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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 TÜV SÜD 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 TÜV SÜD Group have to be 
complied with. For details and certificate validity see: www.tuvsud.com/ps-cert?q=cert:V1 104507 
0003 Rev. 06 

Report no.: SH22743EXT01

Valid from: 2022-05-04
Valid until: 2025-05-26

Date, 2022-05-04

Christoph Dicks
Head of Certification/Notified Body

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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Model(s): On Call Plus Blood Glucose Monitoring System,
On Call Plus Blood Glucose Test Strips,
On Call EZ II 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 (OGS-121)
On Call Plus II Blood Glucose Monitoring System (OGM-
171),
On Call Plus II 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 (OGS-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 (OGS-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 
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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 (OGS-191),
On Call Plus GM Blood Glucose Monitoring System,
On Call Plus GM Blood Glucose Test Strips,
Go-Keto Urinalysis Reagent Strips

Facility(ies): 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

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

Certification Mark:

 
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 TÜV SÜD 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 TÜV SÜD 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

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

http://www.tuvsud.com/ps-cert?q=cert:Q5%20104507%200001%20Rev.%2003%C2%A0
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Applied Standard(s): EN ISO 13485:2016 
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.

.



 

 
 

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 U121-101 

Insight® U120 Smart Urine Analyzer U117-105, U117-115 

Insight® U120 Smart Urine Analyzer Data Transfer Kit U127-135 

Insight® Barcode Reader U221-115 

Insight® Printer Paper Rolls U121-105 

Urispin U120 Smart Urine Analyzer 5004003 

 
of class A according to Rule 5(b) of Annex VIII 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 
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® 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 III  

(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. 
 

 

 

khe
Stamp



 

 
 

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® U500 Urine Analyzer U211-101, U211-111 

Mission® U500 Data Transfer Kit U221-131 

Mission® Urine Analyzer Barcode Reader U221-111 

Mission® Printer Paper Rolls  U121-101 

 
of class A according to Rule 5(b) of Annex VIII 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: 68260799999900424B 
 
Intended Purpose of device: The U500 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: 
Glucose, Bilirubin, Ketone (Acetoacetic acid), Specific Gravity, Blood, pH, Protein, Urobilinogen, 
Leukocytes, Ascorbic Acid, Albumin, Creatinine, and Calcium, as well as the qualitative detection of 
Nitrite. The instrument is intended for professional, in vitro diagnostic use only. 
 

 
Signed this 20 day of May, 2022 
in San Diego, CA USA   
 



 

 
 

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

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: 
 

Device Name REF Number 

On Call® Plus Blood Glucose 
Monitoring System 

G113-111 

On Call® Plus Blood Glucose Meter G113-211, G113-214 

On Call® Plus Blood Glucose Test 
Strips 

G133-111, G133-112, G133-
114, G133-115, G133-117, 

G133-118, G133-119, G133-
211 

On Call® Plus Glucose Control 
Solution 

G123-311 

 
 

classified for Annex II List B of 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 declaration according to Annex IV of the Directive  
is based on approval by the notified body  

TÜV SÜD Product Service GmbH,  
Ridlerstraße 65, 

80339 MÜNCHEN, Germany,  
notified under No. 0123 to the EC Commission 

 
This declaration is valid until expiration of EC Certificate 

No. V1 104507 0003 Rev. 06 
Expiration Date: 2025-05-26 

 
Authorized Representative: 

Medical Device Safety Service GmbH 
Schiffgraben 41 

30175 Hannover, Germany 

 
 
 
 



 

 
 

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

 
Signed this 25 day of May, 2022 
in San Diego, CA USA   

 
Qiyi Xie, MD, MPH 

Senior Staff, Regulatory Affairs & Clinical Affairs 
   ACON Laboratories, Inc. 
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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 medical 

device: 

 
Mission® Lancets (C121-3041) 
On Call® Lancets (G124-10A) 
Insight® Lancets (C121-3045) 

Swiss Point of Care Lancets (G124-90AA) 
 

 
of class IIA according to Annex IX rule 6 of the directive 93/42/EEC, 

 
meets all the provisions of the directive 93/42/EEC as amended by directive 

2007/47/EC concerning medical devices which apply to it. 
 

This declaration is according to Annex II of the Directive and thus is based on 
approval by the notified body  

TÜV SÜD Product Service GmbH,  
Ridlerstraße 65, 

80339 MÜNCHEN, Germany,  
notified under No. 0123 to the EC Commission. 

 
This declaration is valid until expiration of EC Certificate  

No. G1 104507 0002 Rev. 01 
Expiration Date: 2023-09-06 

 
Authorized Representative: 

Medical Device Safety Service GmbH 
Schiffgraben 41 

30175 Hannover, Germany 

 
Signed this 17 day of August, 2021   
in San Diego, CA USA   
 
 
 
 

 Qiyi Xie, MD, MPH 
Senior Staff, Regulatory Affairs & Clinical Affairs 

ACON Laboratories, Inc. 
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 Declaration of Conformity 
 

We, the manufacturer, under compliance to Article 19 of EU MDR 2017/745, 
declare under our sole responsibility that the medical device: 

 
Mission® Lancing Device (C121-3051) 
Insight® Lancing Device (C121-3055) 
On Call® Lancing Device (G124-11A) 

On Call® GenTouch Lancing Device (G124-17A) 
Swiss Point of Care Lancing Device (G124-91AA) 

GIMA Lancing Device (G124-91AC) 
Go-Keto Lancing Device (G124-97AA) 

 
of class I according to Rule 13 of Annex VIII of regulation (EU) 2017/745, 

 
is in conformity with EU MDR 2017/745.  

 
 

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: 8260799999900013V 
 
Intended Purpose of device: The device is intended for injuring the fingertip in combination 
with a disposable lancet for obtaining a small amount of blood sample.   
 

 

 
Signed this 18 day of  May 2022 
in San Diego, CA USA   

  
 
 

Qiyi Xie, MD, MPH 
Senior Staff, Regulatory Affairs & Clinical Affairs 

ACON Laboratories, Inc. 





 

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

 

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, Chisinău, 
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:  
 
  ___________________ 
  Qiyi Xie, Md, MPH 
  Sr. Officer, Regulatory & Clinical Affairs 
  ACON Laboratories, Inc. 
  Ph: 858-875-8011 
  Email: qxie@aconlabs.com 

 
 

 



® 

 

 

Mission U120 Smart Analyzer 
 
 
 
 

 

 

High Accuracy and Reliability 
l Automatic calibration before each test 
l Up to 120 tests per hour in Continuous Mode 
l Reads strips with up to 14 parameters, including 
l Microalbumin/Creatinine/Calcium 
l Minimal training required 
l Robust construction 
l Print up to 3 copies per test for record keeping 
l Data Management ready 

l Includes RS232C and USB ports for data transfer 

to an external computer or LIS 
 

 

Internal Thermal 

Printer 

Large Display 

Screen 

Robust Keyboard 

 

Strip Combinations for U120 Smart 
 

 

Catalog 

Number 

Number 

of 

Parame- 

ters 

Type of 

Strip 

 
U120 

Smart 

Parameter Order 

(First parameter is 

closest to strip 

handle) 

Parameter 

 

ASC 

 

GLU 

 

BIL 

 

KET 

 

SG 

 

BLO 

 

PH 

 

PRO 

 

URO 

 

NIT 

 

LEU 

 

ALB 

 

CRE 

 

Ca 

 

U031-111 
 

11 
 

11A 
Asc/Glu/Bil/Ket/SG/ 

Blo/pH/Pro/Uro/Nit/Leu 
* * * * * * * * * * *    

 

U031-101 
 

10 
10U 

10SG 

Glu/Bil/Ket/SG/Blo/pH/ 

Pro/Uro/Nit/Leu 
 * * * * * * * * * *    

 

U031-091 
 

9 
 

9U 
Glu/Bil/Ket/SG/Blo/pH/ 

Pro/Uro/Nit 
 * * * * * * * * *     

 

 
U031-081 

 

 
8 

 

8U 
Glu/Bil/Ket/Blo/pH/ 

Pro/Uro/Nit 
 * * *  * * * * *     

 

8N 
Glu/Ket/SG/Blo/pH/ 

Pro/Nit/Leu1 
 *  * * * * *  * *    

 

U031-071 
 

7 
 

7N/7OB 
Glu/Ket/Pro/pH/ 

Blo/Nit/Leu 
 *  *  * * *  * *    

U031-061 6 6NE/6OB Glu/Pro/pH/Blo/Nit/Leu  *    * * *  * *    
 

U031-051 

 
5 

5HE Blo/pH/Pro/Ket/Glu  *  *  * * *       
5NE/5OB Glu/Pro/Nit/Blo/Leu  *    *  *  * *    

 
U031-041 

 
4 

4PE/4NL Glu/Pro/Nit/Leu  *      *  * *    
4SE Glu/SG/pH/Pro  *   *  * *       

U031-031 3 
3PE Glu/pH/Pro  *     * *       
3KE Glu/Ket/Pro  *  *    *       

U031-021 2 
2GE/2GP Glu/Pro  *      *       

  2CE ALB/CRE            * *  



Specifications 
 

Features Specifications 

Analyzer Type Semi-automatic 

Methodology Reflectance Photometry 

Detection Photosensitive Diode 

Calibration Automatic 

Throughput Single Test Option: 60 tests/hour , Continuous Test Option: 120 tests/hour 

Memory Last 2,000 results 

Strip Incubation Time 1 Minute 

Wavelength of Monochromatic LED 525 nm and 635 nm 

Strips Available 2-14 parameters (108 mm x 5 mm) 

Strip Combinations Per Analyzer 17 Combinations 

 
Analyzer Ports 

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

Data Entry Capabilities 
Operator/Patient ID - Manual Entry and Barcode Reader 
(Up to 20 characters) 

Connection Capabilities 
USB or RS232C Data Transfer Cable (optional) , RS232C Barcode Reader (optional) , Optional External Printer (not 
included) 

Available Languages on the Screen English, French, Italian , Portuguese, Spanish 

Operating Conditions 0-40°C (32 - 104°F);<- 85% RH 

Storage Conditions - 5 - 50°C (23-122°F); <- 90% RH 

Power Source 100 - 240  Volts  AC, 50-60  Hz 

Dimensions (L x W x H) 27.2 cm x 18 cm x 10.5 cm (10.7» x 7» x 4.1») 

Display Dimensions (W x H ) 11 cm x 6.5 cm (4.3” x 2.6”) 

Weight 1.9 kg (4.2  lbs.) without batteries or power supply 

Ordering Information 

CE Marked for sale in the European Community and 510(k) Cleared 

 

Product 

Name 

Catalog 

Number 

 

Components 
 

Carton Dimensions (L x W x H) & Weight 
Number of 

Kits/Carton 

U120 Urine 
Analyzer 

U117-101 1 Urine Analyzer 
1 Strip Holder 
2 Printer Paper Rolls 
1 Quick Start Guide 

2 Fuses (2.0A) 
1 Power Cord 
1 Instruction Manual 

 
49 cm  x 28 cm x 22.5 cm ;  3.4 kg 

 
 

1 
 
19.3” x 11” x 8.9”;  7.5 lbs 

Printer 
Paper 
Rolls 

U121-101 4 Printer Paper Rolls Thermal Paper 
(0.06 m x 20 m): 
200 results/roll 

 

12.0 cm x 12.0 cm x 6.5 cm; 0.36kg 

 
63.0 cm x 37.0 cm x 30.0 cm; 19.4 
kg 

 
 
 
 

50 
Sticker Paper 
(0.06 m x 9 m): 
100 results/roll 

 

4.7” x 4.7” x 2.6”; 12.7oz 

 

24.8” x 14.6” x 11.8”; 42.8 lbs 

 

 

 
PN 2170004101 •  Date 7/17 ©2017 ACON Laboratories, Inc. 

aconlabs.co
m 

ACON Laboratories, Inc. 

10125 Mesa Rim Road, San Diego, CA 92121, 

U.S.A. 

Tel: 1.858.875.8000 

mailto:info@aconlabs.com












T MG l o b a l  D i a g n o s t i c s  f o r  L o c a l  M a r k e t s

•  Quick

•  Reliable

•  Portable

•  Convenient

Hb Hemoglobin Testing System

Accurately detects 

Hb and Hct levels 
 with the Mission

Hb Hemoglobin 

Testing System!

®



1150525805 © 2013 ACON Laboratories, Inc.

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

CE Marked for sale in the European Community

ACON Laboratories, Inc., 10125 Mesa Rim Road, San Diego, CA 92121, USA. ·Tel: 1-858-875-8000·Fax: 1-858-200-0729·E-mail: info@aconlabs.com
 Please visit our website for details: www.aconlabs.com

Hb Hemoglobin Testing System

 Specifications
Feature

Methodology

Detection Principle

Time to Results

Memory

Specimen Volume

Specimen Type

Hb Measurement Range

Hct Range

Wavelengths

PC Interface

Calibration

Hb Within Run Prevision CV

Hb Total Precision CV

Accuracy

Ambient Operating Conditions

Optimum Operating Conditions

Meter Storage Conditions

Strip Storage Conditions

Strip Shelf Life

Power Source

Battery Life

Automatic Shut Off

Line Leakage Current

Meter Dimensions (L X W X H)

LCD Dimensions (L X W)

Reflectance Photometry

Methemoglobin  

< 15 seconds

1,000 tests with date/time and ID number

10 µL

Capillary and Venous whole blood

4.5-25.6 g/dL 

13-75%

525 nm

Mini USB Port

Automatic

 ≤ 3%

 ≤ 3%

Hb 4.5-10 g/dL, ± 0.4 g/dL; Hb 10-25.6g/dL, ± 4%

10-40 °C (50-104 °F); ≤ 85% RH

15-30 °C (59-86 °F); ≤ 85% RH

0-50 °C (32-122 °F); ≤ 90% RH

2-30 °C (36-86 °F); ≤ 85% RH

2 years unopened canister; 3 months opened canister

3 AAA Batteries or AC Adaptor                                                                   

2,700 tests or 360 hours

8 minutes 

3 uA 

127 mm × 58 mm × 25 mm  (5.0” x 2.28” x 0.09”)

39 mm × 37 mm (1.54” x 1.46”)

Technical Specification

Quick

Accurate

Portable

Convenient

•  Hemoglobin (Hb) and Hematocrit (Hct) results in < 15 seconds
•  Simply insert strip, apply specimen and read results
•  Features auto-calibration for added convenience
•  No specimen preparation required
•  Low maintenance and quick clean up

Only 10µL capillary or venous blood required        
Precise results equivalent to automatic hematology analyzers        
Wide Hb measurement range of 4.5-25.6 g/dL with Hct range of 13-75%             
Stores up to 1,000 results      

Operated by battery or optional AC adapter        
Small and handheld for immediate diagnosis       
Ready to use in any point of care setting          
Dry strips eliminate inconvenience in shipping and storage of liquid reagents            

Can test capillary and venous whole blood
Minimal training required

 Easy to read large LCD
           Quick data transfer via Mini USB port

               

Product Name Catalog No. Components

√C121-3031 2 Control Strips         (2/Canister) 1 Control Strip Insert

C121-3041

√C121-3051

100 Lancets (26G/1.3 mm)

1 Lancing Device   1 Lancing Device Insert

50 Capillary Transfer Tubes - Plastic/10 µL√C121-3081

√C111-3021

√C131-3011

   (25/Canister)50 Test Strips

100 Test Strips   (25/Canister)

1 Code Chip

1 Code Chip

1 Test Strip Insert

1 Test Strip Insert

1 Meter
10 Lancets (26G/1.3 mm)  
3 AAA Batteries
1 Users Manual

1 Warranty Card
10 Test Strips 
1 Lancing Device
1 Carrying Case

1 Quick Reference Guide
1 Lancing Device Insert
1 Test Strip Insert
1 Code Chip

√C121-3091

√C131-3021
50 Test Strips (25/Canister)

50 Capillary Transfer Tubes - Glass/10 µL (25/Canister)

1 Code Chip 1 Test Strip Insert 

√C121-3011

C121-3021

1 Power Adaptor               

1 USB Cable          1 Installation Disk

®Mission  Hb Hemoglobin  Control Strips

®Mission  Lancets

®Mission  Lancing Device

®Mission  Capillary Transfer Tubes

®Mission  Hb Hemoglobin Testing System

®Mission  Hb Hemoglobin Test Strips

®Mission  Hb Hemoglobin Control Solution

®Mission  Hb Hemoglobin Data Transfer Kit

®Mission  Hb Hemoglobin Adaptor Kit  　

Ordering Information

2 Control Strips
1 Control Strip Insert
10 Capillary Transfer Tubes - Plastic

2 Level-0 Control Solution (1 mL/bottle)

2 Level-1 Control Solution (1 mL/bottle)

2 Level-2 Control Solution (1 mL/bottle)

1 Control Solution Insert

1 Control Solution Insert

1 Control Solution Insert

®Mission  Safety Lancets I C121-3061 20 Lancets (21G/2.8 mm)
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