CERTIFICATE
EC REP ECREP20220708.2

Ver: CERT-202110.V1

CMC

x *\T;)y]f DEVICES

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 | 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.
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CERTIFICATE
EC REP ECREP20220708.2

Ver: CERT-202110.V1

ANNEX |

Product Name CLASSIFICATION REGULATION RPS (AEMPS) Incluir en
Certificado
Zika virus, Dengue virus Others IVDD RPS/4445/2022 Si

(universal) and
Chikungunya fever virus
Detecting Kit (Fluorescence
PCR Method)

Yersinia pestis Detecting Others IVDD RPS/4445/2022 Si
Kit (Fluorescence PCR

Method)

Yersinia enterocolitica Others IVDD RPS/4445/2022 Si

Detecting Kit (Fluorescence
PCR Method)

Vibrio vulnificus Detecting Others IVDD RPS/4445/2022 Si
Kit(Fluorescence PCR

Method)

Vibrio parahaemolyticus Others IVDD RPS/4445/2022 Si

(TLH, TDH and TRH Gene)
Detecting Kit(Fluorescence
PCR Method)

Vibrio cholerae (O1 and Others IVDD RPS/4445/2022 Si
0139) Detecting
Kit(Fluorescence PCR
Method)

Vibrio cholerae (CTXAB Others IVDD RPS/4445/2022 Si
gene) and Vibrio
parahaemolyticus (TDH
gene) detecting
kit(Fluorescence PCR

Method)
Urea Test Strips Others IVDD RPS/4445/2022 Si
Total Triiodothyronine Others IVDD RPS/4445/2022 Si

Chemiluminescent
Immunoassay Kit
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Total Thyroxine(TT4)Test Others IVDD RPS/4445/2022 Si
Kit (Fluorescence

Immunochromatography)

Tissue type plasminogen Others IVDD RPS/4445/2022 Si

activator - plasminogen
activator inhibitor 1
Complex
Chemiluminescent
Immunoassay Kit
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CERTIFICATE
EC REP ECREP20220708.2

Ver: CERT-202110.V1

Product Name CLASSIFICATION REGULATION RPS (AEMPS) Incluir en
Certificado
Staphylococcus aureus and | Others IVDD RPS/4445/2022 Si

Methicillin-resistant
Staphylococcus aureus
Detecting Kit(Fluorescence
PCR Method)

Soluble Growth Stimulating | Others IVDD RPS/4445/2022 Si
Express Gene 2(sST2)
Chemiluminescent
Immunoassay Kit

SARS-CoV-2, Influenza A others VDD RPS/4445/2022 Si
Virus, Influenza B Virus,
and RSV Virus Nucleic
Acid Detection Kit
(Fluorescence RT-PCR

Method)

SARS-COV-2 Neutralizing Others IVDD RPS/4445/2022 Si
Antibody Test Kit(CLIA)

SARS-CoV-2 IgM Test Kit Others IVDD RPS/4445/2022 Si
(CLIA)

Salmonella and Shigella Others IVDD RPS/4445/2022 Si

Detecting Kit(Fluorescence
PCR Method)

Reverse Triiodothyronine Others IVDD RPS/4445/2022 Si
(rT3) Chemiluminescent
Immunoassay Kit

Respiratory Syncytial Virus Others IVDD RPS/4445/2022 Si
Type A and B Detecting Kit
(Fluorescence PCR
Method)

Pseudomonas aeruginosa Others IVDD RPS/4445/2022 Si
and Klebsiella pneumoniae
Detecting Kit(Fluorescence
PCR Method)

Proteus bacillus Detecting Others IVDD RPS/4445/2022 Si
Kit(Fluorescence PCR

Method)

Poliovirus Nucleic Acid Others IVDD RPS/4445/2022 Si

Detection Kit (Fluorescence
PCR Method)

Plasmodium vivax Others IVDD RPS/4445/2022 Si
Detecting Kit (Fluorescence
PCR Method)
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Plasmodium ovale Others IVDD RPS/4445/2022 Si
Detecting Kit (Fluorescence
PCR Method)
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CERTIFICATE
EC REP ECREP20220708.2

Ver: CERT-202110.V1

Product Name CLASSIFICATION REGULATION RPS (AEMPS) Incluir en
Certificado
Plasmodium malariae Others IVDD RPS/4445/2022 Si

Detecting Kit (Fluorescence
PCR Method)

Plasmodium falciparum Others IVDD RPS/4445/2022 Si
Detecting Kit (Fluorescence
PCR Method)

Plasmin-alpha2-plasmin Others IVDD RPS/4445/2022 Si
Inhibitor Complex
Chemiluminescent
Immunoassay Kit

PIVKA Il Chemiluminescent | Others IVDD RPS/4445/2022 Si
Immunoassay Kit

Picobirnavirus Detecting Others IVDD RPS/4445/2022 Si
Kit(Fluorescence PCR

Method)

Neisseria gonorrhoeae(NG) | Others IVDD RPS/4445/2022 Si

and Ureaplasma
urealyticum (UU) Detecting
Kit (Fluorescence PCR
Method)

N-terminal Peptide of Others IVDD RPS/4445/2022 Si
Procollagen Type IlI
Chemiluminescent
Immunoassay Kit

KL-6 Chemiluminescent Others IVDD RPS/4445/2022 Si
Immunoassay Kit

Japanese Encephalitis Others IVDD RPS/4445/2022 Si
Virus Detecting Kit
(Fluorescence PCR
Method)

Intestinal Adenovirus Others IVDD RPS/4445/2022 Si
Detecting Kit(Fluorescence
PCR Method)

Influenza A Virus H3N2 Others IVDD RPS/4445/2022 Si
Detecting Kit(Fluorescence
PCR Method)

Influenza A Virus HIN1 Others IVDD RPS/4445/2022 Si
Detecting Kit(Fluorescence
PCR Method)

Influenza A Virus H10 Others IVDD RPS/4445/2022 Si
Subtype Detecting
Kit(Fluorescence PCR
Method)
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CERTIFICATE
EC REP ECREP20220708.2

Ver: CERT-202110.V1

Product Name CLASSIFICATION REGULATION RPS (AEMPS) Incluir en
Certificado
Influenza A Virus Others IVDD RPS/4445/2022 Si

(Universal Type) Detecting
Kit(Fluorescence PCR
Method)

Influenza (A, B and C) Others IVDD RPS/4445/2022 Si
Virus Detecting
Kit(Fluorescence PCR
Method)

IGFBP-3 (Insulin Like Others IVDD RPS/4445/2022 Si
Growth Factor Binding
Protein 3)
Chemiluminescent
Immunoassay Kit

IGF-1 (Insulin-Like Growth Others IVDD RPS/4445/2022 Si
Factor 1)
Chemiluminescent
Immunoassay Kit

Human Parainfluenza Virus | Others IVDD RPS/4445/2022 Si
Type 3 and Type4
Detecting Kit (Fluorescence
PCR Method)

Human Parainfluenza Virus | Others IVDD RPS/4445/2022 Si
Type 1 and Type2
Detecting Kit (Fluorescence
PCR Method)

Human Papilloma virus Others IVDD RPS/4445/2022 Si
Genotyping Detection
Kit(Fluorescence PCR
Method)

Human Epididymis Protein Others IVDD RPS/4445/2022 Si
4 Chemiluminescent
Immunoassay Kit

Human Coronavirus OC43 Others IVDD RPS/4445/2022 Si
and 229E Detecting Kit
(Fluorescence PCR
Method)

Human Coronavirus HKU1 Others IVDD RPS/4445/2022 Si
and NL63 Detecting Kit
(Fluorescence PCR
Method)

HER-2/neu Others IVDD RPS/4445/2022 Si
Chemiluminescent
Immunoassay Kit
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HCY Chemiluminescent Others IVDD RPS/4445/2022 Si
Immunoassay Kit
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CERTIFICATE
EC REP ECREP20220708.2

Ver: CERT-202110.V1

Product Name CLASSIFICATION REGULATION RPS (AEMPS) Incluir en
Certificado
Haemophilus Influenzae Others IVDD RPS/4445/2022 Si

Detecting Kit(Fluorescence
PCR Method)

Gastrin-17 Others IVDD RPS/4445/2022 Si
Chemiluminescent
Immunoassay Kit

Fibrin Degradation Product Others IVDD RPS/4445/2022 Si
Chemiluminescent
Immunoassay Kit

Escherichia coli 0157 and Others IVDD RPS/4445/2022 Si
Listeria monocytogenes
Detecting Kit(Fluorescence
PCR Method)

Enterobacter sakazakii Others IVDD RPS/4445/2022 Si
Detecting Kit (Fluorescence
PCR Method)

Diphtheria bacillus Others IVDD RPS/4445/2022 Si
Detecting Kit(Fluorescence
PCR Method)

Dengue NS1 Ag Test Kit Others IVDD RPS/4445/2022 Si
(Fluorescence

Immunochromatography)

D-Dimer Chemiluminescent | Others IVDD RPS/4445/2022 Si
Immunoassay Kit

Creatinine Test Strips Others VDD RPS/4445/2022 Si
Coxsackie Virus Group A Others IVDD RPS/4445/2022 Si

(CA6 and CA24) Detecting
Kit(Fluorescence PCR
Method)

Campylobacter jejuni Others IVDD RPS/4445/2022 Si
Detecting Kit(Fluorescence
PCR Method)

Bordetella pertussis Others IVDD RPS/4445/2022 Si
Detecting Kit(Fluorescence
PCR Method)
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Blood Glucose Test Strips Others IVDD RPS/4445/2022 Si
Bacillus cereus Detecting Others IVDD RPS/4445/2022 Si
Kit(Fluorescence PCR

Method)

Avian Influenza Virus N9 Others IVDD RPS/4445/2022 Si

Subtype Detecting
Kit(Fluorescence PCR
Method)
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CERTIFICATE
EC REP ECREP20220708.2

Ver: CERT-202110.V1

Product Name CLASSIFICATION REGULATION RPS (AEMPS) Incluir en
Certificado
Avian Influenza Virus N8 Others IVDD RPS/4445/2022 Si

Subtype Detecting
Kit(Fluorescence PCR
Method)

Avian Influenza Virus N6 Others IVDD RPS/4445/2022 Si
Subtype Detecting
Kit(Fluorescence PCR
Method)

Avian Influenza Virus N2 Others IVDD RPS/4445/2022 Si
Subtype Detecting
Kit(Fluorescence PCR
Method)

Avian Influenza Virus N1 Others IVDD RPS/4445/2022 Si
Subtype Detecting
Kit(Fluorescence PCR
Method)

Avian Influenza Virus HON2 | Others IVDD RPS/4445/2022 Si
Detecting Kit(Fluorescence
PCR Method)

Avian Influenza Virus H9 Others IVDD RPS/4445/2022 Si
Subtype Detecting Kit

(Fluorescence PCR

Method)

Avian Influenza Virus H7N9 | Others IVDD RPS/4445/2022 Si

Detecting Kit (Fluorescence
PCR Method)

Avian Influenza Virus H7N7 | Others IVDD RPS/4445/2022 Si
Detecting Kit(Fluorescence
PCR Method)

Avian Influenza Virus H7 Others IVDD RPS/4445/2022 Si
Subtype Detecting
Kit(Fluorescence PCR
Method)

Avian Influenza Virus H5N6 | Others IVDD RPS/4445/2022 Si
Detecting Kit(Fluorescence
PCR Method)

Avian Influenza Virus HSN1 | Others IVDD RPS/4445/2022 Si
Detecting Kit (Fluorescence
PCR Method)

Avian Influenza Virus H5 Others IVDD RPS/4445/2022 Si
Subtype Detecting
Kit(Fluorescence PCR
Method)
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Avian Influenza Virus (H5, Others IVDD RPS/4445/2022 Si
H7 and H9 Subtype)
Detecting Kit(Fluorescence
PCR Method)
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g Product Name CLASSIFICATION REGULATION RPS (AEMPS) Incluir en
-_| Certificado
m Anti-PLA2R Others IVDD RPS/4445/2022 Si
Chemiluminescent
Immunoassay Kit

n Anaplasma Others IVDD RPS/4445/2022 Si
m phagocytophilum Detecting
w Kit (Fluorescence PCR
| Method)
; Aeromonas Detecting Kit Others IVDD RPS/4445/2022 Si
— (Fluorescence PCR
g Method)
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