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Design & Development, Manufacture and Distribution of Chemiluminescence Immunoassay, Biochemistry
Assay, Point of Care Assay (including Colloidal Gold Assay, Immunofluorescence Assay, Dry Chemistry
Assay), PCR Assay and Colloidal Gold self-testing Assay to detect infectious disease. Design &
Development, Manufacture and Distribution of Analyzers in use of Chemiluminescence Immunoassay,
Biochemistry Assay, Point of Care Assay (including Colloidal Gold Assay, Immunofluorescence Assay, Dry
Chemistry Assay), PCR Assay to detect infectious disease, Immunofluorescence self-testing Assay to detect
dyslipidemia disease, Blood Coagulation Assay to detect thrombotic disease.
研发，生产和销售化学发光法试剂，生化试剂，即时诊断（包括胶体金法，免疫荧光法，干式化学法）试
剂，传染病相关PCR分子诊断试剂和胶体金自测试剂。 研发，生产和销售用于化学发光法试剂，生化试剂，
即时诊断（包括胶体金法，免疫荧光法，干式化学法）试剂，传染病相关PCR分子诊断试剂，血脂异常疾病
相关免疫荧光自测试剂，血栓疾病相关血凝试剂配套使用的分析仪。
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Getein Biotech, Inc.
No.9 Bofu Road
Luhe District
Nanjing
Jiangsu
211505
China
基蛋生物科技股份有限公司
中国
江苏省
南京市
六合区
沿江工业开发区
博富路9号
邮编：211505

Design & Development, Manufacture and Distribution of
Chemiluminescence Immunoassay, Biochemistry Assay, Point
of Care Assay (including Colloidal Gold Assay,
Immunofluorescence Assay, Dry Chemistry Assay), PCR Assay
and Colloidal Gold self-testing Assay to detect infectious
disease. Design & Development, Manufacture and
Distribution of Analyzers in use of Chemiluminescence
Immunoassay, Biochemistry Assay, Point of Care Assay
(including Colloidal Gold Assay, Immunofluorescence Assay,
Dry Chemistry Assay), PCR Assay to detect infectious disease,
Immunofluorescence self-testing Assay to detect dyslipidemia
disease, Blood Coagulation Assay to detect thrombotic
disease.
研发，生产和销售化学发光法试剂，生化试剂，即时诊断（包
括胶体金法，免疫荧光法，干式化学法）试剂，传染病相关
PCR分子诊断试剂和胶体金自测试剂。 研发，生产和销售用于
化学发光法试剂，生化试剂，即时诊断（包括胶体金法，免疫
荧光法，干式化学法）试剂，传染病相关PCR分子诊断试剂，
血脂异常疾病相关免疫荧光自测试剂，血栓疾病相关血凝试剂
配套使用的分析仪。

Getein Biotech, Inc.
No. 6 KeFeng Road
Jiangbei New District
Nanjing
Jiangsu
211505
China
基蛋生物科技股份有限公司
中国
江苏省
南京
江北新区
科丰路6号
邮编：211505

Manufacture of Chemiluminescence Immunoassay,
Biochemistry Assay, Point of Care Assay (including Colloidal
Gold Assay, Immunofluorescence Assay, Dry Chemistry
Assay), Colloidal Gold self-testing Assay to detect infectious
disease. Manufacture of Analyzers in use of
Chemiluminescence Immunoassay, Biochemistry Assay, Point
of Care Assay (including Colloidal Gold Assay,
Immunofluorescence Assay, Dry Chemistry Assay), PCR Assay
to detect infectious disease, Immunofluorescence self-testing
Assay to detect dyslipidemia disease, Blood Coagulation
Assay to detect thrombotic disease.
生产化学发光法试剂，生化试剂，即时诊断（包括胶体金法，
免疫荧光法，干式化学法）试剂和传染病相关胶体金自测试
剂。 生产用于化学发光法试剂，生化试剂，即时诊断（包括
胶体金法，免疫荧光法，干式化学法）试剂，传染病相关
PCR分子诊断试剂，血脂异常疾病相关免疫荧光自测试剂，血
栓疾病相关血凝试剂配套使用的分析仪。
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Reference Code：GP-DT-018-07-19                                                                  Issued by 07/26/2019 

CERTIFICATE 
 

Getein Biotech 
hereby certifies 

 

Mr. Vitalie Goreacii 

from Sanmedico SRL. 
 

Completion of Getein Products Technical and Operational Training 

& Qualification of After-sales Service 

 

                                                                                                              



STOCK CODE 603387

4 Incubation Channels，

1 E
mergency Test Channel！

Getein 1160
Immunofluorescence Quantitative Analyzer

W
PT3-1K16-09



Getein 1160 Immunofluorescence Quantitative Analyzer is a rapid, compact, user-friendly, 
multi-item analyzer that provides point-of-care testing and saves diagnosis time for patients. 
With 4 test channels and 32 ℃ constant incubation environment, Getein 1160 could offer 
timely, accurate and efficient testing for a wide range of scenarios.

 IC CARD

Getein 1160
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 IC CARD
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IDS

cTnI

Benefits

Constant
Temperature

Portable
Dimensions： 276 mm(L) × 299 mm(W) × 152 mm(H) 
Weight： 4 kg

Reliable Accuracy
Good correlation with CLIA method

Auto Cartridge Collection
Automatically receive the used test cards 
when the test is finished

Detection Performance Improved
Reduced influence by temperature and improved 
detection accuracy

Convenient
Easy to operate, user friendly interface

Instant Results
Get results in 3-15 minutes

Multiple 
Channels

32℃ constant test environ-
ment, allowing for more 

accurate test results

4 incubation channels
+

1 emergency test channel

152 m
m

299 mm
276 m

m



Application

Technical Specifications

Android System
Smooth operation
Easy operating software updates

Test Channel
4 incubation channels + 1 emergency 
test channel

Multiple test items can be tested at the 
same time, saving operation time

Automatic reading of batch 
number and calibration 
information

RFID Calibration

Temperature: 10℃ ~ 35℃
Relative humidity: ≤ 70%
Air pressure: 70.0 kPa ~ 106.0 kPa

Working Environment

Built-in Thermal Printer
Real-time auto-printing
Support for external printer

Large Display

Ethernet port for LIS/HIS
COM port for PC

2 USB ports for software 
update and file copy

Connectivity

English/Spanish/Chinese
Language

Over 100,000 test cases
Cases Storage

Sampling
Sample Type: serum, plasma, 
whole blood, capillary blood, 
urine, swab, saliva, stool

Sample Volume: 10 ~ 200 μL 
depending on the assay

Repeatability
CV ≤ 2% within range [100, 15000] mV
CV ≤ 10% within range [0, 100) mV

10.1'' LCD touch screen
Intuitive user interface

 IC CARD
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Clinic EmergencyLaboratory
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 IC CARD

Getein 1160

1
2

3
4
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1

2

Card Exit

10.1-inch Touch Screen

3 RFID Card Recognition Zone

4 Built-in Thermal Printer

5 Card Inlet

Operation Procedure

 IC CARD

Getein 1160

cTnI

 IC CARD

Getein 1160

cTnI

IDS

Sample dispense1 Insert test cards, four 
allowed at the same time

2

Results Output4Waiting in incubation3

cTnI

152 m
m

299 mm

276 m
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4 Incubation Channels，

1 E
mergency Test Channel！Coagulation Marker

IF5006 10 min NMPA100 μLP/WB0.50 mg/L 0.10-10.00 mg/LD-Dimer Venous thromboembolism

TEST ITEMS
Cat. # TEST ITEMS DISEASES MEASURING 

RANGE
SAMPLE
TYPES

SAMPLE
VOLUME

REACTION 
TIME QUALIFICATIONCUT-OFF

VALUE

Cardiac Markers

IF5001

IF5019

IF5098

IF5018

IF5089

IF5002

IF5014

IF5078

IF5012

IF5005

IF5016

Myocardial damage/infarction

Myocardial damage/infarction

Myocardial damage/infarction

10 min

10 min

15 min

10 min

10 min

10 min

3 min

15 min

100 μL

100 μL

100 μL

100 μL

100 μL

100 μL

100 μL

100 μL

S/P/WB

S/P/WB

S/P/WB

S/P/WB

P/WB

S/P/WB

S/P/WB

S/P/WB

S/P/WB

S/P/WB

S/P/WB

100 μL

100 μL

100 μL

10 min

10 min

10 min

NMPA

NMPA

NMPA

0.10 ng/mL

0.04 ng/mL

14.0 pg/mL

5.00 ng/mL

100.0 pg/mL

300 pg/mL

6.36 ng/mL

35.0 ng/mL

0.10-50.00 ng/mL

0.01-50.00 ng/mL

10.0-10000.0 pg/mL

2.50-80.00 ng/mL

5.0-5000.0 pg/mL

100-35000 pg/mL

1.00-120.00 ng/mL

3.0-200.0 ng/mL

cTnI
hs-cTnI

TnT
CK-MB

BNP
NT-proBNP

H-FABP
ST2

CK-MB/cTnI

CK-MB/cTnI/Myo

CK-MB/cTnI/H-FABP

Myocardial infarction

Acute myocardial infarction

Myocardial infarction

Myocardial injury

Heart failure

Heart failure

Myocardial damage

Chronic heart failure

NMPA

NMPA

NMPA

NMPA

NMPA

NMPA

CK-MB: 5.00 ng/mL
cTnI: 0.10 ng/mL

CK-MB: 5.00 ng/mL
cTnI: 0.10 ng/mL
Myo: 70.0 ng/mL

CK-MB: 5.00 ng/mL
cTnI: 0.10 ng/mL
H-FABP: 6.36 ng/mL

2.50-80.00 ng/mL
0.10-50.00 ng/mL

2.50-80.00 ng/mL
0.10-50.00 ng/mL
30.0-600.0 ng/mL

2.50-80.00 ng/mL
0.10-50.00 ng/mL
2.00-100.00 ng/mL

Thyroid Function

IF5024

IF5022

IF5023

IF5067

IF5068

15 min

15 min

15 min

15 min

15 min

NMPA

NMPA

NMPA

NMPA

NMPA

100 μL

100 μL

100 μL

100 μL

100 μL

S/P

S/P

S/P

S/P/WB

S/P/WB

0.27-4.20 μlU/mL

1.30-3.10 nmol/L

59.00-154.00 nmol/L

3.10-6.80 pmol/L

12.00-22.00 pmol/L

0.10-50.00 μlU/mL

0.30-10.00 nmol/L

5.40-320.00 nmol/L

0.60-50.00 pmol/L

0.30-100.00 pmol/L

TSH
T3
T4
fT3
fT4

Thyroid malfunction

Thyroid Function

Thyroid Function

Thyroid Function

Thyroid Function

Renal Function

IF5008

IF5009

IF5011

IF5010

3 min

3 min

3 min

10 min

NMPA

NMPA

NMPA

NMPA

10 μL

100 μL

10 μL

10 μL

S/P/WB

Urine

S/P/WB

S/Urine

0.51-1.09 mg/L

20.0 mg/L

0.80-3.00 mg/L

0.50-10.00 mg/L

10.0-200.0 mg/L

0.50-20.00 mg/L

50.0-5000.0 ng/mL

CysC
mAlb
β2-MG

NGAL

Renal diseases

Diabetic nephropathy

Kidney diseases/tumours

Acute kidney injury Serum: 200.0 ng/mL
Urine: 100.0 ng/mL

WB 2.00%-14.00%3.80%-5.80%

Diabetes Mellitus

IF5017 5 min
NGSP/IFCC
NMPA10 μLHbA1c Diabetes mellitus

3.89 ng/mL~26.80 ng/mL
(8.83 nmol/L-60.80  nmol/L)

S/P/WB/
Fingertip blood

1.2-40.0 ng/mL
(2.72-90.8nmol/L)

100.0-2000.0 pg/mL 
or 73.8 -1476.0 pmol/L

8.00-100.00 ng/mL20.00-50.00 ng/mL

197.00-771.00 pg/mL
(145.40-569.00 pmol/L）

Vitamin

IF5031

IF5094

IF5070

8 min

15 min

15 min

NMPA20 μL

20 μL

100 μL

25-OH-VD

Folate

Vitamin B12

Osteoporosis

Megaloblastic anemia

Megaloblastic anemias

S

S

NEW

NEW

NEW

Inflammation

IF5007

IF5139

IF5044

IF5088

IF5015

IF5090

15 min

15 min

NMPA100 μL

100 μL

S/P/WB

Fecal specimen

0.10 ng/mL

＜50.0 μg/g

0.05-50.00 ng/mL

10.0-600.0 μg/g

PCT
Calprotectin

SAA

IL-6

PCT/CRP

SAA/CRP

Sepsis, bacterial infection

Inflammatory bowel disease

Bacterial/Virus infection

Acute inflammation

Sepsis, bacterial infection

Sepsis, bacterial/virus infection

10.0 mg/L

Refer to user manual

PCT: 0.10 ng/mL
CRP: 3.0 mg/L

SAA: 10.0 mg/L
CRP: 10.0 mg/L

S/P/WB
Fingertip blood

S/P/WB
Fingertip blood

S/P/WB
Fingertip blood

S/P/WB

5.0-200.0 mg/L
0.5-200.0 mg/L

5.0-200.0 mg/L

1.5-4000.0 pg/mL

10 μL

20 μL

20 μL

10 μL

5 min

15 min

15 min

5 min

NMPA

NMPA

NMPA

NMPA

0.10-50.00 ng/mL
0.5-200.0 mg/L

IF5003 hs-CRP+CRP Cardiovascular inflammation 3.0 mg/L
10.0 mg/L

S/P/WB
Fingertip blood 0.5-200.0 mg/L 10 μL 3 min NMPA

NEW

W
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Add.: No.9 Bofu Road, Luhe District, Nanjing, 211505, China 
Tel.: +86-25-68568508/68568594
Fax: +86-25-68568500
E-mail: overseas@getein.com.cn; marketing@getein.com.cn
Web.: www.getein.com
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NMPA NGSP IFCC

4 Incubation Channels，

1 E
mergency Test Channel！

Specific Protein and Rheumatism

IF5075

IF5076

IF5029

10 min

10 min

15 min

NMPA

NMPA

10 μL

10 μL

10 μL

S/P/WB

S/P/WB

S/P/WB

15.9 IU/mL

408.0 IU/mL

25.0 U/mL

10.0-640.0 IU/mL

60.0-1370.0 IU/mL

10.0-400.0 U/mL

RF
ASO

Anti-CCP

Rheumatoid arthritis

Rheumatoid arthritis

Rheumatoid arthritis

S/P 1.5-300.0 ng/mL
Male: 14-70 ng/mL
Female:11-48 ng/mL

Metabolic Marker

IF5112 15 min100 μLOsteocalcin Osteoporosis

Cat. # TEST ITEMS DISEASES MEASURING 
RANGE

SAMPLE
TYPES

SAMPLE
VOLUME

REACTION 
TIME QUALIFICATIONCUT-OFF

VALUE

Infectious Disease

IF5057

IF5058

IF5059

IF5064

IF5063

IF5091

IF5047

IF5086

IF5136

IF5137

IF5140

IF5085

15 min

15 min

15 min

15 min

15 min

15 min

10 min

15 min

15 min

15 min

15 min

15 min

100 μL

100 μL

100 μL

100 μL

100 μL

100 μL

10-50 mg

100 μL

100 μL

100 μL

100 μL

100 μL

S/P

S/P

S/P

S/P

S/P/WB

Nasal swab

Stool

Nasal swab

S/P/WB

S/P/WB

S/P/WB

Human nasal swab sample

1.00 S/CO

1.00 S/CO

1.00 S/CO

1.00 IU/mL

10.00 mIU/mL

1.00 COI

5.0 ng/mL

1.00 COI

1.00 S/CO

COI<1.00

COI<1.0, S/CO

COI<1.00

/

/

1.00-1000.00 S/CO

1.00-100.00lU/mL

10.00-1000.00 mlU/mL

/

1.0-200.0 ng/mL

/

1.00-50.00 S/CO

0.50-100.00 COI

0.50-100.00 S/CO

Anti-HCV
Anti-TP

Anti-HIV
HBsAg

Anti-HBs
SARS-CoV-2 Antigen

H. pylori Antigen
Influenza A/B

Dengue NS1 Ag
Dengue IgG/IgM Antibody

H. Pylori Antibody
RSV/Influenza A/B

Hepatitis C

Syphilis

AIDS

Hepatitis B

Hepatitis B

COVID-19

H. pylori infection

Respiratory viral infection

Dengue virus infection

Dengue fever

Functional dyspepsia

Flu, LRTI

Fertility

IF5013

IF5055

IF5056

IF5066

IF5048

IF5071

IF5138

IF5073

10 min

15 min

15 min

15 min

15 min

15 min

15 min

15 min

NMPA

NMPA

NMPA

NMPA

NMPA

NMPA

10 μL

100 μL

100 μL

100 μL

100 μL

100 μL

100 μL

100 μL

S/P

S/P

S/P

S/P

S/P

S/P

S/P

S/P

5.1 mIU/mL

Refer to User Manual

Refer to User Manual

Refer to User Manual

Refer to User Manual

Refer to User Manual

Refer to User Manual
Male: 1.75-7.81 ng/mL
Female: 0.10-0.75 ng/mL

5.0-100000.0 mlU/mL

0.20-150.00 mlU/mL

0.20-150.00 mlU/mL

0.10-20.00 ng/mL

0.50-200.00 ng/mL

0.10-40.00 ng/mL

40.0-4800.0 pg/mL

0.10-16.00 ng/mL

HCG+β
LH

FSH
AMH
PRL
Prog

Estradiol
Testosterone

Fertility

PCOS, infertility evaluation

PCOS, infertility evaluation 

Fertility, PCOS, gonadal function

Infertility

Infertility

Ovarian function

Female PCOS

Others

IF5110

IF5069

IF5042

15 min

15 min

10 min

100 μL

100 μL

10-50 mg

S/P

S/P/WB

Fecal

Refer to User Manual

Refer to User Manual

 50 ng/mL

11-1655 nmol/L

1.00-2000.00 IU/mL

25~1000 ng/mL

Cortisol
Total IgE

FOB

Adrenal cortex function

Allergic disorders

PUD

IF5077 NMPAFerritin Anemia/tumors Male: 30.00-400.00 ng/mL
Female: 13.00-150.00 ng/mL

S/P/WB
Fingertip blood 0.50-1000.00 ng/mL 10 μL 15 min

IF5052 PG I /PG Ⅱ Atrophic gastritis PG I < 70.0 ng/mL
PG I/PG II < 3.0 ng/mL S/P 100 μL 15 minPG I: 1.0-200.0 ng/mL

PG II: 1.0-100.0 ng/mL

Tumor Markers

IF5053

IF5072

IF5050

IF5051

IF5079

IF5080

IF5081

15 min

10 min

15 min

15 min

15 min

15 min

10 min

NMPA

NMPA

NMPA

NMPA

NMPA

100 μL

100 μL

100 μL

100 μL

100 μL

100 μL

100 μL

S/P

S/P

S/P

S/P

S/P/WB

S/P/WB

S/P/WB

4.00 ng/mL

1.00 ng/mL

7.0 ng/mL

4.7 ng/mL

35.0 U/mL

27.0 U/mL

26.2 U/mL

0.40-100.00 ng/mL

0.03-30.00 ng/mL

2.0-500.0 ng/mL

2.0-500.0 ng/mL

2-500.0 U/mL

2-1000.0 U/mL

1.5-300.0 U/mL

tPSA
fPSA
AFP
CEA

CA125
CA19-9
CA15-3

Prostate cancer

Prostate cancer

Liver cancer, etc.

Malignant tumour screening

Ovarian cancer

Pancreatic cancer

Breast cancer

NEW
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PRODUCT NAME
CK-MB/cTnI/Myo Control

PRODUCT SPECIFICATION
Package: 
1 level x 6 vials x1ml, 1 level x 3 vials x1ml
2 levels x 2 vials x1ml, 2 levels x 1 vial x1ml
3 levels x 2 vials x1ml, 3 levels x 1 vial x1ml
CK-MB/cTnI/Myo Control - Level 1/2/3

INTENDED USE
This product is intended for in vitro diagnostic 
use in the quality control of CK-MB/cTnI/Myo 
on the Getein Platforms.

PRINCIPLE
The lyophilized CK-MB/cTnI/Myo control is prepared 

from dissolving stable and high quality recombinant 
CK-MB antigen, cTnI antigen and Myo antigen into 
calf serum. With the matching analyzers and 
reagents, it can assess the performance character-
istics of a certain detection system. As different 
analyzers and reagents have uncertainty to some 
extent, different results may appear.

CONTENTS
The kit for FIA8000/FIA8600/Getein1100/Getein
1160/Getein1180/Getein200/Getein208 contains:
1. CK-MB/cTnI/Myo Control - Level 1 
    CK-MB/cTnI/Myo Control - Level 2 
    CK-MB/cTnI/Myo Control - Level 3 
2. User manual: 1 piece/kit
3. Target value sheet: 1 piece/kit
The kit for Getein1600/Getein1200/Getein3200/
Getein3600 contains:
1. CK-MB/cTnI/Myo Control - Level 1 
    CK-MB/cTnI/Myo Control - Level 2 
    CK-MB/cTnI/Myo Control - Level 3 
2. User manual: 1 piece/kit
3. Target value sheet: 1 piece/kit 
4. Quality control holder - Level 1 
    Quality control holder - Level 2 
    Quality control holder - Level 3 
Note: Each quality control holder is labelled with a 
barcode, in which the basic information (test item 

name, lot number, sample type, expiry date, etc.) of 
the corresponding test item is programmed.

MATCHING EQUIPMENTS
FIA8000/8600 Quantitative Immunoassay Analyzer
Getein1100/1160/1180/1600/1200 Immunofluores-
cence Quantitative Analyzer
Getein200/208 Hand-held Integrated System
Getein3200/3600 Integrated System

STORAGE AND STABILITY
UNOPENED: The control is stable for 18 months at 
2-8°C.
OPENED: The Liquid control is stable for 1 day at 
2-8°C if kept capped in original container and free 
from contamination. Only the required amount of 
product should be removed. After use, any residual 
product should NOT BE RETURNED to the original 
vial.
It’s recommended to divide liquid control into 
smaller tubes for storing more time. Liquid control 
is stable for 30 days at -20°C to -70°C.
Note: Product should be protected from light. 
Excessive exposure to light may affect the test 
result.

MATERIALS REQUIRED BUT NOT 
PROVIDED

1. 1 ml pipette
2. Distilled water
3. Getein matching reagents
4. Getein matching analyzers

TEST PROCEDURE
Read the manual carefully before using and 
operate according to the manual to avoid 
incorrect results. Different batches of quality 
control products have different target values, 
please refer to the corresponding target value 
sheet.
1. Return the product to room temperature（15-
    30°C）before use. Open the vial carefully to 
    avoid powder spillage.
2. Dissolve each vial of control with 1ml distilled 
    water.
3. Close the vial, let the mixture subside for appro-
    ximately 10 minutes and then mix gently until all 
    contents are dissolved completely.
For FIA8000/FIA8600/Getein1100/Getein200/
Getein208:
4. Treat the control in the same manner as patient 

specimen. Refer to the User Manual of reagents 
and analyzers.

For Getein1160/Getein1180:
5. Enter the quality control interface, and manually 

input the barcode number or use a barcode scanner 
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    to scan the quality control barcode. 
6. After the quality control information prompt appears, 

manually input the target and standard deviation 
values according to the target value sheet.

7. Start the QC test.
For Getein1600/1200/3200/3600:
8. Insert the quality control holder into the sample 
    holder.
9. Insert the sample holder into the sample chamber 
    of the analyzer.
10. The machine will automatically scan the barcode 
      labelled on the quality control holder. After the 
      quality control information prompt appears, 
      manually input the target and standard deviation 
      values according to the target value sheet.
11. Start the QC test.

ASSIGNED VALUES 
Refer to values listed on the target value sheet. 
If the result is beyond the range, it indicates the 
existence of some uncertain factors in the testing 
system. 
Referring to the control graph helps judge the 
accuracy and stability of the testing system. The 
expected range of the mean is provided to aid 
laboratory until it has established its own mean and 
SD for its methods.

PERFORMANCE CHARACTERIS-
TICS
1. Homogeneity: ≤ 10%
2. Accuracy: the test result should be within the 
range of target value

LIMITATIONS 
1. This product can only be used on the Getein 
platforms. 
2. Variation exists between different analyzers 
developed by different methods even using the 
same control product. 
3. This product is not intended to be used as 
standard material.

NOTES 
1. For in vitro diagnostic use only.
2. Do not use the product beyond the expiration 
date.
3. Avoid multiple freeze-thaw cycles.
4. Do not use the product if it is contaminated with 
bacteria.
5. Proper handling and disposal methods should 
be followed in accordance with local regulations.

DESCRIPTION OF SYMBOLS USED
The following graphical symbols used in or found 

on CK-MB/cTnI/Myo control are the most common 
ones appearing on medical devices and their 
packaging. They are explained in more details in 
the European Standard EN ISO 15223-1: 2021.

Thank you for purchasing CK-MB/cTnI/Myo 
Control. 
Please read this user manual carefully before 
operating to ensure proper use.
Please contact Getein Biotech, Inc. if you have any 
questions.

Getein Biotech, Inc.
Add: No.9 Bofu Road, Luhe District, 
Nanjing, 211505, China
Tel: +86-25-68568508
Fax: +86-25-68568500

E-mail: tech@getein.com.cn
overseas@getein.com.cn
Website: www.getein.com

CMC Medical Devices & Drugs S.L. 
Add: C/ Horacio Lengo Nº 18, CP 29006, 
Málaga, Spain.
Tel: +34951214054
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PRODUCT NAME
free β-HCG Control

PRODUCT SPECIFICATION
Package: 
1 level x 6 vials x1 mL, 1 level x 3 vials x1 mL 
2 levels x 3 vials x1 mL, 2 levels x 2 vials x1 mL, 
2 levels x 1 vial x1 mL 
3 levels x 2 vials x1 mL, 3 levels x 1 vial x1 mL 
free β-HCG Control - Level 1/2/3 

INTENDED USE
This product is intended for in vitro diagnostic use 
in the quality control of free β-HCG on the Getein 
Platforms. This test can NOT be used to guide the 
diagnosis of pair trisomy 21. For professional and 
laboratory use only.

PRINCIPLE
The lyophilized free β-HCG control is prepared 
from dissolving stable and high quality recombinant 
free β-hCG antigen into the matrix. With the 
matching analyzers and reagents, it can assess the 
performance characteristics of a certain detection 
system. As different analyzers and reagents have 
uncertainty to some extent, different results may 
appear.

CONTENTS
The kit for FIA 8000/FIA 8600/Getein 1100/Getein
1160/Getein 1180/Getein 200/Getein 208 contains: 
1. free β-HCG Control - Level 1 
free β-HCG Control - Level 2 
free β-HCG Control - Level 3 
2. Instructions for use: 1 piece/kit 
3. Target value sheet: 1 piece/kit 
The kit for Getein 1600/Getein 1200/Getein 3200/
Getein 3600/MAGICL 6000/MAGICL 6000i/MAGICL 
6200/MAGICL 6800/MAGICL 8200/MAGICL 8500/
MAGICL 8800 contains: 
1. free β-HCG Control - Level 1 
free β-HCG Control - Level 2 
free β-HCG Control - Level 3 
2. Instructions for use: 1 piece/kit 
3. Target value sheet: 1 piece/kit 
4. Quality control holder - Level 1 

Quality control holder - Level 2 
Quality control holder - Level 3
Note: Each quality control holder is labelled with 
a barcode, in which the basic information (test 
item name, lot number, sample type, expiry date, 
etc.) of the corresponding test item is programmed. 

MATCHING EQUIPMENTS
FIA 8000/8600 Quantitative Immunoassay Analyzer
Getein 1100/1160/1180/1600/1200 Immunofluores-
cence Quantitative Analyzer 
Getein 200/208 Hand-held Integrated System 
Getein 3200/3600 Integrated System 
MAGICL 6000/MAGICL 6000i/MAGICL 6200/MAGICL 
6800/MAGICL 8200/MAGICL 8500/MAGICL 8800 
Chemiluminescence Immunoassay Analyzer 

STORAGE AND STABILITY
UNOPENED: The control is stable for 18 months at 
2-8°C. 
OPENED: The Liquid control is stable for 15 days 
at 2-8°C if kept capped in original container and 
free from contamination. Only the required amount 
of product should be removed. After use, any 
residual product should NOT BE RETURNED to 
the original vial. It’s recommended to divide liquid 
control into smaller tubes for storing more time. 
Liquid control is stable for 30 days at -20°C to 

-70°C. Avoid repeated freeze-thaw cycles.
Note: Product should be protected from light. 
Excessive exposure to light may affect the test 
result. 

MATERIALS REQUIRED BUT NOT 
PROVIDED
1. 1 mL pipette 
2. Distilled water 
3. Getein matching reagents 
4. Getein matching analyzers 

TEST PROCEDURE
Read the instructions for use carefully before using 
and operate according to the manual to avoid incorrect 
results. Different batches of quality control products 
have different target values, please refer to the co-
rresponding target value sheet. 
1. Return the product to room temperature（15-
    30°C）before use. Open the vial carefully to avoid 
    powder spillage. 
2. Dissolve each vial of control with 1 mL distilled water. 
3. Close the vial, let the mixture subside for appro-
    ximately 10 minutes and then mix gently until all 
    contents are dissolved completely. 
For FIA 8000/FIA 8600/Getein 1100/Getein 200/
Getein 208: 
4. Treat the control in the same manner as patient 

free β-HCG Control

Instructions for use
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    specimen. Refer to the Instructions for use of 
    reagents and analyzers. 
For Getein 1160/Getein 1180: 
5. Enter the quality control interface, and manually 
    input the barcode number or use a barcode scanner 
    to scan the quality control barcode. 
6. After the quality control information prompt appears, 

manually input the target and standard deviation 
values according to the target value sheet. 

7. Start the QC test. 
For Getein 1600/1200/3200/3600/MAGICL 6000/
MAGICL 6000i/ MAGICL 6200/MAGICL 6800/
MAGICL 8200/MAGICL 8500/MAGICL 8800: 
8. Insert the quality control holder into the sample 
    holder. 
9. Insert the sample holder into the sample chamber 
    of the analyzer. 
10. The machine will automatically scan the barcode 
      labelled on the quality control holder. After the 
      quality control information prompt appears, 
      manually input the target and standard deviation  
      values according to the target value sheet. 
11. Start the QC test. 

ASSIGNED VALUES 
Refer to values listed on the target value sheet. If 
the result is beyond the range, it indicates the 
existence of some uncertain factors in the testing 

system. 
Referring to the control graph helps judge the 
accuracy and stability of the testing system. The 
expected range of the mean is provided to aid 
laboratory until it has established its own mean and 
SD for its methods. 

PERFORMANCE CHARACTERISTICS
1. Homogeneity: ≤ 10% 
2. Accuracy: the test result should be within the range 

of target value 

LIMITATIONS 
1. This product can only be used on the Getein 
    platforms. 
2. Variation exists between different analyzers de-
    veloped by different methods even using the same 
    control product. 
3. This product is not intended to be used as standard 

material. 

NOTES 
1. For in vitro diagnostic use only. 
2. Do not use the product beyond the expiration date. 
3. Avoid multiple freeze-thaw cycles. 
4. Do not use the product if it is contaminated with 
    bacteria.
5. Proper handling and disposal methods should be 

    followed in accordance with local regulations. 

DESCRIPTION OF SYMBOLS USED
The following graphical symbols used in or found 
on free β-HCG Control are the most common 
ones appearing on medical devices and their 
packaging. 
They are explained in more details in the European 
Standard EN ISO 15223-1: 2021.

Thank you for purchasing free β-HCG Control. 
Please read this Instructions for use carefully before 
operating to ensure proper use. 
Please contact Getein Biotech, Inc. if you have any 
questions.

Getein Biotech, Inc.
Add: No.9 Bofu Road, Luhe District, 
Nanjing, 211505, China
Tel: +86-25-68568508
Fax: +86-25-68568500
E-mail: tech@getein.com.cn
            overseas@getein.com.cn
Website: www.getein.com

CMC Medical Devices & Drugs S.L. 
Add: C/ Horacio Lengo Nº 18, CP 29006, 
Málaga, Spain.
Tel: +34951214054

Key to symbols used

Manufacturer

Consult instructions
for use or consult

electronic
instructions for use

Temperature limit

Use-by date

Date of manufacture

Batch code

In vitro diagnostic
 medical device

Authorized representative
in the European

Community/European UnionCatalogue number

CE mark

Biological risks Keep away
from sunlight
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