HiMedia Laboratories Pvt. Ltd.

For Life is Precious

Date: 23™ January 2023

STATEMENT

We, HiMedia Laboratories Pvt, Ltd., having a registered office at Plot No.:C40, Road
No.:21Y, MIDC, Wagle Industrial Area, Thane (West) - 400 604, Maharashtra, INDIA
assign SRL. SANMEDICO having a registered office at A. Corobceanu street 7A, apt. 9,
Chisiniu MD-2012, Moldova , as authorized representative in correspondence with the
conditions of directive 98/79/EEC.

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.

For HIMEDIA ORATORIES PVT. LTD.,

V.M.WARKE.

=
DIRECTOR - SALES & MARKETING

Digitally signed by Monas
Date: 2024.02.07 10:07:47
Reason: MoldSign Signatt
Location: Moldova
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

Quality Austria
has issued an IQNet recognized certificate that the organization:

HiMedia Laboratories Pvt. Ltd.
Plot NO. C40, ROAD - 21Y, WAGLE INDUSTRIAL ESTATE,
THANE (WEST) - 400604 MAHARASHTRA, INDIA

for the following scope:

Design, Development & Testing of Microbiology, Animal Cell Culture,
Plant Tissue Culture & Molecular Biology products

EAC: 34

has implemented and maintains a

QUALITY MANAGEMENT SYSTEM

which fulfils the requirements of the following standard

1ISO 9001:2015

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

Issued on: 2022-02-28
Validity date: 2025-02-27
Quality Austria certified since: 2022-02-28

Registration Number: AT-27302/0

AL =  euetce e

PARTNER OF

e ——. Alex Stoichitoiu Mag. Friedrich Khuen-Belasi @ _ ‘
St President of IQNet Authorised Representative qualityaustria
T NTERATINAL EFTGATION o Of Quality Austria Succeed with Quality

IQNet Partners*:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Italy
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany EAGLE Certification Group USA
FCAV Brazil FONDONORMA Venezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland
NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia SII Israel SIQ Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia

* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.ignet-certification.com
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Succeed with Quality

CERTIFICATE

Quality Austria - Trainings, Zertifizierungs und
Begutachtungs GmbH awards this qualityaustria
certificate to the following organisation:

m@ HiMedia Laboratories Pvt. Ltd.
Plot NO. C40, Road - 21Y, Wagle Industrial Estate,
Thane (West) - 400604 Maharashtra, INDIA

Design, Development & Testing of Microbiology, Animal
Cell Culture, Plant Tissue Culture & Molecular Biology
products

The validity of the qualityaustria certificate will be
maintained by annual surveillance audits and one
renewal audit after three years.

The current validity of the certificate is documented exclusively on the Internet under
http://www.qualityaustria.com/en/cert EAC: 34

This qualityaustria certificate confirms the application
and further development of an effective

QUALITY MANAGEMENT SYSTEM

complying with the requirements of standard

ISO 9001:2015

ceditierting 4,

TN

Registration No.: 27302/0 Z@é&\&
-~ Ng‘sx
Date of initial issue: 28 February 2022 e

@ qualityaustria

PA

Valid until: 27 February 2025

ER OF

Vienna, 28 February 2022

Quality Austria - Trainings, Zertifizierungs und Begutachtungs GmbH,
AT-1010 Vienna, Zelinkagasse 10/3

hedl (N Q7

Mag. Christoph Mondl Mag. Dr. Anni Koubek
General Manager Specialist representative

Mag. Dr. Werner Paar
General Manager
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

Quality Austria
has issued an IQNet recognized certificate that the organization:

HiMedia Laboratories Pvt. Ltd.
Plot NO. C40, ROAD - 21Y, WAGLE INDUSTRIAL ESTATE,
THANE (WEST) - 400604 MAHARASHTRA, INDIA

for the following scope:

Design, Development & Testing of Biosciences Products for application in Microbiology,
Animal Cell Culture & Molecular Biology products

EAC: 34

has implemented and maintains a

QUALITY MANAGEMENT SYSTEM

which fulfils the requirements of the following standard

1ISO 13485:2016

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

Issued on: 2022-02-28
Validity date: 2025-02-27
Quality Austria certified since: 2022-02-28

Registration Number:  AT-00391/0

AL =  euetce e

PARTNER OF

e ——. Alex Stoichitoiu Mag. Friedrich Khuen-Belasi @ _ ‘
St President of IQNet Authorised Representative qualityaustria
T NTERATINAL EFTGATION o Of Quality Austria Succeed with Quality

IQNet Partners*:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Italy
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany EAGLE Certification Group USA
FCAV Brazil FONDONORMA Venezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland
NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia SII Israel SIQ Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia

* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.ignet-certification.com
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Succeed with Quality

CERTIFICATE

Quality Austria - Trainings, Zertifizierungs und
Begutachtungs GmbH awards this qualityaustria
certificate to the following organisation:

m@ HiMedia Laboratories Pvt. Ltd.
Plot NO. C40, Road - 21Y, Wagle Industrial Estate,
Thane (West) - 400604 Maharashtra, INDIA

Design, Development & Testing of Biosciences Products
for application in Microbiology, Animal Cell Culture &
Molecular Biology products

The validity of the qualityaustria certificate will be
maintained by annual surveillance audits and one
renewal audit after three years.

The current validity of the certificate is documented exclusively on the Internet under
http://www.qualityaustria.com/en/cert EAC: 34

This qualityaustria certificate confirms the application
and further development of an effective

QUALITY MANAGEMENT SYSTEM

complying with the requirements of standard

ISO 13485:2016

Medical devices - Quality management systems -
Requirements for regulatory purposes
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Valid until: 27 February 2025

ER OF

Vienna, 28 February 2022

Quality Austria - Trainings, Zertifizierungs und Begutachtungs GmbH,
AT-1010 Vienna, Zelinkagasse 10/3

hedl (N Q7

Mag. Christoph Mondl Mag. Dr. Anni Koubek
General Manager Specialist representative

Mag. Dr. Werner Paar
General Manager
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DECLARATION OF CONFORMITY
MICROBIOLOGY PRODUCTS

1) Manufacturer (Name, department): HiMedia Laboratories Pvt. Ltd.

Address: Plot No. C-40, Road No. 21/Y, MIDC, Wagle Industrial Area, Thane(West)-400604,

Maharashtra, India
. and

2)  European authorized representative: CEpartner4U BV,

Address: ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS;
(on product labels printed as:
CEpartnerdU , ESDOORNLAAN 13, 3951DB MaAARN, THE NETHERLANDS. www.cepartnerdu.eu)

3)  Product(s) (groupnames /.):

Group Group name NL registration no. No.
DCM&S | Dehydrated Culture Media & Supplements NL-CA002-2013-26442 | 1
RPM Ready Prepared Media NL-CA002-2013-26448 | 2

Subgroups: Ready Prepared Plates, Ready Prepared Liquid & Solid Medium, Ready
Prepared Slants,Ready Prepared Dual Media, HiDip Slides, HiSafe Blood Culturing System,
Transport Medium w/ swabs, Viral Transport Medium w/ swabs, L.J.Medium Slants & Kits,
Biochemical Kits for Mycobacteria, UTI Diagnostic Kits, Biochemical Identification Kits

ESK Epidemiological Screening Kit: s NL-CA002-2012-24117 | 3

Subgroups: Hi Aureus Confirmation Kits

ASS Antimicrobial Susceptibility Systems NL-CAD02-2013-26444 | 4
Subgroups: Sensitivity Discs-Single & Multi Discs

MIC Strips: HiComb Strips, HiComb™ MIC Strip, Modified &
Ezy MIC Strips, HIMIC™ Plate Kit

BDA Bacteriological Differentiation Aids NL-CAD02-2013-26445 | 5

Subgroups: Readymade Stains, Indicators & Reagents in liquid, Differentiation Discs &

Strips, HiDtect Rapid Identification Discs

type and model numbers: see appendix

4)  The product(s) described above is in conformity with:

Title Document No.

In vitro Diagnostic Medical Devices Directive 98/79/EC \

5) Additional information (Conformity procedure, Notified Body, CE certificate, Registration nr., etc.):

ical Devjce Directive, Annex IlI

Conformity assessment procedure for CE marking: /n vitro Diagnostic M

Mumbai, India; 2022-03-01

(Place & date of issue (yyyy-mm-dd)) (name, funefion and signature of manufacturer)

Declaration form: Standard ISO/IEC 17050-1:2010
vs. 2011-X
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Declaration of Conformity
Microbiology Products

Document ref.: DoC 2022 vs. 15

Page 2 of 130

Appendix

List of devices:

Date: 2022-03-01

Product group -I;?f)‘:\/um;:fl / Device Name Risk Class cD::plI)ifaﬁie
Dehydrated Culture
Media
DCM M1739 A7 Agar Base (Shepard’s Differential Agar Base) Low risk 20/12/2012
DCM MCD884 Aeromonas Isolation HiCynth™ Medium Base Low risk 12/08/2015
DCM MVv884 Aeromonas Isolation HiVeg™ Medium Base Low risk 20/12/2012
DCM M884 Aeromonas Isolation Medium Base Low risk 20/12/2012
DCM M1284 Aeromonas Starch DNA Agar Base Low risk 20/12/2012
DCM MO168 Agar Medium L (Brilliant Green, Phenol Red, Lactose Monohydrate, Low risk 20/12/2012
Sucrose Agar)
DCM MEO16 Agar Medium L (Brilliant Green, Phenol Red, Lactose Monohydrate, Low risk 20/12/2012
Sucrose Agar)
DCM MCD618 Alkaline HiCynth™ Peptone Water Low risk 12/08/2015
DCM MV618 Alkaline HiVeg™ Peptone Water Low risk 20/12/2012
DCM M618 Alkaline Peptone Water Low risk 20/12/2012
DCM M1887 Alkaline Saline Peptone Water (ASPW) Low risk 10/11/2020
DCM M651 Amies Transport Medium w/ Charcoal Low risk 20/12/2012
DCM M684A Amies Transport Medium, Liquid w/o charcoal Low risk 25/08/2016
DCM M228 Anaerobic Agar Low risk 20/12/2012
DCM M491 Anaerobic Agar (Brewer) Low risk 20/12/2012
DCM M230 Anaerobic Agar w/o Dextrose Low risk 20/12/2012
DCM M229 Anaerobic Agar w/o Dextrose and Eh Indicator Low risk 20/12/2012
DCM M1635 Anaerobic Basal Agar Low risk 20/12/2012
DCM M1636 Anaerobic Basal Broth Low risk 20/12/2012
DCM M1345 Anaerobic Blood Agar Base Low risk 20/12/2012
DCM M975A Anaerobic Blood Agar Base Low risk 20/12/2012
DCM M1034 Anaerobic CNA Agar Base Low risk 20/12/2012
DCM MV228 Anaerobic HiVeg™ Agar Low risk 20/12/2012
DCM MV491 Anaerobic HiVeg™ Agar (Brewer) Low risk 20/12/2012
DCM MV230 Anaerobic HiVeg™ Agar w/o Dextrose Low risk 20/12/2012
DCM MV229 Anaerobic HiVeg™ Agar w/o Dextrose and Eh Indicator Low risk 20/12/2012
DCM MV909 Andrade Peptone Water w/ HiVeg™ Extract No. 1 Low risk 20/12/2012
DCM M909 Andrade Peptone Water w/ HM Extract Low risk 20/12/2012
DCM M1485 Antibiotic Sulphonamide Sensitivity Test Agar (ASS Agar) Low risk 20/12/2012
DCM M1576 Arabinose Agar Base Low risk 30/10/2018
DCM M1637 Arcobacter Broth Base Low risk 10/11/2020
DCM M1894 Arcobacter Selective Broth Base Low risk 10/11/2020
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Microbiology Products
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DCM M672 Asparagine Broth (Coccidioidin and Histoplasmin Broth) Low risk 20/12/2012
DCM M158 Azide Blood Agar Base Low risk 20/12/2012
DCM MV158 Azide Blood Agar Base, HiVeg™ Low risk 20/12/2012
DCM M1271 Azide Dextrose Broth w/ BCP Low risk 10/11/2020
DCM M220 B.A.G.G. Broth Base (Buffered Azide Glucose Glycerol Broth Base) Low risk 20/12/2012
DEM MV220 B.A.G.G. HiVeg™ Broth Base (Buffered Azide Glucose Glycerol HiVeg™ Low risk 20/12/2012
Broth Base)
DCM M106 B.C.G. - Dextrose Agar (Snyder Test Agar) Low risk 20/12/2012
DCM MV106 B.C.G. - Dextrose HiVeg™ Agar (Snyder Test HiVeg™ Agar) Low risk 20/12/2012
DCM MCD462 B.Q.Vaccine HiCynth™ Medium (Thioglycollate HiCynth™ Broth) Low risk 28/04/2017
DEM MV462 z.;)-.;/)accine HiVeg™Medium (Thioglycollate Broth w/ HiVeg™ Extract Low risk 20/12/2012
DCM M462 B.Q.Vaccine Medium (Thioglycollate Broth w/ HL Extract) Low risk 20/12/2012
DCM M861 B.T.B. Lactose Agar Low risk 20/12/2012
DCM MCD861 B.T.B. Lactose HiCynth™ Agar Low risk 28/04/2017
DCM MCD1081 B.T.B. Lactose HiCynth™ Agar, Modified Low risk 28/04/2017
DCM MV861 B.T.B. Lactose HiVeg™ Agar Low risk 20/12/2012
DCM MV833 Bacillus Cereus HiVeg™ Agar Base Low risk 22/04/2019
DCM M833 Bacillus Cereus Agar Base Low risk 22/04/2019
DCM M805 Bacteroides Bile Esculin Agar Base (BBE) Low risk 20/12/2012
DCM MV805 Bacteroides HiVeg™ Agar Base (BBE) Low risk 20/12/2012
DCM MO043 Baird Parker Agar Base Low risk 20/12/2012
DCM M2093 Baird Parker Agar Base w/o Egg Yolk Emulsion Low risk 22/04/2019
DCM MCDO043 Baird Parker HiCynth™ Agar Base Low risk 12/08/2015
DCM MV043 Baird Parker HiVeg™ Agar Base Low risk 20/12/2012
DCM M1091 Baird Staphylococcus Enrichment Broth Base Low risk 10/11/2020
DCM M694 Bennet’s Agar Low risk 20/12/2012
DCM M1683 Bennet’s Broth Low risk 20/12/2012
DCM MV694 Bennet’s HiVeg™ Agar Low risk 20/12/2012
DCM M1888 BETA-SSA Agar (Group A Streptococci Selective Agar) Low risk 20/12/2012
DCM M211 BHI Agar (Special Infusion Agar) Low risk 20/12/2012
DCM M211A BHI Agar w/ 1% Agar Low risk 20/12/2012
DCM MV211A BHI Agar w/ 1% Agar, Hiveg™ Low risk 20/12/2012
DCM M1069 BHI Agar w/ 3.0% Agar Low risk 20/12/2012
DCM MV211 BHI Agar, HiVeg™ (Special Infusion Agar, HiVeg™) Low risk 20/12/2012
DCM M1611 BHI Agar, Modified Low risk 20/12/2012
DCM M210 BHI Broth Low risk 20/12/2012
DCM M210l BHI Broth Low risk 20/12/2012
DCM M209 BHI CC Agar Low risk 20/12/2012
DCM MV209 BHI CC Agar, HiVeg™ Low risk 20/12/2012
DCM MCD211 BHI HiCynth™ Agar (Special Insusion HiCynth™ Agar) Low risk 12/08/2015
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DCM MCD210 BHI HiCynth™ Broth Low risk 12/08/2015
DCM M1036 BHI w/ 0.1% Agar Low risk 20/12/2012
DCM M1037 BHI w/ 6.5% NaCl Low risk 20/12/2012
DCM MV1037 BHI w/ 6.5% NaCl, HiVeg™ Low risk 20/12/2012
DCM M212 BHI w/ PABA Low risk 20/12/2012
DCM M213 BHI w/ PABA and Agar Low risk 20/12/2012
DCM MV213 BHI w/ PABA and Agar, HiVeg™ Low risk 20/12/2012
DCM MV212 BHI w/ PABA, Hiveg™ Low risk 20/12/2012
DCM MV1036 BHI with 0.1% Agar, HiVeg™ Low risk 20/12/2012
DCM MV210 BHI, Hiveg™ Low risk 20/12/2012
DCM M217 Bi.G.G.Y. Agar (Nickerson Medium) Low risk 20/12/2012
DCM MCD217 Bi.G.G.Y. HiCynth™ Agar (Nickerson HiCynth™ Agar) Low risk 25/08/2016
DCM M1396 Bifidobacterium Agar Low risk 10/11/2020
DCM M1960R Bifidobacterium Agar (HiCrome™) Low risk 25/08/2016
DCM M1396R Bifidobacterium Agar (Modified, Selective Medium, Kit) Low risk 04/07/2018
DCM M1858 Bifidobacterium Agar, Modified Low risk 20/12/2012
DCM M1395 Bifidobacterium Broth Low risk 10/11/2020
DCM MO071 Bile Broth Base Low risk 20/12/2012
DCM MV071 Bile Broth Base, HiVeg™ Low risk 20/12/2012
DCM M972A Bile Esculin Agar,Modified Low risk 22/04/2019
DCM M493 Bile Esculin Azide Agar Low risk 10/11/2020
DCM MV493 Bile Esculin Azide HiVeg™ Agar Low risk 10/11/2020
DCM MCD493 Bile Esculin Azide HiCynth™ Agar Low risk 10/11/2020
DCM M481 Bile Peptone Transport Medium Low risk 20/12/2012
DCM M739 Bile Salt Agar Low risk 20/12/2012
DCM MCD027 Bismuth Sulphite HiCynth™ Agar Low risk 12/08/2015
DCM M027 Bismuth Sulphite Agar Low risk 20/12/2012
DCM MO027L Bismuth Sulphite Agar Low risk 04/07/2018
DCM MU027 Bismuth Sulphite Agar Medium Low risk 20/12/2012
DCM M1004 Bismuth Sulphite Agar, Modified Low risk 20/12/2012
DCM MV027 Bismuth Sulphite HiVeg™ Agar Low risk 20/12/2012
DCM MV1004 Bismuth Sulphite HiVeg™ Agar, Modified Low risk 20/12/2012
DCM MO073 Blood Agar Base (Infusion Agar) Low risk 20/12/2012
DCM M834 Blood Agar Base No. 2 Low risk 20/12/2012
DCM M834A Blood Agar Base No. 2 w/ 1.2% Agar Low risk 20/12/2012
DCM MV834A Blood Agar Base No. 2 w/ 1.2% Agar, HivVeg™ Low risk 20/12/2012
DCM MV834 Blood Agar Base No. 2, HiVeg™ Low risk 20/12/2012
DCM M834z Blood Agar Base No.2 Low risk 28/04/2017
DCM MO089 Blood Agar Base w/ Low pH Low risk 20/12/2012
DCM MV089 Blood Agar Base w/ Low pH, HiVeg™ Low risk 20/12/2012
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DCM M1904 Blood Agar Base w/ Nalidixic Acid Low risk 20/12/2012
DCM MV073 Blood Agar Base, HiVeg™ (Infusion Agar, HiVeg™) Low risk 20/12/2012
DCM M1989 Blood Agar Base, Modified Low risk 20/12/2012
DCM M1318 Blood Free Campylobacter Broth Base Low risk 20/12/2012
DCM MCD073 Blood HiCynth™ Agar Base (Infusion HiCynth™ Agar Base) Low risk 25/08/2016
DCM MCD834 Blood HiCynth™ Agar Base No.2 Low risk 25/08/2016
DCM MCD089 Blood HiCynth™ Agar Base w/ Low pH Low risk 25/08/2016
DCM M175 Bordet Gengou Agar Base Low risk 20/12/2012
DCM M175A Bordet Gengou Agar Base w/ 1.6% Agar Low risk 20/12/2012
DCM M175SB Bordet Gengou Agar Base, Modified Low risk 16/12/2017
DCM M2012 Bordet Gengou Broth Low risk 25/08/2016
DCM MV175 Bordet Gengou HiVeg™ Agar Base Low risk 20/12/2012
DCM MV175A Bordet Gengou HiVeg™ Agar Base w/ 1.6% Agar Low risk 20/12/2012
DCM M1020 BPL Agar Low risk 20/12/2012
DCM MV1020 BPL HiVeg™ Agar Low risk 20/12/2012
DCM MO16A Brilliant Green Agar Base w/ 1.2% Agar Low risk 20/12/2012
DCM M971 Brilliant Green Agar Base w/ Phosphates Low risk 20/12/2012
DCM MO016 Brilliant Green Agar Base, Modified Low risk 20/12/2012
DCM MCDO16 Brilliant Green Agar HiCynth™ Base, Modified Low risk 12/08/2015
DCM MUO016 Brilliant Green Agar Medium Low risk 20/12/2012
DCM MMO16 Brilliant Green Agar Medium 16 Low risk 20/12/2012
DCM MVO016A Brilliant Green HiVeg™ Agar Base w/ 1.2% Agar Low risk 20/12/2012
DCM MV971 Brilliant Green HiVeg™ Agar Base w/ Phosphates Low risk 20/12/2012
DCM MV016 Brilliant Green HiVeg™ Agar Base, Modified Low risk 20/12/2012
DCM MO168 gg:?r;\;gie;,ljhenol Red, Lactose Monohydrate, Sucrose Agar Low risk 20/12/2012
DCM MEO16 gg:?r;\;gie;,ljhenol Red, Lactose Monohydrate, Sucrose Agar Low risk 20/12/2012
DCM M1822 Bromo Thymol Lactose Blue Agar Low risk 16/12/2017
DCM MO074 Brucella Agar Base Low risk 20/12/2012
DCM M1638 Brucella Agar Base w/ 1.0% Dextrose Low risk 20/12/2012
DCM M1039 Brucella Agar Base w/ Hemin and Vitamin K Low risk 20/12/2012
DCM MO74A Brucella Agar Base, Modified Low risk 20/12/2012
DCM M5392 Brucella Broth Base Low risk 30/10/2018
DCM M348 Brucella Broth Base Low risk 20/12/2012
DCM MVO074 Brucella HiVeg™ Agar Base Low risk 20/12/2012
DCM MV074A Brucella HiVeg™ Agar Base, Modified Low risk 20/12/2012
DCM MV348 Brucella HiVeg™ Broth Base Low risk 20/12/2012
DCM M822 Brucella Selective Medium Base Low risk 20/12/2012
DCM M1890 BSIBG Agar (Aeromonas Selective Agar) Low risk 10/11/2020
DCM M1668 BSK - H Medium Base Low risk 20/12/2012
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DCM M1668B BSK - H Medium Base w/o BSA Low risk 28/04/2017
DCM M813 Buffered Charcoal Yeast Extract Agar Base Low risk 20/12/2012
DCM M813I Buffered Charcoal Yeast Extract Agar Medium (BCYE Medium) Low risk 20/12/2012
DCM MCD813 Buffered Charcoal Yeast Extract HiCynth™ Medium Low risk 25/08/2016
DCM M204 Buffered Glycerol Saline Base Low risk 20/12/2012
DCM MCD1275 Buffered HiCynth™ Peptone Water w/ NaCl Low risk 12/08/2015
DCM MV614 Buffered HiVeg™ Peptone Water Low risk 22/04/2019
DCM MV1275 Buffered HiVeg™ Peptone Water w/NaCL Low risk 20/12/2012
DCM M614 Buffered Peptone Water Low risk 22/04/2019
DCM M1275 Buffered Peptone Water w/ NaCl Low risk 20/12/2012
DCM M1851 Buffered Peptone Water w/ Pyruvate Low risk 20/12/2012
DCM MH1275 Buffered Sodium Chloride-Peptone Solution pH 7.0 Low risk 22/04/2019
DCM M1640 Burkholderia Cepacia Agar Base Low risk 20/12/2012
DCM MCD1640 Burkholderia cepacia HiCynth™ Agar Base Low risk 25/08/2016
DCM M2089 Burkholderia Cepacia Selectie Agar Low risk 10/11/2020
DCM MU2089 Burkholderia Cepacia Selective Agar (BCSA) Low risk 10/11/2020
DCM M470 BYE Agar Low risk 20/12/2012
DCM MV470 BYE HiVeg™ Agar Low risk 20/12/2012
DCM M911 C. botulinum Isolation Agar Base Low risk 20/12/2012
DCM MV911 C. botulinum Isolation HiVeg™ Agar Base Low risk 20/12/2012
DCM M1146 C.L.E.D. Agar Base w/o Indicator Low risk 20/12/2012
DCM M792 C.L.E.D. Agar w/ Bromo Thymol Blue Low risk 20/12/2012
DCM MCD792 C.L.E.D. HiCynth™ Agar w/BTB Low risk 12/08/2015
DCM MCD352 C.L.E.D. HiCynth™ Agar w/Andrade Indicator Low risk 12/08/2015
DCM MV1146 C.L.E.D. HiVeg™ Agar Base w/o Indicator Low risk 20/12/2012
DCM MV352 C.L.E.D. HiVeg™ Agar w/ Andrade Indicator Low risk 20/12/2012
DCM MV792 C.L.E.D. HiVeg™ Agar w/ Bromo Thymol Blue Low risk 20/12/2012
DCM M352 C.L.E.D.Agar w/ Andrade Indicator Low risk 20/12/2012
DCM M352M C.L.E.D.Agar w/ Andrades Indicator Low risk 22/04/2019
DCM M352A C.L.E.D.Agar w/o Lactose & w/ Andrades Indicator Low risk 22/04/2019
DCM M563 Caffeic Acid Ferric Citrate Test Agar (CAFC Medium) Low risk 20/12/2012
DCM M893 CAL Agar (Cellobiose Arginine Lysine Agar) Low risk 20/12/2012
DCM M894 CAL Broth (Cellobiose Arginine Lysine Broth) Low risk 20/12/2012
DCM MV893 CAL HiVeg™ Agar (Cellobiose Arginine Lysine HiVeg™ Agar) Low risk 20/12/2012
DCM MV894 CAL HiVeg™ Broth (Cellobiose Arginine Lysine HiVeg™ Broth) Low risk 20/12/2012
DCM MV908 Campylo Thioglycollate HiVeg™ Medium Base Low risk 20/12/2012
DCM M908 Campylo Thioglycollate Medium Base Low risk 20/12/2012
DCM M994 Campylobacter Agar Base Low risk 20/12/2012
DCM M1267 Campylobacter Cefex Agar Base Low risk 20/12/2012
DEM M899 g:;ney)aylobacter Enrichment Broth Base (Preston Enrichment Broth Low risk 20/12/2012
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DCM MV899 E'?\rlzzno;raoc;e;?;chment HiVeg™ Broth Base (Preston Enrichment Low risk 20/12/2012
DCM MV994 Campylobacter HiVeg™ Agar Base Low risk 20/12/2012
DCM M1240 Campylobacter Nitrate Broth Low risk 20/12/2012
DCM MV1240 Campylobacter Nitrate HiVeg™ Broth Low risk 20/12/2012
DCM M1602 Candida Agar Low risk 20/12/2012
DCM M355 Candida BCG Agar Base Low risk 20/12/2012
DCM MV355 Candida BCG HiVeg™ Agar Base Low risk 20/12/2012
DCM MV104 Candida HiVeg™ Medium Low risk 20/12/2012
DCM M104 Candida Medium Low risk 20/12/2012
DCM M202 Cary - Blair Medium Base (Transport Medium w/o Charcoal) Low risk 20/12/2012
DCM M202A Cary Blair Medium, Liquid w/o charcoal Low risk 25/08/2016
DCM M794 Casitose Agar w/ 2.5% Agar Low risk 20/12/2012
DCM M200 Casitose Broth Low risk 20/12/2012
DCM M910 Casitose Yeast Extract Broth (CAYE) Low risk 20/12/2012
DCM MV910 Casitose Yeast Extract HiVeg™ Broth (CAYE) Low risk 20/12/2012
DCM M201 Casman Agar Base Low risk 20/12/2012
DCM M766 Casman Broth Base Low risk 20/12/2012
DCM MV201 Casman HiVeg™ Agar Base Low risk 20/12/2012
DCM MV766 Casman HiVeg™ Broth Base Low risk 20/12/2012
DCM MH024 Cetrimide Agar Low risk 22/04/2019
DCM MO024 Cetrimide Agar Base Low risk 20/12/2012
DCM M1742 Cetrimide Agar Base (w 1.3% Agar) Low risk 20/12/2012
DCM M862 Cetrimide Broth Low risk 20/12/2012
DCM MCD024 Cetrimide HiCynth™ Agar Base Low risk 12/08/2015
DCM MV024 Cetrimide HiVeg™ Agar Base Low risk 20/12/2012
DCM MV862 Cetrimide HiVeg™ Broth Low risk 20/12/2012
DCM M344 Charcoal Agar Base Low risk 10/11/2020
DCM MV344 Charcoal Agar Base, HiVeg™ Low risk 10/11/2020
DCM M1053 Charcoal Agar Base with Niacin Low risk 16/12/2017
DCM M646 Charcoal Blood Agar Base Low risk 10/11/2020
DCM MV646 Charcoal Blood Agar Base, HiVeg™ Low risk 10/11/2020
DCM M103 Chocolate Agar Base Low risk 20/12/2012
DCM MV103 Chocolate HiVeg™ Agar Base Low risk 20/12/2012
DCM M1548 Chocolate No. 2 Agar Base Low risk 20/12/2012
DCM MV1548 Chocolate No. 2 HiVeg™ Agar Base Low risk 20/12/2012
DCM MV558 Cholera HiVeg™ Medium Base Low risk 20/12/2012
DCM M558 Cholera Medium Base Low risk 20/12/2012
DCM M143 Christensen Citrate Agar Low risk 20/12/2012
DCM M1820 Chrysoidin Agar with MUG Low risk 16/12/2017
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DCM M497 Clostridial Agar Low risk 20/12/2012
DCM MV497 Clostridial Hiveg™ Agar Low risk 20/12/2012
DCM M836 Clostridium Difficile Agar Base Low risk 20/12/2012
DCM MV836 Clostridium Difficile HiVeg™ Agar Base Low risk 20/12/2012
DCM M1976 Clostridium difficile Mannitol Taurocholate Broth base (CCMB -TAL Low risk 20/12/2012
Broth)
DCM M272 Coagulase Mannitol Agar Base Low risk 20/12/2012
DCM M277 Coagulase Mannitol Broth Base Low risk 20/12/2012
DCM MV272 Coagulase Mannitol HiVeg™ Agar Base Low risk 20/12/2012
DCM MV277 Coagulase Mannitol HiVeg™ Broth Base Low risk 20/12/2012
DCM M1826 Coliform Broth w/SLS Low risk 22/04/2019
DCM MV1826 Coliform HiVeg Broth w/ SLS Low risk 22/04/2019
DCM MH144 Columbia Agar Low risk 22/04/2019
DCM M144M Columbia Agar Low risk 22/04/2019
DCM M144PM Columbia Blood Agar Base Low risk 22/04/2019
DCM M144R Columbia Blood Agar Base Low risk 25/08/2016
DCM M144 Columbia Blood Agar Base Low risk 20/12/2012
DCM M144A Columbia Blood Agar Base w/ 1% Agar Low risk 20/12/2012
DCM MV144A Columbia Blood Agar Base w/ 1% Agar, Hiveg™ Low risk 20/12/2012
DCM M1133 Columbia Blood Agar Base w/ Hemin Low risk 20/12/2012
DCM MV144 Columbia Blood Agar Base, HiVeg™ Low risk 20/12/2012
DCM MCD144 Columbia Blood HiCynth™ Agar Base Low risk 12/08/2015
DCM MCD144A Columbia Blood HiCynth™ Agar Base w/1% Agar Low risk 12/08/2015
DCM M145 Columbia Broth Base Low risk 20/12/2012
DCM MV145 Columbia Broth Base, HiVeg™ Low risk 20/12/2012
DCM M560 Columbia C.N.A. Agar Base Low risk 20/12/2012
DCM M560A Columbia C.N.A. Agar Base w/ 1% Agar Low risk 20/12/2012
DCM MV560 Columbia C.N.A. HiVeg™ Agar Base Low risk 20/12/2012
DCM MV560A Columbia C.N.A. HiVeg™ Agar Base w/ 1% Agar Low risk 20/12/2012
DCM MCD145 Columbia HiCynth™ Broth Low risk 12/08/2015
DCM M2103 Congo Red Magnesium Oxalate (CR-MOX) Agar Low risk 22/04/2019
DCM M730 Conn’s Agar Low risk 20/12/2012
DCM M149 Cooked M Medium (R.C .Medium) Low risk 16/12/2017
DCM M1040 Cooked M Medium w/ Glucose, Hemin & Vitamin K Low risk 16/12/2017
DCM MV731 Corn Meal HiVeg™ Peptone Yeast Agar Low risk 20/12/2012
DCM M731 Corn Meal Peptone Yeast Agar Low risk 20/12/2012
DCM M897 Crystal Violet Lactose Agar Low risk 10/11/2020
DCM MV897 Crystal Violet Lactose HiVeg™ Agar Low risk 10/11/2020
DCM M1892 CTAS Agar Base (Carnobacterium Selective Agar Base) Low risk 20/12/2012
DCM M172 Cystine H Agar Base Low risk 20/12/2012
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DCM MV172 Cystine HiVeg™ Agar Base Low risk 20/12/2012
DCM M881 Cystine Tellurite Agar Base Low risk 20/12/2012
DCM M160 D.C.L.S. Agar Low risk 20/12/2012
DCM M178 D.C.L.S. Agar, Hajna Low risk 20/12/2012
DCM MV160 D.C.L.S. HiVeg™ Agar Low risk 20/12/2012
DCM MV178 D.C.L.S. HiVeg™ Agar Low risk 20/12/2012
DCM M188 D.T.M. Agar Base (Dermatophyte Test Agar Base) Low risk 20/12/2012
DCM M501 Decarboxylase Agar Base Low risk 20/12/2012
DCM M393 Decarboxylase Broth Base, Moeller (Moeller Decarboxylase Broth Low risk 20/12/2012
Base)
DCM MV501 Decarboxylase HiVeg™ Agar Base Low risk 20/12/2012
DCM MV393 3:3\52;?'“03\::1;68"::/58"” Broth Base, Moeller (Moeller Decarboxylase Low risk 20/12/2012
DCM MO030 Deoxycholate Agar Low risk 20/12/2012
DCM MVO030 Deoxycholate Agar, HiVeg™ Low risk 20/12/2012
DCM MO065 Deoxycholate Citrate Agar Low risk 20/12/2012
DCM M1639 Deoxycholate Citrate Agar w/1.5% Agar Low risk 20/12/2012
DCM M222 Deoxycholate Citrate Agar w/o Sucrose Low risk 20/12/2012
DCM MV065 Deoxycholate Citrate Agar, HivVeg™ Low risk 20/12/2012
DCM MCDO065 Deoxycholate Citrate HiCynth™ Agar Low risk 12/08/2015
DCM M084 Dextrose Agar Low risk 20/12/2012
DCM M286 &e;;irfciazz)Agar Base, Emmons (Sabouraud Dextrose Agar Base, Low risk 20/12/2012
DCM MV084 Dextrose HiVeg™ Agar Low risk 20/12/2012
DCM MV286 2ge;<:r8c;ssee,H'DI/§§i:e%g)ar Base, Emmons (Sabouraud Dextrose HiVeg™ Low risk 20/12/2012
DCM M734 Dextrose Proteose Peptone Agar Base Low risk 20/12/2012
DCM MV734 Dextrose Proteose Peptone HiVeg™ Agar Base Low risk 20/12/2012
DCM M502 Diagnostic Sensitivity Test Agar (D.S.T. Agar) Low risk 20/12/2012
DCM M111 Diagnostic Stuart’s Urea Broth Base (Urea Broth Base) Low risk 20/12/2012
DEM MV191 E/;aei?;:i\i,}-:iﬁilig‘i!?;e HiVeg™ Medium (Thioglycollate Hiveg™ Low risk 20/12/2012
DEM M191 ai:igcr;tics)tri)c Thioglycollate Medium (Thioglycollate Medium w/o Low risk 20/12/2012
DCM M1129 Dichloran Glycerol Medium Base Low risk 22/04/2019
DCM M1049 Differential Agar for Group D Streptococci Low risk 10/11/2020
DCM M814 Differential Buffered Charcoal Yeast Extract Agar Base Low risk 20/12/2012
DCM M1603 Differential Reinforced Clostridial Agar Low risk 10/11/2020
DCM M915 Dihydrolase Broth Base Low risk 20/12/2012
DCM MV915 Dihydrolase HiVeg™ Broth Base Low risk 20/12/2012
DCM MM1276 Dilute Sautans Medium (Twin Pack) Low risk 20/12/2012
DCM M882 Diphtheria Virulence Agar Base Low risk 25/08/2016
DCM M882R Diphtheria Virulence Agar Base Modified Low risk 25/08/2016
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DCM MV882 Diphtheria Virulence HiVeg™ Agar Base Low risk 25/08/2016
DCM M1984 Dixon's Agar Low risk 20/12/2012
DCM M1419 DNase Test Agar w/ Methyl Green Low risk 10/11/2020
DCM MO057 Double Sugar Agar, Russell (Russell Double Sugar Agar) Low risk 20/12/2012
DCM MV057 Double Sugar HiVeg™ Agar (Russell Double Sugar HiVeg™ Agar) Low risk 20/12/2012
DCM M916 Doyle’s Enrichment Broth Base Low risk 20/12/2012
DCM MV916 Doyle’s Enrichment HiVeg™ Broth Base Low risk 20/12/2012
DCM M1378 Drigalski Lactose Agar, Modified Low risk 20/12/2012
DCM M1761 Drigalski Lactose Selective Agar Low risk 20/12/2012
DCM M659 Drigalski Litmus Lactose Agar Low risk 20/12/2012
DCM MV659 Drigalski Litmus Lactose HiVeg™ Agar Low risk 20/12/2012
DCM M5349 DTP Medium Low risk 30/10/2018
DCM MO067 Dubos Broth Base Low risk 20/12/2012
DCM MV067 Dubos HiVeg™ Broth Base Low risk 20/12/2012
DCM M179 Dubos Oleic Agar Base Low risk 20/12/2012
DCM M839 Dubos Oleic Broth Base Low risk 20/12/2012
DCM MV179 Dubos Oleic HiVeg™ Agar Base Low risk 20/12/2012
DCM MV839 Dubos Oleic HiVeg™ Broth Base Low risk 20/12/2012
DCM M1536 Dulcitol Selenite Broth (Selenite-F Broth w/ Dulcitol) (Twin Pack) Low risk 20/12/2012
DCM M854 E.T. Medium Low risk 20/12/2012
DCM M1768 EC Blue Broth Low risk 20/12/2012
DCM MV1768 EC Blue HiVeg™ Broth Low risk 20/12/2012
DCM M127 EC Broth Low risk 20/12/2012
DCM M1271 EC Broth Low risk 20/12/2012
DCM MV127 EC HiVeg™ Broth Low risk 20/12/2012
DCM M748 Edward’s Medium Base, Modified Low risk 20/12/2012
DCM MV748 Edward’s Medium HiVeg™ Base, Modified Low risk 20/12/2012
DCM M294 Edwards and Bruner Semisolid Medium Low risk 20/12/2012
DCM M808 Egg Yolk Agar Base Low risk 20/12/2012
DCM MV808 Egg Yolk Agar Base, Hiveg™ Low risk 20/12/2012
DCM M1043 Egg Yolk Agar Base, Modified Low risk 20/12/2012
DCM MO086 Eijkman Lactose Broth Low risk 20/12/2012
DCM MV086 Eijkman Lactose HiVeg™ Broth Low risk 20/12/2012
DCM M368 Elliker Broth (Lactobacilli Broth) Low risk 10/11/2020
DCM MV368 Elliker HiVeg™ Broth (Lactobacilli HiVeg™ Broth) Low risk 10/11/2020
DCM M317 EMB Agar Low risk 20/12/2012
DCM M301 EMB Agar Base Low risk 20/12/2012
DCM MO022 EMB Agar, Levine Low risk 20/12/2012
DCM MO022S EMB Agar, Levine Low risk 20/12/2012
DCM M503 EMB Broth Low risk 20/12/2012
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DCM MV317 EMB HiVeg™ Agar Low risk 20/12/2012
DCM MV022 EMB HiVeg™ Agar, Levine Low risk 20/12/2012
DCM MV503 EMB HiVeg™ Broth Low risk 20/12/2012
DCM M325 Emerson Agar Low risk 20/12/2012
DCM MV325 Emerson HiVeg™ Agar Low risk 20/12/2012
DCM M773 Emerson YSS Agar Low risk 20/12/2012
DCM MO029 Endo Agar Low risk 20/12/2012
DCM M1077 Endo Agar Base Low risk 20/12/2012
DCM M1258 Endo Agar w/ NaCl Low risk 20/12/2012
DCM M1075 Endo Agar, Modified Low risk 20/12/2012
DCM MO29R Endo Agar, Special Low risk 25/08/2016
DCM MCDO029 Endo HiCynth™ Agar Low risk 12/08/2015
DCM MV029 Endo HiVeg™ Agar Low risk 20/12/2012
DCM MV1077 Endo HiVeg™ Agar Base Low risk 20/12/2012
DCM MV1258 Endo HiVeg™ Agar w/ NaCl Low risk 20/12/2012
DCM MV1075 Endo HiVeg™ Agar, Modified Low risk 20/12/2012
DCM M738 Enriched Thioglycollate Broth Low risk 20/12/2012
DCM MV738 Enriched Thioglycollate HiVeg™ Broth Low risk 20/12/2012
DCM MV077 Entamoeba HiVeg™ Medium Low risk 20/12/2012
DCM MO077 Entamoeba Medium Low risk 20/12/2012
DCM M1662 Enteric Fermentation Base Low risk 20/12/2012
DCM MH287 Enterobacteria Enrichment Broth, Mossel Low risk 22/04/2019
DCM M426 Ethyl Violet Azide Broth (E.V.A. Broth) Low risk 20/12/2012
DCM M426S Ethyl Violet Azide Broth (E.V.A. Broth) Low risk 20/12/2012
DCM M1397 Ethyl Violet Azide Dextrose Agar Low risk 20/12/2012
DCM MV426 Ethyl Violet Azide HiVeg™ Broth (E.V.A. HiVeg™ Broth) Low risk 20/12/2012
DCM M428 Eugonic Agar Low risk 20/12/2012
DCM M429 Eugonic Broth Low risk 20/12/2012
DCM MV428 Eugonic HiVeg™ Agar Low risk 20/12/2012
DCM MV429 Eugonic HiVeg™ Broth Low risk 20/12/2012
DCM M1517 Eugonic LT 100 Broth Base w/o Tween 80 Low risk 20/12/2012
DCM M1517Z Eugonic LT 100 Broth Base w/o Tween 80 Low risk 17/06/2021
DCM M811 Feeley Gorman Agar (F.G. Agar) Low risk 20/12/2012
DCM M812 Feeley Gorman Broth (F.G. Broth) Low risk 20/12/2012
DCM MV811 Feeley Gorman HiVeg™ Agar (F.G. HiVeg™ Agar) Low risk 20/12/2012
DCM MV812 Feeley Gorman HiVeg™ Broth (F.G. HiVeg™ Broth) Low risk 20/12/2012
DCM M827 Fermentation Medium for Staphylococcus and Micrococcus Low risk 20/12/2012
DCM MV919 Fermentation HiVeg™ Medium Base for C. perfringens Low risk 20/12/2012
DCM MV825 Fermentation HiVeg™ Medium for Neisseriae Low risk 20/12/2012
DCM MV827 Fermentation HiVeg™ Medium for Staphylococcus and Micrococcus Low risk 20/12/2012
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DCM M919 Fermentation Medium Base for C. perfringens Low risk 20/12/2012
DCM M825 Fermentation Medium for Neisseriae Low risk 20/12/2012
DCM M1028 Field’s Tryptic Digest Broth (Tryptic Digest Broth) Low risk 20/12/2012
DCM MV1028 Field's Tryptic digest Broth, HiVeg™  (Tryptic Digest Broth, HiVeg™) Low risk 20/12/2012
DEM MV239 FIetc.her Leptospira HiVeg™ Medium Base (Leptospira HiVeg™ Low risk 20/12/2012
MediumBase, Fletcher)
DEM M239 E:Z:E:::)Leptospira Medium Base (Leptospira Medium Base, Low risk 20/12/2012
DCM M1209 Fluconazole Testing Medium (Twin Pack) Low risk 20/12/2012
DCM MVO13 ;IiL\J/i:gSjl;ouraud HiVeg™ Medium (Sabouraud Medium, Fluid, Low risk 20/12/2012
DCM MO013 Fluid Sabouraud Medium (Sabouraud Medium, Fluid) Low risk 20/12/2012
DCM M1533I Fluid Selenite Cystine Broth (Twin Pack) Low risk 20/12/2012
DEM MVO25 ;lgsh?TITTii;ePEZi;ine HiVeg™ Medium (Selenite Cystine HiVeg™ Low risk 20/12/2012
DCM MO025 Fluid Selenite Cystine Medium (Selenite Cystine Broth) (Twin Pack) Low risk 20/12/2012
DCM MMO025 Fluid Selenite Cystine Medium (Twin Pack) Low risk 20/12/2012
DCM MU025 Fluid Selenite Cystine Medium (Twin Pack) Low risk 20/12/2012
DCM MCDO032 Fluid Tetrathionate HiCynth™ Medium w/o lodine and BG Low risk 25/08/2016
sz | T e e o e owrse | 2020
DCM M032 ;I:;: Ilzj:T;Zi;r;a:EdMsz)ium w/o lodine and BG (Tetrathionate Broth Low risk 20/12/2012
DCM MVO009 Fluid Thioglycollate HiVeg™ Medium Low risk 22/04/2019
DCM MO009 Fluid Thioglycollate medium (Thioglycollate medium Fluid) Low risk 22/04/2019
DCM M543 Folic Acid Casei Medium Low risk 20/12/2012
DCM M2014 Folic Acid Casei Medium, Modified Low risk 25/08/2016
DCM M1050 Frey Mycoplasma Broth Base Low risk 20/12/2012
DCM M475 Fungobiotic Agar (Mycobio Agar) Low risk 10/11/2020
DCM M476 Garrod Actinomyces Medium Low risk 10/11/2020
DCM M1073 GBS Medium Base Low risk 28/04/2017
DCM M434 GC Agar Base Low risk 25/08/2016
DCM MV434 GC HiVeg™ Agar Base Low risk 04/07/2018
DCM M5397 Gifu Anaerobic Broth w/o starch & dextrose Low risk 22/04/2019
DCM M2079 Gifu Anaerobic Broth, Modified (GAM) Low risk 04/07/2018
DCM M1746 Glucose Agar Low risk 10/11/2020
DCM M435 Glucose Citrate Broth Base Low risk 20/12/2012
DCM M433 Glucose Cysteine Agar Base w/ Thiamine Low risk 20/12/2012
DCM MV433 Glucose Cysteine HiVeg™ Agar Base w/ Thiamine Low risk 20/12/2012
DCM MO070 Glucose Phosphate Broth (Buffered Glucose Broth) Low risk 20/12/2012
DCM MV070 Glucose Phosphate HiVeg™ Broth (Buffered Glucose HiVeg™ Broth) Low risk 20/12/2012
DCM M621 Glucose Salt Teepol Broth (Twin Pack) Low risk 20/12/2012
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DCM MV621 Glucose Salt Teepol HiVeg™ Broth (Twin Pack) Low risk 20/12/2012
DCM M1935 Glycerol Mannitol Acetamide Cetrimide Agar Low risk 20/12/2012
DCM M242 GN Broth, Hajna Low risk 20/12/2012
DCM MV242 GN HiVeg™ Broth Low risk 20/12/2012
DCM M1888 Group A Streptococci Selective Agar (BETA-SSA Agar) Low risk 20/12/2012
DCM M1607 Gum Listeria Medium Low risk 20/12/2012
DCM M243 H Broth Low risk 20/12/2012
DCM MV116 H.S. Vaccine HiVeg™ Medium (Standard Nutrient HiVeg™ Broth) Low risk 20/12/2012
DCM M116 H.S. Vaccine Medium (Standard Nutrient Broth) Low risk 20/12/2012
DCM M1259 Haemophilus Test Agar Base Low risk 20/12/2012
DCM M551 Hartley’s Digest Broth Low risk 20/12/2012
DCM MV551 Hartley’s Digest HiVeg™ Broth Low risk 20/12/2012
DCM M467 Hektoen Enteric Agar Low risk 20/12/2012
DCM MU467 Hektoen Enteric Agar Medium Low risk 20/12/2012
DCM MCD467 Hektoen Enteric HiCynth™ Agar Low risk 12/08/2015
DCM MV467 Hektoen Enteric HiVeg™ Agar Low risk 20/12/2012
DCM M5390 Helicobacter Pylori Selective Agar Low risk 30/10/2018
DCM M1158 Hemorrhagic Coli (HC) Agar Low risk 20/12/2012
DCM M169 HI Agar Low risk 20/12/2012
DCM MV169 HI Agar, HiVeg™ Low risk 20/12/2012
DCM M170 HI Broth Low risk 20/12/2012
DCM MV170 HI Broth, HiVeg™ Low risk 20/12/2012
DCM M1938 HiCrome™ Acinetobacter Agar Base Low risk 20/12/2012
DCM M1651 HiCrome™ Bacillus Agar Low risk 25/08/2016
DCM MCD1651 HiCrome™ Bacillus HiCynth™ Agar Low risk 25/08/2016
DCM M1960 HiCrome™ Bifidobacterium Agar Low risk 20/12/2012
DCM M1456AR HiCrome™ Candida Differential Agar,Modified Low risk 25/08/2016
DCM MCD1297A HiCrome™ Candida Differential HiCynth™ Agar Low risk 12/08/2015
DCM M1832 HiCrome Coliform Agar Modified Low risk 22/04/2019
DCM MV1300 HiCrome Coliform HiVeg Agar w/ SLS Low risk 22/04/2019
DCM MV1295 HiCrome E. coli HiVegTM Agar Low risk 22/04/2019
DCM MV1293 HiCrome ECC HiVeg™ Agar Low risk 22/04/2019
DCM MV1294 HiCrome ECC Selective HiVeg Agar Base Low risk 22/04/2019
DCM M1598 HiCrome Enrichment Broth Base for EC 0157:H7 Low risk 22/04/2019
DCM M1577 HiCrome™ Enterobacter sakazakii Agar Low risk 22/04/2019
DCM M1641 HiCrome Enterobacter sakazakii Agar, Modified Low risk 22/04/2019
DCM MV1577 HiCrome Enterobacter sakazakii Hiveg™ Agar Low risk 22/04/2019
DCM MV1641 HiCrome Enterobacter sakazakii HiVeg™ Agar, Modified Low risk 22/04/2019
DCM M1580 HiCrome™ Enterococcus faecium Agar Base Low risk 25/08/2016
DCM MCD1466 HiCrome™ Improved Salmonella HiCynth™ Agar Low risk 12/08/2015
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DCM M1569 HiCrome M-Lauryl Sulphate Agar Low risk 22/04/2019
DCM M1862 HiCrome M-Modified ECO157:H7 Selective Agar Base Low risk 22/04/2019
DCM M1571 HiCrome M-TEC Agar Low risk 22/04/2019
DCM M1713 HiCrome M-TEC Broth Low risk 22/04/2019
DCM M1985 HiCrome™ Malassezia Agar Low risk 20/12/2012
DCM M1953R HiCrome™ MeReSa Agar Base (Modified) Low risk 25/08/2016
DCM M1953 HiCrome™ MeReSa Agar Base (Modified) Low risk 25/08/2016
DCM M2010 HiCrome™ Mueller Hinton Agar Low risk 25/08/2016
DCM M1974 HiCrome™ Rapid MRSA Agar Base Low risk 20/12/2012
DCM M1842 HiCrome Selective Salmonella Agar Base Low risk 22/04/2019
DCM M1353R HiCrome™ UTI Agar Low risk 25/08/2016
DCM MCD1353 HiCrome™ UTI HiCynth™™ Agar Low risk 12/08/2015
DCM MV1353R HiCrome™ UTI HiVeg™ Agar Low risk 25/08/2016
DCM MV1682 HiCrome Vibrio HiVeg™ Agar Low risk 22/04/2019
DCM M2114 HiCrome™ C.auris (MDR) Selective Agar Base Low risk 10/11/2020
DCM M2020 HiCrome™ Campylobacter Agar Base Low risk 16/12/2017
DCM M1297A HiCrome™ Candida Differential Agar Low risk 20/12/2012
DCM M1297AR HiCrome™ Candida Differential Agar Base Low risk 20/12/2012
DCM M1456A HiCrome™ Candida Differential Agar Base, Modified Low risk 20/12/2012
DCM MV1297A HiCrome™ Candida Differential HiVeg™ Agar Low risk 20/12/2012
DCM MV1456A HiCrome™ Candida Differential HiVeg™ Agar Base, Modified Low risk 20/12/2012
DCM M2099 HiCrome™ CarbaResist Agar Base Low risk 22/04/2019
DCM M19911 HiCrome™ Chromogenic Coliform Agar (CCA) Low risk 22/04/2019
DCM M2026 HiCrome™ Clostridial Agar Base Low risk 25/08/2016
DCM M1300 HiCrome™ Coliform Agar w/ SLS Low risk 22/04/2019
DCM MCD1300 HiCrome™ Coliform HiCynth™ Agar w/ SLS Low risk 10/11/2020
DCM M2094 HiCrome™ Colistin Resistant Agar Base Low risk 30/10/2018
DCM M20621 HiCrome™ Cronobacter Isolation Agar (CCI Agar) Low risk 10/11/2020
DCM M1295 HiCrome™ E. coli Agar Low risk 22/04/2019
DCM M1295I HiCrome™ E. coli Agar Low risk 22/04/2019
DCM MCD1295 HiCrome™ E.coli HiCynth™ Agar Low risk 22/04/2019
DCM MCD1580 HiCrome™ E.faecium HiCynth™Agar Base Low risk 25/08/2016
DCM M1575A HiCrome™ EC 0157 : H7 Selective Agar Base, Modified Low risk 10/11/2020
DCM MV1575A HiCrome™ EC 0157 : H7 Selective HiVeg™ Agar Base, Modified Low risk 10/11/2020
DCM MCD1575A HiCrome™ EC 0157:H7 HiCynth™ Agar Base, Modified Low risk 10/11/2020
DCM M1574A HiCrome™ EC 0157:H7 Agar,Modified Low risk 22/04/2019
DCM M1293 HiCrome™ ECC Agar Low risk 22/04/2019
DCM M1294 HiCrome™ ECC Selective Agar Base Low risk 22/04/2019
DCM M2056 HiCrome™ ECC Selective Agar Base, Modified Low risk 22/04/2019
DCM M1488 HiCrome™ ECD Agar w/ MUG Low risk 10/11/2020
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DCM MV1488 HiCrome™ ECD HiVeg™ Agar w/ MUG Low risk 10/11/2020
DCM MCD1598 HiCrome™ Enrichment HiCynth™ Broth Base for ECO157:H7 Low risk 10/11/2020
e MCD1641 iCrome™ Cranabacter slonaki it Age, Modifi) Low i 10/11/2020
DCM M1376 HiCrome™ Enterococci Broth Low risk 10/11/2020
DCM MCD1376 HiCrome™ Enterococci HiCynth™ Broth Low risk 10/11/2020
DCM MV1376 HiCrome™ Enterococci HiVeg™ Broth Low risk 10/11/2020
DCM MV1580 HiCrome™ Enterococcus faecium HiVeg™ Agar Base Low risk 10/11/2020
DCM M1829 HiCrome™ ESBL Agar Base Low risk 20/12/2012
DCM M2128 HiCrome™ Haemophilus Agar Base Low risk 17/06/2021
DCM M1466 HiCrome™ Improved Salmonella Agar Low risk 20/12/2012
DCM MV1466 HiCrome™ Improved Salmonella HiVeg™ Agar Low risk 20/12/2012
DCM M1573 HiCrome™ Klebsiella Selective Agar Base Low risk 10/11/2020
DCM MV1573 HiCrome™ Klebsiella Selective HiVeg™ Agar Base Low risk 10/11/2020
DCM M1831 HiCrome™ KPC Agar Base Low risk 20/12/2012
DCM M2009 HiCrome™ L mono differential Agar Base Low risk 10/11/2020
DCM M1924 HiCrome™ L.mono Rapid Differential Agar Base Low risk 10/11/2020
DCM M2065 HiCrome™ Lactobacillus Selective Agar Base Low risk 10/11/2020
DCM M1417F HiCrome™ Listeria Agar Base Low risk 10/11/2020
DCM M1417 HiCrome™ Listeria Agar Base, Modified Low risk 10/11/2020
DCM MCD1417 HiCrome™ Listeria HiCynth™ Agar Base, Modified Low risk 10/11/2020
DCM M1340 HiCrome™ MacConkey Sorbitol Agar Base Low risk 20/12/2012
DCM MCD1340 HiCrome™ MacConkey Sorbitol HiCynth™ Agar Low risk 25/08/2016
DCM M2058 HiCrome™ M-Coliconfirm Agar Base Low risk 10/11/2020
DCM M2064 HiCrome™ M-Coliconfirm Broth Base Low risk 22/04/2019
DCM M1674 HiCrome™ MeReSa Agar Base Low risk 20/12/2012
DCM MCD1674 HiCrome™ MeReSa HiCynth™ Agar Base Low risk 25/08/2016
DCM MV1674 HiCrome™ MeReSa HiVeg™ Agar Base Low risk 20/12/2012
DCM M1393 HiCrome™ MM Agar Low risk 20/12/2012
DCM M1816 HiCrome™ MM Agar , Modified Low risk 04/07/2018
DCM M1816R HiCrome™ MM Agar, Modified Low risk 04/07/2018
DCM MCD1816 :,:g,:?nfsn Hl\illcl\;lnl;lrl]?n}/r;\tghar)Agar, Modified (Hicrome™ Miller and Low risk 10/11/2020
DCM MV1393 HiCrome™ MM HiVeg™ Agar Low risk 20/12/2012
DCM MCD1571 HiCrome™ M-TEC HiCynth™ Agar Low risk 10/11/2020
DCM MCD1713 HiCrome™ M-TEC HiCynth™ Broth Low risk 10/11/2020
DCM M2067 HiCrome™ Mueller Hinton Agar (for antifungal) Low risk 16/12/2017
DCM M1712 HiCrome™ Nickels and Leesment Medium Low risk 10/11/2020
DCM MV1712 HiCrome™ Nickels & Leesment HiVeg™ Agar Base Low risk 10/11/2020
DCM MCD1633 HiCrome™ RajHans HiCynth™ Medium (Salmonella HiCynth™ Agar) Low risk 25/08/2016
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DCM M1633 HiCrome™ RajHans Medium (Salmonella Agar) Low risk 20/12/2012
DCM M1634 HiCrome™ RajHans Medium, Modified (Salmonella Agar, Modified) Low risk 20/12/2012
DCM M2011 HiCrome™ Rapid ECC Broth Low risk 22/04/2019
DCM MCD1974 HiCrome™ Rapid MRSA HiCynth™ Agar Base Low risk 25/08/2016
DCM M2116 HiCrome™ Salmoconfirm Selective Agar Low risk 10/11/2020
DCM M1296 HiCrome™ Salmonella Agar Low risk 20/12/2012
DCM MV1296 HiCrome™ Salmonella HiVeg™ Agar Low risk 20/12/2012
DCM MCD1842 HiCrome™ Selective Salmonella HiCynth™ Agar Base Low risk 10/11/2020
DCM M1837 HiCrome™ Staph Agar Base, Modified Low risk 20/12/2012
DCM M1931 HiCrome™ Staph Selective Agar Low risk 10/11/2020
DCM M2092 HiCrome™ STEC Agar Base Low risk 30/10/2018
DCM M1840 HiCrome™ Strep B Selective Agar Base Low risk 04/07/2018
DCM M1966 HiCrome™ Strep B Selective Agar Base, Modified Low risk 20/12/2012
DCM MCD1840 HiCrome™ Strep B Selective HiCynth™Agar Base Low risk 04/07/2018
DCM M1600 HiCrome™ Universal Differential Medium Low risk 20/12/2012
DCM MCD1418 HiCrome™ UTI HiCynth™ Agar, Modified Low risk 25/08/2016
DCM M1353 HiCrome™ UTI Agar Low risk 20/12/2012
DCM M1418 HiCrome™ UTI Agar, Modified Low risk 20/12/2012
DCM MV1353 HiCrome™ UTI HiVeg™ Agar Low risk 20/12/2012
DCM MV1418 HiCrome™ UTI HiVeg™ Agar, Modified Low risk 20/12/2012
DCM M1505 HiCrome™ UTI Selective Agar Low risk 20/12/2012
DCM MV1505 HiCrome™ UTI Selective HiVeg™ Agar Low risk 20/12/2012
DCM M1682 HiCrome™ Vibrio Agar Low risk 22/04/2019
DCM MCD1682 HiCrome™ Vibrio HiCynth™ Agar Low risk 10/11/2020
DCM M1830 HiCrome™ VRE Agar Base Low risk 20/12/2012
DCM M1925 HiCrome™ VRE Agar Base, Modified Low risk 20/12/2012
DCM M2025 HiCrome™ Yersinia Agar Base Low risk 25/08/2016
DCM M1951 HiCrome™M-Coliform Differential Agar Base Low risk 22/04/2019
DCM M2048 HiFast™ Listeria Enrichment Broth Base Low risk 10/11/2020
DCM M1469 HiFluoro Pseudomonas Agar Base Low risk 20/12/2012
DCM MV1469 HiFluoro Pseudomonas HiVeg™ Agar Base Low risk 20/12/2012
DCM M2126 HiIMRSA™ Confirmation Agar Base Low risk 18/06/2021
DCM M1218 High Salt Nutrient Agar Low risk 20/12/2012
DCM M1219 High Salt Peptone Yeast Extract Agar Low risk 20/12/2012
DCM M1054 Hippurate Hydrolysis Broth Low risk 20/12/2012
DCM M485 Hi-Sensitivity Test Agar Low risk 20/12/2012
DCM M486 Hi-Sensitivity Test Broth Low risk 20/12/2012
DCM MV485 Hi-Sensitivity Test HiVeg™ Agar Low risk 20/12/2012
DCM MV486 Hi-Sensitivity Test HiVeg™ Broth Low risk 20/12/2012
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DCM M485A HiSitest Agar Low risk 20/12/2012
DCM MV806 HiVeg™ Extract Agar Low risk 20/12/2012
DCM MV807 HiVeg™ Extract Broth Low risk 20/12/2012
DCM MV028 HiVeg™ Peptone Water Low risk 20/12/2012
DCM M806 HM Peptone B Agar Low risk 20/12/2012
DCM M807 HM Peptone B Broth Low risk 20/12/2012
DCM M924 Horie Arabinose Ethyl Violet Broth Low risk 20/12/2012
DCM M5385 Horse Blood agar Low risk 30/10/2018
DCM M1425 Hottinger Broth Low risk 20/12/2012
DCM MV015 Hoyle HiVeg™ Medium Base Low risk 20/12/2012
DCM MO015 Hoyle Medium Base Low risk 20/12/2012
DCM MV871 Hugh Leifson Glucose HiVeg™ Medium Low risk 20/12/2012
DCM M871 Hugh Leifson Glucose Medium Low risk 20/12/2012
DCM MV826 Hugh Leifson HiVeg™ Medium Low risk 20/12/2012
DCM M826 Hugh Leifson Medium Low risk 20/12/2012
DCM M826S Hugh Leifson Medium Low risk 20/12/2012
DCM MV364 Indole Nitrate HiVeg™ Medium (Tryptone Nitrate HiVeg™ Medium) Low risk 20/12/2012
DCM M364 Indole Nitrate Medium (Tryptone Nitrate Medium) Low risk 20/12/2012
DCM M574 Inositol Brilliant Green Bile Agar (Plesiomonas Differential Agar) Low risk 20/12/2012
DCM MV574 :i(\)/sl;;?l ir;!ignt Green HiVeg™ Agar (Plesiomonas Differential Low risk 20/12/2012
DCM M1222 Karmali Campylobacter Agar Base Low risk 10/11/2020
DCM M248 KF Streptococcal Agar Base Low risk 22/04/2019
DCM M249 KF Streptococcal Broth Base Low risk 20/12/2012
DCM MV248 KF Streptococcal HiVeg Agar Base Low risk 22/04/2019
DCM MV249 KF Streptococcal HiVeg™ Broth Base Low risk 20/12/2012
DCM M1007 KF Streptococcus Agar Base w/ BCP Low risk 20/12/2012
DCM M1021 KF Streptococcus Broth Base w/ BCP Low risk 20/12/2012
DCM MV1021 KF Streptococcus HiVeg™ Broth Base w/ BCP Low risk 20/12/2012
DCM M1232 Kimmig Fungi Agar Base Low risk 20/12/2012
DCM MV1232 Kimmig Fungi HiVeg™ Agar Base Low risk 20/12/2012
DCM M1543 King’s Medium A Base Low risk 20/12/2012
DCM M1235 King’s OF Medium Base Low risk 20/12/2012
DCM MV1235 Kings OF Medium Base, HiVeg™ Low risk 20/12/2012
DCM M2040 Kirchner Medium Base Low risk 28/04/2017
DCM M161 Kirchner Medium Base, Modified Low risk 20/12/2012
DCM MO078 Kligler Iron Agar Low risk 20/12/2012
DCM MO078I Kligler Iron Agar Low risk 20/12/2012
DCM MO78A Kligler Iron Agar, Modified Low risk 20/12/2012
DCM MCD078 Kligler Iron HiCynth™ Agar Low risk 12/08/2015
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DCM MV078 Kligler Iron HiVeg™ Agar Low risk 20/12/2012
DCM MV142 Kohn Two Tube HiVeg™ Medium No.1 Base Low risk 20/12/2012
DCM MV802 Kohn Two Tube HiVeg™ Medium No.2 Low risk 20/12/2012
DCM M142 Kohn Two Tube Medium No.1 Base Low risk 20/12/2012
DCM M802 Kohn Two Tube Medium No.2 Low risk 20/12/2012
DCM MO069 Koser Citrate Medium Low risk 20/12/2012
DCM MV171 Kracke Blood Culture HiVeg™ Medium Low risk 20/12/2012
DCM M171 Kracke Blood Culture Medium Low risk 20/12/2012
DCM M305 Kupferberg Trichomonas Broth Base (Trichomonas Broth Base, Low risk 20/12/2012
Kupferberg)
DEM MV305 E:gtfsgj;reg, '{(ﬂ(;f;::gce)?ga)s HiVeg™ Broth Base (Trichomonas HiVeg™ Low risk 20/12/2012
DCM M928 L Broth Low risk 20/12/2012
DCM M1312 L Broth, Modified Low risk 20/12/2012
DCM M162R I’;/Ilol\éli?i(ii;)m Base, Modified (Lowenstein Jensen Medium Base, Low risk 25/08/2016
DCM M1552 L. mono Confirmatory Agar Base Low risk 20/12/2012
DCM MV1552 L. mono Confirmatory HiVeg™ Agar Base Low risk 20/12/2012
DCM M742 L.D. Agar Low risk 20/12/2012
DCM M744 L.D. Egg Yolk Agar Base Low risk 20/12/2012
DCM M743 L.D. Esculin Agar Low risk 20/12/2012
DCM MV743 L.D. Esculin HiVeg™ Agar Low risk 20/12/2012
DCM MV742 L.D. HiVeg™ Agar Low risk 20/12/2012
DCM M1540 L.mono Differential Agar Base Low risk 22/04/2019
DCM M15401 HiCrome™ Listeria Ottaviani-Agosti Agar Base Low risk 10/11/2020
DCM M1540IR L.mono Differential Agar Base Low risk 10/11/2020
DCM MCD1540 L.mono Differential HiCynth™ Agar Base Low risk 22/04/2019
DCM MV1540 L.mono Differential HiVeg™ Agar Base Low risk 22/04/2019
DCM M926 Lactic Streak Agar (Reddy’s Differential Agar, Modified) Low risk 20/12/2012
DCM MV926 Lactic Streak HiVeg™ Agar Low risk 20/12/2012
DCM MV368 Lactobacilli HiVeg™Broth (Elliker HiVeg™ Broth) Low risk 20/12/2012
DCM M927 Lactobacillus Bulgaricus Agar Base Low risk 20/12/2012
DCM MV927 Lactobacillus Bulgaricus HiVeg™ Agar Base Low risk 20/12/2012
DCM M641 Lactobacillus MRS Agar (MRS Agar) Low risk 20/12/2012
DCM Me41l Lactobacillus MRS Agar (MRS Agar) Low risk 20/12/2012
DCM M369 Lactobacillus MRS Broth (MRS Broth) Low risk 20/12/2012
DCM MV641 Lactobacillus MRS HiVeg™ Agar (MRS HiVeg™ Agar) Low risk 20/12/2012
DCM MV369 Lactobacillus MRS HiVeg™ Broth (MRS HiVeg™ Broth) Low risk 20/12/2012
DCM M1165 Lactobacillus Selection Bile Agar Base (LBS Bile Agar) Low risk 20/12/2012
DCM M1081 Lactose Blue Agar (B.T.B. Lactose Agar, Modified) Low risk 20/12/2012
DCM MV1081 Lactose Blue HiVeg™ Agar (B.T.B. Lactose HiVeg™ Agar, Modified) Low risk 20/12/2012
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DCM M1003 Lactose Broth Low risk 22/04/2019
DCM MV1003 Lactose HiVeg™ Broth Low risk 22/04/2019
DCM M1047 Lactose Lecithin Agar Low risk 04/07/2018
DCM MO080 Lauryl Sulphate Broth (Lauryl Tryptose Broth) Low risk 22/04/2019
DCM MV080 Lauryl SulphateHiVeg™ Broth (Lauryl Tryptose HiVeg™ Broth) Low risk 22/04/2019
DCM M180 Lead Acetate Agar Low risk 10/11/2020
DCM M1839 Leeds Acinetobacter Agar Base Low risk 20/12/2012
DCM M1938R Leeds Acinetobacter Agar Base (HiCrome™ Acinetobacter Agar Base) Low risk 25/08/2016
DCM M1845 Legionella Agar Base w/o Charcoal Low risk 10/11/2020
DCM M1380 Leifson Agar Low risk 20/12/2012
DCM MV1380 Leifson HiVeg™ Agar Low risk 20/12/2012
DCM M1138 Leifson’s Deoxycholate Agar, Modified Low risk 20/12/2012
DCM MV1138 Leifson’s Deoxycholate HiVeg™ Agar, Modified Low risk 20/12/2012
DCM MV239 Lgptospira Hi‘Veg‘"' Medium Base, Fletcher (Fletcher Leptospira Low risk 20/12/2012
HiVeg™ Medium Base)
DCM MV457 Leptospira HiVeg™ Medium Base, Korthof, Modified Low risk 20/12/2012
DCM M1009 Leptospira Medium Base Low risk 20/12/2012
DCM M239 ;:ztec))spira Medium Base, Fletcher (Fletcher Leptospira Medium Low risk 20/12/2012
DCM M457 Leptospira Medium Base, Korthof, Modified Low risk 20/12/2012
DCM MV472 Levinthal’s HiVeg™ Medium Base Low risk 20/12/2012
DCM M472 Levinthal’s Medium Base Low risk 20/12/2012
DCM M374 LI Agar Low risk 20/12/2012
DCM MV374 LI Agar, HiVeg™ Low risk 20/12/2012
DCM M153 LI Broth Low risk 20/12/2012
DCM MV153 LI Broth, Hiveg™ Low risk 20/12/2012
DCM M627 Lipovitellin Salt Mannitol Agar Base Low risk 20/12/2012
DCM M817 Liquoid Broth Low risk 20/12/2012
DCM MV817 Liquoid HiVeg™ Broth Low risk 20/12/2012
DCM M569 Listeria Enrichment Broth (Twin Pack) Low risk 20/12/2012
DCM MV569 Listeria Enrichment HiVeg™ Broth (Twin Pack) Low risk 20/12/2012
DCM MV890A Listeria Enrichment HiVeg™ Medium Base (UVM) Low risk 20/12/2012
DCM M890A Listeria Enrichment Medium Base (UVM) Low risk 20/12/2012
DCM M1064 Listeria Identification Agar Base (PALCAM) Low risk 22/04/2019
DCM M1090 Listeria Identification Broth Base (PALCAM) Low risk 22/04/2019
DCM MV1064 Listeria Identification HiVeg Agar Base (PALCAM) Low risk 22/04/2019
DCM MV1090 Listeria Identification HiVeg Broth Base (PALCAM) Low risk 22/04/2019
DCM MCD1145 Listeria Oxford HiCynth™ Medium Base Low risk 25/08/2016
DCM MV1145 Listeria Oxford HiVeg™ Medium Base Low risk 20/12/2012
DCM M1145R Listeria Oxford Medium Base Low risk 25/08/2016
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DCM M1145 Listeria Oxford Medium Base Low risk 20/12/2012
DCM M1781 Listeria Oxford Medium Base, Modified Low risk 20/12/2012
DCM M567 Listeria Selective Agar (Twin Pack) Low risk 20/12/2012
DCM M1474 Listeria Selective Agar Base Low risk 20/12/2012
DCM M889 Listeria Selective Broth Base Low risk 20/12/2012
DCM M1865 Listeria Selective Enrichment Broth Low risk 22/04/2019
DCM MV567 Listeria Selective HiVeg™ Agar (Twin Pack) Low risk 20/12/2012
DCM MV889 Listeria Selective HiVeg™ Broth Base Low risk 20/12/2012
DCM M507 Litmus Lactose Bile Salt Agar (LLBSA) Low risk 10/11/2020
DCM MV507 Litmus Lactose HiVeg™ Agar Low risk 10/11/2020
DCM M373 Littman Bile Agar Base Low risk 20/12/2012
DCM M663 Littman Bile Broth Base Low risk 20/12/2012
DCM MV373 Littman HiVeg™ Agar Base Low risk 20/12/2012
DCM MV663 Littman HiVeg™ Broth Base Low risk 20/12/2012
DCM M1001 LM Agar Low risk 20/12/2012
DCM M1934 LM Agar, Modified Low risk 20/12/2012
DCM MV537 Loeffler HiVeg™ Medium Base Low risk 20/12/2012
DCM M537 Loeffler Medium Base Low risk 20/12/2012
DCM M1189 Loeffler Serum Medium Base Low risk 20/12/2012
DCM MM162 Lowenstein - Jensen Medium (L.J. Medium) (Twin Pack) Low risk 20/12/2012
DCM M162R LMo::jeizztde)in Jensen Medium Base, Modified (L J Medium Base, Low risk 25/08/2016
DCM M162 Lowenstein Jensen Medium Base (L.J. Medium) Low risk 20/12/2012
DCM M1542 Lowenstein Jensen Medium Base w/o Starch Low risk 20/12/2012
DCM M2032 Lowenstein Jensen Medium Base, Modified Low risk 25/08/2016
DCM M176 LV Agar (Liver Veal Agar) Low risk 10/11/2020
DCM M1977 Lysine Indole Motility Medium, Modified Low risk 10/11/2020
DCM MHO081 MacConkey Agar Low risk 22/04/2019
DCM M1024 MacConkey Agar Base Low risk 20/12/2012
DCM M1819 MacConkey Agar Il w/o CV Low risk 20/12/2012
DCM MOOSE MacConkey Agar Medium Low risk 20/12/2012
DCM M081 MacConkey Agar w/ 0.15% Bile Salts, CV and NaCl Low risk 20/12/2012
DCM MO061 MacConkey Agar w/ Bromo Thymol Blue Low risk 20/12/2012
DCM M1582 MacConkey Agar w/ CV and w/o NaCl Low risk 20/12/2012
DCM MO81A MacConkey Agar w/ CV, NaCl, and 0.15% Bile Salts Low risk 20/12/2012
DCM MO008 MacConkey Agar w/o CV w/ 0.15% Bile Salts Low risk 20/12/2012
DCM MO082A MacConkey Agar w/o CV, NaCl w/ 0.5% Bile Salts Low risk 20/12/2012
DCM M082 MacConkey Agar w/o CV, NaCl w/ 0.5% Sodium Taurocholate Low risk 20/12/2012
DCM MO08A MacConkey Agar w/o CV, w/ 0.5% Bile Salts Low risk 20/12/2012
DCM M008B MacConkey Agar w/o CV, w/ 1.2% Agar Low risk 20/12/2012
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DCM M1785 MacConkey Agar w/o CV, w/0.5% Sodium Taurocholate Low risk 20/12/2012
DCM M1702 MacConkey Agar, RS Low risk 20/12/2012
DCM MHO083 MacConkey Broth Low risk 22/04/2019
DCM MO083 MacConkey Broth Purple w/BCP Low risk 22/04/2019
DCM MCDO081 MacConkey HiCynth™ Agar w/ 0.15% Bile Salts Low risk 25/08/2016
DCM MCD082 MacConkey HiCynth™ Agar w/o CV, NaCl Low risk 25/08/2016
DCM MV1024 MacConkey HiVeg™ Agar Base Low risk 20/12/2012
DCM MV061 MacConkey HiVeg™ Agar w/ Bromo Thymol Blue Low risk 20/12/2012
DCM MV081 MacConkey HiVeg™ Agar w/ CV, NaCl, 0.003% NR and 1.5% Agar Low risk 20/12/2012
DCM MVO081A MacConkey HiVeg™ Agar w/ CV, NaCl, 0.005% NR and 1.5% Agar Low risk 20/12/2012
bCM MV082 R/Igaachonkey HiVeg™ Agar w/o CV and NaCl, w/ 0.004% NR and 2.0% Low risk 20/12/2012
DCM MVO82A R/Igaachonkey HiVeg™ Agar w/o CV and NaCl, w/ 0.0075% NR and 1.2% Low risk 20/12/2012
DCM MVO008B MacConkey HiVeg™ Agar w/o CV, w/ 0.003% NR and 1.2% Agar Low risk 20/12/2012
DCM MV008 MacConkey HiVeg™ Agar w/o CV, w/ 0.003% NR and 1.5% Agar Low risk 20/12/2012
DCM MVOO08A MacConkey HiVeg™ Agar w/o CV, w/ 0.0075% NR and 1.2% Agar Low risk 20/12/2012
DCM MV083 MacConkey HiVeg™ Broth Purple w/ BCP Low risk 22/04/2019
DCM M298 MacConkey Sorbitol Agar (Sorbitol Agar) Low risk 20/12/2012
DCM M298lI MacConkey Sorbitol Agar Base Low risk 20/12/2012
DCM M1727R MacConkey Sorbitol Agar Base (w/ Rhamnose) Low risk 25/08/2016
DCM M1727 MacConkey Sorbitol Agar Base w/ Rhamnose Low risk 20/12/2012
DCM MCD298 MacConkey Sorbitol HiCynth™ Agar ( Sorbitol HiCynth™ Agar) Low risk 28/04/2017
DCM MV298 MacConkey Sorbitol HiVeg™ Agar (Sorbitol HiVeg™Agar) Low risk 20/12/2012
DCM M2074 MacConkey Sorbitol Rhamnose Selective Agar Base Low risk 16/12/2017
DCM M382 Malonate Broth Low risk 25/08/2016
DCM M137 Malt Extract Agar Base (w/ Mycological Peptone) Low risk 20/12/2012
DCM M995 Malt Extract Agar Base, Modified as per Thom and Church Low risk 20/12/2012
DCM M255 Malt Extract Broth Base Low risk 20/12/2012
DCM M1128 Malt Extract Broth, Modified as per Thom and Church Low risk 20/12/2012
DCM MV137 Malt Extract HiVeg™ Agar Base Low risk 20/12/2012
DCM MV995 Malt Extract HiVeg™ Agar Base, Modified Low risk 20/12/2012
DCM MV255 Malt Extract HiVeg™ Broth Base Low risk 20/12/2012
DCM M1967 Malt Yeast Agar Low risk 20/12/2012
DCM M1624 Mannitol Agar w/Prilion Low risk 20/12/2012
DCM M1071 Mannitol Lysine Agar Low risk 20/12/2012
DCM MCD1071 Mannitol Lysine HiCynth™Agar Low risk 25/08/2016
DCM M1320 Mannitol Motility Nitrate Medium Low risk 20/12/2012
DCM MV770 Mannitol Motility Test HiVeg™ Medium Low risk 20/12/2012
DCM M770 Mannitol Motility Test Medium Low risk 20/12/2012
DCM MH118 Mannitol Salt Agar Low risk 22/04/2019
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DCM M118 Mannitol Salt Agar Base Low risk 20/12/2012
DCM M383 Mannitol Salt Broth Low risk 20/12/2012
DCM MCD118 Mannitol Salt HiCynth™ Agar Base Low risk 12/08/2015
DCM MV118 Mannitol Salt HiVeg™ Agar Base Low risk 20/12/2012
DCM MV383 Mannitol Salt HiVeg™ Broth Low risk 20/12/2012
DCM M1534 Mannitol Selenite Broth (Selenite Mannitol Broth) (Twin Pack) Low risk 20/12/2012
DCM M1537 Mannitol Selenite Broth w/Brilliant Green (Twin Pack) Low risk 04/07/2018
DCM MV379 Marine Oxidation Fermentation HiVeg™ Medium Low risk 20/12/2012
DCM M379 Marine Oxidation Fermentation Medium Low risk 20/12/2012
DCM M2085 Martin Lewis Agar Base Low risk 22/04/2019
DCM M1030 Maximum Recovery Diluent Low risk 22/04/2019
DCM MV1030 Maximum Recovery Diluent HiVeg™ Low risk 22/04/2019
DCM M386 McBride Listeria Agar Base Low risk 20/12/2012
DCM MV386 McBride Listeria HiVeg™ Agar Base Low risk 20/12/2012
DCM M1354 M-CP Agar Base Low risk 10/11/2020
DCM MV1354 M-CP HiVeg™Agar Base Low risk 10/11/2020
DCM M1426 M-E.coli Broth Low risk 22/04/2019
DCM M1594 MeReSa Agar Base Low risk 20/12/2012
DCM M1974R MeReSa Agar Base (HiCrome™ Rapid MRSA Agar) Low risk 25/08/2016
DCM M1812 M-FC Basal Medium Low risk 10/11/2020
DCM M199 Middlebrook 7H10 Agar Base Low risk 20/12/2012
DCM M196 Middlebrook 7H10 Agar Base, Special Low risk 20/12/2012
DCM M511 Middlebrook 7H11 Agar Base Low risk 20/12/2012
DCM M511A Middlebrook 7H11 Agar Base w/o Malachite Green Low risk 20/12/2012
DCM MV511 Middlebrook 7H11 HiVeg™ Agar Base Low risk 20/12/2012
DCM M197 Middlebrook 7H9 Agar Base Low risk 20/12/2012
DCM M198 Middlebrook 7H9 Broth Base Low risk 20/12/2012
DCM M259 Mitis Salivarius Agar Base Low risk 20/12/2012
DCM MV259 Mitis Salivarius HiVeg™ Agar Base Low risk 20/12/2012
DCM M5319 Modified B.Q. Vaccine Medium Low risk 28/04/2017
DCM M1150 Modified Bile Esculin Azide Agar Low risk 20/12/2012
DCM M892 Modified Buffered Charcoal Agar Base Low risk 20/12/2012
DCM MV892 Modified Buffered Charcoal HiVeg™ Agar Base Low risk 20/12/2012
DCM M1660 Modified Cary-Blair Medium Low risk 20/12/2012
DCM MV460 m\(;(::is(;lwceli(‘jl_it/lmH;\;Zi;” Medium Base (Trichomonas Modified CPLM Low risk 20/12/2012
DCM M460 g/;(;(;l;fied CPLM Medium Base (Trichomonas Modified CPLM Medium Low risk 20/12/2012
DCM M1170 Modified Czapek Dox Agar Low risk 20/12/2012
DCM M1285 Modified EC Broth Base Low risk 20/12/2012
DCM M1445 Modified Lactobacillus Agar Low risk 20/12/2012
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DCM M1643 Modified Lauryl Sulphate Tryptose Broth Base Low risk 20/12/2012
DCM M1457R Modified Listeria Lecithinase Agar Base Low risk 25/08/2016
DCM M1897 Modified Listeria Oxford Agar Base Low risk 25/11/2017
DCM M891 Modified McBride Listeria Agar Base Low risk 20/12/2012
DCM MV891 Modified McBride Listeria HiVeg™™ Agar Base Low risk 20/12/2012
DCM M1139 Modified MYP Agar Base Low risk 20/12/2012
DCM MV1139 Modified MYP HiVeg™ Agar Base Low risk 20/12/2012
DCM M1606 Modified Protease Agar Low risk 20/12/2012
DCM M1681 Modified Sabourauds Chloramphenicol Agar Low risk 20/12/2012
DCM M1068 Modified Salt Broth Low risk 20/12/2012
DCM M2049 Modified Shieh Agar (LMG Medium 215) Low risk 28/04/2017
DCM M1286l Modified Soyabean Bile Broth Base Low risk 22/04/2019
DCM M795 Modified Thayer Martin Medium Base (w/o Supplement) Low risk 20/12/2012
DCM M393 Moeller Decarboxylase Broth Base (Decarboxylase Broth Base, Low risk 25/08/2016
Moeller)
DCM MCD393 Moeller Decarboxylase HiCynth™ Broth Bas Low risk 25/08/2016
DCM M246 Mold Inhibitory Agar, Ulrich Low risk 20/12/2012
DCM M474 Monsur Medium Base Low risk 20/12/2012
DCM M1927 MRS Agar w/ Low pH Low risk 10/11/2020
DCM M1864 MSM Broth Base Low risk 20/12/2012
DCM M173 Mueller Hinton Agar Low risk 20/12/2012
DCM M1825 Mueller Hinton Agar 2% Glucose w/ Methylene blue Low risk 20/12/2012
DCM M1825R Mueller Hinton Agar Modified (As per CLSI) Low risk 25/08/2016
DCM M1084 Mueller Hinton Agar No. 2 Low risk 20/12/2012
DCM M5389 Mueller Hinton Agar w/ 2% NaCL Low risk 30/10/2018
DCM M391 Mueller Hinton Broth Low risk 20/12/2012
DCM M1657 Mueller Hinton Broth No. 2 Control Cations Low risk 20/12/2012
DCM MV173 Mueller Hinton HivVeg™ Agar Low risk 20/12/2012
DCM MV1084 Mueller Hinton HiVeg™ Agar No. 2 Low risk 20/12/2012
DCM MV391 Mueller Hinton HiVeg™ Broth Low risk 20/12/2012
DCM M1202 Mueller Tellurite Agar Base Low risk 20/12/2012
DCM M1373 MUG EC 0157 Agar Low risk 16/12/2017
DCM M1429 MUG EC 0157 Agar, Modified Low risk 20/12/2012
DCM M1080 MUG MacConkey Agar Low risk 20/12/2012
DCM MV1080 MUG MacConkey HiVeg™ Agar Low risk 20/12/2012
DCM M1205 MUG Sorbitol Agar Low risk 20/12/2012
DCM M977 Mutans-Sanguis Agar Low risk 20/12/2012
DCM MO094 Mycological Agar Low risk 20/12/2012
DCM MO095 Mycological Agar w/ Low pH Low risk 20/12/2012
DCM M1422 Mycological Agar, Modified Low risk 20/12/2012
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DCM M264 Mycological Broth Low risk 20/12/2012
DCM M265 Mycological Broth w/ Low pH Low risk 20/12/2012
DCM M266 Mycoplasma Agar Base (PPLO Agar Base) Low risk 20/12/2012
DCM M268 Mycoplasma Broth Base w/ CV (PPLO Broth Base w/ CV) Low risk 20/12/2012
DCM M267 Mycoplasma Broth Base w/o CV (PPLO Broth Base w/o CV) Low risk 20/12/2012
DCM M1498 Mycoplasma Cultivation Broth Base Low risk 20/12/2012
DCM MV266 Mycoplasma HiVeg™ Agar Base (PPLO HiVeg™ Agar Base) Low risk 20/12/2012
BEM MV268 L\:/Ivy)coplasma HiVeg™ Broth Base w/ CV (PPLO HiVeg™ Broth Base w/ Low risk 20/12/2012
DCM MV267 Vl\c/y(:c::r\)/lfsma HiVeg™ Broth Base w/o CV (PPLO HiVeg™ Broth Base Low risk 20/12/2012
DCM MV624 Mycoplasma Synoviae HiVeg™ Medium Base Low risk 20/12/2012
DCM M624 Mycoplasma Synoviae Medium Base Low risk 20/12/2012
DCM M1374 g/;y;io)plasma Urogenital Broth Base (Urogenital Mycoplasma Broth Low risk 20/12/2012
DCM M636 MYP Agar Base (Phenol Red Egg Yolk Polymyxin Agar Base) Low risk 20/12/2012
DEM MCD636 R/Ig\;li :;(;‘\énth‘” Agar Base (Phenol Red Egg Yolk Polymyxin HiCynth™ Low risk 28/04/2017
DCM MV636 MYP HiVeg™ Agar Base (Phenol Red Polymyxin HiVeg™ Agar Base) Low risk 20/12/2012
DCM MV217 Nickerson HiVeg™ Medium (Bi.G.G.Y. HiVeg™ Agar) Low risk 20/12/2012
DCM M217 Nickerson Medium (Bi.G.G.Y. Agar) Low risk 20/12/2012
DCM MO072 Nitrate Agar Low risk 10/11/2020
DCM MV072 Nitrate HiVeg™ Agar Low risk 10/11/2020
DCM M681 NNN Modified Medium (Twin Pack) Low risk 10/11/2020
DCM MO001 Nutrient Agar Low risk 20/12/2012
DCM MOO1A Nutrient Agar Low risk 20/12/2012
DCM M087 Nutrient Agar 1.5% Low risk 20/12/2012
DCM M1269 Nutrient Agar No.2 Low risk 20/12/2012
DCM M012 Nutrient Agar w/ 1% Peptone Low risk 20/12/2012
DCM M561 Nutrient Agar, pH 6.8 Low risk 20/12/2012
DCM MO002 Nutrient Broth Low risk 20/12/2012
DCM M1362 Nutrient Broth No. 2 Low risk 20/12/2012
DCM M1902 Nutrient Broth No.3 Low risk 20/12/2012
DCM MO060 Nutrient Gelatin Low risk 20/12/2012
DCM MCDO001 Nutrient HiCynth™ Agar Low risk 12/08/2015
DCM MCD002 Nutrient HiCynth™ Broth Low risk 12/08/2015
DCM MV001 Nutrient HiVeg™ Agar Low risk 20/12/2012
DCM MVO087 Nutrient HiVeg™ Agar 1.5% Low risk 20/12/2012
DCM MV1269 Nutrient HiVeg™ Agar No.2 Low risk 20/12/2012
DCM MVO012 Nutrient HiVeg™ Agar w/ 1% HiVeg™ Peptone Low risk 20/12/2012
DCM MV561 Nutrient HiVeg™ Agar, pH 6.8 Low risk 20/12/2012
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DCM MV002 Nutrient HiVeg™ Broth Low risk 20/12/2012
DCM M1348 NYC Agar Base Low risk 20/12/2012
DCM MCD395 OF Basal HiCynth™ Medium Low risk 25/08/2016
DCM MV395 OF Basal Hiveg™ Medium Low risk 20/12/2012
DCM M395 OF Basal Medium Low risk 20/12/2012
DM M1811 OFPBL Agar Base (Oxidation Fermentation Polymyxin Bacitracin Low risk 20/12/2012
Lactose Agar Base)
DCM M1930 ONPG BROTH Low risk 20/12/2012
DCM M933 Orange Serum Agar Low risk 22/04/2019
DCM MV933 Orange SerumHiVeg™ Agar Low risk 22/04/2019
DCM M1454 Oxacillin Resistance Screening Agar Base Low risk 20/12/2012
DCM M1390 Pagano Levin Base Low risk 20/12/2012
DCM M867 Peizer TB Medium Base Low risk 20/12/2012
DCM M1207 Pepted M Broth Low risk 20/12/2012
DCM M028 Peptone Water Low risk 20/12/2012
DCM MCD837 Perfringens HiCynth™ Agar Base (T.S.C/S.F.P HiCynth™ Agar Base) Low risk 28/04/2017
DCM Mv837 Perfringens HiVeg™ Agar Base (T.S.C/S.F.P HiCynth™ Agar Base) Low risk 28/04/2017
DCM M269A Phenylethanol Agar Base Low risk 20/12/2012
DCM M269 Phenylethyl Alcohol Agar Base Low risk 20/12/2012
DCM MV269 Phenylethyl Alcohol HiVeg™ Agar Base Low risk 20/12/2012
DCM M540 Phenylethyl Blood Agar Base (Anaerobic) Low risk 20/12/2012
DCM M1866 Phosphate Buffered Saline (PBS) pH 7.4 Low risk 22/04/2019
DCM M519 Pike Streptococcal Broth Base Low risk 20/12/2012
DCM MV519 Pike Streptococcal HiVeg™ Broth Base Low risk 20/12/2012
DCM M282 PKU Test Agar Base Low risk 20/12/2012
DCM M398 PKU Test Agar w/ Thienylalanine Low risk 20/12/2012
DCM MO091 Plate Count Agar (Standard Methods Agar) Low risk 28/04/2017
DCM MCD091 Plate Count HiCynth™Agar (Standard Methods HiCynth™ Agar) Low risk 28/04/2017
DCM MV091 Plate Count HiVeg™ Agar (Standard Methods HiVeg™ Agar) Low risk 28/04/2017
DCM M574 Plesiomonas Differential Agar (Inositol Brilliant Green Bile Agar) Low risk 20/12/2012
DCM MV574 Eli«?;;(;::(;rngi)Differential HiVeg™ Agar (Inositol Brilliant Green Low risk 20/12/2012
DCM M1446 PLET Agar Base Low risk 20/12/2012
DCM M1451 PLET Agar Base, Modified Low risk 20/12/2012
DCM M835 PNY Medium Low risk 20/12/2012
DCM MHO096 Potato Dextrose Agar Low risk 22/04/2019
DCM MO096 Potato Dextrose Agar Low risk 22/04/2019
DCM M5391 PPLO Agar Base Low risk 30/10/2018
DCM M1586 PPLO Modified Broth Base w/o CV Low risk 20/12/2012
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DCM MS99 ::Zset)on Enrichment Broth Base (Campylobacter Enrichment Broth Low risk 20/12/2012
DCM MV899 ::\e/ztgor: E:Oritihg;iz; HiVeg™ Broth Base (Campylobacter Enrichment Low risk 20/12/2012
DCM M956 Propionibacter Isolation Agar Base Low risk 20/12/2012
DCM M1697 Proskauer Beck medium Low risk 20/12/2012
DCM MO085 Pseudomonas Agar Base Low risk 22/04/2019
DCM MVO085 Pseudomonas HiVeg Agar Base Low risk 22/04/2019
DCM M406 Pseudomonas Isolation Agar Base Low risk 20/12/2012
DCM MCD406 Pseudomonas Isolation HiCynth™ Agar Low risk 25/08/2016
DCM MV406 Pseudomonas Isolation HiVeg™ Agar Base Low risk 20/12/2012
DCM M1489 PYR Agar Low risk 10/11/2020
DCM M1743 R2A Agar, Modified Low risk 22/04/2019
DCM MV1078 ?ﬁ\i’}-il:r;saziki;/eg”" Medium (Salmonella Differential Hiveg™ Agar) Low risk 20/12/2012
DCM M1078 RajHans Medium (Salmonella Differential Agar) (Twin Pack) Low risk 20/12/2012
DCM M1453A Rapid HiColiform Broth w/Tryptophan Low risk 22/04/2019
DCM MCD1465 Rapid HiColiform HiCynth™ Agar Low risk 10/11/2020
DCM M1465 Rapid HiColiform™ Agar Low risk 10/11/2020
DCM MV1465 Rapid HiColiform™ HiVeg™ Agar Low risk 10/11/2020
DCM MCD1491 Rappaport Vassiliadis HiCynth™ Broth Low risk 12/08/2015
DCM M1530 Rappaport Vassiliadis R10 Medium Low risk 20/12/2012
DCM MH1491 Rappaport Vassiliadis Salmonella Enrichment Broth Low risk 22/04/2019
DCM M1491 Rappaport Vassiliadis Soya Broth (RVS Broth) Low risk 20/12/2012
DCM M1448 Rappaport Vassiliadis Soyabean Meal Broth (RVSM) Low risk 20/12/2012
DCM MH443 Reinforced Medium for Clostridia Low risk 22/04/2019
DCM M1626 Reuter’s Sorbic Acid Agar Base Low risk 20/12/2012
DCM M459 Robinson Medium for Entamoeba (Twin Pack) Low risk 20/12/2012
DCM M149 Robinson’c Cooked M Medium (R.C. Medium) Low risk 16/12/2017
DCM M1899 Rogosa Agar, Modified Low risk 20/12/2012
DCM M130 Rogosa SL Agar Low risk 20/12/2012
DCM M958 Rogosa SL Agar w/ 0.15% Bile Low risk 20/12/2012
DCM M407 Rogosa SL Broth Low risk 20/12/2012
DCM MCD130 Rogosa SL HiCynth™ Agar Low risk 28/04/2017
DCM MV130 Rogosa SL HiVeg™ Agar Low risk 20/12/2012
DCM MV407 Rogosa SL HiVeg™ Broth Low risk 20/12/2012
DCM M842 Rose Bengal Agar Base Low risk 20/12/2012
DCM M640 Rose Bengal Chloramphenicol Agar Low risk 22/04/2019
DCM MV640 Rose Bengal Chloramphenicol HiVeg™ Agar Low risk 22/04/2019
DCM M1972 E{{P_vl\jliLlf:c(:(;Agar w/ MOPS & 2% Glucose w/o Sodium Bicarbonate Low risk 20/12/2012
DCM MV576 RS HiVeg Medium Base Low risk 22/04/2019
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DCM M576 RS Medium Base Low risk 22/04/2019
DCM M409 SABHI Agar Base Low risk 20/12/2012
DCM MV409 SABHI HiVeg™ Agar Base Low risk 20/12/2012
DCM M1744 Sabouraud Agar Glucose 4% Low risk 20/12/2012
DCM M1067 Sabouraud Chloramphenicol Agar Low risk 20/12/2012
DCM MV1067 Sabouraud Chloramphenicol Hiveg™ Agar Low risk 20/12/2012
DCM M664 Sabouraud Cycloheximide Chloramphenicol Agar Low risk 20/12/2012
DCM MV664 Sabouraud Cycloheximide Chloramphenicol HiVeg™ Agar Low risk 20/12/2012
DCM MHO063 Sabouraud Dextrose Agar Low risk 22/04/2019
DCM MO063 Sabouraud Dextrose Agar Low risk 20/12/2012
DCM M286 Sabouraud Dextrose Agar Base, Modified (Dextrose Agar Base, Low risk 20/12/2012
Emmons)
DCM MHO033 Sabouraud Dextrose Broth Low risk 22/04/2019
DCM MO033 Sabouraud Dextrose Broth (Sabouraud Liquid Medium) Low risk 20/12/2012
DCM MCD063 Sabouraud Dextrose HiCynth™ Agar Low risk 12/08/2015
DCM MCDO033 Sabouraud Dextrose HiCynth™ Broth Low risk 12/08/2015
DCM MV063 Sabouraud Dextrose HiVeg™ Agar Low risk 20/12/2012
DCM MV286 Ze;if;;a;f E,:ﬁ?;; HiVeg™ Agar Base, Modified (Dextrose HiVeg™ Low risk 20/12/2012
DCM MV033 Sabo.uraud Dextrose HiVeg™ Broth (Sabouraud Liquid Hiveg™ Low risk 20/12/2012
Medium)
DCM M1313 Sabouraud Dextrose Maltose Agar Low risk 20/12/2012
DCM M1460 Sabouraud Dextrose Maltose Broth Low risk 20/12/2012
DCM MV1313 Sabouraud Dextrose Maltose HiVeg™ Agar Low risk 20/12/2012
DCM MCDO013 Sabouraud Fluid HiCynth™ Medium Low risk 12/08/2015
DCM M1472 Sabouraud Glucose Agar Base w/ Antibiotics Low risk 20/12/2012
DCM MO062 Sabouraud Maltose Agar Low risk 20/12/2012
DCM M064 Sabouraud Maltose Broth Low risk 20/12/2012
DCM MV062 Sabouraud Maltose HiVeg™ Agar Low risk 20/12/2012
DCM MV064 Sabouraud Maltose HiVeg™ Broth Low risk 20/12/2012
DCM M844 Saccharose Broth Low risk 20/12/2012
DCM M1619 Sakazakii DHL Agar Low risk 20/12/2012
DCM M942 Saline Agar Low risk 20/12/2012
DCM M1778 Saline Lysine Decarboxylase Medium Low risk 20/12/2012
DCM M1633 Salmonella Agar  (HiCrome™ RajHans Medium) Low risk 20/12/2012
DCM M1634 Salmonella Agar, Modified (HiCrome™ RajHans Medium, Modified) Low risk 20/12/2012
DCM M573 Salmonella Agar, ONOZ Low risk 20/12/2012
DCM M1078 Salmonella Differential Agar (Twin Pack) (RajHans Medium) Low risk 20/12/2012
DCM M1082 Salmonella Differential Agar, Modified (Twin Pack) Low risk 20/12/2012
DCM MCD1078 Salmonella Differential HiCynth™ Agar (Twin Pack) Low risk 25/08/2016
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DCM MV1078 (S?\L’T:EEEE)Differential HiVeg™ Agar (RajHans HiVeg™ Medium) Low risk 20/12/2012
DCM MV1082 Salmonella Differential HiVeg™ Agar, Modified (Twin Pack) Low risk 20/12/2012
DCM MV573 Salmonella Hiveg™ Agar, ONOZ Low risk 20/12/2012
DCM M1767 Salt Agar, Modified Low risk 20/12/2012
DCM M1290 Salt Broth, Modified Low risk 20/12/2012
DCM M155 Salt M Broth Low risk 20/12/2012
DCM M821 Salt Polymyxin Broth Base Low risk 20/12/2012
DCM Mv821 Salt Polymyxin HiVeg™ Broth Base Low risk 20/12/2012
DCM M1276 Sauton’s Fluid Medium Base Low risk 20/12/2012
DCM M1535 SBG Enrichment Broth (Twin Pack) Low risk 20/12/2012
DCM M291 Schaedler Agar Low risk 20/12/2012
DCM M292 Schaedler Broth Low risk 20/12/2012
DCM MV291 Schaedler Hiveg™ Agar Low risk 20/12/2012
DCM MV292 Schaedler HiVeg™ Broth Low risk 20/12/2012
DCM M1882 Selective Broth for MRSA Low risk 20/12/2012
DCM MO052 Selenite Broth (Selenite F Broth) (Twin Pack) Low risk 20/12/2012
DCM M970 Selenite Broth Base w/o Biselenite Low risk 20/12/2012
DCM M1079 Selenite Cystine Broth Base w/o Biselenite Low risk 20/12/2012
DCM M1536 Selenite F Broth w/ Dulcitol (Dulcitol Selenite Broth) (Twin Pack) Low risk 20/12/2012
DCM M1534 Selenite Mannitol Broth (Mannitol Selenite Broth) (Twin Pack) Low risk 20/12/2012
DCM M1321 Semisolid LM Medium Low risk 20/12/2012
DCM M1282 Semisolid Rappaport Vassiliadis Medium, Modified Low risk 22/04/2019
DCM M1998 Semisolid RV Medium w/ 0.9% Agar Low risk 25/08/2016
DCM MV296 Sensitivity Test HiVeg™ Medium Low risk 20/12/2012
DCM M296 Sensitivity Test Medium Low risk 20/12/2012
DCM M1301 Sheep Blood Agar Base Low risk 20/12/2012
DCM M1739 Shepard’s Differential Agar Base (A7 Agar Base) Low risk 20/12/2012
DCM M411 Simmons Agar Base Low risk 20/12/2012
DCM MO099 Simmons Citrate Agar Low risk 20/12/2012
DCM MO099S Simmons Citrate Agar Low risk 20/12/2012
DCM M612A Slanetz and Bartley Medium w/o TTC Low risk 10/11/2020
DCM M5296 SM Tryptone Glucose Glycerin Medium Low risk 25/11/2017
DCM M960 Smibert’s Semisolid Brucella Medium Low risk 20/12/2012
DCM M106 Snyder Test Agar (B.C.G. - Dextrose Agar) Low risk 20/12/2012
DCM MV106 Snyder Test HiVeg™ Agar (B.C.G. - Dextrose HiVeg™ Agar) Low risk 20/12/2012
DCM M767 Sodium Azide Crystal Violet Blood Agar Base Low risk 20/12/2012
DCM M1079B Sodium Biselenite Low risk 22/04/2019
DCM M298 Sorbitol Agar (MacConkey Sorbitol Agar) Low risk 20/12/2012
DCM MV298 Sorbitol HiVeg™Agar (MacConkey Sorbitol HiVeg™ Agar) Low risk 20/12/2012
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DCM M299 Sorbitol Iron Agar Low risk 20/12/2012
DCM MV299 Sorbitol Iron HiVeg™ Agar Low risk 20/12/2012
DCM M935 Soya Peptone Yeast Extract Agar Low risk 20/12/2012
DCM M1286 Soyabean Bile Broth Base Low risk 20/12/2012
DCM M290 Soyabean Casein Digest Agar (Tryptone Soya Agar) Low risk 22/04/2019
DM M109 Soyabean Casein Digest Agar w/ Yea.st Extract and Hemin (Tryptone Low risk 20/12/2012

Soya Agar w/ Yeast Extract and Hemin)
DCM MO011 Soyabean Casein Digest Medium (Tryptone Soya Broth) Low risk 22/04/2019
DCM M323 i/o/ygi(—:r;?:rs)ein Digest Medium w/ 0.1% Agar (Tryptone Soya Broth Low risk 20/12/2012
DCM M207 Soyabean Casein Digest Medium w/ Yeast Extract and Ferric Low risk 20/12/2012

pyrophosphate
DCM M322 io/\gagzi:rg:;;ain Digest Medium w/o Dextrose (Tryptone SoyaBroth Low risk 28/04/2017
DCM MV1286 Soyabean HiVeg™ Broth Base Low risk 20/12/2012
DCM MV011 Soyabean HiVeg™ Medium Low risk 22/04/2019
DCM MV323 SB?z::njf/nor.-lli;ei'gMal:;ledium w/ 0.1% Agar (Tryptone Soya HiVeg™ Low risk 20/12/2012
DCM MV207 Soyabean HiVeg™ Medium w/ Yeast Extract and Ferric Low risk 20/12/2012

pyrophosphate
DCM MV290 SoyabeanHiVeg™ Agar Low risk 22/04/2019
DCM MHO011 Soybean Casein Digest Medium (Casein Soybean Digest Broth) Low risk 22/04/2019
DCM MH290 Soybean-Casein Digest Agar (Casein Soyabean Digest Agar) Low risk 22/04/2019
DCM M211 Special Infusion Agar (BHI Agar) Low risk 20/12/2012
DCM MV211 Special Infusion Agar, HiVeg™ (BHI Agar, HiVeg™) Low risk 20/12/2012
DCM M1613 Special YM Medium Low risk 20/12/2012
DCM M300 Specimen Preservative Medium Base (SP Hajna) Low risk 20/12/2012
DCM M445 Spirit Blue Agar Low risk 20/12/2012
DCM MV445 Spirit Blue HiVeg™ Agar Low risk 20/12/2012
DCM M412 Spirolate Broth, OMATA Low risk 20/12/2012
DCM MV412 Spirolate HiVeg™ Broth, OMATA Low risk 20/12/2012
DCM MCD108 SS HiCynth™ Agar (Salmonella Shigella HiCynth™ Agar) Low risk 12/08/2015
DCM M108 SS Agar (Salmonella Shigella Agar) Low risk 20/12/2012
DCM M108D SS Agar (Salmonella Shigella Agar) Low risk 16/12/2017
DCM M1979R SS Agar Modified (w/sucrose) Low risk 25/08/2016
DCM M1979 SS Agar w/sucrose Low risk 20/12/2012
DCM M1032 SS Agar, Modified Low risk 20/12/2012
DCM MV108 SS HiVeg™ Agar (Salmonella Shigella HiVeg™ Agar) Low risk 20/12/2012
DCM M1959 SS Selective Agar, Improved Low risk 20/12/2012
DCM M1703 SSDC agar Low risk 20/12/2012
DCM M1608 R-Streptococcus Selective Agar Base Low risk 20/12/2012
DCM M675 Staib’s Medium (Bird Seed Agar) Low risk 20/12/2012
DCM M883 Standard Infusion Agar Low risk 20/12/2012
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DCM MV883 Standard Infusion Agar, Hiveg™ Low risk 20/12/2012
DCM M116 Standard Nutrient Broth (H.S. Vaccine Medium) Low risk 20/12/2012
DCM MV116 Standard Nutrient HiVeg™ Broth (H.S. Vaccine HiVeg™ Medium) Low risk 20/12/2012
DCM M578 Standard Staphylococcus Broth Low risk 20/12/2012
DCM MV578 Standard Staphylococcus HiVeg™ Broth Low risk 20/12/2012
DCM M156 Staphylococcus Agar No. 110 w/ Azide Low risk 20/12/2012
DCM M521 Staphylococcus Agar No.110 Low risk 20/12/2012
DCM MV521 Staphylococcus HiVeg™ Agar No. 110 Low risk 20/12/2012
DCM M1965 Stenotrophomonas Selective Agar Base Low risk 20/12/2012
DCM M1840R 2;22:;:,?;;:? :g::;ctiae Selective Agar Base (HiCrome™ Strep B Low risk 30/10/2018
DCM M465 Streptococcus Enrichment Broth (SE Broth) Low risk 20/12/2012
DCM MV465 Streptococcus Enrichment HiVeg™ Broth (SE HiVeg™ Broth) Low risk 20/12/2012
DCM M304 Streptococcus Selection Agar Low risk 20/12/2012
DCM M303 Streptococcus Selection Broth Low risk 20/12/2012
DCM MV304 Streptococcus Selection HiVeg™ Agar Low risk 20/12/2012
DCM MV303 Streptococcus Selection HiVeg™ Broth Low risk 20/12/2012
DCM M1735 Stuart Medium w/o Methylene Blue with Charcoal Low risk 20/12/2012
DCM M306 Stuart Transport Medium (Transport Medium, Stuart) Low risk 20/12/2012
DCM M1131 Stuart Transport Medium w/o Methylene Blue Low risk 20/12/2012
DCM M1203 Stuart Transport Medium w/o Sodium Glycerophosphate Low risk 20/12/2012
DCM M308 Sulpha Sensitivity Test Agar Low risk 20/12/2012
DCM MV837 T.S.C./S.F.P. HiVeg™ Agar Base (Perfringens HiVeg™ Agar Base) Low risk 20/12/2012
DCM M100 TB Broth Base Low risk 20/12/2012
DCM MO034 TB Broth Base w/o Tween 80 Low risk 20/12/2012
DCM MV100 TB HiVeg™ Broth Base Low risk 20/12/2012
DCM MV034 TB HiVeg™ Broth Base w/o Tween 80 Low risk 20/12/2012
DCM M189 TCBS Agar Low risk 20/12/2012
DCM M870 TCBS Agar (Selective) Low risk 20/12/2012
DCM MS870A TCBS Agar, Modified Low risk 20/12/2012
DCM MCD870 TCBS HiCynth™ Agar (Selective) Low risk 25/08/2016
DCM MV189 TCBS HiVeg™ Agar Low risk 20/12/2012
DCM MvV870 TCBS HiVeg™ Agar (Selective) Low risk 20/12/2012
DCM M529 Teepol Broth (Twin Pack) Low risk 10/11/2020
DCM MV529 Teepol HiVeg™ Broth (Twin Pack) Low risk 10/11/2020
DCM M1260 Tellurite Blood Agar Base Low risk 20/12/2012
DCM M448 Tellurite Glycine Agar Base Low risk 20/12/2012
DCM M616 Tergitol-7 Agar Base Low risk 20/12/2012
DCM M850 Tergitol-7 Agar H Low risk 20/12/2012
DCM M851 Tergitol-7 Broth Low risk 20/12/2012
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DCM MV616 Tergitol-7 HiVeg™ Agar Base Low risk 20/12/2012
DCM MV850 Tergitol-7 HiVeg™ Agar H Low risk 20/12/2012
DCM MvV851 Tergitol-7 HiVeg™ Broth Low risk 20/12/2012
DEM M032 'I,\'/T;rdasaf:]lqo:va/lelz(rj?;z S:ZeB((\;/)/o lodine and BG) (Fluid Tetrathionate Low risk 20/12/2012
e e e e
DCM MV413 Thayer Martin HiVeg™ Medium Base Low risk 20/12/2012
DCM M413 Thayer Martin Medium Base Low risk 20/12/2012
DCM M610 Thiogel Medium Low risk 20/12/2012
DCM M608 Thioglycollate Agar Low risk 20/12/2012
T I L
Thioglycollate HiCynth™ Broth, Alternative ( Alternative
DCM MCDO010 Thioglycollate HiCynth™ Medium)(NIH Thioglycollate HiCynth™ Low risk 12/08/2015
Broth)
DCM MV608 Thioglycollate Hiveg™ Agar Low risk 20/12/2012
woip | Tl s ot e (A TR | |z
DEM MV195 L?\l/oegglxﬂc;lllssci-:‘u:t/;gc)dil}/]l:j)lum, Linden (Brewer Thioglycollate Low risk 20/12/2012
DCM M979 Thioglycollate Medium w/ Hemin and Vitamin K Low risk 20/12/2012
DCM M195 Thioglycollate Medium, Linden (Brewer Thioglycollate Medium, Low risk 20/12/2012
Modified)
DCM M853 Thiol Broth Low risk 20/12/2012
DCM MV853 Thiol HiVeg™ Broth Low risk 20/12/2012
DCM MV852 Thiol HiVeg™ Medium Low risk 20/12/2012
DCM M852 Thiol Medium Low risk 20/12/2012
DCM M314 Tinsdale Agar Base Low risk 20/12/2012
DCM MV314 Tinsdale HiVeg™ Agar Base Low risk 20/12/2012
DCM M313 Todd Hewitt Broth Low risk 20/12/2012
DCM MV313 Todd Hewitt HiVeg™ Broth Low risk 20/12/2012
DCM M2127 Todd Hewitt Broth w/colistin & Nalidixic Acid Low risk 17/06/2021
DCM M879 Tomato Juice Agar, Special Low risk 20/12/2012
DCM MV879 Tomato Juice HiVeg™ Agar, Special Low risk 20/12/2012
DCM M1149 Transgrow Medium Base Low risk 20/12/2012
DCM M315 Transport Charcoal Medium Low risk 20/12/2012
DCM M1487 Transport Liquid Medium Low risk 20/12/2012
DCM M306 Transport Medium Stuart (Stuart Transport Medium) Low risk 20/12/2012
DCM M202 Transport Medium w/o Charcoal (Cary - Blair Medium Base) Low risk 20/12/2012
DCM M684 Transport Medium, Amies w/o Charcoal Low risk 20/12/2012
DCM M665 Trichomonas Agar Base Low risk 20/12/2012
DCM M1204 Trichomonas Broth Base No. 2 Low risk 20/12/2012
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DCM M305 g;i::)omonas Broth Base, Kupferberg (Kupferberg Trichomonas Broth Low risk 20/12/2012
DCM MV665 Trichomonas HiVeg™ Agar Base Low risk 20/12/2012
waos | Thomons e s e, ot sl owise | aoaon
DEM MVA60 Tr.ichomonas.Modified CPLM HiVeg™ Medium Base (Modified CPLM Low risk 20/12/2012
HiVeg™ Medium Base)
DEM M460 Trichomonas Modified CPLM Medium Base (Modified CPLM Medium Low risk 20/12/2012
Base)
DCM M531 Trichophyton Agar-1 Low risk 20/12/2012
DCM M532 Trichophyton Agar-2 Low risk 20/12/2012
DCM M533 Trichophyton Agar-3 Low risk 20/12/2012
DCM M534 Trichophyton Agar-4 Low risk 20/12/2012
DCM M535 Trichophyton Agar-5 Low risk 20/12/2012
DCM M536 Trichophyton Agar-6 Low risk 20/12/2012
DCM M152 Trichophyton Agar-7 Low risk 20/12/2012
DCM MV531 Trichophyton HiVeg™ Agar-1 Low risk 20/12/2012
DCM MV532 Trichophyton HiVeg™ Agar-2 Low risk 20/12/2012
DCM MV533 Trichophyton HiVeg™ Agar-3 Low risk 20/12/2012
DCM MV534 Trichophyton HiVeg™ Agar-4 Low risk 20/12/2012
DCM MV535 Trichophyton HiVeg™ Agar-5 Low risk 20/12/2012
DCM MO021 Triple Sugar Iron Agar Low risk 22/04/2019
DCM MV021 Triple Sugar Iron HiVeg™ Agar Low risk 22/04/2019
DCM M1028 Tryptic Digest Broth(Field’s Tryptic Digest Broth) Low risk 20/12/2012
DCM MV1028 Tryptic Digest Broth, HiVeg™ (Field’s Tryptic Digest Broth, HiVeg™) Low risk 20/12/2012
DCM M1591 Tryptone Bile Glucuronic Agar (TBX Agar) Low risk 22/04/2019
DCM M463 Tryptone Broth (Tryptone Water) Low risk 22/04/2019
DCM MV364 Tryptone Nitrate HiVeg™ Medium (Indole Nitrate HiVeg™ Medium) Low risk 20/12/2012
DCM M364 Tryptone Nitrate Medium (Indole Nitrate Medium) Low risk 20/12/2012
DCM M969 Tryptone Peptone Glucose Yeast Extract Broth Base w/o Trypsin Low risk 20/12/2012
DCM MVIES ;l:zzz?nne Peptone Glucose Yeast Extract HiVeg™ Broth Base w/o Low risk 20/12/2012
DEM M323 Tryptone Soya Broth w/ 0.1% Agar (Soyabean Casein Digest Medium Low risk 20/12/2012
w/ 0.1% Agar)
DEM MV323 E\e/ztisrr;ei;)\(/fll;zv:gg:)Broth w/ 0.1% Agar (Soyabean HivVeg™ Low risk 20/12/2012
DCM M1948 Tryptone Soya Serum Bacitracin Vancomycin Agar (TSBV) Low risk 08/12/2017
DCM M1217 Tryptone Sucrose Tetrazolium Agar Base (TSTA) Low risk 20/12/2012
DCM M1056 Tryptone Tellurite Agar Base Low risk 20/12/2012
DCM MV463 Tryptone Water, HiVeg™ (Tryptone Broth,HiVeg™) Low risk 22/04/2019
DCM M1975 '(I'xgtsc;r;e yeast extract cystine w/sucrose and w/O bacitracin agar Low risk 20/12/2012
DCM M2046| Tryptone Yeast Sodium Sulphite Agar Base Low risk 10/11/2020
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DCM M538 Tryptose Agar Low risk 20/12/2012
DCM M996 Tryptose Agar w/ Thiamine HCI Low risk 20/12/2012
DCM MV996 Tryptose Agar w/ Thiamine HCl, HiVeg™ Low risk 20/12/2012
DCM MV538 Tryptose Agar, HiVeg™ Low risk 20/12/2012
DCM MO097 Tryptose Blood Agar Base Low risk 20/12/2012
DCM M450 Tryptose Blood Agar Base w/ Yeast Extract Low risk 20/12/2012
DCM MV450 Tryptose Blood Agar Base w/ Yeast Extract, HiVeg™ Low risk 20/12/2012
DCM MV097 Tryptose Blood Agar Base, HiVeg™ Low risk 20/12/2012
DCM M177 Tryptose Broth Low risk 20/12/2012
DCM M997 Tryptose Broth w/ Thiamine HCI Low risk 20/12/2012
DCM MV177 Tryptose Broth, Hiveg™ Low risk 20/12/2012
DCM M5393 Tryptose Phosphate Broth Low risk 30/10/2018
DCM MO093 Tryptose Phosphate Broth Low risk 20/12/2012
DCM MV093 Tryptose Phosphate Broth, HiVeg™ Low risk 20/12/2012
DCM M1532 Tryptose Phosphate Broth, Modified Low risk 20/12/2012
DCM MO093G Tryptose Phosphate Broth, Sterile Low risk 22/04/2019
DCM M2060 Tryptose Serum Agar Base Low risk 10/11/2020
DCM M2019 Tryptose Serum Broth Base(Modified Newin Low risk 25/08/2016
DCM M837 Tryptose Sulphite Cycloserine (T.S.C. / S.F.P.) Agar Base (Perfringens Low risk 20/12/2012
Agar Base)
DCM M1780 TS Saline Agar (Triple Sugar Saline Iron Agar) Low risk 20/12/2012
DCM M2016 TSB w/6.5% NaCL Low risk 25/08/2016
DCM M1220 TTC Broth Base (Triclosan Ticarcillin Chlorate Broth) Low risk 20/12/2012
DCM MV1220 TTC HiVeg™ Broth Base Low risk 20/12/2012
DCM M1912 Tween Esterase Test Agar Base Low risk 20/12/2012
DCM M1817 Universal Fastidious Culture Agar Low risk 20/12/2012
DCM M1818 Universal Fastidious Culture Broth Low risk 10/11/2020
DCM M112S Urea Agar Base (Christensen) Low risk 20/12/2012
DCM M112 Urea Agar Base (Christensen) (Autoclavable) Low risk 20/12/2012
DCM M112A Urea Agar Base (Filter Sterilizable) (w/o Agar) Low risk 20/12/2012
DCM M112l Urea Agar Base, Christensen Low risk 20/12/2012
DCM M111A Urea Broth (Filter Sterilizable) Low risk 20/12/2012
DCM M111 Urea Broth Base (Diagnostic Stuart’s Urea Broth Base) Low risk 20/12/2012
DCM MV112 Urea HiVeg™ Agar Base (Christensen) (Autoclavable) Low risk 20/12/2012
DCM M1784l Urea Indole Broth, Modified Low risk 20/12/2012
DCM M1784 Urea Indole Medium Low risk 20/12/2012
DCM M328 V Infusion Agar Low risk 20/12/2012
DCM M329 V Infusion Broth Low risk 20/12/2012
DCM M1057 Vaginalis Agar Base Low risk 20/12/2012
DCM M1763 Vancomycin Resistant Enterococci (VRE) Agar Base Low risk 20/12/2012
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DCM M1762 Vancomycin Resistant Enterococci (VRE) Broth Base Low risk 20/12/2012
DCM M416 Veillonella Agar Base Low risk 20/12/2012
DCM MV416 Veillonella HiVeg™ Agar Base Low risk 20/12/2012
DCM M820 Vibrio Agar Low risk 20/12/2012
DCM MV820 Vibrio HiVeg™ Agar Low risk 20/12/2012
DCM MO049 Violet Red Bile Agar Low risk 28/04/2017
DCM MO49A Violet Red Bile Agar Low risk 16/12/2017
DCM M1684 Violet Red Bile Agar w/ Glucose and Lactose Low risk 22/04/2019
DCM MH581 Violet Red Bile Glucose Agar Low risk 22/04/2019
DCM M581 Violet Red Bile Glucose Agar w/o Lactose Low risk 25/11/2017
DCM MCD581 Violet Red Bile Glucose HiCynth™ Agar w/o Lactose Low risk 04/07/2018
DCM MV581 Violet Red Bile Glucose HiVeg™ Agar w/o Lactose Low risk 04/07/2018
DCM MCDO049 Violet Red Bile HiCynth™ Agar Low risk 28/04/2017
DCM MVO049 Violet Red HiVeg™ Agar Low risk 28/04/2017
DEM MCD023 Xcg)g;e)l Johnson HiCynth™ Agar Base w/o Tellurite (V.J. HiCynth™ Low risk 12/08/2015
DCM MO023 Vogel-Johnson Agar Base w/o Tellurite (V.J. Agar) Low risk 20/12/2012
DCM MuU023 Vogel-Johnson Agar Medium Low risk 20/12/2012
DCM MV023 Vogel-Johnson HiVeg™ Agar Base w/o Tellurite (V. J. HiVeg™ Agar) Low risk 20/12/2012
DCM MV662 VP HiVeg™ Medium Low risk 20/12/2012
DCM M662 VP Medium Low risk 20/12/2012
DCM M626 Wagatsuma Agar Base Low risk 20/12/2012
DCM MV626 Wagatsuma HiVeg™ Agar Base Low risk 20/12/2012
DCM M1059 Wayne Sulphatase Agar Base Low risk 20/12/2012
DCM M832 Wilkins Chalgren Anaerobic Agar Base Low risk 20/12/2012
DCM M863 Wilkins Chalgren Anaerobic Broth Base Low risk 20/12/2012
DCM MV832 Wilkins Chalgren Anaerobic HiVeg™ Agar Base Low risk 20/12/2012
DCM MV863 Wilkins Chalgren Anaerobic HiVeg™ Broth Base Low risk 25/08/2016
DCM M331 Wilson Blair Agar Base Low risk 20/12/2012
DCM M332 Wilson Blair Agar w/ BG Low risk 20/12/2012
DCM MV331 Wilson Blair HiVeg™ Agar Base Low risk 20/12/2012
DCM MV332 Wilson Blair HiVeg™ Agar w/ BG Low risk 20/12/2012
DCM MV031 XLD HiVeg™ Agar Low risk 20/12/2012
DCM M1147 XLT4 Agar Base Low risk 20/12/2012
DCM MV1147 XLT4 HiVeg™ Agar Base Low risk 20/12/2012
DCM M336 Xylose Lysine Agar Base Low risk 20/12/2012
DCM MO031 Xylose Lysine Deoxycholate Agar (XLD Agar) Low risk 20/12/2012
DCM MCD031 Xylose Lysine Deoxycholate HiCynth™ Agar (XLD HiCynth™ Agar) Low risk 12/08/2015
DCM MHO031 Xylose-Lysine-Deoxycholate Agar Low risk 22/04/2019
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DCM M424 Yeast Malt Agar (YM Agar) (ISP Medium No. 2) Low risk 22/04/2019
DCM M425 Yeast Malt Broth (YM Broth) Low risk 20/12/2012
DCM MV424 Yeast Malt HiVeg™ Agar (YM HiVeg™ Agar) Low risk 22/04/2019
DCM MV425 Yeast Malt HiVeg™ Broth (YM HiVeg™ Broth) Low risk 20/12/2012
DCM M1421 YEP Agar Low risk 30/10/2018
DCM M1823 YEP Agar, Modified Low risk 10/11/2020
DCM M1367 Yersinia Enrichment Broth Base Low risk 20/12/2012
DCM M843 Yersinia Selective Agar Base Low risk 20/12/2012
DCM M1861 Yersinia Selective Broth Base Low risk 20/12/2012
DCM Mv843 Yersinia Selective HiVeg™ Agar Base Low risk 20/12/2012
DCM EC211CR BHI Agar (HiEncap™ water-soluble capsule) Low risk 25/08/2016
DCM EC210CR BHI Broth (HiEncap™ water-soluble capsule) Low risk 25/08/2016
DCM ECO73DR Blood Agar Base (HiEncap™ water-soluble capsule) Low risk 25/08/2016
DCM EC1297ACR I;I;(FZ)Z?JT;;'M Candida Differential Agar (HiEncap™ water-soluble Low risk 25/08/2016
DCM EC1297ARDR I;I;(FZ)Z?JT;;'M Candida Differential Agar (HiEncap™ water-soluble Low risk 25/08/2016
DCM EC1297ADR I;I;(FZ)Z?JT;;'M Candida Differential Agar (HiEncap™ water-soluble Low risk 25/08/2016
DCM EC1674CCLR HiCrome™ MeReSa Agar Base (HiEncap™ water-soluble capsule) Low risk 25/08/2016
DCM EC1353CCLR HiCrome™ UTI Agar (HiEncap™ water-soluble capsule) Low risk 25/08/2016
DCM EC1353CR HiCrome™ UTI Agar (HiEncap™ water-soluble capsule) Low risk 25/08/2016
DCM EC1353DR HiCrome™ UTI Agar (HiEncap™ water-soluble capsule) Low risk 25/08/2016
DCM EC211CCL HiEncap™ BHI Agar (HiEncap™ Special Infusion Agar) Low risk 12/08/2015
DCM EC210D HiEncap™ BHI Broth Low risk 12/08/2015
DCM EC210CCL HiEncap™ BHI Broth Low risk 12/08/2015
DCM EC073D HiEncap™ Blood Agar Base Low risk 12/08/2015
DCM ECO73CCL HiEncap™ Blood Agar Base Low risk 12/08/2015
DCM ECO81CCL HiEncap™ MacConkey Agar w/0.15% Bile Salt Low risk 12/08/2015
DCM ECO082ACCL HiEncap™ MacConkey Agar w/o CV, NaCl w/Bile Salts Low risk 12/08/2015
DCM EC173CCL HiEncap™ Mueller Hinton Agar Low risk 12/08/2015
DCM EC173D HiEncap™ Mueller Hinton Agar Low risk 12/08/2015
DCM EC1084CCL HiEncap™ Mueller Hinton Agar No.2 Low risk 12/08/2015
DCM EC1084D HiEncap™ Mueller Hinton Agar No.2 Low risk 12/08/2015
DCM EC391CCL HiEncap™ Mueller Hinton Broth Low risk 12/08/2015
DCM EC391D HiEncap™ Mueller Hinton Broth Low risk 12/08/2015
DCM ECO01DR HiEncap™ Nutrient Agar Low risk 25/08/2016
DCM ECO01CCL HiEncap™ Nutrient Agar Low risk 12/08/2015
DCM EC001D HiEncap™ Nutrient Agar Low risk 12/08/2015
DCM EC002CCL HiEncap™ Nutrient Broth Low risk 12/08/2015
DCM EC002D HiEncap™ Nutrient Broth Low risk 12/08/2015
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DCM ECO02M HiEncap™ Nutrient Broth Low risk 12/08/2015
DCM EC091D HiEncap™ Plate Count Agar Low risk 16/12/2017
DCM EC091CCL HiEncap™ Plate Count Agar Low risk 16/12/2017
DCM EC063CCL HiEncap™ Sabouraud Dextrose Agar Low risk 12/08/2015
DCM EC033CCL HiEncap™ Sabouraud Dextrose Broth Low risk 12/08/2015
DCM EC033D HiEncap™ Sabouraud Dextrose Broth Low risk 12/08/2015
DCM EC173DR Mueller Hinton Agar (HiEncap™ water-soluble capsule) Low risk 25/08/2016
DCM EC1084DR Mueller Hinton Agar No.2 (HiEncap™ water-soluble capsule) Low risk 25/08/2016
DCM EC391CR Mueller Hinton Broth (HiEncap™ water-soluble capsule) Low risk 25/08/2016
DCM ECO02CR Nutrient Broth (HiEncap™ water-soluble capsule) Low risk 25/08/2016
DCM ECO63CCLR Sabouraud Dextrose Agar (HiEncap™ water-soluble capsule) Low risk 25/08/2016
DCM ECO33CR Sabouraud Dextrose Broth (HiEncap™ water-soluble capsule) Low risk 25/08/2016
DCM ECO31CCLR Xylose Deoxycholate Agar (XLD Agar) (HiEncap™ water-soluble Low risk 25/08/2016
capsule)
DCM GM618 Alkaline Peptone Water, Granulated Low Risk 12/08/2015
DCM GM491 Anaerobic Agar (Brewer) , Granulated Low Risk 12/08/2015
DCM GM672 Aspargine Broth (Coccidiodin and Histoplasmin Broth) , Granulated Low Risk 12/08/2015
DCM GMO043 Baird Parker Agar Base,Granulated Low Risk 12/08/2015
DCM GM1091 Baird Staphylococcus Enrichment Broth Base, Granulated Low risk 10/11/2020
DCM GM211 BHI Agar (Special Infusion Agar) , Granulated Low Risk 12/08/2015
DCM GM210 BHI Broth, Granulated Low Risk 12/08/2015
DCM GM217 Bi.G.G.Y. Agar (Nickerson Medium) , Granulated Low Risk 12/08/2015
DCM GMO027 Bismuth Sulphite Agar, Granulated Low Risk 12/08/2015
DCM GMO073 Blood Agar Base (Infusion Agar) , Granulated Low Risk 12/08/2015
DCM GMO73R Blood Agar Base (Infusion Agar) w/o Blood, Granulated Low risk 25/08/2016
DCM GMS834A Blood Agar Base No. 2 w/ 1.2% Agar, Granulated Low Risk 12/08/2015
DCM GMO16A Brilliant Green Agar Base w/ 1.2% Agar, Granulated Low Risk 12/08/2015
DCM GM971 Brilliant Green Agar Base w/ Phosphates, Granulated Low risk 20/12/2012
DCM GMO074 Brucella Agar Base, Granulated Low Risk 12/08/2015
DCM GM614 Buffered Peptone Water, Granulated Low risk 22/04/2019
DCM GM1275 Buffered Peptone Water w/ NaCl, Granulated Low Risk 12/08/2015
DCM GMH1275 Buffered Sodium Chloride-Peptone Solution pH 7.0, Granulated Low risk 22/04/2019
DCM GM792 C.L.E.D. Agar w/ Bromo Thymol Blue, Granulated Low Risk 12/08/2015
DCM GMHO024 Cetrimide Agar, Granulated Low risk 22/04/2019
DCM GMO024 Cetrimide Agar Base, Granulated Low Risk 12/08/2015
DCM GM497 Clostridial Agar, Granulated Low risk 25/08/2016
DCM GMH144 Columbia Agar , Granulated Low risk 22/04/2019
DCM GM144 Columbia Blood Agar Base, Granulated Low Risk 12/08/2015
DCM GM188 D.T.M. Agar Base (Dermatophyte Test Agar Base) , Granulated Low Risk 12/08/2015
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DCM GMO030 Deoxycholate Agar, Granulated Low Risk 12/08/2015
DCM GMO065 Deoxycholate Citrate Agar, Granulated Low Risk 12/08/2015
DCM GM286 Eﬂe:;irfc:zz)ﬁrggrraiislz,t:?mons (Sabouraud Dextrose Agar Base, Low Risk 12/08/2015
DCM GM1129 Dichloran Glycerol Medium Base , Granulated Low risk 22/04/2019
DCM GM1603 Differential Reinforced Clostridial Agar,Granulated Low risk 10/11/2020
DCM GM127 EC Broth, Granulated Low Risk 12/08/2015
DCM GM317 EMB Agar, Granulated Low Risk 12/08/2015
DCM GMO022 EMB Agar, Levine, Granulated Low Risk 12/08/2015
DCM GMO029 Endo Agar, Granulated Low Risk 12/08/2015
DCM GMO029R Endo Agar, Special Low risk 25/08/2016
DCM GM1075 Endo Agar,Modified, Granulated Low Risk 12/08/2015
DCM GMH287 Enterobacteria Enrichment Broth, Mossel , Granulated Low risk 22/04/2019
DCM GMO013 Fluid Sabouraud Medium (Sabouraud Medium,Fluid) , Granulated Low Risk 12/08/2015
DCM GMO25 Zlgij:lteer;ite Cystine Medium (Selenite Cystine Broth) (Twin Pack) , Low Risk 12/08/2015
DCM GMO032 ;I:Sl: \':'vtjt)relxttﬂi(:]r;a::dMBegi)lL’Jgr\;vr{:)l:t)s(ljne and BG (Tetrathionate Broth Low Risk 12/08/2015
DCM GMO09 ZI:;il;I'IZitZilycollate medium (Thioglycollate medium Fluid) , Low risk 22/04/2019
DCM GM434 GC Agar Base,Granulated Low Risk 04/07/2018
DCM GMO070 Glucose Phosphate Broth (Buffered Glucose Broth) , Granulated Low risk 12/08/2015
DCM GMO70R Glucose Phosphate Broth (Buffered Glucose Broth) , Granulated Low risk 04/07/2018
DCM GMVO70 gl:;;c;sg::;osphate HiVeg™ Broth (Buffered Glucose HiVeg™ Broth), Low risk 20/12/2012
DCM GM242 GN Broth, Hajna, Granulated Low Risk 12/08/2015
DCM GM467 Hektoen Enteric Agar, Granulated Low Risk 12/08/2015
DCM GM1297A HiCrome™ Candida Differential Agar, Granulated Low Risk 12/08/2015
DCM GM1353 HiCrome™ UTI Agar, Granulated Low Risk 12/08/2015
DCM GM1007 KF Streptococcus Agar Base w/ BCP, Granulated Low Risk 12/08/2015
DCM GM1232 Kimmig Fungi Agar Base, Granulated Low Risk 12/08/2015
DCM GM1543 King’s Medium A Base, Granulated Low Risk 12/08/2015
DCM GMO078 Kligler Iron Agar, Granulated Low Risk 12/08/2015
DCM GM641 Lactobacillus MRS Agar (MRS Agar) , Granulated Low Risk 12/08/2015
DCM GM369 Lactobacillus MRS Broth (MRS Broth) , Granulated Low Risk 12/08/2015
DCM GM1003 Lactose Broth , Granulated Low risk 22/04/2019
DCM GMO080 Lauryl Sulphate Broth (Lauryl Tryptose Broth), Granulated Low risk 22/04/2019
DCM GM1380 Leifson Agar, Granulated Low Risk 12/08/2015
DCM GMS890A Listeria Enrichment Medium Base (UVM), Granulated Low Risk 12/08/2015
DCM GM1064 Listeria Identification Agar Base (PALCAM) , Granulated Low risk 22/04/2019
DCM GM1090 Listeria Identification Broth Base (PALCAM) , Granulated Low risk 22/04/2019
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DCM GM1145 Listeria Oxford Medium Base, Granulated Low Risk 12/08/2015
DCM GM889 Listeria Selective Broth Base, Granulated Low Risk 12/08/2015
DCM GM1865 Listeria Selective Enrichment Broth , Granulated Low risk 22/04/2019
DCM GM1001 LM Agar, Granulated Low Risk 12/08/2015
DCM GM162 Lowenstein Jensen Medium Base (L.J. Medium) , Granulated Low Risk 12/08/2015
DCM GMHO081 MacConkey Agar , Granulated Low risk 22/04/2019
DCM GMO081 MacConkey Agar w/0.15% Bile Salts,CV and NaCL, Granulated Low Risk 12/08/2015
DCM GMO082A MacConkey Agar w/o CV,NaCL w/0.5% Bile Salts, Granulated Low Risk 12/08/2015
DCM GMO082 gﬂr:.,iﬁ:tke? Agar w/o CV,NaCLw/0.5% Sodium Taurocholate, Low Risk 12/08/2015
DCM GMHO083 MacConkey Broth , Granulated Low risk 22/04/2019
DCM GMO083 MacConkey Broth Purple w/BCP , Granulated Low risk 22/04/2019
DCM GM137 Malt Extract Agar Base (w/ Mycological Peptone) , Granulated Low Risk 12/08/2015
DCM GM255 Malt Extract Broth Base, Granulated Low Risk 12/08/2015
DCM GMH118 Mannitol Salt Agar , Granulated Low risk 22/04/2019
DCM GM118 Mannitol Salt Agar Base , Granulated Low risk 12/08/2015
DCM GM1030 Maximum Recovery Diluent, Granulated Low risk 22/04/2019
DCM GM1170 Modified Czapek Dox Agar, Granulated Low risk 25/08/2016
DCM GM1285 Modified EC Broth Base, Granulated Low Risk 12/08/2015
DCM GM1286l Modified Soyabean Bile Broth Base , Granulated Low risk 22/04/2019
DCM GM1084 Mueller Hinton Agar No. 2, Granulated Low Risk 12/08/2015
DCM GM173 Mueller Hinton Agar, Granulated Low Risk 12/08/2015
DCM GM391 Mueller Hinton Broth, Granulated Low Risk 12/08/2015
DCM GM636 GMrzzl/;i:g:ase (Phenol Red Egg Yolk Polymyxin Agar Base) , Low Risk 12/08/2015
DCM GM1269 Nutrient Agar No.2 , Granulated Low risk 12/08/2015
DCM GMO001 Nutrient Agar, Granulated Low Risk 12/08/2015
DCM GMO002 Nutrient Broth, Granulated Low Risk 12/08/2015
DCM GM395 OF Basal Medium, Granulated Low Risk 12/08/2015
DCM GM933 Orange Serum Agar , Granulated Low risk 22/04/2019
DCM GMO028 Peptone Water, Granulated Low Risk 04/07/2018
e e e e
DCM GMO091 Plate Count Agar (Standard Methods Agar),Granulated Low Risk 28/04/2017
DCM GMHO096 Potato Dextrose Agar , Granulated Low risk 22/04/2019
DCM GMO096 Potato Dextrose Agar , Granulated Low risk 22/04/2019
DCM GMO085 Pseudomonas Agar Base , Granulated Low risk 22/04/2019
DCM GMO085 Pseudomonas Agar Base, Granulated Low Risk 22/04/2019
DCM GMH1491 Rappaport Vassiliadis Salmonella Enrichment Broth , Granulated Low risk 22/04/2019
DCM GM1491 Rappaport Vassiliadis Soya Broth (RVS Broth) , Granulated Low Risk 12/08/2015
DCM GMH443 Reinforced Medium for Clostridia , Granulated Low risk 22/04/2019
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DCM GM149 Robinson's Cooked M Medium (R.C. Medium), Granulated Low Risk 16/12/2017
DCM GM130 Rogosa SL Agar, Granulated Low Risk 12/08/2015
DCM GM842 Rose Bengal Agar Base, Granulated Low risk 12/08/2015
DCM GM1067 Sabouraud Chloramphenicol Agar, Granulated Low risk 25/08/2016
DCM GMO063 Sabouraud Dextrose Agar, Granulated Low Risk 12/08/2015
DCM GMHO063 Sabouraud Dextrose Agar , Granulated Low risk 22/04/2019
DCM GMO033 Sabouraud Dextrose Broth (Sabouraud Liquid Medium) , Granulated Low Risk 12/08/2015
DCM GMHO033 Sabouraud Dextrose Broth , Granulated Low risk 22/04/2019
DCM GMV033 Sabo.uraud Dextrose HiVeg™ Broth (Sabouraud Liquid HiVeg™ Low Risk 12/08/2015
Medium), Granulated
DCM GM1313 Sabouraud Dextrose Maltose Agar, Granulated Low Risk 12/08/2015
DCM GMO062 Sabouraud Maltose Agar, Granulated Low Risk 12/08/2015
DCM GM1619 Sakazakii DHL Agar, Granulated Low Risk 12/08/2015
DEM GM1078 Salmonella Differential Agar (Twin Pack), Raj Hans Medium (Twin Low Risk 12/08/2015
Pack) , Granulated
DCM GMO052 Selenite Broth (Selenite F Broth) (Twin Pack) , Granulated Low Risk 12/08/2015
DCM GM612A Slanetz and Bartley Medium w/o TTC, Granulated Low risk 10/11/2020
DCM GM298R Sorbitol Agar (Sorbitol MacConkey Agar) Low risk 25/08/2016
DCM GM290 Soyabean Casein Digest Agar (Tryptone Soya Agar) , Granulated Low risk 22/04/2019
DCM GMO011 Soyabean Casein Digest Medium (Tryptone Soya Broth) , Granulated Low risk 22/04/2019
DCM GMHO11 Z?Z:E?arl:;sein Digest Medium (Casein Soybean Digest Broth), Low risk 22/04/2019
DCM GMH290 Z?Z:E?ar;%asein Digest Agar (Casein Soyabean Digest Agar) , Low risk 22/04/2019
DCM GM108 SS Agar (Salmonella Shigella Agar) , Granulated Low Risk 12/08/2015
DCM GM189 TCBS Agar, Granulated Low Risk 12/08/2015
I e e
DCM GMO021 Triple Sugar Iron Agar , Granulated Low risk 22/04/2019
DCM GM463 Tryptone Broth (Tryptone Water) , Granulated Low risk 22/04/2019
DCM GM177 Tryptose Broth, Granulated Low Risk 12/08/2015
DCM GM112 Urea Agar Base (Christensen) (Autoclavable) Low Risk 30/10/2018
DCM GM112A Urea Agar Base (Filter sterilizable), Granulated Low risk 25/08/2016
DCM GM111A Urea Broth (Filter sterilizable), Granulated Low risk 25/08/2016
DCM GMO049 Violet Red Bile Agar, Granulated Low risk 28/04/2017
DCM GMH581 Violet Red Bile Glucose Agar, Granulated Low risk 22/04/2019
DCM GM581 Violet Red Bile Glucose Agar w/o Lactose, Granulated Low risk 04/07/2018
DCM GMO031 Xylose Lysine Deoxycholate Agar (XLD Agar) , Granulated Low Risk 12/08/2015
DCM GMHO031 Xylose-Lysine-Deoxycholate Agar , Granulated Low risk 22/04/2019
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Product group K:ée“:k,de' / Ret Device Name Risk Class cD::p‘I:;:\EEe
Dehydrated Culture Media

-Supplements

DCM-S FD0O01 Non Spore Anaerobic Supplement Low risk 20/12/2012
DCM-S FD002 G.N. Spore Anaerobic Supplement Low risk 20/12/2012
DCM-S FD003 Polymyxin B Selective Supplement Low risk 20/12/2012
DCM-S FD003B Polymyxin B Selective Supplement Low risk 04/07/2018
DCM-S FD0O04 Bordetella Selective Supplement Low risk 20/12/2012
DCM-S FD005 Brucella Selective Supplement Low risk 20/12/2012
DCM-S FD006 Campylobacter Supplement-| (Blaser-Wang) Low risk 20/12/2012
DCM-S FDO07 Campylobacter Supplement - Il (Butzler) Low risk 20/12/2012
DCM-S FD008 Campylobacter Supplement- Ill (Skirrow) Low risk 20/12/2012
DCM-S FD009 Campylobacter Growth Supplement Low risk 20/12/2012
DCM-S FDO10 Clostridium Difficile Supplement Low risk 20/12/2012
DCM-S FDO13 S.F.P. Supplement (Perfringens S.F.P. Supplement) Low risk 20/12/2012
DCM-S FDO14 T.S.C. Supplement (Perfringens T.S.C. Supplement) Low risk 20/12/2012
DCM-S FDO15 Dermato Supplement Low risk 20/12/2012
DCM-S FDO17 Legionella Selective Supplement Low risk 20/12/2012
DCM-S FD018 Middlebrook OADC Growth Supplement Low risk 20/12/2012
DCM-S FDO19 Middlebrook ADC Growth Supplement Low risk 20/12/2012
DCM-S FDO19R Middlebrook ADC Growth Supplement Low risk 10/11/2020
DCM-S FD020 Oleic Albumin Supplement Low risk 20/12/2012
DCM-S FD021 GC Supplement w/ Antibiotics Low risk 20/12/2012
DCM-S FD022 Haemoglobin Powder Low risk 20/12/2012
DCM-S FD023 V.C.N. Supplement Low risk 20/12/2012
DCM-S FD024 V.C.N.T. Supplement Low risk 20/12/2012
DCM-S FD025 Vitamino Growth Supplement (Twin Pack) Low risk 20/12/2012
DCM-S FDO25R Vitamino Growth Supplement (Twin Pack) Low risk 10/11/2020
DCM-S FD026 Linco T Supplement Low risk 20/12/2012
DCM-S FDO26R Linco T Supplement Low risk 10/11/2020
DCM-S FD027 Yeast Autolysate Supplement Low risk 20/12/2012
DCM-S FD028 Vanclo T Supplement Low risk 20/12/2012
DCM-S FD029 Cetrinix Supplement Low risk 22/04/2019
DCM-S FD030 Staph-Strepto Supplement Low risk 20/12/2012
DCM-S FD031 Strepto supplement Low risk 25/08/2016
DCM-S FD033 Chloramphenicol Selective Supplement Low risk 20/12/2012
DCM-S FD034 Yersinia Selective Supplement Low risk 20/12/2012
DCM-S FD035 CC Supplement Low risk 20/12/2012
DCM-S FDO36 CFC Supplement Low risk 22/04/2019
DCM-S FD037 Legionella Selective Supplement Il Low risk 20/12/2012
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DCM-S FDO38 Legionella Selective Supplement IlI Low risk 20/12/2012
DCM-S FD039 Aeromonas Selective Supplement Low risk 20/12/2012
DCM-S FD040 Legionella Selective Supplement IV (MWY) Low risk 20/12/2012
DCM-S FDO41A Legionella Supplement (Twin Pack) Low risk 20/12/2012
DCM-S FDO41AR II;Ziiko)nella Growth Supplement (Legionella Supplement) (Twin Low risk 25/08/2016
DCM-S FD042 gz;wpﬁz::i:)ter Selective Supplement IV (Preston Selective Low risk 20/12/2012
DCM-S FD043 Doyle’s Antibiotic Supplement Low risk 20/12/2012
DCM-S FD045 Egg Yolk Emulsion (100 ml per vial) Low risk 20/12/2012
DCM-S FD0458B Egg Yolk Emulsion Low risk 04/07/2018
DCM-S FDO45L Egg Yolk Emulsion (50ml per vial) Low risk 04/07/2018
DCM-S FDO45R Egg Yolk Emulsion (100 ml per vial) Low risk 25/08/2016
DCM-S FDO45RC Egg Yolk Emulsion (100 ml per vial) Low risk 10/11/2020
DCM-S FD046 Egg Yolk Tellurite Emulsion ( 100 ml per vial) Low risk 20/12/2012
DCM-S FD046B Egg Yolk Tellurite Emulsion Low risk 04/07/2018
DCM-S FDO46L Egg Yolk Tellurite Emulsion  (50ml per vial) Low risk 04/07/2018
DCM-S FDO46N Egg Yolk Tellurite Emulsion, Modified Low risk 04/07/2018
DCM-S FDO46NL Egg Yolk Tellurite Emulsion, Modified Low risk 04/07/2018
DCM-S FDO46R Egg Yolk Tellurite Emulsion Low risk 10/11/2020
DCM-S FD047 Potassium Tellurite 3.5% (1 ml per vial) Low risk 20/12/2012
DCM-S FD048 Urea 40% (5 ml per vial) Low risk 20/12/2012
DCM-S FD049 C.B.I. Supplement Low risk 20/12/2012
DCM-S FD052 Potassium Tellurite 1% (1 ml per vial) Low risk 20/12/2012
DCM-S FD053 Gruft Mycobacterial Supplement Low risk 20/12/2012
DCM-S FDO54 GBS Supplement Low risk 20/12/2012
DCM-S FD056 G. Vaginalis Selective Supplement Low risk 20/12/2012
DCM-S FDO57 TTC Solution 1% (10 ml per vial) Low risk 20/12/2012
DCM-S FD059 Basic Fuchsin (6.0 gm per vial) Low risk 20/12/2012
DCM-S FDO61 Listeria Selective Supplement (PALCAM) Low risk 22/04/2019
DCM-S FDO61R Listeria Selective Supplement (PALCAM) Low risk 04/07/2018
DCM-S FD062 Bacteroides Selective Supplement Low risk 20/12/2012
DCM-S FD063 Listeria Selective Supplement Il Low risk 20/12/2012
DCM-S FDO63I Listeria Selective Supplement Il Low risk 20/12/2012
DCM-S FD066 Leptospira Enrichment Low risk 20/12/2012
DCM-S FD068 Sulpha Supplement Low risk 20/12/2012
DCM-S FD069 B P Sulpha Supplement Low risk 20/12/2012
DCM-S FD0O70 McBride Listeria Supplement Low risk 20/12/2012
DCM-S FDO71 Oxford Listeria Supplement Low risk 20/12/2012
DCM-S FD072 KL Virulence Enrichment (20 ml per vial) Low risk 20/12/2012
DCM-S FD072D KL Virulence Enrichment (500 ml) Low risk 10/11/2020
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DCM-S FDO72M KL Virulence Enrichment (1000 ml) Low risk 10/11/2020
DCM-S FD073 Diphtheria Virulence Supplement (Part A & B) Low risk 20/12/2012
DCM-S FDO75 Mycoplasma Enrichment Supplement Low risk 20/12/2012
DCM-S FDO75R Mycoplasma Enrichment Supplement Low risk 10/11/2020
DCM-S FDO78 Campylobacter Selective Supplement (Karmali) Low risk 10/11/2020
DCM-S FD082 Ampicillin Supplement Low risk 20/12/2012
DCM-S FD090 Campylobacter Selective Supplement Low risk 20/12/2012
DCM-S FD091 Bromo Thymol Blue Supplement (20 mg per vial) Low risk 20/12/2012
DCM-S FD092 MUG Supplement (50 mg per vial) Low risk 10/11/2020
DCM-S FD093 Bromo Cresol Purple Low risk 22/04/2019
DCM-S FD094 Trichomonas Selective Supplement Il Low risk 20/12/2012
DCM-S FD095 10% Lactic Acid Solution (10 ml per vial) Low risk 20/12/2012
DCM-S FD096 Novobiocin Supplement Low risk 22/04/2019
DCM-S FD099 Trichomonas Selective Supplement | Low risk 20/12/2012
DCM-S FD100 Mueller Tellurite Serum (25 ml per vial) Low risk 20/12/2012
DCM-S FD102 Ticarcillin Supplement Low risk 20/12/2012
DCM-S FD103 Potassium Chlorate Supplement Low risk 20/12/2012
DCM-S FD105 Park and Sanders Selective Supplement Il Low risk 20/12/2012
DCM-S FD106 Campylobacter Supplement VI (Butzler) Low risk 20/12/2012
DCM-S FD111 Kimmig Selective Supplement (Twin Pack) Low risk 20/12/2012
DCM-S FD112 George Kimmig Selective Supplement Low risk 20/12/2012
DCM-S FD114 Vitamin K1 Supplement Low risk 20/12/2012
DCM-S FD117 Haemophilus Growth Supplement Low risk 20/12/2012
DCM-S FD118 Mucasol Low risk 20/12/2012
DCM-S FD119 Streptococcus Selective Supplement Low risk 20/12/2012
DCM-S FD120 Chlortetracycline Selective Supplement Low risk 20/12/2012
DCM-S FD126 Listeria Moxalactam Supplement Low risk 20/12/2012
DCM-S FD130 Nalidixic Selective Supplement Low risk 20/12/2012
DCM-S FD132 Campylobacter Selective Supplement w/ Hemin (Karmali) Low risk 10/11/2020
DCM-S FD135 CCDA Selective Supplement Low risk 20/12/2012
DCM-S FD136 Listeria UVM Supplement | Low risk 20/12/2012
DCM-S FD137 Listeria UVM Supplement II Low risk 20/12/2012
DCM-S FD142 Legionella Growth Supplement (BCYE) Low risk 10/11/2020
DCM-S FD142X Legionella Growth Supplement Low risk 10/11/2020
DCM-S FD143 Legionella (GVPC) Selective Supplement Low risk 20/12/2012
DCM-S FD144 Legionella BMPA Selective Supplement Low risk 10/11/2020
DCM-S FD147 Tellurite - Cefixime Supplement Low risk 20/12/2012
DCM-S FD149 Neomycin Supplement Low risk 20/12/2012
DCM-S FD150 NYC Supplement Low risk 20/12/2012
DCM-S FD152 XLT4 Supplement Low risk 20/12/2012
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DCM-S FD153 M-CP Selective Supplement - | Low risk 10/11/2020
DCM-S FD154 M-CP Selective Supplement - II Low risk 10/11/2020
DCM-S FD154A M-CP Selective Supplement, Modified Low risk 10/11/2020
DCM-S FD157 Urea 5% (5 ml per vial) Low risk 20/12/2012
DCM-S FD158 Campylobacter Selective Supplement IV (Preston), Modified Low risk 20/12/2012
DCM-S FD159 Doyle'S Antibiotic Supplement, Modified Low risk 04/07/2018
DCM-S FD160 Legionella (GVPA) Selective Supplement, Modified Low risk 04/07/2018
DCM-S FD161 Brucella Selective Supplement, Modified Low risk 04/07/2018
DCM-S FD163 Listeria Selective Supplement I, Modified Low risk 04/07/2018
DCM-S FD164 Park and Sanders Selective Supplement II, Modified Low risk 04/07/2018
DCM-S FD165 Campylobacter Supplement -1l (Butzler), Modified Low risk 04/07/2018
DCM-S FD169 CC Supplement, Modified Low risk 04/07/2018
DCM-S FD171 McBride Listeria Supplement, Modified Low risk 04/07/2018
DCM-S FD172 Oxford Listeria Supplement, Modified Low risk 28/04/2017
DCM-S FD172R Oxford Listeria Supplement, Modified Low risk 04/07/2018
DCM-S FD173 Mycoprep (for 2 tests) Low risk 16/12/2017
DCM-S FD173B Mycoprep (for 10 tests) Low risk 16/12/2017
DCM-S FD175 Mycoplasma Urogenital Selective Supplement Low risk 20/12/2012
DCM-S FD176 Dermato Supplement, Modified Low risk 04/07/2018
DCM-S FD179 Antibiotic Mixture for Borrelia (100 X) (5 ml per vial) Low risk 20/12/2012
DCM-S FD180 Rabbit serum Low risk 25/08/2016
DCM-S FD181 HiCrome™ Listeria Selective Supplement Low risk 10/11/2020
DCM-S FD183 Legionella Selective Supplement Il, Modified Low risk 04/07/2018
DCM-S FD185 Anthracis Selective Supplement Low risk 20/12/2012
DCM-S FD187 HiCrome™ EC 0157 : H7 Selective Supplement Low risk 05/11/2020
DCM-S FD190 HiCrome°Hicrome ECC Selective Supplement Low risk 22/04/2019
DCM-S FD191 Oxacillin Resistance Selective Supplement Low risk 20/12/2012
DCM-S FD192 HiCrome™ Candida Selective Supplement Low risk 20/12/2012
DCM-S FD195 Fibrinogen Plasma Trypsin Inhibitor Supplement Low risk 20/12/2012
DCM-S FD196 Tetracycline Selective Supplement Low risk 20/12/2012
DCM-S FD198 Mycoplasma Cultivation Supplement Low risk 20/12/2012
DCM-S FD201 Albumin Glucose Supplement Low risk 20/12/2012
DCM-S FD206 Legionella Growth Supplement w/o L-Cysteine Low risk 05/11/2020
DCM-S FD206R Legionella Growth Supplement w/o L-Cysteine Low risk 10/11/2020
DCM-S FD212 L. mono Selective Supplement | Low risk 20/12/2012
DCM-S FD212A OA Listeria Selective Supplement Low risk 10/11/2020
DCM-S FD212B L. mono Selective Supplement | Low risk 04/07/2018
DCM-S FD213 L. mono Selective Supplement Il Low risk 20/12/2012
DCM-S FD214 L. mono Enrichment Supplement | Low risk 20/12/2012
DCM-S FD215 Vitamino Growth Supplement, Modified (Twin Pack) Low risk 20/12/2012
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DCM-S FD215B Vitamino Growth Supplement, Modified Low risk 22/04/2019
DCM-S FD225 Klebsiella Selective Supplement Low risk 10/11/2020
DCM-S FD226 Enterococcus faecium Selective Supplement Low risk 10/11/2020
DCM-S FD227 L. mono Enrichment Supplement || Low risk 20/12/2012
DCM-S FD229 MeReSa Selective Supplement Low risk 20/12/2012
DCM-S FD230 HiCrome EC 0157: H7 Selective Supplement Low risk 22/04/2019
DCM-S FD232 Burkholderia Cepacia Selective Supplement Low risk 20/12/2012
DCM-S FD233 Vancomycin Supplement Low risk 20/12/2012
DCM-S FD236 Sorbic Acid Supplement Low risk 20/12/2012
DCM-S FD241 Poctri supplement Low risk 25/08/2016
DCM-S FD242 Legionella Selective Supplement(GVPN) Low risk 20/12/2012
DCM-S FD243 Clostridium Difficile Supplement Low risk 20/12/2012
DCM-S FD245 HiCrome™ Nickels & Leesment Selective Supplement Low risk 10/11/2020
DCM-S FD246 Cefixime Supplement Low risk 20/12/2012
DCM-S FD247 ECO157:H7 Selective Supplement Low risk 22/04/2019
DCM-S FD248 Coagulase Plasma Low risk 04/07/2018
DCM-S FD248A Coagulase Plasma w/ EDTA (From Rabbit) Low risk 22/04/2019
DCM-S FD2488B Rabbit plasma with EDTA and 15% NaCl Low risk 22/04/2019
DCM-S FD248R Coagulase Supplement for Staphilococci Low risk 22/04/2019
DCM-S FD252 Gentamycin Selective Supplement Low risk 22/04/2019
DCM-S FD253 Urea Solution Low risk 20/12/2012
DCM-S FD254 Ureaplasma Selective Supplement Low risk 04/07/2018
DCM-S FD255 Ureaplasma Growth Supplement Low risk 20/12/2012
DCM-S FD259 Cefoxitin Supplement Low risk 20/12/2012
DCM-S FD261 Vancomycin Supplement Low risk 20/12/2012
DCM-S FD266 Listeria Moxalactam Supplement Modified Low risk 20/12/2012
DCM-S FD269 OFPBL Selective Supplement Low risk 25/11/2017
DCM-S FD270 Chromogenic Supplement Low risk 10/11/2020
DCM-S FD271 MDR Acinetobacter Selective Supplement Low risk 25/08/2016
DCM-S FD274 HiCrome™ Selective Salmonella Agar Supplement Low risk 22/04/2019
DCM-S FD277 HiCrome™ VRE Agar supplement Low risk 20/12/2012
DCM-S FD278 HiCrome™ ESBL Agar Supplement Low risk 20/12/2012
DCM-S FD279 HiCrome™ KPC Agar Supplement Low risk 20/12/2012
DCM-S FD280 Sterile Charcoal Supplement for Legionella Agar Low risk 10/11/2020
DCM-S FD283R HiCrome™ Candida Differential Selective Supplement Low risk 20/12/2012
DCM-S D284 /S-\j;i:)llzvrirzzsgfsuIodin-Vancomycin Supplement (ACV Low risk 20/12/2012
DCM-S FD285 Bifidobacterium Selective Supplement Low risk 20/12/2012
DCM-S FD286 Yersinia Selective Supplement Low risk 20/12/2012
DCM-S FD287 Growth Supplement | for MSM Low risk 20/12/2012
DCM-S FD288 Growth Supplement Il for MSM Low risk 20/12/2012
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DCM-S FD290 Novobiocin Selective Supplement Low risk 20/12/2012
DCM-S FD295 HiCrome™ ECO157:H7 Selective Supplement Modified Low risk 22/04/2019
DCM-S FD299 Selective Supplement for MRSA Low risk 20/12/2012
DCM-S FD300 Hayflick Supplement Low risk 20/12/2012
DCM-S FD302 Group A Selective Supplement Low risk 20/12/2012
DCM-S FD304 Arcobacter Selective Supplement Low risk 05/11/2020
DCM-S FD306 Modified Listeria Oxford Selective Supplement Low risk 22/04/2019
DCM-S FD309 Monensin Selective Supplement Low risk 22/04/2019
DCM-S FD312 VIA Supplement Low risk 20/12/2012
DCM-S FD319 MRSA Supplement Low risk 25/08/2016
DCM-S FD319R MeReSa Selective Supplement (MRSA Selective Supplement) Low risk 25/08/2016
DCM-S FD320 Clostridium difficle Selective Supplement Low risk 25/08/2016
DCM-S FD321 TVCSB Supplement Low risk 25/08/2016
DCM-S FD322 Middlebrook ADC Growth Supplement, Modified Low risk 25/08/2016
DCM-S FD323 TSBV Supplement Low risk 25/08/2016
DCM-S FD324 Bacillus Selective Supplement Low risk 25/08/2016
DCM-S FD327 NAD Supplement Low risk 25/08/2016
DCM-S FD329 Middlebrook OADC Enrichment Supplement Low risk 25/08/2016
DCM-S FD332 Lecithin solution Low risk 10/11/2020
DCM-S FD333 Modified L.mono Selective supplement Low risk 10/11/2020
DCM-S FD334 Mycoplasma selective supplement Low risk 25/08/2016
DCM-S FD335 Leeds Acinetobacter selective supplement Low risk 25/08/2016
DCM-S FD335R MDR Acinetobacter Selective Supplement Low risk 25/08/2016
DCM-S FD338 LCN Supplement Low risk 25/08/2016
DCM-S FD340 PACT Supplement Low risk 28/04/2017
DCM-S FD342 Rapid Listeria Selective Supplement Low risk 10/11/2020
DCM-S FD343 Growth Supplement for Fastidious Organism Low risk 16/12/2017
DCM-S FD344 ECC Selective Supplement Modified Low risk 22/04/2019
DCM-S FD345 Ciprofloxacin Supplement Low risk 10/11/2020
DCM-S FD347 PCP Supplement Low risk 04/07/2018
DCM-S FD347B PCP Supplement Low risk 10/11/2020
DCM-S FD348 OADS Supplement Low risk 16/12/2017
DCM-S FD349 Vancomycin Polymyxin B Supplement Low risk 04/07/2018
DCM-S FD352 Acinetobacter Selective Supplement Low risk 30/10/2018
DCM-S FD353 VCAT Supplement Low risk 30/10/2018
DCM-S FD354 STEC Selective Supplement Low risk 30/10/2018
DCM-S FD355 HiCrome™ Colistin Resistant Selective Supplement Low risk 30/10/2018
DCM-S FD356 Diphenyl supplement Low risk 22/04/2019
DCM-S FD357 Carba Selective Supplement Low risk 10/11/2020
DCM-S FD360 C.auris Selective Supplement Low risk 05/11/2019

FD361 BCSA Selective Supplement Low risk 05/11/2019
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DCM-S FD362 Coagulase Supplement (for M2126) Low risk 10/11/2020
DCM-S FD363 HIMRSA Selective Supplement Low risk 17/06/2021
DCM-S FD725R Mycoprep (Modified,Bulk powder) Low risk 25/08/2016
DCM-S FD726 Mycoprep (Modified, powder for 1000ml) Low risk 25/08/2016
DCM-S FD743R Bifido Selective Supplement C Low risk 25/08/2016
DCM-S FD744R Bifido Selective Supplement D Low risk 25/08/2016
DCM-S FD745R Bifido Selective Supplement E Low risk 25/08/2016
DCM-S FD749 Supplement for HiCrome™ Candida Agar Low risk 04/07/2018
DCM-S FD750 L. J. Media Supplement w/ Capreomycin Low risk 25/08/2016
DCM-S FD751 L. J. Medium Supplement w/ Clarithromycin Low risk 25/08/2016
DCM-S FD752 L. J. Media Supplement w/ D-Cycloserine Low risk 25/08/2016
DCM-S FD753 L. J. Media Supplement w/ Ethambutol Low risk 25/08/2016
DCM-S FD754 L. J. Media Supplement w/ Ethionamide Low risk 25/08/2016
DCM-S FD755 L. J. Medium Supplement w/ Gatifloxacin Low risk 25/08/2016
DCM-S FD756 L. J. Media Supplement w/ Isoniazide Low risk 25/08/2016
DCM-S FD757 L. J. Media Supplement w/ Kanamycin Low risk 25/08/2016
DCM-S FD758 L. J. Medium Supplement w/ Levofloxacin Low risk 25/08/2016
DCM-S FD759 L. J. Medium Supplement w/ Lomefloxacin Low risk 04/07/2018
DCM-S FD760 L. J. Medium Supplement w/ Ofloxacin Low risk 04/07/2018
DCM-S FD761 L. J. Medium Supplement w/ p-Aminosalicylic acid Low risk 04/07/2018
DCM-S FD762 L. J. Medium Supplement w/ Pyrazinamide Low risk 04/07/2018
DCM-S FD763 L.J.Medium Supplementw/Rifabutin Low risk 04/07/2018
DCM-S FD764 L.J.Medium Supplementw/Rifampicin Low risk 04/07/2018
DCM-S FD765 L.J.Medium Supplementw/Sodium Salicylate Low risk 04/07/2018
DCM-S FD766 L.J.Medium Supplementw/Streptomycin Low risk 04/07/2018
DCM-S FD767 L.J.Medium Supplementw/TCH Low risk 04/07/2018
DCM-S FD768 Chloramphenicol Supplement Low risk 04/07/2018
DCM-S FD772 L.J. Media Supplement w/Amikacin Low risk 04/07/2018
DCM-S FD775 L.J. Media Supplement w/ p-Nitrobenzoic acid Low risk 04/07/2018
DCM-S FD780 L.J. Media Supplement w/Moxifloxacin Low risk 04/07/2018
DCM-S FD804 Enriched growth Supplement for Mycobacteria Low risk 04/07/2018
DCM-S FD805 Growth Supplement for Anaerobic cultures Low risk 10/11/2020
DCM-S FD808 Supplement for GC Agar Base Low risk 10/11/2020
DCM-S D812 ::;Zit;\(s;tzslse:;?z:z; Gram positive bacteria (Clostridium, Low risk 10/11/2020
DCM-S FD814 PANTA Supplement Low risk 10/11/2020
DCM-S FD815B Selective Supplement for SS Agar Low risk 10/11/2020
DCM-S FD816 Selective supplement for Enterobacteriaceae Low risk 10/11/2020
DCM-S FD817 Selective Supplement for Staphylococcus Low risk 10/11/2020
DCM-S FD820 Selective Supplement for SS Agar Low risk 10/11/2020
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Product group Type/ Model / Device Name Risk Class Date o_f cE

Ref number compliance
Ready Prepared .
Media Low risk 10/06/2021
RPM - Ready HBOO1 HiCombi™ Nutrient - MacConkey Agar Plate Low risk 20/12/2012
Prepared Plates
RPM - Ready . i .
Prepared Plates HBO003 HiCombi™ CLED - MacConkey Agar Plate Low risk 20/12/2012
RPM - Ready - - .
Prepared Plates HB004 HiCombi™ XLD - MacConkey Agar Plate Low risk 20/12/2012
RPM - Ready HBOOS HiCombi™ Cetrimide - MacConkey Agar Plate Low risk 20/12/2012
Prepared Plates
RPM - Ready HBOO06 HiCombi™ Blood- MacConkey Agar Plate Low risk 20/12/2012
Prepared Plates
RPM - Ready HBOO7 HiCombi™ MacConkey-Mannitol Salt Agar Low risk 20/12/2012
Prepared Plates
RPM - Ready HBOO8 HiCombi™ Blood -Chocolate Agar Low risk 20/12/2012
Prepared Plates
RPM - Ready HBO09 HiCombi™ Blood -Mannitol Salt Agar Low risk 20/12/2012
Prepared Plates
RPM - Ready HBO10 HiCombi™ Chocolate - MacConkey Agar Plate Low risk 20/12/2012
Prepared Plates
RPM - Ready HBO17 HiCombi™ Sabouraud Dextrose-Sheep Blood Agar Plate Low risk 17/06/2021
Prepared Plates
RPM- HiDip Slides HDO001 HiDip™ Cled-Cetri-Mac Medium Low risk 20/12/2012
RPM- HiDip Slides HD002 HiDip™ Mac-Cled-Sab Medium Low risk 20/12/2012
RPM- HiDip Slides HDO003 HiDip™ Mac-Cled-Bile Esculin Medium Low risk 20/12/2012
RPM- HiDip Slides HDO004 HiDip™ Cled-Mac Medium Low risk 20/12/2012
RPM- HiDip Slides HDOO05 HiDip™ Cled-MUG Mac Medium Low risk 20/12/2012
RPM- HiDip Slides HDO006 HiDip™ Cled-HiCrome™ UTI Medium Low risk 20/12/2012
RPM- HiDip Slides HDO007 HiDip™ Mac-HiCrome™ UTI Medium Low risk 20/12/2012
RPM- HiDip Slides HDOO7R HiDip™ Mac-HiCrome™ UTI Medium Low risk 10/11/2020
RPM- HiDip Slides HDO18 HiDip™ TSA-CLED Agar w/ B.T.B Indicator Medium Low Risk 20/12/2012
RPM- HiDip Slides HD020 HiDip™ Pseudomonas Agar - MacConkey Agar Medium Low risk 20/12/2012
RPM- HiDip Slides HDO021 HiDip™ PCA - MacConkey Agar Medium Low risk 20/12/2012
RPM- HiDip Slides HD024 HiDip™ Modified Rogosa Medium-Modified Rogosa Medium Low risk 20/12/2012
RPM- HiDip Slides HD025 HiDip™ Modified Nickerson Medium-Modified Nickerson Medium Low risk 20/12/2012
RPM- HiDip Slides HD041 HiDip HiCrome™ Universal Agar-PCA Low risk 28/04/2017
RPM- HiDip Slides HDO042 HiDip HiCrome™ UTI Agar - Dey Engley Neutralzing agar Low risk 28/04/2017
RPM- HiDip Slides HDO046 HiDip TSA-TCBS Low risk 30/10/2018
RPM- HiDip Slides HDO047 HiDip TSA-MRS Low risk 30/10/2018
RPM- HiSafe Blood .
Culturing System LQ003 BHI Low risk 20/12/2012
RPM- HiSafe Blood | 035 BHI Low risk 20/12/2012
Culturing System
RPM- HiSafe Blood 5 BHI - Supplemented w/ 0.05% SPS Low risk 20/12/2012

Culturing System
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RPM- HiSafe Blood o .

Culturing System LQO04R BHI - Supplemented w/ 0.05% SPS Low risk 10/11/2020
RPM- HiSafe Blood o .

Culturing System LQO04A BHI - Supplemented w/ 0.05% SPS Low risk 20/12/2012
RPM- HiSafe Blood o .

Culturing System LQOO4AR BHI - Supplemented w/ 0.05% SPS Low risk 10/11/2020
RPM- HiSafe Blood o .

Culturing System LQ005 TSB - Tryptone Soya Broth w/ 10% Sucrose Low risk 20/12/2012
RPM- HiSafe Blood o .

Culturing System LQOO05A TSB - Tryptone Soya Broth w/ 10% Sucrose Low risk 20/12/2012
RPM- Hisafe Blood | | 55 Columbia Broth Low risk 20/12/2012
Culturing System

RPM- HiSafe Blood | 064 Columbia Broth Low risk 20/12/2012
Culturing System

RPM- HiSafe Blood ; .

Culturing System LQ007 Thioglycollate Broth Low Risk 20/12/2012
RPM- HiSafe Blood ; .

Culturing System LQOO7R Thioglycollate Broth Low Risk 10/11/2020
RPM- HiSafe Blood ; .

Culturing System LQO07A Thioglycollate Broth Low Risk 20/12/2012
RPM- HiSafe Blood ; .

Culturing System LQOO7AR Thioglycollate Broth Low Risk 10/11/2020
RPM- HiSafe Blood | )5 Schaedler Broth Low Risk 20/12/2012
Culturing System

RPM- HiSafe Blood | g4 Schaedler Broth Low Risk 20/12/2012
Culturing System

RPM- HiSafe Blood :

Culturing System LQ009 TSB - Tryptone Soya Broth Low risk 20/12/2012
RPM- HiSafe Blood :

Culturing System LQO09A TSB - Tryptone Soya Broth Low risk 20/12/2012
RPM- HiSafe Blood | 1 Glucose Broth Supplemented w/ 0.05% SPS Low risk 20/12/2012
Culturing System

RPM- HiSafe Blood | 5104 Glucose Broth Supplemented w/ 0.05% SPS Low risk 20/12/2012
Culturing System

RPM- HiSafe Blood | 510aR Glucose Broth Supplemented w/ 0.05% SPS Low risk 10/11/2020
Culturing System

RPM- HiSafe Blood | )10y Glucose Broth supplemented w/0.05% SPS Low risk 22/04/2019
Culturing System

RPM- !—hSafe Blood LQ011 TSB - Tryptone Soya Broth Supplemented w/ 0.05% SPS Low risk 20/12/2012
Culturing System

RPM- HiSafe Blood o .

Culturing System LQO11A TSB - Tryptone Soya Broth Supplemented w/ 0.05% SPS Low risk 20/12/2012
RPM- HiSafe Blood o .

Culturing System LQO11AR TSB - Tryptone Soya Broth Supplemented w/ 0.05% SPS Low risk 10/11/2020
RPM- HiSafe Blood .

Culturing System LQO13V Hartley Broth Low risk 22/04/2019
RPM- HlSafe Blood LQ014 Modified Wilkins Chalgren Broth Low risk 20/12/2012
Culturing System

RPM- HlSafe Blood LQO14A Modified Wilkins Chalgren Broth Low risk 20/12/2012
Culturing System

RPM- HlSafe Blood LQ012 HiCombi™ Dual Performance Medium Low Risk 20/12/2012
Culturing System

RPM- HlSafe Blood LQO12R HiCombi™ Dual Performance Medium Low Risk 10/11/2020
Culturing System
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RPM- HiSafe Blood

Culturing System LQ013 Hartley Broth Low Risk 20/12/2012

RPM- HiSafe Blood

Culturing System LQO13A Hartley Broth Low Risk 20/12/2012

RPM- HiSafe Blood

e : o )
Culturing System LQ023 Fluid thioglycollate Medium w/0.05% SPS Low Risk 20/12/2012

RPM- HiSafe Blood

e : o )
Culturing System LQ023A Fluid thioglycollate Medium w/0.05% SPS Low Risk 20/12/2012

RPM- Ready
Prepared Dual LQ029 HiCombi™ Dual Performance Salmonella Medium - SS Low Risk 20/12/2012
Media

RPM- Ready
Prepared Dual LQ0O29A HiCombi™ Dual Performance Salmonella Medium - SS Low Risk 20/12/2012
Media

RPM- Ready
Prepared Dual LQO29AR HiCombi™ Dual Performance Salmonella Medium - SS Low Risk 10/11/2020
Media

RPM- Ready
Prepared Dual LQ030 HiCombi™ Dual Performance Salmonella Medium - XLD Low risk 20/12/2012
Media

RPM- Ready
Prepared Dual LQO30A HiCombi™ Dual Performance Salmonella Medium - XLD Low risk 20/12/2012
Media

RPM- Ready
Prepared Dual LQ031 HiCombi™ Dual Performance Salmonella Medium - DCA Low risk 20/12/2012
Media

RPM- Ready
Prepared Dual LQO31A HiCombi™ Dual Performance Salmonella Medium - DCA Low risk 20/12/2012
Media

RPM- Ready
Prepared Dual LQO31AR HiCombi™ Dual Performance Salmonella Medium - DCA Low risk 10/11/2020
Media

RPM- Ready
Prepared Dual LQ032 HiCombi™ Dual Performance Salmonella Medium - HEA Low risk 20/12/2012
Media

RPM- Ready
Prepared Dual LQ032A HiCombi™ Dual Performance Salmonella Medium - HEA Low risk 20/12/2012
Media

RPM- Ready
Prepared Dual LQ033 HiCombi™ Dual Performance Medium Low risk 20/12/2012
Media

RPM- Ready
Prepared Dual LQO33R HiCombi™ Dual Performance Medium Low risk 10/11/2020
Media

RPM- Ready
Prepared Dual LQ034 HiCombi™ Dual Performance Fungal Medium Kit Low risk 20/12/2012
Media

RPM- Ready
Prepared Dual LQO34R HiCombi™ Dual Performance Fungal Medium Kit Low Risk 10/11/2020
Media

RPM- Ready
Prepared Dual LQO34A HiCombi™ Dual Performance Fungal Medium Kit Low Risk 20/12/2012
Media

RPM- Ready
Prepared Dual LQO34AR HiCombi™ Dual Performance Fungal Medium Kit Low Risk 10/11/2020
Media
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RPM- Ready
Prepared Dual
Media

LQO035

HiCombi™ Dual Performance Selective Medium - HEA

Low risk 20/12/2012

RPM- Ready
Prepared Dual
Media

LQO35A

HiCombi™ Dual Performance Selective Medium - HEA

Low risk 20/12/2012

RPM- Ready
Prepared Dual
Media

LQO35AR

HiCombi™ Dual Performance Selective Medium - HEA

Low risk 10/11/2020

RPM- Ready
Prepared Dual
Media

LQ036

HiCombi™ Dual Performance Selective Medium - SS

Low risk 20/12/2012

RPM- Ready
Prepared Dual
Media

LQO36R

HiCombi™ Dual Performance Selective Medium - SS

Low risk 10/11/2020

RPM- Ready
Prepared Dual
Media

LQO36A

HiCombi™ Dual Performance Selective Medium - SS

Low risk 20/12/2012

RPM- Ready
Prepared Dual
Media

LQO36AR

HiCombi™ Dual Performance Selective Medium - SS

Low risk 10/11/2020

RPM- Ready
Prepared Dual
Media

LQ037

HiCombi™ Dual Performance Selective Medium - HEA

Low risk 20/12/2012

RPM- Ready
Prepared Dual
Media

LQ038

HiCombi™ Dual Performance Selective Medium - SS

Low risk 20/12/2012

RPM- Ready
Prepared Dual
Media

LQO38A

HiCombi™ Dual Performance Selective Medium - SS

Low risk 25/08/2016

RPM- Ready
Prepared Liquid
Medium

LQOO4AI

BHI-Supplemented w/0.05% SPS

Low risk 25/08/2016

RPM- Ready
Prepared Liquid
Medium

LQOO4AL

BHI-Supplemented w/0.05% SPS

Low risk 25/08/2016

RPM- Ready
Prepared Liquid
Medium

LQ004vV

BHI - Supplemented w/ 0.05% SPS

Low risk 25/08/2016

RPM- Ready
Prepared Liquid
Medium

LQ0151

Medium 11. GN Broth

Low risk 04/07/2018

RPM- Ready
Prepared Liquid
Medium

LQO69

Alkaline Peptone Water

Low Risk 20/12/2012

RPM- Ready
Prepared Liquid
Medium

LQO69R

Enrichment Medium For Vibrio

Low Risk 25/08/2016

RPM- Ready
Prepared Liquid
Medium

LQ070

Selenite Broth

Low risk 20/12/2012

RPM- Ready
Prepared Liquid
Medium

LQo70v

Selenite Broth

Low Risk 25/08/2016
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RPM- Ready
Prepared Liquid
Medium

LQ077

BHI Broth

Low risk 20/12/2012

RPM- Ready
Prepared Liquid
Medium

LQO77vV

BHI Broth

Low risk 20/12/2012

RPM- Ready
Prepared Liquid
Medium

LQO77R

Enrichment Medium

Low risk 25/08/2016

RPM- Ready
Prepared Liquid
Medium

LQO079

Bile Broth

Low Risk 20/12/2012

RPM- Ready
Prepared Liquid
Medium

LQO79V

Bile Broth

Low Risk 22/04/2019

RPM- Ready
Prepared Liquid
Medium

LQ080

Cooked M Medium

Low Risk 20/12/2012

RPM- Ready
Prepared Liquid
Medium

LQ080C

Cooked M Medium

Low Risk 04/07/2018

RPM- Ready
Prepared Liquid
Medium

LQo80V

Cooked M Medium

Low Risk 20/12/2012

RPM- Ready
Prepared Liquid
Medium

LQ088

Tetrathionate Broth

Low risk 20/12/2012

RPM- Ready
Prepared Liquid
Medium

LQ089

Peptone Water

Low risk 04/07/2018

RPM- Ready
Prepared Liquid
Medium

LQO89X

Peptone Water

Low risk 04/07/2018

RPM- Ready
Prepared Liquid
Medium

LQ093

Cooked M Medium w/ Glucose, Hemin & Vitamin K

Low Risk 20/12/2012

RPM- HiSafe Blood
Culturing System

LQ095

Hartley Broth w/ 0.05% SPS

Low Risk 20/12/2012

RPM- HiSafe Blood
Culturing System

LQO95A

Hartley Broth w/ 0.05% SPS

Low Risk 20/12/2012

RPM- Ready
Prepared Liquid
Medium

LQ104

Rappaport Vassiliadis Salmonella Enrichment Broth

Low Risk 20/12/2012

RPM- Ready
Prepared Liquid
Medium

LQ104C

Rappaport Vassiliadis Salmonella Enrichment Broth

Low Risk 04/07/2018

RPM- Ready
Prepared Liquid
Medium

LQ104V

Rappaport Vassiliadis Salmonella Enrichment Broth

Low Risk 20/12/2012

RPM- Ready
Prepared Liquid
Medium

LQ104XX

Rappaport Vassiliadis Salmonella Enrichment Broth

Low Risk 28/04/2017

RPM- Ready
Prepared Liquid
Medium

LQ105

Kirchner Medium Base

Low Risk 20/12/2012
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RPM- Ready
Prepared Dual
Media

LQ109

HiCombi™ Dual Performance Trans Isolate Medium

Low risk

20/12/2012

RPM- Ready
Prepared Dual
Media

LQ109R

HiCombi™ Dual Performance Trans Isolate Medium

Low risk

10/11/2020

RPM- Ready
Prepared Liquid
Medium

LQ126

Urea Indole Medium

Low risk

04/07/2018

RPM- Ready
Prepared Liquid
Medium

LQ129

Sabouraud's Dextrose Broth

Low risk

04/07/2018

RPM- Ready
Prepared Liquid
Medium

LQ129v

Sabouraud's Dextrose Broth

Low risk

25/08/2016

RPM- Ready
Prepared Liquid
Medium

LQ132

Campylo Thioglycollate Broth w/Selective Supplement

Low Risk

20/12/2012

RPM- Ready
Prepared Liquid
Medium

LQ134

L Broth

Low Risk

20/12/2012

RPM- Ready
Prepared Liquid
Medium

LQ146

Mannitol Selenite Broth

Low risk

20/12/2012

RPM- Ready
Prepared Liquid
Medium

LQ157

GN Broth, Hajna

Low risk

20/12/2012

RPM- Ready
Prepared Liquid
Medium

LQ159

Hayflick Medium

Low risk

20/12/2012

RPM- Ready
Prepared Liquid
Medium

LQ170

Selective Enrichment Medium For Group B

Low risk

25/08/2016

RPM- Ready
Prepared Liquid
Medium

LQ180Vv

Brucella Broth

Low risk

20/12/2012

RPM- Ready
Prepared Liquid
Medium

LQ181V

Mannitol Salt Broth

Low risk

20/12/2012

RPM- Ready
Prepared Liquid
Medium

LQ182v

Mueller Hinton Broth

Low risk

20/12/2012

RPM- Ready
Prepared Liquid
Medium

LQ296X

Hugh Leifson Medium

Low risk

10/11/2020

RPM- HiSafe Blood
Culturing System

LQ188

HiCombi™ Dual Performance Fungal Medium, Modified

Low risk

20/12/2012

RPM- HiSafe Blood
Culturing System

LQ208

Eugonic LT100 Broth

Low Risk

22/04/2019

RPM- Ready
Prepared Liquid
Medium

LQ208L

Eugonic LT100 Broth

Low risk

28/04/2017

RPM- Ready
Prepared Liquid
Medium

LQ208CCL

Eugonic LT100 Broth

Low risk

28/04/2017
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RPM- Ready
Prepared Liquid
Medium

LQ210C

BHI Broth

Low risk 20/12/2012

RPM- Ready
Prepared Liquid
Medium

LQ210D

BHI Broth

Low risk 20/12/2012

RPM- Ready
Prepared Dual
Media

LQ241

HiCombi Trans Isolate Medium

Low risk 28/04/2017

RPM- Ready
Prepared Liquid
Medium

LQ246CCL

Sauton’s Fluid Medium Base

Low risk 16/12/2017

RPM- Ready
Prepared Liquid
Medium

LQ3141l

HiMiC™ Diluent

Low risk 10/11/2020

RPM- Ready
Prepared Liquid
Medium

LQ319v

Thioglycollate Medium with Hemin & Vitamin K

Low risk 17/06/2021

RPM- Ready
Prepared Liquid
Medium

LQ319vill

Thioglycollate Medium with Hemin & Vitamin K

Low risk 17/06/2021

RPM- Ready
Prepared Liquid
Medium

LQO89CCLR

Peptone Water

Low risk 17/06/2021

RPM -Ready
Prepared Plates

MP001

Nutrient Agar Plate

Low Risk 20/12/2012

RPM -Ready
Prepared Plates

MPOO1L

Nutrient Agar Plate (150mm plate)

Low Risk 20/12/2012

RPM -Ready
Prepared Plates

MPO15

Hoyles Media Plate with supplements.

Low Risk 20/12/2012

RPM -Ready
Prepared Plates

MPO16

Brilliant Green Agar, Modified Plate

Low Risk 30/10/2018

RPM -Ready
Prepared Plates

MP022

EMB Agar, Levine Plate

Low Risk 20/12/2012

RPM -Ready
Prepared Plates

MP023

Vogel Johnson Agar Plate (V.J. Agar Plate)

Low Risk 22/04/2019

RPM -Ready
Prepared Plates

MP024

Cetrimide Agar Plate

Low Risk 20/12/2012

RPM -Ready
Prepared Plates

MP029

Endo Agar Plate

Low Risk 20/12/2012

RPM -Ready
Prepared Plates

MPO031

Xylose Lysine Deoxycholate Agar (XLD Agar) Plate

Low risk 20/12/2012

RPM -Ready
Prepared Plates

MP043

Baird Parker Agar Plate

Low risk 25/08/2016

RPM -Ready
Prepared Plates

MPO43L

Baird Parker Agar Plate

Low risk 04/07/2018

RPM -Ready
Prepared Plates

MP043M

Baird Parker Agar Plate (150mm)

Low risk 16/12/2017

RPM -Ready
Prepared Plates

MP049

Violet Red Bile Agar Plate

Low risk 16/12/2017

RPM -Ready
Prepared Plates

MP063

Sabouraud Dextrose Agar Plate

Low Risk 20/12/2012

RPM -Ready
Prepared Plates

MPO63L

Sabouraud Dextrose Agar Plate (150 mm plate)

Low Risk 20/12/2012
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RPM -Ready .
Prepared Plates MP063M Sabouraud Dextrose Agar Plate (120 mm plate) Low Risk 20/12/2012
RPM -Ready ) .
Prepared Plates MPO065 Deoxycholate Citrate Agar Plate Low Risk 30/10/2018
RPM -Ready .
Prepared Plates MP073 Blood Agar Plate Low risk 10/11/2020
RPM -Ready .
Prepared Plates MP074 Brucella Agar Plate Low Risk 22/04/2019
RPM -Ready MPO081 MacConkey Agar w/ 0.15% Bile Salts, CV and NaCl Plate Low risk 20/12/2012
Prepared Plates
- o o

RPM -Ready MPOSIXL MacConkey Agar w/ 0.15% Bile Salts, CV and NaCl Plate (200mm Low risk 20/12/2012
Prepared Plates plate)
RPM -Ready . .

MP082 MacConkey Agar w/o CV, NaCl w/ 0.5% Sodium Taurocholate Plate Low risk 20/12/2012
Prepared Plates
RPM -Ready MP091 Plate Count Agar Plate Low risk 16/12/2017
Prepared Plates
RPM -Ready MP103 Chocolate Agar Plate Low Risk 20/12/2012
Prepared Plates
RPM -Ready . .
Prepared Plates MP108 SS Agar (Salmonella Shigella Agar) Plate Low risk 20/12/2012
RPM -Ready MP1032 SS Agar Plate, Modified (Salmonella Shigella Agar Plate, Modified) Low risk 10/11/2020
Prepared Plates
RPM -Raady MP1039 Brucella Agar Plate with Hemin & Vitamin K1 Low Risk 20/12/2012
Prepared Plates
RPM -Ready - . .
Prepared Plates MP1057 G. vaginilis Selective Agar Plate Low Risk 30/10/2018
RPM -Ready MP1067 Sabouraud Chloramphenicol Agar Plate Low Risk 20/12/2012
Prepared Plates
RPM -Ready MP1084 Mueller Hinton Agar No. 2 Plate Low Risk 20/12/2012
Prepared Plates
RPM -Ready MP1084HB Mueller Hinton Agar No.2 Plate w/ Horse Blood Low risk 10/11/2020
Prepared Plates
RPM -Ready MP1084SB Mueller Hinton Agar No.2 Plate w/ Sheep Blood Low risk 10/11/2020
Prepared Plates
RPM -Ready MP1139 Modified MYP Agar Plate Low risk 10/11/2020
Prepared Plates
RPM “Ready MP118 Mannitol Salt Agar Plate Low Risk 20/12/2012
Prepared Plates
RPM -Ready MP1259 Haemophilus Test Agar Plate Low Risk 30/10/2018
Prepared Plates
RPM -Ready MP1260 Tellurite Blood Agar Plate Low Risk 20/12/2012
Prepared Plates
RPM -Ready MP1295 HiCrome™ E.coli Agar Plate Low risk 10/11/2020
Prepared Plates
RPM -Ready MP1297A HiCrome™TM Candida Differential Agar Plate Low Risk 20/12/2012
Prepared Plates
RPM -Ready .
Prepared Plates MP1301 Sheep Blood Agar Plate Low risk 20/12/2012
RPM -Ready L .
Prepared Plates MP1301C Sheep Blood Agar Plate (Individually Packed) Low risk 28/04/2017
RPM -Ready .
Prepared Plates MP1301M Sheep Blood Agar Plate Low risk 04/07/2018
RPM -Ready . ) '
Prepared Plates MP1345 Anaerobic Blood Agar Plate w/Neomycin Low risk 30/10/2018
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RPM -Ready MP1353 HiCrome™ UTI Agar Plate Low risk 20/12/2012
Prepared Plates
RPM -Ready .
Prepared Plates MP137 Malt Extract Agar Plate Low risk 30/10/2018
RPM -Read

eady MP144 Columbia 5% Sheep Blood Agar Plate Low risk 20/12/2012
Prepared Plates
RPM -Ready MP1418 HiCrome™ UTI Agar Plate, Modified Low risk 10/11/2020
Prepared Plates
RPM -Ready MP1454 Oxacillin Resistant Screening Agar Plate Low Risk 20/12/2012
Prepared Plates

R HiCrome™ Listeria Ottaviani Agosti Agar Plate

RPM -Ready MP1540I Low Risk 17/06/2021
Prepared Plates
RPM -Ready MP1548 Chocolate No. 2 Agar Plate Low risk 10/11/2020
Prepared Plates
RPM -Ready .
Prepared Plates MP1594 MeReSa Agar Plate Low Risk 30/10/2018
RPM -Ready .
Prepared Plates MP160 DCLS Agar Plate Low Risk 30/10/2018
RPM -Ready MP1600 HiCrome™ Universal Agar Plate Low Risk 20/12/2012
Prepared Plates
RPM -Ready . . .
Prepared Plates MP1640 Burkholderia Cepacia Agar Plate Low Risk 04/07/2018
RPM -Ready MP1674 HiCrome™ MeReSa Agar Plate Low Risk 20/12/2012
Prepared Plates
RPM -Ready MP1682 HiCrome™ Vibrio Agar Plate Low Risk 17/06/2021
Prepared Plates
RPM -Ready .
Prepared Plates MP1702 MacConkey Agar RS Plate Low Risk 30/10/2018
RPM -Ready MP173 Mueller Hinton Agar Plate Low Risk 20/12/2012
Prepared Plates
RPM -Ready MP173C Mueller Hinton Agar Plate (100 mm Plate) Low Risk 20/12/2012
Prepared Plates
RPM -Ready . .
Prepared Plates MP173L Mueller Hinton Agar Plate (150mm plate) Low Risk 20/12/2012
RPM -Ready . .
Prepared Plates MP173M Mueller Hinton Agar Plate (120mm plate) Low Risk 20/12/2012
RPM -Ready . .
Prepared Plates MP173XL Mueller Hinton Agar Plate (200mm plate) Low Risk 20/12/2012
RPM -Read

eacy MP1735P Mueller Hinton Agar Plate (150 mm scored plate) Low Risk 20/12/2012
Prepared Plates
RPM -Ready o )
Prepared Plates MP175 Bordet Gengou Agar Plate w/15% Sheep blood Low Risk 25/08/2016
RPM -Read

eacy MP1755B Bordet Gengou Agar Plate with 25% Sheep Blood Low Risk 20/12/2012
Prepared Plates
RPM -Ready .
Prepared Plates MP1763 VRE Agar Plate Low Risk 30/10/2018
RPM -Ready MP180 Lead Acetate Agar Plate Low risk 20/12/2012
Prepared Plates
RPM -Ready . o )
Prepared Plates MP1806 Mueller Hinton Agar plate w/ 5% Sheep Blood Low Risk 20/12/2012
RPM -Ready . o )
Prepared Plates MP1806M Mueller Hinton Agar plate w/ 5% Sheep Blood Low Risk 04/07/2018
RPM -Ready MP1811 OFBL Agar Plate (Oxidation Fermentation Polymyxin Bacitracin Low risk 10/11/2020
Prepared Plates Lactose Agar Plate)
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RPM -Ready MP1825 Mueller Hinton Agar Plate with 2% Glucose w/Methylene Blue Low Risk 20/12/2012
Prepared Plates

RPM -Ready MP1829 HiCrome™ ESBL Agar Plate Low Risk 30/10/2018
Prepared Plates

RPM -Ready MP1831 HiCrome™ KPC Agar Plate Low Risk 28/04/2017
Prepared Plates

RPM -Ready : - . .

Prepared Plates MP1837 HiCrome™ Staph Agar Plate, Modified Low Risk 28/04/2017
RPM -Ready MP1858 Bifidobacterium Agar Modified Plate Low Risk 20/12/2012
Prepared Plates

RPM -Ready .

Prepared Plates MP188 D.T.M Agar Plate Low Risk 30/10/2018
RPM -Ready MP1832 HiCrome™ Coliform Agar Plate, Modified Low risk 10/11/2020
Prepared Plates

RPM -Ready MP1925 HiCrome™ VRE Agar Plate Low Risk 30/10/2018
Prepared Plates

RPM -Ready MP1938 HiCrome™ Acinetobacter Agar Plate Low Risk 16/12/2017
Prepared Plates

RPM -Ready . :

Prepared Plates MP1947 Enriched Tryptone Soya Agar Plate (ETSA) Low risk 20/12/2012
RPM -Ready o . .

Prepared Plates MP1948 Tryptone Soya Serum Bacitracin Vancomycin Agar (TSBV) Low risk 20/12/2012
RPM -Ready ) ) .

Prepared Plates MP1949 Tryptone Soya Agar w/ Hemin & Menadione Low risk 20/12/2012
RPM -Ready MP1966 HiCrome™ Strep B Selective Agar Plate Low risk 30/10/2018
Prepared Plates

RPM -Ready MP1974 HiCrome™ Rapid MRSA Agar Plate Low risk 25/08/2016
Prepared Plates

RPM -Ready HiCrome™ Cronobacter Isolation .

Prepared Plates MP2062l Agar Plate (CCI Agar Plate) Low risk 17/06/2021
RPM -Ready MP2085 Martin Lewin Agar Low risk 30/10/2018
Prepared Plates

RPM -Ready MP2089 Burkholderia cepacia Selective Agar Plate Low risk 10/11/2020
Prepared Plates

RPM -Ready .

Prepared Plates MP211 BHI Agar Plate Low risk 20/12/2012
RPM -Ready MP2116 HiCrome™ Salmoconfirm Selective Agar Plate Low risk 17/06/2021
Prepared Plates

RPM -Ready MP217 Bi.G.G.Y. Agar Plate (Nickerson Agar Plate) Low risk 20/12/2012
Prepared Plates

RPM -Ready MP291 Schaedler Agar Plate Low risk 16/12/2017
Prepared Plates

RPM -Ready MP1296 HiCrome™ Salmonella Agar Plate Low risk 30/10/2018
Prepared Plates

RPM -Ready . .

Prepared Plates MP298 MacConkey Sorbitol Agar Plate Low risk 16/12/2017
RPM -Ready .

Prepared Plates MP317 EMB Agar Plate Low risk 20/12/2012
RPM -Ready MP406 Pseudomonas Isolation Agar Plate Low risk 30/10/2018
Prepared Plates

RPM -Ready . .

Prepared Plates MP413 Thayer Martin Agar Plate w/VCNT Low risk 16/12/2017
RPM -Ready MP467 Hektoen Enteric Agar Plate Low risk 04/07/2018
Prepared Plates
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RPM -Ready . .

Prepared Plates MP491 Anaerobic Agar (Brewer) Plate Low risk 04/07/2018
RPM -Ready o )

Prepared Plates MP540 Phenylethyl Blood Agar Plate w/ 5% Sheep Blood Low risk 25/08/2016
RPM -Ready MP5269 Modified Nickerson Medium Low risk 30/10/2018
Prepared Plates

RPM -Ready MP5208 CNA Agar Plate with 5% Sheep Blood Low Risk 20/12/2012
Prepared Plates

RPM -Ready . .

Prepared Plates MP5304 Blood agar Plate w/5mg/| Gentamicin Low risk 25/08/2016
RPM -Ready o )

Prepared Plates MP5316 Chocolate Agar Plate w/ 5% Sheep Blood Low risk 28/04/2017
RPM -Ready MP5332 Sabouraud Dextrose Agar Plate w/Chloramphenicol & gentamicin Low risk 04/07/2018
Prepared Plates

RPM -Ready MP5333 Chocolate Agar Plate w/ Bacitracin Low risk 04/07/2018
Prepared Plates

RPM -Ready - ’ .

Prepared Plates MP5334 Sabouraud Dextrose Agar plate w/Penicillin & Streptomycin Low risk 04/07/2018
RPM -Ready ) .

Prepared Plates MP5339 Regan Lowe Agar Plate (Charcoal Blood Plate w/Cephalexin) Low risk 16/12/2017
RPM -Ready . .

Prepared Plates MP5340 Bordet Gengou Blood Agar Plate w/Cephalexin Low risk 16/12/2017
RPM -Ready .

Prepared Plates MP5380 BHI Agar Plate w/ Blood Low risk 30/10/2018
RPM -Ready . .

Prepared Plates MP5381 BHI Agar Plate w/ Vancomycin Low risk 30/10/2018
RPM -Ready . .

Prepared Plates MP5382 BHI Blood agar plate w/ Vancomycin Low risk 30/10/2018
RPM -Ready MP5383 BCYE Selective Agar Plate Low risk 30/10/2018
Prepared Plates

RPM -Ready .

Prepared Plates MP5384 GBS Agar Low risk 30/10/2018
RPM -Ready MP5386 Sabouraud Dextrose Agar Plate w/Gentamicin Low risk 30/10/2018
Prepared Plates

RPM -Ready MP5387 Sabouraud Dextrose Agar Plate w/ Cycloheximide Low risk 30/10/2018
Prepared Plates

RPM -Ready MP5389 Mueller Hinton Agar Plate w/ 2% NaCL Low risk 30/10/2018
Prepared Plates

RPM -Ready MP5390 Helicobacter Pylori Selective Agar Low risk 30/10/2018
Prepared Plates

RPM -Ready Low risk 10/06/2021
Prepared Plates MP5476 Mucormycosis Selective Agar Plate

RPM -Ready Candida Selective Agar Plate Low risk 10/06/2021
Prepared Plates MP5477

RPM -Ready MP511 Middlebrook 7H11 Agar w/TCH Low risk 04/07/2018
Prepared Plates

RPM -Ready . .

Prepared Plates MP5426 Middlebrook 7H11 Agar w/ PANTA supplement Low risk 10/11/2020
RPM -Ready . .

Prepared Plates MP616 Tergitol-7 Agar Plate Low risk 25/08/2016
RPM -Ready .

Prepared Plates MP641 MRS Agar Plate Low risk 28/04/2017
RPM -Ready MP636C MYP Agar Plate (100mm plate) Low risk 10/11/2020

Prepared Plates




Microbiology Products Page 59 of 130

RPM -Ready L .
Prepared Plates MP641-| MRS Agar w/ 10 ppm cycloheximide Low risk 28/04/2017
RPM -Ready Sabouraud Dextrose Agar Plate w/Chloramphenicol (50mg/L) and .
Prepared Plates MPe64 Cycloheximide 500mg/L Low Risk 20/12/2012
RPM -Ready .
Prepared Plates MP792 CLED Agar w/ Bromothymol Blue Plate Low risk 20/12/2012
RPM -Ready MP805 Bacteroides Bile Esculin Agar Plate Low risk 25/08/2016
Prepared Plates
RPM -Ready .
Prepared Plates MP813I BCYE Agar Plate Low risk 30/10/2018
RPM -Ready MP843 Yersinia Selective Agar Plate Low risk 30/10/2018
Prepared Plates
RPM -Ready .
Prepared Plates MP870 TCBS Agar Plate Low risk 25/08/2016
RPM -Ready MP975A Anaerobic Blood Agar Plate Low risk 25/08/2016
Prepared Plates
RPM -Ready .
Prepared Plates MP994 Campylobacter Agar Plate Low risk 20/12/2012

- H ™ 0, 0,
RPM -Ready MPV081 MacConkey HiVeg™ Agar Plate w/ CV, Nacl, 0.003% NR and 1.5% Low risk 10/11/2020
Prepared Plates Agar Plate
RPM -Ready MPV173 Mueller Hinton HiVeg™ Agar Plate Low risk 10/11/2020
Prepared Plates
RPM -Ready QpoO1 Middlebrooke 7H11 Agar Plate Low risk 04/07/2018
Prepared Plates
RPM._ Transport MQ651P HiCulture™ Transport Swabs w/ Amies Medium w/ Charcoal Low risk 20/12/2012
Medium w/ swabs
RPM- Transport . ™ . . .
Medium w/ swabs MQ5203P HiCulture™ Transport Swab w/ Enteric Pathogen Transport Medium Low risk 20/12/2012
RPM__ Transport MQ306P HiCulture™ Transport Swabs w/ Stuart Transport Medium Low risk 20/12/2012
Medium w/ swabs
RPM- Viral
Transport Medium | AL167 HiViral Transport Medium Low risk 20/12/2012
w/ swabs
RPM- Viral
Transport Medium | MS052A HiCulture™ Transport Swabs w/Selenite Medium (A) Low risk 25/08/2016
w/ swabs
RPM- Viral
Transport Medium MS316 HiCulture™ Transport Swabs w/CVTR Medium Low risk 20/12/2012
w/ swabs
RPM- Viral
Transport Medium | MS316S HiCulture™ Transport Swabs w/CVTR Medium Low risk 10/11/2020
w/ swabs
RPM- Viral
Transport Medium | MS316SR HiCulture™ Transport Swabs w/CVTR Medium w/metal stick Low risk 10/11/2020
w/ swabs
RPM- Viral
Transport Medium | MS316A HiCulture™ Transport Swabs w/CVTR Medium,Modified Low risk 25/08/2016
w/ swabs
RPM- Viral
Transport Medium MS1145 HiCulture™ Listeria Isolation and Transport Swabs Low risk 20/12/2012
w/ swabs
RPM- Viral
Transport Medium MS1145R HiCulture™ Listeria Isolation and Transport Swabs Low risk 10/11/2020
w/ swabs
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RPM- Viral

Transport Medium MS1145S HiCulture™ Listeria Isolation and Transport Swabs with metal stick Low risk 20/12/2012
w/ swabs

RPM- Transport Hiculture™ Transport swabs w/Modified Campylobacter .

Medium w/ swabs Ms1514 Thioglycollate Medium Low risk 25/08/2016
RPM- Transport Hiculture™ Transport swabs w/Modified Campylobacter .

Medium w/ swabs MS1514R Thioglycollate Medium in polystyrene tube Low risk 10/11/2020
RPM- Transport . - . .

Medium w/ swabs MS1557 Hiculture™ Transport swabs w/BHI broth for H.pylori Low risk 25/08/2016
RPM- Transport . - .

Medium w/ swabs MS1759 Hiculture™ Transport swabs Low risk 25/08/2016
RPM- Transport HiCulture™ Transport Swabs w/ Soyabean Casein Digest Medium .

Medium w/ swabs MS2016A W/6.5% NaCL Low risk 25/08/2016
RPM- Transport HiCulture™ Transport Swabs w/ Soyabean Casein Digest Medium .

Medium w/ swabs MS20168 W/6.5% NaCL Low risk 25/08/2016
RPM- Transport ] ™ . . .

Medium w;/ swabs MS202 HiCulture™ Transport Swabs w/ Cary Blair Medium Low risk 20/12/2012
RPM- Transport ] ™ . . .

Medium w/ swabs MS202A HiCulture™ Transport Swabs w/ Cary Blair Medium (A) Low risk 20/12/2012
RPM.— Transport MS202R HiCulture™ Transport Swabs w/ Cary Blair Medium in polystyrene Low risk 10/11/2020
Medium w/ swabs tube

RPM._ Transport MS202S HiCulture™ Transport Swabs w/ Cary Blair Medium with metal stick Low risk 20/12/2012
Medium w/ swabs

RPM- Transport ] ™ ; . . .

Medium w/ swabs MS2055 HiCulture™ Transport Medium for Helicobacter pylori Low risk 28/04/2017
RPM.— Transport MS2127 H|C'ul.t|.fre .Transport Swab w/ Todd Hewitt Broth w/Colistin & Low risk 10/11/2020
Medium w/ swabs Nalidixic Acid

RPM__ Transport MS306 HiCulture™ Transport Swabs w/ Stuart Transport Medium Low risk 20/12/2012
Medium w/ swabs

RPM__ Transport MS306R HiCulture™ Transport Swabs w/ Stuart Transport Medium Low risk 10/11/2020
Medium w/ swabs

RPM.— Transport MS3065 H|Cu|tur§ Transport Swabs w/ Stuart Transport Medium with Low risk 20/12/2012
Medium w/ swabs metal stick

RPM- Transport HiCulture™ Transport Swabs w/ 0.85% Sodium chloride and 0.1% .

Medium w/ swabs Ms5002 Buffered Ppetone Water in polystyrene tube Low risk 04/07/2018
RPM__ Transport MS5215 HiViral™ Transport Medium for Cloacal Samples Low risk 25/08/2016
Medium w/ swabs

RPM__ Transport MS5296 HiCulture™ Skim Milk Tryptone Glucose Glycerin Medium swabs Low risk 25/08/2016
Medium w/ swabs

RPM._ Transport MS5321 HiCulture Sterile swabs w/ 0.9% Saline Low risk 22/04/2019
Medium w/ swabs

RPM._ Transport MS651 HiCulture™ Transport Swabs w/ Amies Medium w/ Charcoal Low risk 20/12/2012
Medium w/ swabs

RPM.— Transport MS651R HiCulture™ Transport Swabs w/ Amies Medium w/ Charcoal in Low risk 10/11/2020
Medium w/ swabs polystyrene tube

RPM.— Transport MS651S H|Cultur.e Transport Swabs w/ Amies Medium w/ Charcoal with Low risk 20/12/2012
Medium w/ swabs metal stick

RPM.— Transport MSG51SR H|Cu|tur.e Transport Swabs w/ Amies Medium w/ Charcoal with Low risk 10/11/2020
Medium w/ swabs metal stick

RPM._ Transport MS684 HiCulture™ Transport Swabs w/ Amies Medium w/o Charcoal Low risk 20/12/2012
Medium w/ swabs

RPM.— Transport MSG84R HiCulture™ Transport Swabs w/ Amies Medium w/o Charcoal in Low risk 10/11/2020
Medium w/ swabs polystyrene tube

RPM._ Transport MS684A HiCulture™ Transport Swabs w/ Amies Medium (A) Low risk 25/08/2016
Medium w/ swabs
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RPM- Transport

Medium w/ swabs MS684B HiCulture™ Transport Swabs w/ Amies Medium (B) Low risk 25/08/2016
RPM- Transport . - . . .

Medium w/ swabs MS684C HiCulture™ Transport Swabs w/ Amies Medium (C) Low risk 25/08/2016
RPM- Transport . - . . .

Medium w/ swabs MS684D HiCulture™ Transport Swabs w/ Amies Medium (D) Low risk 25/08/2016
RPM'— Transport MS684S H|Cu|turfe Transport Swabs w/ Amies Medium w/o Charcoal with Low risk 20/12/2012
Medium w/ swabs metal stick

RPM- Transport . - . . . -

Medium w/ swabs MS010 HiCulture™ Transport Swabs w/ Alternative Thioglycollate Medium Low risk 20/12/2012
RPM'— Transport MSO10R !—hCuIture Transport Swabs w/ Alternative Thioglycollate Medium Low risk 10/11/2020
Medium w/ swabs in polystyrene tube

RPM.— Transport MSO10S Hl.CuIture T.ransport Swabs w/ Alternative Thioglycollate Medium Low risk 20/12/2012
Medium w/ swabs with metal stick

RPM- Transport ] ™ . .

Medium w;/ swabs MS113 HiCulture™ Transport Swabs w/ Chlamydospore Medium Low risk 20/12/2012
RPM.— Transport MS113R HiCulture™ Transport Swabs w/ Chlamydospore Medium in Low risk 10/11/2020
Medium w/ swabs polystyrene tube

RPM.— Transport MS113S Hl‘CuIture Transport Swabs w/ Chlamydospore Medium with metal Low risk 20/12/2012
Medium w/ swabs stick

RPM.— Transport MS198S Hl‘CuIture Transport Swab w/ Middlebrook 7H9 Broth w/metal Low risk 20/12/2012
Medium w/ swabs stick

RPM._ Transport HiFungal Transport medium w/ Swab Low risk 10/06/2021
Medium w/ swabs | MS5478

RPM- Ready . MT001 Modified Middlebrook 7H9 Broth with Indicator Low risk 20/12/2012
Prepared Medium

RPM-LJ.Medium | ¢ 501 LJ. Medium Slant Low risk 20/12/2012
Slants

;Z':'t'sL'J'MEd'“m SLOO1H LJ. Medium in glass bottle Low risk 04/07/2018
RPM-LJ.Medium | ¢ 5018 LJ. Medium Slant Low risk 20/12/2012
Slants

;Z':'t'sL'J'MEd'“m SLOO1L L.J. Medium Slant in long tube Low risk 20/12/2012
;Z':'t'sL'J'MEd'“m SLOO1LD L.J. Medium Slant (in long tube) Low risk 20/12/2012
;Z':'t'sL'J'MEd'“m SLOOIM LJ.Medium Slant (In Medium Length tube) Low risk 20/12/2012
EIZ:/'t'SL'J'MEd'“m SLO01T L.J. Medium Slant in thick glass bottles Low risk 20/12/2012
RPM-LJ.Medium | ¢ 531x L.J. Medium Slant Low risk 17/06/2021
Slants

RPM- LJ.Medium | ¢, 55 L.J.Medium Kit Low risk 20/12/2012
Slants

RPM- LJ.Medium | ¢, 53 L.J.Medium Plus Kit Low risk 20/12/2012
Slants

SRIZ'r\:lt_s LJ.Medium SLO04 L.J.Medium w/ Pyruvate Low risk 20/12/2012
SRIZ'r\:lt_s LJ.Medium SLOOAL L.J.Medium w/ Pyruvate (0.2%) Low risk 20/12/2012
SRII;I:It—SL.J.Medlum SLO05 L.J.Medium w/ Streptomycin (4 mcg/ml) Low risk 20/12/2012
RPM- L.J.Medium SLOOSL L.J.Medium w/Streptomycin (4 mcg / ml) Low risk 20/12/2012

Slants
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SRII;I:]/lt-SL.J.Medium SLO06 L.J.Medium w/ INH Low risk 20/12/2012
SRIZI:]/It—SL.J.Medium SL007 L.J.Medium Slant w/ Rifampicin (40ug/ml) Low risk 20/12/2012
SRIZ':]"t'SL'J'Medi“m 51008 Acid Egg Medium Slant Low risk 20/12/2012
SRIZ';At_s L.J.Medium SL009 Acid Egg Medium Slant w/ pyruvate Low risk 20/12/2012
SRIZ':]"t'SL'J'Medi“m 51010 Modified L. J. Medium Plus Kit Low risk 20/12/2012
SRIZI:]/It—SL.J.Medium SL011 L.J. Medium Slant w/ Ciprofloxacin Low risk 20/12/2012
SRIF:;/It—SL.J.Medium SLO11L L.J. Medium Slant w/ Ciprofloxacin (12.5 mcg/ml) Low risk 20/12/2012
SRIZ';”t;L'J'MEdi“m 51012 L.J. Medium Slant w/ Amikacin Low risk 20/12/2012
SRIF:;/It—SL.J.Medium SL013 L.J. Medium Slant w/ Clarithromycin Low risk 20/12/2012
SRIF:;/It—SL.J.Medium SL014 L.J. Medium Slant w/Ethionamide (20ug/ml) Low risk 20/12/2012
SRIZ';”t;L'J'MEdi“m 51015 L.J. Medium Slant w/Rifabutin (0.5 pg/ml) Low risk 20/12/2012
SRIF:;/It—SL.J.Medium SL016 L. J. Medium Plus Kit w/ kanamycin pg/ml) Low risk 20/12/2012
SRIF:;/It—SL.J.Medium SL017 L.J. Medium Slant w/ D-Cycloserine (30 pg/ml) Low risk 20/12/2012
;Z';At_sL'J'MEdium SLO17L L.J. Medium Slant w/ D-Cycloserine (30 pg/ml) Low risk 20/12/2012
;Z';At_sL'J'MEdium SL018 L.J.Medium w/Pyrazinamide of pH 5.5 Low risk 20/12/2012
;Z':‘At_sL'J'MEdium SLO18L L.J. Medium Slant w/ Pyrazinamide pH 5.5 Low risk 20/12/2012
;Z';At_sL'J'MEdium SL019 L.M. Slant (Loeffler Medium) Low risk 20/12/2012
;Z';At_sLJMEdium SL020 LJ. Medium w/TCH Low risk 20/12/2012
;Z';At_sL'J'MEdium SLo21 L.J. Medium Slant w/ p-Nitrobenzoic acid (500 pg/ml) Low risk 20/12/2012
;Z?{;"J'Mewum SLO21L L.J. Medium Slant w/ p-Nitrobenzoic acid Low risk 20/12/2012
SRII;Ir\:It—SL.J.Medium SLO22 L.J. Medium Slant w/o Glycerol Low risk 20/12/2012
SRIZ'r\:lt_s L)-Medium SL023 Tuberculosis First Line Kit (Total 7 slants) Low risk 20/12/2012
SRIZ'r\:lt_s LJ-Medium SLo23L Tuberculosis First Line Kit (Total 7 slants) Low risk 20/12/2012
SRIZ'r\:lt_s LJ-Medium SL023LD Tuberculosis First Line Kit (Total 7slants) Low risk 20/12/2012
SRIZ'r\:lt_s LJ-Medium SLO23R Tuberculosis First Line Kit (Total 7 slants) Low risk 20/12/2012
SRIZ'r\:lt_s LJ.Medium SL024 Tuberculosis Second Line Kit (Total 10 slants) Low risk 20/12/2012
SRIZ'r\:lt_s LJ.Medium SL024L Tuberculosis Second Line Kit (Total 10 slants) Low risk 20/12/2012
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SRIZ':]/'t'SL‘J‘Med'“m SL024LD Tuberculosis Second Line Kit (Total 10 slants) Low risk 20/12/2012
SRIZ':]/'t'SL‘J‘Med'“m SLO24R Tuberculosis Second Line Kit (Total 8 slants) Low risk 20/12/2012
SRIZ':]/'t'SL‘J‘Med'“m SL025 Dorset Egg Medium Slant Low risk 20/12/2012
SRIZ':]/'t'SL‘J‘Med'“m SL026 L.J. Medium Slant w/Streptomycin (5mcg) Low risk 20/12/2012
SRIZ':]/'t'SL‘J‘Med'“m sL027 L.J. Medium Slant w/Ethambutol (2mcg) Low risk 20/12/2012
SRIZ':]/'t'SL‘J‘Med'“m SL029 L.J. Medium Slant w/P-Amino Salicylic acid Low risk 20/12/2012
SRIF::‘At;L'J'MEdlum SLO29L L.J. Medium Slant w/ p-Aminosalicylic acid Low risk 20/12/2012
RPM- Ready sL031 Dermatophyte Test Medium Slant Low risk 20/12/2012
Prepared Slants

RPM- Ready . :

Prepared Slants SL032 Kligler Iron Agar Slant Low risk 20/12/2012
RPM- Ready - . .

Prepared Slants SLO33 Motility Indole Lysine Agar Slant Low risk 20/12/2012
RPM- Ready SL034 Simmons Citrate Agar Slant Low risk 20/12/2012
Prepared Slants

RPM- Ready SLO34T Simmon Citrate Agar Slant in long tubes Low risk 20/12/2012
Prepared Slants

RPM- Ready .

Prepared Slants SL035 Urea Agar Slant Low risk 20/12/2012
RPM- Ready SLO35T Urea Agar Slant in Tube Low risk 20/12/2012
Prepared Slants

RPM- Ready SLO36 Sabouraud Dextrose Agar Slant Low risk 20/12/2012
Prepared Slants

RPM- Ready SLO36L Sabouraud Dextrose Agar Slant Low risk 08/12/2017
Prepared Slants

SRIZ':w/lt_s LJ.Medium SL037 Tuberculosis First Line Plus Kit (Total 9 slants) Low risk 20/12/2012
;Z';At_sL'J'MEdlum SLO37R Tuberculosis First Line Plus Kit (9 slants) Low risk 20/12/2012
SRIZ':w/lt_s LJ.Medium SLO38 Tuberculosis Second Line Plus Kit (Total 11 slants) Low risk 20/12/2012
;Z?t_sLJ'MEdlum SLO38R Tuberculosis Second Line Plus Kit (11 slants) Low risk 20/12/2012
SRII;I:It—SL.J.Medlum SLO38U Lowenstein - Jensen Medium Slant with tu Low risk 20/12/2012
SRII;I:It—SL.J.Medlum SL040 L.J. Medium Slant w/ Moxifloxacin Low risk 20/12/2012
RPM- Ready . .

Prepared Slants SL041 Gelatin Agar Slant Low risk 20/12/2012
RPM- Ready SL042 MIU Medium Slant Low risk 20/12/2012
Prepared Slants

RPM- Ready . .

Prepared Slants SL043 Nitrate Agar Slant Low risk 20/12/2012
RPM- Ready . .

Prepared Slants SL044 Phenyl Alanine Agar Slant Low risk 20/12/2012
RPM- Ready . :

Prepared Slants SL045 Triple Sugar Iron Agar Slant Low risk 20/12/2012
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::r:s;:;a;\;nts SLO45T Triple Sugar Iron Agar Slant in Tube Low risk 20/12/2012
SRIZI:]/It—SL.J.Medium sLo47 LJ.Medium Slant w/ Ethambutol (2pg/ml) Low risk 20/12/2012
SRIZI:]/It—SL.J.Medium SL049 L.J. Medium Slant w/ Ofloxacin (2 ug/ml) Low risk 20/12/2012
SRIZI:]/It—SL.J.Medium SLO49L L.J Medium Slant w/ Ofloxacin (2pg/ml) (long tube) Low risk 20/12/2012
SRIZI:]/It—SL.J.Medium SLO55L L.J.Medium Slant w/ Isoniazide (0.2 mcg/ml) Low risk 20/12/2012
SRIZI:]/It—SL.J.Medium SLo61 L.J. Medium Slant w/ Pyrazinamide (50 pg/ml) Low risk 20/12/2012
SRIF:;/It—SL.J.Medium SLO66 L.J. Medium Slant w/ Capreomycin (20 pug/ml) Low risk 20/12/2012
SRIF:;/It—SL.J.Medium SLo67 L.J. Medium Slant w/ Capreomycin (40 pug/ml) Low risk 20/12/2012
SRIF:;/It—SL.J.Medium SLO67L L.J Medium Slant w/ Capreomycin (40 pg/ml) (long tube) Low risk 20/12/2012
SRIF:;/It—SL.J.Medium SLO67X L.J Medium Slant w/ Capreomycin (40 pg/ml) Low risk 17/06/2021
SRIF:;/It—SL.J.Medium SL070 L.J. Medium Slant w/ D-Cycloserine (40 pg/ml) Low risk 20/12/2012
SRIF:;/It—SL.J.Medium SLo71 L.J. Medium Slant w/ Ethambutol (4 pg/ml) Low risk 20/12/2012
SRIF;I;At;L.J.Medium SL072 L.J. Medium Slant w/ Ethambutol (5 pg/ml) Low risk 20/12/2012
;Z';At_sL'J'MEdium SLO076 L.J. Medium Slant w/Ethionamide (40ug/ml) Low risk 20/12/2012
;Z';At_sL'J'MEdium SL078 L.J. Medium Slant w/ Isoniazide (0.2 ug/ml) Low risk 20/12/2012
;Z';At_sL'J'MEdium SL079 L.J. Medium Slant w/ Isoniazide (5 ug/ml) Low risk 20/12/2012
;Z';At_sL'J'MEdium SL081 L.J. Medium Slant w/ Kanamycin (20 pg/ml) Low risk 20/12/2012
;Z';At_sL'J'MEdium SLO81L L.J. Medium Slant w/ Kanamycin (20pg/ml) Low risk 20/12/2012
;Z';At_sL'J'MEdium SL082 L.J. Medium Slant w/ Kanamycin (30 pg/ml) Low risk 20/12/2012
;Z?t_sLJ'MEdium SL091 L.J. Medium Slant w/ p-Aminosalicyclic acid (0.25 pg/ml) Low risk 20/12/2012
SRII;Ir\:It—SL.J.Medium SL092 L.J. Medium Slant w/ p-Aminosalicyclic acid (0.5 ug/ml) Low risk 20/12/2012
SRII;Ir\:It—SL.J.Medium SL092L L.J. Medium Slant w/ p-Aminosalicyclic acid Low risk 20/12/2012
SRII;Ir\:It—SL.J.Medium SL094 L.J. Medium Slant w/ Ciprofloxacin 2ug/ml Low risk 20/12/2012
SRII;Ir\:It—SL.J.Medium SL098 L.J. Medium Slant w/ Pyruvate (0.2%) Low risk 20/12/2012
SRII;Ir\:It—SL.J.Medium SL099 L.J.Medium Slants w/ Isoniazid (0.2 pg/ml) Low risk 20/12/2012
SRII;Ir\:It—SL.J.Medium SL105L L.J.Medium Slant w/ Rifampicin (20mcg/ml) Low risk 20/12/2012
SRII;Ir\:It—SL.J.Medium SL107 L.J. Medium Slant w/ Rifampicin (50 pg/ml) Low risk 20/12/2012
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SRIZI:]/It—SL.J.Medium SL109 L.J. Medium Slant w/ Streptomycin (8 pg/ml) Low risk 20/12/2012
SRIZI:‘/It—SL.J.Medium SL110 L.J. Medium Slant w/ Streptomycin (25 pg/ml) Low risk 20/12/2012
SRIZI:]/It—SL.J.Medium SL115 L.J. Medium Slant w/ Pyrazinamide of pH 5.5 Low risk 20/12/2012
SRIZI:]/It—SL.J.Medium SL115L L.J. Medium Slant w/ Pyrazinamide pH 5.5 Low risk 20/12/2012
ﬁfx;z‘z’sl‘; Lo | sus Rapid UTI Diagnostic Slants Low risk 20/12/2012
SRIZ':]"t'SL'J'Medi“m sL120L LJ. Medium Slant pH 5.5 Low risk 20/12/2012
SRIF:;/It—SL.J.Medium SL121 HiPyrazide glass tube w/ PYZ agar Low risk 20/12/2012
SRIF:;At_s LJ-Medium SL121R HiPyrazide glass tube w/ PYZ agar Low risk 10/11/2020
SRIF:;/It—SL.J.Medium SL122 HiCatalase glass tubes w/ 5ml of L.J. medium Low risk 20/12/2012
SRIF:;/It—SL.J.Medium SL122R HiCatalase glass tubes w/ 5ml of L.J. medium Low risk 10/11/2020
SRIF:;/It—SL.J.Medium SL123 Tuberculosis first line plus kit (Modified) Low risk 20/12/2012
SRIF:;/It—SL.J.Medium SL124 LJ. Medium slant (Tubes with Aluminium caps) Low risk 20/12/2012
SRIF:;/It—SL.J.Medium SL125 L.J. Medium w/Isoniazid (1.0ug/ml) (Tube Low risk 20/12/2012
;Z';At_sL'J'MEdium SL125L L.J.Medium Slant w/ Isoniazide (1Imcg/ml) Low risk 20/12/2012
;Z';At_sL'J'MEdium SL125M L.J.Medium Slant w/ Isoniazid in Maccart Low risk 20/12/2012
;Z';At_sL'J'MEdium SL125X L. J. Medium Slant w/ Isoniazide (1pg/ml) Low risk 17/06/2021
;Z';At_sL'J'MEdium SL126 L.J. Medium w/Rifampicin (40.0ug/ml) Low risk 20/12/2012
;Z';At_sL'J'MEdium SL126L L.J.Medium Slant w/ Rifampicin (40mcg/ml Low risk 20/12/2012
;Z';At_sL'J'MEdium SL126M L.J.Medium Slant w/ Rifampicin in Maccar Low risk 20/12/2012
;Z?t_sLJ'MEdium SL126X L. J. Medium Slant w/ Rifampicin (40.0 pg/ml) Low risk 17/06/2021
SRII;Ir\:It—SL.J.Medium sL127 L.J. Medium w/Ethambutol (2.0ug/ml) Low risk 20/12/2012
SRII;Ir\:It—SL.J.Medium SL127L L.J. Medium Slant w/Ethambutol (2pg/ml) Low risk 20/12/2012
SRII;I:It—SL.J.Medium SL127X L. J. Medium Slant w/ Ethambutol (2.0 pg/ml) Low risk 17/06/2021
SRII;Ir\:It—SL.J.Medium SL128 L.J. Medium w/Streptomycin (10.0ug/ml) Low risk 20/12/2012
SRII;Ir\:It—SL.J.Medium SL128L L.J.Medium w/Streptomycin - 10mcg / Ml Low risk 20/12/2012
SRII;Ir\:It—SL.J.Medium SL129 L.J. Medium w/Ethionamide (30.0pg/ml) Low risk 20/12/2012
SRII;Ir\:It—SL.J.Medium SL130 L.J. Medium w/Kanamycin (30.0pg/ml Low risk 20/12/2012
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SRIZI:]/It—SL.J.Medium SL130L L.J. Medium Slant w/ Kanamycin (30ug/ml) Low risk 20/12/2012
SRIZI:]/It—SL.J.Medium SL131 L.J. Medium w/Ofloxacin (2.0ug/ml) Low risk 20/12/2012
SRIZI:]/It—SL.J.Medium SL132 L.J. Medium w/Capreomycin (30.0pg/ml) Low risk 20/12/2012
SRIZI:]/It—SL.J.Medium SL133 L.J. Medium w/P-aminosalicylic acid (1.0 Low risk 20/12/2012
SRIZI:]/It—SL.J.Medium SL136L Tuberculosis Second Line Kit, Modified Low risk 20/12/2012
SRIZ':]"t'SL'J'Medi“m sL141 Modified L. J. Medium Plus Kit Low risk 20/12/2012
Er:s;ziiaglznts SL142 Cystine Tryptone Agar with 1% Sugars Low risk 20/12/2012
gfx;fj‘gé e | st Tuberculosis First Line Kit, Modified Low risk 20/12/2012
SRIF:;/It—SL.J.Medium SL144 L.J Medium slant w/ Amikacin (1.0 pg/ml) Low risk 20/12/2012
SRIF:;/It—SL.J.Medium sL147 L.J. Medium Slant w/Rifampicin (64pg/ml) Low risk 20/12/2012
SRIF:;/It—SL.J.Medium SL148 L.J. Medium Slant w/Ethambutol (6pg/ml) Low risk 20/12/2012
SRIF:;/It—SL.J.Medium SL149 L.J. Medium Slant w/Streptomycin (16pg/ml) Low risk 20/12/2012
SRIF:;/It—SL.J.Medium SL150 L.J Medium slant w/ Streptomycin (32 pg/ml) Low risk 20/12/2012
SRIZ':w/lt_s L.J.Medium SL151 TB Five Antitubercular Kit w/o Control Low risk 20/12/2012
;Z';At_sL'J'MEdium SL152 Kit for Mycobiograme in Lowenstein Jensen Low risk 20/12/2012
;Z';At_sL'J'MEdium SL153 Tuberculosis First Line Plus Kit (Modified) Low risk 20/12/2012
;Z';At_sL'J'MEdium SL154 L.J. Medium Plus Kit (total 9 slants) Low risk 20/12/2012
;Z';"t'SL'J'MEdi“m sL1s5L L.J. Medium Slant w/ TCH Low risk 20/12/2012
;Z';At_sL'J'MEdium SL156 L.J.Medium Slant w/Rifampicin (128 pg /ml) Low risk 20/12/2012
;Z?t_sLJ'MEdium SL157 L.J.Medium Slant w/Pyrazinamide pH 5.5 Low risk 20/12/2012
SRII;Ir\:It—SL.J.Medium SL158 L.J.Medium Slant w/Ethambutol (8 pg/ml) Low risk 20/12/2012
SRII;Ir\:It—SL.J.Medium SL159 L.J. Medium Slant w/Ethambutol (16 pg/ml) Low risk 20/12/2012
SRIZ'r\:lt_s L.J.Medium SL160L Tuberculosis kit with antitubercular Age Low risk 20/12/2012
SRII;Ir\:It—SL.J.Medium SL161 L.J. Medium Slant w/ Ciprofloxacin (16 ug/ml) Low risk 20/12/2012
SRII;Ir\:It—SL.J.Medium SL162 L.J. Medium Slant w/ Ciprofloxacin Low risk 20/12/2012
SRIZIr:/It—SL.J.Medium SL163 L.J. Medium Slant w/Amikacin (20 pg/ml) Low risk 20/12/2012
SRII;Ir\:It—SL.J.Medium SL164 L.J. Medium Slant w/Amikacin (700 pg/ml) Low risk 20/12/2012
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SRIZ':]"t'SL'J'Medi“m sL165L LJ.Medium w/ Pyruvate (0.48%) Low risk 20/12/2012
SRIZ';At_s LJ.Medium SL166L Tuberculosis kit with antitubercular Agent Low risk 20/12/2012
SRIZI:]/It—SL.J.Medium SL167 L.J. Medium slants w/ Augmentin(20ug/ml) Low risk 20/12/2012
SRIZI:]/It—SL.J.Medium SL168 L.J.Medium Slant w/ Ofloxacin (40ug/ml) Low risk 25/08/2016
SRIZI:]/It—SL.J.Medium SL168L L.J.Medium Slant w/ Ofloxacin (40ug/ml) (long tube) Low risk 20/12/2012
SRIZI:]/It—SL.J.Medium SL169 L.J.Medium Slant w/ Ethionamide (20ug/ml Low risk 25/08/2016
SRIF:;/It—SL.J.Medium SL169L L.J.Medium Slant w/ Ethionamide (20pg/ml) (long tube) Low risk 20/12/2012
SRIF:;/It—SL.J.Medium SL170L L.J Medium Slant w/ Ethionamide (40ug/ml) (long tube) Low risk 20/12/2012
SRIF:;/It—SL.J.Medium SL170X L.J Medium Slant w/ Ethionamide (40 pg/ml) Low risk 17/06/2021
SRIF:;/It—SL.J.Medium SL171L L.J Medium Slant w/ p-Amino salicylic acid (1ug/ml) (long tube) Low risk 20/12/2012
Er:s;ziiaglznts SL172 Chocolate Agar Slant Low risk 20/12/2012
Er:s;ziiaglznts SL173 Nutrient Agar Slant Low risk 20/12/2012
Er:s;ziiaglznts SL174 B.C.G.-Dextrose Agar Butt (Synder Test Agar) Low risk 20/12/2012
;Z';At_sL'J'MEdium SL175L L.J.Medium Slant w/ Amikacin (30mcg/ml) Low risk 20/12/2012
;Z';At_sL'J'MEdium SL175X L. J. Medium Slant w/ Amikacin (30 mcg/ml) Low risk 17/06/2021
;Z';At_sL'J'MEdium SL176L L.J.Medium Slant w/ Ofloxacin (4mcg/ml) Low risk 20/12/2012
;Z';At_sL'J'MEdium SL177 Tuberculosis First Line Kit, Modified (Total 5 slants) Low risk 20/12/2012
;Z';At_sL'J'MEdium SL179 L.J.Slopes for BCG Vaccines Low risk 20/12/2012
gfe":’;:ifgé " 51180 BHI Agar Slant w/5% Sheep Blood Low risk 20/12/2012
’F;fel\p/l);fezagléms sL181 sztAag;?CSiLant w/10 % Sheep Blood,Chloramphenicol and Low risk 20/12/2012
::rpe'\:);feedaglénts SL182 BHI CC Agar Slant w/10 % Sheep Blood and Gentamicin Low risk 20/12/2012
SRII;Ir\:It—SL.J.Medium SL187 L.J.Medium slants w/ LCN Supplement Low risk 25/08/2016
SRII;Ir\:It—SL.J.Medium SL188L L.J.Medium Slant w/ Levofloxacin (2 mg/ml) Low risk 16/12/2017
SRII;I:It—SL.J.Medium SL188X L.J Medium Slant w/ Levofloxacin (2 pg/ml) Low risk 17/06/2021
SRII;Ir\:It—SL.J.Medium SL189L L.J.Medium Slant w/ Levofloxacin (2.5 mg/ml) Low risk 16/12/2017
SRII;Ir\:It—SL.J.Medium SL189X L.J Medium Slant w/ Moxifloxacin (2.5 ug/ml) Low risk 17/06/2021
SRII;Ir\:It—SL.J.Medium SL190 L.J.Medium Slant w/ Rifampicin (20mcg/ml) Low risk 04/07/2018
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RPM- L.J.Medium
Slants

SL191

L.J.Medium Slant w/ Amikacin (8mcg/ml)

Low risk 04/07/2018

RPM- L.J.Medium
Slants

SL192

L.J.Medium Slant w/ Ofloxacin (5mcg/ml)

Low risk 04/07/2018

RPM- L.J.Medium
Slants

SL193

L.J.Medium Slant w/ Levofloxacin (5 mcg/ml)

Low risk 04/07/2018

RPM- L.J.Medium
Slants

SL194

L.J.Medium Slant w/ Ethionamide (5 mcg/ml)

Low risk 04/07/2018

RPM- L.J.Medium
Slants

SL195

L.J.Medium Slant w/ Ethionamide (25 mcg/ml)

Low risk 04/07/2018

RPM- L.J.Medium
Slants

SL196

L.J.Medium Slant w/ Prothionamide (5 mcg/ml)

Low risk 04/07/2018

RPM- L.J.Medium
Slants

SL197

L.J.Medium Slant w/ Prothionamide (25 mcg/ml)

Low risk 04/07/2018

RPM- L.J.Medium
Slants

SL198

L.J.Medium Slant w/ Linezolid (30 mcg/ml)

Low risk 04/07/2018

RPM- L.J.Medium
Slants

SL199

L.J.Medium Slant w/ Clofazimine (1 mcg/ml)

Low risk 04/07/2018

RPM- L.J.Medium
Slants

SL202

Middlebrook 7H10 Agar Slant

Low risk 30/10/2018

RPM- L.J.Medium
Slants

SL204

L.J. Medium Slant w/ Prothionamide (40 mcg/ml)

Low risk 22/04/2019

RPM- L.J.Medium
Slants

SL205

L.J. Medium Slant w/ Amikacin (40 mcg/ml)

Low risk 22/04/2019

RPM- L.J.Medium
Slants

SL211

BHI Agar Slant

Low risk 30/10/2018

RPM- L.J.Medium
Slants

SL1067L

Sabouraus Chloramphenicol Agar Slant

Low risk 16/12/2017

RPM- Ready
Prepared Solid
Medium

SM001

Nutrient Agar

Low risk 20/12/2012

RPM- Ready
Prepared Solid
Medium

SMO001CCL

Nutrient Agar

Low risk 22/04/2019

RPM- Ready
Prepared Solid
Medium

SM001D

Nutrient Agar

Low risk 20/12/2012

RPM- Ready
Prepared Solid
Medium

SMO016C

Brilliant Green Agar, Modified

Low risk 22/04/2019

RPM- Ready
Prepared Solid
Medium

SM027C

Bismuth Sulphite Agar

Low risk 22/04/2019

RPM- Ready
Prepared Solid
Medium

SM049C

Violet Red Bile Agar

Low risk 17/06/2021

RPM- Ready
Prepared Solid
Medium

SMO049D

Violet Red Bile Agar

Low risk 22/04/2019

RPM- Ready
Prepared Solid
Medium

SMO063

Sabouraud Dextrose Agar

Low risk 04/07/2018

RPM- Ready
Prepared Solid
Medium

SMO063D

Sabouraud Dextrose Agar

Low risk 25/08/2016
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RPM- Ready
Prepared Solid
Medium

SM078

Kligler Iron Agar

Low risk

25/08/2016

RPM- Ready
Prepared Solid
Medium

SM081

MacConkey Agar

Low risk

20/12/2012

RPM- Ready
Prepared Solid
Medium

SM081D

MacConkey Agar

Low risk

20/12/2012

RPM- Ready
Prepared Solid
Medium

SM082

MacConkey Agar

Low risk

20/12/2012

RPM- Ready
Prepared Solid
Medium

SM082D

MacConkey Agar

Low risk

20/12/2012

RPM- Ready
Prepared Solid
Medium

SM091

Plate Count Agar

Low risk

04/07/2018

RPM- Ready
Prepared Solid
Medium

SM091D

Plate Count Agar

Low risk

22/04/2019

RPM- Ready
Prepared Solid
Medium

SM091DCC

Plate Count Agar

Low risk

04/07/2018

RPM- Ready
Prepared Solid
Medium

SMO091M

Plate Count Agar

Low risk

04/07/2018

RPM- Ready
Prepared Solid
Medium

SM103A

Modified Chocolate Agar Kit w/o Selective

Low risk

25/08/2016

RPM- Ready
Prepared Solid
Medium

SM103AR

Modified Chocolate Agar kit w/osupplement

Low risk

10/11/2020

RPM- Ready
Prepared Solid
Medium

SM103H

Modified Chocolate Agar kit

Low risk

25/08/2016

RPM- Ready
Prepared Solid
Medium

SM103HR

Modified Chocolate Agar kit w/supplement

Low risk

10/11/2020

RPM- Ready
Prepared Solid
Medium

SM1067

Sabouraud Chloramphenicol Agar Plate

Low risk

04/07/2018

RPM- Ready
Prepared Solid
Medium

SM1067C

Sabouraud Chloramphenicol Agar Plate

Low risk

04/07/2018

RPM- Ready
Prepared Solid
Medium

SM1067D

Sabouraud Chloramphenicol Agar

Low risk

17/06/2021

RPM- Ready
Prepared Solid
Medium

SM1067CCL

Sabouraud Chloramphenicol Agar Plate

Low risk

04/07/2018

RPM- Ready
Prepared Solid
Medium

SM1296D

HiCrome™ Salmonella Agar

Low risk

04/07/2018
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RPM- Ready
Prepared Solid SM1297A HiCrome™ Candida Differential Agar Low risk 25/08/2016
Medium

RPM- Ready
Prepared Solid SM1353 HiCrome™ UTI Agar Low risk 20/12/2012
Medium

RPM- Ready
Prepared Solid SM1353CC HiCrome™ UTI Agar Low risk 04/07/2018
Medium

RPM- Ready
Prepared Solid SM154D Reinforced Clostridial Agar Low risk 10/11/2020
Medium

RPM- Ready
Prepared Solid SM173 Mueller Hinton Agar Low risk 20/12/2012
Medium

RPM- Ready
Prepared Solid SM173CCL Mueller Hinton Agar Low risk 22/04/2019
Medium

RPM- Ready
Prepared Solid SM173D Mueller Hinton Agar Low risk 20/12/2012
Medium

RPM- Ready
Prepared Solid SM211 BHI Agar Low risk 20/12/2012
Medium

RPM- Ready
Prepared Solid SM211D BHI Agar Low risk 20/12/2012
Medium

RPM- Ready
Prepared Solid SM331C Wilson Blair Agar Low risk 22/04/2019
Medium

RPM- Ready
Prepared Solid SM434 GC Agar Low risk 25/08/2016
Medium

RPM- Ready
Prepared Solid SMA434R Modified GC Agar Kit Low risk 10/11/2020
Medium

RPM- Ready
Prepared Solid SM434H GC Agar,Modified Low risk 25/08/2016
Medium

RPM- Ready
Prepared Solid SM467 Hektoen Enteric Agar Low risk 20/12/2012
Medium

RPM- Ready
Prepared Solid SM467D Hektoen Enteric Agar Low risk 20/12/2012
Medium

RPM- Ready
Prepared Solid SM792 C.L.E.D. Agar w/ Bromothymol Blue Low risk 30/10/2018
Medium

RPM- Ready
Prepared Solid SM837 Tryptose Sulphite Cycloserine(T.S.C) Agar Low risk 17/06/2021
Medium

RPM- Ready
Prepared Solid SM933D Orange Serum Agar Low risk 22/04/2019
Medium
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RPM- Ready
Prepared UTI K041 Rapid UTI ABST Kit Low Risk 20/12/2012
Diagnostic Kits

RPM- Ready
Prepared UTI KO84A Ecopathology Uro Kit-1 Low risk 20/12/2012
Diagnostic Kits

RPM- Ready
Prepared UTI K084B Ecopathology Uro Kit-1, Modified Low risk 30/10/2018
Diagnostic Kits

RPM- Ready
Prepared UTI KO85A Ecopathology Uro Kit-2 Low risk 20/12/2012
Diagnostic Kits

RPM- Ready
Prepared UTI K089 Ecopathology Uro Kit-3 Low risk 20/12/2012
Diagnostic Kits

RPM- Ready
Prepared UTI K090 Ecopathology Uro Kit-4 Low risk 20/12/2012
Diagnostic Kits

RPM- Biochemical
Kits for K043 Nitrate Reduction Test Kit for Mycobacteria Low risk 20/12/2012
Mycobacteria

RPM- Biochemical
Kits for K044 Catalase Test Kit for Mycobacteria Low risk 20/12/2012
Mycobacteria

RPM- Biochemical
Kits for KO44R Catalase Test Kit for Mycobacteria Low risk 10/11/2020
Mycobacteria

RPM- Biochemical
Kits for K045 Pyrazinmidase Test Kit for Mycobacteria Low risk 20/12/2012
Mycobacteria

RPM- Biochemical
Kits for KO45R Pyrazinmidase Test Kit for Mycobacteria ( Low risk 10/11/2020
Mycobacteria

RPM- Biochemical
Kits for K046 Thiopene Carboxylic Hydrazide Test Kit for Mycobacteria Low risk 20/12/2012
Mycobacteria

RPM- Biochemical
Kits for K047 Niacin Detection Kit w/ syringe Low risk 20/12/2012
Mycobacteria

RPM- Biochemical
Kits for K048 Niacin Detection Kit Modified w/o syringe Low risk 20/12/2012
Mycobacteria

RPM- Biochemical
Kits for K050 Kit for Selective Isolation of M.tuberculosis Low risk 20/12/2012
Mycobacteria

RPM-MRSA Kits K058S MRSA Alert kit (w/swabs) Low risk 25/08/2016
RPM-MRSA Kits KO58SR MeReSa Agar Base,MRSA Alert Kit (w/swabs) Low risk 25/08/2016
RPM-MRSA Kits KO86R Enterococcus Presumptive Broth (VRE Alert) Low risk 25/08/2016
RPM- Ready

Prepared Low risk 10/06/2021
Diagnostic Kits K144 Mucormycosis Detection Kit

RPM- Biochemical | 5 HiIIMVIC™ Biochemical Test Kit Low risk 20/12/2012
Identification Kits

RPM- Biochemical | 551 o HiIMViC Biochemical Test Kit Low risk 25/08/2016

Identification Kits
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RPM- Biochemical {00, HiAssorted™ Biochemical Test Kit Low risk 20/12/2012
Identification Kits

RPM- Biochemical o000 HiAssorted Biochemical Test Kit Low risk 25/08/2016
Identification Kits

RPM- Biochemical {005 Hi25™ Enterobacteriaceae Identification Kit Low risk 20/12/2012
Identification Kits

RPM- Biochemical -\ o030 Hi25 Enterobacteriaceae Identification Kit Low risk 25/08/2016
Identification Kits

RPM- Biochemical - ™ A . .

Identification Kits KB004 HiStaph™ Identification Kit Low risk 20/12/2012
RPM- Biochemical . P . .

Identification Kits KBOO4R HiStaph Identification Kit Low risk 25/08/2016
RPM- Biochemical {00 ) HiStrep™ Identification Kit Low risk 20/12/2012
Identification Kits

RPM- Biochemical o oc g HiStrep Identification Kit Low risk 25/08/2016
Identification Kits

RPM- Biochemical - o HiCandida™ Identification Kit Low risk 20/12/2012
Identification Kits

RPM- Biochemical -\ o0 ep HiCandida Identification Kit Low risk 25/08/2016
Identification Kits

RPM- Biochemical - o0y HiVibrio™ Identification Kit Low risk 20/12/2012
Identification Kits

RPM- Biochemical - o op HiVibrio Identification Kit Low risk 25/08/2016
Identification Kits

RPM- Biochemical - o HiNeisseria™ Identification Kit Low risk 20/12/2012
Identification Kits

RPM- Biochemical -\ o oop HiNeisseria Identification Kit Low risk 25/08/2016
Identification Kits

RPM- Biochemical {0 00q HiCarbo™ Kit Low risk 20/12/2012
Identification Kits

RPM- Biochemical -\ o op HiCarbo Kit Low risk 25/08/2016
Identification Kits

RPM- Biochemical {00\ HiCarbo™ Kit- Part A Low risk 20/12/2012
Identification Kits

RPM- Biochemical - oo g HiCarbo Kit- Part A Low risk 25/08/2016
Identification Kits

RPM- Biochemical o qp, HiCarbo™ Kit- Part B Low risk 20/12/2012
Identification Kits

RPM- Biochemical - o0 HiCarbo™ Kit- Part C Low risk 20/12/2012
Identification Kits

RPM- Biochemical - o) g HiE. coli™ Identification Kit Low risk 20/12/2012
Identification Kits

RPM- Biochemical - o) o HiE.coli™ Identification Kit Low risk 25/08/2016
Identification Kits

RPM_.E.;IOC.heml_caI KBO11 HiSalmonella™ Identification Kit Low risk 20/12/2012
Identification Kits

RPM_.E.;IOC.heml_caI KBO11R HiSalmonella Identification Kit Low risk 25/08/2016
Identification Kits

RPM- Biochemical 0,5 0 HiListeria™ Identification Kit Low risk 20/12/2012
Identification Kits

RPM- Biochemical o1 aR HiListeria Identification Kit Low risk 25/08/2016
Identification Kits

RPM- Biochemical = {0, 5 HiBacillus™ Identification Kit Low risk 20/12/2012
Identification Kits
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RPM- Biochemical oo, 50 HiCarbo Kit (HiBacillus Identification Kit) Low risk 25/08/2016
Identification Kits
RPM- Biochemical - o) 4 HiAcinetobacter™ Identification Kit Low risk 20/12/2012
Identification Kits
RPM- Biochemical o0, /o HiCarbo Kit (HiAcinetobacter Identification Kit) Low risk 25/08/2016
Identification Kits
RPM- Biochemical . . e L. . .
Identification Kits KB015 HiCorynebacteria Identification Kit Low risk 12/08/2015
RPM- Biochemical o) ¢ Hi24™ Enterobacteriaceae Identification Kit, Modified Low risk 12/08/2015
Identification Kits
RPM- Biochemical {0, Hi24™ Nonfermenters Identification Kit Low risk 28/04/2017
Identification Kits
RPM- Biochemical 0> HiLacto Identification Kit Low risk 28/04/2017
Identification Kits
RPM- Biochemical {0 0) ) HiBifido Identification Kit Low risk 28/04/2017
Identification Kits
RPM- Biochemical {01507 HiMotility™ Biochemical Kit for E.coli Low risk 20/12/2012
Identification Kits
RPM- Biochemical 015010 HiMotility Biochemical Kit for E.coli Low risk 25/08/2016
Identification Kits
RPM- Biochemical {01505 HiMotility™ Biochemical Kit for Salmonella Low risk 20/12/2012
Identification Kits
RPM- Biochemical 015050 HiMotility™ Biochemical Kit for Salmonella Low risk 25/08/2016
Identification Kits
RPM- Biochemical |\ 01503 HiMotility™ Biochemical Kit for Listeria Low risk 20/12/2012
Identification Kits
RPM- Biochemical o) 0630R HiMotility™ Biochemical Kit for Listeria Low risk 25/08/2016
Identification Kits
Product group Type/ Model / Device Name Risk Class Date o.f CE

Ref number compliance
Epidemeology
Screening Kit
ESK- .HI Auvreus' KO53AD Hiaureus Coagulase Confrimation Kit (w/o swabs) Low risk 07/02/2012
Confirmation Kits
ESK- .HI Auvreus' KO53ADS Hiaureus Coagulase Confrimation Kit (w/ swabs) Low risk 07/02/2012
Confirmation Kits
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Product group Type/ Model Device Name Risk Class Date o_f CE

/ Ref number compliance
Bacteriological
Differentiation Aids
BDA- HiDtect Rapid DTO01 HiDtect™ UTI Identification Disc Low risk 20/12/2012
Identification Discs
BDA- HiDtect Rapid DT003 HiDtect™ Pseudomonas Identification Disc Low risk 20/12/2012
Identification Discs
BDA- HiDtect Rapid DTO15 HiDtect™ Universal Enviro Identification Disc Low risk 20/12/2012
Identification Discs
BDA- Readymade 1001 Andrade’s Indicator Low risk 20/12/2012
Indicators in Liquid
BDA_ Read.ym?de. 1002 Bromocresol Green Indicator Low risk 20/12/2012
Indicators in Liquid
BDA_ Read.ym?de. 1003 Bromocresol Purple Indicator Low risk 20/12/2012
Indicators in Liquid
BDA_ Read.ym?de. 1004 Bromophenol Blue Indicator Low risk 20/12/2012
Indicators in Liquid
BDA_ Read.ym?de. 1005 Bromothymol Blue Indicator Low risk 20/12/2012
Indicators in Liquid
BDA- Readymade . .
Indicators in Liquid 1006 Methyl Orange Indicator Low risk 20/12/2012
BDA- Readymade 1007 Methyl Red Indicator Low risk 20/12/2012
Indicators in Liquid
BDA- Readymade 1008 Neutral Red Indicator Low risk 20/12/2012
Indicators in Liquid
BDA- Readymade 1009 Phenolphthalein, 0.1% w/v Low risk 20/12/2012
Indicators in Liquid
BDA- Readymade 1010 Phenol Red Indicator Low risk 20/12/2012
Indicators in Liquid
BDA- Readymade 1011 Thymol Blue Indicator Low risk 20/12/2012
Indicators in Liquid
BDA- Readymade . . .
Indicators in Liquid 1012 Thymolphthalein Indicator Low risk 20/12/2012
BDA- Readymade 1013 Universal Indicator Low risk 20/12/2012
Indicators in Liquid
BDA- Readymade 1014 Mixed Indicator Solution (25X) Low risk 20/12/2012
Indicators in Liquid
BDA- Readymade koo1 Gram Stains - Kit _(contains S012, $032, S013 and 5027 or S038) Low risk 20/12/2012
Stains in Liquid
BDA- Readymade Koo1ccL Gram Stains - Kit _(contains S012, $032, S013 and 5027 or S038) Low risk 04/07/2018
Stains in Liquid
BDA- Readymade K001D Gram Staining Kit Low risk 04/07/2018
Stains in Liquid
BDA- Readymade Koo1L Gram Stains - Kit _(contains S012, $032, S013 and 5027 or S038) Low risk 20/12/2012
Stains in Liquid
BDA- Readymade K001M Gram Stains - it Low risk 22/04/2019
Stains in Liquid
BDA_ IRiea(i.ynjade K002 Albert's Metachromatic Stains - Kit Low risk 20/12/2012
Stains in Liquid
BDA_ IRiea(i.ynjade KOO2L Albert's Metachromatic Stains - Kit Low risk 20/12/2012
Stains in Liquid
BDA- Readymade K003 Neisser’s Metachromatic Stains - Kit (contains S013, S023 and Low risk 20/12/2012

Stains in Liquid

S037)




HIMEDIA

Declaration of Conformity

Document ref.: DoC 2022 vs. 15

Microbiology Products

Page 75 of 130

BDA- Readymade

Neisser’s Metachromatic Stains - Kit (contains S013, S023 and

Stains in Liquid KOO3L $037) Low risk 20/12/2012
BD.A_ R.ead'yrr?ade K004 Capsule Stains - Kit  (contains S021, S025 and S047) Low risk 20/12/2012
Stains in Liquid
BDA- Readymade K004L Capsule Stains - Kit  (contains 5021, S025 and S047) Low risk 20/12/2012
Stains in Liquid
BDA- Readymade K005 ZN Acid Fast Stains - Kit (contains 5033,5005 and 5022) Low risk 20/12/2012
Stains in Liquid
BDA- Readymade K0o5CCL ZN Acid Fast Stains - Kit (contains 5033,5005 and 5022) Low risk 04/07/2018
Stains in Liquid
BDA- Readymade K005D ZN Acid Fast Stains - Kit Low risk 04/07/2018
Stains in Liquid
BDA- Readymade KooSL ZN Acid Fast Stains - Kit ~ (contains 5033, S005 & ~S022) Low risk 20/12/2012
Stains in Liquid
BDA- Readymade K005M ZN Acid Fast Stains - Kit  (contains 5033, S005 & ~S022) Low risk 22/04/2019
Stains in Liquid
BDA- Readymade K006 Schaeffer & Fulton’s Spore Stains - Kit (contains 5028 and 5029) Low risk 20/12/2012
Stains in Liquid
BDA- Readymade KoosL Schaeffer & Fulton’s Spore Stains - Kit (contains S028 and 5029) Low risk 20/12/2012
Stains in Liquid
BDA- Readymade K011 Malarial Parasite - Kit (contains S008 and S009) Low risk 20/12/2012
Stains in Liquid
BDA- Readymade Ko11L Malarial Parasite - Kit (contains S008 and S009) Low risk 20/12/2012
Stains in Liquid
BDA— R.eacfyrr?ade K021 Fluorescent Stains - Kit for Mycobacteria (contains S042, S043 and Low risk 20/12/2012
Stains in Liquid S044)
BDA— R'eac?yr‘r?ade KO21L Fluorescent Stains - Kit ~ for Mycobacteria (contains S042, S043 and Low risk 20/12/2012
Stains in Liquid S044)
BDA_ R'eac?yr‘r?ade K021R Fluorescent Stains Kit for Mycobacteria (conatins S054,5055,5056) Low risk 20/12/2012
Stains in Liquid
BDA- Readymade Fluorescent Stains Kit for Mycobacteria (conatins .
Stains in Liquid K21y S042Y,5043Y,5044Y) Low risk 04/07/2018
BDA- Readymade K049 Malarial Parasite - Kit (contains S008 and S009) Low risk 20/12/2012
Stains in Liquid

HiFluo-Phenol Free Stain - kit for Mycobacteria [Kit contains 200ml
BDA- Readymade each of Auramine — Rhodamine solution (Phenol free)-S082, .

K061 L k 20/12/2012

Stains in Liquid 06 Decolourizer-S099 (2 x200),  Potassium Permanganate Solution- owris 0/12/20

S083]

HiCold Stain TB - Kit for Mycobacteria  [Kit contains 500ml each of
BDA- Readymade R . . . .
Stains in Liguid K062 Carbol Fuchsin Solution-S080, Decolourizer-S099, Counter Stain Low risk 20/12/2012

q (Loeffler's Methylene Blue)-S081]

HiCold Stain TB - Kit for Mycobacteria  [Kit contains 100ml each of
BDA- Readymade . . . . .
Stains in Liguid K062S Carbol Fuchsin Solution-S080, Decolourizer-S099, Counter Stain Low risk 20/12/2012

q (Loeffler's Methylene Blue) S081]

BD/.-\- R.eac.lyrr?ade K063 Modified Neisser’s Metachromatic Stains - Kit (1 minute staining) Low risk 20/12/2012
Stains in Liquid
BDA - Readymade ROO1 Barium Chloride Solution, 10% w/v Low risk 20/12/2012
Reagents in Liquid
BDA - Rea.dyn.qad.e R002 Benedict’s Qualitative Reagent Low risk 20/12/2012
Reagents in Liquid
BDA - Rea.dyn.qad.e R0O03 Benedict’s Quantitative Reagent Low risk 20/12/2012
Reagents in Liquid
BDA - Readymade R004 C.S.F. Diluting Fluid Low risk 20/12/2012

Reagents in Liquid
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BDA - Readymade L, .

Reagents in Liquid RO05 Ehrlich’s Aldehyde Reagent Low risk 20/12/2012
BDA - Readymade RO06 Folin & Wu’s Alkaline Copper Solution Low risk 20/12/2012
Reagents in Liquid

BDA - Rea.dyr'r'1ad.e R0O07 Folin & Wu'’s Phosphate, Molybdate Solution Low risk 20/12/2012
Reagents in Liquid

BDA - Rea.dyr'r'1ad.e R0O08 Kovacs’ Indole Reagent Low risk 20/12/2012
Reagents in Liquid

BDA - Readymade . . .

Reagents in Liquid R0O09 a-Naphthylamine solution Low risk 20/12/2012
BDA - Readymade , .

Reagents in Liquid RO10 Nessler’s Reagent Low risk 20/12/2012
BDA - Readymade RO11 Potassium Chromate, 5% w/v Low risk 20/12/2012
Reagents in Liquid

BDA - Readymade RO12 Potassium Oxalate, 5% w/v Low risk 20/12/2012
Reagents in Liquid

BDA - Readymade I . . .

Reagents in Liquid RO13 R.B.C. Diluting Fluid (Hayemis) Low risk 20/12/2012
BDA - Readymade RO14 Sodium Citrate, 3.8% w/v Low risk 20/12/2012
Reagents in Liquid

BDA - Readymade RO15 Sulphanilic acid, 0.8% Low risk 20/12/2012
Reagents in Liquid

BDA - Readymade RO16 W.B.C. Diluting Fluid Low risk 20/12/2012
Reagents in Liquid

BDA - Readymade RO17 Nessler’s Reagent Low risk 20/12/2012
Reagents in Liquid

BDA - Rea'dyn.wad'e RO18 Fouchet’s Reagent Low risk 20/12/2012
Reagents in Liquid

BDA - Readymade RO19 E.D.T.A. (di-sodium) 5% Low risk 20/12/2012
Reagents in Liquid

BDA - Readymade A e }

Reagents in Liquid R020 Sulphosalicylic Acid 3% Low risk 20/12/2012
BDA - Readymade :

Reagents in Liquid R021 Topfer Reagent Low risk 20/12/2012
BDA - Rea'dyn.wad'e R022 o-Toluidine reagent Low risk 20/12/2012
Reagents in Liquid

BDA - Readymade R023 R.B.C. Diluting Fluid (Grower’s) Low risk 20/12/2012
Reagents in Liquid

BDA - Readymade R024 o-Toluidine Reagent Low risk 20/12/2012
Reagents in Liquid

BDA - Rea'dyrr.1ad'e RO26 Gordon-McLeod Reagent (Oxidase reagent) Low risk 20/12/2012
Reagents in Liquid

BDA - Readymade :

Reagents in Liquid R0O27 Gaby-Hadley Reagent A Low risk 20/12/2012
BDA - Readymade :

Reagents in Liquid RO28 Gaby-Hadley Reagent B Low risk 20/12/2012
BDA - Rea'dyrr.1ad'e RO29 Barritt Reagent A (for VP test) Low risk 20/12/2012
Reagents in Liquid

BDA - Rea'dyrr.1ad'e RO30 Barritt Reagent B (for VP test) Low risk 20/12/2012
Reagents in Liquid

BDA - Rea'dyrr.1ad'e RO31 O’Meara Reagent Low risk 20/12/2012
Reagents in Liquid

BDA - Readymade RO35 DMACA Reagent Low risk 20/12/2012
Reagents in Liquid
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BDA - Readymade .

Reagents in Liquid RO36 TDA Reagent Low risk 20/12/2012
BDA - Readymade . . .

Reagents in Liquid RO37 Fehling Solution No. 1 Low risk 20/12/2012
BDA - Readymade . . .

Reagents in Liquid RO38 Fehling Solution No. 2 Low risk 20/12/2012
BDA - Readymade .

Reagents in Liquid R0O43 PYR Reagent Low risk 20/12/2012
BDA - Readymade RO44 lodine Solution Low risk 20/12/2012
Reagents in Liquid

BDA - Readymade RO75 10X RBC Lysis Buffer Solution Low risk 20/12/2012
Reagents in Liquid

BDA - Rea.dyr‘r.‘uad.e R0O83 Thrombocount reagent Low risk 20/12/2012
Reagents in Liquid

BDA - Readymade . . o ) .

Reagents in Liquid RO84 HiDecal (mild decalcifying solution) Low risk 20/12/2012
BDA - Readymade . o ) .

Reagents in Liquid RO85 HiDecal (strong decalcifying solution) Low risk 20/12/2012
BDA - Readymade R092 McFarland Standard Tube Low risk 20/12/2012
Reagents in Liquid

BDA - Readymade R092A Mcfarland standard 0.5 Low risk 22/04/2019
Reagents in Liquid

BDA - Readymade R0928B Mcfarland standard 1 Low risk 22/04/2019
Reagents in Liquid

BDA - Readymade R092C Mcfarland standard 2 Low risk 22/04/2019
Reagents in Liquid

BDA - Rea'dyn.wad'e R092D Mcfarland standard 3 Low risk 22/04/2019
Reagents in Liquid

BDA - Rea'dyn.wad'e R0O92E Mcfarland standard 4 Low risk 22/04/2019
Reagents in Liquid

BDA - Rea'dyn.wad'e RO92R Test Tubes (McFarland Standard Tube) Low risk 25/08/2016
Reagents in Liquid

BDA - Readymade R092S McFarland Standard Set (0.5,1,2) Low risk 04/07/2018
Reagents in Liquid

BDA - Rea'dyn.wad'e R097 Millons reagent Low risk 28/04/2017
Reagents in Liquid

BDA- Readymade 5001 Albert’s Stain A Low risk 20/12/2012
Stains in Liquid

BDA- Readymade 5002 Albert’s Stain B Low risk 20/12/2012
Stains in Liquid

BDA_ R"ead.ym'ade S003 Borax Carmine (Grenacher’s), Alcoholic Stain Low risk 20/12/2012
Stains in Liquid

BDA_ R.ead.ym.ade S004 Borax Carmine (Grenacher’s), Aqueous Stain Low risk 20/12/2012
Stains in Liquid

BDA_ R.ead.ym.ade S005 Carbol Fuchsin (ZN,Strong) Low risk 20/12/2012
Stains in Liquid

BDA_ R.ead.ym.ade S005D Carbol Fuchsin (ZN,Strong) Low risk 04/07/2018
Stains in Liquid

BDA_ R.ead.ym.ade S005M Carbol Fuchsin (ZN,Strong) Low risk 22/04/2019
Stains in Liquid

BDA- Readymade 5006 Carbol Fuchsin (zN, Dilute) Low risk 20/12/2012
Stains in Liquid

BDA- Readymade N .

Stains in Liquid S007 Eosin, 2% w/v Low risk 20/12/2012
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BDA- Readymade 5008 Field’s Stain A Low risk 20/12/2012
Stains in Liquid

BDA- Readymade 5009 Field’s Stain B Low risk 20/12/2012
Stains in Liquid

BDA- Readymade 5010 Gentian Violet Low risk 20/12/2012
Stains in Liquid

BDA- Readymade 5011 Giemsa's Stain Low risk 20/12/2012
Stains in Liquid

BDA- Readymade ) ) .

Stains in Liquid S012 Gram’s Crystal Violet Low risk 20/12/2012
BDA- Readymade ) ) .

Stains in Liquid S012D Gram’s Crystal Violet Low risk 04/07/2018
BDA- Readymade 5012M Gram’s Crystal Violet Low risk 22/04/2019
Stains in Liquid

BDA- Readymade 5013 Gram’s lodine Low risk 20/12/2012
Stains in Liquid

BDA- Readymade 5013D Gram’s lodine Low risk 04/07/2018
Stains in Liquid

BDA- Readymade 5013M Gram’s lodine Low risk 22/04/2019
Stains in Liquid

BDA- Readymade 5014 Haematoxylin (Delafield’s) Low risk 20/12/2012
Stains in Liquid

BDA- Readymade :

Stains in Liquid S015 Lactophenol Low risk 20/12/2012
BDA- Readymade 5016 Lactophenol Cotton Blue Low risk 20/12/2012
Stains in Liquid

BDA- Readymade 5017 Lactophenol Picric Acid Low risk 20/12/2012
Stains in Liquid

BDA- Readymade 5018 Leishman’s Stain (Twin Pack) Low risk 20/12/2012
Stains in Liquid

BDA- Readymade 50185 Leishman’s Stain Solution Low risk 25/11/2017
Stains in Liquid

BDA- Readymade , . .

Stains in Liquid S019 Lugol’s lodine Low risk 20/12/2012
BDA- Readymade 5020 Malachite Green, 1% w/v Low risk 20/12/2012
Stains in Liquid

BDA- Readymade :

Stains in Liquid S021 Methylene Blue (Aqueous) Low risk 20/12/2012
BDA_ R'eac?yr‘r?ade S022 Methylene Blue (Loeffler’s) Low risk 20/12/2012
Stains in Liquid

BDA_ R.ead.ym.ade S022D Methylene Blue (Loeffler’s) Low risk 04/07/2018
Stains in Liquid

BDA_ R.ead.ym.ade S022M Methylene Blue (Loeffler’s) Low risk 22/04/2019
Stains in Liquid

BDA_ R.ead.ym.ade S023 Neisser’s Methylene Blue Low risk 20/12/2012
Stains in Liquid

BDA_ R.ead.ym.ade S024 Newman'’s Stain, Modified Low risk 20/12/2012
Stains in Liquid

BDA- Readymade . . . o .

Stains in Liquid S025 Nigrosin Stain,10% w/v Low risk 20/12/2012
BDA_ R.ead.ym.ade S026 Picric Acid (Saturated, Aqueous) Low risk 20/12/2012
Stains in Liquid

BDA- Readymade . o .

Stains in Liquid S027 Safranin, 0.5% w/v Low risk 20/12/2012
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BDA- Readymade 5027D Safranin, 0.5% w/v Low risk 04/07/2018
Stains in Liquid

BDA- Readymade 5027M Safranin, 0.5% w/v Low risk 22/04/2019
Stains in Liquid

BD.A_ R.ead'yrr?ade S028 Schaeffer & Fulton’s Spore  Stain A Low risk 20/12/2012
Stains in Liquid

BDA- Readymade 5029 Schaeffer & Fulton’s Spore Stain B Low risk 20/12/2012
Stains in Liquid

BDA- Readymade L, ) .

Stains in Liquid S030 Wright's Stain Low risk 20/12/2012
BDA- Readymade 5031 Mayer’s Mucicarmine Stain Low risk 20/12/2012
Stains in Liquid

BDA_ R.eac?yrr?ade S032 Gram's Decolourizer Low risk 20/12/2012
Stains in Liquid

BDA- Readymade 50320 Gram's Decolourizer Low risk 04/07/2018
Stains in Liquid

BDA- Readymade 5032M Gram's Decolourizer Low risk 22/04/2019
Stains in Liquid

BDA- Readymade 5033 Acid Fast Decolourizer Low risk 20/12/2012
Stains in Liquid

BDA- Readymade 5033D Acid Fast Decolourizer Low risk 04/07/2018
Stains in Liquid

BDA- Readymade 5033M Acid Fast Decolourizer Low risk 22/04/2019
Stains in Liquid

BDA- Readymade . . }

Stains in Liquid S034 Haematoxylin (Harris) Low risk 20/12/2012
BDA- Readymade 5035 Papanicolaou-0G-6 Low risk 20/12/2012
Stains in Liquid

BDA- Readymade 5036 Papanicolaou-EA-36 Low risk 20/12/2012
Stains in Liquid

BDA- Readymade 5037 Neutral Red Solution Low risk 20/12/2012
Stains in Liquid

BDA- Readymade 5038 Basic Fuchsin 0.1% w/v Low risk 20/12/2012
Stains in Liquid

BDA- Readymade 5038D Basic Fuchsin 0.1% w/v Low risk 04/07/2018
Stains in Liquid

BDA- Readymade 5038M Basic Fuchsin 0.1% w/v Low risk 22/04/2019
Stains in Liquid

BDA- Readymade 5039 May-Grunwald’s Stain Low risk 20/12/2012
Stains in Liquid

BDA_ R.ead.ym.ade S041 FA Rhodamine Counterstain Low risk 20/12/2012
Stains in Liquid

BDA_ R"ead.ym'ade S042 Phenolic auramine Low risk 20/12/2012
Stains in Liquid

BDA_ R.ead.ym.ade S042Y Phenolic auramine O Low risk 08/12/2017
Stains in Liquid

BDA_ R.ead.ym.ade S043 Mycobacteria decolourizer Low risk 20/12/2012
Stains in Liquid

BDA_ R.ead.ym.ade S043Y Mycobacteria decolourizer Low risk 16/12/2017
Stains in Liquid

BDA- Readymade . -

Stains in Liquid S044 Potassium permanganate Low risk 20/12/2012
BDA- Readymade . :

Stains in Liquid S044Y Potassium permanganate Low risk 08/12/2017
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BDA- Readymade ) . .
Stains in Liquid S047 M’Fadyean Stain (Polychrome Methylene Blue) Low risk 20/12/2012
BD.A_ R.ead'yrr?ade S054 Fluorochrome Solution Low risk 20/12/2012
Stains in Liquid
BDA- Readymade - . .
Stains in Liquid S055 Decolourising Solution Low risk 20/12/2012
BDA- Readymade . .
Stains in Liquid S056 Background Solution Low risk 20/12/2012
BDA- Readymade 5057 Grams lodine, Stabilized Low risk 20/12/2012
Stains in Liquid
BDA- Readymade . .
Stains in Liquid S058 Haematoxylin (Mayer) Low risk 20/12/2012
BDA- Readymade . . }
Stains in Liquid S059 Haematoxylin (Ehrlich) Low risk 20/12/2012
BDA- Readymade L ) - . .
Stains in Liquid S062 Fixing solution, for fixing Haematological samples Low risk 20/12/2012
BDA- Readymade 5066 Brilliant Cresyl Blue Solution Low risk 20/12/2012
Stains in Liquid
BDA- Readymade o . .
Stains in Liquid S067 Congo red (1% aqueous)Solution Low risk 20/12/2012
BDA- Readymade 5068 Papanicolaou-EA-50 Low risk 20/12/2012
Stains in Liquid
BDA_ R.eac?yrr?ade S070 Schiff’s fuchsin-sulphite reagent Low risk 20/12/2012
Stains in Liquid
BDA- Readymade 5073 Periodic Acid Solution (PAS) Low risk 20/12/2012
Stains in Liquid
BDA- Readymade 5074 Schiff’s Reagent Low risk 20/12/2012
Stains in Liquid
BDA- Readymade . . .
Stains in Liquid S076 Haematoxylin (Gill No.3) Low risk 20/12/2012
BDA- Readymade L - . . . .
Stains in Liquid $102 Fixative, for fixing cytological or histological samples Low risk 20/12/2012
BDA— R'eac?yr‘r?ade $109 F|.xat|ve .(Buffered Formalin fixative) for fixing cytological or Low risk 20/12/2012
Stains in Liquid histological samples
BDA- Readymade . e . .
Stains in Liquid S118 Fixative, for rapid fixing of haematological samples Low risk 20/12/2012
BDA- Readymade R e . .
Stains in Liquid S119 Fixative (BFA), for Rapid fixing of haematological samples Low risk 20/12/2012
BDA_ R'eac?yr‘r?ade S125 Romanowsky-Giemsa (RG) stain Low risk 20/12/2012
Stains in Liquid
BDA_ R.ead.ym.ade S126 Shorr’s Stain solution Low risk 20/12/2012
Stains in Liquid
BDA_ R.ead.ym.ade S127 Gabbett Counterstaining Solution Low risk 16/12/2017
Stains in Liquid
BDA_ R'eaqyrr?ade $128 HiGrams Stain Crystal Violet Low risk 16/12/2017
Stains in Liquid
BDA_ R.ead.ym.ade S129 HiGrams lodine Low risk 16/12/2017
Stains in Liquid
BDA_ R.ead.ym.ade S130 HiGrams Decolouriser Low risk 16/12/2017
Stains in Liquid
BDA_ R"ead.ym'ade S131 HiGrams Counter Stain Low risk 16/12/2017
Stains in Liquid
BDA- Readymade S132 HiCarbol Fuchsin Low risk 16/12/2017

Stains in Liquid
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BDA- Readymade 5133 HiAcid Fast Decolouriser Low risk 16/12/2017
Stains in Liquid

BDA- Readymade 5134 HiAcid Fast Counter Stain Low risk 16/12/2017
Stains in Liquid

BDA- Readymade 5135 Solution for Leishman’s Stain L (Twin Pack) Low risk 16/12/2017
Stains in Liquid

BDA- Readymade 5136 Solution for Leishman’s Stain R (Twin Pack) Low risk 16/12/2017
Stains in Liquid

BDA- Readymade 5137 Solution for Leishman’s Stain HP (Twin Pack) Low risk 16/12/2017
Stains in Liquid

BDA- Readymade 5138 Gentian Violet 1 % Solution Low risk 22/04/2019
Stains in Liquid

BDA- Differentiation | ¢ Bacitracin Low risk 20/12/2012
Discs

BDA- Differentiation | 1)y Bile Esculin Low risk 20/12/2012
Discs

g?sﬁ; Differentiation | 140 DMACA Indole Low risk 20/12/2012
g?sﬁ; Differentiation | 53¢ Hippurate hydrolysis Low risk 20/12/2012
SBtDr;’;-Sleferentlanon DD034 Lead Acetate Paper strips Low risk 20/12/2012
g?sﬁ; Differentiation | 149 Nitrate Discs Low risk 20/12/2012
g?s/;\; Differentiation DD042 Nitrate Reagent Discs Low risk 20/12/2012
BDA- Differentiation | 500 ONPG Low risk 20/12/2012
Discs

BDA- Differentiation | 50 Optochin Low risk 20/12/2012
Discs

g?:c\; Differentiation | 15005 Optochin (5mcg) Low risk 25/08/2016
BDA- Differentiation | 51g Oxidase Low risk 20/12/2012
Discs

BDA- Differentiation | 55 X factor Low risk 20/12/2012
Discs

g?:c\; Differentiation DD022 X+V Factor Low risk 20/12/2012
BDA- Differentiation | ) V Factor Low risk 20/12/2012
Discs

[B)E’z; Differentiation | 5,4 Vibrio 0129 Differential Disc (10 mcg) Low risk 20/12/2012
[B)E’z; Differentiation | 50 Vibrio 0129 Differential Disc (150 mcg) Low risk 20/12/2012
[B)E’z; Differentiation | r5ce Bacitracin B Low risk 25/08/2016
[B)E’z; Differentiation | 5cq Sodium Biselenite Disc Low risk 04/07/2018
[B)E’z; Differentiation | 1505, Sodium Biselenite Bud Low risk 04/07/2018
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Product group ;?f)i/u ngfl / Device Name Risk Class cD::p‘I:;LEEe
Antimicrobial

Susceptibility

Systems

giscss(i:j:z"[';‘;cs) DE0O1 Dodeca Universal-| Low risk 20/12/2012
giscss(i:j:z"[';‘;cs) DE002 Dodeca G-I-Plus Low risk 20/12/2012
giscss(i:j:z"[';‘;cs) DE003 Dodeca G-I-Minus Low risk 20/12/2012
/S.Ssscss(innjizvg.ics) DE004 Dodeca UTI-I Low risk 20/12/2012
glssscss(i:j:::"l';l‘;cs) DE0O5 Dodeca UTH-II Low risk 20/12/2012
glssscss(i:j:::"l';l‘;cs) DE006 Dodeca UT-III Low risk 25/08/2016
glssscss(i:j:::"l';l‘;cs) DE007 Dodeca Universal-li Low risk 20/12/2012
glssscss(i:j:::"l';l‘;cs) DE00S Dodeca Universal-li| Low risk 20/12/2012
glssscss(i:j:::"l';l‘;cs) DE009 Dodeca G-lI-Plus Low risk 20/12/2012
glssscss(i:j:::"l';l‘;cs) DE010 Dodeca G-Il-Minus Low risk 20/12/2012
glssscss(i:j:::"[';‘;cs) DEO11 Dodeca UTI-IV Low risk 20/12/2012
glssscss(i:j:::"[';‘;cs) DE012 Dodeca Universal-IV Low risk 20/12/2012
glssscss(i:j:::"[';‘;cs) DE013 Dodeca Universal-V Low risk 20/12/2012
glssscss(i:j:::"[';‘;cs) DE014 Dodeca Universal-VI Low risk 20/12/2012
glssscss(i:j:::"[';‘;cs) DEO15 Dodeca Universal-VII Low risk 20/12/2012
glssscss(i:j:::"[';‘;cs) DEO16 Dodeca Universal lll Low risk 25/08/2016
glssscss(i:j:::"[';‘;cs) DE017 Dodeca Universal-IX Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) DEO18 Dodeca G-llI-Plus Low risk 20/12/2012
glss,sc;s(xj:::vtl)tl\s/cs) DEO19 Dodeca G-llI-Minus Low risk 20/12/2012
glss,sc;s(xj:::vtl)tl\s/cs) DE020 Dodeca Pseudo-I Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) DE021 Dodeca UTI-V Low risk 20/12/2012
glss,sc;s(xj:::vtl)tl\s/cs) DE022 Dodeca Universal X Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) DE023 Dodeca G-IV Plus Low risk 20/12/2012
glss,sc;s(xj:::vtl)tl\s/cs) DE024 Dodeca G-IV minus Low risk 25/08/2016
SISSS‘CSS(TV'I‘S:::VE')ZCS) DE025 Dodeca UTI-VI Low risk 20/12/2012
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gf‘css(i;l’j:z"[';‘;cs) DE026 Dodeca Universal -XI Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) DE027 Dodeca Universal -XII Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) DE028 Dodeca Universal -XIIl Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) DE029 Dodeca G-V minus Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) DE030 Dodeca UTI-VII Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) DE031 Dodeca G-VI minus Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) DE032 Dodeca G-V Plus Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) DE033 Dodeca G-VII Minus Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) DE034 Dodeca UTI-VIII Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) DE035 Dodeca Universal XIV Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) DE036 Dodeca G-VI Plus Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) DE037 Dodeca G-VIIl Minus Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) DE038 Dodeca G-VII Plus Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) DE039 Dodeca G-IX Minus Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) DE040 Dodeca UTI-IX Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) DE041 Dodeca Pseudo-I| Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) DE042 Dodeca Universal XV Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) DE043 Dodeca G-X Minus Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) DE044 Dodeca - G-VIII Plus Low risk 25/08/2016
AS5- Sensitivity DE045 Dodeca G-XI Minus Low risk 20/12/2012
Discs (Multi Discs)

glss,sc;s(xj:::vtl)tl\s/cs) DE046 Dodeca G-XIl Minus Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) DE047 Dodeca G-IX Plus Low risk 20/12/2012
glss,sc;s(xj:::vtl)tl\s/cs) DE048 Dodeca Staphylococci - 1 Low risk 20/12/2012
glss,sc;s(xj:::vtl)tl\s/cs) DE049 Dodeca Staphylococci - 2 Low risk 20/12/2012
glss,sc;s(xj:::vtl)tl\s/cs) DEO050 Dodeca Enterococcus -1 Low risk 20/12/2012
glss,sc;s(xj:::vtl)tl\s/cs) DEO51 Dodeca Pseudomonas -1 Low risk 20/12/2012
g?si;s(xj:::vézcs) DE052 Dodeca Pseudomonas 2 Low risk 25/08/2016
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glsssc_ss(aj:::v[l)tl\s/cs) DEO053 Dodeca Enterobacteriaceae - 1 Low risk 20/12/2012
glsssc_ss(aj:::v[l)tl\s/cs) DE054 Dodeca Enterobacteriaceae - 2 Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) DE700 Dodeca Staphylococci - 1 Low risk 25/08/2016
gf‘css(i;l’j:zvl';l‘;cs) DE701 Dodeca Staphylococci - 2 Low risk 25/08/2016
glsssc_ss(aj:::v[l)tl\s/cs) DE702 Dodeca Enterococcus - 1 Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) DE703 Dodeca Pseudomonas - 1 Low risk 25/08/2016
glssscss(i:::::"l';l‘;cs) DE704 Dodeca Pseudomonas - 2 Low risk 25/08/2016
glsssc_ss(i:j:::vlgtl\s/cs) DE705 Dodeca Enterobacteriaceae - 1 Low risk 25/08/2016
glsssc_ss(i:j:::vlgtl\s/cs) DE706 Dodeca Enterobacteriaceae - 2 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) DE707 Dodeca Universal - 16 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) DE708 Dodeca UTI - 10 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) DE709 Dodeca G-Minus 13 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) DE710 Dodeca G-Plus 10 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) DE711 Dodeca G minus XIV Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) DE712 Dodeca G minus XV Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) DE713 Dodeca G minus 16 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) DE714 Dodeca G minus 17 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) DE715 Dodeca G minus 18 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) DE716 Dodeca G plus 11 Low risk 25/08/2016
glssscss(e'\;l’j:::"[';‘;cs) DE717 Dodeca G plus 12 Low risk 25/08/2016
glss,sc;s(xj:::vtl)tl\s/cs) DE718 Dodeca G minus 19 Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) DE719 Dodeca UTI 10 Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) DE720 Dodeca UTI 11 Low risk 25/08/2016
glss,sc;s(xj:::vtl)tl\s/cs) DE721 Dodeca Universal 16 Low risk 25/08/2016
glss,sc;s(xj:::vtl)tl\s/cs) DE722 Dodeca Universal 17 Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) DE723 Dodeca G Plus 13 Low risk 25/08/2016
g.ssiss(ﬁ/.nilﬂvézcs) DE724 Dodeca UTI-12 Low risk 25/08/2016
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gf‘css(i;l’j:z"[';‘;cs) DE725 Dodeca Universal-18 Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) DE726 Dodeca UTI - 13 Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) DE727 Dodeca G-minus 20 Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) DE728 Dodeca UTI 14 Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) DE729 Dodeca G-Plus 14 Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) DE730 Dodeca G-Minus 21 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) DE731 Dodeca G-Minus 22 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) DE732 Dodeca Universal 19 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) DE733 Dodeca Universal 20 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) DE734 Dodeca Universal 21 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) DE735 Dodeca Universal 22 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) DE736 Dodeca G-Plus 15 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) DE737 Dodeca G-Minus 23 Low risk 25/08/2016
glssscss(i:j:::v[;tl\s/cs) DE738 Dodeca G-Minus 24 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) DE739 Dodeca UTI 13 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) DE740 Dodeca G-Plus 16 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) DE741 Dodeca G-Minus 25 Low risk 25/08/2016
glssst:_s,s(i:j:::vll;l\s/cs) DE742 Dodeca Pseudomonas -3 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) DE743 Dodeca G-Minus 26 Low risk 04/07/2018
AS5- Sensitivity DE744 Dodeca UTI 15 Low risk 04/07/2018
Discs (Multi Discs)

glss,sc;s(xj:::vtl)tl\s/cs) DE745 Dodeca Pseudomonas -4 Low risk 04/07/2018
glssscss(e'\;l‘j:::"[')tlzcs) DE746 Dodeca G-Plus 17 Low risk 04/07/2018
glssscss(e'\;l‘j:::"[')tlzcs) DE747 Dodeca G-Minus 27 Low risk 04/07/2018
glssscss(e'\;l‘j:::"[')tlzcs) DE748 Dodeca UTI 16 Low risk 04/07/2018
glssscss(e'\;l‘j:::"[')tlzcs) DE749 Dodeca G-Plus 18 Low risk 10/11/2020
glssscss(e'\;l‘j:::"[')tlzcs) DE750 Dodeca G-Plus 19 Low risk 10/11/2020
g?si;s(xj:::vézcs) DE751 Dodeca G-Minus 28 Low risk 10/11/2020
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giscss(i:j:z"[';‘;cs) DE752 Dodeca G-Minus 29 Low risk 10/11/2020
giscss(i:j:z"[';‘;cs) DE753 Dodeca G-Plus 20 Low risk 10/11/2020
giscss(i:j:z"[';‘;cs) DE754 Dodeca G-Minus 30 Low risk 10/11/2020
giscss(i:j:z"[';‘;cs) DE755 Dodeca Pseudomonas -5 Low risk 10/11/2020
giscss(i:j:z"[';‘;cs) DE756 Dodeca G-Minus 31 Low risk 10/11/2020
giscss(i:j:z"[';‘;cs) DE757 Dodeca G-Plus 21 Low risk 10/11/2020
ASS- Ezy MIC Strips EMO001 Amikacin Low risk 20/12/2012
ASS- Ezy MIC Strips | EM002 Amoxycillin Low risk 20/12/2012
ASS- Ezy MIC Strips | EMO003 Amoxyclav (2:1) Low risk 20/12/2012
ASS- Ezy MIC Strips | EM004 Azithromycin Low risk 20/12/2012
ASS- Ezy MIC Strips | EMO006 Aztreonam Low risk 20/12/2012
ASS- Ezy MIC Strips | EM008 Cefazolin Low risk 20/12/2012
ASS- Ezy MIC Strips | EM009 Cefdinir Low risk 20/12/2012
ASS- Ezy MIC Strips | EM011 Cefpirome Low risk 20/12/2012
ASS- Ezy MIC Strips | EM012 Ceftazidime Low risk 20/12/2012
ASS- Ezy MIC Strips | EM013 Ceftriaxone Low risk 20/12/2012
ASS- Ezy MIC Strips | EMO016 Chloramphenicol Low risk 20/12/2012
ASS- Ezy MIC Strips | EM017 Ciprofloxacin Low risk 20/12/2012
ASS- Ezy MIC Strips | EMO018 Clarithromycin Low risk 20/12/2012
ASS- Ezy MIC Strips EMO019 Clindamycin Low risk 20/12/2012
ASS- Ezy MIC Strips | EMO020 Colistin Low risk 20/12/2012
ASS- Ezy MIC Strips | EM020S Colistin Low risk 04/07/2018
ASS- Ezy MIC Strips | EMO021 Co-Trimoxazole (1:19) Low risk 20/12/2012
ASS- Ezy MIC Strips | EM021S Co-Trimoxazole (1:19) Low risk 04/07/2018
ASS- Ezy MIC Strips | EM022 Erythromycin Low risk 20/12/2012
ASS- Ezy MIC Strips | EM023 Fusidic Acid Low risk 20/12/2012
ASS- Ezy MIC Strips | EMO024 Gatifloxacin Low risk 20/12/2012
ASS- Ezy MIC Strips | EMO025 Gentamicin Low risk 20/12/2012
ASS- Ezy MIC Strips | EMO026 Kanamycin Low risk 20/12/2012
ASS- Ezy MIC Strips | EMO027 Levofloxacin Low risk 20/12/2012
ASS- Ezy MIC Strips | EMO029 Linezolid Low risk 20/12/2012
ASS- Ezy MIC Strips | EMO032 Minocycline Low risk 20/12/2012
ASS- Ezy MIC Strips | EMO033 Moxifloxacin Low risk 20/12/2012
ASS- Ezy MIC Strips | EMO035 Nalidixic acid Low risk 20/12/2012
ASS- Ezy MIC Strips | EMO037 Nitrofurantoin Low risk 20/12/2012
ASS- Ezy MIC Strips | EMO038 Norfloxacin Low risk 20/12/2012
ASS- Ezy MIC Strips | EMO039 Ofloxacin Low risk 20/12/2012
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ASS- Ezy MIC Strips | EM041 Piperacillin Low risk 20/12/2012
ASS- Ezy MIC Strips | EMO042 Piperacillin/Tazobactam Low risk 20/12/2012
ASS- Ezy MIC Strips | EM043 Polymixin B Low risk 20/12/2012
ASS- Ezy MIC Strips | EM044 Pristinomycin  (Quinupristin/Dalfopristin) Low risk 20/12/2012
ASS- Ezy MIC Strips | EM045 Rifampicin Low risk 20/12/2012
ASS- Ezy MIC Strips | EMO046 Roxithromycin Low risk 20/12/2012
ASS- Ezy MIC Strips | EM047 Sparfloxacin Low risk 20/12/2012
ASS- Ezy MIC Strips | EM048 Streptomycin Low risk 20/12/2012
ASS- Ezy MIC Strips | EMO055 Teicoplanin Low risk 20/12/2012
ASS- Ezy MIC Strips | EMO055S Teicoplanin Low risk 04/07/2018
ASS- Ezy MIC Strips | EMO056 Tetracycline Low risk 20/12/2012
ASS- Ezy MIC Strips | EM057 Ticarcillin Low risk 20/12/2012
ASS- Ezy MIC Strips | EM058 Tobramycin Low risk 20/12/2012
ASS- Ezy MIC Strips | EMO059 Trimethoprim Low risk 20/12/2012
ASS- Ezy MIC Strips | EM060 Vancomycin Low risk 20/12/2012
ASS- Ezy MIC Strips | EMO060S Vancomycin Low risk 04/07/2018
ASS- Ezy MIC Strips EMO061 Gentamicin Low risk 20/12/2012
ASS- Ezy MIC Strips | EM062 Penicillin Low risk 20/12/2012
ASS- Ezy MIC Strips | EM063 Oxacillin - Vancomycin Low risk 20/12/2012
ASS- Ezy MIC Strips | EM064 Cefotaxime Low risk 20/12/2012
ASS- Ezy MIC Strips | EMO065 Oxacillin Low risk 20/12/2012
ASS- Ezy MIC Strips | EM066 Ceftriaxone Low risk 20/12/2012
ASS- Ezy MIC Strips | EMO066S Ceftriaxone Low risk 04/07/2018
ASS- Ezy MIC Strips | EM068 Ampicillin Low risk 20/12/2012
ASS- Ezy MIC Strips | EMO070 Cefepime Low risk 20/12/2012
ASS- Ezy MIC Strips EMO071 Amphotericin-B Low risk 20/12/2012
ASS- Ezy MIC Strips | EMO072 Fluconazole Low risk 20/12/2012
ASS- Ezy MIC Strips | EM073 Itraconazole Low risk 20/12/2012
ASS- Ezy MIC Strips | EM074 Ketoconazole Low risk 20/12/2012
ASS- Ezy MIC Strips | EMO076 Gemifloxacin Low risk 20/12/2012
ASS- Ezy MIC Strips | EM077 Vancomycin -Cefoxitin Low risk 20/12/2012
ASS- Ezy MIC Strips | EMO078 Imipenem w&w/o EDTA Low risk 20/12/2012
ASS- Ezy MIC Strips | EM0O79A Triple ESBL detection Strip Low risk 20/12/2012
ASS- Ezy MIC Strips | EMO080 Meropenem Low risk 20/12/2012
ASS- Ezy MIC Strips | EMO81A ESBL & AmpC Detection Strip Low risk 20/12/2012
ASS- Ezy MIC Strips | EM082 Ciprofloxacin Low risk 20/12/2012
ASS- Ezy MIC Strips | EMO083 Co-Trimoxazole (1:19) Low risk 20/12/2012
ASS- Ezy MIC Strips | EMO084 Penicillin Low risk 20/12/2012
ASS- Ezy MIC Strips | EMO085 Ertapenem Low risk 20/12/2012
ASS- Ezy MIC Strips EMO086 Voriconazole Low risk 20/12/2012
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ASS- Ezy MIC Strips | EM087 Mupirocin Low risk 20/12/2012
ASS- Ezy MIC Strips | EM088 Daptomycin  (Supplemented with Calcium ions) Low risk 20/12/2012
ASS- Ezy MIC Strips | EM089 Tigecycline Low risk 20/12/2012
ASS- Ezy MIC Strips | EM090 Doripenem Low risk 20/12/2012
ASS- Ezy MIC Strips | EM091 Faropenem Low risk 20/12/2012
ASS- Ezy MIC Strips | EM092 Meropenem with &  without EDTA Low risk 20/12/2012
ASS- Ezy MIC Strips | EMO093 Cefepime/Tazobactam (2:1) Low risk 20/12/2012
ASS- Ezy MIC Strips | EM094 Cefoperazone/Sulbactam (2:1) Low risk 20/12/2012
ASS- Ezy MIC Strips EMO095 Netilmicin Low risk 20/12/2012
ASS- Ezy MIC Strips | EM097 Ceftriaxone/Sulbactam (2:1) Low risk 20/12/2012
ASS- Ezy MIC Strips | EM098 Ceftazidime / Ceftazidime+ Clavulanic acid Low risk 20/12/2012
ASS- Ezy MIC Strips | EM099 Cefotaxime / Cefotaxime + Clavulanic acid Low risk 20/12/2012
ASS- Ezy MIC Strips EM100 Cefotaxime Low risk 20/12/2012
ASS- Ezy MIC Strips | EM101 Cefoxitin Low risk 20/12/2012
ASS- Ezy MIC Strips EM102 Cefuroxime Low risk 20/12/2012
ASS- Ezy MIC Strips | EM103 Doxycycline Low risk 20/12/2012
ASS- Ezy MIC Strips | EM104 Imipenem Low risk 20/12/2012
ASS- Ezy MIC Strips | EM105 Cefotetan Low risk 20/12/2012
ASS- Ezy MIC Strips | EM106 Cephalothin Low risk 20/12/2012
ASS- Ezy MIC Strips | EM107 Cefaclor Low risk 20/12/2012
ASS- Ezy MIC Strips | EM108 Fosfomycin Low risk 20/12/2012
ASS- Ezy MIC Strips | EM109 Ampicillin/Sulbactam Low risk 20/12/2012
ASS- Ezy MIC Strips | EM110 Cefixime Low risk 20/12/2012
ASS- Ezy MIC Strips EM111 Vancomycin - Teicoplanin Low risk 20/12/2012
ASS- Ezy MIC Strips | EM112 Cefoperazone Low risk 20/12/2012
ASS- Ezy MIC Strips | EM113 Cefonicid Low risk 20/12/2012
ASS- Ezy MIC Strips | EM114 Cefmetazole Low risk 20/12/2012
ASS- Ezy MIC Strips | EM115 Enrofloxacin Low risk 20/12/2012
ASS- Ezy MIC Strips | EM116 Cefepime / cefepime + Clavulanic acid Low risk 20/12/2012
ASS- Ezy MIC Strips | EM117 Ceftriaxone / Ceftriaxone + Clavulanic acid Low risk 20/12/2012
ASS- Ezy MIC Strips | EM118 Flucytosine Low risk 20/12/2012
ASS- Ezy MIC Strips | EM119 Caspofungin Low risk 20/12/2012
ASS- Ezy MIC Strips | EM120 Posaconazole Low risk 20/12/2012
ASS- Ezy MIC Strips | EM121 Micafungin Low risk 20/12/2012
ASS- Ezy MIC Strips | EM122 Anidulafungin Low risk 20/12/2012
ASS- Ezy MIC Strips | EM123 Ceftizoxime Low risk 20/12/2012
ASS- Ezy MIC Strips | EM124 Mecillinam Low risk 20/12/2012
ASS- Ezy MIC Strips | EM125 Ticarcillin/Clavulanic Acid Low risk 20/12/2012
ASS- Ezy MIC Strips | EM126 Bacitracin Low risk 20/12/2012
ASS- Ezy MIC Strips | EM127 Cefotetan / Cefotetan + Cloxacillin Low risk 20/12/2012
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ASS- Ezy MIC Strips | EM128 Metronidazole Low risk 20/12/2012
ASS- Ezy MIC Strips | EM129 Cefpodoxime Low risk 20/12/2012
ASS- Ezy MIC Strips | EM130 Cefprozil Low risk 20/12/2012
ASS- Ezy MIC Strips | EM131 Sulbactam Low risk 20/12/2012
ASS- Ezy MIC Strips | EM132 Improved ESBL Detection Ezy MIC Strip (Mix+/Mix) Low risk 25/08/2016
ASS- Ezy MIC Strips | EM133 Improved AmpC Detection Ezy MIC Strip (Mix+/Mix) Low risk 25/08/2016
ASS- Ezy MIC Strips | EM134 MBL Plus ESBL Detection Ezy MIC Strip (ESBL+/ESBL) Low risk 25/08/2016
ASS- Ezy MIC Strips | EM135 MBL Plus AmpC Detection Ezy MIC Strip (AmpC+/Amp) Low risk 25/08/2016
ASS- Ezy MIC Strips | EM136 ESBL-AmpC Coexistence Detection Ezy MIC Kit Low risk 25/08/2016
ASS- Ezy MIC Strips | EM137 MBL-ESBL-AmpC Co-existence Detection Ezy MIC Kit Low risk 25/08/2016
ASS- Ezy MIC Strips | EM138 Cefpodoxime/Clavulanic Acid Ezy MIC Strip Low risk 25/08/2016
ASS- Ezy MIC Strips | EM139 Amoxyclav Ezy MIC Strip (AUG) (0.016-256 mcg/ml) Low risk 25/08/2016
ASS- Ezy MIC Strips | EM140 Ampicillin/Sulbactam Ezy MIC Strip (SAM) (4 mcg/ml) Low risk 25/08/2016
ASS- Ezy MIC Strips | EM141 Ertapenem/Ertapenem + Boronic acid Ezy MIC Strip (ETP+/ETP) Low risk 25/08/2016
ASS- Ezy MIC Strips | EM142 Terbinafine Ezy MIC Strip(TRB) (0.002-32 mcg/ml) Low risk 25/08/2016
ASS- Ezy MIC Strips | EM143 Griseofulvin EZY MIC Strip (GRI) (0.002-32 mcg/ml) Low risk 25/08/2016
ASS- Ezy MIC Strips | EM144 Clotrimazole EZY MIC Strip (CLO) (0.002-32 mcg/ml) Low risk 25/08/2016
ASS- Ezy MIC Strips | EM145 Terbinafine Ezy MIC Strip(TRB) (0.002-32 mcg/ml) Low risk 25/08/2016
ASS- Ezy MIC Strips | EM146 Miconazole EZY MIC Strip (MIC) (0.002-32 mcg/ml) Low risk 25/08/2016
ASS- Ezy MIC Strips | EM147 Flucloxacillin Ezy MIC Stripr (FLC) (0.016-256 mcg/ml) Low risk 04/07/2018
ASS- Ezy MIC Strips | EM148 Cefepime/Clavulanic acid Ezy MIC Stripr (FIC) (0.016-256 mcg/ml) Low risk 04/07/2018
ASS- Ezy MIC Strips | EM149 Ceftazidime /Tazobactum Ezy MIC Strip (CAT) (0.016-256 mcg/ml) Low risk 04/07/2018
ASS- Ezy MIC Strips | EM150 Natamycin Ezy MIC Strip (NAT) (0.016-256 mcg/ml) Low risk 22/04/2019
ASS- Ezy MIC Strips | EM151 Cefpirome/Sulbactam Ezy MIC™ Strip Low risk 22/04/2019
ASS- Ezy MIC Strips | EM152 Ceftizoxime/Sulbactam Ezy MIC™ Strip Low risk 10/11/2020
ASS- Ezy MIC Strips | EM153 Ceftazidime/Avibactam Ezy MIC™ Strip Low risk 10/11/2020
ASS- Ezy MIC Strips | EM154 Faropenem/Clavulanic acid Ezy MIC™ strip (FAC) Low risk 01/11/2020
ASS- Ezy MIC Strips | EM155 Cefuroxime/Clavulanic acid Ezy MIC™ strip (CXC) Low risk 01/11/2020
ASS- Ezy MIC Strips | EM701 Xylomonas Ezy MIC Strip (0.016-256mcg/ml) Low risk 25/08/2016
ASS- Ezy MIC Strips | EM702 Arbekacin Ezy MIC Strip (ABK) (0.016-256 mcg/ml) Low risk 25/08/2016
ASS- Ezy MIC Strips | EM703 Garenoxacin EZY MIC Strip (0.002-32 mcg/ml) Low risk 25/08/2016
ASS- Ezy MIC Strips | EM705 Biapenem EZY MIC Strip (BPM) (0.002-32 mcg/ml) Low risk 25/08/2016
ASS- Ezy MIC Strips | EM706 Reinvexin EZY MIC Strip (PB) (0.016-256 mcg/ml) Low risk 16/12/2017
giiss(i;'j:zv;‘;cs) HX001 Hexa G-plus 1 Low risk 20/12/2012
giiss(i;'j:zv;‘;cs) HX002 Hexa G-plus 2 Low risk 20/12/2012
giiss(i;'j:zv;‘;cs) HX003 Hexa G-plus 3 Low risk 20/12/2012
ASS- Sensitivity HX004 Hexa G-plus 4 Low risk 20/12/2012

Discs (Multi Discs)
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gf‘css(i;l’j:z"[';‘;cs) HX005 Hexa G-plus 5 Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) HX006 Hexa G-minus 1 Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) HX007 Hexa G-minus 2 Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) HX008 Hexa G-minus 3 Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) HX009 Hexa G-minus 4 Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) HX010 Hexa G-minus 5 Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) HX011 Hexa Pseudo 1 Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) HX012 Hexa Pseudo 2 Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) HX013 Hexa Pseudo 3 Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) HX014 Hexa UTI-1 Low risk 20/12/2012
glssscss(i:::::"l';l‘;cs) HX015 Hexa UTI-2 Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) HX016 Hexa Haemophilus 1 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) HX017 Hexa Haemophilus 2 Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) HX018 Hexa Haemophilus 3 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) HX019 Hexa Pneumococci 1 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) HX020 Hexa Pneumococci 2 Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) HX021 Hexa Anaerobic 1 Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) HX022 Hexa G-plus 6 Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) HX023 Hexa G-plus 7 Low risk 20/12/2012
glssscss(e'\;l’j:::"[';‘;cs) HX024 Hexa G-plus 8 Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) HX025 Hexa G-Minus 6 Low risk 25/08/2016
glss,sc;s(xj:::vtl)tl\s/cs) HX026 Hexa Pseudo 4 Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) HX027 Hexa G-Plus 9 Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) HX028 Hexa G-minus 7 Low risk 20/12/2012
glss,sc;s(xj:::vtl)tl\s/cs) HX029 Hexa Pseudo 5 Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) HX030 Hexa G-Minus 8 Low risk 20/12/2012
g.ssiss(ﬁ/.nilﬂvézcs) HX031 Hexa G-Plus 10 Low risk 20/12/2012
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gf‘css(i;l’j:z"[';‘;cs) HX032 Hexa Universal - 1 Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) HX033 Hexa UTI 3 Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) HX034 Hexa G-plus11 Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) HX035 Hexa G-minus 9 Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) HX036 Hexa G-minus 29 Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) HX037 Hexa UTI 4 Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) HX038 Hexa Universal-2 Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) HX039 Hexa G-plus 12 Low risk 20/12/2012
glssscss(i:::::"l';l‘;cs) HX040 Hexa G-plus 13 Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) HX041 Hexa Pneumococci - 3 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) HX042 Hexa Pneumococci-4 Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) HX043 Hexa Pneumococci - 5 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) HX044 Hexa Pneumococci - 6 Low risk 25/08/2016
glssst:_s,s(i:j:::vll;l\s/cs) HX045 Hexa Pneumococci-7 Low risk 20/12/2012
glssscss(i;l’j:::"[';‘;cs) HX046 Hexa Pneumococci-8 Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) HX047 Hexa G-plus 25 Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) HX048 Hexa G-plus 26 Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) HX049 Hexa G-plus 27 Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) HX050 Hexa Pseudo 6 Low risk 25/08/2016
AS5- Sensitivity HX051 Hexa Pseudo 7 Low risk 20/12/2012
Discs (Multi Discs)

glss,sc;s(xj:::vtl)tl\s/cs) HX052 Hexa Pseudo 8 Low risk 25/08/2016
glss,sc;s(xj:::vtl)tl\s/cs) HX053 Hexa Pseudo 9 Low risk 20/12/2012
glss,sc;s(xj:::vtl)tl\s/cs) HX054 Hexa Pseudo 10 Low risk 20/12/2012
glss,sc;s(xj:::vtl)tl\s/cs) HX055 Hexa Pseudo 11 Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) HX056 Hexa G-minus 26 Low risk 20/12/2012
glss,sc;s(xj:::vtl)tl\s/cs) HX057 Hexa G-minus 27 Low risk 20/12/2012
g.ssiss(ﬁ/.nilﬂvézcs) HX058 Hexa G-minus 28 Low risk 20/12/2012
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gf‘css(i;l’j:z"[';‘;cs) HX059 Hexa G-minus 10 Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) HX060 Hexa G-minus 11 Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) HX061 Hexa G-Minus 12 Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) HX062 Hexa G-minus 13 Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) HX063 Hexa G-minus 14 Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) HX064 Hexa G-minus 15 Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) HX065 Hexa G-Minus 16 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) HX066 Hexa G-minus 17 Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) HX067 Hexa G-minus 18 Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) HX068 Hexa G-minus 19 Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) HX069 Hexa G-minus 20 Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) HX070 Hexa G-minus 21 Low risk 20/12/2012
glssscss(i:::::"l';l‘;cs) HX071 Hexa G-Minus 22 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) HX072 Hexa UTI 4 (Modified) Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) HX073 Hexa UTI 5 Low risk 20/12/2012
glssscss(i:j:::v[;tl\s/cs) HX074 Hexa UTI 6 Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) HX075 Hexa UTI 7 Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) HX076 Hexa UTI 8 Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) HX077 Hexa UTI 9 Low risk 20/12/2012
glssscss(e'\;l’j:::"[';‘;cs) HX078 Hexa UTI 10 Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) HX079 Hexa UTI 11 Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) HX080 Hexa G-plus 14 Low risk 20/12/2012
glss,sc;s(xj:::vtl)tl\s/cs) HX081 Hexa G-plus 15 Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) HX082 Hexa G-Plus 16 Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) HX083 Hexa G-plus 17 Low risk 20/12/2012
glss,sc;s(xj:::vtl)tl\s/cs) HX084 Hexa Haemophilus 4 Low risk 20/12/2012
g?si;s(xj:::vézcs) HX085 Hexa Haemophilus 5 Low risk 25/08/2016
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gf‘css(i;l’j:z"[';‘;cs) HX086 Hexa Haemophilus 6 Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) HX087 Hexa Haemophilus 7 Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) HX088 Hexa Haemophilus 8 Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) HX089 Hexa Haemophilus 9 Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) HX090 Hexa G-plus 18 Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) HX091 Hexa G-plus 19 Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) HX092 Hexa G-plus 20 Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) HX093 Hexa G-plus 21 Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) HX094 Hexa G-Plus 22 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) HX095 Hexa G-minus 23 Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) HX096 Hexa G-minus 24 Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) HX097 Hexa Universal-2 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) HX098 Hexa Universal-3 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) HX099 Hexa UTI 12 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) HX100 Hexa G-Plus 23 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) HX101 Hexa G-plus 24 Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) HX102 Hexa G-minus 25 Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) HX103 Hexa Pseudo 12 Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) HX104 Hexa Antimyco-01 Low risk 20/12/2012
AS5- Sensitivity HX700 Hexa G-Plus 25 Low risk 25/08/2016
Discs (Multi Discs)

glssscss(e'\;l‘j:::"[')tlzcs) HX701 Hexa G-Minus 26 Low risk 25/08/2016
glss,sc;s(xj:::vtl)tl\s/cs) HX703 Hexa Pseudo-13 Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) HX704 Hexa G-Minus 27 Low risk 25/08/2016
glss,sc;s(xj:::vtl)tl\s/cs) HX705 Hexa Anaerobic 2 Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) HX706 Hexa UTI 14 Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) HX707 Hexa G-Plus 26 Low risk 25/08/2016
/S.Ssiss(iﬂnjlﬁvézcs) HX708 Hexa G-Minus 28 Low risk 25/08/2016
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gf‘css(i;l’j:z"[';‘;cs) HX709 Hexa Pseudo 14 Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) HX710 Hexa UTI-15 Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) HX711 Hexa G-Plus 27 Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) HX712 Hexa Pseudo 15 Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) HX713 Hexa Anaerobic-3 Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) HX714 Hexa Combi 1 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) HX715 Hexa Universal 4 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) HX716 Hexa Universal 5 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) HX717 Hexa Combi 2 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) HX718 Hexa Combi 3 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) HX719 Hexa Combi 4 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) HX720 Hexa Combi 5 Low risk 25/08/2016
glssscss(i:::::"l';l‘;cs) HX721 Hexa Combi 6 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) HX722 Hexa Combi 7 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) HX723 Hexa Combi 8 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) HX724 Hexa Combi 9 Low risk 28/04/2017
glssscss(sl’j:::"[';‘;cs) HX725 Hexa Combi 10 Low risk 28/04/2017
glssscss(sl’j:::"[';‘;cs) HX726 Hexa Combi 11 Low risk 28/04/2017
glssscss(sl’j:::"[';‘;cs) 1co01 Icosa Universal - 1 Low risk 20/12/2012
glssscss(e'\;l’j:::"[';‘;cs) 1c002 Icosa G-I-Plus Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) 1C003 Icosa G-I-Minus Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) Ic004 lcosa UTI - 1 Low risk 20/12/2012
glss,sc;s(xj:::vtl)tl\s/cs) 1C005 Icosa Pseudo - 1 Low risk 20/12/2012
glss,sc;s(xj:::vtl)tl\s/cs) 1C006 Icosa Universal - 2 Low risk 20/12/2012
glss,sc;s(xj:::vtl)tl\s/cs) 1C007 Icosa Pseudo - 2 Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) 1C008 Icosa G-ll-Minus Low risk 20/12/2012
g?si;s(xj:::vézcs) IC701 Icosa Universal - 3 Low risk 25/08/2016
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ASS- Sensitivity . .

Discs (Multi Discs) 1C702 Icosa Universal - 4 Low risk 25/08/2016
ASS- Sensitivity . .

Discs (Multi Discs) 1C703 Icosa Universal 5 Low risk 25/08/2016
ASS-HiComb MIC 155 Amikacin Low risk 20/12/2012
Strips

ASS-HiComb MIC 1 )5 Amoxycillin Low risk 20/12/2012
Strips

gtsri—:momb Mic MDO003 Amoxyclav (Amoxycillin/  Clavulanic acid) Low risk 20/12/2012
ASS-HIComb MIC 1) Azithromycin Low risk 20/12/2012
Strips

ASS-HiComb MIC 1 )5 Azlocillin Low risk 20/12/2012
Strips

ASS-HiComb MIC 1 )5 Aztreonam Low risk 20/12/2012
Strips

ASS-HiComb MIC 1 )57 Carbenicillin Low risk 20/12/2012
Strips

ASS-HiComb MIC 1 )55 Cefazolin Low risk 20/12/2012
Strips

ASS-HiComb MIC 1 )5 Cefdinir Low risk 20/12/2012
Strips

ASS-HiComb MIC 1\ h01 Cefepime Low risk 20/12/2012
Strips

ASS-HiComb MIC 1\ r14 Cefpirome Low risk 20/12/2012
Strips

ASS-HiComb MIC 1\ h15 Ceftazidime Low risk 20/12/2012
Strips

ASS-HiComb MIC 1)1 Ceftriaxone Low risk 20/12/2012
Strips

stsr?;:"mmb MIC | vpo14 Cefalexin (Cephalexin) Low risk 20/12/2012
:tsr?p—’ls-hComb Mic MDO015 Cefotaxime (Cephotaxime) Low risk 20/12/2012
:tsr?;:"mmb MIC | vpo1e Chloramphenicol Low risk 20/12/2012
ASS-HiComb MIC 1 )15 Ciprofloxacin Low risk 20/12/2012
Strips

ASS-HiComb MIC 1\ h1g Clarithromycin Low risk 20/12/2012
Strips

ASSHICombMIC | 15519 Clindamycin Low risk 20/12/2012
Strips

?tsri—)ls-hComb Mic MD020 Colistin (Methane Sulphonate) Low risk 20/12/2012
?tsri—)ls-hComb Mic MD021 Co-Trimoxazole (Sulpha/Trimethoprim) Low risk 20/12/2012
AS$—H|Comb Mic MD022 Erythromycin Low risk 20/12/2012
Strips

ASSHIComb MIC | 1553 Fusidic Acid Low risk 20/12/2012
Strips

ASSHICOMBMIC 1 154 Gatifloxacin Low risk 20/12/2012
Strips

?tsr?;nmmb MIC 1 Mbo2s Gentamicin Low risk 20/12/2012
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ASS-HiComb MIC 1\ hoe Kanamycin Low risk 20/12/2012
Strips
ASS-HiComb MIC 1 )55 Levofloxacin Low risk 20/12/2012
Strips
ASS-HiComb MIC 1\ r o Lincomycin Low risk 20/12/2012
Strips
ASS-HiComb MIC 1\ hy 5 g Linezolid Low risk 20/12/2012
Strips
ASS-HiComb MIC 103 Lomefloxacin Low risk 20/12/2012
Strips
ASS-HIComb MIC 1\ ray Methicillin Low risk 20/12/2012
Strips
ASS-HiComb MIC 1\ rs) Minocycline Low risk 20/12/2012
Strips
ASS-HiComb MIC 1 )2 Moxifloxacin Low risk 20/12/2012
Strips
ASS-HIComb MIC )y Mupirocin Low risk 20/12/2012
Strips
ASS-HiComb MIC 1\ ac Nalidixic Acid Low risk 20/12/2012
Strips
ASS-HiComb MIC 1o Neomycin Low risk 20/12/2012
Strips
ASS-HiComb MIC 1 )25 Nitrofurantoin Low risk 20/12/2012
Strips
ASS-HiComb MIC 1\ Norfloxacin Low risk 20/12/2012
Strips
ASS-HiComb MIC 152 Ofloxacin Low risk 20/12/2012
Strips
ASS-HiComb MIC 1\ r0 Pefloxacin Low risk 20/12/2012
Strips
ASS-HiComb MIC 1\ r Piperacillin Low risk 20/12/2012
Strips
:tsr?p—’ls-hComb Mic MD042 Piperacillin/Tazobactam Low risk 20/12/2012
ASS-HiComb MIC 1\ r0)3 Polymyxin-B Low risk 20/12/2012
Strips
:tsr?p—’ls-hComb Mic MDO044 Pristinomycin (Quinupristin/Dalfopristin) Low risk 20/12/2012
ASS-HiComb MIC 1\ Rifampicin Low risk 20/12/2012
Strips
AS$—H|Comb Mic MDO046 Roxithromycin Low risk 20/12/2012
Strips
AS$—H|Comb Mic MD047 Sparfloxacin Low risk 20/12/2012
Strips
AS$—H|Comb Mic MD048 Streptomycin Low risk 20/12/2012
Strips
ASS-HIComb MIC 1 15049 Sulfasomidine Low risk 20/12/2012
Strips
ASSHiIComb MIC | 1550 Sulphadiazine Low risk 20/12/2012
Strips
?tsri—)ls-hComb Mic MDO051 Sulphafurazole (Sulfisoxazole) Low risk 20/12/2012
?tSr?F—)IS-hComb Mic MDO052 Sulphamethizole Low risk 20/12/2012
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gtsri—:momb Mic MDO053 Sulphamethoxypyridazine Low risk 20/12/2012
:tsr?;?'comb MIC | mposa Sulphaphenazole Low risk 20/12/2012
ASS-HiComb MIC 1\ rc Teicoplanin Low risk 20/12/2012
Strips
ASS-HiComb MIC 1\ rec Tetracycline Low risk 20/12/2012
Strips
ASS-HiComb MIC 1\ c Ticarcillin Low risk 20/12/2012
Strips
ASS-HIComb MIC 1\ rcg Tobramycin Low risk 20/12/2012
Strips
ASS-HiComb MIC 1\ eq Trimethoprim Low risk 20/12/2012
Strips
ASS-HiComb MIC 1\ Vancomycin Low risk 20/12/2012
Strips
ASS-HiComb MIC 1\ Gentamicin Low risk 20/12/2012
Strips
ASS-HiComb MIC 1\ Benzyl Penicillin Low risk 20/12/2012
Strips
ASS-HiComb MIC 1 )3 Vancomycin Low risk 20/12/2012
Strips
/;Sr?;?'comb MIC | mposa Cefotaxime (Cephotaxime) Low risk 20/12/2012
ASS-HiComb MIC 1\ Oxacillin Low risk 20/12/2012
Strips
ASS-HiComb MIC 1\ Ceftriaxone Low risk 20/12/2012
Strips
ASS-HiComb MIC 1\ Amikacin Low risk 20/12/2012
Strips
ASS-HiComb MIC 1\ Ampicillin Low risk 20/12/2012
Strips
ASS-HiComb MIC 1\ Ceftazidime Low risk 20/12/2012
Strips
ASS-HiComb MIC 1\ Cefepime Low risk 20/12/2012
Strips
:tsr?;:"mmb MIC | mpo71 Amphotericin B Low risk 20/12/2012
AS?—HlComb Mic MDO072 Fluconazole Low risk 20/12/2012
Strips
AS$—H|Comb Mic MD073 Itraconazole Low risk 20/12/2012
Strips
AS$—H|Comb Mic MDO074 Ketoconazole Low risk 20/12/2012
Strips
ASS-HIComb MIC 1 15076 Gemifloxacin Low risk 20/12/2012
Strips
?tsri—)ls-hComb Mic MD701 Cefepime/Tazobactam Low risk 25/08/2016
?tsri—)ls-hComb Mic MD702 Ceftazidime/Tazobactum Low risk 25/08/2016
AS$—H|Comb Mic MD704 Nadifloxacin Low risk 25/08/2016
Strips
?tSr?F—)IS-hComb Mic MD706 Cefoperazone/Tazobactam CST Low risk 25/08/2016
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:tsr?;?icomb MIC 1 mp7o7 Balofloxacin Low risk 25/08/2016
:tsr?;?icomb MIC 1 mp7os Cefuroxime CXM Low risk 25/08/2016
:tsr?;?icomb MIC 1 Mmp709 Cefpodaxime CPD Low risk 25/08/2016
:tsr?;?icomb MIC 1 mp710 Cefpodaxime / Clavulanic acid (2:1) Low risk 25/08/2016
:tsr?;?icomb MIC 1 mp711 Netilimicin NET Low risk 25/08/2016
:tsr?;?icomb MIC 1 mp712 Cefixime CFM Low risk 25/08/2016
/;Sr?;?icomb MIC 1 mp713 Pazufloxacin Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) 0D001 G-I-plus Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) ODOO1R G-I-plus Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) 0D002 G-Il-plus Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) ODO02R G-Il-plus Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) 0D003 G-lll-plus Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) 0D0032R Combi | Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) ODO03R G-lll-plus Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) 0D004 G-IV-plus Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) ODO04R G-IV-plus Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) 0D005 G-I-minus Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) ODOOSR G-I-minus Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) 0D006 G-Il-minus Low risk 20/12/2012
glssscss(e'\;l’j:::"[';‘;cs) ODO06R G-Il-minus Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) 0D007 G-lll-minus Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) 0DOO7R G-lll-minus Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) 0D008 Pseudo Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) ODOO0SR Pseudo Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) 0D009 UTH Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) ODOO9R UTH Low risk 20/12/2012
g.ssiss(ﬁ/.nilﬂvézcs) 0D010 UTHI Low risk 20/12/2012
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gf‘css(i;l’j:z"[';‘;cs) ODO10R UTH-I Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) 0D011 G-X-plus Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) ODO11R G-X-plus Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) 0D012 G-IX-plus Low risk 25/08/2016
gf‘css(i:j:z"[';‘;cs) ODO12R G-IX-plus Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) 0D014 G-IV-minus Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) ODO14R G-IV-minus Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) 0D015 G-V-minus Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) ODO15R G-V-minus Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) 0D016 UTI-IV Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) ODO16R UTI-IV Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) 0D017 UTI-VI Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) ODO17R UTI-VI Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) 0D018 UTI-VII Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) ODO18R UTI-VII Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) 0D019 uTI-v Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) ODO19R uTI-v Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) 0D020 Combi | Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) ODO20R Combi | Low risk 20/12/2012
glssscss(e'\;l’j:::"[';‘;cs) 0D021 Combi II Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) ODO021R Combi Il Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) 0D022 Combi Ill Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) 0D022R Combi Ill Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) 0D023 Combi IV Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) 0D023R Combi IV Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) 0D024 Combi V Low risk 25/08/2016
g.ssiss(ﬁ/.nilﬂvézcs) 0D024R Combi V Low risk 25/08/2016
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gf‘css(i;l’j:z"[';‘;cs) 0D025 Combi VI Low risk 20/12/2012
gf‘css(i;l’::z"[';‘;cs) ODO25R Combi VI Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) 0D026 Combi VI Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) OD026R Combi VI Low risk 20/12/2012
gf‘css(i;l’j:zvl';l‘;cs) 0D027 Combi VIl Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) 0D027R Combi VIl Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) 0D028 Combi IX Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) OD028R Combi IX Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) 0D029 Combi X Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) OD029R Combi X Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) 0D030 Combi XI Low risk 20/12/2012
glssscss(i:::::"l';l‘;cs) ODO30R Combi XI Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) 0D031 Combi XII Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) ODO31R Combi XII Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) 0D032 Combi XIll Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) OD032R Combi XIll Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) 0D033 G-V-plus Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) 0D033R G-V-plus Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) 0D034 G-VI-plus Low risk 20/12/2012
glssscss(e'\;l’j:::"[';‘;cs) OD034R G-VI-plus Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) 0D035 uTHIIl Low risk 20/12/2012
SISSSCSS(E'\;I‘Z:::V;‘;CS) ODO35R uTHIIl Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) 0D036 Pseudo | Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) ODO36R Pseudo | Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) 0D037 G-Vil-plus Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) ODO037R G-Vil-plus Low risk 25/08/2016
g.ssiss(ﬁ/.nilﬂvézcs) 0D038 G-Vlll-plus Low risk 20/12/2012
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gf‘css(i;l’j:z"[';‘;cs) ODO38R G-VllI-plus Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) 0D039 G-XI-plus Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) ODO39R G-XI-plus Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) 0D040 UTI-VIII Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) ODO40R UTI-VIII Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) 0D041 G-XlI-plus Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) ODO41R G-XlI-plus Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) 0D042 G-VI-minus Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) OD042R G-VI-minus Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) 0D043 G-Vll-minus Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) OD043R G-VlI-minus Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) 0D044 G-Vlll-minus Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) ODO44R G-Vlll-minus Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) 0D045 G-IX-minus Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) ODO45R G-IX-minus Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) 0D046 G-X-minus Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) ODO46R G-X-minus Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) 0D047 G-XI-minus Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) OD047R G-XI-minus Low risk 20/12/2012
glssscss(e'\;l’j:::"[';‘;cs) 0D048 UTH-IX Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) ODO48R UTI-IX Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) 0D049 G-XIlI- plus Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) ODO049R G-XIlI- plus Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) 0D050 G-XIV- plus Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) ODO50R G-XIV- plus Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) 0D051 UTIX Low risk 20/12/2012
g.ssiss(ﬁ/.nilﬂvézcs) ODO51R UTIX Low risk 20/12/2012
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gf‘css(i;l’j:z"[';‘;cs) 0D052 UTIXI Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) ODO52R UTIXI Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) 0D053 G-XII-minus Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) 0DO53R G-XII-minus Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) 0D054 UTIXIl Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) ODO54R UTIXIl Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) 0DO055 G-XlI-minus Low risk 20/12/2012
glssscss(i:::::"l';l‘;cs) ODO55R G-XllI-minus Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) 0D056 Combi 59 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) ODOS56R Combi 59 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) 0D057 G-XVlI-minus Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) ODO57R G-XVll-minus Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) 0D058 G-XIX-minus Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) ODO58R G-XIX-minus Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) 0D059 G-XX-minus Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) ODO59R G-XX-minus Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) 0D060 G-XXI-minus Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) ODOGOR G-XXI-minus Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) 0D061 G-XXII-minus Low risk 20/12/2012
glssscss(e'\;l’j:::"[';‘;cs) ODO61R G-XXII-minus Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) 0D062 G-XXlll-minus Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) ODO62R G-XXIlI-minus Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) 0D063 Pseudo V Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) ODO63R Pseudo V Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) 0D064 Combi-XIV Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) ODO64R Combi XIV Low risk 25/08/2016
g.ssiss(ﬁ/.nilﬂvézcs) 0DO65 UTIXVII Low risk 25/08/2016
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gf‘css(i;l’j:z"[';‘;cs) ODO65R UTI-XVII Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) 0D066 Combi 82 Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) ODOG6R Combi 82 Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) 0D067 Combi 83 Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) ODO67R Combi 83 Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) 0D202 Comb XXI Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) 0D209 Combi 28 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) op211 Combi 30 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) OD211R Combi 30 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) op212 Combi 31 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) op215 Combi 34 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) 0D215R Combi 34 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) op216 Combi 35 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) OD216R Combi 35 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) 0D220 Combi 39 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) op221 Combi 40 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) 0D223 G XIV minus Low risk 25/08/2016
glssscss(i;l’j:::"[';‘;cs) 0D224 G XV plus Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) oD225 uTI XIl Low risk 25/08/2016
glssscss(e'\;l’j:::"[';‘;cs) 0D226 Combi 41 Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) 0D227 UTIXIV Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) 0D228 Pseudo II Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) 0D229 G-XV-minus Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) 0D230 G-XVI-plus Low risk 25/08/2016
SISSSCSS(E'\;I‘Z:::V;‘;CS) 0D231 Combi -42 Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) 0D232 Combi 43 Low risk 25/08/2016
g.ssiss(ﬁ/.nilﬂvézcs) 0D233 Combi 44 Low risk 25/08/2016
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gf‘css(i;l’j:z"[';‘;cs) 0D233R Combi 44 Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) 0D234 Combi 45 Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) 0D234R Combi 45 Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) oD241 Combi 49 Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) OD241R Combi 49 Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) 0D243 G XVIl minus Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) 0D244 G XIX plus Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) 0D248 Combi-53 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) 0D249 Combi-54 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) 0D250 Pseudo - IIl for Pseudomonas Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) oD251 GXX plus Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) 0D253 Combi 56 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) 0oD256 Combi 59 Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) OD256R Combi 59 Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) 0D257 Combi 60 Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) 0D257R Combi 60 Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) 0oD258 Combi 61 Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) OD258R Combi 61 Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) 0D259 Combi 62 Low risk 25/08/2016
glssscss(e'\;l’j:::"[';‘;cs) OD259R Combi 62 Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) 0D260 UTI-XIII Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) 0D261 UTIXIV Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) 0D262 UTI-E Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) 0D263 UTI-XV Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) 0D264 Pseudo II Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) 0D265 Combi 63 Low risk 25/08/2016
g.ssiss(ﬁ/.nilﬂvézcs) 0D266 Combi 64 Low risk 25/08/2016
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gf‘css(i;l’j:z"[';‘;cs) 0D267 Combi 65 Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) 0D268 Combi 66 Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) 0D269 Combi 67 Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) OD269R Combi 67 Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) 0D270 Combi 68 Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) OD270R Combi 68 Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) op271 Combi 69 Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) 0D271R Combi 69 Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) op272 Combi 70 Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) 0D272R Combi 70 Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) oD273 Combi 71 Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) 0D273R Combi 71 Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) 0D274 Combi 72 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) 0D274R Combi 72 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) oD275 Combi 73 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) 0D275R Combi 73 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) 0D275RS Combi 60 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) 0D2755 Combi 60 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) oD276 Combi 84 Low risk 20/12/2012
glssscss(e'\;l’j:::"[';‘;cs) 0D276R Combi 84 Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) 0D277 Combi 77 Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) 0D277R Combi 77 Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) 0D278 Combi 78 Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) 0D278R Combi 78 Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) 0D279 Combi 79 Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) 0D279R Combi 79 Low risk 25/08/2016
g.ssiss(ﬁ/.nilﬂvézcs) 0D280 Combi 80 Low risk 20/12/2012
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gf‘css(i;l’j:z"[';‘;cs) OD280R Combi 80 Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) oD281 Combi 85 Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) OD281R Combi 85 Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) 0D282 Combi 505 Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) OD282R Combi 505 Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) 0D283 Combi 506 Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) 0D283R Combi 506 Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) 0oD284 Combi 508 Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) OD284R Combi 508 Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) oD285 Combi 509 Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) OD285R Combi 509 Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) oD286 Combi 510 Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) OD286R Combi 510 Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) oD287 Combi 511 Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) OD287R Combi 511 Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) oD288 Combi 512 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) OD288R Combi 512 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) 0D289 Combi 513 Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) OD289R Combi 513 Low risk 20/12/2012
glssscss(e'\;l’j:::"[';‘;cs) 0D290 Combi 514 Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) OD290R Combi 514 Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) 0D291 Combi 90 Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) 0D291R Combi 90 Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) 0D292 Combi 91 Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) 0D292R Combi 91 Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) 0D293 Combi 92 Low risk 20/12/2012
g.ssiss(ﬁ/.nilﬂvézcs) 0D293R Combi 92 Low risk 20/12/2012
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gf‘css(i;l’j:z"[';‘;cs) 0D294 Combi 93 Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) 0D294R Combi 93 Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) 0D295 Combi 516 Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) 0D295R Combi 516 Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) 0D296 Combi 517 Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) 0D296R Combi 517 Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) 0D297 Combi 518 Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) 0D297R Combi 518 Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) 0D298 Combi 94 Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) 0D298R Combi 94 Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) 0D299 Combi 95 Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) 0D299R Combi 95 Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) 0D300 Combi 96 Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) OD300R Combi 96 Low risk 20/12/2012
glssscss(i;l’j:::"[';‘;cs) 0D301 G minus-24 Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) OD301R G minus-24 Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) 0D302 G minus-25 Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) OD302R G minus-25 Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) 0D303 G Plus-15 Low risk 20/12/2012
glssscss(e'\;l’j:::"[';‘;cs) OD303R G Plus-15 Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) 0D304 G Plus-16 Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) OD304R G Plus-16 Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) 0D305 G Plus-17 Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) OD305R G Plus-17 Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) 0D306 uTI-18 Low risk 20/12/2012
glssscss(e'\;l‘j:::"[')tlzcs) OD306R uTI-18 Low risk 20/12/2012
g.ssiss(ﬁ/.nilﬂvézcs) 0D307 Pseudo VI Low risk 20/12/2012
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gf‘css(i;l’j:z"[';‘;cs) OD307R Pseudo VI Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) 0D308 Universal - 1 Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) OD308R Universal - 1 Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) 0D309 G Plus-18 Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) OD309R G Plus-18 Low risk 20/12/2012
gf‘css(i;l’j:z"[';‘;cs) 0D310 G minus-26 Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) OD310R G minus-26 Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) oD311 G minus-27 Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) OD311R G minus-27 Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) oD312 G Minus - 28 Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) OD312R G Minus - 28 Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) 0D313 G Minus - 29 Low risk 20/12/2012
glssscss(i;l’::::"l';l‘;cs) OD313R G Minus - 29 Low risk 20/12/2012
glssscss(sl’j:::"[';‘;cs) 0D704 Combi 77 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) 0D705 Combi 78 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) 0D706 Combi 79 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) 0D707 Combi 80 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) 0D708 Combi 81 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) 0D709 Combi 85 Low risk 25/08/2016
glssscss(e'\;l’j:::"[';‘;cs) 0D710 Combi 86 Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) oD711 Combi 501 Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) 0D712 Combi 502 Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) 0D713 Combi 503 Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) oD714 Combi 504 Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) 0oD715 Combi 505 Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) 0D716 Combi 506 Low risk 25/08/2016
g?si;s(xj:::vézcs) 0oD717 Octodiscs-A Low risk 25/08/2016
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gf‘css(i;l’j:z"[';‘;cs) op718 Octodiscs-B Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) 0D719 Octodiscs-C Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) 0D720 Octodiscs-D Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) op721 Octodiscs-E Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) op722 Octodiscs-F Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) 0D723 Octodiscs-G Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) 0D724 Combi 507 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) oD725 Combi 508 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) oD726 Combi 509 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) op727 Combi 510 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) oD728 Combi 511 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) 0D729 Combi 512 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) 0D730 Combi 513 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) op731 Combi 514 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) oD732 Combi 515 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) oD733 Combi 516 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) 0D734 Combi 517 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) oD735 Combi 518 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) OD736R Combi 519 Low risk 25/08/2016
glssscss(e'\;l’j:::"[';‘;cs) 0oD737 Combi 520 Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) 0D737R Combi 520 Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) 0D738 Combi 521 Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) OD738R Combi 521 Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) 0D739 Combi 522 Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) OD739R Combi 522 Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) 0D740 Combi 523 Low risk 25/08/2016
g.ssiss(ﬁ/.nilﬂvézcs) OD740R Combi 523 Low risk 25/08/2016
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gf‘css(i;l’j:z"[';‘;cs) op741 Combi 524 Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) OD741R Combi 524 Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) 0oD742 Combi 525 Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) OD742R Combi 525 Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) 0D743 Combi 526 Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) 0D743R Combi 526 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) 0D744 Combi 527 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) OD744R Combi 527 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) 0oD745 Combi 528 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) OD745R Combi 528 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) 0D746 Combi 529 Low risk 25/08/2016
glssscss(i:::::"l';l‘;cs) OD746R Combi 529 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) 0D747 Combi 530 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) OD747R Combi 530 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) 0oD748 Combi 531 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) OD748R Combi 531 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) 0D749 Combi 532 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) OD749R Combi 532 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) 0D750 Combi 533 Low risk 25/08/2016
glssscss(e'\;l’j:::"[';‘;cs) OD750R Combi 533 Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) 0oD751 Combi 534 Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) OD751R Combi 534 Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) 0D752 Combi 535 Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) OD752R Combi 535 Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) 0D753 Combi 536 Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) OD753R Combi 536 Low risk 25/08/2016
g.ssiss(ﬁ/.nilﬂvézcs) 0oD754 Combi 537 Low risk 25/08/2016
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gf‘css(i;l’j:z"[';‘;cs) OD754R Combi 537 Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) 0oD755 Combi 538 Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) OD755R Combi 538 Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) 0oD756 Combi 539 Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) OD756R Combi 539 Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) 0oD757 Combi 540 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) OD757R Combi 540 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) 0oD758 Combi 541 Low risk 25/08/2016
glssscss(i:::::"l';l‘;cs) OD758R Combi 541 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) 0D759 Combi 542 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) OD759R Combi 542 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) 0D760 Combi 543 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) OD760R Combi 543 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) oD761 Combi 544 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) OD761R Combi 544 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) oD762 Combi 545 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) OD762R Combi 545 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) 0D763 Combi 546 Low risk 25/08/2016
glssscss(sl’j:::"[';‘;cs) OD763R Combi 546 Low risk 25/08/2016
glssscss(e'\;l’j:::"[';‘;cs) 0D764 Combi 547 Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) OD764R Combi 547 Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) 0D765 Combi 548 Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) OD765R Combi 548 Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) 0D766 Combi 549 Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) OD766R Combi 549 Low risk 25/08/2016
glssscss(e'\;l‘j:::"[')tlzcs) 0D767 Combi 550 Low risk 25/08/2016
g.ssiss(ﬁ/.nilﬂvézcs) OD767R Combi 550 Low risk 25/08/2016
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gf‘css(i;l’j:z"[';‘;cs) 0D768 Combi 551 Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) OD768R Combi 551 Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) 0D769 Combi 552 Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) OD769R Combi 552 Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) 0D770 Combi 553 Low risk 25/08/2016
gf‘css(i;l’j:z"[';‘;cs) OD770R Combi 553 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) op771 Combi 554 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) OD771R Combi 554 Low risk 25/08/2016
glssscss(i;l’::::"l';l‘;cs) op772 Combi 555 Low risk 16/12/2017
glssscss(i;l’::::"l';l‘;cs) OD772R Combi 555 Low risk 16/12/2017
glssscss(i;l’::::"l';l‘;cs) op773 Combi 556 Low risk 16/12/2017
glssscss(i;l’::::"l';l‘;cs) 0D773R Combi 556 Low risk 16/12/2017
glssscss(i;l’::::"l';l‘;cs) 0D774 Combi 557 Low risk 16/12/2017
glssscss(sl’j:::"[';‘;cs) OD774R Combi 557 Low risk 16/12/2017
glssscss(sl’j:::"[';‘;cs) op775 Combi 558 Low risk 16/12/2017
glssscss(sl’j:::"[';‘;cs) OD775R Combi 558 Low risk 16/12/2017
glssscss(sl’j:::"[';‘;cs) oD776 Combi 559 Low risk 04/07/2018
glssscss(sl’j:::"[';‘;cs) 0D776R Combi 559 Low risk 04/07/2018
glssscss(sl’j:::"[';‘;cs) op777 Combi 560 Low risk 04/07/2018
AS5- Sensitivity OD777R Combi 560 Low risk 04/07/2018
Discs (Multi Discs)

glssscss(e'\;l‘j:::"[')tlzcs) 0D778 Combi 561 Low risk 04/07/2018
glssscss(e'\;l‘j:::"[')tlzcs) OD778R Combi 561 Low risk 04/07/2018
SISSSCSS(E'\;I‘Z:::V;‘;CS) 0D779 Combi 562 Low risk 22/04/2019
glssscss(e'\;l‘j:::"[')tlzcs) OD779R Combi 562 Low risk 22/04/2019
glssscss(e'\;l‘j:::"[')tlzcs) 0D780 Combi 563 Low risk 10/11/2020
glssscss(e'\;l‘j:::"[')tlzcs) OD780R Combi 563 Low risk 10/11/2020
g.ssiss(ﬁ/.nilﬂvézcs) 0oD781 Combi 564 Low risk 10/11/2020
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ASS- Sensitivity OD781R Combi 564 Low risk 10/11/2020
Discs (Multi Discs)
ASS- Sensitivity oD782 Combi 565 Low risk 10/11/2020
Discs (Multi Discs)
ASS- Sensitivity OD782R Combi 565 Low risk 10/11/2020
Discs (Multi Discs)
ASS- Sensitivity 0D783 Combi 566 Low risk 10/11/2020
Discs (Multi Discs)
ASS- Sensitivity OD783R Combi 566 Low risk 10/11/2020
Discs (Multi Discs)
ASS- Sensitivity o784 Combi 567 Low risk 10/11/2020
Discs (Multi Discs)
ASS- Sensitivity 0D784R Combi 567 Low risk 10/11/2020
Discs (Multi Discs)
ASS- Sensitivity SD001 Amoxycillin Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity $D002 Ampicillin Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD002A Ampicillin Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD003 Bacitracin Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD004 Carbenicillin Low risk 20/12/2012
Discs (Single Discs)
A.SS_ SEPSItIVItY SD005 Cefaloridine (Cephaloridine) Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD006 Chloramphenicol Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD006B Chloramphenicol(2 mcg) Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD007 Chlortetracycline Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD008 Cloxacillin Low risk 20/12/2012
Discs (Single Discs)
A_SS_ Sepsitivit\'/ SD009 Colistin (Methane Sulphonate) Low risk 20/12/2012
Discs (Single Discs)
A_SS_ Sepsitivit\'/ SD010 Co-Trimoxazole (Sulpha/Trimethoprim) Low risk 20/12/2012
Discs (Single Discs)
A_SS_ Sepsitivit\'/ SD012 Doxycycline Hydrochloride Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD013 Erythromycin Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD014 Framycetin Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SDO15 Furazolidone Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SDO16 Gentamicin Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SDO17 Kanamycin Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SDO18 Lincomycin Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD019 Methicillin Low risk 20/12/2012
Discs (Single Discs)
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gis‘c'ss(‘;";gitlz’g‘i’scs) $D020 Metronidazole Low risk 20/12/2012
gis‘c'ss(‘;";gitlz’g‘i’scs) sD021 Nalidixic Acid Low risk 20/12/2012
gis‘c'ss(‘;";gitlz’g‘i’scs) $D022 Neomycin Low risk 20/12/2012
gis‘c'ss(‘;";gitlz’g‘i’scs) $D023 Nitrofurantoin Low risk 20/12/2012
gis‘c'ss(‘;";gitlz’g‘i’scs) SD023A Nitrofurantoin Low risk 25/08/2016
gis‘c'ss(‘;";gitlz’g‘i’scs) SD024 Nitrofurazone Low risk 20/12/2012
gisssc;s(:?:gitlz’g‘i’scs) sD025 Nystatin Low risk 20/12/2012
gisssc;s(:?:gitlz’g‘i’scs) SD026 Oleandomycin Low risk 20/12/2012
gisssc;s(:?:gitlz’g‘i’scs) $D027 Oxytetracycline Low risk 20/12/2012
gisssc;s(:?:gitlz’g‘i’scs) SD028 Penicillin-G Low risk 20/12/2012
gisssc;s(:?:gitlz’g‘i’scs) $D029 Polymyxin-B Low risk 20/12/2012
gisssc;s(:?:gitlz’g‘i’scs) SD030 Rifampicin Low risk 20/12/2012
gisssc;s(:?:gitlz’g‘i’scs) SD031 Streptomycin Low risk 20/12/2012
glssst:_s,s(:?rfgltlgnl;\rscs) SD032 Sulphafurazole (Sulfisoxazole) Low risk 20/12/2012
gisssc_ss(:?:gitlzlgscs) $D033 Sulphamethizole Low risk 20/12/2012
gisssc_ss(:?:gitlzlgscs) SD034 Sulphadiazine Low risk 20/12/2012
gisssc_ss(:?:gitlzlgscs) SD035 Amikacin Low risk 20/12/2012
gisssc_ss(:?:gitlzlgscs) SD036 Sulphaphenazole Low risk 20/12/2012
gisssc_ss(:?:gitlzlgscs) SD037 Tetracycline Low risk 20/12/2012
gisssc;s(';?:gitlie"g‘i’scs) SD038 Triple Sulphas Low risk 20/12/2012
gisssc_ss(:?rfgitlzlg\i/scs) D039 Trimethoprim Low risk 20/12/2012
gisssc_ss(:?rfgitlzlg\i/scs) D040 Cefotaxime Low risk 20/12/2012
gisssc_ss(:?rfgitlzlg\i/scs) SD040A Cefotaxime Low risk 20/12/2012
gisssc_ss(:?rfgitlzlg\i/scs) SD041 Cefoxitin Low risk 20/12/2012
glsssc_ss(:?rfgltlglgscs) SD042 Furoxone Low risk 20/12/2012
gisssc_ss(:?rfgitlzlg\i/scs) SD043 Oxacillin Low risk 20/12/2012
glsssc_ss(zrrfgltlgltt)\llscs) SD044 Tobramycin Low risk 20/12/2012
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ASS- Sensitivity SD045 Vancomycin Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD046 Netillin Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD047 Cefazolin Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD048 Cefalexin(Cephalexin) Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity $D049 Cycloserine Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD050 Cephalothin Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD051 Clindamycin Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD052 Dicloxacillin Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity D053 Novobiocin Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD054 Spiramycin Low risk 20/12/2012
Discs (Single Discs)
A.SS_ Sepsitivit\./ SD055 Sulphamethoxypyridazine Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD056 Sulfasomidine Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SDO56A Sulphamethoxazole Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD057 Norfloxacin Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD058 Co-Trimazine (Vet.) Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD059 Sisomicin Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD060 Ciprofloxacin Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SDOGOA Ciprofloxacin Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD061 Cefuroxime Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD062 Ceftazidime Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD062A Ceftazidime Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD063 Amoxyclav  (Amoxycillin/Clavulanic acid) Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SDO63A Augmentine Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD064 Azlocillin Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SDO6S Ceftriaxone Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SDOG6 Piperacillin Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SDOGBA Piperacillin Low risk 20/12/2012
Discs (Single Discs)
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gis‘c'ss(‘;";gitlz’g‘i’scs) SD067 Sterile Discs Low risk 20/12/2012
ASS- Sensitivity SD068 Methanamine Mandalate Low risk 20/12/2012
Discs (Single Discs)

gisc;s(‘;?;gitlz’g‘i’scs) SD069 Ofloxacin Low risk 20/12/2012
gis‘c'ss(‘;";gitlz’g‘i’scs) SD070 Pefloxacin Low risk 20/12/2012
gis‘c'ss(‘;";gitlz’g‘i’scs) SD071 Co-Trimazine (Human) Low risk 20/12/2012
gis‘c'ss(‘;";gitlz’g‘i’scs) sD072 Cefoperazone Low risk 20/12/2012
gisssc;s(:?:gitlz’g‘i’scs) sD073 Imipenem Low risk 20/12/2012
gisssc;s(:?:gitlz’g‘i’scs) D074 Ticarcillin Low risk 20/12/2012
gisssc;s(:?:gitlz’g‘i’scs) sD075 Cloxacillin Low risk 20/12/2012
gisssc;s(:?:gitlz’g‘i’scs) sD076 Amoxycillin Low risk 20/12/2012
gisssc;s(:?:gitlz’g‘i’scs) sD077 Ampicillin Low risk 20/12/2012
gisssc;s(:?:gitlz’g‘i’scs) SD078 Amoxyclav Low risk 20/12/2012
gisssc;s(:?:gitlz’g‘i’scs) SD079 Cefaloridine Low risk 20/12/2012
gisssc_ss(:?:gitlzlgscs) SD080 Ciprofloxacin Low risk 20/12/2012
gisssc_ss(:?:gitlzlgscs) sD081 Chloramphenicol Low risk 20/12/2012
gisssc_ss(:?:gitlzlgscs) 5D082 Amikacin Low risk 20/12/2012
gisssc_ss(:?:gitlzlgscs) sD083 Erythromycin Low risk 20/12/2012
gisssc_ss(:?:gitlzlgscs) SD084 Lincomycin Low risk 20/12/2012
gisssc_ss(:?:gitlzlgscs) SD085 Netillin Low risk 20/12/2012
ASS- Sensitivity sD086 Nitrofurantoin Low risk 20/12/2012
Discs (Single Discs)

gisssc_ss(:?rfgitlzlg\i/scs) SD087 Ofloxacin Low risk 20/12/2012
gisssc_ss(:inrfgitlzlg\i/scs) SD088 Oxacillin Low risk 20/12/2012
gisssc_ss(:?rfgitlzlg\i/scs) SD089 Penicillin-G Low risk 20/12/2012
gisssc_ss(:?rfgitlzlg\i/scs) SD090 Nitrofurantoin Low risk 20/12/2012
glsssc_ss(:?rfgltlglgscs) SD091 Streptomycin Low risk 20/12/2012
gisssc_ss(:?rfgitlzlg\i/scs) D092 Sulphadiazine Low risk 20/12/2012
gisssc_ss(:?rfgitlzli[t)\i/scs) D093 Trimethoprim Low risk 20/12/2012
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gis‘c'ss(‘;";gitlz’g‘i’scs) D094 Azlocillin Low risk 20/12/2012
gis‘c'ss(‘;";gitlz’g‘i’scs) SD096 Rifampicin Low risk 20/12/2012
gis‘c'ss(‘;";gitlz’g‘i’scs) SD097 Colistin (Methane Sulphonate) Low risk 20/12/2012
gis‘c'ss(‘;";gitlz’g‘i’scs) SD098 Lincomycin Low risk 20/12/2012
gis‘c'ss(‘;";gitlz’g‘i’scs) SD099 Metronidazole Low risk 20/12/2012
gis‘c'ss(‘;";gitlz’g‘i’scs) sD101 Spiramycin Low risk 20/12/2012
gisssc;s(:?:gitlz’g‘i’scs) sD102 Penicillin-G (L.5 units) Low risk 25/08/2016
ASS- Sensitivity sD103 Nitrofurantoin NIT Low risk 25/08/2016
Discs (Single Discs)

gisssc;s(:?:gitlz’g‘i’scs) sD104 Neomycin N Low risk 25/08/2016
gisssc;s(:?:gitlz’g‘i’scs) sD105 Bacitracin Low risk 20/12/2012
gisssc;s(:?:gitlz’g‘i’scs) SD106 Polymyxin-B Low risk 20/12/2012
gisssc;s(:?:gitlz’g‘i’scs) $D107 Metronidazole Low risk 25/08/2016
gisssc;s(:?:gitlz’g‘i’scs) SD108 Colistin (Methane Sulphonate) Low risk 20/12/2012
gisssc_ss(:?:gitlzlgscs) SD109 Ceftriaxone Low risk 20/12/2012
gisssc_ss(:?:gitlzlgscs) SD110 Ceftizoxime Low risk 20/12/2012
gisssc_ss(:?:gitlzlgscs) sD111 Amphotericin-B Low risk 20/12/2012
gisssc_ss(:?:gitlzlgscs) sD112 Ampicillin/Sulbactam Low risk 20/12/2012
gisssc_ss(:?:gitlzlgscs) sD113 Ampicillin/Cloxacillin Low risk 20/12/2012
gisssc_ss(:?:gitlzlgscs) sD114 Fluconazole Low risk 20/12/2012
ASS- Sensitivity sD115 Clotrimazole Low risk 20/12/2012
Discs (Single Discs)

glsssc_ss(:?rfgltlglgscs) SD116 Cefadroxil (Cephadroxil) Low risk 20/12/2012
glsssc_ss(:?rfgltlglgscs) SD117 Bacitracin (0.1 units) Low risk 25/08/2016
glsssc_ss(:?rfgltlglgscs) SD118 Bacitracin (2 units) Low risk 25/08/2016
glsssc_ss(:?rfgltlglgscs) SD119 Bacitracin (1 unit) Low risk 25/08/2016
glsssc_ss(:?rfgltlglgscs) SD120 Doxycycline Hydrochloride Low risk 20/12/2012
gisssc_ss(:?rfgitlzlg\i/scs) sp121 Novobiocin Low risk 20/12/2012
glsssc_ss(zrrfgltlgltt)\llscs) SD123 Tetracycline T Low risk 25/08/2016
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gis‘c'ss(‘;";gitlz’g‘i’scs) sD124 Azithromycin Low risk 20/12/2012
gis‘c'ss(‘;";gitlz’g‘i’scs) SD125 Lomefloxacin Low risk 20/12/2012
gis‘c'ss(‘;";gitlz’g‘i’scs) SD126 Roxithromycin Low risk 20/12/2012
gis‘c'ss(‘;";gitlz’g‘i’scs) sD127 Rifampicin Low risk 20/12/2012
gis‘c'ss(‘;";gitlz’g‘i’scs) SD128 Rifampicin Low risk 20/12/2012
gis‘c'ss(‘;";gitlz’g‘i’scs) SD129 Amoxycillin Low risk 20/12/2012
gisssc;s(:?:gitlz’g‘i’scs) SD130 Cephaloridine Low risk 25/08/2016
gisssc;s(:?:gitlz’g‘i’scs) sD131 Chloramphenicol Low risk 20/12/2012
gisssc;s(:?:gitlz’g‘i’scs) sD132 Piperacillin Low risk 20/12/2012
gisssc;s(:?:gitlz’g‘i’scs) sD133 Tetracycline Low risk 20/12/2012
gisssc;s(:?:gitlz’g‘i’scs) sD134 Tobramycin TB Low risk 25/08/2016
gisssc;s(:?:gitlz’g‘i’scs) sD135 Trimethoprim Low risk 25/08/2016
gisssc;s(:?:gitlz’g‘i’scs) SD136 Methicillin Low risk 20/12/2012
gisssc_ss(:?:gitlzlgscs) sD137 Methicillin Low risk 20/12/2012
gisssc_ss(:?:gitlzlgscs) SD138 Erythromycin Low risk 25/08/2016
gisssc_ss(:?:gitlzlgscs) SD139 Polymyxin-B Low risk 20/12/2012
gisssc_ss(:?:gitlzlgscs) $D140 Floxidin Low risk 20/12/2012
gisssc_ss(:?:gitlzlgscs) sD141 Floxidin Low risk 20/12/2012
gisssc_ss(:?:gitlzlgscs) sD142 Ciprofloxacin Low risk 20/12/2012
ASS- Sensitivity sD143 Cloxacillin Low risk 20/12/2012
Discs (Single Discs)

gisssc_ss(:?rfgitlzlg\i/scs) sD144 Penicillin-G Low risk 20/12/2012
gisssc_ss(:?rfgitlzlg\i/scs) sD145 Penicillin-G Low risk 25/08/2016
glsssc_ss(:?rfgltlglgscs) SD147 Tetracycline Low risk 25/08/2016
glsssc_ss(:?rfgltlglgscs) SD148 Trimethoprim Low risk 20/12/2012
glsssc_ss(:?rfgltlglgscs) SD149 Trimethoprim Low risk 20/12/2012
glsssc_ss(:?rfgltlglgscs) SD150 Enrofloxacin Low risk 20/12/2012
gisssc_ss(:?:gitlzlgscs) sD152 Penicillin-G Low risk 25/08/2016
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ASS- Sensitivity SD153 Chloramphenicol Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD154 Tobramycin Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD155 Vancomycin Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD156 Enrofloxacin Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity sD157 Cefaclor Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD158 Minocycline Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD159 Cephradine Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD160 Cefradine Low risk 20/12/2012
Discs (Single Discs)
A,SS_ Sepsitiwt\./ sD161 Trimethoprim Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD162 Sparfloxacin Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD163 Vancomycin Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD164 Clindamycin Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity sD165 Cloxacillin Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD166 Gentamicin Low risk 20/12/2012
Discs (Single Discs)
ASS-Sensitivity 1 5167 Penicillin-G Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD168 Ceftriaxone Ci Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity $D169 Fusidic Acid Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD170 Gentamicin Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity sD171 Fusidic Acid Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD174 Polymyxin-B Pb Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD175 Pipemidic Acid Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD176 Mecillinam Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD177 Mecillinam Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD178 Pristinomycin Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD179 Fosfomycin Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD180 Oxolinic Acid (10 mcg) Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD181 Spectinomycin Low risk 20/12/2012
Discs (Single Discs)
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ASS- Sensitivity SD182 Virginamycin Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity sD184 Norfloxacin Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD185 Pipemidic Acid Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity sD186 Oxolinic Acid (2 mcg) Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD187 Flumequine (2 mcg) Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity sD188 Dibekacine (10 mcg) Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD189 Oxolinic Acid (5 mcg) Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD190 Flumequine (5 mcg) Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD191 Kanamycin (1 mcg) (K1) Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD192 Clarithromycin Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD195 Gentamicin Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD196 Nitroxoline Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD197 Furazolidone Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD198 Flumequine Low risk 25/08/2016
Discs (Single Discs)
ASS- Sepsitivit\'/ SD199 Tylosine Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD200 Cefamandole Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity $D201 Ticarcillin Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD203 Cefoperazone Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD204 Azithromycin Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD205 Fosfomycin Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD206 Lomefloxacin Low risk 20/12/2012
Discs (Single Discs)
A_SS_ Se?sitivit\'/ SD207 Ceftazidime /Clavulanic acid Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity D209 Cefprozil Low risk 20/12/2012
Discs (Single Discs)
A_SS_ Se?sitivit\'/ SD210 Piperacillin/Tazobactam Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity sp211 Cefixime Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD212 Aztreonam Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD213 Teicoplanin Low risk 20/12/2012
Discs (Single Discs)
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ASS- Sensitivity

Discs (Single Discs) SD214 Isepamicin Low risk 20/12/2012

ASS- Sensitivity . . .

Discs (Single Discs) SD215 Linezolid Low risk 20/12/2012

ASS- Sensitivity . .

Discs (Single Discs) SD216 Levofloxacin Low risk 20/12/2012

ASS- Sensitivity . . .

Discs (Single Discs) SD217 Moxifloxacin Low risk 20/12/2012

ASS- Sensitivity - .

Discs (Single Discs) SD218 Cefdinir Low risk 20/12/2012

ASS- Sensitivity . .

Discs (Single Discs) SD219 Cefepime Low risk 20/12/2012

ASS- Sensitivity .

Discs (Single Discs) SD220 Moxalactam Low risk 20/12/2012

ASS- Sensitivity .

Discs (Single Discs) SD221 Itraconazole Low risk 20/12/2012

ASS- Sensitivity . .

Discs (Single Discs) SD222 Erythromycin Low risk 20/12/2012

ASS- Sensitivity . .

Discs (Single Discs) SD223 Kanamycin Low risk 20/12/2012

ASS- Sensitivity .

Discs (Single Discs) SD224 Ketoconazole Low risk 20/12/2012

ASS- Sensitivity . .

Discs (Single Discs) SD225 Mezlocillin Low risk 20/12/2012

ASS- Sensitivity . . )

Discs (Single Discs) SD231 Cefoperazone :Sulbactum (30mcg:10mcg) Low risk 25/08/2016

ASS- Sensitivity .

Discs (Single Discs) SD232 Fluconazole Low risk 20/12/2012

ASS- Sensitivity - .

Discs (Single Discs) SD233 Amphotericin B Low risk 20/12/2012

ASS- Sensitivity . .

Discs (Single Discs) SD234 Cefepime Low risk 20/12/2012

ASS- Sensitivity . .

Discs (Single Discs) SD235 Cefpirome Low risk 20/12/2012

ASS- Sensitivity . . A .

Discs (Single Discs) SD236 Streptomycin For detection of HLAR Strains. Low risk 20/12/2012

ASS- Sensitivity . .

Discs (Single Discs) SD237 Enoxacin Low risk 20/12/2012

Kit | for ESBL Identification, Cefotaxime (Cephotaxime)  Kit
ASS- Sensitivity contains 6 cartridges (6CT): 3CT of SD040 Cefotaxime (Cephotaxime) .
K . . SD238 Lo k 20/12/2012
Discs (Single Discs) 30 mcg, 3CT of SD724 Cefotaxime (Cephotaxime)/Clavulanic acid wrs /12/
30/10 mcg

ASS- Sensitivit Kit Il for ESBL Identification, Cefepime Kit contains 6 cartridges

Discs (Single D\i/scs) SD239 (6CT): 3CT of SD219 Cefepime 30 mcg, 3CT of SD234 Cefepime Low risk 20/12/2012
& /Clavulanic acid 30/10 mcg

ASS- Sensitivit Kit 11l for ESBL Identification, Ceftazidime  Kit contains 6 cartridges

Discs (Single D\i/scs) SD240 (6CT): 3CT of SD062 Ceftazidime 30 mcg, 3CT of SD207 Ceftazidime Low risk 20/12/2012
& /Clavulanic acid 30/10 mcg

ASS- Sensitivit Kit IV for ESBL Identification, Cefpirome Kit contains 6 cartridges

Discs (Single D\i/scs) SD241 (6CT): 3CT of SD738 Cefpirome 30 mcg, 3CT of SD235 Cefpirome Low risk 20/12/2012
& /Clavulanic acid 30/7.5 mcg

ASS- Sensitivity $D242 Kit V for ESBL identif Low risk 25/08/2016

Discs (Single Discs)

ASS- Sensitivity SD243 Amoxyclav (Amoxycillin / Clavulanicacid) Low risk 25/08/2016

Discs (Single Discs)
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ASS- Sensitivity SD244 Cefmetazole Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD245 Cinoxacin Low risk 20/12/2012
Discs (Single Discs)
ASS-Sensitivity | spasg Nafcillin Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD247 Cefepime/Tazobactam Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity sD248 Cefonicid Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity $D249 Cefotetan Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD250 Gemifloxacin Low risk 20/12/2012
Discs (Single Discs)
ASS- SensitivitY SD251 Ceftriaxone/Tazobactam Low risk 20/12/2012
Discs (Single Discs)
ASS- SensitivitY SD252 Ceftazidime/Tazobactam Low risk 20/12/2012
Discs (Single Discs)
A,SS_ Sepsitivit\./ SD253 Cefoperazone/Tazobactam Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD254 Cefoperazone/ Low risk 20/12/2012
Discs (Single Discs)
A.SS_ Sepsitiwt\./ SD255 Cefpodoxime/ Clavulanic acid Low risk 25/08/2016
Discs (Single Discs)
ASS- SensitivitY SD256 Ceftriaxone/Tazobactam Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD257 Cefepime/Tazobactam Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD258 Nadifloxacin Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD259 Cefoperazone/Sulbactam Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD260 Lomefloxacin Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD261 Ceftriaxone/ Sulbactam Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity sD262 Cefepime Low risk 20/12/2012
Discs (Single Discs)
A_SS_ Sepsitivit\'/ SD263 Aztreonam Low risk 20/12/2012
Discs (Single Discs)
A_SS_ Se?sitivit\'/ SD264 Amoxycillin/ Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD265 Imipenem/Cilastin Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensithity | 5766 Cefixime/ Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD267 Prulifloxacin Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD268 Prulifloxacin Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD269 Ceftazidime/Tazobactam Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD270 Amphotericin B Low risk 20/12/2012
Discs (Single Discs)




HIMEDIA

Declaration of Conformity
Microbiology Products

Document ref.: DoC 2022 vs. 15

Page 123 of 130

gis‘c'ss(‘;";gitlz’g‘i’scs) sD271 Nystatin Low risk 20/12/2012
gis‘c'ss(‘;";gitlz’g‘i’scs) sD272 Miconazole Low risk 20/12/2012
gis‘c'ss(‘;";gitlz’g‘i’scs) sD273 Miconazole Low risk 20/12/2012
gis‘c'ss(‘;";gitlz’g‘i’scs) sD274 Ketoconazole Low risk 20/12/2012
gis‘c'ss(‘;";gitlz’g‘i’scs) sD275 Ketoconazole Low risk 20/12/2012
gis‘c'ss(‘;";gitlz’g‘i’scs) sD276 Itraconazole Low risk 20/12/2012
gisssc;s(:?:gitlz’g‘i’scs) sD277 Voriconazole Low risk 20/12/2012
gisssc;s(:?:gitlz’g‘i’scs) sD278 Tigecycline Low risk 20/12/2012
gisssc;s(:?:gitlz’g‘i’scs) $D279 Faropenem Low risk 20/12/2012
gisssc;s(:?:gitlz’g‘i’scs) $D280 Ertapenem Low risk 20/12/2012
gisssc;s(:?:gitlz’g‘i’scs) sD281 Amoxyclav Low risk 20/12/2012
gisssc;s(:?:gitlz’g‘i’scs) sD282 Imipenem-EDTA Low risk 20/12/2012
gisssc;s(:?:gitlz’g‘i’scs) sD283 Doripenem Low risk 20/12/2012
gisssc_ss(:?:gitlzlgscs) sD284 Cloxacillin Low risk 20/12/2012
gisssc_ss(:?:gitlzlgscs) sD285 Cefoxitin- Low risk 20/12/2012
gisssc_ss(:?:gitlzlgscs) SD286 Amoxycillin/Sulbactam Low risk 25/08/2016
gisssc_ss(:?:gitlzlgscs) $D287 Ampicillin/Sulbactam Low risk 25/08/2016
gisssc_ss(:?:gitlzlgscs) SD288 Cefotaxime CTX Low risk 25/08/2016
gisssc_ss(:?:gitlzlgscs) $D289 Ceftriaxone CTR Low risk 25/08/2016
ASS- Sensitivity SD290E Ceftaroline Low risk 20/12/2012
Discs (Single Discs)

gisssc_ss(:?rfgitlzlg\i/scs) SD291E Telithromycin Low risk 20/12/2012
glsssc_ss(:?rfgltlglgscs) SD292E Piperacillin / Tazobactam Low risk 20/12/2012
gisssc_ss(:?rfgitlzlg\i/scs) SD293E Mupirocin Low risk 20/12/2012
gisssc_ss(:?rfgitlzlg\i/scs) SD294E Ceftibuten Low risk 20/12/2012
ASS- Sensitivity SD295E Cefotaxime CTX Low risk 25/08/2016
Discs (Single Discs)

gii;s(‘;?:g”gg‘i’scs) SD296E Linezolid Lz Low risk 25/08/2016
gissi'ss(‘;?:g”gg‘i’scs) $D297 Colistin Sulphate Low risk 17/06/2021
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ASS- Sensitivity SD298 Caspofungin Low risk 17/06/2021
Discs (Single Discs)
ASS- Sensitivity SD701 Carbenicilline Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD704 Cefradine Low risk 20/12/2012
Discs (Single Discs)
A,SS_ SEPSItIVItY SD705 Amoxycillin (2 mcg) Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD709 Novobiocin ( 5mcg) Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD712 Oleandomycin (5 mcg) Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD715 Fluconazole (25 mcg) Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity sD722 Penicillin-G  (2mcg) Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity sD723 Ampicillin (20mcg) Low risk 25/08/2016
Discs (Single Discs)
A.SS_ SEPSItIVItY SD724 Cefotaxime/Clavulanic acid (30/10 mcg) Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD725 Cefpodoxime Low risk 20/12/2012
Discs (Single Discs)
A.SS_ SEPSItIVItY SD726 Ceftazimide/Clavulinic ( 3/10 mcg ) Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD727 Meropenem Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD730 Metronidazole (50 mcg) Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity sp731 Neomycin Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity SD732 Novobiocin (5mcg) Low risk 25/08/2016
Discs (Single Discs)
A_SS_ Sepsitivit\'/ SD736 Bacitracin B 0.05 units /disc Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD737 Gatifloxacin Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity sD738 Cefpirome (Cfp) (30mce) Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity $D740 Gatifloxacin Low risk 20/12/2012
Discs (Single Discs)
A_SS_ Se?sitivm‘/ SD741 Cephotaxime/Sulbactam (30/15 mcg) Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD744 Ofloxacin Of 30 mcg Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD745 Norfloxacin (30mcg) Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD746 Gentamicin (200mcg) Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD748 Mupirocin MU 5 mcg Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD751 Cefpodoxime/ Clavulanic acid (10/1 MCG) Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD753 Gatifloxacin Low risk 20/12/2012
Discs (Single Discs)
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gisc;s(‘;?;gitlz’g‘i’scs) $D755 Ceftiofur (0.2mcg) Low risk 25/08/2016
gisc;s(‘;?;gitlz’g‘i’scs) SD756 Ceftiaxone (30 mcg) / Sulbactam (15 mcg) Low risk 25/08/2016
gisc;s(‘;?;gitlz’g‘i’scs) sD761 Sparfloxacin Sc (10mcg) Low risk 25/08/2016
gisc;s(‘;?;gitlz’g‘i’scs) sD764 Ceftriaxone/ Tazobactam (80/10 mcg) Low risk 25/08/2016
gisc;s(‘;?;gitlz’g‘i’scs) SD765 Gemifloxacin (GEM) 5mcg Low risk 25/08/2016
gisc;s(‘;?;gitlz’g‘i’scs) sD767 Ceftazidime-Tazobactam (CaT) (30/10 mcg) Low risk 25/08/2016
glsssc_ss(:?rjgltlgnl;\rscs) SD768 Cefoperazone-tazobactam (75/10mcg) Low risk 25/08/2016
glsssc_ss(:?rjgltlgnl;\rscs) SD769 Cefoperazone-Sulbactam (Cfs) (75/10 mcg) Low risk 25/08/2016
gisssc;s(:?:gitlz’g‘i’scs) SD770 Cefepime/Tazobactam (30/10 mcg) Low risk 25/08/2016
gisssc;s(:?:gitlz’g‘i’scs) sD771 Cefpodoxime / Clavulanic acid (10/5 mcg) Low risk 25/08/2016
gisssc;s(:?:gitlz’g‘i’scs) sD773 Piperacillin / Sulbactam (100/10 mcg ) Low risk 25/08/2016
gisssc;s(:?:gitlz’g‘i’scs) sD774 Faropenem (5 mcg) Low risk 25/08/2016
glsssc_ss(:?rjgltlgnl;\rscs) SD775 Ceftriaxone (30 mcg) / Tazobactam (10 mcg) Low risk 25/08/2016
glsssc_ss(::fgltlgnl;\rscs) SD776 Cefepime (80 mcg) / Tazobactam (10 mcg) Low risk 25/08/2016
glsssc_ss(::fgltlgnl;\rscs) SD777 Nadifloxacin (5 mcg) Low risk 25/08/2016
glsssc_ss(::fgltlgnl;\rscs) SD779 Cefoperazone / Sulbactam (50 / 50 mcg) Low risk 25/08/2016
glsssc_ss(::fgltlgnl;\rscs) SD780 Lomefloxacin Lo (15 mcg) Low risk 25/08/2016
gisssc_ss(:?:gitlzlgscs) sD781 Cefixime/Clavulanic acid Cmc (200/125 mcg) Low risk 25/08/2016
gisssc_ss(:?:gitlzlgscs) sD782 Cefepime Cpm (50 mcg) Low risk 25/08/2016
A.SS_ Sepsitivit\'/ SD783 Aztreonam Ao (50 mcg) Low risk 25/08/2016
Discs (Single Discs)

glsssc_ss(:?rfgltlglgscs) SD784 Amoxycillin/Sulbactam Ams (30/15 mcg) Low risk 25/08/2016
glsssc_ss(:?rfgltlglgscs) SD785 Imipenem/Cilastatin Ic (10/10 mcg) Low risk 25/08/2016
glsssc_ss(:?rfgltlglgscs) SD786 Cefixime / Clavulanic acid Cmc (5/10 mcg) Low risk 25/08/2016
glsssc_ss(:?rfgltlglgscs) SD787 Prulifloxacin Pr (10 mcg) Low risk 25/08/2016
SISSSC_SS(ZTS;ZETSCS) SD788 Prulifloxacin Pr (5 mcg) Low risk 25/08/2016
glsssc_ss(:?rfgltlglgscs) SD789 Ceftriaxone / Sulbactam (500/250 mcg) Low risk 25/08/2016
glsssc_ss(:?rfgltlgltt)\llscs) SD790 Ceftriaxone / Sulbactam (1000/500 mcg) Low risk 25/08/2016
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A,SS_ Sepsitlwt\./ SD791 Piperacillin + Tazobactam (80:10 mcg) Low risk 25/08/2016
Discs (Single Discs)
A,SS_ Sepsitivit\./ SD792 Pazufloxacin (PZ) (25 mcg) Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity $D793 Cefditoren (10 mcg) Low risk 25/08/2016
Discs (Single Discs)
A,SS_ SEPSItIVItY SD794 Cefpodoxime/Clavulanic acid (10/6.25mcg) Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity $D795 Cefipime / Amikacin (30 / 7.5 mcg) Low risk 25/08/2016
Discs (Single Discs)
A,SS_ Sepsitiwt\./ SD796 Cefepime / Sulbactam (30/15 mcg) CPS Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity $D797 Ceftazidime / Sulbactam (30/15 mcg) CAS Low risk 25/08/2016
Discs (Single Discs)
A.SS_ SepSitMtY SD798 Ceftriaxone/Tobramycin (30/5.4 mcg) CTB Low risk 25/08/2016
Discs (Single Discs)
A.SS_ SepSitMtY SD799 Ceftriaxone/Vancomycin (30/15 mcg) CVA Low risk 25/08/2016
Discs (Single Discs)
A.SS_ Sepsitiwt\./ SD800 Cefpirome / Sulbactam (30/15 mcg) CRS Low risk 25/08/2016
Discs (Single Discs)
A.SS_ SEPSItIVItY SD801 Cefaperazone/Sulbactum (70/35mcg)(CSB) Low risk 25/08/2016
Discs (Single Discs)
A.SS_ Sepsitiwt\./ SD802 Ceftazidime Tobramycin (30+3.6 mcg) CFT Low risk 25/08/2016
Discs (Single Discs)
A.SS_ SEPSItIVItY SD803 Amoxycillin/Clavulanic acid AC 50/10 mcg Low risk 25/08/2016
Discs (Single Discs)
A_SS_ Sepsitivit\'/ SD804 Cefpodoxime / Clavulanic acid (24:15mcg) Low risk 25/08/2016
Discs (Single Discs)
A_SS_ Sepsitivit\'/ SD805 Cefixime : Ofloxacin COF 5:5 mcg Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD806 Balofloxacin BF 5 mcg Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD807 Tigecycline TGC 20 mcg Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD808 Ampicillin / Cloxacillin 128/128yg Ax Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD809 Amoxycillin/Cloxacillin 128/128ug ACX Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity 5D810 Gentamicin GEN  128g Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD811 Enrofloxacin EX 8pg Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD812 Ciprofloxacin CIP  8ug Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD813 Tetracyclin TE 128ug Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD814 Chloramphenicol C 8 mcg Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD815 Streptomycin/Penicillin SPN  128/128mcg Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD816 Ceftazidime/Tobramycin CFT 30/10mcg Low risk 25/08/2016
Discs (Single Discs)
A_SS_ SET‘S‘“"“Y SD816V Ceftazidime/Tobramycin CFT (30:10) Low risk 25/08/2016
Discs (Single Discs)
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ASS- Sensitivity sD817 Cefepime / Amikacin  CPA  30/10mcg Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity sD818 Balofloxacin  BF 10mcg Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD819 Oxacillin ~ Ox 10mcg Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD820 Cefixime Low risk 20/12/2012
Discs (Single Discs)
ASS- Sensitivity sD821 Cefpodoxim  CPD  30mcg Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD822 Garenoxacin GRN 5 mcg Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity sD823 Sitafloxacin STX 5 mcg Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD824 Tosufloxacin TOS 5 mcg Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity $D825 Biapenem BPM 10 mcg Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity $D826 Cefepime Amikacin 58.8:14.6.mcg CPA Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity sD827 Florfenikol FLO 30mcg Low risk 25/08/2016
Discs (Single Discs)
A.SS_ SEPSItIVItY SD828 Cefpodoxime:Levofloxacin 10:5 mcg Low risk 25/08/2016
Discs (Single Discs)
A.SS_ Sepsitiwt\./ SD829 Meropenem/Sulbactam MRS 10:5 mcg Low risk 25/08/2016
Discs (Single Discs)
A_SS_ Sepsitivit\'/ SD830V Ceftriazone Vancomycin CVA (30:30) Low risk 25/08/2016
Discs (Single Discs)
AS5- Sensitivity sD831 Ampicillin/Sulbactum (A/S) 20:10 Low risk 25/08/2016
Discs (Single Discs)
A_SS_ Sepsitivit\'/ SD832 Cefixime : Azithromycin CFA 5:15 mcg Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD833 Cefquinome CEQ 30mcg Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD834 Ceftriaxone CTR 128 mcg Low risk 25/08/2016
Discs (Single Discs)
A_SS_ Sepsitivit\'/ SD835 Sulphatrimethoprim STM 128/128 mcg Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD836 Erythromycin  E 60 mcg Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD837 Kanmycin K 1000 mcg Low risk 25/08/2016
Discs (Single Discs)
A_SS_ Se?sitivit\'/ SD838 Quninupristin/Dalfopristin RP 15/15 mcg Low risk 25/08/2016
Discs (Single Discs)
A_SS_ Se?sitivit\'/ SD839 Levofloxacin/Cefpodoxime LEC 250 : 200 mcg Low risk 25/08/2016
Discs (Single Discs)
A_SS_ Se?sitivit\'/ SD840 Ampicillin/Sulbactam A/S 20/12.5 mcg Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD8al Garenoxacin GRN 1mcg Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD842 Garenoxacin GRN 5mcg Low risk 25/08/2016
Discs (Single Discs)
ASS- Sensitivity SD843 Mipenem (Meropenem) MIP 10 mcg Low risk 25/08/2016
Discs (Single Discs)
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gis‘c'ss(‘;";gitlz’g‘i’scs) SD844 Ranicef (Cefdinir) RNF 5 mcg Low risk 25/08/2016
glsssc_ss(:?rfgltlgnl;\rscs) SD845 Clavamox (Amoxycillin / Clavulanic acid) Low risk 25/08/2016
gis‘c'ss(‘;";gitlz’g‘i’scs) SD846 Ciprotab (Ciprofloxacin) CPT 5 mcg Low risk 25/08/2016
gis‘c'ss(‘;";gitlz’g‘i’scs) D847 Ciprotab (Ciprofloxacin) CPT 10mcg Low risk 25/08/2016
gis‘c'ss(‘;";gitlz’g‘i’scs) D848 Meropenem/Sulbactam MRS 2/200mcg Low risk 25/08/2016
gis‘c'ss(‘;";gitlz’g‘i’scs) D849 Flucloxacillin FCO 30mcg Low risk 25/08/2016
gisssc;s(:?:gitlz’g‘i’scs) SD850 Cefuroxime/Clavulanic acid CCV 30/7.5mcg Low risk 28/04/2017
gisssc;s(:?:gitlz’g‘i’scs) sD851 Cefixime/Dicloxacillin CDC 5/12.5mcg Low risk 28/04/2017
gisssc;s(:?:gitlz’g‘i’scs) D852 Cefpodoxime / Clavulanic acid CCL 10/5mcg Low risk 16/12/2017
gisssc;s(:?:gitlz’g‘i’scs) SD853 Nafithromycin NFT 15mcg Low risk 30/10/2018
gisssc;s(:?:gitlz’g‘i’scs) SD854 Levonadifloxacin LND 10mcg Low risk 30/10/2018
gisssc;s(:?:gitlz’g‘i’scs) SD855 Dicrysticin-5S DCR 50mcg Low risk 22/04/2019
gisssc;s(:?:gitlz’g‘i’scs) SD856 Garenoxacin GRN 10mcg Low risk 22/04/2019
glssst:_s,s(:?rfgltlgnl;\rscs) SD857 Cefepime / sulbactam Low risk 10/11/2020
gisssc_ss(:?:gitlzlgscs) SD858 Cefotaxime / Sulbactam Low risk 10/11/2020
gisssc_ss(:?:gitlzlgscs) SD859 Ceftizoxime / Sulbactam Low risk 10/11/2020
gisssc_ss(:?:gitlzlgscs) SD860 Meropenem / EDTA Low risk 10/11/2020
Qtsr?pH,'\iZg::e dM'C MDMO001 Amikacin HiComb™ MIC Strip, Modified Low risk 10/11/2020
Qtsr?pH,'\iZg::e dM'C MDMO002 Amoxicillin HiComb™ MIC Strip, Modified Low risk 10/11/2020
?;?;)I{-i:\jzg;?:dl\/llc MDMO003 Amoxyclav HiComb™ MIC Strip, Modified Low risk 10/11/2020
étsij,'\ng:Ee dl\/IIC MDMO68 Ampicillin HiComb™ MIC Strip, Modified Low risk 10/11/2020
étsr?;:\jzggzd'v”c MDM109 Ampicillin /Sulbactam HiComb™ MIC Strip, Modified Low risk 10/11/2020
étsr?;:\jzggzd'v”c MDMO070 Cefepime HiComb™ MIC Strip, Modified Low risk 10/11/2020
étsr?;:\jzggzd'v”c MDMO064 Cefotaxime HiComb™ MIC Strip, Modified Low risk 10/11/2020
étsr?;:\jzggzd'v”c MDM101 Cefoxitin HiComb™ MIC Strip, Modified Low risk 10/11/2020
étsr?;:\jzggzd'v”c MDMO012 Ceftazidime HiComb™ MIC Strip, Modified Low risk 10/11/2020
étsr?;:\jzggzd'v”c MDMO066 Ceftriaxone HiComb™ MIC Strip, Modified Low risk 10/11/2020
étsr?;:\jzggzd'v”c MDMO16 Chloramphenicol HiComb™ MIC Strip, Modified Low risk 10/11/2020
éj?;ﬁgg}g:d'v”c MDMO017 Ciprofloxacin HiComb™ MIC Strip, Modified Low risk 10/11/2020
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Qtsr?;)H;\jgg}:edMlc MDMO020 Colistin HiComb™ MIC Strip, Modified Low risk 10/11/2020
er?;)H;\jgggedMlc MDM108 Fosfmycin HiComb™ MIC Strip, Modified Low risk 10/11/2020
Qtsr?;)H;\jgg}:edMlc MDMO025 Gentamicin HiComb™ MIC Strip, Modified Low risk 10/11/2020
Qtsr?;)H;\jgg}:edMlc MDMO080 Meropenem HiComb™ MIC Strip, Modified Low risk 10/11/2020
Qtsr?;)H;\jgg}:edMlc MDMO065 Oxacillin HiComb™ MIC Strip, Modified Low risk 10/11/2020
Qtsr?;)H;\jgg}:edMlc MDMO084 Penicillin HiComb™ MIC Strip, Modified Low risk 10/11/2020
Qtsr?;)H;\jgg}:edMlc MDMO043 Polymyxin B HiComb™ MIC Strip, Modified Low risk 10/11/2020
é;?;)H;\jZE:edMIC MDMO055 Teicoplanin HiComb™ MIC Strip, Modified Low risk 10/11/2020
é;?;)H;\jZE:edMIC MDMO056 Tetracycline HiComb™ MIC Strip, Modified Low risk 10/11/2020
é;?;)H;\jZE:edMIC MDMO089 Tigecycline HiComb™ MIC Strip, Modified Low risk 10/11/2020
é;?;)H;\jZE:edMIC MDMO059 Trimethoprim HiComb™ MIC Strip, Modified Low risk 10/11/2020
é;?;)H;\jZE:edMIC MDMO060 Vancomycin HiComb™ MIC Strip, Modified Low risk 10/11/2020
é;?;)H;\jZE:edMIC MDMO071 Amphotericin B HiComb™ MIC Strip, Modified Low risk 10/11/2020
é;?;)H;\jZE:edMIC MDMO072 Fluconazole HiComb™ MIC Strip, Modified Low risk 10/11/2020
é;?;)H;\jZE:edMIC MDMO086 Voriconazole HiComb™ MIC Strip, Modified Low risk 10/11/2020

i C™ Amikacin HiMIC™ Plate Kit
ASS-HIMIC™ Plate |\ oro01 Low risk 10/11/2020
Kit (contains HMP001,LQ31411,PW1378,R-MPK001)

o ™ Ampicillin HIMIC™ Plate Kit
ASSHIMIC™ Plate 1y 1oyoss Low risk 10/11/2020
Kit (contains HMP068,LQ31411,PW1378,R-MPK068)

L™ Ampicillin/Sulbactam HIMIC™ Plate Kit
ASSHIMIC™ Plate 1 pip109 Low risk 10/11/2020
Kit (contains HMP109,LQ31411,PW1378,R-MPK109)

I MPKO71 Amphotericin B HIMIC™ Plate Kit 17/06/2021

ASSleMIC Plate Low risk
Kit (contains HMP071,LQ3141,PW1378,R-MPK071)

i ™ Cefepime HiMIC™ Plate Kit
ASSHIMIC™ Plate 1 \1oko70 Low risk 10/11/2020
Kit (contains HMP070,LQ3141,PW1378,R-MPKO070)

o ™ Cefoxitin HIMIC™ Plate Kit
ASSHIMIC™ Plate | \ipa01 Low risk 10/11/2020
Kit (contains HMP101,LQ31411,PW1378,R-MPK101)

i [C™ Ceftazidime HiIMIC™ Plate Kit
ASSHIMIC™ Plate | \ipko12 Low risk 10/11/2020
Kit (contains HMP012,LQ31411,PW1378,R-MPK012)

i [C™ Chloramphenicol HIMIC™ Plate Kit
ASSHIMIC™ Plate 1y 1oyo16 Low risk 10/11/2020
Kit (contains HMPO16,LQ31411,PW1378,R-MPK016)

i [C™ Ciprofloxacin HIMIC™ Plate Kit
ASSHIMIC™ Plate | \ipko17 Low risk 10/11/2020
Kit (contains HMP017,LQ31411,PW1378,R-MPK017)

i C™ Clindamycin HiMIC™ Plate Kit
ASSHIMIC™ Plate 1 \ipko19 Low risk 10/11/2020
Kit (contains HMP019,LQ31411,PW1378,R-MPK019)

LM ™ Colistin HiIMIC™ Plate Kit
ASSHIMIC™ Plate 1 1020 Low risk 10/11/2020
Kit (contains HMP020,LQ31411,PW1378,R-MPK020)
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e Ertapenem HiMIC™ Plate Kit
ASS-HIMIC™ Plate 1\ /oyogs Low risk 10/11/2020
Kit (contains HMPO85,LQ314I1,PW1378,R-MPKO85)
o ™ Gentamicin HIMIC™ Plate Kit
ASS-HIMIC™ Plate 1\ 1oyoas Low risk 10/11/2020
Kit (contains HMP025,LQ314I1,PW1378,R-MPK0O25)
LN e™ Imipenem HIMIC™ Plate Kit
/Qis HIMIC™ Plate 1 \1oy104 Low risk 10/11/2020
(contains HMP104,LQ314I1,PW1378,R-MPK104)
MPK156 Isavuconazole HiIMIC™ Plate Kit ;
ASS-HIMIC™ Plate Low risk 17/06/2021
Kit (contains HMP156,LQ3141,PW1378,R-MPK156)
MPKO073 Itraconazole HiMIC™ Plate Kit ;
ASS-HIMIC™ Plate Low risk 17/06/2021
Kit (contains HMP073,LQ3141,PW1378,R-MPK0O73)
LN eT™ Meropenem HiMIC™ Plate Kit
ASS-HIMIC™ Plate |\ 10080 Low risk 10/11/2020
Kit (contains HMP080,LQ3141,PW1378,R-MPKO8O0)
L™ Penicillin HIMIC™ Plate Kit
ASS-HIMIC™ Plate |\ 1o0g4 Low risk 10/11/2020
Kit (contains HMP084,LQ314I1,PW1378,R-MPKO84)
o ™ Piperacillin/Tazobactam HiMIC™ Plate Kit
ASS-HIMIC™ Plate | /oo Low risk 10/11/2020
Kit (contains HMP042,LQ3141,PW1378,R-MPK042)
LN [CT™ Polymyxin B HIMIC™ Plate Kit
ASS-HIMIC™ Plate |\ o0a3 Low risk 10/11/2020
Kit (contains HMP043,LQ314I1,PW1378,R-MPK043)
MPK120 Posaconazole HiMIC™ Plate Kit ;
ASS-HiMIC™ Plate Low risk 17/06/2021
Kit (contains HMP120,LQ3141,PW1378,R-MPK120)
e Teicoplanin HIMIC™ Plate Kit
ASS-HIMIC™ Plate | /o5 Low risk 10/11/2020
Kit (contains HMPO55,LQ314I1,PW1378,R-MPKO55)
e Tigecycline HIMIC™ Plate Kit
ASS-HIMIC™ Plate /o 0gg Low risk 10/11/2020
Kit (contains HMP089,LQ314I1,PW1378,R-MPKO89)
i ™ Vancomycin HiIMIC™ Plate Kit
ASS-HIMIC™ Plate |\ 1o 060 Low risk 10/11/2020
Kit (contains HMP060,LQ31411,PW1378,R-MPK060)
e MPKO086 Variconazole HiMIC™ Plate Kit
ASS-HIMIC™ Plate Low risk 17/06/2021
Kit (contains HMP086,LQ31411,PW1378,R-MPK086)
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Spore Strips (Steam Sterilization Monitor Strips) DD032

Steam Sterilization Monitor Strips are used for evaluating sterilization process. These indicators which are specified by the
U.S. military specification MIL-S- 36586 are GMP requirements of U.S. FDA.

Directions

Placeindicatorsintheareasof the pack or load | east accessible to steam. Places such asthe geometrical center, and the upper and
lower regions of both front and rear of the load to be sterilized are considered suitabl e areas for placement of theseindicators. A
standard procedure should be established for the routine evaluation of each sterilizer. On completion of the sterilization cycle,
removetheindicatorsfrom thetest loadsand deliver themto thelaboratory for testing. All sterility testsshould beperformedina
clean dust freetransfer area, preferably under positive air pressure, using rigid aseptic technique throughout the test procedure.

Using sterile scissors, cut open one end of the envelope. Thereafter remove the indicator with sterile tweezers and aseptically
transfer it to atube of sterile Soyabean Casein Digest Medium w/ Y east Extract and Ferric pyrophosphate (M207) or Soyabean
Casein Digest Medium (M011). Incubate the tubes for seven days at 55 - 60°C. Observe the tubes daily. If turbidity develops,
failure of the sterilization processisindicated.

Precautions

The spore strips or broth cultures of Bacillus stearothermophilus must be autoclaved at 121°C for at least 30 minutes prior
to discarding.

Each spore strip isindividually packaged in a steam-permeabl e envel ope.

Principle And Interpretation

Bacillus stearothermophilus is a thermophilic bacteriawhich can grow at 65°C and above. The spores are highly heat resistant
and are used to monitor autoclave performance (1).

Sterilisation is the freeing of an article from all living organisms including viable spores(1). Sterilization quality control

can only be achieved through the use of calibrated biological indicators (endospores). These indicators consist of Bacillus
stearothermophilus spores impregnated on chromatography paper strips, individually placed into envelopes. Number of spores
present per strip : 105. These organisms are difficult to destroy because they are more resistant to heat than other vegetative

bacteriaand viruses. Therefore, if they are destroyed during sterilization,it isassumed that all other lifeformsare also destroyed.

Thistest is considered the most sensitive check of the autoclaves efficiency.

Precautions :

The spore strips or broth cultures of Bacillus stearothermophilus must be autoclaved at 121°C for at least 30 minutes prior
to discarding.

Each spore strip isindividually packaged in a steam-permeabl e envel ope.
Quiality Control

Appearance
Filter paper strip impregnated with spores of standard culture of B.stearothermophilus

Number of spores
1000000 spores/strip

Cultural response

Sterility checking of the autoclave was carried out using Spore strip. After autoclaving, strip was inoculated in 100ml of st.
Soyabean Casein Digest Medium(MO011) and incubated at 55°C upto 7 days. An unexposed spore strip was a so inocul ated
separately in 100ml M011

Please refer disclaimer Overleaf.
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Growth Unexposed Exposed SporePositive Negative
Spore Strip  Strip control control
Growth in M011 Luxuriant No growth Luxuriant No growth

Storage and Shelf Life
Store at 2 - 8°C. Use before expiry date on the label.

Reference
1.Mackie and McCartney, 1996, Practical Medical Microbiology, 14th ed., Vol. 2, Collee J. G., Fraser A. G., Marmion B,
P., Simmons A (Eds.), Churchill Livingstone, Edinburgh.

Revision: 1/2011

Disclaimer :

User must ensure suitability of the product(s) in their application prior to use. Products conform solely to the information contained in this
and other related HiMedia™ publications. The information contained in this publication is based on our research and development work
and is to the best of our knowledge true and accurate. HiMedia™ Laboratories Pvt Ltd reserves the right to make changes to specifications
and information related to the products at any time. Products are not intended for human or animal diagnostic or therapeutic use but for
laboratory, research or further manufacturing use only, unless otherwise specified. Statements contained herein should not be considered
as a warranty of any kind, expressed or implied, and no liability is accepted for infringement of any patents.

HiMedia Laboratories Pvt. Ltd. A-516,Swastik Disha Business Park,Via Vadhani Ind. Est., LBS Marg, Mumbai-400086, India. Customer care No.: 022-6147
1919 Email: techhelp@himedialabs.com
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Sabouraud Dextrose Broth, Granulated GMO033

(Sabouraud Liquid Medium, Granulated)
Intended Use:

For cultivation of yeasts, moulds and aciduric microorganisms from clinical and non-clinical samples.

Composition**

Ingredients Gms/ Litre
Dextrose (Glucose) 20.000
Peptone, special 10.000
Final pH ( at 25°C) 5.6x0.2

**Formula adjusted, standardized to suit performance parameters

Directions
Suspend 30.0 grams in 1000 ml purified/ distilled water. Heat if necessary to dissolve the medium completely. Mix well
and dispense in tubes or flasks as desired. Sterilize by autoclaving at 15 Ibs pressure (121°C) for 15 minutes.

Principle And Interpretation

Sabouraud Dextrose Agar is Carliers modifications (1) of the formulation described by Sabouraud (2) for the cultivation
of fungi, particularly those associated with skin infections. The medium is also recommended by APHA (3).
Sabouraud Dextrose Broth is also a modification by Sabouraud (4) and serves the same purpose as Sabouraud Dextrose
Agar Medium 3.

Sabouraud dextrose media are peptone media supplemented with dextrose to support the growth of fungi. Peptone
special provides carbon and nitrogen source, vitamins, minerals, amino acids and growth factors. Dextrose provides an
energy source for the growth of microorganisms. The low pH favors fungal growth and inhibits contaminating
bacteria from clinical specimens (5). The acid reaction of the final medium is inhibitory to a large number of
bacteria making it particularly useful for cultivating fungi and aciduric microorganisms. For isolation of fungi from
contaminated specimens, a selective medium should be inoculated simultaneously. Incubate cultures for 4 to 6 weeks before
reporting as negative.

Type of specimen
Clinical : skin scrapings; Food and dairy samples.

Specimen Collection and Handling

For clinical samples follow appropriate techniques for handling specimens as per established guidelines (6,7).

For food and dairy samples, follow appropriate techniques for sample collection and processing as per guidelines
(3,8). After use, contaminated materials must be sterilized by autoclaving before discarding.

Warning and Precautions

In Vitro diagnostic use. For professional use only. Read the label before opening the container. Wear protective
gloves/protective clothing/eye protection/face protection. Follow good microbiological lab practices while handling
specimens and culture. Standard precautions as per established guidelines should be followed while handling clinical
specimens. Safety guidelines may be referred in individual safety data sheets.

Limitations

1. Since it is a general purpose medium, bacterial cultures will also grow.
2. Further isolation and biochemical tests should be carried out for confirmation.

Performance and Evaluation

Performance of the medium is expected when used as per the direction on the label within the expiry period when stored
at recommended temperature.

Quality Control

Appearance

Cream to yellow colored granular medium

Please refer disclaimer Overleaf.
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Colour and Clarity of prepared medium

Light amber coloured clear solution in tubes

Reaction

pH of 3.0% w/v aqueous solution at 25°C. pH : 5.6+0.2

pH

5.40-5.80

Cultural Response

Cultural characteristics was observed after an incubation at 20-25°C for 3-5 days.

Organism Inoculum Growth
(CFU)

Candida albicans ATCC 50 -100 luxuriant

10231 (00054%*)

Candida albicans ATCC 50-100 luxuriant

2091 (00055%)

Aspergillus brasiliensis 50-100 luxuriant

ATCC 16404 (00053*)

Saccharomyces cerevisiae 50 -100 luxuriant

ATCC 9763 (00058*)

Saccharomyces cerevisiae 50 -100 good-luxuriant

ATCC 2601

Escherichia coli ATCC 50 -100 Luxuriant

8739 (00012%*) (inhibited on
media with low
pH)

Escherichia coli ATCC 50-100 good-luxuriant

25922 (00013%*)

Escherichia coli NCTC 50-100 Luxuriant

9002 (inhibited on
media with low
pH)

Lactobacillus casei ATCC 50-100 luxuriant

334

Key : (*) Corresponding WDCM numbers.

Storage and Shelf Life

Store between 10-30°C in a tightly closed container and the prepared medium at 15-30°C. Use before expiry date on the
label. On opening, product should be properly stored dry, after tightly capping the bottle in order to prevent lump
formation due to the hygroscopic nature of the product. Improper storage of the product may lead to lump formation. Store
in dry ventilated area protected from extremes of temperature and sources of ignition Seal the container tightly after use.
Product performance is best if used within stated expiry period.

Disposal

User must ensure safe disposal by autoclaving and/or incineration of used or unusable preparations of this product. Follow
established laboratory procedures in disposing of infectious materials and material that comes into contact with clinical
sample must be decontaminated and disposed of in accordance with current laboratory techniques (6,7).

Reference

1. Carlier G. I. M., 1984, Brit. J. Derm. Syph., 60:61

2. Sabouraud R., Les Teignes, Paris: Masson et Cie, 1910, p 553

3. Salfinger Y., and Tortorello M.L., 2015, Compendium of Methods for the Microbiological Examination of Foods, 5th
Ed., American Public Health Association, Washington, D.C.

4. Sabouraud R., 1892, Ann. Dermatol. Syphil. 3 : 1061.

5. Murray P. R., Baron J. H., Pfaller M. A., Jorgensen J. H. and Yolken R. H., (Ed.), 2003, Manual of Clinical
Microbiology, 8th Ed., American Society for Microbiology, Washington, D.C.

6. Isenberg, H.D. Clinical Microbiology Procedures Handbook 2nd Edition.

7. Jorgensen, J.H., Pfaller, M.A., Carroll, K.C., Funke, G., Landry, M.L., Richter, S.S and Warnock., D.W. (2015) Manual
of Clinical Microbiology, 11th Edition. Vol. 1.

8. American Public Health Association, Standard Methods for the Examination of Dairy Products, 1978, 14th Ed.,
Washington D.C.

Please refer disclaimer Overleaf.
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HiMedia Laboratories Pvt. Limited, IVD In vitro diagnostic R
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Disclaimer :

User must ensure suitability of the product(s) in their application prior to use. Products conform solely to the information contained in this and
other related HiMedia™ publications. The information contained in this publication is based on our research and development work and is to the best
of our knowledge true and accurate. HiMedia™ Laboratories Pvt Ltd reserves the right to make changes to specifications and information related
to the products at any time. Products are not intended for human or animal or therapeutic use but for laboratory,diagnostic, research or further
manufacturing use only, unless otherwise specified. Statements contained herein should not be considered as a warranty of any kind, expressed or
implied, and no liability is accepted for infringement of any patents.

HiMedia Laboratories Pvt. Ltd. Corporate Office : Plot No.C-40, Road No.21Y, MIDC, Wagle Industrial Area, Thane (W) - 400604, India.
Customer care No.: 022-6147 1919 Email: techhelp@himedialabs.com Website: www.himedialabs.com
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ZN Acid Fast Stains - Kit K005

Intended use

ZN Acid Fast Stains-Kit isused for staining of acid fast bacteria.
Composition**

Ingredients

Carbol Fuchsin (ZN,Strong) (S005) -

Basic Fuchsin 0.30 gm
Ethyl alcohol, 95% 10.0 ml
Phenol 50gm
Distilled Water 95.0 ml
Acid Fast Decolourizer (S033) -
Hydrochloric acid,concentrated 3.0ml
Ethyl alcohol,95% 97.0 ml
Methylene Blue (Loeffler's) (S022) -
Methylene Blue 0.30 gm
Ethyl alcohol,95% 30.0 ml
Distilled Water 100.0 ml

** Formula adjusted, standardized to suit performance parameters

Directions

1. Prepare asmear on aclear, dry glass dlide.

2. Allow it to air dry and fix with gentle heat.

3. Flood the smear with Carbol Fuchsin stain (S005). Heat to steaming for 5 minutes with a low flame; do not boil
the stain and do not permit drying of the smear.

4. Allow it to stand for 5 minutes without further heating.

5. Wash in running tap water.

6. Decolourize with Acid Fast Decolourizer (S033) for 2 minutes or until no more stain comes off in the washings.
(If washing is not thorough, you may get false positive resuits).

7. Wash with tap water.

8. Counterstain for 30 seconds with Methylene Blue (S022).

9. Wash with tap water, dry in air, then examine under oil immersion objective.

Principle And Interpretation

Mycobacteria (AFB/Acid Fast Bacteria) are difficult to stain due to high lipid and wax content in their cell walls.
This differential staining technique is useful for identification of the tubercle bacillus, other Mycobacteria, and
Nocardia, which depends on the chemical composition of the bacterial cell wall. Because of the difficulty in
staining these organisms with ordinary dyes, basic dyes in the presence of controlled amounts of acid are used.
Generally, heat must be applied during the staining procedure, or wetting agents must be used, to aid dye
penetration. Organisms exhibiting the property of acid fastness, once stained, are not easily decolourized by alcohol.

Pleaserefer disclaimer Overleaf. Page: 1of 3
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Non-acid fast organisms are decolourized by acid fast decolourizer and take up the counter stain.
Type of specimen

Any isolated colony on primary or subculture plates can be isolated from following specimens.
Clinical specimen: Blood, urine, CSF, pus, wounds, lesions, body tissues, sputum etc.

Specimen Collection and Handling

All testing for acid-fast bacilli is sent to the reference laboratory in an effort to meet the 24 hrs. TAT time for smear
results. Use sterile, leak proof disposable plastic containers for collection. Do not use wax containers as these can
cause false positive smear results. Do not use any fixative or preservatives. Swabs are not recommended as a
collection device for the isolation of mycobacteria. They are acceptable only if the specimen can not be obtained by
any other means. A negative result from a swab specimen is not reliable. In general, the number of acid fast bacilli
in a specimen is small. Early morning specimens are the specimens of choice for urine and sputum because the
mycobacteria have had a chance to pool and concentrate, and so increase the chances of recovery. Always collect
and submit the maximum volume possible of specimens normally considered sterile. Do not submit 24 hour
collections, as they are likely to be diluted and contaminated. Collect specimens before antimicrobia therapy is
started. Even a few days of therapy may kill or inhibit sufficient numbers of mycobacteria to prevent recovery on
culture and so leave confirmation of disease in doubt. If a specimen is submitted after therapy has been initiated,
note on the request. Avoid contamination of the specimen with tap water, as environmental mycobacteria exist and
their recovery by smear or culture can cause confusion for the patient diagnosis

Warning and Precautions

In Vitro diagnostic use only. For professional use only. Read the label before opening the container. Wear
protective gloves/protective clothing/ eye protection/face protection. Follow good microbiologica lab practices
while handling specimens and culture. Standard precautions as per established guidelines should be followed
while handling clinical specimens. Safety guidelines may be referred in individual safety data sheets.

Limitations

1. Smears that too thick may flake. during staining and may be difficult decolourizer.
2. Excessive washing following the carbol fuchsin may cause a heightens decolourization effect.
3. Excessive washing after the counterstain lightens the blue colour of the non acid fast material.

Performance and Evaluation

Performance of the medium is expected when used as per the direction on the label within the expiry period when
stored at recommended temperature

Quality Control

-+ Microscopic examination : Acid fast staining is carried and staining characteristics of organisms is observed
under microscope by using oil immersion lens
-+ Results: Bright red - Acid fast organisms

Blue - Other organisms and cellular material.
Storage and Shelf Life

Store between 10-30°C in tightly closed container and away from bright light. Use before expiry date on label.
On opening, product should be properly stored in dry ventilated area protected from extremes of temperature and
sources of ignition. Seal the container tightly after use.

Pleaserefer disclaimer Overleaf. Page: 2 of 3
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Disposal

User must ensure safe disposal by autoclaving and/or incineration of used or unusable preparations of this product.
Follow established laboratory procedures in disposing of infectious materials and materia that comes into contact
with clinical sample must be decontaminated and disposed of in accordance with current laboratory techniques.

Reference

1. Downes F. P. and Ito K. (Ed.), 2001, Compendium of Methods for the Micraobiological Examination of Foods,
4th ed., APHA, Washington, D.C.

2. RiceEW., Baird, R.B., Eaton A. D., Clesceri L. S. (Eds.), 2012, Standard Methods for the Examination of Water
and Wastewater, 22nd ed., APHA, Washington, D.C.

3. Wehr H. M. and Frank J. H., 2004, Standard Methods for the Microbiological Examination of Dairy Products,
17th Ed., APHA Inc., Washington, D.C.

4. Isenberg, H.D. Clinical Microbiology Procedures Handbook. 2nd Edition.

5. Jorgensen, JH., Pfaler, M.A., Carroll, K.C., Funke, G., Landry, M.L., Richter, S.S and Warnock., D.W. (2015)
Manual of

Clinical Microbiology, 11th Edition. Val. 1.

6. Shanhooltzer, C.J., P. Schaper, and L.R. Peterson. 1982. Concentrated Gram stain smear prepared with a cytospin
centrifuge.

7. Collee J. G./Fraser A.G., Marmion B.P./Simmons A., 1996, 14th ed., MACKIE McCARTNEY, PRACTICAL
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Hilndicator™ pH papers LA310, LA312, LA315, LA318, LA321, LA323,
LA334, LA335.

The convenience of using Hilndicator papers for the rapid determination of pH values has led to
many applications in laboratories and industry. These pH papers are made with special indicator
dyes that change color at specified pH value.

Somewhat uneven colour of the strips is of no consequence. The colour obtained on use is
indicative of the correct pH.

Application : Analytical chemistry, biology & various laboratories and industries etc.

Product Name | Product Description pH Range
Code
LA310 Hilndicator pH paper 2.00-10.50
Hilndicator™ | | A312 Hilndicator pH paper 3.50 — 6.00
pH papers.
LA315 Hilndicator pH paper 3.80-5.30
LA318 Hilndicator pH paper 5.00-7.50
LA321 Hilndicator pH paper 6.50-9.00
LA323 Hilndicator pH paper 8.00 - 10.50
LA334 Hilndicator pH paper 2.00-4.50
LA335 Hilndicator pH paper 1.00 - 14.00

Direction for use : Tear off strip of indicator paper and insert it for a few seconds into the
solution to be tested. With highly viscous or stained liquids and with suspensions, drip the
substance onto the indicator paper. Compare the wet paper with the colour scale. For papers
where liquids are dripped, compare the reverse side. Possible discolouration of the dry new
papers may be caused by their high sensitivity. This does not impair the efficacy of the Indicator
papers for pH determinations.

The so-called indicator error may occur with very weakly buffered or unbuffered solution and
can be compensated for up to a point in the following manner. : - The strip can be made to adhere
to the inner wall of the a test tube, which can then filled to the upper edge of the paper with the
fluid to be tested. After 1/2 to 1 minute, the colour of the paper may be compared with the scale
through the glass of test tube.

Please refer disclaimer Overleaf
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Product Features:

» Instant pH readings.
> Accurate for a wide range of routine pH testing.
» Convenient and portable for field use.
> Pack Size : 1 pack-200 Nos.
Disclaimer : ( €

User must ensure suitability of the product(s) in their application prior to use. Products conform solely to the information contained in
this and other related HiMedia™ publications. The information contained in this publication is based on our research and
development work and is to the best of our knowledge true and accurate. HiMedia™ Laboratories Pvt Ltd reserves the right to make
changes to specifications and information related to the products at any time. Products are not intended for human or animal
diagnostic or therapeutic use but for laboratory, research or further manufacturing use only, unless otherwise specified. Statements
contained herein should not be considered as a warranty of any kind, expressed or implied, and no liability is accepted for
infringement of any patents.

HiMedia Laboratories Pvt. Ltd. A-516,Swastik Disha Business Park,Via Vadhani Ind. Est., LBS Marg, Mumbai-400086, India.
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Nutrient Agar Mo001

Intended use
Nutrient Agar is used as a general purpose medium for the cultivation of less fastidious microorganisms, can be

enriched with blood or other biological fluids.

Composition**

Ingredients Gms / Litre
Peptone 5.000
Sodium chloride 5.000
HM peptone B* 1.500
Yeast extract 1.500
Agar 15.000
Final pH ( at 25°C) 7.4+0.2

**Formula adjusted, standardized to suit performance parameters

# - Equivalent to Beef extract

Directions

Suspend 28.0 grams in 1000 ml purified / distilled water. Heat to boiling to dissolve the medium completely. Sterilize
by autoclaving at 15 lbs pressure (121°C) for 15 minutes. Cool to 45-50°C. If desired ,the medium can be enriched with
5-10% blood or other biological fluids. Mix well and pour into sterile Petri plates.

Principle And Interpretation

Nutrient media are basic culture media used for maintaining microorganisms, cultivating fastidious organisms by
enriching with serum or blood and are also used for purity checking prior to biochemical or serological testing (1,2).
Nutrient Agar is ideal for demonstration and teaching purposes where a more prolonged survival of cultures at ambient
temperature is often required without risk of overgrowth that can occur with more nutritious substrate. This relatively
simple formula has been retained and is still widely used in the microbiological examination of variety of materials and
is also recommended by standard methods. It is one of the several non-selective media useful in routine cultivation of
microorganisms (3,4). It can be used for the cultivation and enumeration of bacteria which are not particularly fastidious.
Addition of different biological fluids such as horse or sheep blood, serum, egg yolk etc. makes it suitable for the cultivation
of related fastidious organisms. Peptone, HM peptone B and yeast extract provide the necessary nitrogen compounds,
carbon, vitamins and also some trace ingredients necessary for the growth of bacteria. Sodium chloride maintains the

osmotic equilibrium of the medium.

Type of specimen

Clinical samples - faeces, urine ; Food and dairy samples; Water samples

Specimen Collection and Handling:

For clinical samples follow appropriate techniques for handling specimens as per established guidelines (5,6).

For food and dairy samples, follow appropriate techniques for sample collection and processing as per guidelines (3,4,7).
For water samples, follow appropriate techniques for sample collection, processing as per guidelines and local standards (8).
After use, contaminated materials must be sterilized by autoclaving before discarding.

Warning and Precautions :

In Vitro diagnostic use. For professional use only. Read the label before opening the container. Wear protective
gloves/protective clothing/eye protection/ face protection. Follow good microbiological lab practices while
handling specimens and culture. Standard precautions as per established guidelines should be followed while
handling clinical specimens. Safety guidelines may be referred in individual safety data sheets.

Limitations :

1. Individual organisms differ in their growth requirement and may show variable growth patterns on the medium.

Please refer disclaimer Overleaf.
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2.Each lot of the medium has been tested for the organisms specified on the COA. It is recommended to users to validate
the medium for any specific microorganism other than mentioned in the COA based on the user’s unique requirement.

Performance and Evaluation
Performance of the medium is expected when used as per the direction on the label within the expiry period when stored at
recommended temperature.

Quality Control
Appearance
Cream to yellow homogeneous free flowing powder

Gelling
Firm, comparable with 1.5% Agar gel

Colour and Clarity of prepared medium

Light yellow coloured clear to slightly opalescent gel forms in Petri plates
Reaction

Reaction of 2.8% w/v aqueous solution at 25°C. pH : 7.4+0.2

pH

7.20-7.60

Cultural Response
Cultural characteristics observed after an incubation at 35-37°C for 18-48 hours.

Organism Inoculum Growth Recovery
(CFU)

Escherichia coli ATCC 50-100 good-luxuriant ~ >=70%

25922 (00013%*)

Pseudomonas aeruginosa 50-100 good-luxuriant ~ >=70%

ATCC 27853 (00025%)

Salmonella Typhi ATCC 50-100 good-luxuriant ~ >=70%

6539

Staphylococcus aureus 50-100 good-luxuriant ~ >=70%

subsp. aureus ATCC
25923 (00034%*)

Streptococcus pyogenes 50-100 good-luxuriant ~ >=70%
ATCC 19615

Salmonella  Enteritidis 50-100 good-luxuriant >=70%
ATCC 13076 (00030%*)

Salmonella Typhimurium 50-100 good-luxuriant >=70%
ATCC 14028 (00031%*)

Yersinia enterocolitica 50-100 good-luxuriant >=70%
ATCC 9610 (00038*) .

Yersinia  enterocolitica 50-100 good-luxuriant >=70%

ATCC 23715 (00160%)
Key : (*) Corresponding WDCM numbers.

Storage and Shelf Life

Store between 10-30°C in a tightly closed container and the prepared medium at 20-30°C. Use before expiry date on
the label. On opening, product should be properly stored dry, after tightly capping the bottle in order to prevent lump
formation due to the hygroscopic nature of the product. Improper storage of the product may lead to lump formation.
Store in dry ventilated area protected from extremes of temperature and sources of ignition. Seal the container tightly
after use. Product performance is best if used within stated expiry period.

Disposal

User must ensure safe disposal by autoclaving and/or incineration of used or unusable preparations of this product. Follow
established laboratory procedures in disposing of infectious materials and material that comes into contact with clinical
sample must be decontaminated and disposed of in accordance with current laboratory techniques (5,6).

Please refer disclaimer Overleaf.
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Reference

1.Lapage S., Shelton J. and Mitchell T., 1970, Methods in Microbiology', Norris J. and Ribbons D., (Eds.), Vol. 3A,
Academic Press, London.

2.MacFaddin J. F., 2000, Biochemical Tests for Identification of Medical Bacteria, 3rd Ed., Lippincott, Williams and
Wilkins,Baltimore.

3.American Public Health Association, Standard Methods for the Examination of Dairy Products, 1978, 14th Ed.,
Washington D.C.

4.Salfinger Y., and Tortorello M.L., 2015, Compendium of Methods for the Microbiological Examination of Foods, 5th
Ed., American Public Health Association, Washington, D.C.

5.Isenberg, H.D. Clinical Microbiology Procedures Handbook 2nd Edition.

6.Jorgensen, J.H., Pfaller, M.A., Carroll, K.C., Funke, G., Landry, M.L., Richter, S.S and Warnock., D.W. (2015) Manual
of Clinical Microbiology, 11th Edition. Vol. 1.

7.Wehr H. M. and Frank J. H., 2004, Standard Methods for the Microbiological Examination of Dairy Products, 17th
Ed.,APHA Inc., Washington, D.C.

8.Lipps WC, Braun-Howland EB, Baxter TE,eds. Standard methods for the Examination of Water and Wastewater, 24th ed.
Washington DC:APHA Press; 2023.
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Nutrient Broth M002

Intended use

Nutrient Broth is used for the general cultivation of less fastidious microorganisms, can be enriched with blood or other

biological fluids.

Composition**

Ingredients Gms / Litre
Peptone 5.000
Sodium chloride 5.000
HM peptone B 1.500
Yeast extract 1.500
Final pH ( at 25°C) 7.4+0.2

**Formula adjusted, standardized to suit performance parameters
# - Equivalent to Beef extract

Directions

Suspend 13.0 grams in 1000 ml purified / distilled water. Heat, if necessary, to dissolve the medium completely.
Dispense into tubes or flasks as desired. Sterilize by autoclaving at 15 1bs pressure (121°C) for 15 minutes.

Principle And Interpretation

Nutrient media are basic culture media used for maintaining microorganisms, cultivating fastidious organisms by enriching
with serum or blood and are also used for purity checking prior to biochemical or serological testing (1,2). Nutrient Broth has
the formula originally designed for use in the Standard Method for Examination of Water and Waste water. It is one of the
several non-selective media useful in routine cultivation of microorganisms (3,4). It can be used for the cultivation and
enumeration of bacteria which are not particularly fastidious. Addition of different biological fluids such as horse or sheep
blood, serum, egg yolk etc. makes it suitable for the cultivation of related fastidious organisms.
Peptone, HM peptone B and yeast extract provide the necessary nitrogen compounds, carbon, vitamins and also some
trace ingredients necessary for the growth of bacteria. Sodium chloride maintains the osmotic equilibrium of the medium.

Type of specimen
Clinical samples - faeces, urine etc.; Food and dairy samples; Water samples.

Specimen Collection and Handling:

For food and dairy samples, follow appropriate techniques for sample collection and processing as per guidelines (3.4).
For water samples, follow appropriate techniques for sample collection, processing as per guidelines and local standards (5).
For clinical samples follow appropriate techniques for handling specimens as per established guidelines (6,7).
After use, contaminated materials must be sterilized by autoclaving before discarding.

Warning and Precautions :

In Vitro diagnostic use. For professional use only. Read the label before opening the container. Wear protective
gloves/protective clothing/eye protection/ face protection. Follow good microbiological lab practices while handling
specimens and culture. Standard precautions as per established guidelines should be followed while handling clinical
specimens. Safety guidelines may be referred in individual safety data sheets.

Limitations :
1. This medium is general purpose medium and may not support the growth of fastidious organisms.

Performance and Evaluation
Performance of the medium is expected when used as per the direction on the label within the expiry period when stored at
recommended temperature.

Quality Control
Appearance
Cream to yellow homogeneous free flowing powder

Please refer disclaimer Overleaf.
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Colour and Clarity of prepared medium

Light yellow coloured clear to slightly opalescent solution
Reaction

Reaction of 1.3% w/v aqueous solution at 25°C. pH : 7.4+0.2
pH

7.20-7.60

Cultural Response
Cultural characteristics observed after an incubation at 35-37°C for 18-48 hours.

Organism Inoculum Growth
(CFU)

Escherichia coli ATCC 50-100 good-luxuriant

25922 (00013%*)

Pseudomonas aeruginosa ~ 50-100 good-luxuriant

ATCC 27853 (00025%)

Salmonella Typhi ATCC 50-100 good-luxuriant

6539

Staphylococcus aureus 50-100 good-luxuriant

aubsp.aureus ATCC

25923 (00034*)

Streptococcus pyogenes 50-100 good-luxuriant

ATCC 19615

Key : *Corresponding WDCM numbers.

Storage and Shelf Life

Store between 10-30°C in a tightly closed container and the prepared medium at 15-30°C. Use before expiry date on
the label. On opening, product should be properly stored dry, after tightly capping the bottle in order to prevent
lump formation due to the hygroscopic nature of the product. Improper storage of the product may lead to lump
formation. Store in dry ventilated area protected from extremes of temperature and sources of ignition Seal the
container tightly after use.

Product performance is best if used within stated expiry period.

Disposal

User must ensure safe disposal by autoclaving and/or incineration of used or unusable preparations of this product. Follow
established laboratory procedures in disposing of infectious materials and material that comes into contact
with clinical sample must be decontaminated and disposed of in accordance with current laboratory techniques (6,7).

Reference

1. Lapage S., Shelton J. and Mitchell T., 1970, Methods in Microbiology', Norris J. and Ribbons D., (Eds.), Vol.
3A, Academic Press, London.

2. MacFaddin J. F., 2000, Biochemical Tests for Identification of Medical Bacteria, 3rd Ed., Lippincott, Williams
and Wilkins, Baltimore.

3. American Public Health Association, Standard Methods for the Examination of Dairy Products, 1978, 14th Ed.,
Washington D.C.

4. Salfinger Y., and Tortorello M.L. Fifth (Ed.), 2015, Compendium of Methods for the Microbiological Examination of
Foods, American Public Health Association, Washington, D.C

5. Lipps WC, Braun-Howland EB, Baxter TE,eds. Standard methods for the Examination of Water and Wastewater, 24th
ed. Washington DC:APHA Press; 2023.

6. Isenberg, H.D. Clinical Microbiology Procedures Handbook. 2nd Edition.

7. Jorgensen, J.H., Pfaller, M.A., Carroll, K.C., Funke, G., Landry, M.L., Richter, S.S and Warnock., D.W. (2015) Manual
of Clinical Microbiology, 11th Edition. Vol. 1.

8. Wehr H. M. and Frank J. H., 2004, Standard Methods for the Microbiological Examination of Dairy Products, 17th
Ed., APHA Inc., Washington, D.C.
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Soyabean Casein Digest Medium (Tryptone Soya Broth) Mo011
Intended Use:

Recommended as a general purpose medium used for cultivation of a wide variety of microorganisms and recommended for
sterility testing of moulds and lower bacteria.

Composition**

Ingredients Gms / Litre
Tryptone 17.000
Soya peptone 3.000
Sodium chloride 5.000
Dextrose (Glucose) 2.500
Dipotassium hydrogen phosphate 2.500
Final pH ( at 25°C) 7.3+0.2

**Formula adjusted, standardized to suit performance parameters

Directions

Suspend 30.0 grams in 1000 ml purified/ distilled water. Heat if necessary to dissolve the medium completely. Mix well and
dispense in tubes or flasks as desired. Sterilize by autoclaving at 15 1bs pressure (121°C) for 15 minutes.

Note: If any fibres are observed in the solution, it is recommended to filter the solution through a 0.22 micron filter to eliminate
the possibility of presence of fibres.

Principle And Interpretation

Soyabean Casein Digest Medium is recommended by various pharmacopeias as a sterility testing and as a microbial limit
testing medium (1,2,3). This medium is a highly nutritious medium used for cultivation of a wide variety of organisms (4).
The combination of Tryptone and soya peptone makes the medium nutritious by providing nitrogenous, carbonaceous
substances, amino acids and long chain peptides for the growth of microorganisms. Dextrose/glucose serve as the
carbohydrate source and dibasic potassium phosphate buffer the medium. Sodium chloride maintains the osmotic balance of
the medium.

Type of specimen
Pharmaceutical samples, Clinical samples - urine, pus, wound samples.

Specimen Collection and Handling

For clinical samples, follow appropriate techniques for handling specimens as per established guidelines (5,6).
For pharmaceutical samples, follow appropriate techniques for sample collection, processing as per pharmaceutical
guidelines (2). After use, contaminated materials must be sterilized by autoclaving before discarding.

Warning and Precautions

In Vitro diagnostic Use. For professional use only. Read the label before opening the container. Wear
protective gloves/protective clothing/eye protection/ face protection. Follow good microbiological lab practices
while handling specimens and culture. Standard precautions as per established guidelines should be followed while
handling clinical specimens. Safety guidelines may be referred in individual safety data sheets.

Limitations

1. Biochemical characterization is necessary to be performed on colonies from pure cultures for further identification.
2. This medium is general purpose medium and may not support the growth of fastidious organisms.

Performance and Evaluation

Performance of the medium is expected when used as per the direction on the label within the expiry period when stored
at recommended temperature.

Quality Control

Appearance
Cream to yellow homogeneous free flowing powder

Please refer disclaimer Overleaf.
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Colour and Clarity of prepared medium
Light yellow coloured clear solution without any precipitate.

Reaction

pH of 3.0% w/v aqueous solution at 25°C (after sterilization). pH : 7.3£0.2
pH

7.10-7.50

Stability test
Light yellow coloured clear solution without any precipitation or sedimentation at room temperature for 7 days

Growth promoting properties

Clearly visible growth of microorganism comparable to that previously obtained with previously tested and approved lot of
medium occurs at the specified temperature for not more than the shortest period of time specified inoculating not more
than 100 cfu (at 30-35°C for 18-24 hours for bacteria and Sdays for fungal) Growth promotion is carried out as per USP/
EP/BP/JP/IP.

Organism Inoculum Growth Incubation Incubation
(CFU) temperature  period

Salmonella Typhimurium 50 -100 luxuriant 30-35°C 18 -24 hrs

ATCC 14028 (00031%)

Salmonella Abony 50 -100 luxuriant 30-35°C 18 -24 hrs

NCTC 6017 (00029%)

Pseudomonas aeruginosa 50 -100 luxuriant 30-35°C 18 -24 hrs

ATCC 9027 (00026*)

Streptococcus pneumoniae 50 -100 luxuriant 30-35°C 18 -24 hrs

ATCC 6305

Staphylococcus aureus 50-100 luxuriant 30-35°C 18 -24 hrs

subsp. aureus ATCC

6538 (00032%)

Escherichia coli ATCC 50-100 luxuriant 30-35°C 18 -24 hrs

25922 (00013%*)

Escherichia coli NCTC 9002 50-100 luxuriant 30-35°C 18 -24 hrs

Escherichia coli 50-100 luxuriant 30-35°C 18 -24 hrs

ATCC 8739 (00012%)

Bacillus subtilis 50 -100 luxuriant 30-35°C 18 -24 hrs

subsp. spizizenii
ATCC 6633 (00003%)

Micrococcus luteus ATCC 50-100 luxuriant 30-35°C 18 -24 hrs
9341

Pseudomonas aeruginosa 50-100 luxuriant 30-35°C 18 -24 hrs
ATCC 27853 (00025%*)

Candida albicans ATCC 50-100 luxuriant 20 -25°C <=5d
10231 (00054%)

Staphylococcus aureus 50-100 luxuriant 30-35°C 18 -24 hrs

subsp. aureus ATCC
25923 (00034%*)

Sterility Testing- Growth
promotion+Validation

Staphylococcus aureus ] .
subsp. aureus ATCC 6538 50 -100 luxuriant 20-25°C <=3d

(00032%)
# Aspergillus brasiliensis 50 -100 luxuriant 20 -25°C <=5d
ATCC 16404 (00053%*)

Candida albicans ATCC 50 -100 luxuriant 30-35°C <=5d
2091 (00055%)

Staphylococcus aureus 50-100 luxuriant 20-25°C <=3d
subsp. aureus ATCC
25923 (00034%*)

Escherichia coli ATCC 50 -100 luxuriant 20 -25°C <=3d
25922 (00013%)

Please refer disclaimer Overleaf.
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Pseudomonas aeruginosa
ATCC 9027 (00026*)

Bacillus subtilis subsp.
spizizenii

ATCC 6633 (00003%)
Salmonella Typhimurium
ATCC 14028 (00031%)
Salmonella Abony NCTC
6017 (00029%)
Streptococcus pneumoniae
ATCC 6305

Escherichia coli

ATCC 8739 (00012%)

Escherichia coli NCTC 9002
Pseudomonas aeruginosa
ATCC 27853 (00025%)
Micrococcus luteus ATCC
9341

50 -100

50 -100

50 -100

50 -100

50 -100

50 -100

50 -100
50 -100

50 -100

luxuriant

luxuriant

luxuriant

luxuriant

luxuriant

luxuriant

luxuriant
luxuriant

luxuriant

20-25°C

20-25°C

20-25°C

20-25°C

20-25°C

20-25°C

20-25°C
20-25°C

20-25°C

<=3d

<=3d

<=3d

<=3d

<=3d

<=3d

<=3d
<=3d

<=3d

Key : (#) Formerly known as Aspergillus niger, (*) Corresponding WDCM numbers

Storage and Shelf Life

Store between 10-30°C in a tightly closed container and the prepared medium at 15-30°C. Use before expiry date on the
label. On opening, product should be properly stored dry, after tightly capping the bottle in order to prevent lump
formation due to the hygroscopic nature of the product. Improper storage of the product may lead to lump formation. Store
in dry ventilated area protected from extremes of temperature and sources of ignition Seal the container tightly after use.

Use before expiry date on the label. Product performance is best if used within stated expiry period.

Disposal

User must ensure safe disposal by autoclaving and/or incineration of used or unusable preparations of this product.

Follow established laboratory procedures in disposing of infectious materials and material that comes into contact with
clinical sample must be decontaminated and disposed of in accordance with current laboratory techniques (3,4).

Reference

1.Indian Pharmacopoeia, 2022, Indian Pharmacopoeia Commission, Ministry of Health and Family Welfare Government of

India.

2.MacFaddin J. F., 1985, Media for Isolation-Cultivation-Identification-Maintenance of Medical Bacteria, Vol. 1, Williams

& Wilkins, Baltimore, M.d.

3.The United States Pharmacopoeia-National Formulatory (USP-NF), 2022.
4.Forbes B. A., Sahm D. F. and Weissfeld A. S., 1998, Bailey & Scotts Diagnostic Microbiology, 10th Ed., Mosby, Inc. St.

Louis, Mo.

5.Isenberg, H.D. Clinical Microbiology Procedures Handbook 2nd Edition.
6.Jorgensen, J.H., Pfaller, M.A., Carroll, K.C., Funke, G., Landry, M.L., Richter, S.S and Warnock., D.W. (2015) Manual

of Clinical Microbiology, 11th Edition. Vol. 1.
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Kligler Iron Agar M 078
Intended Use:

Recommended for differential identification of gram-negative enteric bacilli from clinical and non-clinical samples on
the basis of the fermentation of glucose (dextrose), lactose and hydrogen sulphide production.

Composition**

Ingredients Gms / Litre
Peptone 15.000
HM Peptone B # 3.000
Yeast extract 3.000
Proteose peptone 5.000
Lactose 10.000
Dextrose 1.000
Ferrous sulphate 0.200
Sodium chloride 5.000
Sodium thiosulphate 0.300
Phenol red 0.024
Agar 15.000
Final pH ( at 25°C) 7.4+0.2

**Formula adjusted, standardized to suit performance parameters
# - Equivalent to Beef extract

Directions

Suspend 57.52 grams in 1000 ml purified/distilled water. Heat to boiling to dissolve the medium completely. Mix well and
distribute into tubes. Sterilize by autoclaving at 15 Ibs pressure (121°C) for 15 minutes. Allow the tubes to cool in slanted
position to form slopes with about 1 inch butts. Best reactions are obtained on freshly prepared medium. Do not use screw
capped tubes or bottles.

Note: Avoid overheating otherwise it may produce precipitate in the medium.

Principle And Interpretation

Kligler Iron Agar is a combination of the lead acetate medium described by Kligler (1,2) and Russels Double Sugar Agar
(3) and is used as a differentiation medium for typhoid, dysentery and allied bacilli (4). Bailey and Lacey substituted phenol
red for andrade indicator previously used as pH indicator (4). Kligler Iron Agar differentiates lactose fermenters from the
non-fermenters. It differentiates Salmonella Typhi from other Salmonellac and also Salmonella Paratyphi A from

Salmonella Scottmuelleri and Salmonella Enteritidis (5). Fermentation of dextrose results in production of acid, which turns
the indicator from red to yellow. Since there is little sugar i.e. dextrose, acid production is very limited and therefore a
reoxidation of the indicator is produced on the surface of the medium, and the indicator remains red. However, when lactose
is fermented, the large amount of acid produced, avoids reoxidation and therefore the entire medium turns yellow.
Kligler Iron Agar, in addition to Peptone, HM peptone B and yeast extract, contains lactose and glucose
(dextrose), which enables the differentiation of species of enteric bacilli. Phenol red is the pH indicator, which exhibits
a colour change in response to acid produced during the fermentation of sugars. The combination of ferrous sulphate and
sodium thiosulphate enables the detection of hydrogen sulfide production, which is evidenced by a black color either
throughout the butt, or in a ring formation near the top of the butt. Lactose non-fermenters (e.g., Salmonella and
Shigella) initially produce a yellow slant due to acid produced by the fermentation of the small amount of glucose
(dextrose). When glucose (dextrose) supply is exhausted in the aerobic environment of the slant, the reaction reverts to
alkaline (red slant) due to oxidation of the acids produced. The reversion does not occur in the anaerobic environment of
the butt, which therefore remains acidic (yellow butt). Lactose fermenters produce yellow slants and butts because of
lactose fermentation. The high amount of acids thus produced helps to maintain an acidic pH under aerobic conditions.
Tubes showing original colour of the medium indicates the fermentation of neither glucose (dextrose) nor lactose. Gas
production (aerogenic reaction) is detected as individual bubbles or by splitting or displacement of the agar by the formation of
cracks in the butt of the medium.

Pure cultures of suspected organisms from plating media such as MacConkey Agar (M081), Bismuth Sulphite Agar (M027) or
Deoxycholate Citrate Agar (M065), SS Agar (M108) etc. are inoculated on Kligler Iron Agar for identification.

Type of specimen
Isolated microorganism from clinical, food, dairy and water samples.

Please refer disclaimer Overleaf.
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Specimen Collection and Handling

For water samples, follow appropriate techniques for sample collection, processing as per guidelines and local standards (6).
For food and dairy samples, follow appropriate techniques for sample collection and processing as per guidelines (7,8,9). For
clinical samples follow appropriate techniques for handling specimens as per established guidelines (10,11). After use,
contaminated materials must be sterilized by autoclaving before discarding.

Warning and Precautions

In Vitro diagnostic use. For professional use only. Read the label before opening the container. Wear protective
gloves/protective clothing/eye protection/face protection. Follow good microbiological lab practices while handling
specimens and culture. Standard precautions as per established guidelines should be followed while handling clinical
specimens. Safety guidelines may be referred in individual safety data sheets.

Limitations

1. Results should be noted after 18-24 hours to avoid erroneous results.

2. Straight wire loop should be used for inoculation.

3. Pure isolates should be used to avoid erroneous results.

4. Other biochemical and serological tests must be performed for complete identification

Performance and Evaluation

Performance of the medium is expected when used as per the direction on the label within the expiry period when stored at
recommended temperature.

Quality Control

Appearance

Light yellow to pink homogeneous free flowing powder

Gelling

Firm, comparable with 1.5% Agar gel

Colour and Clarity of prepared medium

Red coloured, clear to slightly opalescent gel forms in tubes as slants

Reaction

Reaction of 5.75% w/v aqueous solution at 25°C. pH : 7.44+0.2

pH

7.20-7.60

Cultural Response

Cultural characteristics observed after an incubation at 35-37°C for 18 - 48 hours.

Organism Inoculum Growth Gas H2S Slant Butt
(CFU)
Escherichia coli 50-100 luxuriant positive negative acidic reaction, acidic reaction,
ATCC 25922 (00013%*) reaction reaction,no  yellowing of  yellowing of
blackening of the medium  the medium
medium
#Klebsiella  aerogenes 50-100 luxuriant positive negative acidic reaction, acidic reaction,
ATCC 13048 (00175%) reaction reaction,no  yellowing of  yellowing of
blackening of the medium  the medium
medium
Citrobacter freundii 50-100 luxuriant positive positive acidic reaction, acidic reaction,
ATCC 8090 reaction reaction, yellowing of  yellowing of
blackening of the medium  the medium
medium
Proteus vulgaris 50-100 luxuriant negative positive alkaline acidic reaction,
ATCC 6380 reaction reaction, reaction, red  yellowing of
blackening of colour of the the medium
medium medium
Klebsiella pneumoniae 50-100 luxuriant ~ positive negative acidic reaction, acidic reaction,
ATCC 13883 (00087%*) reaction reaction,no yellowing of  yellowing of
blackening of the medium  the medium
medium
Salmonella Paratyphi A 50-100 luxuriant positive negative alkaline acidic reaction,
ATCC 9150 reaction reaction,no reaction, red  yellowing of
blackening of colour of the the medium
medium medium

Please refer disclaimer Overleaf.



HiMedia Laboratories

Technical Data

Salmonella Schottmuelleri 50-100 luxuriant positive positive alkaline acidic reaction,

ATCC 10719 reaction reaction, reaction, red  yellowing of
blackening of colour of the the medium
medium medium

Salmonella Typhi 50-100 luxuriant negative positive alkaline acidic reaction,

ATCC 6539 reaction reaction, reaction, red  yellowing of
blackening of colour of the the medium
medium medium

Salmonella Enteritidis 50-100 luxuriant positive positive alkaline acidic reaction,

ATCC 13076 (00030%) reaction reaction, reaction, red  yellowing of
blackening of colour of the the medium
medium medium

Shigella flexneri 50-100 luxuriant negative negative alkaline acidic reaction,

ATCC 12022 (00126%*) reaction reaction,no reaction, red  yellowing of
blackening of colour of the  the medium
medium medium

Pseudomonas aeruginosa 50-100 luxuriant negative negative alkaline alkaline

ATCC 27853 (00025%*) reaction reaction, reaction, red  reaction,red
blackening of colour of the  colour of the
medium medium medium

Yersinia enterocolitica 50-100 luxuriant ~ variable negative alkaline acidic reaction,

ATCC 27729 reaction reaction,no reaction,red  yellowing of
blackening of colour of the  the medium
medium medium

Enterobacter cloacae 50-100 luxuriant positive negative acidic reaction, acidic reaction,

ATCC 13047 (00083*) reaction reaction,no yellowing of  yellowing of
blackening of the medium  the medium
medium

Key :* Corresponding WDCM numbers

Storage and Shelf Life

Store between 10-30°C in a tightly closed container and the prepared medium at 2-8°C. Use before expiry date on the label.
On opening, product should be properly stored dry, after tightly capping the bottle in order to prevent lump formation due to
the hygroscopic nature of the product. Improper storage of the product may lead to lump formation. Store in dry
ventilated area protected from extremes of temperature and sources of ignition Seal the container tightly after
use. Product performance is best if used within stated expiry period.

Disposal

User must ensure safe disposal by autoclaving and/or incineration of used or unusable preparations of this product. Follow
established laboratory procedures in disposing of infectious materials and material that comes into contact with clinical sample
must be decontaminated and disposed of in accordance with current laboratory techniques (10,11).

Reference

1.Kligler I. J., 1917, Am. J. Publ. Health, 7:1041.
2.Kligler I. J., 1918, J. Exp. Med., 28:319.
3.Russell F. F., 1911, J. Med. Res., 25:217.
4.Bailey S. F. and Lacey G. R., 1927, J. Bacteriol., 13:183.
5.Ewing, 1986, Edwards and Ewings Identification of the Enterobacteriaceae, 4th Ed., Elsevier Science Publishing Co., Inc.,
N.Y.
6.Lipps WC, Braun-Howland EB, Baxter TE,eds. Standard methods for the Examination of Water and Wastewater, 24th ed.
Washington DC:APHA Press; 2023.
7.American Public Health Association, Standard Methods for the Examination of Dairy Products, 1978, 14th Ed., Washington
D.C.
8.Salfinger Y., and Tortorello M.L., 2015, Compendium of Methods for the Microbiological Examination of Foods, 5th Ed.,
American Public Health Association, Washington, D.C.
9.Wehr H. M. and Frank J. H., 2004, Standard Methods for the Microbiological Examination of Dairy Products, 17th
Ed.,APHA Inc., Washington, D.C.

10.Isenberg, H.D. Clinical Microbiology Procedures Handbook. 2nd Edition.

11.Jorgensen,J.H., Pfaller , M.A., Carroll, K.C., Funke, G., Landry, M.L., Richter, S.S and Warnock., D.W. (2015) Manual of
Clinical Microbiology, 11th Edition. Vol. 1
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Mannitol Salt Agar M118
Intended Use:

Recommended for the isolation of pathogenic Staphylococci from clinical and non-clinical samples.

Composition**

Ingredients Gms / Litre
Proteose peptone 10.000
HM peptone B # 1.000
Sodium chloride 75.000
D-Mannitol 10.000
Phenol red 0.025
Agar 15.000
Final pH ( at 25°C) 7.4+0.2

**Formula adjusted, standardized to suit performance parameters
# - Equivalent to Beef extract

Directions

Suspend 111.02 grams in 1000 ml purified / distilled water. Heat to boiling to dissolve the medium completely. Sterilize by
autoclaving at 15 lbs pressure (121°C) for 15 minutes. Cool to 45-50°C. If desired, add 5% v/v Egg Yolk Emulsion
(FDO045). Mix well and pour into sterile Petri plates.

Note : This product contains 7.5% Sodium chloride as one of its ingredients. On repeated exposure to air and absorption
moisture sodium chloride has tendency to form lumps, therefore we strongly recommend storage in tightly closed
containers in dry place away from bright light.

Principle And Interpretation

Staphylococci are widespread in nature, although they are mainly found on the skin, skin glands and mucous
membranes of mammals and birds. The coagulase-positive species i.e Staphylococcus aureus 1is well documented as a
human opportunistic pathogen. The ability to clot plasma continues to be the most widely used and accepted criterion
for the identification of pathogenic staphylococci associated with acute infections (1). Staphylococci have the unique
ability of growing on a high salt containing media (2). Isolation of coagulase-positive staphylococci on Phenol Red
Mannitol Agar supplemented with 7.5% NaCl was studied by Chapman (3). The resulting Mannitol Salt Agar Base
is recommended for the isolation of coagulase-positive Staphylococci from cosmetics, milk, food and other specimens
(1, 4,5,6,7). The additional property of lipase activity of Staphylococcus aureus can be detected by the addition of the
Egg Yolk Emulsion (FDO045). The lipase activity can be visualized as yellow opaque zones around the colonies (8).
HM peptone B and proteose peptone supply essential growth factors and trace nutrients to the growing
bacteria. Sodium chloride serves as an inhibitory agent against bacteria other than staphylococci. Mannitol is the
fermentable carbohydrate, fermentation of which leads to acid production, detected by phenol red indicator.
S.aureus ferment mannitol and produce yellow coloured colonies surrounded by yellow zones. Coagulase-negative strains of

S.aureus are usually mannitol non-fermenters and therefore produce pink to red colonies surrounded by red-purple zones.
Presumptive coagulase-positive yellow colonies of S. aureus should be confirmed by performing the coagulase test [tube or
slide] (1). Lipase activity of S.aureus can be detected by supplementing the medium with egg yolk emulsion.

A possible S.aureus must be confirmed by the coagulase test. Also the organism should be subcultured to a less inhibitory
medium not containing excess salt to avoid the possible interference of salt with coagulase testing or other diagnostic tests
(e.g. Nutrient Broth) (M002) (9). Few strains of S.aureus may exhibit delayed mannitol fermentation. Negative results should
therefore be re-incubated for an additional 24 hours before being discarded (9).

Type of specimen
Clinical samples: pus, urine, etc.; Food and dairy samples.

Specimen Collection and Handling

For food and dairy samples, follow appropriate techniques for sample collection and processing as per guidelines (6,10,11). For
clinical samples follow appropriate techniques for handling specimens as per established guidelines (12,13). After use,
contaminated materials must be sterilized by autoclaving before discarding.

Please refer disclaimer Overleaf.
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Warning and Precautions

In Vitro diagnostic use. For professional use only. Read the label before opening the container. Wear
protective gloves/protective clothing/eye protection/face protection. Follow good microbiological lab practices
while handling specimens and culture. Standard precautions as per established guidelines should be followed while
handling clinical specimens. Safety guidelines may be referred in individual safety data sheets.

Limitations

1. A possible S.aureus must be confirmed by the coagulase test.

2. The organism should be subcultured to a less inhibitory medium not containing excess salt to avoid the
possible interference of salt with coagulase testing or other diagnostic tests (e.g. Nutrient Broth) (M002) (9).

3. Few strains of S.aureus may exhibit delayed mannitol fermentation. Negative results should therefore be re-incubated for
an additional 24 hours before being discarded (9).

4. Biochemical and serological tests must be performed for confirmation.

Performance and Evaluation
Performance of the medium is expected when used as per the direction on the label within the expiry period when stored
at recommended temperature.

Quality Control

Appearance

Light yellow to pink homogeneous free flowing powder

Gelling

Firm,comparable with 1.5% Agar gel

Colour and Clarity of prepared medium

Red coloured clear to slightly opalescent gel forms in Petri plates
Reaction

Reaction of 11.1% w/v aqueous solution at 25°C. pH : 7.4+0.2
pH

7.20-7.60

Cultural Response

Cultural characteristics observed after an incubation at 35-37°C for 18-72 hours. Recovery rate is considered as 100% for
bacteria growth on Soybean Casein Digest Agar.

Organism Inoculum Growth Recovery Colour of
(CFU) colony
Staphylococcus aureus 50-100 luxuriant >=50 % yellow/white
subsp. aureus ATCC colonies
6538 (00032%) surrounded by
yellow zone
Escherichia coli >=10* inhibited 0%
ATCC 8739 (00012%)
Staphylococcus aureus 50 -100 luxuriant >=50 % yellow/white
subsp. aureus ATCC 25923 colonies
(00034*) surrounded by
yellow zone
Staphylococcus epidermidis 50 -100 fair-good 30 -40 % red
ATCC 14990 (00132%)
Proteus mirabilis ATCC 50 -100 none-poor 0-10 % yellow
12453
Escherichia coli ATCC >=10* Inhibited 0%
25922 (00013%*)
Escherichia coli >=104 Inhibited 0%
NCTC 9002
# Klebsiella aerogenes >=10¢ Inhibited 0%

ATCC 13048 (00175%)
Key : (*) Corresponding WDCM numbers. (#) Formerly known as Enterobacter aerogenes
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Storage and Shelf Life

Store  between 10-30°C in a tightly closed container and the prepared medium at 20-30°C.
Use Dbefore expiry date onthe label. On opening, product should be properly stored dry, after
tightly capping the bottle in order to prevent lump formation due to the hygroscopic nature of the
product. Improper storage of the product may lead to lump formation. Store in dry ventilated area
protected from extremes of temperature and sources of ignition. Seal the container tightly after use.
Product performance is best if used within stated expiry period.

Disposal

User must ensure safe disposal by autoclaving and/or incineration of used or unusable preparations of this product. Follow
established laboratory procedures in disposing of infectious materials and material that comes into contact with clinical
sample must be decontaminated and disposed of in accordance with current laboratory techniques (12,13).

Disposal

1. Murray P. R., Baron J. H., Pfaller M. A., Jorgensen J. H. and Yolken R. H., (Ed.), 2003, Manual of Clinical
Microbiology, 8th Ed.,American Society for Microbiology, Washington, D.C.

2. Koch P. K., 1942, Zentralbl. Bakteriol. Parasitenkd. Abt. I Orig.149:122.

Chapman G. H., 1945, J. Bacteriol., 50:201.

4. Hitchins A. D., Tran T. and McCarron J. E., 1995, FDA Bacteriological Analytical Manual, 8th Ed., AOAC

International,Gaithersburg, Md.

Davis J. G., 1959, Milk testing, 2nd Ed., Dairy Industries Ltd, London.

6. Salfinger Y., and Tortorello M.L., 2015, Compendium of Methods for the Microbiological Examination of Foods, 5th Ed.,
American Public Health Association, Washington, D.C.

7. Silverton R. E. and Anderson M. J., 1961, Handbook of Medical Laboratory Formulae, Butterworths, London.

8. Gunn B. A., Dunkelberg W. E. and Creitz J. R., 1972, Am. J. Clin. Pathol., 57:236.

9. MacFaddin J. F., 1985, Media for Isolation-Cultivation-Identification-Maintenance of Medical Bacteria, Vol. 1,
Williams and Wilkins, Baltimore

10. American Public Health Association, Standard Methods for the Examination of Dairy Products, 1978, 14th Ed.,
Washington D.C.

11. Wehr H. M. and Frank J. H., 2004, Standard Methods for the Microbiological Examination of Dairy Products, 17th
Ed.,APHA Inc., Washington, D.C.

12.Isenberg, H.D. Clinical Microbiology Procedures Handbook 2nd Edition.

13.Jorgensen, J.H., Pfaller, M.A., Carroll, K.C., Funke, G., Landry, M.L., Richter, S.S and Warnock., D.W. (2015) Manual of
Clinical Microbiology, 11th Edition. Vol. 1.
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Phenyl Alanine Agar Slant M 281
Intended Use:

Recommended for differentiation of Proteus and Providencia group of organisms from other members of
Enterobacteriaceae on the basis of their ability to form phenyl pyruvic acid from phenylalanine.

Composition**

Ingredients Gms/ Litre
Y east extract 3.000
Sodium chloride 5.000
DL-Phenylalanine 2.000
Disodium hydrogen phosphate 1.000
Agar 15.000
Final pH ( at 25°C) 7.3+0.2
** Formula adjusted, standardized to suit performance parameters

Directions

Suspend 26 gramsin 1000 ml purified / distilled water. Heat to boiling to dissolve the medium completely. Dispensein tubesand
sterilize by autoclaving at 15 Ibs pressure (121°C) for 15 minutes. Cool to 45-50°C. Allow the tubed medium to cool in a
slanting position.

Principle And Inter pretation
The ability of Proteus species to convert phenylalanine to phenylpyruvic acid is an important reaction in the differentiation of
Enterobacteriaceae (3,7). Based on this criterion, Buttiaux developed Phenylalanine Agar for differentiation of Proteus and

Providencia group from other members of Enterobacteriaceae (1,6) by the ability of organism in the genera within Proteus
to deaminate phenylalanine. Phenylalanine Agar is the modification of the medium originally developed by Ewing et a (2).
Yeast extract in the medium supports the growth of the organisms. Sodium chloride maintains osmotic equilibrium. The
phenylalanine serves as the substrate for enzymes, which are able to deaminate it to form phenylpyruvic acid. A recommended
technique is to inoculate the sant surface with plenty of inoculum and incubate it for 12-16 hours. After incubation, add 0.2
ml of 10% ferric chloride solution so that the solution floods all over the growth. The addition of (0.2 ml 3-5 drops) of a 10%
aqueous ferric chloride solution (or a 12% aqueous ferric chloride solution acidified with 2.5 ml of concentrated HCI per 100
ml of reagent) to the cultures following incubation results in the appearance of a light to deep green color (positive reaction)
or no color change (negative reaction). In a positive reaction, any phenylpyruvic acid present will react with the ferric salt
in the reagent to give a green color. Interpret the results within 5 minutes upon addition of reagent as the green colour fades
quickly (6,7).

Type of specimen
Isolated Microorganisms

Specimen Collection and Handling:

A recommended technique is to inoculate the slant surface with plenty of inoculum and incubate it for 12-16 hours. After
incubation, add 0.2 ml of 10% ferric chloride solution so that the solution floods all over the growth. The addition of (0.2 ml
3-5 drops) of a 10%aqueous ferric chloride solution (or a 12% aqueous ferric chloride solution acidified with 2.5 ml of
concentrated HCI per 100 ml of reagent) to the cultures following incubation results in the appearance of a light to deep
green color (positive reaction) or no color change (negative reaction). In a positive reaction, any phenylpyruvic acid present
will react with the ferric salt in the reagent to give a green color. Interpret the results within 5 minutes upon addition of
reagent as the green colour fades quickly (6,7).

After use, contaminated materials must be sterilized by autoclaving before discarding.

Warning and Precautions :

Read the label before opening the container. Wear protective gloves/protective clothing/eye protection/ face protection. Follow
good microbiological lab practices while handling specimens and culture. Standard precautions as per established guidelines
should be followed while handling specimens. Safety guidelines may be referred in individual safety data sheets.

Limitations:
1. Some organism may show poor growth due to nutritional variation.
2. Other biochemical tests must be carried out in conjunction for confirmation.

Please refer disclaimer Overleaf.



HiMedia Laboratories Technical Data

Performance and Evaluation

Performance of the medium is expected when used as per the direction on the label within the expiry period when stored at
recommended temperature.

Quality Control

Appearance

Cream to yellow homogeneous free flowing powder
Gelling

Firm, comparable with 1.5% Agar gel

Colour and Clarity of prepared medium
Light amber coloured dlightly opalescent gel formsin tubes as slants

Reaction

Reaction of 2.6% wi/v agueous solution at 25°C. pH : 7.3+0.2
pH

7.10-7.50

Cultural Response
Cultural characteristics observed after an incubation at 35-37°C for 12-16 hours

Organism Inoculum Growth Phenylalanine
(CFU) deaminase
# Klebsiella aerogenes 50-100 luxuriant negative
ATCC 13048 (00175%) reaction
Escherichia coli ATCC 50-100 luxuriant negative
25922 (00013%*) reaction
Proteus mirabilis ATCC 50-100 luxuriant positive
25933 reaction, green
colouration
after addition
of 10% ferric
chloride
Proteus vulgaris ATCC 50-100 luxuriant positive
13315 reaction, green
colouration
after addition
of 10% ferric
chloride
Providencia alcalifaciens ~ 50-100 luxuriant positive
ATCC 9886 reaction, green
colouration
after addition
of 10% ferric
chloride

Key : *Corresponding WDCM numbers.
(#) Formerly known as Enterobacter aerogenes

Storage and Shelf Life

Store between 10-30°C in a tightly closed container and the prepared medium at 20 - 30°C. Use before expiry date
on the label. On opening, product should be properly stored dry, after tightly capping the bottle in order to prevent
lump formation due to the hygroscopic nature of the product. Improper storage of the product may lead to lump
formation. Store in dry ventilated area protected from extremes of temperature and sources of ignition Seal the
container tightly after use. Use before expiry date on the label.
Product performance is best if used within stated expiry period.

Disposal

User must ensure safe disposal by autoclaving and/or incineration of used or unusable preparations of this product. Follow
established laboratory procedures in disposing of infectious materials and material that comes into contact with sample must
be decontaminated and disposed of in accordance with current laboratory techniques (4,5).

Please refer disclaimer Overleaf.
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Reference

1. Buttiaux R., Osteux R., Fresnoy R. and Moriamez J., 1954, Ann. Inst. Pasteur Lille., 87:375.
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Manual of Clinical Microbiology, 11th Edition. Vol. 1.
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HiCrome™ Candida Differential Agar M1297A
Intended Use

HiCrome™ Candida Differential Agar is recommended for rapid isolation and identification of Candida species from

mixed cultures in clinical and non-clinical samples.

Composition**

Ingredients Gms / Litre
Peptone, special 15.000
Yeast extract 4.000
Dipotassium hydrogen phosphate 1.000
Chromogenic mixture 7.220
Chloramphenicol 0.500
Agar 15.000
Final pH ( at 25°C) 6.3+£0.2

**Formula adjusted, standardized to suit performance parameters

Directions

Suspend 42.72 grams in 1000 ml purified/distilled water. Heat to boiling to dissolve the medium completely. DO NOT
AUTOCLAVE. Cool to 45-50°C. Mix well and pour into sterile Petri plates.

Principle And Interpretation

Perry and Miller (3) reported that Candida albicans produces an enzyme b -N-acetyl- galactosaminidase and according
to Rousselle et al (4) incorporation of chromogenic or fluorogenic hexosaminidase substrates into the growth medium
helps in identification of C.albicans isolates directly on primary isolation. HiCrome™ Candida Differential Agar is a
selective and differential medium, which facilitates rapid isolation of yeasts from mixed cultures and allows
differentiation of Candida species namely C.albicans, C.krusei, C.tropicalis and C.glabrata on the basis of colouration
and colony morphology. On this medium results are obtained within 48 hours and it is useful for the rapid and
presumptive  identification of common yeasts in Mycology and Clinical Microbiology Laboratory.
Peptone special and yeast extract provides nitrogenous, carbonaceous compounds and other essential growth
nutrients. Phosphate buffers the medium well. Chloramphenicol suppresses the accompanying bacterial flora.
C.albicans appear as light green coloured smooth colonies, C.tropicalis appear as blue to metallic blue coloured
raised colonies. C.glabrata colonies appear as cream to white smooth colonies, while C.krusei appear as purple fuzzy
colonies.

Type of specimen
Clinical samples - skin scrapings, urine.

Specimen Collection and Handling

For clinical samples follow appropriate techniques for handling specimens as per established guidelines (3,4).
After use, contaminated materials must be sterilized by autoclaving before discarding.

Warning and Precautions

In Vitro diagnostic Use only. Read the label before opening the container. Wear protective gloves/protective clothing/eye
protection/ face protection. Follow good microbiological lab practices while handling specimens and culture. Standard
precautions as per established guidelines should be followed while handling clinical specimens. Safety guidelines may be
referred in individual safety data sheets.

Limitations

1. Variations in colour intensity may be observed for Candida isolates depending on the presence of enzymes.

2. Other Candida species may produce light mauve coloured colonies which is also produced by other yeast cells. This must
be confirmed by further biochemical tests.

3. Other filamentous fungi also exhibit colour on this medium.

Please refer disclaimer Overleaf.
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Performance And Evaluation

Performance of the medium is expected when used as per the direction on the label within the expiry period when stored at
recommended temperature.

Quality Control
Appearance
Cream to beige homogeneous free flowing powder

Gelling
Firm, comparable with 1.5% Agar gel

Colour and Clarity of prepared medium

Light amber coloured, clear to slightly opalescent gel formsin Petri plates
Reaction

Reaction of 4.27% w/v aqueous solution at 25°C. pH : 6.3+0.2

pH

6.10-6.50

Cultural Response
Cultural characteristics observed after an incubation at 30-35°C for 40-48 hours.

Organism Inoculum Growth Recovery Colour of
(CFUL) Colony

Candida albicans ATCC 50-100 good-luxuriant >=50% light green

10231 (00054%*)

Candida glabrata ATCC 50-100 good-luxuriant >=50% cream to white

15126

#Teunomyces krusei ATCC  50-100 good-luxuriant >=50% purple, fuzzy

24408

Candida tropicalisATCC ~ 50-100 good-uxriant >=50% blue to purple

750

Candida kefyr ATCC 66058 50-100 good-luxuriant >=50% cream to white with

slight purple centre

Candida utilis ATCC 50-100 good-luxuriant >=50% pale pink to

9950 pinkish purple

Candida parapsilosis 50-100 good-luxuriant >=50% white to cream

ATCC 22019

Candida membranifaciens 50-100 good-luxuriant >=50% white to cream

ATCC 20137

Candida dubliensis 50-100 good-luxuriant >=50% pale green

NCPF 3949

Escherichia coli ATCC >=10* inhibited 0%

25922 (00013%)

Staphylococcus aureus >=10* inhibited 0%

subsp.aureus ATCC

25923 (00034%)

Key : *Corresponding WDCM numbers. # - Formerly known as Candida krusei
Storage and Shelf Life

Store between 15-25°C in a tightly closed container and the prepared medium at 2-8°C. Use before expiry date on
the label. On opening, product should be properly stored dry, after tightly capping the bottle in order to prevent lump
formation due to the hygroscopic nature of the product. Improper storage of the product may lead to lump formation.
Store in dry ventilated area protected from extremes of temperature and sources of ignition Seal the container tightly
after use. Product performance is best if used within stated expiry period.

Disposal

User must ensure safe disposal by autoclaving and/or incineration of used or unusable preparations of this product. Follow
established laboratory procedures in disposing of infectious materials and material that comes into contact with clinical
sample must be decontaminated and disposed of in accordance with current laboratory techniques (1,2).

Please refer disclaimer Overleaf.
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23 Vadhani Industrial Estate,
LBS Marg,Mumbai-86,MS,India

CE Partner 4U ,Esdoornlaan 13, 3951
DB Maarn The Netherlands,

www.cepartner 4u.eu

Revision : 05/ 2020

User must ensure suitability of the product(s) in their application prior to use. Products conform solely to the information contained in
this and other related HiMedia™ publications. The information contained in this publication is based on our research and development
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Pipemidic Acid PA 30 mcg SD175

Pipemidic Acid PA 30 mcg discs are used for antimicrobial susceptibility testing of bacterial cultures
as per Bauer-Kirby Method

Composition
*Ingredients Concentration
Pipemidic Acid 30 mcg/disc

Susceptibility Test Procedure:

1. Prepare plates with Mueller Hinton Agar (M173/M1084) for rapidly growing aerobic organisms
as per Bauer-Kirby Method. The medium in the plates should be sterile and should have a depth of
about 4 mm.

2. Inoculate 4-5 similar colonies with a wire, needle or loop to 5 ml Tryptone Soya Broth (MO11)
and incubate at 35-37°C for2-8 hours until light to moderate turbidity develops. Compare the
inoculum turbidity with that of standard 0.5 McFarland (prepared by mixing 0.5 ml of 1.175%
barium chloride and 99.5 ml of 0.36N sulfuric acid). Dilute the inoculum or incubate further as
necessary to attain comparative turbidity. Alternatively, the inoculum can be standardized by other
appropriate optical method (0.08 - 0.13 OD turbid suspension at 625 nm)

3. Dip a sterile non-toxic cotton swab on a wooden applicator into the standardized inoculum and
rotate the soaked swab firmly against the upper inside wall of the tube to express excess fluid.
Streak the entire agar surface of the plate with the swab three times, turning the plate at 60° angle
between each streaking. Allow the inoculum to dry for 5 - 15 minutes with lid in place.

4. Apply the discs using aseptic technique. When using cartridges, the discs can be applied using the
specially designed applicator. When the vials are used, apply the discs using sterile forceps.

5. Deposit the discs with centers at least 24 mm apart. For fastidious organisms and for Penicillins
and Cephalosporins, the discs should preferably be deposited with centers 30 mm apart.

6. Incubate immediately at 35 £ 2°C and examine after 16-18 hours or longer, if necessary. For
fastidious organisms incubate at appropriate temperature and time.

7. Measure the zones showing complete inhibition and record the diameters of the zones to the
nearest millimeter using a calibrated instrument like zone scales (PW096/PW297)

Principle:
Antimicrobial susceptibility testing (AST) of bacterial and fungal isolates is a common and important
technique in most clinical laboratories. The results of these tests are used for selection of the most
appropriate antimicrobial agent(s) for treatment against the infectious organisms. Till the 1950s,
laboratories were lacking in the methodologies and equipments for the accurate determination of in vitro
responses of organisms to antimicrobial agents. Bauer et al (1) began the development of standardized
methods for antimicrobial susceptibility testing, using disc diffusion system. However the susceptibility
results may not always correlate with the patient's response to therapy. The response of an infected patient
to antimicrobial agent(s) is a complex interrelationship of host responses, drug dynamics and microbial
activity. Antimicrobial susceptibility tests are either quantitative or qualitative. Disc diffusion test is a
qualitative test method. The National Committee for Clinical Laboratory Standards (NCCLS), now known
as Clinical Laboratory Standards Institute (CLSI) has published comprehensive documents regarding the
disc diffusion systems. The agar disc diffusion test is the most convenient and widely used method for
routine antimicrobial susceptibility testing. In subsequent and current practice, antimicrobial impregnated
paper discs are applied onto the agar surface. Based on the Bauer-Kirby Method, standardized reference
procedures for the disc systems were published by WHO and FDA and are periodically updated by the
CLSI (formerly NCCLS)(2). For any antimicrobial testing, Quality control or clinical testing, the method to
be followed is the same as mentioned above.
However few precautions are to be maintained while handling of the Sensitivity discs,

e On receipt the discs are to be immediately stored at the recommended temperature.

e  Medium preparation, Inoculum preparation and incubation to be done as specified.

Please refer disclaimer Overleaf.
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Quality Control:
Appearance: Filter paper discs of 6mm diameter with printed "PA 30" on centre of each side of the disc.

Cultural response: Average diameter of zone of inhibition observed on Mueller Hinton Agar (M173) after
18 hours incubation at 35-37°C for standard cultures.

Organisms (ATCC) Std. zone of diameter (mm)
E. coli (25922) 18-25
Saureus (25923) 13-19
P.aeruginosa (27853) 11-16

Storage and Shelf-life:
Discs should always be stored at -20°C to +8°C under dry conditions, along with the dessicator provided in
individual pack. Use before expiry date on the label.

References:

1. Bauer, Kirby, Sherris and Turck, 1966, Am. J. Clin. Path., 45: 493

2. Performance standards of Antimicrobial Disc Susceptibility Tests, M100S, 32nd Ed., CLSI Vol. 42 No.2,
Feb-2022.

3. EUCAST, Breakpoint tables for interpretation of MIC's & zone diameters, version 12.0, valid from 01.01.2022.

Note :

Use following media to carry out susceptibility test

For rapidly growing aerobic organisms : Mueller Hinton Agar (M173/M1084)
For Haemophilus spps : Haemophilus Test Agar (M1259 + FD117)

For S.pneumoniae : Muller Hinton Agar supplemented with 5% Sheep Blood
For Neisseria spps : G.C.Agar +1% defined growth supplement (M434 + FDO025)

* Not for Medicinal Use

In vitro diagnostic medical
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STATEMENT

We, XEMA Co., Ltd. Having a registered office at 48, 9t Parkovaya
st., 104264 Moscow, Russia, assign Sanmedico Srl. Having a registered
office at srt. A. Corobceanu 7A, apt. 9, Chisindu MD 2012, Moldova, as
authorized representative in correspondence with the conditions of
directive 93/42/EEC, 98/79/EEC and 90/385/EEC.

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.

Signature: Dmitry S. Kostrikin

Deputy general manager
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MANAGEMENT SYSTEM
CERTIFICATE

Certificate no.: Initial certification date: Valid:
282710-2019-AQ-MCW-FINAS 14 February 2019 15 February 2022 — 14 February 2025

This is to certify that the management system of

XEMA Co, LTD

bld. 48, 9-th Parkovaya str., Moscow, Russian Federation, 105264
and the sites as mentioned in the appendix accompanying this certificate

has been found to conform to the Quality Management System standard:

ISO 9001:2015

This certificate is valid for the following scope:

Design and development, manufacturing and sales of in vitro tests for food and feed
control, clinical and veterinary diagnostics and forensic investigations.

Place and date Zr Te marg Mo

Espoo. 14 February 2022 DNY - Business Assarance

o Keilaranta 1, 02150 Espoo, Finland
FINAS

S001 (EN ISOAEC 17021-1)

Kimmo Haarala
Management Representative

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.
ACCREDITED UNIT: DNV Business Assurance Finland Oy Ab, Keilaranta 1, 02150 Espoo, Finland - TEL: +358 10 292 4200. www.dnv filassurance




Certificate no.: 282710-2019-AQ-MCW-FINAS
Place and date: Espoo, 14 February 2022

Appendix to Certificate

XEMA Co, LTD

Locations included in the certification are as follows;

Site Name Site Address

Site Scope

XEMA Co, LTD bld. 48, 9-th Parkovaya str., Moscow,
Russian Federation, 105264

Design and development, manufacturing
and sales of in vitro tests for food and feed
control, clinical and veterinary diagnostics
and forensic investigations.

XEMA Co, LTD (production site) 2B, Trubetskaya str., Balashikha, Moscow
region, Russian Federation, 125000

Design and development, manufacturing
and sales of in vitro tests for food and feed
control, clinical and veterinary diagnostics
and forensic investigations.

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.

ACCREDITED UNIT: DNV Business Assurance Finland Oy Ab, Keilaranta 1, 02150 Espoo, Finland - TEL: +358 10 292 4200. www.dnv.filassurance

Page 2of2
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Vertretung und Reprisentanz

Certificate
Of Marketing Authorization of Medical Product

within Germany, the member states of the European Union
and the other states having a contractual agreement with the European Economic Area

Nr. AR/IVD/Xema/01/2022

Issued on the basis of the Declaration of conformity and registration taking into account account Article 11 of Regulation (EU) 2017/746 (IVDE) on In Vitro Diagnostic,
and Medical Device Imp lementing Act (MPDG)

Ausgestellt auf Grund der Konformititserklinmg und Registriening unter Berficksichtigung der der Verordnung (EU) 2017/746 (IVDR) iiber In-vitro-Diagnostika
und Medizinprodukterecht-Durchfiihnungsgesetz (MPDG)

Manufacturer / Hersteller Xema Co., Ltd.
bld .4, 48, The 9th Parkovaya str.
Moscow 105264, RUSSIA,
info@xema.ru; www.xema.ru

Product name / Produkt See annex to the Certificate
Siehe Anhang zum Zertifikat

Product Classification: In Vitro Diagnostic Medical Devices
Produkiklassifizierung In-vitro-Diagnostikum (IVD) Medizinprodukte

Category: Common/ Other IVD

Kategorie Sonstige IVD-Produkte

Conformity assessment procedure: EC DECLARATION OF CONFORMITY
Konformitatsb ewertungsverfahren: (Annex lll, except point 6, Directive 98/79/EC)

in connection with article 110(3) IVDR

EU- KONFORMITATSERKLARUNG
(Anhang 1, aulBer Nummer 6, Richtlinie S8/79 [ EG)
in Verbindung mit Artikel 110 (3) WDR

State Competent Authority: BfArM Federal Institute for Drugs and Medical Devices
Staatliche Zustandige Behorde DMIDS (German Medical Device Information and Database System)

BfArM Das Bundesinstitut fur Arzneimittel und Medizinprodukte
DMIDS (Deutsches Medizinprodukte-Informations- und Datenbanksystem)

Date ofissue : 2022-05-26
Das Ausstellungsdatum

Valid to : 2025-05-25
Giiltig bis

Represented in the EC by:

Polmed.de Beata Rozwadowska
Fichtenstr. 12A, 90763 Furth, Germany

email: info@polmed.de

Tel: +49 911 93163967 Polmed.de

Valid with the Extract from the database www. dimdide (German Medical Device Information and Database System (DMIDS))
Gilt nur mit :Auszug aus der Datenbank www.dimdi de (Deutsches Medizinprodukte-Informations- und Datenbank system (DMIDS))
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Annex to the Certificate No.:

Anhang zum Zertifikat Nr.:

AR/IVD/Xema/01/2022

The following medical devices can be placed on the market in the Federal Republic of Germany, in the member states
of the European Economic Community (EEC) and in the other contract states of the agreement about the European Economic Area.

Die folgenden Medizinprodukte in der Bundesrepublik Deutschland, in den Mitgliedsstaaten

der Européischen Wirtschaftsgemeinschaft (EG) und in den Vertragsstaaten der EG in den Verkehr gebracht werden dinrfen.

Nomendlature term Catalog No. Name of device DMIDS
Nomenklaturbezeichnung Katalog-Nr. Produktbezeichnung Registration number
Registriernummer
1. THYROID PEROXIDASE (INCL. K131 aTPO EIA Cat. Nr K131 DE/CA59/IVD/13 /44
MICROSOMAL) ANTIBODIES
2. THYROGLOBULIN AUTOANTIBODIES K132 aTG ElA Cat. Nr K132 DE/CA59/1VD/13/43
3. MPO ANCA K133 aMPO EIA Cat. Nr K133 DE/CA59/IVD /13 /42
4. TISSUE TRANSGLUTAMINASE K160 Anti-tTG IgG EIA Cat. NrK160; DE/CA59/1VD/13/41
ANTIBODIES K161 Anti-tTG IgA EIA Cat. NrK161
5. GLIADIN ANTIBODIES K180 Gliadin [gG ElA Cat. Nr K180; DE/CA59/1VD/13/40
K181 Gliadin IgA EIA Cat. Nr K181 ;
K182A Deamidated Gliadin IgA EIA,
K182G Deamidated Gliadin IgG EIA
6. IMMUNOGLOBULIN E - TOTAL K200 Total IgE EIA Cat. Nr K200 DE/CA59/1VD/13/39
7. THYROID STIMULATING HORMONE K201 TSH EIA Cat. NrK201; DE/CA59/1VD/13/38
K201A TSH Plus EIA Cat. NrK201A
8. LUTEINISING HORMONE K202 LH EIA Cat. Nr K202 DE/CA59/1VD/13/37
9. FOLLICLE STIMULATING HORMONE K203 FSH EIA Cat. NrK203 DE/CA59/IVD/13/36
10. HUMAN GROWTH HORMONE K204 GH EIA Cat. NrK204 DE/CA59/1VD/13/35
11. HUMAN CHORIONIC GONADOTROPIN K205 HCG EIA Cat. Nr K205 DE/CA59/1VD/13/34
TOTAL
12. PROLACTIN K206 Prolactin EIA Cat. Nr K206 DE/CA59/1VD/13/33
13. PROGESTERONE K207 Progesterone EIA Cat. NrK207 ; DE/CA59/1VD/13/32
K207S Salivary Progesterone EIA
14 ESTRADIOL K208 Estradiol EIA Cat. NrK208 DE/CA59/1VD/13/31
15. TESTOSTERONE (WITH DEHYDRO AND K209 Testosterone EIA Cat Nr K209 ; DE/CA59/1VD/13/30
FREE TESTOSTERONE) K2095 Salivary Testosterone EIA
16. CORTISOL K210 Cortisol EIA Cat. Nr K210; DE/CA59/1VD/13/29
K2108 Salivary Cortisol EIA
17. TRIIODOTHYRONINE K211 T3 EIA Cat. Nr K211 DE/CA59/1VD/13/28
18. THYROXINE K212 T4 EIA Cat. Nr K212 DE/CA59/IVD/13/27
19. FREE TRIIODOTHYRONINE K213 Free T3 EIA Cat. Nr K213 DE/CA59/1VD/13/26
20. FREE THYROXINE K214 Free T4 EIA Cat. Nr K214 DE/CA59/1VD/13/25
21. DEHYDRO-EPIANDROSTERONE K215 DHEA-S EIA Cat. Nr K215 DE/CA59/1VD/13/24
SULPHATE (INCL.DHEA)
22. 17 OH PROGESTERONE K217 17-0H-Progesterone EIA DE/CA59/1VD/13/22
Cat. NrK217
23. CANCER ANTIGEN 125 K222 CA 125 ElA Cat. Nr K222 DE/CA59/IVD/13/23
24 CANCER ANTIGEN 19-9 K223 CA 199 EIA Cat. NrK223 DE/CA59/1VD/13/21
25. CARCINOEMBRYONIC ANTIGEN K224 CEA EIA Cat. Nr K224 DE/CA59/I1VD/13/20

The above-mentioned medical products are marked with the CE symbol.
Die oben genannten medizinischen Produkte sind mit dem CE-Zeichen gekennzeichnet.

Valid with the Extract from the database www.dimdi.de (Genman Medical Device Information and Database System (DMIDS))
Gilt nur mit :Auszug aus der Datenbank www. dimdi de (Deutsches Medizinprodukte-Informations- und Datenb ank system (DMIDS))
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Annex to the Certificate No.:
Anhang zum Zertifikat Nr.:

AR/IVD/Xema/01/2022

The following medical devices can be placed on the market in the Federal Republic of Germany, in the member states
of the European Economic Community (EEC) and in the other contract states of the agreement about the European Economic Area.

Die folgenden Medizinprodukte in der Bundesrepublik Deutschland, in den Mitgliedsstaaten
der Europiischen Wirtschaftsgemeinschaft (EG) und in den Vertragsstaaten der EG in den Verkehr gebracht werden diwfen.

Nomenclature term Catalog No. Name of device DMIDS
Nomenklaturbezeichnung Katalog-Nr. Produktbezeichnung Registration number
Registriernummer
26. ALPHAFETOPROTEIN K225 AFP EIA Cat. Nr K225 DE/CA59/1VD/13/19
27. CANCER ANTIGEN 15-3 K226 M12 (CA 15.3) EIA Cat. NrK226 DE/CA59/IVD/13/18
28. OTHER CANCER ANTIGENS K227 MUCI1 M22 EIA Cat. Nr K227, DE/CA59/1VD/13/17
K228 MUCI1 M20 EIA Cat. Nr K228
29. OTHER OTHER TUMOUR MARKERS K232 Thyroglobulin EIA Cat. NrK232 DE/CA59/1VD/13/16
30. 2 HUMAN CHORIONIC GONADOTROPIN K235 Free beta HCG EIA Cat. Nr K235 DE/CA59/1VD/13/15
(INCL. SUBUNIT)
31. PREGNANCY ASSOCIATED PLASMA K238 PAPP-A EIA Cat. Nr K238 DE/CA59/1VD/13/14
PROTEIN - A (DOWNS)
32. OTHER OTHER PLASMA PROTEINS K240 Alveomucin EIA Cat Nr K240 DE/CA59/1VD/13/13
33. C-REACTIVE PROTEIN K250 CRP EIA Cat. Nr K250 DE/CA59/IVD/13/12
34 SEX HORMONE BINDING GLOBULIN K268 SHBG EIA Cat. Nr K268 DE/CA59/1VD/13/11
35. | TROPONIN (T +1) K291 Troponin LEIA Cat. Nr K291 DE/CA59/1VD/13/10
36. | IMMUNOGLOBULIN G K271 Total IgG EIA Cat. NrK271 DE/CA59/1VD/13/9
37. IMMUNOGLOBULIN G SUBCLASS K272 IgG2 EIA Cat. Nr K272; DE/CA59/1VD/13/8
REAGENTS K274 IgG4 EIA Cat. Nr K274
38. | IMMUNOGLOBULIN A K275 Total IgA EIA Cat. Nr K275 DE/CA59/1VD/13/7
39. | IMMUNOGLOBULIN M K277 Total IgM EIA Cat. Nr K277 DE/CA59/1VD/13/6
KQ13 AutoQon AT immunoassay control set
Cat. NrKQ13;
40. RHEUMATOID/AUTOIMMUNE KQ14 AutoQon ANA/ENA immunoassay DE/CA59/1VD/13/5
CONTROLS control set Cat. Nr KQ14;
KQ15 AutoQon ACL immunoassay control set
Cat NrKQ15
1. HORMONE CONTROLS KQ21 HormoQon immunoassay control set DE/CA59/IVD/13 /4
Cat. NrKQ21
42. TUMOUR MARKER CONTROLS KQ22 OmaQon immunoassay control set DE/CA59/1VD/13/3
Cat. NrKQ22
43. CYFRA 21-1 K236 CYFRA 21-1 EIA DE/CA59/IVD/13/45
44 CANCER ANTIGEN 72-4 K244 CA 72-4EIA DE/CA59/IVD/13/46
45. NEONATAL THYROID STIMULATING K201N TSH-Neo EIA DE/CA59/1VD/13/47
HORMONE
46. ESTRIOL K218 Free Estriol EIA DE/CA59/1VD/13/48
47. IMMUNOGLOBULIN E - K200S Specific IgE EIA DE/CA59/1VD/13/49
MONOTEST /MONORESULT - MULTI AG
48. | KAPPA AND LAMBDA CHAIN K279K | Free kappa lgg light chain EIA, DE/CA59/1VD/13/50
K279L Free lambdalgg light chain EIA
49, TRYPSIN NEONATAL K242 Neonatal IRT EIA Cat. Nr K242 DE/CA59/1VD/13/51
50. NEURON SPECIFIC ENOLASE K234 NSE EIA Cat. Nr K234 DE/CA59/1VD/13/52

The above-mentioned medical products are marked with the CE symbol.

Die oben genannten medizinischen Produkte sind mit dem CE-Zeichen gekennzeichnet.

Valid with the Extract from the database www.dimdi.de (Genman Medical Device Information and Database System (DMIDS))
Gilt nur mit :Auszug aus der Datenbank www. dimdi de (Deutsches Medizinprodukte-Informations- und Datenb ank system (DMIDS))




_S Polmed.de

Vertretung und Repréisentanz

Annex to the Certificate No.:
Anhang zum Zertifikat Nr.:

AR/IVD/Xema/01/2022

The following medical devices can be placed on the market in the Federal Republic of Germany, in the member states
of the European Economic Community (EEC) and in the other contract states of the agreement about the European Economic Area.

Die folgenden Medizinprodukte in der Bundesrepublik Deutschland, in den Mitgliedsstaaten
der Europiischen Wirtschaftsgemeinschaft (EG) und in den Vertragsstaaten der EG in den Verkehr gebracht werden diwrfen.

Nomendlature term Catalog No. Name of device DMIDS
Nomenklaturbezeichnung Katalog-Nr. Produktbezeichnung Registration number
Registriernummer
50. NEURON SPECIFIC ENOLASE K234 NSE EIA Cat. Nr K234 DE/CA59/IVD/13/52
51. OTHER OTHER TUMOUR MARKERS K239 HE - 4 ElA Cat NrK239 DE/CA59/IVD/13/53
52. | HSVIgG K104 HSV % IgG EIA (Cat. NrK104) DE/CA59/IVD/13/67
53. | HSVIgM K104M [ HSV%IgM EIA (Cat.Nr K104M) DE/CA59/IVD/13/66
54. | MYCOPLASMA ANTIBODY ASSAYS K106 Mycoplasma IgG EIA (Cat. Nr K106) DE/CA59/IVD/13/65
55. SYPHILIS ANTIBODY ASSAYS TOTAL K111 Treponema pallidum Total Ab EIA DE/CA59/IVD/13/64
(Cat.NrK111)
56. SYPHILIS ANTIBODY IGG K111G Treponema pallidum IgG EIA DE/CA59/1VD/13/63
(Cat. Nr K111G)
57. SYPHILIS ANTIBODY IGM K111M Treponema pallidum IgM EIA (Cat. Nr | DE/CA59/IVD/13/62
K111M)
58. | H. PYLORI ANTIBODY ASSAYS K119 H.pylori leG EIA (Cat.NrK119) DE/CA59/IVD/13/61
59. | H. PYLORI ANTIBODY ASSAYS K119M | H.pylorilgM EIA (Cat. NrK119M) DE/CA59/1VD/13/60
60. | ASPERGILLUS K121 Aspergillus IoG EIA (Cat NrK121) DE/CA59/IVD/13/59
61. | OTHER OTHER BACTERIOLOGY K126 Ureaplasma IgG EIA DE/CA59/IVD/13/58
IMMUNOASSAY (Cat. Nr K126)
62. GIARDIA LAMBLIA K171 Giardia lamblia Total Ab EIA DE/CA59/1VD/13/57A1
(Cat. Nr171)
K171X Giardia lamblialgG/IgM /IgA EIA
(Cat. No. K171X)
63. OTHER TUMOUR MARKER RAPID TESTS X220V XEMAtestOvaScreen DE/CA59/IVD/13/56
(Cat. NrX220V)
64 OTHER TUMOUR MARKER RAPID TESTS X222 XEMAtestCA125 (Cat. Nr X222) DE/CA59/IVD/13/55
65. OTHER TUMOUR MARKER RAPID TESTS X239 XEMAtestHE4 (Cat. Nr X239) DE/CA59/IVD/13/54
66. IMMUNOGLOBULIN A IgA K276 SECRETORY IgA (slgA) EIA DE/CA59/1VD/13/68
(Cat. No. K276)
67. ECHINOCOCCUS K175 Cestodes IgG EIA (Cat. No. K175) DE/CA59/IVD/13/72E
68. | DISTOMATOSIS K176 FasciolalgG EIA (Cat. No. K176) DE/CA59/IVD/13/71E
69. TESTOSTERONE (WITH DEHYDRO AND K219 Free Testosterone EIA DE/CA59/1VD/13/70E
FREE TESTOSTERONE) (Cat. No. K219)
70. HUMAN PLACENTAL LACTOGEN HPL K246 Human Placental Lactogen EIA DE/CA59/1VD/13/69E
(Cat. No. K246)
71. CANCER ANTIGEN 242 K243 CA 242 ElA (Cat. No. K243) DE/CA59/1VD/13/73
72, INSULIN K267N Insulin EIA (Cat. No. K267N) DE/CAS59/IVD/13/77
73. | C-PEPTIDE K267C | C-peptide EIA(Cat. No. K267C) DE/CA59/IVD/13/76
74 OTHER PREGNANCY TESTING K245 AMH EIA (Cat. No. K245) DE/CA59/1VD/13/75
HORMONES
75. | SQUAMOUS CELL CARCINOMA ANTIGEN K237 SCC(A) EIA (Cat. No. K237) DE/CA59/IVD/13/74
76. | ASPERGILLUS K021 GalM Ag EIA (Cat. No. K021) DE/CA59/IVD/13/78
The above-mentioned medical products are marked with the CE symbol.
Die oben genannten medizinischen Produkte sind mit dem CE-Zeichen gekennzeichnet.
Represented in the EC by: Date: May 26, 2022
%
Polmed.de Beata Rozwadowska - = —_—
Fichtenstr. 12A, 90763 Firth, Germany e .Pﬂ Im Ea' de ‘,,::
email: info@polmed.de = i =
Tel: +49 911 93163967 G é,:'
© Polmed.de

Valid with the Extract from the database www.dimdi.de (Genman Medical Device Information and Database System (DMIDS))
Gilt nur mit :Auszug aus der Datenbank www. dimdi de (Deutsches Medizinprodukte-Informations- und Datenb ank system (DMIDS))



4]

Instruction for use

XEMA

MHCTPYKUMA NO NPUMEHEHUIO

HABOPA PEATEHTOB

Ana UMMYHO®EPMEHTHOIO OMPEAENIEHNA
AHTUMIONNEPOBA TOPMOHA B CbIBOPOTKE (MJ1IA3SME) KPOBU

«AMI-UOA»

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF MIS/AMH IN HUMAN SERUM OR PLASMA

AMH EIA

HOMEP MO KATASIOTY K245

TY N2 21.20.23-245-18619450-2018

PETMCTPALIMOHHOE YOOCTOBEPEHUE
N2 P3H 2018/7813 ot 15 HOAGpA 2018 T.

AnTtuTena k BUY 1,2, Bupycy renatuta C n HBsAg otcyTcTBYIOT
KOHTpOosnbHble CbIBOPOTKM, BXOAALIME B COCTaB Habopa, NHAKTUBUPOBAHbI.

W For 96 determinations/Ha 96 onpepenexui

[ns uH BUMPO AMAarHOCTUKN
Jn— C €
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%@\ XEMA Co, Ltd. Authorized Representative in EU:
% &= The 9th Parkovaya str., 48

Polmed.de

Steinacker 20, D-73773
Aichwald, Germany
e-mail: info@polmed.de

— 105264 Moscow, Russia

Tel./fax: +7(495) 510-57-07

e-mail: redkin@xema-medica.com
internet: www.xema-medica.com
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K2451I

MHCTPYKLUNA NO NPUMEHEHWNIO HABOPA PEATEHTOB Ans
MMMYHO®EPMEHTHOIO ONPEAEJIEHUA
AHTUMIOJIJTIEPOBA TOPMOHA
B CbIBOPOTKE (MJIASBME) KPOBU «AMI-N®A>»

1. HABHAYEHMUE

1.1. Habop peareHtoB <«AMI-UOA» npenHasHadyeH ANd  KOJMYECTBEHHOrO
onpeaeneHus KoHueHTpaummn AMIT B CbiIBOpOTKe (Ms1ia3Me) KpoBU METOA0M TBepA0(has3HOro
UMMYHOMEPMEHTHOrO aHanmsa.

1.2. AHTuMionnepos ropMoH (AMIM) npeacraenseT cobon AMMEpPHbIV rAnKonpoTens
C MoJiekynapHou Maccol okono 130 k[, coctoawmin wu3 AByx nap cybbeaHuy,
obpasyowminca B knetkax CepTonnm AMYeK y MYXYMH W rpaHynesHblX KeTkax
AVYHUKOBBIX (OJUIMKYNIOB Yy KEHWMH. Y MyxunH AMI Bbi3biBaeT peaykuuio
MIONIIEPOBLIX MPOTOKOB Ha 3MOPUOHANbHOM CTaAuMW; BbICOKWI  ypoBeHb AMI
Habnofaetcs B npenybepTaTHbIN Nepnoa, NOCTENEHHO CHMXAaACb K MOMEHTY MO0BOrO
Co3peBaHus. Y XeHLWWH BbipaboTka AMIT Takxe NMOCTENeHHO CHUXAETCs C BO3pacToM, B
KIMMaKTEpPUYeCcKnii Nepuoa 3TOT FOPMOH B KPOBM NMPaKTUYECKM He onpeaensieTcs.

Hanbonee yacto onpeaeneHne 3Toro Tecta NPUMEHAETCS B ANArHOCTUKE XEHCKOro
b6ecnnoans, CBA3aHHOro C MNOBbIWEHHONM npoaykumen AMI U paHHMM UCTOLLEHUEM
AUYHUKOBOM YyHKUMK. [oBblweHMe ypoBHS AMIT MOXeT Takxe Habnwgatbcs npu
OnyXonsax SU4HUKOB.

2. MPUHUMN PABOTbl HABOPA

OnpepeneHne AMI  OCHOBaHO Ha  MCMOMIb30BaHUWM  «C3HABUY»-BapuaHTa
TBEpAodazHoro WUMMyHodepMeHTHOro aHanmsa. Ha BHYTpPeHHei MNOBEpPXHOCTU
JNIYHOK MfaHwWweTa WMMMOOMIM30BaHbl MblIlWWHBIE MOHOK/IOHA/NbHble aHTuTena K
AMI. B nyHkax nnaHweta, npu pobaeneHun wccnepyemoro obpasua, npoucxoauT
cBsi3biBaHne AMI, copepiallerocs B uccnegyemom obpasue, ¢ aHTMTENaMu Ha TBEpAON
dasze. O6pa3oBaBLUIMIACSA KOMMIEKC BbISBASAIOT C MOMOLbIO KOHblOrata MbIWUHbBIX
MOHOKJIOHaNbHbIX aHTUTeNn kK AMI ¢ nepokcupason xpeHa. B pesynbrtate obpasyertcs
CBSA3aHHbIM C N1AaCTUKOM «C3IHABWUY», coAepxalumin nepokcmaasy. Bo spems nHkybauunmn
Cc pactBopoM cyb6cTpaTta TeTpametTunbensuauHa (TMB) npoucxoauT oOKpalnBaHue
pacTBOpPOB B SIyHKaX. NHTEHCMBHOCTb OKPACKK NPAMO NpOnopLnoHasbHa KOHLEHTpaLmm
AMI B wuccnegyemom o6pasue. KoHueHTpauutio AMI B wuccneayembix obpasuax
onpeaensioT no KanaMbpoBOoYHOMY rpaduKy 3aBUCMMOCTM OMTUYECKOW MAOTHOCTM OT
copepxaHusa AMIT B kannbpoBoYHbIX Npobax.
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XEMA

3. AHAJTIUTUYECKUE XAPAKTEPUCTUKHA

3.1. CneundPUUYHOCTb. VCNONb30BaHME MbIWNHBIX MOHOK/IOHANIbHBIX aHTUTEN K
AMI" no3BonseT A0CTMYb BbICOKOM crneunduyHOCTU aHanm3a.

3.2. BocnpousBoauMOCTb.

KoadduruneHT Bapnaumm pesynbtaToB onpeaeneHuns cogepxaHnsa AMI B o4HOM n
TOM >Xe obpasue CbIBOPOTKM (MasMbl) KPOBWM C ucronb3oBaHnem Habopa «AMIM-NOA»
He npesbiwaeT 8.0%.

3.3. JINHENHOCTb.

3aBMCUMOCTb KOHLUeHTpauum AMI B obpasuax CbIBOPOTKM (Maa3Mbl) KPOBW Mpwu
pa3BeAeHnn X CbIBOPOTKOM (Nna3Moi) KpoBu, He coaepxaluert AMIT, uMeeT NNHENHbI
XapakTep B AManasoHe KoHueHTpauui 0.1-15 Hr/mn n coctasnseTt £10.0%.

3.4. To4yHOCTDb.

[aHHbIA  aHaANUTMYeCKMI napaMeTp MpOBEPSIeTCA TEeCTOM Ha <«OTKpbITME» —
COOTBETCTBME W3MEpPEHHOW KOoHueHTpauuu AMI npeanncaHHOW, MNOMYYEHHOW nyTem
CMeLIMBAHUS pPaBHbIX 06BEMOB KOHTPOJIBHOW CbIBOPOTKM M KannbpOBOYHOM MNpo6bI
3 Hr/mn. MpoueHT «oTKpbITUS» cocTaBnsieT 90-110%.

3.5. UyBCTBUTEJIbHOCTD.

MuHUManbHas [OCTOBepHO onpeaensiemas Habopom «AMIM-U®A» KOHUeHTpauums
AMI B cbiBOpoTKe (NnasMe) kpoBw He npesblwaeT 0.025 Hr/mn.
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5. MEPbl NPEAOCTOPOXXHOCTHU

5.1. lMoTeHumanbHbI puck npuMeHeHns Habopa — knacc 26 (FOCT P 51609-2000).

5.2. Bce KkoMmnoHeHTbl Habopa, 3a uckitoueHnem cron-peareHta (5.0% pactBop
CEpHOM KMUCNOTbI), B UCMOMb3YyEMbIX KOHLEHTPaUNAX SBNASIOTCS HETOKCUYHbIMU.

PactBop cepHoM KuCnoTbl obnajaer pasgpaxarowmm - gencremem.  M3beratb
pa3bpbi3rMBaHns 1 NonNagaHns Ha KoxXy v camsnuctble. Npu nonagaHum Ha KOXY U CIM3UCTble
NMOPaXeHHbIN y4YacCToK CnefyeT NpoMbITb 60MbLUMM KONNMYECTBOM MPOTOYHOM BOAbI.

5.3. Mpwn pabote c Habopom cneayet cobniogate «lpaBuna ycTpomcTBa, TEXHUKMU
6e30nacHOCTN, MNPOM3BOACTBEHHOW CaHUTapuWn, MNPOTMBOIMUAEMUYECKOrO pexuMma Wu
NINYHOW TruUrnMeHbl npu pabote B nabopatopusx (OTAeneHusix, oTAenax) CaHuTapHO-
3MUAEMMOSIOTMYECKNX YYpPEXAEHNI cucTeMbl MuUHUCTEpCTBa 34paBooxpaHeHmns CCCP»
(Mocksa, 1981 r.).

5.4. Npn pabote c Habopom crneayeT HajesBaTb OAHOPA30Bble pe3VHOBblE WAN
NAacTMKOBbIE NepYaTKM, Tak Kak obpasLbl KPOBW YenioBeka cnefyeT paccMaTpuBaTh Kak
noTeHUManbHO MHPULMPOBAHHbIA MaTepuan, CnocobHbIN ANNTENbHOE BPEMS COXPaHATb
n nepenasaTtb BUY, Bupyc renatuta nnun niobon apyron Bo3byamTens BUPYCHON MHGMEKLMN.

5.5. Bce wucnonb3oBaHHble O0A4HOPA30Bble MaTepuanbl noasepratb 06paboTke
AesnHbUUMpyWwmnuMmKM cpeactsamMm € nocneayrwen yrtunmsaumen (cMm. MY-287-113
«MeToamnyeckme ykasaHus no Ae3nH@eKunn, MpeacTepuIn3aumoHHON O4YUCTKE W
CTEpUIM3aLnnN M3AEeNNi MEAULMHCKOIO Ha3HayYeHns»).

5.6. MeagununHcKkme oTxoapl Kiacca b. YTunusaumo nnm yHUYTOXeHue, Ae3nHPEKLNIO
HabopoB peareHToB cneayet npoBoAuTb B cooTtBeTcTBMM c CaHluH 2.1.7.2790-10
«CaHuTapHoanunaemmonornyeckue TpebosaHms kK obpaLleHmio ¢ MegnLMHCKMMM 0TXOAaMN>»
n My-287-113 «MeTtoamyeckne ykasaHus no Ae3nHdekuun, npeacrepuimsaumoHHOM
0YMCTKE N CTEpUNN3aLnn U3gennin MeEANLMHCKOrO HazHayeHns».

6. ObOPYOQOBAHUE N MATEPUAIIDI,
HEOBXOAUMbIE NPN PABOTE C HABOPOM

- ¢oTOoMeTp BepTMKaNbHOro CKaHMPOBaHUS, MO3BONSOWMIA N3MEPATb ONTUYECKYIO
MJIOTHOCTb COAEPXUMOro JIYHOK MaHLeTa nNpu AsvHe BoNHbl 450 HM;

-  TepMocTaT, noaaepXxuBatroLnii Temnepatypy +37 °C £3 °C;

— [03aTopbl CO CMEHHbIMW HaKOHEeYHMKaMMu, MO3BONSAKWNE OTOMpaTb 06BbEMbI
B Anana3soHe 20-250 Mmkn;

- UMAMHAP MepHbIi BMecTuMocTbio 1000 mn;

- BOAA AUCTUINIMPOBAHHAS;

- nepyaTKu Pe3nHOBbIE WUV NNACTUKOBLIE;

- bymara ¢punbTpoBanbHas.

7. NOArOTOBKA PEATEHTOB AJ1A AHAJIU3A

7.1. Nepen npoBedeHMeM aHanmsa KOMMoHeHTbl Habopa n nccnenyembie obpasubl
CbIBOPOTKM (Mna3Mbl) KpOBW CneAyeT BblAepXaTb MNpW  KOMHATHOM TemnepaType
(+18...425 °C) He meHee 30 MUH.

7.2. MpuroTtoBnieHne nJiaHweTa. BckpbiTb NakeT € NAaHWETOM U YCTaHOBUTb Ha
paMKy HeobxoamMmoe KonmyecTBo CTpunoB. OCTaBLUMECH HEeWCNONb30BaHHbLIMKU CTPUMbI,
4YTO6bI NPEefoTBPaTUTL BO3AEWCTBME Ha HUX BRarun, TWaTenbHO 3aknentb bymaron Ans
3aKnenBaHus NnaHweTa n XpaHutb Npu Temnepatype +2...+8 °C B TeyeHne BCEero cpoka
rogHoctu Habopa.

7.3. MpurotoBneHne OTMbIBOYHOro pacrBopa. Coaepxumoe dnakoHa C
KOHLIEHTPaTOM OTMbIBOYHOrO pacteopa (22 M), NepeHecT B MEepHbI UWIMHAP
BMecTtumocTbto 1000 mn, pobasutb 550 M AUCTUNNMPOBAHHOM BOAbI W TLATENbHO
nepemeLaThb.
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K2451I

B cnyuyae ppobHoro wucnonb3oBaHus Habopa cneayetr otobpate Heobxoaumoe
KOMIMYECTBO KOHLeHTpaTa OTMbIBOYHOIr0 pacTBopa W pa3BecTu AUCTUAIMPOBAHHON BOAOM
B 26 pa3 (1 MN KOHLEeHTpaTa OTMbIBOYHOIO pacTeopa + 25 MA ANCTUNNNPOBAHHON BOAbI).

7.4. MpurortoBneHne KanambpoBOYHbIX MPO6. [pUroToBbTE KaNMOBPOBOYHbIE
npobbl M KOHTPONbHYK CbIBOPOTKY: pobaBbTe 0.4 MA 6MAMCTUANIMPOBAHHOW BOAbI
B KaxAabli (nakoH M TwaTtenbHO nepemewanTte. XXuakme kanubpatopbl XpaHATCA B
TeyeHne 6 yacos npu TemnepaTtype +4...+8 °C. [JonyckaeTcs ogHOKpaTHas 3aMopo3ka/
pa3smopo3ka npu TemnepaTtype -20 °C n Huxe.

8. YCNnoBuA XPAHEHUA N SKCNJIYATALUN HABOPA

8.1. Habop peareHToB «AMI-UDA» [OMKEH XPaHUTbCS B YMakoBKe MNpeanpuaTus-
N3roToBMTENS NpW TemnepaTtype +2...+8 °C B TeUeHne BCero cpoka roAHOCTH, yKa3aHHOro Ha
ynakoBke Habopa. [lonyckaetcs xpaHeHue (TpaHcrnopTupoBka) Habopa npu Temnepatype
8o +25 °C He 6onee 15 cyTok. He gonyckaeTtcs 3aMopaxuBaHue Lenoro Habopa.

8.2. Habop paccuuTaH Ha mnpoBeaeHWe aHanm3a B Aybnvkatax 42 uccnenyembix
obpasuoB, 5 kannbpoBouHbIX MNpo6 M 1 Npobbl KOHTPONLHOM CbIBOPOTKM (BCEro
96 onpeneneHunit).

8.3. B cnyyae gpobHoro ucnonb3oBaHua Habopa KOMMOHEHTbI cnefyeT XpaHuTb
cnepyowmm o6pasom:

- OCTaBLUMECS HeWCnosib30BaHHbIMW CTpUMbl HEO6XOAMMO TLLATENbHO 3aKIeuTb

byMmaron ans 3akiemBaHusa MNaHWeTa MU XpaHuTb Npu Temnepatype +2..+8 °C
B TeYEHMe BCcero cpoka rogHoctun Habopa;

- KOHBlOraT, cybcTpaT, CTon-peareHT Nocie BCKpbITUA h/1akoHOB ClefyeT XpaHuTb
npu Temnepartype +2...4+8 °C B TeuyeHune BCero cpoka rogHoctn Habopa;

- OCTaBLUMIACS HEWUCMONIb30BaHHbIM KOHLEHTpPAT OTMbIBOYHOrO pacTeBopa creayer
XpaHuTb Npu Temnepartype +2...+8 °C B TeueHune Bcero cpoka rogHoctn Habopa.
MpUroTOBNEHHbIA OTMbIBOYHbIN PacTBOp CneayeT XpaHuTb MNpU KOMHATHOW
Temnepatype (+18..425 °C) He 6onee 15 cyTok wunu npu TemnepaType
+2...+8 °C He 6onee 45 cyToK.

MpumeyaHue. Mocne MCNosb30BaHWS peareHTa HeMeASIEHHO 3aKpblBaMTe KPbILLKY

¢nakoHa. 3akpbiBanTe Kaxabli (p1akoH CBOEN KPbILLIKON.

8.4. 1na npoBefeHUs aHanu3a He cneayeT MCMNo/b30BaTb MEMOSIM3MPOBAHHYHO,
MYTHYO CbIBOPOTKY (M1a3My) KpOBM, a Takxe CbIBOPOTKY (NaasMy) KpoBK, coaepxallyto
asung Hatpua. Ecnu aHanus NpomMsBOAUTCS HE B AeHb B3ATUS KPOBW, CbIBOPOTKY (Miasmy)
cneayet XpaHuTb npu Temnepatype -20 °C. [loBTOpHOe 3aMopaxwuBaHuWe-oTTanBaHue
06pasLoB CbIBOPOTKM (MSa3Mbl) KPOBWM He JonyckaeTtcs. [onyckaercs wuccnefoBaHue
CbIBOPOTOK, XpaHEeHMEe KOTOPbIX C MOMeHTa 3ab0opa KPOBM OCYLLECTBANO0CH NPW TeMnepaType
oT +2 °C go +8 °C He 6onee 7 cyToK.

8.5. MckaoyaeTcs Mcnonb3oBaHWe AN aHanv3a 06pasLoB CbIBOPOTKM (MiasMbl)
KpOBM Nt0AeN, Mony4vaBlUMX B LEeNnsx AMAarHOCTUKW WAW Tepanuu npenapatbl, B COCTaB
KOTOPbIX BXOAAT MbIUWHbIE aHTUTENa.

8.6. Npn wucnonb3oBaHuM Habopa Ana NpoBeAeHUS HECKONbKMX He3aBUCUMbIX
Ccepuii aHanun3oB creayeT MMeTb B BUAY, YTO A1 KaXXA0ro He3aBMCMMOro ornpeaeseHus
Heo6X0AMMO NOCTPOEHME HOBOIO KaiMbpoBOYHOro rpaduka; KpoMe 3Toro, peKoMeHAyeTcs
onpeaeneHne KoHueHTpauun AMIT B KOHTPO/IbHOW CbIBOPOTKE.

8.7. Ana nonyyeHus HadexXHbIX pe3yfbTaToB HeobxoanMMmo cTporoe cobntoaeHue
NHCTpyKumMn no npumeHeHuto Habopa.

8.8. He ncnonb3yite KOMNOHEHTbI U3 APYrMX HABOPOB MM U3 aHaNOrMMYHbIX HAbopoB
ApYyrux cepui.
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10. OOXKMAAEMbIE 3HAYEHUA N HOPMbI

10.1. OcHoBbIBasicb Ha pe3ynbTaTtax uccnenoBaHuin, nposeaeHHbix OO0 «XEMA»,
pekoMeHAyeM Mofb30BaTbCd HOpPMaMu, MpUBEAEHHbIMW Huxe. Bmecte ¢ TeMm, B
cooTBeTCcTBMUM C npaBunamu GLP (Xopower nabopaTopHOW NpakTUKK), Kaxxaas
nabopatopusi Jo/MKHa camMa onpefenuTb NapaMeTpbl HOPMbl, XapaKTepHble Ans
obcrnenyemon nonynsaunn.

MpumeuaHue. 3HauveHUss KOHUeHTpaumn AMI B wuccnegyemblx obpasuax,
HaxoAsilWmecs HuXe rpaHuubl 4yBCTBUTENbHOCTM Habopa (0.025 Hr/mn), a Takxe
npeBbillalOWme 3HavyeHne BepxHen KanmbpoBouyHoW npobbl (15 Hr/mn) crneapyert
npuBOAMTbL B cneaytoler dopme: B nccregyemom obpasue X KoHueHTpaumst AMIT Huxke
0.025 Hr/mMn wnu Bbiwe 15 Hr/mn.

Uccnepyemasn EanHuubl, Hr/Mn
rpynna HwxHui npeaen BepxHui npeaen

My>4unHbl > 20 net 0.8 14.8
10-20 net 1.3 140
XKeHLWwmnHbl

18 - 30 net 0.2 12.6
31 - 50 net 0.025 5.1
MeHoraysa - 0.4

Mo Bonpocam, kacarwmumcsa kayectsa Habopa « AMM-N®A»,

cneayet obpawaTtbcs B 000 «XEMA» no agpecy:

105043, r. MockBa, a/a 58

105264, r. MockBa, yn. 9-a Napkosas, 4. 48, 1-i noa., 5 atax,
Ten/dakc (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHanbHbI)

3NeKTpoHHas noyta: info@xema.ru; rqc@xema.ru
WHTEpPHET: Www.Xema.ru; www.xema-medica.com

PykoBoauTens cnyx6bl knneHTckoro cepsnca OO0 «XEMA»,
K. 6. H. [. C. KocTpuknH
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION OF MIS/AMH
IN HUMAN SERUM OR PLASMA

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination of AMH in
blood serum or plasma.

This kit is designed for measurement of AMH in blood serum or plasma. For possibility
of use with other sample types, please, refer to Application Notes (on request). The kit
contains reagents sufficient for 96 determinations and allows to analyze 42 unknown
samples in duplicates.

2. SUMMARY AND EXPLANATION

Antimullerian hormone (AMH) is a homodimeric glycoprotein with MW ca 130
kDa containing two pairs of subunits noncovalently bound by disulfide bridges. AMH
is produced by testicular Sertoli cells in males and granulosa cells of ovarian follicles
in females. In male embryos, AMH induces Mullerian duct reduction, and its blood
level peaks in prepubertate age, then decreasing gradually to reach the basal level.
In females, AMH shows basal level until menopause when the blood AMH becomes
undetectable.

Major clinical significance of AMH detection is the diagnosis of female infertility
caused by increased hormone production causing premature ovarian insufficiency. AMH
determination may be also applied for the monitoring of ovarian tumors.

3. PRINCIPLE OF THE TEST

This test is based on two-site sandwich enzyme immunoassay principle. Tested
specimen is placed into the microwells coated by specific murine monoclonal to human
AMH-antibodies. Antigen from the specimen is captured by the antibodies coated onto
the microwell surface. Second antibodies - murine monoclonal to human AMH, labelled
with peroxidase enzyme, are then added into the microwells. After washing procedure,
the remaining enzymatic activity bound to the microwell surface is detected and
quantified by addition of chromogen-substrate mixture, stop solution and photometry
at 450 nm. Optical density in the microwell is directly related to the quantity of the
measured analyte in the specimen.

Document: K245I Instruction version: 1901 Format version: 1802
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4. WARNINGS AND PRECAUTIONS

4.1. For professional use only.

4.2, This kit is intended for in vitro diagnostic use only.

4.3. INFECTION HAZARD: There is no available test methods that can absolutely
assure that Hepatitis B and C viruses, HIV-1/2, or other infectious agents are not
present in the reagents of this kit. All human products, including patient samples, should
be considered potentially infectious. Handling and disposal should be in accordance
with the procedures defined by an appropriate national biohazard safety guidelines or
regulations.

4.4. Avoid contact with stop solution containing 5.0% H,SO,. It may cause skin
irritation and burns.

4.5. Wear disposable latex gloves when handling specimens and reagents.
Microbial contamination of reagents may give false results.

4.6. Do not use the kit beyond the expiration date.

4.7. All indicated volumes have to be performed according to the protocol. Optimal
test results are only obtained when using calibrated pipettes and microplate readers.

4.8. Do not smoke, eat, drink or apply cosmetics in areas where specimens or kit
reagents are handled.

4.9. Chemicals and prepared or used reagents have to be treated as hazardous
waste according to the national biohazard safety guidelines or regulations.

4.10. Do not mix reagents from different lots.

4.11. Replace caps on reagents immediately. Do not swap caps.

4.12. Do not pipette reagents by mouth.

4.13. Specimens must not contain any AZIDE compounds - they inhibit activity
of peroxidase.

4.14. Material Safety Data Sheet for this product is available upon request directly
from XEMA Co., Ltd.

4.15. The Material Safety Data Sheet fit the requirements of EU Guideline 91/155
EC.
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5.2. Equipment and material required but not provided

Distilled or deionized water;

Automatic or semiautomatic multichannel micropipettes, 50-250 pl, is useful
but not essential;

Calibrated micropipettes with variable volume, range volume 20-250 pl;

Dry thermostat for 37 °C £3 °C;

Calibrated microplate photometer with 450 nm wavelength and OD measuring
range 0-3.0

5.3. Storage and stability of the Kit

Store the whole kit at 2 to 8 °C upon receipt until the expiration date.

After opening the pouch keep unused microtiter wells TIGHTLY SEALED
BY ADHESIVE TAPE (INCLUDED) to minimize exposure to moisture.

6. SPECIMEN COLLECTION AND STORAGE

This kit is intended for use with serum or plasma (ACD- or heparinized). Grossly
hemolytic, lipemic, or turbid samples should be avoided.

Specimens may be stored for up to 48 hours at +2...48 °C before testing. For
a longer storage, the specimens should be frozen at -20 °C or lower. Repeated freezing/
thawing should be avoided.

7. TEST PROCEDURE

7.1. Reagent Preparation

All reagents (including unsealed microstrips) should be allowed to reach room
temperature (+18 to +25 °C) before use.

All reagents should be mixed by gentle inversion or vortexing prior to use.
Avoid foam formation.

It is recommended to spin down shortly the tubes with calibrators on low speed
centrifuge.

Prepare washing solution from the concentrate BUF WASH 26X by 26 dilutions
in distilled water.

7.2. Procedural Note:

It is recommended that pipetting of all calibrators and samples should be completed
within 3 minutes.

7.3. Assay flowchart

See the example of calibration graphic in Quality Control data sheet.
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8. QUALITY CONTROL

It is recommended to use control samples according to state and federal regulations.
The use of control samples is advised to assure the day to day validity of results.

The test must be performed exactly as per the manufacturer’s instructions for use.
Moreover the user must strictly adhere to the rules of GLP (Good Laboratory Practice)
or other applicable federal, state, and local standards and/or laws. This is especially
relevant for the use of control reagents. It is important to always include, within
the test procedure, a sufficient number of controls for validating the accuracy and
precision of the test.

The test results are valid only if all controls are within the specified ranges and if all
other test parameters are also within the given assay specifications.

9. CALCULATION OF RESULTS

9.1. Calculate the mean absorbance values (OD450) for each pair of calibrators
and samples.

9.2. Plot a calibration curve on graph paper: OD versus AMH concentration.

9.3. Determine the corresponding concentration of AMH in unknown samples from
the calibration curve. Manual or computerized data reduction is applicable on this stage.
Point-by-point or linear data reduction is recommended due to non-linear shape of
curve.

9.4. Below is presented a typical example of a standard curve with the XEMA Co.
Not for calculations!

Calibrators Value U:ilt):?;%aon:;) :
CAL 1 0 ng/ml 0.072 rd
CAL 2 0.1 ng/ml 0.108 d
CAL 3 0.5 ng/ml 0.215 Wl
CAL 4 3 ng/ml 0.413 B ‘
CAL 5 15 ng/ml 1.316 ' : e
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10. EXPECTED VALUES

Therapeutical consequences should not be based on results of IVD methods alone
- all available clinical and laboratory findings should be used by a physician to elaborate
therapeutically measures. Each laboratory should establish its own normal range for
AMH. Based on data obtained by XEMA, the following normal range is recommended
(see below). NOTE: the patients that have received murine monoclonal antibodies for
radioimaging or immunotherapy develop high titered anti-mouse antibodies (HAMA).
The presence of these antibodies may cause false results in the present assay. Sera from
HAMA positive patients should be treated with depleting adsorbents before assaying.

Sex, age Units, ng/ml
’ Lower limit | Upper limit

Male > 20 years 0.8 14.8
10-20 years 1.3 140
Females

18-30 yrs 0.2 12.6
31-50 yrs 0.025 5.1
post menopausal - 0.4

11. PERFORMANCE CHARACTERISTICS

11.1. Analytical sensitivity. Sensitivity of the assay was assessed as being
0.025 ng/ml.

11.2. Linearity. Linearity was checked by assaying dilution series of 5 samples with
different AMH concentrations. Linearity percentages obtained ranged within 90 to 110%.

11.3. Recovery. Recovery was estimated by assaying 5 mixed samples with known AMH
concentrations. The recovery percentages ranged from 90 to 110%.
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Cumson / Symbol

3HaueHue cumBona / Symbolize

Mpoussoautens / Manufacturer

[aTa npoussoacTBa / Date of manufacture

Homep no katanory / Catalogue number

ERIEES 3

=1

Homep cepun / Batch code

3
2
H

Wcnonb3osaTb A0 (roa-mecsu) / Use By

OrpaHu4yeHue TemnepaTypbl / Temperature limitation

TONbKO ANS UH BUTPO ANArHOCTUKM /
In Vitro Diagnostic Medical Device

BHumanwue! / Caution, consult accompanying documents

He ncnonb3oBaTb Npy HapyLUEHWUW LEeNOCTHOCTM YNakoBKH /
Do not use if package damaged

SORB MTP

MnaHweT / EIA strips

A

=

KannbposouHble npobbl / Calibrator set

CONTROL

KoHTponbHas ceiBopoTka / Control sera

KonbtoraT / Conjugate

SUBS TMB

PactBop cy6cTpaTa TeTpametunbersunamHa (TMB) /
Substrate solution

BUF WASH 26X

KOHLIeHTpaT OTMbIBOYHOIO pacTsopa /
Washing solution concentrate

STOP

A

Cron-peareHT / Stop solution

=)
=
=3

N®A-Bydep / EIA buffer




YBaxaembiin Knuent!

Ecnuenpouecce paboTbl c Hawrmu Habopamy Bam noHago6vnvcb nnacTrkoBble BaHHOUKM A1 KUAKNAX
peareHToB, 0HOPa30Bble HAKOHEUHVKN AN [O3aTOPOB UAN AOMONHUTENbHbIE OObeMbl peareHToB
(KOHLieHTpaT oTMbIBOYHOTO pactBopa, IOA-bydep, pactBop cybcTpata TeTpametnbeHsnamHa (TMB),
CTOM-peareHT), BXxogawwmx B cocta Habopa, npocrm Bac 06patnTbca K NocTaBLymKy npogykummn OO0
«XEMA» B Bawem pervoHe.

Bce ykasaHHble pacxofHble maTepuasnbl NpeAocTaBAAlOTcA 6ecnnaTtHo, B Heo6xoaumom ans

\nposeneuma aHanmnsa KonnuyecrTse.

MNepeueHb Ha6opoB peareHTOB A/A ANArHOCTNKIN NHPEKLUNOHHbBIX \
3aboneBaHuii nponsBoacTBa 000 «XEMA»

N2 no katanory HanmeHosaHune
K101 «Toxoplasma IgG-VI®A» T
K101M «Toxoplasma IgM-UOA» e n
K102 «Rubella IgG-®A»
K102M «Rubella IgM-UDA»
K103 «Cytomegalovirus IgG-VDA» RusmSsCEATON Lomconscen
K103M «Cytomegalovirus IgM-VIOA» S
K104 «HSV 1,2 IgG-NDA»
K104M «HSV 1,2 IgM-UOA»
K105 «Chlamydia IgG-V®OA»
K106 «Mycoplasma IgG-VIOA»
K111G «Cudpunuc IgG-NOA»
K111 «Cndunmuc cymmapHble aHTuTena-MOA»
K121 «Aspergillus IgG-NDA»

Homep ropsaueit nuHumn TexHn4eckom nopaepxku Knvenrtos:
8800505 23 45
Bce 3BOHKM Ha HOMep ropaYyeit NMHMK 6ecnnaTHbl AnA 3BOHALLEro ¢ ntoboro
MOOMIbHOIO UK CTauMoHapHoro TenedoHa no Bce Tepputopmmn Poccum.

Kpem Bawumx oT3bIBOB 1 NpeA/ioXKeHWii Mo agpecam:

LieHTpanbHblin opuc 000 «XEMA»

Anpec Ana KoppecroHAeHunu:

105043, r. MockBa, a/a 58

105264, r. Mocksa, yn. 9-a MNapkosas, A. 48, 1-11 noA., 5 aTax .

Ten.: +7 (495) 510-57 07, 737-39-36; ‘s | xemahelp
dakc: +7 (495) 737-00-40
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www.xema-medica.com
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TOB «XEMA» kog €E4PMNOY 36038442

Appeca 03179, m. Kuis, Byn. Akafiemika €EppemoBa, 23

Ona kopecnoHpeHuii: 03179, a/c 49

3 NnTaHb 3aMOBNEHHA npoaykuii: 050-422-62-16,067-422-62-16
Ten.: +38 (095) 60-99-555 dakc: +38 (044) 422-62-16

e-Taii: info@xema.com.ua

www.xema.in.ua

STATEMENT

We, XEMA LLC, as a manufacturer of in vitro diagnostic medical devices,
having a registered office at Akademika Yefremova St. 23, Kyiv, Ukraine
assign SRL SANMEDICO having a registered office at A. Corobceanu Street
7A, apt. 9, ChiSinau MD-2012, Moldova, as authorized representative in
correspondence with legislative requirements of the 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.

This Statement shall come into force on the date of its signing. The duration
of this Statement is 3 years from the date of signing.

Date: 06.09.2023

Signature:
AreeM>&  X&mQ LLCL
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Ne UA.SM.214-21

Hivicanii 1o «03» ceprns 2024 p.
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UM CEPTU®IKATOM BIATTOBIIHOCTI ITOCBIIUYYETHCS,
10 CUCTEMA VITIPABJIIHHSA IKOCTI CTOCOBHO

NPOEKTYBaHHsI Ta PO3p00.JieHHsl, BADOOHUITBA TAa TUCTPHOYIi
MeIMYHHX BHPOOIB Jisl JiarHOCTHKH in Vitro

BIIPOBA/P)KCHA.:

TOB «XEMA»

3a ajipecoro: ByJI. Akajaemika €gpemona, 23, m. Kuis, 03179, Ykpaina

BignoBinae Bumoram ISO 13485:2016;
ACTY EN ISO 13485:2018 (EN ISO 13485:2016, IDT; ISO 13485:2016, IDT).
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By [lparomaHoBa, OymumHoK 1-A, od. 2, M. KwuiB, 02059, Vkpaina, Tem/bpaxc: +38-067-595-02-30,
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Vertretung und Représentanz

Certificate

Of Marketing Authorization of Medical Product

within Germany, the member states of the European Union
and the other states having a contractual agreement with the European Economic Area

Nr. AR/IVD/XEMA LLC/01/2023

Issued on the basis of the Declaration of conformity and registration taking into account account Article 11 of Regulation (EU) 2017/746 (IVDR) on In Vitro Diagnostic,

and Medical Device Implementing Act (MPDG)

Ausgestellt auf Grund der Konformitatserklarung und Registrienmg unter Berticksichtigung der der Verordnung (EU) 2017/746 (IVDR) tiber In-vitro-Diagnostika

Manufacturer / Hersteller

Product name / Produkt

Product Classification:
Produkiklassifizierung

Category:
Kategorie

Conformity assessment procedure:

Konformitatsb ewertungsverfahren:

State Competent Authority:
Staatliche Zustandige Behérde

Date ofissue : 2023-03-07
Das Ausstellungsdatum

Represented in the EC by:

Polmed.de Beata Rozwadowska
Fichtenstr. 12A, 90763 Furth, Germany

email: info@polmed.de
Tel: +49 911 93163967

SRN: DE-AR-000006947

und Medizinprodukterecht-Durchfilhrungsgesetz (MPDG)

XEMALLC SRN: UA-MF-000032959
UKRAINE, 03179 KYIV

Akademika Yefremova St. 23

ga@xema.com.ua; www.xema.in.ua

See annex to the Certificate
Siehe Anhang zum Zetifikat

In Vitro Diagnostic Medical Devices
In-vitro-Diagnostikum (IVD) Medizinprodukte

Common/ Other IVD
Sonstige IVD-Produkte

EC DECLARATION OF CONFORMITY
(Annex lll, except point 6, Directive 98/79/EC)
in connection with article 110(3) IVDR

EU- KONFORMITATSERKLARUNG
(Anhang IlI, auRer Nummer 6, Richtlinie 98/79 / EG)
in Verbindung mit Artikel 110 (3) IVDR

BfArM Federal Institute for Drugs and Medical Devices
DMIDS (German Medical Device Information and Database System)

BfArM Das Bundesinstitut fir Arzneimittel und Medizinprodukte DMIDS
(Deutsches Medizinprodukte-Informations- und Datenbanksystem)

Valid to : 2025-05-31
Giiltig bis
Polmed.de

Valid with the Extract from the database www. dimdi de (German Medical Device Information and Database System (DMIDS))
Gilt nur mit :Auszug aus der Datenbank www.dimdi de (Deutsches Medizinprodukte-Informat ions- und Datenbanksystem (DMIDS))
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Vertretung und Repriisentanz

Annex to the Certificate No.:
Anhang zum Zertifikat Nr.:

AR/IVD/XEMA LLC/01/2023

The following medical devices can be placed on the market in the Federal Republic of Germany, in the member states
of the European Economic Community (EEC) and in the other contract states of the agreement about the European Economic Area.

Die folgenden Medizinprodukte in der Bundesrepublik Deutschland, in den Mitgliedsstaaten

der Europdischen Wirtschaftsgemeinschaft (EG) und in den Vertragsstaaten der EG in den Verkehr gebracht werden diirfen.

Nomenclature term Catalog No. Name of device DMIDS
# Nomenklaturbezeichnung Katalog-Nr. Produktbezeichnung Registration number
Registriernummer
1. ASPERGILLUS K021 GalMAg EIA DE/CA64/00115824
2. HSV IgG K104 HSV 1/2 1gG EIA DE/CA64/00115826
3. HSV IgM K104M HSV 1, 21gM EIA DE/CA64/00115833
4. HSV 2 1gG K104B HSV 2 IgG EIA DE/CA64/00115836
5. MYCOPLASMA ANTIBODY ASSAYS K106 Mycoplasma IgG EIA DE/CA64/00115837
6. SYPHILIS ANTIBODY ASSAYS TOTAL K111 anti-Treponema pallidum EIA DE/CA64/00115839
7. SYPHILIS ANTIBODY IGG K111G Treponema pallidum IgG EIA DE/CA64/00115840
8. H. PYLORI ANTIBODY ASSAYS K119G Helicobacter pylori IgG EIA DE/CA64/00115850
OTHER OTHER BACTERIOLOGY
9. K126 Ureaplasma IgG EIA DE/CA64/00115851
IMMUNOASSAY
THYROID PEROXIDASE
10. K131 aTPO EIA DE/CA64/00115852
(INCL. MICROSOMAL) ANTIBODIES
11. THYROGLOBULIN AUTOANTIBODIES K132 aTG EIA DE/CA64/00115853
12. MPO ANCA K133 aMPO EIA DE/CA64/00115854
K160 anti-TGlu IgG EIA
13. TISSUE TRANSGLUTAMINASE ANTIBODIES DE/CA64/00115855
K161 anti-TGlu IgA EIA
14. GIARDIA LAMBLIA K171 anti-Giardia lamblia EIA DE/CA64/00115856
15. OTHER PARASITOLOGY K174 Ascaris IgG EIA DE/CA64/00115857
16. ECHINOCOCCUS K175 Echinococcus IgG EIA DE/CA64/00115858
17. DISTOMATOSIS K176 Opisthorchis IgG EIA DE/CA64/00115859
K180 Gliadin IgG EIA
18. GLIADIN ANTIBODIES DE/CA64/00115860
K181 Gliadin IgA EIA
19. IMMUNOGLOBULIN E - TOTAL K200 Total IgE EIA DE/CA64,/00115861
20. THYROID STIMULATING HORMONE K201 TSH EIA DE/CA64/00115863
21. LUTEINISING HORMONE K202 LH EIA DE/CA64/00115864
22. FOLLICLE STIMULATING HORMONE K203 FSH EIA DE/CA64/00115865
23. HUMAN GROWTH HORMONE K204 GH EIA DE/CA64/00115866
24. HUMAN CHORIONIC GONADOTROPIN TOTAL K205 hCG EIA DE/CA64/00115867
25, PROLACTIN K206 Prolactin EIA DE/CA64/00115868

The above-mentioned medical products are marked with the CE symbol.

Die oben genannten medizinischen Produkte sind mit dem CE-Zeichen gekennzeichnet.

Valid with the Extract from the database www.dimdi.de (German Medical Device Information and Database System (DMIDS))
Gilt nur mit :Auszug aus der Datenbank www.dimdi.de (Deutsches Medizinprodukte-Informations- und Datenbanksystem (DMIDS))
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Vertretung und Repriisentanz

Annex to the Certificate No.:

Anhang zum Zertifikat Nr.:

AR/IVD/XEMA LLC/01/2023

The following medical devices can be placed on the market in the Federal Republic of Germany, in the member states
of the European Economic Community (EEC) and in the other contract states of the agreement about the European Economic Area.

Die folgenden Medizinprodukte in der Bundesrepublik Deutschland, in den Mitgliedsstaaten

der Europdischen Wirtschaftsgemeinschaft (EG) und in den Vertragsstaaten der EG in den Verkehr gebracht werden diirfen.

Nomenclature term Catalog No. Name of device DMIDS
4 Nomenklaturbezeichnung Katalog-Nr. Produktbezeichnung Registration number
Registriernummer
26. PROGESTERONE K207 Progesterone EIA DE/CA64/00115869
27. ESTRADIOL K208 Estradiol EIA DE/CA64/00115870
28. TESTOSTEROI:IF%S;VégTHEDR%I;YE?RO AND FREE K209 Testosterone EIA DE/CA64/00115871
29. CORTISOL K210 Cortisol EIA DE/CA64/00115872
30. TRIIODOTHYRONINE K211 T3 EIA DE/CA64/00115873
31 THYROXINE K212 T4 EIA DE/CA64/00115874
32. FREE TRIIODOTHYRONINE K213 fT3 EIA DE/CA64/00115875
33. FREE THYROXINE K214 fT4 EIA DE/CA64/00115876
24, DEHYDRO-EPI[(\II\II\I%PI{?S;I]EE%)NE SULPHATE 1215 O DE/CA64/00115877
35. 17 OH PROGESTERONE K217 17-OH-progesterone EIA DE/CA64/00115878
36. ESTRIOL K218 free Estriol EIA DE/CA64/00115880
37. TESTOSTEROI.\ITES{,VJE;{EDR%HN\;?RO AND FREE K219 free Testosterone EIA DE/CA64/00115881
38. CANCER ANTIGEN 125 K222 CA 125 EIA DE/CA64/00115882
39. CANCER ANTIGEN 19-9 K223 CA 19-9 EIA DE/CA64/00115883
40. CARCINOEMBRYONIC ANTIGEN K224 CEA EIA DE/CA64/00115884
41. ALPHAFETOPROTEIN K225 AFP EIA DE/CA64/00115885
42. CANCER ANTIGEN 15-3 K226 CA 15-3 (M12) EIA DE/CA64/00115886
43. OTHER OTHER TUMOUR MARKERS K232 Thyroglobulin EIA DE/CA64/00115887
44 | ®HUMAN CHORIONIC GONADOTROPIN (INCL. —_— free B-HCG EIA DE/CA64/00115888
SUBUNIT)
45. CYFRA 21-1 K236 CYFRA 21-1 EIA DE/CA64/00115889
46. SQUAMOUS CELL CARCINOMA ANTIGEN K237 SCC (A) EIA DE/CA64,/00115890
47 | PREGNANCY ASSOCIATED PLASMA PROTEIN - K238 PAPP-A EIA DE/CA64/00115892
A (DOWNS)

48. OTHER OTHER TUMOUR MARKERS K239 HE4 EIA DE/CA64/00115893
49, CANCER ANTIGEN 242 K243 CA242 EIA DE/CA64/00115894
50. OTHER PREGNANCY TESTING HORMONES K245 AMH EIA DE/CA64/00115896

The above-mentioned medical products are marked with the CE symbol.

Die oben genannten medizinischen Produkte sind mit dem CE-Zeichen gekennzeichnet.

Valid with the Extract from the database www.dimdi.de (German Medical Device Information and Database System (DMIDS))
Gilt nur mit :Auszug aus der Datenbank www.dimdi.de (Deutsches Medizinprodukte-Informations- und Datenbanksystem (DMIDS))
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Vertretung und Repriisentanz

Annex to the Certificate No.:

Anhang zum Zertifikat Nr.:

AR/IVD/XEMA LLC/01/2023

The following medical devices can be placed on the market in the Federal Republic of Germany, in the member states
of the European Economic Community (EEC) and in the other contract states of the agreement about the European Economic Area.

Die folgenden Medizinprodukte in der Bundesrepublik Deutschland, in den Mitgliedsstaaten

der Europiischen Wirtschaftsgemeinschaft (EG) und in den Vertragsstaaten der EG in den Verkehr gebracht werden dinfen.

Nomenclature term Catalog No. Name of device DMIDS
Nomenklaturbezeichnung Katalog-Nr. Produktbezeichnung Registration number
#
Registriernummer
51. HUMAN PLACENTAL LACTOGEN HPL K246 Placental lactogen EIA DE/CA64/00115897
52. C-REACTIVE PROTEIN K250 CRP EIA DE/CA64/00115898
53. C-PEPTIDE K267C C-peptide EIA DE/CA64/00115900
54. INSULIN K267N Insulin EIA DE/CA64/00115901
55. SEX HORMONE BINDING GLOBULIN K268 SHBG EIA DE/CA64/00115902
56. TROPONIN (T +1) K291 Troponin| EIA DE/CA64/00115903
57. LYME ANTIBODY IGG K118G Borelia burgdorferi IgG EIA DE/CA64/00115904
58. LYME ANTIBODY IGM K118M Borelia burgdorferi IgM EIA DE/CA64/00115905
K108V Epstein-Barr virus VCA IgG EIA
K108VM Epstein-Barr virus VCA IgM EIA DE/CA64 /00115906
9,
R B ' BODIES K108N Epstein-Barr virus EBNA IgG EIA
The above-mentioned medical products are marked with the CE symbol.
Die oben genannten medizinischen Produkte sind mit dem CE-Zeichen gekennzeichnet.
?.,ozwadau)
9%
Represented in the EC by: .3 Date: March 07, 2023
Polmed.de Beata Rozwadowska —_—
Fichtenstr. 12A, 90763 Fiwrth, Germany
email: info@polmed.de
Tel: +49 911 93163967
SRN: DE-AR-000006947 Polmed.de

Valid with the Extract from the database www.dimdi de (German Medical Device Information and Database System (DMIDS))
Gilt mur mit :Auszug aus der Datenbank www. dimdi de (Deutsches Medizinprodukte-Informations- und Datenbank system (DMIDS))




Instruction for use

A solid-phase enzyme immunoassay kit
for the quantitative determination of

IgG antibodies to tissue transglutaminase
in human serum or plasma

anti-TGlu IgG EIA

Catalogue number K160

Qgs For 96 determinations ‘ € v
IVD | Invitro diagnostic medical device

XEMA LLC

u Akademika Yefremova St. 23 [EC|REP] Authorized Representative in EU:
03179, Kyiv, Ukraine Polmed.de Beata Rozwadowska
tel..+38 044 422-62-16 Fichtenstr. 12A, 90763 Fuerth, Germany
tel..+38 044 294-69-78 tel:+49911 93163967
E-mail: qa@xema.com.ua E-mail: info@polmed.de

www.xema.com.ua www.polmed.de
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K160IE

Instruction for use
A solid-phase enzyme immunoassay kit
for the quantitative determination of
IgG antibodies to tissue transglutaminase
in human serum or plasma
anti-TGlu IgG EIA

1. INTENDED USE

The anti-TGlu IgG EIA kit is an enzyme immunoassay, intended for the quantitative
determination of IgG antibodies to tissue transglutaminase in human serum or plasma.
The field of application is clinical laboratory diagnostics.

2. GENERAL INFORMATION

Celiac disease (CD) or gluten-sensitive enteropathy is a chronic disease characterized
by impaired intestinal absorption due to mucosal lesions. The exact etiology of CD is
unknown but it is clearly shown that gliadin - the alcohol-soluble fraction of wheat gluten

- is the toxic agent. Gliadin serves as a substrate for tissue Transglutaminase (TGlu) - a

calcium-dependent enzyme constituent of the intestine mucosa. Gliadin-TGlu complex
antigen induces the formation of IgA- and - later on - IgG-autoantibodies in patients
with acute CD.

Previously, anti-TGlu antibodies were called «endomysium antibodies” and were
detected by immunofluorescent methods on smooth muscle slides. After gluten exclusion
from the diet, anti-TGlu antibody levels in the blood gradually decrease. To further
confirm the diagnosis, a mucosal biopsy of the duodenal-jejunal junction is used, with
characteristic lesions (“flat” mucosa) indicating the presence of severe/moderate CD.
Thus, determination of anti-TGlu may be used for screening while mucosal biopsy - to
confirm CD diagnosis.

Usually, CD onset occurs in early childhood after implementing additional feeding,
but later on, the symptoms may spontaneously disappear notwithstanding continuing
malabsorption. Nevertheless, even such mild pathology may lead to retardation of
growth, puberty and even to dwarfness. Normally, following such a “remission”, an onset
of classic symptoms of CD occurs again during the 3rd-6th decades of life, and the
correct diagnosis in such patients is made too late. Usually, mild and asymptomatic CD
in adults manifests as unexplained anemia, hyposplenism, or osteoporosis.

It is rational (from the economical point of view as well) to screen the following
patient groups for CD: children with growth retardation, unexplained anemia, unexplained
hypocalcemia or osteomalacia, retardation of puberty, patients with insulin-dependent
diabetes, persons having close relatives suffering from CD, patients with autoimmune
thyroiditis, systemic connective tissue pathology, selective IgA deficiency.

Document: K160IE Instruction version/date: 2023.12



XEMA

3. PRINCIPLE OF THE TEST

The determination of IgG antibodies to TGlu is based on the indirect enzyme
immunoassay principle. On the inner surface of the microplate wells are immobilized
antigen TGlu. Second antibodies — murine monoclonal anti-IgG antibodies conjugated
to the horseradish peroxidase is used as enzyme conjugate. The analysis procedure
includes three stages of incubation:

- during the first stage specific to TGlu antibodies from the specimen are bound by
antigens coated onto the microwell surface;

- during the second stage horseradish peroxidase-conjugated murine monoclonal
anti-IgG antibodies bind to the antigen-antibody complexes, fixed in the formed at the
previous stage complexes;

- during the third stage, the complexes formed due to the reaction with the
chromogen 3,3’,5,5'-tetramethylbenzidine are visualized.

After stopping the reaction with a stop solution, the intensity of the color of the
microwells is measured. The optical density in the microwell is directly related to the
quantity of the measured specific IgG antibodies to TGlu in test specimen.

The concentration is determined according to the calibration graph of the
dependence of the optical density on the content of anti-TGlu IgG antibodies in the
calibration samples.

Document: K160IE Instruction version/date: 2023.12
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5. EQUIPMENT AND MATERIAL REQUIRED BUT NOT PROVIDED

- microplate photometer with 450 nm or 450\620-680 nm wavelength;
- dry thermostat for +37°Cx1°C;

- automatic plate washer (optional);

- micropipettes with variable volume, range volume 5-1000 pL;

- graduated cylinder of 1000 mL capacity;

- distilled or deionized water;

- timer;

- vortex mixer;

- disposable gloves;

- absorbent paper.

6. WARNING AND PRECAUTIONS

In order to prevent incorrect results, strictly follow the recommended order and
duration of the analysis procedure.

6.1. The kit is for in vitro diagnostic use only. For professional laboratory use.

6.2. Follow the rules mentioned below during the kit using:

- do not use kit beyond expire date;

- do not use the kit if its packaging is damaged;

- in order to avoid contamination, use new tips to pipette samples and reagents;

- use only verified equipment;

- close each vial with its own cap, after using the reagent;

- do not use components of other kits or reagents of other manufacturers;

- do not let wells dry after completing the rinsing step; immediately proceed to the
next stage;

- avoid bubbles when adding reagents.

ATTENTION! The TMB substrate solution is light sensitive. Avoid prolonged
exposure of the component to light.

6.3. Some kit components, such as stop solution, substrate solution, and washing
solution, may cause toxic or irritant effects. If they get on the skin or mucosa, the
affected area should be washed with plenty of running water.

6.4. Allhuman products, including patient samples, should be considered potentially
infectious. Handling and disposal should be in accordance with the procedures defined
by an appropriate national biohazard safety guidelines or regulations.

6.5. The Calibrators and Control Serum included in the kit are negative for antibodies
to HIV 1,2, hepatitis C virus and HBsAg, but the reagents should be considered as
potentially infectious material and handled carefully.

6.6. Specimens must not contain any azide compounds, as they inhibit activity of
peroxidase.

6.7. Wear protective gloves, protective clothing, eye protection, face protection.

6.8. Do not smoke, eat, drink or apply cosmetics in areas where specimens or kit
reagents are handled.

6.9. Safety Data Sheet for this product is available upon request directly from
XEMA LLC.

6.10. Serious incidents related to the kit must be reported to the manufacturer,
Authorized Representative, and to the Competent Authority of the EU member state(s)
where the incident has occurred.

Document: K160IE Instruction version/date: 2023.12
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7. SPECIMEN COLLECTION, TRANSPORTATION AND STORAGE OF SAMPLES

7.1. Blood sampling should be carried out from the cubital vein with a disposable
needle using a vacuum blood sampling system. Serum or plasma specimens should
be clearly labeled and identified. Serum must be separated from the clot as early as
possible to avoid hemolysis of red blood cells. If there are any visible particles in the
sample, they should be removed by centrifugation at 3000-5000 rpm for 20 minutes at
room temperature or by filtration.

Don’t use samples with high lipidemia, hemolysis as they may give false test results.

7.2. Specimen should be stored at +2...+8°C up to 3 days. Specimen held for a
longer time, should be placed in a freezer at -15°C or below, do not refreeze/thaw
samples.

7.3. For the transportation of samples, it is recommended to use triple packaging.
The primary package is the labeled tube containing the sample. Secondary packaging
is a polyethylene bag that is hermetically closed with a zip-lock. The outer packaging
is a heat-insulating container, while the secondary packaging is placed in the outer
packaging for transportation in the center of the thermal container. Frozen refrigerants
are placed on the bottom, along the side walls of the thermal container, and cover the
samples with them.

8. TRANSPORTATION AND STORAGE TERMS OF KIT, WASTE DISPOSAL

Information about the singularity storage conditions, transportation of the kit, and
disposal of waste should be taken into account by all persons who participate in these
processes.

8.1. Transportation
The anti-TGlu IgG EIA kit should be transported in the manufacturer’s packaging at
+2...4+8°C. Single transportation at the temperature up to 25°C for 5 days is acceptable.

8.2. Storage
The anti-TGlu IgG EIA kit should be stored in the manufacturer’s packaging at

+2...+8°C. Do not freeze.

The kit contains reagents sufficient for 96 determinations including Calibrators and

Control Serum.

Once opened test-kit is stable for 2 months when stored properly as intended by
manufacturer at 2-8°C.
In case of partial use of the kit, the components should be stored in the following way:

- the remaining strips should be immediately resealed in the bag along with the silica
gel, closed with the zip-lock, and stored at +2...+8°C within 2 months;

- EIA Buffer, Substrate Solution, Stop Solution, and Washing Solution concentrate
after opening the vial, can be stored tightly closed at +2...+8°C until the kit’s shelf
life;

- diluted Washing Solution can be stored at room temperature (+18...4+25°C) for up to
5 days or at +2...+8°C for up to 14 days;

- Conjugate Solution, Calibrators and Control Serum after opening the vial, can be
stored tightly closed at +2...+8°C within 2 months.

Kits that were stored in violation of the storage condition cannot be used.

8.3. Disposal

Expired kit components, used reagents and materials, as well as residual samples
must be inactivated and disposed of in accordance with legal requirements.

Document: K160IE Instruction version/date: 2023.12



XEMA

9. REAGENTS PREPARATION

9.1. All reagents (including microstrips) and test samples should be allowed to
reach room temperature (+18...+25 °C) for at least 30 minutes before use.

9.2. Microplate preparation
Open the package with the microplate and install the required number of strips

into the frame. The remaining strips should be immediately resealed in the bag along
with the silica gel and closed with the zip-lock to prevent moisture from affecting the
plate’s strips.

9.3. Washing solution preparation

Add the contents of the 30 mL washing solution concentrate vial to 750 mL of
distilled or deionized water and mix thoroughly. In case of partial use of the kit, take the
necessary amount of washing solution concentrate and dilute it 26 times with distilled
or deionized water.

The spending of the components in case of partial use of the kit is given in the table:

Quantity of
strips
Volume of
the washing
solution con-
centrate, mL

Volume of
water, mL

9.4. Samples preparation
Dilute samples using EIA buffer 101 fold (for example, add to the vial 5 pL of the test

sample + 500 pL EIA buffer).

If suggested analyte concentration in the sample exceeds the 200 U/mL, additionally
dilute this sample accordingly, using EIA buffer. Use of other buffers or reagents for
sample dilution may lead to incorrect measurement.

NOTE: in order to obtain reliable results, we recommend to use several successive dilutions of
biological fluids.

Do not dilute Control Serum and Calibrators!
10. ASSAY PROCEDURE

10.1 Put the desired number of strips into the frame based on the number of test
samples in 2 replicates and 12 wells for Calibrators and Control Serum (2 wells for
each Calibrator (CAL 1-5) and 2 wells for Control Serum (Q)).

10.2 Dilute the test samples as described in 9.4.

10.3 Dispense 100 pL of Calibrators and Control Serum as well as 100 pL of
diluted test serum/plasma samples (SAMP) to the wells of the microplate
according to the scheme below. The introduction of Calibrators, Control Serum
and test samples should be carried out within 5 minutes to ensure equal
incubation time for the first and last samples.

NOTE: during performing several independent series of tests, Calibrators, and Control
Serum should be used each time.

1 2 3 4 5 6 7 8 9 10 11 12

2.5 5 7.5 10 (12.5| 15 |17.5| 20 |22.5| 25 |27.5| 30

62.5| 125 [187.5| 250 |312.5| 375 [437.5| 500 |562.5| 625 |687.5| 750

Document: K160IE Instruction version/date: 2023.12



K160IE

10.4

10.5

10.6
10.7
10.8

10.9

10.10

10.11

10.12

10.13

Scheme of introduction of samples
1 2 3 4 5 6 7 8 9 (10 | 11 | 12
CAL1 | CAL1 | SAMP2 | SAMP2 |SAMP10|SAMP10

CAL2 | CAL2 | SAMP3 | SAMP3 |SAMP11|SAMP11
CAL3 | CAL3 | SAMP4 | SAMP4 |SAMP12|SAMP12
CAL4 | CAL4 | SAMP5 | SAMP5 |SAMP13|SAMP13
CAL5 | CAL5 | SAMP6 | SAMP6 |SAMP14|SAMP14
CAL6 | CAL6 | SAMP7 | SAMP7 |SAMP15|SAMP15

Q Q SAMP8 | SAMP8
H |SAMP1(SAMP1| SAMP9 | SAMP9

QMmO |m|>

Carefully mix the contents of the microplate in a circular motion on a horizontal

surface, cover strips with a plate sealing tape and incubate for 30 minutes at
+37°C.

At the end of the incubation period, remove and discard the plate cover. Aspirate
and wash each well 3 times using an automatic washer or an 8-channel dispenser.
For each washing, add 300 pL of Washing Solution (see 9.3) to all wells, then
remove the liquid by aspiration or decantation. The residual volume of the
Washing Solution after each aspiration or decantation should be no more than
5uL. After washing, carefully remove the remaining liquid from the wells on
the absorbent paper. For the automatic washer/analyzer, the Washing Solution
volume can be increased to 350 pL.

Add 100 pL of Conjugate Solution to all wells.
Cover strips with a plate sealing tape and incubate for 30 minutes at +37°C.

At the end of the incubation period, aspirate and wash each well 5 times as
described in 10.5.

Add 100 pL of Substrate Solution to all wells. The introduction of the Substrate
Solution into the wells must be carried out within 2-3 minutes. Incubate the
microplate in the dark at room temperature (+18...+25°C) for 15 minutes.

Add 100 pL of Stop Solution to all wells in the same order as the Substrate
Solution. After adding the Stop Solution, the contents of the wells turn yellow.

Read the optical density (OD) of the wells at 450nm and reference light filters
620-680 nm using a microplate photometer within 5 minutes of adding the stop
solution. Set photometer blank on CAL1.

Plot a calibration curve in linear coordinates: (x) is the concentration of anti-TGlu
IgG U/mL in the calibrators, (y) — OD versus anti-TGlu IgG concentration (OD
450 nm / 620-680 nm). Manual or computerized data reduction is applicable at
this stage. For the algorithm calculation (approximation) of the calibration curve,
using the interval (segment-linear, point-to-point) method is recommended.

Determine the corresponding concentration of anti-TGlu IgG in tested samples
from the calibration curve. In the case of preliminary dilution of the test sample
(see 9.4), the obtained result should be multiplied by the dilution factor.
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11. TEST VALIDITY

The test run shall be considered valid if the OD of CAL1 is above 0.15, and the values
of the Control Serum fall into the required range (see Quality control Data Sheet).

12. EXPECTED VALUES

Therapeutical consequences should not be based on results of IVD methods alone -
all available clinical and laboratory findings should be used by a physician to elaborate
therapeutically measures. Each laboratory should establish its own normal range
for anti-TGlu IgG. Based on data obtained by XEMA, the following normal range is
recommended (see below).

NOTE: values of anti-TGlu IgG concentrations in the tested samples that are below the LoD
(1.0 U/mL) and also exceed the value of the upper calibrator (200 U/mL) should be provided in the
following form: «the anti-TGlu IgG concentration of tested sample X is «lower than 1.0 U/mL» or
«higher than 200 U/mL».

Healthy donors - 25.0

13. PERFORMANCE CHARACTERISTICS

13.1. Analytical performance characteristics

13.1.1 Precision of Measurement

Repeatability (Intra assay repeatability) was determined by evaluation the
coefficient of variation (CV) for 2 different samples during 1 day in 24 replicates on one
series of ELISA kit.

1 120.2 4.5
49.4 4.7

Reproducibility (Inter assay reproducibility) was determined by evaluating the
coefficients of variation for 2 samples during 5 days in 8-replicate determinations.

1 85.2 4.5
2 122.7 7.1

Reproducibility between lots was investigated by testing samples for one day on
three lots. Each sample was run in 8 replicates.

47.5

52.8

49.0

5.48

77.5

81.4

84.0

4.61
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13.1.2 Trueness

The trueness of measurement is the degree of closeness of the average value
obtained from a large number of measurement results to the true value. The bias of the
measurement result (bias of measurements) is the difference between the mathematical
expectation of the measurement result and the true value of the measurand. The
bias was calculated for each sample and it was determined that it corresponds to the
specified limits of £ 10%.

13.1.3 Linearit

Linearity was determined using sera samples with known anti-TGlu IgG
concentration (low and high) and mixing them with each other and buffer solution
in different proportions. According to the measurements, linear range of kit is 10-
100 U/mL£10%.

13.1.4 Analytical sensitivity

Limit of detection (LoD) - the lowest anti-TGlu IgG concentration in the serum or
plasma sample that is detected by the anti-TGlu IgG EIA kit is no lower than 1.0 U/mL.

Limit of quantification (LoQ) - the lowest concentration of the analyte in the
sample that is determined quantitatively with the declared trueness for anti-TGlu IgG
EIA kit is 5.0 U/mL.

13.1.5 Analytical specificity
For the analysis result is not affected by the presence in the sample of bilirubin

in a concentration of up to 0.21 mg/mL and hemoglobin in a concentration of up to
10 mg/mL.
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Instruction for use
A solid-phase enzyme immunoassay kit
for the quantitative determination of
IgA antibodies to tissue transglutaminase
in human serum or plasma

anti-TGlu IgA EIA
1. INTENDED USE

The anti-TGlu IgA EIA kit is an enzyme immunoassay, intended for the quantitative
determination of IgA antibodies to tissue transglutaminase in human serum or plasma.
The field of application is clinical laboratory diagnostics.

2. GENERAL INFORMATION

Celiac disease (CD) or gluten-sensitive enteropathy is a chronic disease characterized by
impaired intestinal absorption due to mucosal lesions. The exact etiology of CD is unknown but
it is clearly shown that gliadin - the alcohol-soluble fraction of wheat gluten - is the toxic agent.
Gliadin serves as a substrate for tissue Transglutaminase (TGlu) - a calcium-dependent enzyme
constituent of the intestine mucosa. Gliadin-TGlu complex antigen induces the formation of IgA-
and - later on - IgG-autoantibodies in patients with acute CD.

Previously, anti-TGlu antibodies were called «endomysium antibodies” and were detected
by immunofluorescent methods on smooth muscle slides. After gluten exclusion from the diet,
anti-TGlu antibody levels in the blood gradually decrease. To further confirm the diagnosis,
a mucosal biopsy of the duodenal-jejunal junction is used, with characteristic lesions (“flat”
mucosa) indicating the presence of severe/moderate CD. Thus, determination of anti-TGlu may
be used for screening while mucosal biopsy — to confirm CD diagnosis.

Usually, CD onset occurs in early childhood after implementing additional feeding, but later
on, the symptoms may spontaneously disappear notwithstanding continuing malabsorption.
Nevertheless, even such mild pathology may lead to retardation of growth, puberty and even
to dwarfness. Normally, following such a “remission”, an onset of classic symptoms of CD
occurs again during the 3rd-6th decades of life, and the correct diagnosis in such patients is
made too late. Usually, mild and asymptomatic CD in adults manifests as unexplained anemia,
hyposplenism, or osteoporosis.

Itis rational (from the economical point of view as well) to screen the following patient groups
for CD: children with growth retardation, unexplained anemia, unexplained hypocalcemia or
osteomalacia, retardation of puberty, patients with insulin-dependent diabetes, persons having
close relatives suffering from CD, patients with autoimmune thyroiditis, systemic connective
tissue pathology, selective IgA deficiency.
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3. PRINCIPLE OF THE TEST

The determination of IgA antibodies to TGlu is based on the indirect enzyme immunoassay
principle. On the inner surface of the microplate wells are immobilized antigen TGlu. Second
antibodies — murine monoclonal anti-IgA antibodies conjugated to the horseradish peroxidase is
used as enzyme conjugate. The analysis procedure includes three stages of incubation:

- during the first stage specific to TGlu antibodies from the specimen are bound by antigens
coated onto the microwell surface;

- during the second stage horseradish peroxidase-conjugated murine monoclonal anti-IgA
antibodies bind to the antigen-antibody complexes, fixed in the formed at the previous stage
complexes;

- during the third stage, the complexes formed due to the reaction with the chromogen
3,3',5,5'-tetramethylbenzidine are visualized.

After stopping the reaction with a stop solution, the intensity of the color of the microwells is
measured. The optical density in the microwell is directly related to the quantity of the measured
specific IgA antibodies to TGlu in test specimen.

The concentration is determined according to the calibration graph of the dependence of the
optical density on the content of anti-TGlu IgA antibodies in the calibration samples.
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5. EQUIPMENT AND MATERIAL REQUIRED BUT NOT PROVIDED

- microplate photometer with 450 nm or 450\620-680 nm wavelength;
- dry thermostat for +37°Cx1°C;

- automatic plate washer (optional);

- micropipettes with variable volume, range volume 5-1000 pL;

- graduated cylinder of 1000 mL capacity;

- distilled or deionized water;

- timer;

- vortex mixer;

- disposable gloves;

- absorbent paper.

6. WARNING AND PRECAUTIONS

In order to prevent incorrect results, strictly follow the recommended order and duration of
the analysis procedure.

6.1. The kit is for in vitro diagnostic use only. For professional laboratory use.

6.2. Follow the rules mentioned below during the kit using:

- do not use kit beyond expire date;

- do not use the kit if its packaging is damaged;

- in order to avoid contamination, use new tips to pipette samples and reagents;

- use only verified equipment;

- close each vial with its own cap, after using the reagent;

- do not use components of other kits or reagents of other manufacturers;

- do not let wells dry after completing the rinsing step; immediately proceed to the next
stage;

- avoid bubbles when adding reagents.

ATTENTION! The TMB substrate solution is light sensitive. Avoid prolonged exposure
of the component to light.

6.3. Some kit components, such as stop solution, substrate solution, and washing solution,
may cause toxic or irritant effects. If they get on the skin or mucosa, the affected area should
be washed with plenty of running water.

6.4. All human products, including patient samples, should be considered potentially
infectious. Handling and disposal should be in accordance with the procedures defined by an
appropriate national biohazard safety guidelines or regulations.

6.5. The Calibrators and Control Serum included in the kit are negative for antibodies to HIV
1,2, hepatitis C virus and HBsAg, but the reagents should be considered as potentially infectious
material and handled carefully.

6.6. Specimens must not contain any azide compounds, as they inhibit activity of peroxidase.

6.7. Wear protective gloves, protective clothing, eye protection, face protection.

6.8. Do not smoke, eat, drink or apply cosmetics in areas where specimens or kit reagents
are handled.

6.9. Safety Data Sheet for this product is available upon request directly from XEMA LLC.

6.10. Serious incidents related to the kit must be reported to the manufacturer, Authorized
Representative, and to the Competent Authority of the EU member state(s) where the incident
has occurred.
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7. SPECIMEN COLLECTION, TRANSPORTATION AND STORAGE OF SAMPLES

7.1. Blood sampling should be carried out from the cubital vein with a disposable needle
using a vacuum blood sampling system. Serum or plasma specimens should be clearly labeled
and identified. Serum must be separated from the clot as early as possible to avoid hemolysis
of red blood cells. If there are any visible particles in the sample, they should be removed by
centrifugation at 3000-5000 rpm for 20 minutes at room temperature or by filtration.

Don’t use samples with high lipidemia, hemolysis as they may give false test results.

7.2. Specimen should be stored at +2...4+8°C up to 3 days. Specimen held for a longer time,
should be placed in a freezer at -15°C or below; do not refreeze/thaw samples.

7.3. Forthe transportation of samples, it is recommended to use triple packaging. The primary
package is the labeled tube containing the sample. Secondary packaging is a polyethylene bag
that is hermetically closed with a zip-lock. The outer packaging is a heat-insulating container,
while the secondary packaging is placed in the outer packaging for transportation in the center
of the thermal container. Frozen refrigerants are placed on the bottom, along the side walls of
the thermal container, and cover the samples with them.

8. TRANSPORTATION AND STORAGE TERMS OF KIT, WASTE DISPOSAL

Information about the singularity storage conditions, transportation of the kit, and disposal
of waste should be taken into account by all persons who participate in these processes.

8.1. Transportation
The anti-TGlu IgA EIA kit should be transported in the manufacturer’s packaging at +2...+8°C.
Single transportation at the temperature up to 25°C for 5 days is acceptable.

8.2. Storage
The anti-TGlu IgA EIA kit should be stored in the manufacturer’s packaging at +2...+8°C. Do

not freeze.
The kit contains reagents sufficient for 96 determinations including Calibrators and Control
Serum.
Once opened test-kit is stable for 2 months when stored properly as intended by manufacturer
at 2-8°C.
In case of partial use of the kit, the components should be stored in the following way:
- the remaining strips should be immediately resealed in the bag along with the silica gel,
closed with the zip-lock, and stored at +2...+8°C within 2 months;
- EIA Buffer, Substrate Solution, Stop Solution, and Washing Solution concentrate after opening
the vial, can be stored tightly closed at +2...4+8°C until the kit's shelf life;
- diluted Washing Solution can be stored at room temperature (+18...+25°C) for up to 5 days
or at +2...+8°C for up to 14 days;
- Conjugate Solution, Calibrators and Control Serum after opening the vial, can be stored
tightly closed at +2...+8°C within 2 months.
Kits that were stored in violation of the storage condition cannot be used.

8.3. Disposal
Expired kit components, used reagents and materials, as well as residual samples must be
inactivated and disposed of in accordance with legal requirements.

Document: K161IE Instruction version/date: 2024.01



XEMA

9. REAGENTS PREPARATION

9.1. All reagents (including microstrips) and test samples should be allowed to reach room
temperature (+18...4+25 °C) for at least 30 minutes before use.

9.2. Microplate preparation

Open the package with the microplate and install the required number of strips into the
frame. The remaining strips should be immediately resealed in the bag along with the silica gel
and closed with the zip-lock to prevent moisture from affecting the plate’s strips.

9.3. Washing solution preparation
Add the contents of the 30 mL washing solution concentrate vial to 750 mL of distilled or

deionized water and mix thoroughly. In case of partial use of the kit, take the necessary amount
of washing solution concentrate and dilute it 26 times with distilled or deionized water.
The spending of the components in case of partial use of the kit is given in the table:

Quantity of strips 1 2 3 4 5 6 7 8 9 10 11 12

Volume of the wash-
ing solution concen- 2.5 5 7.5 10 12.5 15 17.5 20 22.5 25 27.5 30
trate, mL

Volume of water, mL | 62.5 | 125 |187.5| 250 |312.5| 375 |437.5| 500 |562.5| 625 |687.5| 750

9.4. Samples preparation
Dilute samples using EIA buffer 101 fold (for example, add to the vial 5 pL of the test sample

+ 500 pL EIA buffer).

If suggested analyte concentration in the sample exceeds the 200 U/mL, additionally dilute
this sample accordingly, using EIA buffer. Use of other buffers or reagents for sample dilution may
lead to incorrect measurement.

NOTE: in order to obtain reliable results, we recommend to use several successive dilutions of biological
fluids.

QQ th dilu_t_e antml Sﬂﬂlm and calibtatﬂ[s’

10. ASSAY PROCEDURE

10.1. Put the desired number of strips into the frame based on the number of test samples in
2 replicates and 14 wells for Calibrators and Control Serum (2 wells for each Calibrator
(CAL 1-6) and 2 wells for Control Serum (Q)).

10.2. Dilute the test samples as described in 9.4.

10.3. Dispense 100 pL of Calibrators and Control Serum as well as 100 pL of diluted
test serum/plasma samples (SAMP) to the wells of the microplate according to
the scheme below. The introduction of Calibrators, Control Serum and test samples
should be carried out within 5 minutes to ensure equal incubation time for the first
and last samples.

NOTE: during performing several independent series of tests, Calibrators, and Control Serum
should be used each time.
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10.4.

10.5.

10.6.
10.7.
10.8.

10.9.

10.10.

10.11.

10.12.

10.13.

Scheme of introduction of samples

1 2 3 4 5 6 7 8 9 10 | 11 | 12

CAL1 CAL1 | SAMP2 | SAMP2 |SAMP10{SAMP10

CAL2 CAL2 | SAMP3 | SAMP3 [SAMP11|SAMP11

CAL3 CAL3 | SAMP4 | SAMP4 |SAMP12|SAMP12

CAL4 CAL4 | SAMP5 | SAMP5 [SAMP13|SAMP13

CAL5 CAL5 | SAMP6 | SAMP6 [SAMP14|SAMP14

CAL6 | CAL6 | SAMP7 | SAMP7 |SAMP15|SAMP15

Q Q SAMP8 | SAMP8

I|OQOmMmmMmOO|m|>

SAMP1 | SAMP1 | SAMP9 | SAMP9

Carefully mix the contents of the microplate in a circular motion on a horizontal
surface, cover strips with a plate sealing tape and incubate for 30 minutes at +37°C.

At the end of the incubation period, remove and discard the plate cover. Aspirate and
wash each well 3 times using an automatic washer or an 8-channel dispenser. For
each washing, add 300 pL of Washing Solution (see 9.3) to all wells, then remove the
liquid by aspiration or decantation. The residual volume of the Washing Solution after
each aspiration or decantation should be no more than 5uL. After washing, carefully
remove the remaining liquid from the wells on the absorbent paper. For the automatic
washer/analyzer, the Washing Solution volume can be increased to 350 pL.

Add 100 pL of Conjugate Solution to all wells.
Cover strips with a plate sealing tape and incubate for 30 minutes at +37°C.

At the end of the incubation period, aspirate and wash each well 5 times as described
in 10.5.

Add 100 pL of Substrate Solution to all wells. The introduction of the Substrate
Solution into the wells must be carried out within 2-3 minutes. Incubate the microplate
in the dark at room temperature (+18...+25°C) for 30 minutes.

Add 100 pL of Stop Solution to all wells in the same order as the Substrate Solution.
After adding the Stop Solution, the contents of the wells turn yellow.

Read the optical density (OD) of the wells at 450nm and reference light filters 620-680
nm using a microplate photometer within 5 minutes of adding the stop solution.

Plot a calibration curve in linear coordinates: (x) is the concentration of anti-TGlu
IgA U/mL in the calibrators, (y) — OD versus anti-TGlu IgA concentration (OD 450 nm
/ 620-680 nm). Manual or computerized data reduction is applicable at this stage. For
the algorithm calculation (approximation) of the calibration curve, using the interval
(segment-linear, point-to-point) method is recommended.

Determine the corresponding concentration of anti-TGlu IgA in tested samples from
the calibration curve. In the case of preliminary dilution of the test sample (see 9.4),
the obtained result should be multiplied by the dilution factor.
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11. TEST VALIDITY

The test run shall be considered valid if the OD of CAL1 is above 0.15, and the values of the
Control Serum fall into the required range (see Quality control Data Sheet).

12. EXPECTED VALUES

Therapeutical consequences should not be based on results of IVD methods alone - all
available clinical and laboratory findings should be used by a physician to elaborate therapeutically
measures. Each laboratory should establish its own normal range for anti-TGlu IgA. Based on
data obtained by XEMA, the following normal range is recommended (see below).

NOTE: values of anti-TGlu IgA concentrations in the tested samples that are below the LoD (1.0 U/mL)
and also exceed the value of the upper calibrator (200 U/mL) should be provided in the following form: «the
anti-TGlu IgA concentration of tested sample X is «lower than 1.0 U/mL» or «higher than 200 U/mL».

Healthy donors - 20

13. PERFORMANCE CHARACTERISTICS

13.1. Analytical performance characteristics

13.1.1. Precision of Measurement
Repeatability (Intra assay repeatability) was determined by evaluation the coefficient of
variation (CV) for 2 different samples during 1 day in 24 replicates on one series of ELISA kit.

1 43.2 3.5
2 31.4 6.9

Reproducibility (Inter assay reproducibility) was determined by evaluating the coefficients
of variation for 2 samples during 5 days in 8-replicate determinations.

1 27.3 6.17
2 48.1 3.7

Reproducibility between lots was investigated by testing samples for one day on three lots.
Each sample was run in 8 replicates.

1 32.5 33.8 31.0 7.48
2 66.1 64.8 67.3 6.61

13.1.2. Trueness

The trueness of measurement is the degree of closeness of the average value obtained
from a large number of measurement results to the true value. The bias of the measurement
result (bias of measurements) is the difference between the mathematical expectation of the
measurement result and the true value of the measurand. The bias was calculated for each
sample and it was determined that it corresponds to the specified limits of £ 10%.
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13.1.3 Linearity
Linearity was determined using sera samples with known anti-TGlu IgA concentration (low

and high) and mixing them with each other and buffer solution in different proportions. According
to the measurements, linear range of kit is 10-100 U/mL£10%.

13.1.4 Analytical sensitivity
Limit of detection (LoD) - the lowest anti-TGlu IgA concentration in the serum or plasma

sample that is detected by the anti-TGlu IgA EIA kit is no lower than 1.0 U/mL.
Limit of quantification (LoQ) - the lowest concentration of the analyte in the sample that
is determined quantitatively with the declared trueness for anti-TGlu IgA EIA kit is 5.0 U/mL.

13.1.5 Analytical specificity
For the analysis result is not affected by the presence in the sample of bilirubin in a

concentration of up to 0.21 mg/mL and hemoglobin in a concentration of up to 10 mg/mL.
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For any issues related to operation of the kit and technical support,
please contact by telefon number

+38 044 294-69-78

or write to:

ga@xema.com.ua

XEMA LLC
Akademika Yefremova St. 23

03179, Kyiv, Ukraine
tel..+38 044 422-62-16
tel.:+38 044 294-69-78
E-mail: ga@xema.com.ua
www.xema.com.ua
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Instruction for use
A solid-phase enzyme immunoassay kit
for the quantitative determination of
dehydroepiandrosterone sulfate
in human serum or plasma
DHEAS EIA

1. INTENDED USE

The DHEAS EIA kit is an enzyme immunoassay, intended for the quantitative
determination of dehydroepiandrosterone sulfate in human serum or plasma.
The field of application is clinical laboratory diagnostics.

2. GENERAL INFORMATION

Dehydroepiandrosterone (DHEA) is an androgen with a MW of 288.4 Dalton
secreted in adrenals. The main derivate of DHEA present in human tissue is DHEA
sulfate (DHEAS). Since birth, DHEAS serum concentration is increasing continuously
showing a pronounced peak after puberty and maximal levels at the age of 20. After
that, serum DHEAS level continuously decreases. As DHEAS is the main component of
17-ketosteroids in serum, this test may substitute for column tests for determination
of 17-ketosteroids in urine.

Elevated DHEAS concentrations are found in adrenogenital syndrome, hirsutism,
acne, benign hyperplasia of adrenals and adrenal tumors, Stein-Leventhal syndrome,
polycystic ovary syndrome.

Decreased levels of DHEAS are found in hyperlipidemia, psychotic states, psoriasis,
adrenal insufficiency.

3. TEST PRINCIPLE

Determination of the DHEAS is based on competition principle of the enzyme
immunoassay. Microwells plate is coated with specific rabbit polyclonal to DHEAS-
antibodies. DHEAS conjugated to the horseradish peroxidase is used as enzyme
conjugate. The analysis procedure includes two stages of incubation:

- during the first stage DHEAS from the specimen competes with the conjugated
DHEAS for coating antibodies. As a result, a complex bounded to the solid phase and
containing peroxidase is formed.

- during the second stage, the complexes formed due the reaction with the
chromogen 3,3’,5,5'-tetramethylbenzidine are visualized.

After stopping the reaction with a stop solution, the intensity of the color of the
microwells is measured. Optical density in the microwell is inversely related to the
quantity of the measured DHEAS in the specimen of the serum (plasma).

The concentration is determined according to the calibration graph of the
dependence of the optical density on the content of DHEAS in the calibration samples.
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5. EQUIPMENT AND MATERIAL REQUIRED BUT NOT PROVIDED

- microplate photometer with 450 nm wavelength;

- dry thermostat for +37°C+2°C;

- automatic plate washer (optional);

- micropipettes with variable volume, range volume 5-1000 uL;
- graduated cylinder of 1000 mL capacity;

- distilled or deionized water;

- timer;

- vortex mixer;

- disposable gloves;

- absorbent paper.

6. WARNING AND PRECAUTIONS

In order to prevent incorrect results, strictly follow the recommended order and
duration of the analysis procedure.

6.1. The kit is for in vitro diagnostic use only. For professional laboratory use.

6.2. Follow the rules mentioned below during the kit using:

- do not use kit beyond expire date;

- do not use the kit if its packaging is damaged;

- in order to avoid contamination, use new tips to pipette samples and reagents;

- use only verified equipment;

- close each vial with its own cap, after using the reagent;

- do not use components of other kits or reagents of other manufacturers;

- do not let wells dry after completing the rinsing step; immediately proceed to the
next stage;

- avoid bubbles when adding reagents.

ATTENTION! The TMB substrate solution is light sensitive. Avoid prolonged
exposure of the component to light.

6.3. Some kit components, such as stop solution, substrate solution, and washing
solution, may cause toxic or irritant effects. If they get on the skin or mucosa, the
affected area should be washed with plenty of running water.

6.4. Allhuman products, including patient samples, should be considered potentially
infectious. Handling and disposal should be in accordance with the procedures defined
by an appropriate national biohazard safety guidelines or regulations.

6.5. The Calibrators and Control Serum included in the kit are negative for
antibodies to HIV 1,2, hepatitis C virus and HBsAg, but the reagents should be
considered as potentially infectious material and handled carefully.

6.6. Specimens must not contain any azide compounds, as they inhibit activity of
peroxidase.

6.7. Wear protective gloves, protective clothing, eye protection, face protection.

6.8. Do not smoke, eat, drink or apply cosmetics in areas where specimens or kit
reagents are handled.

6.9. Safety Data Sheet for this product is available upon request directly from
XEMA LLC.

6.10. Serious incidents related to the kit must be reported to the manufacturer,
Authorized Representative, and to the Competent Authority of the EU member state(s)
where the incident has occurred.
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7. SPECIMEN COLLECTION, TRANSPORTATION AND STORAGE OF SAMPLES

7.1. Blood sampling should be carried out from the cubital vein with a disposable
needle using a vacuum blood sampling system. Serum or plasma specimens should
be clearly labeled and identified. Serum must be separated from the clot as early as
possible to avoid hemolysis of red blood cells. If there are any visible particles in the
sample, they should be removed by centrifugation at 3000-5000 rpm for 20 minutes at
room temperature or by filtration.

Don’t use samples with high lipidemia, hemolysis as they may give false test results.

7.2. Specimen should be stored at +2...4+8°C up to 3 days. Specimen held for a
longer time, should be placed in a freezer at -15°C or below; do not refreeze/thaw
samples.

7.3. For the transportation of samples, it is recommended to use triple packaging.
The primary package is the labeled tube containing the sample. Secondary packaging
is a polyethylene bag that is hermetically closed with a zip-lock. The outer packaging
is a heat-insulating container, while the secondary packaging is placed in the outer
packaging for transportation in the center of the thermal container. Frozen refrigerants
are placed on the bottom, along the side walls of the thermal container, and cover the
samples with them.

8. TRANSPORTATION AND STORAGE TERMS OF KIT, WASTE DISPOSAL

Information about the singularity storage conditions, transportation of the kit, and
disposal of waste should be taken into account by all persons who participate in these
processes.

8.1. Transportation
The DHEAS EIA kit should be transported in the manufacturer’s packaging at

+2...48°C. Single transportation at the temperature up to 25°C for 5 days is acceptable.

8.2. Storage

The DHEAS EIA kit should be stored in the manufacturer’s packaging at +2...+8°C.
Do not freeze.

The kit contains reagents sufficient for 96 determinations including Calibrators and
Control Serum.

Once opened test-kit is stable for 2 months when stored properly as intended by
manufacturer at 2-8°C.

In case of partial use of the kit, the components should be stored in the following way:
- strips that remain unused must be carefully sealed with the plate sealing tape and

stored at +2...+8°C within 2 months;
- Substrate Solution, Stop Solution, and Washing Solution concentrate after opening

the vial, can be stored tightly closed at +2...+8°C until the kit’s shelf life;
- Conjugate Solution, Calibrators and Control Serum after opening the vial, can be

stored tightly closed at +2...+8°C within 2 months;

NOTE: Single freezing of Calibrators and Control Serum in aliquots is allowed
- diluted washing solution can be stored at room temperature (+18...425°C) forup to 5

days or at +2...+8°C for up to 14 days.

Kits that were stored in violation of the storage condition cannot be used.

8.3. Disposal

Expired kit components, used reagents and materials, as well as residual samples
must be inactivated and disposed of in accordance with legal requirements.
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9. REAGENTS PREPARATION

9.1. All reagents (including microstrips) and test samples should be allowed to
reach room temperature (+18...4+25 °C) for at least 30 minutes before use.

.2. Microplate pr ration
Open the package with the microplate and install the required number of strips into
the frame. Unused strips must be sealed with plate sealing tape to prevent moisture
from affecting the plate’s holes and placed back in the bag.

9.3. Washing Solution preparation

Add the contents of the 22 mL Washing Solution concentrate vial to 550 mL of
distilled or deionized water and mix thoroughly. In case of partial use of the kit, take the
necessary amount of washing solution concentrate and dilute it 26 times with distilled or
deionized water.

The spending of the components in case of partial use of the kit is given in the table:
Quantity of
strips
Volume of
the Washing
Solution con-
centrate, mL

Volume of
water, mL

1 2 3 4 5 6 7 8 9 10 11 12

1.8 | 3.6 | 54 | 7.2 9 10.8 | 12.6 | 14.4 | 16.2 | 18 |19.8 | 22

45 90 | 135 | 180 | 225 | 270 | 315 | 360 | 405 | 450 | 495 | 550

10. ASSAY PROCEDURE

10.1 Put the desired number of strips into the frame based on the number of test
samples in 2 replicates and 14 wells for Calibrators and Control Serum (2 wells for
each calibrator (CAL 1-6) and 2 wells for control serum (Q)).

10.2 Dispense 25 pL of Calibrators and Control Serum as well as 25 pL of test
serum/plasma samples (SAMP) to the wells of the microplate according to the
scheme below. The introduction of Calibrators, Control Serum and test samples
should be carried out within 5 minutes to ensure equal incubation time for the
first and last samples.

Note: during performing several independent series of tests, Calibrators, and Control Sample
should be used each time.

Scheme of introduction of samples

1 2 3 4 5 6 7 8 9 (10 | 11 | 12
CAL1 | CAL1 | SAMP2 | SAMP2 |SAMP10|SAMP10
CAL2 | CAL2 | SAMP3 | SAMP3 [SAMP11(SAMP11
CAL3 | CAL3 | SAMP4 | SAMP4 |[SAMP12(SAMP12
CAL4 | CAL4 | SAMP5 | SAMP5
CAL5 | CALS | SAMP6 | SAMP6

CAL6 | CAL6 | SAMP7 | SAMP7
Q Q | SAMP8 | SAMP8
H |SAMP1[{SAMP1| SAMP9 | SAMP9

QMmO |m|>
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10.3 Add 100 pL of the Conjugate Solution to all wells.

10.4 Carefully mix the contents of the microplate in a circular motion on a horizontal

surface, cover strips with a plate sealing tape and incubate for 60 minutes at
+37°C.

10.5 At the end of the incubation period, remove and discard the plate cover. Aspirate
and wash each well 5 times using an automatic washer or an 8-channel dispenser.
For each washing, add 300 pL of Washing Solution (see 9.3) to all wells, then
remove the liquid by aspiration or decantation. The residual volume of the
Washing Solution after each aspiration or decantation should be no more than
5uL. After washing, carefully remove the remaining liquid from the wells on
the absorbent paper. For the automatic washer/analyzer, the Washing Solution
volume can be increased to 350 pL

10.6 Add 100 pL of Substrate Solution to all wells. The introduction of the substrate
solution into the wells must be carried out within 2-3 minutes. Incubate the
microplate in the dark at room temperature (+18...+25°C) for 15 minutes.

10.7 Add 100 pL of Stop Solution to all wells in the same order as the substrate
solution. After adding the Stop Solution, the contents of the wells turn yellow.

10.8 Read the optical density (OD) of the wells at 450nm using a microplate photometer
within 5 minutes of adding the Stop Solution.

10.9 Plot a calibration curve in semi-logarithmic coordinates: (x) is the decimal
logarithm of the DHEAS concentration in the calibrators pg/mL, (y) - OD versus
DHEAS concentration (OD 450 nm). Manual or computerized data reduction is
applicable at this stage. Point-by-point or linear data reduction is recommended
due to non-linear shape of curve. Adjust the concentration of CAL1 to an
infinitesimally small value, for example, 0.001 pg/mL.

10.10 Determine the corresponding concentration of DHEAS in tested samples from the
calibration curve.

11. TEST VALIDITY

The test run shall be considered valid if the OD of CAL1 is above 1.2, and the values
of the Control Serum fall into the required range (see Quality control Data Sheet).

12. EXPECTED VALUES

12.1 Therapeutical consequences should not be based on results of IVD methods
alone - all available clinical and laboratory findings should be used by a physician to
elaborate therapeutically measures. Each laboratory should establish its own normal
range for DHEAS. Based on data obtained by XEMA, the following normal range is
recommended (see below).

NOTE: values of DHEAS concentrations in the tested samples that are below the LoD
(0.025 ug/mL) and also exceed the value of the upper calibrator (10 ug/mL) should be provided in
the following form : «the DHEAS concentration of tested sample X is «lower than 0.025 ug/mL» or
«higher than 10 ug/mL».

12.2 The calibrators concentration values of the DHEAS EIA kit are expressed in
pg/mL. To calculate concentrations in pmol/L, the received concentration value in pg/
mL shall be multiplied by 2.6.

1 pg/mL = 2.6 pmol/L
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newborn 1.08 4.06 2.81 10.56

1 month-5 yrs 0.01 0.41 0.03 1.07
6-9 yrs 0.03 1.45 0.07 3.77
10-11 yrs 0.12 1.15 0.31 2.99
12-17 yrs 0.2 5.55 0.52 14.43
18-30 yrs 1.25 6.19 3.25 16.09
31-50 yrs 0.59 4.52 1.53 11.75
51-60 yrs 0.2 4.13 0.52 10.74
>61 yrs 0.1 2.35 0.26 6.11
- Females ]
newborn 0.1 2.48 0.26 6.45
1 month-5 yrs 0.05 0.55 0.13 1.43
6-9 yrs 0.03 1.4 0.07 3.64
10-11 yrs 0.15 2.6 0.39 6.76
12-17 yrs 0.2 5.35 0.52 13.91
18-30 yrs 0.29 7.81 0.75 20.31
31-60 yrs 0.12 3.79 0.31 9.85
post menopausal 0.3 2.6 0.78 6.76
o eregancywek |
1st trimester 0.38 3.6 0.99 9.36
2nd trimester 0.42 3.0 1.09 7.8
3rd trimester 0.32 2.5 0.83 6.5

13. PERFORMANCE CHARACTERISTICS

13.1. Analytical performance characteristics

13.1.1 Precision of Measurement

Repeatability (Intra assay repeatability) was determined by evaluation the
coefficient of variation (CV) for 2 different samples during 1 day in 24 replicates on one
series of ELISA Kkit.

1 4.02 5.9
2 3.38 7.34

Reproducibility (Inter assay reproducibility) was determined by evaluating the
coefficients of variation for 2 samples during 5 days in 8-replicate determinations.

1 2.49 6.12
2 4.23 7.41
Document: K215IE Instruction version/date: 2023.09
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Reproducibility between lots was investigated by testing samples for one day on
three lots. Each sample was run in 8 replicates.

1 1.98 1.89 2.03 11.45
2 1.69 1.78 1.64 13.6

13.1.2 Trueness

The trueness of measurement is the degree of closeness of the average value
obtained from a large number of measurement results to the true value. The bias of the
measurement result (bias of measurements) is the difference between the mathematical
expectation of the measurement result and the true value of the measurand. The
bias was calculated for each sample and it was determined that it corresponds to the
specified limits of £ 10%.

13.1.3 Linearity
Linearity was determined using sera samples with known DHEAS concentration (low

and high) and mixing them with each other and buffer solution in different proportions.
According to the measurements, linear range of kit is 0.1-10 pg/mL £10%.

13.1.4 Analytical sensitivity

Limit of detection (LoD) - the lowest DHEAS concentration in the serum or plasma
sample that is detected by the DHEAS EIA kit is no lower than 0.05 pg/mL.

Limit of quantification (LoQ) - the lowest concentration of the analyte in the sample
that is determined quantitatively with the declared trueness for DHEAS EIA kit is 0.08
Hg/mL.

13.1.5 Analytical specificity

For the analysis result is not affected by the presence in the sample of bilirubin
in a concentration of up to 0.21 mg/mL and hemoglobin in a concentration of up to
10 mg/mL.

The cross-reactivity of DHEAS with other analytes is shown in the table:

DHEA 50
other steroids <0,01
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9. Hakaz MO3 VYkpainm N°325 Big 08.06.2015 «[lpo 3aTBepaxeHHs [epxaBHUX
CaHiTapHO-nNpoTuenigeMiyHMx npaBua i HOPM LWOAO MOBOAXEHHS 3 MeAUYHUMU
BiAXxooamMmm».

10. MocrtaHoBa KMY Big 02 xoBTHS 2013p. N2754 «[po 3aTBepAXXeHHS TEXHIYHOro
pernameHTy WoA0 MeaANYHUX BUPObiB ANs AiarHOCTUKM in vitro».

11. HNAOM 85.14-1.09-81. lMpaBuna obnawTyBaHHS, TexHikn 6e3neku, BUPOOHMYOT
caHiTapii, npoTueniaeMiyHoro pexumy i ocobucToi ririeHn npu poboTi B nabopaTopisix
(BipAineHHsx, Biaainax) caHiTapHoenigeMionoriyHMx ycTtaHoB cuctemu MiHicTepcTBa
0XOpOoHM 3a0poB " 1 CPCP (HAOM 9.1.50-1.09-81)
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Instruction for use
A solid-phase enzyme immunoassay kit
for the quantitative determination of
free testosterone in human serum or plasma

free Testosterone EIA
1. INTENDED USE

The free Testosterone EIA kit is an enzyme immunoassay, intended for the quantitative
determination of free testosterone in human serum or plasma.
The field of application is clinical laboratory diagnostics.

2. GENERAL INFORMATION

Testosterone is a steroid with a MW of 288.4 Dalton. The main sites of testosterone secretion
are Leidig cells in interstitial tissue of testicles in men. In women testosterone is secreted in the
adrenals and is controlled by luteinizing hormone. Testosterone stimulates development of male
genital organs and formation of secondary sexual features.

In males, testosterone secretion undergoes circadian rhythms with maximal concentrations
seen in the morning (6 am) and minimal - in the evening (8 pm). In females, testosterone
secretion is regulated by menstrual cycle with maximal levels found in luteinic phase and during
ovulation.

Free testosterone is a fraction of serum testosterone not bound to sex-binding globulin
hormones (SHBG) and with albumin. Free testosterone makes up 2 - 3% of total testosterone.

Biologically active is only testosterone is free and bound to albumin («bioavailable
testosterone»). The level of «bioavailable testosterone» reflects the amount functionally active
testosterone in the body.

3. TEST PRINCIPLE

Determination of the free testosterone is based on competition principle of the enzyme
immunoassay. Microwells plate is coated with specific to free testosterone murine monoclonal
antibodies. Testosterone conjugated to the horseradish peroxidase is used as enzyme conjugate.

The analysis procedure includes two stages of incubation:

- during the first stage free testosterone from the specimen competes with the conjugated
testosterone for coating antibodies. As a result, a complex bounded to the solid phase and
containing peroxidase is formed.

- during the second stage, the complexes formed due the reaction with the chromogen
3,3’,5,5'-tetramethylbenzidine are visualized.

After stopping the reaction with a stop solution, the intensity of the color of the microwells is
measured. Optical density in the microwell is inversely related to the quantity of the measured
free testosterone in the specimen of the serum (plasma).

The concentration is determined according to the calibration graph of the dependence of the
optical density on the content of free testosterone in the calibration samples.

Document: K2191IE Instruction version/date: 2023.12



XEMA

(*sod 1) adey buijeas a3e|d pue 329ys ejep |0J43u0d Ajljenb ‘asn 104 UOIIONIISU] SBPNDUL 0S|e 31 YL

(pinbij ss91uN0j02) asn 0] Apeau

‘ppe 21INYd|NS JO UORN|OS %0°S qw ¢t uonnjos dois d0Ol1s Z0S0d
(pinbi| ssajuN0J02) uonnjos X927
9]e13U2du02 X97 ‘3uabua3dp YIM uoIIN|oS Jayng e wumhu:wuﬂﬁuwﬂmﬁ HSVYM 4Nnd 28005
(pinbi| ss314n0j02) 8sn 03 Apeau uoilnjos
‘uonnjos ajeaysqns (gnl) auipizuaqgjAyaweaia) et ojenysqns gWl s8ns 23504
pinbi| an|q) asn 03 Apea. ‘asepixoJtad w uonnjos
ysipeJtas.aoy ay3 03 pajebnfuod su0.931s03sa] JO UOIIN|OS et @jebnfuo) ddH [NOD z6tcl
(pinbi| ssa]4n0j02) 9sn 03 Apead
‘anieAIasald yim ‘3uajuod aU049)S0)S9) 9.4 Jw s‘o WwinJIds [013U0) | TOYINOD 76120
umou| Jo bujujeuod ‘ewse|d uewny uo paseq uolnN|os
(spinbi| paJ)
asn 03 Apeau ‘aAanealasald w e’ P, }
yam ‘auo1a3solsal 2944 Jo Jw/bd Q0T pue 07 ‘v ‘T s e4qlied 9-¢ VO 2610
!Z°0 Buluiejuod ‘ewseld uewny uo paseq suoiin|os
(pinbij moj124)
asn 03 ApeaJ ‘aApeAsasald yum Jw 5o 1D J0jeiqljed T VD Z6120
‘3U04931503593 JO 934} ‘ewse|d uewny uo paseq uonn|os
9sn 03 ApeaJ
'3U0.93503}59) 9944 0} SaIPOgIIUe [RUO|DOUOW - 9je|dodIW | dLIN 930S Z612d

aulnNw yim pajeod ajejdosoiw duis auadAisAjod |jom-96

SLNINOdWOD 1IX ‘¥

Instruction version/date: 2024.01

Document: K2191E



K219IE

5. EQUIPMENT AND MATERIAL REQUIRED BUT NOT PROVIDED

- microplate photometer with 450 nm wavelength;

- dry thermostat for 37°C+1°C;

- automatic plate washer (optional);

- micropipettes with variable volume, range volume 5-1000 pL;
- graduated cylinder of 1000 mL capacity;

- distilled or deionized water;

- timer;

- vortex mixer;

- disposable gloves;

- absorbent paper.

6. WARNING AND PRECAUTIONS

In order to prevent incorrect results, strictly follow the recommended order and duration of
the analysis procedure.

6.1. The kit is for in vitro diagnostic use only. For professional laboratory use.

6.2. Follow the rules mentioned below during the kit using:

- do not use kit beyond expire date;

- do not use the kit if its packaging is damaged;

- in order to avoid contamination, use new tips to pipette samples and reagents;

- use only verified equipment;

- close each vial with its own cap, after using the reagent;

- do not use components of other kits or reagents of other manufacturers;

- do not let wells dry after completing the rinsing step; immediately proceed to the next
stage;

- avoid bubbles when adding reagents.

ATTENTION! The TMB substrate solution is light sensitive. Avoid prolonged exposure
of the component to light.

6.3. Some kit components, such as stop solution, substrate solution, and washing solution,
may cause toxic or irritant effects. If they get on the skin or mucosa, the affected area should
be washed with plenty of running water.

6.4. All human products, including patient samples, should be considered potentially
infectious. Handling and disposal should be in accordance with the procedures defined by an
appropriate national biohazard safety guidelines or regulations.

6.5. The Calibrators and Control Serum included in the kit are negative for antibodies to HIV
1,2, hepatitis C virus and HBsAg, but the reagents should be considered as potentially infectious
material and handled carefully.

6.6. Specimens must not contain any azide compounds, as they inhibit activity of peroxidase.

6.7. Wear protective gloves, protective clothing, eye protection, face protection.

6.8. Do not smoke, eat, drink or apply cosmetics in areas where specimens or kit reagents
are handled.

6.9. Safety Data Sheet for this product is available upon request directly from XEMA LLC.

6.10. Serious incidents related to the kit must be reported to the manufacturer, Authorized
Representative, and to the Competent Authority of the EU member state(s) where the incident
has occurred.
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7. SPECIMEN COLLECTION, TRANSPORTATION AND STORAGE OF SAMPLES

7.1. Blood sampling should be carried out from the cubital vein with a disposable needle
using a vacuum blood sampling system. Serum or plasma specimens should be clearly labeled
and identified. Serum must be separated from the clot as early as possible to avoid hemolysis
of red blood cells. If there are any visible particles in the sample, they should be removed by
centrifugation at 3000-5000 rpm for 20 minutes at room temperature or by filtration.

Don’t use samples with high lipidemia, hemolysis as they may give false test results.

7.2. Specimen should be stored at +2...48°C up to 3 days. Specimen held for a longer time,
should be placed in a freezer at -15°C or below; do not refreeze/thaw samples.

7.3. Forthe transportation of samples, itis recommended to use triple packaging. The primary
package is the labeled tube containing the sample. Secondary packaging is a polyethylene bag
that is hermetically closed with a zip-lock. The outer packaging is a heat-insulating container,
while the secondary packaging is placed in the outer packaging for transportation in the center
of the thermal container. Frozen refrigerants are placed on the bottom, along the side walls of
the thermal container, and cover the samples with them.

8. TRANSPORTATION AND STORAGE TERMS OF KIT, WASTE DISPOSAL

Information about the singularity storage conditions, transportation of the kit, and disposal
of waste should be taken into account by all persons who participate in these processes.

8.1. Transportation
The free Testosterone EIA kit should be transported in the manufacturer’s packaging at

+2...+8°C. Single transportation at the temperature up to 25°C for 5 days is acceptable.

8.2. Storage
The free Testosterone EIA kit should be stored in the manufacturer’s packaging at +2...4+8°C.

Do not freeze.
The kit contains reagents sufficient for 96 determinations including Calibrators and Control
Serum.
Once opened test-kit is stable for 2 months when stored properly as intended by manufacturer
at 2-8°C.
In case of partial use of the kit, the components should be stored in the following way:
- the remaining strips should be immediately resealed in the bag along with the silica gel,
closed with the zip-lock, and stored at +2...+8°C within 2 months;
- Substrate Solution, Stop Solution, and Washing Solution concentrate after opening the vial,
can be stored tightly closed at +2...+8°C until the kit’s shelf life;
- Conjugate Solution, Calibrators and Control Serum after opening the vial, can be stored
tightly closed at +2...+8°C within 2 months.

NOTE: Single freezing of Calibrators and Control Serum in aliquots is allowed.

- diluted washing solution can be stored at room temperature (+18...4+25°C) for up to 5 days or
at +2...+8°C for up to 14 days.
Kits that were stored in violation of the storage condition cannot be used.

8.3. Disposal
Expired kit components, used reagents and materials, as well as residual samples must be

inactivated and disposed of in accordance with legal requirements.
9. REAGENTS PREPARATION

9.1. All reagents (including microstrips) and test samples should be allowed to reach room
temperature (+18...4+25 °C) for at least 30 minutes before use.
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9.2. Microplate preparation
Open the package with the microplate and install the required number of strips into the

frame. The remaining strips should be immediately resealed in the bag along with the silica gel
and closed with the zip-lock to prevent moisture from affecting the plate’s strips.

9.3. Washing Solution preparation
Add the contents of the 22 mL Washing Solution concentrate vial to 550 mL of distilled or

deionized water and mix thoroughly. In case of partial use of the kit, take the necessary amount of
Washing Solution concentrate and dilute it 26 times with distilled or deionized water.
The spending of the components in case of partial use of the kit is given in the table:

Quantity of strips 1 > 3 4 5 6 7 8 9 10 11 12

Volume of the Wash-
ing Solution concen- | 1.8 3.6 5.4 7.2 9 10.8 | 12.6 | 14.4 | 16.2 18 19.8 22
trate, mL

Volume of water, mL | 45 90 | 135 | 180 | 225 | 270 | 315 | 360 | 405 | 450 | 495 | 550

10. ASSAY PROCEDURE

10.1. Put the desired number of strips into the frame based on the number of test samples in
2 replicates and 14 wells for Calibrators and Control serum (2 wells for each Calibrators
(CAL 1-6) and 2 wells for Control Serum (Q)).

10.2. Dispense 25 pL of Calibrators and Control Serum as well as 25 pL of test
serum/plasma samples (SAMP) to the wells of the microplate according to the
scheme below. The introduction of Calibrators, Control Serum and test samples should
be carried out within 5 minutes to ensure equal incubation time for the first and last
samples.

Note: during performing several independent series of tests, Calibrators, and Control Sample
should be used each time.

Scheme of introduction of samples

1 2 3 4 5 6 7 8 9 10 11 12
CAL1 | CAL1 | SAMP2 | SAMP2 [SAMP10|SAMP10
CAL2 | CAL2 | SAMP3 | SAMP3 [SAMP11|SAMP11
CAL3 | CAL3 | SAMP4 | SAMP4 [SAMP12|SAMP12
CAL4 | CAL4 | SAMP5 | SAMPS [SAMP13|SAMP13
CAL5 | CALS5 | SAMP6 | SAMP6 [SAMP14|SAMP14
CAL6 | CAL6 | SAMP7 | SAMP7 [SAMP15|SAMP15

Q Q SAMP8 | SAMPS

Qmm{O|[O|m|>

H | SAMP1 | SAMP1 | SAMP9 | SAMP9

10.3. Add 100 pL of the Conjugate Solution to all wells.

10.4. Carefully mix the contents of the microplate in a circular motion on a horizontal surface,
cover strips with a plate sealing tape and incubate for 120 minutes at +37°C.
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At the end of the incubation period, remove and discard the plate cover. Aspirate and
wash each well 5 times using an automatic washer or an 8-channel dispenser. For
each washing, add 300 pL of Washing Solution (see 9.3) to all wells, then remove the
liquid by aspiration or decantation. The residual volume of the Washing Solution after
each aspiration or decantation should be no more than 5pL. After washing, carefully
remove the remaining liquid from the wells on the absorbent paper. For the automatic
washer/analyzer, the Washing Solution volume can be increased to 350 pL.

Add 100 pL of Substrate Solution to all wells. The introduction of the substrate
solution into the wells must be carried out within 2-3 minutes. Incubate the microplate
in the dark at room temperature (+18...+25°C) for 15 minutes.

Add 100 pL of Stop Solution to all wells in the same order as the substrate solution.
After adding the Stop Solution, the contents of the wells turn yellow.

Read the optical density (OD) of the wells at 450nm using a microplate photometer
within 5 minutes of adding the Stop Solution.

Plot a calibration curve in semi-logarithmic coordinates: (x) is the decimal logarithm
of the free testosterone concentration in the Calibrators pg/mL, (y) — OD versus
free testosterone concentration (OD 450 nm). Manual or computerized data
reduction is applicable at this stage. For the algorithm calculation (approximation)
of the calibration curve, using the interval (segment-linear, point-to-point) method is
recommended. Adjust the concentration of CAL1 to an infinitesimally small value, for
example, 0.001 pg/mL.

Determine the corresponding concentration of free testosterone in tested samples
from the calibration curve.

11. TEST VALIDITY

The test run shall be considered valid if the OD of CAL1 is above 1.2, and the values of the
Control Serum fall into the required range (see Quality control Data Sheet).

12. EXPECTED VALUES

Therapeutical consequences should not be based on the results of IVD methods alone - all
available clinical and laboratory findings should be used by a physician to elaborate therapeutically
measures. Each laboratory should establish its own normal range for free testosterone. Based on
data obtained by XEMA, the following normal range is recommended (see below).

NOTE: values of free testosterone concentrations in the tested samples that are below the LoD
(0.06 pg/mL) and also exceed the value of the upper calibrator (100 pg/mL) should be provided in the
following form: «the free testosterone concentration of tested sample X is «lower than 0.06 pg/mL» or «higher
than 100 pg/mL» .

Units, pg/mL
Sex, age P .
Lower limit Upper limit
Males 4.5 42
Females - 4.1
Females post menopausal 0.1 4.7
Document: K219IE Instruction version/date: 2024.01
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13. PERFORMANCE CHARACTERISTICS

13.1. Analytical performance characteristics

13.1.1 Precision of M rement
Repeatability (Intra assay repeatability) was determined by evaluation the coefficient of
variation (CV) for 2 different samples during 1 day in 24 replicates on one series of ELISA kit.

Sample Concentration, pg/mL W, %
1 10.4 3.46
2 5.6 4.39

Reproducibility (Inter assay reproducibility) was determined by evaluating the coefficients
of variation for 2 samples during 5 days in 8-replicate determinations.

Sample Concentration, pg/mL WV, %
1 10.2 2.33
2 5.1 7.43

Reproducibility between lots was investigated by testing samples for one day on three lots.
Each sample was run in 8 replicates.

Concentration1,| Concentration2, | Concentration3,
Sample pg/mL pg/mL pg/mL v, %
1 10.5 10.8 10.6 1.44
2 5.4 5.5 5.7 2.76

13.1.2 Trueness

The trueness of measurement is the degree of closeness of the average value obtained
from a large number of measurement results to the true value. The bias of the measurement
result (bias of measurements) is the difference between the mathematical expectation of the
measurement result and the true value of the measurand. The bias was calculated for each
sample and it was determined that it corresponds to the specified limits of £ 10%.

13.1.3 Linearity
Linearity was determined using sera samples with known free testosterone concentration

(low and high) and mixing them with each other and buffer solution in different proportions.
According to the measurements, linear range of kit is 0.2-100 pg/mL £10%.

13.1.4 Analytical sensitivity

Limit of detection (LoD) - the lowest free testosterone concentration in the serum or plasma
sample that is detected by the free Testosterone EIA kit is no lower than 0.06 pg/mL.

Limit of quantification (LoQ) - the lowest concentration of the analyte in the sample that is
determined quantitatively with the declared trueness for free Testosterone EIA kit is 0.2 pg/mL.

13.1.5 Analytical specificity

For the analysis result is not affected by the presence in the sample of bilirubin in a
concentration of up to 0.21 mg/mL and hemoglobin in a concentration of up to 10 mg/mL.
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The cross-reactivity of free testosterone with other analytes is shown in the table:

Analyte Cross-reactivity, %
5-alpha-dehydrotestosterone 16
Androstendiol 1.0
Androstendione 0.4
Androstendione < 0.1
Dehydroepiandrosterone < 0.1
Progesterone <0.1
Estradiol, Estriol < 0.01
Cortisol,Pregnenolone < 0.01
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BigZinax) caHiTapHoeniaeMionoriYyHMx yCTaHOB cucTeMu MiHicTepcTBa 0XOpoHu 340poB s CPCP
(HAOTM 9.1.50-1.09-81)
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Temperature limit

Contains sufficient for <n> tests
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Consult instructions for use

Conformity Marking with technical regulations in
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Authorized representative in the European Com-
munity/European Union

N
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For any issues related to operation of the kit and technical support,
please contact by telefon number

+38 044 294-69-78

or write to:

ga@xema.com.ua

XEMA LLC
Akademika Yefremova St. 23

03179, Kyiv, Ukraine
tel..+38 044 422-62-16
tel.:+38 044 294-69-78
E-mail: ga@xema.com.ua
www.xema.com.ua
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Instruction for use
A solid-phase enzyme immunoassay kit
for the quantitative determination of free f human chorionic
gonadotropin in human serum or plasma
free B-HCGEIA

1. INTENDED USE

The free B-HCG EIA kit is an enzyme immunoassay, intended for the quantitative
determination of free B human chorionic gonadotropin concentration in human serum
or plasma.

The field of application is clinical laboratory diagnostics.

2. GENERAL INFORMATION

Human chorionic gonadotropin (HCG) is a glycoprotein hormone secreted by
trophoblastic cells of placenta during pregnancy. HCG appears in blood and urine in
about 7-13 day after fertilization, reaching its maximum by the end of the first trimester.
An intact molecule of HCG consists of two non-covalently bound polypeptide chains:
a- and B-subunits. B-subunit is specific for HCG hormone while a-chain is identical in
TSH, LH, FSH and HCG.

Normally, blood levels of free a- and B-chains reach not more than 0.5-1.0% of
intact HCG level and during pregnancy vary in parallel with intact HCG. Recently, it
was shown that, compared to control, a significant elevation of free B-chain is found
in trisomy 21 (Down syndrome), the most pronounced difference being found during
weeks 8-9 of pregnancy. That is why determination of free B-chain of HCG in conjunction
with other markers (PABB-A, AFP) may be used to estimate risk of congenital pathology
of the fetus.

In oncology, a marked rise of free B-chain in blood is found in trophoblastic and
germinal tumours (choriocarcinoma, carcinoma of ovaries, etc.).

3. TEST PRINCIPLE

The determination of free B-HCG is based on the two-site sandwich enzyme
immunoassay principle. On the inner surface of the microplate wells are immobilized
specific murine monoclonal antibodies to human free B-HCG. Second antibodies -
murine monoclonal antibodies to human free B-HCG conjugated to the horseradish
peroxidase is used as enzyme conjugate. The analysis procedure includes three stages
of incubation:

- during the first stage free B-HCG from the specimen is captured by the antibodies
coated onto the microwell surface;

- during the second stage horseradish peroxidase-conjugated monoclonal antibodies
bind to free epitopes of immobilized free B-HCG, fixed in the formed at the previous
stage complexes;

- during the third stage, the complexes formed due to the reaction with the
chromogen 3,3’,5,5'-tetramethylbenzidine are visualized.

After stopping the reaction with a stop solution, the intensity of the color of the
microwells is measured. The optical density in the microwell is directly related to the
quantity of the measured free B-HCG in the serum specimen (plasma).

The concentration is determined according to the calibration graph of the dependence
of the optical density on the content of free B-HCG in the calibration samples.
Document: K235IE Instruction version/date: 2023.01
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5. EQUIPMENT AND MATERIAL REQUIRED BUT NOT PROVIDED

- microplate photometer with 450 nm wavelength or 450\620-680 nm;
- dry thermostat for +37 °C£2°C;

- automatic plate washer (optional);

- micropipettes with variable volume, range volume 5-1000 pL;

- graduated cylinder of 1000 mL capacity;

- distilled or deionized water;

- timer;

- vortex mixer;

- disposable gloves;

- absorbent paper.

6. WARNING AND PRECAUTIONS

In order to prevent incorrect results, strictly follow the recommended order and
duration of the analysis procedure.

6.1. The kit is for in vitro diagnostic use only. For professional laboratory use.

6.2. Follow the rules mentioned below during the kit using:

- do not use kit beyond expire date;

- do not use the kit if its packaging is damaged;

- in order to avoid contamination, use new tips to pipette samples and reagents;

- use only verified equipment;

- close each vial with its own cap, after using the reagent;

- do not use components of other kits or reagents of other manufacturers;

- do not let wells dry after completing the rinsing step; immediately proceed to the
next stage;

- avoid bubbles when adding reagents.

ATTENTION! The TMB substrate solution is light sensitive. Avoid prolonged
exposure of the component to light.

6.3. Some kit components, such as stop solution, substrate solution, and washing
solution, may cause toxic or irritant effects. If they get on the skin or mucosa, the
affected area should be washed with plenty of running water.

6.4. Allhuman products, including patient samples, should be considered potentially
infectious. Handling and disposal should be in accordance with the procedures defined
by an appropriate national biohazard safety guidelines or regulations.

6.5. The Calibrators and Control Serum included in the kit are negative for antibodies
to HIV 1,2, hepatitis C virus and HBsAg, but the reagents should be considered as
potentially infectious material and handled carefully.

6.6. Specimens must not contain any azide compounds, as they inhibit activity of
peroxidase.

6.7. Wear protective gloves, protective clothing, eye protection, face protection.

6.8. Do not smoke, eat, drink or apply cosmetics in areas where specimens or kit
reagents are handled.

6.9. Safety Data Sheet for this product is available upon request directly from
XEMA LLC.

6.10. Serious incidents related to the kit must be reported to the manufacturer,
Authorized Representative, and to the Competent Authority of the EU member state(s)
where the incident has occurred.
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7. SPECIMEN COLLECTION, TRANSPORTATION AND STORAGE OF SAMPLES

7.1. Blood sampling should be carried out from the cubital vein with a disposable
needle using a vacuum blood sampling system. Serum or plasma specimens should
be clearly labeled and identified. Serum must be separated from the clot as early as
possible to avoid hemolysis of red blood cells. If there are any visible particles in the
sample, they should be removed by centrifugation at 3000-5000 rpm for 20 minutes at
room temperature or by filtration.

Don’t use samples with high lipidemia, hemolysis as they may give false test results.

7.2. Specimen should be stored at +2...4+8°C up to 3 days. Specimen held for a
longer time, should be placed in a freezer at -15°C or below; do not refreeze/thaw
samples.

7.3. For the transportation of samples, it is recommended to use triple packaging.
The primary package is the labeled tube containing the sample. Secondary packaging
is a polyethylene bag that is hermetically closed with a zip-lock. The outer packaging
is a heat-insulating container, while the secondary packaging is placed in the outer
packaging for transportation in the center of the thermal container. Frozen refrigerants
are placed on the bottom, along the side walls of the thermal container, and cover the
samples with them.

8. TRANSPORTATION AND STORAGE TERMS OF KIT, WASTE DISPOSAL

Information about the singularity storage conditions, transportation of the kit, and
disposal of waste should be taken into account by all persons who participate in these
processes.

8.1. Transportation

The free B-HCG EIA kit should be transported in the manufacturer’s packaging at
+2...+8°C. Single transportation at the temperature up to 25°C for 5 days is acceptable.

8.2. Storage

The free B-HCG EIA kit should be stored in the manufacturer’s packaging at
+2...+8°C. Do not freeze.

The kit contains reagents sufficient for 96 determinations including Calibrators and
Control Serum.

Once opened test-kit is stable for 2 months when stored properly as intended by
manufacturer at 2-8°C.

In case of partial use of the kit, the components should be stored in the following way:
- strips that remain unused must be carefully sealed with the plate sealing tape and

stored at +2...+8°C within 2 months;

- EIA Buffer, Substrate Solution, Stop Solution, and Washing Solution concentrate
after opening the vial, can be stored tightly closed at +2...+8°C until the kit’s shelf
life;

- Conjugate Solution, Calibrators and Control Serum after opening the vial, can be
stored tightly closed at +2...+8°C within 2 months;

NOTE: Single freezing of Calibrators and Control Serum in aliquots is allowed.

- diluted Washing Solution can be stored at room temperature (+18...4+25°C) for up to
5 days or at +2...48°C for up to 14 days.

Kits that were stored in violation of the storage condition cannot be used.

8.3. Disposal

Expired kit components, used reagents and materials, as well as residual samples
must be inactivated and disposed of in accordance with legal requirements.
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9. REAGENTS PREPARATION

9.1. All reagents (including microstrips) and test samples should be allowed to
reach room temperature (+18...425 °C) for at least 30 minutes before use.

9.2. Microplate preparation
Open the package with the microplate and install the required number of strips into

the frame. Unused strips must be sealed with plate sealing tape to prevent moisture
from affecting the plate’s holes and placed back in the bag.

9.3. Washing solution preparation
Add the contents of the 22 mL washing solution concentrate vial to 550 mL of

distilled or deionized water and mix thoroughly. In case of partial use of the kit, take the
necessary amount of washing solution concentrate and dilute it 26 times with distilled or
deionized water.

The spending of the components in case of partial use of the kit is given in the table:

Quantity of
strips

Volume of

the washing
solution con-
centrate, mL

Volume of
water, mL

9.4. Samples preparation
If suggested analyte concentration in the sample exceeds the 250 ng/mL, additionally

dilute this sample accordingly, using EIA Buffer. Use of other buffers or reagents for
sample dilution may lead to incorrect measurement.

NOTE: in order to obtain reliable results, we recommend to use several successive dilutions of
the blood serum (plasma) sample.

10. ASSAY PROCEDURE

1 2 3 4 5 6 7 8 9 10 11 12

1.8 3.6 54 | 7.2 9 10.8 | 12.6 | 144 | 16.2 | 18 |19.8 | 22

45 90 135 | 180 | 225 | 270 | 315 | 360 | 405 | 450 | 495 | 550

10.1 Put the desired number of strips into the frame based on the number of test

samples in 2 replicates and 12 wells for Calibrators and Control Serum (2 wells for
each Calibrator (CAL 1-5) and 2 wells for Control Serum (Q)).

10.2 If necessary, dilute the test samples as described in 9.4
10.3 Dispense 100 pL of EIA Buffer to all wells.

10.4 Dispense 20 pL of Calibrators and Control Serum as well as 20 pL of test
serum/plasma samples (SAMP) to the wells of the microplate according to the
scheme below. The introduction of Calibrators, Control Serum and test samples
should be carried out within 5 minutes to ensure equal incubation time for the
first and last samples.

NOTE: during performing several independent series of tests, Calibrators, and Control
Serum should be used each time.
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10.6

10.7
10.8
10.9

10.10

10.11

10.12

10.13

10.14

XEMA

Scheme of introduction of samples
1 2 3 4 5 6 7 8 9 (10 | 11 | 12
CAL1 | CAL1 | SAMP3 | SAMP3 [SAMP11|SAMP11

CAL2 | CAL2 | SAMP4 | SAMP4 [SAMP12[SAMP12
CAL3 | CAL3 | SAMP5 | SAMP5
CAL4 | CAL4 | SAMP6 | SAMP6
CALS5 | CALS5 | SAMP7 | SAMP7

Q Q | SAMP8 | SAMP8
SAMP1|SAMP1| SAMP9 | SAMP9
H |SAMP2(SAMP2|SAMP10|SAMP10

QO|mm{U|O|m|>

Carefully mix the contents of the microplate in a circular motion on a horizontal
surface, cover strips with a plate sealing tape and incubate for 30 minutes at
+37°C.

At the end of the incubation period, remove and discard the plate cover. Aspirate
and wash each well 3 times using an automatic washer or an 8-channel dispenser.
For each washing, add 300 pL of Washing Solution (see 9.3) to all wells, then
remove the liquid by aspiration or decantation. The residual volume of the
Washing Solution after each aspiration or decantation should be no more than
5uL. After washing, carefully remove the remaining liquid from the wells on
the absorbent paper. For the automatic washer/analyzer, the Washing Solution
volume can be increased to 350 pL.

Add 100 pL of the Conjugate Solution to all wells.
Cover strips with a plate sealing tape and incubate for 30 minutes at +37°C.

At the end of the incubation period, aspirate and wash each well 5 times as
described in 10.6.

Add 100 pL of Substrate Solution to all wells. The introduction of the Substrate
Solution into the wells must be carried out within 2-3 minutes. Incubate the
microplate in the dark at room temperature (+18...4+25°C) for 15 minutes.

Add 100 pL of Stop Solution to all wells in the same order as the Substrate
Solution. After adding the Stop Solution, the contents of the wells turn yellow.

Read the optical density (OD) of the wells at 450nm and reference light filters
620-680 nm using a microplate photometer within 5 minutes of adding the stop
solution. Set photometer blank on CAL1.

Plot a calibration curve in linear coordinates: (x) is the concentration of free
B-HCG in the Calibrators ng/mL, (y) - OD versus concentration of free B-HCG
(OD 450 nm / 620-680 nm). Manual or computerized data reduction is applicable
at this stage. Point-by-point or linear data reduction is recommended due to non-
linear shape of curve.

Determine the corresponding concentration of free B-HCG in tested samples
from the calibration curve. In the case of preliminary dilution of the test sample
(see 9.4), the obtained result should be multiplied by the dilution factor.
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11. TEST VALIDITY

The test run shall be considered valid if the OD of CAL1 is above 0.15, and the values
of the Control Serum fall into the required range (see Quality control Data Sheet).

12. EXPECTED VALUES

12.1. Therapeutical consequences should not be based on results of IVD methods
alone - all available clinical and laboratory findings should be used by a physician to
elaborate therapeutically measures. Each laboratory should establish its own normal
range for free B-HCG. Based on data obtained by XEMA LLC, the following normal range
is recommended (see below).

NOTE: values of free B-HCG concentrations in the tested samples that are below the LoD
(1 ng/mL) and also exceed the value of the upper calibrator (250 ng/mL) should be provided in
the following form : «the free 8-HCG concentration of tested sample X is «lower than 1 ng/mL» or
«higher than 250 ng/mL»

12.2. Expected values and references for the first trimester of pregnancy during
calculating the risk of Down syndrome.

The medians below are based on using this kit during analyzing 2108 sera from
pregnant women.

The values shown in the table are for guidance only and can be used to calculate
the risk of Down syndrome only at the accumulation stage of own medians in each
laboratory. The median values may differ depending on geographic areas due to racial
and population characteristics.

Pregnancy, week Median, ng/mL SD
9 64.3 0.67
10 62 0.62
11 49.2 0.64
12 39.5 0.60
13 39 0.64

12.3. Expected values and references for the second trimester of pregnancy during
calculating the risk of Down syndrome.

The data below are based on the analysis of 644 sera from pregnant women in
the laboratory of XEMA LLC. Pregnancy dates were determined by the date of the last
menstrual period and rounded to the nearest whole month.

The data in the table are for guidance only and are not intended to calculate the
risk of Down syndrome.

Units, ng/mL
Pregnancy, week Lower limit Upper limit
14 21.8 31
15 20.3 28
16 13.3 23
17 11.1 19.9
18 9.9 19.4

Medians and SD (the recommended range of references is 0.5-2.0 MoM).
As new data on medians are accumulated depending on new data - please send
your data to control@xema.com.ua.
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13. PERFORMANCE CHARACTERISTICS

13.1. Analytical performance characteristics

13.1.1 Precision of Measurement

Repeatability (Intra assay repeatability) was determined by evaluation the
coefficient of variation (CV) for 2 different samples during 1 day in 24 replicates on one
series of ELISA Kkit.

Sample Concentration, ng/mL CV, %
1 8 1.56
2 232 2.17

Reproducibility (Inter assay reproducibility) was determined by evaluating the
coefficients of variation for 2 samples during 5 days in 8-replicate determinations.

Sample Concentration, ng/mL v, %
1 8.17 7.33
2 232.7 2.45

Reproducibility between lots was investigated by testing samples for one day on
three lots. Each sample was run in 8 replicates.

Concentration1, | Concentration2, | Concentration3,
Sample ng/mL ng/mL ng/mL o
1 8.14 8.65 8.23 3.26
2 230.4 234.7 232.46 0.92

13.1.2 Trueness

The trueness of measurement is the degree of closeness of the average value
obtained from a large number of measurement results to the true value. The bias of the
measurement result (bias of measurements) is the difference between the mathematical
expectation of the measurement result and the true value of the mezhurand. The
bias was calculated for each sample and it was determined that it corresponds to the
specified limits of £ 10%.

13.1.3 Linearity

Linearity was determined using sera samples with known free B-HCG concentration
(low and high) and mixing them with each other and buffer solution in different
proportions. According to the measurements, linear range of kit is 10-250 ng/mL £10%.

13.1.4 Analytical sensitivity

Limit of detection (LoD) - the lowest free B-HCG concentration in the serum or
plasma sample that is detected by the free B-HCG EIA kit is no lower than 1 ng/mL.

Limit of quantification (LoQ) - the lowest concentration of the analyte in the sample
that is determined quantitatively with the declared trueness for free B-HCG EIA kit is
10 ng/mL.

13.1.5 Analytical specificity

For the analysis result is not affected by the presence in the sample of bilirubin
in a concentration of up to 0.21 mg/mL and hemoglobin in a concentration of up to
10 mg/mL.

Document: K235IE Instruction version/date: 2023.01



K235IE

The cross-reactivity of free B-HCG with other analytes is shown in the table:

Analyte Cross-reactivity, %
LH <1
FSH < 0.2
Prolactin < 0.5
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Instruction for use
A solid-phase enzyme immunoassay kit
for the quantitative determination of
pregnancy-associated plasma protein A
in human serum or plasma
PAPP-A EIA

1. INTENDED USE

The PAPP-A EIA kit is an enzyme immunoassay, intended for the quantitative
determination of pregnancy-associated plasma protein A in human serum or plasma.
The field of application is clinical laboratory diagnostics.

2. GENERAL INFORMATION

PAPP-A (pregnancy-associated plasma protein A) is a high molecular weight
glycoprotein consisting of two subunits. In normal pregnancy, PAPP-A level in maternal
blood increases during the first two trimesters. Functional significance of PAPP-A during
pregnancy remains unclear.

Lowered levels of PAPP-A are observed in Down’s syndrome (trisomy 21) during
weeks 8-12; after week 14, PAPP-A levels become similar to those in normal pregnancies.
Low PAPP-A levels are also found in other trisomies (18 and 13) and chromosomal
abnormalities in the fetus and in complicated pregnancies.

Determination of PAPP-A level in the first trimester is used in the following
combinations of tests:

- PAPP-A + free beta-HCG.
- PAPP-A + free beta-HCG + USI of nuchal translucency.

In men and non-pregnant women, PAPP-A level is extremely low - usually, it is below
the sensitivity level of most immunoassays. Recently, some evidence has appeared to
confirm a link between raised PAPP-A levels and increased risk of complications in
patients with coronary disease.

3. PRINCIPLE OF THE TEST

The determination of the pregnancy-associated plasma protein A (PAPP-A) is
based on the two-site sandwich enzyme immunoassay principle. On the inner surface
of the microplate wells are immobilized specific murine monoclonal antibodies to
human PAPP-A. Second antibodies — murine monoclonal antibodies to human PAPP-A
conjugated to the horseradish peroxidase is used as enzyme conjugate. The analysis
procedure includes two stages of incubation:

- during the first stage PAPP-A from the specimen is captured by the antibodies
coated onto the microwell surface, as well as horseradish peroxidase-conjugated
monoclonal antibodies bind to free epitopes of immobilized PAPP-A;

- during the second stage, the complexes formed due to the reaction with the
chromogen 3,3’,5,5'-tetramethylbenzidine are visualized.

After stopping the reaction with a stop solution, the intensity of the color of the
microwells is measured. The optical density in the microwell is directly related to the
quantity of the measured PAPP-A in the serum specimen (plasma).

The concentration is determined according to the calibration graph of the
dependence of the optical density on the content of PAPP-A in the calibration samples.
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5. EQUIPMENT AND MATERIAL REQUIRED BUT NOT PROVIDED

- microplate photometer with 450 nm wavelength or 450\620-680 nm;
- dry thermostat for +37°C+2°C;

- automatic plate washer (optional);

- micropipettes with variable volume, range volume 5-1000 pL;

- graduated cylinder of 1000 mL capacity;

- distilled or deionized water;

- timer;

- vortex mixer;

- disposable gloves;

- absorbent paper.

6. WARNING AND PRECAUTIONS

In order to prevent incorrect results, strictly follow the recommended order and
duration of the analysis procedure.

6.1. The kit is for in vitro diagnostic use only. For professional laboratory use.

6.2. Follow the rules mentioned below during the kit using:

- do not use kit beyond expire date;

- do not use the kit if its packaging is damaged;

- in order to avoid contamination, use new tips to pipette samples and reagents;

- use only verified equipment;

- close each vial with its own cap, after using the reagent;

- do not use components of other kits or reagents of other manufacturers;

- do not let wells dry after completing the rinsing step; immediately proceed to the
next stage;

- avoid bubbles when adding reagents.

ATTENTION! The TMB substrate solution is light sensitive. Avoid prolonged
exposure of the component to light.

6.3. Some kit components, such as stop solution, substrate solution, and washing
solution, may cause toxic or irritant effects. If they get on the skin or mucosa, the
affected area should be washed with plenty of running water.

6.4. Allhuman products, including patient samples, should be considered potentially
infectious. Handling and disposal should be in accordance with the procedures defined
by an appropriate national biohazard safety guidelines or regulations.

6.5. The Calibrators and Control Serum included in the kit are negative for antibodies
to HIV 1,2, hepatitis C virus and HBsAg, but the reagents should be considered as
potentially infectious material and handled carefully.

6.6. Specimens must not contain any azide compounds, as they inhibit activity of
peroxidase.

6.7. Wear protective gloves, protective clothing, eye protection, face protection.

6.8. Do not smoke, eat, drink or apply cosmetics in areas where specimens or kit
reagents are handled.

6.9. Safety Data Sheet for this product is available upon request directly from
XEMA LLC.

6.10. Serious incidents related to the kit must be reported to the manufacturer,
Authorized Representative, and to the Competent Authority of the EU member state(s)
where the incident has occurred.
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7. SPECIMEN COLLECTION, TRANSPORTATION AND STORAGE OF SAMPLE

7.1. Blood sampling should be carried out from the cubital vein with a disposable
needle using a vacuum blood sampling system. Serum or plasma specimens should
be clearly labeled and identified. Serum must be separated from the clot as early as
possible to avoid hemolysis of red blood cells. If there are any visible particles in the
sample, they should be removed by centrifugation at 3000-5000 rpm for 20 minutes at
room temperature or by filtration.

Don’t use samples with high lipidemia, hemolysis as they may give false test results.

7.2. Specimen should be stored at +2...48°C up to 3 days. Specimen held for a
longer time, should be placed in a freezer at -15°C or below; do not refreeze/thaw
samples.

7.3. For the transportation of samples, it is recommended to use triple packaging.
The primary package is the labeled tube containing the sample. Secondary packaging
is a polyethylene bag that is hermetically closed with a zip-lock. The outer packaging
is a heat-insulating container, while the secondary packaging is placed in the outer
packaging for transportation in the center of the thermal container. Frozen refrigerants
are placed on the bottom, along the side walls of the thermal container, and cover the
samples with them.

8. TRANSPORTATION AND STORAGE TERMS OF KIT, WASTE DISPOSAL

Information about the singularity storage conditions, transportation of the kit, and
disposal of waste should be taken into account by all persons who participate in these
processes.

8.1. Transportation
The PAPP-A EIA kit should be transported in the manufacturer’s packaging at
+2...4+8°C. Single transportation at the temperature up to 25°C for 5 days is acceptable.

8.2. Storage
The PAPP-A EIA kit should be stored in the manufacturer’s packaging at +2...+8°C.

Do not freeze.
The kit contains reagents sufficient for 96 determinations including Calibrators and
Control Serum.
Once opened test-kit is stable for 2 months when stored properly as intended by
manufacturer at 2-8°C.
In case of partial use of the kit, the components should be stored in the following way:
- strips that remain unused must be carefully sealed with the plate sealing tape and
stored at +2...+8°C within 2 months;
- Substrate Solution, Stop Solution, and Washing Solution concentrate after opening
the vial, can be stored tightly closed at +2...+8°C until the kit’s shelf life;
- Conjugate Solution, Calibrators and Control Serum after opening the vial, can be
stored tightly closed at +2...4+8°C within 2 months;
- diluted Washing Solution can be stored at room temperature (+18...425°C) for up to
5 days or at +2...+8°C for up to 14 days.
Kits that were stored in violation of the storage condition cannot be used.

8.3. Disposal
Expired kit components, used reagents and materials, as well as residual samples
must be inactivated and disposed of in accordance with legal requirements.
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9. REAGENTS PREPARATION

9.1. All reagents (including microstrips) and test samples should be allowed to

reach room temperature (+18...425 °C) for at least 30 minutes before use.

9.2. Microplate preparation

Open the package with the microplate and install the required number of strips into

the frame. Unused strips must be sealed with plate sealing tape to prevent moisture
from affecting the plate’s holes and placed back in the bag.

9.3. Washing Solution preparation

Add the contents of the 22 mL Washing Solution concentrate vial to 550 mL of

distilled or deionized water and mix thoroughly. In case of partial use of the kit, take the
necessary amount of Washing Solution concentrate and dilute it 26 times with distilled
or deionized water.

The spending of the components in case of partial use of the kit is given in the table:
Quantity of
strips
Volume of
the Washing
Solution con-
centrate, mL

Volume of
water, mL

1 2 3 4 5 6 7 8 9 10 11 12

1.8 | 3.6 | 54 | 7.2 9 10.8 | 12.6 | 14.4 | 16.2 | 18 |19.8 | 22

45 90 | 135 | 180 | 225 | 270 | 315 | 360 | 405 | 450 | 495 | 550

10. ASSAY PROCEDURE

10.1 Put the desired number of strips into the frame based on the number of test
samples in 2 replicates and 14 wells for Calibrators and Control Serum (2 wells for
each Calibrator (CAL 1-6) and 2 wells for Control Serum (Q)).

10.2 Dispense 100 L of Conjugate Solution to all wells.

10.3 Dispense 20 uL of Calibrators and Control Serum as well as 20 pL of test
serum/plasma samples (SAMP) to the wells of the microplate according to the
scheme below. The introduction of Calibrators, Control Serum and test samples
should be carried out within 5 minutes to ensure equal incubation time for the
first and last samples.
NOTE: during performing several independent series of tests, Calibrators, and Control
Serum should be used each time.
Scheme of introduction of samples

1 2 3 4 5 6 7 8 9 [ 10 | 11 | 12

CAL1 | CAL1 | SAMP2 | SAMP2 |SAMP10|SAMP10

CAL2 | CAL2 | SAMP3 | SAMP3 [SAMP11{SAMP11

CAL3 | CAL3 | SAMP4 | SAMP4 [SAMP12[SAMP12
CAL4 | CAL4 | SAMPS | SAMPS
CAL5 | CAL5 | SAMP6 | SAMP6
CAL6 | CAL6 | SAMP7 | SAMP7
Q Q |sAmPs |samPs
H |SAMP1|SAMP1| SAMPY | SAMPY

Q|mm{OlO|m|>
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10.4 Carefully mix the contents of the microplate in a circular motion on a horizontal

surface, cover strips with a plate sealing tape and incubate for 60 minutes at
+37°C.

10.5 At the end of the incubation period, remove and discard the plate cover. Aspirate
and wash each well 5 times using an automatic washer or an 8-channel dispenser.
For each washing, add 300 pL of Washing Solution (see 9.3) to all wells, then
remove the liquid by aspiration or decantation. The residual volume of the
Washing Solution after each aspiration or decantation should be no more than
5uL. After washing, carefully remove the remaining liquid from the wells on the
absorbent paper. For the automatic washer/analyzer, the wash solution volume
can be increased to 350 pL.

10.6 Add 100 pL of Substrate Solution to all wells. The introduction of the Substrate
Solution into the wells must be carried out within 2-3 minutes. Incubate the
microplate in the dark at room temperature (+18...4+25°C) for 15 minutes.

10.7 Add 100 pL of Stop Solution to all wells in the same order as the Substrate
Solution. After adding the Stop Solution, the contents of the wells turn yellow.

10.8 Read the optical density (OD) of the wells at 450nm and reference light filters
620-680 nm using a microplate photometer within 5 minutes of adding the Stop
Solution. Set photometer blank on CAL1.

10.9 Plot a calibration curve in linear coordinates: (x) is the PAPP-A concentration
in the calibrators mU/L, (y) - OD versus PAPP-A concentration (OD 450 nm /
620-680 nm). Manual or computerized data reduction is applicable at this stage.
Point-by-point or linear data reduction is recommended due to non-linear shape
of curve.

10.10 Determine the corresponding concentration of PAPP-A in tested samples from the
calibration curve.

11. TEST VALIDITY

The test run shall be considered valid if the OD of CAL1 is above 0.15, and the values
of the Control Serum fall into the required range (see Quality control Data Sheet).

12. EXPECTED VALUES

12.1. Therapeutical consequences should not be based on results of IVD methods
alone - all available clinical and laboratory findings should be used by a physician to
elaborate therapeutically measures. Each laboratory should establish its own normal
range for PAPP-A. Based on data obtained by XEMA LLC, the following normal range is
recommended (see below).

12.2. The medians below are based on the analysis of 1840 sera from pregnant
women using this kit.

The values shown in the table are for guidance only and can be used to calculate
the risk of Down syndrome only if each laboratory has accumulated its own medians.
The median values may differ in different geographic areas due to racial and population
characteristics.

NOTE: values of PAPP-AP concentrations in the tested samples that are below the LoD
(10mU/L) and also exceed the value of the upper Calibrator (10000 mU/L) should be provided
in the following form : «the PAPP-A concentration of tested sample X is «lower than 10 mU/L» or
«higher than 10000 mU/L».

Document: K238IE Instruction version/date: 2023.03



The calibrators concentration values of the PAPP-A EIA kit are expressed in mU/L.
To calculate concentrations in ug/mL, the received concentration value in mU/L shall be
multiplied by 0.0045.

1 mU/L = 0.0045 pg/mL

Males 0.68
Females - 150 - 0.68

Medians and SD (the recommended range of references is 0.5-2.0 MoM).

9 969 2.9

10 1279 3.3
11 2153 3.4
12 3205 3.4
13 4250 3.6

13. PERFORMANCE CHARACTERISTICS

13.1. Analytical performance characteristics

13.1.1 Precision of Measurement

Repeatability (Intra assay repeatability) was determined by evaluation the
coefficient of variation (CV) for 2 different samples during 1 day in 24 replicates on one
series of ELISA Kkit.

2319 7.76
2 4879 7.08

Reproducibility (Inter assay reproducibility) was determined by evaluating the
coefficients of variation for 2 samples during 5 days in 8-replicate determinations.

5342 7.81
2 7853 7.92

Reproducibility between lots was investigated by testing samples for one day on
three lots. Each sample was run in 8 replicates.

4573 4765 4329 13.6
2 6634 6532 6791 8.1
Document: K238IE Instruction version/date: 2023.03
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13.1.2 Trueness

The trueness of measurement is the degree of closeness of the average value
obtained from a large number of measurement results to the true value. The bias of the
measurement result (bias of measurements) is the difference between the mathematical
expectation of the measurement result and the true value of the mezhurand. The
bias was calculated for each sample and it was determined that it corresponds to the
specified limits of £ 10%.

13.1.3 Linearit

Linearity was determined using sera samples with known PAPP-A concentration (low
and high) and mixing them with each other and buffer solution in different proportions.
According to the measurements, linear range of kit is 100-1000 mU/L £10%.

13.1.4 Analytical sensitivity
Limit of detection (LoD) - the lowest PAPP-A concentration in the serum or plasma

sample that is detected by the PAPP-A EIA kit is no lower than 10 mU/L.

Limit of quantification (LoQ) - the lowest concentration of the analyte in the
sample that is determined quantitatively with the declared trueness for PAPP-A EIA kit
is 50muU/L.

13.1.5 Hook Effect
Hook effect is absent for all samples up to reasonably foreseen concentrations
10000 mU/L.

13.1.6 Analytical specificity

For the analysis result is not affected by the presence in the sample of bilirubin
in a concentration of up to 0.21 mg/mL and hemoglobin in a concentration of up to
10 mg/mL.
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Manufacturer

IVD

In vitro diagnistic medical device

Catalogue number

&

Use-by date

(o)

Batch code

Temperature limit

Contains sufficient for <n> tests

Caution

Consult instructions for use
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Conformity Marking with technical regulations in
Ukraine
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H

Authorized representative in the European Com-
munity/European Union

N
m

CE Conformity Marking




or any issues related to operation of the
please contact by telefon humber

+38 044 294-69-78

or write to:

ga@xema.com.ua

XEMA LLC
Akademika Yefremova St. 23

03179, Kyiv, Ukraine
tel.:+38 044 422-62-16
tel..+38 044 294-69-78
E-mail: qa@xema.com.ua
www.xema.com.ua
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