

CMM \\u\)swiér

Graeme Tunbridge, Senior Vice President Medical Devices

Original Registration Date: 2020-05-29
Latest Revision Date: 2023-04-26
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Effective Date: 2023-07-26
Expiry Date: 2026-07-25

Page: 1 of 3

..making excellence a habit”

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.

An electronic certificate can be authenticated online.

Printed copies can be validated at www.bsi-global.com/ClientDirectory or telephone +86 10 8507 3000.

Information and Contact: BSI, John M. Keynesplein 9, 1066 EP Amsterdam The Netherlands. Tel: +31 (0) 20 3460 780
BSI Group The Netherlands B.V., registered in the Netherlands under number 33264284, at John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands

A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+728432&ReIssueDate=26%2f04%2f2023&Template=cnen

Certificate No: MD 728432

Registered Scope:

Design & Development, Manufacture and Distribution of Chemiluminescence Immunoassay, Biochemistry
Assay, Point of Care Assay (including Colloidal Gold Assay, Immunofluorescence Assay, Dry Chemistry
Assay), PCR Assay and Colloidal Gold self-testing Assay to detect infectious disease. Design &
Development, Manufacture and Distribution of Analyzers in use of Chemiluminescence Immunoassay,
Biochemistry Assay, Point of Care Assay (including Colloidal Gold Assay, Immunofluorescence Assay, Dry
Chemistry Assay), PCR Assay to detect infectious disease, Immunofluorescence self-testing Assay to detect
dyslipidemia disease, Blood Coagulation Assay to detect thrombotic disease.
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Original Registration Date: 2020-05-29 Effective Date: 2023-07-26
Latest Revision Date: 2023-04-26 Expiry Date: 2026-07-25
Page: 2 of 3

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsi-global.com/ClientDirectory or telephone +86 10 8507 3000.

Information and Contact: BSI, John M. Keynesplein 9, 1066 EP Amsterdam The Netherlands. Tel: +31 (0) 20 3460 780
BSI Group The Netherlands B.V., registered in the Netherlands under number 33264284, at John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands

A Member of the BSI Group of Companies.
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Certificate No: MD 728432

Location

Registered Activities

Getein Biotech, Inc.
No.9 Bofu Road
Luhe District
Nanjing

Jiangsu

211505

China
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Migw: 211505

Design & Development, Manufacture and Distribution of
Chemiluminescence Immunoassay, Biochemistry Assay, Point
of Care Assay (including Colloidal Gold Assay,
Immunofluorescence Assay, Dry Chemistry Assay), PCR Assay
and Colloidal Gold self-testing Assay to detect infectious
disease. Design & Development, Manufacture and
Distribution of Analyzers in use of Chemiluminescence
Immunoassay, Biochemistry Assay, Point of Care Assay
(including Colloidal Gold Assay, Immunofluorescence Assay,
Dry Chemistry Assay), PCR Assay to detect infectious disease,
Immunofluorescence self-testing Assay to detect dyslipidemia
disease, Blood Coagulation Assay to detect thrombotic
disease.
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Getein Biotech, Inc.
No. 6 KeFeng Road
Jiangbei New District
Nanjing

Jiangsu

211505

China
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H
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ME%: 211505

Original Registration Date: 2020-05-29
Latest Revision Date: 2023-04-26

Manufacture of Chemiluminescence Immunoassay,
Biochemistry Assay, Point of Care Assay (including Colloidal
Gold Assay, Immunofluorescence Assay, Dry Chemistry
Assay), Colloidal Gold self-testing Assay to detect infectious
disease. Manufacture of Analyzers in use of
Chemiluminescence Immunoassay, Biochemistry Assay, Point
of Care Assay (including Colloidal Gold Assay,
Immunofluorescence Assay, Dry Chemistry Assay), PCR Assay
to detect infectious disease, Immunofluorescence self-testing
Assay to detect dyslipidemia disease, Blood Coagulation
Assay to detect thrombotic disease.
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Effective Date: 2023-07-26
Expiry Date: 2026-07-25

Page: 3 of 3

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.

An electronic certificate can be authenticated online.

Printed copies can be validated at www.bsi-global.com/ClientDirectory or telephone +86 10 8507 3000.

Information and Contact: BSI, John M. Keynesplein 9, 1066 EP Amsterdam The Netherlands. Tel: +31 (0) 20 3460 780
BSI Group The Netherlands B.V., registered in the Netherlands under number 33264284, at John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands

A Member of the BSI Group of Companies.
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etein 1100

Immunofluorescence Quantitative Analyzer

®

HIGHLY EFFICIENT & ACCURATE

Advanced fluorescence immunoassay

Multiple quality control

OPERATION MODES

Sample Transfer Test Card Insert

Outside Mode (Mass samples rapid test mode)

Sample Transfer Timing the Reaction Manually

REAL-TIME AND RAPID TEST

One-step test
3-15 min/test

5 sec/test for multiple tests

Click “Start” Icon Result Show and Print

Click “Start” Icon Result Show and Print
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CONVENIENT OPERATION USER-FRIENDLY INTERFACE

RFID card calibration Android system

Keyboard and mouse connectivity through USB port 7-inch touch screen

Handwriting input available

Continuous test for 3 hours with optional lithium battery

© 7-inch Touch Screen © Test Card Slot © USB Slot
© SD Card Recognition Zone © SD Card Slot © Built-in Thermal Printer



PORTABLE DESIGN LARGE MEMORY

Small in size: 261*241*115 mm Up to 10, 000 results storage capacity

Light in weight: 2.0 kg

TECHNICAL PARAMETERS
Methodology Immunofluorescence Screen 7-inch touch screen

Result Quantitative Power Supply 100-240 V ~ 50 Hz/60 Hz, 60 VA
WB, Plasma, Serum, Urine, Stool Temperature: 10-35°C
Sample Type ’ o g 2
Nasa! SWab, Sa!lva! Capi“ary biOOd Worki ng Environ ment Relative hum!dlty = T70%

. Air pressure 70.0 ~ 106.0 kpa
Storage Capacity 10, 000 data
Language English/Chinese/Spanish/Portuguese

Dimensions 261 mm+241 mm=*115 mm (D*W+H)

Weight 2.0 kg



TEST ITEMS

Cat. # TEST ITEMS QUALIFICATION

" TIME

Cardiac Markers

IF1001 cTnl Myocardial infarction 0.10 ng/mL S/P/WEB 0.10-50.00 ng/mL 100 pL 10 min NMPA  CE
IF1098 TnT Myocardial infarction 14.0 pg/mL S/P/WB 10.0-10000.0 pg/mL 100 uL 15 min NMPA  CE
IF1089 BNP Heart failure 100.0 pg/mL P/WB 5.0-5000.0 pg/mL 100 pL 10 min NMPA  CE
IF1002 NT-proBNP Heart failure 300 pg/mL S/P/WB 100-35000 pg/mL 100 pL 10 min NMPA CE
. Heart failure/acute myocardial NT-proBNP: 185 pg/mL 100-15000 pg/mL .
IFI00%  NFproBNRETH! infarction/acute coronary syndrome cTnl: 0.10 ng/mL SRWE 0.10-50.00 ng/mL 300U L NMPA  CE
dial CHK-MB: 5.00 ng/mL 2.50-80.00 ng/mL
IF1005 CK-MB/cTnl/Myo  Myocardial damage Tnl: 0.10 ng/mL S/P/WB 0.10-50.00 ng/mL  100uL  10min  NMPA CE
{infarction Myo: 70.0 ng/mL 30.0-600.0 ng/mL
Myocardial damage CHK-MB: 5.00 ng/mL 2.50-80.00 ng/mL .

L Jinfarction CThl: 0.10 ng/mL S/rE 0.10-50,00 ng/mr  100KL  10min  NMPA CE
IF1014 H-FABP Myecardial damage 6.36 ng/mL S/P/WB 1.00-120.00 ng/mL 100 L 3min NMPA CE
diald CK-MB: 5.00 ng/mL 2.50-80.00 ng/mL
IF1016 CK-MB/cTnl/H-FABP ”.'Y?"’r, lal damage €Tnl: 0.10 ng/mL S/P/WE 0.10-50.00 ng/mL  100uL  10min  NMPA CE

finfarction H-FABP; 6.36 ng/mL 2.00-100.00 ng/mL
IF1018 CK-MB Myocardial injury 5.00 ng/mL S/P/WB 2.50-80.00 ng/mL 100 puL 10 min NMPA  CE
WIFLOS? ST2 AMI and chronic heart failure  35.0 ng/mL S/P/WB 3.0-200.0 ng/mL 100 uL 15 min Ce
Coagulation Marker
IF1006 D-Dimer Venous thromboembolism 0.50 mg/L P/WE 0.10-10.00 mg/L 100 pL 10 min NMPA  CE
Inflammation
Cardiovascular inflammation 3.0 mg/L S/P/WE/ ;
il heCCREACRE [normal inflammation 10.0 mg/L Fingertip blood 05-200.0mgjl- 105 Sin NMES €€
IF1007 PCT Sepsis, bacterial infection 0.10 ng/mL S/P/WB 0.05-50.00 ng/mL 100 uL 15 min NMPA  CE
2 sy . PCT: 0.10 ng/mL 0.10-50.00 ng/mL ;
IF1015 PCT/CRP Sepsis, bacterial infection CRP: 3.0 mg/L S/P/WB 0.5-200.0 mg/L 20 UL 15 min NMPA  CE
IF1044 SAA Bacterial/Virus infection  10.0 mg/L S/P/WB/ 5.02000mg/lL  10uL  Smin  NMPA C€E
NRE, Fingertip blood : Gt
Neonatal sepsis, SAA: 10.0 mg/L S/PWB/ 5.0-200.0 mg/L ;
IF1090 SANCHE Bacterialjvirusinfection  CRP: 10.0 mg/L Peripheral blood  0.5200.0mg/L  0WL  Smin NMPA (€
IF1088 IL-6 Acute inflammation 7.0 pg/mL S/P/WB/ 1.5-4000.0 pg/mL 40 uL 15 min NMPA  CE
P8 Peripheral blood ™ -V P8
Cardiovascular disease, ;
IF1096 hs-CRP eiia riEraat e Refer to user manual S/P 0.5-200.0 mg/L 100 uL 3min NMPA  CE
WIFllaB Calprotectin Inflammatory bowel disease <50.0 pg/g Fecalspecimen  10.0-600.0ug/g  100uL  15min CE
Renal Function
Acute and chroni ;
IF1008 CysC r::af:i's‘e;se;""‘“ 0.51-1.09 mg/L S/P/WB 0.50-10.00 mg/L  10uL 3Imin NMPA CE
Diabetic nephropathy, ; v
IF1009 mAlb hypertensive nephropathy 20.0 mg/L Urine 10.0-200.0 mg/L 100 uL 3Amin NMPA  CE
A A Serum: 200.0 ng/mL 5 =
IF1010 NGAL Acute kidney injury Urine: 100.0 ng/mL 5/Urine 50.0-5000.0 ng/mL  104L 10 min NMPA  CE
Acute and chronic :
IF1011 B;-MG kidney diseases/tumours 0.80-3.00 mg/L 5/P/WB 0.50-20.00 mg/L 10ukb 3min NMPA  CE
Diabetes Mellitus
NGSP NMPA
IF1017 HbAlc Diabetes mellitus 3.80%-5.80% WEB 2.00%-14.00% 10 uL 5min IFCC  C€
Metabolic Marker
s Osteomalacia, 5 S/P/WB/ 2 ,
IF1031 25-0H-VD osteoparosis 30.00-50.00 ng/mL Capillary blood 8.00-70.00 ng/mL 20 uk 20 min NMPA  CE
. : Male: 14-70 ng/mL :
WIFII]I Osteocalcin Osteoporosis Female:11-48 ng/mL 5/P/WB 1.5-300.0 ng/mL 100 pL 15 min CE
Thyroid Function
IF1024 TSH Thyroid malfunction 0.27-4.20 ulu/mL S/P 0.10-50.00 plUf/mL 100 uL 15 min NMPA  CE
Hyperthyroidism, i
IF1022 T3 hgggthyﬁg?éi:nm 1.30-3.10 nmol/L s/P 0.30-10.00 nmol/L  100pL  15min  NMPA CE€
Hyperthyroidism, . , .
IF1023 T4 hypothyroidism 59.00-154.,00 nmol/L 5/P 5.40-320.00 nmol/L 100 uL 15 min NMPA  CE
Hyperthyroidism, i i
IF1067 T3 hypothyroidism 3.10-6.80 pmol/L S/P/WB 0.60-50.00 pmol/L  100uL  15min NMPA CE
IF1068 T4 Hyperthyroldism, 12.00-22.00 pmol/L S/P/WB 0.30-100.00 pmol/L 100Ul 15min  NMPA CE

hypothyroidism



Cat. # TEST ITEMS DISEASES

QUALIFICATION

CUT-OFF SAMPLE MEASURING SAMPLE REACTION
VALUE TYPES E VOLUME  TIME

Reproduction/Fertility
IF1013 HCG+B Fertility 5.1 miUfmL S/P 5.0-100000.0 mIU/mL 100 pL 10 min NMPA  CE
IF1055 LH PCOS, infertility evaluation  Refer to User Manual 5/P 0.20-150.00 miU/mL 100 pL 15 min NMPA  CE
PCOS, infertility evaluation

IF1056 FSH and sitiitary alsorders Refer to User Manual S/P 0.20-150.00 miU/mL 100l 15min NMPA CE

IF1066 AMH E;f:g;igﬁ;f:ﬂmf;m”cﬁ“”’ Refer to User Manual s/p 0.10-20.00ng/mL  100pL  15min NMPA CE

IF1048 PRL Infertility, gonadal disorders  Refer to User Manual S/P 0.50-200.00 ng/mL 100 pL 15 min NMPA  CE

IF1071 Prog Infertility, evaluation of ovulation  Refer to User Manual 5/P 0.10-40.00 ng/mL 100 uL 15 min Ce
@F1073  Testosterone ::‘;{;%Tﬂ;?::ﬂﬂgm* ’F"':r:falt?gffj ?g{} ’;,Lml_ S/P 0.10-16.00 ng/mL 100Ul 15min e
WIFIBS Estradiol Ovarian function Refer to User Manual S/P 40.0-4800.0 pg/mL 100 pL 15 min €3

Tumor Markers

IF1053 tPSA Prostate cancer 4.00 ng/mL S/P 0.40-100.00 ng/mL 100 uL 15 min NMPA

IF1072 fPSA Prostate cancer 1.00 ng/mL S/P 0.03-30.00 ng/mL 100 pL 10 min NMPA

IF1050 AFP :;'\f’:rrlgjgf‘lsif‘c?;:';fc 7.0 ng/mL s/p 2.0-500.0 ng/mL  100pL 15 min NMPA  CE

IF1051 CEA E;‘gf;;ﬁi:‘r‘zm 4.7 ngfmL s/P 2.0-500.0 ng/mL  100pL  15min NMPA  CE
Wmo?g CA125 Ovarian cancer 35.0 U/mL S/P/WB 2-500.0 U/mL 100l 15min CE
W| F1080 CA19-9 Pancreatic cancer 27.0 UfmL S/P/WB 2-1000.0 U/mL 100Ul 15min CE
W|F1081 CA15-3 Breast cancer 26.2 U/mL S/P/WB 1.5-300.0U/mL  100pL  15min CE

Infectious Disease

IF1057 Anti-HCV Hepatitis C 1.00 5/CO S/P 1.00-20.005/c0  100pL  15min

IF1058 Anti-TP Syphilis 1.00 5/cO S/P 1.00-50.005/C0  100pL  15min 3

IF1059 Anti-HIV AIDS 1.005/CO S/P 1.00-1000.005/CO  100pL  15min

IF1064 HBsAg Hepatitis B 1.00 IU/mL s/p 1.00-100,00 IUfmL  100uL  15min

IF1063 Anti-HBs Hepatitis B 10.00 mil/mL S/P/WB 10.00-1000.00 mIU/mL 1004l 15min

IF1091 SARS-CoV-2 Antigen COVID-19 1.00col Nasal swab 100pL  15min CE

IF1047 H. pylori H. pylori infection 5.0 ng/mL Stool 1.0-2000ng/mL  10-50mg 10 min CE

IF1086 Influenza A/B Respiratory viral infection 1.00COIl Nasal swab 100 pL 15 min CeE

IF1136  DengueNS1Ag  Dengue virus infection 1.005/cO S/P/WB 1.00-50.005/CO  100uL  15min Cce

Specific Protein and Rheumatism

IF1075 RF Rheumatoid arthritis 15.9 IU/mL S/P/WB 10.0-640.0 IU/mL  10puL 10 min NMPA  CE

Rheumatic fever, acute
IF1076 ASO glomerulonephritis, group  408.0 1U/mL S/P/WB 60.0-1370.0 IU/mL 10 pL 10 min NMPA  CE
A streptococcal infection

IF1029 Anti-CCP Rheumatoid arthritis 25.0 UfmL S/P/WB 10.0-400.0 U/mL 10 puL 15 min ce

Others

IF1077 Ferritin Anemia/tumors ;f‘:affgﬂ‘gcﬁggﬁﬁ r;LmL S/P 0.50-1000.00ng/mL  10uL  15min  NMPA CE

IF1069 Total IgE Allergic disorders Refer to User Manual S/P/WB 1.00-2000.00 lU/mL  100pL  15min CE
@irosz  poipou  Acegaris  pemongmL | gp  FSHLOHESNML ou  1smn ce

IF1110 Cortisol Adrenal cortex function Refer to User Manual S/P 11-1655 nmol/L 100 pL 15 min CE

Coming soon: VB12, Folate...
& 7 Getein Biotech, Inc. QL?-:? .ﬁ IFCC

Add.: No.9 Bofu Road, Luhe District, Nanjing, 211505, China
Tel.: +86-25-68568508/68568594

Fax: +86-25-68568500

E-mail: overseas@getein.com.cn; marketing@getein.com.cn
Web.: www.getein.com
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i EC Declaration of Conformity
| according to Directive 98/79/EC, on in vitro diagnostic medical devices
“gﬁt | T |
-l Ref. N0.:20220513-A05 )
B : 152
‘ﬁ | Manufacturer Getein Biotech, Inc. : fﬁ‘
e | (Name, Address) No. 9 Bofu Road, Luhe District, Nanjing, 211505, China ;;,
el | il
AR P
Sﬁi [ 1 Authorized CMC Medical Devices & Drugs S.L. : .?ﬁz;
; Representative Add: C/ Horacio Lengo N° 18, CP 29006, Malaga, Spain gt
g (Name, Address) i
|4 i;i_-} [ ;*'ftz'i
%*; f tm’f:
(£33 , }ﬁ?
b No. Product Name | %]
|shis | [5258]
:sg’. 1 Getein 1100 Immunofluorescence Quantitative Analyzer ; @:
[ehre | |o4vs
o 2 Cardiac Troponin I Fast Test Kit (Immunofluorescence Assay) :si‘;
¥ o
';g-' 3 NT-proBNP Fast Test Kit (Immunofluorescence Assay) | 1552
e’ [ fae? |
% 4 hs-CRP+CRP Fast Test Kit (Immunofluorescence Assay) g ;§:
_:3“; a5 NT-proBNP/cTnl Fast Test Kit (Immunofluorescence Assay) ;ﬁ;
s 6 CK-MB/cTnl/Myo Fast Test Kit (Immunofluorescence Assay) | tg’
:'é: 7 D-Dimer Fast Test Kit (Immunofluorescence Assay) . fé:
ey | |48
o 8 PCT Fast Test Kit (Immunofluorescence Assay) g
[ty | bame? |
}ﬁs 9 CysC Fast Test Kit (Immunofluorescence Assay) ;%:;:.'_
3;;: 10 mAlb Fast Test Kit (Immunofluorescence Assay) s
3?*5 : 11 NGAL Fast Test Kit (Immunofluorescence Assay)
C-l_‘_l»; | .
:ﬁ: l Madicildevice 12 B2-MG Fast Test Kit (Immunofluorescence Assay)
o j 13 CK-MB/cTnl Fast Test Kit (Immunofluorescence Assay)
[ : ;
s || 14 HCG+p Fast Test Kit (Immunofluorescence Assay) |
;ﬁ; | i| 15 H-FABP Fast Test Kit (Immunofluorescence Assay) .
:@:l ‘| 16 PCT/CRP Fast Test Kit (Immunofluorescence Assay) |8 ‘
e | I el
- 17 CK-MB/cTnl/H-FABP Fast Test Kit (Immunofluorescence Assay) i -ég,;f
b L 18 HbA Ic Fast Test Kit (Immunofluorescence Assay) f;':
’ﬁil 1| 19 NT-proBNP/NGAL Fast Test Kit (Immunofluorescence Assay) ; ;:‘;:
}?.:;-;-; | ]I 20 CK-MB Fast Test Kit (Immunofluorescence Assay) , ,;?f;
| 1
Eﬁf', || 21 hs-cTnl Fast Test Kit (Immunofluorescence Assay) ; ;z;
: :ln : | 22 T3 Fast Test Kit (Immunofluorescence Assay) :;,;
; I, el 23 T4 Fast Test Kit (Immunofluorescence Assay) 22
24 TSH Fast Test Kit (Immunofluorescence Assay)

Scr Fast Test Kit (Immunofluorescence Assay)
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PLGF Fast Test Kit (Immunofluorescence Assay)
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HCY Fast Test Kit (Immunofluorescence Assay)
Anti-CCP Fast Test Kit (Immunofluorescence Assay)
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25-OH-VD Fast Test Kit (Immunofluorescence Assay)
Lp-PLA2 Fast Test Kit (Immunofluorescence Assay)

FOB Fast Test Kit (Immunofluorescence Assay) | oA
;&’ 32 SAA Fast Test Kit (Immunofluorescence Assay) [iad
‘:;‘;f . ' 33 H. pylori Fast Test Kit (Immunofluorescence Assay) : iz:-
.:ﬁs l 34 PRL Fast Test Kit (Immunofluorescence Assay) ;ﬁ.:
:%5 | ; 35 Transferrin Fast Test Kit (Immunofluorescence Assay) ; ::?;:;
::;: ' ; 36 Insulin Fast Test Kit (Immunofluorescence Assay) :*:
':é’: E 37 PG | /PG Il Fast Test Kit (Immunofluorescence Assay) 'Eg
::;':; E 38 LH Fast Test Kit (Immunofluorescence Assay) §;'::'
.:ﬁ:. '. 39 FSH Fast Test Kit (Immunofluorescence Assay) i ,-:,::;f
:ﬁ.: [ 40 Anti-TP Fast Test Kit (Immunofluorescence Assay) t Eg:
::;E ' 41 AFP/CEA Fast Test Kit (Immunofluorescence Assay) _ %::
Egi 42 AMH Fast Test Kit (Immunofluorescence Assay) fle
':;';:’ 43 fT3 Fast Test Kit (Immunofluorescence Assay) %;R*E'
%;’ 44 fT4 Fast Test Kit (Immunofluorescence Assay) :ﬁ:.
i:f:: 45 Total IgE Fast Test Kit (Immunofluorescence Assay) ;%
\:;: 46 Vit-B12 Fast Test Kit (Immunofluorescence Assay) . EgE
;a': 47 Prog Fast Test Kit (Immunofluorescence Assay) f%':
g;; 48 Testosterone Fast Test Kit (Immunofluorescence Assay) : %;;é’
?‘-_«.s‘- 49 E2 Fast Test Kit (Immunofluorescence Assay) :ﬁ}
‘:".: 50 RF Fast Test Kit (Immunofluorescence Assay) Ei:;
gﬁ 51 ASO Fast Test Kit (Immunofluorescence Assay) ' Egz
;;és | " 52 Ferritin Fast Test Kit (Immunofluorescence Assay) . T'éf
':2;;': || 53 ST2 Fast Test Kit (Immunofluorescence Assay) l;"'. .
‘?,3, ' | 54 CA125 Fast Test Kit (Immunofluorescence Assay) L@
'«;‘fl 55 CA19-9 Fast Test Kit (Immunofluorescence Assay) A
:ﬁ’ [ 56 CA15-3 Fast Test Kit (Immunofluorescence Assay)
;;E -_ ] 57 RSV/Influenza A/B Fast Test Kit (Immunofluorescence Assay)
:;f 58 Influenza A/B Fast Test Kit (Immunofluorescence Assay) 3} _
'gi? ] 59 RSV Fast Test Kit (Immunofluorescence Assay) '"T' ol
.-f':’zg 60 IL-6 Fast Test Kit (Immunofluorescence Assay) ::?’;;;
E‘?&;i | 61 BNP Fast Test Kit (Immunofluorescence Assay) , ;§;
Eﬁz' u 62 SAA/CRP Fast Test Kit (Immunofluorescence Assay) Ei:i
l : 63 Folate acid Fast Test Kit (Immunofluorescence Assay) :

64 hs-CRP Fast Test Kit (Immunofluorescence Assay)

65 TnT Fast Test Kit (Immunofluorescence Assay)

66 PCT/IL-6 Fast Test Kit (Immunofluorescence Assay)
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. 67 HBP Fast Test Kit (Immunofluorescence Assay)

_"_ . : 68 S100-B Fast Test Kit (Immunofluorescence Assay) 4|

X 69 CK-MB/hs-cTnl/Myo Fast Test Kit (Immunofluorescence Assay) A o
.‘ 24D 70 Cortisol Fast Test Kit (Immunofluorescence Assay) : :
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CK-MB/cTnl/Myo
Fast Test Kit
(Immunofluorescence Assay)

INTENDED USE

Getein1100: Cat.# IF1005
Getein1600: Cat.# IF2005

CK-MB/cTnl/Myo Fast Test Kit (Immunofluorescence Assay) is
intended for in vitro quantitative determination of CK-MB/cTnl/
Myo in serum, plasma or whole blood. This test is used as an
aid in the clinical diagnosis, prognosis and evaluation of
myocardial injury such as Acute Myocardial Infarction (AMI),
Unstable Angina, Acute Myocarditis and Acute Coronary
Syndrome (ACS).

SUMMARY

Creatine kinases are dimer isozymes composed of two monomer
subunits, CK-M (for skeletal muscle derived) and CK-B (for
brain derived), which can form all three combinations of
monomers: CK-BB, CK-MM, and CK-MB. BB is found primarily
in the brain. Skeletal muscles primarily contain the MM
isoform, with trace amount of MB (around 1-4% of total CK
activity). Cardiac muscles also contain the MM isoform, but
higher amount of MB, typically around 20% of total CK activity.
CK-MB is a more sensitive marker of myocardial injury than
total CK activity, because it has a lower basal level and a much
narrower normal range. Medical literatures commonly state
that CK-MB levels are elevated in 4 to 6 hours, peak at 10 to
24 hours, and return to normal within 3 to 4 days after an acute
myocardial infarction. Classically, an increase of the myocardial-
specific enzyme CK-MB is considered as the hallmark of acute
myocardial infarction, and increased levels are frequently
interpreted by the clinician as objective evidence of myocardial
cell damage.

Troponin complex consists of three regulatory proteins: T,
which connects the troponin complex and tropomyosin (another

cardiac muscle regulatory protein); I, which prevents muscle
contraction in the absence of calcium; and C, which binds
calcium. Cardiac troponin | (MW 22.5 kDa) and the two skeletal
muscle isoforms of troponin | have considerable amino acid
sequence homology, but cTnl contains an additional N-terminal
sequence and is highly specific for myocardia.

Clinical studies have demonstrated the release of cTnl into the
blood stream within hours following acute myocardial
infarctions (AMI) or ischemic damage. Elevated levels of cTnl
are detectable in blood within 4 to 6 hours after the onset of
chest pain, reaching peak concentrations in approximately 8 to
28 hours, and remain elevated for 3 to 10 days following AMI.
Due to the high myocardial specificity and the long duration of
elevation, cTnl has become an important marker in the diagnosis
and evaluation of patients suspected of having an AMI.
Myoglobin is a small monomeric protein which serves as an
intracellular oxygen storage site. It is found in abundance in
the muscle and can get through into the blood circulation
directly when myocardial cell is damaged mildly. Therefore,
myoglobin has been advocated as a sensitive marker for early
acute myocardial injury by American College of Cardiology
Committee.

PRINCIPLE

Mixed monoclonal antibodies against human CK-MB, cTnl and
Myo are conjugated with fluorescence latex and another set of
anti-human CK-MB/cTnl/Myo monoclonal antibodies were
coated on different test lines respectively. After the sample has
been applied to the test strip, the fluorescence latex-labelled
anti-human CK-MB, cTnl and Myo monoclonal antibodies will
bind with the CK-MB, cTnl and Myo in sample respectively and
form marked antigen-antibody complexes. These complexes
move to the test card detection zone by capillary action. Then
marked antigen-antibody complexes will be captured on
different test lines by another set of monoclonal antibodies
against human CK-MB, cTnl or Myo respectively resulting in the
accumulation of fluorescence particles on the test lines. The
fluorescence intensity of each test line increases in proportion
to the amount of CK-MB, cTnl or Myo in sample.

Then insert test card into Getein1100 Immunofluorescence
Quantitative Analyzer/Getein1600 Immunofluorescence
Quantitative Analyzer (hereinafter referred to as Getein1100
and Getein1600), the concentration of CK-MB, cTnl and Myo

in sample will be measured and displayed on the screen. The
value will be stored in Getein1100/Getein1600 and available
for downloading. The result can be easily transmitted to LIS
and HIS.

CONTENTS

1. Akit for Getein1100 contains:
Getein CK-MB/cTnl/Myo test card in a sealed pouch with

AESICCANT ~wvrrrrererreremrer e 25
Disposable pipet «««««««««xwxweerrrrrr 25
Whole blood DUffer =« -« rererereremms 1
SD GArd rerrererrre e 1

2. Akit for Getein1600 contains:
Sealed cartridge with 24/48 Getein CK-MB/cTnl/Myo test cards

User manua| ........................................................ 1

Package specifications:

2x24 tests/kit, 2x48 tests/kit

Materials required for Getein1600:

Sample diluent

Box with pipette tips ‘-

MiXing plate «««+-+++erreerressssriiii 1

. Sample diluent/Whole blood buffer composition:
Phosphate buffered saline, proteins, detergent, preservative,
stabilizer.
4. Atest card consists of:

A plastic shell and a reagent strip which is composed of a
sample pad, nitrocellulose membrane (one end of the
membrane is coated with fluorescence latex-labelled anti-
human CK-MB, cTnl and Myo monoclonal antibodies, these
three lines are coated with another anti-human CK-MB,
another anti-human cTnl and another anti-human Myo
monoclonal antibody, respectively. and the control line C is
coated with rabbit anti-mouse IgG antibody), absorbent
paper and liner.

w

Note: Do not mix or interchange different batches of kits.

APPLICABLE DEVICE

Getein1100 Immunofluorescence Quantitative Analyzer

Getein1600 Immunofluorescence Quantitative Analyzer

STORAGE AND STABILITY

Store the test card at 4~30°C with a valid period of 24 months.
Use the test card for Getein1100 within 1 hour once the foil
pouch is opened.

For test card of Getein1600: if the cartridge is opened, it could
be stable within 24 hours once exposed to air. If the test cards
can't be used up at a time, please put the cartridge back to the
foil pouch and reseal along the entire edge of zip-seal. The
remaining test cards should be used up within 7 days.

Store the sample diluent/whole blood buffer at 0~30°C with a
valid period of 24 months.

Store the sample diluent/whole blood buffer at 2~8°C for better
results.

PRECAUTIONS

1. For in vitro diagnostic use only.

2. For professional use only.

3. Do not use the kit beyond the expiration date.

4. Do not use the test card if the foil pouch or the cartridge is
damaged.

5. Do not open pouches or the cartridge until ready to perform
the test.

6. Do not reuse the test card.

7. Do not reuse the pipet.

. Handle all specimens as potentially infectious. Proper

handling and disposal methods should be followed in

accordance with local regulations.

Carefully read and follow user manual to ensure proper test

performance.

[e=]

©

SPECIMEN COLLECTION AND PREPARATION

1. This test can be used for
should be used as
the anticoagulant for plasma and whole blood. Samples
should be free of hemolysis.

2. Suggest using serum or plasma for better results.

3. Serum or plasma can be used directly. For whole blood
sample, one drop of whole blood buffer must be added
before testing.

. If testing will be delayed, serum and plasma samples may

N



be stored up to 7 days at 2~8°C or stored at -20°C for 6
months before testing (whole blood sample may be stored
up to 3 days at 2~8°C).

. Refrigerated or frozen sample should reach room temperature
and be homogeneous before testing. Avoid multiple freeze-
thaw cycles.

6. Do not use heat-inactivated samples.

. SAMPLE VOLUME

(&)

~

TEST PROCEDURE

1. Collect specimens according to user manual.

2. Test card, sample and reagent should be brought to room
temperature before testing.

For Getein1100:

3. Confirm SD card lot No. in accordance with test kit lot No..
Perform “SD Card Calib” calibration when necessary (Details
refer to 8.5.2 of Getein1100 User Manual).

. On the main interface of Getein1100, press "ENT" button to
enter testing interface.

. Remove the test card from the sealed pouch immediately

before use. Label the test card with patient or control

identification.

Put the test card on a clean table, horizontally placed.

. Using sample transfer pipette, deliver of sample (or
3~4 drops of sample when using disposable pipet) into the
sample port on the test card (for whole blood sample, one
drop of whole blood buffer must be added after loading 100 pl
sample on the test card).

8. Insert the test card into Getein1100
and press "ENT" button after reaction time is elapsed. The
result will be shown on the screen and printed automatically.

For Getein1600:

9. Each cartridge for Getein1600 contains a specific RFID card
which can calibrate automatically.

10. Place samples in the designed area of the sample holder,
insert the holder and select the right test item, Getein1600
will do the testing and print the result automatically.

N
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Notes:

1. Itis required to perform “SD Card Calib” calibration when
using a new batch of kits.

2. It is suggested to calibrate once for one batch of kits for
Getein1100.

3. Make sure the test card and the sample insertion is correct
and complete.

TEST RESULTS

Getein1100/Getein1600 can scan the test card automatically
and display the result on the screen. For additional information,
please refer to the user manual of Getein1100/Getein1600.

EXPECTED VALUE

The expected normal value for CK-MB was determined by
testing samples from 500 apparently healthy individuals. The
99" percentile of the concentration for CK-MB is 5.0 ng/ml.
(The probability that value of a normal person below 5.0 ng/ml
is 99%.)

The expected normal value for cTnl was determined by testing
samples from 500 apparently healthy individuals. The 99"
percentile of the concentration for ¢cTnl is 0.1 ng/ml. (The
probability that value of a normal person below 0.1 ng/ml is
99%.)

The expected normal value for Myo was determined by testing
samples from 500 apparently healthy individuals. The 95"
percentile of the concentration for Myo is 50 ng/ml. The 97.5"
percentile of the concentration for Myo is 70 ng/ml. (According
to different Statistics method, the probability that value of a
normal person below 50 ng/ml is 95% or below 70 ng/ml is
97.5%.)

It is recommended that each laboratory establish its own
expected values for the population it serves.

PERFORMANCE CHARACTERISTICS

CK-MB cTnl Myo
; 2.5~80.0 0.1~50.0 | 30.0~600.0
Measuring Range ng/mi ng/ml ng/ml
Lower Detection Limit | 2.5 ng/ml | 0.1 ng/ml | < 30.0 ng/ml
Within-Run Precision <10%
Between-Run Precision <15%

Method Comparison:

The assay was compared with HITACHI 7600/OLYMPUS AU5400
and its matching CK-MB test kits, SIEMENS IMMULITE
1000/2000 and its matching cTnl and Myo test kits with 200

serum samples (60 positive samples and 140 negative samples).
The correlation coefficient (r) for CK-MB is 0.928, the correlation
coefficient (r) for cTnl is 0.952, the correlation coefficient (r) for
Myo is 0.938.

LIMITATIONS

N

. As with all diagnostic tests, a definitive clinical diagnosis
should not be made based on the result of a single test. The
test results should be interpreted considering all other test
results and clinical information such as clinical signs and
symptoms.

2. Samples containing interferents may influence the results.

The table below listed the maximum allowance of these

potential interferents.

Interferent Hemoglobin | Triglyceride | Bilirubin
Concentration (Max) 5g/L 10 g/L 0.2g/L
REFERENCES

1. Mauro Pantaghini; Undefined International Federation of
Clinical Chemistry and Laboratory Medicine (IFCC). Scientific
Division Committee on Standardization of Markers of Cardiac
Damage. Clin Chem Lab Med, 1998, 36:887~893.

2. Antman EM, Anbe DT, Armstrong PW, et al. ACC/AHA
guidelines for the management of patients with ST-elevation
myocardial infarction: a report of the American College of
Cardiology/American Heart Association Task Force on Practice
Guidelines (Committee to Revise the 1999 Guidelines for the
Manage 2004).

3. EN ISO 18113-1:2009 In vitro diagnostic medical devices -
Information supplied by the manufacturer (labelling) - Part
1: Terms, definitions and general requirements.

4. EN ISO 18113-2:2009 In vitro diagnostic medical devices -
Information supplied by the manufacturer (labelling) - Part
2: In vitro diagnostic reagents for professional use (ISO
18113-2:2009).

DESCRIPTION OF SYMBOLS USED

The following graphical symbols used in or found on CK-MB/
cTnl/Myo Fast Test Kit (Immunofluorescence Assay) are the

most common ones appearing on medical devices and their
packaging. They are explained in more details in the European
Standard EN 980:2008 and International Standard ISO 15223-
1:2007.

Key to symbols used

Expiration date

“ Manufacturer g

@ Do not reuse &,

Date of manufacture

EE Consult instructions | [LOT Batch code

for use

In vitro diagnostic
medical device

/ﬂ/ Temperature limitation
Authorized representative

W Sufficient for [ECIREP]| in'the European Community

Do not use if pagkage

c E CE mark @

is damage

Thank you for purchasing CK-MB/cTnl/Myo Fast Test Kit
(Immunofluorescence Assay). Please read this user manual
carefully before operating to ensure proper use.

Version: WIF09-S-02

Getein Biotech, Inc.
Add: No.9 Bofu Road, Luhe District, Nanjing, 211505, China
Tel: +86-25-68568508
Fax: +86-25-68568500
E-mail: tech@getein.com.cn
overseas@getein.com.cn
Website: www.bio-GP.com.cn
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Cardiac Troponin |
Fast Test Kit
(Immunofluorescence Assay)

INTENDED USE

C€ [ivo]

Getein1100: Cat.# IF1001
Getein1600: Cat.# IF2001

Cardiac Troponin | Fast Test Kit (Immunofluorescence Assay)
is intended for in vitro quantitative determination of Cardiac
Troponin | (cTnl) in serum, plasma or whole blood. This test is
used as an aid in the diagnosis of myocardial injury such as
Acute Myocardial Infarction (AMI), Unstable Angina, Acute
Myocarditis and Acute Coronary Syndrome (ACS).

SUMMARY

Troponin, a molecular complex that is bound to the thin
filament (actin) of striated muscle fibers, acts with intracellular
calcium to control the interaction of the thin filament with the
thick filament (myosin), thus regulating muscle contraction.
Troponin consists of three regulatory proteins: T, which connects
the troponin complex and tropomyosin (another cardiac muscle
regulatory protein); |, which prevents muscle contraction in the
absence of calcium; C, which binds calcium. Cardiac Troponin
I (MW 22.5 kDa) and the two skeletal muscle isoforms of
Troponin | have considerable amino acid sequence homology,
but cTnl contains an additional N-terminal sequence and is
highly specific for myocardium.

Clinical studies have demonstrated the release of cTnl into the
blood stream within hours following acute myocardial infarction
(AMI) or ischemic damage. Elevated levels of cTnl are detectable
in blood within 4 to 6 hours after the onset of chest pain,
reaching peak concentrations in approximately 8 to 28 hours,
and remain elevated for 3 to 10 days following AMI. Due to the
high myocardial specificity and the long duration of elevation,
cTnl has become an important marker in the diagnosis and
evaluation of patients suspected of having an AMI.

The current guideline of The Joint European Society of Cardiology/
American College of Cardiology Committee support the use of
cTnl as a preferred marker of myocardial injury. Several major
studies have shown that cTnl is also a predictor of cardiac risk
in patients with unstable angina. The American College of
Cardiology and the American Heart Association’s current

guidelines recommend using troponin results when making
treatment decisions regarding unstable angina and non-ST
segment elevation MI (NSTEMI).

PRINCIPLE

The test uses an anti-human cTnl monoclonal antibody conjugated
with fluorescence latex and another anti-human cTnl monoclonal
antibody coated on the test line. After the sample has been
applied to the test strip, the fluorescence latex-labelled anti-
human c¢Tnl monoclonal antibody binds with the cTnl in
sample and forms a marked antigen-antibody complex. This
complex moves to the test card detection zone by capillary
action. Then marked antigen-antibody complex is captured on
the test line by the anti-human cTnl monoclonal antibody. The
fluorescence intensity of the test line increases in proportion to
the amount of cTnl in sample.

Then insert test card into Getein1100 Immunofluorescence
Quantitative Analyzer/Getein1600 Immunofluorescence
Quantitative Analyzer (hereinafter referred to as Getein1100
and Getein1600), the concentration of cTnl in sample will be
measured and displayed on the screen. The value will be
stored in Getein1100/Getein1600 and available for downloading.
The result can be easily transmitted to the laboratory or hospital
information system.

CONTENTS

1. Akit for Getein1100 contains:
Getein cTnl test card in a sealed pouch with desiccant

Disposable pipet -

Whole blood buffer ««-««xwrerrereeer 1
SD CArd s+ rereerrrrrrerraratiii e 1
User manual

2. A kit for Getein1600 contains:
Sealed cartridge with 24/48 Getein cTnl test cards -+ 2
User manual «««eeeesereseresrr 1
Package specifications:
2x24 tests/kit, 2x48 tests/kit
Materials required for Getein1600:
Sample diluent
Box with pipette tips
Mixing plate --------osseereesreseereeeeeees
Sample diluent/Whole blood buffer composition:
Phosphate buffered saline, proteins, detergent, preservative,
stabilizer.
4. Atest card consists of:
A plastic shell and a reagent strip which is composed of a
sample pad, nitrocellulose membrane (one end of the
membrane is coated with a fluorescence latex-labelled anti-

@

human cTnl monoclonal antibody, the test line is coated
with another anti-human cTnl monoclonal antibody, and the
control line is coated with rabbit anti-mouse IgG antibody),
absorbent paper and liner.

Note: Do not mix or interchange different batches of kits.

APPLICABLE DEVICE

Getein1100 Immunofluorescence Quantitative Analyzer
Getein1600 Immunofluorescence Quantitative Analyzer

STORAGE AND STABILITY

Store the test card at 4~30°C with a valid period of 24 months.
Use the test card for Getein1100 within 1 hour once the foil
pouch is opened.

For test card of Getein1600: if the cartridge is opened, it could
be stable within 24 hours once exposed to air. If the test cards
can't be used up at a time, please put the cartridge back to the
foil pouch and reseal along the entire edge of zip-seal. The
remaining test cards should be used up within 7 days.

Store the sample diluent/whole blood buffer at 0~30°C with a
valid period of 24 months.

Store the sample diluent/whole blood buffer at 2~8°C for better
results.

PRECAUTIONS

. For in vitro diagnostic use only.

. For professional use only.

. Do not use the kit beyond the expiration date.

. Do not use the test card if the foil pouch or the cartridge is
damaged.

Do not open pouches or the cartridge until ready to perform
the test.

Do not reuse the test card.

Do not reuse the pipet.

Handle all specimens as potentially infectious. Proper
handling and disposal methods should be followed in
accordance with local regulations.

Carefully read and follow user manual to ensure proper test
performance.

o AN
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SPECIMEN COLLECTION AND PREPARATION

1. This test can be used for
should be used as
the anticoagulant for plasma and whole blood. Samples
should be free of hemolysis.



Suggest using serum or plasma for better results.

. Serum or plasma can be used directly. For whole blood
sample, one drop of whole blood buffer must be added
before testing.

4. If testing will be delayed, serum and plasma samples may

be stored up to 7 days at 2~8°C or stored at -20°C for 6

months before testing (whole blood sample may be stored

up to 3 days at 2~8°C).

Refrigerated or frozen sample should reach room temperature

and be homogeneous before testing. Avoid multiple freeze-

thaw cycles.

Do not use heat-inactivated samples.

SAMPLE VOLUME

wN
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TEST PROCEDURE

1. Collect specimens according to user manual.

2. Test card, sample and reagent should be brought to room

temperature before testing.

For Getein1100:

. Confirm SD card lot No. in accordance with test kit lot No..
Perform “SD Card Calib” calibration when necessary (Details
refer to 8.5.2 of Getein1100 User Manual).

4. On the main interface of Getein1100, press "ENT" button to
enter testing interface.

. Remove the test card from the sealed pouch immediately

before use. Label the test card with patient or control

identification.

Put the test card on a clean table, horizontally placed.

. Using sample transfer pipette, deliver of sample (or
3~4 drops of sample when using disposable pipet) into the
sample port on the test card (for whole blood sample, one
drop of whole blood buffer must be added after loading 100 pl
sample on the test card).

8. Insert the test card into Getein1100

and press "ENT" button after reaction time is elapsed. The

w
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result will be shown on the screen and printed automatically.

For Getein1600:

9. Each cartridge for Getein1600 contains a specific RFID card
which can calibrate automatically.

10. Place samples in the designed area of the sample holder,
insert the holder and select the right test item, Getein1600
will do the testing and print the result automatically.

Notes:

1. It is required to perform “SD Card Calib” calibration when
using a new batch of kits.

2. It is suggested to calibrate once for one batch of kits for
Getein1100.

3. Make sure the test card and the sample insertion is correct
and complete.

TEST RESULTS

Getein1100/Getein1600 can scan the test card automatically
and display the result on the screen. For additional information,
please refer to the user manual of Getein1100/Getein1600.

EXPECTED VALUE

The expected normal value for Troponin | was determined by
testing samples from 500 apparently healthy individuals. The
99" percentile of the concentration for cTnl is 0.1 ng/ml. (The
probability that value of a normal person below 0.1 ng/ml is
99%.)

It is recommended that each laboratory establish its own
expected values for the population it serves.

PERFORMANCE CHARACTERISTICS

Measuring Range 0.1~50 ng/ml
Lower Detection Limit <0.1 ng/ml
Within-Run Precision <10%
Between-Run Precision <15%

Method Comparison:

The assay was compared with SIEMENS IMMULITE 2000 and
its matching cTnl test kits with 200 serum samples (60 positive
samples and 140 negative samples). The correlation coefficient
(r) for cTnl is 0.952.

LIMITATIONS

N

. As with all diagnostic tests, a definitive clinical diagnosis
should not be made based on the result of a single test. The
test results should be interpreted considering all other test
results and clinical information such as clinical signs and
symptoms.

. Samples containing interferents may influence the results.
The table below listed the maximum allowance of these
potential interferents.

N

Interferent Hemoglobin | Triglyceride | Bilirubin
Concentration (Max) 5g/L 10 g/L 0.2g/L
REFERENCES

1. Mauro Pantaghini. Undefined International Federation of
Clinical Chemistry and Laboratory Medicine (IFCC). Scientific
Division Committee on Standardization of Markers of Cardiac
Damage. Clin Chem Lab Med, 1998, 36:887~893.

2. Antman EM, Anbe DT, Armstrong PW, et al. ACC/AHA
guidelines for the management of patients with ST-elevation
myocardial infarction: a report of the American College of
Cardiology/American Heart Association Task Force on Practice

Guidelines (Committee to Revise the 1999 Guidelines for
the Manage 2004).

3. EN ISO 18113-1:2009 In vitro diagnostic medical devices -
Information supplied by the manufacturer (labelling) - Part
1: Terms, definitions and general requirements.

4. EN 1SO 18113-2:2009 In vitro diagnostic medical devices -
Information supplied by the manufacturer (labelling) - Part
2: In vitro diagnostic reagents for professional use (ISO
18113-2:2009).

DESCRIPTION OF SYMBOLS USED

The following graphical symbols used in or found on Cardiac
Troponin | Fast Test Kit (Immunofluorescence Assay) are the
most common ones appearing on medical devices and their
packaging. They are explained in more details in the European
Standard EN 980:2008 and International Standard 1SO
15223-1:2007.

Key to symbols used

“ Manufacturer g

Expiration date

Date of manufacture

® Do not reuse &I

Consult instructions [o}
Cli] ! [LoT]

or use

—
=

Batch code

In vitro diagnostic
medical device

Authorized representative
in the European Community

/ﬂ/ Temperature limitation IVD
;;; Sufficient for

c € CE mark @

REP|

Do not use if package
is damaged

Thank you for purchasing Cardiac Troponin | Fast Test Kit
(Immunofluorescence Assay). Please read this user manual
carefully before operating to ensure proper use.

Version: WIF02-S-02

Getein Biotech, Inc.
Add: No.9 Bofu Road, Luhe District, Nanjing, 211505, China
Tel: +86-25-68568508
Fax: +86-25-68568500
E-mail: tech@getein.com.cn
overseas@getein.com.cn
Website: www.bio-GP.com.cn
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D-Dimer

Fast Test Kit
(Immunofluorescence Assay)

INTENDED USE

Getein1100: Cat.# IF1006
Getein1600: Cat.# IF2006

D-Dimer Fast Test Kit (Immunofluorescence Assay) is intended
for in vitro quantitative determination of D-Dimer in plasma or
whole blood. The test is used as an aid in the assessment and
evaluation of patients suspected of deep-vein thrombosis or
pulmonary embolism.

SUMMARY

Deep-vein thrombosis is a common condition, with a lifetime
cumulative incidence of 2 to 5 percent. Untreated deep-vein
thrombosis can result in pulmonary embolism, a potentially
fatal outcome. Anticoagulant therapy reduces both morbidity
and mortality from venous thromboembolism, and early
diagnosis is therefore important. Accurate diagnosis of deep-vein
thrombosis minimizes the risk of thromboembolic complications
and averts the exposure of patients without thrombosis to the
risks of anticoagulant therapy.

D-Dimer is a marker of endogenous fibrinolysis and should
therefore be detectable in patients with deep-vein thrombosis.
In recent years, an increasing number of studies have shown
the D-Dimer assay has a high negative predictive value and
D-Dimer is a sensitive but nonspecific marker of deep-vein
thrombosis. Negative D-Dimer can exclude deep-vein thrombosis
and pulmonary embolism.

PRINCIPLE

The test uses an anti-human D-Dimer monoclonal antibody
conjugated with fluorescence latex and another anti-human
D-Dimer monoclonal antibody coated on the test line. After the
sample has been applied to the test strip, the fluorescence
latex-labelled anti-human D-Dimer monoclonal antibody binds
with the D-Dimer in sample and forms a marked antigen-antibody

complex. This complex moves to the test card detection zone
by capillary action. Then marked antigen-antibody complex is
captured on the test line by another anti-human D-Dimer
monoclonal antibody. The fluorescence intensity of the test line
increases in proportion to the amount of D-Dimer in sample.
Then insert test card into Getein1100 Immunofluorescence
Quantitative Analyzer/Getein1600 Immunofluorescence
Quantitative Analyzer (hereinafter referred to as Getein1100
and Getein1600), the concentration of D-Dimer in sample will
be measured and displayed on the screen. The value will be
stored in Getein1100/Getein1600 and available for downloading.
The result can be easily transmitted to the laboratory or
hospital information system.

CONTENTS

1. A kit for Getein1100 contains:
Getein D-Dimer test card in a sealed pouch with desiccant

Disposable pipet

Sample diluent -

SD Card ........

User manual
2. Akit for Getein1600 contains:

Sealed cartridge with 24/48 Getein D-Dimer test cards

.......................................................................... 2
User manual ««««-ooooeeererrssssessse 1
Package specifications:

2x24 tests/kit, 2x48 tests/kit

Materials required for Getein1600:

Samp|e diluent ..................................................... 1
BOX Wlth plpette tIpS .............................................. 1

Mixing plate

Sample diluent composition:

Phosphate buffered saline, proteins, detergent, preservative,

stabilizer.

4. Atest card consists of:
A plastic shell and a reagent strip which is composed of a
sample pad, nitrocellulose membrane (one end of the
membrane is coated with a fluorescence latex-labelled anti-
human D-Dimer monoclonal antibody, the test line is coated
with another anti-human D-Dimer monoclonal antibody and
the control line is coated with rabbit anti-mouse 1gG antibody),
absorbent paper and liner.

I

Note: Do not mix or interchange different batches of kits.

APPLICABLE DEVICE

Getein1100 Immunofluorescence Quantitative Analyzer
Getein1600 Immunofluorescence Quantitative Analyzer

STORAGE AND STABILITY

Store the test card at 4~30°C with a valid period of 24 months.
Use the test card for Getein1100 within 1 hour once the foil
pouch is opened.

For test card of Getein1600: if the cartridge is opened, it could
be stable within 24 hours once exposed to air. If the test cards
can't be used up at a time, please put the cartridge back to the
foil pouch and reseal along the entire edge of zip-seal. The
remaining test cards should be used up within 7 days.

Store the sample diluent/whole blood buffer at 0~30°C with a
valid period of 24 months.

Store the sample diluent/whole blood buffer at 2~8°C for better
results.

PRECAUTIONS

. For in vitro diagnostic use only.

. For professional use only.

. Do not use the kit beyond the expiration date.

. Do not use the test card if the foil pouch or the cartridge is
damaged.

5. Do not open pouches or the cartridge until ready to perform

the test.

6. Do not reuse the test card.

7. Do not reuse the pipet.

Handle all specimens as potentially infectious. Proper

handling and disposal methods should be followed in

accordance with local regulations.

Carefully read and follow user manual to ensure proper test

performance.
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SPECIMEN COLLECTION AND PREPARATION

-

. This test can be used for

can be used as the anticoagulant for plasma

and whole blood. Samples should be free of hemolysis.

. Suggest using plasma for better results.
. If testing will be delayed, plasma sample may be stored up
to 3 days at 2~8°C or stored at -20°C for 1 month before
testing (whole blood sample may be stored up to 3 days at
2~8°C).
Refrigerated or frozen sample should reach room temperature
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and be homogeneous before testing. Avoid multiple freeze-
thaw cycles.

5. Do not use heat-inactivated samples.

6. SAMPLE VOLUME

TEST PROCEDURE

1. Collect specimens according to user manual.

2. Test card, sample and reagent should be brought to room
temperature before testing.

For Getein1100:

3. Confirm SD card lot No. in accordance with test kit lot No..
Perform “SD Card Calib” calibration when necessary (Details
refer to 8.5.2 of Getein1100 User Manual).

4. On the main interface of Getein1100, press "ENT" button to

enter testing interface.

. Remove the test card from the sealed pouch immediately

before use. Label the test card with patient or control

identification.

Put the test card on a clean table, horizontally placed.

Using sample transfer pipette, deliver of sample into

one tube of sample diluent, mix gently and thoroughly. Then

drop 100 pl of sample mixture (or 3~4 drops of sample when
using disposable pipet) into the sample port on the test card.

8. Insert the test card into Getein1100
and press "ENT" button after reaction time is elapsed. The
result will be shown on the screen and printed automatically.

For Getein1600:

9. Each cartridge for Getein1600 contains a specific RFID card
which can calibrate automatically.

10. Place samples in the designed area of the sample holder,
insert the holder and select the right test item, Getein1600
will do the testing and print the result automatically.

(&)

No

Notes:

1. It is required to perform “SD Card Calib” calibration when
using a new batch of kits.

2.t is suggested to calibrate once for one batch of kits for
Getein1100.

3. Make sure the test card and the sample insertion is correct
and complete.

TEST RESULTS

Getein1100/Getein1600 can scan the test card automatically
and display the result on the screen. For additional information,
please refer to the user manual of Getein1100/Getein1600.

EXPECTED VALUE

The expected normal value for D-Dimer was determined by
testing samples from 500 apparently healthy individuals. The
95" percentile of the concentration for D-Dimer is 0.5 mg/L.
(The probability that value of a normal person below 0.5 mg/L
is 95%.)

It is recommended that each laboratory establish its own
expected values for the population it serves.

PERFORMANCE CHARACTERISTICS

Measuring Range 0.1~10.0 mg/L
Lower Detection Limit <0.1 mg/L
Within-Run Precision <10%
Between-Run Precision <15%

Method Comparison:
The assay was compared with SIEMENS CA-7000 and its

matching D-Dimer test kits with 200 plasma samples (60
positive samples and 140 negative samples). The correlation
coefficient (r) for D-Dimer is 0.978.

LIMITATIONS

1. As with all diagnostic tests, a definitive clinical diagnosis
should not be made based on the result of a single test. The
test results should be interpreted considering all other test
results and clinical information such as clinical signs and
symptoms.

2. Samples containing interferents such as rheumatoid factor,
human anti-mouse antibody and heterophile antibody may
influence the results. In this case, results of this test should
be used in conjunction with clinical findings and other tests.
The table below listed the maximum allowance of these
potential interferents.

Interferent Hemoglobin | Triglyceride | Bilirubin
Concentration (Max) 5g/L 25g/L 0.1g/L
REFERENCES

1. Sarig G, Klil-Drori AJ, Chap-Marshak D, Brenner B, Drugan
A. Activation of coagulation in amniotic fluid during normal
human pregnancy.Thromb Res. 2011 Apr 18.

2. Roldan V, Marin F, Muifia B, Torregrosa JM, Hernandez-Romero
D, Valdés M, Vicente V, Lip GY. Plasma von Willebrand
Factor Levels Are an Independent Risk Factor for Adverse
Events Including Mortality and Major Bleeding in Anticoagulated

Atrial Fibrillation Patients. J Am Coll Cardiol. 2011 Apr 11.

. Sakamoto K, Yamamoto Y, Okamatsu H, Okabe M. D-dimer
is helpful for differentiating acute aortic dissection and acute
pulmonary embolism from acute myocardial infarction. Hellenic
J Cardiol. 2011 Mar-Apr; 52(2):123-127.

4. EN ISO 18113-1:2009 In vitro diagnostic medical devices -
Information supplied by the manufacturer (labelling) - Part
1: Terms, definitions and general requirements.

. EN ISO 18113-2:2009 In vitro diagnostic medical devices -
Information supplied by the manufacturer (labelling) - Part
2: In vitro diagnostic reagents for professional use (ISO
18113-2:2009).
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DESCRIPTION OF SYMBOLS USED

The following graphical symbols used in or found on D-Dimer
Fast Test Kit (Immunofluorescence Assay) are the most common
ones appearing on medical devices and their packaging. They
are explained in more details in the European Standard EN
980:2008 and International Standard ISO 15223-1:2007.

Key to symbols used

Expiration date

“ Manufacturer g
® Do not reuse CXJ

Date of manufacture

E:II] Consult instructions LOT Batch code
for use
/ﬂ/ Temperature limitation /nm\gfg?cg:a er:l?géic

- Authorized representative
W Sufficient for [EC IREP]| in the European Community

Do not use if package

c € CE mark @

Thank you for purchasing D-Dimer Fast Test Kit (Immunofluo-
rescence Assay). Please read this user manual carefully
before operating to ensure proper use.

Version: WIF05-S-02

is damaged

Getein Biotech, Inc.
Add: No.9 Bofu Road, Luhe District, Nanjing, 211505, China
Tel: +86-25-68568508
Fax: +86-25-68568500
E-mail: tech@getein.com.cn
overseas@getein.com.cn
Website: www.bio-GP.com.cn
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Ferritin
Fast Test Kit
(Immunofluorescence Assay)

INTENDED USE

IF1077 for Getein1100
IF3077 for Getein1180
IF2077 for Getein1600

Ferritin Fast Test Kit (Immunofluorescence Assay) is intended
for in vitro quantitative determination of ferritin in human serum
and plasma samples. It can be used as an aid in the quantifica-
tion of human ferritin and the diagnosis of iron deficiency ane-
mia or iron overload related diseases.

SUMMARY

Ferritin has a molecular weight of 440 kD, depending on the
iron content, and consists of a protein shell (apoferritin) that is
composed of 24 subunits and an iron core containing an aver-
age of 2500 Fe®* ions.

Latent iron deficiency is defined as a fall below the 12 ng/mL
ferritin threshold. The two values are diagnostic even when the
blood picture is still morphologically normal. A depressed ferri-
tin level accompanied by hypochromic, microcytic anemia ind-
icates manifest iron deficiency.

Elevated ferritin values are also encountered with the following
tumors: acute leukemia, Hodgkin's disease and carcinoma of
the lung, colon, liver, and prostate. Ferritin determinations ha-
ve also proved to be of value in liver metastasis. Reasons for
the elevated values could be cell necrosis, blocked erythropoi-
esis or increased synthesis in tumor tissue.

PRINCIPLE

The test uses an anti-human ferritin monoclonal antibody I co-
njugated with fluorescence latex coated on the sample pad a-
nd another anti-human ferritin monoclonal antibody II coated
on the test line. After the sample has been applied to the test
strip, the fluorescence latex-labelled anti-human ferritin antib-
ody I binds with the ferritin in sample and forms marked ant-
igen-antibody complex. This complex moves to the test card
detection zone by capillary action. Then marked antigen-anti-
body complex is captured on the test line by anti-human ferritin

antibody II. The fluorescence intensity of test line increases in
proportion to the amount of ferritin in sample.

Then insert test card into Getein1100/Getein1180 Immunofluo-
rescence Quantitative Analyzer/automatically inserted by Get-
€in1600 Immunofluorescence Quantitative Analyzer (hereafter
referred to as Getein1100, Getein1180 and Getein1600), the
concentration of ferritin in sample will be measured and displ-
ayed on the screen. The value will be stored in Getein1100/G-
etein1180/Getein1600 and available for downloading. The res-
ult can be easily transmitted to the laboratory or hospital infor-
mation system.

CONTENTS

1. A kit for Getein1100/1180 contains:

Package specifications: 25 tests/box, 10 tests/box

1) Getein Ferritin test card in a sealed pouch with desiccant
2) Capillary pipet

3) Sample diluent

4) User manual: 1 piece/box

5) SD card: 1 piece/box

2. A kit for Getein1600 contains:

Package specifications: 2x24 tests/box, 2x48 tests/box
Sealed cartridge with 24/48 Getein Ferritin test cards

User manual: 1 piece/box

Materials required for Getein1600:

1) Sample diluent: 1 bottle/box

2) Box with pipette tips: 96 tips/box

3) Mixing plate: 1 piece/box

3. Sample diluent composition:

Phosphate buffered saline, protein stabilizer and surfactant.
4. Atest card consists of:

A plastic shell and a reagent strip which is composed of a sa-
mple pad (the end of pad is coated with fluorescence latex-la-
belled anti-human Ferritin monoclonal antibody I ), nitrocellu-
lose membrane (test line is coated with another Ferritin mono-
clonal antibody II and the control line C is coated with goat
anti-mouse 1gG antibody), absorbent paper and liner.

Note: Do not mix or interchange different batches of kits.

APPLICABLE DEVICE

Getein1100 Immunofluorescence Quantitative Analyzer
Getein1180 Immunofluorescence Quantitative Analyzer
Getein1600 Immunofluorescence Quantitative Analyzer

STORAGE AND STABILITY

Store the test card at 4~30°C with a valid period of 24 months.
Use the test card for Getein1100/Getein1180 within 1 hour on-

ce the foil pouch is opened.

For test card of Getein1600: if the cartridge is opened, it could
be stable within 24 hours once exposed to air. If the test cards
can’'t be used up at a time, please put the cartridge back to the
foil pouch and reseal along the entire edge of zip-seal. The
remaining test cards should be used up within 7 days.

Store the sample diluent at 0~30°C with a valid period of 24
months.

Store the sample diluent at 2~8°C for better results.

PRECAUTIONS

. For in vitro diagnostic use only.

. Do not use the kit beyond the expiration date.

. Do not use the test card if the foil pouch is damaged.

Do not open pouches until ready to perform the test.

Do not reuse the test card.

Do not reuse the pipet.

. Handle all specimens as potentially infectious. Proper hand
-ling and disposal methods should be followed in accordance
with local regulations.

8. Carefully read and follow user manual to ensure proper test
performance.

SPECIMEN COLLECTION AND PREPARATION

1. This test can be used for serum and plasma samples.
Heparin, EDTA and sodium citrate can be used as the an-
ticoagulant for plasma. Samples should be free of hemolysis.

2. Suggest using serum or plasma for better results.

3. If testing is delayed, serum and plasma samples may be s-
tored up to 5 days at 2~8°C or stored at -20°C for 6 months
before testing.

4. Refrigerated or frozen sample should reach room tempera-
ture and be homogeneous before testing. Avoid multiple fre-
eze-thaw cycles.

5. Do not use heat-inactivated samples or hemolysis samples.

6. Sample volume (for Getein1100/Getein1180): 10 uL.

TEST PROCEDURE

1. Collect specimens according to user manual.

2. Test card, sample and reagent should be brought to room t-
emperature before testing.

For Getein1100:

3. Confirm SD card lot No. in accordance with test kit lot No..
Perform “SD card” calibration when necessary.

4. Enter testing interface of Getein1100.

5. Remove the test card from the sealed pouch immediately b-
efore use. Label the test card with patient or control identifica-
tion.
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6. Put the test card on a clean table, horizontally placed.

7. Using disposable pipet, deliver 10 uL of sample into one tu-
be of sample diluent, mix gently and thoroughly. Then drop
100 pL of sample mixture into the sample port on the test
card.

8. Reaction time: 15 minutes. Insert the test card into Getein-
1100 and start test after reaction time is elapsed. The result
will be shown on the screen and printed automatically.

For Getein1180:

9. Confirm SD card lot No.in accordance with test kit lot No..P-
erform “SD card”calibration when necessary.

10. Enter testing interface of Getein1180.

11. Remove the test card form the sealed pouch immediately
before use.Label the test card with patient or control identif-
ication.

12. Put the test card on a clean table,horizontally placed.

13. Using disposable pipet, deliver 10 uL of sample into one t-
ube of sample diluent, mix gently and thoroughly. Then drop
100 pL of sample mixture into the sample port on the test
card.

14. Reaction time: 15 minutes. Insert the test card into Getein-
1180 immediately after sample loading. The analyzer will c-
ount down the reaction time and automatically test the card
after reaction time is elapsed. The result will be shoe on the
screen and printed automatically.

For Getein1600:

15. Each cartridge for Getein1600 contains a specific RFID c-

ard which can calibrate automatically.

16. Place samples in the designed area of the sample holder,
insert the holder and select the right test item, Getein1600
will do the testing and print the result automatically.

NOTES

1. It is required to perform “SD card” calibration when using a
new batch of kits.

2. It is suggested to calibrate once for one batch of kits for
Getein1100/Getein1180.

3. Make sure the test card insertion is correct and complete.

TEST RESULTS

Getein1100/Getein1180/Getein1600 can scan the test card
automatically and display the result on the screen. For additio-
nal information, please refer to the user manual of Getein1100/
Getein1180/Getein1600.

Others: Dilute the sample which concentration is higher than
the upper limit with negative samples, and the dilution ratio sh-
ould be less than 50 times.

EXPECTED VALUE

The expected normal value for ferritin was determined by
testing samples from apparently healthy male and women.

Group Age N 95% Reference Interval(ng/mL)
Male 20-60 254 30.00-400.00
Female | 17-60 205 13.00-150.00

It is recommended that each laboratory establish its own
expected values for the population it serves.

PERFORMANCE CHARACTERISTICS

Measuring Range 0.50 ~1000.00 ng/mL

Lower Detection Limit ~ <0.50 ng/mL
Within-run Precision <10%
Between-run Precision  <15%

LIMITATIONS

1. As with all diagnostic tests, a definitive clinical diagnosis
should not be made based on the result of a single test. The test
results should be interpreted considering all other test results
and clinical information such as clinical signs and symptoms.
2. Samples containing interferent may influence the results. The
table below listed the maximum allowance of these potential
interferent.

Interferent Triglyceride Bilirubin
Concentration(Max) 20g/L 0.1g/L
REFERENCES

1.Torti F M, Torti S V . Regulation of ferritin genes and protein.[J].

Blood, 2002, 99(10):3505.

2.Theil E C . Ferritin: Structure, Gene Regulation, and Cellular
Function in Animals, Plants, and Microorganisms[J]. Annual Re-
view of Biochemistry, 2003, 56(1):289-315.

3.Kell D B, Pretorius E . Serum ferritin is an important inflamma
tory disease marker, as it is mainly a leakage product from dam-
aged cells[J]. Metallomics,

4.Cho MR, Park JK, Choi W J, et al. Serum ferritin level is po
-sitively associated with insulin resistance and metabolic syndro
-me in postmenopausal women: A nationwide population-based
study[J]. Maturitas, 2017, 103:3.

DESCRIPTION OF SYMBOLS USED

The following graphical symbols used in or found on Ferritin
Fast Test Kit (Immunofluorescence Assay) are the most
common ones appearing on medical devices and their
packaging. They are explained in more details in the European
Standard EN ISO 15223-1:2016.

Key to symbols used

“ Manufacturer E
Do not re-use dl

[:E Consult instructions LOT
for use

Use-by date

Date of manufacture

Batch code

In vitro diagnostic
medical device
Authorized representative
[ECREP]| in the European Community

Do not use if package
is damaged

Temperature limit

Contains sufficient
for <n> tests

N

€ CE mark

Catalogue number

Thank you for purchasing Ferritin Fast Test Kit (Immunofluo-
rescence Assay).

Please read this user manual carefully before operating to
ensure proper use.

Version: WIF84-S-05

Getein Biotech, Inc.

Add: No.9 Bofu Road, Luhe District, Nanjing, 211505,
China

Tel: +86-25-68568508

Fax: +86-25-68568500

E-mail: tech@getein.com.cn

overseas@getein.com.cn
Website: en.bio-gp.com.cn

Lotus NL B.V.
Add: Koningin Julianaplein 10, 1e Verd, 2595AA, The

Hague, Netherlands.
E-mail: peter@lotusnl.com
Tel: +31644168999
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HbA1c
Fast Test Kit
(Immunofluorescence Assay)

INTENDED USE

Getein1100: Cat.# IF1017
Getein1600: Cat.# IF2017

HbA1c fast test kit is intended for the quantitative measurement
of HbA1c in whole blood. This test is used as an aid for
monitoring glycemic control in diabetics. In addition, it can
identify people at risk of developing the disease and ongoing
monitoring.

SUMMARY

Hemoglobin is the protein molecule in red blood cells with the
main function transport oxygen and carbon dioxide in blood.
HbA1c belongs to the glycated hemoglobin, a fraction formed
by the attachment of various sugars to the Hb molecule and is
proportional to average blood glucose concentration over the
previous four weeks to three months. One advantage of using
HbA1c for diagnosis is that the test does not require a fasting
blood sample. Although HbA1c testing is mainly used for
monitoring blood sugar control in patients with diabetes, the
World Health Organization (WHO) now recommends that
HbA1c can be used as a diagnostic test for diabetes, provided
that stringent quality assurance tests are in place and assays
are standardised to criteria aligned to the international reference
values.

PRINCIPLE

The test uses an anti-human Hb monoclonal antibody
conjugated with fluorescence latex and an anti-human HbA1c
monoclonal antibody coated on the test line. After the sample
has been applied to the test strip, the fluorescence
latex-labelled anti-human Hb monoclonal antibody binds with
the HbA1c and Hb in sample proportionally and forms marked

antigen-antibody complex. The complex moves to the detection
zone by capillary action. Then marked antigen-antibody complex
is captured on the test line by the anti-human HbA1c monoclonal
antibody. The fluorescence intensity of the test line increases
in proportion to the amount of HbA1c in sample.

Then insert test card into Getein1100 Immunofluorescence
Quantitative Analyzer/Getein1600 Immunofluorescence
Quantitative Analyzer (hereinafter referred to as Getein1100
and Getein1600), the concentration of HbA1c in sample will be
measured and displayed on the screen. The value will be
stored in Getein1100/Getein1600 and available for downloading.
The result can be easily transmitted to the laboratory or hospital
information system.

CONTENTS

1. A kit for Getein1100 contains:
Getein HbA1c test card in a sealed pouch with desiccant

.......................................................................... 25
Disposable pipet ««««wrreerrrreerreesss 25
Alcdiluent ---rrrrrrrrrrrrr 25
SD Card .............................................................. 1

User manual
2. Akit for Getein1600 contains:
Sealed cartridge with 24/48 Getein HbA1c test cards --- 2
USer manual «««-oxeeeeeereressrre 1
Package specifications:
2x24 tests/kit, 2x48 tests/kit
Materials required for Getein1600:
A1c diluent
Box with pipette tips
Coated wells --+-
3. A1c diluent composition:
Phosphate buffered saline, proteins, detergent, preservative,
stabilizer.
4. Atest card consists of:
A plastic shell and a reagent strip which is composed of a
sample pad, nitrocellulose membrane (one end of the membrane
is coated with a fluorescence latex-labelled anti-human Hb
monoclonal antibody, the test line is coated with an anti-
human HbA1c monoclonal antibody, and the control line is
coated with rabbit anti-mouse IgG antibody), absorbent
paper and liner.

Note: Do not mix or interchange different batches of kits.

APPLICABLE DEVICE

Getein1100 Immunofluorescence Quantitative Analyzer
Getein1600 Immunofluorescence Quantitative Analyzer

STORAGE AND STABILITY

Store the test card at 4~30°C with a valid period of 24 months.
Use the test card for Getein1100 within 1 hour once the foil
pouch is opened.

Use the test card for Getein 1600 within 7 days once opened.
Store the sample diluent/whole blood buffer at 0~30°C with a
valid period of 24 months.

Store the sample diluent/whole blood buffer at 2~8°C for better
results.

PRECAUTIONS
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. For in vitro diagnostic use only.

. For professional use only.

. Do not use the kit beyond the expiration date.

. Do not use the test card if the foil pouch or the cartridge is

damaged.

Do not open pouches or the cartridge until ready to perform
the test.

Do not reuse the test card.

Do not reuse the pipet.

Handle all specimens as potentially infectious. Proper
handling and disposal methods should be followed in
accordance with local regulations.

Carefully read and follow user manual to ensure proper test
performance.

SPECIMEN COLLECTION AND PREPARATION

-
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. This test can be used for

can be used as the anticoagulant
under aseptic conditions.

. The test is for human blood, other specimens or bodily fluids

may not get accurate results.

The test should be performed within 4 hours after whole
blood collection.

Samples could be kept for 7days at 2~8°C and avoid
cryopreservation.



5. Samples must be recovered to room temperature before
testing.
6. SAMPLE VOLUME

TEST PROCEDURE

1. Collect specimens according to user manual.

2. Test card, sample should be brought to room temperature
before testing.

For Getein1100:

3. Confirm SD card lot No. in accordance with test kit lot No..
Perform “QC (SD)” calibration when necessary (Details
refer to 8.5.2 of Getein1100 User Manual).

4. On the main interface of Getein1100, press "ENT" button to

enter testing interface.

. Remove the test card from the sealed pouch immediately

before use. Label the test card with patient or control

identification.

Put the test card on a clean table, horizontally placed.

. Using sample transfer pipette, deliver of sample into
one tube of sample diluent, mix gently and thoroughly. Then
drop of sample mixture (or 3~4 drops of sample
mixture when using disposable pipet) into the sample port
on the test card.

8. Insert the test card into Getein1100

and press "ENT" button after reaction time is elapsed. The

(S

No

result will be shown on the screen and printed automatically.

For Getein1600:

9. Each cartridge for Getein1600 contains a specific RFID card
which can calibrate automatically.

10. Place samples in the designed area of the sample holder,
insert the holder and select the right test item, Getein1600
will do the testing and print the result automatically.

Notes:

1. It is required to perform “SD Card Calib” calibration when
using a new batch of kits.

2. It is suggested to calibrate once for one batch of kits for
Getein1100.

3. Make sure the test card and the sample insertion is correct
and complete.

TEST RESULTS

Getein1100/Getein1600 can scan the test card automatically

and display the result on the screen. For additional information,
please refer to the user manual of Getein1100/Getein1600.

EXPECTED RANGE OF VALUE

HbA1c concentration is determined using samples obtained
from 345 apparently healthy individuals. The normal value for
HbA1c is 3.8%-5.8% .

It is recommended that each laboratory establish its own
expected values for the population it serves.

PERFORMANCE CHARACTERISTICS

Measuring Range 2%-14%
Lower Detection Limit <2%
Within-Run Precision (n=10) <10%
Between-Run Precision <15%

Accuracy: verify with comparison experiments, the correlation
coefficient r 20.990, the relative error <20%.

LIMITATIONS

-

. The result of the test should be evaluated in the context of
all the clinical and laboratory data available. In those instances
where the laboratory results do not agree with the clinical
evaluation, additional tests should be performed accordingly.

2. Some substances in blood as listed below may interfere with

the test and cause erroneous results. The maximum allowance

concentration of them is as follows:

Interferent Concentration (Max)
Triglyceride 25 g/L
Bilirubin 0.1g/L
REFERENCES

1. Cagliero E, Levina E V, Nathan D M. Immediate feedback of
HbA1c levels improves glycemic control in type 1 and
insulin-treated type 2 diabetic patients[J]. Diabetes care,
1999, 22(11): 1785-1789.

2. Ozdamar O, Giin i, Keskin U, et al. The role of maternal
serumbeta-HbA1c and PAPP-A levels at gestational weeks
10 to 14 in the prediction of pre-eclampsia[J]. 2014.

DESCRIPTION OF SYMBOLS USED

The following graphical symbols used in or found on HbA1c
Fast Test Kit (Immunofluorescence Assay) are the most common
ones appearing on medical devices and their packaging. They
are explained in more details in the European Standard EN
980:2008 and International Standard ISO 15223-1:2007.

Key to symbols used

d Manufacturer g

Expiration date

Date of manufacture

® Do not reuse (ZZJ

C It instructi
DI] onsult instructions [LoT]

or use

—
=

Batch code

In vitro diagnostic
medical device

Authorized representative
in the European Community

/ﬂ/ Temperature limitation IVD

N/ | sufficient for Re

T

Do not use if package

c E CE mark @

Thank you for purchasing HbA1c Fast Test Kit (Immunofluo-
rescence Assay). Please read this user manual carefully
before operating to ensure proper use.

Version: WIF22-S-02

is damaged

Getein Biotech, Inc.
Add: No.9 Bofu Road, Luhe District, Nanjing, 211505, China
Tel: +86-25-68568508
Fax: +86-25-68568500
E-mail: tech@getein.com.cn
overseas@getein.com.cn
Website: www.bio-GP.com.cn
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PRL

Fast Test Kit
(Immunofluorescence Assay)

IF1048 for Getein1100
IF5048 for Getein1160
IF3048 for Getein1180

[ User Manual § IF2048 or Getein1600
INTENDED USE

PRL Fast Test Kit (Immunofluorescence Assay) is intended for
in vitro quantitative determination of prolactin (PRL) in serum
or plasma samples. This test can be used as an aid in the
diagnosis of male and female infertility and pituitary
dysfunction, monitoring of male and female gonadal disorders
and management of amenorrhea and galactorrhea.

SUMMARY

Prolactin is a single chain polypeptide of 199 amino acids and
a molecular weight of approximately 23,000 Daltons. It is
produced by the anterior pituitary and its secretion is
regulated physiologically by inhibitory and releasing factors of
the hypothalamus.

The major physiologic action of PRL is the initiation and
maintenance of lactation In adults, basal
circulating prolactin is present in concentrations up to 30
Hg/L. During pregnancy and postpartum lactation, serum
prolactin can increase 10 to 20 times. Exercise, stress and
sleep also cause transient increases in prolactin levels.
Hyperprolactinemia has been established as a common
cause of infertility and gonadal disorders in men and women.
Prolactin has been shown to inhibit the secretion of ovarian
steroids and to interfere with follicle maturation and the
secretion of LH and FSH in the human female.

in women.

PRINCIPLE

This test uses an anti-human PRL monoclonal antibody |
conjugated with fluorescence latex and another anti-human
PRL monoclonal antibody Il coated on the test line. After

sample has been applied to the test strip, the fluorescence
latex-labelled anti-human PRL monoclonal antibody | binds
with the PRL antigen in sample and forms marked
antibody-antigen complex. The complex moves to the
detection zone by capillary action. Then marked antigen-anti-
body complex is captured on the test line by the anti-human
PRL monoclonal antibody II. The fluorescence intensity of the
test line increases in proportion to the amount of PRL antigen
in the sample.

Insert test card into Getein1100/Getein1160/Getein1180
Immunofluorescence  Quantitative ~ Analyzer/Automatically
inserted by Getein1200/Getein1600 Immunofluorescence
Quantitative Analyzer (hereinafter referred to as Getein1100,
Getein1160, Getein1180, Getein1200 and Getein1600), the
concentration of PRL antigen in the sample will be measured
and displayed on the screen. The value will be stored in
Getein1100/Getein1160/Getein1180/Getein1200/Getein1600
and available for downloading. Results can be easily
transmitted to a laboratory or hospital information system.

CONTENTS

1. A kit for Getein11 tein11 tein11
Package specifications: 25 tests/kit, 10 tests/kit
1) Getein PRL test card in a sealed pouch with desiccant
2) Disposable pipet

3) User manual: 1 piece/kit

4) SD card: 1 piece/kit

2. A kit for Getein1200/Getein1600 contains:

Package specifications: 2x24 tests/kit, 2x48 tests/kit

1) Sealed cartridge with 24/48 Getein PRL test cards

2) User manual: 1 piece/kit

Materials required for Getein1200/Getein1600:

1) Box with pipette tips: 96 tips/kit

2) Mixing plate: 1 piece/kit

3. Atest card consists of:

A plastic shell and a reagent strip which is composed of a
sample pad, nitrocellulose membrane (one end of the
membrane is coated with fluorescence latex-labelled PRL
antibody |, the test line is coated with another PRL antibody Il
and the control line is coated with rabbit anti-mouse IgG
antibody), absorbent paper and liner.

Note: Do not mix or interchange different batches of kits.

ntains:

APPLICABLE DEVICE

Getein1100 Immunofluorescence Quantitative Analyzer
Getein1180 Immunofluorescence Quantitative Analyzer
Getein1600 Immunofluorescence Quantitative Analyzer
Getein1160 Immunofluorescence Quantitative Analyzer
Getein1200 Immunofluorescence Quantitative Analyzer

STORAGE AND STABILITY

Store the test kit at 4~30°C with a valid period of 24 months.
Use the test card for Getein1100/Getein1160/Getein1180
within one hour once the foil pouch is opened.

For test card of Getein1200/Getein1600: if the cartridge is
opened, it could be stable within 24 hours once exposed to
air. If the test cards can’t be used up at a time, please put the
cartridge back to the foil pouch and reseal along the entire
edge of zip-seal. The remaining test cards should be used up
within 7 days.

PRECAUTIONS

. For in vitro diagnostic use only.

. Do not use the kit beyond the expiration date.

Do not use the test card if the foil pouch is damaged.

. Do not open pouches until ready to perform the test.

Do not reuse the test card.

. Do not reuse the pipet.

. Handle all specimens as potentially infectious. Proper
handling and disposal methods should follow by local
regulations.

. Carefully read and follow the manual to ensure proper
test performance.

~No o s wN

o)

SPECIMEN COLLECTION AND PREPARATION

1. This test can be used for serum and plasma
samples. Heparin, sodium citrate and EDTA can be
used as the anticoagulant for plasma. Samples should be
free of hemolysis.

2. The test should performed within 4 hours after blood
collection.

3. If testing is delayed, serum and plasma samples may be
stored up to 7 days at 2~8°C or stored at -20°C for 6 months
before testing.

4. Refrigerated or frozen sample should be reached to
room temperature and be homogeneous before testing.
Avoid multiple freeze-thaw cycles.

5. Do not use heat inactivated or hemolysis samples.

6. Sample volume: (for Getein1100/Getein1160/
Getein1180): 100 uL

TEST PROCEDURE

1. Collect specimens according to user manual.
2. Test card, sample and reagent should be brought to
room temperature before testing.
For Getein1100:
. Confirm SD card lot No. in accordance with test kit lot
No.. Perform “SD card” calibration when necessary.
Remove the test card from the sealed pouch immediately
before use. Label the test card with patient or control
identification.
Put the test card on a clean table, horizontally placed.
Using sample transfer pipette, deliver 100 uL of sample into
the sample well on the test card.
Reaction time: 15 minutes. Insert the test card
into Getein1100 and press "ENT" button or click on “Start”
icon (for Android Getein1100) after reaction time is
elapsed. The result will be shown on the screen and
printed automatically.
For Getein1160/Getein1180 :
. Confirm SD card lot No.in accordance with test kit lot No..
Perform “SD card”calibration when necessary.
Enter testing interface of Getein1160/Getein1180 .
Remove the test card from the sealed pouch immediately
before use. Label the test card with patient or control iden-
tification.
Put the test card on a clean table, horizontally placed.
Using sample transfer pipette, deliver 100 pL of sample
into the sample well on the test card.
Insert the test card into Getein1160/Getein1180 immediat-
ely after sample loading. The analyzer will count down the
reaction time (15 minutes) and automatically test the card
after reaction time is elapsed. The result will be shown on
the screen and printed automatically.
For Getein1200/Getein1600:
1. Each cartridge for Getein1200/Getein1600 contains a
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specific RFID card which can calibrate automatically.

. Place the sample diluent at the correct position in Getein
1200/Getein1600.

. Place samples in the designed area of the sample
holder, insert the holder and select the right test item,
Getein1200/Getein1600 will do the testing and print the
result automatically.

Notes:

1. It is required to perform “SD card” calibration when

using a new batch of kits.

2. Itis suggested to calibrate once for one batch of kits for

Getein1100/Getein1160/Getein1180.

3. Make sure the test card and the sample insertion is

correct and complete.

N

w

TEST RESULTS

1.Getein1100/Getein1160/Getein1180/Getein1200/Getein160
0 can scan the test card automatically and display the result
on the screen. For additional information, please refer to the
user manual of Getein1100/Getein1160/Getein1180/
Getein1200/Getein1600.

. Due to different methodologies or antibody specificity, there
may be deviations between the test results of different
manufacturers, so they can’t be compared directly.

N

EXPECTED VALUE

The expected reference range for PRL was determined by
testing serum samples from apparently 355 healthy adult
males and females.

PRL expected range:
Reference Group N | Median | Range(ng/mL)
Male 146| 5.53 2.64-13.13
121| 8.28 | 3.34-26.72
Female Premenopausal (< 50 years)
Postmenopausal (> 50 years) | 88 | 6.20 | 2.74-19.64

It is recommended that each laboratory establish its own
expected values for the population it serves.

PERFORMANCE CHARACTERISTICS

0.50 ng/mL~200.00 ng/mL
<0.50 ng/mL

Measuring Range
Lower Detection Limit

<10%
<15%

Within-Run Precision
Between-Run Precision

LIMITATIONS

1. As with all diagnostic tests, a definitive clinical diagnosis
should not be made based on the result of a single test. The
test results should be interpreted considering all other test
results and clinical information such as clinical signs and
symptoms.

2. Interferents in samples may influence the results. The table
below listed the maximum allowance of these potential
interferents.

The following graphical symbols used in or found on PRL
Fast Test Kit (Immunofluorescence Assay) are the most
common ones appearing on medical devices and their
packaging. They are explained in more detail in the European
Standard EN ISO 15223-1: 2021.

Key to symbols used

Manufacturer g

-l
[tor]

Temperature limit IVD

Use-by date

Do not re-use Date of manufacture

Consult instructions for
use or consult electronic
instructions for use

g
5

Batch code

In vitro diagnostic
medical device

Contains sufficient

EC JRep||  in the European Community/
Interferent  |Hemoglobin| Triglyceride| Bilirubin | Cholesterol for <n> tests — E“;""eak" “"'°"d -
0 not use if package is damage
Concentration (Max) | 500 mg/dL {1800 mg/dL| 10 mg/dL | 400 mg/dL CE mark @ and consult instructions for use
Catalogue number
REFERENCES

1. Zhang SY, Li X, Chen XH, et al. Significant associa-
tions between prolactin gene polymorphisms and growth
traits in the channel catfish (Ictalurus punctatus Rafinesque,
1818) core breeding population. Meta Gene, 2018.

2. Bo-Young Yun, Chunghee Cho, Byung-Nam Cho.
Differential activity of 16K rat prolactin in different organic
systems [J]. Animal Cells and Systems, 2019, 23 (2).

3. Cacho ND, Butjosa A, Cuadras D, et al. Prolactin levels
in Drug-Naive First Episode nonaffective Psychosis Patients
compared with healthy controls. Sex differences [J]. Psychia-
try Research, 2019.

4. Mohammad JA, Friedrich P. Prolactin and Prolactin-in-
ducible protein (PIP) in the pathogenesis of primary acquired
nasolacrimal duct obstruction (PANDO) [J]. Medical Hypothe-
ses, 2019, 125.

5. Satoshi F, Motoshi K, Kishio T, et al. Orexin A
modulates prolactin production by regulating BMP-4 activity
in rat pituitary lactotorope cells [J]. Peptides, 2019, 113.

6. Siew H, Papillon G, David J, et al. Elevated Prolactin
during Pregnancy Drives a Phenotypic Switch in Mouse
Hypothalamic Dopaminergic Neurons [J]. Cell Reports, 2019,
26 (7).

DESCRIPTION OF SYMBOLS USED
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Thank you for purchasing PRL Fast Test Kit (Immunofluores-
cence Assay). Please read this user manual carefully before
operating to ensure proper use.

Version: WIF55-S-07

Getein Biotech, Inc.

Add.: No.9 Bofu Road, Luhe District, Nanjing, 211505,

China

Tel: +86-25-68568508

Fax: +86-25-68568500

E-mail: tech@getein.com.cn
overseas@getein.com.cn

Website: www.getein.com
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[Eclrer] CMC Medical Devices & Drugs S.L.
Add.: C/ Horacio Lengo N° 18, CP 29006, Malaga,
Spain

Tel: +34951214054



tPSA
Fast Test Kit
(Immunofluorescence Assay)

IF2053 for Getein1600
IF1053 for Getein1100
IF3053 for Getein1180

IF4083 for Getein1200

IF5053 for Getein1160

User Manual

INTENDED USE

tPSA (total Prostate Specific Antigen) Fast Test Kit (Immunoflu-
orescence Assay) is intended for in vitro quantitative determina-
tion of tPSA in human serum and plasma samples. It can be
used as an aid in the diagnosis and management of patients
with prostate cancer.

SUMMARY

Prostate-specific antigen (PSA) is a single-chain glycoprotein
with molecular weight of 34 kilodaltons. As a serine prostate
with chymotrypsin-like activity, PSA belongs to the kallikrein
family. PSA exists as a free or complex form with protease
inhibitors such as a-1-antichymotrypsin (ACT) in blood. Total
PSA represents the sum of both free and complex forms.
Elevated PSA in serum or plasma is found in patients with
prostate cancer, benign prostatic hypertrophy, or inflammatory
tissues. PSA is uniquely associated with prostate tissues from
normal, inflamed or cancerous stages.

PSA has been found in normal, benign hyperplastic, malignant
prostatic tissue, metastatic prostatic carcinoma and also in
prostatic fluid as well as in seminal fluid. PSA is not found in any
other tissues in men, and it is not produced by cancers
originating in the lung, colon, rectum, stomach, pancreas or
thyroid. PSA measurement is an essential tool in assessing the
status of disease in patients with prostate cancer when serial
samples are measured over time. The clinical value realized by
monitoring tPSA concentration in patients with prostate cancer
regardless of the treatment regimen is well known.

PRINCIPLE

The test uses an anti-human PSA monoclonal antibody
conjugated with fluorescence latex coated on the junction of
nitrocellulose membrane and sample pad and another
anti-human PSA monoclonal antibody coated on the test line.
After the sample has been applied to the test strip, the
fluorescence latex-labelled antihuman PSA antibody binds with
the PSA in sample and forms marked antigen-antibody
complex. This complex moves to the test card detection zone
by capillary action. Then marked antigen-antibody complex is
captured on the test line by antihuman PSA antibody. The

fluorescence intensity of test line increases in proportion to the
amount of tPSA in sample.

Then insert test card into Getein1100/Getein1160/Getein1180
Immunofluorescence  Quantitative  Analyzer/automatically
inserted by Getein1200/Getein1600 Immunofluorescence
Quantitative Analyzer (hereafter referred to as Getein1100,
Getein1160, Getein1180, Getein1200 and Getein1600), the
concentration of tPSA in sample will be measured and
displayed on the screen. The value will be stored in
Getein1100/Getein1160/Getein1180/Getein1200/Getein1600
and available for downloading. The result can be easily
transmitted to the laboratory or hospital information system.

CONTENTS

1. A kit for Getein1100/Getein1160/Getein1180 contains:
Package specifications: 25 tests/box, 10 tests/box

1) Getein tPSA test card in a sealed pouch with desiccant

2) Disposable pipet

3) User manual: 1 piece/box

4) SD card: 1 piece/box

2. A kit for Getein1200/Getein1600 contains:

Package specifications: 2x24 tests/box, 2x48 tests/box
Sealed cartridge with 24/48 Getein tPSA test cards

User manual: 1 piece/box

Materials required for Getein1200/Getein1600:

1) Sample diluent: 1 bottle/box

2) Box with pipette tips: 96 tips/box

3) Mixing plate: 1 piece/box

3. Sample diluent composition:

Phosphate buffered saline, proteins, detergent, preservative,
stabilizer.

4. A test card consists of:

A plastic shell and a reagent strip which is composed of a
sample pad (the junction of sample pad and nitrocellulose
membrane is coated with fluorescence latex-labelled
anti-human PSA  monoclonal  antibody), nitrocellulose
membrane (test line is coated with another fluorescence
latex-labelled anti-human PSA monoclonal antibody and the
control line C is coated with rabbit anti-mouse IgG antibody),
absorbent paper and liner.

Note: Do not mix or interchange different batches of kits.

APPLICABLE DEVICE

Getein1100 Immunofluorescence Quantitative Analyzer
Getein1180 Immunofluorescence Quantitative Analyzer
Getein1600 Immunofluorescence Quantitative Analyzer
Getein1160 Immunofluorescence Quantitative Analyzer
Getein1200 Immunofluorescence Quantitative Analyzer

STORAGE AND STABILITY

Store the test card at 4~30°C with a valid period of 24 months.
Use the test card for Getein1100/Getein1160/Getein1180 within
1 hour once the foil pouch is opened.

For test card of Getein1200/Getein1600: if the cartridge is

opened, it could be stable within 24 hours once exposed to air.
If the test cards can't be used up at a time, please put the
cartridge back to the foil pouch and reseal along the entire edge
of zip-seal. The remaining test cards should be used up within
7 days.

Store the sample diluent at 0~30°C with a valid period of 24
months.

PRECAUTIONS

1. For in vitro diagnostic use only.

2. Do not use the kit beyond the expiration date.

3. Do not use the test card if the foil pouch is damaged.

4. Do not open pouches until ready to perform the test.

5. Do not reuse the test card.

6. Do not reuse the pipet.

7. Handle all specimens as potentially infectious. Proper
handling and disposal methods should be followed in
accordance with local regulations.

8. Carefully read and follow user manual to ensure proper test
performance.

SPECIMEN COLLECTION AND PREPARATION

1. This test can be used for serum and plasma samples.
Heparin, EDTA and sodium citrate can be used as the
anticoagulant for plasma. Samples should be free of
hemolysis.

2. The test should be performed within 4 hours after whole
blood collection.

3. If testing is delayed, serum and plasma samples may be
stored up to 7 days at 2~8°C or stored at -20°C for 6 months
before testing.

4. Refrigerated or frozen sample should reach room tempera-
ture and be homogeneous before testing. Avoid multiple
freeze-thaw cycles.

5. Do not use heat-inactivated samples or hemolysis samples.

6. SAMPLE VOLUME (for Getein1100/Getein1160/Getein1180):
100 pi.

TEST PROCEDURE

1. Collect specimens according to user manual.

2. Test card, sample and reagent should be brought to room
temperature before testing.

For Getein1100:

3. Confirm SD card lot No. in accordance with test kit lot No..
Perform “SD card” calibration when necessary.

4. Enter testing interface of Getein1100.

5. Remove the test card from the sealed pouch immediately
before use. Label the test card with patient or control
identification.

6. Put the test card on a clean table, horizontally placed.

7. Using sample transfer pipette, deliver 700 uL of sample into
the sample port on the test card.

8. Reaction time: 15 minutes. Insert the test card into

Getein1100 and start test after reaction time is elapsed. The
result will be shown on the screen and printed automatically.

For Getein1160/Getein1180:

9. Confirm SD card lot No. in accordance with test kit lot
No..Perform “SD card” calibration when necessary.

10. Enter testing interface of Getein1160/Getein1180.

11. Remove the test card from the sealed pouch immediately
before use. Label the test card with patient or control
identification.

12. Put the test card on a clean table,horizontally placed.

13. Using sample transfer pipette, deliver 100 pL of sample into
the sample port on the test card.

14. Reaction time: 15 minutes. Insert the test card into
Getein1160/Getein1180 immediately after sample loading.
The analyzer will count down the reaction time and automati-
cally test the card after reaction time is elapsed. The result
will be shown on the screen and printed automatically.

For Getein1200/Getein1600:

15. Each cartridge for Getein1200/Getein1600 contains a
specific RFID card which can calibrate automatically.

16. Place the sample diluent at the correct position in
Getein1200/Getein1600.

17. Place samples in the designed area of the sample holder,
insert the holder and select the right test item,
Getein1200/Getein1600 will do the testing and print the result
automatically.

Notes:

1. It is required to perform “SD card” calibration when using a
new batch of kits.

2. It is suggested to calibrate once for one batch of kits for
Getein1100/Getein1160/Getein1180.

3. Make sure the test card insertion is correct and complete.

TEST RESULTS

Getein1100/Getein1160/Getein1180/Getein1200/Getein1600
can scan the test card automatically and display the result on
the screen. For additional information, please refer to the user
manual of Getein1100/Getein1160/Getein1180/Getein1200/
Getein1600.

Others:

Measuring range of the tPSA test kit is 0.50 ng/mL~100.00
ng/mL. Dilute the sample which concentration is higher than the
upper limit with negative samples, and the dilution ratio should
be less than 4 times.

EXPECTED VALUE

The expected normal value for tPSA was determined by testing
samples from 1000 apparently healthy individuals. The
reference range of tPSA is 4.00 ng/mL calculated by using
normal distribution methods (95% confidence interval).

It is recommended that each laboratory establish its own
expected values for the population it serves.



PERFORMANCE CHARACTERISTICS
Measuring Range 0.50~100.00 ng/mL

Lower Detection Limit <0.50 ng/mL
Within-Run Precision <10%
Between-Run Precision <15%

With-run Precision: Test tPSA with same batch for 10 times
using tPSA control 1 (3.20~4.80 ng/mL) and tPSA control 2
(24.00~36.00 ng/mL) respectively, then calculate within-run
precision which should not greater than 10%.

Between-run Precision: Randomly select 3 consecutive
batches of tPSA products, and take 10 strips for each batch to
test the quality control (24.00~36.00 ng/mL), calculate
between-run precision which should not greater than 15%.

LIMITATIONS

1. As with all diagnostic tests, a definitive clinical diagnosis
should not be made based on the result of a single test. The
test results should be interpreted considering all other test
results and clinical information such as clinical signs and
symptoms.

2.Samples containing interferent may influence the results. The
table below listed the maximum allowance of these potential
interferent.

Bilirubin
0.1g/L

Interferent Hemoglobin

5g/L

Triglyceride
25g/L

Concentration (Max)

REFERENCES

1. Mc Jimpsey EL. Molecular Form Differences Between
Prostate-Specific Antigen (PSA) Standards Create Quantita-
tive Discordances in PSA ELISA Measurements. Scientific
Reports. 2016, 6: 22050.

2. Jun Seok Kim, Je-Guk Ryu, Jin Woong Kim, et al.
Prostate-Specific Antigen fluctuation: what does it mean in
diagnosis of prostate cancer? Br J Cancer. Int Braz J Urol.
2015, 41(2): 258-264.

3. Yasuhide Kitagawa, Mikio Namiki. Prostate-specific antigen-
based population screening for prostate cancer: current status
in Japan and future perspective in Asia. Asian J Androl. 2015,
17(3): 475-480.

DESCRIPTION OF SYMBOLS USED

The following graphical symbols used in or found on tPSA Fast
Test Kit (Immunofluorescence Assay) are the most common
ones appearing on medical devices and their packaging. They
are explained in more details in the European Standard EN ISO
15223-1:2016.

Key to symbols used

Manufacturer Use-by date

Do not re-use Date of manufacture

[E Consulftoiplsjtsrgctions Batch code
i In vitro diagnostic
/ﬂ/ Temperature limit medical device
W Contains sufficient @ Do not use if package
for <n> tests is damaged e
Authgrized representative
Catalogue number in E{‘Sm%[?@a"

Thank you for purchasing tPSA Fast Test Kit (Immunofluorescence
Assay).

Please read this user manual carefully before operating to
ensure proper use.

Version: WIF48-S-07

Getein Biotech, Inc.

Add: No.9 Bofu Road, Luhe District, Nanjing, 211505,

China
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TO WHOM IT MAY CONCERN
To any governmental departments,
registration and/or trade offices in MOLDOVA

Distribution Authorisation Letter

This letter confirms that Sanmedico
Mun. Chisinau
Str. Petricani 88/1 of. 10
Republica MOLDOVA

is the legal, exclusive and sole representative of TECO Medical Instruments Production 4 Trading
GmbH, Dieselstr. 1, 84088 Neufahrn NB, Germany, for the territory of MOLDOVA only for all TECO
products listed below. Sanmedico may participate in public and private tenders, providing sales to all TECO
customers in the territory. We as manufacturer certify that our warranty is duly passed to the purchaser
through Sanmedico for the price, delivery schedules and the specifications of the published literature,
catalogues and fully covering the commodities offered.

Sanmedico will provide the following information to TECO GmbH when 5o required in relation to its market
surveillance activities:

Reporting of incidents to TECO must take place within 3 working days

Serial number of the device, exact location of the device and the user.

Validity: January 1%, 2025 to December 31%, 2026
Termination: Confirmation ends automatically on Dec. 31% of 2026
and must be then renewed.
Products:
s Coatron M1 Semi-automated 1-channel Coagulometer (out of production)
e Coatron M2 Semi-automated 2-channel Coagulometer (out of production)
e Coatron X Eco Semi-automated 1-channel Coagulometer
+ Coatron X Pro Semi-automated 2-channel Coagulometer
e Coatron X Top Semi-automated 4-channel Coagulometer
+ Coatron A4 Fully automated Coagulometer, 4 optic channels
¢ Coatron A6 Fully automated Coagulometer, 6 optic channels
s Coatron A6 plus Fully automated Coagulometer, 6 optic channels
all instruments with complete accessory, consumables and spare parts
¢ Hemostasis Reagents Complete product line

This document is signed in Neufahrn, Germany, on Decamber 3t, 2024

TECO Medical Instruments Production+Trading GmbH

\C"u

Christian
General

ey/ 7
q?’:l ement




Current issue date: 10 November 2022 Original approval(s):
Expiry date: 9 November 2025 1SO 13485 - 10 November 2022
@,’ Certificate identity number: 10479697

Certificate of Approval

This is to certify that the Management System of:

TECO Medical Instruments,
Production + Trading GmbH

Dieselstr. 1, 84088 Neufahrn, Germany

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

Approval number(s): ISO 13485 — 00038268

The scope of this approval is applicable to:

Design, development, manufacturing, storage and sales of coagulation instruments and in-vitro-diagnostic reagents used in the

hemostaseology and coagulation.

/]
P -
v _'f___———-f; s
R/
Paul Graaf

Area Operations Manager, Europe

Issued by: LRQA Limited

 UKAS |

MAMAGEMENT

SYSTEMS

0om

LRQA Group Limited, its affiliates and subsidiaries and their respective officers, employees or agents are, individually and collectively, referred to in this clause as 'LRQA".
LRQA assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or
howsoever provided, unless that person has signed a contract with the relevant LRQA entity for the provision of this information or advice and in that case any responsibility or

liability is exclusively on the terms and conditions set out in that contract.
Issued by: LRQA Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom

Page 1 of 1



TECO

KONFORMITATSERKLARUNG

DECLARATION OF CONFORMITY
Doc#001-01/06-2022

Hersteller / Manufacturer: TECO Medical Instruments
Production and Trading GmbH
Adresse / Address: Dieselstrasse 1, 84088 Neufahrn, Germany

Marktakteur / Actor ID SRN: DE-MF-000022642 https://ec.europa.eu

Die hier benannten Produkte der generischen Produktgruppe erfillen die Anforderungen der aufgefihrten
Verordnungen, Richtlinien und Normen. Im Falle eigenméchtiger Veranderungen am Produkt oder der nicht
bestimmungsgemaélen Verwendung verliert diese Erklarung ihre Giltigkeit.

Diese Konformitatserklarung wird unter der alleinigen Verantwortung des Herstellers ausgestelit.
BASIS UDI-DI 426018278CMX81152

IVD - halb-automatische Blutgerinnungsmessgerate - Handelsbezeichnung, Typ, Kat.-Nr,
IVD - semi-automated Coagulation Systems - trade name, type, model, Cat.-No.

Coatron X Eco / Coatron X Pro / Coatron X Top
8110110 81101 20 81101 40

The products of the generic product group named here fulfil the requirements of listed regulations, directives and
standards. In the case of unauthorised modifications to the product or use not in accordance with the intended
purpose, this declaration becomes invalid.

This declaration of conformity is issued under the sole responsibility of the manufacturer.

Verordnung (EU) 2017/746 Regulation (EU) 2017/746
fur in-vitro Diagnostika-IVDR for In-vitro diagnostic medical devices
und dem harmonisierten Standard am 2022-05-12: and it's harmonized standard at 2022-05-12:

Risikoklassifizierung gemaB Artikel 47-Anhang VIII Risk classified according to article 47 annex VIII

Regel 5 b — ,Klasse A" Rule 5 b—"Class A"
Konformitatsbewertungsverfahren gemaB: Conformity assessment procedure in accordance with:
(EU) 2017/746 Artikel 17 (Anhang II+I1I) (EU) 2017/746 Article 17 (annex II+III)
Angewandte Normen zur Sicherstellung der Standards applied to ensure the essential requirements
grundlegenden Anforderungen an Leistung und for performance and safety:
Sicherheit:
: EN ISO 18113-3:2011
EN ISO 18113-3:2011
DIN EN 62304:2018 SN EM. 622000
DIN EN 62366-1 DIN EN 62366-1
DIN EN 62366-1:2017 DIN EN 62366-1:2017
DIN EN 61326-1:2013 DI EN 61526-1:2013
DIN EN 55011:2009 + A1:2010 DIN EN 55011:2009 + A1:2010
IEC 61010-1:2010, AMD1:2016 IEC 61010-1:2010, AMD1:2016
IEC 61010-2-101:2015 i 82010-2-30155015
IEC 61010-1:2010 IEC.61010-1:2010
Richtlinie 2011/65/EU RoHS III Directive 2011/65/EU RoHS 111
(iI'IC|. (EU) 2015}‘863) - DIN EN IEC 63000 (IHCL (EU} 2015/863 - DIN EN IEC 63000
QM-System gemaB (EU) 2017/746 Art.10(8) QM-Systems in accordance with (EU) 2017/746 art.10(8)
angewandter Standard: EN ISO 13485:2021 Applied standard procedure: EN ISO 13485:2021

Ort und Datum der Unterzeichnung:  naufahrn 2022-06-21
Place and date of issue: <




TECO

KONFORMITATSERKLARUNG
DECLARATION OF CONFORMITY

Doc#200/08-2022

Hersteller / Manufacturer:

TECO Medical Instruments

Production + Trading GmbH

Adresse / Address:
Marktakteur / Actor ID SRN:

Dieselstrasse 1, 84088 Neufahrn, Germany
DE-MF-000022642 https://ec.europa.eu

Wir erklaren hier fiir die im Anhang A ( Seite 2 — 23 IVD Produkte) spezifizierten Produkte dass sie gemaR der Richtlinie fir In-
vitro-Diagnostika Medizinprodukte 98/79/EC klassifiziert sind als allgemeine IVD.

Diese Konformitatserklarung wird unter der alleinigen Verantwortung des Herstellers i.V.m. Artikel 110 Abs.3 und Abs.4 der
Verordnung (EU) 2017/746 und des § 8 Abs.1 des Medizinprodukte-Durchfiihrungsgesetzes, in der jeweils geltenden

Fassung, ausgestellt.

Im Falle eigenmé&chtiger Veranderungen am Produkt oder der nicht bestimmungsgeméRen Verwendung verliert diese

Erklarung ihre Giiltigkeit.

We declare herewith for the products specified in Annex A ( page 2 - 23 IVD products) that they are classified as general IVD
according to the In Vitro Diagnostic Medical Devices Directive 98/79/EC.

This declaration of conformity is issued under the sole responsibility of the manufacturer in according to article 110 para.3 and
para.4 of Regulation (EU) 217/746 and section 8 para.1 of the Medical Device Law Implementing Act.

In case of unauthorised modifications to the products or un-intended use, this declaration loses its validity.

Sie entsprechen den anwendbaren Anforderungen der Richtlinie:

Richtlinie 98/79/EG Uber In-vitro-Diagnostika
klassifiziert gemaf Artikel 9 als “alle anderen Produkte”

Die Qualitatssicherung entspricht den Anforderungen der
Richtlinie 98/79/EG Uber In-vitro-Diagnostika
fur diese Art von Produkten.

Der implementierte QM-Prozess entspricht der EN I1SO 13485:2021

Die vorstehende Konformitatserkldrung ist glltig fur alle Chargen
dieser Produkte, die nach dem Datum der Unterzeichnung in Verkehr
gebracht wurden.

Das Konformitatsbewertungsverfahren entspricht Anhang 11l
der Richtlinie 98/79/EG Uber In-vitro-Diagnostika
fir diese Art von Produkten.

Ort und Datum der Unterzeichnung:
Place and date of issue:

Neufahrn, 2022-08-31

They meet applicable requirements of:

Directive 98/79/EC on in-vitro-diagnostic medical devices
classified according to article 9 as ,all other products”

The Quality Assurance is in accordance with the requirements
of Directive 98/79/EC on in-vitro-diagnostic medical devices
for those kind of products.

The implemented QM Process complies with EN ISO 13485:2021
The above mentioned declaration of conformity is valid for all lots

of this product, which are distributed after the date of signature.

The conformity assessment procedure complies with Annex Il
of Directive 98/79/EC on in-vitro-diagnostic medical devices
for those kind of products.

©TECO Medical Instruments Production + Trading GmbH - Dieselstrasse 1 « 84088 Neufahrn i.NB « GERMANY

1(2)

Fon +49 8773 70780 00 - Fax +48 8773 70780 29 « info@teco-gmbh.com « www.teco-medical.com




TECO

Doc#200/08-2022

KONFORMITATSERKLARUNG — DECLARATION OF CONFORMITY
) Directive 98/79/EC Annex A
Ubrige Produkte — Reagenzien fiir In-vitro-Diagnostika
Other products — Reagents for in vitro diagnostic — general IVD

Pos. | Article No Tradename Unit Generic Device Term Er:;‘h:g\g?" Code
1 AD230-040 TEClat PT-S (Quick) 10x4ml PT-S Prothrombin time ( quick test ) gg:g_?f{f;al(?_ 16;{03)??539
2 A0230-100 | TEClot PT-S (Quick) 10x10ml PT-5 Prothrombin time ( quick test ) ;\fg;gi:}ozzoaﬁié;&iag
3 | A0260-050 | TEClot PT-B (Owren) 5x10ml PT-B Prothrombin time { quick test ) gg:g?fggsli %;;.giss
4 AD320-050 TEClot APTT-S 10x5ml APTT-S Activated partial thromboplastin time gﬁﬁg?:;g;;;;; ‘::ﬁ
5 | A0401-020 | TEClotTT 10¢2ml 7T Thrombin time / reptilase / batroxbin time gﬁ?j{?jﬁ %16!?5:988
6 A0511-020 | TEClotFIB 10x2mi FIB Fibrinogen assays (factor i) \évgiigiﬁogzgzigg?
7 | AD511-050 | TEClot FIB 10x5ml FIB Fibrinogen assays (factor i) g?;ﬁgﬁiﬁsﬁi{?g?
8 | 1010020 | TEChrom AT g:grxlr::]f;’:ga Antithrombin :fi}fgfgfggéjf 156
9 D2010-012 Red D-Dimer ::::: :_-t:;ion buffer D-Dimer :g};?zgﬁgag;z:ﬁ“
10 | D2020-005 | Blue D-Dimer LC e D-Dimer ggt?ggﬁgg?gogim
11 P8001-010 TECal N 10x1ml Calibration plasma for haemostasis 23?3:82(?0?;} Eé;f; ge
12 P8200-005 TECal DD 5x1lml Calibration plasma for haemostasis ;vgi(i?:];;}?; ;ésg? L
13 P6001-010 TEControl N 10x1ml Control plasma for haemostasis gggﬁiﬁ%ﬁ;ﬁf&sfo
14 P6101-010 TEControl A 10x1ml Control plasma for haemostasis :fg;gffsolzoiél?:gc
15 P6201-010 TEControl A Plus 10x1ml Control plasma for haemostasis ;‘fg%giﬁf;?iéfoiggo
16 P5001-010 TEClot Factor 1l 10x1ml Coagulation factor ii ( prothrombin ) ?Eigi?ig%%i‘(oi%ﬁf
17 | P5101-010 TEClot Factor V 10x1ml Coagulation factor v ;vg;gg\?zp%i%ggi%?:
18 | P5201-010 TEClot Factor VII 10xIml Coagulation factor vii E:igi?ﬁizsozsoi_%iﬁi
19 P5301-010 TEClot Factor VIl 10x1ml Coagulation factor wiii gg;gi?ﬁ E PZ;J;ﬂffgfg;?
20 P5401-010 TEClot Factor IX 10x1ml Coagulation factor ix o,
B-FAC-IX-P5401-0106C
21 | P5501-010 TEClot Factor X 10x1ml Coagulation factor x g?;gi? ngzs%ifoi%igg
22 P5601-010 TECIot Factor XI 10x1ml Coagulation factor xi :{2;2_3)322: ;gl{gfosi;
23 P5701-010 TEClot Factor Xl 10x1ml Coagulation factor xii gg;giﬁ.(;zsj#} i_iiig

(Recital 23 of Directive 88/79/EC on In Vitro Diagnostics Medical Devices) - Annex A - general VD

2(2)

©TECO Medical Instruments Production + Trading GmbH . Dieselstrasse 1 + 84088 Neufahrn i.NB + GERMANY

Fon +49 8773 70780 00 « Fax +49 8773 70780 29 . info@teco-gmbh.com » www.teco-medical.com




KONFORMITATSERKLARUNG

DECLARATION OF CONFORMITY

Doc#100/07-2021

Wir /| We

TECO Medical Instruments Production and Trading GmbH
Name des Herstellers / Manufacturer's name
Dieselstrasse 1, 84088 Neufahrn, Germany
Anschrift /| Address

erklaren in alleiniger Verantwortung, dass die unten gelisteten IVD Zubehor Produkte:
declare under our own responsibility, that the IVD accessories products, listed below:

Doppelklvette / Double cuvette Ref. 19 000 02
EinzelkUvette / Single cuvette Ref. 20 000 02, 24 100 00
4-fach Klvette / Cuvette 4 pos/ea Ref. 80 521 10
6-fach Klvette / Cuvette 6 pos/ea Ref. 80 560 00
6-fach Klvette (micro) / Cuvette 6 pos/ea (micro) Ref. 80 570 00

allen anwendbaren Anforderungen folgender Richtlinien meet all applicable requirements of:
entsprechen:

1. Richtlinie 98/79/EG lber In-vitro Diagnostika und ihrem 1. Directive 98/79/EC on In-vitro diagnostic medical devices and
Zubehdr, klassifiziert gemaB Artikel 9 als: "alle anderen their accessorfes, classified according to article 9 as: 'all other
Produkte"- im Sinne von Zubehér zu In vitro Diagnostika products” — and in term of accessories for in vitro diagnostics

gemaR Artikel 1. according to artivel 1.

2. Richtlinie 2011/65/EU (RoHS III) 2. Directive 2011/65/EU (RoHS IIT)

Das QM-System des Herstellers ist zertifiziert nach: The QM-system of the manufacturer is certified for:
EN ISO 13485:2016 EN IS0 13485:2016
Konformitatsbewertungsverfahren gemag: Conformity assessment procedure according to:
Geman Anhang III der Richtlinie 98/79/EG According to Annex III of Directive 98/79/EC

Ort und Datum der Unterzeichnung: Neufahrn, 27.07.2021
Place and date of issue: Neufahrn, July 27, 2021




TECO

MEDICAL TNSTRUMENTS
PRODUCTION+TRADING GMEBH

DieselstralBe 1

D-84088 Neufahrn N.B.

fon:+49-8773/707 80-0

fax: +49-8773/707 80-29

Neufahrn, 26/04/2018

TO WHOM IT MAY CONCERN

We confirm that the instruments Coatron X Eco, Coatron X Pro and Coatron X Top
have a closed cuvette system. Cuvettes have to be purchased with voucher
identification code from TECO GmbH.
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Medical Instruments Dieselstrasse 1

Production+Trading GmbH D-84088 Neufahrn/NB
web:  www.teco-gmbh.com fon: +49 8773 70780 00

mail: info@teco-gmbh.com fax: +49 8773 70780 29

CERTIFICATE OF TRAINING

Vitalie Goreacii

General manager of
Sanmedico

Chisinau

Republic of Moldava

have participated with success at the training session supervised
by TECO GmbH, Germany for following instruments:

Coatron A series

(6]

O 0 0 0 O

Installation

Application

General use, also in combination with TECAM
Maintenance

Troubleshooting

After Sales Service

Training details:

Supervisor: Chr. Baumgartner, Director RD of TECO

Device Coatron A4 + A6, Inhouse Master Device
Place: Laboratories of TECO
Date: May 5th 2023

L

L/ Christian Baumgartner

Dipl.-Ing. Univ. (TUM)
Christian Baumgartner
Director R&D

FB132"Certificate of Training
Rev1/28 08 2020/88



TEClot PT-§
C€ [vo ] [rer

TECO

A0230-010, A0230-040, A0230-100,

Intended Use

This product is used for the determination of prothrombin time (PT) in plasma
according to Quick'2. The test is sensitive to the extrinsic pathway coagulation
factors I1,V,VII,X and fibrinogen and therefore used for oral anticoagulant therapy
with Vitamin-K inhibitors like Warfarin or Marcumar and also for the quantitative
determination of exfrinsic coagulation factors. The PT measures the exfrinsic
clotting time (factor VII activation) of test plasma after the addition PT reagent.

Contents & Determinations

Product TEClot PT-S TEClot PT-S TEClot PT-S

Cat.No. A0230-010 A0230-040 A0230-100

PT-S Reagent* 5x2 mL 10x4 mL 10x10 mL
Determinations

Coatron M** 200 Det. 800 Det. 2000 Det.

Coatron A4 100 Det. 400 Det. 1000 Det.

Coatron Aé 200 Det. 800 Det. 2000 Det.

*contains an extract of Rabbit brain with buffer, stabilizers and Calcium chloride.
**Micro method (75uL in total)

Preparation
Reconstitute with high purity water with the volume stated on the vial label.
[ A0230-010 A0230-040 [ A0230-100

2 mL 4mL [ 10 mL
Let stand at room temperature with occasional swirling for at least 15 min. Then
place reagent into instrument and let incubate for further 15 min. The reagent
sediments and must be swirled before each testing. On Coatron instruments, you
can use a mixing bar for this.

Storage & Stability
Unopened reagents are stable until the expiration date shown on the label stored
at 2°-8°C. Opened reagent:
[ 2-8°C [ 20-25°C [ 37°C |
| PT Reagent I 5 days I 36 hours | 8 hours |

Precautions

Avoid contact with skin and eyes. Wear suitable protective clothing. Dispose
components in compliance with local regulations for infectious material. Al components
are checked for HIV, HBV, HCV. However products from human blood should be
considered as potentially infectious.

Specimen collection and storage*

. Obtain venous blood by clean vein puncture.

. Immediately mix 9 parts blood with 1 part 3.2% sodium citrate (0.105M) and mix well
. Centrifuge the specimen atf 1500g for 10 min. (platelet < 10000/uL)

. Separate plasma after centrifugation and store in plastic or siiconised glass tube.

. Use plasma within 4 hours, otherwise store frozen and thaw just prior fo use.

ORWN P

Stability of plasma: 4h at 18-26°C  8hat2-8° 30d at-20°C  émat-70°C

Expected Results
Typical seconds:
Normal range:

11-18sec
70-130% 0.85-1.15INR

However results are influenced by instruments, technique, calibration etc. Each
laboratory is recommended to establish its own range on the specific instrument used.

Standardisation and Calibration
The PT result is expressed as seconds or activity (% Quick) or INR (International
Normalised Ratio).

INR results:

were calculated from normal time and ISl value (international sensitivity index). First
is obtained by running fresh plasma from a pool of healthy individuals. The ISl value
is stated in the LOT specific certificate of analysis.

Patient PT)”‘

INR = (7
Normal PT

Activity % (Quick) result:

were calcaluted from a calibration curve, which is prepared from reference

plasma (e.g. TECAL N) and dilutions in saline solution like 0.9% NaClz or TECLOT IBS

buffer. At least three or more calibration points are recommended. The calibration

curve must be confirmed with control plasma in normal and abnormal range.

% of normal 100%* 50% 25% 12,5%**

diluted in saline not dil. 1+1 1+3 1+7

Procedure

A. Automated Method: Coatron A
Prothrombin A4 A6 A4 | A6 a4 | A6

Time
PAT | Patient | 50ul | CP1 | 25ul | CP1 Incubation Os SENS 2
IBS .
BUF Buffer opl P39 [ Opl | P79 Maxtime 120s POINTS 4
CLR - opl - opl - Unit 251 MIX No
DP - opl P00 | Oul | POO Method Coag Clean 0 0
RO - oul | Poo | oul | POO Math log XY Multi 1|3
R1 - ol P00 | Oul | POO CT-Mech No S-Corr 0%
R2 PT 100pl | P25 | 50ul | P46 Deadtime 7s T-Corr 30% - 4s
Reagent

B. Manual Method: Coatron M system
1. Incubate PTreagent at 37°C for at least 10 minutes
2. Pipette 25 pl of sample info a test cuvette. Incubate at 37°C for 1-2 minutes.
3. Add 50 pl of PT reagent (37°C) and simultaneously start test.
4. Record the clotting time in seconds.

For other instrument, please refer to your instrument manual for more detailed
instrument specific instructions.

Symbol keys

* The median of at least 21 healthy individuals is defined as 100%,>
**12.5% dilution may cause “+++" results in same cases, because the level of
fiorinogen is too high diluted for optical detection.

Quality Control

TEControl or other commercial control plasma should be used for reliable quality
confrol of performance at a frequency in accordance with good laboratory
practice (GLP). TEControl can be frozen one time after reconstitution. 120-150 pl
stored in closed polypropylen tubes at -20°C is stable for 30 days

Limitations
Great care must be taken to minimize variations which may occur by seemingly
insignificant factors.
A. Specimen Collection. AVOID:
1. Use only plastic tubes or siliconised glass.
2. Delayed mixing of blood with anticoagulant.
3. Contamination with tissue thromboplastin.
4. Improper ratio of anticoagulant with blood.
5. Hemolyzed, icteric or lipemic samples may interfere optical systems
B. Laboratory Techniques
1. Perform tests at 37°C.
2. Use only high purity water.
3. Optimum pH is 7.0-7.5.
4.18I value is not constant within the first 30 min after reconstitution.
5. Reagent sediments and must be swirled before each testing.

Performance Characteristics
Typical performance on instrument Coatron M4

Precision: CV% (within run) CV% (infer-runs)
Normal control <30 <50
Abnormal control <30 <50
Warranty

This product is warranted to perform in accordance with its labelling and literature.
TECO disclaims any implied warranty of merchantability or fitness for any other
purpose, and in no event will TECO be liable for any consequential damages
arising out of aforesaid express warranty.

References

1. Quick, AJ., The Hemorrhagic Diseases and the Physiology of Hemostasis.
Charles C. Thomas: Springfield, IL. 1942.

2. Quick, A.J., Hemorrhagic Diseases. Lea and Febiger: Philadelphia. 1957.

3. Miale, J.B., Laboratory Medicine-Hematology, 4th Edition. C.V. Mosby: St. Louis.
1972.

4. National Committee for Clinical Laboratory Standards: Guidelines for the
Standardized Collection, Transport and Preparation of Blood Specimens for
Coagulation Testing and Performance of Coagulation Assays.

5. Besselaar A M H P van den, Lewis SM, Mannucci P n Poller L. 1993. Status of
present and candidate International Reference Preparations (IRP) of
thromboplastin for prothrombin time. Thromb Hemostas 69; 85

6. Besselaar A M H P van den. 1991. The significance of the International
Normalized Ratio (INR) for oral anticoagulant therapy. H17CC 3; 146153.
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E Expiry date Diagnostica &' hazard
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Lot. Number @ Ready to use

Authorized
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Rev. 8 4/2014
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Calcium Chloride 0,025M
C ( IVD | | REF

A0350-050, A0350-100

TECO

Intended Use

This product is used in combination with reagent TEClot APTT-S
(Cat.No. A0320) to determine the APTT or also for other 25mM CacCl.
requiring coagulation tests.

Contents & Determinations

Product Calcium Chloride Calcium Chloride

Cat.No. A0350-050 A0350-100

CacCl; 0.025M 10x5 mL 10x10 mL
Determinations

Coatron M 2000 Det. 4000 Det.

Coatron A 1000 Det. 2000 Det.

Preparation
Ready to use.

Storage and Stability
Unopened reagents are stable until the expiration date shown on the
label stored at 2-8°C.

Opened reagent is stable for 30 days at 2-8°C in the original vial.

Precautions

Avoid contact with skin and eyes. Wear suitable protective clothing.
Dispose components in compliance with local regulations for infectious
material.

Calcium Chloride Solution contains sodium azide. Sodium azide under
acid conditions yields Hydrazoic acid, an extremely toxic compound.
Azide compounds should be diluted with running water before being
discarded. Upon disposal, azide compounds should be flushed with
large volumes of water. These precautions are recommended to
avoid deposits in metal pipes in which explosive conditions may
develop.

Warranty

This product is warranted to perform in accordance with its labelling
and literature. TECO disclaims any implied warranty of
merchantability or fitness for any other purpose, and in no event will
TECO be liable for any consequential damages arising out of
aforesaid express warranty.

Symbols key:
) In Vitro &‘ ’ ’ - Catalogue Consult accompanying
E Expiry date I VD I Diagnostica Biological hazard m Number [:IE documents
,I’ Store at 2-8°C ( € EU conformity H Manufacturer I LOT I Lot. Number ec | e Authorized Representative

Rev. 3 04/2010
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Calcium Chloride 0,025M

C € VD REF | A0350-050, A0350-100

TECO

Verwendungszweck

Wird zusammen mit dem Reagenz TEClot APTT-S (Kat. Nr. A0320) zur
Bestimmung von der APTT verwendet oder auch fur andere
Gerinnungstests, fur die 25mM CacCl2 benétigt wird.

Inhalt und Bestimmungen

Produkt Kalzium Chlorid Kalzium Chlorid

Kat. Nr. A0350-050 A0350-100

CacCl; 0.025M 10x5 mL 10x10 mL
Bestimmungen

Coatron M 2000 Det. 4000 Det.

Coatron A 1000 Det. 2000 Det.

Vorbereitung
Das Reagenz ist gebrauchsfertig

Lagerung und Stabilitat
Ungeoffnete Reagenzien sind bei einer Lagerung zwischen 2-8°C bis
zum auf dem Etikett angegebenen Verfallsdatum haltbar.

Geodffnete Reagenzien sind bei Lagerung zwischen 2-8°C im
Originalflaschchen 30 Tage haltbar.

VorsichtsmaRnahmen

Haut- und Augenkontakt vermeiden. Schutzkleidung tragen. Abfalle
unter Beachtung der vorgeschriebenen internationalen, nationalen
und lokalen Bestimmungen entsorgen.

Die Calcium Chlorid L6ésung enthalt Natriumazid. Unter sauren
Bedingungen setzt Natriumazid Hyrogenazid frei, ein hochst giftiger
Wirkstoff. Azidverbindungen sollten unter laufendem Wasser gelost
werden bevor sie entsorgt werden. Diese Vorsichtsmalnahmen
werden empfohlen, um Ablagerungen in Metallrohren zu verhindern,
die explosive Bedingungen entwickeln kdnnten.

Garantie

Es wird garantiert, dass die Wirkungsweise dieses Produktes den
Angaben auf der Packung und in der Produktliteratur entspricht.
TECO haftet weder fur die Verkauflichkeit oder Eignung dieses
Produktes fur irgendwelche andere Zwecke noch fir irgendwelche
Folgeschéaden, die sich aus der vorstehenden, expliziten Garantie
ergeben.

Erklarung der Symbole:
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E Verfallsdatum IIVDI In-Vitro & Biologische

Katalog-
Nummer

[:IE Begleitpapiere beachten

,r Bei 2-8°C lagern ( € EU Konformitat d Hersteller

[LoT]|

Lot. - Nummer

Bevollimé&chtigter

Rev. 3 04/2010

H TECO GmbH, Dieselstr. 1, 84088 Neufahrn NB Germany




TEClot FIB
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TECO

A0501-010, A0501-025, A0O511-020, A0511-050

Intended Use

The TEClot FIB is intended for the quantitative determination of fibrinogen in
human plasma according to method developed by Clauss.!- Levels of fibrinogen
can increase as a result of inflammation, pregnancy or oral confraceptive use2
Decreased levels can be found in certain states such as liver disease
and DIC. Congenital deficiencies include afibrinogenaemia (no detectable
fiorinogen), hypofibrinogenaemia (<1 mg/ml) and dysfiorinogenaemia
(abnormall fibrinogen molecule).

Contents & Preparation

B. Manual Method: Coatron M
1. Preparation of Standard, Control and Patient Dilutions

Standard Dilution Plasma 1BS Buffer
1:5 200pL Standard 800uL
1:10 500pL 1:5 STD 500uL
1:20 500pL 1:10 STD 500uL
1:40 500pL 1:20 STD 500uL
Patient or Control 100pL Plasma 900uL

Product TEClot FIB TEClot FIB TEClot FIB TEClot FIB
Kit-10 Kit-25

Cat.No. A0501-010 A0501-025 A0511-020 A0511-050

Thrombin Reagent [ 5x2 mL 5x5 mL 10x2 mL 10x5 mL

IBS Buffer 1x125 mL 1x125 mL - -

TECal Normal 1x1 mL Ix1 mL - -

TEControl A 1x1 mL 1x1 mL - -

Determinations

Coatron M* 400 Det. 1000 Det. 800 Det. 2000 Det.
Coatron A4 200 Det. 500 Det. 400 Det. 1000 Det.
Coatron Aé 200 Det. 500 Det. 400 Det. 1000 Det.

*Micro method (75uL in total)

1. Thrombin Reagent:
Contains bovine thrombin (~80NIH) with stabilizers
REF: AO501-010/A0511-020: Reconstitute with 2mL purified water
REF: A0501-025/A0511-050: Reconstitute with 5mL purified water

2. IBS Buffer: Ready to use. Contains Imidazole buffered saline
3. TECal Normal: Reconstitute with 1 mL purified water.

Contains citrated human plasma. &
4. TEControl A: Reconstitute with 1 mL purified water. d

Contains citrated human plasma.

Swirl gently after reconstitution and allow standing for 15 minutes at room
temperature. Mix well before use. Do not shake.

Storage & Stability
Unopened reagents are stable until the expiration date shown on the label stored
at 2°-8°C. Opened reagent:

- 2-8°C 15-25°C 37°C
*
Thrombin Reagent 12 days 5days 24 hours
2-8°C 15-25°C -20°C
TEControl or Plasma 3 hours 4 hours 30 days

* Reagent must be protected from UV-light and evaporation

Precautions

Avoid contact with skin and eyes. Wear suitable protective clothing. Dispose
components in compliance with local regulations for infectious material.

All components are checked for HIV, HBV, HCV. However products from human blood
should be considered as potentially infectious.

Specimen collection and storage?

2. Pipette 50 pl diluted standard or patient plasma (1:10) into a test cuvette. Prewarm
at 37°C for 1-2 minutes.

3. Add 25 pl Thrombin reagent and simultaneously start test.

For other instrument, please refer to your instrument manual for more detailed

instrument specific instructions.

Calibration

TECal Normal or other commercially prepared plasma standard in which
Fibrinogen has been determined should be used as reference (200-300mg/dL).
Plot the clotting time obtained with each of the FIB standard dilutions on the y-axis
against the concentration of FIB (mg/dL) on the x-axis using log-log graph paper.
The line of best fit should be determined by linear regression analysis. The
fiorinogen in plasma samples can be determined by interpolation from the
calibration curve.

Expected Results

Typical normal results are 180-450 mg/dL*S. However results are influenced by the
method of clot detection and can vary from laboratory to laboratory. Each laboratory
is recommended to establish its own nomal range on the specific instrument used.

Quality Control

TEControl or other commercial control plasma should be used for reliable quality
control of performance at a frequency in accordance with good laboratory
practice (GLP). ). TEControl can be frozen one time after reconstitution. 120-150 pl
stored in closed polypropylen tubes at -20°C s stable for 30 days

Limitations
A. Specimen Collection. AVOID:
1. Use only plastic tubes or siliconised glass.
2. Delayed mixing of blood with anticoagulant.
3. Contamination with fissue thromboplastin.
4. Improper ratio of anticoagulant with blood.
5. Hemolyzed, icteric or lipemic samples may interfer optical systems
B. Laboratory Techniques
1. Perform tests at 37°C.
2. Use only high purity water.
3. Optimum pH is 7.0-7.5.

Performance Characteristics

Precision: CV% (within run) CV% (inter-runs)
Normal control <50 <50
Abnormal control <50 <10.0

(Typical performance on instrument Coatron M4)

Warranty

L. Obtain venous blood by clean vein puncture. _ ) This product is warranted to perform in accordance with its labelling and
2. Immediately mix 9 parts blood with 1 part 3.2% sodium cifrate (0.105M) and mix well literature. TECO disclaims any implied warranty of merchantability or fitness for
3. Centrifuge the specimen at 15009 for 10 min. (platelet <10000/uL) any other purpose, and in no event will TECO be liable for any consequential
4. Separate plasma after centrifugation and store in plastic or siiconised glass tube. damages arising out of aforesaid express warranty.
5. Use plasma within 4 hours, otherwise store frozen and thaw just prior to use.
References
Procedure 1. Clauss, A., Gerinnungsphysiologische Schnellmethode zur
A. Automated Method. Coatron A bestimmung des Fibrinogens. Acta Haematol., 1957, 17: 237-246.
Fibrinogen Ad A6 A4 | A6 A4 | A6 2. Shaw, TS. Assays for Fibrinogen and its Derivatives, CRC Crit. Rev. Clin. Lab.
- - Sci., 1977, 8:145-192.
PAT | Patient | 10ul | CP1 | 10l | CP1 Incubation 0s SENS 0 3. National Committee for the National Laboratory (NCCLS) Standards:
BUF | 1BS Buffer | 90l | P39 | 90ul | P79 Maxtime 120s POINTS 4 CoI[ecﬁon transport and prepcroﬁon_of blood specimens for coagulation
testing and performance of coagulation assays. Document H21-A2, vol. 11,
CLR - opl - opl - Unit 769 MIX No No. 23, 1991.
= _ ol | Poo | oul | Poo —— Coag — 1] 3 4. ?;ggyég;é;fglii\lgormm Reference Laboratory Values, N. Eng. J. Med.,
RO - oul | POO | oul | POO Math log XY Multi 1|1 5.  Okuno, T. and Selenko, V., Amer. J. Med. Tech., 1972, 38(6) : 196-201.
R1 - Oul | POO | Oul | POO CT-Mech Yes S-Corr 0%
R2 | Fibrinogen | 50ul | P29 | 50ul | P49 Deadtime 3s T-Corr 0%
Symbols key:
. In Vitro . . - Catalogue Consult accompanying
E Expiry date I IvD I Diagnostica &’]} Biological hazard E Number DII documents
X‘— Store at 2-8°C C € EU conformity H Manufacturer I LOT | Lot. Number Authorized Representative
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TEClot FIB
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TECO

A0501-010, A0501-025, A0O511-020, A0511-050

Verwendungszweck

TEClot FIB wird zur quantitativen Bestimmung von Fibrinogen im menschlichen
Plasma nach einer von Clauss' entwickelten Methode verwendet. Der
Fibrinogenpegel kann auf Grund von Entzindungen, Schwangerschaft und
dem  Gebrauch von Ovulationshemmern ansteigen?. Geringere
Konzentrationen kénnen bei verschiedenen Krankheiten wie Leberversagen
und DIC auftreten. Angeborene Defizite beinhalten Afibrinogendmie (kein

auffindbares Fibrinogen), Hypofibrigondmie (<Tmg/ml) und
Dysfibrinogendmie (abnormale Fibrinogenmolekile).
Inhalte und Vorbereitungen
Produkt TEClot FIB | TEClot FIB | TEClot FIB TEClot FIB
Kit-10 Kit-25
Kat. Nr. A0501-010 A0501-025 A0511-020 A0511-050
Thrombin Reagenz | 5x2 mL 5x5 mL 10x2 mL 10x5 mL
IBS Puffer 1x125 mL 1x125 mL - -
TECal Normal 1x1 mL 1x1 mL - -
TEConfrol A 1x1 mL 1x1 mL - -
Bestimmungen
Coatron M* 400 Det. 1000 Det. 800 Det. 2000 Det.
Coatron A4 200 Det. 500 Det. 400 Det. 1000 Det.
Coatron Aé 200 Det. 500 Det. 400 Det. 1000 Det.

*Mikromethode (75uL insgesamt)

1. Thrombin Reagenz:
Enthdlt Rinderthrombin (~80 NIH) mit Stabilisatoren.
REF: A0501-010/A0511-020: mit 2ml hochreinem Wasser anlésen
REF: A0501-025/A0511-050: mit 5ml hochreinem Wasser anlésen

2. IBS Puffer: gebrauchsfertig, 125ml

Enthalt gepufferte Natriumchlorid Lésung, pH 7,3-7.4
3. TECal Normal: Mit Tml hochreinem Wasser anlésen

Enthalt mit Zitrat versetztes menschliches Plasma.
4. TEControl A:

Mit Tml hochreinem Wasser anlésen
Enthdalt mit Zitrat versetztes menschliches Plasma. 7]
Nach der Anlésung vorsichtig leicht schwenken und bei Raumtemperatur 15
Minuten stehen lassen. Vor Gebrauch gut mischen. Nicht schitteln.

Lagerung und Stabilitat
Ungedffnete Reagenzien sind bei Lagerung zwischen 2-8°C bis zum auf dem
Etikett angegebenen Verfallsdatum haltbar. Gedffnete Reagenzien:

Thrombin Reagenz* 2-8°C 15-25°C 37°C
° 12 days 5 days 24 5td

2-8°C 15-25°C -20°C

TEControl oder Plasma 8 5id Tsia 05

* Reagenz muss vor UV-Licht und Verdunstung geschitzt werden.

VorsichtsmaBnahme

Haut- & Augenkontakt vermeiden. Abfdlle gemdaB lokaler Richtlinien fUr infektidse
Materialien entsorgen. Alle Bestandteile wurden auf HIV, HBV und HCV getestet.
Trotzdem muUssen Produkte aus menschlichem Blut immer als potentiell infektios
behandelt werden.

Probenentnahme und Lagerung 3
1. Venoses Blut mittels Venenpunktur unter sauberen Bedingungen entnehmen.

B. Manvelle Methode: Coatron M

1. Vorbereitung von Standard-, Kontroll- und Patientenlésungen

Standardlésung Plasma IBS Puffer
1:5 200yl Standard 800uL
1:10 500pL 1:5 STD 500pL
1:20 500pL 1:10 STD 500uL
1:40 500pL 1:20 STD 500uL
Patient oder Kontrolle 100pL Plasma 900uL
2. 50ul verdUnntes Standard- oder Patientenplasma (1:10) in eine KUvette pipettieren.
Bei 37°C fUr 1-2 Minuten erwdrmen
3. 25ul Thrombinreagenz hinzufUgen und gleichzeitig Test starten.

Wenn Sie ein anderes Gerdt verwenden, lesen Sie bitte fUr genauere Informationen die
entsprechende Gerdteanleitung.

Kalibrierung

TECal Normal oder anderes kommerzielles Standardplasma, mit bekanntem
Fibrinogengehalt, sollte als Referenz (200-300 mg/dl) verwendet werden. Geben Sie
die Gerinnungszeit jeder FIB Standard Losung auf der Y- Achse gegen die FIB
Konzentration (mg/dl) auf der X- Achse an. Verwenden Sie Milimeterpapier. Die
Reihe der besten Ergebnisse sollte durch lineare Regressionsanalyse bestimmt
werden. Fibrinogen in den Plasmaproben kann durch Interpolation der
Kalibrierungskurve bestimmt werden.

Erwartete Ergebnisse

Typische normale Ergebnisse sind 180-450mg/dl“5. Die Ergebnisse sind jedoch von der
Methode, wie die Gerinnungszeit bestimmt wird, abhdngig und kénnen von Labor zu
Labor varieren. Jedem Labor wird empfohlen, seinen

eigenen normalen Ergebnisbereich auf dem verwendeten Instrument zu erstellen.

Qualitatskontrolle

TEControl oder anderes kommerzielles Kontrollplasma sollte, um eine gute Qualitat
sicherzustellen, in regelmdBigen Absténden entsprechend Laborrichtlinien gemessen
werden. in regelmd&Bigen Absténden entsprechend Laborrichtlinien gemessen
werden. TEConfrol kann einmalig wieder eingefroren werden. HierfUr 120-150uL in
einem verschlieBbaren polypropylen GefaB bei -20°C aufbewahren und innerhalb
der ndchsten 30 Tage verwenden.

Beschrankungen
A. Probenvorbereitung. Achten Sie auf:
1. nur Plastikréhrehen oder silikonisiertes Glas verwenden
2. verzégertes Mischen von Blut mit Antikoagulanz vermeiden
3. Kontaminierung mit Gewebethromboplastin vermeiden
4. falsches Verhdltnis von Antikoagulanz und Blut vermeiden
5. Hdmolytische lipdmische oder ikterische Proben kdnnen optfische Systeme stéren

B. Labortechniken
1. Tests bei 37°C durchfGhren
2. nur hochreines Wasser verwenden
3. der optimale pH Wert ist 7,0-7.5

Leistungsdaten

Prazision: VK% (Einzellauf) VK% (Mehrfachlauf)
Normale Kontrolle <50 <50
Abnomale Kontrolle <50 <10.0

(Typische Leistung beim Gerat Coatron M4)

2. Sofort 9 Teile Blut mit einem Teil 3,2% Natriumzitrat (0,105M) gut mischen.
3. Probe bei 1500g 10 Minuten lang zentrifugieren (Thrombozyten <10000ul) Garantie
4. Plasma nach der Zentrifugierung entfemen und in einem Rohrchen aus Plastik oder Es wird garantiert, dass die Wirkungsweise dieses Produktes den Angaben auf der
siikonisierten Glas aufoewahren. Packung und in der Produktliteratur entspricht. TECO haftet weder fir die
5. Plasma innerhalb von 4 Stunden verwenden, andemfalls gefroren lagem und kurz Verk&uflichkeit oder Eignung dieses Produktes fir irgendwelche andere Zwecke
vor Gebrauch auftauen. noch fUr irgendwelche Folgeschdden, die sich aus der vorstehenden, expliziten
Garantie ergeben.
Verfahren
A. Automatenmethode: Coatron A Referenzen
Fibrinogen Ad A6 A4 | A6 A4 | A6 1. Clauss, A., Gerinnungsphysiologische Schnellmethode zur bestimmung
- - des Fibrinogens. Acta Haematol., 1957, 17: 237-246.
PAT | Patient | 10ul | CP1 | 10l | CP1 Incubation 0s SENS 0 2. Shaw, T.S. Assays for Fibrinogen and its Derivatives, CRC Crit. Rev. Clin. Lab. Sci.,
BUF | IBS Buffer | 90ul | P39 | 90ul | P79 Maxtime 120s POINTS 4 197'7’ 8 ]457]92: . .
3. National Committee for the National Laboratory (NCCLS) Standards: Collection
CLR - oul - oul - Unit 769 MIX No transport and preparation of blood specimens for coagulation testing and
. performance of coagulation assays. Document H21-A2, vol. 11, No. 23, 1991.
Rl Oul | POO | Oul | POO tsdied) Coag Gen | 4. Scully, RE. et al., Normal Reference Laboratory Values, N. Eng. J. Med.,
RO - oul | POO | oul | POO Math log XY Multi 1|1 1980, 302(37) : 37-48.
5. Okuno, T. and Selenko, V., Amer. J. Med. Tech., 1972, 38(6) : 196-201.
R1 - oul | POO | Oul | POO CT-Mech Yes S-Corr 0%
R2 | Fibrinogen | 50ul | P29 | 50ul | P49 Deadtime 3s T-Corr 0%
Erkl&rung der Symbole:
In-Vitro Biologische - Katalog- . .
E Verfallsdatum I IVD I Diagnostik & Gefahr E Nummer DI] Begleitpapiere beachten
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TEClot FIB
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IVD REF

TECO

A0501-010, A0501-025, A0O511-020, A0511-050

Revisions-Ubersicht:

Rev. |am Anderung durch Glltig far Freigabe am Freigabe durch
1 5.4.11 WG Technoclone FIB
Beschreibung: New box insert for Technoclone FIB.
2 21.12.11 CB | Technoclone FIB | 211211 | CH
Beschreibung: Neue Stabilitdtsangaben. Die Vorgaben wurden dem Technoclone Stability Test
9 Report ,TC6E0C.01 vom 5.5.2010 entnommen.
3 11.11.13 CB | Technoclone FIB | |
Beschreibuna: - Protokoll fir A4+A6
9 - Stabilitatsdaten neu
4 16.10.17 AR | Technoclone FIB | 161017 | CH
Technoclone Puffer (A0591-090) wird ersetzt durch IBS (A0590-125)
Beschreibung: (wegen deutlicher Messunterschiede bei Coatron A und X Serie)
Werteermittlung fur das CoA erfolgt ebenso mit IBS (A0590-125)
5 23.01.18 VG | Technoclone FIB |  23.01.18 | VG
Beschreibung: Neue Stabilitdtsangaben von Technoclone vom Thrombin Reagent.
Rev.5  01/2018 @ TECO GmbH, Dieselstr. 1, 84088 Neufahm NB Germany




IBS Buffer

C€ [ o | | rer | A0590-125

TECO

Intended Use

The IBS Buffer solution is optimally formulated for use on Coagulation
Analyzers. Use in accordance with the recommended Operators
Manuals for installing and replacing Owrens Veronal Buffer (OVB). The
IBS can be used as the diluent for preparing plasma dilutions in the
performance of Fibrinogen determinations and Coagulation Factor
Assays with all manual, mechanical, or photo-optical means of clot
detection. Follow Reagent manufacturer's recommended procedures
for preparation of plasma dilutions using Imidazole Buffered Saline.

Contents & Determinations

Product IBS Buffer
Cat.No. A0590-125
IBS Buffer 1x125 mL

Preparation
IBS: pH 7.3 - 7.4, liquid
Ready to use.

Storage and Stability
Unopened reagents are stable until the expiration date shown on the
label stored at 2-8°C.

Precautions

Avoid contact with skin and eyes. Wear suitable protective clothing.
Dispose components in compliance with local regulations for infectious
material.

Warranty

This product is warranted to perform in accordance with its labelling
and literature. TECO disclaims any implied warranty of
merchantability or fitness for any other purpose, and in no event will
TECO be liable for any consequential damages arising out of
aforesaid express warranty.

Symbols key:
) In Vitro ’ ’ - Catalogue Consult accompanying
E Expiry date I IVD I Diagnostica (.@3 Biological hazard m Number [:IE documents
,I’ Store at 2-8°C ( € EU conformity H Manufacturer I LOT I Lot. Number e | Rer Authorized Representative
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IBS Buffer

C€ [ o | | rer | A0590-125

TECO

Verwendungszweck

Die IBS Pufferldsung (Imidazole Buffered Saline) wird fur die
Verdunnung von Plasma verwendet werden, wie es z.B. bei der
koagulometrischen Bestimmung von Fibrinogen, Einzelfaktoren oder
auch Verdunnungsreihen fur die Methoden Kalibrierung notwendig
ist.

Inhalte und Bestimmungen

Produkt IBS Puffer
Kat.Nr. A0590-125
IBS Buffer 1x125 mL

Vorbereitung
IBS: pH 7.3 - 7.4, flussig
Gebrauchsfertig

Lagerung und Stabilitat
Ungeoffnete Reagenzien sind bei Lagerung zwischen 2-8°C bis zum
auf dem Etikett angegebenen Verfallsdatum haltbar.

VorsichtsmalRnahmen
Haut- und Augenkontakt vermeiden. Angemessene Schutzkleidung
tragen. Bestandteile gemaR lokaler Vorschriften fir infektiose
Materialien entsorgen.

Garantie

Es wird garantiert, dass die Wirkungsweise dieses Produktes den
Angaben auf der Packung und in der Produktliteratur entspricht.
TECO haftet weder fur die Verkauflichkeit oder Eignung dieses
Produktes fur irgendwelche andere Zwecke noch fir irgendwelche
Folgeschaden, die sich aus der vorstehenden, expliziten Garantie
ergeben.

Erklarung der Symbole:

Diagnostik Gefahr

E Verfallsdatum Ilvnl In-Vitro & Biologische

Katalog-
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24 100 00 Single Cuvettes - 500
24 200 00 Single Cuvettes - 5000

TECO

Information of use

The Cuvette as general laboratory article is suitable to hold
a reaction mixture for use in optical analyzers which are used
in laboratories for in vitro diagnostic tests.

The cuvettes are ready for immediate use. They have
unlimited shelf life if stored at 0 - 50°C.

Content
Product Single Cuvettes Single Cuvettes
Cat.No. 24 100 00 24 200 00
Content 500 pcs (500 det.) 5000 pcs (5000 det.)

The Cuvettes can be used with Coatron X Analyzers.

For application with semi-automated Coagulation System
Coatron X, each box contains a voucher label with a VIN
and PIN code to generate a ticket on the web-based
registration page (www.teco-reg.com).

The ticket information (VIN/PIN) must be entered for the
respective device to release the number of tests for this
device only. The (VIN/PIN) can only be used once per unit.

Precautions and waste information

The Cuvette should only be used once in analyzers. To
prevent contamination (sample/reagent), it is advised to
avoid contact with skin and eyes. Suitable protective clothing
and gloves are recommended.

Please also note the disposal of components in accordance with
local regulations for infectious material.

Material: pure, clear Polystyrol (PS)
Maximum volume should be less than ~ 500uL
Minimum volume: 75 pL

Dimensions max.: @11,5 mm x 24 mm

Rev2 07/2022

24100 00

Example Picture of the package — 500 Single Cuvettes

Packaging:

1. Log Bag, Dim.: (mm) 165 x 295 x 0,05, Mat.: LDPE;
2. Card Box, Dim.: (mm) 252 x 104 x 65

3. Paper Sleeve with Identification and Information

Voucher

VIN: 71101 XXXXX
PIN: 19823 78881

Single Cuvettes

500

Example of Voucher — 500 Single Cuvettes/Pack

24200 00
Example Picture of the package — 5000 Single Cuvettes

Packaging:

1. Log Bag, Dim.: (mm) 600 x 400 x 0,05, Mat.: LDPE;
2. Card Box, Dim.: (mm) 400 x 250 x 150

3. Label with Identification and Information

Voucher

VIN: 71200 XXXXX
PIN: 19823 78881

Single Cuvettes

5000

Example of Voucher — 5000 Single Cuvettes/Pack

TECO Medical Instruments Production +Trading GmbH, Dieselstr. 1, 84088 Neufahrn NB Germany



24 100 00 Single Cuvettes - 500
24 200 00 Single Cuvettes - 5000

TECO

Gebrauchsinformation

Die Kuvette als allgemeiner Laborartikel eignet sich zur
Aufnahme eines Reaktionsgemisches zur Verwendung in
optischen Analysegeraten, welche in Laboren flr in-vitro-
diagnostische Tests verwendet werden.

Die Kivetten sind sofort einsatzbereit. Sie sind unbegrenzt
haltbar, wenn sie bei 0 - 50°C gelagert werden.

Inhalt

Produkt Einzelkivette Einzelkivette

Kat. Nr. 24 100 00 24 200 00

Inhalt (Stck.) 500 (500 Tests) |5000 (5000 Tests)

Die Kivetten kénnen mit dem halb-automatischen
Coagulations System Coatron X verwendet werden.

Dazu enthalt jede Packung ein Voucher-Etikett mit einem
VIN- und PIN-Code, um ein Ticket auf der webbasierten
Registrierungsseite zu generieren (www.teco-reg.com).

Die Ticketinformationen (VIN/PIN) missen fiir das jeweilige
Gerat eingegeben werden, um die Anzahl der Tests fiir
dieses Gerat freizugeben. Die (VIN/PIN) kann nur einmal pro
Einheit verwendet werden.

VorsichtsmafRnahmen und Entsorgungshinweise

Die Kiivette sollte nur einmal im Analysegerat verwendet
werden. Um eine Kontamination (Probe/Reagenz) zu
vermeiden, ist es ratsam, den Kontakt mit Haut und Augen
zu vermeiden. Es werden geeignete Schutzkleidung und
Handschuhe empfohlen.

Bitte beachten Sie auch die Entsorgung der Komponenten
in Ubereinstimmung mit den értlichen Vorschriften fiir
infektidses Material.

Material: klares Polystyrol (PS)
maximales Volumen: nicht tber ~ 500uL
ninimales Volumen: : 75 pL

max. Abmessungen: @11,5 mm x 24 mm

Rev2 07/2022

24100 00

Beispielbild — Packung mit 500 Einzelklvetten

Verpackung:

1. Beutel, MaRe: (mm) 165 x 295 x 0,05, Mat.: LDPE;
2. Karton, MaRke: (mm) 252 x 104 x 65

3. Papierhille mit Beschreibung und Informationen

Voucher

VIN: 71101 XXXXX
PIN: 19823 78881

Single Cuvettes

500

Beispiel des Voucher — 500 Einzelkuvetten/Pack

24 200 00
Beispielbild — Packung mit 5000 Einzelkivetten

Verpackung:

1. Beutel, MaBe: (mm) 600 x 400 x 0,05, Mat.: LDPE;
2. Karton, Mafte: (mm) 400 x 250 x 150

3. Label mit Artikelbeschreibung und Informationen

Voucher

VIN: 71200 XXXXX
PIN: 19823 78881

Single Cuvettes

5000

Beispiel des Voucher — 5000 Einzelkivetten/Pack

TECO Medical Instruments Production +Trading GmbH, Dieselstr. 1, 84088 Neufahrn NB Germany
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Intended Use

Clotting test for quantitative determination of the Activated Partial Thromboplastin Time
(APTT) in citrated human plasma using siicate as contact activator for factor Xl. Intended
fo be used by professional laboratory personnel using coagulation analysers. The
determination of the APTT is used for the global evaluation of the intrinsic pathway and
detecting deficiencies of the intrinsic coagulation factors VIII, IX, XI, Xll, and Fletcher Factor
or other coagulation methods where an APTT reagent is required’-2.

The APTT reagent in the kit contains phospholipids and siica fo ensure a highly consistent
and stable product3. The APTT reagent is lupus anticoagulant insensitive. Lupus
anticoagulant insensitive reagents yield more reliable factor assay results than reagents,
which are sensitive to lupus inhibitors4.

Prolonged clotting times maybe observed in the following situations: deficiency of
infrinsic coagulation factors, presence of heparin or other anticoagulants, which
affect the infrinsic pathway and in liver diseases.

Contents
Product TEClot aPTT-S
REF A0320-050
aPTT-S reagent 10x5 mL
Determinations* 2000

*Micro method (75uL in total)
APTT-S reagent contains colloidal siicate with phospholipids, buffer and preservatives.

Recommended additional material (not included in package)
Auxilary reagents A0350-050 Calcium Chloride 0.025M, 10 x 5mL
Cdlibration not required
Quality Control P6001-010 TEControl N, 10 x TmL

P4101-010 TEControl A, 10 x TmL

Preparation
Ready to use. Swirl APTT reagent gently prior usage

Storage & Stability
Unopened reagents are stable until the expiration date shown on the label stored
at 2°-8°C. Opened reagent:

2-8°C 20-25°C 37°C

APTT-S Reagent 30 days 8 days 8 hours

Precautions

The reagent contains sodium azide (less than 0.1%) to prevent microbial growth. Avoid
contact with skin and eyes. Wear suitable protective clothing. Dispose components
in compliance with local regulations for infectious material.

Specimen collection and storage’

1. Obtain venous blood by clean vein puncture.

2. Immediately mix 9 parts blood with 1 part 3.2% sodium citrate (0.105M) and mix well
3. Centrifuge the specimen at 1500g for 10 min. (platelet < 10000/uL)

4. Separate plasma after centrifugation and store in plastic or siliconised glass tube.

5. Use plasma within 4 hours, otherwise store frozen and thaw just prior to use.

Stability of plasma: 4h at 18-26°C ~ 8hat2-8° 14d at-20°C  ém at-70°C
Procedure
A. Automated Method: Coatron A

See application book of device

B. Manual Method: Coatron X
Prewarm CaClz (0.025M) at 37°C for at least 10 min

Expected Results

Typical normal results are 27-42 sec. However results are influenced by the method of
clot detfection and can vary from laboratory to laboratory. Each laboratory is
recommended fo establish its own nomal range on the specific instrument used.

Quality Control

TEControl or other commercial control plasma should be used for reliable quality
control of performance at a frequency in accordance with good laboratory
practice (GLP). TEControl can be frozen one fime after reconstitution. 120-150 pl
stored in closed polypropylen tubes at -20°C is stable for 30 days

Limitations
A. Specimen Collection. AVOID:
1. Use only plastic tubes or siliconised glass.
2. Delayed mixing of blood with anticoagulant.
3. Contamination with tissue thromboplastin.
4. Improper ratio of anticoagulant with blood.
5. Hemolyzed, icteric or lipemic samples may interfere optical systems
B. Laboratory Techniques
1. Perform tests at 37°C.
2. Use only high purity water.
3. Optimum pH is 7.0-7.5.
C. Interfering substances
1. Bilirubin 40mg/dL
2. Haemoglobin 1000 mg/dL

Performance Characteristics
Typical performance on instrument Coatron X
Precision:

CV% (within run) CV% (inter-runs)

QC control <30 <50

Factor & Heparin sensitivity:

APTT Clofting time (s)
Factor (%) F VIl FIX FXI
<1% 100 80 103
10% 53 52 58
40% 40 39 41
100% 35 35 358
Heparin (U/mL) ouU/mL 0,2U/mL 0,4U/mL
APTT clotting time (s) 35 70 180

These values should be used as guidelines only. Each laboratory should establish factor or
heparin sensitivity using its own instruments and techniques.

Warranty

This product is warranted to perform in accordance with its labelling and literature.
TECO disclaims any implied warranty of merchantability or fitness for any other
purpose, and in no event will TECO be liable for any consequential damages
arising out of aforesaid express warranty.

References

1. Proctor RR, Rapaport SI. The partial thromboplastin time with kaolin. A simple
screening test for first stage plasma clotting factor deficiencies. Am J Clin
Pathol 36, 212-219 (1961).

2. Triplett DA, Harms CS, Koepke JA. The effect of heparin on the activated
partial thromboplastin time. Am J Clin Pathol 70, 556-569 (1978).

3. Stevenson KJ, Easton AC, Thomson JM, Poller L. The reliability of activated

2 Pipette 25 pl of sample into a test cuvette. Prewarm at 37°C for 1-2 minutes. partial  thromboplastin  time methods and the relationship to lipid
3. Add 25 pl APTT-S reagent and incubate exactly for 3 min at 37°C. composition and ultrastructure. Thromb Haemost 55, 250-258 (1986).
4. Add 25 pl of Ca(._‘,lz (O_.OQS_M) and simultaneously start test. 4. Denis-Magdelaine A, Flahault A, Verdy E. Sensitivity of sixteen APTT reagents
5 Record the clotting time in seconds. for the presence of lupus anticoagulants. Haemostasis 25, 98-105 (1995).
5. NCCLS: Guidelines for the Standardized Collection, Transport and
Preparation of Blood Specimens for Coagulation Testing and Performance
of Coagulation Assays
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Verwendungszweck

Dieses Produkt ist bestimmt fUr die quantitative Bestimmung der aktivierten
partiellen Thromboplastinzeit (APTT) in humanen Citratplasma mit Hilfe von Silikat
als Kontaktaktivator fir Faktor XIl. Die Anwendung ist bestimmt fir medizinisches
Fachpersonal und bendétigt einen Gerinnungsanalyser.

Die Bestimmung der APTT dient der globalen Auswertung des intrinsischen
Gerinnungssystems, sowohl zum Nachweis von Mdngeln bei den intrinsischen
Koagulationsfaktoren VIII, IX, XI, Xl und Fletcher Fakfor oder anderer
Koagulationsmethoden, bei denen ein APTT - Reagenz bendfigt wird.!2

Das APTT Reagenz in diesem Kit enthdlt Phospholipide und Silizium, um ein sehr
widerstandsfdhiges und stabiles Produkt zu gewdhrleistens. Das Reagenz reagiert
nicht auf Lupus Antikoagulanz und liefert daher verl@sslichere Ergebnisse bei
Faktorbestimmungen4. Verldngerte Gerinnungszeiten kdnnen bei den folgenden
Situationen beobachtet werden: Mangel an intrinsischen Koagulationsfaktoren,
Vorhandensein von Heparin oder andere Antikoagulantien, die das intrinsische
System beeinflussen und bei Lebererkrankungen.

Inhalt
Produkt TEClot aPTT-S
REF A0320-050
aPTT-S Reagenz 10x5 mL
Bestimmungen* 2000

*Micro Methode (75uL insgesamt)

Das APTT-S Reagenz enthdlt kolloidales Silikat mit Phospholipiden, Puffer und
Konservierungsstoffe.

Zusatzlich notwendige Reagenzien (nicht in der Packung vorhanden)
Hilfsreagenzien A0350-050 Calcium Chloride 0.025M, 10 x 5mL
Kalibration Nicht notwendig

Qualitétskontrolle P6001-010 TEControl N, 10 x TmL

P6101-010 TEControl A, 10 x TmL

Vorbereitung

Das Reagenz ist gebrauchsfertig und muss vor dem Gebrauch leicht aufgemischt
werden.

Lagerung und Stabilitat

Ungedffnete Reagenzien sind bei Lagerung zwischen 2-8°C bis zum auf dem Etikett
angegebenen Verfallsdatum stabil. Gedffnetes Reagenz:

[ 2-8°C [ 20-25°C [ 37°C |
| 30 Tage | 8 Tage | 8 Stunden |

| APTT-S Reagenz

VorsichtsmaBnahmen
Das Reagenz beinhaltet Natriumazid ( < 0.1%). Augen und Hautkontakt vermeiden.
Geeignete Schutzkleidung fragen. Abfall gemaB lokaler Bestimmungen fUr infektiose
Materialien entsorgen.

Probenentnahme und Lagerung *

1. Venoses Blut mittels Venenpunktur unter sauberen Bedingungen entnehmen.

2. Sofort 9 Teile Blut mit einem Teil 3,2% Natriumzitrat (0,105M) gut mischen.

3. Probe bei 1500g 10Minuten lang zentrifugieren (Thrombozyten <10000pl)

4. Plasma nach der Zentrifugierung entfernen und in einem Rdhrchen aus Plastik oder
siikonisierten Glas aufbewahren.

5. Plasma innerhalb von 4 Stunden verwenden, andemfalls gefroren lagem und kurz vor
Gebrauch auftauen.

Stabilitdt von Plasma: 4h bei 18-26°C  8h bei2-8° 14d bei-20°C  ém bei-70°C

Verfahren
A. Automatenmethode: Coatron A
Siehe Applikationsbuch des Gerates

B. Manuelle Methode: Coatron X

1. Kalciumchlorid (0,025M) mind. 10 Minuten lang bei 37°C erwé&rmen.
2. 25yl Probe in eine KUvette pipettieren. Bei 37°C fUr 1-2 min vorwdrmen.

3. 25ul APTT-S Reagenz hinzufigen und fur genau 3 min bei 37°C inkubieren
4. 25pl CaCl; (0,025M) hinzufUgen und gleichzeitig Test starten.

5. Gerinnungszeit in Sekunden notieren.

ErklGrung der Symbole:

Erwartete Ergebnisse

Typische normale Ergebnisse liegen bei 27-42 Sekunden. Jedoch sind die Ergebnisse von
der verwendeten Methode der Gerinnungsbestimmung abhéngig und kénnen in
verschiedenen Labors unterschiedlich ausfallen. Jedem Labor wird empfohlen, eine
eigene Ergebnisreihe und den Normalbereich mit dem verwendeten Gerdt zu erstellen.

Qualitdtskontrolle

TEControl oder anderes kommerzielles Kontrollplasma sollte in regelmdaBigen
Absténden entsprechend Laborrichtlinien gemessen werden. TEControl kann
einmalig wieder eingefroren werden. Hierfir 120-150uL in einem verschlieBbaren
polypropylen GeféB bei -20°C aufbewahren und innerhalb der néchsten 30 Tage
verwenden.

Vorschriften

A. Probenvorbereitung. Achten Sie auf:
1. nur Plastikréhrchen oder silikonisiertes Glas verwenden
2. verzdgertes Mischen von Blut mit Antikoagulanz vermeiden
3. Kontaminierung mit Gewebethromboplastin vermeiden
4. falsches Verhdlnis von Antikoagulanz und Blut vermeiden
5. Hodmolytische lip&mische oder ikterische Proben kdnnen optische Systeme stéren

B. Labortechniken
1. Tests bei 37°C durchfUhren
2. nur hochreines Wasser verwenden
3. der optimale pH Wert ist 7,0-7,5
C. Inferferenzen
1. Bilirubin: kein Effekt unter 40mg/dL
2. H&moglobin:  kein Effekt unter 1000mg/dL

Leistungsdaten
Typische Leistungsdaten beim Gerét Coatron X
Prazision: VK% (Einzellauf) CV% (Mehrfachlauf)

QC control <30 <50

Faktor & Heparin Empfindlichkeit:

APTT Gerinnungszeit (s)

Faktor (%) F Vil FIX F X
<1% 100 80 103
10% 53 52 58
40% 40 39 41
100% 35 35 358

Heparin (U/mL) ou/mL 02U/mL| 0,4U/mL
APTT Gerinnungszeit 35 70 180

Diese Werte sollen nur als Richtlinien verwendet werden. Jedes Labor sollte mit eigenen
Instrumenten und Techniken Sensitivitatswerte erstellen.

Garantie

Es wird garantiert, dass die Wirkungsweise dieses Produktes den Angaben auf der
Packung und in der Produktliteratur entspricht. TECO haftet weder fir die
Verkauflichkeit oder Eignung dieses Produktes fUr irgendwelche andere Zwecke
noch fUr irgendwelche Folgeschdden, die sich aus der vorstehenden, expliziten
Garantie ergeben.

Referenzen

1. Proctor RR, Rapaport SI. The partial thromboplastin time with kaolin. A simple
screening test for first stage plasma clotting factor deficiencies. Am J Clin Pathol
36, 212-219 (1961).

2. Triplett DA, Harms CS, Koepke JA. The effect of heparin on the activated partial
thromboplastin time. Am J Clin Pathol 70, 556-569 (1978).

3. Stevenson KJ, Easton AC, Thomson JM, Poller L. The reliability of activated partial
thromboplastin time methods and the relationship to lipid composition and
ultrastructure. Thromb Haemost 55, 250-258 (1986).

4. Denis-Magdelaine A, Flahault A, Verdy E. Sensitivity of sixteen APTT reagents for
the presence of lupus anticoagulants. Haemostasis 25, 98-105 (1995).

5. NCCLS: Guidelines for the Standardized Collection, Transport and Preparation of
Blood Specimens for Coagulation Testing and Performance of Coagulation
Assays
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Intended Use
Use as a normal control for following coagulation tests:

PT, APTT, Thrombintime, Fibrinogen,
Antithrombin and D-Dimer

Contents
10 x TmL freeze dried citrate-anticoagulated human plasma

Preparation

Reconstitute individual vials with 1,0 ml distilled water. Allow
to stand at room temperature, with occasional swirling, for 15
min before use. Be certain all particulate matter is well
dissolved.

PT whole blood (TEClot PT-B): Reconstitute individual vials with

1,7 ml distilled water.

Storage & Stability
Unopened vials are stable until the expiration date shown on
the label stored at 2°-8°C.

Dissolved plasma change analytic levels below 10% if stored

as following:
-20°C 2-8°C 20-25°C
1 month 8 hours 4 hours

Dissolved plasma can be refrozen only one time in aliquots
(120-150pL). Stored at -20°C in closed polypropylene tubes,
the aliquots must be used within 30 days.

Precautions

This product contains substance from human origin!

Avoid contact with skin and eyes. Wear suitable protective
clothing. Dispose components in compliance with local
regulations for infectious material. Al components are checked
for HIV, HBV and HCV. However products from human blood
should be considered as potentially infectious.

Expected Results
Refer to "Certificate of Analysis”.

Warranty

This product is warranted to perform in accordance with its
labelling and literature. TECO disclaims any implied warranty
of merchantability or fitness for any other purpose, and in no
event will TECO be liable for any consequential damages
arising out of aforesaid express warranty.

Symbols key:
. In Vitro . ) - Catalogue Consult accompanying
E Expiry date I IvD I Diagnostica & Biological hazard E Number DII documents
,_,{("’smre at 2-8°C C € EU conformity H Manufacturer I LOT | Lot. Number Authorized Representative
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Verwendungszweck
Als normale Kontrolle fUr folgende Gerinnungstests verwenden:

PT, APTT, Thrombinzeit, Fibrinogen,
Antithrombin und D-Dimer

Inhalt
10 x ImL gefriergetrocknetes mit
gerinnungshemmendes Humanplasma

Zitrat  versetztes

Vorbereitung
Die einzelnen FHd&schchen mit 1,0ml destiliertem Wasser
anlésen.  Fldschchen bei Raumtemperatur bis  zur
Anwendung unfer gelegentlichen Verwirbeln 15 Minuten
lang stehen lassen. Stellen Sie sicher, dass alle Partikel gut
aufgeldst sind.

Vollblut PT (TEClot PT-B): einzelne Fldschchen mit 1,7ml
destilliertem Wasser anldsen.

Lagerung und Stabilitat
Ungedffnete FiGdschchen sind bei Lagerung zwischen 2-8°C
zum bis auf dem Efikett angegebenen Verfallsdatum haltbar.

Gelostes Plasma verédndern die analytischen Levels unter 10%
wenn wie folgt gelagert:
-20°C 2-8°C

1 Monat 8 Stunden

20-25°C
4 Stunden

Gelbstes Plasma kann einmalig wiedereingefroren werden.
Die Aliquots (120-150uL) sind 30 Tage haltbar, wenn sie in
polypropylen Gef@Ben bei -20°C aufbewahrt werden.

VorsichtsmaBnahmen

Dieses Produkt enthdlt Substanzen humanen Ursprungs!

Haut- und Augenkontakt vermeiden. Angemessene
Schutzkleidung tragen. Abfdlle laut lokaler Regelungen fUr
infektidse Materialien entsorgen. Alle Bestandteile wurden
auf HIV, HBV und HCV getestet. Trotzdem mussen Produkte
aus menschlichem Blut immer als pofentiell infektids
angesehen werden.

Erwartete Ergebnisse
Lesen Sie das Analysenzertifikat

Garantie

Es wird garantiert, dass die Wirkungsweise dieses Produkts
den Angaben auf der Packung und in der Produkiliteratur
entspricht. TECO haftet weder fur die Verkauflichkeit oder
Eignung dieses Produktes fUr irgendwelche andere Zwecke
noch fUr irgendwelche Folgesch&den, die sich aus der
vorstehenden, expliziten Garantie ergeben.

Erkl&rung der Symbole:

In-Vitro Biologische - . .
E Verfallsdatum I IVD I Diagnostik & Gefar E Katalog-Nummer l:[i] Begleitpapiere beachten
_,l" Bei 2-8°C lagemn C € EU Konformitéit H Hersteller I LOT | Lot. - Nummer Bevollmdachtigter

Rev.2
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Intended Use
Use as an abnormal control for following coagulation tests:

PT, APTT, Thrombintime, Fibrinogen,
Antithrombin and D-Dimer

Contents
10 x 1mL freeze dried citrate-anficoagulated human plasma

Preparation

Reconstitute individual vials with 1,0 ml distilled water. Allow
to stand at room temperature, with occasional swirling, for 15
min before use. Be certain all particulate matter is well
dissolved.

PT whole blood (TEClot PT-B): Reconstitute individual vials with

1,7 ml distilled water.

Storage & Stability
Unopened vials are stable until the expiration date shown on
the label stored at 2°-8°C.

Dissolved plasma change analytic levels below 10% if stored

as following:
-20 °C 2-8 °C 20-25°C
1 month 8 hours 4 hours

Dissolved plasma can be refrozen only one fime in aliquots
(120-150pL). Stored at -20°C in closed polypropylene tubes,
the aliquots must be used within 30 days.

Precautions

This product contains substance from human origin!

Avoid contfact with skin and eyes. Wear suitable protective
clothing. Dispose components in compliance with local
regulations for infectious material. Al components are checked
for HIV, HBV and HCV. However products from human blood
should be considered as potentially infectious.

Expected Results
Refer to “Certificate of Analysis”.

Warranty

This product is warranted to perform in accordance with its
labelling and literature. TECO disclaims any implied warranty
of merchantability or fitness for any other purpose, and in no
event will TECO be liable for any consequential damages
arising out of aforesaid express warranty.

Symbols key:
. In Vitro . . - Catalogue Consult accompanying
E Expiry date I IVD I Diagnostica (ﬁb Biological hazard E Number DII documents
,_stmre at 2-8°C c € EU conformity H Manufacturer I LOT | Lot. Number Authorized Representative
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Verwendungszweck
Als abnormale Kontrolle fur folgende Gerinnungstests verwenden:

PT, APTT, Thrombinzeit, Fibrinogen,
Antithrombin und D-Dimer

Inhalt
10 x ImL gefriergefrocknetes mit Zitrat versetztes
gerinnungshemmendes Humanplasma

Vorbereitung
Die einzelnen Fdaschchen mit 1,0ml destiliertem Wasser
anlésen.  Fldschchen bei  Raumtemperatur  bis  zur
Anwendung unter gelegentlichen Verwirbeln 15 Minuten
lang stehen lassen. Stellen Sie sicher, dass alle Partikel gut
aufgeldst sind.

Vollblut PT (TEClot PT-B): einzelne Fl&dschchen mit 1,7ml
destilliertem Wasser anldsen.

Lagerung und Stabilitat
Ungedffnete Fldschchen sind bei Lagerung zwischen 2-8°C
zum bis auf dem Etikett angegebenen Verfallsdatum haltbar.

Gelbostes Plasma verdndern die analytischen Levels unter 10%
wenn wie folgt gelagert:

-20 °C 2-8 °C 20-25°C

1 Monat 8 Stunden 4 Stunden

Gelbstes Plasma kann einmalig wiedereingefroren werden.
Die Aliquots (120-150uL) sind 30 Tage haltbar, wenn sie in
polypropylen GefdBen bei -20°C aufbewahrt werden.

VorsichtsmaBnahmen

Dieses Produkt enthdlt Substanzen humanen Ursprungs!

Haut- und Augenkontakt vermeiden. Angemessene
Schutzkleidung tragen. Abfdélle laut lokaler Regelungen fir
infektidse Materialien entsorgen. Alle Bestandteile wurden
auf HIV, HBV und HCV getestet. Trofzdem missen Produkte
aus menschlichem Blut immer als potentiell infekfids
angesehen werden.

Erwartete Ergebnisse
Lesen Sie das Analysenzertifikat

Garantie

Es wird garantiert, dass die Wirkungsweise dieses Produkts
den Angaben auf der Packung und in der Produkiliteratur
entspricht. TECO haftet weder fur die Verkauflichkeit oder
Eignung dieses Produktes fUr irgendwelche andere Zwecke
noch fUr irgendwelche Folgeschdden, die sich aus der
vorstehenden, expliziten Garantie ergeben.

ErklGrung der Symbole:
In-Vitro Biologische Katalog- Begleitpapiere
E Verfallsdatum Diagnostik (ﬁb Gefahr Nummer EE beachten

A Bei 2-8°C ( € EU Konformitét H Hersteller LOT Lot. = Nummer Bevollmé&chtigter

lagern
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Intended Use
Use as a cdlibrator or normal control for following coagulation fests:
PT, APTT, Thrombintime, Fibrinogen,
Factors: 11, V, VI, VIII, IX, X, XI, XII,
Antithrombin, Protein-C, free Protein-§,
D-Dimer

Contents
5 x ImL freeze dried citrate-anticoagulated human plasma

Preparation

Reconstitute individual vials with 1,0 ml distilled water. Allow fo
stand at room temperature, with occasional swirling, for 15
min before use. Be certain all particulate matter is well
dissolved.

PT whole blood (TEClot PT-B CAT=A0260 xxx): Reconsfitute
individual vials with 1,7 ml distilled water.

Storage & Stability
Unopened vials are stable until the expiration date shown on
the label stored at 2°-8°C.

Dissolved plasma change analytic levels below 10% if stored

as following:
-20°C 2-8 °C 20-25 °C 37°C
30 days 24h 8h 2 hours

Dissolved plasma can be refrozen only one fime in aliquots
(120-150pL). Stored at -20°C in closed polypropylene tubes,
the aliquots must be used within 30 days.

Precautions: Potential Biohazardous material

This product contains substance from human origin! Avoid
contact with skin and eyes. Wear suitable protective clothing.
Dispose components in compliance with local regulations for
infectious material. Al components are checked for HIV, HBV and
HCV. However products from human blood should be considered
as potentially infectious.

Performance Characteristics:
Refer to “Certificate of Analysis”.

Limitations:

The control plasma is subject to the limitations of the assay
system (reagent + instrument). Results out of expected range
may indicate deterioration, false test calibration or problems
with one or more components of the test system

Warranty

This product is warranted to perform in accordance with its
labelling and literature. TECO disclaims any implied warranty
of merchantability or fitness for any other purpose, and in no
event will TECO be liable for any consequential damages
arising out of aforesaid express warranty.

Symbols key:
. In Vitro & . . - Catalogue Consult accompanying
g Expiry date I IVD I Diagnostica Biological hazard m Numbor DI] documents
. _,ﬂ' Store at 2-8°C ( € EU conformity H Manufacturer I LOT I Lot. Number E Authorized Representative

Rev. 3 06/2022 u TECO Medical Instruments Production + Trading GmbH, Dieselstr. 1 - 84088 Neufahrn i.NB - Germany



TECal N

TECO

C € [ wo | | rer | P8oo1-005
Verwendungszweck
Als Kalibrator oder Normalkontrolle fUr folgende Gerinnungstests
verwenden:
PT, APTT, Thrombinzeit, Fibrinogen,
Faktoren: II, V, VII, VIII, IX, X, XI, XII,
Anfithrombin, Protein-C, freies Protein-S,
D-Dimer
Inhalt
5 x 1ImL gefriergetrocknetes mit Zitrat versetztes

gerinnungshemmendes Humanplasma

Vorbereitung

Die einzelnen FHd&schchen mit 1,0ml destiliertem Wasser
anlésen. Fidschchen bei Raumtemperatur bis zur Anwendung
unter gelegentlichen Verwirbeln 15 Minuten lang stehen
lassen. Stellen Sie sicher, dass alle Partikel gut aufgeldst sind.

Vollblut PT (TEClot PT-B CAT=A0260 xxx): einzelne Fidschchen
mit 1,7ml desfilliertem Wasser anlésen.

Lagerung und Stabilitat
Ungedffnete FiGdschchen sind bei Lagerung zwischen 2-8°C
zum bis auf dem Efikett angegebenen Verfallsdatum haltbar.

Geldstes Plasma verédndern die analytischen Levels unter 10%
wenn wie folgt gelagert:
-20°C 2-8°C
30 Tage 24 Stunden

20-25°C
8 Stunden

37°C
2 Stunden

Gelbstes Plasma kann einmalig wiedereingefroren werden.
Die Aliquots (120-150uL) sind 30 Tage haltbar, wenn sie in
polypropylen Gef@Ben bei -20°C aufbewahrt werden.

VorsichtsmaBnahmen: Potentiell infektioses Material

Dieses Produkt enthdlt Substanzen humanen Ursprungs!

Haut- und Augenkontakt vermeiden. Angemessene
Schutzkleidung tragen. Abfdlle laut lokaler Regelungen fur
infektidse Materialien entsorgen. Alle Bestandteile wurden auf
HIV, HBV und HCV getestet. Trotzdem muUssen Produkte aus
menschlichem Blut immer als potentiell infektids angesehen
werden.

Erwartete Ergebnisse
Lesen Sie das Analysenzertifikat

Einschrdnkungen:

Das Konfrollplasma unterliegt den EinschrGnkungen der
verwendeten Reagenzien und Gerdte. Ergebnisse auBerhalb
des Sollbereichs kénnen verursacht werden  durch
abgelaufene Materiale, ungUltige Methodenkalibration oder
Problemen an Reagenz, Gerdt oder Zubehor.

Garantie

Es wird garantiert, dass die Wirkungsweise dieses Produkts den
Angaben auf der Packung und in der Produkiliteratur
entspricht. TECO haftet weder fUr die Verkduflichkeit oder
Eignung dieses Produktes fUr irgendwelche andere Zwecke
noch fUr irgendwelche Folgeschdden, die sich aus der
vorstehenden, expliziten Garantie ergeben.

ErklGrung der Symbole:

E Verfallsdatum

{vo |

In-Vitro
Diagnostik

Biologische

&‘ Gefahr

Katalog-Nummer

Begleitpapiere beachten

. ,ﬂ’ Bei 2-8°C lagem

(€

EU Konformit&t

H Hersteller

|LoT]

Lot. — Nummer

[ cc | ver]

Bevollm&chtigter

Rev. 3 06/2022

TECO Medical Instruments Production + Trading GmbH, Dieselstr. 1 - 84088 Neufahrn i.NB - Germany
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