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ZERTIFIKAT & CERTIFICATE o

** *** 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
'@IL\/

Christoph Dicks
Head of Certification/Notified Body

Digitally signed by Monastirschii Viorica lI
Date: 2024.01.17 12:40:15 EET T
Reason: MoldSign Signature
Location: Moldova

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 o

*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 o

** *** 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.

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



Declaration of Conformity

We, the manufacturer, under compliance to Article 17 of regulation (EU)
2017/746, declare under our sole responsibility that the medical device:

Device Name REF Number
Mission® U120 Smart Urine Analyzer U117-101, U117-111
Mission® U120 Smart Urine Analyzer Data Transfer Kit U127-131

Mission® Urine Analyzer Barcode Reader U221-111

Mission® Printer Paper Rolls Ul121-101

Insight® U120 Smart Urine Analyzer U117-105, U117-115
Insight® U120 Smart Urine Analyzer Data Transfer Kit Ul127-135

Insight® Barcode Reader U221-115

Insight® Printer Paper Rolls Ul121-105

Urispin U120 Smart Urine Analyzer 5004003

of class A according to Rule 5(b) of Annex VIl of regulation (EU) 2017/746,
is in conformity with

Regulation (EU) IVDR 2017/746 of the European Parliament and of the Council of 5 April 2017 on in
vitro diagnostic medical devices and repealing Directive 98/79/EC and Commission Decision
2010/227/EU

and

Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011 on the
restriction of the use of certain hazardous substances in electrical and electronic equipment, and
further amendments to the directive issued and in force at the date of this declaration.*

It has been demonstrated that the requirements specified in Article 4 have been met.

The materials in ACON’s products are assessed in accordance with ACON’s procedure for approval
which uses documents and contractual agreements to evaluate compliance and approve new
materials and components.*

This declaration is based on:

Manufacturer’s Name: ACON Laboratories, Inc.

Manufacturer’s Address: 5850 Oberlin Drive, #340 San Diego, CA 92121
Manufacturer’s SRN: US-MF-000023913

Authorized Representative Name: Medical Device Safety Service GmbH
Authorized Representative Address: Schiffgraben 41, 30175 Hannover, Germany
Basic UDI-DI: 682607999999004149

Intended Purpose of device: The U120 Smart Urine Analyzer is intended for use in conjunction with
the Urinalysis Reagent Strips for the semi-quantitative detection of the following analytes in human
urine: Albumin, Creatinine, Glucose, Bilirubin, Ketone (Acetoacetic acid), Specific Gravity, pH, Blood,
Protein, Urobilinogen, Leukocytes, Ascorbic Acid and Calcium, as well as the qualitative detection of
Nitrite. The instrument is intended for professional, in vitro diagnostic use only. The measurement can

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




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.

Signed this 20 day of May, 2022 ’}f(a_r_ —

in San Diego, CA USA /

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

* This statement is based on information and data provided by third parties and may not have been verified
through destructive testing or other chemical analysis.

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



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® 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 lll

(excluding Section 6) of the Directive.

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

signed this 30 day of &ﬂm 2020

in San Diego, CA USA
- ( ! I. __..-—-——"—-'-‘
LL

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 -
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ZERTIFIKAT o CERTIFICATE o

( 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:

EN SO 13485

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@t(—v

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 o CERTIFICATE o

( 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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= ~ ™  Urinalysis Reagent Strips
M— Quick Reference Guide

Follow each step closely to ensure proper and accurate reading.

1. Remove the strip from the canister and close it tightly. Record the
opening date on the canister label. Discard the strips 3 months

after the opening date.

2. Immerse the reagent areas of the strip in urine for ¥
1-2 seconds then immediately remove the strip
from urine.

3. Run the edge of the strip against the edge of the
urine container to remove excess urine. i

4. Hold the strip in a horizontal position and touch

the edge of the strip on absorbent paper to avoid \ %’ﬁ\

mixing chemicals from one pad to another and
soiling hands with urine.

5. Read results visually or by analyzer reading.
Note: For visual reading, hold the strip close to the
color blocks and match carefully at specified times.
Results may be read up to 2 minutes after the
specified times.

Notes:

* The negative color blocks on the color chart label do not correspond to the reagent areas
of the dry strip. The negative color blocks on the color chart label should only be
compared after immersing the strips in urine.

* Refer to package insert or instruction manual for complete information.

—— — ) — e — —

ACON Laboratories, Inc. 4108 Sorrento Valley Boulevard, San Diego, CA 92121, U.S.A

1150387801 £ 2007 ACON Laberatories Ine.



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: January 3, 2023

Signature: .
,L‘a?._..._..h I

Qiyi Xie, Md, MPH

Sr. Officer, Regulatory & Clinical Affairs
ACON Laboratories, Inc.

Ph: 858-875-8011

Email: gxie@aconlabs.com

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



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

Mission
Sission

[ ]
- Dry Strip

*  Mission

Global Diagnostics for Local Markets™



Mission® Urine Controls

Reliable _
« Use with Mission® and Mission" Expert Urinalys and Urine Analyzers for optimum quality

Validate urinalysis results and prevent procedure errors

Control Level 1 provides negative results for LEU, NIT, URO, PRO, pH, BLO, SG, KET, BIL, GLU, ASC. ALB™ and

CRE™

Control Level 2 provides positive results for LEU, NIT, URO, PRO, pH, BLO, SG, KET, BIL, GLU, ALB™ and CRE™

with negative results for ASC

Quick and Convenient Testing
+ Ensures accurate results for all parameters
+ Obtain g
= Competitiv

ny setting

Two Types of Urine Controls Available

Liquid Urine Control
* Ready-to-u ithout dissolving in illed waty
« 24 months shelf life for unopened controls at 2
« Two Packaging Opti
* Dropper Tip Bottles-Current packaging now available in separate positive and negative |
+ Dropper tip bottles provide efficient use of the control solution

d up to 40 tim
+ Diptube-New packaging able in separate posi
+ Diptube packaging allows for qui q sim
+ Simply dip the strip into the control solution and read result:
» Caontrol can be used up to 20 times within 30 days at room temperature

Dry Strip Urine Control

-

i

Specifications

Specifications
Liquid Diptube Urine Control
LEU, NIT, URD, 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
Positive: LEU, NIT, URO, PRO, pH, BLO, SG, KET, BIL, GLU, ALB and CRE, Negative ASC
Mission® Urinalysis Reagent Strips, Mission” Expert Uninalysis Reagent Strips

Features

Product Name Liquid Urine Control Dry Strip Urine Control

Test Parameters

Level 1
Level 2
Compatible Urine Strips

Solution D
Levels

Refer o insert
2-30°C

Reading Time/Stability Refer o insert Refer to insert
Storage Temperature 2-8°C 2-8'C
Unopened Control Shelf Life 24 months

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

20 tests/diptube

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

Carton Dimensions
(LxWxH) & Weight

Kit Box Dimensions

Components (LxWxH) & Weight

Product Name

Catalog No.

Level 1: 3 x 10 mL /boltle; Level 2: 3 x 10 mL/bottle B5 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 BSmmx 55 mm x 80 mm; 75 g 400 mm x 270 mm % 345 mm; 4.2 kg 198
L1021;011: Catiio Level 1 1 x 10 mU/bottle: Level 2 1 x 10 mLibottle 55 mm x 28 mm x 60 mm; 41 g 400 mm x 270 mm x 345 mm; 6.6 kg 228
Level 1: 1 x 5 mU/botlle; Level 2: 1 x 5 mL/bottle 55 mm x 28 mm x 60 mm; 31 g 400 mm x 270 mm % 345 mm; 5.5 kg 228
Liquid Urine Control i 6 % 10 mL/boltle 85 mm x 55 mm x 60 mm; 107 g 400 mm % 270 mm x 345 mm; 5.2 kg 198
U021-021: Level 1: 6 x 5 mLibottle B5 mm x 55 mm x 60 mm; 75 g 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
UbthriiBanibo Level 1: 2 x 12 mL/diptube; Level 2: 2 x 12 mLidiptube 130 mm x 55 mm x 55 mm; 101 g 385 mm x 255 mm x 320 mm; 4.7 kg 30
Liquid Diptube i Level 1: 1 x 12 mU/diptube; Level 2: 1 x 12 mUidiptube 130 mm x 55 mm x 55 mm; 62 g 385 mm x 255 mm x 320 mm); 3.5 kg 30
Urine Control ¥ 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 mLU/diptube 130 mm x 55 mm x 55 mm; 62 g 385 mm x 255 mm x 320 mm; 3.5 kg 30
F— EEEE % i E %E EEEE;EEEEEEE 100 mm % 51 mm x 110 mm; 126.g | 280 mm x 280 mm x 260 mm; 3.6 kg 24
Egﬂgtgpomm! 't Lewal 2 1%10 strigsfcanrsierl 100 mm x 51 mm x 110 mm; 106 g 280 mm x 280 mm x 260 mm; 3.1 kg 24
U021-051: Level 1; 2 x 25 strips/canister 100 mm x 51 mm x 110 mm; 126 g | 280 mm x 280 mm x 260 mm; 3.6 kg 24
U021-061: Level 2 2 x 10 strips/canister 100 mm x 51 mm x 110 mm; 106 g | 280 mm x 280 mm x 260 mm; 3.1 kg 24

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

1150531002

v CE Marked for sale in the European Community c €

t 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

Lt

Please visit our website for details: www.aconlabs.com

©2011 ACON Laboratories, Inc.




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 v | NA | NA A * | % | x| % [ %] Kk [*]| x| x| * * | %
uo31-111 11 1A 100 v v v v S * | % | x| x |[H]| *|%| * | *|%]|x

10U v v v S * || % || % [*]| % | % | x| *
u031-101 10 10A o v v v v A d | % | % | % | K| % K| x| x| *

10C 100" v v v s * * | % | * [%]| * * | % | * | *
U031-091 9 =1V 100 v v v v 5 * | k| % | *| * |*| % | * | %

8uU v v v A * | * | * * |%| % | % | %

U031-081 8 B8N 100 v v v v S * d | k| % || * * | ®

8S v v v A * k| % (x| % | * | % | %

U031-071 7 N 100 v v v v A * * % | %| * * | %
BN BNE 4 v v * * | % | * * | *

U031-061 6 6U BUE i Y 70 I & * x| * S
5B 5BE v v * * * | % | *

1031-051 5 it S 100 v M B A * - N ol
58 5SE v v * * | k [*| %
sU SUE v v * * * | * | *
48 4SE v v v * * * | *
4B 4BE v v * * [k | *
4K 4KE v v v * * *| *

Has it g 4G 4GE g v v v 8 * * * *
4N 4ANE v v ¥ * * * | *
4P 4PE v v v % * & |
3P 3PE v v v * * | %

vo31-031| 3 i ARE 100 v ¥ |V |5 A - . *
3G 3GE v v v * * *
3N 3NE v v v * * | %
2G 2GE v v v * 5
2K 2KE v v v * *
2N 2NE v v v * *

Uo31-021 2 2B 2BE 100 v o 77 L A * *
2U 2UE v v ¥ * | *
28 2SE v v v * *
2C 2CE 100" v v 4 * | *
1B 1BE v v *
1P 1PE 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 Strip 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

i Convenient Operation
N - » Saves and recalls the last 2,000 results automatically
r i = « Audible beep signals operator to dip strips in urine
- W = - * 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
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 perform 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

Feature Specifications

Analyzer Type Manual
Reflectance Photometry

Methodology

Detection Photosensitive Diode

Single Test Option: 60 tests/hour

T
hroughput Continuous Test Option: 120 tests/hour

Test Modes Routine, STAT and QC
Lockout Functions Strip Lockout: Available Upon Request. User/QC Lockout: Included with option to turn ON/OFF
Memory Last 2,000 results

Strip Incubation Time
Wavelength of Monochromatic LED
Standard Strips

1 Minute
525 nmand 635 nm
8,9, 10, 11 Parameters (5 mm x 108 mm)

Additional Strips Available
Total Combinations Per Analyzer

1-11 Parameters (5 mm x 108 mm); see URS Parameters

4 Combinations

Standard RS232C Port for Barcode Reader or Data Transfer
USB Port for Data Transfer
25Pin Parallel Port for External Printer

Analyzer Ports

Internal Thermal Printer (included)
Optional External Printer (not included)

RS232C Barcode Reader (optional)
USB or RS232C Data Transfer Cable (optional)

Code 128, Code 39, Codabar (NW.T7), Interleaved 25, UPC-A, UPC-E,
EAN 8 EAN 13

Automatic

Capabilities

Major Readable Barcodes

Calibration

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 Wx H)

272cmx26.9cmx14.6cm (10.7"x 10.6"x5.7")

Display Dimensions (L x W)

10.8cmx57cm(4.2"x 2.2

Weight

2.6 kg (5.7 Ibs)

Ordering Information

7 Kit Box Dimensions Carton Dimensions Number of
ProductName Sarog - sompoaents (L x W x H) & Weight (L % W X H) & Weight Kits/Carton
1 Urine Analyzer 2 Fuses (2.04) 42.0cmx 41.5cmx 31 cm; 5.0kg
U120 Urine Analyzer ut1-1019T 1 Strip holder 1 Power Cord 1
2 Printer Paper Rolls THuck Start Sulde, 16.4"%16.2" x12.1"; 176.4 0z
1Urine Analyzer 2Fuses (2.0A) 44.5cmx 44.5cm x 40.0cm; 5.5 kg
U120 Urine Analyzer U111-111¢T 1 Strip holder 1 Power Cord
i od ade i . 1 Serial Splitter Cable (RS232C) 1
2 PrinterPaper Rolls 1 Quick Start Guide 17.5" x17.5"x 15.7"; 194 oz
1 Barcode Reader (RS232C) 1 Instruction Manual
Jt : g 23.6cmx108cmx?8cm'0.482m 63.0cmx 37.0cm x30.0cm; 12.0kg
Barcode Reader U221-111 1 Barcode Reader (RS232C) 1 Serial Splitter Cable (RS232C) 53 %43 X317 1700z TAE %X 146 1115, 4233 02 22
Thermal Paper (0.06 m x 20 m): 200 resultsfroll 12.0cmx12.0cmx6.5cm; 0.36ka] 63.0cmx 37.0cm x 30.0 cm; 19.4 kg
Printer Paper Rolls U121-101 4 Printer Paper Rolls . . 4.7 x4.7°x2.0° 12,702 2.8 %146 x 11.6.694.302 50
Sticker Paper (0.06 mx 9 m): 100 1 temll 120cmx12.0ecmx6.5cm: 0.dkg | 63.0cm» 37.0cm x30.0 cm; 21.4 kg
il : 47" x4 7"x26" 1410z 24 8" x 146" % 118" 684 3 0z; 754 9%
& Jt 16.0cmx 13.0cmx 3.5cm; 0.147 kg| 25.0cm x 21.0cm x 15.0 cm; 1.36 kg
U120 Data Transfer Kit U221-131 1 Data Transfer Cable (RS232C) 1 Package Insert ST sb T xT 4530z 58 %83 X507 48052 | 8

v’ CE Marked for sale in the European Community c €

t Cleared for US 510(k)



U500 Urine Analyzer

Accurate and Efficient
= Upto 500 tests/hour for medium/large 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
* Unigquely 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 ID

Unique Lockout Functions o' Seen!
= Strip Lockout
* Prevents using strips of another brand on the U500 Urine 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 perform 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
Additional Strips Available
Total Combinations Per Analyzer

8,9,10, 11 Parameters (5 mmx 108 mm)

1-11 Parameters (5 mm x 108 mm); see URS Parameters
4 Combinations

Up to 150 Strips

Standard RS232C Port for Barcode Reader or Data Transfer
25 Pin Paralle| Port for External Printer

Internal Thermal Printer (included)

Waste Disposal Capacity

Analyzer Ports

Capabilities RS5232C Barcode Reader (optional)

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

Enaglish and additional language(s)

0-40°C (32-104°F); =85% RH

-5-50°C (23-122°F), =80% RH

100-240 VAC, 50-60 Hz
36.6cmx283emx195em (14 4" x 11 1"x7.7")
11.5emx9.0cm (4.5"x 3.5

40kg (8.81bs)

Ordering Information

Operating Conditions

Storage Conditions

Power Source

Dimensions (L x Wx H)
Display Dimensions (L x W)
Weight

Number of
KitsiCarton

Carton Dimensions
(L xWxH) & Weight

Kit Box Dimensions

Components (L xW x H) & Weight

Catalog No.

Product Name

1 Urine Analyzer 2 Fuses (2.0A) :
G LA etodd 1 Strip PlatformMWaste Tray 1 Pawar.Gard S1.0cmx42.0cmx38.5cm; Tkg :
: 2 Printer Paper Rolls 1 Instruction Manual 201" X16.5" x 15.2"; 2469 0z
1 Urine Analyzer 2 Fuses (2.04) 55.0cmx 55.0cmx55.0cm; 9.2 kg
U500 Urine Analyzer § 1 Strip Platform/\Waste Tray 1 Power Cord
it Uz11-111Y 1
with Barcode Reader 2 Printer Paper Rolls 1 Serial Splitter Cable (RS232C)
1 Barcode Reader (RS232C) 1 Instruction Manual 21.7" x21.7"x 21.7",324.5 02
+ . , 23.6cmx10.8cmx 7.8 cm; 0. 482!(9] 63.0 cm % 37.0 cm x 30.0 em; 12 ki 22
Barcode Reader uz21-111¥ 1 Barcode Reader (RS232C) 1 Serial Splitter Cable (RS232C) S v i3 T ooz T TRy 11.8_r9_". 9350
Thermal Paper (0.06 m x 20 m): 200 resultsiroll 120cmx12.0ecmx6.5cm; 0.360 kg] 63.0cm x 37.0 cm x 30.0 cm; 19.4 kg
Printet Paper Rolls B 4 Printer Paper Rolls 477x4.7"x2.6% 12 7oz 248 4 146" 118" 684307 50
Sticker Paper (0.06 m x 8 m): 100 results/roll 120emx120ecmx6.5cm; 0.40kg | 63.0cm x 37 0 cm x 30.0 cm; 21.4 kg |
47" x4 7" %2 6" 14 102 248" x 146" % 118" 684 3 oz, 754 9 0z
- - v 16.0cmx13.0cmx3.5¢cm; 0.147kal] 250cm x21.0cm x 150 cm: 1.36 kg |
U500 Data Transfer Kit uz221131 1 Data Transfer Cable (RS232C) 1 Package Insert BT x4 550z S BT x50 B 0oz 8

We also offer other rapid diagnostic and medical products:

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

\/CE Marked for sale in the European Communit
p y
t Cleared for US 510(k)

| s sm—  — &
S
— —-— e T — —

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

1150449703 © 2011 ACON Laboratories, Inc.



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

e 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.

e This product is produced under Atlas quality system (1S013485:2016) issued by GMED:
Certificate N°.: 36655 rev 1
Expiry Date: October 8 1.2023

e  Comply with the essential requirements of following standards (EN 18113-1, -2,-4:2011,
EN ISO 15223:2016, EN I1SO 23640:2015, EN 1SO 14971:2019, ISO 2859/1:1999,
EN ISO 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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Issue date Date of review \\ e Maﬁagement approval MRXDO10F.10
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Medical March.2021
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/Atlas Medical

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).
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GMED_SQ_plus3sites-F-V0-07-2018

G M p— D CERTIFICAT
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 L o . _
DE SYSTEMES Ce certificat est délivré selon les régles 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

GMED e« Société par Actions Simplifiée au capital de 300 000 € » Organisme Notifié/Notified Body n°® 0459
Siége social : 1, rue Gaston Boissier - 75015 Paris » Tél. : 01 40 43 37 00 » gmed.fr



= 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.

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

French version:

Siége social, responsable de la mise sur le marché

English version:

Headquarter, legal manufacturer

*khkkkkhkhkhkhkkkhkkhkhhkhkhkkhkiikhkhkhkkkhkiihkhkhkiihhkhkkhkiiiikikx

Sahab Industrial Zone Area
King Abdullah Il Industrial City
Amman 11512
JORDAN

French version:

Conception, fabrication et contréle final

English version:

Design, manufacture and final control

*khkkkkhkhkhkhkhkhkkhkhhkhkhkhkhhikhkhkkkhkiihkhkikiihkkkhik

2 sites / 2 sites

DocuSigned by:

On behalf of the President
Béatrice LYS
Technical Director

GMED - Société par Actions Simplifiée au capital de 300 000 € » Organisme Notifié/Notified Body n°® 0459
Siége social : 1, rue Gaston Boissier - 75015 Paris ® Tél. : 01 40 43 37 00  gmed.fr ADD - 720 DM 0701-32 rev 6 du 01/08/2018



Atlas Medical

Date: 05/Jan/2023

STATEMENT

We, Atlas Medical having a registered office at Ludwig-Erhard-Ring 3, 15827 Blankenfelde-Mahlow,
Berlin, Germany assign SRL Sanmedico having a registered office at A. Corobceanu Street 7A, apt.9,
Chisinau MD-2012, Moldova, as authorized representative 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 on the territory of the Republic of Moldova.

On Behalf of Manufacturer:

General Manager

Haya Amawi - gt
Signature: | ‘ b“
///7/ tlas Mcd\ca; E(D\:r\‘\g\3

| : i har
: o ! hlow
Date: S o ru:;?\_ﬂd - o
zﬁ%\ér\ken 30
15Tge\ 0049) 33708~ 50

Regulatory Office: William James House, Cowley Rd, Cambridge, CB4 OWX, United Kingdom
Tel: +44 (0) 1223 858 910

Middle East Site: P.O Box 204, King Abdullah II Industrial Estate, Amman, 11512, Jordan
Tel: +962 6 4026468



Atlas Medical

CRP LATEX KIT
For in -vitro diagnostic and professional use only

4. BC
o Store at 2-8°C. C G

INTENDED USE
CRP Latex kit is used to measure the CRP in human serum
qualitatively and semi- quantitatively.
INTRODUCTION
C-reactive protein (CRP), the classic acute-phase of human
serum, is synthesized by hepatocytes. Normally, it is
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 therefore
appears to be a valuable screening test for organic disease
and a sensitive index of disease activity in inflamraatory,
infective and ischemic conditions. Macleod and Avery
found that antibody produced against purified CRP
provided a more sensitive test than the C-polysaccharide
assay. Since that time a number of immunological assays
have been devised to measure CRP such as capillary
precipitation, double immunodiffusion and radical
immunodiffusion.
The CRP reagent kit is based on the principle of the latex
agglutination assay described by Singer and Plotz. The
major advantage of this methed is the rapid two (2) minute
reaction time.
PRINCIPLE
The CRP reagent kit is based on an immunological reaction
between CRP Antisera bound to biclogically inert latex
particles and CRP in the test specimen. When serum CRP
equal or greater than the Reagent sensitivity (Indicated on
the label of the latex vial) the visible agglutination occurs.
MATERIALS
MATERIALS PROVIDED
« CRP Latex Reagent: 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 Negative Control Serum (Blue Cap): A stabilized
pre-diluted animal serum.
e Glass Slides.
e Stirring Sticks.
e Package insert.

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

o All result different from the negative control result,
will be considered as a positive.

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 CRP concentration
equal or greater than the reagent sensitivity (mg/L CRP)
(indicated on the label of the latex vial).
The titer, in semi-guantitative method, is defined as the
highest dilution showing a positive result.
CALCULATIONS
The approximate CRP concentration in the patient sample is
calculated as follows:
Sensitivity (Indicated on the label of the latex vial)

x CRP Titer = mg/L
INTERFERENCES
NONE INTERFERING SUBSTANCES:

s Hemoglobin (10 g/dl)

« Bilirubin (20 mg/dl)

o Lipids (10 g/L)

o Other substances interfere, such as RF (1001U/ml).

NOTE

« High CRP concentration samples may give negative
results. Retest the sample again using a drop of 20pl.

» The strength of agglutination is not indicative of the
CRP concentration in the samples tested.

« Clinical diagnosis should not be made on findings ofa
single test result, but should integrate both clinical
and laboratory data.

UMITATIONS

1. Reaction time is critical. If reaction time exceeds two
(2) tes, drying of the reaction mixture may cause
false por e results.

2. Freezing the CRP Latex Reagent will result in

spontansous agglutination.

Intensity of agglutination is not necessarily indicative

of relative CRP concentration; therefore, screening

reactions should not be graded.

w

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

MATERIALS REQUIRED BUT NOT PROVIDED

« Mechanical rotator with adjustable speed at 80-100
r.p.m. ¥

« Vortex mixer.

¢ Pippetes 50 pL.

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

PACKAGING CONTENTS

B.OD.OO.U.OJ.DD (1x4ml Latex Reagent, 1ximl positive
control, 1x1ml negative control)

PRECAUTIONS

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

e Protective clothing should be worn when handling
the reagents.

e Wash hands and the test table top with water and
soap once the testing is cone.

o 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
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.

e Accuracy 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 stirring stick for each
specimen, and glass slides should be thoroughly
rinsed with water and wiped with lint-free tissue after

each use.

e Check reactivity of the reagent using the controls
provided.

e 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.

e Test materials and samples should be discarded
properly in a biohazard 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

s Reagents are stable until specified expiry date on
bottle label when stored refrigerated (2 - 8°C).

= DO NOT FREEZE.

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

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

s Always keep vials in vertical position. If the position is
changed, gently mix to dissolve 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.

= |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. :

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

s Do not 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 temperatures.

Place (40 pL) 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 or on a
vortex mixer before using and add one drop

(40 pL) next to the samples 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.

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

~

(e

4. A false negative can be attributed to a prozone
phenomenon (antigen excess). It is recommended,
therefore, to check all negative sera by retesting at a
1:10 dilution with glycine buffer.

.REFERENCE VALUES

Up to the reagent sensitivity (Indicated on the label of the
Jatex vial). Each laboratory should establish its own
reference range.

PERFORMANCE CHARACTERISTICS

o Sensitivity: Refer to vial label.

» Prozone effect: No prozone effect was detected up to
1600 meg/L

= Diagnostic sensitivity: 95.6 %.

« Diagnostic specificity: 96.2 %.

REFERENCES

1. Pepys, M.B.. Lancet 1:653 (1981).

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

3. Macleod, C.M., et. al.. J. Exp. Med 73:191 (1941).

4. Wood, HF., et. al.. J. Clin. Invest. 30: 616 (1951).

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

6. Singer,).M., et.al.. Am.J. Med 21: 888 (1956).

7. Fischer, cL., Gil,. CW. In Serum Protein
Abnormalities. Boston, Little, Brown and Co., (1975).
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/Atlas Medical

ASO LATEX KIT
For in -vitro diagnostic and professional use only

”% 1 i Store at 2-8°C. c 6

INTENDED USE
ATLAS ASO latex Test is used for the qualitative and semi-
quantitative measurement of antibodies to Antistreptolysin-
O in human serum.
INTRODUCTION
The group A RB-hemoclytic streptococci produce various
toxins that can act as antigens. One of these exotoxins
streptolysin-O, was discovered by Todd in 1932,
A person infected with group A hemolytic streptococci
produces specific antibodies against these exotoxins, one of
which is antistreptolysin-O. The quantity of this antibody in
a patient's serum will establish the degree of infection due
to the hemolytic streptococcal.
The usual procedure for the determination of the
antistreptolysin titer is based on the inhibitory effect that
the patient's serum produces on the hemolytic power of a
pre-titrated and reduced streptolysin-O. However, the
antigen-antibody reaction occurs independently of the
hemolytic activity of streptolysin-O. This property enables
the establishment of a qualitative and quantitative test for
the determination of the antistreptolysin-O by
agglutination of latex particles on slide.
PRINCIPLE
ASO test method is based on an immunologic reaction
between streptococcal exotoxins bound to biclogically inert
latex particles and streptococcal antibodies in the test
sample. Visible agglutination occurs when increased
antibody level is present in the test specimen.
MATERIALS
MATERIALS PROVIDED
e ASO Latex Reagent: Latex particles coated with
streptolysin O, pH, 8,2. Preservative.
* ASO Positive Control (Red cap): Human serum with an
ASO concentration > 200 IU/mL.Preservative.
® ASO Negative Control (Blue cap) Animal serum.
Preservative
* Glass Slide.
e  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
r.p.m.

s Vortex mixer.

* Pippetes 50 pL.

e Glycine Buffer=20x (1000 mmoal/l): add one part to
nineteen parts of distilled water before use.

Packaging contents

AEF ] 8.00,02.0.0100 (1x4ml Latex Reagent, 1x1ml positive
control, 1x1ml negative control)

PRECAUTIONS

»  All reagents contain 0.1 %(w/v) sodium azide as a
preservative.

e Protective clothing should be worn when handling
the reagents.

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

s 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.

* 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 (40pl). Use only the dropper
supplied with latex and hold it perpendicularly
when dispensing.

= Use a 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.

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

e Test materials and samples should be discarded
properly in a hiohazard 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

e Reagents are stable until 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 sedimentation may occur and should be
considered normal.

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

s Always keep vials in vertical position. If the position is
changed, gently mix to dissolve aggregates that may

be present.
e Reagents deterioration: Presence of particles and
turbidity.
SAMPLES
@ 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,

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

e 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 ul) of the sample and one drop of each
Positive and Negative contrels into separate circles on
the slide test.

3. Mix the ASO-latex reagent vigorously 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 qualitative

method.
QUALITY CONTROL

» Positive and Negative Controls should be included in
each test batch.

s Acceptable performance is indicated when a uniform
milky suspension with no agglutination is observed
with the ASO Negative Control and agglutination with
large aggregates is observed with the ASO Positive
Control.

CALCULATIONS
The approximate ASO concentration in the patient
sample is calculated as follows:

200 x ASO Titer = IU/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-guantitative method, is defined as
the highest dilution showing a positive result.
REFERENCE VALUES
Up to 200 IU/mL(adults) and 100 IU/mL (children < 5 years
old). Each laboratory should establish its own reference

range.
PERFORMANCE CHARACTERISTICS
Analytical sensitivity:
200 (£50) 1U/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)
e Lipids (10g/1)
s Rheumatoid factors (300 IU/mL)
s Other substances may interfere.
LIMITATIONS
e Reaction time is critical. If reaction time exceeds 2
minutes, drying of the reaction mixture may cause
false positive result.
* Freezing the ASO latex Reagent will result in
spontaneous agglutination.

e Intensity of agglutination is not necessarily indicative
of relative ASO concentration; therefore, screening
reactions should not be graded.

e False positive results may be obtained.in conditions
such as, rheumatoid arthritis, scarlet fever, tonsilitis,
several streptococcal infections and healthy carriers.

s Early infections and children from 6 months to 2 years
may cause false negative results. A single ASO
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 disease evolution.

s Clinical diagnesis should not be made on findings of a
single test result, but should integrate both clinical
and laboratory data.

REFERENCES

1. Haffejee . Quarterly Journal of Medicine 1992. New
series 84; 305: 641-658.

2. Ahmed Samir et al. Pediatric Annals 1992; 21: 835-

842,

Spaun | et al. Bull Wid Hith Org 1961; 24: 271-279.

4. The association of Clinical Pathologists 1961,
Broadsheet 34.

5. Picard B et al. La Presse Medicale 1983; 23: 2-6.

Klein GC. Applied Microbiology 1971; 21: 999-1001.

7. Young DS. Effects of drugs on clinical laboratory test,
4th ed. AACC Press, 1995.
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Atlas Medical

RF LATEX KIT
For In-Vitro diagnostic and professional use only

MUt
24 Storeat 2-8°C e

INTENDED USE

Atlas RF latex test for the qualitative 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 rheumatoid 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 biologically 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

s RF Latex Reagent: Latex particles coated with human

gamma-globulin, pH, 8,2. Preservative.

s RF Positive Control Serum (Red Cap): Human serum

with a RF concentration > 30 IU/MI. Preservative.

s RF Negative Control Serum (Blue Cap): Animal serum.

Preservative.
e Glass Slide
o Stirring sticks

NOTE: This package insert is also used for individually

packed reagent.
MATERIALS REQUIRED BUT NOT PROVIDED

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

e Vortex mixer.

o Pippetes 50 pL

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

Packaging contents

fryra]

8.00.04.0.0100 (1x4ml Latex Reagent, 1x1ml positive
control, 1x1ml negative control)

PRECAUTIONS

e All reagents contain 0.1 %(w/v) sodium azide as a
preservative.

* Protective clothing should be worn when handling the
reagents.

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

e 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.

o For In Vitro diagnostic use.

o 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.

e Accuracy 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 stirring stick for each
specimen, and glass slides should be thoroughly rinsed
with water and wiped with lint-free tissue after each

use.

e Check reactivity of the reagent using the controls
provided.

e 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.

e Test materials and samples should be discarded
properly in a biohazard container.

REAGENT PREPARATION:

e 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

o Reagents are stable until specified expiry date on
bottle label when stored refrigerated (2-8°C).

¢ Do not freeze.

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

o 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.

e Reagents deterioration: Presence of particles and
turbidity.

SPECIMEN COLLECTION AND STORAGE

e Use fresh serum collected by centrifuging clotted
blood.

o If 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

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

samples.
e 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 uL) of the sample and one drop of each Positive
and Negative controls 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 qualitative method.

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 [lU/mL (Note 1).

The titer, in the semi-quantitative method, is defined as the

highest dilution showing a positive result.
CALCULATIONS

The approximate RF concentration in the patient sample is
calculated as follows:
8 x RF Titer = IlU/mL
INTERFERENCES
NON-INTERFERING SUBSTANCES:
e Hemoglobin (10g/L)
e Bilirubin (20mg/dl)
o Lipids (10g/L)
Other substances may interfere.
QUALITY CONTROL
e Positive and Negative controls are recommended
to monitor the performance of the procedure, as
well as a comparative pattern for a better result
interpretation.
e 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
100%.
DIAGNOSTIC SPECIFICITY
100%.
The diagnostic sensitivity and specificity have been
obtained using 133 samples compared with the same
method of a competitor.
LIMITATIONS
e Reaction time is critical. If reaction time exceeds 2
minutes, drying of the reaction mixture may cause
false positive result.
e Freezing the RF Latex Reagent will result in
spontaneous agglutination.
e Intensity of agglutination is not necessarily
indicative of relative RF concentration; therefore,
screening reactions should not be graded.

e Increased levels of RF may be found in some
diseases other than rheumatoid arthritis such as
infectious  mononucleosis, sarcoidosis, lupus
erythematosus, Sjogren’s syndrome.

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

e The incidence of false positive results is about 3-5
%.  Individuals  suffering  from  infectious
mononucleosis, 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 laboratory 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
rheumatoid 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 Journal of
Medicine; 21:893 — 896.

6. Young DS. Effects of drugs on clinical laboratory
test, 4th ed. AACC Press, 1995.
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ol Zhejiang Orient Gene Biotech Co., LTD

CE-DOC-0OG060
c € Version 1.0

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 2
’J. g o

Name of authorized signatory: Joyce Pang
Position held in the company: Vice-President
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CE-DOC-0G040
c € Version 1.0

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 Ab Rapid Test Strip (Whole blood/Serum/Plasma) GCHP-401a

H. pylori Ab Rapid Test Cassette (Whole blood/Serum/Plasma) | GCHP-402a

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 2
’J. g o

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

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 092305 0001 Rev. 01

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:

EN SO 13485

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?g=cert:Q5 092305 0001 Rev. 01

Report No.: SH2198802
Valid from: 2022-04-11
Valid until: 2024-03-16

C@IL\/

Date, 2022-04-11 Christoph Dicks
Head of Certification/Notified Body

un 7 ®
Page 1 of 2 TOV

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

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 092305 0001 Rev. 01

=)

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

See Scope of Certificate

o)
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TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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e ® 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, Chisiniu 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 on the territory of the Republic of Moldova.

General Managez,

Date:2023/2/21

Mihk: WRTLAE WM T %275 BB e AE R B 3787 &
Add: 3787#, East Yangguang Avenue, Dipu Street Anji 313300, Huzhou, Zhejiang, China
LT Tel:+86-572-5226111 {4 Fax: +86-572-5226222 % P.C.:313300



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

e Constipating bleeding

o 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

e —H0

-»[@m @éj»?@

OO RWN =

Unscrew and
open the
upper cap

S o sE e

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.

INDEX OF SYMBOLS
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® Do not reuse

Tests per kit Authorized Representative

IVD For in vitro diagnostic use only g Use by
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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

Shanghai International Holding Corp. GmbH (Europe)
Add: Eiffestrasse 80, 20537 Hamburg, Germany
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105173, r. Mocksa, yin. ['nasnas, 6-12

- ten. (495) 777-41-92

Za m agat@agat.ru  www.agat.ru

Macsio ummepcnonHoe, THn A (kaaccuueckoe), 100 mu

Cepus 454/16 Jata Beinycka 01.2022 TogpeH no 01.2025

KonuuecTBo pnakoHOB B cepun

20000

Haumenosanue nokasarens Tpeboanus no
I'OCT 13739-78

PesyabTarel ananuza

JKunkocTs ot 6ecBeTHOrO

1. Buemnuii Bua COOTBETCTBYET
J10 CBETJIO-XKENTOrO LIBETA
2. TexHHYeCKME XAPAKTEPHCTHKH
2.1. Bazkocth xuuemaruyeckas (v), npu 20 6 13
°C, M2/c*10-4, He menee
2.2, Kosdpduument nponyckatus (T), npu
TonmuHe cios 1 mm, %
[Py JUTMHE BOJTHBI 035 HM, He MeHee 95 96
npu JuiiHe BoaHb! 440 HM, He MeHee 92 08
2.3. Koadpduument npenomnenus (n), npu ,
. P (. o 1,515 + 0,001 1,515
20 °C
2.4, Cpennsist nucniepeus (nf-nc) |, npu
i (,,C“ BRI g, T 0,0106 +/- 0,0003 0,0107

Jaxkmouenne OKK OO0 «Arar-Meny:

Habop cepun 454/16 tpeboanmsim 'OCT 13739-78 cooTsercTByer.

Hauansnuk OKK OOO «AIAT-ME/I» T'nanyn B.B.

« 01 » ssrBaps 2022 r.

nst ANs. 3nekTporopck Skonab-OkenopT k AokymeHTy PacxogHasiBH Ne 646207 ot 31.01.23 k ToBapy nos. 3



®ENEPASTBHAA C/IY)KBA MO HAL3OPY B COEPE 3[PABOOXPAHEHIIA
(KOC3OPABH/I30P)

HAMEONUNHCKOE N3OEJTNE
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 NPUMEHEHUs MeAULHCKOro nsaenus 1

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

HacTosllLee perueTpaLMoHHOe YA0CTOBEPEHEVIMEET NPUMOXKEHME Ha 2 NINCTAX

L] + 3 1

npukasom Poc3apasHaasopa ot 07 maa 2019-rog,
[0MNyLLeH0 K 06paLLeHnto Ha Tepputopui.Poccn QA

Bpwro pykoBoanTens defepanbHo CAyXobl

Nno HafA3opy B chepe 34paBoOOXpPaHeHUs I[.B. INapxomeHKO
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-TIpoussoacrsennoe Odbeaunenne Mapxkep»
UHH: 7728890217

KIIT: 772801001

OI'PH: 5147746104182

117292. r. Mocksa. yi. Ipodcotosuas, 1. 26/44

rern.: +7 (495) 178-02-08; e-mail: info@npomarker.ru

MHANKATOPB! XHMHHECKHE A5t KOHTPO.S NPOLECca naposoii u BOIYUIHON CTEPHIH3ANNH
TV 20.59.52-001-35927791-2017

IMACTIOPT
03.03.2020

Hnouxamopsl XuMu4ecKue 018 KOHmpoaa npouecca HaPo6oit 1 6030YIIHON CIEPUAUIARUU:
vinoronepevenusiii nuaukarop «XumTecr, 4 KIACC TS KOHTPOIS APAMETPOB BOYIYHIHOT
crepuan3any uis pexuvos: 160 °C /150 mun, 180 °C /60 mum, 200 °C /30 mun;

Maprus Ne 250372

Hara usrorosienus: mapr 2020 1.

[oaen a0: mapr 2025 1.

B vCroHeH|A: JIHCTBE ¢ HHANKATOPAaMH

bod

PesyibTaThl IPHEMOCIATOUHBIX HCMBITAHNH

> NeNe nynkros TV Pesyavrar
HaumeHoBaHWE HCTIBITAHWH 0
(TEXHUHECKHUX HCTTBITAHUH
(npoBepoK) 5 i
TpebosaHui)
IIpoBepka COOTBETCTBUA KOMILIEKTY JOKYMEHTALIMH B e
~ b COOTBETCTBYCT
[Tposepra HCNOAHEH!H, 00UIEro BHELIHETO BH/A, KOHCTPY KLY, 191123
AP S BT T ST R >
GOPMBI, MATEPHATIOB, OCHOBHBIX PA3MEPOB, MACCHI COOTBETCTBYET
[Iposepka yCA0BHH A0CTHKEHHA KOHEUHOTO COCTOAHMA 1.2.4,1.2.5 : :
¥ COOTBETCTBYCT
[Tposepka yC/I0BHit HE JOCTHKECHUA KOHEUHOTO COCTOAHUA 1.2.6 : :
£ COOTBETCTBYET
[TpoBepka KOMILIEKTHOCTH, MAPDKHPOBKH H YTIAKOBKH 1.3, 1.4, 1.5 COOTBETCTBYELT
[enepanpiptii gupexrop 000 «HITO Mapkep» S W.IT. Antonosa
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Cert N 6574/0

SYNTESYS S.AS. DIRINALDOR. & C.

SYNTESYS VIA G. GALILEL10/3

35037 2.1. SELVE DI TEOLO (PD)

TEL. +39 049 9903866 R.A. FAX +39 049 9903867
COD.FISCALE P.IVA NREG IMP. PADOVA 03573950288
E-MAIL INFORSYNTESYS.IT - WEB WWW.SYNTESYS.IT

DICHIARAZIONE DI CONFORMITA®
Conformity declaration

C€

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

produttore/manufacturer

SYNTESYS S.a.s. di Rinaldo R.- & (.

indirizzo/address

Via 6. Galilei. 10/3 35037 Zona Industriale SELVE DI TEOLO (PADOVA) ITALY

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

Mandatario autorizzato/aguthorized mandatary

indirizzo/address

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

Padella per ammalati+ urinali uomo e donna. speculum vaginalia.
tamponcini cotonati. tamponi sterili in provetta. tamponi sterili
con terreno Amies e Stuart in provetta/ Bed pans Urinal’s man and
woman. Vaginal speculum. Cotton swab. Sterile swab in test tubes
Sterile swab with medium Amies or Stuart in test tube

Denominazione/Description

Polipropilene. Polietilene. Legno/ Polypropylene. Polyethylene:

Materiale/Material Wood

£ conforme alle disposizioni della direttiva 93/42/CE e smi. concernente i dispositivi medici
ed al Decreto Legislativo di recepimento con D.lgs. del 240271997 n° 4L/97 e soddisfa a
tutti i requisiti specificati.

Il dispositivo & stato classificato appartenente alla classe I° secondo i criteri stabiliti
in base a quanto previsto dallArt. 9 ed allegato IX dells direttiva sopra citata /It meets
the EC Directive 93/42 about Medical Devicer specifications established by the Italian law n
4L/97, dated Z24th February 1997 The device was classified as belonging to the 15t classs
gccording to the specifications of the established by the art.9. IX enclosure of the above
mentioned directive.

Dichiara inoltre che la documentazione tecnica di supporto alla presente dichiarazione di
conformitd & conservata presso gli uffici dell‘azienda e sara posta alla disposizione di chi
la richiede/ declares that all technical documents attached to this conformity statment are
filed in our company and can be consulted by any authorized body on demand-

Data 07.01.201b
Issued on January 7th 201k

SYNTESYS S.A.S.
Il legale rappresentante

C T

PRODOTTI E STRUMENTAZIONE PER ANALISI DI LABORATORIO - DISPOSABLE LABWARE




1508001 2008
Cert N 6574/0

SYNTESYS S.AS DIRINALDOR. & C
VIA G. GALILEI,10/3
35037 Z.I. SELVE DI TEOLO [PD)
TEL. +39 OM9 9903866 R A. FAX +39 049 9903867

SYNTESYS COD.FISCALE P.IVA NREG.IMP. PADOVA 03573950288
E-MAIL INFORSYNTESYS.IT - WEB WWW.SYNTESYS.IT

DICHIARAZIONE DI CONFORMITA®
Conformity declaration

C€

I1 sottoscritto. Rinalde Ruggero legale rappresentante della ditta:
The undersigned. Rinaldo Ruggero legal representative of the company:

produttore/manufacturer

SYNTESYS S.a.s. di Rinaldo Ruggero & C.

indirizzo/address

Via 6. Galilei. 10/3 35037 Zona Industriale SELVE DI TEOLO (PADOVA) TITALY

0 rappresentante il mandatario autorizzato entro 1la 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:

Denominazione degli Contenitori per urina. contenitori per feci.
articoli contenitori universali. Pipette Pasteur. Piastre di
prodotti/Description of Petri. Anse Sterili per batteriologia. Aste a “L"-
Manufacturer Puntali Eppendorf gialli e blue. cuvette per

spettrofotometro. tazzine per campionamento siero-
bacchette per distacco ed estrazione del coagulo.
pinzette in polistirolo monouso. provette monouso in
plastica- tappi alettati per provette diam. 12 mm e
lkmm. provette con granuli ed acceleratore. provette
sottovuoto per prelievo. Sistema SEDIPLAST.
Microprovette. Portavetrini. Vetrini precoloratia
Portaprovette. supporti per microprovette. bottiglie
per raccolta urine.

Urine container. faeces container. universal
container. Pasteur pipette. Petri dishes. Sterile
loops. Sterile loops open “L". Eppendorf tips yellow
and blue. cuvettes for spectrophotometer: samples
cups.: Rod to detach clot. disposable forcepsi
Disposable plastic tubes., winged stoppers for tubes
diam- 12mm & lbmm. Test tube with granules and clot
activator. vacuum test tube: SEDIPLAST systems

micro test tubes, Slides Nailer "TESTSIMPLETS" slide:
rack for test tubes. rack for micro test tubes.
Bottles for urine collection-

PRODOTTI E STRUMENTAZIONE PER ANALISI DI LABORATORIO - DISPOSABLE LABWARE
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Cert N 6574/0

SYNTESYS S.AS. DIRINALDOR. & C.

VIA G. GALILE|, 10/3

35037 Z.I. SELVE DI TEOLO [PD]

TEL. +39 049 9903866 R.A. FAX +39 O49 99503867

SYNTESYS COD.FISCALE P.IVA NREG.IMP. PADOVA 035739550288
E-MAIL INFORSYNTESYS.IT - WEB WWW.SYNTESYS.IT

Polipropilene. Polistirolo. Polietilene e
Materiale/Material Polimetilmetacrilato

Polypropylene. Polystyrene, Polyethylene and
Polymetilmetacrylate

E conforme alle disposizioni della direttiva 98/79/CE concernente i dispositivi medici
diagnostici in vitro e recepito in Italia con D.L. del 08/09/2000 n° 332 allegato 1
(requisiti essenziali) ed & fabbricato in accordo ai requisiti di cui all'Allegato III della
sopra citata direttiva / It meets the (CE Directive 98/79 CE about in vitro diagnotic device
specifications established by the Italian law n- 332. dated Bt" September Z2000. The device is
made according to the specifications of the III attached of the above-mentioned directive.

Dichiara inoltre che la documentazione tecnica di supporto alla presente dichiarazione di
conformitd & conservata presso gli uffici dell’azienda e sara posta alla disposizione di chi
la richiede/declares that all technical documents attached to this conformity statment are
filed in our company and can be consulted by any authorized body on demand-

Data 07/01/201k
Issued on January 7t" 201k

SYNTESYS S.a-.s.

I1 legale rappresentante

0 Rug o
y >

e
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SYNTESYS S.R.L. uniFErRsSONALE

VIA G. GALILEI, 103 - 35037 Z.I. SELVE DI TEOLO [PD)
TEL. +329 049 9903866 R.A. FAX +35 049 959503867
CF./RPL/ZN.REG.IMP. PADOVA 03573550288

REA PD-320123 - CAR.S0OC. 20.700,00€

E-MAIL INFORSYNTESYS.IT - WEB WWW.SYNTESYS.IT
PEC POSTARPEC.SYNTESYS.IT

SYNTESYS

DICHIARAZIONE DI CONFORMITA’
Conformity declaration

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:

Provetta 12x75 mm 5 ml polipropilene SORWALL s/bordo /

Denominazione/Description Polypropylene cylindrical test tube 12x75 mm 5 ml SORWALL type
without rim

Lotto/Lot 22P2001301 Data di scadenza/Expiry date  05.2032

Codice/Code 318057

Materiale/Material Polistirolo / Polystyrene

Classe di rischio / Risk class Classe A/ Class A

Numero di registrazione unico

el IT-MF-000027856

/ Unique registration 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 Vi1 /

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.
SYNTESYS S.R.L.
Il Legale Rappresentante

Data 21.03.2023 Rinaldo Ruggero

PRODOTTI E STRUMENTAZIONE PER ANALISI DI LABORATORIO — DISPOSABLE LABWARE
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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 +395 049 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

SYNTESYS PEC POSTARPEC.SYNTESYS.IT

DICHIARAZIONE DI CONFORMITA’
Conformity declaration

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 microtubes Eppendorf type conical graduated
with cap vol. 1,5 ml

Lotto/Lot 21184378 Data di scadenza/expiry date 06.2026
Codice/Code 318766

Materiale/Material Polipropilene/ Polypropylene

Confezione/Pack 10.000 pezzi/10.000 pcs.

E conforme alle disposizioni della direttiva 98/79/CE concernente i dispositivi medici diagnostici in vitro e recepito in Italia
con D.L. del 08/09/2000 n° 332 allegato 1 (requisiti essenziali) ed & fabbricato in accordo ai requisiti di cui all’Allegato Il della
sopra citata direttiva / It meets the CE Directive 98/79 CE about in vitro diagnostic device specifications established by the
Italian law n. 332, dated 8" September 2000. The device is made according to the specifications of the Il attached of the
above-mentioned directive.

Dichiara inoltre che la documentazione tecnica di supporto alla presente dichiarazione di conformita & conservata presso gli
uffici dell’azienda e sara posta alla disposizione di chi la richiede/ declares that all technical documents attached to this
conformity statement are filed in our company and can be consulted by any authorized body on demand.

Data 09.09.2021
SYNTESYS S.R.L.

UNIPERSONALE
Il Legale Rappresentante
Rinaldo Ruggero
— 22
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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
SRN IT-MF-000021270
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

Identificazione dei prodotti PROVETTE PST 16X100 MM 10 ML CONICHE CON BORDO

Product identification PS 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 20860 31/01/2027
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

place and date PIOVE DI SACCO, 17/06/2022

firma ROLL S.R.L. - o u
signature Quality Assurance C[ Lo LU C/%Lku}tum
Giovanni Chiarin
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Cert. N.7111/2 Cert. N.6574/2

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

SYNTESYS

DICHIARAZIONE DI CONFORMITA’
Conformity declaration

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 polipropilene senza bordo / Polypropylene cylindrical

Sl SR Sl test tube 13x75 mm 5 ml without rim

Codice/Code 321375

Lotto/Lot 210912 Data di scadenza/Expiry date 09.2026
Materiale/Material Polipropilene / Polypropylene

Confezione/Pack 4000 pezzi/ 4000 pcs.

E conforme alle disposizioni della direttiva 98/79/CE e smi, concernente i dispositivi medici diagnostici in vitro e recepito in
Italia con D.L. del 08/09/2000 n°® 332 allegato 1 (requisiti essenziali) ed ¢ fabbricato in accordo ai requisiti di cui all’Allegato
111 della sopra citata direttiva./ It meets the CE Directive 98/79 CE about in vitro diagnotic device specifications established by
the Italian law n. 332, dated 8" September 2000. The device is made according to the specifications of the 111 attached of the
above-mentioned directive.

Dichiara inoltre che la documentazione tecnica di supporto alla presente dichiarazione di conformita e conservata presso gli

uffici dell’azienda e sara posta alla disposizione di chi la richiede/ declares that all technical documents attached to this
conformity statment are filed in our company and can be consulted by any authorized body on demand.

Data 13.09.2021

SYNTESYS S R.L.

PRODOTTI E STRUMENTAZIONE PER ANALISI DI LABORATORIO - DISPOSABLE LABWARE
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Cert. N.711172 Cert. N.8574/2

SYNTESYS S.R.L. uniFrERSONALE

VIA G. GALILEL, 10/3 - 35037 Z.I. SELVE DI TEOLO (PD]
TEL. *39 045 SS03866 R.A. FAX +39 O4S S95S03867
C.F./RP.L/N.REG.IMP. PADOVA 035739550288

REA PD-320123 - CAR.SOC. £0.700,00¢

E-MAIL INFOBSYNTESYS.IT - WEB WWW.SYNTESYS.IT
PEC POSTARBRPEC.SYNTESYS.IT

SYNTESYS

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, Chisinau 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 28.08.2024

Teolo, 28.08.2023

® N

SYNTESYS S.R.L.
UNIPERSONALE

Via G. Galilei, 10/3 - 35037 Z.I. Selve - Teolo (PD)

CF/PI/R.I. PD: 03573950288 - Cap. Soc. 20.700,00 €
Tel. 049 9903866 - Fax 049 9903867

Rinaldo Ruggero
CEO 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 Brazii 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) — 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

.

incenzo Delacq
Rappresentante Djrezione / Managem nt Representative

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

L’ENTE ITALIANO DI ACCREDITAMENTO !

SGQ N° 004 A CISQ ¢ la Federazione Italiana di Organismi di
Certificazione dei sistemi di gestione aziendale. CISQ
is the Italian Federation of management system
Certification Bodies.

Wwww.cisg.com
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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 Brazii 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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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.

i
Piazza Don EnricoMapelli, 75 — 20099 Sesto San Giovanni (Ml)
www.icim.it ‘ ’SQ
www.cisg.com

CISQ é |a Federazione Italiana di Organismi di
SGQ N° 004 A Certificazione dei sistemi di gestione aziendale. CISQ
is the Italian Federation of management system
Certification Bodies.

0860CM_03_IT


mailto:info@icim.it

	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.
	FIRST ISSUE CURRENT ISSUE EXPIRING DATE
	05/06/2013  05/06/2022 04/06/2025


		2024-01-17T12:40:15+0200
	Moldova
	MoldSign Signature




