YourTrustedPartner

STATEMENT

We, ACON Laboratories, Inc., having a registered office at 5850 Oberlin Drive #340, San Diego, CA
92121 authorize SRL Sanmedico having a registered office at A. Corobceanu street 7A, apt. 9, Chisindu,

MD-2012, Moldova

to register, notify, renew or modify the registration of medical devices on the territory of the Republic

of Moldova.

Date: March 18, 2024

Signature: .
,L‘a?.__._ R

Qiyi Xie, Md, MPH
V.P. of Regulatory & Clinical Affairs
ACON Laboratories, Inc.

ACON LABORATORIES, INC. | 5850 OBERLIN DRIVE #340

Digitally signed by Dolgopol Tulian
Date: 2025.03.18 12:42:30 EET
Reason: MoldSign Signature
Location: Moldova

MOLDOVA EUROPEANA

SAN DIEGO, CA 92121 | T 858.875.8000 | F 858.875.8098 | aconlabs.com
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ZERTIFIKAT o CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 104507 0001 Rev. 03

Product Service

Holder of Certificate: ACON Laboratories, Inc.
5850 Oberlin Drive, #340
San Diego CA 92121
USA

Certification Mark:

EN SO 13485

tuvsud.com/ps-cert

Scope of Certificate: Design and Development, Manufacture and distribution
of In Vitro Diagnostic Test Kits and Reagents for the
Determination of Infectious Diseases, Clinical
Chemistry, Drugs of Abuse, Tumor/Cardiac Marker,
Fertility/Pregnancy and Blood Glucose Monitoring
System, Lancing Devices and Lancets

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). All applicable requirements of the testing and certification
regulation of TUV SUD Group have to be complied with. For details and certificate validity see:
www.tuvsud.com/ps-cert?q=cert:Q5 104507 0001 Rev. 03

Report No.: SH22743A01
Valid from: 2022-09-15
Valid until: 2025-09-06

C@t(—v

Date, 2022-09-15 Christoph Dicks
Head of Certification/Notified Body

o)
Page 1 of 2 TOV
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany


http://www.tuvsud.com/ps-cert?q=cert:Q5%20104507%200001%20Rev.%2003%C2%A0
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ZERTIFIKAT o CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 104507 0001 Rev. 03

Product Service

Applied Standard(s): ENISO 134852016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

Facility(ies): ACON Laboratories, Inc.
5850 Oberlin Drive, #340, San Diego CA 92121, USA

Address holder for registration only

ACON Laboratories, Inc.
10125 Mesa Rim Road, San Diego CA 92121, USA

Manufacture and distribution of

In Vitro Diagnostic Test Kits and Reagents for the Determination of
Infectious Diseases, Clinical Chemistry, Drugs of Abuse,
Tumor/Cardiac Marker, Fertility/Pregnancy and Blood Glucose
Monitoring System, Lancing Devices and Lancets

ACON Laboratories, Inc.
6865 Flanders Dr., Suite B, San Diego CA 92121, USA

Storage of

In Vitro Diagnostic Test Kits and Reagents for the Determination of
Infectious Diseases, Clinical Chemistry, Drugs of Abuse,
Tumor/Cardiac Marker, Fertility/Pregnancy and Blood Glucose
Monitoring System, Lancing Devices and Lancets

AZURE Institute, Inc.
10125 Mesa Rim Road, San Diego CA 92121, USA

Design and Development of

In Vitro Diagnostic Test Kits and Reagents for the Determination of
Infectious Diseases, Clinical Chemistry, Drugs of Abuse,
Tumor/Cardiac Marker, Fertility/Pregnancy and Blood Glucose
Monitoring System, Lancing Devices and Lancets

Acon Laboratories Inc.
Guerrero Negro 9942 Parque Industrial Pacifico IV, 22644
Tijuana B.C. CP, MEXICO

Manufacture of
blood glucose test strips, antigen rapid test and IgG/IgM antibody
rapid test for infectious disease.

o)
Page 2 of 2 TOV
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany



Declaration of Conformity

We, the manufacturer, under compliance to Article 17 of regulation (EU)
2017/746, declare under our sole responsibility that the medical device:

Device Name REF Number
Mission® U500 Urine Analyzer U211-101, U211-111
Mission® U500 Data Transfer Kit U221-131

Mission® Urine Analyzer Barcode Reader U221-111

Mission® Printer Paper Rolls Ul121-101

of class A according to Rule 5(b) of Annex VIl of regulation (EU) 2017/746,
is in conformity with

Regulation (EU) IVDR 2017/746 of the European Parliament and of the Council of 5 April 2017 on in
vitro diagnostic medical devices and repealing Directive 98/79/EC and Commission Decision
2010/227/EU

and

Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011 on the
restriction of the use of certain hazardous substances in electrical and electronic equipment, and
further amendments to the directive issued and in force at the date of this declaration.*

It has been demonstrated that the requirements specified in Article 4 have been met.
The materials in ACON’s products are assessed in accordance with ACON’s procedure for approval

which uses documents and contractual agreements to evaluate compliance and approve new
materials and components.*

This declaration is based on:

Manufacturer’s Name: ACON Laboratories, Inc.

Manufacturer’s Address: 5850 Oberlin Drive, #340 San Diego, CA 92121

Manufacturer’s SRN: US-MF-000023913

Authorized Representative Name: Medical Device Safety Service GmbH

Authorized Representative Address: Schiffgraben 41, 30175 Hannover, Germany

Basic UDI-DI: 68260799999900424B

Intended Purpose of device: The U500 Urine Analyzer is intended for use in conjunction with the
Urinalysis Reagent Strips for the semi-quantitative detection of the following analytes in human urine:
Glucose, Bilirubin, Ketone (Acetoacetic acid), Specific Gravity, Blood, pH, Protein, Urobilinogen,

Leukocytes, Ascorbic Acid, Albumin, Creatinine, and Calcium, as well as the qualitative detection of
Nitrite. The instrument is intended for professional, in vitro diagnostic use only.

Signed this 20 day of May, 2022
in San Diego, CA USA

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




Qiyi Xie, MD, MPH
Senior Staff, Regulatory Affairs & Clinical Affairs
ACON Laboratories, Inc.

* This statement is based on information and data provided by third parties and may not have been verified
through destructive testing or other chemical analysis.

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



Rapid Lahg

STATEMENT

We, Rapid Labs Limited having a registered office at Unit 2 & 2A, Hall Farm
Business Centre, Church Road, Little Bentley, Colchester, Essex CO7 8SD,
United Kingdom assign SRL Sanmedico, having a registered office at A.
Corobceanu street 7A, apt. 9, Chisinau MD-2012, Moldova, as authorized

representative in Republic of Moldova.

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.

Date: March 5th, 2025

id L.abg

ab5 Limitcd

QaP

: {MWM a L
Signature: rapid

Unit 2 & 2A, Hall Farm Business Centre,
Church Road, Little Bentley, Colchester,
Essex CO7 8SD, United Kingdom



Certificate of Registration

This certificate has been awarded to

Rapid Labs Limited

Unit 2 & 2A Hall Farm, Business Centre, Church Road, Little Bentley, Colchester,
Essex, CO7 8SD, United Kingdom

in recognition of the organization's Quality Management System which complies with

ISO 13485:2016

The scope of activities covered by this certificate is defined below

Please refer to the Appendix

Certificate Number 55321/A/0001/UK/En

A certificate number of 0001, confirms the Client has a single site Certified & the site is their Head Office or Main site in relation to the Certified scope with URS. A certificate number of 0002, or greater (e.g.: xxxx/8/0002/UK/En) refers to a client
that has more than one site certified with URS, as such, the following statement shall apply - 'The validity of this certificate depends on the validity of the main certificate’.

Certification Cycle

Date of Issue of Certification Issue . .
Cycle Number Certificate Expiry Date
16 October 2024 10 15 October 2027 5
Revision Date Revision Original Certificate Issue Date Scheme Number
Number
n/a

09 November 2012

11 July 2024 0
For detailed explanation for the data fields above, refer to http://www.urs-holdings.com/logos-and-regulations

Mukesh Singhal - On behalf of the Schemes Manager

Issued by é,%

@ E

UKAS |

MANAGEMENT
SYSTEMS

0043

If there is any doubt as to the authenticity of this certificate, please do not hesitate to contact the Head Office of the Group on info@urs-certification.com.
URS is a member of United Registrar of Systems (Holdings) Ltd, United House, 28 Poole Hill, Bournemouth BH2 5PS, UK. Company Registration no. 5298466



Appendix to Certificate

Design, Development, Manufacture and Supply of In-Vitro Diagnostic
Products for the Blood Grouping products, Detection of Hormones,
Drug of Abuse, Infectious Disease, Tumour Markers and Cardiac
Markers, and the related POCT Analyzer. Supply of Glass Vials and

Bottles

Certificate Number 55321/A/0001/UK/En

Acertificate number of 0001, confirms the Client has a single site Certified & the site is their Head Office or Main site in relation to the Certified scope with URS. A certificate number of 0002, or greater (e.g.: xx/B/0002/UK/En) refers to a client that
has more than one site certified with URS, as such, the following statement shall apply - ‘The validity of this certificate depends on the validity of the main certificate'.

Date of Issue of Certification Cycle Issue Number Certificate Expiry Date Certification Cycle

16 October 2024 10 15 October 2027 5
Revision Date Revision Original Certificate Issue Date Scheme Number
Number
11 July 2024 0 09 November 2012 n/a

For detailed explanation for the data fields above, refer to http://www.urs-holdings.com/logos-and-regulations

Issued by Mukesh Singhal - On behalf of the Schemes Manager

R

Qe

u

MANAGEMENT
SYSTEMS

0043

If there is any doubt as to the authenticity of this certificate, please do not hesitate to contact the Head Office of the Group on info@urs-certification.com.
URS is a member of United Registrar of Systems (Holdings) Ltd, United House, 28 Poole Hill, Bournemouth BH2 5PS, UK. Company Registration no. 5298466




id
Rapid Labg Date: 15/05/2022

EU Declaration of Conformity

Declaration of Conformity
for Rapid strips & devices

European Communities Council Directive 98/79/EC concerning In-Vitro Diagnostic
Medical Devices as amended by Regulation (EC) 596/2009.

The undersigned declares that the products named in this document meet the Council Directive
provisions that apply to them and the CE Mark may be affixed.

General Product Name: | Rapid Strips & devices

Rapid Labs Ltd. Unit 2 & 2a Hall Farm Business Centre, Church road, Little Bentley, Colchester,

Manufacturer:
Essex, CO7 8SD United Kingdom

Variants: n/a

These tests are designed to detect the presence or absence of antigens, antibodies, viruses,
hormones and drugs, each test is designed to identify a specific analyte or combination of
analytes
and in the presence of the analyte will induce a colour change reaction on the porous
membraneof the rapid device or strip.

Intended Use:

Intended User: Professional use

IVD Directive Category: | General

Notified Body: n/a
CE Certificate Reference: n/a
IVD Directive Annex Il
Assessment Route:
EU Authorised Advena Limited. Tower Business Centre, 2nd Floor, Tower Street, Swatar BKR4013 Malta
Representative:
Name Rowland King Position Managing Director
Yo A
Signed Date_15/05/2022

Who is the natural and legal person with responsibility for the design, manufacture, packaging and
labelling before the device is placed on the market under his own name, regardless of whether these
operations are carried out by the Manufacturer, or on their behalf by a third party.



Rapid Labg

EU Declaration of Conformity

Date: 15/05/2022

Appendix | — Applicable Standards

This present declaration is also in conformity with the following European and International standards:

Standard/Document Name

Description

98/79/EC

In Vitro Diagnostic Medical Devices EU Council Directive as
amended by Regulation (EC) 596/2009

EN 1SO 18113-1:2011

In vitro diagnostic medical devices - Information supplied bythe manufacturer
(labelling) - Part 1: Terms, definitions and general requirements

EN I1SO 13485:2016

Medical Devices —Quality Management Systems —
Requirements for Regulatory Purposes

EN I1SO 14971:2019

Medical Devices — Application of Risk Management to MedicalDevices

EN 13612:2002

Performance evaluation of in-vitro medical devices

EN 13641:2002

Elimination or reduction of risk infection related to in-vitro
diagnostics

EN 1SO 15223-1:2016

Medical devices - Symbols

EN 1SO 23640:2015

Evaluation of stability




Appendix Il — Product listing / Schedule

IVD
Part/Catalogue Description/Name GII\\J/ID R Rul
Number Code | CLA| ©
D-ADOD25 Adenovirus Rapid Test Device — Feces 49856 B 6
D-ASTD10 Astrovirus Rapid Test Device — Feces 64772 B 6
D-AFPD20 AFP Rapid Test Device — WB/S/P 63981 C | 3h
D-CTTD10 Cardiac Troponin T Rapid Test Device — WB/S/P 46989 C | 3j
D-CAMD10 Campylobacter Rapid Test Device — Feces 50683 B 6
D-CA125D10 CA125 Rapid Test Device — WB/S/P 64534 C | 3h
D-CA153D10 CA15-3 Rapid Test Device — WB/S/P 64535 C | 3h
D-CA199D10 CA19-9 Rapid Test Device — WB/S/P 64536] C | 3h
D-CRYD10 Cryptosporidium Rapid Test Device — Feces 52163 C | 3c
D-CAND10 Candida Albicans Rapid Test Device — Swab 63216 B 6
D-CHIKWBD40 Chikungunya IgG/1gM Rapid Test Device — WB/S/P 63970| B 6
D-CALAD10 Calprotectin & Lactoferrin Combo Rapid test Device- Feces 60775 B 6
D-CRYGLD10 Cryptosporidium & Gardia Lamblia Combo Rapid Test Device— 47358 C | 3c
D-ENTD10 Entamoeba Histolytica Rapid Test Device — Feces 47358 B 6
D-EGCD10 Entamoeba/Giardia/Crypto Rapid test Device- Faces 47358 C | 3c
D-FABD10 H-FABP Rapid Test Device — WB/S/P 66449 C | 3j
D-HCGD20 hCG Pregnancy Rapid Test Device — Urine/S/P 66850| B 6
D-HCGD40 hCG Pregnancy Rapid Test Device — Urine/S/P 66850| B 6
D-HCGS50 hCG Pregnancy Rapid Test Strip — Urine/S/P 66850| B 6
D-HCGS100 hCG Pregnancy Rapid Test Strip — Urine/S/P 66850| B 6
D-HCGUS25 hCG Pregnancy Rapid Test Cannister Strip — Urine 66850| B 6
D-HCGUS50 hCG Pregnancy Rapid Test Strip — Urine 66850 B 6
D-HCGUS100 hCG Pregnancy Rapid Test Strip — Urine 66850| B 6
D-HCGUD40 hCG Pregnancy Rapid Test Device - Urine 66850 B 6
D-IGED10 IgE Rapid Test Device — WB/S/P 65991 C | 3e
D-LACFD10 Lactoferrin Rapid test Device- Feces 53910| B 6
D-LYMD10 Lyme IgG/IgM Rapid Test Device -WB/S/P 66392| B 6
D-LPSPD10 Streptococcus pneumor.miae and Legionellé pneumophila Combo 6076sl ¢ | 3¢
Rapid Test Device -Urine
D-LHD20 LH Ovulation Rapid Test Device — Urine 54255| B 6
D-LHS50 LH Ovulation Rapid Test Strip — Urine 54225| B 6
D-HPS50 H.pylori Antibody Rapid Test Strip — WB/S/P 30825| B 6
D-HPAGD20 H.pylori antigen Rapid Test Device — Feces 30825| B 6
D-TBD20 Tuberculosis Rapid Test Device — WB/S/P 51172 C | 3e
D-DGMD20 Dengue Rapid Test Device — WB/S/P 63238| B 6
D-DAGMD20 Dengue Combo Rapid Test Device — WB/S/P 62928 C | 3b
D-DAGD20 Dengue NS1 Rapid Test Device — WB/S/P 62946 C | 3b
D-CHIKMD20 Chikungunya 1gG/IgM Rapid Test Device— WB/S/P 60870 B | 6
D-NTPD10 NT-proBNP Rapid Test Device - WB/S/P 47041 C | 3j
D-FILGMD20 Filariasis 1gG/IgM Rapid Test Device — WB/S/P 52508 B 6
D-HEVD20 HEV 1gG/IgM Rapid Test Device — S/P 65766| C | 3e
D-INFS20 Influenza A RaF)id Test Str?p - Swab/Nasal Aspir.ate 49150| B 6
Influenza A Rapid Test Device - Swab/Nasal Aspirate
D-LEIGMD20 Leishmania IgG/IgM Rapid Test Device — WB/S/P 52283 B | 6
D-LEPGMD20 Leptospira 1gG/IgM Rapid Test Device — WB/S/P 63726| B 6
D-MPFD20 Malaria Pf Rapid Test Device — WB 52336] C | 3c




D-PNEUD20 Mycoplasma pneumoniae Antigen Rapid Test Device — Swab 65851| B 6
D-NOROD25 Norovirus Rapid Test Device — Feces 48235| B 6
D-COVD25 2019-nCOV IgG/IgM Rapid Test Device — WB/S/P 64756| D 1
D-COVAGD25 COVID-19 Antigen Rapid Test Strip - Nasopharyngeal Swab 64787 D 1
D-COVAGIED25 COVID-19 and Influenza A+B Antigen Combo Rapid Test Device 6a770| D L
(Nasopharyngeal Swab)
D-COVAGD25B SARS-CoV-2 Antigen Rapid Test Device — Nasal Swab 64787 D 1
D-MPFPVPAND20 Malaria P.f./P.v./Pan Rapid Test Device — WB 52311 C | 3c
D-MPFPAND20 Malaria P.f./Pan Rapid Test Device — WB 52311 C | 3c
D-MPFPVD20 Malaria P.f./P.v. Rapid Test Device - WB 52311 C | 3c
D-MYPMD20 Mycoplasma Pneumoniae IgM Rapid Test Device — WB/S/P 65851| B 6
D-MYPGMD20 Mycoplasma Pneumoniae 1gG/lg M Rapid Test Device — WB/S/P [66460| B 6
D-MONOD25 MONO Rapid Test Device — WB/S/P 49689 C | 3e
D-TYPGMD20 Typhoid Rapid Test Strip - WB/S/P 51560 C | 3e
Typhoid Rapid Test Device - WB/S/P
D-FOBD10 FOB Rapid Test Device — Feces 54532| B 6
D-FOBD20 FOB Rapid Test Device — Feces 54532| B 6
D-FOBS10 FOB Rapid Test Strip — Feces 54532| B 6
D-TROPD20 Cardiac Troponin | Rapid Test Device — WB/S/P 46989 C | 3j
D-MCKTMD20 | Myoglobin/CK-MB/Troponin | Combo Rapid Test Device — WB/S/P [61295[ C | 3j
D-CALD10 Calprotectin Rapid Test Device — Feces 60775| B 6
D-DIMERD10 D-Dimer Rapid Test Device — WB/P 47343 C | 3k
D-GLD10 Giardia Lamblia Rapid Test Device - Feces 52249 B 6
D-PCTD40 PCT Rapid Test Device — S/P 58305 B 6
D-MYOD10 Myoglobin Rapid Test Device — WB/S/P 46987| C | 3j
D-CHABD20 Chagas Rapid Test Device — WB/S/P 52480 B 6
D-SAAD10 SAA Rapid Test Device — WB/S/P 65297| B 6
D-STRAS20 Strep A Rapid Test Strips — Throat Swab 51707 B 6
D-TPSPD40 Syphilis Rapid Test Device —S/P 51788 C | 3a
D-TPSPS50 Syphilis Rapid Test Strip — S/P 51788 C | 3a
D-TRFOBD20 Transferrin and FOB Combo Rapid Test Device - Feces 65270 B 6
D-RSVD20 RSV Rapid Test Device — Nasopharyngeal swab/Nasal Aspirate 64770 B 6
D-SAACRPD10 SAA & CRP Combo Rapid Test Device — WB/S/P 65297| B 6
D-TPD20 Syphilis Rapid Test Device — WB/S/P 51788 C | 3a
D-TPS50 Syphilis Rapid Test Strip — WB/S/P 51788| C | 3a
D-TPD40 Syphilis Rapid Test Device — WB/S/P 51788 C | 3a
D-TETD40 Tetanus Rapid Test Device — WB/S/P 50867 B 6
D-TSHD20 TSH Rapid Test Device — WB/S/P 65274 B 6
D-STRBS20 Strep B Rapid Test Strip — Swab 51747 C | 3b
D-GOND20 Gonorrhea Rapid Test Cassette Device - Swab 51228 C | 3a
D-INFAS20 Influenza A Rapid Test Strip — Swab/Nasal Aspirate 49150| B 6
D-RFD20 RF Rapid Test Device— WB/S/P 42230 B 6
D-HSV12D10 HSV 1/2 IgM Rapid Test Device - WB/S/P 49549 C | 3a
D-TYGMD20 Typhoid Rapid Test Device — S/P 63976 C | 3e
D-TYGMCD20 Typhoid 1gG/IgM Rapid Tes Device— WB/S/P >1560] € | 3e
D-ROTAGD20 Rotavirus Rapid Test Device — Feces 48235| B 6
D-ROAAGD20 Rotavirus & Adenovirus Combo Rapid Test Device — Feces 48235| B 6




D-TYAGD20 Salmonella typhi Antigen Rapid Test Device — Feces 51512 C | 3e
D-VC01D10 Vibrio cholerae O1 (VC O1) Rapid Test Device - Feces 51840 c | 3c
D-VC0139D10 Vibrio cholerae 0139 (VC 0139) Rapid Test Device - Feces 51840 C | 3c
D-VCPD10 Vibrio cholerae 01/0139 Combo Rapid Tes tDevice - Feces 51840 C | 3c
D-DOA1D20 Amphetamine (AMP) Rapid Test Device — Urine 46994| B 6
D-DOA1S50 Amphetamine (AMP) Rapid Test Strip — Urine 46994 B 6
D-DOA2D20 Methamphetamine (MET) Rapid Test Device — Urine 46994| B 6
D-DOA2S50 Methamphetamine (MET) Rapid Test Strip — Urine 46994 B 6
D-DOA3D20 Opiates (OPI) Rapid Test Device — Urine 46994| B 6
D-DOA4D20 Barbiturates (BAR) Rapid Test Device — Urine 46994 B 6
D-DOAA4S50 Barbiturates (BAR) Rapid Test Strip — Urine 46994| B 6
D-DOA5D20 Benzodiazepine (BZO) Rapid Test Device — Urine 46994| B 6
D-DOA5S50 Benzodiazepine (BZO) Rapid Test Strip — Urine 46994| B 6
D-DOA6D20 Cocaine (COC) Rapid Test Device — Urine 46994| B 6
D-DOA6S50 Cocaine (COC) Rapid Test Strip — Urine 46994| B 6
D-DOA37D40 Carisoprodol (CAR) Rapid Test Device — Urine 46994 B 6
D-DOA37S50 Carisoprodol (CAR) Rapid Test Strip — Urine 46994| B 6
D-DOA7D20 Methadone (MTD) Rapid Test Device — Urine 46994 B 6
D-DOA7S50 Methadone (MTD) Rapid Test strip — Urine 30521 B 6
D-DOA8D20 Marijuana (THC) Rapid Test Device — Urine 46994 B 6
D-DOA8S50 Marijuana (THC) Rapid Test Strip — Urine 46994| B 6
D-DOA38D20 Morphine (MOP) Rapid Test Device — Urine 46994 B 6
D-DOA22D20 Meperidine (MPRD) Rapid Test Device — Urine 46994| B 6
D-DOA22S50 Meperidine (MPRD) Rapid Test Strip — Urine 46994 B 6
Pregabalin (PGB) Rapid test Strip- Urine
D-DOA38D40 Pregabalin (PGB) Rapid test Device-Urine 46994| B 6
Pregabalin (PGB) Rapid test Panel- Urine

D-DOA38S50 Morphine (MOP) Rapid Test Strip — Urine 46994| B 6
D-DOA35D40 Papaverine (PAP) Rapid Test Device — Urine 46994| B 6
D-DOA35S50 Papaverine (PAP) Rapid Test Strip — Urine 46994| B 6
D-DOA24D20 Mescaline (MES) Rapid Test Device — Urine 46994 B 6
D-DOA24S50 Mescaline (MES) Rapid Test Strip — Urine 46994| B 6
D-DOA42D20 Fentanyl (FYL) Rapid Test Device — Urine 46994| B 6
D-DOA42S50 Fentanyl (FYL) Rapid Test Strip — Urine 46994 B 6
D-DOA39D20 Oxycodone (OXY) Rapid Test Device — Urine 46994| B 6
D-DOA39S50 Oxycodone (OXY) Rapid Test Strip — Urine 46994| B 6
D-DOA9D20 Ketamine (KET) Rapid Test Device — Urine 46994 B 6
D-DOA9S50 Ketamine (KET) Rapid Test Strip — Urine 46994| B 6
D-DOA23D20 Mephedrone HCI (MEP) Rapid Test Device — Urine 46994| B 6
D-DOA23S50 Mephedrone HCI (MEP) Rapid Test Strip — Urine 46994 B 6
D-DOA36D40 Kratom (KRA) Rapid Test Device — Urine 46994 B 6
D-DOA36S50 Kratom (KRA) Rapid Test Strip — Urine 46994| B 6
D-DOA10D20 Tricyclic Antidepressants (TCA) Rapid Test Device — Urine 30524 B 6
D-DOA10S50 Tricyclic Antidepressants (TCA) Rapid Test Strip — Urine 30524 B 6
D-DOA34D40 Quetiapine (QTP) Rapid Test Device — Urine 46994| B 6
D-DOA34S50 Quetiapine (QTP) Rapid Test Strip — Urine 46994| B 6
D-DOA33D40 Tilidine (TLD) Rapid Test Device — Urine 46994 B 6
D-DOA25D20 Tropicmide (TRO) Rapid Test Device — Urine 46994 B 6




D-DOA25S50 Tropicmide (TRO) Rapid Test Strip — Urine 46994| B 6
D-DOA26D20 Trazodone (TZD) Rapid Test Device — Urine 46994 B 6
D-DOA26S50 Trazodone (TZD) Rapid Test Strip — Urine 46994| B 6
D-DOA11D20 Buprenorphine (BUP) Rapid Test Device — Urine 46994| B 6
D-DOA11S50 Buprenorphine (BUP) Rapid Test Strip — Urine 46994| B 6
D-DOA21D20 Gabapentin (GAB) Rapid Test Device — Urine 46994 B 6
D-DOA21S50 Gabapentin (GAB) Rapid Test Strip — Urine 46994| B 6
D-DOA43D20 6-Monoacetylmorphine (6-MAM) Rapid Test Device — Urine 46994 B 6
D-DOA43S50 6-Monoacetylmorphine (6-MAM) Rapid Test Strip — Urine 46994| B 6
D-DOA12D20 Ecstasy (MDMA) Rapid Test Device — Urine 46994| B 6
D-DOA12S50 Ecstasy (MDMA) Rapid Test Strip — Urine 46994| B 6
D-DOA13D20 Phencyclidine (PCP) Rapid Test Device - Urine 46994 B 6
D-DOA13S50 Phencyclidine (PCP) Rapid Test Strip — Urine 46994| B 6
D-DOA32D20 Acetaminophen (ACE) Rapid Test Device- Urine 46994| B 6
D-DOA32S50 Acetaminophen (ACE) Rapid Test Strip — Urine 46994| B 6
D-DOA40D20 Alcohol (ALC) Rapid Test Device — Urine 46994| B 6
D-DOA40S50 Alcohol (ALC) Rapid Test Strip — Urine 46994| B 6
D-DOA41D20 Diazepam (DIA)) Rapid Test Device- Urine 46994| B 6
D-DOA41S50 Diazepam (DIA) Rapid Test Strip — Urine 46994| B 6
D-DOA27D20 UR-144 Rapid Test Device - Urine 46994| B 6
D-DOA27S50 UR-144 Rapid Test Strip — Urine 46994| B 6
D-DOA29D20 Lysergic Acid Diethylamide (LSD) Rapid Test Device — Urine 46994| B 6
D-DOA29S50 Lysergic Acid Diethylamide (LSD) Rapid Test Strip — Urine 46994| B 6
D-DOA28D20 Zaleplon (ZAL) Rapid Test Device — Urine 46994| B 6
D-DOA28S50 Zaleplon (ZAL) Rapid Test Strip — Urine 46994| B 6
D-DOA30D20 Tramadol (TML) Rapid Test Device — Urine 46994 B 6
D-DOA30S50 Tramadol (TML) Rapid Test Strip — Urine 46994| B 6
D-DOA16D20 Marijuana (THC) Rapid Test Midstream- Saliva 30519| B 6
D-DOA17D20 Cocain('e (COC) Rapid Test Midstream - S'aliva e 6
Cocaine (COC) Rapid Test Device - Saliva
D-DOA18D20 Methamphetaming (MET) Rapid Test Midstrream— Saliva s5a08| B 6
Methamphetamine (MET) Rapid Test Device- Saliva
D-DOAL9D20 (?piates (OPI) Test Pevice— SaIiva'n ss701| B 6
Opiates (OPI) Test Midstream- Saliva
D-DOA20D20 Ecstasy (MDMA) Rapid Test Midstream - S.aliva 46994] B 6
Ecstasy (MDMA) Rapid Test Device - Saliva

D-DOAM2U Multi-drug 2 drugs Rapid Test Device — Urine 46994 B 6
D-DOAM3U Multi-drug 3 drugs Rapid Test Device — Urine 46994 B 6
D-DOAM4U Multi-drug 4 drugs Rapid Test Device — Urine 46994 B 6
D-DOAMS5U Multi-drug 5 drugs Rapid Test Device — Urine 46994 B 6
D-DOAMG6U Multi-Drug 6 Drugs Rapid Test Device-Urine 46994 B 6
D-DOAM7U Multi-drug 7 drugs Rapid Test Device — Urine 46994 B 6
D-DOAMS8U Multi-drug 8 drugs Rapid Test Device — Urine 46994 B 6
D-DOAM9YU Multi-drug 9 drugs Rapid Test Device — Urine 46994 B 6
D-DOAM10U Multi-drug 10 drugs Rapid Test Device — Urine 46994 B 6
D-DOAM11U Multi-drug 11 drugs Rapid Test Device — Urine 46994 B 6
D-DOAM12U Multi-drug 12 drugs Rapid Test Device — Urine 46994| B 6
D-DOAM13U Multi-drug 13 drugs Rapid Test Device — Urine 46994 B 6




D-DOAM14U Multi-drug 14 drugs Rapid Test Device — Urine 46994 B 6
D-DOAM15U Multi-drug 15 drugs Rapid Test Device — Urine 46994 B 6
D-DOAM16U Multi-drug 16 drugs Rapid Test Device — Urine 46994 B 6
D-DOAM17U Multi-drug 17 drugs Rapid Test Device — Urine 46994| B 6
D-HCGS25 hCG Pregnancy Rapid Test Strip (Canister Pack) — Urine/S/P 66850| B 6
D-HCGES2S hCG Pregnancy Enhanced Sensitiv'ity Rapid Test Device (Canister 66850l B 6
Pack) — Urine/S/P
D-HCGUES50 hCG Pregnancy Enhanced Sensitivity 10mlU/mL Rapid Test Strip — [66850| B 6
D-HCGUES100 hCG Pregnancy Enhanced Sensitivity 10mlU/mL Rapid Test Strip — [66850| B 6
D-HCGES20 hCG Pregnancy Enhanced Sensitivity Rapid Test strip-S/P/U 33819| B 6
D-HCGUMO hCG Pregnancy Rapid Test Device — Midstream Urine 66850 B 6
D-HCGUEMO hCG Pregnancy Enhanced S(.ensitivity 10.mIU/mL Rapid Test Device — 66850l B 6
Midstream Urine
D-HCGCD40 Pregnancy (hCG) Rapid Test Device-WB/S/P 33819| B 6
D-HCGECD40 hCG Pregnancy Enhanced Sensitivity Rapid Test Device — WB/S/P |66850| B 6
D-HCGED20 hCG Pregnancy Enhanced Sensitivity Rapid Test Device — Urine/S/P [66850| B 6
D-HCGUED40 hCG Pregnancy Enhanced Sensitivity Rapid Test Device — Urine  |66850| B 6
D-LHMO LH Ovulation Rapid Test Midstream -Urine 54255| B 6
D-LHESMO LH Ovulation Enhanced Sensitivity Rapid Test Midstream -Urine |54255| B 6
D-LHES50 LH Ovulation Enhanced Sensitivity Rapid Test Strip- Urine 54255 B 6
D-LHES2S LH Ovulation Enhanced SensitivitY Rapid Test Strip (Canister Pack) — sazcs| g 6
Urine
D-FSHS50 FSH Rapid Test Strip — Urine 65840| B 6
D-FSHD20 FSH Rapid Test Device — Urine 65840| B 6
D-FSHM2 FSH Rapid Test Midstream-Urine 65840 B 6
D-AMHD10 AMH Rapid Test Device — WB/S/P 65295| B 6
D-FFD25 Fetal Fibronectin (fFN) Rapid Test Device — Vaginal Secretion 65270 B 6
D-IGEBP1D25 Insulin-like Growth Facto.r-binding.Protein 1 (iGFBP-1) Rapid Test 64054] B 6
Device — Vaginal Swab
D-HSV12GD40 HSV 1/2 1gG Rapid Test Device — S/P 49545 C | 3a
D-HSV12GCD40 HSV 1/2 1gG Rapid Test Device — WB/S/P 49545 C | 3a
D-HSV12CD40 HSV 1/2 IgM Rapid Test Device — WB/S/P 49549 C | 3a
D-HSV12GMD40 HSV 1/2 1gG/IgM Rapid Test Device — S/P 49556 C | 3a
D-HSV12GMD25 HSV 1/2 1gG/IgM Combo Rapid Test Device —S/P 49556 C | 3a
D-HSV12GMCD40 HSV 1/2 1gG/IgM Rapid Test Device — WB/S/P 49556] C | 3a
D-HSV12GMCD25 HSV 1/2 1gG/IgM Combo Rapid Test Device — WB/S/P 49556 C | 3a
D-TvD10 Trichomonas Vaginalis Rapid Test Device-Vaginal Swab 52471 C | 3a
D-STRBD20 Strep B Rapid Test Device — Swab 51747 C | 3b
D-NRAD10 Norovirus, Rotavirus and Adenovirus Combo Rapid Test Device - (48235 B 6
Norovirus, Rotavirus, Adenovirus and Astrovirus Combo Rapid Test
D-NRAAD10 . 48235| B 6
Device - Feces
D-CLOSD20 C.difficile GDH Rapid Test Device — Feces 50831 B 6
D-CDTABD10 C.difficile Toxin A +Toxin B Combo Rapid Test Device — Feces 47382 B 6
D-CDGTABD10 | C.difficile GDH + Toxin A + Toxin B Combo Rapid Test Device — Feces 47382 B 6
D-HPABD40 H.pylori antibody Rapid Test Device — S/P 65844| B 6
D-HPAGS25 H. pylori Antigen Rapid Test strip-Feces 30825| B 6
D-CHAD40 Chagas Rapid Test Device — S/P 52480| B 6
D-CHIKGMD40 Chikungunya IgG/IgM Rapid Test Device — S/P 63970| B 6




D-ZNSD10 Zika NS1 Rapid Test Device -WB/S/P 66467| C | 3b
D-ZGMD10 Zika IgG/IgM Rapid Test Device — WB/S/P 63719| B 6
D-ZGMNSD10 Zika 1gG/1gM & NS1 Combo Rapid Test Device — WB/S/P 63767 C | 3b
D-FILGMDA40 Filariasis 1gG/IgM rapid Test Device — WB/S/P 52508 B | 6
D-TYGMS50 Typhoid Rapid Test Strip — S/P 63976/ C | 3e
D-PAAGD25 Salmonella paratyphi Antigen Rapid Test Device -Feces 51543 C | 3e
D-TYPAGD20 Salmonella typhi and paratyphi Antigen Combo Rapid Test Device — 51512] ¢ | 3e
WB/S/P
D-MPFS50 Malaria Pf Rapid Test Strip — WB 52336 C | 3c
D-HAVGMD25 HAV IgG/IgM Combo Rapid Test Device — WB/S/P 65737 B | 6
D-HAVMWBD20 HAVIgM Rapid Test Device — WB/S/P 48270 B 6
D-STRABD20 Strep A Rapid Test Device — Throat Swab 51707 B 6
D-STRARD20 Strep A Rapid Test Device — Throat Swab 51707 B 6
D-LPD25 Legionella pneumophila Rapid Test Device — Urine 51054 C | 3c
D-SPAGD10 Streptococcus pneumoniae antigen Rapid Test Device — Urine 51770 C | 3c
D-CRAGD10 Cryptococcus Antigen Rapid Test Device — WB/S/P/CSF 65815 C | 3b
D-EVGD10 EBV VCA IgG Rapid Test Device — WB/S/P 64773 C | 3e
D-ENGD10 EBNA IgG Rapid Test Device — WB/S/P 49689| C | 3e
D-EVENGD10 EBV VCA and EBNA IgG Combo Rapid Test Device — WB/S/P 64773 C | 3e
D-ADAGD20 Adenovirus Antigen Rapid Test Device — Swab 49856| B 6
D-INFABS20 Influenza A+B Rapid Test Strip-Swab / Nasal Aspirate 49119| B 6
D-HNAGD20 H1N1 Antigen Rapid Test Device — Swab 49150 D 1
D-IHD10 Influenza A/B + HIN1 Combo Rapid Test Device — Swab 49119| D 1
D-RID10 RSV & Influenza A+B Combo Rapid Test Device — Swab/Nasal 64770 B 6
D-ARD10 Adenovirus & RSV Combo Rapid Test Device — Nasopharyngeal Swab|64770| B 6
Adenovirus, RSV and Influenza A+B Combo Rapid Test Device -
D-ARID10 64770 B 6
Nasopharyngeal Swab
D-BRUD20 Brucella Abortus Antigen Rapid Test Device — WB/S/P 50611 C | 3b
D-SCTD10 Scrub Typhus IgG/I1gM Rapid Test Device — WB/S/P 51333] C | 3e
D-TBS50 Tuberculosis Rapid Test Strip — WB/S/P 51172 C | 3e
D-DOA52D40 AB-PINACA (ABP) Rapid Test Device — Urine 46994 B 6
D-DOA52P40 AB-PINACA (ABP) Rapid Test Panel — Urine 46994| B 6
D-DOA52S50 AB-PINACA (ABP) Rapid Test Strip — Urine 46994| B 6
D-DOA32P40 Acetaminophen (ACE) Rapid Test Panel — Urine 46994 B 6
D-DOA53D40 7-Aminoclonazepam (7-ACL) Rapid Test Device — Urine 46994| B 6
D-DOA53P40 7-Aminoclonazapam (7-ACL) Rapid Test Panel — Urine 46994 B 6
D-DOA53S50 7-Aminoclonazapam (7-ACL) Rapid Test Strip — Urine 46994| B 6
D-DOA44D20 Alprazolam (ALP) Rapid Test Device — Urine 46994| B 6
D-DOA44P40 Alprazolam (ALP) Rapid Test Panel — Urine 46994| B 6
D-DOA44S50 Alprazolam (ALP) Rapid Test Strip — Urine 46994| B 6
D-DOA1P40 Amphetamine (AMP) Rapid Test Panel — Urine 46994| B 6
D-DOA54D40 a-Pyrrolidinovalerophenone (a-PVP ) Rapid Test Device — Urine [46994( B 6
D-DOA54P40 a-PVP Rapid Test Panel — Urine 46994| B 6
D-DOA54S50 a-PVP Rapid Test Strip — Urine 46994| B 6
D-DOA4P40 Barbiturate (BAR) Rapid Test Panel — Urine 46994 B 6
D-DOA11P40 Buprenorphine (BUP) Rapid Test Panel — Urine 46994| B 6
D-DOA5P40 Benzodiazepines (BZO) Rapid Test Panel — Urine 46994| B 6
D-DOA45D20 Cathine (CAT) Rapid Test Device — Urine 46994 B 6




D-DOA45P40 Cathine (CAT) Rapid Test Panel — Urine 46994 B 6
D-DOA45S50 Cathine (CAT) Rapid Test Strip — Urine 46994| B 6
D-DOA46D20 Caffeine (CAF) Rapid Test Device — Urine 46994 B 6
D-DOA46P40 Caffeine (CAF) Rapid Test Panel — Urine 46994 B 6
D-DOA46S50 Caffeine (CAF) Rapid Test Strip — Urine 46994| B 6
D-DOA37P40 Carisoprodol (CAR) Rapid Test Panel — Urine 46994 B 6
D-DOA55D40 Cannabinol (CNB) Rapid Test Device — Urine 46994 B 6
D-DOA55P40 Cannabinol (CNB) Rapid Test Panel — Urine 46994 B 6
D-DOA55S50 Cannabinol (CNB) Rapid Test Strip — Urine 46994| B 6
D-DOA47D20 Carfentanyl (CFYL) Rapid Test Device — Urine 46994 B 6
D-DOA47P40 Carfentanyl (CFYL) Rapid Test Panel — Urine 46994| B 6
D-DOA47S50 Carfentanyl (CFYL) Rapid Test Strip — Urine 46994 B 6
D-DOA56D40 Clonazepam (CLO) Rapid Test Device — Urine 46994| B 6
D-DOA56P40 Clonazepam (CLO) Rapid Test Panel — Urine 46994| B 6
D-DOA56S50 Clonazepam (CLO) Rapid Test Strip — Urine 46994| B 6
D-DOA6P40 Cocaine (COC) Rapid Test Panel — Urine 46994| B 6
D-DOA31D20 Cotinine (COT) Rapid Test Device — Urine 46994 B 6
D-DOA31P40 Cotinine (COT) Rapid Test Panel — Urine 46994 B 6
D-DOA31S50 Cotinine (COT) Rapid Test Strip — Urine 46994| B 6
D-DOA41P40 Diazepam (DIA) Rapid Test Panel — Urine 46994| B 6
D-DOAS7D40 Ethylenediamine—dimethylphosphililic acid (EDDP) Rapid Test Device 46994| B 6
—Urine
D-DOAS7P40 Ethylenediamine—dimethylphosphi'nic acid (EDDP) Rapid Test Panel 46994] B 6
—Urine
D-DOAS7S50 Ethylenediamine-dimethylphosph'inic acid (EDDP) Rapid Test Strip — 46994] B 6
Urine
D-DOA58D40 Ethyl Glucuronide (ETG) Rapid Test Device — Urine 46994| B 6
D-DOA58P40 Ethyl Glucuronide (ETG) Rapid Test Panel — Urine 46994| B 6
D-DOA58S50 Ethyl Glucuronide (ETG) Rapid Test strip-Urine 60669 B 6
D-DOA48D20 Fluoketamine (FKET) Rapid Test Device — Urine 46994 B 6
D-DOA48P40 Fluoketamine (FKET) Rapid Test Panel-Urine 46994 B 6
D-DOA48S50 Fluoketamine (FKET) Rapid Test Strip — Urine 46994| B 6
D-DOA59D40 Fluoxetine (FLX) Rapid Test Device — Urine 46994 B 6
D-DOA59P40 Fluoxetine (FLX) Rapid Test Panel — Urine 46994 B 6
D-DOA59S50 Fluoxetine (FLX) Rapid Test Strip — Urine 46994| B 6
D-DOA42P40 Fentanyl (FYL) Rapid Test Panel — Urine 46994| B 6
D-DOA21P40 Gabapentin (GAB) Rapid Test Panel — Urine 46994 B 6
D-DOA9P40 Ketamine (KET) Rapid Test Panel — Urine 46994 B 6
D-DOA36P40 Kratom (KRA) Rapid Test Panel — Urine 46994 B 6
D-DOA29P40 Lysergic Acid Diethylamide (LSD) Rapid Test Panel — Urine 46994| B 6
D-DOA43P40 6-Monoacetylmorphine (6-MAM) Rapid Test Panel — Urine 46994 B 6
D-DOA60D40 Methcathinone (MCAT) Rapid Test Device — Urine 46994 B 6
D-DOA60P40 Methcathinone (MCAT) Rapid Test Panel — Urine 46994 B 6
D-DOA60S50 Methcathinone (MCAT) Rapid Test Strip — Urine 46994| B 6
D-DOA12P40 Ecstasy (MDMA) Rapid Test Panel — Urine 46994 B 6
D-DOA61D40 Tenamfetamine (MDA) Rapid Test Device — Urine 46994 B 6
D-DOA61P40 Tenamfetamine (MDA) Rapid Test Panel — Urine 46994 B 6
D-DOA61S50 Tenamfetamine (MDA) Rapid Test Strip — Urine 46994| B 6




D-DOA62D40 Methylenedioxypyrovalerone (MDPV) Rapid Test Device — Urine [46994| B 6
D-DOA62P40 Methylenedioxypyrovalerone (MDPV) Rapid Test Panel — Urine  |46994| B 6
D-DOA62S50 Methylenedioxypyrovalerone (MDPV) Rapid Test Strip — Urine  |46994| B 6
D-DOA2P40 Methamphetamine (MET) Rapid Test Panel — Urine 46994 B 6
D-DOA23P40 Mephedrone HCI (MEP) Rapid Test Panel — Urine 46994| B 6
D-DOA24P40 Mescaline (MES) Rapid Test Panel — Urine 46994 B 6
D-DOA38P40 Morphine (MOP) Rapid Test Panel — Urine 46994| B 6
D-DOA63D40 Methylphenidate (MPD) Rapid Test Device — Urine 46994 B 6
D-DOA63P40 Methylphenidate (MPD) Rapid Test Panel — Urine 46994| B 6
D-DOA63S50 Methylphenidate (MPD) Rapid Test Strip — Urine 46994| B 6
D-DOA22P40 Meperidine (MPRD) Rapid Test Panel — Urine 46994| B 6
D-DOA64D40 Methaqualone (MQL) Rapid Test Device — Urine 46994 B 6
D-DOA64P40 Methaqualone (MQL) Rapid Test Panel — Urine 46994| B 6
D-DOA64S50 Methaqualone (MQL) Rapid Test Strip — Urine 46994| B 6
D-DOA7P40 Methadone (MTD) Rapid Test Panel — Urine 46994 B 6
D-DOA3P40 Opiates (OPI) Rapid Test Panel — Urine 46994| B 6
D-DOA3S50 Opiates (OPI) Rapid Test Strip — Urine 46994| B 6
D-DOA39P40 Oxycodone (OXY) Rapid Test Panel — Urine 46994| B 6
D-DOA49D20 Olanzapine (OZP) Rapid Test Device - Urine 46994| B 6
D-DOA49P40 Olanzapine (OZP) Rapid Test Panel — Urine 46994 B 6
D-DOA49S50 Olanzapine (OZP) Rapid Test Strip — Urine 46994| B 6
D-DOA35P40 Papaverine (PAP) Rapid Test Panel — Urine 46994 B 6
D-DOA13P40 Phencyclidine (PCP) Rapid Test Panel — Urine 46994| B 6
D-DOA50P40 Pregabalin (PGB) Rapid Test Panel — Urine 46994 B 6
D-DOA65D40 Propoxyphene (PPX) Rapid Test Device — Urine 46994| B 6
D-DOA65P40 Propoxyphene (PPX) Rapid Test Panel — Urine 46994 B 6
D-DOA65S50 Propoxyphene (PPX) Rapid Test Strip — Urine 46994| B 6
D-DOA34P40 Quetiapine (QTP) Rapid Test Panel — Urine 46994| B 6
D-DOA66D40 Risperidone (RPD) Rapid Test Device-Urine 46994| B 6
D-DOA66P40 Risperidone (RPD) Rapid Test Panel-Urine 46994 B 6
D-DOA66S50 Risperidone (RPD) Rapid Test strip-Urine 46994| B 6
D-DOA51P40 Synthetic Marijuana (K2) Rapid Test Panel — Urine 46994 B 6
D-DOA10P40 Tricyclic Antidepressants (TCA) Rapid Test Panel — Urine 30524 B 6
D-DOAS8P40 Marijuana (THC) Rapid Test Panel — Urine 46994 B 6
D-DOA33P40 Tilidine (TLD) Rapid Test Panel — Urine 46994 B 6
D-DOA33S50 Tilidine (TLD) Rapid Test Strip — Urine 46994 B 6
D-DOA30P40 Tramadol (TML) Rapid Test Panel — Urine 46994 B 6
D-DOA25P40 Tropicmide (TRO) Rapid Test Panel — Urine 46994 B 6
D-DOA26P40 Trazodone (TZD) Rapid Test Panel — Urine 46994 B 6
D-DOA27P40 UR-144 Rapid Test Panel — Urine 46994| B 6
D-DOA28P40 Zaleplon (ZAL) Rapid Test Panel — Urine 46994| B 6
D-DOA68D40 Zolpidem (ZOL) Rapid Test Device — Urine 46994 B 6
D-DOA68P40 Zolpidem (ZOL) Rapid Test Panel — Urine 46994| B 6
D-DOA68S50 Zolpidem (ZOL) Rapid Test Strip — Urine 46994| B 6
D-DOA69D40 Zopiclone (ZOP) Rapid Test Device — Urine 46994| B 6
D-DOA69P40 Zopiclone (ZOP) Rapid Test Panel — Urine 46994 B 6
D-DOA69S50 Zopiclone (ZOP) Rapid Test Strip — Urine 46994| B 6
D-DOAPM?2 Multi-drug 2 drugs Rapid Test Panel — Urine 46994 B 6




D-DOAPM3 Multi-drug 3 drugs Rapid Test Panel — Urine 46994| B 6
D-DOAPM4 Multi-drug 4 drugs Rapid Test Panel — Urine 46994 B 6
D-DOAPMS5 Multi-drug 5 drugs Rapid Test Panel — Urine 46994| B 6
D-DOAPM6 Multi-drug 6 drugs Rapid Test Panel — Urine 46994 B 6
D-DOAPM7 Multi-drug 7 drugs Rapid Test Panel — Urine 46994| B 6
D-DOAPMS8 Multi-drug 8 drugs Rapid Test Panel — Urine 46994 B 6
D-DOAPM9 Multi-drug 9 drugs Rapid Test Panel — Urine 46994| B 6
D-DOAPM10 Multi-drug 10 drugs Rapid Test Panel — Urine 46994 B 6
D-DOAPM11 Multi-drug 11 drugs Rapid Test Panel — Urine 46994| B 6
D-DOAPM12 Multi-drug 12 drugs Rapid Test Panel — Urine 46994| B 6
D-DOAPM13 Multi-drug 13 drugs Rapid Test Panel — Urine 46994| B 6
D-DOAPM14 Multi-drug 14 drugs Rapid Test Panel — Urine 46994| B 6
D-DOAPM15 Multi-drug 15 drugs Rapid Test Panel — Urine 46994| B 6
D-DOAPM16 Multi-drug 16 drugs Rapid Test Panel — Urine 46994 B 6
D-DOAPM17 Multi-drug 17 drugs Rapid Test Panel — Urine 46994| B 6
D-DOAPM18 Multi-drug 18 drugs Rapid Test Panel — Urine 46994 B 6
D-DOAPM19 Multi-drug 19 drugs Rapid Test Panel — Urine 46994| B 6
D-DOAPM20 Multi-drug 20 drugs Rapid Test Panel — Urine 46994 B 6
D-DOACM2 Multi-Drug 2 Drugs Rapid Test 1-Step Cup - Urine 46994| B 6
D-DOACM3 Multi-Drug 3 Drugs Rapid Test 1-Step Cup - Urine 46994| B 6
D-DOACM4 Multi-Drug 4 Drugs Rapid Test 1-Step Cup - Urine 46994| B 6
D-DOACM5 Multi-Drug 5 Drugs Rapid Test 1-Step Cup - Urine 46994| B 6
D-DOACM®6 Multi-Drug 6 Drugs Rapid Test 1-Step Cup - Urine 46994| B 6
D-DOACM7 Multi-Drug 7 Drugs Rapid Test 1-Step Cup - Urine 46994| B 6
D-DOACMS8 Multi-Drug 8 Drugs Rapid Test 1-Step Cup - Urine 46994| B 6
D-DOACM9 Multi-Drug 9 Drugs Rapid Test 1-Step Cup - Urine 46994| B 6
D-DOACM10 Multi-Drug 10 Drugs Rapid Test 1-Step Cup - Urine 46994| B 6
D-DOACM11 Multi-Drug 11 Drugs Rapid Test 1-Step Cup - Urine 46994| B 6
D-DOACM12 Multi-Drug 12 Drugs Rapid Test 1-Step Cup - Urine 46994| B 6
D-DOACM13 Multi-Drug 13 Drugs Rapid Test 1-Step Cup - Urine 46994| B 6
D-DOACM14 Multi-Drug 14 Drugs Rapid Test 1-Step Cup - Urine 46994| B 6
D-DOACM15 Multi-Drug 15 Drugs Rapid Test 1-Step Cup - Urine 46994| B 6
D-DOACM16 Multi-Drug 16 Drugs Rapid Test 1-Step Cup - Urine 46994| B 6
D-DOACM17 Multi-Drug 17 Drugs Rapid Test 1-Step Cup - Urine 46994| B 6
D-DOACM18 Multi-Drug 18 Drugs Rapid Test 1-Step Cup - Urine 46994| B 6
D-DOACM19 Multi-Drug 19 Drugs Rapid Test 1-Step Cup - Urine 46994| B 6
D-DOACM20 Multi-Drug 20 Drugs Rapid Test 1-Step Cup - Urine 46994| B 6
D-DOACM21 Multi-Drug 21 Drugs Rapid Test 1-Step Cup - Urine 46994| B 6
D-DOACM22 Multi-Drug 22 Drugs Rapid Test 1-Step Cup - Urine 46994| B 6
D-DOACM2K Multi-Drug 2 Drugs Rapid Test 2-Step Cup - Urine 46994| B 6
D-DOACM3K Multi-Drug 3 Drugs Rapid Test 2-Step Cup - Urine 46994| B 6
D-DOACMA4K Multi-Drug 4 Drugs Rapid Test 2-Step Cup - Urine 46994| B 6
D-DOACMS5K Multi-Drug 5 Drugs Rapid Test 2-Step Cup - Urine 46994| B 6
D-DOACMG6K Multi-Drug 6 Drugs Rapid Test 2-Step Cup - Urine 46994| B 6
D-DOACM7K Multi-Drug 7 Drugs Rapid Test 2-Step Cup - Urine 46994| B 6
D-DOACMSK Multi-Drug 8 Drugs Rapid Test 2-Step Cup - Urine 46994| B 6
D-DOACMIK Multi-Drug 9 Drugs Rapid Test 2-Step Cup - Urine 46994| B 6
D-DOACM10K Multi-Drug 10 Drugs Rapid Test 2-Step Cup - Urine 46994| B 6




D-DOACM11K Multi-Drug 11 Drugs Rapid Test 2-Step Cup - Urine 46994| B 6
D-DOACM12K Multi-Drug 12 Drugs Rapid Test 2-Step Cup - Urine 46994| B 6
D-DOACM13K Multi-Drug 13 Drugs Rapid Test 2-Step Cup - Urine 46994| B 6
D-DOACM14K Multi-Drug 14 Drugs Rapid Test 2-Step Cup - Urine 46994| B 6
D-DOACM15K Multi-Drug 15 Drugs Rapid Test 2-Step Cup - Urine 46994| B 6
D-DOACM16K Multi-Drug 16 Drugs Rapid Test 2-Step Cup - Urine 46994| B 6
D-DOACM17K Multi-Drug 17 Drugs Rapid Test 2-Step Cup - Urine 46994| B 6
D-DOACM18K Multi-Drug 18 Drugs Rapid Test 2-Step Cup - Urine 46994| B 6
D-DOA1D20S Amphetamine (AMP) Rapid Test Device — Saliva 46994| B 6
D-DOA1M25S Amphetamine (AMP) Rapid Test Midstream-Saliva 46994| B 6
D-DOA54D25S a-Pyrrolidinovalerophenone (a-PVP ) Rapid Test Device- Saliva [46994| B 6
D-DOA54M25S | a-Pyrrolidinovalerophenone (a-PVP ) Rapid Test Midstream-Saliva (46994 B 6
D-DOA4D20S Barbiturates ( BAR) Rapid Test Device — Salvia 46994 B 6
D-DOA4M25S Barbiturates (BAR) Rapid Test Midstream-Salvia 46994 B 6
D-DOA11D20S Buprenorphine (BUP) Rapid Test Device — Saliva 46994| B 6
D-DOA11M25S Buprenorphine ( BUP) Rapid Test Midstream-Saliva 46994 B 6
D-DOA5D20S Benzodiazepine (BZO) Rapid Test Device — Salvia 46994| B 6
D-DOA5M25S Benzodiazepine (BZO) Rapid Test Midstream-Salvia 46994 B 6
D-DOA6M25S Cocaine (COC) Rapid Test Midstream-Saliva 46994 B 6
D-DOA47D25S Carfentanyl (CFYL) Rapid Test Device — Salvia 46994 B 6
D-DOA47M25S Carfentanyl (CFYL) Rapid Test Midstream-Salvia 46994| B 6
D-DOA31M25S Cotinine (COT) Rapid Test Midstream-Salvia 46994| B 6
D-DOA42D20S Fentanyl (FYL) Rapid Test Device — Salvia 46994| B 6
D-DOA42M25S Fentanyl (FYL) Rapid Test Midstream-Salvia 46994| B 6
D-DOA9D20S Ketamine (KET) Rapid Test Device — Saliva 46994 B 6
D-DOA9M25S Ketamine (KET) Rapid Test Midstream-Salvia 46994 B 6
D-DOA43D20S 6-Monoacetylmorphine(6-MAM) Rapid Test Device-Saliva 64154 B 6
D-DOA43M25S 6-Monoacetylmorphine (6-MAM) Rapid Test Midstream-salvia |46994| B 6
D-DOA12M20S Ecstasy (MDMA) Rapid Test Midstream-Saliva 46994| B 6
D-DOA62D25S Methylenedioxypyrovalerone (MDPV) Rapid Test Device-Saliva |46994| B 6
D-DOA62M25S | Methylenedioxypyrovalerone (MDPV) Rapid Test Midstream-Urine (46994 B 6
D-DOA7M20S Methadone (MTD) Rapid Test Midstream-Saliva 46994 B 6
D-DOA3M20S Opiates (OPI) Rapid Test Midstream-Saliva 46994| B 6
D-DOA39D20S Oxycodone (OXY) Rapid Test Device — Saliva 46994| B 6
D-DOA39M25S Oxycodone (OXY) Rapid Test Midstream-Saliva 46994| B 6
D-DOA13D20S Phencyclidine (PCP) Rapid Test Device — Saliva 46994 B 6
D-DOA13M25S Phencyclidine (PCP) Rapid Test Midstream-Saliva 46994| B 6
D-DOA51D20S Synthetic Marijuana (K2) Rapid Test Device — Salvia 46994| B 6
D-DOA51M25S Synthetic Marijuana (K2) Rapid Test Midstream-Salvia 46994| B 6
D-DOA8M25S Marijuana (THC) Rapid Test Midstream-Saliva 46994 B 6
D-DOA30D20S Tramadol (TML) Rapid Test Device — Saliva 46994 B 6
D-DOA30M25S Tramadol(TML) Rapid Test Midstream-Saliva 64161 B 6
D-DOAMM?2S Multi-drug 2 Drugs Rapid Test Midstream-Saliva 46994| B 6
D-DOAMM3S Multi-drug 3 Drugs Rapid Test Midstream-Saliva 46994 B 6
D-DOAMMA4S Multi-drug 4 Drugs Rapid Test Midstream-Saliva 46994| B 6
D-DOAMMS5S Multi-drug 5 Drugs Rapid Test Midstream-Saliva 46994 B 6
D-DOAMMG6S Multi-drug 6 Drugs Rapid Test Midstream-Saliva 46994| B 6
D-DOAMM7S Multi-drug 7 Drugs Rapid Test Midstream-Saliva 46994 B 6




D-DOAMMS8S Multi-drug 8 Drugs Rapid Test Midstream-Saliva 46994| B 6
D-DOAMMSIS Multi-drug 9 Drugs Rapid Test Midstream-Saliva 46994 B 6
D-DOAMM10S Multi-drug 10 drugs Rapid Test Midstream-Saliva 46994| B 6
D-DOAMM11S Multi-drug 11 drugs Rapid Test Midstream-Saliva 46994 B 6
D-DOAMM12S Multi-drug 12 drugs Rapid Test Midstream-Saliva 46994| B 6
D-DOAM2S Multi-drug 2 drugs Rapid Test Device — Saliva 46994 B 6
D-DOAMS3S Multi-drug 3 drugs Rapid Test Device — Saliva 46994| B 6
D-DOAMA4S Multi-drug 4 drugs Rapid Test Device — Saliva 46994 B 6
D-DOAMS5S Multi-drug 5 drugs Rapid Test Device — Saliva 46994| B 6
D-DOAMG6S Multi-drug 6 drugs Rapid Test Device — Saliva 46994 B 6
D-DOAM7S Multi-drug 7 drugs Rapid Test Device — Saliva 46994| B 6
D-DOAMS8S Multi-drug 8 drugs Rapid Test Device — Saliva 46994 B 6
D-DOAMS9S Multi-drug 9 drugs Rapid Test Device — Saliva 46994| B 6
D-DOAM10S Multi-drug 10 drugs Rapid Test Device — Saliva 46994 B 6
D-DOAM11S Multi-drug 11 drugs Rapid Test Device — Saliva 46994| B 6
D-DOAM12S Multi-drug 12 drugs Rapid Test Device — Saliva 46994 B 6
D-DOACM2S Multi-Drug 2 Drugs Rapid Test Cup — Saliva 46994| B 6
D-DOACM3S Multi-Drug 3 Drugs Rapid Test Cup — Saliva 46994 B 6
D-DOACMA4S Multi-Drug 4 Drugs Rapid Test Cup — Saliva 46994| B 6
D-DOACMS5S Multi-Drug 5 Drugs Rapid Test Cup — Saliva 46994 B 6
D-DOACMG6S Multi-Drug 6 Drugs Rapid Test Cup — Saliva 46994| B 6
D-DOACM7S Multi-Drug 7 Drugs Rapid Test Cup — Saliva 46994 B 6
D-DOACMS8S Multi-Drug 8 Drugs Rapid Test Cup — Saliva 46994| B 6
D-DOACMSIS Multi-Drug 9 Drugs Rapid Test Cup — Saliva 46994 B 6
D-DOACM10S Multi-Drug 10 Drugs Rapid Test Cup — Saliva 46994| B 6
D-DOACM11S Multi-Drug 11 Drugs Rapid Test Cup — Saliva 46994 B 6
D-DOACM12S Multi-Drug 12 Drugs Rapid Test Cup — Saliva 46994| B 6
D-DOACM13S Multi-Drug 13 Drugs Rapid Test Cup — Saliva 46994 B 6
D-DOACM14S Multi-Drug 14 Drugs Rapid Test Cup — Saliva 46994| B 6
D-DOACM15S Multi-Drug 15 Drugs Rapid Test Cup — Saliva 46994 B 6
D-DOACM16S Multi-Drug 16 Drugs Rapid Test Cup — Saliva 46994| B 6
D-DOA1WBD40 AMP Rapid Test Device — WB/S/P 46994| B 6
D-DOA4AWBDA40 BAR Rapid Test Device — WB/S/P 46994 B 6
D-DOA11WBD40 BUP Rapid Test Device — WB/S/P 46994| B 6
D-DOA5WBD40 BZO Rapid Test Device — WB/S/P 46994 B 6
D-DOA6WBD40 COC Rapid Test Device — WB/S/P 46994| B 6
D-DOA31WBD40 COT Rapid Test Device — WB/S/P 46994 B 6
D-DOA57WBD40 EDDP Rapid Test Device — WB/S/P 46994| B 6
D--DOA42WBD40 FYL Rapid Test Device-WB/S/P 64153| B 6
D-DOA9SWBD40 KET Rapid Test Device-WB/S/P 62130 B 6
D-DOA29WBD40 LSD Rapid Test Device-WB/S/P 64156 B 6
D-DOA12WBD40 MDMA Rapid Test Device — WB/S/P 46994| B 6
D-DOA61WBD40 MDA Rapid Test Device-WB/S/P 46994 B 6
D-DOA62WBD40 MDPV Rapid Test Device — WB/S/P/ 46994| B 6
D-DOA2WBD40 MET Rapid Test Device — WB/S/P 46994 B 6
D-DOA38WBD40 MOP Rapid Test Device — WB/S/P 46994| B 6
D-DOA7WBD40 MTD Rapid Test Device — WB/S/P 46994 B 6
D-DOA39WBD40 OXY Rapid Test Device — WB/S/P 46994| B 6




D-DOA13WBD40 PCP Rapid Test Device-WB/S/P 30523| B 6
D-DOA65WBD40 PPX Rapid Test Device — WB/S/P 46994| B 6
D-DOA51WBD40 K2 Rapid Test Device-WB/S/P 30519| B 6
D-DOA10WBD40 TCA Rapid Test Device — WB/S/P 30524 B 6
D-DOA67WBD40 THC Rapid Test Device — WB/S/P 46994 B 6
D-DOA30WBD20 TML Rapid Test Device — WB/S/P 46994| B 6
D-DOAWBM?2 Multi-drug 2 drugs Rapid Test Device — WB/S/P 46994| B 6
D-DOAWBM3 Multi-drug 3 drugs Rapid Test Device — WB/S/P 46994| B 6
D-DOAWBMA4 Multi-drug 4 drugs Rapid Test Device — WB/S/P 46994| B 6
D-DOAWBM5 Multi-drug 5 drugs Rapid Test Device — WB/S/P 46994| B 6
D-DOAWBMG6 Multi-drug 6 drugs Rapid Test Device — WB/S/P 46994| B 6
D-DOAWBM7 Multi-drug 7 drugs Rapid Test Device — WB/S/P 46994| B 6
D-DOAWBMS8 Multi-drug 8 drugs Rapid Test Device — WB/S/P 46994| B 6
D-DOAWBM9 Multi-drug 9 drugs Rapid Test Device — WB/S/P 46994| B 6
D-DOAWBM10 Multi-drug 10 drugs Rapid Test Device — WB/S/P 46994| B 6
D-DOAWBM11 Multi-drug 11 drugs Rapid Test Device — WB/S/P 46994| B 6
D-DOAWBM12 Multi-drug 12 drugs Rapid Test Device — WB/S/P 46994| B 6
D-DOAWBM13 Multi-drug 13 drugs Rapid Test Device — WB/S/P 46994| B 6
D-DOAWBM14 Multi-drug 14 drugs Rapid Test Device — WB/S/P 46994| B 6
D-DOAWBM15 Multi-drug 15 drugs Rapid Test Device — WB/S/P 46994| B 6
D-DOAWBM16 Multi-drug 16 drugs Rapid Test Device — WB/S/P 46994| B 6
D-DOAWBM17 Multi-drug 17 drugs Rapid Test Device — WB/S/P 46994| B 6
D-DOA1D20H Amphetamine (AMP) Rapid Test Device — Hair 46994| B 6
D-DOA4D20H Barbiturates (BAR) Rapid Test Device — Hair 46994 B 6
D-DOA11D20H Buprenorphine ( BUP) Rapid Test Device — Hair 46994| B 6
D-DOASD20H Benzodiazepine (BZO) Rapid Test Device — Hair 46994| B 6
D-DOA6D20H Cocaine (COC) Rapid Test Device — Hair 46994 B 6
D-DOA31D20H Cotinine (COT) Rapid Test Device — Hair 46994 B 6
D-DOA9D20H Ketamine (KET) Rapid Test Device — Hair 46994 B 6
D-DOA43D20H 6-Monoacetylmorphine (6-MAM)Rapid Test Device — Hair 46994 B 6
D-DOA12D20H Ecstasy (MDMA) Rapid Test Device — Hair 46994| B 6
D-DOA2D20H Methamphetamine ( MET) Rapid Test Device — Hair 46994| B 6
D-DOA38D20H Morphine (MOP) Rapid Test Device -Hair 46994| B 6
D-DOA39D20H Oxycodone (OXY) Rapid Test Device -Hair 46994| B 6
D-DOA13D20H Phencyclidine (PCP) Rapid Test Device — Hair 46994| B 6
D-DOAM2H Multi-drug 2 drugs Rapid Test Device — Hair 46994| B 6
D-DOAM3H Multi-drug 3 drugs Rapid Test Device — Hair 46994 B 6
D-DOAMA4H Multi-drug 4 drugs Rapid Test Device -Hair 46994| B 6
D-DOAMS5H Multi-drug 5 drugs Rapid Test Device — Hair 46994 B 6
D-DOAMG6H Multi-drug 6 drugs Rapid Test Device — Hair 46994 B 6
D-DOAM7H Multi-drug 7 drugs Rapid Test Device — Hair 46994 B 6
D-DOAMS8H Multi-drug 8 drugs Rapid Test Device — Hair 46994 B 6
D-DOAMYH Multi-drug 9 drugs Rapid Test Device — Hair 46994 B 6
D-CEAD20 CEA Rapid Test Device — WB/S/P 54617 C | 3h
D-CFOBD10 Calprotectin and FOB Combo Rapid Test Device — Feces 66462 B 6
D-HBHBD20 Hb+Hb-Hp Combo Rapid Test Device — Feces 54557 B 6
D-TRFOBHBD20 Transferrin/FOB and Hb-Hp Combo Rapid Test Device - Feces |65270( B 6
D-CKMBD10 CK-MB Rapid Test Device — WB/S/P 52995| C 3j




D-HFCD25 H-FABP and cTnl Combo Rapid Test Device — WB/S/P 61295 C | 3j
B-HMCKCTD10 H-FABP and Myoglobin/CK—MIj’:/Cardiac Troponin | Combo Rapid 61205| ¢ | 3i
Test Device — WB/S/P

D-CRPS10 CRP Rapid Test Strip — WB/S/P 58395 B 6
D-CRPD10 CRP Rapid Test Device — WB/S/P 58395| B 6
D-CRPSQS10 CRP Semi-Quantitative Rapid Test Device — WB/S/P 58395 B 6
D-CRPSQD10 CRP Semi-Quantitative Rapid Test Device — WB/S/P 58395| B 6
D-PCTD10 PCT Rapid Test Device — S/P 58305 B 6
D-FED10 Ferritin Rapid Test Device — WB/S/P 66124| B 6
D-FESQD10 Ferritin Semi-Quantitative Rapid Test Device — WB/S/P 66124 B 6
D-SP10D1 SP-10 Male Fertility Rapid Test Device-Sperm 61076| B 6
D-SP10D2 SP-10 Male Fertility Rapid Test Device-Sperm 61076| B 6
D-vDD10 Vitamin D Rapid Test Device — WB 60955| B 6
D-HBA1CD10 HbA1lc Rapid Test Device-WB 65322 C | 3k
D-RFSPD20 Rheumatoid Factor Rapid Test Device — S/P 66486 B 6
D-DMASQS50 Micro-Albumin Semi-Quantitative Rapid Test strip-urine 60471] B 6
D-MASQD25 Micro-Albumin Semi-Quantitative Rapid Test Device — Urine 60471 B 6
D-MAQS50 Micro-Albumin Qualitative Rapid Test Strip — Urine 60471 B 6
D-MAQD25 Micro-Albumin Qualitative Rapid Test Device — Urine 60471 B 6
D-RDOA32D40 Acetaminophen (ACE) Rapid Test Device -Urine 64160 B 6
D-RDOA53D40 7-Aminoclonazepam (7-ACL) Rapid Test Device -Urine 55532 B 6
D-RDOA1D40 Amphetamine (AMP) Rapid Test Device -Urine 46994| B 6
D-RDOA54D40 a-Pyrrolidinovalerophenone (a-PVP ) Rapid Test Device -Urine  [46994| B 6
D-RDOA4D40 Barbiturate (BAR) Rapid Test Device-urine 46994 B 6
D-RDOA11D40 Buprenorphine (BUP) Rapid Test Device -Urine 65385 B 6
D-RDOA5D40 Benzodiazepines (BZO) Rapid Test Device-urine 46994 B 6
D-RDOA56D40 Clonazepam (CLO) Rapid Test Device -Urine 55532 B 6
D-RDOA6D40 COCAINE (COC) Rapid Test Device-urine 46994 B 6
D-RDOA31D40 Cotinine (COT) Rapid Test Device -Urine 64155| B 6
D-RDOA41D40 Diazepam (DIA) Rapid Test Device -urine 64157 B 6
D-RDOAS7D40 Ethylenediamine-dimethylphosph?nic acid (EDDP) Rapid Test Device 42656 B 6
-urine
D-RDOA58D40 Ethyl Glucuronide (ETG) Rapid Test Device-urine 60669 B 6
D-RDOA42D40 Fentanyl (FYL) Rapid Test Device -urine 64153 B 6
D-RDOA9D40 Ketamine (KET)Rapid Test Device-urine 62130 B 6
D-RDOA43D40 6-Monoacetylmorphine (6-MAM) Rapid Test Device -urine 64154 B 6
D-RDOA12D40 Ecstasy (MDMA) Rapid Test Device-urine 55489 B 6
D-RDOA61D40 Tenamfetamine (MDA) Rapid Test Device -urine 46994| B 6
D-RDOA62D40 Methylenedioxypyrovalerone (MDPV) Rapid Test Device -urine [46994| B 6
D-RDOA63D40 Methylphenidate(MPD) Rapid Test Device -urine 46994 B 6
D-RDOA2D40 Methamphetamine (MET) Rapid Test Device -urine 55498 B 6
D-RDOA38D40 Morphine (MOP) Rapid Test Device -urine 55701 B 6
D-RDOA64D40 Methaqualone (MQL) Rapid Test Device -urine 55696 B 6
D-RDOA7D40 Methadone (MTD) Rapid Test Device -urine 30521 B 6
D-RDOA3D40 Opiates (OPI) Rapid Test Device -urine 55701 B 6
D-RDOA39D40 Oxycodone (OXY) Rapid Test Device -urine 55734 B 6
D-RDOA13D40 Phencyclidine (PCP) Rapid Test Device -urine 30523 B 6
D-RDOA65D40 Propoxyphene (PPX) Rapid Test Device -urine 62324| B 6




D-RDOA51D40 Synthetic Marijuana (K2) Rapid Test Device-urine 30519 B 6
D-RDOA10D40 Tricyclic Antidepressants (TCA) Rapid Test Device -urine 55712 B 6
D-RDOA8D40 Marijuana (THC) Rapid Test Device-urine 30519 B 6
D-RDTMLD40 Tramadol (TML) Rapid Test Device -urine 64161 B 6
D-RDOA29D40 Lysergic Acid Diethylamide (LSD) Rapid Test Device -urine 64156 B 6
D-RDOA68D40 Zolpidem(ZOL) Rapid Test Device -urine 46994 B 6
D-RDOA1D25S Amphetamine (AMP) Rapid Test Device -Saliva 46994| B 6
D-RDOA4D25S Barbiturate (BAR) Rapid Test Device -Saliva 46994 B 6
D-RDOA11D25S Buprenorphine (BUP) Rapid Test Device -Saliva 65385 B 6
D-RDOA5D20S Benzodiazepines (BZO) Rapid Test Device -Saliva 46994 B 6
D-RDOA6D25S COCAINE (COC) Rapid Test Device -Saliva 46994 B 6
D-RDOA2D25S Methamphetamine (MET) Rapid Test Device -Saliva 55498 B 6
D-RDOA7D25S Methadone (MTD) Rapid Test Device -Saliva 30521| B 6
D-RDOA3D25S Opiates (OPI) Rapid Test Device -Saliva 55701 B 6
D-RDOA13D25S Phencyclidine (PCP) Rapid Test Device -Saliva 30523 B 6
D-RDOA51D25S Synthetic Marijuana (K2) Rapid Test Device -Saliva 30523 B 6
D-RDOAPM3 Multi-Drug 3 Drugs Rapid Test Panel-urine 46994| B 6
D-RDOAPM4 Multi-Drug 4 Drugs Rapid Test Panel-urine 46994| B 6
D-RDOAPM5 Multi-Drug 5 Drugs Rapid Test Panel-urine 46994| B 6
D-RDOAPM6 Multi-Drug 6 Drugs Rapid Test Panel-urine 46994| B 6
D-RDOAPM7 Multi-Drug 7 Drugs Rapid Test Panel-urine 46994| B 6
D-RDOAPMS8 Multi-Drug 8 Drugs Rapid Test Panel-urine 46994| B 6
D-RDOAPM9 Multi-Drug 9 Drugs Rapid Test Panel-urine 46994| B 6
D-RDOAPM10 Multi-Drug 10 Drugs Rapid Test Panel-urine 46994| B 6
D-RDOAPM12 Multi-Drug 12 Drugs Rapid Test Panel-urine 46994| B 6
D-RDOAPM3A Multi-Drug 3 Drugs Rapid Test Panel with Adulteration-urine 46994| B 6
D-RDOAPMA4A Multi-Drug 4 Drugs Rapid Test Panel with Adulteration-urine 46994| B 6
D-RDOAPMS5A Multi-Drug 5 Drugs Rapid Test Panel withAdulteration-urine 46994| B 6
D-RDOAPMB6GA Multi-Drug 6 Drugs Rapid Test Pane with Adulteration-urine 46994| B 6
D-RDOAPM7A Multi-Drug 7 Drugs Rapid Test Panel with Adulteration-urine 46994 B 6
D-RDOAPMSA Multi-Drug 8 Drugs Rapid Test Panel with Adulteration-urine 46994| B 6
D-RDOAPMO9A Multi-Drug 9 Drugs Rapid Test Panel with Adulteration-urine 46994| B 6
D-RDOAPM10A Multi-Drug 10 Drugs Rapid Test Panel with Adulteration-urine 46994| B 6
D-RDOAPM12A Multi-Drug 12 Drugs Rapid Test Panel with Adulteration-urine 46994 B 6
D-RDOAM3U Multi-Drug 3 Drugs Rapid Test Device-urine 46994| B 6
D-RDOAMS5U Multi-Drug 5 Drugs Rapid Test Device-urine 46994| B 6
D-RDOAM6U Multi-Drug 6 Drugs Rapid Test Device-urine 46994| B 6
D-RDOAM7U Multi-Drug 7 Drugs Rapid Test Device-urine 46994 B 6
D-RDOAM12U Multi-Drug 12 Drugs Rapid Test Device-urine 46994| B 6
D-RDOAM3S Multi-Drug 3 Drugs Rapid Test Device -Saliva 46994 B 6
D-RDOAMAS Multi-Drug 4 Drugs Rapid Test Device -Saliva 46994| B 6
D-RDOAMS5S Multi-Drug 5 Drugs Rapid Test Device -Saliva 46994 B 6
D-RDOAMG6S Multi-Drug 6 Drugs Rapid Test Device -Saliva 46994| B 6
D-RDOAM7S Multi-Drug 7 Drugs Rapid Test Device -Saliva 46994 B 6
D-RDOAMS8S Multi-Drug 8 Drugs Rapid Test Device -Saliva 46994| B 6
D-RCFOB10 FOB Rapid Test Device -Feces 54532| B 6
D-RHCGUD40 hCG Pregnancy Rapid Test Device -urine 33819| B 6
D-RCTID10 Cardiac Troponin | Rapid Test Device -WB/S/P 46989| C | 3j




NGAL (neutrophil gelatinase-associated lipocalin) Rapid Test

D-RNGALD10 Device -WB/S/P 47430| C 3j
D-RCKMBD10 CK-MB Rapid Test Device -WB/S/P 52995| C | 3j
D-RMYOD10 Myoglobin Rapid Test Device -WB/S/P 46987 C | 3j
D-INFABD20 Influenza A+B Rapid Test Device — Swab/Nasal Aspirate 49119| B 6
D-RHPAGD25 H. pylori Antigen Rapid Test Device -Feces 30825| B 6
D-RMONOD25 MONO Rapid Test Device -WB/S/P 49689 C | 3e
D-RINFAD20 Influenza A Rapid Test Device -Swab/Nasal Aspirate 49119| B 6
D-RSTRAS20 Strep A Rapid Test Device -Throat Swab 51707 B 6
D-RTPD40 Syphilis Rapid Test Device -S/P 63969 C | 3a
D-RDGMD20 Dengue 1gG/IgM Rapid Test Device -WB/S/P 63238| B 6
D-RDAGD20 Dengue NS1 Rapid Test Device-WB/S/P 62946 C | 3b
D-RFFD25 Fetal Fibronectin (fFN) Rapid Test Device -Vaginal Discharge 53721 B 6
D-RFSHD20 Follicle Stimulating Hormone (FSH) Rapid Test Device -Urine 54188| B 6
D-RTSHD20 TSH Rapid Test Device -WB/S/P 65274 B 6
D-RFED10 Ferritin Rapid test Device -WB/S/P 66124 B 6
D-RTSHSQD20 Thyroid Stimulating Hormone (TSH) Rapid Test Device -WB/S/P  [65274] B 6
D-RVDD10 Vitamin D Rapid Test Device -WB/S/P 60955 B 6
D-RPCTCD10 Procalcitonin (PCT) Rapid Test Device -WB/S/P 58305/ B 6
D-RCALD10 Calprotectin Rapid Test Device -Feces 60775 B 6
D-RCRD10 CRP Rapid Test Device -WB/S/P 58768| B 6
D-FICEAD20 CEA Test Device -S/P 54616/ C | 3h
D-FIAFPD20 AFP Test Device -S/P 54060 C | 3h
D-FIDIMERD10 D-Dimer Test Device -WB/P 61389| C | 3k
D-FICKMBD10 CK-MB Test Device -WB/S/P 61385 C 3j
D-FITROPID20 cTnl Test Device -WB/S/P 54010f C 3j
D-FIMYOD25 Myoglobin Rapid Test Device —WB/S/P 61390 C | 3j
D-FIFABD10 H-FABP Test Device -WB/S/P 53365| C 3j
D-FINTPD10 NT-proBNP Test Device -WB/S/P 47352 C | 3j
D-FITIMCKD20 Troponin I/Myoglobin/CK-MB (3 in 1) Test Device -WB/S/P 47384 C | 3j
D-FITTMCKD20 Troponin T/Myoglobin/CK-MB (3 in 1) Test Device -WB/S/P 47384 C | 3j
D-FILHD20 LH Test Device -WB/S/P 65959 B 6
D-FISTRAS20 Strep A Test Device -Swab 63770 B 6
D-FIIABD20 Influenza A+B Test Device -Swab 49117| B 6
D-FIDGMD20 Dengue IgG/1gM Test Device -WB/S/P 48915 B 6
D-FIDAGD25 Dengue NS1 Test Device -WB/S/P 48915| C | 3b
D-FIRSVD20 RSV Test Device -Swab 62587| B 6
D-FICDTABD10 Clostridium difficile Toxin A/Toxin B Combo Test Device -Feces |65995| B 6
D-FICDGD10 Clostridium difficile GDH Test Device -Feces 65995 B 6
D-FIADED25 Adenovirus antigen Test Device -Feces 49854| B 6
D-FISPD10 Streptococcus pneumoniae Test Device -urine 63796] C | 3c
D-FILPD25 Legionella pneumophila Test Device -urine 63781 C | 3c
D-FITPSPD40 Syphilis Test Device -WB/S/P 51814 C | 3a
D-FIZAGD10 Zika antigen Test Device -WB/S/P 65994 B 6
D-FIZMD10 Zika IgM Test Device -WB/S/P 66015| B 6
D-FIAMHD10 AMH Test Device -WB/S/P 58410 B 6
D-FIFFD25 Fetal Fibronectin (fFN) Test Device-Swab 53721 B 6
D-FIFSHD20 FSH Test Device -WB/S/P 54188 B 6




D-FIRFSPD20 Rheumatoid Factor IgM Test Device -WB/S/P 55109| B 6
D-FICRPD25 CRP Test Device-WB/S/P 58768 B 6
D-FIPCTD25 PCT Test Device-WB/S/P 54313| B 6
D-FIFOBD25 FOB Test Device-Feces 66044| B 6
D-FIT4AD25 T4 Test Device-S/P 63072 B 6
D-FIHCG D25 B-HCG Test Device-S/P 58789| B 6
D-FITSHD25 TSH Test Device-S/P 54384| B 6
D-FIT3D25 T3 Test Device-S/P 63082 B 6
D-FITESD25 Testosterone Test Device-S/P 54184 B 6
D-FIP4D25 Progesterone(P4) Test Device-S/P 54327 B 6
D-FICYSCD25 CysC Test Device-WB/S/P 48177 B 6
D-FI2MGD25 B2MG Test Device-WB/S/P 53930 B 6
D-FINGALD25 N-GAL Test Device-Urine 47426 C | 3j
D-FIHBA1CD25 HbA1lc Test Device-WB 65958 C | 3k
D-FIIGED25 IgE Test Device-WB/S/P 60380 C | 3e
D-FIFED25 Ferritin Test Device-S/P 58769 B 6
D-CAND20 Candida Albicans Rapid Test Device — Swab 63216 B 6
D-CHAGBD20 Cholera Ag 0139 Rapid Test Device — Feces 51840| c¢ | 3c
D-COVAGD20B SARS-CoV-2 Antigen Rapid Test Device — swab 64787 D 1
D-COVAGD20H COVID-19 Antigen Rapid Test Device — Oral Fluid 64787 D
D-COVGD25 COVID-19 IgG Rapid Test Device — WB/S/P 64831 D
b-COVID1 SARS-CoV-2 and Influenza A+B Antigen Combo Rapid Test Device — 64770 D 1
Nasal Swab
D-COVID20 SARS-CoV-2 and Influenza A+B Antigen Combo Rapid Test Device — 64770 D 1
Nasal Swab
D-DOA12D20S Ecstasy (MDMA) Rapid Test Device — Saliva 46994| B 6
D-DOA2D20S Methamphetamine (MET) Rapid Test Device - Saliva 46994| B 6
D-DOA31D20S Cotinine (COT) Rapid Test Device — Salvia 46994| B 6
D-DOA3D20S Opiates (OPI) Rapid Test Device — Saliva 46994| B 6
D-DOA43D20D 6-Monoacetylmorphine (6-MAM) Rapid Test Device — Salvia 46994 B 6
D-DOA50D40 Pregabaline (PGB) Rapid Test Device — Urine 46994| B 6
D-DOA50S50 Pregabaline (PGB) Rapid Test Strip — Urine 46994| B 6
D-DOA51D20 Synthetic Marijuana (K2) Rapid Test Device — Urine 46994| B 6
D-DOA51S50 Synthetic Marijuana (K2) Rapid Test Strip — Urine 46994| B 6
D-DOA58540 Ethyl Glucuronide (ETG) Rapid Test Strip — Urine 46994| B 6
D-DOA62S25S Methylenedioxypyrovalerone (MDPV) Rapid Test Device —Saliva |46994| B 6
D-DOA6D20S Cocaine (COC) Rapid Test Device — Saliva 46994 B 6
D-DOA7D20S Methadone (MTD) Rapid Test Device — Saliva 46994 B 6
D-DOAS50 Methadone (MTD) Rapid Test Strip — Urine 46994| B 6
D-DOA8D20S Marijuana (THC) Rapid Test Device — Saliva 46994 B 6
D-DOAM10UT Multi- Drug 10 drugs inc. T ramadol Rapid Test Device — Urine 46994 B 6
D-GL10D Giardia Lamblia Rapid Test Device — Feces 52249| B 6
D-GONOD20 Gonorrhea Rapid Test Device — Swab 51228 C | 3a
D-HBAC1CD10 HbA1c Rapid Test Device — WB 65322 C | 3k
D-HCGSO (hCG) Rapid Test Device plain/no box — Urine/S/P 66850 B 6
D-HPD20 H.pylori Rapid Test Device — WB/S/P 30825| B 6
D-HPD40 H.pylori Antibody Rapid Test Device — WB/S/P 30825| B 6
D-HPVD20 HPV Antigen Rapid Test Device — Cervical Swab 63733 B 6




D-INFABS50 Influenza A+B Rapid Test Strip — Swab/Nasal Aspirate 49119| B 6
D-LACFD20 Lactoferrin Rapid Test Device — Feces 53910 B 6
D-MASQS50 Micro-Albumin Semi-Quantitative Rapid Test Strip — Urine 60471 B 6
D-MCKTMD40 Myoglobin/CK-MB/Troponin | Combo Rapid Test Device — WB/S/P [61295| C | 3j
D-TETD20 Tetanus Rapid Test Device — WB/S/P 50867 B 6
D-TPS100 Syphilis Rapid Test Strip — WB/S/P 51788| C | 3a
D-TRFOBHB Transferrin, FOB, Hb+Hb+Hp Rapid Test Device — Feces 65270| B 6
D-TROPQD20 Troponin | (cTNI) Semi Quantitative Test Rapid Test Device — 46989 C | 3j
D-TRVAD10 Trichomonas Vaginalis Rapid Test Device — Swab 52471 C | 3a
D-TYGMCD40 Typhoid Rapid Test Device — WB/S/P 63976 C | 3e
D-TYGMDA40 Typhoid Rapid Test Device — S/P 63976] C | 3e
D-COVAGD25H SARS-CoV-2 Antigen Rapid Test Device — Oral Fluid 64787 D 1
D-DOA30DM25S Tramadol (TML) Rapid Test Device — Midstream Saliva 46994 B 6
D-SHID20 Shigella Rapid Test Device — Faeces 64874 C | 3b
D-FICOVID10 COVID-19 Antigen Rapid Test Device — Nasopharyngeal Swab 64787 D 1
D-HAVMD20 HAV IgM Rapid Test S/P 48270| B 6
D-NGALD10 NGAL Rapid test WB/S/P 47427 C 3j
D-COVD258B SARS-CoV-2 IgG/ IgM Rapid Test Device (WB/S/P) 64756 D 1
D-CHAGS50 Cholera Ag Rapid test - Faeces 51840 C | 3c
D-RDOA40D40 Alcohol(ALC) Rapid Test Casette (for Reader)-Urine 64159 B 6
D-RDOA6725S Marijuana (THC) Rapid Test device (for Reader)-Saliva 30519| B 6
D-RDOA1M25S Amphetamine (AMP) Rapid Test Midstream (for Reader)-Saliva [46994| B 6
D-RDOA4M25S Barbiturate (BAR) Rapid Test Midstream (for Reader)-Saliva 46994 B 6
D-RDOA11M25S Buprenorphine (BUP) Rapid Test Midstream (for Reader)-Saliva |65385( B 6
D-RDOA5M20S Benzodiazepines (BZO) Rapid Test Midstream (for Reader)-Saliva |46994| B 6
D-RDOA6M25S COCAINE (COC) Rapid Test Midstream (for Reader)-Saliva 46994| B 6
D-RDOA2M25S |Methamphetamine (MET) Rapid Test Midstream (for Reader)-Saliva|55498| B 6
D-RDOA7M25S Methadone (MTD) Rapid Test Midstream (for Reader)-Saliva 30521 B 6
D-RDOA3M25S Opiates (OPI) Rapid Test Midstream (for Reader)-Saliva 55701 B 6
D-RDOA13M25S Phencyclidine (PCP) Rapid Test Midstream (for Reader)-Saliva [30523| B 6
D-RDOA51M25S | Synthetic Marijuana (K2) Rapid Test Midstream (for Reader)-Saliva [30519| B 6
D-FIMAD25 Micro-albumin Test device(for Analyzer)-urine 53479 B 6
D-LEIGID20 Legionella Antigen Rapid Test Device — T hroat Swab 51054 C | 3c
D-RUBMD10 Rubella Ig M Rapid Test Device — Serum/Plasma 65734 C | 3d
D-TOXOWBS50 Toxoplasmosis 1gG/ Ig M Rapid Test Strip — WB/S/ P 65735| C | 3d
D-TBSPD20 Tuberculosis (TB) Rapid Test Device — WB/S/P 65814 C | 3e
D-MPFPVBD20 Malaria P.f./P.v. Rapid Test Device -WB/S/P 63331 C | 3c
D-DEMCMD20 Dengue + Chik (1gG/IgM-Chik IgM) Test 63970l B 6

- WB/S/P




Annex

The below updates aren’t stipulated as a significant change under the IVDR.

Date of Update Update made Signature
15/12/2023 Added new GMDN codes /%’mf_f-;f—
—
IVD
Part/Catalogue Description/Name GII\\IAD R Rul
Number Code | CLA e
D-HPVCSD25 HPV Antigen Rapid Test -Cervical Swab 49993 C | 3a
D-HEMS50 HB Hemoglobin Strip 63089 B 6
D-COVIRCS20 COVID-19,Flu A+B &RSV Combo Rapid Test -Nasopharyngeal swab (64770 D 1
D- SARS-CoV-2 & Influenza A+B & RSV & Adenovirus & M.pneumoniae 64770 D 1
SCIABRSVAPNS20 Antigen Combo Rapid Test -Nasopharyngeal swab
D-DOA70D40 Tapentadol (TAP) Rapid Test -Urine 46994 B 6
D-DOA70P40 Tapentadol (TAP) Rapid Test -Urine 46994| B 6
D-DOA70S50 Tapentadol (TAP) Rapid Test -Urine 46994| B 6
D-DOA40SS50 Alcohol Rapid Test Dipstick(Saliva) 64159 B 6
D-DOA40D25 Alcohol (ALC) Oral Fluid Cassette 64159 B 6
D-DOA40BBD15 Breath Alcohol Test (With Blow bag) Cassette 64159| B 6
D-DOA40BBD20 Breath Alcohol Test (Without Blow bag) Cassette 64159 B 6
D-LPD25 Legionella pneumophila Rapid Test -Urine 51054 C | 3c
D-LPSPD10 Legionella pneumophilla & Strept.ococcus pneumoniae Rapid Test - 63143 ¢ | 3¢
Urine
D-U12100 Urinalysis Strips 12 Parameter 63695| B 6
D-U13100 Urinalysis Strips 13 Parameter 63695| B 6
D-U14100 Urinalysis Strips 14 Parameter 63695| B 6
D-HSV1D20 HSV-1 IgG/IgM Rapid Test -WB/S/P 49556| C | 3a
D-HSV2D20 HSV-2 1gG/IgM Rapid Test -WB/S/P 49556 C | 3a
D-CLOSGTD10 C. difficile GDH+ Toxin A +Toxin B Combo Rapid Test -Faeces 50831| B 6




RAPID BIOTEC™

IVD
o0

FOB Rapid Test Device
(Feces)

CATALOGUE NUMBER
D-FOBD10/D-FOBD20

A rapid, one step test for the qualitative detection of Human Occult Blood in feces.
For professional in vitro diagnostic use only.
INTENDED USE
The FOB Rapid Test Device (Feces) is a rapid chromatographic immunoassay for the qualitative
detection of Human Occult Blood in feces.
SUMMARY
Many diseases can cause hidden blood in the feces. This is also known as Fecal Occult Blood
(FOB), Human Occult Blood, or Human Hemoglobin. In the early stages, gastrointestinal problems
such as colon cancer, ulcers, polyps, colitis, diverticulitis, and fissures may not show any visible
symptoms, only occult blood. Traditional 1gzualac-based methods lack sensitivity and specificity, and
also have diet restrictions prior to testing.
The FOB Rapid Test Device (Feces) is a rapid test to qualitatively detect low levels of Fecal Occult
Blood. The test uses a double antibody sandwich assay to selectively detect Fecal Occult Blood at
50ng/ml or higher, or 6ug/g feces. In addition, unlike guaiac assays, the accuracy of the test is not
affected by the diet of the patients.
PRINCIPLE
The FOB Rapid Test Device (Feces) is a qualitative, lateral flow immunoassay for the detection of
Human Occult Blood in feces. The membrane is precoated with anti-hemoglobin antibody on the
test line region of the test. During testing, the specimen reacts with the particle coated with anti-
hemoglobin antibody. The mixture migrates upward on the membrane chromatographically by
capillary action to react with anti-hemoglobin antibody on the membrane and generate a colored
line. The presence of this colored line in the test line region indicates a positive result, while its
absence indicates a negative result. To serve as a procedural control, a colored line will always
appear in the control line region, indicating that the proper volume of specimen has been added and
membrane wicking has occurred.

REAGENTS

The test contains anti-hemoglobin antibody particles and anti-hemoglobin antibody coated on the

membrane.

PRECAUTIONS

For professional in vitro diagnostic use only. Do not use after expiration date.

The test should remain in the sealed pouch until use.

Do not eat, drink or smoke in the area where the specimens or kits are handled.

Handle all specimens as if they contain infectious agents. Observe established precautions

against microbiological hazards throughout all procedures and follow the standard procedures

for proper disposal of specimens.

«  Wear protective clothing such as laboratory coats, disposable gloves and eye protection when
specimens are assayed.

« The used test should be discarded according to local regulations.

« Humidity and temperature can adversely affect results.

STORAGE AND STABILITY

The kit can be stored at room temperature or refrigerated (2-30°C). The test device is stable

through the expiration date printed on the sealed pouch. The test device must remain in the sealed

pouch until use. DO NOT FREEZE. Do not use beyond the expiration date.

SPECIMEN COLLECTION AND PREPARATION

« Specimens should not be collected during or within three days of a menstrual period, or if the
patient suffers from bleeding hemorrhoids or blood in the urine.

« Alcohol, aspirin and other medications taken in excess may cause gastrointestinal irritation
resulting in occult bleeding. Such substances should be discontinued at least 48 hours prior to
testing.

« No dietary restrictions are necessary before using the FOB Rapid Test Device.

MATERIALS

Materials Provided
« Test devices + Specimen collection tubes with extraction buffer
Materials Required But Not Provided
« Timer » Specimen collection containers « Droppers
DIRECTIONS FOR USE
Allow the test, specimen, buffer and/or controls to reach room temperature (15-30°C) prior to
testing.
. To cgollect fecal specimens:
Collect sufficient quantity of feces (1-2 mL or 1-2 g) in a clean, dry specimen collection container
to obtain maximum antigens (if present). Best results will be obtained if the assay is performed
within 6 hours after collection. Specimen collected may be stored for 3 days at 2-8°C if not tested
within 6 hours. For long term storage, specimens should be kept below -20°C.

« Package insert

2. To process fecal specimens:
« For Solid Specimens:
Unscrew the cap of the specimen collection tube , then randomly stab the specimen collection
applicator into the fecal specimen in at least 3 different sites to collect approximately 50 mg of
feces (equivalent to 1/4 of a pea). Do not scoop the fecal specimen.
« For Liquid Specimens:
Hold the dropper vertically, aspirate fecal specimens, and then transfer 2 drops (approximately
80 pL) into the specimen collection tube containing the extraction buffer.

3. Tighten the cap onto the specimen collection tube, then shake the specimen collection tube
vigorously to mix the specimen and the extraction buffer. Leave the tube alone for 2 minutes.

4. Bring the pouch to room temperature before opening it. Remove the test device from the foil
pouch and use it within one hour. Best results will be obtained if the test is performed
immediately after opening the foil pouch.

5. Hold the specimen collection tube upright and open the cap onto the specimen collection tube.

Invert the specimen collection tube and transfer 2 full drops of the extracted specimen
(approximately 80 pL) to the specimen well (S) of the test device, then start the timer. Avoid
trapping air bubbles in the specimen well (S). See illustration below.
6. Read results at 5 minutes after dispensing the specimen. Do not read results after 10
minutes.
Note: If the specimen does not migrate (presence of particles), centrifuge the extracted specimens
contained in the extraction buffer vial. Collect 80 pL of supernatant, dispense into the specimen well
(S) of a new test device and start afresh following the instructions mentioned above.
Place the applicator
into the dilution buffer
(I and mix well

Screw of
the top cap

2 Drops of Specimen
FOB Positive
i
c
T
= » T@ »
P o Negative
= g
[oe] s@ C C
T T

INTERPRETATION OF RESULTS
(Please refer to the illustration above)
POSITIVE:* Two colored lines appear. One colored line should be in the control line region (C)
and another colored line should be in the test line region (T).
*NOTE: The intensity of the color in the test line region (T) will vary depending on the concentration
of Fecal Occult Blood present in the specimen. Therefore, any shade of color in the test line region
(T) should be considered positive.
NEGATIVE: One colored line appears in the control line region (C). No line appears in the test
line region (T).
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect procedural
techniques are the most likely reasons for control line failure. Review the procedure and repeat the
test with a new test. If the problem persists, discontinue using the test kit immediately and contact
your local distributor.
QUALITY CONTROL
Internal procedural controls are included in the test. A colored line appearing in the control region
(C) is an internal valid procedural control. It confirms sufficient specimen volume and correct
procedural technique.
Control standards are not supplied with this kit; however, it is recommended that positive and
negative controls be tested as a good laboratory practice to confirm the test procedure and to
verify proper test performance.
LIMITATIONS
1. The FOB Rapid Test Device (Feces) is for in vitro diagnostic use only.
2. The FOB Rapid Test Device (Feces) will only indicate the presence of Fecal Occult Blood, the
presence of blood in feces does not necessarily indicate colorectal bleeding.
3. As with all diagnostic tests, all results must be considered with other clinical information available
to the physician.
4. Other clinically available tests are required if questionable results are obtained.
PERFORMANCE CHARACTERISTICS
Accuracy
The FOB Rapid Test Device (Feces) has been compared with another leading commercial rapid
test using clinical specimens.

Method Other Rapid Test Total

FOB Rapid Test Device ResHIts Positive Negative Results
(Feces) Positive 189 4 193
Negative 10 802 812
Total Results 199 806 1005

Relative sensitivity: 189/199=95% (95%CI*: 91%~97.6%);
Relative specificity: 802/806=99.5% (95%CI*: 98.7%~99.9%);
Accuracy: (189+802)/(189+10+4+802) =98.6% (95%CI*: 97.7%~99.2%).
*Confidence Intervals

Sensitivity
The FOB Rapid Test Device (Feces) can detect levels of Fecal Occult Blood as low as 50 ng/ml or
6 pg/g feces.

Precision

Intra-Assay
Within-run precision has been determined by using 15 replicates of three specimens: 50ng/ml,
100ng/ml and 10pg/ml positive specimens. The specimens were correctly identified >99% of the
time.

Inter-Assay
Between-run precision has been determined by 15 independent assays on the same three
specimens: 50ng/ml, 100ng/ml and 10ug/ml positive specimens. Three different lots of the FOB
Rapid Test Device (Feces) have been tested using these specimens. The specimens were correctly
identified >99% of the time.

Cross-reactivity
The FOB Rapid Test Device (Feces) is specific to human hemoglobin. Specimens containing the
following substances were diluted in the extraction buffer to a concentration of 1.0 mg/ml, and
tested on both positive and negative controls with no effect on test results: Bovine hemoglobin,
Chicken hemoglobin, Pork hemoglobin, Goat hemoglobin, Horse hemoglobin, Rabbit hemoglobin
and Turkey hemoglobin.
BIBLIOGRAPHY
1. Simon JB. Occult Blood Screening for Colorectal Carcinoma: A Critical Review,
Gastroenterology, 1985; 88: 820.
2. Blebea J, Mcpherson RA. False-Positive Guaiac Testing With lodine, Arch Pathol Lab Med,
1985;109:437-40.
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SYNTESYS S.R.L. UNPERSONALE

VIA G, GALILE|, 10/3 - 35037 2.1, SELVE DI TEOL.O (PD)
TEL. +39 045 9903866 R.A. FAX +39 OUS 9903867
CF/PL/N.REG.IMP. PADOVA 03573550288

REA PD-320123 - CAP.SOC. 20.700,00€

E-MAIL INFO@SYNTESYS.IT - WEB WWW.SYNTESYS.IT

SYNTESYS PEC POSTAE@RPEC.SYNTESYS.IT

AUTHORIZATION LETTER

We, Syntesys S.R.L. having a registered office at Via G. Galilei 10/3,
35037 Selve di Teolo - PD - Italy, assign Sanmedico SRL having a registered
office at A.Corobceanu str., apt. 9, Chisindu MD-2012, Moldova, as authorized

representative.

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 letter is valid till 31.12.2025

Teolo, 13.09.2024

Rinaldo Ruggero
CEO and Legal Representative
SYNTESYS S.R.L.

PRODOTTI E STRUMENTAZIONE PER ANALISI DI LABORATORIO - DISPOSABLE LABWARE
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(); ITA Contenitori per urina e per feci
: EN Urine and faeces containers

CONTENITORI PER FECI
FAECES CONTAINERS

30 ML @ 27X80 MM

313114 Contenitore per feci 30 ml polipropilene trasparente con tappo a vite bianco separato
Transparent polypropylene faeces container 30 ml with separated white screw cap

313115 Contenitore per feci 30 ml polipropilene trasparente con tappo a vite rosso separato
Transparent polypropylene faeces container 30 ml with screw separated red cap
313122 Contenitore per feci 30 ml polipropilene trasparente con tappo a vite bianco inserito
Transparent polypropylene faeces container 30 ml with screw inserted white cap
313117

Contenitore per feci 30 ml polipropilene trasparente con tappo a vite rosso inserito
Transparent polypropylene faeces container 30 ml with screw inserted red cap

Conf. / Case

700 pz/pcs

700 pz/pcs

850 pz/pcs

850 pz/pcs

SYNT=SYS



Cert. N.7111/3 Cert. N.6574/3

SYNTESYS S.R.L. UNIPERSONALE

VIA G. GALILEI, 10/3 - 35037 Z.I. SELVE DI TEOLO (PD)
TEL. +39 O49 9903866 R.A. FAX +39 049 9903867
CF./P.I./N.REG.IMP. PADOVA 03573950288

REA PD-320123 - CAPRP.SOC. 20.700,00€

E-MAIL INFO@SYNTESYS.IT - WEB WWW.SYNTESYS.IT

SYNTESYS PEC POSTAPEC.SYNTESYS.IT

DICHIARAZIONE DI CONFORMITA’ UE
EU Declaration of conformity

C€

Il sottoscritto, Rinaldo Ruggero legale rappresentante della ditta:
The undersigned, Rinaldo Ruggero legal representative of the company:

fabbricante/manufacturer

SYNTESYS S.r.l.

indirizzo/address

Via G. Galilei, 10/3 35037 Zona Industriale SELVE DI TEOLO (PADOVA) ITALY

O rappresentante il mandatario autorizzato entro la Unione Europea
or representing the authorized mandatary within the European Community

Mandatario autorizzato/authorized mandatary

indirizzo/address

Dichiara sotto la propria responsabilita che il prodotto/declares under his own responsability that the product:

Cont. feci 30 ml 27x80 mm in polipr. grad. c/tappo a vite

Denominazione/Description rosso e superficie di scrittura / Transparent polypropylene
faeces container 30 ml with red screw cap

Codice/Code 313117

Classe di rischio / Risk class Classe A/ Class A

Numero di registrazione unico (SRN) NEL
/ Unique registration number (SRN) IRLE
UDI-DI di base / Basic UDI-DI 805414149CONTFECIXB

E conforme secondo il Regolamento (UE) 2017/746 concernente i Dispositivi Medico-Diagnostici in vitro e soddisfa tutti i
requisiti specificati. 1l dispositivo € stato classificato appartenente alla Classe A secondo la Regola 5 dell” Allegato VIII /

It complies with the Regulation (EU) 2017/746 concerning In Vitro Diagnostic Medical Devices and meets all the specified
requirements. The device has been classified as belonging to Class A according to Rule 5 of Annex VIII.

Dichiara inoltre che la documentazione tecnica di supporto alla presente dichiarazione di conformita é conservata presso gli
uffici dell’azienda e sara messa a disposizione delle autorita competenti secondo quanto prescritto dall’Art. 10 punto 7 del
Regolamento. / It also declares that the technical documentation supporting this declaration of conformity is kept at the
company offices and will be made available to the competent authorities in accordance with the provisions of Art. 10 point 7
of the Regulations.

Teolo (PD), 30/08/2022

PRODOTTI E STRUMENTAZIONE PER ANALISI DI LABORATORIO - DISPOSABLE LABWARE
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Cert. N.7111/3 Cert. N.6574/3

SYNTESYS S.R.L. UNIPERSONALE

VIA G. GALILEI, 10/3 - 35037 Z.I. SELVE DI TEOLO (PD)
TEL. +39 O49 9903866 R.A. FAX +39 O49 9903867
CF./P.I./N.REG.IMP. PADOVA 03573950288

REA PD-320123 - CAPR.SOC. 20.700,00€

E-MAIL INFO@SYNTESYS.IT - WEB WWW.SYNTESYS.IT
PEC POSTARPEC.SYNTESYS.IT

SYNTESYS

Date 08/02/2023

Rev. 04
PRODUCT CODE: 313117
Descrizione:

Page 1

POLYPROPYLENE FAECES CONTAINER 27x80 MM VOL. 30 ML
WITH INSERTED RED SCREW CAP

Specifications and Dimensions:

CONTAINER CAP

Inside diameter: 31,50 mm
Height: 13,15 mm
Colour: Red
Weight: 4,8 gr
Graduations:
Internal slightly raised 5-10-15-20-25-30 ml.
Microbiological status:
Not sterile
Packaging:

Mouth diameter: 27 mm
Height: 80 mm

Total Volume: 30 ml
Weight: 7,7 gr.

Specific packaging
Double wave corrugated cardboard size 600x400x365 mm
850 pieces Gross Weight: kg. 9,70
Volume: 0,088 m?3
Intended use:
Collection of biologic liquid (urine), for subsequent treatment-analyse chemical, clinical and/or microbiological.
The product is aimed at professional in biomedical laboratories for analysis.
Quality System applied:
-UNI EN ISO 9001:2015 “Quality Management System: Requirements” certificate no. 6574/3 issued by ICIM S.p.a. Ml of 05/06/2022.
-UNI CEI EN 1SO 13485:2016 “Medical devices: Quality Management System: Requirements” certificate no..7111/3 issued by ICIM

S.p.a. Ml of 17/10/2022.

Packaging

Materials used:
POLYPROPYLENE the container and POLYETHYLENE the cap
Atoxic materials, soft, transluced, flexible and impact resistant. Good resistance to chemical solvent.

Method of disposal:

Before use is considered non-hazardous waste: EWC 18 01 07

“Chemicals other than those mentioned in 18 01 06”.
After use, are considered potentially infectious medical waste EWC 18 01 03
“Waste to be collected and disposed of, subject to special requirements to prevent infection”.
Regulatory standards:
CE-marked product in accordance with Regulation (EU) 2017/746

SYNTESYS S.R.L.
UNIPERSONALE
Il Legale Rappresentante
Rinaldo Ruggero
5 P r
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Certificate

CISQ/ICIM S.P.A. has issued an IQNet recognized certificate that the organization:
SYNTESYS S.R.L.

Head Office and Operative Unit
Via G. Galilei, 10/1-2-3 - Zona Industriale - I-35037 Selve di Teolo (PD)
Operative Units
Via G. Galilei, 16 /1 - Zona Industriale - 1-35037 Selve di Teolo (PD)

Via San Benedetto, 48/A - Zona Industriale - 1-35037 Selve di Teolo (PD)
Via G. Galilei, 3 - Zona Industriale - I-35037 Selve di Teolo (PD)

has implemented and maintains a/an
Quality Management System
for the following scope:
Trading of products for laboratory analysis. Manufacturing of products for laboratory analysis and
sanitary products. Design and production management of sterile swabs for the collection and the
preservation of biological samples, also for surgical application, with or without transport medium.

which fulfils the requirements of the following standard:

ISO 9001:2015

Issued on: 2022-06-05
First issued on: 2013-06-05
Expires on: 2025-06-04

This attestation is directly linked to the IQNet Partner's original
certificate and shall not be used as a stand-alone document.

Registration Number: IT-83562

Alex Stoichitoiu Mario Romersi

President of IQNET President of CISQ

This attestation is directly linked to the IGNET Member's original certificate and shall not be used as a stand-alone document.
IQNET Members™:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ ltaly CQC China CQM China CQS Czech Republic
Cro Cert Croatia DQS Holding GmbH Germany EAGLE Certification Group USA FCAV Brazii FONDONORMA Venezuela ICONTEC
Colombia ICS Bosnia and Herzegovina Inspecta Sertifiointi Oy Finland INTECO Costa Rica IRAM Argentina JQA Japan KFQ Korea
LSQA Uruguay MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland NYCE-SIGE Mexico PCBC Poland Quality Austria
Austria Sll Israel SIQ Slovenia SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TSE Turkey YUQS Serbia

" The list of IQNET Members is valid at the time of issue of this certificate. Updated information is available under wwwignet-certification.com
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IQNET

The International Certification Network

ICIM www.ignet-certification.com

CERTIFICATO N.
CERTIFICATE No.

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

SYNTESYS S.R.L.

Sede e Unita Operativa
Via G. Galilei, 10/1-2-3 - Zona Industriale - 35037 Selve di Teolo (PD) — Italia
Commercializzazione di prodotti per analisi di laboratorio. Produzione di prodotti per analisi di laboratorio

e articoli sanitari. Progettazione e gestione della produzione di tamponi sterili per la raccolta e la

conservazione di campioni biologici, anche in ambito chirurgico, con o senza terreno di trasporto.
Unita Operative

Via G. Galilei, 16/1 - Zona Industriale - 35037 Selve di Teolo (PD) — Italia *
Via San Benedetto, 48/A - Zona Industriale - 35037 Selve di Teolo (PD) — Italia *
Via G. Galilei, 3 - Zona Industriale - 35037 Selve di Teolo (PD) — ltalia *

* Magazzino.

6574/3

E CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD

UNI EN ISO 9001:2015

Sistema di Gestione per la Qualita / Quality Management System

PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES
EA: 29 - 14

Commercializzazione di prodotti per analisi di laboratorio. Produzione di prodotti per analisi di laboratorio
e articoli sanitari. Progettazione e gestione della produzione di tamponi sterili per la raccolta e la
conservazione di campioni biologici, anche in ambito chirurgico, con o senza terreno di trasporto.

Trading of products for laboratory analysis. Manufacturing of products for laboratory analysis and
sanitary products. Design and production management of sterile swabs for the collection and the
preservation of biological samples, also for surgical application, with or without transport medium.

Riferirsi alla documentazione del Sistema di Gestione per la Qualita aziendale per I'applicabilita dei requisiti della norma di riferimento.
Refer to the documentation of the Quality Management System for details of application to reference standard requirements.

Il presente certificato & soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” e al relativo Schema specifico.
The use and the validity of this certificate shall satisfy the requirements of the ICIM document “Rules for the certification of company management systems” and specific Scheme.

Per informazioni puntuali e aggiornate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato,
si prega di contattare il n° telefonico +39 02 725341 o indirizzo e-mail info@icim.it.
For timely and updated information about any changes in the certification status referred to in this certificate,
please contact the number +39 02 725341 or email address info@icim.it.

DATA EMISSIONE EMISSIONE CORRENTE DATA DI SCADENZA
FIRST ISSUE CURRENT ISSUE EXPIRING DATE
05/06/2013 05/06/2022 04/06/2025

.

incenzo Delacq
Rappresentante Djrezione / Managem nt Representative

ICIM S.p.A.
Piazza Don Enrico Mépelll 75 — 20099 Sesto San Giovanni (Ml)
[ www.icim.it

L’ENTE ITALIANO DI ACCREDITAMENTO !

SGQ N° 004 A CISQ ¢ la Federazione Italiana di Organismi di
Certificazione dei sistemi di gestione aziendale. CISQ
is the Italian Federation of management system
Certification Bodies.

Wwww.cisg.com
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Certificate

CISQ/ICIM S.P.A. has issued an IQNet recognized certificate that the organization:
SYNTESYS S.R.L.

Head Office and Operative Unit
Via G. Galilei, 10/1-2-3 - Zona Industriale - I-35037 Selve di Teolo (PD)
Operative Units
Via G. Galilei, 16 /1 - Zona Industriale - 1-35037 Selve di Teolo (PD)

Via San Benedetto, 48/A - Zona Industriale - 1-35037 Selve di Teolo (PD)
Via G. Galilei, 3 - Zona Industriale - I-35037 Selve di Teolo (PD)

has implemented and maintains a/an
Quality Management System
for the following scope:
Trading of products for laboratory analysis. Manufacturing of products for laboratory analysis and
sanitary products. Design and production management of sterile swabs for the collection and the

preservation of biological samples, also for surgical application, with or without transport medium.

which fulfils the requirements of the following standard:

ISO 13485:2016
Issued on: 2022-06-05
First issued on: 2014-06-21
Expires on: 2025-06-04

This attestation is directly linked to the IQNet Partner's original
certificate and shall not be used as a stand-alone document.

Registration Number: 1T-93779

Alex Stoichitoiu Mario Romersi

President of IQNET President of CISQ

This attestation is directly linked to the IGNET Member's original certificate and shall not be used as a stand-alone document.
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CERTIFICATO n.
CERTIFICATE No.

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

SYNTESYS S.R.L.

Sede e Unita Operativa
Via G. Galilei, 10/1-2-3 - Zona Industriale - 35037 Selve di Teolo (PD) — Italia
Commercializzazione di prodotti per analisi di laboratorio. Produzione di prodotti per analisi di laboratorio e articoli
sanitari. Progettazione e gestione della produzione di tamponi sterili per la raccolta e la conservazione di campioni
biologici, anche in ambito chirurgico, con o senza terreno di trasporto.
Unita Operative
Via G. Galilei, 16/1 - Zona Industriale - 35037 Selve di Teolo (PD) — Italia *
Via San Benedetto, 48/A - Zona Industriale - 35037 Selve di Teolo (PD) — Italia *
Via G. Galilei, 3 - Zona Industriale - 35037 Selve di Teolo (PD) — Italia *

* Magazzino.

7111/3

E CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD

UNI CEI EN ISO 13485:2016

Sistema di Gestione per la Qualita / Quality Management System

PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

Commercializzazione di prodotti per analisi di laboratorio. Produzione di prodotti per analisi di
laboratorio e articoli sanitari. Progettazione e gestione della produzione di tamponi sterili per la raccolta
e la conservazione di campioni biologici, anche in ambito chirurgico, con o senza terreno di trasporto.

Trading of products for laboratory analysis. Manufacturing of products for laboratory analysis and
sanitary products. Design and production management of sterile swabs for the collection and the
preservation of biological samples, also for surgical application, with or without transport medium.

Riferirsi alla documentazione del Sistema di Gestione per la Qualita aziendale per I'applicabilita dei requisiti della norma di riferimento.
Refer to the documentation of the Quality Management System for details of application to reference standard requirements.

Il presente certificato e soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” e al relativo Schema specifico.
The use and the validity of this certificate shall satisfy the requirements of the ICIM document “Rules for the certification of company management systems” and Specific Scheme.

Per informazioni puntuali e aggiornate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato,
si prega di contattare il n°® telefonico +39 02 725341 o indirizzo e-mail info@icim.it.
For timely and updated information about any changes in the certification status referred to in this certificate,
please contact the number +39 02 725341 or email address info@icim.it.

DATA EMISSIONE EMISSIONE CORRENTE DATA DI SCADENZA
FIRST ISSUE CURRENT ISSUE EXPIRING DATE
21/06/2014 05/06/2022 04/06/2025

Al

Vincenzo Dela
Rappresentantg Direzione / Manag ment Representative

ICIM S.p.A.

i
Piazza Don EnricoMapelli, 75 — 20099 Sesto San Giovanni (Ml)
www.icim.it ‘ ’SQ
www.cisg.com

CISQ é |a Federazione Italiana di Organismi di
SGQ N° 004 A Certificazione dei sistemi di gestione aziendale. CISQ
is the Italian Federation of management system
Certification Bodies.
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