












 

 
 

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

 
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 

Mission® Cholesterol Meter C111-2021 

Mission® Cholesterol CTRL Control Device C121-2021 

Mission® Cholesterol Control Solution C121-2011 

Mission® Cholesterol TRIG Triglyceride 
Test Device 

C131-2021, C131-2071 

Mission® Cholesterol HDL High Density 
Lipoprotein Test Device 

C131-2031, C131-2081 

Mission® Cholesterol CHOL Total 
Cholesterol Test Device 

C131-2011, C131-2061 

Mission® Cholesterol 3-in-1 Lipid Panel 
Test Device 

C131-2041, C131-2051 

 
classified for Self-testing 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 

 
Signed this 24 day of May, 2022 
in San Diego, CA USA   
 
 

 
Qiyi Xie, MD, MPH 

Senior Staff, Regulatory Affairs & Clinical Affairs 
Acon Laboratories, Inc. 

 
 

 

Declaration of Conformity 



 

 
 

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 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. 
 





 

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 assign SRL Sanmedico having a registered office at A. Corobceanu street 7A, apt. 9, Chisinău, 
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 territory of the Republic of Moldova. 
 
This authorization will be valid for one year after the date of this statement. 
 
Date:  June 1, 2021 
 
Signature:  
 
  ___________________ 
  Qiyi Xie, Md, MPH 
  Sr. Officer, Regulatory & Clinical Affairs 
  ACON Laboratories, Inc. 
  Ph: 858-875-8011 
  Email: qxie@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

Provides high quality 
and reliable results 
for complete Lipid 
Panel testing!

• Efficient

• Reliable

• Easy to Use

Cholesterol Monitoring System



 Specifications

Panel Test 3-1 Lipid Device: 35 µL; Requires 21G/2.8 mm Safety Lancets and 35 µL Plastic Capillary Transfer Tubes
CHOL, TRIG, HDL Individual Test Device: 10 µL; Requires 21G/2.8 mm Safety Lancets or 26G/1.3 mm Lancets 
using Lancing Device, and 10 µL Plastic Capillary Transfer Tubes

Detection Principle

Wavelengths

Time to Results

Memory with Date/Time

Type of Test

Tests

Specimen Volume

Specimen Type

Transfer Tool

Operator Training/Maintenance

Measurement Range

HCT

Precision (CV%)

PC Interface for Data Transfer to PC

Calibration

Available Languages on the Screen

Operating Conditions

Test Device Shelf Life

Control Device Shelf Life

Meter Storage Conditions

Device Storage Conditions

Power Source

Battery Life

Automatic Shut Off

Meter Dimensions (L x W x H)

Display Dimensions (L x W)

Weight Excluding Batteries

Reflectance Photometry

635 nm

45 seconds-2 minutes

200 results

Quantitative  
Total Cholesterol (CHOL);
High Density Lipoprotein (HDL);
Triglycerides (TRIG);
Calculated Low Density Lipoprotein (LDL), CHOL/HDL ratio, Cardiac Risk Assessment

Capillary or venous whole blood, serum, or plasma

Capillary Transfer Tube or Pipette

Minimal

mg/dL or mmol/L 

0-50%

CHOL: 100-500 mg/dL (2.59-12.93 mmol/L) (≤ 5.0%)
HDL:    30-100 mg/dL (0.78-2.59 mmol/L) (≤ 5.0%)
TRIG:  100-650 mg/dL (1.13-7.34 mmol/L) (≤ 5.0%) 

Mini USB Port

Code Chip

English abbreviations 

15-40°C (59-104°F); ≤ 90% RH

Opened canister: 3 months
Unopened canister and pouch: 1 year

0-50°C (32-122°F)

2~30°C (36-86°F)

4 AAA 

                                                                             

or AC Adaptor (Mini USB, 5V dc, 50 mA)

≥ 1,000 tests

5 minutes

137 mm × 79 mm × 26 mm (5.4” x 3.1” x 1.0”)

50 mm × 50 mm (2.0” x 2.0”)

145 g (5.11 oz)

Feature Technical Specification

CHOL: 100-500 mg/dL (2.59-12.93 mmol/L)
HDL:    15-100 mg/dL (0.39-2.59 mmol/L)
TRIG:   45-650 mg/dL (0.51-7.34 mmol/L)

Accuracy (Bias%)
CHOL: 100-500 mg/dL (2.59-12.93 mmol/L) (≤ 15%)
HDL:    15-30 mg/dL (0.39-0.78 mmol/L) (≤ ± 5mg/dL or ≤ ± 0.13 mmol/L); 30-100 mg/dL (0.78-2.59 mmol/L) (≤ 15%)
TRIG:   45-100 mg/dL (0.51-1.13 mmol/L) (≤ ±15mg/dL or ≤ ± 0.17 mmol/L); 100-650 mg/dL (1.13-7.34 mmol/L) (≤ 15%) 

Measurement Units

Opened canister: 1 year; Unopened canister: 2 years

1150653402 © 2015 ACON Laboratories, Inc.

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

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

Efficient
• Complete Lipid Panel test in as little as 45 seconds with 3-1 lipid panel, or individual devices
• One 3-1 lipid panel device tests for Total Cholesterol (CHOL), High Density Lipoprotein (HDL), and Triglycerides (TRIG)
• Also includes calculated Low Density Lipoprotein (LDL), CHOL/HDL ratio, and Cardiac Risk Assessment
• Cardiac Risk Assessment evaluates risk of heart attack, stroke, and heart disease

CE Marked for sale in the European Community

Step 1: Insert device into meter Step 2: Apply specimen with capillary transfer tube Step 3: Read result

Cholesterol Monitoring System

Reliable
• Can test whole blood, serum, or plasma
• Wide hematocrit range of 0-50%
• Small external printer available for quick and immediate printing of results  
• Unique device identification to ensure use of proper device to avoid procedural error
 
 

Easy to Use
• Large LCD display for easy reading
• Color coded test devices with engraved test name for easy identification
• Battery operated or standard AC adaptor for added convenience

Product Name

®Mission  Cholesterol Meter

®Mission  Cholesterol Test Devices- 3-1 Lipid Panel 
®Mission  Cholesterol Test Devices- CHOL Total Cholesterol 
®Mission  Cholesterol Test Devices- HDL High Density Lipoprotein
®Mission Cholesterol Test Devices- TRIG Triglycerides 
®Mission  Cholesterol CTRL Control Devices

®Mission  Cholesterol Control Solution*

®Mission  Capillary Transfer Tubes
®Mission  Lancets
®Mission  Lancing Devices

®Mission  Safety Lancets I

®Mission  Adaptor Kit
®Mission  Printer

Catalog No.

C111-2021 ♦

C131-2041 ♦

C131-2011 ♦

C131-2031 ♦

C131-2021 ♦

C121-2021 ♦

C121-2011 ♦

C121-3081√
C121-3041 ♦
C121-3051√

C121-3061 ♦

C121-3011√
C121-1021

1 Meter
1 Manual
2 Control Devices (2/canister)

1 Carrying Case
4 Batteries
1 Control Device Insert

1 Quick Reference Guide
1 Warranty Card
5 Safety Lancets (5/bag)

Package 1: 
5 Test Devices (Individual Pouch)
5 Capillary Transfer Tubes
1 Code Chip
1 Package Insert

Package 2*:
20 Test Devices (10/canister)
20 Capillary Transfer Tubes
1 Code Chip
1 Package Insert

Package 3:
25 Test Devices (Individual Pouch)
25 Capillary Transfer Tubes
1 Code Chip
1 Package Insert

2 Control Devices (2/canister) 1 Package Insert

For 3-1 Lipid Panel:
1 CHOL Control Solution 1 (Normal level, 2 mL/bottle)  1 HDL/TRIG Control Solution 1 (Normal level, 2 mL/bottle)   
1 CHOL Control Solution 2 (High level, 2 mL/bottle)      1 HDL/TRIG Control Solution 2 (High level, 2 mL/bottle)
1 Package Insert
For CHOL/HDL/TRIG Individual Test Devices:
1 CHOL Control Solution 1 (Normal level, 2 mL/bottle)  1 HDL/TRIG Control Solution 1 (Normal level, 2 mL/bottle)
1 CHOL Control Solution 2 (High level, 2 mL/bottle)      1 HDL/TRIG Control Solution 2 (High level, 2 mL/bottle)
1 Package Insert

50 Capillary Transfer Tubes (10 μL and 35 μL)
100 Lancets
1 Lancing Device                                  1 Lancing Device Insert
20 Lancets/Kit (21G/2.8 mm)

1 Power Adaptor                                    1 Plug
1 Printer                1 Paper Roll                1 Package Insert                1 Cable                1 Adapter 

* Coming Soon   √CE   ♦CE0123

Components

or or

Ordering Information

25 Lancets/Kit (21G/2.8 mm)


	未标题-1
	未标题-2
	页 1
	页 2

		2022-09-03T12:24:52+0300
	Moldova
	MoldSign Signature




