Digitally signed by Dolgopol Tulian
Date: 2025.01.23 12:40:15 EET
Reason: MoldSign Signature
Location: Moldova

MOLDOVA EUROPEANA

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: e
k(a? -

Qiyi Xie, Md, MPH
V.P. of Regulatory & Clinical Affairs
ACON Laboratories, Inc.

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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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 #
“ ACON Laboratories, Inc. [Ec [rer]
10125 Mesa Rim Road, c MDSS GmbH
San Diego, CA 92121, USA Schiffgraben 41

30175 Hannover, Germany

Number: 1150529002
Effective date: 2010-xx-xx



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.

1. Free AH, Free HM. Urinalysis, Critical Discipline of Clinical Science. CRC Crit.
Rev. Clin. Lab. Sci. 3(4): 481-531, 1972.

2. Yoder J, Adams EC, Free, AH. Slmultaneom Screening for Urinary Occult Blood,
Protein, Glucose, ande ‘Amer. J. Med Tech. 31: 285, 1965.

3. Shchersten B, Fritz H. Subnormal Levels of Glucose in Urine. JAMA 201:129-132,
1967.

4. McGarry JD, Lilly. Lecture, 1978: New Perspectives in the Regulation of
Ketogenesis. Diabetes 28: 517-523 May, 1978.

5. Williamson DH. Physiological Ketoses, or Why Ketone Bodies? Postgrad. Med. J.
(June Suppl.): 372-375, 1971.

6. Paterson P, et al. Maternal and Fetal Ketone Concentrations in Plasma and Urine.
Lancet: 862-865; April 22, 1967.

7. Fraser J, et al. Studies with a Simplified Nitroprusside Test for Ketone Bodies in
Urine, Serum, Plasma and Milk. Clin. Chem. Acta II: 372-378, 1965.

8. Henry JB, et al. Clinical Diagnosis and Management by Laboratory Methods, 20" Ed.
Philadelphia. Saunders. 371-372, 375, 379, 382, 385, 2001.

9. Tietz NW. Clinical Guide to Laboratory Tests. W.B. Saunders Company. 1976.
10. Burtis CA, Ashwood ER. Tietz Textbook of Clinical Chemistry 2" Ed. 2205, 1994.
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Declaration of Conformity

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

Woe, the manufacturer, declare under our sole responsibility that the
in vitro diagnostic device:

Mission® Hb Hemoglobin Testing System (C111-3021, C111-3031)
Mission® Hb Hemoglobin Test Strips (C131-3011, C131-3021)
Mission® Hb Hemoglobin Control Solution (C121-3091)
Mission® Hb Hemoglobin Control Strip (C121-3031)
Mission® Hb Data Transfer Kit (C121-3021)

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 30 day of _&?j@gx_ Q020
in San Diego, CA USA

- * _____,_.:——-—"—-"—“""
LIL@’]

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

— e e —
— %

5850 Oberlin Drive #340-San Diego, CA 92121, USA - Tel: (858) 875-B000 - Fax; (858) 875-8099
E-mail: info@aconlabs.com -
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GE—

Hb Hemoglobin
Testing System

Accurately measures Hb and
calculates Hct levels

4 L 7 o,

Fast Results Portable Accurate Small Sample Sample Type:
Capillary and Venous blood



Quick

= Hemoglobin (Hb) and Hematocrit
(Het) results in < 15 ssconds

* Simply insert strip, apply specimen
and read resulis

* Low maintenance and quick clean up

Specifications

FEATURE
Methodology
Detection Principle
Time to Results
Memory

Specimen Volume
Specimen Type
Hb Measurement Range
Hct Range
Wavelengths

PC Interface
Calibration

Hb Precision

Accuracy

Operating Conditions

Meter Storage Conditions
Strip Storage Conditions
Strip Shelf Life

Control Solution Shelf Life
Power Source

Battery Life

Automatic Shut Off

Meter Dimensions (L X W X H)
LCD Dimensions (L X W)

Ordering Information

PRODUCT NAME

Mission™ Hb Hemaoglobin Testing System

Mission® Hb Hemoglobin Test Strips

Mission®Hb Hemoglobin Control Strips
Mission® Hb Hemoglobin Control Solution

Mission® Capillary Transfer Tubes
Mission® Lancets

Mission® Lancing Device
Mission® Safety Lancets |
Mission® Safety Lancets lll
Mission® Adaptor Kit

1150525809

Accurate
* Precise results equivalent to automatic
hematology analyzers

¢ Wide Hb measurement range of 4.0-25.6 g/dL
with Het range of 13-75%

* Excellent precision in both low and high Hb
concentration

TECHNICAL SPECIFICATION

Reflectance Photomstry

Methemoglobin

< 15 seconds

1,000 tests with date/time and 1D number

10 uL

Capillary and Venous whaole blood

4.0-25.6 g/dL (2.48-15.9 mmol/L)

13-75%

525 nm

Mini USB Port

Automatic

4,0-10,0 g/dL; SD=<0.4g/dL

10.0-25.6 g/dL: CV=3.0%

Venous Blood: ¥Y=0.9582%+0.5673, R*=0.9847:
Capillary Blood: Y=1.0006X+0.026, R*=0.9853.
10-40°C (50-104°F); < 90% RH

0-50°C (32-122°F); < 90% RH

2-30°C (36-86°F); = 85% RH

2 years unopened canister; 3 months opened canister
6 months unopened bottle; 30 days opened bottle
3 AAA Batteries or AC Adaptor

2,700 tests or 360 hours

8 minutes

127 mm'x 58 mm % 25 mm (5.0" x 2.28" x 0.09")
39 mm x 37 mm (1.54" x 1.46")

Convenient
* Only 10 pL capillary or venous blood required

* Minimal training required, no specimen
preparation

* Easy-to-read, large LCD screen
¢ (Quick data transfer via Mini USE port

Mission®
—
Hb Hemoglobin Meter

CATALOG NO. COMPONENTS

1 Meter 1 Warranty Card 1 Quick Reference Guide 2 Confrol Strips

C111-30214/ 10 Lancets (26G) 10 Test Strips 1 Lancing Device Insert 1 Control Strip Insert
3 AAA Batteries 1 Lancing Device 1 Test Strip Insert 10 Capilllary Transfer Tubes
1 Users Manual 1 Carrying Case 1 Code Chip 1 Tube Insert

C111-3031Y 1 Meter 3 AAA Batteries 1 Manual 1 Control Strip Insert
2 Control Strips 1 Camying Case 1 Quick Reference Guide 1 Wamranty Card
25 Test Strips 1 Code Chip 1 Test Strip Insert

C131-3011¢ 50 Test Strips (25/Ganister) 1 Code Chip 1 Test Strip Insert
100 Test Strips (25/Canister) 1 Code Chip 1 Test Strip Insert

C131-30214/ 50 Test Strips (25/Canister) 1 Code Chip 1 Test Strip Insert
50 Capillary Transfer Tubes - Glass/10 pL (25/Canister)

C121-30314/ 2 Control Strips (2/Canister) 1 Control Strip Insert
2 Bottles of Level-0 Control Solution (1 mL/bottle)

C121-3091 2 Bottles of Level-1 Contral Solution {1 ml/bottle) 1 Control Selution Insert
2 Botlles of Level-2 Control Solution (1 mL/bottle)

C121-3081 50 Capillary Transfer Tubes - Glass-tipped/10 pL

C121-3041* 100 Lancets (26G) 1 Package Insert

C121-30514/ 1 Lancing Device 1 Lancing Device Insert

C121-3061* 25 Safety Lancets (21G/2.8 mm)

Cc121-3101 50 Safety Lancets (21G/2.2 mm|

C121-30114/ 1 Power Adaptor 1 Plug

www.aconlabs.com

v CE Marked °*CE 0123

ACON Laboratories, Inc.

5850 Oberlin Drive, #340, 5an Diego, CA 92121, USA
Tel: 1.858.875.8000

Fax: 1.858.200.0729

Email: info@aconlabs.com
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Mission

Sistemul Hb de testare a
hemoglobinei

Sectiunea 1. Introducere

Sistemul de testare a hemoglobinei Mission” este indicat pentru determinarea cantitativa
a hemoglobinei (Hb) si hematocritul calculat (Hct) in singe venos si capilar. Sistemul este
alcatuit din dispozitivul portabil Mission care analizeazad intensitatea si culoarea luminii
reflectate din zona de reactie de pe stipurile de testare, asigurind rezultate sigure si rapide.

Rezultatele testarii sunt oferite in mai pufin de 15 secunde, iar testarea propriu-zisa
necesitd doar o picaturd de singe integru. Dispozitivul Mission poate arhiva pind a 1000 de
rezultate si inregistrarile pot fi transferate la un calculator pentru analizare ulterioard, prin
intermediul portului USB.

Pentru a asigura rezultate exacte, respectati urmatoarele reguli:

e  (Cititi instructiunea de utilizare sau treceti trainingul necesar.

e  Utilizati cipul de codare care insoteste fiecare cutie de stripuri de testare.
e  Folositi doar stripurile de testare Mission Hb Hemoglobin.

e A se utiliza sistemul Mission doar pentru diagnosticul in vitro.

e A se utiliza doar profesional.

e A se testa doar mostrele de singe integru.

e EDTA sau anticoagulantii pe baza de heparina pot fi utilizate.

e A nuse lasa la indemina copiilor.

Sectiunea 2. Primii pasi

Inspectati setul din cutie si observati daci exista careva nereguli vizibile. In caz de existent
a acestora, contactati distributorul local al productiei. Scoateti intreg confinutul cutiei. Setul
trebuie sa contind urmatoarele:

e Hb Meter - dispozitivul de testare- citeste
stripurile de testare si afiseazd concentratia




hemoglobinei si calculeaza valoarea hematocritilor (Hct).

Cutie cu stripuri de testare — parte a sistemului si folositd impreund cu dispozitiv
pentru masusrarea Hb si Hct.

Baterii AAA.

Cip de codare — calibreaza automat dispozitivul cu numarul codat atunci cind este
inserat in dispozitiv.

Strip de control — verifica operarea adecvata a dispozitivului prin verificarea daca
dispozitivul poate detecta o valoare pre-calibrata.

Tub de transfer capilar — colecteaza 10 pl de singe capilar pentru testarea singelui
din deget.

Husa — ofera mobilitate testarii. Sistemul este portabil.

Lancete sterile.

Dispozitiv de intepare — se utilizeaza cu lancete sterile pentru colectarea mostrelor
de singe.

Sectiunea 3. Stripuri de testare

dispozitivul Mission pentru masurarea concentratiei
hemoglobinei din singe venos si capilar.

Stripurile de testare sunt stripuri subtiri din plastic,
contin reagent chimic care functioneaza cu

Zona de aplicare a mostrei (ZAM) — dupd ce

stripul este inserat in canalul pentru stripuri, plasati 10 pl
de singe in centrul stripului de testare. Zona pentru
aplicarea mostrei este vizibila atit din fata cit si din spatele
stripului de testare.

Sageti de inserare — sunt localizate in fata stripului de testare si arata directia de

Inserare a acestuia.

Aplicarea mostrei

Pentru obtinerea celor mai bune rezultate, umpleti zona de aplicare a mostrei cu
aproximativ 10 pl de singe. Rezultate incorecte pot apdrea in cazul in care mostra nu este

corect aplicatd sau dacazona nu este corect umpluta.

Dupa aplicarea mostrei, asigurati-vd cd ZAM este acoperitd complet. ZAM
trebuie sd rdmind acoperitd pe tot parcursul testului. Daca ZAM nu este suficient de bine
acoperita sau volumul mostrei este prea mare, repetati testarea pe un alt strip.

N.B. Nu adaugati inca singe pe ZAM, in cazul in care mostra aplicata este prea mica.

Eroarea E-5 sau un rezultat scazut pot aparea pe ecran.



(@]

Pe fiecare cutie de stripuri, veti gasi urmatoarele inscriptii importante:

CODE- codul numeric; LOT- numarul lotuluiVnumérul stripurilor; g termenul
de expirare al cutiei sigilate.

De fiecare datd cind o cutie este deschisa, inscrieti data deschiderii pe ea, adagati la
aceasta 3 luni si inscrieti termenul de valabilitate al cutiei deschise.

Masuri de precautie pentru stripurile de testare

Stripurile de testare trebuie pastrate in cutie sa originald, pentru a le asigura conditia buna
de functionare.

Nu pastrati stripurile de testare inafara cutiei originale. Ele trebuie pastrate in cutia sa
originald, cu capacul bine inchis.

Nu transferati stripurile in cutie noua sau intr-un alt container.

o O cutie noua de stripuri poate fi utilizatd in decurs de 3 luni din momentul deschiderii.

Aruncati cutia dupd expirarea termenului de 3 luni din momentul deschiderii. Utilizarea
stripurilor dupa expirarea termenului de 3 luni din momentul deschiderii, poate provoca
rezultate gresite in urma testarii.

A se utiliza doar pentru diagnosticul in vitro.

Nu utilizati stripurile indoite, stricate sau alterate in vreun mod. A nu se utiliza de 2 ori
acelasi strip.

Inainte de a executa testul la hemoglobina, verificati ca codul muneric indicat pe ecranul
dispozitivului sd coincidd cu numarul indicat pe cutia cu stripuri.

Stripurile de control

Stripurile de control Mission sunt stripuri subtiri, din plastic, utilizate Tmpreund cu
dispozitivul Hb Meter, cu scopul verificarii sistemului optic. Dupa inserarea stripului in
dispozitiv, sistemul optic al acestuia determind intensitatea culorilor din stripul de
control. Pe ecran pot aparea urméatoarele rezultate:

YES — dispozitivul lucreaza bine.
No — dispozitivul nu functioneaza bine.
Precautii pentru stripurile de control

e Stripurile de control se pastreaza in cutia inchisa, la temperatura camerei 2-30°C
si evitati contactul direct cu razele solare, temperaturile inalte si umiditate.
e Stripurile se vor pastra in cutie Inchisa bine, pentru a le pastra in conditie buna.



¢ A nu se ingheta sau raci.

e A se pastra curate. A nu se indoi. A nu se atinge regiunea de testare a stripurilor.
e A nu se utiliza dupa expirarea termenului de valabilitate.

e Dooar pentru utilizare in vitro.

e A nu se utiliza dupa expirarea termenului de valabilitate indicat pe cutie.

N.B. Nu utilizati stripurile indoite, decolorate sau alterate.

Sectiunea 4. Setarea initiala
Inainte de inceputul testarii,, verificati dacd urmatoarele proceduri sunt respectate.
1.Porniti dispozitivul Hb Meter

Dispozitivul poate fi utilizat cu ajutorul Adaptorului AC sau a bateriilor 3 AAA care vin
in set. Pentru a utiliza dispozitivul cu baterii, inserafi cele 3 baterii in sectiunea pentru
baterii in spatele la Hb Meter. Dupa inserarea bateriilor, dispozitivul se va porni automat
si va arata data si timpul. Dupa setarea acestora, el se va stinge automat.

Apasati butonul pentru a porni dispozitivul. Pentru citeva secunde, ecranul va afisa
toate simbolurile utilizate in lucru. Dispozitivul se va stinge automat, dupa 8 min de
pauza de lucru.

2.Codarea dispozitivului Hb Meter

De fiecare datd, cind o noua cutie de stripuri trebuie utilizata, cipul de 2738 { §2:30..
codare, care vine in set cu fiecare cutic noud, trebuie inserat in N €3 W
dispozitiv. Scoateti cipul de codare din cutia cu stripuri.Comparati codul 5 ﬁEH
numeric de pe cip, cu codul indicat pe cutia de stripuri. Rezultatele pot fi '
inexactedaca cele doua coduri nu sunt identice. Contactati distributorul cope

Dvs oficial in cazul in care veti depista aceasta iregularitate.

Inserati noul cip in sectiunea pentru cip, din partea
N = dreapta a dispozitivului. De reguld, el se introduce cu
S i_-:_r usurintd. Cipul rdmine in dispozitiv pe parcursul utilizarii
9 cutiei de stripuri respective. A nu se scoate cipul pe
\ 678  parcursul utilizarii stripurilor din cutia de provenienta.
Codul numeric de pe cip va aparea pe ecranul

dispozitivului dupa pornirea acestuia.

M
-,

N.B. Daca cipul nu este corect introdus sau daca el lipseste, dispozitivul va afisa 3
liniute pe ecran.



Sectiunea 5. Setarea dispozitivului si optiuni

Cu dispozitivul inchis, apasati butonul “ si tineti-1 apasat timp de 4 sec, pentru a

accesa modul de setare.
coL
Al

Apasati sagetile stinga sau dreapta pentru a alege diverse submoduri de setare:

No. SEt Setarea numarului testului. Numarul testulu poate fi stabilit de la 1 la 999.

SEt Setarea sistemului,inclusiv a datei, timpului, resetarea numarului, unitati si
sunet.

CHE Modul de verificare optica.

PC Modul de transfer a datelor.

dEL Modul de stergere a memoriei.

Elt Iesire din modul de setare si salvarea schimbarilor atunci cind se apasa “ .
Dispozitivul se va Intoarce automat la ecranul initial.

Setarea numarului testului

No.

5 E '- De la ecranul cu No.SEt, apasati “ pentru a intra in setdrile numarului
'- testului.

ile pind cind veti alege numarul solicitat. Dupa ce dispozitivul va ajunge la 999,
urmatorul numar de test va fi 1.

No.‘ j 3 Numarul testului poate fi setat cu orice cifra de la 1 1la 999.
L

Apasati [{l] pentru a reveni la meniul setarilor.

Setarea sistemului

o

£

De la ecranul SEt, apasati “ pentru a accesa setarea sistemului. I.'

Setarea timpului si a datei



Prima optiune seteaza timpul la modul de 12 sau 24 ore. Apasati sagetile pentru a alege una din
optiuni.

PH . 24H

Apasati “ pentru a salva si avansa la setarea anului. Cifra anului va aparea in virful
ecranului. Apasati sagetile pina la alegerea anului potrivit.

Apasati ! entru a salva si avansa la setarea lunii i datei.
p p

Sectiunea 6. Testarea

Inainte de a purcede la testare, utilizatorul trebuie sa citeasca cu atentie instructia de
utilizare.  Urmatoarele etape aratd procedura de masurare corectd a concentratiei de
hemoglobina.

Colectarea mostrei

Dispozitivul Meter Hb solicita utilizarea unei mostre de un volum extrem de redus de
singe integru. Se poate utiliza singe proaspit colectat venos sau capilar. Inainte de testare, alegeti
o suprafatd curata si uscatd. Revizuiti procedura si asigurati-va ca toate cele necesare testarii va
stau la dispozitie.

Colectarea singelui cu ajutorul dispozitivului de intepare

Pentru a obtine picatura de singe din deget, ajustati adincimea penetratii lancetei in deget
pentru a reduce discomfortul. Scoateti partea de sus a dispozitivului de Intepare si inserati lanceta
sterila.

Plasati bine lanceta sterila in dispozitiv si scoateti capacelul rotund. Pastrati capacelul
rotund pentru a-1 plasa pe lanceta la debarasare.



Plasati cu grija inapoi capacul dispozitivului. Evitatati contactul cu acul.

Asigurati-va ca capacul este bine plasat. Ajustati adincimea puncatiei prin invirtirea
capacelului dispozitivului. In total, aveti la dispozitie 6 adincimi de ajustare. Pentru a reduce
discomfortul, utilizati cea mai mica adincime (ea de regula produce picatura necesara de singe).
Setarea 1 si 2 sunt destinate pielii sensibile si subtiri. Setarile 3 si 4 sunt pentru piele normala, 5
si 6 sunt pentru piele groasa.

Trageti de partea surd, inferioard a dispozitivului pind auziti un click. Aceasta Inseamna
ca dispozitivul este Incarcat si pregatit pentru ntepare.

Inainte de a purcede la testare, asigurati-vd ci mina pacientului este relaxati si calda.
Folositi apa calda pentru a intensifica circuitul sangvin sau masati mina de la incheietura pina la
virful degetelor. Curatati degetul cu alcool si asigurati-va ca s-a uscat. Apdsati pe butonul sur de
pe corpul dispozitivului pentru realizarea Inteparii.

Pentru a scoate lanceta nesterila sau folosita urmati urmatorii pasi:

1. Scoateti capacul dispozititvului si plasati capacul protector al lancetei pe ea.

2. Miscati butonul sur, lung inainte, pentru a scoate lanceta.




Testarea singelui venos

e Singele trebuie testat in maxim 8 ore din momentul colectarii.

e Mostra trebuie sa fie de o consistentd omogend, pentru asigurarea distributiei uniforme a
celulelor.

e Daca mostra a fost Inghetata, asigurati-va ca ea a fost incalzita la temperatura camerei (15-
30°C).

e Alta coagulanti decit EDTA nu se recomanda spre utilizare.

Testarea singelui din deget

Stergeti prima picaturd de singe. Apasati usor degetul pentru a obtine o altd picatura. Colectati
10ul de singe capilar in pipeta sau tub pentru transfer capilar. Aplicati a doua picatura de singe
pe ZAM.

N.B. Nu atingeti stripul cu tubul pentru transfer capilar. Utilizarea ultimului se recomanda pentru
obtinerea unor rezultate exacte.

Mostrele de singe pot fi obtinute si cu ajutorul dispozitivului de intepare, care vine 1n set.

Pastrarea si curatirea aparatului

Pentru obtinrea celor mai bune rezultate, aparatul trebuie curatit cel putin dupa fiecare zi
de testare. Suprafata poate fi curatitd cu ajutorul unui material uscat sau umed, dupa necesitate.
Este preferabil ca aparatul sd fie pastrat in husa proprie dupa sfarsitul utilizarii. Nu utilizati
solventi organici, dizolvanti sau alte substante toxice pentru curatirea aparatului. Aceasta ar
putea cauza deteriorarea lui.



Atlas Medical

Contract No:C02403079 Date:09/03/2024

Letter of Authorization

Manufacturer: Atlas Medical GmbH
Ludwig-Erhard-Ring 3,
15827Blankenfelde-Mahlow, Germany
Tel: +49 33 70 83 55 030

Email: amug@atlas-medical.com

Regulatory Office: William James House, Cowley Road, Cambridge, CB4 OWX, UK
Tel: +44 1223 858 910
Fax: +44 1223 858 524

Email: info@atlas-site.co.uk

Middle East Site: Sahab Free Zone Area
P. O. Box 204, Amman 11512, Jordan.
Tel.: +962 6 4026468
Fax: +962 6 4022588

Email: info@atlas-medical.com

Agent: San Medico
Republic of Moldova, city Chisina
+37368228890

Atlas Medical, hereby appoint the above mentioned agent to import, register and distribute Atlas
Medical Products in Maldova

Appointment Conditions:
1. This appointment is valid for 3 year from the above mentioned date.
2. Either Party can cancel this appointment by giving the other party a 60 day notice.

On behalf of the Manufacturer
General Manager
Haya Amawi
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Atlas Medical: Ludwig-Erhard-Ring 3, 15827 Blankenfelde-Mahlow, Germany. Tel: +49 33 70 83 55030
Regulatory Office: William James House, Cowley Road, Cambridge, CB4 OWX, UK. Tel: +44 1223 858 910
Middle East Site ; King Abdullah the Second Industrial Estate, Street 19, Sahab Free Zone Area, P.O. Box: 204, Amman 11512, Jordan
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m— CERTIFICATE OF REGISTRATION

GROUPE LNE
N° 36655 rev.2

GMED certifie que le systeme de management de la qualité développé par

GMED certifies that the quality management system developed by

ATLAS MEDICAL GmbH
Ludwig-Erhard-Ring 3
15827 Blankenfelde-Mahlow GERMANY

pour les activités
for the activities

Conception et développement, fabrication et vente de dispositifs médicaux de diagnostic in vitro .

Design and Development, Manufacturing and Sales of in vitro diagnostic medical devices.

réalisées sur le(s) site(s) de
performed on the location(s) of

Voir addendum

See addendum

est conforme aux exigences des normes internationales
complies with the requirements of the international standards

ISO 13485: 2016

Début de validité / Effective date October 9th, 2023 (included)
Valable jusqu'au / Expiry date : October 8th, 2026 (included)
Etabli le /Issued on: October 9th, 2023

cofrac

Z Technical Director

CERTIFICATION GMED N° 36655-2
DE SYSTEMES Ce certificat est délivré selon les regles de certification GMED  / This certificate is issued according to the rules of GMED certification

DE MANAGEMENT

Accréditation n°4-0608

Liste des sites accrédités .

etportée disponible sur  Renouvelle le certificat 36655-1

www.cofrac.fr
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: Addendum au certificat n° 36655 rev. 2 page 1/1
— Addendum of the certificate n°® 36655 rev. 2

GROUPE LNE Dossier / File N°P606647

Ce certificat couvre les activités et les sites suivants :
This certificate covers the following activities and sites:

French version :

Conception et développement, fabrication et vente de dispositifs médicaux de diagnostic in vitro a usage professionnel
et/ ou d’autodiagnostic, dans les domaines du groupage sanguin, de la microbiologie, de la biochimie, de la toxicologie,
de I’oncologie, de la cardiologie, de 1'histologie, de I’endocrinologie et des maladies infectieuses, dans les techniques
d’Agglutination/ ELISA/ Tests rapides/ Colorimétrie/ Disques antibiotiques.

English version:
Design and Development, Manufacturing and Sales of in vitro diagnostic medical devices for professional use and/or for self-

testing, in the field of Immunohematology, Microbiology, Biochemistry, Toxicology, Oncology, Cardiology, Histology,
Endocrinology Biosensors and Infectious diseases, in techniques of Agglutination/ ELISA/ Rapid tests/ Colorimetry/Antibiotic
disks.
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Atlas Medical

Declaration Ref No: DC21-0035

CE Declaration of Conformity
According to Annex Il of the IVD Directive 98/79/EC

We,
Atlas Medical
Head office: Ludwig-Erhard-Ring 3
Blankenfelde-Mahlow, Germany.
Tel: +49 - 33708 — 3550 30
Email: info@atlas-medical.com

Middle East Site: Sahab Free Zone Area, P. O. Box 212555, Amman, Jordan.
Tel.: +962 6 4026468
Fax: +962 6 4022588
Email: info@atlas-medical.com

Declare our responsibility that the following product:
See Attached list

Comply with all essential requirements (Annexl) of the IVD Directive 98/79/EC. This
compliance has been properly documented and covers the items listed in Annex | of the
IVD Directive.

This product is produced under Atlas quality system (1S013485:2016) issued by GMED:
Certificate N°.: 36655 rev 1

Expiry Date: October 8 1.2023

Comply with the essential requirements of following standards (EN 18113-1, -2,-4:2011,

EN ISO 15223:2016 , EN 1SO 23640:2015, EN ISO 14971:2019, I1SO 2859/1:1999,

EN I1SO 13612:2002, EN 1SO 13641:2002.

And
Intended for In-Vitro Professional use only.

Manufacturer
Atlas Medical

Ludwig-Erhard-Ring 3
Blankenfelde-Mahlow , Germany.
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Atlas Medicdal

CE Declaration of Conformity

According to Annex Il of the IVD Directive 98/79/EC

Product Description

8.00.02.0.0100 : ASO Latex Kit, 100 Tests (4ml Latex, 2x1.0ml controls).

8.00.00.0.0100; CRP Latex Kit, 100 Tests (4 ml Latex, 2x1.0 ml Controls)

8.00.04.0.0100: RF Latex Kit, 100 Tests (4ml Latex, 2x1.0ml controls)

8.00.17.0.0100: D-Dimer Latex Kit, 100 Tests

8.00.13.0.0300 : Streptococcus Latex Kit, 6 Groups, 6x50 Tests (5x1.5ml Latex
(A,B,C,G,F), 1x3ml Latex(D), 1x1.0ml Positive Control, 1x2ml Extraction Reagent E,
1x1.5ml Extraction Reagent 1, 1x1.5ml Extraction Reagent 2, 2x2.5ml Extraction Reagent
3, Stirring Sticks, Glass Slide).

8.00.18.3.0500 : RPR Syphilis (Coarse Grain) Kit, 500 Tests (10 ml latex, 2x1ml control)
Without card,stirring sticks.

8.00.18.3.1000 RPR Carbon Antigen (Coarse Grain) Kit, 1000 Tests (Reagent only).




ASO LATEX KIT
or in -vitro diagnostlc and professional use only
8%
Store at 2-8°C.
il €

INTENDED USE
ATLAS ASO latex Test is used for the gualitative and sami-
guantitative measurement of antibodies to Antistreptelysin-
O in human serum.
INTRODUCTION
The group A B-hemalytic streptococci produce various
toxins that can act as antigens, One of these exotoxins
streptolysin-0, was discovered by Todd in 1932,
A person infected with group A hemolytic streptococcl
praduces specific antibodies against these exoloxins, one of
which Is antistreptolysin-0, The quantity of this antibody in
a patient's serum will establish the degree of infection due
to the hemolytic streptococeal,
The usual procedurs for the determination of the
antistreptolysin titer is based on the inhibitory effect that
the patient's serum produces on the hemolytic powsr of a
pre-titrated and reduced streptolysin-0. However, the
antigen-antibody reaction ocecurs independently of the
hemolytic activity of streptolysin-O. This property enables
the list t of a qualitative and guantitative test for
the determination of the antistreptolysin-O by
agglutination of latex particles on slide.
PRINCIPLE
ASO test methed is based on an immunelogic reaction
between streptacoceal exotoxins bound ta biologically inert
latex particles and streptococcal antibodies in the test
sample. Visible agglutination accurs when Increased
artibody level is present in the test specimen,
MATERIALS
MATERIALS PROVIDED
» ASD Llatex Reagent; Latex particles coated with
streptalysin O, pH, 8,2. Preservative,
®  ASO Positive Control [Red cap): Human serum with an
ASO concentration =200 (U/mL.Preservative.
® ASO Negative Contrel (Blue cap) Animal serum.
Prasarvative
*  Glass Slide,
*  Stirring Sticks.
Note: This package Insert is also used for individually
packed reagent.

MATERIALS REQUIRED BUT NOT PROVIDED

»  Mechanical rotator with adjustable speed at 80-100
rpm.

= \ortex mixer.

» Pippetes 50 pL

»  Glycine Buffer=20x (1000 mmel/l); add one part to
nineteen parts of distilled water before use.

Packaging contents

[H:E.F—.] 8.00.02.0.0100 (1x4ml Latex Reagent, 1x1ml pasitive
control, 1x1ml negative contral)

PRECAUTIONS

« Al reagents contaln 0.1 %(w/v] sodium azide as a
preseryative.

= Protective clothing should be warn when handling
the reagents.

=« Wash hands and the test table top with water and
soap once the testing is done.

= Reagents containing sodium azide may be
combined with copper and lead plumbing to form
highly explosive metal azides, Dispose of reagents
by flushing with large amounts of water to
prevent azide buildup,

# Forin Vitro diagnostic use,

= Components prepared using human serum found
negative for hepatitis B surface antigen (HBsAg),
HCV and antibody to HIV (1/2) by FDA required
test, However, handle contrals as if potentially
Infectious,

» Accuracy of the test depends on the drop size of
the latex reagent (40ul). Use only the dropper
supplied with latex and hold it perpendicularly
when dispensing.

» Use aclean pipette tip and stirring stick for each
specimen, and glass slides should be thoroughly
rinsed with water and wiped with lint-free tissue
after each use.

s Check reactivity of the reagent using the contrals
provided.

« Do not use these reagents if the label is not
available or damaged.

e Do not use the kit if damaged or the glass vials are
broken or leaking and discard the contents
immediately,

* Test materials and samples should be discarded
properly in a bichazard container,

REAGENT PREPARATION:

The ASO Latex reagent is ready to use. No
preparation is required. Mix gently before use to
ensure a uniform suspension of particles.

STORAGE AND STABILITY

* Reagents are stable untll specified expiry date on
bottle label when stored refrigerated {2-8°C).

« DO NOT FREEZE.

* The ASO Latex Reagent, once shaken must be uniform
without visible clumping. When stored refrigerated, a
slight sedimantation may occur and should be
considerad narmal.

s Do not use the latex reagent or controls if they
become contaminated.

» Always keep vials invertical position. If the position s
changed, gently mix te dissalve aggragates that may

be present.
» Reagents deterioration: Presence of particles and
turhbidity.
SAMPLES
s Use fresh serum collected by eentrifuging clotted
blood.

» | the test cannot be carried out on the same day,
stare the specimen for 7 days at 2-8C and for 3
maonths at -20°C,

* Samples with presence of fibrin should be centrifuged
before testing, Do not use highly hemolyzed or
lipemic samples,

« DONOT USE PLASMA.

PROCEDURE
Qualitative method

1. Allow the reagants and samples to reach room
temperature. The sensitivity of the test may be
reduced at low temperatures.

2. Place [40 ul) of the sample and one drop of each
Positive and Negative centrols into separate circles on
the slide test,

3. Mix the ASO-latex reagent vigarously or on 8 vortex
mixer hafare using and add one drap (40 pL) next to
the sample to be tested,

4. Mix the drops with a stirrar, spreading them over the
entire surface of the circle. Use different stirrers for
each sample.

5. Place the slide on a mechanical rotator at 80-100
r.pom. for 2 minutes. False positive results could
appear if the test is read later than two minutes.

Semi-quantitative method

1. Make serial two-fald dilutions of the sample in 9 g/L

saline solution.

2. Proceed for each dilution as in the qualitative
methad.
QUALITY CONTROL
« Positive and Negative Controls should be included in
each test batch.
= Acceptable performance is indicatad when a uniform
milky suspension with no agglutination is abserved
with the ASO Negative Control and agglutination with
large aggregates |5 chserved with the ASO Pesitive
Cantral.
CALCULATIONS
The approximate ASO concentration in the patient
sample is calculated as follows:

200 x ASO Titer = |U/mL
READING AND INTERPRETATION
Examine macroscopically the presence or absence of
visible agglutination Immediately after removing the slide
from the rotator. The presence of agglutination Indicates
an ASO concentration equal or greater than 200 1U/mL
The titer, in the semi-quantitative method, is defined as
the highest dilution shawing a positive result.
REFERENCE VALUES
Up ta 200 IU/mb{adults) and 100 IW/mL (children < 5 years
gld). Each laboratory should establish its own reference
range.
PERFORMANCE CHARACTERISTICS

200 (£50) IU/ml.
PROZONE EFFECT
No prozone effect was detected up to 1500 U/ml,
SENSITIVITY
98%
SPECIFICITY
97%.
INTERFERENCES
NON-INTERFERING SUBSTANCES:
« Hemoglobin (10 g/L)
=  Bilirubin{20 mg/dL)
= Lipids {10 g/L)
« Rheumateid factors {300 IUfmL)
= Dthersubstances may Interfere
LIMITATIONS
» Reaction time is critical. |f reaction time exceads 2
minutes, drying of the reaction mixture may cause
false positive resuit
» Freszing the ASC latex Reagent will result in
spontaneous agglutination.

s Intensity of agglutination is not necessarily Indicative
of ralative ASO concentration; therefore, screening
reactions should net be graded,

s False positive results may be obtained.in condltions
such as, rheumatoid arthritis, scarlet faver, tonsilits,
several streptococcal Infections and healthy carriers.

s Early infections and children fram 6 months to 2 years
may cause false negative results. A single ASD
determination does not produce much Information
about the actual state of the disease.

s Titrations at biweekly Intervals during 4 or 6 weeks
are advisable to follow the diseaze evalution,

= Clinical diagnosis should not ba made on findings of
single test result, but should Integrate beth clinical
and labaratary data.

REFERENCES

1. Hatfejee . Quarterly lournal of Medicine 1952, New
series B4, 305; 641-658.

2. Ahmed Samir et al, Pediatric Annals 1392; 21: 835-

842,

SpaunJ et al, Bull Wid Hith Org 1961; 24: 271-275,

4 The assoclation of Clinical Pathologists 1961
Broadshest 24,

5.  Picard B et al. La Presse Medicale 18983;23;2-6.

Klein GC. Appliad Microbiclogy 1371; 21: 995-1001,

7. Young D5, Effects of drugs on clinical labaratary test,
4th ed. AACC Press, 1985,
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Atlas Medical

CRP LATEX KIT

[IVD] For in -vitra diagnostic and professional use only
LR
v d Store at 2-8°C. ( e

INTENDED USE
CRP Latex kit is used to measure the CRP in human serum
qualitatively and semi- quantitatively.
INTRODUCTION
C-reactive proteln (CRP), the classie acute-phase of human
serum, s synthesized by hepatocytes. Normally, It s
present only In trace amounts in serum, but it can increase
as much as 1,000-fold in response to injury or infection.
The clinical measurement of CRP in serum therafore
appears ta be a valuable screening test for organic dissase
and a sensitive index of disease activity In Inflamriatary,
infective and Ischemic conditions. Macleod and Avery
found that antibody produced against purified CRP
provided a mare sensitive test than the C-palysaccharide
assay. Since that time a number of immunological assays
have been devised to measure CRP such as capillary
precipitation, double immunadiffusion and radical
immunadiffusion.
The CRP reagent kit is based on the principle of the latex
agglutination assay described by Singer and Plotz, The
major advantage of this methad is the rapid two (2) minute
reaction time,
PRINCIPLE
The CRP reagent kit is based on an Immunological reaction
between CRP Antisera bound te biclogieally inert latex
particles and CRP In the test specimen. When serum CRP
equal or greater than the Reagent sensitivity (Indicated on
the labe| of the latex vial} the visible agglutination occurs.
MATERIALS
MATERIALS PROVIDED
s CRP Latex Resgent: Latex particles coated with goat
IgG anti-human CRP (approximately 1 %), pH 8.2 MIX
WELL BEFORE USE.
» CRP Positive Control Serum (Red Cap): A stabilized
pre-diluted human serum containing >20mg/L CRP.
+ CRP Megative Control Serum (Blue Cap): A stabilized
pre-diluted animal serum.
* Glass Slides:
s Stirring Sticks.
= Package insert.

3. Proceed for each dilution as in the gualitative
method.
QUALITY CONTROL
« Positive and Negative controls are recommended to
monitar the performance of the procedure, as well as
a comparative pattern for 3 better result
interpretation.
+ Al result different from the negative contral result,
will be eansidered as a positive.
READING AND INTERPRETATION
Examine macroscopically the presence or absence of visible
agglutination immediately after removing the slide frem
the rotator.
The presence of agglutination indicates a CRP concentration
equal or greater than the reagent sensitivity (mgfL CRP)
(indicatad on the label of the jatex vial).
The titer, in semi-quantitative method, is defined as the
highest dilution showing & positive result.
CALCULATIONS
The appraximate CRP concentration in the patient sample s
calculated as follows:
sensitivity (Indicated en the label of the Jatex vial)
% CRP Titer = mgfL
INTERFERENCES
MNONE INTERFERING SUBSTANCES:
s Hemoglaobin (10 g/dl}
o Bilirubin (20 me/dl)
« Lipids{10g/L)
« Other substances interfere, such as AF (100/U/ml].
NOTE
= High CAP concentration samples may give negative
results, Retest the sample again using a drop of 20ul
+  The strength of agglutination |s nat indicative of the
CRP cancentration (n the samples tested
+ Clinical diagnosis should not be made on findings ofa
single test result, but should integrate hoth clinical
and laboratory data.
UMITATIONS
1 Reaction tire is critical. If reaction time exceeds two
(2} minutes, drying of the reaction mixture may cause
false positive resuits.
Eresting the CRP Latex Reagent will result in
spoentanecus agglutination.
3 Intensity of aggiutination is not necessarily indlcative
of relative CRP concentration; therefore, screening
reactions should nat be graded.

M

NOTE: This package insert is also used for individually
packed reagent.

WMATERIALS REQUIRED BUT NOT PROVIDED

= Mechanical rotatar with adjustable speed at 80-100
r.p.m. e

= Vortex mixer.

* Fippetes 50 L,

+ Glycine Buffer 20X (1000 mmal/L): add one part to
nineteen parts of distilled water befare use.

PACKAGING CONTENTS

f1EF 1 5.00.00.0.0100 (1xdm| Latex Reagent, 1ximl positive
control, 1x1ml negative control)
PRECAUTIONS

= Al reagents contain 0.1 %{w/v} sodium azide as a
preservative.

« Protective clothing should be worn when handling
the reagents.

« ‘Wazh hands and the test table top with water and
soap once the testing s cone.

s Reagents containing sod um azide may be combined
with copper and lead plumbing to form highly
explosive metal azides, Dispose of reagents by
flushing with large amounts of water to prevent azide
bulldup.

« Forln Wiro diagnostic use,

s Components prepared using human serum found
negative for hepatitis B surface antigen (HBsAg), HCV
and antibady to HIV (1/2) by FDA required test.
However, handle controls as if potentially infectious.

o Accurary of the test depends on the drop size of the
latex reagent (40pl). Use only the dropper supplied
with latex and hold it perpendicularly when
dispensing.

e Use a clean pipette tip and stiring stick for each
specimen, and glass slides should be tharoughly
rinsed with water and wiped with lint-free tissue after

each use.

s Check reactivity of the reagent using the cantrels
provided.

« Do not use these reagents if the label is not available
or damaged.

s Do not use the kit If damaged or the glass vials are
broken or leaking and discard the contents
immediately,

s Test materials and samples should be discarded
properly in a hiohazard container.

REAGENT PREPARATION:

The CRP Latex reagent is ready to use. No preparation is
required. Mix gently before use to ensure a uniform
suspension of particles.

STORAGE AND STABILITY

= Reagents are stable until specified expiry date an
haottle label when stored refrigerated (2 - 8°C).

« DO NOT FREEZE.

s The CRP latex reagent, cnce shaken must be uniform
withaut visible clumping. When stored refrigerated, a
slight sedimentation may occur and should be
cansidered normal.

« Do not use the latex reagent or controls if they
became contaminated.

»  Always keep vials in vertical position. If the positien is
changed, gently mix to dissclve aggregates that may
be present.

s Reagents deterioration; Presence of particles and
turbidity.

SPECIMEN COLLECTION AND STORAGE

e Use fresh serum collected by centrifuging clotted
blood.

s |f the test cannot be carried out on the same day,
store the specimen for 7 days at 2-8°C and for 3
months at-20°C.

s Samples with presence of fibrin should be centrifuged
before testing. Do not use highly hemalyzed or
lipemic samples.

® Donot use plasma,

PROCEDURE

A. QUALITATIVE TEST:

1. Allow the reagents and samples to reach room
temperature. The sensitivity of the test may be
reduced at low tamperatures.

2. Place [40 L) of the sample and one drop of each
Positive and Negative controls into separate
circles on the slide test.

3. Mix the CRP-latex reagent vigorously ar on a
vortex mixer befare using and add one drop
(40 pL| next to the samples to be tested,

4, Mix the drops with a stirrar, spreading them over
the entire surface of the circle. Use different
stirrers for 2ach sample.

5, Place the slide on a mechanical rotator at 80-100
r.p.m. for 2 minutes. False positive results could
appear if the test is read later than two minutes.

B. SEMI-OUANTITATIVE TEST:

1. Make serial two-fold dilutions of the sample in 9
g/L saline solution.

&, A false negative can be attributed te a prozone
phenomenon {antigen excess). It Is recommended,
therefare, to check all negative sera by retesting ata
1:10 dilution with glycine buffer.

REFERENCE VALUES

Up 1o the reagent sensitivity (Indicated an the label of the
latex vial), Each labaratory should establish its own
reference range.

PERFORMANCE CHARACTERISTICS

»  Sensitivity: Refer to vial label,

+ Prozone effect: No prozone effect was detected up to
1600 mg/L

« Diagnostic sensitivity: 556 %.

= Diagnostic specificity: 96.2 %.

REFERENCES

1. Pepys, M B. Lancet 1:653 {1381).

2. Werner, M.. Clin.Chem. Acta 25:299 (1969),

3, Macleod, CM., et.al.. J.Exp. Med 73:181 (1941).

4. Wood, HF., et. al.. 1. Clin. Invest. 30: 616 [1951).

5. Mancini, G, et. al. Immunochemistry 2:235 {1965),

6. Singer, J.M., et.al. Am. ). Med 21; 888 {1956).

7. Fischer, CL. Gill. CW. In Serum Protwein
Abnarmalities. Boston, Little, Brown and Co., (1975).
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RF LATEX KIT
For In-Vitro diagnostic and professional use only

Bt (E

-l Storeat 2-8°C

INTENDED USE
Atlas RF latex test for the gualitative and semi-quantitative
measurement of RF in human serum,
INTRODUCTION
Rheumatoid factors (RF) are antibodies directed against
antigenic sites in the Fc fragment of human and animal IgG.
Their frequent occurrence in rheumatoid arthritis makes them
useful for diagnosis and monitoring of the disease.
One method used for rheumnatoid factor detection is based on
the ability of rheumatoid arthritis sera to agglutinate
sensitized sheep red cells, as observed by Waaler and Rose: A
more sensitive reagent consisting of biologically inert latex
beads coated with human gamma globulin was later described
by Singer and Plotz. The RF kit is based on the principle of the
latex agglutination assay of Singer and Plotz ™ major
advantage of this method is rapid performance (2-minutes
reaction time) and lack of heterophile antibody interference.
PRINCIPLE
The RF reagent is based on an immunological reaction
between human IgG bound to biclogically inert latex particles
and rheumatoid factors in the test specimen. When serum
containing rheumatoid factors is mixed with the latex reagent,
visible agglutination occurs.
MATERIALS
MATERIALS PROVIDED
= RF latex Reagent: Latex particles coated with human
gamma-globulin, pH, 8,2, Preservative
e RF Positive Control Serum (Red Cap): Human serum
with a RF concentration > 30 IU/MI. Preservative.
= RF Negative Control Serum (Blue Cap): Animal serum,
Preservative,
* Glass Slide
= Stirring sticks
NOTE: This package insert is also used for individually
packed reagent.
MATERIALS REQUIRED BUT NOT PROVIDED
» Mechanlcal rotator with adjustable speed at 80-100 r.p.m,
= Vortex mixer,

» Pippetes 50 plL

+ Glycine Buffer 20x (1000mmol/L): add one part to
nineteen parts of distilled water before use.

Packaging contents

[AEF] 8.00.04.0.0100 (1x4ml Latex Reagent, 1ximl positive
control, 1x1ml negative control)

PRECAUTIONS

« All reagents contain 0.1 %{w/v) sodium azide as a
preservative.

« Protective clothing should be worn when handling the
reagents.

* Wash hands and the test table top with water and soap
once the testing is done.

¢ Reagents containing sodium azide may be combined
with copper and lead plumbing to form highly
explosive metal azides. Dispose of reagents by flushing
with large amounts of water to prevent azide buildup.

e For In Vitro diagnostic use,

» Components prepared using human serum found
negative for hepatitis B surface antigen (HBsAg), HCV
and antibody to HIV (1/2) by FDA required test.
However, handle controls as if potentially infectious.

+ Accuracy of the test depends on the drop size of the
latex reagent (40ul). Use only the dropper supplied
with latex and hold it perpendicularly when dispensing.

e Use 3 clean pipette tip and stirring stick for each
specimen, and glass slides should be thoroughly rinsed
with water and wiped with lint-free tissue after each

use,

* Check reactivity of the reagent using the controls
provided.

¢ Do not use these reagents if the label is not available or
damaged.

= Do not use the kit if damaged or the glass vials are
broken or leaking and discard the contents
immediately.

« Test materials and samples should be discarded
properly in a biohazard container.
REAGENT PREPARATION:
= The RF Latex reagent is ready to use. No
preparation is required. Mix gently before use to
ensure a uniform suspension of particles.
STORAGE AND STABILITY
« Reagents are stable until specified expiry date on
bottle label when stored refrigerated (2-8°C).
+ Donotfreeze.

READING AND INTERPRETATION
Examine macroscopically the presence or absence of visible
agglutination immediately after removing the slide from the
rotator. The presence of agglutination indicates a RF
concentration equal or greater than 8 |U/mL (Mote 1).
The titer, in the semi-quantitative methaod, is defined as the
highest dilution showing a positive result.
CALCULATIONS =
The approximate RF concentration in the patient sample is
calculated as follows:
B8 % RF Titer = IU/mL
INTERFERENCES
NON-INTERFERING SUBSTANCES:
»  Hemoglobin (10g/L)
e Bilirubin (20mg/dl)
*  Lipids (10g/L)
Other substances may interfere.
QUALITY CONTROL
* Positive and Negative controls are recommended
to monitor the performance of the procedure, as
well as a comparative pattern for a better result
interpretation.
= All result different from the negative control result,
will be considered as a positive.
PERFORMANCE CHARACTERISTICS
Analytical sensitivity
8 (6-16) IU/ml, under the described assay conditions.
PROZONE EFFECT
No prozone effect was detected up to 1500 1U/ml.
DIAGNOSTIC SENSITIVITY

DIAGNOSTIC SPECIFICITY

100%.

The diagnostic sensitivity and specificity have been

obtained using 1329 samples compared with the same

method of a competitor.

LIMITATIONS

+ Reaction time is critical. If reaction time exceeds 2
minutes, drying of the reaction mixture may cause
false positive result.

* Freezing the RF Latex Reagent will result in
spontaneous agglutination

* Intensity of agglutination is not necessarily
indicative of relative RF concentration; therefare,
screening reactions should not be graded.

* |ncreased levels of RF may be found in some
diseases other than rheumatoid arthritis such as
infectious mononucleosis, sarcoidosis, lupus
erythematosus, Sjogren's syndrome.

s Certain patients with rheumatoid arthritis will not
have the RF present in their serum.

# The incidence of false positive results is about 3-5
%. Individuals  suffering  from infectious
mononucleasis, hepatitis, syphilis as well as elderly
people may give positive results.

e Diagnosis should not be solely based on the results
of latex method but also should be complemented
with a Waaler Rose test along with the clinical
examination.

REFERENCE VALUES

Up to 8 IU/mL Each |aboratory should establish its own
reference range.

NOTES

1. Results obtained with a latex method do not
compare with those obtained with Waaler Rose
test. Differences in the results between methods do
not reflect differences in the ability to detect
rheumnatoid factors.

REFERENCES

1. Robert W Dorner et al. Clinica Chimica Acta 1987;
167;:1-21.

2. Frederick Wolfe et al. Arthritis and Rheumatism
1991; 34: 951- 960.

3. Robert H Shmerling et al. The American Journal of
Medicine 1991; 91: 528 =534,

4. Adalbert F. Schubart et al. The New England Journal
of Medicine 1959; 261: 363 — 368.

5. Charles M. Plotz 1956; American
Medicine; 21:893 — 896.

6. Young DS. Effects of drugs on clinical laboratory
test, 4th ed. AACC Press, 1995.
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«  Always keep vials in vertical position. If the position is
changed, gently mix to dissolve aggregates that may be
present.

« The RF latex reagent, once shaken must be uniform
without visible clumping. When stored refrigerated, a
slight sedimentation may occur and should be
considered normal.

= Do not use the latex reagent or controls if they become
contaminated.

» Reagents deterioration: Presence of particles and
turbidity.

SPECIMEN COLLECTION AND STORAGE

= Use fresh serum collected by centrifuging clotted
blood.

» [f the test cannot be carried out on the same day, store
the specimen for 7 days at 2-8°C and for 3 months at -
20°C.

= Samples with presence of fibrin should be centrifuged
before testing. Do not use highly hemolyzed or lipemic
samples.

= Do not use PLASMA,

PROCEDURE

Qualitative method

1. Allow the reagents and samples to reach room
temperature. The sensitivity of the test may be reduced
at low temperatures.

2. Place (40 pL} of the sample and one drop of each Positive
and Megative cantrols into separate circles on the slide
test.

3. Mix the RF-latex reagent rigorously or on a vortex mixer
before using and add one drop (40 pL) next to the
sample to be tested,

4. Mix the drops with a stirrer, spreading them over the
entire surface of the circle. Use different stirrers for each
sample.

5. Place the slide on a mechanical rotator at 80-100 r.p.m.
for 2 minutes. False positive results could appear if the
test is read later than two minutes.

Semi-quantitative method

1. Make serial two-fold dilutions of the sample in 9 g/L
saline solution.

2. Proceed for each dilution as in the gualitative method.

Ml uas Miedical GmbH
Ludwig-Erhard Ring 3

15827 Blankenfelde-Mahlow
Germany
Tel: +49 - 33708 — 3550 30

Do not use if

PPI2326A01
Rev A (05.01.2023)
[REF] | catalogue Number ,{' ;Il'emrlilperature
------ =y | In Vitre diagnostic P
L
i medical device ,{%& T
Contains  sufficient | Consult
;f; for <n> tests and {:*v}:}u instructions  for
Relative size use (IFU)
Batch code Manufacturer
[Lor] h cod f
Fragile, &
! handle with care % Hssshifiats

Manufacturer fax i H_\. L
number E il
damaged
Manufacturer Date of
telephone number ﬂ Manufacture
sapee | Keep  away  from | g yantd
,:J.T sunlight T Rty

Pasitive contral

MNegative cantral

]




WL 2R 77 s R A= il o BB A A PR ]
Zhejiang Orient Gene Biotech Co.,LTD

STATEMENT

We, Zhejiang Orient Gene Biotech Co., Ltd , having a registered office at 3787#, East Yangguang
Avenue, Dipu Street Anji 313300, Huzhou, Zhejiang, China assign SRL SANMEDICO having a
registered office at A. Corobceanu street 7A, apt. 9, Chisinau MD-2012, Moldova, as non-exclusive
authorized representative for Orient Gene Brand product in correspondence with the conditions of
directive 98/79/EEC.

We declare that the company mentioned above is authorized to register, notify, renew or modify the
registration of medical deviceS"éii"fﬁé;7’fT"eﬁ*§gory of the Republic of Moldova.

4’* s
.)

jvali;d’ from M

This Statement letter w1]§{ tgﬁ

General Manager:

Date:2024/3/22 &

Mtk WL N T 22 75 BB Al AR BH O KB AR B 3787 5
Add: 3787#, East Yangguang Avenue, Dipu Street Anji 313300, Huzhou, Zhejiang, China
L1 Tel:+86-572-5226111 f& K Fax: +86-572-5226222 4% P.C.:313300
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ZERTIFIKAT & CERTIFICATE

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 092305 0001 Rev. 02

Product Service

Holder of Certificate: Zhejiang Orient Gene Biotech Co., Ltd.

3787#, East Yangguang Avenue, Dipu Street Aniji
313300 Huzhou, Zhejiang
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

L. ENISO 13405 A8

tuvsud.com/ps-cert

Scope of Certificate: Design and Development, Production and Distribution
of In Vitro Diagnostic Reagent and Instrument for the
Detection of Drugs of Abuse, Fertility, Infectious
Diseases, Oncology, Biochemistry, Cardiac Diseases,
Allergic Disease based on Rapid Test, PCR and Liquid
Biochip Method.

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 092305 0001 Rev. 02

Report No.: SH2398804
Valid from: 2024-03-17
Valid until: 2027-03-16

c@s'(—\/

Date, 2024-03-01 Christoph Dicks
Head of Certification/Notified Body

un s ®
Page 1 of 2 TOV

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

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 092305 0001 Rev. 02

=)

Product Service

Applied Standard(s): SO 13485:2016
(EN ISO 13485:2016/AC:2018, EN ISO 13485:2016/A11:2021)

Medical devices - Quality management systems -
Requirements for regulatory purposes

Facility(ies): Zhejiang Orient Gene Biotech Co., Ltd.
3787#, East Yangguang Avenue, Dipu Street Aniji, 313300
Huzhou, Zhejiang, PEOPLE'S REPUBLIC OF CHINA

See Scope of Certificate

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

In accordance with Directive 98/79/EC

Legal Manufacturer: Zhejiang Orient Gene Biotech Co., Ltd

Legal Manufacturer Address: 3787#, East Yangguang Avenue, Dipu Street,
Anji 313300, Huzhou, Zhejiang, China

Declares, that the products
Product Name and Model(s)

H. pylori Ag Rapid Test Strip (Feces) GCHP-601a
H. pylori Ag Rapid Test Cassette (Feces) GCHP-602a
Classification: Other

Conformity assessment route:  Annex |l (EC DECLARATION OF CONFORMITY)

We, the Manufacturer, herewith declare with sole responsibility that our product/s
mentioned above meet/s the provisions of the Directive 98/79/EC of the European
Parliament and of the Council on In-Vitro Diagnostic Medical Devices.

We hereby explicitly appoint

EC Representative’s Name: Shanghai International Holding Corp. GmbH (Europe)

EC Representative’s Address: Eiffestrasse 80, 20537 Hamburg, Germany

to act as our European Authorized Representative as defined in the aforementioned
Directive.

I, the undersigned, hereby declare that the medical devices specified above conform with the
directive 98/79/EC on in vitro diagnostic medical devices and pertinent essential requirements

Date Signed: November 28, 2017
/77 « [ of

Name of authorized signatory: Joyce Pang
Position held in the company: Vice-President
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EC Declaration of Conformity

In accordance with Directive 98/79/EC

Legal Manufacturer: Zhejiang Orient Gene Biotech Co., Ltd

Legal Manufacturer Address: 3787#, East Yangguang Avenue, Dipu Street,
Anji 313300, Huzhou, Zhejiang, China

Declares, that the products
Product Name and Model(s)

Fecal Occult Blood Rapid Test Strip (Feces) GEFOB-601b
Fecal Occult Blood Rapid Test Cassette (Feces) GEFOB-602b
Classification: Other

Conformity assessment route:  Annex |l (EC DECLARATION OF CONFORMITY)

We, the Manufacturer, herewith declare with sole responsibility that our product/s
mentioned above meet/s the provisions of the Directive 98/79/EC of the European
Parliament and of the Council on In-Vitro Diagnostic Medical Devices.

We hereby explicitly appoint

EC Representative’s Name: Shanghai International Holding Corp. GmbH (Europe)

EC Representative’s Address: Eiffestrasse 80, 20537 Hamburg, Germany

to act as our European Authorized Representative as defined in the aforementioned
Directive.

I, the undersigned, hereby declare that the medical devices specified above conform with the
directive 98/79/EC on in vitro diagnostic medical devices and pertinent essential requirements

Date Signed: November 28, 2017
/77 « [ of

Name of authorized signatory: Joyce Pang
Position held in the company: Vice-President




Fecal Occult Blood Rapid Test Cassette (Feces)

INTENDED USE

Fecal Occult Blood Rapid Test Cassette (Feces) is a rapid chromatographic immunoassay for the qualitative detection of
human occult blood in feces by professional laboratories or physician's offices. It is useful to detect bleeding caused by a
number of gastrointestinal disorders, e.g., diverticulitis, colitis, polyps, and colorectal cancer.

Fecal Occult Blood Rapid Test Cassette (Feces) is recommended for use in1) routine physical examinations, 2) hospital
monitoring for bleeding in patients, and 3) screening for colorectal cancer or gastrointestinal bleeding from any source.

INTRODUCTION

Most of diseases can cause hidden blood in the stool. In the early stages, gastrointestinal problems such as colon cancer,
ulcers, polyps, colitis, diverticulitis, and fissures may not show any visible symptoms, only occult blood. Traditional
guaiac-based method lacks sensitivity and specificity, and has diet-restriction prior to the testing.

Fecal Occult Blood Rapid Test Cassette (Feces) is a rapid test to qualitatively detect low levels of fecal occult blood in feces.
The test uses double antibod- sandwich assay to selectively detect as low as 50 ng/mL of hemoglobin or 6 pg hemoglobin/g
feces. In addition, unlike the guaiac assays, the accuracy of the test is not affected by the diet of the patients.

PRINCIPLE

Fecal Occult Blood Rapid Test Cassette (Feces) is a lateral flow chromatographic immunoassay based on the principle of
the double antibody-sandwich technique. The membrane is pre-coated with anti-hemoglobin antibodies on the test line
region of the device. During testing, the specimen reacts with the colloidal gold coated withl anti-hemoglobin antibodies.
The mixture migrates upward on the membrane chromatographically by capillary action to react with anti-hemoglobin
antibodies on the membrane and generate a colored line. The presence of this colored line in the test region indicates a
positive result, while its absence indicates a negative result. To serve as a procedural control, a colored line will always
appear in the control line region indicating that proper volume of specimen has been added and membrane wicking has
occurred.

MATERIALS PROVIDED

20 Test cassettes
20 Specimen collection tubes with buffer
1 Package insert

MATERIALS REQUIRED BUT NOT PROVIDED

1. Specimen collection containers 2. Clock or timer

STORAGE AND STABILITY

All reagents are ready to use as supplied. Store unused test device unopened at 2°C-30°C. If stored at 2°C-8°C, ensure
that the test device is brought to room temperature before opening. The test is not stable out of the expiration date printed
on the sealed pouch. Do not freeze the kit or expose the kit over 30°C.

PRECAUTIONS

1. For professional in vitro diagnostic use only.

2. This package insert must be read completely before performing the test. Failure to follow the insert gives inaccurate test
results.

3. Do not use it if the tube/pouch is damaged or broken.

4. Test is for single use only. Do not re-use under any circumstances.

5. Do not use specimen with visible blood for the testing.

6. Handel all specimens as if they contain infectious agents. Observe established standard procedure for proper disposal
of specimens.

7. Specimen extraction buffer contains Sodium Azide (0.1%). Avoid contact with skin or eyes. Do not ingest.

8. Wear protective clothing such as laboratory coats, disposable gloves and eye protection when specimens are assay.

9. Humidity and temperature can adversely affect results.

10. Do not perform the test in a room with strong air flow, ie. electric fan or strong airconditioning.

PATIENT PREPARATION

1. A specimen should not be collected from a patient with following conditions that may interfere with the test results:

C€

o Menstrual bleeding

o Bleeding hemorrhoids

o Constipating bleeding

e Urinary bleeding.

2. Dietary restrictions are not necessary.

3. Alcohol and certain medications such as aspirin, indomethacin, phenylbutazone, reserpine, cortocosteroids, and
nonsteroidal anti-inflammatory drugs may cause gastrointestinal irritation and subsequent bleeding, thus gives positive
reactions. On the advice of the physician, such substances should be discontinued at least 48 hours prior to testing.

SPECIMEN COLLECTION AND PREPARATION

Consider any materials of human origin as infectious and handle them using standard biosafety procedures.

. Collect a random sample of feces in a clean, dry receptacle.

. Unscrew the top of the collection tube and remove the applicator stick.

. Randomly pierce the fecal specimen in at least five (5) different sites.

. Remove excess sample off the shaft and outer grooves. Be sure sample remains on inside grooves.

. Replace the stick in the tube and tighten securely.

. Shake the specimen collection bottle so that there is proper homogenisation of feces in buffer solution.

Note: Specimens prepared in the specimen collection tube may be stored at room temperature (15-30°C) for 3 days
maximum, at 2-8°C for 7 days maximum or at -20°C for 3 months maximum if not tested within 1 hour after preparation.

TEST PROCEDURE

Allow the test cassette, specimen, and/or controls to reach room temperature (15-30°C) prior to testing.

1. Remove the test cassette from the foil pouch and use it as soon as possible. Best results will be obtained if the assay is
performed within one hour.

2. Place the test cassette on a clean, flat surface.

3. Shake the specimen collection tube several times.

4. Hold the specimen collection tube upright and then unscrew and open the upper cap.

5. Squeeze 3 drops (~90 pL) of the sample solution in the sample well of the cassette and start the timer.

6. Wait for the colored line(s) to appear. Read results in 5 minutes. Do not interpret the result after 5 minutes.

3 Drops of specimen
'
FOB
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Unscrew and
open the
upper cap
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NEGATIVE POSITIVE INVALID

&

INTERPRETATION OF RESULTS

(Please refer to the illustration above)

Positive: Two lines appear. One colored line should be in the control line region (C) and another apparent colored line
should be in the test line region (T).

Negative: One colored line appears in the control line region(C). No line appears in the test line region (T).

Invalid: Control line fails to appear. The test should be repeated using a new cassette. If the problem persists, discontinue
using the test kit immediately and contact your local distributor.

NOTE:

1. The intensity of color in the test region (T) may vary depending on the concentration of analytes present in the specimen.
Therefore, any shade of color in the test region should be considered positive. Note that this is a qualitative test only, and



Fecal Occult Blood Rapid Test Cassette (Feces)

cannot determine the concentration of analytes in the specimen.
2. Insufficient specimen volume, incorrect operating procedure or expired tests are the most likely reasons for control band
failure.

QUALITY CONTROL

An internal procedural control is included in the test. A colored line appearing in the control line region (C) is an internal
procedural control. It confirms sufficient specimen volume, adequate membrane wicking and correctl procedural technique.
Control standards are not supplied with this kit; however it is recommended that positive and negative controls be tested as
a good laboratory practice to confirm the test procedure and to verify proper test performance.

LIMITATIONS

1. This test kit is to be used for the qualitative detection of human hemoglobin in fecal samples. A positive result suggests
the presence of human hemoglobin in fecal samples. In addition to intestinal bleeding the presence of blood in stools may
have other causes such as hemorrhoids, blood in urine etc.

2. Not all colorectal bleedings are due to precancerous or cancerous polyps. The information obtained by this test should
be used in conjunction with other clinical findings and testing methods, such as colonoscopy gathered by the physician.

3. Negative results do not exclude bleeding since some polyps and colorectal region cancers can bleed intermittently or not
at all. Additionally, blood may not be uniformly distributed in fecal samples. Colorectal polyps at an early stage may not
bleed.

4. Urine and excessive dilution of sample with water from toilet bowl may cause erroneous test results. The use of a
receptacle is recommended.

5. Feces specimens should not collect during the menstrual period and not three day before or afterwards, at bleeding due
to constipation, bleeding haemorrhoids,or at taking rectally administered medication. It could cause false positive results.
6. This test may be less sensitive for detecting upper g.i. Bleeding because blood degrades as it passes through the g.i.
Track.

7. The Fecal Occult Blood Rapid Test Cassette (Feces) is to aid indiagnosis and is not intended to replace other diagnostic
procedures such as G.l. fibroscope, endoscopy, colonoscopy, or X-ray analysis. Test results should not be deemed
conclusive with respect to the presence or absence of gastrointestinal bleeding or pathology. A positive result should be
followed up with additional diagnostic procedures to determine the exact cause and source for the occult blood in the feces.

PERFORMANCE CHARACTERISTICS

1. Sensitivity:99.6%

Fecal Occult Blood Rapid Test Cassette (Feces) can detect the levels of human occult blood as low as 50 ng/mL hemoglobin
or 6 ug hemoglobin/g feces.

2. Prozone Effect:

It is observed that this FOB test can detect 2 mg/mL hemoglobin.

3. Specificity: 99.9%

Fecal Occult Blood Rapid Test Cassette (Feces) is specific to human hemoglobin. Specimen containing the following
substances at the standard concentration was tested on both positive and negative controls and showed no effects on test
results at standards concentration.

Concentrations
Substances (Diluted with the extraction buffer)

Beef hemoglobin 2 mg/mL
Chicken hemoglobin 0.5 mg/mL

Pig hemoglobin 0.5 mg/mL
Goat hemoglobin 0.5 mg/mL
Horse hemoglobin 20 mg/mL

Rabbit hemoglobin 0.06 mg/mL

REFERENCES

1. Simon J.B. Occult Blood Screening for Colorectal Carcinoma: A Critical Review, Gastroenterology, Vol. 1985;88:820.
2. Blebea J. and Ncpherson RA. False-Positive Guaiac Testing With lodine, Arch Pathol Lab Med, 1985;109:437-40.
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H. pylori Ag Rapid Test Cassette (Feces) ce€

INTENDED USE

H. pylori Ag Rapid Test Cassette (Feces) is a sandwich lateral flow chromatographic immunoassay for the qualitative
detection of H.Pylori antigen in feces.lt is for professional in vitro diagnostic use only.

INTRODUCTION

H.Pylori is associated with a variety of gastrointestinal diseases included non-ulcer dyspepsia, duodenal and gastric
ulcer and active, chronic gastritis."? The prevalence of H.pylori infection could exceed 90% in patients with signs and
symptoms of gastrointestinal diseases. Recent studies indicate an association of H. Pylori infection with stomach
cancer.®H. Pylori colonizing in the gastrointestinal system elicits specific antibody responses*®¢ which aids in the
diagnosis of H. Pylori infection and in monitoring the prognosis of the treatment of H. Pylori related diseases.
Antibiotics in combination with bismuth compounds have been shown to be effective in treating active H. Pylori
infection. Successful eradication of H. pylori is associated with clinical improvement in patients with gastrointestinal
diseases providing a further evidence.”

PRINCIPLE

H. pylori Ag Rapid Test Cassette (Feces) is a lateral flow chromatographic immunoassay based on the principle of
the double antibody—sandwich technique. The test cassette consists of: 1) a burgundy colored conjugate pad
containing H. Pylori antibodies conjugated with color particles (H. Pylori conjugates. 2) a nitrocellulose membrane
strip containing a test band (T band) and a control band (C band). The T band is pre-coated with non-conjugated H.
Pylori antibodies.

When an adequate volume of test specimen is dispensed into the sample well of the cassette, the specimen
migrates by capillary action across the cassette. The antigen of H. Pylori if present in the specimen will bind to the
H. Pylori antibodies conjugates. The immunocomplex is then captured on the membrane by the pre-coated H. Pylori
antibodies, forming a burgundy colored T band, indicating a H. Pylori antigen positive test result. To serve as a
procedural control, a colored line will always appear in the control line region indicating that proper volume of
specimen has been added and membrane wicking has occurred. Otherwise, the test result is invalid and the
specimen must be retested with another device.

PRODUCT CONTENTS

H. pylori Ag Rapid Test Cassette (Feces) containing anti- H.pylori antibodies particles and anti-H.pylori antibodies
coated on the membrane.

MATERIALS SUPPLIED

20 Sealed pouches each containing a test cassette and a desiccant
20 Specimen collection tubes with extraction buffer, 2.0 mL
1 Package insert

MATERIAL REQUIRED BUT NOT PROVIDED

1. Clock or timer
2. Specimen collection containers.

STORAGE AND STABILITY

All reagents are ready to use as supplied. Store unused test device unopened at 2°C-30°C. If stored at 2°C-8°C,
ensure that the test device is brought to room temperature before opening. The test is not stable out off the
expiration date printed on the sealed pouch. Do not freeze the kit or expose the kit over 30°C.

WARNINGS AND PRECAUTIONS

1. For professional in vitro diagnostic use only.

2. Do not use it if the tube/pouch is damaged or broken.

3. Test is for single use only. Do not re- use under any circumstances.

4. Handle all specimens as if they contain infectious agents. Observe established standard procedure for proper
disposal of specimens

5. Wear protective clothing such as laboratory coats, disposable gloves and eye protection when specimens are
assay.

6. Humidity and temperature can adversely affect results

SPECIMEN COLLECTION

Collect sufficient quantity of feces (1-2 mL or 1-2 g) in a clean, dry specimen collection container to obtain maximum
antigens (if present). Best results will be obtained if the assay is performed within 6 hours after collection. Specimen
collected may be stored for 3 days at 2-8°C if not tested within 6 hours. For long term storage, specimens should be
kept below -20°C.

To process fecal specimens:

° For Solid Specimens:

Unscrew the cap of the specimen collection tube, then randomly stab the specimen collection applicator into the
fecal specimen in at least 3 different sites to collect approximately 50 mg of feces (equivalent to 1/4 of a pea). Do
not scoop the fecal specimen.

e For Liquid Specimens:

Hold the dropper vertically, aspirate fecal specimens, and then transfer 2 drops (approximately 80 pL) into the
specimen collection tube containing the dilution buffer. Screw on and tighten the cap onto the specimen collection
tube, then shake the specimen collection tube vigorously to mix the specimen and the dilution buffer. Leave the tube
alone for 2 minutes.

into the diflution tip here

’;&J Place the applicator 2 minutes < Break the
1 buffer and mix well

< Collect the feces

Leave the tube alone

\ Feces /

TEST PROCEDURE

1. Remove the test device from its foil pouch by tearing along the notch and use it as soon as possible.

2. Specimen collection. See also specimen collection.

3. Holding the sample collection device upright, carefully break off the tip of collection device.

4. Squeeze 2 drops (~80 pL) of the sample solution in the sample well of the cassette, as in the illustration.

5. Read the test results in 10 minutes. It is important that the background is clear before the result is read. Do not
read results after 10 minutes. To avoid confusion, discard the test device after interpreting the result.

INTERPRETATION OF RESULTS

2 Drops of Specimen

NEGATIVE POSITIVE  INVALID




H. pylori Ag Rapid Test Cassette (Feces)

Positive: Two lines appear. One colored line should be in the control line region (C) and another apparent colored
line should be in the test line region (T).

Negative: One colored line appears in the control line region(C). No line appears in the test line region (T).

Invalid: Control line fails to appear.

QUALITY CONTROL

A procedural control is included in the test. A colored line appearing in the control line region (C) is an internal
procedural control. It confirms sufficient specimen volume, adequate membrane wicking and correct procedural
technique.

Control standards are not supplied with this kit; however, it is recommended that positive and negative controls be
tested as a good laboratory practice to confirm the test procedure and to verify proper test performance.

LIMITATIONS

1. The Assay Procedure and the Assay Result Interpretation must be followed closely when testing the presence of
H. Pylori antigen in feces from individual subjects. Failure to follow the procedure may give inaccurate results.

2. H. pylori Ag Rapid Test Cassette (Feces) is limited to the qualitative detection of H. Pylori antigen in feces. The
intensity of the test band does not have linear correlation with the antigen titer in the specimen.

3. A negative result for an individual subject indicates absence of detectable H. Pylori antigen. However, a negative
test result does not preclude the possibility of exposure to or infection with H. Pylori.

4. A negative result can occur if the quantity of the H. Pylori angtigen present in the specimen is below the detection
limits of the assay, or the antigen that are detected are not present during the stage of disease in which a sample is
collected.

5. The results obtained with this test should only be interpreted in conjunction with other diagnostic procedures and
clinical findings.

PERFORMANCE CHARACTERISTICS

A study was performed with 165 patient feces samples including both symptomatic gastrointestinal disorders and
samples from non-symptomatic patients and 100 normal feces samples.Comparison for all subjects with H. pylori
Ag Rapid Test Cassette (Feces) and reference ELISA kit is showed in the following table:

Method EIA
Total Results
Results Positive Negative
H.P
Test Positive 163 0 163
Cassette
Negative 2 100 102
Total Results 165 100 265

Relative sensitivity: 98.8%
Relative specificity: 100%
Accuracy:98.9%

REFERENCE

1. Marshall,B.J.et.al. Pyloric Campylobacter infection and gastroduodenal disease. Med. J. Australia.149:439-44,
1985.

2. Marshall,B.J.et.al. Prospective double-blind trial of duodenal ulcer relapse after eradication of Campylobacter
pylori. Lancet. Dec.1437-42,1988.

3. Megraud,F.et.al. Seroepidemiology of Campylobacter pylori infection in virious populations J.Clin.Microbiology.
27:1870-3,1989.

4. Soll,A.H. Pathogenesis of peptic ulcer and implications for therapy. New England J. Med.322:909-916,1990.

5. Parsonnet,J.et.al. Helicobacter pylori infection and the risk of gastric carcinoma. New England J.Med.
325:1127-31,1991.

6. Ansong,R. et.al. Evaluation of techniques for isolation, subcultivation and preservation of Helicobacter pylori.
J.Clin.Micro. 29:51-53,1991.

7. Pronovost,A.P.et.al. Evaluation of a new immunodiagnostic assay for Helicobacter pylori antibody detection:
Correlation with histopathological and microbiological results. J.Clin.Microbiol.32:46-50,1994.
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Zhejiang Orient Gene Biotech Co.,Ltd
Address: 3787#, East Yangguang Avenue, Dipu Street,

Anji 313300, Huzhou, Zhejiang, China.
TEL: +86-572-5226111 FAX: +86-572-5226222
Website: www.orientgene.com

E Shanghai International Holding Corp. GmbH (Europe)
Add: Eiffestrasse 80, 20537 Hamburg, Germany
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®ENEPASTBHAA C/IY)KBA MO HAL3OPY B COEPE 3[PABOOXPAHEHIIA
(KOC3OPABH/I30P)

HA MEAVLIVMHCKOE N3AENNE
ot 07 masa 2019 roga Ne P3H 2019/8352

Ha meanunHckoe nsgenne
MHAMKaTOpbl XMMUYECKME A1 KOHTPOASA npoLecca NapoBoil U BO3AYILHOWA
cTepunusaumn no TY 20.59.52-001-35927791-2017

HacTosLee perncTpauoHHoe yA0CTOBEPEHNE BblgaHO
O6LLEeCTBO C OrpaHNYeHHOM 0TBETETBEHHOCTLIO '"HayuHo-INpou3BoACTBEHHOE

O6beanHeHne ""Mapkep™ (OO0 “*HINO ""Mapkep'), Poccus,
117292, MockBa, yn. MNpodcorosHas, 4. 26/44

lNpounssoanTens

O6LLeCTBO C OrpaHNYeHHON OTBETCTBEHHOCTbIO '"HayuHo+pon3BoACTBEHHOE
O6begnHeHne ""Mapkep™ (QQO ""HIMO ""Mapkep"™), Poccus,

117292, MockBa, yn. MNpodcoto3Has, 4. 26/44

MecTo Npon3BoACTBa MEAULMHCKOTO U3LeNus
000 «HIMO Mapkep», Paccusa, 300013, r. Tyna, NMpuBoK3anbHbINA p-H,
yn. bonanHa, 4. 98a, nut. E

Homep perucTpaymoHHOro gocke No P1-25642/72833-01 30.01.2019

& Knacc noteHUManbHOFO pUCKa NprYMeHeHNs MeAULUMHCKOro ngenns 1

Kog O6L1epoccringkoro Knaccupukatopa NnpoayKumm no BuaaM 3KOHOMUYECKOA
fesatensHocTn 32:50.50.000

HacTosllLee perueTpaLMoHHOe YA0CTOBEPEHEVIMEET NPUMOXKEHME Ha 2 NINCTAX

npvkasom Poc3apasHazzopa o1 07 mMas 2019-roag; g s
AOMYLLEHO K 06paLLieHNio Ha TeppuTopun. Poccu i i

Bpvo pykoBoanTens degepasibHoON Cnyxobl
Mo Hai3opy B chepe 30paBoOXpaHeHUs R

21/[.B. NapxomeHKo
m 1l

0039607

¥




®EAEPAJIbHAS C/TY)KBA MO HAZASOPY B CHEPE 3[PABOOXPAHEHIS
(POC3JPABH/130P)

MPUTTOXEHWE

HAMEANUNHCKOE N3AEJTNE

oT 07 maa 2019 roga Ne P3H 2019/8352
IcT

Ha megunumHcKoe nsgenuve i
MHanKaTopbl XMMUYECKIME /11 KOHTPOASA, fpoLiecca napoBo U BO3LYLLHON i
cTepunusaumm no TY 20.59.52-001-35927791-2017, B BapuaHTax UCMOTHEHUA:

1 NHAMKaTOPbl XMMUYECKME /19 KOHTPO/IS poLiecca NapoBoy U BO3AYLUHON CTepuimn3satLL™,
B COCTaBe:

1.1. HTerpmp3ToLmin nHamkatop «Mapkep», 5 Knacc Ans KOHTPOoNs npouecca naposoi |/| |
BO3AYLLUHOW CTepuansaymm.

1.2. MHoronepemeHHbI MHAUKATOP.«XUMTeCT», 4 Knacc A5 KOHTPOIS NnapameTpoB
napoBoi cTepunmnzaumn ans pexxmumos: 121 °C/20muH, 126 °C/10 MuH, 134 °C/5MuH” : m
1.3. MHoronepemeHHbIi MHAMKATOR «XUMTeCT», 4 Knacc Ans KOHTPoNs napameTpo i
BO3AYLUHOW cTepunmnsaummn gna pexumos: 160 °C /150 muH, 180-°C/60 muH, 200 /30 mup.
14. mutupytowmin niankatop-«Mapkep-NproH», 6 Knacce 418-KOHTPONS napameTpoB |
NapoBoOWi CTepunm3aummn ansa pexxuma: 134 °C /18 muH.

2. lHgnkaTopbl XMMmUYecKue s KOHTPONSA npouecca NapoBOM 1 BO3AYLLIHOW CTEpUAM3aLuii
NEKApCTBEHHbLK CPefCTB, B COCTABE; !
2.1. MHoronepeMeHHbIN MHAnKaTop «Mapkep-®apm», 4 KAacc 419 KOHTPONs uapameTpop J
NapoBOi 1 BO3AYLUHOW cTepunusauun ans pexxumos: 100°C /30 MuH, 110 ®C/20 MuH,

120 °C/15 muH, 180 °C /30 MuH.

2.2. MHoronepeMeHHbliA NHAMKATOP «XumTecT-Papm=1», 4 Knacc Ans KOHTPONS
napameTpoB MapoBoi crepunmnsaumm ans pexxuvos: 100°°C /15 muH, 110 °G/10 MUH;-~ © =
120 °C /8 MuH. I
2.3. MHoronepemeHHbI nHAMKaTop «XumMTecT-dapm-2», 4 Knacc Ans KOHTPoNs

napameTpoB MapoBoi CTepuAn3aUmMmn Ana pexxmmos;»110 &C/15 MuH, 120 °C /12 MUH. ; ]
2.4. MHoronepeMeHHbIn HAMKaTOp «XnMTecT-PapM-3», 4 Knacc Ans KOHTPoAs -

120 °C /15 MuH. :
2.5. MHoronepemeHHbI nHANKaTop «XUMTECT-P*M-4», 4 Knacc A1 KOHTPONS ;
napameTpoB MapoBoi CTepunsaLmm ana pexxmmos: 112 °C /202, 121 °C/15 MyH. ;o
2.6. MHOronepeMeHHbIn MHAMKATOP « XUMTecT-PapM-"»N' P AAMAGAQHTPONSA ;o
napameTpoB NapoBO CTepUAN3aLMN AN PexXmnmos: IMtC A0 20 mvH, ;| |
2.7. MHoOronepeMerHbIin nHAMKaTop «XumTecT-®aplMg> /Mo rigp %™ »

napameTpoB MapoBoK cTepunmnsaymin gasgpexumva: ||0'fCy30

2.8. MHoronepeMeHHbIN UHAMKATOP «XUMTecT-P W«5:7», 4 Wwace

napameTpoB MapoBoii ctepuamsaumm ana pexxumos; 100 °C /30 muH, 110 °C /20-MuH, N
I
I

Bpuo pykoBoauTens defepanibHOM Cryxobl

Mo HaA30py B Chepe 34paBooXpaHeHNs [.B. NapxomeHKo»
0055896

A3-P, S



bepepanbHasa cnyxbé6a no Haasopy B chepe 3APABOOXPAHBEHNA i

(POC3APABHA30P)
M
MPUNOXEHWE
KPETMCTPAUNOHHOMY YAOCTOBEPEHNIO
HA MEAVNUNHCKOE N3AEJINE
oT 07 masa 2019 ropa Ne P3H 2019/8352
Nnet 2

napameTpoB BO3AYLUHON cTepuimnsaumm gias pexmma: 180 °C /30 MuH.

2.9. MHoronepeMeHHbIn nHANKaTop «XUMTecT-Papm-8», 4 Knacc AN KOHTPONS
napameTpoB BO3AYLUHOW CTepununsaummn gas pexuva: 180®C/45MuH.

3. MHAMKATOpbl XMMUYECKME 415 KOHTRO/A npoLecca cTepuimsanmnu-(naposoro
06e33apakunBaHn) MeANLMHCKNX OTXO40B, B COCTaBe: i
3.1. MHoronepeMeHHbIN nHAMKaTop. «XnMTecT-0-1%», AN KOHTPO/IS-AapameTpoB Naposor|3
06e33apaxknBaHus 4ns pexxumos: 120.@C/90 muH, 126 °C /60 MuH, 132 “C /45 MuH,

134 °C/27 MuH. M
3.2. MHoronepemMeHHbIn MHAMKATOP «XuMTecT-O-2x», A5 KOHTPO1A napameTpoB napopor”
06e33apaxkmnBaHua ansa pexxmmoB:-120 “C /120 muH, 126 °C/90MuH, 132 °C/60 MUH,

134 °C/35 MuH.

3.3. MHoronepemMeHHbIN nHAUKaTop «XUMTecT-0-3», AN KOHTPONS napameTpoB MapoBOro
o6e33apaxxmBaHns 415 pexxumos: 132 °C /90 muH, 134 °C /60 MUH.

Bpwvo pykoBoguTensa defepasibHOM CNyXobl
Mo Haf3opy B cepe 34paBoOXpPaHeHNs .B. MapxomeHK"
0055897



000 «Hayuno-IIpoussoacTeentoe O6beanHenme Mapkep»
MHH: 7728890217

KTITT: 772801001

OT'PH: 5147746104182

117292, r. Mocksa, ya. Tpodcorosuas, 1. 26/44
Ten.: +7 (495) 178-02-08: e-mail: info@npomarker.ru

HuankaTopbl XuMuueckue s KOHTPOJIsi NpoLecca NapoBoi H BO3AYNIHOI CTePHIN3AHN
TV 20.59.52-001-35927791-2017

ITACHIOPT
01.05.2022

Huouxkamopsl xumuueckue onn KOHmMpOIA npouecca naposou u 6030ymHOI CMepuIu3ayuu:
Muoronepemennbrii nuaukarop «XumTeer», 4 kinace qas KOHTPOJIsI HapaMeTpoB BO3AYIHOI
crepuimsaunm aasi pexkumos: 160C/150 mun, 180C/60 mun, 200C/30 Mmumn. (1000 m. ¢ xypHasom)

MapTus Ne 2705

HJara warotosnenns: maii 2022 r.,

I"onen mo: maii 2027 r.

Buj ncrnosnenns: aMerwl ¢ HHIHKATOpaMu

Pe3}’HbTﬁThI [TPHEMOCTATOYHBIX UCITBITAHWI

o NeNe nynkror TV Peayiibrar
Haumenosanue ucnsitanmii 2
(TexHWYeCKHuX MCTTBITAHWT
(mpoBepok) 5
TpeboBaHuii)
[TpoBepka cOOTBETCTBUA KOMIUIEKTY JOKYMEHTALIHH B O |
poBep s A COOTBETCTBYET
[posepka nenonuennii, obuero BHewHero Buaa, KOHCTPYKLIHH, 121-12.3
(hopmbI, MaTepHanoB, OCHOBHBIX Pa3MEPOB, MACCHI T COOTBETCTBYET
[TpoBepka yemoBrit I0CTHKEHNHS KOHETHOTO COCTOSHHS 1.2.4,1.2.5
) COOTBETCTBYET
[Iposepka ycioBuit He JOCTHKEHNS KOHEYHOTO COCTOSHMUS 1.2.6
POBEpKa yCI0B e HE &4 o COOTBETCTBYET
[poBepka KOMIIEKTHOCTH, MAPKUPOBKH 1 YIIAKOBKH 1.3, 14 1.5 COOTBETCTBYET

N
&

; %Wﬁﬁ?&éﬁﬁ%

b=
% 1

Fenepansuerii aupekrop OO0 «HITO Mapkep»

W.IT. AaToHora



SYNTESYS SR.L. UNFERSONALE

VIA G. GALILEI, 10/3 - 35037 Z1. SELVE DI TECLO (PD)
TEL. +39 049 9903866 R.A. FAX +32 04D 9203867
CFR/PL/NREGIMP, PADOVA 03573550288

REA PD-320123 - CAPR.SOC. 20.700,00€

SYNTESYS PEC POSTAGPEC.SYNTESYS.IT

AUTHORIZATION LETTER

We, Syntesys S.R.L. having a registered office at Via G. Galilei 10/3,
35037 Selve di Teolo - PD - Italy, assign Sanmedico SRL having a registered
office at A.Corobceanu str., apt. 9, Chisindu MD-2012, Moldova, as authorized

representative.

We declare that the company mentioned above is authorized to register, notify,
renew or modify the registration of medical devices on the territory of the

Republic of Moldova.

This letter is valid till 31.12.2025

Teolo, 13.09.2024

Rinaldo Ruggero
CEQ and Legal Representative
SYNTESYS S.R.L.

| PRODOTTI E STRUMENTAZIONE PER ANALISI DI LABORATORIO - DISPOSABLE LABWARE
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Certificate

CISQ/ICIM S.P.A. has issued an IQNet recognized certificate that the organization:
SYNTESYS S.R.L.

Head Office and Operative Unit
Via G. Galilei, 10/1-2-3 - Zona Industriale - I-35037 Selve di Teolo (PD)
Operative Units
Via G. Galilei, 16 /1 - Zona Industriale - 1-35037 Selve di Teolo (PD)

Via San Benedetto, 48/A - Zona Industriale - 1-35037 Selve di Teolo (PD)
Via G. Galilei, 3 - Zona Industriale - I-35037 Selve di Teolo (PD)

has implemented and maintains a/an
Quality Management System
for the following scope:
Trading of products for laboratory analysis. Manufacturing of products for laboratory analysis and
sanitary products. Design and production management of sterile swabs for the collection and the
preservation of biological samples, also for surgical application, with or without transport medium.

which fulfils the requirements of the following standard:

ISO 9001:2015

Issued on: 2022-06-05
First issued on: 2013-06-05
Expires on: 2025-06-04

This attestation is directly linked to the IQNet Partner's original
certificate and shall not be used as a stand-alone document.

Registration Number: IT-83562

Alex Stoichitoiu Mario Romersi

President of IQNET President of CISQ

This attestation is directly linked to the IGNET Member's original certificate and shall not be used as a stand-alone document.
IQNET Members™:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ ltaly CQC China €CQM China CQS Czech Republic
Cro Cert Croatia DQS Holding GmbH Germany EAGLE Certification Group USA FCAV Brazil FONDONORMA Venezuela ICONTEC
Colombia ICS Bosnia and Herzegovina Inspecta Sertifiointi Oy Finland INTECO Costa Rica IRAM Argentina JQA Japan KFQ Korea
LSQA Uruguay MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland NYCE-SIGE Mexico PCBC Poland Quality Austria
Austria Sll Israel SIQ Slovenia SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TSE Turkey YUQS Serbia

" The list of IQNET Members is valid at the time of issue of this certificate. Updated information is available under wwwignet-certification.com
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CISQ is a member of

The International Certification Network

ICIM www.ignet-certification.com

CERTIFICATO N.
CERTIFICATE No.

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

SYNTESYS S.R.L.

Sede e Unita Operativa
Via G. Galilei, 10/1-2-3 - Zona Industriale - 35037 Selve di Teolo (PD) — Italia
Commercializzazione di prodotti per analisi di laboratorio. Produzione di prodotti per analisi di laboratorio

e articoli sanitari. Progettazione e gestione della produzione di tamponi sterili per la raccolta e la

conservazione di campioni biologici, anche in ambito chirurgico, con o senza terreno di trasporto.
Unita Operative

Via G. Galilei, 16/1 - Zona Industriale - 35037 Selve di Teolo (PD) — Italia *
Via San Benedetto, 48/A - Zona Industriale - 35037 Selve di Teolo (PD) — Italia *
Via G. Galilei, 3 - Zona Industriale - 35037 Selve di Teolo (PD) — ltalia *

* Magazzino.

6574/3

E CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD

UNI EN ISO 9001:2015

Sistema di Gestione per la Qualita / Quality Management System

PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES
EA: 29 - 14

Commercializzazione di prodotti per analisi di laboratorio. Produzione di prodotti per analisi di laboratorio
e articoli sanitari. Progettazione e gestione della produzione di tamponi sterili per la raccolta e la
conservazione di campioni biologici, anche in ambito chirurgico, con o senza terreno di trasporto.

Trading of products for laboratory analysis. Manufacturing of products for laboratory analysis and
sanitary products. Design and production management of sterile swabs for the collection and the
preservation of biological samples, also for surgical application, with or without transport medium.

Riferirsi alla documentazione del Sistema di Gestione per la Qualita aziendale per I'applicabilita dei requisiti della norma di riferimento.
Refer to the documentation of the Quality Management System for details of application to reference standard requirements.

Il presente certificato & soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” e al relativo Schema specifico.
The use and the validity of this certificate shall satisfy the requirements of the ICIM document “Rules for the certification of company management systems” and specific Scheme.

Per informazioni puntuali e aggiornate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato,
si prega di contattare il n° telefonico +39 02 725341 o indirizzo e-mail info@icim.it.
For timely and updated information about any changes in the certification status referred to in this certificate,
please contact the number +39 02 725341 or email address info@icim.it.

DATA EMISSIONE EMISSIONE CORRENTE DATA DI SCADENZA
FIRST ISSUE CURRENT ISSUE EXPIRING DATE
05/06/2013 05/06/2022 04/06/2025

L Ay

incenzo De/acq
Rappresentante Direzione / Managem nt Representative

ICIM S.p.A.
Piazza Don Enrico Mapelli, 75 — 20099 Sesto San Giovanni (Ml)
: www.icim.it

ACCREDIA T,

L'ENTE ITALIANG DI ACCRECHTAMENTO.

WWWw.Cisq.com

SGO N® 004 A CJaGLIa ltaliana di Org di
Certit i dei sistemi di i aziendale. CISQ
Is the Italian Federation of management system
Certification Bodies
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Certificate

CISQ/ICIM S.P.A. has issued an IQNet recognized certificate that the organization:
SYNTESYS S.R.L.

Head Office and Operative Unit
Via G. Galilei, 10/1-2-3 - Zona Industriale - I-35037 Selve di Teolo (PD)
Operative Units
Via G. Galilei, 16 /1 - Zona Industriale - 1-35037 Selve di Teolo (PD)

Via San Benedetto, 48/A - Zona Industriale - 1-35037 Selve di Teolo (PD)
Via G. Galilei, 3 - Zona Industriale - I-35037 Selve di Teolo (PD)

has implemented and maintains a/an
Quality Management System
for the following scope:
Trading of products for laboratory analysis. Manufacturing of products for laboratory analysis and
sanitary products. Design and production management of sterile swabs for the collection and the

preservation of biological samples, also for surgical application, with or without transport medium.

which fulfils the requirements of the following standard:

ISO 13485:2016
Issued on: 2022-06-05
First issued on: 2014-06-21
Expires on: 2025-06-04

This attestation is directly linked to the IQNet Partner's original
certificate and shall not be used as a stand-alone document.

Registration Number: 1T-93779

Alex Stoichitoiu Mario Romersi

President of IQNET President of CISQ

This attestation is directly linked to the IGNET Member's original certificate and shall not be used as a stand-alone document.
IQNET Members™:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ ltaly CQC China €CQM China CQS Czech Republic
Cro Cert Croatia DQS Holding GmbH Germany EAGLE Certification Group USA FCAV Brazil FONDONORMA Venezuela ICONTEC
Colombia ICS Bosnia and Herzegovina Inspecta Sertifiointi Oy Finland INTECO Costa Rica IRAM Argentina JQA Japan KFQ Korea
LSQA Uruguay MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland NYCE-SIGE Mexico PCBC Poland Quality Austria
Austria Sll Israel SIQ Slovenia SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TSE Turkey YUQS Serbia

" The list of IQNET Members is valid at the time of issue of this certificate. Updated information is available under wwwignet-certification.com
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IQNET

The International Certification Network

ICIM www.ignet-certification.com

CERTIFICATO n.
CERTIFICATE No.

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

SYNTESYS S.R.L.

Sede e Unita Operativa
Via G. Galilei, 10/1-2-3 - Zona Industriale - 35037 Selve di Teolo (PD) — Italia
Commercializzazione di prodotti per analisi di laboratorio. Produzione di prodotti per analisi di laboratorio e articoli
sanitari. Progettazione e gestione della produzione di tamponi sterili per la raccolta e la conservazione di campioni
biologici, anche in ambito chirurgico, con o senza terreno di trasporto.
Unita Operative
Via G. Galilei, 16/1 - Zona Industriale - 35037 Selve di Teolo (PD) — Italia *
Via San Benedetto, 48/A - Zona Industriale - 35037 Selve di Teolo (PD) — Italia *
Via G. Galilei, 3 - Zona Industriale - 35037 Selve di Teolo (PD) — Italia *

* Magazzino.

7111/3

E CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD

UNI CEI EN ISO 13485:2016

Sistema di Gestione per la Qualita / Quality Management System

PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

Commercializzazione di prodotti per analisi di laboratorio. Produzione di prodotti per analisi di
laboratorio e articoli sanitari. Progettazione e gestione della produzione di tamponi sterili per la raccolta
e la conservazione di campioni biologici, anche in ambito chirurgico, con o senza terreno di trasporto.

Trading of products for laboratory analysis. Manufacturing of products for laboratory analysis and
sanitary products. Design and production management of sterile swabs for the collection and the
preservation of biological samples, also for surgical application, with or without transport medium.

Riferirsi alla documentazione del Sistema di Gestione per la Qualita aziendale per I'applicabilita dei requisiti della norma di riferimento.
Refer to the documentation of the Quality Management System for details of application to reference standard requirements.

Il presente certificato e soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” e al relativo Schema specifico.
The use and the validity of this certificate shall satisfy the requirements of the ICIM document “Rules for the certification of company management systems” and Specific Scheme.

Per informazioni puntuali e aggiornate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato,
si prega di contattare il n°® telefonico +39 02 725341 o indirizzo e-mail info@icim.it.
For timely and updated information about any changes in the certification status referred to in this certificate,
please contact the number +39 02 725341 or email address info@icim.it.

DATA EMISSIONE EMISSIONE CORRENTE DATA DI SCADENZA
FIRST ISSUE CURRENT ISSUE EXPIRING DATE
21/06/2014 05/06/2022 04/06/2025

Al

Vincenzo Dela
Rappresentantg Direzione / Manag ment Representative

ICIM S.p.A.

Piazza Don Enrico!Mapelli, 75 — 20099 Sesto San Giovanni (Ml)
www.icim.it

prw,cisq,com

0860CM_03_IT

CISQ & la Federazicne Italiana di Organismi di
SGQ N° 004 A Certificazione dei sisierm di gestione aziendale. CI5Q
is the italian Federation of management system
Certification Bodies
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B
DICHIARAZIONE DI CONFORMITA' UE
EU DECLARATION OF CONFORMITY
conforme all'Allegato 1V del Regolamento (UE) 2017/746 "Dispositivi medico-diagnostici in vitro"
according to Annex IV of the Regulation (EU) 2017/746 "In vitro diagnostic medical devices"
fabbricante ROLL S.R.L.
manufacturer articoli per laboratori analisi - disposable labware
N° registrazione unico IT-MF-000021270
SRN
indirizzo Via Leonardo da Vinci, 24/A,
address 35028 PIOVE DI SACCO (PD) - ITALIA
telefono fax posta
+39-0499719511 +39-0499719543 elettronica  roll@tecnomeus.it

phone fax e-mail

PROVETTE PST 16X100 MM 10 ML CONICHE CON BORDO

Identificazione dei prodotti

Product identification S CONICAL TEST TUBES 16X100 MM 10 ML WITH RIM

Destinazione d'uso CAMPIONAMENTO DI LIQUIDI BIOLOGICI
SAMPLING OF BIOLOGIC LIQUIDS
Intended use
BASIC UDI-DI 805938689TTUBEVZ
CND W050301020102
numero di numero di lotto scadenza
catalogo 18304
part number batch number expiry date

classificazione dei prodotti dispositivi non sterili rientranti nella classe A del regolamento 2017/746, conforme alla regola 5

product identification non sterile devices included in the class A regulation (EU) 2017/746, according to rule 5

Si dichiara
sotto la propria esclusiva responsabilita che tutti i dispositivi sopraelencati rispettano le disposizioni applicabili dal
regolamento 2017/746 Dispositivi Medico-Diagnostici In Vitro.
La documentazione tecnica richiesta dal succitato regolamento e quella comprovante il rispetto dei Requisiti generali di
sicurezza e prestazione di cui all'Allegato | del Regolamento, sono conservati a cura del Fabbricante
Hereby we declare
Under our sole responsability that the above mentioned devices meet the applicable provisions of the Regulation (EU)
2017/746 on "In vitro diagnostic medical devices"

The technical documentation, as required by Regulation (EU) 2017/746 and documents in order to prove conformity to
general safety and performance requirements as listed in Annex |, are retained under the premises of the Manufacturer

luogo e data
PIOVE DI SACCO 30/07/2022
place and date ’

) Quality Assurance ; . s
signature (_{ Lo o (Ao

Giovanni Chiarin




SYNTESYS S.R.L. UNPERSONALE

VIA G. GALILEI,10/3 - 35037 Z.I. SELVE DI TEOLO (PD)
TEL. +39 049 9903866 R.A. FAX +39 049 9903867
C.F/PIL/N.REG.IMP. PADOVA 03573950288

SYNTESYS REA PD-320123 - CARP.SOC. 20.700,00€
E-MAIL INFO@SYNTESYS.IT - WEB WWW.SYNTESYS.IT
PEC POSTAE@PEC.SYNTESYS.IT

DICHIARAZIONE DI CONFORMITA’ UE
EU declaration of conformity

C€

Il sottoscritto, Rinaldo Ruggero legale rappresentante della ditta:
The undersigned, Rinaldo Ruggero legal representative of the company:

produttore/manufacturer

SYNTESYS S.r.l.

indirizzo/address

Via G. Galilei, 10/3 35037 Zona Industriale SELVE DI TEOLO (PADOVA) ITALY

O rappresentante il mandatario autorizzato entro la Unione Europea
or representing the authorized mandatary within the European Community

Mandatario autorizzato/authorized mandatary

indirizzo/address

Dichiara sotto la propria responsabilita che il prodotto/declares under his own responsability that the product:

Pr. 13x75 mm 5 ml in polistirolo s/bordo/ Polystyrene cylindrical

Denominazione/Description test tube 13x75 mm 5 ml without rim

Codice/Code 311375

Classe di rischio/ Risk class Classe A/ Class A
Numero di registrazione unico

(SRN)/ Unique registration IT-MF-000027856
number (SRN)

UDI-DI di base/ Basic UDI-DI ~ 805414149PROVETTEDA

E conforme secondo il Regolamento (UE) 2017/746 concernente i Dispositivi Medico-Diagnostici in vitro e soddisfa tutti i
requisiti specificati. Il dispositivo ¢ stato classificato appartenente alla Classe A secondo la Regola 5 dell” Allegato VIII /
It complies with the Regulation (EU) 2017/746 concerning In Vitro Diagnostic Medical Devices and meets all the specified
requirements. The device has been classified as belonging to Class A according to Rule 5 of Annex VIII.

Dichiara inoltre che la documentazione tecnica di supporto alla presente dichiarazione di conformita é conservata presso gli
uffici dell’azienda e sara messa a disposizione delle autorita competenti secondo quanto prescritto dall’Art. 10 punto 7 del
Regolamento. / It also declares that the technical documentation supporting this declaration of conformity is kept at the
company offices and will be made available to the competent authorities in accordance with the provisions of Art. 10 point 7
of the Regulations.

Teolo (PD), 17.01.2024

SYNTE
U
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SYNTESYS S.R.L. UNIPERSONALE

VIA G. GALILEI, 10/3 - 35037 Z.I. SELVE DI TEOLO (PD)
TEL. +39 O49 9903866 R.A. FAX +39 O49 9903867
CF./P.I./N.REG.IMP. PADOVA 03573950288

REA PD-320123 - CAPR.SOC. 20.700,00€

E-MAIL INFO@SYNTESYS.IT - WEB WWW.SYNTESYS.IT
PEC POSTARPEC.SYNTESYS.IT

Cert. N.7111/3 Cert. N.6574/3

SYNTESYS

DICHIARAZIONE DI CONFORMITA’ UE
EU Declaration of conformity

C€

Il sottoscritto, Rinaldo Ruggero legale rappresentante della ditta:
The undersigned, Rinaldo Ruggero legal representative of the company:

produttore/manufacturer

| SYNTESYS S.r.l.

indirizzo/address
‘ Via G. Galilei, 10/3 35037 Zona Industriale SELVE DI TEOLO (PADOVA) ITALY

O rappresentante il mandatario autorizzato entro la Unione Europea
or representing the authorized mandatary within the European Community

Mandatario autorizzato/authorized mandatary

indirizzo/address

Dichiara sotto la propria responsabilita che il prodotto/declares under his own responsability that the product:

Microprovette tipo Eppendorf in polipr. coniche graduate 1,5 ml

Denominazione/Description c/tappo / Polypropylene conical microtube Eppendorf type
graduated with cap vol. 1,5 ml

Codice/Code 318766

Classe di rischio / Risk class Classe A/ Class A

Numero di registrazione unico (SRN) — \
/ Unique registration number (SRN) TU= e
UDI-DI di base / Basic UDI-DI 805414149PROVETTEDA

E conforme secondo il Regolamento (UE) 2017/746 concernente i Dispositivi Medico-Diagnostici in vitro e soddisfa tutti i
requisiti specificati. 1l dispositivo € stato classificato appartenente alla Classe A secondo la Regola 5 dell” Allegato VIII /

It complies with the Regulation (EU) 2017/746 concerning In Vitro Diagnostic Medical Devices and meets all the specified
requirements. The device has been classified as belonging to Class A according to Rule 5 of Annex VIII.

Dichiara inoltre che la documentazione tecnica di supporto alla presente dichiarazione di conformita & conservata presso gli
uffici dell’azienda e sara messa a disposizione delle autorita competenti secondo quanto prescritto dall’ Art. 10 punto 7 del
Regolamento. / It also declares that the technical documentation supporting this declaration of conformity is kept at the
company offices and will be made available to the competent authorities in accordance with the provisions of Art. 10 point 7
of the Regulations.

Teolo (PD), 30/08/2022
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	WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY
	È CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD
	PER LE SEGUENTI ATTIVITÀ / FOR THE FOLLOWING ACTIVITIES
	Riferirsi alla documentazione del Sistema di Gestione per la Qualità aziendale per l'applicabilità dei requisiti della norma di riferimento.
	Refer to the documentation of the Quality Management System for details of application to reference standard requirements.
	Il presente certificato è soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” e al relativo Schema specifico.
	The use and the validity of this certificate shall satisfy the requirements of the ICIM document “Rules for the certification of company management systems” and specific Scheme.
	Per informazioni puntuali e aggiornate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato,
	si prega di contattare il n  telefonico +39 02 725341 o indirizzo e-mail info@icim.it.
	For timely and updated information about any changes in the certification status referred to in this certificate,
	please contact the number +39 02 725341 or email address info@icim.it.
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