
 المواصفات الفنٌة
  {.رطهجٓب جٓخ انزؼبلذ انزٙانغشع يٍ انًٕاطفبد انفُٛخ ْٕ رذذٚذ انخظبئض انفُٛخ نهغهغ ٔانخذيبد انًزظهخ ثٓب  }

 ملخص عن المواصفات الفنية للمستلزمات والاجهزة المختبرية 

 

الامراض الشروط الواجب توفرها فً عدة الفحص وٌجب الالتزام بها من قبل وحدات التحري عن 

 المنقولة بالدم

وٌتم احتسابها من قبل لجنة  ( sensitivity , specifity , stability )  ٌجب ان تمتع باعلى درجة للحساسٌة والنوعٌة والثباتٌة-1

لاخر تخفٌف موجب وفً حالة Cut of index valueوبالاعتماد على حساب  serotitration panelالتقٌٌم اعتمادا على استعمال 

والافضلٌة حسب  A.B.Cتشابه عدتٌن او اكثر فً الحساسٌة والنوعٌة والثبوتٌة وٌتم وضع التقٌٌم بالاعتماد على التسلسل الابجدي بشكل 

 الاسبقٌة للتسلسل الابجدي للحروف

وٌجب ان تتحرى عن الاضداد والمستضدات  HIVٌجب ان تكون العدد المقدمة من الجٌل الرابع على الأقل عند التحري عن فاٌروس -2

وتتمتع  Group M and Oوكذلك الكشف عن الضروب المصلٌة   P24وقادرة على الكشف عن البروتٌن   Ag- Ab – comboمعا 

فات بحساسٌة عالٌة تمكنها من الكشف عن التراكٌز الضئٌلة جدا من الاضداد والمستضدات وعند امتلاك العدد لكل ما تقدم من الص

 لاقل فترة قدر الإمكان window period المذكورة ستساهم فً اختزال الفترة النافذة 

او ان تتحرى عن الاضداد والمستضدات   HCV Abٌجب ان تكون العدد المقدمة من الجٌل الرابع للتحري عن  HCVبالنسبة لعدد ال -3

وكذلك تستطٌع الكشف عن الأنماط الوراثٌة الستة   HCV core antigenولها القابلٌة للكشف عن مستضد اللب   Ag – Ab comboمعا 

 وان تتمتع بحساسٌة عالٌة  genotype 6-1للفاٌروس 

 ,adrٚجت اٌ ركٌٕ انؼذد انًمذيخ يٍ انجٛم انشاثغ ٔنٓب انمبثهٛخ ػهٗ انكشف ػٍ كبفخ الأًَبط انًظهٛخ   HBVثخظٕص  -4

adw,ayr,ayw ا فٙ انؼشاقنكٌٕ ْزِ الأًَبط الأكضش اَزشبس 

( كأدذ ششٔط انًفبضهخ mutants strainٚجت اٌ ركٌٕ انؼذح نٓب انمذسح ػهٗ اكزشبف انغلالااد انطبفشح )  HBVعلالاد فبٚشٔط  -5

ثٍٛ رهك انؼذد ٔػهٗ انششكخ انًُزجخ اٌ رضجذ فٙ َششارٓب انذاخهٛخ لبثهٛخ رهك انؼذح انًخزجشٚخ نهكشف ٔانزذش٘ ػٍ انغلالاد انطبفشح ) 

mutants. ) 

 ٔجهت يبٚضجذ رنك . CEأ   FDA ٚجت اٌ ركٌٕ انؼذح انًخزجشٚخ دبطهخ ػهٗ شٓبدح يٍ -6

انخبص ثٓب ) يغ ركش اعى انششكخ   .lot Noٚجت اٌ ٚذزٕ٘ انًُشٕس انًشفك يغ كم ػذح فذض يخزجش٘ ػهٗ ) اعى انؼذح ٔسلى انٕججخ  -

 انًظُؼخ ٔربسٚخ انظُغ ٔانُفبر

لًٛخ انزشكٛض أ انذجى انز٘ ًٚكٍ نهفذض رشخٛظّ ثظٕسح طذٛذخ ثذٛش ركٌٕ انؼذح لبدسح ػهٗ انكشف اٌ ٚذزٕ٘ انًُشٕس ػهٗ  -

ٔانزذغظ لالم كًٛخ يٍ جضٚئخ انٓذف انًظًًخ انؼذح نهكشف ػُٓب ) عٕاء كبَذ يغزضذ انًًشع أ الاجغبو انًضبدح انُٕػٛخ نزنك 

 انًًشع أ جضء رشكٛجٙ يٍ جغى انًًشع

 انفذض يغ ركش انٓذف يٍ اجشاء انفذضششح َظش٘ يجغظ ػٍ  -

ٚجت اٌ رزضًٍ يذزٕٚبد انؼذح انًخزجشٚخ ػهٗ انؼذد انكهٙ نهفذٕطبد انزٙ ًٚكٍ اجشائٓب ثزهك انؼذح ٔأعًبء انًٕاد نهكٕاشف انذاخهخ فٙ  -

 ركٍٕٚ انؼذح يغ ركش انزشاكٛض نكم يبدح

ًزٕفشح ٔانضشٔسٚخ لاكًبل انفذض يغ ركش انزشكٛض ٔانزشكٛت انكًٛٛبئٙ انًٕاد انًزٕفشح نهؼذح ٚجت اٌ رزكش ٔكزنك ٚجت ركش انًٕاد غٛش ان -

 نزهك انًٕاد ٔانؼًم ػهٗ رٕفٛشْب يٍ لجم انششكخ انًظُؼخ

ثٛبٌ طشٚمخ الاعزؼًبل ٔركش ظشٔف انخضٌ نهؼذد انًخزجشٚخ ٔنجًٛغ انكٕاشف انذاخهخ فٙ رشكٛجٓب ٔكٛفٛخ انزؼبيم يغ أ٘ يبدح ثًب ٚذفع  -

 يخ انؼبيهٍٛصجبرٛخ انؼذح ٔعلا

 رذهٛم ٔرفغٛش انُزبئج يغ ركش انًؼبدلاد انذغبثٛخ انخبطخ ثزنك انفذض . -

يغ ركش انذبلاد انًشضٛخ ٔانؼلاجبد انزٙ لذ رؤصش ػهٗ َزبئج    Cross – reactivityاٌ رزجُت انؼذح أ٘ رذخلاد لذ رؤصش ػهٗ دلخ انُزبئج  -

 انفذض أ رؼطٙ َزٛجخ غٛش دمٛمٛخ .



) ػذد انفذٕطبد انًٕججخ انًشخظخ ثشكم طذٛخ ٔػذو ٔجٕد َزبئج عبنجخ خبطئخ ثًب ٚضًٍ لذسح   sensitivityركش دغبعٛخ انفذض  -

 انًشاد كشفّ (.  Markerانؼذح انًخزجشٚخ ػهٗ انكشف ػٍ كًٛبد لهٛهّ جذا يٍ انٕاعى 

 بئج يٕججخ خبطئخ (.) ػذد انفذٕطبد انغبنجخ انًشخظخ ثشكم طذٛخ ٔػذو ٔجٕد أ٘ َز Specifityركش خظٕطٛخ انفذض  -

ششح نطشائك انؼًم انمٛبعٛخ ٔطشٚمخ رذضٛش انًٕاد ٔطشٚمخ اجشاء انفذض ) يغ ركش انًٕاطفبد انمٛبعٛخ نهؼُٛخ انزٙ ٚزى ػهٛٓب اجشاء  -

 انفذض َٕٔػٓب ْم ْٙ دو , ثلاصيب , يظم انذو (.

رغزطٛغ انؼذح انًخزجشٚخ انكشف ػُٓب ٔإيكبَٛخ  نهًًشع انزٙ  Phenotypeٔانظبْشٚخ  genotypeاٌ رزكش جًٛغ الأًَبط انٕساصٛخ  -

ٔالاًَبط انًظهٛخ انُبدسح ) ٔاٌ رزلائى يغ الأًَبط انٕساصٛخ انًٕجٕدح فٙ ثهذَب ٔدٔل انجٕاس َزٛجخ   Mutantانكشف ػٍ انطفشاد انٕساصٛخ 

 الاَفزبح انذبطم فٙ انًجزًغ

 HIVيٕاطفبد ػذح فذض فبٚشٔط َمض انًُبػخ انًكزغت 
 Elisa , fluorescent assayٔثبنزمُٛبد   p24ثبلإضبفخ انٗ يغزضذ   HIV Ag / Abفذض الاضذاد ٔانًغزضذاد ٚجت اجشاء  -

ELFA , Chemiluminescence 

 اٌ ركٌٕ انؼذح انزشخٛظٛخ يٍ انجٛم انشاثغ ٔرغزؼًم نزشخٛض الاجغبو انًضبدح -

% ٔاٌ إضبفخ 99( دٛش اٌ انزشخٛض ثبعزخذاو انجٛم انشاثغ يٍ انؼذد انزشخٛظٛخ لذ اصجذ دغبعٛخ لذسْب  HIV -1 ,HIV -2 , P24ل ) 

 . P24فذض الاجغبو انًضبدح 

أعبثٛغ َظشا نظٕٓسِ فٙ دو انًظبثٍٛ  4-2( رٕفش يذح رشخٛض اعشع ٔرمهم يذح انُبفزح  HIV) ْٕٔ انجشٔرٍٛ انز٘ ٚزبنف يُّ نت فبٚشٔط 

 ٕٚيب نهزشخٛض ثبنجٛم انضبنش.  22ٕٚو يمبسَخ ة  44ثفزشح لجم ظٕٓس انًغزضذاد دٛش اٌ يذح انزشخٛض رمذس ة 

 HCVيٕاطفبد ػذح فذض فبٚشٔط انزٓبة انكجذ انفبٚشٔعٙ َٕع 

أ    Chemiluminescenceأ  Elisaثزمُٛخ  HCV Ab/Agهٗ انكشف ػٍ الاضذاد ٔانًغزضذاد ٚجت اٌ ركٌٕ انؼذح لبدسح ػ -

 فٙ انذو .  Cيٍ انجٛم انشاثغ دظشا ٔانز٘ ٚكشف ػٍ الاجغبو انًضبدح نفبٚشٔط انزٓبة انكجذ   Anti – HCVًٚكٍ اعزخذاو كزبد

 Anti – NS4Ab,Anti – NS3Ab, Anti – core Ab, HCV – core Ag, Anti – NS5ٚجت اٌ ٚزى رشخٛض ٔجٕد )  -

Ab ) ٔرؼزجش انٕاعًبدMarkers  ٌٕانًزكٕسِ أػلاِ راد أًْٛخ كجٛشح فٙ انزشخٛض دٛش اٌ ) جًٛؼٓب رذفض انجٓبص انًُبػٙ فٛك

فٙ دبنخ   N55 ٔانجشٔرٍٛ   Chronicفٙ دبنخ الإطبثخ انًضيُخ   N54ثذاٚخ دخٕل انفبٚشٔط   N53الاضذاد خلال صلاس يشادم 

 . Acuteكٌٕ الإطبثخ 

 Syphilisمواصفات عدة فحص السفلس )الزهري(  

( ضذ IgG  ,IgMنلاجغبو انًضبدح َٕػٙ ) Chemiluminescenceأ  ELISAثزمُٛخ  Ab TPٚجت اٌ ٚجشٖ فذض  -

 ػٍ يغجت انًشع . دٛش اصجزذ فؼبنٛخ انفذٕطبد انًُبػٛخ فٙ انكشف Tpn47  ٔTpn17  ٔTpn15انجشٔرُٛبد انذُْٛخ انغشبئٛخ 

 

 

 

 

 

 

 

 

 

 



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 kit, 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 

investigate 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 kits 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 (IgG, IgM) against membrane lipoproteins Tpn47, Tpn17, and Tpn15, 

as the immunological tests proved effective in detecting the cause of the disease. 

 

 

 

 


