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Technical Specifications

{The Contracting Entity shall include the information and specifications at the schedules of
Laboratory Supplies and Equipment as necessary}

Summary of the technical specifications of Laboratory Supplies and Equipment.

The conditions that must be met in the examination kit, and must be

adhered to by the units investigating blood-borne diseases
1- It should have the highest degree of sensitivity, specificity, and stability (sensitivity,
specifity, stability) and it is calculated by the evaluation committee based on the use of
the serotitration panel and based on the calculation of the Cut of index value of the last
positive dilution. On the alphabetical sequence in the form of A.B.C and priority
according to the precedence of the alphabetical sequence of letters
2- the purchased kit must be of at least the fourth generation when checking for HIV,
and it must investigate antibodies and antigens together, Ag-Ab-combo, and capable of
detecting protein P24, as well as detecting Group M and O serotypes. It has a high
sensitivity that enables it to detect very small concentrations of antibodies and antigens.
When the number possesses all of the aforementioned characteristics, it will contribute
to reducing the window period to the shortest possible period.
3-With regard to the HCV Kkit, the purchased kit must be of the fourth generation to
detect HCV Ab or to investigate antibodies and antigens together, Ag - Ab combo, and it
has the ability to detect HCV core antigen, as well as it can detect patterns the six
genotypes of the virus 1-6 genotype and have high sensitivity
4- For HBV, the purchased kit must be of the fourth generation and has the ability to
detect all serotypes adr, adw, ayr, ayw, because these types are the most prevalent in
Iraq
5- HBV virus strains the kit must has the ability to detect mutants strains must be used
as one of the conditions for comparison between that number and the producing
company must prove it in its bulletins. The ability of this laboratory kit to detect and
.Iinvestigate mutants
6-The laboratory kit must be certified by FDA or CE, and proof of that must be brought
-The leaflet attached to each laboratory test kit must contain (the name of the kit and its
lot No.), indicating the name of the manufacturer, date of manufacture and validity
- That the leaflet contains the value of the concentration or volume that the test can
diagnose correctly so that the kit is able to detect and sensitize to the least quantity of the
target particle that the kit is designed to detect (whether it is the pathogen’s antigen or
specific antibodies to that pathogen or a synthetic part of the pathogen’s body
- A simplified theoretical explanation of the examination, stating the purpose of
conducting the examination




-The contents of the laboratory kit must include the total number of tests that can be
performed with that kit and the names of the materials for the reagents included in the
composition of the kit, with an indication of the concentrations of each substance.

- The materials available for the kit must be mentioned, as well as the materials that are
not available and necessary to complete the examination, with mentioning the
concentration and chemical composition of those materials and work to provide them by
the manufacturer

Indicating the method of use and mentioning the storage conditions of the laboratory
tools and all the reagents included in their composition, and how to deal with any
material in a manner that preserves the stability of the equipment and the safety of
workers

Analyzing and interpreting the results with mentioning the mathematical equations for
that examination

The kit should avoid any interference that may affect the accuracy of the results (cross
reactivity), mentioning the pathological conditions and treatments that may affect the
.results of the examination or give a false result

Mention the sensitivity of the assay (the number of correctly diagnosed positive tests and
the absence of false negative results, ensuring the ability of the laboratory kit to detect
(very small amounts of the marker to be detected

Mention the specificity of the examination (the number of negative tests diagnosed
(correctly and the absence of any false positive results

-An explanation of the standard work methods, the method of preparing materials, and
the method of conducting the examination (with mentioning the standard specifications
of the sample on which the examination is performed and its type, whether it is blood,
(plasma, blood serum

-To mention all the genotypes and phenotypes of the pathogen that the laboratory kit can
detect and the possibility of detecting mutant genetic mutations and rare serotypes (and
to be compatible with the existing genetic patterns in our country and neighboring
countries as a result of the openness in society

Specifications of the HIV test Kit

- HIV Ag/ Ab antibodies and antigens must be tested in addition to the p24 antigen,
.using Elisa, fluorescent assay, ELFA, and Chemiluminescence techniques

The diagnostic kit should be of the fourth generation and used to diagnose antibodies
For (HIV-1, HIV-2, P24), as the diagnosis using the fourth generation of diagnostic kits
has proven a sensitivity of 99%, and the addition of the P24 antibody test

which is the protein from which the core of the HIV virus is composed) provides a faster )
diagnosis period and reduces the window period from 2-4 weeks due to its appearance in
the blood of infected people a period before the appearance of antigens, as the diagnosis
period is estimated at 14 days compared to 22 days for the diagnosis of the third
generation.



Specifications of the HCV test kit

- The kit must be able to detect HCV Ab/Ag antibodies and antigens using Elisa or
Chemiluminescence techniques, or the fourth generation Anti-HCV Kkits can be used
exclusively, which detects antibodies to hepatitis C virus in blood

- The presence of (Anti - NS4Ab, Anti - NS3Ab, Anti - core Ab, HCV - core Ag, Anti -
NS5 Ab) must be diagnosed. The above-mentioned markers are of great importance in
the diagnosis, as (all of them stimulate the immune system, so the antibodies are within
three Stages N53, the onset of virus entry, N54 in the case of chronic infection, and the
N55 protein in the case of acute infection.

Syphilis test kit specifications

- An Ab TP test should be performed using ELISA or chemiluminescence techniques for
specific antibodies (1gG, IgM) against membrane lipoproteins Tpn47, Tpnl7, and Tpn15,
as the immunological tests proved effective in detecting the cause of the disease.



