
 

 
 
 
 
 

EC Declaration of Conformity 
 

 

Manufacturer: 

CITEST DIAGNOSTICS INC. 

170-422 Richards Street, Vancouver BC V6B 2Z4 Canada 

Single Registration Number: CA-MF-000022516 

 

European Representative: 

VIDAQUICK BIOTECH S.L. 

         No.132, Rosello Street, Barcelona, Barcelona Province, 08036, Spain 

Single Registration Number: ES-AR-000048138 

 

Herewith declare that the products described below: 

 

Product name: Refer to Attachment I 

Cat No: Refer to Attachment I 

Classification: Self-declaration of IVDD 98/79/EC 

Conformity Assessment Route: IVDD 98/79/EC Annex III (including section 6) 

 

meet the transposition into national law, the provisions of the following EC Council 

Directives and Standards. All supporting documentations are retained under the 

premises of the manufacturer. 

 

General applicable directives: 

DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE 

COUNCIL of 27 October 1998 on in vitro diagnostic medical devices 

 

Standard Applied: EN ISO 13485:2016, EN ISO 14971:2019, EN 13975:2003, EN 

ISO 18113-1:2011, EN ISO 18113-2:2011, ISO 20916:2019, EN ISO 23640:2015, EN 

13641:2002, EN ISO 15223-1:2021, EN 62366-1:2015 

 

These products are covered by the declaration of conformity signed on 25/05/2022. 

This has had to be amended only as far as change of EC REP is concerned.   

As the Manufacturer we declare that:  

- The products continue to comply with the provisions of Directive 98/79/EC;  

- There are no significant changes in the design or intended purpose;  

- The products do not present a risk to the health or safety of the patient, users or other 

persons or to other aspects of public health protection. 

 

 

Place, Date:        Vancouver, June 26, 2025 

Signature:           

Name:             Fu Yanping 

Title:              General Manager 

  



 EC Declaration of Conformity  

Version 1.0 

Citest Diagnostics Inc. 

170-422, Richards Street, Vancouver BC V6B 2Z4, Canada 

 

Attachment I Product List- Infectious Disease 

 

Cat.No. Product Name Certificate No. 
Classification under 

IVDD 

IAD-CT607 Adenovirus Rapid Test (Feces) RPS/1159/2025 Self-declaration Others 

IRO-CT607 Rotavirus Rapid Test (Feces) RPS/1159/2025 Self-declaration Others 

INO-CT607 Norovirus Rapid Test (Feces) RPS/1159/2025 Self-declaration Others 

IRAC-CT627 
Rotavirus and Adenovirus Combo Rapid Test 

(Feces) 
RPS/1159/2025 Self-declaration Others 

INRA-CT637 
Norovirus, Rotavirus and Adenovirus Combo 

Rapid Test (Feces) 
RPS/1160/2025 Self-declaration Others 

IMVD-CT647 
Norovirus, Rotavirus, Adenovirus and 

Astrovirus Combo Rapid Test  (Feces) 
RPS/1160/2025 Self-declaration Others 

ICAM-CT607 Campylobacter Rapid Test (Feces) RPS/1160/2025 Self-declaration Others 

ICD-CT637 
Clostridium difficile GDH+ Toxin A +Toxin B 

Combo Rapid Test (Feces) 
RPS/1160/2025 Self-declaration Others 

IHP-CT607 H. pylori Antigen Rapid Test (Feces) RPS/1160/2025 Self-declaration Others 

IVCAB-CT627 
Vibrio cholerae  O1/O139 Combo Rapid Test 

(Feces) 
RPS/1160/2025 Self-declaration Others 

ISHF-CT602 
Shigella Flexneri Antigen Rapid Test Cassette 

(Feces) 
RPS/1160/2025 Self-declaration Others 

ISHF-CT607 Shigella Flexneri Antigen Rapid Test (Feces) RPS/1160/2025 Self-declaration Others 

ISHS-CT602 
Shigella Sonnei Antigen Rapid Test Cassette 

(Feces) 
RPS/1160/2025 Self-declaration Others 

ISHS-CT607 Shigella Sonnei Antigen Rapid Test (Feces) RPS/1160/2025 Self-declaration Others 

ISH-CT627 Shigella Rapid Test (Feces) RPS/1160/2025 Self-declaration Others 

IDZC-CT445 
Dengue/Zika/Chikungunya Combo Rapid Test 

Cassette (WB/S/P) 
RPS/1166/2025 Self-declaration Others 

IDCZ-CT435 

MHCD-CT435 

Dengue/Chikungunya/Zika Combo Rapid Test 

Cassette (WB/S/P) 
RPS/1166/2025 Self-declaration Others 

ITYG-CT402 Typhoid IgG Rapid Test Cassette (WB/S/P) RPS/1166/2025 Self-declaration Others 

ITYM-CT402 Typhoid IgM Rapid Test Cassette (WB/S/P) RPS/1166/2025 Self-declaration Others 

ISTY-CT607 Salmonella Typhi Antigen Rapid Test (Feces) RPS/1166/2025 Self-declaration Others 

ISPT-CT607 
Salmonella paratyphi Antigen Rapid Test 

(Feces) 
RPS/1166/2025 Self-declaration Others 

ISTP-CT627 
Salmonella typhi and paratyphi Antigen Combo 

Rapid Test (Feces) 
RPS/1166/2025 Self-declaration Others 

ISTPB-CT625 
Salmonella typhi and paratyphi B Antigen 

Combo Rapid Test (Feces) 
RPS/1166/2025 Self-declaration Others 

ISTPB-CT627 
Salmonella typhi and paratyphi B Antigen 

Combo Rapid Test (Feces) 
RPS/1166/2025 Self-declaration Others 

ISIC-CT502 
SARS-CoV-2 and Influenza A+B Antigen 

Combo Rapid Test (Swab) 
RPS/1166/2025 Self-declaration Others 

IRTA-CT545 
Adenovirus/RSV/HMPV/Influenza A+B 

Combo Rapid Test (Nasopharyngeal Swab) 
RPS/1166/2025 Self-declaration Others 

IRTA-CT555 

Adenovirus/RSV/HMPV/SARS-CoV-2/Influen

za A+B Combo Rapid Test (Nasopharyngeal 

Swab) 

RPS/1166/2025 Self-declaration Others 

IRTB-CT555 
Adenovirus/RSV/HMPV/HPIV/Influenza A+B 

Combo Rapid Test (Nasopharyngeal Swab) 
RPS/1166/2025 Self-declaration Others 

IPIV-CT502 HPIV Rapid Test (Nasopharyngeal Swab) RPS/1166/2025 Self-declaration Others 

IHMPV-CT502 HMPV Rapid Test  (Nasopharyngeal Swab) RPS/1166/2025 Self-declaration Others 

IME-CT402 Measles IgG/IgM Rapid Test (WB/S/P) RPS/1166/2025 Self-declaration Others 

ISG-302 HSV 1/2 IgG  Rapid Test (S/P) RPS/1175/2025 Self-declaration Others 
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ISG-402 HSV 1/2 IgG  Rapid Test (WB/S/P) RPS/1175/2025 Self-declaration Others 

ISM-302 HSV 1/2 IgM  Rapid Test (S/P) RPS/1175/2025 Self-declaration Others 

ISM-402 HSV 1/2 IgM  Rapid Test (WB/S/P) RPS/1175/2025 Self-declaration Others 

ISGM-302 HSV 1/2  IgG/IgM  Rapid Test (S/P) RPS/1175/2025 Self-declaration Others 

ISGM-402 HSV 1/2  IgG/IgM  Rapid Test (WB/S/P) RPS/1175/2025 Self-declaration Others 

IVPH-504 Vaginal pH Rapid Test (Vaginal Secretion) RPS/1175/2025 Self-declaration Others 

ICA-502 
Candida Albicans Rapid Test (Vaginal 

Secretion) 
RPS/1175/2025 Self-declaration Others 

ITV-502 
Trichomonas Vaginalis Rapid Test (Vaginal 

Swab） 
RPS/1175/2025 Self-declaration Others 

ISB-501/ 

ISB-502 
Strep B Rapid Test (Swab) RPS/1175/2025 Self-declaration Others 

IGO-502 Gonorrhea Rapid Test (Swab) RPS/1175/2025 Self-declaration Others 

IAD-602 Adenovirus Rapid Test (Feces) RPS/1175/2025 Self-declaration Others 

IRAC-625 
Rotavirus and Adenovirus Combo Rapid Test 

(Feces) 
RPS/1175/2025 Self-declaration Others 

INRA-635 
Norovirus, Rotavirus and Adenovirus Combo 

Rapid Test (Feces) 
RPS/1175/2025 Self-declaration Others 

IAS-602/IAS-6

07 
Astrovirus Rapid Test (Feces) RPS/1175/2025 Self-declaration Others 

IMVD-645 
Norovirus, Rotavirus, Adenovirus and 

Astrovirus Combo Rapid Test (Feces) 
RPS/1175/2025 Self-declaration Others 

ICAM-602 Campylobacter Rapid Test (Feces) RPS/1175/2025 Self-declaration Others 

IVCA-602 Vibrio cholerae O1 (VC O1) Rapid Test (Feces) RPS/1175/2025 Self-declaration Others 

IVCB-602 
Vibrio cholerae O139 (VC O139) Rapid Test 

(Feces) 
RPS/1175/2025 Self-declaration Others 

IVCAB-625 
Vibrio cholerae  O1/O139 Combo Rapid Test 

(Feces) 
RPS/1175/2025 Self-declaration Others 

ICDG-602 Clostridium difficile GDH Rapid Test (Feces) RPS/1175/2025 Self-declaration Others 

ICDT-625B 
Clostridium difficile Toxin A +Toxin B Combo 

Rapid Test (Feces) 
RPS/1175/2025 Self-declaration Others 

ICD-635B 
Clostridium difficile GDH+ Toxin A +Toxin B 

Combo Rapid Test (Feces) 
RPS/1186/2025 Self-declaration Others 

IRO-602 Rotavirus Rapid Test (Feces) RPS/1186/2025 Self-declaration Others 

INO-602 Norovirus Rapid Test (Feces) RPS/1186/2025 Self-declaration Others 

IHP-302 H. pylori Antibody Rapid Test (S/P) RPS/1186/2025 Self-declaration Others 

IHP-402 H. pylori Antibody Rapid Test (WB/S/P) RPS/1186/2025 Self-declaration Others 

IHP-602 

MHP-602 
H. pylori Antigen Rapid Test (Feces) RPS/1186/2025 Self-declaration Others 

ICHA-302 Chagas Rapid Test (S/P) RPS/1186/2025 Self-declaration Others 

ICHA-402 Chagas Rapid Test (WB/S/P) RPS/1186/2025 Self-declaration Others 

ICHI-302 Chikungunya IgG/IgM Rapid Test (S/P) RPS/1186/2025 Self-declaration Others 

ICHI-402 Chikungunya IgG/IgM Rapid Test (WB/S/P) RPS/1186/2025 Self-declaration Others 

IDEN-402 Dengue  IgG/IgM Rapid Test (WB/S/P) RPS/1186/2025 Self-declaration Others 

IDES-402 Dengue NS1 Rapid Test (WB/S/P) RPS/1186/2025 Self-declaration Others 

IDEC-425 
Dengue IgG/IgM And NS1 Combo Rapid Test 

(WB/S/P) 
RPS/1186/2025 Self-declaration Others 

IGL-602 Giardia Lamblia Rapid Test (Feces) RPS/1186/2025 Self-declaration Others 

ICR-602 Cryptosporidium Rapid Test (Feces) RPS/1186/2025 Self-declaration Others 

ICGC-625 
Cryptosporidiumand Giardia Lamblia Combo 

Rapid Test  (Feces) 
RPS/1186/2025 Self-declaration Others 

IEGC-602 Entamoeba/Giardia/Crypto Rapid Test  (Feces) RPS/1186/2025 Self-declaration Others 
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IEGC-635 
Entamoeba/Giardia/Crypto Combo Rapid Test 

(Feces) 
RPS/1186/2025 Self-declaration Others 

IEGC-602/IEG

C-635 
Entamoeba/Giardia/Crypto Rapid Test  (Feces) RPS/1186/2025 Self-declaration Others 

IEH-602 Entamoeba Histolytica Rapid Test (Feces) RPS/1186/2025 Self-declaration Others 

IZIG-402 Zika NS1 Rapid Test (WB/S/P) RPS/1186/2025 Self-declaration Others 

IZIB-402 Zika IgG/IgM Rapid Test (WB/S/P) RPS/1186/2025 Self-declaration Others 

IZIC-425 
Zika IgG/IgM and NS1 Combo Rapid Test 

(WB/S/P) 
RPS/1186/2025 Self-declaration Others 

IFIL-302 Filariasis IgG/IgM Rapid Test (S/P) RPS/1186/2025 Self-declaration Others 

IFIL-402 Filariasis IgG/IgM Rapid Test (WB/S/P) RPS/1186/2025 Self-declaration Others 

ITY-402 Typhoid Rapid Test (WB/S/P) RPS/1186/2025 Self-declaration Others 

ISTY-602 Salmonella Typhi Antigen Rapid Test (Feces) RPS/1186/2025 Self-declaration Others 

ISPT-602 
Salmonella paratyphi Antigen Rapid Test 

Cassette (Feces) 
RPS/1186/2025 Self-declaration Others 

ISTP-625 
Salmonella typhi and paratyphi Antigen Combo 

Rapid Test Cassette (Feces) 
RPS/1186/2025 Self-declaration Others 

ILEI-402 Leishmania IgG/IgM Rapid Test (WB/S/P) RPS/1186/2025 Self-declaration Others 

ILEP-402 Leptospira IgG/IgM Rapid Test (WB/S/P) RPS/1187/2025 Self-declaration Others 

IHA-302 HAV IgM Rapid Test (S/P) RPS/1187/2025 Self-declaration Others 

IHA-402 HAV IgM Rapid Test (WB/S/P) RPS/1187/2025 Self-declaration Others 

IHAGM-425 

MHH-425 

HAV IgG/IgM Combo Rapid Test Cassette

（WB/S/P） 
RPS/1187/2025 Self-declaration Others 

IHAGM-325 HAV IgG/IgM Combo Rapid Test (S/P) RPS/1187/2025 Self-declaration Others 

IHE-302 HEV IgG/IgM Rapid Test (S/P) RPS/1187/2025 Self-declaration Others 

ISY-301/ 

ISY-302 
Syphilis Rapid Test (S/P) RPS/1187/2025 Self-declaration Others 

ISY-401/ISY-4

02 
Syphilis Rapid Test (WB/S/P) RPS/1187/2025 Self-declaration Others 

IMA-402 Malaria P.f. Rapid Test (WB) RPS/1187/2025 Self-declaration Others 

IMPN-402 Malaria P.f./ Pan Rapid Test (WB) RPS/1187/2025 Self-declaration Others 

IMPV-402 Malaria P.f./P.v. Rapid Test (WB) RPS/1187/2025 Self-declaration Others 

IMP-425 
Mycoplasma pneumoniae IgG/IgM Combo 

Rapid Test (WB/S/P) 
RPS/1187/2025 Self-declaration Others 

IMPM-402 
Mycoplasma Pneumoniae IgM Rapid Test 

(WB/S/P) 
RPS/1187/2025 Self-declaration Others 

IMP-502 
Mycoplasma pneumoniae Antigen Rapid Test  

(Swab) 
RPS/1187/2025 Self-declaration Others 

ISP-102 
Streptococcus pneumoniae Antigen Rapid Test 

(Urine) 
RPS/1187/2025 Self-declaration Others 

ISLC-125 
Streptococcus pneumoniae and Legionella 

pneumophila Combo Rapid Test (Urine) 
RPS/1187/2025 Self-declaration Others 

IAD-502 
Adenovirus pneumoniae Antigen Rapid Test 

(Swab) 
RPS/1187/2025 Self-declaration Others 

ICRG-402 
Cryptococcus Antigen Rapid Test 

(WB/S/P/CSF) 
RPS/1187/2025 Self-declaration Others 

IIN-501/IIN-50

2 

Influenza A+B Rapid Test (Swab/Nasal 

Aspirate) 
RPS/1187/2025 Self-declaration Others 

IFLA-501/IFL

A-502 
Influenza A Rapid Test (Swab/Nasal Aspirate) RPS/1187/2025 Self-declaration Others 

IRS-502 
RSV Rapid Test (Nasopharyngeal swab/Nasal 

Aspirate) 
RPS/1187/2025 Self-declaration Others 
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IRIC-525 
RSV&Influenza A+B Combo Rapid Test 

(Swab/Nasal Aspirate) 
RPS/1187/2025 Self-declaration Others 

IARC-525 
Adenovirus&RSV Combo Rapid Test 

(Nasopharyngeal Swab) 
RPS/1187/2025 Self-declaration Others 

IARI-535 
Adenovirus, RSV and Influenza A+B Combo 

Rapid Test (Swab) 
RPS/1187/2025 Self-declaration Others 

INCP-402/INC

P-402B 
2019-nCoV IgG/IgM Rapid Test (WB/S/P) RPS/1187/2025 Self-declaration Others 

INCP-411A/IN

CP-411B/ICOV

-402/ICOV-411

/INCP-CTR402 

COVID-19 IgG/IgM Rapid Test (WB/S/P) RPS/1187/2025 Self-declaration Others 

INCP-402S 
2019-nCoV IgG/IgM Rapid Test Singles Use 

Kit (WB) 
RPS/1187/2025 Self-declaration Others 

ICOV-502/ 

INCP-CTR502 
COVID-19 Antigen Rapid Test (Swab) RPS/1187/2025 Self-declaration Others 

INMC-425 
COVID-19 and M.pneumoniae IgG/IgM Combo 

Rapid Test  (WB/S/P) 
RPS/1187/2025 Self-declaration Others 

INCPG-402/41

1 
COVID-19 IgG Rapid Test (WB/S/P) RPS/1187/2025 Self-declaration Others 

INMCG-425 
COVID-19 and M.pneumoniae IgG Combo 

Rapid Test (WB/S/P) 
RPS/1188/2025 Self-declaration Others 

ICN-CT402 
SARS-CoV-2 Neutralization Antibody Rapid 

Test 
RPS/1188/2025 Self-declaration Others 

ICS-CT402 SARS-CoV-2 S-RBD Antibody Rapid Test RPS/1188/2025 Self-declaration Others 

ICSG-CT402 SARS-CoV-2 S-RBD IgG Antibody Rapid Test RPS/1188/2025 Self-declaration Others 

ICIC-525 
COVID-19 and Influenza A+B Antigen Combo 

Rapid Test ( Nasopharyngeal Swab) 
RPS/1188/2025 Self-declaration Others 

ISIR-CT535 
SARS-CoV-2/Influenza A+B/RSV Antigen 

Combo Rapid Test 
RPS/1188/2025 Self-declaration Others 

IRT- CT545 
SARS-CoV-2/Influenza A+B/RSV/Adenovirus 

Antigen Combo Rapid Test 
RPS/1188/2025 Self-declaration Others 

IRT- CT555 

MHR-CT555 

SARS-CoV-2/Influenza 

A+B/RSV/Adenovirus/M.pneumoniae  

Antigen Combo Rapid Test 

RPS/1188/2025 Self-declaration Others 

INCP-CT501 
COVID-19 Antigen Rapid Test Strip 

(Nasopharyngeal Swab) 
RPS/1188/2025 Self-declaration Others 

INCP-CT802 COVID-19 Antigen Rapid Test (Oral fluid) RPS/1188/2025 Self-declaration Others 

IFA-502/501 H1N1 Rapid Test (Swab) RPS/1188/2025 Self-declaration Others 

IINA-525 
Influenza A/B +H1N1 Combo Rapid Test 

(Swab) 
RPS/1188/2025 Self-declaration Others 

IECG-402 EBV VCA IgG Rapid Test (WB/S/P) RPS/1188/2025 Self-declaration Others 

IENG-402 EBNA IgG Rapid Test  (WB/S/P) RPS/1188/2025 Self-declaration Others 

IECNG-425 
EBV VCA and EBNA IgG Combo Rapid 

Test(WB/S/P) 
RPS/1188/2025 Self-declaration Others 

IST-501/IST-50

2 

Strep A Rapid Test  (Control Line in 

Red)(Throat Swab) 
RPS/1188/2025 Self-declaration Others 

ISTB-501/ISTB

-502 

Strep A Rapid Test  (Control Line in 

Blue)(Throat Swab) 
RPS/1188/2025 Self-declaration Others 

ITB-402 Tuberculosis (TB) Rapid Test (WB/S/P) RPS/1188/2025 Self-declaration Others 

ILEG-102 Legionella pneumophila Rapid Test (Urine) RPS/1188/2025 Self-declaration Others 
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IMO-402 MONO Rapid Test (WB/S/P) RPS/1188/2025 Self-declaration Others 

ILY-402 Lyme IgG/IgM Rapid Test (WB/S/P) RPS/1188/2025 Self-declaration Others 

ITSU-402 Scrub Typhus IgG/IgM Rapid Test (WB/S/P) RPS/1188/2025 Self-declaration Others 

IMXG-CT402 Monkeypox Virus Antigen Rapid Test(WB/S/P)    RPS/1188/2025 Self-declaration Others 

IMXB-CT402     
Monkeypox Virus Antibody Rapid 

Test(WB/S/P) 
RPS/1188/2025 Self-declaration Others 

ITE-402/ITE-R

402SQ 
Tetanus Rapid Test (WB/S/P) RPS/1188/2025 Self-declaration Others 

INCP-CT803 
SARS-CoV-2(COVID-19) Antigen Rapid Test 

(Oral Fluid) 
RPS/1222/2025 Self-declaration Others 

IMPVF-402 
Malaria P.f./P.v./Pan Rapid Test Cassette 

(Whole Blood) 
RPS/1222/2025 Self-declaration Others 

IBA-402 
Brucella Abortus Antigen Rapid Test Cassette 

(Whole Blood/Serum/Plasma) 
RPS/1222/2025 Self-declaration Others 

IECA-CT402 
EBV VCA IgA Rapid Test Cassette (Whole 

Blood/Serum/Plasma) 
RPS/1222/2025 Self-declaration Others 

IMEG-CT402 
Measles IgG Antibody Rapid Test (Whole 

Blood/Serum/Plasma) 
RPS/1222/2025 Self-declaration Others 

ICNP-CT402 
COVID-19 Nucleocapsid Protein Antibody 

Rapid Test 
RPS/1222/2025 Self-declaration Others 

IEVM-CT402 
EV71 IgM Antibody Rapid Test (Whole 

Blood/Serum/Plasma) 
RPS/1222/2025 Self-declaration Others 

IVZM-CT402 
Varicella Zoster Virus IgM Rapid Test (Whole 

Blood/Serum/Plasma) 
RPS/1222/2025 Self-declaration Others 

ISH-CT625 Shigella Rapid Test Cassette (Feces) RPS/1222/2025 Self-declaration Others 

IVCAI-CT602 
Vibrio Cholera O1 Inaba (VC O1 Inaba) Rapid 

Test Cassette (Feces) 
RPS/1223/2025 Self-declaration Others 

IVCAO-CT602 
Vibrio Cholera O1 Ogawa (VC O1 Ogawa ) 

Rapid Test Cassette (Feces) 
RPS/1223/2025 Self-declaration Others 

IHVGM-CT402 Hantavirus IgG/IgM Rapid Test Cassette RPS/1223/2025 Self-declaration Others 

ISGMA-CT402 HSV 1 IgG/IgM Rapid Test Cassette RPS/1223/2025 Self-declaration Others 

ISGMB-CT402 HSV 2 IgG/IgM Rapid Test Cassette RPS/1223/2025 Self-declaration Others 

ICO-CTP50 SARS-COV-2 RT-qPCR Assay RPS/1225/2025 Self-declaration Others 

IRT9-CT555/ 

IRTC-CT5X5 

Multiplex Respiratory Antigen Rapid Test 

(Swab) 
RPS/1466/2025 Self-declaration Others 

ITY-302 Typhoid Rapid Test Cassette (Serum/Plasma) RPS/1584/2025 Self-declaration Others 

IMA-401 Malaria P.f. Rapid Test Dipstick (Whole Blood) RPS/1584/2025 Self-declaration Others 

IHP-601 H.pylori Antigen Rapid Test Dipstick (Feces) RPS/1584/2025 Self-declaration Others 

ITY-401 
Typhoid Rapid Test Dipstick (Whole 

Blood/Serum/Plasma) 
RPS/1584/2025 Self-declaration Others 

ITB-401 
Tuberculosis Rapid Test Dipstick (Whole 

Blood/Serum/Plasma) 
RPS/1584/2025 Self-declaration Others 

ISGM-325 
HSV 1/2 IgG/IgM Combo Rapid Test 

Cassette(Serum/Plasma) 
RPS/1584/2025 Self-declaration Others 

ISGM-425 
HSV 1/2 IgG/IgM Combo Rapid Test Cassette 

(Whole Blood/Serum/Plasma) 
RPS/1584/2025 Self-declaration Others 

IHP-401 
H. pylori Antibody Rapid Test Dipstick (Whole 

Blood/Serum/Plasma) 
RPS/1584/2025 Self-declaration Others 

IEV-CT602  Enterovirus Antigen Rapid Test (Feces) RPS/1584/2025 Self-declaration Others 

IRTC-CT5X5/I

RT9-CT555 

Multiplex Respiratory Antigen Rapid Test 

(Swab) 
RPS/1584/2025 Self-declaration Others 
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ICOV-501/511  
Covid-19 Antigen Rapid Test (Nasopharyngeal 

Swab) 
RPS/1584/2025 Self-declaration Others 

ICT-525 
H Candida albicans and Trichomonas Vaginalis 

Combo Rapid Test (Vaginal Swab) 
RPS/1584/2025 Self-declaration Others 

IEGC-CT637 
Entamoeba+Giardia+Crypto Combo Rapid Test 

(Feces) 
RPS/1584/2025 Self-declaration Others 

IHP-CT902/IH

P-CT904 
H.pylori Rapid Test (Tartar) RPS/1584/2025 Self-declaration Others 

IMT-902 
Mycobacterium tuberculosis Antigen Rapid 

Test (Sputum Culture) 
RPS/1584/2025 Self-declaration Others 

IRHV-CT502 Rhinovirus Rapid Test (Nasopharyngeal Swab) RPS/1584/2025 Self-declaration Others 

IVC-CT602 

IVC-CT635 

Vibrio Cholerae O139, O1 Ogawa & Inaba 

Combo Rapid Test (Feces) 
RPS/1584/2025 Self-declaration Others 

IWNGM-CT40

2 

West Nile Virus IgG/IgM Rapid Test(Whole 

Blood/Serum/Plasma) 
RPS/1584/2025 Self-declaration Others 

IARI-535C 

Adenovirus/RSV/Influenza A+B Combo Rapid 

Test Cassette with Control (Nasopharyngeal 

Swab) 

RPS/1780/2025 Self-declaration Others 

ICD-635BC 

Clostridium difficile GDH+ Toxin A +Toxin B 

Combo Rapid Test Cassette with Control 

(Feces) 

RPS/1780/2025 Self-declaration Others 

ICDG-602C 
Clostridium difficile GDH Rapid Test Cassette 

with Control (Feces) 
RPS/1780/2025 Self-declaration Others 

ICDT-625BC 
Clostridium difficile Toxin A + Toxin B Combo 

Rapid Test Cassette with Control (Feces) 
RPS/1780/2025 Self-declaration Others 

IHP-402C 
H. pylori Antibody Rapid Test Cassette with 

Control (Whole Blood/Serum/Plasma) 
RPS/1780/2025 Self-declaration Others 

IHP-602C 
H.pylori Antigen Rapid Test Cassette with 

Control (Feces) 
RPS/1780/2025 Self-declaration Others 

IMPN-402C 
Malaria P.f. /Pan Rapid Test Cassette with 

Control (Whole Blood) 
RPS/1780/2025 Self-declaration Others 

IMVD-645C 
Norovirus+Rotavirus+Adenovirus+Astrovirus 

Combo Rapid Test Cassette (Feces) 
RPS/1780/2025 Self-declaration Others 

INO-602C 
Norovirus Rapid Test Cassette with Control 

(Feces) 
RPS/1780/2025 Self-declaration Others 

IRAC-625C 
Rotavirus and Adenovirus Combo Rapid Test 

Cassette with Control (Feces) 
RPS/1780/2025 Self-declaration Others 

IRS-502C 
RSV Rapid Test Cassette with Control 

(Nasopharyngeal Swab/Nasal Aspirate) 
RPS/1780/2025 Self-declaration Others 

ISIR-CT535C 

SARS-CoV-2/Influenza A+B/RSV Antigen 

Combo Rapid Test with Control 

(Nasopharyngeal Swab) 

RPS/1780/2025 Self-declaration Others 

ISTB-502C 
Strep A Rapid Test Cassette With control 

(Throat Swab) 
RPS/1780/2025 Self-declaration Others 

IMO-402C 
MONO Rapid Test Cassette With control 

(Whole Blood/Serum/Plasma) 
RPS/1780/2025 Self-declaration Others 

RTBPCI Bordetella pertussis Antigen Rapid Test RPS/2039/2025 Self-declaration Others 

RTBPMCI Bordetella pertussis lgM Rapid Test RPS/2039/2025 Self-declaration Others 

RTINBCI Influenza A+B Rapid Test Cassette RPS/2039/2025 Self-declaration Others 

RTCALBCI Calprotectin Semi-quantitative Rapid Test RPS/2218/2025 Self-declaration Others 

RTPTCI Parathyroid Hormone (PTH) Rapid Test RPS/2218/2025 Self-declaration Others 

 

 


