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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 :5I
Date: 2023.05.30 11:41:59 EEST 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
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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



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.



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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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



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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/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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G M p— D CERTIFICAT
m— CERTIFICATE OF REGISTRATION

GROUPE LNE
N° 36655 rev.1

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

|SO 13485 2016 DocuSigfnedby:

Début de validité / Effective date October 9th, 2020 (included)
Valable jusqu'au / Expiry date : October 8th, 2023 (included)
Etabli le /Issued on: October 8th, 2020

cofrac
Beéatrice LYS
Technical Director
CERTIFICATION GMED N° 36655-1
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 36655-0

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





DocuSign Envelope ID: E555CF41-ED58-436A-9E80-9AE16BFCED23

GM=D

GROUPE LNE

Addendum au certificat n° 36655 rev. 1 page 1/1
Addendum of the certificate n° 36655 rev. 1
Dossier / File N°P601408

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.

French version:

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

Siége social, responsable de la mise sur le marché

English version:

Headquarter, legal manufacturer

French version:

*khkkkkhkhkhkhkkkhkhhkhkkhhikhkkhhikhkkhrhhkkhhiihhhiihkkikx

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

Conception, fabrication et contrdle final

English version:
Design, manufacture and final

French version:

Contact réglementaire
English version:
Regulatory Administration

control

FAIAAIAIAAARAIAAARAIAARIAIAAdddrAddhdiddhdhiiidxixk

William James House
Cowley Road,
Cambridge, CB OWX
United Kingdom

*hhkhkhkkhhkhkhkhkkhhkhkhkhkhihhkhkiihhkkhiihhkhiiihhiikx

3 sites / 3 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
Sieége 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
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Certificate BE21/819944231.00

The management system of

Coris BioConcept

Science Park CREALYS - Rue Jean Sonet 4A
5032 Gembloux, Belgium

has been assessed and certified as meeting the requirements of

ISO 13485:2016
EN ISO 13485:2016

For the following activities

Design, development, manufacture and distribution of in vitro diagnostic
tests for the detection of pathogens in the diagnosis of respiratory, gastric,
enteric and parasitic diseases, the detection of resistance to antibiotics and

the detection in urine of therapeutics, used for the treatment of these
infectious diseases.

Distribution of instrument for electrochemical detection to be used with
Coris’ kit.

This certificate is valid from 21 August 2021 until 20 August 2024
and remains valid subject to satisfactory surveillance audits.
Issue 3. Certified since 7 April 2021.

Recertification audit due before 20 July 2024.

Multiple certificates have been issued for this scope.

The main certificate is numbered BE21/819944231.00.

This is a multi-site certification.

Additional site details are listed on subsequent pages.
Authorised by

Pieter Weterings
Certification Manager

SGS Belgium NV 005-QMS

SGS House Noorderlaan 87 2030 Antwerp Belgium FNISOIEE 4702149018
£+32 (0)3 545-48-48 432 (0)3 545-48-49 www.5gs.com

Accreditation Number
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This document is issued by the Company subject to its General Conditions of
Certification Services, unless otherwise agreed, accessible at
www.sgs.com/terms_and_conditions.htm. Attention is drawn o the limitations of
liability, indemnification and jurisdictional issues established therein. The
authenticity of this document may be verified at https:/www.sgs.com/en/certified-
clients-and-products/certified-client-directory. Any unauthorized alteration, forgery
or falsification of the content or appearance of this document is unlawful and
offenders may be prosecuted to the fullest extent of the law.



Certificate BE21/819944231.00, continued

Coris BioConcept

ISO 13485:2016
EN ISO 13485:2016

Issue 3

Detailed scope

Design, development, manufacture and distribution of in vitro diagnostic tests
for the detection of pathogens in the diagnosis of respiratory, gastric, enteric
and parasitic diseases, the detection of resistance to antibiotics and the
detection in urine of therapeutics, used for the treatment of these infectious
diseases.

Distribution of instrument for electrochemical detection to be used with Coris’
kit.

Additional facilities

Science Park CREALYS - Rue Jean Sonet 29, 5032 Gembloux, Belgium

Page 2 of 2

Accreditation Number

005-QMS
ENISO/IEC 17021-1:2015




Manufacturer:

RESIST-4 O.K.N.V.

-

\© CORIS
BioConcept

www.corishio.com

IFU- 58R8/EN/02

Coris BioConcept
Science Park CREALYS
Rue Jean Sonet 4A

B — 5032 GEMBLOUX
BELGIUM

Tel.: +32(0)81.719.917
Fax: +32(0)81.719.919
info@caorisbio.com

Produced in BELGIUM

3

In vitro rapid diagnostic test for the detection of OXA-48,
KPC, NDM and VIM carbapenemases in bacterial culture

FOR IN VITRO DIAGNOSTIC USE @
FOR PROFESSIONAL USE ONLY
References: K-15R8, 2x20 cassettes, buffer, 20 tubes and droppers

. INTRODUCTION
Carbapenemase-producing organisms (CPO) and more particularly carbapenem-
resistant Enterobacteriaceae (CRE) represent a major public health concern
worldwide due to their broad spectrum of resistance to antibiotics including, besides
carbapenems, most classes of antimicrobial agents, and thus leaving very few options
for the management of infected patients. Besides CREs, CPOs also include
nonfermenting gram-negative bacilli (NFGNB), such as Pseudomonas aeruginosa
and Acinetobacter baumannii that exhibit resistance not only to beta lactam and other
groups of antibiotics, but also to carbapenems. The rapid spread of CPOs or of the
genes encoding these resistances has led to nosocomial outbreaks and endemic
situations in several countries in Europe and elsewhere worldwide.
Development of new rapid diagnostic tests to track antimicrobial resistance patterns
is considered as one of the priority core action by international experts and health
authorities. NDM and KPC represent two of the most increasing and prevalent
carbapenemases in many countries. On the other hand, class D OXA-48 type
carbapenemases represent the most challenging resistance mechanism to detect for
clinical laboratories. VIM is not only present in Enterobacteriaceae but is also highly
prevalent in non-fermenter bacteria. Rapid identification of those carbapenemases is
of upmost importance to improve both patient therapy and control of the spread of
such antibiotic resistance in hospitals.
Confirmatory phenotypic tests using combination disks with specific inhibitors already
exist for detection of selected types of carbapenemases including class A (KPC) and
class B (VIM, IMP, NDM) carbapenemases; however, these tests are time-consuming
and require an extra additional day following antimicrobial susceptibility testing results.
Moreover, phenotypic colorimetric assays are in some instances not sensitive enough
for the detection of low-activity carbapenemases such as OXA-48. Several molecular
assays based on different formats also allow detection of carbapenemases. These
tests are expensive, time-consuming and can only be performed in dedicated
environment and by skilled personnel, hence limiting their generalized use.

Il PRINCIPLE OF THE TESTS
These tests are ready to use and are based on a membrane technology with colloidal
gold nanoparticles. Our kit is aimed to the detection of carbapenemases from a single
bacterial colony isolate of Enterobacteriaceae or NFGNB growing on agar plate.
Each pouch contains 2 lateral-flow cassettes for the identification of (i) KPC and OXA-
48 and (i) NDM and VIM. These two devices are aimed at the detection of KPC, OXA-
48, NDM and VIM carbapenemases on a single colony of bacterial isolates growing
on agar plate resuspended in the provided buffer.
Identification of KPC and OXA-48. A nitrocellulose membrane is sensitized with:
(1) a monoclonal antibody directed against the KPC carbapenemase (bottom K line)
(2) a monoclonal antibody directed against the OXA-48 carbapenemase (middle O
line)
(3) a control capture reagent (upper C line).
Three different colloidal gold nanoparticles conjugates are dried on a membrane: a
conjugate directed against the KPC carbapenemase, a conjugate directed against the
OXA-48 carbapenemase, and a control conjugate.

Identification of NDM and VIM. A nitrocellulose membrane is sensitized with:

(1) a monoclonal antibody directed against the NDM carbapenemase (bottom N line),
(2) a monoclonal antibody directed against the VIM carbapenemase (middle V line),
(3) a control capture reagent (upper C line).

Three different colloidal gold nanoparticles conjugates are dried on a membrane: a
conjugate directed against the NDM carbapenemase, a conjugate directed against
the VIM carbapenemase, and a control conjugate.

When the provided buffer containing the resuspended bacteria comes into contact
with the strip, the solubilised conjugates migrate with the sample by passive diffusion
and conjugates and sample material come into contact with the immobilized
respective antibodies that are adsorbed onto the nitrocellulose strip. If the sample
contains a KPC, OXA-48, NDM or VIM carbapenemase, the respective complexes
made of the conjugates and either KPC, or OXA-48, or NDM or VIM will remain bound
to their respectives specific lines (KPC, K line; OXA-48, O line; NDM, N line, VIM, V
line). The migration continues by passive diffusion and both conjugates and sample
material come into contact with the (upper) line control reagent that binds a control
conjugate (line C), thereby producing a red line.

The result is visible within 15 minutes in the form of red lines on the strip.

. REAGENTS AND MATERIALS
1. RESIST-4 O.K.N.V. (2x20 cassettes)
20 sealed pouches containing two lateral-flow cassettes and one desiccant.
Each device contains one sensitized strip.
2. LY-A buffer vial (15 mL)
Saline solution buffered to pH 7.5 containing TRIS, NaNs (<0,1%) and a detergent.
3. Instruction for use (1)
4. Semi-rigid disposable collection tubes with droppers (20)

V. SPECIAL PRECAUTIONS

- All operations linked to the use of the test must be performed in accordance with
Good Laboratory Practices (GLP).

- All reagents are for in vitro diagnostic use only.

- Pouch must be opened with care:

- Avoid touching nitrocellulose with your fingers.

- Wear gloves when handling samples.

- Never use reagents from another kit.

- Green lines indicate immunoreagents adsorption sites. Green colour disappears
during the test.

- Reagents’ quality cannot be guaranteed beyond their shelf-life dates or if reagents
are not stored under required conditions as indicated in the insert.

V. WASTE DISPOSAL
- Dispose of gloves, swabs, test tubes and used devices in accordance with GLP.
- Each user is responsible for the management of any waste produced, and must
ensure that it is disposed of in accordance with the applicable legislation.

VI. STORAGE

- An unopened pouch may be kept at between 4 and 30°C and used until the shelf-
life date indicated on the packaging. Once the pouch is opened, run the test
immediately.

- Avoid freezing devices and buffer.

VII. SPECIMEN HANDLING AND COLLECTION

Specimens to be tested should be obtained and handled by standard microbiological
methods.

Make sure that the specimens are not treated with solutions containing formaldehyde
or its derivatives.

Culture media tested and validated with Coris BioConcept RESIT kits are listed on the
website: https://www.corisbio.com/Products/Human-Field/RESIST-4-OKNV.php

VIII. PROCEDURE
PREPARATIONS OF THE TEST:
Allow kit components, in unopened packaging, and specimens (in case the plate
containing colony to be tested was kept at 4°C) to reach room temperature (15-30°C)
before performing a test.
Open the pouch and remove the device. Once opened, run the test immediately.
Indicate the patient's name or specimen number on the device (one device per
sample).
SPECIMEN PREPARATION PROCEDURE:
Performance claims with regard to samples types other than bacterial colonies have
not been established. We recommend the use of fresh bacterial colonies for optimal
test performance.
1. Prepare one semi-rigid tube and add 12 drops of LY-A buffer in the tube.
2. Harvest bacteria by taking one colony with a disposable bacteriological loop
and dip the loop in the bottom of the semi-rigid tube containing the buffer.
3. Stir thoroughly before removing the loop
4. Insert tightly the dropper on the semi-rigid tube.
5. Vortex the preparation to homogenize. The entire bacterial colony must be
suspended into the buffer.
6. Invert the test tube and add slowly 3 drops of diluted sample into the sample
well of each of the two cassettes labeled (i) KPC and OXA-48 and (ii) NDM and
VIM. Alternatively, add 100ul with a micropipette to both cassettes
7. Allow to react for 15 min max and read the result.

12 drops sample |~

P

Positive results may be reported as soon as the test and control lines become visible.
Do not take the appearance of new lines into account after the reaction time is

passed.
The result must be read on still wet strip.

IX. INTERPRETING RESULTS

The results are to be interpreted as follows for each of the two cassettes:

Negative test result: a reddish-purple line appears across the central reading window
at the Control line (C) position. No other band is present.

Positive test result: in addition to a reddish-purple band at the Control line (C), a
visible reddish-purple band appears at one of the Test lines position (OXA-48 or KPC)
on cassette labelled (i) KPC and OXA-48, or at one of the Test lines position (VIM or
NDM) on cassette labelled (i) NDM and VIM. Intensity of the test line may vary
according to the quantity of antigens as well as of the variant type present in the
sample. Any reddish-purple Test line (OXA-48, KPC, NDM and VIM), even weak,
should be considered as a positive result.

If a positive test line appears beside of the O mark, the sample contains OXA-48 or
OXA-48-like variant, beside of K mark, the sample contains KPC, beside of N mark ,
the sample contains NDM and beside of V mark, VIM is present in the sample.
Combinations of positive test lines can occur. In this case the sample contains the
combination of several carbapenemases.

Invalid test result: The absence of a Control line indicates a failure in the test
procedure. Repeat invalid tests with a new test device.

Note: during the drying process, a very faint shadow may appear at the Test line
positions (O, K, N, V). It should not be regarded as a positive result.
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X. PERFORMANCE

A. Detection Limit
The detection limit determined with purified recombinant proteins of OXA-48, KPC,
NDM and VIM have been evaluated at 0.125 ng/ml, 0.625 ng/ml, 0,25 ng/ml and 0.23
ng/ml, respectively.

B. Prospective study (based on RESIST-3 O.K.N. K-SeT Kkit)
The OXA-48 and KPC cassette test was validated by comparison with reference
molecular method (validated multiplex PCR including sequencing) in the National
Reference Laboratory for Multidrug-Resistant Gram Negative Bacilli (Belgium) in a
prospective study performed on 173 non duplicated, consecutive suspected CPE
clinical isolates referred from July to September 2016.

OXA-48 test Molecular method Positive Negative Total
Positive 69 0 69
Negative 0 104 104
Total 69 104 173
95 % Confidence Interval *
Sensitivity: 100 % (95.7 to 100 %)
Specificity: 100 % (97.2 to 100 %)
Positive Predictive value: 100 % (95.7 to 100 %)
Negative predictive value: 100 % (97.2 to 100 %)
Agreement: 100 % (173/173)
KPC test Molecular method Positive Negative Total
Positive 9 0 9
Negative 0 164 164
Total 9 164 173
95 % Confidence Interval !
Sensitivity: 100 % (68.4 to 100 %)
Specificity: 100 % (98.2 to 100 %)
Positive Predictive value: 100 % (68.4 to 100 %)
Negative predictive value: 100 % (98.2 to 100 %)
Agreement: 100 % (173/173)

C. Validation on collection of reference strains
The VIM and NDM cassette test was validated by comparison with reference
molecular method in the National Reference Laboratory for Multidrug-Resistant Gram
Negative Bacilli (Belgium) in a retrospective study.

NDM test Molecular method Positive Negative Total
Positive 24 0 24
Negative 0 95 95
Total 24 95 119
95 % Confidence Interval !
Sensitivity: 100 % (82.8 to 100 %)
Specificity: 100 % (95.2 to 100 %)
Positive Predictive value: 100 % (82.8 to 100 %)
Negative predictive value: 100 % (95.2 to 100 %)
Agreement: 100 % (119/119)

* Newcombe, Robert G. "Two-Sided Confidence Intervals for the Single Proportion:
Comparison of Seven Methods," Statistics in Medicine, 17, 857-872 (1998).

VIM test Molecular method Positive Negative Total
Positive 38 0 38
Negative 1* 80 81

Total 39 80 119

*: the false-negative result is a P. aeruginosa colony harboring VIM-5 and NDM-1
genes. This colony was detected as NDM-positive but VIM-negative. The production
of VIM-5 was not assessed.

95 % Confidence Interval

Sensitivity: 97.4 % (84.9 t0 99.9 %)
Specificity: 100 % (94.3 to 100 %)
Positive Predictive value: 100 % (88.6 to 100 %)
Negative predictive value: 98.8 % (92.4 t0 99.9 %)
Agreement: 99.2 % (118/119)

D. Repeatability and reproducibility
To check intra-batch accuracy (repeatability), the same positive samples and a buffer
solution were processed 15 times on kits of the same production batch in the same
experimental conditions. All observed results were confirmed as expected.
To check inter-batch accuracy (reproducibility), some samples (positive and buffer)
were processed on kits from three different production batches. All results were
confirmed as expected.
XI. LIMITS OF THE KIT
The test is qualitative and cannot predict the quantity of antigens present in the
sample. Clinical presentation and other test results must be taken into consideration
to establish diagnosis.
A positive test does not rule out the possibility that other antibiotic resistance
mechanisms may be present.
XII. TECHNICAL PROBLEMS / COMPLAINTS
If you encounter a technical problem or if performances do not correspond with those
indicated in this package insert:

1. Write the lot number of the kit concerned

2. If possible, keep the sample in the appropriate storage condition during the

complaint management

3. Contact Coris BioConcept (client.care@corisbio.com) or your local distributor
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— EC Declaration of Conformity according to Annex III of the IVDD

This is to certify that following IVD products:

Rota-Strip (C-1001)

Adeno-Strip (C-1002)

40/41 Adeno-Strip (C-1003)

Combi-Strip & Combi K-SeT (C-1004; K-1204; K-1504)
Crypto-Strip (C-1005)

RSV Respi-Strip & RSV K-SeT (C-1006; K-1206; K-1506)
Adeno Respi-Strip & Adeno Respi K-SeT (C-1009; K-1209; K-1509)
Influ A+B K-SeT (K-1212; K-1512)

Giardia-Strip & Giardia K-SeT (C-1013; K-1213; K-1513)
Legionella K-SeT (K-1215; K-1515)

GastroVir-Strip & GastroVir K-SeT (C-1016; K-1216; K-1516)
Crypto/Giardia Duo-Strip (C-1018)

Pylori-Strip & Pylori K-SeT (C-1019; K-1219; K-1519)
C.diff-Strip & Clostridium K-SeT (C-1020; K-1220; K-1520)
Strep-A Respi-Strip (C-1022)

P. aeruginosa mexQ-TesT (C-3806)

Proguanil / Malarone™.-Strip; Proguanil-Strip (C-10T1; C-40T1)
Mefloquine / Lariam™.-Strip; Mefloquine-Strip (C-10T2; C-40T2)
HAT Sero K-SeT (K-12S2; K-15S2)

OXA-48 K-SeT (K-15R1)

KPC K-SeT (K-15R2)

RESIST-3 0.0.K. K-SeT (K-15R4)

RESIST-3 O.K.N. K-SeT (K-15RS)

RESIST-4 O.K.N.V. (K-15RS8)

0XA-23 K-SeT (K-15R7)

RESIST-5 0.0.K.N.V. (K-15R9)

IMP K-SeT (K-15R10)

BL-RED 25 (RED-0001)

Adenovirus Positive Control (C-1082)

RSYV Positive Control (C-1086)

Influenza A Positive Control (C-1090)

Influ A&B Control Test (C-1092)

Giardia Lamblia Control Test (C-1093)

Pylori Positive Control (C-1099)

Strep-A Positive Control (P-1022)

Negative Control (CTR-1000)
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are manufactured and sold by Coris BioConcept
Science Park CREALYS
Rue Jean Sonet 4A - 5032 Gembloux - BELGIUM



These products:
1. Belong to the Class “Others/General” as they are not for self-testing and do not belong to List
A or List B of Annex II of IVDD (98/79 EC).
Comply with all Essential Requirements (Annex I) of the IVDD (98/79 EC)

3. This compliance has been properly documented using a checklist created from Annex I and III
of the IVDD, linked to all supporting Technical Documentation. This documentation included
both product specific and process (Quality System) specific documents.

Have a Quality System in place based ISO 13485
5. This Declaration is issued by Coris BioConcept and has unlimited time validity.

This Declaration of Conformity is signed below, certifying these requirements have been met
and documented.

For Coris BioConcept, made in Gembloux the 2%¢ of October, 2019

"1
T. Leglipteux
CEO QA Manager




o Science Park CREALYS
c O Rl S Rue Jean Sonet 4A
© 5032 - GEMBLOUX - BELGIUM
BioConcept TEL : + 32(0)81.719.917

/. FAX : +32(0)81.719.919
e-mail : info@corisbio.com

http://www.corisbio.com

STATEMENT

We, CORIS BIOCONCEPT having a registered office at SCIENCE PARK CREALYS, Rue
Jean Sonet 4A, 5032 Gembloux, BELGIUM assign SRL Sanmedico, having a registered
office at A. Corobceanu street 7A, apt. 9, Chisindu MD-2012, Moldova, as authorized
representative in correspondence with the conditions of directive 98/79/EC.

We declare that the company mentioned above is authorized to register, notify, renew

or modify the registration of medical devices on the ferritory of the Republic of
Moldova.

Gembloux, December 03", 2021

Rimma DOLOTKAZINA
Sales Director

ORI F TORNCER
S SOET b
" RE-5032 6 ENDLOUX

T.V.A. : 459.020.430 R.C.Namur : 71808 CBC :194-5101271-41
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Cépartnerdql

Certificate number: 2017-1VD/193

Certificate of CE-Notification

This is to certify that, in accordance with the In Vitro Diagnostic Medical Device Directive
98/79/EC, CEpartner4U BV agrees to perform all duties and responsibilities as the
Authorized Representative for

CJSC EKOlab
1 Budennogo Str., Elektrogorsk, Moscow region, 142530, Russia

as stipulated and demanded by the aforementioned Directive. The Dutch Competent
Authorities have accepted the manufacturer’'s medical device registrations by CEpartner4U
as listed on the product list attached to the manufacturer's Declaration of Conformity:

Device group: Rabbit plasma

IVD devices were registered under number:
Registration number Rabbit plasma: NL-CA002-2017-43242

with Dutch Competent Authorities as a consequently this IVD devices were entered in
EUDAMED by Dutch Competent Authorities

The manufacturer has provided CEpartner4U with all necessary documentation, together with
an appropriate Declaration of Conformity that the IVD medical devices fulfil the essential
requirements of Directive 98/79/EC.

2017-12-18

o Rpaninerd4l
Olga Teirlinck Esdoorniaani3
Consultant CEpartner4U BV 3951 DB Maarn NL

tel: +31 (0)343 442 524
www.cepartner4u.nl

AUTHORIZED REPRESENTATIVE AND CONSULTING SERVICE FOR CE MARKING CEPARTNER4U BV,
ESDOORNLAAN 13, 3951DB MAARN. THE NETHERLANDS. @&:+31-(0)343.442.524; CELL PHONE: +31-(0)6.516.536.26;
FAX: +31-(0)343.442.162; E-MAIL: OFFICE@CEPARTNER4U.COM; WEBSITE: WWW.CEPARTNER4U.COM
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_‘%’ﬁ’ E_{(Oi&b Declaration of Conformity Page: 1 of 2

DECLARATION OF CONFORMITY

1)  Manufacturer (Name, department): CJSC EKOlab

Address: 1 Budennogo Str., Elektrogorsk, Moscow region, 142530, Russia

2) European authorized representative: CEpartner4U BV,

Address: ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS;
(on product labels printed as:
CEpartner4U | ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS. www_cepartner4u.com)

3) Product(s) (name, type or model/batch number, etc.).

|- Rabbit plasn_wa

4) The product(s) described above is in conformity with:

F Title Document No. |
‘ In vitro Diagnostic Medical Devices 98/79/EC |
Directive

5) Additional information (conformity procedure, Notified Body, CE certificate, etc.).

Conformity assessment procedure for CE marking: /n vitro Diagnostic Medical Device
Directive, Annex il

Registration nr. : pending

fIi'

b
Elektrogorsk, Russia; 2017-11-03 D R v ll : :
VY. Borisov, General Director, CJSC EKOlab
(Place & date of issue (yyyy-mm-dd)) (name; function aa&%f'gna}ure of manufacturer)

Declaration form: Standard ISO/IEC 17050-1:2010
vs. 2017-1ll
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Page: 2 of 2

Appendix

Date: 2017-11-08

List of devices.

Type/ ]
Device name model/ref Risk class /

number compliance
Rabbit plasma Low risk 15011290/0 2017-11-08

Code: First date of

e EMDS/GMDN CE-

! See EDMS codes: http://www.edma-ivd.be/ (products classification)/Preference GMDN code

Declaration form: Standard ISO/IEC 17050-1:2010
vs. 2017-lll




3A0 «3K0na6»142530 Mockosekasi 0641, I.IIEKTpOropek, yi.byaeuuoro, a.l

e-mail: sekretar@ekolab.ru, Caiit : www.ekolab.ru

Ten:,(49643) 3-1374, 3-2311, dhaxe (49643) 3-3143

e — mastan:

PR ——at— e

WHH: 5035025076, KIII: 503501001

Bank noayuarens: IIAO Coep6ank Poccun r. Mocksa
B Opexoso-3yesckom OCB Ne 1556/063

p/c 40702810040310124002

k/c 30101810400000000225

BHK 044525225

17.06.2020

ABTOPU3ALIVS JIUCTPUBBIOTOPA

3akphITOE aKLHOHEPHOE OOIIECTBO «IKOnad» (Poccms, 142530, Mockosckas 061,
T.DIeKTpOropek, yi.byaeHHoro, A.1) HacTOSIIHM MOITBEPIIACM , 1TO »SANMEDICO”SRL
(yn. KopoGusuy 7A, xB. 9, T Kunmués, Pecnybnuxka Monnopa) sBISETCA HALHM
SKCKJIEO3UBHBIM JUCTPUOBIOTOPOM M IIPEACTABUTEIIEM B Pecrybnuke MomnoBa H OCYIIECTBIAET
yaacTue ¢ npoxykieii 3A0 «OKOnab» B mponeaypax rocynapeTBeHHbIX 3aKyTIOK TOBapoB Ha
teppuTopun PecryGmuxi Mormosa, OT CBOSTO HMEHHM BEACT NEPETOBOPHL IIPEeNCTaBIsET
KOMMEpPUECKHE PE/INOKEHI, 3aKTF0YaeT COOTBETCTBYIOMINE OTOBOPDI, & TAKNKE OCYILIECTBISET
[OCTABKH YKA3aHHOM IPOJAYKIKH HA TEPPHTOPHH Pecnybnukn Monjaosa.

[TonHOMOYHMS IO HACTOALIEMY aBTOPH3aIHOHHOMY IMHCHMY HE MOTYT OBITH IepeIaHEl
JPYTHM JIHIIAM.

HacTosiLee MHCHMO JEHCTBUTENBHO ¢ MOMEHTA IIO/MHCaHus 1 0 31 nexabdpsa 2022r.

[enepanbHEBI JUPEKTOP Bopucoe B.IO.




) EKOlab

HNHcTpykuus mo npuMe He HUIO
«Il1azma KpoM4bsi HUTPATHASI CyXas

c € VD REF 5201 STERILE W

100

u 3A0 «9KOnab N - CEpartner4U B.V.,
yi. bynennoro, 1.1 ESDOORNLAAN 13,
I. DJIEKTPOTOpPCK, 3951 DB MAARN,
MockoBckast 001., THE NETHERLANDS
Poccus
142530
Kat Ne 52.01

IlnazMa KpoIMY b HUTPATHAS CyXas

(n1A peaknMM MJIa3MOKOATYJIS IIHH)

Hasznayenue

Ilna3ma KpoJMYbs HUTPATHAsI cyXasl MCIOJB3YIOTCS Ul KAYeCTBEHHOTO ONPEIEICHUS
HaTOTeHHOCTH CTA(UIIOKOKKOB C MTOMOIIBIO C IOMOIIBIO PEAKIMH IJIa3MOKOATYIISIIUHU B
npoOupke

KPATKHI OB30P U OIIUCAHUE

Wnentudukanuss  cTaQuIOKOKKOB  OCHOBaHA HAa  MHKPOCKOIIMYECKOM  HCCIICOBAaHUU,
MOp(hOJIOTMH  KOJIOHUH, a TakKe XapaKTepUCTHUKaX KyJIbTypl U  OMOXMMHYECKHUX
xapakreprcTrukax. CTadrIOKOKKH, CBsi3aHHBIE ¢ ocTpoil nHdekuuei (Staphylococcus aureus —
y mopaeit; S. intermedius u S. hyiCUS — y >XMBOTHBIX) CIIOCOOHBI BBI3BIBATh CBEPTHIBAHHE
miaa3Mbl. Hambosiee MMPOKO HCMONMB3yeMbId W OOMIENPUHATHIA KPUTEPUH HIACHTH(PUKAITUT
JMAHHBIX MMAaTOTEHHBIX MHKPOOPTaHW3MOB OCHOBAaH Ha MPUCYTCTBUH (EPMEHTa KOArynaas3bl.
CrocoOHocTh MHKpoopranu3moB Staphylococcus BeipaOaTeiBaTh Koarynasy Obliia BIIEpPBBIC
otkpeiTa JIE6oMm (Loeb) B 1903 r.

Koarynaza cBsi3piBaeT (GMOpPUHOTEH TIa3Mbl, BBI3BIBASI AITIIOTHHAIIUIO MHUKPOOPTAaHU3MOB HIIH
CBepThIBaHUE IIa3Mbl. Bo3MokHO oOpa3oBaHue JBYX BHJIOB Koaryiasbl: CBOOOAHAs U
cBszaHHas. CBoOoaHas Koarymaza — O3TO BHEKICTOYHBIM ¢epMeHT, o0Opa3yemblii Mpu
KYJIbTUBUPOBAHUM MHKpoopraHusma B OynboHe. CBs3aHHasl Koaryjasa, U3BECTHas TaKKe Kak
(dakTop CIMMaHMs, OCTACTCS MPUKPEINICHHOW K KIETOYHOM CTEeHKE MHUKpoopraHusMma. TecT B
npoOupke MO3BOJSIET OOHAPYXKHUTh NMPUCYTCTBHUE KaK CBS3aHHOMW, TaK U CBOOOJHON Koaryiasbl.
KyneTypbl, He BbIpabaThiBatonme (akTop CIWMAaHUs, TODKHBI OBITH MPOTECTUPOBAHBI HA
CrocoOHOCTh BhIpA0aThIBaTh BHEKIETOUHYIO (CBOOOIHYIO) KOarysasy.

[Inasma Kponuubs MUTpaTHas JUIS pEaKuy MJIa3MOKOATyJISALMM  PEKOMEHAYeTCs s
BBITIOJTHEHUSI TIPAMOTO TecTa B npoOupke. IloceB, HConb3yeMblil Uil TECTUPOBAHMS, JOJKEH
ObITh YHUCTBIM, IIOCKOJBbKY IPUMECH MOTYT TPUBECTH K JIOKHBIM pe3yiabTaTaM I[oclie
MPOJIOJIKUTENIbHON NHKYOAIUH.

MNPUHLUUIIBI METOJAUKHA
Meron ocHOBaH Ha o0Opa3oBaHMM (Koarynsiuu) (uOpHHOBOrO cryctka u3 (uOpuHOreHa

UTPATHOM IJIa3MBbl IO IeHCTBUEM (pepMEHTa MJIa3MOKOAaryia3bl MaTOTEHHBIX CTA(PHIOKOKKOB.

Bepcusn 1 ot 23.08.2008
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HNHcTpykuus mo npuMe He HUIO
«Il1azma KpoM4bsi HUTPATHASI CyXas

Tect B mpoOHpKe BBHIMOJNHSETCS IMYyTeM J00aBJICHHS CYTOYHON KyJIbTYpbl B MPOOHPKY C
UTPATHOU TIa3MoM, pa3BeneHHon 0,9% pactBopoM HaTpus ximopuaa 15 ¢ mepeMenmBaHuEM.
[Mpobupka uHkyoupyercs npu temmneparype 37 °C. @opMUpOBaHUE CTYCTKA IIa3MbI YKa3bIBAET
Ha BBIPaOOTKY KOarymasbl.

PEAT'EHTBI

Inasma Kposmubsl UTpaTHAs Cyxast

— 9T0 TMO(DUIM3UPOBAHHAS KPOJIHUYbS IJIa3Ma, CTePUIIbHAS, coaepKaias 5% BOMHBINA pacTBOp
HUTpaTa HaTpUsl B COOTHOIIEHUH S:1.

MNPEAYIIPEXXAEHUA W MEPHI IIPEJOCTOPOXHOCTH

Jlist imarHoCcTHKH N Vitro.

[TpoyKT conepX UT TUO(GUIBHO BBICYLICHHBIE KOMIIOHEHTHI KDOBH.

[Tpu BBINOJIHEHUHU JIOOBIX MpPOLEAYp COOII0AaiiTe MpaBUla ACENTUKU U YCTAaHOBJIEHHBIE MEphI
Oouonornueckoi  Oe3omacHoctu. Ilocine wucmonb3oBaHus — oOe33apaxkuBaiTe  00paslbl,
KOHTEIHEpbI, CTEeKIIa, TPOOUPKH U Ipyrue 3arps3HEHHBIC MaTepuaibl B aBTOKIABE.

HCO6XOI[I/IMO THIATCJIBbHO BBIMMOJHATD YKa3aHUA 110 IPUMCEHCHUIO

XPAHEHHUE
XpaHUTe HEBCKPBITHIC YITAKOBKH C JUOMMIM3UPOBAHHON IJIA3MOW KPOIMYBEH HMHUTPATHOU IS
peakuy NIa3MOKOAryJiiiuu Ipu Temieparype ot 2 jo 8 °C.

Passenennyro 0,9% pactBopoM Hatpus xjopuja IUIa3My XpaHuTe npu temmneparype 2 1o 8 °C
He Oonee 2 pgHel 1mOO OTOEpPHTE AIMKBOTHI, HEMEIJICHHO 3aMOPO3bT€ W XpaHUTE TIpU
temmneparype -20 °C ne 6onee 30 nueit. Pasmopo3ka 1 moBTOpHAs 3aMOpPO3Ka HE JOMYCKAIOTCSI.
VKa3aHHBIM CpPOK XpaHEHMsS JEHUCTBUTENEH TOJBKO JUISl IPOAYKTa, XpaHSAIIErocs B
3are4yaTaHHOM KOHTEiHepe Mpu COONIOIEHUH YCIIOBUM XpaHeHus. He ucrnomnb3yiiTe NpoaykT B
cllydae ero 3aTBep/eBaHUs, 0OCCIBEUMBAHMS MM IPYrUX MPHU3HAKOB pazioxeHus. [IpoBepbre
BOCCTQHOBJICHHBIE DPEArcHThl Ha HaJIM4Yue€ NPU3HAKOB 3arpsi3HEHMs, MCIIAPEHMs] WIM APYruX
IPU3HAKOB Pa3JI0KEHUs1, HAIIpPUMEpP IOMYTHEHU S MJIM YaCTUYHOTO CBEPTHIBAHUS.

CBOP U TIPUT'OTOBJIEHUE OBPALIOB

OOpa3ubl cienyer coOupaTh B CTEpUIIbHBIE KOHTEHHEPHl WU C TOMOUIBIO CTEPUIIBHOTO
TaMIIOHA ¥ HEMEIUICHHO NepelaBaTh B JIA0OPAaTOPUIO B COOTBETCTBHU C TPEOOBAHMIM H
pEKOMEHJAIUSIMU  MPUMEHUMBIM  MECTHBIM,  PETHOHANBHBIM  W/WH  QeaepaibHbIM
3aKOHOJIATEIILCTBOM.

OOpabarpiBaiiTe Kaxaplii oOpasell B COOTBETCTBHM C METOAMKAMU KOHTPOJS Ka4yecTBa,
IPUHATBIMU B J1JAOOPATOPUU

B peakium wucnonp3yercss CyrodHas OylnbOHHAs WM arapoBasi KylbTypa CTa(HIOKOKKA.
OnucanHas 1ajgee METOIMKA TPeOyeT UCIOIb30BaHUS YUCTON KYJAbTYPHI.

Hcnonp3yiiTe M30IMpPOBAaHHBIC KOJOHMM W3 YHUCTOM CYTOYHOW arapoBOW WJIM OyJIbOHHOH
KYJIBTYpBI, BhIpameHHoi mpu 35-37 °C u ucciieqoBaHHON MOPQOJIIOTHYeCKA (HAa THIUYHOCTD

Bepcusn 1 ot 23.08.2008
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HNHcTpykuus mo npuMe He HUIO
«Il1azma KpoM4bsi HUTPATHASI CyXas

MOp(hOJIOTMH KOJIOHUW) M MHKPOCKOMHUYECKH (B OKpamleHHOM 1o ['pamy mnpemapare-maske
JOJDKHBI HAOTIOaThCsI TPAMITOJIOKUTEIIBHBIEC KOKKH ).

METOJIMKA

IMocTaBasiemble MmaTepuaJbl. [L1a3ma Kpoauubs HUTPATHASA cyxasi

Heo0xogumble, HO HemocTapJsieMble MaTepuaibl: bakrepuosornyeckas nemis Jyis MOCeBa,
NUINETKU, NpoOupku crepuiabHbie(10 X 75 mm),, crepunbHbiil 0,9% pacTBOp HaTpus XJI0pUJa,
npobupku ¢ KynpTypamu Maibie (10 X 75 mm), BomsHas OGanst mumm tepmoctar (37 °C),
NUATATENbHAS CPpella sl KyJIbTUBUPOBAHUS MUKPOOPTaHNU3MOB.

Bepcusn 1 ot 23.08.2008



) EKOlab

HNHcTpykuus mo npuMe He HUIO
«Il1azma KpoM4bsi HUTPATHASI CyXas

ITpuroroBjieHUe peareHra

PacTBopuTe B acenTHYECKUX YCIOBHUSX IJIa3My KPOJIMYBIO IHUTPATHYIO B 5 MII CTEPHIBHOTO
0,9% pactBOopa Harpus XIOpHIa, YTO COOTBETCTBYeT pa3BeaeHuto 1:5. TmarensHO
repeMeranTe.

O6BeM pearcHTa Crepumsnsrit 0,9% pactBop [Npubmm3uTensHOE KOIMYIECTBO
HATPHSA XIOpHIa TECTOB
1 mn 5wMn 10

METOJIUKA TECTUPOBAHUS

1.C moMOIBI0 CTEPHIIBHOM MHUIIETKH eMKOCThIo 1 mi mobaBbTe 0,5 MIT TUTa3Mbl KPOJIHYBEH
LHUTPATHOM AJIS peakuMH MIa3MOKOATYIISAIMHU, pa3BEACHHON B CTEpUIIBHYIO TpoOHupKy 10 X 75
MM, YCTAaHOBJICHHYIO B ILTaTHB.

2.C moMoIpI0 cepojIorMuecKod MUIETKH eMKOCThI0 1 M no6aBbTe mpubausutensHo 0,05 miu
CYTOUHOI OylnbOHHOW KyJIbTYphl TECTHPYEMOTO MHKPOOpPraHM3Ma B MPOOHPKY C IJIa3MOM.
MoXHO TakkKke C TOMOLBI CTEPHJIBHOM  OaKTepHOJOrMYEecKOM MEeTaM  TIIATENBHO
SMyAbIUpoBaTh 2 - 4 kxosoHuUH (1 TOJNHYIO METNII0) W3 Yallkd C MHUTATeIbHBIM arapoM B
pOOHUPKE C IIIa3MOM.

3. AKKypaTHO IepeMelIaiTe.

4 axyoupyiite nipu temreparype 37 °C B TeueHue 24 4acos.

S.Ilepuonuueckn ocMaTpuBaiiTe NTpoOMpKU, cCJerka HakiIoHss wuX. He Ttpsacutre u He
B30aNThIBaiiTe MPOOMPKU. DTO MOXKET BBI3BATh pa3pylleHHE CIrycTKa M TPUBECTH K
COMHUTEJIBHBIM HJIM JIO)KHBIM OTPULIATENIbHBIM pe3yabTatam TecTa. CBepTbIBaHUE OO0
CTETIeHHU, Tpom3omenee 3a 4 dYaca, CUUTACTCSA IOJOXKHUTEIBHBIM pe3yJabTaToM. MHOTHE
mTaMMBbl, c1a0o BbIpabaThiBaronme (EepMEHTHI, BBI30BYT KOATyNAIUIO IJIa3Mbl TOJBKO Yepe3
24 4 yukyOanuu. OKoHYaTeNbHbIHN y4eT pe3yabTaToOB MPOBOAUTCA yepe3 24 yaca,

6.3anmummTe pe3yabTaThI.

KOHTPOJIb KAYECTBA

Bo Bpemsi ucnonb3oBaHUs NpoBepbTe 3(PPEKTUBHOCTH IIa3Mbl KPOJIUYBbEH ITUTPATHOW IS
peaKkuuy IJIa3MOKOArylIslliHd, METOAUKY M METOJOJOTHI0O C IOMOIIBIO IOJIOKUTEIBHON U
OTPHIIATEIIbHON KOHTPOJBHBIX KyJIbTYp. Jlamee mpuBeneH MHUHHMMAJIBHBIA CIHUCOK KYJBTYD,
KOTOpBIE HEOOXOAUMO HCIIOJIb30BATh ISl TPOBEPKH d(PPEKTUBHOCTH.

MuKpooOpraHusMblI ATCC Peakuus
Staphylococcus aureus 6538 CrycTok B mpoOupke
Staphylococcus epidermidis 14990 OTcyTcTBHE CTYCTKA B ITPOOUpPKE

Cnenyiite TpeGOBaHMSIM KOHTPOJSI KauecTBa B COOTBETCTBHMU C IPUMEHUMBIM MECTHBIM,
pErMOHANBHBIM W/UIM  (eiepaibHbIM 3aKOHOJATEIbCTBOM, TPEOOBAHMSAMM aKKpEAUTALlUU U
METOAMKAMHU KOHTPOJIS KAUeCTBA, IPUHATHIMH B 1a00OpaToOpuu.

PE3YJIbTATBI
JIroboe cBepThIBaHHME IJIa3Mbl KPOJUYbEH IUTPATHOM CYUTACTCH I1OJIOKUTEIBHBIM
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pe3ynbTaTtoM Tecta. [lpu MHTepmperannu peakuuii MOKHO PYKOBOJICTBOBATHCS CIEIYIOLUMU
YKa3aHUSIMU :

OTpunaTenbHbIi OTtcyrcTBHE IPU3HAKOB CBEPTHIBAHUS IIJ1a3Mbl

[HonmoxurenbHbIi 1+ HeOonbime HecBsS3aHHBIE CTYCTKU

[TonoxxutenbHbIN 2+ Hebomnpmoi crycrox

[omoxxuTenbHbIN 3+ Bonpmoit cryctok

ITonoxxurenbHblN 4+ Bce conepxumoe npoOHpKu CBOPaYMBACTCS M HE BBITEKAET MPU

IIPH [IepEeBOPAYNBAHUU TPOOUPKI

OI'PAHUYEHUSA NTPUMEHEHUSA METOAUKU

1.HexoTopbie BUABI MHUKPOOPTaHU3MOB HCIOJB3YIOT IUTPAThl B CBOEM MeTaboJM3Me U JAIoT
JIOKHBIE TOJIOKUTENbHBIE pPEaKUM Ha aKTUBHOCTh Koaryhaa3dbl. OOBIYHO 3TO HE BBI3BIBAET
npoOseM, MOCKOJIbBKY TECT Ha KOaryilasy BBINOJHSAETCS MPAKTUYECKH HCKIYUTENBHO IS
cTaunokokkoB. OJHAKO BO3MOXKHO, YTO OAKT€pHH, MCIIOJIB3YIOIME LIUTPAT, MOTYT SBISATHCA
npuMecsMH B KylbTypax Staphylococcus, mist KOTOphIX BBIIOJIHSETCS TECT Ha Koaryiasy. DTH
3apaXCHHBbIE KYJIbTYPhl TPH  NPOAODKUTENPHOW  HMHKYOAIMM  MOTYT JaTh  JIOXKHBIC
TOJIOKUTEBHBIE PE3YIIBTATHI U3-3a UCIIONIB30BAHMS [IUTPATa,* MOITOMY B PEakiuu HEOOXOAUMO
MCII0JIB30BATh TOJBKO YHCTYIO KYIBTYPY

2. Hekortopskie mramMMbl S. aureus BeIpabaThIBAIOT CTaUIOKHHA3Y, KOTOPask MOXKET JIN3UPOBAThH
cryctku. Ecnm pesynpTartel ans mpoOupok He Oyayr 3aduikcupoBaHbl B TeueHue 24 9
MHKYOAI[MH, BO3MOKHO MPOSIBJIEHHUE JIOKHBIX OTPUIIATENBHBIX PE3Y/ILTATOB. !

3. He ucnone3yiite miaasMy, €ciiv repe/; TOCTAHOBKOM Peakiuu B HEH 00pa3oBalics OCAIOK HIIH

CTYCTOK.
HAJIMYUE

Ne mo karasnory Onucanue

52.01 Ilna3ma kposanubsa nuTpatHas cyxas 10x1

Ha0op paccuntan Ha uccienoBanue 100 o6pa3uoB, BKI0OYAsi KOHTPOJIbHbIE

CITPABOYHBIE MATEPHUAJIbBI

1. O6 yHuuKaIuyu MUKPOOHOJIOTHYECKUX (OaKTEpHUOJOTHYECKIX) METOOB UCCIICTOBAHUS,
MPUMEHSEMBIX B KITHHUKO- TUATHOCTHYECKUX JIA00OPATOPHSIX JICUeOHO-TTPODUITIAKTHISCKUX
yapexnaennil. «Ipuka3 Munucrepcrsa 3apasooxpaneHuss CCCP, Ne 535 ot 22 anpens 1985 T,
Mockaa.

2. J. Vandepitte, K. Engbaek, P Piot, C.C. Heuck. 1991. Basic laboratory procedures in clinical
bacteriology. World Health Organization, Geneva

3. Kloos, W. E., and T. L. Bannerman. 1999. Staphylococcus and Micrococcus, p. 264-282. In
P.R. Murray, P.R., E.J. Baron, M.A. Pfaller, F.C. Tenover and R.H. Yolken, Manual of clinical
microbiology, 7th ed. American Society for Microbiology, Washington, D.C.

4. Loeb, L. 1903. The influence of certain bacteria on the coagulation of the blood. J. Med. Res.
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10:407-4109.

5. Bayliss, B.G. and E.R. Hall 1965. Plasma coagulation by organisms other than
Staphylococcus aureus. J. Bacteriol. 89:101-104.

6. Pezzlo, M. (ed.). 1994. Aerobic bacteriology, p. 1.0.0.-1.20.47. In H. D. Isenberg (ed.),

Clinical microbiology procedures handbook, vol. 1. American Society for Microbiology,
Washington, D.C.

7. Association of Official Analytical Chemists. 2000. Official methods of analysis of

AOAC International, 17th ed. AOAC International, Arlington, VA.

[To Bompocam, KacarommMCs KadecTBa Ipemapara, ClieayeT oOpam@arbes mo aapecy Poccus,
142530 MockoBckas 001, T. Dnekrporopck, yin bymennoro , a.1, 3A0 «OKOmab6m,
Ten.(49643)3-23-11, daxc (49643) 3-30-93-otaen cobita, (49643)3-37-30 - OBTK

c € CE marking of conformity

Manufacturer / Npoussogutens

Authorized representative in the European Community/
ABTOpM30BaHHbIN NpeacTaBuTens B EBponelickom Cotose
Use by / Ucnonb3oBatb go

YYYY-MM (MM = end of month)

rrr-mMM (MM = koHel mecsua)

REP

T E

Catalog number / Homep no katanory

REF

SN Serial number/Homep cepun

WD In vitro Diagnostic Medical Device / MeguuuHckuin npmbop
AN AnarHocTUKM in vitro

Sterile /CtepunbHo

jﬂ/a“c Temperature limitation / OrpaHudeHne Temnepatypbl

Contains sufficient for <n> tests/ [loctatouHo Ans
nposegeHus 100-TecToB
100

Consult Instructions for Use / CM. MHCTPYKUMIO MO
NPUMEHEHMI0
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