
CERTIFICATE
ECREP20220512.2

Ver: CERT-202110.V1

CMC MEDICAL DEVICES & DRUGS S.L.

CONFIRMED THAT CMC MEDICAL DEVICES & DRUGS S.L. Is the 
European Authorized Representative of

Hunan Runmei Gene Technology Co., Ltd. 
Room 401-1, Building 3, Shanhe Medical and Health 
Industrial Park, No. 1048,Zhongqing Road, Shaping 

Street, Kaifu District

The certificate remains valid until the expiration agreement of EC REP, 
manufacturing conditions, the quality system or relevant legislation are 
changed. The validity is conditioned by positive results of periodic 
surveillance audits.  
The product liability rests with the manufacturer in accordance with 
applicable directive/regulation and standard mention in Annex I of this 
certificate, after fulfilling of the relevant EU legislation requirements, the 
manufacturer shall affix relevant CE marking to all below mentioned 
models of the medical device. 
These products included in the Annex I have been registered in the 
Spanish MOH (AEMPS). The column categorized as RPS reffers to their 
registration number. 

Authorized Signature

Expiration date: 26/04/2027Issue date: 12/05/2022

Verification code
CMC Medical Devices & Drugs S.L. 
C/ Horacio Lengo Nº18, CP29006, Málaga-Spain 
www.cmcmedicaldevices.com
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ANNEX I

Product Name REGULATION CLASSIFICATION RPS (AEMPS) Model

Vitamin B12 (VB12) Rapid Test 
(Colloidal Gold)

IVDD Others RPS/2315/2022 RM-E-G1596

Thyroid Peroxidase IgG ELISA 
Kit

IVDD Others RPS/2315/2022 RM-E-G1574

Thromboxane B2 (TXB2) 
ELISA Kit

IVDD Others RPS/2315/2022 RM-E-G1591

Strep.pneumoniae+Legionella 
Combo Test Kit (Colloidal Gold)

IVDD Others RPS/2315/2022 RM-E-G1622

ST2 Test Kit (Fluorescence 
Immunochromatography)

IVDD Others RPS/2315/2022 RM-E-G1597

SSA (Ro) ELISA Kit IVDD Others RPS/2315/2022 RM-E-G1567

Soluble Transferrin Receptor 
(sTfR) ELISA Kit

IVDD Others RPS/2315/2022 RM-E-G1519

Soluble Transferrin Receptor 
(sTfR) Chemiluminescent 
Immunoassay Kit

IVDD Others RPS/2315/2022 RM-E-G1521

Shigella Test Kit(Colloidal Gold) IVDD Others RPS/2315/2022 RM-E-G1601

SCCA2 Chemiluminescent 
Immunoassay Kit

IVDD Others RPS/2315/2022 RM-E-G1566

SARS-CoV-2+FluA+B+RSV
+Adeno Combo Test Kit
(Colloidal Gold)

IVDD Others RPS/2315/2022 RM-E-G1620

SARS-CoV-2 + Flu A + Flu B + 
RSV Combo Test Kit (Colloidal 
Gold)

IVDD Others RPS/2315/2022 RM-E-G1613

Rotavirus+Norovirus Combo 
Test Kit (Colloidal Gold)

IVDD Others RPS/2315/2022 RM-E-G1616

Rotavirus+Adenovirus
+Astrovirus Combo Test Kit
(Colloidal Gold)

IVDD Others RPS/2315/2022 RM-E-G1612

Rotavirus+Adenovirus+ 
Astrovirus+Norovirus
+Enterovirus Combo Test Kit
(Colloidal Gold)

IVDD Others RPS/2315/2022 RM-E-G1621

Rotavirus+Adenovirus+ 
Astrovirus+Norovirus Combo 
Test Kit (Colloidal Gold)

IVDD Others RPS/2315/2022 RM-E-G1617
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Product Name REGULATION CLASSIFICATION RPS (AEMPS) Model

RNP/Sm Autoantibody ELISA 
Kit

IVDD Others RPS/2315/2022 RM-E-G1565

Rickettsia IgG Test 
Kit(Fluorescence 
Immunochromatography)

IVDD Others RPS/2315/2022 RM-E-G1564

RBP1 Chemiluminescent 
Immunoassay Kit

IVDD Others RPS/2315/2022 RM-E-G1563

PIVKA-II ELISA Kit IVDD Others RPS/2315/2022 RM-E-G1562

PGF (Placental Growth Factor) 
Chemiluminescent 
Immunoassay Kit

IVDD Others RPS/2315/2022 RM-E-G1561

Pepsinogen II 
Chemiluminescent 
Immunoassay Kit

IVDD Others RPS/2315/2022 RM-E-G1590

Pepsinogen I 
Chemiluminescent 
Immunoassay Kit

IVDD Others RPS/2315/2022 RM-E-G1589

Pancreatic Elastase Test Kit 
(Immunoturbidimetric Assay)

IVDD Others RPS/2315/2022 RM-E-G1619

Norovirus/Rotavirus/Adenovirus 
Combo  Test Kit (Colloidal Gold)

IVDD Others RPS/2315/2022 RM-E-G1618

Neuron Specific Enolase (NSE) 
ELISA Kit

IVDD Others RPS/2315/2022 RM-E-G1518

LT-α (TNF-β) ELISA Kit IVDD Others RPS/2315/2022 RM-E-G1555

LKM-1 Chemiluminescent 
Immunoassay Kit

IVDD Others RPS/2315/2022 RM-E-G1571

Listeria Monocytogenes 
Immunochromatographic Rapid 
Test Kit

IVDD Others RPS/2315/2022 RM-E-G1569

Leukocyte Esterase (LE) ELISA 
Kit

IVDD Others RPS/2315/2022 RM-E-G1524

Leukocyte Esterase (LE) ELISA 
Kit

IVDD Others RPS/2315/2022 RM-E-G1579

Leptospira IgG/IgM Combo 
Rapid Test (Colloidal Gold)

IVDD Others RPS/2315/2022 RM-E-G1572

KIM-1 ELISA Kit IVDD Others RPS/2315/2022 RM-E-G1515

Influenza A+B+RSV+Adeno 
Combo Test Kit (Colloidal Gold)

IVDD Others RPS/2315/2022 RM-E-G1614

Influenza A+B+RSV Combo 
Test Kit (Colloidal Gold)

IVDD Others RPS/2315/2022 RM-E-G1603
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Anti-Platelet Antibody 
ELISA Kit

IVDD Others RPS/2315/2022 RM-E-G1544

IgG (Immunoglobulin G) 
Chemiluminescent 
Immunoassay Kit

IVDD Others RPS/2315/2022 RM-E-G1558

IGF-1 ELISA Kit IVDD Others RPS/2315/2022 RM-E-G1557

IA-2 Autoantibody ELISA Kit IVDD Others RPS/2315/2022 RM-E-G1556

Hyaluronic Acid 
Chemiluminescent 
Immunoassay Kit

IVDD Others RPS/2315/2022 RM-E-G1517

Human Sialidase ELISA Kit IVDD Others RPS/2315/2022 RM-E-G1523

HSV-1/2 IgM 
Chemiluminescent 
Immunoassay Kit

IVDD Others RPS/2315/2022 RM-E-G1553

HSV-1/2 IgG ELISA Kit IVDD Others RPS/2315/2022 RM-E-G1568

Homocysteine (HCY) ELISA Kit IVDD Others RPS/2315/2022 RM-E-G1585

HLA-B27 ELISA Kit IVDD Others RPS/2315/2022 RM-E-G1516

H. Pylori Test Kit
(Immunoturbidimetric Assay)

IVDD Others RPS/2315/2022 RM-E-G1625

H. pylori IgM Chemiluminescent
Immunoassay Kit

IVDD Others RPS/2315/2022 RM-E-G1594

H. pylori IgG Chemiluminescent
Immunoassay Kit

IVDD Others RPS/2315/2022 RM-E-G1593

H. pylori IgA Chemiluminescent
Immunoassay Kit

IVDD Others RPS/2315/2022 RM-E-G1592

H-FABP/Cardiac Troponin I
Combo Rapid Test Kit(Colloidal
Gold)

IVDD Others RPS/2315/2022 RM-E-G1595

Glomerular Basement 
Membrane (GBM) IgG 
Chemiluminescent 
Immunoassay Kit

IVDD Others RPS/2315/2022 RM-E-G1588

Glial Fibrillary Acidic Protein 
(GFAP) ELISA Kit

IVDD Others RPS/2315/2022 RM-E-G1580

GDH+Lactoferrin Combo Test 
Kit (Colloidal Gold)

IVDD Others RPS/2315/2022 RM-E-G1607

Gastrin 17(G17) ELISA Kit IVDD Others RPS/2315/2022 RM-E-G1587

Gastric Parietal Cell Antibody 
ELISA Kit

IVDD Others RPS/2315/2022 RM-E-G1586
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GAD-Ab Chemiluminescent 
Immunoassay Kit

IVDD Others RPS/2315/2022 RM-E-G1552

FOB+Transferrin+Calprotectin
+Lactoferrin Combo Test Kit 
(Colloidal Gold)

IVDD Others RPS/2315/2022 RM-E-G1606

FOB 50+200 Test Kit (Colloidal 
Gold)

IVDD Others RPS/2315/2022 RM-E-G1624

FABP3 Chemiluminescent 
Immunoassay Kit

IVDD Others RPS/2315/2022 RM-E-G1551

ET-1 (Endothelin 1) ELISA Kit IVDD Others RPS/2315/2022 RM-E-G1554

Endometrium Antibody (EMAb) 
ELISA Kit

IVDD Others RPS/2315/2022 RM-E-G1550

EHEC VT1+VT2 Test 
Kit(Colloidal Gold)

IVDD Others RPS/2315/2022 RM-E-G1615

E. coli O157+VT1+VT2 Combo 
Test Kit (Colloidal Gold)

IVDD Others RPS/2315/2022 RM-E-G1605

dsDNA IgG Chemiluminescent 
Immunoassay Kit

IVDD Others RPS/2315/2022 RM-E-G1549

Desmoglein-3 (DSG3) ELISA Kit IVDD Others RPS/2315/2022 RM-E-G1548

Crypto+Giardia+Entamoeba 
Combo Test Kit (Colloidal Gold)

IVDD Others RPS/2315/2022 RM-E-G1610

Crypto+Giardia Combo Test Kit 
(Colloidal Gold)

IVDD Others RPS/2315/2022 RM-E-G1611

Clostridium difficile Toxin A+B 
Combo Test Kit(Colloidal Gold)

IVDD Others RPS/2315/2022 RM-E-G1604

Clostridium difficile GDH+Toxin 
A+B+Lactoferrin Combo Test 
Kit(Colloidal Gold)

IVDD Others RPS/2315/2022 RM-E-G1609

Clostridium difficile GDH+Toxin 
A+B Combo Test Kit (Colloidal 
Gold)

IVDD Others RPS/2315/2022 RM-E-G1608

Cholylglycine (CG) 
Chemiluminescent 
Immunoassay Kit

IVDD Others RPS/2315/2022 RM-E-G1570

CDT ELISA Kit IVDD Others RPS/2315/2022 RM-E-G1528

Carbohydrate-Deficient 
Transferrin (CDT) ELISA Kit

IVDD Others RPS/2315/2022 RM-E-G1522

Calprotectin 50+200 Test Kit 
(Colloidal Gold)

IVDD Others RPS/2315/2022 RM-E-G1623
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Beta 2 Glycoprotein 1 IgM 
ELISA Kit

IVDD Others RPS/2315/2022 RM-E-G1514

Anti-Trophoblast Antibody 
ELISA Kit

IVDD Others RPS/2315/2022 RM-E-G1598

Anti-Thyroid Microsome 
Antibody ELISA Kit

IVDD Others RPS/2315/2022 RM-E-G1599

Anti-Sp100 ELISA Kit IVDD Others RPS/2315/2022 RM-E-G1547

Anti-SLA ELISA Kit IVDD Others RPS/2315/2022 RM-E-G1546

Anti-Scl-70 ELISA Kit IVDD Others RPS/2315/2022 RM-E-G1559

Anti-Respiratory Syncytial Virus 
IgG ELISA Kit

IVDD Others RPS/2315/2022 RM-E-G1582

Anti-PM-Scl (IgG) ELISA Kit IVDD Others RPS/2315/2022 RM-E-G1576

Anti-Nucleosome ELISA Kit IVDD Others RPS/2315/2022 RM-E-G1543

Anti-M2-3E ELISA Kit IVDD Others RPS/2315/2022 RM-E-G1542

Anti-LKM1 ELISA Kit IVDD Others RPS/2315/2022 RM-E-G1575

Anti-Keratin Antibody ELISA Kit IVDD Others RPS/2315/2022 RM-E-G1530

Anti-Jo-1 ELISA Kit IVDD Others RPS/2315/2022 RM-E-G1560

Anti-Islet Cell Antibodies (ICA) 
ELISA Kit

IVDD Others RPS/2315/2022 RM-E-G1541

Anti-IA2 Antibody 
Chemiluminescent 
Immunoassay Kit

IVDD Others RPS/2315/2022 RM-E-G1540

Anti-Gliadin IgG ELISA Kit IVDD Others RPS/2315/2022 RM-E-G1583

Anti-GBM ELISA Kit IVDD Others RPS/2315/2022 RM-E-G1526

Anti-GAD ELISA Kit IVDD Others RPS/2315/2022 RM-E-G1573

Anti-Deoxyribonuclease B 
Antibody ELISA Kit

IVDD Others RPS/2315/2022 RM-E-G1584

Anti-Bullous Pemphigoid 180 
Antibody (Anti-BP180-Ab) 
ELISA Kit

IVDD Others RPS/2315/2022 RM-E-G1537

Anti- CCP Test Kit 
(Immunoturbidimetric Assay)

IVDD Others RPS/2315/2022 RM-E-G1531

Androstenedione ELISA Kit IVDD Others RPS/2315/2022 RM-E-G1525

Alkaline phosphatase Test Kit 
(Immunoturbidimetric Assay)

IVDD Others RPS/2315/2022 RM-E-G1527

Aldosterone ELISA Kit IVDD Others RPS/2315/2022 RM-E-G1577
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Product Name REGULATION CLASSIFICATION RPS (AEMPS) Model

Aldosterone Chemiluminescent 
Immunoassay Kit

IVDD Others RPS/2315/2022 RM-E-G1578

25-OH Vitamin D 
Chemiluminescent 
Immunoassay Kit

IVDD Others RPS/2315/2022 RM-E-G1520


